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MCcT IS0 14160—2011

Mpeancnoewne

Llenu, ocHOBHEIE NRWHLWNGL W NTOPALOK NPoBEgeHka paboT No MexrocyJapcTEBeHHOR CTakaapTMaanmnH
yvoTamoenere NOCT 1.0—82 «MexwrocygapcraesnHan cucTema cTaHdapTraausy. OcHORMHLIE NoONOMEHNA? K
MoOCT 1.2—2008 s MexrocyoapcTEEHHAA CHCTEMAE CTAHAAPTHIALMM. CTAK0ApThl MEeXrocyapCcTRSHHEIE, Npa-
BING W PEKCMEHTALWA N0 MEsrocy NapCcTBEHHOR CTangapTiaaywi. Npaewna paspaBboTer, NDUHHATHA, NEHME-
HEHWA, COHOBNEHKA W OTMEHGI»

CeopeHWA o cTaHgapTe

1 NMNOOroToERNEH Tepepansdsil FOCYLapCTEEHHEM YHATADHRIM NReanDUATHENM o BoEpOCCHACKHA
HEYYHO-HCCNEO 0B ATENECKHA MHCTHUTYT CTAHSAR THAALKA M CEPTHEHHEALMA B MaLWAHOCTROE Ho (BHPIMHRBALLLY

2 BHECEH PegepancHoidd arédTCTEOM MO TEXHWYSCKOMY DEeryNADoRaHWG W MeTpoNorid {PoccTan-
napT)

3 NPHUHAT MexrocynapcTEEHHbIM CORSTOM MO CTAMIADTHIALUMK, METPONOMAW W CEPTUDMEALMK (Npo-
Tokon oT 29 HoaBpa 2011 r. Ne 40)

3a NpWHATHE NPOToNOCOBANH!

?:,'.IBTHIIIE HANMEHOSAHWE CTPAH W H;III,'.'I CTEAMER N EGI{.I.]LIJE HHO2 HHEEHEARAE HAUAOAENsEEDI0 JOrada
na MK (SO 31EE) 004—3a7 MK {HCO 31846) 004—57 O CTARGAP THIALMA
Benapycs BY FoceTasaapt Pecnybnews Benagyce
Ka3axcTaH [ loceTasaapt PeonyBneks KazaxcTad
KMprdaunn KG KblprelacTasaapT
Focoua R PoccTtangapr
Tan#HEHCTER Tl TagwnkcTaHaapT

4 Mpurazom degepansHons aredTCTEA N0 TEXHAYECKOMY PEMYNUPOBAHHI0 U MeTponorun o1 13 nexabpa
2011 r. Mg 1338-CT MeRrocyfapcTegHHLlid cTadgapT MOCT IS0 14160—2011 prened B J8HCTEWE B KaYECTRE
HALWMOHANBHOMD CTadgapTa Poccuidckol Tenepauin c 1 aMeapas 2013 r.

5 HacToAWMA CTaHgapT HoeHTHYEH MesayHapoisony ctadgapty IS0 141801988 Sterilization of
gingle-use medical devices incorporating materials of animal origin. Yalidation and routine control of starilization
by liquid sterilants (CTEpUNMIALWA COHOPAICELEE MEOMUKHCKME H3AENWH, CONePHaLLNE MATEDWA NS KUBOTHD-
Mo NEoMCRoMISHUA. Banuaauna 1 TEKYLWHA KOHTPONE CTEPUNMIALKN C MOMOWEK MHOKHE CTEDMMHAIYHIL MY
CcpeacTe).

CTengHs COOTEETCTEMA — HaeHTHYHag {(I0T).

CregeHuA o COOTEETCTEMH MEWTOCYIAPCTREHHEIX CTAHGADTOR CobINMOYMHbIM MEKIYHARPOOHBIM CTAHIAD-
TaM NOHEEOEHE B A0NONHUTENEHOM NpHNOKERd A,

CTanaapt nogroToRNed Ha ocoHoee npumedenna NOCT P MCO 14160—2003

& BBEJEH BMNEPELIE

Mriboprauus of USMeHEHUAY K RECMOAWEMY cmandapmy MySnuskyemc @ exasodHom o pMayLion-
Mo YEa3amena s HauuoHaneMLe Crandapifbly, & MEKCH UAMEHEHUT L NONDaaok — & EMEMECAYHOM UHBoD-
MaLUUONNOM YRazamens «Hayuonanersie cmaddapmeis. B cnydas nepecMompa [3aMeHe) Ui OmasHsl
HacmoAweso cmandapma coomeemomeyiowes yeedovnekue Gydem onyONuNOEaMNO @ eXeMaCcAYHOM
UHDODMALUSHKOM Vkasameane sHawuaransbsie cmandapmels. Coomesmomayioas UHhopdauuna. yee-
FOrAMEHUE U MEKCME! DE3IMELLEHNTICH MAakKe @ UHBooMaULoRH o cucmene 0B a0 NoNLITEaRUR — Ha adhu-
YUansHoM cadme DedepaneHoa0 82eHMemea No MEeXHUHECKOMY D2 NUPOERHLID U MEMOONOEUL & Cemu
Humepiiem

D CramgaptuHdopm, 2013

B Poccuickol Pegepaudi HACTORLWKWA CTAHOAPT HE MOoXaT BhiTe NONHOCTEI0 WK H3cTHHHS BOCTIDOHS-
BEOEH, THRPSMHUDOBAH M DACNPOCTPaHEH B KA4ECTEE OPHUHANLHOTD HagaHHA Del paspewe A PeaepansHon
ArEHTCTEA NO TEXHRYECKOMY DEryNIHPOBAHKKD W METPOMOMAM
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BrepeHue

CTepUNbHEIM ABNAEBTCA Magenye, ceoboaHoe OT muIHecnocobublx MUKpoopradHamce. Mpr nocTaske
CTEDHNEHOND WAOENWA MEXIYHAPOOHEE CTAMAAPTE TPeGysaT, 4Tobsl 40 HAYANA CTERPUMNMAALUKKA CNyYaRHan
KOMTAMHHALMS (3ArLA3HEHHE) MEDHUMHCEAX H3OEMHA 0T BOEX HCTOMHMKOE BRiNa CREOEHA B MHHHMYRMY BOE MM
MNOAKTHHYECKH BOAMOMHERME cnocobami. Tem He MEHEE, JaMe NpH NPOMABOOCTEE MEOHUMHCKAXY MaOenui ¢
cobnigeHden Tpebosanui cucTeme: kadectaa (150 13485 1 150 13488} oo wavyana cTepunnaauny Ha HKMxX
MOMYT BblTE MAKDOODTAHWAME, XOTA 1 8 HEBONBWOM KOMHYECTES. Takue MALenHa ABNAKTCR HECTE DI bH bIME.
Llensk Npouscca CTEDHNMIALHK ABNSETCR AHAKTHEALWA MEERODHONOTMYECKHE KOHTAMKHAHTOR W TAkW 00pa-
A0 NOEEPAWEHWE HECTEDHNEHES NPEIMETOR B CTEDUNBHEIE.

MearTreaumna 4MCcTOR KYNETYRE MASDOODIaHKIMOE EHIHHecEMM WHN XMMHUSSCERME  argHTamm,
HENONESYEMBIMA ANA CTEDHNXIALMHA MEOWUHHCEHE HIZENKA, NEHONMEERHS CNHCEIBASTCA JECHOHEHLHANE-
Hialb 3AKOHOM. 3TO Q3HAYEET, YTO HEZABWUCHMO OT NEPUMEHEHHOR cTeneHl obpaGoThl CYILECTEYET KoHEYHan
BEQOATHOCTE TOMD, 4T0 MAKDOODIaHMaM MOMET BoulMKTe. [pH KoHkpeTHOR o0paboTke BEpOATHOCT b BEKHEIHWA
ONPEAEnASTCA YHCNOM H THNEMK MAEDOORraHKIMOB M OKDYHAIOWHMA YCROBHAAMK, B KOTOPEIX MEKDOODTaHA 3=
Wbl HAXOOATCA NpW 00paboTre, T. 8. CTEDMMLHOCTE NHEOMD OTASNLHOND WAZENWA W3 TRYNMB NOOBEDREEME X
CTEPUNUIALAK HIOENWE HE MoRET CuTh rapaqTHpoEaHE, M CTEPUNBEHOCTE 0BpaboTauHoN TRYNNEl K3gena
OCNHHA BuIDaMaTECA YEDES BEPOATHOCTE NPHCYTCTEMR HA KADENHH HHIHECHOCOoOHOID MUKDOODrasnana.

ToeboRauKa K CUCTEME KAYLCTEA NP NPORKTAROBAH MK, pa3paboTe, NPOMIEcAcTEE, MOHTaME 1 obcny-
WHEAHHH NPUBEOEHE B CTaHdapTax cepdd |50 2000, a ramke 150 13485 w 150 13488, CTaHdoapTel cepiid
IS0 8000 onpegenakdT HEKOTOPEE NPOUWECCE, MCNONEIYEMLIe NPK NPOAIE0ACTEE, Kak CNeUHanbHEIe, SN KX
pEayNETATE HE MOryT BulTe NONHOCTEKD NOGTEE LHASHE NOCNE0YIOWAM EOHTERONEM M HCTLI TAHWEM NPOGYELMA.
CTEpUNHIALMA ABNAETCA NPKUMEDOIA CNEUKANLHOMD NPOLECEE, NOCKONLEY MPEEKTABHOCTE 88 HE MOMET DTk
MO TEEDHASHA HOMTDONEM W HCNLITAHWEM NPpodysuuK. MNoaTosy 00 Becna 0S0pyYACEAHMA B JKCINYaTALMK
CNegyeT BENONHATE BANKIALWMK NPOUSCCOB CTERHNMAALNK, 8 B0 BPEMA JKCONYaTaUMK NPOB00MTE TEEYLLAA
KOHTRONL K TExHWHecKoe obonysrpanme obopy0oRaHHA.

BasHo CO3HABATE, 4TO A0N#HEM 0Opa30M BANHOMDOBAHHSLIR K TOYHD KOHTPONKDYEMEIA NPOLECT CTEDH-
NMHELKA HE RBNASTCA EOUHCTEEHHEM GakTopoM, 0BYCNOBNHBAINWMA YEEPEHHOCTE B TOM, 4TO NDOOYKLMA
ABNSETCA CTEPUNEHOA W NREUSOGHOA GNA NPEOAHAIHAYEHHOTD WCNoNEACEARWA. Heobxoouo Tarme obGpaT|Te
BHHMaHHE HA LEeNBE pAD GakTopoR, BENIOYaK LAY MAKDODHMONOri4ecidi CTaTyC {GUOHArpyIKy | NocTy N aKkwe-
o ChlpbA WIANK KOMMOHEHTOR, HX NOCTSOY0WES XPaHEHNE, 8 TAKKE KOHTRONL CPE0R, B KOTODGH NPOMIBOOMT-
cR, cobMpasTea W YNaKkoBeIBAETCA NPOLYRLMA.

LnA cTepMnrIauHdKe MelMUMHCKAX MAgenHin Harnbonee YacTo MCNoNLIYET BRAKHOE TENNO, CYXoe TENNo
(HAMDETEIA BOIGYX ), MOHKIMDYIOULEE HaNYyHEeHHE 1 OECHD ATHNEHa. B TO BpEMA KAK HEKOTODEE MAOEN KA, Coaep-
HALAE THAHM RKHBOTHBIX, MOTYT DulTe COBMECTIME! C ODWENDUHATEMK METOIAMK CTERMNKIALKA [HANPHUAMED,
HATH 3 KETTyTa ODBI4HO CTEPUNHAVIOTCA CEMYHeHrEM |, APYTHE HAOENHA {(BHoNorMHeckle CepOeYHbI e KNanaH
WITH TEAHEBLIE NPOKNAGEA] HE COBRMECTHMEl C ITHMA NPOUSCCaMd CTERMNKIAUNKA K MOMYT NoTpebosaTecA gpy-
FHE CTEDHNAIVIOWKE areHTel, B Takks cny4Yanx WHPOKS WCNONBIYHTCA HHOKME KHMHYECKHE CTERMTKIYIO-
WHMe CReACTEA, NPWYEM KAK W NP HCNONBEA0BAHMK OpYrds MEeTOO0R CTEDHNAIaUMK, MHPHeKTHBHOCTE
npouecca HechXodMMo NOOTEEpOMTE ¥ 3aHKCHPOBaTL NEpel TEM, K3k NPHHATE ero GNA NoBCedHEEHOMN

HCAONEIOBEHAA.
I
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M E X 0 C ¥ O APUG CTIBEUHH®B H C TAHIOIAPT

CTEPMINM3ALIMA OOHOPA3OBbIX MEAMUMHCKWUX M3OENWA, COOEPKALLMX MATEPHANB
HUBOTHOIO NPONCXOMOEHUA

BanvaauWa ¥ TeRYLWHA KOHTPOMEL CTERMNMIALWM C MOMOLLLI MHAKKX CTEDHNWIYIOWME CpaacTa

Sterifizaton of single-use medical devices incorporating materials of animal arigin. YValidation and routine control af
sterilizal:on by liquid sterlanis

Oara epegesma — 2013—01—01

1 OBnacTs NpUMEHEHUA

HacToAwuii CTAROapT yeTavaeny eaet Tpedopanus k paspaGoTee, BanU4aUMu, Yy PABNEHK M EOHTPOMIO
NPOLUECEa CTERMMAIANHE MUOKKME CTEPANRAYIOWWME CREOCTEAMM OOHOPAI0ERN MEOWLIMHCKAY WAOEMKA,
COCTOALLMX NONHOCTER WTH YACTMYHD M3 MATEpHANOE MWBOTHOMD NPONCKOKOEHIA,

HacToAWKA CTasaa pT Me PACTIROCTREHASTCA HA MATE0HANL YENOBEYBCKOMD NROWCKOMTEHUA, HE ONWChl-
BAST CHCTEMY DBSCNeUeHNA KAYSCTES NP HOHTPONE BoEX CTAAWA NPOUIBOOCTES M HE PACCMATDHEAET METOLk
BANAGALMA CNOCoBoR MHAKTHEALKW BUDYCOM,

MpamevaH A

1 CTEHAAPTHE HAcHoTessl KaHecTEA (1500001 M IS0 13485, unu SO 8002 W IS0 1 3488 MoryT SeiTe HENGNEIOBEHE
LONA KOHTPONA BCEX CTAOWA NPOXABCACTEA, BEMK4AER NPOYSCE CTERHNHIALWH.

2 Mpwu pazpalboTke Texsonards chpaborks MeOHUMHCEMY HIO0ENUA, COOEPHALLNWE MATEDUENE HEBEOTHOMD NPoWe-
AOKOEHUA. HeobBxooMMO PACCMATEHEAT: IO MEETHEHOCTE BOIGSACTEMA MU IKW K XHMW HE CHME CTEDMNU IV LWL CPECTE Ha
BOSMOMHBIE BUPYCHBIE KOHTAMHHARTE C YHETOM NPOUMCXOMIEHUA MATEPHANOE, HONONEIYEMESX NP NPOWIECACTEE ATHE
HOHKPETHREIX MEGUUMHCKEE HIAeNAR. X0TA BAMHICTE BONPOCE B3NWOBLMH BUDYCHO A MHAXTHEELWA ENPOLBCCax, CoCTaena-
ol 06 NACTe MPAMEHEH A HACTOAWErD CTAHGEPTA, OHEEWIHE. 3TOT ACNEKT W3 HEMD KCKNDYeH; B paspaloTie HAX0OWTCR
oTOeNbHEIE EBponedcedi CranaapT [1).

3 HHOKEE EMMEHSCHHE CTERHNHASYIDWWE CREnCTES, TPAOWUHOHHD MCNONs3YeMBE ANA CTEPMNM3IALMY HHEBOTHE X
THEHEH B MEOHLMHCHAY W308NHAR, MoryT SelTe HesphesTHEHE ONA HHAKTHBA LMK NATOMEHHBIN ArEHTOE TRAHCMMGEUBHE X
ryfuarey fopM 3HYSanonaTHA, Takee kas rybuatas gopMa Geveed sHuedanonatew (BSE) wnK ckpeny (BosbyanTans
HHIIEKLMOH HOMD BRPYCHOMD 3880N888HHRA BIPOCNEIX GEEL ). ¥ADENeTEOPHTENEH Y BANWLALW B COOTESTCTENM © HACTOA-
W MM CTERJAPTOM HENS3R PECCMATIMEATh KEE NOOTEEDHOEHHE MHAKTHEA AW AHPUUMDYIW AN ATEHTOR 3TOTO THNE.

