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TEXHUYECKWUWA PEFMAMEHT
"O 6e30MacHOCTU NeKapCTBEHHbIX CPeaAcTB Ans
MeAULUHCKOro npumeHeHmna"

(B pedakuuu nocmaHosneHut lNpasumenscmea KP om 23 Hosibpsi 2012 20da

N 791, 18 okmsibpsi 2013 20da N 563, 25 ¢pesparnsi 2014 2o0a N 102, 23 utoHs

2014 200a Ne 346, 14 mas 2015 200a Ne 291, 15 mapma 2017 2o0a Ne 154, 5

uronsa 2018 eoda Ne 312, 28 aszycma 2018 2oda Ne 405, 6 dekabpsi 2018 2o0da
Ne 564)

BBegeHue

Hactosiwmn TexHudeckuin pernameHT (panee - PernameHT) paspaboTaH B COOTBETCTBUMM C
KoHctutyumen Kbiprbiackon Pecnybnuku, 3akoHamu Keipreidckor Pecny6nvku "O  nekapCTBEHHbIX
cpepnctBax”, "Ob6 ocHoBax TexXHUMYeCKOro perynupoBaHus B Kbiprbiackon PecnyGrnivke”, a Takke WHbIMK
HOpMaTUBHLIMM NpaBoBbIMK akTamu Keipreidckorr Pecnybnuku, B uensx obecneveHms 6e3onacHOCTU
XM3HU U 300pOBbS NOOEN MPU NPUMEHEHUN NEKAPCTBEHHbIX CPEeACTB U NpeaynpexaeHus OencTBun,
BBOASALMX B 3abnyxaeHne notpebutenen.

B HacTosiwlem PernameHte y4yTeHbl OCHOBHble HOPMAaTWBHbIE TOMOXEHWS  criedytoLmx
MeXOYHaPOAHbIX JOKYMEHTOB:

1) Hapnexawas nabopatopHasa npaktuka (Good Laboratory Practice (GLP), PykosogcTtBo no
obecnevyeHnto kadecTBa LOKNMMHMYECKUX (HeknuHu4Yecknx) wmccneposaHui UNDP/World Bank/WHO,
OECD Principles on Good Laboratory Practice);

2) ICH GCP - PykoBoacteo no Hagnexawen knuHudeckon npaktuke (Guideline for Good Clinical
Practice) MexxgyHapogHoW KoHdepeHLUMN MO rapMOHM3aUUN TEXHUYECKUX TpeboBaHMI K perncrpaumm
(hapmaLleBTUHECKMX CPEACTB, NPeAHA3HaYeHHbIX s npuMeHennst YenosekoM (International Conference
on Harmonization of Technical Requirements for Registration of Pharmaceuticals for Human Use, ICH),
KOoTopoe pa3paboTaHo C y4yeToM AelcTByowmx TpeboBaHMN Hagnexalleh KIMHUYECKOW NpPaKTUKK
Esponenickoro Coto3a, CoeguHeHHbix LUTaTtoB Amepukn u AnoHuu, a Takke AscTpanun, KaHagbl u
BcemupHon opranunsauum s3gpasooxpaHeHus (BO3);

3) oupektmeBbl CoBeta EC ot 31 mapta 1992 roga N 92/25/EEC "O npaBunax ONTOBOW
peanusauum NekapCcTBEHHbIX NpenapaToB ANs YenoBeka”;

4) npaBuna npousBoacTBa NekapctBeHHbix cpeacts (GMP) Esponeinckoro Cotosa (GMP EC), 4
nepecMoTpeHHoe n3gaHue, Hagnexawasa npon3BoACcTBEHHAsi NpakTuka hapMaLeBTUYECKMX NpenapaTos
BO3 (odwmumanbHbii nepeBog Ha pycckunm s3blk Good manufacturing practices for pharmaceutical
products (Who Technical Report Series, N 823, NpoekT gns cocTaBNeHUs HaLMOHarnbHbIX PyKOBOACTB
ctpaH CHI "Hagnexawasi npon3BoAcTBeHHas npaktuka dapmaueBTuyeckux npenapatos”, Oupektuea
2001/83/EC "lMpaBuna pykosoactea no GMP o0 He3aBMCMMOM KOHTpOMe KayecTBa M YNONTHOMOYEHHOM
nuue";

5) WHO/PHARM/DAP/96.1 "Hagnexawas antedyHass npaktuka (HAI) B OOLWECTBEHHbIX U
BonbHM4YHbIX anTekax". FIP INTERNATIONAL PHARMACEUTICAL FEDERATION Standarts for Quality
of Pharmacy Services. Good Pharmacy Practice, Hagnexawas anteyHas npaktuka B HoBbIX
HesaBucumeix ocyaapcteax. PykoBoacTBo no paspaboTke u BHeapeHuto ctaHgapToB. CneumanbHbin
npoekt BO3 no dpapmaumm B HHIC coBmecTHO ¢ LieHTpoMm BOB no nekapcTBEHHOW NONUTUKE U Pas3BUTUIO
dapmaLeBTUYECKON NPaKTUKN.

MnaBa 1. O6LWwKMe nonoxeHus
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1. Hactoswmin PernameHT NPUMEHAETCA B Lendx obecneyeHns GesonacHocTn NeKapCTBEHHbIX
cpencTB U 3alUnTbl XKU3HU N 300POBbA YeroBeKa.

2. Hactoswun PernameHT onpenensiet obs3atenbHble TpeboBaHUSA K NEKapCTBEHHbIM CPeACcTBaMm
N perynupyeTt OTHOLLEHMS, BO3HMKalOLWMe B npouecce paspaboTku, NpoM3BOACTBA, W3rOTOBMEHUS,
XpaHeHus1, TPaHCNOPTMPOBKMY, peanu3auumn n yTmnnsaunm nekapCTBeHHbIX CpeacTB.

3. OCHOBHbIe MOHATUSA, UCMONb3yeMble B HacTosILeM PernamexTe:
1) "akKknuMmMmaTu3auma" - NpoLLecc NpUcnocobrieHns K HOBbIM YCIIOBUSIM OKpyXKatoLLel cpeabl;

2) "aKTMBHbIA (hbapmMaLeBTUYECKMA MHrpeaueHT" (akTuBHas cybctaHuus, dapmaueBTUYeckas
cybcTaHuus, OencTByloLlee BELLECTBO) - BELIECTBA PaCTUTENbHOrO, XXMBOTHOMO, BMOTEXHOMOMMYECKOro
unm CUHTETUYECKOTO NPOUCXOXAEHWS, obnapatoLume dapmMakonorn4yeckomn aKTUBHOCTbIO,
npegHasHadYeHHble Ans Npou3BOACTBa M U3rOTOBINEHUS NEKAPCTBEHHbIX NpenapaTtoB U onpeaensoLine
nx ahpeKTUBHOCTb;

3) "anTe4yHoe yupexaeHue" - anTevHble ckraabl, anTeku, anTekn ydpexaeHnin 3apaBooxpaHeHns,
anTeyHble MyHKTbl, anTeYHble KMOCKW, a TakkKe CKnadbl MeOULMHCKON TEXHUKW, MarasviHbl MeAULMHCKON
TEXHUKN U OYKOBOW ONTUKU;

4) "anTeuyHbIW cKnag" - MpeanpuaTME ONTOBOM TOPrOBMM NEKApCTBEHHbIMU CpeacTBamu,
OCYLLECTBMAIOLLEE NPUEM, XPAHEHME, N peann3auuio NekapCTBEHHbIX CPEACTB;

5) "aHanu3 puckoB" - MeTod OUEHKM U ONUCaHUS KPUTUYECKUX napameTpoB Mpu
PYHKUMOHNPOBaHMN 060pYAOBaHMSA UK NpoLecca;

6) "ayTeHTUYHOCTb" - NMPM3HaHMEe PaBHO3HAYHOCTU APYroMy TEKCTY, COCTaBMEHHOMY Ha APYrom
A3blKe U MMEIOLLIEMY OAMHAKOBYIO C HAM CUTY;

7) "6anaHc (Bbixo4 NpPoOAYyKUUM)" - CpaBHEHME TeOopeTUYEeCcKM OXuaaemoro u akTmyeckoro
06BbEMOB NPOU3BEOEHHON UMW MCMONB30BaHHOW NPOAYKLMKN MPU HOPMaribHbIX OTKITOHEHMSIX;

8) "6ank-npoayKT nekapcTBeHHoro cpeactea (in balk)" - nob6oe nekapcTtBeHHOE CpeacTso,
KOTOPOE NPOLLMO BCE CTagumM TEXHONOMMYECKOro NpoLecca, 3a UCKIoYeHneM ctaamm chacoBaHms u/unm
KOHEYHOIN YNaKOBKU M MaPKUPOBKY;

9) "bakTepuManbHasa KOHTaMMHaUMA" - BHECEHUE CBEPXAONYCTUMOro konuyectesa bakrepun npu
Heco6noAeHNN CaHUTaPHO-TUMIMEHNYECKMX YCITOBUIA;

10) "6e30nacHOCTbL NleKapCTBEHHbIX CpeacTB" - XxapakTepucTuka CTEeneHn pucka NpUYUHEHUSI
Bpe4a 340pOBbI0 U OTPULLATENBHOMO BIMSIHUS NEKAPCTBEHHbLIX CPEACTB HA OPraHn3M YenoBeka;

11) "Omonoruv4yecku aKTUBHble BelwecTBa" - BeLECTBA pPa3fIMYHOrO MPOUCXOXKOEHWS,
ABMSIOLLMECS NOTEHUMaNbHbIMU NCTOYHUKAMM MOJTyYEHUS NieKapCTBEHHbIX CPeACTB;

12) "6monornyeckue areHTbl" - MUKPOOPraHuW3Mbl, BKIHOYAsl MOSyYEHHblE METOA4aMW TEHHOM
WHXXeHepuwn, KNeTodHble KynbTypbl U 3HOO0MAapa3vTbl, NATOreHHbIE NN HENAaTOreHHbIE;

12-1) "©uonornyeckue nekapcTBeHHble cpeacTBa” - NeKapCTBEHHble CpeacTBa, KOTopble
copgepxaT  OEeNcTByllMe BellecTBa  OMONOrMYECKOr0  MPOUCXOXOEHWUS,  MOSMyYeHHble  MNyTEM
NPOn3BOACTBA U3 BMONOrMYECKOro MCTOYHMKA (YENTOBEYECKOro, XMBOTHOMO, PAcTUTENbHOIO, MUKPOBHOTO
UM GMOTEXHOITOTNYECKOTO);

12-2) "OuMoTexHONornyeckue reKapcTBeHHble CcpeAcTBa" - JIEKApPCTBEHHbIE CpPEACTBa,
cofepalime OEeNCTBYHLINE BELLECTBA, NONyYEHHbIE C MOMOLLbID METOOOB OMOTEXHOMOMMMW, TaKMX, Kak:
reHHO-UHXXEHEPHasl TEXHONOrMs, KreToyHas WHXEHepUsi, rMOpuaoMHble TEXHOMOIMW, WHXeHepHas
3H3MMOSOMNSA, UHXEHEPHAA MMMYHOSOMMS U T.1.;

12-3) "Ouocumunap"™ - BOCNPOM3BEAEHHOE MpU MOMOLM OBUOTEXHONOMMIA NeKapCTBEHHOE
CPEeLCTBO, CXOXee C OpUrMHanbHbIM OMOTEXHONOMMYECKUM NNEKAPCTBEHHLIM CPELCTBOM;

13) "6pak™ - He COOTBETCTByWOLlAA cTaHgapTaMm, HepobpokayecTBEHHAst MNPOAYKUUSA
NPOM3BOACTBA, a Takke N3bsH (4edeKT) B NPOAYKUNN;

14) "obpakoBaHHasA npoaykumsa" - nNpoaykums, noTepsiBLUas  KadecTBO  BCREACTBME
HeHagnexawmx YCNoBUA XPaHEHWsl, TPaAHCMNOPTUPOBAHUA W He COOTBETCTBYKLWAa TpeboBaHMAM
HOPMAaTUBHOM AOKYMEHTaLuMK, ouLmanbHO BbiiBNIEHHAst M OKYMEHTAmNbHO 3addUKCUPOBaHHas;



TexHudeckuin pernameHT "O 6e30nacHOCTM NekapcTBEHHbIX cpeacTe ans..."

15) "opowtopa uccnegoBartensa” - peepaTMBHOE U3NOXEHUE Pe3ynbTaToB OOKIMHUYECKOTO U
KNMMHWUYECKOTO U3YYeHUs1 NIekapCTBEHHOMO NpenapaTta, 3Ha4YUMbIX st ero UCCNefoBaHNs Ha YENOBEKE;

16) "Banupauma" - JOKYMEHTMPOBAHHOE OENCTBME, AOKa3bIBAKOLLLEE, YTO Kakne-nmbo meToamka,
npovecc, 06opynoBaHue, cbipbe, OEATENBHOCTb UMM CUCTEMA AENCTBUMTENBHO MPUBOAAT K OXUOAEMbIM
pesynbTatam;

17) "BeposiTHaA nobo4yHas peakuua" - HebnaronpusiTHoe KIMHUYECKOE MpPOosIBIIEHME,
BKIlOYAlOLLlEEe TakkKe W3MeHeHne nabopaTopHbIX MokasaTenen, KOTOpoe CBsI3aHO MO BPEMEHU C
NPUMEHEHNEM FeKapCTBEHHOIO CpeacTBa, HO He MMEET OTHOLLUEHUSI K COMyTCTBYHOLWMM 3aboreBaHUsimM
unu gpyrmm dgaktopam, W perpeccupyet fnocrne OTMEHbl JleKapCTBEHHOro cpepctea. Peakumsi Ha
NMOBTOPHOE Ha3HaYeHWe IekapCTBEHHOIO CPEACTBA HEU3BECTHA,;

18) "Bo3moOXxHas noboyHas peakuua" - HebnaronpuaTHOE KIMHUYECKoe MpOosIBEHNne,
BKNIOYalLLee Takke W3MeHeHus nabopaTopHbIX MoKa3aTenewn, KOTOpoe CBA3aHO MO BPEMEHU C
NpUMEHeHVeM neKapCTBEHHOro CpeAcTBa, HO KOTOPOE MOXHO OObACHUTb HamMuMem COMyTCTBYHOLLMX
3aboneBaHVn WM MPUMEHEHUEeM [APYruX NEeKapCTBEHHbIX CPeACTB WM  XMMUYECKUX BeLLecTB.
NHbopmaLums o peakumm npm oTMEHe NekapCTBEHHOIO CpeAcTBa He SICHa;

19) "Bnageney perucTpaLMOHHOIO yaocToBepeHua" - lopuamyeckoe nnuo, KOTopoe oTBeYaeT
3a NPoM3BOACTBO, KA4eCcTBO, 6e30MacHOCTb U 3PPEKTUBHOCTL NEKAPCTBEHHOIO CpeacTBa;

20) "Bo3BpaTt" - oTnpaBka NekapCcTBEHHbIX CPEACTB B aapec NponsBoanTens unn guctpmbbiotopa
He3aBMCMMO OT TOro, MMeEeT NN 3Ta NPoAYKUMSA AedeKT kKayecTBa UNn Her;

21) "Bos3BpalweHHasa npoaykuua" - roToBas nNpPoOOyKUUS, BO3BpaLLEeHHas npeanpusiTuio-
W3roTOBUTESIO UMK OUCTPUOBLIOTOPY;

22) "BO3AYLWHbIA WNO3" - OrpaHNYeHHOEe NPOCTPAHCTBO C ABYMSI UMM HECKONMbKUMWU ABEPSIMU
Mexay OBYMSI UMM HECKONbKMMM MOMELLEHUAMWU, HanpuMep, pasHbiX KNacCoB YMCTOTbI, Cryxallee ans
KOHTPOIS NOTOKa BO34yXa Mexay STVMM NMOMELLEHUSIMU NPU OTKpbIBaHUM ABepei. Bo3ayliHble LWno3bl
npegHasHayalTcs M UCMONb3YyTCa ANs NepeMeLleHnsi, Kak nepcoHana, Tak u obopygoBaHusi U
NPOAYKUUN;

23) "BHYTPMNPOU3BOACTBEHHbIA KOHTPOJSib (TEXHOJIOrMYeCKUN, MexonepauuoHHbIN)"
NPOBEPKM, BLINOSMHSEMbIE B XOAe NPOM3BOACTBA C LENb KOHTPONS W, B criydae HeobGXoaMMOocCTw,
KOPPEKTMPOBKN NapameTpoB TEXHOOMMYECKOro npoLecca Anst Toro, YTobbl NPoAyKLMsa COOTBETCTBOBANa
TpeboBaHusamM cneumdmkaumm. KoHTponb 3a cOCTosIHMEM OKpyXKatoLlen cpebl nnn obopynoBaHus Takke
paccMaTpuBaeTCs Kak ANIeMEHT MeXOonepaLnoHHOTO KOHTPONS;

24) "BcnomoraTtenbHoe BelecTBO" - hapMaKoIorM4yeckn He akTMBHOE BELLECTBO OpraHMYecKom
UNM HeOopraHM4yeckon npupoabl, KOTOpOe WUCNOoNb3ylT B MpoLecce NPou3BOACTBA U U3rOTOBNEHUS
roTOBOrO JIeKapCTBEHHOIO CpeacTBa AN NpUMaaHNst HEOOXOAMMbIX (PU3UKO-XUMUYECKNX CBOWCTB;

25) "BTOpuMYHaA wu3onAUMA" - CcUCTEeMa M30MAUUKM, MPEenaTcTByOWAs MPOHUKHOBEHMIO
OMONOrMyecKkMx areHTOB BO BHELLUHIOW OKPYXXalLy cpegy wunu B Opyrne Npov3BOACTBEHHbIE 30HbI
(BKNOYaeT MCMONb3oBaHME MOMELLEHUIA CO cheuunanbHbIMM  YCTPOMCTBaMM MOLTOTOBKM  BO34YXa,
BO34YLUHBLIX LUMO30B M/UNN CTEPUINIM3ATOPOB AN NEpeMeLLeHNs MaTepuarnoB HapyXxy u obecneveHus
©€e30MacHOCTU TEXHONOTMYECKMX OnepaLmnn);

26) "BbINyCK Mo napameTpamMm” - cucTema BbiMycka, koTopas, 6asupyscb Ha WHdopmauum,
cobpaHHOM B npoLecce MNpPOM3BOACTBA, M Ha OCHOBAHWM COOTBETCTBUS KOHKPETHbIM TpeboBaHWUSIM
Hagnexawen npoM3BOACTBEHHOW MPaKTMKM B 4acTW, KacawLlencs Bbinycka MO napameTpam,
NpeaocTaBnsieT rapaHTMK TOro, YTo 3Ta NpoAyKums obnagaeT TpebyeMbiM Ka4eCcTBOM;

27) "rapaHTusa KadecTBa" - COBOKYMHOCTb CUCTEMATUYECKUX W MNITAHOMEPHbIX OENCTBUN,
obecneuynBaloLLMX COOTBETCTBMNE NPOBEAEHMS NCCNEAO0BaHNS Haanexallen nadbopaTopHo NpakTuKe;

28) "reHepu4eckun npenapar” - 3TO npenapar, cogepXxalimi To e OENCTBYIoLee BELECTBO B
TOW Xe [03€ M feKkapCTBEHHOM dopme U obnagarowmin TakuM Xe TepaneBTUYECKUM LENCTBUEM,
3pheKTUBHOCTBIO 1 ycnoBusamu npoussogctea GMP, 4To 1 opurMHanbHbI Npenapar;

29) "rnaBHbLIN NnaH" - cucTtemMa pacnpefeneHus U NIaHNpPoBaHUSA PECYPCOB MpU NPOBEAEHMU
OOKMNHUYECKNX (HEKITMHUYECKUX) UCCNEeSOBaHWMN;
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30) "rnmaBHbIM OGaHK KneTok" - KreToyHasd KynbTypa (MOfHOCTbIO OXapakTepu3oBaHHas),
pacnpeferneHHass Mo KOHTeMHepam B pe3ynbTaTe eauHCTBEHHOW onepauuun, obpaboTaHHas Ans
obecneyeHns NONHOM OQHOPOAHOCTY M COXpaHsiemasi B YCroBusiX, obecneyvmBatoLLmx cCTabunbHOCTb;

31) "rnaBHbIN 6aHK NOCEBHbIX KynbTyp" - KyNbTypa MWUKPOOPraHU3MoB, pacnpenerneHHas no
KOHTeliHepaM M3 ogHOro HepaccacoBaHHOrO cpefcTBa B pesynbTaTe eAUMHCTBEHHON onepauuv Takum
obpa3om, YTobbl 06ecrneymBanMcb 0AHOPOAHOCTb U CTABMNBHOCTL M NpedynpeXxaanack KOHTaMUHALMS;

32) "rocypapcTBeHHas perucrpaumsi JieKapCTBEeHHbIX CpeacTB" - cucTtema [Jornycka
NeKapCTBEHHbIX CPeacTB K MeAWMLMHCKOMY MpUMEHeHUo Ha Tepputopumn Kbiprbisckon Pecnybnuku Ha
OCHOBa@HUM 3KCMEPTHOW OLEHKN PErncTpauMoHHOTO [OCbE W OUEHKU pe3ynbTaToOB MNPOBEAEHHbIX
UCMbITaHWA MpeacTaBreHHbIX 00pasLoB 3asiBIEHHONO FeKapCTBEHHONO CpeacTBa Ha COOTBETCTBUE
TpeboBaHusIM kayecTBa, 3hPeKTUBHOCTM 1 6e30nNacHOCTU NS YENoBeKa;

33) "rocymapcTBeHHass nepeperucTpauusi nekapcTBeHHbIX cpeacTB"” - npoueaypa,
npoBoaMMasi C LUENblo MNPOANEHUS paspelleHnss K MeOUUMHCKOMY MPUMEHEHUIO JEKapCTBEHHOTO
cpenctea Ha Tepputopun Kbiprbiackon PecnybnukM Ha OCHOBAHWM OLIEHKM PUCKOB MPWU NMPUMEHEHWUU
neKkapCTBEHHbIX CPEACTB C ONPEAENEHHON NEPMOSUYHOCTBIO U AaHHbIX (PapMaKoorMyeckoro Hag3opa;

34) "rotoBas npoaykuua" - NpoAykuusi, kKoTopasi Mpolunia Bce CTaguM TeXHONOMMYecKoro
npouecca, BKIoYasi ynakoBKy U MapKUPOBKY, NpefAHasHavyeHHble A peanusauuu;

35) "AamMarHocTuyeckoe TecTMpoBaHue" - 3KCrNpecc-anarHocTnka MPyHKUMOHambHbIX, (PrU3ndeckmnx
napamMeTpoB 300POBbS YENOBeKa;

36) "moroBop" - NUCbMEHHOE, AaTUPOBAHHOE U MOAMNWCAHHOE cornalleHve Mexagy ABYMS UIu
bonee cTopoHamu, onpepensiollee AOrOBOPEHHOCTW, Kacalolwmecs pacnpefgeneHns obbema pabor,
npas, o6s3aHHOCTEN, U NPU HEOBXOAMMOCTU (PMHAHCOBbLIE BOMPOCHI;

37) "pOKNMHUYeCKoe uccrnegoBaHuMe" -  xuMmmyeckoe, usmyeckoe, Buonormyeckoe,
MUKpoburonormyeckoe, capmakonormieckoe, TOKCUKOMNOrM4Yeckoe n noboe apyroe aKcnepuMeHTanbHoe
nccnegoBaHve, NPOBOAMMOE C LENbi MOMyYeHUs HayyYHbIMW MeToamMM OLEHOK UM AoKasaTenbCTB
achdekTMBHOCTM M GEe30nacHOCTU NEeKapCTBEHHOro npenaparta, He BKN4allee 3KCNEPUMMEHTOB Ha
YyenoBeke;

38) "onucTpubbloTOP (ONTOBaA opraHu3auusi, NOCTaBLUMK)" - 3TO OPUANYECKOE NMLO, KOTOPOE
OCYLLECTBMAET 3aKyrnKy NpoAyKUuMU y npodasLa Uiv NpoU3BOAUTENS U OpraHWM30BbLIBAET NOCMeayoLLyHo
ee peannsauuio B CeTb anTeyHbIX YYpexaeHUii Ha OCHOBaHUM OOroBopa;

39) "moroBop (KOHTPaKT) B AUCTPUOLIOTOPCKOM NpakTUKe" - MUCbMEHHOe, OaTUPOBaHHOE,
NoANMCcaHHOe cornalleHe mexay AByMsl unu 6onee ctopoHamu, onpeaensiollee npasa U 06s3aHHOCTY,
YCrnoBUsl MOCTaBKW, TPaHCMNOPTMPOBaHUs, obecrneyeHns KadyecTBa TOBaApOB W YCnyr, onnaTbl U Apyrue
BOMPOCHI, KacaloLmnecst Hagnexallero BbINOSIHEHUSA NpaBuIT AUCTpUObLIOLMK;

40) "pOKyMeHTauusi B AUCTPUObLIOTOPCKOM NpaKTUKe" - COBOKYMHOCTb [OKYMEHTOB,
NOATBEpPXAalLWMX onepauum, NpPoBoAMMbIE AUCTPUOLIOTOPOM MO 3akyny, XpaHEeHWto, BBO3Y, BbIBO3Y,
peanusauun, OT3biBY, BO3BpaTy, YHUHYTOXEHMIO MPOAYKUUWM, M MO3BOMSOWMX NpOCneaunTb ABWXKEeHWe
NPOAYKUUM OT 3aKyna 40 peanusaumn u/unm yYHUHTOXEHMS;

41) "pOKyMeHTauuMsa npyu NpoBeAeHUN AOKIIMHMUYECKUMX WU KITMHUYECKUX uccnepoBaHun™ -
3anucu B nobon dopme onucbiBawwme, MO0 perncTpupyrolme MeTodbl, OpraHMsaumio  u/unm
pe3ynbTaTbl OOKIMMHUYECKOTO (HEKMMHUYECKOr0) U KITMHUYECKOrO MUCCreaoBaHus, (bakTopbl, BNusiOLWME
Ha nccnenoBaHNE U NPUHSATbLIE MEpbI;

42) "xenTasa kapta (kapTa-cooblieHne O MOOOYHOM peakuun unmn oTcyTcTBUM 3PEHEKTUBHOCTMU
NEKapCTBEHHOrO cpeacTBa MpuM MEOULMHCKOM MNpUMeHeHun)" - dopma, Mo KOTOPOM Bpayn BCEX
opraHu3auui  34paBOOXpPaHEHWUst He3aBMCMMO OT (OopMbl COOCTBEHHOCTM U  hapmMaueBTU4ECKUe
paboTHUKM coobLLatoT O MobbIX Cnyvasx NOOOYHBLIX peakunii NekapCTBEHHLIX CPEACTB;

43) "zasBuTenb" - lOpugudeckoe NUUO, MoAaBlUEE 3asiBIEHWE Ha roCygapCTBEHHYIO
peructpauuo/nepeperncTpauuio M MNOATBEPXKAEHME COOTBETCTBMS [JIEKAPCTBEHHOrO CpeacTsa B
Kbiprelackon Pecny6nuke;

44) "npeHTUdMKaLMA XKMBOTHBLIX" - Npoueaypa Ono3HAHMS XUBOTHBIX MO OOKYMEHTUPOBAHHbLIM
UHAMBUAYanbHbIM NPU3HaKam;
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45) "wHamBuMayanbHas KapTa UCNbITyeMoro" - nevyaTHblW, 3MEeKTPOHHbLIN WUMAN ONTUYECKUN
OOKYMEHT, MpefHa3Ha4yeHHbI ANd BHECEHUs B Hero WHopMaumm no Kaxaomy MUCMbITyeMoMmy,
npeaycMOTPEHHON NPOTOKOIIOM KITMHUYECKOro UccnefoBaHus;

46) "uHcnekTMpoBaHue" - npouenypa oduumanbHON NPOBEPKU C LENbI OLEHKM MONYyYeHHbIX
OaHHbIX U KavyecTBa MPOBEAEHUS OOKIMHUYECKOrO (HEKIMHUYECKOro) U KIMHUYECKOro UCCrnenoBaHus,
MaTepuanbHOM W KuHu4eckon 6a3bl U AOKYMEHTOB YMNOMHOMOYEHHbIM FOCYAapPCTBEHHbIM OpraHoM
Kbipreisckon Pecny6nuku B obnactu 3agpaBooxpaHeHusi B cdrepe obpalleHust nekapcTBEeHHbIX CPeACcTB C
npyBneYeHneM crneumanucToB oOpraHvM3auuu, nNpoBoAsWEen 3JKcnepTudy Ha npegmeT 6GesonacHocTw,
3(pPeKTUBHOCTM M KavecTBa NeKapCTBEHHbIX CPeCTB;

47) "nHdopMMpoBaHHOe cornacue UcnbiTyemoro" - fo6poBONbHOE, MUCbMEHHOE cornacue
UCMbITYEMOrO Ha y4yacTMe B KIMHUYECKOM WCCreoBaHUM MOCMEe  O3HAKOMITEHWSt CO  BCEMM
0COBEHHOCTAMU AaHHOTO UCCreaoBaHus B 06bemMe, NpeayCMOTPEHHOM 3aKOHOA4ATENbCTBOM;

48) "nHdopmauus, koTopasa maeHTUdULMpyeT cnyyan Nno604YHOMN peakuun feKapCTBEHHOIo
cpeacTtBa” - cBedeHus 0O WCTOYHMKE MOMyyYeHus WHopmauun, MNOL03PEBAEMOM JIEKAPCTBEHHOM
CcpefcTBe, NauneHTe, onnucaHve NoboYHON peakunu;

49) "M3roToBrieHME WM TEXHOJIOrMYecKU npouecc” - Bce onepauun, CBsi3aHHble C
M3roTOBMIEHNEM JIEKAPCTBEHHOIO CPeACTBa, HauMHas C MofyYeHusl Cbipbsl, 3aTeM 06paboTKM U YNaKoBKM
1 3aBepLuasi Mosly4eHnemM roToBOM NPoAYKLUK;

50) "uameHeHusi, BHOCUMble B pPerucTpauyMoHHoe Aocbe" - U3MEHEHUS WUNU AOMONHEeHUs,
KOTOpble MOryT UMEeTb MECTO B nepuod OeNCTBUS PErMcTpauMoOHHOro CBUMAETENbCTBA, MPearioXKeHHble
3asBUTENIEM, KacaloLMecs 3aperMcTpMpoBaHHOIO fIEKAPCTBEHHOIO CPEeACTBa;

51) "MHCTPYKLUMA NO NPUMEHEHUI" - oULManbHO YTBEPXKAEHHAs UHCTPYKUUS, npunaraemas B
e[MHMLY YNakoBKW NeKapCTBEHHOro npenapara, npegHasHadeHHasd AN cneumanucta v copepkaiias
WHopmaLmio, HeobxoaMMyto ANs NPaBUNBHOTO NPUMEHEHWS eKapCTBEHHOrO nNpenapara;

52) "uccnepyemMbin” - nauneHT, KOTOPbLIA NPUHUMAET yYyacTue B KNMHUYECKOM UCCeaoBaHUn unm
B COCTaBe rpynmbl, KOTOPOW Ha3HaYaloT UccrnegyeMoe riekapCcTBeHHoe CpeacTBo, Uu B COCTaBe rpynnbl,
KOTOPOW Ha3Ha4valoT npenapaT cCpaBHEHWS;

53) "uccnepoBaTtenb" - u3anyeckoe NULO, HenocpeacTBEHHO NpPOoBoAAllee AOKNMHUYECKUe
(HEKNMHMYECKME) 1 KNMHUYECKME UCccreqoBaHus;

54) "uccnepyemoe nekapcTtBeHHoe CpencTBO” - riekapcTBeHHas hopma akTUBHOM cybcTaHumm
unu nnauebo, koTopas onpeaenseTca UM UCNomnb3yeTcs AN CPABHEHUS B KMMHUYECKUX MCMbITAHUSIX
Unn ana nonyyYeHnsa AOoMnOSIHUTENBHOM WMHAGOPMaUUK O 3aperMcTpupoBaHHON opme nekapCcTBEHHOro
CpeacTsa;

55) "nccnepayemMbi npenapat” - nekapcTBeHHas ¢oopMa aKkTMBHOroO BellectBa unu nnauebo,
N3y4aemoro WnM WUCMofb3yemoro Ans KOHTPOMs B KIMHWYECKOM WccnegoBaHuM, B TOM 4ucne
rnekapCTBEHHbIN MpenapaT, paspeLlleHHbI K MeaUUMHCKOMY MPUMEHEHUI0, B Criydae ecrnm crnocob ero
NPUMEHEHNST OTNINYAETCS OT YTBEPXKAEHHOIO; NMPWU €ro UCMoNb30BaHMN MO HOBOMY MOKa3aHWo Unu ans
nony4YyeHnst JONOMHUTENBHOW MHPOPMaLMK MO YTBEPXKAEHHOMY MOKa3aHWIO;

56) "uccnepoBaHue "crydam-KOHTpoOnb" - BUA (hapMakosanMaeMmnonormiyeckoro NccrneaoBaHus,
KOTOpOE MpPOBOAUTCS Ha OBYX rpynnax nauuMeHTOB, B OAHOW M3 KOTOPbIX MPUCYTCTBYIOT KOHKPETHble
SATPOreHHble 3aboneBaHUs unu noboyHble peakuun, a B APYror - HeT NodoOHbIX 3aboneBaHui unu
NoOOYHbIX peakuuni, C LEnblo BbIABMEHUS KYMYMATMBHbBIX 9d(EKTOB MpU  NPOAOIHKUTENBHOM
NPUMEHEHNN NeKapCTBEHHbIX CPEACTB U CEPbEe3HbIX MOBOYHbBIX peaKLmiA;

57) "mnccnepoBartenbckasa nabopartopusa” - nabopartopus, onpegensieMasi ynorHOMOYEHHbIM
rocygapcrtBeHHbIM opraHom Kbiprbiackon Pecnybnvkmn B obnacTtv 3agpaBooxpaHeHust B cdepe obpalleHus
NeKapCTBEHHbIX CPeacTB Ans NPOBEAEHUSA AOKIUHUMYECKMX (HEKITMHMYECKMX) WCCNeaoBaHUiA Ha
OCHOBaHUM peKkoMeHOauMM OpraHusaLuKn, OCYLLECTBSAIOWEN 3KCNEepPTU3y Ha NpeameT COOTBETCTBUS
nabopatopun TpeboBaHMAM HacTodwero PernameHta npyv  NpPOBEAEHMU  WUCCMEOOBaHWA Mo
©esonacHocTH, 3(PEKTUBHOCTU U Ka4YeCTBY NIEKAPCTBEHHbBIX CPeACTB, hakTU4Yeckoe MEeCTO NPOBEAEHUS
OOKMMHMYECKOTO (HEKINMHUYECKOr0) CCnesoBaHus;

58) "uccnegyembliit maTtepuan" - 61MONoOrMYecky akTMBHOE BELLECTBO, NTEKapCTBEHHOE CPeacTBO U
npupaBHEHHas K HAM NPOAYKUMS, MoABeprarowmnecs JOKIMHNYECKOMY (HEKITMHUYECKOMY) UCCred0BaHNIo;
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59) "uccnegoBaHue no 6e30nacHOCTM" feKapCTBEHHOro CpeacTBa, pPa3pelleHHOro K
MeAULIMHCKOMY MPUMEHEHUIo, - (DapMaKo3NUAEeMUONOrMYeckoe UMM KIMHUYECKoe WCCreaoBaHue,
KOTOPOE MPOBOAMTCA C LIENbIo OLEHKN Ge30MacHOCTM 3aperMcTpUpPOBaHHOIO NeKapCTBEHHOTO CPEaCTBa;

60) "ucxogHble AaHHbIE" - MHPOPMaUMS, codepXkallasacs B NEePBUYHOW [OKyMeHTauuw,
onucbiBatoLasa pesynbTaTbl HAOMAEHUA U OPYrov OesTeNbHOCTU, NO3BONAKLAA BOCCO34aTb KapTUHY
OOKMNHUYECKOTO (HEKNMMHUYECKOTO) U KITMHNYECKOro NCCNefoBaHUs U OLIEHUTDL €€;

61) "ucxopgHoe cbipbe" - nb0Oe BelWecTBO OMpederieHHOro KayecTBa, WUCMonb3yemoe npwu
NPOW3BOACTBE NIEKAPCTBEHHOIO CPEACTBA, 32 UCKIMOYEHNEM YNAKOBOYHbBIX MaTEPUATIOB;

62) "KapaHTMH" - CTaTyC MWCXOOHOrO Cbipbfl, YMAKOBOYHLIX MarepuarnoB, NPOMEXYTOYHOWN,
HepacdacoBaHHOW UMW rOTOBOW NPOAYKUNN, U30NUPOBAHHBLIX (DU3NYECKM MU APYrMMnU 3P eKTUBHLIMU
cnocobamu, 40 NPUHATUS pelueHns ob nx peanusaumun, otTbpakoBke unu nepepaboTke;

63) "kanubpoBka" - psg onepauuii, NPOBOANMbIX MPW OMNPeAerieHHbIX YCMOBUSX, NOCPEACTBOM
KOTOPbIX YCTaHaBMMBAOT COOTHOLUEHWE MeXAy Moka3aHusiMu npubopa WM CUCTEMbl U3MEpPEHMS,
perucTpaumm W KOHTPOMS UMW  3HAYEHUSIMW, MONYYEHHbIMU MPU  (PU3NYECKOM U3MEPEHUN, W
COOTBETCTBYHOLUMMUN M3BECTHLIMW BENUYMHAMU STASNIOHOB; [AOMKHbI ObITb YCTAHOBMEHbI Npeaenb
NOrpeLLHOCTeN CPeACTB U3MEPEHUIA;

64) "KayeCcTBO JeKapCTBEHHOro cpeacTBa” - COBOKYMHOCTb CBOWCTB, MNpuAaroLLmx
nekapcTBEHHOMY CPEACTBY CMOCOBHOCTbL YAOBNETBOPSATbL NOTpebuTenen cornacHo CBOEMY Ha3HaYeHUIO
N O0TBEYaTb TpGGOBaHVIﬂM, yCTaHOBJ1€EHHbIM HOPMAaTUBHbIM OOKYMEHTOM;

65) "knuHMYeckoe wuccnepoBaHue" - nwboe uccnegoBaHME MNpU yvyacTUM YernoBeka Kak
uccnegyemoro,  npegHas’HadeHHoe AN BbiSIBNEHMS WU MOOTBEPXKAEHUS  KITUHWUYECKUX,
hapmakonormyeckmx w/vnu gpyrux dapmakognHamudecknx 3PdEKToB OAHOMO UMM HECKOMNbKUX
uccnegyeMbix nekapcTBeHHbIX CpeacTB, U/Mnm BbisiBNeHMe NOBGOYHbIX peakumin Ha OaWMH UMM HECKOJbKO
uccnegyemMbiXx NEKapCTBEHHbIX CPEACTB, W/MnNU Ons  KU3ydeHWst BcacbliBaHWs, pacnpeneneHus,
meTabonuama u BblBEeOEHUSA OAHOMO MW HECKOSIbKMX feKapCTBEHHbIX CPEACTB C Lefbio NOATBEPXKAEHUS
ero (ux) 6esonacHoOCTN N/Mnn aPPEKTUBHOCTH;

66) "KnuHuyeckas 6asa" - MecTo HenocpeacTBEHHOIO NPOBEAEHMUS KIMMHNYECKOTO UCTbITaHUS;

67) "KoropTHoe uccrepgoBaHue" - BuO (PapMaKkodNUAEMUONIONMYECKOTO WCCNeAoBaHus, npu
NnpoBeaeHNn KOTOPOro B TeYeHue onpedeneHHoro nepvoaa BpeMeHn BedeTcs HabnodeHue 3a OByMS
nogo6paHHbIMM GonbLUMMK rpynnamn GoMbHbIX, OOHA M3 KOTOPbLIX MonyyaeT uccrneayemblid npenapart, a
Apyrasi - ero He Mnosy4yaeT, C LieNnblo BbiABNEeHUsA NOGOYHbIX peakLmii;

68) "kop wucnbiTyeMoro" - yHuKamnbHbIA MAEHTMdUKATOP, NPUCBaMBaEMbI UCCegoBaTenem
KaxaoMy WcCMbITyemMoMy Ansi obecneyeHnss ero aHOHMMHOCTU W UCMOMb3yeMbll BMECTO haMunmu
UCMbITYEMOro B OTYETax Mo KIMHUYECKOMY UCCNEOBaHMIO;

69) "KOOpAMHALMOHHbLIA KOMUTET" - opraH, obpasyemblii MO WHULUMATUBE OpraHu3auuu-
paspaboTynka C Lienblo KOOPAUHaLUK NPOBEAEHMS MHOMOLEHTPOBOIO KIMHUYECKOIO UCCNeaoBaHus;

70) "KOHTaMMHaLMA NEeKapCTBEeHHbIX CPeACTB B AUCTPUOLIOTOPCKON NpakTuke" - cMeLleHne
HECKONMbKMX BWOOB, pasHbiX CEpuU/MapTuiA NeKapCTBEHHbIX CPeACTB WNW MNOAMEHa OJHOro Buaa
NPOAYKUUN APYIMMU NPY XpaHEHUM, TPaHCNOPTUPOBaHNY;

71) "KOHTaMuMHauua" - nonagaHve B JIEKAPCTBEHHOE CPEeACTBO KakoOW-MMbo nmpuMecu
(pagnoakTMBHOrO MMM  TOKCUMYHOrO BeLUecTBa, APYroro Buga WM WwTammMa MUKPOOPraHuM3MOB),
NpuUBOASILLEE K UBMEHEHUIO CBONCTB JIEKAPCTBEHHbBIX CPEACTB;

72) "KOHTpONb B fnpouecce MNpPou3BoAcCTBa (MPOU3IBOACTBEHHbLIN KOHTPOMb)" - MpOBEpKW,
OCYLLECTBMNSAEMbIE BO BpPEMSI TEXHONOMMYECKOro Mpouecca B LEeNsX KOHTPOns M npu HeobxogumocTu
perynupoBaHus npouecca, 4Tobbl obecneunTb COOTBETCTBME MNPOAYKLUUW HOPMATUBHBIM AOKYMEHTaM
(dbapmakoneriHbiM cTaTbaM, cneumdukaumsam n 4p;); KOHTPONb OKpYXKatoLlen cpedbl nnm obopyaosaHus
MOXET TaKke paccMaTpmBaTbCs Kak YacTb KOHTPOMS B Mpouecce Npou3BoacTBa;

73) "KoHduaeHuManbHaa perucTtpauuoHHas uHdopmauua" - HayvyHO-TEXHWYecKas
WHopMaums, copepXalasacs B 3asBMIEHUM Ha TOCYOAPCTBEHHYK perncrpauuio/nepepernctpaumo
NEKapCTBEHHOrO CpeacTBa M 3asiBMIEHMM O BHECEHWM M3MEHEHUN B PErMCTPaLMOHHOE [0Cbe Ha
NPOTSHKEHUMN OEUCTBUS PErMcTPaLMoOHHOrO CBMAETENbCTBA (3a UCKMIOYEHMEM WHOpMauun, KoTopas
ABnseTca obLeOoCTyNnHOW, B 4aCTHOCTW, O TOPrOBOM Ha3BaHUW JIeKapCTBEHHOrO CpeacTBa, cocTase
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AENCTBYIOLLMX BeLLecTB, cure [AeWlCTBWs, KOTOpble MPUMBOASTCA Ha YynakoBke, B MHOpMauuuM o
3asBuTENE W/WMNM NpOM3BOAMTENE INEeKapCTBEHHOrO CPeAcTBa, WHCTPYKUMM MO MeAMLMHCKOMY
NPUMEHEHWIO UNW NUCTKe-BKnaapllwe, B MHdopMaumm o6 onacHbIX CBOMNCTBAaXx nekapCTBEHHOro CPeACTBa,
KOTOpblE MOTYT HAHECTU Bpea NaLMeHTy BO BPeMSl NPUMEHEHUSI);

74) "nekapcTBeHHOe pacTuUTenbHOe Cblpbe" - CBeXWe WUNu BbICYLUEHHbIE LeNbHble
nekapcTBeHHbIe pacTeHUs1 UMK UX YacTu, UCnorb3yemble Ans MPOU3BOACTBA NEKapCTBEHHbIX BELLECTB,
NPOM3BOACTBA W W3rOTOBIIEHUSA FEKapCTBEHHbIX CPEeACTB, a Takke [Ans ONTOBOW W PO3HUYHOM
peanusauuu;

75) "nuctok-BknagbIw" - ouuManbHO YyTBEpPXAEHHask UHCTPYKUUSA, npunaraeMas B efuHuLy
YMaKoBKM NEeKapCTBEHHOMO npenapaTta, NpeAHa3HayYeHHasa ans naumMeHTa U copepkallas MHopmMaumio,
HeoOXoaMMyo ANsi NPaBUIIbHOrO CaMOCTOATENBHOIO MPUMEHEHUS NEKAPCTBEHHOMO Npenapara;

76) "mexpgyHapoAHoe HenaTeHTOBaHHOe HauMMeHOBaHue" - YKOPOYEeHHOe HayyHoe
HaMMeHOBaHWe NekapCTBEHHOro cpeacTBa Ha OCHOBE ero akTMBHOTO UHIPEAMEHTa;

77) "MeAUUMHCKUI npeacTaBuTenb" - Nuuo, npeacrasnstollee hapmauleBTUYECKYIO KOMNAHMIO,
3agadven KoToporo SBMASETCH: JOHECTU A0 Bpaden n hapMaLeBTOB MakCumarnbHO MOSHYH MHAOPMaLMIo
O npeanaraemow npogykuun, obecneuntb HamnMuMe LMPOKOr0 acCOpPTUMEHTa feKapCTBEHHbIX
npenapaTtoB KOMMaHWM B anTtekax M Ha pernoHanbHOM cknage AMCTpUObLIOTOPCKON UpMBl,
WHULMMPOBAaTb 3HAUNTENbHbLIN 06BEM NPOAaX NeKapCTBEHHbIX CPEACTB;

78) "MoHuTOp" - lopuauMyeckoe MM U3NYecKoe NuUO, Ha3Havyaemoe  CrOHCOPOM,
KOHTponupytoLee npoBeAeHne OOKIMHUYECKOrO M KIIMHWYECKOro WCCNedoBaHWs B COOTBETCTBUM C
NPOTOKOMOM;

79) "MHoOroueHTpoBOE€ KNMUHUYECKOe uccnepoBaHue" - KIMHMYECKOE UccnegoBaHue,
npoBoAMMOE No eAMHOMY NMPOTOKOMNy Boree Yem B OAHOM McCrenoBaTernbCKkOM LIEHTPE;

80) "meTa-aHanu3" - MeTO4 MOfy4YyeHust MHAOPMaLMM O NMOBOYHBLIX peakumsix NeKapCTBEHHbIX
CpeacTB, NMpu KOTOPOM MCMOMb3yeTcs CTaTUCTUYECKMA aHanua Ans MHTerpauumn OaHHbIX HEeCKOIbKUX
He3aBMCUMbIX MCCNeaoBaHWUM C LieNbl0 MOHUTOPMHIA NEKapCTBEHHbIX CPeacTB M NMOOOYHbIX peakuui, B
YaCTHOCTU TeX, KOTOPbIE BO3HUKAIOT Yepes NPOLOIMKUTENBHbIM NEPUOS BPEMEHN;

81) "mMexayHapoAHasi AaTa poXAEHUs NeKapCTBEHHOro cpeacTBa” - AaTa Bblaayv 3asiBUTENHO
nepBoi NULEH3NM Ha NPOOAXY NeKapCTBEHHOro cpeacTea B Nio6oli cTpaHe MUpa;

82) "MOHMTOPMHr peuLenToB"” - MeTOA4 Mnony4YyeHuss wuHdopMaumMm O MNOBOYHBLIX peakumsix
neKkapCTBEHHbIX CPeACTB, OCHOBaHHbI Ha y4yeTe HasHadeHun npenapaTa, Korga 3a YCTaHOBIIEHHbIN
nepvon BPeEMEHWN ornpeensieTcs KONMYecTBO 3aperMcTpUpoBaHHbIX MOOOYHBIX peakunin U KONM4ecTBO
OOnbHbLIX, NPUMEHABLUMX NpenapaTt, KOTOPbIA MNO3BOMSIET BbIIBUTb B3aMMOCBSA3b MeXay Mobo4vHOwn
peakunen u npUMeHeHNeM fekapCTBEHHOro CpeacTBa C NMOMOLLBIO yyYeTa BbINMUCAHHbIX PELEenToB;

83) "MOHMTOPMHI cTauuoHapa(oB)" - MeTod MosfyvYeHus1 MHdopMaUUM O MOOOYHBIX peakumnsax
NeKapCTBEHHbIX CPeacTB, KOTOPbI MO3BOMSIET onpedenuTb 4YacToTy MOBOYHbIX peakuuii U BbiSIBUTb
0COBEHHOCTN B3aMMOAEWCTBUS NEKAPCTBEHHbIX CPeAcTB Yy OGOnbHbIX OOHOMO WM HECKOMbKUX
CTaUMOHapoB, Korga B TeYeHWe OnpedenieHHOro nepuoaa BPEMEHW MNOA KOHTPONEM HaxoasTcs Bce
OonbHble cTaunoHapa(oB), y4YMTbIBAOTCS BCE NEKAPCTBEHHbLIE CPeACTBa, KOTOPblE Ha3Ha4alTCs, U Bce
nogospeBaemble NOBOYHbIE peakLnn, KOTOPbIE BO3HUKAIOT;

84) "Hapgnexawasi knuHu4deckaa npaktuka (Good Clinical Practice, GCP)" - npasuna
NNaHMPOBaHWUS, MPOBEAEHUsl, MOHUTOPUHra, ayauta U OOKYMEHTanbHOro OgOpPMIIEHUS KITMHUYECKMX
nccrnefoBaHun, a Takke obpaboTKM U NpeACcTaBNeHUs UX pe3ynbTaTos,;

85) "Hapgnexawasa nabopatopHas npaktuka (Good Laboratory Practice, GLP)" - npaBuna
opraHuMsaumMM npouecca W YCHOBUIA, NPU KOTOPbIX MNIaHUPYIOTCS, BbIMNOMHSIIOTCS, KOHTPONMPYOTCS
AOKIMHUYECKME MCCRneaoBaHusl, PErMCTPUPYIOTCS, COXPaHSAOTCA U OOKYMEHTanbHO OOopMNSOTCS MX
AaHHble;

86) "Hapnexawasa npaktuka ontoBon ToproBnu (Good Distribution Practice, GDP)" -
npaeuna obecneyYyeHnsi COXpPaHHOCTU NeKapCTBEHHLIX cpeacTB B cdhepe ONTOBOM TOProBmu;

87) "Hagnexawasa npousBoacTBeHHasaA npaktuka (Good Manufacturing Practice, GMP)" -
npasuna opraHmsaumy npon3BoacTBa U KOHTPOSA Ka4vyeCTBa JieKapCTBEHHbIX CpeaCTB Ha NPOMbILLUITIEHHOM
npeanpuaTum;
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88) "Hagnexawan npaktuka xpaHeHus (Good Storage Practice, GSP)" - npaBuna opraHusauum
XpaHeHWs NekapCcTBEHHbIX CPEACTB;

89) "Hapnexawas ¢papmaueBTHUecKan (anTeyHas) npaktuka (Good Pharmaceutical Practice,
GPP)" - npaBuna opraHusaumm papmaueBTUYECKON OeATENBHOCTY C LEeNbio obecneyvyeHns Haanexatlero
KayecTBa papMaLeBTUHECKMX YCIYr, OKa3blBaeMbIX anTe4YHbIMU paboTHUKaMu HaceneHuto Kbiprbiackom
Pecnybnuku;

90) "Hapnexawas oOLeHKa nOoTeHUManbHbIX PUCKOB" - CUCTEMATUYECKUA NpoLEecc
noeHTudmKkaumm, OLEHKM W KOHTPOSsSl BO3MOXHbIX PWUCKOB, CBSI3@HHbIX C Ka4yecTBOM pa3paboTku
NeKkapCTBEHHOIO CpeacTBa, BEPOATHOCTEN MOSBMNEHUSA yuiepba U CTENEHU €ro TSHKECTU AN KU3HU U
3[,0pPOBbsi YeNnoBeka U/ XMBOTHOMO NPW NPOBEAEHUN OOKITUHUYECKUX U KITMHUYECKUX UCCNESOBAHUIA U
HarnpaBneHHbIA Ha UX CHIDKEHNE;

91) "HepmobGpokKayecTBeHHble JieKapCTBeHHble cpeacTBa" - IeKapCTBEHHble CPeACcTBa, He
npurogHble K NpUMeHeHWo BCneacTBUE HecoOoTBETCTBUSI TpeboBaHMSIM, YCTaHOBMEHHbIM HOPMAaTUBHbLIM
JIOKYMEHTOM;

92) "HexenaTenbHble ABNEeHUA" - niobble xanobbl nnu cumntTomMbl 3abonesaHns (B TOM yncne
naTonornyeckme naMeHeHnst NabopaTopHbIX NoKa3aTenen), BbisBNeHHbIE Y GONbHOro UM UCMbLITYEeMOrO,
KOTOpble CBA3aHbl MO BPEMEHW C WCMONb3OBaHWEM MWCCReQyeMoro feKkapCTBEHHOro npenapaTa,
He3aBMCUMO OT HanMynsa NPUYNHHOW CBA3N C €ro NPUMEHEHNEM;

93) "HeuHTepBeHUMOHHOE uccrnegoBaHue" - uUCCNefoBaHME, B KOTOPOM JleKapCTBEHHble
CpeAcTBa HasHayawTcs OOblYHbIM cnocobomM B COOTBETCTBMM C  YCINOBUSIMW, YKa3aHHbIMU B
pernctpaumoHHoM focbe. [puBneyeHne nauueHTa B rpynny C onpeAeneHHbIM MeTOAOM FeYeHus B
NpOTOKONlEe WUCCMefOoBaHWs 3apaHee He NpedyCMOTPEHO, a Ha3HayeHWe IeKapCTBEHHOro CpeacTBa
[AVKTYeTCS COBPEMEHHOW MPaKTUKOW M He 3aBUCWT OT pELUEHWs BKIMOYMTb MauueHTa B McMbiTaHue. He
NPUMEHSIIOT AOMONHUTENbHBIX AUArHOCTUYECKMX WM MOHUTOPMHIOBLIX Mpoueayp MO OTHOLIEHWU K
nauneHTam, a and aHanmsa CO6paHHbIX OaHHbIX NCNONb3YIOT annaemMmonorn4eckme MetToabl,;

94) "HenpepBuaeHHas noboyHash peakuusa" - NobovyHas peakuusi, XxapakTtep WM TSXKeCTb
KOTOPOW HEe COrnacoBbIBAeTCH C MMEIOLENCs MHpopMaLuuen O fieKapCcTBEHHOM cpefcTse (Hanpumep, C
OpoLutopon uccriegoBaTensd Oy He3aperncTpMpoBaHHOIO NEKAPCTBEHHOIO CpeacTBa WAM C JINCTKOM-
BKMNaAbleM/UHCTPYKUMENn AN MeOULMHCKOro NpUMEHEHUs AN 3aperncTtpupoBaHHOMO NeKapCTBEHHOMo
cpeacTea);

95) "HoOBOe neKapCcTBEHHOe CpPeAcTBO" - JekapCTBEHHOE CpeACcTBO, KOTOpoe BrepBble
pernctpupyetcs B Kblpreidackon Pecnybnvke u co3gaHO C UCMONb3OBAHWMEM HOBOW CyOGCTaHUMU WK
ABMNsieTCS HOBOW KOMOMHaLUMeN M3BECTHbIX CybCTaHLui;

96) "Homep cepumn” - xapaktepHas KoMbuHaumst umdp n/mnmn Oyke, Npy NOMOLLN KOTOPOW MOXHO
NOEHTUPOULMPOBATL CEPUID HA STUKETKaX, B MPOTOKOMax cepun, ceptTudmkaTax kavyecTsa u T.4.;

97) "HOpMaTUBHbLIA AOKYMEHT" - [OKYMEHT, YCTaHaBNUBAKOLLMMA HOPMbI, XapaKTepUCTUKM,
METOAbl KOHTPOSS K NIEKapCTBEHHbIM CpeaCTBaM;

98) "oTBETCTBEHHOE NULO 3a KayecTBo" - N1LO, OTBETCTBEHHOEe 3a obecneyeHne kadecTsa npu
OCYLLECTBMNEHUN AEATENBbHOCTU OpraHM3aLUmm;

99) "orcyTcTBME 3PPEKTMBHOCTN NIEKAPCTBEHHOIro cpeAcTBa” - OTCyTCTBME GraronpusitTHOro
neyebHOro AencTBUS Npenaparta Ha TeYeHNe U NPOACIKMUTENBHOCTL 3aboneBaHus;

100) "opraHusauusa ONTOBOM peanu3auuu” - OpUanNYecKoe nuuo, OCYLLECTBIsOLLIEE BBO3,
ONTOBYIO peanu3aunio N XpaHeHne feKkapCTBEHHbIX CPEACTB;

101) "oOpalieHuMe rneKapcTBeHHbIX cpeAcTB” - 0006LWEeHHOe MOHATUE [OEeATENbHOCTH,
BKMovawllee pas3paboTKy, OOKNMMHMYECKOE W KIIMHUYECKOe  UccnefoBaHusi,  MPOM3BOACTBO,
W3roTOBMEHME, XpaHEHMEe, YNakoBKy, BBO3 Ha Tepputoputo Keiprbisackon PecnyGnvku, BbIBO3 C
TeppuTtopun Kbipreidckon Pecnybnuku, nepeBo3ky, rocyaapCTBEHHYK perMcTpaumio, CtaHgapTusaumo 1
KOHTPOMb KayecTBa, MNpogaxy, MapKMpPOBKY, pekrnamy, MpUMEHEHUEe JeKapCTBEHHbIX CPEACTB,
YHUUYTOXEHUE NEeKapCTBEHHbIX CPEACTB, MpuLeaWwnx B HErogHOCTb, WM NEeKapCTBEHHbIX CPeACTB C
WCTEKLLUMM CPOKOM FOAHOCTU U MHble AeNCTBUS B cdhepe obpalleHnst nekapCTBEHHbIX CPeACTB;
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102) "obGecneyeHue KayecTBa JieKapCTBEHHbIX CpeAcTB" -  COBOKYMHOCTb  BCEX
OpraHM3auUMOHHbIX MEPOMPUATUIA, NPEANPUHSTHIX B LENsX yAOBMeTBopeHus TpeboBaHusM KavecTBa
neKapcTBEHHbIX CPeACTB B COOTBETCTBUN C UX HA3HAYEHUNEM;

103) "obGecneyeHue COOTBETCTBMA KIIMHUYECKOrO MUcCCneaoBaHUA™ - COBOKYMHOCTb
CMCTEMATUYECKN NPOBOAMMBIX Mpoueayp, obecneunBaromx NpoBegeHne KIMHUYECKMX MCCneoBaHun,
peructpaumm un o0600LLEeHMs NOMyYeHHbIX [AaHHbIX B cooTBeTcTBMM C [lpaBunamu Hagnexallen
KIMMHWYECKOW NPaKTUKM 1 3akoHogaTenbCcTBOM Kbiprbidckon Pecnybnuku;

104) "onpepeneHHasi noboyHas peakumsa™ - HebnaronpusiTHOE KINMHUYECKOE MNPOSIBIIEHUE,
BKIIOYalOLLee Takke W3MEHEHWst nabopaTopHbIX MokasaTenen, KOTOpOoe BO3HMKAET BO BPEMS
NPYMEHEHNsT NEKapCTBEHHOIO CPEACTBA, HO HE MOXET OblTb OOBACHEHO HanMUuMem CyLLECTBYHOLLUX
3aboneBaHnii N BNUSHUEM OPYrUX hakTOpoB U XMMUYeckux BellecTB. MposiBrneHne perpeccupyeT nocrne
OTMEHbI JIEKAPCTBEHHOIO CpeAcTBa M BO3HMKAET MpM €ero MOBTOPHOM Ha3HayeHun (ecriv noBTOPHOE
Ha3Ha4YeHne NneKkapCTBEHHOIO CPeacTBa BO3MOXHO);

105) "oT3bIB" - OeNCTBUE, HaNpaBfeHHOe Ha U3bATME NEeKapCTBEHHbIX CPEACTB HeHaanexallero
KayecTBa OT OpraHM3aunin, KOTOPbIM OHM ObIN peanv3oBaHbl;

106) "oT4yeT O AOKNMHUYECKOM (HEeKNMMHUYECKOM) uccrnemoBaHUM" - OOKYMEHT, codepXaliui
pe3ynbTatbl OOKIUHUYECKONO (HEKITMHWYECKOrO) WCCregoBaHUA W MX aHanmM3 B COOTBETCTBUM C
TpeboBaHusAMKN HacToswero PernameHTa;

107) "oT4yeT O KNMHUMYECKOM wuccnegoBaHuMuU" - npeacTaBfeHHble B MUCbMEHHOM BuAe
pesynbTaTbl KIMHUYECKOrO WCCIEeAOBaHUSA TEKapCTBEHHOrO CpeacTBa, BKIYawlMe onuMcaHue
KITMHUYECKMX, CTaTUCTUYECKMX METOAOB, a TaKKe aHann3 nofly4deHHbIX JaHHbIX B HarnsgHoM BUae;

108) "oTueT 0 cny4yasix NOGOYHbLIX peakLuMin Npu MeAULIMHCKOM NPUMEHEHUMN NeKapCTBEHHbIX
cpeacTtB B ne4yebHbIX opraHusaumax” - exerogHbln otyeT 060 Bcex criydasx MOBOOYHBLIX peakuuii
nekapCcTBeHHbIX CPeAcTB, KOTOpbIM COCTaBNAlT W nogawT Bce nedyebHo-npodunakTuyeckme
opraHusaumm 3apaBoOOXpPaHEHNs He3aBUCUMO OT hOPMbl COBCTBEHHOCTMH;

109) "oTyeT 06 MccnegoBaHMM 6€30MACHOCTU JIEKAPCTBEHHOrO CPeAcTBa, pa3peLueHHOoro K
MeAULMHCKOMY NPUMEHEHUIO" - NpedocTaBneHHbIe B NMMCbMEHHON hopme pesyrnbTaTbl UCCNeaoBaHus
Be3onacHOCT NekapCTBEHHOIO CPeACTBa, pa3peLleHHOro K MeANLMHCKOMY NPYMEHEHUIO, U UX aHanus;

110) "nepuoanyeckn o6HoBRsieMbIN oTyeT no 6eszonacHocTn (PSUR)" - NnnCbMeHHbIN oTyeT,
KOTOPbIN  COOEPXUT perynspHo OBHOBRsSiemMylo MHdopMauuio no 6e3onacHOCTU NekapCTBEHHOro
CpeAcTBa, paspeLlleHHOro K MeAWMLUHCKOMY MNPUMEHEHUI0, KOTOPLIA COCTaBMsSeTcs C onpegeneHHowm
NneprvoauYHOCTLIO B MOPsSiAKe, YCTaHOBNEHHOM 3akoHoAaTenscTBoM Kbiprbidckon Pecnybnuku;

111) "nepBuUYHbIE AOKYMEHTbI" - UCXOsLLMEe AOKYMEHTbI, AaHHbIe U 3anucK (Hanpumep, UCTOpUK
OonesHn, ambynaTopHble KapTbl, abopaTopHble 3anncu, cryxebHble 3anucku, OHEBHUKM NCCeayemblxX
WU OMPOCHWKK,  >KypHamnbl  Bblga4u  JIEKApCTBEHHbIX  CPEACTB,  pacnedvaTkn  npubopos,
BEPUULMPOBAHHLIE W 3aBEPEHHbIE KOMUM UNKU  pacwmdpoBkn doHorpamm, doTtorpaduyeckme
HeraTuMBbl, MWKPOMJIEHKM WIIM MarHUTHble HOCWUTENW, PEHTIEHOBCKME CHUMKW, aAMWHUCTPATUBHbIE
OOKYMEHTbI, 3anucu, XpaHdawumecss B anTteke, nabopaTopym M B OTAENIEHUM WHCTPYMEHTanbHOMN
ONArHOCTUKM  NevyebHO-NpoUNakTUYECKUX  OpraHvM3auui, KOTOopble  MPUHMMAKT  yyacTue B
ncenegoBaHum);

112) "nepuognyeckn OOHOBNSAEMbIA OTYET MO 6e30MacHOCTU JIeKapCTBEHHOro CpeAcTBa,
paspeleHHOro K MeAULIMHCKOMY NMPUMEHEHUI" - MNCbMEHHbIN OTYET, KOTOPLIN COAEPXKUT perynsipHo
0BHOBMISIEMYIO MHOPMALMIO MO Be30MacHOCTY NeKapCTBEHHOIO CPeacTBa;

113) "nogo3speBaeMoe neKkapCTBEHHOE CPeAcTBO" - ekapCcTBEHHOe CPeCTBO, NPY HasHaYeHUn
KOTOPOro CyLIecTBYeT MPUYMHHO-CNIEACTBEHHAsA CBSA3b MEXAy KNUHUYECKUMU MpoABReHnamu nobon
No6oYHON peakuumn 1 ero MeauLUUHCKAM NMPUMEHEHNEM;

114) "noapsagHas uccrneposaTenbckasa naéopaTtopusa” - lopuanMyeckoe NnLO, BbIMOHSOLLEE B
paMKax [0roBopa CO CMOHCOPOM OAHY WIIM HECKONbKO (OYHKUMWIA, CBSI3aHHbIX C NpoBedeHuUeMm
JAOKMUHUYECKOTO (HEKIMMHUYECKOI0) UCCreA0BaHuS;

115) "nonb3a" - COBOKYMNHOCTb CTENEHEWN NONOXUTENBHOIO BAUSHUSA NEKapCTBEHHOro cpeacTea Ha
YMEHbLUEHNE TSXKECTU TEYEHUS WM  CHWXKEHUE BbIPAXXEHHOCTU CUMMMTOMOB 3aboneBaHus w
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WHTEHCUBHOCTWN MONOXUTENBHOM cbapmaKonorwquKoPl peakunn Ha BBeaeHne ieKkapCTBEHHOIo cpeacrtea
n ee nNpoaoINKNTEINTIbHOCTU;

116) "nompaBKa K MpPOTOKONy" - MMCbMEHHOE BHECEHWE W3MEHEHUN wunu dopmanbHoe
pa3bsiCHEHME TeKCTa MNPOTOKOMa [AOKMMHUYECKOTO (HEKITMHUYECKOrO) MWCCneaoBaHus, MNOAMUCAHHOEe
CMOHCOPOM U UccrieoBaTeneM 1 yTBepXaeHHOe pykoBoagMTeNneM UccnenoBaHus;

117) "noBepka cpeacTBa MW3MEpPeHMM" - COBOKYMHOCTb  Onepauui,  BbINOMHAEMbIX
rocygapCTBEHHON MEeTPOIOrMYeckon cny00m unvm ApyrumMm akkpeamToBaHHbIMU LPUOANYECKUMU NLaMm
C Uuenbl onpedeneHuss U noaTBEPXOEHUS COOTBETCTBUS CPEACTBA M3MEPEHUIA YCTAHOBMEHHBIM
TEXHUYECKUM U METPOIIormieckum TpedoBaHusM;

118) "no6oyHble 3dheKTbl NEKapCTBEHHOro cpeacTBa” - oTpuuaTernbHble peakuuu, B TOM
yncne  HenpedBuaeHHble, CBsi3aHHble C BBedeHnem nwobor  [O03bl  He3aperncTprpoBaHHOMO
neKapcTBEHHOro npenaparta unu obblYHbIX 403, UCMONb3YEMbIX C LEenblo NPOMUNaKkTuKM, AMarHOCTUKN
UNN NeYeHns, 3aperncTpmpoBaHHOro NIekapCTBEHHOro npenapaTa;

119) "nobouHas peakuma" - nobas HexenaTenbHas oOTpuuaTenbHasi peakuusa, KoTopas
BO3HMKaET MNpu MPUMEHEHUN NEKApPCTBEHHbIX CPEACTB B OObIYHLIX [03aX, PEKOMEHOOBaHHbLIX Ans
NPOMUNAKTUKKA, AUArHOCTMKN U NevyeHnst 3aboneBaHni, UM C Lenblo MoandUKauum manonormyeckmx
dYHKUUIN opraHn3ma;

120) "nob6oyHasn peakuus, KOTopasa He NOANEXUT Knaccudukaumm” - coobLieHne o No6o4HoN
peakuum Henb3s OuUEeHUTb Wu3-3a HeOoCTaTOYHOW MWHopmaumm O MNOBOYHOM peakumm UM OHa
npoTNBOPEYMNBa;

121) "noBbllleHHasA YYBCTBUTENbHOCTL" - annepruyeckas wunu gpyras HexenartenbHas
UMMYHOMOrMYyeckas peakums Ha BBeAeHUe NekapCTBEHHOro CpeacTBa UM XMMUYECKOro BELLECTBa;

122) "npepBuaeHHasa nob6oyvHas peakuua" - NoboYHasa peakums, XxapakTep Uinn TSXXKeCTb KOTOPOW
COINacoBbIBAETCA C MMeKLLENCs MHOopMaLmMen o NieKapCTBEHHOM cpeacTBe (Hanpumep, ¢ Gpoluopon
uccneposatens Ons  He3aperucTpMpoBaHHOrO  NEKapCTBEHHOMO CcpeacTtBa  WNUM C JIMCTKOM-
BKMNaableM/UHCTPYKUMEN NO MPUMEHEHUIO NS 3apErnMCTPUPOBAHHOIO NEKAPCTBEHHOIO CPeACTBA);

123) "npenapaT cpaBHeHMA" - uccnegyembli UMM KOMMEPYECKUIA NEKapCTBEHHbIA npenapat
(MONOXWUTENbHBIN  KOHTPOMb) wNM  Nnauebo, MCnonb3yembil AN CPaBHEHWS B KIIMHWYECKOM
nccnegoBaHuy;

124) "NpUYMHHO-CNEACTBEHHAs CBSA3b MeXOY KIMHUYECKMMWU MNPOSBrEHUsMU noboi noboyHom
peakuum 1 MegUUUHCKMM NMPUMEHEHNEM NEKapCTBEHHOIO CpeAcTBa” - CTeneHb, KoTopas onpeaensercs
no onpegernieHHbIM KpUTepUsIM 1 yKasblBaeT Ha B3aUMOCBS3aHHOCTb peakuun, Kotopast HabngaeTcs, ¢
npuMeHeHNeM nekapCTBEHHOro CpeacTsa;

125) "npou3BOACTBO" - CepuiiHOE W3rOTOBIEHUE (MOSyYeHue) neKapCTBEHHbIX CpPeacTB B
COOTBETCTBMU C NpaBuUnamMu OpraHnsauuvM NPOU3BOACTBA, KOHTPOSS KayecTBa M XpaHEHUsI C LEnbH
nocneayoLlen peanmsauum npeanpmuaTMeM-NPon3BoanUTENEM NEKAPCTBEHHBLIX CPEACTB;

126) "npoTokon" - OOKYMEHT, COAEPXalluil OCHOBHbIE 3adayn, METOAONOorvio, npouenypsbl,
CTaTUCTUYECKNE acneKTbl, OpraHn3aumio 1 NnaHMpoBaHNE PeCYPCOB AOKIMHMUYECKOTO (HEKIMMHUYECKOrO)
N KIIMHUYECKOTO UCCNedoBaHusl, a TakkKe paHee MoflydeHHble OaHHble OTHOCUTESbHO JIeKapCTBEHHOIO
CcpeacTBa;

127) "npoTokon uccrnegoBaHus 6e30MacHOCTU JIEKAPCTBEHHOIO CPeACTBa, pa3peLleHHOro K
MeAULMHCKOMY NMPUMEHEHUIO" - JOKYMEHT, KOTOPbI ONUCbIBaeT 3afjadv, METOA4ONoNIo, npoueaypsl,
CTaTUCTUYECKME acMeKkTbl M OopraHu3aumio uccnegoBaHust 6e30nacHOCTM NEKapCTBEHHOro CpeacTBa,
paspeLUeHHOro K MeaMLUMHCKOMY NMPUMEHEHWIO, a Takxe, Kak NpaBuio, paHee MnonyyvyeHHble gaHHble 06
nuccrnegyeMoM fekapCcTBEHHOM cpeacTee U 060CHOBaHMeE NccrneoBaHus;

128) "npsAmon poctyn" - paspelleHne Ha U3yvyeHue, aHanms, NPOBEPKY U KOMUPOBAHUE KaKOW-
nnbo JOKYMEHTaLMN N OTYETOB KITMHNYECKOIO UCCNeA0BaHUs;

129) "npousBoauTenb FleKapCTBEHHOro cpeAcTBa" - OpUMAMYECcKOoe InuLo, KOoTopoe
ocyulecTBnsieT XxoTs Obl O4MH N3 3TANOB NPOU3BOACTBA NEKAPCTBEHHOIO CPEACTBA, BKIOYAs YNaKOBKY;

130) "npousBoAcTBeHHasa peuenTtypa” - [OOKYMEHT uWnuM psg  OOKYMEHTOB, B KOTOPbIX
YCT@HOBIEHbI BCE BMObl UCXOOHOMO Chipbsi C YKa3aHMEM WX KONMYECTBa WM yMNakoBOYHblE MaTepuanbl
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BMeCcTe C oOonuMcaHmem MMeToaunk wu Tpe6y8MbIX Mep npegocTopoXHOCTU AnAa npou3BoacTBa
onpeneneHHoro kKonun4yecrtea roToBOWM npoaykKUun, a TaKkKe TexXHOIorm4eckne HUHCTPYKUUK, BKIoYad
KOHTPOIb B npouecce Nnpon3BoaCTBa;

131) "npoaBuXeHUe NeKapcTBEHHbIX CPEACTB Ha PbIHOK" - KOMMNNEKC MEPONPUATUIA peKnamMHO-
WHOPMALMOHHOIO U MOTUBALIMOHHOIO XapakTepa, OCyLLEeCTBAsSeMbIX (hapMaLeBTUYECKUMM KOMNAHNAMMN
C Lenbl CTUMYNUPOBAHUS Ha3HAYeHUs NeKapCTBEHHbIX CPeAcTB, MUX MpeanoXeHus, npojaxu wn/mnm
NCNonb30BaHUs;

132) "npomexyTo4yHasa npoaykuma™ - yactudyHo obpaboTaHHas MpPOAyKUUS, KOTOopas LOJhKHA
NpoWTU nocriegyrlme cTaguyM TEXHONMOMMYEecKoro npouecca npexae, YeM OHa CTaHeT roTOBOW
npoaykuunemn;

133) "npoTokonbl cepumn™ - JOKYMEHTbI, CBA3aHHbIE C NPOM3BOACTBOM CepuU HepacdacoBaHHOW
WU TOTOBOW NPOAYKUUW, COAEPXALLME MUCTOPUIO KakAOW Cepumn MNpoaykumm U Bce oBCTOATENbCTBA,
MMeoLLMEe OTHOLLIEHNE K Ka4eCTBY FOTOBOM NPOAYKLNN;

134) "paboumi 6aHK KNeToK" - KNeToyHas KynbTypa, NofyvyeHHas 13 rnaBHOro 6aHka KneTok u
ucnonb3dyemas Ans noAroTOBKM NPOU3BOACTBEHHbIX KNETOYHbIX KYNbTyp;

135) "pabouui GaHK NOCEBHbIX KynbTyp" - KyfnbTypa MWKPOOPraHUM3MoOB, MOfy4eHHas U3
rnaBHOro 6aHka NOCEeBHbIX KyNbTYp U COOTBETCTBYHOLLAS CBOEMY Ha3Ha4YeHuo B NPON3BOACTBE;

136) "pa3paboTka HOBbIX JIEKAPCTBEHHbIX CpPeACTB" - Hay4Hbld MOUCK  HOBbIX
(hapMaKkosnorMyeckm akTMBHbIX BELLECTB, C MOCMEAyHLWMM U3y4eHUeM (apMakoriorm4eckux CBOWCTB
NepCneKkTUBHbIX CyOCTaHUMIA, FOTOBbIX NEKapCTBEHHbIX (hopM Ha npeaMeT Ux 3PGEKTUBHOCTU W
6e3onacHocTy;

137) "paHpomusauua” - npouecc cnydamHoro pacnpefeneHnss UCNbITYeMbIX MO OMbITHbIM U1
KOHTPOMbHBIM FpynnaM Npu KIMHUYECKUX MCCNedoBaHMAX U npouecc oTbopa TecT-cMcTeM MEeTOAOM
crny4yamHon BbIOOPKM NpU  OOKMMHUYECKUX WCCMEeOOBaHMAX, MO3BOMSAOWMA CBECTU K MUHUMYMY
cucTemMaTUYECKyo OLLMGKY 1 NpeaB3ATOCTb;

138) "pauuoHanbHOe WCNONb30BaHWE JeKapCTBEHHbIX MnpenapaTtoB" - MpUMEHeHne
NeKapcTBeHHbIX CPEACTB B COOTBETCTBMM C KIIMHWYECKOMW HeoGXOoOUMOCTbIO B [03ax, OTBeYaloLmnx
WHAMBMAYaNbHBIM 0COBEHHOCTAM, B TEYEHME aJeKBATHOIO Nepuoaa BpeMeHMU, U MO camMoi HU3KOWN LieHe
Ansa naumeHTa 1 obLecTsa;

139) "peructpauMoHHoe yAoOCTOBepeHMe (CBUAETENbLCTBO O FOCyAapCTBEeHHOM
perncTpaumm)"” - [OOKYMEHT YCTaHOBMEHHOrO 06pasua, KOTOpbli SBMASETCA paspelleHneM ans
MEOMLIMHCKOTO MPUMEHEHUS JNlekapCcTBEHHOro cpepctBa B Kbiprbiacko Pecny6nvke v BblgaeTtcs
3as8BUTENIO;

140) "perncrtpauuoHHble MaTepuvanbl (perucTpayMoHHOe AOoCbe)" - KOMMMEKT OOKYMEHTOB,
NpeacTaBnsgeMbiX 3asiBUTENEM, COAEepXXallMi MONHbIA Habop CBedeHUn O NEeKapCTBEHHOM CpeacTBe,
3KCnepTM3a KOTOPbIX AaeT BO3MOXHOCTb cAenaTb BbiBOAbI 00 adpexkTMBHOCTM, 6GesonacHocTn u
KayecTBe JleKapCTBEHHOIO cpeacTBa C  LEnbld  pekoMeHdauuMm ero K rocygapCTBEHHOM
pervcTpauun/nepeperncrpanuu;

141) "perncTpauuoHHbIM Homep"” - kogoBoe 0O603HayeHue, KOTOpoe MpucBanBaeTCs
rnekapcTBEHHOMY CpeacTBY Mpv rOCy4apCTBEHHOW perncrpauuu, nofd KOTOpbIM OHO BHOCUMTCA B
ocyOapCTBEHHbIV pPeecTp JIEKAPCTBEHHBIX CPEACTB M COXPAHSIETCA 3a JleKapCTBEHHbIM CPEACTBOM
HEM3MEHHO B TeYeHWe Bcero nepuoga npebbiBaHWA NekapCcTBEHHOrO cpeacTsa Ha dhapMaLeBTUYECKOM
pbiHke Kbipreidckon Pecnybnuku;

142) "peknamauma™ - npeTeH3us, xanoba noTpedbuTtens NocTasBLUMKY MO NOBOAY HEHAAEXaLLEero
KayecTBa NeKapCTBEHHbIX CPEACTB U/MNWN HEBLINOSIHEHUSA 00s3aTenbCTB, TPebyowas BO3MELLEHUS UMK
NPUHATUS COOTBETCTBYHOLLNX MEP;

143) "penpoayKTUBHasi TOKCUYHOCTbL" - TOKCMYeCcKoe AeWCTBME UCCNedyeMoro matepuana Ha
OpraHbl BOCMPOU3BOACTBA;

144) "pesome nccnepgosarens" - OOKYMEHT, NoATBEPXAatoLLN obpasoBaHue,
npodeccruoHanbHy NOArOTOBKY M OMbIT UCCreaoBaTens;
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145) "puck" - COBOKYMHOCTb AaHHbIX, NOATBEPXOEHHbLIX MPUYUHHO-CIEACTBEHHOW CBS3blo, B
OTHOLLIEHWUN Pa3BUTUSA NOGOYHON peaKkLun NeKapCTBEHHOro cpeacTBa BCNEACTBUE MPOSBNEHNUS OnacHbIX
CBOWCTB IEeKapCTBEHHOro cpeacTBa M onacHbIX (PakTOpoB B KOFOPTHOM WCCNEAoBaHUW, KOTopoe
NMPUMEHSNO NekapcTBEHHOE CPEACTBO;

146) "camoMHCneKuMuA"™ - NpoLecC OUEHKM KOMMETEHTHbIM NUUOM (HECKONbKUMW nuuamMm)
opraHM3aumMm Ha COOTBETCTBME BbIMNONHEHUS TpeboBaHU K OCYLLEeCTBASIEMOW [OesATenbHOCTH,
yCTaHOBMNEHHbIM 3akoHoAaTenbCcTBOM Kbiprbidckorn Pecnybnuku;

147) "cbop" - cMeCb HECKOINbKUX BUOOB PE3AHOr0 MMM KPYMHOM3MESTbYEHHOTO PacCTUTENbHOMO
CbIpbs (KPOME CUNMbHOAENCTBYIOLNX PACTEHUI), MHOTAA C JOOABNEHNEM COMNEN N 3CPMPHBIX Macer;

148) "cepua" - onpeneneHHoe KONMMYECTBO FOTOBOMO FIEKAPCTBEHHOrO CpPencTBa, MOsflyYeHHoe B
OAHOM TEXHOSOrM4eckoM MpoLuecce MnvM B psge nocnegoBaTerbHbIX TEXHOMOMMYECKUX MpPOLLeCCoB Mpu
06paboTke onpeAeneHHOro KONMYecTBa MCXOLHOTO Chipbsi, YNAKOBOYHBLIX MaTepuanos Uiy nonycpeacTs,
UMEILMX OfMHAKOBbIE MoOKa3aTenn KadecTBa B [OCYAapCTBEHHOM cTaHgapTe KadectBa. [lpu
HenpepbiBHOM MPOU3BOACTBE CepUs [OIPKHA COOTBETCTBOBATb OMPEAENieHHOM 4YacTu MpogyKuuu,
KoTopasi xapakTepuayeTcs npegnonaraemon O4HOPOAHOCTbIO;

149) "cepbe3Hasi no6o4YHanA peakumusa" - NoGoe HebNaronpusATHOE KIMHUYEeCKoe NposiBrieHne npu
NPUMEHEHNN NEeKapCTBEHHOTO CpeacTBa (He3aBWCMMO OT A03MPOBaHMUs), KOTOPOEe MPUBOAMT K CMEPTH,
npeacTaBnseT yrposy >XU3HW, TpebyeT rocnutanvaauuv WNM yBEnWMYeHUs cpoka rocnuTanusaumu,
NPUBOAMT K MPOAOSIKUTENBHON WM 3HAYUTENbHOW HETPYAOCNOCOGHOCTM WNU MHBANWOHOCTU, WU
ABNAETCA BPOXOEHHOW aHOMarnunen, Unu HegoCcTaTkoM pasBuTUs;

150) "cuctema 6aHKOB KneTok" - cuCTeMa, NpW KOTOPOM MocrieqoBaTeNbHbIE Cepun MPoayKLUM
NPOV3BOAATCA U3 KNETOYHBIX KyNbTyp, NPUHAANexalmx K ogHOMY rnaBHOMY BaHKy KNeTok (MOnHOCTbIo
XapaKTepu3yeMoMy UOEHTUYHOCTbIO U OTCYTCTBUEM 3arpsi3HEHNI);

151) "cucrtema GaHKOB MOCEBHbIX KyNbTyp" - cucTtema, COrfacHO KOTOPOW rofHble cepuum
cpefcTBa NPOV3BOAATCHA M3 O4HOTO rMaBHOrO HGaHka NOCEBHbIX KyNbTyp NpW OnpeaernieHHOM KOnu4ecTse
nepeceBoB (naccaxewn);

152) "cuctema KayecTBa B AUCTPUOLIOTOPCKOM MpPakTUKeE" - KOMMMEKC MepOonpuUATUn,
HanpaBrfeHHbIM Ha nNoAadepXaHMe KadecTBa JIeKapCTBEHHbIX CPEACTB Ha 3Tane WX peanvsaumu,
BKIOYAIOLLMIA crieumnanbHble TpeboBaHNs K TPaHCMOPTUPOBKE, NEPCoHany, AoOKYMeHTaLUMKU, MOMELLEHUSIM,
YCIOBUAM XpaHeHUsi, 060pya0BaHMIO U OCYLLLECTBIEHMIO MOCTABOK;

153) "cknan BpeMEeHHOro XpaHeHUs fieKapCTBEeHHbIX cpeacTB” - cneunanbHO BblAENEHHbIE U
0bycTpoeHHble and 3TUX Uenen MnoMeLleHusi, MNpUCNOCOBNEeHHbIe AN BPEMEHHOro  XpaHeHus
nekapCcTBEHHbIX CPEACTB Ha BpPeEMS TaMOXEHHOro KOHTpons, ¢ obssaTenbHbiM COGnOAeHMeM BCEX
YCIOBUI MO X XPaHEHUIO;

154) "cnenoi" MeTon uccrenoBaHuA" - cnocob NpoBeaeHUst KMMHUYECKOro UccrnenoBaHus, npu
KOTOPOM oAHOM unu 6Gonee y4yacTBYWLWWUM B WCCNeOOBaHWM CTOPOHAM HEW3BECTHO, Kakon u3
nccneayeMbix npenapaToB Ha3HaYyeH UCMbITyEMOMY;

155) "comHuTenbHas nobGo4yHasA peakuus" - HebGnaronpuATHOEe KINMHWYECKOE MNPOSIBIEHUE,
BKIIOYaAlOLLEE Takke M3MEHeHMe nabopaTopHbIX MokasaTernen, KOTOpoe BO3HUKaeT NpU OTCYTCTBUM
YeTKOM CBA3M MO BPEMEHU C NPUMEHEHUEM NeKkapCcTBeHHOro cpeacTtsa. CyllecTByoT Apyrue aktopsbl
(nekapcTBeHHble cpencTBa, 3aboneBaHus, XMMUYECKME BELLECTBa), KOTOpble Takke MOryt ObiTb
NPUYMHON BO3HMKHOBEHUS MOOOYHOW peakuuu;

156) "coobLeHne o Nno604YHOM peakuum unu oTcyTcTBUM IPPEeKTUBHOCTU NIeKapCTBEHHOIO
cpeacTtBa npu MeAUMLMHCKOM nNpuMeHeHuM" - opma, no KOTopor npou3BoauTEnb/3asBUTENb
coobLaeT o Nobbix cepbe3HbiX NOBOYHBIX PpeakUUaX UM OTCYTCTBUM 3PPEKTUBHOCTU NPU MEAULIMHCKOM
NPYMEHEeHNN NeKapCTBEHHOro cpeacTBa ero NPon3BoACTBa;

157) "cooTHoweHue "puck/nonb3a” - COOTHOLLUEHWE KONMMYECTBEHHOW U KAa4YeCTBEHHOW OLIEHKU
BbIsIBNEHHbIX (haKkTOPOB MONIOXMUTENbHOIO BIUSIHUS NEKapCTBEHHOrO CPeacTBa Ha Cepbe3HOCTb W
TSXKECTb TeveHus1 3aboneBaHnst y O0MbHbLIX U NPOSIBNIEHWI N3BECTHBIX ONACHBIX CBONCTB fIEKapCTBEHHOTO
cpeactea npuv ero MeauuUMHCKOM MPUMEHEHUW, KOTOopble yXyAwakwT TedeHue 3aboneBaHus uwnu
ABNSAOTCA MPUYNHOW Pa3BUTUS HOBbIX BPEAHbIX BIIMSHUA NEKAPCTBEHHOrO CPEACTBa Ha OpraHv3M U
KayeCTBO XU3HU OONbHOrO;
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158) "cneuudmkauma™ - HOpMaTMBHBLIN [OKYMEHT, nogpoOHO onucbiBalowuin TpeboBaHus,
KOTOpPbIM [OMKHbI COOTBETCTBOBATb MNPOAYKUUS UMM Cbipbe W MaTepuanbl, WUCNONb3yemble unu
nonyyaemble B npoLecce Npou3BOACTBa;

159) "cneuudmkauma Ha wuccrneayembid MaTepuan” -  [OOKYMEHT, YyCTaHaBMnMBaloLWURA
TpeboBaHus K nccnegyemomy matepuany;

160) "cneuuncukauma Ha TeCT-CUCTEMbI" - [OKYMEHT, yCTaHaBnuBawwmn TpeboBaHusa Kk TecT-
cucTemam;

161) "cnoHcop" - u3MYeckoe WunM PUAMYECKOE MU0, SBNSOLEECS WHALMATOPOM
AOKITUHNYECKOTO (HEKNUHMYECKOro) W/MMAKM  KIMHUYECKOrO WCCreaoBaHWs NeKkapCTBEHHOro CpeacTBa,
Hecylllee OTBETCTBEHHOCTb 3a ero (PMHaHCMPOBaHNE;

162) "cpo4yHoe coobueHue" - 3T0 coobLieHNe O crnyvyae cepbe3HoW (NpeaBWOEHHOW Wnn
HenpeaBuaeHHOW) NoBOYHON peakuum NeKapCcTBEHHOro CPeacTBa, KOTOPLIA CyYuMncs Ha TeppuTopum
Kbiprblackon Pecnybnuvkn, cneactsuem KOTOPOro siBUacb CMepTb NauneHTa;

163) "ctaHpapTHasa paboyas meToguka" - yTBepXAeHHas NMMCbMeHHas MeTOAMKa, uanararoLas
WHCTPYKUMN MO OcyllecTBneHuto paboT, HeobszaTenbHO crneunduyHbIX ONA AaHHOro npenapara wunu
BelecTBa, a MMewLLMX oblWmMin XxapakTep (Hanpumep, aKcnnyatauus, TeXHMYeckoe obcnyxunBaHue U
o4vncTka obopyaoBaHus, Banuaaums, yoopka noMeLLeHnin, KOHTPOrb OKpyXatoLlen cpedbl, 0T6op nNpob u
WHCMNEKTUpOBaHWe);

164) "craHpapTHble onepauuMoHHblie npoueaypbl (COM)" - nogpobHble NUCbMEHHbIE
WHCTPYKUUK, obecnevnBatoLLine eguHoobpasme onpeneneHHbiX OyHKLUNI;

165) "TexHu4yeckas [OOKYMeHTauus Ha obopyaoBaHue" - [OOKYMEHT, YCTaHaBIMBatOLLMIA
TpeboBaHust K 000pyaOBaHUIO;

166) "TepaToreHHOCTb" - CMOCOBHOCTL MCCNeayeMOro maTepuana Bbl3biBaTb MOPOKU Pa3BUTUS U
OTKITOHEHMA OT HOPMbI Yy nNnoaa,

167) "TecT-cuCTEMbI" - XMBOTHblE, PaCTEHUsl, OpraHbl, KNeTku, BellecTsa WM AeUCTByOLLEe
aHanuTudeckoe obopyaoBaHue, NCnonb3yemble Ans NPoBeAEHNsT AOKITMHUYECKUX UCCIEeLOBaHNN;

168) "ToBapbl anNTe4YHOro accCopTMMEHTa" - MpPOAYKUUS MNPOMBbILLNIEHHOTO MPOM3BOACTEA,
npedHasHayeHHass Ans  NeyebHbIX, Jle4eGHO-NPoUNakTUYecknx, e4yebHO-ONarHOCTUYECKUX U
03[10POBUTENbHBIX Lienen, pacnpocTpaHsiemMas NpPeMmyLLeCTBEHHO anTeuYHbIMU YYPEXaEeHUAMU;

169) "rtoBapHasi HOMeEHKNaTypa BHeLHEe3KOHOMMYEeCKon pJesATtenbHocTM EBpasumnckoro
3KOHOMMYecKoro coto3a (ganee TH B3 EA3C)" - cuctema knaccudpukaumm ToBapoB, UCMNofb3yoLas
CUCTEMY KOAMPOBaHMWS Ans 0603HAYEHMS TOBAPOB U rpynin 0AHOPOAHbLIX TOBAPOB;

170) "TOKCMYHOCTBL" - Mepa BpeaHOro BO3OENCTBUSA MCCNEeoyeMOro Marepuarna Ha OpraHusm B
YCINOBMSAX OOQHOKPATHOMO MM MHOFOKPaTHOrO BBEOEHWS;

171) "ToKcu4YHOCTb nepu/nocTHaTanbHaa" - Mepa BpeoHOro BO3AEWCTBUS Ha OpraHu3Mm nnoaa
UIM HOBOPOXAEHHOIO Npy OAHOKPATHOM UMW MHOTOKpaTHOM BBEAEHUU UCCNeayeMoro matepuana;

172) "TOKCMYHOCTb nopgocTpas" - Mepa BPeOHOro BO3OENCTBUS Ha OpraHuM3M MOAOMbITHOrO
XXMBOTHOrO NPV MHOFOKpaTHOM (40 6 MecsLeB) BBeAEHM NUCCredyeMoro Mmatepmana B TepaneBTUYeCKOM
AvanasoHe [03;

173) "TOKCUYHOCTb XPOHMYECKaa" - Mepa BPEeAHOro BO3AEWCTBMSI HA OPraHmam MnogomnbITHOro
XMBOTHOTO MpWU  MHOroKpaTtHoM (o 12 wMecsueB) BBeAEHUW WccriegyemMoro Marepuana B
TepaneBTUYECKOM Mana3oHe 403;

174) "TOKCUKOKMHeTMKA" - (apMaKOKMHETUYECKOE W3YYEeHMEe MPOLECCOB BCaCbIBaHWS,
pacnpegerneHns, npespaLleHus, BbideneHus nccrnegyemoro Matepuvarna B TOKCUYECKMX 403aX;

175) "ycnoBHasi no6o4YHasas peakuma" - HebnaronpusaTHOE KNMMHUYECKOE NPOSIBMIEHME, a Takke
n3MeHeHns nabopaTopHbIX MoKasaTenen, KoTopble TPYyOHO oOueHuTb. Heobxogumo nonyynTb
OONOSMHUTENbHbIE AaHHble [AMs1 OUEHKM WnM  3TW MOflydYeHHble [aHHble B HacTosilee BpeMsi
aHanunsmpyrTCs;

176) "danbcuduumpoBaHHoe neKapcTBeHHOe cpeAcTBO" - dapMaLeBTUYECKUN MPOAYKT,
KOTOpPbIA MpefHamepeHHO M obmaHHbIM 0Bpa3om CHabXeH MOXHOW MapKMPOBKOW B OTHOLUEHUW ero
NOAMNVHHOCTU U/MMK UCTOYHMKA NponcxoxgeHus. Panbcuukaumsa MoxXeT OTHOCUTLCS Kak K PMPMEHHbIM

13



TexHudeckuin pernameHT "O 6e30nacHOCTM NekapcTBEHHbIX cpeacTe ans..."

(ToproBoe HavMeHOBaHME), Tak N K reHepUYeCKUM fnekapcTBeHHbIM npenapatamM. danscudukaumns MoxeT
BKITIOYaTb B ce0S MpoayKT C HagneXxaliMMm MHrpegueHTaMm Unmu ¢ HenpasuIibHbIMU UHrpeaneHTamm, 6e3
aKTMBHbIX WHIPEOMEHTOB, C HE4OCTAaTOYHbIM KOMMYECTBOM aKTUMBHOIO MHrpeameHTa unu ¢ nogaensHom
YNaKOBKOM;

177) "cdapmakonornyeckuim Haasop" - rocyfapCcTBEHHasi cucTema BbisiBNeHUs, cbopa, aHanvsa u
Hay4HOW OLEHKN MHGOpMaLMM 0 NOBOYHBIX peakumsix NeKapCTBEHHbIX CPEACTB, 3aperMcTPUpOBaHHbIX B
Kbiprbiackonn Pecny6nuke, npy uUx MeZWLMHCKOM MPUMEHEHUWN C LENbK MPUHATMS COOTBETCTBYHOLLMX
pPerynaTopHbIX peLUEeHNA OTHOCUTENBHO COOTHOLLEHWS NMOJb3bl U pUCKa UX NPUMEHEHNS;

178) "dapmakoguHamMuka"™ - COBOKYNMHOCTb 3(PEKTOB, BbI3bIBAEMbIX NeKapCTBEHHbIM
BELLECTBOM, a TaKkKe MexaHU3Mbl €ro AeNCTBUS;

179) "dcpapmakoKMHETHKA" - MyTW MOCTYNIEHWs, pacnpeneneHme n Metabonmam nekapcTBEHHbIX
BELLECTB B OpraHM3Me, a Takke X BblBeJEHNE;

180) "dhapmakonenHass cTatba" - rocyAapCTBEHHbIA HOPMAaTUBHbLIV AOKYMEHT, cogepaliui
nepeyeHb NokasaTenen u MeTOA0B KOHTPOIS KayecTBa NEKapCTBEHHOIO CPeaCcTBa;

181) "chapmakonormyeckas akTUBHOCTb" - CNOCOOHOCTb OMOMOrM4eckun akTMBHOIO BeLLecTBa
N3MeHATb PU3NONOrMyeckne napameTpbl opraHn3ama MoAOMNbITHOrO XXWUBOTHOIMO MPUM MHOTFOKPATHOM MIU
OAHOKPaTHOM BBEOEHUN NCCrneayemoro maTepuana;

182) "dhapmaueBTUUecKan ycnyra" - cdepa AesSTENbHOCTU anTeyHoro yYpexkaeHusi, B KOTOpoii
YAOBIETBOPSIETCA KOHKPETHAs NOTPeBHOCTb NauueHTa U MeaMUUMHCKON opraHu3aumu.

MpumedaHue: B 3aBncMMOCTM OT cofdepxaHus, hbapmaueBTUYECKNE YCryrn noapasfaensiorTca Ha
OCHOBHbIE: OTMYCK KOHTPONMPYEMbIX NEKAPCTBEHHbIX MpenapaToB, OTMYCK JIEKapCTBEHHbIX CPeaCcTB Mo
peuentam M 0e3 peuenta Bpayew, No TpebOOBaAHWSM MELMLMHCKMX OpraHu3auui, OTMyCK TOBapoOB
anTeyHoro acCOpPTUMEHTA, 3JKCTEMMOparibHOE W3rOTOBMIEHWE FNEKAPCTBEHHbLIX (OOPM, KOHTPOSb UX
KayecTBa, XpaHeHWe; [OOMOSNHUTENbHbIE:  CNpaBoYHOE, WHAOPMALMOHHOE,  KOHCYNbTauWOHHOE
obcnyxumBaHne HaceneHuss 1M MeguuMHCKUX paboTHMKOB, paboTa no npuemy 3akasoB Ha TOBapbl
anTe4yHoro accopTumeHTa no TenedoHy, AOCTaBKa JIEKApCTBEHHbIX CPeACTB M TOBApPOB anTE4YHOro
accopTUMeHTa Ha 4OM, NpokaT NpeaMeToB yxoda 3a 6onbHbIMK, yenyrn outobapa, camoobenyxuBaHue;

183) "cdhapmakoanngemMmornornieckoe uccriegoBaHme” - uccnegopaHme 3adEKTMBHOCTU U/Unn
6e3onacHOCTM MeOULMHCKOrO NPUMEHEHUS NEKapCTBEHHOrO CPEeACTBa, HanpaBfieHHOE Ha BbiSIBMEHWE
MNN  NOATBEPXKOEHME €ero  KIMMHUYECKMX, TOKCUMKONMOrn4yeckux, dapmakognHammudeckux  u/mnm
dapMaKkoKMHETUYECKUX CBOWCTB, MPUCYLLUMX €My MOBOYHbIX peakuuMi M B3aMMOAEWNCTBMS C OpYyrvuMu
neKapcTBEHHbIMM CPeaCcTBaMU, KOTOPOE MOXET NPOBOAUTLCS KaK HEMHTEPBEHLMOHHOE UCCeaoBaHNE;

184) "“cbapmaueBTuYeckoe pocbe" - KOHPUAEHUMANbHLIA AOKYMEHT, OQOPMIIEHHbIA C
NMUCbMEHHOrO cornacus naumeHTa, B KOTOPOM OTpakeHa MonHas MHopmauus o naumeHTe: CoCTosHuE
300pOBbsi, BbISIBNEHHbIE NOBOYHbIE AEWCTBUS, KOHCYNbTaLMK, Ha3Ha4YeHUs U pekoMeHdaumMm Bpaden u
dapmaLieBTOB No hapmakoTepanuu, nposeaeHne dapmMakoTepanuu u ee pesynbTaThl;

185) "chbeTOTOKCHMUYHOCTL" - noBpexaarwllee OeNCTBUE WUCCredyemMoro maTepuana Ha nnoj B
nepvon CTaHOBMEHUS W pasBuUTMS (PyHKUMIA, KOTOpble OOYCNOBNMMBAKOT ajanTauuio opraHuama K
YCINOBUSIM BHELLHEW Cpefbl B NO34HME CPOKN BepeMeHHOCTH;

186) "pOTOTOKCMYHOCTBL" - MoBpexaawllee OEeNCTBME UCCNedyeMOro matepuarna Ha KOXHble
MOKPOBbI;

187) "4acrtoTta cny4yaeB NOOOYHOM peaKkuMu NeKapCTBEHHOro cpepcrBa” - COOTHOLUEHWE
KOnuMyecTBa MNaUMEHTOB, Y KOTOPbIX B OMNPeAeSsieHHOe BpeMmsl BO3HWKNa MoboyHas peakuus npw
NPUMEHEHNM NEeKapCTBEHHOrO CpeacTBa K KONMMYECTBY MaUMEHTOB, KOTOpble B OnNpeAeneHHoe Bpems
NMPUMEHSANN 3TO NlekapCTBEHHOE CPeaCTBO, BblpaXeHHOE B MPOLIEHTaX;

188) "umucTan 30HA" - 30HA, B KOTOPON KOHTPONMMPYETCHA OKpyXatLlas cpeda Ha KOHTaMUHaLuuMio
Yyactmgamm U“n  MUKpPpOOpraHn3mMamu, TMOCTPOEHHada W J3KcnnyaTtupyemaa TaKum o6pa30|v|, 4yTOOBbI
npenoTBpaTuTb UMM yMEHbLNTb NPOHUKHOBEHUE, 06pasoBaHme N coxpaHeHne KOHTaMWHaAHTOB BHYTPU
30Hbl;

189) "akcnepTM3a U3MEHEHMW" - 3TO SKCMEepTM3a MaTepuarioB Ha NEeKapCTBEHHOE CpPeAcCTBO,
pe3ynbTaTtomM KOTOpOl7I ABIAETCA pelleHne o BHeCeHumn N3MEHEHN Unn ,EI,OI'IOJ'IHeHI/II7I B pernctpauynoHHbIe
OOKYMEHTbI Ha NNekapCTBeHHOe CpeaCTBO UK O ero HOBOM pernctpaumn B yCTaHOBJTIEHHOM MOPALKE;
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190) "akcnepTula perMcTpauMoOHHOro AOChbe Ha fieKapCTBEeHHOe cpeaAcTBO" - 3TO MpoBepka,
aHanus n cneunanManpoBaHHasi oLueHKa MaTepmanoB Ha NekapCTBEHHOE CPeACTBO C Lenbio NoaroToBKM
MOTUBUPOBAHHbIX BbIBOJOB ans NPUHATUSA pelleHuns o] ero rocyapCTBEHHON
pernctpauun/nepepernctpauum mnm ob oTkase B rocyaapCTBEHHOW perucTpauun/nepeperncrpauum
NeKapCTBEHHOIrO CpeacTBa;

191) "aMGPUOTOKCUYHOCTL" - CMOCOGHOCTL MCCreayemMoro MaTepuarna Bbl3biBaTb rMbens nnoaa;

192) "aTtuka" - npaBunNbHOE B MOpasibHOM OTHOLLEHMM MOBEAEHME, B TOM 4YuCIe NpaBONBOCTb U
YEeCTHOCTb;

193) "aTnyeckme kputepum" - oblleyenoBeveckue NPUHLUMBI U HOPMbl NOBEOEHUs, KOTopble
MoOryT OblTb aganTMpoBaHbl K HaUWOHanNbHOW CUTyauuu, T.e. MOMOXEHUIO B 3KOHOMUKE, KynbType,
coumanbHOM XWU3HKW, 0Opa3oBaHMIO, MECTHbIM 3akoHaM, XapakTepy 3aboneBaemocTw, Tpaguuusm B
MeaUUMHE 1 YPOBHIO Pa3BUTUSA CUCTEMBI 30pPaBOOXPaHEHNS;

194) "atnyecknn coBet" - coBeT, PYHKUMOHUPYIOLWNA NPU YNOMHOMOYEHHOM roCygapCTBEHHOM
opraHe Kbiprbisckon Pecnybnvkn B obnactu 3gpaBooxpaHeHus B cdepe obpalleHns nekapcTBEHHbIX
CPeAcCTB M yupexaeHusX 34paBoOXpaHeHus Ans 3awuTbl NpaB, OCTOMHCTBA, 340POBbS W rapaHTum
6e3onacHOCTV NauMeHTOB Npu NPoBeAeHNM BUOMEeONLIMHCKNX NCCNeA0BaHNI;

195) "achbheKTUBHOCTbL NEKapCTBEHHbLIX CPEACTB" - XapakTepUCTMKa CTENEHU MONOXUTENBHOMO
BMNUSHWNS NEKapCTBEHHbIX CPEACTB Ha TeveHne bonesHu.

(B pedakyuu nocmarosneHul lNpasumenscmea KP om 23 Hos6psi 2012 2oda N 791, 18 okmsabps
2013 eoda N 563, 23 utoHsa 2014 2oda Ne 346, 14 mass 2015 e2o0a Ne 291)

naBa 2. O6nactb npumeHeHUss TeXHUYECKOro pernameHTa B
cchepe obpaLleHUs nekapcTBeHHbIX CPeacTB

4, ObbekTamm perynmnpoBaHuna HacTodLllero PernameHTa saBnsatoTcs:

1) nekapcTBeHHble cpencTBa, BbiMyckaemble B obpalleHne Ha Tepputopumn  Kblprbi3ckom
Pecnybnuku;

2) npouecchbl pa3p860TKI/I n uccnegosaHuA, nNpom3BOoACTBa, W3roToBliEHUA, XpaHEHUA,
TPaHCNOPTUPOBKHK, peann3aunmn n ytunndaumm nekapCrBeHHbIX CpeacTB.

5. TpeboBaHua 1 NonoxeHus HacTosawero PermameHTa He pacnpocTpaHsaoTCs Ha:
- NekapCTBEHHblE CPeACTBa, UCMONb3yeMble B BETEPUHAPUK;

- pagvoHyknuabl B hopMe N30NnMpoOBaHHbBIX UCTOYHUKOB;

- LeNbHYI0 KPOBb, NMI1a3My UNu KIeTKM KPOBW YENOBEYECKOrO NPOVNCXOXAEHUS;

- FeHeTM4YeCcKn MoaNMULINPOBaHHbIE NeKkapCcTBEHHbIE CPEACTBa;

- cpeAactBa  obecneyeHuns  nNpoMmbilneHHon — Be3onacHocTw, noxapHow — GesonacHocTu,
B3pbIBOOE30MacHOCTH, Xumudeckoln GesonacHocTn M 6e30macHOCTM ApYrMx BMAOB MpU MPOM3BOACTBE
NeKkapCcTBEHHbIX CPeacTB, TpeboBaHUs K KOTOPbIM MpUBEAEHbI B 3akoHomdaTenbcTBe  Kbiprbi3ckom
Pecnybnuku.

6. Buabl npoaykuuu, nognagawowme noa Aencteme Hactoswero PernameHTa u mx Kogbl Mo
knaccudpmkatopy TH B3] EADC, ykasaHbl B npunoxeHun 1 k HactosiwemMy PernameHTy.

7. Hactoawmin PernameHT yctaHaBnusaeT:

1) TpeboBaHusi Kk obecnedyeHuio 6e30MacHOCTV JeKapCTBEHHbIX CpeacTB nNpu  paspaboTke,
JOKMUHUYECKUX U KIMHUYECKUX UCCNEdoBaHMsX, B NpoLecce NPOM3BOACTBA, U3rOTOBIEHNS, XpaHeHus,
TPaHCMNOPTUPOBaHUSA, PO3HUYHOM U ONTOBOM peanusauum u yTunusauum,

2) npaBuna MAeHTUUKALUM NEKAPCTBEHHBLIX CPeacTB ANns Lenen NPUMEHEHWUst HaCTOsLLero
PernameHra;

3) bopmbl OLIEHKM COOTBETCTBUS JIEKAPCTBEHHBIX CpeacTs TpeboBaHuaM HacToswero PernameHTta
N UX NpegesnbHbIE CPOKK.

8. OcobeHHOCTM 0bpalleHns nekapCTBEHHbIX CPeACcTB, COAepXKalluMx HapKOTU4eckue CpeacTsa,
NCUXOTPONHbIE BELLECTBA W MPEKypCcopbl, MNOAMexalme KOHTpomn Ha TeppuTtopumn Kbiprbi3ckomn
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Pecny6nukn, perynupytotca 3akoHogaTtenbcTBoM Kbipreiackot Pecnybnukn B cdepe obGpalleHust
HapKOTUYECKNX CPEACTB, NMCUXOTPONHbLIX BELLECTB 1 NPEKYpPCOpOB.

9. Hactosiwmn PernameHT He npecnenyeT uenen no obecnevyeHnto 3KOHOMUYECKUX UHTEPECOB
Kbiprbiackonn Pecny6nuks nmbo oTaenbHbiX CyObekToB (rpynn  cyObekToB) cdhepbl 0bOpalleHus
neKkapcTBEHHbIX CpeAcTB, ¢ obecrnedyeHneM AOCTYMHOCTM NMeKapCTBEHHbIX CPeACTB M C opraHusauunen
obecneyeHns HaceneHnsi NekapCTBEHHbIMWN CpeaCTBaMK.

10. lMonoXeHnst MHbIX HOPMATUBHBLIX MpPaBoBbIX akToB Kblpreidackon Pecnybnuku, kacarowmecs
cepbl MpUMEHeHMs1 HacTosiero PernameHta, MpUMEHSIIOTCA B 4acTu, He MNpoTMBOpedvallew
HacTosileMy PernameHTy. YCTaHOBMNEHME WHbIX TpeboBaHWMI B OTHOLUEHMU MpegMeTa perynupoBaHus
HacTosilero PernameHTa BO3MOXHO TOMIbKO MYyTEM BHECEHWUS] U3BMEHEHWIN M AOMOJNTHEHWI B HACTOSILUIA
PernameHT.

11. Ecnn BCTyNnMBWWNM B YCTAHOBJIEHHOM 3aKOHOM NopdaKe B CUNy MeXxayHapOodHbIM 4OroBOpOM,
Y4aCTHUKOM KOTOPOro 4BrndeTcA KprFbI3CKaFI Pecny6n|/||<a, YCTaHOBJIE€HbI WHbIE MNpaBuiia, 4em Te,
KOTOpble nNpeayCcMoTpeHbl HaCTOALWUM PernameHTtom, NPUMEHAIOTCA nNpaBuna MeXxXagyHapoaHoro
gorosopa.

12. be3onacHOCTb NeKapCTBEHHbLIX CPEACTB Ha BCEX 3Tanax XXU3HEHHOro LUuKna NoATBEepPXKAaeTCs:
- naeHTudmrKaumnen nekapCTBEHHbIX CPeacTB;

- naeHTudurKaumen onacHOCTM NekapCTBEHHbIX CPEACTB.

13. VigeHTudmkaumsa nekapcrBeHHbIX cpeacTB NPON3BOANTCH NyTEM YCTaHOBMEHUS:

- TOXOECTBEHHOCTM HAaUMEHOBAHWS NEKapCTBEHHOIO CPeaCTBa;

- pasmepa napTuu;

- AaHHbIX cepTUEMKALMOHHBIX UCMbITaHWI;

- TOXXOECTBEHHOCTMN CBOWCTB (CbI/I3VI‘-IeCKVIX, XUMUYECKMX, Bronornyeckux u VIHbIX) n MeTogoB UxX
N3MepPEeHna;

- WOEHTUYHOCTHU VIH(*)OpMaU,VII/I O NNeKapCTBeHHOM CpeacTBe, HPEACTaBHEHHOVI B Bnae MapKnpoBKu
Ha ﬂOTpe6VITeJ'IbCKOl7I ynakoBKe, MHCTPYKUMW MO NPUMEHEHUIO, CepTVIq)I/IKaTa COOTBETCTBUA,

- kogoB TH B3 EASC cornacHo npunoxeHuio 1 k HacTosilwemMy PernameHTy.

14. Mﬂ,eHTVI(bI/IKaLI,VIFI OnacHOCTU JieKapCTBEHHbIX CpeaACTB OCHOBbIBAe€TCA Ha aHalin3e n oueHke
PUCKOB (BI/IJJ,I:-I, nokazaTtenn n Kputepun OI'IaCHOCTI/I) nyTtem:

1) BbISIBNEHUS XapaKTEPUCTUK JIeKapCTBEHHbIX CPeacTB, KOTOpble MOryT Bbi3BaTb BpeaHoe
BO3[EWCTBME Ha OpraHN3M YerioBeKa;

2) aHanusa BO3OEWUCTBUS KaXKOOW W3 BbISIBMIEHHbLIX MOTEHUMANbHbLIX OMacHOCTENW Ha opraHn3m
yerioBeka 1 Ux NocrneacTeum;

3) onpepeneHna mep orpaHnM4eHnAa BblABITIEHHbLIX PUCKOB.

15. lMpn aHanun3e n oueHke pucka MAEHTUPULMPYETCA BO3MOXHOCTb BPEOHOro BO3OEUCTBUS Ha
XW3Hb M 300pOoBbe 4YenoBeka. Ecnn wvmerowmecs HaydHble wnccnegoBaHWA HeLOCTATOYHbl  Ans
ONpeAeneHnss ero CTEMeHW, YMNOSIHOMOYEHHbIV rOoCy4apCTBEHHLIN opraH Kbiprbiackon Pecnybnuku B
obnactn 3apaBooxpaHeHusi B cdepe obOpalleHUs NeKapCTBEHHbIX CPEACTB WUMEET MpaBoO MPUHSTb
BPEMEHHbIE Mepbl MO  YNpaBneHW pPUCKOM. BpemeHHble Mepbl N0  YNpaBfeHU0  PUCKOM
nepecMaTpuBaloTCs B TEYEHNE MUHMMANbLHOIO Nepuofa BpeMeHU, TpebyeMoro Ans NonyvyeHnss HayyHbIX
AaHHbIX, NPOSICHSAIOLLMX CTEMNEeHb p1CKa.

16. WNpeHTudukaumss onacHOCTM NEeKapCTBEHHbIX CPEACTB OCYLLIECTBMSIETCS Ha BCEX 3JTanax
pa3paboTkM HOBbLIX NEKAapPCTBEHHbIX CPEACTB, BKMOYasi: TEXHOMOMMKO MPOU3BOACTBA (M3rOTOBMEHWUS),
onpefeneHne ycrnoBuiA XpaHeHWsl, NepeyvHsl Moka3aHWi, MPOTUBOMNOKa3aHuii, cnocoba NPUMEHEHUs U
pexuma 003MPOBaHUs NeKapCTBEHHOW (POPMbI, BbISIBIEHWE BCEX HEXENaTEeNbHbIX PeaKLUA Ha OpraHn3m
yernoseka, 1 TOMy NodobHOe Ans KaxOoro atana XXM3HEHHOro LUMKMa NekapcTBEHHOro cpefctea. Bce
BO3MOXHbIE PUCKW OOSPKHbI ObITb MAEHTUMLNPOBAHBI.

17. OGecneyeHve gapmaleBTMYecKoil Ge30NacHOCTU NEeKapCTBEHHbLIX CPEACTB MO MpUHUMNaM
yNpaBneHuss  puckaMmu  BKIOYAET  BbISIBEHME, WOEHTUMUKaAUMIO U yNpaBreHue  puckamu,
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06YyCnoBrneHHbIMU hapMaLeBTUHECKUMM haKTopamMu Ha MPOTSXKEHUM BCErO XU3HEHHOTO LMKNa roToBOro
neKkapcTBEHHOro cpeacTaa.

18. CTeneHb pucka MpUYMHEHUA Bpeda ycTaHaBMBAETCA MO KOMMIEKCHOW OLEHKe PUCKOB AnS
BCEX WAEHTU(PULIMPOBAHHLIX ONACHOCTEN PACUETHbLIM, SKCMIEPUMEHTANbHLIM U (UN) 9KCNEepPTHLIM MyTem
¢ obecneyeHnemM BO3MOXHOCTY €€ NPOBEPKU.

19. JlekapcTBEHHbIE CpPEACcTBa, MUCMONb3yeMble ANt MEAMLMHCKOrO MPYMEHEHWs, a Takke Cbipbe,
ucrosib3yemoe B MpoLecce Npou3BOACTBA (M3rOTOBMEHMs1) U oBpalleHns, UMeT PUCKM MPUYMHEHUS
Bpeda 300POBbIO U XN3HW YeroBeka, KOTopble BKIHYaloT:

- puckn, obycnoeneHHble hapmaleBTUHECKUMU haKkTopamu;
- PUCKK, CBA3AHHbIE C HECOBEPLLEHCTBOM pa3paboTky;

- pUCKHn, cBA3aHHble C HecoBepLUEeHCTBOM TEXHOJIOrM4YecKkoro npouecca npom3sBoacTtBa, CUCTEM
KOHTpOINA nokasaTenen kadecTtea, obecneumnBaroLmx 6€30nacHOCTb JIEKapCTBEHHbIX CPEeACTB;

- puCKu, cBA3aHHble C KOHTaMI/IHaLI,I/IeVI npoaykumMm noCTOpOHHUMKU NpuMecaMn Ha CcTaaun
npon3BoacTea U NU3roTOBIIEHUA,

- PUCKK, CBA3aHHblE C 3arpA3HEeHnem Opr)KalOLLI,eVI cpeabl Bb|6pocaM|/| Nnpon3BOOCTBEHHbIX
OTXO040B Npu nNnpon3esoacTee 1 B npouecce ytunniaumm n ytunndauma nekapCrtBeHHbIX CpeacCTB,

- PUCK MUCNOJIb30BaHUA JIEKapPCTBEHHbIX CpeacTB, OTNyCKaeMblX be3 peuenTta Bpaya n/vnun He no
Ha3Ha4YeHUto;

- PUCK WCMOMb30BaHMS1 JleKapCTBEHHbIX cpeacTB 6e3  Hagnexaiwero MHOPMAaLMOHHOIO
obecneyeHus;

- PUCK NPUMEHEHMUS NeKapCTBEHHbIX CPeacTB C U3MEHEHHbIMY CBOMCTBaMU B MpoLecce XpaHeHus,
peanu3auun, TpaHCNOPTMPOBaHUA (HecobniogeHne YCNoBUMA XpaHeHUs, BO3AencTBue (OU3NYECKMX,
XUMUYECKUX (DaKTOPOB);

- PVCK NpY NpUMEHeHUM PanbCUPULMPOBAHHBIX Y HECOOTBETCTBYIOLLIMX KAYeCTBY NEKapCTBEHHbIX
CpeacTs.

20. Pvcku, Bnvsiiowime Ha hapmaLeBTUYEeCKy0 6€30MacHOCTb, 3aBUCAT OT:

- MPMMEHEHMNS UCXOAHBIX BELLECTB 1 MaTep1anos;

- MPMMEHEHMS TOTOBbIX JIEKAPCTBEHHbIX CPEACTB;

- MPMMEHEHMSI METOOB KOHTPOJIS KAYeCcTBa MCXOOHOW, MPOMEXYTOYHON U FOTOBOWM NPOAYKUUNK;
- IPMMEHEHMUS TEXHONOMMN NPOM3BOACTBA (U3rOTOBIEHUS).

21. Pucku, 3aBucsLLME OT NPUMEHEHMSI UCXOOHbLIX BELLECTB M MaTepuaroB, ONpeaensoTca:

- KayeCcTBOM (papMaLleBTUYECKOW CyBCcTaHuuu;

- Ka4eCTBOM BCrnomMoraTteribHbIX BeLleCTB (KpaCI/ITeJ'II/I, KOHCepBaHTbl, ablOBaHTHI, CTa6I/IJ'II/I3aT0pr,
pa36aB|/|TenM, Pa3pbIXINATENN, AMYINbraTtopbl, KOPPUIreHTbl BKyCa U 3anaxa un ,u,pyrme);

- Ka4eCTBOM NEPBUYHOW YNaKoBKM (MaTepuarsbl, CpeacTBa YKYNOpKNU, repMETUYHOCTb YKYNOPOYHOW
cuUcTeMbI 1 apyrue).

22. Pucku, 3aBucsLLmMe OT NPUMEHEHNS TOTOBbIX JIEKAPCTBEHHbIX CPEACTB, ONpeaensoTCs:
- paLMOHanbHOCTLIO COCTaBa U COBMECTUMOCTbIO KOMMNOHEHTOB NeKapCTBEHHOMO CPeacTBa;
- ONTUMAanbHOCTLIO fleKapCTBEHHOM (POPMBbI;

- CTabuMnbHOCTLIO (XPaHEHWEM) FOTOBOIO JIEKAPCTBEHHOIO CPEACTBA;

- LlernecoobpasHOCTLI0 BbIbOpa MaTeprarnoB TapOyKyNnOpPOYHOM CUCTEMbI.

23. Pucku, 3aBuCALLME OT NPUMEHEHUSI METOLOB KOHTPOSS KAYeCcTBa UCXOAHOW, MPOMEXKYTOYHON U
roTOBOM NPOAYKLNUM, onpeaensioTcs:

- KBanudukaumen nsmeputenbsHoOro 06opyaoBaHus (B TOM YMCrie TOYHOCTBIO 3MepPeHNit);

- BanNnaMpOBaHHOCTbLIO METOAWK UCTbITaHWi (hapMakoneliHble MeToauku He TpebyloT Banuaauum);
- KBanMuKaumen nepcoHana, BbIMOMHSAOLErO UCTbITAHUS;

- YCIOBUAMM NPOBEAEHNS METOAOB MCTbITaHUS.
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24. Pwuckun, 3aBucsalMEe OT TMPUMEHEHWS TexXHOMorMm npousBoAcTBa  (M3roTOBMEHUS),
onpeaensaTcs:

- MEXaHNU3MOM PEeaKLNn CUHTE3a aKTUBHbIX BELLECTB;

- 0OCOBEHHOCTAMM TEXHOMOMMYECKOro npoLecca NpoM3BoACTBa NIEKAPCTBEHHOIO CPeACcTBa;

- UBMEHEHNSIMWN B TEXHOOMMYECKOM NpoLecce NPoM3BOACTBA NEKAPCTBEHHOIO CPeacTBa;

- HanMM4YMeM KOHTPOSA B NpoLiecce Npon3BoACTRa;

- KBanMdukaumnen npom3BoACTBEHHONO 000pyA0BaHUS;

- BanMAnpOBaHHOCTbIO NPON3BOACTBEHHbLIX NPOLIECCOB;

- KBanudukaunen nepcoHana, ocyLecTBASOLWEro Nnpon3BOACTBEHHbIN Npouecc.

25. YnpaBneHve puckamu OOMMKHO OCHOBBLIBATbLCSA Ha MOJSyYEHHbIX pe3ynbTaTax OLEHKU PUCKOB,
npeaynpexaeHns BO3MOXHOIo Bpe4HOro BO34ENCTBUSA Ha XXM3Hb U 300POBLE YENoBeKa.

26. YnpaBreHne puckaMu OCHOBAHO Ha pa3paboTke Komniekca TpeboBaHWi, HamnpaBneHHbIX Ha
yCcTpaHeHue, CHWXeHWe OO0 [AonycTUMoro (MpuUemrieMoro) YpOBHSI WNW MpeayrnpeXxaeHue pPUCKOB,
06YyCnoBneHHbIX hapMaLeBTUYeckUMU hakTopamn, U NpeabsBrsieMblX Ha BCEX CTafusiX >KU3HEHHOro
LMKIa NekapcTBEHHOro cpeacTBa:

1) Ha cTagun paspaboTKM NeKapCTBEHHOro CpeAcTBa NyTem cobniodeHus npaBun Haanexailen
naGopaTopHOI NPaKTUKM 1 NpaBWI Haanexallein KNMHUYEeCKON NpakTuKu;

2) Ha cTagum NPoOM3BOACTBA NEKapCTBEHHOro CpeacTBa nyTem cobrnogeHns npasun Hagnexallen
NPOW3BOACTBEHHON MPaKTUKK;

3) Ha cTaguu peanu3aumy NekapcTBEHHON NPOAYKLUUKM NyTeM cobniogeHus npasun Hagnexailen
ANCTPMOBLIOTOPCKON MNPakTUKU W MNpaBui Hagnexallen anTeyHoON npakTuKW, perfamMeHTUPOBaHHbIX
YCNOBUIN XPaHEHWNSI N TPaHCNOPTUPOBAaHNS;

4) cobniogeHnem npaBun oTnycka, npuMmeHeHnd n NCnosib30BaHUA NEeKapCTBEHHbIX CPenCTB,;

5) npegoctaBneHnem MOMHOW U AOCTOBEPHOW MHOpMauun O NekapcTBEHHOM cpeacTee, B TOM
yucne B WMHCTPYKUMM NO NPUMMEHEHWIO, MpU  PEeKNnammpoBaHWM W NPOABWKEHUN NeKapCTBEHHbIX
npenapartos, obecneyeHne He0BX0ONMMON MAPKNPOBKY;

6) Ha cTagMu NPUMEHEHWs TOTOBbIX JIEKAPCTBEHHbIX CPEeACTB nyTeM  cobniogeHus
pernameHTUpoBaHHOrO crnocoba MNpPUroTOBMEHUSI  HEMOCPEACTBEHHO nepes  BBefdeHuem  (npu
HeobXxoaMMOCTM), YCIIOBUI 1 CPOKa XpaHeHusi, neproda NpYMEHEHUs NTeKapCTBEHHOTO CPEACTBa;

7) cobnogeHnem TpeboBaHW NO NPUMEHEHUIO NEeKapCTBEHHbIX CPEACTB, C y4ETOM BO3MOXHbIX
dakTopoB (NOBOYHBIX AENCTBMI), BANSIOLLMX HA OPraHn3M YenoBeka;

8) cBoeBpeMeHHbIM OGHapyXeHMEM U HedonyLeHWeM K peanusauun ganbcuUUMpoBaHHbIX, C
MCTEKLLMM CPOKOM rOHOCTU U HECOOTBETCTBYIOLLIMX KAYeCTBY NEKapCTBEHHbIX CPEACTB.

27. Komnnekc TpeboBaHUM Anst yCTPaHEHWs1, CHXKEHNUST U NpeaynpexaeHnst pUckoB, MCXOOALLMX
OT NeKapCTBEHHbIX CyOCTaHuun, npegycMaTpmBaeT criegytoLlee:

- NNeKapCTBEHHbIEe CyOCTaHUMM OOMKHbI COOTBETCTBOBATL MO KavecTBy TpeboBaHnsM hapmakonen,
npu3HaHHbIX gencteyrowmnmm B Kbiprbidckon Pecnybnuke;

- d)apmaueBTquCKme Cy6CTaHLI,I/II/I, He OonncaHHblE B d)apmakoneﬂx, OOJTXHbl COOTBETCTBOBATL MO
Ka4vecTBy Tp86OBaHMF|M CTaHgapTa opraHm3auum (BpeMeHHOFO aHannMTn4yeckoro HoOpMaTUBHOIO
OOKyMeHTa, aHarnnTn4eckoro HopmaTmBHOro ﬂ,OKyMeHTa);

- KOHTPOJib KayecCcTBa J1€KapCTBEHHbIX CyGCTaHLI,VIIZ OOJKeH npoBOANTbCA (bapMaKOFIeIZHbIMI/I
mMeToankamm  umnn - gpyruMmm - BanmgnpoBaHHbIMU  ME€TOAUKaMU MCNbiTaHUA C  MCNONb30BaHMEM
(bapMaKOﬂeVIHbIX CTaHOapPTHbIX (XI/IMI/I‘-IeCKl/IX n 6I/IOJ'|0FI/ILIeCKI/IX) 06pa3LI,OB;

- CTPYKTypa HOBbIX aKTMBHbIX BELLECTB W WX BaXHENLUME XapaKTEPUCTMKN [OMKHbI ObiTb
NOATBEPXKAEHbI COBPEMEHHBIMM MEeToAaMW  UCCNefoBaHus  (PU3MYECKUMU,  (PUINKO-XMMNYECKMMU,
XUMUYECKUMN);

- onpepaernexve nNpodunsa npuMecen, B TOM YnCre CoeauHeHUl ¢ reHOTOKCUYECKUM NOTEHLMAanom,
[AOIMKHO ObITb OCHOBAHO Ha rrybOKOM Hay4yHOW OLEHKe XMMWYECKUX peakuuii, COCTaBMSOLMX CXEMY
CMHTe3a, a Takxke BKrnaga npumecei, BHOCMMbIX U3 CbIpbS, U BO3MOXHBIX CPeACTB PasfoXeHUs;

18



TexHudeckuin pernameHT "O 6e30nacHOCTM NekapcTBEHHbIX cpeacTe ans..."

- HOPMUPOBaAHWE POACTBEHHbLIX NPUMEcen OOMKHO MNPOBOAUTLCA HE TOMbKO MO COoAepXKaHWto
NOEHTUULMPOBAHHBIX MPUMECEN, COAEPXaHUIO HEUOEHTUMPULNPOBAHHLIX MPUMECEN, HO U CyMMe
npumecen;

- HOpPMMpPOBaHWE OCTaTOYHbIX pacTBOpUTENEN [OOMKHO MNPOBOAUTLCA B COOTBETCTBUM C
TpeboBaHUsIMM hapmakonen BO BCEX CIydasix NPUMEHEHUS OpraHMYeCcKMX pacTBOpUTENEN B npolecce
nosny4YeHnst NekapcTBEHHOW cybcTaHumuy;

- CTabunbHOCTb NEKapCTBEHHONW cybcTaHuMM OormkHa ObiTb MoATBepXdeHa WCCnedoBaHUsAMMU,
NpoBeAeHHbIMU B COOTBETCTBUM C YCTAHOBINEHHBIMU TPeGoBaHUAMY;

- JIeKapCTBEHHOE pacTUTENbHOE Cblpbe [OMKHO BblAepuBaTb TpeboBaHUS paauaurMoHHOro
KOHTpOMnsl, a Takke TPeOOBaHUS K COAEpKaHUIO TshKENblX MeTanyioB M OCTaTOMHOrO KonmuyecTsa
NecTUUnIoB (ANs KyNbTUBUPYEMbIX PACTEHWN);

- NekapcTBEHHOE PacTUTESIbHOE Chlpbe He AOMKHO GblTb 3apakeHo aMbBapHbIMU BpeauTensamMmu 1
MNeceHbHo;

- B ICXOAHbIX BelleCTBax N MmaTtepuanax XMBOTHOIMo 1N YerioBe4eCKoro nponcxoxgeHms (I'IOCGBHbIe
mMaTtepuansbl, BGaHKM KNeTok, nynbl NNasmbl U /J,pyrwe) OOJIKHbI OTCYTCTBOBATb NMNATONeHHbIE areHTbl;

- NPpU XpaHeHUN NneKapCTBEHHbIX Cy6CTaHLI,VIl7I [OIMKHbI cobniogaTbes npu HeobxoaMMocTH ocobble
Mepbl NPeaoCTOPOXKHOCTU.

28. Komnnekc TpeboBaHnin 4ns NMKBUAALMKN, CHUXKEHNS NNy NpeaynpexaeHnss PUCKOB, NCXOOSALNX
OT BCMOMOraTernbHbIX BELLEeCTB, NpeaycMaTpuBaeT criegyiollee:

- BCnomoraTernbHble BellecTBa (Kpacmenm, KOHCepBaHThI, CT86MJ‘IM3aTOpr n ,qpyrme) OOJTXHblI
ObITb paspeLlleHbl ANnA NCnosib3oBaHNA B NPOU3BOACTBE NOTOBbLIX NNIeKapCTBEHHbIX CPeACTB,

- BCnomMmorartesibHble BeuwecTBa [OOJIKHbl COOTBETCTBOBATb MO KayecCTBy Tpe6OBaHMFIM
cpapmakonew, NPU3HAHHbIX ,D,eIZCTByIOLLI,VIMI/I B KprFbI3CKOVI Pecny6nvn<e, Mnn HOPpMaTUBHbIX JOKYMEHTOB,
pernamMmeHTUpyrLwmnx nx npuMmeHeHne anda npon3BoacTtBa rotoBbIX NIEKAPCTBEHHbIX CPEeACTB;

- BO BCrnomMmorartesibHbIX BelecTBax XWBOTHOMO W Y4YeryioBEe4YEeCKOro MnpoucxoXXaeHuda OOJIXKHbl
OTCYTCTBOBATb NAaTOreHHbIE€ areHThbl.

29. Komnnekc TpeboBaHMin 4ns NMKBUAALMUN, CHUXKEHNSA NNy NpeaynpexaeHnst PUCKOB, NCXOOALNX
OT rOTOBOrO NeKapCcTBEHHOro CPEACTBa, NpeaycMaTpusaeT crieytoLlee:

- JleKapcTBeHHas cbopma JOMKHa OblTb ONTMMAaNbHOM ANSA WUCKMYEHUS HeXenaTenbHOro
no6o4yHOro BO3AENCTBUSA Ha OpraHusm;,

- KOMIMOHEHTbI B COCTaBe roToBOro JiekapCTBeHHOro cpeacrtea OOJIKHbI ObITb COBMECTUMbI;

- rOTOBble IeKapCTBEHHblE CpeacTBa [AOMKHbl COOTBETCTBOBATb MO KayecTBy TpeboBaHuUsaM
hapmakoneu, Npu3HaHHbIX gencTByoWwmnMK B Kbipreidackon PecnyGnvke, unm ctaHgapToB OpraHusaumm;

- KOHTPOmb kayecTBa OMONOrMyecknx npenapaTos, He NPUBEAEHHLIX B hapmakonesiX, MpU3HaHHbIX
pevicteytowmmmn B Kbiprbidckon Pecnybnvke, OOMKEH NPOBOAUTLCA MO MeTogMkam W HopMam B
COOTBETCTBMM C pekoMeraaumamm BO3 "TpeboBaHus k Bruonornyeckum cybctaHunsam”;

- cneumMduKkauMn KadecTBa [OOMKHbI BKMNOYaTb WUCMbITaHUA Ha ©e3onacHOCTb rOTOBbIX
neKkapcTBeHHbIX CPeACTB (onpedeneHne CTepuIbHOCTU, NMMPOreHHOCTH, BakTepuanbHbIX 9HAOTOKCUHOB,
MUKPOBMOMOrMYECKON YNUCTOThI, TOKCUYHOCTU, MOCTOPOHHUX MpUMeceit, MEeCTHOW MepeHOCUMOCTU Ha
XMBOTHbIX, COAEPXKaHUA BELLECTB NMCTaMMHONOA0GHOro AeNCTBUSA);

- HOPMMpPOBaAHWE POACTBEHHbLIX NPUMEcel OOMKHO NPOBOAUTLCS HE TONbKO MO COoAepXKaHWto
NOEHTUULMPOBAHHBIX MPUMECEN, COAEPXaHWUIO HEeUOeHTUUUMPOBaAHHLIX MPUMECEN, HO M CymMme
npumecen;

- HOPMMPOBaAHME OCTATOYHbIX pPacTBOPUTENEN [OOJDKHO TMPOBOAUTLCS B COOTBETCTBUU C

Tpe6OBaHl/|F|MVI cbapmaKorleM B Clny4Yyae npuMeHeHua opraHn4eckmx paCTBOpMTeJ'IeIZ Ha nocnegHen
cTagunn npon3BoaAcCTBa JiIEKapCTBEHHOIO npenaparta,;

- CI'IeLI.I/ICt)VIKaLLI/IVI KavyecTBa OOJKHbI BKIMO4YaTb I/Ip,eHTI/ICpVIKaLI,I/IPO N Konn4yeCcTtBeHHOEe onpepnernexHune
KOHCepBaHTOB OJ14 YCTaHOBJIEHUA COOTBETCTBUA UX coAepXaHua npegesnibHoO AonyCTUMbIM HOpMaMm,; Onsa
Opyrnx scnomoraTtesibHbIX BELWECTB, CMOCOBOHbIX oTpuuaTesibHO BIUATbL Ha cpmamonormqecme prHKLLI/IVI,
OOJIKHO NMpoBOONTBCA onpeaernieHne BepxXHUX npeaenoB KOHUEHTpaUUu;
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- CcTabunbHOCTb TrOTOBOrO  JIEKAPCTBEHHOTNO CpeAcTBa [OOMkHa ObiTb  noaTBepXaeHa
nccneaoBaHUsIMK, MpPoOBeAEHHbIMU B COOTBETCTBMM C YCTAHOBIEHHbIMM TpeboBaHWAMW, M BKIOYaTb
rnokasatenu kavecTBa, Bnustowme Ha 6e3onacHoCTb (onucaHwe, pOACTBEHHbIE MPUMECK UMW MPOAYKThI
pasnoXxeHusi, MUkpobuonornyeckasi YMCToTa, CTEPUIIBHOCTb, LBETHOCTb W MNPO3pPayHOCTb PacTBOpa,
TOKCWMYHOCTb U Apyrue);

- TapoyKynopo4yHasi cuctema (MHEepTHOCTb MaTepuarioB, repMeTUYHOCTb U (DYHKLMOHANbHOCTb)
AomkHa obecnevmBaTh CTabMNbLHOCTL FOTOBOrO NEKApCTBEHHOrO CPeACcTBa B TeYEHWE YCTaHOBIIEHHOIO
CpOKa XpaHeHUs NPy pernameHTUpyeMbIX YCIOBUSIX;

- MapKMpOBKa JeKapCTBEHHOIO CpeacTBa AOMMKHA COOTBETCTBOBATb TPebOOBaHUSAM HaCTOSILLEroO
PernameHra;

- UIHCTPYKUMS MO NPUMEHEHUIO NEKapCTBEHHOro cpeacTBa AOMKHa COOTBETCTBOBATbL TpeboBaHUSAM
HacTosiero PernamexTa.

30. NoToBbIE NEKapCTBEHHbIE CpeacTBa, Bbinyckaemble B obpalleHne Ha Tepputopuio Kelprbi3ckon
Pecnybnukn, no nokasaTensm KavecTBa [OIMKHblI COOTBETCTBOBaTb TpebOoBaHUSM  CreayroLmx
HOpPMaTMBHbIX JOKYMEHTOB:

- obLwas chapmakonenHasa cTaTbs;

- hapmakonenHas craTbs;

- TEXHNYECKNE YCroBus;

- CTaHOapT opraHv3aunu;

- cneuundmkaums onsa 3apybexxHbiX opraHM3aunii-npon3BoanTenen.

31. HopmaTuBHble [OOKYMEHTbl FfeKapCTBEHHbLIX CPeACTB SABMSIOTCH HEOTbEMMEMOMN YacTbio
perucTpaumoHHOro [AoCbe M COrnacoBbIBAOTCA C  YMNOMHOMOYEHHbIM FOCYAapCTBEHHbIM  OpPraHom
Kbiprblackon Pecnybnukmn B obnactu sagpaBooxpaHeHus B cpepe obpalleHus nekapCTBeHHbIX CPeacTB.

32. HopmaTuBHble  OOKYMEHTbl  NeKapCTBEHHbIX  CpefACTB  [AOMKHbl ~ CBOEBPEMEHHO
nepecMaTpmBaTbCs C y4€TOM HOBbIX OOCTVXKEHUN MeOUUMHCKON, hapMaueBTU4EeCKon 1 ApYyrux Hayk, a
Takke MNOMOXEHUN apmakoneun, npusHaHHblx gencteylowmmn B Kbipreidckon — Pecnybnuke,
pekoMeHOaunn MexayHapoaHbIX opraHnsaumn B obnactun hapmaueBTUYeCcKOn HayKu.

33. MNpu paspaboTke HOBOro fEKapCTBEHHOrO CPEeACTBa, B Cryvae OTCYTCTBUMA HOPMAaTUBHbIX
AOKYMEHTOB Ha (papmaueBTUYeCKylo CyObCTaHUMIO, MCNONb3yemyro Afs NPOW3BOACTBA  YyKa3aHHOro
neKapcTBEHHOro cpefcTsa, 0O4HOBPEMEHHO C pas3paboTkon cTaHAaapTa opraHu3auun Ha nekapcTBeHHoe
cpeacTso  paspabartbiBaeTcsi  CTaHOapT — opraHu3auum  Ha  dapmaueBTUHeckylo  cybcTaHuumio,
ncnonb3yemyto Ans ero npoussoacTea.

34. lMNokasaTenun kayecTBa, BKNIOYaeMble B HOPMATUBHbIE JOKYMEHTbI NEKapCTBEHHbIX CPEACTB B
3aBMCMMOCTM OT NeKapCTBEHHON (bopMbl, NpuBeaeHbl B npunoxeHun 19 k Hactodawemy PernameHTy.

MmaBa 3. Tpe6oBaHMA 6€30MacCHOCTU NNeKapCTBEHHbIX
cpencTB Npu JOKIIMHNYECKUX UccreaoBaHUAX

(Ympamuna cuny
8 coomeemcmeuu ¢ nocmaHoesneHuem lMpasumenscmsa KP om 28 ageycma
2018 eoda Ne 405)

MmaBa 4. Tpe6oBaHMA 6€30MaCHOCTU NNIEKaPCTBEHHbIX
cpencTB NMpuU KNMHUYECKUX uccnegoBaHnUAX

(Ympamuna cuny
8 coomgemcmeuu ¢ nocmaHoeneHuem lMpasumenscmea KP om 28 ageycma
2018 2o0a Ne 405)

FnaBa 5. TpeboBaHuA 6e30NacCHOCTU NPU NPON3BOACTBE
neKapcTBEHHbIX CpeacTB
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79. MapaHTMeln CoOOTBETCTBUS MPOM3BOANMBIX JIEKApPCTBEHHbLIX CPEACTB CBOEMY NpeaHasHaYeHuto
N NpeabsaBAsSeMbIM K HAM TpeboBaHUAM, a Takke AONOMHUTENBHOW rapaHTUen HeqonyLeHnss pucka ans
notpebutenen U3-3a HapyLeHUn YCNOBUIA NPON3BOACTBA FIeKapCTBEHHbLIX CPEACTB CNYXXUT cobrnogeHne
HaLWOHAaNbHOIo U MEXAYHapOAHOro CTaH4APTOB MO Hagexallen npom3soacTeeHHoM npaktuke (GMP).

80. B Kbiprbiackonn Pecnybnuke TpeboBaHUS MeXOYHAPOAHOrO CTaHZapTa 3aKpennsoTcs
pa3paboTaHHbIM B  COOTBETCTBMM C HMM  HauMOHamnbHbIM  CTAHZAPTOM MO  Hagnexallen
NPON3BOACTBEHHOW MNpaKTUKe, KOTOPbIA [OMKEH nepecMaTpmBaTbCAd C YY4EeTOM Hay4HO-TEXHUYECKOro
nporpecca (npunoxeHue 4 K HactosiLemy PernameHTy).

81. an npon3BoACTBE JIeKapCTBEHHbIX CPpeaCTB YCTaHaBNMMBaKOTCA crneaywme Tpe6OBaHVI$-|Z

- Hanuyune y npomnssoauTena ynosiIHOMOYEeHHOro nuua, ygoBneTBopsAtolero Tpe6OBaHI/IF|M MYHKTOB
84-87 HacTosiwero PernameHTa;

- Hannuue B PacnopsPKEHUN NPOM3BOAUTENA MpUHAZEeXalmnx eMy Ha npaBe CoO6CTBEHHOCTM MU
HA WHOM 3aKOHHOM OCHOBaHWW 30aHWA, nomelleHMn wun obopygoBaHus, HeobXoauMMbIX Onst
OCYLLIECTBMNEHMSA NPON3BOACTBA JIEKAPCTBEHHbIX CPEACTB;

- Hanunune cBMAEeTenbCTBa O [OCYQAPCTBEHHOW perncTpauMum fekapCTBEHHOro CpeacTBa,
TEXHOMOIMYECKOro perfamMeHTa M HOPMAaTUBHOrO [AOKYMEHTa, COrflacoBaHHOrO C YMNOSIHOMOYEHHbIM
rocygapcrBeHHbIM opraHom Keiprbidckon Pecnybnvkn B obnacTtn s3gpaBooxpaHeHus B cdepe obpalyeHus
nekapcTBeHHbIX CPEACTB;

- cobniogeHne nponssoanTenemM NpaBun Haanexallen NPoM3BOACTBEHHON NPAKTUKK (NMPUNOXeHe
4 x HacTosilweMmy PernameHTy);

- €eClm npoum3soauTeslb He dABNnAeTCcA BnagernbuemMm pernctpauMoHHOro ynocCcTtoBepeHusa Ha
CoOoTBETCTBYOLLEE JleKapCTBEHHOE CpeacTBO, AOJIKHa ObITb npegocTtaslieHa Konua aorosopa cC
Brnagenbuem permctpauymMoHHOIro yaooCctoBepeHus.

82. 3anpeLuaeTca Npon3BoACTBO NeKapCTBEHHbIX CPEeACTB:

- C HapyuwleHnemM YCTaHOBJIEHHbIX 3akoHOOATesllbCTBOM Tpe6OBaHl/Il7I n yCJ'IOBI/IIZ K OopraHusauuun
npon3BoACTBa,

- He npouweguux rocyapCTBeHHy permcrtpauunto, 3a UCKIK4YeHumem  Cliy4daeB, eClin
JleKapCTBeHHOEe CpeaCTBO npeaHa3Ha4vYeHo anAa KnMHN4YeCckKnx nccnegoBaHum;

- hanbcmdmumMpoBaHHbIX NeKapCTBEHHbLIX CPEACTB.

83. lNpu nponsBoacTBe NeKapCTBEHHbIX CPEeACTB OpraHv3auus-npou3BoauTernb AOMKHA UMETb
O0Cbe Npon3BOACTBEHHOIO y4acCTKa, coaepiallee cneayruime ceeaeHuns:

1) No NPOV3BOACTBY NEKAPCTBEHHbIX CPEACTB:
- KpaTkas MHopMaLmsi O NPOU3BOAUTENE;

- nepedyeHb npegnonaraemMbiX K BbiMyCKy Ha AaHHOM MNpoun3BOoACTBEHHOM Yy4YacTke BuUOOB U
JNIEKapCTBEHHbIX d)OpM NeKapCTBEHHbIX CPeacCTB,

- nHdopMaumsi o NdoN Opyron 4eaTEeNbHOCTU, OCYLLECTBSEMON Ha NPON3BOACTBEHHOM YYaCTKe;
- Ha3BaHWe N agpec yyacTka, KOHTaKTHbIN TenedoH;

- MHdopmaumsa o nobbix 0C0B0 TOKCUYHBIX UMM OMACHbIX BELLECTBaX, UCMOSb3yeMbIX B paboTe, co
CCbINKOM Ha cnocob Mx Npon3BoacTBa (C UCMOMBL30BaHNEM crieumnarnbHO NpefHa3HauYeHHbIX TEXHUYECKMX
cpeacTs);

- KpaTkoe OnucaHWe MPOU3BOACTBEHHOIO Yy4vacTka (pa3mep, pacnosfiokeHue, MpuMblKatoLme
30HbI/TEppUTOPUN);

- KOMWYECTBO COTPYOHWKOB, 3aHATbLIX B MPOM3BOACTBE, KOHTPOSIE KayecTsa, XpaHeHUU W
pacnpeaenexny;

- MCMNONb30BaHWEe CTOPOHHEN Hay4YyHOW, aHanUTUYEeCKOW WNM APYron TEeXHUYEeCKOW MNOMOLLN,
OTHOCSLLIENCS K NPOU3BOACTBY N aHanuay;

- KpaTKOE ONUcaHWe CUCTEMBI YNPaBeHUs KA4eCTBOM;
2) nepcoHan:
- KBanudukauus, onbiT 1 0683aHHOCTN PYKOBOASALLETO NepCcoHana;
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- KpaTKoe onucaHue MeponpuaTUii No 6a3oBoMy 0BYyYEHUMIO U 0BYYEHUIO HA MecTax, Mo BeAeHUIo
NPOTOKOJIIOB;

- TpeboBaHNA K 300POBbLIO NepcoHana, 3aHATOro B NPOM3BOACTBE;

- rurMeHn4Yeckne TpeboBaHus K NepcoHarny, K oaexae nepcoHana;

3) nomelLeHus:

- NPOCTOW NNaH uny onucaHue NPOM3BOACTBEHHbIX 30H C yKa3aHMeM MacluTaba;
- TUN KOHCTPYKLMKN N OTOENKM;

- KpaTkoe onncaHmne BeHTUNALNOHHbIX CUCTEM. Bbonee nop,poGHoe onncaHne gaeTtca KpUTn4eCknum
30HaM C noteHunaribHbiIM PUCKOM KOHTaMUHaAL KUK C NOTOKOM BO3ayXa,

- KpaTkoe onucaHve cneumanbHbiX 30H Ans paboTbl C BbICOKOTOKCMYHBLIMM, OMACHLIMU U
CEHCUBUNN3NPYIOLLIMMI BELLECTBAMY;

- KpaTKO€e onmcaHme CUCTEM BOAOCHABXeHWs1, BKMOYasa CaHUTapHyo 06paboTky;

- TexHudeckoe oOCnyxuBaHuWe (OMMCaHME NpOrpamMm MNMAaHMPYeMoro npoduUnakTUYECcKoro
o6cnyXmBaHus);

4) obopynoBaHue:

- KpaTKoe OnucaHWe OCHOBHOrO TEXHONOrMYyeckoro obopyaoBaHus U 060pya0BaHUS KOHTPOSbHbIX
nabopartopuii (nepeyeHb obopynoBaHus He TpebyeTcs);

- TeEXHN4eckoe O6CJ'Iy)KVIBaHI/Ie;

- KBanudukaums u kanubpoBKa, BKMOYAs CUCTEMY MPOTOKONMpoBaHus. Meponpusatus no
BanuaaumMu KOMNbIOTEPU3MPOBAHHBIX CUCTEM;

5) caHuTapus:
- Hanu4me cneuundurKkaumini 1 MeTOAMK MO OYUCTKE NMPOU3BOACTBEHHLIX 30H 1 060pPYAOBaHNUS;
6) OOKYMeHTaUus:

- MeponpusaTMs No NOArOTOBKE, NMEPECMOTPY U pacrnpeneneHnto Heobxoaumon ons nponsBoAcTea
AOKYyMeHTaumu;

- nobas opyrad OOKyMeHTauud, OTHOCALWAaACA K Ka4decCTBY JIeKapCTBEHHOro cpencrtBa, KOTopad
Oonblue HUrge He YyNnoMUHaeTCA (Hanpwmep, MVIKpO6VIOJ'IOFI/I‘-IeCKVIl7I KOHTPOJ1b BO3ayXa U BOﬂ,bI);

7) TEXHONorM4yeck1e NpoLecchi NPOU3BoACTBEa:

- KpaTkoe onucaHune TEXHOJTOIMYECKMNX npoueccos npon3BoacTtea Cc npunoxeHmnem
TEXHOJTOrMYECKMX CXeM, Tabnuu, yCTaHaBMBaLWMX OCHOBHbIE NapaMeTpbl;

- MeponpusiTua no paboTte €  WCXOOHbIM  CbIpb€M,  YMAaKOBOYHbIMKM  MaTepuanamu,
HepacdacoBaHHOM U FOTOBOW MpoAyKUMeWn, BKNovasi oTOop NpoOd, KapaHTWH, Bbldayy paspelueHust Ha
peanusauunio U XpaHeHue;

- MeponpuaThsa No paboTte ¢ 0T6pakoBaHHLIM ChipbeM UMW NPOAYKUUEN;

- KpaTKoe onucaHue obLLen NONMMTUKM OTHOCUTESNBHO Banuaauum NpoLeCcCoB;

8) onucaHne cucTembl KOHTPONS KadecTBa U AeATENbHOCTM OTAENA KOHTPONS Ka4ecTBa;
9) onToBas peanusauusi, peknaMaumm u o0T3blB NPOAYKLMU:

- MEpPONpUATUSI NO ONTOBOW TOProBIie U CUCTEMA NPOTOKONMPOBAHUS;

- MeponpusTusa nNo paboTe ¢ npeTeH3uaMM (kanobamm) 1 0T3bIBY NPOAYKLNY;

10) kpaTkoe onucaHne CUCTEMbl CAMOUHCNEKTUPOBAHKSI.

84. [Mns OoCylleCTBlieHna  OeATeNlbHOCTM NO  NpOM3BOACTBY  J1I€KapCTBEHHbIX  CpencTB
npon3BognTesb 0bsi3aH wumeTb B LWITaTe, Mo Kpathe|7| mMepe, OAHO YNONIHOMOYEeHHOEe Lo
npon3BoagnUTENA.

85. OcHOBHOM hyHKUMEN YNONTHOMOYEHHOMO NLA NPON3BOAUTENS ABNSAETCH MPUHATUE PELUEHNS O
BbINyCKe KaXJow Cepun Npon3BeeHHOro NekapCTBEHHOIO CpeacTBa B obpalleHme.

86. YNonHoMo4eHHOe NnLo Npom3BoauTens AoSMkHO obnagaTe cnegylowen ksanmdukaumnen:
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- UMeTb BbiclLee 06Gpa3oBaHe No OAHOW U3 OUCLUMMNMH CreayloLero HanpasneHus: dpapmMaums,
XUMUS, BUoNorna, MmeavuuHa Unu BeTepuHapus;

- UMETb ONMbIT NPaKTUYECKON AeATENbHOCTM (He MeHee 2-X feT) B 06nacTh kKa4eCTBEHHOIo aHanusa
nNeKapcTBEHHbIX CpeACTB, KONMMYECTBEHHOIO aHanva3a akTMBHbIX BELLECTB U NPoBeAeHUs UCMbITaHuiA u
NpoBEPOK, HEOGXOAMMBIX AN NOATBEPXOEHUS KaYyecTBa NleKapCTBEeHHbIX CpeacTB.

87. MuHMManbHbIN  KypCc O0OydYeHMs YMOSTHOMOYEHHOro JfivMua npouM3BOAMTENS, BKIIHOYast
NOCTAWMITIOMHOE, AOMMKEH BKMOYaTb TEOPETUYECKME M NPAKTUYECKNe 3aHATUS MO CriegyroLmMM OCHOBHbIM
avcumnnuHam: dmamka; obLas n HeopraHuyeckast XMMNsi; OpraHMyYeckas XMMUs; aHanuTu4Yeckas XMmMus;
(apmaLeBTNYECKasN XUMUST; oroxumus; dusnornorusi; MUKpobuonorus; hapmakonorus;
drapmaLieBTMHECKAS TEXHOMOMSA; TOKCUKOMOTUSI.

88. PelweHve o BbiNycke NPOM3BEOEHHON CEepuUN IeKapCTBEHHOro cpeactea B oOpalleHue
NPYHUMAETCS YNONTHOMOYEHHBIM NULLOM NPOM3BOAUTENS MOCHE TOro, Kak OHO Y4OCTOBEPUTCSI B TOM, YTO:

- BCE MNPOW3BOACTBEHHbIE oOMepauMM B OTHOLWIEHWM [OaHHOW Ccepun Obinn  BbIMNOMHEHbl B
COOTBETCTBUMN C YCTAHOBJIEHHbIMWN TPEOOBAHUAMMK, A TAKKE MOJNTOXKEHUAMU PETMCTPALMOHHOIO 4OChE Ha
AaHHBIN NeKapCTBEHHbIV Npenapar;

- OCHOBHbI€ npoLecchbl npon3BoacTBa U MeTOAbl KOHTPONA BannamnpoBaHbl C y4eTOM (*)aKTI/I‘-IeCKI/IX
yCJ'IOBI/II;I npon3BoacTea M NMPOTOKOJ10B Ha Ceputo NpoayKunn;

- nMobble OTKIOHEHUS Unu 3aniaHnpoBaHHble WU3MEHEHUA B TEXHOJI0OrM4eCKOM npouecce
npon3BoacTBa UM KOHTPOIie yTBepPXXA4EeHbl OTBETCTBEHHbIMU JNTMLaMU;

- nNpoBeneHbl BCe HeobxoauMmble NPOBEPKN N UCMbITAHUA (B TOM 4uncne LOMONHUTESNbHbIN 0T60p
|'|p06, NPOBEPKN N UCMbITaHNA, Bbl3BAHHbIE OTKITOHEHUAMU B TEXHOJIOTMYECKOM npouecce npon3soacTBa
U1 nnaHoBbIMA VI3MeHeHI/IFIMVI);

- pe3ynbTaT aHanu3a o6pasuoB NPOM3BEAEHHON Cepun NeKapCTBEHHOrO CpPeAcTBa MOATBEPAMI
COOTBETCTBME KOMUYECTBEHHBLIX W KauyecCTBEHHbLIX MokasaTenei napameTpaM, YCTaHOBMEHHbIM Mpu
perncTpauum nekapcTBEHHOro cpeacTBa (cneundukauum);

- BCe Nnpoun3BoACTBEHHble, BCNoMoraTtesibHble W KOHTPOIibHble onepauun, npenyCcMoOTpeHHbIe
perncTpaumoHHbiM O0Cbe, OTpaXeHbl B MNPOTOKONEe cepun, COOTBETCTBYHOLLME 3annucu CKpenmeHbl
noanncAaAMun OTBETCTBEHHbIX JMNLL;

- NpoBedeHbl ayanTbl B COOTBETCTBUN C TpeGOBaHMﬂMM cucteMbl obecneyeHns Ka4yecTBa;

- NPUHATBI BO BHMUMaHuWe BCe WHble CbaKTopr, KOTOpble, N0 MHEeHUK YNnoJsIHOMOYeHHOro nuda
npon3BoanTenda ABNAKTCA CyLLEeCTBEHHbLIMU.

89. MNpounsBoanTenb 0653aH XpaHUTbL NPOTOKOSbI BbIMYLLEHHbIX CEPUIA JIEKAPCTBEHHOIO CPEACTBA,
BKItOYasi MPOTOKOMblI aHanmM3a oOpasuoB roTOBOTO MNPOAYKTa, a Takke KOnMuM [OKYMEHTOB,
NOATBEPXKAatLLMX COOTBETCTBUE NIEKAPCTBEHHbIX CPEACTB NO Ge30nacHOCTH, B TeueHne 5 net, a Takke
JonyckaTb K apxvuBy COTPYAHMKOB YMOMHOMOYEHHOTO FOCYAapCTBEHHOrO opraHa KbIprbl3ckom
Pecnybnukn B obnactu 3gpaBooxpaHeHuMsi B cdpepe oOpalleHus feKkapCTBEHHbIX CPeacTB Mnpu
npoBeaeHMn UWHCMNEKUMOHHOro KoHTponsi. [lpousBoaguTenb Takke o06s13aH NpeaocTaBnsTb  KOMuu
NMPOTOKOMOB CepUii U OOKYMEHTOB, NOATBEPXKOAOLIMX COOTBETCTBME IEKAPCTBEHHbLIX CPeacTB Mo
©e3onacHocTK, NO 3anpocy YMONIHOMOYEHHOTO rocygapCcTBeHHOro opraHa Kbiprbisckon Pecnybnuku B
obnacTtu 3apaBoOXpaHeHuUs B cdhepe obpalleHns NeKapCTBEHHbLIX CPEeACTB.

90. MpounseoauTenb 06sA3aH XpPaHUTb KOHTPOIbHbIE 06pa3Lbl BbIMYLLEHHbLIX CEPUIA NEKapCTBEHHOIO
cpeAcTBa B KONM4YecTBe, HeobXoOMMOM ANsl MPOBeAEHUst TpeX MOJSHbIX aHanM30B 1eKapCTBEHHOro
CpeAcTBa B TeYeHUe CpoKa roAHOCTM BbiNyLLEHHON Cepum nekapCTBEHHOro cpeacTsa Mioc OAuH rof.

91. KoHTpornbHble 06pasLbl NCMOMb3YOTCS C LeNblo NPOBEPKM COOTBETCTBUS BbIMYLLEHHON cepun
nekapcTBEHHOro cpeacTea obpasuam, NnosnyyeHHbIM HENoCpPeACTBEHHO M3 obpalleHus, Npu Hanuyiun B
OTHOLUEHWM MOocnedHUX MOAO3PEHUSI B UX MOASIMHHOCTM WIWN TMOMNYyYEeHUs] OaHHbIX O HECOOTBETCTBUM
neKkapCTBEHHOro CpeacTBa YCTAHOBIEHHBLIM KpuTepusaM (cneumndukaumm).

92. Peknamauun OTHOCUTENbHO Ka4yecTBa BbIMYLLEHHbIX B OOpalleHne NekapCTBEHHbIX CPEeLCTB
coBUpaloTCs N XpaHATCS NPOU3BOAMTENEM B TEYEHUE 5 NET C MOMEHTA UX MONyYEHMS.

93. B cnyyae nonyyeHus peknamauuin no KayecTBy BbiNyLLEHHbIX B obpalleHne nekapcTBEHHbIX
CpeacTB npoussoauTenbs 06s3aH B KpaTyanlLme CPOKU OCYLLECTBUTb NPOBEPKY NOMyYEeHHON peknamMauum.
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B cny4yae HeobXxoaMMOCTM JaHHas NnpoBEpPKa Npon3BoanTcAa C NCNOJNIb30OBAHNEM KOHTPOJIbHbIX 06pa3LI,OB
BbINYLLEHHbIX cepvuh NekapCTBeHHOro cpencrea.

94. B crnyyae nNOATBEPXKOEHUS HECOOTBETCTBUA aHanu3vpyemblXx 06pasuoB KOHTPOJIbHbIM
obpasuam npousBoauTenb o06s3aH B TeyeHWe 7 [OHEW NPOVMHAOPMUPOBATL  YNONTHOMOYEHHbIN
rocygapcTBeHHbI opraH Kblprbiackoit Pecnybnuvku B obnactu 3apaBooxpaHeHus B cdhepe obpalleHus
nNeKkapcTBEHHbIX CPeACTB O BbIIBNEHHOM (bakTe HecooTBEeTCTBUA M 06 M3BecTHOM (npeanonaraemMom)
WCTOYHMKE HECOOTBETCTBYIOLLEN NapTUM NeKapCTBEHHbIX CPeaCTB.

95. MNMpownssoanTens 0653aH 6e3B03Me3AHO NPeAoCTaBNATb KOHTPONbHbIe 00pasLpbl BblMyLLEHHbIX
cepuii B KomuyecTBe, HeoOXOAMMOM ANsi NPOBeAeHWst OOHOro MOSIHOTO aHanusa, Mo MNUCbMEHHOMY
3anpocy YMNONHOMOYEHHOro rocygapcTBeHHoro opraHa Koeiprbisckon Pecnybnvkn B obnactu
3gpaBooxpaHeHus B cdepe obpalleHWs neKkapCTBEHHbIX CPeACcTB ANA NpoBedeHUs MocredHuM
cobCTBEHHON NPOBEPKU MO hakTamM MOonyyYyeHus xanob 0 HeCOOTBETCTBMM NEKapPCTBEHHbIX cpeacTs. [1o
BO3MOXXHOCTW  YMOMTHOMOYEHHbIN rocygapcTBeHHbln  opraH  Kbiprbisckon Pecnybnukm B obnactu
3gpaBooxpaHeHus B cdepe obpalleHus fekapCTBEHHbIX CpeacTB npuBrnekaeT npeacraBmTenen
NpOM3BOAMTENS K MPOBEAEHUNIO aHann3a KOHTPOSbHbIX 06pasLIoB.

96. HenpeacraeneHve obpasuoB B TedyeHue 30 AHENW C MOMEHTa MOfyYeHWs NpousBoauTENEM
3anpoca YMOMHOMOYEHHOr0 rocyaapcTBeHHoro opraHa Kbipreisackon Pecnybnukn B obnactu
30paBooOXxpaHeHus B cdepe obpalleHuss NeKapCTBEHHbIX CPeAcTB cyMTaeTcd (hakToM MpusHaHUS
Bblnycka B obpalleHne Heka4yeCTBEHHOW NPOAYKLUN.

NnaBa 6. Tpe6boBaHuA 6e3onacHOCTM NpU aNnTe4YHOM
M3roTOBJIEHUM NNeKapCTBEHHbIX CPeAcCTB

97. AnTe4yHoe N3roToBreHmne JleKapCTBEHHbIX CPpeaCTB MOXET OCYLUEeCTBIIATLCA TOJIbKO B anTe4YHbIX
yypexageHuax ¢ npaBoM U3roToOBIIEHUA.

98. JlekapcTBeHHble CpeacTBa M3roTaBfMBAOTCS Ha OCHOBAHMM WHAMBUAOYaNbHbIX PELenToB
(akcTemnopanbHble NeKkapcTBeHHble npenapartbl), MO CTaHdapTHbIM nponucaMm  (oduumanbHble
nekapcTBeHHble npenaparThbl).

99. AnTekn opraHusaumi 3gpaBooxpaHeHus (ganee - O3) AOMKHbI N3rOTaBNNBATL JIEKAPCTBEHHbIE
cpeactBa Tonbko no TpeboBaHuaM O3, K KOTOpbIM OHM oOTHocsTcs. Antekm O3 He uMelT npaBo
peanu3oBbIBaTb M3roTaBNMBaeEMbIE UMW NIEKAPCTBEHHLIE CPEACTBA HACENEHNIO.

100. MNpn anTe4YHOM M3rOTOBIIEHMU NEKAPCTBEHHbLIX CPEACTB AOSMKHbI BbIMNOMHATLCA TpeboBaHus
dapmakonen OencTByOWMX Ha Tepputopumn Kbipreidckon Pecny6nvku, n/unn HOpMaTUBHBLIX MPaBOBbLIX
akToB Kbiprbiackon Pecnybnuku.

101. B kayecTBe MCXOAHbLIX MaTtepuanoB Mpu anTe4YHOM M3rOTOBIIEHWMU NEKAPCTBEHHbIX CPEACTB
MOryT WCMOMb30BaTbCA TOSIbKO aKTMBHbIE BeELLeCTBa WM YMNaKkoOBOYHbIE MaTepuanbl Ond NepBUYHOMN
YyNakoBKW, OTBevawwue TpeboBaHuaM dapmMakonen, OencTBylWMX Ha Tepputopumn Kbiprbl3ckomn
Pecnybnuvku, n/unn HopmaTMBHbLIX NPaBOBbIX akTOB Kbipreidckon Pecnybnvku,

102. Mpu anTe4yHOM M3rOTOBMEHMU [OMYyCKaeTCs WCMNOMb3oBaHWE BCrNoMoraTerbHbIX BeLLecTB
HedapMaKoOMenHOro KayecTBa, KOTOpble paspeLleHbl AN NPUMMEHeHUs B hapMaueBTUYECKON, NULLLEBON
N KOCMETUYECKON MPOMBILLAEHHOCTU (3@ WCKIIOYEHNEM W3TOTOBMEHUSA MHBEKUMOHHBIX MeKapCTBEHHbIX
topwm).

103. MWasrotaBnuBaemble B anTeke nekapcTBEHHble cpeacTBa [AOIMKHbI  NoaBepratbes
nepvoau4eckomy BbIBOPOYHOMY KOHTPOM B COOTBETCTBUM C TpeboBaHuAMM cbapmakonen u apyrux
HOPMAaTUBHbLIX OOKYMEHTOB, fdencTsylowmx Ha TeppuTtopum Kbipreidackon Pecnybnuku, w/vnm
HOpMaTUBHbIX NPaBoBbIX akToB Kbiprblackon PecnyGnuku.

104. Becbl, MepHas nocyda, usmeputernbHble NpUGopbl (TEPMOMETPbI, MaHOMETPLI U Mpo4une),
ucronb3yemble AN W3roTOBMEHUS U KOHTPOMA KayecTBa NeKapCTBEHHbIX CPeacTB, AOMKHbl ObiTb
KannbpoBaHbl W [OOMKHbI MOABEPraTbCA  MNEepUoOaUYECcKOMY  METPONOrMYEeCKOMY  KOHTPOMo B
yCTaHOBMNEHHOM Nopsiake.

105. Bce paboTbl No nNpoBepke [OOKYMEHTOB, MOATBEPXKOAAOLWMX KA4yecTBO 3aKynaemblxX
(nony4aembix) aKTUBHBLIX U BCOMOraTernbHbIX BELECTB, YNAakoBOYHbIX MaTtepuanos, UCNoMb3yembliX Ans
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anTe4yHoro M3roTOBMEHUSA NeKapCTBEHHbIX CPEACTB, a TakkKe MO KOHTPOM KavyecTBa NeKapCTBEHHbIX
CPeACTB anTeyYyHOro W3roTOBMEHUS, OCYLLECTBMAAKTCA B pamkax paboTbl cuctembl obecnedeHust
KayecTBa, oTBevatLLen TpeboBaHuAM NyHKTOB 141-143 HacToswero PernameHTa.

106. Kaxxgas ynakoBka (3TWKeTKa) NnekapCTBEHHOro cpeacTBa, U3rOTOBEHHOro B anTeke, AOMKHa
coaepxaTtb UHpopMaLmo, NPeayCMOTPEHHYIO MYHKTOM 229 HacTosiwero PernameHTa.

107. WsrotaBnuBaemble B anTeke JeKapCTBEHHble CpeacTBa [OOMKHbl WM3roTaBnMBaThCA M
NnoaBepratbCs  BHYTPUMANTEYHOMY KOHTPOMK B MOpsAKke, YCTAHOBMEHHOM  3aKoHOA4ATENbCTBOM
Kbiprbiackon Pecny6nuvku.

FnaBa 7. Tpe6oBaHMA 6e30NacHOCTU NMPU ONTOBOWM
peanu3auumn nekapcTBeHHbIX CpeacTB

108. OnToBas peanusaumsi NEKApPCTBEHHbIX CPEACTB OOMMKHA OCYLLECTBMSATLCA B COOTBETCTBUUN C
TpeboBaHUSIMM HACTOSILLEN [MaBbl M MNpaBuiaMu Hagnexaiwlen anctpubbioTopckon npakTukn (GDP)
(npunoxeHne 6 k HacTosiweMy PernameHTy), ¢ cobrogeHMem ycrioBUiA, MPU KOTOPbLIX COXpaHseTcs
6e30nacHOCTb 1 Ka4eCTBO NEKAPCTBEHHbLIX CPEACTB MPY UX MPUMEHEHWMN.

109. He ponyckaeTtca peanu3auusa NeKapCTBEHHbIX CPeACTB C MCTEKWMM CPOKOM FOOHOCTH,
(anbCcMUUMPOBAHHBIX UMW MpULIEAWNX B HErogHOCTb, a TakkKe JIeKapCTBEHHbIX CpeacTs
HeHaanexallero kayecTaa.

110. Cncrema obecneyeHns kadecTBa ONTOBOM TOProBMNW fleKapCTBEHHLIMU CpeAcTBaMU LOIMKHA
obecneynBaTb:

- peanusaumio NeKapCTBEHHbIX CPencTB, COOTBETCTBYHOLWMX TpeboBaHusaMm nyHktoB 108, 109
HacTosiero PernameHTa;

- cobnogeHne yC.I'IOBl/IIZ XpaHeHua nekapCcTtBeHHbIX cpeanCcTB B COOTBETCTBMU C MapKI/IpOBKOIZ n/nnu
VIHCprKU,I/IGVI Nno NnpuMeHeHuo, BKIto4Yad nepnoa TpaHCnopTUpoOBaHUA,

- UCKINoYeHne nyTaHulbl NekapCTBeHHbIX CpeacTB UIMN UX 3arpAaA3HEeHUA;

- BbIIBMIEHWE W HeJonylleHve peanusaumy nekapcTBEHHbIX CPeacTB, HE COOTBETCTBYHOLLUX
TpeboBaHuam nyHkTa 109 HacTosdwero PernameHTa;

- 3(hPEKTUBHYIO METOAMKY OT3bIBa OTIPY)KEHHbIX TEKAPCTBEHHbLIX CPEACTB;

- CaAMOWHCMEKTUPOBAHME C LIEMNbI0 OLIEHKM (DYHKLIMOHMPOBAHNUA CUCTEMbI 0BecrnedeHnst KadyecTsa u,
npyM HeoBGXOAMMOCTU, WCMpPaBEHUs] BbISIBMEHHLIX HedocTaTkoB. CaMOWHCMEKTMPOBaHME OOSHKHO
OCYLLECTBNATLCA He pexe 1 pasa B rog.

111. CDopma n coaepxaHne OOKyMeHTaumm B 3aBUCMMOCTU OT €ee KaTteropymm wu Buaa
pernamMmeHTUpyrTCca pykoBoguTenem opraHnsaumm n 3akoHo4aTtenbCTBOM KprFbI3CKOIZ PeCI'Iy6J'II/IKI/1.

112. XpaHEHMe LOOKYMEHTOB OCYLLUEeCTBIAETCA Ha 6yMa)KHbIX n/vnn ANEKTPOHHbIX HOCUTENAX.

113. [oKyMeHTbl, OTpaKarolime MOoNyYeHne Wnv OTIPY3Ky JeKapCTBEHHbIX CPEeACTB, AOJUKHbI
cofepXaTb Kak MUHMMYM CriefyoLyo MHGOopMaLMio, NO3BOSSIOWYI0 NPOCeanTb NyTb pacrnpeaeneHns
KaKoro fekapCTBEHHOTO CPeACTBa:

- JaTa coBepLIeHNs onepauuu;

- HaMMeHOBaHWe ¥ aapec NOCTaBLUMKA W FPy300TNPaBUTENS;

- HaMeHOBaHWe 1 aapec NoKynaTens v rpy3onony4yaTens;

- Ha3BaHWe NeKapCcTBEHHOro CPeACcTBa, NekapcTBeHHas doopma, HOMep Cepuu;
- KONMYECTBO NEKapCTBEHHOIO CPeaCTBa;

- HOMep AOKyMeHTa, NoATBepxaatoLLero 6e30nacHOCTb NPOAYKLMN;

- NP1 HeoBXOAMMOCTU, 0coBble YCIOBUSI TPAHCTIOPTUPOBKN U XpaHEHUSI.

114. Undbopmaums, ykasaHHas B npegblayliemM nyHKTe HacTosWwen rmasbl, JOMKHA XPaHUTLCSA He
MeHee 5 neT 1 no 3anpocy ObiTb AOCTYNHA AN NPOBEPKN YNONHOMOYEHHbIM rOCy4apCTBEHHbLIM OPraHoM
Kbipreizckon Pecnybnukm B 06nactu 3gpaBooxpaHeHns B cdepe obpalleHus nekapcTBeHHbIX CPeACTB.

115. Cuctema pJokymeHTauum [OrkHa BKNOYaTb paspaboTaHHble npeanpusTMeM ONTOBOW
TOProBnn feKkapCTBEHHLIMU CPEeACTBaMW MUCbMEHHbIE WMHCTPYKUMM WKW CTaHZapTHbIe OnepauMoHHble
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npouenypsbl (COI‘I), B KOTOPbLIX OMMCaHbl 3Tanbl ABMXEHUA NEKAPCTBEHHOIO CpeacTBa (OT nony4yeHuna oo
0Trpy3|<14), KOTOpble MOryT MnOBNMATL Ha €ro KadeCTtBO, a TakKke Ha Ka4decCTBO ﬂ,VICTpI/I6bI'0TOpCKOI7|
DeATEerNIbHOCTW.

116. CraHgapTHble onepaumoHHble npouedypbl (COM) wnn  UHCTPYKUUMW  OOSMKHbI  ObITh
OaTupoBaHbl W MoANUCaHbl MULUOM, OTBETCTBEHHbIM 3@ CUCTEMY KadecTBa, W yTBEpPXAeHbl
pykoBoauTEenem npeanpusaTnua ONTOBOW TOProBnv fiekapCTBEHHbIMU CpeacTBaMuU.

117. B HCTPYKLMAX OOSMKHbI ObITb U3IOXEHbI:

- NOPSAOK NOMYyYeHMs 3aKkasa OT NOCTaBLUMKA 1 MPOBEPKM €ro KOMMIEKTHOCTM U Ka4YecTBa;
- NOPSI0K XpaHEeHUs1 NeKapCTBEHHbIX CPE/CTB;

- NOPSAOK caHUTapHON 06paboTkm 1 06CnyXnBaHNS NOMELLEHNI;

- NOpAOOK XpaHeHunA I/IHCbOpMaLI,I/IVI O NeKapCTBeEHHOM cCpencTBe Ha 6yMa)KHOM HOcUTENne nUnn B
QIMEeKTPOHHOM BUAeE;

- NOpPAOOK OOKYMEHTUPOBAHUS U apXMBUPOBaHWUA MHGOPMaLMK, NpeayCMOTPEHHON nyHkTom 113
HacToswero PernameHTa;

- NOPAAOK NOCTaBKU NeKapCTBEHHbIX CPeaCTB;
- NOpsAA0K BO3BpaTa nekapcTBEeHHbIX CPEACTB;
- NOPSAAOK OT3blBa NEKAPCTBEHHBLIX CPEACTB;

- nopsgok otbopa 0bpasuos.;

- NopAaokK OEencTeuin B Cly4ae BbidABJIIEHUA NEeKapCTBEHHbIX CPeACTB HeHaarexallero ka4ecrtsea, C
NUCTEKWNM CPOKOM rogHOCTH, d)aJ'II:CM(*)I/ILLI/IpOBaHHbIX mnnu npuegumnx B HEroaHOCTb;

- NOPAAOK KOHTPOJ14 3a O6paLLl,eHVIeM JIeKapCTBEHHbIX CPeAcCTB;
- NOPAAOK KOHTPOIIA 3a TOBApOM C UCTeKakrLWwmMM CPOKOM roaHOCTHU;
- NoOpAAoOK nNnpoBegeHnda CaMOUHCNEKTNPOBaHUA.

MmaBa 8. TpeboBaHMA 6e30NacCHOCTU NPUN PO3HNYHOMN
peanusauumn nekapcTBeHHbIX CpeacTB

118. Po3HMYHasa peanusaumsa nekapCTBEHHbIX CPeacTB AO0SMKHA OCYLLECTBNATLCA B COOTBETCTBUM
¢ TpeboBaHNAMM HACTOSLLEN IMaBbl 1 NpaBUNamMn Hagnexalen antedHon npaktnkm (GPP) (npunoxeHune
5 k HacTosAweMy PernmameHTy) B ycnosusix, obecneymsarowmnx 6€30nacHOCTb U Ka4eCTBO JIEKapCTBEHHbIX
cpencTs.

119. Po3Hu4Hasa peanuaaums nekapCTBEHHbIX CPeACTB, BKMIOYEHHbIX B COOTBETCTBYHOLLME CMUCKM
HapKOTUYECKMX CPEACTB, MCUMXOTPOMHbIX BELWEeCTB U WX MPEeKypCopoB, Moasiexalimx KOHTPOM B
Kblpreidckon Pecnybnvke, ocyLecTBnsieTcs ¢ y4eTom TpeboBaHMI 3aKOHO4ATENbCTBA O HAPKOTUYECKUX
CpefacTBax M NCUXOTPOMHbLIX BELLECTBAX.

