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BBeneHune

CTepuNbHbIM ABNAETCA WU3fenne, cBOOGOAHOE OT XXKMU3HECMOCOOHbIX MUKPOOPraHn3MoB. Mpu nocTaBke
CTEPWNIbHOTO W3LENUS MeXAYHapoAHble CTaHAAPTbl TPebyT, YTO6bl A0 Hayana cTepuansauum cayyaiHas
KOHTamMuHauna (3arpasHeHune) MejULUHCKUX WU3Lennii 0T BCeX UCTOYHMKOB Oblna CBefeHa K MUHUMYMY
BCEMW NpaKTUYeckn BO3MOXHbIMU cnocobamu. TeM He MeHee, faxe NpU NPOWU3BOACTBE MefULMHCKUX
nsgennii ¢ cobnogeHnem Tpe6osaHuini cuctemsbl Kavectsa (MCO 134X5 m MCO 13488) o Hauana ctepu-
Nn3aymMm Ha HUX MOTYT OblTb MUKPOOPraHwW3Mbl, XOTA W B HebGOMbWOM KonuyecTBe. Takue usgenvs
ABNAOTCA HECTEPUNIbHBIMUW. Llenbto npouecca cTepunmsaunm ABnseTCA UHaKTUBaLMa MUKpobuonoruyec-
KWX KOHTaMWHaHTOB M Takum 06pa3oM npeBpaljeHne HeCTEPUNbHbIX MPeAMeTOB B CTEPUIIbHbIE.

W HaKTuBaunsa YncToil KynbTypbl MUKPOOPTraHU3MOB (U3NYECKUMU H/WUNH XMMUYECKUMU areHTamu,
MCNONb3yeMbIMU ANS CTEPUAN3ALUN MEAULMNHCKUX U3Aennid, NPUOGANXKEHHO ONWUCbIBAETCA 3KCMOHEHL M-
anbHbIM 3aKOHOM. 3TO 03HayaeT, YTO He3aBUCUMMO OT MPUMEHEHHOW cTeneHn 06paboTKM cyliecTByeT
KOHeYHas BEpPOATHOCTb TOr0, YTO MUKPOOPraHW3M MOXET BbIXXUTb. Mpn KOHKPeTHOW 06paboTKe BEpPOAT-
HOCTb BbDKWMBAHUA ONpefenseTcsd YMCAOM WM TUNamum MWKPOOPraHU3MOB W OKPYXXaklWUMU yCNOBUAMU, B
KOTOPbIX MWKPOOPraHuW3Mbl HaxoAAaTca npu 06paboTke, T. e. CTEPUSIBHOCTb N106Or0 OTAENbHOrO MU3fenus
M3 rpynnsl MOABepraeMblX CTEpUnAU3auuu Mn3gennii He MOXeT OblTb FrapaHTUpPOBaHa, M CTEPUIbHOCTb
06paboTaHHON rpynnbl M3LeNNA [OMKHA BblpaXaTbCa Yepe3 BEPOATHOCTb NPUCYTCTBUA Ha U3AENUMN XKU3-
HEeCnocobHOro MMKPOOPraH13ma.

Tpe6oBaHUA K cMCTeMe KayecTBa MPWM MPOEKTUPOBaHWU, pa3paboTKe, MPOM3BOACTBE, MOHTaxe U
obcnyXuBaHuy NpuBefeHbl BcTaHAapTax cepum MCO 9000. a Takke MCO 13485 m MCO 13488. CtaHfapThbl
cepun MCO 9000 onpefensdroT HEKOTOPbIE NMPOLECCHI, MCNONb3yeMble NPU NPOU3BOLCTBE, KakK crneuuab-
Hble, ecnn uX pesynbTaTbl He MOryT 6biTb MOMHOCTbIO MOATBEPXAEHbl NOCNEAYIOW UM KOHTPONEM W
ncnblTaHnem Npoaykuuun. Ctepunusaumns ssBnseTca NpUMepom crewuunanbHOro npouecca, NOCKONbKY 3¢ -
(heKTUBHOCTb €e He MOXeT 6bITb NOATBEPXAEHA KOHTPONEM U UCMbITAHWEM NPOAYKLUK. MMo3ToMY 0 BBOAA
obopyAoBaHMA B aKcnayatauuto cnegyeT BbINOAHUTL BanuAaluio NpoLeccos cTepuansalum, a Bo BpPeMms
3KcnayaTauum NpoBOAUTb TEKYLW NI KOHTPOAb U TeXHUYECKOe 06CnyXmnBaHue 060pyf0BaHus.

BaXHO cO3HaBaTb, YTO JO/MKHbIM 06pa3oM BanHAHPOBaHHbLIA U TOYHO KOHTPOAMPYEMbI mpouecc
CTepunn3auum He ABNAETCA €[WHCTBEHHbIM (akTOpoM, 06YCMOBAMBAIOWMNM YBEPEHHOCTb B TOM, 4TO
NPOAYKUMUA ABNAETCH CTEPUNbHON W NPUrOAHOW AN MpefHa3HaYeHHOro Ucnonb3oBaHuA. Heob6xoanmo
Takxe 06paTWTb BHUMaHWe Ha Lenblii pag GakTopos, BKAOYaWMUX MUKpobruonoruyecknii cratyc (6umo-
Harpysky) nocCTynaroLero cbipbfs M/MAM KOMMOHEHTOB, WX MOCMeAyoliee XpaHeHWe, a TakxKe KOHTPO/b
cpefbl, B KOTOPO NPOM3BOAUTCA, COBMpPaeTCA M yNnakoBbiBaeTCs MPOAYKLMA.

ATA cTepuNM3aLnm MeULUHCKNX U3fennii Hanbonee 4acTo UCNOML3YIOT BNaXHOe TeN0, Cyxoe Tennio
(HarpeTblii BO34YyX), MOHU3MPYIOLLEEe U3NYYEHMNE N OKCUA 3TUNEeHa. B To BpemMa Kak HeKoTopble U3genus,
cofepXaline TKaHW XWUBOTHbIX, MOTYT 6bITb COBMECTUMbI C O6LENPUHATLIMWU MeTOAaMu CTepunmnsayuu
(HampumMep, HUTU K3 KeTryTa 06bIYHO CTepunausytoTca 06nyuvyeHuem), gpyrve usgenusa (6uonormyeckue
cepfeyHble KnanaHbl WAN TKaHeBble MPOKNAAKW) He COBMECTUMbI C 3TUMW MNpoueccamy CTepuamnsaymm u
MOryT notpe6oBatbCA Apyrvne cTepuausytouime areHTbl. B Takux cnyvasx WUPOKO MCMONb3YOTCA XUAKNE
XUMWYECKUEe CTepunnsytolLne cpeacTea, NPUYEM KakK M NP UCMONb30BAHUMW APYrUX MeTOf0B CTepununsa-
umnun. athheKTUBHOCTb NpoLecca He0O6X04MMO MOATBEPAUTL U 3aIMKCMPOBATL Nepes TeM, Kak MPUHATL ero
415 NOBCEAHEBHOIO UCMOMNb30BAHNSA.
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FOCYAAPCTBEHHbBI I CTAHALAPT POCCUMUCKON SGELEPALUMU

CTEPUNIN3ALNSA OAHOPA3OBbIX MEAULMHCKNX WN3LENUN,
COAEPXALLUX MATEPUAIBI Y)XUBOTHOTO MPOUCXOXAEHNSA

Banupauna un TeKyUJ,I/II7I KOHTPO/b CTepunmnsaunm ¢ NOMOLWbI XUAKUX CTEPUNU3YoLWnx
cpeacTs

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

[ata BBefeHns 2004—01—01

1 O6nactb NpUMeHeHMs

HaCTOﬂLLI|I/1I71 CTaHAapT yCcTaHaB/UBaeT TpeGOBaHI/IH K pa3pa60TKe, Bannpaunn, ynpaBneHM N KOH-
TPONK npouecca crepunmsaynm XNAKMmm ctepunmsyrouwmmm cpeacreaMm 04AHOPa3oBbiX MeAMUUMHCKUX
I/I3,C|,EJ'II/II‘/II, COCTOAWMX NOMTHOCTbKD AN YAaCTUYHO U3 MaTepnanoB XXUBOTHOIO NPOUCXOXAEHUSA.

HaCTOFILLlVIVI CTaH4apT He pacnpocTpaHAeTcda Ha MaTepuanbl 4enoBevyeCKOro NMpPOUCXOXAEeHUsA, He
onucbliBaeT CUCTEMY obecneyeHns KavyecTsa npun KOHTPONe BCeX CTa,qVIVI npoussoacTBa N He paccMaTpuBaeT
MeTOoAbl Bannpgaunu cnoco6os NHaKTunBaLunn BNPYyCOB.

llpumevyaHuns

I. CtaHgapTtbl Ha cucteMbl kadectsa (TOCT P MCO 9001 n MOCT P 51536, unu FOCT P LCO 9002 u
FOCT P 5153?) MoryT 6bITb MCNOMb30BaHbI 4151 KOHTPONS BCEX CTaAulii NpPOM3BOACTBA, BK/KOYAs NPOLECC CTepu-
nn3auuu.

2 TMpwu paspaboTke TeXHONOTUM 06PabOTKN MeAULIMHCKUX U3LeNNiA, COfepXKalyux MaTepuasibl XXKMBOTHOFO Mpo-
NCXOXAEHMA. HeobX0AMMO paccmaTpuBaTb 3((HEKTUBHOCTb BO3LEACTBUS XUAKNX XUMUYECKUX CTEPUNM3YIOLLNX
CPefCTB Ha BO3MOXHbIe BUPYCHblE KOHFaMUHauTbl C YYEeTOM MPOUCXOXAEHWS MaTepuanos, WCMOMb3yeMbiX Mpu
MPON3BOACTBE 3TUX KOHKPETHbIX MEANLIMHCKMX U3Aennii. X0Ta B&XXHOCTb BONpOCca Bainjannn BUPYCHOW MHAKTUBALMN
B NpoLieccax, COCTaBNAOLWMX 0611aCTb NPUMEHEHUS HACTOALLEro CTaHAapTa, OUeBUAHa, 3TOT aCMEKT U3 HEro UCK/0YeH;
B pa3paboTKe HaxoAMTCA OTAeNbHbI EBponelickuii CTaHaapT |1].

3 XKugkue xumnyeckue cTepuansytoLLme cpeacTsa, TPaAULMOHHO NCNONb3YeMble A1 CTEPUAN3ALMN KNBOLLbIX
TKaHel B MefULMHCKUX U3[ennax, MOryT 6biTb Hea(eKTUBHbI AN MHAKTMBALMW NaTOreHHbIX areHToB TpaHCMUC-
CMBHBIX TFy64aTbix opM 3HLedanonaTuii, Takux Kak rybuaras opma bblubeii sHUedanonatnm (BSE) tent ckpenum
(B0306yauTEND NH(EKLMOHHOTO BUPYCHOro 3ab0o/neBaHNs B3POC/bIX OBEL). Y [J0BNETBOPUTENbHYIO BalMAaLMIo B COOT-
BETCTBMM C HACTOALMM CTaHAapTOM Hesb3f paccMaTpuBaTb Kak MOATBEPXAEHME WHAKTWUBALUWU WHAULMPYIOLLUX
areHToB 3TOro TUNa.

PyKOBOACTBO MO OLLleHKE COOTBETCTBUA HACTOALEMY CTAHAAPTY NPUBELEHO B NMPUIOXKEHUN A.
2 HopmaTuBHbIe CChINIKK

B HacToAwWwem cTaHAapTe MCNOMb30BaHbl CCbIIKM Ha Clnefyloline cTaHfapThl:

FOCT P CO 9001—96 Cuctembl KayecTBa. Mogenb o6ecneyeHus KayecTBa Npu NpoeKTUPOBaHMWH,
pa3paboTKe, NPOU3BOACTBE, MOHTAXe N 0BCNYXUBAHUU.

FOCT P NCO 9001—2001 Cuctembl MeHef)XMeHTa KayecTBa. TpeboBaHus.

FOCT P MCO 9002—96 Cuctembl kauyectBa. Mogenb obecrneyeHns KayecTBa Mpu MPOW3BOACTBE,
MOHTaXe W 06CnyXuBaHus

FOCT P NCO 9004—2001 Cuctema MeHexMeHTa KayecTBa. PyKOBOACTBO MO Y/yULLUEHUIO AeATENbHOCTYU

FOCT P NCO 11134—2000 Tpe6oBaHUA K Banngauumm u TeKylemMy KOHTpPont. lMpombiwieHHas
CTEPUNN3aLUNA BNAXKHBLIM Tenaom

M3paHue otnumanbHoe
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FOCT P NCO 11135—2000 MepguumnHckne nsgennsa. Banupaumna n TeKywmnii KOHTPONb cTepunnsa-
LUUN OKCMLOM 3TuneHa

FOCT P NCO 11137—2000 Ctepunmsayns MeAULUHCKON NpoAyKuun. Tpe6oBaHUA K Banugauuu un
TeKyLeMy KOHTpOt0. PagnaynoHHas cTepunmsayma

FOCT P NCO 11138-1—2000 CTepunusauma MegULUHCKON NpoayKuun. bruonornyeckue nHpnka-
Topbl. YacTb |. Obume Tpe6oBaHUA

FOCT P NCO 11737-1—2000 CTepunnsauma MeguLMHCKUX n3gennin. Mukpobuonornyeckne mMeTo-
Abl. Yacte 1. OueHKa nonynsauum MUKpPoOOpraHnM3mMoB Ha NPOAyKLMK

FOCT P MCO 13408-1—2000 AcenTuyeckoe MPOU3BOACTBO MEAMLUHCKON npofykuum. O6uiue
TpeboBaHus

FOCT P 51536—99 (MCO 13485—96) CucTtembl kayecTBa. MeauuuHckue nsgenusa. YacTHble Tpe-
60BaHNs K npumeHeHunto FTOCT P NCO 9001

FOCT P 51537—99 (MCO 13488-96) Cuctembl KayectBa. MeguuunHckue msgenus. YacTHole Tpe-
6oBaHus K npumeHeHuto FOCT P MCO 9002

IlpkMeyaHmne - B3aMmocBA3b MeXAYHApPOLHbIX W eBPOMNECKUX CTaHAapPTOB MprBefeHa B NpuaoxeHun B.
3 OnpegeneHus

B HacToAwWweM cTaHfapTe NPUHATHI Cnefyloline TePMUHbI C COOTBETCTBYOW UMY ONpeaeneHnammn:

3.1 naptus, cepus (batch): KonnuectBo nepactacoBaHHO, MPOMEXYTOYHOW AN FOTOBOW NPOAYK-
Luu, CBONCTBA U Ka4yeCTBO KOTOPOW mpeanonaraloTca OfHOPOAHBIMW WU KOTOpas M3roTOB/ieHA B TeYeHue
onpefeneHHOro LuKna Npon3BoACTBa.