PyKOBOOCTEO NO OLEHKE COOTBETCTBMA HACTOAWEMY CTAHZADTY NEHBEOEH0 B NEHNCHEHWN A,

2 HopmaTHBHLIE CChINKK

B HacToRAWEM CTAMOADTE MCNONLIODAHE COLIMKA HA CREqysWKe CTaHOapTh!

IS0 S001:1994 Quality systems — Model for quality assurance in design, development, production,
installation and servicing {CHucTeMel kadecTea. Modens obecnede s KaYecTea Ny NpoEKTURORAHKK, paspa-
COTEE, NPOHABSACTES, MOHTAME W OSCMYAHHBIHHK])

150 2001:2000 Quality management systems. Requirements (CUcTeME MeHEO#HMENTa KadacTea. Tpe-
SoBaHKa)

IS0 S002:1994 Quality systems — Model for guality assurance in production, installation and servicing
[(CHCcTeMbl kavecTea. Mogene checnaderiny Ka4ecTasa NpKW NPOM3IBoACTES, MOHTAME M COCNYEHEaHMN)

IS0 S004-1:1884 Quality management and quality system  elements — Part 1:  Guidelines
[AOMUHHUCTRATUEHOE YIPARNEHAES KAHSCTEOM M ANEMEHTEl CHCTEMEl KauecTaa. HacTe 1. Pykopogawwe yreaaa-
HHR)

MapgaHuwe o PHUMANBHDE
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120 111341984 Sterilization of health care products. Requirements for validation and routine control.
Industrial moist heat sterilizaton (CTepUnKuIaLKa M IMUHHCEDE NPOOYELWA. TpeboRaHuA K BANUOALMA W TEEY-
Ly KoOHTDOND. MpoMBIWNEHHAA CTEpUNMIALMA BNaxHbIB TENNosM)

120 11135:1954 Medical devices. Validation and routine contral of ethylene axide sterilizaton (Meguuse-
chMe Hagenwa. Nposepya QOCTORERHOCTI W TEKYLUMA KOHTRONE CTERMIMAALMK OKCHMOOM ITHNEHE)

22 111371985 Sterilization of health care products. Requirements for validation and routine control.
Radiation sterifization (CTEpdnKaayu«a MegHUuHCEDR NPogyELKE. TpebosaHus & BANMIaUKA W TEKYLLEMY KDH-
Tpone. PaguayioHHan cTepunMaagnal

122 11138-1:1984 Sterilization of health care products. Biological indicators. Part 1. General {CTepynu-
IAUMA MEOMUHHCHIA NPogYELMA. BHonorMHecsde MHORKaTopR. HacTe 1. OGwme nonoweHua}

|2 11737-1:12585 Sterlization of medical devices. Micrabiological methods. Part 1. Estimation of
population of microorganiams on products (CTEpRNMIALUMA MEQHUWMHCERX wadendd. Mukpobronormdecene
METoOR. HacTe 1. OueHEa NonynaLMKE MAKPOSPradMImMos Ha NpoayKLmWe)

S 13408-1:19588 Aseptic processing of health care products — Part 1: General reguiremeants
(ACENTHYBCKOE NPOMIBOOCTRD MEQUUMHCHOR NRoOyELWG. YacTes 1. OSwme TpeboBanina)

|20 134851996 Quality systems — Medical devices — Particular requirements for the application of
IS0 8001 {CucTemel kadecTea. MegWUKHCKME WAOENWA. HacTHee TpeDoBaHKA K NpdMeHeH D [S0 9001)

|22 134881996 Quality systems — Medical devices — Particular requirements for the application of
ISC 2002 (CacTemsl kavecTaa. Meguuusckwe nagenka. MacTiee Tpeboeanna K npumadeHmo 150 9002)

3 Onpepenexus

B HACTOALEM CTAHAARTE NPAHATE CRegyiowne TERMHUHB C COOTEBETCTEYVIOLWMME ONDESeneHAARMNA:

3.1 naptaa,ceprA (batch): KonvdecTao He pachacoBaHHOH, NPOMERYTOYHOH MNA FTOTORON NPOOYELWA,
CROACTBE M KAYECTRD KOTOPOA NPEgnonara T QHODCOHEIME M KOTODAR HITOTOBNEHA B TEYEHHE ONPELENEH-
HOTS UAKNA NPoVIesacTea.

3.2 owmoHarpyaka (bioburden): Monynauwa muasecnocobHLY MUEDOCODrAHMIMOE HAE NPOQYELMM
WK YNaKoBKE.

3.3 HOCMTENL [Ccarrier): ¥0epwueaowkd MaTepuan, Ha KoTORbIE HaHECEHE TECT-MUKEROODTAHWIMEI .

3.4 woMmMHCcCHoHHaRA npuemka (commissioning): Monydesre v QOKYMEHTHROBAHWE JAHHBIK O TOM, 4TO
OE0pYACEAHME NOCTABNEHE M CMOHTHPOBAHD B COOTRETETEMK G TeXHHYECKOl AoKyMeHTaLMaR 4 NpK cobmoae-
HAM MHCTRYKLWEA MO JHCNNYATAUMM OHO PYHELAOHKPYET B NDEJYCMOTREHHEIX Npagenax.

2.5 penM4YMHA QECATHERaTHOro cokpawedna (decimal reduction value); eennunna 0D — value):
Bpems BROSEHEM KNH oMol eHHaR 1058 MANYYeHUA, HeoBX0QuMEE ONA YMEHBLUEHHA NOMYNALMK TECT-MEkK-
poopraddamos B 10 paa npw onpegenemHbix Yyenosuax oSpaboTil.

3.6 BpeMA BLIOepREK (eXposure time): Bpera, B TeYeHHE KOTOROND ME WU HHCEDE K3OeNye NooBenra-
BTCA  BOIORWCTEMKD ONpEZEeneHHon TEeMNEpaTypLl W CTODWNMIVIOWENS BEWeCTEa B ONpegeneHHoN
HOHLEHTRALMM.

3.7 mHaktweaymA (inactivation): MoTeps TecT-MuUEpoOpraHdnamani cnocofMocTy K pOCTY, Npopac-
TAHHIO WIANK PRIMHOHEHHID NP ONPE0eneHHEIX YONOBUAX KyNETHBADORAHAA,

Moumesas e — B HACTOAWSEM CTAHAADTE NOJ TECT-MUEDOGPIEHUIM M NOIPEIYMEEE:ITCA cnopoobpazymm-
wre W wecnopoofpaiyiowne GakTepnn, BUPYCH, rpafisl M npocTed wne.

3.8 MHOKYNHPOBEAHHBIA HOCHTENE (inoculated carrier): HoCWTENL, HA KOTODEIA HAHECEHD ONpeOeE-
NEHHTE KONHYBCTED TECT-MHKROODTAHNIMOR,

3.8 muaHoe XMmddYecHoes cTepunuaywowes cpegeteo (liguid chemical sterilant): Cnpegenevuan
HOMOOAMUMA KHMAHECKAY BEWECTE B BYOE PACTEODA WNK B MMOK0A DopME, KOTOPAR NPUMEHAETCA ONA
CTEDHNAIALNH,

310 megvuMHckos vagenwe (medical device): MHCTpyMedT, annapaT, NoUCNoOCODNe i, MaTepsan,
HCNONE3YEMBIE OTZENEHO KA CADYTHME H30ENMARK, HEOD KO0 M MBI NROTPAaMMEEIM ODecheveHen, NpeaHas-
HaYeHHEE ONA o0 B uenax:

- OMATHOCTHRKA, NEoEUNEKTHRY, HAGNKOEHAA, NEYEHWA WNK oBnNerJ4eHna GonesHM,

- DHErHGCTHER, HABMeOeHHA, NEYeHHA, OBNErYeHHs MK KORMMISEHCEE LA NPK TDABMEX WM MHBANMOHOCTH,

= MCCABOC0BAMWA, J3MELLEHAA MK MIMEHEHWA AHATOMMA UNH HEUCNOrMYeCcKDro NPoUecea;

- KOHWTDOMS 3a4aTHE,
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OCHOBHOE OERCTENE KOTODEIE BHYTDW MK CHADYHK TENA Yenoseka QocTuraeTen Gea npusede A doap-
MAKCNOTHYECKHE, HMMYyHONOMHYECHdX MNK MeTaboNMeeckiy CpedcTe, HO KOTODLIE MOMYT NPUMEHATLCA
COBMECTHD © HHMHM,

311 artrectauWsa JECnnyaTvpyesmoro obopyagopaMuna (performance gualification): MNonyderne W
DOEYMERTUDOBEHWE GAHHLIX O TOM. 4TO NPK BRNONHEHKK TReboBaHKA TEXHONOMMY Npouacca obopy JoaasH ke
MNOCHE KOMACCHOHHOR NpHenik DyaeT NpoMIBcarTeE HAaneEMayIo Nooay kLMD,

312 npegcrepunuiaudoHHos Yreno (presterilization count): Konu4ecTeo MIHECNOCOGHE K MIKpO-
OPraHKaIMoE, 0BHADYKEHHOE NEpe] CTEDHNHIALMER.

313 CcoBMECTHMOCTE NpoayeyuK (product compatibility): CnocoGHocTe NDOUECCE CTEDMNHIaLHK
ohecneqYnTe HamMeYeHHBE peayneTaTH Bes vwepba ans npooykLmM9.

3.14 pazpabortea npouecca (process development): DokyMeEHTADOBAHHAR NDOTDAMMA WCCNEN0BE-
HIAA, NPOE0GHMEX CUENL0 ONPEdenen A NapaseTpoB NEOUSCCa CTE PHUITHIALNA CYHEToM CBONCTE NEOIYKLHK,
YNAKOBEH, CXEME JATDYIEH WANK OFDAHHYEHIA, HAKNAOLIBAEMBIX XapaKTEDHMCTHRAMM oDORYJ0RAHHA,

315 pesanupauun (revalidation): YacTHoe WNH NONHOS NSBTOPEHKE BANKIALKWA ONA NOOTEEpHOEHMA
HAOERHOCTH NPOWECCa,

316 crepuneHocTe (sterility): OroyTeTErE MUAHECNOCOOHLIX MEEROODIAHMIMOR,

I PHMEYEHHE— H3 NPEETHRS COCTOAHME aloonioTHOMD OTCYTCTEHWA.
317 creprneMibii (sterile): He cogep®alidin MRIHECNOCODHEX MAKPOODTEHWIMOE,

I PAMEYEH A — H3 NPasTHKE COCTOAHME afConsaTHOMD OTCYTCTEMA MUEDOOPrasMiMos He MOKEeT BhiTe A0K3-
33 HO.

318 crepunuazauywmna (sterilization): BanmoupoepakHeld npouect 0CEODOMOEHAA NPOaYKTa 0T HH3HE-
CAOCOTHBX MEKRPOODTAHUIMOR B hopm.

Mpumeyadse—Mpn CTERANWIZUAM NPOUSCE OTMAPEHMA MUKDOCPFEHMAMOE ONUCHBEAETCA ILCNOHEHYRANS-
HEM 33K0HOM. CNegoBaTeneHo, HENKMHE MRKDOOPIASHIMOE B HOHEDETHOM O5REETE MOoMET HalTh ERDAREHD B BEDOATHOC-
THOM B#dE. XOTH T3 BEPOATHOCTE MoHeT BeTe CHAMEHE 00 BECEME MENDA BENAYAHE, OHE HAKOTGE He MOXET OelTe CHHEE-
A GO HYNA. BepoaTHocTe MoxeT OxiTe BHIP3MEHE YEPS3 ypoBeHs ofecnedesuR cTepeneHocT ¥ [sierility assurance
leval — SAL), ofibiuHO Belipaxaessd B dopre 1077,

318 KoHCepBEMpYRILLME pacTEOp (storage solution): HWOKOCTe, B KOTODONA MEQWUMHCKDE HIOENHE B
I KOHEeYHOA Gopre NogaeToA ANA HCNONE3I0BAHKE.

320 sanupauwa (validation): DokyMeEHTHRPORAMHEA NPOUEDYDa NONYYEHKA, NPOTOKONWPOBRAHKWA K
HHTERNPETALWA PEIYNLTATOR, HEODEOOWMbIX O4NA A8MOHCT DALKMK TOMD, YT0 NPOUSCE HEWMIMEHHD DaeT NPoOyKT,
COOTEATCTEYOWWE NPEABADWTENLHO CNPaOENEHHEIM TeBoBaHMAM.

MpruredysHee— MPAMSHATENEHS & CTEPHIHIBUHN HUOCHME XEMASECEAMY CTEDANWIYHILAMKE CRBACTEAME
04 SANMGAUNER NOHUMAaTCH oB L aA NPOTPaMME, COCTOAW B M3 HOMUCCHOHHDR TPWEMEH @ ATTECTALNR JKCNNYaTHRYEM -
ro oBOpYADSEH KA,

321 YHCnNo HHBLIX MUEpOOpraddasmon (viable count): Yuono MUKPOODIaHMIMoE, ONpeasnassos no
POCTY OTAENEHEX KONOHWA NPW YCTAHOBNEHHEX YCNOBMAK KYNETHEMPOBAMAA.

I pAMEBYAEHAS— Orgens«as KeNoHuA @8 obA3aTensH0 EIEFIEB}'ETCil OT SARHWHHOTD B asacnocoBHoM MAKDO-
OpraHWaMa.

4 OBwKHe NnONoOKEeHHA

4.1 KoHTponk NpoWIEogoTea

HTofkl NpegcTepMNMIauUoHHOE YACND HAXOOMNOCE B YCTAHOBNEHHLX Npagenax, cnegyeT paipaboTans
# KOHTROAM POBATE NPOWMABOGCTEEHHEIR NRPOUECS,

MpumedyadHse— 3Tum TpeBOoBEHMAM OTEEYEST WCNONLI0EBEHWE CUCTEME KEMECTEE 8 COOTERTCTEMW C
IS0 13485 wne 150 13488,

[NA KOHTPONA MCTOYHKMEDR ChiPEA MHEOTHOMD NPOMCROMIEHMA AonwHa BeiTe paspaboTaKa U enoneao-
BAHA JOKYMEHTWDOBAHHAA CUCTEMA.

Mpuredadde — PeipabaTeeasTol EBponedckdA CTAHLEPT N0 KWCTOMHMEAM, HOHTRONW, cHopy MATERMANE @
clpawesnn o Hum (2]
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DoeyMeHTaUMA 1 NEOTOKONM GOMEHE NEQECcMaToMBATREA W YTEEDHMIATECA OTBETCTEEHHEIM NEpcoHa-
now (4.2).

4.2 Nepconan

OTEeTCTEEHHOCTE 338 0BcnyRHBEawe obopyLoeaHKs (4.4, Bandaauus (paigen 91 W TeKyLIMA ESHTPONE
(paagen B) CTERMNKMIALKK NYTEM BolJEDHHUBAHHA B MMOKHE KHMUYECKA X CTEPUNHAVIOWWX CPEOCTRAX, A TAKHE
33 BRMNYCK NPOOYELHK DOMEHA BhlTE BOANOKEHA HA KEANWGKUWMDOBAHHLIR NEpCoOHan, Kak yraaaxo s 150 9001
wnw 150 2002,

4.3 KanuGpoBkKa

Donssa GuiTe paspaboTada, QoLYMEHTUDORAHS W YTEEDHAEHA ADHEKTHEHAA CHCTEMA KANWEPORK BCE
KOMTRONMHPYIOWAX, NOKAIRIBAIOWHX W IANKCE BRIOWHY NPAD0D0R, KCNONLIYERMEX NPK BANKAALWH W TERY LLLEM
KOHTpROMNE Npouecca CTepMNnIayMiK. IT3 cHCTeMa J0MMHE CoOTReTCTEOBATE Tpedoeadyam 150 9007 wan
IS0 9002,

4.4 Texuuyeckos obcnyXMEaHME 0DODYLOBAHWA

TexHdqeckos OBCNyHMBaHHE CDOPYQOBAHKA QONMHO NNEHADOBATLCR W OCYWECTENATECA B COOTBET-
CTEMKH G OOKYMEHTHPOBAHHEIMK NpoUeaypamud. Mpouenypa ANS KA¥A0N0 NNAKOBONG 3aJaHKa no obonyxrupa-
HAIO 1 NERHOGRSHOCTE Q0NKHE DhiTe ONPEdeneHs M LOKYMEHTHDORAHE.