120. AnTeyHble 0O6BbEKTbI OOIMKHbI MMETb PACMOSIOKEHHYHO HaZ BXOOHOW LBEPLK UMK OKOMO Hee
BbIBECKY C yKasaHueM cregyowen nHgopmauuu:

- TMN anTeYyHoro obbekTa (anTeKa, anTeyYHbIN NYHKT, anTeyYHbIN KI/IOCK);

- HaMEeHOBaHMWe anTe4YHOro YYPEXAEHUS U OpraHn3aLMoOHHO-NpaBoBas hopma (Ans PUANYECKUX
nnu) Unu paMunns, UMst 1 0TYECTBO MHAMBMAOYANBHOIO NpeanpuUHUMaTens;

- agpec (MecTo HaxXoXOEeHNS) anTEYHOTO YUYPEXAEHWS;
- pexunm paboThbl.

lNpumeyaHue |Z/0 "Tokmom": Konuyecmeo absaues 8 ryHKkme 120
Hacmosiwezao TexHu4yeckoeo PeeniameHma He coomeemcmeyem Kosiudecmsy ab3auyee 8 mekcme Ha
20cy0apcmeeHHOM SI3bIKe.

121. AnTeuyHble 06BbEKTLI, paboTatolme B HOYHOE BpeEMS, AOMKHbI MMETb OCBELLEHHYHO BbIBECKY C
UHdopmaumer o paboTe B HOYHOE BpeMsi, 3BOHOK A1 BbI30Ba paboTHMKa anTe4yHoro obbekra.

122. B oTpaneHHbIX HacCeneHHbIX MyHKTax, rae OTCYTCTBYIOT anTeudHble YYpexaeHus u
cneunanncTbl, umelowme dapmaueBTmyeckoe obpasoBaHue, fnekapCTBeHHble cpeacTBa M u3genus
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MEOMWLNHCKOrO HasHayYeHMsi MOTyT pearnuv3oBbIBaTbCs MEeAMUMHCKUMW paboTHMKaMK rocygapCTBEHHbIX
yupexaeHun 34paBoOXpaHeHus B MNopsake, YCTaHOBMNEHHOM  YMNOMHOMOYEHHbIM FOCY4apCTBEHHbIM
opraHom Kbipreiadcko Pecny6nvkmn B obnactu 3gpaBooxpaHeHust B cdepe obpalleHuns NekapCTBEHHbIX
cpeacTs.

123. Ha denbawepcko-akylepckMx MyHKTax [OIPKHbl cobnogatbCs  YCNOBUSI  XPaHEHUs!
nekapcTBeHHbIX cpeactB. Cucrtema MeHemMKMEHTa KadecTBa OpraHusauun, NOCTaBASIOLLMX
nekapcTBeHHble cpeacTBa Ha benbAllepCKo-akyllepckme NyHKTbl, AOMMKHa npeaycMaTpuBaTh KOHTPOMb
YCIOBWUI XpaHEHWs1 NEKapPCTBEHHbIX CPeACTB Ha (PeNnbALLIEPCKO-aKYLLEPCKUX NMYyHKTax.

124. He OOMnycKkaeTca pPO3HUYHaA peanm3auna nekapCTBeHHbIX CpencCTB C UCTEKWUM CPOKOM
roOAHOCTH, d)aﬂbCI/I(*)I/ILI,I/IpOBaHHbIX nnn npuwegwnx B HeEroaHoCTb, a TaKXe J1ieKapCTBEHHbIX CpeacTB
HeHaaneXxatwlero Ka4ectesa " Bo3BpallEeHHbIX Mo aTON npu4vnHe.

125. Po3Hu4Has peanusauns nekapcTBeHHbIX CpefcTB 6e3 npedycMOTpeHHOW npoussoauTenem
BHELUHel (BTOPUYHOM) YyNakoBKM OOMYCKAeTCA TONbKO MpU YCIOBMKU, YTO MOTPEBUTENo B MUCbMEHHOM
Buae Obina npedocTaBrneHa BCA MHGOPMauus, codepxkallasica B WHCTpykuuu. Peanusaums
nekapcTBeHHbIX cpeacTB 6e3 BHYTpeHHel (NepBUYHOIA) YNakoBKN He AOMYCKaeTCs.

126. Mo TpeboBaHuio NoTpebutens emy OofkHa ObITb NpegocTaBneHa nHdopmaums obo Bcex
UMEIOLLMXCA Ha anTe4YHOM OOBbEKTE CUHOHMMAX FNIeKapCTBEHHOIO CPEACTBA, a TaKKe MX LieHax.

127. JlekapCTBeHHblEe CpeAcTBa [0 NOAayn B TOProBbIA 3an AOMKHbI NPOWTU NPEeAnpPOAakHYHo
noaroToBKy, KOTOpas BKIKOYAET pacrnakoBKy, PacCOPTMPOBKY M OCMOTP TOBapa; NPOBEPKY kadecTBa
ToBapa (MO BHELUHVMM MpM3HaKkam) U Hanuuusa Heobxoaumow uHdopmaumm o ToBape. lNpegnpogaxHas
NMOAroTOBKa NeKapCTBEHHbIX CPEACTB, MOCTABMASEMbIX B anTEYHbIA MYHKT WM anTeYHbIA KMOCK, MOXET
ObITb NpOBEeAEHa B anTeke UM Ha anTe4YHoM ckrage.

128. JlekapcTBeHHble CpeacTBa, OTHECEHHble K KaTeropuu oTnyckaemblX MO peuenTy Bpada,
noanexart OTMyCKy Mnocne npeabsiBneHus notpebutenem peuenta, 0GOPMMEHHOrO Ha OGnaHke
yCTaHOBMNEHHOW opMbl C cOOMAeHNeM npaBuil OPOPMITEHNUS, YCTAHOBIIEHHBIX YMONTHOMOYEHHbBIM
rocygapcrBeHHbIM opraHom Kbeiprbidckon Pecnybnvkmn B obnacTtu 3gpaBooxpaHeHust B cdepe obpalleHums
rnekapCTBEHHbIX CPeCTB.

dopmbl GnaHkoB peuenToB, MpaBunia OMOPMIIEHWS, a Takke MNOPSAOK yyeTa, XpaHeHus wu
YHUYTOXEHNS  peuentoB B  anTedHblX yuypexaeHusx paspabaTbiBaloTcs M yTBEpXKOalTCH
YMNONIHOMOYEHHbIM FOCYAapCTBEHHbIM opraHoM Kbiprbidckon Pecnybnuvkm B o6nactv 3gpaBooxpaHeHu s B
chepe obpalleHns nekapcTBEHHbIX CPeCTB.

Mpy OTCYTCTBUM Ha anTeYHOM OGBbEKTe Ha MOMEHT obpalleHust NoTpeGuTens nekapcTBEHHOro
CpeacTBa, Ha KOTOpbI BbiMMCaH peuenT, anTeyHbli paGoTHUK BrpaBe NPeanoXuTs noTpebutento ero
reHepuyeckylo 3ameHy, U C cornacusi notTpebutens Ha npeanaraeMyio 3amMeHy Ha oBopoTe peuenTa
anTeyHbli paboTHWK yKasblBaeT HaVMeHOBaHWe OTMyCKaeMOoro B KayecTBe 3aMeHbl NeKapCTBEHHOro
cpeqcTBa, CTaBMT CBOK MOAMMUCH U AaTy OTMycKa NekapcTBEHHOro cpeacTaa.

129. B 3aBMCUMOCTM OT TuMa anTe4yHOro obbekTa anTeyHble y4YpexaeHusl BnpaBe OCYLLECTBIATb
cnepyowme BUabl 4eATENBHOCTY:

1) B anTeke - 3aKynka, NMpueMKa, XpaHeHue, anTeyHoe M3roToBreHue, chacoBka, AOCTaBKa U
peanusauusi NekapcTBeHHbIX CPeacTB MoTpebuTensam, BKMYas OTMYCK NEeKapCTBEHHbIX CPeacTB B
paMKax couuanbHbIX FOCYdapCTBEHHbIX MporpaMM, a Takke OTNYCK JeKapCTBEHHbIX CpeacTs
MeOVLIMHCKUM OpraHu3auusm v ApyruM opraHusaumam ans MeauumMHCKUX Lenei;

2) B anTe4yHOM TMyHKTE - TNpPUEeMKa, XpaHeHWe W peanusaums fekapCTBEHHbIX CPeacTB
notpebutensm;
3) B anTe4yHOM KWOCKE - TMpPUEMKA, XpaHEeHWe W peanusauusi NeKapCTBEHHbIX CPeAcTB

noTpebutensam (3a UCKMYeHNeM feKapCTBEHHbIX CPEeACTB, OTHECEHHbIX K KaTeropum oTnyckaemblX Mo
peuLenTy Bpaya);

4) B anteke ne4yebHo-NpodunakTnyeckon opranmsaumm (JINY) (60NbHUYHON, MEXDONBHUYHON
anTteke) - anTe4yHoe M3roTOBMNEHMEe U OTMYCK NEKAapPCTBEHHbIX CPeACTB OpraHu3aumsm 34paBoOOXpaHeHus,
K KOTOPbIM OHa MpUKpenseHa.

130. AnTeyHble yuypexgeHus unv MHOuBMAyarnbHble npegrnpuHumarteny no 3akasy notpebutens
BrpaBe OCYLUECTBMNATb JOCTaBKy NIEKapCTBEHHbIX CPeaCcTB Ha AOM UMK B MHOE, yKa3aHHoe noTpebutenem
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MecTto. [ocTtaBka ﬂOTpe6I/ITeﬂ|'O OOJDKHa OCYLUEeCTBIATbCA cnocobom, He gonyckarowmmMm n3MeHeHus
CBOMNCTB JNEKapCTBEHHbIX CpeaCTB B npouecce Nx TpaHCNOpPTUPOBKN.

131. lMpu peanusauuy 1eKapCTBEHHbIX CPEACTB K BblKNaAke JeKapCTBEHHbIX CPeacTB npu
pasmelleHMn Ha BUTPUHaX WU Ha NpucrnocobrieHHOM Ans 3Toro oGopydoBaHWM anTeyHoro obbekTa C
uenblo MHpopMUpPOBaHUS NoTpebuTensa o6 MMeloWeMcs B MpodaXke acCopPTUMEHTE NeKapCTBEHHbIX
CPeAcCTB yCTaHaBNMBaloTCA creayolne TpeboBaHms:

1) nekapcTBeHHble CPeAcTBa, NMpefHasHayeHHble ANsi BHYTPEHHEro UM HapYKHOTO NMPUMEHEHUS,
pasmellaloTcs  pasgenbHo. BHyTpu  rpynn  niekapcTBeHHble  CpeAcTBa  pacronaralTcs Mo
dhapmakoTepaneBTUYECKOMY NMpU3HaKy. JlekapcTBeHHble CpeacTBa AOMKHbI ObiTb pa3MelleHbl OTAENbHO
OT GUONOrMYECKN aKTUBHbIX 40GABOK;

2) Npu BblKNagke NeKapCTBEHHbIX CPEACTB, OTHECEHHbIX K KaTeropum OThnycKaembiX MO peuenty
Bpaya, AOMKHO BbiTk yYka3aHo: "OTnyckalTcs No peuenTy Bpaya”;

3) B OTKpbITOM Bblknagke, obecneuvBaloLen HenocpeacTBEHHbIN [OCTyn noTpebutens K
rnekapcTBeHHbIM CpeACTBaM B TOProBOM 3arne, MOryT HaxoAWTbCH TOMNbKO JeKapCTBEHHbIE CPEeACTBa,
OTHeCeHHbIE K KaTeropun oTnyckaemblx 6e3 peuenTta Bpaya;

4) He ponyckaeTcs Bblknagka NeKapCTBEHHbIX CPEACTB, BKIMIOYEHHbIX B COOTBETCTBYIOLLME CMUCKU
lMepeyHsa HapKOTUYECKUX CPEACTB, MCUXOTPOMHbIX BELLECTB M UX MPEKYPCOPOB, NOASIEXALLUMX KOHTPOMO B
Kblpreiackon Pecnybnvke B COOTBETCTBMM C 3aKOHOLAATENbCTBOM O HAPKOTMYECKUX CpencTBax U
NCUXOTPOMHbIX BELLeCTBaXx.

132. Ha anteyHbIx 06bekTax OomkHbl ObiTb 0BecneyeHbl YCNoBUSA ANG Hagnexalero XxpaHeHus
neKkapCTBEHHbIX CPeaCTB 1 Mepbl AN NpeaoTBpaLLEHUS UX XULLEHUS.

133. Bce nomelleHust anTedyHoro obbekta AoMkKHbl OblTb 00beAuHeHbl B eAuHbIN  Onok,
N30MMpPOBaHHbIN OT ApYyrnx o6bekToB. [lonyckaeTcs BXoA B anTe4YHbIi OObEKT Yepe3 NoMeLLeHne Apyron
opraHusauum.

134. TMnowaan anTe4yHoro oOGbekTa [OSKHbl OblTb [AOCTAaTOYHbl AN OCYLLECTBIIEHMS
hapmaLeBTMYECKON AeATENbHOCTM C Y4ETOM ee Buaa U obbema.

135. Ha nnowapgax anteyHbiX OOBLEKTOB He [OoMnycKaeTcs pasMelleHve nogpasgerneHni,
YHKUMOHANBHO HE CBA3aHHbIX C OCYLLECTBMEHMEM AEATENbHOCTU, NPedyCMOTPEHHON NyHKTOM 129
HacTtosiwero PernameHTa.

136. AnTeuHble yypexageHma B 3aBUCMMOCTU OT TUMa AOOJIKHbl MMETb B COCTaBe MNOMELLEeHUS,
obecneunBatoLme BbINONTHEHNE OCHOBHbIX (byHKLI,I/IVI 1 3agad.

137. BHyTpeHHME MOBEPXHOCTU CTEH, MOTOJSIKOB, MOJIbI MOMELLEHNA anTeYHbIX OOBbEKTOB OOJMKHbI
Nno3BoONsATbL NPOBeAEHME BNaXHOW yOOpKM C MCMOMb3OBaHMEM Oe3vHUUMpYyOWmMX cpeacTts. OTaenka
aAMVHUCTPATUBHO-OLITOBbLIX MOMELLEHUIA anTeYHbIX OOBEKTOB [OMycKaeT MCMonb3oBaHue o60eB,
KOBPOBbIX MOKPLITUIA, NApKeTa, MacnsaHbIX KPacok u T.1.

138. AnTeyHble 00BEKTbI AOMKHbI OblTb OCHaLLEeHbl 060pygOBaHMEM, COOTBETCTBYHOLLUM 00BEMY U
XapakTepy ocyLLecTBrsieMoi hapMaLeBTUYECKON AeSTENbHOCTH.

139. TlomelieHnss pOna  XpaHEeHWs JeKapCTBEHHbIX CPEACTB [OOIDKHbl  ObiTb  OCHAaLLEHbI
o6opyaoBaHneM, No3BoNSOLWMM obecnednTb UX Haanexallee XpaHeHe ¢ y4eToM OUINKO-XUMUYECKNX,
(hapMaKonorMYeckmMx N TOKCMKONIOrMYECKNX CBOMCTB B TEYEHME YCTAHOBIIEHHOIO CPOKa FOAHOCTMU.

140. TllepcoHan anTeyHOro y4pexaeHuss AOIMKEH WMeTb NpPodeCcCUoHanbHy0 MOArOTOBKY W
COOTBETCTBOBATH CrieayloLmMM KBanmdukaumoHHbIM TpeboBaHNSM:

- bapmMaueBTUYECKME OOIMKHOCTU B anTe4yHOM YYpeXdeHWM MOryT 3aHuMMaTb ChneuuvanucTbl
(npoBuM30opbI 1 hapMaLeBTbl) B YCTaHOBINEHHOM NOPSAKE;

- PYKOBOACTBO anTeKkol W anTe4HbiM NYyHKTOM [OSMPKEH OCYLLECTBMSATb MPOBU30P, MMEoLniA
AOKYMEHT, MOATBEPXOAOLWNIA KBanugpukaumi (B CENbCKOM MECTHOCTM [ornyckaeTcs OCYLIeCTBsATb
PYKOBOACTBO anTeKol U anTeyHbIM NyHKTOM dhapMaLeBToM, NPOoLUeLWNM COOTBETCTBYIOLLEE NOBbILIEHNE
KBanudmkaumm);

- PYKOBOZACTBO anTeYHbIM KNOCKOM MOXET OCYLLECTBNATLCSA chapMaLeBTOM.

141. B anTeyHblx yypexgeHusx p[ormkHa OblTb cosgaHa cuctema obecneveHns KadvecTsa,
BKNtOYaIoLLasN:
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1) nomMmeLleHna n O60py,CI,OBaHMe, cooTBeTCTBYHOLME o6bemy [esaATenbHOCTM anTe4YHoro oobekTa n
noseonstoLine obecneunts cobnogeHne yCﬂOBI/IVI XpaHeHnA N N3rotoBJyieHNA nekapCTBeHHbIX CPenCTB,

2) OOKyMEHTaLMIO, NMO3BOMSAOLLYI UAEHTUMDMUMPOBATL NMPOUCXOXAEHNE, KOMNMUYECTBO U KAyecTBO
MOCTYNalLMX U BECTM YUYET XPaHSALLUXCS U peannayeMblX NIeKapCTBEHHbIX CPeCTB;

3) BXOOHOW KOHTPOIb MOCTYNaKLLMX B aNTEYHYI OpraHn3auuio fiekapCTBEHHbIX CPeaCTB;
4) nepcoHan Heobxoanmow kBanmdukauum;

5) cuctemy HenpepbIBHOrO 06y4eHns nepcoHana;

6) OOIMKHOCTHbBIE MHCTPYKLMMK;

7) (bOHD, HOPMAaTUBHbLIX N CNpaBOYHbIX MaTepunanoB, KOTOPbIMU AOOJTXHbI ObITb 0becneyeHbl Bce
anTeyHble 06beKTbl AAHHOIO anTe4YHoro yypexageHus.

142. Ha ante4yHom ob6bekTe [OMKHO ObiTb Ha3HA4YeHO NUUO, OTBETCTBEHHOE 3a CUCTEMY
obecneyeHns kadvecTtBa. JIMUO, OTBETCTBEHHOE 3a CUCTEMY OOecnevYeHuss KadecTBa, OOIMKHO UMETb
hapmaLieBTUHeCKOE 0O6pa3oBaHne M NPONTU COOTBETCTBYIOLLMIA KypC 00yYeHus.

143. B anTeyHbiX YyYpeXAEeHUsSX AOMKHO PEerynspHO MNpoBOAUTLCA CaMOMHCNEKTUPOBAHME MO
coOntoaeHnto cucTeMbl obecnevyeHns kadecTsa.

144. TNomelleHns ANs XpaHeHUs NekapCTBEHHbIX CpeacTB AOMMKHbI BbiTb OCHaLLeHbl npubopamu
ANs perncrTpauum napameTpoB Bosdyxa (TemnepaTypbl UM BnaxHocTtu). [lokasaHusa aTtmx npubopos
OOMXKHbI eXeOHEBHO perncTpupoBaTthbCa B CrieumanbHOM XypHarne (kapTe), KOTOpbld BeOeTcs NuULoMm,
OTBETCTBEHHbIM 3a cucTeMy obecneyeHus KayecTBa W XpPaHWUTCS B TeYeHWe OJHOro roga nocne
OKOHYaHUS XypHana (kapTbl).

MaBa 9. TpeboBaHMA 6€30NaCHOCTU K NpoLeccamM XpaHeHus
M TPAHCMOPTUPOBKU NIEKaPCTBEHHbIX CPeaAcTB

145. YcnoBus xpaHeHUs M TPaHCNOPTUPOBKM JeKapCTBEHHbIX CPeacTB AOMKHbl obecneynBaTb
COXPaHHOCTb CBOWCTB [F1€KapCTBEHHbIX CPEACTB Ha MNPOTSXKEHWM BCEro Cpoka WX TFOAHOCTW,
npegoTBpaLLeHns NX 3arpsa3HeHns, NepeKkpecTHOro 3arpsa3HeHNs 1 nepecopTuLbl.

146. XpaHeHne nekapCTBEHHbIX CPEACTB AOMKHO OCYLLECTBATLCA B COOTBETCTBUM C YCIOBUAMM,
yCTaHOBMNEHHbIMU BradenbLeM PerucTpaLMoHHOro Y0CTOBEPEHNUS U YTBEPKOEHHBIMU NPU perncTpaumm
nekapcTBEHHOro cpeacTea. 3a MCKMOYEHMEM Cryvyaes, MpedyCcMOTPEHHbIX MyHKTOM 149 HacTosuuero
PernameHTa, 4OMNYCTUMbl KPAaTKOCPOYHbIE OTKIOHEHUS] OT yKa3aHHbIX YCMOBWiA, HANpUMep, B MnpoLecce
TPaHCMOPTUPOBKMU.

147. [Ina obecnevyeHns coxpaHeHns 6e3onacHoCTU, apdeKTUBHOCTM U KadyecTBa NeKapCTBEHHbIX
CpeAcTB TpaHCNopTMpoBaHMe HEOBX0ONMO OCYLLIECTBNATL B YCINOBUSAX, YTOGbI:

- He Bbina yTpavyeHa BO3MOXHOCTb UX I/ILI,eHTI/I(bMKaLI,I/IM;

- He OblMM KOHTaMWHUPOBAHbI APYIUMK  JIEKAPCTBEHHbIMK CpeacTBaMu  (4O3MpOBKamu),
BELLECTBaMU U CaMn HE KOHTaMWHUPOBAM;

- ObIMM  NPUHATBI  COOTBETCTBYKLUME Mepbl NPEeSOCTOPOXHOCTM  Anst  NpefoTBpalleHus
NOBPEXAEHNN N XULLEHWUI;

- ObiNM 3allyLieHbl U He MoABepranncb Ype3mepHOMYy BO3AENCTBUIO (DAKTOPOB BHELLHEN cpefbl
(Temnepatypa, CBET, BNaXXHOCTb) U APYrMX oTpuLUaTenbHbIX (hakTopoB.

148. XpaHeHve W TpaHCMNOPTMPOBaHWE JIeKapCTBEHHbIX CPEACTB [AOMKHbI COOTBETCTBOBAaTb
Tpe6GoBaHUSIM HOPMaTUBHOIO JOKYMEHTA MO KOHTPOJSIO 33 KAaYeCcTBOM U 6e30MacHOCTLI0 JIEKapCTBEHHOTO
cpeAcTBa M MHOpMaLMK, YKa3aHHOW Ha YNakoBKE U B WMHCTPYKLMM MO MPUMEHEHUIO, C Y4eTOM WX
PM3NKO-XMMNYECKNX CBOMCTB, a TaKke B COOTBETCTBUM C MpaBunamMu Mo YyrnakoBKe, MapKUpOBKe,
TPaHCMOPTUPOBAHUIO U XPAHEHWIO NEKapCTBEHHbIX CPeACTB, YTBePXKAEHHbIMW HacToAWwUM PernameHTom.

149. JlekapcTBeHHbIE CpeAcTBa, YbM CBOMCTBA MOTYT CyLLECTBEHHbIM 06pa3omM uameHaTbes (bbiTb
yTpayeHHbIMK) B pesynbTaTe Aaxe KpaTKOBPEMEHHbIX TeMMNepaTypHbIX OTKMOHEHUA OT YCTaHOBIEHHbIX
YCMOBUWIN, AOIMKHbI XPaHWUTBCA M MEepeBO3UTLCA C MCMONb30BaHMEM TEPMOWHAUKATOPOB, (UKCUMPYIOLLMX
KpUTUYECKNE OTKIOHEHMS OT HeOOXOAUMBIX YCIOBUN.
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150. OcobeHHOCTN XpaHeHUS 1 NepeBO3KM NeKapCTBEHHbIX CPEACTB, OTHECEHHbIX B COOTBETCTBUM
C [OeyCTBYIOLIMM 3aKoHOAATeNbCTBOM K OCOObIM rpynnam, nognexawiym cneuvanbHOMy YyveTy u
KOHTPOMO (NeKapCTBEHHbIE CPeacTBa, BKMOYEHHbIE B CMWUCKM HAPKOTUYECKUX, CUMbHOOENCTBYIOLLMX,
A0O0OBUTbLIX n npoyue cneunanbHbie CI'II/ICKI/I), onpenenarnTcAa B nopsaake, YCTaHOBJ1IEHHOM
3akoHogaTtenbcTBoM Kbiprbizckon Pecnybnuvku.

151. Ha nobom y4yacTke xpaHeHusi (Hanpumep, y NpoussoauTens, AUCTpUObOTOpa, ONTOBUKA, B
anTeke WnNM GONMbHULE) AOIMKHO ObiTb [OCTAaTOMHOE KONMMYECTBO KBanuduvUMpPOBaHHOIO MepcoHana,
4yTobbI 06EcneUnTb CoXpaHeHue KavecTsa hapMaLeBTUIECKON NPoayKLUN.

152. MNMepcoHan gormkeH NponTh obydyeHne Haanexalen npakTUKe XpaHeHUs, 3aKkoHOA4ATENbCTBY,
npouenypam n mepam 6e30nacHocCTw.

153. CoTpyaHMKM LOMKHbI NPONTWU cneumnanbHoe oby4vyeHue u cobniogaTb CTaHZapTbl NMYHON
MMIMeHbl U CaHUTapUN.

154. CotpygHukn, paboTalowme B 30HE XPaHEHWsl, OOIDKHbl HOCUTb 3allMTHY0 MnuM pabouyto
oAexay, COOTBETCTBYHOLLYHO BbINOMHAEMOM paboTe.

155. HeobxoamMmo cneauTtb, YTODObl B MOMELLEHUS ONS XpaHeHUs NEeKapCTBEHHbIX CPeAcTB He
[0MNYyCKanu NOCTOPOHHUX NILL.

156. MNomelueHne OOMKHO ObITb AOCTATOYHO NPOCTOPHbLIM, YTOOLI 06ecneunTb ynopsiAoYeHHOe
XpaHeHUe pasnUuHbIX KaTeropui MaTepuarnioB W CpefdcTB, @ WMEHHO: MCXOAHbIX W  YNaKOBOYHbIX
mMaTepuanoB, MNPOMEXYTOYHbIX CpeACTB, FOTOBOW NpOOYKUWMM, CPEACTB Ha KapaHTWHe, a Takke
3abpakoBaHHOW, BO3BpAaLLEHHOWN 1 OTO3BAHHON NPOAYKLUNN.

157. MNMomellueHne Ansi XpaHeHUst NekapcTBEHHbIX CPeACTB AOMMKHO OblTb CMPOEKTUPOBAHO WU
nepeobopyoBaHO Tak, YToObl obecneynBaTe YOOBNETBOPUTENbHbLIE YCINOBUS XpaHeHus. B yacTHocTu,
nomeLleHne [OIMKHO ObITb YMCTbIM, CyxXMM, C nNpuemnemon Temnepatypoi. Ecnm Heobxogumbl
cneumanbHble YCNOBUSi XpaHeHWUs1 (Hanpumep, TemnepaTtypa WM OTHOCUTENbHas BMAXHOCTb), 3TU
ycnosus cnegyeT obecneuntb, Nepmoanyecku NpoBepsiTeb, CreanTb 3a NapaMmeTpamMu u hukcmpoBaTh UX.
MaTepuanbl 1 nekapcTBeHHblE CPEACTBA HE AOSKHbI XPAaHUTLCHA Ha NOMy, @ BOKPYr HUX OOSMKHO ObiTb
AOCTaTovHO MecTa Ans yoopku n ocMoTpa. MNoaaoHb! AOMKHbI ObITh B XOPOLLEM COCTOSIHAN U YACTBIMM.

158. lMomelueHWe ONsi XpaHeHWs JEKapCTBEHHbIX CPEACTB [AOMMKHO ObiTb YMCTbIM, Hesb3s
JonyckaTb CKOMMEHMs Mycopa WMM MOsIBNeHus BpeauTenei v napasutos. CriegyeT cOCTaBUTL U
NMCbMEHHO 3adUKCUpOoBaTh NPorpaMMy MeponpusaTUA NO CaHUTaPHOMY KOHTPOMo, rae 6yayT ykasaHbl
nepuoanYHOCTb U MeToabl YGOPKM NMOMELLeHUs; NporpaMMy Ae3nHcekuun 1 aepaTtusaumn. Cpeacrtsa ans
Ae3VHCeKUMN 1 aepaTi3alunm OOMKHbI ObiTb 6€30NacHLIMU, UCKNOYaTb PUCK 3arpsA3HeHns MaTepuarnos u
hapmaueBTMUeckux cpefcte. CriegyeT paspaboTaTtb cneumanbHble npouedypbl Mo yGopke pasnuTbix
WM paccbiNaHHbIX MeaWKaMeHTOB C LeNbl MOSTHOrO YCTPaHeHUst U NpefoTBpalleHust 3arpsisHeHust
APYrvX cpeacTB.

159. OTceku MOrpyskM M pasrpyskm OOMKHbI 3allMilaTb MaTepuanbl U NPoAyKTbl OT MOTOAHbLIX
Bo3gencTeuin. NomelleHne, raoe NpousBoaMTCS NMpUeM ToBapa, AOMMKHO OblTb 060pyAoOBaHO Tak, YTOObI
KOHTEWHepbl C MOMy4YeHHbIMU MaTepuarniaMmn 1 fekapCTBEHHbIMU CPeACcTBaMu B Criy4ae HeoGXoaMMoCcTU
MOXHO GbINIO NOYMCTUTE Nepes OTNPaBKOM Ha XpaHeHMe.

160. [lMomelleHne, B KOTOPOM nMpenapaTbl XPaHATCA Ha KapaHTUHEe, [OOIMKHO ObiTb 4YeTKo
0603Ha4YeHO M OOCTYNn B HEro AOMKeH OblTb OrpaHWYeH M paspelleH TOMbKO YMNOHOMOYEHHOMY
nepcoHany. Jltobas cuctema, 3ameHsiiowas pusanmyeckyio 3onaumio, 4omkHa obecneyrBaTb afeKkBaTHYHO
3awuTy. Hanpvmep, MOXHO MCMOSb30BaTb KOMMbIOTEPU3MPOBAHHYIO CUCTEMY, MPU YCIIOBUM, YTO OHa
NpusHaHa HageXXHoW B OrpaHn4YeHMn JocTyna.

161. [ns otbopa npob ncxoaHbix MaTtepmanoB AOMKHO ObiTb OTBEAEHO OTAENBHOE MOMELLEHNE C
COOTBETCTBYIOLLMMU KOHTPONMpPYEMbIMK ycrnoBuamu. Ecnu ot6op npob npomnsBoguTcsa B NOMeLLEHUM ang
XpaHeHuna npoaykuun, HGO6XO,EI.I/IMO no3aboTuTbCH O npeaoTBpalleHnn 3arpAa3HeHna nnn I'IepereCTHOVI
KOHTamunHaumn. CriegyeT paspaboTaTb COOTBETCTBYHOLUME Mpoueaypbl No ybopke nomelleHus ans
oTbopa npob.

162. ns xpaHeHus 3abpakoBaHHOW, BO3BpPALLEHHOMW, OTO3BaHHON M MPOCPOYEHHON NPOAYKLMU
AOMmKkHa ObiTb OTBeAeHa OTAenbHas TeppUTOpPUS, M3ONMPOBaHHAsA PU3NYECKU UKW APYTUM HaZeXHbIM
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3KBUBANEHTHLIM CNOCO6OM (Hanpmmep, SﬂeKTpOHHbIM). Takue NPOAYKTbl U MaTepuarnbl, a TakKkKe MecTa
NX XpaHeHna OOJTXHbl ObITb YETKO 0603HAYEHbDI.

163. BbICOKOaKTVBHbIE W pagMoOakTMBHbIE MaTepuarbl, HapKOTWYEeCKMe CpeacTsa W apyrve
onacHble MaTtepuanbl U hapMaueBTUYeckne NPOAYKThI, @ TAKKe MoXapo- U B3pbiBOOMNacHble BellecTBa
(Hanpumep, NerkoBocnIaMeHsIIoLLMECS XUOKOCTU U TBEPAbIE BelLecTBa, rasbl No4 AaBreHneM) OOMKHbI
XpaHWUTLCA B CheumanbHO OTBEAEHHbIX MecTax, 060pydoBaHHbIX AOMOMHUTENbHBIMU CPEeACTBaMM
©e30MacHOCTU 1 OXpaHbl.

164. MaTepmanbl N IneKapCTBeHHble cpencrtBa cnenyet XpaHUTb Tak, 4yTObOblI HeE Oonyctntb
3arpA3HeHnd, cMellnBaHnAa 1 I'IepereCTHOIh KOHTaMHauun.

165. MaTepuanbl 1 nekapCTBEHHbIE CPEACTBa AOMKHbI XPaHUTLCS B YCINOBUAX, 06ecnevmBaroLLmx
COXpaHeHVe KkayecTBa, a WX 3anac AOSKeH NOCTOsiHHO OOHOBNATbCHA. B mepByl oyepedb cnegyeT
n36aBnATbLCA OT NPOAYKLUUK, Y KOTOPOW UCTEKAET Cpok rogHocTu (NpuHumn "first expired/first out" (FEFO).

166. 3abpakoBaHHbIE MaTepumarnbl U NekapCTBEHHbIE CPeACTBaA AOMKHbI OblTb NAEHTUHULNPOBAHbI
N OTMNpaBneHbl Ha XpaHeHUe B KapaHTUHHbIX YCMOBUSIX, HE OOMyCKaloLWMX NCNOMb30BaHMs NPOAYKLUMN 4O
NPUHATMSA OKOHYaTENbHOMo peLueHus o6 nx cyabbe.

167. NoBpexaeHHbIe NPOAYKTbl AOMKHbI ObITb U3BATLI U MOMELLEHbI OTAENBHO.

168. OcBelleHve B MOMELLEHUAX AN XpaHeHWUsl MpoAyKuuMu OOSHKHO obecneuymBaTb TOYHOE U
Be3onacHoe BbINoMHeHUe Bcex onepawui.

169. YcnoBus XpaHeHWs NeKapCTBEHHbIX CPeAcTB M MaTepuarnoB [OSMKHbl COOTBETCTBOBATb
TpeboBaHNAM Ha 3TUKETKEe, OCHOBAHHbIM Ha pe3ynbTaTtax UccnegoBaHui CTabunbHOCTY.

170. PekoMeHZyeTcs Ucnonb3oBaTh criegytolime hopMynMpoBKU MHCTPYKLMIA Ha STUKETKaX:

YKasaHO Ha 3TUKEeTKe

OsHavaeTt

XpaHuTb Npu Temnepatype He Boile 30 rpag.

Lenbcus

Ot +2 rpaa. Uenbcusa oo +30 rpag. Llenscus

XpaHuTb Npu Temnepartype He Bbiwe 25 rpaa.

Llenbcusa

Ot +2 rpaa. Uenbcusa go +25 rpag. Lenscus

XpaHuTb Npu TemnepaTtype He Bbiwwe 15 rpag.

Lenbcus

Ot +2 rpaa. Uenbcus oo +15 rpag. Lenbcus

XpaHuTb Npu TemnepaType He Bbilwe 8 rpaf.
Lenbcus

Ot +2 rpaa. Uenbcusa oo +8 rpag. Llenbcua

XpaHuTb Npu TemnepaType He HuxKe 8 rpaa.
Llenbcus

Ot +8 rpaa. Uenbcus oo +25 rpag. Llenbcus

Bepeub oT Bnaru

He 6onee yem 60% BnaXHOCTb MPU HOPMaIbHbIX

YCMOBUAX XPaHEHUS; OTNyCKaTb NauMeHTy BO
BNaroycTon4MBON ynakoBke

Bepeub oT cBeTa

OTnyckaTb NaUWeHTy B CBETO3ALLUTHON yNakoBKe

171. HopmanbHbIM yCNoBMEM XpaHEHUs ABNAETCS XpaHEeHWe B CyXOM, XOPOLLO NpoBeTpuBaeMoMm
nomeLleHnn npu temnepatype 15-25 rpag. Llenbcus nnu, B 3aBUCUMOCTU OT KNMMaTUYECKUX YCHOBUN,
no 30 rpag. Uenbcusa. MNocTopoHHWE 3anaxu, ApyrMe WUCTOYHWKM 3arpsa3HeHUs U UHTEHCUBHbLIA CBET

OOJIDKHbI ObITb NUCKITHOYEHbI.

172. JlekapCTBeHHble CpeacTBa, KOTOpble AOIMKHbI XPaHWUTBCSA MPU CleuMdUYeckux YCroBusx,
TPeOYIOT COOTBETCTBYIOLLMX MHCTPYKUMI MO XpaHeHUto. OTKIOHEHUS OT UHCTPYKLMIA JOMYCKaTCS TONbKO
Ha KpaTKOCPOYHbIN Nepuon (Hanpumep, BO BPeMsSl MECTHbIX NMEpPEBO30K), ecrnv Npu 3TOM cneuuanbHble
yCroBUsi (Hanpumep, NOCTOSTHHOE XpaHeHWe B XONOAe) He OroBOPEHbI OTAENBHO.

173. MUCbMEHHbIE MHCTPYKLIMM, a TakKe OTYETbI O AeATEeNbHOCTM OpraHn3aumm B NOMeLLEHUSIX Ans
XpaHeHUsi nekapCTBEHHbIX CpeacTs, BkNtoyas paboTy C NekapcTBEHHbIMM CPeACcTBaMW C MCTEKLIUM
CPOKOM FOJHOCTW, XPaHSATCS B YCTAHOBIIEHHOM Mopsiake.
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VlHCprKLI,I/II/I M OTHETbI O0JIKHbI ACHO ONMUCbIBaATb NMpouenypbl XpaHeHNA U OTpaXkaTb NepeMeLleHndA
MaTtepuanoB, Ji€KapCTBEHHbIX CpeactB U MH(*)OpMaLI,I/IM B npegenax opraHn3aunm Ha cnyqalh
BO3HMKHOBEHMSI HEOBXOAMMOCTN OT3bIBa NekapCTBeHHOro cpencrea.

174. [ns KaXgoro xpaHsilerocs marepuarna unv nekapcTBeHHOro cpeactsa Heobxoaumo MMeTb
NOCTOSAHHYIO WH(POpMaUMo, B MUCLMEHHOM WK 3MEKTPOHHOM BUAE, C YKa3aHWeM YCIOBUI XpaHEeHUs,
Kaknx-nnbo npedoCTOPOXHOCTEN M [aT MNOBTOPHOrO TecTUpoBaHus C cobnogeHnem TpeboBaHui
dapmakoneun, npu3HaHHbIX Ha TeppuTopun Kbiprbidckon Pecnybnukn, He npoTuMBOpevaLmx
3akoHogaTtenbcTBY Kbiprbidckon Pecnybnuku.

175. OT4yeThl O nony4eHnn ToBapoB OOJIKHbI COAepXKaTb OnNnCaHne ToBapa, AaHHble O KayeCTBe,
KonmnyecTtese M MNoCTaBLUMKE, HOMEpP napTun, l'IpMCBoeHHbIIZ nocTtaBLWKUKOM, AaTy nony4vyeHua, HoMep
napTuu, ﬂpVICBoeHHbIVI npu nonyyvyeHun, wn paty WUuctedeHma Cpoka TrogHOCTU U XPaHUTbCA B
YCTaHOBJTIEHHOM MNMopAOKe.

176. I'IpM noniyd4eHnn n oTnpaBKe NeKapCTBEHHbIX CPpeaCTB OCYLLEeCTBIIAETCA 3annCb MaTtepunarnos
no cneu,mcbmquKomy NPU3HaKy B yCTaHOBJIEHHOM NopAakKe (Hanpwmep no HoOMepy ﬂapTI/II/I).

177. Mpu nony4YeHnn ToBapa criegyeT NPOBEPUTL NOJSyYEHHYIO MapTUI0 Ha COOTBETCTBME 3akasy, a
KaXKObliA KOHTEWHep (U3nMYeckn BepuduUMpoBaTb, T.e. MPOBEPUTb HOMEP NapTMKU, TUN MmaTtepuana
(dpapmaLeBTMUECKOrO NPOAYKTa) M Ero KONIMYECTBO Ha COOTBETCTBUE ITUKETKE.

178. CrnepgyeT npoBepuTb eanHoobpa3sne KOHTEMHEpOB B napTtuM W npu  HeobxoammocTu
pasgenqTb NOCTaBeHHble TOBapbl MO HOMepaM NapTUin, ecrny NOCTaBeHO HECKOMbKO NapTUi ToBapa.

179. Kaxgbll KOHTelHep HeobXoOuMO MPOBEPUTH Ha HanuunMe BO3MOXHBLIX 3arpsa3HeHun,
HapyLeHUn Unn noBpexaeHnn, n Noao3puUTeNbHbIE KOHTENHEPLI UMK, B criydae HeoBXoaAMMOCTU, BCHO
NapTUIO OTNPaBUTb Ha KapaHTWH C Lenbio AanbHenwero paccneaoBaHus.

180. lMpu HeobxoanmocTn oT6op NPo6 AOIMKEH OCYLLECTBNATLCA TOMBbKO CneunanbHO 06y4eHHbIM
M KBanuUUMPOBAHHbIM MNEPCOHANoOM B CTPOroOM COOTBETCTBUM C MUCbMEHHBIMU WHCTPYKUMAMMU.
KoHTenHepbl, U3 KOTOPbIX 3abupatoTcs Npobbl, 4OMMKHBI ObITb COOTBETCTBEHHO MaPKUPOBaHbI.

181. locne otbopa npo6 ToBapbl criegyeT MNOABEPrHYTb KapaHTuHy. [Maptusa gomkHa ObiTb
N30MMpoBaHa B TEYEHME BCErO Nepmoaa KapaHTUHa M NOCNEAYOLWEro XpaHeHus.

182. JlekapcTBeHHbIE cpeAcTBa AOMKHbI OCTaBaTbCH Ha KapaHTMHE A0 MoryyYeHus ouumansHOro
paspeLleHnst Ha CHATUE KapaHTUHa nnyM oTbpakoBsky.

183. CnenyeT npuHATL Mepbl NO  NPedoTBPALLEHMIO  UCMONb30BaHUA  OTOpakoBaHHbIX
neKkapCTBEHHbIX CPeaCcTB. OTYy MPOAYKLMIO cnefyeT XpaHuTb OTAENbHO OO MOMEHTa yTunusaumm unu
BO3BpaTa NOCTaBLUUKY.

184. Cne/:l,yeT nepnoan4eckm npoBOAUTb MNepeydeT npoaykuumn, cBepdd 3arnncm C ToBapamu,
MMeLLnNMNCA B Hann4mn.

185. Tllpn BbIIBNEHUM HECOOTBETCTBUA HeobXxoouMO NPOBOAMTL paccriefoBaHWe C  LEerbio
BbISIBNIEHNS HENpegHaMepPEeHHbIX OLLIMBOK N/ HEKOPPEKTHOIO OTMYCKA.

186. Ha nNpOM3BOACTBEHHBLIX MNPEanpUATUSIX KOHTEMHEpPbl C YaCTUYHO WCMOMb30BaHHbLIMM
matepuanamM UM NeKapCTBEHHbIMW CpeAcTBamMy  criedyeT HaAeXHO 3akpbiBaTb W MOBTOPHO
3aneyatbliBaTb, 4YTOObI MPEAOTBPATMTL MOPYY W/MIM 3arpsi3HEHUE TMpPU  MOCIeAYOLEM XpaHEeHWUW.
JlekapcTBeHHblE CpeAcTBa M3 OTKPbITbIX KOHTEMHEPOB WM YacTUYHO WCMOMb3OBaHHbIE [OOJSTKHbI
NPUMEHSITLCS B NepByto oYepeb.

187. JlekapCTBEHHblE CpPeACTBa B MOBPEXAEHHOW YMAKOBKE MOXHO OTMyCKaTb TOSIbKO B TOM
crnyyae, ecnu yCTaHOBIIEHO, YTO KAa4eCTBO COAEPXKMMOro He NocTpaaano. 1o BO3MOXHOCTM Takune hakTbl
cnegyeT OJoBOAUTb OO0 CBedeHMs nuvua, OTBETCTBEHHOTO 3a KOHTPOfb kavecTBa. Bce npegnpuHaTtbie
AEeNCTBUSI [OIMKHbI ObITb JOKYMEHTaNbHO 3aMKCMPOBAHBI.

188. 3anacbl nekapCTBEHHbIX CPEACTB CriefyeT perynspHO NPOBEPAThL HA HanMume NPOCPOYEHHbIX
W Bblleawmnx u3 ynotpebneHns nekapcTBeHHbIX cpeacTB. Heobxoammo npuHATE Heobxoaumble mepbl
NPeaoCTOPOXHOCTU, YTOBbI HE AONYCTUTL OTMYCKa MPOCPOYEHHbIX JIEKapCTBEHHbIX CPEACTB.

189. BosBpalleHHble 1 0TO3BaHHblE NEKAPCTBEHHbLIE CPEACTBA AOMKHbI NPONTU YCTaHOBIEHHYIO
npoueaypy Bo3Bpara, a Bce 3anucu U 0TYeTbl 4OMMKHbI BbiTb COXpaHEHbI.
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190. BosBpalleHHble ToBapbl [AOSKHbI OblTb MOABEPrHYTbl KapaHTUHY. XpaHUTb UX BMeCTe C
APYrMMU TOBapaMn MOXHO TOJIbKO MO pelleHnto oduumanbHoro nuua. aHHoe pelueHue MOXeT GbiTb
NPUHATO HA OCHOBaHWW YOOBNETBOPUTENbHbIX PE3YNbTaToB NepeoLeHKN KayecTBa.

191. JltoGow NOBTOPHO BbINYLLUEHHLIA B OOpalleHne ToBap AOIMKEH ObiTb MOAEHTUMULMPOBAH U
3aperncTpupoBaH LOKYMEHTAarbHO.

192. Tlpn TpaHCNOPTUPOBKE JIEKAPCTBEHHLIX CPEACTB credyetr 3aboTUTbCA O COXpaHEeHun
LLeNTIOCTHOCTM TOBapOB 1 O COBMOAEHNN YCNIOBUIN XPaHEHNS.

193. CneayeT NposiBNATb 0COOYH0 OCTOPOXHOCTb MPU UCMOSb30BAHUM CYXOro fibAa B XONOAOBbIX
uensax. Kpome cobnogeHms obbldHbIX Mep 6e30nacHOCTM, HEOBX0AMMO crneanTb, YTOObI NIeKapCTBEHHbIE
cpeacTBa He BXOOUIN B KOHTAKT C CYXUM NbAOM, TaK Kak 3TO MOXET HeraTMBHO OTPasnTbCS Ha KavyecTBe
NeKapCTBEHHbIX CPeacTB (Hanpumep, NMPUBECTU K 3aMOPaXXMBAHUIO).

194. PekomeHayeTCcs N0 BO3MOXHOCTW UCMOMNb30BaTh NPUBOpPLI ANS KOHTPONSA TakuxX napameTpos,
Kak, Hanpumep, Temnepatypa. NokasaHua npubopos HeobxoanMo HUKCMPOBATL C Lienbio NocneayoLLen
npoBepKU.

195. OTnpaBKy M nNepeBO3Ky feKapCTBEHHbIX CPeACTB crnedyeT OCYyLLeCTBMATb TOSMbKO Mocne
nonyyYeHns 3akasa Ha noctasky. [TonyyeHue 3akasa u OTNpaBKa NeKkapCTBEHHbIX CPEACTB AOMKHbI ObiTb
AOKYMEHTarnbHO 3adMKCMPOBaHbI.

196. OTnpaBka gofmkHa ObiTb OpraHW3oBaHa W OOKYMeHTanbHO odopmMiieHa C y4yeToMm Tuna
3aKasaHHbIX NTeKapCTBEHHbIX CPeACTB M Npu cobtodeHnn cneumanbHbIX NPeaoCTOPOXHOCTEN.

197. YnakoBka OoimkHa obecneuymBaTb aeKBaTHYK 3alUMUTy OT BHELUHWX BO3OENCTBUA U ObiTb
YeTKO MapkupoBaHa HECMbIBAEMbIM MapKepPOM.

198. HeobxoamMmo xpaHuTb oT4eThI 06 OTNpaBke ToBapa, rae ykasaHbi:
- Aarta oTrpy3ku;
- UMS N agpec 3aKkasynka;

- onucaHue npoaykumu (HaMMeHoBaHWe, nekapcTBeHHas opma W cuna pencremns (rge
HeobxoaMMOo), HoMep NapTuK U KONMYECTBO);

- YCNOBUWS TPAHCMOPTUPOBKU U XPaHEHMS.
199. OTyeTbl 4OMKHbI BbITb NErko AOCTYMHbI U NPEAOCTaBASATLCS NO 3anpocy.

Mnasa 10. Tpe6oBaHMA 6e3onacHOCTU K NpoLeccy
yTUNu3aumm nekapcTBeHHbIX CPeaAcTB

200. JlekapcTBeHHble cpeacTBa, He cooTBeTCTBYHOLMNE TDGGOBaHMﬂM 6esonacHocTn U
3a(ppeKTUBHOCTU, NEKapCTBEHHbIE CPeACcTBa C MCTEKLWMM CPOKOM rOAHOCTU U dhanbcuuumMpoBaHHbIe
NleKapCTBEeHHble CpeCTBa noanexart yTunu3aumun.

201. Bnapgenew NeKapCcTBEHHbIX CPEACTB, HEMPUIOAHbIX K MPWMEHEHWIo, NoJaeT 3asBKy Ha WX
YyTUMU3aLUuio B YMNONHOMOYEHHbI rocyaapcTBeHHblt opraH Kbiprbiackoin Pecny6nukn B o6nactu
30paBooxpaHeHus B cipepe obpallieHNs nekapcTBEeHHbIX CpeacTs.

202. YTunusaumsa nekapCTBEHHbIX CPeACTB OCYLUECTBNSAETCA C cobnogeHMeM o006si3aTerbHbIX
TpeboBaHun 3akoHa Kbiprbiackon Pecnybnuku "OOWMIA TEXHUYECKUA pernameHT no obecrnedeHunio
akonoruyeckon 6esonacHocTtu B Kbiprbidckon PecnyGnuke”.

203. YTunusaumsi NekapCTBEHHbIX CPEACTB NPOBOAUTCSH KOMUCCUMOHHO B MPUCYTCTBMM BradenbLa
nekapcTBeHHbIX CpeacTB.

204. Komuccua cosgaeTcd  YNONMHOMOYEHHbIM  FOCYAapCTBEHHbIM — opraHoM  Kblprbi3ckon
Pecnybnuku B obnacti 3gpaBooxpaHeHus B cdhepe obpalleHnst eKapCTBEHHbIX CPEeACTB U BKIIOYAET B
COCTaB He MeHee MNSTW YerioBeK, B TOM YuUCMe NpeAcTaBUTENEN YNONHOMOYEHHbIX OpraHoB B obnactu
CaHWTapHO-3NUAEMMUOSIONTMYECKOTO  HAA30pa, TaMOXEHHOW CryxObl, BHYTPEHHUX [Aen, OXpaHbl
OKpyXatowern cpefbl. Komuccuio Bo3rnaenseT npeacTtaBUTENb YNONMHOMOYEHHOTO FOCYAapCTBEHHOMO
opraHa Kbipreiackoi Pecny6nukn B obnactu 3gpaBooxpaHeHusi B ccpepe obpalleHus nekapCTBEHHbIX
CpeqcTB.
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205. TMpu HeobxoOMMOCTM, KOMWUCCMS MOXET nNpuBredb K paboTe Opyrux crneuuanucTos,
He3aBUCUMbIX 3KCTepTOoB.

206. Pesynbtathl paboTbl kOMUCCUN 0CPOPMIIAIOTCS aKTOM, B KOTOPOM yKa3sblBalOTCA: AaTta, Mecto
yTUnM3aumm; CcocTaB KOMWCCUM MO  yTUNM3auuu; OCHOBaHWe [Ans  yTUnusauuu; CBedeHuss o
nekapcTBEHHOM CpeacTBe C YyKasaHMeM IeKapCTBEHHOW (POpMbl, O03UPOBKWU, €AVHULbLI U3MEepeHUs,
cepy U KOMMYecTBe YTUMU3MPYEMOro NeKapCTBEHHOrO CpPeAcTBa, a Takke CBedeHus O Tape unu
yrnakoBKe; HanMeHoBaHue Npou3BoaUTENS NeKapCTBEHHOro CpeAcTBa; HauMeHOBaHWe Bragenbla unu
cobCcTBEHHMKA NEKAPCTBEHHONO CpeacTsa; cnocob ytunusaumm.

207. 3anpeT Ha peanusauuio 3abpakoBaHHOW NPOAYKLMU HaKMaObIBAeTCsl YMNONMHOMOYEHHBLIM
rocygapcTtBeHHbIM opraHom Kbiprbiackon Pecnybnvkm B o6nactu 3gpaBooxpaHeHus B cdepe obpalleHns
nekapCcTBEHHbIX CPEACTB Ha nbom atane obpalleHus (TamoXeHHOe odopMIiEHME, NPOU3BOACTBO,
XpaHeHue, peanu3auua n np.) n odopmnseTcs B hopme npegnucaHus.

208. Bce pacxofibl, CBSiI3aHHbIE C OT3bIBOM HEMPUIroAHbIX NeKapCTBEHHbIX CPpeacTB U3 peanusauum,
paboTo KOMWCCUW, XpaHEHMEeM, TPaHCMOPTUPOBKOW, UCNbITAHUAMMU, NepepaboTKON, BbIBO30OM,
OTMpaBKON MOCTaBLUMKY (3aBOAY-MPOM3BOAUTENIO), @ TaKkKe BbINOSHEHWEM MPOLEAYypPbl YHUUYTOXEHUS
NEeKapCTBEHHOW NPOAYKUUKW, MPU3HAHHOW HENpurogHoW K MPUMEHEHUI0, HeceT NpPou3BOAUTENb
(Bnagenevu/npoaasel).

209. [Jo npuvHSATUA  pelueHusi  KoMmuccust obsizaHa Mo  npocbbe  npousBoauTens
(enagenbua/npogaBua) MOBTOPHO MPOBECTU KOHTPOSIbHbIE MUCMbITAHUS 3abpakoBaHHOW NPOAYKLUM B
no6oi No ero XenaHuo UcnblTaTenbHON NabopaTopun, akkpeaMTOBaHHON B YCTAHOBMEHHOM MOpAAKE.

210. YTunusaumsi NpoBoANTCS B MPUCYTCTBUM BCEX YIIEHOB KOMUCCUM, B TeYeHne 1 Mecsiua co OHs
MOCTYMNINEHNSA 3a8BKM Ha yTUNU3aUMio, NpeacTaBreHHON NpoussoauTensMu (Bnagenbuamu/npogasuamm)
B YNONTHOMOYEHHbI rocyaapcTBeHHbIN opraH Keiprbiackoii Pecny6nvkv B o6nactv 3gpaBoOXpaHeHUst B
cdhepe obpalleHns nekapCcTBEHHbIX CPeaCTB.

211. OTBETCTBEHHOCTb 3a YTUNM3aUMIO NEKAapCTBEHHbIX CPEACTB HECYT CyObekTbl obpalleHus -
npov3BoaMTENN (Bnagenbubl/MpogaBLubl)  NEKApCTBEHHbIX  CPeacTB B  COOTBETCTBMM c
3akoHoaaTenbcTBoM Kbiprbiackon Pecnybnuku.

212. Cnocob obes3BpexuBaHMa U YyTUNU3aUMKU NeKapCTBEHHbIX CPeAcTB BblibMpaeTca B KakaoMm
KOHKPETHOM Crlyyae B 3aBUCMMOCTW OT NpUpoAdbl YTUIU3MPYEMbIX BELLEeCTB, UX KOMNWYeCcTBa, MEeCTHbIX
YCIOBWIA, B KOTOPbIX MPOBOAMTCH YTUNMN3aLUums.

213. YTunusaums nekapcTBEHHbIX CPeACTB OCYLLECTBASETCS crneayroLwmnmm cnocobamu:

1) HenpurogHble NEeKapCTBEHHblE CPeacTBa OOMKHbI ObiTb [eHATypuMpOBaHbl PE3KO MaxHYLLUM
(kepocuH, heHon, XnopHas M3BEeCTb M Ap.) UMK KpacsALMM BELLEeCTBOM, NpUaatoLLUMM AaHHON NpoayKLmm
oKpacky;

2) Xngkvne rnekapcTBeHHble OPMbl (pacTBOpbl AN MHBLEKUMA B ammnynax, B MONMITUIIEHOBbIX
naketax, Bo (prnakoHax, B a’3po30fibHbIX OannoHax, MUKCTYpbl, Kaniu W T.0.) YTUIU3MPYIOT MyTEM
pasfaBnuBaHUs (amnyrnbl) C NOCNEAYLWNM Pa3BEAEHNEM COOEPKUMOro amnys, NakeToB U (OriakoHOB
BoAon B cooTHoweHun 1:100 n cnueom obpasytoLerocsi pacTBopa B NPOMBbILUIIEHHYIO KaHanmMsauuto (B
aspo30ribHbIX OannoHax npefBapuUTENbHO [enakTcs OTBEpPCTMS); OCTaTku amnyrn, aspo30SibHbIX
0annoHoB, NakeToB 1 (hrakoOHOB BbIBO3ATCSH OObIYHLIM NOPSAKOM, Kak NMPOU3BOACTBEHHbIA UMW ObITOBOW
Mycop;

3) TBepable nekapcTBeHHble OpMbl (MOPOLLKM, Tabnetku, Kancynbl W T.4.), cogepxaiiue
BOAOPACTBOPUMbIE  CyOCTaHUMM  NEKapCTBEHHbIX CPEeACTB, noanexart nocne pgpobneHus go
nopoLlKkoobpa3HOro COCTOSIHUA pasBefeHuto Bogow B cooTHoweHun 1:100 u cnvBy obpasytollerics
cycneHsunn (unu pacteopa) B NPOMBbILLIIEHHYIO KaHanM3aumio;

4) TBepable nekapcTBeHHble opMbl (MOPOLIKKM, TabneTku, Kancynsl M T.4.), cCoAepxaliue
cyGCTaHUMWN NeKapCTBEHHbIX CPpeACcTB, HepacTBOpVMble B BoAe, MSrKMe rekapcTBeHHble dhopMbl (Masu,
CynnosuTopuu 1 T.4.), TpaHcaepMarnbHble (DopMbl NEKAPCTBEHHbIX CPEACTB, a Takke hapMaleBThYeckme
CyGCTaHUMN YTUMM3NPYIOTCA MYTEM CXKUraHUs,

5) OorHeonacHble, B3pbiBOONacCHble J1eKapCTBEHHbIE CpeacTBa, pa,qwoq)apmaueBTquCKme
npenapatbl, a TaKXKe JieKapCTBEHHOE pPacCTUTENiIbHOE Cbipb€ C NOBbIWLWEHHbIM CcoAepXaHnem
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pPaganoHyKNnOoB YTUIMN3UPYKOTCA B 0Co0ObIX ycnoBuax no cneumnanbHON TEeXHOMNOrnn, UMeloLencsa B
pacnopsXeHnn opraHn3aumn no ytmnmusaumu;

6) uMMyHoGMonorMyeckne mnpenapatbl B amnynax v crakoHax MHaKTMBUPYHOTCS B aBTOKMaBax,
amnynbl ¥ doNlakoHbl pasaaBMBalOTCS U CKUraloTCS;

7) TneKapCTBEHHOE pacCTUTENbHOE Chipbe YTUNM3MPYyeTCs nyTeM CxuraHus. CxuraHue
NPON3BOAMTCS Ha OTKPbITOM MECTE, Ha PacCTOSHMM HE MeHee 1 KM OT XWibs N 0OLECTBEHHLIX 30aHUN,
NPoEe3Xnx JOPOr U fiecoHacaXgeHuin, Ha nnoLlagke, OkonaHHOW KaHaBoW.

214. Tpwu 3akanbiBaHUM B 3eM0 cobniogarnTcs creayowme Mepbl NpegoCTOPOXHOCTH:

- BblKanbIBalOT SIMy Ha PacCTOSHUM He MeHee 1 KM OT XXWIbsl, BOOAHbIX UCTOYHWMKOB M NacTouLL
cKoTa;

- rnybuHa siMbl He MeHee 1 M, Ha AHO sIMbl YKNaAblBaeTCA MUHSHBIA "3amMoK". [IHO siMbl JOMKHO
OTCTOATb HE MeHee 4YeM Ha 0,5-1 M OT YpOBHS rPyHTOBLIX BOS;

- CBepXy SIMbl YKragblBaeTcsl Hacbinb 3emnu BoicoTon 0,5 M.

215. HapkoTuueckne cpencrtBa, NCUXOTPOMHbIE BeELeCTBA M UX MPEKypcopbl, MNOAnexalume
HaLMOHaNbHOMY KOHTPOIO, AarbHENLEE UCMONb30BaHNE KOTOPbLIX B MEAULMHCKON MPaKTMKe MPU3HAHO
HeuenecoobpasHbIM, YTUNU3NPYIOTCA B COOTBETCTBUM C 3akoHoAaTenbcTBOM Kbiprbidckon PecnyGnvku.

naBa 11. Tpe6oBaHMA K MHCTPYKLMUN MO NMPUMEHEHUIO,
MapKMpOBKEe U yNaKOBKe NeKapCTBEHHbIX CPeACTB

(Ympamuna cuny
8 coomgemcmeuu ¢ nocmaHoeneHuem lMpasumenscmea KP om 28 ageycma
2018 200a Ne 405)

MaBa 12. Tpe6oBaHMA 6e30MNacHOCTU NMpPU pekname
NeKapCTBEHHbIX CpeacTB

232. Peknama nekapCTBEHHbLIX CPEACTB OCYLUECTBNSIETCA B COOTBETCTBUM C TpeboBaHUsMU
3akoHogaTtenbcTBa Kbiprbiackon Pecnybnvku o pekname.

233. WHdopmauMoHHO-peknaMHble MaTepuanbl, O JIeKapCTBEHHbIX CpeacTBax AOSMKHbI
COOTBETCTBOBATHL CrieayloLMM YCIIOBUSAM:

- OOMKHbl ObITb HaAeXHbIMMU, OOCTOBEPHbIMUK, COBpEeMEHHbIMW, OoKa3aTelrlbHbIMU, n/vnn mmeTb
COOTBETCTBYHOLLYH UINTKOCTPAUUIO K PEeKIaMHOMY TEKCTY;

- PaAcnpoCTpaHAKTCA Ha rocyaapCTBeHHOM nvnn O(*)I/ILI,I/IaJ'IbHOM A3blKaX;

- He JOMKHbl MPEACTaBNATb NTIEKAPCTBEHHOE CPEACTBO Kak YHUKanbHoe, Hanbonee adhdhekTMBHOE,
Hanbonee 6e3onacHoe, CKMUYNTENBHOE MO OTCYTCTBUIO MOOOYHBIX 3PIEKTOB;

- He OOJDKHbl BBOAUTL B 3a6ny>|<,quV|e OTHOCUTEJIbHO COCTaBa, MNMPOUCXOXAEHUA, HOBU3HbI UIA
NaTeHTOBAaHHOCTU NNeKapCTBEHHOro cpencTBa;

- He [OOJIXHbl coaepXaTb yTBepx(,quMﬂ O TOM, 4YTO [OencTeue JNIeKapCTBEHHOIo cpeacrtea
rapaHTUpoBaHoO;

- HE OOIMKHbI CPaBHMBATb JIEKAPCTBEHHOE CPEACTBO C APYIMMU JIeKapCTBEHHbIMU CpeacTBaMu B
LensiX ycuneHns peknamHoro addekTa;

- He [JOMKHbl CcOo3[daBaTb BMeYaTNEHWE HEHYXXHOCTU MELUUMHCKUX KOHCYMbTauui  unm
XUPYPrUYecKnx onepaumn;

- He JOIMKHbl NOApPbIBaTb penyTauuilo nNpeanpusaTui-npomM3BoanTenelt nekapcTBEHHOro cpeacTaa,
Bepy notpebutenen B AENCTBUE NEKapCTBEHHbIX CPEACTB;

- HEe OOJIKHblI UCMOJIb30BaTb o6pa3 Bpa4a, cbapmau,eBTa, CCblNnaTtbCA Ha pekoMeHOdauun y4YeHblX,
M3BECTHbIX TNHOAEN, pa6OTHI/|KOB 30PpaBOOXpaHEHNA, WU3NEYUBLUNUXCA MaAUMEHTOB W COAEepXKaTb
Mchopmau,mo, HanpaBJieHHYO UCKITIOYUTESIbHO UK NpeHaMepeHHO Ha neten;

35



TexHudeckuin pernameHT "O 6e30nacHOCTM NekapcTBEHHbIX cpeacTe ans..."

- He [OOJDKHbl YyKa3blBaTb Ha ne4yebHble CBOWCTBA MULIEBbLIX 000aBOK, OMONMOrMYECKN aKTUBHbIX
[00aBOK, KOCMETUYECKMX cpencTBs, CpeActB TUIrMeHbl, eclnin OHM He 3apernctpunpoBaHbl B KayecTBe
JNIeKapCTBEHHbIX CpeacCTB.

234. 3anpewjaeTca peknama:
- NNeKapCTBEHHbIX CPeACTB, OTMyCKaeMbIX MO peuenTy Bpaya;

- NeKapCTBEHHbIX CPEACTB, MPUMEHSIEMbIX MPU TSHKENbIX COCTOSHUSAX, NIeUYMTb KOTOpble MOXEeT
TONbKO KBanNMUUMPOBaHHbLIV Bpay;

- HesaperucTpupoBaHHbIX B Kbiprbiackoli Pecny6nuke nekapcTBeHHbIX CPEACTB;
- HAPKOTMYECKUX, NMCUXOTPOMHBIX BELLECTB, MX aHanoroB U NPeKypcopoB.

235. Peknama NekapCTBEeHHbIX CpeacTB noapasfendaeTtcd Ha peknamy, npegHasHadYeHHy and
cneynanmncToB 1 peknamy cpegn HaceneHud.

236. TpeboBaHus k pekname, NpeaHasHa4YeHHOW ANsi CNeLManmCcToB:

1) peknama nekapCTBEHHbIX CPeACTB, MpedHasHayeHHas And crneuuanucToB, [onyckaeTcs B
cneumann3MpoBaHHbIX U34aHWUsX, 4epes3 CnpaBOYHO-MHOPMAUMOHHBbIE LIEHTPbl, Ha KOH(EpEeHLMSIX,
CMMMO3uyMmax, BbICTaBKaX W MHbIX MEPOMNPUATUSIX, HE 3anpeLleHHbIX 3akoHoAaTenscTBoM Kbiprbi3ckom
Pecnybnuku;

2) peknama, npegHasHa4dYeHHaa Onda cneuuanmcToB, [OO0JDKHa MOJIHOCTbKD COOTBETCTBOBATb
nepeyvyH Hay4HbIX OaHHbIX O NIeKapCTBEHHOM CpenCcTBe U coaepXaTb crnenyruine ceegeHna:

- HaMEeHOBaHMe aKTMBHOIO KOMMOHEHTA, C UCNOMb30BaHNEM MeXAyHapOAHOro HenaTeHTOBaHHOMO
HavnmeHoBaHua (MHH) unu opobpeHHoro o6LeynoTpebuTensHOro HaMMEHOBaHUS NekapCTBEHHOro
cpeacTsa;

- TOproBoe HauMeHoBaHue;

- codep)kaHune akTMBHOIo KOMMOHEHTa B [03€e, HEOOXOAMMOW ANns Npuema;
- yTBEPXKAEHHbIE YNONHOMOYEHHBLIM OPraHOM MoKasaHWs K MPUMEHEHMIO;

- A03MPOBKa 1 NOPSA0K NpUema;

- NOBOYHbIE SIBMEHUS M OCHOBHbIE HeXernaTernbHble peakuuu;

- VIH(bOpMaLI,VIﬂ no npoTmBoOnoKa3aHnAaAM, npeaynpexgeHnam wun cnyydadam, Korga AdaHHoe
JIeKapCTBeEHHOE CpeaCTBO crieayeT NpUuMeHATb OCTOPOXKHO;

- Ha3BaHUA OpYrnx KOMMOHEHTOB AaHHOro JieKapCTBEHHOINO CcpeacTBa, O KOTOPbIX M3BECTHO, YTO
OHWM MOTYT BbI3bIBaTb noboYHble peakunu;

- B3aMoZencTBre ¢ APYruMy NekapcTBEHHbIMM CpeacTBaMu;
- HasBaHWe 1 agpec NPOM3BOAUTENS UK AUCTPUOBLIOTOPA;
- CCbIfika Ha COOTBETCTBYIOLLME HAY4YHbIE NCTOYHMKMY;

3) €Cnn B peK1aMHOM obbaABNEHUN onyuwleHbl MnoJiHble cBeaeHnd O NnekapCTBeHHOM CpencTBe,
HeobxoaMMo caenaTb CCbIJIKY Ha UCTOYHUK Nnony4eHunaA I/IHq)OpMaLI,VIM;

4) HesaBUCMMO OT (POPMbI peknaMa AoSKHa COOTBETCTBOBaTb (HapMaKoNoOrMYyeckuM OaHHbIM O
neKkapCTBEHHbIX cpeacTBax, MOMNyYeHHbIM NPU KIMMHUYECKUX UCCNedoBaHUAX NeKapCTBEeHHbIX CpeacTB.

237. TpeboBaHUA k pekname rekapCTBEHHbIX CPEACTB CPean HacerneHus:

1) peknama ONns LUMPOKMX CIOEB HaceneHWsl OOKHa OKasbiBaTb WMH(OPMALIMOHHYK MOMOLLb
noasam B NPUHATUM paLMOHaNbHOMO peLleHns Mo MCMONb30BaHNI0 NeKapCTBEeHHbIX CPeAcTB, KOoTopble
ocuumanbHO MMEDTCs B Mpogake, oTnyckaemMble 6e3 peluenTa Bpaya;

2) noTpebuTensM HeobxoaAMMO AaTb TOUHYIO U NpaBaAUBYIO MHAOPMALIMIO O LIEHE;

3) peknama nekapCTBEHHbIX CPeACTB, NpeAHas3HavYeHHas And HacerneHus, AOofHKHa uanaraTtbCsi B
OOCTYMNHOM hopme 1 cofepXaTb creayowmne ceeaeHns:

- HAMMEHOBaHWEe aKTMBHOIO KOMMOHEHTA, C UCMOMb30BaHMEM MEXAYHapOAHOro HenaTeHTOBaHHOIO
HanmeHoBaHus (MHH);

- TOproBoe HaMmMeHoBaHne;

- OCHOBHbI€ NMOKa3aHUA K NPpUMEHEHMUIO;
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- OCHOBHbIE MepPbI NPeaoCTOPOXHOCTHU, NMPOTUBONOKa3aHNA U cneunarbHble NpegocTepeXeHna ona
6epemeHHb|x, KOPpMALLNX MaTepeﬁ, neten, nogen NPEeKIOHHOro so3pacTta u 1.4.;

- HasBaHWe M agpec NPOM3BOAMTENS UK ANCTPMObIOTOpPA.

238. MNopsaok KOHTPONSA Hag PEKNaMoi NeKapCTBEHHbIX CPeAacTB onpeaensaetcs MNpaBuTensCcTBoM
Kbipreiackon Pecny6nvku.

MnaBa 13. Tpe6oBaHMA K NPOABMKEHUIO NEKapCTBEHHbIX
cpencTts

239. lNpun npoaBwKeHUN NeKapCTBEHHbIX CPEACTB Ha PbIHOK TpebyeTcsa yuuTbiBaTb dTUYECKME
KpuUTEpWM, YCTaHOBIEHHbIE HacTosALWMM PernameHToMm.

240. TpeboBaHus HaACTOSILLEN MaBbl PACNPOCTPAHSIIOTCS Ha MPOU3BOAUTENEN NEKAPCTBEHHbIX
CpefncTB, OMCTPUOLIOTOPOB, MEOMUUHCKMX MNPELCTaBUTENEN, NOCTaBLUMKOB JIEKApPCTBEHHBIX CPeacTs,
paboTHUKOB MEANLIMHCKMX N hapMaLEeBTMYECKNX OpraHM3aLmi, 3aHUMatoLNXCS Ha3Ha4YeHMEM, OTMYCKOM
W pacnpegeneHvemM IneKkapcTBEHHbIX CpeacTs, MeauuMHCKMe W gpyrme  yyebHble 3aBedeHus,
npocpeccuoHanbHble accouuauuu, rpynnbl NaLMeHTOB M NoTpebutenen, npodeccuoHanbHble U
o6LLeCcTBEHHbIE CpeACcTBa MaccoBON MHGOPMaLIMK.

241. He O0nyCcKaeTCcda npoaBuXeHue JrekapCTBeHHbIX CcpeacTB, OTNyCKaeMbIX Mo peuenty Bpada,
HanpaBJieHHOe Ha NnL, He ABNALNXCA cneynanmctaMmm 3paBooOXpaHEeHUA.

242. TpeGoBaHUs nMpedblayllero MNyHKTa He  pacnpocTpaHsiloTCs Ha  NpoABWXEHWe
MMMYHOBGUOMOrMYECKUX  JNIEKAPCTBEHHbIX CPEACTB, WCMONb3yeMbIX B Mporpammax —BakuuMHauuu,
NMPOBOAMMBIX B COOTBETCTBMM C HaUMOHasbHbIM KareHdapem MNpodUakTUYECKUX MPUBMBOK U
KaneHgapem npuBMBOK MO 3NUAEMUYECKMM MOKasaHUSaM.

243. He 0OMnyCKaeTCda MnpoaBuMKeHne IneKapCTBeHHbIX CcpencTtB nocpeacrtsomM TerieMara3nHoB
(Tenemonoa), nocpencTBoM pacrnpocTpaHeHUA OecnnaTtHbIX 06pa3LI,OB JIeKapCTBEHHbIX CpencTB cpeau
nny, He ABNAKLWNXCA cneuynanmnctaMmn 3gpaBooxpaHeHud, B TOM Ynucne nposegeHune D,eryCTaLI,VIVI n |'|p06
JNIeKapCTBEHHbIX CpeacCTB.

244. He ponyckaeTcsa UCMofb30BaHWe NeKapCTBEHHbIX CPEACTB B KA4eCTBE NPU30B N MOOLLPEHUIA.

245. ®dapmaueBTMYeECKME  KOMMaHuMM  06s3ytloTcss  MHGOpMUMpOBaTb  CBOUMX — MEAULIMHCKMX
npeacrasuTenemn, Apyrnx CBOMX COTPYAHUKOB U ANCTPUOBLIOTOPOB, C KOTOPbLIMU paboTatoT, O TOM, YTO OHU
OOJMKHbI MpUAepXMBaThCsl TpeboBaHMIA HacTosiLwero PernameHTa.

246. Martepuanbl, uWcnonb3yemble Mpu MNPOOABUXKEHUN JIEKAapPCTBEHHbIX CPEeACTB, OOMKHbI
6asnpoBaTbCA Ha AaHHbIX, YTBEPXKAEHHbIX NPU PerncTpauuv nekapcTBeHHbIX cpedcTB B Kblprbiackoi
Pecny6nuke, 00MmkHbI ObiTb HAOEXHLIMW, TOYHLIMU, NPaBOUBLIMUA, AOCTOBEPHbLIMU, AoKa3aTenbHbIMU U
COOTBETCTBOBATb OOLENPUHATEIM 3TUYECKMM Hopmam M npasBunam. OHM He [OOSKHbl copepXaTb
BBOASLIME B 3abnyxAeHne WM HenpoBepeHHble BbIBOAbI, Hemnb3s ynyckaTb Kakyr-numbo 4acTb
MHGOpMaLMK, YTO MOXKEeT NoBreYb 3a coboii HeonpaBAaHHOE UCMOMb30BaHUE JIEKapCTB UMM HEHYXKHbIN
PVCK.

247. Me,u,MKo-d)apmaueBqueCKaﬂ MHd)OpMaLI,Mﬂ, KOTOpaa npegocrtaBndaeTca cneunanncram
34paBoOOXpaHeHUd, He OOJKHa:

- NpefocTaBnATb HenpaBAuBbIE UM YMbILLUNEHHO UCKaXXeHHble (baKTbI n/vnn gaHHble B OoTpbIBE OT
KOHTEKCTa, YTO MOXET BBECTU B 3a6ny>|<p,eH|/|e y4aCTHUKOB 06paLLl,8HI/IF| JleKapCTBEHHbIX CPeacCTB,;

- UICKYCCTBEHHO MpeyBenmunBaTth 3heKTbl TEKAPCTBEHHOTO CPEACTBA;

- copepxaTb YTBEepXAEeHMs1 O MOMHOM OTCYTCTBUM Yy NEeKapCTBEHHOrO CpeacTBa HexxenaTernbHbIX
achexToB;

- cofepxaTb YTBEpXOEHWsl, KOTopble HEMOCPEACTBEHHO UMM onocpedoBaHHO 3asBnsioT o 100%
3 HEKTMBHOCTU M/1nn 6e30NacHOCTM NEKapCTBEHHOMO CPeACTBa;

- cofepxaTb onpeaeneHus "6esonacHblit" 6e3 AeTanbHOro 060CHOBAHUSA ero NPUMEHeHNs;

- copgepxatb onpeferneHne "HOBbIA" MO OTHOLIEHWKO K FEeKapCTBEHHOMY CpeacTBy, Mocne
pervcTpauum KoToporo, npowso 6onee 2 ner;
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- HaHocuTb nbon Bpen penyTauuMn JEKAapCTBEHHbIX CPEACTB w/wnu  dapmaueBTUYECKUX
KOMMNaHW, KOTOpble KOHKYPUPYKOT C AaHHbIM feKapCTBEHHbIM CPeacTBOM w/unu hapmaleBTU4ecKomn
KOMMNaHMeEN;

- codepxaTb OaHHble, KOTOpble CO3AAlT BrevyatrieHne, YTO MEAULMHCKAs KOHCYMbTauus Wnm
Xupyprudeckass onepauusi He saBnsetcs o6sAsaTenbHoW npu  ynoTpebrneHuM npoMOTMPOBAHHOMO
neKkapcTBEHHOro CpeacTaa.

248. HenpuemnembiMn OENCTBUAMU C MHGOPMaUUEn O feKkapCTBEHHOM CpeacTBe CO CTOPOHBbI
(hapmaLleBTUYECKON KOMNaHWM ABMAIOTCS crneayoLlme:

- KOMMpOBaHWe W/unu BOCNPOU3BEAEHNE B W3MEHEHHOM WU HEU3MEHHOM BUAE PeKaMHbIX
MaTepuarioB KOHKYPEHTHbIX CpPeACTB WM CCbiflka Ha HWX B MPOMOLMOHHBIX Matepuanax KOHKPETHOro
neKapcTBEHHOrO CPeACTBa;

- NpegocTaBneHne UHOPMaLMM PEeKNamMHOro xapakrtepa O NekapCTBEHHbIX CpeacTBax, KOTopble
He 3apermucTpupoBaHbl B Kblpreidckon Pecnybnuke.

249. Ecnun MaTtepuanbl peKknamMmHOro Xxapakrtepa cogepXaT cBegeHuda O LeHe JieKapCTBEHHOro
cpencrtea n/unn LeHoBOM CpaBHEHNN C KOHKYPEHTHbIMW JIEKapCTBEHHbIMU CpencTBaMy, oba3artenbHo
YKa3bIlBalOTCA gaTta CpaBHEHUA U UCTOYHUK Mchopmau,mm.

250. lNpwu ccbinkax Ha NpoBeAeHVe nccnegoBaHns HeobxoamMMo TOYHO 0603HauYMTb AaTy, MCTOUYHMK
n/vnn aBTopa uccnegoBaHus.

251. Ecnu paHHble, KOTopble NpMBOAATCS, BblnM Nony4deHsbl in vitro unu Npu MccnegoBaHUAX Ha
XMBOTHBIX, - HEOBXOAMMO 3TO 4YeTKO 0003HaUUTL BO U3bexaHne HeBEpPHON nHTepnpeTaummn OakTos.

252. Jlwobon HocuTenb wHGOPMaLMM, KOTOPbIA pekrnaMmupyeT nekapCTBEHHOe CpeacTso,
065a3aTenbHO JOMKEH coaepXKaTb:

- TOProBoe 1 HenaTeHTOBaHHOE Ha3BaHWe fekapCTBEHHOrO CPeacTBa;

- VHCTPYKUMIO MO MNPUMEHEHWI0 C obA3aTenbHbIM YykasaHMem MoKasaHuW, NPOTMBOMOKa3aHuM,
NOBOYHbIX AENCTBUI N OCOBEHHBIX MPEAOCTEPEXEHUI, N YCNOBUIA OTNYCKa U3 anTex;

- permcTpaumMoHHbIN HOMEpP, AaTy perncrTpauum n cpok permctpaumm B Kelprbisckon Pecnybnuke;

- Ha3BaHWe KOMMaHUM NPOM3BOANTENS 1 ee opuanyeckun agpec B Kolproizckon Pecnybnuke;

- CCbIfIKY Ha UCTOYHUKN MHAPOPMaLIMKU NPU LUTUPOBaHUN, YKa3aHUn (pakToB N AaHHbIX;

- 060o3HayeHMe peLenTypHOro cratyca nekapCTBEHHOro cpeacTtea - Hanpumep "OTnyckaeTtcs no
peuenTy Bpaya" unu obosHavyeHne Be3peuenTypHOro cratyca NnekapcTBEHHOro cpeicrtsa - Hanpumep
"OTnyckaetcs 6e3 peuenTa”;

- TOYHYIO AaTy BbiNycKa 3TOro HocuTens nHopmauuu.

253. MeauuuHckme npegcrtaBuTenn apmaueBTUYEeCKUX KOMMaHuW, BO BpeMs BU3UTOB K
cneumanucTam 3gpaBoOXpaHeHus cobupaloT 1 NPeaocTaBnsAlT B NpeacTaBUTeNsCTBa CBOEW KOMMaHuu
nHOopMaLMIo O criydasx NoboYHOro AeNCTBUSA NEeKapCTBEHHbIX CPeACTB, KOTOPbIE PeKnammnpyroTcs, Ans

AanbHenwen nepegayvm 3Ton MHopmauum B LITab-kBApTUPY KOMMAHMM UMK Ha 3aBOA4-MPOM3BOAUTEND
nekapCTBEHHbIX CPeACTB.

254, dapmaueBTMYECKaAs KOMMaHUA TakkKe HasHayaeT IMuUO, OTBETCTBEHHOE 3a KOHTPOISb
peKrnamMHONn MHoOpMaLUMM U NPOMOLMNOHHbLIE MaTepuansl. Kpome npo4vero, onpeaeneHHoro KomnaHuen,
3TO NMUO OTBEYaEeT 3a:

- npegoctaeneHve obpasuoB peknambl U MHOpMauum Mo TPebGOoBaHUI YMOSTHOMOYEHHOIo
rocygapcTBeHHoro opraHa Keipreidckon Pecnybnukmn B obnactu 3gpaBooxpaHeHus B cepe obpalleHus
nekapCcTBEHHbIX CPeACTB;

- 0ByYeHVe nepcoHana, Yol AeicTBUA CBsi3aHbl C NPOMOLUMEN NPOaYKLNK;
- COOTBETCTBUE pPeKNamMHoON MHopmaLuum TpeboBaHUsAM OENCTBYIOLLEro 3aKoHoAaTenbCTRa.

255. MeguumHckmne npegctasutenn apmMaueBTUYECKMX (OUPM OOIMKHbI MMETb COOTBETCTBYHOLLEE
MeauumHckoe obpasoBaHMe M OOMMKHbl OblTb COOTBETCTBEHHO 0O0yYeHbl. OHM  OOMKHbI BnageTb
Hay4YHbIMM AaHHbIMM B OO6beMe, AOCTAaTOYHOM Afis TOro, 4Tobbl NPefoCTaBnATb TOUHYIO U KaK MOXHO
©onee nomnHy MHOPMaLUIO O NIEKAPCTBEHHbIX CPEeACTBaX, KOTOPbIE OHU MPOABUIatoT.
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256. Pykosogutenu cdapmaueBTUYECKUX (PUPM OTBETCTBEHHbI 3a HayalbHYHO M MOCrenyoLLyto
NOAroTOBKY MEAULMHCKUX NPeAcTaBuTernen, B YaCTHOCTWU, WUHCTPYKTUPOBAHWE MO BOMpocam 3TUYHOro
noBefeHns, MNpuHMMas BO BHMMaHuWe TpeboBaHWs HacTosiwero PernameHta no nNpoABWXEHWUIO
nekapcTBeHHbIX CpeAcTB Ha pbiHOK B Kbiprbidckon Pecnybnuke.

257. PykoBoauTtenu apmaueBTU4eckux dUPM HEeCyT OTBETCTBEHHOCTb 3a 3asiBNeHuss wu
OEeATenbHOCTb CBOMX MEAWMUMHCKUX MpeacTaBuTenen npu npoaBMKEHUN NEeKapCTBEHHbIX CPeACTB Ha
pbiHOK B Kbiprbiackon Pecny6nuke.

258. MeanunHckue npeactaBMTENM [LOMKHbI NpefocTaBnATb  dapmMaueBTam U Bpadawm,
Ha3Ha4alLWKMM JeKapCTBEHHbIE CPEACTBA, MOMHYD W HEnpeaB3sTyid MHAOPMaLMI0 MO Kaxaomy M3
paccMaTpMBaeMbIX JleKapCTBEHHbLIX MNpenapaTtoB, MOAOOHYK TOW, KoTopas npedocTaBnsieTcs B
YTBEPXKOEHHbIX HAYYHbIX cneundukaumsax Unu Apyrnx aHanorm4HbIX MCTOMHMKaX MHdopmaumm.

259. dapmaLeBTUYECKME KOMMAHUM MOTYT:

- NpPefocTaBnATb cneunanucTamMm 34paBOOXPaHEHUS HAYYHO-MPAKTUYECKYD MHOPMaUMio B BUAE
CMpPaBOYHOM NMTepaTypbl, HAYYHbIX >KypHaNoB, MEOULMHCKOM nuTepatypbl, MeauumHckmux CD,
onnadmeBaTb NOAMMCKY Ha NpodeccrmoHanbHble n3gaHns B cepe 30paBoOXpaHeHns n ap.;

- NpefocTaBnAaTb cneunanncTaMm 3apaBoOXpaHeHus uenesoe MHaHCUpoBaHMe, B TOM YuCre Ha
nuccrnegoBaHus, YyCOBepLUEHCTBOBaHME NPaKTUKK, 3aKyrnky BaXKHOro MmeauumHckoro obopygosaHus (u/vinu
fbnaroTBopuTenbHblE B3HOCbI Ha MeguumHckoe obopydoBaHue), MeguuMHCKUX  ycnyr  (u/vnm
BnaroTBopuTenbHblIE B3HOCHI Ha MeAWUMHCKME ycryrn) u gp., npu yCnoBuW, YTO 3TO He AernaeTcd B
0o6MeH Ha BbINMCbIBaHME fIeKapCTBEHHbIX CPeACTB CreuuanicTamMmm 3gpaBooXpaHeHns;

- NpefocTaBnATb crneumanncTtam 34paBoOXPaHEHUst CMOHCOPCKYHD MOMOLWb AN ydacTusa B
CcneunannampoBaHHbIX  Hay4yHO-MPaKTUYECKUX  MeponpuaTusax  (CMMNosnymax, KOHdbepeHuusix,
ceMuHapax) B popme onnatbl permcTpaumoHHOro B3Hoca, npoesaa;

- npepocTaBnaTb OnaroTBOpUTENbHblE B3HOCHI (MOXEPTBOBAHWS) OpraHvM3auusiM, KoTopble
BOBJIEYEHbl B KyNbTYpHYIO, GraroTBopuTenbHyo, obLiecTBeHHYI0, obpasoBaTenbHylo, ryMaHUTapHYI,
(bVNaHTPOMUYECKYO, CMOPTMBHYIO  OEATENbHOCTb, a Takke [OesTenbHOCTb, CBS3aHHYID CO
34paBooxpaHeHneMm. Jliobor Bng 6naroTBOpUTENBHOMO B3HOCA AOMMKEH OblTb MOMHOCTBIO NPO3payHbIM,
rnacHbIM U COOTBETCTBOBATb 3aKOHOAATENbCTBY.

260. B cBoem B3auMmModeWCcTBUM CO creuvanucTamu 3OpaBoOXpaHeHuns (apmMaleBTUYeCKUM
KOMMNaHWsIM KaTeropuyecku sanpeliaeTcs:

- npegocTtaeneHve B nobon dopme (kak PUHAHCOBOW, Tak U He (PMHAHCOBOW) MOOLLPEHUS 3a
HasHayYeHWe nauMeHTam nekapCTBEHHbIX CPEACTB;

- opraHusaumsa nbbix KOHKYPCOB, akuWii, U Tak Aanee, KOTopble HamnpaeneHbl Ha CneuuanucToB
30paBOOXpaHEeHNss U Lienblo KOTOPbIX ABMNAETCA MOoMyYeHne MaTepuanbHOW Bbirodbl creuuanuctamu
30paBOoOXpaHeHNs1 B 3aBUCMMOCTM OT HasHa4YeHuss UMM pekomeHdauuii onpeaeneHHbIX NeKapcTBeHHbIX
CPencTs;

- CyLLecTBOBaHWE MNPUYMHHO-CMEACTBEHHOW CBA3M MeXdy MonydYeHveM crneuuanucramm
30paBoOXpaHeHnss MoBbIX MaTepuanbHbiX CTUMYMOB M (DakTOM Has3HayYeHUs UMW  NauueHTam
NeKkapcTBEHHOro CpeacTBa;

- NpegocTaBreHne peLenTypHbIX GnaHKoB, KOTOpble caMu KOMUPYIOTCS, U MOTYT MOCAYXXWUTb AnNs
MOCMNeAYLEero KOHTPOSsS YacTOTbl HAa3Ha4YeHWs onpenesieHHbIX NEeKapCTBEHHbIX CPeACTB KOHKPETHbLIM
BpayoMm.

261. BbecnnatHble 06pasubl NeKkapCTBEHHbIX CPEACTB paspellaeTca npedocTaBnATb nuuam,
YMOSTHOMOY€EHHbLIM Ha3HayaTb NleKapCTBEHHble CPeACcTBa, Npu CoGMNAeHUN CrieayoLWnX YCoBUiA:

- OrpaHMYeHHOe KONMYEeCTBO 0OpasLOB KaXKdoro peuenTypHOro NekapcTBEHHOIO CPeacTBa, OAMH
pas3 B ropg;

- 06pasubl OOMKHbI MPEeAOoCTaBMATLCA TOMbKO MOcfe MUCbMEHHOro 3anpoca nosyyaTens, Ha
KOTOPOM MMeEIoTCs Moanuch 1 aara;

- Nvua, KoTopble NpefocTaBnAlT obpasubl, OOMKHbI UMeTb afeKBaTHYI CUCTEeMY KOHTpOns U
yyeTa;
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- Kaxabin o6paseu, AOMKeH ObITb I/ID,eHTI/ICbVILI,I/IpOBaH C NpoAYyKTOM, MNOCTaBJ/IEHHbIM Ha PbIHOK B
MWHUMAJ1IbHOM KOJIM4YECTBE,

- Kaxablh obpaseu, [omkeH ObiITb MapkupoBaH Kak ©OecnnatHbi obpasel, NeKapCTBEHHOro
npenapara, ero Hefb3st UICNONbL30BaTb 4SS NePENPOAAXKN UIN B UHBIX KOPbICTHLIX LENsX;

- Kaxkabl obpasel, AOMKeH COMpPOBOXAATbCS KOMUEN KpaTKOW XapakTepUCTUKWM NEeKapCTBEHHOMO
CPeAcTBa;

- 3anpeLlaeTcs NpeocTaBneHne oGpasL OB NeKapCTBEHHbIX CPEACTB, COAEPXKALLUX NCUXOTPOMHbIE
U1 HapKOTUYECKNE BELLIECTBA, COOTBETCTBYIOLLME ONpeaeneHnsIM MexXayHapoaHON KOHBEHLN.

262. MoryT npeacraBnsatbca 6ecnnatHble 0b6pasLbl TONbKO 3aperMcTPUPOBaHHbIX NeKapCTBEHHbIX
cpencte. [OaHHoe TpeboBaHMe He pacnpoCTpaHseTca Ha cnyvyaum nNpoBefeHUst  KITMHUYECKMX
nccrnegoBaHun.

263. B «kayectBe OecnnaTtHbiXx 0O0pasUOB MOryT pacnpOCTPaHATbCS TOMbKO — YNMAaKOBKM
NeKkapCTBEHHbIX CPEACTB, COMPOBOXAAEMble WHCTPYKUMENA U MMEKLLNE OOMOSNTHUTENbHY MapKUPOBKY
"BecnnaTHbI obpasel - He Ans npogaxu".

264. Hay4yHO-MH(bOpMaUMOHHbIE MEPONPUSATUSA MOME3Hbl ANA pacnpocTpaHeHus WHopmaumn.
MepBocTeneHHoe 3HaYeHWe MMeET HayyHoe coAepKaHue Takux MeponpuaTtuin. Vx obpasoBaTenbHyto
LEHHOCTb MOXHO MOBbICUTb, €CNN B HWX MPWHUMAKT YyvacTue HayyHble W npodyeccroHarnbHble
opraHunsaumm.

265. O CnoHCopCcKOM MOMOLLM CO CTOPOHbI hapMaueBTUYECKON KOMMaHMM MMM CO CTOPOHbI
rpMbI-ancTpubbioTopa OOMKHO ObITb 3asBIEHO 3apaHee, Nepep KaxabiM COBELlaHWeM U BO BCEX
npoTokonax. B npoTokonax Takke A0MKHbI ObITb OTPaXXeHbl BCE BbICTYNNEHUS U OUCKYCCUN.

266. Jliobas nogaepxka Bpadewn, BeayLmx UHAMBUAYaNbHYIO NPaKTMKy, NO3BONALWAS UM NPUHATL
yyacTne B MeXAyHapoOHbIX WM OpraHu3yeMblX BHYTPU CTpPaHbl MeponpusTUsSX (CMMMo3uymax), He
OOIMKHA CTaBUTbCS B 3aBMCMMOCTb OT KakMx-mbo 0ba3aTenbCTB, COAENCTBOBATL NPOOBUMKEHUIO KaKOW-
nnbo MegUUUHCKON NPoayKLNK.

267. CnepgyeT OTOENbHO MPOBOAUTL MEPONPUATMS MO MHAOPMUPOBAHUIO O HOBLIX pesynbTaTax
uccrnegoBaHum  ond  cneumanuctos u ana  npegcrasutenern CMW. Tlpu  cmewaHHoM  yyactum
npeacrasutenen CMU n Hay4yHOM npeccbl B Hay4YHO-UHPOPMALIMOHHBIX MEPOMPUATUAX (CUMMMO3NYMbl,
KOH(bepeHumn, cbesdbl M T.M.) pPEeKOMeHAyeTCA NpPefoCTaBfsATb B WX pacrnopskeHne OTAerbHble
crneuunanbHO NOAroTOBMEHHbLIE NAMKM C NOMeTKamu "ans cneumansHoOW npeccol” 1 "ana npeacraBuTtenen
CMKN".

268. [locTMapKeTUHroBble Hay4yHble uWccnegoBaHWss W HabnwaeHuss He  OOMKHbl  ObiTb
MCMOJSIb30BaHbl B Ka4yecTBe 3aMacCKMpOBaHHOW (QOPMbl COAEWCTBUS MPOABMXKEHUIO JIEKAPCTBEHHbIX
CpeacTB Ha PbIHOK.

269. Pe3ynbTaTbl NOCTMAPKETMHIOBbLIX Hay4YHbIX UCCRefoBaHUA U HabNogeHUn He MoryT ObiTb
UCMONb30BaHbl B pekname And HacereHus, ecrnv noflydYeHHble B COOTBETCTBUM C HUMWU [aHHble O
pacLUMPEHHbIX MOKa3aHMAX HE YTBEPXKAEHbI YMNONTHOMOYEHHbIM FOCy4apCTBEHHbIM OpraHoM Kbiprbi3ckom
Pecnybnvku B obnacTtu 3agpaBooxpaHeHus B cchepe obpalleHnsi TekapCTBEHHbIX CPEACTB.

270. Pe3yanaTb| TEeKyLnx nccrnegoBaHnin  unu pe3ynbTaTthbl MccrneaoBaHnin, HaxoOsILUXCA B
CTagnun aHanumsa un 06p660TKM, He OO0JKHbI NpeacTaBlATbLCA KaK OKOHYaTerbHbIe.

271. MNy6nuyHble, agpecoBaHHble LUMPOKOW ayauTOpUM BbICTYMNNEHMS CNeunanucToB-Meaukos C
pekoMeHOauMsaMu Mo MNPUMEHEHUIO MpenapaTa, OCHOBaHHble Ha COGCTBEHHOM OfbiTe, HO He
COOTBETCTBYHOLLNE YTBEPXKAEHHBIM (hapMaKoNorMyeckum AaHHbIM, CHUTATCS HEKOPPEKTHBIMMU.

272. HayuyHble ny6nukauumM pesynbTaToB MOCTMapKETUHIOBLIX HaYyYHbIX WCCREedoBaHui u
HabnogeHnA He MOryT CIYXUTb OCHOBaHVMEM AN BHEAPEHUS B MPaKTUKy o6CyKOaemblX CpefcTB Ao
MOMEHTa oduLUMarbHOrO paspeLleHnsl YMNONTHOMOYEHHOIO roCcydapCTBEHHOro opraHa Kblprbiackoi
Pecny6nuku B 06nacTu 3apaBooxpaHeHnsl B cdpepe obpalleHns nekapcTBeHHbIX CpeacTB.

273. B pekname ansi cneunanucToB pesyrnbTaTbl NOCTMAPKETUHIOBbIX Hay4YHbIX UCCRefoBaHuiA U
HabnAeHUn MOryT UCMOMb30BaTbCs TOMLKO MOcre MX NyGnukauum M OOMKHbI COAepXKaTb CCbIMKM Ha
WCTOYHMUK.
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274. B nHdopMaUMOHHbIX MaTepuarnax, KacalLlmnxcsa pedyrbTaToB NOCTMAaPKETUHIOBBLIX Hay4YHbIX
uccnegoBaHui n HabnogeHun, nommmo MHH (MexgyHapoaHOro HenaTeHTOBaAHHOIO HavMEHOBaHWS)
cnegyeT ykasblBaTb TOProBYKO MapKy rekapcTBeHHOro cpefctsa. lMpu ccbinkax Ha 9Tu pesynbTaTbl B
nyénukaunsax n/unu MHOOPMAaLMOHHBIX MaTepuanax, KacalLwmxcs BOCNPOU3BEAEHHbIX (FeHepuyeckmx)
npenapatoB ¢ Tem xe MHH, crnegyeT ykasbiBaTb TOProByld MapKy Ji€KapCTBEHHOrO CpeacTsa,
ABMBLLErOCS pesynbTaToM UccneaoBaHus.

275. CneuunanucTbl 34paBoOXpaHeHnaA MOryT B KayeCTBe€ KOHCYJIbTaHTOB MpenoCcTaBlATb
qi)apMaLl,eBTl/l‘-leCKl/lM KOMMNaHuAM cneayrouime ycnyru, nonydyaa 3a HuUX onnarty:

- npoBeageHne TeMaTu4ecknx nccnegoBaHuin, CBSI3AHHbLIX C NIeKapCTBEHHbIM CpPEeACTBOM
npon3Boactea KOMNaHUK;

- MpeseHTauMM Ha MHMOPMaLNOHHO-00pa3oBaTeNbHbIX MEPONPUATUSIX, OPraHM30BaHHbIX
hapmaLeBTUHECKMMM KOMMNAHUSIMU (CEMUHapaXx, KOHEPEHLMAX, KPYTIbIX CTONaxX 1 Tak aanee).

276. CneumanncT 30paBoOXpaHEHUs MOXET pacCMaTpMBaThCS Kak KOHCYMbTaHT, €CIu:

- cywecTByeT MUCbMEHHOE TpyOoBOe CorfalleHne, MoanucaHHoe [OBYMSI  CTOPOHaMu
(cneunanuctom 34paBoOOXpaHeHUs U hapMaueBTUYECKON KOMMaHWEN, KOTOpPOE COOEPXKMT YeTKoe
OnMcaHne KOHCYNbTaTUBHbIX YCIyr, KOTopble ByayT npenocTaBnsaThbCs;

- notpebHocTb hapmaLeBTUYECKOW KOMMNAHUMM B [aHHOM MNepeyHe ycryr gofhkHa ObiTb 4eTko
obocHoBaHa;

- 0oTBGOp KOHCYNbTAaHTOB MPOM3BOAMTCA HA OCHOBE YPOBHA MOATOTOBKM CMELWanucToB
30paBoOOXpaHeHUss U ero (ee) CMNOCOGHOCTM [OCTUYL OOpasoBaTeNnbHOW WM Hay4YHOW  Lienu,
MOCTaBNEHHOW KOMMaHWel, a He Ha OCHOBe Ccorfacusi WM BO3MOXHOCTM HasHayaTb NauueHTam
nekapcTBEHHOe CpeACTBO NPOMU3BOACTBA KOMNaHWUK;

- MEeCTo U OBCTOSATENbCTBA BCTPEY C KOHCYNbTAaHTOM C LIEMbl UCMOMb30BaHWUA ero/ee ycnyr
COOTBETCTBYIOT Ha3HAYEHMIO KOHCYNbTaHTa (Ne4yebHO-NpoduUnakTMiyeckme y4YpexaeHusl, MeauumHckme
y4yebHble yupexaeHus, KoHepeHU-LEeHTPbI U Tak Aanee);

- FOCTENPUMMCTBO, CBSA3aHHOE CO BCTPEYaMW C KOHCYNbTaHTaMu, SBNAETCS He3HauYUTerbHbIM MO
CTOMMOCTW Y BTOPOCTEMNEHHBIM MO OTHOLLEHWUIO K FMaBHON Lenn (Hay4yHoW, NPakTUYeCcKon) BCTPeYU;

- pa3mep BO3HArpaxKgeHud, Kotopoe nosjiydaeT KOHCYJIbTaHT 3a CBOU YCIyrn, HaxoguTCA B paMKax
prHO‘-IHOIZ CTOMMOCTHM OaHHOIo Thna ycnyr.

277. B cnyvyae ecnu hapmaueBTMYECKasi KOMMNaHUA HaHMMaeT KOHCYyfbTaHTa AS1a NpoBeAeHns
NCCrnefoBaHUN, CBA3AHHBIX C NEeKapCTBEHHbIM CPEACTBOM €€ NMPOM3BOACTBA, CYLLECTBYET NMUCbMEHHbIN
NPOTOKON UCCMeAoBaHMs.

278. BknioyeHWe rnekapCTBEHHbIX CPEeACTB B MepeyYeHb >KMU3HEHHO-BaXKHbIX feKapCTBEHHbIX
cpeacte  (IMMKBJIC) Kbiprbisckoi PecnyGnvku  OOMKHO OCHOBLIBATLCA Ha MpUHUMNAxX oTbopa
drapmaLleBTMYECKMX MpenapaToB, COOTBETCTBYIOLMNX KPUTEPUAM OTOOpa OCHOBHbIX Jl€KapCTBEHHbIX
CpencTB:

- NMPVOPUTET AOIMKEH NpuHaanexaTtb JIeKapCTBEHHbIM CpeAcTBaM C JOKa3aHHON 3EKTUBHOCTbLIO
1 6e30NacHoOCThLIO;

- Bbl60p OOJMKEeH TMNpon3BOAUTbLCA W3 TeX JeKapCTBEHHbIX CpeacTB, KOTOpble MpOoLUn
PaHOOMU3NPOBAHHbIE KOHTPONMPYEMbIE KITMHUYECKME NccneanoBaHuaA,

- HOBbl€ JleKapCTBEHHbIEe CcpeacTBa BKIMKOYakTCA B NepeyYeHb TOJIbKO B TOM Cny4ae, Korga OHu
MMEKT o4eBMaHbIE NpenmMyllecTBa nepen 4aBHO NCNONb3YHLWNMNCA N1eKapCTBEHHbIMU CpenCcTBaMu;

- KaxkJoe nekapCcTBEHHOe CpedcTBO AOJPKHO OTBevaTb CTaHaapTam Mo KayecTBy, BKIO4Yas, npu
HeobxoaMMOCTH, BMOMOrMYecKkyld OOCTYMHOCTb WM CTabUIbHOCTb MPU COOTBETCTBYIOLUMX YCIIOBUSX
XpaHeHUs1 U UCMONb30BaHMS;

- HGOGXO.D.I/IMO y4ynuTbiBaTb COOTHOLUEHWMEe CTOUMOCTb - SCD(*)GKTVIBHOCTb Ona  KOHKPEeTHOro
NNIeKapCTBEHHOro cpencTBa;

- GONbLUINHCTBO OCHOBHbIX NNeKapCTBEHHbIX CpeacTB OOJTKHbl COCTOATb M3 MOHOKOMMOHEHTHbIX
coeMHEHUN. CDVIKCVIpOBaHHbIe KOMOUHauum /J,elZCTBytOLLI,MX BewecCTB npueminemMbl TONbKO B TOM Cly4ae,
€Ccnn KomOumHauus mmeeT [OoKasaHHoe npenmyuiectso Hag MOHOKOMMOHEHTHbIM coeduHeHunem, Ond
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OOCTUXEeHuA ny4dywero TtepaneBTU4eckoro Sd)(beKTa, GesonacHocTH, yﬂ,O6CTBa B TMPUMEHEeHUn wunmn

CTOMMOCTMU;

- JIeKapCTBEHHble CpeacTBa, OTOOpaHHble B MNEpeyYeHb KU3HEHHO-BaXKHbIX JIEKAPCTBEHHbIX
CpeacTB, BHOCATCA NoA MexXayHapoaHbIMU HenaTeHToBaHHbIMU Ha3BaHuaMu (MHH).

MnaBa 14. OueHka COOTBETCTBUSA JNIeKapCTBEHHbIX CPeaAcTB

279. OueHka COOTBETCTBUS NNEKAPCTBEHHbIX CPeaCTB NPOBOAMTCS B crieayowmx dopmMax:

- rocyAapcTBeHHas perucrTpaums/nepepernctpaums;

- (absay ympamun cusny 8 coomeemcmeuu ¢ nocmaHosneHuem lMpasumenscmea KP om 5 urons

2018 2o0a Ne 312)

- rocygapcCTBEHHbIM Haa30p.

(B pedakyuu nocmaHosneHuli lNpasumenscmea KP om 23 utoHsi 2014 200a Ne 346, 5 urons 2018

2o0a Ne 312)

280. (Ympamun cuny e coomeemcmeuu C [ocmaHo8/1eHUemM

asazycma 2018 eoda Ne 405)

281. (Ympamun cuny
aszycma 2018 eoda Ne 405)
282. (Ympamun cuny
aszycma 2018 2o00a Ne 405)
283. (Ympamun cuny
asazycma 2018 eoda Ne 405)
284. (Ympamun cuny
aszycma 2018 2o00a Ne 405)

285. (Ympamun cuny
aszycma 2018 eoda Ne 405)

286. (Ympamun cuny
aszycma 2018 eoda Ne 405)

287. (Ympamun cuny
aszycma 2018 eoda Ne 405)

288. (Ympamun cuny
aszycma 2018 2o0a Ne 405)

289. (Ympamun cuny
aszycma 2018 2o0a Ne 405)

290. (Ympamun cuny
aszycma 2018 2oda Ne 405)

291. (Ympamun cuny
aszycma 2018 2oda Ne 405)

292. (Ympamun cuny
aszycma 2018 2o0a Ne 405)

293. (Ympamun cuny
aszycma 2018 2o0a Ne 405)

294. (Ympamun cuny
aszycma 2018 2o0da Ne 405)

295. (Ympamun cuny
aszycma 2018 2o00a Ne 405)

296. (Ympamun cuny
asazycma 2018 eoda Ne 405)

297. (Ympamun cuny
aszycma 2018 eoda Ne 405)
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298. (Ympamun cuny 8 coomeemcmeuu

aszycma 2018 eoda Ne 405)

299. (Ympamun cuny
asazycma 2018 eoda Ne 405)

300. (Ympamun cuny
aszycma 2018 2o00a Ne 405)

301. (Ympamun cuny
aszycma 2018 2o00a Ne 405)

302. (Ympamun cuny
asazycma 2018 eoda Ne 405)

303. (Ympamun cuny
aszycma 2018 eoda Ne 405)

304. (Ympamun cuny
aszycma 2018 2o00a Ne 405)

305. (Ympamun cuny
aszycma 2018 2o0a Ne 405)

306. (Ympamun cuny
aszycma 2018 eoda Ne 405)

307. (Ympamun cuny
asaycma 2018 2oda Ne 405)

308. (Ympamun cuny
aszycma 2018 2o0a Ne 405)

309. (Ympamun cuny
aszycma 2018 eoda Ne 405)

310. (Ympamun cuny
aszycma 2018 2oda Ne 405)

311. (Ympamun cuny
aszycma 2018 2o0a Ne 405)

312. (Ympamun cuny
aszycma 2018 2o0a Ne 405)

313. (Ympamun cuny
aszycma 2018 2o0da Ne 405)

314. (Ympamun cuny
aszycma 2018 2o00a Ne 405)

315. (Ympamun cuny
asazycma 2018 eoda Ne 405)

316. (Ympamun cuny
aszycma 2018 eoda Ne 405)

317. (Ympamun cuny
aszycma 2018 2o00a Ne 405)

318. (Ympamun cuny
aszycma 2018 2o00a Ne 405)

319. (Ympamun cuny
aszycma 2018 eoda Ne 405)

320. (Ympamun cuny
aszycma 2018 eoda Ne 405)

321. (Ympamun cuny
asaycma 2018 eoda Ne 405)
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322. (Ympamun cuny 8
aszycma 2018 eoda Ne 405)

323. (Ympamun cuny 8
aszycma 2018 eoda Ne 405)

324. (Ympamun cuny e
aszycma 2018 2o00a Ne 405)

325. (Ympamun cuny e
aszycma 2018 2o00a Ne 405)

326. (Ympamun cuny e
asazycma 2018 eoda Ne 405)

327. (Ympamun cuny 8
aszycma 2018 eoda Ne 405)

coomeemcmeuu

coomeemcmeuu

coomeemcmeuu

coomeemcmeuu

coomeemcmeuu

coomeemcmeuu

(o4

328. (Ympamun cuny e coomeemcmsuu c

aszycma 2018 2o00a Ne 405)

328-1. (Ympamun cuny 8 coomeemcmeuu ¢ [ocmaHo8reHuem

aszycma 2018 2o0a Ne 405)

rnocmaHosesieHuemM

rnocmaHosesieHuem

rnocmaHoesieHuem

rnocmaHoesieHuUemM

rnocmaHosesieHuemM

rnocmaHosesieHuem

rnocmaHosJsieHuem

329. (Ympamun cuny e coomeemcmeuu C rnNocmaHo8ieHuem

aszycma 2018 eoda Ne 405)

330. (Ympamun cuny s
asaycma 2018 2oda Ne 405)

331. (Ympamun cuny s
aszycma 2018 2o0a Ne 405)

332. (Ympamun cuny e
aszycma 2018 eoda Ne 405)

333. (Ympamun cuny e
aszycma 2018 2oda Ne 405)

334. (Ympamun cuny s
aszycma 2018 2o0a Ne 405)

335. (Ympamun cuny s
aszycma 2018 2o0a Ne 405)

336. (Ympamun cuny e
aszycma 2018 2o0da Ne 405)

337. (Ympamun cuny 8
aszycma 2018 2o00a Ne 405)

338. (Ympamun cuny e
aszycma 2018 eoda Ne 405)

339. (Ympamun cuny e
asazycma 2018 eoda Ne 405)

340. (Ympamun cuny 8
aszycma 2018 2o00a Ne 405)

341. (Ympamun cuny e
aszycma 2018 2o00a Ne 405)

342. (Ympamun cuny e
asazycma 2018 eoda Ne 405)

343. (Ympamun cuny e
aszycma 2018 eoda Ne 405)

344. (Ympamun cuny 8
aszycma 2018 coda Ne 405)

coomeemcmeuu
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rnocmaHosrsieHuem

rnocmaHosJsieHuem

rnocmaHoses/ieHuUemM

rnocmaHoes/ieHuUem

rnocmaHoseJsieHuem

rnocmaHoersieHuem

rnocmaHoesieHuemMm

rnocmaHosesieHuUem

rnocmaHosesieHuem

rnocmaHosesieHuem

rnocmaHoesieHuUem

rnocmaHosesieHuem

rnocmaHosesieHuem

rnocmaHosesieHuUemM

rnocmaHosrsieHuem

lMpasumenscmea

lNpasumenscmea

lMpasumenscmea

lNpasumenscmea

lMpasumenscmea

lMpasumenscmesa

lNpasumenscmea

lMpasumernscmea

lMpasumenscmea

lNpasumernscmea

lMpasumenbcmea

lMpasumenscmea

lMpasumernscmea

lMpasumenbcmea

lNpasumenbcmea

lpasumernscmea

lpasumenscmea

lMpasumenscmea

lMpasumensbcmea

lpasumenscmesa

lNpasumenscmea

lNpasumernscmea

lMpasumenscmea

lMpasumenscmesa
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345. (Ympamun cuny e coomeemcmeuu

aszycma 2018 eoda Ne 405)

346. (Ympamun cuny
aszycma 2018 eoda Ne 405)

347. (Ympamun cuny
aszycma 2018 2o00a Ne 405)

348. (Ympamun cuny
aszycma 2018 2o00a Ne 405)

349. (Ympamun cuny
asazycma 2018 eoda Ne 405)
350. (Ympamun cuny
asazycma 2018 eoda Ne 405)
351. (Ympamun cuny
aszycma 2018 2o00a Ne 405)
352. (Ympamun cuny
aszycma 2018 2o0a Ne 405)

3583. (Ympamun cuny
aszycma 2018 eoda Ne 405)

354. (Ympamun cuny
asaycma 2018 2oda Ne 405)

355. (Ympamun cuny
aszycma 2018 2o0a Ne 405)

356. (Ympamun cuny
aszycma 2018 eoda Ne 405)

357. (Ympamun cuny
aszycma 2018 2oda Ne 405)

358. (Ympamun cuny
aszycma 2018 2o0a Ne 405)

359. (Ympamun cuny
aszycma 2018 2o0a Ne 405)

360. (Ympamun cuny
aszycma 2018 2o00a Ne 405)

361. (Ympamun cuny
aszycma 2018 2o00a Ne 405)

362. (Ympamun cuny
asazycma 2018 eoda Ne 405)

363. (Ympamun cuny
aszycma 2018 eoda Ne 405)

364. (Ympamun cuny
aszycma 2018 2o00a Ne 405)

365. (Ympamun cuny
aszycma 2018 2o00a Ne 405)

366. (Ympamun cuny
aszycma 2018 eoda Ne 405)

367. (Ympamun cuny
aszycma 2018 eoda Ne 405)

368. (Ympamun cuny
aszycma 2018 2oda Ne 405)

coomeemcmeuu

coomeemcmeuu

coomeemcmeuu

coomeemcmeuu
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coomeemcmeuu
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rnocmaHosesieHuemM

rnocmaHosesieHuem

rnocmaHosesieHuem

rnocmaHosesieHuUemMm

rnocmaHosesieHuemM

rnocmaHoesieHuem

rnocmaHosJsieHuem

rnocmaHoes/ieHuUemM

rnocmaHoesieHuem

rnocmaHosrsieHuem

rnocmaHosersieHuem

rnocmaHoes/ieHuem

rnocmaHoes/ieHuUem

rnocmaHoseJsieHuem

rnocmaHoersieHuem

rnocmaHoesieHuem

rnocmaHosesieHuUem

rnocmaHosesieHuem

rnocmaHoseJsieHuem

rnocmaHoesieHuUem

rnocmaHosesieHuem

rnocmaHoesieHuUemM

rnocmaHosesieHuUemM

rnocmaHosersieHuem

lMpasumenbcmea

lNpasumenscmea

lNpasumenbcmea

lNpasumenscmea

lMpasumenscmea

lNpasumenscmea

lNpasumenscmea

lNpasumenbcmea

lMpasumernscmea

lNpasumernscmea

lNpasumenscmea

lMpasumernscmea

lMpasumernscmea

lNpasumenscmea
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lMpasumernscmea

lMpasumenbcmea
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lNpasumernscmea

lpasumenscmesa

lNpasumenscmesa

lNpasumenscmea

lMpasumenscmea

lNpasumenscmea
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369. (Ympamun cuny e coomeemcmeuu

aszycma 2018 eoda Ne 405)

370. (Ympamun cuny
asazycma 2018 eoda Ne 405)

371. (Ympamun cuny
aszycma 2018 2o00a Ne 405)

372. (Ympamun cuny
aszycma 2018 2o00a Ne 405)

373. (Ympamun cuny
asazycma 2018 eoda Ne 405)
374. (Ympamun cuny
aszycma 2018 eoda Ne 405)
375. (Ympamun cuny
aszycma 2018 2o00a Ne 405)
376. (Ympamun cuny
aszycma 2018 2o0a Ne 405)
377. (Ympamun cuny
aszycma 2018 eoda Ne 405)

378. (Ympamun cuny
asaycma 2018 2o0da Ne 405)

379. (Ympamun cuny
aszycma 2018 2o0a Ne 405)

380. (Ympamun cuny
aszycma 2018 eoda Ne 405)

381. (Ympamun cuny
aszycma 2018 2oda Ne 405)

382. (Ympamun cuny
aszycma 2018 2o0a Ne 405)

383. (Ympamun cuny
aszycma 2018 2o0a Ne 405)

384. (Ympamun cuny
aszycma 2018 2o0da Ne 405)

385. (Ympamun cuny
aszycma 2018 2o00a Ne 405)

386. (Ympamun cuny
asazycma 2018 eoda Ne 405)

387. (Ympamun cuny
aszycma 2018 eoda Ne 405)

388. (Ympamun cuny
aszycma 2018 2o00a Ne 405)

389. (Ympamun cuny
aszycma 2018 2o00a Ne 405)

coomeemcmeuu

coomeemcmeuu

coomeemcmeuu

coomeemcmeuu

coomeemcmeuu

coomeemcmeuu

coomeemcmeuu

coomeemcmeuu

coomeemcmeuu

coomeemcmeuu

coomeemcmeuu

coomeemecmeuu

coomeemcmeuu

coomeemcmeuu

coomeemcmeuu

coomeemcmeuu

coomeemcmeuu

coomeemcmeuu

coomeemcmeuu

coomeemcmeuu

390. (Ympamun cuny e coomeemcmeuu

aszycma 2018 eoda Ne 405)

(o4

rnocmaHosesieHuemM

rnocmaHosesieHuem

rnocmaHosesieHuem

rnocmaHosesieHuemM

rnocmaHosesieHuem

rnocmaHosesieHuem

rnocmaHosJsieHuem

rnocmaHoesieHuUemMm

rnocmaHoesieHuUemM

rnocmaHosrsieHuem

rnocmaHosJsieHuem

rnocmaHoes/ieHuem

rnocmaHoesieHuem

rnocmaHoseJsieHuem

rnocmaHoersieHuem

rnocmaHosesieHuem

rnocmaHoesieHuem

rnocmaHosesieHuemMm

rnocmaHosesieHuem

rnocmaHoesieHuUem

rnocmaHoses/ieHuUem

rnocmaHosesieHuemM

lMpasumenscmea

lNpasumenscmea

lNpasumenscmesa

lMpasumenscmea

lMpasumernscmea

lMpasumenscmesa

lNpasumenscmea

lMpasumernbcmea

lMpasumernscmea

lNpasumenscmea

lNpasumenscmea

lMpasumernscmea

lMpasumernscmea

lMpasumenscmea

lNpasumenbcmea

lMpasumernscmea

lMpasumenscmea

lMpasumenscmea

lMpasumensbcmea

lpasumenscmesa

lMpasumenbcmea

lMpasumenbcmea
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391. (Ympamun cuny e coomeemcmeuu ¢ nocmaHossnieHuem lNpasumenscmea KP om 6 Oekabps

2018 eo0a Ne 564)

392. (Ympamun cuny 8 coomeemcmeauu ¢ nocmaxosneHuem [Mpasumenscmea KP om 6 dekabps

2018 eoda Ne 564)
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393. (Ympamun cuny e coomeemcmeuu ¢ nocmaHosrnieHuem lNpagumenscmea KP om 6 dekabpsi
2018 eoda Ne 564)

394. (Ympamun cuny e coomeemcmeuu ¢ nocmaHoeneHuem lNpasumenscmea KP om 6 dekabps
2018 eoda Ne 564)

395. (Ympamun cuny e coomeemcmeuu ¢ nocmaHossnieHuem lNpasumenscmea KP om 6 dekabps
2018 eoda Ne 564)

396. (Ympamun cuny e coomeemcmeuu ¢ nocmaxossieHuem lNpasumernbscmea KP om 6 Oekabpsi
2018 eoda Ne 564)

397. (Ympamun cuny e coomeemcmeuu ¢ nocmaHosrnieHuem lNpagumenscmea KP om 6 dekabps
2018 eoda Ne 564)

398. (Ympamun cuny e coomeemcmeuu ¢ nocmaHosernieHuem lNpasumenscmea KP om 6 dekabps
2018 2o0a Ne 564)

399. (Ympamun cuny e coomeemcmeuu ¢ nocmaHoeneHuem lNpasumenscmea KP om 6 Oekabps
2018 200a Ne 564)

400. (Ympamun cuny e coomeemcmeuu ¢ nocmaHossnieHuem lNpagumenscmea KP om 6 dekabps
2018 2o0a Ne 564)

401. (Ympamun cuny e coomeemcmeuu ¢ nocmaHossnieHuem lNpasumenscmea KP om 6 dekabps
2018 eoda Ne 564)

402. (Ympamus cusny 8 coomeemcmeuu ¢ nocmaHosneHuem [Mpasumesniscmea KP om 6 Oexkabps
2018 eoda Ne 564)

403. (Ympamun cuny 8 coomeemcmeuu ¢ rnocmarosneHuem lNpasumenscmea KP om 6 dekabps
2018 2o0a Ne 564)

404. (Ympamun cuny 8 coomeemcmeuu ¢ nocmaHosneHuem lNpasumenscmea KP om 6 Oekabps
2018 2o0a Ne 564)

405. (Ympamun cuny e coomeemcmeuu ¢ nocmaHossnieHuem lNpagumenscmea KP om 6 dekabps
2018 eoda Ne 564)

406. (Ympamus cusny 8 coomsemcmeuu ¢ rnocmarosneHuem lNpasumernscmea KP om 6 Oexkabps
2018 200a Ne 564)

407. (Ympamun cuny 8 coomgemcmeuu ¢ rnocmaHosneHuem lNpasumerniscmea KP om 6 Oekabpsi
2018 200a Ne 564)

408. (Ympamun cuny 6 coomeemcmeuu ¢ nocmaHossnieHuem lNpasumenscmea KP om 6 dekabps
2018 eoda Ne 564)

409. (Ympamun cuny e coomeemcmeuu ¢ rnocmaxossnieHuem lNpasumenscmea KP om 6 dekabps
2018 eoda Ne 564)

410. (Ympamun cuny e coomeemcmeuu ¢ rnocmaHosrneHuem lNpasumenscmea KP om 6 dekabpsi
2018 eoda Ne 564)

411. (Ympamun cuny e coomeemcmeuu ¢ nocmaHosneHuem lNpasumenscmea KP om 6 Oekabps
2018 eoda Ne 564)

412. (Ympamun cuny 8 coomeemcmeauu ¢ nocmaHosneHuem lNpasumerniscmea KP om 6 Oekabpsi
2018 eoda Ne 564)

413. (Ympamun cuny 8 coomeemcmeauu ¢ nocmaxosneHuem [Mpasumernscmea KP om 6 dexkabps
2018 eoda Ne 564)

414. (Ympamun cuny 8 coomeemcmeuu ¢ nocmaHoeneHuem lNpasumenscmea KP om 6 Oekabpsi
2018 eoda Ne 564)

415. (Ympamun cuny 8 coomeemcmeuu ¢ nocmaHoeneHuem lNpasumenscmea KP om 6 Oekabps
2018 eo0a Ne 564)

416. (Ympamun cuny 8 coomeemcmeauu ¢ nocmarosneHuem [lNpasumenscmea KP om 6 dekabps
2018 eoda Ne 564)
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417. (Ympamun cuny e coomeemcmeuu ¢ rnocmaxossieHuem lNpasumernbscmea KP om 6 Oekabpsi
2018 eoda Ne 564)

418. (Ympamun cuny 8 coomeemcmeauu ¢ nocmaxosneHuem [Mpasumenscmea KP om 6 dexkabps
2018 eoda Ne 564)

419. (Ympamun cuny 8 coomeemcmeuu ¢ nocmarosneHueM lNpasumernscmea KP om 6 Oexkabps
2018 eoda Ne 564)

420. (Ympamun cuny 8 coomeemcmeuu ¢ rnocmaHosrneHuem lNpasumenscmea KP om 6 Oekabpsi
2018 eoda Ne 564)

421. (Ympamun cuny e coomeemcmeuu ¢ nocmaHosrneHuem lNpagumenscmea KP om 6 dekabps
2018 eoda Ne 564)

422. (Ympamun cuny 8 coomeemcmeauu ¢ nocmaxosneHuem [Mpasumenscmea KP om 6 dexkabps
2018 eoda Ne 564)

423. (Ympamun cuny 6 coomeemcmeuu ¢ rnocmaHoernieHuem lNpasumenscmea KP om 6 Oekabps
2018 200a Ne 564)

424. (Ympamun cuny 8 coomeemcmeuu ¢ nocmaHossnieHuem Npasumenscmea KP om 6 Oekabps
2018 2o0a Ne 564)

425. (Ympamun cuny e coomeemcmeuu ¢ nocmaHosneHuem lNpasumenscmea KP om 6 Oekabpsi
2018 eoda Ne 564)

426. (Ympamus cusny 8 coomeemcmeuu ¢ nocmaHosneHuem [Npasumesnibcmea KP om 6 Oekabps
2018 eoda Ne 564)

427. (Ympamus cuny 8 coomeemcmeuu ¢ rnocmaxosneHuem lNpasumeniscmea KP om 6 Oekabps
2018 2o0a Ne 564)

428. (Ympamun cuny 8 coomeemcmeuu ¢ nocmaxossieHuem lNpasumenscmea KP om 6 dekabps
2018 2o0a Ne 564)

429. (Ympamun cuny e coomeemcmeuu ¢ nocmaHossnieHuem lNpagumesnscmea KP om 6 dekabps
2018 eoda Ne 564)

430. (Ympamun cusny 8 coomeemcmeuu ¢ rnocmaxosneHuem lNpasumenscmea KP om 6 Oekabps
2018 200a Ne 564)

431. (Ympamun cuny e coomgemcmeuu rnocmaHossneHuem lNpasumenscmea KP om 5 utona 2018
200a Ne 312)

432. (Ympamun cuny e coomgemcmeuu nocmaHosneHuem lNpasumenscmea KP om 5 urons 2018
2o00a Ne 312)

433. (Ympamun cuny e coomeemcmeuu nocmaHosneHuem lNpasumenscmea KP om 5 urons 2018
2o00a Ne 312)

434. TocypnapCTBeHHbI Hag3op 3a cobnogeHnem TpeboBaHWIA, YCTAaHOBMEHHLIX HACTOSLLMM
PernameHTOoM, OCyLlecTBMASieTCA  YMOSIHOMOYEHHbIM  FOCYAapCTBEHHbIM  OpraHoM  Kbiprbi3ckon
Pecnybnvkn B 06nactu 3gpaBoOxXpaHeHusi B cdepe oOpalleHusi NeKkapCTBEHHbIX CPeAcTB U ero
TeppuTopUanbHbIMU NOAPa3AENEHNSMM.

435. TocymapCTBeHHbIM HaA3op 3a JlekapCTBEHHbIMM  cpeacTBaMuM UM fpoueccamm  UX
NPOW3BOACTBA, XPaHEHWUs, TPaHCMNOPTMPOBKW, peanu3aumy U yTUNu3auMm OCYLLECTBMSETCA Ha BceX
cTagusix obpalleHus.

436. N'ocyaapCTBEHHbIN HAA30p OCYLLECTBMASETCH C y4eTOM pyUcKa NpoayKunu.

437. Topsgok npoBeAeHMst roCcydapCTBEHHOINO Haa3opa, KpaTHOCTb MPOBEPOK OMpenensitoTcs
3akoHoaartenbcTBoM Kbiprbiackon Pecnyonukm.

438. YNONMHOMOYEHHLIN rocyaapCTBeHHbI opraH Keiprbisackor Pecnybnukn B obnactu
3[paBooxpaHeHust B chepe obpalleHns nekapCTBEHHbIX CPeacTB:

1) npoBOaAUT MepPONnpUATUA No rocygapCtBeHHOMY HaA30py Mo BonpocCam, BXoAdwum B ero
KOMnNeTeHunw, B NnopAanke, YCTaHOBJIEHHOM  3aKOHOAATes1IbCTBOM KprFbI3CK0l7I Pecny6nvu<v| n
Tpe6OBaHl/IF|MVI HacToswero PernameHTa;
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2) NMPUHNMaET Mepbl BO34ENCTBUSA MO npecevyeHnio n HegonyweHuno peanm3aunn nekapCrBeHHbIX
cpencTs, He oTBeYarLwmnx Tpe6OBaHI/IF|M ©e30nacHOCTM B COOTBETCTBUM C HACTOSLLIMM PernameHTom.

439. NocynapCTBEHHbIM HaA30p 3a cobniogeHnemM ycrioBuin obpalleHnst NeKapCTBEHHbIX CpeacTB
OCYLLECTBMAETCHA YNOJSIHOMOYEHHbIM FOCYAapCTBEHHbIM opraHom Kbiprbiackon Pecnybnuku B obnactm
30paBooOXpaHeHnss B ccepe obpalleHNst NEKAPCTBEHHbBIX CPeACTB B LIENAX 3alUThbl KU3HWU, 340POBbS,
npae NOTpebuTenen nekapcTBEHHbLIX CPEACTB.

440. 3apayamu rocygapCTBEHHOro Hagl3opa 3a cobniogeHnem  ycnoeBun  obpalleHus
nekapcTBEHHbIX CPeACTB ABMNAKTCH BbIIBNEHME U NpeceYeHune:

1) obpaLeHus hanbcnuLMpoBaHHbIX NeKapCTBEHHbIX CPeACTB;

2) 06pau.|,eH|/|;| NeKapCTBEHHbIX CpeacTB, npuweglnx B HEroaHoCTb, a TaKXe JeKapCTBEHHbIX
cpencTB C UCTEKLWLMM CPOKOM rogHOCTHU,

3) obpalleHns NekapCTBEHHbIX CPeACTB, SBMAIOLMXCSA TOBAPOM HeHaaslexallero ka4ectsa, B TOM
yuncrne, Yei KoNMYECTBEHHBIN U Ka4yecTBeHHbIN cocTaB NMBo nHpopMaums (MapkMpoBKa 1 MHCTPYKLMS) He
COOTBETCTBYHOT YCTaHOBMEHHbIM NpU pernctpauum TpeboBaHusIM;

4) HapyweHun cybbektamu oObpalleHUs NeKapCTBEHHbIX CPeACTB YCMOBWMWA TPaHCNOPTUPOBKM,
XpaHeHus1, yTUnn3auumn nekapcTBEHHbIX CPEACTB, YCIOBUIA OTNycka notpebutensm.

441. l'ocypapCTBEHHbIV HAA30p 3a NEeKapCTBEHHbIMU CpeacTBaMM, HaXoAaWMMUCS B obpalleHuu,
OCYLLECTBMSIETCA B BUOE KOHTPOMbHOrO oTGopa ob6pasuoB NeKapCTBEHHbIX CPeacTB Ha Cknagax
npounsBoauTENen, MNpeanpuATUsIX ONTOBOM TOPrOBMM NEKAPCTBEHHbIMU CPEeACTBaMW U B anTeYHbIX
yupexaeHusx, B Crydasix NpoBeAeHMs1 MPOBEPOK (pakTOB HE3aKOHHOro OOpalleHUsi NeKapCTBEHHbIX
cpeacTs.

442. 'ocynapCTBEHHbIM Haa30p 3a cobrnogeHneM ycrnoBun obpalleHnss nekapCTBEHHbIX CPeacTB
npegycMmaTpuBaeT:

1) npoBepky cobniogeHnss cybbektamy oOpalleHns NekapCTBEHHbIX cpeacTB TpeboBaHui
HacTtosiwero PernameHTa;

2) Bblgayy B npegenax MOSIHOMOYMIA YNOSTHOMOYEHHOTO rocyAapCcTBeHHOro opraHa Kblprbiackoi
Pecny6nuku B obracti 3gpaBooxpaHeHUsi B cdpepe obpalleHnst NeKapCTBEHHbIX CPEACTB NpeanvcaHui
cyObekTaM obpalleHUs NeKapCTBEHHbIX CPEACTB O MpeKpalleHUM HapyleHWuid ycroBuii obpalleHus
neKkapCTBEHHbIX CPeaCTB;

3) NpuvHATUE B YCTAHOBMIEHHOM 3akoHogaTenbcTBoM Kblprbidckon Pecnybnuku nopsigke mep no
NPUOCTaHOBIIEHNIO NMPOM3BOACTBA U peanv3auun NekapcTBEHHbIX CPEACTB, KOTOPble HE COOTBETCTBYIOT
TpeboBaHUAM, NO OT3bIBY C BHYTPEHHEro pbiHKa U (MNKn) OT NOTpeduTenen fekapCcTBEHHLIX CPeacTs,
KOTOpble HE COOTBETCTBYIOT TPeBOBaHMAM, U MHOPMUPOBaHUIO 06 3TOM NoTpebuTenen;

4) B COOTBETCTBYIOLMX CryYasix, MPU HapyLIEeHUM YCIOoBMIM 0OpaLLeHUsl NIeKapCTBEHHbIX CPEACTB,
Heo6xoaVMO NPOoBeAEHNE COOTBETCTBYIOLLMX PETYNATOPHbIX MEPONPUATUIA;

5) HanpaBneHve B opraHbl NpokypaTypbl, ApyrMe mnpaBoOXpaHUTErNbHbIE OpraHbl MO
NnoaBeJOMCTBEHHOCTM MaTepuanoB Ans pelieHWss BOMPOCOB O BO30YXXOEHWM YronioBHbIX Aen Mo
npu3Hakam NpecTynieHnn, NpeayCcMOTPEHHbIX 3akoHogaTenbcTBoM Kbipreidackon Pecny6nvku.,

443. K ob6palleHntio HekayecTBEHHbIX IeKapCTBEHHbIX CPEeAcTB MPUMEHSATCa creayolime
MepOoNpUATUS:

- NMpnocTaHoBNeEHNne 06paLLl,eHl4$| CO cnegywowum BO300OHOBNEHNEM o6pau.|,eH|/|;| nnn nN3bvAaTmem mns3
o6pau.|,eH|/|;| oTAeNbHON cepun nekapCTBeHHbIX CPeacTBs,;

- 3anpeLleHne obpalleHns Bcex U OTAeNbHOW cepun nekapCTBEHHOrO cpeacTea nyTeM 3anpeta
NX BBO3a, NPOM3BOACTBA, NPMOBPETEHNS, peanm3aunm U/nunm npUMeHeHus;

- N3bATNE U3 o6pau.|.eH|/|;| BCEX UMW OTAESbHOMN cepun nekapCTtBeHHOro cpeancrtea Co cneanyrwmm
BO3BpaLlleHnem nocrtaBLMNKy UM YHUHYTOXEHNEM JTEKaPCTBEHHbIX CPEACTB;

- MPpNnoCTaHoBIEHNE aencrems perncTpaumoHHOro yaoctoBepeHuna nekapCcrsBeHHoro cpeacrtea.

444. TpuHATNE peLleHnss O MPUOCTaHOBNEHUU OENCTBUS UMW aHHYNMPOBaHUN PErncTpaLmMOHHOro
yOOCTOBEPEHUS FEeKapCTBEHHONo CpeAcTBa OCYLUECTBMSAETCH YMONMHOMOYEHHbIM rOCYAapCTBEHHbLIM
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opraHom Kblprbiackoii Pecnybnvkm B o6nacTu 3gpaBooxpaHeHusl B cpepe obpalleHUsl NekapCTBEHHbIX
CPeAcCTB, B COOTBETCTBUM C MOPSAKOM, YCTaHOBEHHbIM HACTOALLMM PernameHToM.

445, B cootBetctBUM C 3akoHOoM Kbipreidckon Pecny6nvkn "O6 OCHOBax TEXHUYECKOro
perynupoBaHus B Keipreidacko Pecnybnuke" nonHoe unu YacTuyHoe 3anpelleHune (MpuocTaHoBreHUE)
npoLeccoB NPOU3BOACTBA, XPaHEHWs, TPAHCMOPTUPOBKK, peanu3aunn, a Takke U3bATUE NeKapCTBEHHbIX
cpeacTB 13 obpalleHns OCyLLEeCTBSIETCS N0 PeLUEHNIo cyaa.

446. Npw BbISBNEHUN N NPUHSTUN PELLEHNS] OTHOCUTENBHO 3anpeLLeHns 00paLleHns Nnmn n3baTms
13 obpalleHNsi HeKa4yeCTBEHHbIX JIEKAPCTBEHHbLIX CPeAcTB, KOTOpble MMEKT HEeCOOTBETCTBUS
crnegyowero knacca, ynorTHOMOYEHHBIN rocyaapcTBeHHbIV opraH Kbiprbiackon Pecnybnvku B obnactu
3paBoOXpaHeHNs B cpepe obpalleHuns nekapCTBEHHbIX CPEeACTB NPUHMMAET crneayLwme mepbl:

1) HecooTBeTCTBUS Kknacca 1 - yBegoOMneHME MO YCTAHOBMNEHHOW dopme (npunoxeHue 18 K
HacTosieMy PernameHTy) U npeanucaHue OTHOCUTESNbHO M3bATMS TaKUX JIEKapCTBEHHbIX CPeacTB U3
obpallleHnsi ¢ npegoctaBneHnemM MHMOPMaUUM YNONTHOMOYEHHbIM OpraHam CTpaHbl-Npou3BoAUTENS,
BCEM CybbekTaM XO3SIACTBOBaHWUS,, OCYLLECTBISIOWMM OesTenbHOCTb B cdepe  obpalieHus
nekapcTBEHHbIX CPeaCTB.

K KJ'IaCCVI(*)VIKaLI,VIVI HEeCOOTBETCTBUI Kfnacca 1 OTHOCATCS HECOOTBETCTBUS JNIeKapCTBEHHbIX CpeacTB
Tpe6OBaHVIFIM HOPMATUBHbIX OOKYMEHTOB, ABNAKLWLNECA ONaCHbIMU ONA XXU3HU YeJloBeKa WUIn KOTopble
MOTYT NMPUBECTU K TAXENbIM NMOocneacTBnUAM A 340Pp0BbA YerioBeKa:

- MapKMpOBKa C OLLIMOKOW OTHOCUTENBHO Ha3BaHWS, A03bl;
- OTCYTCTBME CTEPUNBHOCTU NEKAPCTBEHHBLIX CPEACTB, KOTOPbIE AOMKHbI ObITb CTEPUIBbHBIMN;

- aHomMalibHaaA TOKCUYHOCTb, MNPOreHHOCTb MHBbEKLUMOHHBIX U VIHbe3VIOHHbIX pacTBOpoOB, HANM4yne B
HUX MEXaHNYECKNX BKNHOYEHUN;

- CMeLLMBaHWe pasHblX NTeKapCTBEHHbIX CPEACTB B OAHOW YMaKoBKe;

- HenpaBubHOe AeNCTBYOLLeE BELLECTBO B MHOTOKOMMOHEHTHOM flekapCTBEHHOM CPeACTBe;
- XMMU4yecKas KOHTaMVMHaUMs C TSXKernbIMy NocneacTBUSMM ONS 300POBbS;

- hanbCcMdULMPOBaHHbIE NeKapCTBEHHbIE CPeacTBa;

2) HecoOTBETCTBUS Kracca 2 - yBeJOMJIEHME MO YCTaHOBMEHHON dopme (npunoxeHue 18 K
HacToswemy PernmameHTy) U npegnucaHue OTHOCUTENbHO MU3bATMSA TakUX FeKapCTBEHHbIX CPeacTB U3
obpalleHnsi, ¢ NpegocTaBneHneM UHpopMauMm NPeanpusSTUO-NPOU3BOAUTENIO AaHHOW cepun (cepui)
nekapcTBEHHOro cpeficTBa, BceM CyObekTam XO3AWCTBOBaHWS, OCYLLECTBAAIOWMM AeATenbHOCTb B
chepe obpalleHns NekapCTBEHHbIX CPEACTB.

K knaccucukauum HeCcooTBETCTBUM Kracca 2 OTHOCATCS HECOOTBETCTBMS JNeKapCTBEHHbIX
cpencts, TpeboBaHMAM HOPMAaTMBHBLIX JOKYMEHTOB, KOTOpble MOryT MOBfeYb pas3BuTMe OonesHu unm
HeHaanexawlee rie4eHme, Ho He NoanagatoT Nod onpeaeneHne HeCooTBeTCTBUM knacca 1:

- OLMBKa TekcTa unu rpadmnyeckmx n3obpakeHnin, KoTopas He OTHOCUTCSA K Knaccy 1;

- HepgocTaTovHasi MnM owwKMBoYHas I/IHd)OpMaLI,I/Iﬂ B WUHCTPYKUUM MO NPUMEHEHUKD Unn JIuncTke-
BKnaablille;

- CyueCTBeHHOe npesbilleHne YpOBHA NpuMecKn, nepekpecTtHad KOHTaMnHaUnA npuMechbo;

- HeHagnexawjas yKyrnopka, Morywas nopnedb TshKesble NocneacTensa nsi 300poBbs (KacaeTtcs
LMTOTOKCUYECKUX MpenapaToB, CUIbHOOENCTBYHOLLMX NTEKAPCTBEHHbBIX CPeACTB, YNaKOBKU, 3aLLULLEHHON
OT geten);

- HECOOTBETCTBUSA HOPMATMBHBIM OOKYMEHTaM n/unun TpeboBaHusaM capmMakonen, AeUCTBYHOLLMX
Ha TeppuTopun Kblproidackon Pecnybnukm (HecooTBeTCTBME TecTaMm: "OOHOPOAHOCTb COAEPXKMMOro
OENCTBYIOLWEro BewecTBa eauHuLe [O3MPOBaHHOMO fleKapCTBEHHOro cpeacTtsa”, "pacnageHue",
"pacTBopeHure) "ngeHTudmkaums”, "KonmyecTBEHHOE coaepxumoe”, "UBeTHOCTL", "npo3payvHocTe”, "pH",
"nokasatenb npenomneHus”, "Mukpobuonornyeckas 4dmMcToTa", "MOCTOPOHHSAS MpUMMeck", "Tskernble
MeTannbl", "OCTaTOYHble KONMMYECTBa OpraHUYeckux pacrteoputenen”, "nectuumabl”, "adnoTOKCUHBI",
"paguoHyknuabl”, "oTcyTcTBMe cTabunbHocTW", "cogepxmmoe Bnarn (cybctaHuum)', "repmMeTMYHOCTL",

"cogepXKnMoe paanoHyknuaoB" u ap.);
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3) HecooTBeTCTBUA knacca 3 - yBegomrneHme un npeanncaHne OTHOCUTENTbHO U3bATUA TaKUX
NeKapCTBEHHbIX CpeacTB U3 06paLLl,eHM$I B Te4eHne BpemMeHn, oTMe4yeHHOro B npeanncaHnun.

K knaccudumkaumm HecooTBETCTBUI Knacca 3 OTHOCATCS HECOOTBETCTBUS fIEKapPCTBEHHbIX CPeaCTB
TpeboBaHUsIM HOPMATMBHBLIX [OKYMEHTOB, KOTOpble HE MOTyT MOBfeYb 3HAYUTENbHLIA Bpen Ans
3[10pOBbsi YenoBeka:

- HeHagnexalyasi yKyropka HecTepUIIbHbIX NTEKAPCTBEHHbIX CPEACTB;

- He3HauuTenbHasa MOrpeLlHOCTb B MapKMpoBKe (Menkui pasmep LwpudTa, OTCYTCTBME HOMepa
cepun, owmnbka B perucTpaumoHHOM HoMepe 1 ToMy nogobHoe);

- HecootBeTcTBUs HLO wunu TpeboBaHuaM dapmakoneun, NpU3HaHHbLIX OENCTBYOLWUMU Ha
Tepputopun Kbipreidckor Pecnybnuku (HecooTBeTCTBME TecTam: "OOQHOPOOHOCTb Macchbl ANs eAVHULbI
O03MPOBaHHOrO fekapcTBEeHHOro cpeacTtea”, "cpegHaa macca", "Macca CcoOepXMMOro YrnakoBKU
(koHTenHepy)", "MPOLEHT BbIXO4A COOEPXKUMOro ynakoBku", "MCTUpaeMocTb Tabnetkm 6e3 ob6onodkn" n
Ap.).

447. OcHoBaHMeEM [nia 3anpelleHunsl, n3bAtTMa u3 obpaleHus BCeX WU OTAENbHOW cepum
nekapCTBEHHOIO CpeACTBa ABNSAETCS:

1) BbisBNeHne danbcmduLmMpoBaHHONW cepun (Cepuii) NekapcTBEHHOIO CPeacTBa;

2) oTpuuaTenbHble 3aKMOYEHUs] OTHOCUTENbHO KadecTBa 0OpasLoB NEKApCTBEHHOTO CPeacTBa,
noslydYeHHble Mo pesynbTaTam nabopaTopHbIX MccrnefoBaHU B nabopaTopusix, akkpeaWTOBaHHbIX B
YCTaHOBIEHHOM MOpPSAKe, MNPOBEAEHHbIX MO HanpaBneHWsIM LOSHKHOCTHBIX NWL,  YNONHOMOYEHHOO
rocygapcTBeHHoro opraHa Kolprbiackoit Pecny6nvku B o6racti 3gpaBooxpaHeHusi B cdoepe obpalleHust
neKapCTBEHHbIX CPeaCTB.

B cnyvae ycrtaHoBneHus akta HekavyeCTBEHHbIX WH(Y3UOHHbLIX PacTBOPOB, WHBEKUWOHHOMW
nekapcTBeHHON opMbl U ApyroM OpPMbl, HEMOCPEACTBEHHO KOHTaKTMPYIOWMX C KPOBbIO, U
nekapcTBEHHbIX CPeACTB, BBOAMMbIX dHOOTPaxeanbHbIM NyTeM, U3bAaTne M3 obpalleHns nekapCTBeHHOro
cpeactBa MOXeT ObiTb OCYWECTBNEHO NO pesynbTataM HEeraTMBHOIO 3aknioyeHus nabopaTopHbIX
nccnegoBaHui ob6pasLoB O4HOM cepuu;

3) ycTaHOBNeHWe BO BpeMs MNpPOBEpKM cobnogeHus cybbekTamm obpalleHusi NekapCTBEHHbIX
CpeacTB YCroBMW MO MPOM3BOACTBY FEKAPCTBEHHbLIX CPeACTB, ONTOBOM, PO3HUYHOW TOProBnu
nekapCcTBEHHbIMU CPeACTBaMU;

4) ycTaHOBreHMe BO BpeMmsl MPOBEPKU MPOU3BOACTBA WMW OCYLLECTBIIEHUS KOHTPOMNSA KayecTea
neKkapcTBEHHOro cpeacTBa W/UMNM KOHTPOMSA 3a coBniogeHnemM ycrioBuii No NponsBoAcTey, hakToB TOro,
YTO TEXHOMOrMs MNPOU3BOACTBA W/MNU MeToAbl KOHTPOMA KayecTBa NeKapCTBEHHOro cpeacTtea He
obecrneynBaloT rapaHTUM KayecTBa IeKkapCTBEHHOro CpeacTBa, BKMOYas MeTodbl, KOTopble He
BOCMNPOU3BOAATCS (BbIBOALI O BOCNPOU3BOAMMOCTY AenalTcs TONbKO MoCcne UccreaoBaHuii B O4HOW U3
naGopaTopuil, aKKpeAUTOBaHHBIX B YCTaHOBIEHHOM MOPSAKE);

5) ycTaHoBneHue dakTa, CBMOETENbLCTBYIOLIErO O TOM, YTO MPOM3BOAUTENb JEKAPCTBEHHOIO
CpPeAcTBa He OCYLUEeCTBISeT KOHTPOMb KayecTBa Cbipbsi, MPOMEXYTOYHbIX MPOAYKTOB M FOTOBOMO
rekapCTBEHHOro CpeacTsa, B 0Gbeme, 3asiBNEHHOM B PEMMCTPALUOHHOM AOCHE;

6) coobLleHne 0 cepbe3HoV NMOBOYHOWM peakunm U/unm o rmbenu nogen Npu NPUMEHEHUN cepun
UM CEPU NEKapCTBEHHOrO CPeAcTBa, B Crlydae MNOATBEPXKAEHUS WUCMNOSb30BaHUST HeKavyeCTBEHHbLIX
neKapCTBEHHbIX CPEACTB;

7) ycTaHoBneHve (akTa BBO3a JIeKapCTBEHHOrO CpPeAcTBa C  HapylleHWeM Mopsiaka,
YCTaHOBEHHOIO 3aKOHOAATENbCTBOM, U TpeboBaHMIA HacTosLero PernamexTa.

448. OcHoBaHMeM A1 BO30OHOBMNEHUs obpalleHusi Cepun JfEKapCTBEHHOrO CpeacTBa nocre
NPUOCTaHOBNEHUS ero obpaLleHns SBMAOTCA:

1) NoONoOXWTenbHbIE 3aKMIOYEHUS OTHOCUTENBHO KavecTBa OOpasLoB JNEKAPCTBEHHOIO CpeacTBa,
BblAaHHble NabopaTopuen, akkpeauToBaHHOW B YCTAHOBIIEHHOM NOPSAKE.

OT60p 06pasuoB M NabopaTopHLIA KOHTPOMb MX KavyecTBa OCYLLECTBMSETCS MO HanpaBliEHMIO
OOIMKHOCTHBIX WL, YNOMHOMOYEHHOrO rocyaapcTBeHHoro opraHa Keipreidckort Pecny6nvkn B obnactu
34paBooxpaHeHnss B cdepe obpalleHus neKkapCTBEHHbIX CPeacTB, YCTaHaBNMBAKLWUX OOBbEMBbI
nccneaoBaHuUiA;
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2) MONOXWTENbHbIE 3aKMOYEHUS WHCMEKUMOHHbIX MPOBEPOK CYOLEKTOB XO3AWCTBOBAHUS,
OCYLLECTBMEHHbIX AOSHKHOCTHBIMA NULAMK YMONHOMOYEHHOIO rocydapCTBEHHOro opraHa Kblprbiackoi
Pecny6nukn B 06nacTu 3apaBooxpaHeHns B cdpepe obpalleHns nekapcTBeHHbIX CpeacTs.

449. lMNpuocTaHoBNEHNe, 3anpelleHne ob6palleHUss C NocrneaylolWmnM U3bsaThemM 13 obpalleHus
nyTem 3anpeta BBO3a, NPOW3BOACTBA, NPMOGpeTeHusl, peanusauuu (TOprosnu), WU/Wnn npuMeHeHus
OTAEeNbHbIX WM BCEX CEepuil NeKapCTBEHHbIX CPeACTB UMM  BO30GHOBMEHMEM WX obpalleHus
OCYLLECTBIATCA NO Takoi Npoueaype:

1) nNpu noctynneHnn mMHdopmaumn o Hanuuum B OOpPaLLEHUN HeKauYeCTBEHHbIX NEeKapCTBEHHbIX
CpeacTB  YNOMMHOMOYEHHbIN  rocygapcTBeHHbii  opraH  Kelprbisckonn  Pecnybnukn B obnactu
3gpaBooxpaHeHuss B cdepe  obpalleHus  feKapCTBEHHbIX  CPeACTB  M3yvaeT  OOKYMEHTb,
CBMOETENbCTBYIOLWME O HECOOTBETCTBUM NEKapCTBEHHbIX CpeAcTB TpeboBaHUSIM  HOpPMAaTMBHbIX
OOKYMEHTOB, W OLUEHMBaeT Hanuume OCHOBaHMWN, yKas3aHHbIX B NyHKTax 446 u 447 HacTosLwero
PernamenTa;

2) MpU HanMyYMM OCHOBaHWIM, OTMEYEHHbIX B NyHkTax 446 u 447 HacTtodwero PernameHTa,
YMOJSIHOMOYEHHbIV rocygapcTBeHHbIN opraH Keiprbidckon Pecnybnukn B obnactv 34paBOOXpaHEHMS B
cthepe obpalieHus nekapCTBEHHbIX CPeacTB BblAaeT npeanucaHne o MPUOCTAHOBMAEHMM UMK
3anpelleHmn obpalleHusa (ganblie - npeanucaHve) ¢ nocrnegywlmMm mu3batnem u3 obpalleHus
neKapCTBEHHbIX CPeacTB MMM CO creayllwmnm Bo3obHOBNeHMeM obpalleHus Ha BCeW TeppuUTopuM Ha
OCHOBaHuM pelleHus cyga. lNpegnucaHve conpoBOXAaeT yBeAOMSeHMEe NO YCTaHOBIEHHOM dopme
(npunoxeHune 18 Kk HacTosiemy PernameHTy).

3) npepnucaHve u yBeaoMmneHue (cooblieHue) [oBOAATCA A0 CBedeHus npov3BOaAUTENS
NekapCcTBEHHOro cpeactBa  WNM  ero  NpeacTaBuTens, TeppuTopuanbHOro opraHa, CyObekToB
XO0351CTBOBAHNS NUCbMaMK, 3NEKTPOHHOM MOYTON, UM nyTemMm onybnukoBaHUsa B cpencTBax MacCOBOM
WHopmaumn. B cnyyae ycTaHOBNeHUs HeCOOTBETCTBMM knacca 1 wnmM 2, ynornHOMOYEHHbIN
rocygapcrBeHHbin opraH Keiprbiackon Pecnybnukm B obnactn 3gpaBooxpaHeHusi B cdepe obpalleHus
NeKapCTBEHHbIX CPEACTB OCYLLECTBSET MepOonpuUATUS OTHOCWUTENbHO Npouedypbl OT3biBa, MNocne
NOCTYMMEHUS COOTBETCTBYIOLLEN NOATBEPXKAEHHON MHGOPMaLMK;

4) ong aToro Ha Beb-canTe ynorIHOMOYEHHOro rocyaapcTeeHHoro opraHa Keiprbidckon Pecnybnvku
B obracTtu 3gpaBooxpaHeHus B cdepe obpalleHns nekapCTBEHHbIX CPEACTB pasMeLlaeTcst Hpopmaumst
OTHOCUTENTbHO KOHTaKTHbIX TenedOHOB, U OTBETCTBEHHbIX IML, KOTOpble, B Cryyae HeobxoanmocTw,
MOryT Ha4aTb Mpoueaypy OT3biBa B Ntoboe BpeMs CyTOK;

5) B CpPOK, yKkasaHHbIi B npegnucaHun, cyObekTbl XO3SMCTBOBAHMS LOMXKHbI NPUHATb Mepbl K
BbIMOMHEHNIO TpeboBaHWV peleHns WM  NpeanucaHnst  AOIDKHOCTHLIX  JUL,  YNONIHOMOYEHHOro
rocyaapcTBeHHoro opraHa Kbeipreiackon Pecnybnukmn B obnactu 3gpaBooxpaHeHus B cepe obpalleHus
nekapCcTBEHHbIX CPeACTB OTHOCUTENbHO OOpalleHus MeKapCTBEHHbIX CPEeACTB, MPUBEAEHHbIX B
COOTBETCTBYIOLLEM NPEeAn1caHnm UNn peLleHnu;

6) nekapcTBEHHbIE CpeacTBa, OTHOCMTENBHO KOTOPbIX AOMKHOCTHBIMM NULAMW YNOSTHOMOYEHHOMO
rocygapcTBeHHoro opraHa Kblpreidckon Pecnybnukmn B obnactu 3gpaBooxpaHeHus B cdepe obpalleHus
nekapCcTBEHHbIX CpeacTB OblIOo MPUHATO pelueHne O NpedoCTaBMeHUW npegnucaHus O 3anpeLleHun
obpalleHns, OTAENsIOT OT APYIUX NleKapCTBEHHbIX cpeacTB 1 nomellatot B "KAPAHTWH";

7) Npyv YCTaHOBMEHUW HECOOTBETCTBUSA JIEKAapCTBEHHbIX CPeAcTB TpeboBaHWSM HOPMaTUBHbIX
OOKYMEHTOB, 4TO BredveT 3a cobor HeobxOaMMOCTb MpPOBEAEHUS AOMOMHUTENbHbIX NabopaTopHbIX
nccnenoBaHui, YNOMHOMOYEHHbBIM FocygapcTBeHHbIM opraH  Kblpreidackon Pecnybnvkn B obrnactu
30paBooxpaHeHns B cdpepe obpalleHus NeKkapCTBEHHbIX CpeacTB OpraHuM3yetr W OCyLlecTBrseT
COOTBETCTBYIOLLNE MEPONPUATUS, @ UMEHHO NabopaTopHble MccneaoBaHUs 0Opa3uoB NEKapCTBEHHbIX
CPencTB, Haxogsawmxcss B obpalleHun, a Takke apxXMBHbIX 00pasuoB MNpPoOU3BEOEHHON cepun
NeKapCTBEHHbIX CPEACTB, XPaHSLUUXCA NPOM3BOAMTENEM B LOCTATOMHOM KOMMYECTBE A1 NPOBEAEHMS
Tpex NOSHbIX aHanM30B MO BCEM MoKa3aTesisiM HOPMATUBHbBIX JOKYMEHTOB;

8) cpok npuocTtaHoBneHns obpalleHnss He MOXeT npesbiwate 45 pabounx pgHen, ecnu
nabopaTopHble UCCrefoBaHUA NeKApCTBEHHbIX CPEACTB HE HyXaatTcsa B 6onee ANUTENLHOM BPEMEHU;

9) B cny4yae HenpeacTaBlieHUs Npou3BoAUTENEM (3aKkasyuMKoM, OUCTPUGHLIOTOPOM, U TOMY
nofobHoe) cTaHOapTHbIX 06pasLoB U CPaBHUTESbHLIX BELLECTB Ans MpoBedeHUs rocyAapCTBEHHOrO
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KOHTpOIs kayecTBa (NabopaTopHOro MCcnegoBaHUs) NEKApCTBEHHbIX CPEACTB, B CPOKM, OTMEYEHHble B
npeabiayliemM nyHKTe, OO/MKHOCTHbIe NULa YNONMHOMOYEHHOro rocydapCTBeHHoro opraHa KbIprbi3ckon
Pecny6nukn B obnactu 3apaBooxpaHeHus B cihepe obpalleHUs NekapcTBEHHbIX CPEeACTB 3anpeLlaroT
(ocTaHaBnMBaOT) NPOU3BOACTBO, peanu3auuio, NMPUMEHEeHWe TaKkuX MeKapCTBEHHbIX CPEeacTB, NyTem
N3BATUA UX U3 0BpaLLEHUS;

10) Ha ocHOBaHUWM pe3ynbTaTOB [AOMNOSHUTESNbHBLIX WCCNEAOBaHWA NeKapCTBEHHbIX CpeacTB
BblAaeTcA MNpeanucaHve UnuM pelleHne o BO30GHOBMEHUU obpalleHusi, U3bATUU U3 obpalleHus Unu
3anpeLleH1n obpalleHNsa NekapcTBEHHOrO CpeacTBa ¢ nocneayowen yTunusaumen.

B cnyyasx, korga HeBO3MOXHO MPOBECTM KOHTPOSb Ka4yecTBa IJleKapCTBEHHOro cpeacTBa B
obbemMe, onpeaeneHHoOM YMONTHOMOYEHHbIM TocydapCcTBeHHbIM opraHom Kbipreiackot Pecnybnuvku B
obnacTu 3gpaBooxpaHeHusl B cdepe oGpalleHUsl NekapCTBEeHHbIX CPpeacTB, BblgaeTcs npeanvcaHue o
3anpeLleHn obpaLLeHns cepun, U Cepuii NIeKapCTBEHHOMO CPEACTBa, C NOCEeAyLMM U3bATUEM U3
obpalleHnss OTMEYEHHOW Cepuu, WnW Ccepuii npenaparta, NyTeM BO3BpaLUEHUS MOCTaBLUMKY
(Npon3BoanTenio), UMK YHUYTOXKEHWS;

11) Ha oOCHOBaHUM MpegnMcaHus YMNONTHOMOYEHHOrO rocygapcTBEHHOro opraHa Keiprbiackow
Pecnybnuvku B o6nactu 3gpaBooxpaHeHus B chepe obpalleHnsi nekapcTBEHHbIX CpeacTB 06 U3bATum 13
obpalleHnss NekapcTBEHHbIX CPeACcTB WX WU3ONUPYKT M NoMedvalT "udbaTne", nepegaroT No akty
NOCTaBLUMKY MMM MPOU3BOOAUTENIO JIEKAapCTBEHHOrO CPeacTBa WM YHUYTOXKaKT B YCTAHOBMEHHOM
nopsigke.

UsbaTtble n3 obpalleHus anbcnuduumpoBaHHble NekapcTBEHHble cpeacTBa BO3BpaLLaTCH
NnocTaBLLMKy (MPOU3BOAMUTEMIO) UMM YHUYTOXAKOTCA B MNOpsigke, YCTaHOBMEHHOM 3aKoHOA4ATErNbCTBOM
Kbiprblackon Pecny6nuku.

JoKymeHTbl, KOTOpble MOATBEPXAAlOT U3bATUE M3 obpalleHus neKkapCTBEHHbIX CPeAcTB WM
BbINOMHEHNE APYrUX peLlleHuid, MNPUBEAEHHbIX B MpeanMcaHun Wnv  pelleHnu  YrnoriHOMOYEHHOro
rocygapcreeHHoro opraHa Keiprbisckon Pecnybnukm B obnactu 3gpaBooxpaHeHus B cdepe obpalleHus
nekapCTBEHHbIX CPeACTB, COXPAHATCS Y CyOBHEKTOB XO3MCTBOBaHNS HE MeHee Tpex NeT;

12) B TedeHue gecatn pabounmx OHEW, eCM MHOE HEe yKa3aHO B NpeanvMcaHuy ynorTHOMOYEHHOro
rocygapctBeHHoro opraHa Keiprbisckon Pecny6nukm B o6nactu 3gpaBooxpaHeHus B cdepe obpalleHus
neKkapCTBEHHbIX CPEACTB, CYOBEKT XO3AMCTBOBAHUS, ¥ KOTOPOro MMEETCH B HanNuuMmM cepus unu cepum
nekapCTBEHHbIX CPeACTB, YKa3aHHble B NpeanucaHum, coobliaeT B YNONHOMOYEHHbIN rOCyaapCTBEHHbIN
opraH Kblprbidckon Pecnybnukn B obnactu 3gpaBooxpaHeHusi B cdepe obpalleHusi nekapCTBEHHbIX
cpeactB 00 OCYLLECTBIEHHbIX MEpPONpUATUAX MO  BbIMNOMHEHUID yKa3aHHOro npegnucaHus
NpegocTaBneHnemM KoM OOKYMEHTOB, KOTOpble MOATBEPXAAIOT (haKT YHUUTOXEHUS JeKapCTBEHHOro
CpefacTBa Uy Bo3BpaTa NIEKapCTBEHHOIo CPeAcTBa NOCTaBLUMKY (MPOM3BOAMTENIO).

450. Bo3sobHoBneHWe npon3BoacTBa, peannsaunn, XxpaHeHna U UCNnofib30BaHUA NeKapCTBEHHOIO
cpeacrtea npoBoAnUTCA NO NUCbMEHHOMY 06pau.|,eHv|+o cy6be|<Ta X03SMCTBOBAHNA NNK YNOJTHOMOY€E€HHOro
MM Nnnua B TaKOM nopsagke:

1) cyBBbEKT X03ANCTBOBAHUS MM YNOTHOMOYEHHOE UM NMLO B NMUCbMEHHOWN chopMe coobliaeT B
YMNONHOMOYEHHbI rocyaapcTBeHHbln opraH Kbipreiackolt Pecnybnuku B o6nactu 3gpaBooXpaHeHusl B
cthepe obpalleHns nekapCcTBEHHbIX CPeacTB, KOTOpbIM ObINO BbidaHO MpeAnvcaHue O 3anpeLueHun
obpalleHUsi N1eKapCTBEHHOrO CPeACTBa, O BbINOMHEHUM MEPOMNPUSATUANA MO YCTPaHEHUO OBGHapyXKeHHbIX
HapyLleHn HOPMaTMBHbIX JOKYMEHTOB U HacTosiLero PernamenTa;

2) KOHTPOINb UCMOMNHEHNST MEPONPUATUI NO YCTPAHEHMUIO HAPYLUEHUA HOPMAaTUBHbIX JOKYMEHTOB 1
HacToswero PernameHTa OCyLLECTBNAETCA NyTEM NPOBEPKN AOIMKHOCTHLIMW NULL@AMMN YNONTHOMOYEHHOIO
rocygapcrtBeHHoro opraHa Keiprbisckon Pecny6nuvku B obnactu 3gpaBooxpaHeHus B cdpepe obpalleHuns
NNeKapCTBEeHHbIX CpeacTB. |-|pl/l npoeeaeHMn NpoBepKN yCTaHaBIIMBaAETCA, YCTPaHEHbl NN BblABIEHHbIE
paHee y cybbekTa X035MCTBOBAHUS HapPYLUEHUS U NPUYMHbI, UX BbidBaBlme. 1o pedynbTaTtam nNpoBepKu
COCTaBMseTCA COOTBETCTBYIOLLNIA aKT;

3) npu HeobGXxoOUMOCTH, YMOSTHOMOYEHHBIN rOCyaapCTBEHHbIV opraH Keipreidacko PecnyGnuku B
obnactn 3gpaBooxpaHeHust B cdhepe obpalleHus NneKkapCTBEHHbIX CpeacTB HanpaeBnseT obpasupl
nekapCcTBeHHbIX CPeACTB B OAHY U3 nabopaTopuii, akkpeaMTOBaHHbIX B YCTAaHOBMEHHOM nopsiake, Ans
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aHanusa B 00beme, ornpeaerieHHOM YMONHOMOYEHHbIM FOCYAapCTBEHHbIM OpraHoM KbIprbi3ckol
Pecny6nuku B 06nacTu 3apaBooxpaHeHns B cdpepe obpalleHns nekapcTBeHHbIX CpeacTs.

Pesynbratel aHanu3a B Cpok A0 3-x paboumx OHeM MO OKOHYaHMM aHanu3a nepeparTcsi
nabopatopuen ynorHOMOYEHHOMY rocygapcTBeHHOMYy opraHy Keipreidacko Pecnybnvkn B obnactu
30paBooxpaHeHuns B cchepe obpalleHuns nekapCTBEHHbLIX CPeACTB, HanpaBMBLLUEMY 06pasLbl Ha aHanms;

4) ecnu ycCTaHOBMEHO, YTO OBOHApy)XEeHHble paHee HapyLeHUs U MPUYMHbI, WX Bbl3BaBLUKE,
yCTpaHeHbl M KayecTBO NEKAPCTBEHHOTO CpeacTBa oTBevaeT TpebGoBaHWMAM HOPMaTMBHOMO AOKYMEHTA,
YNONTHOMOYEHHBI FrocyAapcTBeHHbI opraH Kbipreiackoli Pecny6nvku B obnactu 3apaBoOXpaHeHust B
cthepe ob6pallleHns NekapCTBEHHbIX CPEACTB MPUHMMAaET pelleHne O BO30GHOBINEHUM MPOM3BOACTBA
n/vnu peanusauum, Uunm NpUMeHeHNa NekapcTBEHHOIo CPeAcTBa;

5) ecnu ocHoBaHWeM Ans 3anpeTa NekapcTBEHHOro CPeacTBa ABMsAeTcs cooblieHne 0 CepbesHoi
noGoYyHOW peakunm wunm o rmbenu nogei npu NPUMEHEHUM CEPUM WMN Cepuil NeKapCTBEHHOro
cpeAcTBa, BO300OHOBMNeHWe o6palleHnst TeKapCTBEHHOro cpedcTBa, MpPOBOAWUTCA NPU  Hannymum
MONOXUTESbHbIX BbIBOAOB OTHOCUTENbHO KayecTBa CEpUM UNW Cepuit NeKapCTBEHHOro CpeacTBa U
MONOXUTESbHbIX BbIBOAOB OpraHa, OTBETCTBEHHOIO 3a rocyAapCTBEHHYI0 PErmcTpaumio NekapcTBEHHbIX
CPeACTB, OTHOCUTENBHO NoCcneayioLLero MeanLMHCKOro NPUMEHEHNs NekapcTBEHHOIO CPeacTBa;

6) npu nocrnegylolen NocTaBke IEeKapCTBEHHbIX CPEACTB CYObeKT XO3AWCTBOBaHUS 006sA3aH
OCYyLLEeCTBMTb HeobxoAuMble MeponpusaTUS NO MpedoTBpalleHWio MpuobpeTeHns U NpUMeHeHus
neKapcTBEHHbIX CPEACTB, YKa3aHHbIX B COOTBETCTBYIOLWMX MpeanucaHusax  YNoSIHOMOYEHHOro
rocygapcrteeHHoro opraHa Kbiprbisckon Pecnybnuku B obnactu 3gpaBooxpaHeHus B cdepe obpalleHus
nekapcTBeHHbIX CPeACTB.

451. KoHTpornb MCNonHeHnst cybbekTaMu xXo3ancTBoBaHUS TpeboBaHui HacTodawero PernameHTta
OCYLLECTBMAET YMNOMHOMOYEHHbIV rOCyaapCTBEHHbI opraH  Keipreidackor Pecnybnvkn B obnactm
30paBooxpaHeHns B cpepe obpalleHuns nekapCTBEHHbIX CPeACTB.

MmaBa 15. Bo3melleHue Bpeaa, NPUYMHEHHOrO 340POBLIO
yenoBekKka BcneacTtBme NpMMeHeHUs NeKapCTBEHHbIX CPeacTB

452. Bpepn, MpUYMHEHHbLIN 340POBbLIO rpakgaHWHa BCreAcTBME MPUMEHEHUSA JIEKapCTBEHHOIO
CpefacTBa, NoANeXuUT BO3MELLEHUIO MPUYMHUTENEM Bpeda He3aBWCHMMO OT €ro BMHbI U OT TOrO, COCTOSIN
N1 NOTepneBLUUA C HUM B JOTOBOPHbLIX OTHOLLEHUSAX UMW HET.

453. Bpepn, NpUYMHEHHbIN 300PO0BLI0 M XKU3HM YerioBeKka BCreACcTBUE NMPUMEHEHUS NeKapCTBEHHbIX
CpeAcTB, BO3MELLAETCH:

- NpeanpuATMEM-MPOM3BOAUTENEM, [OOMYCTUBLLMM HapylleHWe TEXHONMOorMn nNpou3BOACTBa
NeKapCTBEHHOro cpeacTsa U (Mnu) n3gaHue MHCTPYKUMK MO ero NPUMEHEHNIO, coaepskalliei owmnbky;

- 0onToBbiIM MNOCTaBWMKOM B Clliydae nNoCTtaBkM W peann3auunm Heﬂ,06p0Ka‘-IeCTBeHHbIX
JNIeKapCTBEHHbIX CPEeACTB,;

- anTeYHbIM y4YpexaeHeM B Criyvasix, Koraa no ero BUHe OTMYLLEHO NIeKapCTBEHHOE CPenCTBO, He
NpUrodHoE K ynoTpebreHnio B pesynbTate HapyLeHUst npaBun papMaueBTUYECKON AesATENbHOCTY;

- ne4yebHO-NpodMNaKkTUYECKo opraHnsaumen HesaBMcUMO OT )OpM COBCTBEHHOCTM, NMLIOM,
3aHMMaLWNMCS YaCTHOW MEOULMHCKON MPaKTUKON, B Cryyae, ecriv Bped NpUYMHEH HenpaBWibHbIM UNn
HepaLuMoHanbHbIM Ha3Ha4YeHNEeM fnekapCTBEHHbIX CPEACTB;

- peknamogarerneMm B Cliydae, ecnn Bpen npuyinHeH B pesyrnbrtate MNpuMeHeHusa 4erioBekoM
peknamMmmpoBaHHOIo UM fiekapCTBeHHOro cpencTea.

454, an‘-IMHI/ITeJ'Ib Bpena 0CBOOOXaAAaeTcsl OT OTBETCTBEHHOCTYM 3a Bpen, I'Ipl/l‘-ll/lHeHHbIﬂ 300p0OBbIO
rpaxxgaHnHa Bcnencrtene npuMeHeHua nekapCTtBeHHoro cpencTea, B Creyrwmnx cny4vaax, ecrin:

- Bpea npnynHeH scnencrtene HapyweHua caMmmum notepneBllInM MHCTPYKUMX NO NPUMEHEHUIO;

- Bpea npuyYnMHEeH neKkapcCTBeHHbIM CpeacTteBoM, npuwleawlMMm B HErogHoCTb B pe3ynbTaTte
HapyLlleHna caMnmM noTepnesLlnM npaBui XxpaHeHna nekapCTBeHHOro cpencTBa;

- Bpen npuinHeH HeXenartelibHbIMU 3(*)d)eKTaMVI nvnu B3anMoOOencTBUSMU, BEPOATHOCTb
HaCTynieHnA KOTOPbIX YKadaHa B MHCTPYKUUK NO NPUMEHEHUKD NTeKapCTBEHHOro CpencTBa;
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- Bpea nNpuUYUHEH Y4YacCTHUKY KIIMHUYECKOro wuccriegoBaHua HeXenaTtelbHbIMU Sd)d)eKTaMl/l,
BE€POATHOCTb HACTyneHNA KOTOPbIX yKa3biBariacb B nognMCaHHOM UM VIH(bOpMI/IpOBaHHOM cornacun.

455. lMonoxeHuss HacTosLWen rnaBbl HE PacrnpOCTPaHSATCA Ha crydanm MNpuYMHEeHUs Bpeda
TpeTbMMU Nnuamm, NPodECCMOHarnbHO He 3aHATLIMU B cdhepe 0bpalLleHnsi NeKapCTBEHHbIX CPEACTB.

FnaBa 16. 3akno4nTenbHbie U NepexoaHble NOoXeHus

456. Jlvua, HapywwuBlMe TpeboBaHMs HacTosiwero PernameHTa, HecyT OTBETCTBEHHOCTb B
COOTBETCTBUM C 3akoHogaTenbCcTBOM Kbiprbidckon Pecnybnvku.

457. Bbinyck B oOpalleHue (BKrtovas peanvsaumio B chepe pO3HUYHON TOProBrn) NeKapCTBEHHbIX
CpeacTB, MPOU3BEAEHHbIX, W3rOTOBMEHHbIX WMAW UMMOPTUPOBAHHbLIX A0 [AHS BCTYNMEHUs B CuUny
HacToswwero PernameHTa, gonyckaeTcsi B Te4EHNe Cpoka rogHOCTW NeKapCTBEHHbIX CPEACTB.

458. Hactosawwmin PernameHT BCTynaetr B CUNy MO WUCTEYEHUN LLECTU MeCsueB CO [HS
odhmumanbHOro onybnmkoBaHus, kpome NyHKToB 36, 66, 80, 431-433.

459. MNyHkT 36 HacToswero PernameHTa BCTynaeT B CUMy B COOTBETCTBUM C NSI@HOM BHeOpeHUs
npasun GLP, ytBepxaeHHbIM NpaButensctBoM Kbiprbizckon Pecrnybnuvku.

460. MNMyHKT 66 HacTosiwero PernmameHTa BCTynaeT B CUly B COOTBETCTBMM C MMAHOM BHEAPEHMS
npasun GCP, ytBepxxaeHHbIM NMpaButenscTBom Kbiprbidckon PecnyGnuku.

461. MyHkT 80 HacTosiwero PernameHTa BCTynaeT B CUIYy B COOTBETCTBUM C MIAHOM MO3TAMNHOro
BHeapeHusa npasun GMP, ytBepxxaeHHbIM lNMpasutensctBom Keiproidckon Pecnybnmku.

462. lNyHkTbl 431-433 HacToswero PernameHTa BCTynawT B cuny yepes 24 mecdua co OHA
BCTYMNEHUS B CUNYy HacTtosiwero PernamexTa.

