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MNpeaucnosue

Lienun, ocHoBHbIE NPUHLMNBI U NOPAAOK NpoBeAeHUs paboT No MeXrocyAapCTBEHHOW cTaHAapTU3auum
yctaHosneHsl FOCT 1.0—92 «MexrocygapcteeHHan cuctema craHgapTusauun. OCHOBHbIE NMOSOXKEHUA» W
FOCT 1.2—2009 «MexrocyaapcTBeHHas cucTeMa cTaHaapTusaumu. CTaHaapThl MEXTocyaapCTBEHHbIe, Npa-
BMNa U pekoMeHAaLnmn No MeXxrocyaapcTBeHHoW cTaHaapTusauuu. Mpasuna paspaboTku, NpUHATASA, NpuMe-
HeHUs, OGHOBNEHUA N OTMEHbI»

CBefeHUA o cTaHpapTe

1 NOArOTOBNEH ®egepanbHbiM rocyaapcTBEHHBIM YHUTApPHBIM Npeanpusituem «Bcepoccuiickuin
Hay4Ho-UccneAoBaTeNbCKUA MHCTUTYT CTaHAapTU3aLmmn 1 cepTudmkaumm B MaumHocTpoeHnny (BHUMHMALLY

2 BHECEH ®epaepanbHbiM areHTCTBOM N0 TeXHWYECKOMY perynvpoBaHuio U meTtponorin (PocctaH-
AapT)

3 NMPUHAT MexrocyaapcTBeHHbIM COBETOM MO CTaHAapTM3aLuMn, MeTPorioruM u ceptudukaumm (npo-
Tokon oT 29 Hosibpsa 2011 r. Ne 40)

3a npuHaTUEe NporonocoBanu:

KpaTkoe HaumeHoBaHWe CTpaHbl Kop cTpaHbl no CokpalleHHOe HauMEeHOBaHNe HaLUUOHANBLHOTO opraHa
no MK (MCO 3166) 004—97 MK (MCO 3166) 004—97 no craHgapTusauuu
Benapyck BY loccranpapt Pecnybnvku benapycb
KasaxcTtaH KZ loccranpgapt Pecnybnvku KaszaxcraH
Kuprunaums KG Kblpreiactangapt
Poccus RU Poccrangapr
TapgXukncTaH TJ TamxukcTanaapT

4 lMpukasom PegepanbHOro areHTCTBa No TEXHUYECKOMY PerynMpoBaHuio u meTponorum ot 13 gekabps
2011 r. Ne 1338-cT mexrocyaapcteeHHbl cTaHgapT FTOCT ISO 14160—2011 BBedeH B AelCTBUE B KavecTee
HauuoHaneHoro ctaHgapta Poccuitckonn ®egepauun ¢ 1 sHBapsa 2013 1.

5 Hacroawwuin ctaHgapT vaeHTUYeH mexayHapogHoMy ctaHgapTy ISO 14160:1998 Sterilization of
single-use medical devices incorporating materials of animal origin. Validation and routine control of sterilization
by liquid sterilants (CTepunusauuns 0o4HOPa3oBbIX MeANLUHCKUX U3OENUA, cCoAepKalLmMX MaTepuanbl KUBOTHO-
ro npovcxoxaeHus. Banmgaumsa u TekyLmMin KOHTPOMb CTEPUN3ALUAN C MOMOLLLIO XUAKAX CTEPUIN3YIOLLMX
cpeacTs).

CTteneHb cooTBeTCTBUA — naeHTudHas (IDT).

CBefieHusi 0 COOTBETCTBUM MEXIOCYAaPCTBEHHBIX CTaHAapTOB CChINIOYHbLIM MEXAyHapoaHbIM cTaHaap-
Tam npusedeHsl B 4OMONHUTENLHOM NpunoxeHn JA.

CtaHgapT noaroToBneH Ha ocHoBe npumeHeHusa FTOCT P NCO 14160—2003

6 BBEJEH BMEPBbIE

UHpopmayus 06 usmeHeHUsIX K Hacmosiwemy cmaHOapmy nybriuKyemcs 8 exxe200HOM UHGOpMayUoH-
HoM ykazamerne «HayuoHarnsHsle cmaHOapmbly, a mekcm U3MeHeHUL U 1orpasoK — 8 eXXeMeCIYHOM UHGOp-
MaUUOHHOM yKa3zamerne «HauyuoHarnbHble cmaHOapmbi». B cniydae riepecmompa (3aMeHbi) uiu omMeHsbi
Hacmosiueao cmaHdapma coomeemcmsyioujee ysedomiieHue Oydem ofybNUKOBAHO 8 eXeMeCSYHOM
UHGbopMaUUOHHOM yKaszamerne «HauuoHanbHble cmaHOapmel». Coomeemcemesyowas uHgopmayusi, yee-
OoMrieHUe U meKembi pasmeujaromesi makxe 8 UHGhopMayuoHHOU cucmeme obujezo ronb308aHus — Ha oghu-
yuaneHoM catime ®edepallbHO20 azeHmMCMmMea 10 MeXHUYECKOMY peaynuposaHuro U Memporoauu e cemu
UHmepHem

© CranpapTtunHdgpopm, 2013

B Poccuiickon degepaum HaCTOALWMIA CTaHZAPT He MOXET ObITb MOMHOCTLIO UMW YaCTUYHO BOCMPOU3-
BeJeH, TUpaXXMpOoBaH W pacnpocTpaHeH B Ka4ecTBe ouumansHoro usaaHus 6es paspelueHus degepanbHoro
areHTCTBa Mo TEXHUYECKOMY PEryriMpoBaHuio U MeTposiorm
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BBeneHune

CTtepunbHbIM sIBRSieTCA n3genue, cBobogHoe oT XuM3HecnocoBHbIX MUKpoopraHuamoB. Mpu noctaske
CTEPUITLHOTO U3AernuAa MeXayHapoaHble cTaHaapThl TpebyioT, uTobbl 40 HaYana cTepunusauun cnyyanHas
KOHTaMUHaLms (3arpsisHeHWe ) Me AULIMHCKUX N3AeNUIA OT BCEX UCTOYHUKOB Obinla cBeAeHa K MUHUMYMY BCEMU
NpaKkTU4eCKn BO3MOXHBIMU cnocobamn. Tem He MeHee, Aaxe Npy NPOU3BOACTBE MeOULMHCKUX U3aenuii ¢
cobniogeHnem TpeboBaHui cuctembl kadecta (ISO 13485 u ISO 13488) Ao Hayana cTepunU3aLmMn Ha HUX
MOTYT OblTb MMKPOOPraHU3Mbl, XOTH U B HEGONbLUIOM KonnyecTBe. Takue usaenus siBNaTCs HeCTepUnbHbIMU.
Llenbto npoLiecca cTepunusaunm ABNAETCA MHaKTUBALUA MUKPOBMOIIOrMYeCKUX KOHTaMUHaHTOB U Takum obpa-
30M MpeBpaLleHne HeCTEPUnbHbLIX NPeaMETOB B CTEPUNbHLIE.

MHakTmBaums 4YUCTON KynbTypbl MWKPOOPraHW3MOB (pU3NYECKUMA WU XMMUYECKUMWU areHTamu,
UCMONb3yeMbIMU 45151 CTePUNN3aunn MeaNUNHCKNX N3aenuin, npubnmkeHHo onucbiBaeTcsl KCNoHeHUManb-
HbIM 3aKOHOM. 3TO O3HA4YaeT, YTO HE3aBUCUMO OT NPUMEHEHHON cTeneHn 06paboTku cyllecTByeT KoHeYHas!
BEPOSITHOCTb TO0, YTO MUKPOOPTraHn3M MOXeT BbbkUTb. Mpu koHKpeTHON 06paboTke BEpOSTHOCTL BbKMBAHMS
onpeaensaeTcs YACIIOM 1 TUNaMU MUKPOOPraHU3IMOB N OKPY>KaIOLLIMMU YCIIOBUAMMN, B KOTOPbLIX MUKPOOPraHu3-
Mbl HaxoaaTcs npu obpaboTke, T. €. CTEPUNBHOCTL NBOro OTAENBLHOTO U3AeNUA U3 rPyNMbl NoABepraeMbIxX
cTepvnusaunm usgenuin He MoXeT BbiTb rapaHTUPOBaHa, U CTepUribHOCTbL 0BpaboTaHHONW rpynnbl U3aenuia
AOIKHA BblpaXaTbCA Yepes BePOATHOCTb NPUCYTCTBUA Ha U3AENUN XU3HECNOCOBHOro MUKPOOpraHu3ma.

TpeboBaHus kK cUcTEME KavecTBa NPU NPOEKTUPOBaHUK, pa3paboTke, NPOU3BOACTBE, MOHTaXe U 0bcny-
XuBaHWW NpuBeaeHbl B ctaHaapTax cepun ISO 9000, a takke ISO 13485 u ISO 13488. CtangapTel cepumn
ISO 9000 onpenensitoT HeKOTopbIE NPOLECCHI, UCNONb3yeMble NPU NPOU3BOACTBE, Kak cneuuanbHble, ecnm nx
pesynbTaTbl He MOTyT 6bITb NONHOCTbLIO MOATBEPXKAEHBI NOCNEAYOLMM KOHTPOMEM U UCTbITAHUEM NPOAYKLIMA.
CTrepunusaums siBnsieTca NpMMepoM cneLnanbHOro npouecca, NockonbKy 3heKTUBHOCTL ee He MOXeT BbiTb
nogTeepXaeHa KOHTPOMEM U UcfbiTaHueM npoaykuun. MoatoMy Ao BBoaa ob6opyaoBaHUA B aKCNyaTauuto
cneayeT BbINOMHUTL Banuaaumio NpoLLeCcCcoB CTEpUnU3aumu, a BO BpeMs akcnyatauum NposoanTb TEKyLUMA
KOHTPOIb U TexHU4eckoe obcnyxuBaHne obopyaoBaHus.

Ba)kHo co3HaBaTb, YTO 4OSMKHBIM 06Pa30M BanMaNPOBaHHBLIA U TOYHO KOHTPONMPYEMbIN NPOLIeCC CTepu-
nusauun He ABMAETCH €AMHCTBEHHBLIM hakTopoM, 0DYCOBMNMBAIOLUM YBEPEHHOCTb B TOM, YTO NMPOAyKUUS]
SIBNSAETCA CTEPUNBHON 1 NPUroAHON ANsi NpegHa3Ha4YeHHOoro ucnonb3oBaHusi. Heobxogumo Takke obpatuTb
BHUMaHwWe Ha Lenblin pag dakTopos, BKIOYaoLWMX MUKpoBGUonormieckuin cratyc (buoHarpysky) nocrynatole-
ro cblpbs W/ KOMMOHEHTOB, WX MOocneAyloLlee XpaHeHne, a Takke KOHTPOIb cpefibl, B KOTOPOW Mpou3BoauT-
cs1, cobupaeTcs U ynakoBeIBAETCA NPOAYKLUNSI.

[ns ctepynusaummn meauunMHCKUX n3genuii Hanbonee YacTo UCMOMb3YIOT BraXHoe TeNnno, cyxoe Tenno
(HarpeTbIi BO34YX), MOHN3MPYIOLLEe N3IyYeHne 1 okecua 3TuneHa. B To Bpems kKak HekoTopble U3genus, cogep-
Xallue TKaHW XUBOTHbIX, MOTYT 6bITb COBMECTUMBbI ¢ OBLLENPUHATLIMM METOAAMW CTEPUMIALIAN (HanpuMep,
HUTU N3 KeTryTa 0bbIYHO CTEPUNNIYIOTCA 0BNYyYeHUEM), Apyrne nsgenus (buonormyeckme cepaeydHble knanaHbl
NN TKaHeBbIE NPOKNaAKN) HE COBMECTUMbI C 3TUMI NPoLLeccamm CTePUN3aLLMn U MoryT noTpebosaTbes Apy-
rMe cTepunuayrolime areHTbl. B Taknx cnyyasix WMPOKO MCMONb3YTCA XUOKAE XUMUYECKUE CTEPUNM3Yto-
lWne cpedcTBa, NpUYEM Kak W MpU UCMOMb3oBaHWMM APYrMX METOAO0B cTepunusauun, 3eKTUBHOCTb
npouecca HeobxoaMMo NoATBepAnTb U 3adpukcMpoBaTh Neped TeMm, Kak MPUHATL ero ANs NOBCeAHEeBHOro
NCnonb3oBaHus.
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M E XTOCVYAOAPU CTIBETUHHUB H# CTAHQAOAPT

CTEPUNU3ALNA OOHOPA30BbIX MEAULIMHCKUX U3AENUW, COAEPXALLIMX MATEPUANDI
XUBOTHOIO NMPOUCXOXOEHUA

Banugauusa n 'reKyu.w||7| KOHTpPOJb CTepUnM3aum ¢ NOMOLWbIO XUOAKUX CTEPUNTUIYIOLLIUX CpeacTB

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

Dara sBegenna — 2013—01—01

1 O6nactb NpUMeHeHuA

HacTtoawuii ctaHgapT ycTaHasnueaeT TpeBoBaHus K paspaboTke, Banuaauuu, ynpasrieHuo U KOHTPOIo
npoliecca CTEPUNU3ALAN KUOKAMU CTEPUMNSYIOLLMMX CPEACTBAMU OQHOPA3OBLIX MEeAULMHCKAX U3aenni,
COCTOSAILLMX MOSTHOCTBIO UMM YAaCTUYHO 13 MaTepuasios XXUBOTHOrO NMPOUCXOKAEHUS.

HacToswmii cTaHaapT He pacnpocTpaHAeTCsl Ha MaTepuarbl YeNMoBeYeCKoro NPOUCXOXAEeHUs, He OMUCHI-
BaeT cncTemy obecnedeHuns Ka4ecTsa Npu KOHTPOE BCex CTaduil NPoM3BOACTBA U He paccMaTpuBaeT MeTobl
BanMgauun cnocoBos MHaKTUBaLIMN BUPYCOB.

MpumevyaHwun

1 CrangapTbl HacucTembl kavecTsa (ISO 9001 n1SO 13485, unn SO 9002 m 1SO 13488) MoryT 6b1Tb MCNONBb30BaHbI
ONSA KOHTPOnNsA BCeX CTaavi NPOU3BOACTBAE, BKITIOYAA NPOLECC CTEpUnn3auum.

2 Tpwn paspaboTke TEXHONOrMK 06pPabOTKN MEOULIMHCKUX U3AENnU, coaepXxalumx matepuans! XXKMBOTHOFO NPOUC-
XOXAeHUs1, He0bX0AMMO paccMaTprBaTh IPPEKTUBHOCTH BO3AENCTBUS XKUAKMX XMMUYECKUX CTEPUNU3YIOWNX CPeacTB Ha
BO3MOXHbl€ BUPYCHbIE KOHTAMWUHAHTbI C Y4ETOM NPOUCXOXAEHWUSI MaTepuanos, CNONb3yeMbIX NPU NPONM3BOACTBE 3TUX
KOHKPETHbIX MEAULIMHCKUX U3Aenuii. XOTs BaXKHOCTb BONpOCca Banvaauuy BUPYCHON MHAKTUBALMK B NpOLeccax, COCTaBnNs-
oWmx obrnacTe NPUMEHEHWS HACTOSILLEro CTaHAapTa, O4eBMaHa, STOT aCNEKT U3 HEro UCKNIOYEH; B pa3paboTke HaxoauTces
otaenbHbin EBponevicknii Ctangapt [1].

3 Knakme xmmunyeckme cTtepunuaylowme cpeacTsa, TPaguLMoOHHO UCNOoNb3yeMble Ans CTEPUNU3aunn XUBOTHBIX
TKaHel B MEAVLIMHCKMX K3AenusiX, MOryT ObiTb HeathheKTUBHbI sl UHAKTUBAL UM NaTOreHHbIX areHTOB TPAHCMUCCUBHBIX
rybyatbix dhopm aHuedanonaTui, Takmx kak rybuatas dopma 6biubeit aHuedanonatum (BSE) unu ckpenu (Bo3byamtens
MHEKLMOHHOTO BUPYCHOrO 3aboneBaHusi B3pocCrbiX OBeL). YA0BNETBOPUTENbHYIO Banuaauuio B COOTBETCTBUM C HACTOSI-
WM CTaHO4APTOM HEeNb3A paccMaTpmBaThb Kak noareepXxXaeHne nHaktusauum VIHd)VILIMpyIOLIJ,VIX areHToB 3TOro Tvna.

