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Mpeancnoeue

1 NMOOIOTOBIEH ®enepanbHbIM rocy4apcTBEHHBIM DIOIKETHLIM yupexXaeHueM « POCCUIACKWMIA MHCTU-
TyT cTaHgaptuaauuuy» (OIBY «MHCTUTYT cTaHgapTuialnm») Ha OCHOBE COBCTBEHHOrO NepeBofa Ha PyCCKUM
A3bIK aHIMOSA3bIYHOW BEPCUMM CTaHAapTa, YKa3aHHOro B NyHkTe 4

2 BHECEH TexHun4yecknum KoMUTETOM no cTaHgaptM3auun TK 326 «buoTexHonorum»

3 YTBEPX/EH W BBEJEH B IENCTBWE lMpukasom ®egepanbHOro areHTCTBa N0 TEXHUYECKOMY pe-
rynupoBaHuio U metpornorum ot 3 masa 2024 r. Ne 579-ct

4 HacTtoslWwmiA cTaHoapT MOEHTMYEH mexayHapogHoMy ctaHgapty MCO 21709:2020 «BuoTtexHono-
rusi. BuobaHkuHr. TpeboBaHWsa K MpoLeccy 1 Ka4yecTBy OMs CO34aHuA, NOAAEePKaHUSA N XapaKTepUCTUKK Kre-
TOYHbIX NUHUA MnekonuTarwmx» (ISO 21709:2020 «Biotechnology — Biobanking — Process and quality
requirements for establishment, maintenance and characterization of mammalian cell lines», IDT), Bkntouas
M3ameHeHne Amd 1:2021.

MexgyHapogHbI cTaHgapT paspabotaH TexHudeckum komutetom WMCO/TK 276 «BuotexHonorns»
MexayHapogHon opraHu3almm no ctaHgaptusauum (MCO).

Mpy NpUMEHEeHUM HACTOSILEero cTaHgapTa PekoMeHayeTca UCMNOoMNb30BaTh BMECTO CChINMOYHbIX MeXay-
HapoAHbIX CTAHOAPTOR COOTBETCTBYHOLME UM HALMOHANbHLIE CTAHAAPTLI, CBEAEHUS O KOTOPLIX NPUBEAEHL! B
JononHUTENLHOM npunoxeHun OJA

5 BBE[JEH BIEPBbIE

6 HekoTopble anemMeHTbl HACTOALLEro cTaHgapTta MOTYT ABINATLCA 00bEeKTaMK NaTeHTHbIX npas

lNpasuna npumeHeHUss HacmosAweao cmaHdapma ycmaHoeeHbl 8 cmambse 26 @edepanbHOz0 3aKoHa
om 29 uroHA 2015 2. Ne 162-03 «O cmaHdapmu3sauuu e Pocculickoll ®@edepayuu». VMHpopmayus ob us-
MeHeHUSX K HacmosuwemMy cmaHO0apmy nybriukyemcs 8 exez00HOM (0 COCMOSHUK Ha 1 AHeaps meKyuwieao
200a) uHghopmayUOHHOM ykazamene «HayuoHansHele cmandapmel», a oguyuansHbil mekcm uaMeHeHul
U onNpagoKk — 8 EXEeMeCHYHOM UHGhOopMauUOHHOM ykazamene «HauyuoHanbHbie cmaHdapmel». B crnydae
nepecmompa (3aMeHbl) unu omMeHbl Hacmosueao cma+H@apma coomeemcmaytowee ygedomMneHue bydem
onybnukosaHo 8 brnuxaluwieMm 6binycKke eXeMecsyHo20 UHQPOPMayUOHHO20 ykaszamesns «HayuoHanbHble
cmaHOapmbi». Coomsemcemaeyoujasa UHGopmayus, yeedoMIeHUe U MeKCmbl pa3Mewamcs makxe 8 UH-
hopmayUoHHOU cucmeme obujeao noib308aHuss — Ha oguluanbsHoM calime @edepanbHo20 azeHmemea no
MexHUYECcKOMy peaynuposaHuro U Memponoauu 8 cemu MHmepHem (www.rst.gov.ru)

© 1S0, 2020
© OdpopmneHue. ®IBY «MHcTUTYT cTaHgapTuzayuny», 2024

HacToawwmin ctaHgapT He MOXeT ObITb MOMHOCTLIO UMK YACTUYHO BOCMPOU3BEOEH, TUPaXXMNPOBAH U pac-
NMPpOCTpaHeH B Ka4vecTBe OC*)MLI,MBJ'II:HOFO n3naHua bes pa3pelieHunsa <De,qepaanoro dreHTCcTBa no TeXxHNn4ecko-
MYy perynmpoBaHvMi 1 METPOJIOTUA
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BBepeHue

HayuHble vccrnegoBaHUA, UCNOMNb3YHOLWMWE KMeTOYHbIE NMWHMW, BHecCny QonblUoW BKNag B MOHMMaHue
300poBbA YenoBeka. KneTouHble KynsTypbl BCE Yalle AOMONMHUTENBHO NPUMEHSIIOT B UCCMeqoBaHusaX, UCMoNb-
3YOLWKNX MOAENMPOBAHUE Ha KMBOTHbBIX. XOTS KNETOYHbLI® NMUHWW SBNSAKOTCH Ba)KHbIM WHCTPYMEHTOM AS1S UC-
cnenoBaHuii, HeaBHO BbiNK BbiABNEHbLI NOTeHUWanbHbIe Npobnemsl.

KneTo4yHble NMHUK 06naaaT YHUKaNbHBIMW XapakTepUCTUKaMM U CBONCTBAMM, KOTOPLIE MOTYT MEHATh-
CA MO Mepe MX ganbHerwero naccupoBaHus. McxogHsli peHoTUN (Hanpumep, aKkcnpeccusa cneuucbudeckinx
Buomapkepor) MOXeT BbITb YTPAYeH UMK MOTYT NMOSIBUTECS HOBLIE XapaKTepUCTUKK UMW CBOMCTBA (HanpuMep,
PasBUTUE OHKOFEHHOCTW). BaXXHO MWHMMMW3WPOBATL Macca, YTOOblI COXPAHUTL WCXOAHbLIE XapaKTEPUCTUKK,
KOTOPbIe NPUCYTCTBOBAMNK NpU CO34aHWUM NEPBON KNETOHYHOW NMUHUN.

MoryT BO3HMKHYTb W Opyrue npobrnemMbl, Takue Kak KOHTaMUHaL WA MUKPOOPraHuamMmamm Unmn gpyroin kne-
TOYHOW NMHMEN, a Tawkke HenpasBunbHaa uoeHTUdMKauua. KynbTypbl MOryT NMOABEPrHYTbLCH KOHTaMUHAaLUK
BO BpEMS CO30AHWUS KNETOYHON NMUHWUM UMW NO3Ke, KOraa KynbTypbl naccupytotca. 3T npobnemsl 4acTo He
BUZHbI BU3yanbHO U TPeByIOT cneunansHoro aHanuaa Ans obHapyKeHus.

Y106kl MOMOYb B pelleHun aTux npobnemM, uccrnegosaTenbckoe cooblecTBo 00paTuno BHMMAaHME Ha
HeobxooMMOCTb MexayHapogHou paspaboTky ctaHgapToB Ana 6mobaHkoB. MCO 20387 Obin onybnuMkoBaH
ans obecnevyeHns HannM4ua BceobbeMNoLLEro cTaHgapta Ana buobaHkoB. HacTosawMid cTaHaapT cCoOoepXuT
OOMOMHUTENbHbIE TeXHUYeckne cneundurkaunm ans 6uobaHkos, paboTaloWmMX C IMHUSAMK KITETOK MITeKomnu-
Tawowwmx. Takne 6MobaHkn MoryT NpoLEeMOHCTPMPOBATL CBOK KOMMETEHTHOCTL B 0bnactu 6uobaHkuHra, co-
bnopas TpeboBaHMa HACTOALWErO CTaHAApTa B gononHeHue K TpebosaHuam NCO 20387.

B HacTosAweM cTaHgapTe MCnonb3oBaHbl cneayrLlme hopMynupoBKA:

- «JomkeH» obo3HadyaeT TpeboBaHue;

- «CnegyeT» — pekoMeHZaLuuio;

- «MOXeT» — paspelleHue;

- «cnocobeH» — BO3MOMXKHOCTb.

Bonee nogpobHas nHdopmaunsa npueegeHa B Aupektueax MCO/M3IK, vacts 2.

v
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HAUMWOHANBbHBIA CTAHOAPT POCCUUCKON OEOEPALUMN

BuoTtexHonormna
BUWOBAHKWHT

Tpeﬁosal-mn K npoueccy u Ka4eCTBY AnA Co3faHUA, nogaepxaHUA U XapaKTepUCTUKU KNEeTOYHbIX
NMUHUNA MIeKonuTarWwnx

Biotechnology. Biobanking. Process and quality requirements for establishment, maintenance and characterization
of mammalian cell lines

Oarta BeegeHna — 2025—03—01

1 ObnacTtb NnpuMeHeHuA

HacToswwin cTangapT ycTaHaenueaeT TpeGoBaHUs Kk npoueccy U kadecTBy 61MoBaHKMHIA KIMEeTOYHbIX NN-
HUI MNeKonuTawLwWmX (BKoYasa Yyenoseka). B Hem npuBegeHsbl TpeboBaHWUs K hyHOAaMeHTanbHbIM Npoleay-
pam 6uoGaHka, paboTaLWero ¢ KNeTo4HbIMY NMUHUSAMMW, TaKUM Kak cozdaHue, nonydyeHue, naeHTudukaums,
pasMHOXEeHWe, KOHCepBaLUs, XpaHeHWe, KOHTPOIb KadecTBa WU pacnpocTpaHeHne KNeTOUHbIX MUHUA.

HacToslWwui cTaHaapT MoxeT 6biTb NPUMEHEH OpraHu3auusMu, OCyLLECTBNSWAUMA AEATENLHOCTL NO
6MO6AHKMPOBAHMIO KNETOUHLIX SIMHUA MINEKOMUTaLWMX, UCNoNb3yeMblX ANA UCCreaoBaHuin u paspaboTok,
none3osatensamu brobaHka, opraHusauusM1M U CXeMaMm, UCMoSb3yLWMMU OpraHbl KONnernanbHON OLeHKn 1
akKkpeauTaumn.

HacToawmin ctaHOapT He pacnpocTpaHsaeTca Ha Buonornyecknin matepuan, npegHasHadeHHbIi ang Te-
paneBTMYECKOro UCMoMb3OBaHUS.

n puMedaHUue — ME.‘)K,D,yHapO,ﬂHHE, HalWOHanbHbIEe UKW perMoHankbHbie HOPMbl UIK Tpe6OBaHVIF| MOTYT Takxe
NMPUMEHATLCA K KOHKPEeTHbIM TeMaMm, paccMaTtpmMBaemMbiM B HACTOALLEM CTaHOapTe.

2 HopmaTuBHbIE CCLINKKU

B HacTosem cTaHdapTe MCnNonb30BaHbl HOPMAaTUBHbBIE CChIMKWM Ha crieaylowme cTaHgapThl [Andg gatu-
POBaHHBIX CChINTOK MPUMEHST TOMBKO YKaszaHHOe U34aHWe CChITOYHOro cTaHgapTta, Ang HedaTUPOoBaHHbIX —
nocnegHee usgaHue (BKNYasa Bce U3MeHeHus)]:

ISO 20387:2018, Biotechnology — Biobanking — General requirements for biobanking (BuotexHono-
rusi. BuobankuHr. Obwme TpeboBaHus)

ISO 20391-1, Biotechnology — Cell counting — Part 1: General guidance on cell counting methods
(BuotexHonorus. Mopcyet knetok. Yacte 1. ObLiee pykoBOACTBO NO METOAAM MOACYETA KMNETOK)

ISO 20391-2, Biotechnology — Cell counting — Part 2: Experimental design and statistical analysis to
qguantify counting method performance (BuotexHonorus. MNogcyet knetok. [MNaHMpoBaHWe 3KCnepuMeHTa U
CTaTUCTUYECKMIA aHaNN3 KONMMYECTBEHHOW oLUeHKM adheKTUBHOCTU MeToda noacyeTa)

3 TepMuHbI U onpegeneHus

B HacTosAlwemM cTaHgapTe NPpUMEHEHbI Criedyrolne TEPMUHBI C COOTBETCTBYOLMMM onpeaeneHuamMm.
TepmuHonoruyeckue 6asbl gaHHeix MCO n MAK gocTynHbel No crnegyrowmM agpecam:

- nnatdgopma oHnamH-npocmoTpa MCO no agpecy: http://www.iso.org/obp;

- Onektponegua M3K no agpecy: http://www.electropedia.org/.

