I'ocCT P NCO 14160—2003

FTOCYJIAPCTBEHHBINU CTAHIAPT POCCUUCKOUN ®EJIEPAIIUU

CTEPUJIN3ALINA OTHOPA30BBIX

MEIUIINMHCKUX U3JIEJINUN,

COJTEPXKAIIIUX MATEPUAJIBI JKUBOTHOTI'O
I[IPOUCXOXIEHUA

Bammpanua ¥ TeKymu KOHTPOJIb CTEPUHIU3ALIUA
C MOMOIIBI0 XUAKHX CTEPHIU3YIOIINX CPEACTB

N3nanue ohuiyaibHoe

b3 5—2001/89

I'OCCTAHJIAPT POCCUHU
MockBa


http://www.mosexp.ru/tseny_na_proektnye_raboty.html
http://www.mosexp.ru/tseny_na_proektnye_raboty.html
http://www.mosexp.ru/tseny_na_proektnye_raboty.html
http://www.mosexp.ru/tseny_na_proektnye_raboty.html
http://www.mosexp.ru/tseny_na_proektnye_raboty.html

I'oCT P NCO 14160—2003
[Ipenucinosue
1 TIOAT OTOBJIEH Accouumanueil MHXeHEpPOB 110 KOHTpoJ1t0 MUukposarpsizHeHuil (ACHMHKOM)

BHECEH Texuunuyeckum xkomuteroM 1o crangaprusauuu 1K 383 «Crepunuszanuss MCIULIMHCKUX
U3ACTTUI»

2 TMTPUHAT U BBEJAEH B AEVCTBUE Iloctanosnenuem ['occrannapra Poccuu ot 16 ssusaps 2003 r.
Ne 8-cT

3 Hacrogiuuil craHaapT IIpeAacTaBisiecT COO0OM ayTCHTUUYHBIM TEKCT MEXIyHapOAHOTro craHiaapra
NCO 14160—98 «Crepunuszanys oAHOPA30BbIX MEJAMIMHCKUX U3ACIWUU, coaepxXalllux MaTepuabl KU-
BOTHOTO ITPOUCXOXKIAeHUS. Banuaanmsa M TeKYIIUNU KOHTPOJIb CTEPUIMU3ALUHN C TTOMOILUBIO IUKHUX CTCPU-
JTU3VIOLIUX CPCACTB»

4 BBEJAEH BITEPBbIE

© UIIK HznarenabctBo crangapros, 2003

HacTtosituuil cranaapT He MOXKET OBITh IMOJTHOCTBIO MJIWM YAaCTUYHO BOCITPOM3BEIACH, TUPAXUPOBAH U
PACITPOCTPAHEH B KAaUueCTBE OPUIIMATIBHOrO U3aHug 0e3 paspeiueHuda [occranaapra Poccuu

11



I'oCT P 1CO 14160—2003

ColepxaHue
I OOJACTD TIPUMCHCHHUST . . . . . ot ot e e e e e e e e e e e e e e e e e e e e e e e e e |
2 HOPMATUBHBIC CCBITTKM . . . . v v v e e e e e e e e e e e e e e e e e e e e e e e e e e e e s, |
3 OIPCHCTICHUS . . . . v o o e e e e e e e e e e e e e e e e e e e e, 2
4 OOILUMC ITOJMOKCHUS. . . o o v v e e e e e e e e e e e e e e e e e e e e e e e e e e e 3
D BamuaanMsl. . . . . e 4
6 KOHTPOID IMIPOIICCCA .« o v o o e e e e e e e e e e e e e e e e s s s, 6
7 BBITYCK MPOAVKUMU ITOCTIC CTEPUITUBALIMHU . . . . v v v v o e e e e e e e e e e e e e e e e e e e e e 7
[IpunoxeHue A PyKOBOACTBO ITO OLECHKE COOTBCTCTBUS HACTOSILCMY CTAHAAPTY . .« v v v v o v e e e e 3
[ITpunoxenue B B3anMocBa3b pOCCUUCKUX, MCXKIYHAPOAHBIX U CBPOICHUCKUX CTAHAAPTOB . . .. . . .. 15
[Ipunoxenue C bUOTUOIPAMUS. . . . . . . o e e e e e e e e e e e e e e 16

111



I'oCT P 1CO 14160—2003

Beenenue

CTCpUIIBHBIM SBISETCS U3AeT1e, CBOOOAHOE OT JKU3HECCITOCOOHBIX MUKPOOpPraHu3sMos. [1pu rmocraske
CTePUJIBHOIO M3JACIUS MEXIYVHApPOJAHbIC CTAaHAAPTHI TPeOYIOT, YTOOBI 10 Hadala CTepUIU3alluy CcliydarHas
KOHTAaMUHAUUS (3arpsa3HCHUE) MECAUMLIMHCKUX U3AEJIUU OT BCECX UCTOYHMKOB Obllla CBeAeHA K MUHUMYMY
BCCMU IIPAKTUYECKM BO3MOXHBIMU CIIOCODAMU. leM He MeHee, Jaxe IPU IIPOU3BOACTBE MCAUIIMHCKUX
M3AeIU ¢ cobmoaeHueM TpeooBaHMU cucTeMsbl KadecTtBa (MCO 13485 1 UCO 13488) no Hayana crepu-
IW3alldM Ha HUX MOI'YT OBbITb MUKPOOPraHU3MbI, XOTSI U B HEOOJIBIIOM KOJMYCCTBE. lakue U3ACTUS
SIBJISTIOTCS HEeCTepUIbHBIMU. Llenbio rmponecca crepuin3aliy IBISCTCI MHAKTUBALIUS MUKPOOUOTIOrN4eC-
KMX KOHTAMMHAHTOB U TAKUM 00pa3oM IIPeBpalllCHUC HECTCPUJIbHBIX IIPCAMETOB B CTEPUJIbHbIC.

MHuaxkTuBauusg YUCTOM KYJIbTYPbl MUKPOOPTAHU3MOB (PU3HMUYCCKUMU U/UJIIU XUMUICCKUMU arcHTaMHu,
HCITOJIb3YEMbBIMU [JISI CTEPUIIM3ALNU MCAULIMHCKUX WU3ACTINUN, MTPUOTMXKECHHO OITUCHIBACTCS SKCITOHCHIIM-
AJTbHBIM 3aKOHOM. DTO O3HA4yaeT, YTO HE3aBUCHUMO OT IIPUMEHCHHON CTEeIcHU O0padOTKM CYLICCTBYET
KOHEYHAasl BEPOSITHOCTb TOT'O, YTO MUKPOOPTAHU3M MOXKET BbDKUTL. [1py KOHKPETHOM 00PaboOTKe BEepPOSIT-
HOCTb BBIXKMBAHUS OIIPCACIISICTCS YUCTIOM U TUIIAMU MUKPOOPTAHU3MOB U OKPYXKAIOIIUMU YCIIOBUSIMU, B
KOTOPBIX MUKPOOPTaHU3Mbl HAXOIATCS IMPpU 00paboTKe, T. €. CTEPUJIBHOCTD JHOOOro OTACIBHOIO MU3eIUsl
M3 TPVYIIIL [TOABEPTracMbIX CTCPUIIM3ALMU M3ACIMU HE MOXKET ObITh rapaHTUPOBAHA, U CTCPUIIBHOCTD
00pabOTAHHOM T'PYIITILI U3ACIUN JOIKHA BbIPAXKATLCS 4Yepe3 BePOSITHOCTD ITPUCYTCTBUS Ha U3ACTIUU KU3-
HECITOCOOHOr0o MUKpPOOpPTraHu3Ma.

TpeboBaHUS K CHUCTEME KadecTBa IIPU IIPOCKTUPOBAHUU, pa3pabOTKe, ITPOMU3BOACTBE, MOHTAXE U
00CyXXKMBAHWU ITpUBeAcHbI B cTaHaaprax cepu MCO 9000, a takke MCO 13485 u MCO 13488. Ctanaaprsl
cepur MCO 9000 onpeneysitoT HEKOTOPHBIC ITPOLICCChI, UCITOIb3YEMbIC ITPU ITPOU3BOJACTBE, KaK CIICIIUAIb-
HbIC, €CJIM MX pe3yaIbTaTbl HE MOTYT OBbITH ITOJHOCTBK ITOATBECPXKICHBI ITOCICAVIOLUIUMM KOHTpPOJIEM U
HUCIIBITAHUEM MpoAvKUUU. CTepuiu3alus IBIsIeTCS [IPUMEPOM CIICLIMAJIbHOTO IIpoliecca, ITOCKOIbKY 3(-
(PEKTUBHOCTDb €€ HC MOXCT ObITb ITOATBECPKICHA KOHTPOJICM U UCIIbITAHKUEM ITIpoAyKLIUU. [1osTOMY 10 BBOAA
00OPYIOBAHUS B 3KCIUIyaTALMIO CJICAVET BBITTOJIHUTL BaTWAALIUIO IIPOLICCCOB CTCPUIIU3ALIMU, 4 BO BpeMs
SKCITyaTallMy MMPOBOAMTDH TCKYIIIMM KOHTPOJIb U TEXHUYECKOE OOCIYKMBAHUEC 00OPYAOBAHUSI.

BaxxHo co3HaBaTb, YTO JOJIKHBIM 00pa3zoM BAJTUIUPOBAHHBIM U TOUHO KOHTPOJIUPYCMBIN ITPOLIECC
CTePUJIM3AallUM HC SIBISCTCS CIUHCTBCHHBLIM (PAaKTOPOM, OOVCJIOBIMBAKOUIUM YBCPEHHOCTb B TOM, 4TO
MPOJAYKIIMS SIBJISECTCS CTCPUJIbHOM U INPUTOAHOM LIS IMpeaHA3HAYCHHOIO0 UCIOJab30BaHUI. Heodxoaumo
TAKKE O0paTUTh BHUMAHUC HA LEJbIA psia (PAKTOPOB, BKIIOUAIOILNMX MUKPOOUOJIOTUYECKUI CTATYC (OUO-
HArpy3Ky) IMOCTYIIAIOILICIO ChIPpbs U/WIM KOMITOHCHTOB, UX ITOCJICAVIOILCC XpaHCHUC, a TaKXKe KOHTPOJIb
CpeAbl, B KOTOPOU IMPOU3BOIAUTCS, COOMUPACTCS U VIIAKOBBLIBACTCS ITPOAVKIIMSIL.

J1g crepyum3aud MeAUMHMHCKUX U3 HAU0Oo1ee 4acTO UCTIONBb3VIOT BIIAXHOE TEIUIO, CYXO0E TCILTO
(HArpeTbl BO34VX), MOHU3UPVIOLLECE U3JIVICHHE U OKCUI 3TUJIeHA. B TO BpeMs Kak HEKOTOpbIC WU3ACIU,
coAepXKalllve TKAHU KUBOTHBIX, MOI'VT ObITb COBMECTUMBI C OOIUCIIPUHSATBIMU METOAAMU CTCPUIIU3ALNU
(HAIpuUMep, HUTU U3 KETryTa OOBIYHO CTepUIU3VIOTCS OOJydCHHUEM), Apyrue u3aciiug (OMoJIoTUYeCKUe
ceplieuHbIe KilaraHbl MW TKAHEeBBIC MPOKIIAAKM) HEe COBMECTUMBI C 3TUMU IpolieccaMi CTepWIU3aAlIU U
MOTVT ITOTPEOOBATHLCS APYrue CTePUIUIVIOLIUC areHThl. B Takux ciydasgx IUPOKO UCITONb3YIOTCS KUIKUC
XMUMUYECKHEC CTEPUIIU3YIOILME CPEACTBA, NTPUUYCM KaK M ITPU MCITOIB30BAHUU JIPYTUX MCTOAOB CTCPUIIM3A-
MU, 3PPHEKTUBHOCTD ITpoliecca HCOOXOAMMO TTOATBEPANUTD M 3a(PUKCUPOBATD IICPCH TECM, KaK ITPUHSTDH €ro
AJI1ST TTOBCCAHECBHOTIO MCITOJIb30BAHUS.
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FTOCYAAPCTBEHHDBINU CTAHIAPT POCCHUUCKOU OEITEPAIILUMU

CTEPWIN3ALIUA OJHOPA30OBBIX MEANITMHCKUX U3AEJINUA,
COAEPXKALHINX MATEPHUAJIbI KNBOTHOI'O ITPOUCXOXIAEHWA

Bamugauusg M TeKymiyii KOHTPOJIb CTEPIIN3ANUHA ¢ MOMOMIBbIO XKUIKHX CTePHIN3YIOIMX
CpeIcCTB

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

Jlata seegennsg 2004—01—01

1 O0aacTp npuMeHeHus

HacTtosinuu CTaHdapTlT YCTAHABJ/IMBACT T_p@-GOBaHHH K DHBDHGOTK@? BAJIWAallril, VIIPaBJICHWUIO U KOH-
TPOJIO IIPOHLCCCA CTCPHMJIMSdAl KWUAKHMMKW CTCPHMJIWM3VIOHIKMMHK CpPCACTBAMK OAHOPA30BbIX MCIMIIMHCKHUX
HBI{@HHﬁ, COCTOALIUX TTOTHOCTLIO MJIM HaCTHUHHO M3 MATCPHUAIOB XKMBOTHOIT'O TTPOWMCXONKACHM.

Hacrosiiui CTaHd4pPT HCE pPacCIIpOCTpPAHACTCAd HaAa MATCPUAJIbl HCHTOBCHCCKOI'O TIPOUCXOAUACHNMA, HC
OITHCDBIBACT CUCTCMY O0CCIICUEHUS KauyecTBa ITPHU KOHTPOJIC BCCX CTaauu [TPOKW3BOACTBA 1M HC PACCMAaTPHBACT
MCTO/bl BaJIMAalll1id CITOCODOB MHAKTHUBAUM BHUPYCOB.

[IpumMeyaHu4

1. Crangaptel Ha cucteMbl kadyecTBa ('OCT P UCO 9001 u I'OCT P 51536, unu 'OCT P UCO 9002 u
[OCT P 51537) Mmoryr ObITh UCITOJB30BaHbl AJISI KOHTPOJS BCEX CTaAWMM IMPOU3BOIACTBA, BKJIOYAS MPOLECC CTEPU-
THU3aLNHN.

2 Ilpu pa3paboTKe TEXHOJOIMU 00PpadbOTKM MEIULIMHCKUX U3ACIUN, coAepKallluX MaTepuasbl 2KUBOTHOI'O TIPO-
NCXOJKIECHUSI, HEOOXOOAMMO paccMaTpuBaTh 3(P@PEKTUBHOCTb BO3ACHCTBUA KUJIKUX XUMHUYECKUX CTECPUIM3YIOHINX
CPEICTB Ha BO3MOJKHBIE BUPYCHBIE KOHTAMHWHAHTBI C YUETOM T[IPOUCXOXKICHUS MAaTepUaJOB, HCIIOJIb3YEMBIX TIPH
[IPOU3BOJCTBE 3TUX KOHKPETHBIX MEIULIMHCKUX U3AETIUI. XOTd BAZKHOCTb BOIIPOCa BAJUAALIMU BUPYCHOU MHAKTUBALIUU
B [TPOLIECCaxX, COCTABISIIONINX 00J1aCTb IMPUMEHEHUS HACTOSILIETO CTAHAapTa, OYEBUAHA, 3TOT aCIEKT U3 HEro NCKIIIOYEH;
B pa3padoOTKe HAXOAUTCS OTAeAbHBIN EBponeiickuii Ctangapr |1].

3 /KuUakue XMMHUUYECKHE CTEPWIN3VIOIINE CPEeACTBA, TPAAULIMOHHO UCIIOJIb3YEMbIC IJI CTEPHUIN3alIUHU JKUBOTHBIX
TKaAHEN B MEAMLIMHCKUX U3JACIUAX, MOTYT OBITh HE3(P@PEKTUBHBI 1151 WHAKTUBALIMU IMATOT€HHBIX ar¢HTOB TPAHCMMUC-
CUBHBIX Iyoyarbix GopM sHLUedanonaruii, Takux Kak ryouarasg dopma oblubei sHuUedanonatu (BSE) iy ckpennu
(BO30yauTe b MH(MEKIMOHHOIO BUPYCHOIO 3a00JI€BAHUS B3POCJIBIX OBEL). YIOBJICTBOPUTEIBHYIO BAJTUIALNIO B COOT-
BETCTBUM C HACTOSIIIIMM CTAaHIAPTOM HEJb3S paccMaTpuBaTh KaK ITOATBEPIKACHUE MHAKTHBALWU WHQUIHUPYIONINX
AreHTOB 3TOr0 THUIIA.

