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MNpegucnoBue

1 NOArOTOBNEH depepanbHbiM rocyfapcTBEHHbIM GOMKETHbIM yypexaeHnem «POCCUNCKUIA MHCTHU-
TYyT cTaHaapTusayum» (®PrbY «MHCTUTYT cTaHAapTU3aunn») Ha OCHOBE COHGCTBEHHOrO NepeBoja Ha PyCCKui
A3bIK @HIN0A3bIYHOW BEpcUN cTaHfapTa, yKasaHHOro B NyHkTe 4

2 BHECEH TexHu4yeckMum KOMUTETOM No cTtaHgaptmlaunm TK 326 «buotexHonornm»

3 YTBEPX/JEH W BBEJEH B AEWCTBUE Mpuka3zom depepanbHOro areHTCTBa MO TEXHUYECKOMY
perynupoBaHuio U meTposiornn ot 26 anpens 2024 r. Ne 555-ct

4 HacTtosawwuin ctaHfapT MOEHTUYEeH MexayHapogHomy cTaHpgapTy MCO 24088-1:2022 «buoTtexHo-
norusa. buob6aHKuHr mukpoopraHusmos. Yacte 1. baktepumn u apxeu» (ISO 24088-1:2022 «Biotechnology —
Biobanking of microorganisms — Part 1: Bacteria and archeae», IDT).

MexayHapoaHblii cTaHfapT paspabotaH TexHuyeckum komuteTtom WCO/TK 276 «BuotexHonorusa»
MexayHapoaHoi opraHusauuu no ctaHgaptusauyum (MCO).

HanmeHoBaHvWe HacTosALlero craHgapTa U3MEHEHO OTHOCUTENIbHO HAWMEHOBaHUA YKa3aHHOro Mexay-
HapoAHOro cTaHgapTa Ans npueegeHns B cootsetctBue ¢ FOCT P 1.5—2012 (nyHkT 3.5).

Mpy NpUMeHeHUN HacTOALWEro ctaHgapTa PeKOMeHAYeTCs UCMONb30BaTb BMECTO CCbINTIOYHbIX MeXAy-
HapoOAHbIX CTaHAAPTOB COOTBETCTBYIOLWMNE UM HaLMOHAasIbHble CTaHA4apPThl, CBEAEHUA O KOTOPbIX NPUBEAEHbI B
[ONONTHUTEeNbHOM NpunoxexHnn JA

5 BBEJAEH BIEPBbIE

6 HekoTopble 3/1eMeHTbl HACTOALWLEro ctaHgapTa MOryT ABNATLCA 06beKkTaMmn NaTeHTHbIX npas

MpaBuna NpMMeHeHNs HACTOSILLErN0 CTaHaapTa YCTaHOB/IEHbl B cTaTbe 26 deaepasnbHOro 3akoHa
0T 29 mioHA 2015 r. Ne 162-d3 «O cTaHgapTwuslauum B Poccuiickoli ®egepaumm». VHhopmauma o6 mns-
MEHEHUSIX K HaCTosILeMy CTaHgapTy Ny6nKyeTCs B eXerofgHom (Mo COCTOSIHNIO Ha 1siHBapsl TeKyLero
roga) MHOpMaLUOHHOM ykasaTene «HauuoHa/bHble CTaHgapThi», a ohuuMasibHblii TEKCT U3MeHeHwUl
M NonpaBokK — B eXeMeCsHMHOM WH(OpMaLMOHHOM YyKasaTene «HauuoHanbHble cTaHfapThbi». B cnydae
nepecmMoTpa (3amMeHbl) WM OTMEHbl HACTOSLLErN0 CTaHhapTa COOTBEeTCTBYOLWEee yBejoMNeHe GyaeT
ony6/IMKOBAHO B G/MKAMLLIEM BbINycKe €XEeMeCAYHOro WH(OPMALMOHHOIO ykasaTens «HauuoHanbHble
cTaHgapTbi». CooTBeTCTBYOWAas MHopMaUns, YBEAOMIEHNE N TEKCThbl pasMelalnTCca Takke B WH-
(hopMaLMOHHOW cucTeme 06LEro NonbL30BaHNA — Ha oduymanbHOM caiiTe defepasibHOro areHTCcTBa Mo
TEXHNYECKOMY PEry/IMpoBaHuio U MeTPOSIOrMN B ceTu NHTepHeT (wWww.rst.gov.ru)

© IS0, 2022
© OdopmneHue. ®IrbY «NHCTUTYT cTaHgapTusauumn», 2024

HacTtoawwnii ctaHAapT He MOXET ObiTb MOSIHOCTBID WM YACTUYHO BOCMPOM3BEAEH, TUPAXUPOBAH 1 pac-
NpoCTpaHeH B KayecTBe O(huLManbHOro n3gaHus 6e3 paspeleHus denepanbHOro areHTCTBa No TeXHUYECKo-
My PerysimpoBaHuio 1 MeTposiorum
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BBepneHne

MHorne ctpaHbl B mupe obnapgatoT 6uobaHkaMu A5 XpaHeHUs 06pas3L0B MUKPOOPraHM3mMOB, BbINOS-
HAKLWUMKN onepauun 6nobaHKuHra no cobCTBEHHbIM pykoBoAcTBaM. BuobaHku Ans xpaHeHus o6pasuoB
MWKPOOPraHW3MOB CTa/IKNBaTCA C TaKUMU 3afayvyaMu, Kak reHeTMYeckne Mytauum LWTaMMOB, MUKPOOHAas KOH-
TamumHauusa, oWwmnbkn nNpy naeHTudnkauum n noTeps Xn3HecnocobHOCTM MUKPOOPraHW3MOB, KOTOpPble MOTyT
0TpasnTbCs Ha pe3y/sbTaTax UCC/ef0BaHNn nonb3oBatenell u, kak cieAcTBue, NPUBECTU K CYLL,ECTBEHHbLIM CO-
LMasibHO-3KOHOMUYECKUM MOTEPSAM, BAUSAKOLWMUM Ha 6GUOMHAYCTPUIO, 0OLLECTBO B LE/IOM U Ha ApyrMe 3auHTe-
pecoBaHHble CTOPOHbI. KpaliHe BaXHO, 4TOObl CTaHAapTM30BaHHbIe HA MeXAyHapo4HOM ypoBHe TpeboBaHus
K aKcnjyaTtauuu 1 ynpaB/ieHU0 OblIM HanpaB/ieHbl Ha pelleHne 3TUX 06w MxX 3adau.

HacTtosawwuin ctaHgapT paspaboTaH ANs YKpPenseHus [0Bepusi K MUKpO6HOMY 6uobaHkuHry. OH copep-
XNT TpeboBaHus, no3sonswuUime 6nobaHkam NPOAEMOHCTPMPOBATbL CBOK KOMMETEHTHOCTb B paboTe u cno-
CO6HOCTb 06ecneynTb COOTBETCTBYHLLEE KAYECTBO ayTEHTUYHOrO MUKPOOGHOro martepuana W CBA3aHHbLIX C
HUM AaHHbIX ANA UccrefoBaHuUin 1 pas3paboTok.

MpepnonaraeTcs, YTO 3TO MOXHO AOCTMYb MyTEM NAAHUPOBAHUA U BHEAPEHWUS MOMUTUKK, NPOLLECCOB U
npoueayp, OTHOCSALLUXCA KXU3HEHHOMY LMKNY MUKPOOHOTro MaTepuana u CBA3aHHbIX C HAM faHHbIX B paMkax
obnactv npuMeHeHUA/KOHTPOIA MUKPOBHOro GuobaHka.

B HacToAweMm cTaHAapTe MCNofb30BaHbl crefylime opmMynnpoBKu:

- «j0/HKeH» 0603HavaeT TpeboBaHue:

- «CnepyeT» — pekoMeHzauuio;

- KMOXEeT» — paspelleHune;

- «CMocob6eH» — BO3MOXHOCTb WU CMOCOBHOCTD.
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HAUWOHANBbHBIA CTAHAOAPT POCCUWMCKOW SEAEPALUNMN

buoTexHosnorusa
BNWOBAHKWHI
TpeboBaHuA K cbopy, 06paboTKe, XpaHEHUID U TPAHCNOPTUPOBAHUID MUKPOOPraHM3MoB
Yactb 1

BakTtepuun n apxeu

Biotechnology. Biobanking. Requirements for the collection, processing, storage and transportation of microorganisms.
Part 1. Bacteria and archaea

Jarta BBegeHna — 2025—03—01

1 O6nactb NpUMeHeHUsI

HacTtosawwmin ctaHgapT ycTaHaB/inBaeT TpeboBaHusa k 6uobaHkam 6akTepuin n apxeid. MNonoxeHns HacTo-
AIllero cTaHfapTa pacnpoCcTPaHATCS Ha ynpasB/iieHue faHHbIMU, CBSA3aHHbIMU C MUKPOGHbIM MaTepuasiom, U
cogepxart TpeboBaHus Kk 6uobesonacHocTn 1 GuosaumnTe.

HacTtosiwmnii ctaHgapT NPMMEHUM KO BCEM OpraHusauusim, ocyu,ecTBasiiowum 6uobaHknHr (6nobaH-
KMpoBaHue) 6akTepuini 1 apxei, NCNONb3yeMbIX A8 HAYYHbIX MCCNeAoBaHWn 1 pa3paboTok.

HacToswmnii cTaHgapT He pacnpocTpaHseTcs Ha MeToAbl 06paboTkM MUKPOOGHbLIX MaTepuanos, npegHa-
3HAYEeHHbIX ANS NPOU3BOACTBA NULLEBLIX NPOAYKTOB/KOPMOB, /labopaTopuii, BbINOMHAOWMX aHaNM3bl NuLLe-
BbIX MPOAYKTOB/KOPMOB, WU AN UCMO/b30BaHWUA B TepaneBTUYeCKUX Lensx.

MpnmevyaHne — MexayHapoaHble, HAUMOHA/IbHBIE UM PETVOHASIbHBLIE PernameHTbl Un Tpe6OBaHVIﬂ MoryT
TakKKe NPUMEHATLCA K KOHKPETHbLIM acnektam, paccMarpmBaeMbiM B HaCTosdAwemM CtaHOapTe.

2 HopmaTuBHbIE CCbIJIKU

B HacTosWem cTaHgapTe MCnonb30BaHbl HOPMAaTUBHbIE CCbIIKM Ha crefylolme ctaHfapThbl [Ana gatm-
pOBaHHbIX CCbIZIOK MPUMEHSAIOT TO/IbKO YKa3aHHOe M3jaHWe CCbIJIOYHOro cTaHjapTa, ANA HeJaTUpPOBaHHbIX —
nocnegHee nagaHue (Bknw4vas Bce M3MeHeHus)]:

ISO 15190:2020, Medical laboratories Requirements for safety (Jlabopatopun meauunHckue. TpeboBa-
Hns 6e3onacHocCTH)

ISO 20387:2018, Biotechnology — Biobanking — General requirements for biobanking (BuoTtexHo-
norusa. buobaHknHr. Obuwmne TpeboBaHns)

ISO 21710:2020, Biotechnology Specification on data management and publication in microbial resource
centers (BuoTtexHonorusa. TpeboBaHuUA K ynpaBAeHUO0 AaHHbIMU M UX Ny6nnkauuy B LEeHTpax MUKPOOHbIX
pecypcoB)

ISO 45001:2018, Occupational health and safety management systems — Requirements with guidance
for use (Cuctembl MeHegXMeHTa OXpaHbl 340p0BbA 1 6e3onacHocTV Tpyaa. TpeboBaHUA M pekoMmeHaauum no
NPUMEHEHMIO)

WHO. Laboratory biosafety manual. Fourth edition. World Health Organization, 2020 (BO3. PykoBoA-
CTBO no nabopaTtopHoii 6uob6e3onacHOCTN)

M3pgaHne odmumanbHoe
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3 TepMuHbI 1 onpepeneHusa

B HacToAwem cTaHfapTe NPUMEHEHbI criegyoliMe TePMUHbI C COOTBETCTBYIOLWMUMN ONpeaeneHnaMu.

TepMmuHonornyeckue 6asbl gaHHbix MCO u M3K fOCTyNHbI N0 cnefywowmum agpecam:

- nnatdopma oHnaliH-npocmoTpa NCO no agpecy: http://www.iso.org/obp;

- Qnektponeana M3K no agpecy: http://lwww.electropedia.org/.

3.1 cBfA3aHHbIe AaHHble (associated data): /llo6as UHpopmauns, B3amMmocBsaizaHHas ¢ MUKPOBHbIM Ma-
Tepuanom (3.12), Bknwuasi ycnoeua 6uobesonacHocTwu (3.2), cogepxalias, NOMUMO MPoOYero, AaHHble O
cbope, TaKCOHOMUW, UCTOPUN OEMNOHUPOBAHMUA, CNeLnasbHbIX paspeLlleHnax u nocTasLyuKax.

3.2 6uobesonacHocTb (biosafety): MeToabl U cpeAcTBa KOHTPONSA, CHUXaKLWMe pUCK HenpeagHaMmepeH-
HOro BO34elCTBUSA MUKPOOHbLIX MarepuanoB WU UX CIy4YaHON yTeuku.