3.2 6uoHarpyska (bioburden): Monynauus >XM3Hecnoco6HbLIX MUKPOOPraHU3MOB Ha/B MPOAYKLUU
n/nnm ynakoske.

3.3 HocuTenb (carrier): YaepxuBatowmnii MaTepmuan, Ha KOTOpblii HAHECEHbl TECT-MUKPOOPraHU3Mbl.

3.4 KOMWCCMOHHas npuemka (commissioning): Mony4yeHne N fOKYMeHTUPOBaHWE JaHHbIX O TOM. 4TO
obopypaoBaHWe NOCTaBIeHO M CMOHTUPOBAHO B COOTBETCTBUW C TEXHWYECKOW [OKYMeHTauued u npu
cO6NI0AEHUN MHCTPYKLMIA NO 3KCnAyaTaLum OHO (DYHKLMOHUPYeT B NpeAyCMOTPEHHbIX Npejenax.

3.5 BenuYMHa fecaTukpaTtHoro cokpaweHus (decimal reduction value): BennunHa D (D—value): Bpems
BbIJEPXKM MW MOTNOLWEeHHas 403a U3NyUYeHUs, HEO6X04UMble AN YMEHbLIEHUS NONYNALUN TECT-MUKPO-
opraHm3moBs B 10 pa3 npu onpefeneHHbIX YCN0oBUAX 06paboTku.

3.6 Bpems BblAepXKKM (exposure time): Bpems, B Te4eHWe KOTOPOro MeAWLUHCKOE n3fienne nojeep-
raeTcs BO3[elCTBMIO OMPefeneHHo TemnepaTypbl U CTEPUNN3YIOLLET0 BeL,ecTBa B ONpPefeneHHOR KOH-
LueHTpaymm.

3.7 wHakTuBauma (inactivation): MoTeps TecT-MMKpPOOpPraHM3Mam M CMOCOBHOCTU K POCTY, NpopacTa-
HUIO M/MNN PasMHOXEHUIO NPW ONpeAeNieHHbIX YCN0BUAX KYNbTUBMPOBAHUS.

MprvMeyaHue— BHacTosLLeM CTaHAapTe NoJ TeCT-MUKPOOPraH13MaMmn noapasymeBaloTcs cnopoobpasyto-
LUINC M HCCHOpoobGpasytoLmc 6akTepuu, BUPYChI, Fpybbl U MpocTeiLume.

3.8 MHoOKynupoBariwblii HocuTenb (inoculated carrier): HocuTenb, Ha KOTOPbI/A HAHECEHO OMpeAeneH-
HO€e KONN4ecTBO TeCT-MUKPOOPTraHn3MOB.

3.9 Xugkoe xumuueckoe ctepunmsytouee cpeactso (liquid chemical sterilant): OnpegeneHHas Kom-
no3nLUMA XMMUYECKUX BeLLeCTB B BWAe pacTBopa WAW B XUAKOW (opme, KoTopas NpuMeHseTca AnA
cTepunaunsauum.

3.10 meaumuunHckoe msgenue (medical device): MHCTpyMeHT, annapat, npucnocobneHune, matepuan,
MCNob3yemble OTAENbHO UK C APYTUMUN U3LENNAMU, HEOOXOANMBIM NPOrpaMMHbIM 0b6ecneyveHnem, npea-
HasHauyeHHble ATA NOAeN B Lenax:

- AMArHOCTMKKW, NpotUNakTUKKN, HabnlogeHnsa, neyeHns unm obneryeHna 60nesHu;

- [UArHOCTUKK, HabnoaeHns, neveHns, 06nerYeHns wam KomneHcaumm npm TpaBMax UM MHBaJMLHOCTY;

- nccnefoBaHuns, 3aMeleHns Uan U3MeHeHUs aHaToOMUM 1AM U3MoN0rMyYecKoro npouecca;

- KOHTpONA 3a4atus,

OCHOBHOE [1efiCTBME KOTOPbIX BHYTPU WM CHapyXwu Tena 4yenoseka AOCTUraeTcs 6e3 NpUMeHeHus
(hapMaKonormMyecknx, MMMYHONOTMYECKMX AN MeTabonnyecKnx CpeacTB, HO KOTOPble MOTYT NPUMEHATLCA
COBMECTHO C HUMU.

3.11 atTecTayus akcnnyatupyemoro ob6opygosaHua (performance qualification): MonyyeHne u goKy-
MEHTMPOBaHWE AaHHbLIX O TOM, 4YTO MPU BbINONHEHUMN TpebOBaHMI TeXHONOrMK npolecca 060pyAoBaHue
nocne KOMWCCMOHHON MPUeMKU 6yAeT NPOM3BOAUTL HaA/exallyo NpoayKuuio.

2
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3.12 npeacTepunnsaHmoHHoe uncno (presterilization count): Konnm4yecTBo XXU3HECNOCOOGHbIX MUKPO-
OpraHM3mMoB. 06HapyXXeHHOe nepef cTepunnsalmei.

3.13 coBmecTumocTb npogykuun (product compatibility): Cnoco6HocTb mpouecca cTepunnsauumn
obecneynTb HaMeyeHHble pe3ynbTaTbl 6e3 yuiepba AN NPOAYKUUK.

3.14 paspaboTka npouecca (process development): [lokyMeHTMpOBaHHAaA nporpamma uccnefo.a-
HWi, NPOBOAUMBIX C LieNbio OnpeAeneHWs napameTpoB npouecca CTepunnsayum C y4yeToMm CBOWCTB
NPOAYKLMWW, YNaKOBKMW, CXeMbl 3arpy3ku W/Mnu orpaHnyeHuil, HaknaAblBaeMblX XapakKTepucTukammu
o6opypnoBaHus.

3.15 peBanHpgauHs (revalidation): YacTHoe nam nonHoe MOBTOpPeHWe Banupjaunun ns NOATBEPXKAEHUS
HafleXXHOCTK npolecca.

3.16 cTtepunbHocTb (sterility): OTcyTCcTBME XM3HECNOCOOHBIX MUKPOOPraHU3MOB.

MpumeyaHune — Ha NpakTUKe COCTOSHME abCOMOTHOIO OTCYTCTBUA.
3.17 cTtepunbHbIit (sterile): He cogepxawnii Xn3HecnocobHbIX MUKPOOPraHn3MoB.

MpumMeyaHune—Ha NpakTUKe COCTOSHWE aGCOMOTHOIO OTCYTCTBUS MUKPOOPFraHM3MOB He MOXET 6bITb
[l0Ka3aHo.

3.18 cTepunusauna (sterilization): BanHAMpOBaHHbIN Npouecc 0CBOGOXAEHUA MPOAYKTa OT XU3He-
CNOCOBHbIX MUKPOOPraHM3MOB BCeX (hOpM.

MpumeyaHune —Mpn cTepuaM3aLnm NPoLLECC OTMUPAHUU MUKPOOPraHU3MOB OMMUCHLIBAETCA IKCMOHEHL M-
aTbHMM 3aKOHOM. CrefoBaTefibHO, HalMyWe MUKPOOPraHW3MOB B KOHKPETHOM 06beKTe MOXeT ObiTb BbIPaXXEHO B
BEPOATHOCTHOM BufAe. XOTH 3Ta BEPOATHOCTb MOXET ObiTb CHUXEHA 40 BeCbMa Manoii BeNMYMHbI, OHa HUKOFfa HC
MOXET ObITb CHXXEHA A0 HyNA. BepoATHOCTb MOXET ObiTb BbIpaXXeHa Yepe3 ypoBeHb 0b6ecneyeHns cTepunbHocTn YC
(sterility assurance level —SAL), 06bI4HO BblpaXkaemblil B hopme 10"

3.19 KoHcepBupytowmii pacteop (storage solution): )XnagkocTb, B KOTOPO/ MeAULUHCKOE M3fenne B
ero KOHe4yHoli hopme nofaeTcs 4NS WCNONb30BAHUSA.

3.20 Banupaumsa (validation): [JoKyMeHTMpOBaHHas npoueaypa MOAy4YeHWS, MPOTOKONMPOBAHUA W
MHTepnpeTaynyn pesynbTaToB, HEOGXOAMMbLIX ANS AEMOHCTpaLuu TOro, YTO NPOLECC HEW3MEHHO jAaeT
NPOAYKT, COOTBETCTBYIOLWMI A NpeaBapUTeNbHO ONpeAeNeHHbIM TPeGoBaHUAX».

MpumMmeyvyaHue — MPUMEHUTENBHO K CTEPUAN3ZALMUN XUAKUMU XUMUYECKUMU CTEPUNU3YIOLLMMU CPEACTBAMU
VOoA Banupauveli NnoHMMaeTca obLas nporpammMa, cocTosLas M3 KOMUCCUOHHOW NPUEMKU 1 aTTecTauun KcnayaTm-
pyemMoro 060pyAoBaHus.

3.21 4ncno XMBbIX MUKpoopraHusmoB (viable count): Yucno MWKpoopraHusMoB, onpegensemoe Mo
POCTY OTAEMbHbLIX KONOHUI NPW YCTAHOBNEHHbIX YCNOBUAX KYNbTUBUPOBAHUS.

MpumMmcyaHune —OTAENbHAA KONOHNUS HC 06513aTebHO 06pa3yeTcs 0T eAMHUYHOTO XMU3HECTOCOGHOK MUK-
poopraHn3ma.

4 O6wue NonoxXeHns

4.1 KOHTpO/ib NpoM3BOACTBA

YT06bl HpEACTEPLM3aNMNOLLIOE YAC/IO HAXOAUNOCH B YCTAHOBNEHHbIX NpeAenax, cneayert paspaboratb
N KOHTPONMpOBaTb MPON3BOACTBEHHBIN Mpouecc.

MpumMmeuyaHune — 3TUMTpebOBaHNAM OTBEYAET UCMONBb30BaHNE CUCTEMbI KavecTBa B cooTeeTcTBUM ¢ TOCT P 51536
nnn FOCT P 51537.

[ns KOHTPONA WCTOYHUKOB ChbipbS XMWBOTHOFO NMPOUCXOXAEHUS JO/HKHA ObITh paspaboTaHa u uc-
nonb3oBaHa AOKYMeHTUPOBAHHaA cucrTema.

U pumeuyaHue—Pa3spabaTbiBaeTca EBponeiickuii CTaHAapT NO UCTOYHMKAM, KOHTPO/O, cbopy MaTepuana
1 06paLLeHnto ¢ HUM |2].

[okymeHTauna n NpOTOKONbI JO/MKHbI NepecMaTpuBaTbCA M YTBEPXKAATbCA OTBETCTBEHHbIM Nepco-
Hanom (4.2).

4.2 MepcoHan

OTBETCTBEHHOCTb 3a 06CnyXuBaHue ob6opyfoBanua (4.4). Banupauunto (pasgen 5) W TeKyWMiA KOH-
Tponb (pasgen 6) cTepuansanum NyTeM BblAEPXMBAHUSA B XKULKUX XUMUYECKNX CTEPUINSYIOLWNX CPefCTBax,
a TakXXe 3a BbIMYCK NPOAYKLMW AOMKHA ObITb BO3/0XEHA HA KBANU(ULLMPOBAHHbI/ NepcoHan, Kak ykasaHo
B FOCT P MCO 9001 unam FOCT P MCO 9002.
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4.3 Kanubposka

[onxHa 6bITb paspaboTaHa, JOKYMEHTMPOBaHAa M yTBEpXAeHa a(heKTUBHAA CUCTEMA KannbpoBKu
BCe KOHTPONMPYIOLWNX, NOKa3blBAOWMX N 3aNnNCbiBaOWUX NPUOOPOB, NCMOMb3YeMbIX MPU Banugaunuu un
TeKy leM KOHTpONe mpoLecca cTepunmsannmn. 3ta cuctemMa A0MKHa cCOOTBeTCTBOBaTh Tpe6oBaHuaAM FOCT
P ICO 9001 unu FTOCT P MCO 9002.

4.4 TexHuyeckoe 0b6cnyxuBaHne 060pyaoBaHUS

TexHunuyeckoe obcnyxunsaHne 060pyA0BaHNA AOMKHO MAAHUPOBATLCA U OCYLLECTBAATHCA B COOTBET-
CTBUW C AOKYMEHTUPOBaHHbIMK mnpoueAypamu. Mpoueaypa ANA KaXAOro NNaHoBoro 3afaHusa no o6eny-
XMWBAHUIO N NEPUOANYHOCTb AO/KHbI ObiTb ONpefeneHbl U JOKYMEHTUPOBAHbI.

O6opypoBaHue ana 06paboTKM MeAULUHCKUX N3eNniA He AOMKHO NCNOb30BaThCA A0 TeX Mop, Noka
BCe 3aflaHnsA N0 TEXHUYECKOMY 06CNYXMBaHNIO He OYyAYT YCNewWHO 3aBeplleHbl U JOKYMEHTUPOBAHbI.

MpoToKOoNbl 06CNYXUBAHUSA LOMKHbI XPaHUTbLCS B COOTBETCTBUM C Tpe6oBaHuamu FTOCT P MCO 9001
nam TOCT P NCO 9002.

Mpoueypbl ¥ NPOTOKONbLI 06CNYXUBAHUA AOMKHbLI NEPUOAMYECKU NMepecMaTpuBaTbCA OTBETCTBEH-
HbIM nuuom (4.2).

4.5 Pa3paboTka npouecca M COBMECTUMOCTb MPOAYKL MK

45.1 Mepef HavyanoMm paboTbl C HOBOW UMM MOAEPHU3NPOBAHHOW NPOAYKLMeEN, ynakoBKOW, CXeMOA
3arpysku unuM npoueccoMm cTepunmsauumn cnepyeTr onpefennutb U AOKYMeHTanbHO OoPOPMUTL mpouecc
cTepununsaunmn, nognexawimin Banngalum.

Mpwn aTOM cnefyeT nNokas3aTb 3KBMBaNEHTHOCTb paHee ManMAMpoOBaHHOMY MPOLLecCY HOBbIX peLleHuii
0N MPOAYKLMU, YNAKOBKU UAN CXEMbl 3arpysku.

[oka3aTenbCTBO 3KBUBANEHTHOCTU cnefyeT OPOPMUTL AOKYMEHTANbHO.

MpuMeyaHue—YKasaHHbIl NPOLECC CTEPUNN3ALMN MOXET BK/KOUATh pasde/ibHyto 06pa6oTKy Gosnee yem
OZLHUM XXWKAM XUMWUUYECKUM CTEPUI3YIOLLUM CPEACTBOM.

