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[pegucionne
I MTOANOTOBINEH Accounauseii MHAEHEPOR M0 KOHTPOIR MAKpodarpasHesnid (ACHHEKOM)

BHECEH Texuuteckis KOMHTETOM MO cTAHAAPTHIAUHM TE 383 «CTepuinsauna MeTHLIHHCKENX
HaLeHil=

2 TIPMHAT H BBEAEH B JERCTBHE Nocranosaennes Toceranmapra Poccin ot 16 ausapa 2003 r.
Me B-cT

3 Hacroswwili cTaugapt npeacTapiseT cobol ayTeHTHYHBH TeKCT MEXIVHAPOIHOID CTAHIapTa
HCO 1416098 «CTepunatautd ofHORIIOBEY METHUHHCKAX HIMenHl, coIgpaaliHy MaTepHaTe KH-
BOTHOM) NPOHCXORIeHHA. Bamwiauma M TeKVIIHH KoUTPOAL CTEPUINSALNY C MOMOLLE THKHX CTepH-
MHIVIOUIHX CPeacTBe

4 BBEAEH BIIEPBLIE

r

@ HMITK Hasatenwctso crangapron, 2N

Hacrosumpil cTannapT e ModeT GLTEL NOTHOCTLIO WIH UACTHYNO BOCTIPOMINSIeI, THRAKHDORI 1
PACIPOCTREHEH B KaveoTse ohHunansioro wizauua Ges paspemenus Nocetannapra Poccun

E u 5 '|' FOCT P UCO 14160-2003, Ctepunusaums oaHOPa30BbIX MEAVNLMHCKUX U3OENUA, COAepXaLLMX MaTepuanbl X)XMBOTHOMO NpoucxoxaeHus. Banuaaumsa n TexkyLm
(I L FE 1T Sterilization of single-use medical devices incorporating materials of animal origin. Validation and routine control of sterilization by liquid sterilants


http://www.gostexpert.ru
http://gostexpert.ru/gost/gost-14160-2003
http://gostexpert.ru/gost/gost-14160-2003

rocT P HCO 141602003

Cogepsanme

e i PO Tl
2 HOPMATHEHBIE COBLUTKH . ..o . . o i o o o i et e et in mm e s e e et e e b e e e e e e e

Ry 1 L o P
4 CDNMHE MOMOMEHH . . . L L . o i o e e o it o am i e e e e e e e e e e e e e e e e e
S BRI ] s 60 cae0a0a00 06000 50 A0aadacn 60bBebe0calecandBRe0B00aadead0aaasa:t
O KOHTPOTE TPOLBCOE - . o o . oy e ce v o m e w e e g s e b e e me @ e e e e et e e s
7 BriNvck MpOOVELMH TOCAE CTEPMITHEAMMM. . .. . 0 .00 ottt e e e et et ce e e e e e e e e

2ol T s el b = =

INmnosedne A PYKOBOACTRO N0 OUZHEE COOTRETCTREMA HACTOAIEMY CTAHIAPTY . - . ... . ov v v v -
Nproseune B BradusMocenis pOccHickiy, MesIVHAPOIHLIY H eBpONelckmy CTAHIapTon © . . .. .. . 13
Mpeemockenie C bubamorpadda. . . . . e

GOST
I

FOCT P UCO 14160-2003, Ctepunusaums oaHOPa30BbIX MEAVNLMHCKUX U3OENUA, COAepXaLLMX MaTepuanbl X)XMBOTHOMO NpoucxoxaeHus. Banuaaumsa n TexkyLm
Sterilization of single-use medical devices incorporating materials of animal origin. Validation and routine control of sterilization by liquid sterilants


http://www.gostexpert.ru
http://gostexpert.ru/gost/gost-14160-2003
http://gostexpert.ru/gost/gost-14160-2003

MOCT P HCO 141602003
Bremenue

CTepHIBNBIM SEIHeTCA HALeNHE, CRODOLNGS OT HUIHECTOCODHLY MUKpoopraHrasMos. [1pH noctaske
CTEPUALHOTY HITALTHA MEHIYHAPOAHEIE CTAHIAPTEL TREOVIOT, YTo0L 00 MAYANE CTEPIWIHSAIKHE cay4aiinag
KOHTAMHHALHA (3ATPAIHEHHS ) MENHUHHCKHY MII2AHi 0T BCEN MCTOMHHKOR 0L CREAEHE K MHEHHMYMY
BCEMH MPAKTHYECKH BOIMORHLIME cnocobasi,. Tes e sedee, DaMe NPpH NPOHIEQICTES METHIHHCKHY
HATenuil ¢ cobamaeunesM Tpetosarieil cucrens Kadectra (HOO 13485 a HOO 13488) a0 wauana crepu-
JMIANHH HA HHX MOryT OHTE MAKPOOPTAHHZMEL, XOTH ¥ 6 HeDonbioM KoaddecTse. Takue H3genns
ARMAIOTCH HECTEPHALHEIMH. LIenLo NPpolecca CTepIIHIALNH ARTACTCA HHAKTHEAUHA MHKPOOHOAGIHYeC -
KHX KOHTAMHHANTOL ¥ TAKHM 0DPAIoM NPEEPALISHEE HECTEPHIEHLIY TIPEIMETON B CTEPHIBHLEE.

HuakTHoalHa SHcToil KyILTYPEE MEKPOOPTAHHIMOE BHIHUecK My H/HIH XHUMHYECKHMH ATEHTAM,
HCTIOAEIYEMEIMH BN CTEPHIHIAUMHE METHUMHCKHY HI0eaHi, npHiiicke o OMHCHBACTCE IKCTIOHEHLIH -
ANMBHEIM RKOHOM, 3T0 03HAYECT, YTO HESARHCHMO OT NPUMEHeHHol cTenzun obpadoTKH CVILeCTRYET
KOHEYHIA BEPOATHOCTE TOMD, YTO MUKPOORrANHIM MOKET BECHHTh. TIpH KonkpeTioi obpaboTEe ReposT-
HOCTE BLROKHBAHWSA ONIPEIeRAeTed YHCAOM H THNAMH MHERODRTAHNHIMORE H OKPYRIIOIWHME YCAOBHAMHA, B
KOTOPLIX MHEDOOPTAHNKIME HAX0IATCH TIPpH obpatoTee, T. €. CTEPHALHOCTEL M0G0re OTASALHOMD H3Tena
H3 TPVIIIE! TEOABEPTAeMBIN CTERPMAHIAUHH HIReAdl He MOomeT OLITL FApaHTHPOBAH3, H CTEPHILHOCTE
OOPAGOTAHHOH PV HIeTHA J0THHA BLIPAHATRC YePed BEPOATHOCTE NPHCVTCTEHS HA WIleliH EiHi-
HECIOCORRONT MHKPOGRraHMsMa.

TpedoBauHa K CHCTEME KAYECTBA MPH NPOSKTHPOBAMKWKE, PaipaboTEe, NPOHSEOJACTRE, MOMTIHE W
OOCTYHUBANEN MPHBETENL] B cTaHaapTay cepri MO0 9000, a taswe HOO 13485 u MOCO 13488, Crannapri
cepur HOCO 9000 onpeaeisiorT HeKoTopLIe NpOLecchbl, HCMOIEIYesMLe NPH MPOHIBOICTES, KAK CIeUHaTk-
HEE, 2CAH WX PeIyIbTaTEL HE MOTYT OBTL TOAHOCTLEY MOITEERAICHL] NOCHSIVIOUHM KORTPOIeM |
HCMBITAHHEM NMPpoaykuui. CTepUinzalua ARIASTCA NPHMEPOM CASHHANLHOTO APOLEcca, NOCKOILKY -
fREKTHOHOCTE €2 He MOKET GLITL MOITES I HA KOHTPOTEM W HCTIRITaH e ApoTvEnre. ooatosy 20 srona
COOPYIOBAHRA B IKCIIVATANHIO CHeAyeT BENOIHETE BATWIANHKD NPOUECCOR CTEPIIHZALINH, 4 B0 BpeMa
IKCIVATALMH NMPOBOAHTE TEKVIHHH KOUTPOTE H TEXHHYECKOe OOCTYEHBANNE 000Dy I0BAHH.