[MCO 35001:2019, 3.22]

3.3 6uoszawmnTa (biosecurity): ObweopraHn3auMoHHbIe U TMYHbIe Mepbl 6e30nacHOCTU, a Takxe perna-
MEHTbI, HanpaB/leHHble Ha npefoTBpalleHne MnoTepu, Kpaxu, HeHadsiexalero UCnosb3oBaHnsA, yTeukm unm
npegHamMmepeHHOro/HenpegHaMepeHHOro pacnpocTpaHeHUs naToreHoB, FeHeTUYeckn MOoAUMULUPOBAHHbIX
OpraHnM3MOoB, OpPraHU3mMoB, NPOAYLMPYIOLNX TOKCUHbI, WX UX YacTel, a Takke TOKCMHOB, KOTOpPble XpaHATCS,
nepegarTcsa u/unm nNoctTaBnAwTCA 6MOG6AHKOM.

[MCO 20387:2018, 3.9]

3.4 katanor (catalogue): CuctemaTnsaMpoBaHHbIl CAUCOK WAWM 3anucb, 4acTo Bk/l4awlue B cebs
CBfiI3aHHble AaHHble (3.1).

MpumedyaHue 1— ITOT KATA/IOr MOXET GbITb pacneyataH WuamM AOCTYNEH OHMAlH.

[MCO 20387:2018, 3.10, C NIBMEHEHUSAMN — TEPMUH «CBSI3aHHble AaHHble» BHECEH B3aMeH TepMuHa
«MNOSICHUTEIbHAsA UHopMaunsi» u go6assieHo npumeyaHve 1]

3.5 penoHupoBaHue (deposit): Mpouecc nepegayn ana BNageHns UMnNu xpaHeHnsa MUKPOBGHOro maTe-
prana (3.12) n/unn cBsizaHHbIX C HUM faHHbIX (3.1) oT nocTasWmKa (3.15) B 6uobaHk (3.11).

3.6 pabounii 6aHk (distribution stock): MnKpo6HbIi MaTepuan (3.12), npefHa3HaYeHHbI ANs pacnpo-
CTpaHeHWsa No nosy4vyaTtensMm Wau Nosib3oBaTensMm.

[OECD. PykoBogsline ykaszaHus yCTaHOBMBLUEWACA NPaKTUKA 4N LEHTPOB OGMONOrMYecKknx pecypcos,
2007 [11]]

3.7 cTabunbHOCTbL reHoma (genomic stability): OTcyTcTBME MONEKYNAPHOW 3BOAKUUN KyNbTypbl
MUKpOOpraHn3Ma B 3afaHHbIX YCI0BUAX KY/IbTUBUPOBAHUSA.

3.8 rnaBHbIi 6aHK (master stock): MUKpoGHbIN MaTepuan (3.12), ucnonb3yeMblit AN cosgaHma pabo-
yero 6aHka (3.6).

3.9 corflaweHne 0 NOCTYynN/eHUN mMaTepuasioB (cornaweHue o npuobpeteHunm matepuanos); MAA
(material accession agreement; MAA; material acquisition agreement): JOKyMeHTUpPOBaHHOE corjaleHue,
perynupytouiee nepegavyy MMKpOOGHOro maTepuana (3.12) n cBA3aHHbIX C HAM AaHHbIX (3.1), mexay 6nobaH-
KoM (3.11) un gpyrum 6mobaHkom/gpyroii(mmun) cTopoHoi(amu), Hanpumep nocTaswmnkom (3.15).

MpumedyaHne 1— MAA fOKYMEHTUPYET OCHOBHbIE AaHHbIE B CTaHA4APTU30BaHHOM hopmMaTte, Takme Kak Mecto
1 gata oTéopa nNpob, a TaKkke ycTaHaBMBaET posib, Npasa M 0653aHHOCTY Kakaoi CTOPOHbI.

MpumeyaHune 2— MAA — 3TO CMHOHVM [0roBopa o AenoHupoBaHuy matepuanos (MDA). O6bl4HO OH BBO-
anTcs B AgeiicTBne 6MobGaHKoM.

MpumedyaHne 33— OnpepenexHve 3aumcTBoBaHo 13 MICO 21710:2020, 3.13, ¢ nonpaBKoi OTHOCUTESTLHO TOrO,
4yto MAA He Bcerga sB/feTca [OroBOPHLIM [OKYMEHTOM.

3.10 cornaweHne o nepegave matepmanon; MTA (material transfer agreement; MTA): LOKyMeHTNPO-
BaHHOE cornalleHue, perynupyrouiee nepegadyy MMKPoO6HOro marTepuana (3.12) u cBsi3aHHbIX C HUM [AHHbIX
(3.1), mexay 6nobaHKom (3.11) 1 nonyyaTenem.

MpumedyaHne 1— Bce fOKYMEHTbI MOXHO 0603Ha4UTb Kak MTA, MOCKO/IbKY OHU coAepXaT UHJopMaLuo o
NPOMCXOXAEHUN iN SitU WM NCTOYHUKE MWUKPOGHOrO MaTepuasia M CBSI3aHHbIX C HUM AaHHbIX, MHCOPMAaLMo O NoCTas-
Wwyike (3.15) n nonyyarene, n MHhopMaumio, KoTopas onpefenseT npegenbl UCMOob30BaHUA MUKPOOBHOIO maTtepvana u
CBfI3aHHbIX C HUM [aHHbIX.

MpumedyaHne 2— CornaweHve MTA MOXET BK/IKOHYaTb TPEO6OBaHNSA K AENOHMPYEMOMY MUKPOBGHOMY MaTepua-
Ty, Hanpvmep, YTo6bl YA0B/IETBOPUTL NMOTPEBHOCTL CTPaHbI-NOCTaBLUMKA UM CTPaHbl NMPONCXOXAEHNSA, B NEPBYI0 o4epesb
Tex, KoTopble ABMSATCA CTopoHamMu KoHBeHUmn no 6ruonornyeckomy pasHoobpasuto (Convention of Biological Diversity,
CBD) n Haroiickoro npotokona (Nagoya Protocol, NP).


https://meganorm.ru/Index2/1/4294853/4294853836.htm
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MpnmevyaHune 33— 10 onpegeneHve sanmcTeosaHo 13 NCO 21710:2020, 3.19, ¢ M3MEHEHVEM OTHOCUTENBHO
TOro, 4to MTA He Bcerga sABNSeTcs AOroBOPHLIM JOKYMEHTOM.

3.11 MUKpPOGHLIN 6Mo6aHK; MRC, UeHTP MUKPOOHbLIX PECYPCOB, LEHTP MUKPOOGHbLIX 6nopecypcoB, 6aHk
MUKPOOBHBbIX KynibTyp (microbial biobank; MRC, microbial biological resource centre, microbial BRC, microbial
culture collection): KOpugnyeckoe NuMUO WM YacTb PUAUMYECKOTrO nuua, ocyuwecTBaswwme 6Mo6aHKUHT
MUKPO6HOro maTepuana (3.12) n cBSI3aHHbIX C HAM faHHbIX (3.1).

[MCO 21710:2020, 3.18, C U3MEHEHUAMU — TEPMUH «OMOBGaAHK» 3aMeHUn cokpauwieHne «MRC» kak
605ee NpeAnoYTUTE NbHbLIA TEPMUH, f06aBNeH Takke TEPMUH «H6aHK MUKPOBHbBIX KynbTyp»]

3.12 MUKpOOGHbIA MmaTepuan (microbial material): MukpoopraHuam unu nwbas(bie) cybecTaHyna(mm)
WAn YacTb(n), NONYyYEHHbIE M3 3TOr0 MUKPOOPraHM3ma, a Takke nbble KOMNIEKCbl UNKM accouunaLnm MUKpo-
OpraHn3moB.

MpumeyaHne 1— MUKPOOBHBIA MaTepuan BKIKOYAET B cebs BCe NMPOKapuoThl (apxen 1 6akTepun), HEKOTOpbIe
3yKapmoTuyeckme opraHnsmMbl (rpubbl, BOAOPOC/IN, MPOCTENLIMNE), Nobble accoumauum Mexay nocrnegHuMmn (Hanpumep,
JIMLIANHWKKN), HEKNETOYHbIE (HANpUMep, BUPYCbI), MX PEMINLMPYEMbIE YaCTU U APYIMe BblAeNEeHHbIE MaTepuasibl (Hanpu-
Mep, reHombl, naasmugbl, kAHK). MUKpoGHbI MaTepuan Takxe BKIOYAET B CEGS HEKOTOPbIE XMU3HECNOCOOHbIE, HO eLle
He nogjaroLyecs Ky/lbTUBUPOBAHUIO MUKPOOPraHN3MbI.

[MCO 21710:2020, 3.17, ¢ U3MEHEHMAMN — B ONpefenieHnn croBa «nbas BblfesieHHaa cybcTaHuma
WM YacTb» 3aMEHEHbl Ha C/oBa «MUKpoopraHnsm wmnm nbas(ble) cybcTaHumna(mm) unm vyactb(M)» v yaanex
TEPMUH «[POXXKN» U3 NpUMevaHus]

3.13 MUHMMaNbHbIV Habop gaHHbiX; ML (minimum data set; MDS): Ha6op TEXHUYECKMUX N Hay4HbIX
[aHHbIX, OLUU(IPOBAHHbIX B KOHKPETHbIX NOMsAxX 6asbl AaHHbIX, KOTOpbIi TpebyeTcs, 4ToObl OA4HO3HAYHO OT-
NNYNTb KOHKPETHbI MUKPOGHLIA MaTepuan (3.12), u obecneynBaeT MUHUMA/IbHbIA 06BEM MHOpPMaLUW,
uMetoLenca ana Kaxaoro obpasua, noctynatwuwero B MUKPOGHbI 6nobaHk (3.11).

MpumeuvaHue 1— MuKpoGHbIE MaTepuasibl, A1 KOTOPbIX 3Ta MH(OPMALWs He AOCTYMHA, He A0MycKaeTcs
BK/tOYATb B KaTasor (3.4), Tak Kak OHV He COMPOBOXAATCA KaKUMU-TMGO CyLLECTBEHHBIMW AaHHbIMMU.

[MCO 21710:2020, 3.15, c u3MeHeHUaAMU — cokpauieHne «MRC» 3aMeHeHO Ha cnoBocoYeTaHue «Mu-
KPOGHbIA 6M06GaHK» N n3MeHeHa OpMyMpoBKa npumedaHmsa 1]

3.14 yncno naccaxen (passage number): Yncno cepuitHbix cybKy/ibTUBUPOBAHWUIA, B KOTOPbIX U30MAT
BblpalleH nocne nepBoHavyanbHON U30AALUN.

3.15 nocTtaBwuk (provider, depositor): ®n3nyeckoe nan LPULNYECKOE NNLO, OT KOTOPOro MOJSyYeH WUau
npuo6peTeH MUKPOOHbLI MaTepuan (3.12) u/unu cBsizaHHble C HUM AaHHble ansa 6uobaHka (3.1) ¢ uesnbto
6nob6aHKuHra.

[MCO 20387:2018, 3.41, c U3MEHEHUSIMU — C/IOBO «BWOMNOTMYECKMI» 3aMEHEHO Ha C/I0BO «MUKPOO-
HbIi» W yaaneHo npuMmedvaHue 1]

3.16 uucToTa (purity): OTCcyTCTBME NPUMECE WM KOHTaMUHAHTOB B BeLLecTBe.

3.17 peKkomMeHAyeMbli Habop gaHHbIX; PUL (recommended data set; RDS): Ha6op gaHHbIX, KOTOPbIiA
BK/lOYAEeT B cebsi nonesHyw MHpopmauno Ansa 6osee TOUHOrO onuvcaHus PYHKUUA 1M CBOWCTB MUKPOOHOIO
MaTepunana (3.12).

M pnmMmedyaHune 1— Cro,u,a OTHOCATCA AONOJIHUTE IbHbIE MONA AaHHbIX ANA UCNOJ/1b30BaHUA MI/IKpO6HbIM 6uo-
6aHKoMm (3.11) B kKaTasore (3.4), npy HaMuU.

3.18 rapaHTUitHOe XpaHeHne, coxpaHHoe AenoHupoBaHue (safe deposit): Ycnyra no gautensHoOW KOH-
cepBaLuy MUKPOOPraHU3MOB C OFPAHUYEHUAMU PacnpoOCTpaHeHWs Ha yCMOTpeHue nocTasLluka (3.15).

MpumeyaHue 1— MuKpPOGHblE GMOGaHKK (3.11) noanepXvBatoT GUOSIOrMYEecKMe LTaMMbl U 06GecrneyvBatoT
UX XKM3HECNOCOBHOCTL (3.19), ogHaKo 3a ayTEHTUYHOCTb 3TUX LUTAMMOB HECeT OTBETCTBEHHOCTb MOCTaBLUMK. BCHO WH-
chopMaumto, CBSI3aHHYH0 C rapaHTUiAHbIM XpaHeHneM, o6pabaTbiBatoT KOHUAEHLMANBHO. [JOCTyn K TakoMy TUMy WTamma
paspeLleH TO/IbKO MO NMMCbMEHHOMY 3amnpocy MoCTaBLUVMKa.

MpumedaHne 2— Konnekumn KynbTyp cO cTaTycoM MexayHapoaHoro AenosutapHoro opraHa (International
Depository Authority) nmMetoT BO3MOXHOCTb AEMNOHVPOBaTb (3.5) MMKpPOOpraHW3Mbl Kak 4acTb NpoLecca naTteHToBaHWs B
cooTBeTCTBUYM C [8].