PYKOBOHCTBO [TO OHCHKC COOTBCTCTBHUA HACTOALUCMY CTAHA4PTY ITPUBCACHO B ITPHUJTOXCHIHN A.
2 HopmatusHbie CChLIKH

B HacTogiieM ctaHaapTe UCIOJb30BaHbl CCHIIKM HAa CICAVIOLIWUE CTAHAAPTHI:

[OCT P MCO 9001—96 Cucrtemnl KayecTBa. Mojelb o0ccrieyeHUS KadyecTBa IpU ITPOCKTUPOBaH U,
pa3padoTKe, IMPOU3BOJACTBE, MOHTAXEC U OOCITYKUBAHUWU.

[OCT P N1CO 9001—2001 Cucrembl MeHeIXKMEHTA KadecTBa. | pedoBaHusl.

[OCT P UCO 9002—96 Cucrembl KauecTBa. Mojeiab obecTieyeHUsI KadecTBa IMPU MPOU3BOACTBE,
MOHTAXKEe U OOCITYKMBAHUS

[OCT P MCO 9004—2001 Cucrema MeHeKMEHTA KadecTBa. PYKOBOACTBO MO VIVUILICHUIO ACSITCIIBHOCTU

[OCT P UCO 11134—2000 TpedoaHusgd K BaIuMaalMyd U TEKYyLIEMY KOHTpoawo. llpomebliiieHHas
CTCPUIM3ALIUS BJIAXHBIM TCIJIOM

U3nanne odunmajibHOe
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[OCT P MUCO 11135—2000 MepunuuHckue usaenus. Baryaauusg v TeKyIUUid KOHTPOJIb CTECPUIU3A-
MU OKCUAOM 3TUJICHA

[OCT P UCO 11137—2000 Crepunusanusg MeAMIMHCKON NMpoayKIuu. I pedboBanug K BaJiMaalluu U
TEKYyILeMY KOHTpo/110. PagunanmonHas crepuims3alius

[OCT P MCO 11138-1—2000 Crepunuszanysg MEAUIIMHCKON MMPOAYKIIMU. buomornyeckue MHAUKA-
Topbl. HacTts 1. O01Me TpeboOBaHUS

[OCT P UCO 11737-1—2000 Crepunuzauums MCIULUMHCKUX U3aeIuil. MUKPOOUOIOTUYCCKUEC METO-
Abl. Yacrte 1. OueHkKa nonyisaiuuy MUKPOOPraHM3MOB Ha IIPOAYKIIUUA

[OCT P NCO 13408-1—2000 Acenrtuueckoe ITPOU3BOACTBO MCAMLIMHCKOM MpoaykKUuuu. OO01uce
TpeOOBAHUS

[OCT P 51536—99 (MCO 13485—96) Cucrembl kKayecTBa. MeaunimHckue usaenus. YacTHele Tpe-
ooanug K nmpuMeHeHuto [ OCT P MCO 9001

[OCT P 51537—99 (MCO 13488—96) Cucrembl kayecTBa. MeauiimHckue uzaenus. YacTHele Tpe-
ooanug K nmpumeHeHuto [ OCT P UCO 9002

[IlpuMeuvanue— B3aumMocBa3b MEXKIYHAPOOHBIX U €BPOIICHCKUX CTAHAAPTOB MpUBeAcHAa B IpUIOKeHUN B.

3 Onpenenenns

B HacTogiieM ctaHaapTe MPUHATHI CICAVIOILME TEPMUHBI ¢ COOTBETCTBYIOILMMU OITPEACIICHUSIMU:

3.1 maprus, cepus (batch): KonuuectBo HepacdacoBaHHOM, MTPOMCXKYTOUHON UJIM FOTOBOU IMTPOIAVK-
[IMU, CBOMCTBA M KayeCTBO KOTOPOU IPEAINOJaraloTcsl O4HOPOAHBIMU M KOTOpAasl U3TOTOBJICHA B TCUCHUC
OITpEeACJICHHOrO 1IUKJIa ITPOU3BOIACTBRA.

3.2 omonarpy3ka (bioburden): [lonyiasgaiusg XHU3HECITOCOOHBIX MUKPOOPTraHM3MOB Ha/B ITPOJAVKIIUU
/WU VITAKOBKEC.

3.3 HocuTelb (carrier): YaepXXUBarwlIUil MaTepual, HAa KOTOPbIM HAHCCCHBI TECT-MUKPOOPTraHU3MBI.

3.4 KoMHCCHMOHHAs npueMKa (commissioning): [logyyeHue M JO0OKYMCHTUPOBAHUC JAHHBIX O TOM, UTO
00OpY/IOBAHKEC TTOCTABICHO W CMOHTUPOBAHO B COOTBETCTBUU C TCXHHUYCCKOW AOKYMCHTALMECU U IIPpU
COOMIOACHUM MHCTPYKUUN I10 3KCIIyaTallui OHO (PYHKILIMOHUPYET B IIPEAYCMOTPEHHBIX ITPeacax.

3.5 BeJMYUHA JecaTUKpaTHOro cokpamenus (decimal reduction value); seimanna D (D—value): Bpems
BBUICPIKKM MJIM ITOIJIOLCHHAS 4034 U3JIVICHUS, HCOOXOAUMBIC AJI YMCHbBIICHUS TTONYJISILIUN TCCT-MUKPO-
OpraHu3MoB B 10 pa3 Mnpu onpeleICHHbBIX YCIIOBUIX 00pabOTKMU.

3.6 Bpems# BbiAepKKH (exposure time): BpeMmsl, B TcueHUEe KOTOPOTrO MEAUIIMHCKOE U3JIee TOABEP-
raeTcsl BO3ACHUCTBUIO OIIPEACIICHHOUW TeMIIepaTypbl U CTEPUIMU3VIOLIECTO BEILCCTBA B OIPCACICHHON KOH-
LICHTpAalMH.

3.7 mHakTuBanug (Inactivation): I'loreps recT-MUKpoOpraHu3MaMu CITOCOOHOCTU K POCTY, IIpopacTa-
HUIO U/UJIU Pa3MHOXCHUIO ITPU OIIPeAeIICHHBIX YCIOBUSX KYJIbTUBUPOBAHUSL.

11 PUMCHAdHHNC — B HACTOAHICM CTaHAADTC IMOA TCCT-MUKPOOPIraHM3MaMH TMTOAPA3VMEBAKOTCH CHO{)OO6§)33}’IO—
HIME€ U HECIopoooOpaszyouiue dakTepum, BUPYChI, TPHUOBI U MIPOCTECUIIHE.

3.8 HMHOKY.IMpPOBaHHBbIA HocHTedab (Inoculated carrier): Hocutenb, Ha KOTOPBIM HAHECCCHO OIPCALIICH-
HOC KOJUYECTBO TECT-MUKPOOPraHU3MOB.

3.9 xuakoe xummuueckoe crepuamsywniee cpeacrso (liquid chemical sterilant): OnpenencHHAg KOM-
MO3ULIUSI XUMUMYCCKUX BEILUCCTB B BU/EC pPACTBOpA WMJIM B KMAKOM (popMe, KoTopasl ITPUMCHSICTCS IJIs
CTCPUIM3ALIUN.

3.10 memununckoe usaeaue (medical device): VHcTpymMeHT, anmapar, NpUCIIOCOOJICHUEe, MaTepual,
HCITOJIb3YEMbBIC OTAECIBHO WU C JIPYTUMU U3ACTIUSAMUA, HCOOXOAUMBbIM ITPOrpaMMHBIM 00CCTICYCHUECM, TIPC/I-
Ha3HAYCHHbIC IS 01U B LCIISX:

- JUArHOCTUKHU, MpOoPUITAKTUKU, HAOTIOACHUS, JICUCHUSI UK 00JerdeHusl OOJIe3HU;

- JMArHOCTUKU, HADMOASHUS, JJeYCHUS, OOJICTYCHMS WIXM KOMITCHCALIMH TIPH TPaBMax WY MHBAJIUAHOCTH;

- UCCJICIOBAHUS, 3aMCILUCHUS UM M3MCHCHUS AHATOMUU WM (PDU3UHOJIOTMYECKOro Ipolecca;

- KOHTPOJIS 3a4arTusl,

OCHOBHOC JCHCTBUC KOTOPBIX BHVTPU WUJIM CHAPVKH Tejla 4eJJoBeKa AOCTUTACTCS 0e3 ITpUMCHCHUS
(papMaKOJIOTUYCCKUX, UMMYHOJIOTMYCCKUX MU METADOTUYCCKUX CPCICTB, HO KOTOPbIE MOT'YT ITPUMCHSITHCS
COBMECCTHO C HUMH.

3.11 arrecranust SKcIiyarupyemoro ooopyaosanust (performance qualification): [loryuenue u noky-
MCHTUPOBAHUC JAHHbBIX O TOM, YTO IIPU BBIITOJHCHUU TPEOOBAHUU TEXHOJIOTMU Ipolecca o0OpyaoBaHUC
MOCJIC KOMUCCHMOHHOM IMPUEMKHM OYACT IMPOU3BOAWTD HAIJICKALIVIO TTPOAYKIIIO.
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3.12 mpeacrepuiansanuonHoe 4uciao (presterilization count): KonuyecTBO XU3HECITOCOOHBIX MUKPO-
OPraHU3MOB, OOHAPYXKCHHOE I1epe/l CTepUIU3aliueH.

3.13 coBmecrumocth npoaykuum (product compatibility): CriocoOHOCTH Ipouecca CTepUIu3alu
00CCIICYUTh HaMCUCHHbIC pe3yJbTaThl 0€3 yilepoOa AJsl IIPOAVKIIMHA.

3.14 pa3zpadorka nmpouecca (process development): JloxyMeHTHUpOBaHHas IIporpamMMa MUcCCie10Ba-
HUM, TIPOBOAMMBIX C LEJIbIO ONpeAcCHUS I[TapaMeTpoOB IIpollecca CTCPUIM3ALUU C VYETOM CBOUCTB
MPOAYKIIUU, VITAKOBKU, CXEMBbl 3arpy3KU W/UJIU OrpaHUYCHUUN, HAKJIAJABIBACMbBIX XApPaKTCPUCTUKAMU
000OpYyAOBAHUSI.

3.15 pepampanug (revalidation): YactHoc uiM nosiHoe IMMOBTOPECHUE BATUAAIIUY IS [TOATBEPKICHUS
HAJeXKHOCTH IIpolecca.

3.16 crepuabHOCTb (Sterility): OTCcyTCTBUE XU3HECTIOCOOHBIX MUKPOOPTAaHU3MOB.

[IpumMeyanue — Ha npaktuke cocTosiHUE abCOTIOTHOIO OTCYTCTBUS.

3.17 crepmiabhbiii (Sterille): He coaepxxaiiimiz XKU3HeCIIOCOOHBIX MUKPOOPraHU3MOB.

[IpumMeuanue — Ha npaktuke coctosgHue adCOMIOTHOTO OTCYTCTBUS MUKPOOPraHU3MOB HE MOKET OBbIThb
HOKA3dHO.

3.18 crepymm3anua (sterilization): BanuaupoBaHHBIU MPOLECC OCBOOOXKIACHUS IMPOAYKTA OT XKU3HC-
CITOCOOHBIX MUKPOOPIraHU3MOB BCeX (POPM.

11 PUMCHAdHHNC — an CTCPDHUJIN3alHM IMPpOHECC OTMHUPDAHUA MHUKPOOPraHM3MOB OIMUCBHIBACTCH S3KCIMTOHCHI M-
aJbHBIM 3aKoHOM. CleloBaTelbHO, HAJIUYME MUKPOOPTAHU3MOB B KOHKPETHOM OOBEKTe MOXKET OBbITh BBIPAXKEHO B
BCPOATHOCTHOM BHAC. XOTd 3TAa BCPOATHOCTE MOZKCT OBITH CHMIKEHA 10 BECbMA MAJIOM BCJINMYKMHDbI, OHd HHUKOI'Jdd HC
MOZKET OBITh CHUXKEHA 10 HYJS. BeposSITHOCTE MOKET OBIThH BbIpaxk€Ha Uepe3 YPOBEHB 00CCIICYCHUS CTEPUIIBHOCTU Y
(sterility assurance level — SAL), oOb1uHO BbIpaKaeMbiil B hopme 10~ 7.

3.19 Koncepsupywmuii pactsop (storage solution): 2K1ikocTb, B KOTOPONU MCAUIIMHCKOC U3AECIINEC B
ero KOHCYHOU (hopMe MmoJacTcs 151 UCITOIb30BAHUS.

3.20 Bammpanug (validation): /lokyMeHTUpOBaHHas IpoLeaypa ITOJIYYCHUS, MPOTOKOJIUPOBAHUS U
MHTCPIIPETALLMN PE3YJbTATOB, HCOOXOAMMBIX AJISI AEMOHCTPALUMU TOTO, YTO IIPOLECCC HEU3MCHHO JAacT
MMPOJAYKT, COOTBETCTBYIOLLIMI IIPCABAPUTEIILHO OIPECACICHHBIM TPEOOBAHUSIM.

11 PUMCHAdHHNC — n.'pI/IMEHHT‘ﬁﬂ'bHO K CTCDHWIIN3dHMHW ZKUAKHUMKW XUHMHUYCCKHMMHA CTCDHMJINSYIOHLIMMHA CDCACTBAMHK
[0 BAJITUIAIIUEH TTOHUMAETCY OG[L{_&H [MporpaMma, COCTOANLAsd M3 KOMUCCUOHHOU [MPUCMKHM M aTTCCTAallMN SKCIUIYVATH -
DYCMOTIO O60§JYHOB&HHH.

3.21 4Mcao XKuBbIX MHKpoopranusmoB (viable count): Yucio MUKpOOpPraHU3MOB, OIpeaesIgeMoe o
POCTY OTACJILHBIX KOJIOHUI IMPHU YCTAHOBICHHBIX YCIOBUSIX KYJIBTUBUPOBAHUSI.

1 PUMCHAHHKC — OTH&HBH&H KOJIOHUS He 00g3aTe/IbHO OGpﬂByﬁTCH OTr CAMHHUYHOTIO JKU3HECITOCOOHOTO MUK-
POOpPraHU3Ma.

4 O0mme 1mMoJI0OKeHNA

4.1 KonTtpo.ib nNpon3BOIACTBA

YToObI NMpeaACTepUIIM3ALIMOHHOE YUCITIO HAXOAWIOCH B YCTAHOBJICHH bIX ITPCACIIaX, CIICAVET pa3padboTarh
M KOHTPOJUPOBATH ITPOU3BOJACTBEHHBIU TTPOIIECC.

[I[pyuMeyaHue — DTUM TpeOOBAHUSAM OTBEUACT UCTIONBL30BAHUE CUCTeMbl KayecTBa B cooTBeTcTBUU ¢ [ OCT P 51536
unu 1 OCT P 51537.

JJ19 KOHTPOJIT UCTOUYHHMKOB ChIPbS XHWBOTHOTO IPOUCXOXICHHUS OOJDKHA OBITH pa3padboraHa U HC-
[MOJIb30BaHa JOKYMECHTUPOBAHHAYI CUCTEMA.

[ITpumMeuanue— PazpabarsiBaeTcya EBporneiickuii CtaHaapT Mo UCTOYHUKAM, KOHTPOJIIO, COOpPY Marepuaia
1 00pallieHUu1o ¢ HUM |2].

HOK}?M@HTBHHH N ITPOTOKOJIbI JAOJIXKHDBI TICPCCMATPHUBATDLCA U YVIBCPXKAATDHCH OTBCTCTBCHHDLIM TICPCO-
HasioM (4.2).

4.2 llepconan

OTBEeTCTBCHHOCTD 3a 00CHyXUBaHue 00opyaoBaHus (4.4), Banuaaluuio (pasiaeil d5) U TeKYLIUMM KOH-
TPOJIb (pa3aesa 6) cTepuiIu3alvui IIYTEM BbIICPXKUBAHUS B XKUAKUX XUMHUYECCKUX CTEPUTU3YIOIIUX CPEACTBAX,
a TAKSKE 34 BBIITYCK ITPOAYKIIMHA JOKHA OBITH BO3JIOXKECHA HA KBATU(MULIMPOBAHHBIN ITCPCOHAN, KaK YKA3aHO
B [OCIT P UCO 9001 unu 1OCT P UCO 9002.
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4.3 KammopoBka

Jlo/kHa ObLITH paspaboTraHa, JOKYMCHTUPOBAHA U YTBepXKIeHa 3(M(EeKTUBHAS CUCTEMA KATMOPOBKU
BCC KOHTPOJUPVYIOLIMX, ITOKA3bIBAIOILMX U 3alIUCHIBAIOILIUX TTPUOOPOB, UCITOIb3YECMbIX ITPU BaJUAALIUN U
TEKYILCM KOHTPOJIC ITPoLiecca CTePUIN3aliii. ITa CUCTEMAa JOKHA COOTBETCTBOBATH TpeoboBaHusaM [ OCT
P UCO 9001 unu [OCT P UCO 9002.