MapaHune ochbuumnansHoe

GostExpert.ru
https://GostExpert.ru/gost/gost-21709-2024



https://gostexpert.ru?utm_source=pdf&utm_medium=68633
https://gostexpert.ru/gost/gost-21709-2024?utm_source=pdf&utm_medium=68633&utm_term=page

FOCT P UCO 21709—2024

3.1 kynbTMBMpoBaHue knetok (cell culture): BeipalwmBaHue KMeTOK, OTAENEHHBIX OT POAMTENbCKON
TKaHW MyTEM CMOHTAHHON MUrpaLMu UM MexaHu4eckoro/pepmMeHTaTMBHOTO pacceMBaHUa ANA Pa3MHOXEHMUS
1 nocrnefoBaTenbHbIX Maccaxen in vitro.

MpumeyvyaHue 1 — JononHuteneHaa uHgopmaums npusedeHa B [6].

3.2 knetoyHasa nuHuAa (cell line): MoTomcTBO NepBuYHOM KynbeTyphl (3.15), nonyyeHHoe B pesynerate
ee MaccupoBaHWs MNocre MpoXoXAeHWs aTana Kpuauca/ctapeHusa nubo crnoHTaHHo, NMBo nocne BBedEeHWS
UMMOPTanuanpyroLmnx akTopos.

Mpumevanunme 1— [lMHNA KNETOK ABNAETCA HENPEpPLIBHOW ANA nponvdepaumm.
MpumevaHnune 22— JononHuteneHas uHdopmaums npusegeHa B [7].

3.3 mopdponorusa knetkm (cell morphology): ®opma 1 CTpyKTypa KneTku.

Mpumevyanue 1— Mopdonorus moxeT BbiTe NpeacTaBneHa OAHMM NapaMmeTpoM U KoMBuHauuen AByX unv
Bonee napamMeTposB.

3.4 kneTtouyHbli wTtamm (cell strain): MNoToMcTBO NepBMYHOM KynbTypbl (3.15) oo TOro, Kak oHa Obina
naccupoBaHa nocne NpoxXoXJeHWs aTana Kpuauca/cTapeHus UM UMMopTanM3nupoBaHa nyTeM BBeAeHWs UM-
MOpTanuanpyroLwmx akTopos.

MpumedaHMe 1 — He Bce KNeTOYHble WTaMMbl ByAyT NpodomkaTe Nponvdepaunio 4o pacnpocTpaHeHus
KIETOYHBIX MAHNIM.

3.5 tun knetku (cell type): Knaccudmkauwms, ncnonb3yemas Ang pasnvyeHusa OTAemNbHbIX QOpM KINEeTOK.

3.6 KpuvokoHcepBauusa (cryopreservation): XpaHeHune KNeTok U TKaHEW B 3aMOPOXEHHOM COCTOAHWW B
YCMNOBMAX, KOTAA WX XM3HECMOCOBHOCTL COXpaHseTCs.

3.7 npousBogHbIn maTtepuan (derivative material): Buonorudeckuia matepuan, KOTopbIA Bbin Nony4YeH
B pe3ynbTaTe NnepsoHaYarnbHOro JoOHOPCTBa.

lIpumep — HUcrionb3yemsbie npouseoduble Mamepuarnbl Mo2ym 6bIMb KNemoYHsIMU NTUHUSMU.

3.8 Bpems yaBoeHus (doubling time): Bpems, Heobxooumoe Ona yaBOEHUSA KONMUYECTBa KyNsTUBUPYE-
MbIX KITETOK.

3.9 cospaHue KnetouHoW nuHumM (establishment of cell line): Mpouecc NonyYeHUs KNETOYHOW NNHWMK,
CNoCcODOHON K HeorpaHU4eHHON nponudepanun.

3.10 npogepka ugeHTUYHOCTH (identity verification): YacTe npouecca npoBepky NOSNUHHOCTU KIETOU-
HOW NIMHWM, B KOTOPOW reHEeTUYECKU NOATBEPXOEHO MPOUCXOKOEHWE KITETOK.

3.11 mmkpo6, MukpoopraHuam (microbe, microorganism): OQHOKNETOUYHLIE KUBLIE OPraHU3MbI, KOTO-
pble HEBO3MOMXHO YBUAETb HEBOOPYKEHHbLIM IMa3oM, a TOMbKO Mo MUKPOCKOTOM.

3.12 umucno naccaxen (passage number): Konn4ecTBO NpoBedeHHbIX Naccaen.

3.13 ypoBeHb yaBoeHuA nonynauun; YY1 (population doubling level; PDL): Obwee 4ncno yaBoeHui
nonynaunm kremoyHou auHuU (3.2) unw kremoyHoz2o0 wmamma (3.4) C MOMeHTa ero UHMUnauuu in vitro.

MpumeyvyaHnue 1 — JononHutensHas uHopmMaLums npusedeHa B [7].

3.14 nepBu4HbIe KneTku (primary cells): KneTkW, BolAeneHHbIe HENOCPEACTBEHHO M3 TKAHEW UIun op-
raHoB, B3ATbLIX HEMOCPEACTBEHHO W3 OpraHMaMa, C UCMNonb3oBaHWeM epMeHTATUBHBLIX UMK MeXaHU4eCKUX
MeTO0B.

3.15 nepBuyHasa kynbtypa (primary culture): Kynetypa, BblpalleHHasi U3 KNeToK, TKaHen UN OpraHos,
BblAENeHHbIX HeNOCPEACTBEHHO M3 OpraH1ama, U 4o cTaguM ee cybKyrnsTypupoBaHus, pasMHOXEHWS U Nony-
YeHusa nocrefoBaTenbHbIX Naccaxewn in vitro.

MpumevaHue 1 — JononHutensHas uHopmMaLms npusedeHa B [6].

3.16 xm3HecnocobHocTk (viability): Mpu3Hak xxuBoro opraHnama (Hanpumep, meTabonuyeckn akTUBHO-
ro, cnocobHOro K BOCMPOM3BOACTBY, MMEHLLEro HeMoBPEXKAEHHY KNeTo4YHY MeMmBpaHy unun obnagatoLlero
cnocoBHOCTLI0 BO30OHOBNATE 3TU OyHKLMK), OnpegeneHHblid Ha OCHOBE NpeAnonaraeMoro MCnomnb3oBaHus.
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4 OO6wme TpedboBaHUA

4.1 O6LwWune nonoxeHus

Bo Bpems Bcero npouecca paboTbl ¢ KNETOYHBIMKA KynbTypamu Heobxogmmo cobntofate Mepbl npego-
CTOPOXHOCTK A5 TOro, 4T06bl M36exaTb NepekpecTHOW KOHTaMUHALKUW MeXay pa3nuyHbiMKu obpasuamu/npo-
Bamu. Mepamun NpefoCcTOPOXKHOCTH SIBMAETCA MCMONb30BaHWe OQHOPa30BOro MaTtepuana, No BO3MOXHOCTH,
WNU NpoBeAeHWe COOTBETCTBYHLMX Npoueayp OYMCTKN MOBEPXHOCTEN M MHCTPYMEHTOB Mexay obpaboTkoi
pa3nun4yHbiX obpasuos/npob.

BuoBaHK [oMmKeH co30aTh, BHEAPUTL W MOAOepXUBaTh CUCTEMY MEHemMKMeHTa KayecTBa B COOTBET-
ctBum ¢ NICO 20387:2018, pasgen 8. Cnegyert pykoBoacTeoBaTbea MCO 20387:2018, 4.

4.2 Opuauyeckue u aTuveckre TpeboBaHusn

Cnepyet pykoBoacTteoBatbea MCO 20387:2018, 4.3.

BrobaHk gomkeH oBpaTUTbCA B KOMMETEHTHBIN MHCTUTYLUOHANbHbBIA/HE3aBUCUMbIA KOMUTET MO aTU4e-
CKOMY HafA30py, OTBEHAIOLNIA 32 U3yYeHNe W OLeHKY MoBbIX COOTBETCTBYHOLLMX 3TUHECKMX NPUHLMNOB/Tpebo-
BaHWUA.

BuobaHk gomkeH BbinonHATL TpeboeaHua MCO 20387:2018, 4.1.6 n 7.2.3.4. Buonornyeckuin matepuan,
ABNAKLLNACA UCTOYHUKOM KIMETOYHOW NUHKMK, Heobxooumo cobupaTb, TpaHcnopTupoBaTh U obpabaTtbiBaTh B
COOTBETCTBMU C MEXAYHAPOOHO-NPUHATEIMIW Npouedypamu.

BuobaHk gomkeH bbITh 0OCcBEOOMIIEH 1 cnocobeH NpoaeMOHCTPMPOBaTh CoObnioAeHne COOTBETCTBYOLLINX
3TUYECKNX HOPM, 3aKOHOB W NpaBuil, yTBEPXAEHHbIX Ha HaUWOHaNbHOM, PErMoHanbHOM U MeXayHapoaHOM
YPOBHSIX, CBSAI3aHHbIX C DUONOrMyeckuMm matepuanom, xpaHsawumes B 6nobaHke.

4.3 NMomelieHus

4.3.1 O6wme nonoxeHun

B npouecce pabotkl cnegyet pykoBoacTeoBaTtbea MCO 20387:2018, 6.3.

Paboyne nomMelueHus AOMKHbI ObiTb CIPOEKTUPOBaHbl M 3KCMTyaTupoBaTbcs TakMM obpasom, 4Tobbl B
npouecce paboTel nonagaHve, obpa3oBaHue W yaepxaHue 4acTWL, U MUKPOOPraHM3mMoB Bbino MUHUMUN3NPO-
BaHO.

BuobaHk gomkeH paspaboTaTb NPOTOKON ANA KOHTPOMNSA KadYecTBa MOMeLLeHWA/cneunansHO BblgeneH-
HbIX pabo4mMXx 30H.

Mpn HEOBXOAMMOCTM MOXHO MPUMEHATb METOAbLI KOHTPONSA, NpuBeaeHHble B cepun MCO 14644,

4.3.2 MNMomeweHnsa ans paboTbl C KNETOYHbLIMW KyNnbTypamMu

BrobaHK, KyNnsTMBUPYIOLWKWIA U KOHCEPBUPYIOLLMIA KNETOYHbIE JIMHUK, JOMKEH BblAENUTb OTAEeNbHbIe MOo-
MeLLEeHNs/30HbI Anst paboTbl C KNETOYHBIMUW KyNbTypamMu.

BrobaHk gomkeH NpOBOAMTbL OLIEHKY YPOBHS BMOMOrMyeckon 6e30nacHOCTM KNeTOYHbIX TIMHUIA, C KOTO-
pbiMu npoeogutcsa paborta. buobaHk OoMmKeH TakKe OLEeHWBAThL PUCKM BO3HUKHOBEHWUS YOYLILA U3-33 YTEYKU
Xungkoro aszorta. buobaHk goMmKeH pernaMeHTUpPOBaTh KOMMYECTBO U COCTOAHWE PE3EPBYaPOB C XWUAKUM a30-
TOM, MEeTOAbl €r0 XpaHeHUs 1 YCTaHOBMTb COOTBETCTBYIOLLMIA OAaTYMK KOHLEHTpauun kucrnopoga B paboymx
NoMeLLeHNsAX.

BuobaHk nomkeH cobnwogate TpeboBaHua Buonornyeckor BE30NacHOCTH M OXpaHbl CBOMX MOMELLEeHWA
ONs MUHUMM3aLMKW PUCKOB HAHECEHUSA Bpena NepcoHany W okpyxawlen cpege npu paboTe ¢ KNeToYHbIMM
NUHUAMMN.

BuobaHk gomkeH NpuHMMaTe HeoBXoguMble MEpbl MO KOHTPOIK COCTOSIHUSA BEHTUNALMNA.