4.5.2 KOHCTpyKUMS NPOAYyKTa U yNnakoBKW AO/MKHbI 06ecneynBaTb UX KOHTAKT C XUAKUM XUMUYeC-
KUM CTEPUNN3YIOLLUM CPELCTBOM, NPU 3TOM OCTATKWN NOC/eAHEro nocse CTepUNnN3aLnm JO/MKHbI 6biTb HUXE
YPOBHA, yKa3aHHOro npoussogutenem. [loMXHbl 6biTb yKasaHbl MecCTa BHYTPWU MPOAYKUMU, Hambonee
TPYAHbIE ANA NPOBefeHUs cCTepunmsalmnu.

4.5.3 lonkHO 6bITb MOKa3’aHO W AOKYMEHTWPOBAHO, UYTO MpoOLecc CTepuamsauuun He yxypliaet
noTpebuTenbCcKne cBocTBa MPOAYKLMMN UK ee yNaKoBKU. Mpn HE0O6XOANMOCTU NOBTOPHOI CTepuansaynmn
ee B/INAAHWNE JO/MKHO ObITb OLLEHEHO U AOKYMEHTUPOBAHO.

5 Banupauns

5.1 O6ume NoNOXeHUs

Mpoueaypbl BaAN[aHUy JOMKHbI ObI Tb JOKYMEHTUPOBaHbI, a NPOTOKO/bl KaXA0N Banujaunm JOMKHbI
xpaHuTtbcs (5.4.1).

5.2 KomMuccuoHHasa npuemka

KomunccnoHHas npuemka fo/mKHa MOATBEPANTL, YTO TEXHUYECKUE XapaKTepucTukm obopyfoBaHuna,
MCMoNb3yemoro Ana npotecca cTepuansaynu, CooTBeTCTBYIOT TpeboBaHUAM.

5.3 ATTecTtauus akcnnyatupyemoro o6opyzfoBaHus

5.3.1 ATTecTauus akcnayatupyemoro o60pyoBaHus 40/XKHa NOKasaTb, YTO MPOLECC CTEPUNN3ALUN:

a) ob6najaeT COOTBETCTBYHOLW,E NeTanbHOW aKTUBHOCTbIO MPOTUB MPeACTaBUTENbHOW Tpynnbl MUK-
poopranunsmos (5.3.5, 5.3.6 n A.5);

b) xapaKTepusyetcs OnpefesieHHbIMU TEXHONOTNYECKUMU NapameTpaMmu (TemnepaTypoi, KOHLeHT-
pauueit XMAKOr0 XMMNYECKOro CTePUIN3YIoLLero cpesctea. pH 1 1.M.), KOTOpble MOFYT KOHTPONMPOBATLCS
B NpoLecce cTepunmsaynm.

5.3.2 Tlpu nposedeHUn atTectaynu akcnayaTupyemoro o60pyf0saHnsa 4acTb NPOAYKLUMKN, Hanbonee
TpygHaa gna ctepunusauunm (4.5.2), gonxHa 6biTb NpeagMeToM 0C060r0 BHUMaHUSA.

5.3.3 TpeacTepunn3annmoHHoOe YACNO JOMKHO COOTBeTCTBOBaTh TpeboBaHuaM FTOCT T MCO 11737-1.

5.3.4 Tpexfje 4eM HayaTb aTTecTaLMiO IKCNAyaTUpyeMoro o6opyoBaHuns, JO/MKHa 6biTh BAIULNPO-
Bama CTafusa HelTpanusaumm XUAKOro XMMUYeCcKOro CTePUAN3YIOLLEr0 CPeCTBa, KOTOpas npejlliecTsyeT
KYNbTUBUPOBAHWNIO BbDKWBLIMX MUKPOOPraHn3MoB. MeToa HeliTpannsaunn He [O/MKEH BHOCUTb OWMNGKY B
pacwudpoBKy U 06bACHEHUE Pe3ynbTaTOB KY/bTUBMPOBAHUA.
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5.3.5 B pamkax TexH0A0rum npouecca AO/KHO ObiTb YKa3aHO coYeTaHWEe YCNOBUIA C HaWMEHbLUEN
6aKTepuMUMAHON aKTUBHOCTbIO, KOTOPOE [O/KHO WMCMONb30BaTbCA NpPW aTTecTauuMu 3KCNayaTUpyemoro
obopynoBaHUS.

5.3.6 Mukpob6uonornyeckas atrectayms aKcnayatnpyemoro o6opyaoBaHusa JO/KHA BKAKOYaTh TpU
JTana:

a) npoBejeHWe nccneaoBaHUi C Lenblo onpeAeneHNs MWKPOOPraHnM3MoB, 06nafalolnx BblCOKOWA
Pe3MCTEHTHOCTbIO K AaHHOMY npoueccy cTepunmsaunn (A.4.2.3);

b) onpefeneHne KUHETUKN NX WHAKTUBALUU.

Ha aTom 3Tame CTpPOAT NorapumMuyeckyto KpUBYH BbIKMBAHUSA ANS MUKPOOPraHusmoB, Hanbosnee
pPe3NCTEHTHbIX K AaHHOMY npoueccy. KpuBYl BbDKMBaHUA CTPOAT He MeHee 4YeM MO MATW TOuKam,
0XBaTbIBalOLWMM, MO MeHblle Mepe, TbiCAYEKPATHOE CHUXEeHWe yucna MukpoopraHusmos (/1.4.2.4.1 u
A.4.2.5). Ecnn npoayKuLus He NO3BO/SET MPOBECTU TaKyl Mpouefypy MNOCTPOEHWUS NorapumMmuyeckon
KPUBOW BbIXXUBaHWUS, AO/MKEH Mcnonb3oBaTbcsi MeTod MPN (Hambonee BeposiTHOro ymcna HBY — most
probable number), yka3aHHbIi B J1.4.2.4.2. 3Ty 3aMeHy cnefyeT 060CHOBATb U JOKYMEHTMPOBATb.

MukpoopraHnsmbl A UCMbITAHWA HEOOXOAMMO HAHOCUTbL Ha MaTepuan HOCUTeNA, KOTOpbli npea-
CTaBNfeT maTepuan MeAULMNHCKOr0o U3fenmnsa:

C) OLEHKY MHaKTMBAaLUN MWKPOOPraHW3MOB OTHOCUTENbHO NpPeACTePUIN3ALMOHHOIO Yyncna no ux
npopacTaHWI0 Ha HOCUTeNe U3 TKaHel.

B ononHeHune K MAoNATaMm, BblAeNeHHbIM M3 6UOHArpy3Ku, BUAbI MCMNOMb3YEMbIX MUKPOOPraHN3MOB
JOMKHbI BKAOYaTb MWUKPOOPraHW3Mbl C W3BECTHON BbICOKOW Pe3NCTEHTHOCTbI K AaHHOMY npoueccy
cTepunusaunu u, B N06GOM cnyyae, C pPe3NCTEHTHOCTbIO, 3KBMBANEHTHOW pe3ncTeHTHocTM cnop Bacillus
subtilis (tabnuua A.2) B cootBetcTBun ¢ FOCT P NCO 11138-1.

MpumeyaHwune—TINn NNaHMPOBAHWUM TaKUX 3KCNEPUMEHTOB HEOGXO,EI'I/IMO YUNTbIBaTb YPOBEHb OpraHn4yec-
KO © HeOpI’aHI/I'-IECKOVI KOHTaMMnHauuu n sapunaynio mMexxagy NnoBTOPHOCTAMU B 3KCNEPUMEHTaAX.

5.3.7 B npouecce cTepuansaynm Bpems BblLepX KU JOMKHO 6bITh He MeHee D x |6 + Ig (100 + /?)|,
rae D — BennuuHa Hanbonee pe3suCTEHTHOrO MUKPOOpPraHuW3Ma, onpejeneHHas npu aTTecTaymy aKcnaya-
Tupyemoro obopyaoBaHus, a B —6uoHarpyska, onpegenerntHas no FOCT P NCO 11737-1.

MpumeyaHune —YBennyeHHas AUTeNbHOCTb 06pal XTTKM ob6ecneunBaeT 3hPeKTUBHOCTb CTEPUIM3ALMU,
KOTOpas XapaKTepu3yeTCcsi BEPOSITHOCTHIO BbDKMBLUMX MWKPOOPraHW3MOB (YPOBHEM CTepUIbLHOCTH) HC 6onee HO~6.

B cooTtBeTcTBUM C |1| 3TOT ypoBeHb 06ecneyeHns CTEPUNbLHOCTY SBASETCS 06s3aTeNbHbIM N8 U3fenuii, nog-
BepraeMbiX (OMHULIHON CTEPUAN3ALMM U MapKUPYEMbIX KaK CTepUSbHbIE (NpuioxeHue C).

5.3.8 Ecnu nocne 3aBepweHnsa npowecca cTepuinsanumn meguLMHCKOe U3genme nojsepraerca acen-
TUYECKOMY NepeMelLleHno, TO HE06X0AMMO YUNTbIBaTb CNefyHoLLee:

a) npouecchbl, MCMOMb3yeMble NpU CTepuan3aLn KOMNOHEHTOB NMPOW3BOACTBA (HanpuMep, KOHTeM-
HEpPOB, KOHCEPBMPYIOLWMNX PacTBOPOB), AO/KHbI Ba/IHAMPOBATLCA W MOABEPraTbCs TeKYyLleMYy KOHTPO/IO
COrNacHO COOTBETCTBYHLUIEMY MEXAYHAPOAHOMY CTaHAAPTY;

b) npouefypbl NepeMelleHUs U3Lennii Nocne BbIAEPXKN B XXUAKOM XMMUYECKOM CTEpPUIN3YIOLLEM
cpefcTBe AOMKHbI 6bITb Baimguponansl B cootBetcTBun ¢ FTOCT P MCO 13408-1 (A.4.2.7.).

5.4 Banupgauus

5.4.1 TpoToKon Banupauuun, cofepXXaliMin pesynbTaTbl BCeX AEWCTBWIA, [OMKEH ObITb mognucaH
anuamMmun, OTBETCTBEHHbIMU 3a NOANOTOBKY, pacCMOTpeHUe U NPUHATUE NPOTOKOAA. |-|pOTOKOJ1 Banunpayunn
fo/mKeH xpaHuTtbea no FOCT P MCO 9001 nnm TOCT P UCO 9002.

5.4.2 TpoTOKON Banufauumn JOMKEH NMeTb CCbIJIKY Ha TEXHO/IOTMIO NpoLecca CTepUAN3aLum XuaKum
XUMWYECKUM CTEPUNINIYIOWNM CPeCcTBOM. B npoTokone f0MKHO 6biTb yKa3aHO MeAuLUHCKOe u3fdenue,
4N KOTOPOro NpoBOAMAAach BanugaLms, a Takxke cinefylolne gaHHbIe:

a) uvacTtoTa u meTof (bl) onpegeneHns 6uoHarpy3km u o6nacTb MPUMEHeHWS pe3ynbTaToB;

b) XapaKTepucTUKN OKpyXKatoleid cpefbl, B KOTOPOW ObINO M3roTOBMEHO XUAKOE XMMUYECKOe cTe-
punuayroLiee cpefcTBO U KOHTEWHepbl, a TaKXe OCYL ecTBNeHO acenTuyeckoe nepemelyeHme (5.3.8);

C) KpuTepuu obyveHunsa v cepTudmMKaumm Ang LONycKa nepcoHana, OTBETCTBEHHOIO 3a acenTuyeckoe
nepemeteHue (5.3.8);

d) meTof NOATBEPXAEHWUS OTCYTCTBMUA XKM3HECMOCOOHbLIX MUKPOOPTaHU3MOB B XUAKUX XUMUYECKNX
cTepunusyrowux cpegcreax (A.6);

e) COCTaB XUAKUX XUMNYECKUX CTEPUNNIYHOLWNX CPeACTB, BKAKOYAA XapaKTEPUCTUKY UX KOMMOHEH-
TOB;

0 pH >XMAKOro XMMUYECKOro CTEPUN3YIOLLEr0 CPeACTBa;
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g) ocTaTo4yHas aKTUBHOCTb XWAKOrO0 XMMWYECKOTO CTEPUN3YIOLWEro cpefcTBa Nocie 3aBeplleHus
npouecca cTepuansayny B BUAE KOHLEHTpauum n/mnn 6akTepuunMAHOR akTUBHOCTU;

h) xapakTepucTukun cocyga gns o6paboTku, B KOTOPOM MPOAYKLUNA KOHTAKTUPYET C XUAKAM XUMU-
YeCKUM CTEPUNN3YIOLL MM CPeACTBOM, BKIOYAA KOHCTPYKLUOHHbIE MaTepuanbl, pasMepbl U MOAPOOHOCTYH
npUMeHAeMoi npefBapuTenbHOW 06paboTky;

i) KONnM4yecTBO NPOAYKLUMK, NOANexallee CTepUInN3aLn, Ha eAuHNLY 06bema XUAKOro XMMUYECKOro
CTepuUNn3yoLLEero cpefcTsa,;

j) BpPeMSA BblAepPXKKMK;

k) Temnepaty p» cTepuansayuu;

1) nobble Apyrue KpUTUYECKNe mapameTpbl Npouecca, BbiABNEHHble BXOAe pa3paboTku mpouecca;

T) MeTof cTepunusauuy NobOro KOHCEPBMPYIOLEro pacTBopa, B KOTOPOM MPOAYKT nocTagnsercs
nocne ctepunusaumu (5.3.8).

5.4.3 B Tex cnyvasax, Korga BanujauMs KOHKPETHOrO M3fenns OueHWBaeTCA KakK MpurogHas fns
APYTrvX U3fenunin, foKasaTeNbCTBa 3TOW OMNEHKWN AOJKHbI 6bITb JOKYMEHTUPOBAHbI.

5.5 PeBanHpgayus

5.5.1 [faHHble Banupauunm un N060A nocnegytouein pesannfaunn AOMKHbI MepecMaTpuBaTbCA He
MeHee OflHOro pa3sa B rof. J10/)XHO 6bITb TaKXe NoAroToBAeHO 060CHOBaHWe HEOBXOA4MMOCTIN peBannjaLmuu.

PeBanHpauna fomkHa NpeAnpuHUMATLCA, €CAn He GyAyT NOAyYeHbl AOCTAaTOUYHbIE flaHHble, CBUe-
TeNbCTBYHOLME O NPUEMIEMOCTH NpoLeccacTepunnsaynn. Npoueaypbl Mo NepecMoTpy AaHHbIX Bannaauum
n pesanungauun A0MKHbI 6bITb OOKYMEHTUpPOBaHbI, a NPOTOKO/bl peBanunaalnm A0/HKHbI XPaHUTbCA.