PyKOBO,ClCTBO Mo OUeHKe COOTBEeTCTBUA HaCTodALWeMy CTaHAapTy nNpuseeHo B NPUNoXeHun A.

2 HopmMmaTuBHbIe CCbIFNKU

B HacTosweM cTaHaapTe UCnonb3oBaHbl CChISIKA Ha cneaytolue ctaHaapThl:

ISO 9001:1994 Quality systems — Model for quality assurance in design, development, production,
installation and servicing (Cuctemsl kadyecTBa. Mogenb obecneueHusi kKauecTsa NpyU NPOEKTUPOBaHUK, paspa-
60TKke, NPON3BOACTBE, MOHTaXe 1 0BCNyXnBaHUN)

ISO 9001:2000 Quality management systems. Requirements (Cuctembl MeHe)kMeHTa kadecTBa. Tpe-
60BaHuA)

ISO 9002:1994 Quality systems — Model for quality assurance in production, installation and servicing
(Cuctembl kayecTBa. Mogenb obecneueHus kayectsa Npu NPOU3BOACTBE, MOHTaXe U 06CNyXnBaHUN)

ISO 9004-1:1994 AQuality management and quality system elements —Part 1: Guidelines
(AOMUHUCTPATMBHOE yNpaBneHue KaueCcTBOM U 3rieMeHTbl CUCTEMbI KavecTBa. HacTb 1. PykoBoasawme ykasa-
HWS)

U3paHvne ochmumansHoe
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ISO 11134:1994 Sterilization of health care products. Requirements for validation and routine control.
Industrial moist heat sterilization (Ctepunusauuns MeguumHckon npogykumn. TpeboBaHus k Bannaauum u Teky-
LeMy KOHTponto. MpoMbILINIeHHas CTepUnNn3aLmna BaxkHbIM Tennom)

ISO 11135:1994 Medical devices. Validation and routine control of ethylene oxide sterilization (MeanuuH-
ckve nagenus. Nposepka AOCTOBEPHOCTU U TEKYLLIMIA KOHTPOMb CTEPUIN3ALIAN OKCUOOM 3TUNEHA)

ISO 11137:1995 Sterilization of health care products. Requirements for validation and routine control.
Radiation sterilization (Ctepunusauns MegauumHckoi npoaykumn. TpeGoBaHWs K Banugauum U TekyLemy KoH-
Tpono. PaguaunoHHas ctepunusaunst)

ISO 11138-1:1994 Sterilization of health care products. Biological indicators. Part 1. General (Ctepunu-
3auUmsa MegnUMHCKoW npodykuun. Buonornyeckne nngukatopel. Yacts 1. O6wme nonoxeHust)

ISO 11737-1:1995 Sterilization of medical devices. Microbiological methods. Part 1. Estimation of
population of microorganisms on products (CTepunusauma megnumMHcknx nagenuin. Mukpo6uonorudeckue
meToabl. HacTb 1. OueHka nonynsumMm MUKpOORraHM3MOB Ha NPoayKLUKn)

ISO 13408-1:1998 Aseptic processing of health care products — Part 1: General requirements
(AcenTuyeckoe Npon3BOACTBO MeAMLUMHCKON Npodykumun. YacTte 1. O6wme TpebosaHua)

ISO 13485:1996 Quality systems — Medical devices — Particular requirements for the application of
ISO 9001 (Cnctembl kavecTBa. MeanumHckue nsgenus. YactHole TpeboBaHua k npumeHeHuto 1ISO 9001)

ISO 13488:1996 Quality systems — Medical devices — Particular requirements for the application of
ISO 9002 (Cnctembl kavecTBa. MeanumHckue nsgenus. YactHele TpeboBaHua k npuMmeHeHuto 1ISO 9002)

3 OnpeaeneHus

B HacTosilem cTaHgapTe NPUHSTBI creaylolme TEPMUHBI C COOTBETCTBYOLWMMU onpeaenieHnAMN:

3.1 napTus, cepus (batch): Konuuectso HepactacosaHHON, NPOMEXYTOUHON UM FOTOBOI NPOAYKLIMK,
CBOWCTBa U Ka4eCTBO KOTOPOW NpeAnonaraTcs OQHOPOAHBLIMU U KOTOPas U3roToBNeHa B TeveHune onpeaerneH-
HOTO LiMKra Npou3BoACTRa.

3.2 6uoHarpy3ka (bioburden): Monynauus Xu3HecnocoBHbLIX MUKPOOPraHWM3MOB Ha/B MpoAyKUMU
n/unn ynakoske.

3.3 HocuTenb (carrier): YaepxuBatowuii Mmatepuar, Ha KOTOpbliA HaHeCeHbl TECT-MUKPOOPTraHU3MBbI.

3.4 KomuccuoHHaA npueMka (commissioning): MonyyeHue n JOKyMEHTUPOBaHMWE AAHHBIX O TOM, 4TO
06opynoBaHue NoCcTaBNeHo U CMOHTUPOBAHO B COOTBETCTBUM C TEXHUYECKOW JOKYyMEHTaumnen 1 npu cobnoge-
HUM MHCTPYKLIMI Mo aKcnnyaTaummn oHO byHKUMOHUPYET B NpeyCMOTPEHHbIX Npeaenax.

3.5 BenunuuHa aecATUKpaTHOro cokpaweHus (decimal reduction value); Bennuuna D (D — value):
Bpemsi BbIAEPXKKX 1MW NOrMoweHHasa A03a U3nyvyeHus, HeobxoaMMmble ANsl yMeHbLUEHUS MoNynAuUmn TeCT-MunK-
poopraHuaMoB B 10 pas npu onpeAeneHHbIX YCrnoBuax o6paboTku.

3.6 BpemsA BbiaepXKkU (exposure time): Bpema, B TeueHue KOTOPOro MeaMuuHcKoe usgenve noasepra-
eTcsi BO3AEWCTBMIO OnpefereHHoW TemnepaTypbl WU CTEpUNU3ylOLLero BewecTBa B oOnpeaeneHHon
KOHLeHTpaLmn.

3.7 uHakTuBauma (inactivation): MoTepa TecT-MukpoopraHuaMamu cnocoBHOCTU K pocTy, npopac-
TaHWIO U/ Pa3MHOXEHWIO NPW onpeaeneHHbIX YCNOBUSIX KyNbTUBUPOBaHUS.

Mpumeuyanue—B HacTosAWEM CTaHZapTe Nog TECT-MUKPOOpraHn3Mamm noapasymeBaioTcsi cnopoobpasyio-
wye u Hecrnopoobpasytowme GakTepumn, BUPYChI, FPMBLI M NpocTenLme.

3.8 UHoKynupoBaHHbIW HocuTenb (inoculated carrier): Hocutenb, Ha KOTOpLI HaHeceHO onpeae-
neHHoe KoNMMYeCcTBO TeCT-MUKPOOPraHU3MOoB.

3.9 xupkoe xumuyeckoe ctepunuayrlee cpepctio (liquid chemical sterilant): OnpeaenenHas
KOMMO3NLIMSI XMMUYECKMX BELLeCcTB B BWAe pacTBopa Wiu B Xuakoin cdopme, koTopas npuMeHsieTcs Ans
cTepunmnaaynn.

3.10 meauuuHckoe uszgenue (medical device): UHcTpymeHT, annapat, npucnocobiexune, matepuan,
ncnonb3yeMble OTAENbHO UK C APYTMMN U3OeNnsMU, Heo6XoAMMBIM MPorpaMMHelM obecneyeHem, npeHas-
HayeHHble Ans noaei B Lensx:

- ONarHoCcTUKW, NPodUNakTUK1, HabNoAeHWa, nevyeHns unmn obnerdyeHns 6onesHu;

- ANArHoCTUKN, HabnroaeHNs, neveHus, 0bnerdyeHns v KomneHcaLMm Npu TpasMax UM UHBanUaHoOCTH;

- 1ccnedoBaHus, 3ameLLeHUs UM UBMEHeHUs aHaToMMK Un buanMonormyeckoro npolecca;
KOHTPONA 3a4aTtua,
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OCHOBHOE IECTBUE KOTOPLIX BHYTPU UMM CHapYXK1 Tena YenoBeka gocturaetcst 63 npumeHeHus dap-
MaKonormyecknx, UMMYHOMOrMYECKNX UMM MeTaboMiyeckux cpeacTB, HO KOTOpble MOryT MPUMEHSITbCS
COBMECTHO C HAMMU.

3.11 atrecTauus akcnnyatupyemoro o6opyaoBaHus (performance qualification): MonyyeHne n
[OKYMEHTUPOBaHWE AaHHbIX O TOM, YTO NPU BbINOMHEHWM TpeBoBaHWI TEXHONOrMN NpoLecca obopyaosaHue
nocne KOMUCCUOHHOW Npremky ByaeT Npon3BOAUTb HaANeXallyo NpoayKUmio.

3.12 npepctepunusaumnoHHoe uucno (presterilization count): Konn4yectso xu13HecnocobHBIX MUKPO-
opraHnsMoB, obHapyxeHHoe nepes cTepunuaalmnen.

3.13 coBmecTuMocTb npoaykuuu (product compatibility): CnocobHocTb npolecca ctepunusaunm
obecnevnTb HaMeYeHHble pesynbTaThbl 6e3 ywepba 4ns npoaykumuu.

3.14 paspa6otka npouecca (process development): [JokymeHTUpOBaHHas Nporpamma nccnegosa-
HWI, NPOBOANMBIX C Liefbio onpeaeneHunsi napameTpoB MpoLiecca cTepunnaaunm ¢ y4eToM CBONCTB NPoayKUMK,
YNaKOBKW, CXEMbI 3arpy3Kkun U/Un orpaHuyeHUin, HaknagplBaeMblX XapakTepuctTukamm obopyaoBaHus.

3.15 peBanugaums (revalidation): YacTHoe unun nonHoe noBTOpeHMe Banuaaunm Ans noaTsepXKaeHus
HaZeXHOCTW npouecca.

3.16 ctepunbHocTb (sterility): OTcyTCTBUE XKU3HECTOCOOHBLIX MUKPOOPTraHN3MOB.

MpumeudaHne— Ha npaktvke cocTosiHWE aBCONIOTHOrO OTCYTCTBUS.
3.17 cTepunbHbIN (sterile): He cogepxallnin XM3HecnocoBHbIX MAUKPOOPraHU3MOB.

MpwumeyaHue— Ha npakrvke cocTosiHMe abGCoMOTHOTO OTCYTCTBUSI MUKPOOPraHM3MOB He MOXET GbIThb JoKa-
3aHo.

3.18 ctepunusauusn (sterilization): BanuanposaHHbIii npoLiecc 0cBOGOXAEHWS NPOAYKTa OT XU3He-
CNOcoBHBIX MUKPOOPraHU3MOoB Bcex hopM.

MpumeyaHwne—ITpu cTepunuaaumm NpoLECC OTMUPAHUA MUKPOOPraHM3MOB OMWCHIBAETCS SKCMOHEHUManb-
HbIM 3akoHOM. CriegoBaTenbHO, Hanuuue MUKPOOPraHW3MOB B KOHKPETHOM 0GbekTe MOXET ObITh BbIPaXEHO B BEPOATHOC-
THOM BuAe. XOTs 9Ta BepOSTHOCTb MOXET ObITb CHYXeHa 40 BeCbMa Manol BerMYuHbI, OHa HUKOAA He MOXET ObITb CHUXe-
Ha 40 Hyns. BeposiTHOCTE MOXET OblTb BblpaXxeHa Yepe3 ypoeeHb obecrneqenusi ctepunbHocTn YC (sterility assurance
level — SAL), 06bluHO BhipaxkaeMbiti B hopme 1077,

3.19 KoHcepBupyowun pacTeop (storage solution): XKugkoctb, B kOTOpoi MeguuuHckoe usgenve B
ero KoHeuHol chopmMe nogaeTca As UCNOMb30BaHUS.

3.20 Banupgauusa (validation): JokymeHTupoBaHHasaA npoueaypa MnosyvyeHus, NPOTOKONMPOBaHUSA U
NHTepnpeTaLun pesynbTaToB, He0OXOANUMBIX AMsi AeMOHCTPAL, MM TOro, YTO MPOLLeCC HEM3MEeHHO AaeT NPoayKT,
COOTBETCTBYIOLNA NpeABapuTenLHO onpeaeneHHbIM TpeboBaHusIM.

MpumeyaHue— NpPUMEHUTENBHO K CTEPUNU3ALUM KUOKUMU XMMUYECKUMU CTEPUNU3YIOWLMMKN CpeacTBamMmu
no4 Banuaaumeii noHMmaeTcs o6uias nporpamma, CocTosiLLas U3 KOMMCCMOHHON NPUEMKM U aTTecTaLmm SKCryaTupyemo-
ro o6opyaoBaHusi.

3.21 yucno xuBbIX MUKpoOpraHuzMoB (viable count): Yucno MukpoopraHuamoB, onpeaensiemMoe rno
pPOCTY OTAENbHBIX KOFIOHWIA NPU YCTAHOBMEHHbIX YCMOBUSX KyNbTUBUPOBaHUS.

M punmedyaHune— OrgenbHasi KONOHUS He 06s13aTenbHO 0Opa3yeTcsl OT €UHUYHOIO XU3HECTTOCOBHOI0 MUKPO-
opraHusma.

4 O6Lure NonoxeHus

4.1 KoHTponb npousBoACTBa

YT06bI npeacrepunusalMoHHOe YUCNo Haxo4urnochb B yCTaHOBIIEHHbIX NMpeAenax, cnegyet paspaGOTaTb
N KOHTpONUpOBaTb I'IpOI/ISBOﬂCTBeHHbII‘/'I Apotecc.

MpumeyaHune—3ITMm TpeboBaHWAM OTBEYaeT MCMONb30BaHMe CUCTEMbl KavyecTBa B COOTBETCTBMM C
ISO 13485 unun ISO 13488.

[nst KOHTPONSA UCTOYHNKOB ChlPbA XXKUBOTHOIO MPOUCXOXAEHUSA A0IDKHA 6bITb pa3pa60TaHa 1M nUCcnonb3o-
BaHa AOKYMEeHTUpoBaHHaA CUCTeMa.

M pumeuyaHn e — Pa3spabarbiBaetcs EBponeickuii CtaHaapT no MCTOYHUKaM, KOHTpONio, cbopy matepuana u
obpaleHuio ¢ Hum [2].
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[lokyMeHTaumsa 1 NpoToKobl AOMKHbLI NepecMmaTpmuBaThCa U yTBepXK4aTbCA OTBETCTBEHHbLIM NepcoHa-
nom (4.2).

4.2 MepcoHan

OTBeTCTBEHHOCTb 3a 06cnyXnBaHne obopyaosaHus (4.4), Banvaauuto (pasgen 5) v TekyLWwmii KOHTPONb
(pasgen 6) cTepunusaun NyTeM BbiAepKUBaHUS B KUOKNX XUMUYECKMX CTEPUMNMIYIOLLMX CPEACTBAX, a TaKkKe
3a BbIMYyCK NpoAyKLMKN AorkHa OblTb BO3M0OXeHa Ha KBanMduLMpoBaHHbIA NepcoHarn, kak ykaszaHo B 1ISO 9001
unn ISO 9002.

4.3 Kanu6poBka

JomkHa 6bITb pa3paboTaHa, 4OKYMEHTUPOBaHa 1 yTBepxaeHa 3t ekTnuBHas cuctema kannbposku Bce
KOHTPOJIMPYOLLMX, NOKA3bIBAKOLUMX 1 3aMUChIBaOLLMX NPUOOPOB, UCNOMb3yeMbIX NPU BanMaaunm U TeKyLLEeM
KOHTpOIe npolecca ctepunusaumn. 3ta cuctemMa AofmkHa CooTBeTCTBOBaTb TpebosaHuam ISO 9001 nnu
ISO 9002.