Ba#xuo cotHaBATh, YTO DOMRHLIM 00PAI0M BATHAHPOBAHHLIE B TOMHO KOHUTPOUIHPYEMLIH NpoLece
CTEPHIHIALNMH He ABTASTCH COMHCTECHHLIM (fakTopon, 00yCAOBAHBAOMAM YBEPEHMHOCTE B TOM, 9TO
MPOAVKLHA ARTASTCH CTEPMUILHOH 1 OpHIOIHOH A8 npeiHasHayeHEoro ienanpsosanis. Heobxoauao
TAKME COPATHTE BHAMAHHE Ha Uenuiil pan GarTopos, BEIOYA0HIHE MEKPOOHOIOTHIeCKHE cTarye (GHo-
HATPYIKY) MOCTYTAIDILETS CHPLA /MM KOMOOHEHTOR, HX MOCIeIyRoLLee XPaleite, a TAKEE KOHTPWIb
CPELl, B KOTOPOH MPOHIBOIHTES, CODHPAETea H VNAKOBLBASTCH FPOIVELHA .

A cTepHIHIaUAH MEIRUIHHCKH Y HALLTHA HANDOMee YacTo HeMoiLIyIOT BIAHOE TeI0, CYN0e Teno
(HArpeTE BOAMYX), HOHMIHPYIOLLES HUTVUEHHE W OKCHA JTHRena. B 1o ppems Kax HexoTopsie HImemHa,
CONEPAAIIHE TEAHW MHBOTHEX, MOMYT OLTE COBMECTHMLI ¢ GOWENPHHATEMHA MeTOIAME CTERHIHIALIHNT
(HANPHMED, HHTH W3 KeTryTa oDBYHG CTERHIHIVIOTCH ODIVMEHHEM), JAPYTHE HITends (OHoAorHUYecKHe
CEPIEYHEL KUANAHLL HIH TKAHEBLIE NPOEIAIKH) HE COBMECTHME © ITHMH NPOUSCCEMM CTEPRIHIALNE M
MOTYT NoTPpefoBaATLCH APYIHe CTEPHIHIVIOIHE AreHTH. B Taknx coyuaax IWHpoko MCioibIvIoTea EHIKHE
NMMHYECKHE CTEPHUANIVIOIIHE CPEACTER, MPAYEM KAK M NPH HCNONLIOEIHHE JIRYIHE METOOOR CTepHIN 3a-
UHH, HhfeKTHEHOCTE NMPOUECca HenlNOIHMO NOATRSPAHTE H JafHKCHPOBATE NEPen TeM, KK MPHHATE 870
ATA MOBCEIHEEHOTD HCTTONLIORAH WA,
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FOCYJAPCTBEHHBMH CTAHAAPT POCCHHUCKONH GEJEPALMH

CTEPHAH3ALMA OJQHOPAZOBLIX METHIMHCKHX M3AEITHH,
COJEPHAIINX MATEPHUANB] AWUBOTHOID HNPOUCXGEKIEHWAH

B-I.EII,.!II].I.IH:II H "l‘l!‘l[}'lll,ll.ﬁ KOHTPIE CTEPHIHIANAN © DMOIILN AAIKHX CTEFEIHIYMIEX
CPENCTH

Stenfization of single-use medical devices incorporating matenals of animal ongin. Validation and routine control of
sterilization by liguid sterilants

Jara peesenna 2004—01—01

1 ObaacTe NpHUMEHEHHA

HacTroauwmil cTanaapt yeTalasTHeaeT TRefosanHa K paspaboTke, BATHIALHN, YIPAGRISHHID H KO-
TP IMPpOUecca CTERPHINIANEHE KHAKHAMH CTERHIHIVIOUIHMHE CREOCTRaMHY OIHOPAIOBLIX METWIHHCKNX
H3LeNHil, COCTOR LMY MOTHOCTLIO WIH YacTHYHO W3 MATEPHATOE MHEOTHOS NIPOMCKOHIS HMA

Hacrosiwmil cTannapT He pacnpocTpaHseTcd Ha MaTepHallbl YeloBeqeckors MPOHCKORIEHHA, He
GNHCHBAST CHCTEMY ODeCTeueHHA KAYeCTRA TP KOHTRONE BeeX CTANWA NPpOoH3BOICTEL W HE PACCMATRHEAST
METOAR BUTHOAUHH COOCODOE HHAKTHEALNH BHDYCOE,

[Mpumevnsunn

[, Cranaapre va cuctese gugectes (DOCT P HOCO 9001 w FOCT P 515336, e TOCT P HCO 9002 u
FOCT P S1337) moryT DRET: MOMOUEAORAHED 200 KOHTPOJIR BCCK CTROWHE NPOHIB0ICTEA, BRI IPOUECE CTEpH-
DHIALHH.

3 Tlps pazpaboTse TeXHOR0MHE 0OpaboTEN MeEHLHHCENY MU0, COIePRALINE METEPHLIE FXUBOTHOM 11Po-
HCROMACHWH, HEoDXOAHMO  PACCMETPHBATE PR THEHOCTE BOAASTCTEHA AUOKAY  XHMHNMECKHY CTEPHIRSYIOLHY
CPEOCTE HA BOSMOBHEE BHRVCHEE KOHTAMWHAHTEL C VUCTOM DPOUCXOKIACHHH MATEPHIEOE, WCIIRIVEMLIX 11PH
NPCREOICTHE FTHX KOHKPETHER METHLIN HCEIX WEIEE. KOTH BAsHOC TE BOTIPOCE BRI IZNME I SHPYCHOMN 1HEKTH BRI
B IHICCCAN, COCTRRTHKLHY ODIECTE IRHMERCH MR HACTOSILST CTEHIAPTL, OMCRHIHA, STOT ACTEKT M1 HEND HEKTHOMEH,
& papaBoTRe Haxoonres otdeibieit Eaponeicenit Cranaapr |1].

3 AKunkne XHMHGCKHE CTERHITESYIOLING CPEICTEL, TPEAHLHOHEDG HETMLIYCMEIE L0 CTERHANILUEN HKHBOTH X
TRAHCH 8 MERHIMHCKMY WURAHAY, MYT OblTe Hesfie KTHEHE 115 HHAKTHHALIMH METONEHEEY GFEHTOE TRaHCMUE-
CHEHBIK TYEaTeer ops sHucderiona T, taens ke ryBuaras fropua Buusci snneuoonares (BSEY mwin ckpenns
{2030y M TENL HHEEKIHMOHHOMD BUPYVCHOND 300 BIHEA BIP0CILX 0BeL), ¥ IoRIeTS0pMTeasHYIO BATHIAHE B COOT-
BETCTERN € HACTOHINY CTAHAAPTOM H&TR PUCCMUTPHEATE KAK [(OOTBCRHICHHE WHAKTHELLRN HHgRunpysuss
HICHTOHE 1000 THIA.

PyroBoIcTno Mo OUEHKE COOTEETCTHHA HACTOALLEMY CTAHNIAPTY MPHBEIEHO B MPHIOKEHHH A

2 HopmaTuBHBIE CCHLIKH

B nacTosmes cTAHAARTE HCNMIBIOBAHL CCLTEH HA CASIVIOUHE CTaHIapThL

FOCT P MO 9001 —% Crceresul kavectea. Mogens ofecnede g Ka9ecTea NPH NpoeKTHPOBaHHH,
pAspaDOTEE, MPOHIBOACTRE, MOHTAKE W OHCIYHHEAHHIL

FOCT P MCO S0 2001 CucTessl MeHeEMenTe kavecTsd. Tpefonaida.

