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Mpegucnosue

Llenn, ocHOBHbIE NPUHLMUMBLI U NOPAAOK NPoBeAeHNs paboT NO MeXrocyAapCTBEHHOW cTaHfapTusanmm
yctaHoBneHol FOCT 1.0—92 «MexrocygapcTtseHHasa cuctema craHgaptusaumm. OCHOBHbIE MOIOXEHUA» U
FOCT 1.2—2009 «MexrocygapcTBeHHas cuctema ctaHgapTnsaunn. CtaHaapTbl MeXrocyAapCTBEHHbIE, Npa-
BW/M1a U peKOMeHAauUn No MeXrocyAapCTBEHHON cTaHAapTusaymu. Npasuna pa3paboTku, NPUHATUSA, NpUMe-
HeHns. OOHOB/IEHUS U OTMEHbI»

CBefgeHNs 0 cTaHaapTe

1 NOArOTOBJ/IEH depepanbHbiM rocyfapCTBEHHbIM YHUTApHbIM Npeanpustuem «Bcepoccuiickunii
Hay4YHo-uccef0BaTeNbCKUIA UHCTUTYT CTaHZapTU3aLMm U cepTUUKaLumn B MalMHOCTpoeHun» (BHUWHMALLY)

2 BHECEH depgepanbHbiM areHTCTBOM MO TEXHUYECKOMY perynvpoBaHuio u metposornn (FoccTtax-
Aapr)

3 MPUHAT MexrocygapcTBeHHbIM COBETOM MO CTaHAapTM3auumn, MeTponorum n ceptudukanmmn (npo-
TOKOJ1 OT 29 Hos6psa 2011 r. Ns 40)

3a npuHATNE NPOrosiocoBasiu:

KpaTkoe HavmeHOBaHMe CTpaHbl Kog cTpaHbl no CokpallieHHOe HaMeHOBaHMe HaLVOHaIbHOTO opraHa

no MK (MCO 3166) 004-97 MK (MCO 3166)004-97 no cTaHAapTu3aumm

Benapycb BY FocctaHpapTt Pecny6nvkn Benapycbh

KasaxcTaH K2 FocctaHgapT Pecny6aunkmn KasaxctaH

Knprunsumsa KG KbipreisctaHgapT

Poccus RU PocctaHpgapTt
TapXukucTaH T TagxukctaHgapTt

4 anKa30M tDep.epaanoro areHTCcTBa no TeXHU4YeCKoMy perysimpoBsaHuo 1 MeTposiormm ot l3,u,eKa6p;|

2011 r. Ne 1338-cT MmexrocygapcTBeHHbIi ctaHgapT FOCT ISO 14160—2011 BBefeH B AelicTBME B kayecTse
HaluoHanbHoro ctaHgapta Poccuiickoit depepaumm ¢ 1 aHBaps 2013 r.

5 HacTtosiwuii cTaHAapT MAEHTUYEH MeXAyHapoAHOMy cTaHgapTy ISO 14160:1998 Sterilization of
single-use medical devices incorporating materials ofanimal origin. Validation and routine control of sterilization
by liquid sterilants (Ctepunun3auns og4HOPa30BbIX MEAULNHCKMX U3AENIA, COAepXKaLluX MaTepunasbl XMBOTHO-
ro NMpoucxoxaeHus. Banngauna v Tekywmii KOHTPOb CTEPUAN3ALMN C MOMOLLbIO XUAKUX CTEPUINZYIOLLNX
CpeacTB).

CTeneHb COOTBETCTBUA — naeHTU4YHasa (KOT).

CBefleHns 0 COOTBETCTBUMN MEXroCyapCTBEHHbIX CTaHAaPTOB CCbISIOYHBIM MeXAYHapo4HbIM CTaHaap-
Tam npvBeAeHbl B JONOMHUTENLHOM NpuaoXKeHun JA.

CTaHaapT NOAroToB/IEH Ha OcHoBe npumeHeHua FTOCT P MCO 14160—2003

6 BBEZJIEH BIEPBbIE

MHdopmauns 06 M3MeHeHUsAX K Hac T osLLeMy CTaHAap Ty ny6/imkyeTCca B eXXerogHom MHopmaLMoH-
HOM yka3aTene «HauynoHanbHble CTaHfapThl», @ TEKCT U3MEHEHUA NNonNpaBoK — B eXXeMeCAYHOM NHAOp-
MaLMOHHOM yKasaTene «HauuoHanbHble cTaHfapThbi». B cnyyae nepecmoTpa (3aMeHbl) UM OTMeEHbI
HacToAlero craHjapTa COOTBeTCTBYyUee yBefgomneHne OygeT Onyb/iMKOBAHO B eXeMeCAYHOM
MHMOPMAaLMOHHOM yKasaTene «HauuoHanbHble cTaHAapThl». COOTBeTCTBYWLWas UHopmauus, yse-
JOM/IEHNE U TEeKCT bl pa3meLLao T ca Takxe B MHhopmaLMoHHO cucTeme o6Lwerononb30BaHns — Heodu-
unanbHoM caiiTe ®defepanbHOro areHTCTBa Mo TEXHWYECKOMY peryMpoBaHuio 1 MeTpoiornm B ceTu
VIHTepHeT

© CraHgaptuHdopm. 2013

B Poccuiickoii ®efepaLum HacTOALWMA CTaHAAPT He MOXET 6bITb NO/IHOCTLIO UM YACTUYHO BOCMPOU3-
BEJEH. TPAXMPOBAH M PacnpocTpaHeH B kauecTBe ohuLmManbHOro n3gaHns 6e3 paspelleHus degepanbHoOro
areHTCTBa Mo TEXHUYECKOMY PerysimpoBaHuio 1 MeTposiorm
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BeBegeHve

CTepunbHbIM ABNSETCA n3fenvue, cBoO60AHOE OT XU3HECMOCOOHbIX MUKPOOPraHn3MoB. MNpu noctaske
CTEPUNLHOTO M3AeNns MexXxAayHapofHble cTaH4apTbl TPeOyioT, 4To6bl A0 Havyana cTepunusauun cinydariHas
KOHTaMuHauus (3arpssHeHne) MeAnLMHCKNX N3AeNnii OT BCeX UCTOYHUKOB Oblia CBefeHa K MUHUMYMY BCEMU
npakTnyeckn BO3MOXHbIMKU cnocobamu. Tem He mMeHee, faxe Npy NPOM3BOACTBE MeAULMHCKUX U3Aennii ¢
cobnofeHnem TpeboBaHuii cuctembl kadectsa (ISO 13485 n ISO 13488) f0 Havana CTepuInM3aLmn Ha HUX
MOTYT 6bITb MMKPOOPraHn3Mmbl, XOTA 1 B HE6ObLLIOM KonuyecTse. Takne n3genus SBNsSTCS HECTEPUTbHBIMU.
Llenbto npouecca ctepuamsanmmn ABNSeTCA MHakTUBaums MUKPOGMOI0rMYecknx KOHTaMMHaHTOB 1 Takum obpa-
30M MpeBpalleHne HeCcTePU/bHbIX MPeAMeTOB B CTEPUIIbHbIE.

WNHakTMBaumsa 4ucTol Ky/bTypbl MWUKPOOPraHW3MOB (HU3NYECKUMU W/MIN XUMUYECKUMW areHTamu,
1Ccnosib3yeMbiMy AN CTePUIn3auun MeauLMHCKMX U3gennii, npubamkKeHHO ONMUCbIBAETCA SKCMOHEeHUMab-
HbIM 3aKOHOM. 3TO 03HavaeT, YTO He3aBMCMMO OT NMPUMEHEHHON CTeneHn 06paboTKn CyLLeCcTBYeT KOHeuHas
BEPOATHOCTb TOF0, YTO MUKPOOPraHn3mM MOXeT BbIXUTb. Mpn KOHKPETHO 06paboTke BEPOSITHOCTbL BbDKMBAHUSA
onpegenseTcs YACIOM 1 TUNaMy MUKPOOPTraHN3MOB U OKPYXXatoLW UMy YCNIOBUAMU, B KOTOPbIX MUKPOOPraHu3-
Mbl HaxogaTcs npm o6paboTke, T. €. CTEePU/IbLHOCTb N1I060ro0 OTAENBHOrO U3AeNns U3 rpynnbl NogBepraembix
cTepunusaunm nsgennii He MoxeT 6bITb rapaHTUpOBaHa, N CTepPUIbHOCTb 06paboTaHHON rpynnbl n3genuii
[O/KHA BblpaXaTbCa Yepes3 BEPOATHOCTb NPUCYTCTBUA Ha U3AEeNNM XXU3HECNOCOBHOTO0 MUKpoopraHusmMa.

Tpeb6oBaHusA K cMCTEME KayecTBa Npy NPOeKTUPOBaHWK, pa3paboTke, MPOM3BOACTBE, MOHTaXe 1 obceny-
XUBaHuu npveefeHbl B cTaHgapTtax cepumn 1SO 9000. a Takke 1SO 13485 u ISO 13488. CtaHgapTbl cepum
1ISO 9000 onpefensaT HEKOTOPbIE NPOLECcChl, UCMOJIb3YyeMble NPU NPOU3BOACTBE, Kak crneumnasbHble, eCnmn nx
pe3ynbTaTbl HE MOTYT 6bITb MO/THOCTLIO NOATBEPXAEHbI NOCNEAYIOWUM KOHTPOIEM U UCTbITAHMEM NPOAYKLNN.
CTepwnunsauus SsBnseTcA NpMMepoM crneuunanbHOro npouecca, NocKosbKy aeKTUBHOCTbL ee He MOXeT ObITb
noATBEPXAEHa KOHTPO/IEM 1 UCMbITaHMeM npogykuun. Moatomy A0 BBOAa 060pyAOBaHUS B aKCnyatauuo
cnefyeT BbIMOMHUTB BanMaauuio NpoLeccoB cTepnansauny, a BO BpeMs akcnayaTauny NpoBoanTb TeKyLUiA
KOHTPOJIb U TEXHUYECKOE 06CNyXMBaHMe 060pyAoBaHus.

BaxHO0 co3HaBaTb, YTO AO/HKHbIM 06pPa30M Ba/IMANPOBAHHbIA M TOYHO KOHTPO/IMPYEMbIVA MpoLLecc cTepu-
nv3aunmn He SIBNAETCA eUHCTBEHHbIM (DaKTOPOM, 0OYCMIOBANBAIOLLMM YBEPEHHOCTb B TOM, YTO MPOAYKLUA
SIBMIAETCA CTEPU/IbHON M NPUrO4HON ANA NpeAHasHaYeHHOro Ucnonb3oBaHns. Heobxo4Mmo Takke obpaTuTb
BHMMaHWe Ha Lenblil psag hakTopos, BKOYALLMX MUKPOGHUonormyeckuii ctaTtyc (6uoHarpysky) noctynatoLie-
ro Cbipbs M/WN KOMNOHEHTOB, UX NOCMeAyoLLee XpaHeHVe, a Takke KOHTPO/b Cpeabl, B KOTOPOI NPOU3BOANUT-
cA. cobupaeTca 1 ynakoBblBaeTCA NPOAYKLUS.

Lna ctepunmsauum MeguLMHCKUX n3gennii Hanbonee 4acTo UCNOMNb3YIOT BAIAXHOE TEeNs0, CyXoe Tensno
(HarpeTblii BO34yX), MOHU3UPYIOLLee U3STyYeHne N OKeu aTuneHa. B To Bpems kak HekoTopble n3aenus, cogep-
Xallye TKaHW XMBOTHbIX, MOTYT 6bITb COBMECTUMbI C 06LEeNPUHATLIMU MeTogamu cTepunansaunm (Hanpumep,
HUTW 13 KeTryTa 06bIYHO CTEPUIN3YTCA 061yYeHnem), apyrue nsgenus (buonornyeckme cepaeyHble knanaHbl
UV TKaHeBble NPOKNafKn) He COBMECTUMbI C 3TUMM NpoLeccamun cTepunmnsanmm u moryt notpebosartbes Apy-
rMe CTepUNn3ylolme areHTbl. B Takux ciyyasx LUMPOKO MCNOMb3YHTCA XUAKME XMMUYECKUEe CTepUInsyto-
e cpefctsa, NpUYeM Kak WM Npu WUCNOMb30BaHUW ApPYrMx MeTOAO0B CTepuiusauun, ahhekTUBHOCTb
npouecca Heo6xo4MMo NOATBEPAUTL U 3adimkcupoBaTb nepes Tem, Kak NPUHATL ero A8 NOBCEeLHEBHOrO
MCNo/b30BaHuUA.
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M E X I OCUYAAPT CTBETHHDbB 1 C TAHAOAPT

CTEPWUIN3ALUMA OAHOPA30BbIX MEAVLUVHCKUX U3LAEMUIA, COOEPXALLUX MATEPUANbI
XNBOTHOIO NMPONCXOXOEHNA

Banvaaumsa 1 TeKYLUN KOHTPO/Ib CTEPUIN3ALUN C NOMOLLbIO XUAKAX CTEPUMIYIOLNX CPEACTB

Sterilization of single-use medical devices incorporating materiats of animal origin. Validation and routine control of
sterilization by liquid sterilants

JNaTta BBegeHnsa — 2013—01—01

1 O6nacTb NpUMeEHeHUs

HacToswuii ctaHaapT ycTaHaBnvBaeT TpeboBaHus Kk paspaboTke, Banugaunum, ynpaBaeHnto U KOHTPOI0
npouecca CTepUIN3aLum XUAKUMU CTEPUIM3YIOLMMN CPeACTBAMU O4HOPA30BbIX MEAULMHCKUX U3AeNni,
COCTOALLUX MOMHOCTLI0 UM YACTUYHO U3 MaTepUasioB XUBOTHOTO NPOUCXOXAEHUS.

HacTosiwuii cTaHgapT He pacnpocTpaHseTCs Ha MaTepuasibl He/TOBEYECKOTO MPOUCXOXAEHUS, HEe OMUCHI-
BaeT cucTeMy o6ecneyeHns kKauecTsa npu KOHTPO/Ie BCeX CTaAuii NPOM3BOACTBA M He paccMaTpuBaeT MeTobl
Ba/IMAaLum cnoco6oB MHAKTUBALMYN BUPYCOB.

MpumevaHwus

1 CraHgapTbl Hacuctembl kadyectBa (ISO 9001 n1SO 13485. unm ISO 9002 n1SO 13488) MoryT 6bITb UCMONb30BaHbI
ONS KOHTPONSA BCeX CTaAuii Npou3BOACTBa, BK/IOYasi NpoLecc cTepuinsaymu.

2 Mpun pa3pa6oTKe TeXHONOrMM 06paboTKN MeAULNHCKUX N3aennii, cogepxalmnx martepuanbl XMBOTHOrO npounc-
XOXAEHUSA. HE06X0ANMO paccMaTpmBaTb 3P EKTUBHOCTb BO34EACTBUS XULKNX XUMUYECKUX CTEPUMUIYIOLLUX CPeACTB Ha
BO3MOXHbl€ BUPYCHblE KOHTAMWHAHTbI C YYEeTOM NMPOUCXOXAEHUA MaTepunanos, UCMO/b3YeMbIX NPV NPOU3BOACTBE 3TUX
KOHKPETHbIX MeULMHCKNX n3aenuii. XoTS BaXHOCTbBONpPOCa Banngaunmy BUPYCHOM MHaAKTUBaL MK BpoLeccax, CocTaBs-
oWmnx 061acTb NPUMEHEHNS HAaCcTOALWero cTaHAapTa, O4eBUAHA, 3TOT acnekT U3 Hero UCK/IoYeH; B pa3paboTke HaxoaMTCs
oTaenbHbI EBponeiickuii CtaHgapT (1J.

3 Xuakue xummyeckue cTepunusytollme cpeacTsa, TPaANLMOHHO UCMNONb3yeMble AN CTEPUIN3ALNN KUBOTHbIX
TKaHeli B MEAULNHCKUX N3JeNNsIX, MOTYT 6bIiTb HE3(h(DEKTUBHbI A1 MHAKTUBAL MM NATOTEHHbIX areHTOB TPaHCMUCCUBHbIX
rybuyartbix popm aHuUedanonaTuii, Takmx kak rybyatas dpopma 6biubeli aHuedanonatumn (BSE) nnu ckpenu (Bo3dyautens
MNH(EeKLMOHHOTro BUPYCHOMO 3a60/1eBaHu1s B3pOC/bIX OBel). Y40B1eTBOPUTENbHYO BainAaLmio B COOTBETCTBUM C HACTOSA-
WNUM cTaH4apTOM Hefb3si paccMaTpuMBaTb Kak NOATBEpPXAeHNe UHAKTUBaUUN UHMPULMPYIOWNUX areHToB 3TOro Tuna.