BuobaHk gomxkeH obecneynTb Hanu4Me OTAENbLHOrO NMOMELLEeHUs ONnA XpaHeHus Oybnukator (konwia)
KNEeTOYHbIX MMHWIA ANA NPegoTBpaLLeHus noTepy cobpaHHbIX KNeTOYHbIX MMHUIA B Ype3BblHaMHbLIX CUTyaUMsax.
Ecnu 6uobaHk He MOXET BblAeNUTb OTAENbHOE ansTEPHATUBHOE NMOMELLeHMe ANA XPaHEHWUS, TO KMNETOYHbIe
NMHKMKM Heobxogumo oyOnrpoBaThk U XpaHUTb B OTAENbBHEIX pe3epByapax C XuakumM asotom. Ecnv GrnobaHk He
MO3KET BLINONHUTE TpeboBaHWe No AyBnMpoBaHU0 BCEX XPaHSLLWXCA Y HEro KNEeTOYHLIX MUHWIA, TO OH SOMKEH
chenaTtb AyOnuKaTtbl OTAENbHbLIX KNETOYHBIX JIMHUA MNK Tex, KoTopble MOryT moTpeboBaTbCcA MO YCNOBMAM
KOHTPaKTOB.

BuobaHk fomkeH BeIAENUTE OTAENBHYH 30HY ANSA paboTkl C 4ENOHUPOBAHHBIMK KNETOYHBIMKU NTMHUAMM
W/MNKU TKaHAMKU. 3TN 30HbI MOXHO WMCMONb30BaTh TOSIBKO B TOM CMy4Yae, eciiv OHW OYULLEeHbl OT MWUKPOOHONR
KOHTaMUHaLUK.
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4.4 ObopypoBaHue

4.4.1 O6WwKMe nonoxeHus

B cBoen pabote Buobark gomkeH pykosoacteoBathes MCO 20387:2018, 6.5.

ObopynoBaHue, ucnonslyemoe B 6uobaHkax, BeIOMpaOT B COOTBETCTBUW C onpeaeneHHbiMu buoban-
KOM KOHKPETHBIMKW KPUTEPUAMU KA4eCcTBa, a TakkKe A5 BO3MOXHOCTW YyNpaBneHns puckamu, KOTopble MoryT
NOBMMATL WU BO3AENCTBOBATL HA NPOBOAMMbIE aHAMU3LI, UCMBITAHUSA UMW UX JOCTOBEPHOCTh.

Takke HeobxoQMMO NPOBOAWTE MOHUTOPUHI BCEX MHKYBAaTOpPOB, UCMONMbL3yeMEIX B npolecce paboThl B
COOTBETCTBMM C TpeboBaHNAMM HACTOSALLEro cTaHaapTa.

BuobaHk gomkeH ObITh OCHALLEH UMW MMETL KOHTPONMMPYEMbIA JOCTYN K MPUBEAEHHOMY HUxXe obopyno-
BaHWIO, KOTOPOE COOTBETCTBYET MMHMMANbHLIM TPeBOBaHUSAM K NPOLLECCY KyNbTUBMPOBAHUS KreTok. bruobaHk
OOImKeH Takke obecnednBaTts cobnogeHve TpeboBaHWiA K kayecTBY U BeaonacHocTM 06opyaoBaHuUS.

a) Wkad 6uonoruyeckoin 6ezonacHocTu (knacc I, knacc Ill): ouranyeckas KOHCTPYKLUS, 3aLLMLaoWas
KNETOYHbIE KyNbTYpbl OT KOHTAMWHAHTOR, @ NepcoHan — 0T NOTEHLManbHO ONacHbIX BMONOrMYeckux BeLlecTB.
Lkad MOXeT COOTBETCTBOBATL pasnUYHbLIM NpeanucaHnam no 6uobezonacHoCT B 3aBMCUMOCTU OT YPOBHSA
BrvobesonacHOCTM BMONoOrMyeckux MaTepranos, ¢ KOTOpbIMU BedeTca paboTa.

b) ObopynoeaHue Ans nogcyeTa KNeToK: peKOMeHAyeTcs MPOBOAUTL aBTOMATUYECKMIA MOACYET KNETOK.
B npouecce paboTbl Takke MOXHO UCMONb30BaTh Cnailg ANs pydHOro nogcyeTa KNeToK (Hanpumep, cnaing
reMouMTOMETpa).

¢c) WMukyBatop ¢ CO,: pekoMeHAyeTcsa Hannune yHKLUM CamOO4UCTKM;

d) MoposunbHasa Kamepa: peKoMeHOyeTca WMCMNoNb30BaTbh PErMcTpaTop AaHHbIX, CUCTEMY CUrHanv3a-
LMK 1 pe3epBHYI CUCTEMY.

e) XonoawnbHUK: peKoMeHOYeTCst MCMNoMb30BaTh PErMcTpaTop AaHHbIX, CUCTEMY CUrHanusauuun u pe-
3EpPBHYI CUCTEMY.

f) PesepByap C XWOKMM a30TOM C CUCTEMOW KOHTPOMs TEMNEepaTypbl U CUrHanvM3aunm: peKoOMeHOyeTcs
ONsi XpaHeHWs! KNeToYHbIX NMHWA B NapoBon/Kuaokon dase.

g) Mukpockon: peKoMeHAYETCA HanM4Yue Kamepbl Ans JOKYMEHTUPOBAHUS.

h) Opyroe obuwenabopatopHoe obopynoBaHue (Hanpumep, aBTOKMNAB, MOPO3UNbHAsA Kamepa, XOono-
OUINbHUK, LeHTpudyra).

i) NHBepTUpOBaHHLIA MUKPOCKOMN (OCHALLEHHLIA KaMepow).

BuobaHk gomkeH BbITh OCHALLEH MU UMETH KOHTPOINUMPYEMbIA 4OCTYN K 060pyaoBaHu0, MCNONb3yeMo-
My B MpOLIECCE 3aMOPaXUBAHUA KIETOYHbLIX NMUHUIA.

BuobaHk gomkeH YKOMNNEeKToBaTh CBOW NMOMELLEHUSA COOTBETCTBYOLLMM obopynoBaHuem Ana obecne-
UYeHWs TOro YpoBHSA BMobe3onacHOCTKW, KOTOpLIA TpebyeTcs No peaynsrataM NpoBefeHHON OLEeHKU (OOKyMeH-
TUPOBaHHbIN aHanua pucka), cMm. 4.3.2. MNpu 3Tom cnenyet pykoBoacTeoratbea MCO 20387:2018, 6.3.5.

BuobaHk JomKeH MMeTb B HanWyuu CpPeacTBa WHOMBUOYANbLHOW 3aLUMThl B COOTBETCTBUU C YPOBHEM
BrMo6e30nacHOCTM NOMELLEHNS U XapakTepoM KIeTOYHOW NMMHWMK, C KOTOpPOW npoBoauTtcs pabota. MNepcoHan
yypexaeHus JOIDKeH HOCUTb COOTBETCTBYHOLLME CPpeACcTBa UHOVMBUAYANBHOW 3aLUThLl BO BPEMS KYNLTUBUPO-
BaHMWS KIMeToK BO U3bexaHWe KOHTaKTa ¢ KyNnbTypansHOW Cpefon Unn a3po3onemM, KOTOPbIA MOXET BbiAenATh-
csl B npouecce paboThl.

MepcoHan, paboTalolWmuin ¢ 3aMOPOXKEHHBIMW MaTepuanamMmyu Unu XUOKAM a30TOM, OOMKEH UCMONb30-
BaTb KPUOTEHHbIE CpeaCcTBa MHOUBUAYANLHOW 3aLUUTHI.

ObopynoBaHue ONA XpaHeHUA KNEeTOYHbIX NUHUA OOMKHO BbiTh OCHALLEHO CUCTEMOW MOHUTOPMHIA W
cvrHanuM3auvedn UnM CUCTEMOW OUCTAHLMOHHOIO YNpaBseHusa Ans HEMEeONEeHHOro pearvupoBaHWs HAa HEWUC-
NpaBHOCTbL UNu nornomky obopynoBaHusa. Bce HeMcnpaBHOCTM UNU NOMOMKW 000OpYAOBaHKUA, a Takke NMPUHS-
Thie BNOCNEACTBMM MEpbl noanexarT y4eTy u PUMKCMPOBaHWI0 B AOKyMeHTauun buobaHka. buobaHk gomkeH
MMETb aBapuiHLIN reHeparTop unu gpyroe obopynoeaHue, HeobxogumMoe AN 3alnTbl KNETOYHBIX NTMHWIA NPy
OTKIIHOYEHUMN SNEKTPOIHEPTUN.

BuobaHk gomkeH nMeTb Heobxoaumoe pesepBHOe 0bopyaoBaHue (HanpumMmep, UHKyBaTopbl C BakyyMu-
poBaHHbIM razom CO,, MOPO3UIbHBIE KAMEPbI U EMKOCTH C KWAKMM a30TOM) Ha Cry4an BO3HUKHOBEHWS HENC-
NPaBHOCTW UMW NONOMKK 060pya0OBaHUSA.

4.4.2 KoHTponb TeXHUW4YEeCKOro cocTosHUA obopyaoBaHus

Yepes 3annaHWpoOBaHHbIE BpEMEHHbLIE MHTEpPBanNbl 61M0baHK JOMKEeH NPOBOAWUTL NPOBEPKY XapakTepwu-
CTUK cnegytolero obopyaoBaHWA, UCNONbL3YEMOro B npoLlecce paboTkl C KNETOYHBIMU NTUMHUAMMU:

4
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a) aBTOKMaBa: B 3aBMCUMOCTH OT yPOBHS 6230MacHOCTY NPOBOAAT KOHTPOIb AaBNeHWd, Temneparypsbl,
npegoxpaHNTenbLHOTO KrnanaHa, Bbixoda napa, OYMCTKU U MUKPODMOMOTrMUYEecKoro M XMMMUYeCcKoro KOHTpOms
npouecca;

b) wkada Buonornyeckon 6eszonacHoOCTW: NPOBEPAIOT NOTOK BO3ayxa, coctosHne HEPA-cunsTpa, cte-
PUNBHOCTE U YUCTOTY;

¢) CO, uHkyBatopa: Temneparypa, BnaxHocTb, cuctema CO,, CTEPUNBHOCTbL U YMCTOTA;

d) pesepByapa Ans XWOKOrO a3oTa: YpOBEHb XWAKOro asoTa, TeMnepaTtypa U NpoBepka CUCTEMbI CUT-
Hanusauwu,

e) MUKpOCKOMNa: KOMMOHEHTHLI U YMCTOTA;

f) xonoguneHMKa: TemnepaTtypa U cTabunbHOCTL NO4AYN 3MEKTPO3HEPIUK;

g) MOpO3MIbHON KaMepbl C YNLTPaHWU3KOW TeMnepaTypon: COCTOAHME KOMMpeccopa, TeMNepaTypHOn
CUCTEMBI U CTAbUNBLHOCTL 3NEKTPOCHabXeHUS;

h) cucTembl BEHTUMALWU: KOHTPONb;

i) YCTpOWCTB ANA MOHUTOPUHIA KUCNOPOoAa: KOHTPOMk;

j) pe3epBHoro obopynoBaHWsA: COCTOSHUE U CTABWUNBHOCTL 3NeKTpocHabKeHua N/nnu nogadv a3ota unu
CO, npy aBap1iHOM OTKITHOYEHWUM IMEKTPOIHEPTUM.

AKTbl O NPOBEOEHUN KOHTPONS TEXHWYECKOrO COCTOSAAHUS 0DopynoBaHWUs Noanexart XxpaHeHuo B buobaH-
ke. Jetann nobbix 06HapYyXeHHbIX OTKITOHEHWA OOMKHbI BbITh OTPaXXeHbI B 3TUX aKTax.

4.5 PeareHTbl

PeareHTbl 4N UCNonb3oBaHWsA B paboyunx npoueccax Belbupatotes 6robaHkamn B COOTBETCTBMMN C KpU-
TEPUAMU KOHTPONS KayecTBa, YCTAHOBMEHHLIMW B KOHKPETHOM GuobaHkKe, U ANs ynpaBneHus puckamu, KoTo-
pble MOTYT MOBAUSTL UK BO3AENCTBOBATbL Ha NPOBEAEHHbIE aHanu3bl, UCTbITAHWA U UX JOCTOBEPHOCTL.

BuobaHk gomKeH YyCTAaHOBWUTL, OOKYMEHTMPOBATbL W BHeAPUTb Mpolenypbl OLEHKM cTabunbHOCTU pe-
areHTOB; 3Ta Mpoluenypa AOMKHA OnpefensiTe KPUTEPUU BHYTPEHHEro WU BHELLHEro KOHTPOMs KadecTsa
(T. e. aHTUTEn, pasbaBuTenen, kanubpatopos).