3.19 xun3HecnocobHocTb (viability): Cnoco6HOCTb K BbDKMBAHWIO WM YO0BAETBOPUTE/IBHOMY Cylie-
CTBOBAHUIO.
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4 O6buwume TpeboBaHUs

4.1 O6Wmne NonoxeHuns

MuKpO6HbI 6MO06aHK AOMKEH COOTBETCTBOBAaTL TpeboBaHUAM, npuBegeHHsIM B MCO 20387, B gonon-
HeHne K TpeboBaHMAM HacToswero ctaHgapta. ISO/TR 22758 gonyckaeTcsi MCNOAb30BaTb Kak AOMNOHUTE b~
HYIO CCbIIKY A1 npumeHeHns NCO 20387.

Ynpasnswuwme mMukpoopraHmamamm 61Mo6aHKU OOMKHbI MAEHTUUUMpoBaTh npouecchbl, Heo6xoanMble
ANA onepaunoHHO AeATeNbHOCTU MUKPOOGHOro 6mobaHka, a Takxe onpegennTb KPpUTeEpun u MeToAbl,
ncnosib3yemble A1 NPOBEPKM OMepaLnoHHOro cratyca, COOTBETCTBYHLLEIO XapakTepucTnkam Kaxaon rpyn-
Nbl MUKPOOPraHU3MoB.

4.2 TpeboBaHMS K HOPpMaTUBHOMN AOKYMeHTaLnmn

MWKPOGHLIA 6GMO6GAHK AOMKEH XPAHUTL LOKYMEHTMPOBAHHY UHopMaunio, HeobXxoanmyo Anst co6/to-
[EeHUs HaLNOHAa/IbHOr0 U MeXAyHapo4HOro 3akoHoAaTebcTBa. [LokyMeHTMpOBaHHasA nHpopmaLus BkYaeT:
- CBMAETENLCTBO COOTBETCTBMA MPUMEHAEMbIM TPe6OBaHNAM OXpaHbl TpyAa W TEXHUKM 6e30nacHoCTu;
Knaccugukauuo prckKoB, CBA3aHHbIX C MUKPOOpPraHnuamamu;
KapaHTUHHble TpeboBaHUS;
npaBa WHTENNEKTYaNbHOW COBCTBEHHOCTHU;
MexXAayHapoaHble A0roBOpbl;
npasuia gocTyna u pacnpefefneHuss pecypcos/pe3ynbTaToB AeATe/IbHOCTM, BKAYas 06MeH u nepe-
Jadyy goctyna K MUKPOGHOMY MaTepuasy U CBA3aHHbIM C HUM AaHHbIX.

4.3 OxpaHa TpyAa u TexHuka 6e3onacHocTu

4.3.1 O6wme NonoxeHus

MUWKpPOGHbIA 6Uo6aHK NN KPUAMYECKOE NULO, YaCcTbi KOTOPOro OH SIBNSETCSH, AO/HKEH o6GecneunTb
OXpaHy Tpyga u mepbl No TeXHUKe 6e3onacHocTu B cooTBeTcTBUM ¢ MCO 20387:2018, 6.2.1.5.

MWKpPOOGHbLIF 6BUoGaHK AO/KEH ONpeAennTb YpoBeHb 6Mo6e30nacHOCTU B COOTBETCTBUM C NpakTU4ecKnm
pyKoBOACTBOM MO 6GMOSIOTMYECKO 6e3onacHoCTM B nabopaTopHbiX ycnoBusax BO3 u ynpaBnsATb NoMeLw,eHns-
MW 1N AEeSATENbHOCTbIO COOTBETCTBYHLW MM 06pa3omMm.

Mpwn cbope, TpaHCNOPTUPOBAHNM W/MAN NOATOTOBKE MPO6 MUKPOBMONOTMYECKOro NPOUCXOXAEHNS HEOb-
XO0A4MMO MCMNOMb30BaTh CpeacTBa MHAuBUAYyanbHol 3awutbl (CA3) ANns CHUXEHUA pUcKa COOTBETCTBYHOLLETO
YPOBHIO 6106€30MaCHOCTH.

MpumeyaHne — COOTBETCTBYIOLME MEPbI AN1A K&XKAOMO YPOBHA 61M06€30MacHOCTM M A1 KaKA0ro onacHoro
natoreHa npueeeHs! B [9].

4.3.2 XnMmnyeckas 6e3onacHocTb

B Mnkpo6HOM 6GuobaHke A0/MKHbI ObiTb pa3paboTaHbl, 3a40KYMEHTUPOBaHbl U BHEAPEHbl NOANTUKA 1
npoueaypbl 4NA XxpaHeHus, obpalleHus, NCnoab30BaHna 1 YyTUAM3aLnm XMMUYeCcKMX BeLWecTB C y4eTOM COOT-
BETCTBYHOLWNX PErNaMeHTUPYIOLWNX 4OKYMEHTOB KaX oM (0ro) cTpaHbl UM permoHa, B KOTOpbIX 6Mo6aHK BegeT
CBOIO [eATeNIbHOCTb.

PaboTa ¢ xuMnyeckumMu BellecTBamMu, UCMOb3yeMbIMW B AeATENbHOCTN MUKPOBHOro 6mobaHka, MoxeT
BK/OYaTb, Cpeau npoyero, IKCTPakuuiw, CUHTE3, NPOMbILIEHHOE NPOM3BOACTBO, TpaHCNopTUpOBaHWe, Uc-
nosib30BaHne 1 ytuansauuio.

MacnopT 6e30NacHOCTU XMMMWUYECKOW MPOoAYKUMM AN BCEX XMMUYECKUX BeLecTB, MCMOSb3yeMbIX MW-
KPO6HbIM 6MO6AHKOM, AO/HKEH HAXOA4UTLCA HAa BUAHOM MecTe B npefesiax AOCTYMHOCTH.

4.3.3 BbnobesonacHocTb N 6Mopuck

BunobaHk gonxeH cootsetcTBoBaTb MCO 35001 wunu MpakTU4ecKOMy PYKOBOACTBY Mo 6MON0Ornveckoi
6e3onacHOCTM B 1abopaTopHbIX ycnosuax BO3, ecniv B HEM xpaHATCA GUonormyeckme matepuanbl, 3apaxeH-
Hble natoreHamu.

BuobaHk fonxeH obecneunTtb apdekTUBHOE ynpasBieHWe puckamu N8 340PO0BbSA, BKIAOYAA paccMo-
TpeHne NponNakTUYeCKNX W 3alWUTHbIX Mep. MNepcoHan A0/MKEH Nepuognmyeckm NpPoxXoanTb MeULUHCKUNR
OCMOTP B 3aBUCMMOCTMK OT BO3AENCTBUSA W puUCKa.

Tpe60oBaHUA nNporpamMbl OXpaHbl 340POBbS NepcoHana, BKAYas TpeboBaHMA K BeJeHU0 AOKYMeHTa-
LUUN Y KOHDUOEHUMANBHOCTU, AO/MKHBI 6biThb OnpefenieHbl Ha OCHOBE OLeHKW pUCKOB B 06s1acTn 6uobesonac-
HOCTMW.
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BuobaHk fonmKeH:

a) paspaboTaTtb M BHEAPUTb NOMNTUKY BakUMHALMW Kak 4acTb Haj3opa 3a COCTOSAHMEM 340pOBbs nep-
coHana,;

b) o6ecneynTbs Hannune Tpebyembix U/Mnnm pekoMeHAyeMbiX BakUUH M AOCTYN K MHPOpMaLUM 0 HUX AN
nepcoHana.

Mpn BO3MOXHOCTU NepcoHany, NOABEPXEHHOMY PUCKY 3apaXeHus MHpeKLNoHHbIMK 3ab60n1eBaHNAaAMM,
KOTOPbIE MOXHO NPeAO0TBpPaTUTh C MOMOLLbI BakuUH, HEOGXOA4MMO MPONTU BaKUMHALUIO.

Brnob6esonacHoCTb B MMKPOO6HOM 6uobaHke fO/HKHA cooTBeTcTBOBaTb TpeboBaHmam MNCO 45001:2018,
pasgen 7.

MuKpO6HbI 6uobaHK AOMKEH MMETb nacnopta 6e3onacHOCTM MaTepuanos, Mo KpaliHeiln mepe, ANA Mu-
KPOOPraHM3mMoB, CUNTAKLWMNXCA ONACHLIMW HA MEXAYHapOoA4HOM YPOBHE, U/MAN ONacHbIX MPOU3BOAHbIX OT HUX,
XpaHAWNXcAa B MUKPOOHOM 6GnobGaHke, a Takke obecneumTb, YTOObI macnopta Haxo4W/IUCb Ha BUAHOM WAN
NEerkogocTynHoM MecTe.

Mpoueaypbl ynpasneHns OTX04amMu MUKPOOHbIX MaTepuasioB AO/MKHbI ObiTb 3a40KyMEHTMPOBAaHbLI U
BK/loYaTb B ceb6s faHHble 06 0TpaboTaHHbIX Ky/lbTypax, XpaHeHUU O0TXO040B, yNnakoBKe, TpaHCNOpPTUPOBaHUU
N AeKOHTaMuHaLuuu.

MpumeuvaHune — [JononHuTenbHas UHdopMauysi no 6uobesonacHoCTM NprBeaeHa B [9).

4.3.4 CpeactBa MHAMBUAYaAbHOWN 3alUTbl

4.3.4.1 O6wme NnonoxeHns

MuKpo6HbIi 6MobGaHK AO0MKEH obecneunTb noaxoasume CN3 B 3aBUCUMOCTM OT YPOBHA 6Guobesonac-
HOCTW paccmaTpuBaemoro opraHvusama u Ucnosib3yemblX CPeACcTB Y MaTepuanos.

MUWKpOOHbIi 6BMobGaHK go/mkeH obecneunTb Hagexauwee PyHKUMoHupoBaHne Bcex C3 neped ncnosb-
30BaHMeM, OTCYTCTBUE KOHTAMUHAaLWKN, HaXOXAeHWe B yKa3aHHOM J/IerKkoA4oCTyNMHOM MecTe.

4.3.4.2 dunsnyeckas 6e30MacHOCTb

HeobxogmMmo o6ecneynTb HaauymMe TMOoMelleHna [/ XPaHeHus CxXaToro rasa B COOTBETCTBUU C
NCO 15190:2020, 9.1. lonmkeH 6bITb 0b6ecnevyeH AOCTYN K aBapuinHOMY 060OpyLOBaHUIO, BK/IOYAS OTHETYLIU-
Tenu, aBapuitHble AylieBble YCTAaHOBKMW, CpeAcTBa AN1A NPOMbIBAHUA r1a3 v anTeyku NepBoi MOMOLLK.

MUWKpPOOHbLIi 6M06aHK AO/MKEH pa3paboTaTb, AOKYMEHTUMpPOBaTb WM BHEAPUTb NOAUTUKA U Npoueaypsbl,
CBsA3aHHblEe C XpaHeHWeM, 06CnyXnBaHveMm, UCNO/b30BaHMEM W yTUAM3aLMeER CxaTblX ra3oB, C y4eToM cylie-
CTBYHLLUX pernaMmeHToB KaxAoi cTpaHbl UAn pervoHa.

4.3.4.3 Be3onacHOCTb paboTbl C XUAKMM a30TOM

Ona 6e3onacHoro ob6cnyxmBaHWsA, XpaHeHUs W UCMOb30BaHUA XWAKOroO asoTa Heobxo4nmMO MMeTb
noaxoAsime nomelleHns v npepoxpaHnTenbHble YCTpoOWcTBa, cooTBeTcTBywme NCO 15190:2020, 9.1, ¢
yyeToM TpeboBaHUli Kaxaol(oro) cTpaHbl UK pernoHa.

B mecTax xpaHeHusi uaM o6CAyXuBaHUsa XNAKOro asota AO/DKHbI OblTb YCTAHOBMNEHbl AATYMKN KOHLEH-
Tpauuu kucnopoga.

4.4 bwuo3sawuTta v 4OCTyn

4.4.1 O6wwme nosoxeHus

MUWKpPOOHbIi 6GMOBGaHK AO/MKEH ONpPeAennTb COOTBETCTBYHLUIME MePbl MO yNpaBAeHuo puckamm n tpebo-
BaHMS K 6Mo3almTe ANA Kaxaolh oTAeNbHOM 30HBI.

Mcnonb3oBaHue U XxpaHeHMe MUKPOOHbIX MaTepuanoB OCYLWeCTBAAET YNOJIHOMOYEHHbI nepcoHan B
30Hax C COOTBETCTBYHOLW MU TpeboBaHUAMUN Kk Bnosawmte. AHanornyHble TpeboBaHnusa NpeabsaBAAOTCA K CBA-
3aHHbIM C MUKPOOGHLIMW MaTepuanamum AaHHbIM, €C/IM XpaHumas B HUX MHopmauusa MOXeT npefcTaBnATb
yrposy. MukpobHomy 6nobaHKy criegyeT oueHnBaTb MOTEHUMa/IbHYH BO3MOXHOCTb NpPOBEAEHUs uccnepoBa-
HW1 4BOMNHOrO0 HasHavyeHus, Bbi3biBawWwux onaceHne (Dual Use Research of Concern, DURC), n 3n10HamMmepeH-
HOT0 UCMNO/Ib30BaHNSA MUKPOOPTraHNU3MOB M OMpPeAeNnAaTb PUCKA 6MO3aLUThI.