DEopygosanne ana o0paboTrd MEIHUAHCKHX MAOENAR HE DOMTEHD MCNONE30BATLCA 40 TEX Nop. NoKa Boe
IA0AHHA N0 TEXHAYECKOMY OOCTYMMBAHMIO HE Dy OyT YCNSWHD IaBSplessl W JOKYMEHTMDOBAHE.

MpoTokone SGCNYEMBAHMA O0NKHE XPAHHTECA B COOTEBETCTEMW o Tpebosadwwamu 150 9001 wne
IS0 2002

Mpousgypes 4 NOOTOKONE OBCNYRHBAHWA SOMEHbI NePROEUHECK NESecMaTPHBaTECH OTEETCTEEHHEM
nuuow {4 20

4.5 PaipaboTea NpoUgcca ¥ COBMECTHMOCTE NPOOYKLHK

451 Mepeg Hayanom patoTe C HOROH MAKM MOQESHMAMPOBAHHON NPOOYELMEN, YNAKOBKON, CXemMoi
IAMEYIEM WNH NPOLECCoM CTEPMNMAALMM CNeayaT onpefeniiTe W A0KYMEHTANBHD 0DODMHTE NDOURCE CTaDMW-
NUSALAN, NOQNERALWWA BanA0aLMA.

MNpraTomM chedyeT NoKasaTe IKBUBANSHTHOCT L DaHEE BANMOM DOBAHHOMY NPOLUSCCY HOB I PELIEHWA GNA
NDOEYELWH, YTIAKOBKK KMIA CREMBI AATPYIKA.

JoxaiatenscTeo aKEMBANSHTHOCTH CRegyeT oopMUTE JOKYMEHTANSHO,

Mpume«waHHe— YEAIGHHERA NPOoOLECS CTEDHNHIaUWA MOHET BENEYATE pazisnsHy DGpEﬁDTH'_lf fonse 4em
OOHKM HHOHAM SAMHYECEAM CTEDMNHAYHKWHM CREaCcTa0M.

457 KoMCTDYHUMA NPOOYETA M YNEKODKH 40N HE 0GECNEYHBATE WX KOMTAKT CHUDKAM XMMHYSCKUM CTE-
PANWIYVIOLLAM CPEECTEOM, MPW 3TOM OCTATHA NOCNEHers NOCNE CTEpMNHIALUHA O0MKHE BaiTek HU¥E ypOoDHA,
YHAIAMHOrD NpolaBoguTenam. Jomeksl GeiTe YHASAMHE MECTS BHYTPW NpOOYKUMK, HawGones TpyOHeIE GNa
NPOBEAEHIA CTEOHNMAALMK.

453 [omsuo GeITe NOKAAH0 M JOKYMEHTHPOEIHO, YTO NPOUSCS CTEDMNMIALMK HE YRy DWaeT NoTpatu-
TENLCHAR CEORCTRA NPOOYELWH WK 88 ynakosia. Moy HecSxo M MoCTH NOBTORHOR CTEPUNMAALWK 82 BNHEAHAE
OOMMHO BeiTe OUSHEHND 1 O0KYMEHTHDOBHO.

5 Banwpauws

51 O6wMe nonoMeHHA

Mpousnypel BANWLAUMK GOMEHLl Dbl Te QOSYMEHTUEOBAHE], & NPOTORONE KAXA0HA BANMGALKKA SOMEHbI
KPEHATECA (2.4.1).

5.2 KomuccroHHan npuemea

KOMMCCHOHHAA NPHEMES GOMEHA NOOTEEPOMTE, Y4T0 TEXHWHECKME XapaKTepWCTHEM ofopyooBaHWA,
WCNONE3YEMOrD ONA NPOLECCa CTRRUIKMIALWK, COOTBETCTBYIOT TpeboBannam.

5.3 Arrectauns akcnnyarupyemoro cbopyaosanma

5.3.1 ATTecTauwa IKCNNyaTtipyemMars 00opyo0eanna AoNKHa NoKasaTe, YT NPOUECT CTERAMNIALAM.

a) ofnagaeTt CoOOTEETCTEYIOLEHR NETANBHOA AKTHEHOCT 0 NPOTHE NREQCTRBUTENLHOR MEYINEl MAKDOOD-
raqdsmos (5.3.5 5.3.6 1 ALY,

]
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b) xapakTeprayeTca GNPedeneHHEMK TEXHONOMMYECEH MK NapameTpami (TeMNEgaTypon, KoHUeHTpa-
LHEH B IKONG XAMASSCKONS CTEPANUavIoWEers coeacTea, oH B T. M), KOTOPENS MOMYT KOHTRONWDOBATECA B NpO-
LUECCE CTEPWIMIALNA,

5.3.2 NMpw nposegeqdk aTTeECTawMH IKCNyaThpyesoro obopyQoBaHKa 4acTe NPodykukK, Hanbonee
TRPYOHaA Ons cTepinuaagdn (4.5.2), aonwea GeiTe NPegMeTol 0CoBors BHUMaHHE.

5.3.3 MpegcTepunyaauMolHOe YHCND JONMHD COOTERTCTECEAT: TpebopaHmam 150 1173571,

534 MNpexae e Ha4aTe aTTECTALUKIO IKCNNYATURYEMOrS 0BopyI08aHKa, A0MKHA SRTE BANKAKPOBE-
Ha CTAQWA HERTRANKIAUKK MALKOMD XMMHYECKOND CTEDHNMIVIOWErD COe8ACTER, HOTODAR NPEaWEaCTEYET Ky Nb-
THEBWDOBAHWI BEUKKMELLWYE MUkpoopraduamoe. Meton HelTpandaaumd He O0MMeHd BHOCKTE oliwbey B
paclwrdpobry M oOeACHEHHE PEIYNETATOR KYNaTHEKPOBAHKS.

5.3.5 BpaMeax TeXHOMOMW NpoUecca QOmsHo GeTh YEAIAH0 COYETAHWE YCNOEAA C HAWMEHBLWEA BaKkTa-
PHUMAHCKH  AKTHBHOCTRK, HOTOPOE OO0MNMHD  MCNONL3ICBaTECA  NDH  ATTECTAUMK  JRChAyaTHRYemoro
obOpyOOBSHHA.

5.3.6 Mukpobuonormdeckaa aTTecTayMa akcnnyatvpyemoro obopyQoBaqus OON¥HA BEKMIOYATE TPK
aTana:

a) NpoBEOsHHE MCCNenoBaHHdil ¢ UEeNbln ONGEencHEs MAKPOORTaHMamMon, obnagaiony BECokoi
PEINCTEHTHOCTLID K QaHMOMY NPoUecey CTepunmaauma (4.4 .2 37

b) onpenenesde BAHETHRM WX HHAKTHBAaLMA.

Ha aTomM 2Tane CTRoAT NorapkiihMEYecky o KPHBY D BEOHHBAHWA ANA MAKDOORraHWIM0a, Hadbones peauc-
TEHTHLIX K BaHHOMY NROUECCY. KPHBYH BLIHHBAHKA CTROAT HE MEHEE HEM M0 NATH TOHEI M, OXEa Tl BAULAM, N0
MEHEWEH MEDE, TRICAYSKDATHOS CHUMEH WE YHCNA MUKRPOODTaHHMaMoe (A 4 2 4 1w A4 2 5] Ecnu npogyeuua He
NOABONAET NPOBSCTH TAKYIO0 NDCUE DYDY NOCTROEHUA NOFADHEMAYECKOR KDV BOR BEIKHEHHA, DOMKEH KCMo b=
aoeaTecs MeTog MPN (Havtonee sepoAaTHoro yucna HBY — maost probable number), yeaaauHwia e A4 2 4 2.
3Ty 3aMeny cnenyeT oDoCHORATE M JOKYMEHTHPOEATh.

MUEPOODraHMaMEl QNA WCNBITAHKA HEODXOOMMO HAHOCHTE HA MATEDHAN HOCHTENRA, KOTODLIA NpeacTan-
nAaT MaTepran MequUHMHCKDTD Ma0enua;

C] CUeHKY MHAKTHEALMWA MHEDOORTaHWAMOR OTHOCHTEMNEHD NOSACTEDHMHIBUWOHHOND YHCMEa NO WX Npo-
PACTAHMWID HA HOCHTENE K3 TKAHER,

B nononHeHdde K H30NATaM, BblQeNEHHbIM W3 BHoHArpy3kK, BUOL WCNONBIYeMbly MARDOODIAHKIMOB
OOM#HE BENOYATE MAKDOOPraHHaMel © WIBECTHON BRICOKOA PEIMCTEHTHOCTER K AaHHOMY NPOUESCoY CTEDHMM-
JAUMA K, B MO0M CNYyYae, C PEaUCTEHTHOCTED, JHEMEANSHTHOH PEINCTEHTHOCTH cnop Bacilius subtiliis (Tatma-
ua A 2) B cooTReTCTEMK ¢ |50 11138-1.

I pPHMEBEYIHAS — Mpn nnaHu POEAHUH TAEWE JECNEQHMEHTOR HenHEaa MG YHUUTEIBETE YROBEHE DRTAHWMECEORA @
HEORTaHWMECE0R KOHTAMAHELNE W B3DMALUMKD MaXiy NOBTOPHOCTAME B SKCOEDHMEHTaX.

53.7 B npouecce CTEpHMWIALKWK BpEMA BhiOEPHMKE JONMKHD BuiTe we seHes 0= [6 + 1g(100 + B)), roe
0 — BeEnWYrHa HAWGOoNes PEIHCTEHTHOMND MHAKPOODTAHUIMA, ONPEedene HHaA Nod AaTTECTALKKY IKCTNYATHDYE-
Moro 0Bopyaopavna, a B — Suowarpyaka, onpegenessan no 150 117371,

MprkedaH e — YERNUISHHED ONWTENsHOCTE ofpaboTi obecneqmaaer HOMEaKTHEHOOTS CTEDHNHAIELHE, K-
TORAR XAQNEETE PHUIYETCR BEPOATHOCTEK Bl HABLIME MAKDIODTAHMIMOE (YOOBHE M CTEOHNEHOCTY) He Ganee 1075,

B cooTeeTeTEME ¢ [1] 2107 ypoBeHE 0BecnedeHua CTEPUNEHOCTA SENASTCA 00AIATENEHBIM ANS WIOEMHA,
NOOBERTAEMBX DUHRWHOA CTEQHNH3ALUMK 1 MADKHPYEMBIX KaK CTEDWNbHBIE (NpHUNoweHre C).

53.8 Ecnunocne 3aseplUieHnA NpoUecca CTEDHNHAS LA MEQWLWHCKOE MAOenMe NoOBERrasToA 8CenNTH-
HECKOMY NEDEMELLEHNN, TO HEODX0OMMO YHHTHBEAT: CNedyiolwes.

a) NpoUecchl, MCNONbEIYEMBIE MPH CTERMNHIAUMK KOMNOHEHTOR NPOWMABOACTES (HANDHUMED, KOHTEAHE-
QOB KOHCEREMDYLKE DACTROPOR), QONEHE BANWAKDGRATECA M NOOBELrATECR TEKYLLERMY KOHTBOM COrMackn
COOTEETCTEYVIOLEMY MENIYHADOOHOMY CTAHOADTY,

b) npouenypE NEpEMELLIEHIAA MAOSMHR NOCNE BELOE DHEM B M OKOM XMMUYECKOM CTEDMNHIYIOWEM Cpea-
CTEE QOMNWHE DeiTe BANWOWMPOBEAHE B COOTBETCTEMM © 15O 13408-1 (A4 2.7

54 Banvgauwa

5.4.1 MpoToKon BanWOALUWK, COOSPMALHA peayNETaTel BOEX ASWCTERA, JOMHeH GuTE NognMcad n4ua-
M, OTEBETCTEEHHEIMK 33 NOGQrOTORKY, DACCMOTPEHKE M NEHUHATHE NpoTokona. MNpoToRoN BAaNWLaLHKN JoNHEH
ApauETecE no 150 80017 ws 150 9002,

5.4.2 MNpoTokon BaNMOALWMKH JOMMEH MMETE CChIMKY Ha TEXHOMNOMMID NEOUECCa CTEDHMAIALAN HKHORH M
HAMAYECKNAM CTEDMNHIYVIOWMM ChaqcTRoOM. B NpoToOKONE ASNKHO BhiTe YEAIAH0 MEAKUMHCEOS HAOENWe, ANA
KOTOPOro NPoBSOMNack BANKAAUWA, 8 TAKKE CReOyHOWLKe JaHHbIE:

a) 4acToTa W MeTog(bl) CNpegeneHHA SHOHATPYIEY M 0DNacTe NOHMEHEHKA PEIYNLTATOR,
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b} xapakTepHCTHEW CEPYREHWEA Cpaakl, B KOTOROR BolN0 MaroTOBMNEHD MAZKOE KHMWYSCKOS CTEDMNM-
AYVIOLLEE CREOCTED ¥ KOMTERHEDER!, 8 TakKe OCYISCTRENEHD ACSNTHHECHKOE NepareweHna [5.3.8];

C) HPHUTEPUH obydera ¥ cepTHdUEayM ONA AanyCcKka NepocoHana, oTBETCTEEHHOMD 33 acenTHYeckoa
nepeMelieHye (5.3 8);

d} WMeToO noOTESDMOEHKA OTCYTCTEHA MHAHECNOCODHEIX MHKDOODTaHWIMOR B MHOKAX XUMHAYECKKY CTe-
PANWIYIOWKE cogacTeax (AG);

&) COCTAR MUOKWK KAMHHECKAX CTEDHNWIYIOWKE CRedcTR, BENKYAR XapakTepreTHKY X KOMINOHEHTOR,

fl pH ®Maroro SHMHYECKOrs CTEPWNINIYIOWEND CpegoTea;

g} OCTATONHAA AKTHEHOCTE MHOKSTD XMMHYSCKOrD CTEDHNMIYEILEND CPEACTREA NOCNES JABEEUE WA Npo-
UECCa CTEQHNMIAUMN B BULE KOHUEHTDEUMH MM DaKTepHUHMOHOR BKTUBHOCTH,

h} xapakTepHCTHEE CocyOa AnA 0BpaBoTk, B KOTOROM NEPOAYELHA KOHTAETHRYET C MHIKAM XAMMSSCHM
CTEDHANAIVEILLIARM CREOCTEOM, BEMNKMAA KOHCTRYRELKOHHBIE MATEDWANG], PAIMEDE W NOGPOGHOCTH NPMMEHAE-
MO NpeaeapUTensHoR obpaboTim,

i} KONMYBCTED NDOGYKLUHHA, NOONEKAWEE CTERPUNIHIALNA, Ha eUHALY ODBEMa RUOKOMD XHMAYECKOns
CTEDHNWIYIOWEND CRegeTEa;

i) BPEMA BblOEDHKA,

K) TeMmnepaTypa CTepHNH3aum‘m;

[} nioBule ApyTHe KPUTHHECKHE NapaMEeTPe NPOLECCa, BLARNEHHEE B X008 paipalboTkd Npoyecca;

m} WMEeToa CTEPMNMIALKK MOGOMND KOHCERBHMDYIOWETD PACTRECRE, B KOTOPOM NPOgYET NOCTABRNAETCA
MaCne CTEpUIMIaLKWA [5.3.8)

5.4.3 B rex cNy4ass, Korga 8andGaums EoHKPETHOMD H3ZENKA OLUSHHWBAETCA KaK NPKIrogHan ans Opyriks
HAGENKA, GOKAIATENECTEE ITON OUBHKN QONHHE GeTE Q0KYMEHTAROBaHEI.

