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MpeaucnoBue

1 MOAOrOTOBMNEH ®epnepanbHbIM rocyAapCcTBEHHLIM BIOAXETHBIM yupexaeHneM « POCCUNCKUIA MHCTU-
TYyT cTaHgapTuaauyuuy» (OIrbY «MHCTUTYT cTaHgapTM3aumMmM») Ha ocHoBe CODBCTBEHHONO NepeBoa Ha PYCCKUN
A3bIK aHMM0A3BIYHOW BEPCUKM CTaHgapTa, Yka3aHHOro B NyHKTe 4

2 BHECEH TexHu4yeckum KoMuTeTOM no ctangaptusaunn TK 326 «buoTtexHonornm»

3 YTBEPXOEH W BBEJEH B JEMCTBWE lMpukasom defepansHOro areHTcTBa No TEXHUYECKOMY
perynupoBaHuio n metpornoruum ot 26 anpena 2024 r. Ne 555-ct

4 HacToswWwuniA cTtaHpapT MOEHTUYeH MexayHapogHomy cTtaHgapty MCO 24088-1:2022 «buoTtexHo-
norus. BuobaHkMHr MukpoopraHuamoB. Yacte 1. Baktepun 1 apxeu» (ISO 24088-1:2022 «Biotechnology —
Biobanking of microorganisms — Part 1: Bacteria and archeae», IDT).

MexayHapoaHeld cTanHfapt paspabotaH TexHuueckum komutetom WCO/TK 276 «BuotexHonorus»
MexoyHapogHow opraHu3auuu no ctangaptuzauum (MCO).

HanmeHoBaHWe HacToOsIWEero cTaHgapTa U3MeHeHO OTHOCWUTENbHO HaWMMEHOBaHUA YKa3aHHOTo MeXay-
HapogHOro cTaHaapTa Ana npueeneHus B cooteeTcTBue ¢ FOCT P 1.5—2012 (nyHkT 3.5).

Mpun NpMMeHeHUN HACTOALLEro cTaHgapTa peKoMeHOyeTCsl UCNOoNb30BaTh BMECTO CCbINOYHbLIX MeXay-
HapOAHbIX CTAHOAPTOR COOTBETCTBYIOLLWME MM HALWOHAILHLIE CTAHAAPTLI, CBEAEHUS O KOTOPLIX NPUBEAEHLI B
[OMONHUTENBHOM npunoxeHun JA

5 BBEJEH BIMNEPBbIE

6 HekoTopble aneMeHTbl HacTOSALWero ctaHgapTa MOTYT ABNATLCA 00bEKTaMK NaTEeHTHLIX npas

lMpasguna npumMeHeHUss Hacmosweao cmaHdapma ycmaHoseHbl 8 cmamee 26 ®edepanbHo20 3aKoHa
om 29 uwHsa 2015 2. Ne 162-03 «O cmaHlapmu3ayuu 8 Pocculickoli ®edepauyuu». VMIHcbopmayusa ob us-
MeHeHUAX K HacmosuweMy cmaHdapmy nybnukyemcs 6 exe200HOM (0 COCMOsHUI Ha 1 aHeapsa mekyuieao
200a) uHghopMayUOHHOM ykazamene «HayuoHaneHbie cmaHOapmel», a ouUUanbHbIL MeKcm U3MeHeHUU
U Monpasok — 8 EeXeMeCSYHOM UHhOpMauyUuoHHOM ykazamene «HauuoHanbHbie cmaHlapmel». B cnydyae
nepecmMompa (3amMeHs!) unu OmMeHbl Hacmosiueao cmaHdapma coomaeemcemeyrulee yeedomneHue bydem
onybnukoeaHo e OnuxallieMm 8bITYyCKe eXeMecsyHo20 UHOopMayUOHHO20 yKasamens «HayuoHarnbHblie
cmaHOapmei». Coomeemcmeyiowas UHghopMayus, ysedoMieHue U MeKcmbl pasMelyaromces makxe 8 UH-
chopmayuoHHOU cucmeme 0buwieao NonL308aHuUs — Ha oguyuansHoOM catime ®edepanbHo20 azeHmemea o
MEeXHUYECKOMY pe2ynuposaHuro U Memponoauu e cemu MiHmepHem (www.rst.gov.ru)

© IS0, 2022
© OdhopmneHune. ®IBY «MHCTUTYT cTangapTuaauuuy, 2024

HacToswmn ctaHgapT He MOXeT ObITb NOMHOCTLID UMW YAaCTUYHO BOCnpouniBeaeH, TMpaxXnpoBaH U pac-
NMPOCTpaHeEH B Ka4veCTBe OCbVILlMEJ'[bHOFD nagaHna 6es pa3peleHnsa fDe,u,epaanoro areHTCTBa Nno TeXHN4eCKo-
MY perynupoeaHui 1 MeTponorun
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BeeneHue

MHorue cTpaHbl B Mupe obnanawT BuobaHkaMu Ans XpaHeHua obpasloB MUKPOOPraHUM3MOB, BbIMOM-
HALWUMKU onepauun 6uobaHkuHra no cob6CTBEHHBIM pyKOBOACTBaM. BuobaHku ons xpaHeHus obpasuos
MMKPOOPTaHW3aMOB CTanKMBalTCs C TAaKUMK 3aa4amMu, Kak reHeTu4eckne MyTalum LWTaMMoB, MUKPOBHasa KOH-
TaMUHaUKUS, OWKUBKN Npu MOEHTUDMKALMM U NOTEPS XKN3HECNOCOBHOCTH MUKPOOPTraHW3MOB, KOTOPLIE MOTYT
0TPasnUTLCS Ha pesynbTaTax UCCNefoBaHUi NonbL3oBaTenei v, Kak crneacTene, NpUBECTH K CYLLECTBEHHbLIM CO-
LMaNbHO-3KOHOMUYECKM NOTEPAM, BIMAKLLUM Ha BMouHOyCcTpuio, 06LLECTBO B LENOM W Ha Apyrie 3anHTe-
pecoBaHHble CTopoHbl. KpaliHe BaxHO, YTobbI CTaHOapTU30BaHHbIE Ha MeXOyHapoaHOM ypoBHe TpeboeaHus
K 3KCnnyaTauuv 1 ynpaeneHuto Bbiny HanpaeneHbl Ha pelleHne sTux obLnx 3agad.

HacTosiwuid ctaHgapT paspatoTtaH Ana yKpenneHusa AoBepus K MUKpoBHomy BuobaHkuHry. OH copep-
*UT TpeboBaHusa, nossonsawolline 6nobaHkaMm NPOAEMOHCTPUMPOBaTh CBOK KOMMNETEHTHOCTL B paboTe u cno-
coBHocTe 0becneynTb COOTBETCTBYHOLEE KA4YecTBO ayTeHTMYHOro MUKpPOBHOro MaTepuana M CBA3AHHBLIX C
HUM OaHHbIX ANS UCCNeaoBaHMin U paspaboTok.

MpennonaraeTca, YTO 3TO MOXHO OOCTWYL MYTEM NNaHWPOBAHMA W BHEAPEHMS NONUTUKA, NMPOLECCOR U
npoueayp, OTHOCALLMXCS K KU3HEHHOMY LIMKITY MUKPOGHOro MaTepuana U CB3aHHbIX C HUM OaHHbIX B pamKkax
obnacTtv NpUMeHeHUA/KOHTPOoNs MUKpobHoro BruobaHka.

B HacTosLleM cTaHdapTe UCMONb30BaHbl crnegyoLwmne opMyMpoBKUX:

«JomxeH» obo3HavyaeT TpeboBaHKe;

«CnegyeT» — pekoMeHOaLuuio;

«MOXET» — paspeLlleHue;

«cnocobeH» — BO3MOXHOCTb UMK CNOCOBHOCTS.

v
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HAUMWOHANBbHBLIN CTAHOAPT POCCUMUCKOWN OEOEPALUMU

BuotexHonorus
BUOBAHKWUHI
Tpe6GoBaHuA k c6opy, 06paboTke, XpaHEHUIO U TPAHCNOPTUPOBAHUIO MUKPOOPraHU3MOB
HYacTtb 1
Baktepun n apxen

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

Dara eBeaeHua — 2025—03—01

1 OGnactb npuMeHeHus

Hacrtoawwmia ctangapT yctaHaenusaet TpeboeaHma k BuobaHkam BakTepuit u apxei. MNonoxeHWs HacTo-
ALLero cTaHaapTa pacnpoCTPaHSTCA HA ynpaBneHue JaHHBIMK, CBA3AHHBIMU C MUKPOBHEIM MaTepuanom, u
copepxat TpeboBaHua kK buobesonacHocTn M BuosalmTe.

HacTtosAwunin ctaHgapT NpMMEHUM KO BCEM OpraHuM3auunsm, ocyllecTersowmMm 6nobaHkmHr (6uoban-
KnpoBaHWe) BakTepuii 1 apxen, UCMONb3yeMblX A5S HAayYHbIX MCCreaoBaHuii n paspaboTok.

HacTosAwmia ctTaHgapT He pacnpocTpaHsaeTcsl Ha MeToabl 06paGoTKM MUKPOBHbBIX MaTepuanos, npegHa-
3HAUYEeHHbIX N8 NPOU3BOACTRA MULLEBLIX MPOAYKTOB/KOPMOR, NabopaTopuii, BLIMONHSALMUX aHanM3bl nuLe-
BbIX MPOAYKTOB/KOPMORB, WK AMNS UCMOMNb30BaHUS B TEPaneBTUYeCKUX Lensx.

I pupmMmevyaHne — MexmyHapo,u,Hbie, HauWoHalnbeHbIE MW permoHarnbHbIE pPernamMeHTbl Uin TpeﬁOBaHHﬂ MOTYT
Takxke NPpUMeHATbCA K KOHKDETHbBIM acnekrtam, paccMaTtpueaeMbiM B HACcToALeM CTaHOapTe.

2 HopmaTUBHbIe CCbINKKU

B HacTosiwem ctaHgapTe MCnonb30BaHbl HOPMaTUBHbIE CCbINKWM Ha cneayllme ctaHgapTthl [Ans gatu-
POBAaHHBIX CCbINOK NMPUMEHAIOT TOMNBbKO YKa3aHHOe W3faHWe CChINMOYHOro cTaHaapTa, Ang HedaTUpoBaHHbIX —
nocnegHee usgaHve (BKNo4Yasa Bce nameHeHus)|:

ISO 15190:2020, Medical laboratories Requirements for safety (llabopatopvn meguumnHckue. Tpeboa-
HuA 6esonacHocTH)

ISO 20387:2018, Biotechnology — Biobanking — General requirements for biobanking (buotexHo-
norusa. buobaHkuHr. Obwme TpeboBaHus)

ISO 21710:2020, Biotechnology Specification on data management and publication in microbial resource
centers (BrnotexHonorusa. TpeboBaHua K ynpaBneHU0 AaHHBIMU U UX NyBnvkauum B LeHTpax MUKPOBHbIX
pecypcoB)

ISO 45001:2018, Occupational health and safety management systems — Requirements with guidance
for use (Cuctembl MeHegXMeEHTa OXpaHbl 300poBks U BesonacHocTn Tpyaa. TpeboBaHmAa n pekoMeHgaLuumn no
NPUMEHEHWIO)

WHO. Laboratory biosafety manual. Fourth edition. World Health Organization, 2020 (BO3. Pykosog-
cTBO no naGopartopHoi brobGesonacHocTH)

M3paHue ochbnumnansHoe
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3 TepMUHBbI M onpeneneHuns

B HacTosleM cTaHOapTe NpUMEHEHEl creayrLiue TEPMUHBI C COOTBETCTBYOLLWMMM onpegeneHusamMu.

TepmuHonormyeckme 6assl gaHHbix MCO 1 M3K gocTynHel no cnegytowmmM agpecam:

- nnaTtdgopmMa oHnaiH-npocmoTpa MCO no agpecy: http://fwww.iso.org/obp;

- Onektponeauns M3K no agpecy: hitp://www.electropedia.org/.

3.1 cBA3aHHbIe OaHHbIe (associated data): liobas MHopmaums, B3anMocBsizaHHas ¢ MUKPOOHbLIM Ma-
mepuanom (3.12), Bknoyaa ycnoeua buobezonacHocmu (3.2), cogepxallas, NOMMUMO NPOYEro, AaHHbIE O
cbope, TAKCOHOMWU, UCTOPWUM OENOHUPOBAHWUS, CNeLnanbHbIX paspelleHnax M NocTaBLLnKax.

3.2 6uobezonacHocTh (biosafety): MeToabl 1 cpecTBa KOHTPONS, CHUXAKOLWMWE PUCK HENpeLHaMepeH-
HOro BO34EWCTBUA MUKPOOHBIX MaTepuanoB UK UX CIyYanHON yTEYKM.

