ABrycTt — 2023 .

YTBEPXJIEHHBIE HAIIMOHAJBHBIE CTAHJIAPTHI KbIPTBI3CKOM PECITYBJIUKH

0O0o3HaueHHUe

KMC ISO
15189:2023

KMCTIOCT P
53798:2023

KMC T'OCT P
54360:2023

KMCTIOCT P
59787:2023

KMCTOCT P
70413:2023

KMCTOCT P
14(6(0)
17034:2023

KMCTOCT P
NCO 18113-
1:2023

KMCTOCT P
NCO 20166-
1:2023

N NBMEHEHUWSA K HUM

HaumenoBanue

Menuuunckue naboparopun — TpebGoBanus
K KauecTBYy U komnereHTHocTu (ISO 15189-
2022, IDT). BBenen BrnepBbIe.

CrangapTHOoe PYKOBOJCTBO MO J1abopaTop-
HBIM MH(POPMAITMOHHBIM MEHEKMEHT — CH-
cremam (JIUMC) (I'OCT P 53798-2010,
IDT). Beenen Buepsble.

JlaboparopHbie HHGPOPMAIIMOHHBIE MEHEXK-
menT-cuctemsl (JIMMC). CrannapTHoe pyko-
BoacTBO Mo Bammnmanuu JIMMC (I'OCT P
54360- 2011, IDT). BBenen Bunepsble.
Jlaboparopuu MemunuHckue. TpeboBaHus kK
B3SITHIO, TPAHCIIOPTUPOBAHUIO, TIOJYYCHUIO U
00paboTke  OMOJIOTMYECKOTO  MaTepuala
(TOCT P 59787-2021/ISO/TS 20658:2017,
IDT). BBenen BriepBeIe.

Jlabopatopun memuumHckue. [IpakTudeckoe
PYKOBOJICTBO TIO OILIEHKE HEOINPEAEICHHOCTH
m3mepennit ('OCT P 70413-2022/ISO/TS
20914:2019, IDT). Brenen Buepssie.

OO6mue TpeOboBaHUS K KOMIIETEHTHOCTH MPO-
u3BoguTenei crannaptaeix oopasuos ('OCT
P UCO 17034-2021, IDT). BBenen BnepBsle.

Memununckue u3nenans Uit JHardiocTuku IN
VITRO. Undopmanus, npegocrapisiemMas u3-
roroButesnieM (MapkupoBka). Yacts 1. Tep-
MUHBI, ONpeAeseHus M oOuie TpeOOoBaHUs
(I'OCT P UCO 18113-1-2015, IDT). Baenen
BIIEPBBIE.

MonekynspHble JUArHOCTUYECKHE HCCIe10-
BaHus in vitro. TpeGoBaHus Kk mpoleccam
npeaHaguTHueckoro Jrtamna. VccnegoBanus
3a(pUKCUpPOBAaHHBIX (POPMATMHOM TKaHEH B
napadunaoBbix 6mokax. (FFPE). Hacts 1. BoI-
nenennas PHK (F'OCT P HMCO 20166-1-
2021). BBeneH BrepBbIe.

(mpukaszamu Keipreiscranaapra, C IpaBOM JOCPOYHOTO PUMEHEHUS)

dara BBene-

nusi/ Uudop-

MAalHOHHbIE
JaHHbIE
01.01.2024

01.01.2024

01.01.2024

01.01.2024

01.01.2024

01.01.2024

01.01.2024

01.01.2024

IMpuxa3s
Ksipreizcranaap-
Ta

[Tpukas
KsIpreiscrannapra
Ne 27-CT ot
01.08.2023
[Tpukas
KsIpreiscranmapra
Ne 27-CT ot
01.08.2023
[Ipuka3
KsIpreiscrannapra
Ne 27-CT ot
01.08.2023
[Ipuka3
KsIpreiscranmapra
Ne 27-CT ot
01.08.2023

IIpukas
KsIpreizcrannapra
Ne 27-CT ot
01.08.2023
IIpukas
KsIpreizcrannapra
Ne 27-CT ot
01.08.2023
IIpukas
KsIpreizcrannapra
Ne 27-CT ot
01.08.2023

