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Mpeancnoeue

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

2 BHECEH TexHu4eckum komMWuTeTOM nNo cTaHpaptvsaumm TK 458 «PaspaboTka, NpoOW3BOACTBO W
KOHTPOMb KayecTBa NekapCTBEHHbIX CPeacTB»

3 YTBEPX/EH W BBEJEH B JEWCTBWE MMpukazom ®enepanbHOro areHTCTBA MO TEXHUYECKOMY
perynuposaHuio U metponoriun ot 20 maa 2025 . Ne 438-cT

4 HacTodawmin ctaHgapT uaoeHTu4eH mexgyHapogHomy ctanHgapty MCO 13408-7:2012 «AcenTuyeckas
obpaboTka nagenuii MeguLMHCKOro HasHadeHus. Yactb 7. ANbTEepHATUBHbLIE TEXHOMOMM ANA HECTAHAAPTHbLIX
MeOWLMHCKUX U3denuin n kombuHaumin npogyktoBy» (ISO 13408-7:2012 «Aseptic processing of health care
products — Part 7: Alternative processes for atypical medical devices and combination products», IDT).

HavmeHoBaHWe HacTosWero craHgapTa MU3MeHeHO OTHOCUTENIbHO HaUMEHOBaHUA YKa3aHHOMo Mexay-
HapOOHOTro cTaHgapTa 4ns npuesegeHus B cooteeTcTBue ¢ FTOCT P 1.5 (nyHkT 3.5).

MexayHapogHblA cTaHgapT paspaboTaH TexHWYecKUuM KoOMWTeToM no ctaHgaptusauum NCO/TK 198
«CTepunusauma nagenuin MeguuMHCKOTro HasHaYeHUsa».

Mpy NpUMEHEHWM HACTOSILLEro cTaHOapTa PEeKOMEeHAYeTCA UCMOMNb30BaTh BMECTO CChIMOYHBIX MEeXay-
HapoAHbIX CTAHOAPTOB COOTBETCTBYHOLME UM HALMOHANBHLIE CTAHAAPTLI, CBEAEHUS O KOTOPLIX NPpUBEAEHL! B
OONOMNHUTENsHOM npunoxeHun JA.

[JononHuTenbHble CHOCKW B TEKCTe cTaHgapTa, BblAeneHHbIM KYpPCUBOM, MpUBELEeHbl A58 NoOHWMaHUS
TeKcTa opurmHana

5 BBE[EH BIEPBbIE

MNpasuna npumeHeHUss HacmosAweao cmaHdapma ycmaHoseHbl 8 cmambse 26 @edepanbHoz0 3aKoHa
om 29 uwoHs 2015 2. Ne 162-®3 «O cmaxdapmu3sayuu 8 Pocculickoli ®edepauyuuy. MHgopmalus o6 us-
MeHEeHUsX K HacmoswemMy cmaHdapmy nybrnukyemcs 6 exez00HOM (M0 COCMOsHUK Ha 1 aHeaps mekyuieao
a2o0a) uHghopmayuOHHOM ykazamene «HayuoHansHele cmaHdapmel», a oghuyuanbHbil Mmekcm uameHeHul
U MOApagoK — 8 eXeMeCcAYHOM UHGOPpMaUyUOHHOM ykalamene «HayuoHanbHbie cmaHOapmbl». B cnydyae
nepecMompa (3aMeHbl) Uu OMMeHbl Hacmosuweao cmaHdapma coomeemcemeyroujee ysedomieHue bydem
onybnukosaHo 8 brnuxaluwieM 8biycKe eXeMecsYHO20 UHEOPMayUuOoHHO20 ykasamerns «HauyuoHanbHble
cmaHOapmsl». Coomeememayiolias UHGopMayusi, ysedoMIeHUE U MEeKCmbl paaMewalomcs makxe 8 UH-
ghopmauuoHHOU cucmeme obLezo nonk30eaHus — Ha oguuuansHoMm calime @edepansHo20 azeHmcemea rno
MEexXHUYECKOMY peaynupoeaHuro U Memponoauu 8 cemu MiHmepHem (www.rst.gov.ru)

© IS0, 2012
© OdpopmneHue. ®IBY «MHcTUTYT cTaHgapTuaayuuy», 2025

HacToawwmin ctaHgapT He MOXeT ObITb MOMHOCTLIO UMK YACTUYHO BOCMPOU3BEOEH, TUPaXXMNPOBAH U pac-
NMPpOCTpaHeH B Ka4vecTBe OC*)MLI,MBJ'II:HOFO n3naHua bes pa3pelieHunsa <De,qepaanoro dreHTCcTBa no TeXxHNn4ecko-
MYy perynmpoBaHvMi 1 METPOJIOTUA
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FOCT P NCO 13408-7—2025

BeegeHue

MexayHapogHeii ctaHgapt MCO 13408 yctaHaBnuBaeT TpeboBaHWA K acenTUYecKoMY MpOU3BOACTBY
MeOWLMHCKOW Npoaykuun M onyBrnvkoBaH B BUAE HECKOMbKMX YacTel. PaHee K CTepUNbHOW MeOWLMHCKOW
NPOAYKUWKW, NPOU3BOAMMON B aCeNTUYECKMX YCMOBMSX, Yalle BCEro OTHOCUIN XUOKOCTWU, MOPOLLKA UMK CY-
CMEH3UK, K KOTOPbIM HenpumMeHnMa UHULLIHAA cTepunuaaums. MNMosgHee Bbin BBEAEH TEPMUH «KOMBUMHMPO-
BaHHasi MeAWLMHCKaa Mpoaykuusi», KOTopas BKMYaeT pasnuuHble KoMBWHaAUUK MeAWUMHCKUX W3Oenui ¢
Opyroin MedWUWHCKON MpoayKUWel, Hanpumep KOMBUHALMK «MeOWLUHCKOEe U3Lenve/nekapcTBeHHOe cpef-
CTBO», B TOM YWCne codepxallne BMonorvyeckne nekapcTBeHHble cpeactea U BuoMeauuMHCKUe KneTodHble
npogykTsl (BMKIT), koTopble He MoryT nogBepratscs (OUHULLIHOW CTEPUIM3aLInN.

MpumeHeHne MCO 13408-1 K TakUM MeOULMHCKUM WU30enusm MoxeT notpeboBaTth paspaboTku ansTep-
HaTUBHLIX MOAXOA0B K UMWUTaLMK NpoLecca NPouM3BoAcTBa. HacTosawmwid ctaHaapT coaepXut TpeboBaHua u
pekomMeHOauuM no pazpaboTke anbTepHaTUBHLIX NOAX0A0B K OLeHKe acenTU4ecKoro Npou3BoacTea MeauLMH-
CKOW MpoJyKLMKM NOCPEnCTBOM MOOENUPOBAHWUS TEXHOMOINMYECKOro npolecca, CoOOTBETCTByOLWero Tpebora-
Husam MCO 13408-1*.

B MCO 13408-1:2008, 10.1.2, ponyckaeTcsa NCNOMNb30BaHWE ansTepHATUBHBLIX NOAXOO0B K MOLAENMPOBa-
HWIO MpoLecca NPoOU3BOACTRA, paspaboTaHHbIX ONS KOHKPETHLIX MeguMUMHCKMX U3Oenuin unM KoMBMHNpoBaH-
HOW MeLULMHCKOW NPOAYKUUK, eCITM UCMNOMb30BaHWe XUOKOW CTEPUNBHON cpelbl HEBO3MOXHO.

K MeguumHCKMM n3genusam v KOMOMHUPOBAHHOW MEAWMLIMHCKON NPOAYKLMM, KOTOpble 0ObIYHO NPOW3BO-
OAT B aCeNnTUYECKUX YCITOBUAX, MOXET BbiTb OTHECEHO, HANPUMEP, cnegyloLlee:

a) MeJUUUHCKME W3OENUs, K KOTOPbIM HEMpUMeHUMa UHKULLIHAA CTEpUNU3auns U AN NpoM3BOACTBA
KOTOpPLIX HE MOTyT BbITh peanuaoBaHsbl nonoxenns MCO 13408-1:

- BuonpoTesbl (Hanpumep, cepaedHble KnanaHbl, COCYAUCTbIE MMMaHTaTh);

- BuopasnaraeMble UMNAAHTaTEl (HAaNPUMEpP, XMPYPrMYeckue CeTKU-MMMAaHTaThbl ANs rpbiK);

- mMaTpuubl Ha BMONOrMYEeCcKoM OCHOBE MCKYCCTBEHHOTO MM GMOMOrMYECKOro NpoMCXOKOEHWS;

- YCTpOWCTBA ANA 3KCTpakopnopansHoi obpaboTku (HanpuMmep, UMMYHOCOPBEHThI);

- UMMNNaHTUpYEMbIE OCMOTUYECKNE HACOCHI;

- TEPMETUYHO YNaKOBAHHbIE 3MEKTPOMEXaHWYEeCKNe YCTPONCTBA M 3NEKTPOHHBIE YCTPONCTBA B 3a-
LMTHOM Koprnyce (Hanpumep, MHBa3WBHbIE U HEWHBA3MBHbLIE AUArHOCTUYECKMUe YCTPOMCTRA);

b) kKoMOWHMpOBaHHaa MeguUWHCKas NPOAYKUMS (BKMoyasa kombuHauuio npogyktoe ¢ BMKM):

- MMMNaHTaTbl, NOKPbITble NEeKapCTBEeHHbIM CPeacTBOM W/MMKM BeWwecTBOM DMONOrnyeckoro npowvc-
XOXOEHUSA [HanpumMep, CTEHTbI C NEKAPCTBEHHLIM MOKPLITUEM, YCTPOWCTBA-HOCUTENW BENnKoB, KOCTHLIE BUOo-
UMnnaHTaTel (Marepuanel) ¢ chakTopamu pocTa, buopasnaraemblie CTEHThbI C NEKapCTBEHHbLIM NOKPLITUEM];

- paHeBbIE MOBHA3KW (HanpuMep, MOBHA3KW C reMOCTaTUYeCKMMU BeLLecTBaMu, aareanBHbLIMK Bellle-
CTBaMW UM BMONOrMYecKUMK Npenaparammn);

- CMCTEMBbI TpaHcOepManbHOW UK MHBEKLWMOHHOW AOCTaBKM (Hanpumep, NnacTbipy C NeKapcTBeH-
HbIM MOKPbITMEM MM BUOMOrMYecKMMK BeLecTBaMy AN MHTEPCTULMANbHOIO BBEAEHUS);

- Habopbl, cogepxalme BUONOrMHECKUIA NN NEKAPCTBEHHbLIA KOMMNOHEHT (HanpuMep, AeMUHepanu-
30BaHHas KOCTHas Matpuua).