[MCO 35001:2019, 3.22]

3.3 6bmosawumTa (biosecurity): ObLieopraHM3aLnOHHbIE U NMMYHBIE Mepbl He30NacHOCTH, a Takke perna-
MEHTLI, HAarNpaeneHHbIe Ha NpeaoTBpaLlleHue NoTepu, Kpaxu, HEHALANEKaLlero UCNoNb30BaHNSA, YTEUKM MUK
npegHamMmepeHHoro/HenpegHaMepeHHOro pacnpocTpaHeHWsl NaToOreHOB, FEeHEeTUYEeCKM MOoOWMMULMPOBAHHbIX
OpraHv3MoB, OPraHU3MOB, NPOAYLMPYOLWMX TOKCUHEI, UM UX YACTel, a TakKe TOKCUMHOB, KOTOPbLIE XpaHATCH,
nepeaawTcsa W/unu nocTaenaTca buobaHKkom.

[MCO 20387:2018, 3.9]

3.4 katanor (catalogue): CuctemaTtM3MpoBaHHbLIA CNUCOK WKW 3anucb, YacTo BKM4Yatolwme B cebs
cesizaHHble OaHHbie (3.1).

MpumeyvyaHmnme 1— I3TOT KaTanor MoXeT BbITb pacnedaraH U/UNKM OCTYMNEeH OHManH.

[MCO 20387:2018, 3.10, ¢ U3BMEHEHUAMN — TEPMWUH «CBA3aHHbIE OaHHbIE» BHECEH B3aMeH TepMWHa
«MNOACHMTENbHAsA WHopmauma» 1 gobaeneHo npuMedanune 1]

3.5 penoHuposaHue (deposit): Npouecc nepedayn Ang BnageHusa u/unv xpaHeHua mMukpobHozo Mmame-
puana (3.12) w/wnun ceasaHHblx ¢ HUM OaHHbIX (3.1) oT mocmaswjuka (3.15) B 6buobaHk (3.11).

3.6 pabouun 6aHK (distribution stock): MukpobHrbil mamepuan (3.12), NpegHasHavYeHHbIA NS pacnpo-
CTpaHeHusi No nony4Yatensam Unu Nonb30BaTensm.

[OECD. PykoBogsiluMe yKkaszaHWsi YCTAHOBMBLUENCA NPaKTUKW NS LeHTPoB OMONOrM4ecknx pecypcos,
2007 [11]]

3.7 ctabunbHocTb reHoma (genomic stability): OTcyTcTBME MOMeKynApHON 3BOMKOUNK KyNbTyphbl
MUKPOOPraHW3Ma B 3aaHHbIX YCIOBHAX KYNETUBUPOBaHUS.

3.8 rmaBHbIN 6aHk (master stock): MukpobHbIl mamepuarn (3.12), ucnone3yemblid anga cosgaHusa pabo-
qyeeo baHka (3.6).

3.9 cornaweHue o NocTynneHWW maTepuanoB (cornaweHve o npuobpeteHun matepuanos); MAA
(material accession agreement; MAA; material acquisition agreement): [JokymeHTUpOBaHHOE COrnalleHue,
perynvpyowee nepegady MukpobHoz2o mamepuana (3.12) v cesszaHHbIX ¢ HUM OaHHbIX (3.1), mexgy buobar-
kom (3.11) w gpyrum BrobaHkom/gpyroi(Mmu) cTopoHoi(amu), HanpumMep mocmaswukom (3.15).

MpumevaHue 1—MAA QOKYMEHTUPYET OCHOBHLIE AaHHbIE B CTAHOAPTU30BaHHOM hopMaTte, Takue Kak MecTto
n fata otbopa npob, a Takke ycTaHABNMBAET pPonb, NPaBa U 06A3aHHOCTI KaX 40N CTOPOHbI.

MpumevyaHune 2 — MAA — 3TO CMHOHUM J0OroBopa O AenoHuposBaHun matepuanos (MDA). OBbl4HO OH BBO-
avTes B genctene 6uobaHkom.

Mpumevanne 3 — OnpegeneHue sammcTBoBaHO M3 MCO 21710:2020, 3.13, c nonpaBKOW OTHOCUTENEHO TOrO,
4yTo MAA He Bcerga sBMAETCS JOrOBOPHLIM JOKYMEHTOM.

3.10 cornaweHue o nepeaayve matepuanor; MTA (material transfer agreement; MTA): JJokymeHTUpoO-
BaHHOE COornalleHue, perynupyLlee nepegady MukpobHozo mamepuana (3.12) u CBA3aHHLIX C HUM OaHHbIX
(3.1), mexkpy buobaxHkom (3.11) v nonydaTenem.

Mpumevanune 1 — Bce pokymeHTel MOXHO 0603HaunTh kak MTA, nockoneky OHW cogepaT MHopMaumio o
NMPOVCXOXOEHUN in Situ UM CTOYHWMKE MUKPOBHOro MaTtepuana v CBsi3aHHbIX C HUM JaHHbIX, MHopMauulo o nocmas-
wuke (3.15) n nony4yatene, U MHOPMaLMID, KOTOpaa onpedendeT npegens! UCNonb3oBaHMa MUMKpoBHOro Martepuana u
CBA3aHHBLIX C HUM OaHHbIX.

NMpumeuvanune 2— Cornawenne MTA moxeT BkntodaTe TpeboBaHus K AenoHUpyeMomy MUKpoBHOMY Matepua-
ny, Hanpumep, 4ToObl YOOBNETBOPUTL NOTPEOHOCTL CTPaHbI-NMOCTABLUMKA UMW CTPaHLI MPOUCXOXAEHUA, B MEPBYI0 04epenb
Tex, KoTopble ABnATcA cTopoHaMmy KoHBeHuwmn no Buonormyeckomy pasHoobpasuio (Convention of Biological Diversity,
CBD) » Harownckoro npotokona (Nagoya Protocol, NP).
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MpumeyvyaHue 3— 370 onpegerneHne sanmcTeoBaHo u3 MCO 21710:2020, 3.19, ¢ U3MEHEHMEM OTHOCUTENBHO
Toro, 4to MTA He Bcerna siBNSeTcH AOroBOPHLIM JOKYMEHTOM.

3.11 Mukpo6HbIK BMobaHk; MRC, LeHTp MUKPOBHBIX pecypcoB, LeHTp MUKpOOHbIX BropecypcoB, HaHk
MUKpOBHBIX KynbTyp (microbial biobank; MRC, microbial biological resource centre, microbial BRC, microbial
culture collection): KOpugudeckoe NMMUO MAKW YacTb OPUOWYECKOrO fMua, OocyllecTBhAsowme brnobaHKuHr
MuUKpobHozo Mmamepuana (3.12) v ceasaHHbIX ¢ HUM OaHHbIX (3.1).

[MCO 21710:2020, 3.18, C MAMEHEHUAMM — TepMKUH «buobaHk» 3ameHun cokpauweHue «MRC» kak
Bonee npegnovTUTENLHBIN TEPMIKH, oDaBneH Takke TepMUH «BaHK MUKPOOHBIX KynsTYp»]

3.12 mukpobHbIM maTepuan (microbial material): Mukpooprannam unun nobasi(bie) cybctaHuna(mm)
M 4acTh(K), NONyYeHHbIe M3 3TOT0 MMKPOOPraHnama, a Takke nbble KOMNNEeKChl MW acCoLUaLnn MMKpPOo-
OpraHu3amoB.

MpumeuaHnue 1 — MukpobHelil MmaTepuan BkMoYaeT B ceba Bce NPoKapuoThl (apxen U BakTepun), HekoTopele
ayKkapuoTWU4eckue opraHuamMbl (rpubbl, Bogopocnu, npocteiwne), niobele accounauun Mexay nocnegHuMu (Hanpumep,
NWULWANHWKKA), HEKNETOYHbIE (HanpyMMep, BUPYChI), X PENNUMUMPYEMbIE YacTn 1 Apyrve BblAeneHHble Matepuansl (Hanpu-
Mep, reHombl, Nnasmuael, KAHK). MukpoGHbIA MaTepuan Takke BKNOYAET B cebsi HEKOTOPbLIE KUM3HECNoCobHble, HO elle
He nogAatoLmMecs KynsTMBUPOBaHMI0 MUKPOOPraHW3MbI.

[MCO 21710:2020, 3.17, c U3BMEHEHUAMWU — B ONpeferneHuy crnoea «obas BeigeneHHasa cybcraHumns
MM YacTby» 3aMeHEeHbl Ha CroBa «MWKPOOpraHnam munu nobasa(eie) cybetaHuma(um) unu yacts(u)» 1 yaanex
TEPMUH «OPOACKUY U3 MpUMedaHus)

3.13 MMHMManbHbIA Habop aaHHbIX; MHO (minimum data set; MDS): Habop TeXHWYeCKNX 1 Hay4HbIX
OaHHbIX, OUMMPOBAHHBIX B KOHKPETHLIX Nonsx Da3sbl gaHHbIX, KOTOpbIA TpebyeTtcs, 4ToObl O4HO3Ha4YHO OT-
NNYNTb KOHKPETHLIA MUKPOOHLIU Mamepuas (3.12), n obecne4yvBaeT MUHUMANbHLIA 00bemM MHOopMaLun,
nMerLLencs aAns kaxnoro obpasua, noctynawwero B MUukpobHeili buobank (3.11).

MpumedvaHue 1 — MUKpoGHbIe MaTepuansl, NS KOTOPLIX aTa UHOPMAaLMA He OOCTYMNHa, He OOMNycKaeTcs
BKMKOYaTL B kamarnoz (3.4), Tak Kak OHWM He COMPOBOXKAATCA KAKUMU-NTMBO CYLLECTBEHHBIMW daHHbIMM.

[MCO 21710:2020, 3.15, ¢ nameHeHnaMn — cokpalweHme « MRC» 3amMeHeHOo Ha CnoBoCOYEeTaHMe «MU-
KpobHbI BrobaHk» 1 nameHeHa dopmMynupoBka npumMedanns 1]

3.14 yucno naccaxen (passage number): Yucrno cepuiiHbIX CyOKyNnbLTUBMPOBAHWUIA, B KOTOPLIX M30MAT
BblpalleH nocrne nepeBoHavyanbHOW U30MsaUMK.

3.15 nocTaBwuk (provider, depositor): Pusnyeckoe MnNn lOpMANHECKOE NMMLO, OT KOTOPOTO MOMyYeH WK
npvobpeTeH MUKpobHbIl mamepuan (3.12) n/unw ceBsA3aHHble C HUM gaHHble ans 6uobanka (3.1) ¢ uenbio
BuobaHkuHra.

[MCO 20387:2018, 3.41, ¢ N3MEHEHUAMU — CMNoBO «BNONOrM4YeCcKUn» 3aMeHeHO Ha CNoBO «MWUKPO6-
HbIM» 1 yaaneHo npumedaHue 1]

3.16 ymucToTa (purity): OTCyTCTBME NPUMECE UK KOHTaMWHAHTOB B BellecTBe.

3.17 pekoMeHpyeMbIll Habop AaHHbIX; PHL (recommended data set; RDS): HaGop gaHHbIX, KOTOpbIN
BKMOYaeT B ceba nonesHyo mHgpopMauuo Ana Gonee TOYHOrO onucaHus yHKUMIA U CBONCTB MUKPOOHO20
mamepuana (3.12).

MpumevaHue 1 — Croga OTHOCATCA AOMNOMHWTENbHbLIE NOMNSA AaHHbIX ANS UCNOMb30BaHWUA MUKPOBHbIM 6UO-
baHkom (3.11) B kamarnoze (3.4), npy HanU4uu.

3.18 rapaHTUHOE XpaHeHUe, coOXpaHHoe aenoHnpoBaHue (safe deposit): Ycnyra no onnTensHON KOH-
cepBaLMyv MUKPOOPraHM3MOB C OrpaHUYEHUsIMIW PacnpocTpaHeHnsa Ha ycMoTpeHue nocmasuwuka (3.15).

Mpumevyanune 1 — Mukpobhbie 6uobanku (3.11) nogoepkuearT buonornyeckne WwWTamMmmel U obecnevmBaroT
ux xusHecriocobHocme (3.19), ogHako 3a ayTEHTUYHOCTL 3TUX LUTAMMOB HECET OTBETCTBEHHOCTb NOCTaBLUUK. Bcio nH-
dopmMaLmio, CBA3aHHYH0 C rapaHTUAHBIM XpaHeHneM, obpabaTteiBatoT KoOHpUAEHUMANbHO. [JOCTyn K Takomy Tvny wtamma
paspeLleH TOMbKO Mo MMCbMEHHOMY 3arpocy NOCTaBLUMKA.

MpumeyvaHune 22— Konnekumn Kynetyp co ctatycom MexayHapogHoro genoantapHoro oprada (International
Depository Authority) umetoT BoamoxkHocTs denoHupogams (3.5) MUKpOOpPraHuambl Kak 4YacTe NMpouecca NaTeHTOBaHUA B
COOTBETCTBUMK C [8].

3.19 xu3HecnocobHocTk (viability): CnocobHOCTE K BbERKWBAHWKO UMW YOOBNETBOPUTENMLHOMY Cylle-
CTBOBaHUIO.
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4 O6wume TpeboBaHuA

4.1 O6wWwme nonoxeHus

MukpoBHbBIA BuobaHK OOMMKeH COOTBETCTBOBATL TpeboBaHuaM, npueegeHHsIM B MCO 20387, B gonon-
HeHve K TpeboBaHusM HacToswero ctaHgapTa. ISO/TR 22758 ponyckaeTca MCNONb30BaTh Kak AONONHUTENb-
HYHO CCbINKy Ans npumeHenus MCO 20387.