[Tpukas
KsIpreizcrannapra
Ne 27-CT ot
01.08.2023



KMCTOCT P
NCO 20166-
2:2023

KMCTIOCT P
NCO 20184-
1:2023

KMCTIOCT P
NCO 20184-
2:2023

KMCTIOCT P
14(6(0)
22367:2023

KMC ISO/IEC
GUIDE 21-
1:2023

KMC ISO/IEC
GUIDE 21-
2:2023

N3menenne Nel
KMC 1001:2018

N3menenne Ne2
KMC 1002:2018

MounekynsipHble TUAarHOCTUYECKHE HCCIENO0-
BaHMs in vitro. TpeGoBanus Kk mporeccam
[IPEAHAIUTUYECKOI0 dTana MCCIEA0BaHUs 3a-
¢ukcupoBaHHbIX (HOPMATMHOM TKaHEH B mMa-
padunoBsix 610kax (FFPE). Yacte 2. Boige-
nennbie Oenku (I'OCT P HCO 20166-2-
2021). BBenen Bnepssie.

MonekynspHble TUArHOCTHYECKHE HCCIe0-
BaHus in vitro. TpeGoBanus Kk mporeccam
MPEaHaJIUTHYECKOro dTarna MccleoBaHus 3a-
MOpOXEHHbIX TKaHell. Yactb 1. Brinenennas
PHK (I'OCT P HMCO 20184-1-2021, IDT).
Bgenen BriepBbie.

MonekynspHble TUArHOCTHYECKHE HCCIe0-
BaHus in vitro. TpeGoBanus K mpormeccam
npeaHaauTHdeckoro osrtamna. VccrnegoBanus
3aMOpOXKEHHBIX TKaHed. Yacte 2. Bwigenen-
ueie Oenku ('OCT P MCO 20184-2-2021).
BBenen BriepBbie.

Jlaboparopuu MemunuHckue. I[IpumeneHue
MEHEI)KMEHTa pUCKa B MEIUIMHCKUX Jabo-
paropusix (I'OCT P 22367-2022, IDT). Bsae-
JIEH BIIEpPBBIE.

[TpunsiTHE MEXIYHAPOIHBIX CTaHAAPTOB H
JIPYTUX MEXKJIYHApOJHBIX JOKYMEHTOB Ha pe-
THOHAJIbHOM M HAIlMOHAJILHOM ypoBHE. YacTb
1. IlpuHATHE MEXAYHApOIHBIX CTAaHAAPTOB.
(ISO/IEC GUIDE 21-1:2005(R), IDT). Bge-
JIEH BIIEpPBBIE.

[TpunsiTHE MEXIYHAPOIHBIX CTaHAAPTOB H
JIPYTUX MEXIYHapOJHBIX JTOKYMEHTOB Ha pe-
TMOHAJIIBHOM M HAlIMOHAJIBHOM YypoBHE. HacThb
2. IlpuHATHE MEXAYHApOIHBIX JOKYMEHTOB,
KpoMme MEXIYHapOJHBIX CTaH/IapTOB.
(ISO/IEC  GUIDE 21-2:2005(R), IDT).
BBenieH BriepBbIe.

Jlamnpl HakanuMBaHUSA BOJb(pPaMOBbBIE IS
OBITOBOTO W AHAJIOTMYHOIO  OOLIEero
ocgernieHus. TpeboBanus 0€30MMacHOCTH.

Jlamnipl HaxkanuBaHMS BOJIL(PPAMOHOBBIE IS
OBITOBOTO W AHAJIOTMYHOTO  OOLIEero
OCBEILEHHUS. OKCIUTyaTallMOHHbIE
TpeGoBaHUSI.

01.01.2024

01.01.2024

01.01.2024

01.01.2024

01.01.2024

01.01.2024

01.01.2024

01.01.2024

IIpukas
Keipreizcrangapra
Ne 27-CT ot
01.08.2023

[Tpukas
KsIpreiscrannapra
Ne 27-CT ot
01.08.2023

[Tpukas
KsIpreiscrannapra
Ne 27-CT ot
01.08.2023

[Ipuka3
KsIpreiscranmapra
Ne 27-CT ot
01.08.2023
[Ipuka3
KsIpreiscranmapra
Ne 29-CT or
29.08.2023