4.4 Texnuueckoe 00CIyKHBAHNE 000PYIOBAHUS

Texyunyeckoe o0CIyKUBaHKUE O0OOPYIOBAHUS NOJIXKHO IUIAHUPOBATHCI U OCYILCCTBISITHCS B COOTBET-
CTBUU C JOKYMCHTUPOBAHHBLIMU ITpoueaypaMu. [lpoueaypa 41 Kaxaoro rjiaHoBOro 3agaHus 1o o0CIy-
JKUBAHUWIO U ITCPUOJAUYHOCTD JOJIKHBI OBbITH OIIPCAC/ICHBI U JOKYMCHTUPOBAHHI.

O0opyaoBaHUe AJ1s1 00PabOTKU MCAULIMHCKUX U3ACIIUN HE JO/IKHO UCITOMb30BATHLCS 10 TEX ITOP, MTOKAa
BCC 3aJIaHMS 110 TEXHUYCCKOMY OOCITYKMBAHUIO HE OYAYT YCIICITHO 3aBEPILCHBI U JOKYMCHTUPOBAHHI.

[IpoToKobl 00CITYKMBAHUS AO/DKHBI XPAHUTBHCS B cOOTBETCTBUM ¢ TpeooBaHusaMu [OCT P MCO 9001
unu ['OCT P 1CO 9002.

[Ipouieaypsl U1 MPOTOKOJIBI OOCIYXUBAHWUS AOIKHBI ITCPUOAUUCCKH TEPeCcMaTpUBATLCS OTBCTCTBCH -
HbIM JTULIOM (4.2).

4.5 Pa3zpa0otka nponecca ¥ COBMECTUMOCTDb NMPOIYKIIUHA

4.5.1 llepen Havamom padoOThl C HOBOW MIJIM MOACPHU3UPOBAHHOU IMPOAYKIIMCH, VITAKOBKOI, CXEMOU
3arpy3KM WJIM ITPOLECCOM CTCPUIM3ALUU CICAVET OIIPEAC/IUTb U HOKYMCHTAJIBHO OMOPMUTH IPOLIECC
CTCPU/IN3AaLMH, MOAJICKALLIUY BaJIUAALIUN.

[Ipu sTOM ClleayeT 1mokKasarbh 3KBUBAJICHTHOCTb paHee BATUAUPOBAHHOMY IIPOLICCCY HOBBIX pellcHUN
AJ19 TIPOAVKIIMU, VITAKOBKM WM CXEMbl 3arpy3Ku.

/10Ka3aTe/JIbCTBO 3KBUBAJICHTHOCTHU CJICAVET OPOPMUTL JOKYMCHTAIBHO.

[IpuMeyanue — YKasaHHBIHA MMPOLECC CTEPUIM3ALNU MOXKET BKIIOUYATH Pas3ebHYIO 00pabOTKy 00Jiee yeM
OIHUM SKUAKUM XUMUUYECKUM CTEPIITU3VIOIIUM CPEICTBOM.

4.5.2 KOHCTpYKLUS TTPOAVKTA U VITAKOBKU JOJKHBI 00ECIICUUBATL UX KOHTAKT C XXUIAKUM XUMHUUCC-
KHUM CTCPUITU3VIOILUM CPEICTBOM, ITPU 3TOM OCTATKHU ITOCJICAHETO IMTOCJIC CTePUIIN3alIUH JOJIKHbBI ObITh HUXKE
VPOBHS, VKA3aHHOTO IIPOU3BOAUTEICM. JOJKHBI OBITH yKasaHbl MeECTa BHYTPU IPOAVKLMU, HauUOoJee
TPYAHBIC U1 ITPOBCACHUS CTCPUINU3ALIUN.

4.5.3 J1o/KHO OBITH IMOKA3aHO W JAOKYMCHTUPOBAHO, YTO IIPOLECCC CTCPUIU3ALMU HEC VXYIIUACT
MOTPEOUTEIILCKME CBOMCTRBA IMPOAYKINU WX ¢€ VITAaKOBKHU. [1p1 HEOOX0AUMOCTH MMOBTOPHOU CTCPUIIM3ALIUU
cC BIIMSHUC JOJKHO OBITH OLUCHEHO U JOKYMCHTUPOBAHO.

5 Bamaanusa

5.1 O0mue nojoxeHus

[Ipouicaypsl BaTuaaluy JOJKHBI ObITh JOKYMCHTHUPOBAHBI, a ITPOTOKOJIbI KAXKA0W BaTUAAL MY JOIKHBI
XpaHUThLC (D.4.1).

5.2 KoMuCCHOHHAS NpHEMKA

KomMuccuuonHasg npueMkKa J0/pKHA [MOATBEPAUTh, YTO TeXHUYCCKUE XapaKTepUCTUKM O00OpyaOBaHMUS,
HCITOJIb3YEMOTO AJIS ITpOoLiccca CTepUIU3aliMi, COOTBETCTBYIOT TPCOOBAHUSIM.

5.3 Arrecranug 3KCIIYATHPYEMOro 000pyI0BaHMA

D.3.1 Atrrecrauus 3KCIUIYaTUPYEeMOTo 000pYI0BaHMS A0JIKHA ITOKA34aTh, YTO IIPOLICCC CTePUIM3ALIUN:

a) 00J1aZacT COOTBETCTBYIOLICH JICTAJIBHOM aKTUBHOCTBIO IIPOTUB ITPCACTABUTCIIBHON IPVYIIIBI MUK-
poopranusMos (5.3.5, 5.3.6 u A.5);

b) xapakTepu3yeTcsl ONpeAc/ICHHBIMU TCXHOJOTUYCCKUMU IMapaMeTpaMu (TeMIleparypoi, KOHLICHT-
palyveil KUAKOTO XUMUYECKOro CTCPUWIN3VIOLIero cpeactnra, pH U T.11.), KoTopbiec MOTYT KOHTPOJIUPOBATHCS
B ITpOlieCcCce CTCPUTU3ALIUH.

>.3.2 Ilpu npoBecHUHU aTTeCTALIUU SKCIUIYATUPYEMOTO O0OPYJIOBAaHUS 4acTh IMPOAVKIMU, Haubosee
TpyaHas s crepuian3auuu (4.5.2), 101KHA OBITh NMpeaMeTOM 0COOOro BHUMAaHUSI.

>.3.3 llpeacrepunuzauMoHHOE YMCIIO JOJIKHO coOoTBeTCTBOBATH TpeooraHusaM [ OCT P MCO 11737-1.

>.3.4 ITlpexae yeM HayaTh ATTECTALIMIO 3KCILIYAaTUPYEMOTro 00OpyAOBaH WS, J1OIKHA OBITH BAJIUAUPO-
BaHA CTAJUS HCUTpAIU3ALUMU XUAKOTO XUMUUYECKOTO CTEPUTU3VIOILCTO CPeACTBa, KOTOpas IMPeALICCTBYET
KYJIbTUBUPOBAHUWIO BBIDKUBILWX MUKPOOPraHU3MOB. MeTo HeUTpaiu3alui He JO/IKeH BHOCUTD OLLIMOKY B
pACIUU(PPOBKY U OOBSICHCHUE PE3VIbTATOB KYJIbTUBUPOBAHMUSI.

4
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D.3.5 B paMkax TEXHOJIOTMU IIpolecca JOKHO OBITh YVKA3aHO COUYeTAaHUE VCIOBUM ¢ HAUMCEHbIICH
OAKTEePULIMAHOM aKTUBHOCTBIO, KOTOPOC HOKHO UCIIOJB30BATHLCS IIPU ATTECTALMU SKCIUIYATUPYEMOTo
00OpYAOBaAHUS.

5.3.6 Mukpobuosorudeckas arrectTalys 3KCIUTYaTUPYEeMOTO 000pYIOBaHUS JOJIKHA BKJTIOUATH TPU
STara:

a) IMPOBCICHHUC UCCICAOBAHUN C LICIbIO OINpEAeICHUSI MUKPOOPTraHM3MOB, 00/1aal0llMX BbICOKOU
PE3UCTCHTHOCTBIO K AaHHOMY IIpolieccy cTepuiusauvu (A.4.2.3);

b) orpeneyeHUe KUMHECTUKNA UX MHAKTUBALH.

Ha sToMm sTane ctposar jgorapupMHUyecKyio KPUBVIO BbIDKMBAHUS AJISI MUKPOOPraHMU3MOB, Haubosee
PEe3UCTEHTHBIX K JaHHOMY IIpoleccy. KpHUBYIO BBDKMBAHUS CTPOST HC MCHEE 4YeM I10 IISITU TOYKaM,
OXBATBHIBAIOILMM, ITO MEHbLIEC Mepe, ThICAUYCKPATHOC CHMXKECHHUEC 4YuciIa MUKpoopraHusmMoB (A.4.2.4.1 u
A.4.2.5). Eciu nmpoaykuusg He IMO3BOJISICT ITPOBCCTU TAKVIO IMPOLCAYPY ITOCTPOCHUS JtorapudpmMuUuieckKoun
KPUBOM BBIXKMBAHUS, JOJKCH HUCITOAb30oBaTbcd Merod MPN (Haubosiee BepossitTHoro uuciaa HBY — most
probable number), ykazaHHbiil B A.4.2.4.2. 9Ty 3aMeHY cieayveT 000CHOBATh U JOKYMCHTUPOBATD.

MUKpOOPraHMU3Mbl I UCITBITAHUI HCOOXOAMMO HAHOCUTL HA MaTepUuall HOCUTCIIS, KOTOPBIU MpE-
CTaBJISICT MaTepuaJl MCAUIIMHCKOro U3/1e/11sl;

C) OLCHKY MHAKTUBALIMU MUKPOOPTraHU3MOB OTHOCHUTEIIbHO MPEACTCPUIU3ALIUOHHOIO YUCIa 10 UX
MpopacTaHulO HAa HOCUTEJIC U3 TKAHCH.

B nomnojsiHeHKEe K U30/1TaM, BbIACJICHHBIM U3 OMOHATPY3KHM, BUbl UCITOJIb3YCMbIX MUKPOOPTAHHU3MOB
NOKHBI BKJIIOYATh MUKPOOPraHU3MblI C M3BECTHOM BBICOKOW PE3UCTCHTHOCTBIO K JAaHHOMY IIPOLIECCY
CTCPUJIM3ALMU U, B JIIOOOM cCJIydac, C PE3UCTCHTHOCTBIO, 3KBUBAJTCHTHOU PE3UCTCHTHOCTU cIiop Bacillus
subtilis (tadnuuia A.2) B coorserctBUU ¢ [OCT P 1CO 11138-1.

1 PUMCHAHHUC — [ 11 [VIAHWUPDOBAHHUHN TAKHWX 3KCIICPHUMCHTOB HﬁOGXOHHMO YHHUTBIBATE YPOBCHD OPDIdHHWNYCC-
KOU U HﬁOpraHHI{QCKOﬁ KOHTAMWHAOWNU U BaApHMallMIO MCKAY IMOBTOPHOCTAMHNU B SKCIICPHUMCECHTAX.

5.3.7 B mporiecce crepuuzali BpeMsl BbIICPXKKHU JJOKHO ObITh He MeHee D x [6 + Ig (100 + B)],
rae [ — BeauyuHa HauboJiee pe3sruCTeHTHOrO MUKpPOOpraHusMa, orpeaecHHas IMpy arrecTallliy 3KCIuiya-
TUPYECMOTI0 000OpyaA0OBAHUS, a B — duoHarpyska, omnpeaecjcHHag o 1OCT P UCO 11737-1.

[ITpuMeyaHue — YBeauueHHas AJIUTEIbHOCTb 00paboTKU oOecrieuuBaeT 3PPpEeKTUBHOCTL CTEPUIM3ALIUH,
KOTOpasl XapaKTepHU3yeTCsl BEPOSITHOCTBIO BBIZKMBIINX MUKPOOPTaHU3MOB (YPOBHEM CTEPWIBHOCTU) HE DoJsee 10°°,

B coorBeTcTBUU C |]] 3TOT ypoOBEHL O0ECIieUeHUS CTEPUIBHOCTU ABJISICTCH 00S3aTe/IbHBIM IJ1s1 U3ACIUN, MO/ -
BepracMbIX GUHUIIHON CTEPUIM3allMU U MapKHUPYEMBIX KaK cTepWUabHbIE (rpuiokeHue C).

>.3.8 Ecnu nocie 3aBepllicHUS IIpoliecca CTCPUWINM3ALINU MEJUILIMHCKOE U3/IeJTUe ITOJABEPTracTCs acell-
TUUYCCKOMY IIepeMeLICHNUIO, TO HCOOXOAMMO YVUUTBIBATDL CJICAVIOLICCE:

a) IMPOLICCCHI, UCITOJIb3yEeMbIe ITPU CTEPUIIU3ALIMKU KOMITOHCHTOB ITPOU3BOACTRA (HAIIpUMEP, KOHTEeH -
HEePOB, KOHCEPBUPVIOILUX PACTBOPOB), JOJIKHbBI BATUIAUPOBATHCS U IMOJABEPraTbCs TEKYILEMY KOHTPOJTIO
COIJIACHO COOTBCTCTBVIOILEMY MECXKJIAVHAPOIHOMY CTAHIAPTY;

b) mnpoueaypsl rnepeMelleHs U3AeIUN ITOCIC BbIACPXKKHN B XXKUAKOM XUMUYCCKOM CTCPUIIU3VIOLLICM
CpeaCTBe A0JLKHBI ObITh BanuaupoBadbl B coorseTcTBUU ¢ [OCT P UCO 13408-1 (A.4.2.7.).

5.4 Baimpauus

>.4.1 Ilporoxkon Bamuaauuu, colepxalllMi pe3vibTaTbl BCEX ACHUCTBUI, AOJIKEH OBbITH ITOAITMCAH
JIULaMU, OTBETCTBEHHBIMHU 3a IMOATOTOBKY, pACCMOTPCHHUE M IIPUHATHE ITpoToKoja. [Iporokosn Banuaanunu
nomxkeH xpanutbesd o 1OCT P MUCO 9001 v TOCT P MCO 9002.

>.4.2 Tlporoxos Bajuaauy 4OJIKEH UMETh CChIJIKY HA TEXHOJIOTMIO ITPOoLIeCCa CTEPUIM3ALNY XXKUAKUM
XMUMUYECKUM CTCPUIIM3VIOILIUM CpPeJACTBOM. B MnpoTokoae AOKHO OBbITh YKA3aHO MEJAWULIMHCKOE MU3JICIHC,
AJIS1 KOTOPOTO ITPOBOAMIIACH BATUAAlIU, a TAKXKE CJICAVIOLIMC JaHHbIC:

a) 4acToTa U McToJ (bl) OIpEACICHUSI OMOHATPY3KU U 00J1aCTh IIPUMEHCHUS PE3VJILTATOB;

b) XapakTepUCTUKU OKpyXKarolliec cpeabl, B KOTOPOU OBIJIO U3TOTOBJICHO XWAKOC XMMUYECKOE CTE-
PUJIU3VIOLLCE CPEACTBO U KOHTCHMHEPHBI, a TAKXKEC OCYLIECTBIICHO acelTudeckoe rnepemereHue (5.3.8);

C) KpUTECpUU OOVUCHUS U CepTUPUKALIUU A1 JOTIYCKAa [TepcoHana, OTBETCTBCHHOIO 34 aCCIITUYCCKOC
rnepeMelieHue (5.3.8);

d) MeToa MOATBEPXKIACHUS OTCYTCTBUS KU3HECITOCOOHBIX MUKPOOPIraHU3MOB B JKMIKUX XUMUYCCKUX
CTCPUIJINAVIOIIUX cpeacTBax (A.6);

¢) COCTaB XUJAKUX XUMUUYCCKUX CTCPUIIU3VIOIUX CPECIACTB, BKIIIOUAS XapaKTECPUCTUKY UX KOMITOHCH-

TOB;
1) pH Xuakoro xuMu4eckoro CTCpUIM3VIOILECTIO CPEACTBA;
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g) OCTATOYHAS AKTUBHOCTD KUJIKOIO0 XUMUUYECCKOI0 CTEPUIIU3VIOLLCTO CPEACTBA ITOCJIC 3aBEPIUCHUS
rpolecca CTepUIr3aliyd B BUAC KOHUCHTpAUUMK U/ UK OaKTECPULIUIHON AKTUBHOCTH;

h) xapakTepUCTUKU cocyaa 1J11 00pabOTKU, B KOTOPOM ITPOAVKIINS KOHTAKTUPYET C XUAKUM XUMU-
YeCKMM CTEePUJIU3VIOILMM CPEJACTBOM, BKIII0YAsd KOHCTPYKLMOHHBIC MaTepUa/Ibl, pa3Mepbl U ITOAPOOHOCTHU
MPUMCHSIECMOU ITpeaBapuTCIbHON 00pabOTKU;

1) KOJIMYECCTBO IMPOAYKLMHU, [TOAJICXKALLCE CTEPUIU3ALMU, Ha CIAUHUILLY 00beMa JKUJIKOTO XUMUYECCKOTO
CTCPUJIU3YIOLICTO CPeACTBA;

1) BpeMs$ BbIICPXKKMH;

K) TeMmrieparypa CTCpUIIU3ALIUU;

1) mob0ble Apyryue KpUTUUYECKUE IapaMeTpsl Ipolecca, BbISIBICHHBIC B X0/1e pa3padOTKU ITpoLecca;

M) MCETOJ CTEePUIU3ALUN JTH000ro KOHCEPBUPVIOILETO paCcTBOPA, B KOTOPOM IIPOAYKT ITOCTABIISICTCS
Mocjie CTepuIn3auu (5.3.8).