4.4 TexHu4yeckoe o6cnyxuBaHue obopynoBaHuaA

TexHu4eckoe obcnyknBaHne obopyaoBaHUA AOMMKHO NIIAHAPOBATLCA U OCYLLECTBMATLCA B COOTBET-
CTBUM € AOKYMEHTUpOoBaHHbIMU NpoLieaypamu. MNpoueaypa Ans KaXaoro NNaHoBoro sagaHua no obenyxunsa-
HUIO 1 NEePUOANYHOCTb ACIKHBI BbITh onpedeneHbl U [OKYMEHTUPOBAHBI.

O6opyaosaHue Ans 06paboTkn Me AULIMHCKUX U3AEeNUIA He AOIMKHO UCNONb30BaTLCA A0 TEX NOp, Noka Bce
3aJaHus No TeXHUYecKkoMy oBCryXunsaHuIo He ByayT yCrneluHo 3aBeplueHbl U JOKYMEHTUPOBaHbI.

MpoTokonbl 06CNyKMBaHNA OOMKHBI XpaHUTLCA B COOTBETCTBUMM ¢ TpebosaHusamu ISO 9001 wnu
SO 9002.

Mpoueaypbl 1 NPOTOKOMbI 0BCAY>KUBAHWUS AOMKHBI NEPUOANYECKU NepecMaTpuBaTbCs OTBETCTBEHHBLIM
nvuom (4.2).

4.5 Pa3pa60TKa npouecca 1 COBMeCTUMOCTL NpoAyKLUU

4.5.1 lMNepen HavyanoM paboTbl C HOBOW UMW MOAEPHU3UPOBAHHOW NPOAYKUWEN, YNaKoBKON, CXeMomn
3arpysky Unv NpoLeccoM cTepunusaumuy cnegyeT onpeaenutb U AOKYMeHTanbHo oopMuTb NpoLecc ctepu-
nusauun, noanexawuin sanuaauun.

MpuaTtom cnegyeT NokasaTb 3KBUBANEHTHOCTb paHee BanuampoBaHHOMY NPOLLeCCY HOBBIX peLleHnA ANa
NpoayKLMn, YNakoBKA UM CXeMbl 3arpysku.

[okasaTenbCTBO aKBUBANEHTHOCTU cneayeT opopMnUTb AOKYMEHTanNbHO.

[TpumeyaHne— YkasaHHbIi NPOLECC CTEPUNM3ALIMN MOXET BKNIOYaTb pasgenbHylo o6pabotky 6onee vem
OHUM XNAKAM XUMUYECKUM CTEPUNU3YIOWWM CPEACTBOM.

4.5.2 KoHCTpYKLMs NpoayKTa 1 yNakoBKW AOIDKHBI 06eCneumBaTh UX KOHTAKT € KUAKAM XMMUYECKUM CTe-
PUNU3YIOLLMM CPEeACTBOM, MPU 3TOM OCTaTKW NocriedHero Nocne cTepunusaummn 4oMKHbI GbITb HDKE YPOBHS,
yKasaHHoro npoussoauteneM. [JomkHbl GbiTb ykasaHbl MecTa BHYTpWU Npodykuuu, HauBonee TpyaHble ans
npoBeAeHUs CTepunusaumn.

4.5.3 [JonxHo 6bITb MoKasaHo 1 A0KYMEHTUPOBAHO, YTO NPOLIECC CTepunusauum He yxyawaeT notpebu-
TenbCKNe CBOMCTBA NPOAYKLMM MU e€ YNakoBku. MNpu HeoBX0AUMOCTU NOBTOPHO CTEpUNU3aLIMN € BAUAHNE
[AOMKHO 6bITb OLEHEHO U AOKYMEHTUPOBAHO.

5 Banupauwus

5.1 O6wme nonoxeHus

Mpoueaypbl Banugauum AomkHbl ObITb JOKYMEHTUPOBAHLI, @ NPOTOKOSbI KaXAoW BanuaaLmMmn AomKHbI
XpaHutbes (5.4.1).

5.2 KoMUCCUMOHHaA NpUeMKa

KoMuccuoHHas npuemka OorbkHa MOATBEPAUTb, UTO TEXHUYECKMe XapakTepucTuku oGopyaoBaHus,
ncnonb3yemoro Anga npouecca cTepunnsauum, COoTBeTCTBYIOT TpeGoBaHUAM.

5.3 ATtTectauusa akcnnyaTtupyemoro o6opyaoBaHusA

5.3.1 ATtTecTaumsa akcnnyaTupyemoro obopyaoBaHus AOMKHa NokasaTb, YTO NPOLEeCC CTepunsaLuu:
a) obriagaet cOOTBETCTBYIOLLEN NeTanbHoN akTUBHOCTLIO NPOTUB NPeACTaBUTENbHOM FPynbl MUKPOOP-
raHnamos (5.3.5, 5.3.6 1 A.5);

4
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b) xapaktepusyetcsa onpeaeneHHbLIMN TEXHOMOMMYECKUMI NapaMmeTpamu (TemnepaTypoi, KOHLeHTpa-
LiMen XMaKoro XMMUYeCcKoro CTepunnsytoLero cpeactea, pH 1 T.1.), KOTopble MOTYT KOHTPOIMPOBATbLCA B NPo-
Liecce cTepununsaumu.

5.3.2 Mpwu npoBeaeHUn aTTecTaLum akcniyaTpyemoro obopyaosaHvsa 4acTb Nnpodykuun, Hawbonee
TpyaHasa ana ctepunusaumn (4.5.2), gomkHa OblTb NpeaMeToM 0coboro BHUMaHMUS.

5.3.3 MpeactepnnusaunoHHOe YACo OOMKHO COOTBETCTBOBATL TpebosaHuam ISO 11737-1.

5.3.4 Mpexage 4YeM HayaTb aTTecTaluto aKkcnyaTupyemoro o6opyaosaHus, AomkHa 6bITb Banuamposa-
Ha CTaaus HerTpanuaaLum XMaKoro XMMUYeCcKoro CTepUIU3YoLWero cpeacTsa, KoTopas npeglwecTsyeT Ky b-
TUBUPOBAHWNIO BBDKMBLUMX MUKpPOOpraHWaMoB. MeTog Heltpanusauum He OOMKEeH BHOCWUTb OLWIMBKY B
pacmdpoBKy 1 00bsICHEHWE pe3ynbTaToB KYNbTUBMPOBAHUS.

5.3.5 B pamkax TexHonormmnpoecca AomkHO BbITb yKaszaHo coyeTaHue YCroBUi C HauMeHbLuen bakre-
PULMOHON aKTUBHOCTbIO, KOTOPOE [JOSPKHO WCMOMb30BaTbCA NPWM  atTecTauud  SKcnmyaTupyemoro
obopyaosaHus.

5.3.6 Mukpobuonoruyeckas atrectaumsa aKkcnnyaTupyemoro obopyaoBaHUst AoSPKHA BKIOYaTb TpU
aTana:

a) npoBedeHWe MCCNegoBaHWA € LEenbio onpedenieHns MUKPOOpraHUsMoB, obnagalomx BbICOKOM
PE3NCTEHTHOCTLIO K AaHHOMY npoLleccy cTepunusaumn (A.4.2.3);

b) onpegeneHune KMHETUKM UX MHAKTUBALMMN.

Ha aTom aTane cTpoaT norapudMmnYeckyo KpUBYHO BbDKMBaHWUA ANA MUKPOOPraHM3MoB, Hanbornee pesnc-
TEHTHBIX K AaHHOMY npoLieccy. KpuByto BbIXKMBAHUS CTPOSIT HE MEHee YeM No NATU TOUYKaM, OXBaTbiBaloLLUM, No
MeHbLLEeN Mepe, ThiCYeKpaTHOe CHUXEHWE Yacna MUKpoopraHuamos (A.4.2.4.1 1 A.4.2.5). Ecnu npoaykuusi He
Mo3BoNseT NPOBECTU TaKyto NpoLieaypy NOCTPOEHMUs NTorapugMmyeckoin KPUBON BbXKUBAHWS, AOIDKEH UCTIONb-
3oBatbes Metog MPN (Hanbonee BeposiTHoro uucna HBY — most probable number), ykasaHHbi B A.4.2.4.2.
OTy 3aMeHy cnegyeT 060CHOBaTb U IOKYMEHTUPOBATb.

MukpoopraHuambl Arns UCNbITaHWn Heo6XoAMMO HAaHOCUTL Ha MaTepuan HoCUTeNsl, KOTOPbI NpeacTaB-
naeT mMatepuan MeguLUHCKOro Usgenus;

C) OLEHKY MHaKTUBaLMN MUKPOOPraHN3MOB OTHOCUTENbHO NPeACcTEPUNM3aLMOHHOrO Ynucna no ux npo-
pacTaHuio Ha HocUTene U3 TKaHew.

B gononHeHve Kk M3onsiTam, BblAENEHHbIM 13 BUoHarpyskv, BUAbl UCNOMb3YEeMbIX MUKPOOPFraHU3MOB
AOIMKHBI BKIHOYATb MUKPOOPTraHU3Mbl C U3BECTHOM BLICOKON PE3UCTEHTHOCTBIO K JaHHOMY NpoLeccy cTepunu-
3auum u, B NtoboM cnyyae, ¢ pe3sucTEeHTHOCTbIO, 3KBUBANEHTHOWN pe3ucTeHTHOCTU cnop Bacillus subtilis (Tabnu-
ua A.2) B cootBeTcTBUMM € ISO 11138-1.

MpumeuyaHwn e — Npu NNaHNPOBaHUM TAKUX IKCMIEPUMEHTOB HEOBXOANMO YUNTLIBATL YPOBEHb OPraHNYECKON U
HEeOpraHN4YeCKoN KOHTaMUHALUW 11 BApUaLMIO MeXy NOBTOPHOCTSIMU B 3KCMEPUMEHTAX.

5.3.7 B npouecce cTepunmsaumm Bpems BblAep>KkuM AOMKHO BbiTb He MeHee D x [6 + 1g(100 + B)], rae
D — BenuuuHa Haubonee pe3nCTeHTHOro MUKPOOpraHnuama, onpegaeneHHas npu attectaunn akcnayaTupye-
moro obopyaoBaHus, a B — broHarpyska, onpegenexHas no ISO 11737-1.

MpwuMeyaHune— YBenuyeHHas AnuTenbHOCTL 0bpaboTkm obecneumBaet 3hHEKTUBHOCTL CTEPUNN3aUmnn, Ko-
TOpasi XxapakTepuayeTcs BEPOSTHOCTBIO BbDKMBLUMX MUKPOOPraHM3MOB (YPOBHEM CTepuribHOCTH) He Gonee 1075,

B cooTBETCTBUM C[1]3TOT ypOBEHbL 0BECMEYEHWS CTEPUIBHOCTU ABNSIETCA 06A3aTeNbHLIM ANA U34enui,
noaBepraembixX (PUHULLIHON CTEPUNU3ALNN 1 MAPKUPYEMbIX KaK cTepuUnbHble (Npunoxerne C).

5.3.8 Ecnunocne 3aBepLueHus npoLiecca cTepunnsaLmn MeauLmMHcKoe usaenue nogsepraeTcs acenTu-
YyecKoMy nepemMeLLeHnto, To HeobXoANMO yunTeIBaTb credytoLuee:

a) MpoLecchl, UCMOb3yeMble NPU CTePUNU3aLIMM KOMMOHEHTOR MPOU3BOACTBA (HanpuMep, KOHTEelHe-
POB, KOHCEPBUPYIOLLNX PACTBOPOB), AOIIKHBI BaNnaMpoBaThCs U NOABEPraTbCs TEKYLLEMY KOHTPOSIHO COrMacHo
COOTBETCTBYIOLLEMY MEXAYHapOAHOMY CTaHAapTy;

b) npoueaypbl nepemeLLeHNUS M3AENWIA NOCTE BbIAEPKKMN B XKUOKOM XUMUYECKOM CTepUnM3ytoLLeM cped-
CTBe AOMKHbl BbITb BanuaMposaHbl B cooTBeTcTBuM ¢ ISO 13408-1 (A.4.2.7).

5.4 Banupauua

5.4.1 lNpoTokon Banuaauun, cogepxalluin pesynbtaTbl BCeX AeNCTBUA, AomKeH BbITb mognvcaH nuua-
MW, OTBETCTBEHHBLIMU 3a MOATOTOBKY, PACCMOTPEHME 1 MPUHATUE NpoTokona. MNpoTokon BanMaauum AomKeH
xpaHuTbes no ISO 9001 nnn ISO 9002.

5.4.2 MpoTokon Banuaaunmn AOMKEH UMeTb CCbISIKY Ha TEXHOMOTMIO MpoLecca CTepUNU3aLmn XXMaKum
XUMUYECKNM CTEPUNNIYIOLLIMM cpeCcTBOM. B npoTokone AomkHO BbITh ykazaHo MeauLMHCckoe nsgenve, ans
KOTOPOro MpoBoAMnach Banuaauusi, a Takke crnegyowune aaHHble:

a) vyactoTa U MeToA(bl) onpeaeneHns GuoHarpyskm n obnactb NPUMeHeHUs pesynbLTaToB;
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b) xapakTepuCTUKM OKpyXatoLen cpefbl, B KOTOPOI GbINIo U3rOTOBMEHO XUAKOE XMMUYeckoe CTepunu-
3ylollee cpeacTBO U KOHTENHEepPHI, a Takke OCyLLeCTBNeHO acenTuyeckoe nepemelleHune (5.3.8);

C) KpuTepum obydeHusi U cepTudmKaumMm Ans gonycka nepcoHarna, OTBETCTBEHHOMO 3a acenTuyeckoe
nepemetleHue (5.3.8);

d) meToa NoATBEPXKAEHUSA OTCYTCTBUS XKM3HECTOCOBHBIX MUKPOOPraHU3MOB B XKUAKUX XUMUYECKUX CTe-
pyunusytowux cpeacraax (A.6);

€) COCTaB XMOKNX XMMUYECKUX CTEPUMNU3YIOLNX CPeACTB, BKIToYas XapakTepucTUKy UX KOMNOHEHTOB;

f) pH Xunakoro xmummyeckoro cTepunusyioLlero cpeacTea;

g) ocTaroyHasi akTMBHOCTb XKNAKOrO XUMWYECKOTO CTEPUNNSYIOLLIErO CPeACcTBa Nnocne 3apepLueHns npo-
Lecca cTepunusauni B BUae KOHLEeHTpauum uunmn 6aktepuumaHon akTMBHOCTH;

h) xapakTepucTuku cocyaa ansa obpaboTku, B KOTOPOM MPOAYKLMSA KOHTAKTUPYET CKUAKUM XUMUYECKUM
CTEPUNU3YIOLLUM CPEeACTBOM, BKITHOYasA KOHCTPYKLMOHHbLIE MaTepuarbl, pasMepbl 1 NoApo6bHOCTU NpUMeHsie-
Mol npeaBapuTenbHon o0bpaboTkuy;

i) KONMYEeCTBO NpoAYKLUUK, MoArexallee CTepunu3auun, Ha eauHuLy obbemMa XXUOKoro XUMUYeCcKoro
CTepuUnuayloLLero cpeacTea;

j) BpeMa BblIAEPXKKY;

K) TemnepaTtypa cTepunusauum;

1) nobble gpyrue KpUTUYECKUE NapameTpbl Npouecca, BbisiBMieHHbIe B xode pa3paboTku npouecca;

m) MeToa cTepunusauum moboro KoHcepBUpYyloWero pactTeopa, B KOTOPOM NpPOAYKT mnocTasnsieTcs
nocne crepunusauuu (5.3.8).

5.4.3 B Tex cnyvasx, koraa Bannaaumsa KOHKPETHOro U3fenus oLeHnBaeTcs Kak npurogHas ans apyrux
n3genuin, gokasatenbcTBa 3TON OLLEHKU AOMKHLI BbITb AOKYMEHTUPOBAHbI.