Mpn BbISBNEHUN HOBbLIX O06CTOATENLCTB WM MHOPMaLMN, BAUSAKOLWMX HA NEepBOHAYa/IbHYH OLEHKY,
puck 6uosawmnTel cnegyeT nepecMoTpeTb. [nA OUEeHKM NOTeHUMasnbHOW BO3MOXHOCTU 3/I0HAMEPEHHOT0 WC-
Nnosib30BaHNA MMWKPOOPraHM3MOB paccMaTpuBaloT: TEXHOJIOTUK U 3HAHWS, BUPYNEHTHOCTb, MaTOrEHHOCTb,
CMEepTHOCTb, Nepeayvy UH(EeKLNOHHbIX 3aboneBaHunii, LOCTYNHOCTb, KIOHMPOBaHWe, pacnpocTpaHeHne, 3Ko-
NOTNYECKYH XN3HECNOCOOHOCTb, KOHTPMEPbLI Y 9KOHOMUYECKYI 3HAYMMOCTb.

MpumeuvaHne 1 — WcecnegosaHns DURC oTHocATCA K 06/1acTV €CTECTBEHHbIX HayK, W, OCHOBbIBasiCb Ha
COBPEMEHHOM MOHUMAaHWNK, MOXHO OXWAATb, YTO MO pesynbTatam 3TWUX UCC/EeA0BaHW MOTYT ObiTb MOMYYEHbI AaHHbIE,
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nHhopmaLuwysa, NPoAyKUMA MM TEXHOMOTW, KOTOpble MOTYT 6GblTb HAMEPEHHO NPUMEHEHbI HE MO Ha3HAYEHWIO C LEefblo
CO3aH1s 3HAYMTENIbHON Yrpo3bl C CYLLUECTBEHHbIMW MOTEHUMaIbHbIMU NOCNEACTBUSMU A8 3[40p0BbsS U 6e30nacHoOCTU
Hace/leHnsl, Ce/lbCKOXO3SANCTBEHHbIX Ky/bTyp W APYINX PacTEHUR, XMBOTHbIX, OKPYXXaKOLLen cpefibl, MaTepuasibHON nm
HaLuoHasIbHOWM 6e3onacHocTu [10].

MpumeyaHne 2— JononHuTenbHass nHopmaums no oueHke pucka 6rosalmTel npuBeaeHa B [11].

MUWKpPOOHbIi 6M06aHK Ao/mKeH paspaboTaTb, AOKYMEHTMPOBATb M BHEAPUTb Npoueaypy KOHTPons* npwu
TpaHCNOPTUPOBAHUM MUKPOOGHOrO MaTepuana, KOTOpPbI MMEET YMEPEHHbI UM BbICOKAN PUCK 6MO3aLuThl.

MpumeyaHune 3— JononHutenbHas nHopMaums npmeegeHa B [11].

MpumeyaHune 4 — JononHutenbHas MHGOpPMaLMs Mo natoreHaM XMBOTHbIX NpuBeaeHa B [12].

MpumeyaHune 5— JononHutesbHaa MHGOpMauUms no 300Ho3am npueegeHa B [13].

MpumeyaHne 6— [lononHUTENbHAA UHGOPMALMS NO NaTtoreHam yesnioBeka npusegeHa B MpakTuyeckom py-
KOBOZACTBE M0 6moniormyeckoin 6esonacHocT B nabopatopHbix ycnosusax BO3 n NCO 15190.

MpumedyaHune 7— [ononHuTenbHas MHGOpPMaLUS NO NaToreHam pacTeHwin npvBeaeHa B [14].

4.4.2 [ocTyn K30Ham c 6uo3awntoii

MuKpo6HbI 6uob6aHK AOMKEH pa3paboTaTb M AOKYMEHTMPOBAaTb TPebGOBaHUA K JOCTyny fMepcoHasa B
30HblI C 6Mo3awnToli, 4T06bLI 06EecneuYnTb AOCTYN K NaTOreHHbIM WAN TOKCUYHbIM MWUKPOOPraHM3mam TO/bKO
YNOJIHOMOYEHHOMY nepcoHany. Heob6xo4uMMo UCnosib30oBaTh MPeAoXpaHuTeNbHble YCTPOCTBa W/Maum cucte-
Mbl. Takme ycTpoiicTBa/CMCTEMbI MOTYT MCNO/b30BaTh OFPaHWUYEHHbI BX04, MPUCYTCTBUE COTPYAHUKOB CAYX-
6bl 6e3onacHoOCTM n/vnmn cuctembl obecnevyeHnss 6e30NacHOCTU.

Becb nepcoHan MUKPOGHOro 6mobaHka AO/MKEH MMETb UAEHTUMWKALUOHHBIA AOKYMEHT C yKaszaHuem
MaKCMMaibHOro YpoBHSA 6€30MacHOro focTtyna, 3a UCK/YeHNneM 06CTOATENbCTB, KOr4a 3TO CBA3aHO C PUCKOM
(cM. npumedaHne). MUKpOOHbIE 6MobaHK AO/MKEH MU3bATb MAEHTUMMKALMOHHbIA OOKYMEHT NOC/e 3aBeplue-
HUSA BU3NTa/BbINOMHEHMSA paboT/Npu yBONbHEHUN.

MpumeyaHue — VckoueHMEM SIBASIOTCA CUTyaLUMm, B KOTOPbIX PAGOTHUK HE MOXET HOCUTb UAEHTU(MKA-
LMOHHBIV JOKYMEHT, Tak Kak HafieBaeT KOCTIOM GMo3allyThl.

4.5 CmeHa MeCTOMOJ/IOXEHUS MUKPOOBHbLIX MaTepunasioB

Heob6xognmo cobnopatb TpebosaHna MCO 20387:2018, 6.5.2, 6.5.5, 6.5.6, 7.7.1,7.7.2, 7.7.4, 7.5, 7.11,
8.5 un8.7.

MukKpo6HbI 6uobaHK fOMKEH pa3paboTaTtb, 4OKYMEHTUPOBATbL U BHEAPUTb Npoueaypbl, BbINOMHAEMbIE
npy nepemMeLlLeHn MUKpOGHOro mMatepuasna, HanpuMmep B pe3y/bTaTe ero yBe/IMYEeHUS, COKpal,eHus Wiu B
pesynbTate aBapuu.

MepemeweHne/cMeHa MECTONOIOXEHUA AO/DKHbI ObiTh TWATENbHO CMJIAHUPOBAaHblI K UCMNOJTHEHbI, YTO-
6bl nogaepXxuBaTb noaxoslwme ycnosusa aona MMKpo6HOro martepuana Bo BpeMs TpaHCNOPTUPOBaHUA.

5 TllepcoHan

Heob6xogumo cobnogate TpeboBaHua MICO 20387:2018, 6.2. lononHMTeNbHasa uHdopmaums npueege-
Ha B ISO/TR 22758:2020, 8.3.7 n 8.3.8.

Kputnyeckne Bugbl AeATENbHOCTU, CBA3aHHbIE C 6MONOrMYECKOW ONAaCHOCTbIO, AO0/MKHbI ObiTb BbINOHE-
Hbl KOMMNETEHTHbIM W YNO/THOMOYEHHbIM MEePCOHasIOM.

MpumedyaHue — Kputnueckne Buabl AESTENIbHOCTY BK/OYAOT B CEOS B TOM 4KC/e NPUOGPETEHNE MUKPO6-
HOro MaTepuasa, o6palleHue C HAM, KOHCEpBaLUMIO, UAEHTUIMKALMIO, XapaKTepUCTVKY, pacrnpocTpaHeHue, npouenypsbi
KOHTPO/IS KauecTBa U yrnpas/ieHne CBSA3aHHLIMU C MUKPOGHBIM MaTeprasioM AaHHbIMM.

MuKpO6HbI 6MobGaHK AO/MKEH 0b6ecneynTb perysisipHoe obyyeHne u nepenofroToBKy NepcoHasa B pam-
Kax BbIMOJ/IHEHMS NaHa 3aWuTbl OT CTUXUIHBLIX 6eacTBuiA (cm. MCO 20387:2018, 7.7.1) n npeAnpuHATL COOT-
BETCTBYHOLNE AENCTBUA B C/lyvyae HapylleHns 6e30nacHocTH.

* MNpoueaypa KOHTPO/S BKIOYAET B cebsl JOKYMEHTUPOBAHME 1 NPOC/IEXMBAEMOCTb KXK0r0 3Tana nepemeLleHus
MVKPOGHOTO MaTepuasia C Liefblo 06eCneyeHnsi LesIoCTHOCTM 06pasLoB, NPefoTBPaLlleHNss UX KOHTaMUHALMWM WK Mo-
BPEX/EHVs1 B NPOLIECCE TPAHCMOPTUPOBAHUSI.
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6 MNomeLyeHnA

6.1 O6uwme NonoXeHns

Heobxogumo cobnwogate TpeboBaHna NCO 20387:2018, 6.3.

MUWKpPOOGHbIi 6uobaHK goMKeH npegnpuHUMaTh COOTBETCTBYHOLWME Mepbl NpeaoTBpaLLeHNsT KOHTaMUHa-
LUuKn, Hanpumep: Bbl4eNNTb CneunasibHble 30Hbl AN Takux BUAOB AEATENbHOCTW, Kak npuobpeTteHune, noga-
roToBKa MUTaTesIbHbIX CPEeA W pPeakTUBOB, CTepunmsauus, UHkybauus, KynbTUBMpPOBaHWE, UCMbITAHUE, XpaHe-
HUe, yTUnusayus n oumcTka.

MWKpPOGHbIi 6MO6aHK A0/MHKEH NCNOb30BaTh COOTBETCTBYHLLME yKasaTenn gas o0603HavyeHns ypoBHs(ein)
6VOMOTNYECKOA ONacHOCTH.

MpumedyaHne — MogpobHasa nHopmaumsa o6 ykasatensx npveegeHa s MICO 7010.

VNHXEeHEepPHO-KOHCTPYKTOPCKME peLleHnsa U TeXHUYEeCcKoe OCHalleHe NMOMEeLLeHUIA A0/KHbl COOTBETCTBO-
BaTb UensaM 6nobesonacHocTn, 6uosawnTbl U 6GUuopncka 6nobaHka, Hanpumep MCNosb3oBaHWe oTpuuaTenb-
HOTrO AaBneHns Ans nNpeaoTBpalieHna HexenaTenbHOro BblgeNeHUss onacHblX MUKPOGHbLIX MaTepuasnos.

6.2 BoKkCcbl 6MnosIorMyeckon 6e3o0nacHOCTMU

MUKpOOHbI 6Uob6aHK AO0MKEH NCMNOMNb30BaTb GOKChI GMOMOrMYECKOn 6€30NacHOCTU C COOTBETCTBYHLLU-
MW CMCTEMaMMW BEHTUAALWK, YTOObl NMPeaoTBpaTUTb KOHTaMUHAaLWI0 OKpyXalLleid cpedbl v BO34elCTBUE Ha
nepcoHan onacHbIX MUKPOOHbIX MaTtepuanoB. Heo6xoAMMO yuuTbiBaTb CTabuUIbHOCTb MUKPOGHOrO mMaTtepu-
ana, c Kotopbim pa6oTalT B faHHOM 60kce (Hampumep, perynnposaTb Hanpas/fieHMe BO3AYLUHOIO NOTOKa,
KOHCTPYKUUIO 60Kca).

6.3 Pe3epBHOe xpaHunuuie

UT0o6bl n3bexaTb NOTEPU r1aBHOro 6aHka, MUKPOOHbIA 6MOGAHK UAWN pPUANYECKOe NNLL0, YacTblo KOTO-
poro oH SIBNSieTCs, A0/KEH (A0/HKHO) pa3paboTaTth njaH 3auWnTbl OT CTUXUNHBIX 6eACTBUIA C MCNOSIb30BaHNEM
aNbTePHATMBHbIX METOAOB 3alliUTbl, HANPUMEP PE3EPBHOr0 XpaHunuwa.

7 O6opyanoBaHMe, HeEObXoANMOE A/1I1 MUKPOOBHOro 6uob6aHKnHra
7.1 O6uime NONOXKEHUS

Heob6xognmo cobnogate TpeboBaHna NCO 20387:2018, 6.5.
MpumedyaHne — [pyrve TpeboBaHus k 6e3onacHOCTV B nabopatopusix npuBeseHsl B M3K 61010-1.

O6opypoBaHue, nogBepruieecss KOHTaMUHaUMM M BO34ENCTBUID MUKPOBHLIX MaTepuasnoB, HEO06Xo4MMO
Ae3nHrUnpoBaTb AO/DKHLIM 06pa3om.

7.2 KannbpoBka

[Onsa kanubpoBku/npoBepkn ob6GopyaoBaHMs Heobxogumo cobnwpgaTtb TpebosaHma MCO 20387:2018,
6.5.2, 6.5.8, nepeuucnenuns f) n g), 6.5.10, 6.5.11,6.5.12. JonyckaeTtca ucnosnb3zosatb MCO/M3K 17025:2017,
6.4 n6.5.

7.3 NHkyb6aTopbl (TepMoOCTaThbl)

MUKpPOOHbI 6GMobBaHK 4OMKEH OTC/EXMBaTb BOSHUKHOBEHUE AedEeKTOB 1 COCTOSHME NHKY6aTopoB, KOTO-
pble MOryT HebnaronpuATHbLIM 06pa3oM OTPa3nUTbCA Ha UX DYHKLMOHAbHOCTH.

Takxe Heob6X0A4MMO OTCNexmBaTb TeMnepaTypy MHKy6aumm ¢ NOMOLLbI MOAXOAAWMX CUCTEM perucrpa-
uun Temnepartypbl.