MoOCT P HCO 9002=96 Cucressd kadectna. Mogens obecneugHMa KaYecTBd NpH Np0HIBOaCTEE,
MOUTAKE H ODCAVAHBANNA

POCT P HCO 90042001 Cocresa seHamsned T KadecTed. PyRoBoacTeo (0 YTy ILe HH0 JeaTe L 00 TH

MOCT P HCO 1115342000 Tpebopadua K BATHIAUHE ¥ TEEVILEMY KOHTPOAK. [IpoMuiennas
CTEPHIHIALNA BEAKHLM TETUIOM

Hamasne ofmuniiknoe
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FOCT P HCO 11135—20K Menppuumckie wagenqd. Bamtuoauus B Tekyl il KodTpoib cTepiiiHaa-
UHH OECHIOM 3THIEHA

DOCT P OO 11372000 Crepriamzaumd MefWlHHCKOR nporyvkiani. Tpehopana K BEUTHIAUHKH 1
TERYLIEMY KOHTPOEe. PaaHaunoniasg creprinsanms

FOCT P HCO T1138- 1200 Crepiidiaikii MeqHiHHcKel npoaykund. bionorHueckne nuoMKa-
Topel. Yacts L OGmme TpebopanmMs

POCT PHCO TET73T- 12000 Crepradianma MedHupEcKHY H3aeini. MukpobHonorueckie Meto-
md. Yaets 1 Ouelka Tomyasiudl MAKPOOPFAHHIMOE Ha DPOOVELLHK

MOCT P MO0 1340812000 AcenTHuyeckoe NPOHIROICTEY MElMUHHCKOR nporvkus. O6umme
TpehoBAMA

[MOCT P 5153699 (MCO 13485—=96) Cuctesil kauwecTna. MelwuMuackine Hinenud. YacTuule Tpe-
GoBAHMA K npusedenmn NOCT P OACO S

MOCT P 3153799 (MCO 13488 —-96) CucreMbl kadectsa. MelHURHCKNE Hatennda, YacTuee Tpe-
GoBatHA K npasedenmse [OCT PO S02

1] PHMENAHHAL— Baanmocesin. MEEYHARIIHEX # EL’IFI‘(II[[L'HCI’.H.‘C CTAHLAPTOE NPABCICHE B IMPHIOESHEH B.
3 Onpenenenus

B nacroames CTAHIARTE NPHHATE CASIVIOUIHE TEPMHAHE ¢ COOTEETCTEYIOUIHME OIpeTeTeHHAMMH,

3.1 nmapres, cepua (batch): KonuuecTno Hepacthaconadifoil, NPoMexyTOYHON WIH FoToBO#H Npoaye-
UHH, CBOHCTEA H KA4eCTRO KOTOPOH MPelnoiaranTcd GAHOPOIHLEIMH B KOTOPAS HITOTORIEHD B TeYeHHe
OIpeleeHiore UHETE Mpos seICcTe.

3.2 bmonarpyaka (biochurden): [MTomunamns HAaHeciocofHbIY MEEPOOPFAHAIMOL Ha/ 8 IPOAYVKLIHK
H/HIH YTIAKORKE.

3.3 nocHTens {carrier): VaepauBamHil MaTepran, Ha KOTopLi HAHECEHE TECT=MHKPOOPTIHN ML

34 KoMMCCHOHHAA npHeMKa (commissioning): [Monyuene ¥ IOKVMEHTHPOBAHHE DAHHLIX O TOM, 4TO
COOPYIOBAHKHE MOCTARTEHD M CMOMTHPOEAHD B COOTEETCTBHH ¢ TEXHHYECKOH QokyMeHTauuell u npu
cobI0IeHUH HHCTPYKUHI Mo IKCTLTVATALMM OHO (YHKUIHOHHPYET B IPeIyCMOTREHHBX OpeIeiax.

3.3 BENHMHEA JecATHEpaTHOrO coRpamennn (decimal redoction value); nemmwunna £ { D—value): Bpewa
BLIEPEKH WIH AOraomeHiad 0%k HaayYetid, HeobxoldHMER UTH YMEHBIIEHHA NONVASLHR TecT-MHERO-
opravisMon B 1) pas npyu onpeteieHHbBY YCIOBHAX oDpatoTeH.

36 BpeMa BLBSpOKEH (exposure time): Bpesa, B TedeHHe KOTOPORD MeIHLUMHCKOS HITeIHe NogBep-
ragrcs BosIeicTRHID ONpetete ol TeMOSpaTyPLl H CTERPHIHIVIOWETD BEUISCTEL B ONpelaieH ol KoH-
LEHTRALEHH.

3.7 nunakrdsanma (inactivation): [loTeps TecT- MUKPOOPraHMIMaMH COOCODHOCTH K POCTY, ITPOPEcTi-
HHI WU pAIsMiO#eHHI0 OPpH ONPeJeeHHBIY YCAOBHAN KYTLTHRHPOBIHHA.

”. PHMEYMHEAHHE — [‘F HECTOSIHEM CTaHIEPTE TR TECT-M KOO EH N M TIPSy SIC B TCH CI]U[N]GJEFHJ}'KEI-
wHE { Hecnapoobpasy e GeRTEpUK, BUpYCE, IPEDB B npocTei e,

3.8 HHOKY THPOBAHNLE mocHTe s (inoculated carrier): HocHTenk, Ha KOTORLI HaHece Ho OIpeseiei-
HOE KOOTHMECTRO TECT-MHKPOOPTAHHIMON.

3.9 munkoe xHMHueckoe cTepaaniviomee cpencToo (liguid chemical sterilant): Onpegenciian Kos-
MOAHUHA NHMHYSCKHX B2UIECTR B GHAS PAcThOpd HIH B MHAKOH (opsMe, KOTOPLH NpHMEHAeTSH Ui
CTEPHTHIALINHN.

30 mepaunackoe witenne (medical device): HucTpysenT, annapar, NpHCHOCOOISHRE, MaTERHan,
HETIONBIYEMLIE OTASNLHG HIM C PYTHMHA 102 THAMA, HeGOXOOUMEIM NPOrpaMMHLIM ofecneueHHes, npeg-
HASHAYMEHHEE 178 T0JeH B Uenss:

- DHACHOCTHEM, MPOHUIaKTHEH, HaD0EeHna, Teve HHS WiH oluerdesns DonesHm;

« AHATHOCTHER, HADTIEEHMA, TeMeHNA, COIerYeHM HIH KOMITEHCILNH P TRABAMAN HIH HHBLTHIHOCTH,

- WCCNenomaiid, 3MelueHEd WIH HIMEHEHHA AHATOMMN WK (PHINGIOTHYECKOTO IpoLecea;

- KOHTPOOS SaMATHH,

OCHORHOE OeACTRHE KOTOPLIX BHYTPH MM CHAPYAM TEAa YeloBeka JoCcTHraetcd Ged npHMe e
fapMAKOIOrHYECKHE, IMMYHOIOTHYECK WX WITH METADOMHYECKHY CPEACTR, HO KOTOPEIE MOTYT NIPHMEHATLER
COBMECTHO © HIEMM,

301 arrecTAlMA IKCIUIVATHRYeMOro obopyaosanka (performance qualification): [NMomsenne W 1oKy-
MEHTHPOBAHEE TAHHLIY O TOM, 4TO PH BRIIOTHEHHA TPeGoBaHRH TeXHOMOTHH Npouecca obopyioBiHHe
MOCTE KOMHCCHOHHOR MPHeMKH DyIeT NPOoHIBOTHTE HAIASHALIYIO MPOIYE LRI,

3
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312 npelcrepranzanuonsos ducao (presterilization count): KonmuecToo AHIHeCNoooDHEY MAKPO-
OPradHIvMOoE, OOHAPYHEHHOE Nepel cTepranIanuei.

303 coMecTHMOCTE OpoIvEuHH (product compatibility): CrnocofnocTe NpoUeccd CTepEmKIaLHAN
QOECTIEYHTE HAMEYSHHLIE PEIVILTATH Dea vitepda AN NpoayvELKH.

314 pazpaboTea npowecca (process development): JoEyMeHTHRPOBIHHAS NPOIPaMMa HCCTEI0Ba-
WU, NPOBGAHMEIY © Uelbi ONPedelsHiidd NapaMeTpos Npouscca CTepHAMIALNE © Y4eToM CROHCTE
MPOIVELAM, VIAKOBKH, CXEMBLI 3ArpyskH H/WAH Orpanydeddi, HakIadMEAeMBlY XapaKTEPHCTHEAMM
COOPYINEINHA.

313 pesammaanna (revalidation): Yacthoe wid DONHOE AOBTOPEHHE BANKIALMH 108 TOITES PRI HHH
HAJEKHOCTH IPpoUecea.

306 crepuaknocTs (sterility): OrcyTeTiMe ®HINECNOCODHEIN MHKPOOPTAHHIMOH.

It PHUMESHDHEAS — HEI NMPEETHES COCTOHHHE ADCONEITHOM OTCYTUTHHH.
307 creprasnni (sterile): He cofepramipi MUaHecocobUblY MEKPOOPTAHH SMOR.