5.5.2 TpoTokon peBanupauum AomkeH 6bITb MOANMCAH NULAMMN, HAa3HAYeHHbIMU TEMU XK€ OpraHu-
3aymnamMu. KOTopble roTtoBunn, paccmatpumBann W NpPpUHMMann nepBoOHadYanbHbIM NPOTOKON Baauaauunn
(5.4.1).

6 KoHTposb npovecca

6.1 bBuoHarpysky cnegyet oueHusatb no F'OCT P NCO 11737-1 uepe3 onpejfefieHHble MHTepnasbl
BpemMeHW. Ecnu npu npoBefeHnn TeKylyeid OLLEHKN MPecTepuIn3ayMoHHOro Yncna BblfjefieH MUKpoopra-
HU3M. KOTOPbIA He 6blN M3y4YeH NpPU NepBOMayaTbHOW aTTecTayuy 3KcnayaTupyemoro o60pyaoBaHus, To
[18 Hero fo/MKHbl 6biTb BbINONHEHbI TpeboBaHUa 5.3.5.

6.2 UT06bl y6e[MThCs B BbINMOMHEHUM TEXHONOrMYECKUX Tpe6GOBaHM npouecca CTepuansaLnmnm, ans
KaXXA0 napTuy CTepunnsyemoii NpoayKLMnM HeoBX04MMO 3anncbiBaTb U XPaHWUTb Creaylollne cBeAeHNs:

a) nepemMeHHble BE/IMUYNHbBI, KOHTPONNPYEMble B XOAe CTEPUNN3aLUN KOHEUYHbIX KOHTeliHepoB, ecnu
3TO UMeeT MecTo;

b) MepeMeHHble BE/IMUYNHbLI, KOHTPO/IMPYEMbIe B XOfe CTepunnsauuy KOHCepBUPYHOLLEro pacteopa,
ec/in 3TO UMeeT MeCTO;

C) WCXOAHYI0 KOHLUeHTpauuto n pH XMUAKOro XMMUYECKOro CTEPUIN3YIOLLENO CPEACTBa;

d) nmapameTpbl, KOHTPOUPYEMble B XOA4e MPUTOTOBAEHUSA XUAKOTO XMMUYECKOTO CTEPUIN3YHOLLero
cpefcTea:

€) pe3ynbTaTbl NPOBEPKW LEIOCTHOCTU BCEX PUNbTPOB, UCMONb3YEMbIX AN CTepunnsaLuu pacTso-
pOB, €CIM OHW MPUMEHATCA:

0 Bpems BbIAEPXKMU;

g) TemnepaTypy BblAepXKu;

h) pe3ynbTaTtbl KOHTPONA OKpyXXakleil cpeAbl BO BPeMs acenTUYECKOro nepemelieHUs, eCam OHO
npumeHseTcs;

i) hammnuu nuuy, KoTopble:

1) roTOBAT KOHCEPBUPYIOLLME PAaCcCTBOPbLI U PaCTBOPbI XUAKOF0 XMMUYECKOTO CTEPUINSYIOLLETO CPej-
CTBa;

2) KOHTPONMPYIOT MpOLEecCc cTepunmsaumnu,

3) oCylWecTBAAIOT acenTUYecKoe nepemelleHune, ecii OHO NPUMeHAeTCH;

j) konuuectBo 06paboTaHHOW MPOAYKLMM B aK3emnaapax (MAn Apyrux egnHuuax).

6.3 Ana KaxAoh nmapTuM MefULUHCKWX U34enunii, NOABEPTHYTbIX XXUAKOCTHOW XUMWUYECKOWR CcTepu-
numsauuu, HeobxoaMMO MccCnefoBaTb Ha MPUCYTCTBUE XXM3HECMOCOOHbLIX MUKPOOPraHW3MOB Cheaylolyue
06beKTbI:

a) XWMUYEeCKue CTeEpUNU3YoLLNe pacTBOPbI:

b) KOHCepBUpYlOLWMNEe PacTBOPbI, €CIN OHU NMPUMEHATCA:

C) no KpaiHei mepe, OAHO M3 MEPEYNCTEHHOTO HUXE:
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1) KOHEeYHbI# MPOAYKT;

2) 3abpakoBaHHYI0 MPOAYKLMIO, MPOLIEALIY NONHbIA LWKN NPOU3BOACTBA;

3) BblAeneHHble 06pasLbl XXMBOTHOW TKaHW (paccmaTpuBaemMble Kak NpefcTaBUTeNbHAs YacTb Meau-
LLMHCKOTO U3[enna), KoTopble NPOWAN NOMHbIA LKA npoLecca NPoM3BOACTBaA.

6.4 [na KaXAoW napTum MefNLUHCKNX U3[eNnii YacTb pacTBOpa XWUAKOr0 CTEPUNN3YIOLLEro cpescTaa
W pacTBopa XWUAKOro CTepUIn3ytoLero cpefcTea, 0CTaBlWerocs A5 clefylolero npouecca crepuansa-
LuuK, [OMKHa noaBepraTbca NpoBepke Ha 6aKTEPULMAHYI0O aKTUBHOCTb B YCNOBUAX CTEPUAM3ALUMN NapTUK
MeANLMHCKUX U3[ennii C NCNOoNb30BaHNEM HOCUTENSA U3 XXUBOTHOW TKaHU, NHOKYTMPOBAHHOIO MUKPOOP-
raHusmamm cornacHo FOCT P MCO 11138-1. HocuTenb A0MKeH cofepxaTb tie MeHee 106 MuKpoopraHus-
MOB C M3BECTHOW BbICOKOW Pe3MCTEHTHOCTbIO K AaHHOMY MpoLeccy CTepunusalun, yCTaHOBNEHHON BO
BpeMs NpPOBefleHns aTTecTauum akcnayatupyemoro o6opygosanus (5.3).

MpumcuaHunc—TIIpn NpoBefeHUN UCMbITaHNS HEO6XOAMMO MPUHATL Mepbl MPefOCTOPOXKHOCTU. YTOGbI
MWHUMW3NPOBATb PUCK KOHTaMUHALMU NPOU3BOACTBEHHOrO 060PYAOBaHNS.

6.5 Ecnu ocHOBHas 4aCTb NpoLecca XUAKOCTHOW XMMNYECKO cTepuan3saLnm He No3BoONsSeT BBOAUTb
TeCT-MUKPOOPraHM3Mbl B COCYf ANA CTepunusauum unv B NpoOnU3BOLCTBEHHYIO Cpedy, a TakXke:

a) B3aMMOCBA3b MeXAY MOJIHbIM XUMWUYECKUM COCTaBOM XMUAKOFO CTEPUNN3YIOLLEr0 CPeACTBA U ero
6aKTEPULMAHON aKTUBHOCTbLIO YCTaHOB/IEHA,;

b) npouecc cTepuan3auum 4AuTenbHO NPUMEHANCS, NO KpaliHel mepe, Ans 30 napTuii MegULUHCKUX
n3fenuniti, 1 Npu 3TOM He OTMEYEHO HM OAHOT0 O0TKasa COrnacHo 6.4.

TO MpOBefeHUe UCMbITaHWIA cornacHo 6.4 MoXeT 6bMb NPUOCTAHOBEHO, U AO/MKEH ObiTb NPOBeAeH
MOMHbIA XUMWYECKNIT aHann3 XMAKOro XMMWYECKOro CTepUAM3yloLero cpefctea, ocTaBlerocs nocne
OKOHYaHMWS npouecca CTepUAM3aLumM, cnoco6HbIA MOATBEPAUTL COOTBETCTBUE 3afaHHbIM MNpeaenbHbIM
3HayYeHMAM XapaKTepucTuK npouecca (0CTaTOYHON 6aKTepULNAHON aKTUBHOCTW CpPeAcTBa).

MpumMeyaH ne—O6bem 30 napTuii, YNOMSHYTbIA B MepeyncieHnn b), OCHOBaH Ha MPeANONOXEHHU O
6VMHOMMANLHOM pacnpefeneHnn 6pakoBaHHbIX U3AeNniA Npu ypoBHe 3HauumocTu 0.95 (a2 = 0.05) u foBepUTENbLHOM
nHTepsane 0.9.

6.6 Pe3ynbTaTtbl, MONy4YeHHble B COOTBETCTBUYU € 6.2,6.3, a TakxKe 6.4 unu 6.5, 4ONXKHbI 6bITb BHECEHbI
B 4aCTb 3aK/I0YEHMWs, paspellalolero BbiMYCK MPOAYKLMN KaK CTEPUNbHON, W JOMKHbI XPaHUTbCA Kak
4yacTb MPOTOKOM0B CTEPUAM3ALLUN.

6.7 Bce npoToKO/bI 4OMKHBI XpaHUTbLCA B cooTBeTcTBun ¢ FOCT P MCO 9001 mnm TOCT P MCO 9002.

7 BbInyck NpoayKuun nocne crepunnsauum

7.1 KpuTepuu, no KOTOPbLIM faHHbIA NpoLecc CTepUIN3aLmm Npu3HaeTca COOTBETCTBYOWMUM Npeds-
ABNAEMbIM K HeEMY TpEﬁOBaHI/IFIM, AO0/1XHbI 6bITb OOKYMEHTUPOBaHbI U BKNKOYaATb:

a) COOTBETCTBME TEXHONOTMYECKNM XapakTepucTukaMm npouecca;

b) OTCYTCTBME pocTa MocfAe MHKyb6auuy npu NpoBeAeHUN MUKPOBMONOTMYECKOro ucnbiTaHnus (6.3 un
6.4).

7.2 Mpouecc cTepnnm3aumnm JOHKEH paccMaTpuBaTbCA KakK Hey[0BAeTBOPUTE/bHbIA, W NPOAYKLMUA
Jo/mKHA yTuansuposatbed cornacHo FOCT P MCO 9001 nan TOCT P NCO 9002 B creayoLwumx cnyyasx:

a) nmapameTp npouecca He yKnajbiBaeTca B JOKYMEHTUPOBAHHbIE JONYCKY;

b) no6oe Mmkpobuonornyeckoe ucneiTaHne (6.3 n 6.4) nokasbiBaeT POCT MUKPOOPraHW3MOB Noc/e
MHKYb6aLuu.
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MPUNOXEHUNE A
(cnpaBoyHoe)

PYKOBOACTBO
Mo OLEHKe COOTBETCTBMA HACTOALLEMY CTaHAapTy

AJ1 BsefeHne

HacTosee pyKOBOACTBO He HAYHETCH KOHTPONbHLIM NOCO6MEM MO OMeHKe COOTBETCTBUS HACTOALLEMY CTaHAapTy.

OHO COAEPXXMT NOSCHEHUN W METOAbl, MPUTOAHbIE ANS AOCTUXKEHNS COOTBETCTBUSA YCTaHOATCHHLIM TpeboBaHU-
AM. MOMOraeT o6ecneynTb efUHbIA NMOAXOA K MOHUMaHWIO Y NPUMEHEHWIO CTaHAapTa, NPyU 3TOM MOTYT UCMO/b30BaTLCA
TaKkXe W Apyrue MeTofpl, ECAN OHU AATAOTCA IPPEKTUBHBLIMU B JOCTUXKEHNMN COOTBETCTBUSA TpeboBaHWAM CTaHAapTa.

PyKoBOACTBO He AalacTca mcuepnbiBaloWwyM. B pyKoBoACTBe NpvBedeHbl MPUMEPbI BbIMaNHENHS COOTBETCTBY-
OLWMX TpeboBaHWA. B pauHoii cTeneHn BOSMOXHO MCMOMb30BaHMe APYrMX METOAOB, [alOLMX TaKue e pesynbTaTbl.
B Hem cogepxatca Takke pekoMeHAaluu Mo BbIMOMAHeHMI0 TpeboBaHWA cTaHdapTa M o6pallaeTcs BHUMaHUe Ha
TpeboBaHNs, HC O4eBUAHbIE A1 NtOAEN, AeTaNbHO HC 3HAKOMbIX C NpoLeccamy CTepUAN3aLm MegULUHCKNX U3LeNnii.

CCbINKN Ha MYHKTbl HACTOALEro cTaHAapTa NpuBefeHbl B KBagpaTHbIX CKOOKaX.

A.2 MepcoHan (4.2)

YpoBeHb KBanMMuKaLmMmu, NOArOTOBKY K OMNbITa NepcoHana pasnunyHbIX crneLmanbHOCTel 3aBUCUT 0T BbINOHSAe-
Mo paboTbl. ObLLee pyKOBOACTBO MO NMOATOTOBKe NepcoHana, ABNALLENCs YacTblo CUCTEMbl 06eCneyeHmns KauecTsa,
npusegeHo B FOCT P NCO XK)4.

Oco6ble TpeboBaHWA NPEALABNAIOTCA K KBanM(UKaLuun 1 NOAroTOBKe NepcoHana, 0TBEYaloLLero 3a:
MWUKPOBVONOTNYECKNIA KOHTPONb;

BETEPUHAPHYIO MUKPOGMONOrNIO;

XUMUWYECKUiA aHann3 N NPUroToBAEHME COCTABOB;

MOHTaX 060pyf0BaHNN;

obcnyxxmsaHne 060pyaoBaHNs;

MexaHU4ecKve UCNbITaHWA NpU aTTecTauuy 3KCMyaTMpyeMoro 060pyAoBaHNY;
3KCnnyaTaumio CTepuan3aTopa;

KannMobpoBKy:

paspaboTKy npouecca;

TEXHUYECKME XapaKTepuUCTUKN 060pyA0BaHuMs;

- acenTu4eckyto 06paboTky.

A.3 PaspaboTka npouecca 1 COBMeCTUMOCTb NpoAyKumn [4.SJ

A.3.1 Pa3paboTka npouecca CTepuAn3aLmm 1 KOHKPETHOrO MeULMHCKOrO U3fenns TpebyeT co3AaHmna Takoro
npotecca, KOTOpblii ABASETCA OAHOBPEMEHHO 3((MEKTUBHBLIM U COBMECTUMbIM C MeAULMHCKUM n3fenvem. Cneposa-
TeNbHO, NCCNef0BaHNSA COBMECTVMOCTY NPOAYKTa BMECTE C 3KCMepUMeHTa/IbHbIM OnpejeneHnemM n/nam onTummsagmei
npouecca CTepunn3aLum MoryT 6bITb MPEANPUHATBI Ha CTaaMKn paspaboTKu MPoAYKLMUH.

Tpe6oBaHNS K CUCTEMe KayecTBa, KOTOPbIE PaCNPOCTPAHAIOTCA U Ha pa3paboTKy MeANLMHCKUX W3aenuin — Ho
FOCT P NCO 9001 n MOCT P 51536.