5.5 PeBanugauusa

5.5.1 [aHHble Banugauumnn niobon nocneayowen pesanuaaln 4OMKHbI MepecMaTpuBaTbCs He MeHee
opgHoro pasa B roa. [JomkHO ObITb Takke NoAroToBNEHO 060CHOBaHNe HeOOX0AMMOCTM peBanMaauuu.

Pesanupauna gormkHa npegnpyHUMaTtbcd, ecnv He GyayT nonyyeHbl JOCTaTOuHble AaHHble, CBU-
AeTerbCTBYIOLWMe O NMpUeMIIeMocTH npolecca ctepunuaauun. Npoueaypsl Mo nepecMoTpy AaHHLIX Banuaa-
LK 1 peBanugaunm goKHb 6biTb JOKYMEHTUPOBAaHLI, @ NPOTOKOMbLI peBanuaaLvn OMKHbI XpaHUTLCS.

5.5.2 TMpoTokon pesannaaunn AorkeH bbiTb NoANUCcaH NMuaMn, HasHa4YeHHbIMU TEMW XKe OpraHn3auns-
MW, KOTOpble FOTOBUIN, paccmMaTpuBaii U NPUHUMAanM nepBoHavanbHell NPoTokon Banuaauum (5.4.1).

6 KoHTponb npouecca

6.1 BuoHarpyskycnegyetoueHuatb no ISO 11737-14epes onpeaeneHHsle MHTepBarbl BpeMeHn. Ecnu
npu NPoBeAEHUN TeKyLLEen OLEeHKM NPeacTepUnM3aLMoHHOTo Yucna BelaeneH MMKpoopraHuam, KOTopbid He
6bIN N3y4veH Npu NepBOHaYaribHOM aTTeCTaLMKN SKCMyaTupyemMoro o6opyaoBaHus, TO At HEro AOMKHbI GbITb
BbINOMHeHbl TpeboBaHus 5.3.5.

6.2 YTo6bl yGeanTbes B BLINMOMHEHWN TEXHOMOrMYecknx TpeboBaHuii npoLecca CTepunmsaLm, Ans Kax-
OOW NapTuUmn CTEepUIM3yemMon NpoayKUmMm HeobxoaMmMo 3anucbiBaTh U XPaHUTL criedylolme CBeAEHUA:

a) nepemeHHble BENNYNHBI, KOHTPONMPYEMbIE B XOAe CTEPUNU3aLMM KOHEYHbIX KOHTEMHEPOB, eCNn 3TO
nMeeT MecTo;

b) nepemMeHHble BenUYMHbLI, KOHTPOMMPYEMbIE B XOA4e CTePUNA3aLMn KOHCEePBUPYIOLLEro pacTBopa,
€Cnn 3T0 UMeeT MecTo;

C) UCXOQHYH KOHUEHTpaumio 1 pH Xnakoro XMMm4eckoro CTepUnMayoLLIero cpeacTBa;

d) napameTpbl, KOHTpoONMpyeMble B Xode MPUroTOBMEHUA XUAKOrO XUMWUYECKOTO CTEePUnUsyloLlero
cpeacTea;

e) pesynbTaTbl NPOBEPKMN LEenoCTHOCTN BCeX PUNbTPOB, UCMOMb3yeMblX 45151 CTepurMsaLMm pacTBOpoB,
€Crnn OHU NPUMEHSITCS;

f) Bpems BbIgEPKKY;

g) TemnepaTypy BblAEpPXKKU;

h) pesynbTaTbl KOHTPOMSA OKPYXXaIOLLEN cpefibl BO BpeMsl acenTUYecKoro nepemeLleHnsi, ecriv oHo
npUMeHsieTcs;

i) hamunum nuu, KotTopsble:

1) roToOBAT KOHCEPBUPYIOLLNE PACTBOPLI U PACTBOPBI XKUAKOTO XUMNYECKOTO CTEPUNU3YIOLWEro CpeacTBa;

2) KOHTPONUPYIOT MpoLecc cTepunmsauum;

3) ocCyLLecTBIAT acenTuyeckoe nepemMeLleHne, ecrm oHo NPUMEHSIeTCS;
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j) konuuecTtBo 06paboTaHHOW NPOAYKLMKN B 3K3emnnsapax (Mnu Apyrnx eanHuLax).

6.3 [ns kaxgow napTum MeguUUHCKUX U3OENUA, MOABEPTHYTHIX KUAKOCTHOW XUMUYECKON CTepunuaa-
umK, Heo6Xxo0aMMO UccreoBaTh Ha NMPUCYTCTBUE XKU3HECTOCOBHBIX MUKPOOPraHU3MOB crieflyioLlne 06 beKTbl:

a) XMMU4Yeckue CTepunusylolimMe pacTBopbl;

b) koHcepBupyloLmne pacTBOpPLI, €CIIA OHU NPUMEHSIIOTCS;

C) Mo KkpanHew mepe, OAHO U3 NEPEUYNCTIEHHOTO HUXKE:

1) KOHEeuHbI NPOAYKT;

2) 3abpakoBaHHYI0 NPOAYKLMIO, MPOLLEALLYO NOMHbIA LMK NPOM3BOACTBA;

3) BbigeneHHble obpasLbl XKMBOTHOWM TkaHWU (paccMaTpuBaeMble kak npeAcTasuTeslbHas YacTb Mean-
LMHCKOro U3genus), KoTopble NPoLUv NOSHbIA LMK npouecca Npou3BoACTBa.

6.4 [na kaxgon napTum MeauUMHCKUX N3AeNnin YacTb pacTBOPa XXUAKOro CTepunusytowero cpeactesa
UNun pacTBOPa XKMOKOro CTEPUNN3YIOLLEro cpecTBa, OCTaBLLEroca ANs cneaylowero npouecca ctepunusauuu,
JOIKHa noABepraTbcsl NpoBepke Ha bakTe puLMOHY0 akTUBHOCTb B YCMOBUSIX CTepUnusauum napTum MmeguunH-
CKUX M3OENUA C UCTMONb30BaHUEM HOCUTENSI U3 XXUBOTHOW TKaHW, MHOKYNMMPOBAHHOIO MWKPOOpraHusMamu
cornacHo ISO 11138-1. HocuTenb gonkeH cogepxaThb He MeHee 10% MUKpoOpraHU3MOB ¢ U3BECTHOI BLICOKOIA
PEe3UCTEHTHOCTLIO K JaHHOMY NpoLieccy CTepunMsaLun, ycTaHOBMNEHHOW BO BpeMs NpoBeAeHUs aTTecTauuu
akcnnyatupyemoro obopyaosaHus (5.3).

M pwumeyaHn e — Npu npoBeaeHUM UcnbiTaHUA HEOGXOANMO NPUHATHL MEPbI NPEQOCTOPOXHOCTU, HTOOLI MUHK-
MU3VMPOBaTb PUCK KOHTaMMHALMK NPOM3BOACTBEHHOIO 060pYAOBAHUSA.

6.5 Ecnu ocHOBHas 4acTb Npouecca XXUOKOCTHOW XUMNYECKOW CTepunM3aunm He NO3BonseT BBOANTb
TEeCT-MUKPOOPraHU3Mbl B COCYA AN CTepUnu3anmn unn B NPOUM3BOACTBEHHYIO cpedy, a Takke:

a) B3auUMOCBSA3b MeXAY NOSTHLIM XMMUYECKUM COCTaBOM XWUAKOro CTEPUITN3YIOLLIErO CPeACTBa U ero 6ak-
TePULNAHON aKTUBHOCTbLIO YCTAHOBIEHA;

b) npouecc cTepunusauun gnuTenbHO NPUMEHANCA, NO kpaHen Mepe, Ans 30 napTuii MegULIMHCKMX
U3gernuvin, 1 Npyv 3ToM He OTMEeYEHO HU OIHOTo OTKasa cornacHo 6.4, To npoBeAeHUe UCMbITaHUKU cornacHo 6.4
MOXeT OblTb NPUOCTAHOBIEHO, U A0MHKEH ObITb NpoBeAeH NOMHbLIN XUMUYECKUA aHaNN3 XXUAKOro XMMUYECKOro
CTEPUNN3YIOLLErO CPeACTBa, OCTABLLEroCcs Mocne OKoHYaHWUsA npolecca cTepunusaninm, cnocobHbI noaTeep-
ONTb COOTBETCTBUE 3afilaHHbIM NpeAenbHbIM 3Ha4YeHUSAM XxapaKkTepucTuk npoiecca (octaTtouHon bakrepuuma-
HOW aKTUBHOCTM CpeacTBa).

MpumMmeyaHune— O6bem 30 napTui, ynomsiHyThI B nepeuncrieHnm b), ocHoBaH Ha npeanonoxeHnn o 6GUHOMK-
anbHOM pacnpegeneHnn 6pakoBaHHbIX M3genuii npu yposHe 3Haummoctm 0,95 (oo = 0,05) n QOBEpUTENBHOM MHTEpBa-
ne 0,9.

6.6 PesynbTaThbl, NONy4YeHHbIe B COOTBETCTBUM € 6.2, 6.3, a Takke 6.4 unu 6.5, 4omkHbI 6bITb BHECEHDI B
YacTb 3aKMHYEHWs, paspeLlatoLLero Bblnyck NpoayKLMN Kak CTEPUIIBHONM, Y AOIMKHBI XPaHUTBLCS Kak YacTb Npo-
TOKOMOB CTepUnusaLmm.

6.7 Bce npoTokonbl 4omMKHbI XpaHUTbCs B cooTBeTcTBUM ¢ ISO 9001 unn ISO 9002.

7 Bbinyck npoAykuum nocrie cTepunusauum

7.1 KpnTepuu, no KoTopbiM AaHHbBIN NPOLEecc CTepunnaaLnum Npra3HaeTcs COOTBETCTBYOLWNM NpeabsB-
nsaeMblM K Hemy TpeboBaHWsAM, OOMMKHbI ObITb JOKYMEHTUPOBAHEI 1 BKTHOYATb:

a) COOTBETCTBME TEXHOMOMMYECKUM XapakTepucTukam npouecca;

b) oTcyTtcTBME pocTanocne MHKyGaLmMmn Npu NpoBeaeHNM MUKPOBUONOrMYecKoro UcnbiTanus (6.316 4)

7.2 Tpouecc cTepunnaaum 4omKeH paccmMaTpuBaThCs Kak HeyA0BNeTBOPUTENbHbBIN, U NPOAYKUNA A0I-
XHa ytununaumposatbes cornacHo 1ISO 9001 nnu ISO 9002 B cneayolwmx criyyasnx:

a) napameTp npouecca He yknaabliBaeTcs B JOKYMEHTUPOBaHHbIe JOMYCKN;

b) noboe mukpobuonorndeckoe ucnbiTaHne (6.3 1 6.4) nokasblBaeT POCT MUKPOOPraHU3MOB nocne
nHKybaLum



rocCT ISO 14160—2011

MpunoxeHue A
(cnpaBo4Hoe)

PykoBoacTBO
Nno oLeHKe COOTBETCTBUA HacTosALeMYy CTaHAApTY

A1 BBeaeHwe

HacTosiwee pykoBOACTBO HE SIBNSIETCA KOHTPOIbHBIM NOCOGKMEM MO OLEHKE COOTBETCTBUSA HACTOSILLEMY CTaHAAPTY.

OHO COAEPKUT NOSICHEHNS U METOAbI, MPUTOAHbLIE ANS AOCTUXEHWUS COOTBETCTBUS YCTAHOBNEHHbLIM TpeboBaHmsAM,
nomoraeT obecneunTe eAUHbIV NOAX04 K MOHUMAaHWIO M NPUMEHEHWIO0 CTaHgapTa, NPW 3TOM MOMYT UCMOMNb30BaTLCA TAKKE U
Apyrue mMeTtoabl, eCrv OHU sSIBNs0TCA 3EKTUBHBIMU B AOCTUXEHNM COOTBETCTBMA TpeGoBaHMsAM cTaHaapTa.

PykoBOACTBO He siBnsieTcs ncyepnsiBaowmm. B pykosogcTee npvBedeHsl NpUMepsl BbINONHEHWS COOTBETCTBYI0-
Wwmx TpeboBaHnii. B paBHOI CTENEHN BO3MOXHO NCMONb30BaHNe ApYrmx METOAOB, JaloWMX TaKkue xe pe3ynbTaTtbl. B Hem
copepxaTcs TaKkKke pekoMeHaaLmm no BeinonHeHuo TpeboBaHnii cTaHgapTa v obpallaeTcs BHUMaHue Ha TpeboBaHus, He
oveBMaHble ANA Nioaen, geTanbHO He 3HAaKOMbIX C MpoueccaMmy cTepunmusaumm MeanumMHCKUX U3aenui.

CchINKM Ha NYHKTbI HACTOSILLEro cTaHaapTa NpyBeAeHbl B KBagpaTHbIX CKODKax.

A.2 Mepconan [4.2]

YpoBeHb KBanugukawmm, NogroTOBKK U ONbiTa NepcoHana pasnuyHbIX cneumansHoCTel 3aBUCKT OT BbINOMHSIEMON
paboTbl. O6ee pyKOBOACTBO MO NOATOTOBKE NepcoHana, sBMsALLEncs YacTbio cucTeMbl 06ecneqeHns kauecTea, NpyBee-
neHo B 1ISO 9004,

Oco6ble TpeGoBaHUA NPEAbABISATCA K KBanuukaumm U NoaroToBKe nepcoHana, oTBe4aloLwero 3a:

- MMKpPOOMONOrM4eCKnin KOHTPOnb;

- BeTepuHapHyl Mukpobuonoruio;

- XMMUWYECKMI aHanu3 n NpUroToBMNEHNe COCTaBOB;

- MOHTax o6opyaoBaHus;

- obcnyxveaHue o6opygoBaHus;

- MeXaHu4ecCKne ucnbiTaHns Npu atrectaunm KkcnnyaTnpyemoro O60py,E|OBaHVIF|;

- 9KCMnyaTaumio cTepunmaaTopa;

- kanumbpoBky;

- paspaboTky npouecca;

- TeXHWYecKue xapakTepucTukm o6opyaoBaHus;

- acenTuyeckylo o6paboTky.

A.3 PaspaboTtka npouecca n COBMeCTMMOCTbL npoayKumnm [4.5]

A.3.1 PaspaGoTka npouecca cTepunu3aumm s KOHKPETHOro MeOUUMHCKOrO naaenusi Tpebyet cozgaHuns Takoro
npouecca, KoTopbIi ABNAETCA 0QHOBPEMEHHO 3 HEKTUBHBIM M COBMECTUMbIM C MEAULIMHCKUM n3genuem. Cnegoeartens-
HO, UCCrneaoBaHUsi COBMECTUMOCTY NPOAYKTa BMECTE C 3KCMEPUMEHTAanbHbIM onpeaerneHnem u/mnv ontTuMmaaumen npo-
uecca ctepunusauum MoryT 6biTb NPEANPUHATEI HA CTagum pa3paboTky NpoayKLUUN.

TpeGoBaHusl kK cuCTeMe KauecTBa, KOTOPbIE PacnpoCTPaHSIIOTCA U Ha pa3paboTky MeauLUUHCKUMX U3Zenuin, — no
1ISO 9001 n ISO 13485.

A.3.2 B npouecce XnaKkoCTHOW XMMUYECKOW CTEPUNU3aLIMM NPOAYKLMS MOXET NOABEPraTbCs Pe3KMM BO30EeNCTBU-
AIM OKpYXatloLwwel cpeabl, a Takke BCTYNAThb B PeakLMio C UCTONb3YeMbIMU XXUOKAMU CTEPUINU3YIOLLUMU CPeACTBaMMU, NOSTO-
My Heobxoanmo obecneumntb, YTOOLI hyHKUMOHANBHOE Ha3HaveHue u H6e3onacHoCTb NMPoAyKUMWM He noctpaganu ot
BO34EeNCTBUA Npeanonaraemeix yCrnosumn ctepunuaaumm.