PyKOBOACTBO MO OLEHKE COOTBETCTBUSA HACTOsILLEMY CTaHAAPTY NPUBEAEHO B NPUIOXEHNUM A.

2 HopmartuBHble CCbI/IKM

B HacTofilem cTaHgapTe MCMO/b30BaHbl CCbIIKM Ha criedylolie cTaHAapThl:

ISO 9001:1994 Quality systems — Model for quality assurance in design, development, production,
installation and servicing (Cuctembl kayecTBa. Moesnib o6ecneyeHuns KayecTsa npu NPoOeKTMpoBaHun, paspa-
60TKe. NPOM3BOACTBE, MOHTAXE U 06CAYXMBAHNN)

ISO 9001:2000 Quality management systems. Requirements (Cuctembl MeHe)XMeHTa kayecTBa. Tpe-
60BaHNS)

ISO 9002:1994 Quality systems — Model for quality assurance in production, installation and servicing
(Cuctembl kavecTBa. Mofenb obecnevyeHnss kayecTsa npu NPoM3BOACTBE, MOHTaXE U 06C/TYXMBaHWM)

ISO 9004-1:1994 Quality management and quality system elements — Part 1: Guidelines
(ALMUHMCTPATMBHOE yNpaBeHne KauecTBOM U 3/1IeMeHTbI CUCTEMbI kadecTBa. YacTb 1. PykoBoasLve ykasa-
HUSA)

N3paHne oduumnanbHoe
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ISO 11134:1994 Sterilization of health care products. Requirements for validation and routine control.
Industrial moist heat sterilization (CTepunusauna meauunHcKon npoaykuun. TpeboBaHus K BanMaaumm n Teky-
L emy KOHTposto. MpoMmbIlLIeHHan CTepUAn3aLmnsa BNaXKHbIM TEM0M)

ISO 11135:1994 Medical devices. Validation and routine control ofethylene oxide sterilization (MeguunH-
ckve usgenvs. MpoBepka f0CTOBEPHOCTM U TEKYLLUIA KOHTPOb CTEPUIN3ALMUN OKCUAOM 3TUIEH])

ISO 11137:1995 Sterilization of health care products. Requirements for validation and routine control.
Radiation sterilization (CTepunu3sauns MeguUNHCKON npoaykumn. TpeboBaHUs K Banugauny v TeKyLLeMy KOH-
Tpont. PagnaumoHHasa ctepunmsaums)

ISO 11138-1:1994 Sterilization of health care products. Biological indicators. P arti. General (Ctepunu-
3aumsa MeguUMHCKON npoayKumn. buonornyeckne nHamkaTopsel. Yacte 1. O6ume nonoxeHus)

ISO 11737-1:1995 Sterilization of medical devices. Microbiological methods. Part 1. Estimation of
population of microorganisms on products (CTepunuzauuss MeguLMHCKNX n3genuii. Mukpobuonoruyeckme
meTogbl. YacTb 1. OueHka nonynsuum MMKPOOPraHM3MOoB Ha NpoayKLmmn)

ISO 13408-1:1998 Aseptic processing of health care products — Part 1. General requirements
(AcenTnyeckoe NPOM3BOACTBO MeAULIMHCKON npoAdykuumn. YacTtb 1. O6wme TpebosaHus)

ISO 13485:1996 Quality systems — Medical devices — Particular requirements for the application of
ISO 9001 (Cuctemsbl kavyectsa. MeanumHcKne nsgenus. YactHole TpeboBaHns K npuMeHeHuto 1ISO 9001)

ISO 13488:1996 Quality systems — Medical devices — Particular requirements for the application of
ISO 9002 (Cuctembl kavecTBa. MeguuuHckne usgenus. YactHole TpeboBaHus K npumeHeHuio 1ISO 9002)

3 OnpepgeneHuns

B HacTosiLieM cTaHAapTe NPUHSATLI Cefylowmne TePMUHbI C COOTBETCTBYHOLWMMU ONpeaeneHnaMu:

3.1 naptus, cepus (batch): Konuuectso HepactacoBaHHOM, NPOMEXYTOYHOW MY rOTOBOV NPOAYKLMK,
CBOICTBa M Ka4yeCcTBO KOTOPOI NpegnonaranTcs OA4HOPOAHBLIMM U KOTOpPas 3roToB/IeHa B TeYeHWe onpefenex-
HOTO LMKa Npon3BOACTBA.

3.2 6uoHarpyska (bioburden): Monynaunsa XW3HeCNOCOOHbIX MWKPOOPraHU3MOB Ha/B MpoAyKL MK
n/mnu ynaxkoBske.

3.3 HocuTenb (carrier): YaepxusawLlwuii matepvas, Ha KOTOPbI HaHECEHbI TECT-MUKPOOPTraHn3Mmbl.

3.4 KOMMCCUOHHasa npvemka (commissioning): MNosayyeHre nAoKyMEHTUPOBaHME AaHHbIX O TOM. YTO
060pyA0BaHMe NOCTaBEHO N CMOHTUPOBAHO B COOTBETCTBMMN C TEXHUYECKOWN AOKyMeHTauueli n npyu cobnoae-
HUW UHCTPYKLUMIA MO aKcnlyaTaumMm OHO (DYHKLMOHMPYET B NPefyCMOTPEHHBIX NpeAenax.

3.5 BenmuuHa gecaTukpatHoro cokpauweHus (decimal reduction value); BennumHa O (O — value):
Bpems BblAEPXKN UM NOTNOLLEHHANA [03a U3/TyYeHUs, He06X0ANMbIE 418 YMEHbLUEHUS NONYAALUN TECT-MUK-
poopraHn3moB B 10 pa3 npu onpegeneHHbIX YCIoBUAX 06paboTku.

3.6 Bpems BblAepXKK (exposuretime): Bpems, B TeYeHNe KOTOPOro MeULMHCKOE n3fenune nogeepra-
eTcs BO3[eicTBMIO oOnpedeneHHol TemnepaTypbl W CTEPUIM3YIOLWLEr0 BellecTsa B oOnpefesieHHol
KOHLeHTpauuu.

3.7 wHaktmBaumsa (inactivation): lMNoTeps TecT-MUKpOOpraHu3mamu cnocobHOCTU K pocTy, mpopac-
TaHWo U/MNN Pa3MHOXEHWIO NPU ONpefeneHHbIX YCN0BUAX KY/TbTUBUPOBaHWS.

NMpumeuyaHune — B HacToslLleM cTaHAapTe Noj TecT-MUKPOOPraHnsMamu nogpasymeBaroTCsi Cnopoo6pasyto-
wue n Hecnopoob6pasytoumne 6akTepun, BUPYCbl, rpnbbl 1 NnpocTeliwne.

3.8 MHOKYNMpPOBaHHbI HocuTenb (inoculated carrier): Hocutenb, Ha KOTOPbLIA HAHECEHO onpeje-
NIeHHOEe KOIMYeCTBO TeCT-MUKPOOPraHN3MOB.

3.9 xunakoe xmmmnyeckoe ctepunmnayrowee cpoactso (liquid chemical sterilant): OnpegeneHHas
KOMNO3MLMA XMMMYECKMX BELLeCcTB B BWAe pacTBopa WM B XuAkol copme, koTopas npumeHseTcsa Ans
cTepunusauum.

3.10 meguumHckoe nsgenuve (medical device): IHCTpyMeHT, annaparT, npucnocobneHue, matepuan,
1Cnosb3yemble 0TAENbHO WU CAPYIMMU U3[ENNAMU, HEOO6XOANMbIM NPOrPaMMHbIM 06ecneyeHmem, npegHas-
HauyeHHble ANs noael B uenax:

- AMArHoCTUKM, NPoNNaKTUKK, HabMlAeHUS, nevyeHnsa uam obneryeHns 6onesHu;

- AMarHoCTuKN, HabNAEHNA, NeYeHns, 061er4eHns U KoMneHcauun Npyu TpaBMaxuIMMHBaIMAHOCTHY;

- MccnefoBaHusl, 3aMeLLeHns UM U3MeHeHUss aHaToMUM Uan hr3MoNorMYeckoro npouecca;

- KOHTPOSNS 3a4aTtus.
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OCHOBHOe fleliCTB/e KOTOPbIX BHYTPU WX CHAPYXW Tena yefnioBeka fgocturaeTcs 6e3 npumeHerus ap-
MaKOo/I0rM4eCcKMX. MMMYHOMOTMYECKUX WU MeTabonmyecknx CpPeacTB, HO KOTOpPble MOTYT MNPUMEHATbCA
COBMECTHO C HUMMW.

3.11 atTecTauus akcnayatumpyemoro obopygosaHusa (performance qualification): MonyyeHune u
[OKYyMEHTUPOBaHUE AaHHbIX 0 TOM. YTO MPW BbINOSIHEHWUN TpeBOBaHWUA TEXHOMNOrMK NpoLecca 060pyoBaHne
nocne KOMUCCUOHHOM Npuemky ByaeT NPou3BOAWTb Hafexallyo NpoayKuuio.

3.12 npeactopunmsaunoHHoo Yncio (prestorilization count): KosimyecTBo XM3HECNOCOBHbIX MUKPO-
opraHn3MoB. 06HapYyXeHHoe nepej cTepuansauuei.

3.13 coBmecTMMOCTb npoaykuum (product compatibility): CnocobHocTb npouecca cTepunnsauuu
obecneunTb HaMeueHHble pe3ynbTaTbl 6e3 yulepba Ana NpoayKumu.

3.14 paspaboTka npouecca (process development): JokyMeHTUpOBaHHas nporpammMa uccrenoBa-
HWiA, NPOBOAUMBIX CLeNbloonpeaeneHnsa napamMeTpoB npoLecca cTepuansaLm cymeTom CBOWCTB NpoAyKLuK,
YyNakoBKW, CXeMbl 3arpy3kn W/uam orpaHUyeHmnii, HaknagblBaemMblX Xxapakrepuctmkamu ob6opyaoBaHus.

3.15 peanunpauus (revalidation): YacTHoe niv nosHOe NOBTOPEHWEe Banuaauum Ans nogTBepXAeHuns
HafeXHoCTu npouecca.

3.16 cTepunbHocCTb (sterility): OTcyTCTBUE XN3HECNOCOOHLIX MUKPOOPTraHN3MOB.

MpumMmeyaHne — Ha npakTuke cocTosiHWe abCoOMOTHOrO OTCYTCTBUS.
3.17 cTepwunbHbIii (sterile): He cogepxalunii XM3HeCcnocobHbIX MUKPOOPraHn3MoB.

NMprumMeyaHne — Ha nNpakTuke cOCTOsIHME a6COMOTHOrO OTCYTCTBUS MUKPOOPraHW3MOB He MOXET GbITb A0Ka-
3aHo.

3.18 crtepunuzauyums (sterilization): BanuavpoBaHHbIli NpoLecc 0CBOGOXAEHNS NPOAYKTa OT XU3He-
CMOCOGHbIX MUKPOOPraHn3MoB BCeX hopm.

NMpumMmeuyaHune — lMpu cTepuansaymm NpoLecc OTMMPaHUA MUKPOOPraHM3MOB OMUCbIBAeTCA 3KCMNOHEHUMasnb-
HbIM 3aKOHOM. CnefoBaTesibHO, Ha/InYne MUKPOOPraHM3MOB B KOHKPETHOM 06bEKTE MOXET 6biTb BbIPaXeHO B BEPOSATHOC-
THOM Buze. XOTA 3Ta BEPOATHOCTb MOXEeT 6bITb CHUXEHA 0 BECbMa Mas1oii BE/IMUMHbI, OHa HUKOra He MOXeT 6bITb CHMXe-
Ha A0 Hyns. BeposiTHOCTb MOXeT 6bITb BbipaXeHa uepe3 ypoBeHb oGecneuveHus ctepunbHocTy YC (sterility assurance
level — SAL), 06bI4HO Bblpaxaemblii B popme 10"

3.19 koHcepBupytowmin pactBop (storage solution): XXugkoctb, B KOTOPOI MeuULMHCKOE n3genve B
ero KoOHe4yHol hopme nogaeTcs ANS UCNOb30BaHNS.

3.20 Banmpaumna (validation): [okymeHTMpOBaHHas npoueaypa MosyyeHus, NpoTOKONIMPOBAHWA U
MHTepnpeTawuumn pe3ynbTaToB, HE0HX0AMMbIX 419 4EMOHCTPALLMM TOTO, YTO NPOLECC HEM3MEHHO AaeT NPOAYKT,
COOTBETCTBYIOLMIA NPpeABapUTENIbHO ONpeeieHHbIM TPe6oBaHNUSAM.

NMprumMeyvyaHne — MNPUMEHNTE/IBHO K CTEPUIM3ALUN XUAKUMA XUMUYECKAMU CTEPUIU3YIOLWMMN CpeacTBaMm
noj Banugaumeli noHMmMaeTcs obuan nporpamMmma, cocTosiuas U3 KOMUCCMOHHOW NPYEMKM 1 aTTecTaunn aKcnayaTupyemo-
ro o6opygoBaHus.

3.21 4mcno XMBbIX MUKpoopraHnamos (viable count): Yucno mnkpoopraHusmoB, onpegensieMoe no
POCTY OTAEe/IbHbIX KOJIOHWIA MPU YCTAHOB/IEHHbIX YCI0BUAX KYIbTUBMPOBAHUS.

NMpumeyaHune — OTAeNbHAS KOMOHMSI HEe 065A3aTeNIbHO 06Pa3yeTCsl OT eANHNYHOTO XU3HECNOCO6HOro MUKPO-
opraHusma.

4 O6Lwue rnonoxeHus

4.1 KoHTpoO/Ib Npou3BoACTBa

UTo6bl NpescTepun3aLMoHHOe YAC/I0 HAaX0ANMI0CH B YCTAaHOB/IEHHbIX Npejenax, cefyeT pa3paboTath
U KOHTPO/IMPOBATL NPOV3BOACTBEHHBIN NpoLecc.

NMpnmevaHne — ITUM TpeboBaHWAM OTBedyaeT WCMNO/Ib30BaHME CUCTEMbl KavecTBa B COOTBETCTBUM C
ISO 1348S nnm ISO 13488.

[ANA KOHTPO/IA UICTOYHUKOB ChIPbSA XMBOTHOTO NPOUCXOXAEHMNA AO/KHA 6bITb pa3pa60TaHa N uncnonb3o-
BaHa AOKyMeHTMnpoBaHHaA cuctema.

NMpumMmeuaHune — Pa3pabaTbiBaeTca EBponeiickuii CTaHAapT N0 UCTOYHMKAM, KOHTPOso, c6opy matepuana u
obpatyeHunio ¢ HuM (2).
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JlokymeHTaumsa 1 NpoTOKO bl AO/KHbI NepecMaTpuBaTbCs U YTBEPXAATLCA OTBETCTBEHHbIM NepcoHa-
nowm (4.2).

4.2 TepcoHan

OTBETCTBEHHOCTb 3a 06CNTyXMBaHe 06opyaoBaHnsa (4.4). Banugaunio (pasgen 5) n Tekywuii KOHTPOb
(pa3gen 6) ctepunnsanmn NyTem BblAEPXMBAHUSA B XUAKUX XMMUYECKMNX CTEPUNUSYIOLLMX CPEACTBAaX, a Takke
3a BbIMYCK NPOAYKLUNY A0/MKHA GbITh BO3/I0XEHA Ha KBaNUULMPOBaHHbI NepcoHasl, Kak ykasaHo B SO 9001
unu 1SO 9002.

4.3 Kannb6poska

[omxkHa 6bITb paspaboTaHa, OKYMEHTMPOBaHa 1 yTeepxaeHa spekTnBHas cuctema Kanmbposkm Bce
KOHTPOIMPYIOLLUX, MOKa3blBAIOLWMX 1 3an1CbiBaOLWMX NPMOOPOB, NCNO/b3yeMbIX NPU BaNufaunm n Tekywem
KOHTpOJie npouecca cTepuamnsauuun. Ita cucTtemMa A0/KHA COOTBeTCTBOBaThb TpebosaHuaM I1SO 9001 wnu
1ISO 9002.