4.6 MepcoHan

4.6.1 O6wKre nonoxeHnn

B ceoein paboTte buobaHk gomkeH pykosoacTeoBatbca MCO 20387:2018, 6.2.1.

BakuuHauunsa nepcoHana siBnsieTcs 06A3aTenbHoN B COOTBETCTBMM C OLIEHKOW pucka.

4.6.2 KoMmneTeHTHOCTbL NepcoHana

MpumenstoTca TpeboranHusa MCO 20387:2018, 6.2.2.

BuobaHk 0bs3aH MHOpMUpPOBaTL NMepCcoHan O puUcKax Ans 300poBbA M GesonacHocTW Npu paboTte ¢
KNeTo4YHbIMK NHMAMKW. BrobaHk gomxeH obecnedunte obyvyeHne nepcoHana TexHuke GesonacHoOCTU C pery-
NSPHBLIM NOBLILLUEHWEM KBanMUKaLuy B 3aBUCUMOCTM OT YPOBHS B1o6e3onacHoCTN NoOMELLEHWIA.

BrobaHk gomkeH obecneyntb, 4TOObI NepcoHan, y4acTBYOLWMWA B KYNETUBMPOBaHWK KNeToK, Obln KoM-
NEeTEeHTEeH B BbIMOMHEHUN COOTBETCTBYIOLWMX 33434 1 obrnagan HeobxoguMbIMUK 3HAHMAMK MO OOHAPYXKEHMIO 1
npenoTBpaLLeHno MUKPOBHOW 1 NepeKkpecTHOW KOHTaMMHaU MK U HeNpaBUNbHOW WAEHTUUKALMN.

4.6.3 Oby4yeHune nepcoHana

MpumeHsatoT TpebosaHua NCO 20387:2018, 6.2.3.

BuobaHk gomkeH obecneuynTs COOTBETCTBYHLLEE N akTyanbHoe obyvyeHue (BHyTpeHHee W/MKu BHeLl-
Hee) nepcoHana 6uobaHka ¢ perynapHbIM NOBbILEeHWeM Keanudukayun. OBydyeHue OOMKHO BKAYATL cre-
AyloLLMe TeMbl, NPU 3TOM He OTPaHU4MBAaTLCA UMMK:

a) MeToAbl KyNbTUBMPOBAHUS KNETOK, BKMOYasa acentuyeckne nabopartopHble HaBbIKY;

b) xapakTepucTtuka 1 NnpoBepka NoaNMHHOCTY KNETOYHbIX NUHWIA;

C) cosgaHue KNeToYHbIX NMUHWIA;

d) aTvka, KoHUOaeHUManbLHOCTL U 6e30MNacHOCTb AaHHbIX;

e) 300p0oBbe M Be30MacHOCTL;

f) MeTogbl KOHCEpPBALUKU U XpPaHEHUS;

Q) KOHTPOMb YCMOBWUIA OKpY»Katolller cpefbl B 30HaxX paboTkl C KNEeTOYHLIMKU KyNbTypamu,;

h) KOHTPOMb KayecTBa KMNETO4YHbIX MWHWIA, BKNOYaa oDHapyxeHvWe n npefoTBpalleHve MUKPOOHON 1
NepekpecTHOM KOHTaMMHAaLUMK M OLUMGOYHOM MAEHTUDUKALMN;

i) TpaHCNOPTUPOBaHME KNETOYHbLIX JIMHUIA, BKMOYas, Hanpumep, COOTBETCTBYHOLLME NpaBuna nepeBosku
KNEeTOYHbIX NMUHWIA.

— e N
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BuobaHk gomkeH nepuoguYecky NpoBepsATh 3HAHUS COTPYAHWKOB, YHaCTBYHOLLMX B TEXHONOTMMYECKOM
npouecce B py4yHOM pexume, 4ToObl yAOCTOBEPUTLCA, YTO paboynin NpoLecc OCYLLeCTBNAETCS B COOTBET-
CTBUW C BHYTPEHHUMMK NpouegypamMu.

4.6.4 Buopuck u 6uobezonacHoCcTbL NepcoHana

BuobaHk gomkeH oueHUTb BMoprckn paboTbl C KNETOYHLIMK MUHWUSIMKA B MOMELLEHUAX U BHEAPUTbL COOT-
BETCTBYylOWME Mepbl Bruobe3onacHOCTM AN 3alMTbl NepcoHana.

5 TpeboBaHuA K npoueccy

5.1 Co3spgaHue KNeTo4YHbLIX NMHUIKA B BuobaHke

5.1.1 O6Lwwme NnonoxeHus

5.1.1.1 B npouecce co3gaHus KNeTouHbIX NMHUIA npuMeHsatoT Tpebosanma MCO 20387:2018, 7.1.

5.1.1.2 BrobaHk MOXeT NPOV3BOAMWTL KNETOYHbIE NIMHWUM U3 KIETOK UMW TKaHEW, NONyYeHHbIX OT MIeKo-
NUTaKLWKX, BKNHOYas YernoBeka.

5.1.1.3 buonorn4ecknd marepuarn, ABAAKWWACA WCTOYHMKOM MOMYYEeHUs KNEeTOYHOW MMHWK, OOITKEH
BbITb cobpaH, TpaHcnopTMpoBaH M 0bpaboTaH B COOTBETCTBUM C CYLLECTBYHLWMMKU cTaHgapTamu MCO nnu
MeXOYHapOoAHO-MPU3HAHHBIMU NpoLedypamu.

Mpumep — Takue cmaHdapmei UCO eknrodarom ISO/TS 20658.

5.1.1.4 bruobaHK OOMKEH MONy4YnTb KMMHWYECKME M BMONorMyeckne xapakTepuUCcTUKM UCTOYHUKA Khe-
TOYHOW NUHKUK, BKIOYAA BUL O0OHOPA, NMPOUCXOXKAEHUE, STHUYECKYH NPUHAAMNEXHOCTb, Mo, BO3pacT, BUA CO-
BpaHHoro matepmana (HanpuMep, TKaHb, KPOBb W T. 4.) U COCTOSAHME 3aboneBaHnsA, eCnn 3TO BO3MOXHO U Lie-
necoobpasHo. BrobaHK OOMKEeH XpaHUTbL BCH MHDOPMaLUI0 O CO3AaHHbIX KIMETOYHbIX NMHUAX 1 (PUKCUpOBaTb
B AOKYMEHTaxX MHOopMaLM 0D MX KOHCEPBALUN U XpaHEeHUW.

5.1.1.5 buobaHk gomkeH obecneuyntb cbop n obpaboTKy martepuManoB B COOTBETCTBMW C STUYHECKUMMM
TpeboBaHuaMU. brnobaHk gomkeH obpabaTtbiBaTh KNMUMHUYECKYO MH(DOPMALWI0 U OPYTrMe OaHHble, KacawLlin-
ecsl JOHOopa/UCTOYHMKA KNEeTOYHOro Matepuana ¢ cobnwgeHvem TpeboeaHuin 6e30nacHOCTU U KOHMOEHL M-
anbHOCTU MUYHOCTU AOHOPA.

5.1.1.6 brobaHk gomkeH NPUCBOUTbL YHUKaNbHbLIN MOEHTUMOWKATOP KNETOYHOW NUHUN B MEXAYHApPO4HO-
NPW3HaHHOM W YeTKoM bopmarte mapkupoBaHusa B cooteeTcTBUM ¢ MCO 20387:2018, 7.5 a). lNpocnexnsae-
MOCTb BUonoruyeckoro Matepuana U CBA3aHHbIX C HAM OaHHbIX JormkHa ObiTe 0becneyeHa B COOTBETCTBUM C
MCO 20387:2018, 7.5.

Mpumevyanmnme — Cwm. cant MexayHapogHOro KOMUTETA MO NPOBEPKE NOANMHHOCTM KNneToYHbIx NuHuiA (ICLAC:
https:/ficlac.org) unu Cellosaurus (https://web.expasy.org/cellosaurus/).

5.1.1.7 brnobaHk fomkeH paspaboTaTh U BHeAPUTb Mepbl NO NpeaoTBpaLleHUo NepekpecTHOM KoHTa-
MUHaLMW.

5.1.1.8 brobaHk gOmKeH NPUMEHATL COOTBETCTBYHOLLME aCENTUYECKUE TEXHWUKY Mpu paboTe ¢ KNneTou-
HbIMW NMUHUAMWA. BrobaHK OOMmKeH Takke BO34Eep)KMBATbCA OT WUCMNOMNb30BaHUS aHTUOWOTUKOB MMM aHTUMU-
KOTWMKOB. Ecniv npu paboTe ¢ KNEeTOYHLIMU NMUHUAMK BLMOBaHK MCMOMb3YeT aHTUBUOTHMKN UMM aHTUMUKOTUKM,
YpOBEHb aHTUBMOTUKOB MMM aHTUMUKOTUKOB [OMKEH ObITh NPOBEPEH B KOHLE NpoLecca KyNsTUBUPOBAHUS.

5.1.2 BblaeneHue v o4MMCTKa NEpPBUYHbLIX KNETOK

BuobaHk gomkeH yCcTaHOBWTL, BHEAPUTE U cobnoaaTth npoueaypbl Mo nony4vyeHuo u obpaboTke nctou-
HMUKOB MEepPBUYHbLIX KNETOK.

K MCTOYHMKaM NEPBUYHbBIX KIETOK OTHOCATCH TKaHW, KOCTHbIN MO3r, KPOBb (HanpumMep, MobunnsoBaHHas
nepudepunyeckasi KpoBb, NYNOBUHHASA KPOBL) U 3MOPUOHBI.

BrobaHk JomKeH coOXpaHATb AOMNONMHUTENbHLIE MCXOAHbLIE MaTepuansl 4NA NoATBEPXOEHUS NPOUCX0X-
OeHWs U, ecnu NPUMEHUMO, ANt TMCTONAaTONOrMYeCcKOro NoATBEPKAEHUS.

5.1.3 lMepBUYHLIE KYyNbTYpPLI

5.1.3.1 KynetmBMpoBaHue

[Ons kyNnbTUBMPOBAHWUSA KNETok 6MoBaHK OOMKEH NCNONb30BATE COOTBETCTBYIOLME NMUTATENBHEIE BELLle-
cTBa u gobaBku, KOTOpble MOTYT ONTUMWU3UPOBATL PE3YNLTaThl KYNETUBUPOBAHUS KIETOK C TOYKM 3PEHUSA UX
NPWrogHOCTK AN MCMOMb30BaHUA MO HasHaAYeHWo (HanpyuMep, BOCNPOMU3BOAMMOCTb, CTabUIbHOCTL MW Bbi-
aeneHue).
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5.1.3.2 XapakTepucTuka

BuobaHk gomkeH NpoBOAUTL XapakTEPUCTUKY NEePBUYHBLIX KYNbTYP B COOTBETCTBUK C TUMAMU MX KINETOK
1 npegnonaraeMblM ucnonb3oBaHveMm. brnobaHk gomkeH NpoBOAUTE MOSHTUUKALMIO U BEpPUdMKALIMIO Kne-
TOUYHBIX KYNETYP NPU HANUYUKM MHPOPMALIMKN O XapaKTePHLIX MpU3HaKax.

5.1.4 KneTo4Hble NUHUU

5.1.4.1 Co3gaHue KNeToYHbIX NNUHUIA

BuobaHk gomkeH peructpypoBaTb METOA M MpoLUecc, NpMMeHAeMble OANA COo3AaHUA KMNETOYHbIX NUHWA
(Hanpumep, NyTeM BUPYCHON MHPEKLUMW UMW CMOHTAHHOW MHAYKUWKA B pe3ynstaTe pagnaunoHHoro obnyyeHns
Unn xumuveckon obpaboTkn).