Ynpasnsawllue MUKpoopraHuaMammn 61uobaHku OomKHbI MOEHTUMUUNMPOBATL NpoLecchl, Heobxogumble
4N onepauuoHHOW geATenbHocTWU MUKkpobHoro 6uobaHka, a Takke onpefenuTb KPUTEPUU M METOAbI,
ncrnonb3yemMble ANs NPOBEPKM ONEepaLnoHHOro cTaTyca, COOTBETCTBYHOLEro XapakTepucTuKam Kaxaow rpyn-
Mbl MMKPOOPraHW3mMoB.

4.2 Tpe6oBaHWA K HOPMATUBHOWN OOKYMEHTaLum

MukpoGHbIf GuoGaHK 4oMmKeH XpaHUTL JOKYMEHTUPOBaHHYI MHOopMaLmnio, Heobxogumyo Ansa cobmo-
OEeHUSi HAaLUMOHANBHOTO U MEXAYHapO4HOTO 3aKkoHo4aTeNnbCTRa. [JoKyMeHTUPOBaHHaa MHGOPMaLMs BKOYaeT:
CBUAETENLCTBO COOTBETCTBUSA NPUMEHAEMBIM TpeboBaHUAM OXpaHbl TpyOa U TeXHUKKM BesonacHocTy;
KNnaccuduUKkaL Mo PUCKOB, CBA3aHHbLIX C MUKPOOPraHMaMamu;

KapaHTUHHble TpeBoBaHuWsA;

npaBa UHTENNeKTyanbHON COBCTBEHHOCTH;

MeXayHapoaHbLIe [OroBOpLI;

npaeuna JocTyna 1 pacnpefeneHnss pecypcos/pesynsLTaToB AesTenbLHOCTH, BKNoYas obMeH 1 nepe-
Jady 0ocTyna K MUKpoBHOMY MaTepuany v CBA3aHHbIM C HUM OaHHbIX.

4.3 OxpaHa TpyAa v TexHnka 6e30MnacHoOCTH

4.3.1 O6wme nonoxeHus

Mwukpo6HbIA BuobaHk unu LpugMYeckoe NULO, YacTbK KOTOPOro OH sIBASeTcsA, AomkeH obecnevynTtb
OXpaHy Tpyga v Mepbl no TexHuke 6esonacHocTh B cooTBeTcTBuM ¢ MCO 20387:2018, 6.2.1.5.

MwuKpoOHbI BoBaHK [oMmKeH onpenenuTe ypoBeHb 6M0b6e30nacHOCTN B COOTBETCTBUN C [TpakTuyeckum
pykoBoAcTBOM no Guonornyeckon 6esonacHocTy B nabopaTtopHbix ycnosusx BO3 n ynpaBnaTb nomeLLeHuns-
MW W OeATeNbHOCTbIO COOTBETCTBYIOWMUM 00paszom.

Mpw cbope, TpaHcnopTMpOBaHWUK W/MNKM NOArOTOBKE NPob MUKpoBMONOrMyeckoro NPoMcXoXaeHna Heob-
XOOWMO MCMNOMNb30BaTh CPEACTBA MHAMBUAYaNbHOW 3awmThl (CV3) ANga CHWKEHMS pUcka COOTBETCTBYHOLLErD
YPOBHK BrobesonacHoCTy.

MpumeuyaHue — CoOOTBETCTBYOLIME MEPLI ANA KAXA0r0 YpoBHs 6uobesonacHocTV M ANA KaXaoro onacHoro
natoreHa npueegeHsl B [9].

4.3.2 Xumuuyeckan 6e3onacHocCTb

B mukpoBHoM BrobaHke OomKHBI BbiTh paspaboTaHbl, 3aA40KYMEHTUPOBaHbl U BHEAPEHbI MONMUTUKK U
npouenypbl ANs XpaHeHus, obpalleHys, UCMONb30BaHUS W YTUNM3aL MK XMMUYECKNX BELLECTB C YYETOM COOT-
BETCTBYHLLMX pernamMmeHTUpYLNX AOKYMEHTOB KaXOoW(0oro) cTpaHel M permoHa, B KoTopeix BuobaHk Beget
CBOK OesATeNbHOCTb.

PaboTa ¢ XMMW4YeckMMu BeLeCcTBaMM, UCMONb3yeMbIMK B AeATEeNbHOCTN MUKpoBHOro 6uobaxka, moxeT
BKITI0YaTh, CPeaW MPOYero, aKCTPaKuWui, CMHTE3, NPOMbLILLNEeHHOe MPOW3BOACTBO, TPAaHCMOPTMPOBaHWe, Mc-
NoMb30BaHWe W YTUNu3auunio.

MacnopT 6e3o0nacHOCTY XMMUYECKOW NPOAYKUMW ANS BCEX XMMWYECKUX BELLECTB, MCMOMb3yeMbiX Mu-
KpoBHLIM BrobaHKoM, AOMKEH HAX0AUTLCA HAa BUOHOM MecTe B nNpefenax JOCTYMHOCTU.

4.3.3 Buobe3onacHOCTb U BMOpUCK

BbuobaHk gomkeH cooTtBeTcTBoBaTh MCO 35001 unu MNpakTuyeckoMy pykoBOACTBY MO B6MONOrM4eckomn
BeaonacHocTn B nabopatopHbix ycnoeuax BO3, ecnv B Hem xpaHATcs Buonorvyeckme matepuansl, 3apakeH-
Hble naTtoreHamu.

Buobank gomkeH obecneunts achpekTUBHOE ynpaBreHue pyuckaMy Ans 340pOBbs, BKMOYasd paccMo-
TpeHWe NpodMNakTUYECKUX M 3alUNTHBIX Mep. [NepcoHan JomkeH Nepuoauyeckn NpoxoauTe MeguuMHCKUN
OCMOTP B 3aBMCMMOCTW OT BO34ENCTBUSA W pUCKa.

TpeboBaHWs NporpamMmmel 0XpaHbl 340POBbA NepcoHana, Bknoyas TpeboBaHns K BeAeHUo JOKyMeHTa-
LUK 1 KoOHPMAEHUMANBHOCTW, OOMKHBI BbITh ONpegeneHsl Ha OCHOBE OLEHKM PUCKOB B obnacTtu bruobesonac-
HOCTH.

4
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BrobaHk gomkeH:

a) paspaboTaTb U BHEAPWUTL MOMWUTUKY BaKLMHALMKW Kak 4acTb Hag30pa 3a COCTOSIHWEM 300pOBbs nep-
coHana;

b) obecrneunts Hanuuue TpebyeMblx UMK peKOMEHOYEMBIX BAKLMH U OCTYN K MHOPMALMK © HUX ANS
nepcoHana.

Mpy BO3MOXHOCTW MepcoHany, NoABEP)KEHHOMY PUCKY 3apa)KeHusi MHEKUWOHHbIMK 3aboneBaHnsiMu,
KOTOpblE MOXHO NpefoTBPaTUTL C MOMOLLbLI BaKLWH, HeoBX0aAUMO NPONTKU BakUUHALMIO.

BuobesonacHocTk B MUKpoBHOM BuobaHke gonxHa cooTBeTcTBOBaTh TpebosaHnam MCO 45001:2018,
pasnen 7.

Mwukpo6Hbiii BuobaHKk gonxkeH UMeTb nacnopta 6e3onacHoCTM MaTtepranos, Mo KpaHek mepe, Ans Mu-
KpPOOPraHW3MORB, CYMTALLMXCS ONACHBIMW HA MEXAYHAPOAHOM YPOBHE, W/UMKW OMacHbIX MPOU3BOLAHbLIX OT HUX,
XpaHsaLWmMxca B MUKpoOHOM Ounobadke, a Takke obecnedynTb, YTOObLI NacnopTa HaxoOAUNUCb Ha BUAHOM UMW
NerkogocTyrnHoOM MecTe.

Mpouenypbl ynpaeneHws 0TX04aMv MUKPOGHbLIX MaTepuanoB OOMKHbI OblTb 3a00KYMEHTWPOBaHbLI W
BKMoYaTh B cebs gaHHble 06 oTpaboTaHHbIX KynbTypax, XpaHeHWM OTXOL0B, YNaKoBKe, TPaHCNOPTUPOBAHWNM
N OeKoHTaMmuHauum.

MpumeyvyaHune — [ononHuTenbHas MHopmMaums no GuobesonacHocTH NpueedeHa B [9].

4.3.4 CpepcTBa MHAMBUAYaNbLHOW 3alUThI

4.3.4.1 O6wme nonoxeHus

MwukpoGHbIn BuobaHKk gomkeH obecnednTb nogxogswme CM3 B 3aBUCMMOCTK OT ypoBHA Guobesonac-
HOCTM paccmaTpyuBaeMOoro opraHnuama M Ucnosib3yemMblX CPeacTB U MaTepuanoB.

MwukpobHbeih BrobaHk fomkeH obecneunTs Hagnexauee oyHKLUMOHWpoBaHne Bcex CU3 nepen ncnons-
30BaHWEM, OTCYTCTBUE KOHTAMUHALWYW, HAXOXKAEHWE B YKA3AHHOM NErkoaoCTYNHOM MecTe.

4.3.4.2 dusnyeckas 6e30nacHOCTb

Heobxogumo obecnedynTb Hanuyue MNoOMeLLeHUs Ans XpaHeHWs cCXaToro rasa B COOTBETCTBUMM C
MCO 15190:2020, 9.1. JomkeH ObITe 0OecnedeH 4OCTYN K aBapuidiHOMY 06opyaoBaHuio, BKITKOYasA OTHETYLUM-
Tenu, aBapyMiHbIe OyLeBble YCTaHOBKW, CPeACcTBa AM18 MPOMbIBaHUSA rfas ¥ anTeyky nepBoi MOMOLLK.

MukpobHblii BuobaHk gomkeH paspaboTaTh, LOKYMEHTMPOBATh U BHEAPWTbL MOMAWTUKA W Mpoueaypsl,
CBA3aHHbIE C XpaHeHueM, obCcny:KUBaHWEM, UCMONb30BAHMEM U YTUNU3ALMEA CKATLIX ra30B, C YYEeTOM cylue-
CTBYHOLLNX PEFMAMEHTOB KaXJ0W CTPaHbl UMW PErMoHa.

4.3.4.3 bezonacHocTb paboThl C XKUOKMM a30TOM

[ns GesonacHoro o6CnyXMBaHUSl, XpaHEHWUs U MCMNOMb30BaHMA XUOKOro asota Heobxoaumo MMeTb
nogxoAsilue NoMeLleHUst U NpedoxpaHuTenbHble YCTPONCTBa, cooTBeTcTByowme MCO 15190:2020, 9.1, ¢
yyeToM TpeboBaHWiA KaX4oA(0ro) CTpaHbl UM permoxa.

B mecTax xpaHeHus iy obcnyXMBaHus XKUAKOrO a3oTa OOMKHbI BbiTh YCTAHOBMEHb OAaTHUKMA KOHLEH-
Tpauuu kucrnopoga.

4.4 BwosawumTta n gocTtyn

4.4.1 O6WwMe nonoxeHus

MwukpobHbih BrobaHK OoMmKeH onpeaennTe COOTBETCTBYHOLLME MEDPLI MO YyNPaBMNeHWo puckamu n Tpebo-
BaHWs K BMozalmTe ANA Kaxaon oTaenbHON 30HbI.

Mcnonb3oBaHne U XpaHeHue MUKPOBHBIX MaTepuanoB OCYLLECTBMASIET YNOMHOMOYEHHLIA MepcoHan B
30HaX C COOTBETCTBYOLLMMM TpeboBaHMAMM K Ono3awmnTe. AHanornyHole TpeboBaHMA NpeabaBASTCA K CBS-
3aHHBbIM C MUKPOBHBLIMM MaTepuanamu AaHHbIM, eCNU XpaHumas B HUX MHOopMaLMa MOXKeT npeacTaBnsTh
yrposy. MukpobHomy 6uobaHky cnegyeT oueHUBaTh MOTEHLMaNbHY0 BO3MOXHOCTL NPOBEeAEeHUs nccreaoBa-
HWIA JBOMHOIO Ha3Ha4vyeHus, BuidbiBatowmx onaceHune (Dual Use Research of Concern, DURC), n 3noHamepeH-
HOro MCNOMNb30BaHWSA MUKPOOPraHU3MOB U ONpedenaTb PUCKM Bro3alnTel.

lMpun BbIABNEHWW HOBbLIX OBCTOATENBLCTB UMMM MHGOPMALMK, BIUSKLWNUX Ha MEpPBOHAYaNbHYH OLEHKY,
puck Bro3aluThl cnegyeTt nepecMoTpeTb. [Ana OueHKW NoTeHUWanbHOM BO3MOXHOCTM 3NTI0HaMepeHHOro 1c-
Nonb30BaHUSA MWKPOOPraHW3MOB pPacCcMaTpuBaT: TEXHOMOIMIO W 3HaHWSA, BUPYNEHTHOCTb, NaTOreHHOCTb,
CMepTHOCTb, Nepefadvy UHMeKUNOHHbIX 3aboneBaHuii, 4OCTYNHOCTL, KNOHWPOBaHWe, pacnpocTpaHeHue, 3Ko-
NOrNYECKYH XM3HECNOCOBHOCTL, KOHTPMEpPBL! M 3KOHOMUWYECKYH) 3HAYMMOCTb.