4.4 TexHwuyeckoe obcnyxuBaHne obopyaoBaHUs

TexHnueckoe o6cnyxmnBaHne 060pyaoBaHUSA [O/MKHO NNaHUPOBATLCA U OCYLLECTBAATLCHA B COOTBET-
CTBMU C AOKYMEHTMPOBaHHbIMM Npoueaypamu. Mpoueaypa ANS Kax40ro Na1aHoBOro 3ajaHusa no o6cnyxmsa-
HUIO 1 NEPUOANYHOCTb JO/MKHBI ObITb ONpeAesieHbl U JOKYMEHTUPOBaHbI.

O6opyaosaHue s 06paboTkn MefULIMHCKUX N3LeNNii He [O/IKHO MCNO/Ib30BaThLCA A0 TEX MOP, NoKa Bce
3a/iaHna No TEXHNYECKOMY 06CNYXUBAHWIO He GyAyT yCMeLlHO 3aBepLueHbl U JOKYMEHTUPOBaHbI.

MpoTOoKONbI 06CNYXMBAHUA AO/IKHbI XPaHWTbCA B COOTBETCTBMM C TpebosaHusmu ISO 9001 wnn
1ISO 9002.

Mpoueaypbl ¥ MPOTOKO/bI 06CAYXNBAHUSA JO/MKHBI MEPUOANYECKN NepecMaTpuBaTbCA OTBETCTBEHHbBIM
nnuom (4.2).

4.5 Pa3pa6oTka npoiecca U COBMECTUMOCTb NPOAYKUMMN

4.5.1 MMepep Hayanom paboTbl C HOBO WMAM MOAEPHM3UPOBAHHON NPOAYKLMEN, ynakoBKOM, cxemoi
3arpysku WA NpoLEeccom cTepunusauun cnegyeT onpeaenutb U 4OKYMEHTabHO 0hOpPMUTL NpoLecc cTepu-
nu3auun. nognexawmin sanuganuu.

MpuaTom cnepyeT nokasaTtb 3KBUBANIEHTHOCTb PaHee BaNnaMpoBaHHOMY NPOLECCY HOBbIX peLleHnii ans
NPOAYKUMMN, YNAKOBKN WU CXEMbI 3arpy3Ku.

[lokazaTenbCTBO 3KBMBA/IEHTHOCTM criegyeT 0DOPMUTL JOKYMEHTa/IbHO.

MpuMeyaHne — YKazaHHblli NpoLecc cTepuansaumm MOXeT BK/IOYaTb pasfesibHyt0 06paGoTKy 6Gosee 4yem
OZHVUM XVUAKUM XUMUYECKUM CTEPUNN3YIOLNM CPEACTBOM.

4.5.2 KOHCTpyKLUMsl NpoAyKTa 1 yNakoBKM A0/MKHLI 06eCneunBaTh UX KOHTAKT CXXUAKAM XUMUYECKAM CTe-
PUNM3YIOLLMM CPEACTBOM, NPU 3TOM OCTATKU NOC/eAHETO Noc/e CTepUAN3aumnm Ao/MKHbI GbiTb HUXKE YPOBHS,
yKasaHHOro npovssoanTesnieM. Jos/mkHbl GbiTh yKasaHbl MecTa BHYTPU Npoaykuuu, Haubonee TpyaHble s
npoBefeHNs cTepunsauum.

4.5.3 [0/mKHO 6bITb MOKa3aHO U JOKYMEHTUPOBAHO, YTO NPOLECC CTePUIM3aLMK He yXyLuaeT noTpebu-
Te/NbCKMe CBOWCTBA NPOAYKLMMN UKW ee yNnakoBku. Mpn Heo6X0AMMOCTY NOBTOPHOI CTepun3aumnm ee BansHue
[OJIXHO 6bITh OLLEHEHO U [OKYMEHTUPOBAHO.

5 Banugaymsa

5.1 O6wwue nonoxeHus

Mpoueaypbl Banugaunn 4OmKHbI 6biTb 4OKYMEHTUPOBaHbI, & NPOTOKO bl KaXA0M Banvaaunm AOMKHbI
xpaHutbca (5.4.1).

5.2 KomunccumoHHasa npuemka

KomunccnmoHHasa npuvemka fJo/mKHa NOATBEPAUTb, YTO TEXHUYECKMe XapakTepucTukn obopynoBaHus,
Mcnosib3yeMoro As1s npouecca ctepunimnsauum, COoTBETCTBYIOT TpeboBaHMAM.

5.3 ATTecTtauusa akcniayaTtupyemoro o6opyaosaHus

5.3.1 ATTecTaumsi aKcnayaTupyemoro o60pyAoBaHns AOIXHA NokasaTb, YTO NPOLECC CTEPUIM3ALIUN:
a) o6nafaeT COOTBETCTBYIOLLEN NeTanbHOWM akTUBHOCTBIO NPOTUB NPeACcTaBUTeIbHON rpynnbl MUKPOOP-
raHmamos (5.3.5. 5.3.6 nA.5);

4
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b) XapakTepusyeTcs onpefieNleHHbIMU TEXHONOTMYEeCKUMN napameTpamu (Temnepartypoi, KOHUeHTpa-
LMen XnaKoro XMMm4yeckoro cTepuansytoLLero cpeacTaa, pH v T. n.). KOTopble MOryT KOHTPO/IMPOBATLCA B NPO-
Lecce ctepuamsaumm.

5.3.2 MNpw npoBefeHun atTecTalum 3KCnayaTMpyeMoro o6opygoBaHns YacTb NPOAyKUuKU, Hanbonee
TpyaHasa ansa crepunusaymm (4.5.2). gomkHa 6biTb NpeMeToM 0C060ro BHUMaHUS.

5.3.3 MpeacTepuim3aunoHHOe Y1CI0 A0/MKHO COOTBETCTBOBATL TpeboBaHuam ISO 11737-1.

5.3.4 Tpexae yem HayaTb aTTecTalmio aKcnayaTupyemoro obopyaosaHus, fo/xHa 6biTb BaNManposa-
Ha cTaAna HelTpanun3aummn XnAKoro XMMM4eckoro CTepuam3yoLwero cpeAcTea, kotopas npealwecTByeT Ky/b-
TUBMPOBAHMIO BbDKMBLLUMX MWKpPOOpraHu3mMoB. MeTof HelTpanusauum He AO/DKEH BHOCUTb OLWMKOKY B
paclmpoBKy U 06BACHEHNE Pe3yNbTaToB Ky/IbTUBMPOBaHUS.

5.3.5 Bpamkax TexHO0ruy npouecca Ao/HKHO 6bITb YKa3aHo coYeTaHne yC0BUli C HauMeHbLLei 6akTe-
pULMAHON  aKTMBHOCTbIO, KOTOPOE [AO/DKHO WCNoMb30oBaTbCA NpWM  atTecTauuyM  3KCnayaTupyemoro
o6opyaoBaHus.

5.3.6 Mukpobuonormyeckas atrectauus akcnayaTupyemoro o6opyAoBaHUs [0/HKHA BKIOYaTb Tpu
3Tana:

a) npoBefieHne uccnefoBaHUii C Lenblo onpefeneHns MUKPOOpraHusMoB, 061afjarolwmnx BbICOKOW
pPe3nNCTEHTHOCTbIO K faHHOMY npoueccy ctepunusauun (A.4.2.3):

b) onpefeneHne KUHETUKU UX UHaKTUBaLUN.

Ha aTtom atane cTpoAT iorapuMmnyeckyto KpMBYHo BbKMBaHUS 4151 MUKPOOPraHU3MoB, Hanbonee pesmnc-
TEHTHbIX KAaHHOMY npoueccy. KpyByto BbDXKMBaHWA CTPOAT HE MEHEE YEM MO NATU TOUKaM, OXBaTbIBaOLW MM, MO
MeHbLUel Mepe, TbiICAYEKPaATHOE CHKEHME yncnia MukpoopraHmamos (A.4.2.4.1 n A.4.2.5). Ecnv npogykuus He
no3BOIAET MPOBECTM TaKyo NpoLeypy NOCTPOEHUS NorapudMnyeckoii KpUBOI BbDKMBAHWSA, AOKEH UCMONb-
3oBaTbcs metog MPN (Hanbonee BepoAaTHoro uncia HBY — most probable number), ykasaHHbiii B A.4.2.4.2.
OTy 3amMeHy cnegyeT 060CHOBaTb U JOKYMEHTUPOBaThb.

MuKpoOpraHn3Mbl AN UCMbITAHWUI HEO6X0AMMO HAHOCUTb Ha MaTepuras HoCUTeNs, KOTOPbI NpeacTas-
naeT Matepvian MeAULUHCKOTO U3fenus,

C) OLEHKY UHaKTUBaLny MUKPOOPraHM3MOB OTHOCUTEIbHO NPeACcTEPUIU3ALMOHHOIO Y1cna no nux npo-
pacTaHuio Ha HocuTesne 13 TKaHel.

B gononHeHve kK nsonatam. BblAENEHHbIM U3 GMOHArpysku, BUAbl UCMO/b3YyEMbIX MUKPOOPraHW3mMOoB
[OMKHBI BKOYATb MUKPOOPraHM3Mbl C U3BECTHON BbICOKON PE3UCTEHTHOCTLIO KAAHHOMY MpoLeccy CTepuun-
3auuv u, B 1l060M criyyae, C pe3MCTEHTHOCTBIO, 9KBMBAIEHTHOW pe3ncTeHTHocTu cnop Bacillus subtilis (Tabnn-
ua A.2) B cootBeTcTBuM ¢ ISO 11138-1.

MpumeuyaHwne — Mpu N1aHNPOBAHUM TAKMX IKCMEPUMEHTOB HEOOXOAMMO YUnNTbIBaTb YPOBEHb OpFaHI/I‘-IeCKOI‘ﬁ n
HeopraHM4Yecko KOHTaMUHaUMX 1 Bapuaumio Mexay NoBTOPHOCTAMU B 3KCNEpPUMEHTaxX.

5.3.7 B npouecce cTepuansaunm BpemMs BblAEPXKKN AO/KHO 6bITb He MeHee OX [6 * Ig(100 + B)], rae
O — BenMunHa Hanbonee pe3nCTEHTHONO MUKPOOPraHu3Ma, onpefenieHHas npu atTectaunm akcnayarupye-
Moro obopygoBaHus, a B — 6uoHarpyska, onpegeneHHas no 1ISO 11737-1.

NMprMeyaHNe — YBeMYeHHasi AINTENBHOCTb 06paboTkM o6ecneunBaeT 3HPEKTUBHOCTL CTEPUIN3ALMM, KO-
Topas XapakTepusyeTcsi BePOSATHOCTbIO BbIXMBLUMX MUKPOOPraHM3MOB (YPOBHEM CTepUSIbHOCTM) He 6osiee 10-®.

B cooTtBeTcTBUYM C (1] 3TOT ypOBEHL 06ECMNEUEHUS CTEPUIILHOCTM IBNISIETCS 06A3aTe/IbHbIM AN U34ENUIA,
noasepraemMbix (OUHULLIHON CTepunnsaumm nu MapkMpyemMblx Kak cTepunbHble (npunoxeHue C).

5.3.8 Ecnmnocrne 3aBepLUeHns npouecca cTepuansayum mejuumHCcKoe nsgenne nogsepraercsa acenTtu-
YeCKOMy nepemMeLleHno, ToO Heo6X0ANMO yunTbiBaTb cneayollee:

a) npovecchl, NCrnosib3yemble NpU cTepuM3auM KOMNOHEHTOB NPOM3BOACTBA (Hanpumep, KOHTeliHe-
POB. KOHCEPBUPYHOLLMX PACTBOPOB), AO/KHbI BANIMAMPOBATLCS U NOABEPraTbCs TEKYLLLEMY KOHTPOJIH0 COrN1acHO
COOTBETCTBYHOLLEMY MEXAYHAPOAHOMY CTaHAapTy;

b) npoueaypbl NepemMeLLeHUs N3genunii nocne BblAEPXKKU BXXUAKOM XMMUYECKOM CTEPU/IM3YIOLLEM Cpes-
CTBE [LO/MKHbI 6bITb BaNMAMpPOBaHbl B cOOTBETCTBMM € I1ISO 13408-1 (A.4.2.7).

5.4 Banunpaums

5.4.1 TpoTokon Banugauuv, cogepxatluii pesynbTaTtbl BCeX 4eCTBUIA, AO/MKEH 6bITb NOANMCaH nnua-
MW, OTBETCTBEHHbLIMU 3a MOArOTOBKY, pPACCMOTPEHWE U MPUHATUE NPOoTOoKoNa. MPOTOKOI Banngaumm fomkeH
XpaHuTbcsa no 1ISO 9001 wnm 1ISO 9002.

5.4.2 TpoToKoN BaNMAaunmn fO/HKEH UMETb CCbIJIKY HA TEXHOOMMIO NpoLecca CTepumsanmm Xnuakmum
XUMUYECKUM CTEPUNUIYIOLLIMM CPeACcTBOM. B npoTokone fO/MKHO 6bITh YKaszaHo MeAuLMHCKoe nsgenve, ans
KOTOPOro npoBoAuiach Bamjauns, a Takke crefyolne gaHHble:

a) yvactoTta u meTof(bl) onpeaeneHns 6uoHarpysku n 06nacTb NPUMEHEHUS pe3ynbTaTos.



FOCT ISO 14160—2011

b) xapakTepucTuku okpysatoLeli cpefbl, B KOTOPOI 6bI/I0 U3rOTOB/IEHO XUAKOE XMMUYECKoe CTepusIn-
3ylolllee CPeCTBO 1 KOHTeliHepbl, a Takke OCyLLeCTB/IeHO acenTuyeckoe nepemetieHve (5.3.8):

C) KpuTepuun 06ydeHus v cepTudhmkauum Ansa gonycka nepcoHana, OTBETCTBEHHOrO 3a acentuyeckoe
nepemeuieHne (5.3.8);

d) meToA NOATBEPXAEHWSA OTCYTCTBUS XN3HECNOCOOHBIX MUKPOOPraHN3MOB B XUAKUX XUMUYECKUX CTe-
punusytowmx cpegcteax (A.6);

€) coCTaB XWUAKUX XMMUYECKUX CTEPUNU3YIOLNX CPeACTB, BKIOYas XapakTepUCTUKY UX KOMMNOHEHTOB;

f) pH XnakKoro XMMnyeckoro CTepUNN3yIoLLEro CpeacTBa;

[1) ocTaToyHas aKTMBHOCTb XWKOr0 XMMUYECKOr0 CTEPU/IM3YIOLLLErO CPefCTBa Noc/e 3aBepLleHns npo-
Lecca cTepunnsauuy B BuAe KOHLEHTpaummn n/unm 6aktepmunaHoi akTMBHOCTY;

h) xapakTepucTuku cocyga Ans 06paboTkv, B KOTOPOM NPOAYKLUNSA KOHTAKTUPYET CXXUAKAM XMMUYECKNM
CTEPUNNIYIOLLMM CPEeACTBOM, BK/OUAA KOHCTPYKLMOHHbIE MaTepuasbl, pasmepbl ¥ NOAPOGHOCTU NpUMEHSse-
MOV NpefBapuTENbHON 06paboTKy;

i) KO/IMYecTBO MPOAYKUMKW, MOoASexallee CTepuansaummn, Ha eguHuLy obbema XUAKOro XMMNYeckoro
CTepUIU3yIoLLEero cpeacTaa:

j) BpeMms BblAEepPXKH,

k) Temnepatypa cTtepuaunsauuu;

) nobble Apyrue KpuTUyeckne napameTpbl NpoLecca, BbisiBAIEHHbIE B X04e pa3paboTky npouecca:

T) MeToj cTepuau3auumn N60oro KOHCEpPBUPYIOLWEro pacTBopa, B KOTOPOM MPOAYKT mocTasBnseTcs
nocne ctepunusauuu (5.3.8).

5.4.3 B Tex cnyyasx, korga Bavaauns KOHKPeTHOro U3fennsa OLeHMBaEeTCA Kak NpurogHas ana apyrux
n3genuvii, fokasartenbCcTsa 3TON OLEHKN [O/MKHbI 6biTb OKYMEHTVPOBAHbI.

5.5 PeBanupauus

5.5.1 [daHHble Banugauuv na6oii nocneaytollein pesannganmmn 4oKHbI NepecmMmaTpnBaTbCsi He MeHee
0AHOro pasa B rog. [Jo/mkHO BbITb Takke NoAroToBeHO 060CHOBaHWE HEOOXOAMMOCTY peBanugauun.