NHKyb6aTopbl, NpeAHa3HavYeHHble AN MUKPOOPraHn3mMoB, TPebyLWwmnx HeaTMocepHoil ra3oBoit cpeabl
ANA KyNbTUBMPOBAHUA, AO/DKHbI 6blTb OCHALLEHbl CUCTEMAaMW MOHUTOPWMHIA WU CUTHaNM3auumn, Kotopble nme-
pslT TemnepaTtypy W nofalT TPEBOXHbIA CUTHaN B C/iyyae OTK/IOHEHUS YCNOBWUIA cpefbl OT HOPMbl (Hanpu-
Mep, OTK/IOHEHWS TeMnepaTypbl, BAAXHOCTW, YC/0BUA aHa3pO6HO cpeabl, ocBelleHus, cogepxanHns C02).

7.4 XonoannbHNKN

Mpu “cnonb3oBaHUM XONOAWNbHUKA AN XPAHEHUSI MUKPOOHbIX MaTtepuanoB TeMnepaTypHbIli pexum
BHYTPW Hero cnegyet noggepxusartb B uHtepsane ot 2 °C go 8 °C.
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[Nns onoselleHUs nepcoHana B c/iydyae OTK/IOHEHUs TeMnepaTypbl B X0/0AUNbHUKE OT YCTAHOBJIEHHOTO
MHTepBasa UM OTK/IOYEHUS 3IEKTPOIHEPTMM cneayeT YCTAaHOBUTb CUCTEMbl MOHWUTOPUHra TemnepaTtypbl u
3M1eKTPONUTaHUS.

7.5 XpaHunuiya (kamepbl) CBEPXHU3KUX TEMMEPATYP C 3/IEKTPUYECKMM MPUBOLOM

[ns 6e3onacHOro ANMTENbHOTO XpaHeHUs MWKPOOGHbLIX MaTepuasioB NPUMEHSIOT Kamepbl CBEPXHU3KUX
TeMmnepaTyp € 3/IeKTpU4eckum npusogoM. Crneflyet UCNOMb30BaTb KaMepbl CBEPXHU3KUX TeMMepaTyp C 3/ek-
TPUYECKNM NPUBOAOM K hyHKUMAMN obecneyeHns MOBbILIEHHON 6e3omacHOCTW, Hanpumep: 060pyaoBaHue ¢
[BYMSI KOMMpeccopaMmu 1 pe3epBHOl CUCTEMOI oxnaxieHus B BuAe CyXoro Nbfa Wam XuAKoro asora.

CnepyeT NpUHATL Mepbl, YTO6bI M36eXaTb HexenaTenbHOro BO3AelCTBUA Ha KpMONPOOUPKM C MUKPOG-
HbIM MaTepuanom TemnepaTyp, BbIXOAALWMX 3a Npedesibl pekoMeHAyeMoro TemnepaTrypHoro uHtepeana. Ha-
npvMep, ecnm Kpuonpobumpku Heob6XoAMMO UCNONb30BaTh B TeYeHMe AANTENbHOro nepmoga, To ux cnegyet
nepeHecT B NOAXOASAWMNIA BPEMEHHbI KOHTElHep.

7.6 CuctemMa XpaHeHunsa XmnaKoro asota/nogava Xmakoro asorta

Mukpo6HOMY 6MOGaHKy cnepyeT NpuHMMaTb Mepbl No o6ecneyvyeHnto CTabuUnbHOCTU TemnepaTtyp xpa-
HEHUS ANA noafepXaHus ANMTENbHOW XU3HECNOCOO6HOCTM KOHCEPBUPYEMbIX MUKPOOPraHM3MoB, Hanpumep:
XpaHeHne KpMOKOHCEPBMPOBAHHbLIX MaTepuasioB Npu TeMnepaType Hmxe TeMmnepaTtypbl MX NaaBneHus.

CnepyeT npuHUMaTb Mepbl, No3Bosoune n3bexarb HexenaTenbHOro BO3AeNCTBMA Ha Kpuonpo6upku
C MUKPOGHbLIM MaTepuasioM TeMnepaTyp, BbIXOAALMX 3a Npeaesbl PeKOMeHAyeMoro TemnepaTypHOro UHTep-
Bana. Hanpumep, ecny ocTaBUTb KPbILWKN NPOBGUPOK OTKPbITbIMU, 3TO MOXET MOBMUSATbH HA XU3HECNOCO6HOCTb
60/bLINHCTBA XPaHALWLMNXCA MUKPOOHbLIX MaTepuasioB U NPUMBECTU K KOHTaMUHaLMW cOoCypa, Yero cnepyet us-
6eratb.

7.7 Cy6numaunoHHas cylinnka

[ns nonrocpoyHoii KoOHcepBauuUy MUKPOOHbIX MaTepuanoB A0MyCcKaeTCcs MCNoNb3oBaTb Cy6/MMaLMOH-
Hyto cywky (cm. MCO 20387:2018, 6.5.3).

B cnyyae onacHbiX MUKPOGHbLIX MaTepuasioB HEOOGXOAMMO OLEHUTb WM UCKMKUYUTL PUCK KOHTaMUHAaL MWK
OKpyXallleil cpedbl U MepcoHana npu co3faHuu Bakyyma ANs yAaNeHus Bo3dyxa WM Baary M3 npobupok B
npouecce cy6/iMMaLMOHHON CYLUKN.

7.8 ABTOMaTuU3npoOBaHHbIE CUCTEMbI XpPaHEHUSsA

B cnyyae ncnonb3oBaHWs aBTOMATU3MPOBAaHHbLIX CUCTEM XpaHeHWsa cnepyeT nojhepxuBaTb Temnepa-
TYPY XpaHeHus, Tpebyemylo 415 MUKPOGHbIX MaTepuanos, MAHUMU3NPYSA KonebaHus TemnepaTypbl. Temne-
paTtypy NocTynuBLUNX MUKPOOHbLIX MaTepuasioB c/legyeTt NOHWXaTb NOCTENEHHO WM NOLIAroso, noka He éygaet
[OCTUTHYTa Heobxoammas TemnepaTtypa XpaHeHus. ABTOMaTu3MpoBaHHas CUCTeEMa XpaHeHusa [o/mkKHa obe-
cneymBaTb YCTaHOBJ/IEHWE pasHbiXx TemnepaTtyp (Hanpumep, ot 15 °C go 25 °C, muHyc 20 °C, muHyc 80 °C,
MuHyc 130 °C).

MWKPOGHbIA 6MOBaHK AO0/MKEH BblOMPATh KOHTElHepbl ANA XpaHeHWs, COOTBETCTBYHLME aBTOMaTu-
3MPOBaHHOl cucTemMe XpaHeHusa. Kaxabli mcnonb3yemblii AnA MUKPOOHOro maTepuana KOHTEWHep [O0/IKeH
MMEeTb YHUKa/bHbIM naeHTudukatop (Hanpumep, 6apkoa, RFID).

7.9 ABTOKNaB

MWKpPOOHbIi 6Mo6aHK fo/mkeH pa3paboTaTb, AOKYMEHTMPOBATbL M BHEAPUTb BaAuANPOBaHHbIe npoueay-
pbl cTepunnsaunun, NoaxoAswme AN MUKPOOPraHM3MOB, UMELWNX OTHOWeHne K 6uobaHky, B (ha3ax nokos
1 pocrta.

Bpems u Temnepatypa cTtepunmsaumm MoryT MEHATbCA B 3aBMCUMOCTU OT kiaccudmkaumum Mmukpoopra-
HU3MOB, KOHLEHTpauuu, Konn4yectsa, Martepuana KOHTeilHepa W CTeneHuW KOHTaMuHauum CTepusn3oBaHHbIX
npegmeTos. CTepunusaynio napom nof AaBfieHWEeM peKoMeHAayeTcs NpoBOAUTL Npu Temnepatype 121 °C
n gasnenmn 15 MNa B TeyeHue 15 MuH, ogHakKo Haumbosnee ahPekTMBHOE Bpemsa cTepunusayummn crepyet Bbl-
6vpaTb MHAMBUAYANBHO ANSA KaXXAOro COCTOSHWA U MuKpoopraHusma (T. e. >20 MWUH ANA cnopoobpasyroLumnx
6akTepuii U T. Nn.).

PekomeHayeTcs nepuoAnyeckm UCNonb3oBaTb GMONOrMvyeckme WHAMKaTopbl (Hanpumep, 3HAOCNOPbI)
AN n3mepeHus 3 ekTMBHOCTM aBTOKIaBMPOBaHMS.
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8 TpeboBaHMA K npoLleccy

8.1 NprnobpeTeHne NN feENOHNPOBaHMKE

8.1.1 O6wme NONOXKEHUS

Heobxognmo cobnwgate TpeboBaHna MNCO 20387:2018, 7.3.1,7.3.2 n 7.5.

MonyyeHne MUKPOGHOro mMartepuasna [OJ/DKHO COOTBETCTBOBATb KPUTEPUAM MPUEMIEMOCTU A/ 3TOro
Matepuana, yCTaHOBJIEHHbIM MWKPOOGHbIM 6MO6aHKOM, U APYTMM COOTBETCTBYHOLWMUM TpeboBaHMAM (Hanpu-
Mep, MAA).

8.1.2 AHanu3 3anpocoB Ha AenoHMpoBaHue maTtepuana(oB)

MWKPOGHBIA 6uo6aHK f0/MKeH 06MeHUBaTbCA UHpopMaunein 060 BCeEX YC/TIOBUAX, CBA3AHHbIX C AENOHU-
poBaHMeM MUKPOOPraHn3MoB, C nocTaBw koM. 1o 3anpocy nocraslinka O AEeNOHUPOBAHUU MUKPOOPraHms-
MOB 6MO6aHK JO/KEH YTBEPAUTL N 3aJ0KYMEHTUPOBATb COOTBETCTBYIOLWME YCI0BUSA PACMPOCTPaAHEHUS.

MpumevyaHne — YTo6bl 3aWUTUTL NPUCBOEHHBIE NPaBa NHTEN1EKTYasIbHOV COBCTBEHHOCTU, YC/I0BUSA AENOHN-
poBaHus MOryT 6bITb OnpeesieHsbl, Hanpuvep, B MAA.

Mepen NnpneMoM MUKPOOGHBLIX MaTepuasnoB Ha AENOHMPOBAHNE MUKPOOHLIA GUOGAHK JOMKEH:

a) NoATBEPAMTb NOAJIMHHOCTbL NOCTaBLiMKA:

1) BCE 4EeN03UTbl MUKPOBHbLIX MaTepurasioB (BKAKYas maTtepuanbl, NOAyYUBLINE OTKA3) AO/MKHbI ObiTb
3a40KyMEHTMPOBAaHbI, & 3anucy COXpaHeHbl;

b) NpoOBECTU OLUEHKY pucka 6mob6e3onacHoOCTu:

1) B Tex cny4vasnx, korga MMKpPOGHbIA MaTepuas CoONpoBOXAaeTcss MeTOANKONM OUEeHKn 6nobesonacHo-
CTW, 3Ty METOAMKY U MOJSIy4YeHHble MO Hell pe3ynbTaTbl AONYCKAeTCs MCNOMNb30BaTh NPU BbINOJTHEHUN MUKPOO-
HbIM 6MO06GAHKOM OLEHKM pucka co6CTBEHHOI 6mobe3onacHoOCTY;

C) NMoATBEPANTb, YTO YpPOBEHb pucka 6M06e30MacHOCTM paccmaTpuBaemMoro MUKPOGHOro martepuana
ocTaeTcs B npegesiax gonycTumoro ypoBHsi 6uo6e3onacHocT MUKPOBHOro 6mobaHka;

d) nogTBEpAUTL, YTO NpefocTaB/ieHa, N0 MeHblel Mepe, cnegywwas nHgopmaynsd o MMKpo6Hom Ma-
Tepuane:

1) HaumeHOBaHMe U/MAN NHON ngeHTugmrkKaTop,

2) ®NO n KOHTaKTHble AaHHble NOCTaBLLMKa,

3) naeHTUdUKaLma 1 gaHHble, Kacalwlmnmecs NCTOYHUKA, NMTATEeNbHON cpefbl U opraHn3Ma-xo3sunHa,

4) onucaHne MUKPOOGHOro mMatepuana, Bkawvas reorpadpuuyeckoe npoucxoxgeHne (MMHUManbHbIM
Tpeb6oBaHUEM SABNAETCH yKa3aHWe CTpaHbl MPOMCXOXAEHUS UAN NOCTaBLIMKA UCTOYHMKA, NMUTATE/IbHOW cpeabl
WM opraHnM3mMa-xo3sinHa) M COOTBETCTBYHOLWIME AaHHble (Hanpumep, gaTta cb6opa Anas oT6opa Npob mam gata
co3fdaHns peKoOMOMHAaHTHbIX nnasmug),

5) KyNnbTUBUPYEMOCTD,

6) KONNMYECTBO MUKPOOBHbLIX MaTepuanoB OT NOCTaBLLMKA WU KONMYECTBO AONOSHUTE/bHbIX COOPOB,
€CNn fenoHMpPOoBaHbl B APYTMX MecTax,

7) cpepa v ycnoBus BblpalMBaHus,

8) ycnoBus KOHCepBaUUU WM XpPaHEeHWUs KNeToK, eC/ yCTaHOBJIEHbI,

9) oueHka pucka 6uobesonacHOCTU N ee pesynbTaThl,

10) ycnoBusa pacnpocTpaHeHus (T. e. LOCTYMHOCTb AENOHUPYEMOro Marepuana),

11) cbeHOTMNNYECKME XapaKTepUCTUKN (Hanpumep, cepoTun, NpogyunmpoBaHne TOKCMHOB), NPU Ha-
nnyun,

12) npegnonaraemMas uesb, €CNn NPUMEHUMO,

13) npaBa Ha MHTeNNeKTyaNlbHyl0 COGCTBEHHOCTb, €C/IN MPUMEHUMO,

14) 6nomonekynsipHas MHdopMauna n meTagaHHble (Hanpumep, BCA NocAefoBaTe/ibHOCTb lEHO-
Ma), ecnm NpUMeHNMOo,

15) ccbiiku Ha NuTepaTypHble UCTOYHWUKN, MPU HaNMyuu.