A.3.2 B npouecce XWAKOCTHOW XMMUYECKOW CTepuamn3aLMm npogyKLumsa MOXeT nojsepraTbCi peskum BO3fAei-
CTBMAM OKPYXXaloLLeidl cpedbl, a Takke BCTyNaTb B peakuuio C UCMOMb3YEMbIMU XULKUMU CTEPUANSYIOLLMMUN CPeACT-
BaMM, MO3TOMy Heo6XoAMMO 06ecrneynTb, YTOObI (YHKLMOHAaNbHOE HasHauyeHWe U 6e30MacHOCTb MPOAYKLWU HC
nocTpajann oT BO3feiCTBMA NpeanonaraeMblxX yC0BUiA CTepuan3salum.

A.3.3. TMpu Bbibope mpolecca CTepUNN3aLMN AN MeAULMHCKUX 13aenuii HeobXoAWMO yunTbIBaTb (haKTopbl,
BAMsAOLWMe Ha 3h(heKTUBHOCTbL MpoLiecca (MprmMevaHne B pasgene 1)

a) [JOCTYMHOCTb CTEPUN3ALMOHHOIO 060pYy0BaHUS;

b) AnanasoH ycnoswii, SOCTMXKUMbIX NPU NPUMEHEHUW AOCTYMHOrO CTEPUN3aLMOHOIo 060pyf0BaHNS;

C) MpoLecchl CTePUN3aLLNK, YXKe UCNOMb3yeMble 41 APYTrOi NPOAYKLWK;

d> Tpe6oBaHNS K OCTATOUYHON KOHLIEHTPALMN XMMUYECKMX BELLeCTB U/WIH NPOAYKTOB UX peakuuu;

C) pe3ynbTaTbl 3KCMNEPUMEHTOB MO pa3paboTke npoLecca;

0 BO3MOXHOCTb TOF0, YTO UCMONb30BAHNE XNAKNX XUMUYECKNX CTEPUAN3YIOLLMNX CPEACT B MPUBEAEH K Pa3MHO-
XeHuto (nponudgepayum) pesucTeHTHbIX MUKPOOPraH13MOB.

A.3.4 Cxema pa3paboTku npoLiecca CTEPUAN3ALMN BKIOYAET B Ce65 CnefytoLLne 3NeMeHTbI:

a) onpefeneHne KpUTMYECKMX MapaMeTpoB npouecca U Npedenos UX U3MEHeHW;

b) oueHKy 6MoHathy3Kn NPOAYKTa, Ha OCHOBE KOTOPOIA A0MKHA ONpeaensiTbCca pacyeTHas MUKpPO6KUoornyeckas
KOHTaMuHauusa ans paspaboTku mpouecca CTepuamsaluu;

C) NOATBEPXfAeHWe NPUroAHOCTU MHOKYIWPOBAHHOTO HOCUTENS, NpeAHa3HauYeHHOro ANs NPoBeAeHWA aTTecTa-
LMK 3KCnIyaTMpyemoro o60pyoBaHNs 1 TeKyLLero KOHTpons.

S
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B pe3ynbTaTe MeponpuaTuii No paspaboTke npoLecca CTEPUNMU3aLMK JOMKHbI OblTb ONPeAeneHbl Clo XapakTe-
pucTuKW. MpPUroAHOCTb TaKoro CTepUNN3aLMOHHOr0 npoLecca Jo/mkHa 6bITb NOKa3aHa Npy NPOBeAeHUN aTTecTaumn
3Kcnayatupyemoro obopygosanus (5.3).

A4 Bam.taums |5|

A.4.1 OueHka BHoOHarpyTkv nNpu Banugauum npouecca [5.3.3]

HacTtosLlee pyKoBOACTBO AOMO/MHAET PYKOBOACTBO, npusefeHHoe B TOCT P NCO 11737-1, NOCKONLKY CyLLe-
CTBYIOT 0CO6ble TPYAHOCTM B OCYLLECTB/IEHNN OLLEHKN BUOHArPY3KM XKUBOTHbIX TKaHel.

OneHka 6MOHArpy3Ku ycTaHaBNVBaeT:

- NpUpogy KOonTaMu nupyoLwmx MUKPOOPraHM3MoB, MPUCYTCTBYIOLMX Ha NPOAYKLMW;

- KOMNYECTBO MUKPOOPraHM3MOB, MPUCYTCTBYIOLMX HA NPOAYKLNK,

- npegenbl konebaHwii 1, cnefoBaTeNlbHO, NPEACKa3yeMOCTV KOHTaMUHALMKM CPaBHEHVWEM 3HAYeHW, NONyYeH-
HbIX NMPY KOHTPO/Me NocnefoBaTeNbHbIX MNapTUA NPOSYKLMUN.

OueHKe B1MoHarpy3kn nognexar:

- UCXOAHbIE MaTepuasnbl XXMBOTHOFO MPOUCXOXAEHMS;

- MaTepuaibl nocne Kaxfoi 0TBETCTBEHHOW cTafun 06paboTku;

- MPOAYKLMA HEmoCpeACTBEHHO Nepef CTepuansauvein (MPCACTCPUNN3ALUMOHHOC YUCHO).

JTto6011 MeTOA OLeHKN BMOHArpy3KM MOXET TOMbKO MOKa3blBaTb NPUCYTCTBME OFPaHUYEHHOIO YMcna MUKpPOOop-
raHM3MOB M UX LWITaMMOB. [10ONOMY 3HaYeHUs OGUOHArpy3Ku [O/KHbI KOPPEKTMPOBATbCA C YYeTOM MOrpeLHocTH
3(PheKTUBHOCTM U3BNEUYEHNS MUKPOOPraHU3MOB M3 NPOAYKLUN 1 IeliCTBEHHOCTY UCMONb3YEMbIX YCNOBUIA KYNbTUBM-
poBaHWA Npy onpegeneHnyn aTX MUKPOOPraHM3MoB. PEKTUBHOCTb U3BNEUEHUS MOXET KonebatbCs, a TaKxKe ObITb
KpaiiHe HU3KOWA AN )KMBOTHbIX TKaHen. UTo6bl KOMNEHCMPOBATh Takyto HEOMPeAeNeHHOCTb, B ypaBHEHME A4S pacyeTa
BPEMEHN BbIAEPXKM B 5.3.7 BBOAWUTCS KO3((ULUMEHT 6e3onacHoCTM, paBHbIii 100.

[na obecneyveHns HageXXHOro onpefeneHns KONNYecTBa BbIPOCLUMX KOMOHWI HEOOXO0AMMO 06paTUTb BHUMAaHME
Ha BbIGOP COOTBETCTBYHOLLMX MUTATENbHbLIX CPef W YCNOBWIA KyNbTUBMPOBaHWS, a TakXKe yyecTb TpeboBaHUA K
BbIJJENIEHNI0 MWUKPOOPraHM3MOB, KOTOpPble MOFYT 6biTb CBA3aHbl C MaTepuanamut >XMBOTHOFO MPOUCXOXAeHWs. B
HEKOTOPbIX CNyyasX MOXHO MCMOMb30BaTh Cpefbl, MpuBefeHHble B Tabnuue A.l.

A.4.2 ATTecTauums B aKcnayarauum

A4.2.1 O6LMe NONOXKEHNA

Mpu BbIGOPE BMAOB MUKPOOPraHW3MOB, UCMO/Mb3yeMbIX NPU BaIMAATTMH Mpouecca cTepunmsauun matepuana
XXVBOTHOMO MPOVCXOXAEHUSA XULKAMU XUMUYECKUMU CTPCAN3YIOLLIMMMN CPeACTBAMM, CrefyeT paccMaTpuBaTh:

- BUAbl MUKPOOPraHU3MOB, KOTOPbIe MOTYT NPUCYTCTBOBATb B MCTOUHUKE TKaHel >KMBOTHBbIX;

- BWIbl MUKPOOPraHW3MOB, BblfiefleHHble B BPEMS OLEHKN 6MOHArpysku NpoayKuuu;

- BMIbl MUKPOOPraHU3MOB, BblfeNeHHble U3 OKpYXatoleli cpedbl, B KOTOPON MpoM3BOAUTCA COOP TKaHei
XMWBOTHbIX, I MPOW3BOACTBEHHON Cpefbl, B KOTOPOI MPOM3BOAUTCA KOHEUHOE MeAWLIMHCKOe W3fenue;

- BMAbl MUKPOOPraHW3MOB, KOTOPble UMEKT A0Ka3aHHYK BbICOKYK PE3NCTEHTHOCTb K BO3AENCTBUIO XKUAKUX
XUMUYECKUX CTEPUN3YIOLLNX CPEACTB, WU KOTOPbIE MOTYT UMETb MOBLILLIEHHYIO PE3NCTEHTHOCTb:

- BapuaLMOHHbIV pasmax BMAOB MUKPOOPraHW3MOB.

MpuMepbl MUKPOOPraHW3MOB, KOTOPbIE MOTYT BbITb MCMO/b30BaHbI, NPUBeAeHbI B Tabnunue A.2. MNepeuncneHHble
MWKPOOPraHW3Mbl paHee Nokasany 3HauuTeNbHYH PE3UCTEHTHOCTb K BO3LEACTBMIO XUAKUX XUMUYECKUX CTEpUn3y-
IOLLMX CPEACTB Ha XMBOTHble TKaHW. Tabnmua MOXeT paccMaTpMBaTbCA TOMbKO Kak CrpaBOYHbIVi MaTepuan, a He Kak
1cuepnbIBatoOLWKi NepeyeHb MUKPOOPraHN3MOB, KOTOpPbIe MOJ/IeXaT OLEeHKe.

Ta6nuuya A, 1—TlepeyeHb CBEEHWUA O MUTATENbHbLIX CPEAaX, YCMOBUSAX MHKYGaLWU W BbIPalMBaeMblX B HUX
Tecr-MuKpoopraHmsmax

TecT-MVKpoopraH1amb! Ang
MuTatensHas cpega” BoaMOXHbIC YCoBUS UHKYGaLWK3) [IEMOHCTPALIM POCTOBLIX CBOVCTB
nuTaTe/bHbIX cpeq*l

1 TpmnTOHo-gocsblﬁ 6yNbOH  1© A3po6Hble (30—35 ‘C) Bacillus subtilis
TPHITOHO-COEBLIN arap Klebsiella pneumoniae
Pseudomonas aeruginosa/diminuta
Staphylococcus epidermidis

2 TIuTaTeNbHbIA GYNbOH M MnTa- A3pobHble (30—35 ‘C) Bacillus subtilis
TE/IbHBIN arap Klebsiella pneumoniae
Pseudomonas aeruginosa/diminuta

A3po6Hble (20—25 ‘C) Saccliaromyces cerevisiae
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OkoHuaHue Tabmuubl A. |

TecT-MUKpOOPraHm3mbl s1»
MutarensHas cpeaa” Bo3MOXHbIe YCOWMHS UHKYOUUHIT) [fieMoHcTpaLmn pOCTOBLIT CUOCT»
NUTaTe/bHbIX Cpes*l

3 Cpepa JloBcHcraiiHa — [keH- A3pobHble (30—35 ‘C) Trichophyton ruhrum
ceHa (JIcBCHWTCHa—VICHCeHa) Mycobacterium phtei (3 Hegenu)
4 KpoBsiHoi1 arap A3pobHble (30—35 ‘C) Bacillus subtiUs
Klebsiella pneumoniae
Pseudomonas aeruginosa/diminuta
Staphylococcus epidermidis
Enterococcusfaecalis

AHaspobHble (30—35 ‘C) Clostridium sporogenes
5 KapTo(cnbHO-ACKCTPO3HbIiA A3pobHble (20—25 ‘C) Saccharomyces cerevisiae
arap Trichophyton rubrum
6 Cpepa PobepTcoHa M3 oTBap- A3pobHble (30—35 ‘C) Clostridium sporogenes
HOro msca -»

1 Cpegbl HC [OMKHbI COAEPXKaTb HACTOBbIX MHAMKATOPHbIX KpacuTenei (KOTopble 4acTo ABAAOTCSA UHIMOUTO-
pamMu MUKPOGHOrQ pocTa», Ta UCKMKO4eHMEeM 0COGbIX Cy4yaeB, Hampumep, cpefbl JToBcHeraliHa—ixeHceHa J1-x. —
(icBeHurreiiHa—McHeceHa). OnpefeneHve pocTa B XXMAKWX Cpefax [LOMKHO NPOBOAUTLCS BM3yabHO, NM60 No
CTaHAapTy MyTHOCTU, NGO MO NAOTHOCTU, NGO NyTEM MUKPOCKOMWUPOBAHNS U B HEOOXOAUMBIX CllyHasaX NOLTBEPX-
[)aTbCA NepeceBOM Ha COOTBETCTBYHOLLME TBEp/ble MUTaTeNbHbIE Cpesbl.

3| MoryT 6bITb 3aMeHeHbI aNbTePHATUBHLIMU CPefaMu CO CHUXKEHHbIMU CBOWCTBaMM, 06eCneymBatoLL M pocT
aHaspo6HbIX GakTepuid.

3) Bpems MHKy6aLumn Mo Bcex cpedax AO/MKHO COCraaTATb He MeHee .IBYX HefieNb, 3a UCKMoUeHVeM cpefpl JT —K.
rae BpeMsi MHKy6aLuy JOMKHO 6bITb HC MeHee Tpex Hefenb. Temnepatypa JoKHA KOHTPOAMPOBATLCSA U MOAJEPXKM-
BaTbCS BAOMYCTUMbIX Npefenax. MoBpexieHHbIe MUKPOOPraHM3Mbl MOTYT NOTPe60oBaTh 60/ee fIMTeNbHOT0 BPEMEHM
NHKy6auumn.

4 Kaxnas napTvs nutaTenbHOW cpefdbl fO/HKHA MOABEPraTbCA UCMbITAHWIO AN [OKa3aTeNbCTBa TOro, YTO OHa
crnocobHa obecneynTb BoccTaHoBNeHNe 10—100 MWKPOOPraHU3MOB B MHOKYynsTe. MapTueid cumTaeTcs KOANYeCTBO
npenaparta, NPWroTOBNEHHOE W3 OAHOW NAapTUW Cbipbs, MOABEPrHYTOTO ABTOK/NABMPOBAHMIO 3a OAWH NpHEM.
McnbiTaHUs [OMKHBI NPOBOAMTLCS C OMpPeAeNieHHbIMU LWTaMMamMn MUKPOOPraHU3MOB U3 NPU3HAHHON KonneKuuu
KynbTyp.