Ons ngeHtTudmrkaumm, aHanusa v KoNnM4eCcTBEHHON OLEHKW PUCKOB KOHTaMWUHALMW NepedYncneHHbIX Npo-
OYKTOB MOTYT ObITb MCMOMIb30BaHbI CTpaTerns U MeTof(bl) ynpaBneHuss pUcKkaMmmn Ha NpOTSKEHUM BCETO KN3-
HEHHOro UWKna npogykTa/mpouecca. Ona oueHku 3(dEeKTUBHOCTM KOHTPOMS KOHTaMUHaUUKW 1 ynpaBneHus
puUCKaMK Ha OTAEeNbHbIX aTanax npoLecca OCyLWeCTBASAT MOHUTOPUHI NPOW3BOACTBEHHOW cpeldbl C MUKPO-
Bronorvyeckummn ncnbiTaHnamu. Mo pesynsrtatam aHanv3a pMCcKOB MOAENb TEXHOMOrMYeckoro npouecca mMo-
*eT BbiTb ckoppeKkTupoBaHa. Ecnu peaynbrarel MOAENMPOBaHWA TEXHOMOMMYECKOro npouecca npuemneMsl,
3TO SABNSAETCH NoATBEPXAEHWeM Toro, 4To obecneunBaeTca TpebyemMbld ypOBEHbL KOHTPOMNSA KOHTaMWHaLWW B
acenTU4ecKoM NPOM3BOACTBE (T. €. BO BPEMS acenTM4YecKoro Npouecca He BHOCUTCA Kakon-nmbo MUKpOBHOM
KOHTaMuHauun).

HacTtoawmin ctTaHgapT HeobxoaMmo NpUMeHaATbs coBMecTHO ¢ MCO 13408-1.

TeKcT HacTosALLEero ctaHgapTa, KoTopblin gononHaeT nonoxeHusa MCO 13408-1, ocbopmneH B Buge npu-
Me4YaHun.

" B Poccuiickoti ®edepayuu ons npouzsodcmea rekapcmeeHHbix cpedcme delicmeaytom «lpasuna Hadnexauwell
npoussodcmeeHHOU npakmuku» Eepasulickoeo akoHoMuyeckozo coio3a, ymeepxoeHHbie PeweHuem Cosema ESK om
3 Hosi6ps1 2016 2. Ne 77.

v
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HAUMWOHANBbHBIA CTAHOAPT POCCUUCKON OEOEPALUMN

ACENTUYECKOE NPOU3BOACTBO MEOUUMHCKOW NMPOOYKLUWK
YacTtbe 7

AnbTepHaTMBHbIE NpoLlecchkl NPY NPOU3BOACTBE MeAULUMHCKUX U3genui
M KOMDMHMPOBaHHOW MeAULMHCKOW NPOAYKLUK

Aseptic processing of health care products. Part 7. Alternative operations in the processing
of medical devices and combined health care products

Oarta BeegeHna — 2026—06—01

1 O6nacTb NnpuMeHeHunA

HacTtosawmi ctaHgapT cogepxuT TpeboBaHUAa 1 pekoMeHgaUMn No ansTepHaTUBHbLIM NOAX04aM K Banu-
Jauun nyteM MMUTaLKUK NpoLecca NpoM3BOACTBA MeOULUMHCKUX U3AEeNnii 1 KOMOUHUPOBAHHOW MeaULHCKOM
NPOAYKUNK, KOTOPbIe He noanexar (MUMHULLHON CTepunM3auvMm U Ons KOTopbix onucaHHble B MCO 13408-1
noaxodbl HE MOryT ObITb MPUMEHEHbI.

B HacTosWwem cTaHgapTe NpyMBOAMTCH ONMcaHue NPUMMEeHeHWUs OLLEHKN PUCKOB B Xoae paspaboTku acen-
TUYECKOro npouecca ¢ Lenbio NpoToKona Banvgauum npouecca NpoM3BoacTBa MeAUUUHCKUX U3OEenNUiA U KOM-
OVHVpPOBaHHOW MEOWLMHCKON MpOoAyKUMKM B TeX crydasx, Korga npamMasi 3ameHa Nnpou3BOAMMOro NpoaykTa
MMUWUTALMOHHON CPedon Npu acenTUYecKOM MpoLecce HEeBO3MOXHAa WM He BydeT MMUTUPORATL pearbHblii
acenTUYeckMi npouecc.

2 HopmaTuBHbI€ CCbINKK

B HacTosAllem cTaHgapTe KCNoMb30BaHa HopMaTHBHAasA CChifiKa Ha CneaylLwmniA cTaHgapT [Ans gaTupo-
BaHHbLIX CCbINOK MPUMEHSIIOT TOMLKO YKA3aHHOE WM3OaHWe CChINMOYHOro cTaHaapTa, ANs He4aTUPOBAHHBLIX —
nocnegHee (BKNYas BCe M3MEHeHUs)]:

ISO 13408-1, Aseptic processing of health care products — Part 1: General requirements (Acentndyeckoe
NMPOM3BOACTBO MeAWLMHCKOW npogykunu. Yactb 1. Obwwne TpeboBaHus)

3 TepMuHbI M onpeaeneHusn

B HacTosleMm cTaHgapTe npuMeHeHsl TepMuHbl no MCO 13408-1, a Takke crnefyLlMe TEPMUHBI C CO-
OTBETCTBYHOLLMMU ONpedeneHusamMu:

3.1 nocTopoHHAA KOHTaMuHaumA (extrinsic contamination): KoHTamuHauua npogykuMm maTepuanom
BHELLHEro NpoMCXoX4eHWa BO Bpems npouecca Npon3BoacTea.

n puMmedyaHue — B HacToAwem CTaHOapTe B NepByk o4vepenb B KadvecTBe I'IDCTODOHHBI-/"I KOHTaMWHaukWK pac-
CMaTpMBaeTCA KOHTaMHaUWA MUKPOOPraHnamamm: 66KTBDMVI, nrnecHeBble FpM6bI N OPOHOKN.

3.2 umutauma npouecca (process simulation): JeAcTBusi, KOTOpble WMWUTUPYIOT TEXHOMOrMYECKUA
npouecc Wnu 4acTb Mpouecca Npov3BOACTBA AN AEMOHCTpauMM cnocobHOCTU acenTu4eckoro npouecca
npenoTBpallaTe MUKPOBOHYH KOHTAMUHALMID.

3.3 ynpaeneHue puckamu (risk management): CuctemaTuyeckoe NnpuMeHeHUe NoNUTUKK, Npouenyp u
NPakTUK MeHeKMEHTa Ka4ecTBa ANA peLlleHns 3a4ay aHannaa, OLUeHKN, ynpaBrneHus i MOHUTOPUHIa PUCKOB.

[MCO 14971:2007, onpepgenexHue 2.22]

3.4 npoaykT-umutatop (surrogate product): ObbekT, obrnagarolinii NOXOKUMK XapakTepUCcTKaMm 1
MCnonb3yemblil B3aMeH NMPOU3BOAMMOIO NPoAyKTa ANS UMUTaL MK npouecca.

MapaHune ochbuumnansHoe

GostExpert.ru
https://GostExpert.ru/gost/gost-13408-7-2025



https://gostexpert.ru?utm_source=pdf&utm_medium=70198
https://gostexpert.ru/gost/gost-13408-7-2025?utm_source=pdf&utm_medium=70198&utm_term=page

FOCT P NCO 13408-7—2025

4 3neMeHTbl cCUCTeMbl KavyecTBa

Cm. CO 13408-1:2008, paznen 4.

5 OnpepeneHue xapakTepuUCTUK NpoLecca acenTUYECKOro NpousBoacTBa

5.1 O6wue nonoxeHun

Cm. MCO 13408-1:2008, 5.1.

5.2 ¥YnpaBneHue puckamm

5.2.1 O6LwmMe NonoxeHUs

Cm. NCO 13408-1:2008, 5.2.1, Takke NPUMEHSIOT criegytolimne TpeboBaHNs:

a) oueHKa pMCKa OOMKHa yYuTbiBaTh BCe 3Tanbl aCenTUYecKoro mpouecca W onpegensitTb, MOXeT fn
npouecc 6biTb UMUTUPOBAH OJHUM HEMPEPbIBHBLIM 3TANOM UMK UMUTALMA NpoLecca AoMKHa BbiTh pasaeneHa
Ha oTOenbHLIE 3Tankbl,

OueHKa pucka He O0MKHa UCMonb30BaThCs AN 060CHOBaHMS BO3MOXHOCTM MMUTALMW TONBKO OTAEMNb-
HbIX 9TanoB, a HEe BCeX 3TanoB acenTUYecKoro rnpouecca.

Mpumevanns

1 YcnewHas vMmuTaumsa npouecca no3BonseT AokasaTb CNocobHOCTE BanuAMpyeMoro acenTUYecKoro npouecca
obecne4nBaTk Npuemnemelil ypoBeHb 06LLero ocTaTo4HOro prcka MMKPOBHO KOHTaMuHaLUWK.

2 BbibpaHHbIi METOA OLIEHKM PUCKOB OOMKEH COOTBETCTBOBATL 3Tany paspaboTku acenTYecKoro npouecca;

b) npu paspaboTke npoTokona Banujauuy AN CTaHAapTHLIX MPOLLECCOB MPOBEAEeHUEe BCECTOPOHHEN
OLeHKN pPUCKOB MOXET He TpeboBaTbcs. OBoCHOBaHWE NPUHATOrO pelleHWst OMKHO ObiTk 3a40KyMEHTUPO-
BaHO.

5.2.2 WgeHTndmkaumsa puckoB MUKPOOGHOW KOHTaMUHaLUKU

Cm. MCO 13408-1:2008, 5.2.2.

5.2.3 OueHKa pUMCKOB KOHTaMWHaL UK

Cm. MCO 13408-1:2008, 5.2.3.

5.2.4 MOHMTOPWHT 1 BbiABNeHWE KOHTaAMUHALUKN

Cm. MCO 13408-1:2008, 5.2.4.

5.2.5 MNpeaynpexgeHne KOHTaMUHaLUK

Cm. MCO 13408-1:2008, 5.2.5.

[JononHuWTensHO NPUMEHST cnefylline TPeboBaHUA B OTHOLUEHUW YyNpaBNeHUs: pUCKaMMU.

5.2.6 Wcnonb3oBaHWe OUEHKUW PUCKOB Mpu pa3paboTke v npegBapuTenbHOW KBanudukauyum
(Banupauum) acenTUYeCcKoro npouecca Ao Havana npoMbILUINeHHOro NpoM3BoAcTBa

5.2.6.1 [JomxeH ObITb ONpefeneH npueMnemblil ypoBeHb pUcka KoHTaMuHauun. OueHka pucka QoIKHa
NPOBOAMTLCS BO BpeMA pa3paboTku acenTUYecKoro npouecca. Ona KaXKgoro atana acenTUYecKoro npouecca
OOMKHbI DbITb OnpegeneHbl cnocobbl KOHTPOMS PYcKa C Lenbk npegynpexaeHns MUKPOOHOM KOHTaM1HaL MK,

5.2.6.2 OueHKy pyucKa KOHTaMWHAL MW NPOBOASAT KONUYECTBEHHBIMW METOAAMM W NPEQYCMaTpUBAKT Be-
pudhmkaymio 3hPeKTUBHOCTU NpOoLeayp Mo CHYXEHWIO PUCKOB. [na 3Toro MoryT ObITh MCNOMbL30BaHbl MUKPO-
BronorMyeckuin MOHUTOPUHI MPOAYKTA, MepcoHana v NPoU3BOACTBEHHOW CPEAL!, @ TAKXKe MOHUTOPUHT YacTull,

MpumeyvyaHune — [Jonyckaerca Takke NPUMEHATL KONTMYECTBEHHOE MOLENMPOBaHWNE PUCKOB.