Il PAMEBEHOHRNLE — Ha MPHETHES COCTOHHHD ADCOTHFTHONM OTCYTCTHHA MUEPCOUDETHIMOE S MOEST DhITE
IOEHAHD.

308 crepuanzamua (sterilization): Banuanposanmelid npoUece OCRODORIEHNA NPOIYETA OT KHIHE-
CAOCOONEY MEKDPOORIAHNHIMOE BCeX (rops.

I PHMEHABHHL — “]:IH CTCPHIHEIMEAA TPONCCC OTMHPAHHRA MHEROHPIEAHAIMOE OIMHCHBACTCE 3KCN0OHCHIIH-
ANEHBIM SHEGHON., |::.!II.';Il::III-:.’l'l'I.‘.'IIJHI:.'I1 HATHYHE MHERDOOPIAHAAMOE B KOHEDCTHOM DOBEETE MOMET DETR BEIDAFCHD B
BCPHIHTHCTHON  BHAC. :";ﬂTﬂ ITH BEPOHTHOETE MOEET DbITh CHFRRSHL A BEChAA MLTOH BOAHYAHLL, DHE HUKOTIL HEe
MORKET DEITE CHEARSHE 10 H¥AH. BEFK:IHTHUCI.'E MOEST DBITh BRHDEECHI 4CPEd YPOBCHL QT NeYEHIR CTOPHIABHOTTH Y
{sterility assuranee level — SAL), ofieme aeipuciessiil 8 dopue 100

319 KoncepsEpyionmgl pacteop (storage solution): ACHOKOCTL, B KOTOPOH MEIHIMHCKOE WINETHE B
era koHedHol dopMe nogaeTed 408 MenoibIoBaHHA.

320 pammaauma (validation): JoxyuedTHpoBandan OpoLeIypa Ioayueus, NPOTOKIHPOBAHNA |
HHTEPIPETAUHH PeIVALTATOR, HEODNOOHMEIN 108 O2MOHCTPALHMKE TOTO, YTO OPOHECe HEHIMEWHO JaeT
MPOOYKT, COOTRETCTEYIOWHA NpeimpHTeILHG ONPEIene iy TReBoRaHHAM.

”! PHMEYEAHHE — “ PHMCHHTC LD K CTOPHAMIRIENH SHIKHMHE SHMHUSCEHMH CTEPIH YL AME CPEACTERM H
N0, BATHIAHER noHEMaeTeE ofgs TIpOrpers s, COOTOsLIan JHa KOMACCIHOH O NPHCMER W ATICCTAUHM SECTUTYETH -
PresoTs oDOpY ORI HIEH .

321 qdcno MuBWX MAKkpoopranrisos (viable count): YMucno MHKPOORrAHHIMOL, ONPEIensdesos o
POCTY OTASTBHEIY KOTOHHA MPH YCTAHOBASHHLIY YCAOEHAY KVIETHEHPORAHHA.

Mpumevnune — OToEIHER KOASHIE He 05R3ETEILHO OBPEIYETOH OT COMHMMHOIT HIIHEC IOCOTHOID MHE-
POOPIEHAAMA.

4 OowHe NOAOKeHHA

4.1 KouTpoas NPpoHIBGACTEA

Yrode MPEICTE PMIHIALHOHHOE Y0 HAXOIHTOCE B YCTAHORNEHHEX MPpEeJenax, CRedyeT pﬂllﬁi‘lﬁﬂTﬂTh
H KOHTROMHPORATR le‘]H]lJﬁ,lE']'FRTHIIHI'I npolece.

Mpusedanne — 2rus TROOHRIHUAM CTBEHAST MCIILIOBLHNS CHCTeME KiveoTia poooreercrasn c FOCT P 531536
wie FOCT P 51537,

A KoHTPOAA UCTOMHHUEOR CRPLA HHAOTHOMD NPOHCXORICHHS 10T4Ha OuTeE patpafoTada v We-
MOILEIOBAHE JOKVMETHMbELH MO CHCTE M.

IMTpwmneyanne — Paspaburwegetes Esponeiicknil CTangapt no acrodMHMkas, KoHTPoa, chopy siatepraia
1 oOpelUEHHE ¢ HaM | 2].

JOKVMEHTILMA W APOTOKONL JOMKHE NePecMATPHBATECA W VTBEPHEAATECA OTBETCTEEHHLIM Mepoo-
Hanon (4.2).

4.2 Ilepconan

OTHEeTCTBEHHOCTE 38 ObcayaHeanie obopylosanng (4.4), saamianue (pasien 31 o Texyunil Kou-
TPOLL {Pasne &) CTEPHIHIALHE TIYTeM BRUTEPRHEIHHA B KHIKHY XHMAYECKHY CTEPHAHIVIOILHN CPpelcTi,
A TAKKE T BRIOVCK NPOIVKLHE J0IKHA BLITE BOTIOKEH A 1 KBUTHGMUHPOBRAHHEL NepcoHan, Kak VKaAEHO
g NOCT P HCOS00] paw FTOCT P HCO 9002,
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4.3 Kamubposxa

Joekna OWTeE pazpadorana, JOKVMEHTHPOBANA M yTeepRaeta SfMpeKTHRHAR CHCTEMA KanlnGponKr
BCE KOHTPOUIHPYRIOLINY, MOKATLBAWMHY B 3a0HCEBAIOLIHY NMRPHOOPOE, HCIOMEIYEMLIX NPH BAIHOAUHE 1
TEKYLLEM KOHTPRONE MPOUeccd CTERHIMIAIHMH. JTa CHCTEMS IOTHHA COOTRETCTRONNTE TRebosanmam [OCT
P HUCO 901 ponw TOCT P OO SH2.

4.4 Texnumeckoe obcaysHBARAE DDOPYIOBANHA

Texunveckoe ofCnVRHBAHKE ODOPYIOBAHKA DOVIKHG TUIAHMPOGATECH W OCYIUSCTRAATECH B COOTRET-
CTBHH ¢ ZOKYMEHTHROBAHHLIMH npolerypasi. [Mpouesypa L8 Kaxioro iaHoBoro kianHd no obeay-
HHBAHMIG H TEPHOTHUHOCTE I0THHE DLITE ONpeieeHl] ¥ T0KYMeHTHPOGAH L.

Ofopyaonanre 118 o0patoTEH METHIHHCKENY HATenHi He NoTKHO HCNMOALIOBATECH 10 TeX Nop, MoK
BCZ BUTAHMA MO TEXHHUECKOMY ODCIVEHBANHD He OYVOVT YCNelio BMeepiledbl B I0KYMeHTHPOBAHEL.

[Npororonsl BCTVEHEIHMA IVEEHE XPAHHTECH B cooTReTCTREHH C TpefosauuaMy [OCT P HOCO 9000
wnd [OCT P HCO 9002,

Mpousypst @ IPOTOKOAL OOCIYHHBATHA JOEKHEL IEPHOIHYECKH MepecMaTPHBATRCA OTRETCTREH -
HLlM oM (4.2).

4.5 Paipab0oTHA NpOIECCaE H COBMECTHMOCTE TPOIYKIIHN

4.5.1 lMepen vauanos paloTed ¢ HORBOH HIH MORePHHSHPOBAMHOA POOVELHEN, YTIaKoBKel, cxesoll
JACPYIKH HIH NPOUSCCOM CTEPHIMIAUHK COeIVeT OMPeleldTh H OOKYMEHTAILHO MPOPMHTL NpoLece
CTEPHAHIALTHN, TIOLTeXAILHE BATHIALHN.

[Mpy 3TOM CAEOYET NOKATATE: IKBHEALTESHTHOCTE: PAlCe BATHIHPOEIHHOMY TPOLUECCY HOBLIY Peie HH
IUEA MIPOOYVELEHH, YTIAKOBKH HIH CREML Jarpyaki.

AoKazaTelbCTo0 IKAHBATSHTHOCTH CaeiyeT ofopaHTE: DoKYMe HTLTRHO.

Mprnwmesnwne — YEnsanupi DpoUece CREPUIHEILEN MORST BRAKMATE paiaeisHym obpaborky Dotee wem
OAHNM EHAKHM KHEMHMCCEIM CTOPIUIMIYEOILHEM CPCICTBOM.