PeBanupauvs gos/mkHa npegnpuHUMartbes, ecnu He OyAyT MosyyYeHbl JOCTATOYHble AaHHble, CBU-
feTenbCTBYIOLLME O MPUEMIEMOCTHN NpoLecca cTepunusauun. MNpoueaypbl N0 NEPECMOTPY AaHHbIX Banuaa-
Lun 1 pesannauum gomkHbl 6bITb JOKYMEHTMPOBaHbI, a MPOTOKO/bI peBanuauny AO/KHbI XPaHUTLCS.

5.5.2 TMpoTokon peBanugauuv f0/HKeH 6blTb NOANNCAH ML aMW, HA3HAYEHHbIMW TEMU Xe OpraHm3anns-
MW, KOTOpble TOTOBWAN, paccMaTpMBaIn U NPUHUMAIN NepBoHavasnbHbIli NpoTokon Banugauum (5.4.1).

6 KoHTposib npouecca

6.1 BuoHarpysky cnegyert oueHuBaTb no 1S 011737-1 yepe3onpeesieHHble MHTepBasibl BpeMeHun. Eciin
npy NpoBefeHNN TekyLlel OLeHKM npeacTepunn3alyMoHHOro Ynucna BblgeneH MUKPOOpraHu3M, KOTopblid He
6bIN M3yYeH Npy NepBoHavasibHoM aTTecTaymmn aKcnayaTnpyemoro o60pygoBaHmns, To 419 HEro AO/KHbI ObITb
BbINO/IHEHbI TpebosaHus 5.3.5.

6.2 UT06bI y6eAnNTLCA B BbINOIHEHWM TEXHOOTMYECKUX TpeboBaHWii NpoLecca cTepuansaumm, Aas Kax-
OOV napTum cTepunnsyemoi NpoaykKumnm Heob6xo4MMo 3anncbiBaTb 1 XpaHUTb creaylolmne cBefeHuns:

a) nepeMeHHble Be/IMUYNHbI, KOHTPOSIMPYEMbIE B XOe CTePUIN3aLUN KOHEYHbIX KOHTEHEPOB, €C/n 3TO
nveeT MecTo;

b) MepemeHHble BeVYMHbI, KOHTPONUPYEMble B XOfe CTepunnsauum KOHCepBMpYoLWero pactsopa,
€c/n 3T0 UMeeT MecCTo;

C) WCXOAHYI0 KOHLEHTpauuio 1 pH>X1AKOro XMM1M4ecKkoro CTepun3ytoLero cpeacraa:

d) napameTpbl, KOHTPONMPYEMble B XOAE MPUrOTOBIEHNA XWUAKOTO XMMMWUYECKOro CTEepunnsyoLwero
cpefcTea:

e) pe3ynbTaTbl MPOBEPKN LIE/IOCTHOCTMN BCEX (PUNbTPOB, NCNOJb3yEMbIX 415 CTEpUAN3aL i pacTBopos,
€C/M OHW NPUMEHSIOTCS;

f) Bpemsa BbloEPXKY;

4) TemnepaTypy BblOepXKu,;

h) pesynbTaTbl KOHTPONA OKpyXalolieil cpefbl BO BPeMS acenTUYecKOro nepemeLleHus, ecam OHO
npumeHsieTcs:

i) thamunuu nuy,. KoTopble:

1) roToBATKOHCEPBUPYHOLLME PACTBOPbI U PACTBOPbI XMUAKOrO XMMUYECKOro CTEPUN3YIOLLEro CPeaCcTBa;

2) KOHTPOMMPYIOT NpoLecc cTepunnsaumu:

3) ocylwecTBAAT acenTuyeckoe nepeMeLleHne, ecnm oHo NpUMeHseTcs;
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j) konuuecTBO 06paboTaHHOW NMPOAYKUMM B 3k3emnaspax (Mav gpyrux eguHmuax).

6.3 [nAa Kaxaolh napTum MeanUUHCKUX U3AENNIA, NOABEPrHYThIX XUAKOCTHON XMMUYECKO cTepuim3a-
LK, HeobXo4MMO UCccNefoBaTb Ha NPUCYTCTBUEXN3HECTOCOOHBIXMUKPOOPTraHW3MOB CliefytoLiie 06 beKTb:

a) XMMMUYecKue CTepunmnsytoLme pacTBopbl;

b) KOHCepBVpYylOLMe pacTBOPbI, ECAIN OHU NPUMEHSIOTCS,

C) Mo KpaliHei mepe, O4HO U3 NEePEYNC/TIEHHOTO HUXE:!

1) KOHeYHbIVi NPOAYKT;

2) 3abpaKkoBaHHy NPOAYKLMIO, NPOLLEeALY0 NOMHbIV LWKA NPON3BOACTBA,;

3) BblAeNeHHble 06pasLbl XNBOTHOW TkaHW (paccmaTpuBaeMble Kak npeacTtaBuTesibHas YacTb Meau-
LIMHCKOTO 13aenns), KoTopble NPOLUAN NOJIHBINA LMKA npoLecca Npon3BoACTBa.

6.4 [nsa Kaxpaol napTmm MeguUMHCKUX n3fennini 4yacTb pacTBopa XWAKOro CTepuansytoLero cpeactsea
WM pacTBOPaXUKOro CTEPUM3YIOLLLErO CPeACTBa, OCTaBLUEerocs AN cnefytowero npowecca ctepuaunsaumm,
[O/MKHaNofBepraTbCa NpoBepKe Ha 6akTepuLMAHy0 akTMBHOCTb B YC/TOBUAX CTEPUM3aLny napTum meanumH-
CKUX M3enuii ¢ UCNOMb30BaHNEM HOCUTENS U3 XUBOTHOW TKaHW, WHOKY/IMPOBAHHOIO MWKPOOPraHu3Mamu
cornacHo IS 011138-1. HocuTenb AO/MKEH cofepxaTtb He MeHee 10e MUKPOOpPraHn3MOoB C U3BECTHOW BbICOKOA
PEe3NCTEHTHOCTBLIO K AaHHOMY npoueccy cTepuavsanmmn, yCTaHOB/IEHHOW BO Bpemsi NpoBefeHns atTectaumm
aKkcnayatmpyemoro obopygoBanus (5.3).

MpumMmeuyaHue — Mpu NPOBEAEHUN UCMLITAHUSA HEOGXOAVMMO MPUHSITE MEPbI NPEAOCTOPOXHOCTH, YTOBbI MUHU-
MU3UPOBATL PUCK KOHTAMUHALMUW NPOU3BOACTBEHHOrO 060PYA0BaHNSA.

6.5 Ecnv ocHOBHasi yacTb npoLecca XWUAKOCTHOW XUMUYECKOW cTepunansaumumn He No3BonseT BBOAUTb
TeCcT-MMKPOOPraHu3mbl B COCYA AN CTepuM3auny Wi B NPOM3BOACTBEHHYIO Cpeay, a Takxke:

a) B3aVMOCBA3b MeX/Y NOSHbIM XUMUYECKMM COCTABOM XWU/AKOro CTEPUIN3YIOLLLErO CpefcTBa v ero 6ak-
TepuUnAHOl aKkTMBHOCTbIO YCTaHOB/EHA;

b) mpouecc cTepunusauumn ganTenbHO NPUMEHSAICA, NO KpaHen mepe, Ansa 30 napTuii MeaNLUHCKUX
n3aenuii, n npm 3ToOM He OTMEYEHO HU OHOIO OTKa3a CorsiacHo 6.4, To NPOBEEHNE UCNbITAHWUIA cornacHo 6.4
MOXeT 6bITb MPMOCTAHOBMEHO, U AO/HKEH ObITb NPOBEAEH NOMHBIA XUMUYECKNI aHaNMN3 XUAKOT0 XMMUYECKOTo
CTEPWIN3YIOLLErO CPeACTBa, OCTABLUErOCs NOC/e OKOHYaHUS npouecca cTepuansannm, cnocobHbI nogTeep-
ONTb COOTBETCTBME 3afaHHbIM NpeAefibHbIM 3HAYEHUAM XapakTepucTuk npouecca (octaTouHol 6akTepuuma-
HOIi aKTUBHOCTW CPeACcTBa).

NMpunmeuvaHune — Ob6bem 30 NapTuii, yNOMSIHYTbIN B NepeyncaieHnn b). OCHOBaH Ha NpeAnosIoXeHNn 0 GUHOMU-
anbHOM pacnpefeneHnun 6pakoBaHHbIX U3genuii npu ypoBHe 3HauymmocTu 0,95 (a = 0.05) n goBepuTesIbHOM WMHTEpBa-
ne 0.9.

6.6 Pe3ynbTaThbl, NO/y4eHHbIE B COOTBETCTBUN € 6.2.6.3, a Takke 6.4 unu 6.5, 40MKHbI 6bITb BHECEHBI B
4yacTb 3aK/10YeHNA, paspeLlatoLero BbiMyck NpoAyKUUM Kak CTePUNBHON, U A0/KHbI XPaHUTLCS Kak 4acTb Npo-
TOKONOB CTepuUIM3aLuu.

6.7 Bce NpOTOKO/bI JO/HKHBI XpaHUTLCA B cooTBeTCTBMM C ISO 9001 unn 1ISO 9002.

7 BbINycK NpoayKumu nocre ctepunmsaumm

7.1 KpuTepuu, No KOTOPbIM JaHHbIV NpoLecc cTepuansaunm npu3HaeTcs COOTBETCTBYIOWMM Npeabsas-
NAeMbIM K HeMy Tpe60BaHUAM, AO/KHbI ObITb OKYMEHTUPOBaHbI U BK/1HOYATb!

a) COOTBETCTBME TEXHONOMMYECKNM XapakTepucTukam npouecca,;

b) OTCyTCTBME pocTanocse MHKybauuv Npy NnpoBegeHnn MUKPOBMOIOrMYecKoro ncnbiTaHns (6.3 n6 4)

7.2 TlpouecccTepununsaunmpo/hkeH paccmaTpnBaTbCs Kak Hey/10B1IeTBOPUTENbHbINA, M NPOAYKUWA A01-
XHa yTunmnsuposatbca cornacHo ISO 9001 unm 1ISO 9002 B cnefyrowmx cnyyasnx.

a) napameTp npouecca He yknagbiBaeTcs B [JOKYMEHTUPOBAHHbIE JOMYCKU;

b) nob6oe Mukpobuonorunyeckoe ucnbitaHue (6.3 u 6.4) nokasbiBaeT POCT MUKPOOPraHU3MOB noc/e
MHKy6aunn
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MpunoxeHune A
(cnpaBoyHoOe)

PykoBoacTseo
Mo OUuEeHKe COOTBETCTBUA HacToAWEMY CTaHAapTy

A.l BBepgeHune

HacTosiuee pyKOBOACTBO He SIB/IIETCS KOHTPO/IbHLIM MOCO6MEM MO OLLeHKE COOTBETCTBUSI HACTOSLLEMY CTaHAAPTY.

OHO COAEPXUT NMOSICHEHUS 1 METOAbI, NMPUrOA4HbIE A4/ LOCTUXKEHMUSA COOTBETCTBUS YCTAHOB/IEHHBLIM TPE6OBAHUAM,
nomoraeT 06ecneynTb eMHbIN NOAX04 KMOHUMAaHWNIO U MPUMEHEHWIO CTaHAapTa, NPy 3TOM MOTYT UCNONb30BaThLCS Takxke u
ApYyrve MeTo/bl, €C/IM OHU ABSAOTCA 3PP EKTUBHBIMU B LOCTUXEHMN COOTBETCTBUS TPe60BaHUSAM CTaHaapTa.

PyKOBOACTBO He siB/IsieTCsl McuyepnbiBalowmm. B pykoBoCcTBE NpuBeeHbl NMPUMepPbl BbINOMHEHNSI COOTBETCTBYIO-
wWmnx Tpe6oBaHuii. B paBHO CTeneHn BO3MOXHO UCMO/Ib30BaHVe APYTMX MeTOL0B, a0l X Takue Xe pesysibTarbl. B Hem
cofepxarcsi Takke peKkoMeHAaLmMm no BbiNosiHeHNI0 Tpe6oBaHuii cTaHAapTa no6palyaeTca BHMMaHve Ha Tpe6oBaHus, He
oueBUAHbIE AN NIOAEN, AeTa/lbHO HE 3HAKOMbIX C MPOLECcCaMmn CTePUIN3auny MeguuUHCKUX U34enmnii.

CCbI/IK/ Ha MyHKTbl HACTOSALWEro cTaHAapTa NpuBeAeHbl B KBaApaTHbIX CKOBKaX.

A.2 MepcoHan (4.2]

YpoBeHb KBanudunkaunum, NoaAroToBKM 1 ONbiTa NepcoHana pas/iniHbIX cneynanbHOCTel 3aBUCUT OT BbINOTHAEMOW
pa6oTbl. O6lee pykoBOACTBO NO NOATOTOBKe MepcoHasa, ABASoLWencs YyacTbio cucteMbl o6ecnevyeHns kayecTsa, npuBe-
AeHo B ISO 9004.

Oco6ble TpeboBaHNA NPeAbABNAKTCA K KBaMdukauuy 1 NoArotToeBke nepcoHasna, oTeevarouwero 3a:

- MUKPOBUONOTMYECKNA KOHTPOb.

BETepPUHapHY MUKPO6MOIoruio;

- XMMWYeCKWii aHanm3 u NPUroToBJIeHNE COCTaBOB.

MOHTaX 060py/A0BaHUA.

- ob6cnyxuBaHue o60pyfo0BaHus;

MexaHU4YecKne UCNbITaHUA Npu aTTecTaunm sKCnayaTupyemMmoro o60pyAoBaHus;
- 3Kcnyatauuio ctepuamnsartopa.

KannbpoBKy.

- pa3paboTKy npouecca:

TexXHUYeckne xapakTepucTukm o6opyaoBaHus;

- acenTuyeckyro o6paboTky.

A.3 Pa3paboTka npouecca U COBMeCTUMOCTb npoaykuuun [4.5]

A.3.1 Paspa6oTka npouecca cTepuansanmm ansa KOHKPETHOro MeMLMHCKOro n3aenmsa TpebyeT co3faHus Takoro
npouecca, KoTopblii IB1SE€TCA OAHOBPEMEHHO 3P heKTUBHbIM Y COBMECTUMbIM C MeAULMHCKAM n3gennem. Cneposartesib-
HO. UCcef0BaHNA COBMECTMMOCTM NPOAYKTa BMECTe C 3KCNepUMeHTa/lbHbIM ONpeAesieHnemM Uunm onTummsaumein npo-
uecca cTepuansanmm MoryT 6biTb NpeanpUHATLI Ha CTaaun pa3paboTku NpoAyKLUN.

Tpe6oBaHUs K cMCTeMe KauecTBa, KOTOpPble PacnpoCTPaHAOTCA U Ha pa3paboTKy MeAULUHCKUX U3genunin. — no
ISO 9001 1 ISO 13485.

A 3.2 B npouecce XUAKOCTHO XMMNYEeCKOi cTepunmsanmm npoaykums MoxeT nojBepraTbCsi pe3knum Bo3aeicTBn-
SIM OKpYXatolei cpefbl, a Takke BCTynaTb B peakLyuio C UCNOMb3yeMbIMU XNAKUMY CTEPUIN3YIOWUMIY CpeAcTBaMn, No3To-
My Heo6xoAMmo o6ecneunTb, YTOGbl (DYHKLMOHaNbHOE Ha3HaueHue M 6e30MacHOCTb NPoAyKUWM He nocTpajann oT
BO3/eicTBMA NpeanosiaraeMblX yC/N0BUIA cTepuamnsauum.

A 3.3 Tpu BbIGOpe NpoLecca cTepunnsanmm Ans MeauLUuHCKNX 3aennii Heo6xoAnMo yunTbiBaTb DaKTopbl, BNSA-
oume Ha adeKTUBHOCTL Npouecca (NnpumMmedaHne B pasgene 1):

a) [AOCTYMHOCTb CTepPUIM3aLMOHHOro 060pyj0BaHus.