5.4.3 B Tex cinyyasx, Koria BajJluaalusgd KOHKPETHOIO M3/CJIMS OLICHMBAETCS KakK IpUTroaHas s
APYIUX U3AETUU, 10KA3aTeIbCTBA 3TOWM OLICHKM AOJIKHBI ObITH JOKYMECHTUPOBAHBI.

5.5 PeBaanpauung

5.5.1 Jdanuble BamuaauuMy U J11I000U IMOCICAVIOUIEU peBATUAALIUM JO/DKHBI [IepecMaTpUBATLCS HE
MCHEE OJIHOTO pas3a B roid. JoyKHo ObITh TAKXKE IMMOATOTOBICHO O0OCHOBAHUC HCOOXOIUMOCTHU PeBATUIALIMHA.

Pepanmuaanuusg JO/DKHA NIPEAIIPUHUMATLCS, €CJIW HE OVAYT IMOJIYYCHBI JOCTATOUYHBIC AJAHHBIC, CBUJC-
TEJIBCTBYIOIIME O [IPUEMJICMOCTHU IIpoliecca crepunu3auuu. [Ipoueaypsl 1o rnepecMoTpy JaHHBIX BATMAALIAU
U peBAIMAALUMU JOJIKHBI OBITH JOKYMCHTHUPOBAHBI, 4 ITPOTOKObI peBaATUAALIUN JOJDKHbBI XPAHUTHCS.

5.5.2 ITlporokos peBanmuaalivy JOKEH OBbITH IMOAIMTMCAH JIMLIAMU, HA3HAUYEHHBIMU TEeMU XE¢ OpTraHU-
3allMIMU, KOTOPbIE TI'OTOBW/IM, pacCMarpUBAIM U IIPUHUMAIN IIEPBOHAYAJBLHBIM ITPOTOKOJT BaTWAALIUU
(5.4.1).

6 Kontpoasr nponecca

6.1 buonarpysky cirenyet oneausath mo [OCT P UCO 11737-1 4yepe3 onpeneieHHbIC WHTSPBADI
BpeMcHU. ECU 1mpu nmpoBeAcHUU TEKYLICH OLCHKU MPEACTCPUIU3ALMOHHOIO Y1UCia BbIACICH MUKpOOpTa-
HU3M, KOTOPBIM HE OBIJI M3VYCH ITPU MEPBOHAYATBHOM aTTeCTallMy 3KCIUIYATUPYEMOro o0OpYyIOBaHUSI, TO
AJIS1 HETO OOJIKHBI OBITH BBITTOJTHCHBI TpeOOBaHUA 5.3.5.

6.2 YToObl yOeAUTHCS B BBITIOJHEHUM TCXHOJOIMYCCKUX TPeOOBAaHUU ITpoliecca CTepUuIr3aliiy, 1S
KAXJI0W MapTUX CTePUIU3YEMOU IPOAVKIIMM HCOOXOAMMO 3aITUChIBATh U XPAHUTDH CJICAVIOILUE CBEACHUS:

a) TICPEMCHHbBIC BCJIUYUHBI, KOHTPOJIUPYEMBIC B XOAEC CTCPUIIU3AIIAN KOHCYHBIX KOHTCHUHEPOB, €CIU
5TO UMEeT MECTO;

D) TMEPEMCHHBIC BCJIUYMHBI, KOHTPOJUPYEMBIC B XOA€ CTCPUIM3ALMU KOHCCPBUPVIOILCTO pacTBOpA,
CCJIU 3TO UMEET MECTO;

C) MCXOJIHVIO KOHLEeHTpaluo U pH XUIAKOoro XuMu4eckoro CTepUuIU3yIouiero CpeacTna;

d) mapaMeTrpbl, KOHTPOJIUPYCMbIC B XOI€¢ IMPUTOTOBICHUS JKHIKOI0 XMMHUYCCKOTO CTCPUITU3VIOILCTO
CpeacCTBa;

¢) PEe3yabTAThl ITPOBEPKU LICJTOCTHOCTU BCEX (PUIIBTPOB, MCIIOIB3YEMBIX [IJI CTCPUIIN3ALIUU PACTBO-
POB, €CJIM OHU ITPUMCHSIOTCSI;

f) BpeMs BBIACPKKMU;

g) TeMIIepaTypy BbIACPXKKHU;

h) pe3yabrarbl KOHTPOJIS OKpYXKarollel cpelbl BO BPeMsSl aCeIITUYECKOro IrnepeMelleHUus, €Ccjid OHO
MMPUMCHSICTCS;

1) (aMUIIUU JTUI, KOTOPBIC:

1) roToBST KOHCEPBUPVYIOIMEC PACTBOPBI U PACTBOPHI JKUIKOTO XMMUYECCKOTIO CTEPUITU3YIOILETO CPE/l-
CTBA;

2) KOHTPOJIUPVIOT IIPOLECC CTECPUITU3ALIMUA;

3) OCVILUECTBIISIOT acCelTUYECKOEC IMepeMeIlcHUEe, eCIU OHO MTPUMCHSICTCS

]) KOJIMYECTBO O0OpAdOTAHHOM IMPOAVKLMU B 3K3eMIUIIpaxX (MU APYIUX CAMHULIAX).

6.3 g xaxJiou nmapTuu MEJUIIMHCKUX U3ACITUU, MOABEPTHYTHIX XUAKOCTHON XUMHUUYECKON CTepHu-
IU3aluy, HCOOXOAUMO HCCIICAOBATH Ha IMPUCYTCTBUC XKU3HECITOCOOHBLIX MUKPOOPraHU3MOB CJICAVIOLIUC
OOBCKTHI:

a) XMMUWYCCKHEC CTCPUIIM3VIOILNEC PACTBOPDDI;

b) KOHCEpBUPVIOILME PACTBOPBI, €CJIU OHU INMPUMCHSIIOTCH:

C) ITO KpalHEeH Mepe, OJHO M3 IMepeYUCICHHOTO HUXKE:
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1) KOHEUHBIN IMPOIAVKT;

2) 3a0pakKoBaHHVIO MMPOAYKIIUIO, MTPOIUEAIIVIO ITOJHbBIN LIMKIT ITPOU3BOJICTBA;

3) BbIACJICHHDLIC 06[)33H}:)I KUBOTHOU TKAHU (_DHCCMHTDH'BHGMBI@ KdK ITPpCACTABUTC/IbHA HdCTh MCAM -
[IMHCKOTIO U3JEJUS), KOTOPbIC MPOLITU IMOJHBIM UK Ipoliecca IMpor3BO/ICTBA.

6.4 Jlns KxaxJI0# mapTuu MeIUIIMHCKUX U3Ae U 4acTh pacTBOPA XKUJIKOTO CTEPUITU3VIONIECTO CPeACTRA
I pPACTBOPd KUNAKOI'O CTCPHUIMIVIOHICTO CPCACTBA, OCTABHICTOCH AJIH CJICAVIOLICTO ITPpOUHCCCa CTCPUJIMS3d-
HHWK, JOJIZKHA ITOABCPIATLCH ITPOBCPKE HA 6&KT@-_[)HL[_HHHYIO AKTHMBHOCTDL B YCJIOBHAX CTCPMW/IM3AUINUNA TTAPTHUHA
MEAULIMHCKUX U3JeJINU ¢ UCITOJIB30BAHMUEM HOCUTEISI U3 XXKMBOTHOM TKAHUW, MHOKYIUPOBAHHOTO MUKPOOD-
ranuszMamu corsiacHo [OCT P MCO 11138-1. Hocurenb nomkeH coaepxarb He MeHee 100 MUKpoopraHus-
MOB C M3BECTHOM BBICOKOU PE3UCTEHTHOCTBHIO K JAHHOMY IIPOILIECCY CTEpUIU3alllU, YCTAHOBJIEHHOU BO
BpeMS ITPOBCICHUS ATTCCTALIUM SKCILIyaTUPyeMoOro ooopyaoBaHus (5.3).

[IlpumMmeuvanue — llpy npoBeageHUM UCHBITAHUS HEOOXOJAUMO TPUHITL MEPBI MPEJOCTOPOXKHOCTU, YTOOBI
MUHHUMH3HUPOBATH PUCK KOHTAMUHALIMU TPOU3BOACTBEHHOTO O00OPYIOBAHMUS.

6.5 Ecnu ocHoBHaS yacTb npolieccca KUJAKOCTHON XUMMUYCCKON CTCpUIM3allMi HE ITO3BOJISICT BBOJIUTD
TECT-MUKPOOPTaHU3Mbl B COCY/I JIJISI CTEPUIIU3ALIUY UIIU B ITPOU3BOJACTBCHHYIO CpeAy, a TAKXKe:

a) B3aMMOCBS3b MEXKAY IMOJHBIM XUMHUUYCCKHUM COCTABOM KHUAKOIO CTCPUJIM3VIOLETO CPeACTBA U €TI0
OaKTepUUMAHON AKTUBHOCTBIO VCTAHOBJICHA;

b) mpouecc CTepUIU3aluUd AJTUTCIBHO IMTPUMCHSIICH, 10 KpallHe Mepe, w1 30 nmapTuil MeAULMHCKHUX
M3JICTIUI, U TIPYU 3TOM HE OTMEUYCHO HM OJHOIro OTKaza corjacHo 6.4,

TO TIPOBCACHUE UCIIBITAHUU corytacHO 6.4 MOXeT OBbITh IPUOCTAHOBIICHO, U JIOJDKECH OBITh INPOBC/ICH
MOJIHBIM XMMHYCCKUU aHaIU3 XUAKOIO0 XUMUYECKOTO CTCPW/IM3VIOLIErO CPeACTBA, OCTABILUECIOCS ITOCIIE
OKOHYAHUY IIpolieccca CTCPUIN3ANNU, CITOCOOHBIM ITOATBEPAUTHL COOTBCTCTBUC 3AJAHHBIM IPEACTbHBIM
3HAUCHUSIM XapaKTepUCTUK IIpoliecca (OCTaTOYHOMU OaKTepUILIMAHON aKTUBHOCTU CPCICTBA).

[IlpumMmevanue — OobeM 30 mapTuil, YynoMIHYTbIM B IIepPEeUYUCICHHUU D), OCHOBAH Ha TMPEAIIOJOXKEHUU O
OMHOMUAJIBLHOM Dpacripelic/IcHUU OpaKOBAHHBIX U3JACJAUN IIpU YypoBHE 3HaAaYyuMOCTU 0.95 (o = 0.05) 1 10BepUTEIBHOM
nHrepsaie 0,9.

6.6 PesynbTaThl, IMOJy4eHHBIC B COOTBSTCTBUU € 6.2, 6.3, a Takke 6.4 1y 6.5, 10KHBI ObITH BHCCECHBI
B 4AaCTb 3aKJIIOUCHMUS, pa3pellaloliero BBINTYCK IMPOAVKIMU KakK CTCPUJIBHOW, M AOJIKHBI XPaHUTHCS Kak
JacTb MMPOTOKOJIOB CTCPUIIU3ALIUN.

6.7 Bce nmpotoxonb! 1omkHbI XpaHUTHCS B cooTBeTCcTBUU ¢ [OCT P MCO 9001 vau TOCT P NCO 9002.

7 BbInycK npoaykKuuy mocje crepuan3anuu

7.1 Kpurepuu, 1Mo KOTOPBLIM JAHHBIN ITPOLICCC CTCPUIN3ALIUU TIPU3HACTCS COOTBCTCTBYIOLLIUM IIPCAb-
SIBJISIEMBIM K HEMY TpecOOBaAHUAM, NOJIKHBI ObITh JOKYMCHTUPOBAHBI U BKJIIOUATD:

4) COOTBECTCTBUEC TEXHOJOTMYCCKHUM XapaKTepUCTUKAM ITPOLIECCa;

b) orcyTcTBUE pocTa ITOCae UHKYOAlMY MPUY MPOBEACHUY MUKPOOUOJIOTMUECKOTO UCIbITaHUs (6.3 U
6.4).

7.2 Tlpouecc crepuimu3alivui J0JKEH pacCcMaTpUBATHCS KakK HEYIOBICTBOPUTCIBHBIN, U MPOAYKIIUS
norkHa yrunusupoBarbses corimacHo 1 OCT P MCO 9001 uau T'OCT P MCO 9002 B caeayioiiux ciayyasix.

a) I[mapameTp Irpoliecca He VKIaIbIBAeTCS B JOKYMCHTUPOBAHHbBIC NOITYCKMU;

b) moboe Muxkpobuosorndeckoe ucrnoitanue (6.3 u 6.4) moxkaspIBacT POCT MUKPOOPTaHU3MOB ITOCJIC
MHKYOal1H.
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[TPUJIOXKEHWE A
(CTIpaBOYHOC )}

PYKOBO/JICTBO
0 OIICHKEe COOTBETCTBHS HACTOAIIEMY CTAHIAPTY

A.1 Bpenenne

Hacrositiee pyKoBOICTBO HE SIBISIETCS KOHTPOJIBHBIM [MOCOOHMEM I10 OLIEHKE COOTBETCTBUS HACTOSILIEMY CTaHIAPTY.

OHO CONEPIKUT IMOSICHEHUS U METO/bI, IIPUTOAHBIC I JOCTUXEHUSI COOTBETCTBUS YVCTAHOBJICHHBIM TPEOOBAHM -
SIM, TIOMOTaeT 00eCIICUUTh €IMHBIN MOAX0A K MTOHUMAaHUIO U IIPUMEHEHUIO CTaHAApTAa, TIPU 3TOM MOTYT UCIIOAb30BATHCS
TaK>Ke U JAPYTrUe METOAbI, €CJIU OHU SBISIIOTCS 3M@MEKTUBHBIMU B JOCTHUXKEHUU COOTBETCTBUS TPECOOBAHUSIM CTAaHAAPTA.

PyKOBOACTBO HE SIBASICTCH UCUEPIILIBAIOILKMM. B pyKOBOACTBE MPUBEACHDBI IIPUMEPHI BBITTOJTHEHUS COOTBETCTBY-
IOIIUX TPpeOOBaHUI. B paBHOM CTEMEHU BO3MOXKHO MCIIOJIB30BAHUE APYIUX METOAOB, HAIOUIUX TaKHE XK€ Pe3VJbTaThl.
B HeM coaepikarcsd Takske peKOMEHJAlMM I10 BBIIIOJHEHUIO TPeOOBAHUNM CcTaHJapTa M Oo0pamaeTrcsl BHUMaHHE Ha
TpPeOOBAHMS, HE OUEeBUAHBIC 18 JIIOAEH, JeTAJILHO HE 3HAKOMBIX C IIpoliecCaMU CTEPUIU3ALMU MEANIIUHCKUX U3ISTUIA.

CCbUIKM Ha IMYHKTBI HACTOSIIIErO CTaHJAApTa IpUBEACHBI B KBAJIPAaTHBIX CKOOKAaX.

A.2 1lepconan [4.2]

YpoBeHb KBAJTU(pUKALIMU, [TOATOTOBKU U OIIBLITA MEPCOHaIa pa3IMYHbIX CIIeHMATIbHOCTEN 3aBUCUT OT BBITTOJIHSIEC-
MOI paboTbl. O011ee PYKOBOJACTBO M0 MOATOTOBKE [IepCcoHasa, SIBISIOIIECHCS YaCTbIO CUCTEMBI ODecrieueHsl KauecTna,
npuBeacHo B [OCT P NCO 9004.

Oco0Oble TpeDOBAHUS TIPEABABISIOTCS K KBATU(MPUKALIMKM U [TOACOTOBKE [epcoHajla, OTBEYAIOIero 3a:

- MUKPOOMOJIOTrMYECKHUN KOHTPOJIb:

- BETEPUHAPHYIO MUKPOOUOJIOTHIO;

- XMMHUYECKHMM aHalIu3 U TIPUTOTOBJICHUE COCTABOB;

- MOHTaXK 0DOpPYHOBAHUY:

- 00CJIyKUBaHME O0OPYIOBAHUS;

- MEXaHMWYEeCKNe UCTIBITAHUS TIPU aTTeCTAllMU BKCIUIYaTUPYyeMOro o0opyIoBaHU;

- BKCIUTyaTauHlo CTepuIn3aropa;

- KaJlUuOpOBKY;

- pas3paboTKy IIpolecca;

- TEXHUUYECKHE XapaKTEepPUCTUKHU ODOPYIOBAHUN:

- aCernTHUUYECKYIO 00pabOTKY.