Mpu rapaHTUiiHOM XpaHeHUn TpeboBaHUS K MHhopmauum o nosy4aemMomM MUKPOGHOM MaTepwuane, npu-
Be/JeHHble B nepeuncrieHnn d), 4o/MKHbI 6bITb onpeneneHbl 6M06aHKOM Ha OCHOBAHUM AOTOBOPHOIO AOKYMEH-
Ta UM pes3ynbTaToB NeperoBopoB C NOCTaBLYUKOM.

MWKpPOGHbIF 6MO6aHK AO/MKEH AOKYMEHTMpoBaTb/cO6MpaTh M XPaHUTb 3anucu, Kacarmwmecss 3anpocos.
Mukpo6HOoMy 6uobaHkKy cregyeT obecneuynTb 4OCTOBEPHOCTb NOMyyYyaemoinn uHdopmauuun. Ecnm Mukpo6HbIii
6106aHK He MOXET BbINO/IHUTbL 3aNpoCc, MOXHO peKoMeHAO0BaTb 06paTuTbCa B APYroli MUKPOOGHbI 6MobaHK.
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8.1.3 PelweHne B OTHOLWEHNN 3aNPOCOB O AENOHNPOBaHUM MaTepunanoB

MWKpPOOHbLIi 6MO6aHK A0/HKEH MPUHATH PELIeHne 0 NnpuemMe UM OTKJIOHEHUW 3anpoCcOB Ha AeNOHUpoBa-
HMe MaTepuasioB Ha OCHOBaHUM NPOBEPKU NpedocTaB/ieHHOW uHdopmauymn. O cBOEM pelleHun 6nobaHk gon-
XEH COo06WMTb 3aKa3umKy. Ecnm Ha 3anpoc nonyyvyeH oTkas, MUKPOOGHbLIA 6Mob6aHK [O/MKEH 3a40KYMEHTMPOBATh
hakT B3auMoaeicTBUA 1 CoobWNTb NPUYNHY OTKasa.

MpumedaHne — Bocobbix cryyasix ycTapeBLUnii MUKPOGBHBIA MaTepuas MOXET GbITb MOMTyYEH W COXPAHEH [0
Tex nop, noka He GyAeT NpoBeAeHa NPoBepKa NOA/IMHHOCTU.

8.1.4 NoaTBepXaeHUe maTepuanoB N CBA3aHHbIX C HUMW AaHHbIX

MUWKpPOOGHbIi 6uobaHK AO/MKEH pa3paboTaTb, 4OKYMEHTMpPOBaATb WU BHEAPUTb Mpoueaypbl MOMyYEeHUs U
XpaHeHus, nogxogsauwme N Tuna MMKPO6HOro matepuana. Bcio ynakoBky ¢ MMKPOGHBIM MaTepuanom cnegy-
€T OTKpbIBaTb B YC/MOBUAX Hag/exalen nsonaumm ot okpyxaruiei cpegbl (Hanpumep, MUKPOOGMOMOrMYecKuil
3alUTHbIA 6OKC) C NCNO/Ib30BaHMEM MPUCNOCco61eHnn gna 6e30nacHoro obpaweHns u yTuamsaynum oTxonos
MWUKPOOGHbIX MaTepnanos.

8.2 NMoaTtBepxaeHne NOAIMHHOCTU

MWKpPOGHbIA BnobaHK AoMKeH pa3paboTaTb, 4OKYMEHTUPOBATL M BHEAPUTL NpoLueaypbl NOATBEPXKAEHMNA
NOANIMHHOCTM ANA KaXAOro Tuna MMKpPo6HOro matepuana. MUKpo6HbIi 6M06aHK MOXET NMPUMEHATb BHYTPEH-
HMe (COOGCTBEHHbIE) U/MNN BHELIHWE MeTOoAbl YAOCTOBEPEHUA MOANMHHOCTA. OHU MOTYT BKOYaTh Xapakrepu-
CTMKMN XWN3HECNOCOBHOCTKN, heHoTUNnyeckne, reHoTMNMYeCckne N OMUYecKne xapakTepucTukn 1 noabupatbes
ONA KaXoro Tuna MMKpOOpPraHn3moB.

Mpu Heo6xoAUMOCTH [O/KHA ObiTb MOATBEPXAEHA YACTOTA KY/NbTYPbl MUKPOOPraHU3MoB. [118 cMellaH-
HbIX Ky/NbTyp, KOTOPble HEBO3MOXHO OYUCTUTb, HEOBXOAMMbI COOTBETCTBYIOLNE METOAbl ayTeHTudunKauuu.

MUWKpPOOHbIi 6Mo6aHK AO/MKEH ob6ecneynTb NOATBEPXAEHME MOANMHHOCTM MUKpoopraHuama(oB) M OT-
CYyTCTBME KOHTamuHauuum MUKpPOOGHOro mMartepuasna. Ecnum obHapyxeHa HenpaswunbHaa ugeHtudukauma unm
KOHTaMuHauus, MUKPO6HbLIA 6M06aHK AO/MKEH 3anpoCcuTh Y NOCTaBLLMKa HOBbI o6pasel,.

8.3 KOHTPO/1b YNCTOTbI U Naccaxem

8.3.1 O6wue NONOXeHUA

Ha xpaHeHue cnegyeTt NpMHUMAaTb TO/ILKO YUCTble Ky/bTypbl MPU OTCYTCTBUM OCOObLIX yKasaHuii (Hanpu-
Mep, B OTHOLWEHUN unaHobakTepuii). MkpobHbie 6uobaHkn fOMKHbI pa3paboTatb U BHEAPUTb NaaH obHapy-
XEHNSA MUKPOBHOI KOHTamuHaLuuu.

8.3.2 KoHTamMuHauua gpyrumm MmkKpoopraHmsmamu

Ecnn obHapyxeHa KOHTaMWHaLKUA B Ky/bType MUKPOOPraHu3ma, 3Ty KynbTypy cnefyeT npoaHannsmpo-
BaTb Ha npeameT OTOPAKOBKU UMW yOaNeHuUs.

Kaxpasa KynbTypa, Kak npaBuio, NMPOU3BOAUT KOJIOHUM OXMAAEeMOro BHeWHero sBuga npu KyabTUBUPO-
BaHMN Ha TBepgon cpege. Ecnn HabnwopgaeTca HeoxngaHHas (HeENPoOrHosvpyemas) M3MeHYMBOCTb KOJIOHWW,
YNCTOTY HEO6XoAMMO NPOBEPUTL Haanexawum MeTonom (Hanpumep, cekseHuposaHue 16S pPHK).

Ecnu ouncTka 3arpsa3HeHHol Ky/nbTypbl HEBO3MOXHA, 3Ty Ky/AbTypy c/leAyeT BOCCTAaHOBUTbL U3 ee rnaB-
HOro 6aHka naM M3 BHOBb MOJSTYYEHHOrO OT NOCTaBLiMKa MaTtepuana.

MpumeuyaHne — HekoTopble GAKTEPUM CIXKECTKMMM YCIOBUAMM Ky/IbTUBMPOBAHUS, Takue Kak LiuaHoGakTepuu,
MOryT NoTpe6oBaTb COBMECTHOIO Ky/IbTVBMPOBAHUS C APYTMMU LTaMMaMK.

8.3.3 KoHTpo/1b naccaxei
MUKpPOOHbI 6MOBaHK [O/MKEH MPUHATbL MEpbl MO OFPaHMYEHUID YUC/a Naccaxen KaxAon MUKPOOHON
Ky/IbTYPbl U XpaHUTb 3annucu 0 CyOKYbTUBMPOBAHUN.

8.4 TloaroTtoBKa, KOHCepBauna N XpaHeHue

8.4.1 O6wune NonoxeHus

Heobxognmo cobnwaate TpeboBaHua NCO 20387:2018, 7.6 n 7.7.

MeToabl KOHcepBauunM Heo6xoAMMO BanMAMpoBaTb AN KaXAOro TMna MUKpoopraHuaMa, 4Tobbl obe-
CNeyYnTb XU3HECNOCOBHOCTb MUKPOOPTraHM3Ma, U3BJIEYEHHOTO U3 XpaHuauuia.

Kaxablii MUKpoopraHuam criegyeT KOHCEpPBUPOBaTb, MCMNO/Mb3ysi HE MeHee ABYX pa3HbiX METOA0B KOH-
cepBayun. XXM3HECNOCOGHOCTb 3aKOHCEPBUPOBAHHbLIX MUKPOOPTraHW3MOB C/leAyeT Nepuoanveckn npoBepsaTb
0COBGEHHO B TEX C/lyyasx, Korga n3BecTHO o npobaemax co CTabusibHOCTbO, HANpUMep Yy NPUXOTAMBbLIX MUKPO-
opraHusmoB (Hanpumep, Campylobacter spp., Helicobacter spp., Vibrio spp.).

10
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Kpome Toro, oy6vMpoBaHHbIe UM CMELWaHHble Ky/ibTypbl CneayeT XpaHuTb OTAENbHO (Hanpumep, B pas-
HbIX MecTax, B MOPO3WU/ibHOI Kamepe) Aa8 06ecneyvyeHunsi roTOBHOCTU K YpPe3BblYaHbIM CUTYaLUSM.

8.4.2 TloaroTtoBKa rnaBHOro 1 paboyero 6aHKoB

8.4.2.1 O6uwme NonoxeHna

MUWKpOOGHbIi 6unobaHK fo/HKeH pa3paboTarb, A4OKYMEHTUMPOBATb M BHEAPWUTb npoueaypbl MOATOTOBKU U
ynpaBneHns rnaBHbiM 1 pabounm 6aHkamun GakTepuii/apxei.

BuobaHKk MOXeT MCNo/b30BaTh CleAylLMe MeToAbl B 3aBUCUMOCTM OT NPUrOAHOCTU A/ KaXAoro suga
6akTepuii/apxeii, nogBeprarL,erocsi KoHcepBaLnm:

a) KpMOKOHCepBauus/mcnonb3oBaHne MOPO3nbLHON kamepbl (cM. 8.4.2.2);

b) KpMOKOHCepBauua/mcnonb3oBaHue xuakoro asora (cm. 8.4.2.3);

C) cybnumaumnoHHasa cywka (nnodgumnusauuns) (cm. 8.4.2.4);

d) xmpgkocTtHasa cywka (cm. 8.4.2.5);

e) cybkynbTUBMpOBaHMe/HenpepbiBHOE KyNbTuBMpPOBaHue (cMm. 8.4.2.6).

BaHK Kaxa0oro MMKpoGHOro maTtepuarna, 3a UckaryeHnem npomnssogHbeix (Hanpumep, AHK, PHK, npoTeo-
Ma), cneayeT roTOBUTL MO KpaHein mepe ABYMSA pas3/inyHbIMWM MeToAaMu M fepXaTb B pa3HbiX MecTax.

MUWKpPOGHbIA 6GMOGaHK AO/MKEH ONpenenuTb KOMIMYECTBO a/IMKBOT AJ1 FNaBHOro u pabouyero 6aHKOB.
BbicTpo pacnpocTpaHseMble MUKPOOHbIE MaTtepuasnbl TpebyT 60N1bLOro KonnyectTsa asnksoT B 3aBUCUMO-
CTWM OT NPOCTOTbI BblpawMBaHusa 1 npegnonaraemMoro cnpoca. MukpobHomy 6uobaHky cnegyet onpepenuTb
MWHMMas/IbHOE KOSIMYECTBO afIMKBOT, OCTaKLWUXCA Nepes BOCCTAHOB/IEHMEM 6GaHKOB.

8.4.2.2 3amopaxunBaHue

MukKpoopraHu3mbl, cobpaHHble Nocne BbipalyBaHUA B XWAKOW nnn TBEPLON cpefe, MOXHO gucnepru-
poBaTb B MOAXOAALLYI0 XUAKYHO KOHCEPBMPYIOLWLYIO Cpeny M XpaHuTb nNpu Temnepatypax oT muHyc 20 °C go
MuHyc 80 °C.