5.1.4.2 Tpoeepka NOANMHHOCTM W XapakTepUCcTnKa

BuobaHk gonmkeH NpoBepsATk NOANMUHHOCTL M XapakTEPUCTUKN BHOBb CO3[4aHHbLIX KNETOUHbIX MUHWIA O
NnoaATBEPKAEHUA MX WOAEHTUYHOCTU U NPOBEPKM HA HANM4YMe KOHTAMMHAHTOB, C UCNOMb30BAHUEM HUXKENpUBE-
OEeHHbIX MeTodoB:

a) aHanv3 ons onpegeneHns YHUKanbHbIX atpubyTos;

b) aons onpegeneHns MMKPOGHOW KOHTaMMHALWW: BU3yarbHbIA OCMOTP, 0DHapyXeHwe MeTog4omMm nonu-
mepasHon uenHon peakyum (MLP), obHapyxeHme OHK Ha ocHoBe dhnyopecueHunn, KynbTypasbHbIid aHanus,
MMMYHODEPMEHTHbBIW aHanus, MMKPOCKONMYECcKoe HabMniwaeHe Unn 3KBMBaNEHTHbLIA MeTop,;

C) ANs NPOBEPKM BMOA W NOANMHHOCTW: aHann3 KOPOTKMX TaHOEMHbIX noBTopoB (STR), aHanus kapuo-
Tuna, OHK-6apkoguHr nnm aKBMBanNeHTHLIA MeToq,.

5.2 Mony4eHue onpegeneHHbIX KNETOYHbLIX NMHUNA

5.2.1 O6LwmMe NnonoXxeHus

[nsi npeMKkn KNeToYHbIX NMHKWIA NpuMeHsatT Tpebosanmsa NCO 20387:2018, 7.3.2 n A.2. bnobaHk gon-
)KEeH onpenennTb, BHEOPUTb M OKYMEHTMPOBATL NpoLeaypbl NONyYeHWs KIMETOYHbIX TMHUA B COOTBETCTBUN C
MCO 20387:2018, 7.3.2.1.

MpuHUKMN gocTyna gomkeH BbITh onpenened B cooTBeTcTBumM ¢ MCO 20387:2018, 7.3.1. buobaHk gon-
KeH MMeTb NpeanvcaHus no npuemke, npouenypbl U QOpMbl, LOCTYNHbLIE, NPEANOYTUTENBHO OHMaWH, AnS
pa3bsACHeHWs NpaB U 00a3aHHOCTen BuobaHKa 1 NocTaBLLMKa.

MpocnexveaemMocTb KITeTOK M CBA3aHHbIX C HUMW AaHHbIX AormkHa ObiTh 0becnedyeHa B COOTBETCTBUAN C
MNCO 20387:2018, 7.5.

BrobaHk MOXeT nony4aTk 3asBKM HA AeNOHMPOBaHWE OT BHELUHEero NocTaBLUMKa WiM CaMOCTOSATENIbHO
3anpalwmBaTh JeNOHMPOBaHWe y NocTaBLuMKa. buobaHk JomKeH perucTpupoBaTh BCe 3asBKW Ha AeNOHNPOBa-
HWe A4Sl MCNOoNb30BaHUA B Dyayliem.

5.2.2 PaccmoTpeHue 3asBKWM Ha AeNOHUpoBaHue

BuobaHk paccmaTpmuBaeT 3asiBKM Ha OeNOHUpOBaHWE NS onpedeneHns COOTBETCTBUA OENOHUPYEMON
KNEeTOYHOW NUHUKN, OCHOBLIBASACH HA CIEAYOLWNX KPUTEPUAX:

a) ropuavyeckme acnekTbl UMM TpeboBaHWSA, TakMe Kak BOMPOCHl UHTENMNEeKTyanbHOW COBCTBEHHOCTH,
Nnpaeo Ha pacnpocTpaHeHUe U pacnopskeHne, Unu nbble JOrOBOPHLIE 06A3aTENLCTBA;

b) npeaHanuTudeckas uHcopmaumMsa (HanpuMep, METOA U YCNOBWA KyNbTUBMPOBAHWUSA, METO KOHCEPBa-
LWKW 1 YCNOBUS XpPaHEHUS);

c) ypoBeHb 61M06e30nacHOCTU KNETOYHbIX NMUHWUA;

d) npegBapuTeENbHO OMpefereHHble KPUTEpUUM KadecTBa (Hanpumep, OTCYTCTBME KOHTaMuHauuu no-
CTOPOHHUMMMW OpraHM3mMamm, OTCYTCTBME OMacHbIX ANA 300POBbsS YEeNnoBeka MaTepuanos, Hay4yHoe onucaHue,
BKItoYaa Mopdponoruio, TakcoHomuveckoe ob6o3HavyeHne 1 T. 4.), NPy HeoDXOAUMOCTH.

BrobaHK gomkeH nony4nTe OT NOCTaBLUMKa AOCTYMHYH MH(OPMaUMK O XapakTepUCTUKaX KIeTOYHbIX
NUHNRA,

BuobaHk gomkeH obecnevnTb COCTaBNEHME OKYMEHTanbHO 0pOPMIEHHOrO CorMalleHnst Unu puan-
Yecku 0ba3aTenbHOro AOKYMEHTa B ClyyYae, eCnu KNEeTOYHYH MMHMI0 NMPUHMMAIOT Ha XpaHeHWe OT MOoCcTaB-
WuMKa. B Takux cormalleHnsx onvMceiBaloT npasa M 00a3aHHOCTK, a Takke 3allUTy UHTEPeCcOB NocTaBLiuKa U1
brnobaHka B OTHOLLEHUW pacnpOCTPaHEHUA U MHTEMNMNEKTYanbLHON COBCTBEHHOCTU KITETOUHON NUHUK.

BuobaHk gomkeH NpefocTaBUThL 3aMHTEPECOBAHHBLIM CTOPOHAM KPUTEPUM AOCTYNA K KNETOYHBLIM NTUHU-
SIM, Haxogawmmca B brobaHke.
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5.2.3 PeweHure no 3aABKe HA geNOHUpOBaHMe

BuobaHk npuHumaeT pelweHne 06 yOOBMETBOPEHWW UMM OTKIIOHEHUW 3asiBKM Ha OENOHUMPOBaHWE Ha
OCHOBaHWUW YTBEPXKAEHHOW NonuTukM BuobaHka n pesynbTaToB NpoLecca paccMoTpeHua 3asenenusd. o pe-
3ynkTataMm paccMOTpPeHUs 3adBOK BMoBaHK COCTaBNAeT COOTBETCTBYIOLLYH OOKYMEHTALMIO.

Ecnu kneTouHble NMHUKA He COOTBETCTBYHOT KpuTepuam buobaHka, BuobaHk fonKeH yBe4oMUTb 06 3TOM
3aaBUTEnNS.

5.2.4 lNepepava MmaTepuana v cBA3aHHbIX ¢ HAM AaHHbLIX

5.2.4.1 Mocne TOro, Kak 6uobaHK NPUHAN pelueHne 0 NPUHATUM KNEeTOYHOW NMUHUK Ha XpaHeHue, buo-
BaHk MoxeT 06CyAWTh C NOCTaBLLVKOM NTOTMCTUYECKUE BONPOCHI A8 onpefeneHns AaTthl nepefadv KneTo4YHow
TIMHUK 1 CBSA3AHHBIX C HEW JaHHbIX, a TaKke KonM4yecTBa Matepuana, nognexatiero genoHmposanuo. Konu-
4ecTBO MaTepuana, Noanexalwero 4enoHMpPOBaHWID, ONpenenseTcs B 3aBUCMMOCTU OT NpUpoabl MmaTepuana,
ahPeKTUBHOCTH KOHCEpBaLUWM, METOLOB XpPaHEeHU:A U pasMopaXKMBaHus, a TakkKe yCrnoBui, NpUMeHsieMbIX Npu
nepegaye. PekomeHayemoe KONMYecTBO eAuMHUL ANA AeNOHUPOBaHNA KIeToYHbIX NMHWA npuBegeHo B A.1.

5.2.4.2 brnobaHk JoOMKEeH 3aperMcTpMpoBaTh KOMUYECTBO eOMHWUL, NOMYYeHHbIX OT MOCTaBliuKa, U 3a-
pe3epBUpoBaTh YacTb e4MHUL ANs NPOBEAeHWs aHanvW3a ans onpegeneHus xapaktepuctuk. OctanbHble egu-
HULbI JOMKHbI XpaHWUTLCS OTAENbLHO OT cyllecTBylowero cbopa 0o 3aBeplUeHns aHanu3a Ans onpeneneHus
XapakTepUCTHUK.

5.2.4.3 Ecnu ecTb nogo3peHune, 4To KNneTodHas NMMHUS HernpaBurbHO UOEHTUULMPOBaHa, NoABepxeHa
NepekpecTHOM UNn MUKPOBHOM KOHTamMMHaLnK, BruobaHK AomKeH NonpocuTh NOCTaBLWMKA UMK KBanuduum-
poBaHHY0 NabopaTopuio NPOBEPUTL MOAEHTUYHOCTbL KNETOHHOM JIMHUK UK NPOBECTM UCMbITAHWE Ha Hanuyune
KOHTaMUHaLMWU U oNpefen Tk ee TUN B npolecce npoeepkn. BuobaHk omKeH NoaATBepaAnTb, BbINo N U3BECT-
HO paHee O TOM, YTO AEenOHWPOBaHHAA KNeTovHas nuHMsA Bbina nogBeprHyTa nepeKkpecTHON KOHTaMUHAaLMK
UMK HENPaBUIMbHO WAeHTUdUUMpoBaHa. brobaHkn 4OMKHBI 3HaTh 06 orpaHuyYeHnax MeToaa obHapyKeHUs B
rnpouecce NPOBEPKU NOAMMHHOCTH.

MpumeyvyaHue — BuobaHk MoxeT NpoBepuTb Bady AaHHbIX MexayHapoaHOro KoMUTETa Mo ayTeHTUdukaumMm
knetodHbix NMHUIA (ICLAC) ona BeISBNEHWA KNETOYHbIX NIMHWUA, KOTOPbIE MOTYT BbITh NepekpecTHO KOHTAMUHUPOBAaHbI.

5.2.4.4 bruobaHk porkeH PUKCUPOBaTb M MOArOTABNMBATL CTPYKTYPUPOBAHHBIN U CTaHA4ApPTU3MPOBaH-
HbI OTHET O AaHHbIX KNETOYHbIX MMHUA MIEKONUTAKLLMX.

5.2.4.5 brnobaHk LOMKEH COXpPaHATbL COOTBETCTBYHOLLME AAHHbBIE O KNETOYHON MMHMK, BKNOYasa Cnegyo-
LWMe NnapamMeTpsbl, eCrn 3T0 LienecoobpasHo:

a) uHdopMauu 0 OoHOpe: BUA, NPOUCXOXKAEHUE, 3THUYECKYH NPUHAANEXHOCTL, NOM, BO3pacT OOHO-
pa, MmecTo cbopa Buonoruyeckoro Mmatepmana (HanpuMep, TKaHb, KPOBb U T. [1.), a TaKke cocTosaHue 3abone-
BaHWS, MONMYYEHHYO Tepanuio;

b) uHopmauuio 0 cozgaHUn KNETOYHON NUHUK: ATy CO34aHusl, Ha3BaHWE U KOHTaKTHYK MHOPMAL U
y4pexneHUsa-Npou3BO4UTENS, CChINKY HAa CBEEHWUs1 O CO3A4aHWN;

C) BanuAauuko KNeTOYHOW NUHWUK: JaHHble aHanMaa KOHTPonsa KadecTBa (cMm. 5.2.5);

d) xapakTepucTuKy KNeTo4YHON NUHKMK (CM. 5.2.5);

€) ycrnoBusA KyNnbTUBMPOBAHWSA: KynbTypanbHYl cpedy, AobaBky, cpedy ANA KPUOKOHCEpBaUWW, PEKo-
MeHAYEeMbIA KOHTENHEep ONs XpaHeHWs M YCIoBUA pocTa (HanpumMmep, TeMnepaTtypa v ra3oBbli peXuM);

f) nHdopmMauno 0 cyBKYNETUBMPOBAHMMW: KONIMYECTBO NaccaXew U BpemMs YABOEHUSA NONynAuMmM, ypo-
BEHb YOBOEHUA nonynaumn n TpeboBaHua K cybKkynbTUBMPOBAHUIO (HAanpuMep, ko3 UUMEHT pasgenenus).