0) AnanasoH yCnoBWUiA, 4OCTUXUMBIX MPU NPUMEHEHUN AOCTYMHOIO CTEePUIN3aLMOHHOTO 060pyA0BaHUS;

C) npoueccbl cTepunmnsanunu, yxxe Ucrnosb3yemble 4018 APYroil NpoayKuuu;

d) Tpe60BaHMA K OCTATOYHOW KOHLEHTPaLMM XUMUYECKUX BELeCTB 1/Mn NPoAyKTOB X peakLuuu.

e) pe3ynbTaTbl 9KCNEPUMEHTOB MO pa3paboTke npouecca;

f) BO3MOXHOCTb TOr0, YTO UCNO/Ib30BaHME XUAKNX XUMUYECKUX CTEPUIM3YIOLWNX CPeACTB NpuBeaeT K pasMHoOXe-
HUO (Nponudpepaynm) pe3ancTeHTHbIX MUKPOOPraHN3MOB.

A.3.4 Cxema pa3paboTku npouecca cTepuansauumn BkIOYaeT B cebs cnepytouime afeMeHTbl:

a) onpefjeneHve KPUTUYECKMX NapamMeTpoB npouecca 1 npeaesioB UX U3MeHeHuit;

0) oueHKy 6MOHarpy3kv NpoAykKTa, Ha OCHOBE KOTOPOIi J0/KHa ONpeAenaTbCsA pacyeTHas MUKpobronoruyeckas
KOHTaMUHauusi 4s1s pa3paboTku npouecca cTepuimsanmm.

8
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C) noATBepXAeHWe NPUroAHOCTY UHOKY/IMPOBAHHOIO HOCUTENS, NPpeAHa3HAYeHHOro A1 NPoBeAeHUs aTTecTaumnm
3KcnyaTupyeMoro o60pyAoBaH1s U TEKYLLEro KOHTPOs.

B pesynbTarte MmeponpusTMii no pa3paboTke npouecca cTepuansanmnm AomkHbl 6bITb ONpeesieHbl ero xapakrepuc-
TUKW. MPUroAHOCTb TAKOTr0 CTEPUNN3ALMOHHOIO NpoLecca Ao/kHa 6bITh MokasaHa Npy NpoBeAeHUN aTTecTauunm akenaya-
Tupyemoro o6opyaosaHus (5.3).

A.4 Banunpauusn [5]

A.41 OueHka 6buoHarpysku npu Banmgaumm npouecca (5.3.3)

HacTosliee pykoBoACTBO A0NOJIHAET PyKOBOACTBO, NpuBegeHHoe BISO 11737-1, NOCKONbLKY CYLECTBYOT 0CO6ble
TPYAHOCTU B OCYLLECTB/IEHNN OLEHKN GUOHArpy3Kn XMBOTHbIX TKaHei.

OueHka 61MoHarpysku yctaHaB/ivBaeT:

- MPUPOAY KOHTabIMHMPYIOWNX MUKPOOPraHN3MOB, NPUCYTCTBYIOWMX Ha NPOAYKLNN:

- KOMINMYeCTBO MUKPOOPraHW3MOB, MPUCYTCTBYIOLMX HA MPOAYKLMN;

- npegenbl konebaHuii n. cnegoBaTesibHO, NPeCKa3yeMOCTU KOHTaMUHALUN CPaBHEHNEM 3HaYeHU, NONyYeHHbIX
npy KOHTposie NnocnefoBaTesibHbIX NapTUi NpoayKLUMK.

OueHke 6MOHarpysku nogsexar:

- MCXOAHble MaTepuasibl XMBOTHOrO MPOUCXOXAEHNUS;

- MaTepwuasbl Nocse KaxAoi OTBETCTBEHHOI cTaagny 06paboTku:

- NpoAyKuMa HeNocpeacTBEHHO nepej cTepunusaumneli (NnpeacTepuan3aymMoHHOe YMUCo).

JNlio6oii MeTof OLeHKN 6MOHArpy3kn MOXeT TO/IbKO NOKasbiBaTb MPUCYTCTBMUE OFPaHUYEHHOTO YMC/1a MUKPOOPraHun3-
MOB U MX LUITAMMOB. [103TOMY 3Ha4eHNs GMOHArpy3Ku AO/MHKHbI KOPPEKTUPOBATLCS CYyUYeTOM NOrpelwHoCcTN 3PPeKTMBHOCTH
V3BIEYEHNA MUKPOOPraHM3MOB 13 NPOAYKLUN U AeiCTBEHHOCTY UCNO/b3yeMblX YC/I0BUIA KyNbTUBUPOBaHUS Npy onpeje-
NTEHUN 3TUX MUKPOOPraHnamoB. D(PPEeKTUBHOCTb U3BEYEHUS MOXeT KonebaTbCs, a Takke OblTb KpaillHe HU3KoW ANns
XWBOTHbIX TKaHei. YTo6bl KOMMEHCUPOBaTb TaKyto HEONpeAe/IeHHOCTb, B ypaBHEHWE 419 pacyeTa BPeMEHU BbIAEPXKN B
5.3.7 BBOANTCA KO3huLmeHT 6e30NacHOCTU, paBHbIi 100.

[na obecneyeHUs HafexXHOro onpejesieHNs KOIMYeCcTBa BbIPOCLINX KOIOHUIT HeO6X0AUMO 06paTUTL BHUMaHuMe
Ha BbIGOP COOTBETCTBYIOWMNX NUTATE/bHbIX CPeS U YCNOBUiA KyNbTUBMPOBAaHUS, a Takxke yyecTb Tpe6oBaHWS K Bbljene-
HUIO MUKPOOPraHM3MOB, KOTOpPble MOTYT GbITb CBSi3aHbl C MaTepuanaMun XMBOTHOTO MPOUCXOXAEHUSA. B HeKOTopbIX cnyya-
X MOXHO MCMO/Mb30BaTb CpeAbl, NpMBeAeHHble B Tabnuue A.l.

Ta6nuuya Al — MepedeHb CBeAEHWN O MuUTaTe/IbHbIX CPeAax, YCMOBUAX WHKY6auuy U BblpawyBaemblX B HUX
TeCT-MUKpOOpraHmamax

BO3MOXHbIe ycrioBust TecT-MVKPOOpraH13Mbl [/151 AEMOHCTPaLMM
MutatensHas cpepal* « o .
VHKy6aumn3 POCTOBbIX CBOICTB MUTaTESIbHbLIX Cpead
1 TpunToHO-coeablit 6y/IbOH M TPUNTOHO-CO-  A3po6GHbIe (30 °C — 35 *C) Bacillus subtiHs
eBblil arap Klebsiella pneumoniae
Pseudomonas aerugtnosa/diminuta
Staphylococcus epidermidis

2 MuTaTenbHbI GYNbOH W nuTaTesNbHblli  A3pobHble (30 °C—35 °C) Bacillus subtiHs
arap Klebsiella pneumoniae
Pseudomonas aerugtnosa/diminuta
A3pobHble (20 ‘C — 25 ‘C) Saccharomyces cerevlsiae

3 Cpepa JloBeHcTaliHa — [xeHceHa (J/le- A3pobHble (30 “C — 35 ‘C) Trichophyton rubrum

BeHwWwTeliHa — MeHceHa) Mycobacterium phlei
(3 Hepgenw)
4 KpoBsiHOli arap A3pobHble (30 °C — 35 ‘C) Bacillus subtiHs

Klebsiella pneumoniae
Pseudomonas aeruginosa/dimmuta
Staphylococcus epidermidis
Enterococcus faecalis

Clostridium sporogenes

5 KapTodenbHO-AeKCTPO3HbIN arap A3pobHble (20 °C —25 ‘C) Saccharomyces cerevlisiae
Trichophyton rubrum

6 Cpepa PoGepTcoHa n3 otBapHoro msica2l  Aspo6GHble (30“C — 35 *C) Clostridium sporogenes

') Cpefbl He JO/MKHbI cofepXaTb LBETOBbIX MHAMKATOPHbLIX KpacuTesel (koTopble 4acTo ABAAIOTCA UHIM6MTOpa-
MV MUKPOGHOro pocTa), 3a UCK/IIoYeHMEM 0CObbIX CrlyyaeB, Hanpumep, cpeabl JloeeHcTaiHa — [JpkeHceHa J1-Ix. — (Jle-
BeHwTeliHa — MeHceHa). OnpefeneHne pocTa BXUAKMX Cpedax AO/HKHO NPOBOAUTLCA BU3yasibHO, NGO MO CTaHAapTy
MYTHOCTM, IM60 NO NJIOTHOCTU, NMGO NyTeM MUKPOCKONUPOaaHWa 1 B HEOGXOAUMbIX C/y4vasx NOATBEPXAaTbCA nepece-
BOM Ha COOTBeTCTBYIOLLME TBepAble NuTaTesibHble cpefbl.
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OKoHyaHue Tabnuubl A.1

21 MoryT 6blTb 3aMEHEHbI a/ibTEPHATUBHbLIMU CpefaMn CO CHUXEHHbIMWU CBOWCTBaMu, oGecrneynBarLLnUMn pocT
aHalapo6HbIX GakTepuii.

3) Bpemsa MHKyGauum BO BCEX cpefax AO/HKHO COCTaB/siTb HE MeHee ABYX HeAeslb, 3a UCK/IKYEeHMEM cpeabl
N1 — 0. rae Bpemsi MHKy6aLmmn A0/KHO 6biTb HEe MeHee Tpex Hefenb. Temnepartypa Ao/HKHA KOHTPOIMPOBAaTLCS U Noja-
LepXnBaTbCsi BAONYCTMMbIX Npeaenax. MoBpexaeHHble MUKPOOPraHn3mbl MOTyT noTpeboBaTb 60/1ee A/IMTENIbHOTO Bpe-
MeHW UHKybGaumn.

41 Kaxpgas napTusi nutaTeNbHOW cpeabl A0/XHA NOABEpPratbCA UCNbITAHUIO AN foKasaTesibCcTBa TOro, YTO OHa
cnoco6Ha o6ecneunTb BoccTaHoBeHe 10— 100 MMKPOOPraHM3MOoB B MHOKYNsATe. MapTueli cunTaeTcst KONUYECTBO npe-
naparta. npuroToB/IeHHOE 13 OAHOI NapTUN Cbipbs, NOABEPrHYTOrO aBTOKNaBMPOBaHMIO 32 OAUH NpueM. VicnbiTaHus fon-
XHbl NPOBOAUTBLCS C ONPeAENEHHbIMY WITAMMaMMU MUKPOOPraHM3MOB U3 NMPU3HAHHOW KONEKLUU KybTyp.

Ecnun ucnonb3yeTcsi UHOKYNAT, codepxawmii 10 MMKpOOpraHn3mMoB, TO peAKo yaaeTcsl BblAenntb 10 KO/TI0HMeo6-
pasytowmx eguuny (KOE) Ha TBepAoi NnuTaTenbHOW cpefe, Tak Kak:

a) cyuecTByeT pa3HuLa Mexay 06LMM KOIMYeCTBOM MUKPOOPraHNM3MOB M YMC/IOM XU3HECNOCOGHbIX MUKpoopra-
HU3MOB, 1

b) YMCNO MUKPOOPraHM3MOB B MHOKYNATE MOXET OT/IMHATbCA OT cpefHero 3HavyeHns 10 eguHuy. BbigeneHue og-
HOl unn 6onee KOE 13 nHokynaTa (MQM BUAUMBIA POCT B XUAKOW NUTaTeslbHOW cpefe) MOXeT paccmaTpuBaTbCs Kak
yA0BNeTBOPUTENbHOE CBMAETEe/IbCTBO CMNOCOGHOCTU NMUTATe/IbHOI cpeabl NOAAEepPXUBATb POCT TECT-MUKPOOPraHU3MOB.
Mpy ncnbITaHUAX XNOKUX MUTATENBHbIX CPef, eCIN HEO6XOAMMO NPeAoTBPaTUTb I EKT MHIMGUPOBAHUS, Bbi3biBaeMbI
pasbaBuTenem, crnegyeT UCnosib3oBaTb HeGONbLINE 06beMbl NUTaTeNbHbIX cpeq (10 cm3).

MpumeyaHune — MNoMUMO yKasaHHbIX B Tabnuue A.1. MOryT ucnosb3oBatbcs cpega Cabypo. Tnornukonesas
CMecCb 1 fpyrve cpefibl B COOTBETCTBUMN C AeNCTBYIOLWEN HOPMATUBHO-TEXHNYECKONM AOKYMeEHTaLNEN.

A.4.2 ATTecTauusa B akcnnayatauuu

A.4.2.1 O6uWune NonoxeHus

Mpn BbIGOPE BUAOB MUKPOOPraHW3MOB, UCMO/Mb3yeMbiX NpU Banupauum npouecca crepuamnsauumn matepuana
XWBOTHOTO NMPOUCXOXAEHUA XUAKAMN XUMUYECKUMU CTPEIM3YIOWNMN cpeacTBamm, cineayeT paccMaTpuBarh:

- BUAbl MUKPOOPraHM3MoOB, KOTOPble MOTYT MPUCYTCTBOBAaTb @ UCTOYHUKE TKaHEW XMUBOTHbIX;

- BUAbl MMKPOOPraHM3MOB, Bblfe/IeHHbIE BO BPEMS OLEHKN GUOHAarpy3kn npoayKuuu:

- BUAbl MMKPOOPraHn3MOoB, BblJe/IeHHbIE N3 OKPYXatlolei cpefbl, B KOTOPOI Npon3BoANTCS C60pP TKaHel XXUBOTHbIX,
M NPOM3BOACTBEHHON cpefbl, B KOTOPOW NPOU3BOAUTCA KOHEYHOE MeULNMHCKOe nsaenue;

- BUAbl MMKPOOPraHN3MoOB, KOTOPble UMEIT AO0Ka3aHHY BbICOKYHO PE3NCTEHTHOCTb K BO3ENCTBUIO XUAKUX XUMU-
YECKNX CTePUNN3YIOLWNX CPeACTB, UM KOTOPbIE MOTYT UMETb NOBbILWEHHYIO PE3UCTEHTHOCTb.

- BapuauMOHHbI/ pa3max BUAOB MWKPOOPraHNM3moB.

MprMepbl MUKPOOPraHM3MOB, KOTOPble MOTyT 6bITb UCNOMb30BaHbl, NpMBeAeHbl B Tabnuue A.2. MepeyncrieHHble
MUKPOOPraHn3Mbl paHee nokasasav 3Ha4YnTeIbHY0 PE3NCTEHTHOCTb K BO34ECTBUIO XUAKAX XUMUYECKUX CTEPUNIYIOLLNX
CPeACTB Ha XXMBOTHbIE TKaHW. Tabnunua MoXeT paccMaTpUBaTbCA TO/IbKO KAKCNPaBOUHbI/i MaTepuarn, a He Kak ucuepnbiBa-
OWNiA NepevyeHb MUKPOOPTaHN3MOB, KOTOPble NOA/1exXaT OLueHKe

Ta6nunuya A.2— lNpuMmepbl MUKPOOPraHN3MOB, KOTOPble MUCMO/Ib30BA/INCH A/151 OLEHKN aKTUBHOCTU HEKOTOPbIX XUA-
KNX XUMNYECKNX CTeEPUNN3yrLnx cpeactse

Homep a Kosnekumm Kysbtyp

Bua, MUKpOOpraHM3MoB
ATTC1> NCTC2* NCIMB3>
Cnopsbl
Ctostndmm sporogenes 3584 — 10696
Basillus subtilis 6051 3610 3610
9372
BasUlus pumtlus 27142 10327 10692
Chaetomium globosum 6205 — —
Microascus cmereus 16594 - —_
BeretaTuBHble KNeTKu
Mycobacterium chetonee 35752 946 1474
Methylobactertum extorquens 43645 — 9399

10



FOCT ISO 14160—2011

OKoHYaHue Tabnuub/ A.2

Homep B KO/UieKUMn Ky/ibTyp
BUJ1 MUKPOOPraH/3MoB
ATTCLL nctc?) NCIMB3'

Trtcho&portum betgelH 22310 — —_

1) AMepukaHckasa Konnekuus TMnoBbIX KynbTyp.
2> HaynoHanbHas Konnekumns TMNOBbIX Ky/bTyp.
35 HauynoHanbHaa Konniekuns NpombilIEHHbIX U MOPCKUX 6aKTepuiA.

MprvMeyaHne — MOryT 6bITb NCMONb30BaHbl MOXOXME WU PaBHOLEHHbIE Ky/bTypbl, XpaHswmnecs B Konnek-
LMSIX KyNbTyp, 3aperMcTpupoBaHHbIix GyjanewiTckum CornateHmem.