A.3.3 MNpwu BLIGOpE Npouecca cTepunusaunmn Ans MeaULIMHCKUX U30ernuin Heo6XxoaNMOo yunTeiBaTb hakTophbl, BMNus-
owue Ha achekTMBHOCTL Npouecca (NpuMmevanHne B pasgene 1):

a) AOCTYNHOCTb CTEPUNU3AUNOHHOIO 060pyaOBaHUS;

b) AnanasoH ycnoBuii, BOCTUXUMBIX NPW NPUMEHEHMU JOCTYNHOIO CTEPUININ3aLMOHHOro o60pya0BaHus;

C) NpouecChl CTEPUNU3ALUK, YXKE UCNIONb3yeMble ANS APYron NPOAYKLWK;

d) TpeboBaHMs K OCTATOMHOWN KOHUEHTPAUMN XMMUYECKUX BELLECTB M/MNK NPOAYKTOB X Peakuum;

€) pes3ynbTaTtbl 9KCNepUMEHTOB No paspaboTke npouecca;

f) BO3MOXHOCTb TOFO, YTO UCMONB3OBAHWUE XUAKMX XMMUYECKUX CTEPUIUSYIOLLMX CPEACTB NPUBEAET K pa3MHOXe-
HUI0 (Nponudpepaummn) pe3ncTeHTHBIX MUKPOOPTraHU3MOB.

A.3.4 Cxema paspaboTku npouecca cTepunmsaummu BkiodaeT B cebs cneayiolme aneMeHTb:

a) onpegeneHne KpMTUYECKUX NapameTpoB npouecca u NpegenoB X U3MeHeHWH;

b) oueHky GuoHAIPy3kM NPOAYKTa, HA OCHOBE KOTOPOMW AOMKHA ONpeaensiTbCs pacyeTHas Mukpobuonornyeckas
KOHTaMuHauus 4nsi pa3paboTku npouecca cTepunusauvm;

8
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C) noATBepXAeHUe NPUrogHOCTW MHOKYNMPOBAHHOIO HOCKTENS!, NpeaHasHavyeHHoro A NpoBeAeHns atTectaumm
SKCMNyaTMpyemMoro o6opyaoBaHus N TEKYLLLETO KOHTPONS.

B peaynbraTe MeponpusiTuii no paspaboTke npoLecca CTepunmaaumm JOoIKHbl ObITb onpeaeneHbl ero XapakTepue-
TUKW. MPUrogHOCTE TAKOro CTEPUNU3ALIMOHHOIO NPOLEcca AoMkHa OblTb NMOKa3aHa Npu NPpoBeAeHNN aTTecTauum SKkennya-
Tpyemoro obopyaosanus (5.3).

A.4 Banwupaums [5]

A.4.1 OueHka OmoHarpysku npmn Banmgaumm npouecca [5.3.3]

HacToswee pykoBOACTBO AONOMHAET PyKOBOACTBO, NpvBegeHHoe B ISO 11737-1, NockonbKy CyWwecTBYOT 0cobble
TPYAHOCTW B OCYLLECTBIIEHUN OLEHKN BUOHArpy3Kn >KMBOTHbIX TKAHEW.

OueHka BuoHarpysky ycTaHaBnvBaeT:

- NPVPOAY KOHTaMUHUPYIOLWMX MUKPOOPraHM3MOB, NPUCYTCTBYIOLMX Ha NPOAYKLUUY;

- KONU4YeCTBO MMKPOOPraHU3MOB, MPUCYTCTBYIOLWMX Ha NPOAYKLMWMK;

- npegensl koneGaHwii 1, criegoBaTeNnbHO, NPeACcKasyeMOoCTV KOHTAMUHALMY CPaBHEHWEM 3HAYEHUIA, MOITY4YEHHbIX
Npv KOHTPOMe NocneaoBaTenbHbIX NapTUI NPOAYKLUN.

OueHke GuoHarpysku nognexar:

- UCXOAHbIE MaTepurarbl XMBOTHOIO NPOUCXOXAEHWS;

- MaTepwuarbl NOcre KaXxagol OTBETCTBEHHONW cTaaun o6paboTku;

- NpoayKuMs HEMOCPeACTBEHHO Nepe cTepunusauuer (NpeacTepmnua3aunoHHOe YUCTIO).

Tio6on meToz oueHKU BUOHArpy3KkyM MOXET TOJTbKO NOKa3biBaTh NPUCYTCTBUE OFPaHUYEHHOIO YMCIa MUKPOOPTaHn3-
MOB U X LUTaMMOB. [103TOMY 3Ha4YeHWsi BUOHArpy3KkM JOIKHbI KOPPEKTMPOBATHLCS C YHETOM NOrpeLHOCT 9(PEKTUBHOCTH
M3BIeYeHUsi MUKPOOPraHW3mMOB M3 NPOAYKLMMW U AeWCTBEHHOCTMW UCMONb3yeMblX YCIOBUI KybTMBUPOBaHWSA Npy onpege-
NEHUN ITUX MUKPOOPraHn3mMoB. SPHEKTUBHOCTE U3BIEYEeHUs MOXeT konebaTtbes, a Takke OblTb KpanHe HU3KOW Ans
XKMBOTHbIX TKaHel. YUTo6bl KoMNeHCMpoBaTh TaKyto HEONPeAeNeHHOCTb, B ypaBHEHME Aflsi pacyeTa BPpEMEHU BbIAEPKKU B
5.3.7 BBoguTCS KO3hhMUmeHT GesonacHocT, paBHbiin 100.

Ons obecneveHnsi HAQEXHOIO onpeaeneHns KONMMYecTBa BbIPOCLUUX KOMOHUI Heobxogumo obpaTtuTe BHUMaHWe
Ha BbIOOp COOTBETCTBYIOLMX NUTATENbHbBIX CPeA U YCNOBUIN KyNbTUBUPOBaHWS, @ Takke y4ecTb TpeboBaHus K Bblgene-
HUIO MUKPOOPraHW3mMoB, KOTOpble MOTyT BbITh CBSAA3aHbI C Mateprarnamu XMBOTHOIO NPOUCXOXAEHUS. B HeKoTopbIX criyya-
SIX MOXHO MCMNOMNb30BaTh cpebl, NpuBeAeHHble B Tabnmue A.1.

Tabnnuya A.1—TlepeyeHb cBeAeHW O MUTaTeNbHbIX CpeAax, YCNOBMSIX WHKYGauum U BblpaliBaeMbiX B HUX
TECT-MUKPOOPraHnamax

Bo3moxHble ycnosus TecT-MUKPOOPraHM3mb 7St AeMOHCTPaLUK

MuratensHas cpepa™ 3) .
UHKyGaLuu POCTOBBIX CBOWCTB MUTATEMNBHBIX CPeq

1 TpunToHo-coeBbI 6yNbOH M TPUNTOHO-CO- | A3pobHble (30 °C —35 °C) | Bacillus subtilis
eBbiN arap Klebsiella pneumoniae
Pseudomonas aeruginosa/diminuta
Staphylococcus epidermidis

2 MutateneHbin 6ynboH u nutatensHemt | A3pobHele (30 °C—35 °C) Bagcillus subtilis
arap Klebsiella pneumoniae
Pseudomonas aeruginosa/diminuta
AspobHbie (20 °C — 25 °C) | Saccharomyces cerevisiae

3 Cpepa [loseHcranna — [keHceHa (fle-| Aspobuble (30 °C — 35 °C) | Trichophyton rubrum

BeHwTenHa — NeHceHa) Mycobacterium phlei
(3 Hedenu)
4 KpoesiHon arap AspobHblie (30 °C — 35 °C) | Bacillus subtilis
Klebsiella pneumoniae

Pseudomonas aeruginosa/diminuta
Staphylococcus epidermidis
Enterococcus faecalis

Clostridium sporogenes

5 KaptothenbHO-aeKCTPO3HbIN arap A3pobHble (20 °C —25 °C) Saccharomyces cerevisiae
Trichophyton rubrum

6 Cpepa PobepTcoHa ns oTBapHOro msaca® AspobHbie (30 °C — 35 °C) | Clostridium sporogenes

1) Cpepapl He BOMXHBI COAEPXATb LBETOBBIX MHAUKATOPHBIX KpacuTenel (KoTopble 4acTo ABNSAIOTCA MHIMBMTOpa-
MU MUKPOGHOTO pocTa), 3a NcKueHnem ocobeix criywaes, Hanpumep, cpeabl llosencranna — [hxeHcena JI-Ix. — (Jle-
BeHwTenHa — Mencena). Onpegenenne pocTa B XUAKUX cpeaax QONMKHO NPpOBOAUTLCA BUM3yanbHo, nMbo no ctaHaapTy
MYTHOCTH, NM6O NO NNOTHOCTKU, NMBO NYTEM MUKPOCKONMPOBaHWA U B HEOBXOAMMBIX Cy4anx NOATBEPXAATLCH Nepece-
BOM Ha COOTBETCTBYIOLLME TBEepAble NUTaTenbHble cpeabl.
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OkonyaHue mabnuyst A.1

2) MoryT 6bITb 3aMeHeHbl anbTepHATUBHLIMU CPeiaMi CO CHUXKEHHBIMM CBOMCTBaMM, 06eCcneYnBalolLyMmu pocT
aHa3pobHLIX GakTepuii.

3) Bpems vHKyBauum BO BCeX cpefax AOMKHO COCTABMSTb He MeHee [BYX Helellb, 3a WCKITIOHEHWeM cpefpbl
T — X, roe Bpemsi nHKybaLum gorkHo ObiTb HE MEHee Tpex Hedernb. TemnepaTtypa AOMKHa KOHTPONMPOBaTLCH U Noj-
OepPXUBaTbCH B JOMYCTUMbIX Npeaenax. [NoBpexaeHHble MUKPOOpraHuaMbl MOryT noTpeboBaTth bornee anutenbHoOro Bpe-
MeHW MHKybaumu.

4) Kaxpas napTus nUTaTernsHoNM cpeabl AOIPKHA NMOABEPraThbCs UCMbITAHWIO AN AOKA3aTeNnbCTBA TOrO, HYTO OHa
cnocobHa o6ecneunTb BoccTaHoBreHne 10—100 MMKpOOPraHMamoB B MHOKYIsiTe. [lapTuel cuMtaeTcs Konm4ecTeo npe-
napara, NpUroToBIEHHOE 13 OAQHON NapTUKM Cbipbsi, MOABEPIHYTOrO aBTOKNABMPOBaHWIC 3a 0avH Npuem. Ucneitanus gon-
XHbl MPOBOAUTLCS C ONpedeneHHbIMY WTaMmMaMy MUKPOOPraHM3MOB U3 MPU3HAHHOW KONNEKUMM KynbTyp.

Ecniv ncnone3ayeTtcs MHOKYNAT, cogepxawmii 10 MMKkpoopraHMaMoB, TO pegko yaaetcs Boigenutb 10 konoHneo6b-
pasytowmx eamhny (KOE) Ha TBepaol nuTaTenbHON cpede, Tak Kak:

a) CywwecTByeT pasHuua Mexgy obwmm Konn4ecTBOM MUKPOOPTaHU3MOB U YUCIIOM XN3HECTTOCOBHBIX MUKPOOpra-
HU3MOE, U

b) 4uncrno MMKpOOPraHM3MoB B MHOKYNSITE MOXET OTNMYaThCs OT cpeaHero 3Hadvenust 10 eaunny. Beigenenne oa-
Hol unu Gonee KOE 13 uHokynsAta (Mnv BUAWMbIA POCT B XUAKOW MUTaTenbHON Cpeae) MOXET paccMaTpuBaTtbCa Kak
yAOBNETBOPUTENBHOE CBUAETENBCTBO CNOCOBHOCTM NMTaTenbHON cpedbl NoAAEPKMBaTL POCT TECT-MUKPOOPraHU3MOB.
Mpw NCnbITAHWAX XUAKUX MUTaTENbHBIX Cpes, ecrn HeoGXxoarMo NpegoTBPaTUTL 3heKT MHIMGMPOBaHUS, Bbi3bIBaEMbIN
pa3baeuTenem, cnegyeT Ucnonb3oBatb HeGonbwKne o6bembl NMTaTenbHbIX cped (10 CM3).

MpumedaHune—lNomumo ykazaHHbIX B Tabnnue A.1, moryT ucnons3oBatbes cpega Cabypo, Tmornmkonesas
CMeChb 1 gpyrve cpefbl B COOTBETCTBUM C AEeNCTBYIOWEN HOPMATUBHO-TEXHUYECKOW JOKYMEHTaLMNEN.

A.4.2 ATTecTaumsa B aKcnnyaTauum

A.4.2.1 O6wue nonoxeHust

Mpu BbIGOPE BUAOB MUKPOOPraHM3MOB, UCMONb3yEMbIX NPU Banugaumu npouecca crepunusaumum marepuana
KMBOTHOTO NMPOUCXOXAEHUS XUAKMMU XUMUHECKUMN CTPENU3YIOWUMN CPEACTBaMK, CneayeT paccMaTpuBaTh:

- BUAblI MMKPOOPraHM3MoB, KOTOPbIe MOFYT NPUCYTCTBOBATL B UCTOYHUKE TKAHEMN XUBOTHbIX;

- BUAblI MUKPOOPraHM3MoB, BelAeNeHHbIe BO BPEMS OLEHKN BUoHarpysku npoaykumum;

- BUbl MUKPOOPTraHN3MOB, BbiAENEHHbIE U3 OKPYXAloLLEn cpeibl, B KOTOPOM NPon3BoanTCs cOop TKAHEN XXMBOTHBIX,
¥ NPOM3BOACTBEHHOW Cpebl, B KOTOPOW NPOM3BOAUTCH KOHEYHOE MEQULIMHCKOE U3genve;

- BUAbLI MUKPOOPraHW3MOB, KOTOPbIE UMEIOT AOKa3aHHYI0 BbICOKYIO PE3UCTEHTHOCTb K BO3AEWCTBUIO XXUAKUX XUMN-
YECKUX CTepUNn3ylLwmnx cpeacTs, UM KOTOPblE MOIyT UMETb NOBbLIWEHHYI0 PE3UCTEHTHOCTD,

- BapuvauMoOHHbIM pa3max BU4OB MUKPOOPraHU3MOB.

Mpumepbl MUKPOOPraHU3MOB, KOTOpbIE MOTYT ObiTb MCNONB30BaHbI, NpUBeAeHbl B Tabnvue A.2. MNMepeuncneHHbie
MUKPOOPraHM3mbl paHee NoKa3arnu 3HaUMTENbHYIO PE3UCTEHTHOCTL K BO3AENCTBUIO XUAKUX XMMUYECKUX CTEPUNUIYIOLLINX
CpeAcCTB Ha XMBOTHbIE TKaHW. Tabnvua MoXxeT paccMaTpUBaTLCH TOMNBbKO KaK CNIPaBOYHbIA MaTepurari, a He Kak ucHepnbiBa-
IOWMIA NepeYeHb MUKPOOPraHN3MOB, KOTOPbLIE NoArnexaTt OUueHKe.

Tab6nuuya A.2— Npumepbl MUKPOOPraHM3MOB, KOTOPbIE UCMOSMBb30BANNCh AMsi OLEHKN aKTUBHOCTU HEKOTOPbIX XXUf-
KMX XMMUYECKUX CTEPUIN3YIOLMX CPEACTB

Homep B Konnekuumn KynbTyp
Bua mukpoopraHusmos
ATTCY NCTC? NCIMB?)
Cnopbl
Clostridium sporogenes 3584 — 10696
Basillus subtilis 6051 3610 3610
9372
Basillus pumilus 27142 10327 10692
Chaetomium globosum 6205 — —
Microascus cinereus 16594 — —
BereraTuBHbIe KneTkn
Mycobacterium chelonae 35752 946 1474
Methylobacterium extorquens 43645 — 9399

10



rocCT ISO 14160—2011

Okonyarue mabnuupi A.2

Homep B Konnekumn KynbTyp

Bua mukpoopraHusmos
ATTCY NCTC? NCIMB®

Trichosporium beigelii 22310 — —

1) Amepukanckast Konnekums TUMoBbIX KyIbTyp.
2) HaumonanbHas Konnekums TUMOBbIX KynbTYp.
3) HaumonanbHas Konnekums npoMbILLeHHbIX U MOPCKUX GakTepuit.