Mpunoxexwne 1
K TexHnyeckoMy pernameHty "O
6e30MacHOCTM NeKapCTBEHHbIX
cpeacTB ANnst MEANLIMHCKOrO
npuMmeHeHns"

Buabl npoaykumu, nonapgaroLwmve nog Aemcreme
TexHunuveckoro pernameHTa "O 6e30NacCHOCTU NeKapCTBEHHbIX
cpeacTB ANA MeAULMHCKOro NpuMeHeHua", n ux Kkogbl No
knaccucukatopy TH B3] EASC

(B pedakuuu nocmaroeneHut lNpasumernscmea KP om 14 mas 2015 2oda Ne
291, 15 mapma 2017 2o0a Ne 154)

Ne HaunmeHoBaHue npoayKuum Koabl TH O6s3aTenbHble TpeboBaHUs
B3
EA3C
1 | KopHu conogku 1211 90 "ocynapcTBeHHasa pbapmakones
860 1 CCCP Xwuag., c1.573
2 | KopHu xeHbLUeHs 1211 20 "ocynapctBeHHasa hapmMakones
0000 CCCP Xl unag., ct.66
3 | Mpoume pacteHuns n nx yactu (Bkno4vas 1211 90 dapmakoneriHasa ctaTtbsa 68, (PC 68);
CEMEHa M nnoapl), UCNosb3yeMble B 8609 BpemeHHas dpapmakonenHasi ctatbs
dapmaLeBTUYECKUX LIENSX, CBEXNE UNN 68 (BPC 68); BpemeHHas
CyLLEeHble, Lenble Unn nsMernbyeHHble, hapmakonenHas ctatbs 42 (BOC 42);
ApobneHble unm MonoTble dapmakoneriHasa ctatbsa 42 (OC 42);
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Ctanpgapt opraHusauum (®CI1);
Cneundukauusa (CI1); TexHunyeckune
ycnosus (TY); MocynapcTBeHHble

dapmakonen CCCP IX, X, Xl n3g. (M

IX, X; XI); FlocynapcTBeHHas

hapmakones Poccuiickon deagepaumm

Xl n3g. (Fe Xil); MexxgyHapogHas
dapmakones (IP); AMepukaHckas
dapmakones (USP); EBponeinickas
dapmakones (EP); bBputaHckas
dapmakones (BP); Mnauinckas
dapmackones (IndP); Kutanckas
dapmackones (ChP); AnoHckas
dapmakones (JP); Hemeukas
dapmakones (DAB);
"ocypapcTBeHHasa hbapmMakones
YkpauHsbl (FTPY)

4 | PactutenbHble COKM U 9KCTPaKTbl U3 1302 12 B®C 68; BOC 42; ¢C 68; ¢C 42;
COSOAKMW, UNK fakpuLbl 0000 OCI; CIT; TY; T IX, X, X, XII; 1P,
USP, EP, BP, IndP, ChP, JP, DAB
roy
5 | PactutenbHble COKM U SKCTPaKTbl, Npo4ne 1302 19 D®C 68; BOC 42; ©C 68; dC 42;
9000 OCIT; CIM; TY; T IX, X, XI, XIl; IP,
USP, EP, BP, IndP, ChP, JP, DAB,
roy
6 | Mmokosa, He cogepxallasn ppyKTo3y mUnm 1702 30 B®C 68; BOC 42; dC 68; ©C 42;
copepxatiasa meHee 20 mac.% cpykTo3bl B | 500 0 ®CIT; CIM; TY; T 1X, X, X, Xll; IP,
CYXOM COCTOsIHUM B BMAe Genoro USP, EP, BP, IndP, ChP, JP, DAB,
KpucTannnmyeckoro nopoLuka, roy
arnoMepupoBaHHOro Unu
HearnomepupoBaHHOIO
7 | Hatpus xnopua 2501 00 B®C 68; BOC 42; ®C 68; ¢C 42;
1000 ®CI; CM; TY; Td IX, X, X1, XII; IP,
USP, EP, BP, IndP, ChP, JP, DAB,
roy
8 | Cmecn BUTaMUHOB U MUHEpPanbHbIX 2106 90 B®C 68; BOC 42; dC 68; oC 42;
BellecTB, NpeaHa3Ha4YeHHble Ans 980 3 OCI; CI; TY; To I1X, X, Xl, XII; IP,
cbanaHcupoBaHHOIo AOMOMHEHMS K USP, EP, BP, IndP, ChP, JP, DAB,
NUTaHNIO roy
9 | MNMpoune 2106 90 B®C 68; BOC 42; dC 68; ©C 42;
980 9 OCIT; CIN; TY; T IX, X, XI, XIl; IP,
USP, EP, BP, IndP, ChP, JP, DAB,
roy
10 | MpoayKTbl HEOPraHUYECKOWN XUMUU; 2801 10 B®C 68; BOC 42; ¢C 68; ¢C 42;
COEeANHEHMUS HeopraHM4eckne nnm 0000 - OCI; CIT; TY; To IX, X, Xl, XII; IP,
OpraHu4eckme gparoueHHbIX MeTarssos, 2853 90 USP, EP, BP, IndP, ChP, JP, DAB,
peako3eMesibHbIX MeTansos, 9000 roy
pagVoaKTMBHbBIX 3JIEMEHTOB UMK
nsotonos(*)
11 | OpraHu4yeckme xMMmmnyeckne coeguHeHns (*) 2901 10 B®C 68; BOC 42; dC 68; ¢C 42;
0001 - OCIT; CIN; TY; T IX, X, XI, XII; IP,
2942 00 USP, EP, BP, IndP, ChP, JP, DAB,
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0000 roy
>Kenesbl U npo4vne opraHbl, 3001
npegHasHayYeHHble Asi opraHoTepanuu,
BbICYLLEHHbIE, U3MENBbYEHHbIE UMK HE
N3MernbYeHHbIE B NOPOLLOK; SKCTPaKThI
Xenes nnm NpoYnx opraHoB UMK nx
CEeKpeToB, NpeaHa3Ha4YeHHble Ans
opraHoTepanuu; renapuH u ero conu;
npoYne BeLLeCTBa YeN0BE4YECKOro Unm
XMBOTHOTO MPOUCXOXOEHNS,
npegHasHayYeHHble ONs1 TepaneBTUYEeCKMX
Unu npomnakTuyeckmx Lenewn, B 4pyrom
MeCTe He NOMMEHOBaHHbIE UMK He
BKIMIOYEHHbIE:

12 | OkcTpakTbl Xenes unm npodnx opraHoe unu | 3001 20 B®C 68; BOC 42; dC 68; ©C 42;
MX CEKPEeTOB, YerloBe4eCKoro 1000 OCIT; CIM; TY; T IX, X, Xl, XIl; 1P,
NPOUCXOXOEHUS USP, EP, BP, IndP, ChP, JP, DAB,

roy

13 | OkcTpakTbl Xenes unm npodnx opraHoe unu | 3001 20 B®C 68; BOC 42; dC 68; ©C 42;
NX CeKkpeToB, npo4ve 9000 OCIT; CI; TY; T I1X, X, Xl, XlI; 1P,

USP, EP, BP, IndP, ChP, JP, DAB,
roy

14 | lNMpoume BelecTBa YEr0BE4YECKOro 3001 90 B®C 68; BOC 42; dC 68; ¢C 42;
NPOUNCXOXOEHUS 2000 OCIT; CI; TY; To I1X, X, Xl, XlI; 1P,

USP, EP, BP, IndP, ChP, JP, DAB,
roy

15 | M'enapwvH n ero conu 3001 90 B®C 68; BOC 42; dC 68; oC 42;

9100 ®CI; CM; TY; e 1X, X, Xl, Xll; IP,
USP, EP, BP, IndP, ChP, JP, DAB,
roy

16 | lMNMpoume BelecTBa YEN0BEYECKOro Unm 3001 90 BPC 68; BOC 42; dC 68; dC 42;
YXUBOTHOIO NPOUCXOXAEHUS, 9800 OCIT; CI; TY; T X, X, X, XII; 1P,
NOAroTOBMEHHbIE AN UCNOMb30BaHUS B USP, EP, BP, IndP, ChP, JP, DAB,
TepaneBTUYECKUX NN NPOdOUNaKTUYECKUX roy
Lensax, B 4pyrom MecTe He MOMMEHOBaHHbIE
UIN HE BKITHOYEHHbIE
KpoBb YyenoBeyeckas; KpOBb KMBOTHBbIX, 3002
NPUroTOBIIEHHAsA ANS UCMNOSb30BaHUS B
TepaneBTUYECKNX, NPOUNAKTUYECKUX UMK
ONarHOCTUYECKMX LIENSIX; CbIBOPOTKM
UMMYHHbIE, hpakLmm KPOBU Mpoyme u
UMMYHORNOrMYyeckne NpoayKrhbl,

MoanULMPOBAHHBLIE UMK
HeMoAMPULNPOBaHHbIE, B TOM YUCre
nony4eHHbIe MeTogaMm OMoTexXHOormu;
BaKLMHbI, TOKCUHbI, KyNbTYpbl
MMKPOOPraHM3MOB (KPOME LAPOXOKEN) U
aHarnorn4Hble NpoAyKThbl:
17 | CbIBOPOTKM MMMYHHbIE MPOTUB S4a 3MeEN 3002 12 B®C 68; BOC 42; ¢C 68; $C 42;
0001 OCIT; CI; TY; T 1X, X, X, Xll; IP,

USP, EP, BP, IndP, ChP, JP, DAB,
roy
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18 | CbIBOPOTKM MMMYHHbIE NpoYne 3002 12 B®C 68; BOC 42; dC 68; ©C 42;
000 2 OCIT; CM; TY; T IX, X, XI, XIl; IP,
USP, EP, BP, IndP, ChP, JP, DAB,
roy
19 | Femorno6uH, rMobynuHLI KPOBU U 3002 12 B®C 68; BOC 42; ¢C 68; ©C 42;
CbIBOPOTOYHbIE rMOBYNUHBI 000 3 OCIT; CI; TY; T I1X, X, Xl, XlI; 1P,
USP, EP, BP, IndP, ChP, JP, DAB,
roy
20 | dakTopbl CBEPTLIBAEMOCTM KPOBU 3002 12 B®C 68; BOC 42; dC 68; ©C 42;
4YerioBEeYEeCKOro NPOUCXOXAEHNA 000 4 OCI; CI; TY; To IX, X, X, XIl; IP,
USP, EP, BP, IndP, ChP, JP, DAB,
roy
21 | MNpoumne 3002 11 B®C 68; BOC 42; ¢C 68; ¢C 42;
0000 OCI; CI; TY; To IX, X, X, XII; 1P,
3002 12 USP, EP, BP, IndP, ChP, JP, DAB,
0000 roy
3002 13
0000
3002 14
0000
3002 15
0000
22 | mmyHonornyeckue npoayKThbl, 3002 13 B®C 68; BOC 42; dC 68; ¢C 42;
MoandULMpoBaHHbLIE NN 0000 OCIT; CI; TY; To I1X, X, Xl, XlI; 1P,
HemMoaNdULIMPOBaHHbIE, B TOM YKCne 3002 14 USP, EP, BP, IndP, ChP, JP, DAB,
nosny4eHHbIe MeToaamu GroTexHonoruu, 000 0 roy
npotme 3002 15
0000
3002 19
0000
23 | BakuuHbl ang niogen npoTmMB KpacHyxu 3002 20 B®C 68; BOC 42; dC 68; ¢C 42;
0001 OCIT; CIM; TY; T IX, X, XI, XIl; IP,
USP, EP, BP, IndP, ChP, JP, DAB,
roy
24 | BakuuHbl onga niogen npotme renatuta B 3002 20 B®C 68; BOC 42; dC 68; ©C 42;
000 2 OCIT; CM; TY; T IX, X, XI, XIl; 1P,
USP, EP, BP, IndP, ChP, JP, DAB,
roy
25 | BakuuHbl anga nogen, npoyne 3002 20 B®C 68; BOC 42; ¢C 68; oC 42;
0009 OCI; CI; TY; T I1X, X, Xl, XII; IP,
USP, EP, BP, IndP, ChP, JP, DAB,
roy
26 | KynbTypbl MMKPOOPraHM3MoB 3002 90 B®C 68; BOC 42; ©C 68; ©C 42;
5000 OCI; CI; TY; T I1X, X, Xl, XII; 1P,
USP, EP, BP, IndP, ChP, JP, DAB,
roy
27 | Tlpoyne TOKCUHBI, KynbTypbl 3002 90 B®C 68; BOC 42; ¢C 68; ¢C 42;
MMKPOOPraHM3MOB (KPOME LPOXOKEN) U 9000 OCI; CI; TY; To IX, X, X, XII; IP,

aHanorn4yHble NpoayKTbl

USP, EP, BP, IndP, ChP, JP, DAB,
roy
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JlekapcTBeHHbIE CpeacTBa (KpoMe TOBapOB 3003
ToBapHou nosuuuu 3002, 3005 unu 3006),
cocTosiLme n3 cMecu AByx unun bonee
KOMMOHEHTOB, ANS NUCMONb30BaHUS B
TepaneBTUYECKNX UK NPOUNaKTUYECKMX

Lernsax, Ho He pacdacoBaHHble B BUAE
[031POBaHHbIX NNEKAPCTBEHHbIX POpM nnu B
YMaKOBKM ANl PO3HUYHOW MpOoaaxu:

28 | JlekapcTBeHHbIE CpeacTBa, coaepaline 3003 10 B®C 68; BOC 42; ¢C 68; ¢C 42;
NEHNUMNINHBI U UX NPOU3BOAHbIE, 0000 OCI; CIT; TY; To IX, X, X, XII; IP,
UMelLne CTPYKTYPY NEHNLMIIITAHOBOM USP, EP, BP, IndP, ChP, JP, DAB,
KWCINOTbI, UK coaepXallmne CTPenTOMULNHLI roy
WI UX NPOU3BOAHbIE

29 | JlekapcTBeHHbIE CpeacTBa, coaepaline 3003 20 B®C 68; BOC 42; ¢C 68; ¢C 42;
npo4ne aHTUBNOTUKK 0000 OCIT; CI; TY; To 1X, X, X, XII; IP,

USP, EP, BP, IndP, ChP, JP, DAB,
oy

30 | JlekapcTBeHHbIE CpeacTBa, coaepaline 3003 31 B®C 68; BOC 42; ®C 68; ¢C 42;
WHCYIWH 0000 ®CIT; CIM; TY; TP IX, X, X, Xl; 1P,

USP, EP, BP, IndP, ChP, JP, DAB,
oy

31 | JlekapcTBeHHble cpeacTBa, coaepxalime 3003 39 B®C 68; BOC 42; dC 68; ©C 42;
rOPMOHbI 1 coeanHeHNss ToBapHou no3uuun | 000 0 OCIT; CI; TY; T I1X, X, Xl, XlI; 1P,
2937, HO He coaepXallme aHTUONOTUKOB, USP, EP, BP, IndP, ChP, JP, DAB,
npoyve roy

32 | lekapcTBeHHble cpeacTBa, cogepxalime 3003 41 B®C 68; BOC 42; dC 68; ©C 42;
ankanougbl UM NX NPON3BoAHbIE, HO He 0000 OCIT; CI; TY; T I1X, X, Xl, XlI; 1P,
cofepxallme ropMoOHOB UM MPOYMNX 3003 42 USP, EP, BP, IndP, ChP, JP, DAB,
coeavHeHN ToBapHOW CTPOKK 2937 nnu 0000 roy
aHTMbnoTnkoB 3003 43

0000
3003 49
0000
33 | Mpoune 3003 90 B®C 68; BOC 42; dC 68; ©C 42;
9000 OCI; CM; TY; T IX, X, XI, XIl; IP,
USP, EP, BP, IndP, ChP, JP, DAB,
roy

34 | INlekapcTBeHHbIE cpeacTBa (Kpome ToBapoB 3004
ToBapHbIX no3ununi 3002, 3005 unu 3006),

COCTOSILUME M3 CMELUAHHbIX UIn
HecMeLlaHHbIX CpeacTs, Ans
NCMOoNb30BaHUS B TepaneBTUYECKUX UMK
NPodUIaKkTUYecknx Lensax, pacgacoBaHHbIe
B BMAE A03MPOBAHHLIX IEKAPCTBEHHbIX
dopm (BKroyasa nekapcTBeHHble cpeacTBa
B (bopMe TpaHcaepMarbHbIX CUCTEM) UMK B
YMNaKoOBKM NSl PO3HUYHOW NPOoSaxu:

35 | JlekapcTBeHHbIE CpeacTBa, coaepaline B 3004 10 B®C 68; BOC 42; ®C 68; ¢C 42;
KayecTBe OCHOBHOIO JEeNCTBYHOLLErO 0001 OCI; CIT; TY; To IX, X; X, XII; 1P,

BelleCTBa TOJIbKO: aMmnuuuninHa Tpurngpart
nnn amnnunninHa HaTpmeByr COonb, U

USP, EP, BP, IndP, ChP, JP, DAB,
roy
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BGEH3UNMEeHNLUNIIHA CONMK N CoeaNHEHMS,
NN KapBeHNLUNMIKH, UM OKCALMINH, UNn
cynauunnuH (CynbTamuuunimH), unm
heHOKCUMETUMNNEHNLIMITIVH

36 | lNpoyne nekapcTBeHHbIE CPEACTBa, 3004 10 B®C 68; BOC 42; dC 68; ©C 42;
cojepxallme B kayecTBe OCHOBHOIO 100 4 OCIT; CI; TY; T I1X, X, Xl, XlI; 1P,
OEenCcTByIOLLEro BellleCTBa TOMbKO: USP, EP, BP, IndP, ChP, JP, DAB,
NEHULMMNNHBI NN UX NPOU3BOAHbIE, roy
UMerLne CTPYKTYpPY NEHNLNIIIAHOBOMN
KNCIOTbI, paccacoBaHHbIe Unn
npeacTaeneHHble B BUAE A03MPOBAHHbIX
nekapcTBeHHbIX OPM, HO HE YNaKOBaHHbIE
AnNst PO3HUYHOM NpoAaXu

37 | lNpoyne nekapcTBeHHbIE CPeaCTBa, 3004 10 B®C 68; BOC 42; dC 68; ¢C 42;
cogepxallume B KayecTBe OCHOBHOIO 0005 OCIM; CIT; TY; To IX, X, Xl, XII; IP,
OEenCcTBYIOLLEro BellleCTBa TOMbKO: USP, EP, BP, IndP, ChP, JP, DAB,
NEHNLUUNNWHBI NN NX MPON3BOLHbIE, roy
UMetoLne CTPYKTYPY NEHULUNIIAaHOBOM
KMCNOTbI, pacdacoBaHHbIE NN
npeacTaeBneHHble B BUAE A03MPOBAHHbIX
NeKapcTBEHHbIX OPM, 1 YNakoBaHHbIe ANs
PO3HMYHOWN Npoaaxmu

38 | JlekapcTBEHHbIE CpeacTBa, coaepaline B 3004 10 B®C 68; BOC 42; dC 68; ¢C 42;
KayecTBe OCHOBHOIO AENCTBYHLLErO 000 6 OCI; CI; TY; T I1X, X, Xl, XII; IP,
BeLLleCTBa TOSbKO CTpENTOMULUMHA cynbgar, USP, EP, BP, IndP, ChP, JP, DAB,
pacdacoBaHHble UK NPeacTaBneHHbIE B oy
BMAE OO3NPOBAHHbIX NEKAPCTBEHHbIX hopmMm,

HO He yNakoBaHHbIE AN PO3HNYHOMN
npogaxm

39 | lNpoune nekapcTBeHHbIE CPeacCTBa, 3004 10 B®C 68; BOC 42; ®C 68; ¢C 42;
CTPENTOMULUMHBI NN UX MPOU3BOAHbIE, 0007 OCIM; CIT; TY; T IX, X, X, XII; IP,
pacdacoBaHHble UK NpeacTaBfieHHbIE B USP, EP, BP, IndP, ChP, JP, DAB,
BUAE AO3NPOBAHHbIX NIeKapCTBEHHBIX POpM, roy
HO He ynakoBaHHbIE A5 PO3HUYHON
npogaxm

40 | MNpo4ne nekapcTBeHHbLIE CPEACTRA, 3004 10 B®C 68; BOC 42; ®C 68; ¢C 42;
cogepxalime CTpenTOMULMHBI UK UX 000 8 OCIT; CI; TY; T IX, X, X, XII; 1P,
npon3BoHble, pacacoBaHHbIE UK USP, EP, BP, IndP, ChP, JP, DAB,
npeacrasneHHble B BUAE A03MPOBaHHbIX roy
nekapcTBeHHbIX OPM, U yNakoBaHHbIE AN
PO3HUYHON Npoaaxmu

41 | JlekapcTBeHHbIE CpeaCcTBa, Coaepalune B 3004 20 B®C 68; BOC 42; ¢C 68; ¢C 42;
KayecTBe OCHOBHOIO JENCTBYHOLLErO 000 1 OCIT; CI; TY; T IX, X, X, XII; IP,

BeLLeCTBa TOMbKO: aMUKaLMH UMK
reHTaMULUUH, Unu rpuseodynbBUH, UNK
OOKCULIMITWH, U SOKCOPYOULIH, unn
KaHaMuLUWH, unu knucnota dysmanesas u ee
HaTpveBas COfb, UNN TIEBOMULIETUH
(xnopamdeHNKon) u ero conu, unu
NMHKOMWLMH, UM METaUMKIVH, UK
HUCTATWH, UK pudpamnuLuH, unn
uedasonuH, unu uedanekcuH, unm
uedanoTuH, UnNu apUTPOMULNHA

USP, EP, BP, IndP, ChP, JP, DAB,
roy
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OCHOBaHMWe, pacdacoBaHHble B (hopMbl UK
YNaKoBKW AN PO3HWYHON NPOoAaxm

42 | JlekapcTBeHHbIE CpeACcTBa, Coaepallne 3004 20 B®C 68; BOC 42; ¢C 68; ¢C 42;
npoyne aHTUOBMOTKKKM, pacacoBaHHbIE B 000 2 OCI; CI; TY; T I1X, X, X, XlI; 1P,
POpPMbI UNKU YNaKOBKN AN PO3HUYHOM USP, EP, BP, IndP, ChP, JP, DAB,
npogaxm roy

43 | JlekapcTBeHHble CpeacTBa, coaepXxalime B 3004 20 B®C 68; BOC 42; ®C 68; ¢C 42;
KayecTBe OCHOBHOIO AENCTBYHLLErO 000 3 OCI; CI; TY; T I1X, X, Xl, XII; 1P,
BelleCcTBa TOMbKO SpUTPOMULIMHA USP, EP, BP, IndP, ChP, JP, DAB,
OCHOBaHWe NN kKaHamuumHa cynedar, roy
npouve

44 | JlekapcTBeHHbIE CPeACTBa, CoaepaLine 3004 20 B®C 68; BOC 42; ©C 68; ¢C 42;
aHTUBNOTUKK, NpoYne 0009 OCI; CIN; TY; T IX, X, X, XII; IP,

USP, EP, BP, IndP, ChP, JP, DAB,
roy

45 | JlekapcTBeHHbIE CpeaCTBa, coaepaline 3004 31 B®C 68; BOC 42; ¢C 68; ¢C 42;
WHCYNWH 0000 OCI; CIM; TY; T IX, X, XI, XII; IP,

USP, EP, BP, IndP, ChP, JP, DAB,
roy

46 | JlekapcTBeHHbIE CpeACcTBa, COAepXalime B 3004 32 B®C 68; BOC 42; ¢C 68; ¢C 42;
KayecTBe OCHOBHOIO AENCTBYHLLENO 000 1 OCIM; CIT; TY; T IX, X, X, XII; IP,
BELLECTBA TONbKO OJTyOLIMHOJIOH, USP, EP, BP, IndP, ChP, JP, DAB,
pacdacoBaHHble B (OOPMbI USTN YNAKOBKK roy
OJ151 PO3HUYHOW NPOAaXM

47 | MNpo4yne nekapcTBEHHbIE CPeACTBa, 3004 32 B®PC 68; BOC 42; dC 68; ¢C 42;
cogepxalume KopTUKOCTEPOULHbIE 0009 OCIT; CIN; TY; T IX, X, XI, XIl; IP,
FOPMOHBI, UX MPOU3BOAHBIE U CTPYKTYPHbIE USP, EP, BP, IndP, ChP, JP, DAB,
aHanoru roy

48 | MNpo4ne nekapcTBEHHbLIE CPEACTBa, 3004 39 B®PC 68; BOC 42; dC 68; dC 42;
cogepallme ropMoHbl Unu npoyne 0001 OCIT; CIN; TY; T IX, X, XI, XII; IP,
coeguHeHnst ToBapHou noamumm 2937, HO He USP, EP, BP, IndP, ChP, JP, DAB,
cogepxalime aHTUBbNOTUKOB, oy
pacdacoBaHHble B (POPMbl UMK YNAKOBKU
45151 PO3HUYHOW NPOAaXmu

49 | NekapcTBEHHbIE CpeacTBa, coaepXxalume 3004 39 B®C 68; BOC 42; dC 68; ¢C 42;
rOPMOHbI NN NpoYne coeanHeHns 0009 OCTIT; CI; TY; T IX, X, X, XlI; IP,
TOBapHOW No3uumm 2937, HO He USP, EP, BP, IndP, ChP, JP, DAB,
cogepxalume aHTMbMoOTMKOB, NpoUne roy

50 | IlekapcTBeHHbIE cpeacTBa, cogepxalume B 3004 49 B®C 68; BOC 42; dC 68; ©C 42;
KayecTBe OCHOBHOIO AEeNCTBYHOLLErO 0001 OCIT; CIN; TY; To IX, X, X, XII; 1P,
BeELLEeCTBA TONbKO: KOhenH-6eH30aT HaTpus USP, EP, BP, IndP, ChP, JP, DAB,
U KCAHTUHOSAHMKOTUHAT, UK NanaBepuH, roy
UIW NMUIOKAPMWH, U TEOOPOMUH, nnn
TeounnuH, pacgacoBaHHble B pOpMbl Un
YMaKOBKM ANsi PO3HUYHOW Mpogaxu

51 | JlekapcTBEHHbIE CpeacTBa, coaepaline 3004 40 B®PC 68; BOC 42; dC 68; ¢C 42;
ankanougbl Unn nx NPON3BOAHbIE, HO HE 0009 OCIT; CIN; TY; T IX, X, XI, XIl; IP,
cogepkalime ropMoHOB, MPOUNX USP, EP, BP, IndP, ChP, JP, DAB,
coeguHeHW ToBapHoM nosuunin 2937 unu roy
aHTMONOTUKOB, NpoYNe

52 | JlekapcTBEeHHbIE CpeacTBa, coaepaline B 3004 50 B®C 68; BOC 42; ¢C 68; ¢C 42;
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KayecTBe OCHOBHOIO AEeNCTBYHOLLErO 0001 OCIT; CIM; TY; Td 1X, X, X, Xll; 1P,
BELLECTBA TOSbKO: KNCMNOTY ackopOMHOBYHO USP, EP, BP, IndP, ChP, JP, DAB,
(sutamuH C) nnn KUCNoTy HUKOTUHOBYIO, roy

Unm Kokapbokcmnasy, unM HAKOTUHaMuz,

U NMPUOOKCUH, NN TUAMUH U ero conm

(BuTamuH B1), unaHokobanamumH (BUTaMuH

B12), paccacoBaHHble B hOpMbI UK

YMaKOBKM NSt PO3HUYHOW Mpogaxu

53 | lNpoymne nekapcTBeHHbIE CPEeaCTBa, 3004 50 B®C 68; BOC 42; dC 68; ¢C 42;
cogepkalime BUTaMUHbI U COeANHEHUS 000 2 OCI; CI; TY; To IX, X, X, XlI; IP,
ToBapHoW nosuummn 2936, pacacoBaHHble B USP, EP, BP, IndP, ChP, JP, DAB,
GOpMbI UNKU YNaKOBKM AN PO3HUYHOM roy
npogaxm

54 | JlekapcTBEHHbIE CpeacTBa, coaepaline B 3004 50 B®PC 68; BOC 42; dC 68; ¢C 42;
KayecTBe OCHOBHOIO AEMNCTBYHOLLEro 0005 OCIT; CIN; TY; T IX, X, XI, XIl; 1P,
BelLeCcTBa TONbKO anbga-tokodepona USP, EP, BP, IndP, ChP, JP, DAB,
auetar (BuTamuH E) roy

55 | JlekapcTBeHHbIE CpeacTBa, coaepaline B 3004 50 B®PC 68; BOC 42; $C 68; ©C 42;
KayecTBe OCHOBHOIO AEeNCTBYHOLLErO 000 6 OCIT; CIN; TY; To IX, X, XI, XIl; 1P,
BeLLeCTBa TONbKO: Kokapbokcunasy mnu USP, EP, BP, IndP, ChP, JP, DAB,
Kucnoty ackopbuHosyto (BUTamuH C), unu roy
unaHokobanamuH (ButamuH B12)

56 | JlekapcTBeHHble cpeacTBa npoyne, 3004 50 B®C 68; BOC 42; dC 68; ¢C 42;
cofepxalime BUTaMuHbl N COEOUHEHUS 000 8 OCIT; CI; TY; T X, X, X, XIl; 1P,
TOBapHoOW no3uuumn 2936, npo4ne USP, EP, BP, IndP, ChP, JP, DAB,

roy

57 | IlekapcTBeHHblE CpeacTBa, cogepxalime 3004 90 B®C 68; BOC 42; dC 68; oC 42;
oA unn coeanHeHust noaa, 0001 OCIT; CI; TY; T IX, X, Xl, XlI; 1P,
pacdgacoBaHHble B (OOPMbl UITK YMAKOBKU USP, EP, BP, IndP, ChP, JP, DAB,
07151 PO3HUYHOW NPOAAXM roy

58 | MNpoumne nekapcTBeHHbIE CpeacTBa, (Kpome 3004 90 BPC 68; BOC 42; dC 68; dC 42;
ToBapoB ToBapHbIx nosuunin 3002, 3005 nnn | 000 2 OCIT; CIM; TY; T IX, X, Xl, XIl; IP,
3006), cocTosLMe U3 CMeLLaHHbIX Un USP, EP, BP, IndP, ChP, JP, DAB,
HecMelLlaHHbIX NPOAYKTOB, ASs roy
NCMONIb30BaHUS B TepaneBTUYECKNX UMK
NPogUIakTMYecknx Lensax, pacgacoBaHHbIe
B 0OPMbI UIN YNAKOBKU AN PO3HUYHOM
npoaaxm

59 | lNpoune nekapcTBeHHbIE CPeacCTBa, 3004 90 B®C 68; BOC 42; dC 68; ©C 42;
cogepxalume nog nnm coeguHeHns noga 0005 OCIT; CI; TY; T X, X, XI, XlI; IP,

USP, EP, BP, IndP, ChP, JP, DAB,
oy

60 | MNpoyne nekapcTBeHHbIE CPeacCTBa, 3004 90 B®C 68; BOC 42; ®C 68; ¢C 42;
cogepxallime B KayecTBe OCHOBHOIO 000 6 OCIM; CI; TY; T IX, X, X, XII; IP,
OEeNCTBYIOLLIEro BeLLeCTBa TOMbKO: KUCMOTY USP, EP, BP, IndP, ChP, JP, DAB,
aueTuncanuumnnoByto Unn napaweramor, roy
nnn pubokcuH (MHO3WH), Nnu
NONMBUHUNNNPPONMAOH

61 | MNpoyne nekapcTBeHHbIE CpeacTBa, (Kpome 3004 90 B®C 68; BOC 42; dC 68; ¢C 42;
TOBapoB ToBapHbIX no3uuun 3002, 3005 unm | 000 9 OCI; CI; TY; T I1X, X, Xl, XII; 1P,

3006), cocToqLMe U3 CMeLLaHHbIX Un
HeCMeLUaHHbIX NPOAYKTOB, A5d

USP, EP, BP, IndP, ChP, JP, DAB,
roy
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MCNoJ1b30BaHNA B TepaneBTUYECKNX U
I'IpOd)I/IﬂaKTI/I‘-IeCKI/IX uenax

62 | NpenapaTbl KOHTpPACTHble Ans 3006 30 B®C 68; BOC 42; dC 68; ©C 42;
peHTreHorpadgu4yecknux obcneqoBaHui; 0000 OCIT; CIM; TY; T IX, X, Xl, XIl; 1P,
peareHTbl AnarHocTuyeckue, USP, EP, BP, IndP, ChP, JP, DAB,
npeaHasHayeHHble Ana BBeAeHUS 60NbHbIM roy

63 | Cpencrtea XMMMYECKNE KOHTPALLENTUBHbIE 3006 60 B®C 68; BOC 42; ®C 68; ¢C 42;
Ha OCHOBE FOPMOHOB UM NPOYUX 1001 OCI; CI; TY; T I1X, X, Xl, XII; 1P,
coeanHeHu ToBapHoM nosuunm 2937, USP, EP, BP, IndP, ChP, JP, DAB,
pacdacoBaHHble B (hOPMbI UK YNAKOBKK roy
45151 PO3HUYHOW NPOAaXM

64 | Cpencrtea XMMMYECKNE KOHTPALLENTUBHbIE 3006 60 B®C 68; BOC 42; ©C 68; ¢C 42;
Ha OCHOBE FOPMOHOB UM NPOYUNX 000 2 OCIT; CI; TY; T X, X, X, XIl; IP,
COeanHeHWI ToBapHOM CTpokn 2937, npoyune USP, EP, BP, IndP, ChP, JP, DAB,

oy
CpeactBa xMmnyeckne KoHTpauenTuBHbIE 3006 60 B®C 68; BOC 42; ¢C 68; $C 42;
Ha OCHOBe cnepMuMunaoB 0009 OCI; CI; TY; To IX, X, X, XII; 1P,
USP, EP, BP, IndP, ChP, JP, DAB,
roy
65 | Ckvnugap 3805 10 TY; T'd IX, X, XI, XIl; IP, USP, EP, BP,
3000 IndP, ChP, JP, DAB, Moy

MpumedaHue (*) - npogykums, NpUMMeHseMas B MeauuuHe u dpapMauun.

NMPABUNA
Hagnexawen naboparopHon npaktuku (GLP)

1. O6LwWwme nonoxeHus

1. Hactoswme [paBuna Hagnexaiiemn

MpunoxeHwne 2

nabopatopHoi npakTukn (ganee - [lpaBuna)
yCTaHaBnMBalT TpeboBaHUS K OpraHmsauun, NnaHWpOBaHWIO, CO34aHUI0 HEOOXOAMMbBIX YCIOBWMI ANsi
npoBeAeHNsa OOKITMHUYECKUX (HEKITMHUYECKMX) nccnenoBaHunii no 6e3onacHoOCT GMONornyeckn akTMBHbIX
BeLLEeCTB M NeKapCTBEHHbIX CPeacTB Ha NTabopaTopHbIX XKUBOTHBLIX UNK "MH BUTPO".

I'IpM BbINOJIHEHUN YKa3aHHbIX nccnegoBaHuin 06s13aTenbHO n3yvyeHue:

1) TOKCMYHOCTM NPU OOHOKPATHOM BBELAEHWM;

2) TOKCUYHOCTU NPY MHOFOKpaTHOM BBeAeHUM (NMOAOCTPON U XPOHUYECKON);

3) penpoayKTUBHOM TOKCUYHOCTU (PEPTUINBHOCTU, 3MBPUO- N (DETOTOKCUYHOCTU, TEPATOTE€HHOCTH,
nepu- U NOCTHaTanbHOW TOKCUYHOCTH);

4) myTareHHoro noTeHyunana;
5) kaHLUeporeHHOro NoTeHunana;
6) TOKCUKOKMHETWKN;

7) hapmakogMHaMMKN C LENbO BbISBMEHUS HexXenaTenbHOro nobo4yHoro 4encTeuns;

8) MECTHOWN NnepeHoOCMMOCTH, BKITHOHaA q)OTOTOKCI/I‘-IHOCTb, pasgpaxawlliee nencreue, MECTHYH
rmnep4vyyBCTBUTESIbHOCTb;

9) BO3MOXHOCTHU pa3BUTUA NPpUBbIKAHUNA n/vnu CMHOPOMaA OTMEHbI JTEKapPCTB.
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2. [enctBne HacTtoswmx [lpaBun pacnpocTpaHseTcs Ha COOTBETCTByKLWMe nabopatopum
NPOV3BOAMTENS FEKAPCTBEHHbLIX CPeACTB W/MMM Haxodswmecss Ha noAapsgHbix/cybnogpsgHbiX C HUM
YCNOBUSAIX HayyHble wnu  gpyrne nabopaTtopuu, UMewMe paspelleHne  YNoNIHOMOYEHHOTO
rocyaapcTBeHHoro opraHa Keipreidckon Pecnybnukn B obnactu agpaBooxpaHeHus B cepe obpalleHus
NeKapCTBEHHbIX CPEACTB Ha NPOBEAEHNE AOKITMHNYECKNX (HEKITMHNYECKMX) UCCeaoBaHnn.

3. Hactoqawume [lpaBuna He wuUMET MNPSAMOro OTHOLIEHUS K Hay4YyHO-UccrneaoBaTerbCKUM
novckoBbliM paboTam, Ho cTporoe cobntogeHue Mpasun oNTUMN3MPYET 3TN UCCINESOBAHNUS.

4. YNONMHOMOYEHHbI  rocygapcTBeHHbIn  opraH  Kbiprbiackon Pecnybnukn B obnactu
30paBooOXpaHeHns B cdepe obOpalleHus NeKkapCTBEHHbLIX CPEACTB OCYLLECTBNSAET WMHCMEKTMPOBaHWE
nabopatopun C LEnbl OLEHKM MOMYYEHHbIX [AaHHbIX M KayecTBa MNPOBEAEHMS [AOKIMHMYECKOrO
(HEKNMHMYECKOro) UccnegoBaHus, maTepuansHon 6asbl U JOKYMEHTOB C MPUBIIEYEHNEM CMELMANMUCTOB
opraHusaumm, npoBOAdALLEN 3KCNepTM3y Ha npegMeT ©GesonacHocTn, 3PGEKTMBHOCTM W KayecTBa
neKapCTBEHHbIX CPeacTB.

2. MpuHUMNbI Hagnexawen nabopaTopHON NPaKTUKKU

5. CobnogeHve Mpaeun Haanexallein nNabopaTopHO NPaKTUKU CHUXKaET A0 MUHMMYMa pUCK Ans
nauueHToB, CBA3aHHbIA C HeJOCTaTOYHOW 6E30NacHOCTLIO NEKapCTBEHHbIX CPEACTB.

6. Hapnexawas naGopaTopHas npakTuka SBMNSETCA CUCTEMOWM KadyecTBa ANs opraHusaumu
npouecca W YCMOBWWA, NPU KOTOPbIX OCYLIECTBMSAIOTCA NfaHMpoBaHWe, NpoBedeHne, KOHTPOIb,
perncTpauus, XxpaHeH1e 1 CocTaBneHne OTYETOB NO AOKIMHUYECKAM (HEKITMHUYECKUM) UCCredoBaHMsIM.

7. Ob6ecneyeHne kavyecTBa SABNSETCA [NaBHOW 3adayvyel pPyKOBOACTBA MCCenoBaTenbCKOn
naboparopuu, TpebyeT yyacTuss M OTBETCTBEHHOCTW MepCoHarna pasfuyHbiX €e MoapasderneHvun u
NMOCTaBLLMKOB Ha BCEX YPOBHAX. [1ns 3TOro AosmkHa MMETbCS BCECTOPOHHE pa3paboTaHHas M NpaBUITbHO
yHKUMOHMpPYOLWass cuctema obecneyeHus KadectBa. [Ee nomHOCTblO  OOKYMEHTMpYHT, a
3(pPeKTUBHOCTL - KOHTPOMNUPYHOT.

8. KauvectBo M 6GesonacHoCTb npoBedeHVs OOKIMHUYECKUX (HEKMMHUYECKUX) uccrneaoBaHun
obecneynBaoT:

- pecypchl;

- COoOoTBeTCTBYyKOLlEee YynpaBrieHne (I'IpOTOKOJ'IbI, CTaHOapTHbIe oOnepaunoHHble npouenypbl,
nonoXxeHne o pykoBoauterne VICCﬂeﬂ,OBaHVIFI);

- agekBaTHoe nnaHnpoBaHWE napamMmeTpoB UccregoBaHUA (I'IO,D,J'II/IHHOCTI/I, XUMUNYECKOWN YNCTOTHI,
ctabunbHOCTK, COCTaBa, I'IpO(*)VIJ'IFI pacTBOpeHUA unccnegyemoro martepuana, I'IOTpeGHOCTl/I N KayectBa
OMOMNOrMyYecKnx CUCTeM, I'IOTpe6HOCTVI B paCxXogHbIX MaTeleanax);

- ajekBaTHas cucteMa OgOpPMMEHUs [AOKyMeHTauun (paboumx >XypHamnoB C MEePBUYHBIMU
AaHHbIMUY, 3aKMIOYUTENBHOMO OTYETa, apXMBOB);

- agekBaTtHad cucrtema rapaHTwZ KavecTBa. FapaHval KadecTBa obecrne4ymBarOT HE3aBUCMMOCTb U
Ka4yeCTBO Ha BCEX 3Tanax nccnegoBaHun.

3. Pecypchbl

9. Pecypcbl nabopartopuu:

- CTPYKTypa nccnegoBaTenbCcKkon nabopartopuu;
- NepcoHarn;

- ycnosus ang pabotbl n obopygoBaHue.

§ 1. CTpykTypa nccnepgoBaTenbckon nabopatopum

10. CrtpykTypa wuccnegoBaTenbcko nabdopatopum [JormkHa ObiTb 3d(EKTUBHONW, MOCTOSIHHO
COBepLUeHCTBOBaTbCA U obecneuymBaTb 4YeTKOe B3aMMOZeNcTBME Mexay  (PYHKUMOHANbHbIMU
nogpasgeneHnsMn U KOHKPETHy cdepy OeATENbHOCTM ONA KaXZoro COTPYAHWKA, npedenbl ero
NOSIHOMOYNIA, ODA3AHHOCTEN N OTBETCTBEHHOCTM.

11. UccneposaTenbckas na6opaTopMﬂ OOJ1KHA, KaK MUHUMYM, UMETb!
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- oTAen dapmaLeBTUYECKMX UCCNEeaoBaHUiA U MPUrOTOBMNEHNS NPob;
- oTAen Ans MaHUNynsauMin 1 cogepxaHus nabopaTopHbIX XUBOTHBIX;

- OoTAen rapaHTUM KayecTBa WM COTPYAHMKA, KOHTPOMMPYIOLWEro KavecTBO MNpOBeEAEHUS
AOKITUHNYECKMX (HEKNTMHUYECKMX) NCCneaoBaHnn.

12. ®dyHKUMKM oTaena dapmaLeBTUYECKUX UCCNESOBAHNIA U NPUrOTOBIEHNST NPOO 3aknyalTca B
perucTpauum, XxpaHeHuu, pacnpeneneHmu, B3selLiMBaHumn obpasuos, nepegade npob Kk mectam paboThl €
XMBOTHbLIMW, YHUYTOXEHMM OCTaTKOB. [pyM HeobGxoouMOCTWU, OTAEeN BbINOMHAET paboTbl MO KOHTPOSHO
KayecTBa uccnegyembix npoo.

13. Otgen o6ecneynBaloT TakUM KONMYECTBOM COTPYAHUKOB, YTOOLI OHW BbIMOMHANM CBOKO paboTy
0e3 pucka OTKIOHeHUN OT TpeboBaHMM HacToswwmx lMpasun. Ons npegoTBpalleHUs NepemelLnBaHus
pacxogHblX MaTtepuanoB unu  GakTepuanbHOW  KOHTaMMHaUMM  [AOMKHO ObiTb  0becneyeHo
COOTBETCTBYIOLLEE NPOCTPAHCTBO, MO3BOMSIOLWEE YNOPAOOYEHHO U NOTMYHO pPasMeCcTUTb COTPYOHUKOB,
obopyanoBaHue n matepmansl. [IoCTyn NOCTOPOHHUX N1L, K pabovmMm mectam SOMmKeH OblTb OrpaHUYeH.

14. Otoen gapmaueBTMYECKUX WCCNeAOoBaHWi U MPUroTOBMNEHNUA MPo6, Kak MUHUMYM, OOJKEH
UMeTb criegytolume NoMeLLeHUs:

- ANSi XpaHeHNs UccreayemblX MaTepuarnos B pasfiMyHbIX YCIOBUSIX;
- ANS XpaHEeHUs1 KOHTPOIbHbIX 06pPa3LOoB;

- BECOBY!IO;

- ANS NIPUroTOBNEHUS NPOO;

- ANS XpaHEeHUs! NPUroToBMEHHbIX NPooG;

- NA KOHTPONS KayecTBa NPUroTOBMNEHHbIX NPoo;

- MOEYHYIO;

- ANS COTPYAHUKOB (0hopMIIEHNE AOKYMEHTaUmMN);

- KOMHaTbI Ans NepeoaeBaHus.

15. CtpykTypa oTgena Ans MaHUMNynAuMi M copepXaHus nabopaTopHbIX XMBOTHBLIX AOMKHa
obecneunBaTb:

- MaKcumarlribHoe orpaHun4yeHme KoJmmn4yecTtBa BXOoAAWUX B oOoTAen M Ooctyna K naGopaToprlm
XUBOTHbIM;

- TaKyl0 opraHmsaumio notoka paboT, 4TOObl ABWXeHue "JncTbix" u "rpsaAsHbIX" MaTepuanos
OCYLLECTBMANOCH MO pasHbIM KOPUAOPaAM UMK B pa3HOe BpeEMS OHS;

- OCHallleHMe Kaxaoro nomelleHus, obecneuyuBarollee BblAerneHue pPasnU4YHbIX 30H BHYTPU
oTaena;

- NpoBeaeHne TWAaTenNbHOM YUCTKN U E,e3VIH(beKLIMI/I Mexay nccnenoBaHUAMN.

16. TpeboBaHus HacTosAwmx [lpaBun HampaBneHbl Ha MakCMManbHOE  COKpalleHue
NnoTeHUManbHOW ONacHOCTM BHELUHWX BO34EWCTBUW Ha Mpouedypbl, NpoBOAUMbIE B oOTAene Ans
MaHUMyNSUUA 1 coaepkaHnsi TabopaTopHbIX XKNBOTHbIX.

17. YcnoBus onst XXMBOTHbBIX AOIMKHbI 0becneyvmBaTh UX Haanexatlee cogepxaHue. TpeboBaHus K
YCIOBUSIM COAEPXaHMS 3aBUCAT OT BUAA XMBOTHBIX M MPOAOIHKUTENBHOCTM uccregoBanunsa. C Lenbio
CHMXeHUs pucka OakTepuanbHOMW KOHTaMUHALMW NPUMEHSAOT GapbepHyl0 CUCTEMY: OOCTaBKy BCEX
MaTepuarnoB, NepemeLleHne COTPYOHUKOB N OBCMyXMBaHME XMBOTHbBIX OCYLLECTBAT Yyepe3 bGapbepsbl
no "unctomy" u "rpsasHOMY" KOpuaopam.

18. OgHMM M3 OCHOBHbIX TpeboBaHWA ABNSAEeTCA obecrneyeHne [OCTATOYHbIX Mrowagen Aans
XMBOTHbIX N COTPYLHMWKOB.

19. TUNMYHBLI OTAEN ANS MaHWNYNsAUMA U codepXaHus nabopaTopHbIX XUBOTHLIX MOXET UMETb
cnegyrowmne noapasaeneHus:

a) uvccnepoBaTenbCkMe  OTAENEHWs:  ONs  U3YYeHUs  OOKMUHMYECKOW  (HEKMMHWUYECKOW)
hapmakognHamuky, dapmakoknHeTMkM, GesonacHoOCTM WccriegyemMoro matepuana, BKrodatolme
KOMHaTbl AN perucTpauum u xpaHeHusi NnpubbiBaloLLIMX U3 oTaena dapmMaueBTUYeCcKUX MCcreaoBaHuin
npob;
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6) nomMeLlleHna anda cogepXXaHud, akknmMmatTmsaumn n KapaHTUHHbIX pa60T no oTAaesNnbHbIM Baam
XUBOTHbIX;

B) KOMHaTb!l AJ151 NepeoaeBaHus NepcoHana;
r) noMeLlLeHns1 ANs pas3aenbHOro XpaHeHs: NOACTUMNOK U KOPMOB, KMETOK, YMCTALLUX CPEACTs;
[1) KOMHaTbl AN 3a6MBKU U BCKPbITUSA NabopaTopHbIX XUBOTHBIX;

X) OTOeneHne unM KOMHAaTy KIMHW4Yeckonm nabopaTopHOM AnMarHocTukum ang  3abopa u
OCYLLECTBMEHNST aHanu30B KPOBMW, WCMPaXHEHWA M T.0. C LENbl OLEHKA COCTOSIHUSI 300pPOBbS
nabopaTopHbIX XUBOTHBIX;

3) caHUTapHbIN y3er;
1) NomMeLLeHne ans nepeaaym mycopa U 0TXO40B.

20. O6gaszartenbHbIM  YCNOBMEM HOPManbHOro YHKUMOHMPOBAHUA [OaHHOro oThaena  ans
MaHUMYNAUUA 1 COAepXXaHns NnabopaTopHbIX XMBOTHBLIX, ABMSETCS CO3OaHWE Haanexalmx yCroBun
okpyxkawwen cpegpl. ObecneuymBaloT  MOCTOAHCTBO  TEMMNEPATYPHOrO  PeEXMMa,  BMAXHOCTW,
BO34yXO000MeHa Ha YpOBHSIX, COOTBETCTBYIOLUMX OTAENbHBIM BUAAM XMBOTHLIX, NyTEM NOAAEPXKaAHUS B
paboyem COCTOSIHUM COOTBETCTBYIOLLEro 060pYyA0BaHUSA U KOHTPOSbHOW annapaTtypbl.

21. [oBEPXHOCTU CTEH, ABEPEen 1 ApYrux YacTen NoMeLLEeHNI OOMKHbI Nerko YNCTUTLCA.

22. YTunusauusa OTX040B, MNOACTMIIOYHOrO MaTepuana, TPYrnoB >XMBOTHbIX, OCTATKOB KOPMOB
OCYLLIECTBMSIETCS B COOTBETCTBUMU C TPEOOBAHMAMM CaHUTAPHbIX NPaBuIl U HOPM.

23. Otgen rapaHTUi KadecTBa SIBNSieTCA 4acTbto obulero npouecca obecrnedeHus KadecTBa
OOKMUHUYECKNX (HEKITMHUYECKMX) UCCnesoBaHUN.

24. rapaHTI/IVI kayecTBa obecneunMBaloT HadeXHOCTb MCCregoBaHWs UM OOOCHOBAHHOCTb
3KCNneprMeHTallbHbIX pe3ynbTaToB.

25. CTpykTtypa otgena pormkHa obecnedvBaTb Haanexawumi ayaut U KOHTPONb Hag BCeMMU
aTanaMmyn  OOKMNUHMYECKUX (HeKnuMHuYecknx) uccnepoBaHun. Otgen obecneynBaeT ycnoBust Ans
PYHKLMOHNPOBAHMS CUCTEM KavyeCcTBa U BbICTYMNAET Kak KOHCYbTaHT MpU UX BHEAPEHMWM.

§ 2. Nepconan

26. Obsi3aTenbHbIM YCIOBUEM YCMELIHOMO (PYHKUMOHMPOBAHUS HacToswmx [MpaBun gaBnsieTcs
HanuuMe OOCTATOMHOrO KONu4yecTBa nepcoHana. KonmnuecTBo nepcoHana oTpaxakwT B NPOToKone
uccrnegoBaHun.

27. COTPYAHMKN OOIMKHBI BINOMHATE OnpeferneHHble 06s13aHHOCTU, ONMCaHHbIE B OOJIPKHOCTHbIX
WHCTPYKUUSAX, M WUMETb COOTBETCTBYIOLUME MOMHOMOYMUS AONA UX BbINOMHeHus. Wx cnyxebHble
06s3aHHOCTM MOryT ObiTb nepedaHbl ApYrMM COTpyAHWKam, obnagarowmm AOCTaTOYHbIM YPOBHEM
kBanudmkaumm. Kpyr obssaHHOCTeW nepcoHana [AOfkKeH oxBaTbiBaTb BCE CTOPOHbI Hagnexaiien
nabopaTtopHON NPaKTMKKU, HO NPU STOM HE AOIMKEH ObITb CAMULIKOM OBLIMPHBIM, YTOObI UCKNIOYNUTL PUCK
CHWKEHNs KayecTBa.

28. KomneTeHuMo nepcoHana MnoATBepXAaloT OOKYMEHTanbHO: Aunnomamu, cepTudukatamu,
cBugetenbcTBaMmu 06 obyyeHuu.

29. PykoBoauTenb nabopaTopum Unu fnnuo, UCNonHsitoLLee ero 06s3aHHOCTU:
- NPefoCTaBnsieT pecypchbl Ansi NPOBeAEHMS NCCNeOOBaHNN;

- Ha3Ha4aeT 1 3aMeHsIET PYKOBOAUTENSI UCCNEA0BaHNI;

- rapaHTMpyeT HanMume oTaena rapaHTMn KavecTBa;

- rapaHTUpyeT NPUHATUE Mep B Criydae, ecnv OTAEN rapaHTumn KadecTsa coobLiaeT pyKkoBOAUTENIO
uccrnefoBaHunm o6 OTKNOHeHNsX oT TpeboBaHuii HacToAwwmx Mpasur;

- rapaHTUpyeT BHeAPEHWe, BbIMOJIHEHME U Hadslexallee XpaHeHVe CTaH4AapPTHbIX OrnepauyOHHbIX
npoueayp;
- yTBEPXKAAEeT BCe CTaHAapTHbIE OMepaLMoHHbIE NMpoLieaypbl U NX HOBbIE peaaKuuu;

- obecneuynBaeT 06yqume BCero nepcoHana, Hanun4dne npoTOKOJ1I0B 06yquv|;|, pes3ome
ncenenosartena n JOJMKHOCTHbIX I/IHCprKLI,MVI OnA BCero nepcoHana;

- rapaHTUpyeT CcoCcTaBlieHne n cobntogeHne rmaBHOro naHa UccrneaoBaHus;
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- rapaHTupyeT 4eTKoe B3aumogencTBme Mexay «QYHKUMOHANbHbIMW MNoAapasfeneHusaMm 1
NoApSAHBIMU UCCNeaoBaTENbCKMMU NabopaTopusamMm.

30. PykoBoguTenb uccrnegoBaHMsA ABMASETCA [MaBHbIM  OTBETCTBEHHbIM NWULIOM 3a BCe
uccnegosaHne. ViMm MoxeT OblTb pykoBoguTenb nabopatopyv wWnNuM nuLO, HasHaYaemoe UM W
COOTBETCTBYHOLLIEE MO CBOEN KOMMNeTeHLMN TpeboBaHnAM HacTosiero PernameHTa.

Pykosoautens uccrnenoBaHus:

- OCyLLeCTBNSET KOHTPOSb 3a NPOBEAEHMEM UCCIef0BaHUS;

- HEMOCPEeACTBEHHO OTBEYaET 3a ero NosiHoe cooTBeTcTBMEe TpeboBaHUsAM HacToAwwmx MNpasun;

- yTBEPXKOAET 3aKIMOYUTENBHbIA OTYET;

- noanucbiBaeT NPOTOKOSbl UCCNEAOBAHUS U UX UBMEHEHUS;

- KOHTPONMPYET NPaBUNBHOCTb 3aMMUCU U rapaHTUpyeT NPOBEPKY BCEX AaHHbIX;

- rapaHTMpyeT 3anncb HenpeaBUAEHHbIX Pe3ynbTaTos;

- rapaHTMpyeT NpaBuIIbHOCTb XpPaHEHUs BCeX AaHHbIX.

OH pgomkeH MMeTb MOMHY OCBEeAOMIEHHOCTb 060 BCeX crny4asix, BAUSIOLIMX Ha KayecTBO Unu
LeNOCTHOCTb UCCNeaoBaHWs, CBOEBPEMEHHO OLEHMBATb UX BRUAHWE Ha pesynbTaTbl U npeanpuHumaTth
KOppeKTMpytoLLMe OeNCTBUSA, €Crn B 3TOM eCTb He0bX0aAMMOCTb.

31. B nabopatopun OOmkHbl BbITb B HanNMyuuM getanbHble nporpammel No KynbType Tpyga. OHu
cogepxaT MOMOXEeHWs, Kacalwmnecs 340pOBbA MepcoHana W CcobnoaeHus npaBun  TEXHUKU
BesonacHocTn. Kaxapin coTpyaHUK, 0693aHHOCTN KOTOPOro npegnonaratT npebbiBaHWe B NOMELLEHUSIX,

rge npoBogunTCcA nccrnegoBsaHue, OOoJmKeH ObITb XOpowo 3HakomM C HUMU, NpUHNUMATb N TOYHO cobntogatb
nXx. 3al'lpeLIJ,aIOTCFI BCE AENCTBUSA, Hapylwawwne rmrmneHn4eckme TpeGOBaHMﬂ BHYTPU na6opaTopV|V|.

§ 3. YcnoBusa ana paboTbl n obopygoBaHue

32. Hactosiwme T[lpaBuna TpebyoT 06ecneyeHHOCTU COOTBETCTBYHOLLUMMMK YCMOBUSMU U
oGopyaoBaHueM Anst NPOBEAEHUS UCCredoBaHUA. YCNoBUS AOSMKHBI NpeaoTBpallaTh NepenofHEHHOCTb
noMeLLeHnin nepcoHanom n obopygoBaHMeM, COBMELLEHME pa3sHbiX BUOOB paboT B OAHOM NMOMELLEHUN,
nepekpecT Mexay npoektamu u obecnevmBaTb COOMOOEHME COOTBETCTBYHOLMX TpeboBaHUA K oxpaHe
Tpyaa.

33. Hagnexawasi nabopatopHasi npakTuka TpebyeT cTabunbHoro u ageksaTtHoro obecneyeHus
BOJOW, 3NEKTPO3HEprnen n Bo3ayxoodmeHa.

34. Bce o6opyp,03aH|/|e OOIMKHO ObiTb B pa6oqu COCTOSIHUKW. [JOMMKHbI MMETbCA B HanuMyuu
CTporme nporpamMmmbl Banungauuu, KBaJ'IVICbI/IKaLI,VIVI, KaJ'II/I6pOBKl/I, NOBEPKMH, MeTPOHOFMHeCKOVI arrecraunmn
n nogaepxaHud ero B pa6oqu COCTOAHUN.

KOHTpOJ'Ib 3a COCTOAHMEM OGOpyD,OBaHWi-I ocyuwlecTBrdeT oTaern rapaHTvu7| kayectBa. OH BepeT
KOHTpOJ'IbeIVI JINCT COCTOAHUA O60pyﬂ,OBaHVIFI, KOTOprVI ABNAeTCA OCbI/ILI,VIaﬂbeIM OOKYMEHTOM U, eClin
BO3HMKaAeT HeobXOAMMOCTb, B HEro BHOCUT W3MEHEHMS. KOHTpOJ'IbeIVI JINCT NoMoraeT npoBepPATb
MeToAbl N pPeryndapHoOCTb KOHTPOIiA OGOpy,D,OBaHI/IFI n obecneunBaet npopegeHne TeXHU4YEeCKUm
060]'Iy>KI/IBaI-OLLI,VIM nepcoHarnomM CaMOKOHTPOIA.

35. [lMpoekTupoBaHMe U CTpPOMTENbCTBO nabopaTopuit OOMKHO obecrneuvBaTb CBefeHuWe K
MUHUMYMY (paKTOPOB, NPENnATCTBYIOLWNX Banuaaumm ycrioBuin NpoBeaeHNs! SKCNeprMEHTOB.

OTOro gocTuratrT nyTem:
- M3nY4ECKOro pasaeneHus: cteHamu, ABepbMU, UNbTpamMu 1 pyrumu MeToaamu;

- pasgeneHus paboT No BPEMEHW BbINOMHEHUS], C Y4ETOM HEOOXOAMMOCTU YUCTKU MOMELLEHWIA
Mexay pabotamu;

- cneunanusaunn nepcoHana.

36. |_|pI/1 CTpOUTENBbCTBE WUCNOJNb3YKT MaTepuanbl, npegnnucaHHble MeXOayHapOoOHbIMU, a TaKxe
rocyoapCrtBeHHbIMM N MEXrocyaapCTBE€HHbIMU, €CIin UxX Tpe6OBaHMF| COOTBETCTBYHOT WU ABNAKOTCA
Oonee BbLICOKMMM MO CpaBHEHUIO C MeXxayHapOOHbIMW CTaHO4apTaMu, obecneunBatoLLne Nerkyro 4YncCTky,
He [gonyckawuwme 3adepXKy Ha pa6oq|/|x NOBEPXHOCTAX UCCledyeMblX MaTepuaros. 30HbI
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NPUroToBreHUs Npo6 OOMKHbI UMeTb GOKCOBYIO KOHCTPYKLIMIO, 06ecrneynmBaloLLyo aBTOHOMHYH CUCTEMY
BEHTUNALUMN.

37. B uccnenoBaHusix OOIMKHO MCMNONb30BaTbCsl COOTBETCTBYHOLEe 0bopyaoBaHME adeKBaTHOWM
npou3BoauTensHocTU. Bce obopynoBaHme, OTHOCALLEECHA K CPEACTBAM U3MEPEHUSs], MOANEXUT NOBEPKE,
METpPOSIOrM4YecKo aTTecTaumm, KanubpoBke B COOTBETCTBUMM C TpebOBaHUSIMM 3aKkoHoAATeENbCTBa WU
noaaepXxMBaeTcs B XopoLlem paboyeM COCTOSHUM.

BenyT 3anucu o peMoHTe 1 TEKYLLMX OCMOTpax 1 Apyron pabore.

Llenbto atux TpeboBaHui gABnsieTcs obecneyeHne HageXHOCTU U AOCTOBEPHOCTU MOMYYEHHbIX
AaHHbIX U NpefoTBpalleHne nx notepu B pesynbTaTe HEeTOYHOCTM, HeageKBaTHOCTU unu He paboyero
COCTOSIHMA 06opyaoBaHus.

38. OkcnnyaTaumio o6GopyooOBaHUS OCYLLECTBNSOT TakMM o6pa3oM, 4ToObl rapaHTMpoOBarochb
NOCTOSIHCTBO paboTbl B COOTBETCTBMM C TEXHUYECKUMWU TpeboBaHMSMM K AaHHOMY OOOpyAOBaHUIo,
CHWXEHWNE HenpeaBUAEHHbIX OTKMOHEHWUI 1 MOCneayoLLas noTeps pe3ynbTaToB..

Ero SKcnyatayno OCyLeCTBNAKT ABYMA NMYyTAMU:

- C MMaHOBbIM KOHTpOriemM paboyero cCoOCTOsSHUS 1 NOBepkon Anst obopyaoBaHWs, OTHOCALLErocs K
cpefcTBaM U3MepEeHWs, HE3aBMCUMMO OT TOro, MPUMeHsieTc N obopyaoBaHue;

- C NpoBefeHneM perynsapHbix npodunakTudeckmx pabot 6e3 noBepkn, ecnu Lenu aKcniyatauum
He TpebytoT aTOro.

39. HeobxogumbiM  ycnoBuem SABMASIETCA paHHee nNpeaynpexneHne O  HeMcrnpaBHOCTU
obopynoBaHua. OT0 obecneuvBaloT  yTBepXOeHUEeM rpaduka npoBefeHuss npounakTukm wu
npUMEHEHNEM aBapuMHONO CuUrHana npuv  OTCYTCTBUWM  LUTATHbIX COTPYAHWKOB. Ha  cnydan
HenpeaBUAEHHbIX ODCTOATENLCTB AOMKHO ObITh 3anacHoe obopyaoBaHWe UMW HEMEANEHHbIN JOCTYN K
WHXXEeHepam.

40. ’KnsHeobecneunBaloLlee 1 NogaepXuBatoLLee yCnoBus oKpyxarLllen cpedbl obopygosaHue,
0COoBeHHO Ana nabopaTopHbIX XMBOTHLIX, Obs3atenbHo AybnupytoT. CTtabunbHoe nogaepxaHue
YCINoBUI OKpy>KatoLen cpedbl obecneynsatoT 1 Toraa, korga pyHKUMOHMpYeT He Bca nabopaTtopus.

41. Ona Hagnexallen akcnnyatauum obopyooBaHUSA AOMKHbI ObiTb paspaboTaHbl CTaHOapTHbIE
onepaumnoHHble npoueaypbl (COTll), onucbiBaowme MeToAbl, Matepuansbl, rpacvkm oCcMoTpa, YMCTKW,
TEXHUYECKOro 0BCnyxumBaHusi, KannbpoBKU W UCNbITAHWMA WCNONb3yemMoro oOOopydOBaHUA, a Takke
rpacpvk noBepku, MeTponornyeckon atrectauuu. [pacduk npodunakTnyeckux paboT HakneuBaloT Ha
obopynoBaHue B BUAE 3TUKETKM U o6ecneynBatoT NPo3pavyHOCTb U AOCTYMNHOCTb 3TOr0 nraHa.

42. Heo6xoammbl MMCbMEHHbIE MPOTOKOSbI BCeX paboT No TEXHUYECKOMY OBCIyXMBAHUIO, YNCTKE,
UcnbITaHUAM, KanuMbpoBKe, KOTopble BKMYalT B cebGsa gaTy BbINOMHEHMs paboT M UX onucaHue
(nnaHoBble, cornacHo COI, BHennaHoBbIE, MO PEMOHTY U 3aMeHe, 06CNyX1BaHne NpPoM3BoanTeNeM), a
TaKke JOKYMEHTbI, coAepKallne cBedeHNs O NoBepKe U MEeTPONorMyeckoi aTTectaumu.

43. 3anucu o kanubpoBke, MOBepKe, METPOSIorMYeckon atTectauuv M NPOBEeAEeHUM MIIaHOBOIo
OCMOTpa [A0SKHbI AEMOHCTPMPOBaTb afeKBaTHOCTb MUCMOMNb30BaHUA 060pya0BaHMS U COOTBETCTBUE Ero
3KCnnyaTaumm TeXHUYEeCKoN JoKyMeHTaumMmn Ha obopynoBaHve. OHKM OTpaxatoT AeNUCTBUSA, BbINONHEHHbIe
npu NpoBeaeHN NPodUNakTUYeckmx paboT, 3HaHne BCEMU COTPYAHUKAMM COOTBETCTBYIOLLMX AEACTBUA
npu HencnpasBHOCTV 06opyaoBaHUS.

4. YnpaBneHue npoBeaeHUeM AOKITMHUYECKUX
(HeKNMHMYeCcKNX) nccnepoBaHum

§ 1. O6wue nonoxeHns

44. [okyMeHTbl, MOCBSALEHHbIE YNPaBMEHWIO MNpoBeAEeHMEM OOKIUHUYECKUX (HEKNMHUYECKUX)
nccrnegoBaHumn, OOMKHbI OTpaxaTb MEHEeMKMEHT 1 TpeboBaHus K opraHusauum pabot. Vix nepuognyecku
aKkTyanusmpyor.

§ 2. KauecTBO OKNMHUYECKUX (HEKITMHMYECKMX) uCcnegoBaHum

45, [IoknMHn4eckne (HEKNMMHUYECKUE) NccnenoBaHnst AOMKHbI ObiTb BEICOKOKAYECTBEHHBIMU. ATOT
NpUHLUMN oGecneynBatoT:
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- BblCOKasi TOMHOCTb OMnpeaeneHns Lenei skcrieprMeHTa 1 ero napaMmeTpos;

- 3HaHWe uccreaoBaTenbCKuUX NpoLueayp;

- KOHTPONb M [OOKYMEHTUpPOBAHWE 3KCNEepUMEHTarnbHbIX NMepeMeHHbIX U YCIOBUI OKpyXXatoLlei
cpeabl;

- TlWWaTenbHas, KBanuuuMpoBaHHas OLieHKa U 3anucb AaHHbIX.

46. Hagnexawee ynpaeneHue  OOKIMHUYECKUMWU  (HEKUHUYECKUMWU)  UCCrenoBaHUSMU
obecne4vnBaeTcs:

- co3gaHueM agekBaTHbIX OU3MYECKNX YCIIOBUN U Hannunem KeannuumpoBaHHOro NepcoHana;
- NNaHUPOBaHNEM UCCNEAOBaHWUIA U pacnpeneneHnst pecypcos;

- YeTkuM 0603HavYeHnem 0b6A3aHHOCTEN COTPYAHMKOB U X OByYeHneMm;

- Hagnexalum XpaHeHneMm 3anucen n opraHusaunein apxmeos;

- ocyuiecTBl1ieHneM npouecca npoBepKn pe3ynbTaToB.

§ 3. TnmaBHbIN NNaH JOKIIMHUYECKUX (HEeKITMHMYECKUX) uccnegoBaHum

47. [naBHbIM NMNAHOM AOKMMHUYECKUX (HEKMMHUYECKNX) UCCNeaoBaHUM HasblBalOT CUCTEMY
pacnpefenennst n nnaHnpoBaHus pecypcoB. OHa BKto4yaeT B cebsi:

- BCe NMPOTOKOJIbl UCCNeAoBaHUiA (Ha NoapsaHOM OCHOBE UIU COBCTBEHHbIE);

- rpadpuK NpoBeaeHUst paboT Mo AaTam U Harpysky Ha nepcoHan;

- CPOKV 3aBepLUeHNs paboT, BKIoYas NPoBEPKY NPOTOKOSIOB U OTYETOB;

- orMcaHmne ycroBuii aKkcnnyaTaumm o6opyaoBaHNUsa U KOPPEKTUPYIOLLIME MEPONPUATUS,

- pacnpegeneHne 1 YeTkoe 06o3HaYeHne OTBETCTBEHHOCTM NepcoHana;

- yTBEPXOEHNE pyKoBoaAUTENEM UCCNeoBaHNs BCeX JOKYMEHTOB, BXOASALMNX B IMaBHbI MaH.

Konuu rnaBHOro nnaHa 3aknagbliBaloT B apxvMB Kak MCXOOHYK OoKyMeHTauuto. lMpoueaypy ero
cocTaBreHus onuncbiBaloT B cooTBeTcTBytowem COlMN. B cOOTBETCTBUM C HUM OTAEN rapaHTMM KavecTBa
cocTasnseT nnaH ayauTta. [naBHbIV NNaH KOHpuaeHumaneH.

§ 4. YnpaBneHue nepcoHanom

48. Hacrtosiwme lNpaBuna TpebyloT COOTBETCTBYIOLLEN KOMMETEHUMM nepcoHana (obpasoBaHue,
ONbIT, TPEHWHrK), HeobxoAMMOW [ANs OCYLECTBNEHUS cBOMX YHKUMA. KomneTeHuuo nepcoHana
OTpaXaldT B [OIMPKHOCTHbLIX WHCTPYKUMSIX, 3anucsix O TPEHWHrax, pestoMe wuccriegoBatens. OTu
AokymeHTbl BBoAAT B COI, perynsipHo nepecMaTpuBaloT, KOHTPONMPYIOT Npu ayauTte, NpOoBOAVMOM
OTAENOM rapaHTUM KayecTsa.

49. Ha Bcex COTpyOHMKOB OOJMKHbI ObITb COCTaBMEHb! JOMKHOCTHbLIE MHCTPYKLMK.
B JOMKHOCTHBIX MHCTPYKUMAX OTpaxatoT criegytoLlee:

- MMHUManbHbIA 00s3aTeNbHbIN CTaxX;

- 3aHUMAEMYI0 AOIMKHOCTb;

- obnacTtb 06s13aTENBHON OTBETCTBEHHOCTU (KONTMYECTBO 00sI3aHHOCTEN).

JOMKHOCTHbIE MHCTPYKLUMM 3aBepsloT MNOAMUCSMU COTPYAHUKOB M MepecMaTpuBaloT He pexe
O/IHOrO pa3a B rof.

50. Ha kaxgoro nccnegoBaTensl OOKIMHUYECKMX (HEKIMHUYECKUX) UCCNEAoBaHUA OOMKHO ObiTb
COCTaBneHo pe3toMe nccnegoBaTens.

Mpouenypa cocTaBneHns 3Toro AOoKyMeHTa rapaHTupyeT:
- feATenbHOCTL BCEro NepcoHarna B CTaHaapTHOM CormacoBaHHOM hopmMarte;
- obecrneyeHne COBPEMEHHOIO YPOBHS MCCINEAOBAHMIA;

- otbopmneHne matepuanoB Ha TpebyembliX A3blkax (KbIPrbI3CKOM, PyCCKOM U, ecnu Heobxoammo,
Ha aHrMMNCKOM A3bIKe);

- TwaTtelibHOoe XpaHeHue BCeX aHHbIX C Uerblo 6bICTpOFO BOCCTaHOBIEHNA B 6y/:|,yu.|,e|v|.
B pe3toMe nccrenoBarTesid BKIo4akoT:
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- UMS, BO3pacT, Mnor,

- obpa3soBaHue, BKIoYas AUNNOMbI U Harpaabl OT PasfMyHbIX UHCTUTYTOB;

- npochbeccroHanbHbIN ONbIT Kak BHYTPY YYPEXAEHUS, Tak U 4O NPUXOLA B HETO;
- nyénvkaumm;

- UNEHCTBO B accoumauusx;

- 3HaHMe A3bIKOB.

51. OdbdekTnBHOE PYHKLMOHMPOBAHME HacTosAWmMX [MpaBun BO3MOXHO TOMBbKO MpU Hanuumm
perynsipHoro BHyTPEHHEro N BHELLHErO 00y4eHUs.

WccneposaTtenbckas nabopatopus obs3aHa BECTU 3anucK TEKyLIero MOMoXeHus Aen B vacTu
00y4eHuns n onbita paboTel. Cuctemy 0byyeHums onuceisatoT B COIT.

OTOT AOKYMEHT COAEPXKMUT NpoLeaypbl:

- Ha3HAYeHMWs NUL, OTBETCTBEHHbIX 33 00yYeHMe, C KOHKPETHBLIM yKaszaHWeM nx 06s3aHHOCTEN;
- yTBEpXAeHUs y4ebHbIX KypcoB, Nporpamm obyyeHnst n npenogaeaTtenei;

- 06y4eHus nepes BbINONTHEHNEM HOBOIO UCCIEA0BaHNUS;

- nepecmMoTpa U 0bHOBNEHMS y4eBHbIX KYPCOB;

- ocbopmMneHust obyyeHus;

- fonycka nepcoHana k pabote nocne oby4yeHus.

Y4yebHble nporpammbl YTBEpPXKAAET pykoBoAMTENb nabopatopum wnv pyKoBoAWUTENb OTAena
rapaHTUM kavecTsa.

3anuncu o TpeGOBaHVIﬂX K o6yquvuo N ero NpoxoxaneHnnm BHOCAT B AOJIXKHOCTHblE UHCTPYKUUU U
pes3omMe nccrniegoBarena.

§ 5. YnpaBneHue uccnegosaHusimm

52. WiccnepoBaTenbckas nabopatopusi AOMkHa MMETb PasfnuyHble TUMbl JOKYMEHTOB, KOTOpble
pernaMeHTUpyloT NPOBeAeHNE OOKIIMHUYECKMX (HEKMMHUYECKUX) NCCIe0BaHNM:

- HOpMaTMBHbIE NpaBoBble akTbl Kbiprblackon Pecny6nuvku;

- yTBEPXAEHHblE MeTOAMNYECKNE PEKOMEHOALMN, MHCTPYKLUMK, YKa3aHus;
- NPOTOKON UCCMNEA0BaHWS;

- CTaHAapTHbIe onepaunoHHble Npoueaypbl U ApyrMe AOKYMEHTHI.

YHpaBneHMe npoeegeHnem nccnegoBaHM  3akndaeTcsa B obsizaTenlbHOM  cobnoaeHun
Tpe60BaHVIl7I 3TUX OOKYMEHTOB.

53. TlpoTokon wuccnegoBaHus SBNSETCA MPOrpaMMon  UCCNefoBaHusA, €ro CocTaBnsaeT W
yTBepXO4aeT pykoBoAuTenb wuccnegoBaHus. [MpoTOKON COrnmacoBbIBAOT CO CMOHCOPOM U OTAENOM
rapaHtum kadectBa. B npouegype cocTaBneHus MpoOTOKONa Yy4acTBYIOT BCe 3a4eNCTBOBaHHble
COTPYAHUKN. I3MeHeHNs B HEro BHOCAT B COOTBETCTBMM CO CneumanbHON NpoLeaypo.

54. INpoTokon nccrnegoBaHUs - OCHOBHOW OOKYMEHT, CBA3bIBAKOLMIA PYKOBOAUTENS UCCeaoBaHus
CO CMOHCOPOM, COTPYAHMKaMW, NPOBOOALMMU UCCNeaoBaHWs, OTAENOM rapaHTuM KadyecTBa wnun ¢
noapsAHbIMU UccnegoBaTenbCkMMu nabopaTopusamMm.

MpoTokon MoxeT (PyHKLMOHMPOBaTL Kak OCHOBa Ans Apyrnx noapsaoB. OH COOepXUT Hay4vHble
TpeboBaHusI K UCCre0BaHU0, UCMONb3yeMble MaTepuarnbsl U METOAbI.

55. HPOTOKOJ'I ABNAeTCA OCHOBHbIM WUCTOYHUKOM WHCTPYKTUPOBAHUA COTPYOHWKOB BO BpeMA
nposeaeHuna nccrnegoBaHnA. Co,qep>|<aH|/|e, CTuUInb, NnaH AOJMXHbl COOTBETCTBOBATb yKa3aHHOl71 uenu.

56. TUTYNbHbIA NMUCT NPOTOKOIIAa AOMKEH ObITb KPAaTKMM, MHOPMATUBHLIM U COAEPXKaTb:

- HOMep uccriegoBaHna. OH obecneynmBaeT OCHOBHYIO WAeHTUbMKauuio Bcex abopaTopHbIX
3anucen 1 noaTeepXaaeT MAEHTUYHOCTb BCEX NOSYYEHHbIX AaHHbIX. YCTaHOBMEHHbIX NpeanucaHun ans
CUCTEMbBI HyMEpPaLUN HET;
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- HAaMMEHOBaHWE MaTepuarna uccrnefoBaHus (B TOM YMCIE XMMUYECKOE HAaMMEHOBaHUE, KOOOBbIN
HOMEpP, HaUMeHOBAHWE aKTMBHbLIX WMHIPELWEHTOB, WUCMOMb3yeMbiX B KayecTBe TPAHCMOPTHLIX CUCTEM
nekapcrBa);

- TN nccrnegoBaHuA,

- HAMMeHOoBaHne TeCT-CUCTEMb,

- 0003Ha4eHne mecTa nposeaeHus nccrnegoBaHum;

- CpaMVIJ'IVIVI, MMeHa, OT4eCTBa KOHCYINbTAHTOB N UX apeca;
- HAMMeHOoBaHne CnoHcopa;

- MMS MpeacTaBuTeNs CrMoHCOpa, OTBETCTBEHHONO 3a CBA3b C MCCMeaoBaTenbCKoW opraHvM3aumen
(MoHuTOP);

- UMA pyKoBoguUTena nccnegoBaHnAa U gpyrux oTBETCTBEHHbIX COTPYAHUKOB.

57. Cnepylowmm pasgenoMm npoTokona sBnsieTcss uenb uccneposanvs. OHa gorkHa ObiTb
Npo3payHoOn, NOHATHOM W OTpakaTb BbICOKMN ypOBeHb uccregoBaHusa. Ee obosHavaloT Takum o6pasom,
4YTOObI pe3ynbTaThl UCCNEeAoBaHUS He Bbinv NPUMEHMbI B APYTnX Liensix.

58. B npoTtokone obo3HayaloT gaTbl Hayana u KoHUa MccrnegoBaHus (TO eCTb AaTbl NognucaHus
npoTokona W paTbl MNOANMCAHWA 3aBepLuialollero ordyeTa pykoBoguTeneMm uccrnefoBaHud) v gathbl
npoBedeHns 3KCMEePUMEHTOB (Hayana u 3aseplueHus). [laTbl 3aBepsAl0T HOTapuanbHO B Cnyvae Bbixoga
Ha MexayHapoaHbIN pbiHOK. iaMeHeHWe gaT AOMmKHO BblTb HaMpaBneHo Ha yrydlleHne NpoToKona unu
Ha MOBbILLIEHNE ero He3aBMCMMOCTU. Ty nNpouenypy onucekisatoT B COIM no ynpaBneHuo NpOTOKOSIOM.

59. TpeboBaHus Kk TecT-cuCTEMaM yCTaHaBNMBaIOT B TEX Cnyvasx, korga nuccriefoBaHns NpoBoasaT
Ha nabopaTopHbIX XMBOTHbLIX. MPOTOKON AOMKEH coaepaTb MPUYMHbI BbiGOpa TOW UMW MHOW TecT-
CUCTEMBI.

60. Mpu ncnonb3oBaHUN NabOPaTOPHLIX XXMBOTHLIX OMUCHLIBAIOT WX BWUA, NIMHWIO, MO, BO3pacT,
Maccy, UCTOYHMK MOSy4YeHusi, crnocob MX MapKUPOBKW, cBeaeHust 06 yxoae 3a HUMK, 06 OKpyKatoLen
cpene, KOPMOBOMW PALIMOH Y UCTOYHUK NOSNYYEHUS.

61. Cneundmkaumsa Ha uccriegyeMblii matepuan OorbkHa codepXaTb ero (puavKo-xummuyeckme
XapakTepUCTUKU, B TOM YMCIe CTAabUNbHOCTb U MEeTOAbl €€ KOHTPOrS.

62. Pasgen npoTokorna, OTHOCALLMICS K NNIaHMPOBaHUIO 3KCepUMeHTa, BKIoYaeT:
a) noapobHOCTN J03NPOBaHNA MaTepmana UccrnefoBaHus:

- YPOBEHb A03;

- MeToA NPUroToBreHnst Nnpoo;

- NyTb BBEAEHWS;

- 4YacToTy BBEAEHUS;

- UCnonb3yemble npucnocobneHus;

- YCNOBUWSA XpaHEHUs1 U KOHTPOISb KayecTsa Npoo;

6) pacnpegerneHve no rpynnam nyTemMm paH4oMU3aLun XUBOTHbIX;

B) UsMepsieMble NapaMeTpbl U Nokasatenu. B aTom pasgene NnaHMpyoT BO3MOXHbIE OTKITOHEHWS!
oT COlN u paT B 3aBeplLUeHHOM BuAe MapameTpbl HecTaHOAPTHbLIX NpoLeayp WM UX CpaBHUTENbHbIE
XapaKTepUCTUKK,

r) MeToabl CTaTUCTMYECKOM 00paboTku;

4) MeToabl NPOBEAEHUS UCCNEAOBaHUIA, BKIOYasi METOAbI U3MEPEHWUIA;
€) AaHHble, CoxpaHsieMble Nocre UCCreaoBaHus;

X) nporpamMmma ayguTta, NpoBOAMMOrO OTAENOM rapaHTUin KavyecTBa;

3) CPOKU NpefocTaBeHnst MPOMEXYTOYHbIX U 3aKMIOYUTENBHOIO OTYETOB.

63. MNepen HayanoM vccrenoBaHNWsA NPOTOKON M3y4aloT BCe COTPYAHWKN. BoBneyeHHble WTaTHbie
COTPYOHMUKN OOIMKHbI MMETbL KOMUK NMpoTokora. C 3Tol Lenblo roToBAT NUCT pacrnpeieneHnsl, B KOTOpoM
HanpoTUB KaxaoW chaMuUnnu AomkHbl GbITb NOANUCH.
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64. Mpu HeoGXoaQMMOCTU, MPOTOKON NepecMaTpuBatoT B hopMe BHECEHMS nonpaBok. [Monpaska k
npoTokony sBNseTcs oduuManbHeIM - JOKYMEHTOM, MNPUIIOXKEeHMEM K npoTokony. He pgonyckaioT
peTpoCneKkTUBHOE BBEAEHME MOMNPaBOK C LiENbI0 Neranu3aumum HeCOBEPLUEHHOTO AeMCTBUS UMK OLWNGOK,
HabnogaemMblXx BO BpeMs MccriefoBaTenbCkux paboT. Takue HesannaHMpoBaHHbIe MOMpPaBku AOSMKHbI
ObITb OTPaXKEHbI B OTYETE KakK OTKITOHEHUS U MHTEPNPETUPOBaHbI kKak HeobpaBoTaHHbIe AaHHbIE.

65. BaxHbIMMW arieMeHTaMu NonpaBky K MPOTOKOMY SBMSKOTCS:
- NPO3PaYHOCTb U NAEHTUDULNPYEMOCTE BHOCUMBIX M3MEHEHWI;
- HyMepauus nonpaeku;

- 3akN4YeHMe oTaena rapaHTuM Ka4yecTBa O COOTBETCTBMM MOMNPaBOK TPeOOBAHUSM HaCTOSILLENO
PernameHra.

66. [lMonpaBKy yTBeEpXXOaeT pPyKOBOAWUTENb WCCrenoBaHWs, 3aTeM ee B MMCbMEHHOM Buae
HeMefJleHHO 4OBOASAT [0 CBeAEeHMsI COTPYAHWUKOB, y4acTBYOLWMX B npoekTe. Ecnu nonpasku TpebytoT
HeMepJIEHHOro BMeLLaTeNbCTBa, UX aHanMa npoBoAsiT PeTPOCTNEKTUBHO.

67. MpoToKkon 1 Bce MONPaBKW COCTaBNSAT B ABYX ak3emnnsapax. OgMH aK3eMnnsp opurMHana
NoAnMMCaHHOro MpoTokonia WM BCeX MOMNpaBOK 3aknafblBaldT B apxXMB Kak 4acTb KOMMMekTa
nuccnenoBaTenbCkMx AOKYMEHTOB. B paboTe uMcnonb3ylT aBTOPUM3MPOBaHHbIE KOMWM  OpUrMHana
NMPOTOKOMOB U MNonpaBok. BTopoi sk3emnnsp NoanncaHHOro NpoTokoMa M BCEX MOMPaBOK nepenatoT
CMOHCOpY.

68. [Ins obecneyeHns pesynbTaToB Haanexallero kayecresa HeobXxo4uMMO BHeLpEHUEe CUCTEMbI
CTaHAapTHbIX onepaumoHHbIX npoueayp (COIM).

69. MNMpenmyLecTBo npaBunbHO oopmneHHbix COlN 3aknoyaeTcs B:

- Hannumnm CTaHO4apTu3oBaHHbIX, COBMECTMMbIX TMpouenyp (MSMGHEHVIFI OOIMKHbI  ObITb
MWUHUMAarIbHbIMU NPU 3aMeHe COTPYOHMKOB U MeTo0B I/ICCJ'IeﬂOBaHI/IVI);

- MOCTOSIHHOW ONTMMM3aLMM NPOLEeCCa;

- TEXHUYECKUX N aAMUHUCTPATUBHbIX YINy4LlUeHNAX;

- yNpaBMneHUnN KA4eCTBOM KaK YacTbio npouecca yTeepxaerust COlT,

- obner4yeHnn TeXHUKN OCbOpMJ'IeHI/Iﬂ NPOTOKOJI0B U OTHETOB;

- becnepeboriHoCTM paboThbl MpK TEKYYECTU NepcoHana;

- UCNONb30BaHMN Ans obyveHns Ha paboyemM MecTe;

- BO3MOXXHOCTU BOCCTAHOBIIEHNSI UCCIeA0BaHUS Yepes onpeaeneHHbI NPOMEXYTOK BpEMEHM;
- BO3MOXXHOCTU OBLLEHNsI Npy ayauTe, MHCMEKTUPOBaHNM, OOMEHe TEXHOMOTUAMMN.

70. nsa obecneyeHnsa kadectesa COll Heob6xoamMmo:

- MOCTOSIHHOE MX NoaaepKaHue Ha BCEX YPOBHSIX YNPaBneHUs;

- cneumanbHoe obpa3oBaHMe, OCHOBaHHOE Ha nay4veHum COIT;

- 00yyeHune, HanpaBneHHoe Ha obs3aTensHoe cobniogeHne COIlT;

- KayecTBeHHas cuctema ynpasrneHus COrT.

71. Cuctema COI1 gomkHa:

- ObITb NOMHOCTLIO MHTErPUPOBaHA B CUCTEMY OCHOBHOWM JOKYMeEHTaLmu nabopartopuu;

- BCECTOPOHHE OXBaTbIBaThb NpoLeaypy AOKITUHUYECKUX (HEKTUHUYECKUX) UCCIe0BaHNI (BKIOYast
nonbop opexabl, obecrneyeHne Ge30MacHOCTU, TUMMEHUYECKUX YCIOBWUK, CUCTEMY YrpaBfieHust
nepcoHanom, obopyaoBaHMeEM, CTaHAAPTHbIE METObl UCCrieaoBaHui U T.4.);

- ObITb ymobHon gns ycBoeHusi: noctpoeHne COIl gomkHO crnegoBaTb €4MHOMY CTaHOapTy.
Mpoueaypbl onNUCLIBAIOT Ha A3blke, MOHATHOM ANS MepcoHana, W BbipaxalT B COOTBETCTBYIOLLEN
TepmuHonornn. Bce cotpyaHukn gorkHbel nucate COIMM u HEeCTM OTBETCTBEHHOCTb 3a BbIMOMHAEMYIO
pabory;

- BbITb YOOGHOM Ansa npumeHeHus. Hanbonee yaobHa aByxypoBHeBasa cuctema. [epBbin ypoBeHb
oTpaxaeT 06wy NonMTUKY W npouedypbl (CoCTaBneHWe MpOTOKOMOB, OTYETOB, YTBEpXAeHue,
pacnpocTpaHeHne n aktyanmsauus COIll, obwwme TpeboBaHuA No mMcnonb3oBaHW obopygoBaHMA U
OCHallleHus, apxvBbl U T.4.). Bropon ypoBeHb npeactaBnseTt cobomn TexHudeckune metogbl (COIN Ha
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aHanuTMyeckme MeTodbl, MpoLeaypbl MO MCMONb30BaHUIO U 06CNyXMBaHUO obopynoBaHus). OpurnHans
COIl xpaHAT B apxuBax, HO OHM LOIMKHbI OblTb AOCTYMHbI Ans pabotbl. [onyck K opurnHanam
OCYLLECTBMAKT MO cheunanbHbiM  yKaszaHusaM, 3a noAnucbio  pykoBoauTenst nabopatopuun. Bce
nospexaeHHble COll npoxogatr peBu3unio: NpUMevaHusi, U3MEHEHUS U pydHble KOMMEHTapuu He
ponyctumbl. Konun COIN pacnpegenstoT no nogpasgeneHusiM. He gonyckatoT ux xpaHeHue B OLHOM
nanke: konmm COIl OomKHbI HaxooMTbCA HEMOCPEACTBEHHO Ha paboumx MecTax B yMNakoBKax,
npenoTBpaLlaloLLnX Nx NoBpexaeHne (Hanpumep, B NbifIEHENPOHULIAEMbIX NakeTax);

- ObITb yoobHOM Ans noHuManus. lepcoHan AormkeH norHocTbito noHumatbs COIM u cTporo
cnepoBatb eMy. Ecnn BbisSiBNEHbl uUnu npegnonaratTcs OTKNOHEHWS, TO HEMEOSIEHHO WHOpPMUpYOT
PYKOBOAUTENS UCCNeaoBaHNN;

- npedycmaTpvBaTh HasHauyeHMe OTBETCTBEHHbIX nul 3a kaxabt COM u npoueaypbl WX
nepecmoTpa;

- HanaguTb KOHTponb u3MeHeHui. Cuctema COI1 paboTaeT O0MKHbIM 00pas3oM, ecnn OHa
NOCTOSIHHO NepecMaTpuBaEeTCs, NOMOHAETCS, U3MEHSIETCA U MOANMDULNPYETCS, OTpaxas HOBble HOPMbI
N M3MeHeHUus1. VMaMeHeHust 1 MomnpaBkM HEMEASIEHHO NPUMeEHSlOT B nabopatopun. MoaepHusauus
AOMKHa BbITb Nerkon n BeICTPON N He JOMMKHA YTBEPKAATHCS MHOXECTBOM MOANUCEN;

- obecneunBaTb LeHTpalim3oBaHHYKO opraHu3auunio Bblgayn OTHETOB!: COIl onucbiBatoT cbopmy,
npuceoeHne HomepoB, NOpPAAOK BblAa4Yn OTHETOB, NepeCcMOoTpP U yCoBepLLEeHCTBOBaHME, OT3bIB, OTCPO4KY,
aencTeums Nnpn OTCYTCTBUN KOMMJIEKTHOCTMW, He3aBepLIJE‘HHOl7I PaccCblJIKE;

- obecneymBaTb COOTBETCTBME nepcoHana KBaJ'IVI(*)VIKaLI,VIOHHbIM TpeGOBaHMFIM;

- onpefensTb npouenypy xpaHeHus ookymeHTauun. Bce otmeHeHHble COlN u Takue, KOoTopble He
NCMonb3ylTCa ANUTENbHOE BpeMs UK 3aMeHeHbl 6onee COBPEMEHHLIMU BEPCUAMU, XPAHAT B TakOM
nopsiake, KOTOpbI NO3BONSET NP HEOOBXOAMMOCTU BbICTPO X BOCCTAHOBUTD.

72. Tlpu npoBedeHWN  OOKNMHUYECKMX  (HEKIMHWYECKMX) WUCCNeaoBaHui  COCTaBNSAlTCA
NPOMEXYTOYHbIN U 3aKMIOYUTENBHbIV OTYETHI.

73. OTyeT aABnsieTcsl AOKYMEHTOM, KOTOPbIN COAepPXUT 0G06LLEHHbIE pe3yrbTaTbl OOKIIMHUYECKOTO
(HeknuMHMYeckoro) uccrniegoBaHusi. OTYET OOSKEeH OblTb MOHSATHLIM, MPO3pPayvHbIM, OTpaXxaTb YPOBEHb
uccrnegoBaHus. 3akroveHMe UM BblBOAbl He [OOMMKHbI daBaTb OCHOBaHWA ANs ABOSIKOW TPaKTOBKU
pesynbTaToB. CpoKku NpeaocTaBrneHns NPOMEXYTOYHbIX Y 3aKMoYMTENbHOro OTYETOB yCTaHaBNUBAIOT B
npoTokore uccrnenoBaHus. Ecnv nccnegosaHWe HOCUT KOMMIEKCHBIN XapaKkTep, TO OTYeTbl COCTaBNAT
no Kaxgomy Buay uccrnenoBaHus. MNnaH npegocTaBneHns TakMx OTYETOB SABMSAETCHA YacTbio NPOTOKoma
nccnenosaHua. OT4YeTbl NoANUCLIBAET PyKOBOAMTENb UCCNEOOoBaHWA U OTBETCTBEHHbIE COTPYAHUKW, a
yTBEPXXAAeT - PyKOBOAUTENb UCCrefoBaTeNibekoit nabopaTopum.

74. TpOMEXyTOUHbIN OTYET OOIMKEH COAepXaThb:
- Ha TWUTYNbHOM JUCTE: YTBEPXOEHMe oT4yeTa pykoBoauTenem nabopaTopun, HOMep

nuccrnegoBaHnsd, HauMMeHOBaHWe WCCNedoBaHus, yKasaHue: "MPOMEXYTOYHbLIN', MeCcTo npoBeaeHud
nccrnefoBaHuin, HaMMeHoBaHMe CMOHCOoPa;

- CMUCOK BCeX COTpyAHWUKOB, Yy4dacCTBYWOLWUX B WUCCNegoBaHUU WU HaAYYHbIX KOHCYJIbTAHTOB, C
yKa3aHnem HauMeHoBaHW pasgenoB  uccnenoBaHud, genernpoBaHHbIX UMM pykoBoaguTenemMm
ncenenoBaHUA;

- AaTbl Ha4ana n oKOH4YaHNA 3KCNepuMeHTOB;
- AaHHble 06 ayoutax, nposeeHHbIX B npouecce nccrnenoBaHus,

- onMcaHue UCMOSIb30BaHHbLIX MaTepuarnoB M METOLOB CO CChINIkaMu Ha HOPMaTVBHbIE MPaBOBble
AOKYMEHTbI Y IUTepaTypHbIE UCTOYHUKN;

- onucaHve n o6obLieHne NonyyYeHHbIX pesynbTaTos;
- BbIBOAbI.
75. 3aknounTenbHbI OTYET OOIMKEH coaepXaTb:

- Ha TUTYNbHOM nUCTEe. YyTBEpXAaeHne oT4eTa pykoBoaAuUTENeM naGopaTopMM, HOMEp U
HanMmeHoBaHMWe nccrnenoBaHuA (BKJ'HO‘-IaFl WJ,eHTI/I(*)VIKaLI,VIIO ncecrnegyemoro martepumana no XmMm4eckomy
HanMeHOBaHuo, KOOOBOMY HOMepy, HaMMEeHOBaHUKO aKTUBHbIX WHIpeguneHToB, WCNoNb3yeMbiX B
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KayecTBe TPaAHCMOPTHbLIX CUCTEM IeKapcTBa), YKasaHue: "3akniouuTenbHbIA", MecTo npoBefeHUus
nccrneaoBaHnin, HAUMEHOBAHME CMIOHCOPA;

- CMUCOK BCeX COTpyAHWKOB, y4dacCTBYWOLWUX B wUccnegoBaHUnM W HaAYYHbIX KOHCYIbTAHTOB, C
YKasaHnem HauMeHoBaHM pasgenoB  uccnenoBsaHud,  AOenernpoBaHHbIX UMM pykoBoAUTENEM
ncenenoBaHnA,;

- AaTbl HA4ana n OKOH4YaHNA 3KCNepnMeHTOB;
- AaHHble 06 ayouTax, nposeeHHbIX B npouecce nccrnenoBaHus,

- ONMcaHmne ncnonib3oBaHHbIX MaTepuanoB U MeTogoB CO CCblJIkKaMW Ha HOPMaTuUBHbIE MNMPaBOBbIE
OOKYMEHTbI U nnTepaTypHble NCTOYHUKN;

- onucaHne u 00O0OLWEHNEe MOMyYEHHbIX pe3ynbTaToB B COOTBETCTBUM C  MPOTOKONOM
nceneaoBaHui;

- 3aKnioYeHue, BKMOYaa OaHHble O COOTBETCTBMM MPOBEAEHHOro MCCNeaoBaHMs HaCTOoALLEMY
cTaHoapTy;
- BbIBObI.

76. lNepepn yTBepXaeHWeM OTYETbl OOCYKOATCA C HayYHbIMW KOHCYNbTaHTaMu, CO BCEMMU
COTPYAHUKAMK, Y4aCcTBOBAaBLUMMU B UCCMEeOBaHMMU, C MOHUTOPOM U NPEeACTaBUTENEM OTAENa rapaHTum
KayecTBa, NOAMNUCLIBAOTCA UMK 1 YTBEPXKAAOTCA pykoBoauTenemM nadopatopumn. OTYETbl COCTaBNSIOT B
TpEX 9K3eMnnspax: OAWH 3K3EeMMnsp YTBEPXKOEHHOTO OT4YeTa OCTaeTcs B UcCnenoBaTenbCKoM
nabopaTopun, ABa NepefarTcs CNOHCOPaM.

77. TNpn HeoBXxoAMMOCTH, B OTYETbl MOMYT ObITb BHECEHb! UCMpPaBneHns 1 AOMNonHeHus B hopme
YTBEPXKOEHHbIX MOMPAaBOK C SACHbIM W YETKMM YyKa3aHMeM MpuWYMHbI UX BHeceHus. Bce nonpasBku u
AOMNonHeHnsa obcyxaalT C COTPYAHUKaMW, OTBETCTBEHHbIMW 3a YKa3aHHYl MOMnpaBKy, Hay4HbIMM
KOHCynbTaHTamMu, MOHWTOPOM, MpeAcTaBuTeneM OTAena rapaHTuM  KadvecTtBa, MNOANWCbIBaeT
pykoBOOUTENb WCCIeAOBaHWs, BbllleykasaHHble nvua 1 yTBepxgaeT pykoBoautenb nabopaTtopum.
[MonpaBku Takke COCTaBMnAT B Tpex ak3emnnspax. B nccneposatensckon nabopatopum Bce nonpasku
XpaHAT BMECTe C oTYeTaMMm.

§ 6. Uccnepyembin matepuan

78. TecT-cuctembl [OOMKHbI OblTb obBecneyveHbl [OCTATOYHLIM  KONIMYECTBOM  UCCREAYyeMOro
MaTtepuana w/unu npenapaTta cpaBHeHusi. B naGopaTtopum obecneumBalOT [OOIDKHBLIA KOHTPOIb U
JeTanbHoe onncaHue B AOKYMEHTax KaXdon CTagumn ux NpuMeHeHust. ViccnegyemMbim MaTepumarnom m/unm
npenapaTomM cpaBHeHUs nabopartoputo obecnevmBaeT CroHCop.

79. MNpoueaypy nonydeHns ncenegyemoro Matepuana onuceisatot 8 COlN.

80. B OGonbwwnx nabopaTtopusx HasHavyalwT CcrheunanbHoOro COTPyAHWKA, KOTOPbIA MNony4aer,
odhopmnsieT, ugeHTuduuMpyeT, BblgaeT, BO3BpalwaeT uccnegyemble Matepuansl. B maneHbkux
nabopaTopusax UM MOXET BbITb YNOMHOMOYEHHbIN CreumanucT Unm pykosoguTerb UccrnegoBaHus.

81. OTBETCTBEHHOIO COTPYAHWKA CBOEBPEMEHHO W3BELW AT O MpUbbLITUM UccnegyemMoro
MaTepuana. [aTbl MoCTaBKuM COrMMacoBLbIBAOT 3apaHee W yKkasbiBaldT B MPOTOKONE WCCrefoBaHus.
CnoHcop obecneynBaeT MOCTaBKYy, MNPEAOCTaBNSET HEOOXOAMMbIE XWMWYECKME XapaKTEPUCTUMKU U
AaHHble Mo cTabunbHOCTW MccrnegyemMoro MaTepuana, a Takke 3aknafblBaeT Ha XxpaHeHue y cebs ero
obpasel, ¢ ykasaHuem cepuu.

82. KpailHe BakHa kayecTBeHHas yrnakoBKa MCCredyemMoro maTtepuana, nosToMy KOHTelHep Ans
€ro TPaHCMOPTUPOBKM [OMKEH OblTb HaOeXHbIM W uaeanbHO MNOAXOAMTb [AOnA  MOCneayroLero
ucrnonb3oBaHusa. EcnvM nepeBo3ky oOCylWEcTBMAT B 0OLECTBEHHOM TpaHcnopTe, a YynakoBska
npeacraenseT cobon Xpynkuii MmaTepuan unu TpeGyloTcsa cneuunanbHble YCoBUs, TO ee OCYLLIECTBNSAIT B
cneumvanbHbiX XornoauneHukax. MpegycMaTpuBaloT Takke HenpeaBuaeHHble 06CTOATENbCTBA: 3a0ePXKY
B a3ponopTy, NOrofiHble yCroBus, 3a6acToBKM.

83. Wccnegyemblii mMaTepuan ynakoBbIBAlOT B [ABa KOHTEWHepa: HapYXHbI UM BHYTPEHHUA WU
MapKMpYoT COOTBETCTBYHOLLUM 0BpasoMm.

Ha aTukeTke HapyXHOro KOHTENHepa yKa3blBatoT:
- HaUMEeHOBaHVe uccnegyemMoro Mmartepuana;
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- HaMeHOoBaHWe NPOU3BOAUTENS UMK CNOHCOPA;

- faTy yNakoBKM;

- HOMep KOHTeNHepa Unu uccriefyemoro Matepuana, Tvun, KonmyecTBo COAEPKUMOro;

- ero MaeHTUUKaLMOHHbIE NMPU3HaKM (LBET, KOHCUCTEHUMIO, ANS KaKUX Lenei npefHasHavyeH u
T.0.);

- Cepvio;

- COTPYAHUKA, OTBETCTBEHHOIO 33 YMNaKoOBKY;

- HAMMEHOBaHWe NepeBo3yKKa.

OTUKETKa BHYTPEHHEW YNaKOBKU COOEPXKUT:

- HAMMEHOBaHWe COLAEPXUMOTO;

- Cepwvio;

- AaTy yNaKoBKY;

- YCNOBWS XpaHeHWsI;

- HOMEP KOHTenHepa;

- Maccy Tapbl;

- maccy 6e3 Tapbl.

84. K MmOMeHTY npubbITMa nccnegyeMoro matepvana AormkHbl BbITb roTOBbI: Npoueaypa npueMku,
BKITHOYas MHCTPYKUMIO MO OBpalLeHnto ¢ HUM MNpu OTCYTCTBUM OTBETCTBEHHOIO nvua Unv nocTynneHumn
KOHTeWHepa B NOBPEXOEHHOM COCTOSIHUW, YCMOBUSI XPaHEHWUsI NCCreQyeMoro Matepmana v ycrnoBusi ero
obpaboTkn. KpaliHe BaxHO, 4TOObl 3apaHee Obin NpoBedeH ayauT NyTW ero crnegoBaHus, YTOObI
ybeautbCcsa B OTCYTCTBUM YCIOBUIA, KOTOPbIE MOTYT MOBMAMATbL HA XMMMWUYECKYI0 aKTUBHOCTb COOEPXXUMOro
KOHTenHepa.

85. Ha kaxabii 0bpaseL, COCTaBNSIOT akT npuema-nepeaadv, Coaepx aLlni:

- HAMMEHOBaHWe COAEPXUMOTO;

- cepvio;

- onucaHue nccrnegyemMoro marepvana. OToT pasgen AOMMKEH UMETb CpPaBHUTENbHOE onucaHue

obpasua B TOM BuAe, B KOTOPOM OH Obln OTMpaBreH CMOHCOPOM M B TOM, B KOTOPOM OH Mpubbin B
naboparopuio;

- HOMep KOHTEeNHepa;

- TUN KOHTENHepa;

- YACTYHO Maccy COLAEPXKMMOro U Maccy Tapbl;

- AaTy npmbbiTnS KOHTENHepa B flabopaTopuio;
- COCTOsIHME KOHTEeNHepa npu NpmbbITvK;

- cobnoeHne ycnoBmin TpaHCNOPTUPOBAHWS.

86. Wccnegyemblh Matepuan XpaHAT B 3aKpbITbIX KOHTEMHepax, Ha ckfagax, nnaHupoBka W
OCHallleHNe KOTOpbIX NpedycMaTpuBaloT OrpaHuyeHue gdoctyna u obecneumBaloT COOTBETCTBYHOLLYIO
oKpyXatoLLyto cpeay.

87. XpaHeHuMe opraHuM3ylT TakMm 00pa3oM, 4TOObl CBECTU K MWMHUMMYMY KOHTaKT MeXay
OTOENbHBIMWU KOMIMOHEHTaMM 1 KOHTenHepamu. [ins npeaoTBpalleHns nepemMeLllmBaHms npu paspyLueHum
YMaKoBKW UK NPOMUTUN XXUAOKOTO COAEPKUMOTrO KOHTEMHEpP C uccrnegyeMbiM MaTepuarnom noMeLlarT B
OPYron KOHTENHep.

88. lMpu nogroTtoBke uccriegyemoro martepuana K 3KCNepuMMEHTY YacTb obpasua nepeHocsT B
OTAENbHbIA KOHTENHEP. DTO KOHTPOJSIbHbIN 06pasel, KOTOPbIA 3aTEM XPaHAT B TEX XKe YCMOoBUSX, YTO U
OCHOBHYIO Maccy uccnegyemoro matepuvarna. Ha ero atukeTke gormkHa 6biTb cnegyowas nHgopMauus:

- HauMeHOoBaHWe UM KOAOBLI HOMep UccreayemMoro MaTepuana;
- HOMep cepuu;

- ycnoBua XpaHeHus,
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- Macca HeTTo;
- AaTa B3aTnsa obpasua;
- Apyrve naeHTugrKaunoHHbIE NPU3HAKK.

89. [laHHyl0 MHOpPMaLMIO OJHOBPEMEHHO OOPMNAIT B BUAe OTAENbHOrO JAOKYMEHTa U XpaHaT
BMECTe C KOHTPOSibHbIMM o06pasuamMu W nepBUYHbIMM  pabounMn maTtepuanamv UccrnenoBaHui.
KoHTponbHble 06pasLibl UCMONb3YIOT TONBbKO B TEX CryYasix, Koraa uMmeeTcs HEOGXOAMMOCTb NPOBeAeHs!
noaTBepXaatoLLMX aHanM3os.

90. Kaxxgoe ucnonb3oBaHue ncecnegyemoro mMarepuana OCbopMﬂﬂIOT B BMAe TeKyLunx 3anucen.
WccnepoBaHus npoBOAAT CTPOro No yrBepXxXaeHHoOMY NpoTOKOoy Ui ero NSMeHeHUAM.

TvnnyHas TeKyllaa 3anncb BKIO4YaeT:
- 4aTy UCNosib30BaHUA;

- HOMep uccrnegoBaHuA. Ecnn o6paseu, MCNOJIb3YKOT B HECKOJIbKMX MUCCnenoBaHuUAX, paspewarT
€ro passelimBaHmne B HECKOJ1bKO KOHTeVIHepOB;

- Maccy KoHTenHepa n obpasua nepeg uccnegoBaHmeM;
- Maccy obpasua, U3BreKaeMoro U3 KOHTEMHepa Ans KaXaoro UccrenoBaHus;
- Maccy Kakgoro KoHTelHepa v obpasia nocre UCnosib3oBaHus;

- CBEOEHUS O pPacXOXAEHWsiX Npu B3BeWMBaHWMW. [Mpu HanmuMuum pacxoXOEHU OOMKHbl ObiTb
pasbsiCHEHUS (HanpuMep, ecnu uccnegyemblii Matepuan criydaliHo MponvT MNU nNpousoLurna notepsi B
mMacce B pe3ynbTaTte BbICyLUMBAHUS);

- cBegeHus ob octatke. [NOCTOAHHO KOHTPOIMNPYIOT obLiee KONMYecTBo mMmaTtepuana B KOHTeIZHepe
M ero oCTaTokK nocre aKkcnepumMeHTa.

91. OcrtaTkn ncernegyemoro martepuana nocne OKOHYaHUA UccnegoBaHunAa  yTUnmnanpyrT
3KOJI0rMYECKN YMCTLIM COcoboM. STy npouenypy O(*)OpMJ'IFIIOT B Bnae ot4yeTa.

92. [losnpoBaHue - BaxkHenLwasa YacTb OOKIUHUYECKMX (HEKMMHMYECKUX) UCCNenoBaHWIA, Tak Kak
OLMOKM Npu NPOBEAEHNM 3TON NpoLeaypbl NPUBOAAT K MOTEPE BCEX PE3YrbTaToB.

93. B npouecce 4o31MpoBaHWsa BbIENAOT crieqyrolime npoueaypbl:

a) nepsnyHaa noaroToBka v niaHMpoBaHUe. I'Iepep, noanncaHnemM npoToKoJia C pykoBoaAUTENieM
ncenegoBaHnd o6cy>+<,qa+0T M COrnacoBbIBAKOT cliegyloulee:

- XUMW4YECKYD YMCTOTY wuccrnegyemoro matepuana. B GonblMHCTBE crnyvYaeB OH  [AOSHKEH
cogepxatb okono 100% aktmuBHOro BelwlecTBa. Ecnm 3TOT nokasaTenb 3HAYMTENBHO HMXKE, €ro
NCNpaBnAlT MyTEM BblYMTAHUS MacChl NpUMecen (MccrefoBaHne AOMKHO BbiTb BannanpoBaHo);

- YPOBHU 003, KOJMMHYECTBO XMBOTHbLIX U BBOAUMbIA 00BLEM np06. lNocnegHun 3aBUCUT OT Macchl
XMBOTHbIX WU pyKOBOAUTENb WUCCNeaoBaHUA OTpaxaeT 3TO B MNPOTOKose. Pexum 0o3npoBaHuA
KOHTpOINnpyeTCcAa pykoBoauUTesnem nccrieqoBaHna Kaxable ase Hegenu,

- COIN Ha kaxpgyto onepauuto c obopydoBaHMEM, Kaxaylw npouenypy npUroToBMneHUs,
NNaHMPOBaHUS U aHanM3 JOKYMEHTaUMM C NONy4YEeHHbIMU SAHHLIMU;

- NpoLieaypy NPoBEPKM METOAOB NPUrOTOBMEHUS NPOG;

- pa3pabaTbiBalOT METOZ NPUIroTOBIIEHNS NMPOG, ecrnv NepBble 3KCNEPUMEHTbI He Aarnv Xenaemoro
pesynbTata. KpaliHe BaXXHO MOMHWUTb, 4YTO NPOObI AOSKHbI MMETb MPaBUMbHYIO KOHLEHTPaUmio
nccriegyeMoro matepuana u 6biTb roMOreHHbIMU;

- nepen nNepBbiM MNPUMEHEHMEM B 00s3aTenbHOM MOpPsiAKe MPOBEPSIOT  CTaBUIbHOCTb
nccriegyeMoro matepuana;

6) npurotoBneHve npob OCyLEeCTBMAST He3aBMCMMOMW T[PYMNMon, cpasdy Ans HeobxoauMmoro
KonmyecTBa TecT-cucTeM. Takon cnoco® nogdepkmBaeT NMpo3payHOCTb BhbINOMHAEMOM npouedypbl. OHa
BKMt0oYaeT B cebs:

- BblAeneHue paboyero MecTa afekBaTHbIX Pa3MEpPOB;
- oyunLeHne paboyer NOBEPXHOCTH;
- a[leKBaTHOE O4VLLIEHUE KOHTENHEPOB, WNATeNel 1 ApYroro Mesikoro py4Horo o6opyaoBaHus;

- NIPUroToBIlieHNe U HaknenBaHne 3TUKETOK;
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- yAaneHune NnoCTOPOHHUX MaTepunanos C Ueribio YMeHbLUeHUA 10 MUHMYMa BO3MOXXHOCTU OoLINGKM
UM HeYyadaHHoro nepemeLllinBaHna;

- B COOTBETCTBMM C MHCTPYyKUMsiMM mpoTokona u COI uccnegyemblii matepuan npoBepsitoT Ha
WOEHTUYHOCTb, B3BELUMBAIOT HEOGX0AMMOE KonMyecTBo obpasLa;

- €ecnu uccriegyeMblil MaTepuan MUCnonb3yeTcsi OAHOBPEMEHHO C KOHTPOSIbHbIM 06pasuom, To
nepBoK roToBAT Npoby KOHTpOribHOro obpasua. 3atem rotoBAT Npoby Mccnegyemoro marepvana;

- nuccrneflyemblil matepuan BHavane CMeLMBalOT C HeBOonblUMM KONUYECTBOM pacTBOPUTENS,
MOCTENEHHO [OBOAS €ro OO0beM [0 HYXKHOro Mpu MOCTOSHHOM nepeMellnBaHin.  [onycTumMo
MPUrOTOBMEHME BbICOKMX KOHLEHTpaUuMii pacTBopa WCCredyemoro matepuana pgfisi nornyvyeHus B
JancHeMweM MeHee KOHLEHTPMPOBaHHbLIX pPacTBOPOB. [pUrOTOBMEHHLIN pacTBOp BHOCAT B
COOTBETCTBYIOLLYIO MOCyay ANs TPaHCMOPTUPOBKM B MaHWMYMSILMOHHYIO KOMHATY [ANsl JKMBOTHBbIX.
KoHTelHep Ans nepeHOCKM [OOMKEH O4YeHb TOYHO COOTBETCTBOBAaTb TPEOGOBAHUSIM MO COXPaHEHMIo
KayecTBa UcnbiTyeMoro o6pasua;

- MaTepuan KoOHTe/iHepa He [JOJhKeH BCTynaTb BO B3aWMOZEWCTBME C 06pasuom Wunu
pacTBopuTenem;

- B cny4ae HeobGXxoOuMMOCTU MPUrOTOBMEHUSA NpoBbl HENOCPEeACTBEHHO nepen ynoTpebneHuem,
KOHTEHEp MOSNHOCTbI0 [OMKEH COOTBETCTBOBATb pasMepam nNpubopoB, UCNONb3yeMbIX B 3TOW
npoueaype (Mewwanok, nHKybaTopos 1 T.4.);

B) KOHTENHEpP C rotoBbiM 0Opa3sLOM M MPOMEXYTOYHbIE KOHTEMHepbl CHabXalT 3TUKETKaMU CO
cnegywowen nHdopmaumei:

- HOMep nccriegoBaHuA,
- HOMep rpynnbl U NMoJ1 XXMBOTHbIX;
- Macca KOHTeVIHepa 1N COAEPXKNMOrO;

- WOEHTUMUKALMOHHbIE [OaHHble CcoAepXuMmoro (HavMeHoBaHMEe WccrieQyeMoro maTepuana,
pPerncTpaumnoHHbI HoMep, OaHHbIA 06pasuy npu NocTynneHun B naGopatopuio, AaTy NPUroTOBEHWs,
CPOK FOAHOCTM, OMNMCaHNE COAEePKMMOro, 0OBbEM);

- yCnoBua XpaHeHus.

94. PekoMeHAYOT LUBETHYHO KOAMPOBKY 3TUKETOK Kaxkaow A03bl. OObIYHO UCMONb3YIOT Te Xe LBeTa,
KOTOPbIMM  3TUKETKM UCCNEeQyeMoro martepuana Obinv  nNpoMapkuMpoBaHbl MpW  MOCTYMNfeHMn B
naboparoputo.

95. KpainHe BaxHOe 3HayeHuMe MMeeT aHanua WnaeHTUMKALMOHHBLIX AaHHbIX WUCCneayemoro
MaTtepuana. OH rapaHTUpyeT COOTBETCTBME KOHLEHTpauun, CTabUNMbHOCTM U TOMOFEHHOCTU
uccnegyemMoro matepuarna npoToKony UcCcrnefoBaHus.

96. Ecnun nmeeTcst NOAO3PEHNE HA HECOOTBETCTBME MOSy4YeHHON Npobbl TpeboBaHMAM NpoToKoNa,
nepeg Havyanom wuccnegoBaHWss nNpoBoasaT nabopaTtopHble aHanmsbl. [pexage Bcero, obGpawatoT
BHMMaHWE Ha CTabWNbHOCTb U TOMOreHHOCTb Npo6. O6pasupbl UCCNenyroT B TEX XKe YCIOBUSAX, B KOTOPbIX
noet pasgenexHve Ha 4o3bl. [py 3ToM 403y BblOEPXKMBAOT TaKoe Ke BpeMsi, Kak U MPOMEXYTOK MexXay ee
NPUroTOBIIEHNEM W BBEAEHWEM B TECT-CUCTEMY B pearibHOM CUTyaLun.

97. Ecnn npoba cooTBeTCTBYET TpebOoBaHMSIM MPOTOKOMA, €€ pa3NuBatoT B JO3UPYHOLLME COCYAbI.

98. Ecnu roToBAT KOHLIEHTPUPOBaHHbLIN pacTBop ANA ANUTENbHOMo UCCNeaoBaHWs, NepuoanNYecku
MPOBOAAT €ro KOHTPOSIb Ha COOTBETCTBME TpeboBaHusM creundukaummn. Mo pesynbTatam 3TOro
nccrieoBaHNs  OLIEHMBAKOT KayecTBO Mpolecca MpUroToBMeHnst npob ¥ WX MPUrogHoCTb  Anst
MCMOSb30BaHMS B 3KCriepuMeHTe. TONbKO XMMUK, OTBETCTBEHHbIA 3a KOHTPONb 06pasuoB (HO He
nepcoHar, KOTopbli rOTOBUT MPOBY MNU AENWT ee Ha A03bl) onpefensieT AeHb KOHTPOMsS (T.e. KOHTPOIb
napaMeTpOB roIHOCTU NPoBOAAT 6e3 NpeABapUTENbLHOrO NpPeaynpexaeHus).

99. PekoMeHAYOT Takke NepUOAMYECKUA KOHTPONb 0Opa3uoB B MECTE UX BBEOEHUS >XMBOTHLIM.
Mpu aTom 3abop Npob OCYLLECTBMSIOT M3 TOr0, YTO OCTAETCH MOCre SKCMEPUMEHTA, Tak Kak 3To AaeT
[OCTOBEPHYIO MH(OPMaLMI0O O KOHLEHTpauusx WccregyemMoro npenaparta, €ro crabunbHoCcTM U
rOMOFeHHOCTM NPV BBEAEHUN XKUBOTHbIM.

100. B pabounx xxypHanax o6a3aTenbHO YKa3bIBaOT:
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- faTy NpUroToBreHunsi Npoobl;

- cooTBeTCcTBME NPOo6bI ee cneundukaumm;

- Maccy NycToro KoHTenHepa;

- o6LLyl0 Maccy KoHTeHepa u nccnegyemon npoobl;

- Maccy BBOAVMMOrO pacTBOpUTENS;

- 0bLLy0 Maccy cMecu uccrnegyemMoro matepuana ¢ pactsoputenem;
- nognuce, PO Bcex COTPYAHMKOB, MPOBOASALLMX NPOLIEAYPY.

101. BeegeHwne npobbl ocywectsnsAoT B cootBeTcTBum ¢ COI.

102. Uenblo aToii npouenypbl sIBNSieTCS akkypaTHOe WM ToyHoe obecrnedvyeHue Heob6XxoauMoro
KonuyecTBa MUccriegyeMoro MaTtepuarna [Ans BBeAeHUst nabopaTopHbIM JKMBOTHBIM W Mpenapara
cpaBHeHusl. KoppeKTHOCTb 103MpoBaHnsA NOATBEPXKAaloT AeTarnbHbIMU 3anMCcsSMU BO BCeX JAOKYMEHTaX.

103. CoTpyaHuK, BbIMOMHAOLWMIA aHHY0 paboTy, AoMmKeH ObiTb aTTECTOBAH U XOPOLLO 0By4YeH Kak
npouenype BBeAeHNs NPob, Tak U KOPPEKTHOMY 0BpaLLEHNIO C NabopPaTOPHLIMU XKUBOTHBLIMMU.

104. MNpwn Bxoae B 30HY paboTbl ¢ NabopaToOpHbIMU XKNBOTHBIMU NPOBY BHOBb MOAEHTUMULMPYIOT 1
€e KONMYecTBO AOMMKHO TOYHO COOTBETCTBOBATb TOMY, KOTOpOe ykasaHo B cneumdwmkauumn. CoTpyaHUK
pormkeH ybeauTbCcs B LIENOCTHOCTM KOHTerHepa. [lo Hayana BBedeHws npoby cogepxat B
COOTBETCTBYHLUMX YCMOBUAX (HA MarHUTHOWM MeLlarke, B XONOAUIbHUKE 1 T.4.).

105. MNpu BBEOEHUMN Yepe3 poT cobnogaloT cneayoLlime npasuna:
- FPyNMbl XXNBOTHBLIX GEPYT B OMbIT B NOpPSAKE BO3pacTaHMs J03;

- opHy npoby WCMonb3yloT TOMbKO AN BBEAEHWS XMBOTHbIM OZHOW rpynnbl. KoHTeliHep
BCKPbIBAIOT TONbKO OAWH pas;

- Ha KaXaoe XXMBOTHOE UCMONb3YIKOT TONIbKO OAMH LWNPpUL NN 30HAO;

- nepen naven I'Ip06bl XNBOTHbIM BC€ KIETKU VID,eHTVI(bI/ILI,VIpyPOT, NCnomnb3ysa HOMEpP rpynnbl U
LUBETHYH 3TUKETKY C AaHHbIMU O npoGe N XKUBOTHbIX;

- KOHTeIZHep, KaTtetep wunn wnpuuy wun3BeKaloT U3 MecCTa XpaHEeHUA HenocpeacTtBeHHO nepen
NCNoJib30BaHNEM;

- 32 OAMH pa3s OTKPbLIBAIOT TOMNbKO OAHY KMNETKY C )XMBOTHbIMW. ECNKU XXMBOTHblE paccaxeHbl
WHOMBMAOYANbHO, KaXdoe >XMBOTHOE BO3BpalLalT B KreTKy cpady nocrne nonyydeHuss npobbl. Ecnu
cofepXaHue rpynnoBoe, TO KUBOTHbIX NMepeca)xknBaloT BO BTOPUYHYHO KIETKY, U3 KOTOPOM X U3BieKaloT
BO BpemMsi BBeaeHusi obpasua. Nocrne BBedeHus obpasua MX BHOBb MepecaxvBaloT B KINETKY Ans
MOCTOSIHHOIO cofepXKaHus;

- KaXagoe XnBoTHOe nHamsmngyaribHO MapKuUpyroT.

106. B cnyyae BBefeHuWs uccrnegyemoro marepvana gpyrum criocobom, cobniopatoTcs Te xe
npasuna, 4To 1 Npu BBEAEHUM Yepes poT.

107. PacuyeT BBOAMMOro o6bema opopMIIsitoT B MMCbMEHHOM BUAE.

108. 3anucu B paboydem xypHane ormkHbl naeHTudnumposaTb:

- COTPYAHUKA, NPOV3BOASLLEIO BBEAEHUE;

- [03y, BBOOAUMYIO KaXXOOW TECT-CUCTEME U €e COOTBETCTBME Macce Tena;
- AaTy 1 BpeMsi BBEEHUS;

- Maccy KOHTelHepa ¢ 06pas3uoM 4Oo- U NoCcre KaXaoro BBeAEHUS.

§ 7. Tect-cucremsol

109. K TecT-cucTeMaM OTHOCHATCSH JXMBOTHblE, pacTeHMsl, opraHbl, KrneTku, BellecTBa WM
AeicTBylolLlee aHanMT1Yeckoe obopyaoBaHve. Yalle Bcero TecT-cuctemMamm GbiBatoT KUBOTHbLIE.

110. YcrnoBusa wux cogepxaHuss u pabota ¢ HMMKM 00si3aHbl COOTBETCTBOBATb HAyYHbIM
TpeboBaHUSIM M HOPMATUBHLIM NPaBOBbIM akTaM Kbipreiackor Pecnybnuku.

111. PykoBoauTenb uccnegoBaHust UM COTPYOHUK, PYKOBOASLUA paboToN C XMBOTHBIMWU, HECYT
OTBETCTBEHHOCTb 3a COOTBETCTBME NepcoHana, npoueayp, 0bopynoBaHUsa U NoMeLLeHNA HaMe4YeHHOMY
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uccrnenosaHunio. OCOBEHHO  BaXkHO  MOMyvYeHMe  3[0POBbIX  KMBOTHbIX M NpedoTepalleHve
pacnpocTpaHeHusi 3a6onesaHuit.

112. PykoBoauTesnb MccrieqoBaHUs onpenenseT PeHOTUMN/TeHOTUN, KOnMYecTBo, MoJ, BO3pacT,
MOCTaBLLMKA MBOTHbIX C Y4€TOM CrieaytoLmx TpeboBaHMWii:

- COBMECTUMOCTb C 3KCNEPMMEHTarNbHOW MOAENbIO;

- Lenu 1 nnaH uccnegoBaHus;

- BbIBOp TecT-cMcTeM, BNnepBble YYaCTBYIOLLMX B SKCNIEPUMEHTaX.
113. Bua Tect-cnctem (mKCMpyoT B NpOTOKOSE.

114. TecTt-cucTeMbl, 3annaHUpPOBaHHblE AN NPOBEAEHUS OOKIMHUYECKMX (HEKITUHUYECKUX)
nccnenoBaHuii, OMKHbI BbITb BLICOKOrO YPOBHS KayecTBa. KauecTBO NoCTaBnsieMbIX XXUBOTHbIX, KOPMOB,
KrneTok noapepratoT ayauty. OGbIMHO STUM 3aHMMaeTCcs OTAen rapaHTUM KadecTBa M OTBETCTBEHHOE
nunuo 3a paboTy ¢ nabopaTopHbLIMU XMBOTHBIMU. [ToKynaTenu XMBOTHBIX AOJMKHbI ObiTb YBEPEHbI, YTO OHU
nony4yart Tpebyemoe 6e3 OTKNOHEHWI (C KOHTPONIEM NECTMLMAOB, C AaHHBIMU 06 OBGHOBMEHUU KOMOHWUK, O
3aboneBaHnsX, BeTEepWHapHbIX BMelLaTenbCTBax, O npobrnemMax TPaHCMOPTUPOBKM) BIMSAOLWUX Ha
kayecTBo. C NOCTaBLUMKOM COrMacoBbIBalOT YCMNOBUSI MPOBEAEHUS UCCNEeL0BaHUN, TaK Kak OH cYMTaeTCs
napTHEPOM MO UCCNEeAOBaHULO.

115. lMocTtaBwumk obs3aH [OOBPOBONBHO NPEeAOCTaBNSATb HEOOXOAMMbIE AOKYMEHTbI O 340POBbE
XMBOTHbIX, HanMMinu nNapasuToB, KOHTAKTOB C WHMUUMPOBAHHBLIMW >KUBOTHBIMM, creundukaumnm Ha
XMBOTHbIX, TPaHCMOPTHble cepTUdmMKaTthbl, HaknagHble U MMeeT npaBo cAenatb NpPeanoXxeHus no
YNYYLLEHWIO KavyecTBa NCCrneaoBaHus.

116. MNpuem XMBOTHLIX ocyLlecTBNAT B cooTBeTCTBMM ¢ COIlM: nx nepecuntbiBaloT, onpenensioT
non, OLEeHMBalT 300POBbE W CTEMEHb CTpecca, MOSYYEHHOro Mpu TpaHCMOPTMPOBKE. [OKYMEHTbI
dopMMpYOT B 0A4HY Nanky. [locne 3Toro XXMBOTHbLIX NepeaatoT B oTAEN ANs MAaHUNYNAUUA U cOaepXaHus
nabopaTopHbIX XUBOTHbIX, BCEMAKOT B YNCTYIO KNETKY, o6ecneynBatoT nuLlen n BOAOW B COOTBETCTBUM C
o6wwmm COTI1 no yxody 3a HAMU 1 aKKNUMaTU3NPYIOT.

117. B npouecce akknumaTu3auuu NOATBEpPXOaeTcs CTaTyC 3[0POBbS XXMBOTHbIX, M3blMalOTCH
Henoaxogsilme ocobu. [MpoOormKMTENnbHOCTb akKnMMaTM3auMum 3aBUCMT OT OMonorMyeckoro BuAa,
rocTaBLLMKa U TUNa UccneaoBaHuin. B 9TOT nepuon opraHn3yroT U OCyLLECTBSAIOT 06blYHbIE MpoLeaypbl
HabnoaeHns 1 OoKyMeHTanbHoW duKkcaumMm AaHHbIX O MUKPOKNMMAaTe MecTa COAepKaHusl, NoBeaeHnu,
anneTute, AMHaMUKe Macchl Tena 1 T.4.

118. NpoeHTudmkauma >XMBOTHBIX SIBMSIETCA MOCTOAHHLIM NpoueccoMm. PekomeHayloT cuctemy
KapTOYeK ANng KMeToK, KoTopble AenalT BPEMEHHO, nepes 1cnonb3oBaHneM rpynnbl. KapToukn AOMmKHbI
ObiTb  Takumu, 4TOObl Obia BO3MOXHOCTb WX MOCMEAylLWero W3MeHeHUs B COOTBETCTBUM C
npeanucaHnsiMm NpoToKora.

119. ns HaubBonee ygoOHOro yyeTta oTden Ans MaHUNynsuvin M copepXkaHust nabopaTopHbIX
XMBOTHbIX OOJPKEH obecneynTb MX nocrefoBaTerNbHY0 Hymepauuto. [epBUYHbIE KAPTOYKM Ha KIEeTKM
(Hanpumep, Ona 0603HayYeHMs XMBOTHbLIX, MONyyalWMX npenapaTbl) AOMKHbI MMETb BHYTPEHHWMN
LIBETOBOW KOf.

120. Kaxxgoe XMBOTHOE, UCMONMb3yeMOe B UCCRefoBaHUN, OOMKHO MMETb CBOW COOCTBEHHLIN, He
NOBTOPSIIOLLNACA HOMEpP, KOTOPbIN CONYyTCTBYeT eMy MOMUMO ApYrux AaHHbIX W chneumdukauumn Ha
NPOTSHKEHMM BCEro mccriegoBanus. Ecnv dopmupyeTcsa rpynna, Kaxgoe XMBOTHOE NpeaBapuTeribHO
noeHTupnumpytot. COOTBETCTBEHHO, MPU KaKOOM M3BIIEYEHMU JKMBOTHOIO M3 KIETKM BbIMOSHAKOT
TpeboBanua COI no ero ngeHTUdMKaLmm.

121. B COOTBETCTBUM C MPOTOKOINOM, XXMBOTHbIX pacnpedensioT Mo rpynnam nepeg Havyanom
BBeeHVs uccrnegyemoro Matepuana. Ecnu  kMBOTHble paHaoMusMpyeTcsi, 3arnasus  Tabnuu
paHAOMM3aUMK UMM CTaTUCTUYECKMX Tabnuu AOMKHbLI CoAepXaTh UCXOAHble AaHHble. B Tabnuubl BHOCAT
B nocrnefoBaTeslbHOM MOPSiAKe MOCTOSIHHbIE HOMEepa XMBOTHLIX. [OMkHbI GblTb 0603HAYeHbl Nosika U
MecTo pacnoniokeHusi krnetok. Ocoboe BHUMaHWe yOenswT OodOPMMEHUO [AOKYMEHTauuu o
HECOOTBETCTBUM XUBOTHLIX BO BpEMSl Nepuoaa akknMmaTusaumu. ST AaHHble HemMeasIeHHO OLeHMBaloT
W NPUHMMAIOT MEPbI MO YCTPaHEHMUIO.

122. Paboty ¢ nabopaTopHbIMM KMBOTHBIMM OCHOBbLIBAIOT Ha CriegyoLmX NpuHLMnax:
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- paspabotka COIl Ha npOAOMKMTENBHOCTb, TUM WCCNEAOBAHWS, YCMOBWUS MNPOBEAEHMS
nccneaoBaHUiA;

- onumcaHune B [OOKYMeHTax BcCeX obcToATENbLCTB, KOTOpble MOIryT OTpa3nTbCA Ha KadecTBe
pe3ynbTaTtoB HabnogeHns. OTKNOHeHUS1 OT OObIYHOM HOPMbl WU TPEBOXHbIE W HenpeaBnaeHHble
o6CcTOATENBLCTBA OLIEHUBAKT  ANS OCYyLUEeCTBNEHNA KOPPEKTUPYLWNX MeporlpI/IﬂTI/IIZ, n3yvyeHna ux
BIIUSIHUS HA KOHEYHBbIN pes3ynbTaTt, a TakkKe Onda OTpaXXeHUA B 3aKIN4YnNTeribHOM OTHETE.

123. B uenom, kaxxgoe OTKNOHEHWe OLIeHMBAaOT OTHOCUTENBHO:

- ero UCToYHWKa (Hanpumep, TemnepaTypa W BRAaXHOCTb B 3HAYMTENbHOW Mepe 3aBUCAT OT
BEHTUNSUMM U KOHOULMOHUPOBAHMS, OCTAaTOMHOE KONMYEeCTBO MOMWLWMUX CPeacTB  3aBUCMT  OT
TWAaTeNbHOCTM CNoNackMBaHUs, Ka4eCcTBO BO34yxXa 3aBUCUT OT BM30CTU K cUMCTEME BEHTUNALUN);

- 3annaHMpoBaHHbIX puckoB. Mpu paboTte ¢ NabopaTopHbLIMU XUBOTHLIMU UMN KYNbTYPaMu KNeTok
KpanHe BaxHbl GapbepHble npouenypbl. [nsa aBTOMaTUYECKUX CUCTEM pacrnpefeneHus BoAdbl MMeet
Honbluoe 3HayeHne ee Ka4uecTBO. Pyucku MoryT cneumnanbHO NNaHUpoBaTbCs: HaNpPUMep, XapakTepUCTUKM
KOPMOB MpU WUCCNEAOBaHWsX, CBA3AHHbIX C WCMOMb30BaHMEM CreumarnbHbIX AMET, XapakTepUCTUKU
NOACTUNOK;

- MOHUTOpPUWHra (KOHTPOMb 3a Ka4eCTBOM YUCTKU KMETOK, cepTudunkaTbl KayecTsa KOPMOB, BOObI U1
NOACTUMOK, COCTOSIHME CcaMOonucLeB, MaHOMETPOB, u3MepuTenen BO3gyxoobmeHa, ynaBnusaTenen
¢HepOMOHOB HaCEKOMbIX);

- KOHTPOMS MW3MEHEHWN (KOHTPONb 3a (PYHKLUMOHMPOBAHMEM UW3MepUTEnen OCBEeLLEHHOCTH,
BapbepHbIX npouenyp, puUnbTPoB Bo3ayxa M BoAbl U T.4.). Kak cuctemaTnyeckue, Tak U criydanHble
U3MEeHeHUs UKCUMPYIOT M OLEHUBAKOT UX BO3AENCTBME Ha pesynbTatbl. CUCTEMATUYECKUN KOHTPOIb
Takke NPenaTcTBYeT BO3OENCTBUIO Ha TECT-CUCTEMbI HEPETUCTPUPYEMbIX (DAKTOPOB.

124. [OuHamuka obOwen Gasbl OaHHbIX AOMKHA  onpedenutb  BuaocneumdUyHOCTb
hm3nonornyecknux HopM (3aB1MCMMOCTb BO3pacT/Bec, AMHAMUKY CMEPTHOCTM, remMaTonoruo n Gnoxmmuio,
natomopdonornyeckne gaHHblie). C 3TMMW OaHHbIMM CPaBHUBAKOT NapaMeTpbl KOHTPOMbHOW rpynMbl.
CyliecTBEHHbIE OTKIMOHEHUS OT HOPMbl SBNSAOTCA OCHOBaHWEM Ans 3anycka npoueaypbl aHanusa
COCTOSIHUSA KNEeTOK ANS XXUBOTHbLIX U KOHTPOMS OKpYXatoLlen cpebl BUBapus.

5. lokymeHTaums. UcxoaHble u cobpaHHble AaHHble

§ 1. Mpoueaypbl 3anucu HabnaeHUN

125. PykoBoauTenb nccnegoBaHus OMKEH rapaHTUpoBaTh:

- AOCTaTOYHOE KONNYECTBO afeKkBaTHO 0ByYEeHHbIX KBanuguLuMpoBaHHbIX COTPYOHWKOB;
- XOpoLlee 3HaHue WTaTHbIMY COTPYAHWKaMU Npouenypbl MCCNeaoBaHuS;

- Hannyme COI Ha pabounx mecTax;

- obecneyeHHOCTb COOTBETCTBYHOLLMNM o6opyp,oaaHV|eM n mMartepunanamm And BblINMOJIHEHNA
npoueaypbl;
- 3anncb gaHHbIX Ha pa60qu MecCTe.

126. 3anvcy kpariHe HeoGXxoouMmbl ANs MNOCNedylLwWwero BOCCTAHOBMEHUS MUCCreoBaHus.
WccnepoBaHve He 3acuuTbiBalOT, €CMM He caenaHbl cooTBeTcTBylowme 3anucu. OHW  JOMKHBI
nokasblBaTh:

- COOTBETCTBME BbINOSTHEHHOMN pa6OTbI NPOTOKOY;

- COOTBETCTBUE MOJTYyYEHHbIX AaHHbIX MeTodam, onncaHHbIM B COIM u npoTtokorne. OTKIOHEHNS OT
WHCTPYKLMIA OOIMKHbI 0653aTeNbHO (OMKCUPOBATLCS B 3aMUCAX;

- COOTBETCTBME BPEMEHW MNPOBEAEHMSI 3KCMEPMMEHTa MpOoToKony. 3anucbiBaloT AaTy WU, ecrnu
HeobxoouMmo, Bpems. [nsi HeKoTopbIX MWCCnegoBaHui (Hanpumep, npurotoBneHne obpasua B
TOKCUMKOKMHETUYECKNX UCCNEAOBaHUSIX) HEeOobOXOOAMMO OYeHb TOYHOE BpPEMSI W [OaHHble [OSIKHbI
AEMOHCTpPUpPOBAaTb CTPOryto NocnegoBaTesibHOCTb 0Tbopa npob;

- KTO npoBoauT paboTy. 3anvMcu OOMKHbI WAEeHTUUUMPOBaTb COTPYAHUKA, MPOBOASLLEro
npoueaypy. Ecnu npouenypy OCYLUECTBASIIOT HECKONIbKO COTPYOHMKOB, 3TO (PMKCMPYHOT B paboumx
XypHanax yepes ux noanucu.
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127. Bce gaHHble, NonyyeHHbIe B NpoLiecce NPOBeAeHUs UcCcrneqoBaHns, 3anuncbiBaloT TLLATENbHO,
YeTKO, aKKypaTHO, BbICTpo, HanpaAMyto (6e3 YepHOBWMKOB) U TakuM obBpasom, 4ToObl Obina UcKNoYeHa
BO3MOXHOCTb NOAAENOK U NOAYNCTOK.

128. B obs3aTenbHOM mnopsigke oTpaatT HOMEep WCCMNeAoBaHUS UM HOMEP XMBOTHoro. Mx
3anucbiBalOT Tak, 4TobObl Obim  MCKNOYEH puck owunbok. Bce napameTpbl [AOMKHbI  NErKo
naeHTUULMpoBaTLCH, NEPBUYHBbIE JAaHHbIE 3aNUCbIBAOT HEMOCPELACTBEHHO B X04e aKcnepumMmeHTa. Ecnu
pesynbTaTbl MU3MEPEeHUa NapaMeTpoB BblAAOT Yepe3 KOMMbITep, TO AaHHble cpa3y pacnedaTtbiBatoT Ha
Oymare, NPMMEHSI NPUHTEPLI C YEPHUAMK, KOTOPbIE HE BbILBETAIOT, KONMUPYIOT HA MArHUTHBIN HOCUTENb
WM 3anucbiBatloT B LmdpoBon hopme. NMpn pykonMCHOM xapakTepe 3anmcen NpUMEHSI0T HeCMblBaeMble
YepHuMna, MapKUMPOBKY BOAOOTTANKMBAKLWMMMK KpacuTenamu. B HeKoTopbIX cnydasix BO3MOXHO
NPUMEHEHNEe WHAMBUAYANIbHO MOMEYEHHbIX, MOAMUCAHHbLIX, 3apPEerMcTPMpPOBaHHBLIX WM AATUPOBAHHBLIX
doTtokonumin. Mpu HeoOGXOOUMOCTWU, MOTYT BHOCUTLCSH W3MEHEHUs, HO Takum obpas3om, 4TOObl He
UcKaXkancsi CMbICT MEepBUYHbIX [OaHHbIX. HeobxoguMMOCTb BHECEHMSI U3MEHEHW 00a3aTenbHO
060cHOBbIBalOT. COTPYAHMK, BHECLUUA U3MEHEHMWS, OOMMKEH MOCTaBWUTb MO HUMW NoAMMCb W Aaty, To
€CTb 9Ta 3anncb JO0MKHA YEeTKO OTpaxaTb, MOYEeMY U3MEHEHUE BHECEHO, KOra N KEM.

6. PyHKLMOHMPOBaHUE OTAENa rapaHTUMN KayecTBa

§ 1. O6wume TpeboBaHUA

129. Hactoswwue [lpaBuna onpegensioT MUHUMAanNbHbIA YPOBEHb TpeboBaHUM K rapaHTuaMm
KayecTBa, HeobxogumbiM Ans obecnedeHns HaOexXHOCTM uccnegoBaHns U 0BOCHOBaHHOCTU
3KCMnepuMeHTanbHbIX Pe3yrbTaToB.

130. OTpeny rapaHTuM KavecTBa AaloT npaBa No obecneyeHnto He3aBUCUMOCTU AOKIMHUYECKOrO
(HEKNMHMYECKOrO) WUCCrefoBaHWs B LENOM W ero OpraHvM3auMOHHOM CTPYKTYpbl B 4acTHocTW. OH
obecneunBaeT ycnosus Anst PyHKLUMOHMPOBAHMWS CUCTEM KayecTBa U BbICTyNaeT Kak KOHCYNbTaHT Mpu nx
BHEAPEHUW.

131. B uenom otgen rapaHTmm KadectBa sABNA€TCA BHYTPEHHUM KOHTpONeM W rapaHTtom
BaNIMOHOCTU OaHHbIX, NOJTy4eHHbIX B pe3ylibTaTte QOKITMHNYECKOro (HeKJ'II/IHW-IeCKOI'O) ncenenoBaHuA.

132. CoTpyOHukM OTAena rapaHTUM KavecTBa aHanv3vpylT BCe CTaauu WCCReaoBaHus: OT
nnaHMpoBaHuWsl, Yepe3 ayauT UCCefoBaHUA 40 OTYETOB U JOKYMEHTOB, 3aknagblBaeMbIX Ha XpaHeHue.
Ona obecneyeHns adekTBHOCTM paboTbl AaHHbIA oTAen obpaliaeTcss K pabounMm [OKyMeHTam
COTPYOHUKOB W MNpoueaypaM Ha BCeX YPOBHsIX nabopaTtopuu M MNOAKPENnseTcs MOTUBUMPOBaHHBIM
ynpaeneHnem. Matepuansl ayauta AOMKHbl OblTb AOCTYNHbI ANS NPOBEAEHUS U MiaHWPOBaHUS
KOPPEKTUPYIOLLMX MEPOMNPUSITUIA, HO He AOSKHbI BbITb AOCTYMHLIMU Af1s NPaBKU aBTOpaMun Unu Apyrumu
COTpYOHMKaMU.

133. AHanus NpoTOKOMa wuccneaoBaHuA [OOJTKEH OblTb 3aKOHYEHHbIM, SICHBIM U 3aBEPEHHbIM
noanncbio COTPyAHUKa oTAeNa rapaHTun KavyecTtea. Otgen rapaHTnny Ka4vecTtBa nojlydaeT n coxpaHaeT no
OAHOW Konnn Bcex NPOTOKOJIOB 1 nocnenyrwmnx N3MEHEHNIA.

§ 2. AHanus COIN

134. COIl aHanuauMpytoT C TOYKM 3pPEHUS MX 3aBEPLUEHHOCTW, MNPO3PaAYHOCTU, OTCYTCTBMS
npotusopeyumn apyrum COIl 1 cooTBeTCcTBUS HacTosAwmMM [MpaBunam. Ecnu oHM yaoBneTBopsitoOT BCeM
TpeboBaHuAM, aHann3 3aBepLuatoT nognucanmem COIlT.

§ 3. Ayaur

135. AyauT npeaHasHayeH ANS MeTOAMYECKOW MNpoBepkM paGoT, MPOBOAMMBIX COTPYAHUKaAMU
naGopaTopun Npu BLINOMHEHUN OOKINMHUYECKMX (HEKINMHUYECKMX) uccnenosaHuii. Ero He pacueHusatoT
Kak kapaTenbHyto mepy. OTaen rapaHTUM kadecTsa NpoBoaUT Tpy TUNa ayauTa:

- ayauT uccrnenoBaHus;
- ayguT obopynoBaHus;
- ayaouT npouecca.

136. Otgen rapaHTMm KadectBa MOXeT npoBOAUTb ayduTbl MOCTaBLKWKOB U OpI'aHl/I3aLI,I/Il7I,
HaxogAwmnxca Ha Cy6I'IOLI,p9|,D,HbIX ycnosuax.
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137. Ayﬂ,I/ITbI NNnaHnpyrwT COBMECTHO C pykoBoAUTENEM nccnegoBaHui Mnn ero YNOJTHOMOY€E€HHbIM
TMUOM B COOTBETCTBUM C NPOTOKOIaMun nccnegoBaHun.

138. [MnaH npoBegeHws ayouTa AOIMKEH WMETb MOSHyH MNOALEPXKKY uccregoBaTenen u
pykoBoauTens wuccriegoBaHuin. B dyHKkuMM oTgena rapaHTMM  KadyecTBa TakKke BXOAWUT ayauT
COOCTBEHHOrO NraHa npoeefeHns ayanToB. NnaH ayamnTta JosmkeH ObiTb YacTblo MaTepuarnoB ayguTa.

139. B MHCTpPYKUMUM NO NPOBEAEHUIO ayauTa OTpaxakoT TpeboBaHUsl, B COOTBETCTBUN C KOTOPbIMY
npoBoAAT ayauT uccrenoBaHus unu ero dasbl. OHa OoMmkHa MoMOYb TLATENbHOW OLEHKe OaHHbIX,
Mony4YeHHbIX B pesynbTaTte UccrnefoBaHus. YTBepKaeHHas UHCTPYKUMS rapaHTUPYeT, YTO UCCredoBaHue
NpoBOAUTCS B COOTBETCTBUM C HacToAWwmmK MpaBunamu, 3aBeplUUTCa B HasHayeHHoe BpeMsl U Bce
3aMeyaHusl ayauTa paspelleHbl Y0BNeTBOPUTENBHO.

140. AyguT wnccnegoBaHus - 3TO cneuududeckasl Kkputnyeckaa dasa mccnepoBaHus. Ayout
NpOBOASAT B COOTBETCTBMU C MIIAHOM MMM, Mpu HeobGXxooumocTw, B BuAe BHenmnaHoBoro ayauta. OH
HanpaBneH Ha aHanu3 ynpaBneHns OKNMHUYECKUMWN (HEKITMHUYECKUMMN) uccnegoBaHnsamn. CoTpygHuKK
oTAena rapaHTUn kKadecTBa AOMKHbl UMETb METOAUKM NPOBEAEHNS ayauTa.

141. NMpun ayante uccnegosaHmmn obpaluaoT BHUMaHWE:
- Ha yyacTue COTpPYAHMKOB OTAEeNa rapaHTMu KayecTsa npu paspaboTtke npoTtokonos n COIT;
- Ha MaTepuvanbl NpeablayLlero ayauTa;

- Ha obwwne TpeboBaHus Kk paboTe nabopaTopun. AyaouTop cobniogaeT Bce TpeboBaHus,
npeabaBndeMble K nepcoHany, nposogdilleMy UChnblTaHUA, B TOM 4uCrne U npaBuna ©e3onacHoCcTn n
TMrMeHbl, U He JOSMKEH NpepbiBaTh paboumnii npolecc;

- Ha BblgeneHne 4oCTaTO4YHOro Konn4yecTtBa BpeMeHn Ana nposeneHna ayanta,
- Ha KOHTpOJ'IbeIIZ JINCT O60pyﬂ,OBaHVIF|;

- Ha obcyxaeHve BCeX BbIBEHHbIX npobnem c npoBepseMbiMU COTpyAHWKamu. HekoTopble
oLmnBKM (OWNBKM B A03MPOBaHNN, 0B03HaYEHUN XKUBOTHBIX U T.4.) YCTPaHAT HEMEAEHHO;

- Ha Ka4yecTBO peKomeH,u,au,mVl n KOMMEeHTapueB: OHU OOIMXHbI ObITb YEeTKNMMN,
I'Ipoql)eCCI/IOHaJ'I bHbIMU N KOHCTPYKTUBHbBIMW.

142. TpaBuna ogopMIeHUsl, YTBEPXKAEHMS, PacnpoCTpPaHEHWsl, COXpaHEHUs OTYETOB ayauTa,
TaKkke Kak n apouTtpaxHbix npouenyp dukcupytot B COT.

143. KpaliHe BaxxHa He3aBMCUMOCTb ayguTa obopyaoBaHus M ycrnoBuil. Pesynbrathl ayguTa
ycnosun/obopyaoBaHMa  OOKnagbiBaloT  CHavana Bedylwemy ayautopy, 3aTemM  pYKOBOAWTENIO
uccnegoBaHus. Ero npouenypbl AOMKHBI TOYHO COOTBETCTBOBATL LIENN ayauTa.

144. Ayaut ycnosuin/obopynoBaHusi oxBaTbiBaeT Takme obnacTtu, Kak:
- 3anvcu nepcoHana;

- apXuBbI;

- 0003Ha4YeHME XKUBOTHBIX;

- Npoueaypbl YACTKN N MbITbS;

- KOMMbIOTEPHBIE Onepaumn 1 6e30NacHOCTb;

- poctyn B nabopartopuio, ee oTaensl u obecneveHne 6e3onacHocTy;
- ynpaeneHue COIT;

- ycnoeus (obecneyeHne BOAOW, INEKTPUYECTBOM, MoAAepXaHWe Haanexalleln BraXkHOCTH,
BEHTUNALMKN, TEMNEPATYPHOIO pexnuma);

- MeTposornyeckoe obecnevyeHne nccneaoBaHui.
145. AyauT npouecca NpOBEAEHWs  SKCMEPMMEHTa TaKkke SBISIeTCS  HEe3aBMCUMbIM

cneundmdeckum nccnegoBaHMem. OH MOXET HOCUTb MEPUOANYECKUIA XapaKTep MIN OCYLLECTBATLCS B
BMOE MOHUTOPUHrA.

146. OTgen rapaHTMM KadecTBa [OOSDKEH NPOBEPSTb BCE MCCNeaoBaHWss B COOTBETCTBUMM C
npotokonamu, COIT 1 ncxogHbiMy AaHHbIMW. [onHbIn ayauT He o3HadvaeT 100% npoBepkn BCex AaHHbIX.
Ecnn aHanu3 npoMexyTOYHbIX OTYETOB MOKa3biBaeT COOTBETCTBUE MPOBEAEHHBIX WCCrenoBaHWN
NMPOTOKOMY W SKCMEPUMEHTarnbHble [OaHHble He BbI3bIBAIOT COMHEHWA, TO MOSHbLIA ayauT MOXeT
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npoBOANTLCA B cepeguHe UccriegoBaHuA. Otnen rapaHTun KadecrtBa TakKkKe [JOJIKeH KOHTpOonnpoBaTb
AdYTEHTUYHOCTb TpeGOBaHMﬂM Hagnexawen na6opaTopH0|7| NPaKTUKN TakKnxX AaHHbIX, KaK noganncun, naTthl,
KOpPpPEeKTnpyrLwmne MmeponpuaTmna, usMeHeHnda n nocrenoBatesribHOCTb.

147. B uenom, oTaen rapaHTUM KadecTBa [OMKEH OXBaTbiBaTb 3aBeplUaloUMM ayauToM
cregyoliee:

- codepkaHue NpoToKona UccrnegoBaHus;
- 3aBepLUeHHOCTb paboT no atanam;

- COOTBETCTBME NPOBOAMMbIX MCCREeaO0BaHMUIN NPOTOKONY;

- 3anncum o COCTodHNA 0|<py>Karou.|,e17| cpenbl B NnoMeLlleHNAX Ana XUBOTHbIX;
- 031MpOBaHuNe, BBeAEHWE, 3anmncy;

- UHOMBMAYanbHbIE UCXOAHbIE AAaHHbIE 00pa3ya;

- obwme Tabnumubl Nno obpasuy;

- IPUNOXKEHUS;

- 3aKrn4eHun4.

148. AyauTbl NOCTaBLUMKOB W noApsidHbIX WCcreaoBaTenbCkMx nabopaTopuii NpoBoasT B
cepeamHe N B KOHLIE UCCreaoBaHus.

149. OtyeTbl oThAena rapaHTMM KadecTBa, NepefaBaeMble PYKOBOAMTENO WCCNEOOBaHUSA U
pyKoBOACTBY flabopatopuu, ABMSOTCS TONbKO BHYTPEHHUMU pabovmMn JOKYMeHTamu. VX pacueHunsatoT
KaKk BaXHble [OKYMEHTbl, O(QOpPMIIEHHblE B MPOLECCE aHanmM3a MnpOBOAUMBIX [OOKMMHUYECKUX
(HeKnNMHUYeCKMX) UCCredoBaHU U OOKNaAblBalOT  pPyKOBOACTBY nabopatopuu, 06CyxgawT ¢
COTPYOHWKaMKM, aKTUPYKT, MNO3TOMY AOCTYn K HUM orpaHuyusatoT. OTyeTbl COTPYOHWKOB oOTAena
rapaHTUM KayecTtBa He npegHasHayeHbl Ans Bceobllero pacnpoctpaHeHus. VX XpaHSaT OTAenbHO OT
uccrnegyemMbix Matepuanos, YToObl BO BPeMsi MHCNEKTOPCKMX MPOBEPOK, NPOBOANMBIX YNOMHOMOYEHHbIM
rocygapcrBeHHbIM opraHom Keiprbidckon Pecnybnuvkn B obnactun 3agpaBooxpaHeHus B cdepe obpalleHns
rniekapCTBEHHbIX CPeACTB, UX cogep)XaHne He MOTJIO MPUBECTU K OLUMOOYHBIM 3aKIIOYEHNUSIM.

7. XpaHeHWe fOKYMeHTauuum

150. XpaHeHne OOKYMEHTauMM OCYLLECTBASKT B CneumarnbHO BblAENEHHbIX U 000pyaoBaHHbIX
nomeLlleHusix. MNMpouenypbl Nnpyuema, XpaHeHus!, Bbliga4um U CUCTEMY KOOMPOBAHUS LOKYMEHTOB OMUCLIBAKOT
B cooTBeTcTBYOWMX COlN. [JocTyn B apXvB OrpaHUYMBAalOT U OCYLLECTBASIOT TOMbKO MO chneumanbHOMY
paspeLLeHunto pykoBoanTeNs nabopatopun unm nuua, ero 3aaMmeLaroLero.

MpunoxeHne 3

NMPABUNA
Hagnexawen KnuHuveckon npaktmkm (GCP)

1. O6LWme nonoxeHus

1. Hactosiwue lNpaBuna Hagnexaien KnMHu4eckon npaktukn (ganee - MNpasuna) B Kbiprel3ackonm
Pecnybnvke paspaboTtaHbl B cooTBeTCTBMM C 3akoHOM Kbiprbidckon Pecnybnukm "O nekapCTBEHHbIX
cpencreax”.

2. lMpaBuna yctaHaBnuBalwT TpeboBaHMA K MNMNaHMPOBAHWIO, NPOBEAEHMWI0, OOKYMEHTarbHOMY
OhOPMIMEHUIO U KOHTPOMIO KIMHUYECKNX WUCCRefoBaHUN, MPU3BaHHbIX rapaHTMpoOBaTh 3awwuTy npas,
©e30nacHOCTb M OXpaHy 340pPOBbS NUL, y4acTBYHOLUMX B WUCCREAOBaHUNAX, MpU MPOBEOEHUN KOTOPbIX
HEenb3sl UCKIUNTL HexenaTenbHoe BNUsSiHME Ha 06e3onacHOCTb U 300pOBbE YerioBeKa, a Takke
obecneynTb JOCTOBEPHOCTb M TOYHOCTL MOSly4aeMon B Xo4e UccrefoBaHnst MHpopmauun.

3. KnuHnyeckoe nccrnegosaHue npegcraensaet cobon n3yyeHune KITMHUYECKMX,
hapmakonormyeckmx, bapmakogmHamMn4eCcKnx CBOWCTB MCCneayemMoro npenapara y YernoBeka, BKioyas
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MpoLecchl BcacbiBaHUs, pacnpefeneHnsi, U3MeHeHUs U BbIBEAEHUS, C LENbio MOMyYeHUst HayYHbIMU
MeToJaMM OLEHOK U Aokas3aTenbcTB 3PPEeKTUBHOCTU U Be30NacHOCTH NeKapCTBEHHbIX CPEACTB, AaHHbIX
06 oxmaaembix NOGOYHBIX 3pdpekTax OT NPUMEHEHUSI TNEKAPCTBEHHBIX CpeAcTB M adhdpekTax
B3aMMOENCTBUSA C APYTMMU NEKapCTBEHHLIMU CPEACTBaMU.

4. TlepeyeHb oOpraHvM3auuii 30paBOOXPAHEHUs, WMeKLMX NpaBo MNPOBOAMTb  KIUHUYECKUe
MccrnenoBaHNa NeKkapcTBEHHbIX CcpedcTB (KNuMHWYeckass 6asa), cocTaBnsieTcss  YNorHOMOYEHHbIM
rocygapcTBeHHbIM opraHom Keiprbiackoii Pecnybnuvku B o6nactu s3gpaBooxpaHeHus B cdepe obpalleHus
neKkapCcTBEHHbIX CPeacTB.

5. OnA nNpUHATAA pelleHnss O MNpoBedeHWM  KIMUHUYECKUX WCCNEeAOBaHUA  KOHKPETHOro
nNeKkapcTBEHHOro cpefcTBa 3asBUTENb NpPeacTaBnsieT B YMNONMHOMOYEHHbIA TOCYAAPCTBEHHbI opraH
Kblprbiackoii PecnyGnuku B obnactv 3gpaBooxpaHeHust B cdhepe obpalleHnst NekapCTBeHHbIX CpeacTs
creaytoLime OOKYMEHTbI:

- 3aABfIEHNE Ha NoNyYyeHne paspeLleHns:;
- NOKYMEHT, NMoATBepKaaoLWMin NNaTy 3a paccMOTPEHWE 3asaBMeHus;

- MONOXMTENbHOE 3aKMioYeHe 3TUYECKOro COBeTa;

- NMPOTOKON UCCNEAOBAHUS U KpaTKoe U3NOXEHNE NPOTOKONa UCCeAoBaHus;

- Opowtopy wuccnegosatens. [Ons  3aperucTpMpoBaHHbIX  NEKapCTBEHHbIX MNpenapaTos,
NCMoNb3yeMbIX B KIMMHUYECKOM UCCREAOBaHNN B COOTBETCTBUM C YCMOBUAMU perMcTpaLmm, gonyckaercs
BMecTo Opoltopbl  uccnegoBatenst MCNONb30BaTb  CBOOHYH  XapaKTEPUCTUKY — FEeKapCTBEHHOro
npenapara;

- (bopMy WMHCPOPMMPOBAHHOrO COrnacus U WHblE MUCbMEHHbIE MaTepuansl, NnaHupyemble ANns
npenocTaBneHnst CyobekTy;

- Npun Hann4mnn, Mmatepuarnbl VIHd)OpMaLI,VIOHHOFO N pEKNaMHOro Xxapakrtepa, npeanonaraemblie gnda
MCNoJb30BaHUA B LeNAaxX npusnevdeHnd noteHuynarnbHblX YH4aCTHUKOB UCCIie4OoBaHUA;

- HayyHble Ouorpacduu rMaBHbIX WUccriegoBaTenei Mo UccredoBaTeNbCKMM  LEHTpam,
HaxoZsawmmMes Ha Tepputopun Kelprbiackoit Pecrnyonviku;

- YCrnoBMsl CTpaxoBaHWMs OTBETCTBEHHOCTM CMOHcopa JMbBO MNUCbMEHHOE rapaHTUIHOE
00653aTenbCTBO CMOHCOpa MO KOMMEHCaLUn U/unu nevyeHnio B pesynbtate NpMyYMHEHUs Bpeaa 300pOBbH0
CyObEKTOB MCCNeAoBaHUsSI BCIEACTBME NPUMEHEHNS UCCeAyeMOoro nekapCcTBEHHOro npenapaTa;

- ycnoBuda Bbinnat u KoMMeHcauunn Cy6'beKTaM ncenenoBaHnd, ecrnii TakoBble NpeyCMOTPEHbI;

- nepeyeHb HaMEYEHHbIX K Y4acTUO KMMHUYECKUX 6as, Haxoaswmxcs Ha Tepputopun Kelprbiackoi
Pecnybnuku.

6. [lepeuncneHHble B nyHkTe 5 HacTtoawmx [lpaBun  OOKYMEHTbl  MpeacTaBnsoTCA
YMOSTHOMOYEHHOMY rocygapcTBeHHoMy opraHy Keipreidckon Pecnybnvkn B obnactu 3gpaBooxpaHeHus B
chepe oOpalleHNss NeKkapcTBEHHbIX cpeacTB 3asButeneM Iunbo ero  ynofHOMOYEHHbIM  JIULOM
HenocpeaCcTBEHHO UMW HaMpaBnstoTCA NOYTOBLIM OTMPABMEHNEM C OMUCHIO BIIOXKEHUS.

[daton npepctaBneHus [OOKYMEHTOB $SBMSETCA [AEeHb WX MOMydeHUsl  YNOnHOMOYEHHbIM
rocyaapCTBeHHbIM opraHomM Kblprbidckon Pecnybnmku B obnactu 3gpaBooxpaHeHus B cdepe obpalleHus
nekapCTBeHHbIX CPeacTB.

7. YNONMHOMOYEHHBLIN TFOCYAapCTBEHHbIM opraH Kbipreidckor  Pecnybnvkn B obrnacTtu
3gpaBooxpaHeHus B cdepe oOpalleHuss IeKapCTBEHHbIX CPeACTB  OpraHMsyeT W npoBoguT
rOCydapCTBEHHbIN  KOHTPONb  3dpekTMBHOCTM 1 ©e30MacHOCTU  JNIeKapCTBEHHOrO  CpeacTsa,
NPeACTaBNEeHHOro AN KNMHWYECKOro WUCCNefoBaHusA, BO B3aMMOAEWCTBUW C 3TUYECKMM COBETOM U
Hay4yHO-UCCMNeOoBaTENbCKMMU  yupexgeHusamn un  nabopatopysMu,  BXOOAWMMM B CUCTEMY
rocygapCTBEHHOIO KOHTPONs KayecTBa, aheKTMBHOCTU 1 6€30MacHOCTUN NEKapCTBEHHLIX CPEACTB.

8. MpuHATME pelleHns 0 BO3MOXHOCTM NPoBeAeHNsT KINMHUYECKOro 1cCcregoBaHUs Npon3BoanTCS
Ha OCHOBaHWWM 3KCNepTU3bl NPeacTaBMeHHbIX 3asBuUTENneM AaHHbIX. PaccmoTpeHve Bomnpoca O Bblgaye
paspeLLeHns JOMKHO ObITb OCYLLECTBMEHO B CPOK, HE MpeBblwaowmi 45 gHen Co OHA NOCTYNneHust
AOKYMEHTOB. YMOMHOMOYEHHbIA rocyAapCTBeHHbI opraH  Keiproidckor Pecnybnvkun B obnactu
30paBooxpaHeHus B cdepe obpalleHVs NnekapCTBEHHbIX CPEACTB BMpaBe MNPUHATb MOMOXWTENbHOE

84



TexHudeckuin pernameHT "O 6e30nacHOCTM NekapcTBEHHbIX cpeacTe ans..."

peweHne n BblaaTb NMCbMEHHOE paspelleHne Ha nposeneHne nccnenosaHna o UCtedYeHna yka3aHHOro
B HAcCcTosALWEeM NyHKTEe CpOoKa.

9. [lpaBoBYyKO OCHOBY MNPOBEOEHUS KIIMHMYECKUX WCCNeoBaHUW FeKkapCTBEHHOro cpencTea
COCTaBNSAKT CrieaytoLmMe JOKYMEHTbI:

- pelieHne o npoeeaeHMn KInMHNYeCKoro ncerieqoBaHnda nekapcTtBeHHOro cpeacTBea,

- [OroBOp O MPOBEOEHUN KIMMHUYECKOTO WCCNEeaoBaHusl NEeKapCTBEHHOro CpefacTBa Mexay
yupexaeHmeM 3apaBooxpaHeHust (KnnHndeckas 6asa) 1 opraHusaumen-pa3paboT4MKoM NeKapCTBEHHOMO
cpencrea.

10. ,D,OFOBOp O npoBeaeHunn KIMHNYeCKnxX nccnepoBaHmin JNIeKapCTBEHHOIo cpeanctesa AOJIXKEH
coaepXaTtb cBeaeHUA:

- 0 CpoKax M o6bemMax KNMHUYECKMX MCCNeaoBaHMN NekapCTBEHHOro CpeacTaa;
- 06 obLen CTOMMOCTM NporpamMMbl KITMHUYECKUX MCCNeaoBaHNiA NEKapCTBEHHOrO CPEACTBa;

- 0 hopMe npeacTaBneHns pesynbTaToB KIIMHUYECKMX UCcCredoBaHNi NekapCTBEHHOroO CcpeAcTBa B
YMOSTHOMOYEHHbI rocyaapCcTBeHHbIM opraH Kbiprbisckoit Pecnybnuku B o6Gnact 3gpaBoOXpaHeHUsl B
cdhepe obpalleHns nekapcTBEHHbIX CPeacTB.;

- 06 YCNnoBuAx CTpaxoBaHUA 300p0OBbA NalMEeHTOB, y4aCTBYHOLWNMX B KITMHUYECKNX UCCnegoBaHUAX
JIeKapCTBEHHOro cpeacrea.

11. [JoroBop O npoBedeHWM KIMHUYECKMX WCCNedoBaHUA MOXeT codepxaTb cBedeHus o6
YyCNOBUSAX  CTpaxoBaHMs  MpodecCcnoHanbHOM  OTBETCTBEHHOCTW  MEAMLMHCKOro  MmepcoHana,
OCYLLIECTBMAOLLEro KIMHUYECKNE UCCrneaoBaHns.

12. B xode nnaHMpoOBaHUSA KIMHWYECKOro MCCnegoBaHWs CNOHCOP NpefocTaBnseT AoCTaTovyHoe
KOMWYECTBO [OOKMMHUYECKUX W (MMK) KIMHWYECKMX AaHHblX O 6He3onacHocTM 1 adhEeKTMBHOCTM
npenaparta, 060CHOBbLIBaIOLWNX €ro NMPUMEHEHUE Y YernoBeka, B AaHHOW NOMynsauun MUCMbITYEMbIX, Npu
NCMNOMb30BaHUW NIIaHNPyeMbIX JO3MPOBOK, KYPCOB U NyTeW BBEAEHUS.

13. CnoHcop MoOXeT npuBnekatb B YCTAHOBNEHHOM MOPSAKE K MPOBEAEHUIO KIMHUYECKOro
nccrnefoBaHus NekapcTBEHHOro CpeAcTBa IopUandeckmx nuu nbor opraHMsaunmoHHO-NPaBoBon (GOpMbI
(Danee - KOHTpakTHas wuccregoBaTenbCkas oOpraHusauus), npyv 3TOM COOTBETCTBUE KIMHUYECKMX
uccrnegoBaHun TpeboBaHMAM 3akoHOA4ATeNbCTBa, a Takke KayeCTBO M MOMHOTY MONYYEHHbIX B XO4e
nccnegoBaHus gaHHbIX obecneynsaeT CroHCop.

14. ®rHaHcUpoBaHMe KNMHUYECKOTro UccrnenoBaHna NekapcTBEHHOTO CpeAcTBa OCyLLecTBnsaeTcs
ns:

- CpeacTB rocyaapCTBEHHOro blooKeTa;

- CPeAcTB CroHcopa B COOTBETCTBUMW C YCMOBUAMWU [OroBopa O MPOBEAEHUN KIUHUYECKUX
nccneaoBaHuii eKapcTBEHHOrO CPeacTBa;

- MHbIX UICTOYHMKOB B COOTBETCTBMU C 3aKoHoaaTeNbcTBoM Kbiprbiackoit Pecny6nuku.

15. ®uHaHcHMpoBaHMEe KIMHUYECKOrO WCCredoBaHUs TekapCTBEHHOro cpeacTsa U3 cpencTs

CMoOHCOpa ocyulecTBndeTcad B (bopme onnaTtbl cYyeTa, COCTaBNEHHOro KrnuMHuMYeckon 6Gason, B
COOTBETCTBMM C AOMOBOPOM O npoBeaeHnn KIMMHNYECKNX nccnegoBaHui JNIeKapCTBEHHOro cpeacTaa.

16. 3anpelyaeTcs onnaTa TpyAa CneumanmncToB KnMHMYeCKom 6a3bl HENOCPEeACTBEHHO CMOHCOPOM,
WHbBIMMW OPUONYECKNMU, @ Takke PU3NYECKMMUN NMuamm, (MHaHCUPYIOLMMK KITMHUYECKOe UccneaoBaHme
nekapCcTBEHHOIO CpeacTBa.

17. YNONMHOMOYEHHLIN TrOCyfapCTBEHHbIM opraH  Kbiprbidackon Pecnybnvkm B obnactm
30paBooxpaHeHns B cdepe obpalleHns neKkapcTBEHHbIX CPEeACTB BMpaBe OTKa3aTb B MpoBedeHUn
KIMHUYECKUX UCCINEAOBaHNI B CrieayloLwwmx cnyyasix:

- npencraeieHne CnoOHCOpPOM UMM UHbIM NMLUOM NO ero (ee) NOpy4YeHUD HEeNnoJIHOro KoMmniekta
OOKYMEHTOB, HeO6XO,D,I/IMI3IX Ona NpUHATUA pelleHna o npoBeaeHnn KInMHNYeCcKoro nceregoBaHus;

- MpeacTaBfeHNe CrOHCOPOM WM WUHbIM FNMLUOM NO ero (ee) MnopyyYyeHuto HeOoCTOBEPHOM
MHdopMauunu;
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- ecnnm ceBegeHma o CI'IeLI,Md)W-IECKOIZ AKTMBHOCTU N TOKCUMYHOCTU J1eKapCTBEHHOIo CpencTBa,
coaepXxallunecda B ot4yeTe U 3aKrintyYeHn o JOKIMMHUYECKUX nccnegoBaHunAax, ABnAKTCA HEJOCTATOYHbIMU
Ona NpUHATUA pelleHnda o npoBeaeHnn KIMHNM4YeCcKoro nccnenoBaHuA.

18. PelueHre ynonHOMOYEHHOro rocygapcreeHHoro opraHa Keipreiackon Pecnybnukn B obnactu
30paBooxpaHeHus B cdepe obpallleHns NnekapcTBeHHbIX cpeacTB 06 OTkase B MPOBeAEHMU KITMHUYECKNX
uccnegoBaHuii MoxeT ObiTb 0BxanoBaHO B NOpsAKe, YCTAHOBMEHHOM 3akoHoAaTenbCTBOM Kbiprbi3ckow
Pecnybnuku.

19. B cny4ae BbISIBEHUS HECOOTBETCTBMA MNPOBOAUMBIX  KIMHWYECKMX  MCCNEeAOBaHWN
3akoHopaTtenbcTBy Kbiprbiackon Pecnybnuku, Hactoswmm [MpaBunam mM NpOTOKOMY  KIMHWYECKOrO
NCCrnefoBaHUs  YNOMHOMOYEHHbIA FOCYyAapCTBEHHbIM opraH Kbiprbiackort Pecnybnvkn B obnactu
30paBooxpaHeHns B cdepe obpalleHusi INeKapCTBEHHbIX CPeACTB BMpaBe MPUHSTb peLleHne o
NPUOCTAHOBIIEHUN KITMHUYECKOro uccrnegoBaHna W O0T3biB€ BblAAaHHOINO paspeweHna OO0 NOoJyiHoro
YCTpaHEeHMs1 HECOOTBETCTBUN.

2. ObecneyeHue npaB, 6€30MaCHOCTN U OXpPaHbl 340POBbA
UCNbITYyeMbIX

20. ®usmyeckoe nULO, KOTOPOMY HasHaA4aeTCs UCCnedyeMbld FekapCTBEHHbIM npenapaT wunu
npenapart CpaBHeHUs1 (Oanee - UCMbITYyeMbI), AAaeT MUCbMEHHOE COorflacke Ha ydacTue B KITUHUYECKUX
NCCrnefoBaHUsAX JeKapCTBEHHOMO CpPeAcTBa. Y4YacTue WCMbITYEMbIX B KIMHUYECKOM UCCneaoBaHUu
nekapCcTBEHHOIO CpeACcTBa siBNSAeTCs JOOPOBOSbHbLIM.

21. WcnbiTyeMblii MMeeT MNpaBO OTKa3aTbCA OT y4yacTuUss B KIMHWMYECKOM WCCReAoBaHUU
nekapcTBEHHOro cpeacTBa Ha Moboi cTagum NpoBeaeHNs ykasaHHOro UccreqoBaHus.

22. He O0NyCKakTCA KIMNMHN4YeCcKune ncenegoBaHnA JIEKapCTBEHHbIX cpencrtse Ha
HeCOBEepPLUEeHHONEeTHNX, 3a UCKIKYeHneM Tex CliydaeB, Korga mccnegyemoe JriekapCrtBeHHoe CpencTtBo
npegHa3Ha4aeTcAa WUCKIMIYUTENbHO OnA JNevYeHuda OEeTCKUX bonesHen unM Korga Uenbk KIMHUYECKNX
nccrnegoBaHnn sSiBnsieTcst nony4vyeHne AaHHbIX O HamnquueVl AO03NPOBKE J1IeKapCTBEHHOIo cpeacrtBa aAnda
neyvyeHna HecoBepLUeHHONEeTHUX. B nocnegHem cny4yae KIMHU4YeCKMM uccriegoBaHmAaM nekapCTtBeHHOro
cpencTtBa Ha HeCOBEPLUEHHONETHUX OO KHbI NpeAllecTBoBaTb UCcrieaoBaHNA Ha COBEpPLUEHHONEeTHUX.

23. 3anpellaeTcs npoBeaeHUe KINMHUYECKUX UCCIIEe0BaHUIA NTeKapCTBEHHbIX CPEACTB Ha:
- HECOBEPLUEHHOMNMETHUX, HE UMELLUX 3aKOHHBIX NpeacTaBuTenei;

- GepeMeHHbIX >KEHLUMHAaxX, 3a WCKMYEeHNMeM Crny4YyaeB, €Cnv NpPOoBOOATCS  KIMMHMYECKue
MCCNEeaoBaHNsA NeKapCTBEHHbIX CPEACTB, MpedHasHauveHHbIX AnA OepeMeHHbIX J>KEeHLIMH, Koraa
HeobxoauMasi MHOpMaUUss MOXeT OblTb MofydeHa TOMbKO MNpU  KMUHUYECKUX WCCredoBaHusAX
neKapcTBeHHbIX CpeacTB Ha GepeMeHHbIX XXEHLUMHAX U Koraa MOMHOCTbI0 MCKIYEH PUCK HaHeceHus
Bpena 6epeMeHHON XeHLWnHe 1 Nnoay;

- BOEHHOCMY>KaLluX;

- NMuax, oTobIBaOLWMNX HaKasaHWe B MecTax NULLIEHNs cBoGOodbl, a TakKe Ha nuuax, Haxoasawmxcs
rof CTpaxew B criefCTBEHHbIX M30NATOpaXx.

24. Tlpu NpoOBeAEHUM  KIIMHWYECKOTO  MCCIeQOBaHUsi  JIEKapCTBEHHbIX  CPeacTB  Ha
HEeCOBEPLUEHHONETHNX HEOOX0ANMO NMUCEMEHHOE Corfacue Nx 3aKOHHbIX NpeacTaBUTenen.

25. [JonyckaloTca KNMHUYECKNE MUCCneaoBaHWUs NeKapCTBEHHbIX CPeacTB, npefHasHavyeHHbIX And
neyeHust NCUXUYeckMx 3aboneBaHun, Ha nuuax C MNCUXMYEeCKMMM 3aboneBaHUsIMU U MPU3HAHHbIX
HegeecnocobHbIMK B MOPSAAKE, YCTAHOBNEHHOM 3akoHogaTeNnbCTBOM Kbiprbidckon Pecnybnuvku.

26. ,D,OFOBOp CTpaxoBaHNA 300pOBbA NauuneHTa, yyYacTtBykouwlero B KIMHM4YECKOM uccnenosaHUn
NekapCTBEeHHOro cpencTBa, 3akrnk4vaeTcd Mmexay CrnoHCOpPOM U MeANLNHCKOM CTanOBOIZ OpFaHVI3aLI,I/IeIZ.

3. Nopsaok MHpopMMpoBaHUSA UCTNILITYEMOrO O KITMHUYECKOM
uccriegoBaHum

27. KnnHnyeckasa 6asa He HauMHaeT uccnegoBaHue, NMoka 3TUYECKUIn COBET, CO3AatoLLMIACA Kak
HEe3aBUCUMBbIN SKCI'IepTHbIl7I opraH un COCTOSALMIA M3 NuL, pa60Ta+ou.u/|x B obnactu MmeanumHbl, Haykn n BHe
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Hayku, B YbWl (pYHKLUMOHamNbHble 06513aHHOCTM BXOAMT obecnevyeHue 3almMTbl npas, Ge3onacHoCTU U
OXpaHbl 300POBbA  MWCMbLITYEMbIX, He o0pobpuT (B NUCbMEHHOM Buae) dOopMy MNUCbMEHHOro
WH(OPMMPOBAHHOIO COrnacusi WM Opyrme Matepuanbl, NpedocTaBnsieMble UCMbITYEMOMY WMW  ero
3aKOHHOMY MpeAcTaBuUTenio.

28. ®dopma NUCbLMEHHONO MHOPMMPOBAHHOINO Ccornacua u Apyrve npegocraBnsiemMble
UCMbITYEMbIM MUCbMEHHbIE MaTepuansl crnefyeT nepecMaTpvBatb MO Mepe MOSBMEHUA BaXHON
nHdopMaLmm, cnocobHOM MNOBMMATL Ha cornacue ucnbityemoro. Hoeble pegakumm opmbl MMCbMEHHOTO
cornacus n Apyrux npegocTaBnsemMbIxX UCNbITYeMbIM MaTepuanos npegsapuTensHO
yTBepXaaTca/ogobpsaioTcs 3aTUYEeCKMM coBeToM. WCnbITyeMbli MM ero 3aKOHHbIN NpeAcTaBUTENb
AOMmKeH BblTb CBOEBPEMEHHO O3HAKOMIIEH C HOBOW WH(popmaumen, cnocobHON NOBMAMATbL Ha XenaHue
npogomkaTb yyactue B uccriegoBaHun. Pakt coolueHus 3ToM  uHopmaumm [ormkeH 6biTb
AOKYMEeHTarnbHO NoaATBEpPXKAEH.

29. Hun nccnenosartesib, HAW ero COTpyagHUKM He OOJDKHbl OKa3biBaTb AaBlieHWe Ha UCNbITyeMoro
Mnn Bbi3blBaTb Yy HEro HeOﬁOCHOBaHHyI-O 3auHTepeCoBaHHOCTb B y4acTun Unn npoaosmkeHnn yvyactma B
ncenenosaHnm.