Ecnm ncnonb3yeTca MHOKYNAT, cofepxawinii 10 MMKpoOpraHn3MoBs, TO PeAKo yAaeTcs BbiAenutb 10 KONoHMC-
ob6pasytowmnx eguHuy, (KOE) Ha TBepfoin NuTaTeNbHOM cpefie, rak Kak:

a) CYLLeCTBYET pasHuLia MeXAY 06LLMM KOIMYECTBOM MUKPOOPraHW3MOB U YMC/IOM XKWN3HECTOCOGHbIX MUKPOOP-
raHu3mMoB, U

b) YMCNO MWUKPOOPraHU3MOB B WHOKYNATE MOXET OTNMYATbCA OT cpeaHero 3Hadenus 10 eauHuy,. BbigeneHve
ofHoi unu 6onee KOE 13 nHokynata (Mnv BUAMMBIA POCT B XXWAKOW NUTaTeNbHON CPeAe) MOXKET paccmMaTpuBaThCs
KaK YAO0BNeTBOPUTENbHOE CBUAETENBCTBO CMOCOGHOCTM NUTATENbHON Cpefbl NOAAEPXKMBATb POCT TeCT-MIKPCX3pra-
HM3MOB. TpK NCMbITAHWAX XNAKUX NUTATENbHbIX CPes, ecn He06X0AMMO NPeAoTBPaTUTL 3PNEKT NHIMOGMPOBaHUN,
BbI3blBaeMblii pasbaBuTenem, crefyeT NCMoAb30BaTh He6OMbLINE 06beMbI NUTaTeNbHbIX cped (10 cmb).

MprvmeyaHune—TloOMUMO YKa3aHHbIX B Tabnuue A1l MOTYT ucnonb3oBaTtbes cpefa Cabypo. rMoraMkonceas
CMeCb U pyrue cpefibl B COOTBETCTBUM C AeMCTBYHOLLE HOPMATUBHO-TEXHUYECKOW AOKYMEHTaL e,

Tpy cTagum MUKpOBMONOTMYECKON aTTecTauun 3KCMayaTupyeMoro 060pyoBaHWNs — CKPUHWHT, MOCTPOeHue
KPVBBIX BbDKMBAHWA W OLEHKa MHAaKTUBALMWN Ha HOCUTENAX U3 TKaHel XNBOTHbIX —paccMoTpeHbl B A.4.2.3—A4.2.5
COOTBETCTBEHHO.

A.4.2.2 HenTpanusauns |5.3.4|

Mepes Ha4aTOM MWKPOGWMONOTMYECKOI aTTeCcTaLmmn 3KCnayaTMpyemMoro 060py0BaHUS HEOBX0ANMO 06ecreunTb,
4T06bI Ha pe3ynbTaThbl aTTECTaLMN He NOBAMANK BakTepuuuaHble N 6akTepuocTaTnyeckme ahekTbl 0T CRefoB XKUAKNX
XUMUYECKUX CTEPUNM3YIOLLMX CPEACTB, BHOCUMbIX B CUCTEMY BblpallyBaHNS MUKPOOPraHU3MoB. BnnsaHue b6aktepu-
LMAHBIX N 6aKTepMOCTaTUYeCKMX BELLECTB MOXET OblTb YMeHbLUEHO pa3baBneHneM, UCKNIOYEHO C NOMOLLbI0 GUAbT-
pauum unM KOMNEeHCMPOBAHO peakuuein ¢ HeTPanu3yoLWmM areHToMm.

Bbibop cucTeMbl Heli Tpanusauum 6yaeT 3aBUCeTb OT COCTaBa XUAKOTr0 XMMUYECKOT0 CTepUAN3YIOLLEro CPeACTBa,
a 3 (heKTUBHOCTb BbIGPaHHON CUCTEMbI [O/MKHA ObITb NOKa3aHa A0 Hauana aTTecTauum.

A.4.2.3 CKpUHUHT (COPTUPOBaHME) MUKPOBMONOrnyecKnx n3onsatos |5.3.6 a)|

A.4.2.3.1 O6wme NonoxeHus
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MpakTnKa nokasana, YTo HeLenecoobpasHo M3yyaTb MHAKTUBALMIO BCEX U30NATU . NOMYYEHHbIX U3 MPOLYKLUN,
No3TOMy creflyeT UCMONb30BaTb CKPMHWUHIOBLIN reel. Moasepras 06pasiibl XXMBOTHbIX TKaHell MeHee XXeCTKUM YCno-
BUAM BO3[eWCTBMA. YeM Te, KOTOPble MCMOMb3YHTCA WU MpoLecce CTEPUAN3aLMM, MOXHO ObICTPO OTAENUTbL 6Gonee
PE3NCTEHTHbIE M30NATbI W MPU U3YUYEHUN WHAKTUBALMKM MCMNOMb30BaTh TOMbKO MX. JH060 M3014T, OKasbiBatoLLniicsa
60/1ee pesnCTeHTHbIM, YeM CTaHAapTHbIe Ky/lbTypbl, Bbi6paHHble A1 Banufauum (Tabnuua A.2). omkeH 6biTb Non-
HOCTbIO OXapaKTepu30BaH.

IMOCKONbKY MPUMEHEHUE XNLKNX XUMUYECKUX CPEACTB B MpoLieccax CTepUIN3aLum CBA3aHO C UHANBUAYaNbHbI-
MU 0COBEHHOCTAMM CUCTEMBI, HEO6XOAMMO MPOABAATL NOCTOAHHOE BHUMaHWe K ONPeAeneHnto, CKPUHUHIY U UCMbI-
TaHWI0 06HapYXXMBaeMbIX MUKPOOPraHN3MOB, KOTOpPble MOryd 061afaTh 3HAYNTENbHON PE3NCTEHTHOCTLIO K NpoLeccy
ctepunusaummn. CyLiecTByeT pUCK TOFO, YTO BO BPEMS MPOW3BOACTBA MOTYT ObiTb BHECEHbI HOBbIE N U3MEHEHHble
MWUKPOOpraH13Mbl, 06nagatoLime 601ee BbICOKON Pe3NCTEHTHOCTbIO K NPOLIECCY CTEPUAN3aLMM, YeM UCXOAHbIE MUK-
pPOOPraHU3Mbl. UCMONb3YeMble NPU UCAbITAHUAX W BanupaaLumn. MoaTomMy HeobxoAMMO YCTaHOBUTL MPoLeaypy CKpu-
HWHFa ¥ OLEHUTb Pe3NCTEHTHOCTb MUKPOOPraHW3MOB, 06HapYXXeHHbIX Npu MPOM3BOACTBE W B OKPYXXatoLleld cpefe
(npoueaypy CKpMHMHIa MUKPOGMONOTMYECKNX M30MISTOB CM. TaKxe B A.5).

B npouecce MUKPOGUONOrMYECKOr0 CKPUHUHIA OBHApY>KeHWe W OLEeHKa HOBbLIX UN U3MEHEHHbIX MUKpoopra-
HW3MOB [O/KHbI OCYLLECTB/IATLCA CBOEBPEMEHHO.

Mpoueaypa CKPUHUHIA MUKPOBMONOrMYECKOro 13anata fo/MKHa BKIYaTb TpK 3TaHa:

a) cbop MUKpPOGMONOrMYECKOTO n3ansTa:

b) UAEHTUPUKALUIO MUKPOBMONOTMYECKOTO N30NATa;

C) NpOBeAeHVe KOHTPOMbHbIX UCMbITaHUA MUKPOBMONOTMYECKOT0 N30ATa Ha PE3NCTEHTHOCTb (CKPUHUHT).

A.4.2.3.2 C60p MUKPOOMONOrMYECKOro n3onsaTa

MwuKpobronornyeckune n3onaTbl 4OMKHbI 6bITb COOPaHbl Kak B NPOM3BOACTBEHHOM MNpoLiecce, Tak U U3 OKpy-
Xatolei cpedbl, B KOTOPO/ NPOM3BOANTCS MefULMHCKOe u3genve. CHavana Ao/mMkHbl 6biTb CO6PaHbI Te MUKpoopra-
HM3Mbl. O KOTOPbIX TOYHO M3BECTHO, YTO OHM MPUCYTCTBYIOT Ha MPOAYKLUMMW O NPOBEAEHNS CTEPUIN3aLnmn (M3019Tbl
6voHarpyskun). B gononHeHme K 6uoHarpyske npoayKuuu M30n8Tbl AOMKHbI ObiTb CO6paHbl U3 NPOM3BOACTBEHHON
CpeAbl, B KOTOPOA W3roTaBnMBaeTCa Nponykuusa. 3Ta cpefa MOXET BKIHOYaTb pabouve pacTBOPbl, paboyne NoBepx-
HOCTW. CUCTEMbI OYNCTKW BOAbI, Cbipbe W NepcoHan, 04HAK0 HC OrpaHNYnBaeTCH UMK.

A.4.2.3.3 VgeHTndmkaLms MUKpOBUONOrnYecko n3onata

MWuKpo6Konornyeckme N3onsTsl, COBPaHHbIE 411 OMEHKN, AOMKHbI 6bITb OXapaKTeprn3oBaHbl U/MNN UAEHTUDN-
LIMPOBaHbI. XapaKTepucTyka AO/MKHA BKNOYATb, KaKk MUHUMYM, MOP(ONOTMI0 KONOHUIA 1 KNeTOK, OKpacky no Ipamy
1 ONMCcaHne CKOpPOCTK pocTa. Ecin BO3MOXHO, MPeAnouTUTENbHO MABHTU(DULMPOBATE BUALI UAW NOABUADI.

A.4.2.3.4 TipoBeAeHVe UCMbITAHNI Ha PE3NCTEHTHOCTb (CKPUHWHT)

KOHTPO/NbHbIE MCMBITAHUA MUKPOGMOMOrMYECKUX U3aNfraB Ha PesnCTEHTHOCTb JOMKHbI ObiTb NMPOBEfeHbI B
cooTBeTcTBUM € 5.3.6. MUKpPO6BMONOrnyecKne N3004Tbl. NPOABASAIOLLME 3HAYMTEbHYIO PE3UCTEHTHOCTb K npoLeccy
cTepunan3auun Npyu NepBUYHOM KOHTPOMbHOM UCMbITAHWUK, AO/MKHbI 6bITb MOABEPTHYThI MOKOV OLLEHKe 1 CPaBHEHWIO
C MWKPOOpPraHW3Mamm, UCnonb30BaHHbIMKU MPU NEPBUYHON aTTecTalum aKcnayaTmpyemoro o6opyfoBaHns 1 Banuga-
umn. HeobXxoaMMO OLEHWUTb OTHOCUTENBHYIO PE3UCTEHTHOCTb KOHTPOJIbHLIX MUKPOBMOMOrMYECKMX U30S30B C TOUKU
3peHNsa npouecca CTepunmnsalmm.

Ta6nuuya A.2—TpyMepbl MUKPOOPraHU3MOB, KOTOPbIE WCMO/b30BANNCL AN OLEHKU aKTUBHOCTU HEKOTOPbIX
XUAKNX XUMNUYECKUX CTEPUN3YIOLLMX CPEACTB

Homep 1 Konnekuun KynbTyp
Bun mmkpoopraHusmos

ATTC* NCTC2) NC1M Bil
Cnopsl
Clostridium spomgenes 3584 - 10696
Basillus suhtilis 6051 3610 3610
9372
Basillus pumilus 27142 10327 10692
Chaetomium globosum 6205 - -
Miemasa/s cinereus 16594 - -
BeretaTuBHbIE KNETKM
Mycobacterium chetonae 35752 946 1474
Melhylobac/erium extorquens 43645 - 9399
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OkoHuaHne Tabnuubl A.2

Howmep 1 Konnekuun Kynstyp
BUH MMKPOOP raMALLION

ATTC*> NCTC2) NC1MB3'

Trichosporium beige/ii 22310 — —

11 AmepukaHcKas Konnekuma TUNOBbIX KYNbTyp.
21 HauuoHanbHaa Kofnekuusa TUNOBLIX KylbTyp.
3> HaumoHanbHas Konnekumsa NpoMbILLAEHHBIX W MOPCKMX GaKTepuii.

MpumMeyaHue — MoryT GbiTb UCMO/b30BaHbI MOX0XMWE UM PaBHOLEHHbIE Ky/bTypbl, XpaHsimecs B Kon-
NICKHUAX KyTbTyp, 3aperucTpupoBaHHbIX ByaanewtckuM CornatlieHneM.

OnUH 1T NOAXOA0B K NePBUYHOMY KOHTPOMbHOMY UCMbITAHWIO Ha PE3NCTEHTHOCTb 3aK/YaeTcs B TOM, YTOObI
NoABEPrHyTb BO3AEWCTBUIO XXUAKOTO XMMUYECKOrO CTEPUM3YIOLLEro CPEACTBA NP MUHUMANbHBIX NapameTpax npo-
Liecca CTepunan3aLmMmn CycrneHsmto, cofepxatlyto He MeHee 10* BbiAeNeHHbIX MUKPOOPraH13MOB, U BbiepXKaTb ee Tam
B TEUEHME BPEMEHU, PABHOI BeNMYMHE |) CAMOro Pe3UCTEHTHOTO MUKPOOPraHW3ma, UCMosb3yeMoro npu aTtecTayum
aKcnnyaTnpyemoro o6opyaoBaHus. Ecnv nocne Takoii BblAepXKKY 06HapYXXMBAOTCA XKN3HECTOCO6HbIE MUKPOOPraHn3-
Mbl. TO 3TO 03Ha4aeT, YTO Pe3UCTEHTHOCTb M3onuTa Ha 20 % un 6onee NpesbILaeT Pe3NCTEHTHOCTb CaMOro YCTOM-
4YMBOTO MWKPOOPraHW3ma, MPUMEHAEMOro Mpu aTTecTauuu 3KCMayaTupyemoro o6opyfoBaHus. B aTom cnydae
NOMYYeHHbIV N30NAT NOANEXNT NONHOW UAEHT NDMKALMK, @ KNHEMATUKa ero MHaKTUBaLun —aeTanlbHOMY WU3YYeHWHO.

A.4.2.4 VccnepfoBaHWe KNHETUKN MUKpOBUONormueckoit nHaktmsauum (5.3.61

A4.2.41 O6LMe NONOXeHMs

Mpu nNpoBeAeHUN aTTecTaLuy 3KCMIyaTUpYemMoro o60pyAoBaHUS CTPOAT KPWUBYK MHAKTWMBALUKM ANS KaXAOro
MWKPOOPraH13ma, npuyeM Kpueas fO/DKHA CTPOUTHCA Kak MUHUMYM HO NATW TOYKaM, 0XBaTbIBAIOLMM, MO KpaiHel
Mepe, ThICAYEKPATHOE CHUXKEHME YKMcna MUKPoopraHnamoB. Kaxaas Touka 06bIYHO CTPOMTCA MO TPEM MOBTOPHbIM
onbITaM ¥ fO/KHA UMeTb BOCMPOWN3BOANMOCTb B Npefenax YABOEHHOr0 CTaHAaPTHOrO OTKIOHEHNS.