MpwumeyaHue— MoryT GbiTb MCNOSIb3OBaHbI MOXOXME UMM PABHOLEHHBIE KYNbTYPbl, XpaHsilumecs B Konnek-
umMsIX KynbTyp, 3apermcTpmpoBaHHbix Byaanewtckum CornaweHuem.

Tpun cTagum MMKpoOBMONOMMYECKON aTTecTaluum IKCNyaTMpyemMoro 060pyaoBaHNUA — CKPUHWHI, NOCTPOEHNE KpW-
BblX BbPKMBAHUS U OLIEHKA MHAKTUBALUMKN HA HOCUTENSIX U3 TKAHEW XXMBOTHLIX — paccMoTpeHbl B A.4.2.3—A 4.2.5 cooTBeT-
CTBEHHO.

A.4.2.2 Hentpanusaums [5.3.4]

Mepen Hauyanom MMKPOBUONOrMYECKON aTTecTaumm aKcnyaTupyemoro obopyaoBanust Heo6xogumo obecnevnTs,
4TOObI HA pe3ynbTaThl aTTecTauun He NOBNUsiNK bakTepuumaHbie N 6akTepuocTatuueckne 3hheEKTb OT CNEAOB XUAKUX
XUMUYECKMX CTEPUNUIYIOLLUUX CPEACTB, BHOCUMLIX B CUCTEMY BbipalLMBaHWUsl MUKPOOPraHM3MoB. BnusHwe Gakrepnuna-
HbIX U 6akTepuocTaTMYEeCKX BEWECTB MOXET BblTb yMEHbLLEHO pa3baBrneHuem, UCKMIoUeHO C NOMOLLbIO hunbTpaumum unm
KOMMNEHCUPOBAHO Peakumen C HENTPanu3ylowWwmM areHToM.

Bbibop cuctembl HerMTpanusaumu 6yaeT 3aBUCETb OT COCTaBa XXUAKOTO XMMUUECKOrO CTEPUNUNYIOWENO CPEACTBa, a
3¢hhekTMBHOCTL BbIGpaAHHONM cucTeMbl A0MKHA BbiTh NoKa3aHa Ao Hayana atrecrauum.

A.4.2.3 CKpvHMHI (CopTupoBaHne) Mukpobuonornieckux usonstos [5.3.6 a)]

A.4.2.3.1 O6wwme nonoxeHus

MpakTyka nokasana, Yto HelenecoobpasHo U3yyaTb MHAKTUBALMIO BCEX U3OMNSTOB, MONYYEHHbIX U3 NPOAYKLMK, MO~
TOMYy CcredyeT UCMONb30BaTb CKPMHUHIOBLIN TecT. [MoaBepras 06pasubl XUBOTHbIX TKAHEW MEHEE KECTKUM YCITOBUSIM BO3-
OeNCTBUS, YeM Te, KOTOPbIE UCMONb3YIOTCA B NPOLIECCE CTEPUNU3aLMK, MOXHO BLICTPO oTAenuTL 6onee pe3ancTeHTHbIe
M30NSATHI M MPU M3YYEHUM MHAKTUBaLMM UCTONb30BaTh TONbKO UX. JTioGol n3onsaT, okasbiBatowmncst 6onee pe3ancTeHTHbIM,
YeM CTaHAapTHbIe KynbTypbl, BolbpaHHble Ans Banuaauun (Tabnuua A.2), gomkeH 6biTb NONHOCTBIO OXapaKTePU30BaH.

MockonbKy NPUMEHeHVe XMOKMX XMMUYECKMX CPEACTB B NpoLeccax CTepunusaumm CBA3aHo ¢ MHAMBMAYanbHbIMK
O0COBEHHOCTAMW CUCTEMbI, HEOGXOAUMO NMPOSIBNATL NOCTOSHHOE BHUMAHWE K ONPEeAeneHnio, CKPUHWUHTY U UCNbITaHNIO
0BHapyXMBaeMbIX MUKPOOPraHN3MOB, KOTOPbIE MOTYT 06naaaTh 3HAYUTENBHON PE3UCTEHTHOCTBIO KNPOLECCY CTepUnn3a-
umm. CyLlecTByeT pUCK TOrO, YTO BO BPEMSI NPOU3BOACTBA MOTYT GbITb BHECEHbI HOBbIE MU U3MEHEHHbIE MUKPOOPTraHU3MbI,
obnagatowwe 6onee BbICOKOW Pe3VCTEHTHOCTBIO K NPOUECCy CTEPUNN3aumnm, Hem CX0AHbIE MUKPOOPTaHU3MBbl, UCNOSb3Y-
emble Npu nenbiTaHusix u Banugauun. NMoatomy Heo6xo0aNMO YCTaHOBUTL NpoueaypY CKPUHWUHIA U OLEHUTL PE3UCTEHT-
HOCTb MMWKPOOPraHu3amoB, OOHapyXeHHbIX Mpu NPOM3BOACTBE W B OKpyXaiwwew cpege (npoueaypy CKpUHMHra
MUKPOBUONOrMYecKnX N30NATOB CM. Takke B A.5).

B npouecce Mrkpobuonorniyeckoro CKpUHUHIa obHapyXeHue u OLeHKa HOBbIX UM U3MEHEHHbIX MUKPOOPraHU3MoB
OOMXKHbI OCYLLECTBIATLCH CBOEBPEMEHHO.

Mpoueanypa cKpMHUHIa MUKPOBUONOrMYECKOro N3onaTa AOMMKHA BKNOYaTh TpU aTana:

a) cbop MUKPOBMONONMHECKOro N30MATa;

b) naeHTMdMKaLMO MUKPOBUONOrMYECKOro N30NATa;

€) NpoBeAeHMe KOHTPOIbHbLIX UCMBITAHWIA MUKPOGUONOrMHECKOTO U30NATA HA PE3NCTEHTHOCTb (CKPUHUHT).

A.4.2.3.2 C60p MUKpOOMONMOrM4eckoro nsonsata

Mukpobuonornieckne U3onaTbl JOIMKHbI GbiTb COGPaHbl Kak B NPON3BOACTBEHHOM MPOLIECCE, TAK M N3 OKPYXAIOLLEN
cpepnbl, B KOTOPON Npon3BoauTcst MeamuuHckoe nsgenve. CHavana gonmxHbl 6biTb COBpaHbl Té MUKPOOPraHU3Mbl, 0 KOTO-
pbIX TOYHO M3BECTHO, YTO OHM MPUCYTCTBYIOT Ha NPOAYKUMWU A0 NPOBEeAEHUs cTepunusaumm (M3onsTol GuoHarpyskm).
B pononHeHue k GuoHarpyske NpoaykLum N3onsTbl 4OMXKHbI GbITb COGpaHbl 3 NPOU3BOACTBEHHON CPebl, B KOTOPOW M3ro-
TaBMVMBAETCA NMPoAyKuMs. ITa cpea MOXeT BKMoYaTb paboqune pacTBopbl, paboune NOBEPXHOCTU, CUCTEMBI OUUCTKU
BOAbI, Cbipbe U NepcoHar, 0gHaKo He OrpaHnYnBaeTCsl MU,

A.4.2.3.3 VaeHTudukauyms Mmkpobrnonornieckoro usonata

Mukpoburonormyeckme n3onsATbl, cobpaHHbIe AnA OLEHKKW, 4OMKHBI GblTb OXapaKTepu3oBaHbl U/MNu naeHTUULMPOo-
BaHbl. XapaKTepu1cTrka AOMKHa BKIoYaTh, KaK MUHUMYM, MOPONOIM1I0 KONOHWI 1 KIETOK, OKpacky no 'pammy u onvcaHume
CKOPOCTKM pocTa. Ecnn Bo3amoXHO, NpegnoyvTuTensHO naeHTMUUMPOBaTL BUAbI UK NOABUADI.

A.4.2.3.4 TpoBeaeHve NCNbITAHUI HA PE3UCTEHTHOCTL (CKPUHWHT)

KoHTponbHble NCMBITaHWSI MUKPOBUONOrM4eCcKMX N30NATOB Ha PE3UCTEHTHOCTL AOIMKHBI ObITb NPOBEAEHbI B COOT-
BeTcTBUM € 5.3.6. Mukpobronornieckune N3onsTel, NPOSBMASIOWLME 3HAYNTENBHYIO PE3UCTEHTHOCTB K NPOUECCY CTEpUIn3a-
LiMM Npu NePBUYHOM KOHTPOIIBHOM UCMbITaHUW, AOMKHbI ObITh NOABEPrHYTbI NONTHOW OLEHKE U CPaBHEHMNIO C MUKPOOPraHn3-

1"



rocCT ISO 14160—2011

MaMu, UCNONb30BaHHLIMK NPV NEPBUYHON aTTecTaumMm aKCnnyaTupyemoro obopyaoeanusi u Banugaumm. Heobxogumo
OUEHUTb OTHOCUTENBHYIO PE3NCTEHTHOCTb KOHTPOIbHBIX MUKPOBMOIIOrMYECKNX U30NATOB C TOYKM 3pEHUS npoLecca cTe-
punusauum.

OAauvH U3 NogxoA0B K NepBUYHOMY KOHTPOSIBHOMY MCTIBITAHMIO HA PE3UCTEHTHOCTL 3aKnioYaeTcs B TOM, 4ToObI nog-
BEPrHyTb BO3AENCTBUIO XXMAKOrO XMMUYECKOr0 CTEPUIU3YIOLLLETO CPEeACTBA NPY MUHMMATbHBIX NapameTpax npoueccacre-
PUNU3aLMN CYCNIEH3NIO, CoAepXalLyio He MeHee 10° BbiAeneHHbIX MUKPOOPTraHM3MOB, U BbiepXaTb €€ TaM B TeueHue
BPEMEHU, paBHOIO BeNnunynHe D caMoro pe3ancTeHTHOro MMKpoOpraHn3ma, Ucnonb3yeMoro Nnpy atTectaumm aKkennyatmpye-
Moro obopyaoBaHusi. Ecnm nocre Takow BblAEPKKU OBGHAPYKMBaIOTCS )KM3HECMOCOBHBIE MUKPOOPTraHN3MBbl, TO 3TO O3HaYa-
€T, YTO pe3ncTeHTHOCTb u3onaTaHa 20 % wnu Gonee NpeBbILAET PE3UCTEHTHOCTL CAMOTO YCTONYMBOTO MUKPOOPTaHU3Ma,
NPUMEHSIEMOro NMpu artrecTtauum 3KcrryatMpyemoro obopyzaoBaHusi. B aTom cnydae nonyqeHHbIn U30NAT NOANEXNT
nonHomn uaeHTudurkaummn, a KNHeMaTuka ero UHakTuBauMm — ieTaribHOMY U3Y4eHUIO0.

A.4.2.4 WccnepoBaHne KMHETUKM MUKpoGuonormyeckon nHaktueauum [5.3.6]

A.4.2.4.1 O6wme nonoxeHns

Mpwv npoBegeHMM aTTecTaumm SKCNIyaTMpyemoro 060py10BaHns CTPOSIT KDUMBYIO MHAKTUBALWMW ANSA KAXAO0T0 MUKPO-
opraHuama, rnpyuyeM KpuBas gosSKHa CTPOMTHLCS Kak MUHUMYM [0 MSITU TOUKaM, OXBAaTbIBAIOLWMM, NO KPanHen Mepe, ThiCs-
YeKpaTHOE CHUXEHUE YMcna MUKpoopraHnamoB. Kaxaasi Touka o6bIYHO CTPOMTCS MO TPEM NOBTOPHLIM ONbITaM M AOIMKHA
MMETb BOCMNPOM3BOAMMOCTb B NpeAenax yiBOEHHOro CTaHAapTHOIO OTKIIOHEHUS.

Mo nonyyeHHbIM pe3ynbTaTam MOXeT ObiTb paccumTaHa BenuumHa D Hanbonee pe3ncTeHTHOro MUKPOOPraHn3ama,
MCMorb3yemoro B onbiTax. PacqeT BenuunHbl D BO3MOXEH NpuY YCIOBUM, UTO B MONyrorapupMmHeckmx koopamHarax (nora-
pucm Yncna BbIKMBLUMX MUKPOOPraHU3MOB B 3aBUCUMOCTY OT BPEMEHW BbIEPKKM ) KPUBAS BbKMBaHUSA SIBNSETCA NUHEN-
HoW. Ecnu umeloTcsi OTKNOHEHWs1 OT JNIMHEWHOCTW, TO MpejckasaTb napameTpbl YOOBMETBOPUTENBHOMO npouecca
cTepunuaauum TpyaHo. Takne OTKIOHEHUSs AOMKHbI CIYXWUTb NpegMe TOM ianbHENLIEro U3y4YeHWs B LLETbIO Ny4lleN Xapak-
TEPUCTUKN KNHETUKU MHAKTUBaLUN.

YT106b1 OLEHNTE BenuynHy D npy Manbix KONMYecTBax BbDKUBLUMX MUKPOOPTraHM3MOB, MOXXHO UCTONb30BaTh METOA,
Hanbonee BeposiTHoro uncna (HBY), npoeogumeii ¢ Tpemst Hanbonee pe3ancTeHTHBIMU K BO3AeNCTBMIO aHHOTO Npouecca
cTepunmM3aummn MMKpoopraHnamamu. NonyueHHas senuuuHa D moxeT 6bITb MCNonb30BaHa B KA4UeCTBE KpUTepusi npuemrie-
MOCTU Pac4eTHOrO BPEMEHU BblLEPKKN.

Onpegenenve BenuiunHol D metogom HBY onncaHo B npunoxexun B k ISO 11135.

A.4.2.4.2 3STanel nccneaoBaHum

Banuaauuio npoueccoB CTEPUNU3aLIM XUAKMMU XMMUYECKMMUY CPeiCTBaMV crielyeT NPOBOAUTL Tak, YTOObI MOXHO
6bINo OLUEeHNTE B3aVMHOe BIMSAHWE APYT Ha Apyra TECT-MUKPOPraHM3MOB U MEAVLMHCKOTO U3genus. 310 4OCTUraeTcsi Npu
onpegeneHny KMHeTUKU MHAKTUBALUM TECT-MUKPOOPraHM3MOB, KYNbTUBUPYEMBIX COBMECTHO C MEAWLMHCKAM U3genvem
WIN MHOKYINMPOBAHHBIX HA HEM.

Takasi OUeHKa BKIioYaeT YeTblpe 3Tarna uccnegoBaHui:

- onpegeneHVe KOMMNOHEHTOB, KOTOpblE MPeAcTaBnAlT Hambonblwee CONPOTUBMEHUE BO3OEWCTBUIO XUAKOIO
XUMMYECKOro CTEPUNUBYIOLLETO CPEACTBa;

- onpegeneHne MeToaa, C NOMOLLBIO KOTOPOIro MUKPOOPraHW3Mbl OBHaPYXMBaOTCH HA MEAULIMHCKOM U3ZENWUU UIK
Ha BbIOpaHHOM KOMMNOHEHTE;

- Banujauuio MeToa BOCCTAHOBNEHMA/ONPeaeneHUsi MUKPOOPraHM3mMOB Ha MEANLIMHCKOM U3Zenuu unv BoiopaH-
HOM KOMIMOHEHTE;

- onpefeneHne KMHeTWKU WHaKTUBauuW TeCT-MMKPOOPraHW3MOB B MPUCYTCTBMWM MEAMLMHCKOIO U3aenvsi Wuim
BbIBpaHHOrO KOMMOHEHTAa.

Mcrnonb3yloT MeToa NnpsiMoro NnoZcHeTa Yncrna BbKMBLUMX MUKPOOPraHU3MORB B 3aBUCMMOCTY OT BpemeHn 06paboTku
(kpuBasi  BbbkMBaHusl), wmetogq HBY  (Hanpumep, ero pasHoeugHocTM  MeTtog  Crambo-Mapdu-KokpaH
(Stumbo-Murphy-Cochran) unu metog CnupmeH-Kapbep (Spearman-Karber)) [9]. MocTpoeHue KpUBOW BEKMBaHWUS Npea-
noayYTUTENbHEN, TaK Kak 3TOT MeTof NpefoCTaBrsaeT AOCTATOYHbIE AAHHbIE ANA OMUCAHWS KMHETWMKU MHaKTUBaLUK
TECT-MUKPOOPraHW3MOB B MPUCYTCTBMU MEAULIMHCKOrO U3aenus Nim BblGpaHHOro KOMMNOHEHTA.