5.2.6.3 Pe3ynbTaTbl OLEHKN PUCKOB UCMOMb3YIOT NpM pa3paboTKe NpOTOKOMOB BanuaalmMuy npowecca.

5.2.6.4 YnpaBneHne puckamu OOIMKHO NMPOBOANTLCA UTEPaUMOHHO. 1o Mepe pa3paboTku U BHECEHUA
N3MEHEHWIN acenTUYecKoro npolecca HeobxoouMo akTyanuanpoBaTh OLEHKY PUCKOB.

5.2.7 Ucnonb3oBaHWe OLEHKA PUCKOB MpuU Banuaaluuu NpoMbILLINIeHHOro acenTu4Yeckoro npo-
uecca

Ons paspaboTkM BanuOaLMOHHOIO NPOTOKOMA MPOMbILLNEHHOTO acenTUYEeCcKoro npouecca AorkHa uc-
Nnonb30BaTbCs oueHka puckoB. OLEeHKa PUCKOB AOMKHA ONpenensTh, KakMe AeNCTBUA OMKHb! ObITe Npegnpu-
HATBI ANA UMUTaLWK NnpoLuecca U MX 060CHOBAHHOCTb.

MpumevaHue — B npunoxeHuu A NnpueBegeH NpuMep NpakTUYecKoro NPUMeHeHNs YNpaBneHnus puckami ans
UMUTALMI NPOLECCa NPOU3BOACTBA KOMOUHALIMK «NEKapCTBEHHOE CPeACTBO/MEAULMHCKOE N3Oernven.

2
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6 lNMpounsBoacTBeHHasn cpena

Cm. MCO 13408-1:2008, pasgen 6.

7 OGopynoBaHue
Cm. MCO 13408-1:2008, pazgen 7.

8 MepcoHan

Cm. MCO 13408-1:2008, paspgen 8.

9 MNMpounzBoacTBO NpPOAYKUMM

Cm. NCO 13408-1:2008, paznen 9.

10 Banupgauwmsa npouecca

10.1 O6wume nonoxeHUn

Cm. MCO 13408-1:2008, 10.1.

10.2 Bbi6op cpenbl M obecnevyeHne pocTa MUKPOOPraHM3MoB
Cwm. MCO 13408-1:2008, 10.2.

10.3 Umutaumsa npouecca

Cm. MCO 13408-1:2008, 10.3.1, Takke NpUMEHSOT 4ONONMHUTENbHbIE TpeboBaHUA.

a) O6wume nonoxeHus

Mooxodbl K UMUTALMKM NpoLecca NPoM3BOACTBa AN KOHKPETHOro MegMLUMHCKOro u3genns Unu Komou-
HMPOBaHHON MEOWMLMHCKON NPOAYKL MM OCHOBBLIBAKOTCS Ha rMyboKoM 3HaHWM BCEro acenTMYeckoro npouecca,
BKIHOYasa OTAeNnbHbIe 3Tansl npouecca W nMobble BMewarenscTBa (MaHunynauuy, 4edcTBUA, ocyllecTBnse-
Mble MEepCOHarnoM B acenTUYEecKOW 30HEe), a TakkKe Ha WCMNOMb30BaHWW MpM HEoBXoOMMOCTU METOOO0B U WH-
CTPYMEHTOB ynpaBreHusa puckamu (cM. 5.2.6 n 5.2.7). Nogxod K MMUTauumn npouecca 4ormKeH ObiTb BKOYEH
B aHanw3 pazpaboTkn npogykTa/mpoLecca npy NocTaHOBKe Ha NPOWM3BOACTBO.

b) PaspaboTka cTparteruv Banngauum npouecca

1) OAnsa npoueccoB, KOTOpble HE MOryT BbiTh BanuauMpoBaHbl C MCNONb3oBaHWEM 0Bbl4HOro criocoba
uMmMTauum npouecca cornacHo NCO 13408-1, gomkeH bbiTh pasdpaboTaH nnaHd MMUTaLKMKM npouecca.

MpumeuvaHnune — Cm. pucyHok 1, kak npumep paspaboTky Bannaauum ¢ UMMTaLWen npouecca.

2) Ecnn nogxop k Banugauuu npouecca, ykasaHHbin B ICO 13408-1, HeNpyMEHUM C NpakTU4eCKon
TOYKW 3PEHUS, TO AOMKHO BbiTh JOKYMEHTMPOBaHHOE 000CHOBaHMe C yKasaHveM SOoNnyLeHWiA, KoTopble bbinu
cOenaxbl Bo Bpems pa3paboTku npoayKkTa v NpoLecca B OTHOLUEHUN:

- UCMOMb30BaHWA CTEPUMNBLHOW XUOKOW NUTATENLHOW Cpelbl Kak 3amMecTUTena Npoaykta npu uMmuTauum
npouecca, unu

- NMPSMOro KOHTaKTa C NMTaTeNbLHOW Cpedoi B KOHLEe MpoLecca, T. e. B CTEPUNBHON YNaKoBKe OO0 OKOH-
YaTernbHON YKYMNOPKW.

3) B cTpaTternto Banugauun npoLecca OOMKHO ObiTb BKIMHYEHO OnpeferneHue BCEro acenTu4ecKoro
npouecca. Ecnu acentu4eckuin npouecc noapasaensaeTcs Ha aTanbl ¢ Luenbi Banvaauuy npouecca, To UMU-
Tauuu npouecca Ha KaxJom aTane B LefoM OOMMKHbI 0XBaTWUTh BECh acenTU4ecKuid npoLlecc.

4) OueHka pUCKOB O0MMKHA ObITh YACTbI XU3HEHHOTO LIMKNA acenTU4eckoro npouecca M OoSMKHa Uc-
nonbL3cBaThCcs ANA onpegeneHnsa cTpaTerny Banugauum npouecca B pamKax XXW3HEHHOro UWKna npogykra/
npouecca.

5) OormkHbl ObITh BbIOpaHbl CNOCOOEI UMUTaLMK NpoLecca U 3a40KYMEHTUPOBAaHbI B cTpaTerum sanuia-
LMW BCEro npoLecca.
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c) Banupauws npouecca B paMKkax XW3HEeHHOro LMKna npoaykra

1) MepBoHavanbHLIA NNaH BanMgauumM acenTUYeckoro npouecca fdomkeH GbiTb onpeaeneH npu paspa-
6oTKe, M NepBasa Banuaauusa gomkHa BbiTb NpoOBeAeHa A0 NPOU3BOACTBA NPoAYyKTa, NpeaHasHa4yeHHoro ans
KNMUHUYECKUX UCCNEdOBaHUI NepBoii a3kl (NepBOro NPUMEHEHUs Y NMdei) Ana noaTeepXaeHus npuemne-
MbIX acenTUYECKUX YCIOBWA ero Npou3BoacTEa.

2) Mpu macwTabupoBaHuy U ONTUMU3ALMK acenTUYeCcKoro npouecca Ana NPovM3BOACcTBa NpoAdykTa Ans
MO3OHWX CTagWiN KNUHWYECKUX UCCreoBaHuili BanuaaLuMoHHbIA NiaH JOMKeH yYWTbiBaTb COOTBETCTBYOLNE
N3MeHeHWsa acenTH4Yeckoro npouecca.

MpumMeyaHne — AcenTUHeckul NpoLecc, MCNonb3yemMblid NpU NPOM3BOACTBE NPOAYKTa ANs PaHHKUX has K-
HUYECKMX UCCNEAoBaHWiA, YyacTo nabopaTtopHoro Mmaclutaba u/wnu He oNTUMU3MPOBaH 1 TpeByeT NocrneayoLero MacLuTa-
BVpoBaHWA AN NPOMbILNEHHOMO NPOU3BOACTEA.

3) Mpw NpOMBILLNEHHOM NPOWM3BOACTBE UMUTALIMSA NpoLecca paspabaTbiBaeTcsl M NPOBOAKMTCS KakK 4acTb
paboT no Banuauuun npolecca.

4) Niobble n3aMeHeHWs acenTUYeckoro Npouecca, KoTopble MOryT cO34aBaTh AOMNOMHUTENBHBIE PUCKHM,
OOMKHbI COMPOBOKAATHCA AOMOSIHUTENIbHOM OLEHKON W yrNpaBneHMeM pUcKamK M NepecMoTpoM cTpaTternu
Banugaumm npouecca. OHM OOMKHbI BKNOYATEL MOBTOPHYH OLEHKY PMCKOB npouecca.

d) Otbop npob ana MUKPOBUONMOTrMYECKUX UCMBITAHWUIA

1) MpooykT

Bo BCcex BO3MOXHbLIX cry4yasx cneayeT NpoBOAWTb MUKPOBMONOrMYeckne UCMbITAHUS Ha Hanudue no-
CTOPOHHEeN KOHTaMuHaL MM nponssogumoro npogykTa. OT6op obpasua ans ncneiTaHUs MoxeT BbiTb NpoBeaeH
pazHbiMK cnocobamu. CM. npunoxexHve B ansa gononHutensHou nHdopmMaumn.

Ecnu gMsaiH nporM3BOAMMOro NpoaykTa UM npouecca He No3BOMsEeT NPOBECTU 3TU UCNLITaHUA, TO A0
MPUHATUS pelleHus 06 MCNONb30BaHUKM MMUTALMOHHOTO MPOAYKTa credyeT OLEeHUTb BO3MOXHOCTL U3MeHe-
HWs 3TOrO AM3aiHa, 4Tobbl NpoBeAEeHWe UCTNbITaHUS CTano BO3MOXKHbIM.

2) MMUTaUMOHHBIA NPOAYKT

MWUTaUWOHHBIA NPOAYKT MOXeT OblTb MCMOMb30BaH BMECTO MPOW3BOOUMOrO MpoayKTa TOMbKO B TOM
crydyae, ecnv ycnoeus aAns ero o6paboTkn B acenTMYeckoM NpoLecce 3KBUBANEeHThl UMK CNoXHee, Yem Ans
Npon3BoAMMOro npoaykTa. Heobxogumo JOKyMeHTMpoBaHHoe 060CHOBaHMe NpMYKMH BbiOopa MCNonb30BaHUS
UMWUTALMOHHOTO NPOAYKTA WU MPOBOAUMBIX UCMbITAHWUIA.