Tpu cTagnn MMKPOGKOIOrMYecKoi aTTecTayy aKCnayaTupyeMoro o60pyAoBaHNs — CKPUHWHT, MOCTPOeHne Kpu-
BbIX BbDKMBaHUA N OL,eHKa NHAKTUBALMMN HA HOCUTENAX U3 TKAHEeN XNBOTHbIX — paccMoTpeHbl BA.4.2.3—A.4.2.5 cooTBeT-
CTBEHHO.

A.4.2.2 Helitpanusauus [5.3.43

Mepepn HayanOM MMKPOGMOIOrMYECKOW aTTecTalMy aKCnyaTupyeMoro o60py40BaHusa Heo6xoamMmMo obecneyunTb,
4TOGbI Ha pe3ynbTaTbl aTTecTauum He NOBANANN 6akTepuumaHble N 6akTepnocTaTmyeckme apekTbl OT C/IeA0B XUAKNX
XUMUYECKUX CTEePUIN3YIOLWNX CPeACTB, BHOCMMbIX B CUCTEMY BblpallMBaHUs MUKPOOPraHM3mMoB. BansHue 6aktepuung-
HbIX 1 6aKTepPUOCTaTUUYECKNX BELLECTB MOXeT 6bITb YMEHbLLIEHO pa36aBieHeM, UCKTIOUYEHO C NMOMOLLbIO (PUIbTPaL MK Un
KOMMEHCMPOBAHO peakuneil C HeiTpann3yWmnm areHToM.

BbI60p cnCcTeMbl HeTpanusaumm 6yeT 3aBUCETb OT COCTaBa XUAKOT0 XVMUYECKOro CTEPUN3YIOLLErO CPEeACTBA, a
a(hhekTUBHOCTb BbIGPaHHOW CUCTEMbI J0/KHa GblTh MOKa3aHa [0 Havyana aTTecTauuu.

A.4.2.3 CKPUVHUHT (COPTUPOBaHME) MUKPOGMONOrnyecknx n3onsatos [5.3.6 a»

A.4.2.3.1 O6WwMe NONOXeHNS

MpakTuka nokasasna, 4To Helies1ecoo6pasHo n3yyaTb MHAKTUBALMIO BCEX N30/IATOB. NOTYHEHHbIX U3 NPOAYKLUUY, N03-
TOMYy c/ielyeT MCNOo/b30BaTh CKPUHUHIOBBIV TecT. MoaBepras o6pasybl XUBOTHbIX TKaHeli MeHee XeCTKUM YC/I0BUSIM BO3-
AeliCTBMA. YeM Te. KOTOPble UCMOJIb3YIOTCA B NpoLecce CTepuamsanm, MOXHO GbICTPO OTAENUTb 60/iee Pe3UCTEHTHbIe
N30MATbl U NPU U3YyYeHUN NHAKTUBALUM UCNOb30BaThb TOMLKO MX. JII0601 N30N1AT. OKa3blBaloWMNINCA 601ee Pe3NCTEHTHbIM,
YeMm CTaHAapTHble Ky/bTypbl, BblGpaHHble A4Nns Banugaumm (tabnuua A.2). 4o/mkeH 6biTb MOMIHOCTBIO OXapaKTepu3oBaH.

MockoNbKy NPUMEHEHME XUAKNX XMMUYECKUX CPeACTB B NpoLeccax cTepunnsauumn CBsA3aHo ¢ MHAUBUAYabHbIMN
0COGEHHOCTAMM CUCTeMbl, HEO6XOANMO MPOABAATL NOCTOSAHHOE BHMMAaHWe K onpefesieHuto, CKPUHUHTY W UCMbITaHUIO
06GHapyXunBaeMblX MUKPOOPraHn3MoB, KOTopble MOryT 06/1a4aTb 3HaUNTeNIbHOI Pe3UCTEHTHOCTbLIO KMpoLeccy cTepunnsa-
ummn. CyuiecTByeT PUCKTOrO, 4TO BO BOEMS NPOU3BOACTBA MOTYT 6bITb BHECEHbI HOBbIE V1N U3MEHEHHbIe MUKPOOPraHU3Mbl,
o6napatoune 60/1ee BbICOKOV Pe3UCTEHTHOCTLIO KNPOLECCY CTEPUIN3ALUN, YEM UCXOAHbIE MUKPOOPraHU3Mbl, UCMO/b3Y-
eMble Mpu UCMbITaHUAX N Banugaumun. MoaToMy He06X04MMO YCTaHOBUTb NpoLeaypy CKPUHMHIA U OLEeHUTb Pe3nNCTeHT-
HOCTb MWKPOOPraHM3MOB, OGHapyXeHHbIX Npu NPouW3BOACTBE W B OKpyXatwleid cpefe (nNpoueaypy CKPUHUHIa
MUKPOGMONOrMYEeCcKNX N30IATOB CM. Takxe B A.5).

B npouecce MUKPOGUONOTNYECKOTO CKPUHUHIA O6HapYXeHNe 1 OLeHKa HOBbIX WU N3MEHEeHHbIX MUKPOOPraHN3MoB
[OJ/DKHbI OCYLLECTBNATLCA CBOEBPEMEHHO.

Mpoueaypa CKPUHUHTA MUKPOGUONOrMYECKOro N30sTa Ao/HKHA BK/IOYaTh TpU aTana.

a) cbop MMKPOBMONOrMYECKOro U30ATa;

b) naeHTndUkaLmio MUKPOBGNONOrMYEeCKOro N3onnaTa;

C) npoBefAeHWe KOHTPOJIbHbIX UCTbITAHUA MUKPOGMOMOTMYECKOTO N3015Ta Ha PE3UCTEHTHOCTb (CKPUHWUHT).

A.4.2.3.2 C60p MUKPOGMONOrMYECKOro n3onata

Mukpo6uonornyeckme n3onathbl AOMKHbI 6bITb CO6PaHbl Kak B NPOU3BOACTBEHHOM NPOLLECCE, Tak U N30KpYXatoLei
cpeabl, B KOTOPO NPON3BOAUTCS MeAuLMHCKoe usgenmne. CHavana Ao/xHbl 6bITb CO6paHbl Te MMKPOOPraHM3Mbl, O KOTO-
PbIX TOYHO M3BECTHO, YTO OHW NPUCYTCTBYIOT Ha NPOAYKLUWU A0 MPOBeAeHUs cTepunusauumn (M301aTbl GUOHArpysku).
B fononHeHne K6UoHarpy3kB npoAyKUnn N3onatbl AOMKHbI 6bITb CO6paHbl N3 NPON3BOACTBEHHON CpeAbl, B KOTOPOW N3ro-
TaB/MBaeTCs NpoAykuusa. dTa cpefa MOXeT BK/IOYaTb pabouve pacTBOpbl, paboyne NOBEPXHOCTW, CUCTEMbI OUUCTKMN
BO/bl, CbIPb€e W MepCcoHas, 0AHaKO He OrpaHUYNBaETCS UMW.

A.4.2.3.3 NpeHTndunkaums MMKpoobmMoaormyeckoro n3onata

MukKpo6uonornyeckre n3onsiTel. CO6paHHble 4151 OLeHKM, fO/MKHbI ObITh OXapakTepun3oBaHbl U/MAN MAEHTUHOULNPO-
BaHbl. XapakTepncTuKa A0/KHa BK/TOYATh, KaK MUHUMYM, MOP OO0 KOMTOHWI 1 KeTOK, OKpacky no 'pammy 1 onucaHme
ckopocTu pocTa. Eciv BO3MOXHO, NpeAnoYTUTesIbHO MAEHTUMULMPOBATL BUAbLI MU NOABUADI.

A.4.2.3.4 TpoBefeHNe UCNbITAHU Ha PE3UCTEHTHOCTb (CKPUHWHT)

KOHTPO/IbHbIE UCMbITAHUS MUKPOBMOIOrMYECKMX U30STOB HA PE3NCTEHTHOCTb [O/IXKHbI 6blITb NPOBEAEHbI B COOT-
BeTCTBMM €5.3.6. MUKpoGMOornyeckme N3onaThbl. NPOSIBAAIOLME 3HAUNTEIbHYIO PE3NCTEHTHOCTb KNpoLeccy cTepuansa-
LM NpU NepBUYHOM KOHTPOTLHOM UCMbITAHUN, [O/TKHbI ObITb MOABEPrHYThI MOIHOM OLEHKE U CPAaBHEHWNIO C MUKPOOPraHns-
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MaMW. NCMOMb30BaHHbLIMW NPV NEepPBUYHON aTTecTauumn akcnayaTtupyemoro ob6opygoBaHusa n sanugauumn. Heob6xoammo
OLeHNTb OTHOCUTE/NbHYIO PE3NCTEHTHOCTb KOHTPOSIbHbIX MUKPOBUONOTrMUYECKNX N30IATOB C TOYKM 3peHns npolecca cTe-
pununsaymu.

OAVH U3 NOAX0A0B K MepBUUYHOMY KOHTPO/IbHOMY UCMbITAHNIO HA PE3NCTEHTHOCTb 3ak/tovaeTcsa B TOM. 4TOObI NoA-
BeprHyTb BO3AeliCTBUIO XUAKOTO XMMNYECKOTo CTepUIM3yIoLLero cpeAcTsa Npy MMHUMasIbHbIX Napa MeTpax npouecca cTe-
punnsaumm cycneHsunto, cogepxatyto He meHee 105 BblAe/IeHHbIX MUKPOOPraHM3MOB, U BblJepXaTb ee Tam B TeYeHue
BPEMEHU, PaBHOI0 Be/IMYnHe D camoro pe3mcTeHTHOro MUKpOOpraHnama, MCrnosib3yeMoro npu atrectayuu akcnayatupye-
Moro o6opyaoBaHus. Ecnmn nocne TakoW BblAEPXKM O6GHAPYXMBAKTCHA XNU3HECNOCOGHbIE MUKPOOPraHU3Mbl, TO 3TO O3Hava-
eT, YTo Pe3NCTEHTHOCTb n3onATa Ha 20 % unn 6onee NpeBblllaeT Pe3UCTEHTHOCTbL CaMOro YCTOUYNBOro MUKpPOOpraHnsmMa,
npMMEHsieMOro npu aTTecTauum 3KCnayaTupyemMoro o6opyaoBaHus. B aToM cnyvae MOAyYeHHbli M30NAT NOANEXUT
NOSTHOWM nAaeHTUMMKaLNN, a KNHEMAaTUKa ero MHakTMBauuy — AeTasbHOMY U3YUYeHUIo.

A.4.2.4 WNccnepoBaHue KUHETUKN MUKPOGMONOrnyeckol nHaktmsauymm £5.3.6]

A.4.2.4.1 O6wWwMe NONOXeHURA

Mpu NnpoBeAeHNN aTTecTaunmn aKCnayaTMpyemMoro o60pyA0oBaH1a CTPOAT KPMBYHO MHAKTMBAaLUN 4151 KaXA0T0 MUKPO-
opraHusma. npuyem Kpusas [0/HKHa CTPOUTLCA Kak MUHUMYM MO NATU TOYKaM, OXBaTbIBalWMM, MO KpaiiHel mepe, Tbicsa-
YeKpaTHOe CHWXEHMe Yncna MMKpoopraHm3aMoB. Kaxgaa Touka 06bI4HO CTPOUTCS MO TPeM NOBTOPHbIM OMNbITAM U A0/TKHA
VMeTb BOCMPOU3BOAMMOCTL B Npejesax Y[BOEHHOIo CTaHAaPTHOrO OTK/IOHEHUSA.

Mo nonyyeHHbIM pe3ynbTataM MoOXeT 6bITb paccunTaHa BesinumHa O Hanboniee pe3sMCTEHTHOrO MUKPOOPraHM3ma,
MCNOb3yeMoro BonbiTax. PacueTt BeNInumMHbl OBO3MOXEH MPY YCNOBUW, YTO BNOAYnorapuMmnyecknx koopauHarax (nora-
pudM Yncna BbDKMBLUMX MUKPOOPTraHN3MOB B 3aBUCUMOCTM OT BPEMEHW BbIAEPXKN) KPUBAA BbDKMBAHUS SABNSETCA NINHENR-
HON. ECnnM MMeTCsA OTKNOHEHWSA OT JIMHEWHOCTU, TO npeAckasaTb MapameTpbl Y/[0BMETBOPUTE/IbHOTO npouecca
cTepunmnsaunm TpyaHO. Takme OTK/IOHeHUS AO/MKHbI CNYXUTb NPeAMeTOM JasibHellero n3y4yeHus B Lesblo ny4lleli xapak-
TEPUCTUKN KMHETUKN UHAKTUBALUN.

YT06bI OLEHNTb BENNYMHY D Npu Masbix KOSIMYECTBaX BbDKMBLUMX MUKPOOPTraHN3MOB, MOXHO MCMOb30BaTb METO/
Hanbonee BepoATHOro yncna (HBY), npoBoanMbIii ¢ TpeMa Hanbonee pe3ucTeHTHLIMU K BO34eCTBUIO aHHOro npoLecca
cTepuan3aunmn MmkpoopraHuamamu. NonyyeHHas sennynHa D MoxeT 6bITb NCNO/Ib30BaHa B Ka4ecTBe KpUTepus npremMe-
MOCTM PacyYeTHOro BPeMEeHU BbIAEPKKN.

OnpeaeneHue BeniunHbl O metogom HBY onucaHo B npunoxeHun B x ISO 11135.

A.4.2.4.2 3JTanbl nccnepoBaHuii

Banugauuio npoueccos CTepuansanmuy XXnakumMm XMMnuyeckuMun cpectsaMmu caeayeT npoBoAnTb Tak, YTO6bl MOXHO
6b1/10 OLLEeHNTb B3aMMHOE BUSIHWE APYT Ha Apyra TeCT-MUKPOPraHM3MoB 1 MeULMHCKOro n3genus. 3To gocTuraetcs npu
onpefenieHnn KUHETUKN NHAKTUBaL MU TECT-MUKPOOPTraHM3MOB, KY/IbTUBMPYEMbIX COBMECTHO C MeAULVHCKUM n3aenvem
WM NHOKY/IMPOBAHHbIX Ha HeMm.

Takasl OueHKa BK/OYaeT YeTbipe 3Tana nuccriefoBaHunii:

- onpegeneHne KOMMOHEHTOB, KOTOpble NpeAcTaBAsAlOT Haubosbluee COMPOTMB/IEHVNE BO3AEWCTBUIO XUAKOTO
XUMUYECKOro CTEPUIN3YIOLLErO CPEACTBa;

- onpegeneHve MeToAa, C NOMOLLbI KOTOPOro MUKPOOPraHn3Mbl 06HaPYXNBaKOTCA Ha MEAULMHCKOM U34enn Un
Ha BbIGpPaHHOM KOMMOHEHTE:

- Banjauuio mMetoja BocCTaHOB/IeHUsI/onpeaesieHNs MAKPOOPraHM3mMoB Ha MeAULMHCKOM U3AeNNN NN BblGPaH-
HOM KOMMOHEHTE:

- onpegenieHne KUHETUKU WHaKTUBaUWW TeCT-MUKPOOPraHW3MOB B NPUCYTCTBMUM MeAMLMHCKOTO u3fenus wuam
BbIGPaHHOrO KOMMOHEeHTa.

Mcnonb3yloT MeTo NpsiMoro nogcyeTa 4ymMcna BbDKMBLWINX MUKPOOPraHNM3MOB B 3aBUCMMOCTM OT BPeMeHM 06paboTku
(kpuBas BbIKNBaHNA). meTos  HBY (Hanpumep. ero  pasHOBMAHOCTM vmeton  Ctam6o-Mapdu-KokpaH
(Stumbo-Murphy-Cochran) nnn metoa CnupmeH-Kap6ep (Spearman-Karber)) (9]. MocTpoeHve KpMBOIA BbIXMBaHWA Npes-
noguTUTeNbHER. Tak Kak 3TOT MeTof npefocTaBnisieT [OCTaTOYHble AaHHble AN OMNUCAHUA KUHETUKU WHaKTuBauuu
TeCcT-MUKPOOPraHn3mMoB B NPUCYTCTBMU MeAULVHCKOTo U34esiMa Unn BbiIGpaHHOro KOMMOHEHTA.