4,57 KoucTpykUuMA NpoIvETE B VOAKOBEM J0UDKHL 0DeCeYHBATE MX KOHTAKT C HHIKHM XHMHYeC-
KM CTEIWIHAYIOIIHA CPEACTROM . TIPH STOM OCTATKH. AOCASTHETO MOCTE CTEPHANTALNH J0KHLE OLITE HHHKE
YPOBHA, YEATAHHOMO OpoMIsoidtensa. Aoekinl GLITL YEATAHL MECTA BHVIPH [POIVELNKE, Haubones
TPYIHEE I08 OPOBEISHAA CTEPHAHIALIMH,

453 doaxuo GLTL NOKAIANO H A0KYMEHTHPOBAMG, 4TO0 APOUECT CTePHIMIZLUMH HE YXYILLAsT
MOTPEDHTEMLCKHE CROCTRD MPOIVIKLIMK M e yTiakopku. [py neobyoIMMocTH NOBTOPHON CTepITHGALTHNT
2¢ RAHAHME JOUEKHO GRITE OLEHEHD H A0KYMERTHPOEINO.

5 Baiwnanns

5.1 Oimue NosoKenna

IMpouenyphl BEUTHAALHH G0 DBTE AOKYMEHTHPOBAHLL, 8 MPOTOKOTLE KARI0H BATMIA0HI 0 HEE
XpanuTecs (3.4.1).

5.2 KOMRCCHOHNAN MPHEMER

KoMHCCHOHMAA NPHEMES JOTKHA NOATHEEPARTE, YT TEXHHUSCKHE XAPakTePHCTHEN 060pyaonanmMs,
HCTOAEIVEMOTO ANA MPOUSccd CTEPHINKLNK, COOTRETC TEYEIOT TpebosaHnamM.

5.3 ATTECTAUMA IKCILIYATHPYEMOND OBOPYIOBANKA

3.3.01 ArTecTauma IKCITYATHPYEMOrD OO0y IOLRAHHA J0UTEEHA MOKATATE, 9T0 MPOUIECT CTERHAH 3NN

a) ofnanaeT COOTBETCTEYIOWER MeTanLHOl JKTHBHOCTBID OPOTHE TIPEICTARBHTETRHON FPWTITLL MHK-
poopradaMon (3.3.5, 5.3.6 1 A5

b} xapakTepHIveTca Onpele/leH M TEXHOTOMHYECKHMH MapaMeTpaMi (TeMNepaTypol, KoHIeHT-
PRLIHER RHIKOrO XHMHHECKOTD CTEPIHIVICIEDD CpeacTia, pH 1 T.n.), KoTopeie MOTYT KOHTPOAHPOBATECH
B APOLECcs CTEPIIH3ALHM.

5.3.2 Ilpy npopedeHHR ATTECTALMH SKCTUIVATHPYEMOrD O0OPYICBANKA YacTh NOIVELEA, Haubonee
TPYVAHAA D714 CTepHaIMIauMe (4.3.2), DoaaHa GLTE MpeaMeToM ocobord BHHMAHHA.

5.3.3 [peocreprTHIaUHOHHOS YHCIO JOJIEHO COOTRETCTROETE Tpebomuuam [OCT P HOCO 1T1T737-10

334 TMpexae desd HAYATh ATTSCTAUMIG AKCTUTYVATHRYEMOTO OGOPYIOBRHNHA, JONKHA BLITE BN HLIHpO-
BAHA CTATWA HeNTPLTHISUMM HKHAKGND XHMHUeCKOND CTEPHIHIVIGWIETD CReacTBa, KOTopas npedllecTEyeT
KYJILTHEH POBATHID BLEAHBIOHY MUEpoopTrannison. Merog mefTpaiiauny He Tolieed BHOCHTE OLITHOEKY B
PACIUHPPORKY H OOLACHEHHE PLIVALTATOR KVILTHRHPOBAHH,
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3.3.5 B pameax TeXHONOrHH MPOUeccs JQOEHD DMThL YEA3AH0 coueTaHue velopHil © HaWwsMeHLiei
fAKTepHUMAHON AKTHBHOCTRY, KOTOPOE TOCKHO HCNOIBIOBATBCH TP aTTeCTAUHH SKCIIYATHRYEMOTD
OOV IOBAHHA.

530 MUKPOOHOAOTHUECKAH ATTECTALMA IKCAIVATHRYEMOrD O0OPYIOBAHHEA J0MEHS BEIOYATE TPH
ATANA:

) NpoBefeHye HCCIedonanmi ¢ Hedkio Onpenelelis MHKPOOPradiiIMon, oOnalamilny BLICOKOH
PEIMCTEHTHOCTLIS K JaHHOMY NMPOUEECCY CTepWIMaamEn (Ad.2 3);

b} onpeseneive KMHETHEW HX HHAKTHBALIEM,

Ha amowm a1ane cTposT norapidvEHecky o KpHBYVED BLEEMBIHHS 0718 MHEPpOOpranuiyvon, daubones
PEIHCTEHTHRIY K A3HHOMY OPOUeccy. KPHEVIO BRUEHBANHT CTPROAT He MeHes Yes No [IATH TOUEaM,
OXBATRIBRIOUIAM, 10 MEHBINE Mepe, ThHICAYSKPATHOS CHWHEHHe 4YACIa aMEpooprandivon (A 4241 u
A42.5) Econ npooykiMa He NMo3BolfeT OpoBecTH TAKYIe NPOUsIyvpy MOcTpoeHus aoraprdis Haecroil
KPHBOH BEOEMBANMHE, JOHSH HEnonbIonaTLCH wetol MPN (manbosee pepoaruore yucna HBY — most
probable numbery, yrasaunsilt B Ad 242, Sry asedy cnedyver oboCHOBATE B TOKYMEHTHB0BATE.

MuEpOOpraHAIMEl ANA HCNETIHEE HeQbXOIHMO HAHOCHTE HA MATEPHAT HOCHTENA, KOTOPLIH npen-
CTARMAST MATEPHAT MEAMIIHHCKOTO H3TelHA;

C) OUEHEY HHAKTHERIHM MUKPOORTAHMIMOB OTHOCHTEILHG MFEICTEMIHIANHGHHOTD YHCTA N0 WX
MPOPACTAHHID HA HOCHTETE W3 THAHEH.

B gonouHeHde K HINTATAM, BEOSTeHHBIM W3 BHOHATPYIEH, BHIM HCMOUIEIVEM Y MAKPOOPIAHRIMOE
OOMEAE L BETIOMATE MHEPOOPIANHIMEL ¢ HIBECTHOH BRCOKOH PeIdcTeNTHOCTEIO K JAHHOMY MpoUeccy
CTEPMIHIANNNA W, B M0GOM COyUae, ¢ PEIHCTEHTHOCTLEY, JKBHBANEHTHOH DeINCTEHTHOCTH criop Hacillus
srhrilis (Tadnmua A2 6 cootneTeTid ¢ FOCT P HCO TLH138-1.

I PHMCHAHHEC — [w IVIHHHPODBIHAN TAKHY SECTIEPHEMOHTOR HEOE IO VHHTBIEITE YPOECHB OPCHHHYESC-
Kol M EIED[‘I‘]'&IHH"IL‘CHHI;-I EQHTAMBHIUHHE W BEADHEEUAR MCETY [TOBTOPHOCTHME B 3KCIICPHMOHTLX.

5.3.7 B npouecce CTEMUIHIAUNH BRPeMA BLELASPEEN J0MEHO OLTE e Menee D= |6 + 1z (100 + &),
rae [} — BefHYMMA HAHGOIEE Pe3MCTEHTHON MEUKPOOPTAHMIMA, ONPLIeietHad NPH ATTECTANH FECIUTYA-
THpVeMOre obopyropanud, a & — Guodarpyika, onpesensurad no NOCT P MCO 11737-1.

“ PAMEHMEHHET — 1!"I.I-I:.'II:'I:'-:I\'..'JII.-ltlIi JEITHTEN EHO TR l::lE-FI:!t-ll::l'l'K.ll OOECTIE WELET 'Kt.llj:lt:KTI.[IIHun'.".l'Eu CICPHAHIALMH,
KOTOMEH XADEETCRHAYVCTCR BEPOSTHOCTERY BEEEHBUINY MHEKPOOPTIHEEMOBR 1}'['HJH-H.L‘!.I LTL‘|'.|'I1.=IE|HIZZICL'I1'|' He Donee lI] t'.