TaKe UMUTALMOHHBIA NPOAYKT MOXKET OblTb NCNOMBL30BaH AN15 MUKPOGMONOrMYECKUX UCTIbITAHWA B TOM
criyyae, ecnu XxapakTepuUcTMKU NMPOU3BOAUMOrO NPOAYKTa HE MO3BOMAT NPOBECTU UcnbiTaHus. Hanpumep:
crnvwkomM Bonbluas unu HenpasunbHas dopma (HanpumMep, OCMOTUYECKUA Hacoc);

Hanuuve aHTUMUKPOBHLIX CBOMCTB (HANpUMep, CTEHT € NOKPLITMEM aHTUBUOTMKAMMN);

O4Y€Hb OrpaHUYeHHOEe KONMMYECTBO YHMKANbHOMO NpoaykTa (Hanpumep, ayToNorMyHble XOHOPOoUUTbI);
Hanuyve prsnvecknx PakTopos, MeLLAIOLWNX NPOBEAEHMIO UCMbITaHWUA (HanpuMmep, NPOAYKT pacnaga-
eTcsl B NUTaTENLHON cpefe ¢ obpa3oBaHMEM YACTUL, KOTOPOE MOXKHO CNyTaTk C POCTOM MUKPOOPraHW3MOB).

Boibvpaemblit UMUTALMOHHBIA NPOAYKT AOMKEH B MAKCMMalbHO BO3MOXHON CTENEHW OTPaKaTb NPOuU3-
BOAMMBIN npoadykT. ObpaboTKa MMUTaLUMOHHOMO NpoayKTa 4OMKHa BKIoYaTh BCe 3Tanbl aceNTUYEeCKoro npo-
N3BOACTBEHHOMO NpoLEecca U BCe COOTBETCTBYIOWME BMeLaTeNnbCTBa. [JononHUTenbHble pekoMmeHaaumnm npu-
Be[eHbl B NpunoxeHun B.

e) MeTtoguku, npyuMeHsieMble Npu Banuaaumm npouecca

Mpn NpoBeAeHMN MUKPOBUONOrMYECKMX UCTBITAHWIA HA MOCTOPOHHIO KOHTaMWHaUWUio BCeraa npucyT-
CTBYET PUCK KOHTaMUWHaL WK BCNeaCTBUE BMeLlaTensCTBa CO CTOPOHEI NepcoHana. MNpu pazpaboTke npoTokona
Banupauuun criegyeT YYUTbiBaTh YYBCTBUTENBHOCTE METOAA U KOMUYECTBO BMELLATENBCTB UMM MaHUMYNALUA
npw ucnbliTadnn, OueHka pucka, nposBogMmasn npv paspaboTke NpoToKonoB Banvaaumu npouecca (5.2.6.3),
LOMKHa Takke BKMOYATE OLEHKY PUCKOB BHECEHWS KOHTaMWHAUWUKM NPWU NpPoBegeHUM MUKpoBuonoruyeckoro
WNCNbITAHUS U eHACTBUIA MO CHWKEHWIO BEPOATHOCTM BO3HUKHOBEHMWSA NMOCTOPOHHEN KOHTaMWHaLUUN.

MeTonuka UcnbiTaHWs JomkHa BbiTe paspaboTaHa unu BuibpaHa ¢ y4eToM UCTLITYEMOro npoaykTa (npo-
WN3BOAMMOTO UMW UMUTALKMOHHOMO). PaspaboTka MeTOOWKW UCTNbITAHUS OOIKHA BKNHOYaTh PACCMOTPEHKE Noa-
XOOALMX YCNOBUIA NPOBEAEHNUS UCTbITaHUs (CcM. npunoxeHue C). MeToauka ucnbiTaHUs JomkHa ObiTe Banu-
OvpoBaHa.

Tawke cm. MCO 13408-1:2008, 10.3.2—10.3.6.
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OnpeneneHve,
NPUCYTCTBYET N Ha
Onpe,qeneHwe Jranax MHorokpatHoe ﬂpwemnem
KPUTUHECKUX BINMAHME Ha MNpoeegeHue 11 ypoBeHb Het
3TanoB KOHTaMWHauW HanpuMep OUEeHKH pHCKOB KOHTaMMHaLEMVI’?
npouecca NPOW3BOACTBEHHAs p
cpefa, nepcoHarn,
oBopyaosaHune, NpoayKT
Oa
' v
Onpenenexue,
MOXET M1 Nph Onpegenexune
Paspabotka ]
Ban?q,qaunw BEAMERL ST HOIBKEH N na Mpuemnem MposegeHue
" Mcnon:gaoaaH NpoAayKT. npouecc BbiTs 1 YpoBEHS SHGrShMEHTOR]
CInK HET—
?
(cm. pazgen 10) e pasfeneHd Ha gea OHTaMUHALMNY nMmuTaumm
HerBhts6EakE unun Gonee atana
npogykra-nMuTaTopa

Het

WccnenosaHue BbinonHeHwne
KOPPEKTURYHLWKX

Mposenexune VNoBNETBOPSOT NN Her: | PCHOBHBIX-NPUHUH N SRR IR

sanuaayum peaynbTaThl KpUTEPUAM cocTaBnexue nnaHa | epexod Ha
npouecca npUeMnemMocTy? BbINOMHEHWS pexoA )
COOTBETCTBYHKOLW MU

KOPPEKTUPYHILLIMX

AEACTBUNA war bnok-cxemMbl

Havano
NPOMBILLEHHOTO
npov3BoacTsa

PucyHok 1 — Bnok-cxema OLEHKM pycKa Ans npolecca

10.4 MHKy6aumMa U KOHTPONb eQUMHKL NPOAYKLMW NpU Banugauum npouecca
Cm. MCO 13408-1:2008, 10.4.

10.5 MepcnekTuBHaA Banugauusa npouecca (kBanudgpukauusa 3KkcnnyaTauum)

10.5.1 O6wWwMe nonoxeHUs

Cm. NCO 13408-1:2008, 10.5.1.

10.5.2 KonuyecTBO eAMHML NPOAYKLWW ANA UMUTaLUN

Cm. NCO 13408-1:2008, 10.5.2.1, Takke NPMMEHSIOT cneayrow e TpeboBaHus:

a) npw npousBoacTBe cepun obbemom meHee 5000 eguHUL NPOAYKLMKM YMCNO €4MHUL ONA UMATaALWUN
npouecca AOMKHO BbiTb paBHO MakcuMarnbHOMy 06beMy BbinyckaeMow cepun unu bonee;

b) BCe eguHWMUbI NPOAYKLMMW, NPON3BELEHHbIE B XO4e MMUTAaLMK NpoLlecca, AOBKHbI MPOATU UCNbITaHWE
Ha CTepUNbLHOCTbL (Hanuyve NOCTOPOHHUX MUKpoopraHuamoB) (cm. Tarke MCO 13408-1:2008, 10.4.2);

C) ecnu umuTauua npoLecca NpoBogMTCA NO3TanHo, TO KONMMYECTBO UCNbITYEMbIX 06pa3LoB Ha KaxaoM
aTane ormkHo ObiTb 060ocHOBaHO. Heobxooumo nNpoBecTy No KpalHel Mepe Tpy nocnefoBaTelbHbIX YCneLu-
HbIX UMUTALMK ONS KaXA0ro oTaensHoro atana. Bece npov3BedeHHble eguMHULLI MPOAYKL MW HA KaXA0oM 3Tane
OOMKHBI MPONTU UCMbITAHWE HA CTEPUITbHOCTL (HanM4Yne NOCTOPOHHUX MUKPOOPraHu3MoB).

Takxe cm. MCO 13408-1:2008, 10.5.2.2.

10.5.3 Kputepuun npuemMnemocTHm

Cm. NCO 13408-1:2008, 10.5.3.1.

Cwm. MCO 13408-1:2008, 10.5.3.2, Takke NPUMEHSIOT cneayrowme TpeboBaHus.

Ecnn Banugauma acenTUYeckoro npouecca nNpoBoAMTCH NO3TanHo, TO AN YCnewHoW Banujauun Ha
KaXXJOM 3Tane LOJPKHbI OTCYTCTBOBaTb KOHTAaMWHMPOBaHHble 06pasLbl. Ecriv npu Banugauun ogHoro us ata-
MOB NpoLecca Nony4YeHbl HEeYOOBNETBOPUTENbHbIE Pe3ynbTaThl, JOMKHO ObiTb NMPOBEAEHO 3a40KYMEHTUPO-
BaHHOE paccrnefoBaHue 1 onpeferneHa OCHOBHAA NMpUYUHA HECOOTBETCTBUA. Ecnu yoanock onpegenuts oc-
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HOBHYH NMPW4YMHY, TO KOPpPEeKTupyruune OEeNCTBUA OOMKHbI ObITb npeanpuvHATLl 00 npoBegeHus FIOBTOpHOiﬁ
Banngauum. Ecnn He yaoanochk yCTaHOBUTb OCHOBHYHK NMPUYKHY, HEOGXO,EWIMO npoBecT OUEHKY npouecca u
NnoaxodoB K ero Banuaauuu U BHeCTU naMeHeHud. Nocne KOPPEeKTUpPYrLWux 0encTBuin HEO6X0,D,MMO npoBecTU
TpW nocnefoBartenbHbIX YCNEeWHbIX MMUTAUUOHHBIX UCNbITaHWA OaHHOMO atana; npyu OTCYTCTBUW KOHTaMWHWU-
POBaHHbIX onaauoa aTan 6y,£|,eT CUNTATbCA BanManpoBaHHbIM.

10.6 MNMoBTOpHaa Banugauua

10.6.1 TpeGoBaHNA K NepUOANYHOCTH

CnepytoT nonoxeHuam MCO 13408-1:2008, 10.6.1.

10.6.2 KonunyecTBO eAMHML NPOAYKUWK ANA UMUTaLUK

Cm. MCO 13408-1:2008, 10.6.2, Takke NpUMeHsOT cnefytolue TpeboBaHums.

Mpw npoussoncTee cepun obbemom meHee 5000 egnHAL NPOAYKLMM YACIIO €0UMHUL ANA UMUTauuY Npo-
Liecca JOImKHO BbiThb paBHO MakcumarnbHoMy 06beMy BbiMyckaemomn cepuy unu Gonee.

10.6.3 Kputepuu npmeMnemMocTu

CMm. NCO 13408-1:2008, 10.6.3.

10.7 MoBTOpHOEe NpoBegeHWe NepcnekKTMBHOW BanuaauMun (KBanudukaumm akcnyaraumm)

Cm. NCO 13408-1:2008, 10.7.

10.8 JokymeHTUpoBaHue Banuaauum rnpouecca

Cm. MCO 13408-1:2008, 10.8.

10.9 YTunusaumsa nponsBedeHHONW NpU Banugauun npogyKuum

Cm. NCO 13408-1:2008, 10.9.

11 UcnbiTaHnsa Ha CTEPUNBHOCTL

[Ons npoOyKToB, ANSA KOTOPbIX HE MOryT ObITb MPOBEAEHBI UCMLITAHWA B COOTBETCTBMM C METOAaMMU,
npueefeHHbIMM B EBponenckon, AmepukaHckon u AnoHckon dapmakonesx®, JOMKeH ObiTb yCTaHOBNEH ©
YyTBEPXEeH ansTepHaTUBHbLIA MeTo UCNbITaHUi. [N OONONMHUTENbHBIX peKoMeHOaUMin CM. NpuroxeHue B.