Mpumeyvyanune 1 — WNcenegosaHua DURC oTHocATcs K 06nacTl eCTeCTBEHHLIX HayK, W, OCHOBbIBAACL Ha
COBPEMEHHOM MOHUMaHWUKM, MOXHO OXWAaTb, YTO MO peaynbTataM 3TUX MCCnedoBaHui MOryT ObiTb NOMyYeHbl AaHHble,
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WMHOpMaLIMA, NPOAYKUMA UMM TEXHOMOTUMK, KOTOPbIe MOTYT ObiTe HAMEPEHHO MPUMEHEHBI HE MO HA3HAYEHUID C LEnbIo
€030aHMA 3HAYUTENBHOWM Yrpo3bl C CYLLECTBEHHBLIMM NOTEHLMANLHLIMKM NOCNEACTBUAMMW ANA 300pOoBbA 1 Be3zonacHocTu
HaceneHus, CenbCKOX03SNCTBEHHBIX KYMNETYP U APYrMX pacTEeHWI, KUBOTHLIX, OKPYXaloLeW cpeabl, MaTepyansHol 1nu
HauunoHansHoW 6esonacHocTu [10].

MpumeuaHnune 2— [JononHutensHas MHOPMAaLMA NO OLEHKEe pucka BruoszawmTel npueeaeHa B [11].

MukpoGHbIN GrobaHK gormkeH paspaboTaTbh, JOKYMEHTHPOBaTh U BHEAPUTL Npoueaypy KOHTpons npwu
TpPaHCNoOpPTUPOBaHUU MUKPOBHOTrO Matepuana, KoTopblil UMeeT YMepPeHHbIN UMK BbICOKUIA PUCK BUO3aLLUTI.

MpumevaHune 3 — HdononHutensHas WHQOpMaLKsa npueedeHa B [11].

Mpumeuvanue 4 — [JononHutenbHas nHQOpPMaLMA No NatoreHam XUBOTHbIX NpuBedeHa B [12].

Mpumevanue 5— JononHutensHan nHopMaLma No 300HO03aM npueedeHa B [13].

MpumevaHue 6-— [dononHuTtensHan MHoOpPMauus No natoreHam YenoBeka npueeneHa B NpakTuyeckom py-
KoBoacTee no Guonoriveckoin BezonacHocTy B nabopartopHbix ycrnoeuax BO3 n MCO 15190.

MpumeyvyaHue 7 — [ononHWTensHaa MHOpMaLKMa No naTtoreHam pacTeHur npueegeHa B [14].

4.4.2 locTtyn K 30HamM ¢ 6uosawuTon

MukpobHbIi 6uobaHk gorkeH paspaboTtaTbh M 4OKYMEHTUpoBaTh TpeboBaHMA K 4OCTYNY nepcoHana B
30HbI ¢ BuosawmToi, 4To6bl 0becne4nTs 4OCTYN K NaTtoreHHbLIM MM TOKCUYHBIM MUKPOOPraHM3Mam TOSbKO
YNOITHOMOYEHHOMY nepcoHany. Heobxogvmo Mcnonb3oBaTh NpegoxXpaHuTenbHble YCTPOMCTBa WM/MnK cucTe-
Mbl. Takue ycTpoWcTBa/cMCTEMBI MOTYT MCMONb30BaTh OrPaHNYeHHbIA BXO4, NPUCYTCTBUE COTPYAHWKOB CITYX-
Bkl BezonacHocTK U/unu cuctemsl obecnevyeHns Be3onacHoOCTH.

Becb nepcoHan mMukpobHoro 6uobaHka OOrmKeH UMeTb MOSHTUMUKALMOHHBIA JOKYMEHT C yKasaHWem
MaKCUManbHOro ypoBHs 6e30MacHoro 4ocTyna, 3a CKNniYeHnem o6CTOATENBCTB, KOrga 3TO CBA3AHO C PUCKOM
(cm. npumevaHue). MukpobHelii 6MobaHk OoMKeH M3bATE NOEHTUPUKALKMOHHBIA JOKYMEHT NOCcne 3aBeplue-
HWS BU3WTa/BeINONHEHUs paboT/mpy yBOMbHEHWW.

M pumeyvyaHne — WcknioyeHnem aenaoTea CUTyauun, B KOTOPbIX paﬁOTHVIK HEe MOXET HOCUTb M,EI,EHTVICDMKB-
LMOHHbIN AOKYMEHT, TaK Kak HageBaeT KOCTIOM Ono3almTbl.

4.5 CMeHa MecTOMonoXeHUss MUKpOGHLIX MaTepuarnos

Heobxooumo cobniogate Tpebosanua 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,
8.5un8.7.

MukpoBHbI BuobaHk aomkeH paspaboTaTh, AOKYMEHTMPOBATL M BHEAPUTE NPOLUEAYPbLI, BhINOMHAEMbIe
npu nepemelleH MUKpobHOro Matepuana, HanpuMep B pesynsTaTe ero yBenuyeHWsl, COKpalleHus unm B
pesynsTate aBapuin.

MepeMellieHe/cMeHa MECTONOMNOXEHMS OOMKHLI BbiTh TLATENLHO CNNaHUPOBaHbl U UCMOMHEHBI, YTO-
Obl noafepKMBaThL NOAXOAALLME YCNOBUS ANA MUKpOBHOro MaTepuana Bo BpeMsi TPaHCNOPTUPOBaHUS.

5 Mepcoxan

Heobxooumo cobnioparts Tpebosanna MCO 20387:2018, 6.2. JononHuTenbHaa MHGOpMaLUus npueBeae-
Ha B ISO/TR 22758:2020, 8.3.7 n 8.3.8.

Kputnuyeckune Buabl AeATENLHOCTU, CBSI3aHHbIE C BUONOrMYECKOW ONacHOCTbI, AOMXHbI BbiTh BLIMOMHE-
Hbl KOMMNETEHTHBIM W YNONHOMOYEHHbLIM NepPCOoHanoM.

MpumevyaHue — KpuTU4eckue BUOLI OeATENBHOCTU BKMHOYAOT B cebs B TOM Yucne NpuobpeTeHne MUKpoB-
HOro MaTepuana, obpalleHre ¢ HUM, KOHCEepBaUWK, MOSHTU(MUKALMIO, XapaKTepUCTUKY, pacnpocTpaHeHue, npoueaypsl
KOHTPONA Ka4ecTBa U YNPaBneHne CBA3aHHLIMU C MUKPOGHLIM MatepuanomM gaHHbIMU.

MwukpoGHbI GrobaHk gomkeH obecnevnTs perynapHoe obyvyeHre u NepenogroToBKy NepcoHana B pam-
Kax BbIMOMHEHWA NNaHa 3alWuThbl OT CTUXUIAHLIX 6eacTeun (cm. MCO 20387:2018, 7.7.1) 1 npeanpuHATL COOT-
BETCTBYHOLLNE LEWCTBUS B Cry4yae HapylweHns 6e3onacHocTu.

’ ﬂpoue,qypa KOHTpONA BKNK4YaeT B cebs AOKYMEeHTMpOBaHWE W NPOCNeXMBaeMOCTb KaXJoro atana nepemMelleHns
MMKp06HOF0 MaTtepuana c uenbto obecneyeHns LenoCTHOCTU 06pasu08, npenoTepalleHnda X KOHTaMWHauuu 1mnn no-
BpexXxaeHnuAa B npouecce TpaHCNopTUpOBaHKA.

6
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6 MomelieHun

6.1 O6WwMe nonoxeHus

Heobxogumo cobniogats TpeboraHua MCO 20387:2018, 6.3.

MukpoBHbIA BrobaHk fomKeH NpefnpyuHYMaTE COOTBETCTBYIOWME Mepbl NPeAoTBPaLLEHUS KOHTaMUHa-
LMW, Hanpumep: BbIOENWTbL cneuuanbHbie 30HbI ANA TakuxX BUOOB AEATENbHOCTU, Kak npuobpeteHne, nog-
roToBKa NUTATEmNbHbIX CPE U PeaKkTUBOB, CTEPUNM3aLNs, MHKYDauus, KynsTMBUPOBaHUE, UCTBITaHWe, XpaHe-
HUe, YyTUNU3aLmnsa 1 O4MCTKA.

MukpobHbI BrobaHK AOMKEH NCNOMb30BaTh COOTBETCTBYIOLME YKa3aTenu ansd obo3Ha4yeHus ypoBHs(ei)
Buonorvyeckoi onacHocTy.

MpumeuaHue — MNogpobHas MHpopmaumsa ob ykazatenax npueedeHa B MCO 7010.

VIH)KEHepHO—}(OHCprKTODCKMe peweHna N TexHh4eCkoe oCHalleHune NOMELLEHWI OOMXHbI COOTBETCTBO-
BaTb Uenam 6M06830HaCHOCTVI, 6”03al_l.l,l/lTbl n 6MODMCK8 6M068HKE, Hanpumep mcnonb3oBaHWeE oTpuUUaTenb-
HOro gaBneHua O5nA npefoTBpalleHna HexXenaTterbHOro sblgeneHnsa onacHbIX MMKDOGHbIX mMarepuarnos.

6.2 Bokcbl 6Monoruvyeckor 6eszonacHoOCTH

MwukpoGHbI 6MobaHk JomkeH ncnonb3oBaTth 6okcel Guonornyeckor 6e3onacHoOCTM ¢ COOTBETCTBYHOLUN-
MK CMCTEMAMW BEHTUMALMK, YTOBbI NpeaoTBpaTUTL KOHTAMUHALMIO OKpYXatoLwen cpeabl U BO3OeNCTBUE Ha
nepcoHan onacHblX MUKPOBHLIX MaTepuanoB. HeobxoaMmo y4nTbiBaTh cTabunbHOCTE MUKPOGHOTO MaTtepu-
ana, ¢ KoTopbiM paboTaloT B gaHHoOM Gokce (Hanpumep, perynvpoBaTh HanpasneHue BO34YLHOro MoToka,
KOHCTpyKUuio Bokca).

6.3 Pe3epBHOE XxpaHunuiie

Y100bI M3bEKaTk NoTepu rMmaBHOro BaHka, MUKPOOHbLIA BLUobaHK Unu puguieckoe NULUO, YacTbl KOTO-
pOro OH ABMSIETCH, AOMKEH (AOMKHO) pa3paboTaTe NnaH 3auTbl OT CTUXMAHBIX 684CTBUIA C MCNONB30BaHMEM
anbTepHaTUBHLIX METOL0B 3allWThl, HAaNpMMep Pe3epBHOMO XpaHWnuLLa.

7 O6opynoBaHue, Heobxogumoe Ans MUKpobHoro 6uobaHkuHra

7.1 O6Wwme nonoxeHus

Heobxooumo cobnioaats Tpeboranna NCO 20387:2018, 6.5.

MpumevaHue — [pyrue TpeboBaHua k BesonacHocTn B nabopartopuax npueeaeHs B M3K 61010-1.

O6opynoBaHue, NOABEPrIEeca KOHTAMWHALMA 1 BO3AEMCTBUI0 MUKPOOHBLIX Matepuanos, Heobxoaumo
OEe3NHGULMPOBATL O0MKHLIM 06pa3om.

7.2 KannbpoBka

[Ons kanubposkn/npoeepkm obopynoBaHus Heobxogmmo cobniwogate Tpebosanua MCO 20387:2018,
6.5.2, 6.5.8, nepeuncnenus f) u g), 6.5.10, 6.5.11, 6.5.12. lonyckaeTcst ncnonssoBate MCO/M3K 17025:2017,
6.4 n6.5.

7.3 UHkyGaTopbl (TepmocTaThbl)

MukpoGHbIf G1MoBaHK 4OMKeH OTCNeXBaTh BO3HUKHOBEHME 0edeKTOB 1 COCTOsHKWE MHKY6aTopoB, KoTo-
pble MOryT HeGnaronpuATHLIM 06Pa3oM 0TPa3UTLCH Ha MX (DYHKLUMOHANBHOCTN.

Takxe HeoBXxoQMMO OTCNEXNBaTL TEMMePaTYPy MHKYDaLMKU ¢ MOMOLLLI0 NOAXOAAWMX CUCTEM permcTpa-
LUy TemnepaTypbl.

MHkybaTopbl, NpegHasHavyeHHbIe 4N MAKPOOPraHM3MoB, Tpebywux HeaTMocepHoi Ta3oBoil cpeabl
ONS1 KyNbTMBUPOBAHWSA, AOMKHLI ObITh OCHALLEHLI CUCTEMaMW MOHUTOPWUHIA U CUrHanMsauum, KoTopble name-
pAOT TeMnepaTypy W NodalT TPEBOXHLIA CUrHan B cly4vyae OTKMOHEHWS YCrNoBWiA cpefbl OT HOpPMbI (Hamnpu-
Mep, OTKIIOHEHWUs TeMnepaTypbl, BNaXHOCTKU, yCroBMiA aHaapobHoW cpeabl, ocelleHns, cogepxanuna CO,).