8.4.2.3 KpnokoHcepBaumus/mcnonb3oBaHue xmakoro/razoobpasHoro asora

BakTepun 1 apxen, cobpaHHble NOC/e BblpallBaHUA B XUAKOW NUTATENbHON cpefe Uan nosiydeHHble oT
KOMOHWI, pacTylimx Ha TBEPLONA cpefe, OUCNEPTMPYOT B XUAKYIO KOHCEPBUPYIOLLYIO cpefy U nepeMelunsarT
CO CTEpPW/IbHbIM KPMO3alWMTHbIM BelecTBOM (Hanpumep, rULEPUHOM), NOayyYas KOHEYHYH KOHLEeHTpauwuio,
noAXOASALWY ANA KaXAoro Bmaa, o6bi4yHO oT 108 go HO 10 KOE/mn. OTo6paHHble a/IMKBOThlI XPaHAT B MOpPO-
3UNbHbIX Kamepax npu cBepXHU3Kux Temnepartypax (MuHyc 70 °C n HWXe) Uau B cpefe asoTa XuakocTb/nap
(T. e. npn Temnepatype <muHyc 135 °C). B 70 xe BpeMsi MOXeT NoTpeboBaTbCA KOHTPONMPYyeMasi CKOPOCTb 3a-
MOpaXnBaHUa 40 OKOHYATE/IbHOTO MEPEeHoca asiMkBOT B KAMEpY CO CBEPXHU3KON TeMMNepaTypoii Ha XpaHeHMe.
MpoToKON 3aMOpaxnBaHUs AOMKEH OblTb 4OKYMEHTa/lbHO OQOPMJIEH, a Takke NpPoiTW Banujauuio u/vnu
Bepugmkaumo B cootsetcteum ¢ MCO 20387:2018, 7.9.

8.4.2.4 CybnumaumoHHas cywka (nmodunnsauus)

Ecnn ncnonb3yoT 3TOT METo4, TO MUKPOOHbLIN 6M06aHK AO/MKEH pa3paboTaTb, AOKYMeHTanbHO odop-
MWUTb Y BHEAPUTb Npoueaypbl Cy6nMMaLnoHHON CyLKN onpeaeneHHbiX MUKPoOOpraHn3mos. lMpoueaypbl MoryT
BK/IKOYATb:

a) cbop nocne BblpalMBaHUA B XUAKON NUTaTeNbHOW cpeae nam c6op KOMOHUI, BblpalleHHbIX Ha TBEp-
[ON nuTaTenbHOl cpeje;

b) BbIGOpP HaMoONHWUTENSA, COOTBETCTBYHLEIO Kak Metody Cy6/MMaLnoHHON CYLIKU, Tak U KOHKPETHOMY
MWUKpPOOPraHunsmy;

C) BbIGOp NMPOGMPOK, NOAXOAALWMX AN ObICTPOro 3aMopaxXuBaHusa (Hanpumep, MTHOBEHHOIO 3aMOpaXu-
BaHWS B BaHHE C CYXMM N1bAOM/METaHO/I0M, XUAKUM a30TOM) U A1 Cy6IMMauMOHHONM CywWwKn (HanpumMep, npu
CBEPXHU3KOWN TemnepaType B Bakyyme);

d) KonMuyecTBO LMKIOB CY6AMMALMOHHON CyWwKN (CM. 8.4.2.5 B OTHOLIEHUN XULKOCTHOM CYLUKW);

€) KpMoBaKyyMHO€E MCMbITaHUE;

f) aTMKeTMpoBaHME 1 XpaHeHue nNpu BannAgMpoBaHHO TemnepaTtype (Hanpumep, oT 2 °C go 8 °C).

8.4.2.5 )XnakoctHasa cylika

B Tex cnyyasix, Korga Mcrnonb3ylT XUAKOCTHYH CYLWKy (Hanpumep, AN 6akTepuid, KOTOpble 0COBGEHHO
YYBCTBUTENbHbI K HayasibHO CTagun 3amopaxuBaHusa B 0ObIYHOM npouecce nmodunnsaummn), MMUKPOOHLIN
6nobaHK gomkeH paspaboTaTb, AOKYMEHTa/IbHO OPOPMUTbL U BHEAPUTb Npoueaypbl CYLKU onpegesieHHbIX
MWKPOOPraHM3MOB B COOTBETCTBYHLUX XNAKOCTAX. MMpoueaypbl MOTyT BK/IlOYaTh CleAyloliMe BapuaHThI:

a) c60op nocse BblpalwMBaHUA B XUAKON NUTaTeNbHOW cpede uaym cb6op KOMOHWI, BblpalleHHbIX Ha TBep-
[O nuTaTenbHOl cpege;

b) BbIGOpP BCMOMOraTesibHOro BellecTBa (Hanpumep, rfwTamMaTa HaTpus), NOAXOASAWEro Kak A/ Xug-
KOCTHOW CyLIKWU, TakK U AN KOHKPETHOTO0 MUKPOOPraHu3ma;
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C) KOHLEHTpauusa MUKPOOHOI cycneH3umn (Hanpumep, npub6ausmtensHo go O 10 KOE/mn);

d) BbI6GOp Npo6bUpoOK (Hanpumep, CTEKMASAHHbLIX), NOAXOAAUWMNX, HANPUMEpP, A1 BaKyyMHOW CYLUKM U
3analikn nnameHew;

€) Bpems BblAepXUBaHUA Nog BakyyMOM;

f) aTukeTMpoBaHMe n xpaHeHne Npu NOATBEPXAEHHON TemnepaTtype (Hanpumep, Npu Temnepartype oT
2 °C po 8 °C).

8.4.2.6 CybkynbTuBMpOBaHWe/HeNpepbIBHOE Ky/IbTUBMPOBaHUE

Munkpo6HOMy 6u06aHKy criegyeT NPUHATL Mepbl, YTOObl M36exaTb CEPUNHOro NaccMpoBaHUA C LEeNbio
nogaepxaHusa KynbTypbl. OfHAKO B WUCK/HOUUTE/IbHBIX CUTyauusax, Hanpumep Korga opraHu3m He MnogsiexuT
KOHCepBaLuu, KynbTypy MOXHO pPerynspHoO 3aceBaTb B HOBble NMUTaTe/lbHble CpeAbl B Takne yC/n0BUS, Kak Mo-
HUXEHHas Temnepartypa, nogxojswas Ana MeasieHHOro pocra.

8.4.3 lMoparoToBKa, KOHCepBaLUWA N XpPaHeHWe NMPON3BOAHbIX OT MUKPOOPraHU3MoB

MUKpOOGHbI 6uob6aHK MOXET NPOBOAUTL BblAeneHne reHeTuyeckoro (Hanpumep, AHK, PHK), metabo-
JIOMHOrO, NPOTEOMHOro Martepuana u/wnm bakrepuodaros, asMKBOTUPOBAHUE U KOHCEpPBaLWIO 3TUX NPOU3-
BO/HbIX B COOTBETCTBYIOLMX YCNOBUAX A0 WX WCNOML30BAHUSA WU pacnpocTpaHeHuns. MeTogbl BblfeneHus
JO/MKHbI ObITb 3a40KYMEHTUPOBaHbI, BaMAnpoBaHbl U BepudnLMpOBaHbI.

MpumevyaHne — [lononHuTenbHas MHOPMaUMsa Mo BaMaauuMnm MeToda 3KCTparmpoBaHUA NpUBEAEHa B
NCO 21899.

8.5 PacnpocTtpaHeHue

8.5.1 O6wme nonoxeHus

Heob6xogumo cobnogate TpebosaHna NCO 20387:2018, 7.3.3.

8.5.2 AHann3 n NpuHATNE 3aNpPoOCOB Ha pacnpocTpaHeHune

MWKpPOOHbIA 6MO6aHK AO/MHKEH OnpeAennTb, AOKYMEHTUPOBATbL U BHEAPUTb MNpoueaypbl NPUHATUA 3a-
NPOCOB Ha pacnpocTpaHeHue, OCHOBAHHbie Ha MPUHLMNAX MNOJIyYeHWS A0CTyna U BHEAPEHHbIX KPUTEepusx
pocTyna, gencTeywwnx B 6uobaHke.

Heobxogmmo obecneynTb COOTBETCTBYHLUIME NOAUTUKU/MPUHLUMNLI, NPOLeAypbl, Tpedbyemy nHdopma-
LM 1 AOKYMEHTbl AN Nosb30BaTens Wav noaydyarens, npegnoyTUTENbHO Ha caiTe MUKpob6Horo 6mobaHka.

MUKpPOOHbI 6MOBaHK AO/MKEH MONYYUTb AOCTOBEPHYK WH(OpPMaUUK M AOKYMEHTbI, KOTOpPble AEMOH-
CTPUPYHOT KOMNETEHTHOCTb nosiyyatensa Wav nonb3oBaTtens u/vunu opraHusaunn B obpalieHun un nosyvyeHun
3aTpeb0oBaHHbIX MUKPOOHbLIX MatepmasnioB 40 PacnpoCTPaHEHUSA Kaknx-iMb60 MUKPOOHbIX MaTepuasnos.

8.5.3 CornaweHve o pacnpocTpaHeHuu

Mepepaya MUKPOOHOro MaTepuana nofb3oBaTeNto WAW noaydvaTtenio AO/DKHA CONpOBOXAAaTbCA [0KY-
MEHTa/IbHO OYOPMJ/IEHHBLIM COr/alleHNEM WU Kpugnyeckn oba3aTesibHbIM LOKYMEHTOM (Hanpumep, KOH-
TpaktoM, MTA) B cooTBeTcTBMN ¢ MCO 20387:2018, 7.3.3.2.

CornalleHne o pacnpocTpaHeHun AO/HKHO BKAWYaTb, CPEAN NpoYero:

a) TpeboBaHnsA B cooTBeTcTBUM ¢ ICO 20387:2018, 7.3.3.4 n 7.12;

b) 06bemM nepefayun: BkYas MOCTaBLMKa WM NoaydvaTens, MUKPOOGHbLIA MaTepuan u/unm orpaHnyeHuns
Ha nepefavyy MUKpOGHOro matepuana gpyrum ctopoHam wu/wnm B gpyrue nabopatopun/mecTa;

C) pacnpegeneHne pecypcoB/pe3ynbTaTtoB AeATeNbHOCTN: obecnevyeHne mMep unm npouenyp no pacnpe-
[esIeHN0 pecypcoB/pe3ybTaToB AeATeNbHOCTY;

d) 3awnTy MHTENnekTyanbHOW COOGCTBEHHOCTU: obecneyvyeHue 3alWUTbl MHTENNEKTyanbHOW COBGCTBEH-
HOCTW CTOPOH A0roBOpa;

€) OTBETCTBEHHOCTb 3a KayecTBO: ob6ecrneyeHne OTBETCTBEHHOCTW MUKPO6GHOro 6MobaHka 3a KayecTBO
MWKPOOGHbBIX MaTepnanos;

f) 6esonacHOCTb U 3almTa: obecneyeHme OTBETCTBEHHOCTM Mofyyatensa 3a 6e3onacHoe ob6palieHue c
MWKPOGHLIMM MaTepuanamu.

MpumedyaHne 1— Bronornyeckue marepuasbl NepefaloT TPETbEN CTOPOHE Ha MOCTOSIHHOM OCHOBE TOJIbKO
npy YC/I0BUSIX, COOTBETCTBYHLUMX YC/IOBMSAM, Ha KOTOPbIX OHU ObUIM NepBOHaYa/lbHO MPUOGPETEHbI, U C KOMUSAMW [0-
KYMEHTOB, NOATBEPXAAOLLMX COralleHne CO CTPaHo-NoCTaBLUMKOM, F4e 3T0 NPUMEHMMO, BKIOYas npejBaputesnibHoe
o6ocHoBaHHoe cornacue (PIC), B3aumocorniacoBaHHble ycnosusi (MAT) nnm gpyrme cCOOTBETCTBYHOLLME AOKYMEHTbI.

MpumeyaHune 2 — Buonornyeckne marepuasibl NOCTaBMSAT A8 BbINOJHEHUSA Cy6noApsAHbIX paboT Cc reHe-
TUYECKMMWN pecypcami, TakuxX Kak CEKBEHMpPOBaHWE, TOMIbKO B COOTBETCTBUM C MOJSIOXEHUAMU U YCNOBUAMM, HA KOTOPbIX
OHM NPUOBGPETEHbI, WM MPU Ha/IMYMKN foKa3aTeNlbCTB Hanmuma Hosoro Habopa PIC n MAT u T. 4. C nepBOHaYa/ibHbIM
NOCTaBLUYKOM.
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8.6 YnakoBka

Heobxogumo cobnwogate TpeboBaHna NCO 20387:2018, 7.4.

MWKpOOpPraHu3mbl UM MUKPOOGHblE Matepuasnbl AO/KHbI ObiTb ynakoBaHbl B MOAXOAALLMI TpaHcnopT-
Hblli KOHTeliHep, 4To6bl NPefOTBPaTUTb YTEUKY UM NOBPEXAEeHMe.

TpaHCNOpTHble KOHTEWHepbl AO0/MKHbI ObiTb YyNakoBaHbl Takum 06pa3oM, 4TOObl 3aWWUTUTb MEPBUYHbLIN
KOHTEeHep OT NOBPEeXAEHUSA W YTeUKN.

KpnokoHCepBMpPOBaHHbIE MUKPOOPraHM3Mbl AO/KHbI TPAHCMOPTUPOBATLCA B CMeLuasbHbIX KOHTeliHe-
pax C XWAKMM a3oToM WAu TBepAbIM ANOKCMAOM yrnepoga (Cyxoil nep) B 3aBUCUMOCTM OT TpeboBaHWn K
YC/IOBUSIM TPaHCNOPTUPOBaHUS.

Mpu nepefaye MUKPOGHOro mMaTepuana nepep ero ynakoBblBaHMEM MUKPOOHbI/ 6GMOBaHK AO/MKEH Mpo-
KOHTPO/IMPOBAaTb HaMOJIHEHHbIE NPOGUpKM/aMmnynbl Cy6IMMUPOBAHHOTO/BbICYLLEHHOTO B XXUAKOCTU MUKPOOHO-
ro Matepvana corfacHo 3apaHee OnpefeneHHbIM KpUTepPUaM KOHTPOASA, 4To6bl n3bexarb Taknx Henpuemse-
MbIX feeKkToB, Kak HapylleHne BakyyMa 3a CYeT MOJIOMKM YKYNOPOYHOI CUCTEMbI.