11.1 O6wme nonoxeHUs

Cm. MCO 13408-1:2008, Takke NpMMeHSsIOT cnegyowme TpeboBaHus.

Ecnu noateepXOeHO, YTO MPOAYKT, COOEpKallMi KU3HEeCnocoOHbIe KMeTKW, BNUAET Ha pesynbTaThl
MMUKPODMONOrMYecKoro UCnbITaHUs, TO AOMmKeH ObiTh paspaboTaH NoOXoOsaWMiA ansTepHaTUBHLIA MeTod Uc-
MblTaHWs FOTOBOMO NpoAykTa. Heobxogumo npogemMoHCTPMPOBaTL 3KBUBANEHTHOCTL pa3paboTaHHOoro ansTep-
HaTMBHOIO MeTOA4a MCMbITaHWS OCHOBHOMY (hapMakonemHoMy MeTOLY B YacCTW ero 4yBCTBUTENbHOCTM M CMo-
cobHOCTU onpenenaTh bonee LWMPOKUIA AnanasoH MUKPOOPraHU3MOoB.

MpumevyaHne — KaneTepHaTUBHLIM METOAAM OTHOCST BbICTPBIE MUKPOBKMONOrMyeckue MeTofbl U METOAb! 1C-
NbITAHUA, HE OCHOBaHHLIE Ha KyNbTMBUpOoBaHuU. CM. npumepsl B EBponeiickon [10], AnoHckown [11] u AmepukaHckoi [12]
thapmakonesx®.

11.2 OueHka HeyOBNETBOPUTENbHbIX Pe3yNbLTaTOB UCNbLITAHUSA HA CTEPUNBHOCTL
Cm. MCO 13408-1:2008, 11.2.

" B Poccutickoli ®edepauuu deticmayiom [ocydapcmeeHHas ®apmakones (uzdanue XV) u @apmakoness EASC,
ymeepxdeHHas PeweHuem Konneauu ESK om 11 agaycma 2020 2. Ne 100.
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MpunoxeHune A
(cnpaBo4Hoe)

OLlEHKa PUCKOB AnNA acenTU4eCKOro npon3eoacTBa.
MeTtop ynpaeneHnA puckamu gna KavectBa

A.1 O6wme nonoxeHusa

B HacTosAwem npunoxeHu NpuBeAeHsbl NPakTUYeckUe pekoMeHgaummn kK TpeboBaHnaM, yCTaHOBNEHHBIM B HACTOS-
wem craHaapte. AHanua BugoB u nocneacTtevi otkasor (Failure Mode and Effects Analysis, FMEA) 6bin BeibpaH B kave-
CTBE OCHOBHOIO MeToAa, TaKk Kak OH ABMNAETCH OAHWUM U3 METOAO0B, KOTOPbLIE NPUMEHWMbI ANA OLEHKW PUCKOB W MPUHATUSA
peLUeHWi Npy acenTU4ecKoM NpoK3BOACTEE.

B paHHOM npunoxeHwn npuBefdeH NpuMep, WIMIOCTPUPYHOLLMIA KOHUENUMW, ONWCaHHble B cTaHA4apTe, C MUCMOofb-
3oBaHneM FMEA-aHanuaa [c paHXupoBaHWeM MPUOPUTETHOMO YmMcrna pucko (risk priority number, RPN, T4P)]. JaHHbIn
NpUMep SBMAETCH rMNoTeTMHeckMM. ParkuposaHe puckos 1 pacdeT MNMYP npueeneHsl TonNeKo B Ka4ecTBe npumepa. [na
OononHuTensHow nHcopmauum cm. MCO 14971.

A.2 WcxoaHble gaHHbIe

B npuBegeHHOM npvMepe paccMOTPEHO CTaH4apTHOE acenTUYecKoe NPou3BOACTBO MEQULIMHCKOro U3AEenus ¢ no-
KpbITHeM aHTMOMOTMKOM, KOTOPOE 3aTeM MOMELLAIoT B NEPBUYHYIO YNakoBKy. McxoaHblil npouecc npov3BoacTea NpoaykTa
ONS KMMHWYECKUX UCCrnedoBaHWi BKOMan pyYHble onepauum, 4YTo NPMBOAMIO K BOMbLIOMY KONWYECTBY BMeLLaTenbCcTB B
«4MCTOM 30He» (cM. pucyHok A.1). Yem Bonblue YMCNo BMeLLaTeNbCTB, TEM Bbille PUCK MOTeHUWanbHOW KOHTaMUHaUUK.

Mpw macwTabupoBaHuK acenTUYECKOro Npouecca AN NPOMbILLNEHHOMO NPOM3BOACTBA Obin NpoBedeH NOBTOPHLIN
aHann3 metogoMm FMEA gna nposepkn apPeKTMBHOCTU MEP MO CHWXKEHWIO pUcKa A0 NPUeMIIEMOro YpoBHA (CM. pUCy-
Hok A.2 n Tabnuuy A.1).

A.3 OnpepeneHuve NPUOPUTETHOrO Ynucna pyUcka

[Insi OUEHKN pKrCcKa KOHTaMWHaUWK BbiN MCMONb30BaH MNOMNyKONUYECTBEHHbIN NOAX0A C UCTIONb30BaHNEM PaHXMpo-
BaHWA TAXKECTW, BEPOATHOCTU BO3HUKHOBEHMWA N CROXHOCTK 0BHapyeHnst no yMcnoeon wkane ot 1 go 10. MYP paccuun-
ThIBAETCA YMHOXEHUEM 3HAYEHUIA TSXKECTU, BEPOATHOCTU BO3HUKHOBEHUS U CMIOXKHOCTW 0BHapyxeHusa. HexenatensHbIM
CcOBLITUEM ABMAETCH KOHTAMUHALMA NPOOYKTA.

B faHHOM npumepe TSHKeCTb OLeHUBaETCA Kak 3HadeHue, pasHoe 10. BeposTHOCTL BOZHUKHOBEHUS B 3aBUCUMOCTH
OT BMELUATENbCTB CMOXHO ONPenenuTb KONMMYecTBEHHO. TeM He MeHee, ANnd npumepa Bbinu NpUHATLI ONpefeneHHbIe 3Ha-
YeHWH BEPOSTHOCTM BO3HUKHOBEHUSA (1 — HKU3Kasa BeposTHOCTL 1 10 — camas BbiICOKas BEPOATHOCTb KOHTamuHauuu). Ans
[OaHHOTO NpUMepa A0CTAaTOYHO TPYAHO BbISBUTE MUKPOOHYK KOHTamMuHaUU. CNOXHOCTE 0BHApYXeHNst MPUHUMAaEeTCs Kak
8 u3 10 (npegnonaraetca, YTO MOHUTOPWUHI NPOM3BOACTBEHHON cpedbl U MUKPOBUONOorMyeckoe ncneiTaHue npodykta obe-
cneyvaT HEKOTOPYH CTeneHb 0BHapyXeHus).

A.4 OueHka pucka

WcxogHas oLeHKa NoKasbIBaeT, YTO MCMONb30BaHWE NPenMYyLLECTBEHHO PYYHLIX MPOLECCOB MOKPBITUS W YNaKoBKM,
TpebyLWMX aKTMBHOTO BMELLATENLCTBA YEMOBEKa, MPUBOAMT K BLICOKOMY PUCKY KOHTaMUHaUMK (CM. pUcyHOK A.1).

A.5 MNpuemnemocTb pUcka

[ns naHHoOro npvmMepa B KA4ecTBe LIENEBOro 3HaYeHWs NpUemMIieMoro pyucka bbino ycraHoBrneHo 3HadeHue 4P,
pasHoe 100. 3Hadenume NYP Bonee 100 gomkHo TpeboBaTk NpoBedeHWs MEPOMNPUATUA MO CHWKEHWO pUCKa 40 YPOBHSA
M4YP go 100 wunu HWKe NMBO UCKNIDYEHUS UCTOYHUKOB pucka. [pueMnemoe 3HavyeHue Nnepuogryeckn nepecmaTpueaeTcs
ONA fanbHerwWero CHUKEHNS PUCKOB MUKPODHOM KOHTaMUHALUWUK B acenTUYeCcKoM npoLlecce.

A.6 CHuxeHMe pucka

Beinu onpegeneHbl BO3MOXHbIE CNOCODLI CHUXEHUA (YCTpaHeHus) pucka. OHW BKMKOYaT aBTOMaTU3auuio npo-
Lecca HaHeCeHMs NOKPbITUS, MePEHOC NPOLECCOB CYLUKMU WU NEPBUYHON YNakoBKW B BapbepHY CUCTEMY C OrpaHNYEHHBIM
poctynom (restricted access barrier system, RABS) n 1. o

MpuMmeyaHue — CyllecTByeT MHOXECTBO CMOCOBOB NpeaynpexaaTe MUKPOBHYH KOHTAMUHALMIO. YKasaHHbIe
BbllUe cnocobbl BeiGpaHbl Ans NpoCcTOTEl MNNKCTPaLUM NOAXo4a.
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MELWLVHCKOE DUKCATOP [N OBOPY[IOBAHVE PACTBOP CHCTEMA CTEPWINLHAS
W3OENUE, MOKPBITUA 05 NOKPBITHSA AHTWBEMOTWKOB, LIOCTABKM, BAPBLEPHASA
CTEF]MI‘MaDBHHHf)e W3OENWA, ) CTepMﬂMaOBaHHOE;B CTEPUNU30BAaHHLIA C MaKCUManbHO CHUCTEMA OnA
B CTEPUILHON CTEPUNM30BaHHbIA B EraHTHOR NOMOLLbIO coBpanHan u roTOBOro
BapbepHoil CTepUIILHONA GapbepHoi CUCTEME cTepunuayiolei CTepunu3oBaHHas MNPOOYKTA
cucreme bapbepHoi cucTeme uneTpayun cTepunusoBaHHan
T [ T 1 T m | r"‘J 1—:' '—s" _} T ‘i :"i' T u |
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130enusa B
— py4Horo e ANA NOKPbITUA
chukcaTop Anq HaHeCceHUs pacTeopomM
DOKQBITIAA NOKPLITHA AHTUBUOTHKOB
BasewwnsaHne
w3fenus ans
OLiEHKU
kauecTea
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| 1 | ] [ ynakoeka B BHeceHne B
.HDCTEBKa l !q—l ]Xpaueume . 4—(— p— o Sy rakos A
- npoaykta
|:| — pamka obosHayaeT B3auMModeWlCTBMe 4enoBeka W NpOW3BOACTBEHHON cpefbl C MPOAYKTOM/KOMMOHEHTOM, KOTOpPOE MOXKeT
HeraTMBHO MOBMWUATL Ha NPOAYKT; |:| — pamka obo3Ha4vaeT B3aMMOAENCTBME TOMLKO NPOWM3BOACTBEHHOW Cpefbl C NPOAYKTOM/
KOMMOHEHTOM, KOTOPOE MOXET HeratMBHO MNOBMIMATE Ha MPOAYKT, | l — pamMKa obosHadvaer aransl, OANd KOTOPbIX BEPOATHOCTb
HEeraTMBHOro BNUAHWA Ha NPOAYKT mMarna WinKn oTcyTcTByeT
PucyHok A.1 — Bnok-cxema McxogHoro npouecca
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MEOVLIMHCKOE i s B OBOPYAOBAHME PACTBOP CTEPUNLHAS
W3OENVE, VaOENVS OnNA NOKPLITHA, AHTMBMOTUKOB, BAPBEPHASR
CTepUnUM3oBaHHoEe CTepHﬂeISOBaH'I-IbiIT‘I CTepunnaoBaHHOe CTEpMJ‘IMSDBaHHbiﬁ CWUCTEMA ﬂﬂﬂ
B CTEPUMNBHOI ” B CTEPUIEHON C NoMoLbo rOTOBOTO
GapbepHoi o g GapsepHoi cTepunuayloler MPOOYKTA
cucTeMe 352_? E:(em cucreme unsTpauun CTepuUn1M3cBaHHan
¥ ¥ ¥ Y ¥
XpaHeHuwe XpaHeHue XpaHeHune XpaHeHue XpaHeHue