H- COHOTEETETHAN |_|.| STOT YPOHCHE OEECnesEHEH CTEPHALHDTH HETHCTCH OO NTENBH M IR WAAETHA, non-
BC DA MBI (l]l[HHIJJHl]i’I CTEPHAHIELFE U MAPEMPYCMEY KhE CTOPHILBHEC 1II!‘.II.I!.'I.{'IJM'.‘[-IH|'_' 'C:I.

3.3 Ecnw noche sapepluelid NpoUeccsa CTEPHANIALNH MeIHUHHCKOE HATETHE NOJBSPragTes acer-
THHECKOMY MepeMelleHuID, To HEODXOIHMO YIHTHBATE COeTVIOLee:

&) ApOUeCChl, HCMOIBEIVEMEE MPH CTERHIHIALHA KOMIIOHEHTOR NPOHIBEOICTE: (HANPHUMED, KOHTel-
HEPOB, KOHCEPBHPYVIOUIHX PACTROPOR), QOMEHE BATHAMPOBATECH M MNOOBSPIaTheA TeKVIMEMY KOMTPROMI0
COMNACHD COOTRETCTRYRMUESMY MEAIVHAPOIHOMY CTAHZARTY;

b} npoueaypel OepeMelleiHa HIDeTMI TI0Ce BRAIEPKKH B AHAKOM XHMHYSCKOM CTEPMINIVIOLIEM
CPEICTEE JOMEHE BLITE DATHIHPORAHE B cooTieTeTBHH ¢ DOCT P HOO [3408-1 (A 4270

5.4 Bammpauua

541 lpoToKon EUTHIALHK, COACREAIMEA PeIviLTaThl BCeX JeHcTEHi, noiseH DBTL NoonHcan
AHUAMH, OTEETCTREHHLIMHE 38 MOIMOTORKY, PACCHMOTRCHHE W APHAATHE NpoToKoNd. TIpoTokon sannzandm
aoazed xpannTecd no DOCT PHCO 9001 pam DOCT PO S,

3.4.2 TpoToxKod BanMIalie J0TEeH HMeTh COLLUTKY Ha TeXHOIONHD APOUEcca CTePRIHIALMH HHIKHM
KMMHMECKHM CTEPHAMIYIOIMMY cpeacTioM. B npoTorkoie IoTsHo DLTE YEAZTAHO MeIHUHHCKOS H3Tenme,
A KOTORORe MNPoBOIHIACE BATHIALMH, 4 TAKKE CTeIylUiHe Janikie:

#) HACTOTA M MeTon (b)) onpelcaerds DHOHAMPYIKH M 0BNaCTE MPHMEMCHMA PeIyvIETATON,

b} xapakTepHCTHEH OKPYHaiwedl cpelld, B KoTopoid OBLI0 HINOTORIEHD MIHAKOS XHMHYECKOe CTe-
PHAHIYIGEE CPEICTEO H KOHTEHHEPEL, & TAKKE DCYILSCTRASH ACENTHYECKDe nepeMenieHte (3.5.8);

C) KPHTEPHH OOVUEHHA B CePTHOMERIMA T JONVCKD Mepooiala, OTRETCTREHHOTD 33 ACETITHYSCKDE
nepedemenne (3.3.8);

d) MeTon NOATEePAISHA OTCYTCTENA MHIHECHOCOOHBLN MEKPOOPTANKIMOE B AHAKHX XHMHYECKHX
CTEPHANRIYIOINX cpeacTiax (AB);

€) COCTAR MHAKHR XHMHYSCKHY CTEPWIHAYIOUIHY CPEACTE, BEIOUAA MapakTePHCTHREY WY KOMAOOHEH-
TOR;

[ pH AHIKOTO XHMHYECKOID CTEPRANIYIILSTO CPeacTRa;
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£) DCTATOUHAA AKTHAHOCTE MHIKOTID XHMHUECKOTD CTEPMARIYIONETD CPEeIcTEA MOCTe a0 pLie
NPOUSCCa CTEPHIMIALNN B BHAS KOHUEHTPALME W/HIR GakTepriiiIHol aKTHBHOCTH],

I} saparrepucTHEN cocyla 1M obpaboTei, B KOTOPOM NPOAVKLIHA KOHTAKTHPVET C KHIKHM XHMKH-
YECKHM CTEPHIMIVIOUIHMM CPeACTEOM, BEIIOYES KOHCTPYKIHOHHEE MATEPHATLL, PASMEDL B O0OpobHOCTH
MpHAEHAEMOH MPeIBapHTENLHOE 0SpabaTrH ]

i) KOMHYECTBO MPOIVELHH, NOATMEKALIES CTEPHAMIALIHH, Ha eTHHHIOY 06LeMa HHUIKOTO XHMHAYEC KO0
CTEPHIHIVIDIETD CPe CTE,

i} BpeMA BLIASUEEH]

k) TemmneparTyvps CTERpHIHIALNMK,

I} nodeie IpyTHE KPHTHYECKHE MApaMeTpid MPOUECcs, BREBISHNLE B X002 paipadoTey npolecca;

m) METOL CTEPHIHKLAN H0iore KOHCEPEHPYIOWErD PACTECOPA, B KOTOPOM NPOIYET NOCTARTHETCR
NoOCIe CTepuiuIannn (3,3, 5).

543 B Tex cmyaasx, KOrda BANHIAUMA KOHKPETHOMO WIMEAHA OUSeHHBASTCH KAK OPHTOTHAA Uk
APYIHXY HEIendil, J0KA3aTemLCTEL 3TOH OUEHKM D00IKHL] GBTE TOKYMEHTHPOBAH LI

5.5 Pesammnanns

350 dansee anHIauds H mobol nocheayioneil peBliHIaAlHH JOEHEL MepecMATPHBATECH He
MEHEE ODHOND pasa B ro. Joreno BuiTh TAkEe NoaroTowiede oDoCHoBaH e HeoDX0IHMOCTH PERUTHIALHH.

Pepannpanun DomaHa NPeanpuiHMaTECH, SCIl He DYIVT noayyedbl J0CTATOUHEE JAHHLE, CRHLE-
TEMECTEYEMUHE O TPHEMISMOCTH MPOUSCC CTEPHIHALHH. [TpoLesypil Mo DepecMOTRY TaHHLIX LATIAL AN
H PEBATHIALMM AODKHE OHTL JOKYMEHTHPOBIHLI, A TIPOTOKOE PeBUTHIAINH TOEHBL XHATLEA.

552 MpoTokod peBATHIALENA TOURESH OBITL MOENHCAH THLAMY, HATHATEHHLIMH TEMH #He Opram-
JAUMAME, KOTOPLIE TOTOBWIH, PACCMATPHELTH W NPHHAMATH NEPROHAMANEHLIA NMPOTOKO] BATWIALHHA
{5.4.1)

6 Kourpoas npouecca

6.1 buonarpyaky cnenver ousHupats no POCT P HOCO 11737-1 uepes onpegeneHiBbe HUTEPBAN L
ppemer . Ecny npe nposefsiis TeKYmed ouasEd mpe ICTePRIHIALTAGH o0 YHCTE HLINETEH MHEPOopRra-
HHGM, KOTOPLIE He GLLT H3vHeH NpH NepeoHaYATsHoN ATTECTAUHY IKCIITYATHPVeMOro oG0pyIosaHHE, TO
IIA HErs QOVEKHLL DEITL BRITIOUIHEH B TReDOBAHME 5.3.5.