30. Hu yctHas uHdopMauus, HU NUCbMEHHble MaTepuansl 06 uccrnegoBaHum, BkYas GopMy
NMUCbMEHHOr0  MH(POPMUPOBAHHOIO COrnacusi, He [OSbKHbl coaepxaTb (OPMYMNMPOBOK, NPSIMO
BbIHY>KOAKLMX UCMLITYEMOro M ero 3aKOHHOro NpeAcTaBuUTENs OTKas3aTbCs OT CBOMX 3aKOHHbLIX Mpas
unu gonyckawwmux nogobHoe TonkoBaHue. OHM  Takke He [OIDKHbl COAepXaTb 3asiBreHWw,
ocBoboOXaarLWmMX nccrnegosartens, MeaMUMHCKOe Y4YpexaeHue, CrioHcopa MNnu ero npeacraBuTens oT
OTBETCTBEHHOCTU 3a [AOMYLLEHHYI0 XanaTHOCTb, Wnn OPMYMMPOBOK, MO3BOMAOWMNX NOAOGHYI0
WHTepnpeTaumio.

31. WccnepoBatenb UNU  Ha3Ha4YeHHbIW UM COTPYAHUK AOMKEH B MOMHOW  Mepe
NpouHgopMMpoBaTb UCMLITYEMOrO WX, €ChM UCTbITyeMbI He cnocobeH AdaTb MHGOpMUMpOBaHHOE
cornacue, ero 3akOHHOro npeactaBuTens 060 BCeX 3HaYMMbIX acrnekTax UCCnegoBaHus, B TOM uucne
O3HaKOMUTb €ero C MH(OPMALMOHHBIMW MaTepuanamu, yTBePKOEeHHbIMU/OA0OPEHHbIMN 3TUYECKUM
COBETOM.

32. YcTHas wuHdopmaums M NUCbMEHHble MaTepuanbl 06 uccrnegoBaHun, BkMYas dopmy
NMUCbMEHHOro MHAOPMMPOBAHHOIO COrNacus, MO BO3MOXHOCTW, HE AOIPKHbI CoAepXaTb crneumanbHbiX
TEPMVWHOB W AOIMKHblI OblTb MOHATHLI WUCNBITYEMOMY WNW €ro 3aKOHHOMY MpeAcTaBuUTENo U, €Crnu
notpebyeTcs, He3aMHTEPEeCOBaHHOMY CBUAETENHO.

33. Nccneposatene mnu ero COTPYAHWK OOIMDKEH A0 NOSydyeHUs UHOPMMPOBAHHOMO COrnacus
AaTb WUCMbITYEMOMY WM €ro 3aKOHHOMY MNPeACTaBUTEN OOCTaTOMHOE KOMMYEeCTBO BpPEMEHU Anis
NPUHATUA peleHns o6 yvacTum B WCCregoBaHUM W MpPefocTaBUTb  BO3MOXHOCTb — 3amnpoCUTb
WHopMaLMo 0 NoapoBHOCTSX UCMbITaHUs. MCnbITyeMbld UM ero 3akOHHbLIN NpeacTaBUTENb LOMKEH
nony4nTb Uc4epnbiBaloLwne OTBETLI Ha BCe BOMPOCHI 06 nccnegoBaHmm.

34. [Jo BKMIOYEHNS WCMBLITYEMOrO B MCCNeOBaHWE OH CaM WK €ro 3akOHHbIN NpeacTaBuTENb U
nvuo, NpOBOAMBLUEE pasbACHUTENbHYIO 6Oecedy, MoAnUCHLIBAOT W AaTUpyT opMy MMCbMEHHOMO
MHAOPMMPOBAHHOIO cornacus.

35. EcnvM ucnbiTyembli UNW €ro 3akOHHbIW npeacTaBUTeNb HE MOrYT 4uTaTb, B TeYeHMe BCEN
pa3bsiCHUTENbHOWN Gecenbl 4OMKEH NPUCYTCTBOBaTb HE3aMHTEpPeCcoBaHHbIM cBuaeTenb. MNocne Toro kak
MCMNbITYeMOMY WM €ro 3aKkOHHOMY MpeacTaBUTENO NPOYUTANN N PasbACHUIN coaepXaHne NMMCbMEeHHOro
MHOOPMUPOBAHHOIO COrFfacus U OpYrMx MpenocTaBfsieMblX MaTepuarioB, OH UMM €ro 3aKOHHbIM
npeacTtaBUTenb [OalT YCTHOE CorfacMe Ha yyacTue B UCCregoBaHUMM W, €ecnvM  CnocobHbl, TO
MOANMCHLIBaOT M AaTUpYOT hopMy cornacus. MNocne aToro cBuaeTenb Takke CTaBUT AaTy M NOANUCH Ha
dopMe NUCbMEHHOIO corfacusi, YeMm MOATBEPXAAET, 4YTO WHopMaLWUs, coaepXkKallasicd B 3TOM
OOKYMEHTEe M OpyrMx martepuanax, pasbsCHeHa W, cyast Mo BCeMy, MOHATHA WCMbITYEMOMY WU €ro
3aKOHHOMY MPEACTaBUTEMIO U YTO MHAMOPMMPOBAHHOE COrfacue Ha ydacTue B UCCredoBaHUW [aHo
A06poBOSbHO.

36. B pa3'bF|CHVITEJ'IbHOl7I becepge ¢ NCNbiITyeMbiIM UMK €ro 3aKOHHbIM MNpeacrtaBuTenem, B cbopme
NMNCbMEHHOIo VIHCbOpMVIpOBaHHOFO cormacuna un gpyrmx npenoctablideMbliX UCMbITyeMbIM MaTepuanax
OOIMKHbI ObITb 3aTPOHYThI criegyrLuimne Bonpochl:
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a) nccnenoBaTeNbCKUA XapaKTep NUCCrefoBaHNs;
0) 3agauym uccnegoBaHus;

B) NneveHne nccrnegyembiM npenapaTtom U BEPOATHOCTb Cly4yalHOro nonagaHusi B ogHy U3 rpynn
nccnenoBaHus;

r) npouenypbl UCCNeSOBaHWSA, BKIIOYAs MHBA3MBHbIE MPOLLEAYpbI;
) 00513aHHOCTN NCMNBITYEMOTO;
€) npoueaypbl UCCNefoBaHUs, HOCSLLME SKCNIEPUMEHTAaNbHBIN XapakTep;

X) Heyao6cTBa ONs UCMbITYEMOro, a Takke OGBbEKTUBHO NpeackasyeMmblil PUCK Kak ONs caMoro
MCMbITYEMOro, Tak U ANs aMOpUOHa, nnoda unm rpyaHoro pebeHka;

3) 0OBEKTUBHO OXuMaaemasi nosfb3a. B criydae ecnu nccnegoBaHue He MMeeT TepaneBTUYeCKUX
uernen, HeobxoaMMo CoobLLMTL 06 3TOM MUCMbITYEMOMY;

I/I) apyrune Buabl MeOMKaMEHTO3HOro uUnm HemegukamMmeHTO3HOro JievyeHusd, KOTopble MOryT ObITb
Ha3Ha4YeHbl UCMNbITyeMOMY, a TakXe X NnoTeHuuaribHble NoJsib3a N pUCK;

K) KOMMNeHcauusa wu/wnm nedyeHue, Ha KOTOpble MCﬂbITyeMbIVI MOXeT paccyutbiBaTtb B Cliy4dyae
HaHeCeHnA Bpeaa ero 3opoBbio B XoAe 1UccriegoBaHuA,

.I'I) pasamMmep BbiMJ1aT WUCNbITyeMOMY, €CIliM TaKoBble nNpeaycMoTpeHbl, nponopunoHanbHO
ONNTENTbHOCTU ero y4actua B UCcregoBaHnu;,

M) pacxofbl WCMbITYEMOro, €cnv TaKOoBble OXWAAKTCS, CBsA3aHHble C €ero yyactuem B
uccnegoBaHUU;

H) yyacTue B uccnegoBaHuu ABNAeTCA OOOPOBOSbHLIM, U UCMLITYEMbIA MOXET OTKas3aTbCs OT
yyacTuss B WUCCNeAoBaHUM unu BbiObITb M3 Hero B N0OGON MOMEHT 06e3 Kakux-mbo CaHKUMW unu
yLLIEMMNEHNSI CBOMX NpaB Ha Apyrue BUabl Ne4YeHns:;

0) MOHMWTOPbI, ayaAUTOPbI, 3TUYECKUIA COBET U YNOSIHOMOYEHHbIE PErynsaTOpHble OpraHbl nonyyaT
HenocpeAcCTBEHHbIM AOCTYN K 3anvMcaM B NEPBUYHON MeOUUMHCKOM [AOKyMEeHTauuu WUCMbITYyeMoro B
obbeme, onpegeneHHoOM COOTBETCTBYHOLUMMM 3aKOHaMW W MOA3AKOHHbIMU akTamu, AN NPOBEpPKU
npouenyp WWNM [AaHHbIX KIMHUYECKOrOo WCCnefoBaHuWs, He Hapywasi npu 3TOM  aHOHWMHOCTU
ucneityemoro. NognuceiBas opMy MMCbMEHHOMO MHPOPMUPOBAHHOTO COrfacus, UCMbITYeMbIA UK ero
3aKOHHbIN NpeAcTaBuTeNb AaeT pa3peLleHre Ha 4OCTYN K 3TOM OOKYMeHTauuu;

I'I) cBeaieHuA, WJ,eHTMd)I/ILLI/IpyI'OLLI,MG JNTIMYHOCTb UCMNbITYyEMOrO, 6y,El,yT COXpPaHATbCA B TanHe n MoryT
ObITb pacKkpbiTbl TOJIBKO B npeaenax, YCTaHOBIIEHHbIX COOTBETCTBYHOLWMMN 3aKOHaMU n/vnn
NoA3aKOHHbIMMN  aKTaMW. I'IpM I'Iy6J'II/IKaLI,MI/I pe3ynbTatoB uUccneaoBaHMA aHOHMMHOCTb WUCNbITyeMOro
6y/J,eT COXpaHeHa;

p) I/ICI'II:ITyEMbIIZ WUNn ero 3aKOHHbIN npencrtaBUTENb 6yp,eT cBOeBpeMeHHO O3HaKoOMJ1eH C HOBbIMU
cBeJeHUAMKU, KOTOpble MOryT noBIMATb Ha XenaHne UucnblITyemMoro npoaosikntbe Yydactune B
ncenegoBaHnm,

C) CMMCOK Nu1L, K KOTOPbIM MOXHO 06paTuTbCa ANs NonyYyeHust 4ONONHUTENbHONW nHdopmauum o6
MUCCrNefoBaHMN UM NpaBax WUCMbITYEMbIX, @ TaKKe CNeumnanucToB, C KOTOPbIMU MWCMbITYEMbIA MOXET
CBSA3aTbCS B CNyvae HaHeCeHUs Bpeaa ero 340opoBbio B Xo4e UccneaoBaHus;

T) BO3MOXHble OOCTOSATENbCTBA W/MMM  MPUYMHBI, MO KOTOPbIM Yy4yacTWe UCNbITYeMoro B
nccrnegoBaHUM MOXeT ObITb MpeKpaLLeHo;

y) Nnpegnonaraemas AnNMTenNbHOCTb Y4aCTUs UCTIBITYEMOTO B NCCIe40BaHNN;

&) NpnbnmanTensHOe KONMMYECTBO UCTLITYEMBIX, YHaCTBYOLINX B UCCIEeA0BaHWM.

37. [lo BKMOYEHUSA MCNBITYEMOro B UCCIegOBaHNEe OH UMW €ro 3aKOHHbIM NpeacTaBuTeNb OOIDKEH
nony41MTb NOAMNUCaHHbIA, AAaTUPOBAHHBIA 3K3eMNAp (opMbl MHPOPMUPOBAHHOIO corfacus u apyrue
MHOPMaUMOHHbIE MaTepuransl. Konuv gatnpoBaHHOWM M NOAMUCAHHOM UCTBITYEMbIM UMK €70 3aKOHHBIM
npeacTaBUTENEM HOBOW pedakuum OpMbl corfmacus M MnonpaBokK K APYrUM  MHAOPMAaLMOHHBLIM
MaTepuanam nepegatTcst eMy B Xo4e UCCrNeaoBaHus.

38. Ecnv B KNMHUYECKOM UCCMeA0BaHUM y4acTBYHOT UCTbITYEMbIE, KOTOPbIE MOTYT ObiTh BKIIOYEHbI
B MCCreJoBaHWe TOMIbKO Ha OCHOBaHUM COMflacusi MX 3aKOHHbIX npeacTaBuTenen (Hanpumep,
HEeCOBEpPLUEHHOMNETHNE, MauUMEeHTbl C BblpaXeHHbIM craboymuem), WCNbITyeMoMy [ofkHa ObiThb
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npenoctaBneHa OOCTynHada ero noHuMMaHuko I/IH(bOpMaLI,I/Iﬂ 006 wnccnemoBaHuK, U, ecnu I/ICI'IbITyeMbIIZ
cnocobeH, OH NOANUCLIBAET U CTaBUT narty B NIMCbMEHHOM I/IH(bOpMVIpOBaHHOM cornacun.

39. Ecnun ncnbITyeMbli HAXOAUTCS B HEOTMOXHOM COCTOSHUW U Y HEro HEeBO3MOXHO MOMyYuTb
corrnacue Jo BKIIOYEHMS B UCCNeAOBaHWE, OHO LOIMKHO ObITh MOMYy4YEHO Y ero 3akoOHHOIo NpeacTaBuTens,
ecnu nocrnegHUn npu aToMm npucyTcTeyeT. Korga HEBO3MOXHO MOMyy4uTb NpeaBapuTenbHOe cornacue
UCMbITYEMOr0O W OTCYTCTBYeT €ero 3akOHHbI npeAcTaBuTeNb, [AMfS BKMAYEHUS UCMbITYeMOro B
nuccrnefoBaHue [OSMKHbl OblTb NPEANPUHSATHI Mepbl, NPEAYCMOTPEHHbIE MNPOTOKONOM W/MnW ApYrum
OOKYMEHTOM, YTBEPXOEHHbIM/OOOOPEHHBIM 3TUYECKMM COBETOM Afs 3awuTbl npaB v Gnarononyyus
UCMNbITYeMOro, rapaHTun ero 6e3onacHocTn M cobnogeHus OerCTBYIOLWMX HOPMaTUBHbBIX TpebGoBaHWUi.
McnbiTyeMbid uMnM ero 3akOHHbIM npeactaBuTenb LOMKeH OblTb NOCTaBneH B M3BECTHOCTb 00
nccnegoBaHMM B KpaTyanliMe CPOKWU, M OT HEro AOSMKHO ObITb MOMy4YeHO cornacue Ha MpPOAoShKeHue
UCMbITaHWsi B COOTBETCTBUM C NYHKTOM 36 HacTosawwmx lMpaswmn.

4. MeanumMHCKas NoMoLlb UCNbITYeMbIM

40. KBanuduuumpoBaHHbIN Bpad, SABMASIOWMNCA MCCregoBaTeneM, WM ero COTPYAHUK HeceT
OTBETCTBEHHOCTb MO BOMNpPOCaM OKasaHus MegULMHCKOW NMOMOLLM B pamMKax uccrnenoBaHus.

41. B npouecce KMUMHUYECKOTO MCCMNeAOoBaHUA W MOCME €ro OKOHYaHWs uccrnefosaTtenb U (Unu)
KNUHUYeckasi 6a3a 40MmKHbI 06ECNeUNTh OKasaHWe UCTbITyeMOMY HEOGXOAUMON MeaULMHCKON NMOMOLLM B
cryyae nioGblX BbISIBNEHHBIX B XOA4E WCCMNEdOBaHWA HeraTVBHbIX MPOSIBNEHUIA, BKIOYAs KIMHUYECKM
3Ha4YMMble M3MeHeHUs! NaGopaTopHbIX NokasaTenen.

42. Wccneposatenb UM (Mnun) KnvHudeckas 6Gasa o00s3aHbl  CcOOBWMTE  UCMBITYEMOMY O
HeobxoaMMOCTM NeveHust 3a6oneBaHWI, BbISIBNEHHbLIX B XOA4E UCTbITaHusI.

43. WccneposaTenio cnegyeT cooOWMTb y4acTKOBOMY (CemenHomy) Bpady o6 yyactum
UCMbITYEMOrO B MWCCReAoBaHUKW, ecrnv OH HabnigaeTcs y y4acTKOBOro (CeMenHoro) Bpada M He
BO3paXkaeT NpOTMB YBEAOMIIEHUS NOCNEAHErO.

44, XoTa ucnblTyeMbln N He 06513aH coobLiatb 0 NpuyMHax, NodyauBLLMX ero 4OCPOYHO npepBaTb
yyactme B MUCCrefoBaHuW, MccnegoBaTeslb AOMKEH MOMbITATbCS BbIACHUTL 3TW NMPUYMHBI, HE Hapyluas
npv 3TOM npasa UCMbITYyEMOro.

5. 3Tnyeckum coset

45. OcHoBHas 3agjaya 3TMYECKOro coBeTa - 3aluTa MpaB W 300POBbs WUCMBITYEMbIX, a Takke
rapaHtust ux 6GesonacHoctn. Ocoboe BHWMaHWe yAensieTcss TeM KIMHWYECKUM UCCIie[oBaHUsM,
y4YaCTHMKaMM KOTOPbIX MOryT OblTb UCMbITyeMble, 4Ybe [O0OpPOBOMbLHOE corflacMe Ha yvactve B
KMUHWUYECKOM UCCIefoBaHNM MOXET OblTb pesynbTaToM WX 4Ype3MepHON 3auHTEPECOBaHHOCTHU,
CBsi3aHHOW ¢ 06OCHOBAHHLIMW UMM HEOOOCHOBaHHBIMU NPEACTaBNEHUSIMU O NPEUMYLLECTBaX y4acTus B
uccnenoBaHny  (MnNK) ¢ CaHKUMSIMU CO CTOPOHbI PYKOBOACTBA B Crydae oTkasa.

46. JTu4yeckne COBETbl CO3AAKTCA YMNONHOMOYEHHbLIM FOCYAApPCTBEHHBLIM OpraHoM KbIprbi3ckom
Pecnybnvkn B obBnactu 3gpaBooxpaHeHWss B cdpepe obOpalleHWss neKkapCTBEHHbIX CPeacTB U
yupexgeHusamMmn 30paBoOXpaHeHns. OTudeckun coBeT OpMUPYETCs M3 4ucna npodeccrMoHanbHbIX
Bpayen, 1pucToB M npeacrasnTeneln obLwecTBeHHbIX opraHM3aumin. NepcoHanbHbIi COCTaB 3TUYECKOTO
coBeTa yTBepXOaeTcs YMONMHOMOYEHHbIM TOCYAapCTBEHHbIM opraHoMm Kbiprbiscko Pecnybnvkvu B
obnactu 3gpaBooxpaHeHus B cdepe obpalleHus nekapcTBeHHbIX cpeacts. CocTaB aTMYECKOro coseTa
yypexaeHns 30paBoOXpaHeHns yTBePXXaaeTCs ero pykoBoamTenem.

47. OTNYECKMIA COBET AOIMKEH nosiy4ynTb Ha pacCMOTpeHue crnegyruwmne JOKYMEHTbI:
- NPOTOKON nccrnenoBaHMAa n nonpaBku K HEMY;

- MACbMEHHYIO (*)opMy MHd)OpMVIpOBaHHOFO cornmacnma wn ee nocnegywuwune penakuum,
npegnaraemMble nccriegosartesieM ana ncnosib3oBaHnA B UCCriegoBaHnu,

- MaTepwuasbl Ans Habopa UcnbiTyeMblX ANs y4acTusi B UccrieqoBaHuy (Hanpvumep, o6baBneHust) u
ApYyrve NCcbMeHHble MaTepuarnsbl, NPeoCTaBseMbIE UCTLITYEMOMY;

- BpoLutopy uccneposarens;
- UMetoLLYytoCS MHpopMaLmio Mo 6e30nacHOCTM UCCeayeMOoro nekapcTBEHHOro npenapaTa;
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- Mchopmau,mo O BbiMJ1atax n KoMneHcaumnax NCnbiTyeMbiM;

- TeKyllylo Bepcuio HayydHom Ouorpacdmm wuccnegosartenst (curriculum vitae) w/wnm gpyrue
mMaTepwuarnbl, NOATBEPXKAAOLLME ero kKBannpukauuio;

- nobble gpyrve AOKYMEHTbI, KOTOpble MOTryT NoTpeboBaTbCA 3TUHECKOMY COBETY AS1S UCMOSTHEHUS
CBOMX 00s13aHHOCTEN.

48. 3OTudeckuMi COBET [JOMKEeH B pasyMHble CpOKUM paccMmatpuBaTb BOMPOC O MNpoBeaeHUU
KITMHMYECKOro unccnefoBaHUa M gaTb 3akfioyeHue B MUCbMEHHOM Buae, TOYHO YyKasbiBas HasBaHue
ncenenoBaHnda, pacCMOTpeHHble OOKYMEHTbl U OaTy BblIHECEHUA OAHONo M3 crnegyrwmx BO3MOXHbIX
peLleHnit:

- pa3pemeH|/|e/01:|,o6peH|/|e Ha nposegeHne KInnHnM4eckoro nccriegoBaHuA,

- TpeboBaHME O BHECEHUW W3MEHEHWA B MNPEACTABEHHYID OOKYMEHTauuo Ans MnonyyYeHust
pa3pelleHus/ofobpeHus Ha NPOBEAEHUE UCCNEOBaHNUS;

- OTKa3 B paspeLueHnm/ogobpeHnn Ha NpoBedeHNE UCCNeLOBaHNS;

- OTMeHa/FIpI/IOCTaHOBJ'IeHI/Ie OEeNCTBMS OaHHOro paHee pa3peLueHMﬂ/01:|,o6peH|/|;| H npoBeaeHue
ncenegoBaHnA.

49. 3TU4ecknin CoBeT OLEHMBaET KBaJ'IVI(bI/IKaLI,VIIO ncenegosarend Ha OCHOBaHUM UMEKLLUXCA Yy
Hero OOKyMEeHTOB Ha HacTOALWMIA MOMEHT U (VIJ'IVI) apyrmx HeobXoaAMMbIX mMaTepuanos, NoJiy4eHHbIX Nno
3anpocy aTn4eCcKoro coeerta.

50. B npouecce nccnegoBaHns aTUYMECKUIA COBET NEPUOONYECKM pacCcMaTpuBaeT JOKYMEHTaLMo C
4YacTOTOWN, 3aBUCSLLEN OT CTEMEHU pUCKa, KOTOPOMY MOABEPralTCs UCMbLITYEMbIE, HO HE peXe OAHOro
pasa B rop.

51. 3Tnyeckunin coseT MoXeT noTpeboBaTb, YTOObLI UCTBITYEMBIM MOMUMO MHPOPMaLUK, YKa3aHHON
B NyHkTe 36 HacToswux NpaBun, OblnvM NnpeaocTaBneHbl AONOMNHUTENbHBIE CBEAEHNS 06 nccnegoBaHum,
€Cnu, N0 MHEHUIO 3TUYECKOro CoBeTa, 3TO HE0BX0AUMO ANA 3aLUMThl MpaB U 300POBbS UCTLITYEMbIX.

52. Ecnu cornacve Ha yyacTMe WCMbITyeMOro B WUCCRegoBaHUW [aeT ero  3aKOHHbIN
npeacTaBuUTerb, 3TUMECKMI COBET JOSMKEH yBeanTbCs B TOM, YTO B NPeAOoCTaBeHHOM NpoToKone v (unm)
APYron JOKyMeHTauuy NONHOLEHHO OTPaXKeHbl 3TUYECKMEe acnekTbl 4aHHOIo NccrneoBaHms.

53. Ecnn NPOTOKOJT KIMMHUYECKOro wuccrenoBaHuAa yKasdblBaeT Ha HEBO3MOXHOCTb MOJyYeHUd
cornacuma uncnblTyemoro unn ero 3akoOHHOro npeacrasutend O MOMEHTa BKIMKOYEeHUA UCNbITyeMoro B
nccnegoBaHune, 3TUYECKNIA COBET OOMKEH y6e,El,I/ITbCF| B TOM, 4YTO B nNpegoctaBsieHHOM MPOTOKOJ1€e U (I/IJ'II/I)
E,pyFOIZ OOKYyMeHTauun nofTHOUEHHO OTpaXXeHbl 3TU4eCKMe acCnekTbl 3TOro nccrnenoBaHuA.

54. 3Tnuyeckuii coBeT paccMaTpuBaeT NOPSAOK Y CYMMbI BbIMNAT UCMbITYEMbIM, YTOGbI Y6eanTbCs
B OTCYTCTBUM HEOBOCHOBAHHOW 3aMHTEPECOBAHHOCTU UMW NMPUHYXOEHUS UCMbITyeMblX. Pasmep BbinnaTt
[0IKeH GbiTb MponopLMoHaneH AMUTENbHOCTM Y4acTUs UCMBLITYEMOro B MCCNedoBaHWM U He OOMKeH
MOMHOCTLIO 3aBUCETb OT TOro, y4yacTBoBan NN UCMbITYEMbIA B UCCNeQoBaHUMM B TeYeHWe BCero
YCTaHOBIIEHHOrO MPOTOKONIOM BPEMEHN.

55. OTuyecknii coBeT [JoMKeH ybeoutbca B TOM, YTO WHopmauus o MatepuanbHOM
BO3HarpaxxaeHun UCnbITyeMblX, BKMOYas MeTOAbl, CYMMbI U MOPSOOK BbIMMAAT, NOMHOCTLIO OTPpaXeHa B
dopMe NMUCbMEHHOro MHPOPMUPOBAHHOIrO cornacusa n (Mnu) Apyrux maTepuanax € ykasaHueM aTana
nuccnenoBaHus.

56. OTnuecknin coBeT OO/MKEH MMETb B CBOEM COCTaBe AOCTAaTOYMHOE YMCNO Nuu, CyMMapHO
obnapgarwmx HeobXxoaAMMbIM CyMMapHbIM OMNbITOM " KBaJ'IM(bMKaLI,VIeIZ ana nposegeHus 3KCI'IepTHOl71
OUEHKN Hay4HbIX, MeOANUNHCKUX U 3TUYECKMX aCneKkToB MniiaHMpyemoro mccrnenoBaHus. PeKomeH,u,yeTcg
BKIlO4EeHUEe B COCTaB 3TUYECKOro coeeta:

a) KaKk MMHUMYM NATU YNIEHOB;
0) KaK MMHUMYM OZHOTO YfeHa, He ABMSOLWErocs Hay4HblM paboTHUKOM;

B) KakK MWHNMYM OQHOoro YrneHa, HE ABndroLlerocd COTPYAHUKOM MeauLMHCKOIro
y‘-lpe)K,El,eHI/IFl/KJ'II/IHI/I‘-IeCKOIZ 0asbl, rae npoBOANTCA UccregosaHue.
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TonbKo YneHbl 3TUYECKOro CoBeTa, KOTOpPbl€ HE 3aBUCAT OT UCcriegoBaTtend unn crioHcopa, MoryTt
npuHMMaTb Yy4dactme B TrofloCoBaHMM NO  BOMNPOCY paspeLueHMﬂlop,o6peHv|ﬂ Ha npoBeaeHune
nccneaoBaHna. ATUHECKUIA COBET OOMKEH BECTU CMMCOK CBOUX YNEHOB C YKa3aHnem ux KBaJ'II/Id)MKaLI,I/IVI.

57. 3Tuyeckuin coBeT AOMKEH OCYLLECTBNATL OEATENbHOCTb B COOTBETCTBUM C OOKYMEHTANbHO
0POPMMEHHbIMU CTaHOAPTHBIMWU OMepaLMOHHbBIMU NpoLeaypamMu, BECTU OOKYMEHTaUUIO B Xo4e CBOeWn
paboTbl U NPOTOKONMpOBaTb CBOM 3acefaHusi. Ero geatenbHOCTb JOMKHA COOTBETCTBOBAThL MpaBuiaM
GCP n gencTByoWUM HOPMaTUBHBLIM TPEBOBAHNSIM.

58. OTnyeckun coseT OOMKEH 0OBABNATL O npoBeaeHnn cBounx 3acefaHun un NPUHNMaTb pelleHnA
npu Hann4nm KBopyma, onpenerieHHoro COOTBeTCTByIOLLI,eIZ CTaH,CI,apTHOI7I OI'IepaLI,I/IOHHOIZ npou,e/:l,yp0|7|.

59. MNpaBo ronocoBaTthb/BbiCKa3bliBaTb CBOE MHEHME W/UNN PEKOMEHAALUN UMEIOT TOSIbKO T€ YNEHbI
3TUYECKOro CoBeTa, KOTOPblE NMPUHMMAIOT HEMOCPEACTBEHHOE y4YacTUe B PAacCMOTPEHMM OOKYyMEHTauun
Nno MccneaoBaHWIO U ero 0bCyXaeHuio.

60. WccnepoBatenb npegoctaBnaeT WHGOpPMaUMO B 3TUYECKUMIA COBET Mo NoObIM acnektam
ncecnenoBaHnd, OOHAKO He MOXEeT YydacTBoBaTb HWM B MPEeHuAx, HW B TOJfiloCOBaHMKU NO BOMPOCY
paspelueHus/ogobpeHns Ha NpoBedeHne nccnegoBaHni.

61. OTuyeckmn coBeT MoxeT npuberatb K NMOMOLLUM HE3ABMCUMbIX IKCMNEPTOB MO cneumnanbHbIM
Bonpocam.

62. DTUYECKUIN COBET JOIMKEH:

1) MMeTb AOKyMeHTanbHO O(OpMIEHHble CTaHOapTHble NPOLEAypbl, KOTOpble LOBOAATCA A0
CBeOeHus opraHn3aLmnin-pa3paboTYMKOB NEKAPCTBEHHbIX CPeacTB;

2) cobntoaaTb NONOXEHWs, pernaMeHTUpytoLme ero AeaTenbHOCTb;

3) cBoeBpeMeHHO, B TeveHne 10 gHewn, B NMCbMEHHON bopmMe COoBLWMTL uccrnegoBatento n (Mnm)
YUpEeXOEHVIO  30paBOOXPaHEHUsT O pe3ynbTaTax pacCMOTPEHUSI  MaTepuanoB  KITMHUYECKOTO
nccnegoBaHus NekapCTBEHHOMO cpeacTBa U NPUHATBLIX PEKOMEHAAUMSIX, B TOM YMCne NpuYnMHax oTkasa;

4) XpPaHNTb [OOKyMeHTauuto (CTaHﬂ,apTHble npouenypbl, CNUCKM 4YiieHOB C YyKa3aHuemM poaa
OeATEerNIbHOCTN N MeCTa paGOTbI, npeacrtaBlieHHble Ha paCcCMOTpEeHNE OOKYMEHTbI, MPOTOKOJIbI 3acegaHumn
n KOppeCI'IOHﬂ,eHLI,VIIO) HE MEeHee TpeX JNeT nocle 3aBepleHna nccriegoBsaHnAa U npeaocrtaBiiaATb €€ Mno
Tpe6OBaHVI}O 3anHTEepeCcoBaHHbIX OPraHOB B MNnpeaersrnax nx KoMmneTeHuun.

63. WccnepoBatenu, opraHusaumsi-pa3paboTumk, 3aMHTepecoBaHHble OpraHbl B npedenax ux
KOMMETEHLMN MOTYT 3anpoCUTb Yy 3TUMECKOIO COBETa CTaHAapPTHbIE NPOLeAYPbl Y CMMCOK ero YreHoB.

6. ObecneyeHmne KauyecTBa KNUHUYECKUX UccrnegoBaHumn

64. PykoBoauTenb opraHusaumm 3gpaBoOXpaHeHusl, NPOBOASALLErO KMUHWYECKME WUCCreLoBaHUS
nekapcTBEHHOro cpeacTtea (knuHnyeckasa 6asa), yrBepxaaeT nporpaMmmMy KIMHUYECKOro nccrneaoBaHus m
Ha3Ha4yaeT ee pykoBoaMTENS.

65. PyKOBODMTeJ‘leM nporpamMmmbl yKa3aHHbIX nccrnegoBaHnin MoXxeT OblTb Ha3HaudeH Bpay co
CTaxem pa60TbI no nporpamMmmamM KrnnHNYecKmnx nccrnegoBaHmin NleKapCTBEeHHbIX CpencTB He MeHee OBYX
ner.

66. lMporpamma KIMHUYECKUX MWCCIeQoBaHUiA NEeKapCTBEHHOro CpeacTBa paspabaTtbiBaeTcs C
yyacTMeMm 3TUYECKOro coseTa.

67. PykoBoguTenb nporpamMMbl KITMHUYECKUX WUCCREAOBaHUN NeKapCTBEHHOIO CpeAcTBa AOHKEH
ObITb O3HAKOMIIEH C pe3ynbTaTaMu JOKIMHUYECKUX UCCenoBaHMA AaHHOIO NIeKkapCTBEHHOrO cpeacTea u
MMEeEeT MpaBoO Ha nosydeHue nobon LONONMHUTENBHONW MHAOPMAaLMK, OTHOCSLUMACA K AOKITMHUYECKAM
nccnegoBaHMsM YKa3aHHOIO NIekapCTBEHHOIO CpeAcTBa.

68. PykoBoautenb nporpaMmmbl  KIMHUYECKUX UCCREeAOBaHWW feKapCTBEHHOro cpencTea
ocyliecTBnsieT Habop nauMeHToB, KOTOpble MO MeAMUUHCKMM MoKa3aHWUsIM MOTyT ObiTb MpMBREYEHb! K
y4acTUio B KNMHUYECKUX NCCNeaoBaHUSIX NekapCTBEHHOIO CPeACcTBa.

69. WccnepoBatenb [omkeH 3HaTb WM cobnogaTte Hactosiwme [paBuna wu  AercTBylowme
HOpMaTuBHbIE TpeboBaHus.
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70. WccnenosaTtenb [OOMKeH MMeTb oBpasoBaHue, MNpodecCcuMoHanbHy MOoAroTOBKY W OMbiIT,
Mo3BONAKLIME €My OCYLIECTBNATL Haafexallee MpoBedeHUe  KINUHUYECKOro  UccreaoBaHus
neKkapcTBEHHOro CpeacTaa.

71. WccnepoBaTtenem MoxeT ObiTb HasHadeH Bpay CO CTaxXem paGOTbI no nporpamMmmam
KITMHUYECKMX nccnegoBaHum NekapCTBEeHHbIX CpeaCcTB HE MeHee OBYX JeT.

72. WccnepoBaTenb [O/MKEH UMMEeTb B CBOEM  PacropshkeHWM  [OCTaTOMHOE  YMCHO
KBanMULMPOBaHHBIX COTPYAHMKOB U COOTBETCTBYHOLLYID MaTepuanbHO-TEXHWYeCKylo Gasy (B TeuyeHue
BCEro Cpoka MccregoBaHusl) AN NpoBedeHWUsl UCCredoBaHWs KadecTBeHHbIM U GesonacHbiM Ans
UCMbITYyeMbIX 06pa3om.

73. Nccneposatenb OomkeH BbiTb O3HaKOMMEH C pesynbTaTamyl OOKMUHUYECKUX WUCCreaoBaHui
M3y4aemMoro nekapcTBEHHOro cpeacTsa M MMEeTb NpaBoO Ha nomnyvyeHue mnobon A0ononHUTENbHOM
MHOPMaLMM, OTHOCSLLENCA K AOKITMHUYECKUM UCCNEAOBaHUSIM.

74. VccnepoBaTenb AOMmKeH ybeouTbCA B TOM, YTO MepcoHarn, NPUHUMAKWWA y4dacTve B
nccrnegoBaHUKM, O3HAKOMMEH C NPOTOKOMOM, MHOpMauumen O npenapate M €O CBOMMWU (DYHKUMAMU U
0053aHHOCTSIMU B UCMbITAaHUN.

75. WccnepoBaTtenb [OMMKEH OCYLWEeCTBUTbL Habop nauuMeHToB, KOTOpble MO  MeAULMHCKAM
nokasaHmsm MoryT ObiTb MpUBRAEYEHbl K y4acTUO B KIMHWYECKOM MWCCredoBaHUM JeKapCTBEHHOMO
cpeacrsa.

76. WNccneposatenb u (VIJ'IVI) KNUHU4Yeckast 6asa He [OMKHbI npenAaTcTBoBaThb MNpoBEAEHUIO
npouenyp NOCTOAHHOIO KOHTPONA KIMHUYEeCKOro uccriegoBaHua, C60py OaHHbIX U npencraBneHuno
pe3ynbTaTtoB COrMacHO HacCTodlnm I'IpaBMnaM, CTaHOapTHbIM npoueaypamMm 1M NpoOTOKOIY KIMMUHUYECKOro
ncenegoBaHnAa (p,anee - MOHI/ITOpI/IHF), a TakKke He3aBMCUMOW OLEHKe COOTBETCTBUS nposogumMmoro
KIMMHWYEeCKOoro wuccnegoBaHna u OeATellbHOCTU €ero y4YacTHUKOB TpGGOBaHVIﬂM 3aKoHoO4aTeNnbCTBAa,
KOTOpaa npoBoAUTCA B Lenax noaTBepXxXaeHus q.)aKTa KNMUHUYECKOro nccrnegoBaHna n rocygapCrBeHHOro
KOHTpOsA.

77. WccnepoBatenb MOXET MPUHATbH peLleHue O MpekpalleHUn KIMHUYECKOro uccreaoBaHus
nekapCcTBEHHOro CpefcTBa B Cryyae, ecriv B mpouecce ero nposefeHus obHapyKeHa onacHoCTb Ans
300POBbS UCTILITYEMBbIX.

78. Wccneposatene M (Mnu) knuHUYeckass 6asa  [OMKHbI NPOBOAWUTbL  UCCReLOBaHWE B
COOTBETCTBMM C MNPOTOKOSIOM, OO0OpPEHHLIM 3TUYECKMM COBETOM, COrfacoBaHHbIM CO CMOHCOPOM U
paspeLlnTenbHbIMM OpraHamu.

79. [oroBopeHHOCTb Mexay uccrnegoBatenem u (Mnu) KNnHMYeckom ©ason M opraHvsaumen-
pa3paboTynkoM OUKCMPYETCS MPOTOKOIOM UMW OTAENbHBIM COrnalleHNEM.

80. UccnepoBaTtenb u (Mnn) kKnNMHMYeckast 6asa He JOMKHbI JOMNycKaTb OTKIIOHEHMIA OT MPOTOKOMa
UM BHOCUTb B HEro M3mMeHeHus 6e3 cornacusi CnoHcopa 1 3TUYECKOoro coBeTa.

81. WccnepoBaTenb WNM e€ro COTPYAHWKU [OOIMKHbI PerucTpupoBaTb NoGOe OTKMNOHEeHWe OT
YTBEPXAEHHOTO NMPOTOKOSA C YKa3aHWEM MPUYKH.

82. WNccnepoBartenb MOXET OTKNOHUTbCA OT npoToKosfa wuin BHECTU B Hero n3mMeHeHudA be3
npeaBapuTeribHOro op,o6peH|/|;| 3TUHECKOIro coBeTa TOJbKO B Cliydae YyCTpaHeHua Yrpo3bl 340pOBbH
NCNbITYyeMbIX n Korga N3MEHEHUA 3aTparnBaroTt TOJTbKO MaTepuaribHoO-TeEXHN4YecKkmne mnnn
aAMUHUCTPAaTUBHbIE aCNeKTbl UCClleaoBaHUA.

83. I/Ichopmame O AOoNyWeHHbIX OTKIMOHEHUAX W U3MEHEHUAX, a TaKke UX MnNpudnH u"
npeanaraeMada nonpaska K MPOTOKONY OOJIKHbI ObITb npegocTtaBlieHbl: B 3TUYECKUN coBeT - Aand
pPacCMOTpEeHUA U YTBEPXOEHUA; opraH|/|3aL|,|/|M-pa3pa60Tq|/|Ky; paspewmnTersibHbiM  opraHam - Aansa
cornacoBaHus.

84. Bce nccneposatenu nony4aroT MHCTPYKUUKN MO cobntogeHnto NpoTOKoNa, ednHbIX CTaHOapToB
OUEHKN KIMMHUYECKnX w na6opaToprlx OaHHbIX, a TakKkKe MNo 3anoJfiIHEHUKD KapT WUCMNbITyeMblX.
MccnepgoBaTtenun MMEOT BO3MOXXHOCTb CBA3aTbCS apyr ¢ gpyrom.

7. Y4eT, XxpaHeHue, ucnonb3oBaHMe uccriegyemoro
neKapcTBeHHOro cpeacTBa
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85. CnoHcop oTBeuaeT 3a obecneveHve nccnegosatens u (Mnu) kKNMHUYeckon 6a3bl uccnegyembiM
neKapcTBEHHbIM CPEACTBOM.

86. OTBETCTBEHHBLIM 3a Y4YeT UCCNedyeMOoro NeKapCTBEHHOTO CPEACTBa ABMSIETCS MccnenoBaTerb
n (unu) knnHndeckas 6asa. Wccneposatenb u (Mnu) knuHWYeckast 6asa MoryT nepefaTtb YacTb UNK BCe
0643aHHOCTM MO €ero y4yeTy NPOBU3OPY WMU WMHOMY CMELUanucTy, HaxoAsilemycss B MNOAYMHEHUM
uccnefoBatens u (Mnu) SBNSALWEMYCS COTPYAHUKOM KMUHUYECKO 6a3bl.

87. lNpoBeaeHne MHBEHTapuU3aLmmM Uccnegyemoro fiekapCTBEHHOrO CpeacTBa, permcTpauumn n ero
pacxofa Ha KaXaoro WCMbITyemMoro, BO3BpaT CMOHCOPY WM WMHOMY nuUy, OEWCTBYHOLLEMY MO €ro
nopyYeHu1to, cnocobbl yTMNmn3auum HeMCNonb30BaHHOIo NpenapaTa NPOBOAATCA KITMHUYECKON 6a3on.

88. B xypHane yyeTa ykasblBaloTCA AaTbl, KONMYECTBO, HOMEpPA NapTUK (Cepuit), CPOKMN XpaHEHUsI
MU koAbl mccriegyemoro npenapata u ucnbiTyemoro. MccnepgoBaTtenb BedeT 3anvMcuM O MOMyyYeHuu
UCNbITYEMbIMW UCCeayeEMOro npenapara B NpeAyCMOTPEHHbIX NPOTOKONOM A03aX.

89. Nccnepnyemoe nekapCTBEHHOE CPEACTBO AOMKHO XPAHUTLCS B COOTBETCTBUN C MHCTPYKLMSMM,
npenoctaBfieHHbIMU CNIOHCOPOM U ,CI.eVICTBleLLLI/IMVI HOPMaTUBHbIMU TpGGOBaHVIﬂMI/I.

90. NccnepoBatenb JOMKEH rapaHTUPOBaTh UCMOMb30BaHWe UccneyeMoro npenapaTa cornacHo
yTBEPXAEHHOMY NPOTOKONY.

91. WccnepmoBaTenb [OMKEH OOBACHUTb npasuna npuema wuccnegqyemMoro JekapCTtBeHHOro
cpencrtea BCEM UCMbITYEMbIM U CUCTEMATUYECKN NMPOBEPATb cobniogeHne NCMbITYyEMbIMU 3TUX NPaBUI.

8. lokymeHTaLmsA U OTYETHOCTb

92. Uccneposatenb formkeH cobnogaTe Npoueaypy paHooMu3aumm B Xo4e UccriefoBaHus, ecnm
TakoBasi npeaycMoTpeHa, M creguTb 3a TeM, YTODObl packpbiTMe Koda OCYLLECTBIANOCh TONbKO B
COOTBETCTBUU C NMPOTOKOSIOM.

93. Wccneposatenb obecneumMBaeT 4eTKOe BeOeHWE [OKYMEHTauum, TOYHOCTb, MOSHOTY,
AOCTOBEPHOCTb W  CBOEBPEMEHHOE MpedoCTaBfieHNe CMOHCOPY [AaHHbIX MO UHAMBUAOYanNbHOW
pervcTpaunoHHon hopme UCMbITYEMbIX U OPYror OTYETHOM OOKYMEHTaLUNN.

94. laHHble B MHAMBUAOYANbHOW PErMCTpaLmMoOHHON hopMe UCTbITYeMbIX AOMKHbI COOTBETCTBOBATL
NepBUYHON OOKYMEHTaLMK, U3 KOTOPOW OHU NepeHeceHbl. Bce pacxoxaeHnsa AomkHbl UMEeTb NMMCbMEHHOe
obbscCHEHMe.

95. Jlobble [OOMOSMHEHUA WNW UCMPaBMEHWS B MHOUBMAYaINbHOW pPErmcTpaumoHHon dopme
UCNbITYEMOro AOKHbI MO3BOMATE NPOYUTATb NEPBOHAYanbHYK 3anuch, ObITb MOANMCaHbI, 4ATUPOBaHbI
W, Npn HeobXoaUMOCTU, OOBACHEHBI. ITO OTHOCUTCH K M3MEHEHUAM U UCMPABEHUAM Kak B BymMakHOW,
Tak 1 B 3NEeKTPOHHON MHAMBUAYaNbHOW PerncTpaumoHHOn opme NcnbITyemoro.

96. CrnoHcop Wnu MHoe NMUOo, OEWCTBYIOLLee MO ero MopyYeHuto, JOJKEH MPOUHCTPYKTUPOBAaTb
nccriegoBaTtens O MopsiAke BHECEHMS UCMPaBfeHUn U cTaHOapTHOW Mpouedype BHECEHUSI U3MEHEeHWI
WUNW UCNpaBneHnid B MHAMBMAOYaNbHON PErMcTpaumoHHOn hopMe UCMbITYEeMbIX, COMMacHO KOTOpOW Bce
OHM [OMKHbl GbiTb 3aperMcTpupoBaHbl, 0GOCHOBaHbI M COrMacoBaHbl C WUccredoBaTenemM, KOTOpbIN
XpaHUT COOTBETCTBYIOLLME 3aMUCK 06 3TUX U3MEHEHMUSX U UCTIPABIEHNSAX.

97. Nccneposatenb U (VIJ'II/I) KnnHn4Yeckas 6asa OOImKHbl BECTU OOKYyMEeHTaUuK Nno KInHn4eCcKkomy
ncecnenoBaHMIo nNekapCTtBeHHOro cpencrtaa CcornacHo ﬂeﬁCTByIOLLI,I/IM HOPMAaTUBHbLIM Tpe6OBaHI/IF|M.

98. Nccneposatenb 1 (Mnn) knMHUYeckast 6asza 06s3aHbl MpUHMMAaTL Mepbl, NpegoTBpallatoLLme
cnyyanHoe unu nNpexaeBpeMEHHOE YHUYTOXEHNE 3TUX JOKYMEHTOB.

99. OcHoBHbIE OOKYMEHTbI OOJMKHbl XPaHNUTbCA HE MeHee 2 net nocne yTBEPXOEeHUA nocnegHemn
3adBKM Ha perncrtpauuo npenapata B CTpaHe-yYacTHuue UcnbiTaHUM WM nocne oq)wu,maanoro
npekpalleHna ero KnnMHn4eckoro nccrieqoBaHu4.

100. [JOKyMEHTbl MOryT XpaHuTbCA B TeyeHue Oonee [ONUTENbBHOTO CPOKa, €cnvM  3To
npegycmaTpmBaeTcs AENCTBYHOLLMMM HOPMATUBHLIMU TPEOOBaHUSAMUN UM JOTOBOPOM CO CMTOHCOPOM.

9. NMopsaoK oTYETHOCTHU
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101. OTyeT 0 pesynbTaTax KNUHUYECKUX UCCNeaoBaHUN NekapCTBEHHOro CpeacTBa COCTaBnsaeTcd
pyKkoBOAUTENEM KNUHUYECKUX UCCNeaoBaHWI NekapCcTBEHHOroO CpeacTBa.

102. Nccnepoartenb NpegocTaBnsaeT B 3TMYECKAA COBET KpaTKMe MUCbMEHHbIE OTYETbI O Xo4e
nccneaoBaHUs eXXerogHo Unn vae no ero TpeboBaHuio.

103. ViccnegoBaTenb OOMKEH He3aMeanUTenbHO NpeaoCcTaBnsATh NMMCbMEHHbIE OTYEThI CMOHCOPY,
B 9TMYECKUI coBeT 000 BCEX M3MEHEHUSIX, OKasblBalOLIMX CYLIECTBEHHOE BNMSIHME Ha MpoBedeHue
nccnenoBaHus u (Unu) ysenuumnBaloLLMX PUCK AN UCTIbITYEMbIX.

104. WccnepoBaTtenb AOMKEH YBEOOMMATb CrMOHcopa 0060 BCEX CEpPbEe3HbIX HexenaTenbHbIX
ABNEHnAX, KpomMme onpegeneHHbIXx B MNpoToKone wunn B OpyroMm [OOKyMeHTe W He TpeﬁyI-OLIJ,VIX
npeaocTaBneHns HeMmeaeHHOro otT4eTa U HemeaneHHoro yBeOMeHHs.

105. Cepbe3Hoe HexenaTenbHoe SBMNeHne B AanbHENLEM I'IOLI,pO6HO OTpaxaeTcd B NMMCbMEHHOM
oT4yeTe, rge uUcnbiTyemble I/I,EI.eHTI/I(bVILI.I/IpyPOTCFl no mx umHamemgyanbHbIM KOAaMm, a He No (baMVIJ'II/II/I,
agpecy vnu gpyrum gaHHbiM, NO3BONTAKLLNM YCTAHOBUTb JIMYHOCTb UCMNbITYyeMOro.

106. WccnepoBatenb pormkeH cobnogate  OEWCTBYOLWME  HOpPMaTMBHble  TpeboBaHws,
pernaMmeHTUpyoLwmne nNpegocTaBreHne OTYETOB O CEPbE3HbIX HeMpeaBUAEHHbIX NOOOYHbIX addekTax B
3TUYECKUI COBET.

107. B cootBeTcTBUM C TpeboOBaHUSIMM K OTYETHOCTU U B OMPEAENeHHble NPOTOKONOM CPOKU
uccnegoBaTtenb AOMKEH cooOLaTb CMOHCOPY O HEraTMBHbBIX MPOSIBMEHUSIX U (UMW) NaTONOrMYeckux
N3MeHEeHUsIX NnabopaTopHbIX NapamMeTpoB, NPeAYCMOTPEHHBLIX MPOTOKONOM Af1sl OLEeHKM 6e3onacHoCcTu u
3 hEKTUBHOCTN.

108. BmecTte ¢ cooblieHeM o CMEepTUN uUCnbiTyemoro mccnenoBartesrib A0JKEeH npeaoctaButb no
Tpe6OBaHVIPO CMNOHCOpa n 3TN4eCKOoro coeeta J'IIO6ytO OOMNOJIHUTENbHYHO Vchbopmau,mo.

109. UccneposaTenb n (Mnu) knnuHnyeckad Gasa He HauyMHaKT UccregoBaHue A0 Tex Mop, noka
3TUYECKUIN COBET He 0J00pUT C yKkasaHuMem [AaTbl, NPOTOKON KIMHWYECKOro uccrenoBaHusi, copmy
NMMCbMEHHOIO cornacusi, maTepuvanbl Afs NPUBIEYEHUS] UCTBITYEMbIX K Y4acTUO B MCCNEeOOBaHUU U
Apyrve npefgHasHadeHHble 518 NpegoCcTaBneHNst UCTbITYEMbIM MaTtepuansi.

110. BmecTe c gpyrumym OOKYMEHTaMu wuccrnegosaTenb U (Unu) knuHudeckad 6asa AOMKHbI
npeaocTaBnTb KONUIO BpoLLOpbI UCCreaoBaTens B NOCNeAHEN pefakuun unm ee HOBOW pefakumm, ecnm
OHa nepepaboTaHa B nNpoLecce NpoBeaeHNs KIMMHUYECKOrO UCCNeaoBaHUS.

10. lNMpeKkpaleHne KIMHNYEeCKOro uccrnengoBaHus

111. B cnyvae npexaeBpeMEeHHOro npekpalleHus UnvM NpuoCTaHOBKWM MCCneaoBaHus no niobov
npuymnHe nccnegosatenb U (MNKN) KNUHWYeEcKkas Basa OOSMKHbI He3aMeanuTenbHO CoobWwmTbL 06 aToM
ucnbiTyembiM, obecnednTs MM COOTBETCTBYHOLLEE fedyeHue W nocrnegylllee HabniogeHve, a Takke
yBEeAOMWUTb  YMOMHOMOYEHHbIN  rocygapcTBeHHbln  opraH  Kbipreidckor  Pecnybnukm B obnactu
30paBooxpaHeHus B cchepe obpalleHns nekapcTBeHHbIX CpeacTB.

112. NccneposaTtenb 1 (Mnn) knnHndyeckasa 6asa JOMmMKHbI He3aMeanuTensHO NPOMHGOPMUPOBATL
CMOHCOpa O MpeKkpalweHUM UM NPUOCTaHOBKE MCCreaoBaHUs C NoapobHbIM OOBbACHEHMEM MPUYMH B
NMCbMEHHON hopMe.

113. Ecnn cnoHcop npekpawaeT unu npuoctaHaBnMBaeT UCCNeaoBaHMe, uccrnegoBaTtenb OOMKEH
He3ameanuTenbHO coobLWMTL 06 3TOM aAMUHUCTPALIMN KIMHUYECKOM 6as3bl.

114. Nccneposatenb 1 (Mnn) KnuHnyeckas 6asa OOIMKHbI He3aMeanuTenbHoO NPoMHOPMUpPOBaTh
3TMYECKMI COBET O MPEeKpalleHUn WM MNPUOCTAHOBKE MWCCNedoBaHWst C MoapoOHbIM O0OBACHEHUEM
NPUYNH B MMCbMEHHON hopMe.

115. Ecnn aTudecknin coBeT OKOHYaTeNbHO WM BPEMEHHO OT3blBaeT pelleHMe O MNpoBedeHUn
nccrnegoBaHus, UccneaoBaTtenb AOMMKeH coobLwmTe 06 3TOM agMUHUCTPaLUN KITMHUYeCKon 6asbl.

116. UccnepoBatenb 1 (Unn) KnMHudeckas 6asa JOSMKHbI He3ameanTenbHO NpoMHgopMUpoBaTh
cnoHcopa o6 OKOoHYaTenbHOM WNU BPEMEHHOM OT3blBE pelleHus Ha MpoBeAeHne KIMUHUYECKOro
nccnepoBaHus ¢ NogpobHbIM NMMCbMEHHBIM OO BbACHEHNEM MPUYUH.
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117. WccnepoBaTtenb OOMKEH COOOLINTb agMUHUCTpPaLMKM KNUMHUYeckon 6asbl O 3aBepLueHMU
KNHMYeckoro ncneltanusl. Viccneposartenb u (Mnu) KnvHudeckas 6asa OOSMKHbI NPEOOCTaBUTbL pestoMe
pe3ynbTaToB UCCNe0BaHNsS B 3TUHMECKUIA COBET, N0 ero TpeboBaHuio.

11. CnoHcop

118. CnoHcop obecneyvBaeT KayecTBO KIMHUYECKOrO MWCCredoBaHUA Ha BCex 3Tanax ero
npoBeaeHUs U HeceT OTBETCTBEHHOCTb 3a COOTBETCTBUE KITMHWYECKOrO UccrenoBaHusi TpeboBaHWsM
3akoHopaTtenbcTea Kblpreidckon Pecnybnumku.

119. CnoHcop OOmMKeH NpefoCTaBUTb JOKYMEHTALUMIO HA UCCIeQyeMoe fiekapCTBEHHOE CPeacTBo,
BKIOYas aKTMBHble MpenapaTtbl CpaBHEHWs M nauebo, COOTBETCTBYOLLYO CTagun ero paspabdoTku,
obecneuntb €ero npPoM3BOACTBO B COOTBETCTBMM C HOpPMaATUBHbIMKM TpeboBaHusSIMK, WU, npwu
HeoOXOAMMOCTM, MNPOBECTM KOOAMPOBAHME W MapPKUPOBKY, rapaHTMpylolwme npumeHeHue "cnenoro”
MeToaa uccneaoBaHus.

120. B o6s3aHHOCTM CrOHCOpa BXOAMT BblOOp uccregoBaTens M (Mnv) KNuHM4Yeckon 6asbl u
HasHayeHMe KOOPAMHAUMOHHOIO Hay4yHOro LeHTpa, a Takke WuccnegoBaTens-koopauHaTopa,
OTBEYAIOLLEro 3a KOOpAMHAUMIO AEATENBHOCTU BCEX UCCIeqoBaTeNen, y4acTBYOWMNX B MHOFOLEHTPOBbIX
nccnenoBaHusix.

121. CnoHcop HasHayaeT COTPYOHWKOB, 0bnagawlmx COOTBETCTBYHLLEN KBanudukauuen, Ha
BCEX 3Tanax NpoBeAeHNst UCCreoBaHUs, HAa4YMHas co CTaaumn Co3faHns NpPoToKosa, kKapT Uccneayemblx,
CTATUCTUKN WU 3akaH4MBasi o6pabOTKOM AAHHbIX M MOATOTOBKOW MPOMEXYTOYHOIO M OKOHYaTeNbHOro
OTYETOB Afsl pellUeHUss BONPOCOB MEAMLIMHCKOrO XapakTepa, BO3HMKAKLWUX B Xode uccrenoBaHus. B
crnyyae Heob6xooUMOCTU ANst 3TOW Lenu MoryT ObiTb MPUBMEYEHbl HE3aBUCHMMbIE KOHCYIbTAHTHI.

122. CnoHCOp MOXET MNPOBOAWUTbL HE3aBUCMMYKO OLEHKY WCCreaoBaHusi, B TOM 4ucne c
npuBneYeHnemM cneumanmMcToB No BonpocaM NPOAOIKEHUS, UBMEHEHMS METOAOMOMMM UNWN NPeKpaLleHns
nUccnefoBaHusl, Onsi KOHTPONs XO4a WCCnefoBaHuMsi M AaHHbIX Mo  6esonacHocTW, nokasaTenen
3hpeKTUBHOCTM UCceqyeMoro npenapara.

123. CnoHcop AomkeH MMeTb AOKYyMeHTarbHO 0dOpMIEHHbIE CTaHO4apTHbIE Mpoueaypbl U BECTU
NMPOTOKOMbI 3acefaHuii, Ha KOTOPbIX MPUHUMAIOTCS PELUEHWUS MO peanu3aumMu NpPoTokona KIMHUYECKMX
nccnenoBaHuUii NeKkapcTBEHHONO CPeAcTBa.

124. CnoHcop obecneyvMBaeT nMonyvyeHWe MUCbMEHHOMO COrnacusi BCeX CTOPOH  Ha
npegocTasBneHne NpsmMoro 4ocTyna BO BCE y4acTBYHOLIME B UCMbITAHUU NUCCregoBaTeNbCkue LEHTPbI U KO
BCEM MNEPBMYHbIM AaHHbIM/OOKYMEHTaM W oTyeTam Afs UX MOHUTOPUHrA W HEe3aBUCMMOW OLEHKU
COOTBETCTBMSA, a TaKke rocyaapCTBEHHOrO KOHTPOS.

125. [oroBopbl, 3aknvaeMble Mexdy CMNOHCOPOM W KIUHWYeckonm Gasow unu nbon apyrow
yyacTBylOLle B UCCNEeAOBaHUM CTOPOHOMW, AOMKHbI CyLlecTBOBaTb B MUCbMEHHON (popme Kak 4acTb
NpPOTOKOMa UNn B KA4eCTBE CaMOCTOATENbHbIX JOKYMEHTOB.

126. CnoHcop obecneynBaeT CTpaxoBaHUE UCMbITYEMbIX.

127. Tlopsigok Bo3MelleHVst Bpefa, MNPUYUHEHHOrO >KWU3HWM W 300POBbID  UCMLITYEMOrO,
onpeaensieTcs B COOTBETCTBUM € 3akoHoaaTenbcTBoM Kbiprbisckon Pecnybnuvku.

12. UsrotoBneHue, paccacoBka, MapKMpoBKa U KogupoBaHue
uccneayemoro npenapara

128. CnoHcop 065s13aH NpUHATL Mepbl, 0becnednBatone cTabubHOCTb UCCIeayeMOro npenaparTa
Ha NPOTSHXKEHWUN BCETO UCCNEAOBAHUS.

129. CnoHcop AommkKeH MMeTb JOCTaToYHOE KONMMYECTBO UCCreayemoro npenapaTta ans OUeHKU ero
COOTBETCTBUS HOPMATUBHO-TEXHUYECKOW OOKYMEHTaUuuW U OOKYMEHTanbHO OOpMIIeHHbIe pesysbTaTbl
BbIBOPOYHLIX aHANM30B NapTUiA Mpenapara ¢ ykasaHuem Ux XxapakTepucTUK 1 cocTaea.

130. CnoHcop pomkeH obecneynTb XpaHeHMe oO6pasLoB npenapata (Hackonbko Mo3BONseT
CTabWUNbHOCTb) [0 OKOHYaHWS aHanu3a faHHbIX MO0 MCCRegoBaHuio WM B TEYeHMe Cpoka,
onpeneneHHoro AecTBYLMMU HOPMaTUBHBIMU TPeBOBaHNAMMK, B 3aBUCMMOCTM OT TOrO, Kakoi nepuos
XpaHeHus ABnseTcs Gornee NPoAOCIMKUTENbHBIM.
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131. MapKI/IpOBKa npenapara AOoJPKHa OoTBe4aTb D,eVICTByIOLLI,I/IM HOpMaTUBHbLIM Tpe6OBaHI/IF|M, C
yKa3aHunem Cpoka u yCﬂOBI/II;I XpaHeHuda nccnengyemoro npenapara.

132. YnakoBka Mccriegyemoro rnpenaparta AOSMKHA 3alMLLaTh ero oT 3arpsisHeHWs Uy Nopym npu
TPaHCMOPTUPOBKE U XpaHEHUMU.

133. B pamkax "cnenoro" meToga cuUCTEMa KOOMPOBAHUS MCCReQyemoro npenaparta goJbkHa
BKIIOYaTb B ce0s MexaHM3m, MNO3BONSALWNA MASHTUDULNPOBATL €ro B Cllyvyae HEOTOXHbIX COCTOSHUN,
HO He JOoMyCKaloLWMA BO3MOXHOCTN HE3aMETHOMO PacKpbITUS Koaa.

134. CnoHcop nocTaenseT uccregyemblin npenapaTt KnMHU4Yeckon 6ase Tonbko nocre Toro, Kak
NoMy4YeHo NONOXNUTENbHOE 3aKIYEHNe 3TUYECKOro coBeTa O NPOBEAEHUN KITMHUYECKOro UccreqoBaHus.

135. B nucbMeHHbIX nMpoluedypax CroHcopa OOMKHbl  coaepXKaTbCA  MHCTPYKUMM  Ons
vccrnegoBaTtenss Mo MNpaBunam MONYYeHUsl, y4yeTa, XpaHeHusl, BblgayuM npenapaTta, U3bATUSA
HEeMCMnonb30BaHHOIO MpenapaTta y MUCMbITYEMbIX U BO3BPaLLEHUS ero opraHu3aumMu-paspaboTymky unu
Apyrue cnocobbl ero yTunusauum, He nNpoTMBopeYallue AencTBYOLWMM HOPMaTUBHBIM TpeboBaHUSM.

136. CnoHcop 06s13aH:
- 06ecnevnTb CBOEBPEMEHHYIO MOCTABKY MCCreayeMoro npenapara uccneaoBaTento;

- AOKyMeHTallbHO O(*)OpMJ'IFlTb 0OCTaBKy, nNpuemMKy, Bblgadyy, BO3BpaT WU YHUYTOXEHUe
NeKkapCTBEeHHOro cpencTBa;

- YCTaHOBWUTb Mnpouenypbl U3bdATNd U yTunnsaumm uccnenyemoro npenapara u Od)OpMJ'IeHVIFI
COOTBETCTBYHOLLINX aKTOB (OT3bIBa 6paKOBaHHbIX ﬂapTVIVI, BO3BpalleHnA npenapata nocrie OKOHYaHusA
ncenenoBaHna nnn no NCTeveHnn Cpoka FOAHOCTM).

13. Bbibop uccneposartens

137. [o nognucaHus [oroBopa C KAMHMYECKOW ©as3on Ha MnpoBedeHne  KITMHUYECKOro
nccrnegoBaHUs CroHCOp A0MKeH 3abnaroBpeMeHHo NpeaocTaBnaTh UCCreaoBaTento Ans 03HaKOMMNEHUs
NPOTOKON KIIMHUYECKOrO UCCneaoBaHus U BpoLutopy uccrnenoBatens B TEKYLLEN pegaKLuu.

138. MNpu nognucaHun JoroBopa CNOHCOP AOIMKEH NOMYYUTb corfnacue uccrnegosatens u (unm)
KNUHM4Yeckon 6a3sbl Ha:

- npoBefeHVe WccnenoBaHWsi B COOTBETCTBUM C HacTosilmmu [paBunamu, OenNCTBYHOLMMU
HOPMaTUBHbLIMK TpeboBaHMAMK, a Takke NMPOTOKOSIOM KIMHUYECKOrO UCCenoBaHWsi, COrnacoBaHHbIM C
3TUYECKMM COBETOM;

- cobnoageHne YCTaHOBJIE€HHbLIX Mpoueayp 060pa N npengocrtaslieHNA [OaHHbIX; npoBeaeHune
MOHUTOPWUHIa, HEe3aBUCKMMOWN OLEHK COOTBETCTBUSA 1 rocyaapCTtBeHHOro KOHTPOnA;

- XpaHeHune [OOKyMeHTauuMm no wuccrnegosaHnio OO0 TeX nop, MnokKa ChNOoHCOp He coobwmT
ncenepoBartesnto n (VIJ'IVI) KnuHn4yeckon 6ase 06 ncreveHum CpOKa XpaHeHNA AOKYyMeEHTaLlnn.

139. MNpu nognucaHnn goroBopa CrNOHCOPOM U KNuHMYeckon Gason oroBapmBatoTcs (OMHAHCOBbIE
acneKTbl KITMHNYECKOIo NCCreoBaHus.

14. OpraHnsauusa nccnepnoBaHus, cO0p AaHHbIX U BeaeHue
3anuceun

140. CnoHcop npu UCNoNb30BaHUN KOMMbIOTEPHBIX CNOco6oB cbopa AaHHbIX U (MNK) CUCTEMBI UX
yAaneHHoro BBoAA A0IMKEH:

- obecneunTb 1 JOKYMeHTarnsHoO 0popMUTbL COOTBETCTBUE CUCTEM KOMIMbIOTEPHOTO cOopa AaHHbIX
TpeboBaHNAM, MpeabaBnsaeMbiM K MOMHOTE M [JOCTOBEPHOCTU AaHHbIX, a TakkKe HaAeXHOCTU caMoii
CUCTEMbI;

- UMeTb CTaHOapTHbIe npoueaypbl No UCNOJIb30BAHUID STUX CUCTEM,

- y6eﬂ,VITbCFI B TOM, 4YTO cCuUCTeMa nNno3BoNdeT OAHOBPEMEHHO KOppeKTUpoBaTb AOaHHble W
perncTpupoBaTb BHECEHHbIE UBMEHEHUA,

- MMe€Tb CUCTEMY 3allUTbl AaHHbIX OT HECaHKUMOHMPOBAHHOIO 40CTYyNa;
- UMeTb CMUNCOK J1nL, YNOJTHOMOYEHHbIX peaakTUpoBaTh AaHHbIE,
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- PerynapHo OoCyLleCTBIIATb pe3epBHOE KonMpoBaHNUe OaHHbIX;]

- npenycmoTpeTb BO3MOXHOCTb cobniogeHus TpeboBaHui "crienoro" MeToda, T.e. COXpaHATb
KOOUpOBaHMe BO BpeMsi BBOAA M 06paboTKM JaHHbIX.

141. [Ons waeHTUUKaUMM KOHKPETHOIO UCMbITYeMOro CMOHCOP AOMKEH MCMOoNb3oBaTb
UHOMBUAYyanbHbIE KOOI, HE JOMyCcKaLwme BOAKON UHTeprnpeTaunu.

142. CFIOHCOp OOJDKEeH XpaHUTb BCE OTHOCALLUMECH K UccrnegoBaHMo AOKYMEHTblI B COOTBETCTBUN C
TDBGOBaHMﬂMM HacToALNX I'Ipanm.

143. Mpu npekpalleHun pa3paboTkM npenaparta No OAHOMY UMM BCEM MOKa3aHUsIM, CMOHCOP
JOIKEH XpaHWTb [AOKYMEHTauuilo Mo WCCNedoBaHUI0 B Te4yeHue 2 neT ¢ MOMEHTa oduumarnbHOro
npekpalleHns pa3paboTK1 UMK B COOTBETCTBUM C AEWCTBYHOLMMU HOPMAaTUMBHbLIM TpeGoBaHUAMU.

144. Tpun npekpaleHnn KNMHUYECKMX UCCneaoBaHnii NekapCTBEHHOTO CPeACTBa CMOHCOP CTaBuT B
W3BECTHOCTb YYacTBYIOLUMX B MCCRegoBaHUM uccrieqoBaTtenen 1 ynornHOMOYEHHbBIN roCyAapCTBEHHbIN
opraH Kbiprbisckon Pecnybnvku B obnactn 3gpaBooxpaHeHus B cdepe obpalleHns nekapCTBEHHbIX
CpeAcTB.

145. CnoHcop coobuiaeT uccrnegoBaTento B MUCbMEHHONW hopMe O HeobXxoOuMOCTU XpaHUTb
AOKYMEHTaLMIo NO UCCreaoBaHWio U yBeAOMNSAET ero 06 ncTeveHnn cpoka XpaHeHust.

146. CnoHcop [OMmKeH CBOEBPEMEHHO nNpeacTaBnATb WccnegoBaTento  KomuMu  peLleHus
YMONMHOMOYEHHOro rocygapctBeHHoro opraHa Keiprbidckon Pecnybnukmn B obnactu 3gpaBooxpaHeHus B
chepe obpalleHNss nekapCTBEHHbIX CPEeACTB O NMPOBEAEeHUN KIIMHMYECKOro mnccnegosaHusi, o6 oT3biBe
UM MPUOCTAHOBKE paHee BbiAAHHOTO 3aKMYeHMs 3TUYECKOro coBeTa.

15. locTyn K AOKYyMeHTaLuum no uccrnenoBaHuio

147. CnoHcop gormkeH obecrneunTb OOCTYM NUL, OCYLLECTBMAOLMX MOHUTOPUHT U HEe3aBUCUMYIO
OLIeHKY COOTBETCTBUS, NpeAcTaBUTeNnen 3TMYECKOro CoBeTa K MPoBepKe Xoaa NpoBefeHNs KNMHUYECKOro
1ccrnenoBaHns, UCXOAHbIM AaHHBIM U AaHHbIM, NMOMYyYeHHbIM B XOA4e UCCNeaoBaHus.

148. CnoHcop pomkeH ybeguTbCs B TOM, YTO KaXAbll MCNbITYEMbIA [an MUCbMEHHOE
WHPOPMUPOBAHHOE COrflacue Ha NPsIMOM AOCTYN WL, OCYLLECTBIISIOWMX MOHUTOPUHI U HE3ABUCHMMYHO
OLIEHKY COOTBETCTBUS, NpeAcTaBUTENEN 3TUYECKOro COBETA K €ro MeAULMHCKUM 3anncam.

16. NMopsanoK oTYeTHOCTHN

149. CnoHcop obecneumBaeT oOLeHKY 6e30MacHOCTU MUCCrieQyemMoro npenaparta B TeYEHWE BCErO
KMUHUYECKOrO MCCreaoBaHus U 06s3aH yBEJOMNsATb UccrefoBaTtens W (Unu) KnvHWYeckyto 6asy,
aTn4eckuii coBeT 000 BCEX YCTAHOBMEHHbIX hakTax, KOTOpble MOryT HebrnaronpusiTHO MOBMUATL Ha
Ge3onacHOCTb MCMbITyeMbIX, cooblwaTte 060 Bcex CepbesHbiX HemnpeaBuAeHHbIX MOGOYHbIX dddpekTax
nekapcrea.

150. CnoHcop fomkeH obecneynTb BHE 3aBUCUMMOCTU OT TOro, GbINO N UCCrefoBaHNE 3aKOHYEHO
NN NpexaeBpeEMEHHO NpeKpalleHo, NpeacTaBneHne OTYETOB O KIMHUMYECKOM WCCrefoBaHWM B
YMONTHOMOYEHHbIV FroCcyaapCTBEHHLIN opraH Kbiprbidcko Pecnybnvku B obracTu 34paBOOXpaHeHUs B
cpepe 0OpalleHUss NeKapCTBEHHbIX CPeAcTB B COOTBETCTBUM C 3akoHoaaTenbCcTBOM  Kblprbi3ckoi
Pecnybnuku.

151. Ecnu vccnefoBaHue MpeXOeBPEMEHHO MpeKpalleHo UM NMPUOCTaHOBIIEHO, opraHu3aumsi-
pa3paboTuMK AOoMHKHA HeMeOsIeHHO COOGLWMUTL 06 3TOM B YMNOSIHOMOYEHHbIV FOCYAAapPCTBEHHbIN opraH
Kblprbiackoii Pecny6nvky B 06rnacTv 3gpaBooxpaHeHns B cpepe obpalleHnst nekapCcTBeHHbIX CPeacTs, a
TaKKe uccnegosBaTenio M (MNU) KNUHUYecCKylo 6asy C ykasaHuem MpudMH, a Takke MNocTaBuUTb B
N3BECTHOCTb 3TUYECKUI COBET O hakTe 1 NpUUYnHaX NpeKpaLleHns Unmn NPMoCTaHOBKM UCCMeaoBaHus.

17. MOHUTOPUHT KITMHNYECKOro uccrneaoBaHus

152. MOHUTOpPUWHI NpoBOAUTCSH, YTOObLI y6eanTbLCA B TOM, YTO:
a) obecneveHa oxpaHa npae 1 300POBbS UCMBITYEMBIX;
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6) nofiyd4eHHble [OaHHble ABNAKTCA TOYHbIMU, NOMHbIMM W HE npoTuBopedaTt ﬂepBM‘-IHOﬁ
OOKyMeHTauuu;

B) MccregoBaHue MNpoBOOAUTCA B COOTBETCTBMM C YTBEPXOAEHHbIM MpPOTOKONoMm/nonpaBkaMu B
Tekyllei pegakuum, HactToswmmn Mpaesunamm n AeicTBYOWUMM HOPMAaTUBHBIMU TpeBoBaHUAMM.

153. MOHUTOp Ha3Ha4YaeTCcsa CMOHCOPOM U OOSKEH:

- MMeTb COOTBETCTBYIOLLYIO MOAFOTOBKY, a Takke obnagartb Hay4YHbIMW W/MNKU MpaKTUYECKUMMU
MEONLIMHCKUMW  3HAHMSAMMW, HeobXoaMMbIMW AN HaAnexallero BbIMOfMHEeHUST CBOUX  OYHKUMIA
(HeobxoaQMMOo [OKYMEHTanbHOE NOATBEPXKAEHNE KBanMdmKaLuum MOHUTOPA);

- BbITb XOPOLLO 3HAKOM CO CBOMCTBaMW UCCMeaQyeMoro nekapCTBEHHOro npenapaTa, NPOTOKONOM
nccnegoBaHusi, OpMON NMCbMEHHOrO MHAOPMUPOBAHHOIO Cornacus M ApyruMy npegocTaBnsiemMbiMu
UCMbITYyeMOMY MaTepuanamu, CTaHAapTHbIMW OMnepauMoHHbIMW Npoueaypamn CnoHCcopa, HacTOSILLMMM
lMpaBunamu n 4eNCTBYOLLMMU HOPMATUBHBIMU TPEBGOBaHNSAMM.

154. CnoHcop 06s13aH obecneunTb NpoBegeHNE MOHUTOPUHIA UCCneaoBaHNs OOMMKHLIM 0bpa3oMm.
CnoHcop AomkeH onpeaenntb o6beM U OCOBEHHOCTU MOHUTOPMHIA, KOTOpble 3aBUCAT OT LUenen u
3agay, AuM3anHa, CIoXHOCTM 1 "cnenoTel" UccnenoBaHus, KONIMYECTBA UCMLITYEMbBIX M KOHEYHbIX TOYEK
nccneposaHms. O6GbIMHO MOHUTOPUHT MPOBOAUTCS Ha KnNuHW4Yeckon ©Gase [o, BO BpeMsa U nocne
OKOHYaHUA unccnenoBaHus. B UCKNIOUMTENBHBIX Cryvasix CMNOHCOP MOXET peluvTb, YTO NpoBefeHue
MOHWTOPUHIa Ha KNUHMYeckon Gase B cOYETaHWM C TakuMuK npouenypamu, Kak CeEMUHapbl U BCTPEYM C
uccnegosartensMy, npegocTaBreHve  uccnegoBaTentd  NoApobHOro  MUCbMEHHOIO  PYKOBOACTBA,
obecneunBaloT NPOBEAEHME UCCNENOBAHNS B COOTBETCTBUMN C TPeBGOBaHUAMMN HaOIeXallen KNMHUYECKom
npakTukn. Beibop AaHHbIX ONsi NPOBEPKU MOXET ObITb OCHOBAH Ha CTaTUCTUYECKUX METOAaxX.

155. BbinonHasa cnepywowme gyHKLUUW, MOHUTOP, B COOTBETCTBUM C TpeboBaHMAMWM CroHCOpa,
0653aH crnegunTb 3a TeM, YTOObI nccnegoBaHe NPOBOANINOCE U JOKYMEHTansHO 0popMNANoCh OOSMKHBIM
obpasom:

a) OEenCcTBOBaTb Kak OCHOBHOE cBdsyloulee 3BeHO MeXay CrOHCOPOM U uccnenoeateriem;

6) ybexgaTtbcss B TOM, YTO uccriegoBaTenb obnagaeT AOSHKHOM KBanvdukauven, onbIToM U
BO3MOXXHOCTAMW AN NpoBeAeHUs UCCNeNoBaHNs; NOMeLLEeHUs, OTBeeHHble ANsA Lenei nccrnenosaHus,
BkMoyass nabopaTopunm ¥ obopydoBaHve, a TaKke MepcoHar, COOTBETCTBYHOT TpeboBaHuMAM K
npoBeaeHWIo nccrneaoBaHnsa 6e3onacHbIM U OOMKHLIM 06Pa30M Ha NPOTSXXEHUM BCEro UCCreAoBaHuUs;

B) B OTHOLLUEHUM UCCIIeQyeMOro NeKapCTBEHHOIO CPEeACTBa MOHMTOP AOJKEeH y6exaaTbcsi B TOM,
yTO:

- cobnoaalTcs YCrNoBUS U CPOKM XpaHeHUst NekapCTBEeHHOro npenapaTta W ero noctaensailoT B
AOCTaTOMHOM KONMYECTBE Ha NPOTSKEHWUM BCEMO UCCIEA0BaHWS;

- vccnedyeMblii NeKapCcTBeHHbIM npenapaT Mony4YalT TONMbKO WUCMbITyeMble, COOTBETCTBYHOLLNE
KpuTepusiM oTGopa B Ao3ax, KOTopble onpeaenieHbl MPOTOKONIOM UCCNeAoBaHMS;

- UCMbITYEMbIM NpeAocTaBreHbl HEOOXOAMMbIE UHCTPYKLMM MO NMPaBUIIbHOMY NMPUEMY, XPaHEHUH0,
yyeTy 1 BO3BpaTy UccrieQyeMoro fiekapCTBeHHOro npenapara;

- MoJlyyeHuWe, WCMoNb3oBaHME W BO3BpaT WCCMedyemMoro JiekapCTBEHHOrO npenapata Ha
KIMMHWYeckoi 6ase KOHTPONMPYeTCs U AOKYMEHTalNbHO ODOPMIIAETCS;

- YyTUNM3aumMa OCTaTKOB WCCRedyemMoro reKkapCTBEHHOro mnpenaparta Ha KuHUYeckon 6ase
OCYLLECTBISIETCSH B COOTBETCTBMU C TPEGOBaHMSIMU PErYNATOPHLIX OPraHOB M CMOHCOPA;

r) y6e>|<p,aTbc;| B TOM, 4TO wuccnepoBaTesb ﬂ,eﬂCTByeT B COOTBETCTBUM C YyTBEpPXOEeHHbIM
NPOTOKOJIOM 1 NonpaBKkaMn K HEMY;

4) yOOCTOBEPSTLCS B TOM, YTO MH(DOPMUPOBAHHOE Cornacue MoslydeHo B MUCbMEHHON chopme y
KaKOoro UCMbITyeMOro 0 ero BKIHOYEHNS B UCCIEA0BaHME;

e) cneautb 3a TeM, 4TOGbl MccrnedoBaTenb MoONy4Yun GPOLLOPY WUccredoBaTens B TeKyluewn
pedakuumn, Bce OOKYMEHTbl, mpenapaTthl U pacxodHble maTtepuanbl, HeobxoOauMble AN Haanexallero
NpoBeaeHnsl UCCreaoBaHns, B COOTBETCTBUM C AEWCTBYHOLLMMU HOPMAaTMBHBIMU TPeBoBaHUAMY,

X) cneguTb 3a TeM, 4TOObl MccrnedoBaTeNb WU €ro COTPYAHUKM MOMyYUnn BClO HeoBXoauMyto
MHOPMaLMIO O MPOBOAUMOM UCCMEA0BaHNY;
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3) cnegutb 3a TeM, 4ToObl uUccrnegoBaTenb W €ro COTPYAHWKU BbIMOSHANN CBSI3@HHbLIE C
nccrnegoBaHmem ob6siI3aHHOCTU B COOTBETCTBUM C TpebOBaHWsIMM MPOTOKONa WM APYroro cornalleHus
MeXay CMNOHCOPOM W mccrnegoBaTenem u (Mnv) KNMHWYecKkon 6as3on M He nepefaBany CBOU (DYHKLMM
HEeymnosIHOMOYEHHbIM N1LamM;

I/l) cneanTb 3a Tem, 4ToDObl MccnegoBaTesb BKMOYan B UCCeQoBaHNE TOMbKO Tex NCMNbITYyEMDbIX,
KOTOpPble COOTBETCTBYKOT KpUTEPUAM 0T6opa;

K) coobwaTb 0 TeMnax Habopa UCMbITYEMbIX B UCCITEOBaHNE;

J'I) cneantb 3a Tewm, YTOObI OaHHble B MNEepBUYHbIX WU OpPYyrux OOKyMeHTax OblnN  TOYHbLIMN,
ncyepnbiBarvoWMMnN U 3aHOCUITUCb CBOEBPEMEHHO;

M) crneguTb 3a TeM, YTOObl AaHHble B MEPBUMYHbIX M APYrMX AOKYMEHTax MpeaocTaBnsiiuch
vccrnegoBaTenemMm  CBOEBpPEMEHHO, Obinu  ygobouuTaembl, [OaTMpOBaHbl,  MOEHTUULMPOBANK
1ccrnenoBaHmne 1 cogepxanyt TOUYHY0 U Noapo6HY0 MHGOPMaLnIO;

H) CBEpATb 3anncn B nHaneuayalibHbIX permctpaumoHHbIX cbopmax NCMNbITyEéMbIX C NEPBUYHbIMU U
OpyrmMmn OOKyMeHTaMn Ha npeameT NOJIHOTbl U TOYHOCTU npeacTaBlfieHHbIX B HUX OaHHbIX. C ocobowm
TWaTeNnbHOCTbO MOHUTOP AOJTKEeH NPOBEPATb, YTO:

- AaHHblE, C60p KOTOPbIX npefnycMoTpeH MNPOTOKOJIOM uUccrnenoBaHud, npaBuiibHO MEPEeHOCAT B
KapTy UCnbiTyeémMoro, n COoTBeTCTBYHOT AaHHbIM ﬂepBVI‘-IHOI7I LOOKyMeHTauunu;

- nobble M3MeHeHWs [03bl MCCredyeMoro fekapCTBeHHOro npenapata wwunu npoBOAMMON
Tepanum JOKyMeHTanbHO 0PopMNATCA AN KaX40ro UCNbITYeMOro;

- noGoYHble SABMEHWs, COMYyTCTBYylOLlee revyeHne W UHTEpPKYppeHTHble 3aGoneBaHus
pPerucTpupyloTcs B MHAMBUAYanNbHOM perucTpauyoHHO dopMe B COOTBETCTBUM C TpeboBaHMAMU
npoTokona;

- B wvHAMBUOYalbHYHO pPerncTtpaunoHHyO cbopmy MCNbITyeMOro 3aHOCATCA cCBeAeHuAaA O
nponyweHHbIX UCNbITYyEMbIM BU3UTaX K Bpayy, obcnegoBaHMsaX U OCMOTpax;

- BCE Cfly4an WCKIIOYEHMS M BblObIBAHUS UCMBLITYEMbIX M3 WCCMEAOoBaHWUs PerucTpupyroTcs U
0O BACHAITCA B MHAMBMOYaNbHON perucTpaumoHHon hopme;

0) coobwaTb uccrnegoBaTento 06 OWMBOYHbBIX, MPOMYLEHHbIX M Hepas3bopymBbIX 3anucsx B
UHAMBUAYanNbHON perncrpaunoHHon dopme. MoHMTOp AOMKEH cneauTb 3a Tem, 4Tobbl Heobxoanmble
ucnpasneHus, gobasBneHus unu BbldepkMBaHWs ObiNn caenaHbl, AaTMpoBaHbl, OOBACHEHbI (ecnu
HeobXoAMMO) M MogmMcaHbl camMuM uccnegoBatefnieM WAM  YNOMHOMOYEHHbIM UMM COTPYAHWKOM
(NnpegocTaBneHne TakMx NOSTHOMOYNIN HEOBXOAUMO 3a00KYMEHTUPOBATD);

I'I) KOHTpONMMpoBaTb CBOEBPEMEHHOCTb U NpaBUITbHOCTb MpeaocTaBlieHNUA OT4Y4ETOB O NoGOYHbIX
ABJTIEHNAX cornacHo TpGGOBaHVIFlM Hagnexawen KrIMHUYEeCKon NPaKTuUKK, NpoTOoKoNa wuccnegoBaHuA,
9TUYECKOro coBeTa U CNoHCOopPa;

p) cneauTb 3a TeMm, YTobbl MccnegoBaTerb Ben HeobXxoaNMyH AOKYMEHTALMIO N0 UCCMNeA0BaHMIo;

C) yKasblBaTb MCCNeLoBaTesNo Ha HapyLleHre NpoToKoa, CTaHAapTHLIX OnepaLoHHbIX NpoLeayp,
HacToAwmx [MpaBun, OeiCTBYWOLWMX HOPMATMBHbIX TpeboBaHuil, a Takke obecnednBaeT MNPUHATUE
Hagnexalux mep Bo nsbexaHne NoBTOPEHUs 0GHaPYKEHHbIX HapyLLEHWA.

156. MoHuTOp cobniogaeT cTaHOapTHbIE ONEpaLMOHHbIE U ApYyrMe npouenypbl, YCTaHOBJEHHbIE
CMOHCOPOM Afsi MOHUTOPWUHIa aHHOIO NCCneaoBaHuns.
157. OTyeT MoHUTOpA:

a) KaXkablA BU3UT Ha KIMMHNYECKYHO 6a3y mnnn neperOBopbllnepenMCKa C nccnenosarenem mnn ero
COTpyAHMKaMh no BonpocamM npoBeneHuAa uccnenoBaHua cornpoBoXaaeTcda MUCbMEeHHbIM OT4YETOM,
KOTOprIZ HeobxoaMmMo HanpaBUTb CNOHCOPY;

6) B OT4YeTe YyKa3blBaloT AdaTy, HadBaHWEe MEeOUUUNHCKOro y4dpexaeHusd, (baMVIJ'II/IIO MOHUTOpPAa,
ncenenosartena unm apyroro numua, ¢ KOTopbiM BeJNUCb neperOBopbl/nepenMCKa;

B) OTYeT [OIKEH BKMHOYATb KpaTKOE OnucaHMe OOBbEKTOB MPOBEPKM, MOMyYEHHblE pe3yrnbTaThl,
BbISIBNIEHHbIE HEOOCTAaTKM U HapyLUEHWs!, BbIBOAbI, ONWCAHWE MPUHATLIX WU NIaHUPyeMbIX Mep u/vnm
pekoMeHaaumm no yCTpaHeH O HapyLUEHWN;

99



TexHudeckuin pernameHT "O 6e30nacHOCTM NekapcTBEHHbIX cpeacTe ans..."

r) (*)aKT pacCcMOTpeHNA oTHeTa U pe3dyrnbTaTbl NMocreayruero KOHTpona nNo UToram MOHUTOPUHIa
OOKYyMeHTallbHO Oq)OpMJ'IFHOTCﬂ YNOJTHOMOYEeHHbIM npeacrtaBsuTenem CroHcopa.

18. AyauTt

158. 3apaden npoBOAMMOIoO CNOHCOPOM ayauTa 4BNnAeTCA OUeHKa COOTBETCTBUA MNMpoBeaeHUA
ncenegoBaHnAa npoToKosly, CTaHOapTHbIM - OonepauuMoHHbIM - npouenypam, HacToAwnm I"IpanmaM n
E,eI;ICTByI'OLLI,MM HOPMAaTUBHbLIM Tpe6OBaHI/IF|M. Ay,EI,I/IT SIBMSIETCA CaMOCTOSITENbHOMN npou,e,u,ypoﬁl, He
CBS13aHHOW C BbINONHEHNEM TeKyLiero MOHUTOpPUHra u KOHTpPOsA Ka4vecTtBa.

159. [1ns npoBeaeHna ayauTta CNoHCOP AOS/MKEH HasHa4YMTb MU, HE y4acTBYHOLLMX B NpoBeAeHUN
AaHHOro UccnegoBaHust U He 3aBMCUMMbIX OT MPUYACTHLIX K MPOBEAEHUIO 3TOr0 UCCNeaoBaHus CTPYKTYP.

160. CnoHcop o06s13aH yOoOCTOBEPUTBCST B TOM, YTO ayguTopbl obnagatT [oCTaTOvHOM
KBanudukaumen, T.e. MOATOTOBKOW M OMbITOM, ANS NPOBEAEHWs ayauTa Hagnexawwmm obpasom.
Ksanudukauma ayamtopa omkHa 6biTb JOKYMEHTaNbHO NoATBEPXKAEHA.

161. CnoHcop [QOMKeH rapaHTUMpoOBaTb NpoBedeHMEe ayauTa KIMHUYECKOro KccrefoBaHus
NMPUYaCTHBLIX CTPYKTYp B COOTBETCTBUM C MUCbMEHHBIMU CTaHAApPTHbIMK MNpouedypamMu CrnoHCOopa,
onpegensoWumMn o6bEKT ayauta, MeTOA M YacToTy NPOBeAEHUs ayauTa, a Takke popMy 1 cogepxaHune
OTYETOB ayauTopa.

162. MNnaH npoBeAeHus ayauTa U npoueaypbl ayauTa OOMKHbI 3aBUCETb OT 3HAYMMOCTU AaHHOIo
MCCNefoBaHUsi C TOYKM 3PEHUst NoJdadv pPerMcTpauuoHHOM 3asiBKUM B YMOMHOMOYEHHbIN PErynsaToOpHbIN
OpraH, Konm4yecTBa MCMbITYyEMbIX, TUMa U CIIOXHOCTU MCCNeaoBaHusl, CTENEHN pycka AN UCMbITYeMbIX U
BbISIBMIEHHBIX B X04€ MCccrneaoBaHus npobnem.

163. Pe3ynbTaTthl ayauta HeobxoanmMo AoKyMeHTanbHO 0hOpMUTb.

164. YnonHoMo4YeHHOMY rocygapcTBeHHoMy opraHy Keiprbidackon PecnyGnvkn B obnactm
30paBooOXpaHeHns B cdepe oOpalleHnss NeKkapCTBEHHbIX CPeAcTB He obsi3aTenbHO  perynsipHo
3anpalwvBatb ayguTOpPCKMEe OTYeTbl, YTOObl COXpaHWTb HE3ABMCMMOCTb U LEHHOCTb (DYHKLUMU ayguTa.
YNONHOMOYEHHbIA rocydapcTBeHHbI opraH Keiprbiackon Pecnybnvkm B obnactn 3gpaBoOXpaHeHus B
chepe obpalLeHNst TeKapCTBEHHbIX CPEACTB MOXET U3bSABUTL XEaHNe 03HAaKOMUTLCSA C COoAEepXaHUeM
ayouMTOpCKOro oTyeTa B CryYyae BbISIBNEHUS Cepbe3HblX HapylweHun TpeboBaHuMn Hagnexawewn
KNMHWYECKOWN MPaKTUKW UNKn B XOA4e CcyaebHbIX pa3bupaTtenscrs.

165. B cnyyasx, onpegeneHHbIx 3akoHogaTenscTBoM Kbipreidckor Pecnybnuku, cnoHcop OomkeH
NpeacTaBUTbL CBUAETENBCTBO O NPOBEAEHHOM ayanTeE.

19. NMpoToKon KIIMHUYECKOro nccnenoBaHnUs U NOnNpaBKu K
NpPoOTOKONy

166. NpoToKoN KITMHUYECKOro UccnegoBaHMs BKIToYaeT B cebs cneyowime pasgernsi:
1) o6wune ceepeHus:

- Ha3BaHWe wuccrneagoBaHuda, Koa MnpoToKosa, Aata. B nonpaBkax K MPOTOKOJY OOJTXHbI ObITb
YKa3aHbl UX HOMEepa U AaThbl;

- Ha3BaHWe CrnoHcopa U hamnnua MOHUTOPA, a Takke UX agpeca (eCnu OHU oTnnYarTcs);

- hamMunus 1 JOMKHOCTb N1ua, YNONMHOMOYEHHOrO NOANUCLIBaTbL CO CTOPOHbI CMOHCOPa MPOTOKOS
1 NonpaBku K HeMy;

- hamunus, OOMKHOCTb, aApec U HoMep TenedoHa Ha3HAYEHHOro CMOHCOPOM MeAWLMHCKOro
aKcnepTa no AaHHOMY UCCeA0BaHWIo;

- chamnnnsa 1M OOMKHOCTb MccregoBaTens (uccnepoarterient), OTBETCTBEHHOIO 3a MpoBedeHue
nccnepoBaHus. Agpec n TenedoH KnmHuyYeckon 6asbl;

- (bamunusa, OOMKHOCTb, agpec M Homep TenedoHa KBanMUUMPOBAHHOIO Bpaya, Hecyllero
OTBETCTBEHHOCTb 33 MPVHATME BCEX PELUEeHUN MeOMUMHCKOrO XxapakTepa Ha KruHuyeckom base (ecnu
AaHHOEe MWL He SBNSeTCs nccregosaTtenem);

- Ha3BaHWs M afpeca KNUHUYecknx nabopaTopuii U ApYrMxX KIMUHUYECKUX /UM OUArHOCTUYECKUX
OTAENEHUI NN MEAULIMHCKMX YUPEXOEHUA, YHaCTBYHOLUMX B UCCreg0BaHWN.
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OpfHako MHgopMaLus, KacatoLWascs KNMHUYeckux 6a3, MoxeT GbiTb NpeacTaBrieHa Ha OTAEMbHbIX
CTpaHuLax npoTokona unu B oTaensHOM goroBope. Kpome Toro, HekoTopble M3 NMPeACcTaBIieHHbIX Huxke
pa3fenoB MOryT BXOAWTb B COCTaB [ApYrMX AOKYMEHTOB, Ha KOTOpble MMEKTCA CCbINKM B NMPOTOKONeE,
HanpumMep B GpoLLopy UccnegoBaTens;

2) 0b0oCcHOBaHWE UcCnenoBaHus:
- Ha3BaHWe M onucaHue UccreayeMoro nekapcTBEHHOro nNpenapaTa;

- pesloMe UMEKLUX MOTEHLUMANBHO KIUHUYECKYIO 3HAYUMMOCTb pPe3yrnbTaToB [OKITMHUYECKUX
uccrnefoBaHU, a Takke pes3ynbTaToOB KIMHWYECKMX WCCMEeAOBaHWM, 3HauYMMbIX O AaHHOro
nccnenoBaHus;

- KpaTkoe onucaHune M3BEeCTHbIX U npeanonaraemMblX PUCKOB M NOJb3bl ONA UCMbITyEeMbIX, eCln
TaKoOBbl€ NMEKTCA,

- onncaHne n obocHoBaHMe crnocoba BBeAEHUS, JO3MPOBAHUA, CXEMbI U ONIUTENBHOCTU BBEAEHUS
nccrnegyeMoro nnekapcTBEHHOro npenapaTa;

- yKa3aHue Ha TO, YTO JaHHOe KNMHMYeckoe uccnegosaHne ByaeTt npoBoanTbCsa ¢ cobnogeHnem
npoTokona, Hactoswmx Mpaeun 1 4encTByOWUX HOPMaTUBHbLIX TpeboBaHWI;

- XapakTepucTvka nonynsiuum UCnbITyeEMbIX;

- CCbIJIKM Ha NyGnukauumn n gpyrme NCTOYHUKN MHOPMaLMK, UCMONb30BaHHbIE NPY MNaHUPOBAHWM
1 060CHOBaHWM NCCeg0BaHNS;

3) uenun n 3agayn uccnenosaHus: NogpobHoe onucaHue uenen n 3agay uccnegoBaHus;

4) pausariH  uMccregoBaHUsA - HaydHasi OOOCHOBaHHOCTb WMCCMefoBaHWMs M JOCTOBEPHOCTb

NOMy4YeHHbIX B MUCCNEAOBaHWM OaHHbIX CYLLEeCTBEHHO 3aBUCAT OT AM3alHa uccriegoBaHus. OnvcaHue
Ju3aliHa nccrneaoBaHus JOMKHO BKMNOYaTb:

- YKa3aHne OCHOBHbIX U OOMOJTHUTEJSIbHbIX (I'Ipl/| HaJ'IVI‘-IVIl/I) ncenegyemMblX napamMeTpoB, KOTOpPbIe
6ynyT oueHMBaTbCA B Xoae nccnenoBaHu4;

- ofnucaHve Buaa/ousaiiHa wUccrnedoBaHWs  (Hanpumep, ABOWHOW  creroi, nnaue6o-
KOHTPONUpYeMbIiA MeTod, MeToad napansenbHblX Fpymn) M cxemaTuyeckoe u3obpakeHue au3aiiHa,
npoueayp 1 ctaguii UccreoBaHus;

- onncaHne mMep, NO3BONALLMX CHN3NTL/M3bEeXaTb CUCTEMATUYECKON OLUNOKM, CBA3AHHOM C XO40M
nccnegoBaHWi: paHgoMU3auus; MpMMEHEHWE Crenoro MeToaa;

- onucaHWe MCCrneayemMoro nekapcTBEHHOro npenapara, ero 0o3MpPoBaHUS U CXEMbl BBEAEHMS.
Pasnoen Takke BkMovYaeT B ceba onucaHne nekapCcTBEHHOW (OOPMbl, YMakoBKM W MapKUpOBKU
1ccrefyemMoro NekapcTBEHHOro npenapara;

- nnaHvpyemasi OnNUTENbHOCTb  yyacTUs  UCTLITYEMbIX B WCCNEAOoBaHWW, — OonucaHue
nocnenoBaTenbHOCTM M MPOAOIKUTENBHOCTU  BCEX 3TanoB  UCCMefoBaHWs, BKMOYas nepuos
nocregyollero HabnoaeHus, (ecnu NpeaycMoTpeH);

- OnMcaHue NpaBuI MPEeKPaLLEHUs MU KPUTEPUEB MPEPbIBaHNUS BCErO UCCNeAOoBaHus, ero 4actu
WM y4acTusi oTaesnbHbIX UCTBITYEMBIX;

- npoueaypbl y4eTa Mccrnegyemoro rekapcTBEHHOro nmpenaparta, Bkntovasi nrauebo n npenapat
CpaBHeHUs (ecnu nNpegycMoTpeH);

- COXpaHeHune "cnenoTbl" nccnegoBaHUs U npouenypa packpbitua paHOOMNU3aUNOHHBLIX KOLOB;

- nepevyeHb BCeX [AaHHbIX, BHOCUMbIX HenocpeacTtBeHHO B uMHAOMBUMAYyallbHYKD PerncTtpaunoHHYKO
(bopMy ncnbiTyemoro (T.e. He NnepeHeCeHHbIX U3 APYrnx AOKYMEHTOB WM KOMMbKTEPHbIX d)aVIHOB) n
paccmMmaTpmnBaemMbliX B Ka4eCTBE NEPBUYHbIX AAHHbIX;

5) BKMOYEHUE U UCKITHOYEHNE UCTIBITYEMBIX:
- KpUTEPUU BKMIOYEHNSA UCTILITYEMbIX B UCCMEA0BaHNeE;
- KPUTEPUUN HEBKITHOUYEHNS UCTILITYEMbIX B UCCIe0BaHeE;

- KPUTEPUM UCKIIOYEHUST UCTBITYEMbIX U3 UCCNeqoBaHus (T.e. KpUTepUn NpekpalleHusl BBeAeHUs!
nccrieqyeMoro fieKapCTBEHHOro nperapaTa/fiedeHnss B Xo4e WCMbITaHus), a Takke npoueaypsbl,
pernameHTupytoLme: obcTosiTenbcTBa " npoueaypbl UCKIOYeHus] UCMbITYEMOTO u3
uccnepoBaHus/npekpalleHne BBEAEHUSI UCCNeyeMOro NekapCTBEHHOrO npenapara; nepeyeHb U CPoku
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MOMyYeHUss [OaHHbIX B OTHOLIEHWM WCKIOYEHHbIX WUCMbITYEMbIX; MeTod 3aMeHbl MUCMbITYEeMbIX;
nocneaywuiee HabnoaeHve NUL, UCKMIOYEHHbIX U3 MCMbITaHMS (UK Nocne OOCPOYHOro NpekpalleHus
BBEAEHUS UCcreyeMoro riekapCcTBeHHOro npenapara);

6) nevyeHne UcnbITyemblIx:

- ANA  Kaxdow rpynnbl UCMbITYeMbIX [OMKHbI OblTb NpeAcTaBrneHbl cBefeHWss o060 Bcex
NpUMEHSIEMbIX NEKAPCTBEHHLIX Npenaparax, BKM4Yas UX Has3BaHus, [03bl, CXeMbl, CNocobbl BBEOAEHUS,
nepuoabl fevyeHns, B TOM Yucre nepuon nocrneayoLero HabniaeHns UCnbITyembix;

- cnocobbl neyeHusi/MpenapaTtbl, KOTOpble MPOTOKOIOM pa3spelueHbl K NpUMeHeHUo (Bkrovas
HEOTNOXHYIO Tepanuio) UM Xe X He paspeLLeHo UCMoNbL30BaTh A0 WU BO BPEMS UCCNeA0BaHus;

- Mpoueaypbl NPOBEPKN COBMIOAEHUSA UCMbITYEMBIM PEXMMA NEYEHUS;
7) oueHka adpPeKTUBHOCTH:
- nepeyeHb nokasatenen apeEKTMBHOCTY;

- MeToabl W CpOKM OUEHKM, perucrpauum u craTtuctudeckon ob6paboTkm nokasartenen
adppeKTNBHOCTY;

8) oueHka GesonacHoCTu:
- nepeyeHb nokasaTenen 6e3onacHoCTy;
- METOAbl U CPOKU OLIEHKW, PEFMCTPaLUK U cTaTUCTMYecKon 06paboTkn GesonacHoOCTY;

- TpeboBaHMA K OTYETHOCTW, Mpouedypbl perncrpauunm u coobLlieHns O NOBOYHLIX ABMEHUSX U
WHTEPKYPPEHTHbIX 3aboneBaHunsXx;

- BMA W MPOJOIMKUTENLHOCTL HabMAEeHUS UCMLITYEMbIX MOCre BO3HUKHOBEHMSI MOBOYHbIX
ABMNEHUI;

9) ctaTucTHKa:

- onncaHuve BCeX MEeTOAOB CTaTUCTMYeckon 06paboTkum AaHHbIX. 3Tanbl MCCNeaoBaHus, Ha
KOTOPbIX NPOBOAUTCH NPOMEXYTOYHbIN aHanus;

- npegnonaraemMoe 4YWUCNO WUCMbLITYEeMblX, BKMAYaeMblX B uccnegosaHue. B cnydae
MHOTOLIEHTPOBOIO  KIMWHUYECKOTO WCCNEAOBaHUS YMCMO BKIIOYaeMbIX B UCCNEAOBaHME WCMbITyeMbIX
yKasblBaeTCa ANs KaxOon KnuHuyeckon 6a3bl otgenbHo. OBocHoBaHWe pasmepa BbIOOPKM, BKMOYas
PacCyXAeHWs UMM  BblYUCNEHUS, Nexawme B OCHOBE OnpefdeneHns CTaTUCTUYEeCKOW MOLLHOCTH
NccneaoBaHUs U KINMHUYECKON 3HAYUMMOCTUN pasnnyni;

- NPUMEHSIEMBI YPOBEHb 3HAYMMOCTHU;
- KPUTEPUU NpeKpaLLeHNsT UCTIbITAHWIA;
- NpoLieaypbl perucTpauuy oTCYTCTBYIOLLIMX, HeaHanManpyembiX 1 anbCcU@UUMPOBaHHbIX AaHHbIX;

- npoueaypbl coobLLeHMs O MoBbIX OTKMOHEHUSIX OT MepBOHAYanbHOro MnaHa cTaTUCTUYECKOMN
06paboTkn (Bce HapylleHWs MepBoHa4YanbHOro nnaHa craTUcTUYecko o6paboTKM OOMKHbI GbiTb
onucaHbl U 060CHOBaHbI B MOMpaBKax K NPOTOKONY W/UMK OKOHYaTeNnbHOM oT4YeTe 06 UccnegoBaHum);

- KaTeropum UCMbITYEMbIX, AaHHbIe KOTOPbLIX BKIOYATCA B CTAaTUCTUYECKWIA aHanu3 (Hanpumep,
BCE PaHOOMU3UPOBAHHLIE WCMbLITYEMble, BCE WCMbITyeMble, MoNny4Ynsline XoTa OGbl oduH pas
vccrnegyeMblii  npenapaTt, WNM BCce WCMbITyemble, YOOBNETBOPSAOLIME creumanbHbiM — KpUTeEpUam
BKIIOYEHMS B aHanua3);

10) npsiMoi AOCTYN K NEPBUYHLIM AaHHbIM/AOKYMeHTauunM. CrnoHCop AOMKEH YAOCTOBEPUTLCS, YTO
B MNpOTOKOMNE MWCCNegoBaHUss WNM  OPYroM MUCbMEHHOM COIMalleHMM ecTb YyKasaHue Ha To,
uccneposatens W (UNM) kNuMHWYeckas 6asa GydyT npedocTaBnsaTb MOHUTOpPaM, ayautopam U
npeacTaBUTENAM 3TUYECKOTO coBeTa NPSIMOW AOCTYM K NEPBUYHBLIM AaHHbIM/OOKYMEHTaLUN;

11) KOHTpONb KayecTBa N obecneyeHne Ka4ecTBa;

12) BOMpOCHI 3TUYECKOrO XapakTepa - OnuCaHue 3ITMYECKMX acCMeKTOB OAaHHOrO KIMHUYECKOro
nccnegoBaHus;

13) cO6op AaHHbIX U BEAEHUE 3annNCeN;

14) donHaHCcMpoBaHMe n cTpaxoBaHue - obcyxaeHne BoNpoCcoB (PUHAHCMPOBAHNS N CTPaxoBaHus,
€CINW OHW He NpeAcCTaBreHbl B OTAENbHOM JOrOBOpE;
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15) ny6nukaumm - obcyxaeHWe BONpPOCOB MyGnvMKauuM OaHHbIX MO UCCNEAoBaHMWIO, eClN OHU He
paccmaTtpuBaloTcs B OTAenNbHOM [JOroBOpE;

16) npunoxeHwus.
20. bpowtopa nccnepoBarens

167. bpowutopa nccnegosatens npeacraBnsaeT cobon pedepaTMBHOE U3NOXEHUE KMUHUYECKUX U
AOKINVHNYECKNX AaHHbIX MO MCCnegyemMoMy NnekapCTBEHHOMY npenapaTy, KOTopble MMEelT 3HaveHne Ans
€ro n3yyeHus Ha venoseke. 3agaden 3TOro AOKyMeHTa SABMSEeTCA NpedocTaBneHve nccnegosaTensm u
ApYyrMM  nvuam, BOBIIEYEHHbIM B MpOBedeHue uccrneaoBaHus, WHpopMauun, cnocobeTayloLen
Hauny4ywemMy MOHUMaHUI0 U COBMIOAEHUI0 MHOMMX KITHOYEBbIX MOSIOXKEHWI MPOTOKONa MccrenoBaHus,
Takux, Kak A03a NekapCTBEHHOro npenapara, YyactoTa/nepuMoanyHoCTb M cnoco® BBeAeHMs, a Takke
npoueaypa oLeHkn 6e3onacHOCT M3y4yaeMoro nekapcTBEHHOro npenapara Anst UCMbITyeMbiX.

168. Bpowtopa vccrnegoBatensa Takke OoIbkHa cnocobcTBoBaTb Gonee rnmybokoOMy MOHUMAaHWUIO
acrnekToB OKa3aHUs MeOULMHCKOW MOMOLLU MUCNbITYEMbIM B XoAe uccrenoBaHus. MiHdbopmaumsa omkHa
ObiTb M3MNOXeHa B JakOHUYHOMW, [AOCTYMNHOW, OOGBLEKTMBHOW, B3BELUEHHOW W JIALLIEHHOW pPeKnamHOoro
OTTeHKa chopMe, NO3BONAOLEN KIMHULMCTY UMM NOTEHLMaNbHOMY MccreaoBaTentio pa3obpaTbes ¢ Hel
n cdopmupoBaTb CBOe COGCTBEHHOE HENpeaB3sTOe MHEHWEe OTHOCUTENbHO LienecoobpasHoCTu
nraHNPyemMoro MccrefoBaHusl, OCHOBAHHOE Ha COMOCTaBMEHWM pUcka W Monb3bl AN UcnbiTyeMbiX. Mo
3TOM MPUYMHE B COCTaBneHun OpoLlltopbl nccrnegoBaTens 0ObIYHO MPUMHUMAET y4YacTMe MEeOULMHCKUIA
3KCMEpPT, O4HAKO ee COoAEepXaHWe COrnacoBbIBAETCA CO creuuManuctamu B AMCLUUMNUHAX, B pamkax
KOTOPbIX ObINK NonyyYeHbl NpUBEAEHHbIE B OpoLutope AaHHbIe.

169. Hacrtosiwme lNpaBuna onpeaensitoT MUHUManbHbIN 00beM MHGOPMaLMK, KOTopas OO0SMKHa
ObITb BKMoYeHa B Opolltopy uMccrnegoBaTtens, WM npegnaralT MocrnefoBaTeNlbHOCTb €€ U3NOXEHUS.
OuyeBnaHO, 4YTO xapaktep M 06beM [OCTyMHOM mMHGopmauuun OyayT 3aBucCeTb OT CTaguu paspaboTku
nccnegyeMoro nekapcTBeHHOro npenaparta. Ecnm mnccnegyembii npenapat Haxogutcs B CBOOOAHOM
npogaxe u 60NbLUMHCTBY MPAKTUKYOLLMX Bpayeln XOpOLLO U3BECTHbI ero dhapmakosriormyeckne CBOMCTBa,
Opowtopa wuccriegoBatensd MoxeT ObiTb MeHee nogpobHon. C  cornmacus  YNOSIHOMOYEHHOro
rocygapcrtBeHHoro opraHa Keiprbisckon PecnyGnukm B o6nactu 3gpaBooxpaHeHus B cdepe obpalleHus
nekapCTBEHHbIX CPeACcTB, BMECTO BpoLuopbl uccriegoBatens MoryT ObiTb UCMOMb30BaHbl CTaHOAPTHbIV
WH(OPMALMOHHBIA  FIMCTOK, MHCTPYKUMS MO MNPUMEHEHWUIO TEKapCTBEHHONO CPeAcTBa WK  NNCTOK-
BKMagbIll MpW YCIOBUM, YTO OHU COOEpXKaT COBPEMEHHYI, BCECTOPOHHIOW M AOCTATOYMHO NOoApOOHYyHo
WHopmauuto 060 Bcex CBOMCTBAX MCCRELYEMOro NekapCTBEHHOro npenapaTa, 3HaHWe KOTOPbIX MOryT
oKasaTbCsi BaXHbIM Ans uccrnegoBatensi. Ecnu  paspelueHHbIn ans MeguuUHCKOro NpUMEeHeHMUs
NeKkapCcTBEHHbIM npenapaT M3yvyaeTcsa B CBA3WM C HOBbIM MokasaHueM, Opolwopa [omkHa ObiTb
CcoCTaBrfeHa C y4eTOM HOBOIO NPUMEHEHUS.

170. Bpolutopa vccnegosaTtens AoMKHA NepecMaTpuBaTbCA HE pexe OJHOro pasa B rog U npu
HeobXoOMMOCTM MCNPaBNATbCA UM [AOMNOMHATLCA B COOTBETCTBMU CO CTaHAapTHbIMK Npoueaypamu
cnoHcopa. [epecMoTp MOXHO OCYLIECTBNATL W valle B 3aBUCMMOCTM OT CTaaun paspaboTku
NeKkapCcTBEHHOro cpeacTsa U No Mepe MNocTYNNeHnss HOBOW 3HaYMmMon MHdopmauun. Mpuyem, cornacHo
HacToswmm [paBunam, HOBble AaHHble MOryT ObiTb HACTOMbKO 3HAYMMbl, YTO C HUMKU HeobxoauMOo
03HAKOMUTb MCCriegoBaTernen, a Takke, BO3MOXHO, U 3TUMECKUIA COBET, A0 TOro, Kak 3Tu AaHHble ByayT
BKITIOYEHbI B HOBYIO pefakumio GpoLutopbl ccregoBaTtens.

171. Kak npaBuno, CrnoHcop HeceT OTBETCTBEHHOCTb 3a MNpefocTaBlieHWe wuccrnegoBaTento
Tekylen pefakumm Gpoluopbl UccneoBaTtensi, a uccnegoBaTenb OTBEYaeT 3a ee npefocTaBlneHune B
COOTBETCTBYIOLLIMIA 3TMYECKMA coBeT. B Tom cnyyae, ecnv CNOHCOPOM MCCnegoBaHUs SBNSAETCA
nccnepoBarernb, TO CMOHCOP-UCCeaoBaTeNb AOIMKEH PACCMOTPETL BO3MOXHOCTb NOMydeHust BpoLUopbI
OT W3rOTOBUTENS JeKapCTBEHHOro cpenctBa. Ecnm  uccnegyembin  nekapCTBEHHbIM  npenapaT
npenocTaBneH CcaMyMM  CMOHCOPOM-UCcnedoBaTenieM, TO OH [OJDKEH [OOBeCTM Heobxoaumyto
WHopMaUuMo 0O y4acTBYHOLUMX B NPOBEAEHUU WMCCnedoBaHUs COTpyAHMKOB. B Tex cnydvasix, korga
COCTaBfeHMe TpagULUMOHHOW GpoLUopbl MccneaoBaTenss HEOCYLLECTBMMO, B Ka4yecTBe arnbTepHaTuBbl
CMOHCOp-UccnegoBaTteslb AOMMKEH NpefoCcTaBUTb B AOMNOSIHEHHOM pasgene npoToKona UCNbITaHuA
"O6ocHoBaHWe nccrnegoBaHMsa" HeobxoanMyo NHAOPMAaLIMIO, OCHOBaHHYHO Ha NOCNEeaHNX AaHHbIX.

172. B cocTaB OpoLutopbl UccrneaoBaTtens BXOAST:

103



TexHudeckuin pernameHT "O 6e30nacHOCTM NekapcTBEHHbIX cpeacTe ans..."

a) TUTYNbHbLIN NUCT. Ha TUTYNbHOM NUCTE YKa3blBAlOTCA Ha3BaHWEe CroHcopa, UAEHTUUKaTopbI
KaXgoro uccrnegyemoro rekapcTBEeHHOro npenaparta (T.e. ero kof, XMMUYeckoe Wnn yTBepXKOeHHoe
obLLenpuHaTOoe (reHepuyeckoe) HasBaHWe, a Takke TOpProBoe Ha3BaHWe, ecnu 3TO cornacyeTcs C
XenaHnem CrnoHcopa M He MPOTMBOPEYUT OEeNCTBYHOLWEMY 3akoHoaaTenbcTBy Kbiprbiackon Pecnybnukn)
W gata u3gaHus Opoliopbl uccnepoaTtens. PekomeHOyeTcsi ykasbiBaTb HOMEpP LaHHOro M3gaHus
OpoLutopbl MCccnegoBaTens, a Takke HOMep 1 AaTy npeaplayen pegakumm;

6) rpud koHUaeHumanbHocTM. [0 XenmaHW, CMOHCOP MOXET BKMOUMTL B Gpoluopy
uccriefoeaTtens yBedOMIEHME WccriegoBaTenei/nonyyatenen OOKyMeHTa O ToM, 4To 6polutopa
uccriefoBaTtens OOMHkHa paccMaTpuBaThbCs Kak kKoHuaeHumanbHas vHdopmauus, npedHasHadeHHas
UCKIIOUYNTENBHO ANA 03HAKOMIIEHMS! U UCTIOSb30BaHNUSA UCCNeA0BaTeNbCKUM KOMMEKTUBOM U 3TUYECKUM
COBETOM.

173. bpowtwpa wuccnegoBaTens COOEPXUT criegylowime pasgenbl, Kaxabli M3 KOTOPbIX
COMNPOBOXOAETCS CMNCKOM MCMONb30BaHHOM NMTepaTypbl:

a) coaepxaHue;

0) pestome; B 3TOM pasgene OpoLlltopbl UccrnegoBaTens KpaTko (kenaTenbHO He 6onee 4yem Ha
ABYX CTpaHuLax) onucbiBatoTCs Havmboree 3HauMMble (PU3NYECKUE, XMMUYECKMe, dhapmaueBTUYecKme
CBOWCTBa /E€KapCTBEHHOro Mpenapata, a Takke [fAaHHble Mo ero apmakonornm, TOKCUMKOMOruu,
hapMakoKMHeTUKe, MeTabonuaMy W [aHHble KIMHWUYECKUX WUCCNEeAOBaHUA  MPUMEHUTENBHO K
COOTBETCTBYHOLLEN CTaaun KIMHUYECKON pa3paboTkm uccneayemMoro fekapcTBEHHOro npenapaTa;

B) BBeAEHWe; B KpaTKOM BBOAHOM pasgernie AOMMKHO ObiTb yKasaHO XUMWYECKOe Ha3BaHue
nekapcTBeHHOro npenapara (a Takke oblienpuHaToe (reHepuyecKkoe) N TOProBoe HasBaHMWs, €CIN OHU
3aperMcTpupoBaHbl), BCE aKTUBHbIE MHIPEAMEHTHI, bapmakonoruyeckas rpynna, K KoTOpol OTHOCUTCSH
uccrnegyeMbli npenapart, U MecTo, KOTOPOE OH MOXET B HeW 3aHATb (Hanpumep, ero nNpeumyLlecTsa),
[OBOAbl B MOMb3y AanbHEWLIEro U3yYeHWst UCCrefyemMoro NeKapCTBEHHOrO npenapara, a Takke €ero
noTeHuMarnbHble MOKasaHUs K MpoUNakTUYeckomMy, TepaneBTUYECKOMY WM OUarHOCTUYECKOMY
npumeHeHuto. Kpome Toro, B JaHHOM pasfene OOmKeH ObiTb chopMynmMpoBaH 06LLMI Noaxon K OLeHKe
nuccrnegyemMoro nekapcTBeHHOro npenapara;

r) domanyeckme, xuMmyeckue 1 apmMaueBTUYecKMe CBOWCTBA M COCTaB NEKAapPCTBEHHOWN hopMbl;
NpUBOAMTCA OnucaHue cybCcTaHuuii UccrnedyeMoro NekapCTBeHHOro npenapara (BKnoyas Xummuyeckue
n/MnNn CTPyKTypHble popMyrbl), @ Takke KpaTkas crnpaBka 06 MX OCHOBHbIX (DU3NYECKUX, XMMUYECKUX U
dhapmaueBTMUeCKUX cBoiicTBax. [ns cobniogeHns Mep MPeaoCTOPOXKHOCTM B XO4e KMUHUYECKOro
1ccrnenoBaHNsa ykasbiBaeTCa COCTaB NlekapCTBEHHOW (hopMbl, BKMOYas BCromoraTterbHble BellecTsa, U
060CHOBbLIBAETCS MX UCMOSIb30BaHWE, €CINN 3TO MMEET KIMHUYeckoe 3HadveHne. Takke npegocTasnsieTcs
WHCTPYKUMS MO XPaHEHUIO U WCMONb30BaHWUIO NleKapCTBEHHOW (hopMbl. [JoSkHO ObiTb ykasaHo rnoboe
CTPYKTYPHOE CXO[CTBO KOMMOHEHTOB fIeKapCTBEHHOIO CpeacTBa C APYIMMU COEaMHEHUSIMY;

[) OOKNWMHMYecKMe WCCnedoBaHWs; B BBEAEHUM B KpaTkoh dopme crieayeT MpeacTaBUTb
pesynbTaTbl BCEX HEOOXOAUMBIX [OKIMHUYECKUX WCCredoBaHUM apMakoriorMyeckmx CBOWCTB,
TOKCUYHOCTW, (DapMaKkoKMHETUKM U BGruoTpaHcopMaumMmn UCCriegyemMoro JiekapCTBeHHOro npenapara. B
3TOM pestome criefyeT NPUBECTU OMNMCAHUE MCMOSIb30BaHHbIX METOAOB U PE3YNbTaTOB 3KCNEPUMEHTOB U
06CyauTb WX KIIMHWYECKYID 3HAYMMOCTb B OTHOLUEHWM W3y4aeMblX feYebHbIX U BO3MOXHbIX
HeGnaronpuATHLIX UN HenpeaBuaeHHbIX 3P dEKTOB y YeroBeka.

B 3aBucumocTv OT HanmM4uMa/goCTyMHOCTU AaHHbIX YKa3blBAlOTCA CriegylolimMe CBeAeHus: Bug
3KCMEepUMEHTANbHbIX XUBOTHBIX; YACIO U MO XMBOTHBIX B K&XXOOW rpynne; eanHuLbl U3MepeHnst 4o3bl
(ranpumep, Munaurpamm/kunorpamMm  (Mr/kr)); WHTEpBan Mexay BBeOEHUSMU; NyTb BBeAEHUS;
ANUTENbHOCTb Kypca BBEAEHUS; MHAOPMAaLMSA MO CUCTEMHOMY pacnpeneneHunto; NpogosKUTENbHOCTb
HabnoaeHUsa nocre OKOHYaHWSI MPUMEHEHUSI NEKAPCTBEHHOrO CPeACTBa; pe3ynbTaTbl, B TOM 4uChlE:
Xapaktep  (bapmakonormyeckmx — MM YacToTta  TOKCUYecKMx  3ahbdekToB; BbIPaXXEHHOCTb
apMakonormyeckmx M CTEeMeHb TSKECTU TOKCUMYECKUX 3(dEKTOB; CKOPOCTb pasBUTUst 3PIEKTOB;
obpaTtumMocTb 3 dEKTOB; 4O303aBUCUMOCTb 3¢hDEKTOB; NPOAOIIKUTENBHOCTL 3 dEKTOB.

Ons OonblUe HarnsaQHOCTM AaHHbIE MO BO3MOXHOCTU cnenyet npencrtaesnATb B BUAe Tabnuu.

B nocrnegywowmx pasgenax obcyxgarTcs Haubonee BaxHble pe3ynbTaTbl  BbIMOMHEHHbLIX
nccnenoBaHui, BKNOYast 40303aBUCMMOCTb Habntogaemblx 9GEKTOB, MX IKCTPaNoONAUM0 Ha YenoBeka,
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a Takke HeobxoOuUMOCTb UX MOATBEPXOEHWUS B KIMHUYECKMX MccnegoBaHusix. Mpyu Hanuumm OaHHbIX
cnegyeT NPOBECTU CPaBHEHWE pe3ynbTaTOB UCCMeNOBaHUM Ha OOHOM M TOM KE BUAE >KUBOTHLIX Npw
MCNOMb30BaHNM Kak 3(dEKTUBHbIX, TaK W HETOKCMYECKMX [03 JleKapCTBEHHOro cpeactea (T.e.
onpedenuTb TepaneeBTudeckuid wuHaekc). CregyeT ykasaTb, Kak 9TM  [JaHHble COOTHOCATCA C
A03MPOBaHWEM, MMaHUPYeEMbIM Afst  M3ydYeHuss Ha denoseke. [lpy npoBeAeHUN CpaBHEHWN
pekoMeHOyeTCs UCMOoNb30BaTb KOHLUEHTpauuu npenapata B KPOBW/TKAHW, a He [03bl, BblpaXXeHHble B
MI/KT;

- JOoKnuMHMYeckass  dpapmakonorusi;  nNpuBoauTCa  pestome  papMakonorMyeckux  CBOWCTB
nccnegyemMoro fekapcTBEHHOro npenapaTta W, €Cnn 3TO BO3MOXHO, €ro OCHOBHbIX MeTabonmutoB Mo
pesynbTatam WCCNegoBaHUM Ha >KMBOTHbIX. B pesioMe [OMmKHbI BXOOUTb pesyrnbTaTbl U3y4YeHUd
noTeHUMarnbHON TepaneBTUYECKON aKkTUBHOCTU (Hanpumep, aKCnepuMeHTarnbHble MOLAENW NCCNeaoBaHUS
3(PEKTUBHOCTN, CBA3bIBAHWE C peuenTopamMy W cneunduYHOCTb [OEWNCTBUSA), a TakKkKe TecCThbl,
HanpaBneHHble Ha OLUEHKYy ©Oe3onacHoCTU (Hampumep, creuunarnbHble 3KCNEPUMEHTbI ANA U3Yy4YeHWUs
dapmakonornyeckux 9ddEKTOB, BbIXOAALWMX 3a paMKM npenonaraemblXx  TepaneBTUYECKUX
BO3ENCTBUN);

- (hapmaKkoKMHeTHKa U MeTabonM3M U3yYeHusl TeKapCTBEHHOTO CPeaCcTBa Y XXUBOTHbIX; NPMBOANTCS
KpaTkasl cnpaBka Mo apMakokMHeTuke, GuoTpaHcopmMauuM W pacnpeaereHnio  UCcCcnegyemoro
NeKapCcTBEHHOro npenapaTa B TKaHAX ANl BCEX BWOOB JKMBOTHbIX, Ha KOTOPbIX MPOBOAMIIUCH
3KCMepuUMeHTbl. B aTom pasgene credyeT oOxapaKTepu3oBaTb BCacbiBaHWE, MECTHYH W CUCTEMHYHO
6G1OOOCTYMNHOCTL MUCCNeayeMoro NeKkapcTBEHHOIo CPeacTBa UM ero MeTaGonuToB, a Takke KOppensuuto
3TUX NapaMeTpoB C pesynbTatamu DapMakonorMyeckux M TOKCUMKOMNOTMYECKMX WCCNedoBaHuii Ha
XNBOTHBIX;

- TOKCUKONOIWsi; B CXaToW (OpMe OnuCbIBalOTCA ToKcudeckne 3dekTbl UCCNesyemMoro
NekapCcTBEHHOro npenapaTa, M3y4YeHHble Ha pasHbiX BUMAAX XMBOTHbIX. [aHHble MpefocTaBnsAwTcs Mo
cnegylwuM TunaMm UCCNeAoBaHUN: TOKCUMYHOCTb MNPW OAHOKPATHOM BBEAEHMM; TOKCUYHOCTb NpU
MHOrOKpaTHOM BBEAEHUW; KaHLEPOreHHOCTb; cneunanbHble uccnegoBaHus (Hanpumep, MeCTHO-
pasgpaxaillee u anneprusvpyroliee AOEWCTBUE); PEenpoayKTMBHAs TOKCMYHOCTb, FEHOTOKCUYHOCTb
(MyTareHHOCTb);

e) KNMNHN4YeCcKne nccnegoBaHuA.

BeegeHune. B atom pasgene nogpobHo obcyxgatoTcs pesynbTaTbl UCCIESOBaHUM M3y4aemMoro
nekapCTBEHHOIO CpeAcTBa Ha YeroBeke, BKMoYasl JaHHble MO hapMakoKMHETUKe, GuotpaHchopmaumw,
dapmMakoguHamuke, [[0303aBMCMMOCTN  3ddekToB, 6esonacHocTn, 3PGPEKTUBHOCTM U OPYIMM
(hapmakonornyeckum cBowcTBam. Mo BO3MOXHOCTM LOIMKHO ObiTb [aHO KpaTKOe OnucaHue Kagoro
3aBEPLUEHHOrO KIMMHUYECKOro mccnenoBaHus. [lomkHa ObiTb npeAcTaBneHa WHdopmaums, nonydeHHas
He TONbKO B pe3ynbTaTe KIMUHUYECKUX UCCReLOBaHUA nccneayemMoro nekapCTtBeHHOro npenapara, HoO 1
M3 [pYrMx WCTOYHWMKOB, Hanpumep, Ha OCHoBe OO0O0O0LLEeHMS MOCTPerncTpaumMoHHOro OnbiTa €ero
NPYMEHEHNS;

- (bapmakokMHeTMka M OuoTpaHcopmauus y 4ernoBeka; uMHdopMauuss no dapmakoKMHETUKE
NCCrnegyeMoro fiekapCTBEHHOrO npenapata MNpeacTaBnsaeTcs B KpaTkon opme Mo Cnegytowum
pasgenamMm (B 3aBMCMMOCTM OT HanuuuMsl OaHHbIX): bapMakoKMHeTUKa (BkMovas OGuoTpaHcdopmaumio,
BCacblBaHWe, CBA3bIBaHWe ¢ benkamu nna3mbl KpOBW, pacnpegeneHne n anMMmHaumio); bnogocTynHoCcTb
nccnegyemMoro fiekapCTBEHHOro npenapara (abcontoTHasi, rae 3To BO3MOXHO, WU/UMINM OTHOCUTENbHAadA) C
Mcnonb3oBaHMEM onpederieHHON fekapCTBEHHOM dOpMbl B Ka4yeCcTBe CpaBHEHUS; (bapMaKOKMHETUKa Y
pasnuyHbIX rPynn MCNbITYyeMbIX (HanpMMep, 3aBUCMMOCTb OT Mona, Bo3pacTa WM HapyLeHUn (OyHKUnn
OpraHoB); B3aMMOOEWNCTBUSA (Hanpumep, NEKapCTBEHHbIE B3aUMOAEWCTBUS WU BIMSIHWE NPUEMa MULLNK);
Apyrve faHHble No papMakoKMHEeTVKe (Hanpumep, pesyrnbTaTbl MPOBEAEHHbIX B pamMKax KIMHUYECKUX
ucnbiTaHWin hapMakoKUHETUYECKUX UCCIEA0BaHUM Ha pasnuYHbIX rPynnax UCNbITyeMbIX);

- bGesonacHocTb W 3adeKTUBHOCTb; B KpaTkou popme npefcrtaensetcs uHdoOpmaums no
©es3onacHocTy, apmakoguHamuke, 3PEKTUBHOCTM M O0303aBUCMMOCTU 3h(PEKTOB MCCneayemMoro
nekapcTBEHHOro npenapata (M ero MeTabonuMToB, €CnM 3TO U3yyanocb), MNOflydYeHHass B Xxope
NpoBeAEeHHbIX KIMUHWYECKUX WUCCNEedoBaHUiA (Ha 340POBbIX A0OpoBosbLax W/mMnuM Ha GOnbHbIX).
MpuBOANTCA MHTEpPRpeTaLMa 3TUX AaHHbIX. ECNM YacTb KNMHUYECKMX UCCIEeQoBaHUI yXe 3aBeplleHa,
Ans 6onee siCHOrO BOCMPUSITUS AaHHLIX pPeKoOMeHAyeTcs npeAcTaBUTb CBOAHbLIE MO BCEM WUCMbITAHWUAM
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oT4eTbl MO 3(PEKTUBHOCTU M GE30NACHOCTM U3Yy4aeMOoro IeKapCTBEHHOrO CpeacTBa MO OTAENbHbLIM
NnokasaHusM y pasHbIX MONynsauMi UCMbITyeMbIX. Takke LenecoobpasHo BKMYATL B 3TOT pasgen
CBOAHble Tabnuubl NOBOYHBIX peakuu Ha npenapaT No BCEM KIMMHUYECKUM MCCNEeaOBaHUSAM ONs BCEX
M3YYEHHbIX MOKa3aHWN.

CnenyeT o6cyanTb CYLLECTBEHHbIE pa3nnuMs B XapakTepe/dacToTe pasBUTUS MOBOYHBLIX peakLunii
Ha INeKapCTBEHHbLI MpenapaTt, Kak Mexay pasfMyHbIMW MoKasaHUsMWU, Tak M MeXZy pasnuyHbIMU
nonynAUMsSMU UCTIbITYEMbIX.

B Gpoultope uccnenoBaTenst 4OMKHbI 06CyXOaTbCs BO3MOXHbIE PUCKM U NOGOYHbLIE peakuun Ha
nekapcTBeHHbIN MnpenapaTt, KOTOPble MOXHO OXWOaTb, OCHOBLIBASCb Ha HAKOMMEHHOM OnbiTe
NMPUMEHEHWS!, Kak MCCIeQyemMoro nekapcTBEHHOro npenapata, Tak U CXOOHbIX C HUM feKapCTBEHHbIX
cpeactB. [ormkHbl ObiTb Takke oOnNMcaHbl Mepbl NPELOCTOPOXHOCTM M peKoMeHAyemble MeToabl
obcnenoBaHusl, KoTopble HeobXoAMMO MCMONb3oBaTb MPU MPUMEHEHMU NEeKapCTBEHHOro cpeacTtBa C
ncernenoBaTenbCKUMU LIeNAMMU;

- MOCTPEerncTpauMoHHbIA ONbIT; B Bpolutope uccregoBatensd A0MKHbl ObiTb yKasaHbl CTpaHbl, B
KOTOpPbIX UCCNeayeMblii NeKapCTBEHHbIN Npenapar yXXe nMeeTcs B npogaxe vnv Obin 3aperMcTpupoBaH.
B o6obweHHOM Buae NpuMBOAMTCA BCSA  BaxHas  WHMOpmauusi, MNOMyYeHHas B XoAe
NOCTPErncTpaLMoHHOro NpMMEHeHNs NekapCTBEHHOro npenapaTa (Hanpumep, CocTaB U NekapcTBEeHHas
dopma, gosupoBaHue, cnocobbl BBeAeHUA U nobouHble peakumm). Takke B BGpollope nccregosaTens
AOMXKHbI ObITb YKa3aHbl CTPaHbl, B KOTOPbIX 3asBUTEN0 BbINO OTKazaHO B perncrpauumn uccrnegyemoro
neKapcTBEHHOrO npenapara Unm oH 6bin U3bAT 13 obpalleHus;

)K) 3aKrn4YeHna n pekomeHgauum onda ncecrnenoBsartens.

B atom pasgene ob6cyxpaloTcs AOKMMHUYECKME W KIIMHUYECKUME f[aHHble, n o06o6uiaeTtcs
MHGpOPMaUms M3 pasHbiX WCTOYHMKOB MO pPasfMyHbIM CBOWCTBAM MWCCReayeMOoro riekapcTBEHHOro
npenapata. Takum o6pasom, uccriegoBaTento MpenocTaBnseTcss HauGonee WHdopmaTUBHAaS
WHTEpNpeTaumsl CyLecTBYOLWNX OaHHLIX U OenatTcst BbiBOAbl O 3HAYMMOCTM 3TOW MHdOopMaumMM 4ns
nocneayLwmx KNMHUYecKMx nccnegoBaHuin.

Ecnn aTo YMECTHO, MNpuBOOUTCA 060y>|<p,eHV|e OI'Iy6J'Il/IKOBaHHbIX OoT4eTOB NO CXOOHbIM
JIeKapCTBEHHbIM CpeacTBaM. OTO MO3BONUT MccnegoBaTento ObiTb FOTOBbIM K BO3MOXHBIM NMOGOYHBLIM
peakunamMm Ha J'IeKapCTBeHHbIﬁ npenapar n gpyrium npo6nemaM, KOTOpbleé MOryT BO3HUKHYTb B XOo4e
KITMHUYECKMX UccneaoBaHum.

OcHoBHas Lenb AaHHOIO pasgera 3akmioyaeTcs B TOM, YToObl MOMOYb UCCredoBaTeNo NOMyYnTb
yeTkoe MpeacTaBfieHNe O BO3MOXHbIX PUCKaX M HeXenaTenbHbIX peakuusix, a Takke O creumnanbHbIX
TecTax, MeTodax HabnogeHus u Mepax NpegoCTOPOXHOCTU, KOTopble MOryT MoHadobuTbcA B xode
KIMMHMYECKOro uccrnenoBaHus. ATo NpeAcTaBrneHne A0MKHO BbiTb OCHOBaHO Ha AOCTYMNHON MHopMaLmm
0 (M3NYECKMX, XUMUYECKUX, hapMaLeBTUYECKNX, (PapMaKONOrMYecknx, TOKCUKONMOTMYECKUX WU
KIMMHUYECKUX CBOMCTBAax WccrieQyeMoro nekapcTBeHHoro npenaparta. KnuHudeckoMy uccrnenoBaTernto
TakKe AOMMKHbI ObiTb MpeAoCTaBrieHbl PeKOMeHZauuu Mo AMAarHOCTUKE W JIEYEHWH0 MPU BO3MOXHbIX
nepeaosnpoBKax W HexernaTerbHbIX peakuusix Ha JeKapCTBeHHbI npenapaT, OCHOBbIBasicb Ha
CYLLIECTBYIOLLEM KITMHUYECKOM OMbITe U (hapMaKoNorM4yecknx CBOMCTBaX UCCNEQYEMOro JIekapCTBEHHOTO
npenapara.

21. OCHOBHbIe AOKYMEHTbI KIIMHUYEeCKOro uccrnenoBaHus

174. OCHOBHbIMW [OOKYMEHTaMW KNMHUYECKOTO WMCCMeAOoBaHUsA SABMSKTCA OOKYMEHTbI, KOTOpble
BMECTE UMM NO OTAENbHOCTM MO3BONSAT OLEHWUTb KayeCTBO MPOBEAEHUSA UCCREeOOBaHUA MOMYyYEeHHbIX
AaHHbIX. OHM OEeMOHCTPUPYHOT cobnogeHne uccnegoBaTenemM, CNOHCOPOM M MOHUTOPaMy HaCTOSILLMX
Mpaswun.

OcHoBHble OOKYMEHTbI KINMHUYEeCKOro nccrnenoBaHuda HeobXxoauMbl Takke ANsl BbINONMHEHWUS pana
OPYrnx BaxKHblX 3a4au.

CBOGBpEMeHHoe pasmelleHmne OCHOBHbIX [OOKYMEHTOB B apxXumBe uccriegoBartena wu (I/IJ'IVI)
KNUHUYeckon 0asbl B 3HAYMTENbHOM Mepe CFIOCO6CTByeT ycnewHomy nposeneHuo KIMHU4YeCckoro
ncenegoBaHnAa uccregosarterniemMm, nomMmoraeTt pa60Te CrioHcopa M1 MOHWUTOPOB. ChyY LOOKYMEHTbI 00bI4YHO
ABNSATCA OOBLEKTOM HEe3aBUCUMOro ayouta CO CTOPOHblI CrnoHCOpa W UMHCNEeKUMn CO CTOPOHbI
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YNOJIHOMOYEHHOIo rocygapCcrtBeHHOro opraHa Kblprbl3CKOl71 PeCI'Iy6J'II/IKI/I B obnactu 34paBoOOXpaHeHna B
Cd)epe 06paLLl,eHl/|ﬂ JIeKapCTBEHHbIX CpeaCcTB B XO04€e OLUEeHKM COOTBETCTBUA NMpoBeOeHNA nccregoBaHuA
BCEM NnpeabAaBIAeMbIM Tpe6OBaHI/IF|M M NOJMHOThI CO6paHHbIX OaHHbIX.

Hwxe npunBoaAnNTCA MUHUMaTbHbIN nepedyeHb OCHOBHbIX OOKYMEHTOB KIMMHUYECKOIro MUCMbITaHUA.
ﬂOKyMeHTbI nogpasgendarTca Ha Tpu KaTeropmm B 3aBMCMMOCTU OT TOro, Ha KaKow cTagumn KnMHNYECKOro
ncecnenoBaHnMd OHM CO3a4ak0TCA:

1) nepea Hayanom KIMHNM4Yeckon dasbl UCCriefoBaHNS;
2) B x04e KnMHu4eckon grasbl UccrnegoBaHus;
3) nocne 3aBepLUEHMS N 4OCPOYHOIO NPEKpaLLEHUS UCCneaoBaHus.

OObsACHAITCA Lenu co3daHusi/XpaHeHUst KaXkgoro AOKYMEeHTa M ykasblBaeTcsl, Fae [OOKYMEHT
OOIMKEH XpaHUTbLCS: B apXuBe CMOHCOPA U/UNW B apXvMBe MccrenoBaTens KnMHUYeckon 6asbl. [Jonyctumo
o6beanHeHe HEKOTOPbIX [OKYMEHTOB, €CfM NP 3TOM OTAEMbHbIE AOKYMEHTbI MOryT ObITb FErko
NOEHTUULIMPOBAHBI.

OcHoBHOM dhann (macTep-chann) ncenegoBaHns JomkeH ObiTb CO34aH B Hadane KIUMHMYECKOro
nccnepoBaHus, Kak Ha KnuHmyeckon 6ase, Tak U B odmce crnoHcopa. MccnegoBaHMe MOXHO cumTaTh
ohmumnanbHO 3aBepPLLUEHHBLIM TOMbKO MOCHe TOro, kak MOHUTOP NPOBEPUT (halbl uccrnegoBatens u (Unum)
KINMHWYeckon 6a3sbl 1 CNOHCOpa M NOATBEPAMT HanMMymMe BCEX OCHOBHbIX JOKYMEHTOB.

JTiobon unn BCce OOKYMEHTbI, MepeYUCrieHHble B AaHHOM OOKYMeHTe, MOoryT ObiTb 3aTpeboBaHbl
CMOHCOPOM Af1A ayAuTa U YNONHOMOYEHHbIM rocyaapcTBeHHbIM opraHom Keipreidckon Pecnybnvikn B
obnactn 3gpaBooxpaHeHus B cdepe obpalleHWss fNeKkapCTBEeHHbIX CPEeACTB ANA WHCMAEKUUW, n 3TO
TpeboBaHne JOMKHO BbITb BbINOMHEHO.

175. Mepen Hayanom KNMHUYeCKkon dasbl nccregoBaHNs HE06XoaUMO NOArOTOBUTL U PasMecTuTb
B (hannax nccnegosaHns (4o ero ouLmanbHOro Havana) crnegyrowme JOKYMEHTbI:

HasBaHue aokymeHTa Lenb Haxoaurtca B ¢pannax
uccnegoBarten | cnoHcopa
au (unu)
KINMUHUYECKOMN
6a3bl
1. Bpowopa uccnegosartens [okymeHTansHo X X
noaTBepanTb oakT
nepegayv
nuccrnegoBaTesnto Bcen
HeobXoaAMMON U
HeycTapesLUen
nHdopmaumm o6
uccnegyemMom
npenaparte
2. MNognuncaHHbIM NPOTOKON M NONPaBKK K [okymeHTanbHO X X
HeMy (ecnv TakoBble nmetoTcs), obpasel, noaTBepAnTb hakT
UHAMBUOYaNbHON perncTpaunoHHoOn hopMbl yTBEPXAEHUSA
(NPOD) CMOHCOPOM U
uccriegoBartenem
NpoToKoma/nonpasok u
nPo
3. MNMpepocTaBnsemble UCTbITYEMbIM
MaTepuvarnbl:
- hopma MHOPMMPOBAHHOIO cornacusi [lokymeHTanbHo X X
(Bkntovasi Bce HeobxoaMmble noaTBepPANTb Hanu4ne
pas3bsCHUTENbHbIE MaTepuransbl) hopMbl
WHPOPMUPOBAHHOTO
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cornacua

- Apyrne nucbMeHHble MaTepuarnsi JokymeHTansHo X X
NoATBEPAUTL Hanmune
noapo6HOM 1 JOCTYNHON
ONsi NOHVMaHus
WH(OopMaLMK, koTopas
OyneT npegocTaeneHa
UCMbITYEMbIM AN
nony4eHns nux cornacus
Ha OCHOBE MOSTHON

OCBEAOMIIEHHOCTM
- 06bsIBNEHMs 0 Habope UcnbITyeMblX (ecnu [lokyMeHTarnbHo X X
MCMOSb3YHTCS) noaTBeEpPaUTb

afeKBaTHOCTb Mep,
NnpUHNMaeMbIX Ona
Ha6opa NCNbiTyeMbIX, U
OTCyTCTBME 3NIeMEHTa
NPUHYXOEeHUA

4. dnHaHCOoBbIE acnekTbl MccnegoBaHus JdokymeHTanbHo X X
noaTBepanTb
dhunHaHcoBoe
cornawieHne mexay
CMOHCOPOM U
uccrnegosarenem un (unu)
KnunHudeckon 6ason

5. CtpaxoBoe 06s3aTenbCTBO (eCnu [lokymeHTanbHo X X
TpebyeTcs) noaTBEPANTb Hanuume
noapoGHOW 1 JOCTYMNHON
AN NoOHMMaHus
WHdopmaumm, Kotopasi
OyaeT npegocTaBneHa
UCNbITyeMbIM ON15
nosny4YeHnst X cornacusi
Ha OCHOBE MOJSTHON
0CBEJOMIIEHHOCTU

6. NognuncaHHoe cornalleHne mexay JdokymeHTanbHO
CTOpOHaMU, Hanpumep: noaTBEpPAUTb

OOCTUTHYTbIEe X X
cornawieHuna

- uccneposatenemM v (MNK) KIMHUYECKON
6a3on 1 cnoHcopom

- nccnegoBaTenem v (Mnu) KIMHNYECKON X (ecnn
Ba3oi 1 KOHTPAKTHOM UCCNefoBaTeNbCKON TpebyeTtca
opraHusauuen )

- CMOHCOPOM W KOHTPaKTHOWA X
nccrnenoBaTenbCKol opraHusaumnen

- nccnegoBaTtenem v (Unu) KIMHNYECKON X X
©a30oi 1 YNONHOMOYEHHBIM FOCYAapCTBEHHBIM
opraHom Kbiprbizckon Pecnybnuvku B obnactm
30paBooOXpaHeHns B cpepe obpalleHms
nekapcTBeHHbIX cpeacTB (ecnu TpebyeTcs)

7. DaTvpoBaHHOE U [OKYMEHTamnbHO JokymeHTanbHoe X X
ochopmneHHoe yTBepxaeHne/onobpeHue noaTeepXxaeHue
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3TUYECKMM COBETOM Creayrouimx
OOKYMEHTOB!

- MPOTOKONa M NONpPaBoK K HEMY;
- UP® (roe Heobxoammo);
- (bOpMbI MIHPOPMUPOBAHHOIO COrnacus;

- Apyrnx npegocrtaBiid€MbIX UCTbITYEMbIM

3KCNepTU3bI
nccrnegoBaHmns
3TUYECKUM COBETOM U
paspeLueHus/ogobpeHms
Ha ero npoBefeHue.
YKkasbiBaeTcs gata u
HOMEp penakuum

MaTepuarnos; JOKyMeHTa
- 06bsIBNEHUN 0 Habope MCnbITyeMbIX (eCru
nmerTcs);
- MHOPMaLMM O BbIMnaTax UCMbITYyEMbIM
(ecnn HeobxoamMmo);
- OpYrMX AOKYMEHTOB,
YTBEPXKAEHHbLIX/000OPEHHBIX OKYMEHTOB
3TUYECKUM COBETOM
8. CocTaB aTnyeckoro coseTa [okymeHTaneHo X (ecnn
NnoaTBEpPANTb TpebyeTtcs
COOTBETCTBME COCTaBa )
3TUYECKOro coBeTa
TpeboBaHusam GCP
9. YBegomneHue perynsTopHbIX OpraHoB 0O [okymeHTansHo X (roe (roe
HaMepeHUn NPOBECTUN NccneaoBaHNe Unu noaTBepAnTb, YTO 0 TpebyeTcs) TpebyeTcsa
(ecnu TpebyeTca) paspelueHme/yTBepXKOEHNE | Havyana uccrnegoBaHus )
UMK NpoTOKONa NccnenoBaHns YNOSTHOMOYEHHbI
rocyaapCTBEHHbI OpraH
Kbiprbiackon Pecny6nmvkm
B obnactu
30paBOOXPaHEHUS B
chepe obpalleHus
nekapCTBEHHbIX CpeacTB
ObIn n3BeLLeH unum Bbino
nony4eHo ero
paspeLueHue/yTBepXaeH
ne B COOTBETCTBMU C
OencTByoWUMHN
HOPMaTUBHbLIMU
TpeboBaHUAMM
10. Curriculum vitae nccnegosatens u [okymeHTansHo X X
cybvccnegosatenen u/wnn gpyrue NoATBEPAUTb, YTO
AOKYMEHTbI, MOATBEPXKAAOLLNE X YPOBEHb KBanudukaumm
KBanudukauuo uccriegoBaTernemn
[OCTaTouHbIN ANd
npoBedeHus
nccnenoBaHus u/unu
Hagnexaliero
MEeOULUHCKOro
HabnogeHus 3a
UCNbITYyeMbIMU
11. HopmanbHble 3HaveHus/rpaHnubl Hopmbl | [lokymeHTansHo X X
ansi 0hOpPMUTL HOpMarbHble
KIMHUYECKMX/NabopaTopHbIX/MHCTPYMEHTanNb | 3Ha4YeHus/rpaHuLbl

HbIX TECTOB/MCCIe4OBaHNN,

HOPMbI A5A 3TUX TECTOB
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npenyCMOTPEHHbIX MPOTOKOJIOM

12. KnnHnyeckune/nabopatopHble/
WHCTPYMEHTarbHbIE TECThI/MCCNEA0BaHNSA

- cepTumkaumnsa nnu
- aKkpeguTauusa unu

- BHYTPEHHWUI U/UNN BHELLHWUIA KOHTPOIb
KayecTBa

- Apyrne meTozbl Bepudukauum (ecnm
TpebyeTcs)

[okymeHTansHoO
NnoaTBEpPAnNTb
BO3MOXHOCTb
KayeCTBEHHOro
npoBeaeHns TECTOB U
[OCTOBEPHOCTL
nonyyaemsbix
pe3ynbTaTtoB

X (roe
TpebyeTcs)

13. OBpaseL 3TUKETKN Ha yNakoBKe
nccnegyemMoro fiekapCTBeHHOro npenapara

[okymeHTansHo
NnoATBeEpanTb
cobntogeHve
pPerynsitopHbIX
TpeboBaHui K
MapKMpOBKe
uccnegyemMmoro
nekapCTBEHHOrO
npenapara, Bkno4as
WHCTPYKUUK Onsi
UCMbITYEMbIX

14. VIHCTpyKUumMsa no obpalleHuto ¢
uccnegyeMbiM npenapaToM u
HeobX0AMMbIMY PacXOA4HbIMU MaTepuanamm
(ecnun He BkNtoYEHa B MPOTOKOM U
OpoLwutopy nccrnegosaTens)

JokymeHTanbHO
NOATBEPAUTbL Hanuume
WHCTPYKLUIA MO
XpaHEeHMI0, yrakoBke,
pacxo4oBaHUIO U
yTunm3aumm
uccrnegyemoro
NeKapCTBEHHOro
npenapata 1
HeobxoauMbIX
pacxofHbIX MaTepuarnos

15. TpaHCcNopTHbIE HaknagHble (MOYTOBLIE
KBMTaHLUMKN) Ha NOCTaBKY UCCeayemMoro
npenapara u Heo6XoaUMbIX PACXOAHbIX
MaTtepuanos

3apeructpmpoBaTtb AaThbl
1 cnocob agoctaBky,
HOoMepa cepui
nccrnenyemoro
npenapara u
HeobxoauMbIX

pacxodHbIX MaTepuarnos.

370 No3BonseT BecTu
y4yeT HOMepOoB Cepuit,
OLIeHWTb YCroBUS
TPaHCMOPTUPOBKMU,
opraHu3oBaTb y4eT
npenapara

16. CepTudpmkat aHanmsa nony4eHHOro
neKapcTBEHHOro npenapara

[okymeHTansHo
NnoATBeEpanTb
NOANMUHHOCTb, YACTOTY U
KOnu4ecTBeHHOe
cofepxaHve akTMBHOro
BelLecTBa (O03NPOBKY)
uccrnegyemMbix cpeicTs

17. Mpouenypa packpbiTus koga ans

[okymeHTaneHo

X (TpeTbs
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nuccnegoBaHun, NpoBOAUMBIX ClnenbIM
MeToa40M

noaTBEPANTb Hanu4ne
npouenypsl
naeHTumkaumnn
nccnegyemoro
NeKapCTBEHHOroO
npenapara B
HEOTNOXHbIX CITy4Yasnx
©e3 HapyLleHusl cnenoTbl
nccrnenoBaHus ans
OCTanbHbIX UCMbITYEMbIX

CTOpOHa,
ecnu
TpebyeTtcs

)

18. PaHgomMmn3aumnoHHbI CnnMcok

[okymeHTanbHoO
odopMUTL npoLeaypy
paHgomMu3sauuu
UCNbITYyeMbIX

X X (TpeTbs
CTOpOHa,
ecnu
TpebyeTtcs

)

19. OTyeT MOHUTOpA O NpeaBapUTENbHOM
BU3NTE

[okymeHTansHo
NnoaTBEpPANTb
NpPUeMNEMOCTb
KnnHu4eckon 6asbl ans
Lienen nccnegoBaHust
(OOKYMEHT MoXeT BbITb
00beauHeH ¢ yka3aHHbIM
B n.20)

X

20. OTYeT MOHUTOpPa O CTAPTOBOM BU3UTE

[okymeHTanbHo
noaTBepAnTb akT
O3HaKoMIleHus
nuccnegosatens u ero
COTPYAHUKOB C
npoueaypamu
uccnegoBaHus
(mOKYMeHT MoxeT ObITb
06beIHEH C yKa3aHHbIM
B M.19)

176. Bo BpemMs KNUHUYECKON dhasbl UCCIEA0BaHNS, B XOA4E UCCNEeL0BaHNS K BblLLEeNepeYnCrieHHbIM
OOKyMeHTaMm [00aBnsAlTCA HOBble [OKYMEHTbl B MOATBEPXOEHUE
WHopMaLna AOKYMEHTarbHO ohopMnaeTcsa No Mepe ee NOCTYNNEHUs.

TOro,

yTo BCA Heobxogumas

Ha3BaHue gokymeHTa Uenb Haxogutcsa B cpannax
uccnegoBartern | cnoHcopa
Aaun (unu)
KITMHUYEeCKOM
6asbl
1. HoBas pegakuus 6polutopbl [okymeHTanbHo X X
uccrnegoBartens noaTBepauTb hakT
CBOEBPEMEHHOIO
coobLeHus
nccnegosartento
HeobxoaMmon
WHpopmaLmm no mepe
ee nocTynneHus
2. HoBble pegakumn: [okymeHTansHO X X
- npoTokona/nonpasok u NP®; 0hopMUTL HOBbIE
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- popMbl MIHHPOPMUPOBAHHOIO COrnacus;

- npeaocTtaBnAaAeMbIX UCMbITYEMbIM
NMMCbMEHHbIX MaTepunaros;

- 0bbsABRNEHU 0 Habope ncnbITyembix (ecnu
NCrosb3ytoTcs)

penakuun J0KYMEHTOB
1 NoaTBepanTb OaKkT UX
BCTYNINEHUS B UMy

3. atupoBaHHOE U AOKYMEHTanbHO [okymeHTansHo X
odopmneHHoe yTBepxaeHue/ongobpeHue noaTBepauTb hakT
3TMYECKMM COBETOM CrieayHroLLMX JOKYMEHTOB: | paccMoTpeHus u
yTBEpPXAeHus/ogo6peH
NS MonpaBoK W/unm
HOBbIX pedaKkuuit
- MOMNPAaBOK K MPOTOKONY; - HOBbIX pedakunii; Yka3sblBaeTcs HOMep
- (hopMbl UHGOPMUPOBAHHOTO COTacus; HOBOV peAaKLmy
- MpegocTaBnseMbIX UCMbITYEMbIM KSKAOTO AoKyMEHTa 1
NMCbMEHHBIX MaTeprarnos; Aara
- 06bsIBNEHUN 0 Habope MCnbITyeMbIX (€Cru
ucnonb3yeTtcs);
- OPYruX yTBEPXKAEHHbIX/OA06PEHHbIX
OOKYMEHTOB;
- pesynbTaToB NepnoanyYecKoro
paccMOTpeHns OKyMeHTaumm no
nccrnefoBaHuIo (ecnv NpoBoANNOCh)
4. PaspelueHune/yTBepxaeHue [okymeHTansHO X (ecnm
YMOSTHOMOYEHHOIO roCy4apCTBEHHOIO OpraHa | NoATBEpPAUTb TpebyeTtcs)
Kbiprblackon Pecny6nuvkm B obnactu cobnogeHve
3apaBooxpaHeHuns cdepe obpalleHns HOPMaTUBHbIX
neKapcTBEHHbIX CPeacTB Unn ero TpeboBaHui
yBeJomneHue (B 3aBUCMMOCTU OT
TpebOoBaHUN) OTHOCUTESBHO: - MOMPAaBOK K
NPOTOKOMNY M OPYrMX JOKYMEHTOB
5. HayuHyto 6Gruorpaduto (curriculum vitae) Cm. n.10 tabn. 1 X
HOBOrO uccnegosaTtens n/vnu
cybvccnenosartens
6. NepecMoTp HOpManbHbIX 3Ha4YeHun/rpanny, | JJokymeHTansHo X
HOPMbI A11s 0hOopMUTL NepecmoTp
KIMHUYECKMX/NabopaTopHbIX/MHCTPYMEHTaNbH | BO BpEMS
bIX TECTOB/MCCNEAOBaHWIA, NPEAYCMOTPEHHBIX | nccnepoBaHus
NPOTOKONOM HOpManbHbIX
3HaYeHu/rpaHnLy
HOPMbI A1 3TUX TECTOB
(cm. n.11 1abn. 1)
7. IameHeHus B [okymeHTansHO X (ecnn
KNMHMYECKUX/NabopaTopHbLIX/MHCTPYMEHTanNbH | NoaTBEPAUTL TpebyeTcs)

bIX TECTOB/MUCCIIEOBaHNN:
- cepTudmkaumsa unm
- aKkpeguTaumsa unm

- BHYTPEHHWUI /U BHELLHWUIA KOHTPOIb
KayecTBa;

- Apyrvue MeTozbl Bepudukaumm (ecnm
TpebyeTcs)

[OCTOBEPHOCTb TECTOB
Ha NPOTSKEHUN BCETO
nccnegoBaHus (Cum.
n.12 Tabn. 1)
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8. TpaHCcnopTHLIE HaknagHble (NOYTOBbIE
KBMUTaHLMKN) Ha NOCTaBKY UCCresyemMoro
npenapara n HeobxoauUMbIX pacXxodHbIX
MaTepuanos

Cm. n.15 tabn. 1

X

9. CepTucbmkaTbl aHanm3a HOBbIX NApPTUI
nuccrnenyeMoro nekapcTBeHHoro npenapaTta

CMm. n.16 Tabn. 1

10. OTYeTbl MOHUTOPOB

[okymeHTansHoO
0hOPMUTL BUSUTBI
MOHWTOPOB Ha
KnuHu4eckyto 6asy un nx
pesynbTaThbl

11. Neperoeopbl/nepe- Nucka, CBA3aHHbIE C
nccrnegosaHmem (MOMUMO BU3WUTOB): -
nepenuncka; - NPoToKOfbl 3acedaHui; - oT4eThl
0 TenedOHHbIX MeperoBopax

[okymeHTansHo
0hopMUTL
[OCTUTHYTbIE
[OrOBOPEHHOCTYU 1
pesynbTathbl
obcyxaeHus
aaMUHUCTPATUBHBIX
BOMPOCOB, HapyLUEeHUN
NpoTOKOMna, BOMPOCOB
npoBeaeHus
UCMbITaHWA Y
OTYETHOCTM MO
NOGOYHBLIM SIBNIEHUSIM

12. MoanucaHHble HopMbl
WHOPMUPOBAHHOIO cornacus

[dokymeHTansHo
noaTBEpPAUTL
nonyyeHue cornacus
KaXxgoro ncnbITyemoro,
OaTMPOBaHHOIo A0
Havyana uccnenoBaHus,
B COOTBETCTBUM C
TpeboBaHUAMHU
npotokona un GCP.
[dokymeHTansHo
noaTBEpanTb
paspeLueHune Ha
npsiMon gocTyn (cm. n.3
Taon. 1)

13. lNepBrYHaa AOKYMeEHTaLMsA

[dokymeHTansHo
noaTBepAnTb dhakT
CyLLeCTBOBaHUS
NCMbITYeMbIX 1
Ka4yecTBO cOOpaHHbIX
AaHHbIX. BkntounTb B
apxuB nepBuYHbIE
OOKYMEHTBI,
OTHOCHALLMECSH K
nccnefoBaHunio,
neyeHno n aHaMHesy
NCMbITYyemMoro

14. 3anonHeHHble, 4aTMPOBaHHbIE U
noAanncaHHble NHAMBUAYarnbHbIE

[okymeHTansHo
0hopMUTL
noaTBepXaeHue

X (konus)

X

(opurnHan
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pernctpauunoHHbsle chopmbl (MPD)

nccnegoBaTenem Unu
€ro yrnosIHoMOYeHHbIM
COTPYAHUKOM
NOANWHHOCTY AaHHbIX,
BHECeHHbIX B IP®

15. Peructpauwns ucnpasnerumn 8 UP® [okymeHTansHo X (konus) X
0ohopMUTL BCE (opurnHan
N3MeHeHNs/0onoNTHeHN )
S1 UK UCMpaBIeHns
nepBoOHaYasnbHbIX
3anucen B PP
16. YBeagommeHune cnoHcopa nuccnegosartenem | YsegomreHue X X
0 Cepbe3HbIX MOBOYHbLIX ABNEHUSX U croHcopa
npegocTaBrneHne CoOOTBETCTBYOLLMX OTYETOB nccrnegoBaTtenem o
cepbe3HbIX MOBOYHbIX
SABNEHUAX U
npegocTtaBneHne
COOTBETCTBYOLLNX
OT4YEeTOB
17. YBegomneHue ynosiHOMOYEHHOIo YBegomneHue X (ecnu X
rocyaapCTBeHHoro opraHa Kelprbsl3ckom YNOMHOMOYEHHOro TpebyeTcs)
Pecnybnuku B obnacTtu 3gpaBooxpaHeHus B rocyaapCTBEHHOro
cchepe obpalleHnst nekapCTBEHHbLIX CPeACTB U | opraHa Kbiprbiackon
3TMYECKOro coBeTa uccrnegosartenem u/mnm Pecnybnwuku B obnactu
CMOHCOPOM O HenpeaBUAEHHbIX CEPbE3HbIX 3[paBOOXpPaHEHNs B
NoBOOYHBIX peakuusx u coobLeHne apyron cdhepe obpalleHus
MHdpopmaLumn no 6e3onacHOCTU NEeKapCTBEHHbIX
CPEACTB M 3TUYECKOTO
coBeTa
nccnegosartenem n/mnm
CMOHCOPOM O
HenpeaBUAEHHbIX
cepbe3HbIX MOBOYHbIX
peakumsix
18. CoobLeHme CNOHCOPOM MccregoBaTento X X
HOBOW MHOPMaLuKn no 6e3onacHoCTu
19. MNMpomexxyTOYHbIE UNK FOA0BbIE OTYETHI, X X (ecnu
npegocTaBnsgemble B 3TUMECKUA COBET, TpebyeTcs
YNONMHOMOYEHHOMY rocyJapCTBEHHOMY OpraHy )
Kbiprblackon Pecnybnvkm B obnactu
34paBooxpaHeHusi cdhepe obpalleHus
NeKapCTBEHHbIX CPeACTB
20. XXypHan CKpUHWHra UcnbiTyeMbIX [lokymeHTanbHo X X (ecnmn
0OpMUTb CMNCOK TpebyeTcs
UCNbITYEMBbIX, )
npoLueawmnx
CKPUHWHIoBOE
obcnenoBaHue 0o
Havana ucnblTaHns
21. Cnncok naeHTUduKaunoHHbIX KO4oB [okymeHTansHO X

NCNbITYyEeMbIX

noaoTeBepanTb Hann4dmne
Y uccnegoBarena u
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(Mnun) KNMHNYeckomn
6a3bl cnucka hammnnmi
BCEX UCMbITYEeMbIX U NX
NHAVBUAOYanbHbIX
KOO0B, MO3BOSISOLLETO
YCTaHOBUTb JIMYHOCTb
Ka)kgoro UcrbITyemoro

22. XXypHan perncrpaumnm BKITHOYEHHbIX B
nccrnegoBaHue UCnbITyeMbIX

[okymeHTansHo
ohopMUTbL (hakT
BKITHOYEHUS
UCMbITYyEMbIX B
XPOHOMOrMYecKom
nopsiike ¢ ykasaHuem
UX UHOUBMAYanbHbIX
KoJoB

23. Y4yeT uccnegyemoro nekapcTBeHHOro
npenapara Ha KrnuHuyeckon 6ase

[okymeHTansHo
NoATBEPAUTL (haKT
NCMNonb30BaHWsA
nccnegyemoro
rneKkapcTBEHHOro
npenapara B
COOTBETCTBUN C
MPOTOKOMIOM

24 Jlnct obpasuos nognvcen

Monyuntb obpasubl
noanucen n nHuymnansl
BCEX N,
YMOSTHOMOYEHHbIX
BHOCUTb JaHHbIE N/Unn
ucnpaenexusi 8 UP®

25. )KypHan y4yeTa xpaHsLwwmxcs o6pasLoB
OMONOrnYeCcKMX XUOKOCTEN/TKaHen (ecrnm
nmetTcs)

YkazaTb
MEeCTOHaxoXaeHue 1
MapKMpoBKy 0bpas3uoB
Ons npoeeneHns
MOBTOPHbIX aHanNM3oB

177. Tocne 3aBeplleHMs WM [OCPOYHOrOo MpekpalleHusl MCCredoBaHus BCe [OOKYMEHTHI,
nepeyncneHHole B nyHktax 175 u 176 Hactoawmx [lpaBun, [OOMKHbI coAepxatbcs B pannax
nccnegoBaHvs BMECTE CO CreayloWmMMmn JOKyMeHTaMu:

HasBaHue aoKkymMeHTa Lenb Haxoaurtca B ¢hannax
uccrnepoBartens | cnoHcopa
n (wnu)
KINMUHUYECKOMN
6a3bl

1. YueT nccnegyemoro [okyMeHTanbHO noaTBepAnTb hakT X X
neKapcTBEHHOro npenaparta Ha | UCMoNb30BaHUS UCCreayeMoro

KInMHWYeckon 6ase npenaparta B COOTBETCTBUM C

NpOTOKOIOM. 3aperncTpmpoBaTb
pe3ynbTaTbl NOACYETa KONMYecTBa
nccrnegyemMoro fiekapcTBEHHOIO
npenapara, Nofy4YeHHOro
KNMHUYeckon 6a3oi, BblAaHHOIO
UCMbITYyeMbIM, BO3BPALLEHHOIO UMM 1

115




TexHudeckuin pernameHT "O 6e30nacHOCTM NekapcTBEHHbIX cpeacTe ans..."

BO3BpaLLEeHHOro CnoHcopy

2. AKT YHUYTOXEHUS [lokyMeHTanbLHO noaTBepanTb dhakT X (ecnun
NCCrnegyeMoro fiekapCTBEHHOIO | YHUYTOXEHUSA HEUCTNOMNb30BAHHOMO YHUUTOXEH Ha
npenapara nuccnegyemoro npenapara KNUHNYECKON
CMOHCOPOM MM Ha KIUHUYECKON base)
base
3. NToroseblin cnncok YCTaHOBUTb MUYHOCTb UCMbITYEMbIX X
NOEHTUMUKALMOHHBIX KOLOB B Criyyae HeobxoaumocTun
NCMbITYyEMbIX nocriegyroLLero HabnoaeHus.
CnncoK AomkeH XpaHnUTbCs C
cobnopgeHnem TpebosaHui
KOHMAEHLMANBHOCTU B TEYEHNE
OrOBOPEHHOIO MPOMEXYTKa BpEMEHM
4. CepTudmkaT aygmMTopCcKom [okymeHTanbHO NoaTBEPANTL (hakT
NpoBeEpPKU (€Cnm umeeTcs) nposefeHns ayauTa
5. OT4eT MOHMTOpPaA O [okymeHTansHO NnoaTBEPAUTL (hakT
3aBepLuaroLEeM BU3NTE BbIMOSTHEHUS BCEX NpoLeayp
3aBepLUEHUS NCCeaoBaHNA 1
HanU4nsi KON OCHOBHbIX
AOKYMEHTOB B COOTBETCTBYIOLLNX
dannax
6. MHudopmauus o BoaBpalyaeTcs cnoHcopy ans
pacnpegeneHnm UcnbiTyembIx perMcTpauum MMeBLLNX MECTO
Mo rpynnam 1 pacKkpbITUM KOQOB | CriydaeB pacKpbITUS KOOOB
7. N'ToroBbii oT4yeT [okymeHTanbHO NoaATBEPAUTL (hakT X
uccrnegosarens, 3aBEpLUEHUSA UCCNeaoBaHus
npeaocTaBnAeMbli B 3TUHECKUIA
coBeT (ecnu TpebyeTcd) n
YNONMHOMOYEHHOMY
rocyapCTBEHHOMY OpraHy
Kbiprelackon Pecny6nuvku B
obnactn 3apaBooxpaHeHns B
cchepe obpalleHust
rnekapCcTBeHHbIX cpeacTB (ecnu
Heobxoanmo)
8. OTYeT 0 KNMHUYECKOM [okymeHTansHO ohopMUTL X (ecnun
nccrnegoBaHum pe3ynbTaTbl UCCIEQOBaHUSA U UX Heobxoammo)

WHTeprnpeTaumio

22. OTYeT 0 KNMHUYECKOM UcCnbITaHUU

178. OTYyeT 0 KIMMHMYECKOM UCCeaoBaHUM OOJTKEH BKIHOYaTb:

- OCHOBaHMs, gatollme nNpaBo Ha NpoBeAeHUe KIMHMYECKMX NccnefoBaHuim;

- AaTty Hadana v 3aBepLeHna KInnHN4eCckmnx nccnegoBaHum;

- Luenb, 3a4a41 1 BUA UCCNefoBaHus;

- KpUTEPUN BKINOYEHUA N UCKITIDYEHUA UCTbITYEMBbIX;

- XapakKTepUucTuky KNMHWNYECKOM rpynnbl UCNbITYyEMbIX, 0T06paHHbIX anda nposeaeHnA KnmHU4ecknx

nccrnegoBaHui;

- CXeMy NpoBeAEHMWS NeYeHNst, COMYTCTBYHOLLYIO TEpanuio;

- onncaHne KpUTEepmeB OLEHKU KIMHUYeCKOW 3O(PEKTUBHOCTM, NEPEeHOCMMOCTHN, Be30nacHoOCTU U
METOLOB CTaTUCTUYECKON 06paboTkM pesdynbTaToB.
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179. Pe3ynbTaThl KINMHUYECKOINO U3Yy4YeHWsi NeKapCTBEHHOrO npenapaTa criegyeT NpeacTaensiTb B
Buae obobuwatowmux Tabnuy (rpadmkoB) € COOTBETCTBYHOLLENW CTaTtucTUdeckoh obpaboTkon u
KOMMEHTapPUEB K HUM.

180. OTYeT OomkeH coaepaTb pasfes, NOCBSLIEeHHbIN 0BCY>KOEHNIO NOMNYYEHHBIX Pe3yrbTaToBs, U
3aKaH4YMBaTbCA BbIBOJAMWU C PEeKOMeHAaUusMU uccrnenoBaTteneit o LenecoobpasHocT MeauLIMHCKOro
NpUMeHeHUsa 1 perucTpauum npenapara.

181. K oT4yeTy npunaraetcs AOKYMeHTauus no y4eTy M pacxogy MCCIemyemMoro fieKapCTBEHHOro
cpeactBa. OTYeT NOANMUCLIBAETCA PYKOBOAUTENEM KIMHMYECKOW Gasbl U CKPENNSETCA COOTBETCTBYIOLLEN
nevyatbio. OTYeT HaNpaBnAeTCs B YNONTHOMOYEHHbIN rocyaapCTBEHHbI opraH Kbiprbiackoi Pecny6nuku B
obnacTu 3apaBooxpaHeHust B cdpepe obpalleHns NekapCcTBEeHHbIX CpeacTB AN pacCMOTPEHUS.

MpunoxeHwne 4

NMPABUNA
Hagnexawen nponsBoacTBeHHOW npakTuku (GMP)

1. O6LwWwme nonoxeHus

1. TlpaBuna Hagnexawen npoussoacTBeHHon npaktukn (GMP) (panee - [pasuna)
yCTaHaBMMBaKT OCHOBHbIE MONOXEHUS K MPON3BOACTBY U KOHTPOSIO Ka4YecTBa NeKapCTBEHHbIX CPeACTB,
a TaKke crneumanbHble TpeboBaHNS K NPOM3BOACTBY OTAENbHbLIX BUOOB NEKapCTBEHHbIX cpeacTs (rnasbl
11-23 HacTosilwmx Mpaswun).

2. Hactosauwume MpaBuna He pacnpocTpaHsTcs Ha obecrnedyeHre NPOMBbILLIIEHHON Ge30onacHoCTH,
noxapHoi 6esonacHocTH, B3pbIBOGE30MACHOCTM, XMMUYEcKoi Ge3onacHocTU U GesonacHOCTU OpYrux
BMOOB MpU MNPOU3BOACTBE IEKAPCTBEHHBLIX CPeAcTB, TpeboBaHMS K KOTOpbIM MpvBedeHbl B OpPYrnx
HOPMaTUBHbIX JOKYMEHTaXx.

2. YnpaBneHue Ka4eCTBOM

§ 1. MpuHumneI

3. MpennpuaTue-nponseoguTens 06s3aH NPOU3BOAUTL NEKapCTBEHHbIE CpefcTBa Takum obpasom,
YTOObl OHM COOTBETCTBOBANM CBOEMY Ha3HAYeHWH, YCTAHOBIEHHbIE TPeBOBaHUS BLINOSHAUCE, U MPU
3TOM MauMeHTbl He NoaBepranuch pUCKy U3-3a HapylleHus TpeboBaHuii No 6e30nacHOCTH, Ka4yecTBy WUiu
ahekTMBHOCTU. 3adava AOCTWKEHUSI TAKOTO YPOBHSI Ka4YeCcTBa BO3faraeT BbICOKYH0 OTBETCTBEHHOCTb Ha
PYKOBOACTBO KOMMaHUM 1 TpebyeT y4acTusi MHOMMX COTPYAHMKOB M3 PasfnyHbIX NoJpasaeneHunin Ha Bcex
YPOBHSIX KOMMaHNK, a TakKe y4acTusl NOCTaBLUUKOB U ONCTPUOHLIOTOPOB.

4. [ns HagexHoro obecrneyeHusi BbIMOMHEHUS TpebOBaHUM K KayeCTBY HYXXHO TLATENbHO
paspaboTatb M MpaBWUiIbHO OpraHn3oBaTb CUCTEMY OGEecrneyeHus U KOHTPOMS KayecTBa, BKMOYaloLyto
lMpaBuna npou3BoAcTBa nekapcTBeHHbIX cpeactB (GMP). 3ta cuctema gorkHa ObiTb MOMHOCTBIO
OOKYMEHTUpOBaHa, a ee 3(peKkTMBHOCTb JOIDKHA KOHTponupoBaThcd. Bce ee coctaBnsiowme cnegyet
o6ecneynTb KOMNETEHTHLIM NEPCOHANOM, COOTBETCTBYIOLLMMM NOMeLLeHUsIMU, 0bopygoBaHMEM U Mp.

5. OcHOBHble MOHATUSI 06ecnedeHns kavecTBa, [paBun NPOU3BOACTBA JIeKapCTBEHHbIX CPeacTB U
KOHTPOIS KayecTBa B3aMMOCBsA3aHbl. Hike gaeTcs vx onucaHvne Ans Toro, YTobbl NOAYEepKHYTh UX CBSA3b
1 0cobyHo BaXXHOCTb B MPOLIECCE NPOM3BOACTBA M KOHTPOIS NEKapCTBEHHbIX CPEACTB.

§ 2. ObecneyeHune KayecTBa

6. ObecneyeHne kayecTBa - BceobbeMIoLLEee NOHATME, OXBaTblBalolLlee BCe BOMPOCHI, KOTopble B
OTAENIbHOCTM UM B LENOM BIMSIIOT Ha Ka4YeCTBO MPOAYKUMUM, YTO SIBMSIETCS pes3ynbTaToM KoMMekca
OPraHn3aLUMOHHbIX MEPOMNPUSATUIA, MPEAnpPUHMMAeMbIX B LENAX rapaHTUM KadecTBa FeKapCTBEHHbIX
cpeacTs. Mo3ToMy B KOMMMEKC OpraHM3aLMOHHbIX MEPONpUATUA MO oGecrneyeHuto kadecTBa BXOOST
MpaBrna NpoM3BOACTBA NekapcTBeHHbIX cpeactB (GMP), a Tawkke Apyrve BOMPOCHI, BbIXoAslMeE 3a
paMKu AaHHbIX Mpaewun.
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Cnctema obGecneyeHus KayecTBa npn npon3BoACTBE JIEKAPCTBEHHbIX CpeacTtB OOoJPDKHa
rapaHTupoBaThb BbIMNOJIHEHNE TOIO, YTO:

a) NnekapCcTBEHHble cpeacTBa pas3paboTaHbl ¢ yyeToM Bcex TpeboaHun [NpaBun Hagnexailiero
NPon3BOACTBa NnekapcTBeHHbIX cpeacTB - Good Manufacturing Practice (GMP) u lNpaBun Hagnexatuen
nabopaTopHou npakTuku - Good Laboratory Practice (GLP);

6) Ha Bce onepauuy MO NPOU3BOACTBY W KOHTPOMIO COCTaBfieHa u4eTkasi AOKYMeHTauusi B
cooTBeTCcTBUM C TpeboBanuammn GMP;

B) OTBETCTBEHHOCTb 1 NOJTHOMOYNA HYETKO onpeaeneHbl;

r) BbIMNOJTHAKTCA MepPONnpPUATUA Mo Npou3BOACTBY, MOCTaBKE U WUCNONb3OBaHUKO Haanexallero
NCXOAHOrIO CbipbA 1 YNAaKOBOYHbIX MaTepunaros;

[) NPOBOAMTCS KOHTPOMb MPOMEXYTOYHOW NPOAYKUMM U TEXHONOrMYECKoro rnpoLecca, a Takke
Banuaaums;

e) rotoeass npoaykuus npou3BedeHa W TMpOBepeHa B COOTBETCTBUM C YCTAHOBMEHHbIMU
npoueanypamu;

X) NnekapcTBeHHble cpefcTBa He ByayT npodaHbl M He GyayT noctaBneHbl NOTpebuTento Ao Tex
rop, noka yrnoriHOMOYEeHHOE NULIO He YAOCTOBEPUT, YTO Kaxkaas cepust Npoaykummn Gbina npovsseneHa u
NMPOKOHTPONMPOBaHa B COOTBETCTBMM C YCTAHOBMEHHbIMU TpeGoBaHMSIMM Ha NPOU3BOACTBO U NOGLIMU
APYrMuy npeanucaHnsmMmn B OTHOLLEHUM NPOU3BOACTBA, KOHTPOIS U BbiNyCcKa NEKAPCTBEHHbIX CPEACTB;

3) OCyLUeCTBJIEHblI KOMMJIEKCHbIE MEPONPUATUA, rAPaHTUPYyOLWMEe, HACKOJIbKO 3TO BO3MOXHO, 4TO
Ka4eCTBO JNleKapCTBEeHHbIX CpeaCTB nogaepXXmBaeTca B Te4eHUe BCero Cpoka roaHoOCTu npu nx XxpaHeHuu,
pacnpocTpaHeHun n nocnenyowemMm o6pau.|,eH|/1M;

I/I) cyuwlecTtByeT npoueanypa no nposeaeHunto caMonHCNeKUnm n/vnm aygouTta KadecTtBa, Mo KOTOpOI7I
peryndapHo oueHnBarT SCbeeKTI/IBHOCTb 1N NPpUrogHoCTb CUCTEMBbI obecrneyeHunst kavyecTBa.