MeTog HBY MoXeT NpUMeHATbLCSA, eCNu MeAULNHCKOE n3genne nnm KOMMOHEHT He NO3BO/IAI0T NPOBOANTL Noce0-
BaTe/IbHOE BbISIB/IEHVE BbKMBLUEN NONyNALMM MUKPOOPraHM3MOB B 3aBUCUMOCTY OT BpeMeHn 06paboTku (T.e. MegnLnH-
CKOe usgenvie Uy HoCcMTeNNb He MOTYT NoABepraTbCsA BbIMa4yBaHWUIO 415 B3AATUA NPO6bI C Lie/iblo onpeaeneHns nonynaunm
BbDKMBLUMX MUKPOOPraHn3MoB).

XoTa npAMOi nogcyeT U NOCTPOEHME KPUBOW BbIXMBaHUA fatloT 60/Mblue MHpoOpMaUUn O KMHETUKe UHaKTUBauuu
TeCT-MUKPOOPraHM3Ma, OHN B TO Xe BpeMs MOryT noTpeboBaTb 60/blle BPEMEHM U pecypcoB. MNpoueaypbl NPAMOro noj-
cyeTa CBfi3aHbl C U3BJIEYEHNEM BCEX XMN3HECNOCO6HbIX MUKPOOPraHM3MOB NOC/ie ONnpe/e/IeHHOro BPeMeHU BbIAEPXKN B
XNAKOM XMMUYECKOM CTepUAn3ytolemMm cpeacTae. M3BneveHne MoXeT NPOBOAUTLCA TakxXe, Kak Npy oueHke 6uoHarpysku
(ISO 11737-1), HanpuMep, NyTeM FrOMOreHun3auMyn NCNbITYeMOro KOMMOHeHTa 1 NPUroTOB/IEHUS COOTBETCTBYHOLWMNX pas-
BeAEHWNA ANA nojcyeTa BbDKUBLINX MUKPOOPraHM3MOB.

FoMoreHnsauns NCMNbITYEMOro KOMMOHEHTa (HanpuMmep, XWBOTHbIX TKaHell) MOXeT 6biTb NpoBejAeHa NyTem ero
acenTMYeCcKOro BbIMaunBaHusa Uan gucneprupoBaHna/pacTBOPeHUs B CTepuibHOM pa3baBuTtene. FOTOBATCA nocrefoBa-
Te/lbHble pasBefleHnsa CYCMeH3uun, 1 Ha COOTBeTCTBYIOLWNX pa3BeJeHnsax Npou3BoAuTCA NPsAMON noacyeT No ctaHaap-
THbIM MeTogam (ISO 11737-1).
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A.4.2.5 Vcnonb3oBaHWe HOCUTEsNEN U3 TKaHEN

A.4.2.5.1 O6GWWe NoONOXeHUs

Mpy ncnonb3oBaHUN TECT-MUKPOOPraHM3ma, nokasasLllero Npu UCNbITAHUAX CYCNeH3nn HanboNbllyto Pe3NCTEHT-
HOCTb K BO3/1e/iCTBUIO XNAKOrO XMMUYECKOTO CTEPUN3YIOLLENO CPeACTBA, KNHETUKA ero MHaKTUBaL N [0/KHA N3yyYaTbCcs B
NPUCYTCTBUWN UCMbITYEMOro KOMMOHeHTa. NNaHnpoBaHne ONbITOB A0/IKHO BKAOYaTb KOHTPO/SIMpyeMble 06paboTku (npu
XYALWNX YCNOBUAX) UHOKYTMPOBAHHOIO UMW KY/IbTUBUPOBAHHOIO MCMbITYEMOro KOMMOHEHTA B XUAKOM XUMUYECKOM CTepu-
nu3ylowem cpeAcTBe Npu pasHbiX BpeMeHax Bblaepxku. O6pasLbl A0/KHbI 0T6MpaTbCca Yepe3 onpeAeneHHble NHTepBasbl
BPEMEHUN ANA OLEHKN BbDKUBLUEM Nonynsauyum BaingMpoBaHHbIM METOA0M BOCCTAaHOB/IEHUA MUKPOOPTraHU3MOB.

M3yyeHne KNHETUKN NHAKTUBaL MK 3aBepllaeTCA NOCTPOEHNEM KPUBOW BbKMBaHUSA B Nonynorapnmmyeckoi wka-
ne (Ha rpadinke a KoopauHaTax ioraputm Hmcaa BbDKMBLINX MUKPOOPTraHN3MOB — BpeMs BblAepXku). 3aTemM paccunTbl-
BaeTca BennuuHa D TecT-mMumkpoopraHusma a NpUCYTCTBUM UCMbITYEMOro KOMMOHEHTa M NP HauxyAwux YcnoBuax
cTepunumsaymn. Ytobbl ob6ecneynTb BOCNPON3BOANMOCTb AaHHbIX, OLleHKa KUHETUKM MHaKTUBaL MK A0/KHA NPOBOANTLCA
He MeHee Tpex pas.

A.4.2.5.2 Bbibop HocuTens

MccnefoBaHns KUHETUKM MUKPOBUOSIONMYECKOW MHAKTMBALUN AO/XHbI NPOBOAUTBLCA Ha Matepuanax HocuTens,
KOTOpble cO34al0T Hanbobluee CONPOTUBEHNE NPOLLEeCCY CTepunnsaumn. Belbop HocuTensa Ao0/HKeH NPOBOAUTLCA C yye-
TOM o6GecrneyeHnss KOHTaKTa U/unm B3auMofeliCTBUS XUAKOTO XMMUYECKOrOo CTEPUIN3YIOLWEro cpeacTBa C HOCUTENEM
(Hanpumep, rMAPOdO6HbLIN BONTIOKHUCTLIV MaTepuan MOXeT TpyAHee CTepunn3oBaTbCs, Yem rnagkue rnapodunbHbie
MOBEPXHOCTN).

Ecnu Takoi BbIGOP HOCUTENA He ABNSETCA OYEBUAHBIM, HEO6XO4MMO NPOBECTN CKPUHUHT ANA onpegeneHns Hanbo-
nee TPyAHOCTEPUIN3YEMbIX HOCUTEEN.

A.4.2.5.3 OnpegeneHve MMKPOOpraHn3Ma(oB) Ha UCNbITYEMOM KOMMNOHEHTe (HocuTene)

MeTog onpeaeneHnsa Xn3HecnocobHbIX MUKPOOPraHM3MOB Ha HOCUTe e 0 Havana CTepuan3saunmn B XMaKomM Xmmm-
4EeCKOM Cpe/iCTBe MMeeT NePBOCTENEHHYIO BAXXHOCTb NPY CO34aHNK YCoBuii 3 heKTUBHOW CTEPUAN3ALMN CTOUKN 3pEeHUN
yCTaHOB/IEHUS NPOTMBOENCTBYIOLWNX CTEPUIN3aL N hakTOPOB, BCTPeYatoWmnxcsa BnpakTuke. MoryT 6bITb UC/IONb30aaHbl
[Ba MeToAa onpefesieHns XU3HEeCNOCOOHbIX MUKPOOPraHM3MOB Ha MCMbITbIBAEMOM KOMMOHEHTE, NpAMas MHOKYNAuus
NN KyNbTUBUPOBaHWE NPU YCAOBUAX, UMUTUPYIOWNX NPON3BOACTBEHHbIE.

Mpy NPSIMOI MHOKYSAAUUN NCNONB3YETCS XU3HecnocobHasa cnopoBasi UM KNeToyYHas CyCcneH3us, Kotopas HaHOCUT-
CS Ha HOCUTENb HEMOCPeACTBEHHO Nepes BblAEPXKKON B XXNAKOM XMMUYECKOM CTepunusytowem cpegctee. HyxHo o6pa-
TUTb BHUMaHWe Ha BpeMsi, HE06X0ANMOe A1 MPOHUKAHUA MHOKYNSATa BHOCUTENb U CBA3bIBAHUA €ro C HOCUTENEeM, nNpexae
yeM HayaTb CTepPUAN3aLNIO, @ TaKKe He06X04MMO YUeCTb 6akTepULNAHbIV 3P eKT, KOTOPbIN HOCUTENb MOXET OKa3blBaTb
Ha WHOKY/AT.

Ecnun BbI6paHHbIi MUKPOOPraHn3mM cnocobeH AaBaTb POCT €/Ha NPOoAYKUMU NMPU HOPMasbHbIX NPOU3BOACTBEHHbIX
YCNOBUAX, HEO6XOAMMO NPUMEHATb KYy/IbTUBMPOBaHNE MWKPOOPraHNM3MOB B YC/TOBUAX, UMUTUPYIOLWMX NPON3BOACTBEH-
Hble. @ NP BO3MOXHOCTM AienaTb 3TO U A0NOSIHUTENIbHO K NHOKYNALUN. [lo/keH 6bITb yCTaHOB/IEH MeTof Ky/IbTUBMpPOBa-
HUA HOCUTensA(neit) ¢ TeCT-MMKpoopraHnamamu. MNpu Taknx ycrnoBuSAX KOJIMHECTBO XN3HECNOCO6GHbIX MUKPOOPraHM3MoB
e/Ha NpoAYKLUM OKHO 6bITb He MeHee 1000 konoHueo6pasytowmx eamHuy (KOE). B kaxaoi oTaenbHol cucteme Kynbtu-
BMpPOBaHuA 370 konnyectBo KOE A0 Havyana ctepunnsaynm A0/HKHO 6biTb O4MHAKOBbIM B K&XA0M KOMMNOHEHTe. [JaHHble
0118 NOATBEPXAEHNA COOTBETCTBYIOWE MUHUMaIbHON NONYyNALMU U ee O4HOPOAHOCTU AO/MXKHbI 6bITb CO6paHbl Henocpea-
CTBEHHO nepef N3y4YeHNeM KUHETUKN MHaKTUBaLUW.

MeTog BOCCTAaHOB/IEHWUA XN3HECNOCOOHbLIX MUKPOOPraHN3MOB HOCUTENSA NOC/e CTEPUNN3aLUN XULKUM XUMUYeC-
KUM CpPeACTBOM [OJIXeH 6bITb ONpeAeneH v BaNuaMpoBaH. Banugaumnsa aosmkHa nokasaTthk, YTo Bbl6paHHbIli MmeTog 06ecne-
YynBaeT BOCNPOM3BOAMMOE BOCCTAHOB/IEHNE BbDKUBLUMX MUKPOOPraHW3MOB.

A.4.2.6 BrnnaHne opraHnMyeckux marepuanos

[na HeKOTOPOUi NPOAYKLMM KOHTaMUHAL NS OPraHNyYecKUMy MaTepruanamMmy MOXeT CNYXUTb (hakTOPOM, OrpaHnymBa-
ownm 3 heKTUBHOCTL Npouecca. iccnefoBaHnsa AOMKHbI BKHOYATb OLLEHKY BAIMSAHUA pacTBOPOB, COoAepXallnx cooTBeT-
CTBYHOLLME OpraHnyeckne BewecTsa (HanpumMmep, CbIBOPOTKN, anbOYMUH U T. [i.) UNIN CTEPU/IbHbIE CYCNEH3UN TKaHel. Bua n
KOHLEHTpaLunio opraHnyeckoro matepuana cnegyet AOKYMEHTUPOBATb.

[ns npoaykuun, KoTopasi MOXeT BbICylIMBATbLCA B NPUCYTCTBUM OPraHM4eckoro matepuana, A0/HKHbl UCMOMb30-
BaTbCA MHOKY/IMPOBaHHbIE HOCUTENN, CoAepKalline MUKPOOPraHn3Mbl, BbICYLLEHHbIE B COOTBETCTBYIOLWEM OpraHUu4eckom
MaTepuane. Takme NHOKY/IMPOBaHHble HOCUTETM MOTYT BK/OYaTb NpenapaTtbl MUKPOOPraHN3mMOB, YCTONUMBBIX K BbICYLLN-
BaHMIO. Taknx kak cnopbl Clostridium sporogenes. Bacillus subtills. Enterococcus laecelis. Mycobacterium chetonae n
Candida albicans (ta6nuubl A.1 n A.2).

A.4.2.7 Banugauusa acentuyeckoro npouecca (5.3.8)

AcenTuyeckoe nepemelieHne NPoAyKUUN U3 CTEPUNN3YIOLWErOo BelecTBa B (DUHULIHBINA CTEPU/bHBIN KOHTEnHep
Takxe TpebyeT BanugauMn. B aTy Banmgaumio Ao/KHbI 6bITb BK/IOYEHbI Criefytolimne napameTpbl.

- cTepuamnsaunsa nycTblX KOHTeliHEPOB B COOTBETCTBUN C Tpe60BaHMAMMN COOTBETCTBYIOLWEro cTaHAapTa no cTepu-
nnsaymn (ISO 11134. 1SO 11135 n ISO 11137).

- cTepunmnsaymsa nNobbIX KOHCEPBUPYIOLNX PACTBOPOB, B KOTOPbIE aCeNTUUYECKN MepeHOCUTCA NPoayKuus;

MpunmMeuvyaHune — dunbTpyrowas crepunmsaumnsa — no 1ISO 13408-1.
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- (PM3NYECKNii 1 MUKPOBUONOTUYECKNTIT KOHTPO/b CPeAbl, B KOTOPOI NPOM3BOAUTCS acenTuyeckoe nepemelleHmne
npoAyKunn.

- acenTuyeckoe nepeMelleHNe C UCNOMb30BaHNEM NPOG OKpyXatolleli cpeabl AN UMUTaLUN ee BO3elCTBUS Ha
nepemMeljaemMyto NpoAyKuMto B NpoLecce nepemMeLeHunst U3 CTEPUIN3YIOLLEro pacTBopa a (PUHNLLIHBIA KOHTEeRHep.

A.5 TOCTOAHHBLII MUKPOGMONOTrMYecKnin KOHTpoNnb [6.1J

BblAgeneHne MMKPOOPraHM3MOB U MX UCMbITAHVE HA PE3UCTEHTHOCTb CeAyeT NPOBOAMUTL C 3a4aHHO NnepnognyHoc-
Tblo. LleNlb 3TUX UCMbITaHWA COCTOUT B ONpeAesieHu BO3MOXHOIO N3MeHeHns GroHarpysku B npolecce cTtepunusaumnu.
Mockonbky Npoueaypbl Banmgauum npegHasHadeHbl 4ns OLeHKN 3 heKTUBHOCTM NpoLecca cTepunusanun B OTHOLWEHUN
KOHKPETHO rpynnbl MUKPOOPraHM3MOB, TeKyLLee UCNbITaHe A0/IKHO NokasaTb, YTO NPUCYTCTBYIOLME a npoLlecce cTepu-
Nn3aunmM MUKPOOPraHM3Mbl He SIBASIOTCA WAWM He cTanu 60siee pPe3nCTEHTHbIMU, YeM Te. KOTOpPble WMCMONb30BaUChL B
HavyasbHbIX Ba/INAaLMOHHbIX UCNbITaHMAX (Takxe A.4.2.3.1).

A.6 YnpaBneHue n KOHTponb npouecca (6)

Mpouecc cTepnansaunm XnaKMM XuMU4eckuM CTepUIN3YIOLWNM CpeACTBOM 06bIYHO BKMOYaeTCcneaytolime atanbl:

- NPUroToBJIEHNE XMAKOT0 XUMUYECKOTro CTEPUIN3YIOLLErO CPeACTBa;

- BblAepXKa NpoAyKLUM BCTepUIn3ytoLLeM cpeAcTBe Npu KOHTPOMMpPYeMoOii TemnepaType BTeYeHe onpeAe/ieHHo-
ro BpeMeHu.

Ecnun ctepunusauma He aBnsieTcs (UHULIHOW, To 406aBNAIOTCA elje ABa 3Tana:

- MoAroToBKa M CTepuM3auns NepBUYHOW YNakoBKM U KOHCEPBUPYIOLWEro pacTBopa, B KOTOPbIX A0/KHA NoCTaB-
NATLCA NPOAYKUUS;

- acenTuyeckoe nepemMelleHrie NPoAyKLMN N3 CTEPUNU3YIOLLETO CPeACTBA B NEPBUYHYIO YNakoBkKy. [purotoBneHmne
cTepunusylolero cpeactsa TpebyeT TWaTe/IbHOr0 KOHTPO/SA. XapakTepuCTUKM COCTaB/SAIOWMUX KOMMOHEHTOB (HOMep
Cepun 1 KOIMYECTBO) JO/MKHbI XPAHUTBLCS, @ KOHEYHAsA KOHLLeHTpaL s akTUBHOTO UHIpeAneHTa (0B) f0/1KHa ObITb NOATBEP-
X/[eHa aKCMepuMeHTasbHO. YacTocTepnansyouime pactTBopbl (UALTPYIOTCA Nepej UCNO0b30BaHNEM C Lie/bio yAaneHuns
Nto6bIX MUKPOOPTraHM3MOB U APYINX 3arps3HUTeseil, BHOCMMbIX M3 KOMMOHEHTOB cTepunusytouiero cpegctsa. MNocne
MCMoNb30BaHns (UNBTPOB OHU AO/DKHBI GbiTh MPOBEPEHbI Ha LLe/IOCTHOCTb.