6.2 Yrobu vOeauTecH B BRETOIHSHHH TEXHMWIOMHYECEHN TPeGOmaHHE NPOLSCca CTePMTAIANHNA, 1
KO0 MAPTHH CTEMHIHIVEMOH NPOIYKLHA HEOOXOIHMO SAlTHCHBATE H XPAHHTL CHeAyI0llHe CHRene ML

a) MepemMeHHbe BEAHYHHBL, KOHTPOIHPVEMBIE B X0Je CTEPHIHIAUHH KOHSHHLIX KOHTeilHepon, ecnu
ITO HMEET MECTO!,

b} mepeMeHHbIE BEAHMHHLL, KOHTPOTHPYEMLIE B X0 CTEPHAHIAUHH KOHCSPEHPYIRILErD CTBOpa.
SCTIH ITO HMEET MECTo;

C) HCNOOHYE KOHUESATPAHG H pH AHIKoTe XMMHYECKOTD CTEMTHIYIOMETD CPeIcTRa;

dj mapaseTpil, KOHTPOTHPYEMBIE B X008 TPHIOTOMIEHHA HHIKOTO NHMHYECKOrD CTEPHITHIYILIEr O
CPENCTEA;

€] PeIYIELTATL MPOBEPEH UeNOCTHOCTH BoeX (PHABTPOB, HCMOILIVEMBIX 18 CTERMIHIALHAN PACTEO-
OB, BCTH OHH NPHMEHAWTCH]

[) BpeMA BLADEPHKN,

2] TEMTIZPATYRY BELTEPHEH;

hj peiynbTaTE KOHTPOIA OKPVELIOLEH cpeilkl B0 BPeMA aceNTHUCCKOND MepesMelueiins, eclii oHo
MpHAEHASTCH

i} aMiIHK THL, KOTORLIE:

1) roToBaT KOHCEPEMPYIOIINHE PACTRODLI W PACTHOPRL RHIKOND XHMHUeCKOro CTERHIHIVIOUIETO CPet-
CTRA;

2} KOHTPOUIMPYIOT MPOLECT CTEPTHIALIHMN,

3) OCYLIECTRAAIT ACSNTHYECKOS NEPpeMalIete, Bl OHO NPHMEHASTCH]

i} KomHvecTRO 0OPABOTANION NPOIVENAH B JKIEeMILIAPAX (MM DPYrAX eEHHHUax).

6.3 [lna kawnoil DapTHH METHUHHCKHY HAEennid, MogmepruyTLIX EHIKOCTHOH XMMAdecKol CTeph-
JIRGAUHH, HeoDXOIHM0 WMCCASIOBATE HA NPUCYTCTEME AHIAHECNOCOTHBIX MUEPOOPTARHIMOE CN2OVIOULIHE
COLEKTEL

&) NHMHHECKHE CTePHTHIVIOIIHE PACTROPEL ]

b} KOHCEPEUPYVIOWIKE PACTROPGLL, 2CIIH ONKH NPHMEMAIOTCN;

) o kpaiined depe, 00H0 M3 NEPeUHACTEHHOND HEKE!
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1} KoHewHBIH OpOIVET,

2} 3abpakoBaHHYI0 MPOOYEEHK, TPDWEIIyIe TIHLE WHEDT PO 3B0ACTRE

3) pEgeneHHLE OhPAILLE KHBOTHOH TKAHM (pAcCMATPHEASMBIE KAK MPeAcTanMTeLHAA YACTL MEIH-
UHHCKEOTO HIMEAWA ), KOTOPRIE MPOUUTH MOUTHEF EHED TIPoUScca NPorIR0IcTR,

6.4 Ang kasnoid napTHE METHLHHCKHY MI02THA 4acTh PACTEORE RHAKOTO CTEPHAH IVIOIETD CPeacTRa
WIEH PAcTROPE HHAKOID CTePHAHIVIOIEDD CPeicTia, GCTaBeroCs AUH CASIYILErDs MpoLUecca CTepHIMA-
WHH, A0CEHA NOIRePTaTRCH NPpoRepre Ha DakTepHUHINYIo AKTHEHOCTE B VCIOBMAY CTEPIRIANHH MApTHIR
MEOHUHHCKHY HEAeNHH ¢ HCNONLIOBAHNEM HOCHTENA HI BHBOTHON TEAHH, HHOEYTHPOBAHHOID MHKPOOP-
rafmasdasy cornacHo NOCT P HCO 11138-1. Hocuteas 1oo®ed colepxats He Meiee 10¢ MUKpoopraini-
MOTG © HIBECTHOH BLICOKOH PEIUCTEHTHOCTLEY K J4HHOMY NPOUECCY CTEPHINIAUHN, YCTAHOBNEHHOH Bo
BPeMA APOBEIeHHA ATTECTALHH JKCIUVATHRYEMOTO 080pyaosaHus (3.3}

Il PHMCHIHKC— I'Ep:: MPpoBECICHAN HCTIBITAH A HeODROI MM PHHATE MCDE DPeIA0CTOROEHOCTH, Bl
MHHHMHIHPOETE PHCK KOHTAMHEHILNE [TPOHIBNICTECHROTD IIZIE('IF}'HI:JEHHHK.

6.3 Eciod 0cHORHAA UACTE TIPOUSCCH MHIKOCTHOH XM MHecKoH CTEPIIHIALNH He TOIB0IEeT BEOIHTE
TECT-MHEPOOPTAHHIME] B COCYO LA CTEPUANIALMK WIH B MPOMIBMCTREHHYIO CPELY, 4 TAKKe!

) BEAHMOCEATE MERIY MOMHEM XHMHYECKHM COCTAROM BHIAKOMD CTERHIHIVIOWETD CPEICcThl H ero
GaETepHUNAHON AKTHEHOCTEID YCTAHORITE A,

b} npousce CTEPUIHIAUNMK LTHTENLHO MPHMeHAACH, N0 Kpaiinei sepe, s 30 napriid Me Wimic Ky
HATenHi, ¥ Opd 3TOM He OTMEUMSHO HE QIO OTKATE COraacHo 0.4,

TO NPOBESIEHME HCNLTAHMA cornacio 6.4 MomeT OLTL: MPHOCTAHNORIZHD, H J0EEeH DLITL NPoBe1eH
MOAHEBE XHMHUECKHI aHAIHS HHIKOMD XHMHUSCKOrD CTePUIHIVIGWErD CPeicTid, OCTABILEracd mocie
OKOHYAHHSA MPOUSCeh CTEPMIMIALNM, cNOoCobHLIH NOITEERIATE COOTEETCTEHE 3A0AMHBIM NPEIenLILIM
IHAYE HHAM XIPAKTEPHCTHE NPOUecca (OCTaToUHOH GakTepuuMaHol aKTHBHOCTH CPEICTRA).

Mpusmennnue — Obwes 30 maprudl, vooMmsHyTEI B AdepeumcieHin b), oCHOBIN HA DPEOMMIOEEHHH O
OHHOMHBATEHOM PACHPEICACH MK DPEKORSHHEIX HI0EAHA npa yposHe smaunmocts 0,95 (o = 0,05} n aoscpeTesaoms
nHrepaane 1.9,

6.0 PesynbTarel, MOavYeHHEE B COOTRETCTRMM ¢ 6.2, 6.3, a Tace 6.4 nan 6.5, QoK HEl OLITE BHECEHE!
B YACTE JAKTIOUEHHA, DAIPLIZIOUETD BEIIVCK MPOIVKURE KAK CTEPHABHON, H JIO0MEHE XPAHHTRCH KK
YACTE MPOTOKOA0E CTE PHINIIEH,

6.7 Bee MpoTooi Ao XPaHUTECH B cooTReTCTBRH ¢ [OCT P HOCO 900 man NOCT P HOCO 9005,

7 Boinyck npoIyKuHH Nocke CTepHIn3anuH

7.1 EpuTepi, Mo KoTopbis JaHHLH NPOLEcs CTepUTHIANNKE NPHIHASTCA COOTRETCTRVIOLINM TP 1=
ALMASMBIM K HEMY TPeDOGAH MM, JOEEHEL OLITE JOKVMEHTHPOBAHE M BETHUATE:

4) CODTEETCTHHE TeXHOIOTHYECKHM XAPAKTEPHACTHEAM NPOLUecca;

b} oTCYTCTEHE POCTA NOCTe MHEVIALMH DRPH NPOBEIEHPH MUKPOBNOIONMHYECKOND MCNBTanug (6.3 u
6.4).

7.2 Mpouece cTERUIHIALKE JOLEEH PACCMATPHEATLECH KAK HEVIOBNSTHODWTENLHLI, ¥ Npooykiowa
OOAAHA VTHINSHpoEaTeCd cormacuo TOCT P HOO Q000 wem DOCT P-HCO 9002 8 crenyoumi iy caydany:

4) MapaMerp NPoLecca He VIIAIWBASTCH B JOKYMENTHPOEHHEE J0MYCKH;

b} aodoe MUEKPODHOIOMMYECKOe HCNLITAHKE (6.3 1 6.4) NOKALBACT POCT MUKPOOPTAHMIMOE MTOCIe
HHEKYGALHHA.
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MPHICHEHHE A

[ CEIpEl e |

PY¥ROBOACTBO
0o GEEHKE COOTBETCTEHA HACTORINEMY CTARIAPTY

A1 Beeneane

Hascrmosee pysosoncTeo He RISCTCH KOHTPIVIEH BM DO0CODHEM 10 GUSHES COOTRCTCTEN HACTOHIEMY CTRHIRPTY.