7.4 XonogunbHUKKA

Mpy MCNONb30BaHWW XOMOAWNbHMKA ANS XPAHEHUS MUKPOOHBIX MatepuanoB TeMnepaTypHbId Pexum
BHYTPW HEro cnegyeT nogaepxueath B uHTepeane ot 2 °C go 8 °C.
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ﬂ]’lﬂ onoBeLlleHWA nepcoHana B Cliydae OTKNOHeHUA TeMnepaTtypbl B XONOgWiibHUKeE OT YCTaHOBINEHHOro
MHTEpPBAaria WUin OTKITYeHNA 3JIEKTPO3IHEepPrMn crnedyet yCtaHOBUTb CUMCTEMblI MOHUTOPWUHIA TeMnepaTypbl U
SNEeKTPONnUTaHnA.

7.5 XpaHunuuwa (Kamepbl) CBePXHU3KUX TeEMNepaTyp ¢ INeKTPUYECKUM NMPUBOLOM

[Ons 6e3zonacHoro AnNUTENbHOIO XpaHeHWs MUKPOOHLIX MaTtepuanoeB NPUMEHAIT KaMepbl CBEPXHMU3KMUX
TeMnepaTyp C anekTpuyeckum npueogom. CriegyeT MCronb30BaTh Kamepbl CBEPXHU3KMX TEMMNepPaTyp C anek-
TPMYECKUM MPUBOAOM U yHKUMsMKU obecnevyeHnsa noBblleHHON Ge3onacHocT, HanpuMmep: obopynoBaHue ¢
OBYMS1 KOMNPECCopamMu U pe3epBHON CUCTEMON OXNaXOEHUs B BUOE CYXOro NnbAa Ui XMUOKOro a3oTa.

CnenyeT NpuUHATE Mepbl, YTOOL! M3DexaTb HexenaTenbHOro Bo34encTBUA Ha Kpuonpobupkn ¢ MUkpob-
HbIM MaTepuanom Temneparyp, BbIXOAALWMX 33 Npefenkl peKoMeHAyeMoro TemnepaTypHoro uHTepeana. Ha-
npumep, ecnu Kpuonpobupkn HeobXxoonMo MCNONb30OBaTh B TEHEHWE ANUTENbLHOrO Nepvoda, To Ux cnegyet
nepeHecTy B NOAXOAALWMA BpEMEHHbBIA KOHTENHEP.

7.6 Cuctema XpaHeHUA XXUgKoro aso‘ralnop,a'-la XMUOKOro asoTta

MukpoBHomy BruobaHky crnefyeT NpUHWMaTbL Mepbl Mo obecnedeHuo cTabunsHOCTU TeMnepaTyp Xpa-
HeHUsi ANs nogaepxaHust ANUTENbLHON KM3HeCnocoBHOCTU KOHCEePBUPYEMbIX MUKPOOPFaHU3MOB, HanpuMep:
XpaHeHWe KPpMOKOHCEPBMPOBAHHBIX MaTep1anoB Npy TEMNepaType HMKe TeMNnepaTypbl UX NNaBrneHns.

CnegyeT npyHMMaTh Mephbl, NO3BONsALWNE U3bex)aTh HEXEenaTernbHOro BO3AeNCTBUS Ha KpMOoNpoOupKu
C MUKpOBHBIM MaTepuanom TeMmnepaTyp, BbIXOASALWMX 3a npeaensl peKoMeHayeMOro TeMnepaTypHOro UHTep-
Bana. Hanpumep, ecrnv 0CTaBUTb KPbILWKW NPOBUPOK OTKPLITLIMU, 3TO MOXET NOBMUSTL Ha }KU3HECNOCOBHOCTL
BonbLlUMHCTBA XPaHALLUXCA MUKPOBHLIX MaTepranoB WU NPUBECTU K KOHTaMWHAUWKU Cocyaa, Yero cnegyeT us-
BeraThb.

7.7 CybnMmMmaumnoHHas cyliunka

[ns 4ONrocpo4HoON KOHcepBauMu MUKPOBHBIX MaTepuanos AOMYCKAaeTCs UCMnonb3oBaTk cybnumaumoH-
Hyto cywKky (cm. MNCO 20387:2018, 6.5.3).

B cnyyae onacHblX MUKPOGHBLIX MaTepranos HeoBX0AUMO OLIEHUTE Y UCKIHYUTE PUCK KOHTaMUHaLUK
oKpy:Kalllei cpefbl U NepcoHana npu co3gaHuv Bakyyma Ana yganeHus Bosgyxa M Bnaru u3 npobupok B
npouecce cybrnuMmMaLnoHHOM CYLLKM.

7.8 ABTOMaTU3NpPOBaHHbIE CUCTEMbI XpaHeHUs

B cnyvae ncnonb3oBaHWs aBTOMAaTM3MPOBaHHbIX CUCTEM XpaHeHWs cnegyeT noggepxueaTte Temnepa-
TYpY XpaHeHus, TpebyeMyto Ang MUKPOOHbIX MaTepuanos, MUHUMK3MPYS konebaHwua Temnepatypbl. Temne-
paTypy NOCTYNMBLUMX MUKPOBHELIX MarepyManos cregyeT NoHWXKaTb NOCTENeHHO MK NoLaroBo, Noka He byaet
AOCTUTHYTa Heobxoaumasi Temneparypa XpaHeHusi. ABTOMaTM3npoBaHHaa CUCTEMA XpaHEeHUst JomkHa obe-
CcrneYynBaTh YCTAHOBMEHWE pasHbix TemnepaTyp (Hanpumep, oT 15 °C go 25 °C, munyc 20 °C, muHyc 80 °C,
muHyc 130 °C).

MukpoOHbId GrobaHk AomKeH BbIOMpaTb KOHTEWHepbl ANS XpPaHeHWs, COOTBETCTBYKLLME aBToMaTtu-
3MpOBaHHOW cuUcTeMe XpaHeHusa. Kaxabld ncnonb3yemblit AN MUKPOGHOro matepvana KOHTeWHep OOMKeH
MMEeTb YHUKanbHbIA ngeHTudmkatop (Hanpumep, 6apkoa, RFID).

7.9 ABTOKNnaB

MwukpobHbih BrobaHk gomkeH paspaboTtate, OKYMEHTUPOBAThL M BHEAPWUTL BanWANMPOBaHHbIE NpoLeny-
pbl CTEpUNM3aLMK, Nogxogsawime ansg MUKPOOPraHM3MOB, MMELUX OTHOLWEeHNe K BrobaHky, B dhazax nokos
M pocTa.

Bpems 1 Temnepartypa cTepunusaymm MoryT MEHATLCA B 3aBUCUMOCTM OT Kraccudukauum MUkpoopra-
HW3MOB, KOHLUEHTpaUuuKn, KonM4ecTea, Matepuana KOHTeiHepa U cTeneHn KOHTaMUHaUWM CTEPUNN30BaHHbIX
npegmetoB. CTepunu3auuo napom nod OaBnNeHWeM pekoMeHOyeTca NpoBoAWTb npu Temnepartype 121 °C
n naenexHun 15 MNa B TeyeHue 15 MuH, ogHako Hambonee addeKTUBHOE BpEMSA CTEPUNU3ALUK CrieyeT Bbl-
BupaTe MHAMBUAOYANbHO A5 KaXOoro COCTOAHMS M MUKpoopraHuama (1. e. 220 MMH Ans cnopoobpa3syowmx
DakTepuin u T. n.).

PekomeHgyeTcs nepuoguyecky MCronb3oBaTb Ovonormvyeckue WHAMKaATOpbl (HanpyvMmep, 3HZOCMNOpPbI)
ansa namepeHnsa achpeKTMBHOCTM aBTOKNaBUPOBaHKA.
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8 TpeboBaHusA K npoueccy

8.1 MpuobpeTeHne UNu genoHUpoBaHu1e

8.1.1 O6wume nonoxeHus

Heobxogumo cobnogats TpeboBaHua MCO 20387:2018,7.3.1,7.3.2u 7.5.

Mony4yeHne MyWkpoBHOro Martepuana OOMKHO COOTBETCTBOBATb KPUTEPUAM MPUEMIIEMOCTHU OMs 3TOro
MaTepwuana, yCTaHOBMEHHbIM MWKPOBHbIM BuobaHkoM, U OpyrMM COOTBETCTBYHOWMUM TpeboBaHuam (Hanpu-
mep, MAA).

8.1.2 AHanu3 3anpocoB Ha AeNnoHMpOBaHWe MaTepuana(oB)

MwukpoGHeI BrobaHk gomkeH obMeHMBaTbCs MHopMauvei 060 BCcex yCrnoBUSIX, CBA3AHHbIX C OEMNOHU-
pOBaHWEM MWKpPOOPraHM3MOB, C MOCTaBLMKOM. 1o 3anpocy nocTaBliMKka O AeMOHUMPOBaHWKM MUKPOOPraHu3-
MOB BuobaHK JoMmKeH yTBepanTb M 3a40KYMEHTUPOBaThL COOTBETCTBYHLLNE YCNOBUA PacnpoCTpaHeHM s,

MpumeyaHune — Y1obbl 3aWMTUTL NPUCBOEHHbBIE NPaBa MHTENNEKTYaNnbHOM COGCTBEHHOCTH, YCNOBUA OEMOHU-
poBaHWA MOryT BbiTb onpenenexsl, HanpuMep, B MAA.

Mepen npremom MMKPOBHLIX MarepuanoB Ha AeNoHMpOBaHWe MUKPOOHLIN B1MoBaHK OONKeH:

a) noaTBepAUTb NMOAMMHHOCTEL NOCTABLUMKA!

1) Bce 4eno3nTbl MUKPOOHbLIX MaTepuanos (BkMYas Mmatepuansl, NONyHUBLIME OTKA3) AOMKHbI ObiTh
3a00KYMEHTUPOBAHkI, a 3annck CoOXpaHeHkl;

b) npoeecTun oueHky pucka 6uobezonacHoOCTHU:

1) B Tex cnyyasix, korga MUKpOBHbIM MaTepran conpoBOX4aeTCs MEeTOAUKON oLeHKKn BruobesonacHo-
CTW, 3TY METOOMKY W NOMYyYEHHbIE MO HEN pe3ynbTaThl 4ONYCKAETCH UCNONb30BaTh NPU BbINMOIHEHUM MUKPOG-
HbIM BrMoGaHKoM oueHKKU pucka cobeTBeHHON BrobesonacHoOCTY;

C) nogTBepauTh, YTO YpOBEHb pucka bBuobesonacHOCTWM paccMaTpuBaemMoro MUKpoOHOro marepuana
ocTaeTcsa B npefenax AonycTUMOoro ypoeHsa BuobesonacHocT MukpobHoro 6uobaHka;

d) nogTBEpPAUTE, YTO NpPEedocTaBneHa, No MeHblleln Mepe, cnegyllwas uHdopmauus 0 MUKpOGHOM Ma-
Tepuane:

1) HaMmeHoBaHWe WU MHOM naeHTUUKaTop,

2) ®O0 1 KOHTaKTHbIE AaHHbIE NOCTaBLMKA,

3) ngeHTUUKaLMsa 1 AaHHble, KacarLKUecsa NCTOYHUKE, MMTaTeNbLHOM cpedbl U OpraHM3mMa-xo3sunHa,

4) onucaHwe MUKpPOBHOro MaTepuana, Bkruyasa reorpacuyeckoe NpoucxoxgeHue (MUHUMAansHbIM
TpeboBaHMEM SBMSETCS yKazaHWe CTPaHbl MPOUCXOXOEHUS UMW MNOCTABLLMKA UCTOYHUKA, NUTATENbHOW cpenbl
MIN 0pPraHM3amMa-xo3suHa) M COOTBETCTRYKOLME AaHHbIE (Hanpumep, gaTta cbopa ans otbopa npob unu gara
CcOo30aHUs PpeKOMDUHAHTHBIX Nnasmug),

5) KynbTUBMPYEMOCTb,

6) KonU4ecTBO MUKPODHLIX MaTepuanoB OT NOCTaBLYMKa UMM KONMHYECTBO AOMNOMNHUTENbHBIX cBopoB,
ecnu AenoHUPOBaHLI B APYTUX MeCcTax,

7) cpena u ycrioBus BblpallMBaHns,

8) ycnoBusa KOHCepBaLMW UMW XPaHEHWS KINETOK, eCr YCTaHOBMEHb!,

9) oueHka pucka 6uobe3onacHOCTU 1N ee pe3ynbTaThl,

10) ycnoeusa pacnpocTpaHeHus (T. €. JOCTYNHOCTb AenoHMpyeMoro matepuana),

11) heHOTUMMYECKME XapaKTEPUCTUKK (HanpuMep, CepoTun, NpoayLMpoOBaHMe TOKCWMHOB), MpU Ha-
nu4un,

12) npegnonaraemas Lenb, ecnv NPUMeHUMO,

13) npaBa Ha UHTEeNNeKTyansHyw COBCTBEHHOCTL, ECNN NPUMEHUMO,

14) BuomonekynsapHasi uHopmMaumnss U MeTafdaHHble (HanpyMMep, BCS NOCNefoBaTeNbHOCTbL FeHo-
Ma), ecnv NPUMMeHUMO,

15) CCbINKM Ha NUTepaTypPHbIE UCTOYHWUKM, MPW HaNUYuK.