5.5 Pepanvpaumn

5.5.1 JawHiie BAnCganHM9d i moebon nocnedyiowed peeaniaa iy J0NMHs NepecMaTpHBaTECA HE MEeHaa
0OHOrS paia B rogd. Jonsdo BelTe Takse NoaroToenedo obocHosake HeohXoaHMOCTH PERANUOALKK.

Pepanunayya OoMmsHa NPpegnpuHEMaTeECA, Cn ve GyoyT NonyyYedsl GOCTATOYHLIE OaMHBE, CRM-
DeTenkCTEVIOWWE O NEHeMNIesocTA NDoUECCa CTEPUNMIALKK. [poUusaypEl N0 NERPECMATRY Da3HHLIX BANWAA-
UMK 1 2EANKOALMA GOMEHL DETE DOKYMEHTHRPOBAKE, A NECTOKONE PESANMOAUKK O0MKHE KPaHHTECA.

5.5.2 MNpoTokon peRANAIALMIA A0NKEH GblTe NOGNUCAH MALAMH, HAIHAYEHHBIMIA TELK e ORraHdIauUma-
MK, KOTOPRIE FOTOBANK, PACCMATEMBEANM H NPUHMMANK NepEOHAYANEHLIA NPOToKCN Banuaaumn (54,1},

6 KoHTponb npouecca

6.1 BuWoHarpyaky cneqyeT ougseateno 50 117371 yapes onpegeneHHBE MHTEpBan b BDeMeH . EcnM
MoK NPOBSOEHMH TEKYLWEeH OUEHKK NPEOcTEPUNMIALKMOHHOID YACNA Bbl0EMeH MHAKPOCETAHMINM, KOTODENA He
BLiM A3YHEH DK NePBOHAYANLHOH ATTECTALUMKM IKCNNYaTHpYenoro oBopyNoRaHKMA, TO ONA HEND JoN¥HE BolTe
BENOMHEHE TPEGoRaHWA 5.3.5.

6.2 100w yEegrTeCa B BRIMONHEH MK TEXHONOMMYECcKUE TREDoBaH i NPOUSCCa CTEpMMMIa LMK, ONA Kak-
O0A NARTHW CTEDMNAIYEMOH NPOOYEUKK HeohX00KMMO 3aNHCLIBATE W XPaHNTL CNEOYIWLKE CRSJaHHA:

a) NepemMeHHHE BEMNNHAHE, KOMTRONWPYEMEIE B X008 CTERHANIALMK KOHEYH bIX KOHTEAHEPOE, BCIW 3T
HsEaT MecTo,

b} nepememMHbEe BENWYAHL, KOHTRONMWDYEMEE B X008 CTEDHNMIALUWMH KOHMCEDEWPYIOWENS pAcTBOPA,
BCMK 3T WMEET MECTO,

C) WMCHOOHYID KOHUEHTPALMKD ¥ pH MHAMOrD SMMUYSCKOro CTERHMNUAYIOWaro CRencTea;

d} napameTphl, KOHTDOMWDYEMEE B X002 NDUIOTOSNEHHA HAOKOID XHMMAYECKOrs CTEDUNHIYIOLEn
CcpeqcTea;

8} pPEayNLTATE NPOSEQRKH LENOCTHOCTH BCeX (UNBTPOB, MCNONEIYEMEX ANA CTEPHNWIALUMH DACTEODOE,
ECNH OHW NEUMEHAKTCA,

fl BpEMA BLIOEDNEH,

g} TeMMEepaTyDy BeIEDHKK,

N} peaynNeTaTE KOHTOONA OKPYHMAKWEA Cpe0k BO BOEMA ACENTUYECKOND NepeMelaHia, acnd oHd
NoMMEHRETCR,

i} DAMANAA DKL, KOTODBIE!

1} rOTOBAT HOHCEDBUEYIOLME DACTRC PR M DACTAORE HMOKOI0 XMMUYECKOrD CTE PUNMIYIOWEero CoeacTea;

2} KOMTDONUPYHET NPOLECS CTERWNAIALIMK,

3} OCYWECTENAKT ACENTHYECKOR NEDEMELLLENH WS, BCNK OHE NPUMEHASTCA,
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i} konwqecTas obpaboTasHoA NEPOOYRLHK B IKIEMINADSK [MNK Z0YTHX S0MHALax).

6.3 Ons kaedod NapTiEe MegUUMHCKEE H30enydd, NogeEeprHy T MAOKOCTHON XAMWHeCcKod CTepUNKMag-
LK, HECOX0OHMO MCCNEQOBATE HA NPHUCYTCTEME MHMAHECNOCOEHEX MUKDOORIaHHIMOB CNeayiowHe oD beRThI

a) XMMWYECKHE CTERMNAIYIOWWE DaCTEOPE,

b) KOHCEREMPYIOLWME PACTEODb, SCMA OHIX NDHMEHRIOTCH,

Cl MO EP3AHER Mepe, DOHO 13 NEeDeYHCIeHHOMD HHE:

1) BOHEeJYHEE NPOOYET,

2] aabpakoBaHHyIo NDOOYELHIN, MPoWeduwyio NonHsE LWen NpoMIesacTas;

3) BelgeneHHsle GOpAdLs MMBOTHON TEAHW [PACCMATOHBAEMEIE KaK NPEQCTABMTENEHAA YAcTe MEQK-
LUHHCKOrS HAOENAA), KOTOPLIE NPOWTK NONHBR UWKN TPOUeCca NDoHIaseTea.

6.4 OAnA Kasgod NapTad MedMUWHCKKE M3OenNyE Y4acTe PACTEODA MAOKOMD CTEDHMNAIYIOWEND CRedcTBa
HINA DACTEORE HHUOKOMD CTEDHNWIYIKDWET0 CReCTES, OCTABWETSCA ANA CREOYHIWEr D NPOLEcca CTEDHNAIALMH,
DOM#HA NCGBEETaTECA NPOBEPKE Ha DakTE PUUMAHYH SKTHBHOCTE B YCNOBHAR CTEDHMAIALMA MADTHIA MEQH LKH-
CRAX HAOENAR © HCNONBLACBAHMEM HOCHTENA M3 HHWBOTHON THAHH, HHOKYNMPOBAHHOTO MHKDOODAHKMIMAMK
cornacko S0 11138-1. HocuTens OoMmKeH CoaepwaTe He MeHes 105 MUKpoopradinaMo ¢ MaBecTHOW BECOROR
PEIACTEHTHOCTRIO K OaHHOMY NEOUESCeY CTEPMNWIALMA, YCTAHOBNEHHOW B0 BPEMA NDOBSOSHWA STTECTALMK
ARCNNyaTHpyeroro oGopyaosanKa {5.3).

M PAMEBYEHWE — Men NpoEedEHUHA HCNETAHKAA HEoBXOOUMO NPHEATE MEDE NPEQOCTOREHSLTE, UTODE MHEH-
MAIMDOBETE DUCH KOHTAMHAHEUNAW NPOWIBSOCTEEHROTD ﬂtiﬂp-y.ﬂ,l:lﬂEH H#A.

6.5 Ecnu ocHoBHAa® 4acTk NPOUECCa MHWAKOCTHON XMMHYECKOH CTEDWHNMIaUMK HE NOIBCAAST BEOLHTE
TECT-MAKDOODrAHMaME B COCYD ANA CTEPHNMIALMK MK B NPOMIE0OCTEEHHYH CORAY, a TaKme,

a) BIAMMOCEAZL MEHDY NROMHEM XMMASECKKM COCTAROM EHOKOT0 CTEPUNKAYVIOWEro CpensTea ero Bak-
TERALKOHON 3KTHBHOCTEK YETAHOBMEHS

b) nNpoysce CTEPHMAMAALMK ANWTENEHD NPAMEHANCSE, Mo EpadHed Mepa, AnA 30 napTia MedsUHHCKHE
HIOENAR, | NDH ITOM HE OTMEYSHD MW 00HO0ND 0TKAZa Ccornacko 6.4, To NnpoasgeHie HCNeITaKKWA cornacko 6.4
MOMET DbiTh NPHOCTAHORNEHO, M BOMeH BulTe NPOBELEH NONHEIR XMMHYECKHIA AHANHS KHAKOTD KHMEYeCKoro
CTERMNHAVIOWETD CRPEOCTRA, OCTARWErOCHA NOCNE OROHYAHHMA NPOUECEa CTEPUNKAALKA, CnocobHeId NogTEED-
OWTh COOTRETCTEWE 3203 HHEIM NPELENEHE M IHEYEHWAM XapakTeDHCTHE NPOLECca [OCTaToYHOA DaskTeprura-
HOW aKTHBHOCTH CPEgCTEA).

Mpruredad e — O6sen 30 NAapTal, YyNoMAHYTEIE B NEPEYHMCNEH ik B, GCHOBEAH HE NPSANCNOHEH WM 0 DEHOMK-
ANEHOM PAECNEEQENEHEW GQEs08AHHEIX UANENWA NP YPOBHE 3IHAYWMECTA 095 (n = 0,058) W LOBEDHTENEHOM WHTEDES-
ne {49,

6.6 PeiyneTate, NoNyYyeHHsIe B cooTeRTCTEMA CB.2, 6.3, a Takse 6.4 wnw 6.5, ponsHel OsiTe BHECEHE B
HYACTH IAKNOHEHAA, DA3PELUIAINLLENS BRNYCK NDOOYKLMA 2K CTEDUMEHON, 1 JOMHHE ¥ PAHUTRCA K8 YACTE NPo-
TOKONOE CTEPWMAIALMM.

6.7 Boe NpOTOKONE A0MMHE XEaHWTLCA B cooTeeToTedk o 130 9001 wnk 150 9002,

7 Bbinyck NpoayKUuWW Nocne cTepUNM3almnu

7.1 Kputepui, No KoTOPbIM GaHHBIA NROUESCE CTERKNMIALKK NPHUAKSETCA COOTBETETEY MM NpedbAn-
MAEMEIM K HEMY TPEGOBAHAAM, DOMEHE DelTe AOKYMEHTHROBAHL K BKMOYATE.

a) COOTEETCTEME TEXHONOMAYECKHM XapakTepUcTHEaM Npouecca;

b oTCYTCTEWE POCTA NOCME KHKYBAU A NPA NpoRe QeHE MURDOBUMONOrHYe CROT0 HCNLITAHWA (B3 MG 4)

7.2 MNpouecc CTEPHUNHMIALMKA J0NKEH PACCMATRHBATLCA KAKHEY LOBNETEODATENH BIA, K NDOOYKUWA O0Mn-
HHA yTUAMaIKpoEaTeca cornacHo 150 9001 wnn 150 8002 8 cneny oWk Ciy4ans:

a) napamerp NEoUecca HE YENAOLIBASTCA B ACKYMEHTUROBAHHEIE ACNYCKK,

b) noboe MakpoBrONorUYeckoe MCnETadge (6.3 1 §.4) NoKaswBaeT DOCT MUKDOORIraHHIMOE Nocne
HHEYGaLMM
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Mpunosxenne A
[CnpaBoqYHoe)

PyropogcTmo
No oleHke COOTBETCTENA HACTOALLAMY CTaHOapTY

A1 BeeaeHHe

HECTORWSE PYEOBOOCTED HE ABNASTLA KOHTRONbHEM MECOSW e M N0 GLUEHKE COOTEETCTEMA HACTORAW eMy CTAHOBRTY.

OHo COOEpX®ET NOACHSHEA W METOAM, NPEOGHES ANA OOCTHHSHAA COOTEETLTEWA YOTAHOBNEHHEM TR afoBaHAAM,
NorcraeT oSecneqysTs SO HBIA NOOA00 K NOH AR E HEHD | ApHAMEHEHRKD CTAHAAPTA, NDW ATOM MOy T WCRONEIOBATECH TAKHKE W
Apyrde MeTodbl, BCNA OHW ABNARKTCR 3IPPSETUEHRMKY B ADCTUHXEHW COOTERTLTA WA TFIEEDEEH HAM CTaHGQapTa.

F‘}'HGHG.'.'I.ETBI} HE REMASTCA WCHEENEHEA OW M. B PYHOBOOOTES NpUESQEHE NPUMEDL! BENONHEHWA COOTBETCTE Y HI-
[ETHE TFIEEI:IBEHHFI. B PAEHOA CTENEHY BOZMORHD HCNONEIDEAHHE APYIdE METOQ0E, ABLWE TAEWE e PESYNETETEL. B =am
COOEQHATCA TAKKE PEKOMEHOIUNF NO BRNONHE HWHD TFIE'ﬁl:Iﬂ aHWA CTasgapTa HDﬁFI-Ei.LIHET{‘-‘Fl EHMM3HKWE HA TFI-EEL‘IE&H nA, =
DHEEHOMBIS ONA NDLSA, DETENLHD HE SHELOMSIX C MPOUECCEMY CTERMNHIEUHMA MElAEHMHCEWE W3OENWA.

Counke Ha NYyHETE HECTORWEND CTAHIAPTA NPpHASdeHs] 8 KB3JpaTHsIx crobeas.

£.2 NMepconan [4.2]

YPOBESHE KBANAD@EALMK, NOATOTOELH @ 0NBITA N8PCOHANS PASNMYHEX CNEUMENEH0CTER I3BMCHT OT BRINONHABMOA
paBoTe. O6uwes pyHOBSACTED N0 NOSFOTORKE NEDCOHANE, ABNAMWSACR YACTEH CHCTEME OGECNaYBHWA KEUSCTEE, NPHBE-
Aesca 150 90,

Deofee TREBOEAHEA NPEAEABRAKTCA H sBSNWD MEAURK @ NOATOTOBNS NEPCOHANS, OTESYAKWErD 3a:

- WHEROGHCNOrHYE CRMA HOMTPONE,

- BETEPUHSPHYS MACPOEHOMNG @0,

- HWMHMECKHA AHENWI W NRPAIGTOBNEHWE COCTABGE,

- sOoHTax obopyaosasuR,

- oicnysweadre ofopyQoBaHWA;

- MEXAHMYECHME MGNETAHWA NEW 3TTECTALHA SHCNNYATARYEMOrD oBopyO0BEHWA,

- AKCNNYATALMH CTEPMAMIATORE,

- wan«bposgy,

- papadoTiy Npoyecoa;

- TEXHWYECKHE X3QECTEQMCTUEY 0BopyLoBaHR®A;

- acenti-ecyin obpaboTry.

A.3 PazpafBorTHa NpoUeCcca H COBMECTHMOCTE NPoaYERMK [4.5]

A3.1 Pa3palioTka npouscod CTEPHNMIAUMA ANA KOHKDETHOMD MEAWUMHLKOMD Wigenua TpedyeT co30aHUa Takoro
NpCyeccd, KoTop:E A ABNRETCR OOHOBPEMEHHO 3000 BETHE HEIM M COBMECTHMEIM C MEQULMHCKEM H3danHeM. CnejoeaTens-
HO. HCCNEJ08EHHA COBMECTHMOCTH NEOGYETE BMECTE C AKCNEPHMEHTANEHEM CNDE0ENEHEEM HIATK ONTHMAIBYHER Npo-
LUECCE CTEDUNAZAUHA MoryT BeTe NPEONEHHATE HE CTAGHWY pa3paGoTes NEOOQYELHE.