§ 3. NMpaBuna npon3BoAcCTBa NleKapCTBEeHHbIX cpeacTB (GMP)

7. Hactodwue [lpasBuna saBndawTca 4actblo Cucrtembl obecneveHus kadecTBa, KOTOpble
rapaHTUpyloT, 4TO NPOAYKUMSA MOCTOAHHO MPOM3BOAMTCA W KOHTPONMPYeTCHS B COOTBETCTBUMM C
TpeboBaHNsIMM CTaHOAPTOB KayecTBa, COOTBETCTBYIOLLMM CBOEMY HA3HAYEeHMI0, a Takke B COOTBETCTBUU
¢ TpeboBaHNsAMM PerncTpaLmoHHOro 4oCke (pernameHTa) unu cneundukaummn Ha 3Ty NPoAyKLUMIO.

8. Hacrtoswwe [paBuna OTHOCATCS KaK K MPOU3BOACTBY, Tak U K KOHTpom kadectBa. OHu
cofepxaT crneayloLme OCHOBHble TpeboBaHusA:

1) BCe NpoOM3BOACTBEHHbIE MPOLECCHl AOIMKHbI ObITb YETKO pEernamMeHTUpoBaHbl U NepUoaNYecKu
nepecMaTpuBaTbCs C Y4E€TOM HaKOMMEHHOro OMbITa; KPOME TOro, AOIMKHO ObITb NPOAEMOHCTPUPOBAHO,
YTO NneKapCTBEHHbIE CPEACTBa NPOM3BOAATCHA C MOCTOSIHHBIM 3aaHHbIM KQ4eCTBOM U B COOTBETCTBMM CO
cneumdukaumsamu;

2) Kputn4yeckme Ccrtagmm npoun3BoACTBEHHbIX TMpoueccoB UM CylWeCTBEeHHble W3MEHEHUA B
TEXHOS0rMM AOMKHbI ObITh BannanpoBaHbl;

3) obecneumBatoTca Bce HEOOXOAMMbIE YCITOBUS AN BbINOfHeHUst TpeboBaHmin GMP, Bkntovas:
- aTTeCTOBaHHbIN 1 0BY4YEeHHbIN NepcoHan;

- COOTBETCTBYIOLLME NMOMELLEHMSA U MIoLWaaw;

- COOTBETCTBYHLLIEE 000PYyAOBaHUE U CUCTEMbI €r0 06CNyXMBaHUS;

- COOTBETCTBYHLUME MaTepuanbl, NEPBUYHbIE YTAKOBKN U STUKETKY;

- yTBEPXXOEHHbIE NpoLeaypbl U MHCTPYKLMU;

- COOTBETCTBYHLUME YCIOBUSI XPAHEHMWS U TPAHCMOPTMPOBaHUS;

4) VHCTpYKUMM M npouenypbl OOMKHbI ObiTb M3MOXeHbl B opMe MpeAnuMcaHuii ICHO U
0OHO3HAYHO, OHM JOIKHbI BblTb KOHKPETHO NMPUMEHMUMbI K UMEIOLLIMMCS B HanMuumu cpeacTsam;

5) nepcoHan gomkeH G6biTb 06y4eH NpaBUIIbHOMY BbINOSTHEHMIO MHCTPYKLMIA 1 Npoueayp;

6) B npouecce npon3soacTBa OOJKHbI COCTaBNMATLCA MPOTOKOJ1bl PYKOMUCHbIM cnoco6om u/unm ¢
ncnonb3oBaHMeM TexHU4YeCKMX CpencTtB, KOTOPble OOKYMEeHTallbHO noaTBepXaatkoT, YTo DEeNnCcTBUTENBHO
nposeaeHbl BCe npeyCMOTPEHHbIe MHCTPYKUMAMU N npouenypamMmn TexHonormndeckme crtaaumn, a takke
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YTO KOJIN4ECTBO N Ka4eCTBO nonyquHoM npoaykumMm CoOoTBETCTBYET 3aniiaHMpoBaHHbIM HOpMaM. Jlobble
CyLeCTBEHHbI€ OTKIMOHEHUA OOJIKHbI MOJTHOCTbIO MPOTOKOJIMPOBATLCA U pacCnenoBaTbCA,

7) BCe NPOU3BOACTBEHHbIE MPOTOKOMbI, BKMOYAas AOKYMEHTaUW0 MO peanu3auvu npoayKuuu,
JOJIKHbI NMO3BONATL MPOCNEXUBATh BCIO MCTOPUIO KaXKOOW cepuy NpoayKuMuM U XpaHUTbCA B MOSTHOM
o6beMe 1 B 4OCTYNHOW hOpME;

8) npouecc peanusaumm (ONTOBOKM MPOAAXM) NPOAYKLUUN OOIMKEH CBOAUTH K MUHUMYMY OO0
PUCK CHKEHWS €€ KavyecTBa;

9) pomkHa BbITb B HaNM4MM cuctema OT3biBa Nobon cepun NPoAYKLMN 13 NPOAAXM UM NOCTaBKY;

10) peknamauuMu Ha KayecTBO NPOAYKLMM [OOMKHbI TLATENbHO paccMaTpuBaTbCs, MPUYUHBI
YXYALIEHVS KayecTBa [OOMKHbl paccrieqoBaTbCA M MPUHUMAaTbLCS COOTBETCTBYHOLUME Mepbl Kak B
OTHOLUEHWM HEeCOOTBETCTBYIOLLEN Npoaykuuu, Tak U No NpedoTBpalleHuio MOBTOPEHNUS MNoA0GHbIX
crny4aes.

§ 4. KoHTponb kayecTBa

9. KoHTponb kayectBa - 4YacTb GMP, koTopasi cBsidaHa € OTOOpom Mpob, cneumndmkauusamm m
npoBeeHMEM UCMbITAHWI, a Takke C MpoueaypaMmy OpraHu3aumv, LOKYMEHTUPOBAHMS W Bbigauu
paspelleHnss Ha BbIMNYCK MNPOAYKUUW, KOTOPble rapaHTUPYKT, 4TO AEWCTBMTENbHO MNpoBeaeHbl Bce
Heo6XoOMMble M COOTBETCTBYHOLUME WUCMbITAHUS U YTO WCXOAQHOE Cblpbe WM MaTepuanbl He OyayT
paspeLleHbl ANs UCMoNb30BaHUs, a roToBasl Npoaykunst He ByaeT gonylleHa K peanusaumn 4o Tex nop,
roka ux ka4ecTBo He 6yaeT NpU3HaHO yOOBNETBOPUTENbHbLIM.

10. K cucreme KOHTPOIA Ka4eCTBa npeabsABA0TCA cneayrune OCHOBHbIe Tpe6OBaHMﬂZ

1) Hanumume HeoOXOOMMBIX CPEACTB M YCNOBWMWA, OOYYEHHBbIN NEepCcoHan W YTBEPXAEHHbIE
npouenypbl No otbopy npob, KOHTPOMO W NPOBEOEHWIO MWCMbITAHUA WUCXOOHBIX W YNAKOBOYHbLIX
MaTtepuarnoB, NPOMEXYTOYHOMW, HepacacoBaHHOM U TOTOBOW MPOAYKUMW, a, NpU HEeobXogMMOoCTu, Mo
KOHTPOIO OKPY>KaloLLEN cpeapbl B LieNsiX BbinonHeHus TpeboBaHun GMP;

2) ot6op NPob NCXOAHOro Chipbs, YNAKOBOYHbLIX MaTepuanoB, MPOMEXYTOYHON, HepacdacoBaHHON
W rOTOBOW MPOAYKLMM OCYLLECTBMSETCS MOArOTOBMIEHHBIM MEPCOHANOM U B COOTBETCTBUM C METOAAMM,
YTBEPXKAEHHBIMW OTAEITIOM KOHTPONSA Ka4yecTBa;

3) MeToAbl UCMIbITAHUIA BanNUANPYHOTCS;

4) COCTaBIIAKTCA NPOTOKOJIbI (pyKOFIl/ICHbIM cnocobom wn/unm c¢ NPUMEHEHNEM TEXHUYECKNX
Cpeﬂ,CTB), OOKYyMEeHTallbHO noAreepxxgakwwne, 4To OEencTBUTENBHO npoBOoaATCA BCe HeobxoauMble
MeponpuaTna no 0T6opy |'|po6, KOHTPOJTIO U UCMbITAHNAM. JTlobble OTKNOHEHMS NPOTOKOJTNPYKOTCA U
paccnenyrTcd B NOJIHOM obbeme;

5) rotoBas NpoAyKUMS [OOKHA codepaTb [OeNCTBYOLIME BeLecTBa, COOTBETCTBYHOLLNE
perncTpaunoHHOMY OOCbe MO KayeCTBEHHOMY W KONMYECTBEHHOMY COCTaBy, OHa MMeeT Tpebyemyio
YMCTOTY, BIIOXKEHA B HAAeXallue ynakoBK/ U NpaBUIIbHO NPOMapKMpOBaHa;

6) ocopMnAlTCA NPOTOKOMbI KOHTPONA U WCMbITAHUW WCXOOHOrO Chbipbsl W MaTepuarnos,
NPOMEXYTOYHOMN, HepactaCoBaHHOW WM rOTOBOM MNPOAYKUMW, MPOBOAUTCS UX aHanuM3 U CpaBHEHMEe COo
cneuncpmkaumen. OueHka npoaykumMm  BknoyaeT B cebs  wm3ydyeHne Bcenm  Heobxoammowm
NPOW3BOACTBEHHON AOKYMEHTALMM U aHaNU3 OTKNOHEHWUI OT YCTAHOBIEHHbIX MPOLEAYp;

7) HEBO3MOXHOCTb MONyYEeHNs1 paspeLleHnst Ha Npoaaxy WMnu NocTaBKy nobon cepumn Npoaykumnm
[0 Tex nop, Noka ynoriHOMOYEHHOE N1LO He YAOCTOBEPUT €€ COOTBETCTBME PErMCTPALIMOHHOMY JOCHE;

8) coxpaHsieTcA O0CTaTOYHOE KOMUYECTBO KOHTPOIbHbIX 0BpasLoB MCXOAHLIX MaTepuarnos U
npoaykumn ans obecnevyeHnss BO3MOXHOCTM MX MPOBEPKU B NpoLiecce XpaHeHus (Npu HeobxoaumocTw).
O6pa3subl NPoAYKLMM XPaHATCA B CBOEN OKOHYaTEeNbHOW YNakoBKe 3a WUCKMYEHUMEM CrydyaeB 60mnblUmnx
YNaKoBOK.

3. NMepcoHan

§ 1. MpuHUMNBI M O6LWMe NoNoXeHNA

11. OpFaHVISGLI,VIﬂ n beHKLI,VIOHVIpOBaHVIe cuctembl obecneveHust kKavyecTBa M Haanexatlas
OopraHusauusa npomn3BoacTBa JIEKapCTBEHHbIX CPeACTB 3aBUCAT OT nogen. inga atoro HeobxoauMo NmeTb
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AOCTaToOYHOE KOMMYecTBO KBanudULMPOBAHHOrO nepcoHana Ans BbIMNOSIHEHWUS TeX 3adad, 3a KoTopble
npousBoanTEeNb HeceT OTBETCTBEHHOCTb. MHAMBUAYyanbHble AOMKHOCTHbIE 06S3aHHOCTM AOMKHbI ObiTh
AOKYMEHTUPOBaHbI Y YETKO MOHSATLI BCeMU COTpyAHUKamn. Becb nepcoHan AoMmKeH 3HaTb OTHOCALMECS K
ux gestenbHocTn npuHumnel GMP n nportn nepBuyHOE M nocnegywoulee obyyeHue, B TOM yucne no
npasunam NUYHON r’MrneHsi.

12. lMpousBogutenb [OMKEH WMeTb HeobXxoOMMOe KONMMYEeCTBO COTPYAHUKOB, obnagaromx
Tpebyemon kBanudukaumMen u MpakTMYeckum onbiTom paboTtel. O653aHHOCTM, BO3naraemble Ha
OTAENbHbIX COTPYAHUKOB, HE AOMKHbI OblTb Ype3MEPHbIMU, YTOObI UCKITHOYUTL PUCK CHUXKEHWUSI KadecTBa
npoayKumu.

13. MNpeanpusaTve AOIMKHO MMETb YETKYK OpraHvM3aumoHHYI0 CTPYKTypy. CnyxebHble 06a3aHHOCTH
PYKOBOASALMNX COTPYAHMKOB OOJDKHbBI ObiTb M3MOXEHbI B MMCbMEHHBIX LOIMKHOCTHBIX MHCTPYKUUSAX, U 3TU
nMua  [OMKHbl  MMETb  COOTBETCTBYIOLUME MOSIHOMOYMSI  ANs  BbINOMHEHUS CBOMX  CRYyXeOHbIX
ob6sa3aHHocTen. [lonHoOMO4YMA 3TuUX nuy MOryT ObiTb nepefaHbl UX oduuManbHO Ha3HaYeHHbIM
3aMecTuUTenNnsaM, MMEKLWMM O0oCTaTouHyo kBanudukaumo. Kpyr obsasaHHOCTEM nepcoHana AOSmKeH
oxBaTbiBaTb Bce TpeboBaHua GMP, ogHako He O0mMKHO GbITb HEOOOCHOBaHHOrO AybnupoBaHusa cdep
OTBETCTBEHHOCTMU.

§ 2. KnroueBomn nepcoHan

14. K knto4eBOMYy nepcoHany OTHOCHATCS PyKOBOAMTENb MPOM3BOACTBA, PYKOBOAWUTENb OTAENa
KOHTPONS KayecTBa, KPOME TOro YMOMHOMOYEHHOE NULO (NMua), ecnv pykoBoaAUTENb MPOWU3BOACTBA
n/vnn pykoBoauTemnb OTAENa KOHTPOSs KavyecTBa He OTBeYaeT 3a 00s3aHHOCTU, NPeayCMOTPEHHbIE ANs
YNOJTHOMOYEHHOro nuua. OO6bI4HO Ha KN4YeBble OOJDKHOCTU Ha3Ha4akTCA COTPYAHUKU, 3aHATbIE Ha
npeanpusaTUM MNonHbll pabounin geHb. PykoBoaMTeEnu npou3BOACTBA U OTAENa KOHTPONs KadecTBa
AOIMKHbI ObITb HE3aBUCKMMbI ApYr OT Apyra. B 6onblumMx KOMMAaHusaxX vacTb OyHKUMIA, NepeYnCrieHHbIX B
nyHkTax 17-19 HacTosawmx [NpaBun, NnpM HEO6XOAMMOCTI, NepeaarTCs APYrMM COTPyAHUKaM.

15. YNonHoMo4eHHOE Nn1L0 MMEET criegytoLme cryxebHble 06593aHHOCTU:

1) ONA NeKapCcTBeHHbIX CpencCTB, BbIMYLWEHHbIX B KprFbISCKOVI Pecny6n|/||<e, YNOJIHOMO4YEeHHOe
NMUO AOOJNKHO rapaHTupoBaTb, YTO KaxKaasa cepud Obina npoun3sengeHa n npoeepeHa B COOTBETCTBUUN C
Tpe6OBaHl/IF|MVI HOpMaTMBHOVI LOOKyMeHTaunnm n permuctpauMoHHOro 4oChbe;

2) Ona nekapcrtBeHHbIX CcpencTs, BblIMyLWEHHbIX BHE KprFbI3CKOI7I PECI'IyGJ'IVIKI/I, YNOJSIHOMO4YEeHHOe
MU0 OO0JKHO rapaHTMpoBaTth, YTO MMNOPTUPYEMan cepud npoLusia B yCTaHOBJIEHHOM NMopdaKe npoBepkKy,
npenoyCMOTPEHHY0 COOTBETCTBYHOLWMM HOPMATUBHLIM OKYMEHTOM;

3) npu BLINONHEHMM oMepauui K nepen Bblgavyeln paspelleHus Ha npodaxy MMM MnocTaBKy
YMONIHOMOYEHHOE NULO AOIMKHO AOKYMEHTarbHO O(OPMWUTb COOTBETCTBME KaXOoW cepuu npogyKuun
YCrOB/SIM COOTBETCTBYIOLLErO HOPMATMBHOIO AOKYMEHTa.

16. YnonHomoudeHHoe(ble) nuuo(a) AOMKHO(bl) MOCTOAHHO HAaXOAWUTLCA B PacrnopspKeHUn
NpeanpusTUA-NpoM3BoanTENs AN BbINOMHEHUS CBOUX CNyXebHbiX obsadaHHocTen. OBA3aHHOCTM 3TOro
nvua MoryT ObITb NepegaHbl TONbKO APYroMy YNOSTHOMOYEHHOMY NnLLy.

17. OBs3aHHOCTH pykoBoAUTENA NPOMN3BOACTBA 3aKNK4YakoTCA, Kak npasuio, B crnegyrouem:

1) obecneunBaTb npon3BoACTBO WM XpaHeHue npoaykumn B COOTBETCTBUM C yTBep)l(,EleHHOVI
D,OKYMeHTaLlIAeVI ana 0OCTUXeHUA 3aaHHOro Ka4ecTtBa,

2) yTBEPXKAAaTb WHCTPYKUMW, CBA3aHHbIE C MPOU3BOACTBEHHBLIM MpoLEeccoM, U obecrneumBatb MX
CTpOroe BbIMOJHEHNE;

3) obecneunBatb paccMmoTpeHne un nognucaHne BceX MNPOU3BOACTBEHHbLIX MPOTOKONIOB
YNOJTHOMOYEHHbIM NMUUOM 00 nepefadn nx B 0TAes1 KOHTPOsA Ka4veCTBa,

4) KOHTPONMpPOBaTb COCTOSIHME MOMELLEHMI N 0O0PYAOBaHUSA CBOEMO OTAENA;
5) obecneunBaTh NpoBeAeHME COOTBETCTBYHOLLIMX Banuaauui;

6) obecneunBaTb NpoBeaeHNe HEOOBXOANMOro NEPBUYHOIO U nocneaywouiero o6yquv|ﬂ nepcoHana
CBOEro noapasgenieHnst B COOTBETCTBMM C HEOOXOAMMOCTbIO.

18. O6si3aHHOCTM PYKOBOAWUTENS OTAENa KOHTPOSsS KayecTBa 3aKoyaloTcs, Kak MpaBusio, B
creayloLem:
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1) 0mOOpPSATE WNU  OTKMOHSATH WCXOAHbIE W YMaKOBOYHbIE MaTtepuarnbl, MNPOMEXYTOYHY!HO,
HepacacoBaHHYy0 U TOTOBYHO NPOAYKLIUN;

2) oueHnBaTb MPOTOKOSbI CEPUIA;
3) obecneumBaTtb NpoBefeHNE BCEX HEOOXOAMMBIX UCMbITAHWUIA;

4) yTtBepxaaTb crneuudukaumm, UHCTPYKUMK Mo oTOopy Npob, METOAMKW MCNbITAHUA U OpYrux
npoueayp no KOHTPOSO KayecTBa;

5) yTBepxgaTb kaHOMAATYPbl aHANUTMKOB, paboTaloWwmx Mo KOHTPaKTY, U OCYLLECTBISATL 38 HUMU
KOHTPOIb;

6) KOHTPONMPOBAaTL COCTOSIHNE NOMELLIEHUA 1 06opyaOBaHNs CBOEro OTAENa;
7) obecneunBaTb NpOBeAEHNE COOTBETCTBYIOLLMX Banuaauni;

8) obecneumBatb NpoBeaeHNe HeO6XOOUMOrO NEPBMYHOIO U Nocneayowero obyyeHrs nepcoHana
CBOEro noapasgenieHns B COOTBETCTBMM C HEOOXOAMMOCTbIO.

[pyrne 06a3aHHOCTN COTPYAHUKOB OTAENA KOHTPOMS KavyeCcTBa M3MOXEHbI B rMaBe 7 HaCTOSLMUX
npasun.

19. PykoBoguTenu npou3BoACTBa M OTAena KOHTPONs KayecTBa, Kak MNpaBumo, MMEKT psag
COBMECTHbIX 0653aHHOCTEN, OTHOCALLUMXCA K obecnevyeHuto kadecTtBa npoaykumn. 3Tm 06A3aHHOCTU C
Y4€TOM HaUMOHasNbHbLIX HOPM M NpaBWi MOTYT BKIOYaTh crneayoLlee:

1) cornacoBaHne NMCbMEHHbIX NPOLIEAYP U UHBIX JOKYMEHTOB, BKMOYasi BHECEHNE N3MEHEHWI;
2) MOHUTOPWHT 3a OKpYXatoLlen cpegon Ha NpOn3BOACTBE;

3) KOHTPONb NPOU3BOACTBEHHOWN MMIMEHbI;

4) Banupauus npoLeccos;

5) obyyeHune nepcoHana;

6) ogobpeHVe NOCTaBLUUKOB MCXOOHOIO Chipbsl U MaTepMaroB U HaA30p 3a HUMY;

7) yTBEpPXAEHME NPON3BOAMTENEN, paboTaloLLMX MO KOHTPAKTY, U HAA30p 3a HUMW;

8) onpeaeneHune ycnoBun XpaHeHNss LCXOAHOTO Cbipbs, MaTepUanos 1 NPoaykunmK, a TaKkke Haasop
3a nx cobnaeHnem;

9) XxpaHeHWe NPOTOKOSIOB;
10) NOCTOSAHHbLIN KOHTPOIb 3a cobniogeHnem TpebosaHmn GMP;

11) npoBegeHue MHcMekuun, paccnenoBaHui u otéopa nNpob ¢ uUenbio BbiIBMEHUS (akTopos,
CMOCOBHBIX NOBNUATL HA Ka4eCTBO MPOAYKLMM.

§ 3. O6yyeHue

20. MNpounsBoauTenb AoMmKeH obecneyntb 0bydeHne nepcoHana, o6s3aHHOCTM KOTOPbIX CBA3aHbl C
npebbiBaHNEM B NPOM3BOACTBEHHbIX MOMELLEHNUAX WM KOHTPOSMbHbIX nabopartopusax (BkNoyas
TEeXHWYEeCKnA, OBCMYyXMBaKOLWUA NepcoHan W nul, NpousBoAswmMX yOOpKy), U Opyrux COTPYOHMWKOB,
AeATEeNbHOCTb KOTOPbIX MOXET MOBMMATL HA KAYECTBO NPOAYKLIMMN.

21. Kpome ocHOBHOro oby4eHus no Teopun u npaktuke GMP BHOBb NpUMHATbIE COTPYAHWUKM
AOIDKHbI  MponTM obyyeHne B COOTBETCTBMM C WX [OOMMKHOCTHbIMM o6s3aHHocTAMU. Cnepyet
opraHusoBaTb HenpepbiBHOe OOyyeHne nepcoHana, nepuoanM4eckn OueHMBas ero npakTUYecKyto
adppektuBHOCTL.  [DomkHbl  ObITb  paspaboTaHbl  nNporpaMMmbl  OOy4YeHMs, COrfacoBaHHble  MNK
yTBEPXKOEHHbIE PYKOBOAMTENAMW MPOW3BOACTBA MMM OTAena KOHTPOMs KayecTsa, B 3aBUCUMOCTU OT
TeMaTukm obydeHust. NMpoTokornbl 0By4eHus criegyeT COXpaHsaTb.

22. TlepcoHan, paboTawlwmiA B 30HaX, B KOTOPbIX 3arpsA3HEHUEe npeacTaBnsieT OMacHOCTb,
Hampumep, B YWUCTbIX 30Hax WAM B 30HaX, rge paboTarT C CUNbHOOEWCTBYHOLUMMU, TOKCUYHBIMU,
WHULUPYIOLWLUMUN NN CEHCUOMIM3NPYIOLLUMK BELLLECTBaMM, AOMKHbI MPOWTK cneunanbHoe oby4veHne.

23. MNoceTnTenu u/unu Heoby4YeHHbIE COTPYAHWKU, KaK NPaBuUo, He AOJIKHbI AOMYCKaTbCs B 30HbI,
CBsi3aHHble C MPOM3BOACTBOM W KOHTPONeMm kKavecTBa. Ecnu aToro usbexatb Hemnb3si, TO OHU LOJSTKHbI
OblTb MpedBapUTENbHO MPOUHCTPYKTMPOBAHbLI, B YaCTHOCTW, MO MNpaBwuiiaM JIMYHOW TUMMEHbI U
MCMOSb30BaHMIO 3alMTHOM ofexabl. HeobxoauMo opraHu3oBaTb TLATESNIbHbIA KOHTPOSb 33 3TUMMU
nuamu.
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24. Bo BpeMmsi 0byyeHuss crieayeT NoApoGHO pas3bsCHATb KOHLENuuilo obecrneyeHuss kadecTsa,
NpUHUMas Bce Mepbl A5 ee MOJIHOro YCBOEHUS U AanbHENLLIEero BHeApeHus.

§ 4. T'mrneHa nepcoHana

25. Ha npegnpusitum OmkHbl ObiTb paspaboTaHbl AeTanbHble NpaBuria CoOnodeHus NUMYHON
MrMeHbl NepcoHanoM, aganTMpoBaHHbIE K OCOGEHHOCTAM KOHKPETHOro Npov3BoAcTBa. lNpaBuna gOmKHbI
BKITIOYaTb NpoLeaypbl, pernaMmeHTupyowme TpeboBaHmsa K COCTOSHMIO 300POBbS, COOMIOAEHMIO TMTMEHBI
N nopsgka HoweHus ogexabl nepcoHanom. MNpoueaypbl 4OMKHBI ObiTe YCBOEHbI U YETKO cobnogaTbes
BCEMWU COTPYOHWKaMK, OOSI3aHHOCTU KOTOPbLIX CBsi3aHbl C MpebbiBaHMEM B NPOM3BOACTBEHHbLIX
NMOMELLEHNSIX U MOMELLEHMAX KOHTpONA kayectBa. PykoBOACTBO npegnpuatvs OOMKHO BHeOpATb
npaBuna rurmeHbl NepcoHana u WMpoKo ux obcyxaate BO BPeEMsi 00y4eHUs.

26. Kaxgpii nocTtynarowmn Ha paboTy AOSMKEH NPONTM MeanLUMHCKMIA ocMoTp. MNMpeanpuaTtne HeceT
OTBETCTBEHHOCTb 3@ Hanu4Me WHCTPYKUUIA, KOTOpble rapaHTMPYT MorydeHue UHdopmaumm o nibbix
nokasarernsix COCTOSIHUSA 340POBbs COTPYAHMKOB, CMOCOOHbIX OKasaTb BMMSIHUE HA KA4eCTBO MPOOYKLUN.
lMocne nepBoHayanbLHOr0O OCMOTPa COTPYOHWKM OOMXKHbl MPOXOAUTb MEPUOAMYECKUA MEAULMHCKUNA
OCMOTP, a Takke B Tex Cryyasix, KOorga aTO CBSI3aHO C MPOWU3BOACTBEHHON HEOOXOOUMOCTBI WK
COCTOSIHMEM UX 300POBbS.

27. Cnep,yeT NPUHATL Mepbl, UCKNKYakLmne, HAaCKOJIbKO 3TO BO3MOXHO, O0NYCK K Npon3BOACTBY
JNIEKapCTBEHHbIX CpeacTB JNnny C I/IHCbeKLI,VIOHHbIMVI 3ab0neBaHNSIMN U UMELLIMMN paHbl HAa OTKPbITbIX
y4vyacTKax Tena.

28. JMobGoe nvuo, BXxoasllee B MPOV3BOACTBEHHbIE MOMELLEHNUS, AOIMKHO HOCUTb 3alUMTHYIO
ofexnay, COOTBETCTBYHOLLYI0 NPOBOAVMMOW B JAHHOM MOMeLLeHnn paboTe.

29. B npor3BOACTBEHHbIX M CKIaACKMX 30Hax 3anpelueHbl KypeHue, NMpueM MU UM nutbe,
XE€BaHME PE3NHKM, a TakKe XpaHeHWe MULLEBLIX MPOAYKTOB, HAMWUTKOB, TabGayHbIX U3AENWN U NNYHbIX
neKkapcTBeHHbIX cpefcTB. B uenom, gormkHa ObiTb 3anpelleHa nobasi geaTenbHOCTb, Hapyluarolwas
npasuna rmrmeHbl B NPOM3BOACTBEHHbIX NMOMELLEHNAX, a Takke B NOOLIX APYrMX MecTax, rae oHa MoXeT
oTpuuaTenbHO NOBMUSATL Ha KAYeCTBO NPOAYKUUN.

30. Heobxogumo mnsberatb HEMOCPEOCTBEHHOrO KOHTaKTa MEXAy pykamu onepatopa U OTKPbITOW
npoaykuuen, a Takke nobbiMm geTansaMm o6opyaoBaHns, KOHTAKTUPYIOLWUMKU C MPOAYKLUMEN.

31. MNepcoHan gormkeH ObiTb 06y4eH NpaBunam NPUMEHEHNs CpeacTB Ans MbITbs PYK.
4. NomeweHusa n obopyaosaHue

§ 1. MpuHuMnbI

32. MecTOo pacnonoxeHus, NPOEeKT, CTPOUTENbCTBO, MOHTaX, OCHalleHune u obcnyxuBaHue
I'IOMeIJ.l,eHI/II7I n o6opy,u,oaaH|/|;| OOJMKHO COOTBETCTBOBATbL BbIMOJTHAEMbIM pa60TaM. Nx pacnonoxeHue un
KOHCTPYKUMS OOIMKHbI CBOAUTE K MMHUMYMY PUCK OLUIMBOOK 1 NO3BOMATE NPOBOANTL adhdpekTnBHY0 yBopKy
n obcnyxunBaHue ¢ LEeNbo NPefoTBpaLLeHUst NEPEKPECTHOrO 3arpsi3HeHUs!, NOSIBNIEHNS MNbINA UMX TPSA3K,
unu, B obLLem cnydae, No6oro BpegHOro BUSIHASA Ha Ka4ecTBO NPOAYKLMU.

§ 2. MomelweHuns

33. Okpyxatolas cpeia NPoU3BOACTBEHHbLIX MOMELLEHUA, C y4eToM Mep Mo 3aluMTe YCroBuii
Npou3BOACTBa, AOIMKHA obecneynBaTb MUHUMATbHBIA PUCK 3arpsi3HEHNSt UCXOOHOTO Chipbs, MaTeprarnos
1 NPOAYKLUUK.

34. OkcnnyaTtaumsi NoMeLLeHWn OoMmKHA BbINOMHATLCA C COGMoAeHMEM Mep NpPeaoCTOPOXHOCTH,
npuyemM TexHu4yeckoe o6CnyxMBaHUe U PEMOHT He JOJKHbI NoABepraTb ONacHOCTM KauyecTBO NPOAYKLIMN.
Ounctka W [OesuHEeKUUs MNOoMeLLUeHUA OO0MKHbl BbINOMHATLCA B COOTBETCTBUM C  MNOAPOGHLIMU
NUCbMEHHbIMW NpoLieaypamu.

35. OcselleHne, TemnepaTypHbli W  BNAXHOCTHOM pPEXUMbI W  BEHTUNALUMUA  OOIDKHbI
COOTBETCTBOBaTbL HA3HAYEHMIO MOMELLEHUS U HE OKa3blBaTb NPSIMOrO UMM KOCBEHHOMO OTpULATENBLHOIO
BMUSIHAS HU Ha NEeKapCTBEHHbIE CPEACTBA BO BpPEMSsi UX WU3TOTOBMEHUSI U XPaHEHWS, HU Ha TOYHOCTb
paboTbl 0bopygoBaHus.
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36. MNomeLlleHnst AoMmKHbI ObITb CNpoOEeKTNpoBaHbl N OCHALLlEeHbl TAKUM o6pa30M, 4yTOObI OOECNEeUYNTb
MaKCMMarnbHYH 3allUTy OT NPOHUKHOBEHUA HACEKOMbIX UITN XUBOTHbIX.

37. JomkHbl ObITb NPUHSATHI BCe Heobxoaumblie Mepbl, NpenoTBpallalolne BXo[ B MOMELLeHUs
NOCTOPOHHMX NKL,. 30HbI MPOU3BOACTBA, XPAaHEHUSA U KOHTPONSA KayecTBa He OOMKHbI UCMOoMNb30BaThCA
Kak NpoxoAHble AN nepcoHana, KoTopblii B HUX He paboTaerT.

38. [insa M3roToBNeHUs onpeaeneHHbIX NeKapCTBEHHbIX CPEACTB, TakMX Kak CeHcubunuampyowme
BelLLlecTBa (Hanpumep, NEHUUMMMMHBLI), WM OBuonormdeckne npenapatbl (Hanpumep, W3  KUBbIX
MUKPOOPraHM3MoB), AOSKHblI ObiTb  crneuuarnbHble U M30SIMPOBaHHbIE  TEXHWYECKME CPeAcTBa
(nomelleHus, obopynoBaHue, cpeacTBa OOCHYXMBaHWMS U Ap.) ONS CBEAEHUS K MUHUMYMY pucka
Cepbe3HO OMacHOCTU Ans 300pOBbs MOTPebUTeneir BCRNEeACTBUE MEPEKPECTHONO 3arpsi3HEHUS.
Mpon3BOACTBO  HEKOTOPbLIX  A@HTUOMOTMKOB,  FOPMOHOB,  UMTOTOKCMHOB,  CUJIbHOAEMCTBYHOLLNX
NekapCTBeHHbIX CcpeacTtB M npoaykuma HemeaUUMHCKOro Has3Ha4YeHuA He OOJIKHbl OCYLEeCTBNATbCA C
ncnonb3oBaHnMeM OOHUX U TeX Xe TexXHUYeCKUX CcpencTs. B uckntounTenbHbIX cnydyaax and Takown
npoaykumm mMoxet ObITb npuMeHeH npunHuun 3WwefnioHHOro npomn3BoAcTBa, C NMNOMOLUbKD OOHUX U TeX Xe
TEXHUYECKUX CpeacTB, eCnNU MPUHSATbI 0cobble Mepbl NPegoCTOPOXKHOCTM U NpoBedeHa Heobxoaumas
Banuaauus. B nomelleHusiX, MCnonb3yemMblXx Ans MNPOM3BOACTBA JIEKAPCTBEHHbLIX CpPeacTB, He
AonyckaeTcsl NPON3BOACTBO SA0B TEXHUYECKOIO Ha3HaYeHWs, Takux, Kak NecTuumabl U repbuumnab.

39. [naHMpOBOYHbIE  pELUEeHUA  MOMELLEHWA  OOMMKHbl  COOTBETCTBOBATb  FIOrMYECKom
nocrneaoBaTenbHOCTU NPOU3BOACTBEHHbIX Onepaunn n TpeboBaHNsIM K YNCTOTE.

40. YT06bI CBECTU K MUHUMYMY PUCK NEPEnyThIBAHUS Pa3NUYHbIX NEKAPCTBEHHbIX CPEACTB UMK UX
KOMMOHEHTOB, M306exaTb MNEepeKPecTHOM KOHTaMMHaUMM U  MUHMMKU3MPOBATb PUCK TMpornycka Wnu
HenpaBuWIIbHOrO OCYLLEeCTBNEeHU noboro atana npu MNPOU3BOACTBE WU KOHTPONE, OOMKHO GbiTb
COOTBETCTBYHOLLEE paboyee NPOCTPAHCTBO M NMPOCTPAHCTBO AN XpaHeHUs B NpoLiecce NpousBoacTBEa.

41. Tam, roe wucxodHble W MNepBUYHblE YMAKOBOYHblE MaTepuarbl, MNPOMEXYTOYHas unu
HepacdacoBaHHass NPOAYKUUSA MOABEPraloTCa BO3OEVCTBUIO  OKpYXalolwen cpefbl, BHYTPEHHWE
NOBEPXHOCTM (CTEHbI, NOM N NOTONOK) OOSMKHbI BbITh rMagkMMu, 6e3 wenen Ha CTbikax, TPELMH U ApYyrnx
noBpeXaeHnn; Nnerko 1 apMEKTUBHO 04MLLATLCA U NPU HEOBXOAUMOCTY OE3NHULMPOBATLCS; OT HUX He
AOMKHbI OTAENATLCA YacTulbl.

42. pr6OI'IpOBO£I,bI, ocBeTuTerbHble I'Ipl/l60pb|, BEHTUINALUNOHHbIE YCTAaHOBKM U Opyrne CUCTeMbl
OOJDKHbl  KOHCTPYMpPOBaATbCA U pa3MellatbCA TaKuM 06p830M, 4yTOObLI He co3gaBaTb yrny6neHv||7|,
3aTpygHARLWNX  OYUCTKY. Mo BO3MOXHOCTW, WUX 060ny>|<|/|BaHv|e OOJDKHO  OCYLUECTBIIATLCA BHEe
NPOn3BOACTBEHHbIX 30H.

43. TpybonpoBoabl ANsi CTOKOB AOMKHbI MMETb COOTBETCTBYIOLUMIA pa3Mep U BbiTb 06opyaoBaHbI
Tpanamu, npegoTBpallalWmUMM obpaTHbIM MoToK. o BO3MOXHOCTM, cnedyeT u3beraTb OTKPbITbIX
CNUBHBIX XenoboB, a TaM, rae OHM HeoOXoAuMbl, UX credyeT AenaTb HernyGokuMu Ans yoo6cTea
OYMCTKU U AE3NHIDEKLIMNA.

44. B npon3BOACTBEHHbIX 30HAX HeobxoauMo obecneunTb 3PdEKTUBHYIO CUCTEMY BEHTUNALUM,
o6opyaoBaHHY0  YCTPOMCTBaMW  KOHTPONA  napamMeTpoB  Bo3dyxa  (BKMOYAKOWMUMKM  KOHTPOIb
TemnepaTtypbl, a Npy¥ HEOBGXOAMMOCTU, BRAXHOCTU U (unbTpaummn), COOTBETCTBYHOLLYIO NPON3BOANMOIA
NPOAYKLMK, BbIMOMNHSAEMbIM OnepauusM 1 OKpyXxatolLen cpeae.

45. B3BelMnBaHNE WCXOAHbIX mMaTtepuarnoB, Kak npaBwuio, AOOJMDKHO MpoBOAUTbLCA B OTAEJIbHbIX
cneunarnbHO I'IpMCI'IOCO6J'IeHHbIX Anda 3Toro noMeLweHnax.

46. B Tex cnydasix, Korga NpPOW3BOACTBEHHbIE OMepauuy MNPUBOAAT K 0OpasoBaHWIO Mbifu
(Hanpumep, npu oTGope Npo6, B3BELUMBAHUM, CMELLUEHUW, MPOV3BOACTBEHHLIX OrNepauusix U ynakoBKe
CYyXUX MPOAYKTOB), HeobXxoOMMO MpedycMOTPEeTb Mepbl MO  MNpedoTBpaLLeHU0  NEePEeKPecTHOro
3arpsis3HeHnsl U obecneyvyeHmnio NPoBeaeHNs OUYNCTKN.

47. TlomelleHns AN yNakoBKM NeKapCTBEHHbIX CPEACTB [OOJKHbl ObiTb COOTBETCTBYHOLLUM
06pa3oM CnpoeKkTUpPOBaHbl W pacrnosfiokeHbl TaK, YToObl M3bexaTb MnyTaHuubl WK NepekpPecTHOro
3arpsisHeHus.

48. lMpousBoaCTBEHHbIE MOMELLEHMS AOMKHbl ObiTb XOpPOLWIO OCBELeHbl, OCODEeHHO Tam, rae
NpOBOANTCS BU3yaribHbI ONepauMOHHbIN KOHTPOSb.
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49, KOHTpOJ'Ib B npouecce npon3sonctBa MOXHO NpoBOOWTb B 30HE Mpou3BOoACTBa, €Cli 3TO He
yrpoxaet Ka4eCTBy npoaykunn.

50. 30HbI CKNagMpOBaHWA [OOJDKHbI ObITb AOCTATOYHO BMECTUTENbHbLIMM, 4YTOObI obecneunTb
yrNopsgoYEHHOE XpaHEeHWe pasfUYHbIX KaTeropuii MaTepuarioB M NPOAYKUMU: WCXOLHOMO Cbipbsi U
YNaKOBOYHbLIX MaTepuanoB, MNPOMEXYTOYHON, HepacacoBaHHOW WM TFOTOBOM MNPOAYKUMM, a Takxe
npenapaToB Haxo4sLLMXCS B KapaHTMHe, paspeLUeHHbIX A4S Bbinycka, OTOpakoBaHHbIX, BO3BPaLLEHHbIX
WM OTO3BaHHbIX.

51. 30Hbl CKNagupoBaHWs [OMKHbI ObITb CMPOEKTUPOBaHbI MMM MPUCMNOCOBNEHbI C y4eTOM
obecneyeHVs1 Hagnexalmnx yCrnoBuii XpaHeHusl. B 4acTHOCTW, OHM JOMKHbI BbITb YACTBIMU U CYXUMU, B
HMX JOMKEH NoAAepXUBaTbCA TpebyeMbli TeMnepaTypHbIn pexum. Tam, rae HeobxoanMbl cneuuansbHble
YyCNOBUSi XpaHeHusi (TemnepaTypa, BMAaXHOCTb W T.M.), TakMe YCNoBUs [OIMKHbI 0becneynBaThCs,
NPOBEPSATLCS N KOHTPONMPOBATHCS.

52. B 30Hax npueMKn n Bblgavyn OOJKHa ObITb 0becneveHa 3alumTa MaTtepuanos 1 npoaykunm ot
BO34ENCTBUA NOrogHbIX yCﬂOBVIIZ. 30HbI NPUEMKN OO0JTKHbI ObITb cnpoeKkTunpoBaHbl 1 O60py,EI,OBaHbI Tak,
YTOObI ynakoBkn C nocTtynarvowmm CbipbeM U MaTepuanamm nepen cknagnposaHmMemMm MOXKHO Ob1no
ovnaTb OT rpA3n.

53. Tam, roe pexuM KapaHTUMHa oGecneynBaeTcs XpaHeHMeM NpPoayKLUMKM B pa3fesibHbIX 30Hax, 3Tu
30Hbl JOJKHbI ObITb YETKO 0603HaYeHbl, U OOCTYMN B HUX paspelleH TOSIbKO NULam, UMEeLMM Ha 3To
npaeo. Jliobass gpyras cuctema, 3amMeHsollas U3MYECKUA KapaHTWH, [OomkHa obecrneymBaTb
9KBMBANEHTHYI0 6e30MacHOCTb.

54. O6bIYHO, AOMKHA CyLlecTBOBaTb OTAENbHas 30Ha Al oTGopa Npob MCXOOHbIX MaTepuarsos.
Ecnu ot60p npo6 nponssoanTcs B CKIaAcKoi 3o0He, HeobxoanMo oGecneynTb Mepbl MPOTUB 3arps3HeHs!
WKW NepeKpecTHOro 3arpsi3HeHNs.

55. na xpaHeHus oTOpakoBaHHbIX, OTO3BaHHbIX WM BO3BPALLEHHBLIX MaTepuarnoB, WUCXOAHOro
CbIpbsl M MPOAYKLMW CriefyeT OpraHM3oBaTb OTAENbHbIE 30HbI.

56. CunbHogewcTByloWMe BelwecTBa W npenapatbl AOMKHbI XpaHUTbcs B 6e3onacHbiX WU
OXpaHsieMbIX MOMELLEHMNSAX.

57. CnenyeT 06paTuTb 0coboe BHUMaHMe Ha obecrneyeHne HagexHoro n 6e3onacHoro XxpaHeHus
nevyaTtHbIX MaTepuanoB B BUAY WX KMHOYEBOM POMM B MOATBEPXKOEHUM WMOEHTUYHOCTU MEKapCTBEHHbIX
cpeacrs.

58. Kak npaBuno, nabopatopuym KOHTPONS KavecTBa [JOJKHbI OblTb OTAENEeHbl OT
NMPOWN3BOACTBEHHbIX NOMELLEHUA. DTO OCOOEHHO BaXKHO Afsl nabopaTopuin NO KOHTPOS0 BMONOrMYECKUX,
MMWKPOOMONOrMyeckmx NpenapaTtoB 1 paamMon3oToNoB, KOTOpble Takke OOJMKHbI ObITb OTAENEHbI U APYr OT
Aapyra.

59. IMpoeKT KOHTPOmbHbIX NabopaTopui AOMKEH COOTBETCTBOBATbL TPEOOBAHMSIM K BbINOSHAEMbIM
B Hux onepaumsaM. OHWM [OMKHbI ObITb OOCTAaTOYMHO BMECTUTENbHbIMW AN Toro, 4Tobbl n3bexaTb
nyTaHuubl M MNEPEKPEeCTHOro 3arpsiaHeHus. Heobxogumo npedycMOTpeTb [AOCTaTovMHO MecTa Ans
XpaHeHnsi 06pasLoB M NPOTOKOOB.

60. [na 4yBCTBMTENbHbLIX MPUOOPOB, HYXOAKLIMXCA B 3alUMTE OT IMEKTPOMarHWTHbLIX MOMen,
BMOpauun, MOBbILIEHHOW BMAXHOCTM UMW OPYrMX BHELWHWX (pakTopoB, MOryT ObiTb WUCMOMb30BaHbI
OTOeSNbHbIE NOMELLEHWS.

61. B nabopatopusix, B KOTOpPbIX paboTalT co crneumduyecknmm cyocTaHUMsIMU, TakUMK Kak
Ovonorvyeckne nnn pagmoakTnBHblie 0b6pasLbl, NPeabsBATCA 0cobble TpeboBaHuUS.

62. KomHaTbl Anst oTabixa v npuema nuLm A0MKHbI OblTb OTAENEHbI OT OCTasbHbIX MOMELLEHNNA.

63. Heo6xoammo, 4To6bl NOMELLEHNUS ANS NEPEOAEBaHNS U XpaHEHNS O4EXAbl, @ Takke TyaneTbl U
AyweBble OblnMM NErko [OCTYNHbI, WX YMCAO W MfolWagb [AOMKHbl COOTBETCTBOBATb YMCIIEHHOCTU

nepcoHana. TyaﬂeTbI HEe [OOJDKHbl HenocpeacTtBeHHO coobuatbca C npon3BoaCTBEHHbIMU  UITN
CKInagCKnmMmmn 3o0HamMu.

64. MacTtepckme OOSmKHbI ObiTb, MO BO3MOXHOCTM, OTAENEHbI OT NPOM3BOACTBEHHbLIX NOMELLEHWNA.
Ecnu 3anacHble 4acTh 1 MHCTPYMEHTbLI XpaHATCS B MPOU3BOACTBEHHON 30HE, OHU OOSKHbI HAXOAUTLCS B
crneumnanbHbIX Ans 3TOro NOMELLIEHUSAX UMW MecTax.
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65. MNomeLleHnsa gns coaepXaHuda XXMBOTHbIX OOJTKHbI ObITb M30JTIMpoBaHbl OT BCEX OCTallbHbIX 30H,
OOIKHbI UMETb OTAENbHLIN BXOA N OTAENbHbLIE CUCTEMbI BO34yX0onoaroToBKNU.

§ 3. O6opynoBaHue

66. KOHCTPYKUMSi, MOHTaX WU TOPSAOK TEXHWYECKoro OBCHyXMBaHWUS TEeXHOJOMMYeCcKoro
o60pyaoBaHWsl [OMKHbI COOTBETCTBOBaTb €ro HasHaYeHUIo.

67. Pabotbl no PEMOHTY U TEXHNYECKOMY 0601'Iy>KI/IBaHI/IPO O60py,EI,OBaHMF| He OOJ1KHbl OKa3blBaTb
BITMAHUA Ha Ka4eCTBO NpoayKunn.

68. KOHCprKLI,Mﬂ npon3BoaCcTBEHHOIO o6opy,qosaHM;| OOJDKHa npegycmMmatTpmBaTtb yﬂ,O6CTBO n
TWaTernbHOCTb €ero O4YUCTKWU. Onepau,vn/l Nno O4YUCTKe 060py,EI,OBaHI/IF| OOJIKHbI  BbINOJIHATBCA B
COOTBETCTBUUN C I'IOJJ,pO6HbIMI/I nMCbMEeHHbIMWU npouenypamu, a 060py/:|,OBaH|/|e OOJIXHO coepXXatbCA B
CyXOM N YNCTOM COCTOAHUN.

69. VlHBeHTapb n Matepuanbl ona O4UCTKN He OOJTKHbI ObITb UCTOYHUKAMU 3arpA3HeHun4.

70. ObopynoBaHne [OMMKHO ObITb YCTAHOBMEHO TakMM obpas3om, 4ToObl nNpegynpeauTb JOoMN
PUCK OLIMOOK U 3arpsi3HEHNS.

71. TexHomornyeckoe obopygoBaHMe He [OIMKHO MPeAcTaBnATb HUKAKOW OnacHocTW Ans
npoaykumn. Yactu TexHonorndeckoro obopynoBaHWs, COMpuKacalowmnecs C nNpoayKuuen, He OOMKHbI
BCTYNnaTb C HENW B peakumio, BblaensiTe unu abcopbupoBaTtb BellecTBa B TAKOW CTEneHW, 4Tobbl 3TO
MOTT0 NOBMAMATb HA KAYECTBO NPOAYKLMM U NPEACTaBMATb TakKuM 0O6pa3oM Kaky-nnbo onacHoCTb.

72. TOYHOCTb M AnanasoH n3mepeHnda BecoB U Opyroro nUaMepmuTternibHoro O60pyﬂ,OBaHI/IF| OOJIKHbI
COOTBETCTBOBATb NPON3BOACTBEHHbBIM U KOHTPOJIbHBbIM onepaunam, Ona KoOTopbiX OHM nNpegHa3HavYeHbl.

73. WamepuTenbHble, perucTpupylolne, KoHTponbHble npubopbl U obopygoBaHue Ans
B3BeLUMBaHNA J0IMKHbI NPOXOAUTL KanMBpoBKy 1 NOBEpPKY Yepes onpeaenieHHble MHTepBarbl BpeMeHU Mo
COOTBETCTBYHOLNM MeToankaM. HeoBGXxoaumo BECTM 1 COXpPaHSATb NPOTOKOSbl TakMX UCMbITaHUIA.

74. CTauMoOHapHO YCTaHOBJSIEHHbIE TPYOOMPOBOAbI AOMKHBI MMETb YEeTKYd MapKUpPOBKY C
yKasaHueMm MpoxoAsiLLero no Hemy BelecTBa 1, ecnv TpebyeTcs, HanpaBreHusl NoToka.

75. TpybonpoBoabl Ans OUCTUNNUPOBAHHOW, AEWOHU30BAHHOM W Mpu HeobxoaumocTu Apyrown
BOAbl AOMKHbI NOABEPraTbCA caHMTapHon 06paboTke B COOTBETCTBMM C MUCbMEHHBLIMW Npoueaypamu, B
KOTOPbIX MOAPOGHO  M3NOXEeHbl YPOBHM  MUKpOBMOMOrMyeckoro 3arpsisHeHns wu  Tpebyemble
KOpPPEeKTUpYoLLMe MepPONPUATUS.

76. HeucnpaBHoe o06opyooBaHWe, MO BO3MOXHOCTM, [OOIDKHO ObiTb yganeHO U3  30Hbl
NPOM3BOACTBA U KOHTPONS KayecTBa Unu, No KpanHe Mepe, YeTKO MPOMapPKUPOBaHO Kak TakoBoe.

5. lokyMmeHTauuA

§ 1. MpuHUMNBI M 06WMe TpeboBaHUA

77. Hapgnexawas OOKyMEHTaUus siBNsieTCs BaXKHOW 4acTbio CUCTEMbl obecneveHus kadecTsa.
[lokymMeHTauuMsl, HanucaHHas 4YeTKMM $I3bIkOM, NpeaoTBpallaeT owunbkn, Bbl3biBaeMble YCTHbLIM
obLeHMeM, M MO3BONSET MPOCNEAUTb WCTOPMIO MPOU3BOACTBA KOHKPETHOM CEPUM  MPOAYKUUN.
CneumndukaLmmn, NPOMbILLINEHHbIE PErfiaMeHTbl, MHCTPYKLMK, NpoLeaypbl ¥ NPOTOKOSblI CEPUUN HE AOMKHbI
coaepxaTb OLIMGOK U AOMKHbI ObITb B HaNMuYMKM B NUCbMeHHOM Buae. Ocoboe 3HayeHne MMeeT YeTKOCTb
COCTaBNeHMs1 JOKYMEHTOB.

78. Cneuudmkaumm (Specifications) nogpobHo onucbiBaloT TpeboBaHUA, KOTOPbIM  OOSKHbI
COOTBETCTBOBaTbL MCMOMb3yeMble UMK MoJflydyaemMble Npy MPOM3BOACTBE MPOAYKTbl U maTepuanbl. OHu
cnyxaT OCHOBOW A1 OLEHKM Ka4yecTBa.

79. TpOMBbIWMEHHbIE pernameHTbl, TEXHOMOrMYEeCckne WHCTPYKLUUU M MHCTPYKUUM MO yrNakoBKe
(Manufacturing Formulae, Processing and Packaging Instructions) cogepxaT cBegeHuss O Bcem
MCMONb3yeEMOM WMCXOAHOM Cbipb€ W yCTaHaBNMBAaKT BCE TEXHOMOrm4yeckue Mpoueccbl M onepaumu no
NMPOW3BOACTBY M YNaKkoBKe NPOAYKLUN.

80. Mpouenypbl (Procedures) galT ykasaHUa NO BbIMNOMHEHUIO OTAEMbHbIX BUOOB Onepauumi,
HanpvMep, MO O4YMUCTKE, NEPEodEBAHUID, KOHTPOMIO OKpyxatolen cpenbl, oT6opy npob, npoBeaeHWto
UCMbITaHWiA, aKchnyaTauum obopyaoBaHus.
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81. lMpotokonbl (Records) AokymMeHTanbHO MOATBEPXKOAlOT X0 MPOU3BOACTBA KaXaow cepuu
nNpoayKuUun, BKNOYas peanusaunio, a Takke BCe PaKkTopbl, UMeloLLMe OTHOLLEHWE K KavyeCTBY roToBOM
npoayKLUnN.

82. [JokyMeHTbI JOMKHbI TWaTeNbHO pa3pabaTbiBaTbCs, NOATOTABNMBATLCS, MEepecMaTpmMBaThbCs U
pacnpocTpaHATbCS.

83. [okymeHTbl AOMKHbI ObiTb YTBEPXOEHbI, NOANMUCaHbl U OATMPOBaHblI COOTBETCTBYOLWUMU U
YMONHOMOYEHHBIMY Ha 3TO NULAMMU.

84. CopepxaHue OOKYMEHTOB [OSMKHO WUCKMOYaTb ero ABYCMbICIIEHHOE TornkoBaHue. HassaHue,
BMO W HasHayeHWe OOKYMEHTa [OIKHbl OblTb SICHO M3NOXeHbl. [JOKYMEHT [OMKEH VMMETb JIOMMYHYH
CTPYKTYpYy, obGecrneymnBaloLLlyo NpoCcToTy ero npoBepku. Konmu [OKYMEHTOB AOSKHbI OblTb SICHBIMU U
YeTKUMU.

MeTo,q KOI'IVIpOBaHI/IFl C paGoqu Il:I.OKyMeHTOB AOJMKEeH UCKNw4YaTb BO3MOXHOCTb BO3HUMKHOBEHUA
OLLUKNOOK.

85. [oKyMeHTbl [OIKHbl perynsipHo nepecmaTpuBaTbCsi W akTyanuaupoBatbes. [locne
nepecMoTpa [OKyMeHTa crneayeT MpuHATb Mepbl MO HEAOMYLLEHWIO MWCMONb30BaHWUS [LOKYMEHTOB
yTpaTUBLUMX CUTY.

86. [lokyMeHTaumMsi He JOMKHA ObITb PYKOMWUCHO; OAHAKO ecrn B OKYMEHTbI (Hanpumep, (opmbl)
NpPeaycMOTPEHO BHECEHWE OaHHbIX, TO 3TO MOXET GblTb COENAHO PYKOMUCHBIM CMOCOGOM SICHO U YETKO,
TaKk 4ToObl 3anucy Hemnb3si OblNo CTepeTb. [N BHECEHMS HdaHHbIX HEO6XoOMMO NpedyCMOTPETb
AOCTaTOYHO MecTa.

87. MNpuv BHeCEHUU MNOBbIX M3MEHEHWI B JOKYMEHTaLUMo Heo6xoanMo NpocTaBuTb AaTy W NOAMNUChH,
N3MEHEHUs I0MMKHbI BHOCUTBLCA TakK, YTOGbl MOT 6biTb NPoOYMTaH UCXOAHLIA TeKcT. Mpu HeobxoaumocTu
[I0MKHa GbITb 3aNPOTOKONMPOBaHa NPUYMHA BHECEHUS U3MEHEHWN.

88. npOTOKOJ'IbI OOJKHbl COCTaBIIATECA U KOMMIIEKTOBATbCA OOHOBPEMEHHO C BbINOJIHEHMEM
COOTBETCTBYHOLLNX OENCTBUA TaKkum o6pa30M, 4yTObObl MOXHO ObINO npocneantb BCe CyLleCTBEHHbIe
onepauun, Kacawuwmecd npoun3BoaAcTBa J1€KapCTBEHHbLIX CpeadcTB. npOTOKO.I'IbI OOJDKHbl XpaHUTbCA B
Te4yeHne, Kak MMHMMYM, OOHOro roga co AHA OKOHYaHUA CpPOKa rogHOCTU roTOBOW npoaykuun.

89. 3anucb gaHHbIX MOXET BbIMOSHATLCHA C UCMONb30BaHMEM ANEKTPOHHON TEXHWKKU, (hoTorpaduin
W ApYrMx CpeacTts, obecrneuyvBaloliMX HadexHoe xpaHeHue wnHdopmaumu. Mpu aTom cregyeT MMeTb
nogpobHble npouedypbl MO WUCMOMb3OBaHWMIO TakMx CpeacTB, TOYHOCTb  3anucent  AOSMKHa
Bepuduumposatbca. Ecnm  gokymeHTauus  BedeTCs  3NEeKTPOHHbIM - CrocoboM, TO  TONbKO
YMONIHOMOYEHHbIE Ha 3TO MMUA MOryT BBOAWUTb AaHHble B KOMMNbIOTEP UMW U3MEHATb UX. N3meHeHne n
yAaneHne AaHHbIX AO0MKHO NPOTOKONUMPOBAaTLCS.

90. [ocTtyn K 9nekTpoHHOW 6a3e AaHHbIX AOMMKEH OrpaHu4MBaTbCsA CUCTEMOM Maponem wunm
Apyrumu cpeactBamu. BHeceHne 0co60 BaXHbIX JaHHbLIX AOMKHO KOHTPONMPOBaTbC He3aBucumo. Ecnu
NPOTOKOMbl CEPUM XPAHATCA B 3MEKTPOHHOM BuAe, TO AN 3alWTbl OT NoTepu MHAOPMaLMN OOIKHbI
C03[aBaTbCs pe3epBHbIE KONMUM HA MAarHUTHBIX HOCUMTENSIX, MUKpodunbMax, Gymare nnm nHbIX HageXHbIX
cpepctBax. Ocobo BakHO, YTOObI 3TV AaHHbIE BbINK NErko 4OCTYMNHbI B NEPUOS, XPaHEHUS.

§ 2. O6a3aTenbHas AOKyMeHTauuA

91. Cneumdukaumm COCTaBASIOTCS U YTBEPXKOAOTCA Ha MCXOAHbIE, YNAKOBOYHbIE MaTtepuansl 1
roToByl npoaykumio. MNMpn HeobxoouMOCTN TakKe COCTaBNSATCA crneundmkaumMm Ha NPOMEXYTOYHYH U
HepacdacoBaHHY NPOAYKUMIO.

92. CI'IeLl,I/ICbMKaLI,I/IM Ha UcxodHble mMaTepuarbl, NepBUYHYIKO YNaKOBKY UK NnevaTHble mMmaTtepuannbl
OOJXHbI, MO BO3MOXXHOCTU, BKIMKO4YaTb crneayLlee:

1) onncaHue cblpba 1 MaTepmnanos, BKINOYas:
- HaMeHOoBaHWe 1 BHYTPU3aBOACKOW KOA;
- CCbINKY Ha hapmakonerHyto cTaTbio (Npy ee Hanmuum);

- HaVMeHOBaHVe YTBEPXKOEHHbIX MOCTABLUUKOB U, MO BO3MOXHOCTU, NMEPBUYHOIO MPOU3BOAMTENS
mMaTepuarnos;

- obpasel nevYaTHbIX MaTepPMaros;
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2) ykasaHusi no oT6opy nNpo6 U NMPOBEAEHWIO UCMbITAHWIA, UMW CCbINKU Ha COOTBETCTBYMOLLME
npoLieaypsl;

3) konMYeCcTBEHHbIE U KaYeCTBEHHbIE XapaKTEPUCTUKN C YKa3aHWeM AOMYyCTUMbIX NPeaernos;

4) ycrnoBus XpaHeHns U Mepbl NPeAoCTOPOXKHOCTY;

5) MakcMarnbHbI CPOK XpaHeHWUs! 10 MOBTOPHOMO KOHTPONS.

93. Cneumndukaumm Ha NPOMEXYTOYHYH UIM HepacgacoBaHHYK NPOAYKLMIO COCTaBMSATCS B TEX
crnyyasix, ecrnm OHa MocCTynaeT Ha NpeanpusiTue Unu peanusyeTcs, U napameTpbl NPOMEXYTOYHOMN
NPOAYKLUUN UCMONb3YITCA NPU OLIEHKE Ka4yecTBa roTOBOM MpoAyKumu. OTn cneumndukaumm OMmKHbI ObiTb
aHanorm4Hbl cneumnduKkaumsam Ha UCXOAHbIE MaTepuanbl UMW Ha FOTOBYHO MPOAYKUMIO, B 3aBUCUMOCTU OT
NCMNONb30BaHMS.

94. Cneundpukauum Ha roToByo NPOAYKLMIO OOSKHbI BKITHOYaTb:

1) HaMmeHoBaHWe npoaykuun 1 ee koA (rae ato Tpebyetcs);

2) cocTaB npenapaTa UInn CCbINKy Ha Hero;

3) onncaHne nekapctBeHHoN hopMbl U AaHHbIe 06 ynakoBKe U MapKUpPOBKE;

4) ykasaHusi no otbopy nNpo6 M NpPOBEAEHUIO MCMbITAHUIA, MU CCbINIKM Ha COOTBETCTBYHOLLME
npouenypeobl;

5) KOonM4YecTBEHHbIE N KAYECTBEHHbIE XapakTEPUCTUKN C YKazaHWEM AONYCTUMbIX NPEAENOB;

6) ycnoBusl xpaHeHusi 1 0cobble Mepbl NPeaOCTOPOXHOCTM Npu obpalleHum (rae aTo TpebyeTtcs);

7) CPOK FOQHOCTW.

95. [Ins Kakgoro npoAykta U Kakgoro pasmepa cepum npoaykTa AoimkeH ObliTb paspaboTaH u
dopmMarnbHO YTBEPXKOEH NPOMBbILLIEHHBI PErfiaMeHT.

[MpOMBILLNEHHBIV PEerfaMeHT BKINIOYaeT:
1) HaMMeHoBaHWe NPoAyKTa C ee KOAOM B COOTBETCTBMM CO CrieumduKaumnen;
2) onncaHne nekapcTBEHHOM OOPMbI, €€ A03MPOBKM U pasmMepa cepuu;

3) nepedyeHb BCEX WUCNONb3yeMbIX WCXOAHbIX MaTepuanoB C YyKa3aHMeM Konun4yecTtBa,
HanMeHOBaHMe KOTOpPbIX NpnBoANTCA B TOYHOM COOTBETCTBUU C I'IpI/IHFlTOI;I HOMeHKﬂaTypOVI N yKa3aHnem
MX KOAOOB; crieayeTr YyKasblBaTb BCe BelleCTBa, KOTOpble MOryTt I'IpeO6pa3OBbIBaTbCF| B Xoae
TEXHONOrnm4ecKkoro npouecca,

4) oxXnaaeMblil BbIXOZ rOTOBOW NPOAYKUMM C yKa3aHUeM AONYCTUMbIX NPEAENOB U NPOMEXYTOUHbIE
BbIXoAbl (rae aTo TpebyeTcs).

96. MNpon3BOACTBEHHbIE NHCTPYKLUNWN OOMMKHbI COAepXKaTb:
1) oaHHbIE O MecCTe BeeHus npoLiecca u OCHOBHOM MpUMeHsieMoM 0B0opyaoBaHUY;

2) meToAbl NO MOArOTOBKE OCHOBHOIO 0GOpYAOBaHMA (Hanpumep, OYMUCTKU, COOPKK, KannMbpoBKu,
CTepUnM3aLunm) UM CCbINKM Ha HUX;

3) nogpobHoe noCTagMiHOE OnMcaHMe TEXHOJIOMMYECKOro npouecca (Hanpumep, KOHTPons
mMaTepuanoB, npenBapuTenbHo 06paboTkM, NOCNenoBaTENbHOCTM BHECEHUSI MaTepuarnoB, BpeMs
nepeMeLLMBaHus, TeMnepaTtypbl);

4) onucaHve BCeX BWOOB KOHTPOMS B Mpouecce MNpoM3BOACTBA C YKaszaHWEM [OMyCTUMbIX
npeaenos;

5) ycnoBus XxpaHeHusi HepacdacoBaHHOM NpPoAyKUMM, BKMYas TpeboBaHMA K ynakoBke,
MapKupoBke, a Takke (Mpu HeobXo4MMOCTN) crieymarbHble YCIOBUSI XPaHEeHUS;

6) BCe crneunarnbHble Mepbl NPegoCTOPOXXHOCTU.

97. Ona Kaxgoro npernapaTa, pasmepa W Tuna YNakoBKM LOMKHbI MMETbCs oduumarnbHO
yTBEPXOEHHbIE MHCTPYKUMM NO ynakoBke. Kak mpaBuno, OHW OOMKHbI BKIHOYaTb Cneaylowime cBegeHus
WIN CCbINKM Ha HUX:

1) HaumeHoBaHWe npenapara;
2) onucaHme ero nekapcTBeEHHON bopMbl U JO3NPOBKM (ecnn TpebyeTcs);
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3) Konu4yecTBO npenapaTta B OKOHYaTENbHOW YrMakoBKe, BblpaKeHHOe B LUTyKax, macce Munu
obbewme;

4) MOsHbIN MepeyYeHb BCEX YMAKOBOYHbIX MaTepuarioB, HEOOGXOAMMBLIX AN Cepuu MpOoAyKUMK
cTaHOapTHOro pasmepa, BKIOYas KONUYECTBO, pasmMep M TUM YNaKOBOYHOro MaTtepuana Cc ykasaHuem
Koda unv Homepa, B COOTBETCTBUU C UX cneundukaumein Ha Kaxablid ynakoBoYHbIA MaTepuan;

5) obpaseL unM KOMMI0 COOTBETCTBYHLUMX MEeYaTHbIX YMaKOBOYHbIX MaTepuarioB, Ha KOTOpPbIX
nokasaHo, Kyaa CTaBUTb HOMEpP CEpPUM 1 CPOK FOAHOCTU NPOAYKLMM, ECIN 3TO HEOBXOAMMO;

6) cneumanbHble Mepbl NPEAOCTOPOXHOCTW, BKMOYAs TLATENbHYH MpPOBEpKY obOopyaoBaHUS ©
30HbI YNAKOBKW, rapaHTUPYIOLLME YUCTOTY YNaKkoBOYHOMN NHUM nepes Havyanom paboTsl;

7) onucaHne npouecca ynakoBkM CO BCEMWU OCHOBHbIMW BCrMomMoratesribHbiIMM onepauuammn u
ncnosb3yemMmbiM o6opy,qosaHMeM;

8) nogpo6Hoe onucaHne KOHTPOMSA B MpoLecce NPOU3BOACTBA C MHCTPYKLMAMM Mo oTGopy npob u
yKasaHuem JonycTUMbIX Npeaenos.

98. [Ina kaxgon nNpousBeOEeHHON CepuM OOIMKEH COXPaHATbLCS MPOTOKOM MPOU3BOACTBA CEPUN.
OTOT NPOTOKON AOMKEH OCHOBLIBATLCSH Ha COOTBETCTBYHOLLMX pasfernax NpOMbILNEHHOro pernameHTa u
NMPOU3BOACTBEHHbLIX WHCTPYKUMA. MeTof COCTaBMeHWs Takmx MPOTOKONOB [OSHKEH WCKMoYaTb OLLUMGKM
npu nepenucbiBaHnn. MpoToKon AOMKEH MMETb HOMEP NPON3BEAEHHOWN CEPUM NPOSYKLIMMN.

99. lMNepen Havyanom N6BOro TEXHONOrMYECKOro npouecca HeobxoAMMO MPOBEPUTL U OHOPMUTL
NpoToKON O TOM, 4TO obopyaoBaHuMe W paboyasi 30Ha OYMLLIEHbl OT Mpeablaylien npoayKuuw,
AOKYMEHTaUuM 1 MaTepuarnoB, He OTHOCSLUMECS K JaHHOMY mpoueccy, U 4To obopyaoBaHME YMCTOE U
roTOBO K 3KCMnyaTaumu.

100. B xoge TexHOMNOrM4eckoro npouecca, nocrne Kaxgoro BbIMOSIHEHHOIO AEeNCTBUSA UHOpMaLns
O HeM TMpOTOKONMUPYETCH; MO 3aBeplueHWM onepauuini MNpPoTOKON cornacyeTtcs, AatupyeTcs wu
NOANUCLIBAETCS NULIOM, OTBETCTBEHHbBIM 3@ TEXHOINOMMYECKMIA NpoLiecc.

B npoTokon Ha ceputo NpoaykuuM BKMOYaeTcs crieqytoLlee:
1) HaMMeHoBaHWe Npenapara;

2) ngata “n BpeMA Ha4ana W OKOHYaHUMA OCHOBHbIX MPOMEXYTOYHbIX 3TanoB W BCero
TEXHONOrnm4ecKkoro npouecca,

3) nMaA COTpyaAHUKa, OTBETCTBEHHOIO 3a BbIMNOJIHEHNE Kakaom I'IpOMSBO,EI,CTBeHHOVI cTaanu;

4) cbamunusa(n) onepartopa(oB), OTBETCTBEHHOIO 3a OCHOBHbIE CTaAMM NPOU3BOACTBA, a Takke, Npu
HeobXxoaAMMOCTW, hamMunnm Nul, NPOBEPSIBLUMX BLIMNONIHEHWE KaXKOOW M3 3TUX onepauuin (Hanpumep,
B3BELUNBAHUS);

5) HomMep cepun n/unun HomMmep aHanusa, a Takke PakTUYeCcKoe KONMMYECTBO B3BELLEHHbIX MCXOOHbIX
MaTepuanoB (BKMOYasi HOMEP CEPUM U KONMYeCcTBO Noboro fo6aBnNeEHHOro pereHepupoBaHHOIO WK
nepepaboTaHHOro Cblpbs);

6) OCHOBHble TExHOmMormyeckMe onepauum UMM WX pesynbTaThl, a TakkKe OCHOBHOE
“cnonb3oBaHHoe 06opyaoBaHue;

7) NPOTOKOJIbl KOHTPONA B npouecce nponm3BoacTBa C YyKa3aHMEM BbINOJIHABLUMX UX nNUL U
Nony4eHHbIX Pe3ynbTaToB,;

8) BbIX0A NPOAYKLMU, MOMNYyYEHHOW Ha OCHOBHBIX MPON3BOACTBEHHbIX CTAOUSX;
9) onucaHve mnOObLIX OTKMOHEHWA OT MPOMBILLNIEHHOrO pernaMeHTa U MNpPOU3BOACTBEHHbIX
WHCTPYKLMIA 3a NOONWCBHI0 OTBETCTBEHHOTO NiLa.

101. OAnga kaxaoon npousBeOeHHOW Cepuy UMM YacTu cepum OOMKEH COXPaHATbLCA MPOTOKON
yMaKkoBKM cepun. ATOT NPOTOKON LOMKEH OCHOBLIBATLCS Ha COOTBETCTBYHOLUMX pasfgenax UHCTPYKUUKU Nno
ynakoBke. MeToa COCTaBNeHUsA TakMX MPOTOKOSIOB LOMKEH WCKMoYaTb OWMOKM Mpu MNepenncbiBaHUN.
lMpoTokon AgomkeH cogepXaTb HOMEP Cepumn N KONMYeCTBO MPOAYKTa, NMOAMeXallero ynakoBke, a Takke
HOMEP CEpPUM U NNAHNPYEMOE KONMYECTBO FOTOBOW NPOAYKLMM.

102. Tllepeng Havarnom noOOM  yNnakoBOYHOW  onepauum  HeobxoOMMO  NPOBEPUTL U
3anpoToKoNMpoBaTb, 4YTO OOopygoBaHMe U paboyass 30Ha O4MLEHbI OT NpeablayLllerd NpoayKuuw,
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OOKyMeHTauum n MmatepuanoB, He OTHOCALMeCA K AaHHOMY npoueccy, a caMo O60py,EI,OBaHV|e HYUCTOE U
rOTOBO K 3KCnnyaTtauunn.

103. B xoge npouecca ynakoBku, MOCAe KaXgoro BbIMOSTHEHHOIO AENCTBUS MHAOPMALUS O HEM
NPOTOKONMPYeTCH; MO 3aBepLUeHWMM ornepauuin NPOTOKON cornacyeTcs, OaTUPYeTcs M MoAnNuMCbiBaeTCs
NMUOM, OTBETCTBEHHbIM 3a MPOLLEeCC YNaKOBKN.

104. B npoTokon npoLecca ynakoBKk/A Cepum NPOSYyKLUKN BKITKOYaeTCs:
1) HaumeHoBaHWe npoayKLUuK;

2) paTbl 1 BpeMs onepaLmi No ynakoBKe;

3) bamunua nuua, OTBETCTBEHHOIO 3a YMNaKOBKY;

4) chamunmm ynakoBLUUKOB AN pasfuyHbIX ornepauun no ynakoBke;

5) npoToKonbl MNPOBEPKM COOTBETCTBUS TPeOOBaHWSIM WMHCTPYKUMA MO YMNakoBKe, BKIOYas
pe3ynbTaTbl KOHTPOIS B NPOLECCE NPOM3BOACTBA;

6) nogpobHble CBeOeHWs O BbIMNOMIHEHMM OMepauun MO yMNakoBKe, BKMAYAs CCbIKM Ha
ncnonb3yemoe ob6opyaoBaHNE 1 YNaKOBOYHbIE NNHWMK;

7) MO BO3MOXHOCTWU, oOpasubl MevaTHbIX MaTepuanoB, BkM4as obpasubl ¢ 00603HayYeHVEM
HOMepa cepuun, cpoka rogHOCTM M NoOOM AOMNOMHUTENBHOW MHOPMaLUK;

8) rlop,po6Hoe onucaHue JOObIX  OTKNOHEHWA  OT NPOMbILLJIEHHOIo  pernamMeHtTa wu
npon3BOACTBEHHbIX I/IHCprKLI,VIVI 3a noanncbro OTBETCTBEHHOIO Nnua;

9) KONNYECTBO M KOA BCEX NeYaTHbIX MaTepuanos U HepactacoBaHHOM NPOAYKLMK, KOTopble Bbinn
BblaHbl, UCMOMb30BaHbI, YHUYTOXEHbI MMM BO3BPALLEHbl Ha CKnag, a Takke KONMYeCTBO MNOMyYeHHOW
roToBOW NPOAYKUMM AN noasefeHus obuiero banaHca.

§ 3. Mpoueaypbl N NPOTOKOSbI

105. an/IeMKa Kaxkoom napTnm Kaxgoro smaa NCcxogHoro, nepBnuYHOro ynakoBo4HOro n ne4vyatHoro
ynakoOBOYHOINo mMartepuanos BeOeTcda B COOTBETCTBUMU C NUCbMEHHOM I'IpOLI,Gﬂ,ypOVI. Mo pes3ynbTatam
NpUeMKn coCTtaBnAaeTCca NpPOTOKOI.

106. MNMpoToKonbl NPUEMKN OOSMKHbI BKMNOYATb:
1) HaMmMeHoBaHWe MaTepmana no HaknagHowm 1 No 0603HAYEHMIO Ha YMAaKOBKE;

2) BHYTPM3aBOACKOE HaMMeHOBaHWe W/MNU Ko MaTtepuana (ecnM OHM OTnMyarTcs  oT
npeablayLwero NoanyHkTa);

3) maTty npuemku;

4) HaMeHoBaHMWe NoCcTaBLUMKa U, MO BO3MOXHOCTM, MPOU3BOAUTENS;

5) Homep cepun npoussoanTens;

6) obLyee KOnMYeCTBO NOMyYEHHbIX MaTEPUANOB U YUCNO eANHML, YNaKOBKUY;
7) HOMep cepuK, MPUCBOEHHLIN NOCNE NPUEMKH;

8) sameyaHus (Hanpymep, O COCTOSIHUW YMaKOBKM).

107. Cnepyet paspabotaTb M YyTBepAuUTb Mpouedypbl MO BHYTPM3aBOACKOW MapKUPOBKeE,
KapaHTUHY U XpaHEHU0 CXOOHbIX, YNAKOBOYHbIX U APYrMX MaTtepuanos.

108. Cnepyet paspabotatb 1 yTBEpAMTb Mpoueaypbl No OTOOpYy Npob, B KOTOpbIE BKYAOTCA
CMMCOK nuL, YMONIHOMOYEHHbLIX Ha MpoBedeHMe 3STUX Oofepauun, Ucnonb3yemble MeToabl U
obopynoBaHuMe, KONMMYEeCTBO OTOMPAEMOro Chipbsi U MaTepuanoB, a Takke Mepbl NpegoCTOPOXHOCTW,
NpUHMMaeMble BO U3bexaHue 3arpsisHeHust Unm Noboro yxyalweHus: kadyecTBa npoaykumm (CM. NyHKT 195
HaCTOSALLMX MpaBun).

109. Cnepgyet paspaboTtate U yTBEpAUTb Npouenypbl MO MPOBEAEHUIO UCMbITAHUA Cbipbs Y
NPOAYKUUN Ha pasnnyHbIX 3Tanax Nnpou3BOACTBA C yKa3aHWeM MUCNob3yeMblX METOLOB 1 060pyL0oBaHUS.
lMpoBeaeHne wucnbiTaHMM OGOPMNSETCA MNPOTOKOSIOM B COOTBETCTBUM C MNyHKTOM 199 HactodAwmx
Mpaswun.
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110. OomxHbl ObITb paspaboTaHbl M yTBEpXKOeHbl MNpouedypbl, pernameHTupylolme Bblgady
paspelleHnii Ha peanu3aunio U OTOPaKOBKY CblpbEBbIX MaTepuanoB W MPOAYKUMW, B 4acTHOCTW, Ha
Bblayy paspeLleHnii Ha NPoAay roToBOM NPoAYKUUM YNONTHOMOYEHHBIMUY NMLaMMU.

111. HeobxoamMmo cocTaBnsiTb U XpaHUTb NMPOTOKOSbI peanusaunn Kakxaon cepum Npoaykuum Ans
obecneyeHnsi BO3MOXHOCTM €e OrnepaTMBHOIo OT3biBa B Cllydae HeOOXOAMMOCTM B COOTBETCTBMM C
rnasown 9 Hactosawwwmx Mpasun.

112. HeobxogMmo MMeTb npoueaypbl U OTHOCSALLMECS K HUM MPOTOKOSbI BbINOSIHEHHbLIX OENCTBUIA
WNW coenaHHbIX 3akoYeHui no:

- Banupauuu;

- MOHTaXy U kanmbpoBke o6opyaoBaHUs;

- TEXHNYECKOMY OOCINYXMBAHWUIO, O4YMCTKE N CaHUTapHON 06paboTke;

- paboTe c nmepcoHanom, Bkno4vas ero obydyeHune, obecneveHue cneuogexngon n cobnwogeHue
npasun JTINYHOMN TMrMeHbl;

- KOHTPOIIO OKpYXatoLet cpeabl;

- 6opbbe ¢ napasuTamm, HACEKOMbIMU U XXMBOTHBIMU;

- peknamMauusam,

- OT3bIBY NPOAYKLMUU;

- BO3BpaTy NpoayKuuu.

113. Cnepyet paspaboTaTb M YTBEpAUTb SCHblIE MNpoueaypbl MO 3KCMiyaTauMum OCHOBHOIO
NPOW3BOACTBEHHOMO Y @aHanNUTU4eCckoro obopyaoBaHus.

114. CnepyeT BecTW >ypHanbl Ansi Hauboree OTBETCTBEHHOrO o6OpydoOBaHUS, B KOTOpble
BHOCSTCS BCE paboTbl MO Banvaaumm, KanmbpoBke, 06CNYXMBaAHWUIO, OYMCTKE UMM PEMOHTY, C YKasaHUeM
AaTbl U bamMunmMmn nuu, NPOBOAMBLUNX 3TV PaboThI.

115. B XypHanax Takke criegyeT peructpupoBaTb B XPOHOMOrM4EeCKoM Nopsiake UCMonb3oBaHWe
OCHOBHOMO WK KpUTUYECKOro obopyaoBaHUst M NMPOM3BOACTBEHHBLIX NMOMeLLeHui, rae obpabaTbiBanach
npoayKLums.

6. MpounssoacTeo

§ 1. MpuHuUMNBLI M o6WMe TpeboBaHUA

116. TexHonornyeckme onepaunn OOJIKHbI BbIMNOJTHATLCA NO YETKO yCTaHOBJIEHHbIM npoueaypam,
B COOTBETCTBUM C HACTOALLMMU I'IpanmaMM B Uendax nony4vyeHua npoaykuun Tpe6yeM0ro KayectBa u B
COOTBETCTBMN C YCTaHOBINEHHbIMU Tpe6OBaHVIF|MI/I Ha npou3BoACTBO U perncTtpaunoHHbIM OOCbe,
KOTOPbI€ K HAM OTHOCATCA.

117. BbinonHeHue npon3BoACTBEHHOIO npouecca n ero KOHTPOJIb AOJIXHbl OCYLECTBIATbCA
noaroToBJS1IEHHLIM NMEpPCOHAaIIoOM.

118. Bce onepauun ¢ BewecTBamun, MatepmanamMmm 1 NpoaykumMen, Takme Kak npuemMka, KapaHTuH,
oTOop Npob, XpaHeHMe, MapKMpOBKa, MOAroTOBKa, MPUrOTOBMEHUE, YMakoBKAa W OTrpy3ka LOJIKHbI
BbINOSMHATBCSA COMMacHO MMCbMEHHBIM NMpoLeaypamM 1 Npyu HEOOXOAMMOCTM NPOTOKONIMPOBATLCS.

119. Bce noctynawLime BellectBa U MaTepuansl 4OMKHbI NPOBEPATHCS HA COOTBETCTBUE 3aKasy.
Tapy n ynakoBKy, mpu HeobxoaMmoCTW, criefyeT O4uMlaTb U HAHOCUTb Ha HUX COOTBETCTBYHOLLYHO
MapKUpPOBKY.

120. ®dakTbl NOBpeXOEeHNSA Tapbl U YNaKoBKM, KOTOPbIE MOTYT OKa3aTb OTpuLaTeNbHOE BNUSHME Ha
KauyeCcTBO MCXOOHbIX Marepuarnos, OOMXKHbl paccrefoBaTbCs, MPOTOKONMPOBATLCA U O HUX criegyet
coobLLaTh B OTAEN KOHTPOMS KavyecTBa.

121. lMNMonyyaemble maTepmanbl U rotToBasi NPOAYKUMS HEMeASIeHHO, nocre MOCTYnMneHus WUnm
NPOM3BOACTBA [OSMKHbI OblTb MOMELLEHbl B KapaHTWMH, OpraHM30BaHHLIA NOCPEACTBOM pas3fefibHoro
XpaHeHusi, unuM nyteMm aaMWHUCTPATMBHbLIX MEPOMPUATUR, M coaepXaTbCA B HEM [0 MOnyveHus
paspeLLeHUs Ha UCNOMb30BaHME UMM OTrPy3KY.
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122. Tpu noctynneHun Ha npeanpusaTve MNPOMEXYTOYHOM M HepacdacoBaHHOW NpoAyKLUn
OENCTBYIOT T€ Xe npasuna, Y4To 1 Ans UCXOAHbIX MaTepuarnos.

123. Bce BellecTtBa, MaTepuarbl U NPOAYKUUS AOIKHBI XPaHUTLCS B COOTBETCTBYIOLLMX YCMOBUSIX,
onpedenseMbix npoussoauTenem, a Takke B nopsake, obecrneumBaiollem dusnyeckoe pasgerneHue
cepwit 1 obpallieHre npoayKLUMK Ha cknage.

124. HeobxoamMmMo MpoBoAUTb KOHTPOIb BbIXOAA MPOAYKLUUMA U KONMYECTBEHHOE COMOCTaBreHune
€ro C [aHHbIMW MPOMBILLNIEHHOrO pernameHTa, 4YToObl rapaHTMpOBaTb OTCYTCTBME OTKIOHEHWI 3a
AonycT/Mble npeaensbi.

125. Onepauum C pasnMyHbIMW MPOAYKTAMU HE [OIMKHbl BbIMNOMHATECS OAHOBPEMEHHO MNU
nocnefoBaTtensHO B OAHOM M TOM Xe TMOMELleHuM, ecrnu He obecrneyeHo OTCYTCTBME pucKa
nepenyTbiBaHUSI UMM NEPEKPECTHOTO 3arpsi3HEHNS.

126. Ha Bcex aTanax nNpousBOACTBA HEOOXOAMMO 3awmiaTb MNpoAyKUMIO U MaTtepuarnbl oT
MUKPOBNONOrMYECKOro 1 Apyrnx BUO0B 3arpsa3HeHs.

127. Mpu paboTe c cyxumu maTepuanamu U NpoaykTamm HeobGXoOuMO MPUHATbL ocobble Mepbl
NpPeaoCTOPOXHOCTN MO NMpeaoTBpaLLeHNIo 0bpa3oBaHUs 1 pacnpocTpaHeHus Nbinn. B ocobeHHocTM 31O
OTHOCMKTCS K paboTe C CUNbHOLENCTBYHOLUMU U CEHCUBUNN3NPYIOLLIMMI BELLECTBAMM.

128. B xode BbINOMHEHUS BCEro TEXHONOIMYECKOro Mpouecca Bce MaTepuarsibl, YNakoBKU C
HepacdacoBaHHON npoadykuMen, OocHOBHoe oGopydoBaHWe, a, Npu HeobxoAMMOCTM, M MOMELLeHUs
AOIKHbI ObiTb MapkupoBaHbl C YKasaHWem nepepabaTbiBaemMoro martepuana wnv npousBogauMoro
npoaykTa, ero 4O3MpPoBKOii (rae HeobxoaMmo) U Homepa cepun. Mo BO3MOXHOCTM, criedyeT ykasbiBaTb U
HauMeHOBaHVe cTaguu TEXHOMNOMNMYEcKoro npolecca.

129. MapkvnpoBka Ha ynakoBke, 0O0OpPy[oOBaHUM WM MOMELLEHUSAX [OMKHA ObiTb 4YeTKOW,
O[HO3HAYHOW W BBINOMHATECA B OpPMe, YCTaHOBMEHHOW Ha npeanpuatun. PekomeHngyeTcs
ucnomne3oBaTb LBeTa ANs yka3aHus craTyca (Hanpumep: "KapaHTuH", "mpuHaTo", "oTOpakoBaHO",
"yucroe" n T.n.).

130. HeobxoamMmo KoHTponupoBaTb, YToObl TpyGonpoBoabl 1 Apyroe obopynoBaHue, criyxallee
ANs TPaHCMOpPTUPOBaHMS MPOAYKUMW M3 OAHOM 30HbI B APYryt, ObiM COEAMHEHbI Haafexalimm
obpasom.

131. CnepgyeT, HacKoOMbKO 3TO, BO3MOXHO, U3beratb OTKIIOHEHWUIA OT MHCTPYKUMIA UnK npoueayp.
Ecnun Bce e Takue OTKIIOHEHWSI UMET MECTO, UX AOMYyCTUMOCTb AOSKHA ObiTb B MUCbMEHHOM BUAE
0406peHa KOMMETEHTHLIM NULIOM, C NMPUBIIEYEHNEM, NPU HEOBXOAMMOCTU, OTAEeNa KOHTPONS KayecTea.

132. [doctyn B NpPOM3BOACTBEHHbLIE MNOMELLEHUs OOMKeH OblTb paspelleH  TOMbKo
YNOSIHOMOYEHHOMY Ha 3TO NepcoHany.

133. Kak npasuno, He OonyckaeTcda npou3BoACTBO npoaykKuuMn HeMeaUUMHCKOro Ha3Ha4deHua B
NnoMeLLEHNAX N Ha 060pyD,OBaHMVI, npegHasHa4eHHOM AnA Npon3BOoACTBa NEKAPCTBEHHbIX CPENCTB.

§ 2. NpepoTBpaLLeHne NepeKPeCcTHOro 3arpsAA3HeHUs1 NpPY NPOU3BOACTBe

134. Heobxoammo mnsberatb BO3MOXHOCTU 3arpsi3HEHUsI MCXOOHbIX MaTepuanoB WM MPOAYKTOB
ApYyrMMK MaTtepvanaMmu unu npogykramu. PUck cnydaliHOro nepekpecTHOro 3arpsi3HeHus B npouecce
NPOW3BOACTBA BO3HMKAET NPWY HEKOHTPOSIMPYEMOM BbiAENEHUN MbINN, ra3oB, NCNapeHniA, aapo3osen unm
MMWKPOOPraHM3MOB M3 MaTepuasnoB 1 NPOAYKUUN, a TaKkKe OT OCTaTOYHbIX 3arpA3HeHnin Ha obopyaoBaHMm
n ogexae nwogen. CTeneHb pucka 3aBUCUT OT TuNa 3arpsi3HEHWs U NPoAyKTa, NOABEPXKEHHOro
3arpsasHeHumto. K Hambonee onacHbIM 3arps3HSOWMM BeLlecTBaM OTHOCATCA CeHcubunuaupyowine
BellecTBa, buonorvyeckne npenapaTbl, COAEPXaLUNe XMUBble MUKPOOPraHU3Mbl, HEKOTOPbIE FOPMOHBI,
LUUTOTOKCUHBI U ApYyrMe CUMbHOAENCTBYOLWME BellecTBa. 3arpsisHeHne ocobeHHO onacHo Ang
npenapaTtoB, UCMONb3yeMbIX ANS UHBEKUWIA, a Takke ANs npenapaTtoB, NpegHasHavyeHHbIX Ans npyuema B
fonbLwnx Jo3ax u/unu B Te4eHNe NPOAOIKUTENBHOIO BPEMEHU.

135. lMpepoTBpalleHnNo MNMEPEKPECTHOrO 3arpsi3HEHUS CMOCOOCTBYIOT TakuMe TexHudeckue u
OopraHu3auUnoHHbIE MEPONPUATUS KakK:

1) NPOM3BOACTBO B BbiAENEHHbLIX 30HaX (06s3aTenbHO ANA Takux NpPenapaToB, Kak NeHUUUIIHGI,
XMBble BaKUWHbI, GakTepuanbHble npenapaTbl M3 XXMBbIX MUKPOOPraHW3MOB U HEKoTopble Apyrue
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Guonormyeckne npenapatbl) WAM  pasgeneHWe UWMKNOB  UMX MPOM3BOACTBA BO BpEeMEHW, C
COOTBETCTBYHOLLEN YOOPKOW NOMELLEHNA 1 0B0OPYA0BAHUS MEXOY LMKaMu;

2) opraHunsaums BO3AYLUHbIX LUMO30B U BbITSXXHbIX YCTPOWCTB;

3) CHWXeHWe pucka 3arpsi3HEHUs!, BbI3bIBAEMOrO PEUMpPKYNsUnen Unm NoBTOPHBLIM MOCTYMNIEHNEM
HeobpaboTaHHOIo UM HeJOCTAaTOYHO 06paboTaHHOIO BO34YXa;

4) copepxaHve 3allMTHOW ofexabl B npegenax 30H NPOM3BOACTBA NPOAYKUMM, cO3AatoLlen
BbICOKUI PUCK NEPEKPECTHOrO 3arpsi3HeHNS;

5) uncnonb3oBaHMe BbICOKOSMMEKTUBHBIX METOLOB OYMCTKM UM 0B6paboTKM, T.K. HELOCTAaTOYHO
3hheKTUBHAS OUMCTKA HACTO SBMSIETCS NPUYMHON NEPEKPECTHOrO 3arpsi3HEHUS;

6) ncnonb3oBaHue "3aMKHYTbIX CXem" NPOU3BOACTBA;

7) KOHTPOSb HanMuMs OCTaTKOB M MapKknpoBka 060pyaoBaHMs C ykazaHWeM cTaTyca YUCTOTh.

136. HeobxoguMmo nepuogudeckn npoBepsTb 3ddEeKTMBHOCTL Mep MO NpeaoTBpalleHuUto
NepeKpeCcTHOro 3arpsi3HEHUS B COOTBETCTBUM C YTBEPXKAEHHBIMI MpoLeaypamMu.

§ 3. Banugauusa

137. BanupauunoHHble nccrnenoBaHnsa OOMKHbI yeunueatb addektnsHocts GMP 1 npoBoauThCs B
COOTBETCTBMN C  yTBEPXKAEHHbIMM  npouedypamu. PesynbTaTbl M 3aKMYEHUS  OOSDKHbI
NPOTOKONMPOBATBLCS.

138. MMpu yTBEpPXOEHUM HOBOTO MPOMBILINIEHHOrO perfnameHTa unuM cnocoboB MNpou3BoACTBa
HeobxoOMMO NPOAEMOHCTPMPOBAaTL WX MPUrOAHOCTb AN CepuitHoro npousBoacTea. [HomkHO ObiTb
NPOOEMOHCTPMPOBAHO, YTO YCTAHOBIEHHbIA MPOLECC MpU  UCMOMb30BaHUM  CneundULMpOBaHHbIX
maTtepuanoB 1 060pyaoBaHus NMO3BOSISAET NOCTOSHHO NPOU3BOANUTL NMPOAYKLMIO TpebyeMoro kavecTtsa.

139. CylleCcTBEHHbIE U3MEHEHUSI B TEXHOMOMMK, BKIoYas Niobble N3MeHeHUss 06opyaoBaHna Unm
BELLECTB ¥ MaTepuarnos, CrocobHble MOBMUATbL Ha KayecTBO NPOAYKLMW W/UMNKW Ha BOCNPOU3BOAUMOCTb
npotecca, OoMKHbI NPOXOAUTL BanuaaLmio.

140. CnepgyeT npoBoAMTb peBanuaauuio Npou3BOACTBEHHLIX NMPOLIECCOB M Npoleayp C Lenblo
noaTBePXKAeHMs! TOro, YTO OHM MO-TNIPEXHEMY 0BecneunBaloT 4OCTUKeHEe TPeGyeMbIX pesynbTaToB.

§ 4. cxopHble maTepuansbl

141. 3akynka MCXOAOHbIX MaTepuanoB sIBNSIETCA OTBETCTBEHHOW onepauuen, KOTOPOW [OOIMKHbI
3aHMMaTbCSA COTPYOHUKM, pacnonararome NnogpoOHLIMM 1 NOSTHBIMW CBEAEHUSIMU O MOCTaBLLMKAX.

142. WcxogHble maTtepuanbl [OMKHbl 3aKynaTbCs Yy YTBEPXAEHHbIX MOCTaBLUMKOB W, MO
BO3MOXHOCTM, HEMOCPEACTBEHHO Y NPOM3BOAMTENS. Takke pekoMeHayeTcs obeyxaaTh ¢ NocTaBLyMKamMu
TpeboBaHus crneundmrKaumii, yCTaHOBMEHHbIE MPOU3BOAUTENEM Ha UCXOAHble MaTepuansl. Oco6eHHO
nomnesHo, Koraa NnocTaBLLMKM U NPOU3BOAUTENb 0OCYXAAl0T BCE acnekThbl, CBSA3aHHble C NPOM3BOACTBOM U
KOHTPOJIEM WCXOAHbIX MaTepuanos, BkM4Yas paboTy C HUMMW, MapKUPOBKY, YMAKOBKY, a Takke
npoueaypbl NPeabsiBNEHNA peknaMmaunii u 0T6pakoBKU NPOAYKLNM.

143. B kaxpgol noctaBke crnegyeT NpPoOBEPSTb LEMOCTHOCTb Tapbl, YNAKOBKM U NoMO, a Takke
COOTBETCTBME MEXAY AaHHLIMM B HaKnagHOW U MapKUPOBKOM NOCTaBLUMKA.

144. Ecnn ogHa nocTtaBka WMCXOOHbIX mMaTepunasnioB COCTOUT U3 HECKOJIbKMX cepM|7|, TO Kaxayw
cepuio crnenyet paccMaTtpmBaTb Kak He3aBUCUMYHKO B OTHOLLUEHUN 0T6opa I'Ip06, nposeaeHnA ncnbITaHU
M nonyvyeHna paspelleHnd Ha ncnosib3oBaHue.

145. KcxogHble MaTepuanbl, pasMelleHHble Ha CKrnage, [OOIMKHbl ObiTb MapKMpoBaHbl B
COOTBETCTBUM C NyHKTOM 129 HacTosAwmx MNpasun.

MapkupoBka JoskHa BKIOYaTb, Kak MUHUMYM, CReYoLLYH0 MHOpMaLMIO:
- 0603HaYeHNe UCXOOHOTO NpoayKTa U, NPy He0BXoAMMOCTM, BHYTPU3aBOACKOW KO,
- HOMep Cepun, NPUCBOEHHBIN NPY NPUEMKE;

- Npu HeobxoAMMOCTH, CTaTyC maTtepuana (Hanpumep, Ha KapaHTUHE, Ha UCMNbITaHUSX, NONy4YeHO
paspelueHue, bpak);

- npun HeobxoaMMocCTH, CPOK rogHoCTK unn garty, nocne KOTOpOIZ Heobxogum I'IOBTOprIVI KOHTpPO/b.
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Ecnn cknagckoe X03sMCTBO MOSTHOCTBIO KOMNbOTEPU3NPOBAHO, TO He obsi3aTensbHO YKa3blBaTb
BCHO 3Ty I/IH(bOpMaLI,I/II'O Ha MapKnpoBKe.

146. [JomkHbl ObITb COOTBETCTBYHOLUME MpoLeaypbl, obecneynBarLme KOHTPOSb UAEHTUYHOCTU
COOEPXUMOrO KaXdoW YMakOBKM C MWCXOOHbIMW MaTepuanamu. YNakoBkM C HepaccacoBaHHOM
NPOAYKUUEN, U3 KOTOPbIX ObINM OTOOpaHbl NpoObI, AOMKHbI MMETb MapKUPOBKY B COOTBETCTBUM C
nyHkToM 195 HacToswwmx Mpasun.

147. CnepyeT MCnonb3oBaTh TOMbKO TE€ UCXOAHbIE MaTtepuarnbl, KOTOpble AOMYLUEHbl OTAENoM
KOHTPOINS Ka4ecTBa U CPOK XpaHEeHWUst KOTOPbIX HE UCTEK.

148. NcxogHble maTepuarnbl LOMKHbI BblAaBaTbCA TONMbKO CreumanbHO Ha3HaYeHHbIMU NuLamn B
COOTBETCTBMU C NMUCbMEHHOW MpoLieaypou, YTOObI rapaHTMPOBaTh, YTO HYXHble CbipbEBbIE MaTepuanbl
B3BELLUEHbl U OTMEPEHbI B YUCTYIO U MpaBUIIbHO MapKUPOBaHHYO Tapy.

149. CneayeT BbINONHATL HE3ABMCUMYHO NPOBEPKY KAXAOro BblAAHHOrO BELECTBA, €r0 MacChbl UMn
obbema. PesynbTaThl NpOBEPKU AOMKHbI 6biTb OPOPMMAEHbI AOKYMEHTanbHO.

150. BblgaHHble Ons KaXoomn cepun cblipbeBble MaTepualbl OOJTKHbl XPaHUTbCA BMECTE U OOJKHbI
MMETb HYEeTKY0 MapKMPOBKY.

151. Tllepeg HavanoMm nobOM TEXHOMOIMYECKOW onepauunm HeobXOoAMMO MPUHATL  MeEpbl,
rapaHTupylowue, 4To NPOM3BOACTBEHHAs 30Ha M 0OOpyAOBaHME SBMAAKOTCA YMCTbIMU M HE coaepxaT
NoObIX NCXOAHBLIX MaTepuanos, NPOAYKLUKN, OCTATKN MPOAYKUMN UM OOKYMEHTALMIO, HE OTHOCALLMECH K
AaHHOMY MpoLeccy.

152. TpomexyToyHas M HepacdacoBaHHas MPOOYKUWUS OOIMKHbI XPaHUTBCA B COOTBETCTBYHOLLMX
YCINOBMSIX.

153. Kputundeckue npouecchl 4OMKHbI BbITb BanvaMpoBaHbl.

154. CrnepyeT [OOKyMeHTanbHO OQOPMISTb BbINMOMHEHUE BCEX HEOOXOAMMbIX ornepauun no
KOHTPOIIO B MpoLecce Npou3BoACTBa U KOHTPOIKO OKPYXXatoLen cpeabl Ha MPoOn3BoACTBE.

155. Cnep,yeT perncTtpupoBaTtb 1 paccneagosatb BCe (*)aKTbI 3Ha4YNTEJIbHOIO OTKITOHEHUA BbIXO4a
npoAayKunn ot oxXKnaaemoro.

§ 5. YnakoBoYHble MaTepuanbl

156. 3aKyn|<e, XPaHEHUK U KOHTPOJKO NepBUYHbIX N NeYaTHbIX YNakKoOBOYHbIX MaTepunaros cnenyet
yoenaTb Takoe XXe BHMMaHue, 4To U K ICXOOAHOMY CbIpblO.

157. Ocoboe BHMMaHve crieqyeT yAenaTb nevatHbiM MaTepuanaMm. OHW JOmKHbl XpaHWUTbCA B
6e30nacHbIX YCNOBUAX, WCKMIOYaKLWMX AOCTYN MOCTOPOHHUX nuu. PaspesaHHble 3TUKETKU W apyrue
paspo3HeHHble MaTepuarnbl OMKHbl XPaHUTLCSA U TPaHCMOPTUPOBAaTbCA pasfdenbHO B 3aKpblTOM Tape,
UCKNoYaroLwen nx nepenyTbiBaHne. PaspelueHne Ha NCnonb3oBaHWe YNakoBOYHbIX MaTepuarnoB SOMKHO
AaBaTbCs  TOMbKO CrneuuanbHO  HasHayYeHHbIMM  nvuaMu, B COOTBETCTBMM € YTBEPXOEHHOW
AOKYMEHTUPOBAHHOW NpoLeaypomn.

158. Kaxxgon noctaeke nnu cepun nepBmnYHbIX UMM NeYvYaTHbIX YNaKOBOYHbLIX MaTepunanoB OO0JTKEH
ObITb npucBOEH cBOW HOMeEp unun OTNNYNTENbHbIN 3HaK.

159. ﬂpocpoquHble nnm HenpurogHble K WUCNOJNIb3OBAHUIKO TMeYaTHble Wi nepBUYHbIE
ynakoBO4YHbl€ MaTepuarbl OJTKHbl YHUYTOXATbCA C OCbOpMJ'IeHVIeM npoToKona.

§ 6. Onepauun no ynakoBke

160. MNpu paspaboTke nopsiaka ynakoBkM 0OCOO0Oe BHUMaHWE criefyeT yaensaTb CBEAEHMIO K
MUHUMYMY pUCKa MNEPEeKPEeCTHOro 3arpsasHeHus, nepenyTbiBaHMA wunu noameHbl. He pgonyckaetcs
ynakoBKa pasfnmyHbIX BUOOB NPOAYKUUN B HEMOCPEACTBEHHOW GrM30CTH, eCnn OTCYTCTBYET (hmanyeckoe
pasgeneHue 30H YNakoBKu.

161. MNepen Ha4YanoM ynakoBkM Heo6XxoaMMo ybeauTbes, 4To paboyas 30Ha, yNakOBOYHbIE NMHUMK,
nevaTHble MalUMHbI U apyroe obopyaoBaHMe ABASIOTCS YACTBIMU U HE coaepKaT HUKakmx maTepuanos,
NPOAYKUUN NNN AOKYMEHTaLMM, OTHOCALLMXCA K npelecTsytoLlien paboTe, eCnu OHM He NCMNONb3YTCH
B Tekywem npouecce. OUnCTka NMHMK YNaKOBKU NPOAYKUMM OOIDKHA BbIMOMHATLCA B COOTBETCTBMM C
KOHTPOMbHbIM NEpPeYHEM.
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162. HaumeHoBaHue u HOMeEp cepun yﬂaKOBbIBaeMOVI npoaykunn LOOJIKHbI ObITb YKa3aHbl Ha
KaXKOom NUHUK Unn YCTaHOBKe.

163. Mpy NOCTYNNEHNM Ha y4aCTOK YNaKOBKM YNAKOBOYHbIX MaTeprarios 1 NpoayKuumM Heo6xoammo
NPOBEPUTb UX KONMYECTBO, UAEHTUYHOCTb U COOTBETCTBUE MHCTPYKLMAM MO YNaKoBKe.

164. lNepBuYHaa ynakoBka AN HaAMOMHEHUS OOSMKHA ObiTb YMCTOM Mepen Hayarom ornepawuu.
Ocob0oe BHMMaHue crneayeT yaenaTb HegoNyLEHNI0 Hannuns CTEKNAHHbIX U METanfMYecknx 4actumu,.

165. OOblYHO MapKMpoBKa AOJKHA BbIMOMHATLCA Kak MOXHO ObiCTpee nocne HamofiHeHWUs u
YKynopuaHus npogykuun. Ecnm aTo no kakum-nmbo npuynHam HEBO3MOXHO, TO cregyeT MpUHATb
HeobXxoaMMble Mepbl MPOTUB NepenyThiBaHUS NPOAYKLMN MU OLLMGOYHO MaPKUPOBKW.

166. lMpaBunbHOCTL MtOGON nevaTHoOW onepauun (Hanpumep, NPOCTaBMEHUE KOAOB WM CpoKa
roOHOCTM), BLINOMHAEMONW Kak B Mpouecce YMakoBKA, Tak W BHe €ro, [JOMKHa TLaTenbHO
KOHTPONMPOBaTLCA U 0QOPMIIATLCA AOKYMEHTAsBHO.

Ocoboe BHMMaHue yoendaeTca MapKMpoBKE BPY4YHYHO, KOTOPAA OOJIKHA KOHTPONMMpoBaTbCA 4epes
peryndapHbie nHtepBarlibl BpEMEHW.

167. Ocobble Mepbl NPeaOCTOPOXHOCTN AOIMKHBI MPUHUMATLCH NPU UCMOMb30BaHUM pa3pe3aHHbIX
9TUKETOK, a TakKe MpW HaHeceHuM nevaTM BHe nuHUMKM ynakoBku. C uUenblo MpegoTBpalleHus
nepenyTbiBaHNS MeyaTHOro MaTtepuana npeanoyTuTeNlbHee MCNoMb30BaTb 3TUKETKM B PYNoHe, 4eM
paspesaHHble ATUKETKN.

168. CnegyeT KOHTpOnupoBaTb MNPaBUNbHOCTb PaboTbl ANEKTPOHHbLIX CYUTbIBATENEN KOOOB,
CYETUYMKOB 3TUKETOK U APYrMX NogoOHbIX YCTPOWCTB.

169. NHdopmauua Ha ynakoBOYHbIX MaTepuanax, KoTopad HaHOCUTCHA MyTeM neyatn unu
TUCHEHUS, OOMKHA OblTb OTYETNNBON, YCTOMUYMBOM K JENCTBUIO CBETA (BbIFOPAHMIO) U CTUPAHUIO.

170. MMpu KOHTpPONE Ha NWHWMM MpPW YNaKoBKE MPOAYKUMM criegyeT MPOBEepsATb Kak MUHUMYM
cnepgywoulee:

1) obLwmn BMA, ynakoBkuy;

2) KOMNNEKTHOCTb YNaKoBKY;

3) ncnonb3oBaHWe Hagnexallen NpoayKUMn 1 yNakoBOYHbIX MaTepuaros;

4) NpaBWMNbHOCTb HAHECEHWS NeYaTHbIX Haanucew;

5) npaBUNbLHOCTL PaboTbl YCTPOUCTB KOHTPOMS Ha NIMHUU.

O6pasubl NpoayKuun, B3SiTble C YNaKOBOYHOW NMHUK, HE OOJMKHbI BO3BpaLlaTbcs obpaTHo.

171. MNpoaykuusa, Npu ynakoBke KOTOPOM BO3HUKINM HenpeaBuAEHHble OBCTOATENbCTBA, MOXET
OblTb ONATb BO3BpalleHa B MPOM3BOACTBO TOMbKO MOCMe CcreumansHON NpOoBepKU, MNpoBeaeHUs
paccrnefoBaHus M C paspelleHus YMOSIHOMOYEHHOro Ha 3TO nepcoHana. B Takumx cnydasx [OSKHbI
COCTaBNATLCHA M COXPaHATLCS NOAPOOHbIE NMPOTOKONbI.

172. Ecnv npousowso CyLeCTBEHHOE W HeOObIMHOE pacXOXOeHWe Mexay KOnMYeCcTBOM
HepactacoBaHHOM NPOAYKUUKM, MeyaTHbIX YNaKOBOYHbIX MaTtepuanoB U KONMUYECTBOM  eAWHUL
MOfy4YeHHON T[OTOBOM MpOOYKUMM, TO [JOIPKHO ObiTb NpoBeeHO paccrnefoBaHMe W HaWgeHo
yOoBrieTBopuTenbHoe obbscHeHWe 3Toro hakta Ans Toro, 4YToObl OblIO MOMy4YeHO paspelleHve Ha
peanu3auuio AaHHOW NPOAYKLMMN.

173. MNocne 3aBeplUeHUs onepauni NO yNakoBKe BCE OCTaBLUMECH YMNAKOBOYHbIE MaTepuarbl C
HaHECEHHbIM HOMEPOM CepuUM OOMKHbl OblTb  YHUYTOXEHbI, a aKT YHUYTOXEHMS OdOpMIIEH
AOKYMEHTanbHO C COCTaBfieHWeM COOTBETCTBYHOLLEro npoTokona. BosepaT Ha cknag ynakOBOYHbIX
MaTepuarioB, Ha KOTOPbIX He TMpPOCTaBfieH HOMEep Cepwun, BbINOMHAETCS B COOTBETCTBMU C
OOKYMEHTUPOBAHHOW nNpoueaypon.

§ 7. l'oToBasa npoayKuus

174. T'oToBas npoaykuua OOoJKHa coaepXaTtbCA nog KapaHTUHOM A0 Bbiaydn paspelleHuna Ha ee
peann3aunio B yCroBUAX, YCTAaHOBJ1€HHbIX MpoOn3BogUTENEM.

175. TlopsigoK OUEHKM KadecTBa TOTOBOW MpoayKuMM W TpeboBaHMS K LOOKYMeHTauuw,
Heobxo4MMOW ANng NoNyYeHUs paspeLleHnst Ha peanuaauunio, NpyMBeaeHbl B rnaee 7 Hactoswmx Mpasun.
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176. lMocne Bblga4vn paspelieHna Ha peanu3aunio rotoead npoaykuna XpaHUTCA Ha CKnage
roTOBOW npoayKumn B yCrioBuUAX, yCTaHOBIIEHHbIX NPpOM3BOAUTENEM.

§ 8. 386paKOBaHHbIe, BOCCTAHOBIJI€HHbI€ U BO3BpPalleHHble maTepuanbl

177. 3abpakoBaHHble MaTepuvarnbl M NPOAYKUWS AOMMKHbI OblTb YETKO MPOMapKMpOBaHbI, U
XPaHUTbCA OTAENbHO B 30HAaxX C OrpaHWYeHHbIM A0CTynoMm. OHWM [OIKHbl OblTb NGO BO3BpALLEHbI
nocTaBLUMKy, NGO, ecrn 3TO JOMYCTMMO, NepepaboTaHbl UMK YHUYTOXEHBI. JlloGble npeanpyHMMaemble
AeNCTBMS OOMMKHbI YTBEPXKAATbCS U NMPOTOKONIMPOBaTLCH crieuparnbHO Ha3HaYeHHbIM NMepCcoHanomM.

178. lNepepaboTka 3abpakoBaHHOM MPOAYKLUMM OOMYyCKAeTCA B UCKIHOUUTENBHbBIX Cry4vasix. Takas
nepepaboTka paspeluaeTcsi TONbKO TOrda, Korda 37O He MOBMMSET Ha KayecTBO FOTOBOW MpOOYKLWM,
€Cnu1 BbINOJHSAITCA BCce TpeboBaHusA crneuudmkaumii 1 ecnu oHa OCYLLEeCTBISETCS B COOTBETCTBUM C
YTBEPXXAEHHON MNpPOLIEAYPON MOCfe OLEHKM BO3MOXHOIO pucka. [lepepaboTka npoaykuumn OoSbKHa
0POpPMAATLCH AOKYMEHTArbHO.

179. PereHepauus BCEA CEpUM UM 4YacTu paHee MPOU3BEAEHHbLIX CEpPUA MPOAYKUMM, KadeCTBO
KOTOPOM COOTBETCTBYET Tpebyemomy, NyTeM ee 00beOUHEHNSI C OPYrOv Cepuen Takom e NpoayKuumn Ha
onpedeneHHoOM 3aTane MnpOM3BOACTBA, OOMyCKaeTCs TOMNbKO MOCne NpeaBapuTENibHOMO YTBEPXKAEHUS
COOTBETCTBYOLUMU Nuuamn. Takasi pereHepauust BbINOMHSETCA MO YTBEPXKAEHHOW Mpoueaype nocrne
OLEHKM BO3MOXHOIO puCKa, BKIHOYas BIUSIHUE Ha CPOK roOHOCTUM cepuun. Bce BbINOMHsieMble Mpu 3TOM
AeNCcTBUSE 0hOpPMIAKTCA AOKYMEHTamMbHO.

180. HeobxoAMMOCTb OOMOMHUTENBHOMO  KOHTPONSA rOTOBOW  NPOAYKUMM, MOOBEPrHyTOn
nepepaboTke, UMM MPOAYyKTa C KOTOPbIM ObiN CMellaH pereHepupoBaHHbLIA NPOAYKT, onpeaensietcs
OTAeNIOM KOHTPONS KayecTea.

181. BosBpalleHHas ¢ pbiHKa NPOAYKUUS, KOHTPOSTb CO CTOPOHbI MPOM3BOANUTENS HAZ KOTOPOW Gbin
yTpayeH, AomkHa OblTb YHUUTOXEHA, 3@ UCKIMHYEHMEM TEX CryyaeB, Korga ecTb NosiHas yBEPEHHOCTb B
TOM, 4YTO €e KayeCcTBO SBMSeTCA YAOBMNETBOPUTESNbHBIM, pELIeHMe O MOBTOPHOW npoaaxe,
rnepemMapKkMpoBKe WM pereHepaumm MOXeT ObiTb MPUHATO TOMbKO MOCHEe KPUTUYECKOro aHanmaa,
NnpoBeAeHHOro OTAENOM KOHTPOSS KayecTBa B COOTBETCTBMM C NMUCbMEHHOM npoueaypoi. [MNpu npuHaTum
TaKoro pelueHust HeobxoauMO y4UTbiBaTb XapakTep MPOAYKUWMM, €e MNPEeAbICTOPUI0, COCTOsIHWE,
cobntofeHne cneumanbHblX YCNOBMA XpaHEHWMs U BPeMsi, Mpoluefllee C MOMeHTa Bbinycka. [pu
BO3HMKHOBEHUN NOObLIX COMHEHUN OTHOCUTENIbHO KayecTBa npoaykumn, ee noBTOPHOE MCNOJSib30OBaHUE
nnn I'IOBTOprIIZ BbIMYCK HEe O0NnyCKaeTCA, XOTA BO3MOXXHA OCHOBaTellbHad XMMunyeckad nepepa60TKa C
uenblo pereHepaunn aktuBHbIX MHIPEOUEHTOB. Bce npeanpuHnmMmaemble ﬂ,eVICTBI/IFl OOJDKHbI TwaTtenbHO
NPOTOKONMPOBATbLCA.

7. KoHTponb KayecTBa

§ 1. MpuHUMNBI ¥ 06LWKMe TpeGoBaHUA

182. KoHTponb KayectBa UMeeT OTHOLIEHME K oTbopy npod, cneumdukaumsasm n nNpoBeneHUto
UCMbITaHWIA, a Takke C opraHusaumen, AOKYMEHTMpPOBaHMEM W MpoueaypaMu BbiAadu paspelueHui Ha
peanusaumio, KOTopble rapaHTUPYIOT, YTO HeoBXoAMMble 1 OTHOCALMECS K ey UCNbITaHWSA NPOBeAEHb!,
M YTO UCXOAHOE Chipbe M MaTepuarbl He Obiny paspeLleHbl AN UCNOMNb30BaHNUs, a NPOAYKUMS K npogaxe
W NocTaBke npexae, YeMm NX KayecTBo He BblNo NpU3HaHO YAOBNETBOPUTENbHBLIM. KOHTPONb kavyecTBa He
orpaHuymBaeTcsa nabopaTtopHbIMU onepaLmaMm U JOSDKEH ObiTb BKITHOYEH B MPUHATUE NIOOLIX peLleHni,
Kacalwmxca KadectBa npoaykuuMu. Hes3aBMCMMOCTb OTAerna KOHTpONs KayecTBa  siBNsAeTcs
OCHOBOMONararwWmMM MpUHUKUNOM oBecneyeHns KOHTPONSA KayecTBa (CM. Tawke rnaBy 3 HaCTOSALLMX
Mpasun).

183. Kaxabln NpoM3BOAMTENDb NEeKapCTBEHHbIX CPEACTB AOIMKEH UMETb OTAEN KOHTPONSA KadecTBa.
OTOT oTgen JorkeH ObiTb He3aBUMCUMBIM OT Apyrux nogpasgeneHui. PykoBoauTenb 3TOro otaena
AOMKEH UMETb COOTBETCTBYIOLLMI OMbIT U KBanudukaumio. B otaen KOHTponsa kavyectBa MOryT BXOAUTb
OflHa VNV HECKOMbKO KOHTPOINbHbIX Nabopatopuin. OTAen KOHTPONsA kavyecTBa AOMKeH bbiTb obecneyeH
BCEMMN HeoBX0AMMbIMU pecypcamm, YTOObl rapaHTUPOBaTh, YTO BCE MEPONPUATMSA MO KOHTPOMIO KavyecTsa
npoBoAATCA 3hHEKTUBHO N HAAEXKHO.
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184. OcHoBHble 06513aHHOCTM PYKOBOAUTENS OTAEeNna KOHTPOMsS KavyecTBa WU3MoXeHbl B rnase 3
HacToswero npunoxeHus. OTAen KOHTPONs KayecTBa MOXET UMeTb Takke W Apyrne dyHKUuKM, B
YacTHOCTK, No paspaboTke, Banuaauny 1 BHeOPEHNIO BCeX NpoLeayp No KOHTPOIO KavyecTBa, XpaHeHUo
KOHTPOMbHbIX 06pasLoB MaTepmanos 1 NPOAyKUUnM, o6ecneyeHnto NpaBnbHOCTM MapKUPOBKN YNaKoBOK
C MaTepvanamu W npogykumen, obecneyeHuto KOHTPOMNS CTabuNbHOCTU NPOAYKUMW, Yy4yacTuio B
paccrnefoBaHVM peknamauui, Kacarlowmxca kadectsa npogykuum v T.n. Bce aTn yHKUMM AOMKHBbI
BbIMONMHATECA B COOTBETCTBMM C NUCbMEHHBIMU MpoLedypamMu U, Npu HeO6XoaAMMOCTH, OPOPMNATLCS B
BMAE MPOTOKOJIOB.

185. lNpwu oueHKe kadyecTBa roTOBOM NPOAYKLUW OOIMKHbI paccMaTpmBaTbCs BCE OTHOCALLUMECH K
aeny dakTopsbl, BKMOYas yCrioBus NPOU3BOACTBA, pe3ynbTaTbl UCMbITAHUA B MpoLecce NPOU3BOACTBA,
aHanu3 npou3BOACTBEHHOW [OOKyMEeHTauuwm (BKMoYask [OKYMEHTAUMIO Ha YMakoBKy), COOTBETCTBME
crneyndmrkaumam Ha roToBYHO NPOAYKLUUIO M NPOBEPKY OKOHYATENBbHOW YNaKoBKN FOTOBOW NPOSYKLNN.

186. CoTpygHUKM OTAena KOHTPONSA KadecTBa AOMKHbI UMETb AOCTYMN B NPOU3BOACTBEHHbIE 30HbI
ansa otbopa npob n NpoBeaeHUs NCCneaoBaHNUA.

187. MNomeleHns n obopyaoBaHMe KOHTPOSbHbIX NlabopaTopuii JOIMKHBI YOOBMETBOPATL BCEM
obwum 1 cneumanbHbIM TpeboBaHUAM, NpeabaBNsAeMbIM K 30HaM KOHTPONSA KadecTBa, NpuBeAEHHbIM B
rnase 4 Hactoswux MNpasun.

188. MepcoHan, nomelleHns 1 oGopyaoBaHue nabopaTopuii AOMmKHbI COOTBETCTBOBATL 3agadaM,
onpedensieMblM coepxaHueM UM 0O0bemMoM nNpou3BoAcTBa. B oTdenbHbIX crnydyasx [onyckaetcs
MCromnb3oBaHMe CTOPOHHUX nabopaTopuii, NpPU YCMOBUWM BLINOMHEHUA 3TUMKM NaBopaTopusaMM
TpeGoBaHWiA, U3NOXEHHBLIX B rmaBe 8 HacToAlmx [paBun, M BHECEHMS COOTBETCTBYIOLMX 3anucen B
NPOTOKOIbI KOHTPONSA KayecTsa.

§ 2. JokymeHTauus

189. BepeHue nabopaTopHOM [OOKYMEHTauMW OOMMKHO COOTBETCTBOBaTb TpeboBaHusAM,
N3NoXeHHbIM B rnaBe 5 HacToswumx MNpaBun. OcHOBHOE cofep)KaHue 3TOW AOKyMeHTauMm OTHOCUTCS K
KOHTPOSIO KayecTBa WM AOMkHA OblTb B pacrnopsikeHWW OoTAena KOHTpons kadvectBa. [JOKymMeHTauus
BKNtoyaeT B cebs:

- cneundmkaumu;
- npoueaypsbl No ot6opy npob;

- npoueaypbl U NPOTOKOSNblI MPOBEAEHWUS WUCMbITAHUIA (BKMOYasi aHanUTUYeckne onepaumoHHble
nncTbl n/vnu nabopaTopHbIe XypHanbl);

- aHanuTU4yecKMe NUCTbl U/Mnu nacnopTa;

- pesynbTaTbl KOHTPONS OKpYXatoLlen cpeqpbl, Npy Heob6xoaNMOCTH;

- NPOTOKOSbI Banuaauun aHanMTuyYecknx MeToaos (Mpu HeobxoanumocTh);

- npoueaypbl U NPOTOKONbI KAaNMBpoBKU NPMBOPOB 1 0BCNyXMBaHUS obopyaoBaHuUs.

190. Bcst gokyMeHTaums no KOHTPOSIO KayecTBa, OTHOCSLLASCA K MPOTOKOMaM CEpPU NPOAYKLUM,
OOMKHA XpPaHUTLCS B TEYEHMEe OOHOro roda nocrie UCTeYeHust Cpoka rogHOCTU CEpUM U HE MeHee MATU
neT nocrne nonyyeHus ceptTudumkaTa Ha Cepuio.

191. [na HeKkoTopbiX TWUMOB [AaHHbIX (HanpuMep, pPe3ynbTaToB aHanUTUYECKUX WCMbITaHWUA,
BbIXOAOB MPOAYKUMW, MapamMeTpoB OKpyKalowen cpedbl U T.M.) pekoMeHayeTcsl, YToObl MpPOTOKOSbI
XpaHUN1Ch B BMAE, NO3BONAOLLIEM NMPOBOAUTL OLIEHKY TEHAEHLUMNIA USMEHEHUS NapaMeTPOB.

192. B pononHeHwe K WHdopMauuKn, SBNSAIOWENCS 4YacTbld MPOTOKOMa Cepui, OOSTKHbI
COXpaHATbLCS 1 BbITb NIErko AOCTYMNHbI ApYrne nepBuYHbIE AaHHbIE, OTPaKEHHbIE B TAKMX AOKYMEHTAX, Kak
paboyne nabopaTopHble XXypHarbl U/ NPOTOKOSbI.

§ 3. OT60p Npo6

193. OT16op npo6 AormkeH NPoOBOAUTLCA B COOTBETCTBUM C YTBEPXAEHHbIMW MUCbMEHHBLIMU
npoueaypamu, CoaepxaLLimmu:

- meTog oTbopa npoo;
- NepeyeHb Ucnosb3yemoro obopyaoBaHus;
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- KONIMYECTBO OTOMpPaeMbIX Npob;

- B CNny4ae HeobX0AMMOCTU, MHCTPYKLUMK No Ntobomy pasgeneHunto otobpaHHom npobbl Ha YacTu;
- TUM N XapaKTepUCTUKKN Tapbl Anst otbopa npoo;

- MapKMpPOBKY Tapbl C 0TOGpaHHbIMU Npobamu;

- BCe creuuanbHble Mepbl NPegoCTOPOXHOCTM, 0COBEHHO KacalolmMecs CTepUnbHbIX U BPeaHbIX
BELLECTB;

- YCIOBUSA XpaHeHs;
- MIHCTPYKLMU MO OYMCTKE U XpaHeHUo obopyaoBaHus ana otéopa npob.

194. OTO6paHHLIE KOHTPOSbHblE 06pasubl AOMKHBI NPEeACTaBNATb PEenpe3eHTaTUBHYIO BbIOOPKY
cepun CbipbeBbIX MatepuanoB Wnu npenapara, U3 KOTopow OHWM oTobpaHbl. MoryT Takke oTbmpaTbes
nNpoObl, xapakTepusylLwme KpuTudeckme cTagum TEeXHOMOrM4eckoro npouecca (Hanpumep, ero Hadvana
WIIN OKOHYaHWSA).

195. Tapa ¢ otobpaHHbIMK Npobamn JOmKkHA BbITb MPOMapPKMpOBaHa C yKaszaHMeM COAEPXKMMOro,
HOoMepa cepun, gaTbl 0TOopa Npobbl M YNAKoBOK, U3 KOTOPbLIX 3TU NPO6bI ObINM 0TOGPaHbI.

196. OTobGpaHHble NpOoObI KaXkd4oW Cepun roTOBOWM MPOAYKUMM AOIDKHbI XPaHUTbCA B Te4yeHue
O[HOTO rofa nocrie UCTeYeHnss cpoka rogHoCcTU. [oToBas NpoayKuMsa AOIDKHA, Kak NpaBuio, XpaHUTbes B
CBOEW OKOHYaTEerbHON YNakoBKe 1 MPU pekoMeHAOoBaHHbIX ycroBusx. Obpasubl ICXOOHOTO Cbipbs (KpoMe
pacTBopuTenen, rasoB 1 BoAbl) AOMMKHbI XPaHUTLCA HE MeHee ABYX JieT Nnocrne Bbigayn paspeLleHus Ha
peanusauuio NpoayKuum, ecrim 3To No3BOMseT UX CTabunbHOCTb. ATOT nepuo MoxeT BblTb COKpaLleH,
€Cnv nepvog WX CTabunbHOCTW, YKa3aHHbI B COOTBETCTBYKOLMX creundukaumsax, kopoue. [lpu
HeoOxogmMMocTn o6pa3ubl  MCXOQHOTO  ChipbS  crieQyeT COXpaHATb CTONBbKO  KE, CKOMbKO U
COOTBETCTBYIOLLYIO FOTOBYIO MNpOAyKUuio. KOHTpombHble 00pasubl MCXOOHOrO Chipbsi, MaTtepuanos W
NPOAYKUUN OOJMKHBI XPaHMTBCS B AOCTAaTOYHOM KOMMYECTBE AN TOro, 4tobbl BNocneactsMu Mor ObiTb
NpoBeAeH MX NOSHbIA MOBTOPHbLINA KOHTPOIb.

§ 4. NpoBeageHue ucnbiTaHUA

197. AHanuTnyeckune meTogbl AOMKHbI ObiTb BanuampoBaHbl. Bce onepauumn no nposBegeHuto
NCMbITaHWA AOMMKHbI BbIMOMTHATHCS B COOTBETCTBMU C YTBEPXKAEHHBIMU METO4AMM.

198. MNonyyeHHble pesynbTaThl UCMbITAHUA AOMKHBI OPOPMAATLCA JOKYMEHTaNbLHO U MPOBEPSTLCSA
Ha COOTBETCTBUE WMH(POpPMaLMK, COAepXKaLLlencss B MPOTOKOMNax UcnbiTaHM. Bce BblMMCNEHMS OOSMKHbI
TLWATENbHO NPOBEPSTLCA.

199. BbINoMnHeHHble WUCMbITaHUA CregyeT NPOTOKONMMPOBaTb, @ MPOTOKOMbI AOIMKHbI BKIOYaTb
cregylolime gaHHble:

1) HanmeHoBaHWe BellecTBa (MaTepvana) unu npenapara u, npu HeobxoAMMOCTH, NekapCTBEHHON
dopmbl;

2) HOMep cepum 1, Npu HeO0BXO0AMMOCTU, HaMMEHOBaHWe NPOM3BOAMTENS U/UNN NOCTaBLUUKA;

3) ccbifnkn Ha cooTBeTCTBYOLWME creundmrkauum 1 MeToankn NPOBeAeHNS UCMbITaHWN);

4) pe3ynbTaTbl UCMbITaHUA, BKIKO4YasA HabnNOEHNS M BbIMUCIEHMS, a TaKkKe CChIIKM Ha Bce
CepTVI(*)VIKaTbI aHanmaos;

5) oatbl NpoBeAEHWSI UCMbITAHUI;
6) damunun N1u, NPOBOAMBLLMX UCTbITAHNE;

7) damumnuM nuu, NpPOBEPUBLUMX MPOBEOEHNE MWCMbITAaHUA W pe3ynbTaTbl BbIMUCIEHWA, MNpU
HeobxoauMocCTH;

8) YeTkoe 3aknoYeHne O Bblgade paspeLleHns NN oTOpPakoBKe NPOAYKLUN (MM OPYrOro peLueHns
0 cTaTyce), a Takke Aatbl M NOANMCY OTBETCTBEHHOIO NnLia.

200. Bce onepaumm no KOHTPOIO B npouecce Npous3BoAcTBa, BKNOYasa onepaunn, BbiMOMHSAEMbIE
nvuamu, HenocpeacTBEHHO paboTalowMMM B MPOU3BOACTBEHHLIX 30HAX, OOJBKHbI OCYLUECTBNATLCSA B
COOTBETCTBMM C METOAaMu, YTBEPXKAEHHbIMW OTAENOM KOHTPOMS KayecTBa, a WX pesynbTaTbl
0hOpMAATLCS LOKYMEHTANBHO.
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201. Ocoboe BHMMaHWe criegyeT yaensaTb kadecTBy JlabopaTopHbIX pPeakTUBOB, MEPHON
nabopaTopHOW MOCyAbl U TUTPOBAHHLIX PACTBOPOB, CTaHAAPTHLIX 00pa3uoB U nNuTaTenbHbIX cpeq. OHn
OOIMKHbI FOTOBUTBLCS B COOTBETCTBUM C MUCbMEHHBIMY NPOLieAypamMMm.

202. NabopaTopHble peakTMBbl, NpeAHa3Ha4YeHHble AN ONUTENbHOrO MCMONb30BaHUSA, OOMMKHbI
ObITb MPOMaPKMPOBaHbI C yKa3aHWeM [aTbl NMPUrOTOBIEHWUS M NOAMUCAMM MPUTrOTOBMBLUMX UX nuud. Ha
3TUKETKE AOIMKEH ObITb yKa3aH CPOK rOAHOCTU HECTAOUNbHBLIX PEaKTUBOB M NMUTATENbHbLIX Cpes, a Takke
crneundmdeckme ycnosusi KUx XxpaHeHusi. Kpome TOro, Ans TUTPOBaHHbIX pPacTBOpPOB Heobxoammo
yKasblBaTb gaTy nocrnegHero YCTaHOBMEHUA TUTpa WM COOTBETCTBYHOLUUW MOCHEAHUA MOMpaBOYHbIN
KO3 PMLNEHT.

203. Mpu HeobxoOMMOCTM, Ha Tape criedyeT ykasbiBaTb AaTy MONyYeHWs KaKdoro BeLlecTsa,
MCMornb3yemMoro Ans MNpoBefAeHMs UCTbITaHWI (Hanpumep, peakTMBOB M CTaHOApTHbIX 06pasuoB), C
COOTBETCTBYIOLUMU UHCTPYKLUMUAMU MO MX MCMONb30BaHUIO U XpaHeHMo. B HEKoTopbIX crnyyasx nocne
MonyYeHnss uNu nepen WUCMOMNb30BaHWEM peakTMBa MOXeT 6biTb HeoBXxoaMmMo npoBedeHWe ero
UCMbITaHNA Ha NOAMMHHOCTL U/MNW OPYroro UCMbITaHus.

204. MNepen paboTon € XMBOTHBIMW, UCNOMNb3yEMbIMU AN1S MPOBEAEHUSA UCTMbITAHUA KOMMOHEHTOB,
MaTtepuanos WM npenapatoB, NpuM HeEOOXOOUMOCTM OHU OOSDKHbI MPONTU KapaHTuH. CopepxaHue u
KOHTPOIb >XMBOTHbIX AOMKHbI ObITb TakMMn, YTOObI 06ecneunTb Ux NPUrogHOCTb AN UCMONb30BaHUS B
Tpebyembix mcnbiTaHUsX. XKMBOTHbIE OOMKHbI OblTb NMPOMAapPKMPOBaHbI, @ UCTOPUA WX WUCMOMNb30BaHUS
AOMmKHa BbITb 0dopMineHa JOKYMeHTanbHo.

8. KOHTpaKTbI Ha Npou3BoACcTBO NpoAyKUUUN U npoBeaeHue
aHanun3oeB

§ 1. MpuHumMnbI M o6WMe TpeboBaHUA

205. CregyeT TuaTtenbHO COCTaBMATb, COMMACOBLIBATL W KOHTPONMPOBATb  BbIMOMHEHWE
KOHTPaKTOB Ha MPOWM3BOACTBO W MPOBEAEHME aHanv3oB MPOAYKUMM BO U3BEXaHWM pasHOUTEHWUN,
CMOCOBHBIX HAHECTM yilepb KayecTBy NPOOYKLMWA UMW BbINOMHEHUIO paBoT. KOHTpaKT Mexay 3akasinkom
N UCMOMHUTENEM OOMKEeH COCTaBMATLCA B MUCbMEHHOM (hopMe U coaepkaTb YETKO onpefeneHHble
06A3aHHOCTM KaXgo W3 CTOPOH. KOHTpaKT [OOmkeH YeTKO ycTaHaBMnuBaTb, KakuM o6pasom
YNOMHOMOYEHHOE IULIO OCYLLIECTBMAET CBOK [AEATENbHOCTb U HECeT OTBETCTBEHHOCTb 3a Bbigady
paspeLleHns Ha peanuaauuio KaXKaon cepum npoayKLum.

206. KoHTpakT pormkeH ObITb COCTaBneH B MUCbMEHHOW opMe U oOxBaTbiBaTb Bce
NPOWN3BOACTBEHHbIE Onepaunn U/vnu BuAbl aHanuM3o0B, BbINOMHAEMbIX Ha OCHOBaHWW 3TOrO KOHTPakTa, a
Takke nobble TEXHNYECKNE MEPOMPUSATUS, MPOBOAMMbIE B CBSI3N C HUM.

207. BbinonHeHue KOHTpaKkTa Ha npoun3BoacTBO n/vnn npoeegeHmne aHarin3oB, BKIHOYadA nobble
npeanoXeHHble UISMEeHEHUA TEXHNUYECKOIro Uinn OApyroro Xxapakrepa, A4OJIKHbl HaxXoOnTbCA B COOTBETCTBUN
C yCTaHOBIEHHbIMUN TpeGOBaHMﬂMI/I Ha Npon3BoACTBO aToNn npoaykuunn.

§ 2. 3aka3suumk

208. 3akasuumk HeceT OTBETCTBEHHOCTb 3a MpPaBWUIbHYIO OLEHKY CMNOCOBHOCTM WCMONHUTENS
BbINOMHWUTbL KOHTPAKT HaAmnexalimm o6pa3oM 1 3a BKIHOYEHUE B KOHTPAKT MOMOXEHWI, obecneyrBaroLwmx
BbInosiHeHne TpeboBanuin GMP cornacHo HacTosilwmm Mpaeunam.

209. Bakasunk pomkeH obecneunTb wucnonHUTens Bcew uHdopmalmen, Heobxooumon Ans
NPaBuMbHOTO  BbIMNOMHEHUST BCEX NPeayCMOTPEHHbIX KOHTpakToM paboT B COOTBETCTBUM C
3akoHogaTenbcTBoM Kbiprbiackon Pecny6nuku. 3akasuvk gomkeH yb6eamtbCs B TOM, YTO MCMOSTHUTENb
obnagaet nonHon nHdopMaLumen OTHOCUTENBHO BCEX (PaKTOPOB, NPEACTaBMSAIOLMX OMNACHOCTL 4SS ero
nomMeLleHnii, obopyaoBaHns, nepcoHana, Apyrmx MaTepuarnioB WnvM Apyrux npenapatoB, CBSI3aHHbIX C
BbINOMIHEHNEM KOHTpaKTa.

210. 3akasumk gormkeH ybeauTbCs, YTO BCsl rOTOBas MPOAYKLMS U MaTepuarbl, NOCTaBMEHHbIE eMY
UCMONHWUTENEM, COOTBETCTBYIOT MX Cchleuudukaumsm WM 4YTo paspelleHve Ha peanusaumio 3Tou
npoayKuMm 6bino BblAAHO YNOSTHOMOYEHHBIM FMLIOM.

§ 3. UcnonHuTtens
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211. VcnonHutenb AOMKEH UMeTb COOTBETCTBYIOLLME NMOMeLLEHUs, 06opyaoBaHne, 3HaHUs, onbIT
M KOMMNETEHTHbIV NepcoHan AN HaaneXxallero BbINONHEHUA KOHTPaKTa.

212. VcnonHuTenb OOIMKEH rapaHTUPOBaTb NMPUIOAHOCTL OJ1si UCMONb30BaHMs BCEX MOJyYaeMblxX
UM MaTepuanos U NPoAYKLWU.

213. VicnonHntenb He OOMMKEH nepenopy4vaTtb TPETbEN CTOPOHE HUKAKUX paboT, MOPYYEHHbIX eMy
Mo KOHTpakTy, 6e3 npeaBapuUTENbHOTO PACCMOTPEHUS W corfnacus 3akasduka. [lpu  3aknoyeHum
COrMalleHnss Mexay WCMOMHWTEeNneM W TpeTbell CTOPOHOW [OOSPKHO ObiTb rapaHTMpPOBaHO, 4TO
WHcopMaumsi 0 MPOU3BOACTBE M MPOBEAEHWM aHanu3oB OydeT AOCTYNHa 3akas3yuKy TakK Xe, Kak 3To
NPeAYCMOTPEHO MeXAy 3aKa3yMKoM 1 UCMOSNTHUTENEM.

214. WcnomHuTenb [JOSMKEH BO34EpXMBaTbCA OT IOObIX AEWCTBMMKA, KOTOpbIE MOryT oOKasaTb
oTpUUATENbHOE BIMSHME HA KayecTBO MPOAYKUMM, MPOM3BEOEHHOW W/MNM NpOaHanuM3nMpoBaHHOW B
COOTBETCTBUU C KOHTPAKTOM.

§ 4. KoHTpakTt

215. KoHTpaKT 3akniovaetca Mexay 3aka3uukom W ucnonHutenem. B KoHTpakTe ykasbiBaeTcs
OTBETCTBEHHOCTb CTOPOH 3a MPOU3BOACTBO U KOHTPONb MPOAYKLUMU. TexHUYeckme acnekTbl KOHTpakTa
OOMKHbl COCTaBMATbCSA KOMMETEHTHbIMM fnvuamu, obnagatwowmmMu COOTBETCTBYIOLUMU 3HAHMAMWU B
obnactn chbapmaueBTUYECKON TEXHONOMNK, NPOBeEHUSA aHanM30B 1 npasun GMP.

Bce cornaweHua no npomn3BoAcTBy WM nNpoBedEeHUD aHalnm3oB OOJKHbl COOTBETCTBOBATb
Tpe6OBaHl/|F|M, coaepxawnmmed B permcTtpaumMoHHOM O0Cbe, U ObITb cornacoBaHbl 0benmm CTOpPOHaAMMW.

216. KOHTpaKT OOJDKEeH YyKa3blBaTb, KaknmM o6pa30M YNOJIHOMOYeHHOe JNLUOo, OTBETCTBEHHOE 3a
BbIMYCK Cepun npoaykunn and npogaxu, rapaHTupyeT, YTO KaxKgad cepuda npoaykumm Obina n3roToBneHa
M NPOKOHTpONnpoBaHa B COOTBETCTBUM C YCTAHOBJIEHHbIMU Tpe6OBaHMﬂMI/| Ha Npon3BoACTBO.

217. B KOHTpakTe [OMKHbl ObITb YETKO OnpefeneHbl nuua, OTBETCTBEHHbIE 3a 3aKyrkKy,
NpoBeAEeHME WUCMbITaHUM W Bblgady paspelleHnsi Ha WCMNoNb3oBaHME MaTepuarnoB, MPOM3BOACTBO,
KOHTPOSb KayecTBa, BKOYasi KOHTPONb B MpoLecce MNpou3BOACTBA, a Tawkke 3a OTOop npob u
npoBefdeHne aHanm3oB. B crnydae 3aknoyeHUs KOHTpaKTa Ha aHanua NpoAaykuuMu criefyeT OroBOpuUTb,
OyaeT nu ncnonHuTene NPOBOANTL OTOOP NPO6 B MOMELLEHUAX NPOM3BOAMUTENSA NPOAYKLMN.

218. lNpoToKonbl NPON3BOACTBA, aHaNM30B 1 peanu3auun NpoayKumm, a Takke COOTBETCTBYHOLLNE
KOHTPOmnbHble 00pasubl AOMMKHbI XPaHWUTbCS Y 3aka3uumka unu OblTb emy [ocTynHeiMu. B cnydae
peknamauun Mnm BO3MOXHOro Aedpekta kavyecTBa BCE MPOTOKOSbI, OTHOCSILLMECH K OLEHKe KayecTBa
NPOAYKUUWN, [OJKHbI OblTb [AOCTYMHbI 3aKa34YMKy W OrOBOPEHbl 3akas3yuMkoM B npoueaypax Mo
0TOpakoBKe/OT3bIBY NPOAYKLNN.

219. KoHTpakT [omkeH npegycMaTpuBaTb MpaBO 3aka3yMka WHCMEKTMPOBAaTb MNPOM3BOACTBO
WCMNONHUTENS.

220. lNpun 3aKknNioYeHNn KOHTpakTa Ha NpoBeAeHNe aHanM30B NCMONMHUTENb AOIMKEH NOHMMaTb, YTO
OH ByaeT MHCMEeKTUPOBATLCA HAaA30PHbLIMU OpraHaMu.

9. Peknamauum 1 oT3bIB npoaykuuu

§ 1. MpuHumnebI

221. Bce peknamaumn 1 nHasi Hpopmaums, KacarwLlasacs noteHumManbHo AedekTHOM NpoayKumu,
OOMKHbI TLWATENbHO aHANU3NpPoBaTbCA B COOTBETCTBMM C MUCbMEHHBIMK Mpouedypamu. Bo nabexanue
noObIX CNy4anHOCTEN U B COOTBETCTBMM C YCTAHOBMEHHBIM MOPSAKOM Ha NPEeAnpUSITUM OOSMKHA ObITb
co3gaHa cuctema, obecneymBarowlas, B cnyvyae HeoOXOAMMOCTM, ObICTPbIA M 3PEKTUBHBIN OT3bIB C
pblHKa AedEKTHON NN NPeanonoXMTensHO AedEKTHON NPOAYKLMMN, @ MUMEHHO ECIN:

1) NpoayKumsi okasanacb OnacHomn Npu o6bIYHBIX YCIIOBUSAX MPUMEHEHUS;
2) NpoayKumst TepaneBTUYeckn Hea(hHeKTNBHA;

3) Ka4eCTBEHHbIN W KOSIMYECTBEHHLIN COCTaB npoaykumm He COoOTBEeTCTBYET YKa3aHHOMY B
pernctpaunMoHHOM OOCbE;
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4) KOHTpONb TrOTOBOIO JleKAPCTBEHHOrO cpeactsa  WWNM - UMHIPEOMEHTOB W KOHTPOIb
NPOMEXYTOYHbIX CTaauid NPOU3BOACTBEHHOrO MpoLecca He MNpPoBOAMIICA WNW  He  BbIMOMHANNUCH
HeKoTopble Apyrue ycTaHoBMNeHHble TpeGoBaHNs Ha NPOU3BOACTEO;

5) npun BCcexX Apyrnx HenpeasnaeHHbIX obcTosATENLCTBAX.

§ 2. Peknamauuu

222. Ha npegnpuaTtum JormkeH ObiTb HasHayeH COTPYAHWUK, OTBETCTBEHHbLIA 3a pacCMOTpeHue
peknaMauuin 1 3a BbIGOp MPUHMMAEMbIX Mep; B MNOAYUHEHUM Yy ITOrO COTPYOHWMKA OOSMKHO ObiThb
AOCTaTOMHOE KOMMYEeCTBO BCMOMOraTenbHOro nepcoHamna. Ecnm  3T0T cOTpydHMK He ABnsieTcs
YMONIHOMOYEHHbIM NULIOM, TO NocrefHee AOMMKHO OblTb OocBegomneHo 060 Bcex hakTax peknamaumm,
paccrnefoBaHMaX 1 OT3biBE MPOAYKLNN.

223. [enctBusa no pacCMOTPEHUIO peknamauni Ha BO3MOXHbIA AedeKT Npoaykuum n npuHaTue
peLueHns 06 0T3bIBE MPOOYKUMM OOIDKHbBI ObITb N3NOXEHbI B MMCbMEHHbIX MpoLeaypax.

224. Cne,u,yeT obecneuntb TLIATENBHOCTb paccnegoBaHnAa U OOKyMeHTallbHOe Od)OpMJ'IeHI/Ie C
onucaHuMemMm Bcex AaeTanen nwobon npeTteH3nm Ha KadeCcTtBO nNpoAyKUuun. K aton pa60Te 006bI4HO
npuBneKaeTcd NMuo, OTBETCTBEHHOE 3a KOHTPOJ1b Ka4eCTBa NpoayKUnN.

225. Ecnn pedekT kadecTBa OOHapyXXeH UNu Mogo3peBaeTcsl B HEKOW Cepun NpoaykTa, TO
crnegyeT NPUHATL PeLLEHME O MPOBEPKE APYruX aHanornyHbix cepun. B yacTHocTM npoBepke nognexar
Apyrve cepuu, KOTopble MOTyT COAepXaTb pereHepMpOBaHHbIA NPOAYKT U3 AedEKTHON CepUn.

226. Bce pelweHuss U Mepbl, NpUHATbIE MO MO0 peknamauun, OOMKHbl ObiTb BHECEHbI B
COOTBETCTBYIOLLUIA MPOTOKOST HA CEPUI0 MPOSYKLIMN.

227. MNpoToKonbl peknamMaumnii 4OSHKHbI PEryrnsapHO paccMaTpuBaTbCA Y aHanM3npPoBaTbCs C LeSblo
BbISIBITIEHUS] CNELUMUYECKMX U NMOBTOPSOLLMXCS Npobrem, koTopble TpebytoT 0co60oro BHUMaHUA U MoryT
MOBMeYb OT3bIB NMPOAYKLIMU.

228. B cnyyae, ecnu BcrneacTBve BO3MOXHOIMO BbiNycka HeAOOpPOKAYECTBEHHOW MNPOAYKLMU,
YXYALIEHVS KayecTBa MPOAYKUMM WNU OPYrMX CepbesHbiXx NpobrieM ¢ KayecTBOM, MNpoOu3BOAUTEMb
nnaHvpyeT kakue-nmbo OeUCTBWS, HanpaBneHHble Ha UX YCTpaHeHne, OH 00513aH M3BECTUTb 06 3TOM
KOMMETEHTHbIE roCYyAapCTBEHHbIE OpraHbI.

§ 3. OT3bIBbI

229. Ha npegnpuatun gomkeH ObiTb Ha3HaA4YeH COTPYAHMK, OTBETCTBEHHbLIA 32 CBOEBPEMEHHbLIN
OT3bIB MPOAYKUMM C pbiHKA, B NOAYMHEHMM Yy KOTOPOro OOSMKHO HaxOO4MTbCsl JOCTATOYMHOE KONUYECTBO
nepcoHana Ans npopaboTkn ¢ HEOOXOAMMOW CPOYHOCTLIO BCEX acrnekToB OT3biBOB. Kak npaBuno, ato
NMUO OOMKHO OblTb HEe3aBMCMMO OT Cryxb, 3aHMMaloWMXcs npogaxamu u MapkeTuHroMm. Ecnun ator
COTPYOHWK HE SBNSAETCS YNONIHOMOYEHHbIM NIMLOM, TO NocnefHee AOMKHO ObiTb 0OcBEAOMITIEHO 000 BCEX
OENCTBUSIX MO OT3bIBY NPOSYKLUMN.

230. MNopsigok oT3biBa NPOAYKLMM A0SKeH GbiTh pernameHTMpoBaH NUCbMEHHbIMU NpoLeaypamu,
KOTOpble criegyeT perynspHo NpPoBepsiTb U, NP HEo6Xo0AUMOCTH, NepecmaTpmBaThb.

231. OT3bIB NPOAYKLMW OOIMKEH OCYLLECTBNATLCS GLICTPO U B No6oe Bpemsl.

232. KomneTeHTHbIe OpraHbl BCex CTpaH, KyAa morna ObiTb HanpaBneHa NpoayKunsi, AOMMKHbI ObiTb
HemeaneHHO UHPOPMUPOBaAHbI O HAMEPEHUW OT3bIBa NPOAYKLUN B CBA3WN C HANU4MeMm Unu nogos3peHnem
Ha gedeKkTbl ee KayecTaa.

233. [lpoTokonbl OTIPY3kM MPOAYKUMM [OOIKHbI OblTb BCerga AOCTyMHbl Ans nuvua  (nuu),
OTBETCTBEHHOMO 3a OT3bIB MPOAYKLMMW, U OOMKHbI COAEpXaTb AOCTATOYHYH MHGOpMaumio 06 ONTOBbIX
nokynatenax v npsaAMbiX 3akasynkax (agpeca, Homepa TenedoHoB/pakcoB kak B pabodvee Tak n B
Hepaboyee Bpems, HOMepa cepun U 06beMbl NMOCTABOK), BKMOYAs MOCTABKU MO 3KCMOPTY M NOCTaBKM
00pasL 0B NeKapCTBEHHbLIX CPeaCcTB.

234. Oto3sBaHHas nNpoAyKums OOSMKHa ObiTb MPOMapkUpoBaHa COOTBETCTBYHOLMM O6pasoMm u
XpaHUTbCA B HaOEeXHO MW30NMPOBaHHbIX 30HaxX [0 MPUHATUS peweHnss o6 ee  ganbHenwem
NCNOMb30BaHUW UMK YTUNU3aLUN.
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235. lMocnepoBaTenbHOCTb MNpoliedypbl OT3biBa NpoAyKUMM [OOMmKHa OblTb  odhopMrieHa
[AOKyMeHTanbHo. [ormkeH OblTb BbiMyLleH OKOHYaTemnbHbIM OT4YET, coAepXawuidi GanaHc Mexay
KONMYECTBOM NOCTABMEHHOW U 0TO3BaHHONM NPOAYKLWN.

236. Cnepyert perynspHo aHannaupoBaTb 3(pHeKTUBHOCTbL MEPOMPUATUIA MO OT3bIBY NPOAYKLUN.
10. CamouHcnekumus

237. CaMOMHCMEeKUMs OOMKHa MpOoBOAUTLCA C LIENblo NPOBEPKM BbIMOMHEHUS Ha Npeanpusatun
npasun GMP 1 NpYHATUS HEOGXOANMBIX KOPPEKTUPYIOLLMX U Npeaynpexaatomnx MeponpusaTui.

238. Bonpockl, cBsi3aHHble ¢ paboTon nepcoHarna, Coaep)XaHWem MOMELLEHUI, SKcnyaTaumen
06opyaoBaHUs, LOKYMEHTaUWen, NPOU3BOACTBOM, KOHTPONEM KayecTBa W OTIPYy3KOM JeKapCTBEHHbIX
CpeacTB, MeponpusaTus No paboTe C peknamMauusMy 1M OT3biBY MPOAYKUMUW, a Takke AesATeNbHOCTb MO
CaMOMHCMNEKTUPOBAHMIO [OOSKHbI PEerynsipHo paccMaTpuBaTbCsl B COOTBETCTBUM C  YTBEPKAEHHOM
NporpamMmmMon ¢ Liefbio BbIMONTHEHMST TPUHLMMNOB 0GecneyYeHnst KayecTea.

239. CaMovHCneKuuss [OormkHa OCYLECTBMSATLCA He3aBUCMMO W TWATenbHO, CreumansHo
HazHayeHHbIM nMUOM (NMuamu) M3 wrata npeanpusaTsa. Kpome Toro, MoXeT GbiTb Mone3HbIM
npoBefeHVe He3aBMCHMMOrO ayauTa aKcrnepTaMm NOCTOPOHHNX OpraHn3aLuid.

240. PesynbtaTbl nNpoBeAeHWs CaMOMHCMEKUUA AOMKHbl OOpPMNATLCA  AOKYMEHTarbHO.
lMpoTokonbl, COCTaBNEHHbIE MO pe3ynbTaTamM MNPOBEAEHUS CaMOMHCMNEKUUN, OOIDKHbI BKITOYaTb B cebs
BCe HabnaeHns u, npn HeobxoAMMOCTH, KOpPEKTUpYoLne aencTeus. Bce gencreus, npuHnMaemblie no
pesynbTataMm CaMOMHCNEeKLUnN, HeobXxoauMOo Takke 0POPMNSATb AOKYMEHTamNbHO.

1. npOM3BOp,CTBO CTepUuInbHbIX NeKapCTBeHHbLIX cpeacTB

§ 1. O6wme nonoxeHns

241. K npon3BOACTBY CTEPUITbHBIX NTEKAPCTBEHHBIX CPEACTB NPeabsBAOTCA 0ocobble TpeboBaHus,
HanpaBfeHHble Ha CBedeHMEe K MUHMMYMY pucka KOHTaMuMHauuyM MWKPOOpraHuamamu, yactuuamu u
nMporeHamu, 4YTo BO MHOrOM 3aBUCUT OT OMbITa NMepcoHana, ero NoAroTOBKM U OTHOLLEHWs K paboTe,
0COGEHHO BbICOKME TpebOoBaHMSI NpeabsBNATCA kK obecnevyeHnto KayecTBa, NOArOTOBKE W BbINMOJTHEHUIO
TEXHOJIOIMYECKMX NPOLIECCOB, KOTOPbIE AOMMKHbI ObITh TLWATENBHO OTPaboTaHbl 1 BannanpoBaHbI.

242. KoOHTpOnb KOHEYHOW CTaauMu MpOM3BOACTBA WM KOHTPOSb FOTOBOW MPOAYKUMM HE MOXET
paccMaTpmBaTbCs KaK eOUHCTBEHHOE CPeACcTBO obecneyeHuns CTepUIibHOCTU MMM OPYrUxX nokasaTtenew
KayecTBa cpefcTaa.

243. Hactoslwee npunoxeHme He ycTaHaBnvBaeT AeTalnbHble MeToAbl OnpenerieHust YMCTOTbl
BO3/yxa, NOBEPXHOCTEN U TOMY NogobHOe Mo KoNMYecTBy MUKPOOPraHM3MOB M YacTul,.

244. Tpon3BOACTBO CTEPWUMbHBLIX NpenapaToB AOSMKHO BbINOMHATLCA B YMCTbIX 30HaX, AOCTyN B
KoTopble nepcoHana w/wvnu obopyaoBaHUA M MaTepuanoB AOMKEH MNPOUCXOAUTb Yepes3 BO3AyLUHble
LWM03bl. B YnNCTbIX 30HaxX AOMKEH NOAAEPKMBATLCH YPOBEHb YNCTOThI MO COOTBETCTBYIOLEMY CTaHAapTY.
lMopaBaeMbI BO3AyX OOMKEH NPOXOAUTL Yepes PunbTpbl HEO6X0AUMOWN 3PHEKTUBHOCTH.

245. PasnuyHble onepauuy no nogrotToBke KOMMOHEHTOB (MNEPBUYHOWN YNAKOBKW), NPUTrOTOBEHNIO
npenapaTtoB W HaMoOMHEHUIO [OOIMKHbI OCYLUECTBMATLCA B pasfefibHbiX 30HaX BHYTPU YUCTOrO
nomeLleHus.

246. [Mpon3BOACTBEHHbLIE MPOLECCHI CTEPUNbHBLIX JIEKAPCTBEHHbLIX CPeacTB AensaTtcs Ha [OBe
KaTeropuu:

1) npegycmatpuBawowme GQUHULLIHYKD CTepunusaumio, T.e. CTepunu3auuio B repmMeTU4HON
NEepBUYHON YNAKOBKE;

2) BbINOSNHAEMbIE B aCENTUYECKMX YCNOBUSIX HAa OAHOM WM BCEX dTanax NnpovM3BoaCTBa.

247. YucTble 30HbI AN NPOM3BOACTBA CTEPUSIbHBIX CPEeACTB KnaccuuLMpyoTCs B COOTBETCTBUM
C TpebyemMbiMM XapakTepUCTMKaMM OKpyXatowen cpepbl. Kaxabii NpoM3BOACTBEHHbIN NpoLecc TpebyeT
onpeneneHHoro YpoBHA YUCTOTbl OKpyXalollen cpefbl B COCTOsiHUMM “"akcnnyaTauumn" ¢ Tem, 4Tobbl
MWHUMU3MPOBATL PUCK KOHTaMWHALMW CPeacTBa UMM MCMOMb3yeMblX MaTepuanoB vacTuuamu unm
MUKpoopraHuaMmamn. [na cootBeTcTBUS TpebyemMblM YCrOBUAM B COCTOSHMM "akchnnyaTtaumn” 3TU 30HbI
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OOIKHbI MPOEKTMPOBATLCA TaK, YTOObI 0becneunTb OCTUXKEHME 3a4aHHOMO Kracca YMCTOThbl BO3dyXa B
coctosiHum "nokos". CocTtosiHne "nokos" COCTOSIHME, B KOTOPOM CUCTEMA YUCTOrO MOMELLEHUS
NOSHOCTLIO TOTOBa K (DYHKLMOHMPOBAHMIO, TEXHOMOIMYeckoe 06opyaoBaHNe yCTaHOBMEHO M paboTaer,
HO MPOU3BOACTBEHHbLIN MepcoHan oTcyTcTByeT. B cocTosHuu "akcnnyatauumn" cuctema 4YucToro
nomeLLiEHNsT 1 MPOU3BOACTBEHHOE 060pyaAoOBaHNe paboTaloT B YCTAHOBMEHHOM MOPSAKE C HEOOXOAMMbIM
YMCNom nepcoHana.

248. [Onsa npon3BoAcTBa CTEepUIibHbIX J1E€KapCTBEHHbLIX nMpernapaTtoB MOXHO, KaK npaBurio,
BblAENNTb YeTblpe Kiacca 30H:

1) knacc A - nokanbHble 30Hbl Ans Oonepauuid C BbICOKOW CTEMEHbI0 pucKa, HanpuMep, 30Hbl
HanosHEeHWs!, YKYNopKM, BCKPLITUS amnyn M ¢onakoHOB, OCYLLECTBIEHUS COEOUHEHWUA B acemnTu4ecKux
ycrnoBuax. Kak npaBumo, TakMe Npou3BOACTBEHHble onepauum obecnedmBatoTcs paboyveit 30HON C
NaMWUHapHbIM NOTOKOM BO34yXa. Cucremsl NNTaMVUHapPHOro noToKa BO34AyxXa [OOJIKHbI obecne4vnBaTb
OAHOpOAHYyo ckopocTh Bo3ayxa 0,45 m/c +- 20% (pykoBogsLwlas BenmunHa) B paboyem CoCTOsIHUU;

2) knacc B - nokanbHble 30HbI 4NA acenTUYecKkon MOATrOTOBKM M MOAFOTOBUTENbHbLIX paboT Ans
30HbI A;

3) knaccbl C 1 D - uncTble 30HbI AN1S BbIMNOIHEHUS MEHEE OTBETCTBEHHbLIX 3TanoB NpOu3BOACTBA
CTEPUIbHOW NPOAYKLIMHN.

249. Knaccudhmkaums 30H N0 a3p030S1bHON KOHTaMMHaUMKW BO3ayxa YacTuuammn gaHa B Tabnuue 1:

Tabnwuua 1
Knacc MakcumanbHO gonyctumoe Yucno Yactuu B 1 Ky6.m Bo3ayxa, 6onblue unu
YUCTOTDI paBHoO (a)
B cocTosiHuun "nokoa” (b) B cocTosiHMM "akcnnyatauun” (b)
0,5 mkm (d) 5 MKM 0,5 Mkm (d) 5 MKM
A 3500 1(e) 3500 1(e)
B (c) 3500 1(e) 350000 2000
C(c) 350000 2000 3500000 20000
D (c) 3500000 20000 He onpegensieTcs (f) He onpegensieTcs (f)
MpumeyaHwue:

1) (a) obo3HayaeT, YTO KOHLEHTpaumMsa YacTuy C pasMepamMu, pPaBHbIMWA WM MpPEeBbiLAoLWMMn
yKasaHHble 3HaJeHusi, MokasaHHble B Tabnuvue, onpedensieTcs C MNOMOLLbI [AUCKPETHOrO cuyeTyuka
a3pO030S1bHbIX YacTuL.

B 30He A cnegyet npegycmatpuBaTb HeNpPepbIBHbIA  KOHTPOMb KOHLUEHTpauuMn 4YacTul.
PekomeHngyetcs npegycMaTpmBaTb TakOW  KOHTPOSb  KOHUEHTpaumu  vactud. PekomeHayetcs
npegycmaTpuBaTth Takon KOHTPOIb U B 30He B(*).

Mpu Tekywem KoHTporne 30H A 1 B otbupatotca npobbl obwmm o6beMoM He MeHee 1 ky6.m. Takon
Xe ob6beM npobbl pekoMmeHayeTest U Ans 30Hbl C;

2) (b) obosHayaeT, 4YTO YypPOBEHb KOHTAMMHALMW YacTuuamu, MoKasaHHbIM B Tabnuue Ans
OCHAaLLEHHOro COCTOSIHUS, AOMKEH AocTuratbes Yepes 15-20 MyH. (pekoMeHayeMoe 3HauYeHne BpeMEHU
BOCCTaHOBIEHWSA) MOCne 3aBepLUeHUsl npouecca npu OTCYTCTBUM nepcoHana. YpoBeHb KOHTaMUHaLUn
yacTMyamum gnsi 30Hbl A B 3KCMMyaTUPyeMOM COCTOSIHUM [OMKeH NOAAEepPXMBaTbCs B 30HE,
HEMoCpeaCTBEHHO OKpyXalowWen MpoayKT, Korda MpoayKT MMM OTKpbITas yrnakoBka WMEKT NpPsiIMOM
KOHTaKT C OKpy>KaloLLlen cpeaon.

,D,OI'IyCKaeTCFI, YTO B rMpouecce HanoJIHEHNA He Bcerga MOXET OblTb MOKa3aHO COOTBETCTBUE
CTaHgapTam no 4Yactuuam, NOoCKOJ1bKY CaM NPOoAYKT MOXET BblAeNATb YaCTULbl UK KanernbKy;

3) (c) obosHa4vaeT, 4To B 30Hax B, C v [0 kpaTHOCTb BO3AyxooOMeHa [OMkHa onpenensarbcs C
y4yeTOM pas3MepoB MOMELLEHUSs, Haxogswerocsa B Hem obopyaoBaHusa u nepcoHana. [Ans 3oH A, B u C
cucTeMa NoAroTOBKM BO3AdyXa AOMMKHa UMETb COOTBETCTBYoWME chunnbTpbl (Tuna HEPA);
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4) (d) obo3HavaeT 3HAa4YEHUSA MaKCMMarbHO AOMNYCTUMOrO YMca a3po30sibHbIX YacTul, pa3amMepamm
0,5 MkM 1 Gonee B OCHaLLEHHOM W 3KCMITyaTUPYEMOM COCTOSIHUSIX OPUEHTUPOBOYHO COOTBETCTBYHOT
knaccam vnctotbl no FOCT NCO 14644-1;

5) (e) - npeanonaraeTcs, YTO B BO3[yXe 3TWUX 30H YacTullbl C pa3Mepamn 5 MKM 1 Gornee O0mKHbI
oTcyTcTBOBaThb. [MOCKONbKY HEBO3MOXHO CTATUCTMYECKM [OOCTOBEPHO [oKasaTb MONIHOe OTCYyTCTBUE
YyacTuu, Ana aTUX cryvyaes ycTaHoBrneH npeden - 1 yactuua/ky6.M. BeinonHeHne aToro ycrnosus criegyet
nokasaTtb Npyu BanMaaLmMm YUCTOro NoOMeLLEHUS;

6) (f) - TpeboBaHMsA K 3TOM 30HE U AONYCTUMbIE NPEAENbl 3aBUCAT OT XapakTepa BhINOMHAEMbIX B
Hewn onepauun;

7) pDaHHble TpeboBaHus BBedeHbl Ans ctpaH EC B ceHTabpe 2003 roga. Onsi npou3BoAcCTB,
BbIMyCKaKLWNX NPOAYKUMNIO ANsi BHYTPEHHErO pbIHKA, U ANs CTpaH, He Bxoasawmx B EC:

- HEemnpepbIBHbI KOHTPONb KOHLEHTPaLUMM 4acTul, MOXeT ObiTb 3aMeHeH Ha nepuoanyeckuii
KOHTpONb 4Yepe3 HebGomnbluMe WHTepBanbl BPEMEHW, Hamnpumep, neped Hadyanom CMeHbl M nocrie ee
OKOHYaHUS;

- BMecTo oTbopa npobbl ¢ obwmm obbeMoM He MeHee 1 Ky6.M MOXeT ObITb MCMONb30BaH MeTOq
nocrnegoBatensHoro otéopa npo6 no NOCT NCO 14644-1 "YncTble NOMELLEHMS U CBSI3AHHbIE C HUMU
KOHTponupyemble cpebl. Yactb 1. Knaccudmkauus YnctoTel Bosgyxa'.

250. Mpumepbl onepauunii, KOTOpPblE HY)XHO BbINOMHATL B 30HAX pPasfUYHbIX TUMOB, AaHbl B
Tabnuuax 2 n 3:

Tabnuua 2
Knacc Mpumepbl onepauun ANA NPoAYKUUKU, NoAsiexallen ctepunmsauum Ha
YUCTOTbI 3aBepLluiaroLwen ctagum
A HanonHeHwe NpoayKToMm, Korga puck YpesBbliHanHO BbICOK
C lMpurotoBneHme pacTBOPOB, KOrga pPUCK Ypes3BblHaiHO BbICOK. PacoBaHne npoayKumm
D MpurotoBneHne pacTBOPOB M KOMMOHEHTOB (YNakoBKW) ANis nocneayowero pacoBaHms
Tabnvuya 3
Knacc Mpumepbl onepauunn Ansa acenTU4eCcKom NoaroToBKU
YUCTOThI
A AcenTnyeckas NOAroToBKa MU HaMNofNHeHne
C MpuroToBneHve pacTBopoB, nognexatimx hunsTpaumm
D PaboTta ¢ KOMNOHEHTaMK YyNaKoBKW MOCHE MbITbsI

251. YpoBeHb KOHTaMMHaUMM YacTuLamu, MNokasaHHbid B Tabnuue 1, ons coctosiHua "nokos”,
OOIMKEH ObITb AOCTUIHYT MOCIe 3aBepLUeHMs NpoLecca Mo OKOHYaHUM KOPOTKOro nepuoga "ouncTtkn”, B
15-20 MuHyYT (3Ha4YeHue NS pykoBoACTBa) Npy OTCYTCTBUM NepcoHana. lNokasaHHbIn B Tabnuue ypoBeHb
KOHTaMMHaLMK YacTmuamMum ans 3oHbl krnacca A B COCTOSIHUK "aKkcnnyataummn” omKeH NoaAepXMBaTbCA B
30He, HenocpeaCTBEHHO OKpyXalolwen NPOoAyKT, B Cryvyae korga NPOAYKT UMW OTKPbITbI KOHTEMHep
noaBepraeTcsi BO3AENCTBMIO OKpYXXatoLen cpeabl.

252. ,D,OI'IyCKaeTCFI, YTO B Mnpouecce HarnoJiIHeEHNA He BCcerga BO3MOXHO MNOKa3aTb COOTBETCTBUE
CTaHgapTam no 4Yactuuam, NOCKOJIbKY CaM NPOAYKT MOXET BblAENATb YaCTULbl UK KanesbKu.

253. [Ina obecnevyeHnss YMCTOTbI 30H PasfNYHbIX KMNaccoB Mo YactuuaM U MMUKPOBUOITOrMYeCKom
UMCTOTE B COCTOSIHUM "aKcrnyaTaumm" HeobXoaMm KOHTPOSb 3TUX 30H. B acenTuyeckom npousBoacTee
cnepyeT perynspHo NpoBOAUTb KOHTPOSb YNCTOThI 30H C UCMONIb30BAHNEM CEANMEHTALMOHHOIO MeToaa
OCaXAeHust Ha NnacTuHbl, oTbopa npob B o6beMe BO3gyxa M Ha MOBEPXHOCTSIX (HanmpuMmep, CMbIBbI U
KOHTaKTHble NnactuHbl). MeToabl oT6opa Npood, UCNosb3yeMble B COCTOSIHUM "aKcnnyaTaummn”, He JOJIKHbI
BHOCUTb MOMEXM B 3alUUTy 30Hbl. Pe3ynbTaTbl KOHTpONs cnefyeT yyuTbiBaTb MPU pacCMOTpeHUU
OOKYMEHTaLUMn Ha ceputo roToBOro cpeactsa. [locne BbINOMHEHUS KPUTUYECKMX onepauun cnenyet
NPOBOANUTbL MUKPOBMOMOrMYECKUn KOHTPOMb MOBEPXHOCTEN N NepcoHana.
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254. CnepgyeT Takke nNPOBOAUTL AOMOSHUTENbHbLIA  MUKPOOMOMOrMYECKUI  KOHTPOSb  BHE
TEXHOJSOIMYECKMX Onepaunii, Hanpumep, nocre BanugauMm 000py[OBaHWUs, BbIMNOSTHEHWUS OYUCTKU U
aesnHdpexkunn.

255. PekomeHayemble npegenbl JOMYCTUMON MUKPOOMONOrMYeCKON KOHTaMUHALMKN YUCTbIX 30H B
COCTOSIHMM "aKkcnnyaTauun” gaHol B Tabnuue 4.

Tabnuua 4
PekomeHayeMble npeaesibl MUKPOOMONOrM4ecKkom KOHTaMMHauuum (a)
Knacc | B Bo3gyxe, | CeaMmeHTaunoHHOE ocaxaeHve KoHTakTHbIE OTnevaTtok 5
unctotbl | KOE/Ky6.m | Ha nnactuHy guametpom 90 MM, | NnNacTvHbl AMaMeTpoMm nanbLeB B
KOE 3a 4 yaca (b) 55 mm, KOE/nnactmHa nepyarke,
KOE/nep4atka
A <1 <1 <1 <1
B 10 5 5 5
C 100 50 25 -
D 200 100 50 -
MpumeyaHue:

(a) - ykasaHbl cpegHune 3Ha4YeHus;

(b) - nHanBuayaribHble KOHTaKTHbI€ NMacTUHbl MOTyT 3KCMNOHMPOBATbLCA MEeHee 4YeM B Te4deHue 4
4acos.

256. [ns nokasatenem KOHTaMMHaAUWW 4YacTuuamu u MUKpPOOpraHnaMamu, no pesyribTatam
KOHTpOnNnA (MOHI/ITOpI/IHra), OOJIMKHbI ObITb YCTaHOBJIEHbI Nnpeaenbl npeaynpexageHna 1 OEencTeus, a Takke
OOIMKHbI ObITb npeaycMoTpeHbl KOppeKkTupyrLwine OencTeus, B Chny4ae npesBbllleHnA 3TUX npeaenos.

§ 2. N3onupyrowas TexHonorus

257. TlpuMeHeHne u3onupyrowen TeXHOMNOMMN C Uenbid MUHUMU3aAUMU BIIMSHUS 4YenoBeka Ha
NMPON3BOACTBEHHbIE 30Hbl MOXET TMPUBECTU K 3HAYUTESIBHOMY CHUXKEHMIO pucka MUKPOBHOM
KOHTaMMHaLM1 NpoayKLMKn, NPON3BOAMMON B aCENTUYECKUX YCIOBUSIX, OT OKPY>KatoLLEn cpeapl.

258. KoHcTpyKumsa msonstopa n obopyaoBaHus OKpyXKatowwen cpedbl AOMKHbl ObiTb BbIMNOSHEHbI
Tak, 4Tobbl B COOTBETCTBYHLIMX 30HaX ObINO JOCTUTHYTO Tpebyemoe kayecTtBo Bo3gyxa. [Mpm aTom
crnegyeT yuuTbiBaTb, B KAKOW CTENEHW BO3MOXHbI YTEYKM (NMOBpeXZeHus), Bbi3BaHHbIE 0COBEHHOCTAMY
KOHCTPYKUMM WM maTtepuanoB usonatopa. [lepegatoyHble ycTponcTBa MOryT ObiTb pasHbiMU: OT
KOHCTPYKUMN C OAMHAPHOW WAW [OBOWHOW [Bepbid [0 MOMHOCTbI0 repMEeTU3UPOBAHHBIX CUCTEM,
npegycmaTtpuyBaoLnx NpoOBEAEHNE CTEPUNU3ALIN.

259. lNMpouecc nepegayun maTepranos BHYTPb U HApYyXy U30nsTopa SBNAeTCS OAHUM 13 Hambonee
CUMbHBIX MOTEHUMaNbHbIX WUCTOYHMKOB KOHTamMuHauuu. B Lenom npocTpaHCTBO BHyTpM u3ondtopa
ABMAETCH IOKanbHON 30HON onepaLnii C BLICOKUM PUCKOM, XOTS NPU3HAeTCs, Y4TO B paboymx 30Hax Takmx
YCTPOWCTB MOXET He ObiTb MaMMHApHOro notoka Bo3gyxa. TpeboBaHMSA K YMCTOTE B OKpyXKarollem
NPOCTPaHCTBE 3aBUCAT OT KOHCTPYKUUW M30MATOpa WM €ero npumMeHeHusi. 3TO NPOCTPaHCTBO AOSIKHO
KOHTpONMpoBaTbCA U AN aceNTUYECKOro NPon3BOACTBa COOTBETCTBOBATh, MO KpanHeln mepe, knaccy D.

260. O3kcnnyatauus M30NATOPOB MOXeT OblTb Hayata TOMbKO MOCne COOTBETCTBYHOLLEN
Banugaumn. [pu npoBeAeHWM BanuaauuMnm [OIMKHbI ObiTb yYTEHbl BCe KpuTudeckue dakTopbl
N30MUPYIOLLEN TEXHONOrMK, HanpuMmep, KavyecTBO BO3Ayxa BHYTPU W CHapYyXu M3onaTopa, MopsiaoK
npoBeAeHWs caHTapHoW o6paboTkn n3onaTopa, TEXHONOIMIO Nepeaayn U LEeNoCTHOCTb M30MATOpa.

261. CnegyeT yCTaHOBUTb MOPSAOK TEKYLLEro KOHTPOINS, KOTOPbIN AOIMKEH BKMOYaTb NpoBedeHne
TECTOB Ha yTeuKy B U30MATOPe 1 CUCTEeMbl NepyaTku/pykaBa.

§ 3. TexHonorusi BbiAyBaHWe-HanonHeHUe-repMmeTn3auma

262. YcTponcTeo BblyBaHWe-HanonHeHme-repMmeTmusaLms ABnsieTca obopynoBaHnem
crneunansHOW KOHCTPYKLMK, B KOTOPOM B TEYEHUE OLHOMO HEMpPepbIBHOTO TEXHOMOMMYECKOro LUKNna w3
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TepMonnacTtu4HOro rpaHynata (bOpMMpyIOTCﬂ KOHTeIZHepr, HaNONMHAKTCA N 3aTEM repMeTmn3snpyrTcd -
BC€ B Mnpeaenax ogHoro aBToMmatn4eCcKkoro kKomnriekca.