Mpouecc cTepmnnsauumn Heo6xo4MMOo NPOBOANTL B cOCyAax AMs CTepUaAn3aLumn c onpesesieHHbIMN TeEXHUYECKMMUN
XapakTepucTukamu nNpy KOHTPOSIMPYEMbIX TeMnepaTypHbIX YC0BUAX.

[lna Tekylliero KOHTPOSA NPaBUILHOCTY NpoLLecca cocTaB CTeEPUIN3YIOLLEro CPpeAcTBa AO/HKEH NMPOBEPSTLCS nocse
TOro, Kak NpoAyKuus n3BfeyeHa U3 pactsopa. Takue NpoBepkn MOryT 6bITb XUMUYECKAMU VAN MUKPOGUOMIOTUYECKUMU.
XuMuyeckmnii KOHTPOsIb NPO6LI MOXET NMPOBOANUTLCSA C Lie/1bio NOATBEPXAEHUS TOro, YTO COCTaB pacTBoOpa Nnoce 3aeeplue-
HMA NpoLecca HaxoAUTCA B Npejesniax, yCTaHOB/IEHHbIX TeXHOIOrMeln. Mukpobronornyeckas NnpoBepka MoxXeT npejcTas-
NsATb co60ii, HanpuMep, BblAEPXKY MHOKY/IMPOBAHHOIO HOCWUTENS B CTEPUIN3YIOLWEM pacTBope ANs NoATBepXAeHUs
0OCTaTO4YHOW GaKTepuunaHol ahpekTUBHOCTH.

Mocne cTepunnsaunm NPoAyKLUs MOXeT 6bITb aCENTUHECKN NepeHeceHa a cBol (PUHULLIHBLIV KOHTeliHep. Bo Bpems
nepemelleHns 61un3nexatjan okpyxarwuiaa cpeja [A0/HKHa NOABEPraTbCAa MUKPOGUONIOTMYECKOMY KOHTPOJIHO.

Heo6xoaMMo yTBEPAUTL U BECTU NepeyeHb COTPYAHNKOB, aTTeCTOBaHHbIX Ha MPaBO acenTUYecKoro nepemeLieHuns
npoAyKunn. 3TOT yTBEPXAEHHbIi CMUCOKA0/TXeH NOCTOSIHHO NepecMaTpnBaThbCs, anepcoHan nepuoanyeckn nogsepratb-
csA nepeatTecTauuu. MNpu atTecTaymm nnepeaTrectTaym o6bI4YHO NPUMEHSIIOT MPOGHOe NepeMeLLeHne NUTaTeNbHbIX Cpes,
aHa/I0rMYHO MeToay «po3nunBa 6y/ibOHa*, UCNOb3yeMOMy Npu aTTecTauuy MUbLTPYOLWEd cTepuamsanmm n acentuyec-
KX NpOLeCcCcoB.

Ecnun npoaykuus BbiNycKaeTca B KOHCEPBUPYIOLWEM pacTBope, NOC/neAHWU nepes NCMNO/b30BaHNEM [O/IKeH ObITh
cTepununsoBaH. AcenTnuyeckoe Npon3BoACTBO A0J/IXKHO COOTBEeTCTBOBaTbL Tpe6oBaHmsAM ISO 13408-1.

McnbiTaHne KOHEYHOV NPOoAYKLUM MeeT OrpaHNYeHHOe NPUMEHeHWe Npu onpeesieHnn CTepUILHOCTY NapTuy Npo-
AyKumn. OfHaKO B 3TOM YaCTHOM c/lyydae Npu UCMbITAHUU HA MUKPOGUOOTMYECKY0 KOHTaMUHaLMIO Noc/e cTepuamsanmm
MOXeT 6bITb 06HapYXeH onpeenieHHblli npopocT (6.3). Mpu NpoBejeHNN TakuX MUKPOBMOIOTMYECKUX UCTIbITAHUIA KOHeuY-
HOIi NpoAyKUMMN BaXHO o6ecneyunTb yaaneHe ocTaTtkoB 6akTepuLMAHOro CTEPUIN3YIOLLEro CpeACcTBa UM KOHCePBUPYHO-
uwero pacteopa (A.4.2.2).
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MpunoxeHue OA

(cnpaBoyHOE)

FOCT ISO 14160—2011

CBefleHns 0 COOTBETCTBUMN MeXrocyaapCTBEHHbIX CTaHAapPTOB
CCbI/TOYHbIM MeXAYyHapoAHbIM CTaHO4apTam

Tab6bnnya JA1L

O603Ha4YeHne 1 HaMMeHoBaHue
CCbUI04HOTO MeXAyHapoAHOro
cTaHgapTa

ISO 9001:1994 CucTtembl KayecT-
Ba. Mogenb o6ecneyeHuns kayecTBa
npv NpoekTupoBaHuMn, paspaboTke,
npov3BOACTBE, MOHTaxe u 06Cny-
XUBaHUU

ISO 9002:1994 Cwuctembl Kayec-
TBa. Mogenb o6ecneyeHus kayec-
TBa NpU NPOU3BOACTBE, MOHTaXe u
o6CcnyxXnBaHmn

ISO 9001:2000 Cuctembl MeHen-
XMeHTa KayecTsa. TpebosaHus

ISO 9004-1:1994 AgMUHUCTPATUB-
HOe ynpaB/fieHVe KayecTBOM U 3sie-
MEHTbI CUCTeMbI KadecTBa. YacTb 1.
PykoBogsiumne ykasaHus

ISO 11154:1994 Crepunusauyms
MeAULMHCKOM npoaykumn. Tpe6o-
BaHUA K Banujauum u Tekylwemy
KOHTPO0. MpOMbILl/IeHHas cTepu-
Nn3aumna B/IaXHbLIM Tenaom

ISO 11135:1994 MeauuUUHCKUE U3-
penusa. Nposepka JOCTOBEPHOCTU ©
TeKyLWNUii KOHTPONb CcTepunmsauyuu
OKCU/OM 3TusieHa

ISO 11137:1995CTepunumsaumsa me-
AVUMHCKOW npogykuun. Tpeb6osa-
HUS K BanMaaumm n TeKylemy KOH-
Tponto. PagnaumoHHas ctepuaunsa-
ums

ISO 11138-1:1994 Crepunusauus
MeVLMHCKOl npoaykuun. Buonoru-
yeckue wuHAMKaTopbl. Yacte 1.
O6ume NoNoXeHUs

ISO 11737-1:1995 Crepunusauusa
MeANLNHCKUX nsgenuii. Mukpo6uo-
nornyeckme wmetogbl. Yacte 1
OueHka nonynsAunv MUKPOOPraHm3-
MOB Ha NpoAyKuun

0O603Ha4YeHne 1 HaMEHOBaHVe
MeXayHapoAHOro cTaHaapTa
[pyroro roga usgaHust

ISO 9001:2008 Cuctembl

MeHeAKMeHTa  KayecTBa.
Tpeb6oBaHus
ISO 9001:2008 Cuctembl
MeHe)KMEHTaA  KayecTBa.
Tpe6oBaHus
ISO 9001:2008 Cwuctembl
MeHeKMeHTa  KayecTsa.
Tpe6oBaHua

ISO 11137-1:2008 Crtepwu-

nnsayms MeaULUNHCKOM
npogykuumn.  O6ny4veHwue.
Yactb 1. Tpeb6oBaHuA K

paspaboTke, Banugauun u
TeKylemMy KOHTPOJIO Mpo-
uecca cTepunausauun me-
AVUUHCKUX Npu6opos

CreneHb
COOTBETCTBUSA

0O603HayeHVe 1 HaMMeHOBaHMe
MEeXrocyJapCTBeHHOro cTaHAapTa

rOCT ISO 9001—2011 CwucTembl
MeHegXXMeHTa kayecTBa. TpeboBsa-
HuAa (ISO 9001:2008. tOT)

FOCT ISO 9001—2011 Cwuctemsl
MeHeAXMeHTa KayecTBa. Tpeb6oBa-
Hua (ISO 9001:2008. tOT)

FOCT ISO 9001—2011 Cuctembl
MeHe[)XMeHTa KayecTBa. TpeboBsa-
Hua (ISO 9001:2008. tOT)

FOCT NCO 11134—2002 Crepu-
nn3auns MegULMHCKOR NpoayKLuu.
TpeGoBaHVsA K BaMpauuv u Teky-
WeMy KOHTposito. MpoMbiwneHHas
cTepunansayns BAaXHbIM TEMNsIoM

FOCT UCO 11135—2002 Megwu-
LMHCKVe usgenvs. Banugauma vTe-
KyWUii  KOHTPO/Ib  CTepununsauum
OKCUAOM 3TuNeHa

FOCT ISO 11137-1—2011 Ctepu-
nn3aumns MeguLMHCKOM NpoayKumu.
PagnaumnoHHas cTepunmsayms.
YacTb 1. TpeboBaHusA K pa3paboT-
Ke. Banngaumm n TekylieMy KOHTpO-
N0 npouecca cTepuansaumm megu-
LMHCKUX n3genuii

FOCT MCO 11138-1—2003 CrTe-
punusauns MeAnLMHCKOW Npoayk-
umn. Bronornyeckme WHAMKaTOPBbI.
YacTb 1. O6wune Tpe6oBaHns

roct Nco 11737-1—2003 Cre-
puUnusaunsa MeauLMHCKUX N3LeNnii.
Mukpo6uronorunyeckne MeToAbl.
YacTtb 1. OueHka nonynsauum MMkpo-
OpraHn3moB Ha NnpoayKuun
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OkoHuyaHue Tabnuubl JA. 1

O603HauveHVe 1 HauMeHOoBaHe 0O603HaYeHVie U HaMMeHOBaHMe

CCbUIOYHOTO MEXAYHapPOaHO MexayHapoHOro cTaHaapTa Crenent OB03HAILHIE 1 HANMEHOBAHME
cTangapra ADYTOTO roAa UaaaHIA COOTBETCTBUSA MEeXrocyAapCTBEHHOIO CTaHAapTa
ISO 13408-1:1998 AcenTtu4yeckoe
Npov3BOACTBO MEAULMHCKOW npo-
aykumn. Yectb 1. O6uwme Tpeb6oBa-
HUsA
ISO 13485:1996 Cuctembl Kavyec- [ISO 13485.2003 W3pgenusa oT FOCT ISO 13485—2011 W3penus
TBa. MeguumnHCKne nsgenusa. Yac- MeguLMHCKUE. Cuctembl MeauuMHCcKkue. CUCTEMbl MeHemX-
THble TPe6OBaHUA K MPUMEHEHWIO  ynpaBfieHus KauyecTBOM. MeHTa KayecTBa. CUCTEMHble Tpe-
1ISO 9001 Tpe6oBaHusa K perynuposa- 6oBaHMA AN ueneli perynupoBa-
HUIO HUA
ISO 13488:1996 Cwucrtembl kKa- |ISO 13485:2003 W3genusa oT FOCT ISO 13485—2011 Wspenusa
yecTBa. MeAuUVHCKME uW3genusi. MeauLMHCKUe. Cuctembl MeauuMHckue. CUCTEMbl MeHenOX-
YacTHble Tpe6GoBaHWS K NPpUMeHe-  yrnpaB/ieHus KayecTBOM. MeHTa kayecTBa. CUCTEMHble Tpe-
Huto ISO 9002 Tpeb6oBaHuA K perynuposa- 60BaHMA AnNA ueneli perynuposa-
HUO HUA

* COOTBETCTBYIOLMIA MeXrocyAapCTBeHHbIi cTaHAapT OoTcyTcTBYeT. [lo €ro yTBEPXAEHWS PeKOMeHAyeTcsi uc-
nosib30BaThb NEPEBOJ HA PYCCKMUIA A3bIK4AHHOTO MEXAYyHapoAHOro ctaHaapTa. Nepesos 4aHHOIO MeXAyHapo4HOTO CTaH-
AapTta HaxoguTcs B defepasibHOM MHPOPMALMOHHOM hOHAEe TEXHUYECKMX PernaMeHToB U CTaHAapTOoB.

MpumeuyaHune — BHacTosAwelh Tabnunue NCNONb30BaHbl Ceayolne yC0BHble 0603Ha4YeHNsA CTeNneHn cooT-
BETCTBUSA CTaHAapTOB:
- IDT — nAeHTUYHbIE CTaHAapThl.
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Bubnunorpadums

EN 556 Sterilization of medical devices. Requirements for medical devices labelled «Sterile»

(CTepunusauma meguunHCKUX nsgennii. TpeboBaHna K MEAULNHCKUM U3Ae/TNAM C MapKUPOBKOYM «CTepUbHO»)
EN 12442-1 Animal tissues and their derivatives utilized In the manufacture of medical devices. Part 1. Analysis and
management of risks

(XKMBOTHbIE TKaHN 1 NX NPOU3BOAHbIE, NCMOb3yeMble NPV NPOU3BOACTBE MeAULMHCKMX n3genuii. Hactb 1. AHann3 n
ynpas/ieHNne pPUCKOM)

EN 12442-2 Animal tissues and their derivatives utilized In the manufacture of medical devices. Part 2. Sourcing,
controls, collection and hahdling

(KMBOTHbIE TKAHWU N NX NPON3BOAHbIE, UCNOb3YEMble NPU NPOU3BOACTBE MEAULMHCKUX N3aennin. YacTb 2. ICTOYHU-
KW. cpeAcTBa KOHTponis, c6op n obpatieHune)

EN 12442-3 Animal tissues and their derivatives utilized in the manufacture of medical devices. Part 3. Elimination
and/or inactivation of viruses and other transmissible agents. Determination of non-viability

(XKMBOTHbIE TKAHN N X NPON3BOAHbIE, UCMO/Ib3yeMble NPU NPOU3BOACTBE MeANLUHCKUX U3aennii. HacTe 3. YganeHne
nMNn NHaKTUBaLMSa BUPYCOB U APYTUX TPAHCMUCCUBHbIX areHTOB. YCTaHOB/IEHWE HEXW3HEeCNOCO6HOCTH)
Commission of the European Communities (1989). The Rules Governing Medicinal Products in the European
Community. Vol.IV. Guide to good manufacturing practice for medicinal products

(Komuccusa EBponelicknx CoobuecTts (1989). PykoBoasiume npasuia ANa nNekapcTBeHHbIX NpenapaToB B EBponeit-
ckom Coob6uiecTBe, T. IV. PykoBoacTBO No GMP ans nekapCcTBEHHbIX NpenapaToB)

Commission of the European Communities (1992). Committee Medicinal Products; Ad Hoc Working Party on
Biotechnology/Pharmacy — Guidelines for minimizing the risk of transmission of agents causing spongiform
encephatopatiee via medicinal products (11113298191 — EN)

(PykoBogAawme ykaszaHMs N0 MUHUMU3ALUN pUCKa Nepefayn areHToB, Bbi3blBalOWMX rybyatble aHuedanonatuu,
yepes N1ekapCTBEHHbIE Npenaparbl)

Directive 64/433/EEC. Council Directive of 26 June 1964 on health problems affecting intracommunity trade In fresh
meat (OJ 1121 29107164)

(OnpektnBa CoBeTa 64/433/EEC 0T 26 ntoHA 1964 r. no npo6siemam TOProB/in CBEXMUM MSCOM BHYTPU coobLiecTBa)
Directive 93/42/EEC.Council Directive of 14 June 1993 on Medical devices

(Ovpektnea CoseTa 93/42/EEC oT 26 nioHa 1993 1. N0 MEANLNHCKUM U3[e/TNAM)
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KntoueBble cnoBa: MeuUMHCK1e U3fenunsi, O4HOPa3oBble U3fensi, XMMUYeckne CTepunnsyioLime cpeacTsa,
cTepununsaums, TexHuyeckne TpeboBaHns, Banugauus, TekyLnii KOHTPOsb
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