TpeBoBEHHA K CHCTEME K3YECTER, HOTOPKIE PACNPOCTREHAKTCA W Ha PAspRG0TEY MEJHURHOEMY M3gensd, — no
P50 9001 a 150 13485,

A2 Bnpouecte HWAOKOCTHON XMMAHSCHOA CTEDHNMIAYWMH NPOLYLUAR MORET NoAESPraTeCR DEIHAM BO30&ACTH®-
A8 OXPYHBHW 8@ CPEdk. 2 TAKME BETYNATE B PRAKLR C MCNGAbIYEMBIME HlAKAMH CTEDUNASYI0 LMME CP2ACTEaM M, NG3To-
My Heofxognmo ofecnesiTe, YTolsl DyHEY#O0HANEHDE HaiHavesWe W BE30N3CHOCTE NPOSYEUME HE NOCTREGANH oT
BC308WCTEMRA NDEONONEFaEMals YCNOBUA CTEDRAHIZUHR

A33 Npeewbope NpoLSCCa CTEPANMIAUAW SR MEOWUAHCKHE HALeN M HEOBXOOHMO yHHTRIBETE DAKTOPRI, ENHE-
WlKe Ha 3P edTREHOCT: NPOLECEA (NpAMeYaH e B pasgene 1)

3] A0CTYNHOCTE CTEPHNMIELHOHHOMD oGopya0BasHAL

D] AMEMNE30H YCROBMA, A0CTHHMMBIX NPW NDMMEHBHWH JOCTYNHOMD CTEPUNM3ALHOHAGTD 050pyLOBEH WA,

C) NpoLECCH CTERHNAIELWA, YHE WCNONb3YEMEIE AR JOYTOR NPOSYKL M,

d] TpeOOo2EHNA K OCTATOMHOA HOMUEHTDAUME THMAMSCKAY BELLSCTE WM NpOGYKTOR WX PEAKL AR

&) pe3yNeTATH SKCMNEpWMeHTo8 no paspabioTie npoyacca;

f} BOZMOMHOCTE TOMD, 4T0 WENONEI0EI HAS HUOKME XAMAHECHAY CTERANAIYIOWHE CPENCTE NEMEROET K DA MHOHE-
HHH [NEONWREDaUSH] PEIMCTEHTHE X MAEDODEraHHIMoa.

A4 Cxewma pazpaBoTh NPOUECCE CTERHNAIELWNA BENOYEET B CA0A CNegyLWE SNEMEHTH:

a)] onpefenesHus KPUTHYSCKEX NADAMETPOE NDOUSCCA W NPEAEN0OE WK H3MEHEHHA]

D] ousHKY BMOHATPYIEH NPOGYETE. HE OCHOSE KOTOROR OON#HE ONPEJenATECA PACYETHEA MUEpoOonomyeckan
KOHTEMHMHAUMA GNA pa3paGoTee Npoyscca CTEpMAUIEUHM K,

g8
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C] NoOATESPRIEHWE NEATCOHECTH RHOKYNHPOESHHON HOCUTENA, NPEJHE3HEYEHHOTD GNA NPOEEOSHHA ATTECTAUNR
INCANYETHRYEMOro ofoDyI0BAHUA W TEKYLLEr0 SOHTPONA.

B peaynsTATE MERCNDUATHA NO PEIPASOTES NPOYWECCE CTEPANMIALNK JoNKHEl ObiTe oNpe0eneHsl 8r0 XEDaKTERHE-
Tukd. [pArog=ocTe TAKOTS CTERMNAZELUOHHOND NTPOUECCE LoNHHA SbiTh NOKE38HI NPW NPOESABHWA ATTECTAUWNA SKCNNYA-
THpyeMors ofopyaoeadKa {5.3)

A4 Banwpauua [5]

B4l Ouenes GHOHAMPYINA NPW BANWAAWMK Npowecea [5.3.3)

Hactonwes pyRoBCACTED DONONHAST PYLOB0NCTED, NPpHESAeHHOE B 150 11737-1, nockoneky CywWecTAYT 0C0ba
TRYOHOICTH B OCYUeCTENeHUH OUeHKSE GHOHBMPYIEH MUBOTHEX TRAHEA.

OiyeHka GMOHArpYsHe YCTAHEENHERET:

- NPHPCAY £0HTAMMEHHPYIOW A MUKPOORTEHMIMOE, NPUCYTCTEYHILLWE HE NEODYELH;

- KOMW4ECTED MAEROCRTEHHIMOR, NPACYTCTEYHILME HE NPOLYELMN,

- Npegensl EoneBaqHui i, CREfOB3TENLHD, NPELCKEZYEMOCTH S0HTAMAHELMHA COAEHEHMEM SHEYEHRA, NONYHEHHE X
TPH HOHTRONE NSCNSA0BATENEHEI NARTHA NPOOYELMA.

DuyeHka GRoHATPYSRE NOANE®AT!

- MCXOOHBIE MATEDHENL HHBOTHOMN NEOMCKIHOEHHA;

- MATEPHAENH NOCNE KEXAOR OTEBETCTEEHHOR cTEOUM ofpadoTeu

- NPOOYELMA HENGCRERCTEEHHD NEpe CTEpHNWIELWER [NPEACTERANMIALMOSHOE SHENO ).

Mo Bod eTon oueHM SUOHATDY I MOXET TONSKS NOK33EEBATe NPHCYTETEWE OFPEHKAHEHHOMD HHENE MAEPOOpPraHEl-
WOB WX WTaMMoE. ToaTomy 3HAYSHAA SHOHATEYING S0 KB KORPERTUPOBATECA C WETOM NOTPEL HECTH 3P EKTHEHROCTE
AIENEE HUA MEKPODTAHE IS0 B3 NPOOYVELNA @ T2ACTEEHHOCTH HCNONeIYEMEE YCNOBUA KYTETUEWPOEAHMA NS ONpege-
NEHAE 3THY MUKPOORTEHWEMOE. 3P edTRBHOCT: HIBNEYEHUA MomeT konebaTecn, a Takse OwiTe KpadHe HAzkOW gna
SUBOTHBRIX TEEHEA. YT00E KOMNSHCMEO8ETE TAKY HEONPEAENEHHOCT:, B YPABHEHWE GNA PECHETA BEEMEHN ERIGEPEEN B
53.7 epoguTeR koaddnguesT GelonacqocTe. paesei 100,

AOng ofecneseHdA HAABRHOMD ONPEAENEHMA KONHYSCTES BRlPOCIWUWHE KONOHUA HealxoquMo 0SDATHTE BHMMEHWE
%3 Bfop COOTRETCTEYHILME NUTATENEHE Y CRE0 ¥ YCROEMA KYNETHEAPOBASUA, 8 TAKER yecTh TRedoBaHAA € BolJena-
HUK MHEEPODDTEHMIMOE, KOTOPBIE MOTYT G TE CERIAHE C METEPRANEME HHBOTHOMD NPOLCEOXOEHNA. B HekoTopwp X cnysa-
¥ MOBHD MCNONBI0BATE CPegs6l, NPEBEIaHHEE B Tabnuye A1

FreGnuga A1 — MNepesess CEROSHHA O NUTETENEHHEEX CPEeOaX, YCNOBWAX MHEYBELWH M BHP3WMBEAEMBIE B HRE
TECT-MUEDOCRTAHAIMAK

MuratanuHan \'.'D-EJ.I,:I.1'I

Broamowmels YoM

uHEyGauaa!

T‘E".‘T'HMHPDDPrﬂ.hl‘IEMH A5 oEEDHETEAEUA

FOCTOREX CAOACTE NMATATENGHE K EDE‘F‘,Iﬁ

1 Tp#nToHo-coeasiA GynNeos @ TRANTOHO-C0-
GERIA Brap

Aspobieie (30 0 —35 “C)

Bacillus subils

Hlebsielia pneumaoniae
Fseudomanas seruginosaidiminuta
Slaphyylocnocus epigermidls

2 MutateneHs=tA GyNsoH W AWTATENEHSIG

Aspobhee (30 “C—38 “C)

Bacilus subtiils

BEHLTEANE — |-':|EHGEHE._|

arap Hlebsielia pneumoniae
Fseudomongs saruginosaidinunula
Aspolfieie (20 "C — 25 'C) | Ssecharomyces cersvislas
3 Cpena NoeedHeTanHa — Owedceda (Me- | Aspofdsie (30 °C — 35 °C) | Trichophyton rubram

Mycobactenum phlel
(3 wedenu)

4 KpoBAHOW arap

Aspolbisie (30 °C — 35 °C)

Bacius subiils

tlphsielia pneumoniae
Preudomongs seragirossdiminuta
Staphylococoys epidenmidls
Ealerococcus fascalis

Clastridium sporagenss

Aspobhee (20 “C —25 “C) Ssccharomyces cersvislas

Trichaphyton rubrum

§ KepToeneHo-ZerCcT PoaHBA Brep

6 Cpesa PobepToona w3 oTeapHoro maca’' | AspoBHme (30 °C — 35 °C) | Clostridium sporogensas

' Cpegnl HE 0OMNMHE COOBP#ETS YESTOREY MHOWKETOPHEX KEACHTENER [KOTORE B HACTO AENATCA MHTMEHTOpa-
fad MHEpobHOrD pOCTa), 38 MCKNOHEHHEM 0coBkix GnyYaes, Hanpusep, cpeabl lloeescTaiHa — OQuescesa -0 — (fe-
BeHWTEA#8 — HeHcera). Onpeqenere pOCTE B MHAKME CRENAX QOMME0 NPOEDGHTE0R BEHIYaneHs, MMEo No CTESQERTY
MYTHICTH, NWEo No MNOTHECTH, NHBO NYTEM MUKROCKONMPOBEHHA # B HeobxoanmMe CNyYaRs NONTEEpRAATECA NEPECE-
BOM HA COOTRETETAYIOLWAE TEEPALIS NHTATENEHEE CRE.
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Oxwasvanue mabnuya A1

21 boryT GeiTs 3AMEHEHE ANsTEPHATHEHEIME CPE0EMH 00 CHHKENHSIMA CEORCTEAME, obBCNEY@EaNW MK pocT
BHEIPOEHEE DaKTE pUA.

I Bpema WHEYBAUWK BO BCEX CPROAX QUMNHHO COCTABMAATE HE MEHEE O8YE HEAEMND, 33 WCKMKYEHWEN CPEdb
N — A, roe spemA @HYGEGHA OonHHE BRITE HE MeHes TREX HedENs. TeMNepaTyRa O0NHHE KOHTRONWPOEATRER @ Noa-
OSpHEES TelR B LONYCTHMBIE Neensnax. MoepesiesHs £ MHEPoDPraHnsMe MoryT noTpefosate Bones ANHTENsHOTS BRE-
MEHA HHEYEA LMK,

8 KawOan NapTHA MWTATENHOA CPpead DON®Ha NoABEPraTecA HCNHITEMME GNA A0Xa3aTenbCTan Tor, HT0 oHa
cnocofiva ofiecneun Te BoCCTaHOENREHWE 10— 100 MEKDOCPTaHRIMOE 8 UHOKYNATE. MEpTHed CHATRE TCR KONMYECTED NDE-
naparta, NPMIOTOENEHHOE M3 DGHOA NAPTHA CelpeR, NOOBERIHYTOM0 3ETOKNBBMPOEAHHI 33 GOMH Npkes. MoneiTasuA gon-
WHE NpOBOAMTECHA © ONDEOSNEHHEIME L T2 MEMY MEKDOORTAH@IMOE W3 NDUIHERHON KONNEKUAH EYNBTY].

Ecnv WenaNsayeTos HHOKYNAT, COASPHALWWA 10 MHEPOCDraM3M0a, TO DE0L0 YIAETOA BeGennTe 10 onosHens-
paaysowux eausMy (KOE) Ha TEEpOOA MMTATENEHOR CRege, TAL KAk

8) CyWeCTEYaT DasHHLA MEEAY 0hW MM £0NWHECTEOM MUKDOOPTaHWIMOE @ HHCNOM HHzHecnocoBHE X MUKpOopra-
HH AM0E, W

b) “MCme MUKPOOPTEHHAMGE B MHOKYNATE MOHET CTNMMATECA 0T cpeaHero aHaqedna 10 egursu. Beagsnedwe oo-
HOA Wne Gones KOE M2 MHOKYNATE (MN4 BMOGUMEBA POCT B HHAKOA NETETENEHOR CPa0e) MORET PACCMETRHBATSCOR HEK
YOOEMNETEOQMTENEHOE CEMASTENLCTAS CNOCOBHOCTH NMTATENEHOA COedR NOAOSDHHBATE POCT TECT-MUEROOPFaHUIMOE.
MNpe HENGITAHWAR HALHAX NETATENRHE K G, S0nM HeoHX00MMo NPEJOTERETHTE 3PP ELT WHIHBHPOBAHEA, BE A6l EBSM B
pasfaenTenas, CNedyeT MCNoNe208aTe Helonswee ofvemsl NHTATENsHEE cpeg (10 o).

Mpruse«sas e —NoMdMo YEE3aHHEY B TRENMEE A1, MOrYT BCNone30BaTeCR cpefa Cabypo, THOTNERGNEE A
CMECE W QPYTHE CRedsl 8 COOTRETCTRWMY C JBACTEYHIWEA HOPMATHREHO-TSXHAE CKOA LOKYMEsTALNSA.

A42 ATTECTEUWMA B SHCNAYATALME

AdZ OBWWe NONGHEHWA

Mpy Ewifiope BUAOE MMEPCOPrEHMIMOE, UCNONBIYVEMBIX NPE BANWOALWA NDOUBCCE CTERWMNWIELWA MATEpWana
HHBOTHOMD NPOWCEOHGEHEA BMHAKMMN SEMUMBCKHMA CTRENHIYIWMMY CREOCTARMK, CNELYET PACCMATRRESTE:

- BA0E MEKDOODTEHMIMOE, KOTOREE MOTYT NPWCYTCTE0BATE B MCTOHHEES THAHER MUBCTHEX,

- BAGEl MEKDCODTEHMIAMOE, BRiQSNeHHEE B0 BPEMA CLUEHKW BHOHATPYIHE NDOOYELHH,

- BA0E MUKPOOPTAHAIMOE, BRlQ8NSHHES W3 DKPYHEH LU eR SR80k . B KOTO DA NPOMIBOANTCA cBop THEH @M MUBOTHBIX,
M NPOWIBOQCTEEHHOA CoROk, E KOTORO@ NDOMIEOAMTCR KOHEMHOE MEQHUMHCHOR HEBMNRE;

- 2M0sE MHEPOQPraHHSMOE, KOTODRE WMET L0K3I3HHYH BlCOKYI0 PEIHETEHTHOCTE £ 30308 ACTEAID HMAOKMY KHAME-
Y4B CHAE CTEQMNAIYILAY CREgCTE, UMW KOTOPLIS MOFYT HMETE NOBLIWSHHYH PEIMCTEHTHOCTE,

- BEQWELMOHHEIA BE3MAY BHODE MEKDOOPTEHH IMOE.

MpUMEPb MUKEOCETAHMEMOE, KOTOREE MOrYT BeiTh HCNONL3I0EAHL, NPEBESAEHE! 8 Tabnkye A 2 MepaydcnesHue
MUEPOOPTEHAAME PEHES NOKSIANR IHAMUTENEH Y DEIMCTEHTHICTE K BOZOEACTEME MUO KWK KHAMAHE CHEN CTEDUNH3YH L WX
CREOCTE HE MHBEOTHEIE TRaHH. TEENUUE MOMAT DPRCCMATOHEATECA TONEKD KBK CNPEB0Y HBIR METEPUAD, 8 HE KEH WCHePNRAEE-
HO LM NEREYEHE MUEPOCPraHHIMOR, KO0TOPEE NOGAEKAT OUBHEE.

Tatbnwua AZ— anMEpH MHEDOODrEHAZMOE, K0TODRIE WCNONe3CEANMCE QA DUBHES SETHEHOCDTH HEECTODEIX AL
KR XHMHHECEAE CTEDNNHIYIDW@Y CpeaoTe

Homep o sonnEEudE KEnaTyp
Baug muspaopramniaman
ATTEN MeTo Mo B!
Cnopes
Clostadium sporogens s 584 - 1069E
Basiius subfilis B051 3610 3610
Q372
Basiius pamiue 27142 1032T 10682
Chaetomium globosurm 5205 - —_
Microascys Ccinersus 16554 - -
BersTATHBHEIE KNETHA
tycobactenium chelonae 35752 S48 1474
Methylobacterium extorguens 43645 — o309
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CxoHasHE MaSilioe A2

Hamep o KDAAZKUAKM EYNETYR

Eﬂﬂ MHERP T2 HE MO0
aTTE HCTE HECIME™!

Mrichosporium begeli 22310 — —

T AmepukEHCKaR KONNEKUMA THNOSEEX Ky DBTYR.
2} Hau#oHANEHEA KOMnekuMa THNOBLIX KYNETYR.
3 HauwoHaNeHaA KoNRekLHa NPOMBILWNEHHEE 0 MODCKRE BakTepui.

MpuMedadne — MaryT BbiTe MCNOMBI0BEHE NOXMHHE AN PEEHONEHHEE KYALTYPS, ¥padAlneca @8 Konnes-
LUHAK KYNLTYP. 33PSTHCTPRPOEaHEE By LaNSW TCEHM Cornal aqden.