XpaHeHue

v

MNocTaBka

- — pamka obo3Ha4aeT aransl, KoTopble Obinu ougHeHsl metogom FMEA; E — pamka 0003Ha4aeT B3anuMOoencTBNE Yenoeeka

W NPOU3BOACTBEHHOW cpefbl C NPOAYKTOM/KOMNOHEHTOM, KOTOPOE MOMET HEeraTUBHO MNOBMUSATEL Ha NPOOYKT; |:| — pamka obo3HadaeT

B83aMMOEACTBME TOMBKO MPOW3BOACTBEHHOW Cpefbl C MPOAYKTOM/KOMMOHEHTOM, KOTOPOE MOMXET HeraTMBHO NOBAUSATE Ha NPOAYKT,
|:| — pamka oboaHayaer atarnbl, ANA KOTOPLIX BEPOATHOCTL HEraTMBHOIO BAMAHUA Ha NPOAYKT Marna wunu oTcyTcTeyeTr

PucyHok A.2 — Bnok-cxemMa npolecca nocrne onTuMu3sauum npyu MacltabuposaHum
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OueHKa pMCKOB, CBA3aHHbBIX C UCXOAHbLIM acenTUYecknmM NpoLeccom (pUcyHok A.1) M ONTUMKU3VMPOBaHHBLIM NPU Mac-
wrabyposaHuu npoueccom (pucyHok A.2), npueeadeHa B Tabnuue A.1. BnuaHne kaxgoro namMeHeHUsa B ONTUMU3UPOBaH-
HOM npouecce BbINo OLEHEHO € NOMOLLEH MUKPOBNONOrMYECcKoro MOHUTOPUHIE W UCMBITAHWIA Ha CTEPUNBHOCTE, YTO 0be-
crnevnno goctkeHue npuemnemoro yposHsa MN4YP, pasHoro 100 nnu meHee.

A.7 TpoBepKa npMemMneMocTy obLiero ocTato4HOro pucka

[MpoTokon akcnepumeHTa ¢ MMMUTauMen npouecca BkNoYan Bce hakTopbl pUcka KOHTamuHaummn (NoTeHunansHbie
NpYMYKnHEBl OTKa3a), onvucaHHble B Tabnuvue FMEA ons npouecca (tabnuvuya A.1) n Bcero acenTU4eckoro npouecca ¢ Lenbo
NpoBepKW NPUeMNEeMOCTH 0BLLEro 0CTaTO4HOrO pUCKa (OTCYTCTBME KOHTAMWHWMPOBaHHBIX eQUHULL NPodyKLUM).

A.8 KpuTuueckue napameTpbl npouecca

Hwxe npuBeaeHbl kKpUTUYECKWe NapaMeTpbl Npouecca AN OaHHOro npumepa KomBuHauuy «MeguuMHCKoe uage-
nue/nekapcTBEHHOE CPELCTBOY.

a) lNpouecc npowusBogcTBa cnocobeH acenTvdeckd npowsBoguTe Makcumym 300 eguHuy roToBoW NPOAYKUMW
(30 noaaoHoB no 10 vagenuin U pacTeop aHTUBMOTUKA B KONWYECTBE, AoCTaTo4HOM ANg nokpbiTua 300 eguHUL, cornacHo
cneuvdukaumm). Obwas NpoaomMKUTENBHOCTL NpoLecca cocTaBnsaeT oT 3 Ao 4 4 (ogHa cMmeHa).

b) MoHUTOPUHI NPOM3BOACTBEHHON Cpedbl, MPOBOOMMbIA BO BPEMS JKCMEpUMEHTa C UMWTaUMen npouecca, va-
CTMYHO OCHOBaH Ha aHanunse metogom FMEA, T. e. Bce 0BnacTv G BEICOKMM PUCKOM HEMPEepPbIBHO MOHUTOPUPYHITCA B Xo4e
acenTuyeckoro npouecca. OnepaTopsbl, y4acTBYHOLLME B acenTUYeCKoM npouecce, MPOBOAAT MOHUTOPWHT NPOU3BOACTBEH-
HOW cpedbl U nepcoHana.

c) B 3oHy acenTuueckoro npouecca (aseptic processing area, APA) ogHOBpeMeHHO OONYCKAaeTCa MakCMMyM YeThbI-
pe oneparopa, y4acTBYIOLLMX B aCenTuyeckom npouecce (0BbIMHO B 3TOM 30He HaxoguTca Aea onepatopa). OgvH onepa-
TOp BbINONHSET 3Tansl 1—>5, NnpedycMoTpeHHble acenTUYecKUM NPoLEeccoM, a BTOpPO onepaTtop BbiNonHAeT atansl 6—38
(cornacHo pucyHky A.2). Bce yeTbipe onepaTopa gonyLeHbl K TPOBeAeHWI0 BCeX MaHUNyNALMIA acenTUyYecKoro npouecca.

A.9 UmuTtaumus npouecca

A.9.1 UmuTauua ncxogHoro acenTUYeCcKoro npouecca, BLINOMHAEMOro Bpy4Hylo

A.9.1.1 MakcumMmaneHbli o6beM Npodykuunu, NPOU3BOAMMONM MPU UCXOAHOM MNpoLlecce NPOWM3BOACTBA ANS KMUHK-
Yyecknx vccrnegosarHvi, coctaenan 20 eguHny. CnegosBatenbHO, MMUTAaLMA MCXOOHOMo npouecca BkNodyana obpaboTtky
20 eguMH1L UMWTAUMOHHOTO NPpoadykTa (3abpakoBaHHas Npoaykumna 1 nnauebo, MMUTMpYLOLLEee pacTBoOp aHTMbunoTuka). OT1
€OUHMLbI NOABEPranicbk MUKPOBMONOTMYECKUM WUCMBITAHMAM Ha HanM4yMe MUKPOBHOW KOHTaMUHaL MK METOAOM MPAMOro
NOrPY}KeHWA B NUTATENLHYO cpeay.

MpumevyaHune — lNnauebo, MMTUPYIOLLEE pacTBOP aHTMBMOTUKA, NCMONB30BAHO B KAYECTBE MMUTALMOHHO-
ro MpoaykTa Ansa Toro, 4Tobbl KOHEYHbIA NPOAYKT MOr GbiTh NOOgBEPrHYT MMKPOBMONOrMYECKOMY MCMbITAHWIO HENocpea-
CTBEHHO MeTOAOM MPSAMOro MOTPY}KEHUS B MUTaTenbHyl cpeny 6e3 CHATUS aHTWMMUKPOOHOro AercTBMa aHTMOWMOTMKa
(cm. Tarke B.2.3).

A.9.1.2 Tpu nmutaumm Bein BOCNPOM3BEAEH KaXablA aTan npouecca 1 COOTEETCTBYOLWMe BMelwaTenscTea. B npu-
BEOEHHOM MPUMEpe MMUTALIMA NMpoLecca BKINoYana BCce BMeLLaTensCcTBa B NPOLECC, OnpegeneHHbie npn nomowm FMEA.

A.9.2 AMuTauusa oNnTUMM3IMPOBAHHOIO NpU MacWwTabMupoBaHWK acenTUYECKOro npouecca

A.9.2.1 MmnTauusa npouecca cocTosana U3 Tpex nocrnegoeartenbHbIX obpaboTok 300 edUHWL MMUTAUMOHHOTO NpPo-
aykTa (3abpakoBaHHan npogykumsa v nnauebo, nmuTupyiowee pacteop aHtubuotuka). MNpu umutaumm 6ein BocnpounaseaeH
KaXkabliA 3Tan npouecca 1 COOTBETCTBYLVE BMELLATENLCTBA. B npvBegeHHOM npuMepe MMmnTauus npoLecca BKnwoyana:

a) YeTbipex onepaTopoB, Y4acTBYOLLKMX B acenTu4eckom npouecce B APA;

b) ogHy cMeHy nepcoHana B cepefuHe npoLecca;

c) 4-4acoBoK npoLecc;

d) BCce BMelWaTenscTBa B Npouecc, onpeaeneHHsie npy nomowm FMEA.

A.9.2.2 Mukpobronormyeckme NCnbiTaHUS Ha Hannyne MUKpoBHOW KOHTaMUHALMX NPOBOAUNUCE METOLOM NPAMOro
NOTPY}KEHWA B NUTATENLHYO cpeay.

A.10 Kputepum npuemMmnemMocTu

Mmntaumio npouecca cynTanu YCHEUJHOﬁ, €Cnn B pe3ynbraTte MHKpDGHOﬂOFMHeCKOFO ncnbiTaHWA HE BbIABINEHO KOH-
TaMWMHMPOBaHHbIX €4WHKML NPOAYKUWA.
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MpunoxeHune B
(cnpaBo4Hoe)

OT60p 06pa3suoB 4N MUKPOBUONOrMYECKOro UCMbITaHUA Ha HAaNU4YNe MUKPOBHOW KOHTaMUHAL KUK

B.1 MponzBogMMbIM NPOAYKT

OT160p 06pa3uoB ANa UCneITaHWA NMPOM3BOAMMOrO NPoayKTa MOXET NPOBOAMTLCA pasHbiMK cnocobamu.

a) Ueneii npoayKT: Uenbii NpoAYyKT NogBepratT MUKPOOMONOrMyecKoMy UCMbITaHMIO HAa Hann4Me MUKPOOHON KOH-
TamuHaLumK.

b) YacTb unu aneMeHT NpoaykTa (4acTb 0bpasua): ecrnm NPoAYKT CrivwKomM 60MbLIOR UM MMEET CIOXHYI0 hopMy,
OH MOXET ObITb M3MENBYEH Ha YacTu UMK pazobpaH Ha 3NeMEeHTLI ANs Lenei UCMbITaHus.

c) Cuctema O0OCTaBKW KUAKOCTU: ECNKU NPEayCMOTPEHO, YTO MUKPOGHAs KOHTAMUHALWMA OTCYTCTBYET TOMNbKO B CU-
CTEME JOCTABKW KMOKOCTU, TO AOMNYCTUMO NPOBEOEHME UCMbITAHUS TOMBKO 3TON CUCTEMbI,

d) BHellHAs NOBEPXHOCTL: ANS repMETUYHO YNaKoBaHHLIX NMPOAYKTOB, TAKUX KaK MeaULIMHCKME U3OEenUs, HapyXXHas
MOBEPXHOCTL KOTOPLIX A0MKHA BbITh CTEPUNBbHA, NPOBOAAT UCMbITAHUS TOMBKO BHELUHEN NOBEPXHOCTU.