Mpw rapaHTMitHOM xpaHeHun TpeboBaHua kK MHOPMaLUK O Nony4yaemMom MUKpobHOM MaTtepuane, npu-
BefeHHbIe B nepeuncriednm d), formxkHel ObiTb onpegeneHsl 61uobaHkoM Ha OCHOBaHUKM LOTOBOPHOMD JOKYMEH-
Ta UNW pesynbLTaToB NepPeroBOpPoB C NOCTABLLMKOM.

MwuKpoOHbIn OMoBaHK JOMmKeH 4OKYMEHTUPOBaTL/CoObUpaTh M XpaHWTL 3aMucK, Kacatolmecsl 3anpocoB.
MukpobHomy Buobanky crnegyeT obecne4nTb 4OCTOBEPHOCTE Nony4aemMoi nHdgopmauun. Ecnm MUMKpOBOHLINA
BrobaHK He MOXET BhINMOMHMTL 3aNpoC, MOXHO peKoMeHZoBaTh 0bpaTUTLCA B APYroin MUKPOBOHbLIA BMobaHK.
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8.1.3 PeleHMe B OTHOLIEHWU 3aNpPOCOB O AeNOHUPOBaHUM MaTepManoB

MukpoGHbIN 6MoGaHK 4OMmKEH NPUHATL pelleHne o NpUemMe UK OTKIOHEeHUM 3anpocoB Ha AenoHWpoBa-
HWe MaTepuanos Ha OCHOBaHWW NMPOBEPKM NpefocTasneHHon uidopmMauun. O ceoeM pelleHun 6ruobaHk gon-
KEH COOBLMTL 3aKasumnKy. ECnu Ha 3anpoc NonyyeH 0Tkas, MUKPOBHLI BUoGaHK JomKeH 3a00KYMEHTUPOBaTb
haKkT B3aUMoaencTBUS U COOBLUUTL NMPUYKHY OTKa3a.

NMpumeuaHue — B ocobbix cnyyanx ycTapeBLUMA MUKPOBHLBIA MaTepruan MOXeT BbITb NonyvyeH U coxpaHeH 4o
Tex nop, noka He ByJeT npoBegeHa NpoBepKa NOANWHHOCTK.

8.1.4 NoaTBepKAEHUE MAaTEpPUANOB U CBA3aHHbIX C HUMUW AAaHHbIX

MukpoOHbIn BrobaHk fomkeH pa3paboTaTb, JOKYMEHTMPOBaThk M BHEAPWUTb MpoLedypbl NOMyYeHusa U
XpaHeHus1, Nogxogallne onsa Tuna MMKpobHoro matepuana. Belo ynakoBKy ¢ MMKpPOOHBIM MaTtepuanom cneay-
€T OTKPbIBaTb B YCIOBMSX HAAMexalllen 3onaumnm OT OKpYKatoLen cpebl (Hanpumep, MUKpoGMonornyeckunia
3alMTHLIA BoKe) ¢ ncnonb3oBaHWem npucnocobnennin aons esonacHoro obpallleHns U yTUnM3aLmMmM OTXO40B
MUKPOBHBIX MaTepuanos.

8.2 NoaTeepxaeHUe NOANIMHHOCTU

MukpoBHbI BMobaHk oomkeH paspaboTaTk, OKYMEHTUPOBAaTL M BHEAPUTL NpoLedypbl NoaTBEepXKAeHUs
NOOSIMHHOCTH AN Kaxdoro Tuna MukpobHoro matepuana. MukpoGHbiin BuobaHk MOXeT MPUMEHATL BHYTPEH-
HWe (COBCTBEHHbIE) /UMK BHELIHWE METOALI YOOCTOBEPEHWUS NOOANUHHOCTM. OHM MOTYT BKMHOYaTb XapakTepu-
CTUKM KU3HECNocoBHOCTM, heHoTUNMIECKUe, TEHOTUNUYECKUE M OMUYECKUE XapaKTepPUCTUKK U noabupaTtscs
AN KAXKA0ro TUMa MUKPOOPTraHU3MOB.

Mpwv HeoBXxoO4MMOCTM O0MKHA ObiTb NOATBEPXKAEHA YNCTOTA KYNLTYPbl MUKPOOPraHnamMoB. Ansa cMeluaH-
HbIX KYNbTYP, KOTOPblE HEBO3MOMXHO OYUCTUTL, HEOBXOAUMBLI COOTBETCTBYHOLME METOALI ayTeHTUMDUKALUK.

MukpobHbii BuobaHk gormkeH obecnednTs NOATBEPXKAEHWE MOAMMHHOCTM MUKpPOOpraHu3Ma(oB) u oT-
CYTCTBUE KOHTaMWHaUUK MUKpoBHOro mMaTepuana. Ecnu obHapyxeHa HenpaBunbHas UAEHTUMUKaUUS UK
KOHTaMMHaLWs, MUKPOBHbLIM 6UuobaHK JoMKeH 3anpocuTh Yy NOCTaBLUMKa HOBLIM oBpasel,.

8.3 KoHTponb YUCTOTLI M NaccaXen

8.3.1 O6wme nonoxeHun

Ha xpaHeHwe cnegyeT npMHUMaTh TOMbKO YNCTLIE KyTbTYpPbl NPU OTCYTCTBUM OCODbIX yKasaHui (Hanpu-
Mep, B OTHOLWeEeHUn yuaHobaktepuit). MukpobHble 6uobaHku fomkHbl pa3paboTaTs M BHegpUTL NnaH obHapy-
XEHWUS MUKPOBOHOW KOHTaMMHAaLMK.

8.3.2 KoHTamMunHauua gpyruMmu MUKpoopraHmamamu

Ecnv oGHapykeHa KOHTaMUHaLWaA B KyNbTYPe MUKPOOPraHuama, 3Ty KynbTypy CregyeTt npoaHanusupo-
BaTb Ha NpegMeT oTOPakoBKW UMW yOoaneHus.

Kaxpgas kyneTypa, kak npaBuno, npoM3BoguT KOMOHUW OXMOAEMOro BHELLHEro BMAa Mpu KyrnbTUBUPO-
BaHWW Ha TBepaow cpede. Ecnun HabniogaeTca HeoxuaaHHas (HEMPOrHO3MpyemMas) U3MEeHUYUBOCTbL KOMOHUI,
YMCTOTY HeOBXOOMMO MPOBEPUTE Haanexalum MeTodoM (Hanpumep, cekseHupoBaHue 16S pPHK).

Ecnu ouncTka 3arpAa3HeHHON KynbTypbl HEBO3MOXHA, 3Ty KYNbTYpy criefyeT BOCCTAHOBUTL M3 ee rmnae-
Horo 6aHka N U3 BHOBb MNOMY4EHHOro OT NocTaBlUKWKka MaTepuana.

M pummedYyaHne — HEI{OTprIE GaKTepMM C XECTKMMW YCINOBUAMW KYyNbTUBUPOBAHWA, TAKME Kak LI,I/IaHOGaKTepVIM,
MOryT I'IOTDE6OBaTb COBMECTHOIO KynbTMBUMPOBaHWA C APYrMMU WTaMMaMK.

8.3.3 KoHTponb naccaxen
MwukpoOHbIA BMOBaHK OOMKEeH MPUHATE Mepbl MO OrpaHUYEHUI0 YUCa Maccaxen Kaxkaon MUKpoOHOW
KySbTYPbl U XPaHWUTb 3annck o cyOKynbTUBMPOBAHWUN.

8.4 NMogroTtoBKa, KOHCepBaUKWA U XPaHeHWe

8.4.1 O6wmMe nonoxeHUnA

Heobxooumo cobnoaats Tpeboranua MCO 20387:2018, 7.6 n7.7.

MeToabl kKOHCepBauMM HeoOXoOMMO BanMAMPOBaThL ONA KaA0ro Tuna MUKpoopraHuama, 4tobbl obe-
CNeYnTb KN3HECNoCcobHOCTE MMKPOOPraHnama, N3BNe4YeHHOro U3 XxpaHunuiua.

Kaxablii MuKpoopraHuam crnegyet KOHCEPBUMPOBATL, UCMONb3YA HE MEHEe ABYX pa3HbiX METOLOB KOH-
cepeauuu. XKn3HecnocoBHOCTL 3aKOHCEPBUPOBAHHBLIX MUKPOOPraHW3MOB criefyeT NepuocauYecku NpoBepsTh
0coBeHHO B TeX Cry4Yasnx, Korga U3BecTHO 0 npobnemax co cTabunbHOCTLH, HANPUMEP Y MPUXOTMBLIX MUKPO-
opraHusmoB (Hanpumep, Campylobacter spp., Helicobacter spp., Vibrio spp.).
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Kpome Toro, oybnupoBaHHble UMM CMeLlaHHble KyNbTypbl CNeAyeT XpaHUTb OTAENbHO (Hanpumep, B pas-
HbIX MEeCTax, B MOPO3WUNbHOW KaMepe) ans obecneyeHnsa roTOBHOCTH K Ype3BblHaWHbIM CUTYaLMsM.

8.4.2 NMoprotoBka rmaBHoro u paboyvero 6aHkoB

8.4.2.1 Obwme nonoxeHUs

MwukpoBHbIA BruobaHk gomkeH paspaboTtaTk, JOKYMEHTUPOBRATbL M BHEAPUTL Npoueaypbl NOArOTOBKU U
yrnpaBreHus rmaeHbiM 1 paboynm baHkamy Baktepuit/apxei.

BuobaHk MOXET MCMONbL30BaTh CNEeaAyoWwMe MeToabl B 3aBUCMMOCTI OT NPUIoAHOCTM ANA KaX4oro Bnaa
BakTepui/apxeit, NnogBeprarLLerocs KOHcepBaUnu:

a) KPMOKOHCEpPBaLMA/MCNONbL30BaHME MOPO3UIBHOR Kamepsl (cM. 8.4.2.2);

b) kpnokoHcepBayuusa/mcnonb3oBaHWe XKUOKoro asoTa (cm. 8.4.2.3);

c) cybnumaumoHHas cylwka (nuodpunuaauums) (cm. 8.4.2.4);

d) *upgkocTHas cywka (cm. 8.4.2.5);

e) cyOKkynbTUBMpOBaHWe/HenpepbiBHOE KynbTuBUpoBaHue (cm. 8.4.2.6).

BaHk kaxgoro MukpobHoro matepuana, 3a MCKMoHeHeM npomseogHbix (Hanpumep, OHK, PHK, npoteo-
Ma), cnedyeT roTOBUTbL MO KpallHel Mepe ABYMS pasnuyHbIMKA MeETOAAMM U AepXaTb B pa3HbiX MecTax.

MukpoBHEIA BuobaHK OOMKEH oNpefenuTbe KOMUYECTBO anuKBOT ANSA rmaeBHoro v paboyero GaHKOB.
BricTpo pacnpocTpaHaemble MUKpoBHbIe MaTepuansl TpebytoT BonbLIOro KonuyecTsa anuKeoT B 3aBUCUMO-
CTW OT MPOCTOThI BblpalMBaHMsa U npegnonaraeMoro cnpoca. MukpobHomy Guobanky cnegyeT onpegenvTb
MWUHUMANbHOE KOMMYECTBO anunkBOT, OCTALWMNXCH Nepes BoccTaHoBeHMeM BaHKoB.

8.4.2.2 3amopaxunBaHue

MwukpoopraHnamel, cobpaHHble Nocrne BbipalluBaHUS B XKWUOKOW UMW TBEPAOW Cpene, MOXHO AUCNepru-
poBaTh B NOAXOAALLYH XUAKYH KOHCEPBUPYIOLLYHO Cpedy W XpaHuTb Npu Temnepatypax oT muHyc 20 °C go
muHyc 80 °C.

8.4.2.3 KprokoHcepBaLuusa/ucnonb3oBaHue xuakoro/rasoobpasHoro asora

Baktepuu n apxeu, cobpaHHble nocne BolpalluBaHUs B XUAKOW NMTaTENbHON cpede Unu nomnyvyeHHble ot
KOMOHUIA, pacTyL X Ha TBEPAOW cpele, AMCNeprupyioT B XUAKYH KOHCEPBUPYIOLLYIO Cpealy U nepeMeLlmBatoT
CO CTEPUIbHBLIM KPUO3aLWTHLIM BELLECTBOM (Hanpumep, rMULepuHoM), Nony4vyas KOHEYHY KOHLIEHTpaLuHo,
NnoaxoAALLYK ANS KaXaoro BMaa, obblYHO OT 108 no 1010 KOE/mn. OT06paHHble annKBOTLlI XPaHAT B MOPO-
3WUMbHBLIX Kamepax Npy cBEpPXHU3KMX Temnepartypax (MuHyc 70 °C v HUXKe) unu B cpefe asoTa XKUAKOCTh/nap
(T. . npu Temnepatype <sMmuHyc 135 °C). B To xe Bpemsa MoxeT noTpeboBaTbCs KOHTPONMpyemMas CKOpoCTb 3a-
MOpaxXWBaHUA [0 OKOHYATENLHOMO NepeHoca annkeoT B KAMepy CO CBEPXHU3KOW TeMNepaTypoi Ha XpaHeHue.
[MpoTokon 3amopaxXMBaHWs OOMKeH ObiTb JOKYMEHTaNbHO 0hOPMIIEH, a Takke NPONTX Banuaauuo u/mnm
Bepudmkauuo B cootsetctemm ¢ MCO 20387:2018, 7.9.