Nobble gedekTHble 06pasubl He AO/KHbI BKIOYATHCA B KOMMIEKT NOCTaBKU.

8.7 TpaHcnopTupoBaHue
Heob6xoanmo cobnwgate TpeboBaHna NCO 20387:2018, 7.4.

MpumeyaHue — lMpaBuna n pernaMmeHTbl, KacalLMecs NOCTaBKU MUKPOOHbLIX MaTepuanoB, MOryT pasinyarb-
CSl B pasHbIX CTpaHax/peroHax Wy pas/iMyHbIX TPaHCMOPTHLIX OpraHm3auuii. Jns Hagnexallero TpaHCnopTUPOBaHWS
Heo6X0AMMO NMPOBEPUTL 3TV MPaBusia U PersiaMeHThbI.

9 YnpaBsieHne NpeTeH3naMun

YnpasneHue npeteH3namun nposoaAaT B cooTBeTcTtBum ¢ MCO 20387:2018, 7.13 1 8.9.2.

10 YnpaBneHue nHdopmMaumen n gaHHbIMA
10.1 TpeboBaHUs K NUHPOPMALNOHHOWN cCUCTEME

10.1.1 O6wme nonoxeHus

MHcopmaymoHHaa cuctema AosbkHa cooTBeTcTtBoBatb WMCO 20387:2018, 7.3, 7.5, 7.10 wu
NCO 21710:2020, 5.4.

10.1.2 Cuctema naeHTudumnkaLmm MMKpobHOro matepuana

MWKPOGHBIA 6M06aHK [O/MKEH perncTpupoBaTh faHHble, OTHOCALWMECH K KaXAOMYy MUKPOGHOMY maTe-
pvany, B MHOPMaLWOHHOW cucteme u ynpaBnaTb MMW. MUKPOGHbIN 6uoGaHK AOMXeH pa3paboTartb WAEH-
TupumkaTopbl/perncTpaLnoHHble HOMepa A8 Kax4oro noctynawwero B MUKPOOHbI 6Mo6aHK MUKPOBHOrO
maTtepuana, Npou3BOACTBEHHON NapTUM 1 MECTOMNONOXEHUSA 41 KaXA0ro MUKPOOGHOIo marepuana.

10.1.3 MUHMManbHbIN Habop OaHHbIX

Heobxogumo umeTb MHJ, BkAouyalwmii cnegyowmne AaHHble: perncTpaunoHHbIii HOMep, TUN OpraHns-
Ma, cTaTtyc, 6uob6esonacHocTb U 6uosawmrta, Nobble yKkaszaHHble OrpaHWyYeHUss U UCTOPUSA AEeNOHUPOBAHUSA
cornacHo NCO 21710:2020, 4.2.2.

MHJ, cnenyet noATBepAuTh AOKYMEHTanbHO B cooTBeTcTBum ¢ MCO 21710:2020, 5.3.3.

10.1.4 PekomeHayemblli Habop gaHHbiX (PHAO) AN MUKPOOHbIX MaTepuanos

PHAO no Mukpo6HbIM MaTepuanam, Npu Hanuyuu, AOJKEH cofepXaTb cnepywlwue faHHble, Kpome
uHdopmaunun, Heobxoaumoi ana MHZA: nHdopmaunio o cbope, KyNbTUBNPOBAHUMW, KOHCepBauun n o6cny-
XUBaHun.

Mpumepsl PHA npuBegeHsl B MCO 21710:2020, npunoxeHue A.

10.1.5 PerncTpaumnoHHbIii HOMep MUKPOOHOro 6uobaHka

MWKPOGHBIA BnobaHK NnpucBanBaeT YHUKaIbHbI PErMcTpaLoHHbIA HOMEP KaxAoMy BHOBb 3apernctpu-
poBaHHOMY MWKpPOGHOMY Matepuany. PernctpaLlnoHHblii HOMep B MUKPOBGHOM 6rob6aHke AO/KEH ObiTb MOCTO-
AHHBIM NAEHTUNKATOPOM MUKPOGHBIX MaTepuasnos.

10.1.6 Homep Npou3BOACTBEHHOV NapTun

Mpu KaxX[om MOCTYN/seHnn MUKPOGHOro mMartepuasa emy npucsavsalT HOMep NPOW3BOLCTBEHHON nap-
TMW, MOeHTUULMpYyOLWNiA MUKPOOGHbIE MaTepuasnbl, NPOM3BefeHHble B OAMHAaKOBbIX YCNOBUAX, W AaTy pe-
rmcTpaymn. [latoin permcrpaymm cumtaloT AEeHb, KOrga MUKPOOHBLIN 6nobaHK 3aperncTpupoBan martepuan B
WHPOPMALMOHHOW cMcTeme maTepuanos.

dopmaTt LOKYMEHTaNbHOIO NOATBEPXAEHUA faTbl U BpeMeHN Ao1XeH cooTBeTcTBoBaTh MCO 8601-1.
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10.1.7 MecTonosnoxeHve

MecTononoXeHne Kaxaoro MMKPO6HOro matepmana B MUKPOH6HOM 6Mob6aHKe AOKHO OblTb 3aperncTpu-
poBaHo. 3anucu Heo6xoAumMO O6HOBAATbL NPU CMEHEe MecTonosioXeHusa. Ana cneunanbHo 060pyAOBaHHOrO
MECTOMOJ/IOXKEHNSA MOXHO MCNOMb30BaTh YCTPOWCTBO ANA KOHCcepBauuu, 60KC ANA KOHCepBaLUM M 30HY Xpa-
HEeHUs.

10.2 ¥YnpaBneHne MHBEHTApPHbIMU pecypcamu

Heobxogmmo cobnwgatbe TpeboBaHna NCO 20387:2018, 7.5.1, nepeyuncrsieHme c) un 7.7.
YnpaBneHue WHBEHTAPHbIMU pecypcaMu MOXHO NPOBEPUTb MPU MOYYEHUUN MUKPOOHbLIM GMOBGAHKOM
3aAB/IEHNSI Ha pacnpocTpaHeHne MUKPOGHbIX MaTepuasnos.

11 KOHTpO/Ib Ka4yecTBa, Banngaumsi 1 Bepudmkaums

11.1 O6uwme NonoxeHns

MuKpOOHbIN 6MO06aHK A0/MKEH OCYLWECTBAATbL KOHTPO/Ib KayecTBa, Banugauuio n/mnun sepudukaymnio me-
TofnoB B cooTBeTcTBUMM ¢ MCO 20387:2018, 7.8, 7.9.

11.2 KOHTPO/1b KauecTBa NPOLLECCOB, MUKPOGHbIX MaTepmnanoB MU CBSA3aHHbIX C HAMWU AaHHbIX

AHann3 pesynbTatoB pas/IMYyHbIX METOA40B UCNbITAHUA AO/KEH BKAOYaTb:

a) XU3HecnocobHOCTb (NepBoHavyanbHaa M nepuonyeckas oueHka) M nepeyeHb BO3MOXHbIX MeTOA0B
UCNbITAHUSA W KPUTEPUEB NPUEMIEMOCTH;

b) YncToTy;

C) NoATBepXAeHne NOANHHOCTU (MAeHTMdNKALKNA) U NepedyeHb BO3MOXHbIX METOA0B UCMbITAHUSA U KpU-
TepueB NpUemMsIeMoCTU;

d) KOHKpEeTHble TeHOMHbIE XapaKkTepucTukn (CTabuNbHOCTb WKW NoAAepXaHue nnasmui uunm KOHKpeT-
HbIX TEHOTUMNOB), €CnN NPUMEHUMO.

[na oueHkn CoOOTBETCTBUA HA3HAYEHHON Le/M Heo6XxoAMMO NPOBOAUTL KOHKPETHbIE UCMbITAHUSA MO KOH-
TPOJIO KayecTBa, ecnun Leslb U3BEeCcTHa.

MpumeyaHune 1— McnbiTaHns MOryT BKAUaTb peHoTUNMYeckne (Mopdhosiorns KONMOHWUIA, MUKpOCKonMyeckast
Mopdponiorust 6akTepuii, GUOXMMUYECKME XapaKTEPUCTUKM), CEPOTUNMYECKME (A1 NaTOreHHbIX GakTEpWiA, BbI3bIBAIOLLMX
VUMMYHHBbIA OTBET Y X035IMHA) W/MIN TEHOTUMMYECKME XapaKTEPUCTVKM (MPUCYTCTBUE KOHKPETHbIX Maa3Mui, NpucyTcTBueE
KOHKPETHbIX MocnefoBaTefibHOCTeR), obecneunBaroLLme reHeTMYECKyo CTabuibHOCTb.

Cnepyet oueHuBaTb U CpaBHMUBATbL pe3ynbTaTthbl, MONYYEHHbIE OAHUM U TEM XEe MeTOAO0M, BbINOJIHAEMbIM
HEeCKOJIbKMMW chneumnanmcTtamy B OAHO U TO Xe BPeMS B OAHOW U TOW Xe WM B pasHbix nabopaTopusax (ycToi-
YNBOCTb).

KOHTpONb KayecTBa KaXoro Tmna MMKpo6GHOro marepuana [OJIKeH:

- BbIMOMHATLCA 6M06AHKOM Yepes 3apaHee onpefefnieHHble NHTePBasbl BPEMEHN;

- BKNt0YaTb KOHTPO/Ib YNCTOTbI U UAEHTUYHOCTM A0 (NpW MOJIyYeHUM) 1 NOC/e KOHcepBauuu;

- BK/OYaTb OLLEHKY XW3HecnocobHoCTM (4714 3anpalimBaembix KynbTyp) unv yuctoty AHK (gna 3anpa-
wuBaemonn AHK) no pacnpocTpaHeHus.

MpumevyaHne 2— XXn3HecnocobHOCTb MOXHO OLIEHUTL MO POCTY Ky/IbTVBMPYEMbIX GaKTEpWiin 1 ONpeaenunTb no
HenoBpeXaeHHON MembpaHe, hyHKLMOHA/TIbHOMY CUHTE3Y 6e/IKOB U ApYrMxX KOMNOHEHTOB 6aKTeprasibHOl KNeTK 1 Bbipa-
60TKe aHeprun, HeobXoAUMON ANa NoAAepPXaHUs KIEeTOYHOro MeTaboIm3Ma 1, B KOHEYHOM CYETE, pOCTa U Pa3MHOXEHNS.

MpumeuvyaHune 3 — McnbITaHne XM3HECTNOCOOHbLIX, HO He KynbTuBMpyemblx (viability testing of viable but not
cultivable, VBNC) 6akTepuii MOXHO BbINO/IHUTL C MCMNO/Ib30BAHMEM psifja METOA0B (Hanpumep, Mo NoTeHuuany memoépa-
Hbl, Le/TOCTHOCTU MeMO6paHbl, PeCN1PaTOPHON aKTVBHOCTW, OTBETHON peakumy Ha cybeTpar, cnHTesy MPHK).

11.3 Banungaums n sepudmkaums MeTon0B

B nononHeHue K nosnoxeHnsam 11.1, MUKPOGHbLIA 6uobaHk MOXeT NoATBEPXAaTh U/nnn BepumunposaTb
CBOM MeToAbl 06paboTkn B cooTBeTCTBUM ¢ MICO 21899.

12 OTUeTHOCTb

Heob6xogumo cobnopate TpebosaHna NCO 20387:2018, 7.12.
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MpunoxeHve OA
(cnpaBoyHOe)

CBefieHNs1 0 COOTBETCTBMUN CChIJIOYHbIX MeXAYHapoAHbIX CTaH4apTOB
HauMOHa/lbHbIM CTaHgapTam

Tabnuya OA1

O603Ha4YeHNe CCbINTOYHOTO MeXxayHapoaHoro CrteneHb O603HavYeHre 1 HavMeHoBaHne COOTBETCTBYHOLLEro
CTaHgapTa, AOKYMeHTa COOTBETCTBUA HalMOHa/IbHOro CtaHgapTa
1ISO 15190:2020 HOoT MOCT P NCO 15190—2023 «JlabopaTtopuun meau-

uuHckne. TpeboBaHuA 6e30NacHOCTU»

1ISO 20387:2018 HOoT OCT P NCO 20387—2021 «buotexHonorunsa. buo-
6aHkuHr. O6LMe TpeboBaHUA»

1ISO 21710:2020 —

1ISO 45001:2018 HOoT MOCT P NCO 45001—2020 «CucteMbl MeHepn-
XMeHTa 6e30nacHoCTU Tpyda U OXpaHbl 3[40POBbS.
TpeboBaHMs1 1 PYKOBOACTBO MO NMPUMEHEHNIO»

*

WHO. Laboratory biosafety manual, 2020 —

* COOTBETCTBYHOLLMIA CTAHAAPT (AOKYMEHT) OTCYTCTBYET. [l0 €ro NPUHSTUSI PEKOMEHAYETCA UCNO/b30BaTh NEPEBOS
Ha pycckuii S3bIK aHHOTO MEX/AyHapoAHOro CTaHAapTa (4OKYMEHTa).

MprumevyaHne — B HacTosAwell Tabnuue NCNONbL30BaHO CreaytoLlee YC/IOBHOE 0603HAYEHNE CTENEHU COOT-
BETCTBUSI CTaHAAPTOB:
- FOT — nAeHTUYHble cTaHaapThl.
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