B.2 UMUTauMOHHBLIA NPOOYKT

B.2.1 MNMpumepamun MMUTaALWMOHHOIO NPoAYKTa MOTyT BbITh:

a) MpoayKT, KOTOPLIA UMEET pasmep U Matepuarn, CXoXue ¢ pasMepoM 1 MaTepuanom NPOM3BOAMMOro NPoayKTa;

b) KOMNOHEHT Unn KoMBUHaLWA KOMMOHEHTOB NMPOWU3BOAMMOrO NPOAYKTA.

B.2.2 Ecnu npoayKT MMeEeT cnuiikom BonbLUIOW pasmMep Mnu cnoxHyo dopmy, KOTOPLIE NPENATCTBYIOT NPOBEAEHWVIO
MCMbITAHWA, TO OH MOXKET BbITh M3MENbBYEH Ha YacTu unu pasobpaH. Ecnu npouecc uaMmens4yeHus unu pasbopky nponsso-
AvMOoro npogykta obnagaeT HenpveMnemMbslM PUCKOM KOHTamMWHaUWMKW, TO paccMaTpyBaloT BO3MOXHOCTE UCMOMNb30BaHWA
MMWUTaLWOHHOIO NPOAYyKTa. AnMbTepHaTUBHO, BO3MOXHA UMMTaLMSA acenTUYeCcKoro NpoLecca ¢ UCNonb30BaHNeM MMUTaLu-
OHHOro NpoaykTa 6e3 NoNHOro coeaMHEHUs UMW CKPenneHusa YacTell BMecTe, YTo NO3BONUT WCCrnefoBaTe HecoBpaHHbIA
npodyKT 6e3 4oNONHUTENBHBIX MaHWUMYNALWIA.

B.2.3 [ns npoaykToB, obrnagarowmnx aHTUMUKPOOHLIM OeACTBMEM, ONPEAENAOT, BO3MOXHO M ero ycTpaHeHue (Ha-
npumep, HEMTPaNU30BaTh, YBENWYNTE COOTHOLLEHWE MPOAYKTA U cpedbl, NpoBecTn dhunetpauuto). Ecnn aHTumukpobHoe
AENCTBUE YCTPaHUTb HEBO3MOXHO, PACCMAaTPUBAKOT BO3MOXHOCTb MCNOMb30BaHUS UMUTALWOHHOIO NPOAYKTa, KOTOPbIA He
obnagaeTt aHTUMWKPOBHLIM AercTBUEM (HanpumMmep, nnauebo unu MHepTHLIM MaTtepuarn).

B.2.4 [Ins npogyKToB, MelUaloLWmMx MUKPOBMONOrM4ecKoMy UCMbITaHUIO, ONpedensoT, MOXKeT N1 MeToguKa UCTbl-
TaHua BbITe paspaboTtaHa Takum obpasom, 4ToBbl MCKMIOYMTE 3TO MeLaowee BosfeicTeve. Hanpumep, ecnu coctar
npodykTa npuBOAWT K NMOMYTHEHWIO MUTATENbHON Cpefbl, TO MoXeT BbiTb nNpoBedeH nepeceB (cMm. hapmakonew unu
MNCO 11737-2 Ha NnpeaMeT peKoMeHOaunn).

B.2.5 [Ins npoAyKToOB, KOTOpble COAep:KaT XWBble KNeTKW, KOTOpble MOryT MellaTe MUKPOBUOMOrMyecKMM WCMbl-
TaHWAM, NPOBOAAT ONpPederneHue BO3MOXKHOCTM POCTa XKMBbIX KNETOK B nUTaTenbHoW cpede. Ecnu pocT KMBBIX KNETOK
NMPUBOAMT K MOMYTHEHMWIO NMUTATENEHOW CPeabl, KOTOPOE MOXHO CMyTaTh C MUKPOBHOW KOHTaMWHAUWER, TO CrneayeT uc-
Monb30BaTh UMWTALMOHHEIA NPOAYKT, HE COAEpPXaLLMA XUBbIX KNeToK. [puMepbl MMWTaUMOHHOIO NPOAYKTa BKIKOYAOT
HEKM3HECMOCOBHbIE KNETKW UNW TKaHW, unu Apyrve obbekThl, KOTOpble noasepratoTcs 0bpaboTke TakK e, Kak U NPOAyKT,
cogepXaLluii X1Bble KNeTKK.

16

Pa3zpaboTka anekTpoHHOWN Bepcun - nopTan GostExpert.ru 20/ 24
Crpanuua ookymeHTa - https://GostExpert.ru/gost/gost-13408-7-2025



https://gostexpert.ru?utm_source=pdf&utm_medium=70198
https://gostexpert.ru/gost/gost-13408-7-2025?utm_source=pdf&utm_medium=70198&utm_term=page

FOCT P UCO 13408-7—2025

MpunoxeHune C
(cnpaBo4Hoe)

MHKpOGMOﬂOI’M'-IECKMe nCcnbiTaHMA Npy UMUTaLUMUKU NpoLlecca

Ci Paccmo‘rpeuue noaxoOoB K npoBedeHUO UCNbITAHWUA

C.1.1 PucK KOHTaMMHaLMWW, CBA3aHHbIA C BMELLaTeNbCTBOM YerioBeka, CyLUecTBYeT ANnA BCexX WCMbITaHWA Ha MU-
KpoGHYto KOHTamuHauuto. Beibop meToga UcnbiTaHns AOMKEH YYUTEIBATE KaK YyBCTBUTENBHOCTE UCMBITAHWUSA, Tak 1 YMCHo
BMELLATENBCTE UMW MAaHUNYNALWA, HeoBxoAnMbIX 4NA NPOBEAEHUA UCNbITaHus. Ecnv Bo3MoXkHO, [omxHO 6biTe BeIBpaHo
Hanbonee 4yBCTBWUTENbHOE UCMNBITAHUE C HAMMEHBLLMM KOMMYECTBOM MaHUNyAaLWiA.

C.1.2 OueHka pUCKOB MUKPOBHOM KOHTaMUHaLMWM BO BPEMS UCMbITAHWA UCNONb3yeTcs AMns OLEeHKM UMWTaLMKU npo-
Lecca. [Nockoneky BMeLIaTenbCTBO YENOBeKa ABMAETCS OCHOBHbLIM UCTOYHWKOM KOHTaMUHaLM BO BpeMSA MaHUMynALMiA B
Xo4e WCnblTaHWs, Mo BO3MOKHOCTW criedyeT NPOBOAUTL UCMbITaHUS B M3onaTope unu 6apbepHol cucTeMe C OrpaHuYeH-
HbIM ocTynoM (restricted access barrier system, RABS). Ecnu ucnonb3oBaHue M3onstopa Wnu Apyron pekomeHayemomn
GapbepHOA CUCTEMbI HEBO3MOXHO, WCMBITAHUS JOMKHBI NMPOBOAWTLECHA B TAKUX XE YCNOoBWSAX, KaK U NpU Npou3BOLCTBE
npoaykTa. NCTO4HMKN MUKPOBHON KOHTAMWHALMW B XOAE UCTBITAHWUSA BKNIOYAKOT:

a) HeHagnexallyl O4UCTKY W yaaneHWe KOHTaMWHAHTOB M3 NMPOU3BOACTBEHHOM cpedbl, C pabo4nx noBepxHocTen
¥ MaTepranoe, BHOCUMbIX B 30HY UCMbITaHWS;

b) HeHapnexally CTEpUNUM3aumnio UcneiTatensHoro obopynoBaHWs, NATaTENBHON CPedbl U MIHCTPYMEHTOB ANA UC-
NbITAHUS;

C) HeHagnexawum obpa3om OgeThIN NepCoHan W OTCYTCTBUE NepYaTok;

d) nnoxo ofy4yeHHbIA NepcoHan, NPoBOASALLWA UCMbITAHWS;

e) KOHTamuHauwWs, BO3HMKAIOLWAsA BO BPeMsA NOATOTOBKM 06pa3LoB K TPaHCNOPTUPOBaHUIO B 30HY WUCMbITAHWS, CBS-
3aHHas C TPaHCMOPTHBIM KOHTEMHEPOM WINK YNAKOBKOW;

f) KOHTaMWMHAUMA, BO3HMKLWAA NPW OTKPLITUKM TPaHCMNOPTHOW YNakoBKKM MK KOHTelHepa BeneacTeue obpasoeaHms
yacTu;

g) KOHTaMMHaUWS Ha KOHTEWHepax c NUTaTensHOW cpeaon;

h) HeHapnexallan acenTuyeckasn TexHWKa paboT npu nepeHoce, U3aMens4eHun unu pasbopke obpasua unv otbope
06pasLoB C MOBEPXHOCTU;

i) HeHagnexalwas acenTuyeckas TexHuka paboT no coeanHEHVSM NpY NPOBEAEHUM UCNBITAHWA NyTEM OMOMacku-
BaHWA (NpoMbIBaHWS) nnu unkybaumen in situ.

C.1.3 WHTepsan BpemMeHU Mexay oTbopomM obpasLoB 1 NpoBeaeHUEM UCNBITAHUIA JOMKeH BbiTe N0 BO3MOXHOCTU
MaKCUMarnkbHO KOPOTKUM.

C.1.4 Ecnu npou3BoauMbIA UMW MMWTALWOHHBIA NPOAYKT Bbi3blBAET NOMYTHEHWE NUTATENBHOW Cpedbl, TO cnegyet
MCnonbL30BaTe METoA, CNOCOOHbIN OTNMYaTEL AaHHOE NOMYTHEHUE OT MOMYTHEHWS, BbI3BAHHOMO POCTOM MUKPOOPIaHW3MOB.
CmMm. NCO 11737-2" Ha npeOMeT pekoMeHAaUui No NOATBEPXOEHUO pocTa MUKPOOPraHM3MOB B UCMLITAHWUAX Ha MUKPOG-
HYIO KOHTaMUHALMIO.