A.3 Pa3pa0oTKa npouecca U COBMeCTUMOCTh npoaykinm [4.5]

A.3.1 Paspabotka npouecca cTepuan3aluu st KOHKPETHOIO MEIULIMHCKOr 0O U3AeJaUs TpeOyeT CO3/1aHus TAKOTo
rnporecca, KOToOpbId SBASIETC OAHOBPEMEHHO 3PEPEeKTUBHBIM U COBMECTUMBIM ¢ MEIULUHCKUM u3acaueM. CienoBa-
TE€JAbHO, UCCICTOBAHUA COBMECTUMOCTHU ITPOAYKTA BMECTE € BKCIIEPUMEHTAIBHBIM OIPEACICHUEM U /WU ONITUMU3AlUEN
[poLecca CTepUIn3alivi MOIYT OBITh MIPEATIPUHATHL HA CTAAUU Pa3pabOTKU MPOAYKLIHHN.

TpeboBaHUM K CHUCTEME KauecTBa, KOTOPBIE PACIIPOCTPAHSIOTCS U HA pa3padOTKy MEIULIMHCKUX U3AEJIUNA — T10
[OCT P MCO 9001 u TOCT P 51536.

A.3.2 B npouecce XKUIKOCTHOM XUMUYECKON CTEPUIM3ALNU IMTPOAYKLIUS MOXKET IMOABEPrarbCsl Pe3KUM BO3AEH-
CTBUSIM OKPYXKAIOLIEH cpelibl, a TAKXKE BCTYIIATb B PEAKLUIO C UCIIOJAb3YEMbBIMH KUJIKUMU CTEPUIU3VIOILIMMU CPEJICT-
BaMU, IIO3TOMY HEOOXOIUMO 00eCleuyuTb, 4YTOObl (PYHKLUUOHAIBHOE Ha3HAYEHUE M 0e30IMaCHOCTb TMPOAYKLUH HE
[MOCTPAtaJIu OT BO3ACHUCTBUS [IPEATIONAracMbIX YCJIOBUM CTEpUIU3ALINH.

A.3.3. Ilpu BBIOOpE mIponecca CTepWIU3aluU Il MEAMUIMHCKUX M3ACJIUN HEOOXOIMMO YYHMTBLIBATL (PAKTOPBHI,
BAUSIOIIME Ha 3MdOEeKTUBHOCTL Mpolecca (ImpuMeyaHue B pasgeie 1):

a) JOCTYITHOCTb CTEPWIN3ALIUOHHOTO O0OPYIOBAHUS;

b) auarnasoH ycjJI0OBUN, JOCTUKUMBIX IMPU MPUMEHEHUUN JOCTYITHOIO CTEPUIN3allMOHOI0 000OpPYI0BAHUS:;

C) TMPOLECCHI CTEPUIN3ALIUU, VKE UCIIOJIb3yeMble ISl APYTOM MPOAYKLIUH;

d) TpeboBaHHY K OCTATOYHOW KOHUEHTpAlIUKU XMMHUUYECKUX BEHIECTB U/UIN MPOAYKTOB UX pPeaKlUU;

€) PEe3VJbTAThl BKCIIEPUMEHTOB I10 pa3pabOTKe MpoLecca;

f) BO3MOIKHOCTb TOIO, UTO MCIIOJb30BAHHE XKUAKHUX XUMHUUECCKMX CTEPUIN3YIOINX CPEACTB IMPpUBEACH K PA3MHO-
JKEHUIO (Mpoiudgepaliii) pe3uCcTeHTHBIX MUKPOOPTraHUu3MOB.

A.3.4 Cxema pa3pabOTKU Ipolecca CTepUIN3aliui BKJIKOYAET B ¢e0d CIACAVIONIUE BJIEMEHTHI:

a) oIpedejceHUEe KPUTUYECKUX TTapaMeTPOB Ipolecca U MpeaejoB UX U3MEHEHUWI;

b) oneHKy OMOHArpy3Ku IpoayKTa, Ha OCHOBE KOTOPOH JOJIZKHA OIpeaesIsIThLCH pacyeTHasd MUKPOOUOJIOTHYECKAasd
KOHTAMUHALUWS IJIS pa3zpabOTKU MpoLecca CTePUIN3aluu;

C) TOATBEPKACHUE MPUTOAHOCTU MHOKYJIUPOBAHHOIO HOCUTES, IIpeaAHA3ZHAUEHHOTO IS IIPOBEACHUS aTTecTa-
[HUU BKCIUTYAaTUPYEeMOT0 00OpYIOBAHUS U TEKYILETro KOHTPOJISI.

3
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B pe3yabrate MepornpusITU 10 pa3paboTKe Irporlecca CTepUIn3aluy JOJKHBI ObITh OIpeaceHbl €ro XapakTe-
PUCTUKU. [IpUTroaHOCTh TAKOTO CTEPHUIM3ALMOHHOIO Mpolecca J0JKHA ObITh ITOKa3aHa MpU MPOBEACHUU aTTeCcTalluu
HKCIUTYaTUPYEMOTro 00opyaoBaHUs (J.3).

A.4 Bammpammsa |5}

A.4.1 Onenka OnMoHATpy3KM NpH BAJIMAannM nponecca [5.3.3]

HacTrosiee pykKoBOACTBO AOIMOJJHIET pyKOBOJACTBO, npuseacHHoe B [ OCT P MCO 11737-1, MocKoABKY Cyliiie-
CTBYIOT OCOOBIE TPYAHOCTU B OCVYILECTBJICHUM OLEHKU OMOHATPY3KU KMBOTHBIX TKAHEN.

OlieHKa OMOHArpy3KHM yCTaHABJIMBAET:

- TMPUPOAY KOHTAMUHHUPYIONIUX MHUKPOOPTraHM3MOB, IMTPUCYTCTBYIOIINX Ha MPOAYKUINHU;

- KOJMYECTBO MUKPOOPraHU3MOB, TPHUCYTCTBYIONIUX HA MPOAVKLIUU;

- TIpeaesbl KojaebaHUN U, CIeN0BaTeJbHO, IIPpeAcKa3yeMOCTU KOHTAMUHAIMKY CpaBHEHUEM 3HAYEHUM, TTOJTYYECH-
HBIX TMPHU KOHTPOJIE MMOCAeA0BATEIbHbIX MTApTUH MTPOAYKIHNHA.

OleHKe OMOHArpy3KH I10J1exKar:

- UCXOJHBbIC MaTepHalbl JKUBOTHOI'O IMPOUCXOXKICHUS ;

- Marepuajbl Mocje KaKJa0u OTBETCTBEHHON CTaJIuU O00padOTKU;

- TIPOAYKLIUS HEIMOCPEICTBECHHO Iepe] cTepuiIn3auuei (rmpeacrepuwin3aliMoHHOE YHUCJTIO).

JIt060U MeTo1 OLIEHKY OUMOHATPY3KU MOZKET TOJILKO IMOKA3bIBATH IMMPUCYTCTBHUE OTPAHUYEHHOIO YUCiIa MUKPOOD-
raHM3MOB U KX WITaMMOB. l[lo®dTOMY 3HaueHUSI OMOHATPY3KU OOJKHBI KOPPEKTUPOBATHCS C YYETOM IMOIPEIIHOCTU
3PPHEKTUBHOCTU U3BJICYECHUS MUKPOOPTraHU3MOB M3 MPOAYKLIHNU U JSHCTBEHHOCTU UCIIOIBb3YEMBIX YCTOBHUI KYJIBTUBU-
POBAHUS TIPH OIpPEACTICHUN 3TUX MUKPOOPTraHU3MOB. SP@PEKTUBHOCTb U3BJICUCHUS MOZKET KOJe0aTbCs, a TAKXKE OBbITH
KpalHe HU3KOM AJI JKUBOTHBIX TKaHel. YToObl KOMIIEHCUPOBATh TAKYIO HEOIpeAeJIEHHOCTL, B YpaBHEHUE IJIsI pacueTa
BPEMEHHU BBLICPXKKH B J.3.7 BBOAUTCH KO PpUUMeHT d0e3onacHocTU, paBHbI 100.

J11s1 obecrnieyeHUS HAAEKHOrO OIpeaeeHUs] KOJUYECTBA BLIPOCILIMX KOJOHHUKN HEODX0IUMO 00paTUThL BHUMAHHE
Ha BBIOOD COOTBETCTBVIOIIMX [MUTATEJIBHBIX Cpeld W YCJAOBUM KYJABTHBUPOBAHUSI, a4 TaKXKE VUECTh TPeOOBAHUS K
BbIICJICHUIO MUKDPOOPTaHU3MOB, KOTOpPbIE MOTYT OBLITH CBSI3aHBI C MaTrepuajaMU >KMBOTHOT'O TIPOUCXOXKIeHUA. B
HEKOTOPBIX CIyYyasX MOXKHO UCIOJb30BAThH Cpedbl, MPpUBeAcHHBIE B TadbauLe A.l.

A.4.2 ArrecTaiys B 3KCILIyaTAlUH

A.4.2.1 O0Omue rnoaoxeHus

[Ipn BBIOOpEe BUIOB MUKPOOPTaHU3MOB, MCIIOJBb3YEMBIX MMPH BAJTUIALIMK IIpoliecca CTepWIM3alluil Marepuasa
SJKUBOTHOTO TTPOUCXOKIEHNU XKUAKUMU XUMHWUUYECKVMHU CTPEJIU3VIOUIMMU CPEeJACTBAMHU, CJEAYVET pacCMaTpUBAaTh:

- BHUAbBI MUKPOOPTaHU3MOB, KOTOPbIE MOTI'YT IMPUCYTCTBOBATb B UCTOUHUKE TKAHEU XKMBOTHBIX;

- BHUAbI MUKPOOPraHU3MOB, BBIJCJCHHBIC B BpeMs OLICHKM OMOHArpy3Ku IMPOAVKIINY;

- BHUABI MHUKPOOPraHU3MOB, BbIJCJICHHBIE M3 OKPVXKAIOWIEH Ccpelbl, B KOTOPOW IMPOU3BOAUTCS COOp TKaHEH
JKMBOTHBIX, U TIPOMU3BOACTBEHHONW Cpeabl, B KOTOPOUW IPOU3BOAUTCS KOHEUHOE MEIUIIMHCKOE HU3/ICIUC:

- BHUABI MUKPOOPraHMU3MOB, KOTOPbIE MMEIOT JOKA3aHHYIO BBICOKYIO PE3UCTECHTHOCTL K BO3ACHUCTBUIO KMJIKHX
XMMHWUYECKUX CTEPWIMIVIOIINX CPEACTB, WU KOTOPBIE MOI'YT UMETh IMOBBINIEHHYIO PE3UCTEHTHOCTS;

- BapUMalIMOHHBIN pasMax BUIOB MHUKPOOPraHM3MOB.

[IpuMepbl MUKPOOPraHU3MOB, KOTOPbIE MOTYT OBITh UCITOJB30BaHbI, IIpUBeAcHBI B Ta0bauLe A.2. [ lepeuucieHHbIC
MUKPOOPraHU3Mbl paHee MoKas3ajlu 3HAYUTEJIbHYIO PEe3UCTEHTHOCTh K BO3ACHCTBUIO XKUAKUX XMMHUUYECKUX CTEPUITH3Y-
IOIIMX CPEACTB Ha XXKMBOTHBIC TKaHU. [ abnmuua MOXKET paccMaTpHBATBHCS TOJBKO KaK CIIPaBOYHBIM MaTepHuall, a HE KakK
NCYEPIIbIBAIONIUI IepedeHb MUKPOOPraHU3MOB, KOTOpPbBIEC TMOAJEXKAT OLCHKE.

Taonuua A. 1 — llepedyeHb CBEACHUNM O TIUTATEJIbHBIX Cpedax, VCIOBHUIX MHKYOALIMU U BbIpAlLUBACMbIX B HUX
TeCT-MUKPOOPTraHM3Max

TecT-MUKpOOpPraHuaMbl 11714
[TutatensHas cpenal’ B0o3MOXHBIC VCI0BUS MHKYOAIUKU3) NEMOHCTPAIlU POCTOBLIX CBOUCTB
MUTaTEIbLHBLIX cpen™

] TpunrtoHo-coeBbIlI OVJILOH U A»po0OHBIE (30—35 "C) Bacillus subtilis
TPUIITOHO-COEBBLIN ara |
P P Klebsiella pneumoniae
Pseudomonas aeruginosa/ diminuta

Staphylococcus epidermidis

2 llurareabHBIA OYJIBLOH U TMUTA- AspoOHBIE (30—35 "C) Bacillus subtilis
TEJBHBIN arap | ‘ ‘
Klebsiella pneumoniae
Pseudomonas aeruginosa/diminuta

A»pOOHBIE (20—25 "C) Saccharomyces cerevisiae
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Orxonuanue maoauubt A. [

TecT-MUKPOOPraHuU3Mbl 11714
[TutarensHas cpenal’ BoaMoKHbIe YCI0BUS MHKYOAIIMN3) NeMOHCTPAaIlU POCTOBLIX CBOVCTB
MUTaTeIbHbIX cpea™

3 Cpena JloBeHcraiiHa — JlKeH- A»po0OHBIE (30—35 "C) [richophyton rubrum

ceHa (Jlesenurerina—Mencena) Mvycobacterium phlei (3 nedeiau)

4 KpoBsiHOU arap A»po0OHBIE (30—35 "C) Bacillus subtilis

Klebsiella pneumoniae
Pseudomonas aeruginosa/diminuta
Staphylococcus epidermidis

Enterococcus faecalis

AHa»pobHbIe (30—35 "C) Clostridium sporogenes
5 KaprodelbHO-IeKCTPO3HbBIN AspoOHBIE (20—25 "C) Saccharomyces cerevisiae
arap [richophyton rubrum
6 Cpena PobeprcoHa U3 OTBap- A»poOHbBIE (30—35 "C) Clostridium sporogenes

HOTO Msca 2)

1) Cpeabl He NOJKHBI COMEPXKATh LBETOBBIX MHANKATOPHBIX KPACUTENEH (KOTOPBIE YACTO ABISIOTCS UHTUOUTO-
paMHU MHUKPOOHOI'O pOCTa), 3a UCKIIIOYEHUEM OCOOBIX cilydaeB, Harpumep, cpenbl JloBeHcralina—/xeHcena JI-/1x. —
(JleBeHiteiiHa— MenceHa). OrnpenesieHHUe pocTa B XKUIAKUX cpedax J0/KHO IIPOBOJUTHLCSI BU3VAJILHO, JHUOO TI0
CTAaHAAPTY MYTHOCTH, JIMOO MO IMJIOTHOCTH, JIMOO IMTYyTEM MHUKPOCKOIMMUPOBAHUS U B HCOOXOAMUMBIX CJIyUasiX MMOATBEPIK-
JAThCS MepeceBOM Ha COOTBETCTBVIOIIME TBEPAbIC MMUTATEJ/IBHBIC CPEIBbI.

2) MoryT ObITh 3aMEHEHBI AJIbTEPHATUBHBIMU CPEJAMU CO CHUXKEHHBIMHU CBONCTBAMHU, 00ECIIeUnBAIOIIUMU POCT
aHa’pPOOHBIX DAKTEPUIA.

3) Bpemsi HHKYOALIMKU BO BCEX CpeAax AOMKHO COCTABJIATH HE MEHEE JABYX HEMEb, 32 UCKIIoueHUeM cpeabl J1 — JIK,
rje BpeMsi MHKYOaAUMU JOJIKHO OBITH HE MEHEE TpeX Helellb. leMriepatypa J0/KHA KOHTPOJIUPOBATHLCS U MOAJACDKU -
BaTbHCY B JOIIYCTUMBIX Ipeaciax. [ loBpekaeHHbIE MUKPOOPTraHM3MbBI MOTYT IMTOTPEOOBATH 00J1ee JJIUTEJIBHOTO BpEMEHH
MHKyDalIUK.

4) Kaxiag napTudd MUTATENBHON cpelbl JOIKHA TMOABEPTATLCS UCIIBLITAHUIO IS T0KA3ATEJIbCTBA TOrO, UTO OHA
CITOCOOHA ob0ecrieyuTh BoccTaHoBieHUe 10— 100 MukpoopraHmusMoB B MHOKYIATE. llapTueil cyuraeTcst KOIUYECTBO
rperiapara, IMPUroTOBJICHHOE W3 OJAHOM IMapTHUU CbIPbS, IMOABEPrHYTOTO ABTOKJIABHPOBAHWIO 34 OAUH TIPUEM.
McrblTaHus OOJIKHBI TIPOBOAWUTBLCS € OMpeAeJeHHBIMU IITAMMAMU MUKPOOPraHU3MOB U3 IMPU3HAHHOW KOJUIEKUIUU
KYJIBTYD.