263. OGopyaoBaHue - BbloyBaHWe-HaMoMHeHWe-repMeTnsaUms, UCrosib3yeMoe B acenTUYecKoM
npoussoacTee, KoTopoe obecrneyvyeHo 3hEKTUBHLIM MOTOKOM BO3[yXa 30HblI knacca A, MOXeT GbiTb
YCTaHOBIEHO B OKpYXalolleln cpefe, COOTBETCTBYIOLWEN No kKpalHen mepe knaccy C, npu ycroBum, YTo
NPYMEHEHO OCHaLLleHUe 1 ofexaa Ans nepcoHana cooTBETCTBYoLLEee 30HaM knaccos A v B.

Okpyxatowaa cpega B COCTOSHUM "MOKos" OOSMKHA COOTBETCTBOBAaTb TpeboBaHMSIM Kak Mo
XKM3HEeCnocobHbIM (MUKpOOPraHnaMam), Tak M MO HEeXW3HeCrnocoOHbIM YacTuuam, a B COCTOSIHUM
"akcnnyataummn” - TONbKO Mo XM3HECNOCOOHbIM YacTuuam (MUKpoopraHuamam).

264. ObopynoBaHue - BbidyBaHWe-HaMosIHEHWe-repMeTnsanmns, Mcnonb3yemoe B MPOU3BOACTBE
CpeacTB, noanexawmx cTepunuM3aumm Ha 3aBeplialowen cTaguv, [AOMKHO YCTaHaBnMBaTbCH B
OoKpyxatoLlen cpefe, COOTBETCTBYIOLLEN, NO KpanHen mepe, knaccy D.

Mpwn aTOM, yunTbiBag cneumndmuky 3TOM TEXHONOMMKN, JOIMKHO YAENSATbCS 0co060e BHUMAHME:

- KOHCTPYKLMKN N NPUrOAHOCTN 000pyaoBaHUS;

- BanMgaumm 1 BOCNpou3BOAMMOCTI NPOLIECCOB "04NCTKa Ha MecTe" u "cTtepunusaums Ha mecre";
- OKpyXatoLen cpee, B KOTOPoN ycTaHOBNEHO obopyaoBaHue;

- 00y4YeHMI0 oNepaTopoB M UX OAeXaeE;

- OOCTYMny B KPUTUYECKYI0 30HY 060pyaoBaHus, Bkrtodas nobyto cOopky, B TOM YUCe U YacTemn
obopyaoBaHUsA B acenTUYECKMX YCIIOBUAX 4O Havana HanosIHEHus.

§ 4. NpoaykTbl, noanexawme GUHULHOW CTEPUNU3aLUmn

265. lNogrotoBka KOMMOHEHTOB W CPEeACTB AOMMKHA MPOU3BOAUTLCS, MO KpanHenm mepe, B 30He
knacca D c Tem, 4TOObl o0OecnednTb [JOCTATOMHO HU3KUA YPOBEHb pUCKA KOHTAMUHALMK
MUWKpPOOPraHM3amamu 1 Yyactuuamu nepeg cragusmm unbTpaumm n ctepunmaaumm. MNpu cyectBoBaHWM
MOBLILUEHHOIO pPUCKA KOHTaMMHaLUMWM MWKPOOPraHM3amMamu MoAroToBka [OMKHa MNpouM3BOAUTLCA B
oKpyxatoLen cpege knacca C, Hanpumep:

- MPOAYKT SABMNSIETCHA XOPOLUEN NUTaTENbHOW cpeaon ANA MUKPOOPraHW3MOB;

- OOJDKEH XPaHUTBCS B TEYEHUE ANIMTENbHOrO BPEMEHN OO CTEpUNU3aumm;

- ero HeobX04MMO U3roTaBMMBATL B OTKPLITLIX COCYAaAX.

266. HanonHeHne npoaykumnen nepes okoHYaTenNbHOW cTepunmusaumeint JOMKHO NPOU3BOAUTLCS NO
KparHen Mepe B OKpyxatoLern cpefe knacca C.

B cnyyae, korga npoaykT noABepraeTcs MOBbILWEHHOMY PUCKY OT OKpyXalollen cpeabl,
HamnonHeHWe AOMKHO NPOM3BOAUTBLCA B 30HE Knacca A, UMEIOLLIEN OKPYXKaloLLyO0 cpeay no KpanHen mepe
knacca C, Hanpumep:

- ecnv onepauumn HanosnHeHUs NPOXOASAT MeaJ IeHHO;
- KOHTEMHEepPbl UMEIOT LLUMPOKOE roprio;
- KOHTEMHEpPbI HEO6X0OUMO AepKaTb OTKPbITbIMU BOoree HECKOMbKMX CEKYHA A0 repMeTmU3aLun.

267. MNpurotoBneHue 1 hacoBky Masen, KPeMOB, CyCNeH3nn 1 3MynNbCUA Nepes ctepunusaumnent Ha
3aBepLualoLlen ctagumn, HeobxoanMo, Kak NpaBuno, OCYLLECTBMATL B OKpy»KatoLlen cpeae knacca C.

§ 5. AcenTnyeckoe NponM3BoOACTBO

268. lNocne o4MCTKM KOMIMOHEHTbI AOMMKHbI HAXOOAUTBHCS B OKpYXaloLwen cpene, nNo KpanHen mepe,
knacca D. XpaHeHune CTepurbHbIX MCXOLHbIX MaTepuarioB U KOMMOHEHTOB (€Ccrnv He npeaycMoTpeHa
cTepunusaumsa unu puneTpauma Yyepes uUnbTpbl, yaepXKMBalLwmue MUKPOOPraHM3ambl) B NOCNEenyrLmX
cTagusix npouecca AOMKHO NPOM3BOANTLCS B 30HE krnacca A, KOTopas HaXo4UTCSA B OKpyXaroLen cpefe
knacca B.

269. MpuroToBreHne pacTBOPOB, KOTOPble B Te4YeHWe TEeXHONOrM4Yeckoro npolecca noanexar
cTepunuaylollein unbTpauum, OOIPKHO MPOM3BOAUTLCA B OKpyxatouwel cpede knacca C. Ecnu
dunbTpaums He npedycMoTpeHa, MPUroTOBRIEHME MaTepuarnoB U CpedcTB [AOMMKHO NPOU3BOAWUTLCSA B
30He krnacca A, koTopasi HaxoAMTCs B OKpyXKatoLLiei cpede knacca B.
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270. MNepepaboTka M HaNOMHEHWE NPUrOTOBIIEHHbLIX B aCENTUYECKNX YCIOBUSAX CPEACTB LAOIDKHO
NPon3BOAMTbLCS B 30HE A, HaxosLLENCS B OKpyXatoLLen cpefe knacca B.

271. lepepaya (TpaHCMOPTUPOBAHME) YACTUYHO 3aKPbIThbIX KOHTEMHEPOB, Kak Hamnpumep, npu
NMOMUNBHOW CYLLKE, OOMMKHA, 4O 3aBEPLUEHUS] YKYMOPKK, NPpOM3BOAMTLCS MO0 B 30HE A, HaxoadaLencs
B OKpyXXalllen cpefe knacca B, nnv B repmMeTnyHbIX nepefatodHbix OoKcax B OKpyxarolen cpefe
knacca B.

272. MNpurotoBneHne U HanosIHeEHWE CTEPUSbHbIX Ma3eln, KpeMOB, CYCNEH3UN N AMYNbCUIA JOIMKHO
NpOV3BOAMTLCS B 30HE A, HaxoOsLLEeNcs B OKpyXatoLwen cpeae knacca B, korga npogykT OTKpLIT M He
NOANEXMWT NnocrneayoLwen cTepunuayowen dhunstpauum.

§ 6. NMepcoHan

273. B uMcTbIX 30Hax (STO 0COBEHHO BaXXHO B acenTU4YeCKOM I'IpOI/ISBOJJ,CTBe) OOJIKHO HaxoOuTbCA
MWHMMasbHOE 4YUCO HeobXoaMmoro nepcoHana. WHcnekuuun n KOHTPOsbHbIE oOnepaunn, HaCKOJIbKO
BO3MOXHO, criegyeT npoBoAnTb BHE YUCTbIX 30H.

274. Becb nepcoHan (Bkntoyas 3aHsTbIN YOOPKOM U TeXHUYECKM obcnyxmBaHneM), paboTatoLmn
B Takmx 30Hax, AOIDKEH MPOXOAUTb cucTeMaTnyeckoe obydeHue, Bkovatowee TpeboBaHNs HacTOALWErO
PernameHnTa, a Takke MONOXeHWs Haanexalero NpousBOACTBA CTEPUMBLHOW NpodyKuun, cobnioaeHve
MNINYHOW TUTMEHBbI U OCHOBbLI MUKpobGuonoruu. B cnyvae, korga paboTHUKam, He MpoLiedwmM Takoro
00y4deHus, HanpumMmep, nogpsadvkam No CTPOMTENbCTBY UMM TEXHUYECKOMY 0BCMyXnBaHuo, Heobxoanmo
BOWTU B YMCTYHO 30HY, C HUMW criegyeT MpOBECTM COOTBETCTBYIOLLUA MHCTPYKTaX M obecneunTb Hag
HUMUW KOHTPOIb.

275. llepcoHan, umelOwWMA Aeno € Matepuanamm n3 TKaHEM >KMBOTHBIX WIU  KynbTypamu
MWKPOOPraHn3mMoB, OTIIMYAIOLLMMUCS OT TEX, YTO MCMONb3YIOTCH B TEKYLLEM TEXHONMOrMYeckoM npouecce,
He [OIKeH BXOAMTb B 30Hbl CTEPUINBHOTO MPOM3BOACTBA 6e3 NpOXOXAEHWUS CTPOrMX U YeTko
onpefeneHHbIX NOAroTOBUTENBHbBIX Mpoueayp.

276. lNepcoHan JomkeH CTporo cobnwgatb NMYHYI0 TMIMEHY U 4nucToTy. lNepcoHan, 3aHaTbI B
npoun3BoacTee CTepunbHbIX CpencTs, AOJDKEeH ObITb NPOUHCTPYKTUPOBAH (o] H€O6XOJJ,I/IMOCTVI
WHOPMUPOBaAHMSA O MOBLIX hakTopax, KOTOpble MOryT Bbi3BaTb KOHTaMWHALMIO MUKPOOPraHuaMamu u
YacTuuamm ceepx LI,OI'IyCTI/IMOI7I HOPMBbI, KaK Mo X KOJfin4ecTBy, TakK U No pa3HOBUOHOCTAM.

277. CnepgyeT NnpoBOANTb NOCTOSIHHLIN KOHTPOSb 3a COCTOSIHMEM 300pOBbS nepcoHana. PelwweHne
0 Mepax B OTHOLLEHMM NepcoHarna, KOTopbl MOXeT BblTb NoABepP>KEH NOBbILUEHHOMY MUKPOBHOMY PUCKY,
AOMKHO NMPUHUMATLCS YNOMHOMOYEHHbBIM Ha 3TO OTBETCTBEHHbIM NULIOM.

278. TllepcoHan pomkeH nepeodeBaTbCAd U MbITbCA B COOTBETCTBUM C  MUCbMEHHbLIMU
WHCTPYKUMSIMW, KOTOpble AOMKHbI BKNoYaTh TpeboBaHus, npedycmMaTprBatoLme CBeAeHne 40 MUHUMyMa
pucka KOHTaMWHAUMWM CaHWTapHOW ofexabl, NpedHasHa4YeHHOM AN YUCTbIX 30H, M KOHTaMUMHALMM
YUCTbIX 30H.

279. B 4nACTbIX 30HaX Herb3s HOCUTb PYYHbIE Yachl W IOBENVPHbBIE U3AENUS, @ TAKKe UCTONb30BaTh
KOCMETMKY.

280. Opexna n ee Ka4yecTBO [OMKHbI COOTBETCTBOBATb TEXHOMOrMYECKOMY MPOLEeccy U Knaccy
paGoyelt 30Hbl. Ee Hy)kHO HOCUTb Tak, YTobbl Gbinia obecneyeHa 3almTa NPOAYKUMM OT KOHTaMUHaLUNW.

K ogexge, npegHasHayeHHOW AN 30H pasnU4HbIX KNaccoB, MpeabsaABRSOTCS crefylouime
TpeboBaHuS:

1) 3oHa knacca D:

BOJIOCbl U Bopoaa (ecrnv oHa ecTb) OOIMKHbI ObiTb MOKPLITHI; CNeagyeT HOCUTh 3aLUUTHBLIA KOCTIOM
o0uero HasHa4yeHus, COOTBETCTBYHOLYH 00yBb Mnn Gaxunbl, ogeBaemble noBepx 00yBu. [omkHbl ObiTb
NPUHATBI Mepbl AN NPefoTBpPaLleHUs MPOHUKHOBEHUS NOOOro BMAaa KOHTaMWHALUWM B YUCTYHO 30HY
N3BHE;

2) 30Ha knacca C:

BOMNocCkl, 6opoaa 1 ycbl (eCny OHW eCTb) AOMKHbI ObITb NOKPLITHI. CriegyeT HOCUTL 3akpbiBaloLLUiA
BCE TeNO KOCTIOM (UEenbHbIA MM COCTOSILLMIA M3 OBYX YacTew), NMoTHO obrerawwmin 3ansacrbs, C
BbICOKMM BOPOTHMKOM M COOTBETCTBYHOLLYIO 00yBb unu 6axunsl. Ogexaa n obyBb He LOMKHbI BbIOENATb
BOPC UIN YacTuLbl;
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3) 30HbI knacca A/B:

rofloBHOM yOOp [OMKEeH MOJSIHOCTbIO 3aKpbiBaTb BONOCHI, 60poay M ycbl (€CnM OHU €CTb); ero
OTBOPOTbl AOMKHbI ObITb CMpATaHbl NO4 BOPOTHWK KOCTIOMA; CriegyeT HOCWUTb Macky, 4ToObl
npenoTBpaTUTb pacrnpocTpaHeHUe Kanenek; crefyeT HOCUTb CTEpPUNM30BaHHblE COOTBETCTBYHOLLMM
06pa3oM, He BbIENSIOWME 4YacCTUL, PE3VMHOBbIE MMM MMNACTUMKOBbIE NEpYaTku; CTEPUNIM3OBAHHOE WK
Ae3MHMLUMPOBaAHHOE NOKPLITUE HA 0BYBb; HMKHAS YacTb LUTAHOB AOMKHA ObiTb cnpsATaHa BHyTpb Gaxwun,
a pykaBa ofexgbl - B ep4aTku.

3awmnTHaa ogexna He OOfKHa BblAENsTb BOpCa unn 4actuu U OOJDKHa yaepXmBatb 4HacTuubl,
oTaenarwmecd oT Tena.

281. HapyxHas ogexaa He JoImkHa nonadath B KOMHAThLI NEpeoaeBaHus], BeayLume B 30HbI Kracca
B n C. Kaxgbin paboTHMK B 30Hax knacca A/B pomkeH ObiTb obecneyeH 4MCTOM CTepUsibHOM
(cTtepunusoBaHHON M 06paboTaHHOM agekBaTHbIM 0Opa3oM) OAEXKAOM B KaXAyl CMeHy wunu, no
KpalHen Mepe, OOWMH pa3 B [OeHb, eCnu pe3ynbTaTbl KOHTPONSA No3BonsT 3T10. Bo Bpemsa paboThbl
nepyatku crnegyet perynspHo gesuHduumpoBaTb. Macku v nepyatku crnefyet MeHsATb, MO KparHewn
Mepe, Kaxayto CMeHYy.

282. Opexaa Anst YMCTOM 30HbI JOMMKHA OYMLLATBECS M XPaHUTbCS TaknMm obpasom, YTobbl OHa He
cobupana KOHTaMUHUPYIOLLMX BELLECTB, KOTOPblE MOTYT OT HEe BMOCNEeACTBUM oTaenuTbes. Onepauun
MO OYUCTKE U XPaAHEHUKD TEXHONOTMYECKOW oaexabl [AOMKHbI NPOBOAMTCS B COOTBETCTBUM C
MUCbMEHHBIMU  MHCTPYKUMSMU. XKenaTenbHO MMETb OTAENbHble MNpayeyHble Ans TakoW oAeXAabl.
O6paboTka, npoBoauMas HECOOTBETCTBYHWOLIMM o6pa3oMm, MOBpexaaeT BOMOKHA TKAHM U MOXeT
YBENUYUTb PUCK OTOENEHMS YacTuL,.

§ 7. NomeweHuns

283. [Ona Ttoro u4TtoGbl CBECTM OO MWHMMYMa OTAENIEHWE W  HaKOMJIEHNe 4acTul, Wunu
MUKPOOPraHM3moB,  obecneynTb  BO3MOXHOCTb  MHOFOKPATHOFO  MPUMEHEHMSI  MOWOLWMX U
AE3NHPULMPYIOLLMX CPeacTB, BCE OTKPbITblE MOBEPXHOCTU B YWUCTbIX 30HAX AOMKHbI OblTb FragKUMu,
HEMpPOHNLIAEMbIMU U HE UMETb TPELLIMH N N3NTOMOB.

284. [Ins yMeHbLUeHMs HaKoMmeHns nbinm n obnerdeHns npoueaypbl OYUCTKM, B MOMELLEHUSX He
AOMKHO ObITb TPYOHOAOCTYMHBIX MECT, HE NOoAOAlLLUXCA OYUCTKE, OOMKHO ObiTb Kak MOXHO MeHbLue
BbICTYMOB, MOSIOK, CTennaxen u obopyaosaHus. [1Bepy AOMKHbI ObITb CKOHCTPYMPOBAaHbI Tak, YTOObI He
ObINO TPYAHOOOCTYMHbIX AN OYMCTKUM MECT; MO 3TOW Xe NPUYMHE HexenatenbHO WCMoNnb3oBaHue
pasaBWKHbIX OBEPEent.

285. TlogBecHble NOTONMKM [OMMKHbI ObiTb repmMeTMsnpoBaHbl C  Lenbio  NpeaoTBpalleHus
KOHTaMMHaLuy 13 NPOCTPaHCTBA Hag HUMM.

286. TpybonpoBoabl, BO3AyxoBOAbI U Apyroe obopyaoBaHue cnegyeT pacnonaratb Tak, YTobbl He
ObINO TPYAHOOOCTYMHbLIX MECT, HErepMeTU3NPOBaHHbLIX OTBEPCTUN U NOBEPXHOCTEN, TPYAHOLOCTYMHbLIX
ANsi NPOBEAEHNST UX OYUCTKM.

287. B 3oHax knaccoB A/B, mcnonb3yembix Onsi aCenTMYecKoro npou3BOACTBa, 3anpelyaercs
yCTaHaBnMBaTb PakoBUHbI U CTOYHbIe Tpybbl. B ApyrMx 3oHax mexgy obopynoBaHMEM U pakoBUHAMWU
(cTOYHbIMM TpyGamu) AOMKHbI ObiTb BO3AYLUHbIE MPOMEXYTKN. CTOKM B UMCTbIX MOMeLLeHusx Gonee
HW3KOro Knacca AOMmkHbl 6biTb 060pYyAOBaHbl CU)OHAMM MM BOAHBIMUK 3aTBOpaMM, YTOOblI HE AOMYCTUTb
TeyeHnss obpaTHOro NoToka.

288. KoMHaTbl And nepeofeBaHWs OOSMKHbI MPOEKTUPOBATLCS Kak BO3AYyLUIHbIE LUM3bl. B HMX
OOIMKHO ObITh 0BecneyeHo hmandeckoe pasgeneHne pasnuyHbIX 3TanoB nepeocaeBaHus ans Toro, YToos!
CBECTM 0O MUHUMYMa PUCK KOHTaMUHAaLMM TEXHOMOrMYeCcKon oaexabl YacTuuaMmm n MUKpOOpraHn3mamu.
B komHaTax ana nepeogeBaHusi OOIMKEH ObiTb obecneveH 3(hdEKTUBHBIN MOTOK OTUIBTPOBAHHOIO
Bo3ayxa. [locnegHui aTan KOMHaThbl NepeoaeBaHns AOSMKEH NMETb B COCTOSIHUM "MoOKos" TOT Ke Kracc,
YTO M 30Ha, B KOTOPYIO OHa BederT.

B HEKOTOPbIX Crny4daax XenaTtelibHO MMeTb OTAellbHble KOMHaTbl nepeoaeBaHuda OnA Bxoda U
BbiX04a B YNCTbI€ 30HbI.

O6opyp,OBane ONA MbITbA PYK, KaK npaBuno, OOJNKHO ObITb YCTAHOBJ1EHO TOJIbKO B Ha4YallbHbIX
KOMHaTax aAnd nepeogesaHuA.
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289. He ponyckaetcs, 4toObl 00e OBepu BO3QYLUHOIO LUM03a OblNM OOHOBPEMEHHO OTKPbITHI.
HomkHa ObiTb nNpegycMoTpeHa cucTema OnOKMPOBKM WM CUCTEMA OMOBELLEHUST (BU3yarnbHas wunm
3BYKOBasi) C LIENb0 NpeoTBpaLLeHnNst OTKpbIBaHWSA Bornee YeM OfHOW ABEPU OLHOBPEMEHHO.

290. Cwuctema obecnedyeHusi OTGUNBTPOBAHHLIM  BO3AYXOM  [OJPKHA  MoggepXuBaTb
NONOXMWTENbHLIA Nepenag OaBreHNst Mo OTHOLLEHUIO K OKpyKaloLum 30HaM Oornee HM3KOro krnacca u
COOTBETCTBYIOLLMIA MOTOK BO34yxa Mpy BCEX YCNOBUSAX (YHKUMOHWPOBAHUA, a Takke 3ddeKTUBHOE
o6TekaHNe BO3OYXOM KOHTPONMMPYeEMOM 30Hbl. CocefHue MNOMELLEHWUS] PasfMuYHbIX KIAcCoB AOSHKHbI
umeTb nepenag pasneHus 10-15 [Ma (3Hauvenne pna pykoeogctea). Ocoboe BHMMAHWE [OOMKHO
yOoenaTbCa 3awmuTe 30H C OonblUeN CTENeHb puUcka, TO €CTb 30H HEMOCPEACTBEHHO OKPYXKAHLLIMX
OTKPbITbIN MPOAYKT MY NPeaMETbl, KOHTAKTUPYHOLLME C MPOLYKTOM.

Mpn paboTe c oTOenbHbIMM MaTtepuanamu, HanpuMep, MNaTOreHHbIMW, BbICOKOTOKCUYHbLIMU,
pagvoakTUBHBIMK, XMBbIMW BUpycamMn K BakTepusiMu, HeobXxoaumo npedycMOTpeTb cheuunanbHble
cnocobbl MOAroTOBKM BO3ayxa M obecneveHus nepenaga gasnenus. [1na HEKOTopbIX onepauui MoxeT
notpeboBaTbca Ae3vHpeKUNss 0bopyaoBaHusa n obpaboTka yganseMmoro Bosayxa.

291. [omkHo OblTb HarnsgHO MokasaHo WM YOOCTOBEPEHO, YTO MOTOKM BO3dyXa He MnepeHocsT
YacTuubl OT 4YerioBeka, NMPOBOAMMBLIX TEXHOIOIMYECKUX onepauui unn obopynoBaHus, BblOensoLero
YyacTuubl, B 30HY Ooriee BbICOKOro pucka Ansi CpeacTea.

292. ormxkHa ObITb yCTaHOBJ1€Ha cuctemMa aBapMVIHOFO onoBeLlleHnd npn oTkase O60pyﬂ,OBaHVIF| no
obecneyeHnto n KOHTPOJ1HO 3a BO3OYyXOM. [ormKHbI ObITb YCTaHOBJ1€HblI MHOMKATOPbLI Nepenaga AaBl1ieHUA
Mexay 30HaMu, rae 3TOoT nepenag MMeeT BaXXHOe 3Ha4deHue. 3HaveHuns nepenaga gasleHna OOJIKHbI
perynapHo 3anuncbiBatbCA UMM AOKYMEHTMPOBATLCA UHbIM cnoco6om.

§ 8. O6opynoBaHue

293. JleHTbl KOHBEMEPOB HEe [OOIDKHbI MPOXOAUTb Gapbep Mexay 3oHamu kraccoB A unu B um
pabo4er 30HON C MEHbLLEN YNCTOTOM BO34yXa, ECININ TOSNbKO Cama JieHTa He NoaBepraeTcsi HenpepbIBHON
cTepunusaummn (Hanpumep, B TYHHeNe cTepunmsauumn).

294. lpoekTnpoBaTb M ycTaHaeBnuBaTb obopyaoBaHue, (PUTUHIM (MecTa COeOMHEHUS) U 30HbI
obcnyxvBaHus cregyet, MO Mepe BO3MOXHOCTM Tak, 4Tobbl paboume onepauuu, TeXHWYeckoe
o6CcnyXMBaHMe U PEMOHT MPOU3BOAUIUCH CHAPYXM YMCTOW 30HbI. Ecnn TpebyeTca ctepunmsauus, oHa
AOIMKHa NPOU3BOAMTBLCA Mocne BO3MOXHO 6ornee nonHown pasbopku obopyaoBaHus.

295. Ecnu npu nNpoBedeHUM TEXHUYECKOro OBCnyXMBaHUA WNM pemoHTa obBopyaoBaHus,
Haxodseroca B 4YWCTOM 30He, Obin HapylweH YpOBEHb YMCTOTbl (CTepunbHOCTWM), TO nepea
BO30OOHOBINEHVEM MpomM3BoACTBA dTa 30Ha QJOSKHA ObiTb ouuweHa, AesvHduumMpoBaHa W/vnu
CTepunusoBaHa COOTBETCTBYHOLLMM 06pa3om.

296. ObopygoBaHue Ons NOArOTOBKW BOAbl M CUCTEMbI MO €e pacnpefeneHvnio AOMmkHbl BbiTb
CKOHCTPYMPOBaHbI, MOCTPOEHbI, U UX TexXHWYeckoe obOCnyXvMBaHUe AOIMKHO OblTb OpPraHM3oBaHO Tak,
yTobbl OBbINO rapaHTMpPOBaHO Haanexailee obecrnedeHne BOAOW HYXHOro kadecrtBa. [laHHoe
obopyaoBaHVe Hemnb3s 3KCNyaTupoBaTh CBEPX MPOEKTHON MOLLHOCTY.

Boga ans vMHBbEKUMA [OMKHa TOTOBUTBCS, XPaHUTbCA W pacrnpefensatbcs Tak, 4Tobbl Obin
WCKIIOYEH POCT MMKPOOPraHM3MOB, HanpumMep, 3a CHeT ee MOCTOSIHHOW LMPKYnauuM npy Temneparype
6onee nntoc 70 rpaa. Llenbcus.

297. Bce obGopynoBaHue, Takoe Kak CTepunu3aTopbl, CUCTEMbI NOArOTOBKUM W bunbTpauum
BO3[yXa, BEHTUNSLMOHHbIE OTBEPCTUS U ra3oBble PUIbTPLI, CUCTEMbI 06pPabOTKM, NOATOTOBKU, XPaHEHUS
W pacnpegenexHvs BoAbl AOIMKHBI NOANexaTh Banugaummn (kBanudukauum) u ninaHoBOMY TEXHUYECKOMY
obcnyxumBaHuio. X NOBTOPHLIN BBOA B AeNCTBUE A0MKEH ObiTb CAHKLIMOHMPOBAH.

§ 9. Y6opka u caHutapHasa obpaboTka

298. CanuTapHas obpaboTka 4YMUCTbIX MOMELLEHUMA UMEET O4YeHb BaXHOe 3HauveHue. Yuctble
NOMELLEHNsT [AOMKHbI TWATENbHO O4YMLIATbCA B COOTBETCTBUM C MUCBMEHHOW WHCTpyKumen. Ecrnu
UCNomnb3yloTCcsa  Ae3nHduumpylowme  CpeactBa, TO  HYKHO  MPUMEHSATb  HECKOSIbKO  TMMOB
AEe3MHMUMPYIOLWLMX CPEACTB C WX NEepuogMYEecKUMU CMeHamu. B uucTbix nomelleHusix criegyeT
NPOBOAUTL PErynspHbIA KOHTPOMb OKpyXXatollen cpefbl, C Lenbio 0bHapyXeHUsa YCTOMYMBBLIX LLUTaMMOB
DOakTepuin.
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299. B UMCTbIX NMOMELLEHNAX MOOLLME M Ae3nHdUUMpYIOLLME cpeacTBa crieyeT KOHTPONMpoBaTh
Ha MUKPOOMONOrMYeckylo 4YMCTOTy. PacTBopbl [OOMKHbI HaXOAMTbCSA B MNpeaBapUTENlbHO BbIMbITbIX
KOHTeliHepax M XpaHWUTbCHA TOMbKO B TeYeHWe ornpedeneHHOro nepuoga, ecnu He npeaycMoTpeHa WX
nocneaywwan crepunusauusa. Motolime ¥ Oe3uHpUUMpYloWmMe CpeacTsa, MNpUMEHsieMble B 30HaXx
knaccoB A 1 B, 0onkHbl 6bITb CTEPUNBHBIMU NEPe UCMOMNb30BaHNEM.

300. C uenbto YMEHbLUEeHUA MI/IKp06I/IOJ'IOFI/I‘-IeCKOIZ KOHTaMUHaunn B HEOOCTYNMHbIX MeCTaX MOXeT
MCnoJ1ib30BaTbCA ra3oBas Ll,e3I/IH(beKLI,VIF|.

§ 10. TexHonorn4yeckum npouecc

301. Ha Bcex crTagumsix NpouMsBOACTBa, BKNOYad cTaguu, npealwecTBylolme crTepunmsaumm,
AOJDKHbI ObITb MPUHATHI Mepbl NO NPeaynpeXxaeHnto KOHTaMUHaUUK.

302. 3anpellaeTca M3roTaBnuBaTth U pacgacoBbiBaTb MUKPOBMONorMyeckme npenapartbl B 30HaX,
ncrosb3yemblx OS5 MPOU3BOACTBA [APYIMX JeKapCTBEHHbIX CPEeACTB; OOHAKO BaKUMHbI  YOUTbIX
MUKPOOPraHN3MOB MIN 3KCTPaKTbl GakTepuit MOryT pacdacoBbIBaTLCS MOCHe MX UHAKTMBaLUWK B TEX e
MOMELLEHNSAX, YTO W ApYrne CTepuIibHble NeKapCTBEHHbIE CPeACTBa.

303. Banunpauusi acenTM4eckoro npouecca [[OfbKHa BKMAYaTb €ro MoaenuposaHne C
NCMosib30BaHNEM NMUTaTENbHOM cpeapbl. Bug npumeHsiemon npm aToM NUTaTenbHOM cpeabl OOMMKEH ObiTb,
Kak npaBuno, 3KBMBaneHTeH O03MPOBOYHON hopMe cpedcTBa v BbiTb CNOCOOHLIM NoadepuBaTb poCcT
LUMPOKOrO CnekTpa MUKpoopraHnamoB. KOHTpONbHOE MogenvpoBaHME Mpouecca OOSMKHO Kak MOXHO
onwxe MMUTUPOBATb OObIYHbIN npouecc acentn4eckoro npom3BoAcTBa U BKIHOYaTb BCE KPUTUYECKME
cTagum TexHornorumyeckoro npouecca. MopgenvpoBaHMe npouecca [OOIDKHO MOBTOPATbLCA Yepes
OonpedeneHHble MHTepBanbl BPEMEHW, a Takke nocne JobbIX CYLWECTBEHHbIX W3MEHEHUA B
06opyaoBaHUM UK NpoLiecce.

Uncno nepBMYHbBIX YNaKOBOK, 3anOSfHAEMbIX MUTATENbHOW Cpenon, AOMKHO ObiTb AOCTAaTOYHbIM
ONs OOCTOBEPHOW OueHKW. [ns ManbiX napTUM YUCAO MEPBUYHBLIX YMaKoOBOK C MUTaTeSNIbHOW cpeaomn
OOIKHO ObITb, MO KparHen Mepe, paBHO pa3mepy cepuy NPOAYKLUUKU. YPOBEHb MUKPOOHON KOHTaMUHaLUN
AorkeH 6biTb MeHee 0,1% ¢ AoBepuTENbHOM BEPOSITHOCTLIO 0,95.

304. Heobxogumo obGecneuntb, YTOObI Npouecc BanvMaauMM HUM B KOEM Criydyae He Bpeawun
npoLeccy NponsBoAcTBa (He NoBbilwan ero puck).

305. NcTouHnkn BogocHabxeHus, obopyaoBaHne Ans NOArOTOBKM BOAbl M MOATOTOBIIEHHYIO BOAY
cnegyeT nogepratb PeryrnsipHoMy KOHTPOMO Ha XMMUYECKYD M BUOMOrMYeckyro KOHTaMUHaUMIO U, B
HeobXoAMMbIX crnyvasX, Ha 9HOOTOKCUHbI. [lormkHa OblTb opraHm3oBaHa cucTema LOKYMEHTUPOBaHUS
pe3ynbTaToB KOHTPOMS W MNobbIX NpeanpuHUMaemMbIX AeNCTBUN.

306. B umncTbix 30Hax, 0COBEHHO B TeuyeHue npouecca acenTMyeckoro npoussoacTea, ntobas
OEeATenbHOCTb NepcoHana formkHa ObiTb cBedeHa A0 MUHMMyMa. [epeaBmkeHus nepcoHana LOImKHbI
NOAYMHATLCA NpaBuamM 1 KOHTPONMPOBaTbCs, YTOObI n3bexaTb BblAENeHNst YacTuL, 1 MUKPOOPraHN3MoB
M3-32 MOBbILEHHOM aKTUBHOCTWU. YuuTbiBad cneumnduky TEXHOMOrMYeckon oaexnabl, He cneayeTt
aonyckatb HEKOM(OPTHBIX BLICOKMX 3HAYEHUI TeMnepaTypbl U BITAXKHOCTU OKPY>KatoLLIero Bo3ayxa.

307. Mukpobuonornyeckas KOHTaMWHaUUsS CbipbSl M UCXOOHbIX MaTepuanoB [ofmkHa ObiTb
MUHMManeHon. Cneumdpmvkauum Ha  HUX  OOMMKHbI  BKMYaTb  TpeboBaHMs K JOMNYyCTUMOM
MUKPOBUONOrMYECKON KOHTaMWHaUMM, Korga Ha HeobXoouMMOCTb 3TOrO  yKasblBalT pesynbTaTbl
KOHTPONS.

308. JomkHO 6bITb MUHUMW3UPOBAHO WCMOMB30BaHWE B YUCTbIX 30HAX Tapbl (KOHTEMHEPOB) U
MaTepuarnos, CNOCOOHbLIX BblAeNsATb BOMOKHA. TaMm, rae 3To BO3MOXHO, crefyeT npoBoauTb onepauum
KOHTpONs (M3MepeHst) C Lenbio MUHUMU3ALNN KOHTaMUHaLUUKM YacTmuLaMm roToBoro CpeacTaa.

309. ObpalleHre C pasnuuHbIMK geTansiMu, Tapol M obopyooBaHMEM MOCHE OKOHYaTeNbHOW
O4YUCTKN N 06pabOTKM AOMKHO ObITb TAKUM, YTOObI UCKITHYUTL MX NOBTOPHYH KOHTAMUHALMIO.

310. WHTepBanbl BpeMeHW Mexay MOWMKOW, CYLKOW W cTepunusauuen petanen, Tapbl u
obopyaoBaHMs, Takke Kak W Mexgy Wux cTepunusauven M WUCMNOSb30BaHWEM, [OOIKHblI ObITb
MWUHUManbHBIMU M UMETb 3Ha4YeHUe, COOTBETCTBYIOLLEE BanNnANPOBaHHbIM YCITOBUSIM XPaHEHUS.

311. JOmkHO ObITb MMHUMAaIbHbLIM BpPEMS MEXOY HayarnoMm NpUroTOBIEHWS pacTBopa U ero
cTepunusaumen unu unbTpaumen Yepes unbTpbl, 3adepXXMBaroime MUKPoOopraHnambl. Ona Kaxagoro
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cpeacTBa AOMKHO BbITh YCTAHOBMEHO MaKCUMMarbHO O0MYyCTMMOE BPeMsi, C y4eTOM cocTaBa cpeactsa U
YCTaHOBIEHHOTO crnocoba XpaHeHus!.

312. MNepepn cTepunuaaumnen cnegyet NPOBOAUTbL MUKPOBUONOrMYECKUn KOHTPOMb. [OMmKHbl ObiTb
yCTaHOBMeHbl pabouyne npeaensl KOHTaMUHALMU HEMOCPEACTBEHHO Mepea CTepunusauuen, KoTopble
ONpPeAensaiTCa UCXOAs U3 NMPUMEHSIEMOro MeToda cTepunu3aumn. Tam, rae Heobxo4MMo, NpoBepseTCs
oTcyTCTBME NUporeHoB. Bce pactBopbl, B 0cobeHHOCTN Bonblune o6bembl MHAY3MOHHBIX XUAKOCTEMN,
cnefyeT nponyckatb yepes  (punbTpbl, yaAepXKuBalLlLlMe MWUKPOOPraHmsMbl, MO BO3MOXHOCTH,
yCTaHaBnMBaeMble HEMOCPEACTBEHHO Nepea NPoLeCcCoM HanoHEHUS.

313. [deTanu, KoHTelHepbl, 06opyAoBaHWe U ApyrMe npeaMeTbl, UCMoNb3yeMble B YACTbIX 30HaX
acenTuYeckoro MpOM3BOACTBA, AOMKHbI CTEPUIN30BaTbCA WM MPOXOOAUTbL B YUCTYIO 30HY 4Yepes
[BYCTOPOHHWE CTepunu3aTopbl, repMeTWYHO 3afenaHHble B CTeHbl, NMbo ApyrMM  crnocoGom,
obecrneymBaoLLIMM HEAOMYLLEHUA KOHTaMUHALK.

HeFOpPO‘-II/Ie rasbl, UCnoJb3dyemble OANnA yaaneHua pacteBopa unun and co3gaHua 3alUuTHOro cnod
Hang npop,yKumeVl, OOJDKHbI NPOXoaAnTb 4Yepes (*)I/I.I'IprbI, 3agepXxmBaroime MMKpoopraHm3mbl.

314. [JomkHa NpoBOAMTBLCA Banvaaumsi nobdoro HOBOro TEXHONMOrMYecKoro npouecca. Banvgaums
OOJIMKHA MOATBepXAaTbCs Yepes onpeaerneHHble NHTepBarnbl BPEMEHN, OCHOBbIBasICb Ha OnbiTe paboThl,
a TaKke npu NbbIX 3HAYUTENBHBIX MU3BMEHEHUSAX B TEXHONOMMYECKOM Mpouecce nnm obopyaoBaHum.

§ 11. Ctepunusauus

315. Bce npouecchl CTepunu3auumn AoMmKkHbl ObiTb BanuamposaHbl. Ocoboe BHUMaHWE OOMKHO
YyOenaATbCa CriyyasM, Koraa NpuMeHsieMblii MeToq CTepunusaummn He siBnsetcs dpapmakonenHbiM unm
Koraa npuMeHsieMblii MeTof WCMonb3yeTcsa Ons CPeacTBa, He SABMNAOLWErocs MpoCTbiM BOAHLIM UMK
MacnsHbIM pacTBopoM. B Takux crniydasix, rae 9TO BO3MOXHO, OOIMKHA NPUMEHATbLCA Tennosas
cTepunusauus. B nwobom cnyyae, MeToAd CTepunusauuMm [OMMKEH COOTBETCTBOBAaTb PYKOBOASLMM
[AOKYMEHTaM, OTHOCSLLMMCS K NPOU3BOACTBY U peanusauun.

316. [lo NpMHATUS peLleHnss O NMPUMEHEHMM Kakoro-nMbo npouecca crepunuaauun gomkHa ObiTb
nokasaHa €ero MpuUrogHoCTb Ansl cpeactBa M 3dPdeKTUBHOCTb B obecneyeHun Tpebyembix YCrnoBui
CTepunmMsaumm BO BCEX YaCTAX KaXXAOro Tuna 3arpysku, C NpuMeHeHMeEM (PUINYECKMX M3MEPEHUN nnm
fbuonornyeckMx MHOUKATOpPOB, rae 3710 npegycmoTpeHo. CooTBeTCTBME Mpouecca cTepunu3auuu
TpeboBaHUsIM JOMKHO NOATBEPXKAATLCS Yepe3 onpefeneHHble MHTepBasbl BPDEMEHMW, HO HE peXe OAHOro
pasa B rof, a Takke nocrne BHeCEHUS MoObIX CyLLIECTBEHHbIX M3MEHEHMI B obopygoBaHue. PesynbTtaThl
BCEX OEWCTBUM AOIMKHbI AOKYMEHTMPOBATLCS.

317. [Ons obecneyeHns adEeKTMBHON CcTepunu3aumm Becb 00beM MaTepuana [OSmKeH
nogpepratbcs Heobxooumon obpaboTke. TexHOnorMdeckuii npouecc AoMmKeH ObiTb MOCTPOEH Takum
0bpasoM, 4Tobbl 06ecneunTb BbINOSTHEHNE 3TOro TpeboBaHUS.

318. [Ins BCeEx MpoLeccoB CTepuUnusaummn SoSmkHbl ObiTb pa3paboTaHbl U BanuaupoBaHsl MOgeNn
3arpysku.

319. buonornyeckne MHOUKaTOPbI crneayet pacCcMaTpuBaTb B Ka4eCTBe AOMNOJTHUTENbHOIoO MeToa
KOHTpONA cTepunn3aumn. Buonornyeckne UHOWMKaTOPbI AO0JMKHbI XPAaHUTLCA U MCNOJb30BAaTbCA COrfacHo
MHCTPYKUMNAM U3rOTOBUTENA, a Ka4eCTBO UX OOJIKHO YEeTKO KOHTPONMNpOoBaTbCA.

ﬂpw NCMosib30BaHUN BUONOrNMYECKnX WHOWMKaATOPOB AOJTKHbI NPUMEHATBLCA MepPbI Ald TOro, 4yTOObI
nsdexaTb MMKpO6HyI'O KOHTaMunHauuno npoaykummn ns Gronornyecknx WHOUKaATOPOB.

320. [lomkHbl ObITb YCTAHOBIIEHBI YETKME METOAb! pa3deNneHnsl HeNPOCTEPUIM30BaHHbIX CPEACTB U
CpeAcTB, Npolleawmnx cTepunusaumio. Kaxkgas kKopauHa, OTOK Unv apyrasi eMKOCTb ANt CpeacTsa Unn
KOMMOHEHTOB [0KHa UMETb YETKYl0 3TMKETKY C HasBaHWEM MaTepuana, HoMepa Cepun U ykasaHueM,
npowlen oH cTepunuaaumio unu Het. Ons o6o3HadeHus Toro, npoluna nv cepust (UMM 4YacTb cepum)
NpoLIeCC CTepUNMU3aLMM MOryT UCMOSNb30BaTbCA TakMe UHAOUKATOPbI, KAk aBTOKNAaBHas NeHTa, HO OHU He
[atoT JOCTOBEPHOrO yKa3aHWs Ha TO, YTO cepust AEUCTBUTENBHO CTEpPUIbHA.

321. Kaxgbil UMKN CTepunmM3aumm OOIDKEH OOKYMeHTupoBaTtbCs. [JOKyMeHTaums AormkHa ObiTb
YTBEPXAEHA KaK YacTb AOKYMEHTauuMn (NpOoToKosia) Ha NapTuto (CEputo) MPOAYKLMM.

§ 12. TennoBas crepunusauus
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322. Kaxgblii UMK TEenrnoBoW CcTepunusaumm [OMKeH [OOKYMEHTMpOBaTbCs Ha Auarpamme
BpemMs/TemMnepaTtypa ¢ COOTBETCTBYIOLLEN AMMHOM LWKamnbl UKW NPU NOMOLLWM ApYroro npegHasHayeHHoro
anst aToro obopyaoBaHMs C HEOOXOAMMOWM akKypaTHOCTBbIO M TOYHOCTbI. PacnonoxeHwe [aT4yMKoB
TemnepaTtypbl, UCMONb3YyEeMbIX ANSA KOHTPONSA W/MnM 3anucu, OOSMKHO ObiTb onpedeneHo BO Bpems
Banugauun u, rae 370 BO3MOXHO, MPOBEPEHO MO APYroMy HEe3aBUCMMOMY OaTyvKy TemnepaTypbl,
pacrnosiokeHHOMY B TOM e MecTe. [dmarpamma unm ee OoToKOoNMsa LOMKHa COCTaBMATb 4YacTb
NpoTOKONa CepuMn.

323. [onyckaeTcs WCMNOMb30BaHWE XMMMUYECKUX M OMONMOrMYeckUx WHAMKATOPOB, HO OHWU He
OOMMKHbI 3aMeHSATb (OU3NYECKNE N3MEPEHUS.

324. [o Hayana oTcyeTa BpeMeHW CTepunusaumm OOIMKHO ObiTb NPeayCMOTPEeHO AOoCTaToyHOoe
Bpems, 4Tobbl obecneunTb OOCTWXKeHMe Tpebyemoln TemnepaTypbl BO BCeM CTepunudyeMom obbeme
3arpy>XEeHHbIX NpegMeToB. OTO BpeMsi AOSMKHO OMNpeaendatbCs MHOMBMAYANbHO ONs KaX4Oro Tuna
CTEpPUNN3yemMon 3arpysKku.

325. lNocne 3aBepLUeHUs BbICOKOTEMMNEpaTYpHOWN hasbl LMKa TENNOBOW CTepunusauum crnegyet
NPUHATL MEpPbI NPEeAOCTOPOXHOCTH, NPpefoTBpaLLatoLLMe KOHTaMUHALMIO MPOCTEPUITM30BAHHOIO 0ObekTa
BO BpeMsi OCTbIBaHUs (oxnaxaeHus). CrnegyeT cTepunm3oBaTh NOGYI0 oxnaxaaroLyto XnakocTb Unm ras,
KOHTaKTUpytoLLme ¢ NpOoAyKTOM, KpOMe CriydaeB, Korga BO3MOXHOCTb WMCMOMb30BaHUS HerepmeTUyHbIX
yNakoBOK UCKNIOYEHa 1 NpMBeAeHbl COOTBETCTBYOLLME AOKa3aTenbCTBa.

§ 13. Ctrepunusauus BnaxHbIM XXapom (napom)

326. Mpu cTepunusaumm BnaxHbIM XapoM crielyeT KOHTPONMpoBaTb TeMnepaTypy U BMaXHOCTb.
Kak npaBuno, cpeactBa ynpaBneHWst [OOMKHbI ObiTb HE3aBUCUMbI  OT CPEACTB  KOHTPOMsS W
peructpupyolwimx auvarpamMm. Ecnv  gna  aTto LenuM  mMCnonb3ylTcs aBTOMAaTUYECKME CUCTEMbI
ynpaBneHUsi 1 KOHTPOIS, OHN OOMKHbI ObITb BanManpoBaHbl Ans obecneyeHns rapaHTM COOTBETCTBUS
Kputuueckum TpebGoBaHMsM npolecca. HapyleHns B xoge mnpouecca [AOMKHbI PeErMcTpupoBaThbes
cuctemMor 1 ObiTb B Mone 3peHust onepatopa. [Moka3aHusi He3aBMCMMOrO WHAMKaTopa Temnepatypsbl
[AOIMKHbI CBEPSATLCH C AaHHBIMU AMarpammebl, 3anucbiBaemMoi Bo Bpems npolecca. [ns ctepunusatopos,
MMEILLMX CTOK B OHE KaMepbl, MOXET BO3HUKHYTb HEOOXOAMMOCTb PErMCTpMpoBaTh TeMMNepaTypy B 3TOW
TOYKE B TEYEHMEe BCEro uukna crepunusaumu. CnegyeT npoBoAnTb NPOBEPKM KaMepbl Ha FrepMeTUYHOCTb,
€CNnv UMK CTEPUNU3aLMM BKIIOYAET BaKyyMHYH hasy.

327. Crepunuayemble OOBEKTbI, HE HaxoOAWMECA B TFEPMETUYHbIX KOHTEMHepax, [AOIMKHbI
nomeLlaTbCsi B Tapy, KoTopas no3sonset obecneunTtb yaaneHne Bo3gyxa 1 NnpoHUKHOBEHWE napa, HO He
AonyckaeT MOBTOPHYH KOHTaMuWHaUMo nocne crepunudauuun. [omkeH ObiTb obGecrnedeH KOHTaKT BCEX
yacTen CTepunm3yemblX NPeAMETOB CO CTEPUIM3YIOLWMM areHToMm npu Tpebyemon TemnepaTtype u B
TeyeHne TpebyemMoro BpeMeEHM.

328. [Ona crtepunusauumn pormkeH OblTb obecnevyeH nap COOTBETCTBYHOLLErO0 KayecTtBa, He
co,u,epmau.mﬁ BKMHOYEHUN B TaKOM Konn4yecTBe, Npun KOTOPOM MOXET I'IpOI/I30I7ITI/I KOHTaMuHauua cpencrtea
unm obopyaoBaHus.

§ 14. Ctepunusaums cyxum Tensiom (>kapom)

329. lpu cTepunusaunm cyxvm TensioM (Kapom) AOSKHa ObiTb MpedycMoTpeHa LMpKynauus
BO3dyXa BHYTPWM KaMepbl M nogAepXaHue MOMOXUTENbHOro AaBMeHWs, C LUernbilo npegoTBpalleHns
nonagaHvs BHYTPb HecTepurbHOro Bosayxa. Jllobon nocTynawowmuin BHYTPbL BO3AYX OOSMKEH NPOXOAUTb
yepes HEPA-dunbTpel. Ecnu npouecc crepunusaumm npegycmatpuBaeT YCTpaHEHUe MMpOoreHos,
npouecc Banugaumm JOSMKEH BKMoYaTb TECTbl HA 9HOOTOKCUHBI.

§ 15. Ctepunusauus paguauven

330. Crepunusaums paguaumenn UCMNonb3yeTcst rMnaBHbIM 00pasoM Ans  cTepunusauumun
TEPMOYYBCTBUTENbHbLIX MaTepuanoB W cpeactB. MHOrMe rnekapCTBEHHble CPeAcTBa U HEKOoTopble
YyNaKoBOYHbIE MaTepuarnbl YyBCTBUTENbHbI K pagvauun. B cBA3M ¢ aTMM JaHHbI MeTon OomnyckaeTcs
TONMbKO B Cryyasix, Korga 3KCnepuMMeHTanbHO MOATBEPXOEHO OTCYTCTBME BPEOHOro BO3OEWNCTBUSA Ha
npogykT. Kak npaBuno, ynbTpaduonetoBoe o6nydeHMe He ABMASETCA MpUeMIEMbIM  METOLOM
OKOHYaTENbHOW CTEPUNM3aLIMM.

151



TexHudeckuin pernameHT "O 6e30nacHOCTM NekapcTBEHHbIX cpeacTe ans..."

331. Bo Bpemsi npoLiecca CTepunuaanmmn 4omkHa M3MepATbCA MOrMoLeHHas 403a NOHU3MPYIOLLLErO
o6nyyeHus. [ONns 3Toro OOMKHbI UCMONb30BaTbCA AO3MMETPLI, MOKa3aHWA KOTOPbIX He 3aBUCAT OT
NpUMeHsieMol 003bl pagnaLum, HO KOTopble JaloT KONMMYECTBEHHYI0 XapakTepUCTUKy A03bl, MOMNyYeHHO
camyM MpoaykTom. B sarpyxaemom ana crepunusauuy obbeme AOMKHO OblTb AOCTATOMHOE YUCHO
[03MMETPOB, PacnonoXeHHbIX 4OCTaTOYHO GNK3Ko APYr OT Apyra Tak, YTobbl B 06nyYaemon 30He Bceraa
6bin go3umeTp. MNnacTukoBble AO3MMETPbI MOXHO NMPUMEHSITb TOMbKO B TEYEHWEe YCTaHOBMIEHHOro rnocre
KanubpoBku nepvoaa BpemMeHu. [lokasaHuWs O MOJyYeHHbIX [03ax AOSMKHbI CHUMAaTbCs B TeYeHue
KOPOTKOro BpeMeHU nocrie o6mnyyeHus.

332. B kayecTBe cpeacTBa AOMOSHUTENBHOMO KOHTPOMS MOFYT MCNONb30BaTbCsl Guonormyeckue
WHOMKaTOPbI.

333. Mpouecc Banuaaumnm JOMKEH rapaHTUPOBaTh, YTO YUTEHbI Pa3fnuyHble BapuaHTbl MIOTHOCTU
YKNagKn CTepunm3yemMbIx NpeaMeToB.

334. Mpu ob6paweHun ¢ MaTepuanamm He OOMKHO AOMNYCKaTbCs CMELUMBaHWUA OOMyYeHHbIX U
Heob6ny4YeHHbIX MaTepuarnoB. B kaxpow ynakoBke criegyeT MCnonb3oBaTb YYBCTBUTENbHbIE K paguaunm
LBETOBble UHAMKATOPHbIE AUCKU ANst TOro, YTobbl pasnuunTb YNakoBKWU, NpoLleALllMe U He npollealme
obnyueHue.

335. JomkHa ObITb ycTaHOBNeHa o6llas [o3a pagvauuuv, uanyd4aemasl B TeyeHue 3apaHee
onpeaesieHHOro NMPOMEXYTKa BPEMEHM.

§ 16. CTepmnunsaums oKMCbIO ITUNEHa

336. MeToa cTtepunusaummn OKUCbK 3TUMEHa JOoMnyckaeTcs UCMOoNb3oBaTh, KOrga He NPUMEHUMBbI
apyrve metogbl. Bo Bpems Banvpauum npouecca OOMMKHO ObiTb YCTAHOBIEHO OTCYTCTBME BPEOHOro
BINUSIHUS OKUCWU 3TWUMEHA Ha NPOAYKT, a 3afaHHble YCroBUS U ONUTENbHOCTb, NpeayCcMOTPEHHbIE Ans
Aerasaumm, No3BOMSIIOT CHU3UTb OCTATOYHYK KOHLUEHTpauuio rasa U cpeicTB peakumm Ao AONYyCTUMbIX
YPOBHEW, onpeaeneHHbIX AN AaHHOro Tuna cpeacTe U MaTepuana.

337. CywecTBeHHOE 3Ha4YeHue MMeeT MPSMON KOHTAaKT ra3a ¢ MUKpPOOHbIMM kneTkamu. Cnegyet
NPUHATL Mepbl NPEAOCTOPOXHOCTH, YCTPAHAKLWME BEPOATHOCTb BKYEHUS MUKPOOPraHM3mMoB B
MaTepuar, TakuX KakK KpucTanfbl W BbICYLWUEHHbIA MNPOTEMH  (MMOUAM3UPOBaHHBLIN  6enok).
CyLiecTBeHHOe BNnsSHME Ha NpOLIECC MOryT oka3aTb BUA U KONMYECTBO YNakoBOYHbLIX MaTepuanos.

338. o Hayana BoO3genCcTBMSA rasa AOMKHO OblTb obecneyeHO COOTBETCTBME TemnepaTypbl U
BNa)KHOCTU MaTepuanos TpeboBaHusIM npolecca. Tpebyemoe ans aToro BpeMsi AOSMKHO onpenensaTbes ¢
y4eTOM MUHUMAIIbHO HeO6XO,EI,I/IMOFO MHTepBana BpeMeHu Ha NoAroToBKy K cTepunmsauun.

339. Kaxabivi umkn ctepununsaumm criedyeT KOHTPoONMpoBaTbh COOTBETCTBYOLMMY BUONOrMYecKumm
UHOMKaTopaMn K pacnpegeneHneM [oCTaTOYHOro KONMuMyecTBa WHAMKATOPHLIX 3NIEMEHTOB MO BCEMY
cTtepunusyemomy obvemy. NonydeHHas nHpopmaums AormKkHa BbiTb YacTbio JOKYMeHTauum (NpoTokona)
Ha CepuIio roTOBOM NPOAYKLNN.

340. [na Kaxgoro umkna crepunu3aunn OOfKHbl OblTb COCTaBNEHbl MPOTOKOMbI, B KOTOPbIX
OTpaxkeHbl AaHHble O ANUTENbLbHOCTM UMKNa, aBneHun, TemnepaTtype 1 BNaxHOCTU B Kamepe BO BPeMs
npouecca, obleM KonuMyecTBe MCMONb30BAHHONO rasa U ero KoHueHTpauun. B TeyeHue Bcero umkna
AOMKHa NPOM3BOAUTLCH €ro permcTpaums Ha AauvarpaMme AaBrneHus u TemnepaTypbl. OTW AaHHble
AOMXKHbI BbITb COCTABHOWM YaCTbO NPOTOKOMAa Ha NapTUIO (Cepuio) roTOBOW NPOAYKLMK.

341. Mocne cTepunu3auuM BecCb 3arpy)kaemblii 0GbemM NPOAYKUMM [OOMMKEH XPaHUTbCA Mpu
KOHTPONMUPYEMbIX YCINOBUSIX BEHTMNAUMM BO3dyxa, 4TOObl 06ecneunTb CHWXEHME codepXKaHus
OCTaTOYHOrO rasa v cpeficTB peakumn 4o onpeaeneHHOro ypoBHA. ATOT NPOLECC NoaNexuT Banvaaumu.

§ 17. dunbTpauunsa nekapcTBEeHHbIX CPEACTB, KOTOPbIe HE MOryT ObITb CTEPUIIN3OBaHbI B
OKOHYaTenbHOM Tape (NepBUYHON yNaKoBKe)

342. lNpoBefeHne cTepunuaytowen punbTpauun He MOXET CYUTATbCA AOCTATOYHbIM YCIOBUEM,
€CN1 BO3MOXHa CTepunmnaaums Nnpoaykuum B NEPBUYHON yrakoBke. [1peanovtuTtensHbIM SIBSETCA MeTO4
ctepunusaummn napom. Ecnu Hemnb3a crepunusoBaTb NPOAYKT B MEPBUYHOM yMakoBKe, PacTBOpbl U
XMOKOCTU JOIMKHbI (UNbTPOBaThCA Yepe3 CTepUnM3yLWmn ouneTp ¢ pa3amepom nop 0,22 MkM (mMnu
MeHee) unu, No KparlHenm Mepe, 4epe3 (punbTp C 3KBUBANEHTHbIMM CBOWCTBAMWU MO yAep>KaHWio
MWKPOOPraHM3MOB B NMpeaBapuTernibHO CTEPUNN30BaHHbIA KOHTENHepP. Takme hunbTpbl MOMYyT YCTPaHATb
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GONbLUMHCTBO GakTepuin UNKN NnecHeBbiX rPUBoB, HO He BCe BUPYChI M MUKOMNaambl. Mo BO3MOXHOCTH,
dunbTpaumio cnegyeT AONOMHUTL Kakor-nMbo TepMuyeckoit 06paboTKoA.

343. B cBA3sM c Tem, 4YTO MeTog dunbTpauMM  UMeeT  AOMOSIHUTENbHbLIN  PUCK MO
MMWKPOOMOMNOrMYECKON  KOHTaMMHAUMM MO  CPaBHEHMIO C  OpyrMMW  BuaamMu  CTepunusauuu,
HernocpeacTBEHHO nepen HarofHeHMEM MOXHO peKOMEHAOBaTb BTOPUYHYKD UbTpaumio Yepes
yOEPXKMBAOLWNA  MUKPOOPraHu3mbl  cTepunuayowin - punetp.  OkoHYaTenbHas cTepunuaylowas
uUnbTpauma JOSMKHA NPOBOAUTLCS Kak MOXHO BrvKe K MeCTY HanosHeHUs.

344. JomkHbl ncnonb3oBaTbcs OUNbTPbl C MUHMMAarbHBbIM OTAENEHNEM BOSIOKOH.

345. LlenoctHocTb cTepunuaytowiero dunbtpa AOSMKHA MPOBEPSATLCA Nepen UCNOoNb30BaHNEM U
noaTBEPXAATbCs HEMOCPEACTBEHHO MOCMe WCMNONb30BaHUSA METO4aMW M3MEPEHUs TOYKM Hadvana
BblAeneHns My3blpbKoB, AUMAY3MOHHOrO MOTOKa WU BbIOEPXKOW Mo AaBfieHneM B TeyeHue
ONpeaeneHHOro BpeEMEHM.

346. Bpewms, Heobxogmmoe ana unbTpauuMuM 3agaHHOro obbema pacTtBopa, M pasHuua B
AaBreHnM No pasHble CTOPOHbLI UNbTpa OOIMKHBbI ONPeaenaTbCsa Npy Banugauun, nobdoe 3HaunTensHoe
OTKITOHEHME OT 3TOr0 AOSMKHO PErMcTpMpoBaTbCs M paccnenoBatbes. PesynbTaThl 3TUX NPOBEPOK
OOIMKHbI BKITHOYATBCS B JOKYMEHTaUMIO (MPOTOKOM) Ha Ceputo rOTOBOWM Npoaykuun. LlenocTHOCTb ra3oBbix
M  BO3QYLWHbIX BEHTUISLMOHHBIX (UNBTPOB [AOMMKHA NOATBEPXKAATbCA MOCME  MCMONb30BaHUS.
LlenoctHocTb Apyrux uUnbLTPOB [OMKHa MOATBEpXOaTbCA Yepe3 COOTBETCTBYHLUME WHTepBanbl
BPEMEHM.

347. OguH 1 TOT e hunbTp He AOIMKEH UCMoNb3oBaTbCcsA bonee Yem B TedeHne ogHoro paéoyero
[HS, eCnn ApYyroe He NoATBEPXKOEHO UHCTPYKLUUEN.

348. dunbTp He AOMKEH BNUATL HA MPOAYKT, 3afepXKuBasi €ro COCTaBMsAoLWLME YacTu Unu Bbiaensas
B Hero kakue-nubo BellecTBa.

§ 18. 3aBepLueHUe npousBoACcTBa CTEPUSIbHLIX CPEeACTB

349. nepBl/I‘-IHbIe ynakoBKN  OOJDKHbI ObITb YKyNnopeHbl COOTBETCTBYWLIMMMN MeTodaMW,
npowegwmMmmn - Banungauuto. B Cny4ae YyKynopuBaHusa namnkom, HanpumMmep, CTEKNAHHbIX WUIN
nnacTtMacCoBbIX amnyri, OHU nognexar 100-I'IpOLl,eHTHOIZ npoBepke Ha LeJNIoCTHOCTb. LleﬂOCTHOCTb
OPYyrnx ynakoBOK AOJIXHa NPOBEpPATbLCA B COOTBETCTBUN C NMPUHATBIMU npoueaypamMmu.

350. KoHTelHepbl, repMeTU3NPOBaHHbIE BaKyyMHbIM METOAOM (BaKyyMHbIE YMAKOBKW), OOIDKHbI
MPOBEPATLCH Ha COXpaHEHWE BaKyyma 4epe3 OfpefdereHHbl, 3apaHee YCTaHOBIEHHbIN nepuop
BPEMEHW.

351. MNMepBrYHbIE YNakoBKM C NpoAyKuMen Ans napeHTepanbHOro BBeAeHUs AOIMKHbI MPOBEPATLCS
WHAOMBMAYANbHO HA HanMyMe MexaHW4yeckux npumecen unm apyrmx gedekrtos. Ecnu nposepka Begetcs
BM3yarbHbIM METOAOM, TO OOMXKHbl ObiTb o6ecneyeHbl NOAXOASLLME YCMOBMSA NO OCBELLEHU U OHY
(3agHemy nnaHy), KOTopble OOMKHbI KOHTPONMPOBAaTLCH. 3peHMe ONepaTopoB, BbIMOMHAOLWMNX KOHTPOIb,
AOIDKHO perynsapHo npoBepAaTbea. OHM JOMXKHbI ObITb B 04Kax, ecrnv 06bI4HO X HOcAT. Ipu NnpoBegeHun
KOHTPONS JomnyckaloTca YacTble nepepbiBbl B paboTte. MNpn Mcnonb3oBaHUM ApYrnx METOA0B KOHTPONS
npouecc pJofmkeH O6blTb BanuAUpoBaH, a CoCTosiHMe o6opyaoBaHUS [OIMKHO —CUCTeMaTUYeCcKu
npoBepsTbCA. PesynbTathl 4OMKHBI JOKYMEHTUPOBATLCS.

§ 19. KoHTponb kayecTBa

352. WcnbiTaHne roToBOro cpenctea Ha CTEpPUNIbHOCTb OOJTKHO paccMaTpuBaTbCA TOJIbKO Kak
3aBepUJaIOLLI,I/Il7I aTan B Cepun KOHTPOJIbHbIX MamepeHwZ, KOTOPbIMM TapaHTUPYyeTCA CTepUliibHOCTb.
McnbiTaHne JOMKHO ObITb BannagnpoBaHO ONnA KaXXgoro onpegeneHHoro cpeacrtea (Cpeﬂ,CTB).

353. MNpw Bbligaye paspelleHWss Ha BbIMYCK CTEPUITbHOM MNPOAYKUUW MO napameTpam crepyeT
yaenaTb ocoboe BHUMaHMe Banvaaumm 1 KOHTPOS0 BCEro npouecca Nnpou3BoACTBa.

354. OO6pa3subl, oTODOpaHHble ANnA NpoBefeHus TecTa Ha CTEPUNbHOCTb, [AOMKHbI ObiTh
penpeseHTaTMBHbI ONA BCEN cepun Npoaykumum, B OCOBEHHOCTW TexX 4YacTel cepuu, B OTHOLLUEHWUU
KOTOPbIX €CTb MOBbILLIEHHbIA PUCK KOHTAMUHALWKW, Hanpumep:
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1) aona cpencrts, paC(baCOBaHHbIX B acenTtun4ecCkunx ycrnoBusx, o6pa3u,b| AOOJIKHbI  BKIlO4aTb
KOHTeI7IHepr, HanosliHeHHble B Ha4ane n B KOHLe cepun 1 nocne noboro 3HaYNTENBLHOIO BMELLIATENbCTBA
B npouecce npon3soncTBa,

2) ana cpencts, npoweawunx Tensiosyo ctepunmsaumio B nepBUYHON Tape, AOSMKHbI ObITb B3AAThl
06pa3Ll,bI 13 noTeHumanbHo 6ornee xonogHom YacTu 3arpyxaemoro obbema.

12. NMpounsBoacTBO GMONOrnYecknx (B Tom yucne
MMMYHOOMONOrM4YecKnxX) NeKapCcTBeHHbIX CpeacTB

§ 1. O6wme nonoxeHns

355. KayecTBO MeguUMHCKUX Buorornyeckmx npenapaToB U MOPSiAOK UX KOHTPOSS BO MHOMOM
OnpeaensitoTCs TEXHONOMeNn NPOM3BOACTBA, OT KOTOPOW B 3HAUUTESIbHOW CTEMEHM 3aBUCUT OTHECEHWE
MeAMUMHCKUX BMOoMorMyeckux npenapaTtoB K TOMY WM MHOMY Buady. B OaHHOM nmpunoxeHum
paccmaTtpuBaeTcs MeauLMHCKas Guonormdeckasi npoayKLmMs, MPOM3BEAEHHas C UCMONb30BaHNEM:

1) MUKPOBHbIX KynbTyp, 3a UCKIIOYEHNEM BbIpaLLlEeHHbIX N0 pekoMbuHaHTHon HK-TexHonoruu;

2) MMKPOOHBLIX M KMETOYHbIX KynbTyp, BKOYaA MOMYYEHHbIX MO pekoMOuHaHTHon OHK wnu
rMOpuaOMHOM TEXHONOINY;

3) aKCTpaKTOB BUONOTMYECKNX TKAHEW;
4) BblpalLeHHbIX XUBbIX areHTOB B 3MOpPUOHaX UM XXMBOTHBbIX.

K npoaykuuu, y}(a3aHHOI7I B NoAnyHKTEe 1 HacToswero NyHKTa, NMPpUMEeHUMblI HE BCE TMOJIOXEHUNA
HacToALNX ﬂpanm.

356. B HacTosLLEM NPUNOXeHUN He NPUBOAATCS AeTanbHble TpeboBaHMA K cneunduyeckum Tmnam
Buonornyecknx nekapcTBeHHbIX CpeacTB.

357. B otnuumMe OT OObIYHbIX 1EeKapCTBEHHbIX CPEACTB, KOTOPble MPOU3BOAATCS C MOMOLLbIO
XUMUYECKUX U PU3NYECKUX MpoLEeccoB, o6ecneynBalolMX BbICOKYD CTEMeHb CTabuNbHOCTHU,
NPOU3BOACTBO BMONOrMYeckon NpoayKUuM CBA3aHO C GMONOrMYyeckumm mpoueccamMu u matepuanamu,
TAKUMK KaK KynbTUBMPOBAHUE KIETOK WM 3KCTpakuMs MaTepuana W3 >KMBbIX OpPraHu3MoB. JTu
Guornormyeckne MpPOLIECChl XapakTepusyloTCs HeCcTabuNbHOCTbIO, YTO MPUMBOAWUT K HEMOCTOSIHCTBY WX
cBoicTB. bornee Toro, maTepwuarsbl, UCMOMb3yeMble B MPOLIECCaXx KyIbTUBMPOBAHMWS, CaMu SIBSIOTCS
XOpOLUMMYK cybcTpaTamum Anst pocTa KOHTaMUHUPYHOLLMX MUKPOOPraHW3MOB.

358. KoHTponb 6GuonorMyecknx nekapcTBEHHbIX CPEACTB BKOYaeT B cebsi Ouonorumdeckue
aHanuTM4yeckme MeToAbl, SBNSKLWNECS MeHee CTabunbHbIMKU, Yem buanko-xummnyeckne. MNMoatomy npwm
NPOM3BOACTBE OGUOMNOrMYECKUX feKkapCTBEHHbIX CPEACTB 0C000e 3HayYeHe MMEKT MeToAbl KOHTPOns B
npoLecce Npov3BOACTBaA.

§ 2. NMepcoHan

359. Bce cotpygHuku, paboTawlime B 30HaAX NPOU3BOACTBA OMOMOrMYecKkmx nekapCTBEHHbIX
cpeacTtB (Bknyaa 3aHATbIX YBOpkoW, O6GCnyXMBaHMEM W KOHTPONEM KayecTBa), OOSDKHbI MPONTH
AononHuTenbHoe obyyeHne B COOTBETCTBMM C UX 0OA3aHHOCTAMU M OCOBEHHOCTAMM MPOM3BOAUMOWN
npoaykunn. CoTpyaHMKM OOMKHbI MMETb AOCTATOYHYH MHAOPMALMIO U MOAFOTOBKY B 06N1ACTM MMIrMeHsbl
MUKpoBUuonornun.

360. INluua, oTBETCTBEHHbIE 32 MPOM3BOACTBO N KOHTPOSIb KayecTBa, AOSMKHbI UMETb HEODXOANMYIO
6as3oByt0 noarotoBky no ©Haktepuonoruu, 6Guonornn, GUOMETPUKU, XUMWUKW, MeauuMHe, dapmaumn,
dapmakonorum, BUpyConornm, MMMyHONOrMu n BeTepUHapumn, a Takke 4OCTaTOYHbIN NPAKTUYECKUIA OMbIT.

361. Ona obecneyeHus 6e3onacHOCTM NPOU3BOAMMOW MNPOAYKUUM HEeOoBXOAMMO Y4uTbiBaTb
UMMYHHbIA CTaTyCc COTpPyAHWKOB. Bce coTpyaHuku, 3aHATble B Npou3BOACTBE, 06CMNyXMBaHWUW,
NpoBeEHUN WCMbITAHUA W yXO4e 3a >KMBOTHbIMW (BKIHOYAs WHCMEKTOPOB), AOSKHbI, MO Mepe
HeoOXOAMMOCTN MPOXOAUTb BaKUMHALMIO COOTBETCTBYOLMMK BaKUMHaMKW, a Takke perynspHoe
MeauumHckoe obcregoBaHve. [MoMUMO 04eBUAHONW HEOOXOAMMOCTM 3almThI NepcoHana OT BO3MOXHbIX
WH(EKUUA, TOKCUMHOB WMM annepreHoB HeobxoduMMO npefoTBpaliaTb KOHTaMUHAUMIO MNPOAYyKUMU
HocuTensMmn MHGeKUMn. Kak npaeuno, Jonyck NMOCTOPOHHUX MWL, B NMPOW3BOACTBEHHbIE 30HbI JOIDKEH
ObITb CTPOro OrpaHNyeH.
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362. HeobxoouMO MCKNOYUTE AONYCK B MPOW3BOACTBEHHYK 30HY COTPYLHUKOB C KakKMMU-NMGO
N3MEHEHUSMMN B MMMYHHOM cTaTyce, CMoCOBHLIMM OTpULATENBHO MOBUSATL Ha KA4YecTBO MPOOYKLUW.
MpounssoaoctBOoM BakumHbl TybepkynesHon (BLXK) u npoTuBoTyOepKkynesHbix npenapatoB MOryT
3aHMMaTbCA TOMbKO COTPYAHWKM, PEryrnsipHO MPOXOAsLIMEe MPOBEPKY MMMYHHOrO cratyca W
peHTreHorpadudeckoe obcnegoBaHme rpyaHON KNeTKu.

363. B TeueHne paboyero gHSA He JonyckaeTcs Nepexos NepcoHana u3 30H, rAe BO3MOXEH KOHTaKT
C >XUBbIMW OpraHU3MamMm Unu XXMBOTHLIMU, B 30HbI C APYron npoaykumen unu opraHmamamu. Ecnuv takoro
nepexoga wusbexaTb HEBO3MOXHO, MNEepPCOHarn, 3aHsATblIi B TaKOM MNPOWU3BOACTBE, [AOJMKEH YeTKO
BbIMNONMHATb TpGﬁOBaHVIﬂ no AeKOHTaMWHauuK, BKINoYada CMeHy oaexabl U 06yBI/I n, npn HeO6XO,D,I/IMOCTI/I,
npuHUMaTh AyL.

§ 3. NomeweHusa n obopynosaHue

364. Tpe6OBaHMﬂ K YACTOTE NPOUN3BOACTBEHHbLIX NOMELLIEHNI NO coaepXxXaHn MUKPOOPraHM3mMoB U
YacTtuy 3aBUCUT OT BuOa cpenctBa M nNpoun3BoACTBEHHOro 3Tana, C y4eTOM YPOBHA KOHTaMUHaUUU
NCXOOHbIX MaTepunanoB n onacHOCTU KOHTaM1UHaLUnn roTOBOWN npoaykuunn.

365. BBnay onacHoOCTM MepeKkpecTHOW KOHTaMUHaUMM BGMONOrMYeckon MeguLUHCKON MPOAYKLMM,
0COBEHHO Ha 3Tanax, Koraa UCMosb3yTCH XUBbIE OpraHn3Mbl, MOryT noTpeboBaTbCa AOMONHUTENbHbIE
Mepbl NPefOoCTOPOXHOCTU, Takue Kak: MCMOoNb30oBaHUe crneumnanbHO npefHa3HadeHHoro obopynoBaHus u
NMOMeLLEHNIA, OpraHu3auMs MNpoM3BOACTBA MO MPUHUMMY OTAENbHOIMO Mpouecca U UCMNOoNb30BaHWe
3aKpbITbIX CUCTEM. YpoOBeHb pasdeneHus, HeobxoauMbii Onsi NpenoTBpalleHUst MNepekpecTHON
KOHTaM1HaUuu, onpepnenaeTca XapaKTepHbIMn 0CObOEeHHOoCTAMU npoaykumm n napamMmeTpamu
NCnonb3yemoro 06opyaoBaHums.

366. [lMpu npousBoacTBe BakumHbl TybepkynesHon (BLPK) u npu obpaiieHun c KubiMu
opraHvM3mamu, MCNornb3yeMbiMU B MPOU3BOACTBE NPOTMBOTYOEPKYNe3HbIX MpenapaToB, Kak MnpaBunlo,
HeoOX0AMMO Ucnonb3oBaTh TOMNBLKO cneunansHO NpegHasHavyeHHoe obopynoBaHme.

367. lMpu obpaiweHnn c Bacillus anthracis, Clostridium botulinum wunu Clostridium tetani go
3aBeplUeHns npouecca WX MHaKTMBauuMuM, HeobxoouMMO UCMoNb3oBaTb  TOMbKO  creumanbHO
npeaHasHayYeHHble cpeacTBa NPOM3BOACTBA (NoMeLLeHusi, obopyaoBaHme).

368. [na ppyrux crnopoobpasylolmx OpraHM3MOB MOXET MNPUMEHSTbCA — OpraHusaums
NMPOW3BOACTBA MO NPUHUMNY OTAENbHbIX LUKIOB MPW YCIOBUKU, YTO MPW 3TOM MCMOMb3YTCA CpeacTBa
npousBoAcTBa (MomeLleHusi, o6opyaoBaHue), crneumnanbHo npeaHasHauYeHHble 4ns 3TOW rpynnbl CPeacTs,
N OHOBPEMEHHO NPOU3BOAUTCS TOMbKO OAUH BUA NPOAYKLMMN.

369. [Ins Takux cpeacTB, Kak MOHOKMOHamnbHble aHTUTena W npoaykums, npoussogumas no
pekombuHaHTHONM [HK-TexHonornn, gonyckaetcs OQHOBPEMEHHOe MPOM3BOACTBO MX B OOHOW 30HE C
MCMONb30BaHMEM 3aKPbITbIX CUCTEM BMohepMeHTaToOpOB.

370. NpownsBoacTBEHHbIE 3Tanbl, criegyloLme nocne BolpalmBaHns 6akTepuin, MoryT NpoBoANTLCH
OfHOBPEMEHHO B OOHOM MNPOWU3BOACTBEHHOW 30HE NPW YCMOBWUM MPUHATUS adekBaTHbIX Mep no
npegoTBpalLeHNo  NEepPeKPecTHOW KOHTamuHaumu. [ns  youTbiX BakuMH W aHATOKCUMHOB TaKom
napannernbHbId NPOLEeCcC AOMKEH BbIMOMHATECA TOMbKO MOCMe MHaKTMBaUMW KynbTypbl WAM nocne
AeTOKCUKauum.

371. Tlpy npou3BOACTBE CTEPUNBHOM MPOAYKUMM CrlegyeT UCcnonb3oBaTb MOMELEHUS C
n30bITOMHBIM ~ daBrneHneM. B chneumanbHbiX 30HaX, [A€ HAxOoQATCA  OTKPbITble  MaToreHHble
MUKPOOpPraHnambl, BO u3bexaHWe KOHTamuHauumu, criedyeT cosfgaBaTb OTpuuaTtenbHbI nepenag
AaBreHus (paspexeHue).

Mpu “cnonb3oBaHWM 30H C OTpULATENBHLIM NepenanoM AaBneHns UM GOKCoB ONs acenTUYeckomn
06paboTkN NaTOreHHbIX MMKPOOPraHW3MOB UX CredyeT OKpY»KaTb CTePUSbHBIMU 30HAMMW C U3OLITOYHBIM
[aBrieHneM.

372. KoHCTpykuMsi  BO3OyLUHbIX  (QUMLTPOB  [OOMKHA  COOTBETCTBOBATb  OCOBEHHOCTAM
NPOV3BOACTBEHHbIX MOMELLEHWUIA; HEe OONycKAaeTcs PeuupKynauuMa Bosgyxa M3 30H, roe paboTalT ¢
XMBBIMUW NATOreHHbIMIU opraHM3MamMu.
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373. MNnaHnpoBka NPOM3BOACTBEHHbIX 30H M KOHCTPYKUMS 060pyaoBaHNsl AOMKHbI obecnevmBatb
appekTnBHYO ounCcTKy U AesvHdekuuo, Hanpumep, dymuraumen (okypusaHuem). MeTogukm
NpPOBeAEHMST O4YUCTKM U JEKOHTaMUHALMK OOIMKHbI ObITb aTTeCTOBaHbI (BanuanupoBaHhl).

374. O6GopynoBaHue, ucnonb3yemoe Ans paboTbl C KUBbIMW OpraHuamamMu, OOMMKHO ObiTb
CKOHCTPYMpOBAHO TakuM oGpa3oM, YToObl NoaaepkunBaTh KynbTypbl B YACTOM COCTOSIHUM W UCKIOYaTb
KOHTaMMWHAaLMIO OT BHELLIHUX UCTOYHUKOB B X0[e TEXHOMNOrMYecKoro npotecca.

375. KoHcTpykums TpybonpoBoOoB, BEHTUNEM U (UIBTPOB OYMCTKM BO34yxa [OOSDKHA
obecneunBaTb yaOOGCTBO OYUCTKM U CTepunusaumm. PekomeHgyeTcs mcnonb3oBaHue cucteM "Ounctka
Ha mecTte" (Clean in place) n "Ctepunusauua Ha mecte" (Sterilize in place). KOHCTpyKUMs BeHTUNeEn Ha
depmeHTaTOpax AOSKHa npegycMaTpuBaTb BO3MOXHOCTb CTepunm3auuMn napoM. BeHTunaumoHHble
UnbTpbl AO0MKHbI ObiTb rMAPOOOHBIMU, @ CPOK MX Cnyxbbl gomkeH ObiTb onpegeneH B Xxoae
Banvaauun (ksanudmkaumm).

376. KOHCTpYKUMSA NEepPBUYHBIX KOHTEHEPOB AOMKHA UCKIOYaTb PUCK YTEYKU. OTO AOMKHO ObITb
noaTBepXaeHo UCMbITaHUAMM.

377. XXupokve oTxoabl, KOTOpble MOryT coAepaTb MaTOreHHble MWUKPOOPraHW3Mbl, OOMKHbI
NpoxoauTb 3MHEKTUBHYHO AEKOHTAaMUHALMIO.

378. BcnegctBMe  M3MEHYMBOCTM  BUOMNOrMYECKUX CPeAcTB MMM NPOLECCOB B XoAe
TEXHOMNOMMYECKMNX 3TarnoB MOXeT BO3HUKHYTb HEOOXOAMMOCTb B OTMEPUBAHUN UK B3BELUMBAHUM KaKUX-
nnbéo [obaBoK WMNWM MHIpeaMeHToB (Hanpumep, BydepoB) B TeyeHue NPOM3BOACTBEHHOrO npolecca,
Mo3TOMY B NMPOU3BOACTBEHHON 30HE AOMYCKaeTCA XpaHeHne HebonbLUMX 3anacoB 3TUX BELLECTB.

§ 4. BuBapum u yxopn 3a XXMBOTHbIMMU

379. XuBOTHble WCMOMb3yOTCA AN MPoOM3BOACTBA OONMbLUOrO KOMMYecTBa OMONornyecknx
NeKapCTBEHHbIX CPeAcTB, Hanpumep, MPOTMBOMONIMOMUENUTHON BaKUMHbl (06€3bsiHbI), 3MEMWHbIX
NpoTUBOAOUA (NOWwagnM W KO3bl), BaKUMHbl NPOTMB OelleHCTBa (KPOMMKKU, MbIWM U XOMSIKK),
CbIBOPOTOYHOrO roHagoTponuHa (rnowaam). Kpome T1oro, XMBOTHBIX YacTO MCMOMb3YOT AN NpoBeaeHns
KOHTpONS KadecTBa GONbLUMHCTBA CbIBOPOTOK M BaKUMH, Hanpumep BaKUWHbl NPOTUBOTYOepKyne3Hom
(BLIXK) (Mopckme cBMHKK), a Takke AN NpoBeAeHUS UCMbITAHUI HA TOKCUYHOCTb (MbILW) U MMPOrEHHOCTb
(kponukn).

380. BuBapuu, roe copepxaTcsi XMBOTHblE, MCMONb3yemble ANS MPOU3BOACTBA M KOHTPONS
KayecTBa BUOMNOrMYECKnX neKkapcTBEHHbIX CPEACTB, AOMKHbI BbiTb M30NMPOBaHbLI OT NPOU3BOACTBEHHON
30Hbl M 30HblI KOHTpOMns kadecTBa. COCTOSHWE 300pPOBbS XUMBOTHbIX, KOTOpbIE CRyXaT WUCTOYHMKaMU
UCXOOHbIX MaTepuanoB UMM UCMONb3yeMblX ANS NPOBEAEeHWs KOHTPONSA KayecTBa M UCMbITaHWWA Ha
©e3onacHOCTb MpoAYKUMMW, AOMMKHO KOHTPONMPOBATLCH, @ pe3ynbTaTbl KOHTPOMsS MPOTOKONMPOBATHLCS.
[ns nepcoHana, 3aHATOro B 3TUX 30HaX, JOJPKHbI ObiTb NPeayCMOTPEHbl KOMHATbI 419 NepeoaeBaHns v
COOTBETCTBYIOLWAA chneunanbHad ogexga. [lpy uvcnonb3oBaHuM o00e3bsiH AN NPOM3BOACTBA WU
NpoBedEeHNsT KOHTPOMNS KayecTBa HeobOXoOumMo Yy4duTbiBaTb oOcobble TpeboBaHMS, W3MOXEHHbE B
MeXAYHapOAHbIX HOPMAaTUBHbBIX AOKYMEHTaX.

§ 5. dokymeHTauus

381. B cneundmkaumm Ha NCXo4Hble MaTepuanbl A1s NPON3BOACTBA BMONOrMYeCcKNX MeaMLMHCKNX
npenapatoB criegyeT BKNOYaTb OOMOMHUTENBbHYK MHAOpMauuio 06 UCTOYHMKE MNOCTYMNNEHUs,
NPONCXOXAEHWUM, METOAE MPOM3BOACTBA M NPUMEHSIEMbIX METOAax KOHTPOSsl KayecTBa, B YaCTHOCTW,
MMKPOBUNONOrMYEeCKOro KOHTPOIS.

382. Cneumndmkaumm, Kkak npasuno, TpebyloTca Takke Ans NPOMEXYTOYHbIX U HepacdacoBaHHbIX
roToBbIX BMONOrMYECKMX MEAMLMHCKMX NpenapaTos.

§ 6. NpoussoacTeo

383. Cnep,yeT HYEeTKO onpenendatb WUCTOYHUK NOCTynreHuda, npouncxoxaeHne wu npurogHocCTb
NUCXOOHbIX MaTepuarnoB OnAa MCnosib3o0BaHUA. B Cny4ae, Korga nposegeHue HeobXxoaMMbIX UCTbITAHWIA
Tpe6yeT ONUTENbHOIO0 BpeMeHWU, AOOonyCkaeTCA Ha4duHaTb o6pa60TKy MUCXOOHbIX MaTepuanos A0
nony4yeHuna pesynbtaTtoB 3TUX ucnblTaHuin. B aTom Chny4yae Bblga4a paspelleHund Ha peanumsauuio roToBOW
npoayKkumm 3aBUCUT OT NMOJNOXKUTENbHbIX Pe3yribTaToB MCNbITaHMUI NCXOAHBbIX mMmaTtepuanos.
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384. Tawm, roe Tpe6yeTc;| cTrepunn3aumna UCXogHbIX MaTtepuarioB, e€e XenarteribHO NpoBOAUTb
TePMNYECKMM METOOOM. I'Ipvl HeobxoaMMocTn MOTyT uUcnonb3oBaTbCA U ApyrMe nogxoaduine metonbl
crepunmnsadunm Bronormyeckmnx maTtepuarnoB (Hanpvlmep, o6nyqu|/|e).

385. C uenbio npenoTBpalleHus HexXernaTenbHOro WU3MeHEeHUs CBOWCTB, MPOMUCXOAALIMX WU3-3a
MHOTOKpaTHbIX NepeceBOB, UM GOMbLLOro Yncna reHepaumi (naccaxew), NPOU3BOACTBO BMONOrMYecKnx
nekapcTBeHHbIX CPEeACTB, MofyyYyaemblX W3  KynbTyp MUKPOOPraHM3MOB, KyrfbTyp KIETOK wnu
pasMHOXeHMeM B 9MOPMOHaX WM XMBOTHbIX, JOMKHO OCHOBbLIBATbCSl Ha cCUCTeMe rnaBHOro u pabouero
©aHKOB MOCEBHbIX KYMNbTyp U/UMK KNETOK.

386. KonnyectBo reHepauumii (yoBOEHWUI, Naccaxen) Mexay NoceBHbIM MaTepuanom unu 6aHkom
KNeToK M roTOBOW NPOAYKUMEN OOMMKHO COOTBETCTBOBATb TPeOOBaHUSIM HOPMATUBHOWM OOKYMEHTaLMN U
permctpaunoHHoro pocbe. MacwTabnpoBaHne npouecca He [OOMKHO WU3MEHSITb 3TO OCHOBHOE
COOTHOLLEHNE.

387. [loceBHble MaTepuanbl M 6GaHKM KNETOK HeobGXOAMMO COOTBETCTBYHWOLUMM 06pasomM
XapakTepu3oBaTb M MpOBEpsiTb Ha OTCYTCTBME KOHTaMuHauuwu. WX npurogHocTb ANt NPUMEHEHUSs
[OKHa BnocrneacTBuM  OblTb  NoaTBepxAeHa CTabMNbHOCTBIO — XapakTepuUCTMK U KavyecTBOM
nocnegoBaTenbHbIX Cepuii NPOaYKLUN.

388. BaHKM nNoCeBHbIX KynbTyp W 6GaHKM KIeToK [OJKHbl CO3[4aBaTbCsl, XPaHUTbCA U
MCMosb3oBaTbCA Takum 00OpasoM, YTOObl MUHMMU3MPOBaTb PUCK KOHTaMMHAUMKU WUnK nameHeHus. Kak
npaBuno, rMaeHbIA U pabounii GaHK KNETOK XpaHUTCS Mpu TemnepaTtype MuHyc 7 rpad. Llenbcus unm
HUXeE.

389. B 06bIYHOM Npou3BOACTBE GAHK MOCEBHBIX KyNbTyp FOTOBUTCS U3 IMaBHOro 6aHka MOCEBHbIX
KynbTyp. [OTOBbLIA MPOAYKT Mpou3BoauTCs M3 paboyero GaHka NOCEBHbIX KyMnbTyp, NPU 3TOM YMCIO
nepeceBoB M3 rMaBHOrO GaHka MOCEBHLIX KYNMbTYp He OOMKHO MpeBbillaTh 3HAYEHUE, YCTaHOBMEHHOE
Npu KIWHUYECKMX WCMBITAHUAX BakuMH, ucxoas M3 TpeboBaHui 6e3onacHocT u 3dhEKTUBHOCTU.
MpoucxoxaeHne rnaBHOro 6aHKka MOCeBHbIX KynbTyp M WUCTOPWUSi MEPECEBOB W3 HEro [AOIMKHbI
[OKYMEHTUPOBATbLCS.

390. maBHbI GaHK NMOCEBHbIX KyNbTYp B XWMOKOW (POPME XPaHWUTCS Npu TemnepaType MUHYC 7
rpagd. Uenbcus. naBHbii GaHK MOCEBHBIX KynbTyp B JNMOMUMM3NpoBaHHOW ¢opme XpaHUTCA npu
Temnepartype, obecne4vnBatoLlen CTabunbHOCTb.

391. Paboumin 6aHK NOCEBHLIX KyNnbTyp pacnpenensieTcs no KOHTEMHepaM WM XpaHWUTCA Tak, Kak
yKa3aHo Bbille Ans rMaBHOro 6aHKa NOCEBHbIX KyIbTyp.

392. CospgaHne 6GaHka MOCEBHbIX KynbTyp W OaHka KNeTok HeobXoAMMO OCyLLeCTBRATbL B
KOHTponupyemown cpepe, obecneuvBarollern Mx 3awmty, U, ecrnim TpebyeTtcsa, paboTtarowero ¢ HUMMU
nepcoHana. B nepuog cosgaHus ©GaHka MNOCEBHbIX KynbTyp W 0GaHka KNeToK He [JomnyckaeTcs
ogHoBpeMeHHast paboTa B TOM e 30HEe WNM 3TOro0 e MepcoHana C APYTMMU KMBbIMW UMK
WHMEKUMOHHBIMW  MaTepuanamy (Hanpumep, BUPYCaMW, KMNETOYHLIMW JIMHUSMU UMM KNETOYHbIMM
wrtammMmamm). Cuctema OaHKOB KNeToK BanuaupyeTcs Ha OnpeferneHHoe KOMMYECTBO NEPECEBOB WU
KONMMYeCTBO YABOEHWUIA NONYNSALMKU, UCNOMb3YEMOro Npu 06bIYHOM NPOU3BOACTBE.

393. [laHHble, cBUOETENBLCTBYOLWME O CTAbUITBHOCTN N BOCNPOU3BOAMMOCTU MOCEBHbIX KYNbTYp U
GaHKOB KMeToK, HeobGXoaAMMO OOKYMeHTUpoBaTb. KoHTelHepbl, npeAHa3HadeHHble ANS UX XpaHEeHWs,
AOMKHbI BbITb FEPMETUYHO 3aKPbITEIMU, YETKO MapKUPOBAHHBIMKM U XPaHUTLCS NPU COOTBETCTBYOLLEN
Temnepatype. HeobGxoaumo TLLaTENbHO BECTU OMUCb XPaHSILLUMXCS KOHTEMHepoB. B  XxomnogunbHbix
yCTaHoBKax, TeMrepaTtypa XpaHeH s JOIKHa HEMNPEPbLIBHO PEMMCTPUPOBATLCS, @ B YCTAHOBKAX C XKUOKAM
a30TOM - KOHTPONMPOBATbCsi COOTBETCTBYHOLWMM 00pa3oM. Bce OTKMOHEHWst OT yCTaHOBSEHHbIX
npeaenoB N KOPPeEKTUPYoLLne eNCTBUA OOSTKHbI perMcTpupoBaThCS.

394. K paboTte c noceBHbIMM MaTepuanamm u GaHKkaMu KINeToK JOMycKaeTcs TOMbKO cneunanbHo
Ha3Ha4YeHHbIN nepcoHan, n paboTbl C HUIMW NPOBOASATCA MO KOHTPOSEM OTBETCTBEHHOro nuua. [JocTtyn K
XpaHALWMMCA MaTepuanam AOSMKEH KOHTponmnpoBaTbCs. PasnnuHble cepumn nNOCeBHbIX KynbTyp U G6aHKku
KNeTOK AOMKHbl XpaHUTbCA TakMMm obpasoM, 4Tobbl He AonyckaTb NepenyTbiBaHUSA UK NepeKkpecTHON
KOoHTamuHauuu. XKenatenbHo pasgensTb GaHKM MOCEBHbIX KyNbTyp M BaHKM KNeToK M XpaHWUTb MX YacTu
Nno OTAENbHOCTU, YTOOLI N3bexaTb ONacHOCTU UX NOSMHOW NOTEPWU.
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395. Bce KkOHTeWHepbl, codepalune rnaBHbld U pabounin 6aHkM KNeTok M BGaHKM MOCEeBHbIX
KynbTyp, TpebyloT oavMHakoBoro obpalleHnss npu  xpaHeHun. KoHTelHep, B3siTbIA OAHaXabl W3
XpaHUnuLLa, He MOXeT ObITb Ty4a BO3BpALLEH.

396. CnefnyeT NpoBepsATb POCTOBbIE CBONCTBA Cpeabl KYNbTUBUPOBAHUS.

397. [lobaBneHne pasnuyHbiX MaTepuanoB B hepMeHTaTopbl U OApyrne cocydbl, a Takke oTbop
npob 13 HMX HeobxoAMMO NMPOBOAUTL MPY TLLATENBHO KOHTPONMPYEMbIX YCIoBUSX, obecnednBaoLwmx
npegoTBpalleHne KoHTammHauun. Heobxogmmo obecneunTtb nNpaBuribHOE NOACOEAMHEHME COCYAOB Mpu
BHECeHUn Jo0aBoK Unun B3ATMM 06pasLoB.

398. LUeHTpudyrmpoBaHme wunum cCMellMBaHME CpPeACTB MOXeT npuBect Kk obpasoBaHuto
aspo3ornen, NO3ITOMYy HeobXxoouMO NpUHMMaTb caepXuBarolue Mepbl ANA NpegoTBpalleHus nepeHoca
XMBbIX MUKPOOPraHM3MOB.

399. Mo BO3MOXHOCTM cpefa AOoMmKHa CTepunm3oBaTbecs Ha mecTe. [pu nogaye B hepmeHTaTOpbI
rasoB, cpef, KJACNOT MMM LWernoyen, neHoracutenenm M Tomy nogobHoe, rge BO3MOXHO, cregyet
ncnonbe3oBaTb, CTepunuayowme punbTpbl, BCTPOEHHbIE B NMHMM nogayun. Heobxoammo yaensTe ocoboe
BHMMaHue (Banvpgauun) MeTodaM YAaneHus WM WHaKTMBauuM BUPYCOB B COOTBETCTBUM C
COOTBETCTBYIOLLE HOPMATUBHOW AOKYMEHTaLNen.

400. B cnyyae, korga npoueccbl MHaKTMBaUMM UNW yAaneHus BUPYCOB BbIMOSMHATCSA B XOAe
NPOM3BOACTBA, HEOOBXOOUMO MPUHATL Mepbl MPOTMB  MOBTOPHOW KOHTaMUHauMM o6paboTaHHON
NPOAYKLUUN CO CTOPOHbI HeOBpaboTaHHOW NPOAYKLUN.

401. B xpomaTtorpaduyecknx Metogax MoXeT MCMonb3oBaTbCcs pasnuyHoe obopynoBaHue. Kak
npasuno, ato obopygoBaHue AOMKHO ObITb MpeAHasHayeHo Af19 OYUMCTKM OAHOro Tuna MpogyKuuu.
Mexay cepvsMu NpoayKuMM peKOMeHAYyeTCs MCNonb3oBaHWe OJHOro U Toro e obopyaoBaHus Ha
pasHbIX aTanax npounssoacTea. Heobxoanmo 4YeTko onpeaenuTb JOMYCTUMbIE KPUTEPUN, CPOK CIYXObI 1
MeToAbl CTepunusaunm Unm caHntTapHorm o6paboTkM KOMOHOK.

§ 7. KoHtponb kayecTBa

402. Inga obecneyeHns cTabunbHOCTU kavyecTBa BUOMOrMYECKNX NekapCTBEHHbLIX CPeacTB ocoboe
3Ha4YeHNe UMeET BHYTPUMPOU3BOACTBEHHBINA KOHTPOMb. Te BUAblI KOHTPOSS, KOTOPbIE UMEIOT peLularoLlee
3HayeHWe Ansi kavyecTBa MpoayKuuMu (Hanpumep, Ha OTCYTCTBME BUPYCOB), HO KOTOpblE HEMb3s
OCYLLECTBMTb Ha FOTOBON NPOAYKUMW, CriedyeT NPUMEHATb Ha COOTBETCTBYIOLLEM 3Tane npou3BoacTBa.

403. MoxeT okasaTbCa HeobXOANMBIM COXPaHATb MPU COOTBETCTBYHLLUMX YCIOBUAX LOCTAaTOYHOE
KONMYecTBO 0OpasLOB MPOMEXYTOYHBLIX CPEACTB, MO3BOMAOLLEE MOBTOPUTL NMPOBEPKY KayecTBa Cepuu
NPOAYKUUN.

404. [Onsa HeKoTOopbIX MNPOW3BOACTBEHHbIX OMepauui, Hanpumep, depmMeHTauun, Heobxoaum
HenpepbIBHbIN KOHTPOSb NapamMeTpoB. OTW AaHHble cniedyeT BKAYaTb B MPOTOKOM Ha NapTuio (cepuio)
NPOAYKUUN.

405. lpu ucnonb3oBaHWVM B MNPOU3BOACTBE MEpPeBMBAEMbIX KynbTyp WX creuuduka [orkHa
yunTbiBaTbCH B TPEOOBaHUSAX K KOHTPOIO KavyecTBa, ucxogs u3 Metoga Nnpon3BoAacTBa.

13. Mpoun3sBoacTBO MeANLIMHCKUX ra3oB

§ 1. O6bwue nonoxeHus

406. daHHoe npunoxeHune perrnamMeHTupyeT npomMbilLUIieHHOe npon3BoACTBO MEOULIMHCKUX ra3os,
KOTOpOE npeacrasndeT cobon CI'IeLJ,I/IaJ'Il/I3I/IpOBaHHbIl7I I'IpOMbIIJJJ'IeHHbII7I npouecc, OCYLU,GCTBJ'IHEMbIPI, Kak
npasuno, He (bapMaLl,eBTVI‘-IeCKVIMVI KOMMaHnAMMN.

407. MNpunoxeHne He pacnpocTpaHseTcs Ha NPOM3BOACTBO MeOULMHCKMX ra3oB 1 obpalueHune ¢
HAMWU B MEeOMUMHCKMX OpraHumsauusx, perynupyemoe crneuwanbHbiMy TpeboBaHusMu. Tem He MmeHee,
COOTBETCTBYHOLME pa3fenbl AaHHOIO MPUIOXEeHUs MOryT ObiTb MCMOMb30BaHbl B KAYECTBE OCHOBbI Af1S
TaKoWn AeATernbHOCTU.

408. [Mpou3BoacTBO MEAMLMHCKMX ra3oB, Kak MnpaBwuio, OCYLECTBRSETCHS B  3aKPbITOM
obopyaoBaHun. COOTBETCTBEHHO PUCK KOHTAMUHALMKU NMPOAYKLUWN U3 OKpYKatoLen cpedbl MUHUMareH.
OpHako, cyLlecTBYeT pMCK NepeKpecTHON KOHTaMMHaLMK C APYTMMK rasamu.
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409. npOI/I3BO,EI,CTBO MeONUMHCKMX ra3oB cnenyeTt OCyWecCTBlATb, PYKOBOACTBYACb OCHOBHbIMU
TpeGOBaHMﬂMM HacTtosduwero PernameHra.

§ 2. NMepcoHan

410. YNonNHOMOYEHHOE NN, OTBETCTBEHHOE 3a Bblady paspelleHUn Ha BbINyCK MeaULMHCKNX
rasoB, AO/MKHO MMETb cneyunarnbHble 3HaHUs B 06n1acTy NPON3BOACTBA U KOHTPOSt MEAMLIMHCKMX ra3oB.

411. Becb nepcoHan, 3aHATbIn B MNPOU3BOACTBE MEAULMHCKMX T[a30B, AOMKEH MOHMMaTb
TpeboBaHua [lpaBun B OTHOLUEHUN MEOULMHCKMX rasoB, a Takke [OMkeH ObiTb OocBeJoOMMEeH O
KPUTUYECKM BaXKHbIX acmnektax W MnoTeHUManbHOW OMacHOCTW, KOTOPYK MOryT MpeAcTaBnsiTbh
nekapcTBeHHble npenapaTbl B dopMe MeAMLMHCKMX ra3oB ANs NalMeHToB.

§ 3. NomeweHunn n o6opynosaHue

412. dacoBaHWe MEOMUMHCKUX U HEMEOWMLMHCKUX ra3oB criedyeT OCYLIECTBNATb B OTAENbHbIX
30Hax; obMeH GannoHamy Mexay 3TMMKM 30HaMK 3anpelleH. B UckniouMTenbHbIX cryyasax aonyckaeTcs
dhacoBaHue B GannoHbl B OHOW M TOW e 30He Ha OCHOBaHWM MpUHLUMNAG NPOBEeAEHUs KaMmnaHuii npu
YCNOBUM, YTO MNPUHATbI BCe HeobxoauMble Mepbl NPeOoCTOPOXHOCTU U MpoBedeHa Heobxoavmas
Banuagauus.

413. [Ins npenoTBpalleHnsl pUcka, CBS3aHHOIO C NEPEKPECTHOM KOHTaMUHaUMEN, OOMKHbI ObITb
npeaycMoTpeHbl NOMELLLEHUS, pa3Mepbl KOTOPbIX NMO3BOMAIOT NPOU3BOAUTL, UCMbITLIBATb W XPAHUTL rasbl.
MomelleHMs OOMKHbI coAaepxaTbCs B 4MCTOTE M obecneuymBaTb Tpebyembll Mopsigok paboTbl U
COOTBETCTBYIOLLIEE XpaHEHME NPOAYKLNN.

414. Pa3mepbl 1 NnaHNpoBKa 30H dhacoBaHNUsA AoKHbI obecrneynsats:
1) cozgaHve oTAeNbHbIX MapKUPOBaHHBIX 30H AN Pa3fUYHbIX ra3os;

2) 4YeTKyl0 maeHTUdMKaLMIO U pasgeneHne nycTbiXx 6annoHoB v 6annoHOB, HaxoOsALWMXCA Ha
pasHbIX CcTagusx nNpPOU3BOLACTBEHHOro mnpouecca (Hanpumep, "oxugaeT HanonHeHus", "HanornHeH",

"kapaHTuH", "opobpeH", "oTbpakosaH").

415. MeToa, wcnonb3yembld AONA pasnUuYHbIX YPOBHEW pasferneHus, OOMKeH 3aBuceTb OT
Xapaktepa, obbemMa W CIOXHOCTM TexHONorm4yeckoro npouecca B uUenom. Cnocobamu pasgeneHus
MOXET CNYXUTb pa3MeTKa nona, neperopoaku, bapbepsbl, 3HaKku 1 Opyroe.

416. Bce ob6opypoBaHve Ansi NPOU3BOACTBA M MNPOBEAEHMSI KOHTPOSIS KayecTBa [OOJMKHO
COOTBETCTBOBATbL 0O0BLEMY NPOM3BOACTBEHHOIO NpoLecca, ObiTb KBAaNUUUMPOBaHO 1 KanMbpoBaHo.

417. Heobxogumo obecneunTb, YTOObI COOTBETCTBYIOLLMI ra3d Oblil NMOMeELLEH B NpeAHa3HaYeHHbIN
Ans Hero koHTenHep (6annor). TpybonpoBoapbl, NO KOTOPbIM MPOXOAST pasHble rasbl, HE JOIMKHbI UMETb
CoeaVHEHW, 3a WCKIIOYEHMEM BanMAMPOBAHHbIX MNPOLECCOB  aBTOMATMYECKOrO  HamnoSHEHMS.
TpyGonpoBoabl AnNs  dacoBaHWs [OSMKHbI OblTb  06OpYyAOBaHbl COEAUHUTENBHLIMU  3NIEMEHTaMM,
COOTBETCTBYHOLUMMU TOSIbKO BEHTWUMO GanfnoHa onpedeneHHOro rasa MM CMecu rasoB, YTO He aacT
BO3MOXXHOCTb NOACOEANHEHMIO K JaHHOMY TpyGonpoBoay GannoHa (eMKOCTW) ANns Apyroro rasa.

418. lMpoBoauMMble paboTbl NO PEMOHTY WM TEeXHU4eckomy obcnyxuBaHuiO 060pyAOBaHWA He
AOIDKHbI BIIUSATL HA KAYeCTBO MeAMLIMHCKOrO rasa.

419. He paspeluaeTcs HamnoriHEHWE HEMEeAUUMHCKMMW ra3amum B 30HaxX M Ha 00opyaoBaHum,
npegHasHayYeHHbIX A4S NPOU3BOACTBA MEOMUUHCKUX ra3oB. VICKnioveHus SOnycKarTcs B cnydae, ecnv
KayecCTBO rasa, MCMosnb3yemMoro Ansi HEMEOANLMNHCKUX Liener, Mo MeHbLUEN Mepe, SKBUBANEHTHO KayecTBY
MeAMUMHCKOro rasa u cobniogatoTcs npaBuna Hagnexawen npou3BOACTBEHHOW MpakTukK. [Ons
npeaoTBpaLlleHns KOHTaMUHALUN MEOULMHCKOrO rasa OOIDKEH NMPUMEHSATLCS BanMAMPOBaHHbIA MeToA,
NPensATCTBYIOLWMIA 0OpaTHOMY MOTOKY rasa Ha fnHUK, CHabxatowen 30Hy hacoBaHUA HEMEOULMHCKUMMU
rasamu.

420. PesepByapbl AOns XpaHeHWs W MOOWMbHblE LMCTEpHbl AN AOCTaBKM AOJIKHbI OblThb
npegHasHayeHbl Ans OAHOrO0 HaVMeHOBaHMWs rasa onpedeneHHoro kadectsa. [lonyckaeTcsi XxpaHeHue u
TPaHCNOPTUPOBaHNE HEMEOWMLIMHCKMX ra30B B OAHMX M TEX XXe pe3epByapax, YTo U ONs MeauLMHCKMX
rasoB, MpU YCINOBWM, YTO KAYECTBO HEMEOMLMHCKOTO rasa, Kak MWUHUMYM, 3KBMBANEHTHO KayecTBy
MeOMLMNHCKOro rasa.

§ 4. JokymeHTauums
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421. [JaHHble, BKOYEHHbLIE B NPOTOKOSbI And Kaxkaomn cepun HanoJIHEHHbIX 0annoHoB, OOMKHbI
obecneynBaTb BO3MOXHOCTb npocneanTb BaXHble aCNeKkTbl COOTBETCTBYHOLLUNX cTagui HanosmnHeHnsa ans
Kaxxgoro 6annoHa. B COOTBETCTBYHOLUMX CllyHadaX NPOTOKOJIbl CepUN OOJTKHbI BKIMKOYaTb!:

1) HasBaHuWe npoayKuuu;

2) paTy u Bpems onepauun no acoBaHuio;

3) ccbinky Ha Mcnonb3yemMyto YCTaHOBKY AN dhacoBaHUs;

4) ccbinky Ha npumeHsiemoe ob6opynoBaHuE;

5) Ha3BaHWe rasa WUnu Kaxgoro 13 raso., BXOASILLMX B CMECb, M CChINIKY Ha cneundukawmio;
6) BbINOSIHEHHbIE OMNepauun, NPeALLECTBYOLINE HANOMHEHNIO;

7) konnyecTBo 6annoHOB A0 M NOCME HANOSIHEHUS U UX 00beM;

8) Msa nuua, NPoBOAUBLLErO OMNepaLnto HanoTHEHNS;

9) MHMUManbl OnepaTopoB KaXAOro BaXKHOro 3Tana (oYMcTKa fWHWMKM, npuemMka 6annoHos,
OMOpPOXHEHME GanmoHoB);

10) ocHOBHble napameTpbl, HeobxoauMMmble Ans rapaHTUM NPaBUNBHOTO acoBaHWs MNpu
CTaHOapTHbIX YCIOBUSX;

11) pesynbTaTbl MUCMbLITAHUA MPU KOHTPOME KayecTtBa W, ecnu obopydoBaHve Ans UCMbITaHWN
KanubpyloT nepen KaxablM UCMbITaHWEM, CCbINIKY Ha cneundukaumio ons rasa n pesynbTaTtbl NPOBEPKU
KanubpoBsku;

12) pesynbTaTtbl KOHTPOMS HANONHEHWS GanoHOB;
13) o6paseL STUKETKA C HOMEPOM CEPUU;

14) nogpobGHble AaHHble O NbbIX OTKMNOHEHWSX M NoAMMCaHHOe paspelwleHve Ha nwboe
OTKMOHEHWE OT MHCTPYKUMI NO hacoBaHMIO;

15) 0aty n noannucb KOHTpoJiepa, OTBETCTBEHHOro 3a npouecc cbacosava, ana noareepXXaeHuA
€ro cornacwus.

§ 5. TexHonornyeckum npouecc
422. Bce KpUTUYECKME 3Tarbl pasfnnyHbIX NPOM3BOACTBEHHbLIX MPOLECCOB Noanexar Banugauuu.

423. HepacdacoBaHHble rasbl, npegHa3HavYeHHble Ans MeAULMHCKOro NpuMeHeHus, MoryT ObiTb
npousBefeHbl NOCPeACTBOM XMMWYECKOTO CUHTEe3a UMM MonyveHbl M3 MPUPOAHbLIX WUCTOYHMKOB, Mpw
HeobxoAMMOCTK C nocneayoLen o4nMcTkon (Hanpumep, B yCTaHOBKE ONA pasgeneHus Bosgyxa). Takue
rasel crnegyet paccMmatpuBaTb Kak JleKapCTBEHHy CybCcTaHuMiO wnv  Kak HepacdacoBaHHOe
nekapcTBeHHOe CpeacTBO.

424. TMpeanpusiTuem-nponssoauTenem OoMmkHa OblTb paspaboTaHa AOKYMEHTauusi, B KOTOPOW
onpeaerneHbl YACTOTa, NPOYME KOMMOHEHTLI M BO3MOXHbIE MPUMECH, KOTOpble MOTYT NPUCYTCTBOBaTb B
MCXOOHOM rase W Ha cTagusXx OYMCTKW. [omkHbl GbiTh paspaboTaHbl TEXHOMOrMyeckne cxembl Ans
Ka)kgoro oTAenNbHOro npoLecca Npou3BoACTEa.

425. Bce atanbl pasgeneHns U OYMLLEHNUS OOMKHbl ObiTb CNNaHMPOBaHbl Takum obpasom, YToObI
paboTa 6bina makcumanbHO addekTnBHOW. Hanpumep, npyuMmecu, KOTopble MOTyT oTpuUaTenbHO BANUSTb
Ha 3aTan ouyunLleHus, cnegyeT yaanaTb nepej Havanom 3Toro atana.

426. Ctagun pasgeneHust U ouuLLeHns crieqyeT BanvMaoupoBaTb B OTHOLLEHUM 3(EKTUBHOCTY U
KOHTPONMpOBaTb B COOTBETCTBMM C pesynbTatamu Banuvgaumun. Npu HeoGXOAMMOCTW, KOHTPOMb B
npouecce nNPOU3BOACTBa [OO/MKEH BKMOYaTb HeMNpepbiBHbI aHanvi3. Ha ocHoBaHMM pesynbTaToB
KOHTPOMSA M Banuaauuu cregyeTt OCYLIEeCTBNATb TeXHUYEecKoe o6CnyxmBaHMe oBGopyaoBaHNA U 3amMeHy
€ro PacxofHblX KOMMOHEHTOB, HanpMmep, MPUNbTPOB AN OYUCTKM.

427. CnepyeT [OOKYMEHTMpOBaTb MpederibHble 3HayYeHuss TemnepaTyp npouecca (B
COOTBETCTBYIOLNX Cryyasx), NpyM 3TOM MPOM3BOACTBEHHBLIN KOHTPOSb [OIDKEH BKMOYaTb M3MepeHue
TemnepaTypbl.

428. B cnyyae ucnonb3oBaHUS KOMMbIOTEPHbLIX CUCTEM AN YNpasfeHnsa npoueccamu Unm ux
KOHTPONS, OHW AOMKHbI OblTb BaNMAMPOBaHbI.
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429. B Chny4ae HenpepbIBHOro npon3BoaCTBEHHOIO npouecca, onpeneneHne cepmmn OOIrmkKHO ObITb
3a40KyMEHTMPOBAHO N COMNOCTaBJ1IeHO C aHalIM3oM HepacgacoBaHHOro rasa.

430. TexHonornyeckmi npouecc crnegyet NOCTOAHHO KOHTPONIMPOBaTh B OTHOLLEHN KayecTBa rasa
N cogepkaHus Npumecen.

431. MNpu ucnonb3oBaHUN BOAbI A1 OXNAXOEHUS] BO BPeMsi KOMMpeccun Bo3ayxa, B Criydyae ecnu
OHa KOHTaKTUpPYyeT C MEAMUMHCKUM ra3oMm, TO CrefyeT KOHTpPOonvpoBaTb e€e MUKpobuoriornyeckoe
KayecTBo.

432. Ina npepoTBpalleHns nobon KoHTaMuHaLMM BCe onepaumm no nepemeLLeHnIo CXXMKEHHOMO
rasda M3 MecTa MNepBUYHOINO XpaHEHMWs, BKIHOYasi KOHTPOMb nepen nepemMeLleHnemM, cregyet
OCYLLECTBMSATb B COOTBETCTBUN C NMUCbMEHHLIMU METOAMKAMM.

433. TpybonpoBod, MO KOTOPOMY nepeMellaeTcs ras, gomkeH ObiTb obopynoBaH obpaTHbIM
KnanaHoMm unu gpyrmm aHanornyHbim npucnocobnennem. Ocoboe BHMUMaHWE crieqyeT yAenuTb OYNCTKE
MMBKNX COEOMHUTENBHBIX 3NIEMEHTOB UM LUIAHIOB, @ TakkKe MeCT COeQMHEHUS.

434. PaspeluaeTtcs [obaBnsATb BHOBb MOCTaBMIEHHbIV ra3 B pe3epByapbl ANsl XpaHEHWS Takoro xe
HepacdacoBaHHOIoO rasa M3 npefbiayLimMx NOCTaBOK B Crlyvyae MOATBEPXKAEHWUS pe3ynbTaToB aHanmaa
npobbl, YTO Ka4yeCTBO MOCTABMIEHHOrO rasa SBMSETCS COOTBETCTBYOLMM. Takas npoba moxeT ObiTb
oTobpaHa uns:

1) noctaBneHHoro rasa nepes Ao6aBneHMeM HOBOWM NOCTaBKY;
2) nnu pesepsyapa ¢ HepacdacoBaHHbIM ra3oM nocre obaBneHns n CMeLLIMBaHuS.

435. HepaquaCOBaHHble rasbl, npegHasHa4YeHHble OnAa MeOUUMHCKOro npuMeHeHud, cnenyet
onpenennTb Kak ceputo, NpoBECTU KOHTPOJ1b Ka4eCTBa U 3aTeM pa3peLllnTb (bacoaaHMe.

436. KOHTeVIHepr ona  MeaguuuMHCKMX ra3oB  [OOJDKHbl  COOTBETCTBOBaATb YCTAHOBJIEHHbIM
TEXHNYECKM CﬂeLI,VI(bVIKaLI,VIﬂM. BbixoaHble OTBEPCTUA BEHTUNA nocrne (baCOBaHVIFI OOIMKHbI  ObITb
OFIJ'IOM6VIpOBaHbI And npoBegeHnda KOHTpPOJ1A NepBoro BCKPbITUA. Ons obecneyeHns agekBaTHOM 3aLLMThbI
OT KOHTaMuHauun npennoyYTuTenbHo, 4TOOblI 6annoHbl ObINM CHabXeHbl BEHTUNSMU yoepXxXnBaHna
MWUHUMAIbHOIoO AaBneHus.

437. TpybonpoBog ANs HanoMHEHUS MEOVUMHCKMMM ra3amu, Kak u 6annoHbl, JOIKeH ObITb
crneynanbHO MpefHasHavyeH Ons OJHOro rasa Wnm AN KOHKPETHOW CMECK ra3oB U HE NpPOTMBOPEYMI
nNyHKTY 417 HacTtodawmx lMpasun. Heobxoaumo nmeTb cucteMy, obecneunBaloLLyo NpOCNEXMBaeMOCTb
©annoHoB 1 BEHTUMEN.

438. OunwaTb oGopydoBaHWe Ans HamnorHeHust U TpybonpoBoabl CriefyeT B COOTBETCTBUM C
NMUCbMEHHBIMI METOAMKaMU, YTO 0COBEHHO BaXKHO MOCHE TEXHUYECKOTO OBCNYXMBaHUS UMW HapyLLEHWs
LIeNOCTHOCTU cUCTeMbI. JIMHUIO HeobxoOMMO MNPOBEpPUTb Ha OTCYTCTBME KOHTaMUHMPYIOLUX BELLECTB
nepepn Bblgadel paspelleHns Ha ee ucnonb3oBaHue. CrieayeT BECTU U COXPaHSATb MPOTOKOSbI.

439. Heobxo4Mmo BU3yarbHO KOHTPONMPOBaTb GansioHbl B Criyvyasx, €Crv OHM HOBbIE, @ Takke B
CBSI31 C UCMbITAHNEM MOPOCTaTUYECKUM OABMEHNEM UMW SKBUBANEHTHBIM €MY UCMbITAHNEM.

440. T[llocne yCTaHOBKM BEHTUMNsS €ro crnegyet fAepXatb B 3aKpbITOM  MOJIOXEHUW Ansi
npegoTBpaLleHns nobon KoHTaMnHaLMn N3BHE.

441. MNepepn acoBaHMEM AOMKHbI OCYLLLECTBMASATLCA NPOBEPKN, KOTOPbIE BKMNIOYALOT:

1) onpeneneHue octato4Horo gaereHus B 6annoHe (ot 315 nackanb (Ma) go 525 nackane (Ma)) B
Lensx nogTBePXaeHnst TOro, YTo GanmnoH He SABNSAETCA NyCTbiM;

2) npoBepKy, YOOCTOBEPSIOLLYD, YTO BCE ITUMKETKU, MOSHTMUUMPYIOWLME Cepuio, U Apyrue
3TMKETKU B Cry4Yae MX NOBPEXOEHWs yaaneHsbl;

3) BM3yanbHbIi KOHTPOSb BHELUHErO BMAA KaXO0ro BEHTWNS M KOHTEMHepa Ha Hanuuve BMSTUH,
NPOXOroB OT AYyroBOW CBApPKW, CKONOB, OPYrUX NMOBPEXAEHWUIA U KOHTaMUHALMWU MacnaMmm UM cmaskamu.
Ounctky, uMcChbITaHMe WM TexHu4eckoe obcnyxuBaHWe O0anmoHOB crnegyeT NPOBOAUTb Haanexalimm
obpasowm;

4) npoBepKy KaKOOro BEHTWUIBHOTO COoedMHeHWsi BanfioHa WNM KpUOreHHoro cocyda, Ans
NoATBEPXAEeHUs, YTO TUM COeAMHEHUIA NpeAHa3HadYeH ANsg AaHHOro MeAULMHCKOrOo rasa;
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5) npoBepky "koga OaTbl MCMbITAHUS", YOOCTOBEPSIOLLYID, YTO WUCMbITaHME TMAPOCTATUYECKUM
AaBrneHneM Unm sKBMBaneHTHOe UCTMbITaHWe NPOBEAEHO U BCE elle AeNCTBUTENBHO;

6) npoBepKy, YAOCTOBEPSIOLLYID HanuyMe Ha KaXOgoM KOHTEerHepe LBETOBOrO Koga CorflacHo
yTBEpPXXAEHHON MeToauKe.

442. Tpn oTcyTCcTBMM B DannoHax OCTaTOYHOrO AaBfEHUsI UX crnegyeT OTAENnUTb OT APYrux
©annoHoB AN BbINOMHEHUS AOMOMHUTENbHBLIX MEPOMPUATMI C LENbl NOATBEPXKOEHUS TOro, YTO HeT
KOHTaMWHaL MK BOOW UNN APYTMMU KOHTaMUHUPYOLWUMK BellecTBaMn. [JononHUTenbHble MeponpusaTus
MOryT BKMNOYaTb OYMCTKY OannoHOB C MNPUMMEHEHVWEM BanMAMPOBAHHLIX METOAOB WNWU BU3yarbHbIN
KOHTPOIb.

443. bBannoHbl, BO3BpalleHHble Ans MNOBTOPHOIMO HAaMofHEeHUs, OOSKHbl OblTb TLATENbHO
NOAroTOBMEHbl, YTOObI CBECTU K MUHUMYMY PUCK KOHTaMUHaLNN.

444. Ins ckaTbIX ra3oB MakcumarnbHOe TeopeTnyeckoe 3HavyeHne cogepxanusa npumecn 500 ppm
(obbem/obbem) AOMKHO ObiTb MOMy4Y4eHO nNpW AaBreHuyM HanonHenws 21 kunonackanb (kla) (u
9KBMBANEHTHbIE 3HAYEHWS ONA APYrMX BENWYUH AaBNEHNS HanonHeHus).

445. BannoHbl MOryT ObITb MOATOTOBIEHBI CrieayoLWMM 00pa3om:

- BECb OCTaBLUMICA B 6annoHax ra3 HeobxoanMo yaanuTb NOCPeACTBOM OTKauMBaHUS U3 KaXaoro
KoHTewnHepa (0o abcontoTHoro gasneHus 15,75 nackane (Ma));

- NN NOCPEACTBOM cbpoca OaBMNEHWs B KaXAOM KOHTEWHepe C Mocreaytolen npounCTKOn C
NMOMOLLbIO BanuMaupoBaHHbIX METOAOB (4acTUYHOE co3faHue M3BbLITOMHOro AaBreHus, He MeHee 735
nackanso (Ia), a 3atem ero cbpoc).

446. Ona 6GannoHoB, 0BOpyaOBaHHbLIX KrnanaHaMyu OCTATOYHOro (MOSIOXKMTENbHOro) AaBreHus,
AOCTaToOvyHO OfHOM OTKayku noAd Bakyymom pfo 15,75 nackanb (Ma), ecnu paBneHne sBnsaeTcs
NONOXUTENbHLIM, UMK crnedyeT MPOBECTM MOMHbIA aHanu3 OCTaBLUErocs rasa B KaXaoM OTAEeNbHOM
6annoHe.

447. Heobxoanmo nNpoBeCTM COOTBETCTBYHOLLUME MPOBEPKU, MOATBEPXKAAOLMNE, YTO KOHTEWHEpDI
HanonHeHbl. OgHUM M3 NoKa3aTenenm TOro, YTO KOHTEMHEp HaMOMHEH Haanexailim obpas3om, MoXeT
CNY>XUTb OLLyLLIeHNe Tenmna npu nerkom NpUMKOCHOBEHUN K HEMY B XOA€E HanoSHEHUS.

448. Kaxgbih 6annoH gormkeH OblTb MapkMpoBaH M MMeETb LUBeTOBOM kod. Homep cepumn u/unu
JaTa HanomfHeHus, a Takke AaTta UCTedeHUs Cpoka FOAHOCTM MOryT OblTb yKasaHbl Ha OTAENbHON
3TUKETKE.

§ 6. KoHTponb kayecTBa

449. Boga, ucnonb3yemas Ans MCMbiITaHUs rTMAPOCTaTUYECKUM AaBrieHUEM, Mo KavyecTBY AOSDKHA
COOTBETCTBOBATH, MO MEHbLUEN MEPE, KAYeCTBY MMTbEBOM BOAbI M NOABEPraTbCA PYTUHHOMY KOHTPOSIO B
OTHOLLEHMN MUKPOBNONOTMYECKON YNCTOThI.

450. PaspelueHne Ha BbINyCK KaXOoro MeOMLMHCKOro rasa BblgaeTcs nNpu NoATBEPXKOEHUM ero
COOTBETCTBUS MOCMe MPOBEAEHNA WCMbITAHUA COornacHo cneundukaumi. [JOnonHUTENBHO KaXKabln
MeAVUMHCKMIA ra3 criegyeT WCMbITbiBaTb Ha COOTBETCTBME BceM dhapMakonerHbiM TpeboBaHuMsIM C
4YacToTOW, A4OCTATOYHOWN AS1S rapaHTMM NOCTOSHHOIO COOMAEHUST 3TUX TPeOOoBaHNNA.

451. TllocTaBneHHbIN HepacdacoBaHHbIN ra3 MoXeT ObiTb paspelleH aAns dacosBaHus npu
BbINOMHeHUn nyHkTa 435 HacTosawwmx NMpasun.

452. Ecnu no Tpybonposoay, npegHasHavyeHHOMY AN OJHOBPEMEHHOro hacoBaHMs B HECKOMBbKO
6annoHoB, NoaaeTcsa TONbKO OAMH MEeAULUMHCKUIA ra3, To Npu Kaxaon cmeHe 6annoHos Ha Tpybonposoae
creayeT MPOBOAUTL UCTbITAHWUSA MeOWMLMHCKOTO rasa, Kak MWUHUMYM, M3 ofHoro 6annoHa OT Kaxmgoro
HanornHawLlero Tpyéonposoaa Ha MNOANMMHHOCTb, KONMYECTBEHHOE COAepXaHue U, Npu HeobxoanMocCTH,
Ha cogepxaHve Boabl.

453. B cnyyae nocnepoBatenbHOro oacoBaHWst 0OHOr0 MEOULMHCKOTO rasa B Kaxabld 6anmnoH, ¢
MOMOLLBbID OTAENbHOW Onepauun, COOepPXMMOE KaKk MUHMMYM opfHoro 6anmnoHa npu  Kaxazom
HenpepbiBHOM LMKNe dacoBaHUs (0gHA MPOM3BOACTBEHHAs CMEHA, C OOHUM U TEM e NepcoHarom,
obopynoBaHneM © cepuen HepaccacoBaHHOrO rasa) OOS/MKHO ObiTb WUCMbITAHO Ha MOAJIMHHOCTL U
KONMMYeCTBEHHOE CcodepPKaHue U, Npu He0BXOAMMOCTH, Ha codepXKaHne BOAbI.
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454. B cny4dae npoussoacTtea cMecu MeAULIMHCKMX ra3oB nyTemM CMellnBaHnA B GannoHe OByX Unn
Oonee Pa3nnYHbIX rasoB M3 OA4HONO U TOro xe pr60r|p0|30p,a, cogepxmmMmoe, Kak MUHUMYyM, OOHOro
OannoHa, npn KaXxgom uukne (baCOBKI/I, cnenyet uUCnbiTbiBaTb Ha NOAJMMHHOCTb U KOJNMMYECTBEHHOEe
cogepxaHune Bcex KOMMOHEHTOB rasoBon CMecu u, npu HeobxoauMocCTu, Ha cogepxaHune BoAbl, a TaKkKe
Ha NpaBuUiibHOCTb COOTHOLLUEHNA ra3oB B CMECH.

455. Ecnun 6annoHbl 3anonHSAT MO OTAENbHOCTM, TO KaXAbll OannoH crnegyeT UchbiTbiBaTb Ha
NOAJSIMHHOCTb W KONMYECTBEHHOE cofepKaHne BCeX KOMMOHEHTOB ra3oBol CMecH, U, Mo MeHbLLEN Mepe,
OOMH GanmnoH W3 KaXOoro HenpepbiBHOrO LMKNa ¢acoBkM Hago MCNbiTaTb Ha  MpaBMIIbHOCTb
COOTHOLLEHWNS ra3oB B CMECH.

456. B cnyyae cmelleHNsi ra3oB Ha NMHMKM nepen HanofHEHNEM (HanpyvMep, CMeLLUBaHWe 3akucu
asoTa 1 kucnopopga) TpebyeTcs NOCTOSAHHLIN aHanu3 dpacyeMon cMecu.

457. Ecnu B 6annoH dacyloT He oauvH ra3, To B npouecce dacoBaHuss Heobxognmo obecneyunTb
NnpaBUbHOE CMELLMBAHME ra3oB B KakaoM OarnnoHe v NosiHy O4HOPOAHOCTb CMECH.

458. lepen onnomMobMpoBaHMEM KaXAblA HaMOMHEHHbLIN GannoH, ANs BbINOMHEHMSI KOHTPONs
NnepBOro BCKPbITUS, OOIMKEH NMPOXOAUTb MUCMbITAHME HA YTEYKY C MCMOMb30BaHMEM COOTBETCTBYHLLErO
mMeTofa. B cnydae, ecnu npoBogAat otbop Npob m UCnbITaHWs,, MPOBEPKY HA YTEYKY CreadyeT BbINOMHATb
nocrne Mx OCyLLEeCTBMEHUS.

459. Ecnun KpyOreHHbIM ra3oM HarnorHAT KPUOreHHble COCyAbl AN NOCTaBku noTpebutensam, To
COAEPXUMOEe Kaxaoro cocyaa crnegyet ucnbltatb Ha NOAMHHOCTb U KOMMYECTBEHHOE CoAepKaHue.

460. He tpebyeTtcst otbupaTtb npobbl N3 KPUOrEHHbIX COCYAOB NOCIE WX HaroSfIHEHUS, €Cru OHU
cogepxaTtcs y notpebutenen n nepesanornHaTCa Ha MecTe U3 NepeaBMKHbIX LIUCTEPH, NPU YCroBuwu,
4yTO npeanpusaThe, ocyllecTBnsALWwee dacoBaHne, npefocTaBnseT cepTudukaT aHanmsa npoosl,
0TOBpaHHOM M3 aBTOLMCTEPHBI.

461. KpuoreHHble cocyabl, XpaHsilumecs y notpebutenen, cneayet nepmoamyeckn npoBepsaTb ans

NOATBEPXAEHUSA COOTBETCTBUSA UX COAEPKUMOro papmakonenHbim TpebosaHusaM. Ecnn He ycTaHOBNEHO
MHa4e, CoXpaHsTb obpasLbl He TpebyeTcA.

§ 7. XpaHeHue 1 BbInyck

462. HanonHeHHble rasoBble 6GannoHbl HeobxoouMO cofdepXaTb B KapaHTUHEe, OO0 Bblgauu
YMNONIHOMOYEHHbBIM JIULIOM paspeLleHus Ha BbiMycK.

463. lycTtble rasoBble 6anmnoHbl criegyeT XpaHuTb Mo HaBecom M Gepedb OT BO3AEWCTBUS
3KCTpemanbHbIX Temnepatyp. [Ans obecneyeHuss cOXpaHeHUs 4YUCToTbl BannoHOB OO0 MOMEHTa UX
UCMNOMb30BaHNS  Heo6XoOUMO, YTOObl  30HbI  XpPaHEeHUs  ObiNM  YUCTbIMKW,  CyXUMK,  XOpOLUO
NpoBeTPMBaEMbIMU; B HUX HE JOIKHO ObITb FOPOYNX MaTepmarnos.

464. OomkHo ObiTb NPedyCMOTPEHO pasfdenbHOe XpaHeHue 6annoHOB C pasnUuYHbIMKW ra3amu,
nomnHbIX M nycTbix 6annoHoB, a Tawke obecneymBaTb OBOpayMBaemMOCTb CKNaAcKoro 3anaca Ha
OCHOBaHUM npasuna "nepBbiM NOCTYNUI - NEPBLIM BbiAaH".

465. Tpwn TpaHCNOPTMPOBaHUWN rasoBbIX OGannoHOB AOMKHbI ObiTb NPEAYyCMOTPEHbI YCIOBUS
3alMTbl OT HeBnaronpPUSATHbIX NOroAHbIX ycnosun. Ocobble YCNnoBus XpaHeHUst U TPaHCNOPTUPOBaHUSA
AOMXKHbI cobnogaTbcs AN rasoBblX CMECeln, B KOTOPbIX MPU 3aMOpaXKnBaHUM NpoucxoanT pasgeneHue

das.

14. npOM3BOACTBO JNNIeKapCTBeHHbIX cpeacTB U3
pacTuTenibHOro Cbipbs

§ 1. MpuHumneI

466. JlekapCTBeHHble cpeacTBa W3 pPaCTUTENbHOMO ChIPbS  MMEKT CHOXKHYK npupoay,
pa3HoobpasHble XapakTepUCTUKK, BOMbLUOE YNCIO aKTUMBHbBIX MHIPEAMEHTOB, COAEPXKALLUMXCHA B Marnbix
Konuyecteax. B ¢BA3n ¢ 9TUM, Npu NPoOM3BOACTBE NEKAPCTBEHHbIX CPEeACTB U3 PaCTUTENbHOMO Chipbs
0CO0Yy10 porib UMET KOHTPOSb UCXOAHbIX MaTepuaros, YCIOBUS XpaHEHUS U NnepepaboTKu.

§ 2. MomelweHuns

163



TexHudeckuin pernameHT "O 6e30nacHOCTM NekapcTBEHHbIX cpeacTe ans..."

467. VcxogHoe pacTUTEnbHOE Chipbe [OMKHO XPaHUTbCS B OTAENbHbIX MNOMELLEHUAX. ITu
NOMELLEHNA OOMKHbI OblTb XOPOLIO BEHTUNMPYEMbIMU U BbiTb 060pyaOBaHbLI NPUCNOCOBNEHMSIMU,
NPensTCTBYIOLLUMMU  MPOHUKHOBEHMIO HACEKOMbIX W KMBOTHbIX, OCOBEHHO rpbi3yHoB. Heobxoaumo
NMPUHUMAaTL Mepbl MPOTMB PACMPOCTPAHEHUsS! KMBOTHBLIX M MUKPOOPraHM3MOB, 3aHECEHHbIX BMecTe C
CbIpbIMU pacTeHUsIMK, @ TakkKe NPOTMB NMEPEKPECTHOW KOHTamMuHauuv. PasmelueHve KOHTENHepoB He
[AOIMKHO NpenaTCcTBOBaTb CBOOOAHON LIMPKYNALMM BO3ayXa.

468. Ocoboe BHUMaHWEe criefyeT YOenaTb YMCTOTE U OOCNYyXMBaAHMIO TEX CKMNaACKMX 30H, rae
MOXeT 06pa3oBbIBATLCS MNbiflb.

469. XpaHeHue pacTeHWi, 3KCTPaKTOB, HACTOEK M APYrMx MnpenapatoB MOXeT notpeboBaTb
0COObIX YCMOBUW  BMAXHOCTW, TemnepaTypbl W OCBelleHusi; Heobxogumo obecneunBaTtb U
KOHTPONMPOBATb BbIMOSIHEHWE 3TUX YCITOBMIA B COOTBETCTBUM C YCTaHOBIEHHbIMU TpeboBaHMAMMN.

§ 3. MpousBoacTBEeHHbIE 30HbI

470. MNMpwn otbope npob, B3BELLIMBAHWM, CMELLUMBAHMM U OPYIMX NMPOU3BOACTBEHHbLIX Onepauusax C
pacTUTENbHbIM CbiPpbE€M, COMPOBOXAAIOLMXCA MbifieBblAENeHNeM, HeOOXOAMMO MpUHMMATb Ocobble
Mepbl MO NOAAEPXKaHWUIO YMCTOTbI U K yBopKe NomeLLeHUn, a Takke No NpeaoTBpaLLeHNo NepekpecTHOm
KOHTaMUHaL MK, Hanpumep, yaaneHue nbinu, BelgenexHve cneumanbHbIX NOMELLEHWI U TOMY nNogobHoe.

§ 4. okymeHTauumA

471. TMoMMMO [aHHbIX, NpUBEAEHHbIX B NyHKTe 92 Hactoswmx [lpasun, cneumdukaumm Ha
nekapCcTBEHHOE pacTUTENbHOE Cbipbe, UCNONb3yemoe [Ans NPOU3BOACTBA JeKapCTBEHHbIX CPEACTB,
cnegyet, No BO3MOXHOCTU, BKIOYATb:

- HaMMeHOBaHWe, NpuHATOe B OOTaHWKE C yKkasaHuMeM, Mo BO3MOXHOCTM, KraccudukaTopa
(Hanpumep, "KnaccudumkaTtop pacteHuii n xmBoTHbIX" Kapna JluHHes);

- NoApobHY0 MHpopMaLMIo, KacatoLytocsi MPOUCXOXKAEHUS pacTeHNs (CTpaHa UM MeCTHOCTb, MO
BO3MOXHOCTH, KynbTypa, Bpemsi cbopa, cnocob cbopa, ncrnonb3oBaHue NnecTuungos 1 Apyroe);

- yka3aHue 06 ncrnonbL30BaHMN BCEro paCTEHNUst UNN ero 4acTu;

- AaHHble O METOAE CYLUKM, B Clyvyae NpMobpeTeHnsi BbICYLLEHHOIO PacTUTENBHOIO Chipbs;

- ONUcaHve pacTeHus, a Takke AaHHble ero Makpo- U MUKPOUCCHEeA0BaHUS;

- OaHHble 00 MCNbITAHUSIX Ha MOAJIMHHOCTb, BKMKYasi UCMbITAHWUS Ha MOAMMHHOCTL TECTbl, Ha
N3BECTHbIE aKTMBHbIE UHIPeaUEHTbI NN Mapkepbl. [ns ncnbiTaHni Ha NOAMHHOCTL HEOBX0AMMO MMETb
obpasubl cpaBHEHMSA (3TanoHHbIe obpasupbl);

- OnucaHue, No BO3MOXHOCTWU, OCHOBHbLIX UHIPEOUEHTOB, MMEIOLLMX U3BECTHYIO TEPaneBTUYECKYIO
aKTUBHOCTb, UM MapKEPOB;

- MeToAbl OnpeaeneHus CoaepXXaHns NecTMLUUOOB U X OOMYCTUMbIX KOHLEHTpaLniA;

- MeToAbl UCNbITaHWA MO OBHapyXeHUto FPUOKOBOW UMM MUKPOOHOIM KOHTaMMHAUMK, BKM4Yas
adnaToKCUHbLI U NeCT-MHgECTaLMHBI, U UX OOMYCTUMbIE KOHLEHTPaLMu;

- METOAb! UCMBITAHUA HA COAEPXKAHME TSDKENbIX MEeTannoB U NOAOOHbIX KOHTAMUHAHTOB U OpPYIrvX
BO3MOXHbIX MOCTOPOHHUX NPUMECEN.

472. Jliobasa obpaboTka, HanpaBneHHas Ha YMEHbLUEHNE TPUOKOBON M MUKPOBHOIM KOHTaMMHaLUuK,
OOMMKHA [OKyMeHTupoBaTbCs. Takve Buabl 0b6paboTKM [OImKHBI NPOTOKONMpoBaTbCcsA. B npoTokonbl
OOIKHbI BKMNoYaTbCA NOAPOOHOCTM NPOBEAEHUS TEXHOMOMMYECKOro NpoLecca, NPOBOAUMBIX UCMbITaHUN
1 npefenbl 0OCTaTOYHOM KOHTaMUHALMK,

473. TexHOMnorM4yeckne WHCTPYKUMM [OOIDKHbI COAepXaTb OMNMCaHue pasfu4yHbIX onepauun,
NPOBOAMNMBIX C pacTUTErbHbIM ChbiPpbEM, TakMe Kak Cyllka, nepemanbiBaHue U NpoceuBaHue, a Takke
OOMMKHbI BKIOYaTb Takue AeTanu, Kak BpeMsi U TemrnepaTtypa CyLIKW, MEeTOAbl KOHTPONs U pa3mepbl
yactul. B Hux Takke OOMKHO ObiTb onucaHne mep 6e3onacHOCTU U MEeTOAOB yAaneHWsi NOCTOPOHHUX
MaTepuarnos (Hanpumep, NpoceMBaHue).

474. TexHonorndyeckue MHCTPYKUUUN, KaCakLlnecsa U3rotoBrieHUA JNeKapCTBEHHbIX npenapaTtoB U3
PaCTUTENbHOIO CbipbA, OOJTKHbI BKIMIOYATb CBEeAEeHUA, Kacatlolnecsa OCHOBbI UM pacTBopuUTesid, BpemMa U
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TeMnepartypy 3KCTpakuuu, rlop,po6Hoe onucaHue BCeX CTaaumn KOHUEHTpupoBaHna n UcCNosnb3yemMble
MEeTOANKN.

§ 5. OT60p Npob6

475. OT60p NPob NeKapCTBEHHOIO PACTUTENBHOIO Cbipbs, BCIEACTBUE TOro, YTO HeobpaboTaHHoe
pacTUTENbHOE Cbipbe MOMYy4aTCs U3 OTAENbHbLIX PACTEHWUIA U MPUCYTCTBYET (PAKTOP HEOQHOPOAHOCTW,
AOIMKEH MNpoBOAUTbLCS 0cobo TwaTenbHo, crneuuanbHO MNOATrOTOBMEHHBIM MepcoHanom. Ha kaxayro
napTuto (Ceputo) AOMKEH MMETBLCS COCTaBMATLCS OTAENbHbINA MPOTOKON.

§ 6. KoHTponb kayecTBa

476. lepcoHan, 3aHATbIN KOHTPOMEM KavecTBa, AOMXKEH UMeTb cneumanbHylo MOoAroTOBKY MO
NPOM3BOACTBY FEKapCTBEHHbIX CPEACTB W3 pPacTUTENbHOro Cbipbsl, MO3BOMSIOLYI0 €My NpoBOAUTb
UCMbITaHUS Ha WAOEHTUYHOCTb W Hamnuyve npuMecen, BbISIBMATb MNPUCYTCTBUE TFPUBKOBLIX KOMOHWN,
HeOoAHOPOAHOCTb PAaCTUTENBHOIO Chipbs 1 TOMY NOA0GHOe.

477. TloANMHHOCTL U Ka4vecTBO NekapCTBEeHHbIX CpeacTtB U3 pacTUTENIbHOrNo CbIpbA OOJIKHbI
KOHTPONMpoBaTbCA B COOTBETCTBUU C YTBEPXKXOEHHbIMU CI'IeLI,I/I('pI/IKaLI,I/IﬂMM.

15. OT60p NPO6 MCXOAHOro ChIPbSA U YNAaKOBOYHbIX
MaTepuanoB

§ 1. MpuHUun

478. OT60p Npob - 3TO BakHasl onepauusi, MPU KOTOPOWN OTOMPAETCHA TOMbKO Maras 4YacTb BCEW
cepun. MapaHTUpoBaHHbIE 3aKMYEHNS O KayecTBe BCEW Cepuu He MOryT BObiTb MoSlyYyeHbl Ha OCHOBE
HepenpeseHTaTMBHOM BblGOpkM. Takum 00pas3oM, MNpaBUSIbHLI OTOOpP Npob ABMseTCA OAHOW U3
OCHOBHbIX COCTaBISIOLLMX CUCTEMBI 0BecneyeHns KayecTaa.

§ 2. Nepconan

479. lMepcoHan, 3aHaTbIM oTBopomM Npob, AOMKEH MPOXOAMTb HayanbHOe U cucTeMaTudeckoe
nocnegywowiee obydyeHne gucumniaMHam, UMeKLWmMM OTHoLWeHe K oTbopy npob. Mporpammbl 0byyeHus
AOIMKHbI BKIOYaTb!

- nopsigok otbopa npoob;

- MMCbMEHHbIE UHCTPYKLMK MO OTOOpY Npob;

- MeToabl 1 0bopyaoBaHue ana otbopa npoo;

- MeToAbl NpeoTBpaLLEHNsI NEPEKPECTHOWN KOHTaMUHaLUNW;

- Mepbl NPeaoCTOPOXKHOCTU NpK paboTe ¢ HecTabunbHLIMU U/UNN CTEPUNBHBIMU BELLLEeCTBaMMU;

- BXXHOCTb y4eTa BHELLHEro BMAa UCXOLHOrO Chipbsi, MaTepuaros, yNakoBOK N 3TUKETOK;

- HE0OXOANMOCTb MPOTOKONIMPOBAHUS NIOOLIX HENPEABUAEHHbBIX TN HEOOLIYHBIX OOCTOATENLCTB.

§ 3. UcxopHoe cbipbe

480. NOEHTMYHOCTb BCEN CEpUU MCXOAHOMO CbipbA MOXET OblTb rapaHTMpoBaHa TOMbKO Mpu
B3ATUM NPO6 M3 KaXkOoW YynakoBKW U MPU UCMbITaHUM HA MOAMMHHOCTL Kaxaoro obpasua. [lonyckaetcs
oTOop nNpo6 M3 YacTM YNakoBOK MNpW HanNuuMM BanuaAMpPOBaHHOW MeToaMKKM, obecneymnBatoLlen
NpaBUbHYIO MAPKUPOBKY KaXKOoW YNakoBKM C UCXOAHBLIMW MaTepuanamu.

481. lNpun Banuaaunm Takon METOAMKU criefyeT yuuTbiBaTh criegytoLuee:

- JaHHble O Mnpou3BoAuTENE U MOCTaBLUMKE, a TaKkKe YPOBEHb BLIMOJIHEHUS UMK TpeboBaHWiA
Hagnexawen Npom3BoLCTBEHHOW NPAKTUKK N HacTosiLero PernameHTa;

- cucTeMy obecnedeHns kayecTsa NpeanpuaTUs, NPOVU3BOAMTENSA UCXOOHOO ChlpbS;
- YCINOBWSA, NPY KOTOPbIX NPOU3BOANTCS U KOHTPONMPYETCH UCXOOHOE ChIPbE;
- XapaKTep ¥ CBOMCTBa NCXOOHOTO ChIpbsi, @ Takke Mosly4aeMon U3 HEro NPOAYKLUN.

482. lNMpn HanNMuun Tako CUCTEMbl MOXHO MPUMEHSTb aTTECTOBAHHYIO METOAMKY, OOMyCKatoLLyto
0oT60p NPob He U3 Kaxaon YNakoBKM C UCXOLHbIM CbipbeM, ECIU BbINOMHAKTCA CrieayoLmne ycroBus:
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- ICXO4HOE Cbipbe NoCTynaeT OT O4HOro npon3sognuTena Unn ¢ O4AHOro NpeanpuAaATuA;

- WCXOOHOE Cbipbe MOoCTynaeT HemnocpeACTBEHHO OT MPOU3BOAUTENS WM B OrnevaTaHHOW
npou3BoAMTENEM YMakoBKe Npu Hanmuuumi 6e3ynpeyHoro onbita paboTbl ¢ AaHHbIM NPOU3BOAUTENEM U
perynspHoro ayguta ero cuctembl obecrneyeHuWst kadecTBa, MPOBOAMMOIO MNPOU3BOAUTENEM
nekapcTBEHHOro cpeacTBa U odmumarnbHO YNONMHOMOYEHHbBIM Ha 3TO NMLOM (Uuamm).

483. He ponyckaeTcsa otb6op npob 13 4acTu yNakoBOK B Criyyae:

- UCXOOHOE Cbipbe NocTynaeT OT NoCpeaHMKOB, €Clin NPOon3BOAUTENTb HEN3BECTEH UMK He npoLuen
ayonT;
- NICXO4HOE Cbipbe UCNOonb3yeTca And npon3soactea napeHTepaanon npoaykumun.

484. KayectBO cepum MCXOOHOMO Cbipbsi MOXeT OblTb oueHeHO nytem oTtbopa um npoBedeHus
UCNbITaHW penpe3eHTaTMBHOW NpoObl. [Ans 9Ton uenuM MOryT MCnonb3oBaTbCcs 0bpasubl, B3sATble ANs
UCMbITaHWA Ha NOANWMHHOCTb. KonnuyecTtBo obpasuoB, oTOMpaeMbix A NOAyYeHus penpe3eHTaTUBHOMW
npobbl, onpegenseTca CTaTUCTUYECKUM METOAOM W yKasblBaeTcs B nnaHe otbopa npob. KonuvectBo
oTAenbHbIX 06pa3uoB, KOTOPble MOryT ObiTb CMeLlaHbl ANA nonyyeHus obuen npobbl, onpegenseTcs ¢
y4eTOM XapakTepa Cbipbs, AaHHbIX O NOCTaBLLMKE, a Takke OAHOPOOHOCTN COCTaBHOM NPOoObbI.

§ 4. YnakoBoYHbIe MaTepuansbl

485. lNMpwn coctaBneHnn nnaHa otbopa nNpob ynakoBOYHbIX MaTepuanoB HeOOGXOAMMO NPUHMMATb
BO BHUMaHMWE MONyYEHHOE KONM4ecTBO, Tpebyemoe KayecTBO, XxapakTep MarepuanoB (Hanpumep,
NepBuYHbIE YMAKOBOYHbIE MaTepuanbl  W/MNM  nedaTHble  YNakoBOYHbIE  MaTtepuanbl), MeToabl
NPOM3BOACTBA, a Takke MWHpopMauuo o cucteMe obecneyeHuss Npou3BoauTENEM KadecTBa
YNaKOBOYHbIX MaTepuarnoB, MOJIyYEHHYIO Mpu npoBedeHun ayauta. KonmyectBo oTOupaembix npod
onpeaenseTcs CTaTUCTUYECKM U yKa3biBaeTCs B NiaHe otoopa npob.

16. NMpon3BoaCcTBO XMAKOCTEN, KPEMOB U Ma3en

§ 1. MpuHUMNbI

486. Xungkoctu, KpemMbl U Ma3n NpeacTaBnsioT ocobyto onacHOCTb NPWU NPOM3BOACTBE C TOYKU
3peHNsT MUKPOOHOM M WMHOW KOHTaMuHaumu. [oaTomy, Bo u3bexaHue nboro BMAa KOHTaMuHauuu
Heobxo4MMO MpUHUMaTL 0cobble Mepbl NPEAOCTOPOXKHOCTH.

§ 2. NomeweHunn n o6opyanosaHue

487. [Ons 3awuTbl OT KOHTaMuMHauMm Mpu MPOU3BOACTBE W NepeMeLleHnn npoayKumm
peKoMeHOyeTCsl UCMOMb30BaHME 3aKPbITbIX CUCTEM. [1pON3BOACTBEHHbIE 30HbLI, B KOTOPbIX HAaxOAMUTCSH
OTKpbITasi NPOAYKUMS WM OTKPbITbIE YUCTble KOHTEMHepbl, crnegyet obopynoBatb 3deKTUBHOM
CUCTEMOWN BEHTUMALMU, UMeoLLEeN (PUNbTPbl OYUCTKM BO3ayXa.

488. LluctepHbl, KOHTENHepbl, TpybonpoBoabl M HAcOChbl AOMKHbI ObiTb CKOHCTPYMPOBaHbI U
YCTaHOBIEHbI Taknm 06pa3om, 4Tobbl nx 6bINo yaobHO oumaTh U NogBepraTb CaHNTapHON obpaboTke.

489. KoHcTpykumsi obopyaoBaHUsi AOSHKHA WCKIYaTb Hanuyue Mnoroctein M Apyrux MecT, rae
MOTYT CKanMBaTbCs OCTATKU MaTepMarnoB, Bbi3biBaOLLMX Pa3MHOXEHUE MUKPOOPraHU3MOB.

490. Odetanu obopynoBaHUs, BXOASILLIME B KOHTAKT C MPOAyKUMEN, OOMKHbI M3roTaBnmBaThCs U3
BbICOKOKQYECTBEHHOW Hep)XaBeloLwen cTanu, npu BO3MOXHOCTM, criegyeT msberatb WCMNOMb30BaHWSA
CTEKIISIHHbIX JeTanen.

§ 3. NMpousBoacTeo

491. Xummyeckoe U MUKpPOBMOIOrM4eckoe KadecTBO BOAbl, WCMOMb3YeEMOW B MNPOU3BOACTBE,
AOMMKHO chneunduumpoBaTbCsl U KOHTponuMpoBaTbesl. Bo n3bexaHue pucka pasMHOXEHMSI MUKPoGOB
HeobxoaMMO yaenaTb BHUMaHWe TulaTenbHOMy oOcnyXmuBaHWO cucTeMbl BodocHabxeHus. [Mocne
npoBeaeHus nobon caHuTapHo obpaboTknm cUcTeMbl BOAOCHAOXEeHWs HeobxoAUMO MpPOMbITbL ee B
COOTBETCTBMM C BanuAMpPOBAHHOW MUCbMEHHOW WHCTPYKUUWEW, rapaHTUMPYIOLWEN nonHoe yaaneHue
AEe3MHPMLMPYIOLLMX BELLECTB.

492. KadvectBO MaTepuanoB, OOCTaBMEHHbIX B UMUCTEpPHax, AOSDKHO MNPOBEpsATbCA nepen ux
nepemeLLeHUeM B KOHTENHEPbLI NS XPaHEHWS.
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493. HeobxoaumMo TLlaTeNbHO KOHTPOJIMpOBaThb nepemMelleHmne matepumanoB no pr6onpoaop,aM n
nx nocrtynneHne B MECTO Ha3Ha4YeHUA.

494. He ponyckaeTcs HaxoXaeHne MaTtepuarnos, COCOOCTBYOLLMX BblAENEHMNIO BOSIOKOH U ApYrnx
3arpsi3HUTENEN, TakUX Kak KAapTOH UMW AepPEeBO, B MOMELLEHUSIX, TOE COOEPXKUTCSH OTKPbITas NpoayKumsi
WA YNCTblE KOHTENHEPBI.

495, Bo Bpems onepauuii No HanosIHEHMO Heobxoanmo TwaTenbHo obecneymBaTb OAHOPOAHOCTb
(romoreHHoCTb) cmecen, cycneHsui u T.n. [lpouecc nepemMelmBaHuUs W HaMnoONHEHWUS MOANEXUT
Banupgauun. Heobxogmmo yaensitb ocoboe BHUMaHWe obecnevyeHnto oQHOPOOHOCTM B Havarne npouecca
Mo HanonHEHUIO, NOCIie OCTAHOBOK U B KOHLIE MpOoLIecca HaMOSHEHMS.

496. B cnydyasx, Korga TrOTOBbIA NPOOYKT YMNaKOBbIBAETCA He Ccpasy Mocfe OKOHYaHMUS
NPOWN3BOACTBEHHbIX Onepauui, HeobXO4MMO YCTaHOBUTb MaKCUMarnbHO [OOMYyCTUMOE BpPEMS OO0 €ero
YMaKoBKM U COOTBETCTBYIOLLME YCNOBUS XpaHEHUS.

17. KomnbloTepusnpoBaHHble CUCTEMbI

§ 1. O6bwue nonoxeHuns

497. Wcnonb3oBaHue KOMMNbOTEPHbLIX CUCTEM B MNpPoOn3BOACTBE, BKMKO4YaA  XpaHeHwue,
pacnpeneneHne n KOHTpoJib KadecTtBa, He OOJKHO NPpUBOAUTbL K HAPYLUEHUIO NPUHUNNOB, U3NOXKEHHbIX B
HacTodlleM CTaHOapTe.

498. 3ameHa py4YHbIX onepawumit KOMMNbIOTEPHBIMI CUCTEMaMU He JOIHKHA NPUBOANTL K YXyALIEHUIO
KayecTBa npoaykuun. Heobxogumo yynTbiBaTb BCE BO3MOXHble TOCNEACTBMS nepexoda kK
KOMMbIOTEPHLIM CUCTEMaM OT Mpeablayllero nopsigka paboTbl, CBS3aHHble C YMEHbLUEHWEM POSU
onepaTopoB.

§ 2. NMepcoHan

499. HeobxoOuMO HanmuMyne TEeCHOro B3aUMOLEWCTBUS MEXAY KITHOYEBbLIM MEPCOHANoM U
COTPYAHMKaMU, 3aHUMaKLWMMNCA KOMMbloTepusaumen. Jlnya, saHMMarowme OTBETCTBEHHbLIE AOJMPKHOCTH,
OOIDKHBbI  MPOMTU  COOTBETCTBYIOLLYD TMOArOTOBKY B paMkax WUX o0053aHHOCTEN, CBSI3aHHYlD C
NCMOJSIb30BaHNEM KOMMbIOTEPHbBIX CUCTEM.

500. TpebyeTca rapaHTMpoBaTb BO3MOXHOCTb MPOBEAEHUsT HEOOXOOUMbIX — 3KCMEPTUS,
YUATBIBAKOLIMX BCE acMeKTbl MPOEKTMPOBaHUS, kBanudukauuu, Banuaauuun, MHCTannaumm u paboThbl
KOMMbIOTEPHBIX CUCTEM.

§ 3. Banugauusa

501. CteneHb HeobGxoAMMOW BanuaauMu CBsid3aHa C PSAOM TakuxX (haKTOpPOB, Kak Has3HayeHue
CUCTEMbI, OnpeeneHune, SBNSETCS Ny Banuaaums nepcnekTMBHON N peTPOCNEKTUBHON, a Takke OyayT
N1 BBOOUTBLCHA HOBbIE 3NIEMEHTLI B CUCTEMY.

502. Banupaums OOfMKHaA paccMaTpuBaTbCs Kak MOCTOAHHASA COCTaBswoWwas Ansi BCEro cpoka
aKcnnyaTaumm cMCTeMbl, BKIOYas 3Tanbl NAaHMpPOBaHWS, Bbigauu cneumdukaumnin, nporpaMMmpoBaHus,
TECTUPOBaHUA, CAQYUM B 9KCnnyatauuio, [OKYMEHTUPOBaHMUS, (OYHKLMOHUPOBAHUS, KOHTPONA WU
Moaudbukauuu.

§ 4. TpeboBaHuA k cucteme

503. OGopynoBaH/Me HeOGXOAUMO pa3MelLaTb B YCIOBUSIX, UCKIOYaIOLWMX BIIUSIHAE NMOCTOPOHHUX
(hakTOpOB Ha paboTy cUCTEMBI.

504. Heobxogumo Hanunume wn perynspHoe o6GHOBMEeHWEe NoapPOBHOr0 MUCbMEHHOrO OnucaHus
cucTembl (BKNOYasi Cxembl). JTO OnucaHuMe AOMMKHO BKMYaTh OOLLMEe MONOXeHUs, 3ajadvn, CoCTaBs
CUCTEMBbI, Mepbl NPeAOCTOPOXHOCTM NpU ee IKCnryatauuMuM, a Takke OCHOBHble MpPUHLUMNbI
NCMOSIb30BaHUS KOMIMbIOTEPOB U UX B3aMMOAENCTBME C APYTMMU CUCTEMAMM U NPOLIECCAMM.

505. MporpammHoe obGecrneyeHne SBNSIETCA OCHOBOW KOMMbIOTEPHbIX cucteM. [lonb3oBaTenb
Takoro nporpaMMHoro obecneyeHuss OOMKEH MpPUHATbL BCE Mepbl, obecneunMBaloliMe COOTBETCTBME
nporpammHoro obecrnedeHuns cucteme obecneyeHms kadecTsa.
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506. KOMI'IbI‘OTeprIe CUCTEMbI (I'Ipl/l BO3M0)KHOCTVI) OOJTXHbl BKIMKOYaTb BCTPOEHHbIE nporpamMmmbl
NpPoOBEPKN NpaBuIiibHOCTU BBOOAUMbIX U O6pa6aTblBaeMbIX OaHHbIX.

507. Tlepes HayanoM WCMNONb30OBAHUS KOMMbIOTEPHOM CUCTEMbI HEOOXoAMMO MNPOBECTU
TWAaTenbHY0 MPOBEPKY CUCTEMbI C KOMMbIOTEPHbLIM YynpaerneHneM U ybeanTbca B ee COOTBETCTBMU
3aflaHHbIM MapamMeTpaMm W XxapakTepucTukam. [lpy 3ameHe pyvyHOW CUCTEMbI Ha KOMMbIOTEPHYHO
HeobxogmMMo obecneunTb WX NapannenbHOe WCMOoNb30BaHME B TeYEeHWEe HEKOTOPOro BpeMEHMU,
paccmaTpuBas 9TO Kak YacTb npoueaypbl TECTUPOBaAHUSA 1 Banvaauumu.

508. [aHHble JOMKHbI BBOOAUTLCS B CUCTEMY WU U3MEHATLCS! TONBbKO YNOMHOMOYEHHLIMU Ha 3TO
coTpyaoHukamu. Bo wm3bexaHue HeneranbHOro BBOAA WNM  WUCMPABREHUS  [aHHbIX  OOMKHbI
MCMoMb30BaTbCA CheLunanbHble K4, MNponycka, NnepcoHarnbHble KOAbl W orpaHudeHne pocTyna K
KOMMbIOTEPHLIM TepMuHanam. [omkHa CyLlecTBOBaTb YeTkasi MHCTPYKUMUS MO Bblave, OTMEHE WU
M3MEHEHUIO MpaBa [O0CTyna K BBOAY AaHHbIX B KOMMbIOTEPbI, BKMOYAs NEPUOLNYECKYD CMEHY FUYHbIX
naponen. Mo BO3MOXHOCTW crnegyeT BBECTM CUCTEMbI, MO3BOMSOLINE PErMcTPUpoBaTb MOMbITKMU
HeneranbHOro BBOAA AaHHbIX B CUCTEMY.

509. B cnyyasix py4HOro BBOAa KPUTUYECKMX AaHHbIX (Hanpumep, mMaccbl MNM HOMepa cepumn
WHrpeaneHTa) HeobGXoAUMO BBECTM BO3MOXHOCTb OOMOMHUTENBHOW MPOBEPKU MPaBUMbHOCTU BBOAA
JAaHHbIX. [onyckaeTcs OCyLLECTBMEHWE TaKoW MPOBEPKU ApYrMM OMepaTopoM UMM aTTeCTOBaHHbIMU
3MEKTPOHHBLIMU METOAAMMU.

510. B cucteme HeobxoOMMO MPeAyCMOTPETH PErncTpauuio MMeH onepaTopoB, BBOASALLMX UK
noaTBepXaaloLWMX BBOA KPUTUYECKMX AaHHbIX. MpaBo M3MeHeHWs1 BBEeOEHHbIX AaHHbIX AOMKHO ObITb
OrpaHUYeHo Y3KUM Kpyrom nuu. BHeceHue nioGoro nMamMeHeHusl, paHee BBeOEHHbIX OaHHbIX, TpebyeT
cneumnansbHOro Oonycka M AOIMKHO MPOTOKONMPOBAaTLCA C YyKasaHWem npuumHbl. B cucteme, npwu
BO3MOXHOCTM, HeoBbXxoOuMO pPacCMOTPeThb BKMOYEHWE AaHHbIX MO OPMUPOBAHUIO MPOTOKONa BCeX
onepauuit No BBOAY U M3MEHEHWIO AaHHbIX.

511. Bce uamMeHeHusi, BHECEHHbIE B CaMy CUCTEMY UMK B NporpaMmmHoe obecrneyeHune, AOMKHbI
BbIMOSTHATECA B COOTBETCTBMM C YETKOM WHCTPYKLUMEWN, BKMIOYaKOWENn OeNcTBUA Mo KBanudukaumm,
Banugauun, nNpoBepke, NOATBEPXKAEHUIO U OKOHYATENBHOMY BHECEHUIO U3MEHEHWUN. Takue n3MeHeHus
OOIMKHbI BHOCUTBLCS TOMbKO MO COMNMacoBaHWUIO C MMLIOM, OTBETCTBEHHbIM 3a KOHKPETHbIN Y4acToK
CUCTEMBI, N OOKYMEHTMPOBATLCS. Bce cyllecTBeHHbIE M3MEHEHWS NoaniexaT Banuaaunm.

512. [Onsa npoeegeHnAaA ayauta KadectBa HeobxoguMa BO3MOXHOCTb nonyy4yeHna 4YeTknx
pacne4vyaTaHHbIX KOMWUIN OaHHbIX, XpaHALLINXCA B 3NTEKTPOHHOM BUAE.

513. [aHHble [OmKHbl ObiTb 3aliMeHbl U3NYECKUMU WU SMIEKTPOHHBIMW  MeTogaMu OT
npegHamMepeHHOro WNM Cny4amHoro YHUYTOXEHUS B COOTBETCTBMM C HaCTOSLUM MPUMIOXKEHUEM.
Heobxoanmo npoBepsATb HAAEXHOCTbL U TOYHOCTb COXPaHSEMbIX AaHHbBIX M NOPSAOK AocTyna K HUM. Ecrnin
nnaHMpyeTcs BHECEHWE U3MEHEHWU B KOMMbIOTEPHOE 06OpyAoBaHWE UM NporpaMMHoe obecneveHue,
yacToTa MpoOBedeHNs NPOBEPOK [OSMKHA MPOBOAMTL C MEPUOLAMYHOCTBIO, ONpedensseMon cC ydeTom
NPUMeEHAEeMbIX HocuTenen nHopmarmu.

514. [laHHble OOMKHbI 3amLLaTLCA nyTemMm nx perynapHoro KonmposaHus. Konuun cnenyet XpaHUTb
B Teé4eHne yCTaHOBJIEHHOro nepmnoga spemMeHun B N3orimpoBaHHOM U 6e3onacHOM NOMeLLEHNN.

515. Ha cnyyan aBapum unu OTKA30B OCHOBHOW KOMMbIOTEPHOM CUCTEMbI HEOOXOOAMMO UMETH
afeKkBaTHylO pe3epBHyl cuctemy. Bpewmsi, Heobxogumoe Ons npuBefeHWss B OEeNCTBME pe3epBHOM
CUCTEMbI, OnpegensieTca 4oNyCTUMbIM MHTepBaniom B paboTe cuctemsl.

516. VIHCTpyKuMst MO OEWCTBUSIM B Criy4yae OCTaHOBKM M HEMCNPAaBHOCTU CUCTEMbI OOSPKHA ObiTb
YeTKOM 1 BanuaMpoBaHHOW. Bce HeMcnpaBHOCTU M MepPbI MO UX YCTPAHEHMIO AOMKHbI ObITb 0OPMIIEHbI
AOKYMEHTarnbHO.

517. Tlopsigok BegeHust OOKYMEHTauuu, MpoBedeHUs aHanv3a OWwunbOK M KOPPEKTMPYHOLLMX
OENCTBUIA AOoMmKeH ObiTb onpeaeneH cneumanbHON NHCTPYKUNEN.

518. Tllpu o6GCnyXMBaHMM KOMMBIOTEPHOrO 0OOOPYAOBaHUSA MOCTOPOHHEN OpraHu3auunen,
HEOOXOAMMO 3aKNiounTb C HeW oduumnanbHbid KOHTPAKT (4OroBOP), BKIIOYAOLWMIA YETKOE yKalaHue
CTEneHn OTBETCTBEHHOCTU OpraHu3auunn, OCyLLECTBNAOLLEN CEPBUCHOE 06CnyXnBaHue.

519. B cnyyasix, koraa Bblgaya paspelleHuii Ha peanusaumio cepun NpoaykumMmn ocyLLeCTBSeTCS
KOMMbIOTEPHLIMW METO4aMU, STOT MeToA AOMKEH NPeAyCMOTPETh NpaBo AOMYCKa K BbiAaye paspeLleHus
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TONbKO YMONMHOMOYEHHOTO nMua U obecneynBaTb NPUM 3TOM €ro 4YeTkyld uAeHTUdMKauuio U
hopMUpOBaHME NPOTOKONA BbiAauu paspeLleHuii.

18. Vicnonb3oBaHne UOHU3VPYIOLLMX U3MyYEHUA B MPON3BOACTBE JIEKAPCTBEHHbIX CPEACTB

§ 1. O6wue nonoxeHnA

520. MpowusBoguTenb, ANS KOTOPOro WMOHU3MpYlollee O6GNyyYeHUEe SIBMSIETCA COCTaBHOW 4acTblo
TEXHOMOrMYEecKoro npouecca, [OOMPKEeH Takke PYyKOBOACTBOBATLCA HOPMATUBHBLIMU  JOKYMEHTaMM
Kblpreiackoii  PecnyGrnvku, pernameHTUpyoWMMKM  UCMONb30BaHUE WOHU3MPYIOLLEro U3MyYeHus npu
NMpoM3BOACTBE NPOAYKLMN.

521. I/IOH|/|3|/|pyrou.|,ee n3ny4vyeHme MoOXeT UCNoNnb3oBaTbCA B XOo4e NMpom3BOACTBEHHOro npouecca
ana pasnnyHbiX uenemn, BkNtoYas CHUXXEHNE CTENEeHN 6MO3anF|3HeHI/IF|, a Takke cTepunnsaunto NCXoaHbIX
mMaTepunanos, yNnakoBKU U o6nyqume npenapartoB Ha OCHOBE KpOBU N OPYIrnX uenen.

522. CyLLI,eCTByPOT OBa Buaa U3nydveHua: ramma-usnydeHume - OoT paguoOakTUBHOINO MUCTOYHUKaA U
6eTa-M3nyqume - QNIEKTPOHHOE U3ny4vyeHne Cc yCKoputTenamm aneKTpoHoB BbICOKOWN 3Hepruun, nonyvyaemoe
OT ycKkoputens.

523. C ncnonb3oBaHMEM raMma-u3ny4yeHns BO3MOXHbI [Ba pexnm obpaboTtku:

1) NOPUMOHHBIN (CEpPUNHBIN) MeTOoA: NPOAYKUUA (DUKCMPYETCH B MOCTOSHHOM MOSIOXEHWUU BOKPYr
WCTOYHUKA U3MNYYEeHNs U HEe MOXeET ObiTb 3arpyxeHa unum Bbirpy>KeHa, noka encTByeT paavauns;

2) HenpepbiBHbIA MeTOA, Korga nNpoAyKUWMs aBTOMaTWYeckM MocTynaeT B Kamepy, rae
npou3BoaMTCst 0bGnyyYyeHue, nepemeLlaeTcs TaMm C ONpPefeneHHON CKOPOCTbi, B TeYeHUe 3afaHHOro
BPEMEHM MO 3aaHHOMY MapLUpyTy, a 3aTeM BbIBOOUTCS U3 KaMepbl.

524. C ucnonb3oBaHuem GeTa-u3nyyeHns NpoayKuus nepemMeLlaeTcsl, NofBeprasicb NOCTOSHHOMY
UMM UMNYNbCHOMY BO3[EWCTBMIO MOLLHOMO 3MEKTPOHHOIO My4ka, CKaHUpYIOLEro B 060uxX HanpaBneHnsIx
(Tyma-o6paTHO) NEPREHAMKYNSAPHO K NYTU NepeMeLLEHNS NPoayKLIUN.

§ 2. OTBeTCTBEHHOCTb

525. Onepauum no 0OMy4YeHMIO NPOAYKUUM  MOTYT MPOU3BOAUTBCSA  HEMOCPELCTBEHHO
NpOM3BOAMTENEM NIEKAPCTBEHHOIO CPeacTBa UM MO KOHTPAKTY (4OroBoOpy) C opraHu3auuen, MMetoLLen B
pacrnopsbkeHun paguauuMoHHoe obopygoBaHue, Kaxdbll M3 HUX [AOMKEH MMEeTb COOTBETCTBYHLLEE
paspeLueHue.

526. MpounsBoauTesib NEKapCTBEHHOIO CPEACTBA HECET OTBETCTBEHHOCTL 3a KAaYecTBO NMPOAYKLMU,
BKIOYas pesynbTaTbl BO3AEWCTBUS UOHM3MPpYtollero obnydeHusi. OpraHusauus, npousBoasiias
pagvaumnoHHyo o6paboTKy, HeCceT OTBETCTBEHHOCTb 3a TO, YTOObI Kaxaasi ynakoBka, nogsepraoLascs
WOHM3MpYlOLLLEMY  OBMnyyYyeHuto, nosyyuna  Heobxogumyto  [o3y  06nyyYeHus,  OonpederieHHyH
npousBoauTeNeM NekapCTBEHHOIo CpeacTBa.

527. Tpebyemas gosa obnydyeHus ¢ ykasaHuem OOMyCTMMbIX NpeaenoB OfmKHa OblTb yka3aHa B
cneumdukaLmm Ha NPoayKUUIo.

§ 3. o3umeTtpus

528. ,D,03I/IMeTpI/IF| - Kn3MepeHune nonyquH0|7| Ao3bl  pagunaunm € nNomMoubd  OO3UMETPOB.
MoHnmaHne NPUHLUNNOB pa6OTbI 1N npaBuribHOE WCNONIb30BaHNE TEeXHUKN BaXXHbl AONA nNpoBeOeHUdA
Banvgauuun, BBoga B AENCTBUE U KOHTPOIA 3a Npon3BOACTBEHHbIM NpoLecCoM.

529. KanubpoBka kaxgon napTum (cepuu) [OO3MMETPOB [OIMKHA OTBevaTb TpeboBaHMsM
HauMoHanbHbIX ctaHgapToB Kelprbidckon Pecnybnvku. Heobxoammo yctaHoBMTbL, 060CHOBATbL U CTPOro
cobntoaaTb NePUOLNYHOCTb KarmMGpoBKM.

530. Ons nonyyeHus kanMOpPOBOYHOM XapakTEPUCTUKM OObIYHLIX OO3UMETPOB M OnpenereHus
N3MEHEHUS MX norfoLjarLen cnocobHocTH nocrne obnyyeHnss OIMKEH NCMONb30BaTbCA OAMH U TOT Xe
npuodop. Mpu ncnonb3oBaHWM pasnMYHbIX NPUOOPOB OHWU AOMKHbLI ObiTb KanMbpoBaHbl B abGCOMOTHBLIX
e[ MHMLIaxX MormnoLeHunsl.

531. B 3aBMCMMOCTM OT TMMNa WUCMONb3YeMbIX LO3UMETPOB HEOOXOAMMO Y4YMTbIBATb BO3MOXKHbIE
WUCTOYHUKM  MOTPELUHOCTM, BbI3BaHHbIE W3MEHEHMSIMW  BRaXHOCTW, TemnepaTtypbl, BPEeMEHHbIM
WHTEepBarioM Mexay obryyeHnemM u u3MepeHneM, a Takke NornoLeHHon 403bl.
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532. Paboyass gnvHa BOIHbI r|p|/|60pa, ncnonb3dyemMmoro and OueHKM U3MeHeHUsd nornoLuatoLlemn
CnocobHoCTH 0O3NMEeTpPOoB, ” np|/|6opa, n3mepanLwero nx TonwuHy, OJKHbl perynapHo KaJ'IVI6DOBaTbCF|.
I'Iepmop, KaﬂM6pOBKI/I 3aBNCUT OT Ha3Ha4eHus1, CTabunbHOCTU 1 cnocoba NPUMEHEHUA.

§ 4. Banupgauwus npouecca

533. Banuagauus npouecca 3aKrn4aeTcd B 3KCnepunMmeHTaribHOM nony4YeHnn n JOKyMmeHTnpoBaHUn
TOro, 4YTO0 pagnaumoHHaa yCcTtaHOBKa crnocobHa B TeYeHue ONUTENbHOro BpeMeHun beHKLI,VIOHI/IpOBaTb B
YCTaHOBJIEHHbIX npenenax, cornacHo JOKyMmeHTauun Ha npouecc, a Takke 4To npoBedeHHble OeuncTeug,
JOoKa3blBawwne, 41o OI'Ipe,El,eJ'IeHHbIﬁ I'IpOIA3BO£I,CTBeHHbIl71 npouecc, HanpuMmep nony4vyeHue I'IpOﬂyKLI,I/Ieﬁ
onpe/:l,eneHHoﬁ 003bl paanaunn, OCTUraroT OXXngaemblX pe3yrnbTaToB.

534. Banngaums JormkHa BKNovaTb B ce0si COCTaBMNEHME CXEMbI MONMyYeHUs 403bl 00nyYyeHus ansi
NpoAyKLUUK, pacrnosioXXeHHOW onpegeneHHbiM 06pa3oM BHYTpU 06ITy4aeMoro KoHTenHepa.

535. Cneumdukaumst Ha npouecc obnyYeHns OomMKHa BKITYaTh:
1) onucaHue ynakoBku npoayKuuu;

2) cxemy yknagku npogykuum BHYTPU KOHTelHepa. B crnyyae ecnu B KOHTEMHepe pasMeLleHbl
pasnuuyHblie BMUAbl MPOOYKUUM HeobxoouMmo yaenuTb 0coboe BHUMaHMe Ha BO3MOXHOCTb MOSyYeHus
pa3MeLleHHON BHYTpW Bornee NNoTHOW NPOAYKLUMN HEAOCTAaTOYHOW A03UPOBKN 00MyYeHUs Unn 3aTeHEHNEe
OPYrMx usgenuin Takow npopykumen. Kaxgbih cnoco® nomMelleHuss B KOHTEWHEP pPasnunyHbiX BUAOB
NPOAYKUUN OOMMKEH ObITb ONucaH B cneumndukauum 1 BannanpoBaHx;

3) cxemy pacnonoXeHWsi KOHTENMHEPOB BOKPYr MCTOYHMKA OB6nyvyeHus (MOPUMOHHBIA (CEPUMHBIN)
MEeTOA) UMK MapLLPYT BO BpeMs NepemeLLeHns BHYTPY KaMmepbl (HenpepbIBHbIN MeToa);

4) BEPXHUA W HWKHWUA Mpefenbl OoMnycKkaemblX 3Ha4YeHWM O03bl, MOflyYeHHOM NpoAyKUMEN, U
COOTBETCTBYIOLLNE METOAbLI AO3MMETPUN;

5) BEpPXHUN N HUXHUIA Npeaenbl 3HaYeHU A03bl, NONy4YEHHON KOHTEMHEPOM, U COOTBETCTBYIOLLNE
MeTOoAbl O3NMETPUN;

6) apyrme napameTpbl npouecca, BKk4Yad MHTEHCUMBHOCTb WU3NyYeHUdA, MaKCumMalibHOe BpeMsd
o6nyquV|;|, KOnn4ecTtBo OGJ'IyHGHI/IVI N TaKk ganee.

B cnyyae, korga obnyyeHue npoBOAMTCS MO KOHTPaKTy (OOTrOBOPY) TPETbeW CTOPOHOW, Kak
MWUHUMYM, NOAMYHKTbI 4 U 5 HACTOSILLEro nyHKTa AOSMKHbI ObiTb BKIOYEHbI B KOHTPAKT (4OroBop).