Tpu cTagMd MAKPOBHONOrEYecHon ATTECTALMN IKCANYATHPYEMOrS OBapyL0BAHEA — CEDMHMET, NOCTROEHWE KRH-
Bhbik BhiEHEIHWA W 0L HEE HHAKTUEBAUMM H3 HOCHTENAY U3 THAHESA XUBOTHBIY — PACCMOTREHE B A4 2 3—A 4 2 GoooTReT-
CTEEHHD.

A.4.2.2 Hedtpandaauwns [5.3.4]

Mepen HaYaNoM MUEPOBUONarHYECckod BTTECTALMM IKCNNYATHRYeMorD clopyaoBasMA HeabzonumMo clecneqnTe,
YTOBR HE PEIYNETATH ATTECTAYMM HE NOANEANH GERTEpHLUHOHBIE W BEETERNOCTETHYECEWE 3P esTel OT CNEQ08 Mt dKHE
AMMUHMBCHRY CTEQMNAIYIDWHE CPRO0CTE, BHOCUMEX B CHCTEMY BulDIUMBAHRA MHEKPOODrasuiIsoe. BnuaHre DakTepruyng-
Hbix W BAKTEOHOCTATUHECHME BE LIBCTE MOKET SbiTh YMEHEWEHD PE2BEENEH WEM, MOKN HMEHD G TOMOLL B PUNETPELMR W@
HOMNEHCHPOBEHD PESHGHER C HEATRANMIYI LM STEHTOM.

Bufop cHeTeMb HERTRANM3A UMY By 08T 336HCATE OT COCTABA HUAKOMD XMMHHMACKOTS CTEDHNMAYIDWEers CpeACTES, 8
AMPERTHEHOCTE BelfpaHH0A CHCTEMEl onNHHa SeiTh NOLKA3AHA A0 HEYENA BTTECTALMM.

A4 2.3 CRpMHMHD (copTepoBasde ) makpoBuonordyecksx vacnaTos [5.3.6 a))

A4 231 OBwue NonoHeH A

MpaETHKE NOEA3aNE, 4T0 HELENeco0Bpa3HO H3YHETE HHEKTHESLM BCEX HIONATOE, NONYYMEHHSIX M3 NPOOYELME, Noa-
TOMY SNSAYeT HCNONL30BETE CEPHHAEROBE A TeCT. Mogeepran oOpasysl KMBOTHLIE TRAHER MEHEE HECTHHM YCNOBHAM BOI-
OelcTEHA, e Te, KOTOPLIE HONONEIVIHTCA B NPOUBSCE CTEPUNMIALHM, MOMHS BECTPO OTAENATE GONSe DRIUCTEH THEIS
HAONATE @ NEH IVHEHWA WHEKTUBAL WK HENONLI0EETE TONEED HE. NII0G0A HIONAT, 0XE30IBERUHACR Bone e DEIUCTEHTHRIM,
HEM CTEHJAPTHEE KyNeTyohl, BoifipaHseie ONA BanKgauns (Tabneus A.2), gonwes GeiTs MONHGCTEK CXAPARTEDHIOEAH.

MoCRENBEY NPAMEREHEE HHOEHE XEMUHECEHY CREOCTE B NPOUBCCEY CTERHNAZAGMK CBRZARD C MHLWEBXAYENDHBIME
oCCEEHHOCTRMKE CHOTEMEl, HBOBXCOWMD NOOABNATE NOCTORHHOE BHUMEHWE K COPERENEHUH, CKOWHEHTY W BCNE TAHHG
OEHAPYAHRBIEM H X MAKDOODTEHMAMOE, KOTOPEE MOMYT 0BNALAE T AHAHHTENEHGA PEIHCTEHTHOCT R K APOLBCCy CTEPMNMIA-
LW, YL CTEYET PUCKTOMD, 4TO BC BREMA NPOHIETACTEE MOTYT BB Te BHECE Hal HOBE B MINH MIMEHE HH B B MUEROOPTEHAZM b
ofnagawwne Gonee B COKDA PEENETEHTHOCTRED K NPOUSCEY CTEQDHNAZEGRN, HE/M HOXOOHE B MARDOORrEHMAME!, WENONESY-
EMblE NPW MCNBITAHUAY @ BEAMOEYWK. MoaTomy Heobxoaumo YCTAHOBUTe NPOYSAYPY CHPRHMETE @ CUSHMTE DEIMCTEHT-
HOCTE MHEpOopraHniMog, ofiHapysedswd NpM NPOMSBEOOCTEE W B OHEpPYEEKWER cPpeie [NPOUELYpY CEPUHRHTE
MERpOBHONOTWHS LYY HICNATOR CM. TAKME B AS).

B npouecce MARPOEMONOTHYe CROND CEPMHMHME OO HAEYHEHHE W OLBHES HO BB UMK M3MEHEHHBE MU RDOORTEHHAMOE
OoMHHe OCYLWACTERATECA CEORBNEMEHHD.

Mpoweaypa CRpMAMHIE MekpoGHONOorMYeChoro WIONATA ONKHE BKNDYATE TPW 3TaNA:

g) clop sekpobeonoruyMeckors MIONATE;

by #oeHTHEMEAL@D MeKPEHONOTUHECHOrD HICNATA;

C} NpCES0EHWE KOHTRONEHE S WCNEITEH MR MUEPOEMONCTMHECKONS WI0NATA HE PEIMCTEHTHOCTE (CREHHMHT].

H.4.2.3.2 CHop mukpobeonorHyec kore KacnaTa

M EpoDHONOrHHeCEME WAONATE 0n#H0 BeTe colpansl 8K B NPOMIECACTEE HHOM MPOUBCCS, TAK W M3 DLy A 0w e
Cpeds, B KOTORO@ NPOHIBOLUTCA MEdHYMHCKOE inente. CHaYaNa GoNMHsl G Te colpansl TE MAEDOORIESH 36Bl, O £0TO-
Dhix TOHHOD WIBSLTHD, STO OHM NPHCYTCTEYIOT HE NROOYELEM 00 NPOBEGEHAA CTEDMN@IELUN (MI0NATH OUOHATDYIRA )
B gononHeHwe K BROHArpYEHe NPOoOyELME HA0NATE 4onxHe BeiTe coBpaHs 13 NPoUIB0GCTESHHOM Cpear, B KOTOROM Waro-
TAENWEAETCA NPOAYKGWA. 3TE Cpega MOWEeT EkNOYaTe pafoqne pacTeopel, padoyve NOBRPXHOCTH. CHOTEME OMMCTHR
BO0sl, CelpE W NEPCOHAN, DOHAKD HE OTPAHAHNBEETCR HMMH.

AA2.335 MgeHTHdUEaUNA MAEpolHonordYeckoro aonaTa

MukpobeonorM e ckde MICNATE, CODRaMHEE ANA OUSHKM, L0N3HAE OolTe CEKEPAKTERUIDEAHE AIMNH HOSHTHRHLADO-
BaHbl. XAPAKTEQHCTHEE GONHHA BENHHETE, KAK MEH YR MO ONoOrH KONOHWA B KNeTokr, oxpacky no Cparuy @ ONHCEHne
CROPOCTH pocTa. Ecnu so3mamss, npeanoqTuTeneHo WAERTHR MUMPOBATE BUAK MK NOABEG .

AA234 NpoeegeHWe WENEITEHWA HE DEIMCTEHTHOICTE [CHPMHMHT)

HoHTpoAEHEE KCNEITAH WA MEkpclMonordyeckie HZ0NATOR HE PESMCTEHTHOCTE JOMHHE DT NPORESEHE B8 COOT-
geTeTedM c 5 3.6, Mukpobuonornseckie MI0NATE. NPOABRA KLY ME SHEHHTENEHYH DB IRCTERTHOICT: £ MPOURCCy CTEPUNMIA-
YR MM MEPEMYHOM HOHTRONEHOM HCNE TEHAR, J0NHHL O Te NOQEERIHYTE NOGNHCA OUSHEE  CREBHEH D ¢ MUEpOCpraHe -
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MAME, HCNONEICEIHABIMY NPH NEPEWHHOA ATTECTAUMA 3RCANYETHRYEMOr: oBOpyOI0BEHWA M EANMGAUMK. Heclxogemo
OUSHHTE OTHOCH TENBHY D PE3MCTEHTHOCTE ROHTRONEHELX MUKROSUONOIHYBCEM Y HIDNATOR & TOMKEW 3PEHWA MPOLBCCE CTE-
[N 3ELMH.

DMK M2 NOOECA0E K NEPEWS HOM Y KOHTRONEHOMY HCNEITAHWAK HE DEIMCTEHTHOCTE SBENIDHEETOR B TOM, HTo0E Nog-
BEQTHYTE BO30E ACTEMRHD HHQEOND XM HE R0 CTE QMM IV WETD CHeACTEE NPY MU HEMAN EHE X NERAMETPAX NPOLELCE CTE-
AHAW3ELMA CYCNEHIMG, COOEPKEIL YD HE MeHee 107 BEIENEHHLIX MEKPOORrEXWIMOB, # BEIE0HATE 88 TAM B TEMEHHE
ELEMEHH, PEBHOMD E2NW-MHE D CAMOTD fE3MCTEHTHOMN MEKRPOIOPIEH MEME, HCNONBIYEMOTrD NDW 2TTECTELMK SKCANYATHR ye-
Mor ofopyaoeandn. Ecnynocne ragof Beigepssd cHapysMEa0TCA HHIHeC Moo SHB S MUKDOORTEH WEME], TO 3TO D3HEYE-
BT, 4TO PEIMCTEHTHOCTE MIONATA #a 20 % vne Donee NpeERIWEET PEIWETEHTHOOTE CAMOID YETOAYRBOrD MUKROORTEHHIMA,
NEMMEHASMOrS NEH 8TTECTAUME 3RCONYETHRpyEMOrd ofopyaoeadua. B aTom cnyyee nonyyeHHsIA MIORAT NaOnesuT
NORHOR HOESHTHMUEIUME, B KHHEMATHES 80 HHEKTHESUME — OETANSHOMY HIYHEHRH.

Ad 24 MoocneoBaHKe KHHEETHES MHKpOOUONoOraMecsod HHAKTHEaUHK [5.3.8]

AdZ AT DOHwKe nonoKeHWa

Mpu npoBefeHAN BTTECTELWA SKCNNYATHP yeroro ofopy Jo0BaHH@A CTPOAT KEMEY D WHEKTHEA LAY ONA KAX 400 MHEpo-
OPraHd 383, NPEHEM KPMBAA QOMKHE CTPOUTECA €8 K MUHAMYRM N0 NATH TOMESM, OXBATRIBREWMM, N0 KPEAHEA MEDE, TelCR-
HEKDATHOE CHWEEHHE YUCMNE MUEPCORraHUIsMoR. Kamoen Toua 08 bli D CTROWTCA MO TREM NOBTOPHBIM ONETAM # A0MNEHE
MMETE BOCNPOHEECAMMOCTE B NPEdenay YABOEHHOMD CTAHGAPTHOMS OTENGHEHHA.

Mo NeNYHEHHEM DEIYIETATAM MOKET ObiTh PECCHATAHA BEMMYUHE O HExBones pESMCTEHTHON MUKROORTEHM3ME,
MEMGAEIYEMOMD B oNe T PacyeT BennyvHe D B03MO0MEaH NDH YCNOEMA, ST B NONYNOTaDHEMHHECEM Y KOOPOHHATEY (Nora-
PHID M HACNA BB MAEPOORTEHAZMO8 B 3RBHCHMOCTA T BPEMEHH Ebl 08 psE ) KPHE AR BolHAB3H A RENAETEA NAHa®-
HOM. E£NM AMenToA OTENOHEHWA 0T MAHEAHOCTH, TO NPEACK33ETE NADAMETpHE YOOENETEBODMTEMEHOMO PpOYScca
CTEDUNHZALAN TPYOHD. TAakHE OTENOHEHUA AONSHE CNYSEUTE NPEAMETEM JaNEHER UMD B3ye HUA B UENEE Ny ER XEpE K-
TERHCTHEH KAHETHEM MHAKTHEAUUM.

Yrofel OUEHUTE BEAHYWEY O APH MENKE HONWHECTEAN ELiSWELKE MALPOIPIAHAZMOE, MOSHO HCNONBE30EAT:e METOO
Havwbonee sepoaTHor Ywena (HEY), npoBoavmui ¢ TpeMa HexrBionee peIMCTEHTHLIME K BO30EACTEW D LEHH OO NpoKecca
CTERUNHIALHAN MHEROORTEHH3MaMA. TanyYeHHAA BENHYMHEE O MOHaT O Te HCNONLI0BAHA B KEYECTES KPUTERMA NpHEMNe-
MOCTH PECYETHOMD BREMEHHN BHl B,

OnpeaenseHie EenkHMie O MeToaos HBY onvcado B npencxednd B £ 153 11135

Acd 242 3T1anu woccnenoeaddi

Banuwmaunss npoUeccon CTePHNMIAL0MH EHAKHMH XHMAYECHAMK C De0CTEEMH CNegyeT NPOE0ANTE TaK, 4TOSE! MOEHO
fbin0 OLEHUTE B2AHMHOS BNUAHWE G0V HE APYra TECT-MWEPORTAHMIMOE M MESWLWHGROMD WIAENHA. 3T0 JOCTHIAETEA NRK
ONpEOeneHd REHETHEY RHEKTHBALUWH TECT-MUKROORTAHHMIMOE, KYNETHEMPYRMEE COBMECTHD © MEAWLUMHEEMM HI0Eendam
MNH WHOKYNEQOBEHHEIX HA HEM.

TaKER OLEHKA BEAKHMEST HETHRE ATANS HCCNSSOEAHWUA:

- oNEgeOeneH#e KOMNOHEHTOR, KOTOPHE NpERcTAaBnALT HEwbonswes CONpOTHENSHME BOZAEACTEUH HWLKOrO
EW M M- ECHONE CTERHAKIVELWETD CPEOCTES;

- OnNpegensH«e MeTo0a, C oMo s KOTODOTO MHEPOCPraH@IME ODHEDYHMBEXATER HE ME0ALMHCEDM HINENUH WTH
HE BelipaHHOM ROMNOHEHTE,

- BANWIEKAD METOLS BOCCTAHOENEHWA/ONDEOENEHAA MAKDODPrEHY IMOE Ha MELHELMECKOM 3OS NUH BN BeIGpaH-
HORM KOMOOHEHTE:

- ON@EdenaH4e KEHETHEY WHAKTWBALUWH TRcT-MHEpOOPraHEIMon B MEHCYTCTEMM MAOAUMHCHOrD WIgenMs Wnu
BolfpanHorng EoMMNaHEHTa.

HMEnoNEIYVIT METEL NPRMOTD NOGCHETE HHGNE Bl HHBW A MEKPI0DTAHYIMOE B JABWCHMOCTH 0T BpesMars oBpatdaTam
(pwBan  BeiX@EAHWA).  wWMeTog  HEBY  (Hanpasiep,  ero paIHOSMOHGCTR weToq  CresBo-Mapdgwu-Kokpad
(Stumbo-Murphy-Cochran ) unk rreton CnipMes-Kapbep (Spearman-Karber)) [9]. MocTpoaHHe KpHBON BRiEUEBAHRA NP~
NOOHTHTENEHER, TAK KEK 3ToT WMEeTol NPeiocTABNAST OOCTATOWHEE OABHHGIE ONA ONWCEAMA EEHETHEW MHEETHEELMK
TECT-MEKDOODTEHHIMOE B DPECYTCTENE MEORLHHCKON RI0ENEA @MW BHBEPEHHOMD KOMNOHEHTE.

MeTog HBY MoxeT NEUMSHATECA, 8ENH MEBLRLWHEHOS HI0EMH@E HNA KOMOOHEHT HE NO3BCNRAKT NPOBCANTE NOCREOo-
BATENbHOE B0 ABNEHUE BEUHHELW ER NONYNALW A MEKDIODTEHH IMOE B I3BHCHMOCTH OT BReMeHd 0BPaBaTEM {T.&. Meg U H-
CHOS #30ENME WNHHOCHTENE HE MOTMYT NOABERTETEEA B0 MA4HEEHWID ANA BIATHA NROS6I ¢ UENES ONPeaENSHHA NONYN ALK
BEIMABLHEY MWEROOPTAHAIMOR .