5.2.5 XapaKkrepucTUMKa U NpoBepKa NOANMHHOCTU KNETOYHOM NMMHUMU

BuobaHk JomkeH NPpOBECTU COOTBETCTBYHOLLME aHann3bl A4St MPOBEPKN KNU3HECNOCOOHOCTU KNEeTOYHON
TNMHWU, OTCYTCTBUSA KOHTAMWHAHTOB MW OPYIrUX XapakTepUCTHK, O KOTOPbIX cOODLMN nocTaBLyMK. Takmue aHa-
U3kl MOTYT BKIHOYaTL NpOBEdeHne CriedyoWmnx MeponpuaTin, HO He orpaHUYMBaTLCH UMUK:

a) NpoBEPKY WAEHTWYHOCTM: aHanM3 KOPOTKUX TaHAEMHbIX NOBTOPOB (STR) NS KNETOYHbIX JTMHUA Ye-
JIOBEKa UMW 3KBUBANEHTHbIN MEeToL;

b) onpegeneHne mopdronorn KNETOK: MUKPOCKONMYeckoe HabrnwogeHne nNpu paspexxeHHOM U KOHAMo-
3HTHOM COCTOSIHWMU;

C) pOCT: KPMBYHO POCTA W aHarnu3 Ha yoBOEeHWe NOonynsauumn Unn 3KBUBanNeHTHLIA METos;

d) onpepeneHve MUKpOBHOW KOHTaMWHALWK: BU3yanbHbIA ocMoTp, obHapyxkeHue metogom [NLP B co-
otBeTcTBUM ¢ MCO 20395, obHapyxeHue IHK Ha ocHoBe dnyopecueHu M, KynbTyparnbHbIA aHanmus, UMMYHO-
hepMeHTHbIA aHanu3 U 3KBMBanNEHTHLIN MeToq.

8
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MpumeyaHue — [Ina BbIABNEHWUS MUKOMMAa3Mbl MOXHO WMCMOMb30BaTk aHanNW3 KONMOHWIA MUKOMMasMel NyTem
kyneruBupoBaHus, MNUP, MOA v okpawwnsanune Hoechst. [Ina apyrvux 6aktepuin n rpnboe MoxeT ObiTe NPOBEAEH Kak MUHU-
MYM BU3YanbHbIA ocMoTp. [Inga BUpYycoB MOXET BbITh nposeaeH TecT NLP;

e) NpoBepKy BuAa: U3oepMeHTHbIA aHanus, aHanua kapwotuna, JHK-6apkoanHr nnu aKBMBaneHTHbINA
MeTon;

f) Xun3HecnocoBHOCTb: aHanM3 WCKMNKYEHWA TPUNAHOBOIO CUHETD, NPOTOYHAA UMTOMETPUS UMK SKBUBA-
NEeHTHbIN MeTOof;

g) reHOTMNUPOBaHWE MYTaUWIA U N3MEHEHWI Yucna Konui (HanpuMmep, Ans NUHWIA ONYXOMNeBbIX KNEeToK).

[lna cTBONOBLIX KNETOK HEOBXOAUMO NPOBECTU CreayoLllne AONONHUTENbHbIE aHanu3bl:

1) npoBepKy Ha cnocoBHOCTL K AMddepPEHLNPOBKE;

2) curHaTypy akcnpeccum reHoB: gPCR unu skBUBaneHTHLIN MeTos;

3) UMMYHOMEHOTUNMPOBaHWE: PNyopecLIEeHTHAA MUKPOCKOMNNA UMM SKBUBANEHTHbLIA METOS;
4) TecTMpoBaHWE Ha YHWUKanbHble MapKepbl KMNETOYHOW NMOBEPXHOCTWM W/WMKN YHUKanbHble BUodyHKUNN
KINeToK, ecrnn aTo NPUMEHUMO.

Ecnu npoBogaT ucneiTaHue Ha pocT [cM. 5.2.5 ¢)], 6uobaHK JomkeH NPOBECTU NMOACYET KNETOK B COOT-
BetcTBuM ¢ MCO 20391-1 u MCO 20391-2.

BuobaHk fomkeH BhIGpaTh M 3aNpOTOKONUPOBAaTL, KakMue aHanuabl Ons ONpefeneHus XapakTepucTUK
HeobxoaQMmMo NPOBECTH, MCXOOA U3 TUMOB KNETOYHbIX NUHUWA.

BuobaHk gomkeH NpoBecTM OOCTaTOMHOE KONMUYECTBO aHarnv3oB Ans NoATBePKAEHWs TOr0, YTO KIeTo4-
Has NUHWA SBNAETCH NOOMWHHON U HE COLAEPXWT KOHTaMWUHAHTOB (Hanpumep, MUKOMNasmy), U MOXeT ObiTb
MCMnonb30BaHa B Ka4ecTBe A0NYCTUMOro MHCTPYMeHTa uccnegoBaHust.

BuobaHk peructpupyeT AaTy, YMCNo Naccaxem, UCMOoMb30BaHHBIA METO aHanu3a 1 pesynsraTbl aHanu-
30B Mo onpefeneHuio xapakTepuctuk. Ecnu pe3ynstaThl aHanU3oB He COOTBETCTBYOT MHAOPMAaLMK O Xapak-
TEPUCTUKAX, NPeaCcTaBleHHON NOCTaBLWMKOM, BoBaHK MOXEeT MoNpoCcMThL NOCTABLUMKa NOBTOPHO NMpegocTa-
BUTb KNETOYHYIO NMUHWIO.

BuobaHk MOXeT oTka3aTb B NpUeMe KIeTOYHOW NMHWW, ECNN €€ XapaKTepUCTUKN HE COOTBETCTBYHOT
onucaHuio, NpeAcTaBNeHHOMY MOCTABLWMKOM, UMK €CIY NOCTaBLLKK He NogaeT NOBTOPHYHK 3asBKY Ha OeNoHU-
pOBaHWe KNeTouHoW NHuK. B Takux cnyyasx 6uobaHk yregoMnsaeT 3aaBMTens o6 oTkase B Npueme 1 onpege-
nsAeT nopagok obpalleHnsa ¢ NpeAcTaBNeHHOW KNeToYHoW NuHKen nvbo Bo3Bpallas ee obpaTHO 3asiBUTENHO,
nnbo yTUnn3mpysi ee B COOTBETCTBMM C AENCTBYOLMMUN TpeBoBaHNSAMN M NONUTUKOW BrobaHka.

5.2.6 MNMpucBoeHue y4yeTHOro Homepa

Korga 6uobaHk peluaeT NpUHATL OENOHUPOBAHHYHO KMETOYHYH NUHWI0, OH OOMMKEH NMPUCBOUTL €A YHU-
KanbHbIA M OEHTUUKALNOHHBIA HOMEP U 3aperncTpupoBaTh MHOPMaLMK 0 Hell (cM. 5.1.1.6 1 5.3.2). Mo Bo3-
MOXHOCTU COOTBETCTBYHOLAA MHpOopMaLUsa O KNETOYHOW NUHWK JoIMKHa ObITh AoBaBNeHa B MeXayHapOaHbIA
KaTanor.

5.3 anasneuwe KNeTo4YHLIMU NMUHNAMU

5.3.1 NMnaHuMpoBaHWe KNeTo4YHOro 6aHKuHra

BuobaHk JomKeH YCTAaHOBUTL KPUTEPUM U METOALI PA3MHOXEHMWS, KOHCEPBALNN 1 XPAHEHUS KIMETOYHbLIX
NWHWA B COOTBETCTBUM C MX XapaKkTepucTUKaMu, CTabuUNbHOCTBLI, MPOCTOTOM pacnpocTpaHeHUs, YacToToM
MCNONb30BaHUSI M CMOXHOCTLIO KYNbTUBUPOBaHWUSA. BuobaHk OOMmKeH YCTaHOBUTb KpPaTKOCPOYHbIE W LOIro-
CPOYHbIE NNaHbl XpaHEHWS KNEeTOYHbIX NMMHWIA B COOTBETCTBUM C UMEKLLUMCA B Base TeKyLLMM KONMMYeCcTBOM
KMETOYHbIX NIUHUIA, CXEMOWN XpaHEeHWs, oXnaaeMblM 0ObEMOM pacnpoCTPaHEHWUN, a TaKkKe KpUTepuaMin ans
onpegeneHns XxapakTepucTUMK 1 NPOBEPKN KOHTPOINA KadYecTea.

5.3.2 Yyer

BuobaHk fomkeH onpefenuTs, KakMe JaHHble HeoBXoauMbl OANs ydeTa KNeTouYHbIX NMUHUA (cM. 5.2.4.5),
a Kakue AaHHble MOTryT paccMaTpMBaTLCA Kak OONoMHUTENbHbIE, U PUKCUMPOBaThL AaHHbIE COOTBETCTBYOLUM
obpasom.

BuobaHk [omKeH MpUCBOWMTL YHUKAlbHbIA  WOEHTUHUKALMOHHLIA HOMEp B COOTBETCTBUM C
MCO 20387:2018, 7.5.1, a), AnA KaxOoW KNETOYHOW MWHWMM W 3anucaTb MHOpPMAaUWIo Npu ee BHECEHUN B
Dasy gaHHbIX. 3anuck OOMKHA BKMOYaTh cnefylle AaHHbIe:

a) oaTy NpUHATUS HA YJYeT;
b) yuyeTHbIil HOMep;
C) HOMep napTuu;
d) gaHHble O MEeCTOMONOXKEHWM;
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€) nepBoOHavarbHbli HOMEpP, MPUCBOEHHLIA NpeabiaywmM obpabotynkom (obpaboTtymkamu), ecnmn 3To
MMEET 3HaYeHune;

f) npegbloyLLWA YYETHBIA HOMED, MPUCBOEHHLIA BMODaHKOM, eCNU 3TO UMEET 3HaYEeHUeE;

g) MM$ 1 KOHTaKTHYH WHOPMALMKD OTBETCTBEHHOMO NepcoHana;

h) uncno naccaxen.

BrobaHk gomkeH Hagnexalwmm obpasoMm MapKMpoBaTh NPOBGUPKM C KNETOYHLIMWU NMUHUAMW B COOTBET-
cteum ¢ MCO 20387:2018, 7.5.1, a). TukeTKa JOMKHA codepkaTb HAMMEHOBAHWE KNETOYHOW MMHUK, y4eT-
HbIM HOMEP, HOMEP NapTUK W Apyr1ne HeobxoanmMble gaHHbIe.

BuobaHk JomkeH onpefenuTb, crieqyeT N NPeAoCTaRNATh KNETOYHYH NMUHUIO U/UMK CBSAAZAHHBLIE C HER
OaHHble Ons pacnpocTpaHeHusa. Ecnu knetoyHas nuHUA npegycMOTpeHa Ans pacnpocTpaHeHus, 6uobaHk
OOIKEH BKMIOYMTL KNETOYHYH NMMHUI0 B KaTanor.

5.3.3 Pa3amMHOXeHUe KNeTOYHbIX IMHUN

BrnobaHk fomKeH YyCTaHOBUTb, BHELPWUTb, NOAAEpKMBaTe U JOKYMEHTMPOBATL COOTBETCTBYIOLME NPO-
Leaypbl KynsTUBUPOBAaHWS KMNETOYHbLIX MWMHWIA, BKNYas Heobxogumyto nogroToBky pabodel cpefbl M pac-
XOOHbIX MaTepuanos. buobaHk JomkeH BanMaMpoBaTk UNU BepMULMPOBATL COOTBETCTBYHLINE MPOLIEAYpPbI.

Mepen KyNnsTUBMPOBAHUEM KNETOYHbLIX NMHWUA BMoBaHK OOMKEH MOATOTOBUTL KMETOYHYHO NMUHUWI, Npea-
Ha3Ha4YeHHY ANs KyNETUBUPOBAHWA (HAaNnpUMeEp, pa3Mopo3nTs 3aMOPOXKEHHLIE KNETOYHLIE NMMHUK), COrMAacHo
COOTBETCTBYIOLLMM npoueaypam, 4Tobbl 06ecrneqYnTb BLICOKYIO BbKMBAEMOCTb KneTok. BuobaHk gomkeH Boc-
NPOW3BOANTbL MCXOOHbIE YCIOBWS KYNbTUBUPOBAHWS KNETOYHbIX NMHWA, Kak 3TO ObINo caenaHo npm nx cosga-
HWUW, MOCKOMNbKY M3MEHEHWE YCNOBWIA KyNbTUBMPOBAHUS MOXET N3MEHWTL CBOWCTBA KNEToK U ycroeusi cbopa.
BuobaHk gomkeH JOKYMEHTMPOBATE BCE M3MEHEHUS, BhISBNSIEMbIE B NpoLecce paboTbl.