IIpukas
KsIpreiscrangapra
Ne 29-CT ot
29.08.2023

IIpukas
KsIpreizcrannapra
Ne 28-CT ot
11.08.2023
[Tpukas
KsIpreizcrannapra
Ne 28-CT or
11.08.2023



YTBEPXOEHHbIN FOCYﬂAPCTBEvHHbIVI KNACCUDPUKATOP
KbIPI'bISCKOU PECMYBJINKA

JlaTa BBefe-
nust/ Un-
Oo6o3Hauenne HaumenoBanue popmann-
OHHbIE JIaH-
Hble
VsMeHeHME «O06 ytBepxaeHun ['ocynapcTBEHHOTO 31.07.2023
Ne2/2023 roxa K KJ1accu(puKaTopa IIaTexHoro 000poTa»
l'ocynapcrBeHHO-
My KJaccuguka-
topy COATE 002-
2009

IIpuka3 Ksiproiz-
CTaHJapTa

[Ipukas
KeIpreiscranapra
Ne26-CT or
31.07.2023

3AMEHEHHBIE 1 OTMEHEHHBIE CTAHIAPTBI HA TEPPUTOPUN

KBIPT'bI3CKOM PECITYBJUKHU
(mpuxazamu KeIpreizcranaapra)

IIpuka3
O0o3HaueHune JlaTa oTMeHBI KeIpreicrangapra
IIpuka3 KeIpreiscranapra
KMC ISO 01.01.2024
22870:2020 Ne27 or 01.08.2023
KMC FOCT P 01.01.2024 IIpuka3 KsIpreizcrannapra

ISO 15189:2016 Ne27 ot 01.08.2023

IIpumeyanue

bes 3amennl

bes 3amensl

CBOJbI TIPABIJT THOCTPAHHOI'O TOCYJAPCTBA TPUHSITBIE HA TEPPUTOPUNA
KBbIPT'BI3CKOHU PECITYBJINKHU B KAYECTBE HALIMOHAJIBHBIX CTAHJIAPTOB
(mpuxazamu Ksipreizcranaapra, ¢ IpaBOM JOCPOYHOTO TPUMEHEHHMS)

ara

O0o3HaUeHHNE HanmeHnoBanue A
BBEICHUS

MYK I'urueHnueckas OLIEHKA ONEXIbl Ul JIETEH, 01.01.2024

4.1/43.1485-03 MOAPOCTKOB M  B3poCHbX. Meroaudeckue o

N yKa3aHHs. BBeleHbl B3aMEH METOIUYECKUX
ykazanui Ne 12353-76.
MVYK CaHUTapHO-ATUIEMHOJIOTMTYECKAs OIICHKA 01.01.2024

4.1/4.3.2038-05  urpymiek. Meroaunueckue yKa3aHusl.
BBenensr  B3ameH Canllnu2.4.7.007-93
[Ipoun3BOACTBO U peaiu3alMy UTP U UTPYIIEK
B UacTW, Kacaromehcs TpeOoBaHUU K
METO/aM OIpeAeNIeHUs] MoKa3zarenenit (ILII.
2.5; 4.2; 4.3;5.3, xpome Tabmuusl 1; 5.4; 5.7;
5.10).

IIpuxa3 ICM

IIpukas
Keipreizcrangapra
Ne 29-CT ot
29.08.2023

[Tpukas
KsIpreizcrannapra
Ne 29-CT ot
29.08.2023



MYV 5048-89

MP
07

Ne

01.025-

Meroanueckue ykazaHUsi MO OIPEIACICHUIO
HUTPATOB M HUTPUTOB B MPOAYKLUHU pacTe-
HUEBOJICTBA. BBe/ieH BIiepBhIE.

["azoxpomaTorpaduieckoe onpeneneHue Iu-
MeTuadTanara, AuMeTwiITepedTanara, Iu-
srundTanara, auOytwidranara, OyruiadeH-
swidranara, Oouc(2-3Trurekcui) ¢ranara u
TUOKTWI(TanaTa B BOJHBIX BBITSHKKAX U3 Ma-
TEpUANIOB  Pa3IMYHOTO COCTaBa. BBeneH
BIICPBEIC.

01.01.2024

01.01.2024

IIpukas
Keipreizcrangapra
Ne 29-CT ot
29.09.2023
IIpukas
Ksipreizcrannapra
Ne 29-CT ot
29.08.2023