Eciu ucronb3yeTrcss MHOKVYIISIT, coaepxKamuni 10 MUKpOOpraHu3MoOB, TO PelIKO VAAeTCs BbIASIUTL 10 KOJOHUE-
oopasyromux eauHul (KOE) Ha TBepaoi nmUTatebHON cpelie, TaK Kak:

a) CYILECTBYET pa3HULa MeXXAy ODIIUM KOJUYECTBOM MUKPOOPTaHHU3MOB M YHUCJIOM JKU3HECITOCOOHBIX MUKPOOP-
raHu3MOB, U

b) 4MCII0 MUKPOOPraHU3MOB B MHOKYVYJISATE MOXKET OTJUYATLCS OT cpeaHero 3HayeHus 10 eagunul. BolaeneHue
ogHoON niu donee KOE u3 MHOKyAg9TA (MU BUAMMBIN POCT B JKUAKON IMUTATEIBHONM Cpeae) MOXKET paccMaTpUBaThCS
KaK YIOBJETBOPUTEIBHOEC CBUIACTEIBCTBO CITOCOOHOCTU IMUTATEIBLHOM Cpeabl MOAACPXKHUBATH POCT TECT-MUKPOOPTa-
HU3MOB. IIpHU UCIIBITAHUSIX XKUAKUX MMUTATEJIBHBIX CPE, €CJIU HEOOXOIUMO MPeAOTBPATUTDL 3P (PeKT UHTMOUPOBaAHUS,
BbI3BIBAEMBIN pa3z0aBUTEIEM, CIEAYET UCIOIB30BATh HEQOBIINE 00BeMBI TUTATENBHBIX cpen (10 cm?).

[IlpumMeuvanue — Ilomumo ykazaHHbIX B Ta0aule A.l MoryTt ucrosb3oBaTthes cpenaa Cadypo, TUOTTMKOJIEBAsI
CMEChb U JPYrue cpelbl B COOTBETCTBHUU C ACUCTBYIONIE HOPMATUBHO-TEXHUYECKONM JOKYMEHTALIUEH.

Tpyu crtaauyn MUKPOOMOJOTMUECKON aTTeCTAllMU B3KCILUIYyaTUPYEeMOro o00pyIoBaHUS — CKPUHUHI, TMOCTPOCHUE
KPUBBIX BbIDKUBAHWS U OLIEHKA MHAKTHUBALIUY HA HOCUTEJSIX U3 TKAHEHW JKUBOTHBIX — paccMOTpeHbl B A.4.2.3—A.4.2.5
COOTBETCTBEHHO.

A.4.2.2 Heunrpanuzauus [5.3.4]

[lepen HayaOM MUKPOOMOJTOTMUECKON aTTeCTAllUM BKCIUTYaTUPYEMOro o00pyI0BaHHs HEOOXOAUMO ODECIICUUTD,
YTOOBI HAa PE3YJbTAThI ATTECTALIMU HE TMOBJIUSIN DaKTepULIMIHBbIC U baKTepuocTaTUyeCcKue 3P PpeKThl OT CIICI0B XKUIKHUX
XUMUYECKUX CTCPWIN3YIOIIUX CPEeACTB, BHOCUMBIX B CUCTEMY BbIpalllUBAHUS MHUKPOOPraHMU3MOB. BiusiHUEe OakTepu-
HUJIHBIX U 0AKTEPUOCTATUUYECKHMX BEIIECTB MOZKET ObITH YMECHBIICHO pa30aBjeHUEM, UCKIIIOUEHO € MOMOUIBIO (PUJIBT-
pallMy WU KOMITEHCUPOBAHO PEaKIIUEU ¢ HEUTPATUIYIOILUM areHTOM.

Be1bop cucTeMbl HEMTpaIU3aliluK OyAET 3aBUCETh OT COCTaBa JKMUAKOI0 XMMHUYECKOI0 CTEPUIN3VIOILETO CPEeACTBA,
a 3P (PeKTUBHOCTb BBIOPAHHON CHUCTEMBI AOJIKHA OBITH IMOKa3aHa 40 Hadajga aTTeCTalNu.

A.4.2.3 CKpUHUHT (COPTUPOBAHUE) MUKPOOUOJOTHUECKUX HU304TOB [5.3.6 a)]

A.4.2.3.1 O01iue 1ojIoXKeHus
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[ IpakTHKa rmokasasna, yTo Heleaecoodpa3HO U3yyaTh MHAKTUBALMIO BCEX U30JISITOB, MOJYYEHHBIX U3 MPOAYKIHNHU,
[TO3TOMY CJISAYET UCIOJb30BATH CKPUHHUHIOBBINM TeCT. lloasepras oOpasibl JKUBOTHBIX TKAHEH MeHEE JKECTKUM YCII0-
BUSIM BO3IACHCTBUS, UEM T€, KOTOPbIC UCIOJBL3YIOTCS B IIpolecce CTepWIM3allui, MOXKHO OBICTPO OTICJIHUTL 0oJiee
PE3UCTEHTHDBIC U30JATHl U MIPU M3YYEHUM MHAKTUBAUWWU UCIIOJIb30BATH TOJBKO MX. JIIODOH M30J14T, OKA3bIBAIOILINICS
DojIee PEe3UCTEHTHBIM, YEM CTaHJAPTHBIC KYJbTYPBI, BBIOpAHHbIC 19 Balugaliuu (tabauna A.2), TO/KEH ObITh ITOJ-
HOCTBIO OXapaKTepHU30BaH.

[TockoabKy MpUMeHEHHE XXKUAKUX XUMHUUYECKHX CPEJCTB B Ipolieccax CTePUIN3aliuu CBA3aHO C UHAWBUAYATIbHDBI-
MU OCOOCHHOCTSIMU CHUCTEMBbI, HEOOXOAMMO IIPOSIBIATH ITOCTOSIHHOE BHUMAaHUE K OINPEACICHUIO, CKPUHUHIY U UCTIbI-
TAHUIO OOHAPYXKMBAaeMbIX MUKPOOPIraHM3MOB, KOTOPbIE MOTYT 00J1a4aTh 3HAYUTEJIbHON PE3UCTEHTHOCTBHIO K IMPOLECCY
crepuaun3zaiuu. CyluecTBYET PUCK TOrO, YTO BO BPEMS IMPOM3BOJACTBA MOI'YT OBITH BHECEHBI HOBbIE WM M3MEHEHHBIE
MUKPOOPTraHMU3Mbl, o0J1agaroriye 0oee BBICOKON PEe3UCTEHTHOCTBIO K MPOLECCY CTePUIU3aliMi, YEM UCXOIHbIE MUK-
POOPTraHU3MbI, UCIOJb3yeMblIe TIPU UCIILITAHMUAX U Baaugaluu. [losToMy HE0oOXOIUMO YCTAHOBUTH IIPOLEAYPY CKPH-
HUHIa U OLUCHUTH PE3UCTEHTHOCTH MHUKPOOPraHU3MOB, OOHAPYKEHHBIX TIPU IIPOU3BOJACTBE U B OKPYXAIOLIEKU cpele
(TIpoLeaAYyPY CKPUHUHIA MUKPOOMOJIOTMYECKHUX U30JSITOB CM. TakKsKe B A.D).

B nipouecce MUKpOOHMOSOTMUECKOro CKpUHUHIA OOHApyXKeHUE M OLIEHKA HOBBIX WU U3MEHEHHBIX MUKPOOPra-
HU3MOB JOJIZKHBI OCYHIECTBIISTBCS CBOEBPEMEHHO.

[Ipouenypa CKpUHHMHIAa MUKPOOMOJOIMYECKOro U30J5Ta JOJDKHA BKIIIOYATh TPU HTarla:

a) cOop MUKPOOMOJIOTUUYECKOTrO HU30JITA;

b) uaeHTU(PUKALUIO MUKPOOUOJIOIMYECKOro U30JITA;

C) MPOBEACHHUE KOHTPOJBHBIX UCIIBITAHUN MUKPOOMOJOTMYECKOro U30J8Ta HA PE3UCTEHTHOCTL (CKPUHHWHT).

A.4.2.3.2 COop MUKPOOUOJIOTMYECKOTO U30JSITA

MUKpOOHMOIOruyecKue U30J8Thl JO/KHBI OBITH COOpaHBbI KaK B IIPOU3BOJACTBEHHOM IIpoLEcce, TaK U U3 OKPY-
JKAWIEH cpelbl, B KOTOPOH IPOU3BOANTCS MeAULIMHCKOe u3aeine. CHavyasa JOJIKHBI ObITH COOpaHbl T€ MUKPOOPTa-
HU3MBI, O KOTOPBIX TOUHO M3BECTHO, YTO OHU MPUCYTCTBYIOT HA MPOAYKLINUU A0 MPOBEACHUS CTEPUIU3ALIUN (U304 ThHI
OnoHarpysku). B porionHeHHe K OMOHArpy3kKe IMPOAYVKUIMHU HU30JIThl JOJKHBI ObITH COOpaHbl U3 TMPOU3BOIACTBEHHOU
Cpellbl, B KOTOPOW M3roTaBJIMBACTCS TMPOAYKUHA. HDTa Cpela MOXKET BKIIOUYATh pabouyue pacTBOPBLI, pabouune IMoBEpPX-
HOCTH, CUCTEMBI OUYHMCTKH BOJBI, ChIpbE U IMEPCOHAT, OAHAKO HE OrpaHHUYMBACTCS UMU.

A.4.2.3.3 WNaeHtudukauuss MUKpPOOUOJIOTMYECKOro U30JsTa

MUK pPOOHMOJOrMYECKHE U30JISThI, COOpAHHBIE AJ1 OLUEHKH, JOJKHBI OBITh OXapaKTEPU30BaHbI U /WU UACHTHU(DH-
[IUPOBAHBI. XapaKTepPUCTHKA JOJKHA BKIIIOYATh, KAK MUHUMYM, MOD(}OJIOTHIO KOJOHUM U KIIETOK, OKpacKy 1o I pamy
U OINMUCAHUE CKOPOCTHU pocTa. ECau BO3MOXKHO, MPEArIOoUYTUTEIbHO UASHTU(MHULIUPOBATE BUALI WU TMOABUILI.

A.4.2.3.4 llpoBeaeHUe UCIBITAHUN HA PE3UCTCHTHOCTb (CKPUHUHT)

KOHTpOMBbHBIE UCIIBITAHUS MUKPOOMOJOTMYECKUX HM30JSITOB HA PE3UCTCHTHOCTH AOJIKHBI OBITH IMPOBEJACHLI B
COOTBETCTBUHM € 5.3.6. MUKpOOHOJOrMYECKUE WU30JTHI, MPOIBASIONINE 3HAYUTEIbHYIO PE3UCTECHTHOCTD K Ipoleccy
CTEPUJIN3ALHU TIPU ITEPBUYHOM KOHTPOJIBHOM UCIBITAHWUU, JO/IKHBI OBbITH IMTOABEPIrHYTHI MMOJIHON OLIEHKE Y CPABHEHUIO
C MUKPOOPraHM3MaMH, UCITIOJb30BAHHBIMU IIPU TIEPBUYHON ATTECTALIMU 3KCIUTYaTUPYEMOTr0o 0DOpYIOBAHUS U BATWUIA-
nuv. HeodbxonMMo OLEHUTb OTHOCHUTEIBHYIO PE3UCTEHTHOCTh KOHTPOJIBHBIX MUKPOOUOJIOTUYECKUX U30JISTOB € TOYKU
3PEHUS TpoLecca CTEPUIN3alnN.

Taonunma A.2 — n"pI/IMﬂpr MHUKPOOPDIdHWUSMOB, KOTODBIC HMCIIOJIb30OBAJINMCE AJIH OHCHKHM AdKTHMBHOCTH HCKOTOPbBIX
AMAKNUX XUMHUYCCKHUX CTCPHMJIM3VIOHINUX CPCACTB

HoMep B KOJLIEKIIUN KYILTYD
Bua MUKpOOPraHu3MoB
ATTCD NCTC2) NCIMB?
Crnopsl
Clostridium sporogenes 3584 — 10696
Basillus subtilis 6051 3610 3610
9372

Basillus pumilus 27142 10327 10692
Chaetomium globosum 6205 — —
Microascus cinereus 16594 — —

BereTatuBHbie KJ1eTKH
Mycobacterium chelonae 35752 946 1474
Methylobacterium extorquens 43645 — 9399
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Orxonuanue madoauubt A.2

HoMep B KOJLIEKIIUMU KYILTYP

B MUKpOOPTAHU3MOB
ATTCD NCTC2) NCIMB?

[richosporium beigelii 22310 — —

1) AMepukanckasg Kosutekius TUTTOBBIX KYJIbTYD.
2) HannouaneHasg KouieKus TUITOBBIX KYJIBTYD.
3) HaumonanbHayg KosuteKius pOMBIIIEHHBIX U MOPCKUX OAKTEPUIA.

[IlpuMeuanue — Moryr ObITb UCITOJB30BAHbBI TMOXOXKHUE WIW pPaBHOLIEHHBIE KYJAbLTYPBI, XpaHsiiuecs B Koli-
JEKIUIX KYAbTYP, 3aperucTpupoBaHHBIX byaarnerurckumM CorsalieHUeM.

OaWH U3 IT0AX0H0B K MEPBUYHOMY KOHTPOJBHOMY UCIIBITAHUIO HA PE3UCTECHTHOCTDb 3aKJII0YAeTCsI B TOM, UTOOBI
[TOABEPTHYTH BO3AEUCTBUIO JKUIKOIO XUMHUUYECKOTO CTEPUIIM3YIONIETO CPEACTBA MPU MUHUMAJBHBIX MapaMerpax Ipo-
lecca CTePWIM3AlNN CYCIICH3UIO, comepxkKaliyio He MeHee 10° BbUICJCHHBIX MUKPOOPTAHU3MOB, U BBIACPKATH €€ TaM
B TEUCHUE BPEMEHM, PABHOIO BeJIMUYKUHE [) caMOro pe3ducTeHTHOro MUKpOOpraH1iMa, UCIoJab3yeMOoro rpu arrecTaliuu
SKCIUTYaTUpyeMOoro o0opyaoBaHus. Eciu rmocie Takon BbIASPXKKH OOHAPYXKMBAKOTCH XKU3HECITOCOOHBIE MUKPOOPTaH N 3-
MBI, TO 3TO O3HAYaeT, YTO PE3UCTEHTHOCTb U30jdaTa Ha 20 % uiu 0osee MpeBbIILIACT PE3UCTEHTHOCTh CAMOT0O YCTOM-
YMUBOIo MHUKPOOPraHMW3Ma, ITPUMEHSIEMOT0O IPU aTTeCTallMU SKCILUTyaTUpyeMoro o0opyaoBaHus. B »3ToMm ciayuae
[MOJYYEHHBIN U30JIST MOAJICKUT MOJHON UACHTU(PUKALINN, 4 KUHEMATUKA €ro UHAKTUBAUUNU — ACTAJbHOMY U3YYEHUIO.

A.4.2.4 WccaenoBaHue KUHETUKHU MUKPOOHMOJIOTMYECKOM MHAKTUBALIUU [5.3.6]

A4.2.4.1 O01iMe nmoToxKeHUs

[Ipu npoBeaeHUH aTTecTalluM DKCIUIYaTUPYEMOro O0OpPYIOBAHUS CTPOSIT KPUBYIO MHAKTHUBALIUHW IS KaXKIOTO
MUKPOOPraHu3Ma, rpuyeM KpuBas J0JKHA CTPOUTBHCHI KAK MUHUMYM I10 ITSITH TOYKAM, OXBATBIBAIOILMM, 10 KpalHel
Mepe, ThICIUEKpaTHOE CHMJKCHUE YMCa MUKPOOpraHusMoB. Kaxkmasg Toyka OOBIYHO CTPOUTCS I10 TPEM TMOBTOPHBIM
OTIBITAM Y JOJ/DKHA UMEThb BOCIIPOU3BOJAMMOCTD B IIpeJeiax yYIBOSHHOI0 CTAHAAPTHOIO OTKJIOHECHHMUSI.

[1o rmosryyeHHBIM pe3yJbTartaM MOXKET ObITh paccyMTaHa BeJIMYMHA [ HaubdoJee pe3uCcTeHTHOIO MUKPOOPraHu3ma,
HCITOJIL3YEMOrO B OIbITax. Pacyer BeJIMUUHBI 1) BO3MOXKEH TIPU VCIOBUU, YTO B IMOJYJIOTapU(PpMUUECKUX KOOPAMHATAX
(JtorapudM yrcia BLIKUBILUX MUKPOOPTraHU3MOB B 3aBUCHUMOCTU OT BPEMEHU BbLIECPKKN ) KPUBASI BLIDKMBAHUS SIBJISICTCS
JIUHENHOM. Eciu uMeroTcs OTKJIOHEHUWS OT JUHEHHOCTU, TO MPeacKa3aTh rapaMeTpsl YIOBISTBOPUTEIBHOTO Ipoliecca
CTepWINU3aluy TPYAHO. laKkue OTKJIOHEHUS JOJIKHBI CIVKUTH MPEAMETOM JAJBHENILIEr0 U3YYEHUS B LICAbIO JIVUILICH
XapaKTEePUCTUKU KMHETUKHN WHAKTUBALIMU.