8.4.2.4 CybnvmauuoHHas cylwka (nuodpunusaumns)

Ecnn ncnone3syoT 3TOT METOA, TO MUKpPOBHLIA BuobaHk fgomkeH pa3paboTaTth, JOKYMEHTANbHO odop-
MWTb N BHEOPWUTL Npoueaypbl CyOnMmMaLMOHHOM CYLLKU OnpeaereHHbIX MAKpoopraHuaMoB. MNpouenypbl MOryT
BKIIOYaATbL:

a) cbop nocne BbipawMBaHus B XUOKOW NUTaTeNbHOW cpede Uy cOop KONMOHWUIA, BbipalleHHbIX Ha TBep-
[0W NnuTaTensHoW cpese;

b) BbIBOp HanonHWTENSA, COOTBETCTBYHOLEND Kak MeTofy cybrnvMaunoHHON CyLUKWA, TaK U KOHKPETHOMY
MVUKPOOPraHu3my;

c) BbIDOp NpoBKMpOoK, NoOAXoAALMX Ans BbICTPOro 3aMopayKMBaHMa (HanpMMep, MTHOBEHHOTO 3aMOpadKu-
BaHWA B BaHHE C CyXUM NbOOM/METaHOMOM, XXWOKUM a30TOM) 1 AN cyBnumMaunoHHOM CYLUKKM (Hanpumep, npu
CBEpXHWU3KOW TemnepaType B Bakyyme);

d) KONMYECTBO LUMKITOB CyBNUMaLnoHHON cylWKX (CM. 8.4.2.5 B OTHOLLIEHWM XKUOKOCTHOW CYLLKN);

€) KPMOBaKyyMHOE UCMbITaHWE;

f) aTUKeTMpOBaHWE N XpaHeHWe Npu BaNMAUMPOBaHHOW TemnepaTtype (Hanpumep, ot 2 °C oo 8 °C).

8.4.2.5 KngkocTHasa cylwka

B Tex cnyyasx, Korga Mcnonb3yoT XUOKOCTHYO CYLWKY (Hanpumep, Ansa baktepuii, KoTopbie 0CODEHHO
YYBCTBMTENbHBI K HAYanbHOW CTaguW 3aMmopauBaHus B 0ObIMHOM npouecce nuodunnsaumm), MUKpoOHbIH
BuobaHk gomkeH paspaboTartb, JOKYMEHTaNbHO 0QOPMUTE M BHEAPUTL NpoUEeaypbl CYLIKWA OMpenerneHHbIX
MVUKPOOPraHM3MORB B COOTBETCTBYHOLLMX Xuakoctax. MNpouenypbl MOryT BKMOYATE CNEAyLLME BAPUAHThI:

a) cbop nocre BbipallMBaHUS B XUOKOW NUTATENLHOW cpene unu cbop KONMoHWIA, BbipalleHHbIX Ha TBep-
[0W N1uTaTensHOW cpene;

b) BbIOOp BCMoMoraTenbHOro BellecTBa (Hanpumep, rmiTaMara HaTpus), NoAXo4sLero kak ans xua-
KOCTHOW CYLLKW, TaK U AN KOHKPETHOro MUKPOOpraHn3ma,
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C) KOHUEeHTpauusa MUKpobHON cycneHsun (Hanpumep, NpubNUanTernbLHO A0 1010 KOE/mn);

d) Bbibop Npobupok (Hanpumep, CTEKMSHHbLIX), NOAXOASLWMX, HANPUMep, ANA BaKyyMHOW CYLUKW W
3anaiky nnaMeHem;

e) Bpems BblOepHKUBAHWUS MO BaKyyMOM;

f) aTukeTUpOBaHKE U XpaHEeHWE NMpU NOATBEPKOEHHOW TeMnepaType (HanpuMep, Npyu TemnepaType oT
2°Cpo8°C).

8.4.2.6 CybKkynbTMBMpOBaHNE/HeNpepbIBHOE KyNbTUBUPOBaHUE

MukpobHomy 6robaHky criegyeT NpUHATL Mepbl, YTOObl N3GexaTbs CepUMHOIO NAacCMPOBaHUA C LENbIo
nogaepaHus kynstypbl. OOHAKO B UCKMIOYUTENbHBIX CUTYaLMAX, HAanpyMMep Korga OpraHvam He MognexuT
KOHCEepBaLUWUW, KyNETYPY MOXHO PEryrnspHoO 3aceBaTb B HOBLIE NMUTATENbHbIE CPedbl B TakMe YCroBUs, Kak no-
HUXEeHHaa TeMnepaTypa, NOAXOAALLAas ANS MeaneHHOro pocTa.

8.4.3 NMopgroToBKa, KOHCEpPBALUWA U XPaHEeHWe NMPON3BOAHLIX OT MUKPOORPTaHU3IMOB

MukpobHbi 6Mo6aHk MOXeT NpoBOAMTL BblAeneHne reHetmdeckoro (Hanpumep, OHK, PHK), metabo-
MOMHOrO, NMPOTEOMHOro Matepuana w/unu baktepuodaros, anvMKBOTMPOBAHNE U KOHCEPBALUUK 3TUMX MPOou3s-
BOAHLIX B COOTBETCTBYHLIMUX YCMNOBUAX 0O UX MCMNOMNb30BaHUSA UMK pacnpocTpaHeHus. MeTogbl BelgeneHus
OOMKHbI ObITh 3340KYMEHTUPOBAHEI, BanuAMPOBaHbl U BEpUMDMNLMPOBaHSI.

Mpumevyanune — [lononHutensHaa WHQOpMaUUA Mo BanubauuM meToda 3KCTparMpoBaHWA npuBedeHa B
MCO 21899.

8.5 PacnpocTtpaHeHue

8.5.1 O6wume nonoxeHus

Heobxogumo cobnogats TpeboraHua MCO 20387:2018, 7.3.3.

8.5.2 AHanus3 n NpUHATHE 3aNPOCOB Ha pacnpocTpaHeHue

MwukpobHbIA BuobaHK OOMMKEH ONpPefenuTb, JOKYMEHTMPOBaTb W BHeOPWUTb NPOLEedypbl NPUHATWSA 3a-
NMpPOCOB Ha pacnpoCTpaHeHue, OCHOBaHHbIE Ha MPUHLMNAX MOMYyYeHWs OOCTyNa U BHELPEHHbIX KPUTEPUSAX
gocTyna, AencTByloWnx B 6nobaHke.

Heobxogumo obecneunTb COOTBETCTBYHLLME NOMUTUKW/MPUHLMMLI, NpoLedypsl, Tpebyemyto nHdopma-
LU0 U OOKYMEHTbI ANd nonb3oBaTens unu nonyyartens, NnpegnoyTuTensHo Ha caiTe MukpobHoro BrobaHka.

MwukpoBHbIA BrobaHk OOMKeH MonyynuTb OOCTOBEPHYH MHADOPMAaLWMK WU JOKYMEHTbI, KOTOPblE AEMOH-
CTPUPYHOT KOMMETEHTHOCTb MOonyYaTtens Wiy Nonb3oBaTens W/unuM opraHn3auny B obpalleHnn 1 nomnyyeHum
3aTtpeboBaHHbIX MUKPOBHLIX MaTeprManoe 4O pacnpoCTpaHeHns Kaknx-nmbo MMKPOBHbIX MaTepuanos.

8.5.3 CornaweHue o pacnpocTpaHeHUun

Mepepaya MukpoBHOro matepuana Monb30BaTento WM NonyyYaTento OoMmKHa COMpOBOXKOATBCH OOKY-
MeHTanbHO OCPOPMIEHHBIM COMMalleHUeM WInu lpuanyYecky obsg3aTentHeIM JOKYMEHTOM (Hanpumep, KOH-
Tpaktom, MTA) B cootBetcTemnm ¢ MCO 20387:2018, 7.3.3.2.

CornaweHne o pacnpoCTpaHeHUN SOMKHO BKIKYaTb, CPeAn NpoYero;

a) TpeboBaHua B cootBeTcTBUM ¢ MCO 20387:2018, 7.3.3.4 n 7.12;

b) obbem nepegauun: BKNKYaA NocTaBLUMKa W Monyyarens, MUKPODHbIA MaTepvan w/unu orpaHuyeHuns
Ha nepefavyy MUKpoOHOro Matepuana ApyruMm cTopoHam u/vnu B opyrue nabopatopuu/mecTa,

C) pacnpefneneHue pecypcoB/pe3ynsTaToB OeATensHOCTH: obecnedeHne Mep Unu npolenyp no pacnpe-
OEeneHno pecypcoB/pe3ynsTaToB AeATENbHOCTH;

d) 3awmTy MHTEennekTyanbHoW cOBCTBEHHOCTU: obecnevyeHne 3allUThl MHTENNeKTyanbHON cobcTBeH-
HOCTWM CTOPOH O0roBopa;

€) OTBETCTBEHHOCTL 33 KadecTBo: obecneyeHre OTBETCTBEHHOCTU MUKPOBOHOro BuobaHka 3a kadyecTBO
MUKPOBHBIX MaTepuanos;

f) BesonacHocTb 1 3awmTa: obecnevyeHne OTBETCTBEHHOCTM nonydartens 3a BesonacHoe obpalleHue ¢
MWUKPOBHBIMK MaTepuanamu.

MpumevaHue 1 — Buonornyeckne matepuansl NnepeqarwT TPETbEN CTOPOHE HA MOCTOAHHOW OCHOBE TONBKO
MpW YCNoBUsIX, COOTBETCTBYHOLLMX YCIOBUSM, Ha KOTOPbIX OHM DbINW NepBOHa4anbHO NPUOBpeTeHbl, U C KOMUSAMW O0-
KYMEHTOB, NOATBEPKOALLMX COrMalleHne CO CTPaHOW-MOCTaBLUMKOM, f4e 3T0 NPUMEHUMO, BKMKYas npegsapuTensHoe
obocHoeanHoe cornacue (PIC), B3anmocornacoBaHHele yecrnosua (MAT) unv gpyrue cooTBeTCTBYIOLME OOKYMEHTHI.

MpumevaHue 2 — Buvonormyeckue matepuansl NOCTABNAKT ANS BbiNonHeHWsa cybnoapaaHblix paboT ¢ reHe-
TUYECKUMW pecypcamMu, TakMx Kak CEKBEHWPOBaHWE, TONBKO B COOTBETCTBUM C MOMOXEHUAMK W YCIOBUAMMW, HA KOTOPbIX
OHW NpUOBPEeTEHb!, UK NPU HaNWYUK OoKasaTernbCTB Hanuyus Hoeoro Habopa PIC n MAT 1 T. 4. ¢ nepBoHayarnbHbIM
MOCTaBLLUKOM.
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8.6 YnakoBKa

Heobxogumo cobntogats TpeboraHua NCO 20387:2018, 7.4.

MWKpoOpraHnamMbl UM MUMKPODHbLIE MaTepuansl OOMKHbLI ObiTb yNakoBaHbl B NMOAXOASALMA TpaHCNopT-
HbI KOHTeHep, YTOOLI NPEAOTBPATUTL YTEUKY UMK NOBPEXAEHUE.

TpaHcnopTHLIE KOHTeMHepbl JOMKHbI BbiTh YNakoBaHbl TakMM 06pa3oM, YTobbl 3aWUTUTE NEPBUYHbBIN
KOHTEMHEep OT NMOBPEXAEHWSA U YTEUKN.

KpnokoHCepBMpOBaHHbIE MUKPOOPTaHM3Mbl AOMKHbI TPAHCNOPTMPOBATLCA B CreunanbHbiX KOHTelHe-
pax C XWOKMM a30TOM WNW TBepabiM AMOKCMOOM yrrepoga (Cyxoi nea) B 3aBUCMMOCTM OT TpeboBaHuil K
YCIOBUSIM TPaHCMOPTUPOBaHUS.

Mpw nepenave MUkpoBHOro mateprana nepef ero ynakoBbiBaHUEM MUKPOBHLIA B1oGaHKk OoMmKeH npo-
KOHTPOMUPOBAaTb HAMOMHEHHbLIE NPOBWPKK/aMnynbl cyBNMMUPOBaHHOTO/BLICYLLEHHOTO B XMOKOCTU MUKPOBHO-
ro MaTepuana cornacHo 3apaHee onpefeneHHbIM KpUTEePUAM KOHTponsl, YyTobbl uabexaTb Takux Henpuemne-
MblX AedeKTOB, Kak HapyLleHWe BakyymMa 3a CYET MOMoMKM YKYNOPOUYHOW CUCTEMBI.