BuobaHk gomkeH perucTpupoBaTh OaTy KyNETUBUPOBAHUA, UAEHTUMMWKALMOHHBIE faHHbIE NMepcoHana,
OCYLLECTBMSOLLEro KyNbTUBMPOBAHUE, U YCMOBUA KYNETUBUMPOBAHUSA, TAKME KaK COCTaB M NPOoLEeHTHOe coaep-
}aHue cpenbl, TUM CbIBOPOTKM (HOMEpP napTuu), TeMnepaTtypy, rasosyto a3y v nobble JONONHUTENbHbIE 40~
BaBku. MNepcoHarn, OTBETCTBEHHbIW 3a KyNbTUBUPOBaHWE, AOMKEH 3HATb U NPUMEHSITL Mepbl Mo NpeAoTBpaLle-
HUKO Pa3nNUYHbIX BUAOB KOHTAMWUHALWN.

Mpy KyNETUBUPOBAHUUW KMNETOUYHBLIX NMUHUA BruobaHK JOMKEH Kak MOXHO Jalle NpoBepsiTe UX Mopdono-
T U POCT W NMPOBOAMTE AHANMW3 Ha KOHTAMWHALMUIO MUKOMMAa3Moi, BakTepusmu, NNeceHbo UM OPoACKaMu.
BuobaHk gomkeH NpoBOAUTL YACTbINA aHann3 ANs BbISBAEHUS KOHTAMUHAHTOB KNEeTOYHbLIX NTMHUNA.

Mpy oBHapYXeHUM KOHTaMUHALWN KINETOYHON NMHUK (T. €. MMKPOBHOW KOHTaMUHALMW MW KOHTaMWUHa-
LUK C OAPYroiA KNETOYHOW NMUHUER) BuobaHK JoMmKeH NPOBEPUTL, HE 3arpsa3HeHsbl N Aopyrue naptun. bruobaHk
MOXET YTUMU3NPOBATL KNETOYHbIE MUHWUK, NOABEPTLLMECs KOHTaMUHALUWKW, ecrni UMeeT No KparnHeln Mepe ellle
0OHY HEKOHTAMWHUPOBAHHYI NapTUK 3TOW KNEeTOYHOW NUHUK. Ecnv Bce napTuy KOHTaMUHUPOBaHEI, 6uobaHk
MO3KET 3anpocuTh y NOCTaBLUKMKA APYroy Matepuan Ans AenoHWPOBaHWSA UMM NPOBECTU yYOaneHne KoHTamu-
HaHTOB (HanpuMep, ¢ MOMOLLLK aHTUOUOTUKOR) U MOBTOPHOE KyNLETUBMPOBAHUE KMNETOYHOW NUHUKU. BruobaHk
OOIMKeH perncTpupoBaTth U OTCNEXUBaTL BCe Cryvyau KOHTaMUHaL UK.

BrnobaHK 4omkeH ynpaBnATe KOTMYECTBOM KNETOYHbIX JIMHUIA, HAaXOOALWMXCS B MPOU3BOACTBE, U UHTEp-
BanoM Mexay MpOou3BOOCTBOM, YTOOLI rapaHTMpoBaTh, 4TO OMODAHK CMOXET nocnegoBaTenbHO NpegocTaB-
NATH 3anpallyuBaeMYyI0 KIETOYHYIO NMUHKID. B cnyyae Hanwunsa gokasaTenbcTB B MOMb3y OrpaHMYeHHoro Yncna
naccaxein buobaHk gomKeH NPOM3BOANTL 4OCTATOYHOE KONMMYECTRBO NapTui BO BpeMsa Kaxgoro pabodero npo-
Lecca.

CyOKynbTMBMPOBaHWE AOIMKHO MPOBOAUTLCA B COOTBETCTBUM C MPOKUIIEM POCTa KITETOYHOR JIMHUW.

5.3.4 KoHcepBauusa n XpaHeHue

nsa KoHcepBaLWUK U XxpaHeHua npumeHsatoT TpebosaHua MCO 20387:2018, 7.6, 7.7, A4 n A.B.

BuobaHk gomkeH onpenennTs, BHEOPUTL, OBHOBMNATL U JOKYMEHTUPOBATE METOALI KPUOKOHCEPBALUU U
YCINOBUS XPAHEHUSI KNETOUHbIX NMUHUIA, NPUHMMAsA BO BHUMAHWE XapakTEPUCTUKW U XKN3HECNOCOBHOCTL Kax-
OOW KNeTodHor nuHuK. bruobaHk gomkeH BanuoupoBaTh UMK NPOBEPATL METOAbl KPMOKOHCEPBALMKW U XpaHe-
HWs1. BrobaHk gonmkeH NpoOBOAWMTL aHanNu3 KoOHTpons KadecTtsa (KK) kaxgoi naptum DaHka KOHCepBUPOBaHHbIX
KNeTokK.

BrobaHk fomkeH NpMMeHATb NOAXOAbI, MO3BONAIOLWME pasgennTe basdy KNeToYHbIX IMHWMIA NOo TUNY Xpa-
HEHWs: Ha rMaBHblA BaHK KNETOK ANs OONrocCpOYHOro xpaHeHusa u pabounin 6aHk KNeTok Ans KpaTKoOCpO4YHOro
XpPaHEHUHA M YacTOro UCMnonb3oBaHuA. bruobaHk OoMmKeH yCTaHOBUTL KOMMYECTBO Npobupok, Npou3BoanMbIX
ans kaxporo 6aHka, 1 MMHMManNbHOE KONUYecTBO Npobupok, KOTOpPoe A0MKHO BbiTh B BaHKe 40 NONofHEHUs
(cm. Tabnimyy 1). buobaHk OOmKeH XpaHWTb anyMKBOTY Kax oW NapTuM Uin KaXaoro sanaca.
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Tabnuua 1— lNpumep yCrioBUIKA XpaHEHWSA KNETOYHbLIX NTMHUIA

[ETR—— YCnoBHe xpaHeHms MWHUManbHOE KoNu4ecTBo MwuHuManeHoe
KNEToK Ha Npobupky KONMUYECcTBO NPobUpoK
MMaBHbIA BaHK KNeToK Mapoeas asa xwuakoro asota |1 - 108 knetok/mn (kaxnas 12
(pekomeHayeTca) (MeHee MMWHYC | npobupka)
" o
Pabouunin baHk KneTok 130 °C) 20

5.3.5 ¥YnpaBneHue 3anacamu

MpumeHsatoT TpebosaHua MCO 20387:2018, 7.5.1 c).

BuobaHk gomKeH BHEOPWUTE KOMMbIOTEPHY CMCTEMY ynpasreHus 3anacamun. buobaHk gomkeH Hesa-
MednuTensHo oOHoBNATE Baldy AaHHbIX MPU NOMYyYEeHUW KNETOYHbIX NMHWIA, TPAHCMOPTUPOBAHWUK UX BHYTPU
brnobaHka WnM pacnpocTpaHeHun X cpegu Opyrux nuu 3a npegenamu buobaHka. basa gaHHbix BuobaHka
0053aTenbHO JOMKHa UMETE PE3EPBHYHO KOMKIO.

BuobaHk JomKeH NpoOBOAUTL MHBEHTAPU3ALMIO KIIETOYHbBIX MMHWA Yepes3 3annaHMpoBaHHbIe MHTepBanb!
BpeMeHM Mo ycTaHoBNeHHoW npouenype. buobaHk gomkeH nepuognyeckn NpoBepsATb YCNOBKUS XpaHeHUs U
MapKUMPOBKW BU3yanbHO MMM C NMOMOLLbIO ckaHepa Tuna RackScan. B cnyyae nioboro HeCooTBETCTBUA MeXOy
3anucblo U PakTUYECKMM COCTOSIHMEM KNEeTOYHbIX MMHWMIA BuobaHK JOMKeH U3YYnTb NPUYMHY Takoro HecooT-
BETCTBUSA, JOKYMEHTMPOBATL €€ U BHECTU U3MEHEHWNA B 3aMUCh ANSA OTpaXeHWs haKTUYeCKOro COCTOSHUS.

5.3.6 YnpaBneHue yTunmMsauuen oTxonoB

Ona ytunusauun otxogoB buobaHka npumeHawT TpebosaHua MCO 20387:2018, 4.1.8, 7.1.1, 7.5.3
n A7.

BuobaHk gomkeH ycTaHOBUTh, BHEAPUTL N AOKYMEHTUPOBATh KPUTEPUW YTUNMM3ALMW KNETOUYHbIX NTMHWA,
Hanpumep, Npu cregywmx yCroBusx:

a) WCMomnb30BaHWe KNeToYHbIX NUHWA Bonblue He pas3pelleHO M3-3a KPUAWYECKW NPedyCMOTPEHHbIX
KOHTPaKTHLIX YCIOBWUNA;

b) oT3biB cornacus, npu HeobxogMMoCTH;

C) KNETOYHbIE MMHMU N3MEHSIIOTCH MO CPaBHEHMIO C MX MCXOOHbBIM COCTOSIHMEM B npoLecce 06paboTku;

d) KneToYHble NMMHUK KOHTAMWHWPOBaHbI 1 BoNbLIE HE CYHNTAKTCS MOMe3HbIMU;

€) XpaHeHWe KINeTo4HbIX NMHWIA Donee He ABnAeTcs uenecoobpasHelM UM HeODXoOMMBIM.

BuobaHk [omKeH XpaHWTb KNeToYHble NUHWK, NPedHas3HadeHHble AnA YTUNM3auuuv, B OTAEMNbHOM Mo-
MELLLEHMI UMK, MO KparHeil Mepe, B OTOENbHOM KOHTEMHepe 00 MX Nepefayun crneunanu3nupoBaHHon cnyxbe
no yTunu3aumu.

5.4 PacnpocTtpaHeHue

5.4.1 O6LwWmMe nonoxeHns

Mpy pacnpocTpaHeHUN KNEeTOYHbIX IWMHUIA  Heobxogumo  pykoBOACTBOBaTbCs  TpeboBaHWsaMM
MCO 20387:2018, 7.3.3.

PekomeHayembl 06bEM equHUL ANs pacnpocTpaHeHWs KNETO4HbIX IMHWIA npuBedeH B A.2.

5.4.2 TMpuHATUE 3aABKK pacnpocTpPpaHeHUA KNeTOYHbIX NTUHUNA

BrobaHk gomkeH ycTaHOBUTE TpeboBaHWs MO pacnpoCTPaAHEHWIO KITETOYHBIX MaTepranos, onpeaenThb
onucaHue npouenypbl U popMy, MHHOOPMAaLUS O KOTOPLIX MO BO3MOXHOCTW A0MKHA ObITh OCTYMHA B peXUMe
OHNaWH, ANsi NoNy4YeHns pasbsacHeHWI npae u obszaHHocTen brobaHka M nonydYaTens/nonbL3oBaTens.

BuobaHk gomkeH NpUHUMAThL 3asiBKM Ha pacnpocTpaHeHue buomartepuanoB OT KBanUULMPOBAHHbLIX
nonyyatenen/nonb3oBaTenen u perucTpMpoBaTh CNeayoWwyo MHHOPMaUUID:

a) HoMep W JaTy 3asBKuU,

b) KOHTaKTHY MHMOPMAaLUMIO 3aaBUTENS U, ECNU NMPUMEHUMO, AOMKHOCTHOMO NMLA YHPEXOEHWs.

MpumedyaHue — KoHTakTHas MHpopmaLumWsa 4OMKHA COAEpKaTh B TOM YWCre Creafyllne CBeAeHWA: HaUMEHO-
BaHue, nHopmauunto 06 addmunnpoBaHHOCTK, agpec, HoOMep TenedgoHa 1 agpec 3MEKTPOHHOW NOYTLI.

C) 3asBNEeHHYI0 K MOMyYeHN0 KNeTOUYHYI NIMHWIO, BKMOYasi HAMMeHOBaHWe, KONM4ecTBO U obbem.

5.4.3 Mpoeepka pacnpocTpaHeHuA

BrobaHk gomkeH onpegenuTe U onybnukoBaTe KpuTepuy oTbopa 3asBUTeNeid Ha nosydYeHne AocTtyna
K KNeToYHbIM NUHUAM. bruobaHk npoBepaeT NpaBOMOYHOCTL 3asBUTENS HA OCHOBE 3TUX KpuTepues. bruobaHk
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OOMKEeH pPermcTpupoBaThk BCE 3asiBKM Ha pacnpoCTpaHeHWe KMeToYHbIX mMaTepuanoB M coobuwate 0 cBOEM
peLleHn 3asaBUTENO.