Y10o0BI OLICHUTH BEJIUYUHY [) TIpU MaJbIX KOJUUYECTBAX BBDKMBIIMX MHUKPOOPraHM3MOB, MOXKHO WUCIIOJb30BATh
MeTO/ HauboJsiee BeposdaTHoro uucaa (HBY), mpoBoauMBbIli ¢ TpeMs Haubdosiee pe3uCTeHTHBIMU K BO3ACUCTBUIO JAHHOTO
rnpouecca Crepwin3aluu MUKpoopraHusmMamMu. llonyyeHHas BeauynHa ) MOXKET OBITH UCIIOJB30BaHA B KAdeCTBE
KPUTEPHUS TIPUEMIIEMOCTHU PACUECTHOTO BPEMEHHU BBIICDXKKH.

OmnpeaeneHue Beauyunsl D meroaoM HBY ornucano B npunoxkenuu B xk OCT P MCO 11135.

A.4.2.4.2 Irarsl UcCaeI0BaHUN

Banunpauuioo npoueccoB CTEpWIM3AUMU XKHUAKMMHU XUMUYECKUMU CPEACTBAMU CJICAVET IMPOBOAUTH TaK, YTOOBI
MOZKHO OBLIO OLIEHUTL B3aMMHOE BJIMSHUE APYr Ha Apyra TeCT-MUKPOPTaHW3MOB U MEAMUMHCKOIO H3AeAUS. ITO
NOCTUTAETCS TIPU OIpeacicHUU KHUHETUKHM MHAKTUBALIUM TECT-MUKPOOPraHMW3MOB, KVJIbTUBHUPYEMBIX COBMECTHO C
MEIULIMHCKUM H3JCJAHUEM WU MHOKYJIUPOBAHHBIX HA HEM.

Takag olieHKa BKJIIOYAECT YEThIPE ATarla UCCAeI10BaHUN:

- OIpelcjieHUEe KOMITOHEHTOB, KOTOpbIE IIPEACTABJISIIOT HAUODOJIbIICE COMPOTUBICHUE BO3JCUCTBUIO KUJIKOTO
XUMHUECCKOI0 CTEPUIU3VIOILETO CPEACTBA;

- OIpeacieHUE METOAA, € MTOMOILBIO KOTOPOro MUKPOOPraHU3Mbl OOHAPYKUBAKOTCS HA MEJIULMHCKOM U3AC/IUN
WJIU Ha BBIOPAHHOM KOMIIOHEHTE;

- BAIWJALIMIO METOJA BOCCTAHOBJICHUY /OTIPEACICHUA MUKPOOPraHMU3MOB HA MEAULIHMHCKOM WU3IEJIUU UIHU Bbl-
OpaHHOM KOMIIOHEHTE;

- OIpeJcicHUEe KMHETUKU MHAKTUBALUU TECT-MUKPOOPraHM3MOB B IIPUCYTCTBUH MEAULMHCKOIO U3AEIUI WIH
BLIOPAHHOTO KOMIIOHEHTA.

Mcroab3yloT METOJ IIPSIMOro IMoJACYeTa YHUCIa BbIDKUBIIMX MHUKPOOPraHU3MOB B 3aBUCHUMOCTU OT BpPEMCHU
00paboTKU (KpuBast BblKMBaHus), Meron HBY (Hanmpumep, ero pasHoBuaHocTH MeToa Ctam0o-Moapdu-KokpaH
(Stumbo-Murphy-Cochran) win meton Cnupmer-Kapoep (Spearman-Karber)) [9]. [locTpoeHne KprMBOil BBLKHUBaHM S
MPEANTOAUTHUTEIbHEHN, TAK KAK 3TOT METO MPEIOCTABISIECT JOCTATOUHBIE JaHHBIE JJ151 OTTMCAHU S KHHETUKHM MHAKTHUBALIUU
TeCT-MUKPOOPraHU3MOB B IMPHUCYTCTBUU MEJIULIMHCKOTIO U3ACIUS WKW BBIOPAHHOTIO KOMIIOHEHTA.

Metog HBY Moxer npuMeHSATbCS, €CIU MEAULIMHCKOE U3AeIUe WU KOMIIOHCHT HE IMMO3BOJSIOT [MPOBOIWTH
MOCJIeA0BaATEIbLHOE BbISIBJICHME BLDKMBIICH MONMYJISILIUNA MUKPOOPIraHU3MOB B 3aBUCUMOCTH OT BpeMeHU 00paboTKH (T.€.
MeIULIMHCKOE U34e/Ie WU HOCUTEb HE MOTI'YT ITOABEPraTrbCs BBIMAYUBAHUIO IS B3ITH ITPOOLI C LEJIbIO OIIpeaesie HUS
MOMYJASIUUU BbIKUBIIUX MUKPOOPTAHNU3MOB).
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XOTS TIPSIMOM IMOACYET U MTOCTPOCHUE KPUBOH BbIXKMBAHU S JAIOT 00/bllIe UHPOPMALIUM O KUHETUKE MHAKTHBALIUU
TeCT-MUKPOOPTraHM3Ma, OHU B TO K€ BpeM$ MOTYT IMOTPeOOBATL OOJIbILE BPpEeMEHU U pecypcoB. [Ipoueaypsl mmpssMoro
[MoJcUYeTa CBSI3aHbl C U3BJICUEHUEM BCEX KU3HECIIOCOOHBLIX MUKPOOPraHMU3MOB I10OCJIE OIMpeacieHHOro BPEMEHU BbI-
NEePKKU B 2KMIKOM XUMHUYECKOM CTEPUIU3VIOILEM CpelACcTBe. M3BieuyeHUe MOKET ITPOBOANTHLCS TAK XKe, KaK I[MPU OLICHKE
ounonarpysku (1 OCT P MCO 11737-1), nannpumep, nmyreM roMoreHM3aliMu UCIILITYEMOI 0O KOMITOHEHTA U MIPUTOTOBJIE-
HUSI COOTBETCTBYIOILLMX pa3BeACHUHN I [MTOACYETA BBIXKHMBILINX MUKPOOPraHU3MOB.

[ oMoreHM3anus UCIBITYEMOTO KOMITOHEHTA (HAIlpUMeED, SKUBOTHBIX TKAHEM ) MOZKET OBbITH IIPOBeAcHA IMMYTEM €To
ACEIMTUYECKOr0 BLIMAYUBAHUY WK JUCIIEPTUPOBAHMS /PACTBOPEHUS B CTEPUIBHOM pasdaButesie. I OTOBITCS MOCIEN0-
BaTeJIbHbIC pa3BeAeHUS CYCIICH3MU, U Ha COOTBETCTBYIOILHNX Da3BEACHUSIX TMPOMU3BOJUTCS IMPSIMOM IMOACYET 10 CTaH-
paptHbIM MeTonaMm (1 OCT P MCO 11737-1).

A.4.2.5 HMcronb3oBaHUEe HOCUTEJIEU U3 TKAHEH

A.4.2.5.1 Obuine noaoKeHus

[Ipy ncrmoab30BaHUU TECT-MUKPOOPraHU3Ma, IMOKA3aBILETO IMPU UCIIBITAHUIX CYCIIEH3MU HAUOOJIBILIVIO PE3UC-
TEHTHOCTb K BO3ACHCTBHUIO JKUIKOTO XMMUUECKOTO CTePUIU3VIOIIETO CpelACTBa, KUHETHKA €ro MHAKTUBAUMU J0J2KHA
M3y4aTbCs B IMPUCYTCTBUU UCIIBITYEMOro KOMIIOHeHTA. [l1aHupoBaHUE OIBITOB JOJXKHO BKJIHOUATH KOHTPOJIHUPYEMBIC
00pabOTKU (IMpU XYALIUX YCIOBUSIX) MHOKYJIMUPOBAHHOIO WKW KYJBTUBHPOBAHHOIO HUCIIBITYEMOro KOMIIOHEHTa B
SKMAKOM XMMHYECKOM CTEPMJIM3VIOILEM CPEIACTBE IPU Pa3HbIX BpeMeHax BbLAepP:KKU. O0paslbl JOJXKHBI OTOUPATBHCS
yepes orpelcieHHbIe UHTEPBAJbBI BPEMEHU IJ151 OLEHKHW BBDKUMBILECH TTOIMYJISILUKU BATUIUPOBAHHBIM METOJIOM BOCCTA-
HOBJICHHUS MUKPOOPTaHHU3MOB.

N3yyeHre KMHETUKM MHAKTUBALIUM 3aBeplIacTCs IMOCTPOCHUEM KPHUBOM BBIXKMBAHUS B MOJYJI0Trapu(PMUUECKON
mikajgae (Ha rpadpuke B KoopauHarax jorapudm duciia BbIKUBILIUX MUKPOOPraHU3MOB — BpeMs$l BBIACPIKKM). 3areM
PACCUUTBIBACTCSI BeJIWUYKMHA [) TeCT-MUKPOOpPraHu3Ma B IIPUCYTCTBUM MCIILITYEMOro KOMITOHEHTA U TIPU HAUXVALLIUX
VCJIOBHMSX cTepUIn3alnuy. Yrodbl 00ecrneyuTh BOCIIPOU3BOAMMOCTD JAHHBIX, OHEHKA KUHETUKY MHAKTUBAUWU JOJIKHA
[IPOBOJUTHLCSI HE MEHEE TpeX pas.

A.4.2.5.2 Bridbop Hocures

HNccnegoBaHs KMHETUKU MUKPOOMOJOTMYECKONM MHAKTUBALIUKU JOJKHBI TIPOBOAUTBHLCS HAa Marepuaiax HOCUTEN,
KOTOpPbIE CO3/1aI0T HAanbOJbILIEe COMPOTUBRIICHUE MPOLIECCY CTepUIU3alui. BeIOOp HOCUTENS JOJDKEH ITPOBOANTHCS C YUETOM
00€ECIIeUeHMU KOHTAKTA U/WJIU B3aUMOJCUCTBUY XKUIKOI0 XUMHUUYECKOr0 CTEPUIM3YIOIETO CPEACTBA € HOCUTEIEM (HATIPU-
Mep, TAPOMOOHBIN BOJTOKHUCTHIN MAaTepUAT MOXKET TPYAHEE CTEPIIN30BATLCA, UEM NIAAKUE TUAPOPUIBHBIE TTOBEPXHOCTH ).

Ecan takoil BBIOOp HOCUTES HE SIBISETCS OUEBUIMBIM, HEOOXOIUMO IIPOBECTH CKPUHUHI ST OIpeaceHU s
HAau0oJIee TPYAHOCTECPUIINU3YEMBIX HOCUTEJICIA.

A.4.2.5.3 OrnpegeneHrue MUKPOOpPraHusMa (0OB) Ha UCIIBITYEMOM KOMITOHEHTE (HOCUTEJIE)

MeToa ornpenejieHUs KU3HECITOCOOHBIX MUKPOOPTaHM3MOB HAa HOCHUTEJIE J0 Hauvajla CTePUIMU3alUuU B JKUIKOM
XUMUYECKOM CPEIACTBE HMMEET IEePBOCTEIIEHHYIO BAaXKHOCTb IIPU CO3JAHUM YCIOBHUN 3P@AEKTUBHON CTEPUIM3ALIUN C
TOUKU 3PEHUS VCTAHOBJICHUSI TMPOTUBOACUCTBYIOIINX CTEpUIM3aliMU (PAKTOPOB, BCTPEUAIOIIMXCS B IMPAaKTUKE. MoOryT
OBITH UCITOJIL30BAHBI ABA METOHA OIpPEeALICHUS SKU3HECITOCOOHBIX MUKPOOPTaHU3MOB HA UCIBITBIBAEMOM KOMITOHEHTE:
MpsiMast MHOKYJISIIWS WIW KYJIbTUBHUPOBAHUE [IPU YCIOBUAX, UMUTHUPVIOIIUX ITPOU3BOIACTBCHHbIEC.

[Ipy nipssMOIl MHOKVJISILUUM UCIIOJB3YETCH SKU3HECMOCOOHAs CIIOPOBas WM KJIETOYHAasl CYCIIEH3UsI, KOTopas
HAHOCUTCS Ha HOCUTEJIb HEIMOCPEACTBCHHO Ieped BbLISPXKKOW B KMIAKOM XMMUUYECKOM CTEPUIM3VIOUIEM CPEICTBE.
HyxHo ob0paTtuTh BHUMaHUE HA BPeM$, HEOOXOIUMOE I MPOHUKAHUS UHOKYJIISITA B HOCUTEJIb U CBI3BIBAHUY €I0 C
HOCUTEJIEM, TIpeKae 4yeM HadaTb CTEepWIM3alUI0, a TAaKXKe HEOOXOOHMMO yUeCThb OaKTepULMIHBIN 3(M@EeKT, KOTOPLIN
HOCUTEb MOXKET OKa3bIBAaTh HA UHOKYJIST.

Fciu BEIOpaHHBIM MUKPOOPraHU3M CITOCODEH JaBaTh POCT B/HA MPOAYKIUHN TIPY HOPMAJIBHBIX TMPOU3BOJCTBEH-
HBIX YCJIOBU X, HEODXOAUMO ITPUMEHSITH KYJIUTUBUPOBAHUE MUKDPOOPTAHU3MOB B VCJIOBUIX, UMUTUPYIOIIUX TTPOU3BO/I -
CTBCHHBIC, a TMPU BO3MOXKHOCTU JeJlaTb 3TO YU AOIOJHHUTEIBHO K HWHOKYIALUUU. JoKeH OBITh YCTAHOBJICH METO.
KYJbTUBUPOBAHUS HOCUTEIA(JIEN) € TeCcT-MUKpoopraHusMaMu. lIpr Takux ycioBHSIX KOJIUYECTBO KM3HECIIOCOOHBIX
MHUKPOOPraHU3MOB B/HaA TPOAYKLIHUU JOJXKHO ObITH He MeHee 1000 kosoHueoOpasyromux eannun (KOE). B kaxnoi
OTAEBbHON CUCTEME KYJIbTUBUPOBAHUY 5TO KoanuyecTBO KOLE 10 Havana crepuansalivii JO/KHO ObITH OJMHAKOBBIM B
KaXKJI0M KOMIIOHEeHTe. JlaHHble 118 MOATBEPXKIACHWS COOTBETCTBYIONIECH MUHUMAJIBHOM TTOMNMYISLHUUA U €€ OAHOPOIHOCTHU
NOJIZKHBI OBITH COOpAaHbI HEITOCPEACTBEHHO Tepe/] U3YyYeHUEM KMHETUKHM MHAKTUBALIUH.

MeToa BOCCTAHOBJICHUS KM3HECITOCOOHBIX MUKPOOPraHM3MOB HOCUTEJIS T1OCJIEe CTePWIN3aluU JKUIKUM XUMH-
YeCKUM CPEJACTBOM JOJIKEeH OBITH OIpeneciieH U BaATUAUPOBAH. Banuaauusa gojiKHa ImoKas3aTb, YTO BBIOPAHHBIM METO/
0becrieuuBacT BOCIIPOU3BOAUMOE BOCCTAHOBJICHUE BBIXKUBILINX MUKPOOPTaHHU3MOB.

A.4.2.6 BnusHue opraHM4eCKUX MaTepHuaaoB

J111 HEKOTOPOH TMPOAYVKIIMKM KOHTAMUHALIUS OpraHUyeCKUMU MaTepuajlaMUu MOXKET CIYXKHUTL PAKTOPOM, Orpa-
HUYUBAIOIHNM 3(OdEeKTUBHOCTD Ipouecca. McciaengoBaHus JOJKHBI BKJIIOUATh OLUEHKY BJIUSHUS PacTBOPOB, COAEPIKA-
HIUX COOTBETCTBYIOIIME OpraHuyeckue BeuiecTBa (HaripuMep, CbIBOPOTKU, ajJbOYMHMH W T.[4.) WKW CTEPWIbHBIC
CYCIIEH3UU TKaHEeH. Bua M KOHUEHTpauMIO OPraHuyecKoro Marepmasia ciaeayeT JOKYMEHTHPOBATS.

14 npoAyKUMU, KOTOPast MOXKET BBICYILMBATLCS B IMPUCYTCTBUU OPraHUYECKOro Marepuasa, J0JIKHbBI UCIIONb-
30BaTbCSl UHOKYJIUPOBAHHBIE HOCUTEIIU, coaeprKalliue MUKPOOPraHUu3Mbl, BLICYILIICHHBIC B COOTBETCTBYIOILEM OpPraHU-
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yeCcKoM Marepuaie. Takue MHOKYJIUPOBAHHBIE HOCUTEIU MOTI'YT BKJIIOUATh Iperaparbl MUKPOOPTAaHU3MOB, YCTOMYUBBIX
K BBICYIIMBAHHWIO, TakKuX Kak criopwl Clostridium sporogenes, Bacillus subtilis, Enterococcus faecalis, Mycobacterium
chelonae 1 Candida albicans (tadbnuupl A.1 n A.2).