Mo nonyyeHHbIM pesynbTaTaM MOXET 6bITb paccunTaHa BennynHa D Hanbonee pesucTeHTHOr0 MKPOOPT aHN3Ma,
MCMOMb3yeMOro B OnbiTax. PacueT BenWuMHbl D BO3MOXEH MpU YCNOBWW, YTO B NOMYNOrapuMUUECKUX KOOpAMHATaX
(norapum yncna BbDKMBLLNX MUKPOOPraHN3MOB B 3aBUCUMOCTMN OT BPEMEHW BbIfEPXKM) KpVBas BbDKMBAHWA ABNSETCA
NUHeRHON. Ecnn nmeloTcs OTKNOHEHUS OT IMHEHOCTY, TO NpeAcKasaTh NapameTpbl YA0BNETBOPUTENBLHOMO NpoLiecca
cTepunn3aLmmn TpyAHO. Takne OTKIOHEHWS JOMKHbI CAYXWTb NPeAMETOM fanbHelLuero n3y4YeHus B Liebio ayuluelt
XapaKTepuUCTUKN KUHETUKN WHAKTUBaLUK.

YT06bl OLEHNTb BeNMUYMHY D Npu Marbix KOAMYeCcTBax BbDKMBLUMX MUKPOOPraHW3MOB, MOXHO MCMONb30BaTh
MeTof, Hanbonee BepoATHOro uncna (HBY). npoBoguMblii ¢ TpeMst HaMboee Pe3UCTEHTHLIMU K BO3AECTBUIO laHHOTO
npouecca CTepuAN3aLMy MUKpoopraHusmamu. onyyeHHas BenuunHa D MOXeT 6GbiTb MCMONMb30BaHa B KauyecTse
KpUTEPWS NPUEMIEMOCTY PacHeTHOrO BPEMEHW BbIAEPXKM.

OnpegeneHve sennymHel D metogom HBY onucaHo B npunoxernun B k TOCT P MCO 11135.

A.4.2.4.2 3JTanbl uccnefoBaHun

Banupauuio npoLeccoB CTEPUIN3ALAN XULKUMU XUMUYECKUMU CPEACTBaMW cnefyeT MPOBOAWTbL Tak. YTOGbI
MOXHO ObI/I0 OMCHUTb B3aMMHOE BAUAHWE [PYr Ha Apyra TCCr-MUKPOPraHW3MoB M MefULMHCKOro ugenuu. 3ro
[OCTUraeTcs Mpu OnpeAeneHUN KUHETUKU WHaKTUBaLWKM TeCT-MUKPOOPraHU3MOB, Ky/NbTUBMPYEMbIX COBMECTHO C
MEefULMHCKAM U3AeNneM WA MHOKY/MPOBaHHBIX Ha HeM.

Takas oneHKa BK/IHOYaeT YeTbipe aTana UccnefoBaHuii:

- onpegeneHve KOMMOHEHTOB, KOTOpble MPeACTaBAAlOT Haubo/bllee CONPOTWBEHUE BO3AEHCTBUIO XUAKOMO
XMMUYECKOr0o CTePUNN3YIOLLETO CPEACTBa;

- onpegeneHve MeToAa, C MOMOLLbIO KOTOPOr0 MUKPOOPraHU3Mbl 06HapY>XMBalOTCA Ha MeAULMHCKOM U3feniun
WM Ha BbIGPaHHOM KOMMOHEHTE;

- BaNMAaLMIo MeTofa BOCCTAHOBEHWUA/ONPeACeHN MUKPOOPTraHN3MOB Ha MeAWNLMHCKOM M34enun WAn Bbl-
6paHHOM KOMTMOHEHTE;

- onpegeneHve KMHETUKWN WHaKTUBaLMK 3eCT-MUKPOOPraHN3MOB B MPUCYTCTBUN MEAMLIMHCKOTO U3AeNnUs uam
BbIOPAHHOTO KOMMOHEHTA.

Mcnonb3ytoT MeToh MpAMOro nogcuyeta Yucna BbDKMBLUMX MUKPOOPraHW3MOB B 3aBUCUMMOCTU OT BPEMEHM
06paboTkn (KpuBas BbDKMBaHUA), meToq HBY (Hanpumep, cTo pasHoBugHocTu MmeTog Cram6o-Mapdu-KokpaH
(Stumbo-Murphy-Cochran) W1 metog CnmpbicH-Kap6ep (Spearman-Karber)) |9]. MocTpoeHue KpUBOIA BbIXXUBaHMA
NpeAnofuYTHTENbHEN, raK KaK 3TOT MeTOA NpesoCcTaB/IsAeT [OCTATOUHbIE AaHHbIe A8 ONUCaHUA KUHETUKN MHAKTUBALMN
TeCr-MMKpPOOPraHM3MOB B MPUCYTCTBAN MeAULMHCKOIO M3L4enns Uau BbIGPAHHOTO KOMMOHEHTA.

MeTog HBY MOXET MpWMeHATbCA, ecnv MeAWLMHCKOe W3Aenue AN KOMMOHEHT HC MO3BONAIOT MPOMOHTD
nocnesoBaTebHOE BbISB/IEHME BbDKMBLUEA NONYNALMY MAKPOOPTraHU3MOB B 3aBUCUMOCTU OT BPEMeHU 06paboTKm (T.e.
MeAMLMHCKOE M3fenne UM HOCUTENb He MOTYT MOABEPraThbCs BbIMAUMBaHWIO ANS B3ATUA NPO6LI C LieNblo onpeseneHuns
NONyNALMKN BbDKUBLUMX MUKPOOPraHW3MoB).

12
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XOTs NpsMOii MOACHET U MOCTPOEHME KPUBOIA BbDKMBaHUS AatOT 60/bLUe MHDOPMALLMU O KWHETUKe MHAKTUBALUM
TeCcT-MUKpPOOPraHn3Ma, OHW B TO )Xe BpeMs MOryT noTpe6oBaTh 60/bLUe BPeMeHW U pecypcos. [Mpouesypbl NpsMoto
nofcyeTa CBA3aHbl C W3BMEYEHNEM BCEX XXM3HECMOCOOHLIX MUKPOOPraHM3MOB NOCne OnpefefieHHOro BPeMeHW Bbl-
[IePXXKN B XKUAKOM XUMUYECKOM CTEPUM3YIoLLEeM CpefcTBe. [3BneueHre MOXeT NPOBOANTLCA FaK Xe, KaK npu oLeHKe
6uoHarpyskn (TOCT P NCO 11737-1). Hanpumep, MyTeM FOMOreHM3aLmnm UCMbITYEMOro KOMMOHEHTa U MPUroToB/e-
HWA COOTBETCTBYIOLLMX pa3BefeHni AN NoAcHeTa BbDKMBLUMX MUKPOOPTraHU3MOB.

"omMOreHm3auus UCnbITYeMOro KOMMOHEHTa (HanpUMep, XXMBOTHbIX TKaHEn) MOXET OblTb NPOBeAeHa MyTeM ero
acenTUYecKOoro BbIMAYrrBaHWA UK AUCTTCPrMPOHaHNA/PacTBOPEHNS B CTEPUIBHOM pasbasuTene. OTOBATCA NoCnefo-
BaTe/lbHble pa3BefeHNs CyCMeH3un, IT Ha COOTBETCTBYIOLYMX Pa3BeAeHUAX MPOM3BOAUTCA NPAMOIA NOACYET Mo CTaH-
napTHbIX! metogam (FOCT P NCO 11737-1).

A.4.25 Vcnonb3oBaHne HocuTenei n3 TKaHei

A.4.2.5.1 O6ume NonoXeHns

Mpu “CMONb30BaHUW TECT-MUKPOOPraHM3Ma, MOKas3aBLUEro Npu WCMbITaHWAX CyCMeH3NM HambonbLLy0 pesunc-
TEHTHOCTb K BO3AENCTBUIO XXWUIKOK XMMUYECKOTO CTEPUIM3YIOLLErO CPEACTBA, KMHETUKA ero MHAKTUBaL MM [O/MKHA
M3y4aTbCs B NPUCYTCTBUM UCMbITYEMOro KOMMOHEHTA. [11aHnpoBaHune OMbITOB AOMKHO BKNOYaTb KOHTPONUPYeMble
06paboTKn (Mpy XYALIMX YCNOBUAX) WHOKYIMPOBAHHOIO WAM KyNbTUBMPOBAHHOIO WCMbITYEMOro KOMMOHEHTa B
XUAKOM XMMWYECKOM CTEPUNU3YIOLLLEM CPEACTBE NPY pasHbIX BpeMeHax BblfepXkn. O6pasHbl AOMKHbI 0T6MpaTLCA
yepes onpefiefleHHble UHTepPBasbl BPEXTEHWN ANA OLLEHKU BbDKMBLUEW MONYNALMKM BaJHANPOBAHHLIM METOAOM BOCCTa-
HOB/IEHWA XLLKPOOPraHU3MOB.

M3yyeHne KMHETUKN MHAKTWBALMW 3aBepLUaeTCs NOCTPOEHMEM KPUBOW BbDKMBAHUW B NONYNOraputmMmyeckoi
WwKane (Ha rpatuke B KOOpAMHATaX Norapudm ymcia BbDKMBLUMX MWUKPOOPraHWU3XKOB — BPEMS BbIAEPXKK). 3aTem
paccumTbiBaeTca BennynHa D TCCT-MUKpoopraHusma B MPUCYTCTBUM UCTLITYEMOrO KOMMOHEHTA W ITpu Manxyawmx
yCcnosumax crepunnsaunm. Ytobsl o6ecneynTs BOCMPOM3BOAUMOCTb AaHHbIX, ONeHKa KUHETUKM WHAKTUBALMN AOMKHA
NPOBOANTLCA ITC MEHEe Tpex pas.

A.4.2.5.2 Bbl6op HocuTens

VccnefoBaHns KUHETVMKM MUKPOBMONOTMYECKOW WMHAKATLULWIT [OMKHbI MPOBOAUTLCA ra MaTtepuanax HocuTens,
KOTOpbIe CO3/at0T HanbobLLIEe CONPOTHBIIEHWE NPOLIECCY CTepUn3aLmn. Beibop HOCUTENS AO/MKEH NMPOBOANTLCA C yHETOM
obecrneyeHns KOHTaKTa W/rran B3aMMOLEACTBNA XKUAKOTO XMMUYECKOTO CTEPUM3YIOLLErO CPeACTBa C HOCTTENCXr (Hamnpu-
mep, rnapoo6HbI BONOKHUCTBI MaTepuan MOXeT TPYAHee CTepUAN30BaThbCA, YeM MafKvie r3rapodubiLLe NOBEPXHOCTY).

Ecnv Takoii BbIGOp HOCMTENS HC ABNSETCA OYEBMAHLIM, HEOOXOAMMO MPOBECTU CKPUHWHT AN OnpefeneHns
Hanbonee 3pyaH«CTEPUNN3YEMbIX HOCUTENEN.

A.4.25.3 OnpefenerHne XWKpoopraHusMa (0B) Ha UCMbITYEMOM KOMMOHEHTe (HOCUTenNe)

MeTog onpegeneHns >KN3HeCNOCOOHbIX XLUKPOOPralUT3XrOB Ha HOCUTeNe 0 Hauyana CTepUAM3auun B XXUAKOM
XUMWYCCKOXT CPELCTBE MXTCCT MEPBOCTEMEHHYH BaXHOCTb MPU CO3AaHWKM YCNOBWIA -3(P(HEKTUBHON CTepuamsauum c
TOYKMN 3pEHUSA YCTaHOB/EHWA MPOTUBOAENCTBYIOLMX CTepuamM3aLum (hakTopoB, BCTpevatloLmxea B nNpakTuke. MoryT
6bITb MCNOMb30BaHbI ABa .METOAA ONpefeNeHUs XN3HECTOCOOHbIX MUKPOOPraHW3MOB Ha UCMbITbIBAEMOM KOMMOHEHTE:
npsaxras UIHOKYNAUUN UKW KYNbTUBMPOBAHWE NPU YCNOBUAX, UMUTUPYIOLLMX NPOU3BOACTBEHHbIE.

Mpu NpAMOI MHOKYNALMKU WCNONb3YETCA XKM3HECNOCO6Has CropoBas WM KeTOYHas CYCreH3us, KoTopas
HaHOCMTCA Ha HOCMTEeNb HEeMOCPeACTBEHHO Nepes BblAEPXKKOW B XUAKOM XMMUUCCKOXT CTEPUN3YIOLLEM CPeACTBe.
Hy>HO 06paTUTb BHNMaHWe Ha BpeMms, He06X0A4NMOe ANA NPOHWKaHWSA WHOKYNATa B HOCWUTENb W CBA3bIBAHWA €ro C
HocuUTeneMm, Mpexzge YemM HayaTb CTEPUIM3ALMIO, a TakKe Heob6X04MMO yuyecTb GakTepuuMAHbLIA 3(deKkT, KOTopbIi
HOCWTe/Ib MOXET OKa3blBaTb Ha UHOKYNAT.

Ecnmn BbiGpaHHbIli MUKPOOPraHW3m cnocobeH faBaTb POCT B/rTa MPOAYKLMM NPU HOPMabHbIX MPOVN3BOACTBEH-
HbIX YCNOBUAX, HEOBXO0ANMO NPUMEHNTb KYINTUBMPOBaHWE MUKPOOPTraHW3MOB B YCNI0BUAX, UMUTUPYIOLLMX NPOU3BOJ-
CTBEHHbIE, @ MPW BO3MOXHOCTW fenaTb 370 U AONOMHUTENbHO K WMHOKYnAuuw. [omkeH 6biTb YCTaHOBMEH XreTod
KyNbTUBMPOBaHWUSA HOCUTeNs (Nneid) ¢ TeCT-MWKPOOpraHusmMamu. Mpy TakMxX YCNOBUAX KONNYECTBO XKWM3HECTOCOBHbIX
XLKPOOPraHn3MoB B/Ha NPOAYKLUMU [OMKHO Bbirb HC MeHee 1000 konoHucobpasytowmnx eguHul (KOE). B kaxpoi
OTfeNbHOV CUCTeMe KyNnbTUBMPOBaHWA 3T0 KonnyectBo KOE [0 Havana CTepununsalmm fomKHO ObiTb OANHAKOBbLIM B
K&K/IOM KOMMOHeHTe. [laHHble 418 NOATBEPXAEHNA COOTBETCTBYIOLLEA MUHUMaNbHON NONYAALMK T ce 04HOPOLHOCTH
[OKHBI BbITb COBPaHbl HENOCPELCTBEHHO Nepef, U3yYeHneM KUHETUKN MHAKTUBALUK.