5.4.4 TpaHcnopTupoBaHue

5.4.4.1 Obwwre NonoxeHUs

O6wme TpeboBaHus no TpaHcnopTuposBaHuio npuseneHbl B MCO 20387:2018, 7.4. BuobaHk gomkeH
hUKCUpOBATL B AOKYMEHTaLMKM TeMnepaTypy TPaHCNOPTUPOBAHMS.

5.4.4.2 lNMoaroToBKa K oTnpaeke

BuobaHk JonkeH NOAroTOBUTE K OTMNPaBKe 3anpalluvBaeMy KIEeTOYHYH NMUHUI0 NOCTe NoATBepKOeHWS
WHBEHTAPHOIO y4YeTa W pe3ynkTaToR WCMBITAHUIA KOHTPONS KadecTBa. ECNu KNeToYHYK NUHUI0 MOCTaBMAKT
B BMAE KyNbTyp ANA MeCTHOro pacnpocTpaHeHus, buobaHk nomkeH obecnevynTb XU3HECNOCOBHOCTL 3Ha4K-
TENbHOW YacTu KIMeTOYHOW NMUHUK Nepe OTrnpaBKon.

5.4.4.3 YnakoBka

BuobaHKk OMmKeH YyNakoBaTh KNETOYHYH NMUHUI0 B KOHTENHEP, YCTONYMBLIA K MOBPEXOEHUAM U yTeuKe, C
COOTBETCTBYHOLLEN MapKUpOBKOWM 6e30MacHOCTM Kak BHYTPU, Tak U CHapPYKU YNaKoBKH.

BuobaHk gomkeH BHeOpUTL Npouenypbl ANsA NoAAepKaHUa 3aMOPOXEHHOI0 COCTOAHUS KITETOUYHON M-
HUW 00 NonydYeHWs ee nonyyarenem/nons3osartenem. bruobaHk JoMmKeEH NCNONbL30BaTb TUM W KONMWYECTBO OX-
naxgawLen XXUOKOCTA, COOTBETCTBYOLLIME TUMY KNETOYHOW NMMHWUK U NoTpebHOCTAM nonydaTens/nonb3oea-
Tens. MNMpwu paboTe ¢ KNETOYHLIMW NIMHUSAMUK W OXNaXOarWNMK XXUOKOCTAMM NepcoHan JoMKeH UCnonb30BaTh
CpeAcTBa MHAMBUAYAIBHOW 3aLUMThI.

Ecnv kNeTouHy NUHKMIO OTMPaBnAlT B KyNbTypanbHOM (hnakoHe AnA MecTHOro pacnpocTpaHeHus,
nepcoHan OOMKeH 3anofHUTE KynbTypanbHbIA NakoH KynbTypanbHOW Cpedoi M NMOTHO 3aKpbiTh KPbILWKY
TNEHTOM UMK aHanorM4HbIM MaTepyManom Ans npefoTBpalleHus yTedku. [NepcoHan JormKeH OOMONHUTENBHO
0bepHyTb hnakoH BNUTEIBAKOLLE BATON M 3aTeM NOMECTUThL €ro B MakeT Ha MOMHWW W BHELLIHIOW KOpOOKy Ans
npefoTBpaLleHns yTeukn U nogiepxaHna Heobxoanmon Temneparypsbl.

5.4.4.4 OtnpaBka

BrobaHk gomKeH cBOEBpPEMEHHO OTMpaBWTb 3anpallMBaemMylo KNeTouHyk nuHuio. Ecnv BuobaHk He
MOKET MPefoCcTaBUTb B pacnopsXeHWe 3asaBUTENs 3anpallvBaeMyto KNETOYHYH NMUHKUI0 Unu emy TpebyeTtcs
OOMonHUTENLHOE BpeMs ANs KyNbTUBUMPOBaHWSA, To Heobxogumo yBedoMuTe 06 3TOM nonyyatensa/none3oea-
Tens.

B cnyvae obHapyxeHua MWKPOOHOW WKW NMepekpecTHOW KOHTaMWHauWWM B NepejaBaeMoin KNeToYHOM
NMHUK Nocne oTrpy3kn BuobaHk gomkeH yBeAoMUTb 06 3TOM nony4aTens/nons3oBaTens KNeTo4HOM NMHUA.

5.5 KoHTponb KavecTBa, Banugauua u Bepudurkaums

5.5.1 KoHTponb kavyecTtBa

BrobaHk gonkeH NpoBoANTL KOHTPOMb Ka4YecTBa KNEeTOYHbIX NMHWUIA B cooTBeTcTBUMM ¢ MCO 20387:2018,
7.8.

BruobaHk JomKeH YCTaHOBUTE KPUTEPUKM ANS KITETOYHbIX NIMHWIA, MognexallMx UCNbITaHWo B paMKax KOH-
TpOns KayecTBa, W COCTaBUTb MnaH NPOBefeHUA COOTBETCTBYOLMX aHanu3oB. bnobaHk gomkeH NpoBoaUTh
MCNbITAHWA MO KOHTPOMK KavyecTBa Ha obpasuax U3 Kaxkaoro 6aHka.

KoHTponb kavecTra (KK) cnegyet npoBoauTh 40 3aMOpPaXXMBaHWUS KMNETOK.

BrobaHK JomKeH Neprmoagnyeckm KOHTPONMPOBAaTh KIETOYHbIE NIMHMK Ha nNpeaMeT KOHTaMUHaLuu MUKo-
nnaamon. CnMcoK NcnbiTaHWIA KOHTPOIS! Ka4ecTBa ANs KNeTOYHbIX NMMHUIA npuBeaeH B 5.2.5.

Mpyn HEOBXOAMMOCTW OLEHKKM KNEeToOYHOW NMUHUK ONs NPOBeAeHUs UCMbITaHWIA KOHTPOoNns kadecTBa buo-
BaHKk JOMmKeH perncTpupoBaTh COOTBETCTBYHOLLME AaHHbIE, TAKME KAaK HOMEpa MOMy4YeHMs KNETOYHbIX NTUHUNA,
MecTa XpaHeHWs, NPOBeAeHHble aHanuabl, UX pesyrnbsraThl U1 HeonpeaeneHHOCTH.

BuobaHk gomkeH ycTaHOBUTL ankTepHATMBHbLIE NPOLEAYPLI ANSA KNETOYHbLIX NIMHUA, KOTOPbIE HEe MOryT
BbITb NPOBEPEHDBI B pAMKax KOHTPOMNSA Ka4yecTBa UKW 4ns KOTopbix HeoGxoanmo npoeeaeHue OONONHUTENbHbLIX
aHanm3os.

BuobaHk gomkeH NpoBoAUTE HAY4HO 0BOCHOBAHHLIE UcCIeqoBaHUs CTabUNBHOCTU ANA OONTOCPOYHOro
M KpaTKOCPOYHOIO XpaHeHUs KNeTouHbIX NTMHUIA.

Ecnu pesynbtat aHanuaa nokasbiBaeT, YTO UccrneayeMas KNeTovyHas MUHUA U3MEHEHAa MO CPaBHEHUH
C €€ UCXOOHbIM COCTOsIHMEeM, BMoBaHK AOMKeH NPoBeCcTU OOMNONHUTENbHbIE aHanuabl KNETOYHOW NUHUKM W3
WOEHTWUYHON NapTUK. Ecrnv oONonHUTENbHbIE aHaNU3bl BLISIBAT TOT e NpM3Hak nameHeHuns, rnobaHk gomkeH
3apervcTpupoBaTh 3TOT Cly4dail M 00palLaTbCs C U3MEHEHHbBIMM KIeTOYHBIMK JIMHUSAMM B COOTBETCTBUK C NPpU-
HATLIMW NPeanucCaHnaAMN.
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5.5.2 Banugauma n Bepudmkauun

BuobaHk pomxkeH BanuaouvpoBaTb W/MNM  BepudMUMpPOBaTb CBOM METOAbl B COOTBETCTBMUA C
MCO 20387:2018, 7.9.

BuobaHk gomkeH OOKYMEeHTUPOBATL M COXpaHATb pe3ynbraThl Banuaauun/Bepudrkalnn, a Takxke UH-
dopMaLMio 0 NPOBEAEeHHbIX Npoueaypax U1 060CHOBaHWE UCMONb3yeMOoro MeToaa.

BuobaHKk nomkeH KOHTPONMMPOBaTh rpaduKki BanMaauMi 1 KOHTPONs npolecca.

6 OueHka 3achpeKTMBHOCTM M ynydlleHne KayecTBa

BrobaHk fomkeH NpoBOAUTL BHYTPEHHIOW OL@HKY Yepes 3annaHnpoBaHHbIe MPOMEKYTKA BPEeMeHW Ans
NoBbIWEeHWUs 3hHEKTUBHOCTU CBOEH CUCTEMbI YPABNEHWA WU OKa3aHWs YCNYr B OTHOLLEHUW KNETOYHbIX MUHWIA.

BuoBaHk oueHuBaeT paboTy Ha OCHOBAHUW ee COOTBETCTBMSA TpeBGoBaHMSAM HacTosALlero cTaHgapTa u
NPUMHUUNAM MeHeLXXMeHTa, yCTaHOBMNEHHbIM B1uobaHKoMm.

BuoBaHk formkeH NpoaHanu3MpoBaTh pe3ynkTaThl OUEeHKW W paszpaboTaTth cxembl ynydlleHus paboTsbl
Brobauka.
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MpunoxeHune A
(cnpaBo4Hoe)

PexomMeHayeMbil 06beM eguHUL AnA 6MoBGaHKMHIa KNeTOYHbIX NUHUA

A.1 OGbem genoHMpyembiX eOQUHWL, KIeTOUYHbIX NMMHMKA 4ANA npueMa

PekomeHayeMmblii 06beM eauHWLY ANs AenoHUPOBaHWS BeIMMAAWUT cnegylowum obpasom:

a) 3aMOpOXeHHbIE! MUHUMYM OT Tpex A0 NATW NpoBUPOK W3 OOHOM NapTUW/eauHWLEI; kaxkdasa npobupka cogepxuT
mMuHumym 1 - 108 knetow/mn; makcumym 1 - 107 kneTok;

b) kyneTypa: Tpy kKyneTypaneHbIX dnakoHa (T75 unu T25) ns ogHo napTun/eguHULBL; KaXabli coaepKuT MUHUMYM
1 - 105 kneTok/mn; Mmakcumym 1 - 107 kneTok.

A.2 Ob6bem eguHUL ONS pacnpocTpaHeHUs KNeToYHbIX NUHUA

Pekomengyemsliii 06beM equHWL ANA pacnpoCcTpaHEHUs BbIMALWT CNeayowmm obpazom:

a) 3aMopoXeHHble: oaHa npobupka; kaxaas coaepnt MuHumym 1 - 108 knetok/mn; makcumym 1 - 107 kneTok;

b) kynkTypa: oAuH KynkTypanbHblil cnakoH (T25); kaxablil comgeput MuHumym 1 - 108 knetok/mn; makcumym
1 - 107 kneTok.
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MpunoxeHne OA
(cnpaBo4Hoe)

CBE,D,EHMH O COOTBETCTBUU CCbINOYHbLIX MeXOYHaApPOAHbIX CTAaHOAPTOB HalMWOHANbHbLIM CTaHOapTam

Tabnuua OA.1

OB6o3Ha4YeHWe CCbiNoYHOro CreneHb Obo3zHa4YeHne u HauMeHoBaHWe COOTBETCTBYIOLLETO
MeXxayHapoaHoro ctaHgapTta COOTBETCTBUA HauuoHanbHOro crtaHgapTa
ISO 20387:2018 IDT [OCT P UCO 20387—2021 «BuoTtexHonorusa. bBuobaHkuHr. Ob6uimne
TpeboBaHuA»
1SO 20391-1 IDT [OCT P NCO 20391-1—2023 «BbuotexHonorua. lMoacyeT KNeTok.
YacTs 1. Obuiee pyKoBOACTBO N0 MeTogaMm nofcyeTa KneTok»
ISO 20391-2 IDT [OCT P MCO 20391-2—2023 «buoTtexHonorua. NogcyeT KNeTok.
YacTte 2. [naHupoBaHWe 3KcnepuMeHTa W CTaTUCTUYECKUIA aHanni
KONMMYECTBEHHOM OUEHKN ahdheKTMBHOCTM METOAA noacqeTa»
MpumevyaHue — B HactoAwel Tabnuue WCNOMb30OBAHO Ccredylllee YCNoBHOe 0003HayeHWe CTeneHu
COOTBETCTBUA CTaHOAPTOB:
- IDT — ngeHTu4Hble cTaHOapThl.
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