MeTtog HBY moxeT npumeHAThCS, ecrnv MeguLUMHCKOe n3gernve Unm KOMMOHEHT He MO3BONsIT NPOBOANTL NOCNeao-
BaTeNbHOE BbISIBNIEHNE BbIXUBLLEW NONYNsALMY MUKPOOPraHM3MOB B 3aBUCMMOCTHM OT BpemeHu 06paboTku (T.e. MeaunLmH-
CKO€ U3Jernme U HOCUTEIb He MOTYT NoABePraTbCH BbIMa4YVMBaHMIO 4151 B3ATUS NPOGLI € Lienbio onpegeneHus nonynsaumm
BbDKUBLUMX MUKPOOPraHM3MOB).

XoTsl NpsIMOIA MOACYET M NOCTPOEHNE KPUMBOW BbIXMBaHWA AatoT 6onble MHhopMaLum 0 KMHETUKe MHaKTMBaLum
TECT-MUKPOOPraHn3ama, OHW B TO e BpeMsi MoryT noTpeboBaTe 6onbLue BpeMeHU u pecypcoB. Mpoueaypbl NpAMOro noa-
cyeTa CBsi3aHbl C U3BMEYEHMEM BCEX XKU3HECNOCOBHbBIX MUKPOOPraHU3MOB MOCNE ONpeaeneHHOro BpeMeH! BelAEpPXKKU B
KMAKOM XMMWYECKOM CTEPUNU3YIOLWEM cpeacTBe. M3aBneyeHne MoxeT NpoBOANTBCSH TaK e, Kak Npu oLleHke BroHarpyskm
(ISO 11737-1), HanpumMep, NyTEM rOMOreHM3aunn UCMbITYeMOro KOMMOHEHTa M NPUIOTOBIEHUs] COOTBETCTBYIOWUX pas-
BeAEHUI Ansi NofcyeTa BbIKUBLUUX MUKPOOPraHW3moB.

omMOreHn3aums NCNbITYEMOro KOMMOHEHTa (Hanpumep, XWBOTHbIX TKaHeW) MoxeT OblTb NpOBeAeHa NyTeM ero
acenTn4ecKoro BblMavnMBaHus UK UCNeprMpoBaHUA/pacTBOPEHNS B CTEpUbHOM pasbasuTtene. [0ToBATCS nocneaosa-
TenbHble pa3BedeHUs CYCNeH3Nn, 1 Ha COOTBETCTBYIOLLMX Pa3BedeHUsAX NPOM3BOAMTCS NPSIMOM NoacyeT No craHgap-
THbIM MeToaam (ISO 11737-1).
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A.4.2.5 Ncnonb3oBaHve HocuTenel N3 TKaHen

A.4.2.5.1 O6wue nonoxeHus

Mpn ncnonb3oBaHUKU TECT-MUKPOOPraHnama, NoKasasLero Nnpu UCMbITaHUSAX CYCreH3nn HanbornbLUYI0 Pe3NCTEHT-
HOCTb K BO3AENCTBUIO KMOKOTO XMMUYECKOrO CTEPUITU3YIOLLENO CPEACTBA, KNHETUKA 10 MHAKTMBaLMW [I0IDKHA M3y4aTbCs B
NPUCYTCTBMN UCMBITYEMOro KOMMOHEHTa. [TnaHnpoBaHue onbITOB AOMKHO BKIOYATb KOHTponupyemble o6paboTku (npu
XyALWKX YCNOBUSIX) MHOKYNMPOBAHHOTO MU KyNbTUBUPOBAHHOIO UCMbITYEMOTO KOMIMOHEHTA B XXUAKOM XMMUYECKOM CTEPK-
Nu3yloLLeM CpeacTBe Npu pasHbIX BpeMeHax Bolaepxku. O6pasubl AOMKHb 0TOMpaTbCs Yepes onpeaeneHHble UHTepBanbl
BPEMEHW ANsi OLEHKM BbIXMBLUEW Nonynsiuuy BanuanpoBaHHbIM METOAOM BOCCTAHOBIEHUS MUKPOOPraHU3MOB.

M3y4eHne KWHeTMKM MHaKTMBaL MK 3aBepLIaeTCsi NOCTPOEHMEM KPUBOW BbIXKMBaHUA B NonynorapudMmyeckomn Wwka-
ne (Ha rpacmke B kKoopanHaTax norapugm Yncrna BbRKUBLLMX MUKPOOPraHU3MOB — BPEMS BbiAEpPXKKK). 3aTem paccHuTbl-
BaeTcs BenuunHa D TecT-MMKpoopraHuama B MPUCYTCTBMM WUCMBLITYEMOro KOMMOHEHTa W NPY HauxyAwWwux yCnoBWAX
cTepunusaumm. Y1o6bl 06ecneunTs BOCNPOM3BOAMMOCTb AAHHbIX, OLEHKA KWNHETUKU MHAKTUBAUWKN AOIKHA NPOBOAUTLCA
He MeHee Tpex pas.

A.4.2.5.2 BbiGop HocuTens

McecnepoBaHna KMHETUKM MUKPOBUMONOrMYeCcKON MHaKTMBALMK AOMKHbI MPOBOAUTLCA HA MaTtepuanax HocuTens,
KOTOpbIe co3hatoT HanbonbLuee CONPOTUBIEHNE NPoLecCy cTepunmaaummn. Boibop HocuTens gonxeH NpoBoaAUTLCS C yue-
TOM 06ecneyeHns KOHTaKTa u/uny B3avMOZENCTBUS KMOKOTO XVMMUYECKOTO CTEPUNU3YIOWEro CPecTBa C HOCUTENEM
(Hanpumep, MAapodobHLIN BONOKHWUCTLIA MaTtepuan MOXeT TpyaHee CTEpUITM3oBaTbCs, YeM rnagkue rmapodunbHble
NOBEPXHOCTH).

Ecnu Takoi BeIGOp HOCUTENS He SIBNSAETCA O4EBUAHbBIM, HE06X04MMO NPOBECTU CKPUHWHT 4Nsi onpeaeneHus Hanbo-
nee TpyaHOCTEPUNU3YEMbIX HOCUTENEN.

A.4.2.5.3 OnpegenexHve MMKpOOPraHMaMa(oB) Ha NCMbITYEMOM KOMIMOHEHTE (HocuTene)

MeToa onpeaeneHusi >xm3HecnocobHbIX MMKPOOPraHM3MOB Ha HOCUTErE 10 Havana CTepunu3aumm B XMaKkoM XMMu-
YECKOM CpeacTBEe UMeeT NEPBOCTENEHHYO BXHOCTE MPU CO3AaHNY yCOBUK 3 (HEeKTUBHON CTEPUNN3ALIUMN C TOHKN 3PEHUA
yCTaHOBIMeHWs NPOTUBOAENCTBYIOWMX CTEpUNN3aLmmn hakTopoB, BCTPeYaloWwmxca B NpakTuke. MoryT 61T UCNONb30BaHbI
ABa meTtoda onpeaeneHns XU3HecnocobHbIX MUKPOOPraHM3MOB Ha UCTLITEIBAEMOM KOMNOHEHTE: NPsSIMas MHOKYNAUUs
UMW KYNbTUBUPOBaHUE MPU YCIOBUSAX, UMUTUPYIOLLUX NPOU3BOACTBEHHbBIE.

Mpu NpsSIMOI MHOKYNSILMW UCMONB3YeTCS XM3HecnocobHas cnopoBasi UMNu KNETOYHasn CyCneH3usi, KoTopas HAHOCUT-
€Sl Ha HOCWTenNb HeNOCPeACTBEHHO Nepes BblAEPXKKON B KMOKOM XMMUYECKOM cTepunusytowem cpeactee. HyxHo obpa-
TUTb BHUMaHWE Ha BpeMsi, He06Xo4MMoe A5 IPOHMKAHUS MHOKYISTa B HOCUTENb U CBA3bIBAHUS €10 C HOCUTENEM, Npexae
YeM HauaTb CTEPUIM3aLMIo, a TaKkKke HeoGXoaMMO yuecTb GakTepuLnaHbIA 3MEKT, KOTOPbIA HOCUTENb MOXKET OKa3blBaTh
Ha MHOKYIAT.

Ecnu BbiBpaHHbIN MUKpOOpPraHnam cnocobeH JgaBaTh POCT B/Ha NpoAyKUMM NMPU HOPMaribHbIX NPOU3BOACTBEHHbIX
ycrnoBusix, Heo6xoauMo NpUMEHsITb KyIbTUBUPOBAHUE MUKPOOPraHU3MOB B YCIIOBUSIX, UMUTUPYIOLLMX NMPOU3BOACTBEH-
Hbl€, & NPV BO3MOXHOCTU AenaTtb 3TO U A0MNOMNHUTENBHO K MHOKYNAUMK. [lonxkeH GbiTb yCTaHOBITEH METOZ KyNbTUBUPOBa-
HUA HocuTensA(newn) ¢ TeCT-MUKpoopraHnamamu. Mpu Takmx YCroBUSIX KONMYECTBO XKM3HECMOCOBHBIX MUKPOOPraHM3MOB
B/Ha NpoAyKUMM ONXHO 6bITb He MeHee 1000 konoHneobpasyowmx eanHny (KOE). B kaxaoii 0TaenbHON CMCTEME KyTbTH-
BUPOBaHUsA 3710 konuvecteo KOE o Hauana ctepmnmaaumm gomKHO ObiTb OAMHAKOBLIM B KAXA0M KOMIMOHEHTe. [laHHble
ONs NoATBEPKAEHUs1 COOTBETCTBYOLLEN MUHUMATIbHOWM NONYNALMK U €€ OAHOPOAHOCTY A0IKHbI 6bITh COBpaHbl Henocpen-
CTBEHHO Mnepesa N3y4eHUneM KUHETUKW MHAKTUBaLUWW.

MeToa BOCCTaHOBNEHWSI KU3HECTIOCOBHBIX MUKPOOPTraHW3MOB HOCUTENS NMOCIE CTEPUINU3ALIUMN XKUAKUM XUMUYeC-
KMM CpeACTBOM AONKeH ObITh onpedeneH v BanuavposaH. Banuaauus gonxHa nokasatb, 4To BbiGpaHHbIi meTog obecne-
YMBaET BOCMPOMN3BOANMOE BOCCTAHOBIEHNE BbIKUBLLMX MUKPOOPTaHU3MOB.

A.4.2.6 BrnnsiHue opraHM4eckux maTepuanos

[ns HeKOTOPON NPOAYKLIMM KOHTaMWHALIMS OpraHNYeCKUMMN Matepranamm MOXeT CIYKUTb (DakTOPOM, OrpaHUYnBa-
oMM ahheKTMBHOCTL NpoLecca. ViccneaoBaHns A0MKHbI BKIIOYATE OLEHKY BITMSIHWS PACTBOPOB, COAEPXKaLLMX COOTBET-
CTBYIOLLME OPraHnyeckre BELWECTBA (HanpUMep, CbIBOPOTKU, anbBYMWH 1 T. 4.) UnK CTEPUnbHbIE CYCNeH3un TkaHel. Bua n
KOHLEHTPaLUMIO OPraHM4eckoro matepuana cnegyeT JOKYMEHTUPOBaTh.

Ons npogykumn, KOTOpasi MOXET BbICYLLUMBATBLCS! B MPUCYTCTBUN OPraHUYeckoro Marepuvara, 4OIKHbI UCMonb30-
BaTbCsl MHOKYITMPOBaHHbIE HOCUTENW, COAEpPKaLLue MMKPOOPTraHN3Mbl, BbICYLLEHHbIE B COOTBETCTBYHOLLEM OPraHU4EeCKOM
maTepuane. Takue MHOKYMPOBaHHbIE HOCUTENM MOTYT BKIKOHaTh Npenapartbl MUKPOOPraHU3MOB, YCTONYMBLIX K BbICYLLIN-
BaHWIo, Taknx kak cnopbl Clostridium sporogenes, Bacillus subtilis, Enterococcus faecalis, Mycobacterium chelonae n
Candida albicans (tTabnuubl A.1 n A.2).

A.4.2.7 Banvugauusi acentudeckoro npouecca [5.3.8]

AcenTnyeckoe nepemelleHne NpoayKUumn N3 CTepUnuayollero BewecTBa B MUHNLLIHBIA CTEPUITbHBIN KOHTENHEp
Takke TpebyeT Banugaumn. B aTy Banupaumio omkHbl 6bITh BKIIOYEHbI Clieayowme napameTpsbi:

- CTepunuaaums NycTbiX KOHTEMHEPOB B COOTBETCTBUM € TpeBOBaHWSIMM COOTBETCTBYIOLWLEro cTaHAapTa Mno cTepu-
nmzauum (ISO 11134, 1SO 11135 n ISO 11137);

- cTepunusauus NobbiX KOHCEPBMPYIOLLMUX PACTBOPOB, B KOTOPbIE acenTUYeCcku NepeHoCUTCS NPOAYKLMS;

MpumedyaHue— dunbrpyrowas crepunusauust — no 1ISO 13408-1.
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- PM3NYECKUIN U MUKPOBHMONOIMYECKMI KOHTPOIb CPeabl, B KOTOPON MPOM3BOAUTCS acenTUYecKkoe nepemMeLleHme
npoaykuuu;

- acenTUYecKoe nepemeLLeHne ¢ NCnonb3oBaHnem NPob OKPyXalowWwen cpeabl 4ns nmuTaumun ee BO3aAeiCTBUS Ha
nepeMeLLaemMyio NPOAYKLUMIO B MPOLLECCe NEPEMELLEHNUS U3 CTEPUNU3YIOLLEND PACTBOPA B (OMHULLIHLIA KOHTERHEep.

A.5 MocToAHHBLIN MUKpOGHONOrnyecKknn KoHTpons [6.1]

BblaeneHne MUKpOOPraHn3MOB M MX NCNbITAHWE Ha PE3NCTEHTHOCTL CreayeT NPOBOANTL C 3a4aHHON NEPUoANYHOC-
Tbto. Llenb 9TUX UCMbITaHWI COCTOUT B ONpedeneHnmn BO3MOXHOIO N3MeHeHns BuoHarpy3ku B mpolecce crepunusaumm.
MockonbKy Npoueaypbl Banugaumm npegHasHaveHbl AN OLEeHKN 3DdEKTVBHOCTM NpoLecca CTEPUN3aLmm B OTHOLWEHUN
KOHKPETHOW rpynbl MUKPOOPraHM3MOB, TEKYLLLEE NCTIBITAHNE JOMKHO NOKa3aTk, HTO NPUCYTCTBYIOLWME B NpoLecce cTepu-
nM3aumMn MMKpOOPraHuamMbl He SIBMSIIOTCSA UNu He ctanu 6onee pe3nCTEHTHBIMM, YEM Te, KOTOPbIe WCMONb3oBaNuch B
HavanbHbIX BanugauMOHHbIX cnbliTaHusix (Takke A.4.2.3.1).

A.6 YnpaBneHue n KOHTponb npouecca [6]

Mpouecc cTepnnuaaLmnm XMOKMM XMMUHECKUM CTEPUNN3YIOLLMM CpedcTBOM OObIYHO BKITIOYaeT cneaylowme atansbl:

- MPUrOTOBNEHNE XMOKOro XMMNYECKOrO CTEPUIM3YIOLLENO CPEeACTBa;

- BblAEPKKa NPOJYKLMW B CTEPUNUSYIOLLEM CPEACTBE NPW KOHTPONMPYEMOW TEMNEPATyPe B TEHEHWE ONpeaeneHHo-
ro BpemeHm.