MeTog BOCCTaHOB/IEHUN XWN3HECTIOCOOHbBIX MUKPOOPraHN3MOB HOCUTENS MOC/e CTEPUAN3ALUN XUAKUM XUMU-
yeckmnx! CPefCcTBOXT JO/MKEH ObITb ONpefeneH U BaNMAMPOBaH. Bannjaums fomkHa nokasaTb, YTO BblGpaHHbI MeToq,
ob6ecrneynBaeT BOCNPOM3BOANMOE BOCCTAHOBNEHVE BbDKMBLUMX MUKPOOPraHW3XIOB.

A.4.2.6 BnnaHue opraHnyecknx marepuanos

[na HeKoTOpOW MpOAYKUMU KOHTaXrmHaums opraHuyeckumu matepuanax!!! MoXeT cnyxuTb hakTopom, orpa-
HUYMBAOLLMM 3 eKTUBHOCTb NpoLecca. VccnefoBaHNs [OMKHbI BKIOYATb OLEHKY BAMAHMA pacTBOPOB, COAEPXa-
LMX COOTBETCTBYIOLLME OpraHuMyeckue BellecTBa (Hanpumep, CbIBOPOTKW, anbbyMUH T T.A.) WAW CTEPUSbHble
CYCMeH3NN TKaHeli. BUf 1 KOHLEHTPaLMIO OPraHnyeckoro xrarepHana ciefyeT fJOKYMEHTMPOBaTb.

[nsa npofgyKuun, KoTopas MOXET BbICYLUMBATLCA B NPUCYTCTBUM OPraHUYecKoro matepuana, fO/MKHbI UCNOSb-
30BaTbCA MHOKY/IMPOBALUTbIC HOCUTENN, COAEpXaLline MUKPOOPraHn3Mbl, BbICYLLEHHbIE B COOTBETCTBYHOLLEM OpraHu-
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4CcCKObl MaTepuane. Takne MHOKY/MPOBaHHbIE HOCUTENN MOTYT BK/KOYaTh NMpenapaTtbl MUKPOOPTraHW3MOB, YCTORUMBLIX
K BbICYLIMBaHUIO, Takux Kak cropbl Clostridium sporogenes. Bacillus subtilis, Enterococcus faecatis, Mycobacterium
chelonae n Candida albicans (Tabnunubl A.l n A.2).

A.4.2.7 Bannpauus acentuyeckoro npouecca (5.3.8)

AcenTuuyeckoe nepemMeLleHne NPOAYKLMN 13 CTEPUNM3YIOLLETO BELLLECTBA B (DMHULLHBIA CTEPUbHbLIA KOHTENHEP
Takxe TpebyeT Baaiuaumi. B 3Ty Baimaumio fOMKHbI 6bITb BKNHOYEHbI CeaytoLLye napamMeTphbl:

- cTepunn3auma MycTbiX KOHTe/HepoOB B COOTBETCTBUM C TpeGOBaHMAMMW COOTBETCTBYIOLLErO CTaHAapTa Mo
ctepunusaumn (FOCT P MCO 11134, FOCT P NCO 11135 n FOCT P UCO 11137);

- CcTepunn3auyma nobbiX KOHCEPBUPYIOLLMX PaCTBOPOB, B KOTOPble aCeNTUYECKN NMepeHOCUTCA NPOLYKLMS;

MpumeyvaHne —dunbTpytowas crepunusauma —no FOCT P NCO 13408-1.

- (hU3NYECKN N MUKPOBMONOTNYECKUNI KOHTPONb Cpefdbl, B KOTOPOI NPOM3BOAWTCS acenTuyeckoe nepemelte-
HWe NpoayKuum:

- acenTMYecKoe nepemellieHNe C MCNOMb30BaHWeM Mpob OKpyXKatolel cpefpl ANS UMUTALUK Ce BO3AECTBUAN
Ha nepemMeLLaeMyto MPOAYKLMIO B MPOLECC NMepeMeLLeHNs U3 CTEPUN3YIOLLEro pacTBopa B (OMHULLIHBIA KOHTeliHep.

A.5 TOCTOAHHbIA MUKPOBUONOTrMYECcKMiA KOHTponb (6.1)

BbigeneHne MUKpPOOPraHM3MOB U X UCMbITaHNE Ha PE3UCTEHTHOCTb CeyeT NPOBOAMTL C 3afaHHON Nepuogmny-
HOCTbIO. Llenb 3TUX MCMbITaHWi COCTOMT B ONpefeneHn BO3MOXHOr0 N3MeHeHUs 61OHarpyskn B npoLecce CTepum-
3auun. MockonbKy npoLeaypbl Banupauny npegHasHadeHbl AN OLeHKW a(heKTMBHOCTM npoLecca CTepununsalnm B
OTHOLLEHWUN KOHKPETHOW rpynnbl MAKPOOPraHU3MOB, TeKyLLee UCMblTaHWe AOMKHO MOKasaTb, YTO NPUCYTCTBYHOLLVE
B NpoLiecce CTePUNN3aLIAN MUKPOOPraHU3Mbl HC ABAAIOTCA AW HC CTain 6onee pesncTeHTHbIMW, YeM TC, KOTopble
MCNOMb30Ba/INCh B HaYa/ibHbIX Ba/IHAALMOHHBIX UCNbITaHMaX (Takxke A.4.2.3.1).

A.6 YnpaBneHve H KOHTPO/b npouecca (6J

MpoLecc cTepuan3aLyn XUAKUM XUMUYECKM CTEPUNM3YIOLLIMM CPEACTBOM 06bIYHO BKIKOYAET Cnefytolme aTtanbl:

- NPUroTOBNEHME XUAKOrO XMMUYECKOr0 CTEPUIN3YIOLLLETO CPEACTBa;

- Bblep>Kka NPoAyKUUW B CTEPUAM3YIOLLEM CPeACTBE MPW KOHTPONMPYeMOli TemmepaType B TeUeHue onpefe-
NEHHOT0 BPEMEHU.

Ecnun cTtepunnsaums He aBnsetcs (UHWULLHONM, TO [06aBNAOTCA eLle fBa aTana:

- MOArOTOBKA W CTEpUAM3auMa MepBUYHON YNakoOBKM W KOHCEPBMPYIOLLEro pacTBopa, B KOTOPbIX A0/MKHA
MoCTaBNATLCA NPOAYKLNS;

- acenTMYecKoe nepemMelleHne NPOAYKLMIN W13 CTEPUU3YIOLLLErO CPeACTBa B MEPBUYHYIO YNAKOBKY.

MpuroToBfieHWe CTepUAM3YIOLLEro cpeAcTBa TpebyeT TLiaTeNbHOK KOHTPOASA. XapaKTepUCTUKM COCTaBNSAHOLLMX
KOMMOHEHTOB (HOMep Cepun I KOMMYECTBO) [JOMKHbI XPaHWUTLCS, @ KOHEYHas KOHLIEHTpaLms akTUBHOrO UHrpeaveHTa (0B)
[0MKHa 6bITb NOATBEPXAEHA IKCNEPUMEHTaNbHO. HacTo CTepunnsytoLe pacTBopbl (UAbTPYIOTCA Nepes UCMonb30-
BaHWEM C LieNblo yaaneHus nobbiX MUKPOOPTraHW3XTB W APYruX 3arps3HUTeneid, BHOCUMbIX U3 KOMMOHEHTOB CTEPU-
nu3ytollero cpefctaa. Mocne UCNonb30BaHNA (UNLTPOB OHWU JO/DKHbI ObITb NPOBEPEHbI Ha LIENOCTHOCTb.

Mpouecc cTepunnsaLnm Heo6xo4MMO NMPOBOAMTL B COCYAaX /19 CTEPUAN3ALIAM C OMPeaeneHHbIMU TEXHUYECKUMU
.XapaKTepucTMKamm npu KOHTPOUPYEMbIX TEMMEPATYPHbIX YCIOBUSIX.

[na Tekyllero KOHTPONA NpaBW/bHOCTA MpoOLEcca COCTaB CTEPUANU3YIOLLErO CPeACcTBa [O/KEH MPOBEPATLCA
nocne TOro, Kak NpoAyKuus u3BneyeHa U3 pactsopa. Takue MPOBEPKN MOTYT OblTb XMMUYECKUMU WU MUKPOGUONO-
rMYCCKUMMN. XUMUYECKUIA KOHTPO/b MPO6bl MOXET NPOBOAUTLCS C LieNblo NOATBEPXKAEHNS TOr0, YTO COCTaB pacTBopa
noc/ie 3aBepLUEHNs NpoLecca HaXoAMTCA B Npefenax, YCTaHOBMEHHbIX TeXHonorved. Mukpo6uonornyeckas npoeepka
MOXeT MpPCACTaansaTb CO60W, HanpuMmep, BbIAEPXXKY MHOKYMPOBAHHOIO HOCWUTENA B CTEPUIM3YIOLLEM pacTBope Ans
NOATBEPXAEHUA OCTATOYHOW 6aKTepuLnAHON 3ththeKTUBHOCTU.

Mocne cTepunmsauuy NPOAYKLMS MOXET 6blfb aCeNTUYECKN MCPCMICCCHa B CBOM (DUHWLLIHLIA KOHTeHep. Bo
BPeMs MepemeLLieHnn Bamnsnexallas oOKpyxarollas cpefa Ao/kKHa NoAsepraTbC MUKPO6MONOrMyeckoMy KOHTPOSIO.

HeobxonMo yTBepAUTb U BECTW MepeyeHb COTPYAHMKOB, aTTECTOBAHHbIX Ha NPaBO acenTUYecKoro rnepemete-
HWA NPOAYKLUMKW. STOT YTBEPX/EHHbIA CNNCOK AO/MKEH MOCTOAHHO MepecMaTpuBaThCsi, & MepcoHan NepuofuYecku
nojseprarbcs nepeatTectauun. Mpu atTecTauMm K nepeaTTecTaumu 06bIYHO MPUMEHSIOT NPO6HOE nepemeLlleHune
nMTaTeNlbHbIX CPej aHaNorMyHo MeTofy «po3nnBa GynboHa», UCMO/b3YeMOMY MpY aTTecTauun puabTPYHOLLEein cTepu-
AU3aLMn 1 acenTUYeCKMUX NPOLIECCOB.

Ecnn npofyKLyWs BbiNyCKaeTCs B KOHCEPBUPYIOLLEM PacTBOPe, MOCNeHWIA Nepes NCMOoIb30BaHNEM JOMKEH ObITb
CTepunusoBaH. AcenTnyeckoe NPOM3BOACTBO A0/HKHO COOTBETCTBOBaTh TpeboBaHuam FOCT P NCO 13408-1.

WcnbiTaHWe KOHEYHOW MPOAYKLMY NMEeT OrpaHnyeHHOe NPUMEHeHe Npu onpegeneHn cTepunbHOCTU NapTum
npogykuun. OAHaKo, B 3TOM YaCTHOM C/ly4ae NPU WUCMbITAHUW Ha MUKPOBKMONOrMYECKYHO KOHTaMWHaLuio nocne
cTepunn3aLmMmn MoxeT 6bITb 06HapYXXeH onpeaeneHHbIii npopocT (6.3). Mpy NpoBeAeHUN TakuX MUKPOBMONOTNYECKUX
MCMbITaHNI KOHEYHO NPOAYKLMM BaXKHO 06ecneynTb yaaneHne 0CTaTKoB 6akTepuLMAHOT0 CTEPMAN3YIOLLErO CpeacTBa
U KOHCepBUpytoLero pacteopa (A.4.2.2).
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MPUNOXEHWNE B
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B3anmocsasb pOCCMVICKMX. MeXAYHapPOAHbIX U eBpOI'IeVICKVIX CTaHAapToB

B.1 WNaeHTnYHbIE cTaHAapThI

FOCT P NUCO CtaHpapT MCO EHponelickunii ctaHgapT
FOCT P MCO 9001 MCO 9001 EH 9001
FOCT P NCO 9002 MCO 9002 EH 9002
— MCO 9004-1 EH 9004-1

B.2 TexHW4YecKn 3KBMBANEHTHbIE CTaHAAPTI

FoCT P NCO CTaHAapT nco EHponelickunii cTaHaapT
FOCT P NCO 11135 MCO 11135 EH 5S0
FOCT P UCO 11737-1 MCoO 11737-1 EH 1174-1

B.3 CxofHble cTaHAapThbl

rocT P UCO CraHaapT UCO EHponeiickuii cTaHgapt
FOCT P NCO 11134 NCO 11134 EH 554

FOCT P MCO 11137 MCco 11137 EH 552

FOCT P NCO 1113S-I NCO 111381 EH 866

FOCT P NCO 13408-1 NCO 13408-1 EH XXXXX1
[OCT P 51536 MCO 13485 EH 46001

FOCT P 51537 MCO 13488 EH 46002

1 FoToBMTCA K NybAMKauuu.

B.4 He vMetoLiMe aHAIOTUYHBIX MEXAYHapOAHbIX CTaHAapTOB

EH 556 Crtepunmsauus MeAULMHCKUX W3aenvii. TpeboBaHMS K MEAWLUHCKUM W3AENMsSM C MapKUPOBKOW
«CTtepunbHo». Sterilization of medical devices. Requirements for medical devices labelled «Sterile»

EH 12442—1 11 )XVBOTHble TKaHW W WX NPOW3BOAHbLIE, WUCMONb3yeMble MPU MNPOU3BOLCTBE MeAULMHCKUX
nsgenuii. Yacte 1. AHanu3 n ynpasneHue puckom. Animal tissues and their derivatives utilized in the manufacture of
medical devices. Part I. Analysts and management of risks

EH 12442—2 11 )KvBOTHble TKaHU W 1X NPOW3BOAHbIE, NCMO/b3YEMble MPW NMPON3BOACTBE MEAULMHCKNX U3AENUIA.
YacTb 2. VICTOYHMKM, CpescTBa KOHTpoNns, cbop u obpaweHune. Animal tissues and their derivatives utilized in Ihc
manufacture of medical devices. Part 2. Sourcing, controls, collection and handling

EH 12442—3"* )X1BOTHbIE TKaHW 1 X NPOU3BOAHbIE, UCMO/b3yeMble NPU NPOU3BOACTBE MEAULMHCKNX U3LeNNIA.
YacTb 3. YaaneHue M/Unm nHakrmBaHus BUPYCOB U APYrMX TPAHCMUCCUBHbIX areHTOB. Y CTaHOBMIEHUE HEXM3HECMNOo-
cobHocTu. 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

1 MoToBMTCA K NMybauKauuu.
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