MoTA NpAMOl NOGCHET U NOCTROSHWE KRHBOR BRIMHBARWA BT HONbWE WHHOODMAEYHNY O KMHETHEE WHEKTHBELHA
TECT-M@KDOORrEHMIME, OHY B TO ¥Ee BPEMA MoryT noTpedoeaTe Sonswe Bpeser: @ pecypoos. Mpouegype npaMone nog-
CUSTE CEAIEHE C MIBNEYEHHEM BCRX MU IHcnocobHp e MUEpOOPraH«EMOE NOCNe oNpedeneHHIND EREMEHH BelfEpHEN B
HALEOM XA ECKOM CTERHNHIYIOWESM CRefCTES. MIBNAaUEHUE MOKET NPIB0INTEER TRKE ME. KEK NEA OUEHKS BHOHEIDYIKA
(IS0 11737-1), nanpusap, NyTeM roMoreHH 33 UNE UENBITYEMOTD KOMAITHEHTA W NRMIOTOBNEHAR COOTEETCTAY OLEE BES-
EEAEHWA 4NA NOOCYETA ERHHEW MUY MEKPIODTaHHIMOE.

MoMoresvIaUMa HENBITYEMOrd KOMNOHEHTA (HANPHMAD, HUBOTHLIX THEHER] MoweT BuTe NpoOBSOEHA NYTEM &ro
BCENTHHECHOND BERMAYUEAHEA HIM AWCNeprMpoEaH AA/PACTEOPEHAA B CTEQUNEHOM pasBaanTene. MOTGEATCA NOCNENOBA-
TENbHLIE PEIBROEHMA CYCTEHIMK, M HE COOTERTCTEYALWME DIIBRNEHHAL NPOWIBOGUTER NEAMOA NOLCHET N0 CTEXJAD-
THeiM MeTogam {150 1173715

12

FOCT '0CTISO 14160-2011 Crpanuua: 16/24

E[(H|[id GostExpert.ru


http://GostExpert.ru/gost/gost-14160-2011
http://GostExpert.ru
http://GostExpert.ru

FoOcCT IS0 141602011

A4.25 Monone30EEHWME HOCHTENEW W3 TEAHER

A4 251 QGLKE NONOWEHWA

(MpH MCNONEI0EAHUN TRLCT-MHEPOOPTAHWIME, NOKIZESW AN NEH ACNETAHMAX CYCNSHIMH HAWOON LW Y PR IECTEHT-
HOCTE KBOSARACTEMH HUOKOID XMW SR KON CTEPANM Ay S0 CPEACTES, KHHE THES 80 MHAKTHEA LMK QO HHA @3y4aTeCH B
MPHCYTCTEMH WCNETYEMOTo KornoHesTE. [TNAHMPOBAHWE ONETOE QONEHD BENKYATE KOHTPONUpyeMes adpadoTin (npe
AYOWAE YCNO2MAK} MHOKEYNHPOS aHHON0 @K KYNETHENPOBARHOND WONE TYSMOTO EOMNOHEHTE B MALKOM XHM Y ECHOM CTEDH-
NASYHWEM CREACTEE NPH PEIHEE BpEMEHEE Bedepein. DE8pailk 0oN#HE oTORPETECA YEDes ONPedeNeHHBIS HHTEREANH
BPSMEHE ONA DUSHEM BECHHEWEA NONYNALMA BANMOWPOBAHHEM METOD0M BOCCTEHORNEHUA MHEPOOPTaHEEMOE,

MayieHUE KMHETHEN RHEXTABAUMA 3ABSPWASTCA NOCTPOAHHEE M KRMB0M B HMBEHHA B NONYNOTa0W ke L0 WKka-
& (HA rpafuke B KOOPIMHATEE NOTEPHEM YACNTE BhikHEWWE MUKPOORTEHASMOE — BEREMA BSI0SMHER). 3aTEM DACCHHTEI-
BESTCA BENWYMHE O TECT-MALPOOPrAHMIMa B NPACYTCTEMA WCNSITYSMON: KOMNOHEHTE W NEW HEMEYSWWE YoNOBHRX
CTRpANMIBUHE. YTo85 obecneqvsTe B0CHpORIB00HMGCTE SAHHEY, OLEHKE KMHSETHEN MHAKTHES UMK Z0NHHa NPoE0aHTECHA
HE MESHEE TREX DEA.

A4 252 Bubop HoCHTERA

MocneaosasuA KMHETHEM MHEROSHONOrHHEcd0d MHAETHEEUMA A0NSHE NPOSOOMTECA HE METEDUANSE HOCHTENRA,
LO0TOHPsIE COIASHNT #anB0NEWae CONPOTHEBNSHEE NPOUBCEY CTERANMIEUMNA. BGOp HOCHTENA OONKE: NDOESOMTECA © yHia-
ToM OESCNSYEHEA OHTAKTE WMWY BE3AMMOASRCTEMA HHOKOTS XHMM-ECE0rs CTEPANWIYDLWErD CORAETAR ¢ HOCHTENSM
{HanpuMep. riopodofHEd BONOKHHCTRA MAETEQWAN MOHET TPYIHES CTEDUNMI0BATECR, Y8M Majkde rEapodHneseES
MOEEPEHOCTH ]

Ecnu TEKOR BEsiSop HOCKWTENA HE ABNAETCA OHEBWIHEIM, HeoBx0 Mo NPOBECTH CEPWHMET QNA onpedensHna Hanido-
ned TRYOHCCTERHNAIVEMslY HOCHTENEH.

A4 253 OnpeneneHde MERPOORTEHMIMA[0E) HA WONE TYEMOM KOMMOGHEHTE [HOCUTENRE)

heTog onpesenesHa KHIHSCNoool Hel X MAKDOORIEHHIMOE HE HOCHTERS 00 HEHENA CTEREANIZUNE B HADED M XaMH-
HECKOM CAECTES MMEST NEPBCCTENSHHY BAMHOCTE NEH COAGEHAM YCNOEMA 3 DEKTREHOA CTERHNWIELMA C TOMKEY 3pEH HA
YOTAHOENSH WA NPOTHEODERCTA VILLHE CTEPARUIZUWE DAsTOROS, BOTREY S0 @XCA B NRELTHEE . MoryT 8biTh ACNONEI0EEH B
ne8 MEeTOOE ONPRAEnNeHR HHIHECAOCOSHE X MUKBOORTEH M3MOE HE WCNBITHBESMOM KOMNOHEHTE. NPAMER #HOHYNALWA
WM EYNETHEHPOBAHAE NPH YENOBMRE, MMETHRYHIWWE NPOWIE0ACTEEHHBIE .

Mpy NpAMOR WHOKYNALWA MCHGNE3YETCA MU 3HaCneColHAR CNOPO8 AR MNKE KNETOMHAR CYCNEHINA, KOTORER HEHOCWHT-
CH HE HOIGHTENE HENOCPEGCTEEHHD NEPal BROERSKOA B HAIKOM XHMAHECKOM CTEpANMEYDWEN CcpeacTee. HysHo ofpa-
TWTe BHHEMAHHE HE BpeMd, He0Branmce LNA NPOHAKSHNA WHOKYNATE B HOCUTENE W CBRIBBEH WA M0 C HOCHTEMN B, NREHge
HEM HEYETE CTERHNHIELMHD, 8 TAKHE HEOBX0 Q@m0 yiecTe GasTepiyuaHs A 3@ esT, KOTOPaIA HOCHTENE MOXET OK33HBATE
Ha WHOKYAAT.

Ecni eaifipadHssid MAKpOCGPprad#am cnocofer JagaTte pocT 8/HA NPOGYEL MM NPW HOPMANEHEE NPO@3E0ACTEEHHE K
YONoE@AR, HECHX0AWMO NPHMEHATE EYNETHANDOEAHWE MUEPOOPraHAIMOE B YCNOBHAK, WMHTUDVEOLUWE NPOMIB0ACTEEH-
HbBIE, 3 NPM BOIMOMHOCTH D8NATE 3T0 M QONONEATENEHD £ WHOEYNALWY. Jonsed G6Ts yCTEHOBNER METOL €Y NETHEMDOEA-
HWF HOCHTENA(NEA) C TECT-MAKPOOPraHd 33K, [Tpe TAEMY yENOBAAR KONHMBCTED HHIHECNOCOSHEE MUKBOORTAHNIMOE
BIHANPOAYKGMH A0NEHD B Te He Measee 1000 konoHneobpasysowr s eauHd U (ROE ). B ka0l OTOSNEH0 A CHCTEME KY NETH-
BUDOESHHAA STO KonWyecTEo KOE 80 HEYENS CTEPRMAMIBULMR DONKHD DslTe CAMHAKOERIM B REKOO0M KOMNOHEHTE. JaHsee
ONA MOOTEES pEAEHMA COOTEETCTE YR LWEA MUHAMENEHOA NONYNALHA 4 88 0OHOPOGHOCTH BonxHe Bl Te cofbpaHs Henocpen-
CTEHEHHD NEpE WIYHEHHEM KUHETHEH MHENTHEIWAA.

MeTon BOCCTAHGEREHWA MWIHacnocobHes MUEDOORT3HM3MOE HOCHTENA NOCNE CTEPANHIALME HALEHM KAMHGET-
HW M CpERCTEOM QoMHeH GHTe ONPEAENeH 4 BANEIMPoEEH. Bandlausa Qons+=a noLaiats, 470 seBpaHHe A MeTon obac nea-
HHBAST BOCMPOHIEOONMOE BOCCTAHOEBNEHHAE BEOHMEL MY MAKPOODTEHYIMOE.

A4 2.6 BnuARKEe DpraHEYecls METERHANOE

One HekoTODOA NEGOYELM W KOHTAMHHALUAA CPTAHAYSCHAMKE MATEDHENAMW MOHET CNYEW Te DAaLTOROM, Ofpasu-HEa-
HILYHM 3 ERTHEHOCTE NpoYSced. WocneqoEaHd A Q0NEHE BENHIYATE GUEHKY BRMAHKA DACTEOROE, CO0BPHEL WL COOTEET-
CTEYILHE OPraHEYSCKNS B W ECTEE (HANPMMER, CRIB0ODOTEA, aNstyMdH @ T. 0. ) ANE CTEPHNEHEIS CYCNEHEIMH THAHSA. BHa @
EOHUEHTPALWKID OPraHUMEckoro METEPHANE CRedyeT QOKYMEH THRO2ETE.

Onf npooyEU@d, KOTORER MOMET SHCYLUWBATECA B NPHCYTCTEMA ORTAHHY BCHOND MATERHANE, AONSHE HWCNONE3G-
BATECA HHOKYNWPOBIHHBIS HOCHTENW, COEPEELLME MARDIODTEHN M, BECYWEHHBE B COOTESTOTEY LW EM GPraHMYe CHOM
mareprans. TAKME AHOKYN@PORAHHEE HODHTEN W MOrYT BKNKN4ETe NPENERATE MAKPOODIEHWIMOE, YCTO AHREER X K BE CYLWH-
BEHWK, TEKHZE Kak cnopel Closkndion sporogenes. Bacilfvs subitifls, Eaferococcus feecalls, Mycobsctenum chelonse »
Candids albicans (tafbnuue A1 W A2)

A.4.27 BanupauMA acenTeYeckoro npouecca [5.3.8]

ACenTEUSckos NepeMellEH e NPIAYKLWA M3 CTEPRNMIVEIWLETD BEIWACTEE B P MHMWHEIA CTEQMNEHEIA SOHTERHER
Takme TRedyeT BENWASLMK. B 3Ty BENUASURKD JONHHE SbiTh BEAKY BHE CRE0YVWAE NAPEM e TRE:

- CTEQWNHEIANHA NYCTHE KOSTERHSROR B COOGTEETOTEMM C TPEBOBEAHWAMM COOTEETCTEYIOILEND CTAXASRTE NG CTEDM-
NEaEEMH (1S3 11134, 150 11135 w 150 11137

- CTERWNHEZEYHA NOsE KOHCEPEMPYI WMWY PACTE0OROE, B KOTODE S BCSNTHYELKW NEPSHOCATOR NDGEYELWA;

MprMedaHe — DUNBTRYIOWAA CTEpARWIAL@A — no IS0 13408-1.

13

FOCT '0CTISO 14160-2011 Crpanuua: 17/24

E[(H|[id GostExpert.ru


http://GostExpert.ru/gost/gost-14160-2011
http://GostExpert.ru
http://GostExpert.ru

MCcT IS0 14160—2011

- QAIMHBCKMA ¥ MUEPOGHONGTMYMECKAR KOHTRONE CPedk. B KOTOPOA NPOMIB0GHTOR ACENTHHECKDE NEPEMELIEHHE
MNP 00 ¥ ELLME,

- BCEMNTHMECEDS NEPEMELLEHWE ¢ MCNONEI0EAHEEM NPOG CHPYHADLWEN CPeOE ONA WMWTAUWK 2 BO30EACTEAA HE
NepeMeUaeMyn NEOAYELHH B NPOYSCoS NEPEMEWEHHA W3 CTERMNAIVDIWEND DACTE00RA B MHHW W HEIA KOHTEAHSD.

A5 MocTORHHBIA MHERPOBHONOTAMECKMA KOHTRPONE [6.1]

BhigenasHe MUEpOGPraHE3MOE M WX MCNbITAHWE HE PE3MCTEHTHOCTE CREAYET NPOE0AMTs ¢ IBGaHHE0A NEERO M- HOC-
Tetn. LlENk 3THE MCNBTAHWA COCTOMT B ONPEaneH id BOIMOHHOND WIMEHEHWA GHOHATpYEHE B NPOUSCCE CTEDMNHIAYHN.
Mockonbky APOLED YPL BENUAALUM NPESHESHAYEHE ONRA OUSHEM 20 EKTUEH OCTH NPOYSCCa CTEPHNM UMM B OTHOWE HHK
KOHEQETHOM FPY NI MAKPOORTEHH3MOE, TEKYIES UCNBITAHHE OONKHS NOKS3ATE, HTO NPHCYTCTEYH LW WE 8 NQOWScoR CTEpiM-
NHAAUNE MHEPOOPTAHWIME HE ABNRKITCA MNW He CTENW Gonee pEIMCTEHTHEIMU, YEM TE, KOTOPLIS HCNONEIDEENUCE B
HEYENEHE S BANMOALHOHHEIX HCNETEHMAR (Tamke A.4.2.31)

AG YnpapneHHwe W KOHTRPONE Npouecca [6]

Mpouscc CTERMNAZELMA HALEAM XAMUYECEAM CTE P NHIYH WAM CRESCTEOM 0B YHO BRNOYEE T CNEYH WHE 3TEMNH.

- NPErOTOENEHAE BUAKOMD SHMAHECHOTND CTEpHMNHIYsILWEro CRenoTeS,

- BHOBPHES NPOSYKYMH B CTERHNHIVHLEM COBACTEE NEH KOHTPONKEYEMOA TEMNEPATYRE B TENEHHE ONpegeNeHHo-
ro BREMEHN.

Ecnu CTERMAMIAUMA HE ABNRETCH PUHAWHOE, TO 00BABNADTEA SWe J8& aTana:

- NOSroTOEEA W CTEDMUNH3AUEA NEPEAYHOA YIEKOBKE W KOHCEDEWPYSIWETD PACTRORE, B KOTOPEE AONEHA NOCTARE-
NATBER MEOOYELHA;

- BCENTHMECE0S NEQSME WEHWE NPOAYELWA M3 CTEDHNAIYWEra CREACTEE B NEPEWHHY I ynakoaky. [peroToERE HEE
CTEDMNMAYIOWErs cpefoTea TRpedyeT TWAETENEHOMD KOMTPONA. LAPAKTEPACTHEY COCTABNAMUME KOMNOHEHTOE [HOMED
CEPHM W KONEYECTED | QoMK HE XPEHMTECR. 3 KOHEYHER KOHUEHTPAUNR SKTHEHOIMD MHIDEO@EHTE (08 ) HOn#HA BeiTe NoATEED-
HOEHA AECNEPAMESHTANBHD . HACTO CTEPANHIVIO LW E PACTEORE GUNETPYHITCR NEpS] MCNONEI0BEHMEM & USREK yOENEHKA
NGB MALKPOCPrEHUIMOR W QPYIHE 3ArPAIHHTENER, BHOCHMEIX M3 SOMNOHEHTOE CTERUNMaYDWers cpescTtea. MNocne
MEMONE30BEHNA QMNETROE OHW A0NEHE BB Te NpoBEREHE] HE LENOCTHOCTE.