C.1.5 lMocne onpegeneHuna obpasua v BeiIbopa METoAa MCMbITaHWA METOAMKAa AormKkHa ObiTb BanvaupoBaHa Anst
NOATBEPXAEHWS TOro, 4TO OHa oGecneYrBaeT BhisiBNIeHMe Manoro Konn4yecTea MUKPOOPraHM3MOB B MPUCYTCTBUM UCTLITY-
emoro npogykta. Cm. MCO 11737-2 n chapmakonen Ha npegMeT peKoMeHAauWi No NpoBepKe MpUrogHOCTHM aHanuTmMye-
CKOW METOAMKN AMS BIABNEHUA MUKPOOPraHM3MOB B NMPUCYTCTBMKM MCMBITYEMOro NpogyKTa.

C.2 MeToabl UCnbITaHUs

C.2.1 MNpsaMoK KOHTAKT NUTaTeNbLHON cpefbl C NPOAYKTOM

C.2.1.1 OBwme nonoxeHna

[Morpy:KeHne NpoM3BOAMMOrO UM UMUTALMOHHOIO NPOAYKTa B NUTATENbHYIO cpedy ABMAETCHA NpeanoHTUTENbHbIM
MeTOoAOoM McnbiTaHWsA. [laHHbin meTog obecnevnBaeT NomHbIf KOHTAKT Cpedbl C MOBEePXHOCTLIO NMPOAYKTa, a TAKKe YHMUTbI-
BaeT PUCKM KOHTaMUHaLMW NS BCeX 3TanoB npoLuecca M BMeLlaTensCTB, BbIMOMHAEMbIX MPU NMPOM3BOACTBE NPOAYKTA.

C.2.1.2 MeTopg NpsAMOro norpy»eHuns

Ecnv npon3soauMelil UNv MMUTALMOHHBIN NPOAYKT MOKET BbiTh NOMELLEH B EMKOCTb CO CTEPUNBHOM XKUAKOW ni-
TaTenbHOW Cpeaon, TO NPOAYKT A0MKEH BbiTe MOMHOCTLIO NOMPYXEH U MHKYBMpoBaTLCH B AaHHOW cpeae. Ona rapaHtuv
MOMNHOMO NOTPYXEeHWHA BCEW NOBEPXHOCTW B MUTATEMLHYIO CPeay Ha NpoTsKeHUW BCero nepuona UHkyGaumm moryT notpe-
GoBaTbCa MaHUNyNsUKUWM NO NOAroToBKke obpasua, Hanpumep n3meneyeHne unu pasbop npogykta Ha Yactu. Ecnu pasmep
U1 KoHUrypaums npogykTa Takne, YTO OH He MOXET BbiTb NOrpy:eH B CTePUbHYIO XUAKYIO cpedy Ans pocTta, To Ans
UCMBITAHUS NPOOYKT MOXET BbITk M3MensyYeH unu pasobpaH Ha Yyacti. Ecnv npodykT COCTOUT M3 HECKOMNBKMX KOMMOHEH-
TOB, MOXET ObITb BO3MOXHO MOAENMPOBaThL acenTU4eckni npouecc 6e3 peanbHOro CoeAWHEHUS YacTel KOMMOHEHTOB.
OTO MOXKET CHU3UTb PUCK CMY4aNHON KOHTaMUHaLWMA BO BPEMSA UCTbITAHWA.

" B Poccutickoii ®edepayuu deticmeytom locydapcmeeHHas ®apmakones (usdaHue XV) u ®apmarones EASC,
ymeepxdeHHas PeweHuem Kornneauu ESK om 11 agaycma 2020 2. Ne 100.
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C.2.1.3 TpAMOoK KOHTaKT NUTaTeNbHOM cpeabl in Situ ¢ NOBEPXHOCTAMM NPOAYKTa, KOHTaAKTMPYOLWMMK C NalUueHToM

Ecnu npooykT 3asBneH Kak «CTEpPUnbHa TOMbKO CUCTEMA OOCTABKM KUOKOCTU®, TO B CUCTEMY MOXET BbiTh Aobae-
neHa Xuakas nuTatensHaa cpega v npoeefeHa MHKyBauua in situ. MNpyu gaHHOM MeToae NMPOAYKT UM Cpefa HaxodsTcs B
HEMoCpeACTBEHHOM KOHTaKTe, MpW 3TOM NPOAYKT BLICTYNAET B KAYECTBE KOHTEMHEpA C NUTATENLHOW Cpeno.

[Mpumepom in situ ucnblTaHWine MOXET BbiTe AoBaBneHne cTepunbHOW XUOKOW NUTaTeneHON cpeabl B NPOAYKT, Ha-
NpUMep MELLOK ANs KMeTOYHbIX KyNbTyp C NOCMenyrlMM 3anavBaHneM mellka u ero nHkybauwmei. Nocne wHkybauun
nuTatenbHas cpefa UccneayeTca Ha HanMyne pocta MMKPOOPraHU3MoB. Ecriu KOHTEWHep Henpo3payHbli, TO 418 Uccne-
[oBaHuA HeobXoQMMO NepeHecTy JaHHY0 NUTATENbHYI Cpeay BO BTOPOI CTEPUIbHBIA NPO3paYvHblii KOHTERHEP.

C.2.2 MeTtoabl BbIMbIBaHUA/M3BNe4YeHUA

[ns Tex npoaoyKTOB UNK YacTen, ANs KOTOPBIX HENPUMEHUMbI UCMLITAHUS NMPAMBIM NOTPYXXEHWEM UK in situ, cnegy-
€T WUCMNOMb30BaTk METOS BbIMbIBAHUA/M3BIIEYEHUS.

[MpombiBaHME N OMoNackMBaHWE: ECINW NPOAYKT MOXKET ObiTb TOMIbKO MPOMBIT MW OMOSOCHYT, MPOMbLIBHLIE BO[bI
MoryT ObiTe NGB0 cobpaHbl B KOHTEMHep ANnA MHKYbaumm, Nnbo oTUNLETPOBaHbl C NOCMeayLWWM NOTPYXEHWUEM U UHKY-
Bauuen membpaHHoro unerpa. B MCO 11737-2* BKNIOYEHO pYKOBOACTBO NO AaHHLIM noaxonam. CrieayeTt oLeHUTb npu-
roAHOCTE AaHHOTo MeToaa ANS yAaneHUs MUKPOOPraHU3MOB C NPoOyKTa U UX BOCCTaHOBINEHUS.

CpaBHeHne MeTodoB: AoMmKeH ObiTh BbibpaH Havbonee NoAxXoasLWMiA MeTod ucnblTaHnsa M obocHoBaHwe Bbibopa
OOMKHO BbITh AOKYMEHTMpOoBaHO. [penmyLLecTBa 1 orpaHnyeHna Kaaoro metoaa npveegeHsl B Tabnvue C.1.

Tatnuua C.1— OB3op METOAOR UCMLITAHNUA

Tun MeTon YyecTen- MpeumyuiecTtsa OrpaHunyeHns
TeNnbLHOCTb
Mpamon koH- | lMNorpyxeHwe B *ua- | Bricokas OtnuyHas  JysBcTBUTENbL- | HenpurogeH onsa Gonbwux npo-
TaKT CO Cpe- | Kytlo cpedy NMpPoW3BO- HOCTb. OYKTOB.
aomn OMMOro Unu uMmuta- Ony6brnvkoeaH  dapmako- | Hanuumne emMKocTel ¢ nMTaTensHOu
LIMOHHOIO NnpoaykTa NelHbld (NpU3HaHHLIA) Ba- | cpedor NOAXOASLENo pa3mepa
NUANPOBaHHBIA METOA,
PerynaTopHas npurogHocTb
Pabota co cpepoir | Beicokas OTnu4yHas YyBCTEUTENb- | [1pMrogeH Tonbko Ans OLUEHKW CTe-
in situ HOCTb. PUMBHOCTM CUCTEM ANS OOCTaBKM
OnybnvkoeaH  hapmako- | KMAOKOCTK.
neHbl (Npu3HaHHbIn) Ba- | MoxeT noTpeboBaTecs  cosda-
NUAWPOBaHHBIA METOA, HWE cneynanbHbIX COedVHEHUA W
PerynaTtopHasi npurogHocTe | cbopka KOMMNMeKToB.
Ona HenpospayHelX MpO4YKTOB
paHHee BbISIBNEHME KOHTaMWHU-
POBaHHBIX UCMbITYEMBIX 06pa3sLoB
MOXET ObITb HEBO3MOKHBIM
MeTtogbl Bbl- | [NpombiBaHne wvnu | Pasnas OrTcyTcTBYOT orpaHuyenus | TpebyeT Banugaunm cTeneHn Boc-
MbIBaHWA/M3- | ononackMBaHwe Ha pa3mep eMKOCTW C NUTa- | CTaHOBMEHMSI.
BreYeHNs TENBHOW Cpenon. OrpaHvyeHa BepoaTHOCTb yaane-
MosxeT BblTe €OWHCTBEHHO | HWSA MUKPOOPraHW3MOB CO BCeW MNo-
BO3MOXHBIM BapUaHTOM BEPXHOCTW NpoayKTa.
Ecnu TpebyeT ucnbiTaHue Ha cTe-
PUMBHOCTE BHYTPEHHEW W BHeL-
HEM MNOBEpPXHOCTEW, npouenypa
MCMBITAHWA W Banuaauus MoryT
0Ka3aTbCH OYEHb CIOKHBIMU.
Tpebyetr obocHoBaHuA Ons pery-
NATOPHOWM NPUrogHOCTH

" Cm. makxe onucarue memoda e cmamee 2.1.6.1 «CmepunsHocme» @apmakoneu EASC u O®C.1.2.4.0003.15
«CmepunsHocms» [ocydapcmeeHHoU @apmakoneu.
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rOCT P UCO 13408-7—202

MpunoxeHne OA
(cnpaBo4Hoe)

CBefeHUs 0 COOTBETCTBUM CChINMOYHLIX MeXayHapoAaHbIX CTaHOApPTOB
HaulWOHanbHbIM CTaHOapTam

Tabnuua OA.1

5

O60o3HaveHne CCbINOYHOro CreneHb

0O603Ha4YeHe U HaMMeHOBaHWEe COOTBETCTBYIOLLENO HauMoHansHoro ctaHgapTa
MeXAyHapOoAHOro CTaHaAapTa | COOTBETCTBUA Yol 4 Aap

ISO 13408-1 IDT FOCT P MCO 13408-1—2000 «AcenTuyeckoe nNpoW3BOACTBO MeauLMH-
ckon npoaykumun. Yacte 1. O6wue TpeboBaHuay

MpumevyaHume — B HacToAweln Tabnuue MCNons30BaHO crefywllee yCcnoeHoe 0H03Ha4YeHUe CTENeHu COooT-
BETCTBUS cTaHgapTa:
- IDT — mMaeHTU4HBIN cTaHaapT.

1
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(9]
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ISO 13485, Medical devices — Quality management systems — Requirements for regulatory purposes

ISO 14644 (all parts), Cleanrooms and associated controlled environments
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ISO 14971:2007, Medical devices — Application of risk management to medical devices
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[13] EMEA/CHMP/410869/2006, Guideline on Human Cell-Based Medicinal Products
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