Ecnu cTepunuaaums He sBnsieTcst PUHULLHOW, TO A06aBNsOTCA ele ABa aTana:

- MOATOTOBKa M CTEpMIM3aumnsa NEPBUHHON YNAKOBKU U KOHCEPBUPYIOLWETrO PacTBOPa, B KOTOPLIX AOJKHA NOCTaB-
NATBCA NPOAYKUMNS;

- acenTn4Yeckoe nepemMeLL.eHme NPoayKLMmn U3 CTEPUIM3YIOLLENO CPeACTBA B NEPBUHHYIO YNAKOBKY. [purotoBrnenune
CTEepMNU3yloWero cpeactea TpebyeT TWaTeNnbHOro KOHTPONsi. XapakTepucTUKW COCTABNAIOWMUX KOMNOHEHTOB (HOMeEp
Cepum 1 KONMYECTBO) AOMKHbBI XPaHUTHCS, @ KOHEUYHAs KOHLIEHTPaLms akTUBHOTO MHIpeAneHTa (OB) A0MKHA ObITb NnoaTBEP-
XAeHa SKCMepuMeHTanbsHo. YacTo ctepunuayowme pactBopbl GUnsTpyloTCA Nepea ncnonb3oBaHWEM C LeNbo yaaneHns
nobbIX MUKPOOPraHM3MOB W APYrMX 3arpsi3HUTEnen, BHOCUMBIX U3 KOMNOHEHTOB CTepunuayiowero cpeactea. lNocne
MCMNONb30BaHUA OUNBbTPOB OHWU AOIMKHbI BbITb MPOBEPEHbI HA LENOCTHOCTb.

Mpouecc cTepunusaumm Heob6xoaMMO NPOBOAUTL B COCyAAX ANa CTepUnn3aunm ¢ onpeaeneHHbIMU TEXHUHECKUMN
XapakTepUCTUKaMN NPU KOHTPONMPYEMBIX TEMMEPATYPHbIX YCIIOBUAX.

[ns Tekywero KOHTPONs NPaBUITbHOCTU NPOLECCa COCTAB CTEPUNUIYIOLLETO CPEACTBA AOMKEH NPOBEPATLCH Nocne
TOro, KaK NPoAYKUMSA N3BNeYeHa n3 pacTeopa. Takme NpoBepKn MOryT 6biTb XUMUHECKMMU UNUN MUKPOBUONOrMHECKUMN.
XMMUYECKUI KOHTPOIb NPODLI MOXET NPOBOAUTLCSA C LIENbIO NOATBEPXAEHUA TOrO, UTO COCTaB pacTBOpa Nocne 3aBeplue-
HUS NpoLecca HaxoaUTCs B Npeaenax, ycTaHOBMNEHHbIX TexHonormen. Mukpobuonormueckas npoBepka MoXeT NpeacraB-
nsTe coBON, Hanpumep, BbIAEPXKY UHOKYNMPOBAHHOIO HOCUTENS B CTEPUIU3YIOLLEM pacTBOpe Ans NOATBEpPXAEHUs
ocTaTouHON GakTepuunaHon 3dheKTUBHOCTH.

Mocne cTepunuaauum NPOAYKLMSA MOXET 6bITb acenTUHECKM NepeHeceHa B CBOW (DUHULLIHBINA KOHTEeNHep. Bo Bpemsi
nepemMelleHns Bnuanexallas okpyxalolasa cpea AoMmKHa NOABEPraTbCsl MMKPOGUONOrMUeCcKOMY KOHTPOITIO.

Heobxoaumo yTBepAUTL U BECTM NepeveHb COTPYAHUKOB, aTTECTOBaAHHLIX HA MPABO aCENTUUYECKOro NepeMe L eHus
NPoAyKUUN. BTOT YTBEPXKOEHHbIV CNMCOK AOIKEH NOCTOSHHO NepecMaTpuBaThCs, a NepCoHar nepuoanyeckn noaeeprartb-
csinepeatTecTauumu. MNpw atTecTaumm n nepeatrectaumm 06bIMHO NPUMEHSIIOT NPOBHOE NepeMeLLeHne NUTaTeNbHLIX cpeg,
aHanorn4Ho metody «poanvea bynboHay, UCNonNb3yeMomy Npu aTTecTauum UILTPYIOLWEN CTEPUNM3aLMK U acenTuyec-
KMX MPOLLECCOoB.

Ecnv npogykums BbinyckaeTcsi B KOHCEPBUPYIOLLEM PaCTBOPE, NOCNEAHNI Nepes NCNosib30BaHUEM OJIKEH ObITb
cTepunn3oBaH. AcenTuyeckoe NPou3BoACTBO AOMKHO COOTBETCTBOBAaThL TpeboBaHuam ISO 13408-1.

McnbiTaHne KoHeYHOM NPoayKLMM MMEET OrpaHnYeHHO NPUMEHEHKE NpU onpeaeneHny CTEPUNbHOCTU NapTUK Npo-
Aykummn, OgHaKo B STOM HYacTHOM Crlydae npu UCrbITaHUM Ha MUKPOGMONOrMYECKyo KOHTaMUHaLUIO NOCHe CTepunn3aumum
mMoxeT BbITb 06HapyxeH onpeaeneHHbI NpopocT (6.3). MNpy NPoBeAEHNMMN TakMX MUKPOBMOMOrMYeCKUX UCMbITAHUIA KOHEY-
HOM NpoAYyKUMM BaXHO o6ecrneYmnTb yaaneHne ocTaTkoB 6akTepULMAHOIO CTEPUNM3YIOLLETO CPpeACcTBa UMM KOHCEPBMPYIO-
wero pacteopa (A.4.2.2).
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CBefeHUs1 0 COOTBETCTBUU MeXrocyaapcTBeHHbIX CTaHAAPTOB
CCbINTOYHbLIM MeXAYHapoOAHbIM CTaHOapTam

Tab6bnwuuya A1

0603HavYeHne n HaumeHoBaHue

0O603Ha4YeHne u HaMMeHoBaHue

CCBIIOYHOTO MeXayHapOAHOro MeXXAyHapOAHOro ctaHgapTa Crenex OBo3naveHne u HaumeHosanne
€cooTBETCTBUA MEXrocynapCrBeHHOro craHaapra
cTaHgapra Apyroro roga usfaHus
ISO 9001:1994 Cwuncrembl kaudect-| 1SO 9001:2008 Cucrembl IDT FOCT ISO 9001—2011 Cwucremsl
ea. Mogenb oGecneveHuns KauecTBa | MEHEKMEHTa  KadecTBa. MeHePKMeHTa KadecTsa. TpeboBa-
npu npoextupoBaHuu, paspaborke,| TpeboBaHus Hus (ISO 9001:2008, IDT)
npou3BoAacTBe, MOHTaxe u obcny-
XUBaHWUN
ISO 9002:1994 Cwucrembl kauec-| 1ISO 9001:2008 Cucrembl IDT FOCT ISO 9001—2011 Cwucremsl
TBa. Mogenb obecneveHnsl kayec-| MeHeKMEHTa KayecTBa. MEeHeKMeHTa KadecTBa. TpeboBa-
TBa NpU NPOU3BOACTBE, MOHTaxe n| TpeboBanus Hust (ISO 9001:2008, IDT)
obcnyxuBaHum
ISO 9001:2000 Cuctembl meneg-| ISO 9001:2008 Cwucremsbl IDT [OCT ISO 9001—2011 Cwucremsl
XKMeHTa KadecTBa. TpeGoBaHus MEHe[PKMEHTA  KayecTBa. MeHe[pKMeHTa KadecTsa. TpeboBa-
TpeGoaHusi Hust (ISO 9001:2008, IDT)
ISO 9004-1:1994 AgmuHncTpaTUB- — — *
HOe yrnpaBneHwe Ka4ecTBOM U are-
MEHTbI CUCTEMBbI kavecTea. YacTb 1.
PykoBogswme ykasaHusi
ISO 11134:1994  Crepvnuaauus — IDT FOCT NUCO 11134—2002 Crepu-
MeaVLUUHCKOW npoaykumn. Tpebo- nu3aums MeauUMHCKONW NpoayKumw.
BaHMA K Banugauum u Tekyemy TpeboBaHna k Banuaauwm u TeKy-
KOHTponto. MNpombineHHas cTepu- wemy koHTponio. [pombiwneHHas
NN3aumnst BIaXHbIM TEMNITOM CTEpUNU3aunsa BNaXXHbIM TENNOM
ISO 11135:1994 MeanumHckne ns- — IDT FOCT NCO 11135—2002 Meau-
aenwsi. MNMpoBepka 4OCTOBEPHOCTU U UMHCKMe nagenus. Banngaums n te-
TEKYLLMIA KOHTPONb CTepununsauum KyWUA KOHTPONb  CTepunusaumu
OKCUAOM 3TUNEeHa OKCMAOM 3TUNEeHa
ISO 11137:1995 Crepunusaums me- | 1ISO 11137-1:2006 Crepu- IDT rOCT ISO 11137-1—2011 Crepu-
AvuuHckon npoaykuun. Tpebosa- | nusauusi MeaULNHCKON nu3aums MeguUMHCKON NpoayKumn.
HVA K BaNvWaauum u Tekywemy KoH- | npogykuun.  Obnyyenwve. PagnaumoHHasn cTepunusaums.
Tpont. PaguaunoHHas ctepunuaa-| Yacte 1. Tpeboeanusa k Yactb 1. TpeboBanua k paspabot-
ums paspaboTke, Banuaauumn u Ke, Banugaumm n TeKyLemy KOHTPO-
TeKyLWeMy KOHTPOmn npo- N0 npouecca cTepunusaummn Meau-
uecca crepunusaumm me- UMHCKMX N3genun
OVUMHCKMX NpubopoB
ISO 11138-1:1994 Crepunuaaums — IDT rOCT NCO 11138-1—2003 Cre-
MeaULUMHCKON npoaykumun. buonorn- pynu3auma MeguuMHCKON Mpoayk-
Yeckne wHAukaTopbl. Yacte 1. uvm. buonornveckne nHAUKaTOpPbLI.
O6wme nonoxeHus Yactb 1. O6wme tpeboBannn
ISO 11737-1:1995 CTrepunuaaums — IDT FOCT UCO 11737-1—2003 Cre-

MeaMLUHCKUX n3genvin. Mukpobuo-
norunveckne wmetoabl. Yacte 1.
OueHka nonynsiuMm MUKPOOPraHu3-
MOB Ha NpoayKumu

pynM3aums MeguuMHCKUX U3aenvn.
Mukpobuonornueckue MeToabl.
YacTb 1. OueHka nonynsuum MUKpo-
OpPraHW3MOoB Ha NPOAYKUMU
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OkonyaHue mabnuyst [JA. 1

0603HavYeHe U HauMeHoBaHue

0O603Ha4YeHne 1 HauMeHoBaHue

CreneHb O60o3HavYeHue 1 HaMMeHoOBaHue
CCbINOYHOro MeXAyHaAPOAHOro MEXAyHapoaHoro craHgapTa COOTBETCTEMS MEXTOCYAADCTEEHHONO CTaHAADTA
cTaHgapra apyroro rona usgaHus YRap nap
ISO 13408-1:1998 AcenTun4eckoe — — *
Npou3BOACTBO MEAULMHCKON npo-
aykuun. Yacte 1. O6wme TpeGoBa-
HUA
ISO 13485:1996 Cuctemsbl kadec-| ISO 13485:2003 Wapenuna IDT FOCT ISO 13485—2011 WNapenus
TBa. MeanumHckue nagenus. Yac-| meguumnHckue. Cucremsl MmeauunHckne. CuUcTembl MEHemK-
THble TpeboBaHWA K MPUMEHEHWIo | ynpaBneHusi Ka4yeCTBOM. MeHTa KadecTea. CUCTEMHbIE Tpe-
ISO 9001 TpeboBaHWs K perynupoea- 6oBaHuA ANA uenen perynupoea-
HUio HUA

ISO 13488:1996 Cwucrtembl kKa-| ISO 13485:2003 Wapenus IDT [OCT ISO 13485—2011 WNapenus

vectBa. MeguumHCcKkme wuagenusi.
YacTHele TpebGoBaHus K NpyMeHe-
Huto 1ISO 9002

MeguuMHcKue. Cucrembl
ynpagneHusi Ka4yeCTBOM.
TpeboBaHusa Kk perynupoBa-
HUIO

MmeauunHckne. Cuncrembl MeEHemK-
MeHTa kadecTBa. CuUCTEeMHble Tpe-
6GoBaHus Aans uenewn perynuposa-
HUs

* COOTBETCTBYIOLLMUIA MEXIOCYQapCTBEHHbIA CTaHAApPT OTCYTCTBYET. Jlo ero yTBepXaeHns pekoMmeHayeTcsl uc-
nonb3oBaTh NepeBo/ Ha PyCCKUi S3blK AaHHOMO MexXayHapoaHoro ctaHgapTa. NepeBog gaHHOro MexayHapo4HOro CTaH-
JapTa HaxoguTcsi B PegepanbHoM MHOPMaLUUOHHOM POHAE TEXHUYECKUX PErMamMeHTOB U CTaHAapToB.

MpwuMedaHu e — B HacToswen Tabnuue MCnonb3oBaHbl cneaylolme ycrnosHsle 0603HaueHns CTeneHn cooT-

BETCTBUA CTaHOApPTOB:

- IDT — naeHTU4YHbIEe cCTaHO4apPThHI.
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Bu6nuorpacdmsna

EN 556 Sterilization of medical devices. Requirements for medical devices tabelled «Sterile»
(Ctepunusauma MeamunHCKUX nagenuin. TpebosaHua K MEAULMHCKUM M3AENUAM C MAPKUPOBKOW «CTEPUNBHOY)

EN 12442-1 Animal tissues and their derivatives utilized in the manufacture of medical devices. Part 1. Analysis and
management of risks
(XKnBOTHBIE TKAHW M NX TPON3BOAHBIE, UCMONb3YEMbIE NPU NPOU3BOACTBE MEAVLMHCKMX n3genui. YacTe 1. AHanus n
ynpaeneHne puckom)

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

(>KMBOTHBIE TKAHM M NX NPON3BOAHBIE, NCMONb3YeMble NPY NPOU3BOACTBE MEAULIMHCKUX n3genuii. Yacte 2. cTouHu-
KW, CpeacTBa KOHTponsi, c6op u obpalueHue)

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

(PKvBOTHbIE TKAHW M MX NPOM3BOAHBIE, UCMOMb3YeMble NPY NPONU3BOACTBE MeaANUMHCKMX u3genui. Yacte 3. YaaneHue
W/vnv MHaKTMBaLWs BUPYCOB W APYIMX TPAHCMUCCUBHBIX areHTOB. YCTaHOBNEHNE HEXN3HECNOCOBHOCTH)
Commission of the European Communities (1989). The Rules Governing Medicinal Products in the European
Community, Vol.lV, Guide to good manufacturing practice for medicinal products

(Komuceun Esponevickux CooblecTs (1989). PykoBogsiwme npasuna Ans nekapcTBeHHbIX NpenapaTtos B EBponen-
ckom Coobuectre, T. IV, PykoBoagcteo no GMP gna nekapcTBEHHbIX NpenapaTos)

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
encephalopaties via medicinal products (11113298191 — EN)

(PykoBoasWwMe ykasaHusi No MMHMMU3aUUM pUcKa nNepepaqvmn areHToB, Bbi3biBalOWMX rybuartbie sHuedanonatum,
Yepes nekapcTBeHHbIe npenapaTbl)

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

(Oupektnea CoeeTa 64/433/EEC oT 26 nioHs 1964 1. no npobnemam TOproeny CBEXMM MACOM BHYTPM coobLuecTBa)
Directive 93/42/EEC,Council Directive of 14 June 1993 on Medical devices

(Oupektnea CoeeTta 93/42/EEC oT 26 nioHs 1993 r. o MegUULMHCKUM U3aenNnuam)
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YOK 637.132.4:715.478:658.513:006.534 MKC 11.080.01 P26

KnioueBble crnoBa: MeguUMHCKUE N3aenusl, 04HOpasoBble U3genus, XuMmmyeckmne cTepunusyrowine cpeactea,
cTepunni3auna, TeXxHU4eckme TpeGOBaHVIﬂ, BanMaauna, TeKyLIJ,I/II;I KOHTPOI1b
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