Mobble aedekTHble 06pasLbl He AOMKHbLI BKMYATLCS B KOMNINEKT NMOCTABKH.

8.7 TpaHcnopTupoBaHue
Heobxogumo cobniogate Tpeboeanna NCO 20387:2018, 7.4.

I pummevyaHune — npaBI/IJ'Ia 1 pernamMmeHTbl, Kacarlecq NoCTaBKU MVII{pDﬁHbIX MaTtepuanos, MOTyT pa3nn4yatb-
CA B pa3HbIX CTpaHaX."peFMOHaX Ny pasfmiMyHbIX TPAHCMNOPTHbIX opran3au,v1|?|. [na Hagnexallero TpaHCNOPTUPOBaHWA
HeobxogMmo NpoOBEPUTE 3TW NpaBKna U pernameHThl.

9 YnpaBneHue npeteH3InssMun

YnpaeneHue npeTeH3usiMu NpoBogaT B cooTBeTcTBUM ¢ MCO 20387:2018, 7.13 1 8.9.2.

10 YnpaBneHue uHcdopmaumen n AaHHbIMMN
10.1 TpeGoBaHMA K UHPOPMALMOHHOW CUCTEME

10.1.1 O6wmMe nonoxeHUs

MudopmaunoHHas cuctema [omkHa cooTtBeTctBoBatk WMCO 20387:2018, 7.3, 7.5, 7.10 w
MCO 21710:2020, 5.4.

10.1.2 Cuctema ugeHTuhmkaumm MMKpobHoro matepuana

MwukpoGHbIA BrobaHK OoMKeH PerncTpupoBaTh AaHHbIE, OTHOCALLMECA K KaXKAOMY MWKpOBHOMY maTe-
puany, B MH(POPMaLUOHHOA cucTeMe W ynpasnaTbe umMmu. MukpobHein 6uobaHk gomxkeH paspabotaTb uaeH-
TUdMKaTopbl/perucTpaLMoHHble HOMepa ANf Ka)XOoro noctynawuwero B MMKpobHbi BrobaHk MukpobHoro
mMaTepuana, Npou3BOACTBEHHOW NapTUM N MECTOMNONOXEHUA ANS Ka)Kaoro MMKpobHoro matepuana.

10.1.3 MMHUManbHbIA HAabop AaHHbIX

Heobxogumo nmets MH[, BkMoyawwmia cnegyoline AaHHble: perucTpauuoHHbIA HOMEp, TUM OpraHn3-
Ma, cTatyc, buobezonacHocTe U Buo3awuTa, Nbble yKasaHHble OrPaHUYEHUS U UCTOPUSA OENOHUPOBaHUSA
cornacHo NCO 21710:2020, 4.2.2.

MH[ cnegyet nogteepanTh 4OKYMeHTansHo B cooteBetctBum ¢ MCO 21710:2020, 5.3.3.

10.1.4 PexomeHayembii Habop gaHHbix (PHO) ana MMkpo6HbIX MaTepuanos

PHO no mukpobHbiM MaTepuanam, Npyv HanM{uW, OOSDKEH COOepXaTb Creaylolne gaHHble, Kpome
MHopMaynu, Heobxognmon ansa MHL: nHdopmauuo o cbope, KyNnbTUBMPOBAHUK, KOHCEpBaL UK 1 obcny-
KUBAHUK.

Mpumepsl PHO npueegersl B MCO 21710:2020, npunoxeHue A.

10.1.5 PerncTtpauMoHHLIA HOMep MUKpoBHoro 6uobaHka

MwukpoBHbI BuobaHK NpUcBanBaeT YHUKaNbHLIA PErMCTPaLUOHHbLIA HOMEp KaX4oMYy BHOBb 3aperucTpu-
pOBaHHOMY MUKPOBHOMY MaTepuany. PernctpalmoHHbIR HOMepP B MUKpOBHOM BuobaHke LomKeH ObiTk NOCTO-
SAHHbIM MOEHTUDUKATOPOM MUKPOBHbBIX MaTepuanos.

10.1.6 Homep Npon3BOACTBEHHON NapTUM

Mpw KaxxgoM NocTynneHun MMKPOBHOTO MmaTtepuana emy npuceavBalT HOMep NPOM3BOLACTBEHHON nap-
TUKN, MOEHTUDULMPYIOLWKMA MUKPODHbLIE MaTepuanbl, NMPOM3BEAEHHbIE B O4MHAKOBbLIX YCNOBWAX, U AaTy pe-
rucTpauuu. JaTtoi perucTpaunm cHMTarT OeHb, Korga MUKPODHbIM BuobaHk 3aperncTpupoBan maTtepuan B
MHpOpMaLIMOHHOW CcUCTEME MaTepuanos.

dopmaT JOKYMEHTaNLHOro NoATBEPKAEHUS AaThl M BpeMeHW gomkeH cooTBeTcTBoBaTh MCO 8601-1.
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10.1.7 MecTononoxeHue

MecTononoxeHue Ka)aoro MMKpobHoro matepuana B MUKpoOHOM GrobaHke AOMKHO BbITh 3aperncTpu-
poBaHo. 3anucK HeobxoaoMMO ODHOBMATH MPU CMEHe MecTononoxeHusa. [na cneunansHo obopyaoBaHHOMO
MEeCTOMOMNMOXEHWUS MOXHO UCMONb30BaTk YCTPOMNCTBO ANA KOHCepBauuy, BoKe ONs KOHCEepBAaLMKU U 30HY Xpa-
HeHus.

10.2 YnpaBneHWe NHBEHTAPHLIMU pecypcamMmm

Heobxogumo cobnogarts Tpeboranua MCO 20387:2018, 7.5.1, nepeuncnexne c) n 7.7.
YnpaeneHne MHBEHTAPHLIMKU Pecypcamu MOXHO MPOBEPUTL NPKU NonyYeHUU MUKPOBHBIM BroBaHkoM
3asiBNeHus Ha pacnpocTpaHeHne MMKPOBHLIX MaTtepuaros.

11 KoHTponb KadyecTBa, Banugauua v Bepudukaumnsa

11.1 O6LwiuMe nonoxeHus

MwuKpoOHbI BroBaHK [oMmKeH OCYLLEeCTBAATb KOHTPOIb Ka4eCcTBa, Banugauno n/unv Bepmdukanmo me-
TogoB B cooTBeTcTBMM ¢ MCO 20387:2018, 7.8, 7.9.

11.2 KOHTPOJ‘Ib KavecTBa npoueccoB, MMKPOGHI:IX MaTepuanoB U CBA3aHHbLIX C HUMW OaHHbIX

AHanu3s pe3ynsTaToB pasnuMyHbIX METOAOB WCMbITAHWIA OOMKEH BKMOYaTh!

a) Xun3HecnocobHOCTL (MepBoHaYanbHas U Nepuoanyeckas OLEHKa) U NepedeHb BO3MOXHbLIX METOLOB
MCMbITAaHUSI U KPUTEPUEB MPUEMMEMOCTH;

b) uucroty;

C) noaTBep:AeHWe NOANWMHHOCTH (MOEHTUMKALMSA) U NepevYeHb BO3MOXKHbLIX METOOO0B UCMbITAHWUA W KPU-
TEpVEB NPUEMMEMOCTH;

d) KOHKPETHbIE FTeHOMHbIE XapakTePUCTUKK (CTabUNbHOCTL MK NOAAEPXaHue NIasMua U/Mnu KOHKpeT-
HbIX FEHOTUMOB), €CN NPUMEHUMO.

[nsi oLueHKM COOTBETCTBMA HA3HAYEHHOMN Lienn HeobXoaMMO NPOBOANTL KOHKPETHbLIE MCMbITaHMS MO KOH-
TPOMIO KA4YecTBa, ECNA LIEMNb U3BECTHA.

MpumeyvyaHue 1— McnbiTaHua MOTyT BKAKOYATL peHOTUNKYECKNE (MOPOMorMa KOMOHUA, MUKPOCKONMYecKas
Mopdhonornsa Baktepuid, BUOXMMUYECKUE XapaKTEPUCTUKK), CEPOTUNMYECKME (ON1A NaToreHHbIX 6aKTepui, Bbl3biBaOLMX
WMMYHHBIA OTBET Y X03AMHa) W/ FeHOTUMUYECKME XapaKTEPUCTUKM (MPUCYTCTBUE KOHKPETHLIX Mnasmua, NpucyTcTBue
KOHKPETHBIX MOcrnefoBaTensHOCTeN), obecnednBalLne reHETUYECKYH CTabunbHoCTb.

CnegyeT oueHuMBaTh U CpaBHMBATh Pe3ynkTaTthl, MONYYEHHbLIE OQHWM U TEM e METOLOM, BbINONHSAEMbIM
HEeCKOMBKMMU creuanucTamMmu B 04QHO W TO e BpeMs B O4HOW U TOW Xe Unu B pasHblx NabopaTopuax (ycTon-
YMBOCTD).

KoHTponb kavecTBa Kaxgoro Tuna MUKpobHOro matepuana LOMKeH:

- BbINONHATHCA BuobaHkoM Yepes 3apaHee ONpeferneHHble UHTepBarbl BpeMEeHHN;

- BKMOYaTh KOHTPOINb YMCTOThI U MAEHTUYHOCTM A0 (MpY NONyYeHUKU) U Nocne KoOHcepBauuu;

- BKIMOMATb OLEHKY XM3HecnocobHocTu (4NA 3anpaluvBaemblx Kynestyp) unu unctoty AHK (onga 3anpa-
wwueaemoi HK) go pacnpocTtpaHeHus.

MpumeyaHue 2—XKn3zHecnocoBHOCTE MOXHO OLEHWUTB MO POCTY KYNETUBMPYEMbIX BaKTepuid 1 onpeaeniTe no
HernoBpexaeHHoW MmembpaHe, dyHKUMOHaNEHOMY CUHTe3y DenkoB 1 Apyrux KOMNOHEHTOB BaKTepuanbHOWM KNeTKW W Beipa-
©oTke 3Hepruv, HeobxoaMMON ANA NoAAepPXaHWs KNeTo4Horo Metabonmama 1, B KOHEYHOM CHETe, POCTa U Pa3MHOKEHWS.

MpumeuvaHue 3 — McneiTaHve xu3HecnocobHbIX, HO He KynsTuBMpyeMbix (viability testing of viable but not
cultivable, VBNC) Baktepuii MOXHO BbINONHWTEL C UCMOMb30BAHWEM pada METOAOB (HanpuMmep, no noteHuvany membpa-
Hbl, LENOCTHOCTN MeMBpaHbl, pecnupaTopHOM akTMBHOCTU, OTBETHOW peakuun Ha cybecTpart, cuHTeay MPHK).

11.3 Banugauua u BepudMKauna MeTogoB

B npononHeHne K nonoxeHuam 11.1, MUKpOOHbIA BrobaHK MOXeT NoOATBEPKAaTb U/MNU BepudULMPOBaTh
cBOM MeToabl obpaboTkK B cooTBeTCcTBMM ¢ MCO 21899.

12 OT4yeTHOCTbL
Heobxogumo cobniogate Tpeboranua MCO 20387:2018, 7.12.
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MpunoxeHnne OA

(cnpaBouHoe)

CBefeHUsl 0 COOTBETCTBUM CChINMOYHLIX MeXOgyHapoaHbIX CTaHOapTOB

Tabnwuua OA.1

HauyuWoHanbHbIM CTaHOapTam

Obo3Ha4eHVe CobINOYHOTo MeXayHapoaHoro CreneHb ObosHa4eHe 1 HaMMEHOBaHUE COOTBETCTBYIOLLErO
cTaHgapTa, AOKyMeHTa COOTBETCTBUA HaLUWMoHankHoro cTaHaapTa
1ISO 15190:2020 IDT [OCT P NCO 15190—2023 «Jlabopatopun megum-
unHckue. TpeboBaHua BesonacHoCTU»
1ISO 20387:2018 IDT [OCT P MCO 20387—2021 «broTtexHonorusa. buo-
BaHkmHr. Obwme TpeboBaHua»
1ISO 21710:2020 — =
1ISO 45001:2018 IDT [OCT P NCO 45001—2020 «Cwuctembl mMeHeq-
»MeHTa Be3onacHocTV Tpyada W OXpaHbl 300POBLA.
TpeboBaHua U pyKOBOACTBO NO NPUMEHEHMIO»
WHO. Laboratory biosafety manual, 2020 — =

BETCTBUA CTaH4apTOB:
- IDT — ngeHTUYHbIE cTaHOapPThI.

* COOTBETCTBYIOLWMIA CTaHAAPT (OOKYMEHT) OTCYTCTBYET. [10 ero NpuHATUS PEKOMEHAYETCS UCNONb30BaTE NepeBo
Ha PYCCKMiA A3bIK AaHHOTO MeXAyHapoOHOro cTaHgapTa (BoKyMeHTa).

M puMMeEYHaHne — B HacToswen Tabnvue Mcnonb3oBaHo cnegywllee ycrnosHoe 0003Ha4YeHne CTeneHn cooT-
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