Mpouecse CTEPANMIALMA HE0HE00NMO NPEECANTE B COCYOAX ONA CTEPUNH3AYAK C ONSE0eNSHHEIMA TEXHUHECKMMHA
XAPAKTEPACT MEEMA NN CORTRONHDYEME X TEMNSPATYPHEE YCNOBHAL.

OnA TekyWearo KoH TRONA NEEEMNEHOCTH NPOUBCEE COCTaE CTEPUNHAYHD WEers CReAcTEa QOMMEH NPOAEATECA NOCNE
TOFD, €Ak NPOAYELHA HABNEYEHE @3 PACTECPA. TAKRe NPOSEDKE MOTYT BETE SHMHYECEHME WNH MAEPOGACNOTHHE CREMH.
KAMAEYRCHER KOHTPONE Npobel MOEaT NPoBCANTREH C USNEE NOATERDHABHHE TOMD, 4T3 COCTAR PACTREORE NOGNE 33 B pE-
HHA NPOYECEA HAXOOWTCA B NPEOENAY, yCTAHOBNEHHEIX TEEHONOMEEA . MHLpoGHonordyecHan NpoOBEDKa MOXST NpencTaAE-
nATE CoBoR, HANDHMER, BRl0BQRMEY WHORYNADOBAMHOID HOCMTENA B CTEPANMIYKILEM PECTECRS ONA NOATESpMISHMA
OCTATOHMH0A BakTeDH UAgHO® 3 eHTEBHOCTE.

Mocne CTEpWNW3ALMH NPOOYEUSA MOET OhiTh SCENTHYHECKY NEPSHECEHE 8 CEBOA MWHWIWHE A KOHTEAHED. Bo spema
nepese @R BRHINEKEWan ORDYHEKDILAR CRaLE ADNEHE NOAESRTATECA MUKPODHONOrHECROMY EOHTPOMD.

HeobxogumMo yTESRANTE M BECTH NEREYEHE COTPYOHHECE, ATTECTORAHHEIX HA NPAS0 BCENTHYECKOND NEQEMELEHRA
NECAVELHR. 3TOT yTEEPEISHEER CNMCOK LON¥EH NOCTORAHHE NERACMATRHWBAETECA, 8 NEPLOHAN NEPHOLHYMECKY NOGRERTETE-
cANepeaTTECcTayWK, MpH 3TTRCTRLWA U NEREATTECTAURK OBRYHO NPEMEHART NPoBHOE NEpeM e EHHE NETATENEHELX CRaa
BHANOMM4HO MBTOgY apo3nued ByneoHas, NCNONSIYSMOMY NPH ATTECTAURN PENbTRYIWESH CTERUNM3AUHN U ACENTRYS G-
KX NPOUSCo0E.

Ecnu npoaylusa BeiNYCERSTCA B HOHCEREMPYSIWEM PACTEORE, NOCNSAHHA NEpS] MCNONEI0EAHEEM JonKeH SaiTh
CTERHNNA30SEH. ACENTHYSCHOS NPOMIBOOCTED JONEHD COOTRETCTEGEAT: TRESOEIHHAM IS0 13408-1.

WICNBITAHWE KOHEYHOA NPOOYELWE AMEET OFPEHHHEHHOS NPHAMEHEHEE N D@ ONPEASNSHAY CTEPENEHOCTH NERTHA Tpo-
Aykydi. DOHE0 B 3TOM SACTHOM CNy4a8 NP WCNEITEHMA HE MEED0BWONOrd HECHYH EOHTAMWHA LMK NOCNE CTERHNAIELMK
Mo#eT OuiTs oBHEDYHEH oNpelenaH Helf npopocT (6.3). NpH NposeneHAM TAKHE MUEROD@ONOrHYECKWE HONETAHWA KOHE Y-
HOW NPoayKUMA BEEH0 oBacnesnTe yOaNEHHE 0CTATE0S BELTEpHYMAHOMD CTERMNW IV W ErD CREnCTaR MY KOHCEDEWD Y -
Wero pecTEOpE (A 4.2.2).
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Npunoxesne 04

(enpagoqvHoe]

MOCT IS0 141 60—2011

CBeQeHHA O COOTRBATCTEMH MEXTOCYBAPCTEEHHLIX CTAHOAPTOR
CCLINOYHLIM MEXAYHAPOAHLIM CTAHAAPTAM

FfTadénuwya 0A

DEoIHASEHEE B HANME HOBL RS
GCEADSHAGTE MK YH AL BTD
cTangapTta

DHoIHauEHAE B HANMEHD B HRE
MERAVHAPDOHEID CTAROARTA
LPYIans raga naganus

CreneHe
COOTEETCTENA

DBoIHEYEHHE ¥ HAMMEHEBA HAd®
MERIOCYISPCTHEHHOND CTAHASPTA

150 8001:1994 Cecremsr kauwecT- | 150 90012008 CHocTems T FACT 150 9001 —2011 ChcTemsal
Ba. Mogens ofecneqeHini K34ELTES | MEHEIHMEHTE  Ka4ecTEa. MEHELHMEHTE KauecTea. Tpefoea-
nEM NpoekTHRORasKE, pazpabortee, [ Tpedosaden HuA (150 2001:2004, 1IDT)
NEoHIEOLCTES, MOHTaWe w cbony-
HHBEHWM
150 B002:1994 Cuweremsl waqec- | 150 90012008 CooTewms Ha| FACT 150 9001 —2011 CecTema
T2a. Mofens oBEeCHedeHnA £a4ec- | MESHEQKMEHTE  KA4ECTAAE. MEHBLKMEHTE Ka4ecTea. Tpetioea-
TEA NEKW NEOAIBOGCTES, MOHTEME W [ TpeboBaden HUA (150 2001:2004, 10T
OBCAYHABEH MR
150 00012000 CucTeMe wmeded-| 150 9001:2008 CHoTemMsl T MACT 150 9001 —2011 CucTemul
#medTa kaqecTea. TpedoBaHun MEHEQHMEHTE  KAuECTES. MEHELHMEHTE KauecTed. Tpetioea-
TpetoBsaHen HuA (150 S001:2008, I0T)
150 8004-1:1994 AQMUHWCTDETHE- - — -
HOE YNDESNEHWS HAUSCTEOM W 3Ne-
MEHTE CHCTEME K3UecTEE. HaoTe 1
PyrOoBOSALIWE YEIIZHHA
150 111341994 Crepandaaysa — o MCT WO 111534—2002 Creps-
MEOUU#HCKOA npogykuna. T pebo- NWZELHA MESWURHCKDR NDOSYELHN.
BAHHA K BANMABLME W TEEYLySHMy TpeGoaaHa & BANWOSLUMA W TERY-
HoHTpom. MpoMsilUNeHHaR CTEpQ- wesy koHTponw. MNpoMewneddan
MASELGHA BNIRHER TENMN0M CTERRNAIEUMA BREHSR TN
153 1113519894 Meguunsckie 1a- — oT MICT Moo 11135—2002 Megu-
aendr. MpoEepEe QOCTORBDHOCTH H UMHCEHE Wagenna. BanMgaumna u Te-
TEEYWMHA KOHTROME CTEp@AM3aYUHI EYLAHA  HOHTPOAE  CTEPWNM3ELMK
OHCHOOM ATHNEHE OHCWOGM ATHNSEHS
IS0 111571998 Crepundaadna Me- [ 150 1113712006 Crepu- )| MACT 150 11137-1—2011 Creps-
AnydHckod npoayegu. TpeGosa- | ndasuWa WS MLH HCHOW NHZEUWA MESWUXHCKOR NDOOYHLHA.
H#A K BANKMLAUAH M TEEYWEMY KOH- | npodykume. OBny-esus. FPagnaunaH=an CTEPANAIALRA.
Tponst. PagrausoHHEn cTepune#ia- [ Yacte 1. TpeBosaHwa o Yacte 1. Tpetosad«n k paspaboT-
el paIpeBoTES. BANWAALHA U KE, BANHGALMH W TERYLLE MY KOHTPO-
TERYWEMY EOHTDONS NRo- N NPoOUeCEd CTERMNEIAUNRM MEeg@-
YELOE CTEDMNAI3UMA Me- UMHCEWE W3Genni
OUUMHCKUX npubopos
150 11138-1:1894 Crepanuaayw=a — o MACT WCO 411138-1—2003 Cre-
MESUURHCKOR NPoAyELHas. Buonora- PUAM3IALMA MEJWUWHCEOR NpoayE-
HECKME  HWHOWRETOpE.  YacTe 1. UM, D@EGNori-aeckde HHIMEETOpR .
Ofure NONoHEH A Yacts 1. Ddwwe TpeboaaHna
150 1MF37-1:10498 Crepsandaau«n — oT MacT WCO 317371 —2003 Cre-

MEOQUURHCEMY Hagensd. Murkpobuo-
nordseckie  Metoges. Yacte 1.
ClyeHsa NoNyNALHEY MUKDOCPrasia-
MO8 Ha NRPoaYELHE

PUAMIALHA MEJHUHHCEAE HIOENHA.
MurpoBHonoruuecEme METOOk.
YacTs 1. DueHEa NoNyNALKWH MUEpo-
OEraHMIMOB HE NPOOYELHK
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Owaxvanue madnuysa A1

OAIIHAYEEAE W HAHMEHOBAHKE
COEATUHDITD BEELYHARPLOHDTD

DELIHaYaHAE # HAMMEHD D HAE
MR F DO R CTARLAPTE

CrenaHe

OfcanausHBe N HAHEEHOBIHWE

cTaHgapra ,ﬂl.i:h'rﬂh'.l 1003 HIALEHER CODOTEETLTAMR MEHFG-\'_':HJ.-HL":TL'FE'I'II:IL'I CTangapTa
150 15408-1:1998 AcanTHueckos — —_ ’
NPoMIBCACTED MELMUWHCKO® Npo-
oykyed. Hacte 1. OBuwue Tpebosa-
HM#A
150 154851998 Cuctemel <aqec.- | 150 1534852005 Waaenun oT FOCT 150 13485—2011 Wagenwa
TEA. Megaunsckse Wagenva. Hac- | mednyuHCHHE, CHCTEMBI MEOWUWHCERE., CTHCTEME MEHSQH-
THeig TpeBOBIHWA & NpAMEHSHRKD | ynpaeneHua HAYECTEOM. MEHTE KAYACTEA. CHUCTEMHBIE TRE-
150 900 TpefoBaHHA & pErynHposs- GoaaHna ANA Lensd QEryNWpoEa-

HM K HH#A

150 134881996 CwcreMa ka-| 150 134852003 Mzaenun DT FOCT 150 13485—2011 Magenna
HECTEA. MeJuU#HCKHE WINEenHA. | MedMyWHCKHE. CHCTEMBI MEORLUWHACKRE. CHCTEME MEHEOH~-
YacTHee TpeBoBEaHWR € NpUMeHs- | ynpaenadua HAYEBCTEOM. MAHTE KA4YACTEA. CHCTEMHBIE TRE-

sME IS0 8002

TpehoBaH#A & pErynAposa-
HH K

GoaaHWa ANF UENSA perynipoEa-
HH#A

" -::a-:naerma:.-mw.rn MEHIMDCYAAPCTEEHHEIN CTAHAAPT OTCYTCTAYET. o ero YTESPELEHUR pediMaHLYETCA Ac-

NaNs3I0EaTe NEREBEOD HE PYCCHEA ALK JasHOMND MEXOYHEROGHOID CTAHA80TS |-|EFIE EOQO QaHHOMD MEXOYHIPoAHOMD CTaH-
A3pTa HAXDAWTCA 8 PegspanekHOM MHpPODMEUNCHHOM QOHEE TEXHHHECKHY PEFNAMEHTOR W CTAHGAPTOR,

Mprmeuwa e — BaacToRwen Tabnuue MCNoNe3CBAHE CNEOYOWHE YENOBRHRE 0B03HEYSHMA CTENEHK COOT-
BETCTEMA CTAHSAPTOE:
- 10T — WOEHTHY HBIE CTAHOAPTE.
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Bubnuorpadun

(1} EM 556 Sterilization of medical devices. Requirements for medical devices fabelied o« Sterllen
[CTEPUNWIAL®A MESHUBHCRMX W3gensd. TpeBo2aHua £ MEAHYHMHCRMM BI0ENHEAM C MAPKADOEROH aCTEpRNEHO b

[ EM 12442Z-1 Animal tissues and their dernvatives uldized in the manufacture of meadical deveces. Part 1. Analysis and
management of risks
[HUBOTHBIS TEAHW W X NPOMZE0AHES, HONONBIYEMSEIE NPY NEOWIE0ACTES ME0WUMHCKWE M3JENA. YacTe 1. AHENHI
WIPEENEHME PKMCHOM |

(3] EM 12442-2 Animal tissues and their derivatives ulilized in the manufactere of medical devices. Part 2. Sourcing.
contrals, coliecton and hahdling
(HMBOTHEAE THEHA M WX NPOMSE0AHEIE, MCNONEIVEMEE NEA NDPTHZE0ACTES MELWURHIRWE H3QENHA. HacTe 2. McTousn-
KM, cpeOCTEE KOHTRONR, chop w obpaweHue)

fa4i EM 12442-3 Animal tresues and their denvatives utilized in the manufeciure of medical devices, Fart 3. Elminaton
andiar inactvation of wiruses and other transmissible agents. Determmnation of nen-viabllity
[HUBOTHEIE THEHW M WX NPOMIB00HES, ONOMbSYEMEIE NEW NPOW3E0LCTES MEJWURHERMY WINSNUA. Ya0Te 3. ¥YaansH e
MWIWNK WHEKTHBALUWA BAPYCOE M OPYris TRAHCMWCOHEHEIY SrasTos, YOTEHOSNEHME HExKWIHecnocobs0oTI)

15] Commiasion of the European Communidies (198%). The Rules Soverning Medicinal Products in the European
Community, Vol IV, Gude to good manufacturing practice for medicinal products
[Koseccua Eaponefcksx CoolwecTs (1985%). Pyrosogawve NpaEANE 4NA NeCEpCTES HARRE NEenapaTos B Eaponei-
crom CooBwectee, 1. 1V, PysosogeTeo no GMF ONR NeCapcTEEHHEX NDENAPATOR)

(&8l Commizssion of the European Communities (19892) Committes Medicing! Products; Ad Hoo Working Party on
Blotechnology/P harmacy — Guidelknes for minimizing the risk of transmession of Bgents causing spongiform
encephalopaties via medicingl products (111132961891 — EN)

[FYyEOBCOALME yEIIZHAA N0 MHHUMASEUAM PHCHE NEDEOSUe 3r8HTOR, BE3HBAHNW MY MYEUaTse a8UEMAananaTii.
HEDE] NERAPCTASHHEIE NPENaRaTH )

7] Directive 64/433/EEC, Council Directive of 26 June 1964 on health probiems affecting intracommunity trade in fresh
meat (3J 1129 20107164}

(AvperTHaa CopeTa G4MIZEED a1 26 iHa 1884 . nonpolnesman TOProBEnNK CESHAM MRACOM BEYTpM conBuecTas}

(8] Ddrective 93M2EEC Council Directive of 14 June 1983 on Medical devices
(AuvperTiaa Copera S3M2EEC o7 26 wiosa 1583 1. no MADRUMHCEAM WINSNHARM]
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YOK 637132 4:715478:658 513:006.534 MEC 11.080.01 P26

HKnsdenbie Crosa; el uMHCEde WI0ends, 00H0paIoBRIe MAGenna, XMMHYeCcKHe CTEDHMMIYLWWEe CpeacTasa,
CTERANWIALAA, TEXHWYECKKE TReDoBRAKKMA, BANWOALUKSA, TEEYLLMA KOHTROME
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