A.4.2.7 Banupauus acernrruyeckoro riporecca [5.3.8]

ACENTHYECKOE MNMepeMeIeHUE TIPOAYKIIUN U3 CTEPUIIN3YIONIECTO BelleCcTBA B (PUHUILHBIN CTEPUIBHBINA KOHTEUHED
TakxXe TpeOyeT BaIugalivu. B »Ty Baangannuoo JOKHBI ObITh BKIIKOUEHBI CICAVIONINE MapaMeTpPhl:

- CTepWIU3alUsl TMYCTBIX KOHTEHHEPOB B COOTBETCTBUU € TPeOOBAHUSIMU COOTBETCTBVIOILETO CTaHAapra I10
crepunuszauuu (1 OCT P MCO 11134, TOCT P MCO 11135 u 10OCT P MCO 11137);

- CTEepUJIM3aLIUs JIIOOBIX KOHCEPBUPYIOIIUX PACTBOPOB, B KOTOPbIE aACEINTUYECKU IEPEHOCUTCS TPOAYKIIHNSL:

[IlpumMeuanue — Puabrpyroiad crepuauzanuusgs — 1o [OCT P MCO 13408-1.

- (pU3NYECKU U MUKPOOMOJOTMYECKUIN KOHTPOJIb Cpelbl, B KOTOPOHW MPOU3BOAUTCS acelITUYECKOE IepeMellie-
HHE MPOAYKLINHN;

- acerTUYecKoe IMepeMelleHe ¢ UCMOJIb30BaHUEM ITPoD OKPYKAIOUIe cpeabl I MMHUTALIUM €€ BO3ACHCTBUS
Ha repeMellacMylo MPOAYKIIUIO B IpoLece MepeMelleHrs U3 CTePWIN3YIONIEro pacTBopa B (PMHHUILIHBINA KOHTEHMHED.

A.5 TlocTogHHbIA MAKPOOHOIOTIYIECKNIA KOHTPO.Ib [6.1]

BoiaesieHMe MUKpPOOPraHU3MOB U UX UCIIBITAHUE HA PE3UCTEHTHOCTD CJAEAVET ITPOBOAUTL C 3a1aHHOW NMEePHUOINY -
HOCTBIO. Llesib 3TUX UCTIBITAHUM COCTOUT B OMPEeAc/IEeHMNU BO3MOXKHOI0O U3MEHEHUS OMOHATrPY3KH B IMPOLIECCE CTEPUIIH-
3aliiU. [locKoJbKY mpoueaypbl BaUIAlWU IpedHa3HadeHbl 111 oleHKU 3P (eKTUBHOCTU Ipolecca CTepUIn3aliii B
OTHOILUCHUU KOHKPETHON IPYIINbl MUKPOOPTraHU3MOB, TEKYIIEEe UCIBbITAHUE JOJXKHO MMOKAa3aTh, UTO IPUCYTCTBYIOIIHE
B IMPOLIECCEe CTEPUIM3AllUU MUKPOOPraHU3Mbl HE SABJSIOTCS WM HE CTaldM 00Jiee pe3UCTEHTHBIMU, YEM T€, KOTOPLIE
HCITOJIb30BAJIUCH B HAYAJIbHBIX BATUAALIMOHHBIX UCTIBITAHUSX (Takke A.4.2.3.1).

A.6 YnpasieHue U KOHTPO.JIb nponecca [6]

[ Ipouiecc crepun3alivii SKUAKUM XUMHYECKUM CTEPHUIU3YIOIIMM CPEACTBOM OOBIUHO BKJIIOUAET CJCAYIOIINE BTallbl:

- TIPUTOTOBJIEHHE JKUJIKOT0 XUMUYECKOTO CTePUJIN3YIOIIErO CPEeICTBA;

- BbLAEPIKKA IPOAYKIIUM B CTEPWIM3VIOULEM CPEACTBE IIPHU KOHTPOJIUPYEMOM TeMIieparype B TeUeHUE OIIpele-
JICHHOTO BPEMEHHU.

Ecnu crepunuzanus He ABIgeTCd (PUHHUIIHON, TO JO0ABJSIIOTCS €liie IBa 3Tara:

- TIOATOTOBKA W CTEpWIM3alUs MEPBUYHON YIMAKOBKKM M KOHCEPBHPVIOLIETO pPAacTBOpa, B KOTODPBIX JOJIZKHA
[MOCTABJISATLCA TMPOAYKLINSA;

- aCerTUYEeCKOoe repeMelicHUe NMPoAyKLIUN U3 CTePUIN3VIOIIErO CPeACTBA B MEPBUYHYIO VITAKOBKY.

[IpuroroBieHue CTEPWJIU3VIONIETO CpeJACTBA TPEOyeT TIIATEIBHOIO KOHTPOJS. XapakKTepHCTUKU COCTABJISIONIUX
KOMITOHEHTOB (HOMED CEPUU U KOJIUYECTBO) JO/KHBI XPAHUTBCA, 4 KOHEUHAs KOHLIEHTpALIMS AaKTUBHOIO UHIPeAnueHTA (OB)
JOJIZKHA OBITH MOATBEPIKACHA HKCIIEPUMEHTAIBbHO. HacTo cTepuin3ylolie pacTBopbl PUILTPYIOTCS Teped UCIIOIb30-
BAHUEM C LICJbIO YIAJTCHUS JTIOOBIX MUKPOOPraHU3MOB U JPYIUX 3arpsi3HUTEICH, BHOCUMBIX M3 KOMITOHEHTOB CTEPH-
nu3yoniero cpeacrna. Ilocie ncrnonb3oBaHUg (PUIBTPOB OHU JOJMKHBI OBITH MIPOBEPEHBI HA LIEJOCTHOCTD.

[Ipouiecc crepunn3aiy HEOOXOAMMO IMPOBOAUTE B COCYAAX JJISI CTEPHUIN3ALINHU C OTIPEASACHHBIMU TEXHUYECKUMU
XapaKTEepPUCTUKAMHM TIPHU KOHTPOJIUPYEMBIX TEMIIEPATYPHBIX YCIOBUSIX.

Jlnsg Tekyliero KOHTPOJS TPaBUJIBHOCTU TIpoliecca COCTaB CTEPUIMU3VIOLIETO CPEeACTBA JOJDKEH IMPOBEPSITHCS
[ocJjie TOro, Kak MpoAyKLUs U3BJIeyeHa U3 pacTBopa. lakue MmpoBepKU MOTYT ObITb XUMHUUYECKMMHU WM MHUKPOOUOJIO-
TMYECKUMU. XUMUUYECKHUI KOHTPOJb [TPOOBI MOKET MPOBOAUTHCS € HEJbIO MOATBEPIXKICHHWS TOTO, UYTO COCTaB pacTBOpa
[TOCJIe 3aBepllieHNs MpoLecca HaXOAUTCS B Ipeaenax, YCTAaHOBJIECHHBIX TeXHOJoruel. Mukpooduosornyeckasl rmpoBepka
MOZKET MPEeACTABISITH COOOW, HAINIPUMEP, BBLIECPXKKY MHOKYJIMPOBAHHOIO HOCHUTEJS B CTEPUIMU3VIOIIEM DacTBOpE IS
MOATBEPAKACHUSA OCTATOUHON DakTepUUIMIAHON 3(hMdEKTHBHOCTH.

[locne crepunu3aivM MPOAYKLHST MOZKET OBITH ACENTUUECKHM IepeHeceHa B CBOWM (PUHUILIHBIA KOHTelHep. Bo
BpeM$ TepeMelIeHU S OIU3eKaniasl oKpyzKaluias cpeia J0XKHaA MoABEprarbCsl MUKPOOUOJIOTUYECKOMY KOHTPOJIO.

HeobxoayMo yTBEpAWUTh U BECTH MepeyeHb COTPYAHUKOB, aTTECTOBAHHBIX HA MPABO aceIITUUECKOro rnepeMeriie-
HUY TIPOAYKUUNH. DTOT YTBEPKACHHBIN CIIMCOK AOJDKEH IMTOCTOSHHO IepecMaTpuBaTBLC, a MepCcoHall IMepUoOAUYeCKU
rnoaBeprarbcs rnepearrecraliu. llpu arrectauimuyu U rnepearrecTaliid OOBIYHO TIPUMEHSIOT IMPOOHOE TepeMellicHUe
MATATEJIBHBIX CpeJl AHAJOTUYHO METOHY «PO3JIMBa OYJIBOHA», UCIIOJIb3YEMOMY TPH aTrecTaluy PUJIbTPYIOIIECH CTEPU-
AU3alMU U aCeTUYECKUX TMPOLIECCOB.

Eciuv rnmpoayKuust BBINTYCKAETCS B KOHCEPBUPYIONLEM pacTBOPE, MOCJIESAHUN Tepe/ UCITOJIb30BAHUEM JOJIKEH OBbITH
CTePWIU30BAH. ACEIITUUECKOE TIPOU3BOACTBO AOJIKHO COOTBEeTCTBOBATHL TpeboBaHUAM 1 OCT P MCO 13408-1.

HMcnblTaHUe KOHEUHOH MPOAYKIIMM UMEET OrpaHUYEeHHOE TIpUMEHEHWE ITPH OIpeaeIcHUM CTEPUIBHOCTU ITapTUH
npoAykKuuu. OJHaKo, B 3TOM YaCTHOM cCJjydace IIpU UCIBITAHMM HAa MUKPOOMOJOrMYECKYI0 KOHTAMHMHAIIUIO T10CIE
CTEPUIU3ALIUM MOXET OBITh OOHAPYIKEH orpeaeaecHHBIN ripopocT (6.3). [1pu npoBeaeHUU TAKUX MUKPOOUOJIOTHYECKUX
WUCITBITAHUM KOHEYHOM MPOAYKIIUHY BAXKHO 00ECIEUUTD VaJeHUE OCTATKOB 0AKTEpUILIMIHOIO CTEPUIN3YIOIIErO CpeICTBA
WU KOHCEpBUpYIOLLero pactsopa (A.4.2.2).
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[TPUJTIOKEHWE B
(CIIpaBOYHOC )

B3auMocCBsI3b POCCHIICKHX, MEKIYHAPOIHBIX M €BPONECHCKUX CTAHIAPTOB

B.1 HWUaenTnunbie cTanaapThl

1OCT P MCO Crannapt 1CO Espornenckun crauaapT
[OCT P MCO 9001 NMCO 9001 EH 9001
[OCT P NCO 9002 NCO 9002 EH 9002
— NCO 9004-1 EH 9004-1

B.2 Texnuyeckn HKBHBAJEHTHbIE CTAHAAPTHI

FOCT P UCO Cranpapt MCO EBPONeicKIil CTaHaapT
[OCT P UCO 11135 NCO 11135 EH 550
[OCT P UCO 11737-1 NCO 11737-1 EH 1174-1

B.3 Cxoanbie cTangapThl

1OCT P NCO Cratnapt 1CO EBporieickum cravaapT
[OCT P MCO 11134 NCO 11134 EH 554
[OCT P MCO 11137 NCO 11137 EH 552
[OCT P MCO 11138-1 NMCO 11138-1 EH 866
[OCT P NCO 13408-1 NCO 13408-1 EH XXXxXxV
['OCT P 51536 NCO 13485 EH 46001
[OCT P 51537 NCO 13488 EH 46002

1) T'oToBUTCS K MMyOIUKAIIWU.

B.4 He nMmeromme aHAJOTHYHBIX MEKIAYHAPOIHBIX CTAHAAPTOB

EH 556 Crepunuzanmgd MeIWUMHCKHUX H3AeaAMU. TpeboBaHMg K MEJAMUMHCKUM H3ISAUSIAM € MapKUPOBKOMH
«CtepuabHO». Sterilization of medical devices. Requirements for medical devices labelled «Stertle»

EH 12442—1 D JKuBoTHble TKAHU W HUX TPOUBBOJHBIE, HCIOIB3YEMbBIE TIPU TIPOUBBOACTBE MEIUITUHCKUX
n3aeaui. Hacre 1. AHanus ¥ yripasieHue puckoM. Animal tissues and their derivatives utilized in the manutacture of
medical devices. Part 1. Analysis and management of risks

EH 12442—2 1) KupoTHble TKAHU U UX TTPOU3BOIHBIE, UCTIOIB3YEMBIE TIPH [TPOU3BOACTBE MEAULIMHCKUX U3ICTHIA.
Yacte 2. McTOYHUKH, cpeacTBa KOHTPOJIsI, coop U obpanieHMe. Animal tissues and their derivatives utilized 1n the
manufacture of medical devices. Part 2. Sourcing, controls, collection and handling

FH 12442—3 1) JKuBOTHBIE TKAHU U UX TIPOU3BOAHBIE, UCTIOIB3YEMBIE TIPU IPOU3BOACTBE MEAUTMHCKUX U3AETHIA.
Yacrs 3. YaaneHue U/MIM MHAKTUBAIIUY BUPYCOB U APYTUX TPAHCMHUCCUBHBIX AT€HTOB. YCTAHOBICHUE HEIKU3HECIIO-
cobHocTu. Animal tissues and their derivatives utilized 1n the manufacture of medical devices. Part 3. Elimination
and/or 1nactivation of viruses and other transmissible agents. Determination of non-viability

1) T'oToBUTCS K MTYOIUKAIIWH.
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[TPJIOZKEHNE C
(CTIpaBOYHOC )}

buoanorpadusa

EH 556 Crepunuszanmss MeIUUMHCKUX U3AeIUNU. TpeboBaHUI K MEAUMUIMUHCKUM U3ACIUIM € MapKHUPOBKOU
«CtepunbHOo». EN556 Sterilization of medical devices. Requirements for medical devices tabelled «Sterile»

EH 12442—1 D JKupoTHblE TKAHU U UX TPOU3BOAHLIE, UCIIONBL3YEMbBIE TIPU T[IPOU3BOACTBE MEAULIMHCKUX
m3nenuit. Yacts 1. Ananus u yrpasieHue puckoM. EN 12442—1 Animal tissues and their derivatives utilized 1n
the manufacture of medical devices. Part 1. Analysis and management of risks

EH 12442—2 1) JKuBoTHbIE TKAHU U WX MPOU3BOAHBIE, HCIOAB3YEMBIE MMPU TPOU3BOJACTBE MEIUIUHCKUX
n3neaun. Hacrtos 2. ICTOYHUKHU, cpeacTBa KOHTpoad, coop u obparueHue. EN 12442—2 Animal tissues and their
derivatives utilized in the manutacture of medical devices. Part 2. Sourcing, controls, collection and hahdling
EH 12442—3 1) JKuorHble TKAHU U UX TIPOU3BOIAHBIE, UCTIONB3YEMBIE TIPH TPOU3BOACTBE MEIUIUHCKUX W3/IEIIHIA.
Yacre 3. YianeHue u/Miav UHAKTUBALIUS BUPYCOB U APYIMX TPACHMUCCUBHBIX AT€HTOB. YCTAHOBIEHUE HEXU3HECTIO-
cooHoctu. 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

Komuccus Eporieiickux CoodiectB (1989). PykoBogsiiive rpaBuia s JeKapCTBEHHBIX IIperapatoB B EBpo-
nerckoMm CoodOuiectse, T. 1V, PykoBoactso 1o GMP ang jgekapcTBeHHBIX IpernaparoB — Commission of the
Furopean Communities (1989). The Rules Governing Medicinal Products in the European Community, Vol.lV,
Guide to good manufacturing practice for medicinal products

PykoBoasiire ykazaHU1s 110 MUHUMU3AalMKU PUCKA repelayr areHTOB, BbI3bIBAIOIIUX I'yOUaThie SHUC)ATOIATUH,
yepes JeKapcTBeHHbIe rpernaparbl. — Commission of the European Communities (1992). Commuittee Medicinal
Products; Ad Hoc Working Party on Biotechnology/Pharmacy — Guidelines for minimizing the risk of transmis-
sion of agents causing spongiform encephalopaties via medicinal products (11113298191— EN)

JlupektuBa CoBeta 64/433/EEC ot 26 uioHa 1964 r. o npobieMaM TOProBAM CBEXKHWM MSICOM BHYTPH
cooomiectBa — Directive 64/433/EEC, Council Directive of 26 June 1964 on health problems affecting intra-
community trade in fresh meat (OJ 1121 29107164)

JdupextuBa Coera 93/42/EEC or 26 uioHg 1993 r. mo MeanuuHcKkuM wusgenusaMm — Directive 93/42/EEC,
Council Directive of 14 June 1993 on Medical devices

[Icpaor M. 1O. u Xoakom0O P.I'. IlpuHuunsl tepMUUeCcKON aecTpyKUIUKM MUKpoopraHuizmos — Pflug [.J and
Holcomb R.G., Principles of Thermal Destruction of Microorganisms, In Disinfection Sterilization and Preser-
vation. 3 rd edition. S.S. Block, ed, Philadelphia (PA): LLea and Febiger, 1983
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