§ 5. BBog ycTaHOBKM B AelcCTBME

536. BBog ycTaHOBKM B OENCTBME 3aKMyaeTcd B MOMYyYEHUU U AOKYMEHTUPOBAHUM (PaKTOB,
AOKa3blBaKOLWMX C MOMOLLbI MPOBEAEHHOW Banupaumu, YTO paguauMoHHasi ycTaHOBKa crnocobHa B
TedeHMe [ONUTENbHOro BPEMEHU (PYHKUMOHMPOBATb B paMKax, OMNpeAerneHHbIX creuudurkaumen Ha
npouecc. YCTaHOBMEHHblE B COOTBETCTBUM C 3TUM npegenbl (MakcumanbHas M MUHMManbHasa LO3bl,
noslydeHHble 06ny4yaemMblM KOHTEMHEPOM) HU MpPU KaKUX YCNOBUSIX WU3MEHEHUSI B MHTEHCMBHOCTMU
obny4yeHus He JOMKHBI MPMBOAUTDL K BbIXOAY 3a 3T Npeaensl 6e3 Begoma oneparopa.

537. BBoa ycTaHOBKM B AelCTBME AOMKEH BKNIOYATL CrieaytoLlmMe cocTaBngoume:
1) oLleHKYy OCHOBHbIX NapamMeTpoB;

2) cocTaBrneHne cxeMbl O3UPOBKY;

3) LOKYMEHTMPOBaHMUE;

4) TpeboBaHMA K MOBTOPHOMY BBOAY B AENCTBUE.

18. MNMornoweHHas fo3a B NPOAYKUMM 3aBUCUT OT CneayoLwmnx )akTopos:

1) aKTUBHOCTW Y TEOMETPUN NCTOYHMKA U3ITYyYEHMS;

2) paccTosiHMA OT UCTOYHMKA 4O KOHTENHepa;

3) NPOAOMKUTENBHOCTM OBNYyYEeHUs1, KOHTPONUPYEMOW TalWMEPOM WIIN CKOPOCTbIO OBMMKEHUS
KOHBeNnepa;

4) coctaBa ¥ NMIOTHOCTW MaTepwana, BKMOYas APYryl MPOAYKUMIO, PaCMONOXEHHYI0 Mexay
WCTOYHWKOM W OMpEeAENEHHO YaCTbI0 KOHTENHEPA.

538. CymmapHas nornoLeHHasa 4o3a 3aBUCUT TakxKe:
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1) oT mapLupyTa, No KOTOPOMY ABUXYTCS KOHTENHEPbI NPU HenpepbIBHOM 065Ty4eHny;
2) OT cxeMbl 06Ty4EeHUS MPU NOPLMOHHOM (CEPUNHOM) 0BNyYeHUM;
3) OT KOonM4ecTBa LMKIOB 00MnyYeHus.

539. B cny4ae HenpepbIiBHOrO 06MydYeHust nNpu (PUKCMPOBAHHOM MapLupyTe WM B cryyae
NMOPLMOHHOIO (CepuiiHOro) obnydeHust npu (PUKCUPOBAHHOW CxeMe OOny4YeHusi, Npu MOCTOSHHOW
WHTEHCUBHOCTU M3nyyaTens n Buae npoaykKumn, OCHOBHbIM MapaMeTpoM YCTAHOBKU KOHTPONUpyeMbiM
onepaTopoM SABMSIETCA CKOPOCTb KOHBENepa Unu Bpems, yCTaHOBMEHHOE Ha TalMepe.

540. Mpun paspaboTke cxembl 0OMy4YeHUs Kamepa [omkHA OblTb 3amnofiHeHa KOHTEWHepamu C
Mynsbkamu, SKBMBANEHTHbBIMM MNPOAYKUUM WM obpasuamy  NpoayKuMuM OOHOPOLHOW  MAOTHOCTM.
Ho3nmeTpbl 4OMKHbI ObITb PacnonoXeHbl Kak MMHUMYM B TPEX 3arnOfHEHHbIX KOHTENHEpPaX, OKPYXKEHHbIX
aHanorMyHbIMK  KOHTEMHEpaMW UMK 3KBMBANeHTOM npogykuun. Ecnu  npoaykums  ynoxeHa
HepaBHOMEPHO, [O3UMETPbI A0IMKHbI ObITb pasmeLLeHbl B 00mbLUEM KONMMYECTBE KOHTENHEPOB.

541. PacnonoxeHve 0O3MMETPOB 3aBMCUT OT pa3MepoB 0OnyyYaemoro KoHTenHepa. Hanpumep,
Ans KoHTelHepa pasmepoM 1x1x0,5 M noaxoouT pacnonoXxeHue AOO3MMETPOB B BuAE OOBLEMHOWN
peweTkn ¢ warom 20 cm, BKMOYas NOBEPXHOCTb KOHTeWHepa. Ecnn npegnonaraemoe pacnonoXeHue
obnacten ¢ MakCMManbHOW W MWHUMANbHOW [03aMW W3BECTHO M3 Npeablaylmx OnbITOB, 4acTb
A03MMETPOB MOXeT ObITb yaaneHa us obnacremn co cpegHen 4030M U nomeLleHa B obnactu ¢ KpanHnmm
3Ha4YeHusaMn go3sbl ¢ warom 10 cm.

542. B pesynbTtarte aToN npouenypbl OOJTKHbI ObITb onpeperfieHbl MMHUMaribHad n MmakCMmalibHble
003bl, MNOoJlyYeHHble I'IpOﬂ,yKLI,I/IeIZ B KOHTeﬁHepe M Ha ero noBepxHOoCTn AOnd 3agaHHON KoMOGWHaL MK
napameTpoB YCTaHOBKU, NMIOTHOCTU NPOAYKUNN N CXEeMbl U3NYyYEHUA.

543. B ngeanbHom cny4dae Ans NonydeHus cXxeMbl 00nyYeHns cregyeT NCNonb30oBaTh 3TanOHHbIE
[O3MMeTpbl  kak Haubonee TouyHble. OOblMHbIE [O03UMETPbLI  Takke [AONycKalwTcs, Npu  3TOM
pekoMeHayeTCsl pasmellaTb BO3Me HMX 3TanoHHble A03MMETpPbl B TeX TOYKax, rae npegnonararTcs
KpamHue 3HavyeHus [03bl 0obnyyeHWs, a Takke B OObIYHbIX KOHTPOSbHbIX TOYKax CTaHOAPTHbIX
NOBTOPSIIOLLNXCA KOHTENHepoB. [MonyvyeHHble 3Ha4YeHUsa npenctaBnsAlT cobow crnydanHble BEMNUYUHBI,
XapaKTEPUCTUKN KOTOPbIX MOXHO YCTAaHOBUTb CTAaTUCTMYECKMMN METOAAMM.

544. MuHumanbHas Habniopaemasa gosa, uamepsiemasi obblYHBIMU JO3MMEeTpaMu, Heobxoammas
ONS nonyYyeHns BCEMU KOHTEMHepaMu MuHUMarnbHon Tpebyemown [03bl, JODKHA YyCTaHaBnuBaTbCs C
y4yeToOM Crny4arHON NOrpeLlHOCTU OBbIYHBIX JO3UMETPOB.

545. lMpun paspaboTke cxeMbl 0GIy4YeHUs:, napameTpbl U3Ny4eHUss HeobXoaMMO MOoLAEpPKMBaATb
NMOCTOSIHHBIMW, KOHTPOMNMPOBAaTb M PErMcTpupoBaTtb. ATU AaHHbIE BMECTE C pe3yfbTataMu O03UMEeTpum
cnenyeT COXpaHATb.

546. MNpu 0ONy4YeHUN 3MEKTPOHHBLIM MYy4YKOM MOrMOLWEHHass Jo3a MOHu3upytoLlero obnydeHnss B
NPOAYKUUN, 3aBUCUT OT CNeaytoLLMX OCHOBHbIX (0aKTOPOB:

1) xapakTepuCTUKM INEKTPOHHOIO Myyka (3HEpPruu aNeKTpoHOB, CpeaHero Toka), pa3MepoB yyacTka
CKaHMPOBaHUSA 1 OOHOPOAHOCTU CKaHUPOBaHWS;

2) CKOPOCTU KOHBEWEPA;

3) cocTaBa 1 NIIOTHOCTU NPOAYKUUN;

4) cocTaBa, NMOTHOCTU U TOMLWUHBI MaTeprana Mexay BbIXOAHbIM OKHOM W onpeaenieHHOMW 4YacTblo
npoaykunn;

5) paccTosHus OT BbIXOAHOIrO OKHa 0 KOHTeWHepa.

547. OCHOBHbIMM NapameTpamMu, KOHTPONMPYEMbIMU OMEepaTopoM, SBMSAITCA XapakTepUCTUKM
3EKTPOHHOTIO MNy4YKa U CKOPOCTL KOHBelepa.

548. lNMpu paspaboTke cxembl 0OMNy4YeHMs JO3MMETPbI AOSMKHLI pacronaraTbCa Mexay Cnosmu
romoreHHoro abcopbeHTa, MMUTUPYIOLLEro pearbHyl0 NPOAYKUMIO, WM MeXAy CrhosiMu pearibHON
NpoayKUMM OOHOPOAHOW MMOTHOCTU Tak, 4YTOObl XOTA Obl OECsiTb WM3MEPEHWd COOTBETCTBOBasM
MaKCUMarnbHOW 3HEPrn SNEKTPOHOB B COOTBETCTBUM C NyHKTaMu 541-544 nactoswmx MNpasun.

549. Mpu paspaboTke cxeMbl 06My4yeHUs napameTpbl U3NyYyeHuss HeobxoOMMO NoAAEePkKMNBaTb
MOCTOSIHHBIMW, KOHTPONMUPOBaTb WX W pPeructpvpoBaTb. AT [OaHHble BMecTe C pesynbTaTamu
[O3MMETPUM CrieayeT COXPaHsiTh.
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550. Beog B [OeicTBMe [OOMKeH NPOU3BOAWTLCA 3aHOBO BCAKWIA pas, Korga WMMeEKT MecTo
M3MEHEeHMs npoLecca WM napameTpoB MW3nyyaTensl, CrnocoGHble MNPUBECTU K W3MEHEHMI0 [03bl
06ny4yeHus, Nony4aemMoi KoHTenHepamu ¢ NpoAyKumMer (Hanpumep, 3ameHa cTepxHeit). O6bemM paboT no
MOBTOPHOMY BBOAY B [ENCTBME 3aBMCUT OT CTEMEHU W3MEHEHWUN, BHECEHHbIX B M3nydyatenb WNu B
Harpysky. MMpy HanmMuuMM COMHEHMUI npoLeaypy NOBTOPHOrO BBOA4A YCTAHOBKM B 9KCMMyaTauuio crieqyeT
NMPOBECTU 3aHOBO.

§ 6. MNomeweHus

551. Bo wusbexaHne nepekpecTHOW KOHTaMUHaLUM MOMELLEHUA [AOMKHbI MPOeKTMPOoBaThCa W
3KCMNyaTMpoBaTbCA TakuM 06pa3oM, 4YTobbl pasgenvTb obnydYeHHble U HeobryYyeHHble KOHTelHepbl. B
cryyae, ecnu onepauumM C MaTepuanamu MPOBOAATCA BHYTPU 3aKPbITbIX KOHTENHEpPOB, HeT
HeoBXoaMMOCTV OTAeNnATh dhapMaleBTuyeckne matepuansl 0T HedpapMaLeBTUYECKUX, CNn HET pucka
KOHTaMuHauun. Jlio6ass BO3MOXHOCTb KOHTaMuMHAUMM NPOOYKUMW paavoHyKNugamu [orkHa ObiTb
NCKIoYeHa.

§ 7. TexHonornyeckum npouecc

552. KoHTenHepbl C NpoayKuuen OOIMKHbI 3arpykaTtbCsi B COOTBETCTBUM CO CXEMOWN 0bOMyyeHus,
nony4YeHHOM B NpoLiecce Banuaauuu.

553. B TeyeHue TexHONorm4yeckoro npouecca [fo3a paguauuu, noryvyeHHass KoHTenHepamu,
OOJDKHA KOHTPONMPOBATbCS B COOTBETCTBUM C BanMAWPOBAHHBIMU WHCTPYKUMAMU MO  AO3UMETPUM.
3aBMCMMOCTb MeXay 3TOW J030M U 40301, NOrMOLWEHHON NPoayKLUNEN BHYTPU KOHTENHepa, A0SMKHA ObITb
yCTaHOBMeHa nNpv Banvaauum 1 BBoAe YCTaHOBKU B eNCTBUE.

554. [Ons oTnuMumsa OOMy4YeHHbIX W HeobIyYeHHbIX KOHTEMHEPOB CcrnegyeT MCMosib30BaTb
WHOVMKaTOPbl paguauuv, B TO Xe BpeMs MX Henb3s MCMONb30BaTb HU Kak €AMHCTBEHHbIE cpeacTBa
MapKMPOBKW, HM KaK MHOMKATOPbI AOCTAaTOYHOW CTeneHn obnyveHus.

555. OgHoBpemeHHyl0 06paboTKy pasHbiX BUMAOB MNpOAYKUMW B OAHOW paauauMOHHOW Kamepe
cnegyeT NpoBOAMTbL TOSBbKO TOrAda, Korga no pesdynbTaTam BBOAA YCTAHOBKWM B LEWCTBUE WU U3 OPYTUX
OaHHbIX M3BECTHO, YTO [Jo3a paguauun, nonydeHHas OTAEeNbHbIMU KOHTEMHepamu, HaxoguTcsi B
3afjaHHbIX Npeaenax.

556. Ecnu yctaHoBneHo, 4To Tpebyemas [o3a 0o6nyyeHust OormkHa ObiTb MonyvyeHa B TeyeHune
HECKOMNbKMX CEeaHCOB, 3TO [HOIMKHO ObITb COrMacoBaHO MeXAy Mpov3BOAMTENEM TeKapCTBEHHOrO
CpeAcTBa U opraHusauuven, NpoBoasLlein obnyyeHre; KpoMe Toro, NoMHasa [o3a AormkHa ObiTe NonyvyeHa
B TeyeHue (DMKCMPOBaHHOrO MHTepBana BpemeHu. [pon3BoauTenb NekapCTBEHHOro CpeacTBa OOIMKEH
ObITe yBedoMIeH O chakTax He3annaHWpOBaHHbIX MEpPepbIBOB MexXdy ceaHcamu obnyyeHus, ecnu
NPOAOIKUTENBHOCTL NEPEPBLIBOB MPEBLILLAET PAHEE COrNMacoBaHHbIE 3HAYEHMS.

557. Obny4eHHas npogykuusa gormkHa ObiTb oTaeneHa ot HeobnyyeHHon. Cnocobbl AOCTUXKEHUS
3TOro BKMYalT B cebs ncnonb3oBaHve MHAMKATOPOB paauauun (MyHKT 554 Hactoawmx npaswn) u
COOTBETCTBYIOLLYIO NAAaHMPOBKY NOMeLLeHui (NyHKT 551 HacTosawmx npaswn).

558. B pexume HenpepbiBHOrO 0O6My4YeHUs [O3UMETPbl OOIKHbI ObITb PacMoNOXeHbl TakuM
obpa3oM, 4Tobbl HE MeHee ABYX O4HOBPEMEHHO HAaXOAWUNNCH MOL BO34ENCTBUEM paguauuu.

559. B nopunMoHHOM (CEpuiHOM) pexumMe, Kak MUHUMYM, [Ba AO3MMeTpa OOMKHbI HaxoauTbCs B
30HE C HaMMEHbLLNM YPOBHEM 0BNyYeHus.

560. B cnyyae pexuma HenpepbIBHOTO OGMy4eHUs JormkHa OblTb MpPeAycMOTpeHa WHAMKaUWS
Tpebyemoro paboyero NoNoXeHNs UCTOYHKKA, a Takke GIIOKMPOBKA MOMNOXEHUS UCTOYHUKA U [ABWKEHUS
KoHBeliepa. CKOpOCTb [BWXKEHUSI KOHBelepa HeoOGXOAMMO MOCTOSIHHO — KOHTPONMpoBaTb WU
perncTpupoBaThb.

561. B NOpPUMOHHOM (CEPUNHOM) peXnMe NnepemMeLleHne UCTOYHMKA U BpeMS O0nyyYeHus Kaxaon
CEepUN JOMKHbI KOHTPONMPOBATLCA N PErMCTPUPOBATHLCS.

562. CnegyeT KoppekTMpoBaTb Bpems ObryyYeHuss U CKOPOCTb ABWXEHMS KOHBerepa C y4eToM
pacnaga vnu [o3apsgku UCTOMHMKa obnyyeHus. lNepuvoa OeVCTBUS 3adaHHbIX 3HAYEHU CKOPOCTM U
BpeMeHN 0bnyyYeHns JOIMKEH perncTpmpoBaTbes 1 cobnogaTbes.
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563. B cnydae obny4yeHust SNeKTPOHHbIM My4YKOM LO3UMETP AOMKEH ObiTb MOMELLEH B KaXaoMm
KOHTelHepe B KOHTPOMbHON TOYKe.

564. Heob6xoaMmMo MOCTOSIHHO PErnCTpUpoBaTb CpPedHeEe 3Ha4YeHWe TOKa, SHEePruto 3NEKTPOHOB,
LUMPUHY CKaHMPOBaHUSA U CKOPOCTb KOHBeVepa. OTK napameTpbl, 3a UCKMYEHMEM CKOPOCTU KOHBENEpa,
OOMMKHbI MPOBEpPATbCA C onpefdeneHHbIM WHTEpPBanoM, YCTaHOBIMEHHbIM NPW BBOAE YCTAHOBKU B
OencTBme, NOCKOSbKY OHU NoaBepXXeHbl HeNpepbIBHOMY U3MEHEHMIO.

§ 8. lokymMeHTauumA

565. KonmyecTBO NOCTYNUBLLMX KOHTEMHEPOB, a Takke KOHTENHepoB, "npolweawnx” obnyyeHne n
"yweawmux" ¢ npeanpusaTus, OO0SMKHO COOTBETCTBOBATb APYr APYry W KOMMYECTBY, yKa3aHHOMY B
conpoBoauTenbHOM  OOKymMeHTauun. Jliobble  pacxoxgeHwss  OOIKHbl  MPOTOKONMPOBATbCA U
paccrnenoBaTbCs.

566. OnepaTop wu3ny4vawLlen YCTaHOBKM [OOIDKEH MUCbMEHHO YKasbiBaTb [03bl, MOSyYEHHbIe
KaXObIM KOHTEMHEPOM, BXOAALLMM B NapTuto (Cepuio).

567. TexHomnornyeckMe npOTOKOMbI W MPOTOKOMbI KOHTPOMsSl AMsl KaXdoW cepwuu, npolleLieit
obnyyeHune, [JOIMKHbI MPOBEPSTLCA W MOAMWUCHIBATLCA HA3HAYEHHbIM OTBETCTBEHHbIM NULIOM U
coxpaHaTbcsi. MeTod U MEecTo XpaHeHUs OnpedensitoTcs Mo AOrOBOPEHHOCTM MeXZy opraHusauumen,
npoBoamBLLE 06MyYeHre, N MPOU3BOAUTESIEM.

568. [okymeHTauusi, OTHOCALWAACA K Banugauuwn, Keanudukauum u BBOAY pagnauMOHHbIX
YCTaHOBOK B AENCTBUE, AOMKHA COXPaHATLCSA B TEYEHME OLHOMO rofa Mnocre OKOHYaHUs CpoKa rogHOCTH
UM B TEYEeHWe nATW feT MNocrne BbiMyCKa Ha peanusaumilo nocrnegHeri npoaykuuu, npollegllen
obnyyeHne Ha yCTaHOBKE, B 3aBMCMMOCTU OT TOr0, Kakon nepuog AosbLue.

§ 9. Mukpobuonornyeckum KOHTPOIb

569. OTBETCTBEHHOCTb 3a NPOBEAEHNe MUKPOBUONOrMYECKOr0 KOHTPOMSA NEXWT Ha NpeanpusiTum-
npou3BoaMTErNE JIeKapCTBEHHbIX CPEACTB. ATO NMOHATNE MOXET BKIOYaTb B ceBs KOHTPOIb OKpYXKatoLLen
cpedbl B MecTe MpOM3BOACTBA MPOAYKLUMU U KOHTPOSb MPOAYKUMKM nepen oGnydeHnem, npoBOAMMBIN B
COOTBETCTBUWN C HOPMAaTUBHOW JOKYMEHTaLMeEN.

19. NMpousBoAcTBO NeKapCTBEHHbIX NpenapaToB AN
KITMHUYECKNX UccrneaoBaHumn

§ 1. BBegeHue

570. JlekapcTBeHHble npenapaTbl, MpeAHa3HayeHHble AN KIMHUYECKUX  UCCredoBaHun,
NPOM3BOAATCH, Kak npaBuno, B nabopaTopHbIX UCCreaoBaHUsIX MO HecTaH4apTHbIM MeToaukam, Ons
NpoBeAeHNs KNMMHUYECKNX UCCneaoBaHNN.

571. Hacrtosiwasa rnaea pacnpoCcTpaHseTCs Ha COCTaBfieHME 3aKka3oB, [OCTaBKy M BO3BpaT
neKkapcTBEHHbIX NpenapaTtos, NpeaHasHaYeHHbIX AN KNMHUYECKMX UCCMeaoBaHuiM.

572. MMpuHuMnbl, pykoBoAslWME MaTepuanbl W TpeboBaHUsl, NpedbsBrsieMble HacToAWMUM
CTaHOapTOM, OTHOCHATCH TakkKe K NPOW3BOACTBY JeKapCTBEHHbIX NpenapaToB, npeaHa3Ha4YeHHbIX AN
KNMUHNYECKUX UCCrefoBaHUM.

573. TpeboBaHWA HacTosALLEN rMaBbl OTHOCATCA, IMaBHbIM 06pa3oM, K TeM BuAaM AeATenbHOCTH,
Mpu KOTOPbIX MCMOSNb3YITCA  JIEKApCTBEHHblE Mpenapatbl AN KIMHUYECKMX  UccreaoBaHui,
Npou3BoAMMbIE MO HECTAHAAPTHLIM METOAMKAM U XapaKTEPUCTUKN KOTOPbIX HE MOTYT ObiTb MOMHOCTbLIO
BbISIBNEHbI Ha Ha4YarnbHbIX 3Tanax KNMHUYECKon pa3paboTKu.

§ 2. YnpaBneHue kauectBOM

574. HekoTopble TEXHONOrMYECKNE MPOLIECChl, UCMONb3yeMblE NPY NPOM3BOACTBE NEKAPCTBEHHbIX
npenapartoB, npefHasHaJYeHHbIX AN NPOBEAEHUST KIMMHWYECKUX WCCMNEefoBaHWA U HE UMEHLLMX
rocyapCTBEHHOW perucrpaumu, He TpeOylT Takoh TwaTenbHOW Banuaauuu, Kak npu npousBOACTBeE
3aperncTpUpoBaHHbIX fIeKapCTBEHHbIX NpenapaTtoB. CneunguKkaumm U TEXHONOMMYECKNE NHCTPYKUNM Ha
uccnegyemMble JekapCTBEHHblE MpenapaTbl MOryT WM3MEHSITbCs B Mpouecce WX paspaboTku, 4To
npeabaBnsieT ocobble TpebGoBaHMs K HanU4Yno BbICOKO3EKTUBHON cncTeMbl 0becneyeHunst kavecTBa.
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575. Cuctema obecnedyeHuss kadyecTBa, paspaboTaHHasi W KOHTponupyemasi npeanpusiTuem-
npousBoaMTerneM, A0OMKHA YYUTbIBaTb TPeGOBaHNSA, KOTOPblE OTHOCATCS K NeKapCTBEHHbIM Npenapartam,
npeaHasHayeHHbIM AN KMMHWYECKUX UCCNedoBaHWii, [OKyMeHTanbHO odopMrieHa M yTBepxaeHa
CMOHCOPOM KIMHUYECKOro UCCrefoBaHus.

576. Onepau,vwl No ynakoBKE U MapKMpoBke 4acCTO BbIMOJIHAKTCA NOCNe Bbloavyn paspelleHnsa Ha
peanun3auno cepumn roToBOWN npoaykumm C y4eTom Cl'IeLI,I/Id’)I/I‘-IeCKI/IX Tpe6OBaHI/IIZ, npenbAaBidemMblX
KOHKPETHbIMUN Tpe6OBaHI/|F|MM nccrnegoBaHun. Atn onepaunm MMeEKT OYYeHb OonblUOe 3HaveHue Ans
pe3ynbTaTtoB KIMMHUYECKNX ucnbiTaHnMin. B cBA3M ¢ aTMm ocoboe BHMMaHME yaenaeTca opraHusauun
CcaMouHcnekunn mnm Hes3aBUCMMOIO ayauTa KadecTBa, Kak COCTaBHOW 4acTu cuctembl obecneveHus
KavyecTBa, B COOTBETCTBUU C TpGGOBaHVIFIMI/I HacToALWMX npaBurn.

§ 3. Nepconan

577. |_|pl/l Npon3BOACTBE J1IeKapCTBEHHbLIX NpenapaTtoB ANA KIMHNYECKNX NCMbITaHUN, HEeCMOTpA Ha
TO, YTO KONMM4eCTBO nepcoHana 00bl4HO Mano, HeobxoaMMO BbIOENUTb OTAENbHbIX COTPYyAHUKOB ON1A
npon3BoacTBa U AJd KOHTPOA Ka4vecTBa.

578. Bce npou3BOACTBEHHbIE oOMepauun LOMMKHbI BbINONHATECA MNO4 PYKOBOACTBOM YETKO
onpeneneHHoro OTBETCTBEHHOMO Nuua.

579. MNepcoHan, gaowmin paspeLlleHme Ha BbiMyCK NeKapCTBEHHbIX NpenapaToB AN KIMHUYECKMX
MCMbITaHMN AO0J1KEH ObITb cneunanbHO MoOAroToBf1eH K OCYLUEeCTBIIEHUKD KOHTPOJIA KadecTBa, U 3HATb
TpGﬁOBaHI/IFI HacToAWMX npaBun, a TakkKe HOPMAaTMBHbIX OOKYMEHTOB, OTHOCALKUXCA K OaHHOMY BuAOY
npoayKumu.

580. Jlnua, oTBeTCTBEHHbIE 33 BbIMNYCK MNPOAYKUMW, OOMKHBI OblTb HE3aBMCKMMbI OT COTPYOHUKOB,
oTBEeYarLMX 3a NPOM3BOACTBO.

§ 4. NomewweHunn n oéopyanosaHue

581. MNpu npon3BoaCTBE NEKapCTBEHHbLIX NpenapaToB AN KIAMHUYECKUX UCMbITaHWIA pasHble TUMbI
nekapCTBeHHbIX MpenapaToB MOryT OLHOBPEMEHHO W3roTaBNUBATbLCA M YNakoBbIBAaTbCH B OAHOM
NOMeLLEHNM, YTO MOBbILIAET TPpeboBaHUS K 3aliMTe OT pUcKa KOHTaMUHALMK, BKIOYAs NEPEKPECTHYHO
KOHTaMuHaLMIo.

582. lNpw BbINycke OTAENbHbLIX BMAOB NEKAPCTBEHHLIX MpernapaToB MPOM3BOACTBO MOXET ObITb
OpraHM30BaHO KakK OTAENbHbLIA UMK C WCMOMb30BaHWEM CreuManbHO BbIAENEHHBIX MOMELLEHUA WU
06opynoBaHus. ocKomnbKy TOKCMYHOCTb MCXOAHbLIX BELLECTB He Bcerga M3BecTHa, ocoboe BHMMaHue
cnegyeT yaensTb npoueaypaM yoopku u gesvHgeKkuun, npu aToM crnegyeT yyYnTbiBaTb pacTBOPMMOCTb
nekapCTBEHHbIX NpenapaToB B pa3fiUyHbIX MOKLLUX pacTBOpPaXx.

583. lMpu Npov3BOACTBE CTEPUIbLHOM MPOAYKLMU He [OoMycKaeTcs CHWkKeHue TpeboBaHui K
BanvMagauumn ctepunuayrowlero obopygosaHus. Banungauma ctepunbHbIX NPOLECCOB NpU Manom obbeme
CeEpuUn cBA3aHa C HEKOTOPbLIMWU TPYLHOCTSMU; B 3TUX Cry4YasdX KOJIMYECTBO 3aMOSfTHEHHbLIX eOUHUL, MOXET
coBnagaTtb C OBLMM KONMMYECTBOM MPOU3BEAEHHOW MPOAYKUMKU. 3anofiHeHWe W repmeTm3aumsi 4acTo
BbIMOSTHAOTCA BPYYHYHO, YTO NPeAcTaBnsieT OnacHOCTb ANs CTEPUNBHOCTM NPOAYKUUKW; B 3TOM cnydae
ocoboe BHUMaHWe criegyeT yaensaTb KOHTPOSTH0 COCTOSIHUSA OKpYXKatoLLlen cpeabl.

§ 5. [lokymMeHTauums

584. Cneumdmkauum (Ha wUCXOAHble MaTepuanbl, MNEPBUYHbLIE YNAKOBOYHbIE MaTepuansbl,
NPOMEXYTOYHbIE MPOAYKTbI, HepactacoBaHHYK M FTOTOBYHO NMPOAYKLMIO), TEXHONOrMYECKUE perrnameHThbl
N WHCTPYKUMW, a TakkKe WHCTPYKUMM MO YMAKOBKE MNPOAYKLUUM MOFYT 4acTO MEHSATbCA BCReAcTBue
HakonneHus HoBow MHpopMauun. Kaxgas HoBas Bepcusi AOMMKHA y4UTbIBaTb NocneaHue gaHHble n bbiTb
NorM4yeckn CBsI3aHHOW C  npegbigywien Bepcven. [puunMHbl  BHECEHUSI  W3MEHEHWUA  OOSKHbI
NPOTOKONMPOBATBLCS.

585. WNHoroa HeT HeoGXoOMMOCTM B COCTaBieHMM NPOM3BOACTBEHHOro pernameHta (Master
Formula) v TexHomnornyeckMx WHCTPYKUWUIA, HO AN BCEeX NPOU3BOACTBEHHbLIX Onepauuii Heobxoaumbl
JOKYMEHTarnbHO 0hOpPMIIEHHbIE YETKME U afeKBaTHbIE UHCTPYKLUMM U NPOTOKOSbI. MMpoTokonbl 0coGeEHHO
BaxKHbl [AOnNA MNOATOTOBKM OKOHYaTeNbHOW BepcUM [OOKYMEHTauuu npu rnepexode K CepuriHOMY
Npov3BOACTBY.
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586. npOTOKOﬂbI npon3soacTtBa cepM|71 NEKapCTBEHHbIX MpenapaTtoB AOOJKHbl XpaHUTbCA, MO
Kpa|7|He|71 Mepe, B TedeHne OByX NeT nocre 3aBeplleHUnA KIMHUYECKNX NCNbITaHUA UNK OBYyX neT nocne
npeKkpawieHna npomn3soacTea.

587. 3aka3 MOXeT BkMtoyaTb B Ce0S M3rOTOBIEHWE U/MNM yNakoBKY HEKOTOPOro 4Yucra eauHuy
NPOAYKLMU U/UNK UX OTIPY3KY.

588. 3akas npeanpusSTUIO-NPOU3BOAUTENIO MNPOAYKLMM Ha fNekapCTBeHHble npenapatbl Ans
NPOBEeAeHWs] KIMHUYECKUX UCTIbITAHWMI MOXET BblaaBaTb TONMbKO CMOHCOP. OH AOMKeH COCTaBMATbCH B
NMCbMEHHOM BMAE (XOTA MOXeT nepenaBaTbCs 3MEKTPOHHbIM CMOcOGoM) M ObiTb [OCTaTOYHO
noapo6HbLIM BO 13beXxaHne pa3HOUTEHWIA.

589. 3akas gomkeH 6biTb oduLmManbHO yTBEPXAEH M ObiTb JIOTMYECKM CBSI3aHHBIM C OOCbE Ha
nekapcTBeHHbIN Npenapar.

590. Bca nHdopmauus, Heobxoammas gnst COCTaBNeHNa NogPOOHBIX MUCbMEHHBIX MHCTPYKLMIA MO
M3roTOBMEHWNIO, YMaKoBKE, KOHTPOSO KayecTBa, XpPaHEeHW W/MnuM OTrpy3ke, AOMKHA copepXaTbcsl B
AoCbe Ha InekapcTBeHHblt npenapaT. [ocbe Ha NekapcTBEHHbIN npenapaT AOMKHO MOCTOSHHO
06HOBATLCS, 0becneyvmBasi TOrMYECKyo CBA3b C NPeAbIaYLLMMU BEPCUSIMU.

591. B npou3BOACTBEHHbIE pernameHTbl U TEeXHOMNOrM4yeckue WHCTPYKUMM MOryT BHOCUTBCSA
U3MEHEHUS, BbI3BaHHbIE HAKOMMEHNeM HOBOW WHdopMauuK, Npu aToMm Heobxoammo oueHuBaTb Nnoboe
BO3MOXHOE W3MEHEeHWe CTabunbHOCTW W, npexae BCero, BAUMSHWS Ha BUonorm4eckyro ctaburnbHOCTb
pasnuyHbIX CepUin FOTOBOWN NPOAYKLNN.

592. Bce wn3aMeHeHusi OOfKHbl BHOCUTbLCA B COOTBETCTBUU C MUCbMEHHbIMMU MHCTPYKUNAMMN,
yTBEpXOAaTbCA OTBETCTBEHHbIMU NuaMn 1 YeTKO NPOTOKOJIMPOBATLCA.

593. YnakoBka U MapkupoBKa NeKapCTBEHHbLIX MpenapaTtoB, NpPeAHa3HaYeHHbIX AN KIMMHUYECKUX
UCMbITaHWUIA, Kak MPaBuWIo, SIBMSOTCS onepauusiMyi 6onee CrnoxHbIMM ¢ Gonbluelt CTENEHBID OMACHOCTU
BO3HUKHOBEHMSI OLIMGOK (KOTOpble TPYAHO BbISIBUTb), YeM YMakoBKa 3apermcTpupoBaHHbIX
neKapcTBEHHbIX MpenapaToB, KOraa WCMosb3ylTcs rotoBble 3TWKeTKW. B cBsis3n ¢ atum Heobxogumo
yoensatb ocoboe BHUMaHWE KOHTPOSO 3a MapKMPOBKOW Ha 3TUKETKaX, UX YYEeTY, KOHTPOSO 3a YMCTOTOM
YNakoBOYHOW JMHUM M HE3aBUCMMOMY KOHTPOIO, MPOBOAMMOMY COTPYAHUKAMW OTAena KOHTPOnNs
KayecTBa.

594. OCHOBOI WMHCTPYKUUM MO YMNakoBKe, KAk MpaBumo, sBNAeTca 3akas. B oTnmume ot npasun
YNaKoBKW, MPUHATLIX NMPU CEPUHOM NPOU3BOACTBE 3aperncTpUMpOBaHHbIX NEKAPCTBEHHbIX NpenapaTtos,
cepuvsl NeKapCTBEeHHbIX NpenapaToB, MpeAHasHayeHHbIX AN KNMHUYECKUX MCMbITaHWA, MOXeT GbiTb
pasgerneHa Ha pasnuyHble YrNakoBOYHbIE CepuM, KOTOpble YNaKoBbIBAKTCA MO OTAENbHOCTM B pasHoe
BpeEMS.

595. KonunyecTeo eOuHWL, ynakoBbiBaeMOW NpoAyKUMM OOMKHO ObiTb onpedeneHo [0 Havana
onepauuit No ynakoBKe C Y4eTOM KONMMYecTBa eauvHUL, HeoBXoAMMbIX ANs NpoBedeHUs KOHTPOns
KayecTBa M COXpaHAEMbIX KOHTPOSIbHbIX 06pa3uoB. [locne OKOHYaHUs YNakoBKM M MapKUPOBKU
Heobxoay¥Mo noaBecTy GanaHc ynakoBOYHbIX MaTepuarnos, HepachacoBaHHOM 1 FOTOBOM NPOAYKLUN.

596. 3TUKeTKM OOMKHbI coAepXaTb crieayoLLyo HHopMaLmIo:
- HAMMEHOBaHWE CMOHCopPa;

- [O3VPOBaHHYl0 IeKapCTBEHHYO (opMy, CrnocoG BBEOEHUs, KONMUYECTBO [03, a Takke
HasBaHue/lundp JeKapCTBEHHOro Mpenapata W aKTMBHOCTB/OO3WPOBKY, B Crydae OTKPbITOro
nccrnenoBaHus;

- HOMep cepumn nw/vnn Kkod, nossonsiowmne Mﬂ,eHTM(bMLI,I/IpOBaTb coaepxummvoe n onepauuto no
ynakoBKe;

- UOEHTUMUKALMOHHBIN (PaHAOMMU3aLUMOHHBINA) HOMEP UCMLITYEMOrO nnua (Npy HeobXoAMMOCTH);
- yKasaHus No NMPUMEHEHWIO;

- Hagnucb "TonbKo Ans KIMMHUYECKoro uccregosaHma”;

- hammnuto n nHMumanel uccnegoBatenst (ECNU OHWM He BKITKOYEHbI B KOA, UCTIbITAHUS);

- KOA KIUHUYECKOrO WCCMeaoBaHus, MNO3BOMSWMNA UAEHTUDULMPOBATL MECTO WCTbITaHUS!
(knuHMYeckyto 6asy) n nccnegosartens;
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- YCNoBuA XpaHeHus;

- CPOK UCMonb3oBaHMs B Mecsiuax/rogax (gata UCTEYEeHWst cpoka FOAHOCTM, CPOK roAHOCTU Unn
Aarta nepeKkoHTPors, Npy HEOOXOANMOCTI);

- Hagnucb "XpaHuUTb B HeOOCTYyNHOM Anda geTerd MecTe", 3a UCKMIYeHWeM criyvyaes, Korda
neKkapcTBEHHbIN npenapaT npegHasHa4vyeH UCKIYUTENbHO 4SS MCNONb30BaHWS B YCIOBUSAX CTauMoHapa.

597. BHewHsa ynakoBka MOXeT coAepaTb AOMNOMHUTENbHO CUMBONMbLI UMW MUKTOrpammbl, A51S
NOSICHEHNS1 HEKOTOPOMN MHAOPMaLIMK, YNTOMSAHYTON Bbllle, 1 TpeboBaHve "Bo3BpaTuTb NYCTYIO YNaKoBKY U
Hencnonb3oBaHHbLIN NeKkapCTBEHHLIN nNpenapaT”.

598. B cooTBeTcTBMM C 3aka3oM MOXeT OblTb npegocTaBreHa (Mpu HeobxoaMMocTh)
AOMNoNHNUTENbHAA MHAOPMaLMS, HAaNnpUMep NPeLOCTEPEXEHUS U UHCTPYKLUUS MO MPUMEHEHUIO.

599. Konuwn kaxxgoro Tmna 3aTMKETOK AOMKHbI XPaHUTLCS B MPOTOKONE CEPUN.

600. Ha nepBu4Hyto ynakoBKy AofmkHa ObiTb HaHeceHa MHgOopMauus, nepedncrieHHas B NyHKTe
596 HacTosAwWMX NpaBu, gaxke B TOM Cly4vae, ecnu ykasaHHasi MHpopmaums NONHOCTbIO MPUCYTCTBYET
Ha BTOPUYHON YNaKkoBKe.

601. Ecnu Ha BTOpPMYHOW YynakoBKe yKaszaHa BCHA WH@oOpMauud, nepeuyucrneHHass B NyHkte 596
HaCTOALLMX NpaBuIl, a NepBnYHas ynakoBka npeactaBnsgeT cobov ManeHbkue 6nucTepsl UM amnynol, Ha
KOTOPbIX AaHHasi MHopMauns He ymellaeTcs, TO Ha HUX, NO KpawHem mepe, AOMMKHa ObiTb ykasaHa
WHopMaLms, nepedncneHHasa B nepsbix Tpex ab3auax nyHkTa 596 HacToAWMX NpaBun, a Takke cnocod
BBEJeHWs (ans amnyn).

602. B cnyyae npoaneHns cpoka rogHoCTU K uccnegyemMomy nekapCTBeHHOMY npenapaTy AOKHa
ObITb MpUKpenneHa JONONHUTENbHAas 3TUKETKa, Ha KOTOPOM AOMKeH BbiTb ykasdaH HOBbIN CPOK FOAHOCTH
N NOBTOPEH HoMep cepun. [lononHuTensHas 3TUKeTKa MOXeT OblTb HakneeHa NnoBepx CTaporo cpoka
rogHOCTM, HO B LensX KOHTPOMS KavecTBa He [OOSPKHA 3akpbiBaTb OPUTMHANbLHOMO HOMeEpa Cepuu.
Onepaumsa no nepemapkupoBke MOXeET NPOBOAUTLCH B UCCNEAOBATENLCKOM LeHTpe (KnMHuyYeckon 6ase)
uccnegosarenem unu oapmaLeBToM, NOA KOHTporiem BToporo nuua. OHa NpoBoAMTCHA B COOTBETCTBUM C
YTBEPXKOEHHBIMU  MHCTPYKUMAMW UM B COOTBETCTBUM C  YCIIOBMAMWM  KOHTpakTa (gorosopa).
[oKyMeHTVpOBaHHOE CBUAETENbCTBO O MNPUKPEnfieHnM [AONOSHUTENbHOW STUKETKM [OSMKHO ObiTb
BKIIOYEHO B COCTaB AOKYMEHTaLUN NO NPOBEAEHMIO KITMHUYECKOro NCCeA0BaHNs 1 B MPOTOKON Cepun.

603. lNpoTokonbl NPOM3BOACTBA U YMAKOBKUM CEpPUM MPOAYKLUMM AOSMKHbI cogep)kaTb MOA4pOOHYHO
WHopMaUMIo, JOCTAaTOYHYK AN NPOCMEeXMBaHUA BCEW NMocrefoBaTeNnbHOCTU onepauui, a Takke Bce
CYLLECTBEHHbIE 3amMeyaHusl, Aallne HOBYK WMHAOPMaUMI O NMPOAYKUMU M MO3BONSAKLINE YMYYLWUTb
NPOW3BOACTBEHHbIV NMPOLIECC.

§ 6. MpousBoacTBO

604. MOCTOSIHCTBO TEXHOMOrMYECKOro npouecca B 3HAYMTENbHOW CTEMeHU 3aBUCUT OT KayecTBa
WCXOAHOro cbipbs. [03TOMYy €ro xummnyeckue n hnsnyeckue CBOMCTBA OOIMKHbI ObITh YETKO OnNpeaerneHsbl,
BHeCeHbl B cneumdumkauum 1M noanexatb KoHTponto. Cneumdumkaumm Ha nekapCTBEHHblE BellecTBa
OOJDKHbI ObITh KaK MOXHO ©oree nc4epnbIBaloLMMKU U COOTBETCTBOBATL COBPEMEHHOMY YPOBHIO 3HAHWIA.
B xoge paspaboTku rnekapCTBEHHOro mnpenapata cneuMdukaumMm Ha UCXOAHble BellecTBa Kak Ha
NeKapCcTBeHHble, Tak M Ha BCMOMOraTesibHble AOSMKHbI MEPUOAMYECKN MNepecMaTpuBaTbCs U Mpu
HeobXo4MMOCTN aKTyanM3nmpoBaThCs.

605. [ns BbISIBNEHMS MNPUYMHBLI U, MPUM HEOOXOAMMOCTW, BblAayM paspelleHust Ha nboe
U3MEHEHNE B TEXHOJIOTMYECKOM MnpoLecce, HeobxoanmMo MMeTb NMOAPOOHY0 MHAOPMaLUMI0 O KayecTBe
rneKapCTBEHHbIX U BCOMOraTesibHbIX BELLECTB.

606. Ha atane pa3paboTku He Bcerga MOXHO NPOBECTU Banuaauumio metoauk. M3-3a atoro TpygHo
3apaHee YCTaHOBWUTb MHOIMME KPUTUYECKME  TEXHONOrM4yeckMe napameTpbl U MeToabl  UX
BHYTPUMNPOU3BOACTBEHHOIO KOHTPONs. B aTUx cnydasx KpuTuyeckune napameTpbl BbliOUparTcs Mo
aHanormun. KntoyeBol nepcoHan AOMmKeH yaenstb ocoboe BHMMaHME COCTaBIEHMIO BCceX HeoBXoanMbIX
WHCTPYKLWIA N UX CBOEBPEMEHHOMY OGHOBIEHNIO HA OCHOBE HaKOMMEHHOro OnbITa.

607. PacyeT Bbixoda NPOAYKUMW SIBNSETCA OOHOM M3  OCHOBHbIX  COCTaBNSAOLIMX
NPOU3BOACTBEHHbLIX onepauuit. HeobGXoaMMO MOCTOSIHHO MPOBOAWUTL CpPaBHEHWE AeNCTBUTENbHOro |
TEOpPEeTNYECKOro BbIXOAa U UCcreaoBaTth NPUYMHbLI NIODbIX CYLLIECTBEHHbIX OTKIOHEHUIA.
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608. NHakTnBauus/yaaneHne BUpYycoB U/unun gpyrmx OMonornvyecknx npumecem, npu BO3MOXHOCTH,
OOMKHA MpoBOAMTECA B OObEME HE MEHbLUEM, YeM 3TO MPUHATO AN 3apermcTpupoBaHHbIX
nekapcTBeHHbIX npenapaToB. NHCTPYKLMU MO METOAMKE OYUCTKU LOIDKHbI pa3pabaTtbiBaTbCsl C y4ETOM
HeJOCTAaTOYHOCTM MHAOPMaLUM O TOKCMYHOCTU JIEKApCTBEHHOrO npenapara, npegHasHa4yeHHoro Ans
KITMHUYECKOrO WCCNEeAOBaHWs, U codepXaTb YETKyl MHGOpMaLuMIio MO ykasaHHOMY Bonpocy. B Tex
cnyyasix, Korga npouecchbl (Hanpumep, CMELIMBaHUE) He NpoLWny Banuaauno, Heobxogumo NpoBOAUTb
AOMNOSHUTESbHbIE UCMbITAHUSA KOHTPONSA KavyecTBa.

§ 7. Tpeb6oBaHuA, NpeabABNsAeMbIe K NpenapaTty cpaBHeHUsA

609. B KNMHUYECKMX WCCRedoBaHWAX, Korda Wuccrneoyembli  NeKapCTBEHHbIM  npenapart
CpaBHUBAETCH C 3aperMcTpMpoBaHHbLIM NpenapaTtomM, HeobxoaumMo obecneynTb LIeNOCTHOCTb U Ka4ecTBO
npenapata CpaBHEHUS (NeKkapCTBEHHOW (POPMbl, YNAKOBOYHbLIX MaTepuaroB, YCNOBUWA XpaHeHUs U
npoyee). Ecnn Heob6xooMMo NPOBECTU CYLLECTBEHHbIE M3MEHEHUS NIEKAapCTBEHHOrO npenapara, oobem
WHopMauum o Hem (Hanpumep, Mo CTabubHOCTU, CPaBHUTENBHON PacTBOPUMOCTU, BMOAOCTYNHOCTN)
OOJDKEH ObITb AOCTATOYHBIM OIS rapaHTUM TOro, YTO 3TN U3MEHEHWST HE OKaXyT CYLLECTBEHHOTO BIUSIHUS
Ha ero NCXoAHble Ka4eCTBEHHbIE XapaKTEPUCTMKMN.

610. Cpok rogHocTM npenapaTa CpaBHEHMWS, YKa3aHHbIA Ha OPWUrMHaNbHOM YynakoBke, Obin
onpeaeneH Ans OaHHOW YMaKoBKM M He MOXeT OblTb Takum e ONs nepeynakoBaHHOro npenapaTa.
MoaToMy choHcop 00s13aH, PYKOBOACTBYSICb MNPMPOAOW MNpenapaTta, XapakTepUCTMKOM YMNaKOBKM U
YCNOBMSIMU, B KOTOPbIX OYAET XpaHWUTbCHA 3TOT mpenapat, onpeaennTb NOAXOASLMIA CPOK rogHOCTU U
ykasaTb €ro Ha 3TuKkeTke. HOBbI CPOK FrOAHOCTU He MoxeT OblTb 6Gonee ANWUTENbHLIM, YEM CPOK
rOAHOCTM, YKasaHHbIA Ha OpuUrMHanbHOW ynakoBke. B OTCyTCTBME AaHHbIX O cTabunbHOCTM npenapaTa,
Unn ecnn ctTabunbHOCTb He MoXeT ObliTb obecnedveHa B Xo4e MPOBEAEHWUS! KMMHUYECKOrO UCMbITaHUS,
HOBbI/ CPOK FOZHOCTM HE MOXET MnpeBblwatb 25 NPOLEHTOB BPEMEHU MeXZy OATOW MepeynakoBku U
AaTol UCTEYEHUSsI MPEXHEro Cpoka rogHOCTU, UNKN LLECTU MECSALEB OT AaTbl NepeyrnakoBkX NpenapaTa.

§ 8. PaHgoMu3aUMOHHbIN KOA

611. Heob6x0aMMo MMETb MHCTPYKLUK, B KOTOPbIX YETKO ONMcaHbl BCe onepaummn (dopmMmnpoBaHmne,
pacnpegernenve, obpalleHue n xpaHeHune) ¢ nbbiM paHOOMU3aLMOHHBIM KOAOM, MCNONb3yeMbIM AMSs
yrnakoBaHHbIX JIEKAPCTBEHHbIX NPenapaToB ANs KIMMHUYECKMX UCCNedoBaHWN.

§ 9. Cnenown meTop,

612. Heobxogmmo paspaboTtaTtb cUCTEMy, MO3BOMSIOWY TOYHYK uAeHTUdMKauuo “"cnenbix"
npenapartoB. 3Ta cucTeMa, Hapsgy C paHAOMW3aUMOHHbIM KOAOM W PaHOOMW3ALMOHHBLIM CMUCKOM,
[AOIDKHa MO3BONSATb MPaBUMNbHO WMAEHTMMUMPOBATL eKapCTBEHHbIM MpenapaT, Bkoyas nobyio
HeobxoOVMYyH MPOCNEeXMBaAEMOCTb K KOAY U HOMEpPY Cepun NekapCcTBEHHOro npenapara Ao onepauumn no
€ro crnenomy pasgeneHuio.

613. HeoGxoaumo coxpaHaTb 06pasLbl "crnenbix" NekapcTBEHHbIX NpenapaToBs, NpeAHasHauYeHHbIX
ANs NpoBeAeHNs KIMHUYECKUX UCCrea0BaHuiM.

§ 10. KouTponb kauyectBa

614. [MockonbKy MHOMME TEXHOJNIOIMMYecKMe npoueccbl He MoOryT OblTb CTaHOApTU30BaHbl W
BanuaMpoBaHbl, Bo3pacTaeT poNib NPOBEAEHUS WCMbITAHWMI KOHEYHOro CpefacTBa Ha COOTBETCTBUE
TpeboBaHUAM cneuunduKkaLuu.

615. KoHTponb kavecTBa OOIMKEH yaensTb ocoboe BHMMaHWE COOTBETCTBUIO TEM TpebOBaHUSAM
crneuundmkaumm, KOTopble MMEOT OTHOLLEHUE K 3h(PEKTUBHOCTM NEKapCTBEHHbIX MpenapaToB, a MMEHHO:

- TOYHOCTH TepaneBqueCKoﬁ mnnn paaoBoﬁ A03bl (FOMOFeHHOCTI/I, OQHOPOOHOCTU D,O3I/IpOBaHMF|);

- BbICBOOOXOEHWIO aKTVMBHbIX BeELLECTB (PacTBOPMMOCTM, BPEMEHM pPacTBOPEHUS U TOMY
nogobHoe);

- OLeHke cTabunbHOCTM (Npy HEOBXOAMMOCTU, B YCIOBUSIX YCKOPEHHOMO CTapeHusl U CTPECCOBbIX
YCMOBUSIX), ONpeAerneHnio NpeaBapuTesibHbIX YCIOBUIA XpaHEeHUs! U CpoKa ro4HOCTM npernapaTa.

616. I'Ip|/| HeobxoaMMoCTH, KOHTPOJIb Ka4decTBa [AOJKEeH BKM4YaTb B cebs noartesepxXxaneHvne
COOTBETCTBMA BHELLUHErO BMAa, 3anaxa 1 Bkyca "cnenbix" NIeKapCTBEHHbIX NpenapaToB.
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617. OTBETCTBEHHOCTL 3a COXPaHHOCTb KOHTPOJIbHbIX 06pa3LI,OB Kaxkoom cepun nccnenyembolix
JNIEKapCTBEHHbIX MpenapaTtoB HeceT OTBETCTBEHHOCTb npeanpudatune-npon3soaunTesib UM MMNOPTEP,
KOTOprI7I BbINyCTUN 3Ty Ceputo AnA UCcnonb3oBaHNA B KprFbI3CKOIZ Pecny6nl/||<e.

618. KoHTponbHble 00pasubl OOSMKHbI XPaHUTLCA B MEPBUYHOW YMakoBKe, WCMOMb3yeMon npwu
UCMbITaHWW, UMK B YNAKOBKe, NPUrogHON Ans XpaHeHUsa HepacdgacoBaHHOro nekapCTBEHHOro npenapara.
OO6pa3subl COXpaHAITCA He MeHee OLHOro roa nocre OKOHYaHWs CpoKa rogHOCTWU, Unu AByX NeT nocrne
OKOHYaHUS KIUHUYECKUX UCCMEeAOBaHUIA, B 3aBUCUMOCTM OT TOrO, YTO HaAcTynuT no3gHee. B cnyyae ecnu
obpaseL, XpaHUTCA He B YNakoBKe, MWCMNONb3yeMOW Mpu KIAMHUYECKOM WUCCrnegoBaHuu, To Ans
YCTaHOBMEHUS MNPaBUNBHOTO CPOKa FOAHOCTU AOIMKHbI OblTb OOCTYMHbLI AaHHbIE O CTAbWMNBHOCTUM Mpu
XpaHeHWUM B 3TON ynakoBKe.

§ 11. Bbigpauya pa3pelueHusi Ha BbIlyCK cepum

619. Bblgaya paspelleHus Ha BbINYCK JlekapCTBEHHOro nperapata MOXeT NpPOoBOAMTCS B OBa
aTana (OO0 W nocne OKoH4YaTemnbHOW ynakoBku). B aTom cnydae domkHbl cobnogatbes crepytowme
TpeboBaHus:

- NpV NpoBedeHWM OLEeHKU HepacdacoBaHHOW NPOOYKUUU [OIMKHbI OblTb PacCMOTPeHbl Bce
CYLLECTBEHHbIE (DAKTOPbI, BKMOYas YCNOBUSA MPOM3BOACTBA, pe3ynbTaTbl BHYTPUMNPOU3BOACTBEHHOIO
KOHTpOnsl, 00630p MPOW3BOACTBEHHON [OOKYMEHTauuMW, a Takke COOTBETCTBME cheuudukalmii
Tpe6GoBaHUAM J0Cbe Ha NeKapCTBEHHbIN NpenapaT 1 3akasy;

- Npn npoBegeHnn OLEeHKM TOTOBOro JieKapCTBEHHOro npenaparta noMMMO BCeX CIL)aKTopOB,
BKITIOYEHHbIX B OLIEHKY HepaccbacosaHHoﬁ npoaykuum, cnenyeTt paccMatpuBaTtb YCIiIOBUA, NMPU KOTOPbIX
npoBOANTCA YyNakoBKa, pe3ylbTaTbl BHYTPUNPOWM3BOACTBEHHOIO KOHTPOISIA, o630p OOKyMeHTauum no
ynakoBKe N MapKMPOBKE, a TakKe COOTBeTCTBuE CI'IeLl,M(bMKaLI,I/Iﬁ Tp86OBaHMHM OocCbe Ha ﬂeKapCTBeHHbIIZ
npenapart 1 3akasy.

§ 12. CBo6ogHOe nepemelleHne

620. lMNMockonbKy Bblgavya paspelleHnin Ha BbIMYCK fIeKapCTBEHHbIX NpenapaToB ANsa KAMHUYECKUX
nccnepoBaHuin  ("TEXHMYECKUA 3eneHbIl CBEeT") OCYLLECTBIISIETCA MEepPCOHarioM COOTBETCTBYHOLLEN
KBanudmkaumm, To Npu HaNM4YUM JOKYMEHTanbHOro CBUAETENLCTBA O NPOBeAEeHMUN NpoLueayp KOHTPOMs 1
BbiNycka MNpoaykuum He TpebyeTcs NpoBedeHMEe aHanu3oB KadvecTBa MOCMe OTIPY3KM ee B Apyrue
rocygapcrtea, umetowmne ¢ Kelproidackoi Pecnybnmnkon cooTBETCTBYHOLLME COTMaLLEHUS.

§ 13. KoHTpakT (@oroBop) Ha NPOM3BOACTBO U NPOBeAEHNe aHaNu3oB

621. B koHTpakTe (moroBope) Heob6Xo4MMO YeTKO OroBapmBaTb WCMOMb30BaHWE NEKapCTBEHHbIX
npenapatoB [Ans KIUWHUYECKUX uccrnefoBaHuin. HeobxoauMmo TecHoe B3avMogencTsue Mexay
KOHTpareHTamum.

§ 14. Peknamauuu

622. 3aknioyeHWss no pesynbTaTaMm nOOro paccregoBaHusi, NPOBEAEHHOr0O B CBSA3U C
peknamauuen, cnegyet obcyxaaTb COBMECTHO CO CMOHCOPOM U MPOW3BOAMTENIEM JIEKAPCTBEHHOMO
npenaparta, Unu nMuaMu, OTBETCTBEHHLIMW 3a MPOWU3BOACTBO, M NMULIAMWU, NPOBOAALMMU KIUHUYECKOE
vccrnenoBaHne, C LeNbio OLEHKM BO3MOXHOIO BIMSIHMS peknamauuyM Ha camo uccrieqoBaHue U Ha
pa3paboTKy AaHHOTO JfiekapCTBEHHOro NpenapaTa.

§ 15. O13bIB ¥ Bo3BparT

623. [deictBns no BO3BpaTy feKapCTBEHHbIX MpenapaToB AN KIWMHWYECKUX uccneoBaHumn
(Hanpumep, OT3bIB OpakoBaHHOrO npenaparta, BO3BpaT MOCMe 3aBepLleHMsl UCMbITaHus, BO3Bpar
npenapaToB C UCTEKLINUM CPOKOM FOAHOCTM) OOSMKHBI MPOBOAUTBLCA B COOTBETCTBMM C YTBEPXKAEHHBIMM
WHCTPYKLUAMW.

624. NoMnmo nuua, OTBETCTBEHHONO 3a OT3bIB, C MHCTPYKUMAMU LOJTIKHbI OblTb O3HAKOMITEHBbI
CMNOHCOP KITMHNYEeCKOro nccriegosaHus, nccrnegosartesib 1 HabnogaTen..

§ 16. Otrpy3ka. Bo3Bpat. YHUUTOXEHME
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625. OTpr3Ka, BO3BpaT U YHUYTOXEHUEe Hencnonb30BaHHOM npoayKunMn OOJKHbI BbINOJTHATLCA B
COOTBETCTBMU C NNCbMEHHBbIMU UHCTPYKUNAMMN.

626. OTrpy3ka neKkapCTBEHHbIX NpenapaToB, NpegHa3Ha4YeHHbIX AN KITMHUYECKMX UCCIieqoBaHuN,
BbINOSIHAETCS B COOTBETCTBUM C YKA3aHUSIMU, U3TTOXEHHBIMU CMIOHCOPOM B 3aKa3e Ha OTrpy3kKy.

627. JlekapcTBeHHbI MpenapaTt HanpaenseTcd B ajpec wuccrnegoBaTens TOMbKO nocrne
NPOXOXAEHNS Npouenypbl Bbinycka NPoAyKUuMuK, BKIOYalLwen B ceba gBe ctagun: BbIMyCK MpPoayKUuMu
nocrie KOHTPONA KayecTBa ("TEXHUYECKUI 3ENEHbIV CBET") U pa3peLleHne Ha NCNONb30BaHNE NPOAYKLMM,
BbljaBaeMoe CMoHcopoM ("MoAaTtBepxpatrolimi 3eneHbid ceeT"). OGa paspelleHust [OSKHbl ObiTb
0ohopMIeHbl AOKYMEHTaNbHO U COXPaHEHbI.

628. YnakoBka pormkHa obecneumMBaTb COXpPaHHOCTb U 6e3onacHOCTb  MpodyKumMuM npu
TPAHCMNOPTUPOBAHUM U MPOMEXYTOUYHOM XpaHeHun. Heobxooumo BbISBNSATb (hakTbl BCKPbITUS U
HapyLleHNs BHELLHEN yNnakoBKU NPW TPaHCNOPTUPOBaHUN.

629. CnoHcop gormkeH obecneunBaTtb OTrPy3Ky NPOOYKLMU HAAMEeXallero ka4ectsa u JOCTaBKy ee
Nno Hy)XXHOMY afpecy.

630. HeoGxoaMMO XpaHUTb OMUCb MOCTaBKW, COCTaBMEHHYID Npou3BoAMTENEM, OCOBEHHO
naeHTudrKaLmm agpecaTtoB NOCTaBoK.

631. MNepemelleHne nccnegyemblx NeKkapCcTBEHHbIX NpenapaToB M3 OOHOro MccregoBaTenbCKoro
ueHTpa (KnMHnYeckon 6a3bl) B ApYron AOMNycKaeTCs TOMbKO B MCKIMHOUMTENbHbBIX Clyvasx 1 pa3peluaeTtcs
B Cfy4yae WCCrefoBaHWs O4YeHb [OOPOrMX NEeKapCTBEHHbIX MpenapaToB, OrPaHWYeHHOro KonmnyecTsa
nekapcTBEHHOro npenapara, UMeILWEerocs B Hanuinum Ansa npoBeAeHUs KIMHUYECKOro MUccneaoBaHus
UNU B YpesBblHavHbIX CUTyauusx. Takue nepemeLleHus OOKHbl PerynupoBaTthbCsa YTBEPKAEHHLIMU
WHCTPYKUUAMWU. OHU JOMXHbI ObiTb pasHbiMM B 3aBUCMMOCTU OT MEepBOHAYanbHOro Mecta XpaHeHus
npenapara, npegHasHa4YeHHOro Ans nepemelleHns (Co cknaga, Haxogswerocs nod KOHTpornem
CMOHCOpa, UM U3 anTekn UCCNedoBaTenbCKoro ueHTpa (knuHudeckon 6asbl), Mnnm OT uccrnegosaTtens).
Ecnn nepemellaembliin npenapaT xpaHUIca HENOCPEACTBEHHO Y NccrneaoBaTens, a He B anTeke, npexae
4YyeM MCNonb3oBaTb 3TOT MpernapaT B APYrOM WCCrefoBaTenbCKOM LeHTpe (KnuHuyeckown 6ase),
HeobXoAMMO MpeanpuHATL HeobxoduMble Mepbl NPEeAOCTOPOXHOCTM WM KoHTpond. Kak npaswuno, ans
NOATBEpPXAeHWs, YTO npenapaT BCce eLle NoaxXoaWT A5 LefieBoro UCnonb30BaHWsA 1 HOBOW OTIpy3ku, ero
cnegyeT BO3BPaTWUTb CMNOHCOPY AN MOBTOPHOrO MPOBEAEHUSA WCMbITAHMW Ha COOTBETCTBME 3TOrO
npenapata TpeboBaHMaM cneumdmkaummn.

632. BosBpaT nekapCTBEHHbIX NpenapaTos, NpeaHasHavyeHHbIX A9 KIUHUYECKUX UCcrneaoBaHum,
OOMMKEH NPOM3BOAUTLCA Ha YCIOBWAX, OMNpPederieHHbIX CMOHCOPOM W U3MOXEHHbIX B MUCbMEHHbIX
WHCTPYKUUAX, YTBEPXKOEHHbBIX PYKOBOACTBOM.

633. BosBpalleHHas npoayKkumusa goImkHa ObiTb YETKO MPOMAapKMpOBaHa U XPaHUTLCS B crneunanbHO
npegHasHayeHHbIX 30Hax. Heob6xooumMo BeCTM U XpaHUTb MPOTOKOSbI MHBEHTapM3auMm BO3BpaLLEHHOM
NPOAYKUUN.

634. CnoHcop HeceT OTBETCTBEHHOCTb 3a YHUYTOXEHME HEMWCMNONb30BaHHbIX EeKapCTBEHHbIX
npenapaTtoB, nNpedHas3HaJYeHHbIX ANs MPOBEAEHUS KIMHMYECKMX wuccnegoBaHui. He pgonyckaetcs
YHUUTOXEHME NpoayKumu npondsogutenem 6e3 nonyyeHns paspeLlueHnst oT CrioHcopa.

635. MpOTOKOMbI YHUYTOXEHUS MPOAYKUMM OOMKHbI OblTb COCTaBMEHbl Tak, YTOGbl MOXHO GbINo
npocreanTb BCe onepauun. 3Tv NPOTOKOSbI AOIHKHBI XPaHUTLCS Y CIOHCOopa.

636. Ecnu YHUYTOXEeHUE npoaykunm nopydaeTcda npeanpuaTtuio-npon3BoamnTento, OH OOJNKeH
npenocTtaBnUTb CMOHCOPY cemechKaT unu akt ob YHUYTOXEeHUN npoaykuun. chyY OOKYMEHTbI OOJTXKHbI
coaepXaTtb HomMmepa cepvl|7| N pearibHoO€e Konn4ecTtBo yHI/I‘-ITO)KeHHOIZ npoaykumn.

20. lononHUTenbHOe PyKOBOACTBO NO NPoOBeAEeHUIO
Banuaaumv n KBanudukaumm

§ 1. O6wme nonoxeHns

637. B HacTosilen rnaee npuBogATca ob0wue TpeboBaHMs K MNPOBEOEHU0 Banupauum u
KBanudukaumm npym NPON3BOACTBE NEeKapCTBEHHbIX CPEACTB.

179



TexHudeckuin pernameHT "O 6e30nacHOCTM NekapcTBEHHbIX cpeacTe ans..."

638. C uenbo [JokasaTenbCTBa COOTBETCTBMS NapamMeTpoB  KPUTUYECKMX  MpPOLLeCCOoB
(obopynoBaHus) 3agaHHbIM TPeboBaHUSAM, MPOU3BOANUTENMN NTEKAPCTBEHHbIX CPEACTB AOMKHbI MPOBOANTL
BanuMgauuio MnpoLeccoB W  KBanudumkaumMio 0060pyaoBaHUs, UCMONb3yEMbIX MNpU  NPOM3BOACTBE
JNIeKapCTBEHHbIX CpencTs. Banm,qau,mq nnnm KBaJ'IVICpI/IKaLI,VIﬂ TakKke npoBOoOUTCA MpPU CyLLECTBEHHbIX
N3MEHEHUAX B NOMeELLEHUAX, O60pyLI,OBaHI/IVI M npoueccax, KOTopble MOryT oka3aTb BIIUAHUE Ha Ka4eCTBO
npoaykumn. Onsi onpepeneHnss obnactm u obvema paboT npu npoBedeHUM Banugauuu cnepyet
MCNonb3oBaTb NOAX0A, OCHOBAHHBIN Ha OLEHKE PUCKOB.

§ 2. MnaHupoBaHMe paboT No Banuagauum 1 KBanmdukaumm

639. Bce paboTbl No Banugauuu NpoBOAATCA B NnaHOBOM nopsake. CneayeT 4eTko onpeaenuTs u
OOKYMeHTansHO ohopMnTb BCE KroYeBble ANeMeHTbl B BannaauMoHHOM MacTep-nnaHe (aanee - BMI)
U 3KBUBANEHTHOM MY JOKYMEHTE.

640. BMIT cnegyeT cocTaBnsTh Kak UTOroBbIA AOKYMEHT B JTAKOHUYHOW, TOYHOW 1 YeTKOoW chopme.
B BMI gomkHbl 6bITb BKITHOYEHbLI, MO KpanHen mepe, criegywme aHHble:

- Llenb NpoBeAeHVst Banugauuu;

- OpraHv3aumoHHas cxema npoBefeHns Banugauuu;

- NepeyeHb BCcex NoOMELLEHNIA, cucTem, obopyooBaHMs U NPOLECCOB, Noanexalumx Banaauum;

- bopMbl BEAEHMSA OOKYMEHTaLMKN (MPOTOKOMOB U OTYETOB);

- 3Tanbl U rpaduk BbIMNONHEHUSA paboT;

- KOHTPOJTb U3MEHEHWN;

- CCbIfIKU Ha CYyLLECTBYIOLNE HOPMATUBHbBIE JOKYMEHTBHI.

641. B cnyyae BbINOMnHeHMs GONbLUMX NPOEKTOB MOXET noTpeboBaTbCcs paspaboTka OTAEeNbHbIX
BMI.

§ 3. JokymeHTauums

642. TpeboBaHMs K NMPOBEAEHMIO Banugaumm 1 KBanvdukaumm OOMMKHbI ObiTb pas3paboTaHbl B
YTBEPXKOEHHOW METOAMKE, B KOTOpPOM Obinn Obl M3NOXeHbl TpeboBaHUS K KPUTUYECKMM npoleccamM
(obopynoBaHU0) U KpUTEPUU MPUEMITEMOCTMN.

643. B xogoe npoBegeHus Banugaumm w/vnu kBanudumkauumn, KoTopasi COOEPXUT CChITKM Ha
WHCTPYKUUN U METOOMKM NO NPOBEAEHUI0 Banvaaumm u/unu kBanudukauum, nonyYyeHHble pesynbTaThl C
00bSACHEHNEM NOOLIX OTKIOHEHU 1 HEOOXOAUMbIMUK BbIBOAAMM, BKNOYAs pEKOMEHAALMN N0 BHECEHWIO
U3MEHEHUA C Uenbl MWCNpaBfeHWss HeLoCTaTKOB, criegyeT  LOOKYMEHTanbHO O0gOopMNATb C
COOTBETCTBYOLLUM 060OCHOBaHMEM.

644. lNocne yooBnNeTBOPMTENBHONO 3aBEPLUEHNSA BanvgaumMm n/unm ksanudukauumn odpopmnsaeTcs
3aKryeHe 0 BO3MOXHOCTU Nepexofa K criegyrollemMy atany Banuaaumm n/mnu ksanvdukaumm.

§ 4. KBanudmkauusa (qualification)

645. MNepBbIM 3Tanom KBanuduKaumm HOBbIX MOMELLEHMIN, CUCTEM WM OBOPYyOOBaHUS MOXET
aBNATbCs kBanudukauuna npoekta (Design qualification - DQ).

646. CnegyeT nokasaTb W [AOKYMEHTanbHO OOPMUTbL COOTBETCTBME MpoekTa TpeboBaHWAM
HacToswero PernamexTa.

647. KBanudmkauus yctaHoBneHHoro obopynoBanusa (Installation qualification - IQ) BbinonHsieTcs
AN HOBbIX UMW PEKOHCTPYMPOBAHHbBIX MOMELLEHWUIA, CUCTEM U 0BOPYAOBaHMUS.

648. NMpwn kBanudmkauumn ycTaHOBNEHHOro 060pya0BaHNSA NMPOBEPSAOTCS:

- COOTBETCTBME MOHTaxa 06opyaoBaHWs, TpybonpoBoAOB, cUCTEM OBCHYXMBaHWA MpoekTa U
[PYroi TEXHNYECKON JOKYMEHTaLMU;

- HanMuymne MHCTPYKLMIA NO 3KCNyaTauum U TEXHNYECKOMY OBCNYXUBaHWUIO;
- Hanu4Me JoKyMeHTaumm no kanubposke (noBepke);
- COOTBETCTBME MaTepuanoB U 060pya0BaHMS YCTaHOBMNEHHLIM TpeboBaHMSAM.
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649. MNpu npoBeaeHun KBanuUKaLMn YCTaHOBMEHHOro 00OpPYAOBaHWS MOTYT BbIMOMHATLCS U
apyrve paboTbl.

650. Keanudwukaumsa dyHKumMoHMpytowero obopygoBaHusa (Operational qualification - OQ)
BbINOSHSIETCS MOCHE YCMNELHOro 3aBepLUEHWs KBanndukaumum ycTaHoBneHHoro obopynoBaHus.

651. MNMpwn kBanudmkauumn pyHKUMOHMPYOLWEro 06opyaoBaHNs BbIMOMHAKTCS:

- MPOBEPKM U WCMbITaHWUS, UCXOOs W3 chneumduyeckux ocoBGeHHOCTEel MpPOLEeccoB, CUCTEM W
obopyaoBaHus;

- UCMbITaHWsA (PYHKLMOHMPOBaHMSA 06opyaoBaHUa Npu pabodnx napameTpax, paBHbIX BEPXHUM U
HKHUM JOMNYyCTUMbIM Npedenam, a npyu Heo6XoAMMOCTU - U B YCIOBUAX "HauxyaLwero cry4yas”.

652. MNpu npoBegeHnn kBanudukauum OyHKUMOHUPYOLWEro obopyaoBaHMs MOryT BbINOMAHATECS U
apyrve paboThbl.

653. [locne 3aBeplweHus kBanudukauum obopyaoBaHUS B (PYHKLUOHMPYIOWEM COCTOSHUM
AOMKHbl OblTb  pa3paboTaHbl MHCTPYKUMKM MO 3Kchfyatauun, Kanubposke (MOBepke) M O4UCTKE
obopyaoBaHusa, npoBedeHO oOOyyYeHMe nepcoHana W HanaxeHa cuctema npegynpeavTenbHOro
TexHu4yeckoro obcnyxmBaHus. [locne 3TOro MOXHO MPOBOAWTL OMMLUMAaNbHYIO NPUEMKY MOMELLEHUN,
cuctem 1 obopyaoBaHus.

654. Ksanudpmkaums B ycnosusx akcnnyatauum (Performance qualification - PQ) BbinonHsetcs
nocrne YCnewHoro 3aBeplueHus KBanudukaumu YCTaHOBMEHHOro 06opydoBaHWs U Banvpaumu
PYHKUMOHMPYoLLEero obopyaosBaHus.

655. Mpw kBanuKKaLMn B YCIOBUSIX 3KCMyaTauum BoINMONHSAKOTCS:

- MpoBepKM (UCMblTaHMS)) C  UCMONb3OBAaHMEM peanbHbIX MaTepuarnoB, aTTeCTOBaHHbIX
3aMeHuTene UnM UMMTaATOPOB CPEACTBa, C y4EeTOM crneumduku NpoLeccoB, NMOMELLEHWUA, CUCTEM U
o6opynoBaHus;

- NPOBEPKM B YCMNOBUSIX 3KCMnyaTauuu, koraa pabouve napameTpbl paBHbl BEPXHUM U HUDKHUM
[AONYCTUMbIM Npejenam.

656. HecmoTpsa Ha TO, 4TO KBanudumkauus B YCMNOBUSIX 3KCMfyaTauuu paccMaTpuBaeTcs Kak
OTOEeNbHbIM BUO AEATENbHOCTWM, B HEKOTOPbIX Cry4vasdxX OHa MOXeT BbIMONHATLCA B COYeTaHun C
KkBanudmkaumen yHkunMoHmpyoLero obopyaosaHus.

657. lNpu nposedeHun Banupauuy (kBanudukauumn) MCNONb3yeMbIX MOMELLEHUN, CUCTEM U
obopyaoBaHust HEOBXOAMMO MONYYUTb AaHHble, 0BOCHOBLIBaKOLWME U NOATBEPXAAOWME COOTBETCTBUE
paboumnx KpuUTUHECKUX napamMeTpoB W Mpedenos 3agaHHbIM TpeboBaHuaMm. [lomumo aToro, cnegyet
AOKYMEHTanbHO OMOPMUTL  WHCTPYKLMM W MNPOTOKOMblI MO MPOBEAEHUIO KanubpoBKW, OYUCTKM,
npodunnakTnyeckomy 1 TexHu4eckomy obcnyxmBaHuio, n 0byveHns nepcoHana.

§ 5. Banugauus npouecca

658. ManoxeHHble B HacTosileM pasgene TpeGoBaHUs M MPUHLMMBI PacrpOCTPaHSITCA Ha
NPOV3BOACTBO rOTOBbLIX NTEKAPCTBEHHbIX cpedacTB. OHM OTHOCHATCS K NepBOHaYanbHOM Banugauun HOBbIX
NPOV3BOACTBEHHbIX MPOLIECCOB, MNOCMNeayllen BanuaoauuM W3MEHEHHbIX MNPOLECCOB U MOBTOPHOM
Banuaaumu.

659. Kak npaBuno, Banugauusi NpPOM3BOACTBEHHOrO rpouecca 3aBepllaeTcsl [0 Hadana
peanusauuyM npoaykumn (nepcrnekTuBHas Banugauusi). B UcknouMTenbHbIX Ccryyasx, korga 3To
HEeBO3MOXHO, MOXET oKa3aTbCA HeoGXoaAMMbIM NPoBeAeHMe Banuaaumm npolecca B Xxoae Npou3BoacTea
(Tekywas Banupaums). OeicTByloline B TeyeHWe HEKOTOPOro BPEMEHW MpOLIeCcChl Takke noanexar
Banugaumm (peTpocnekTMBHaa Banuaauus).

660. CneayeT BbINOMHUTL KBaNM@UKaUmo NomMeLleHnin, 000pyaoBaHus, NpoLEeCccoB U Banvaaumo
aHanuMTU4ecKnx MeToaoB KOHTpons. [lepcoHan, BbINONHAKLLMIA Banuaauuio (kBanudgukauuio), AOmKeH
NPOWTN COOTBETCTBYOLLEE 0OYYEHNE.

661. CnegyeT nepuognyveckm oueHuBaTb QYHKUMOHMPOBAHWE MOMELLEHWIA, 00OpyadOBaHUS,
CMCTEM M MPOLECCOB C LieNbio NOATBEPXKOEHMSA UX paboTbl B COOTBETCTBUM C 3a4aHHbIMU TPeboBaHUAMMN.

662. B coctaB paboT no nepcnekTMBHOW BanvaaumMm BKNIOYaoTCS:
- KpaTKoe onncaHue npoLecca;
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- NepeYvyeHb KPpUTNYeCKnx cragumn npouecca, KOTopble nognexart nccrieqoBaHuio;

- NepeyeHb MUCMonb3yeMoro 00opyaoBaHNUs, MOMELLEHMWI, BKIOYAsi KOHTPOSbHOE, M3MEPUTENbHOE
N perncTpupyollee 000pyaoBaHNE C ykasaHNEM Hannums JOKYMEHTOB Mo Kannbposke (MoBepke);

- cneumnduKaLum Ha roToBYHO MPOAYKLMIO;
- NepeYeHb UCMOIb3yEMbIX aHaNUTUYECKUX METOOB;
- Nnpeanaraemble BUAbl BHYTPUMNPOU3BOACTBEHHOTO KOHTPOIS U KpUTEPUM MPUEMIIEMOCTY;

- OOMONMHUTENbHbIE  UCMBITAHUA W KPUTEPUU MNPUEMIIEMOCTH, BLIMOSIHEHWE  Banugauuu
aHanuTM4yeckMx MeTodoB (Npu HeobxogumocTw);

- NNaH npoBeAeHnsi oToopa Npoo;

- MeTOAbl permcTpaLmmn n OUeHK/ pesynbTaTos;

- 0693aHHOCTM U OTBETCTBEHHOCTb ML, MPUYACTHbIX K Banvaauumm;

- npegnonaraemMblvi rpadvk BbINOHEHWS paboT.

663. [Npn npoBegeHM NepcnekTMBHON Banmaauum MOryT BbINOMHATECA U gpyrue paboTol.

664. Mpy BbINOMHEHUM 3TUX paboT (BKMOYas UCMONb30BaHKe crneundUUMPOBaHHbIX MaTepuarnos)
MOXeT GbITb MPOM3BEAEHO HECKOSIBKO CEpUii FOTOBOM MPOAYKLUMUM NMPU 0BbIYHBIX YCINOBUSX. TeopeTnyecku
YMCNO MPOU3BOACTBEHHbIX LMKIOB U HabnogeHuid OO0MKHO GbiTb [O0CTAaTOYHbLIM, 4TOObl BbISIBUTH
TEHOEHUMM W3MEHEHUs MapameTpoB W MOMNy4YnTb OOCTOBEpHble AaHHble AN oueHku. Kak npaswuno,
cuMTaeTca JOCTaTOYHBLIM BbIMOMHUTL TPY NMOCNeaoBaTeNbHbIX NPON3BOACTBEHHBIX LMKNa (BbINYCTUTb TPU
cepun) B Npeaernax 3agaHHbIX napameTpoB, YToGbl BbINOMHUTL Banvaauumio npouecca.

665. Pasamep cepuu npu Banugaumm OOMmKeH ObiTb TakUM Xe, Kak U Mpu CepuiAHOM BbiMycke
NPOAYKLMN.

666. Ecnu npegnonaraeTca peanusauus UMK NocTaBka cepuid, NPOU3BeAeHHbIX Npu Banuaauuu,
TO YCINOBUS WX W3rOTOBIIEHWUS [OOMKHbI MOJIHOCTbIO COOTBETCTBOBaTb TpPeboBaHMSIM HACTOSILLEro
PernameHTa u permcTpalnoHHOro 4ocbe, BKIoYas ycnelwHoe NpoBeaeHne Banuiaumu.

667. B wucknouMTENbBHbIX Cnydadax [gonyckaeTtcdA He 3aBepllaTb BbINOJIHEHME MNporpaMmbl
Banungauum 0o Hadana CepVII7IHOFO npon3soacTea.

668. PelueHne o npoBeaeHMM Tekyllen Banugauumnm JOIMKHO GbiTb 060CHOBAHO, OOKYMEHTanbHO
0POPMIEHO U YTBEPXKOEHO MMEIOLLMMI Ha 3TO MPaBO NULUAMMU.

669. K gokymeHTaumm nNo NpoBefeHnN Tekyllen Banuaaluu npegbsaBnsioTca Te xe TpeboBaHus,
4YTO M NPX NPOBEAEHMM NEPCNEKTUBHON Banngaumm.

670. PeTpocnekTMBHasa Banugaumsi ONycKaeTcs TONbKO Afs1 XOPOLUO OTSIaXXeHHbIX NpoLeccoB n
He npuemniema B Cryvyae, €cnvM HegaBHO OblM BHECEHbl WM3MEHEHUMst B COCTaB MNpoAdyKuuw,
TEXHOMOrMYeCKMI Npouecc unu obopyaoBaHue.

671. PeTpocnekTMBHaa Banugauus OOSHKHA OCHOBbIBATbCA Ha MNpefllecTBYOWNX AaHHbIX. [pu
aTom TpebyeTcsa paspaboTka crneumanbHON MHCTPYKUMU U MPOBEAEHME aHanu3a pesyrnbTaToB [aHHbIX
npeaLwecTBYOLWEN SKCnyaTaumm ¢ BbiIBOAAMU U PEKOMEHAALIMSIMM.

672. N\cxogHbIMY AaHHBIMKW 51 NPOBeAeHUs PeTPOCNEKTMBHOW Banuaunm aBnsoTCA NPOTOKOMbI
NPOWN3BOACTBA M YNAKOBKM CEPUIA MPOAYKLMMU, KOHTPOSbHbIE KapThl NPON3BOACTBA, XXypHarbl MpoBeEAEHUSs]
TEXHUYECKOro o6CnyXnBaHus, OaHHble 00 W3MEHEeHUW B MNepcoHane, Wu3ydeHust noTeHUMarnbHbIX
BO3MOXHOCTEN MpoLlecca, [OaHHble O TOTOBOW MPOAYKUMM, BKNKOYas KapTbl TEHOEHUUN, a Takke
pe3ynbTaTthbl U3y4eHnsi CTabUNbHOCTU NPU XpPaHEHUN.

673. Cepun npoaykuumn, otTobpaHHble OIS NPOBEAEHUS] PETPOCMNEKTUBHOM Banvaaumu, OOJDKHbI
NPeacTaBnsATb  penpes3eHTaTUBHYIO BbIOOpKY 4N  BCEX CEepuid, W3rOTOBMEHHbIX B  TeYeHue
paccMaTpvBaeMoro nepuvoga, BKMo4as cepuu, KoTopble  ObinM  MpU3HaHbl  HeyAaYHbIMU
(HecooTBeTCTBYOLWUMI crieundukaumam), 1 AOMmKHbI OblTb 4OCTAaTOUHBIMK MO pas3Mepy, YToObl NnokasaTtb
cTabunbHocTb npouecca. Mpu nNpoBeeHUM PETPOCNEKTUBHOW Banuaauuu npouecca, ANns MonyyYyeHust
AaHHbIX, [OCTaTOYHbIX B KONM4ecTBe M pasHoobpasuu, MoryT notpeboBaTbCsi AOMOMHUTENbHbIE
UCMbITaHNS apXMBHbIX 06Pa3LOB NPOAYKLNM.
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674. Ons oueHkn cTabWUNbHOCTM NpolLiecca Npu PeTPOCneKTUBHOW Banuaauuu, Kak npasuno,
crefyeT BbINOMHUTbL aHanM3 AaHHbIX MO AeCATU-TPUALATU NocrnenoBaTeNlbHO NPOU3BeAEHHBIM CEPUSIM.
MoxeT NpoBepATLCA Y MEHbLLIEE YMCIIO CEPUIA, MPU HANMUYMM COOTBETCTBYIOLLLEro 060CHOBaHMS.

675. Banungaumsi NnpoLEeccoB OYUCTKN BLINOSTHAETCA C LENbio NoATBEpXKAeHUs apdeKTMBHOCTHU
METOAOB O4YUCTKM. MMpu 3TOM LOIMKHbI ObITb 3afaHbl OOMNYCTMMbIE Mpefesfibl Ha OCTaTKU MPOoOYKLUK,
MOMWLIUX CPeACTB U MUKPOOMOINOrMYECKOM KOHTaMMHauuKW. 3TU npedenbl OOMMKHblI OblTb peanbHO
AOCTUXMMBIMU N MPOBEPSIEMbIMMU.

676. Onsa onpeneneHna yCTaHOBJIEHHbIX MnpeaenoB OCTaTKOB NnpoAykKuun Ui KOHTaMUHaHTOB
cnegyet  uMcnonb3oBaTb  BanuMaupoBaHHbIE  aHalMTUYeCKMe MeTodbl, uMerume OO0CTaTO4YHYH
YyBCTBUTEJIbHOCTb.

677. Kak npaBwno, Banugauuio MpPOLIECCOB OYUCTKM crnegyeT MnpoBOAMTb TOMbKO  Ans
NOBEPXHOCTEN, conpukacalwmxca ¢ npogyktom. CrnegyeT Takke NpUHMMaTb BO BHMMaHWe AeTtanu
0bopynoBaHus, He BCTynatLme B KOHTAKT C NPOAYKTOM. Takke crnegyeT BannaupoBaTb ANUTENbHOCTb
WHTEpBanoB BpeMeHW Mexdy OKOHYaHMeM npouecca W OYUCTKOW, a TaKkKe OYUCTKOM WU Hayarom
cnegyowero ucnonb3oBaHus. CnegyeT onpefenuTb MeTOAbl OYUCTKM M MHTEepBarbl BPEMEHU MEXOy
nposefeHneM OYNCTKN.

678. [Ina MeTogoB O4MCTKM ONU3KMX BUOOB MPOOYKUMM WM MPOLIECCOB CYUTAETCH MpUEMIIEMbIM
BbiOpaTh penpe3eHTaTMBHbIA P aHanorMyHbiX MatepuanoB M MpoueccoB. B Takmx criydasix MOXHO
NpoOBeCTM OOHO BanuAauuoHHOe UccrnefoBaHWe C UCMOoSib3oBaHWEM MeToda "Hamxyawwuin cnyyan”, npm
KOTOPOM Y4YTEHbI BCE KpUTUYECKME (DaKTOPbI.

679. na BanugaumMm mMeToda OYMCTKM LOCTaTOYHO, Kak npaswuio, ycnewHoro nposeaeHna Tpex
nocneaoBaTesibHbIX LMKITOB O4YUCTKN.

680. MeToa "npoBepsaTb, Noka He ByAeT YMCTO" HEe MOXeT paccMaTpmMBaTbCs B Ka4ecTBe 3aMeHbl
BanuaaLmmn npoLecca OYNCTKN.

681. B kauecTBe WCKMIOYEHWS NPU NPOBEAEHMM Banugauunm OYUCTKM BMECTO CaMuX BeLLEeCTB
MOXHO UCNOoNb30BaTb Martepuarnbl, KOTOpble UMUTUPYIOT (PU3UKO-XMMUYECKME CBOWCTBA YyAandeMbIX
BELLeCTB, ecnu nocriegHue sBnstoTCA TOKCUYHBIMU UM OMAacHbIMW.

§ 6. KoHTponb nameHeHumn

682. CnegyeT MMeTb B OOCTYMHOM MECTE MUCbMEHHbIE WMHCTPYKUUM C OMMcaHWeMm OeiCTBUNA,
KOTOpble criedyeT MpeanpuHATb, ecrnin npegnoraraeTcsl BHECTU U3MEHEHUS] B UCXOAHble maTtepuarnsl,
KOMMOHEHTbI cpeacTBa, TEXHONorMyeckoe o6opyaoBaHMe, OKpYXKaloLLy0 NMPOV3BOACTBEHHYO cpeay (Mnu
nnowagky), MeTod Mpou3BOACTBA WM KOHTPONS uNU gpyrve nobble M3MEHEHUs, KOTopble MOryT
NOBMUATL Ha KAYeCTBO CpeaCcTBa UMW BOCNPOU3BOAMMOCTb NpoLecca.

683. MeToabl npoBegeHnAa KOHTPOIA W3MEHEHNN  OOSMKHbI npeaycMaTtpuBaTtb nojiyvyeHue
AOCTaTOYHO MOSHbIX AAHHBLIX, YTOObI YGeﬂMTbCﬂ, 4YTO B M3AMEHEHHOM TrpoLuecce 6yp,eT npon3BoanTbCA
NPOAYKT Tpe6yeM0ro Ka4vyecTBa B COOTBETCTBUN C Tpe6OBaHI/|9|MVI HOpMaTVIBHOIZ OOKyMeHTauuu.

684. Bce un3MeHeHusi, KOTopble MOryT oOKa3aTb BMUSHME Ha KayYecTBO MNPOAYKUUM Uin
BOCMPOU3BOOUMOCTb Mpouecca, [AOMKHbl ObiTb  ODOCHOBaHbI, [OOKYMEHTaNbHO OQOPMIEHbl U
yTBepXaeHbl. CrnegyeT OLEHUTb BO3MOXHOE BMWSHNE W3MEHEHWS B MOMELLEHUSIX, CUCTEMax Wnu
0o6opyaoBaHMM Ha NPOAYKLMIO, BKMOYas NpoBEdEHME aHannsa pUCcKoB M onpeaenntb HeobxoanmocTb U
06beM paboT No NOBTOPHOW Banuaaumm (pesanvagauun).

§ 7. PeBanupauus (noBTOopHas Banuaauus)

685. CnegyeT npoBOAMTb MEPUOOUYECKYID OLEHKY MOMELLEeHUn, cuctem, obopyaoBaHua U
NMpoLeccoB, BKMtOYash MPOLECCbl OYUCTKM, AN MOATBEPXKOEHWS WX COOTBETCTBUS  3afaHHbIM
TpeboBaHusiM. Ecnn cywecTBeHHble U3MEHEHUS OTCYTCTBYIOT, TO BMECTO NPOBEAEHUS peBanupaumu,
AOCTAaTOMHO COCTaBUTb OTYET, CBUAETEMbCTBYIOLIMIA, YTO MOMELLEHMS, cUCTeMbl, obopyaoBaHuMe WU
npouecchl COOTBETCTBYIOT NpeabsaBrsieMbiM TpeboBaHUSIM.

21. Bbinyck no napameTpam

§ 1. MpuHuMnobI
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686. OnpegeneHue "BbiNyck Mo napameTpam”, UCNONb3yeMoe B JaHHOM MPUMIOXEHUU, OCHOBAHO
Ha onpefeneHun, npeanoxeHHoMm EBponenckon opraHusauuen no kadectsy. OHO nogpasymeBaet
BbIMYCK NPOAYKUUM Ha OCHOBE [aHHbIX O 3HA4YeHUsX napameTpoB, MOMy4YeHHbIX B XOA4e npouecca
NPOWN3BOACTBA, M AaHHbIX O COOTBETCTBUM MPOM3BOACTBEHHOrO npouecca TpeboBaHUAM Hanexallemn
npou3BoacTBeHHon npakTukn (GMP), koTopble rapaHTUpyOT, 4TO BbiNyckaemas NpoAyKuus wumeeT
Tpebyemoe KayecTBo.

BbIFIYCK no napameTpaM AOoJ1KeH oTBe4YaTb OCHOBHbIM Tpe6OBaHI/IF|M HacToswero PernameHra.

§ 2. Beinyck no napameTtpam

687. [lNpoBegeHMe MNOSIHOrO KOMMIIEeKCa MPOBEPOK WM KOHTPOMSA YCTAHOBJSIEHHbLIX MapaMeTpoB,
NpoBOAMMBIX B MpoLlecce Mpou3BoAcTBa, MoxeT obecrneunTb Boree BbICOKYHO CTEMNeHb COOTBETCTBUS
roTOBOW NPOAYKLMU NpeabsaBngeMbiM TpeboBaHMAM, YeM NPOBEAEHNE UCMbITAHUI FOTOBOIO CPeACcTBa.

688. KoHTponb OTAenbHbIX MokasaTenen rotoBol NpoayKumm MOXET ObiTb 3aMEHEH KOHTPOIieM
napamMeTpoB TEXHOJIOMMYECKOro mpouecca npv Npov3BOACTBE nmpoaykuumn. PaspelueHve Ha BbiMycK Mo
napaMeTpaMm BbldaeTcs, nepecmaTtpuMBaeTCs WAM U3bIMaeTcs nuuamMu, OTBETCTBEHHbIMM 3a OLEHKY
KayecTBa MpOAyKUWUW, COBMECTHO C KOMMETEHTHbIMW NMLamMK, OCYLLECTBASIOWMMY KOHTPOIb KayecTBa
nekapCTBEHHbIX CPeACTB.

§ 3. Bbinyck no napameTpam ANA CTepUNibHON NPOoAYKLUN

689. B aton rnaBe paccmaTpuBaeTCs TOMbKO Ta CTOpPOHAa BbiNyCka MO napameTpam, koTopasi
KacaeTcsl PYTMHHOrO BbiNMycka rOTOBOW Mpoaykumyu 6e3 NpoBEAEHUS MCMbITAHWS HA CTEPUIIbHOCTD.
OTMeHa uCMbITaHUS Ha CTEepWUrbHOCTb SBMSeTC OOOCHOBAHHOW TOMbKO MPW  HanMYUKM  AaHHbIX
BanuMaauuKn, AoKasblBaOLWIMX, YTO OOCTUralTCA YCTaHOBMEHHble, Mpolledlve Banuaauuio, YCrnoBus
cTepunusaumu.

690. WcnbiTaHne Ha CTepunbHOCTb, BCneacTtBne CTaTUCTUYECKUX OrpaHI/I‘-IeHMIZ mMeToaa,
npegocTtaBiidA€T BO3MOXHOCTb 06Hapy>KeH|/|;| TOJNMbKO 3HAYUTENbHbIX HapyLueanZ cuctembl obecneveHns
CTEPUINTbHOCTHW.

691. Bbinyck no napametpaM MoXeT ObiTb paspelleH TONbKo B TOM Criydae, ecnv AaHHble,
nony4yeHHble B MpoLEecce CTepunusauun cepun MNpPoAyKUMW, FapaHTUPYHT, 4YTOo paspaboTaHHbIi U
BanVOMPOBaHHbIN  AnNA  obecrnieyeHMss  CTEPUNBHOCTM  MPOAYKUUW  MPOLIeCC  COOTBETCTBYET
npeabsiBrsieMbiM Tpe6oBaHUSM.

692. B HacToslllee BpeMsl BbiNyCcK MO MapameTpam MOXeT ObiTb paspelleH TOnbKo AOns
npenapartoB, NPOXOAALIMX CTEPUNM3ALMIO Ha 3aBeplualollei cTaguM B UX OKOHYaTeNbHON NepBUYHON
yrnakoBKe.

693. [Ina BbiNycka Mo napameTpam MOIyT paccmaTpvBaTbCsi MeToAbl CTepunusaummn (nap, cyxoi
Xap 1 MOHU3MPYIOLLIEE U3ITyYeHne), COOTBETCTBYIOLWMNE TpeboBaHMsAM OENCTBYIOLLEN dpapmakoneu.

694. Bbinyck nNo napameTpaMm He MpUMEHSIeTCA NpuW MNPOW3BOACTBE HOBbIX J1€KAapCTBEHHbIX
npenapaToB, TaK KakK Mepuwod BpemMeHW, B TedyeHuMe KOTOpOro mMonyyeHbl YAOBNETBOPUTENbHbIE
pesynbTaTbl UCMbITAHWSA HA CTEPUNbHOCTb, ByAeT O4HON U3 COCTaBNAOLMX KPUTEPMEB NpMemMneMocTu. B
OTAENbHbIX Cny4vasx, Koraa AaHHble MWCMbITaHUS Ha CTEpUNbHOCTb, YXe WUMelolMecs Ans ApYyrux
npenapaTos, MOryT paccMaTpMBaTbCA Kak UMeloLLMe Cuy Ans HOBOro npenaparta, B KOTOPbIA BHECEHbI
TONbKO HE3HAUYNUTENbHbIE N3MEHEHNS C TOYKM 3peHust obecneyeHns CTepUIIbHOCTY.

695. CriegyeT NpoBECTU aHanu3 pUCKOB CUCTEMbI obecneveHnsl ctepunbHocTn, obpaTtne ocoboe
BHMMaHWE Ha OLIEHKY CITy4aeB BbIMyCKa HECTEPUIIBHON NPOOYKLNN.

696. lMNpeablaywimii onbIT paboTbl NPOM3BOAUTENS OOIMKEH CBUOETENbCTBOBATL O COOTBETCTBUM
ero npomseoacTea TpeboBaHuAM HacTosLero PernameHTa.

697. lNpun oueHke COOTBETCTBUS Mpou3BoacTBa TpeboBaHUAM HacToswero PernameHta cnegyet
YYNTbIBaTb BbISIBMIEHHbIE CIlydau HapyLWEHUs CTEPUNbHOCTU MPOAYKUMW, pesynbTaTbl UCMbITaHUM Ha
CTEPUNbHOCTL AAHHOMO npenapara, a Tawkke pesynbTaTbl UCMbITAHMA Ha CTEPUNbHOCTb MpenapaTos,
CTEPUNN3YEMbIX TaKUM >Xe NN aHanormyHbIM Crocobom.

184



TexHudeckuin pernameHT "O 6e30nacHOCTM NekapcTBEHHbIX cpeacTe ans..."

698. Pabounii yyacTok Mpou3BOACTBA WM CTepunM3aumn, Kak MnpaBuio, OOJKHbI 06CnyXuBaTb
KBanNUULMPOBAHHLIA WHXEHEP, MWMEKLWMA OonbiT paboTbl MO OOecneyYeHuto CTEPUNIBHOCTU, U
KBanuuLMpoBaHHLIN MUKpobUonor.

699. PaspaboTka M nepBoHayanbHas BanuaauWs KOHKPETHOro npenaparta  OOSMKHbI
rapaHTMpoBaTb, YTO NpW cobnoAeHNM BCeX YCNOBUIA LENOCTHOCTb U KayeCTBO CUCTeMbl CTepunmnaaumm
npoaykummn 6yaeT coxpaHeHa.

700. K paccMOTpEHMIO U3MEHEHUI LOMKHbI MPUBMEKATLCA NLa, OTBETCTBEHHbIE 3a 0becnedeHne
CTEPUNBHOCTN, YTO LOIMKHO ObITh YYTEHO B CUCTEME KOHTPOIS N3MEHEHUIA.

701. CnefnyeT opraHv3oBaTb CUCTEMY KOHTPOSsS MUKPOOMONOrMYECKon KOHTaMmMHaUMmK npenapaTa
[0 NpoBefeHUs1 ero cTepunuaauuu.

702. CnegyeT MCKMIOUYUTL BO3MOXHOCTb MNepenyThiBaHUS MeXAy npoaykuuen, npolwenwen
CTEpUNM3aumio, U HEMNPOCTEPUNM30BAHHOM MPOAYKLUMEN, 4YTO MOXeT ObiTb obecnevyeHo mnyTem
PU3N4ECKOro pasgeneHvs MpPOAYKUMM WM C UCMOSIb30BaHMEM 3MIEKTPOHHBLIX CUCTEM, MpoLleawmx
Banvaauuio.

703. TlpoTokonbl CTepunusaumMvM [OOMXHbl MPOBEPATbCA Ha CcooTBeTCcTBMEe TpeboBaHuAM
cneumndmkaumMm ¢ 1Ucnonb3oBaHWeM, Mo KpamHen Mepe, ABYX HEe3aBUCUMMbIX CUCTEM. TakoOW KOHTPOIb
MOXeT OCYLLECTBNATbCA C UCMNOMb30BaHWEM OBYX COTPYAHWKOB UMW C UCMOMb30BaHWEM npoluellen
BanuMaaumio KOMNbIOTEPHON CUCTEMBI NIKOC COTPYAHUK.

704. MNepen BbINYCKOM KaXKOoW MPOU3BOACTBEHHOW cepuu npenapaTta cnegyeT OOMOSHUTENbHO
noaTBEpPAUTb, YTO:

- BbINOJIHEHbI BCE MNJ1aHOBbIE pa60TbI no OGCJ'Iy)KVIBaHI/I}O N npoeeaeHbl BCe PYTUHHbIE NMPOBEPKU
NCNoJ1b3yeMOoro ctepunm3aTtopa;

- BCE pPEeMOHTHble paboTbl M MoauduKaumm crTepunusatopa YTBEPXOEHbI WHXEHEPOM Mo
obecneyeHnto CTEPUNbLHOCTA U MUKPOOMOOroMm;

- BCe obopyaoBaHme NpoLUno KanubpoBKy;

- CPOK AeNCTBUSA Banuaauuu ctepunmsaTopa Ofsi AaHHOW 3arpy3ku obpabaTbiBaemMol NpoayKumm
He UCTeK.

705. B Tom cniyyae, ecnv nomny4yeHo paspeLleHne Ha BbiMyck Mo napameTpam, peLlleHns O Bbirycke
UM OTOpakoBKe MPOU3BOACTBEHHOW CEPUMU OOSKHbI OCHOBBLIBATLCA Ha YTBEPXKAEHHbIX TpeboBaHMsX
cneundvikaumn. Mpy HECOOTBETCTBMM MPOCTEPUNIM3OBAHHOW NpoAdyKuMu TpeboBaHusM crieundmrKaumm
BbIMYCK MPOAYKUMM He [OMycKaeTcs Aaxe MNpu YCrOBUM YCMELWHOro MNPOBeAEHWUsT UCMbITaHUS Ha
CTEPUIBHOCTD.

22. [locbe Nnpon3BOACTBEHHOrO y4yacTKa

§ 1. O6bwue nonoxeHuns

706. [docbe npou3BOACTBEHHOrO yyacTka - [OOKYMEHT, MOAroTOBMEHHbLIN Mpou3BOAUTENEM W
coaepxallmi cneumanbHylo 1M akTUYeckyro nHpopmaLmio o cobniogeHun TpeboBaHu Hagnexallemn
NPOWN3BOLACTBEHHOW NPAKTMKU MPU NPOM3BOACTBE W/UIM KOHTPOSE NEeKapCTBEHHbIX CPEeACTB Ha AaHHOM
yyacTKe, a Takke 0 NobbIX TECHO B3aMMOCBA3aHHbIX paboTax B MPUMbIKAIOLLMX U COCEOHUX 30aHUAX.

707. B Ccny4yae ecnnm Ha [OaHHOM Yy4YacCTKke OCyLeCTBNAeTCA TOJIbKO 4acTb onepau,wh no
npon3BoACTBY U KOHTPOJIHO JIeKapCTBEHHbIX CpeacTB, TO OOCbe NPOM3BOACTBEHHOIO y4yacTka OOJTKHO
OonucblBaTb TOJTbKO UX (HaanMep, ynakoBKy, npoesegeHve ncnbiTaHum, XpaHeHune n Tomy I'IOJJ,O6HO€).

708. locbe NpPOM3BOACTBEHHOrO yvacTka COCTaBMsIET YacTb OTYETa MHCMEKTopa O MpoBeAeHHOM
WHCMEKUMN Ha COOTBETCTBUE TpeboBaHNSM Haanexallen npon3BoACTBEHHON NPaKTUKM.

709. [locbe Npon3BOACTBEHHONO yyacTka AO0JDKHO ObiTb KpaTKMM, HACKOMbKO 3TO BO3MOXHO, U €ro
0b0beM He JormkeH npeBbiwath 25-30 cTpanuy hopmarta A4. Bce nUCTbl AOSMKHBI ObITb MPOHYMEPOBAHbI.

710. Kaxpgass 4acTb [OoCbe [OOMKHa HayMHaTbCA C HOBOroO nncTa, 4YTobbl ee MOXHO Oblno
aKTyanm3mpoBaTtb U 3aMeHATb COOTBETCTBYHOLLNE JNTNCTDI.

711. Mo BO3MOXHOCTW, BMECTO OMWCaHUS criedyeT WCMOMb3oBaTb MNPOCTbIE MMaHbl, PUCYHKY,
CXeMbl, KOTopble OOMKHbl GbiTb pa3smelleHbl Ha nucTe copmata A4. O6bem onucaTenbHON Yactu
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AOIKeH ObITb OrpaHun4eH. Ecnu Tpe6yeTc;| bonee FIO,U,pO6HaF| I/IH(*)OpMaLI,I/IFl, TO OHa AofkHa ObITb AaHa
WHCMEKTOPOM B COOTBeTCTByIOLLI,eIZ 4acTu ero oT4yeTa.

712. [locbe NpoM3BOACTBEHHOIO y4acTKa AOMKHO UMETb:
- 06wyt nHdopmMaumio;

- KpaTkylo WHdopMaUMlo O npeanpuaTuUM-nponssoauTene (BKMYas HasBaHMe W agpec),
OTHOLUEHVWe K APYrMM ydyacTkaM W, ocobeHHo, nbas MHopMauMsl, OTHOCALLASACA K MOHUMaHUIO
NPOV3BOACTBEHHbIX OnepaLmii;

- VIH(bOpMaLI,MIO no nNpoun3BOoACTBY JIEKapCTBEHHbIX CpencTB, 3aperncTtpupoBaHHbIX B
YCTaHOBJIEHHOM 3aKOHO4ATEsIbCTBOM NOPAOKE;

- MHpopmauusa o nbor Apyron NPOU3BOACTBEHHON AESATENbHOCTU, OCYLLECTBNSEMON Ha AaHHOW
TEXHOMOrM4Yeckon NuHMM (y4acTke) (aanee - y4acTok);

- HasBaHME W TOYHbIN afpec ydacTka, Bkr4yas TenedgoH, dakc u Homepa TenedoHOB,
paboTatoLLMX KPYrnOCyTOYHO;

- BUAbl NPoayKLMKN, NPOM3BOAUMON Ha AaHHOM y4vacTke (BKMouvasi MHopmaumio o nobbix ocobo
TOKCMYHbIX WM OMacHbIX BellecTBax, Wcrnonb3yembix B paboTe, CO CCbiNKOM Ha cnocob ux
NPOun3BOACTBA);

- uncnomnb3oBaHue crneuuarnbHO TMpeaHa3Ha4YeHHbIX TEeXHU4YeCKuX cpeanctBs wMJiM Ha OCHOBaHUM
npuHunna nposeaeHunA KamnaHum;

- KpaTKoe onucaHue yyacTka (pa3mep, pacronoXeHue, HENMocpeACTBEHHO OKpYyXatoLlas ero cpesa
¥ Apyrasi NpOM3BOACTBEHHAs AEATENIbHOCTb Ha yyacTke);

- KOnMn4yecCcTtBO COTPYOHUKOB, 3aHATbIX B MNPOM3BOACTBE, KOHTPOJie KadecCTBa, XpaHeHun u
pacnpegeneHun (auctTpmbyumnn);

- WCMOMb30BaHMe MOCTOPOHHEN Hay4yHOW, aHanMTUYEeCKON WNM OPYro TEXHUYECKOW MOMOLLU,
OTHOCSAILLIECA K MPOM3BOACTBY U aHanmay;

- KpaTkoe onmncaHme CUCTeMbl ynpaBlieHna Ka4eCTBOM MnpeanpuaTmna-npon3soanTend nnm q)VIprI,
OTBETCTBEHHOM 3a npon3BoacTBO.

§ 2. Nepconan
713. Nudopmauus o nepcoHane gomkHa BKoYaTh:

- OpraHn3aumMoHHYKO CXemMy, B KOTOPOVI nepedyncrnieHbl meponpuaTmna no obecrneyeHnto KavyecTBa,
BKITHO4aA U3rotoBJiEHNE N KOHTPOJIb Ka4eCTBa,

- KBanudmkaumio, onbIT 1 0653aHHOCTU PYKOBOASILLIEr0 NepcoHana;

- onucaHue, B 00LLIMX YepTax, MEPOMNPUSATUIA NO OCHOBHOMY 0BYy4YeHUo 1 0By4YeHUto Ha MecTax, no
BEAEHWNIO MPOTOKOSOB;

- TPEGOBaHMH K 300pPOBblO NepcoHala, 3aHATOro B npon3BoaCcTBeE;
- TMTMeHn4yeckmne Tpe6OBaHI/IF| K nepcoHany, B 4HaCTHOCTU, K ogexae.

§ 3. NomeweHus n o6opypnoBaHue
714. Nudopmaumsa o NOMELLEHNSX OOMKHA BKIOYaTb:

- MPOCTON NfaH UMM onMcaHWe NPOU3BOACTBEHHbIX 30H C yKasaHuem Maclitaba (apXuTeKkTypHble 1
WHXeHEepHble YepTexmn He TpebytoTcs);

- TUN KOHCTPYKUMN N OTOENIKA;
- KpaTkoe onncaHne BeHTUINALUMOHHBLIX CUCTEM;

- cneumarnbHble 30Hbl AN paboTbl C BbICOKOTOKCUYHBLIMUM, OMACHLIMU WM CEHCUOMMM3UPYOLLUMHK
BellecTBaMu;

- KﬂaCCI/I(bVIKaLIMFl KOMHaT AnAa Npon3BoAcTBa CTEPUIIbHbIX NMpenapaToB;

- KpaTKoe onucaHvne CUCTeM BOAOCHABXeHUs! (KkenaTenbHO NPUINOXUTb CXeMaTUYeCKNE YePTEXN),
BKITIOYas CaHUTapHyto 00paboTky;
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- TeXHun4eckoe O6Cﬂy)KI/IBaHVIe (OI'II/IC&HI/IG nporpamMmm nrnaHunpyemoro I'IpOd)I/IﬂaKTVILIeCKOFO
06CJ'Iy)KI/IBaHI/IF| N CUCTEMDI €ro ﬂpOTOKOﬂVIpOBaHI/IFl).

715. Bonee noapoGHoe onucaHWe OOMKHO ObiTb AaHO ANS KPUTUYECKMX 30H C MOTEHUManbHbIM
PVCKOM KOHTaMMHaLMK C MOTOKOM BO3Jyxa, B JaHHOM criydae kenaTenbHO NPUIIOXUTb CXeMaTudeckme
yepTexun CUCTEM.

716. Hdopmanmsa 06 obopygoBaHuM OOMMKHA BKIHOYATb:

- KpaTKoe OonncaHme OCHOBHOIrO TexHonornyeckoro obopyaoBaHmsa U 060pya0BaHUS KOHTPOSbHbIX
nabopaTtopun (nepeyeHb obopygoBaHus He TpebyeTcs);

- TeXHu4eckoe OGCJ'Iy)KI/IBaHVIe (onmcaHme nporpamMmm nnaHunpyemoro I'IpO(*)I/IﬂaKTVI‘-IeCKOFO
06CJ'Iy)KI/IBaHI/IF|), BKIlO4adA CUCTEMY NPOTOKOJTMPOBAHUA;

- kBanudukaumsa n kanmbpoBka, BKMOYas CUCTEMY NPOTOKONMPOBAHMS.

§ 4. CaHuTapus

717. WHdopmauus o NpoBeAeHHbIX MepornpuUSaTUAX Mo CaHWTapuM OOofhKHa BKMKYaTb Hanvuue
NUCbMEHHBIX crieunduKaLmin U METOAMK NO O4YUCTKE NPON3BOACTBEHHbIX 30H 1 060pYAOBaHUS.

§ 5. lokymMeHTauumA
718. NHdopmauusa o JOKYMeHTaLMK AOSMKHA coaepXaTb:

- MeponpuaTna no noarotoske, NnepecMoTpy 1 pacnpeneneHuno Heobxogumown ans npoun3eoacTea
OOKYyMeHTauuu;

- onucaHWe OOKYMeHTaLuu, OTHOCSLUEeNCcs K kadecTBy npenaparta, koTopasi Gomnblue HUrge He
yrnomMmuHaeTcs (Hanpumep, MUKPOBMONOrMYecknin KOHTPOSb BO3ayxXa U BoAbl).

§ 6. TexHonoru4yeckum npouecc
719. NHbopmaums 0 TEXHONOTMYECKOM NpoLecce A0MKHa cogepXarb:

- KpaTKkoe onucaHne TexXHOJIONTM4eCknx npoueccoB C TMNpurnoXeHnem no BO3MOXHOCTU
TEXHOSIOrMYECKNX cxem, Tabnuu, B KOTOPbIX YKa3aHbl Ba)KHbl€ MapamMeTpbl;

- MeponpusTMS Mo paboTe C UCXOOHbIM  CbiPpbEM, YMAKOBOYHbIMM  MaTepuanamu,
HepacacoBaHHOM M rOTOBOW MPOAYKUMEN, BKMoyYas oT6op npob, kapaHTWH, Bbidadvy paspelleHnst Ha
BbIMYCK U XpaHeHwue;

- MeponpusaTusa no paboTe ¢ 3abpakoBaHHLIM CbIpbEM UMY NPOAYKLIMEN;
- KpaTKoe ornucaHue obLLen NONUTUKN OTHOCUTENBbHO Banuaauum npoueccos.

§ 7. KoHTponb kayecTBa

720. HdopmaLmsa o0 KOHTpOre KavyecTBa J0SPKHa CoaepXaThb:

- ONMUCaHNE CUCTEMbI KOHTPOSISA KAa4YecTBa U OeATENbHOCTU OTAENa KOHTPONS KayecTBa;
- METOAMKM NO Bbiaye pa3peLleHnst Ha BbiMyCK FOTOBOW NPOAYKLNN;

- NPOM3BOACTBO U aHanM3 No KOHTPAaKTy (A0roeopy);

- onucaHne cnocoba OLEHKU WCMNONMHUTENS Ha COOTBETCTBUE TpeGOBaHI/IFIM Hagnexawen
I'IpOM3BO,D,CTBeHHOl7I NPaKTUKN.

§ 8. AncTpubyuus, peknamauum n oT3biB NPOAYKLUMN

721. NHdopmauumsa no guctpubyumn, peknamaummn 1 oT3biBy NPOAYKLUUN AOMKHA cogepXaTb:
- MeponpuaATUSA Mo pacrnpegeneHnto (amcTpmbyumm) U cucTteMy NPOTOKONMPOBAHWS;

- MeponpuaTus No paboTte ¢ peknamaumsammn 1 0T3biBY NPOAYKLNN.

§ 9. CamoumHcnekuus

722. WHdopmauma No CaMOMHCMNEKUMM [OMKHa BKMoYaTb KpaTKoe onucaHue npoueaypsbl
npoBeaeHNs1 CaMOVHCMEKLNN.
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23. I'Io.qTBep)Kp,eHMe cooTBeTCTBUA cepun npoaykumm c
uenblo ee Bbinycka, BbinoJyiHdsemMmoe ynoyqlI HoMO4€HHbIM NTMLOM

§ 1. O6nacTb NnpuMeHeHuUsA

723. Hactoswasa rnasa yCTaHaBMBaeT MNMopAOO0K noaTBepXAeHnAa COOTBETCTBUA J1I€KapCTBEHHbIX
cpeacts, BbIMOJIHAEMOro ynoJjiIHOMOY€HHbIM JTUOM, U TpeGOBaHI/IFI K ﬂOCEpVIIZHOMy BbIMyCKYy cepM|7|
JIeKapCTBEHHbIX CpeaCTB Ha pealin3auuto.

724. HacTtoswasa rnaea crneuvanbHO paccMaTpuBaeT cry4vyau, Korada npou3BOACTBO cepumn
nNPoOAYyKUUM UNU NPOBEAEHME aHanu30B pasferieHO Ha HECKOSIbKO 3TanoB, BbIMOSHSAEMbIX B PasHbIX
MecTax WM pasfinyHbIMM  NPOM3BOOUTENSAMKW, a Takke Koraa cepust MNPOMEXYTOYHOW  Unn
HepacdacoBaHHOM roTOBOW NPOAYKLMN pasaenseTcs Ha ABe n 6onee cepuin roToBon NPOAYKLUMN.

725. Hactosiwas rmaBa pacnpoCTpaHsieTCsl U Ha JNleKapCTBEHHbIE CPEACTBa, NpeaHasHa4yeHHble
AN KMUHUYECKUX UCNbITAHWIA, MPOM3BOACTBO KOTOPLIX UMEET CBOM 0COBGEHHOCTM (rnaBa 19 HacTosLwmx
Mpasun).

726. Hacrosilasn rnmaBa He OxBaTbiBaeT BCE BO3MOXHbIE Clly4an NOLATBEPKAEHUS COOTBETCTBUSA U
He OTHOCUTCA K BbINYCKY NPOAYKLUMW, HaxoAsWwencs nog rocygapCTBEHHbIM KOHTpPONeM, a Takke
NPOAYKUUK, BbINYCK KOTOPOW pernameHTUpyeTcsl cneumanbHbiMy TpeboBaHUsAMK, Takol kak npenapaThbl
KPOBMW UMM UMMYHHbIE Npenaparbl.

727. OcHoBHble TpeboBaHMSA K BbIMYCKY cepuUi NpoayKUMUK NPUBOAATCA B PerncTpaLnoHHOM AO0Che.
Hu ooHO M3 MonoxeHuit HacTosLWEel rnaBbl HE MOXEeT MCMOoNb30BaTbCsA, €CN OHO BbIXOAWUT 3a paMKu
YCTaHOBINEHHbIX TpeGoBaHuN.

§ 2. MpuHuMnbI

728. Kaxpaa cepus roTtoBOW MpoOOyKUUW [OOSHDKHA MOMy4uTb OT  YMNOMHOMOYEHHOro nuua
NOATBEPXKAEHNE COOTBETCTBMSA YCTAHOBMEHHbIM TpeboBaHUSIM [0 Bbinycka B peanusauuio (Mpogaxy u
MOCTaBKy) Ha BHYTPEHHEM PbIHKE UMW Ha 3KCMOPT.

729. Llenbto KOHTPONSA 3a BbIMYCKOM CEPUKN NPOLYKLUMN B peanu3aumio SBrseTca:

- obecneyveHue rapaHTMm TOro, 4YTO NPOU3BOACTBO M KOHTPOJIb Cepun npoaykumnm COOTBETCTBYHOT
YCTaHOBJIEHHbIM Tpe6OBaHI/I$|M Ha Npoun3BOACTBO perncrtpauuMoHHOro gocbe 1 npasuiam Hagnexawen
I'IpOI/I3BO/J,CTBeHHOl71 NPaKTUKn TpeTbeI7I CTpaHbl, NPU3HAHHbIM 3KBUBAJIEHTHbIMU HACTOALLlEeMY CTaHOapTy
00 BbIlNyCKa B peann3auuio;

- obecneyeHne rapaHTMm TOro, 41O YNOJSIHOMOYEeHHOE Lo, KOTOpPOE€ Bblano paspelleHne Ha
peanun3aunio cepnun, U COOTBETCTBYIOLLME MPOTOKOIbI MOryT ObITb 6bICTpO onpepeneHbl (HaﬁﬂeHbl) B
Cny4vae peknamMauumm nnm oT3biBa NpoayKunn.

§ 3. BeBeneHue

730. MNMpon3BoacTBO Cepumn NeKapCTBEHHbLIX CPEACTB, BKIOYas KOHTPOSb KayecTBa, pasgensierca
Ha aTanbl, KOTOPbIE€ MOIYT BbIMOMHATECSA B Pa3NMyHbIX MECTax W pPasfNYHbIMKA MPOU3BOAMTENSIMMU.
Kaxgas cragua [ormmkHa  BbIMOMHATBCA cornlacHo  TpeboBaHusAM  Hactosiwero PernameHta u
AencTByoLLEero 3akoHogatenbcTBa Kbiprbiackon Pecnybnuku, 4To AOMKHO ObITb NPUMHATO BO BHMMaHue
YNOMHOMOYEHHbIM NULOM.

731. Ha npaktuke, Kak npaBunio, 0gHO YNOAHOMOYEHHOE fULIO HE MOXET 3HaTb B AeTansax Kaxabln
aTan npou3BoACTBa. YMOMHOMOYEHHOE INULO, KOTOpoe NoaTBepXdaeT COOTBETCTBME CEPUM FOTOBOW
nNpoAyKUUn, No OTAENbHbIM BOMPOCAaM MOXET ONMPaTbCA Ha 3akmueHnsa apyrmx nuu. B Takux crnydasx
YNOSIHOMOYEHHOE NULIO AOMKHO OblTh 3apaHee yBEPEHO B HAOEXHOCTM 3TUX 3aKIHOYEHWUA, UCXOAA U3
NUYHOro onbiTa WNU NO pekoMeHJauuu ApYyrux YNosTHOMOYEHHbIX NUL, BHYTPU CUCTEMbl KadecTsa,
KOTOpOEe JaHHOoe YNONHOMOYEHHOE NULLO NPUHSO.

732. Tpu BbINONHEHUN OTAENbHbIX 3TanoB MNPOU3BOACTBA TPETbeW CTOPOHOW aHanornyHble
TpeboBaHUss K MNPOU3BOACTBY M MNPOBEOEHVIO WCMbITAHUA NPEeAbsBRAOTCS M K 3TOMY YYaCTHUKY
npomnssoAcTBa. B aToMm cniyyae npon3BoACTBO NeKapCTBEHHbIX CPEACTB Takke OOMKHO OCYLLEeCTBATLCH
B COOTBETCTBUM C YCTAaHOBMEHHbIMM TPeBOBaHMAMN Ha NPOM3BOACTBO U PETMCTPALMOHHBLIM J0ChE.

§ 4. O6wue nonoxeHnA
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733. PasnuyHble aTanbl NPON3BOACTBA, UMNOPTUPOBAHUSA, KOHTPOMS U XpaHEeHUsS O4HOM U TOW Xe
cepyu NpoayKUMM MOryT BbINOMHATECA B pasHblX MecTax. Bce atm mecta v nNpou3BOACTBEHHbIE
nnowaakM [OOIMDKHblI  OCYLLEeCTBAATbL OeATeNbHOCTb MOA4 KOHTPOreM, Mo KpavHerW Mepe, OOHOro
YNOSTHOMOYEHHOTO N1ua, NOATBEPXAAOLEr0 COOTBETCTBME 3TOW CEPUM YCTAHOBIEHHBLIM TpeboBaHUAM
[0 ee BblNycKa B peanusaumio.

734. PasnuyHble cepuM NPOAYKLUUM  MOTYT TMPOWU3BOAWUTBLCS UMM MMNOPTMPOBATLCS U
peanu3oBbIBaTLCS B pasfUuHbIX CTpaHax, umetowmx ¢ Kbiprbidckoh Pecnybnuvkoi cornaileHve o
B3aVMHOM MPW3HaHWMKW YCMOBUIA NPOM3BOACTBA U peanusaumu. B aTom cryyae npovsBoguTens, ML
nMpaBo Ha BbIMYCK NPOAYKLMM B peanvs3aunto, JOSPKEH UMETb B CBOEM PACMOPSPKEHUM TOYHOE yKasaHwe
agpeca nnoulagk1, Ha KOTOpoM Obina BbiMylleHa KOHKpeTHasi cepusi npoaykumu, u mMHdopmauuo o6
YNOSTHOMOYEHHOM JMLie, OTBETCTBEHHOM 3a Bblady pa3peLLeHusi Ha BbINyCcK 3TON cepuu.

735. YNOnHOMOYEHHOEe nuuo, noaTBepXaalliee COOTBETCTBME CEpUM TOTOBOW MNPOAYKLMM
YCTaHOBIEHHbIM TpeboBaHUAM, Nepes BblAayven paspeLleHnst Ha peanu3aumio MOXET OCHOBbIBATb CBOE
pewieHne Ha JTIM4YHOM 3HaHUKM BCEX UCNOSb3yeMblX B NMpPoOn3BoACTBE I'IOMeLLLeHI/IIZ M npoueccos, onbite
y4acTBOBaBLUIEro B npoun3BoacTee nepcoHana u I'IpI/IMGHFIeMOVI cuctembl KadyectBsa. OHO MOXET Takke
onupaTbCsl Ha MOATBEPXOEHWM CO CTOPOHbI OAHOIO MNM Bornee YNONTHOMOYEHHBIX MWL COOTBETCTBUSA
NPOMEXYTOYHbIX 3TAMNOB NPOM3BOACTBA YCTAHOBMEHHLIM TpeboBaHMAM. 3akmntoyeHne Co CTOPOHbI ApYrnx
YMOMTHOMOYEHHBIX JML, [OIMKHO OblTe OPOPMMEHO [OOKYMEHTANbHO WM [AOMKHO YeTKo 0003HavaTb
BOMPOCHI, KOTOPbIE NOATBEPXKAAET 3TOT AOKYMEHT.

736. YnomsiHyTOoe Bbile 3aknoveHue TpebyeTcs B TOM crydae, Korga YnoJIHOMOYEHHOE Lo
XO4eT MONOXUTLCS Ha NOATBEPXAEHUE CO CTOPOHbI APYroro YMnonHOMOYEHHOro nuua. ATo cornaliexHve
He [OMMKHO MPOTUBOPEYNUTL TONOXEHUSIM HacToswero PernameHta. YNONMHOMOYEHHOE nULO,
noaTBepxJatoLlee COOTBETCTBME CEPWUM TFOTOBOW NpOAYKUMM, [OOIMKHO rapaHTupoBaTb co6niofeHue
[IOrOBOPEHHOCTEN M TpeboBaHUA K npouegypam, onpedeneHHbIM B ykasaHHOM AokymeHTe. dPopma
[OKyMeHTa onpeensietcs CTopoHamu (Hanpumep, B BMOE MHCTPYKUMM B paMKax opraHu3auum wmnm
[0roBopa Mexay pasnuyHbIMU OpraHnM3aLusiMm).

737. JTO 3aKMoYeHWe [OOMPKHO — BKMYaTb 00513aTenbCTBO CO  CTOPOHbI  MOCTaBLUMKa
HepacgacoBaHHOIO WM MPOMEXKYTOYHOIro cpeacTBa o6 M3BelleHWW nony4datensi(ei) npoaykuum oGo
BCEX OTKMOHEHUSIX, pesynbTaTtax, BbIXOAALMX 32 paMKu creuudukaumnii, HeCOOTBETCTBUM TpeGoBaHNAM
npasun Hagnexailen NpakTUKXM NPOU3BOACTBA, UCCMEAOBaHMSAX, peknamaumuax Unu apyrux cobbiTusX,
KOTOpble AOMKHO MPUHMUMATb BO BHUMaHWE YMNONHOMOYEHHOE NULIO, OTBETCTBEHHOE 3a NOATBEpPXAeHWe
COOTBETCTBMS CEPUN FOTOBOW NPOAYKLMW YCTaHOBMNEHHbIM TpeboBaHMSAM.

738. I'Ipvl ncnonb3oBaHMM CUCTEM C KOMMbKHOTEPHbIM ynpaBleHUWeM W KOHTponem Aand
OOKYyMeHTallbHOro O(bOpMJ'IeHMﬂ noaTeBepXxageHnAa CoOTBEeTCTBUA W pa3pelleHUA Ha BbiNyCK cepuun
npoaykumn cnenyeTt pykoBoaCcTBOBaTbCA nNpaBuiamMuy, npueseeHHbIMU B rnase 17 HacTosWwmX I'Ipanm.

739. MNpu HanMyum NoaTBEPXAEHUA COOTBETCTBUSA CEPUM FOTOBOW MPOAYKUMU YNOSTHOMOYEHHbLIM
nMuoM He TpebyeTcs MOBTOPEHWs 3TOW npoueaypbl B CTpaHax, umerwmx ¢ Kbiprbiackon Pecnybnukon
cornalleHue 0 B3aMMHOM NpU3HaHUKU pe3ynbTaTtoB NogobHOM npouenypsl.

740. BHe 3aBMCMMOCTU OT KOHKPETHbIX MEPOMNPUSATUI NO NOATBEPXKAEHUIO COOTBETCTBMS U BbIMYCKY
NpoAyKUUM BCeraa oMmkHa CyLlecTBoBaThb Npoueaypa BbISBIEHNS 1 ObICTPOro 0T3biBa BCEM MPOOyKLMK,
KoTopasi MOXeT NpeACTaBnATb ONACHOCTb ANs noTpebutenen.

§ 5. MpoBeaeHne McNbITaHUI M BbINYCK B peanu3auuio cepumn NnpoayKLum, npomsBefeHHOM
BHYTpU CTpaH, umetowmx ¢ Kolprbizckort Pecny6nukon cornawieHue o B3auMHOM NMPU3HaHUU

741. Ecnv BCce cTagum NpoM3BOACTBA U KOHTPONS BbIMOMHAKTCA B Npedenax OgHOW NMoLLaiKu,
BbINONTHEHNE OTAENbHbLIX MPOBEPOK MOXET ObiTb AenerpoBaHo APYrMM fvuam, HO YNornHOMOYeHHoe
nuuo, noaTBepXaaikllee cepuM TOTOBOM NPOAYKUUW, HECeT MNepcoHarnbHyl0 OTBETCTBEHHOCTb 3a
[OCTOBEPHOCTb pe3ynbTaToB MNPOBEPKM B paMKax YCTAHOBMEHHOW CUCTEMbl KayecTBa U MOXET
NPUHMMaTb BO BHUMaHMWE 3aKMHOYEHUs O COOTBETCTBUWN YCTAHOBMNEHHLIM TPeOOBaHUSAM NMPOMEXYTOYHbIX
3TanoB CO CTOPOHbI APYTUX YNONMHOMOYEHHbIX NUL, Ha NoLLaaKe, OTBETCTBEHHbIX 3a 3TW CTafuu.

742. Ecnn pasnuuHble aTanbl NPOM3BOACTBA CEPUM BbIMOMHAOTCS Ha PasnUYHbIX MoLLlagKkax B
npegenax OQHOro NpeanpusATUs, TO YMOMHOMOYEHHOE NULUO [OOMKHO OTBeYaTb 3a Kaxaylo cTaguio
npoussoactea. [loaTBepxaeHWe COOTBETCTBUA CepuM TOTOBOM MPOAYKUMU OOIMKHO BbIMOMHATHCA
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YNOJTIHOMOYEHHbIM JTMLOM MNpoun3BogunTeNAa, KOTOpOe HeceT nepcoHalibHyd OTBEeTCTBEHHOCTb 3a BCe
CTagum wunn npuHMmMaet BO BHUMMaHWE 3aKnk4veHuda O npeflwecTtByrlmnx crtaguax, caernaHHble
YNOJIHOMOYE€HHbIMW NnnuamMmun, OTBETCTBEHHbIMU 3a 3TN CTaaUN.

743. Ecnn ogHa wunun Gonee NPOMEXKYTOYHbIX cragumn npon3BoACTBa U KOHTPOJIA BbINOJIHAKOTCA
apyrumMm npeanpuatmem ynornHoMo4YeHHOoe NMUO 3aKa34dnka MOXEeT NpUHUMaTb BO BHMMaHUWe 3akr4veHune
YNOJIHOMOYEHHOIo nuua mncnonHnuTena o COOTBeTCTByIOLLI,eIZ cTagnn, HO OHO HeceT OTBEeTCTBEHHOCTb 3a
rapaHTupoBaHMe TOro, 4YTo 3Ta pa60Ta BbIMNOJTHAETCA B COOTBETCTBMU C OOroBOPOM. nO,D,TBep)K,D,eHMe
COOTBETCTBMA Ccepumn roToBOW npoaykumn yctaHOBIIE€HHbIM Tpe6OBaHI/IF|M OOMKHO ObITb BbIMNONMHEHO
YNONTHOMOY€HHbIM NNMLOM npon3soanuTend, OTBETCTBEHHbIM 3a BbIMYCK Ccepu NpoayKLUMN Ha PbIHOK.

744. YNONMHOMOYEHHOE nUUO MNpPOM3BOAUTENS, BbINycKaloLlero cepuio HepacdacoBaHHOM
NPOAYKUUN, MOXET MoaTBepXaaTb COOTBETCTBME BCEW Cepuu rOTOBOW MpoAyKUMM OO0 BbiNycka ee B
peanu3auno. B aTtom cnyyae ynomHOMOYeHHoe nuuo nmMbo 6GepeT Ha ceba  nepcoHarnbHYyH
OTBETCTBEHHOCTb 3a BCE CTaauuM NpPOM3BOACTBA, UMW NPUHMMAET BO BHMMAaHME rapaHTUM KayecTBa
NPOAYKUUK, NOMYYEHHbIE OT APYrMX YNONTHOMOYEHHbIX MWL, C MECT BbIMyCKa roTOBOW MPOAYKLMN.

745. Bo3MOXHO MoaTBepXaeHUe COOTBETCTBUSA KadKAOW Cepuu roToBOW NPOAYKUMW A0 MOMEHTa
BbiMyCka ee B peanusaumio YyrnofIHOMOYEHHbIM NMLIOM MPOU3BOANTENS, KOTOPbIM BbIMOMHUIT NOCNEAHIO
NPOM3BOACTBEHHYIO OMnepaLuio, NpeaLlecTBYOLLYI0 BbINYCKY Cepun roToBon npoaykumn. B aTom cnydae
OHO DepeT Ha cebsa nepcoHanbHy OTBETCTBEHHOCTb 3a BCe CTaAvu NMPOU3BOACTBA UMW MPUHUMAET BO
BHMMaHWE rapaHTUIO Ka4ecTBa Cepun, NOMyYEHHYH OT YNOMHOMOYEHHOrO fMua ¢ MecTa BbiMycka cepumn
HepacacoBaHHOW NPOAYKLNN.

746. Bo Bcex crnyyasx nNpov3BOACTBa FOTOBOW MPOAYKLMM Ha pasfUyHbIX MecTax AOMMKHO ObiTb
OZHO NUUO, Kak NpaBuro, ynorHOMOYEHHOe MU0 NPpOoM3BOAUTENS Cepun HepactacoBaHHOWM NpoayKLUuUN,
KOTOpOe HeceT MOMHYK OTBETCTBEHHOCTb 3a BblMYyCK BCEX CEpU FOTOBOM MPOOYKUWUM, MOMYYEHHbIX U3
OQHOM cepun HepacdacoBaHHOM NPOAYKLUMU. ITO NULO AOMKHO 3HATh O MOObLIX Npobnemax, CBsA3aHHbIX
C kavecTBOM nNtobOON cepum rOTOBOW MPOAYKUUW, U OOIMKHO KOOpPAMHWPOBaTb Ntobble Heobxoaumble
OENCTBUS, CBA3aHHbIE C MPOGIIEMON, OTHOCALLENCS K Cepum HepacdacoBaHHOM NPOAYKL MK,

Homepa cepun HepacdacoBaHHOV MPOAYKUMM U TOTOBOM MPOAYKUMM He 0b6A3aTenbHO OOMKHbI
ObITb OANHaAKOBbIMW, HO OOJTXKHa ObITb OOKYMEHTUPOBaHHaA CBA3b MeXxay 3TUMU OBYMA HOMepaMu Tak,
4YTOObI MOXHO BbINIO NPOCNEeaNTb CBSA3b MEXOY HUMMW.

747. YnonHomouyeHHoe NUUO Npou3BoOWUTENS FOTOBOM  Mpodykuuu, MoATBepXxaalollee
COOTBETCTBME CEpPUN TOTOBOM MPOAYKUMM YCTaHOBMEHHbIM TpeGoBaHUAM, MOXeT B3ATb Ha cebs
nepcoHanbHyl0 OTBETCTBEHHOCTb 33 BCe CTaaMM NPOW3BOACTBA UMM MOMOXMTLCA Ha 3aKmoyeHue,
rorny4eHHoe OT YNONTHOMOYEHHOTO N1La Npou3BoanTens HepacdacoBaHHOW NPOOYKLMN.

748. Jliobas npobnema c kavecTBOM oGOV cepun TFOTOBOM MpoAyKUMM, KOoTopas Morna
npoucTekatb M3 cepunm HepacacoBaHHOW MNPOAYKUMW, OOMMKHa ObiTb coobLlieHa YNoNTHOMOYEHHOMY
nuuy, OTBETCTBEHHOMY 3a NOATBEPXAEHME KavyecTBa cepuu HepacdacoBaHHoN npoaykuun. Mocne atoro
YMOSTHOMOYEHHOE NULO OOJPKHO MPEeAnpUuHATb BCe HEOOXOAMMblE OENCTBMS B OTHOLLEHWM BCEX CEepui
rOTOBOW MpOAyKUUK, MPOU3BEAEHHbLIX M3 [aHHOW cepuu HepaccacoBaHHOW npoaykumn. [opsaok
OEVNCTBUIA B 9TOM Clydae A0JDKeH ObITb NPeayCMOTPEH COOTBETCTBYHOLLEN MHCTPYKLMEN.

749. YnonHomouyeHHoe NUUO NpeanpuaTMs, 3akynalollero MpoAyKUMIO, He UMeloLlyto
AOKYMEHTalbHbIX Pe3ynbTaToB MOATBEPKAEHUS COOTBETCTBUSA, OO/MKHO MOATBEPAMTb COOTBETCTBUE
YCTaHOBIEHHbIM TPEOOBaHMSAM 3TOM Cepumn roTOBOW MPOAYKUMM A0 MOMeHTa ee peanusauuu. MNpu atom
YMNOSTHOMOYEHHOE JMUO MNpuHMMaeT Ha cebs nepcoHarbHyl0 OTBETCTBEHHOCTb 3a BCe CTaauu
NMPOM3BOACTBA WM MOXET MPWHMMAaTb BO BHUMaHWe NOATBEPXKOEHME KayecTBa cepuy NpoAyKLuu
YMOSTHOMOYEHHOTO NLAa NpeanpuUATMS-NoCTaBLLMKA.

750. YnonHOMOYeHHOe INWUO, NOATBEPXKAAlolWee COOTBETCTBME  [OTOBOM  MPOAYKLMU
YCTaHOBMIEHHbIM TpebOoBaHUSAM, MOXET MPUHATL Ha ceGsA nepcoHanbHyld OTBETCTBEHHOCTb 3a
npoBedeHVWe WCMbITaHUIA eKapCTBEHHbIX CPEeACTB COOTBETCTBYyOLleN nabopaTopueit unm MoxeT
OCHOBbLIBATLCA Ha MOATBEPXOEHUN HEOOXOAMMOro KayecTBa NPOBEAEHWS! UCMbITAaHUA U Pes3ynbTaToB,
MONyYeHHbIX OT [OPYroro YnosiIHoModeHHoro nwuua. [lpyM  OTCYTCTBMM Takoro MNoATBEpPXKAEeHUs
YMOSTHOMOYEHHOE NNLIO AOJMKHO 3HaTb paboTy AaHHoN nabopaTopuv ¥ METOAMKM, NPUMEHSIEMbIE B HE
ANs NOATBEPXKOEHNS COOTBETCTBUSA Ka4ecTBa AaHHOW roTOBOM NpoayKuum.
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§ 6. 065A3aHHOCTU YNONTHOMOYEHHOro nuua

751. Tlepepn oOcCylleCTBNEHMEM nMpoueaypbl MNOATBEPXKAEHUS COOTBETCTBUSA CEPUM TOTOBOW
NPOAYKUUN OO MOMEHTa €€ BbiNycka Ha PbIHOK YNOMIHOMOYEHHOE MWL, 3aHMMaloweecs 3TUM, OOMMKHO
rapaHTMpoBaTb, YTO ObINM YOOBNETBOPEHbI, MO KparHeWn Mepe, cnegytoLme TpeboBaHus:

- cepus TOTOBOM MPOAYKUMM W MPOLECC ee MNpoM3BOACTBA COOTBETCTBYIOT YCTAaHOBJIEHHbLIM
YCMOBUSIM 1 PEMMCTPALNOHHOMY JOCHE;

- NMPOWM3BOACTBO CEpPWUM MPOBOAMIIOCH B COOTBETCTBMM C TpeboBaHWsSMU unu, B criyyae cepuw,
UMMOPTUPYEMON U3 TPETbEN CTpaHbl, B COOTBETCTBUW C MpaBunamu nNPOu3BOACTBa NeKapCTBEHHbIX
CpeacTB, MO KpanHen Mepe, aKBMBanNeHTHbIMK TpeboBaHaM HacToswero PermameHTa;

- OCHOBHbIE Mpoueccbl npomn3soacTtea U MeToadbl UCMbITAHWI aTTECTOBaHbI (BaﬂMﬂ,MpOBaHbl) C
y4yeToMm CbaKTI/I‘-IeCKI/IX yCJ'IOBI/IVI npon3soacTea M NPOTOKOJI0B Ha CEpUo NpoayKUUN;

- NoOble OTKIOHEeHUs Unu 3arniaHnpoBaHHbleé U3MEHEHUA B TEXHOJIOTM4YECKOM npouecce unm
KOHTpOJ1€ Ka4decTtBa Obinn yTBEpXOeHbl OTBETCTBEHHbIMW  NUUaMU. Jllobble  OTKNOHEeHUs oT
YCTaHOBJIE€HHbIX YCJ'IOBVII7I Ha NpPpon3BOACTBO J1IEKApPCTBEHHbIX CpeacTB U permcTtpaunoHHOro gocbe Obinn
cornacoBaHbl C COOTBETCTBYHOLWNM KOMNETEHTHbIM OPraHOM;

- npoBeaeHbl BCe HeobxoauMble NPOBEPKN W WUCNbITaHUA, BKIOYaa nMnpoBeaeHune nodbIX
OONOJTHUTETTbHbIX OT60pOB r|p06, WHCMEKUMIA, UCNbITAHUA W NPOBEPOK, BbI3BAHHbLIX OTKIIOHEHUAMU B
TEXHOJTI0r’M4YeCcKoM npouecce ninm ninaHoBbiIMn USMEHEHUAMU;

- O(*)OpMJ'IeHa N noanucaHa OTBETCTBEHHLIMU IMUaMK BCA Heobxoammasi OOKyMeHTauuna no
npon3BoaCTBEHHOMY MPOLECCY N KOHTPOJ1O Ka4eCTBa,;

- NpoBedeHbl ayanTbl B COOTBETCTBUN C Tpe6OBaHMHMM cuctembl obecneyeHus KavecTea;
- NPpUHATbBI BO BHMMaHWE BCe [pyrue (baKTOpr, KOTOpble, N0 MHEHUK YMNOJTHOMOYEHHOro Junua,
ABNAKTCA CyLLeCTBEeHHbIMU O514 Ka4veCcTBa OaHHON cepun Nnpoaykumn.

752. YNONMHOMOYEHHOE IULIO0 MOXET WUMEeTb [OMOfHUTENbHblIE 00A3aHHOCTM B COOTBETCTBUM C
3akoHoaaTenbcTBoM Kbiprbidckoit Pecny6nmvkin 1 4OMKHOCTHBIMW UHCTPYKLUSIMU.

753. YnonHoMmoyeHHOE nuUUO, MOATBepXAalliee COOTBETCTBME MNPOMEXYTOYHOM CTaguu
NPOM3BOACTBA, AOMKHO PYKOBOACTBOBATLCA TpeboBaHuAMU NyHkTa 736 HactosAwmx NMpasun, u nvmeet B
OTHOLLEHWN [OaHHOW CTagun NPOU3BOACTBA Takue Xe 0083aHHOCTM, Kak W YNOfHOMOYEHHOe nnuo,
BbIMyCKaloLLee cepuio roTOBOM NpoAyKuun (ecnu gpyroe He yka3aHo B JOKYMEHTauumn).

754. YNONHOMOYEHHOE NNLO AO0SKHO nogaepxXxmBatb CBOKO KBaJ'II/Id)I/IKaLIMIO Ha Tpe6yeMOM ypoBHe
C y4eToM N3MEHEHNIN B CUCTEME ynpasrieHnAa Ka4eCTBOM.

Ecrnv ynormHOMOYEHHbI MpUBNEKaeTCA K MOATBEPXKOEHUIO COOTBETCTBMSI CEpUM MPOAYKLUM,
KOTOPYIO OH 3HaeT He4oCTaToYHO (HanpuMep, NPU OCBOEHMIU HOBOIO BUAA NPOAYKUMW UMK NPpU nepexoae
Ha Opyroe npeanpuaTve), OH OOIMKEH NpuoGpecT HeobxoauMmyko Keanudukauuilo, npyu 3TOM MOXeT
noTpeboBaTbCs ero NOBTOpHas aTTecTauus.

MpunoxeHne 5

NMPABUNA
Hagnexawen ante4yHou npaktTuku (GPP)

1. OOLWwme nonoxeHunsa

1. MNMpaBuna Hagnexawien anTedHon nNpakTukn (ganee - lNMpaBuna) pernameHTUpPYT OCHOBHbIE
TpeboBaHuA, npeabsiBnseMble K paboTe anTeyHbIX YYPeXOeHUM U HanpaefeHbl Ha YKpenneHue
300pOBbsi, pauMOHaNbHOE MNPUMEHEHWE KayeCTBEHHbIX, Oe30nacHbIX JleKapCTBEHHbIX MNpenapaToB
YEerioBEKOM, C UENnbl [OOCTMXKEHUS MaKCUMarbHOW TepaneBTUYECKOW MOoNib3bl C  MWHUMAIbHLIMU
NPOSsIBNEHNAMN HEGNAronpUATHBIX BO3AENCTBUN.

191



TexHudeckuin pernameHT "O 6e30nacHOCTM NekapcTBEHHbIX cpeacTe ans..."

2. NonoxeHns HacToALLNX I'IpaBMn HanpaBneHbl Ha obecneyeHne B3anNMOCBSA3N Bpa4a, nauyneHTa
n cbapmau,eBTa, no3pondawwme onTMMM3npoBaTb UCMOJSIb3OBaHNE NEeKapCTBEHHbLIX CpeacTB U OUEHUTb
pes3ynbTaThbl NIe4eHUA.

Onpep,enmou.MM NIEMEHTOM 4ABNAeTCA npoABieHne 3a060TbI cbapmau,eBTa o 6narononyqv|v|
naumeHTa n NpuHATUA Ha cebsi yacTn OTBETCTBEHHOCTN 3a pe3ynbTart neyvYeHna.

3. Po3Hn4Has peanusaums nekapCTBEHHbIX CPeACTB OCYLLECTBAETCS anTeYHbIMU yupexaeHnsaImMm
B MOpsiiKe, yCTAHOBNEHHOM 3akoHoaaTenbCcTBOM Kbiprbidckon Pecnybnuku.

4. AnTeuyHble yypexgeHus [OOSPKHbl COOTBETCTBOBATb KBaNUMKaUMOHHbIM  TpeboBaHUAM,
yCTaHOBMEHHbIM 3akoHogaTenscTBoM Kbiprbidckon Pecnybnvku.

5. PosHn4Has peanusauunsi nekapCTBEHHbIX CPpeacTB AOSMKHA OCYLLECTBNSATLCS B COOTBETCTBUM C
TpeboBaHussMM HacToswmx [MpaBun ¥ OpyrMMM HOPMAaTMBHBIMM MNPaBOBbIMU akTamu Kbiprbiackon
Pecnybnuku.

6. [llpuobpeTeHne, XxpaHeHWe, peanusaumst W YHUYTOXEHWE HAPKOTUYECKUX CPEACTB,
MCUXOTPOMHBLIX BELLECTB W MPEKYPCOPOB, noanexawmx koHTponto B Kbiprbidckon Pecnybnvke,
OCYLLECTBNSAETCA B COOTBETCTBUM C HOPMaMmW, YCTaHOBIEHHbIMWM 3aKOHOA4ATENbCTBOM Kblprbi3ckoi
Pecnybnuku.

7. AnTeyHble opraHu3auMm B CBoeW paboTe [OMKHbI PYKOBOACTBOBATbCA CaHUTapHO-
3NMNMAEMMONIOTMYECKMMN  HOpMamu, MpaBWiaMuM  OXpaHbl  Tpyda W TexHukM  BesonacHocTw,
NPOTVMBOMOXapHbIMX  MpaBunamMm U1 Apyrumn  TpeboBaHWAMK, YCTAHOBIEHHBIMW  HOPMAaTUBHBIMM
npasoBbIMK akTamu Kbiprbidckon Pecnybnuku.

8. Opransau,Mﬂ paGOTbI no pO3HVI'~IHOI7I peanun3aunn nekapCrtBeHHbIX CpeacTtB [OOJIKHa
rapaHTupoBaTb ” obecneynBaTb NX Hagnexallee Ka4ecTBO U Ka4ecTBO 06Cﬂy)KVIBaHI/IF| HaceneHus.

2. OCHOBHbIE NpPUHUUNbI U TpeboBaHUA

9. lNpaBuna Hagnexawen anTeyHoOW NpaKTUKM NpeacTaBnaT cobon komnnekc TpebosaHunm,
CNOCOBCTBYOLLMX KaYECTBEHHOMY NPEeAOCTaBNEeHMIO hapMaLeBTUYECKUX YCYT.

10. MMaBHbIMK HanpaeneHMssMn HacToswmx MNMpaBun aBnaTCS:
- OTMNYCK NIeKapCTBEHHbIX CPeACTB Haaiexallero kKayecTsa;
- NpeaocTaBneHne JOCTOBEPHOW MHGOopMaLu;

- nponaraHga pauuoHarnbHOro Ha3Ha4YeHua JeKapCTBEHHbIX CpeactB U NpaBUNTIbHONoO KX
NCNOJ1b30BaHUA;

- NapTHepckue, 4oBEpUTESIbHbIE B3aUMOOTHOLLEHUSI C paGoTHUKaMK 34paBoOXpaHeHust (Bpayamm)
no Bonpocam dpapmakoTepanuu;

- Hagnexallee npegoctaBneHne hapMmaueBTUYECKUX YCITYT.

11. OcHOBHbLIMM TpeboBaHMAMM HaAexallen anTe4YHon NPaKkTUKN SBNSAOTCS:

- OpMEeHTaUUs Ha NaLMeHTa B LIefsiX COXpPaHEHWsT 300pPOBbs YErI0BeEKa;

- COAencTBME pauMOHanNbHOMY Ha3Ha4YeHWUo M Hagnexaiwlemy WCNOofb30BaHWMI0 NeKapCTBEHHbIX
cpenacrTs;

- OPUEHTMPOBAHMNE KaXXAOoro anemMeHTa papmMaLeBTUYECKON YCITyTn Ha OTAENbHYH JIMYHOCT;

- cobrnitogeHne NnpodeccnoHanbHoOM 3TUKN 1 KOHUOEHUNANbHOCTY;

- OKa3aHue KayeCTBEHHbIX hapMaLeBTUYECKUX YCNYT;

- Hanuuue KBanNUMUUMPOBAHHOIO MNepcoHana, Bragelolero OCHoBaMu — apMaKkonormu,
hapmakoTepanunm u EOHTOSIONK;

- HanuMuMe COOTBETCTBYHOLLEro oGOopydoBaHWUs, MOMELLUEeHWU U OPYrMX HEeoBGXOAMMBIX YCIOBUM,
obecrneunBalolnX  Hagnexallee MPOABMXKEHNEe KayeCTBEHHbIX IeKapCTBEHHbIX CcpeacTB Ao
noTpebuTens, BKMoYas XpaHeHve, y4eT U peanusaumio;

- HanuMuMe COOTBETCTBYIOLLIEro MNoMelleHusi, obopyaoBaHUs M crneuuansHol nuTepaTtypbl Ans
OKa3aHWs KOHCYNbTAaTUBHON U MH(OPMAaLMOHHON MOMOLLM HaceneHnio 1 NpoBeaeHUs ANarHoCTUYECKOro
TEeCTUPOBaHWS;
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- B3auModencTBMe anTeyHoW W MeOULIMHCKOM opraHusauuu, nogpasyMeBaiollee B3auMHOE
[oBepre M KoHuOeHUManbHOCTb BO BCEX BOMPOCaX, OTHOCALIMXCSA K pasfdeny dapMakoTepanuu,
YKpPEnmeHIo 310p0oBbsl, NPOdMNAKTUKM 3ab0neBaHnii HaceneH1s U oapmMakonorMyeckoro Haasopa;

- obpaszoBaTesibHble NporpaMmbl NS CUCTEMaTUYECKOro MOBbLILLEHWS] YPOBHS 3HAHMWI NepcoHana;
- HaNMuMe Hagnexalleln OOKYMeHTaLUuu;

- obecneyeHne MePONPUATUIA NO CUCTEME 3aKyMOK NeKapCTBEHHbIX CPEACTB M TOBApOB anTe4YHOro
accopTMMeHTa, OOHapyXeHulo U npegoTBpalleHMio  pacnpocTpaHeHus  danbcuuLmMpoBaHHOM
hapmMaLieBTUYECKON NPOAYKLNN.

3. NMponaraHaa 340poBOro o6pasa XXusHu 1 npodnnakTuka
3aboneBaHuun

12. lNMponaraHga 300poBoro obpasa Xu3Hu 1 npodunakTuka 3aboneBaHun - 04HO U3 HanpaBneHUN
BbIMOMTHEHUA TpeboBaHMI Haanexallen anTeyHoOW MNPaKTUKM MO  paLMOHanbHOMY UCMOMb30BaHUIO
NeKapCTBEHHbIX CPeacTB (BKMYas MUHUMM3ALUMIO 3noynoTpebneHns MMM M HenpaBWUibHOTO  UX
NCMNOMb30BaHWs1), CAHUTapHOMY NPOCBELLIEHUIO HaceneHns n npodunakTrke sabonesaHuin.

13. npOd)VIJ'IaKTVIKa 3aboneBaHuii 3akn4aeTcs B NPUHATUN MeP MO YyNy4dlWeHU KayvyeCTBa KXU3HHU,
YMEHbLUEHNK PUCKa BO3HUKHOBEHUA 3aboneBaHns, BbISIBIEHWIO CMMNTOMOB 3aboneBaHusi Ha paHHe|7|
CTaguun, npegoTepalleHnio peunamnsos 3abonesaHus.

14. [eAaTenbHOCTb MO NPOCBELLEHNIO HaceneHus 1 npodunakTuke sabonesaHuii BKMNoYaeT B cebs:
- NpoBefeHne KoHpuaeHumanbHo 6eceabl C NALUEHTOM;
- KOHCYIbTaLMW NaLMEHTOB MO BONpocam NpodunakTMki 3aboneBaHnii 1 YKpenneHust 34opoBbs;

- BbIMNOJIHEHNE TpeGOBaHVIIZ I'IpOCpSCCI/IOH&I'IbHOVI 3TUKN W [OEeOHTOoNnornMn, HanpasJieHHblE Ha
MHTEpPECHhI NauneHTa, n obsizaTenbHoro npegocrtaBiieHns /J,OBpaqeﬁHOVI n ﬂeKapCTBeHHOVI nomoLwyu;

- BOBlledyeHMe nepcoHana B cheunarnbHble nporpamMmmbl o6yqu|/|;|, B TOM 4ucne no
OnarHoCTn4eCcKkomMy TeCTMpoBaHUIO.

15. [na npoBefeHns MepOonpuUaTUA, HaLeneHHbIX Ha YKpenneHwe 340pOBbs HaceneHus U
npocumnakTuky sabonesaHumn, Heob6xoaMMO:

- B3aMMOZEeNCTBME C MEAMLMHCKUMK OpraHuM3auusiMu M yy4acTue B Mporpammax no Bonpocam
YKpenneHusi 300pOoBbsl HAceneHuss W npodunakTuke 3abofieBaHWit, a Takke pauuoHanbHOMY
NPUMEHEHWIO U Ha3HAYEeHUIO NeKapCTBEeHHbIX CPeacTB.;

- NPOBeAEHNe UHAMBMAYarbHBIX KOHCYNbTALMIA C NauMeHTamMm no ux npoceoe;

- Hanu4yue B anteke MHOPMAaLIMOHHLIX CTEHAOB O MponaraHae 340pOBOro 06pasa XU3Hu;

- NpenocTaBneHne HaceneHuto MHOPMALMOHHbIX OpoLutop M OykneToB MeAMKO-CaHUTapHOro
coaepxaHusa no BonpocamM 300POBbS.

16. [Ona npencTtaBneHnss MEAMUMHCKMX — KOHCyMnbTauuMi Mo  BOMpOCaM CaMONeYeHust U
npodmnakTuke 3aboneBaHnn Heo6xoanUMo:

- Hanu4me obopyaoBaHHOIO MecTa A11s NPOBeAeHUs KoHdUAeHLManbHon 6eceabl ¢ NALUEHTOM;

- HanM4Me B aNTEYHOM YYpeXaeHUn Bpava nnm cCOOTBETCTBEHHO 0BY4YEHHOrO NepcoHana;

- HanMuue CcTaHAapTHbIX ornepaumoHHbIX npoueayp (COI) no Hagnexaiwiemy MHOOPMUPOBAHMIO
NnauueHToB;

- HanM4ne Heo6XoaMMOW CNPaBOYHON NUTEpPaTypPbl, ayano- BuaeoobopygoBaHms.

17. WHdpopmaums, npegocTaBnsiemasi nauMeHTy OormkHa OblTe JOCTYMHA K MOHUMAaHUIO C y4ETOM
COCTOSIHWSA NaumeHTa.

18. [ns BbINOMHEHWUS MEPONPUSATUIA, HaueNeHHbIX Ha NPOUNakT1Ky 3abonesaHnin U BbISBNEHUIO
paHHMX CMMMTOMOB, anTe4YHON OpraHu3aumMen MoXeT MPOBOAUTBCA OUAarHOCTMYECKoe TeCTMpOBaHWMe.
BbinonHeHne gnarHOCTUYECKOro TeCTMPOBaHNUS NauMeHTOB (OTAemNbHbIX U3MONOrMYeCcKMX NapameTpoB:
TecTupoBaHWe Ha OepeMeHHOCTb, Ha COAepXaHuWe caxapa B KpOBMW, TemrepaTtypy Tena, U3MeHeHue
apTepuanbHOro [faBfneHus, Beca, poCTa) OCYLIeCTBNSeT Bpay WM COOTBETCTBEHHO OOYYeHHbIN
nepcoHar.
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[ns aToro Heo6xoaMMO:
- HanM4“e CoOTBETCTBYIOLLEro MecTa/NoMeLLeHs ans NpoBeAeHUs TECTUPOBAHUS;
- HanuuKne CTaHdapPTHbIX ornepaLlnoHHbIX Npoueayp (COM) no npoBedeHNo TECTUPOBAHMS;

- Hann4ne noBepeHHOro B yCTaHOBJIEHHOM 3aKOHOM nopdake o6opy,u,OBava, npumMmeHAaemMmoro B
npouenypax npu nposegeHnn oMarHoCTn4eckoro TeCTMpoBaHUA;

- noaaepXaHue cBsI3n hapMaLeBTa C Neyallym BpayoM npu AnuTernbHOM NeYeHn NaunueHTa;

- COOTBETCTBYHOLLAs NpodeccuoHarnbHas NoaroToska hapmaleBTa No NpegoCcTaBNeHUo NauueHTy
Haanexallen KoHCynbTauuu, BKMoYas HanpaerieHWe K Bpady, a Takke npenocTasrneHune aospavyebHon
MOMOLLM B Cny4asix, koraa 3To HeobxoauMo Mo pesynbTaTtam TecTa.

19. Bce npoBoagnmMbie MeponpuaTnA HeobxoauMmMo LOOKYMEHTUpOBaTb. OTBETCTBEHHOCTL 3a
XpaHeHne OOKyMeHTauun Bo3naraetcd Ha nmuyo, OTBETCTBEHHOE 3a Ka4eCTBO.

4. O6ecne4vyeHne paLMOHaNbLHOro NPUMeHeHUN peuenTypPHbIX
nekapcrTs

20. Obecne4veHne paunoHaribHOro npuMeHeHua peuenTypHbiX JekKapCTtB - OeATeSIbHOCTb,
CBA3aHHadA C peanvlsau,vleﬂ HaceneHnw JeKapCTBEHHbIX CpeacTB, XpaHeHunem, Ha3HadYeHunem wu
NPUMEHEHNEM.

21. [eaTtenbHOCTb nepcoHana no obecrneyeHnto n paunoHalibHOMY NPUMEHEHNI0 NEeKapCTBEHHbIX
npenapaTtoB BKITHOYAET B cebs:

- Hann4mne goCTaTo4YHOro Konmn4yecrtea KBaJ'II/ld.)I/ILIMpOBaHHOFO nepcoHana;

- cobrogeHne npaBun BbIMUCLIBAHWUS PELENTOB, TEXHOMOMMU W3rOTOBMIEHWUSI NEKapCTBEHHbIX
opM, MNPOBEPKY COOTBETCTBUSI MPOMMUCAHHbIX 003 BO3pacTy OONbHOrO, HOPMbl €4WHOBPEMEHHOTO
OTMycKa, COBMECTUMOCTb BbIMMCaAHHbLIX NTEKapCTBEHHbIX CPEACTB;

- cobnoeHne TeXHONOMMM U3roTOBNEHUS! U obecrneyeHne KayecTBa NekapCTBEHHbIX CPeAcTB;
- OCYLLEeCTBIEHNE OTMyCka peuenTypHbIX NpenapaToB No peuenTypHbiM B6naHkam yCTaHOBIEHHOrO
obpasuga;

- BO3MOXHOCTb MPUOBPETEHUsI MaLMEHTOM BbIMMCAHHOTO FEKapCTBEHHOrO Cpeactsa B
COOTBETCTBYHOLLME CPOKM U MO AOCTYMHO LiEHe;

- obecneyeHne Hagnexawero OTMNycKa JIE€KapCTBEHHOIO CpeactBa C COOTBETCTBYIOLLEWN
MapKUPOBKOWN N YNaKOBKOW;

- npedocTaBreHve nauneHTy OObEeKTMBHOW WHopMauMnm O JieKapCTBEHHbIX npenapaTax
AOCTYMHbLIMW MOHATUSIMU U COBETbI MO UX MPUMEHEHWIO.

22. ina obecnevyeHns KoMnnekca MeponpusaTUiA, HanpaeneHHbIX Ha obecrneyeHne paLnoHanbHOro
HasHayYeHUsi U NPUMEHEHWNS NeKapCTBEHHbIX CpeacTB dhapmMaLeBTy, HE0b6XoaUMbI:

- COOTBETCTBYyKOLIME 3HaHMA W HaBblkKM NO npenocrtaBlieHUo ,EI,OCTOBepHOIZ MH(*)OpMaLI,I/II/I n
KOHcyﬂbTaTMBHOVI NOMOLLIM NO NPUMEHEHUIO NTeKapCTBEHHbIX CPEeACTB,;

- cucTemaTU4veckoe MOBbILEHNE YPOBHS 3HaHWA B obnacTu dapmakotepanuu, MHopmauumn o
HOBbIX NIEKAPCTBEHHbIX CPeacTBaXx, NCUXONOrMn ObLLEHUS;

- [oCTaTOYHOE KONMYECTBO CMNpPaBOYHO-MHPOPMALMOHHON nuUTepaTypbl MO  UCMOMNb30BAHUIO
nekapcTBEeHHOro npenapara;

- B3anMHoOe COTpyagHN4YeCTBO C Bpa4vamu;
- 06paTHas| CBA3b C BpadYaMu B OTHOLLUEHNN NPONUCbIBaHNA NNeKapCTBEHHbLIX CPeacCTB.

5. BnusaHue Ha Ha3Ha4YeHue U ncnonb3oBaHue
neKapCcTBEHHbIX CpeacTB

23. AnTeyHas OopraHusauma ocyllecTendeT OeATelNIbHOCTb, CBA3aHHYK C OKa3aHMeM BIIUAHUA Ha
Ha3Ha4YeHne N ncnosyib3oBaHne NekapCTBeHHbIX CpenCTB U HanpaBlieHHY0 Ha COTpyaoHWUYeCTBO Bpada U
q)apmau,eBTa B cucTemMe obecrnedeHus kayecTea cbapmaKOTepanvwl nayneHTy.
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24. CoTpygHU4eCTBO Bpaya 1 hapmaleBTa HanpaBneHo Ha:

- Ha3Ha4yeHne BPayoM JIEKapCTBEHHbIX CPEACTB, BKIOYas NpaBUITbHOCTb OPOPMIIEHNST U MOMHOTY
cBeJeHun B peuenTe;

- BbIMUCbIBaHWE PELIENTOB B COOTBETCTBUWN C YCTAaHOBMNEHHBLIMU NpaBunamu;
- pa3paboTKy cxembl (hapMakoTepanuy;
- KOHTPOJb 3a TeYeHeM 1 pesynbTaTamu dpapmakoTepanuu;

- OUEHKY [aHHblX MO WCMOMb30BaHUIO FNEKAPCTBEHHbIX CPEeACTB B MEAWUUHCKON U
dhapmaLeBTUYECKON NPaKTUKE;

- OUEHKY W NpeanoxeHuss Nno 3ddeKTUBHOCTM pekrnaMHOW MHGOPMauuM O NeKapCTBEHHbIX
cpeacTeax;

- ncnosib3oBaHune cneunanbHbIX 06pa3OBaTeJ'IbeIX nporpamMmm ana cneunanmcToB
34PpaBOOXpPaHEHUA,

- HanM4Me cnpaBOYHbIX U34aHWI, AOCTYNHbLIX ANst hapmaleBTa U Bpaya;
- obecneyeHne KOHDUAESHLMANBHOCTU AaHHbIX, KaCaloLLMXCA NaLNEHTOB.

25. OcHoBHOM (hbopMoK coTpyaHNYECTBa Bpaya 1 hapmaleBTa ABNSETCs COBMECTHas paspaboTka
nporpamm Ons peanusauuun uenem:

- No BbIOOPY NEeKapCTBEHHbLIX CPEACTB;
- N0 paumoHanbHon hapmakoTepanuu;
- N0 MOHUTOPUHTY hapmakoTepanuu.

26. Kputepusimm BbiGOpa neKkapCTBEHHbIX CPeACTB ANA naumeHTa SBNSATCA criegylolime
notpebutenbckMe CBOMCTBA:

- 9 EKTUBHOCTD;

- 6e3onacHoOCTb;

- HA4EXHOCTb;

- LleHoBas JOCTYMHOCTb;

- yoo6cTBO 1 KOM(POPTHOCTbL NpMeMa.

27. dapmaueBT OOSKEH NpedocTaBnsaTb Bpadvy MHGoOpMauuio o6 MMelWeMcsi acCopTUMEHTe
NeKapCTBEHHbIX CPeACTB Ha pbiHKE, B JAHHOM anTe4yHOM yUYpeXXaeHnm, O LieHaxX, CBOWCTBAX U ApYroMm.

28. PaspaboTka chapMakoTepaneBTUYECKON NporpaMmbl npegycMatpmeaeT oopMMpPOBaHNE CXEMbI
NeKapCTBEHHOIO JIeYEHNsI C y4ETOM BO3MOXHbIX anbTepHaTMB, 0BYCNOBMEHHbBIX BO3MOXHbLIM Hanmynem
NPOTUBOMNOKa3aHWN, NOBOYHbIX AEACTBUA, OCOBEHHOCTAMU NMUTAHNUS U OPYIMMUW YCIIOBUSIMU.

29. PaboTa no pauuoHanbHOMY HasHauYeHWUto U 3PdEKTUBHOMY WUCMONb30BAHUIO NEKAPCTBEHHbIX
CPEACTB MOXeT oTpaxaTbCs B (papMauLeBTUYECKOM [ocbe nauveHTa. dapMaueBTUYeckoe [oCbe
ocopmnsieTcs U BeAeTCs TONMIbKO C MUCbMEHHOIO COrflacusi nauueHTa, Mnpu  YCroBUWM  MOSHOM
KOH(UAEHLMANBHOCTA U HEBO3MOXXHOCTU AOCTYMa K 4OCbE NMOCTOPOHHMUX 1L,

30. CoTtpygHuyecTBO Bpaya M chapmaleBTa Mo3BONMT YNydllMTb KayecTBO dhapMakoTepanuu,
YMEHbLUWTL YMCIIo BpayebHbIX U dhapMaLeBTUYECKMX OWMGOK, YNOpPSAoUNTb MHGOPMAaLMI0 O NOBOYHbIX
[AeNCTBUSX NEKapCTBEHHbIX CPEACTB.

31. HdonyctumbiMM hopMamMu COTPYOHUYECTBA SIBMSIOTCS Takke: O0OCYXAeHMEe BapuaHTOB
KOPPEKTUPOBKU  dhapmakoTepanun, COBMECTHOe npoBedeHne ¢apMakodKOHOMUYECKOro aHanumsa,
yyactme B paboTe CoBeLLaHUN, KOHEPEHLNIA, TEPANEBTUYECKNX KOMUCCUI, NTEKAPCTBEHHbIX KOMUTETOB.

32. PyKOBO,U,I/ITeJ'IeM anTevyHoro y4dpexageHua OOJ1KHO OblTb HasHa4YeHO OTBETCTBEHHOE NMLO 3a
opraHusauuto n npoeegeHne MOHUTOPUHIa No6oYHbIX AeNCTBUI JIeKapCTBEHHbIX CpeacTB.

33. B Kaxgom anTeyHOM Y4YpexaeHWM AOSMKHbl ObiTb KapThl-COOOLIEHWST ANSA 3anOfHEHUsT KX
hapmaLieBTaMu Unu NaLumeHTamMm nocrne BbisIBNeHUs NOGOYHbIX AEACTBUA NeKapCTBEHHbIX CPeacTB.

KapTa-coobLyeHre 3amnonHseTcs camuMM MauMeHTOM WU (hapMaueBTOM MNocre  MomnyyYeHus
MHPOPMaLMM O BbISIBIEHHOM NOBGOYHOM AEeCTBIUM NEeKapCTBEHHbIX CPEACTB.
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34. [aHHble KaprI-COO6LLI,eHI/|IZ O BbISIBNEHHbLIX NMOBOYHLIX OENCTBUSX JNIeKapCTBEHHbIX CpeacTB
OOJIKHbI Cbl/lKCI/IpOBaTbCﬂ B XypHane perncrtpaunmn BblABIIEHHbIX NoBOoYHbIX AEACTBUI JNIEKapCTBEHHbIX
cpencTs JIMUOM, OTBETCTBEHHbBIM 32 MOHUTOPUHT NnoboYHbIX AeNCTBUN NeKapCTBEHHbIX CPpeacCTB.

35. CoobLeHnto nognexart Bce crydau BblisSIBIiEHMSI MOOOYHOW peakuun Mpu OCYLLECTBIEHUU
dapmakoTepanuu.

36. MOHUTOPUMHI NOBOYHbBIX 4ENCTBUI NEKAPCTBEHHbBIX CPEACTB
OCYLLECTBMSIETCHA B COOTBETCTBUU C TpeboBaHUsIMM HacTosiwero PernameHTa.

6. CamoneuyeHue

37. JeaTenbHOCTb, CBA3aHHasi C cCamMosie4YeHneEM, HanpaBJieHa Ha KOHCYnbTUpoBaHMe nauueHTa no
CaMOCTOoATEeNIbHOMY NpuemMy JnekapCTBEeHHbIX CpeacTs 1M npeaoctaBiieHUumn J'IeKapCTBeHHOI7I nomMmoLlin npun
neyeHun saboneBaHUn N COCTOSIHUNA, NpPpn KOTOPbIX BO3MOXHO CaMOCTOATESIbHOE J1le4eHne.

38. [1ns1 ocyLecTBNEeHUs OeATENbHOCTU, CBA3AaHHOW C camosieYeHneM, HeOOX0ANMBI:

- COOTBETCTBYHOLAA ﬂpO(beCCMOHaﬂbHaﬂ noaroToBka cbapmau,eBTa no npenocCTaBliEHNIO NauneHTy
Hagnexawmx peKowler,au,mﬁ, BKIo4aa HanpaerieHue K Bpady, B Clltydaax, korga aTto Heobxoaumo;

- BKITIOYEHMe B Nporpammbl 06yyeHns hapMaLeBTOB BOMPOCOB CaMofieYeHus;

- yyacTme B nporpamMmax no Bbibopy npenapaToB 4S9 CaMONeYeHNst U KOHCYIbTUPOBAHUS;
- HanuyKe cneunanbHON CrpaBOYHON NUTEpPaTypbl;

- HanNMyMe NepeyHs NnekapcTBEHHbIX NpenapaToB, OTnyckaeMbix 6e3 peuenTa;

- Hanu4me ctaHgapTHbIX onepauunoHHbIX npoueayp (COIM) no Bonpocam camoneyeHus;

- 3HaHWe CMMMNTOMOB W HEJOMOraHU, N3NeYMBaOLLNXCA CaAMOCTOATENBHO;

- NofyYeHne KOHCYNbTauui No BONpocam CaMomnoMOLLM 1 CaMonpoUNaKkTUKu;

- Hanuune WH(OPMAaUMOHHBIX MaTepuanoB Mo camoriedeHuio (Opowop, OyknetoB) Ans
noceTutTenen anTeku.

39. [leatenbHOCTb anTeYHOro y4pexaeHus, CBA3aHHas C camoriedeHueM, COCTOUT U3 crneayoLmx
MEPONPUATURA:

- KOHCYynbTauunn nauneHTa no npuMmeHeHuo 6e3peu,enTypr|x NleKapCTBEeHHbIX CpeacTB Nno I'IpOCb66
UM HeobxoaAMMOCTU Mo CaMoCToATEeNIbHOMY Npuemy, HanpasfieHne K Bpady, pekoMeHOdauun no
NekapCTBEeHHOMY B3aUMOAENCTBUIO C OPYrMMU NeKapcTBeHHbIMU cpeacTtBamMn U T.4.;

- npoBefeHue capmaueBTOM OLIEHKM CMMMTOMOB NauMeHTa O BO3MOXHOW NpPUHAANEXHOCTU
nauMeHTa K rpynne pucka, onpegeneHne CUMNTOMOB, NPOAOMKUTENBHOCTM HELOMOraHui, Kakme Mepbl
NPUHUMAanUcb Npy HegoMoraHuK, Npu HeoGXoAMMOCTU pekoMeraaumnst 6e3peLenTypHbIX NEeKapPCTBEHHbIX
CpeacTB Unn HanpaBreHNe K Bpayy;

-  WHdOPMUPOBaHME Bpava O Cly4vasX BO3HMKHOBEHMSI OCMOXHEHWIA MPU  Ha3Ha4YeHUU
Oe3peLenTypHbIX NIEKAaPCTBEHHbIX CPEACTB Y KOHKPETHOro naumeHTa.

40. Mpu pekoMmeHaaumn Ge3peLenTypHbIX NeKapCTBEHHbIX CPeACcTB hapMaLeBT A0KEH:

- ICNOJ1b30BaATb I'IpOCbeCCVIOHaJ'IbeIﬁ onbIT Npun Bbl60pe 6e3peu,er|Typr|x JIeKapCTBEHHbIX CpencTB
C y4eToM ux Sq)q)eKTVIBHOCTVI, ©e30nacHOCTU U Ka4ecTBa;

- [OCTYMHO WH(OpPMUpPOBaTL MNauMeHTa O AaHHOM fpenapaTe OTHOCUTESNbHO €ero OencTBus,
cnocoba NpUMEHEHUsl,  NPOAOSIKUTENBHOCTU  NEYEHUs,, BO3MOXHBLIX  MOOOYHBIX  OEWCTBUSX,
NPOTUBOMOKA3aHNAX N COMETAEMOCTHU C APYIMMU NEKapCTBEHHbIMU CPEACTBAMM;

- npeaynpeantb nauyueHta o HeobxoanumMocTun o6pau.|,eHM;| K Bpadyy B Cliydae BO3HUKHOBEHUA
NMOBTOPHbIX CUMNTOMOB.

7. NomelweHusa n obopyaoBaHne

41. AnTeuHble yypexnoeHusa rno xapakrtepy AedTesibHOCTU nogpa3aendrTca Ha:

- anteky C npaBoOM: MW3roTOBIIEHUA JE€KapCTBEHHbIX CpeacTB No peuentam Bpaqe|7|, no
Tp96OBaHVIFIM nnn 3adBkamMm MegunuUHCKUX OpI'aHVI3aU,VIl7I, CTaHOAPTHbIM NPONUCAM; BHyTpVIaI'ITe‘-IHOVI
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3arotToBKkM B COOTBETCTBUM C YTBEPXOEHHbIMU TMPOMUCAMMU; (baCOBKM JNIeKapCTBEeHHbIX CcpeactB u
NekapCTBeHHOro  pacCTUTENbHOINoO Chbipbd, a TaKke ocyuwecTendwume peanmsadmio roToBbIX
NNeKapCTBEHHbIX CPpeacTB U APpYrmx ToBapoB anTe4HOro acCopTumMmeHTa HacerneHuio;

- anTeKky roToBbIX JIeKapCTBEHHbLIX CPeAcTB, 6e3 npaBa W3roTOBMEHWUSA NEeKapCTBEHHbIX CPeacTB,
OCYLLECTBMAIOLLIYIO peanu3aumio HaceneHuto TroTOBbIX IEeKapCTBEHHbIX CPedcTB W ApYrMX TOBapoB
anTe4yHoro acCopTUMEHTa;

- anTeky ne4yebHO-NPOMUIAKTUYECKON OpraHM3auun C MpaBoOM M3rOTOBMEHMWS JeKapCTBEHHbIX
cpedctB un obecrneyeHnss nekapcTBEeHHbIMU cpeacTBaMu Mo TpeboBaHusiM 6e3 npaBa PO3HUYHON
peanusauun HaceneHuio;

- anTeYHbIN NYHKT, OCYLLECTBNALIMA peanusaLmnio HaceneHuo roToBbIX NEeKapCTBEHHbIX CPEacTB
W ApYrMx TOBApOB anTe4yHOro accopTUMEHTa;

- anTeudHbIN KMOCK, OCYLLECTBIISIOWNIA peanm3aumnio HaceneHnio roToBbIX NEKAPCTBEHHbIX CPEACTB
W OpYyrMx TOBapOB anTe4YHOro acCOpTMMEHTA (3a UCKITHYEHMEM NEKAPCTBEHHbIX CPEACTB, OTMNYCKaeMbIX
no peuenTy Bpaya).

42. AnTeka po3HUYHOWN peanusaunmn nogpasgenseTcs Ha:

- anTteky C npaBOM W3roToBJIEHNA JEeKapCTBEHHbIX CpencTB (p,anee - anrteka C npaBoMm
VI3I'OTOBJ'I€HVIFI);

- anTeKy rotoBbIX NIEKaPCTBEHHbIX CPEeaCTB.
43. AnTeka c NpaBOM U3roTOBIEHWS JOIMKHA UMETb B CBOEW CTPYKType crneaytoLime oTaensb!:
- OTAEeN peLenTypHO-MPON3BOACTBEHHBI;

- OTAeNn peanusauun NekapcTBEHHbIX CPEACTB, OTMYCKaeMbIX MO peLenTamM Bpaya;

- OTAen peanusaumn 6e3peLenTypHbIX NeKapCTBEHHbIX CPeACTB;

- OTAen peanusauumn TOBapoB anTe4YHOro aCCoOPTUMEHTA, Pa3peLLEHHbIX K OTMYCKY U3 anTeku.

44. AnTeka roToOBbIX NEKAPCTBEHHLIX CPEACTB AOMKHA UMETb B CBOEWN CTPYKType crnegyloLuime
oTaens.l:

- OTOEN peanu3aunmn NekapcTBEHHbIX CPEACTB, OTMYCKAEMbIX MO peLenTaM Bpaya;
- oTAen peanusauum 6espeLenTypHbIX NeKapCTBEHHbIX CPeCTB;
- OTOEN peanu3auyn TOBapoB anTeYHOro acCOPTUMEHTA, Pa3PELLEHHbIX K OTMYCKY U3 anTeKu.

45. Paspellaetcs coBMellaTb OTAeN peanvsauunm Ge3peulenTypHbIX NEeKapCTBEHHbIX CPEeAcTB C
OTAESIOM pearnv3aunm ToBapoB anTe4yHOro acCopTUMEHTA, pa3peLleHHbIX K OTMYCKY U3 anTeku.

46. B ante4yHoMm ydqypexnoeHmn B yD,O6HbIX Ana O3HakKoOMINeEHUA MecCTax TOpProBoro 3ana AOOJDKHbI
ObITb pa3mMelLleHbl:

- KHUra OT3blIBOB U npep,nomeHMﬁ;

- UHOpMaUWs O rpynnax HaceneHus, UMeLWMxX Npaso Ha BecnnaTtHoe n NbroTHoe obecneveHne
N BHeouyepeaHoe obGCnyxuBaHue, B COOTBETCTBUM C AENCTBYHOLIMM 3akoHOOATeNbCTBOM KbIprbi3ckom
Pecnybnuku;

- MH(opmaumss 0 Homepax TenedoHOB WM pexnme paboTbl CNpaBOYHOW hapmaLeBTUYECKON
CNyx0bl;

- VIH(bOpMaLIMH O CpOKaX XpaHeHnsA rekapCTBEHHbIX NMpenapaTtoB, N3rOTOBJ1IEHHLIX B alnTEKe,;

- UEHHVMKM Ha JeKapCTBEHHble cpeacTBa W Apyrne ToBapbl anTeYHOro acCoPTUMEHTA,
paspeLleHHbIe K OTNYCKY U3 anTeYHbIX YYpeXxaeHuit;

- MHOpMaUUsi O COTPYAHWMKAX anTeuHbIX YYpEeXAeHWW, HenocpeacTBEHHO OOCNyXMBaOLLMX
HacerneHue (Tabnuykn, 6enaxmn n Nnpoune ¢ ykazaHmeMm daMmmnnm, MMsi, 0TYECTBaA U LOIKHOCTK);

- NPV HanM4MKn NyHKTa NpokaTa - MHopMaLKMs O NepeyHe NpeamMeToB, BblAaBaeMblX HaMpoKar.

47. AnTeyHas  opraHusaumMsi  OOMPKHA  pacnonaratb  HEOBXOAMMBbIMKM - MOMELLEHUSIMM,
obopygoBaHMeM UM UWHBEHTapeM, obecneyvBalOMMKM COXpaHeHWe KkadectBa M GesonacHocTu
neKapcTBEHHbIX CPeACTB MpU WX XpaHEHWM U peanusaumm B COOTBETCTBMM C KBanMUKaLMOHHBLIMM
TpeboBaHUAMMN.
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48. Bce nomeLLeHNst anTeYHOW OpraHn3aLmn SOMKHbI ObiTb pacrnonoXeHbl B 34aHUN (CTPOEHUN) U
PYHKLUMOHanNbHO 00beanHEHbI B eAnHbIA BNOK, M30NMPOBaHHbLIA OT APYrMX OpraHvM3auui, C OTAENbHbLIM
BXOZOM (BbIXOOOM).

AnTeuHom OopraHusaumn cnegyet npenycMmotTpeTtb BO3MOXHOCTb BXOo4a (BbIXOﬂ,a) noaam  C
HapyLweHnaMun (byHKLlMVI ONOpHO-ABUraTenbHOro annaparta.

49 AnTeuyHoe yuypexaeHue LOMMKHO MMETb BbIBECKY, Ha 6erioM ()OHe C 3efleHbIM KPecToM; C
yKaszaHmeM UPMEHHOr0 HauMEHOBaHWSI OpraHuM3auuu, Buaa anTedHoro YyYpexneHus, 3ereHbIMU
OykBamMu Ha rocygapCTBeHHOM U odmumManbHOM a3bikax: "dapbikaHa”, "AnTeka"” unu "OapbikaHa NyHKTY",
"AnTeuHbln NyHKT" vnu "[dapblkaHa kuockacbl", "ANTEYHbIN KMOCK", C YyKasaHMEM OpraHm3aLunOHHO-
npaBoBon hopmbl 1 HOpPMbI COBCTBEHHOCTU, a TaKkke pexunma paboTbl yUpexXaeHus.

|_|pl/l pasmelleHnn B anTe4yHoM y4dpexgeHun BbiBECKU BHYTPU 30aHUA OHa AOJKHA HaxoAUTbCA Ha
Hapy)KHOIZ CTeHe 30aHu4.

AnTe4yHoe ydqypexneHune, okasbiBarllee NekapCTBEHHYHO NMOMOLLb B HOYHOE BpeMA, OOJIKHO UMEeTb
OCBELLEHHY0 BbIBECKY C MHGpOpMauuen o paboTte B HOYHOE BpeMs, C ykaszaHMem 4acoB paboTbl, 3BOHOK
Ansi Bbl30Ba paboTHUKA anTeYHOro y4pexaeHust.

50. CoctaB, pasmepbl nomelleHUn © obopyaoBaHME anTeYHOro ydpexaeHuss OOSKHbI
COOTBETCTBOBaTb 00ObEMY M XapakTepy OCyLeCcTBAseMon ¢apMaLeBTUYECKONn AesaTenbHOCTU U
OEVNCTBYOLLMM HOopMmaTMBaM, obecneynmBalolumM KavyecTBO U 6e30MacHOCTb NeKapCTBEHHbLIX CPEACTB U
TOBApPOB anTe4YHOro acCopTMMEHTA.

Mnowaab anTekn roToBbIX IeKapCTBEHHbLIX (POPM A0MKHa ObiTb HE MeHee 35 KB.M 1 BKNoYaTh:
- TOProsbln 3an - He MmeHee 15 KB.M;

- NOMELLEHNE AN XpaHeHUs NekapCTBEHHbIX CPEACTB M TOBApPOB anTe4YHOro acCopTUMEHTA - He
meHee 10 KB.M;

- aﬂ,Ml/IHI/ICTpaTVIBHO-GbITOBbIe nomeLueHus - He meHee 10 KB.M.

B HebGonblUMX HaceneHHbIX MyHKTaxX paspellaeTcs OTKPbITUE anTeky FoTOBbIX NEeKapCTBEHHbIX
cpencTs, nnoLaAb KOTopoit AomkHa ObiTb He MeHee 20 KB.M 1 BKIoYaTb:

- TOproBblIvi 3an (He MeHee 14 kB.M);
- MOMELLIEHNE ONS XpaHEHWs NEKapCTBEHHbIX CpeacTB (He MeHee 6 KB.M).

Mnowaab anTekn ¢ NpaBoM U3rOTOBNEHNS NIEKAPCTBEHHBLIX CPEACTB, HE TPEOYOLLMX acenTU4eckmx
YCIOBWUI, OOIMKHA ObITb HE MeHee 75 KB.M U BKIOYaTh:

- TOProBbIn 3an - He meHee 15 kB.M;

- aAMUHUCTPaTUBHO-OLITOBbIE MOMELLEHNS - He MeHee 10 kB.M;

- MOMELLEHME ON1s XpaHEHUS NIEKAPCTBEHHBbIX CPeacTB - He MeHee 20 KB.M;

- aCCUCTEHTCKas - He MeHee 12 KB.M;

- MO€YHas - He MeHee 5 KB.M;

- NOMeLLeHre Ans NonyyYeHUsi OYULLLEHHOW BOAb! ANS MHBEKLUMUI - HE MeHee 3 KB.M;
- cTepunusaumoHHas - He meHee 10 KB.M.

Mnowaab anTekn ¢ NMPaBOM WU3rOTOBIIEHUS NEKAPCTBEHHbIX CPeacTB, TPeOyLMX acenTuyeckux
YCIOBUI, JOIMKHA ObITb HE MeHee 85 KB.M U BKIOYaTh:

- TOProBblIn 3an - He meHee 15 kB.M;

- aAMUHUCTPATUBHO-ObITOBbIE NOMELLEHUS - HEe MeHee 10 KB.M;

- MOMELLEHME NS XPaHEHUS NNEKAaPCTBEHHbIX CPeacTB - He MeHee 20 KB.M;
- acCUCTeHTCKast - He MeHee 12 KB.M;

- MO€YHas - He MeHee 5 KB.M;

- acenTuyecknin onok - He meHee 10 KB.M;

- MOMeLLeHne ANs NonyvyeHnst Boabl OYMLLEHHOW - HE MeHee 3 KB.M;

- CTepunusaumoHHas - He meHee 10 KB.M.
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Mnowaab anTeyHoro nyHKTa Npy PacrnorioXeHUN B CTPYKTYpe 3[4aHusi MeOMLIMHCKOro Has3HavyeHus
JomkHa ObiTb He MeHee 12 kB.M U obecrneynmBaTb BO3MOXHOCTb BbIMOMHEHUS OCHOBHbIX 3ada4y U
dyHKUUA.

Mnowane anTeyHoro nyHKTa MNpW PacrosyioXEHMU B OTAENbHO CTOSAWEM 30aHuM (CTPOEeHUM,
NMOCTPOMKE) U B CTPYKTYpPE 34aHMS HEMEAMLMHCKOrO HasHavyeHus AomkHa ObiTb He MeHee 20 KB.M U
obecne4ynBaTb BO3MOXHOCTb BbINOSIHEHUS] OCHOBHbIX 3a4a4 U OYHKLWA.

Mnowaae anTe4yHOro KMocka AorkHa ObiTb He MeHee 12 kB.M M obecrneuvBaTb BO3MOXHOCTb
BbIMNOJTHEHUSI OCHOBHbIX (PYHKUMIA 1 3adad.

MuHumanesHasa nnowans NPOM3BOACTBEHHbIX NOMELLEHUA anTekyn opraHn3aumn 3gpaBooXpaHeHns
AormkHa 6biTb He MmeHee 130 kB.M, obecneunBatoLlasi BO3MOXHOCTb BbIMOMHEHUSA paspeLUeHHbIX paboT u
BKITIOYaTh:

- nomMelleHne gns nogadn/npmema TpeboBaHuii, POPMUPOBAHUSA 3aKa30B - pa3MepPOM He MeHee 8
KB.M;

- NOMELLEHUS NS XpaHeHUsl NekapCTBEHHbIX CpeacTs (06Lwel nnowaapto He MeHee 40 KB.M);

- NOMeLLeHne Ans NPMEeMKM U pacnakoBKM MOCTynawLwen npoaykumm (matepmanbHas komHaTa) He
meHee 10 kB.M;

- accuUcTeHTcKast - He meHee 15 KB.M;

- NoMeLleHne A4S NoyYeHUs BOAbl OYMLLEHHON - 5 KB.M;

- CTepunusaumoHHas - He meHee 10 KB.M;

- acenTnyeckui 6ok - He MeHee 12 kB.M (10 KB.M - acenTuyeckas, 2 KB.M - LUMO30Bas);
- MO€YHas, CylnnbHas - He meHee 10 KB.M;

- aAMVHUCTPATMBHO-ObITOBLIE MOMeELLLEHUS (KOMHaTa NepcoHana, kabuMHeT 3aBeayoLero, caHysen,
rapaepobHas - He meHee 20 kB.m). Bcero 130 kB.M.

MpM M3MEHEHUM NNAHUPOBKM TMOMELLEHUA anTeYHbIX YYPEXOEHUN PYKOBOAWUTENb [AaHHOMO
yupexageHus uHdgopmmupyetr 06 3TOM  YNOMHOMOYEHHBLIN rOCyAapCTBEHHbIN  opraH  Kbiprbi3ackon
Pecnybnvku B obnacTtu s3gpaBooxpaHeHus B cpepe obpalleHns nekapCTBeHHbIX CpeacTB.

51. AnTeyHble opraHunsaumm OOJDKHbl MMETb CUCTEMbI SJ'IeKTpOCHa6)KeHVIﬂ, oTonneHud,
BOJOCHabXeHUs, KOHONUNOHNPOBAHUA, BEHTUNALUNN, KaHann3aumn.

52. BHYTpeHHME TMOBEPXHOCTM CTEH, MOTOSIKOB [O/MKHbI ObiTb [MadKVMK, CBETMbIX TOHOB,
AonyckaTb BO3MOXHOCTb MPOBEAEHMs BraxkHoOM YyOopku. [Morbl MPOM3BOACTBEHHLIX MOMELLEHUA |
MaTepuanbHbIX KOMHAT AOJKHbI MMETb He obpasylolee Mbifib MNOKPbITUE, YCTOMYMBOE K BO3OENCTBUIO
CPEACTB MeXaHW3aLum 1 BNaxHoW YOOpKM, C UCMONb30BaHMEM AE3UH(ULMPYIOLLUMX CPeACTB.

OTpenka agMUHUCTPaTUBHO-OLITOBLIX MOMELLEHMI O0MNycKaeT UcMonb3oBaHne 060eB, KOBPOBbLIX
MOKPLITUI, NapKeTa, MacnsHbIX Kpacok U T.M.

53. Bce npubopbl, annapatbl, WCMOMb3yeMble B anTeYHOM Y4YPEXOEHUM, AOIKHbI UMETb
TEeXHUYEecKMe nacrnopTta, COXpaHsIloLMEeC B Te4YeHWe BCero BpeMeHu aKkcnnyatauuu. HeoBxogumo
perynsipHo NMPOBOAUTb MOBEPKY NPMOOpPOB, annapaTtoB B COOTBETCTBUM C TpeOOBaHUSMM HOPMATUBHbIX
[AOKYMEHTOB.

54. MomelleHna ONs XpaHeHUs NekapCTBEHHbIX CPeACTB W TOBApOB anTe4YHOro accopTUMEHTa
[AOIMKHbI ObITb OCHallleHbl Mpubopamy AnA perucTpauuu napamMeTpoB Bo3dyxa (TepMomMeTpamu,
TUrPOMETPaMU UIKN NCUXPOMETPaMM).

55. Tpn 3akpblTUM anTeYHOro yupexaeHus AOns NpoBedeHWUs caHuTapHbiXx paboT, peMoHTa,
nepeobopyoBaHNst NN B CBA3M C ero NUKBMAaUMEN HaceneHue u3sellaeTcsi 06 aToMm obbABneHueM,
pasMeLleHHbIM Ha BXOOHOM ABepw, 3a S5 AHEeN A0 3aKpblTUs anTeyHoro yypexaeHus. [Mpu 3akpbiTum
anTeyHoro YyypexaeHus B CBA3W C PEMOHTOM WNW ero fnuKBMAauuen pykoBOOUTEMb anTe4HOoro
yupexgeHus ysegomnseT o6 9TOM ynOMHOMOYEHHbIN rocyaapcTBeHHbIM opraH Kelpreidckor Pecnybnuku
B obnacTtu 3agpaBooxpaHeHus B cchepe obpalleHnst TekapCTBEHHbIX CPEACTB.

8. NMpuem, xpaHeHne n peanusaums
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56. B anTeyHOM yupexaeHWu [OOMKHO ObiTb NPegyCMOTPEHO OTAENbHOE MNOMELLEeHNe Wunu
cneumanbHo obopygoBaHHoe paboyee MecTo, npedycMOTpeHHoe AN fnpuemMkn  ToBapa,
obecrneymBatoLlee COXpaHEeHME ero kavyecTBa M KONMMYecTBa W He [oryckalollee nopynm 1 CMeLleHus ¢
ApYyro 0AHOPOAHOM NpoayKLmnen.

57. AnTeuyHble YyYpexOaeHWs [OSDKHbI MorydaTb feKkapCTBEHHble cpeacTBa OT NpeanpuaTun
OMNTOBOW TOProBNN NEKapCTBEHHbIMU CpeAcTBaMM Ha OCHOBaHUKM 0rosopa.

58. lNpuemka nekapCTBEHHbIX CPeACTB M TOBApPOB anTeYHOro accopTUMeHTa NPOoM3BOAMTCHA MO
KONMYECTBY, Ka4eCTBY, KOMMMEKTHOCTU W BKIOYAET CreayloLme atanbl:

- npoBepka COMPOBOAUTENBHOM OOKYMEHTauun, XapakTepusylowen napTuio  NpoayKumn
(ToBapoTpaHcnopTHasa HaknagHas, cyeT-gakTypa);

- TMpoBepka COOTBETCTBMA CEpPWUM JEKAPCTBEHHOTO CPEACTBA C CEpuel, YKasaHHOW B
COMpPOBOAUTENBHON SOKYMEHTALMM;

- BU3yarbHasi NpoBepka NoCTynuBLLEN NpoayKumm (6on, 6pak);

- MpoBepka Ha COOTBETCTBME MAaPKMPOBKW, YMakoBKW [OEWCTBYIOLLEMY 3aKkoHO4aTenbCTBY
Kbiprblackon Pecny6nuku;

- NpoBepka cobnioaeHUs YCNOBUIA TPAHCNIOPTUPOBAHUS.
59. PesynbTathl npreMa npoayKLmM JOKYMEHTUPYHOTCS.

60. B crny4yae COMHeHWs1 B ka4eCTBE NEKAPCTBEHHbIX CPEACTB, HECOOTBETCTBUS CEPUN, YKa3aHHbIX
B COMPOBOAWTENbHbLIX [OKYMEHTaX, HECOOTBETCTBUSI KOMMIEKTHOCTW, YMNaKOBKW, MapKUPOBKA WK
He[oCTaun No KONMYeCTBY OTBETCTBEHHOE N0 3a NPUEMKY MPOAYKLMM COCTaBMAET NPETEH3U0 ONTOBOM
opraHusauumn B COOTBETCTBUM C 3akoHoAaTenbCcTBOM Kbiprbiackon Pecrnybnmku.

61. He nognexart npuemke nekapCTBEHHble CPeacTBa M TOBapbl anTEYHOro acCOpTMMEHTa, C
WCTEKLIMM CPOKOM TOA4HOCTM, a TakKe He COOTBETCTBYHLME YCTAHOBMEHHbIM TpPebOBaHUSAM K WX
KayecTBy.

62. JlekapcTBeHHble cpecTBa, He npolwedwne npoueaypy npyemMa (npu noBpexaeHun ynakoBku,
HEe uMelowmne [OOKYMEHTa, MOATBEpPXOAlLWero KayectBo, u/wnu Heobxooumon COnpoBOAMTENbHOM
AOKYMEHTaumMm), AOMMKHbI BbITb COOTBETCTBYIOLLMM 0Bpa3oM NPOMapKUpOBaHbl W pa3meLLeHbl OTAENbHO
OT ApYrnx nekapcTBEHHbIX CPeACTB A0 UX MAaeHTUduKauum, Bo3BpaTa NOCTaBLUMKY WU YHUYTOXEHUS B
YCTaHOBMEHHOM 3aKOHOAATENbCTBOM MOpPSAKE W MMETb CUrHanbHbIA Sprblk: "Ha OTBETCTBEHHOM
XpaHeHun. XpaHnTb 40 NPUHATUA peLueHns".

63. lMocne npoeedeHVss MNpoLeaypbl MNPUEMKM MPOOYKLMS MPUXOAyeTcss M paspellaeTca K
peanusauu.

64. neKapCTBeHHbIe cpenoctea M TOBapbl anTe4yHOro accopTuMeHTa [[OOJ1XHbl XpPaHUTbCA B
yCnoBusX, obecneunBatoLLmX COXpaHeHne Wux Ge3onacHOCTM M KayecTBa B COOTBETCTBUM C
TpeGOBaHMﬂMM HacTtosduero PernameHra.

65. B anteyHoM yuypexaeHun OOMKHbl OblTb MPEeayCMOTPEHbl Mepbl MO WUCKMHYEHWIO CrydYaes
XVLLEHMS, NOBPEXAEHNS (pasnnBaHus, paccbinaHus, 60s) U NX KOHTaMUHaLNUK.

66. Npun oTNycke nekapCTBEHHOro cpeacTsa no peuenTy Bpada dapMaueBT NPOBOAUT OLIEHKY ero
COOTBETCTBUS YCTaAHOBIEHHbIM TpeboBaHWAM BbINMUCBLIBAHWS W TaKCUpPyeT €ero Ha OTMnycKaeMbln
neKkapcTBEeHHbIN npenapar.

67. 3ameHa BbINMCAHHOIO B peLenTe JNIEKapCTBEHHOIO CPeACcTBa Ha €ro CUMHOHUM (FreHEepPUYecKyto
dopMy) Npomn3BOAMTCS C COrnacusi nauueHTa u/munm no corniacoBaHuio C BpadoMm, Npu 3TOM Ha obopoTte
peLenTa cneayeT ykasaTb TOProBoe HaMMeHOBaHWE OTMYLLEHHOIO flIekapCTBEHHOrO CpecTBa, NOCTaBUTb
noanuck 1 gaTy oTnycka.

68. AnTeyHble yypexaeHns obs3aHbl OTNyCKaTb NIEKApCTBEHHbIE CPEACTBa TONbKO B rOTOBOM Afst
ynotpebneHusa Buge n konmyecteax, HEOOXoAUMbIX A5t BbIMONTHEHUS BpayebHbIX Ha3Ha4YeHWA.

69. JlekapcTBeHHOEe CPeACTBO AOIMKHO OTMYCKaTbCs B OPWUIMHaNbHOW 3aBOACKON MM anTeyHoi
ynakoBke. [Mpu HeoGXxoguMoOCTW, OOMNycKAaeTCs HapylleHWe OpUrMHanbHOM 3aBOACKOW YMakoBKM, 3a
UCKNioYeHnemM OnucTepHol, ¢ obssaTeNlbHbIM YyKasaHMeM Ha anTeyHol YyrnakoBKe HauMeHOBaHus
nekapcTBa, KOnM4yecTBa, AO3UPOBKW, CEPUM, CPOKa FogHOCTM Mpenaparta, crnocoba npuMEHeHWsl, Mep
NPeaoCTOPOXHOCTY.
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70. AnTeyHbIM opraHusauusM 3anpellaeTca MNpuUHUMaTb OT (PU3MYECKUX NULL NeKapCTBEHHbIe
cpencTea, NpMobpeTeHHbIe MU paHee.

71. Peanusyemble 13 anTeyHblX OpraHM3auuii JekapCTBEHHble CPeAcTBa AOSTKHbI MMETb
MHCTPYKUMIO MO TMNPUMEHEHUIO (aHHOTAUMIO-BKNAAbIW) Ha rocydapCTBEHHOM W PYCCKOM  SA3blkKax,
YTBEPXXOEHHYIO YNONTHOMOYEHHbIM TOCyAapCTBEeHHbIM opraHom Kbipreiackori PecnyGnuku B o6nactu
3OpaBoOXpaHeHus B cdoepe obpaLlleHUsl NeKapCTBEHHbIX CPECTB.

72. TaumeHTy no ero npocbbe MOXET OblTb NpeacTaBrieHa OOMNONHUTENbHAs WHdopMaums o
npuobpeTaeMoM FeKapCTBEHHOM CpeacTBe, 00 UMEKLWMXCS B anTe4YHOW OpraHm3auum CUHOHMMAaX
(reHepu4yeckux popmax), aHanorax u ux LieHax.

73. Tlpn oTnycke nekapCTBEHHbIX CPeAcTB hapmaueBT AOMKEH MHGOPMMPOBATbL MauueHTa o
npasunax npvemMa nekapCTBEHHOIO CPeACTBa: pexvme npuema, pasoBON M CYyTOYHOM [o03e, crnocobe
npvemMa (C ydeTom nprveMa nUwM K nNp.), NpaBufax XpaHeHusi, obpallaeT BHUMaHME MNauMeHTa Ha
HEOOXOAMMOCTb BHMMATENbHOITO O3HAKOMJIEHUS C  WHCTPYKUMENW Mo ero npuMmeHeHuto. OTBeTbI
crneuynanncta [AOMKHbl OblTb  apryMeHTMPOBaHHbIMK, TPaMOTHbIMKW, C cobnogeHnem TpeboBaHwui
nNpogeccuoHanbHOM 3TUKN.

10. NepcoHan

74. [OnNs BbINOMHEHUS OCHOBHbLIX (OYHKUMMA LWITAT anTe4YHOro YYpexOaeHUs [OImKeH ObiTb
YKOMMIIEKTOBAH AOCTaTOYHbIM KONIMYECTBOM KBannuULUMpOBaHHOIO NepcoHana, cnocob6HOro Ha A0MMKHOM
YpOBHE pewaTtb npodeccuoHanbHble 3adadn B COOTBETCTBUM CO  CBOWMWU  OOIMKHOCTHBLIMU
06s3aHHOCTAMK, B Criydae NpuMMeHeHWst NpubopoB HasHa4yaeTCA OTBETCTBEHHOE NULO 3a COCTOsSHWE
CPEeACTB N3MEPEHU.

MepcoHan anTeyHoro yupexxaeHns JOSKeH COOTBETCTBOBaTb KBaNMdMKaLMOHHbIM TpeboBaHUsIM B
COOTBETCTBMU C TpeboBaHusAMM 3akoHoaaTenbcTBa Kbiprbiackoii Pecny6nuku.

75. I'lnuo, OTBETCTBEHHOE 3@ KAYeCcTBO, AOMKHO UMETb BbiCLLee (hapmaLleBTMieckoe obpasoBaHue
1 NPaKTUYECKUi onbIT paBoThl.

76. OTBETCTBEHHOE NULIO 3@ Ka4yeCTBO JleKapCTBEHHbIX CPEeACTB, M3roTaBMMBaeMblX B anteke, a
Takke MOCTynawLWMX W3 anTeyHoro cknaga, AOIPKHO, C LUenbilo npegynpexaeHvus nocTynineHus B
anTeyHyl OpraHuM3auuilo HekavyeCTBEHHbIX NEKApPCTBEHHbIX CPEACTB W HedOMYLEHUS CHWKEHUS WX
KayecTBa B npouecce XxpaHeHusi, obpaboTkm u OTnycka, NpOBOAUTL MeponpuaTUs No obecrnedyeHuto
KayecTBa feKapCTBEHHbIX CPEACTB, KOTOPble 3akiioyalTCcs B NpoBedeHuM npegynpeauTenbHbiX
MEpPONPUATUIA, OCYLLIECTBIEHNN MPUEMOYHOTO KOHTPOMS, CepTUdUKALMN NPOAYKLNN.

MpepynpeanTenbHble MEPONPUATUS 3aKovatoTCs B!

- cobnoaeHun CaHUTapHO-aNngeMmonorm4ecknx npasuin . HOpPM AGSVIH(*)GKU,I/IOHHOFO n
npoTUBO3INNAEMNYECKOTO PEXNMOB;

- cobrtoeHNM NPaBUI 1 CPOKOB XpaHEHUsI NIeKapCTBEHHbIX CPEeACTB;
- obecneyeHnmn NCNpPaBHOCTM 1 TOYHOCTMU BECO-U3MepPUTENbHbIX MPUGOPOB;
- cobroAeHn Bpadamm NpaBui BbiMUCbIBAHWS PELLENTOB;

- cobnoaeHnn TEeXHOMOMMM WU3rOTOBMIEHNA NEeKapCTBEHHbIX (DOPM, COOTBETCTBMS MPOMUCAHHBIX
[03, HOPM eVHOBPEMEHHOTO OTNyCcKka U APYroe;

- ydeTe nekapCTtBeHHbIX cpeacTs C orpaHNM4YeHHbIM CPOKOM roO4HOCTU.

[MpMemMOoYHbIA  KOHTPONb 3aKmyaeTcs B WMAEHTU(UKAUMM  JIEeKapCTBEHHbIX CPEACTB Mo
nokasatensam "Ynakoeka", "Mapkupoeka", "OnucaHme" B COOTBETCTBMU C OENCTBYHOLLMMU HOPMATUBHBIMMA
AOKYMEHTaMMU.

77. B cBoen MpOM3BOACTBEHHOW [OeATEeNbHOCTU CheunanncT anTeyHOro yypexaeHus OOSKeH
PYKOBOACTBOBATbCA AEUCTBYOLWMMN HOPMATMBHBIMW MPaBOBbIMM akTamu B 06nacTu 3gpaBoOXpaHeHus,
npaBuiamMn BHYTPEHHEro TPyOoOBOro pacrnopsgka, TpeboBaHUSAMKU CaHUTAPHO-3NUOEMMONOrMYECKNX
npaBui U HOPM, OXpaHbl Tpyda, TEXHMKM 6e30MacHOCTU, LOMKHOCTHBIMU MHCTPYKUUSIMU, HACTOSALLMMU
npasunaMmm n UMeTb COOTBETCTBYIOLLME NONHOMOYUS ANS UX BbINOMHEHMS.
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78. Bce coTpyaHMKM 06513aHbl 3HATb M BbIMOMHATL MNPUHLMMBLI U NpaBuna Hagnexallen anteyHom
MpPaKTUKK, NPOXOAUTb NOCIeAyHoLLEee NOBbLILLEHNE KBanMdMKaLMm B COOTBETCTBUMU C €r0 AOSMKHOCTHBLIMM
obsa3aHHOCTAMM.

79.B npouecce CBOEN OeATENbHOCTU crneumanncTbl anTe4yHoro yyqypexneHuna 06s13aHbl cobnoaaTtb
HOPMbI cbapmau,eBTquCKoﬂ OTUKN N OEOHTOJOTNN.

80. MNepcoHan anTe4yHOro yYpexaeHusi, He3aBMCMMo OT YOPM COBCTBEHHOCTU, AOJPKEH NPOXOANTD
aTTecTtaumio Ha NpodeccnoHarnbHy KOMNETEHTHOCTb B MOPSAKEe, YCTAaHOBIEHHOM 3aKoHOOATeNbCTBOM
Kbiprbiackon Pecny6nuvku.

81. Bce coTpyaHuku [OoMmkHbl OblTb O0BecneyeHbl OOCTAaTOYHbIM KOSIMYECTBOM  CrieumarnbHON
ogexabl u obyBu, npoxoouTb MeaMuUMHCKOe obcnegoBaHMe B COOTBETCTBMM C  YCTAHOBJIEHHBIM
3aKoHOAATENbCTBOM NOPSAAKE.

11. CtaHgapTHble onepauuoHHbIe Npoueaypbl

82. Ha Bce Buabl paboT, BMMAIOLWMX HA KAa4yeCTBO EKAPCTBEHHbIX CPEACTB, @ Takke KayecTBO
0eATeNIlbHOCT  anTe4yHOoro ydypexageHuma B UenloM, [OOJDKHbI OblTb cOCTaBJIEHbI CTaHOapTHbIe
onepauuoHHble npoueaypsl (ganee - COIM).

83. COIM gomkHbl ObITb paspaboTaHbl Ha:

- NoMy4YeHne 1 NPOBEPKY NOCTABOK NPOAYKLMMY;

- 6e3onacHoe xpaHeHWe NeKkapCTBEHHbIX CPEACTB M TOBAPOB anTeYHOro aCCOPTUMEHTA;

- ouncTky (06paboTky) obopynoBaHus 1 yOOpKy nomelleHuin (Bkrtodas 6opbby ¢ napasntamum);
- perucTpauuio napameTpoB YCIOBUIA XpaHEHWS;

- BeeHNe U XpaHeHVe OOKYMEHTOB, B TOM 4YMCIe OOKYMEHTOB y4yeTa feKapCTBEHHbIX CPeacTs,
3aKasoB, Bo3BpaTa, (hapMaLeBTUYECKOro AOCbe, JOKYMEHTOB MOHUTOPUHIA NOBGOYHBIX AEACTBUIA;

- npoBeaeHne o6yqu|/|$| nepcoHana.

84. COIl pomkHbl ObITb gAaTUPOBaHblI M MNOAMMCAHbLI NULOM, OTBETCTBEHHbIM 3@ KayecTBO, U
YTBEPXKAEHbI PYKOBOAMTENEM anTEYHOr0 YYpexaeHuns.

12. lokymeHTauusa

85. dopma ¥ cogepxaHue [OKYMEHTauuuW, B 3aBMCMMOCTM OT €e KaTeropum U BuAa,
pernameHTUpYOTCS PYKOBOOUTENEM OpraHuMsaummM U OeUCTBYHOLWUM 3akoHodaTernbCTBOM Kbiprbl3ckol
Pecnybnuku.

86. XpaHeHne [OKYMEHTOB OCYLLECTBMSETCH HA ByMaxHbIX W/WMNWN Ha 3NEKTPOHHBLIX (MarHUTHbIX)
HOCUTENSIX.

87. Cnctema JOKyMEHTaUUM anTeYHOro yupexaeHus gomkHa obecnevmBaTs:
- NOMHYI0 pernameHTaumio BbINOMHAEMbIX OYHKLUA anTeYHOro yUpeXaeHus:;
- AOCTYMHOCTb COTPYAHMKOB K COOTBETCTBYIOLLEN JOKYMEHTaLNK;

- OOHO3HaYHOE TOMKOBaHME TpeboBaHMI, U3MOXEHHbIX B AOKYMEHTAX;

- CBOEBPEMEHHbIN NepecMoTp AOKYMEHTaLMN anTEYHOTO YYpEeXAEHUS.

88. [lokyMeHTbl JOMmMKHbI BbITb OOCTYMHbLI FOCYAAPCTBEHHLIM OpraHam AN MPOBEPOK B TeyeHue
CPOKOB, YCTaHOBJIEHHbIX OEWCTBYIOLIMM 3akoHogaTenbcTtBoM Kbiprbidckon Pecny6nukun. [JokymeHTaums
npeacTaBnseTcs Mo 3anpocy YNOMHOMOYEHHOro rocygapcTBeHHoro opraHa Kbipreidckon Pecny6nuvku B
obnacTtu 3apaBooxpaHeHnsi B cdhepe obpalleHns nekapcTBeHHbIX CPEACTB B MONHOM o6beMe.

89. [lokyMeHTbl OOMKHbI XPaAHUTBLCS B YCNOBUSIX, 06ecrneynBaroLmMx UX COXpPaHHOCTb, B TeYEeHUe
CpoKa, YCTaHOBIEHHOro 3akoHogaTtenscTBoM Kbipreidckon Pecnybnuku.

13. CamounHcnekuus
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90. AnTeuyHon opraHu3auuven [OOSKHbI PerynspHo NPOBOAUTLCS CaMOUHCMEKUUU (BHYTPEHHWEe
NPOBEPKKN) Ha COOTBETCTBME TpeboBaHMAM OENCTBYIOLWEro 3akoHopgaTtenbcTBa Koiprbiackon Pecny6nvkm
1 HacToswero PernameHTa.

91. CaMouMHCcneKUuUs NPOBOANTCH C LENb0 BbISIBITEHUS HEAOCTATKOB MO BbIMNOMHEHUIO TPeOOBaHNI
OEeNCTBYIOLLIEro 3aKkoHofaTenbCcTBa Mo dapMaueBTUYEeCKON AeATeNnbHOCTM W Hagnexalwlen anTedyHoun
NPaKTUKN N BbIHECEHUS pekoMeHAaLMI No NPOBEeAEHUIO KOPPEKTUPYIOLLIMX AENCTBUIA.

92. CamouHCneKuMsi NPOBOAMUTCS JMLOM WKW HE3aBMCMMOW TpPyMnon u3 4ucna COTPYLAHMKOB
AaHHOrO anTeyHoro y4ypexaeHus, He3aBUCUMbIMWM OT §ul, HEMNOCPEACTBEHHO OCYLLECTBMAALLMX
npoBepsieMylo AesitenbHocTb. B o6si3aHHOCTM rpynnbl BXOAWUT OOBLEKTMBHAs OLEHKa BbINOMHEHUS
TpeboBaHUM Haanexallerh anTeyHoW MpPaKTMKW, OEWCTBYIOLLEro 3aKoHoOAaTeNbCTBA M KOHTPOMb 3a
OCYLLECTBMNEHNEM KOPPEKTUPYIOLLNX OENCTBUNA.

93. TMporpamma Mo camouHcnekumMn paspabatbiBaetca B Buge COIl, obecneynBatoLLmx
MUHUMarbHbIE U eANMHOOGPa3Hble TUMOBble TPeGoBaHUS, OXBaTbIBAIOLLME CreayoLmne NyHKTbI:

- NepcoHarn;

- MOMELLIEHUS, BKIoYasi MoMeLLeHNst Ans nepcoHana;

- cofepKaHue 3aaHunii u obenyxnuBaHve 06opyaoBaHUs;

- XpaHeHue NpoayKuuu;

- obopynoBaHue;

- AOKyMeHTauus;

- CaHMTapHO-3NMAEMMONOrMYecKMe TpeboBaHUS;

- TexHMKa 6e30MacHOCTM U oxpaHa TpyAa;

- pe3ynbTaTbl NPeablAYLLMX CAMOUHCMEKUMIA U NPeanpUHATLIX KOPPEKTUPYIOWMX OENCTBUNA.

94. Tocne 3aBeplUeHUss CaMOWHCMEKUUU [OormkeH ObiTb COCTaBneH OT4YeT, coaepXalluii
pesynbTaTbl CAaMOMHCNEKLMN, OLIEHKY U 3aKIoYeHusl, NpoBeAeHHblE BO BPEMSI CaMOMHCMNEKUMN, U NpU
Heo6XoAMMOCTU, pekoMeHdaUun KOPPEKTUPYIOLLMX OEACTBUI, U OOBOOAUTLCS OO0 CBeOEeHUs nepcoHana,
OTBETCTBEHHOIO 3a NPOBEPSIEMbI Y4aCTOK paboThl, U PYKOBOACTBA anTeYHOr0O yUYpeXxaeHus.

95. Tpu nocrnegywWmMx nNpoOBEepKax KOHTPONMMPYETCA BbINOMHEHWE peKoMeHZauun un  ux
3P PEKTUBHOCTD.

MpunoxeHne 6

NMPABUNA
Hagnexawemn aucTpubbroTopckon npaktukm (GDP)

1. MpuHUMNbI Hapgnexawen AUCTPNOLIOTOPCKOW NPAKTUKU

1. OCHOBHbIe NPUHLMNGLI Haanexallen AUCTPUDLIOTOPCKOM NPaKTUKK:

a) ocyllecTBrneHne AOUCTPUBHLIOTOPCKOW AEATENbHOCTY opUAMYECKMIU NMUaMuM B MNOPSAIKE,
YCTaHOBNEHHOM 3aKoHoAaTeNnbCcTBOM Kbipreiackoin PecnyGnviku;

0) npowusBoguTeEnb, OUCTPUMOLIOTOP peanu3dyeT NeKapCTBEHHble CpeacTBa CybObekTam
hapmaLeBTUYECKON OEATEeNbHOCTU, OpraHM3auusaMm 30paBoOXpaHeHus B Mopsigke, YCTaHOBMEHHOM
3akoHogaTtenbcTBoM Kbiprbisckon Pecnybnuvku;

B) OMCTPUBBLIOTOP, PO3HMYHAsA OpraHmsauus U MeauUMHCKME yYpexneHUsi OCYLLECTBIST 3akyn
nekapcTBeHHbIX CPEeACTB TONbKO OT npoussoguTenerd wnuM Apyrux OuCTpuBbLIOTOPOB B MOpsiake,
yCTaHOBMEeHHOM 3akoHogaTensctBoM Kbiprbidckon Pecnybnuku;

r) npuobpeTeHMe W peanu3aunsi JEKapCTBEHHbIX CPeAcTB, NPOLWEeAWnX rocygapCTBEHHYHO
pernctpauuto/nepepernctpaunio B Kblprblackon  Pecnybnuke, unmM  BHeceHHbIX B [lepeyeHb
NeKapCTBEHHbIX CPEACTB, paspelleHHbIX K BBO3Y W MNPUMEHEHUIO B MEOUUMHCKOW MNpakTuKe Ha
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TepputTopun KprFbI3CKOl7I Pecny6n|/||<|/1 YNONMHOMOY€HHbIM ToCygapCTBEHHbLIM OpraHom KprFbI3CKOIZ
Pecny6nv||<w B obnactu 30paBooOXpaHeHna B ccbepe 06pau.|,eH|/|ﬂ NeKapCTBEHHbIX CPeacCTB,

[) OCYLLIECTBIIEHME peanu3almm Ha OCHOBaHMKM 4OroBopa (KOHTpakTa);

€) OCyLlecTBMeHNe OMNTOBOW peanus3aumy NeKapCTBEHHbIX CPeacTB, MPWM HanmMyuM OOKYMEHTOB,
nogTeepxaarowmx 6e30nacHOCTb, BblgaHHbIX B COOTBETCTBMM C 3akoHoAaTenbCTBOM  Kbiprbiackoi
Pecnybnuku;

) HanMune cooTBETCTBYIOLLMX NOMELLEHNIA, 0GOPYAOBaHNSA, CNELNanucToB;

3) cTporoe cobntogeHne yCﬂOBVIIZ XpaHeHnAa " TpaHCNopTUpOoBaHUA NEKapCTBEHHbIX CpeacTB B
COOTBETCTBUMN C X CBOMCTBAMU 1 TpeGOBaHMﬂMM HOpMaTMBHOVI LOOKyMeHTauuu;

W) HanMune cUCTeMbl JOKYMEHTaUuK, NO3BOMSOLLEN NPOCNeanTs BCe AENCTBUS, BbIMOMHEHHbIE B
OTHOWWEHMM §oboN MNONy4YEeHHOM U  OTIPYKEHHOW cepun/napTMM MpPOAYKUMM OT MOCTaBLWMKa [0
NnoKynaTterns, N yCTaHOBIIEHNE MECTOHAXOXAEHMSA NOOOro HEKA4YEeCTBEHHOTO NEKAPCTBEHHOTO CPeACTBa, a
Takke nnaHa MeponpuaTUi no npouenype 3pdEKTUBHOTO U3BATUSA C pPbiHKA JIEKAPCTBEHHbIX CPEACTB, B
cnyyae  obOHapyxeHuss  MX  HedoOpOKa4yeCTBEHHOCTM MMM HECOOTBETCTBUSA  TpeboBaHUAM
3akoHogartenbcTBa Kbiprbiackon Pecny6nuvku;

K) obecrneyeHne OOCTYMHOCTU MOMELLEeHWn U 0bopyaoBaHUS AN NPOBEAeHUsI UHCTIEKTUPOBaHUS
JAOJDKHOCTHBIMM  NILA@MK  YNOSTHOMOYEHHOTO rocyAapCTBEHHOro opraHa Kbiprbiackoli PecnyGnuku B
o6nacTu 3apaBooxpaHeHust B cdpepe obpalleHnst ekapCcTBEeHHbIX CPeacTB;

n) opraHmMsaumst XpaHeHus OOKYMEHTOB, obecneuvmBaromMX UX OOCTYMHOCTb, YNOMHOMOYEHHbIM
opraHaMm [Ans MnpoBEpPOK B TEYEHWE CPOKOB, YCTAHOBMIEHHbIX AENCTBYIOLUM 3aKOHOOATENbCTBOM
Kbipreiackon Pecny6nvku;

M) obecneveHne yCrnoBuii TPaHCNOPTUPOBAHUS U XPaHEHMUS NeKapCTBEHHbIX CPeACTB Ha cKnagax
BPEMEHHOI0 XpaHeHUs Npy NpoBeAeHUN NpoLeaypbl TAMOXEHHON OYNCTKU.

2. MNepcoHan

2. WTaT pgucTpubbioTOopa (NpeanpusiTUs ONTOBOW TOProBMNM NEKAPCTBEHHbIMKU CpeacTBaMu)
JOKeH OblTb YKOMMMEKTOBAH [J0CTaTOYHbIM — KOMMYECTBOM  KBanUULMPOBAHHOIO MepcoHana,
CnocobHOro Ha [OOMKHOM YpOBHe peluaTb NpodeccroHanbHble 3agadvsM B COOTBETCTBMM CO CBOUMM
[AOMKHOCTHbIMU 06A3aHHOCTSAMM.

3. PykoBogutenb npeanpuaTUs ONTOBOW TOProBMW feKapCTBEHHbIMWM CPeACcTBaMM OCYLLEeCTBRSET
obLee pykoBoAcTBO paboTol opraHM3aLmnmn U HeceT NOSHY0 OTBETCTBEHHOCTb 3a obecnevyeHne cucTembl
KayecTBa gUcTpmnbbiounu.

4, PyKOBODMTeJ’IeM anTevyHoro cknaga JeKkapCTBeHHbIX CpeAcCTB Ha3HayYaeTcA Jnuo, nMmeruliee
d)apmau,eBTquCKoe 06pasoBaHMe, KBaJ'IVI(*)VIKaLI,VIIO n onbiT paGOTbI B COOTBETCTBUU C Tpe6OBaHVIFIMVI
HacTtosulero PernameHTa.

5. Ha npeanpusTvn onTOBOW TOPrOBMM NEKapCTBEHHbIMW CPeACcTBaMU OTBETCTBEHHbLIM NULOM 3a
obecneyeHne KayecTBa HasHavyaeTcs N1LO, MMetoLLee Bbicliee hapmalieBThYeckoe oGpasoBaHue.

6. Ha npegnpuatvnM onToBOW TOProBNM NeKapCTBEHHbIMW CpeacTBaMu OOIMKHO ObiTb Ha3Ha4eHo
OTBETCTBEHHOE NULO 32 OXpaHy TpyAa u TeXHWKY Be3onacHoCTw.

7. Ha kaxpgoro COTpyAHWUKa OOJKHbI ObITb COCTaBMNEHbl OOMKHOCTHbIE MHCTPYKUUN.

8. Bce COTPYAOHUKN 00s13aHbl  3HATb U BbINOJHSATD npuHUunbl W npasuna Hagnexatien
ﬂ,VICTpVIGbIOTOpCKOVI NPaKTUKN. COprD,HVIKaM HeobxooumMo npoxoaunTb nocnenywuiee nosbileHne
KBaJ'Il/ICpI/IKaU,VIVI B COOTBETCTBUM C €r0 AOJMPKHOCTHBIMIN 0653aHHOCTAMM.

9. Bce coTpyoHUKM ONTOBbIX CKNAAoOB [OOMMKHbI ObiTb ObecneyeHbl creuuanbHOW OLEXAON,
npoxoauTb MeanUMHCKoe obcnenoBaHne B COOTBETCTBMM C YCTAHOBEHHbIM NMOPSAKOM.

10. I'IepCOHan I'Ipep,l'lpl/IHTl/IVI ONTOBOWN TOProBIn nekKkapcTtBeHHbIMU cpeacTtBamMu, HE3aBUCUMMO OT
(bOpM COOCTBEHHOCTW, LOIMKEH npoxogunTb aTtTtectauumio Ha I'IpOCbeCCMOHaJ'IbHyIO KOMNEeTEHTHOCTbL B
nopdaake, yCtaHoOBJ1IEHHOM 3aKOHO4aTesrlbCTBOM KprFbI3CKOIZ PeCI'IyGJ'IMKI/I.

3. NMomeweHune n obopyaoBaHue
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11. MNMomeLeHna n obopyaoBaHne NpeanpusiTUiA ONTOBOW TOProBIN JIeKApCTBEHHbIMU CPEACTBAMM
AOMKHbl  OblTb  MpUroAHbIMM M JOCTaTOuMHbIMKM AN obecneveHus Hagnexaiwlen COXpaHHOCTM W
peanusauun nekapcTBeHHbIX cpeacTB. KoHTponupyiowme npubopbl AOMKHbI NPONTUM Kanubposky u
NepUOANYECKYHO NMOBEPKY.

12. TlomellieHnsa, nnowagn u 060py,CI,OBaHMe ﬂ,VICTpI/I6blOTOpa OOJIKHbl  COOTBETCTBOBATb
YCTaHOBJIEHHbIM KBaJ'IVId)I/IKaLI,VIOHHbIM Tpe6OBaHI/IF|M.

13. TNomeleHns, npegHa3HayeHHble ANS UCMOMb30BaHUS B KavecTBe Ckrnaga BPEMEHHOro
XpaHeHUsi, JOMKHbI obecneunBaTb Haanexallyld COXPaHHOCTb MPOAYKLMW, WUCKIYUTL AOCTYM K HUM
MOCTOPOHHMX NUL, a Takke obecneynTb BO3MOXHOCTb MPOBEAEHUS B OTHOLUEHWM STOW MPOAYKLMK
TAMOXEHHOrO KOHTpons M oTbopa 06pasuoB B COOTBETCTBMM C 3aKOHOAATENbCTBOM KbIprbi3ckon
Pecnybnuku.

14. MNpoeKkTpoBKa ¥ NNaHUPOBKa MOMELLEHUN, pa3MellleHe NMPOM3BOACTBEHHOro 0GopyaoBaHUsS
JOJKHbI 0BecneunBaTth Hagnexaluin npuem, XxpaHeHne 1 oTNyck JiekapCTBEHHbIX CPEACTB.

15. B 30Hax npuemkn 1 oTnpaBky NpoAyKUMN OOIMKHbI ObITb CO34aHbl YCIOBUSA 3aLLMTbl NPOAYKLUK
OT BO34ENCTBUSA HEOMaronpusiTHbIX MOrOAHbIX M KNMMaTUYECKUX YCroBUW. B 30HaxX npuemMku AosmkHa
ObITb 06ecneveHa BO3MOXHOCTb OYUCTKM Tapbl C MOCTyNaroLwen NpoayKuMen nepes ee CKrnagupoBaHueM.

16. BpakoBaHHas M BO3BpalleHHas NPOAYKUWUS [OOMMKHA WMETb OTAENbHO OTBEAEHHYHD 30HY
XpaHeHus.

17. 3oHa nony4yeHua OormkHa ObITb OTAENeHa OT 30HbI XpaHeHuA.

18. MomeLeHna n obopyaoBaHue AOMKHbI NoaBepraTbes yoopke U Ae3nH(eKLMn B COOTBETCTBUM
¢ TpeboBaHuamMn CaHlnH, cTtaHgapTHLIX onepaunoHHbix npoueayp (COI), oTpaxatrowmx 0b6sa3aHHOCTH
nepcoHana no MNPOW3BOACTBEHHON CaHUTapWKM, NEPUOAUYHOCTL M MeToabl YOOpKM MOMELLEHWIA |
06paboTkn obopynoBaHusl, MNepeyveHb WHBEHTapsl, MaTepuanoB W AE3UHPUUMPYIOLWNX CPEACTB,
npMMeHsieMbIX Npy yoopke nomeLleHnin u obpaboTke (o4ncTke) obopyaoBaHus.

19. OomnxHo OblTb Ha3Ha4YeHO IMLUO, OTBETCTBEHHOE 3a OopraHunsauuto obuwero pykoBoacTBa no
CaHNTapHOMY COCTOAHUIKO NoMeLLEHN N O60pyp,OBaHVIFI.

20. Ha dacage 3gaHua nNpeanpusiTs OMNTOBOM TOPrOBNWM NEKapCTBEHHbIMKM  cpeacTBamu
yCTaHaBnMBaeTCs BblBeCka, umetowasa Ha 6enom doHe nsobpaxeHue 3eneHoro Kpecta, C 3eneHbIMU
OykBamu "[apblkaHa kamnacbl" - "ANTEYHbIA CKNagd" Ha KbIPrblI3CKOM M PYCCKOM £3blkax, C YKasaHUeMm
OpraHM3aunOoHHO-NPaBoBON (POPMbI COOCTBEHHOCTW.

21. Cknaackue noMeLleHVUs MpeanpusaThiA ONTOBOW TOProBMNM fEeKapCTBEHHbIMU cpeacTBamu
JOIMKHbl BbiTb  M30NMUPOBAHHLIMK, CcheunansHO 0GopPYyOOBaHHLIMKM  NMOMELLEHUSMK, MO3BONSALWNMM
obecrneunTb XpaHeHWe U Hagfiexallyld COXPaHHOCTb JIEKapCTBEHHbIX CPEACTB C YY4EeTOM UX (PU3MKO-
XUMUYECKMX, (DapMaKoNOrMiYecKUX 1 TOKCUKOSTOMMYECKUX CBOWCTB.

22. B nomelleHun npeanpusaTis ONTOBOW TOProBnM NEKapCTBEHHbIMM CPeaCcTBaMu LOIMKHbI ObITb
NPeAyCMOTPEHbI CKMaAckue W aaMMHUCTPATMBHO-OLITOBLIE MNOMELLEHUS, OObeaWHEHHble B OOHOM
CTPOEHMM UIK PacMnoSIOKEHHbIE pa3fenbHo (ganee - cknag).

23. Cknag MoXeT pasmeliatbCad B OTAEMbHO CTOALEM HEXWNOM  34aHuu,  34aHuu
NPOU3BOACTBEHHOIO Ha3HAYEHMS UM B HEXUMbIX MOMELLEHUAX XKUMbIX JOMOB.

Mpu aToM cknag OomkeH OblTb M30ONUPOBaH OT APYrMX MOMELLEHWI, UMETb OTAENbHbIA BXOA,
noobesdHyl Nnowaaky, pamny AOns pasrpy3km ToBapa. [pu pasMelleHMM cknaga B 3[aHuu
MEAMLMHCKOrO WM anTe4yHoro HasHayeHus agMUHUCTPATUBHO-GbLITOBbIE MOMELLEHUS MOryT ObiTb
obLmmun. Mpu pasmelleHun cknaga AomkHoO bbiTb oGecnedeHo BbiNoMHeHNe CTaHaapToB.

24. CknagckvMe noMeLleHVs OOMKHbl MMEeTb CUCTEMbI SIEKTPOCHABXEeHUs!, OTOMMEHNs, CUCTEMY
BOOOCHaBXeHUs, KaHanM3auum, NPUTOYHO-BbITSKHYIO BEHTUMSALMIO.

25. Otpenka nomelleHnin (BHYTPEHHME MOBEPXHOCTM CTEH, MOTOJMIKOB) AOSMKHA ObITb rnagkown,
AonyckaTtb BO3MOXHOCTb NMPOBEAEHNSA BMaxXHOW yoopku. Monbl CKnagcknx nomeLLeHnin A0MKHbI UMEeTb He
obpasyrouee nbifb NOKPbITUE, YCTONYMBOE K BO3AENCTBUIO CPEACTB MEXaHn3aumm U BraXKHON yOopKu ¢
NCMosib30BaHNEM Oe3NHMULMPYIOLLMX CPEACTB, NPU 3TOM He AOMYyCKaeTCsl UCMONb30BaHNE AePEBSHHbIX
HeoKpalleHHbIX noBepxHocTen. Martepuanbl OTAENKA MNOMELWEHUA [OOSMKHbI  COOTBETCTBOBATb
YyCTaHOBMEHHbIM TpebOBaHNSM.
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26. NomeweHusn ang XpaHeHna HapKOTUYeCKNX J1IeKapCTBEHHbIX CPpeaCcTB, NMCUXOTPOMNHbIX BELECTB,
AO00BUTBLIX U CI/IJ'IbHOD,eIZCTByI'OLLI,I/IX BewecTB OOJKHbl COOTBETCTBOBATL YCTAHOBI1IEHHLIM Tpe6OBaHI/IF|M.

27. BO3MOXHOCTb [OCTyna MOCTOPOHHMX INWL, B NPOU3BOACTBEHHbIE MOMeLleHNs (4acTb
CKNafiCKoro noMelleHns, npeaHasHadeHHasa [AOnsg npuvema, COPTUMPOBKM, XpaHeHUs, KOMMMekTauuu,
OTNycKa M OTIPY3KM NeKapCTBEHHbIX CPeACTB) A0mKHA BbiTb UCKIOYeHa.

28. lMomeleHnsa ckraga [OIMKHbl ObiTb (DYHKLMOHANbHO B3aMMOCBSI3aHbl MO  BbIMOJSTHAEMbIM
PYHKUUSAM: NpUeM, XpaHeHne, KOMMNITEKTaLUMsi 3aKa3oB U OTMYCK TOBapa.

29. Mnowaab NPOU3BOACTBEHHbIX NOMELLEHUIA anTeYHOro cknaga AOSKHA COCTaBnsATb HE MeHee
150 kB.M, 06ecneynBaTb BO3MOXHOCTb BbIMOSIHEHUS] OCHOBHBIX 3a4a4, (OYHKUMIA 1 BKITOYaTb:

- oTAen npuvema npoaykumm (komHata He meHee 20 KB.M);
- OTAEN XpaHeHUst MeankaMeHToB (He MeHee 70 KB.M);

- MOMeLLeHMe Anst MeankameHToB, TpebytoLmMx 0cobbiX YCNOBUI XPaHEHUS N KApaHTUHHYIO 30HY
(komHaTa He meHee 20 KkB.M);

- OTAen akcneauuum (komMHaTa He MeHee 20 kB.M);
- cnyxebHo-bbiToBbIE NOMeLLeHUs (He MeHee 20 KB.M).

Mnowaae anTe4yHoro ckraga B pervoHax (pavoHHbIX LeHTpax) U cknaga, npegHasHavyeHHoro Ans
OrpaHMYEHHOro accopTUMEHTa NeKapCTBEHHbIX CPeAcTB, OIMKHA BbITb He MeHee 50 KB.M 1 BKIOYaTh:

- Nnowaab OCHOBHOIO XpaHeHus - He meHee 30 KB.M;

- Apyrve npon3BOACTBEHHbIE NOMELLEHUs (MPUeM, KOHTPOIb, OTMYCK 1 T.4.) - He MeHee 20 KB.M.

30. O6wasa nnowadb aAMUHUCTPATMBHO-OLITOBLIX MOMELLEHUA 3aBUCUT OT YUCIIEHHOCTU
nepcoHana W paccyMTbiBaeTCs COrfacHoO AEeNCTBYIOWWMM HOpMaMm W MpaBuiam, BKYas
BCMOMoOraTerbHble CKNaAckue nomeLleHns, npegHasHayeHHble AN pasMeLleHms annaparta ynpasneHus,
ObITOBbIE MOMELLEHWs, HanpuMep, cnyxebHble nomelleHns annaparta yrnpaBneHus CKragoMm, MyHKTb
NUTaHUS, CaHNTapHO-ObITOBbIE MOMELLEHWS, NEeCTHUYHbIE KIETKM.

31. Ha cknage [omkHO ObITb BbiAEMNEHO chneuvanbHOe W30MNMPOBAHHOE MECTO AN XpaHeHus
MOWLUX U  AE3NMHPULUPYIOLLNX CPEeACTB, WMHBEHTaps WM MaTepuanoB, NpUMEHAeMbix npu ybopke
nomeLleHnn n obpaboTtke obopyaoBaHus, n rapaepodHas.

32. B rapaepo6Hoii BepxHsisl oexaa U obyBb XPaHSITCSl M30NUPOBAHHO OT CMEHHOW oaexabl U
obyBw.

33. MNpegnpusaTe oNnTOBOW TOProBNM AOMKHO ObITb OCHALWEHO 06opyaoBaHMEM U MHBEHTApEM B
COOTBETCTBUM C BbINOMHAEMbIMU YHKLMAMMN:

- cTennaxamu, NnogaoHamu, NoAToBapHUKAMM AN XpaHEeHUS MeAMKaMEHTOB;
- XonoaunbHbLIMU KamMmepaMu AN XpaHeHUsi TepMoNabunbHbIX NeKapCTBEHHbIX CPEACTB;
- CPEACTBaMU MEXaHW3aLun Asi Norpy304HO-pasrpy304HbIX paboT;

- npubopamu OnNs perucTpauMu napaMeTpoB Bo3dyxa (TepmMoMeTpamMu, MrpoMeTpamu Unu
ncvxpomeTpamm);

- 3anuvparwmnmMmmca MetTanim4ecknmMin LLIKa(baMI/I n CeVI(baMI/I ONna XpaHeHua oTAenbHbIX rpynn
NNeKapCTBEHHbIX NpenapaToBs, yquH0|7| LOOKyMeHTauunm n cnpaBquon nmTepartypbl;

- WKadamm Ons XxpaHeHUs1 BepXHEN 1 cneumansHon ogexabl, 00yBu B rapaepobHon;

- NE3NHMEKLMOHHLIMA CPEeACTBaMM U  XO3AWCTBEHHbIM WHBEHTapeM Ansa obecneyeHus
caHWUTapHOro pexuma.

34. Bce cknaackue noMelLeHusl, B KOTOPbIX XPaHATCS fekapCTBEHHbIE CPeACTBa, AOMKHbI UMETb
TepMOMETPbI, TMrPOMETPbI U NCUXPOMETPbI, KOTOPble pa3MeLLaloT Ha BHYTPEHHEN CTeHe MoMeLLEeHWs,
BAAnNW OT HarpeBaTenbHbIX NPUBopPoB Ha BbicoTe 1,5-1,7 M OT nona u Ha paccTosiHUU He MeHee 3 M OT
asepei. [Nokazatenu aTux NpMbopoB AOMKHbI €XeQHEBHO PEermcTpMpoBaThCs B CneumanbHOM XypHane
(kapTe) oTBETCTBEHHbIM nMUOM. KoHTponuvpylowme npubopbl AOMKHbI BbiTb CepTUdUUMPOBaHbLI 1
KannbpoBaHbl B yCTAaHOBNIEHHOM MOpPSOKeE.

35. Crennaxu onst XxpaHeHUs! NeKapCTBEHHbIX CPEACTB AOMKHbI OblTb YCTAHOBMEHbI CReayoLmMM
obpasom:
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- paccTosiHne A0 HapyXHbIX cTeH He MeHee 0,6-0,7 m;

- paccTosiHne o notorka He meHee 0,5 m;

- paccTosiHue oT nona He MeHee 0,25 wm;

- NIpoxoabl Mexay ctennaxamu He meHee 0,75 m;

- Ha BCex cTennaxax, wkadax, nofikax MnpUKPennseTca CcTennaxHas Kapta C yKasaHueM
HanMEeHOBaHMWSA NEKApCTBEHHOIO Npenaparta, Cepun, Cpoka roqHOCTU, KONMYECTBa eANHNL, XPaHEHWS.

36. MomeLeHna 1 obopyaoBaHue AN XpaHeHUs AOMKHbl OblTb Cyxumu, YncTbiMu, 6e3 Mycopa u
neinn.  CnegyeT npuvHUMaTtb COOTBETCTBYHOLUME Mepbl  NPEAOCTOPOXHOCTM, 4TOObl  n3bexaTb
NOBPEXOEHUS, 3apaXkeHNs1 MMKPOOPraHM3Mamu U NePEKPECTHON KOHTaMUHALUNW.

4. Nony4yeHue (Nnpuemka)

37. PyKOBOﬂ,I/ITeJ'IeM npeanpuaTna OnTOBOWN TOProBJ11 NekapCTBEeHHbIMU cpeacTtBamMmn OOJTKHO ObITb
Ha3Ha4YeHOo NnMnuo, OTBETCTBEHHOE 3a NnollydyeHne (ﬂpI/IeMKy) JNIeKapCTBEHHbIX CpeaCTB OT NMNOCTaBLLUUNKOB.

38. Tlpouenypa nonyyeHuss (NpUemKM) MPOAYKUMM AOSKHA ObITb OnNmucaHa B CTaHOAPTHbLIX
onepauuoHHbIx npoueaypax (COMM).

39. PykoBoauTenb NpeanpusiTMs ONTOBOW TOProBMMW NIEKAPCTBEHHLIMU CpeacTBammn 0653aH:

- co3fgaTtb ycrnoBuA Ona I'IpaBI/IﬂbHOIZ n CBoeBpeMeHHOVI npmemMKkn nponykuum, obecneunBatoLne
COXPaHHOCTb K npenoTBpallaroline nopyy npoaykumn, a Takke ee KOHTaMUHaUuKo;

- chegnTb 3a UCNpPaBHOCTbIO CPpeacCTB U3MEepEHNA, a TaKkkKe 3a CBOEeBPEMEHHOCTbIO NMOBEPKN UX B
YCTaHOBJIEHHOM MOPALKE;

- obecneunTtb, YTOOLI NUUA, OCYLECTBISIOWME NMPUEMKY MPOAYKLMM MO KayeCTBY M KONMYECTBY,
3Hanu 1 cTporo cobntogany npasua NPMEMKV NPOAYKLUUM, YCTAHOBIIEHHbIE HOPMATUBHBLIMW NPaBOBbLIMU
aKTamu, U CTPOro Mx cobnioaeHus;

- CMCTEMAaTUYECKM OCYLLECTBNSATb KOHTPOmNb 3a paboTon nuu, Ha KOTOPbIX BO3MOXeHa npuemka
NPOaYKLMN MO KAYecTBYy U KONMYECTBY, U Npeaynpexaatb HapyLeHns npaBun NpMeMKU NpoayKLmm.

40. Tlpouenypy npoBedeHWUss MepOonpuUATUA MO MNpPUEMKE MpoAyKLMM onpefenseTr nepsbin
pYyKOBOAMUTESNb ONTOBOW OpraHmn3auumn.

41. Onsa nony4yeHna n pasrpy3ku nocraBliideMblX JIEKapPCTBEHHbLIX CpenCcTB OOJIKHbI ObITb CO30aHbI
HeobxoauMble ycnosu4, obecneunBaroume COOTBETCTBYWLLYHO 3alnTy B Cliy4vyae He6J'IaI'OI'IpI/IFITHbIX
NOorogHbIX YCHOBMVI.

42. MNMpuremka BKMoYaeT B cebsA: NPUEMOYHBIN KOHTPOSb NOCTaBMEHHON NPOAYKLUWN MO KavyecTBy U
KONM4YecTBY MeCT, MPOBEPKY LIeNOCTHOCTM YNakoBKW (Tapbl), CBEPKY KONMYecTBa 3asiBMEHHOW napTuu
neKapCTBEHHbIX CPeACTB B COOTBETCTBUN C NPUXOOHLIM AOKYMEHTOM.

43. JlekapcTBeHHble cpefcTBa, Tpebywowme o0cobbiX YCNOBUA XpPaHEHWUHA, OOIDKHbl ObiTh
HEMEeONEHHO MOEHTUMUUMPOBAHbI W XPaHWUTbLCA B YCIOBMSIX, OMNPEAENeHHbIX HOpPMaTUBHbIMU
AOKYMeHTaMu 3aBOAa-U3roTOBUTESS.

44. OTBETCTBEHHOCTb 3a HEeHaAnexallyo NpuemMKy NPoayKLMn HECYT PYKOBOAMTENb NpeanpuaTms
ONTOBOW TOProBMnu NEKapCTBEHHbIMWU CPEeACcTBaMU M NULIO, OTBETCTBEHHOE 3a NONyYeHue NpoayKLuun B
COOTBETCTBUM C AENCTBYIOLIMM 3akoHogaTensctBoM Kbipreidckon Pecnybnuku.

5. XpaHeHune

45. B npeanpuaTusIX onToOBOW TOProBfM JIEKAPCTBEHHLIMM CPeACTBaAMU OOSMKHbI ObiTb CO3AaHbl
YCINOBMSl, rapaHTMpPYILME COXpPaHHOCTb, 6e30nacHOCTb WM KayecTBO JIEeKAapCTBEHHbIX CpeacTs, B
cooTBeTCcTBUM C TpeboBaHUAMU HacTosLero PernameHTa.

46. Cknapg BPEMEHHOIo XpaHeHua JieKapCTBEHHbIX CpPeaCTB AOO0JIKeH OTBeYaTb Tpe6OBaHI/IF|M
CaHUTapHO-anngemMmmnonorm4ecknx npasust U HOpPM, TUTUEHUYECKMX HOPMATUBOB, MNpeabABIIAEMbIX K
anTeYvyHbIM CKinagam.
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47. B OWNCTPMOLIOTOPCKOM CEeTU [OSPKHa [JeWCTBOBaTb CUCTEMA YMpaBfeHUs 3anacamu,
obecneunBaowas obopaymBaeMoCTb CKMaAckoro 3anaca, npaBuilbHOCTb paboTbl 3TOM  CUCTEMBI
perynspHo JofmKHa NpoBePATHCS.

48. 3anpeu_LaeTcs| peanun3auuna nekapCrBeHHbIX CpeacTB CO CK1agoB BPEMEHHOIO XpaHEeHUA.

49. JlekapCTBEHHble CpeAcTBa C MOBPEXOEHHOW YMNAaKoOBKOWM, a Takke 3abpakoBaHHas WU
KOHTaMWHMPOBaHHasi NPOAYKUMS [OMKHa OblTb M3bsATa U3 peanu3aumMm M XpaHUTbCA OTAENbHO B
crneunanbHO OTBEAEHHOW 30HE A0 NPUHATUS COOTBETCTBYHOLLMX Mep.

50. OTBETCTBEHHOCTb 3a HEHagmnexaline yCnoBus XpaHeHUs HeceT PYKOBOAMTENb MpeanpuaTvs
ONTOBOW TOProBnM NekapCcTBEHHbIMWU CPeACTBaMMn B COOTBETCTBMM C AENCTBYIOLWUM 3aKoHOO4ATENbCTBOM
Kbiprblackon PecnyGnuvku.

6. NocTaBKM 3aKa34ymkKam u TpaHCNnopTupoBaHue

51. PyKOBOﬂ,I/ITeJ'IeM npeanpuaTna OnTOBOWN TOProBJ11 NekapCTBeEHHbIMU cpeacTBamMm OOITMKHO ObITb
Ha3Ha4YeHo IunLo, OTBETCTBEHHOE 3a BbINOJIHEHME W KoopAauHauuko MepOI'IpI/IFlTI/IIZ no noctaBkamMm
NNeKapCTBEHHbIX CpeaCTB.

52. MMpouenypy NpoOBeAeHUss MeponpuATMA MO MocTaBke MNpoayKuuu onpedensieT nepBblii
PYKOBOAMTENb NPEANPUSATUAS ONTOBON TOProBIN NeKapCTBEHHbIMI CPeACcTBaMMU.

53. Bce nocTaBku B PO3HUYHYIO CeTb MOTPebMTeNnaM nNo peanusauun fekapcTBEHHbIX CPeacTB U B
MeaVLIMHCKNE yYpexaeHns HeobxoanmMo conpoBoXaaTh AOKYMEHTaMM, NO3BOMSIOWMUMN YCTAaHOBUTL AaTy
MocTaBKW, HasBaHvWe NpoAyKuun (BKM4Yas nekapcTBeHHyo hopmMy, 403MPOBKY, KOMMYECTBO MPOAYKLUN,
cepvio/nNapTvio, HOMep OOKYMeHTa, MnoaTBepxpawowero 6e3onacHOCTb NPOAYKUMM, HaMMEHOBaHWE W
appec noctasLwmka n nonyyatens). OTBETCTBEHHOCTb 3a AOCTOBEPHOCTb CBeAEHWW, NpeacTaBreHHbIX B
COMNpPOBOAUTENbHbIX JOKYMEHTaX, HeceT NOCTaBLUMK NEKApCTBEHHbIX CPeACTB B NOpsAKe, yCTaHOBIEHHOM
3akoHogaTtenbcTBoM Kbiprbizckon Pecnybnuvku.

54. TpaHCNOPTUPOBKY NeKapCTBEHHbIX CPeACTB HEOOXOAMMO OCYLLECTBMATL B YCMNOBUAX, YTOObI:
- He Obina yTpayeHa BO3MOXHOCTb UX MAeHTUMKaLuu;

- He O6blNMM KOHTaMUHUPOBAHbI APYIUMU JEKapCTBEHHbIMKM CpeacTBaMu  (0O3MpPOBKaMu),
BEeLLEeCTBaMMN U CaMn HE KOHTaMUHUPOBAnM KX,

- ObiMM  NPUHATBI  COOTBETCTBYIOLME Mepbl MNPedoCTOPOXHOCTM  Ans  NpeaoTBpalleHus
NOBPEXAEHNA N XULLEHWUIA;

- ObINY 3aWULLEHbl U He nogBepranncb Ype3MepHOMY BO3AENCTBUIO PaKkTOPOB BHELLHeW cpedbl
(Temnepatypa, CBeT, BNaXXHOCTb) U APYrMM oTpuLaTenbHbIM hakTopam.

55. JlekapcTBeHHble cpeacTtsa, TpebyoLwmne XxpaHeHNs B YCNOBUSAX KOHTPONMPYEeMON TeMnepaTypbl,
cnegyeT TPaHCMOPTUPOBAaTb B aHanOrMM4HbIX YCNOBUSAX, WCMOMb3ys COOTBETCTBYIOLME TEXHUYECKue
cpefcrsa.

56. OTBeTCTBEHHOCTb 3a HecobnoaeHue Hagnexawux YcroBurm  TpaHCNOpTUPOBaAHMUSA
nekapcTBeHHbIX CPeACTB HecyT pyKoBoAWUTENb MpeanpusaTus ONTOBOWM TOProBnW NeKapCTBEHHbLIMU
cpeacTtBaMm M nMLO, OTBETCTBEHHOE 3a MNOCTaBKy MpoAyKUMM B COOTBETCTBUM C OEVCTBYHOLLUMM
3akoHogatenbcTBoM Kbiprbizckon Pecnybnuvku.

7. Bo3BpaTbl NeKapCTBEHHbIX CPEeACTB HEe UMEHLLUX
aedekroB

57. BosBpaty AONCTpMObLIOTOPY MOryT MoAnexaTb JEKapCTBEHHbIE CpeacTBa, He wumetowme
aedekToB.

58. Tlpouenypa Bo3BpaTa MNPOAYKUMM, HE MUMeLWMX AedekToB, AoimkHa ObiTb onucaHa B
CTaHOapTHbIX OnepaunoHHbIX NpoLeaypax.

59. Bo3sBpalleHHble NlekapCTBEHHbIE CpeacTBa CriedyeT XpaHWTb OTAENbHO A0 MPUHSTUS Mep B
cooTBeTCTBUU ¢ TpeboBaHMsIMUM HacTosiLero PernameHTa.

60. BO3BpaLLI,eHHbIe NlekapCTBeHHble cpeancTtesa MoryTt ObITb NPUHATbI ﬂ,MCTpMGbPOTOpOM B Cny4yae,
€Cnn OTBETCTBEHHBLIM NMLIOM 3a 0becneyeHne kadecTea nposejeHa npoBepka Ha:
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- Hanuuue TMONHOTO  KOMMMEeKTa  COMPOBOAUTENbHbLIX  [AOKYMEHTOB, XapaKTepusyloLmx
BO3BpaLLEHHYIO MPOAYKLIMIO;

- COOTBETCTBME CEPUN NIEKAPCTBEHHbIX CPEACTB, YKa3aHHOW B CONMPOBOAMTENBHOW AOKYMEHTaumu;
- LeJTOCTHOCTb YMNaKOBKW;

- cobnogeHne TpeboBaHWIA NPaBU MapKUPOBKMY;

- cobnogeHne ycnoBmin Haanexallero XxpaHeHus 1 TpPaHCMOPTUPOBaHUS;

- BHELUHWI BUA, LBeT, 3anax;

- OCTaBLUUICHA CPOK FOAHOCTW.

61. MNprem Ha Bo3BpaT Npoaykuum 6e3 AoKyMeHTanbHoro ocpopmMreHns 3anpeLLaeTcs.

62. OTBEeTCTBEHHOE NUUO 3a obecnevyeHne KavyecTBa AOIMKHO AaTb ocbwu,maanoe pa3peleHne Ha
NPpUeMKy rnekapCTBeHHbIX CpeacTB OTBETCTBEHHOMY 3a NpMeMKy npoayKunn.

63. CneayeT coxpaHATb LOKYMEHTbI MO BO3BPaTy B COOTBETCTBMM C TPeOOBaHUAMN HACTOSLLENO
PernameHra.

8. MeponpusaTua npu oT3biBax NpoayKUUun

64. B npegnpmaTMM ONTOBOW TOProBMM NEKapCTBEHHbIMU CPEACTBaMM AOIMKHA ObiTb paspaboTaHa
npoueaypa oT3biBa NPOAYKUUU U YTBEPXAEHA PYKOBOAUTENEM.

65. Mpouedypa OT3blBa NpoayKuUM OOMKHa GbiTb OMMcCaHa B CTaHAAPTHbLIX OMnepauMOHHbIX
npoueaypax, perynspHo npoBepsiTbCA 1 Npyu HEOGXOAMMOCTHU, aKTyanuanpoBaTbCs.

66. PyKOBOﬂ,I/ITeJ'IeM npeanpunaTuna onToBOM TOProBJ1N NekapcTBeHHbIMU cpeacTBamMn OOJTKHO ObITb
Ha3Ha4yeHo nnuo, OTBETCTBEHHOE 3a 060p M ydeT OT3bIBOB NpoAyKUUn C pbiHKa, N CO34aHbl yCnoBua And
BbIMOSTHEHUS HeobxoanMbIX npouenyp. OTBeTcTBEHHOE NUUO AOMMKHO ObiTb He3aBMCMMO OT OTAena
cbbiTa n MapKeTUHra.

67. INlnuo, oTBeTCTBEHHOE 3a cOOpP M y4yeT OT3bIBOB NPOAYKLMM, OOIKHO MMETb B MOAYMHEHUU
COOTBETCTBYIOLLUIA MepcoHan Mo npoueaype OT3biBa, YKOMMNEKTOBaHHbLIN B JOCTAaTOMHOM KONWYECTBe
AN npopaboTkyn MHdopMaLMM ¢ HeOBXOAMMOW CPOYHOCTLIO BCEX aCMEKTOB OT3bIBOB.

68. [lencteus No oT3bIBY AOMKHbI ObITb HAa4YaTbl HEMELNEHHO U B Ntoboe Bpems.

69. Bce onepaumuM MO OT3bIBY OOMMKHbI JOKYMEHTUPOBATLCA BO BPEMS WX BbINOMAHEHUS W
COCTaBMNeH OKOHYaTernbHbI OTYeT, coAepXallui COOTHOLWeHWe (6anaHc) Mexay MOCTaBMEHHbIM W
BO3BpALLEHHbIM KOMMYEeCTBOM NpoAayKumu. [OKyMeHTbl BO3BpaTa OOSPKHbl OblTb NpegocTaBneHbl B
ynonHoMouYeHHble opraHbl Kbiprbidckon Pecnybnukun, a Takke cTpaHaMm, Ha TeppPUTOPUIO KOTOPbIX Bbinn
OCYLLLeCTBIEHbl MOCTaBKN NEKapCTBEHHbIX CPEACTB.

70. lokymeHTauma no guctpmbbiounn gormkHa ObiTb JOCTYNHa nuuy/nuuam, OTBETCTBEHHOMY/bIM
3a OT3bIBbl, M coAepXaTb MOSHYK MHGPOPMALMIO O ANCTPUBBLIOTOPaX U HEMOCPEACTBEHHbIX 3aKa3yukax,
nonyyYmMBLUMX MNPOAYKUMIO (C ykasaHMem agpeca, HOMepoB TenedoHa w/mnu dakca, paboTaroLmx
KPYrIOCYTOYHO, HOMEPOB CEPUM N KONMMYECTBA MOCTABIIEHHOW MpoAyKUMK), BKOYasa MHdopmauuio ob
3KCMOPTMPYEMON NPOOYKLMM 1 NIEKapCTBEHHbIX 0OpasLax.

71. Ona obecneyeHns aPEKTUBHOCTU MEPONPUATUIA NpU  OT3biBax MNPOAYKUUW cucTema
AOKYMEHTMPOBaHMSA NOCTaBOK JOofmkHa obecnevmBaTb BO3MOXHOCTb HEMEANEHHOro onpeaeneHns Bcex
MECT MOMyYeHMs feKapCTBEHHbIX CPeACTB W YCTaHOBMIEHUS KOHTAKTOB C AMCTpubbloTOpamMun U
HenocpeACTBEHHbIX 3aKa34YnKOB, MONYYMBLUMX NPOAYKLIMIO.

72. OTO3BaHHY0 NPOAYKUUIO credyeT MOEHTUMUMPOBaTb U XPaHUTb OTAENbHO B Ge3onacHow
30He [0 MPUHSTUS pPeLleHUst YNoNIHOMOYEHHOrO rocydapcTBeHHoro opraHa Kbipreiackoir Pecny6nviku B
obrnact 3opaBooxpaHeHVMss B cepe oOpalleHUs NiekapCTBEHHbIX CpeAcTB UM Brajenbua
pervcTpaumyoHHOro yAOCTOBEPEHUSI.

73. B peLweHnn 00 o0T3blBE [AOMKHO OblITb yKasaHune o HeobxoaMMOCTU UnKn OTCYyTCTBUU
HeobXxooMMOCTN OT3bIBa npoaykummn n3 pO3HI/|‘-IHOI7I ceTn.

74. B cnyyae oT3blBa NPOAYKUMM MO MPUYMHE WU NOO03PEHUI0 Ha €€ HEKAYeCTBEHHOCTb JOJIKHbI
GbiTb OMOBELLEeHbl KOMMNETEHTHbIE YMONMHOMOYEHHblE OpraHbl BCeX CTpaH, B KoTopble Morna ObiTb

209



TexHudeckuin pernameHT "O 6e30nacHOCTM NekapcTBEHHbIX cpeacTe ans..."

nocTtaBlieHa 3Ta nNpoAyKUuuA, a TakKkKe 3aKa34uKu (ﬂ,I/ICTpM6bPOTOpr, PO3HNYHbIE OpraHn3auun,
MeguUmnHCKne opraHM3au,Mv|), KOTOPbIM Oblna nocraeneHa AaHHas npoaykuua.

9. KoHTpadhakTHble (¢hanbcucpuumpoBaHHbie) NeKapCTBEHHbIE
cpencrtBa

75. KoHTpadakTHble (chanbcnduumpoBaHHble) mneKapCTBEHHble CpeacTBa  OOMKHbl  ObITb
NOeHTMUUMPOBaHbLl  Kak, He COOTBETCTBylLMEe TpeboBaHWsM 3akoHopaTenbctBa Kbiprbidckom
Pecnybnvku n He nognexalume peanusauun.

76. Mpouenypa no cbopy MHdopMaLun o KoHTpadaKTHOW (dhanbcuduUMpoBaHHOM) NPOAYKUUK
JomKHa bbiTb onucaHa B COIN.

77. PykoBogutenem npegnpusitusi oNnTOBOW TOProBnyv fIeKapCTBEHHbIMU CPEACTBAMU LOIDKHO ObiThb
Ha3Ha4YeHo NUUO, OTBETCTBEHHOE 3a BbINOMHEHNE N KOOPAMHALMUI0 MeponpusTuin no cbopy nHpopmaumm
0 KOHTpadakTHoW (hanbcnrumpoBaHHON) NPOAYKLMN.

78. Meponpusatusa no BbISIBNEHUIO KOHTpadakTHON (dhanbcuduumpoBaHHOW) NPOoAyKUMN OOMKHbI
ObITb yTBepXdeHbl MNepBbIM pyKOBOAUTENEM MNPeAnpuUSTUS ONTOBOW TOPrOBMW  NEeKapCTBEHHbLIMU
cpeacTeamu.

79. Bce noateBepXaeHHble akTbl MO BbIABMEHUIO KOHTpadakTHOM (dhanbcuduumMpoBaHHOMN)
NPOAYKUUN OOSMKHbI ObITb CBOEBPEMEHHO 3aJ0KYMEHTUPOBAHbI.

80. OucTtpmbbioTop MHMOPMUPYET YMONTHOMOYEHHbIE OpraHbl M Briagenbla perucTpalyoHHOro
yOOCTOBEPEHUS MOANMHHOIO NIEKapCTBEHHOrO cpeAcTtBa 06 oBHapyXXeHWM M HanuumMm KoHTpadaKTHOW
(banbcmdpuumpoBaHHON) NpoayKkuMmK B TeveHne 10 gHen.

81. KoHTpadakTHas (danbcmduumMpoBaHHasi) NpoayKumMsl, BbisiBIIEHHad B CETU AUCTpMObOLMN,
OOMKHa  XpaHUTbCA  OTAENbHO  OT  APYrMX  NekapcTBeHHbIX  cpeAcTB.  KoHTpadakTHas
(dbanbcndpuumpoBaHHasa) NPOAyKUMS [OIDkHA ObiTb YETKO MapkupoBaHa Haanucbio "He nognexut
peanusauun”.

10. CamouHcnekuums

82. CamoumHcnekunsa NnpoBOAMTCS C LIENbl OLIEHKU COOTBETCTBUS BbINOMHEHUST AUCTPUDBLIOTOPOM
BCEX acCMeKkTOB Haanexallen ANCTPUOBLIOTOPCKOM MPaKTUKK, BbISIBNEHUST HEOOCTATKOB B BbINOSIHEHWUM
AaHHbIX TpeboBaHMM M BHECEHMSI MpeanioXKeHWn MO MNPOBEOEHUI0 MEPOMNpUATUA, CBSA3aHHbIX C
yCTpaHeHNeM HeJoCTaTKOB.

83. CamowuHcnekumMs npoBOAMTCA NULOM UMM He3aBMCMMOW TPYMnnon K3 4Yucna COTPYAHUKOB
AaHHOro NpeanpuATAS ONTOBOKW TOPrOBNW feKapCTBEHHbIMM cpeacTBaMun. B o6a3aHHOCTY rpynnbl BXOAAT
06beKTUBHas OLeHKa BbINOMHeHns TpeboBaHMn ANCTPUOLIOTOPCKOM NMPaKTUKM MO ONTOBOW OpraHv3aumu
W KOHTPOMb 3@ OCYLLECTBIIEHNEM KOPPEKTUPYIOLLNX AENCTBUN.

84. YactoTa npoeeageHna caMmonHcnekunn 3aBMCcUT OT Tpe6OBaHI/Il71 npeanpuaTna n onpeaendeTcad
pykoBoauTenem OMTOBOW opraHusauunn.

85. rlpOBeJJ,eHI/Ie BCEX CaMOWMHCNEKLMIA OOMKHO ObiThb 3a40KYMEHTUPOBAHO.

86. Tlporpamma no caMouHCMeKUuMn paspabaTbiBaeTcs B BWAE MNUCbMEHHbLIX WHCTPYKLMHA,
obecneuynBaloLLMX MUHMMarbHbIE U eanHO0Bpa3sHble TUNoBble TpeboBaHWs, OXxBaTbiBalOLWME creagyloLlme
NYHKTbI:

- nepcoHarn;
- MPOU3BOACTBEHHbIE MOMELLEHMS, BKINOYas NOMELLEHNS A11S NepcoHana;
- cogep)xaHue 3gaHui u oocnyxmeaHne 00opyaoBaHUs;

- XpaHeHue Nony4yeHHoN NPOoAYKLUN;

- obopynoBaHue;

- LOKYMEHTaLuS;

- CaHMTapHO-3NMAEMMOIIOrMYecKMe TpeboBaHUS;

- TexHuKa 6e30nacHOCTM 1 OxpaHa Tpyaa;
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- Npouenypa 0T3bIBa;
- OpraHM3aumsl pacCMOTPEHUS peknamaLmii;
- pesynbTaThl NpeabIayLLNX CAMOUHCNEKLIMIA U MPEANPUHATBLIX KOPPEKTUPYIOLLIMX AENCTBUA.

87. PykoBOACTBO JOMKHO o6ecneyunts npoBeaeHne GesoTnaratenbHbIX AEACTBUA MO YCTPAHEHUIO
BbISIBNIEHHbIX HECOOTBETCTBUA U UX NpuymH. [poBecTn nocnenywoline MeponpusaTus no npoBepke
pes3ynbTaTtoB NPeanpUHATLIX JENCTBUN N NX 3PEKTUBHOCTD.

88. Tlocne 3aBeplleHVMst cCaMOMHCNEKUMM [OImKkeH ObiTb cocTtaBneH otyeT. OTyeT [OrmKeH
copgepxaTb pesynbTaTbl HaOMOOEHUI CaMOMHCMEKUMM, BKMOYas OLEHKY W 3aKMYeHus, U npu
HEeOOXOAMMOCTM, PEKOMEHAALIMN KOPPEKTUPYIOLLNX MEPOMPUSATUIA.

11. MOHUTOPUHT nHOPpMaLUM

89. [Ina ocywecTBneHnss MOHUTOPUHra B cdepe obOpalleHns NeKapCTBEHHbIX CpeacTB
ANCTpMOLIOTOP (NpeanpusiTue ONTOBOW TOPrOBMW NEKApPCTBEHHbIMM CpeacTBaMu) MpeacTaBnseT B
YMNOSTHOMOYEHHBIA TOCYAApPCTBEHHbIN opraH Kbiprbiackon Pecnybnvku B obractu 3gpaBOOXpaHEHUsT B
chepe obOpalLeHNst TeKapCTBEHHbIX CPEACTB CrieayHoLLy0 MHAOPMaLmio:

- MO MMMOPTY/3KCMOPTY NEKAPCTBEHHLIX CPEACTB;

- N0 dakTy BbIABNEHUs hanbcuguLmnpoBaHHoOm (KOHTpadakTHON) NPOaYKLMY;
- 0 MOMYYEHHbIX peKNaMaumsax 0 Ka4yecTBe NPoayKUuu;

- O BbISIBMIEHHbIX Opakax;

- 0 KONMYeCcTBaxX U3bATON C pbiHKa HeLOOPOKAa4YECTBEHHOWN MPOAYKLMW.

90. Mopsgok cbopa n yyeTa MHGOPMALMK ONS NPOBEAEHMS MOHUTOPMHIa B cdepe obpalleHust
NeKapCcTBEHHbIX CPeaCcTB yCTaHaBnMBaeT YMNOSIHOMOYEHHbIM FOCyAapCTBEHHbIN opraH Kblprbi3cKom
Pecnybnvku B obnacTtu 3agpaBooxpaHeHus B cchepe obpalleHnsi nekapCTBEHHbLIX CPEACTB.

91. B cnyyae HecobnogeHua nyHkta 89 Hactoswmx [MpaBun guctpmbbioTop Hecet
OTBETCTBEHHOCTb, YCTAHOBMNEHHYIO 3akoHoAaTenbCcTBOM Kbiprbiackon PecnyGnuku.

12. UHchbopmaums o AUCTPUOBLIOTOPCKON AEATENIbHOCTMH,
KOTOpYIO crnieayeT NpefocTaBfsiTb KOMMNETEHTHbIM
YNONMHOMO4YEHHbIM OpraHam apyrux ctpaH

92. AnctpubbloTopbl (NPeanpusiTUs ONTOBOW TOProBfM NEKAPCTBEHHBIMU CPEACTBAMM), UMetoLLME
HamMepeHnsa peanu3oBbliBaTb UNU peanuaylollime NekapCTBEHHble CpPeacTBa He Tonbko B Kbiprbi3ckom
Pecnybnvke, HO 1 B ApyrMx cTpaHax, 4OMKHbI MO TpeBOoBaHMI0 KOMMNETEHTHBIX YNONTHOMOYEHHbIX OPraHoB
APpYron cTpaHbl (CTpaH) npenocTaBnaTb by MHAOPMALMIO O XapaKTepe [OeATenbHOCTU Mo
ANCTpMObIOLMK, aapeca CKNadoB U MyHKTOB peanu3aumu, ecnu TpebyeTcsd, 3aHnMaemMyo Mu nnowagp.

Mpn Heo6XxoaNMOCTN AUCTPUOLIOTOP AOMKEH MOMYyYnUTb MHOPMALMIO O NoBbIX 0683aHHOCTSX MO
0o6CnyXMBaHMIO HaceneHusl, KoTopble BO3NaratTCcs Ha AUCTPUOBLIOTOPOB Ha TEPPUTOPUN APYron CTpaHbl
(cTpan).

Mpunoxexwe 7

POPMbI
3asiBNeHUs Ha rocyJapCcTBEHHYI0
perucTpauuio/nepeperncTpaumio neKkapCTBeHHbIX CPeaCcTB

(Ympamunu cuny
8 coomeemcmesuu ¢ nocmaHoeneHuem lMpasumenscmea KP om 28 agzycma
2018 eoda Ne 405)
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MpunoxeHne 8

O6pa3seL, permcTpaLmMoHHOro yaocToBepeHus

(Ympamun cuny
8 coomeemcmeuu ¢ nocmaxoesneHuem lNpasumesniscmea KP om 28 asaycma
2018 eoda Ne 405)

MpunoxeHwne 9

COOBLUEHUE
0 NOGOYHbIX peakUMAX Unu oTcyTcTBUMN 3chPeKTUBHOCTHU
NneKapCcTBEHHbIX cpeacTB (Kentas KapTta) (3anonHseTcs
MeAULIMHCKUM Unn chapmaueBTUYeCKUM paboOTHMUKOM)

(Ympamuno cuny
8 coomeemcmeuu ¢ nocmaxosneHuem lNpasumenibcmea KP om 6 dekabpsi
2018 eoda Ne 564)

Mpunoxexne 10

OTYET
O criy4asix NOGOYHbIX peakuun Nnpm MeauLUHCKOM
NpUMEeHeHUn NeKapcTBeHHbIX cpeacTB y nauueHToB B O3
(cpoku npepgocTaBneHusA: He no3agHee 25 nekabpa Tekywero
roaa)

(Ympamun cuny
8 coomeemcmeuu ¢ nocmaHosneHuem lNpasumenscmea KP om 6 Oekabpsi
2018 eoda Ne 564)

Mpunoxexue 11

COOBLUEHUE
0 NO6OYHOM peaKkuumn Unu oTcyTcTBUM 3P PEeKTUBHOCTH
NeKapcTBEHHOro cpeacTtaea npyv MeauLMHCKOM NPUMEHEHUU
(3anonHsieT nponsBoAuTenb/3aaBUTENL/UNKU €ro
npeacraBuTesb)

(Ympamuno cuny
8 coomgemcmeuu ¢ nocmaHoeneHuem [Npasumenscmea KP om 6 Oekabpsi
2018 eo0a Ne 564)

Mpunoxexne 12
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CTPYKTYPA
perynsipHo o6HoBnsieMoOro otyeta no 6esonacHocTH
neKapcTBEHHOro cpeAcTBa, pa3peLleHHOro K MeAULMHCKOMY
npumeHeHuto B Kbiprbizckon Pecnybnuke

(Ympamuna cuny
8 coomeemcmeuu ¢ nocmaHosneHuem lNpasumerniscmea KP om 6 dekabps
2018 eoda Ne 564)

MpunoxeHne 13

dopma npeaocTaBneHusi CBeAeHHbIX AaHHbIX
npousBoauTenem/3asaButenem (Unu ero npeacrtaBuTenem) o
COCTOSIHMM 6e30NacHOCTU MeAULIMHCKOro NpuMeHeHuns
nekapcrtBeHHoro cpeactBa B Kbiprbiackon Pecnybnuke 3a
nepuoa encTBUA NnocrneaHero permcTpaLMoHHOro
cBuaeTenbCcTBa

(Ympamuna cuny
8 coomeemcmeuu ¢ nocmaHosneHuem lNpasumenbcmea KP om 6 dekabpsi
2018 eoda Ne 564)

MpunoxeHne 14

CTPYKTYPA
NpoTOKONa uccnegoBaHnA 6€30NacHOCTU NIeKapCTBEHHOIro
cpencTBa, pa3peLeHHOro K MeAULUMHCKOMY NPUMEHEHUI0 B
Kbiprbizackon Pecnybnuke

(Ympamuna cuny
8 coomeemcmeuu ¢ nocmaHosneHuem lNpasumenscmea KP om 6 dekabpsi
2018 2o0a Ne 564)

MpunoxeHue 15

COOBLUEHUE
O Hauarne uccnepoBaHus 6e30MacHOCTU NIeKapCTBEHHOro
cpeAacTBa, pa3peweHHOro K MeAULUMHCKOMY NPUMEHEHUIo
(3anonHsieTca npousBoauTenemM/3asBuTeniemM Unu ero
npeacraBuTesnieMm)

(Ympamuno cuny
8 coomgemcmeuu ¢ nocmaHoeneHuem lNpasumenscmea KP om 6 0ekabps
2018 eo0a Ne 564)

MpunoxeHne 16
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COOBLUEHUE
O 3aBepLIeHMN N BpeMeHHOM npeKpalleHMn nccrnenoBaHus
6e3o0nacHOCTU NeKapCTBEHHOro CPeACTBa, pa3peLleHHOoro K

MeOULUHCKOMY NMPUMEHEeHUIo (3anonHsaeT
npousBoauTenb/3asaBUTENDb)

(Ympamuno cuny

8 coomeemcmeuu ¢ nocmaHoaneHuem lNpasumenscmea KP om 6 dekabpsi

2018 200a Ne 564)

MpunoxeHne 17

CTPYKTYPA
oTtyeTa 06 nccnegoBaHMu 6€30MNACHOCTU NIEKAPCTBEHHOIO

CpeAcTBa, pa3peLleHHOro K MeAULIMHCKOMY NPUMEHEeHUIo B

Kbiprbizackon Pecnybnuke

(Ympamuna cuny

8 coomeemcmeuu ¢ nocmaHoaneHuem lNpasumenscmea KP om 6 dekabpsi

2018 eo0a Ne 564)

MpunoxeHne 18

YBEOAOMJIEHUE
OoTHOCUTenbHO Aed)eKTa KayecTBa

1 | Komy: (cMOTpeTb CN1COK B AOMOMHEHUK, €CNN BorbLUE YEM OOUH)
2 | Knacc gedekta kayecTBa cpecTBa, KOTOPOE OT3bIBAETCH
| Il (o6GBECTU KPYrOM OAMH U3 HUX)
3 | ®anbcudmkat/nogaenka (0TMETUTD)
4 | JlekapcTBeHHOE CpeacTBo:
5 | PeructpauunoHHbIn HomMep:
6 | ToproBoe Ha3BaHue:
7 | MHH, unn HenaTeHTOBaHHOE Ha3BaHME:
8 | Josuposka:
9 | Cocras:
10 | Homep cepuu:
11 | Cpok rogHocCTH:
12 | KonnyecTBO yNakoBOK U KOSIMYECTBO B CEPUN:
13 | daTa npousBoacTea:
14 | Bnageney permcTpaumMoHHOro yaoCTOBEPEHMS:
15 | MNMpounsBoguTens: YnonHomoveHHoe nuuo: TenedoH/dakc/e-mail:
16 | OpraHusauus, KoTopasi NpoBOAUT OT3bIB (€CNN OTNMYaeTcs): YNONHOMOYEHHOE NNLLO:

TenedoH, cakc, e-mail:
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17 | NopsakoBbIi HOMEpP OT3bIBa (ECNU UMEETCH):
18 | Oetanb AedekTa KayecTBa/MPUYNHBI OT3bIBA:
19 | NHdopmaums OTHOCMTENBHO ANCTPMOBYLIMK, BKNOYasA aKCnopT (Tun notpebutens, B T.0. JIMN3):
20 | Meponpuatna, npoBeAeHHble OTBETCTBEHHOW OpraHn3aumen:
21 | Npepnaraemble MepPONPUATUS:
22 | OT opraHmnsaumm:
23 | KoHTakTHOE nnuo: TenedoH:
24 | MNoanwuce:
25 | OaTa:
26 | Bpewms:
Mpunoxexne 19
NMOKA3ATEIU

KayecTBa U 6e3onacHoCcTU JNNeKapCTBeHHbLIX cpeacTB

(Ympamunu cuny
8 coomeemcmeuu ¢ nocmaHoesneHuem lNpasumenbcmea KP om 28 agaycma
2018 2o0a Ne 405)

Mpwunoxexne 20

®OPMA
3asiBKW, pelleHUs U aKToB Mo npoueaypam ceptudurkaumm

(Ympamuna cuny
8 coomeemcmeuu ¢ nocmaHoesneHuem lNpasumenscmea KP om 5 utona 2018
2o00a Ne 312)

Mpunoxexue 21

CXEMbI
cepTuduKaumm neKapcTBeHHbIX CpeacTs

(Ympamunu cuny
8 coomeemcmeuu ¢ nocmaxosneHuem lMpasumenscmea KP om 5 urons 2018
200a Ne 312)

MpunoxeHne 22

NOJNIOXXEHUE
MO KOHTPOJSIIO HA MeXaHN4YeCKue BKIIUYEeHUs UHbEKLMOHHbIX
neKapcTBeHHbIX CPeACTB U rnasHbIX Kanesnb

(B pedakuyuu nocmaHoeneHus lNpasumenscmea KP om 23 uroHa 2014 2oda Ne
346)
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l. O6Lme nonoxeHus

1. Hactosiwee MNonoxeHue ycTaHaBnnBaeT NopsA0K KOHTPONSA Ha MeXaHUYeckme BKITIOUYEHUS BCex
BWIOB:

- VHBEKUMOHHbIX MNEeKapCTBEHHbIX CPEeACTB: WHMY3NOHHBIX U WHBLEKLMOHHBLIX pacTBopax,
npenapartax KpoBW, KpOBE3aMEHUTENsIX, KOHCEPBaAHTaX KPOBW U MPUMEHSIEMbIX B BUL4E PacTBOPOB CyXMX
reKapCTBEHHbIX CPeaCTB.

KoHTponio nognexaT WHbEKLMOHHbIE JlekapCTBEHHbIE CPEACTBa, BbIMyCKaeMble B ammnynax,
onakoHax, GyTblfikax, LUNpPULU-TIOOMKaxX U OPYrMx eMKOCTSIX M3 CTeKna MMM Npo3payvHbiX MOSMMEpPHbIX
mMaTepuarnos.

Mpu KOHTpPOMe Ha MexaHU4YecknMe BKIIOYEHUSI  YUUTbIBAETCA 0ObeM  MHBLEKLMOHHOTO
nekapcTBeHHoro cpeacTea. Mpenapatbl Manoro obbema - 100 Mn 1 MeHee, Gonbloro obbema - Gonee
100 mn, HE3aBUCMMO OT TOrO, SIBISIKOTCS JIM OHWM PaAcTBOPaMMU UMM MOMyYeHbl NMpU PacTBOPEHUN CYXMX
neKapCTBEHHbIX CPeACTB;

- TOTOBbIX JTEKapCTBEHHbIX CpeaACTB B BMAE MA3HbIX Kanesib B yNakoBKe N3 CTEeKIa U npo3paYvHbliX
NOJIMMEPHbIX MaTepuarnos, a TakKe pacrpoCTpaHAETCA Ha rnas3Hble Karnmin, U3arotoBrieHHble B anTekax rno
nHamemnayarnbHbIM MNPONUCAM.

MpaBuna He pacnpOCTPaHSATCA Ha KOHTPOSb [MasHbIX Kanefb B €MKOCTSX W3 Hernpo3payvHbiX
MaTepuaroB; Takme fekapCTBEHHbIE CpeacTBa OLIEHMBAKOTCHA B COOTBETCTBUN C TpeboBaHMUAMM YaCTHbIX
cTaTten.

2. Hactosme TpeboBaHMs 06s13aTenbHbI A4S BCeX NPEeAnpUsTAA 1 OpraHnsaumii, BbiMycKaloLwmxX 1
KOHTPONMUPYIOLMX  BbILUENEPEYNCIIEHHbIE  MpenapaTtbl, HEe3aBUCMMO OT WX  BeAOMCTBEHHOMN
NpUHaANeXXHoOCTH 1 opM COBCTBEHHOCTH.

3. Boibopka - 310 uncno amnyn, nakoHoB, BYTLINOK MW APYrMX eMKOCTEN, KOTopble HE06X0aUMO
oTobpaThb ANs KOHTPOMS OT KaXKOoW Cepumn roToBON NPOAYKLUMN.

Il. UHbekuMoHHbIEe NeKapCcTBEeHHbIE CpeaAcTBa
4. KoHTpOrb 1 NoAcyeT KONMYecTBa YacTuL, MOXeT NPoBOAUTLCH TpeMs MeToAamu:
1) BU3yanbHbIM;
2) c4EeTHO-(hOTOMETPUYECKUM;
3) MUKPOCKOMMUYECKNM.

5. Mo MexaHN4eCcKMMK BKITHOYEHUSIMWN NogpasyMeBatoTCa NOCTOPOHHME HEPACTBOPUMbIE YacTULbl
(KpoMe ny3bIpbKOB rasa), CnyyYamHo NPUCYTCTBYIOLLME B NNEKAPCTBEHHbIX CpeacTBax.

6. KOHTpOJ'Ib Ha MeXaHU4eCKune BKITHYEeHUA LOOJIKEeH NpoBOAUTLCA B YCIIOBUAX, UCKIHOYaKLWKMX
BO3MOXHOCTb nonagaHuna NnoCTOPOHHUX YaCTuL, B KOHTpoNnupyemble o6pa3u,b|.

1. BusyanbHbI MeTOA KOHTPOJS
7. YcnoBusl npoBeaeHnNst KOHTPOTS.
1) nomelleHve [na BM3yanbHOTO KOHTPOMNS WMHBLEKLMOHHBIX MNPenapaTtoB Ha MexaHu4eckue
BKIMIOYEHUS OOIMKHO ObITh 3alUMLLEHO OT NPSMOro nonagaHusi CONMHEYHOro CBETa;
2) pabo4yee MeCTO KOHTpoJSiepa OCHaLLL@aeTCA CTONOM M UCTOYHUKOM OCBELLEHMS;

3) BU3yanbHbIN KOHTPOSb UHBEKUMOHHBIX NpenapaTtoB Ha MeXaHW4YecKne BKYEeHUS MpoBOAMTCSA
KOHTPONEpOM HEBOOPYXXEHHbIM rNa3oM Ha 4YepHOM M 6enoM ¢oHax. 30Ha KOHTpONsS Mpu NpPocMoTpe
OCHallaeTCA  9rfeKTPUYecKon nammon  HakanuMBaHWs WAM  NamMnol  OHEBHOro  HakanuBaHus
COOTBETCTBYHOLLEN MOLUHOCTU, B 3aBMCMMOCTM OT CTENeHW OKpacku pacteopoB (Tabmmua 1 K
HacTosLweMy npunoxeHuto). OCBELLEHHOCTb 30HbI KOHTPOMS AOMKHa cocTaBnATb He MeHee 2000 rk.

Tabnuua 1
MolwHOCTb UCTOYHMKA CBeTa NpU BU3yanbHOM KOHTpone
Oxkpacka pacTBopoB MoLLHOCTb UCTOYHMKA CBeTa
OnekTpuyeckas namna HakanmBaHus, Jlamna gHeBHoro ceeta, BT
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Bt
BecuBeTHble 60 20
OkpalleHHble 100 30

B rpynny "OkpalleHHble" BKoYaloT 6ecLBETHbIE PaCcTBOPbI B COCyAax M3 CBETO3aLUTHOIO CTeKna
M OKpalleHHble pacTBOpbl B cocygax M3 OecuBEeTHOro CTekna, a Takke pacTBOpbl B €MKOCTAX W3
Npo3payHbIX NOSIMMEPHbLIX MaTepuanos.

Mpun npocmoTpe Ha yctaHoBkax Tuna KVLC-10 gonyckaeTcs Mcnonb3oBaHWe namnbl HakanmeaHus
MouHocTbio 40 BT;

4) Npu KOHTPOIE XWUAOKMX MHBbEKUMOHHLIX MpenapaToB AoMnyckaeTcs MexaHu3WpoBaHHas nogaqa
amnyn, dnakoHoB, OyTbINOK, LINPUL-TIOGUKOB W APYrMX €MKOCTEW W3 MpOo3paydHbiX MONMMEPHbIX
mMaTepuanoB B 30HY KOHTPOMS C Mocreaylollein MX TPaHCMOPTUPOBKOW Ha [OdanbHeillue craguu
onepauuu, a TakkKe WCMOSIb30BaHWE pPasfUYHbIX TUMOB CrieuuasribHbIX YCTAHOBOK A MPOCMOTPa,
obecrneymBatoLLMX Ka4YECTBO KOHTPOJSIS, COTMIACHO HAaCTOSILLErO NMPUIIOXKEHUS;

5) Ans nposefeHWs BU3yanbHOrO KOHTPONSA MHBEKLUUOHHbLIX MpenapaToB KOHTPONep AOIMKEH UMETb
3peHune eauHuuy. Mpu HeobxooUMOCTU KOppeKUMs 3peHust npoussoautcs odkamu. COoCTosiHMe 3peHus
KOHTponepa npoBepsieTCs BPayYOM-OKYNMCTOM He pexe OOHOro pasa B 6 Mecsues, O YyeM fenaeTtcs
OTMeTKa B MEAMLMHCKON KapTouke (KHWXKke). [Ans CHATUS ycTanocTu rmas npyu NnpocMoTpe Yepes Kaxable
1,5-2 4. paboTbl ycTaHaBnmBaeTcs 10-MUHYTHBIV NepepbIB;

6) paccTosiHMe OT rna3 KoHTporiepa 00 0ObekTa KOHTPOns OOSMKHO ObiTb B npegenax 25-30 cwm.
Yron mexagy onTMYeckom OCbio NPOCMOTPA M HanpaBfieHNEM fyYyen CBeTa CooTBeTCTBYEeT npumepHo 90°.
Mmasa KoHTpomnepa [OSMKHbl OblTb OrpaXkgeHbl OT nonagaHusa cBeTa HEenocpeaCcTBEHHO OT MCTOYHUKA
OCBELLEHNS, NINHUS 3peHns OoMmkHa ObiTb HanpaBreHa HECKONMbKO KHU3Y NPW BEPTUKaNbHOM MOMNOXEHUN
ronosbl;

7) ycnoBuA npoBeaeHnd Bu3yaribHOro KOHTposd CyXmx riekapCTtBeHHbIX CpencTB aAnA MHBEKUUMN:
- NOAroTOBKY 06pa3LI,OB npoBOAAT B NOMELLEHUAX BTOPOIo Kilacca YNCTOThlI;

- BCKpbITME (OMNakoHOB WMM ammnyn, pacTBOpPeHWe npenapara, KOHTPONb pacTeopuTens W
npenapaTta NPoBoAsAT Ha paGoyem MecTe, COOTBETCTBYIOLLEM NEePBOMY Kraccy YACTOThI (B JlaMUHAPHOM
NOTOKE CTepPUIIbHOro BO3AyXa);

- KOHTpoOnep [ormkeH paboTaTb B CTEpUSibHOM XxanaTe W Lwanovke uM3 6Ge3BOPCOBOW TKaHM
(Hanpumep, apT. 82138) 1 pe3nHOBLIX NepyaTkax, ob6paboTaHHbIX pacTBOPOM CUIMKOHOBOW 3MYMbCUM
(maccoas gons 0,1%) wnu gp.;

- obopygoBaHuMe, XuMMMYeckas nocyga W NpUHAOMEXHocTM Ans pabotel obpabaTtbiBatoTcs
pactBopom mowoLero cpeactesa (maccoas gons 0,1%) M gp., HECKONbKO pa3 NPOMbIBAOTCHA ropsden
BOAOMN U OMONAaCcKMBaKTCA BOAON OYULLEHHOW, HE CoAepKalLMX MEXaHUYECKNX BKIIOYEHNI.

8. OT60p Npob.

KonunyecTtBo 06pasLoB, 0TOMpaeMbix U3 KaXKOoN CEPUN MHBEKLVMOHHOIO NeKapCTBEHHOIO cpeacTea,
3aBUCUT OT arperaTtHOro COCTOSIHUS (pacTBOP WM Cyxoe BeLLeCTBO), obbema (Manbii unm GorbLLOo),
obbema cepun, a TaKkke MeTofa KOHTPONS (paspyLuaroLLmii N HepaspyLuatoLwmnn);

1) Anst NnpoBeAeHMs BU3yarnbHOrO KOHTPOIS MHBEKUMOHHbIX NpenapaToB, He TpebyoLwmnx BCKPbITUS
N pacTBOpeHUs (HepaspyLlalLWwuin KOHTPOMb), a Takke CyXuX NeKapCTBEHHbIX CPeACTB ANs UHbeKuun
(paspyLuarLmn KOHTPOMb) NPOM3BOAAT OTOOP BbIGOPOK MPOAYKLUMM N OLEHKY pe3ynbTaTOB KOHTPOS C
MOMOLLBIO YCUIMEHHOTO ABYXCTYNEHYATOro KOHTPOSIS B COOTBETCTBMMN C HACTOSALLMM MOJIOXKEHNEM;

2) pacTBopbl Manoro obvema (HepaspyLUatoLnii KOHTPOIb).

OT Kaxxgomn cepun NPoM3BOIbHO OTOUPaloT BIBOPKY B ABa aTana - 1 1 2 CTyneHu B COOTBETCTBUN C
Tabnumuen 2 HaCTOSILLLErO NPUNOXEHNS.

Tabnwvuya 2
HopmaTtuBbl 06eMOB AN KOHTPOJSISi PAaCTBOPOB Manoro oosema
Ha MexaHU4ecKue BKNIOYEHUs1 N NapaMeTpbl OLIeHKU
OobLem CTteneHb O61beM BbIGOPKU KonuuyecTBO eMKOCTeMN c pacTBOpamu
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cepvum, LWIT. BU3yanbHOro Ana Bu3yanbHOro Manoro o6bLema, UMeLNMKN
KOHTpoOns KOHTpOS, WT. BKITHOYEHMSA, LWT.
Mpuemo4Hoe BpakoBo4HoOe
1 2 3 4 5
1201-3200 MepBas cymmapHoO 80 2 5
(Mo 2 cTtyneHsm)

160 6 7
3200-10000 - 200 6 10
400 15 16
Csbiwe 10000 - 315 9 14
630 23 24

3) pacTtBopbl 60nbLLOrO 06beMa (HepaspyLlaloLnA KOHTPONb).

OT kaxgoW cepun Npon3BosibHO O0TOMpatoT BLIGOPKY B ABa 3Tana - 1 1 2 CTyneHn B COOTBETCTBUN C
Tabnuuen 3 HaCTOALLErO NPUMNOXEHUS.

Ha cTaHumsAx nepenvBaHWs KPOBW AN NPOCMOTPA WHBEKUMOHHBIX MpenapaToB oTAen
TexHundeckoro koHTponsa (OTK) nponssoaut Bbibopky 10% emkocTen oT cepun, He MeHee 10 OyTbInok.
Mpn obHapyxeHun XoTA Obl O4HOW BYTBINKM C MeXaHW4YeCKMMM BKIIOYEHUSMU BCIO CEpuio BO3BpaLLaloT
ANsi NTOBTOPHOTrO NEPBUYHOrO KOHTPONS.

Tabnvuya 3

HopmatuBbl 06 eMOB BbIGOPOK ANSA KOHTPOJA PacTBOPOB 60MbLIOro o6bLema
Ha MexaHU4Yeckue BKIHYEHUs U NapaMeTpbl UX OLeHKN

O6bem CTeneHb O61em BbIGOPKMU Ans KonuyecTBO emMKOCTEM C pacTBOpamu
cepum, BU3yarbHOro BU3yarbHOro Manoro o6bLema, UMeKLLMMMN BKITHOUYEHUS,
T, KOHTpOns KOHTpPONS, LWT. LUT.
MpuemoyHoe BpakoBoyHoe
1 2 3 4 5
150-280 MepBas 20 0 2
cymmapHo (o 2
CTYNeHsM)
40 1 2
281-500 " 32 0 2
64 1 2
501-1200 " 50 0 2
100 2 3
1201- " 80 0 3
3200
160 3
Csblwe " 125
3200
250 5 6

4) cyxue nekapcTBeHHbIE BelLlecTBa, NpYMeHseMble B BUe pacTBOPOB (pa3pyLUatoLLMi KOHTPOb).

OT KaxgoW cepun NPOM3BOSIBHO OTOWMpAlOT MOSHY BbIGOPKY B COOTBETCTBMU C Tabnuvuen 4
HacCTOSALLEro NPUIOXEHUS.

Tabnuuya 4
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HOpMaTMBbI 0T60pa BbIGOpOK ANA KOHTPONA Ha MeXaHn4yeckune BKNnr4YeHuns
CYXUX NneKapCTBeHHbIX cpeacTB U napamMeTpbl X OUeHKN

Fpynna npenapatoB KonuuyectBo cbnakoHoB (amnyn) B cepum
po 35000 go 70000 no 105000*
BKJ1HOUMTENbHO BKITHOYUTESIBHO BKJ1IOUMTENbHO
yucno KOI-BO 4yncno KOI-BO yucno KOI-BO
BbIOOpPOK | 06pa3uoB | BbIGOPOK | 06pa3uoB | BbIOOPOK | o6pa3uoB
1. MNMpenapaThl, 1 8 2 16 3 24
npeaHa3HayYeHHble Ans
BHYTPUBEHHOIO BBEAEHMS, a
TaKxke C ykasaHveM Ha
aTUKeTKax "ansa nHbekumnn" 1
I BKIIOYMTENBHO
oonee1r(go5r 1 5 2 10 3 15
BKITHOUUTESIBHO)
2. lNMpenapaThl, 1 5 2 10 3 15
npeaHa3HayYeHHble Ans
BHYTPUMBbILLEYHOTO
BBEOEHMS 1 T BKIOYNTENBHO
bonee 1r(go5r 5 3 2 6 3 9
BKMIOYUTENBHO)

* OT kaxabix nocneayowmx 35000 donakoHoB (amnyr) oTbnpaeTcs ogHa Bbidopka

Onsa npenapaTtoB ¢ go3uposkon 6onee 5 r yucno BbIGOPOK, KONMYecTBO 0bpasuoB B BbIOOpKE U
HOpPMY coepXXaHUs MeXaHNYeCKMX BKIMIOYEHUI YKasbiBaloT B YaCTHbIX (dapMaKkonerHbIX CTaTbsX.

Ona npoBedeHUs KOHTPOMS B TOCYAAPCTBEHHbLIX KOHTPOMMPYIOWKX OpraHax, KOHTPOMbHO-
aHanuTudecknx nabopaTopusx, anTeyHbix cknagax u nabopaTopusx Jpyrux BedomcTB oTbupaioT
YABOEHHOE KONMYecTBO 06pasLoB OAHOW BbIOGOPKM BHE 3aBUCUMOCTU OT TPynMbl, K KOTOPOW OTHECEH
npenapat (tabnvua 4 HacToswero npunoxeHus). [pu  HeobxoAMMOCTM  rocydapCTBEHHbIE
KOHTPONUpYHoLLME OpraHbl MOMyT 3anpoCuTb AOMNOSHUTENbHOE KONMYecTBO ob6pasuoB, MpeBbillatoLlee
BbllLIeyKa3aHHOe yABOEHHOE KONYeCTBO;

5) NOBTOPHbIN KOHTPOSb.

Ha noBTOpHbIV KOHTPONb HanpaensoT obpasubl NpenapaTa B KOIMYECTBE, paBHOM CyMMapHOMY
o6beMy BbIGOPKM (AN ABYX CTereHel KOHTPOns), C COOTBETCTBYHOLIMM MpOTOKosioM aHanusa. Mpu
Heo6X0OMMOCTU roCydapCTBEHHAs KOHTPONMPYHOLLas opraHM3aums MOXeT 3anpocuTb AOMONHUTENbHOe
KonnyecTtBo o6pasLos.

9. MNopgrotoeka 06pasLoB.

1) Ans NpoBedeHWs1 BU3yanbHOrO KOHTPOSS MHBEKUMOHHbIX MpenapaTtoB GOMbLIOro U Marnoro
06bEMOB, HE TPeOYIOLWMX BCKPLITUS U PacTBOPEHWUS!, MOBEPXHOCTb amnyr, (hriakoHOB, BYTHINOK, LWNpuL-
THOBMKOB U APYrMX EMKOCTEN U3 NPO3payHbIX NOSIMMEPHBLIX MaTeprarioB OOMMKHa ObITb YACTON U CyXOW;

2) pns BM3yarnbHOTO KOHTPOMS CyXUX FEeKapCTBEHHbIX CPeacTB AN WHbLEKUMI OToOpaHHLble
obpasubl nepen BCKpbITMEM 3 pas3a MPOMbIBAOT BOOOW OYULLIEHHOW, HE coaeplKalleh MexaHUYeCKUx
BKMoYeHun. MNpn 3TOM ¢ pnakoHOB NpeaBapuUTENibHO YAAnsoT 3TUKETKM U artOMUHUEBLIE KOMMAYKW.
MpombiTbie 06pasLbl NOACYLUMBAIOT B JTAMMHAPHOM MOTOKE CTEPUITbHOIO BO34yXa;

3) Ans pacTBOpeHWst npenapaTta WUCMNOMb3ylT BOAY OYMLLEHHYHO WM OPYro pacTBOpPUTENb,
YKa3aHHbI B UHCTPYKUUX MO NMPUMEHEHW0 npenaparta, npegBapuTeribHO MpodunbTPOBLIBAKOT vepes
MembpaHy agnameTpom nop He 6onee 1,2 MKM;

4) BM3yanbHbI KOHTPOSNb PacTBOPUTENS OCYLLECTBSAT MO creayowen metoauke: Gepyt 10
TLWAaTeNbHO OTMbITLIX (prilakoHa BMEeCTUMOCTb0 10 MI M C MOMOLLBIO MPOMbBITOrO MEAMLMHCKOrO Linpuua
Unn UNbTPYIOLWEro NPUCTOCOBNEHNs B Kaxablii (olakoH BNMBAlOT OKOMo 5 MN pacTBoputens. 3atem
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(bﬂaKOHbI 3aKpbliBaklOT pe3nHOBbIMU ﬂpO6KaMI/I, CBOOOAHBLIMM OT MEXaHUYECKUX BKITHOYEHUA, BUOUMbIX
HEBOOPYXEHHbIM Ma3oM;

5) BCKpbITMEe amnyn MpoM3BOAAT CreaylwmuM obpasoM: Ha MOBEPXHOCTU Kanumnspa HaHocAT
HaceuKy C NMoMoLLblo NobGeanTOBOro HoXa, 3aTEM K Kpak Haceuku npukacaloTcsl packaneHHOW AokpacHa
MONMGaEeHOBOM UNN BONb(PaMOBOI NMPOBOMOKo. Mocne oxnaxaeHWs Kanunnsp OCTOPOXHO CHMUMAIOT.
BoamorkeH nto6oit apyroit cnocob BCKpbITUA, UCKIOYaKoLWNIA NonagaHnsa cTekna B coaepkumoe aMmnyr;

6) BBedeHMe pacTBOpPUTENS BO (prnakoHbl (amnyribl) NPOBOOAT Yepes3 FOprioBUHY C MOMOLLBHO
npeaBapuTeNbHO NPOMBITOrO Wnpuua. [JonyckaeTcs BBeAEHWE pacTBOPUTENS Yepe3 NPOOKy C MOMOLLbIO
wnpuua ¢ urnon Ne 0840, npegsapuTenbHO MPOMBITOM BHYTPU U CHapYXM BOAOW OYULLEHHOW, He
coepxalllen MexaHN4eCcknx BKIMIOYEHNIA;

7) pacTtBopuTenb BBOAAT B KOMMYeCTBe, AOCTAaTOYHOM AN MOSIHOrO pacTBOPeHMs npenapaTa
(okono nonoBuHbl Obbema pnakoHa wnuM amnynbl), UM B oObeme, yKa3aHHOM B HOPMaTUBHOM
AokymeHTe. 3aTteM pnakoHbl BHOBb 3akpbiBaloT npobkamu. [NpenapaT gomkeH ObiTb MNOMHOCTbLIO
pacTBOpEH Npu BCTPSAXMBaHUW.

Jlerko ruaponuaytomecs npenapaTbl pacTBOPSIOT HENOCPEACTBEHHO Nepes KOHTPOneM.

[nsa BbLICOKOMONEKYNsIpHbIX coeauvHeHun (6enku, nonucaxapwabl, rNukonpotTenasl U Ap.) B
HOPMaTMBHOW AOKYMEHTauMu Ha npenapaTt ykasbiBaloT pacTtBoputenu, pH, Bpems u ycnosus
pacTBOpPEHUS, a Takke gpyrne akTopbl, BAUSIOLWME Ha NPOLIECC pacTBOPEHUS.

10. NpoBeaeHve aHanusa n ydeT pesynbTaToB.
1) pacTBopbl Marnoro oobema.

Ons npocMOTpa pacTBOpOB Masnoro obbema BpemMA KOHTpPONA U KONnM4eCcTtBO OOHOBPEMEHHO
B3STbIX EMKOCTEN COOTBETCTBYIOT AaHHbIM Tabnuubl 5 HacTosLEro NPUNOXeHnA.

Tabnuuya 5
HopmatnBbl 061beMOB BbIGOPOK, BPEMEHU U CKOPOCTU KOHTPONS
KonuyecTtBO emMKoCTEN, OQHOBPEMEHHO Bpems koHTpons CKOpPOCTb KOHTpOnNA,
B3ATbIX 4S5 KOHTPONA OJHOBPEMEHHO B3ATbIX WT./y.
emkocTen
Amnynbl ®PnakoHbl, Wnpwu- Amn | ®nakoH | Wnpu | Amn | ®nakoH | Wnpwu
OYTbINKK THOOUKN yn OB, u- yn OB, u-
OyTbino | TOGMK OyTbino | TOGMK
K oB K oB
BMecCTU | wT. | BMecTn | w | BMecTn | w
M., Mn He M,MA [ T. | m,Mmn | T
6on
ee
1 2 3 4 5 6 7 8 9 10 11 12
Manoro o6bema
1,0 15 50 5- [ 1,0 7- 115 8-10 15 o o 1700 | o 870
6 8 2000
2,0-3,0 |13 30,0- 2 15 8 Oo Ho 600
50,0 1750
50 10 50,0- 2 15 10 Oo Ho 400
100,0 1600
10,0 9 15 Oo 20 Oo o 300
1400
20,0- 8 15 Oo
30,0 1250

Bonbluoro obbema
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Csbiwe | 1- [o 20 o 300
100,0 2

KonunuectBo amnyn, ogHOBPEMEHHO B3SATbIX ANs KOHTPOs, AOMKHO ObiTb HE Goree ykazaHHOro B
Tabnuue 5 HacToSALWEro NPUNOXeHUs1, Ho 0bbl4HO He MeHee 50%.

B cnyyae HeoGxogumocTy (Hampumep, OOyYeHMEe Y4YEHMKOB) KONMYECTBO amnysl, (ofiakoHOB,
GYTbINOK, LWNPUL-TIOOMKOB, OAHOBPEMEHHO B3ATbIX B PYKM, YMEHbLUAloT B 2-3 pasa.

Bpema KoHTpons onpegensietcd nepuvoooM, B TedeHMe KOTOPOro KOHTpOMepbl TOMNbKO
NpocMaTpuBaldT VMHBEKUMOHHbIE npenapatbl B emkocTax. Cioga He  BKIKOYaeTcd  Bpemsi
BCMOMOraTernbHbIX OMepauun, Korda KoHTporiep OGepeT €eMKOCTM, BHOCUT MX B 30HY KOHTPO&S,
yknagbiBaet B Tapy. Bpemsi koHTponsa coctaBnsget 40-60% oT obwiero BpemeHu, 3aTpadeHHOro Ha
NPOCMOTP C y4€TOM BCMOMOraTesibHbIX Onepauun, a npu MEXaHU3MpoOBaHHOW Nnogavye eMKOCTEN B 30HY
KOHTpons - 70%. BpemMs KOHTPONS MHBLEKUMOHHLIX NpenapaToB B COCyAax U3 CBETO3aLUUMTHOro CcTekna u
npo3payHbiX MOMMMEpPHbIX MaTepuarioB, OKpalUeHHbIX pacTBOPOB U  HEBOAHbIX PacTBOPOB
yBenuunsaetcs Ha 20%, COOTBETCTBEHHO, YMEHbLIAETCH CKOPOCTb NPOBeEeHUSA KOHTPONS.

B rpadhe "CkopoCTb KOHTpONS" BKIMOYEHbI EMKOCTU KaK C YACTbIMU MHBEKLMOHHBIMY MpenapatamMu,
Tak M CoAepXaliMMuM MEeXaHW4YecKMe BKITHOYEHWUSl, U YYTEHO BPEMSI Ha BCMOMOraTesibHble Onepauui.
CKOpOCTb KOHTPONSA MPU MEXaHW3MPOBAHHOM MOJAYe MHBEKUMOHHBIX MpenapaToB B 30HY KOHTPOMS
yBenunuusaetca Ha 20-50%;

2) pactBopbl 60MbLLIOro 06beMa.

[na npocMmoTpa pacTBopoB 6onbLOro 06bema Bpems KOHTPOMsS M KONMYEeCTBO OA4HOBPEMEHHO
B3ATbIX 6yTbIJ‘IOK COOTBETCTBYET AaHHbIM Ta6J'II/ILLbI 5 HaCTOoALLEero npunoXxeHuna,;

3) 4na NpocMOTpa MHBLEKUMOHHBIX NpenapaToB 6epyT B pykn aMnyrbl 3@ Kanunnsapbl, gnakoHbl U
OYyTbINKM - 3a rOpPrIOBUHBI, LUMNPUL-TIOOUKM - 3a KOMMa4vky, BHOCAT UX B 30HY KOHTPOMS B MONOXEHUU
"BBEPX OOHLILWKAMKU" M NPOCMATPMBAOT Ha YepHOM K Genom ¢hoHax. 3aTem nnaBHbIM ABUXEHUEM, 6e3
BCTPSAXMBAHMS, NEPEBOOAT UX B NOJTOXEHUE "BHU3 AOHbILKaMnN" 1 NPOCMaTPUBAOT Ha YepHOM n Genom
¢doHax. [ns npenapatoB, TPeOyHOLMX BCKPbITUA W paCTBOPEHUS, KOHTPOSb B MOMOXEHUM "BBEPX
OOHbILLKaMN" MOXHO MUCKITHOUNTD;

4) eMKOCTU C UHBLEKLMOHHbIMW MpenapatamMu, B KOTOPbIX OBHapyXeHbl BUOUMblE MeXxaHu4eckune
BKITIOYEHUS, CYMTAlOT 3abpakoBaHHbIMY U YKNaabiBaloT B OTAENbHYIO Tapy ¢ oTMeTkon "bpak”;

5) ecrnv Ha nepBow CTyneHW KOHTPONSA KOMNMMYECTBO EMKOCTEWN C MHBEKLUMOHHBIMK Mpenapartamu,
coAepXallMMM MexaHudeckme BKMYeHus (Tabnuubl 2 M 3 HacTOSLEro MpUIoXeHUsl), paBHO WK
MeHbLLE yKa3aHHOro B rpade 4, To BCIO CEpUI0 NPUHMMAIOT; ECIIN KONMYECTBO TaKMX €MKOCTEN paBHO
UnnM nNpeBbllLaeT ykasaHHoe B rpadpe 5, TO BClO cepuio GpakytoT; ecnv KONMMYecTBO TakMxX €MKOCTENn
MEeHbLLUE yKa3aHHoro B rpadpe 5, Ho 6onblue, Yem B rpade 4, TO NPOBOAAT BTOPYIO CTYNEHb KOHTPOMS Ha
TakoMm Xe KonMyecTBe eMKOCTeN aHanuaMpyemon npogykumm - rpada 2;

6) 3aknyeHne O KayecTBe aHanu3MpyemMon Cepum MHBLEKLMOHHOrO npenapata nocre BTOpou
CTYNeHW KOHTPONS OaloT Ha OCHOBaHUW KOMWYECTBA €AVMHUL, NPOAYKUMMW, UMEKLLUX MeXaHudeckue
BKITIOYEHUS B CyMMapHoOM (o6Liem) obbeme nepBor U BTOPOr BbIGOPOK, B COOTBETCTBMM C rpadhamn 4 n 5
Tabnuy 2 n 3 HaCTOSALLErO NPUMOXEHMS;

7) BClO cepuio OpakyloT, ecnu KONMMYECTBO €4MHWL MPOAYKUUKU, UMEKLWMX MexaHudeckme
BKIMIOYEHUS, NpeBbILLaeT UNn paBHO YUCITY, YKa3aHHOMY B rpade 5 onsa cymmapHoro obbema nepsow u
BTOPOW BbIGOPOK;

8) B cny4yae 6paka otgen TexHudeckoro koHTpons (OTK) BosBpalwiaeT BCO MPOAYKUMIO B LEX, Ha
y4acToK Ans AanbHenLwero NpoBeAeHNst KOPPEKTUPYIOLLMX MEPONPUATUN;

9) nopsaAoK NpoBeAeHNs KOHTPOIS Ha NPeANpPUATUSIX.

Ha npegnpusitusix ocylecTBnsieTcsl TPEXKPaTHBLIN KOHTPOSTb YACTOTbl MHBEKLMOHHbLIX NpenapaTos
BonbLUMX N ManblX 0O bEMOB.

MepBUYHBIN - BHYTPULIEXOBOW CMSIOLLIHOW, BTOPUYHbBIA - BHYTPULIEXOBOW BbIOOPOYHBLIA U TPETUN -
BbIOOPOYHBIA KOHTPOJIb, OCYLLECTBIISIEMbIA KOHTPOIEPOM oTAena TexHudeckoro koHTponsi (OTK).
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MepBrYHOMY KOHTpornto noanexat 100% amnyn, GyTbINOK, LNPUL-TIOGUKOB 1 APYrMX NONMMEPHbIX
YNakoBOK C  MHBLEKUMOHHbIMM  Mpenapatamu, npoweawnMy  cTaguilo  cTepunusaumMn  WUnu
NPUrOTOBMEHHLIMU B aCENTUYECKUX YCIOBUSAX, Nepes MapKUpPOBKOWA M YNaKOBKOIA.

nepBI/I‘-IHbIIZ n BTOpVI‘-IHbIl‘/‘I KOHTPOJIb  OCYLUEeCTBNAKT NPOCMOTPLUMKM  UeXa, Yy4acTKa.
npOCMOTpLLI,VIKI/I OOJIKHbl MMEeTb CBOWM HOMepa. Homep NPOCMOTPLUMKa BKMaablBakOT B YMNakKOBKY
npoaykumMm mnnun WwtamnyrT Ha Konnayke d)ﬂaKOHa.

[ns npoBegeHNa BTOPUYHOIrO KOHTPOMA OT KakOoW napTuu, npollefwen BTOPUYHBIA KOHTPOSb,
oTOupatoT cpeaHio npoby 5% ot naptum go 2000 amnyn, donakoHOB, OYTHINOK, WNpUL-TIOOMKOB 1 250
WTYK OT Bcex Apyrux naptui. MNpu obHapyxeHun Gonee 2% amnyn, dnakoHOB, OYTbINOK, LUMPWULL-
TIOOGMKOB C MEXaHMYEeCKUMU BKIIOYEHWSIMM BCKO NapTUIO, OT KOTOpow oTobpaHa cpepHsAss npoba,
BO3BpaLLatoT A4S MOBTOPHOIO NEPBUYHOMO KOHTPOIS.

TpeboBaHWsA BTOPUYHOIO BbIGOPOYHOrO KOHTPOSS HE PacrnpoCTPaHSIIOTCA Ha yupexaeHust Criyobl
KpOBW (CTaHUMA NepenvBaHns KpoBu).

TpeTunin BbIGOPOYHLIN KOHTPOSb OCYLLECTBNSAETCA KOHTpPONiepaMu OTAena TEXHUYECKOro KOHTPOIs
(OTK).

Onsa koHTponsa oTbupaloT cpeaHio npoby OT KaxOon cepuu, M3roTOBMEHHOW MpoayKuuu nepeq
MapKMPOBKOW M YMNAaKOBKOW amnyr, ¢nakoHoB, OyTbINOK, LWNPUL-TIOOUKOB W APYrMX MONMMEPHbIX
yNaKOBOK.

Obbem Bbl60pKVI N HOpMaTUuBbI obbemoB ans KOHTPOJ1A pacTBOpPOB Ha MexXaHU4YeCKne BKITHOYEHUA
M napameTpbl UX OUEHKU OOJKHbl COOTBETCTBOBATb: AN MallblX 06bemMOB - OaHHbIM Tabnuubl 2
HacCToALlero npunoXxeHna n SonblumMx 06BEMOB - AaHHbIM Tabnuubl 3 HacTosALWEero NPUNOXEeHUA;

10) Cyxune rnekapctBeHHble CpencTBa, NpuMeHdemMble B BUA4E pacTBOPOB.

Mpn BuM3yanbHOM MeTode KOHTPOMs npocmatpuBaloT obpasubl cymmapHou BblGopkn (B
3aBUCUMOCTM OT Ymucria (pnakoHOB (ammysn) B CepuM COrnacHo Tabnuue 4 HacTosawero NPUNoXeHus) m
NOACYHMTBIBAOT B KaXOOM 0OOpasue YUCIO MEXaHWYECKMX BKIOYEHWN, OanbHENWWn MOACHET He
npou3BogAaT. 3a pesynbTaT MpocMoTpa B 3TOM crfy4Yyae MpuHuMakT undpy 7. CyMMUpPYHOT 4uCro
MEXaHNYECKMX BKIOYEHUI, OBHapy>KeHHbIX BO Bcex obpa3suax CyMMapHOW BbIOOPKW, U OENSAT Ha YMCIO
BbIOOpOK.

Mpn oOHapyxeHMM Ha nepBOW CTYMEHM KOHTPONS B npenapaTax, npeAHasHa4YeHHbIX Ans
BHYTPMBEHHOIO BBEAEHMS, U C yKa3aHMEM Ha 3TUKeTKe "Ons MHbekummn'™:

15 MexaHU4eCcKnx BKIMOYEHUIA U MEHEE - CEPUI0 MPUHUMAIOT C NEPBOW BbIOOPKY;
20 MexaHM4YecKkux BKIOYEHUN 1 Gonee - ceputo OpakytoT ¢ NepBo BbIGOPKY;

oT 16 0O 19 MexaHU4ecKMX BKITHOYEHMIA - OTOMpatoT BTOPYH BbIOOPKY B TOM K€ KONMYecTBe
(MoOnNyHKT 4 NyHKTa 7 HacTOALLEro NpUNoXeHns) n NpocMaTpMBatoT MO TON Xe MeTOOUKE.

I'IpM o6Hapy>KeH|/w| Ha I'IepBOI7I CTyneHn KOHTpONA B nNpenapartax, npegHas3Ha4eHHbIX a4
BHYTPUMbILLEYHOIO BBEAEHUA:

23 MexaHWYeCKMX BKIOYEHUI N MEHEE - CEPUIO MPUHMMALOT C NEPBOI BbIOOPKMY;
29 MexaHM4YecKkux BKIoYEeHUN n 6onee - ceprto OpakyoT ¢ NepBo BbIGOPKMY;

OT 24 [0 28 MexaHU4ecKux BKMIOYEHUI - OTOMPAOT BTOPYH BbIGOPKY B TOM XXe KONMUYecTBe
(NoAnNyHKT 4 NyHKTa 7 HACTOALLEro NPUNOXEHWs) U MPOCMaTPUBAIOT MO TOM e MeTOAUKE.

B cnyyae KOHTpons yaABOEHHOI BbIGOPKM pe3ynbTaThl NepBoli U BTOPOI BbIGOPOK CYMMUPYIOT.

Mpn obHapyxeHnn B npenapartax Ansd BHYTPMBEHHOrO BBEAEHWS, U C yKa3aHMEM Ha 3TUKETKax
"0ns nHbekuymn":

34 mexaHMN4eCKMX BKITIOYEHUSA U MEHEE - CEPUID NMPUHUMAIOT;

35 mexaHn4ecknx BKITOYEHUN 1 Bornee - ceputo OpakytoT.

Mpun obHapy>xeHUM B NpenapaTax, NnpegHa3HavYeHHbIX AN BHYTPUMbILWEYHOrO BBEAEHUS:
52 mexaHM4eCcKMX BKITIOYEHUSA U MEHEE - CEPUIO MPUHUMAIOT;

53 MexaHn4ecknx BKIIOYEHUS 1 Bonee - cepuio BpakytoT.
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I'IpM 06Hapy)KeHI/Il4 B BbI60pKe XoTs Obl OOHOWM YacTuupbl CTekna 0T6I/|pa|'0T LOOMNOJTHUTESIbHYHO
Bbl60pKy B TOM Xe KOJ1In4ecTBe.

Ceputo cunTaroT rogHon, ecnvm HU B OAHOM U3 OJSTAaKOHOB (amnyri) AOMOSTHUTENbHOW BbIOOPKM He
06Hapy>XeHO HM OfHOW YacTuLbl cTekna.

2. CyeTHO-(hOoTOMETPMNUYECKMI METO, KOHTPONS
11. Ycnosusa npoBeAeHNst KOHTPONS:

1) aHanu3 ocywecTBnsAT Ha npubopax, OCHOBAHHbIX Ha MpUHUMNE CBETOBIOKMPOBKA 1
Nno3BONSALINX aBTOMaTUYEeCKM onpedennTb pasMep 4acTul COOTBETCTBYHOLLEro pasmepa. Hanpumep,
aHanusaTopbl MexaHN4eckux npumecen otomeTpmnyeckun-cdetTHole ®C-151, ®C-151.1 nnn A03-101.

2) KOHTPOJIb MHCTPYMEHTAabHbIM METOAOM MPOBOAST B YCIIOBMSX, COOTBETCTBYIOLUMX NOAMYHKTY 7
MyHKTa 6 HACTOSILLEro NPUIoXKeHNS!.

12. O160p npob:

1) pacTtBopbl Manoro o6bema.

OT Kaxgon cepumn Npor3BOSIbHO OTOMpalOT NepByHo BbIOOPKY B KonnyecTBe 8 chnakoHoB (amnyn);
2) pactBopbl 6onbLworo oobema.

OT Kkaxgow cepumn Npou3BOSIbHO OTOMpaloT NepByto BbIOOPKY B KonvyecTBe 3 ¢hrnakoHOB, ecnu
ob6beM pactBopa MmeHee 500 mn, nnun 2 dnakoHoB, ecnn ob6bem pacteopa 500 mn u Gonee;

3) cyxve nekapcTBEHHbIE CPEACTBA, NPUMEHSIEMbIE B BUAE PaCTBOPOB.
OT60p Npob NPOBOAAT B COOTBETCTBMU C MOAMYHKTOM 4 MyHKTa 7 HACTOSILLLETO NPUIOXKEHNS.
13. NpoBeaeHve aHanu3a n ydeT pesynbTaToBs:

1) HacTpoOWKy 4yBCTBUTENbHOCTWM aHanmsaTopa NpOBOAAT KaXAbl pa3 Mnpv BKMAOYEHUU, Mpu
nepexoge OT OOHOW aHanM3npyeMom XUOKOCTU K OPYron U vYepes kaxable 4 yaca HenpepbiBHOW paboTbl
npubopa. MNMepen Hayanom aHanusa npenapaToB NPOBOAAT "XONOCTON" ONbIT C LENb0 KOHTPOMSt YACTOTbI
BO34yxa pabo4yer 30Hbl, UCMONb3YEMON XMMUYECKON nocyabl u pacteoputens. OTmepusaloT LMNMHAPOM
50 mn pacTtBopuTensa (noAnyHKT 3 MyHKTa 8 HACTOSILLEro NPUMIOXEHWs) W MepenuBatoT B CTakaH
aHanusaTopa. AHanusvpylT 4eTbipe npobbl obbemMom 10 Mn kaxpas, pesynbTaT nepBov Mpobbl
oTOpackiBaloT. YCroBMsa NPOBEAEHMS aHanM3a CYNTaloT YAOBNETBOPUTENbHBIMW, ECIIN B KAXKO0M U3 TpeX
npo® cogepxutca He Bonee 2 Yactuy pasmepom 25 MkM u bornee. B NpoTMBHOM criydyae KOHTPONUPYOT
YNCTOTY BO3dyxa C MOMOLUBIO aHanu3aTtopa 3anbifieHHOCTW Bosgyxa Tuna A3 ¥ NOBTOPSIOT CTaguu
NOAroTOBKM NocyAbl M pacTBopuTensd (MognyHKT 7 nyHkTa 6 M noanyHKT 3 nyHkTa 8 HacTosLero
NPUNOXEHNs) 4O NONYy4YEHUS COOTBETCTBYIOLLMX PE3YrbTaToB;

2) pacTBopbl Manoro obbema, BKIOYas Cyxue NeKapCTBEHHbIE CPEACTBA ANA MHBEKUWUA, KOTOpble
nocrie pactBopeHusi BBoasT B oobeme 100 mn 1 meHee.

O6pasubl UM paBHblE anWKBOTHBLIE YacTW AN nonyyYeHus obuiero obbema okono 50 mn ogHowm
BbIOOPKM B COOTBETCTBUM C MOAMYHKTaMu 2, 3, 6 M 7 nyHKTa 8 HacTOALWEro NpUMOXeHWst nocne
OCTOPOXXHOrO B30anTbiBaHWS MEPEHOCAT B MEPHbIA UMNWHAP M OOBOAAT oOwWmMi obbem mccnegyemoro
pacTBopa pacTBopuTenem (Boga ouuvlleHHasi, (ou3nonornyeckun pactesop u gp.) go 50 mn. B cnyyae
HeoOXOAMMOCTM  pacTBOpbl M3  aMnyn M3BMeKalT C MNOMOLWbK  Wnpuua, npeaBaputernbHO
NOArOTOBMEHHOro COrNacHoO MOANYHKTY 7 MyHKTa 6 HacTosiwero npunoxeHusi. MNocne onpepenexHus
obLero obbema pacTBop U3 UMNMHAPA NEPEHOCAT B CTakaH aHanu3atopa. YcTaHaBnuBaloT Ha Onoke
posartopa npubopa obbem aHanuanpyembix npob (10 mn), BKAYalT Mewarnky u dyepes 2-3 MUHYThI
(mocrne yganeHus ny3blpbKoB BO34yXa) aHanm3npyoT nocnegosatenbHo 4-5 npob.

O6paboTky pe3ynbTaToOB OCYLLECTBNAT crneaytolmm obpasom: pesynbTatbl nepBon nNpobbl He
yuuTbiBaloT. Ons kaxgon cnepyowen npobbl (OUKCUMPYOT pesynbTaT noacdeta obulero Konuyectsa
yacTuy, pasmepoM 5 MKM 1 Gornee, a Takke yacTuy pasmepoM 25 MKM n Gornee. 3aTeM paccumTbiBaloT
cpegHee apudmeTMyeckoe U3 pesynbTaTtoB Bcex Mpob no obovM HOpMUPYyEMbIM pasMepHbIM
AvanasoHam Jactuy,.

KonunyecTtBo 4actuu, npuxoasilieecsa B cpeaHeM Ha ofHy amnyny (cbnakoH) npenapaTa, O4HOro 13
HopMUpyeMbix pa3mepos (C eMK.), paccumTbIBalOT No popmyne:
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Cep.nposs - CpegHee apudMeTU4ecKoe KONMUYECTBO YacTul, OOHOro U3 HOPMUPYEMbIX pa3Mepos,
coepxalumxcsa B ogHon npobe;

Vp-pa - 00NN 06bEM aHANM3MPyeMOoro pacTeopa B MUNNUNUTpax;
Vrpose - 06 bEM OHOM KOHTPONMPYEMOW NPO6LI B MUNNUAUTPAX;
Nemk. - YMcno amnyn (onakoHOB), B3SITbIX A5l aHanumaa.

Ecnun HeT gpyrmMx ykasaHuim B YaCTHbIX CTaTbsX, B CPEAHEM B OLHOW EMKOCTU KONUYECTBO YacTuL
pa3mepom 5 MKM 1 Gonee He JOMKHO npeBbiwaTtb 6000, B TOM yncne pasmepom 25 Mkm 1 6onee - 600
YyacTuy. B npoTuBHOM criydae NoBTOPHbLIN aHanNM3 He NPOBOAAT U Cepuio BpakyoT;

3) pactBopbl Oonblioro obbema, BKIOYas CyXWe NEKApCTBEHHble CpeacTBa, KOTopble nocre
pacTBopeHusi BBOAAT B o6beme 6onee 100 mn.

U3 otgenbHo B3sTOro obpasua okono 100 mn TwatenbHO NepemMeLlaHHOro pacTsopa NepeHocAT B
CTakaH aHanu3aTtopa. PacTBopy [aloT OTCTOATbCA B TeuyeHue 2-3 MUHYT Ans yaaneHusi nysblipbKoB
BO34yxa. YcTaHaBnuMBaloT Ha Groke gosatopa npubopa obbemM aHanuampyembix npod (10 wunu 25 mn),
BKIOYAIOT MeLanky v Yepes 1-2 MUHYT aHanMaupytoT nocnegosaTtensHo 4-5 npob.

O6paboTky pe3ynbTaToB BLIMNOMHAKT cnegylowmm obpasom: pesynbTaTbl CpeaHein npobbl He
yunTbiBalOT. [na kaxgon crnepytolwen npobbl UKCUPYOT pesynbTaT Nnoacdeta obLlero konuyecTsa
YyacTuy, pasmepom 5 MkM 1 Bonee, a Takke yacTul pasmepom 25 mMkMm 1 Bonee. 3aTeM paccyuTbIBalOT
cpefHee apudMeTnyeckoe U3 pesynbTaTtoB Bcex Npob6 no 06ouM  HOPMUPYEMBIM  pa3MepHbIM
AvanasoHam YyacTuu,.

KonunyectBo yacTtuy B 1 M uccriegyemMoro npenapaTa Kaxaoro us Hopmupyembix pasmepos (N)
paccuMTbIBaOT MO hopMyrie:

Nep.npossr - CpefiHee apudMeTUYeckoe KONMMYEeCTBO YacTWul OOHOro U3 HOPMUPYEMbIX Pa3Mepos,
npuxoasilieecsi Ha ofgHy Npooy;

Vrpose - 06 bEM NPOOLI B MI.

Ecnun HeT gpyrux ykasaHuMn B 4acCTHbIX CTaTbsX, B cpegHem B 1 Mn aHanusvMpyemoro pacTtsopa
npenaparta KoOnM4ecTBO 4acTuy pasMepom 5 MKM M BGonee He JomkHO npesbiwaTe 100, B TOM yucne
pasmepom 25 MkM 1 6onee - 4 yactuy. B NnpoTBHOM cryvyae NOBTOPHbIN aHann3 He NPOBOASAT U CEPUI0
OpakytoT.

3. MuKkpockonu4eckum MeToa KOHTPOs
14. YcnoBusa npoBefeHUs KOHTPOIsl.

1) KOHTPOSb MWKPOCKOMWYECKUM METOAOM TpPOBOAAT B YCMOBUSIX, KOTOpble AOJDKHbI
COOTBETCTBOBATb NOAMNYHKTY 7 MyHKTa 6 HACTOSILLEro NpUoXeHus;

2) HeobxoauMble NPUHAANEXHOCTU:

- hunbTpaumoHHaga yctaHoBka, Hanpumep, upmel " Millipore ", anameTpom 25 MM, CO CTEKNSAHHOWM
BOPOHKOW;

- MembpaHHble pUnbTpbl (MemMbpaHbl), KenatenbHO ¢ HAHECEHHOW Ha MOBEPXHOCTb CETKOW Tuna
"HAWG" (pa3mep nop 0,45 mkm) oupmel "Millipore";

- MNNEeTKWU;
- NpeaMeTHblIe CTEeKNa,

- Yawku MNeTpu;
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- OBMHOKYNSIpHbIA MUKpockon Tuna MBC-1;

3) MuKpockon noAaroTaBnvMBaloT Kk paboTe B COOTBETCTBMU C TPebOBaHWAMMW, W3NOXEHHBIMWU B
"OnucaHmm Mukpockona 6uHokynsipHoro tuna MBC-1". C nomolbio O0BLEKTMUKPOMETpA OnpenensitoT
LeHy OeneHust oKynsipMUKpPOMETPa;

4) NoAroToBKy pacTBopuTens (Boga ovuLEeHHas, M3MONOTMYECKMIA PacTBOpP U AP.) OCYLLECTBISIOT
B COOTBETCTBUM C noAnyHKTamu 1 1 4 nyHkTa 9 HAaCTOSILLErO NPUIIOXKEHUS.

15. O160p Npoo.

OT60p Npob oCcyLLEeCTBNSAT B COOTBETCTBMM C MYHKTOM 12 HAaCTOSILLErO NPUIIOXEHUS.
16. NpoBeaeHve aHanu3a n ydeT pesynbTaToB.

1) nogroToBka prnbTpauNOHHOM YCTAaHOBKU U NpoBeaeHue "XonocToro" onbITa.

BopoHKY ounbTpauMOHHOMW YCTAHOBKM U MpeaMeTHble CTekra MOKT TensioM BOAOW C MOKLUM
cpeacTBOM, 3aTeM MocrneaoBaTenbHO ONONacknMBalT HECKOMBKO pa3 Tennon npoTo4YHOW BOAOW 1 BOAOW,
OYMLLEHHON OT MEXaHUYECKNX BKIOYEHUI (MOANYHKTbI 3 U 4 MyHKTa 8 HACTOSALLEro NPUITOXKEHMS).

Ha NOBEPXHOCTU NpeaMeTHbIX CTEKOJ1 MUNEeTKON HaAHOCAT TOHKUM Croem CUITNMKOHOBYHO 3MYIbCUIO
ANs nocnenyoLwero HagexxHoro ukcupoBaHusa memopaH.

MembGpaHy nepen Mcnonb3oBaHWEM MPOMbIBAOT CTpyen BOAbl OYULLEHHOW, He coAepxallen
MEXaHWYeCKNX BKIMOYEHUN, C 0Benx CTOPOH CBepxy BHU3, depxa €e MUHLETOM B BepTMKanbHOM
nonoxeHun. 3atem MeMbpaHy nomeLLatoT B unbTpoaepKaTernb U akkypaTHO yCTaHaBNMBaOT BOPOHKY,
He KacasiCb et0 MOBEPXHOCTN MeMBpaHbl.

Mepen Havyanom paboTbl NPOBOAAT "XOMOCTOW" ONbIT ANS KOHTPOMNS KayecTBa MOArOTOBKM
MeMBpaHbl, BOPOHKU U BOAbI OYULLEHHON. [1na 9TOro B BOPOHKY chunbTpoaepxatens HanusatoT okono 30
M BOAbl OYMLLEHHOW, CBOGOOHOW OT MexaHudyeckux BknoveHun. OTUNbTPOBbLIBAOT BOAY MOA
BaKyyMOM. 3aTeM OTKMHYalT BakyyM, OCTOPOXHO CHMMAKT BOPOHKY, aKKypaTHO MUHLETOM CHUMaT
MeMbpaHy 1 NoMeLLalT ee Ha NpeaMeTHOEe CTEKIO, KOTOPOe OCTaBMsAT B Yallke [eTpy ona noacyLukm
MeMbpaHbl.

lMpeomeTHoe cTekno ¢ MembpaHoW MoOMewarT Ha npegMeTHbIi CTOMNMK  MUKPOCKONA,
yCTaHaBnMBalT HeOBX0ANMOe yBENNYEHe.

OcBetutenb pacnonaraoT cboky Takum obpasom, 4ToObl fydy cBeTa nagan Ha MOBEPXHOCTb
MembpaHbl nog yrnom 10-200. MNponssogaT perynupoBKy noacseta U OKyCMpPOBKY MeMbpaHbl, YTobbl
NONYy4YNTb MakCUMarnbHY YETKOCTb N306paKeHUs1 MEXaHUYECKNX BKITHOYEHUIA.

MoacyeT yacTul M onpederieHne WX pasMepoB MPOBOAAT MO BCEM MOBEPXHOCTU MembpaHbl,
nepemMellas ee crieBa HanpaBo M CBepXy BHU3 nof 06bekTMBOM MuKpockona. Mofd pasmepoM yactuu
noapasymMeBaloT MaKCUMarbHbI AamMeTp YacTULL UM MakcUMarbHbI NMHERHbIA pa3Mep. JonyckaeTtcs
Hanuyne He Gonee 5 yacTuy pasmepom 25 MKM. MNpu oBHapyxeHun BGorNbLIOro KonmuyecTBa 4acTul
NnoaroTOBKY NPUHAANEXHOCTEN U BOAbl OYMLLEHHOW NOBTOPSAIOT A0 Nony4YyeHus TpebyeMoro pesynbTara.

2) pacTBopbl Manoro obbema, BKIYas Cyxue nekapCcTBEHHbIE CPeACTBa ANS MHBEKLUNA, KOTOopble
nocne pactsopeHusi BBogAT B o6beme 100 Mn n meHee.

EMKOCTb C pacTBOpOM feKapCTBEHHOro cpeacrtBa nepeBopadmBaot 10 pas u nepeHocsT
COOEPXUMOe B BOPOHKY dunbTpogepxartend. 3aTemM eMKOCTb OMOSiacKMBaloT BOAOMW, OYULLEHHOW OT
MEXaHWYECKMNX BKMOYEHWIN, CNMBAKOT B BOPOHKY. AHANOMMYHO MOCTYNalT C OCTanbHbiMM Obpasuamu
OaHHOW cepun. 3aTeM OTGUNLTPOBLIBAOT pacTBOp Nof BakyyMom. [locne okoHuyaHusa dunbTpauuu
MeMOpaHy U CTEHKM BOPOHKM NMpombiBatoT 3-5 nopuusmMyn no 5 mn BOAblI O4YMLLEHHOW, cBOOOAHOWM OT
MexaHuyeckux BkrodeHunin. Cogepxnumoe BOPOHKM OTHUNBTPOBLIBAKOT Mo BakyyMoM, a Aanee nogcyer
yacTuy, 1 onpegeneHne Ux pasmepoB MPOU3BOAAT C Y4ETOM pPEKOMEHOAUUN, U3NOXEHHbIX B NoAnyHKTe 1
HacTosLLero nyHkTa. Perncrpaumio yactuy, NpomM3BogaT B CneayroLmx guanasoHax:

- 5-25 mkm;
- bonee 25 MKwMm.

MoacunTtbiBatoT obLlee n cpenHee (B pacyeTe Ha OoOHYy eMKOCTb) KONMnM4ecTBO 4acTul, KaXXgoro
aOnana3oHa.
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Ecnn HeT Oapyrux ykasaHui B YacCTHbIX CTaTbsX, B CpeJHeM B OOHOW €MKOCTM KONMYeCTBO YacTuL,
pa3mepom 5-25 MkmM He gosmkHo npeBbiwaTe 5000, pasmepom 6onee 25 Mkm - 500 yactuy. B npoTMBHOM
crny4yae NOBTOPHbINA aHanM3 He NPOBOAAT U Ceputo BpakytoT;

3) pactBopbl Gonbluoro o6bema, BKMOYasi Cyxue IeKapCTBEHHble CpeAcTBa ANs MHbEKLMNM,
KOTOpble Nnocne pacTBOpeHus BBOAAT B o6beme 6onee 100 mn.

EMKOCTb C pacTBOpOM NeKapCTBEHHOro cpeacTea nepesopaumBatoT 10 pas, otbupaloT nuneTkomn
25 M pacTBopa M NepeHocsAT B BOPOHKY hunbTpogepxatens. 3atem oTunbTPOBLIBAKOT pacTBOp MOA
BakyyMoM. [ocre okoH4YaHus unbTpaumMm MembpaHy U CTEHKM BOPOHKU NPOMbIBaOT 3-5 pa3 nopuusamm
no 5 mn BoAbl O4YULLEHHOW, CBOOOOHOM OT MexaHW4Yeckux BkNoveHun. CoaepXnmoe BOPOHKU
OT(MNbTPOBLIBAIOT NOA BaKyyMOM, a Aanee NoAcyeT YacTul, 1 oOnpeaerieHne nx pa3mepoB Npon3BoaaT ¢
y4eTOM peKkoMeHOauun, U3MNOXEHHbIX B MOAMYHKTE 1 HacToswero nyHkTa. AHanorMyHo MocTynawT C
ocTarnbHbIMK 0bpasLammn gaHHOW cepun. Pernctpaumio yactuy, NpomM3BogaT B CneayroLwmx guanasoHax:

- 5-25 mkm;
- bonee 25 MKwMm.

MogcumTbiBatoT ObLLEee cpeaHee (B pacyeTe Ha 1 M) KOMMYECTBO YacTUL, Kaxaoro AnanasoHa. M3
paccyYMTaHHOro CpeaHero KonumyecTsa YyacTul, pasmepom bonee 25 MKM BblYMTaOT YUCIO YaCTuUL, TOTO Xe
AvanasoHa, NpuCyTCTBYIOLLMX B BOAe U pacTBopuTene npu nposegeHumn "xonocToro" onbita (NoanyHKT
1 HacToALWEro NyHKTa).

Ecnu HeT Apyrnx ykasaHui B YacTHbIX CTaTbsX, B cpegHeM B 1 M KONMYeCTBO YacTul, pasmepom
5-25 MKM He pgomkHo npesblwaTs 50, pasmepom 6onee 25 Mkm - 3 4yactuu. B npotuBHOM cnyyae
NMOBTOPHbLIN aHanNn3 He NPOBOAAT U cepuio BpakytoT.

Mwukpockonuyeckun MeTod MO3BONSET BbIACHUTb MPUPOOY MEXaHWYECKUX BKIIOYEeHWA B
WHBEKUMOHHBIX NEeKapCTBEHHbIX CPeACcTBaX, YTO OCOOEHHO BaXHO MPOW3BOAMTENAM NekapcTB, T.K.
CNocoOCTBYET BbISBMEHMWIO, @ 3aTEM U YCTPAHEHMWIO B psde CrydaeB MCTOYHUKOB 3arpsisHeHus. ABnssch
Hanbornee 06bEKTUBHBLIM, HO MOXET BblTb UCMOMb30BaH Kak apbuTpakHbIN.

Ill. Fna3Hble Kannu

17. KOHTpOJ’Ib MEXaHNYECKMUX BKITHOYEHUIN TOTOBbIX NNeKapCTBEeHHbIX CpeAcTB B BuWAE [Ma3HbIX
Kanesnb npoBognTCA BU3yalibHbIM METOO0M.

18. oo MexaHM4YeckUMM BKIIIOYEHUSMU MOAPa3yMEBAKOTCA MOCTOPOHHME HepacTBOpPUMbIE
YyacTuubl B BuAE BOPCUMHOK (KpOME My3blpbKOB rasa), Criy4yaiHO MpUCYTCTBYIOLUME B NasHbIX Kannsx.
Opyrve TBepable YacTuLbl B rNasHblX Kanssix He LOMyCKakTCs.

4. NMpoBegeHne KOHTpONA
19. YcnoBusi npoBeaeHNst KOHTPOMA:

1) KOHTPOMb MPOBOAAT B MOMELLEHWMM Krnacca 4ucToTbl [1 B COOTBETCTBMM C MNpuUnoxeHuem 4
HacToswero PernameHnTa;

2) nomelleHne Ansi NpoBeAeHUs KOHTPOMS MMasHblX Kanenb Ha MexaHW4Yeckne BKITHYEHUS JOMKHO
ObITb 3aLUULLIEHO OT NPSIMOro NonagaHus CONHEYHbIX NyYen;

3) paboyee MeCTO KOHTpOriepa OCHaLLaT CTONIOM U UCTOYHUKOM OCBELLEHUS;

4) KOHTPONb MMas3HbiX Kanenb Ha MexaHU4eckne BKIHOYEHWUS OOMKEH MPOBOAMTBCS KOHTPONEpPOM
HEBOOPYXXEHHbIM M1a30M Ha 4YepHOM M Bernom cdoHax. 30Ha KOHTPOMS MpyM NPOCMOTpe AOSMKHA ObiTb
OCBellleHa 3NEeKTPMYEeCKON Namnon HakanuBaHus WM famnon OHEeBHOro CBeTa COOTBETCTBYOLLEW

MOLWHOCTM B 3aBUCUMOCTU OT CTeneHM OKpacCKn pacTBOPOB WM MaTepunanoB YNaKOBKU COrfacHoO
Tabnuue 6 HacTosiwero NPUITOXEHUA.

OcBeLLEeHHOCTb 30Hbl KOHTPOA AOSMKHA cocTaBnNATk He MeHee 2000 k.

Tabnuua 6
MolHOCTb UCTOYHMKA CBeTa
Okpacka AnekTpuyeckas namna JIlamna aHeBHOro
HakKanuBaHus, BT cBeTa, BT

226




TexHudeckuin pernameHT "O 6e30nacHOCTM NekapcTBEHHbIX cpeacTe ans..."

BecuBeTHble 60 20

OkpalueHHble (MK onanecumpyoLwme) 100 30

B rpynny "OkpalweHHbie" BkmoyalT 6ecuBeTHble pacTBOPbl B €MKOCTAX M3 CBETO3alUTHOrO
CTeKra 1 OKpalleHHble pacTBOPbl B €MKOCTSAX U3 BeCLBETHOro CTeKna, a Takke pacTBOpbl B EMKOCTAX U3
Npo3paYvHbIX NONMMEPHbBIX MaTeEPUarnoB U onanecuupylolime pacTBopbl.

Mpun npocmoTtpe Ha yctaHoBkax Tuna KVLC-10 gonyckaeTcs Mcnonb3oBaHWe namrbl HakanmeaHus
MoLHocTbo 40 BT.

5) nNpu KOHTpoMe rnasHbIX Kanernb AONYyCKaeTCs MeXaHW3UpoBaHHas nogava eMKOCTEW B 30HY
KOHTpONS C nocrneaylowen WX TPaHCNOPTUPOBKOW Ha JanbHenwuve cragum onepauuu, a Takke
UCMNOMb30BaHWE pPasfnUYHbIX TUMOB ChneuuanbHbIX YCTaHOBOK [Afis NpocMmoTpa, obecneynsaroLmx
Ka4yeCTBO KOHTPOMS COrMacHO HACTOSLLEro NPUMOXEHUS.

6) Ans npoBedeHUst KOHTPONS rnasHbIX Kanernb KOHTPonep OOMKEH UMETb 3peHune eauHuuy. MNpu
HEeOBXOAMMOCTU KOPPEKUUs 3peHus npousBoautca odkamu. COCTOsIHME 3peHus KOHTporepa AOMmKHO
NPOBEPSATLCS BPAYOM-OKYITMCTOM HE pexe OOHOro pasa B 6 MecsueB, 0 YeM JOofkHa OblTb OTMeTKa B
MEeOULMNHCKON KapTouKe (KHUXKKE).

[ns cHATUSA ycTanocTu rnas npu npocMoTpe yepes kaxable 1,5-2 yaca paboTbl ycTaHaBnmeatoT
10-MWHYTHBIN NepepbIB;

7) paccTosiHue OT a3 KoHTporiepa A0 oObekTa KOHTpONsa OOIMKHO ObiTb B npegenax 25-30 cm.
Yron mexagy onTM4eckon OCbto MPOCMOTPA M HanpaBrieHWEM fy4elt CBETa COOTBETCTBYET NpumepHo 90°.

[Masa KoHTponepa [OIMKHbI OblTb 3aluWEeHbl OT TMomnadaHus CcBeTa HernocpedcTBEHHO OT
WCTOYHMKA OCBELLEHUS, NMMHUA 3peHNs OoMKkHa ObiTb HanpaBreHa HEeCKONbKO KHU3Y NMpu BepTUKarbHOM
MOMOXXEHUN romnoBbl.

20. MNopgrotoska o6pasLoB.

[na npoBefeHWst KOHTPONS [MasHbIX Kanenb MOBEPXHOCTb €MKOCTEN AOIbkHa OblTb YNCTOW U
Ccyxon.

21. lNpoBeaeHne aHanusa:

1) 4na NnpocMmoTpa rnasHbIxX Kanenb HeobXxoanMo B3ATb B PyKy He Bornee NATM eMKOCTEN M3 CcTekna
3a roprioBUHy u He Gonee 7-8 eMKoCTel 13 NPo3padHbIX NONIMMEPHbLIX MaTepuarnoB 3a Konmnayku, BHECTU
MX B 30HY KOHTpPOIs "BBEPX OOHbILLKAMU" N MPOCMOTPETL Ha YepHOM 1 6enom doHax. 3aTem nnaBHbIM
ABMXeHneM, 6e3 BCTpsXMBaAHWS, NEPEBECTM EMKOCTM B MOJSIOXKEHWEe "BHU3 OOHbIWKaMun" M BTOPUYHO
NpoCMOTpeTb Ha YepHOM u 6enom goHax.

2) Bpemsi NpocMOTpa OAHOM eMKOCTM M3 CTekmna JOIMKHO BbiTk 3-5 c., rpynnbl emkocTen - 8-10 ., a
rpynnbl EMKOCTEN M3 NPO3padHbIX NONIMMEPHbIX MaTepuarnos - He MeHee 15 c.;

3) Bpemsi KOHTpONs onpefensieTcss NEPUOAOM, Ha MPOTSHKEHUM KOTOPOrO KOHTPONEpP TOMbKO
npocMaTpuBaeT rnasHble Kannu B eMkocTsix. Cloa He BKMOYaeTCst BpeMsi BCNOMOraTenbHbIX onepauui,
Koraa KoHTpornep 6epeT eMKOCTM, BHOCUT MX B 30HY KOHTPOMs, yknaabiBaeT B Tapy. Bpems koHTpons
coctaBnsiet 40-60% ot obLiero BpeMeHW, 3aTpadeHHOro Ha MPOCMOTP C Y4EeTOM BCMOMOraTesbHbIX
onepauun, a NpyM MeExXaHN3MpoBaHHOW Nogavye eMKOCTEN B 30HY KOHTPons - okorno 70%. Bpemsi koHTpons
rnasHblX Kamnenb B €MKOCTSIX M3 CBETO3aLMTHOrO CTEKna M Mpo3payvHbiX MOMMMEPHbIX MaTepuanos,
OKpaLUEeHHbIX U onanecuMpyoLmx rmasHblx kanernb, yenuymeaetcs Ha 20%.

5. I'Iopﬂ.nox KOHTPOJIA rna3HbiX Kanesib Ha MexXxaHn4yeckme BKNHOYeHUA Ha npeanpudaTun

22. Ha npeanpuaTumn oCyLecTBnAT D,BpraTHbIIZ KOHTPOJb Maa3HbIX Kanernb Ha MexaHun4yeckne
BKITIOYEHUA:

- MEPBUYHbLIA KOHTPOSIb - BHYTPULIEXOBOW, OCYLLECTBIISIEMbIA KOHTPONEpoM Lexa (ydacTka).
KoHTponep [OmKeH BNOXWUTb TAlloH CO CBOMM HOMEPOM B YNAaKOBKY UMK KacceTy C A0OpOKayeCTBEHHON
npoaykuunemn;

- BTOPWYHBIA - BbIOOPOYHLIN KOHTPOMb, OCYLLECTBSEMbIN KOHTPONIEPOM OTAEeNa KOHTpons
kayectBa (OKK).
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23. EmMKOCTM C pacTBopamMu rnasHbIX Kanenb, B KOTOPbIX OGHApYXeHbl BUOAUMbIE MEXaHWYEeCKNe
BKITIOYEHUS, cHUTalOTCA 3abpakoBaHHbIMU. 3aOpakoBaHHYO MPOOYKLUMIO BKITAObIBAOT B OTAENbHYIO Tapy
¢ oTmeTkon "Bpak”.

24. 'nasHble Kannu ¢ onanecueHUmnen He 6paKyr0Tc;| B Crniy4dae, ecnu onanecueHuna gonyckaeTca
HOPMAaTMBHbLIM JOKYMEHTOM Ha KOHKPEeTHOE NeKapCcTtBeHHOe CpeacTBo.

25. MNepBuyHomy KoHTponto nognexaT 100% emkocTen, Npoleamx CTaguio CTepUnu3aummn mnm
N3rOTOBMEHHbIX B aCENTUYECKNX YCITOBUSX, Mepes MapKMPOBKOW 1 YNaKOBKOW.

26. BTOpW4YHbLIN BbIGOPOYHBIN KOHTPOMb OCYLLECTBNAETCA KOHTPONEepOM OTAena KOHTPons
kayectBa (OKK) B npouecce nonHoro aHanusa kavyectsa M3roTOBNEHHOW NPOAYKUUW nepen nepegaden
ee Ha cknag. [na atoro M3 cepum oTbuparoT 1% eguHuL, npoaykumm, Ho He meHee 50 emkocTen c
pacTBopamMu rna3HblX Kanenb.

27. BTOpPMYHBIN KOHTPOIb MasHbIX Kanenb OCYLWEeCTBNSAT B COOTBETCTBUM C nognyHKkTamu 1 n 2
HaCTOSALLero nyHkKTa.

B cnyyae oGHapyXeHUs BOPCUHOK (OUKCMPYETCA MX YACMO B KaXOOW eamHULe KOHTPONMpyeMmoMu
npoayKumu.

B cnyyae obHapyxeHus B eavHULE NPOAYKUMM XOTS Obl OOHOM TBEPAOW YacTuLbl UM BOPCUHOK

oonee 5 npon3BogAaT I'IOBTOprIIZ KOHTPOJIb Ha YABOEHHOM KoJin4ecTBe EeMKOCTEN C pacTtBOpaMu Mmas3HbiX
Kanernb.

B cnyyae obHapyxeHus B eavHuue npogykumy xots Obl OQHOW TBEPOOW YacTuubl UM BOPCUMHOK
6onee 5 npu KOHTpoOne Ha yABOEHHOM KONMYeCcTBe Cepusi NMOMHOCTLIO BpakyeTcs.

1) kayecTBO NMpoAyKUMM BO priakoHax onpefenseTcs no KoapduumeHTy AedeKkTHOCTH, KOTOPbIv
paccyuTbIBaeTCs Kak cpegHeapudMeTUyeckoe YMCIO BOPCUHOK U3 B3ATbIX Ha BTOPUYHbLIA NMPOCMOTP
€AMHUL, NPOoAYKUMK.

Cepusi rmasHbix kanefnb BO (oNiakoHax CYMTaeTcsl rOAHOW, ecnv KoadUUMEHT AedeKTHOCTU He
npesbiwaet 1,5;

2) BO B35ITOM Ha MPOCMOTP KOnuyecTBe ToOMK-kanemnbHWL, Jonyckaetcss He Gonee 4% eaunHuy,
NpoayKLMK, CoAepXKaLlUX MEXaHUYECKUE BKIIOYEHUS, MPUYEM B KaXXOOM ToOMKe-KanenbHULE He OOSMKHO
ObITb 60nee 5 BOPCMHOK.

6. I'Iopnp,ox KOHTPOJA rMma3HbIX Kanenb Ha MeéXaHn4YeCckue BKITIO4YeHUA B anTeke

28. B anteke OCYyLECTBAST MNEPBUYHBIA KOHTPOMb Ha MeEXaHW4Yeckme BKIIOYEHUS BCeX
W3roTOBMEHHbIX €MKOCTEN C rNasHbIMW KannisiMy B COOTBETCTBMM C noanyHkTamu 1 u 2 nyHkta 21 u
nyHKTamun 23 1 24 HaCTOSILLErO NPUMOXEHNS.

7. KOHTponb rnasHbIX Kanefb Ha MeXaHM4YecKue BKIoYeHus
opraHamu rocyaapCTBEHHOro KOHTPOSISi M opraHamu no cepTudukaumm

29. OT60p 06pa3LI,OB fMa3HblIX Kanejlib M WX KOHTPOJ/Ib Ha MeXaHU4deCKkne BKITHYeHUsA
OCyLLEeCTBIIAETCA OpraHamMmun rocygapCTtBeHHOro KOHTPOJid KayeCtBa WM oOpraHamum no CepTI/I(bMKaLI,l/II/I
JNIeKapCTBEHHbIX CpeacTB B COOTBETCTBUNM C NYHKTaAMU 26 n 27 HacTosiLero NPUNOXeHnA.

Mpn HeobGXoOUMOCTU OpraHbl FrOCYAapCTBEHHOrO KOHTPOMsSi M OpraHbl No cepTudmkaumm moryTt
3anpocuTb SOMNOSHUTENBHOE KONMYECTBO 0OpasLoB.

B cnyyae HeBbINOMHEHUST YCNOBUIA MYHKTOB 26 U 27 HACTOSLLEro NpUnoXeHust ceputo BpakytoT, o
YeM COCTaBISAOT aKT U COOBLLAl0T B YCTAHOBIEHHOM NOPSAKE NPeAnpUATUIO-U3rOTOBUTESHO.

30. Ha noBTOpHbLIN KOHTPOMNb HanpasnstoT obpasLbl roTOBOW NPOAYKLUN B KONUYECTBE, PaBHOM
YABOEHHOMY KOMMYeCTBY €MKOCTEeN C pacTBoOpamu rnasHblX Kanenb, OTOOpaHHOMY MpuM BTOPUYHOM
KOHTpOne, C COOTBETCTBYIOLLUMM NPOTOKONOM aHanmu3a. pu HeobxoAMMOCTU opraHbl rocy4apCTBEHHOIO
KOHTPONSA MOTyT 3anpoCuTb SOMOMHUTENbHOE KONMYecTBO 06pa3LoB.

MpunoxeHwne 23
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MNOPAOOK
npoBeAeHUs aHanM3a CoCTOSIHUA NPOU3BOACTBA U CUCTEMbI
obecneyeHusa KayecTBa

(Ympamun cuny
8 coomeemcmeuu ¢ nocmaHoeneHuem lpasumenscmea KP om 5 utons 2018
2o0a Ne 312)

MpunoxeHwne 24

noPAQOK
npoBeAeHNs MHCNEKLMOHHOIo KOHTpOns 3a
cepTudrUMpPOBaHHLIMMU
NeKkapcTBeHHbIMU cpeaAcTBaMM

(Ympamun cuny
8 coomeemcmeuu ¢ nocmaHossneHuem lNpasumenscmea KP om 5 urons 2018
2o0a Ne 312)

MpunoxeHne 25

®OPMA YBEAOMJIEHUA
O NPUHATUM AeKnapauumn o COOTBETCTBUM NPoAYyKLMN

(B pedakuuu nocmaHoeneHus lNpasumenscmea KP om 23 uroHs 2014 2oda Ne
346)

1.

(HaMMeHOBaHWe NPou3BOANTENS UK Annepa)

(kog, OKIO n (unun) NMHH ropranyeckoro nuua, opuanyeckuin agpec)

TenedoH dakc

B nvue

(P.N.0. pykoBogutens)
2. YBeJoOMIISIET, YTO

(HaMmeHoBaHwue, TvM, BUA, Mapka NpoayKumm)

(Kog TH B3 EASC, BbinyckaeMomn cepuinHo unun napTus (ykasatb HOMep)
Bbiyckaemas

(HaMmeHoBaHWe N3roToBUTENS, CTPaHbl MPOUCXOXAEHMS)
cooTBeTCTBYyeT TpeboBaHMsAM

(0603HaueHNe HOPMAaTVBHbIX NPABOBbLIX AKTOB UMW CTaHAAPTOB)
Mo cxeme AeKrapupoBaHus
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(HoMep cxeMmbl AeKknapupoBaHms)
¥ NPOCUT 3aperucTpmpoBaTh Npunaraemyto Aeknapawumio 0 COOTBETCTBUN.

3. HeceT OTBETCTBEHHOCTb 3a COOTBETCTBME [EKNApPUPYEMON Npoaykumm TpeboBaHUsM
6e3onacHocTu.

M.IM. HexknapaHT

(noanuck, ®.U.0., LOMKHOCTBL)
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