OHO CONEPANT MORCHEHHE M METOOL, NPUIOAHEE 185 A0CTHRECHEA COOTRETCTERA YOTAHORACHHEIM TPEDOHAH -
ST, NOAOTEET ODECTEMHTE MBI NN K NOHHMIHBI B IPHMEHEHH I CTRHEEPTA, NP E9T0M MOMYT HEITINIBI0BATECH
THEKE M IPYVTHE METOMNEL, SCTH O HBTRIOTCA SpperTHRHEIMIC B A0CTHRSHUM COOTHETCTEHR TPeOOBAHMAM CTRHIARITL.

Pyxosoaereo se sanReTes nodeprbiEuowny. B pykoscicrse npracas sl IPHMERE BRINMHEHHS CORTRCTCTEY -
wneay TpeBoBairi. B papsoil CrEneHr BOOMOMHG HCNOIEOHIHIE IPYIHY METOA08, TRIOWMY TAKHE & PeiviLTHTbL
B HeM CoaepmaTes TAKHE PEROMEHTALNE 10 BEINOTHEHAK TREOOMIHME CTAHEAPTA 0 OOPNULLIACTER BHHMAHIE HAa
TReDORIHEA, HE OUEBITHELS UTH A00e i, JUTLIBHO HE JHAKDBMEIK € MTPOUSCCEME CTEPAHIAUHH METIWHHCKHN WIS,

CoblAKH HE MYHETE HACTOHIIET CTRHARPTE NPHBSISHE B KBELIPEATHEY CRofEx.

A2 Tepeoman [4.2]

Yporexs gnaufi KU, nOAroToERM B OIETE EEPOOHATE PALTHH BN CIIELLULHOCTER SIBHCHT OF BhITIEHTe-
sofi pabore. ODee PYEOROICTRO 0O NOATOTOBKS TEPCOHLIA, HRTHIKHUSACH YaCThi CHCTEME OFECIEMEHIE KINECTRL,
npapcnens 8 FOCT P HOO 9004,

Oendnte TPeboNaHRE NPSIBHTARTCR K KEUTHHELLHN H NOAMGTORKS NePOHLNE, OTREEEILIETT 1L

- MHEPOBHOTO ST KA KOO,

- BETEPHHAPHY K M KPODHOIOrT Y,

- AHMUMECKMI AHIHE B OPHIOTORTSHAE COCTRROR,

- MOHTLK 0DOPYANBAHHA,

- ODCINYHHBAH G ODOPYI0ELHHAS

- MEXRHHMECKHES HONETEHHH NPH aTTECTAuN N KO YETHPYVEMON oDOpyIoBIHN

- AKCIAYHTRIMKY CTEPHARIATOPA;

- EAMHOPOEKY

- pAEpaboTRy NpoLeccd;

- TENHMYECKHE MAPEKTEPHCTHEN ODORYIOBLHA

- BOENTHYCCKYE DDpPaioTiy.

ALY Paspaborka npoEecca B COBMECTHMOGCTS apoaysman [4.5]

AT PaspaoTrs npouecos CTEpHIHAMLINE L8 KOHKPETHOID MEANLUHHCKOTD HAANE TRPeOVET COLEHNA TRAKOTD
NPOLCEC, KOTOpR ARIETCH OOHORPEMERHD SPeXTHEHRM 1 CORMECTHMEIM © MEIMUMECEHM watemnens. Cneaok-
TEALHO, HCCASAOBAH WA CORMECTHMOUTH NPOIYKTI BMECTC C 3KCNEPHMEHTRN EHEI M GHPEASIEHHEM W IH ONTHMHRRIRe
NPOLCEL CTEPRIBGALHE MOYT GRTE RPeInpHEATE HE CTAOMH PAIpaboTks. mpoay KL,

TpeDoBaHNE K CHOTEME KAMSCTHE, KOTORGLE PECHPOCTPAHARNTH B HA PASpIBUTEY MENHUMHCKHUY WA3cHil — na
MOCT P HCO 9001 & TOCT P 51336,

A2 B npouecce RALEOCTHON XUMEHSCED CTOPUANIENNA NPOIYELH MOMET NOIBCPIATRCH PEIKHM B30 -
CTHHAM OXPVHRIOESHE CPRas, B TAKKS BCTYIETE B PEAKUNI0 ¢ HCIOIEIYEMEIMH HHIKHME CTERPHANAVENUIHMH CPemcT-
BAMH, [OEFTOMY HeoDXOAHMO ODecneHTh, YT00E (PYHELHOHLUIBHOE HEIHIMCHHS 0 DEI0mICHOCTE OPOIVELE HE
NOCTPREAUTH OT BOAISHCTREHH NPEINOIaraes by Yeaoui CTeprIHIsnHN.

AXS [Mps ewbope npoueces CTERRAMIAIAN ATH METMLHECKHY Hensil HeoBXoausMo VUTHEBSTE (hakTops,
BIHAKIKE HA 30upes TN EHOCTE NpoUecea (IpusMeMEHne B patmene 1)

a1 AOCTYIHOCTE CTEPSIHEIIHOHHOID O00Pya0REHNE]

b} npanaEod VCNORNE, BOCTHRMMEX IPH DPUMEHSHHN J0CTYIIHOND CTEPAIEILLEOHOIT ooy RN ;

] MPOUSCCE CTEPHIHIENHHN, VHE HCOINUTRIVEMERE TR ApYIoil npoayKum;

dy TpeloRIHME K OCTATOMHOE KOHDSHTPAINN XM HYeCKY BScTE 0 0N IPOaYKToE M Peasinm;

&) pEIVIBTAFE SKCIEPHMEHTOR Mo paipadoTee mpouecca;

{1 BOAMOEHOCTE TORO, 910 HOMOIL30BIHHE B IBHY CHMISMCCKHE CTERIARIYRRHY CPeIcTE TPHBEIEH K DEIvHO-
HEHHEY [P HR PRI ) PEIRCTEHTHBIY MHEKPRIOPTEHE MO,

A4 Cxesi paapaborks MpONecca CTEPHANIEIHE BINMEET B CoDR CASAYIOUINE JTEMEHTR:

d4) OOPSIEIEHHES KPHTHMECKHY NAPEMETPOR NPOLECCE B DPSISI0E MY HIMEHEHH I

by ouenky BHOHAIPYINE TPOIYETL, Hi GCHOBE KOTOPOA DIVEKHI ONPeIcIHTECH PECYSTHAR MUKPOTHONOrMYeCKLR
KOHTIMUHANAHE LTH PRIpafoTEd npeeccs cCTepiidanmnm;

)] NOATHEPEISHRE NPARMIHOCTH BHOKY I HPOBEHO0 HOCHTEER, NPSTHAHAYSHHEODD U NPOREIE HEH ETTECTE-
UHH SKCIUIYEITHRYEMOND ODOPYInBEAHHE 1 TCKYIETD KOHTPOH.

B
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B penaerame MeponpesTion 10 paipaboTRe BpoUeccd CrePRIHIAIHE TERHE DEITE GHPeIeiebl rd XupikTe-
prcrus. [IprrogHocTs THEOM CTEPHAINIIHOHHOND NPOUSCCa QOVEKHE GsIThH [OKA30HE MDY IPOBCIE RN BTTECTL M
FKCIYATHPYEMOrD ofopyaoaarms (5.3

Ad Bammaauma [5)

Ad.l Ouenxa Dronarpy:sa npe Baowaans npoucces [5.3.3]

Hacrosties pyposoicTes gonodmser pykosopereo, opreegerqoe 8 DOCT P HCO 11737-1, nockaibky cvuie-
CTEYHIT OCODRIE TPYIHOCTH B OCYIECCTRICHNH OUEHKH THOHATPYIKH MKHBOTHEIX TEAHEH.

Ohpepisci BHOHLIPYIKH YOTAHARTHBICT

- [IPMPRELY KOHTAMHHHDY IO MUEPOOPTEHHIMO0E, BPRCYTCTEYVIDILNY HA IROIYELMI;

- EOJIMMECTRO MUKPOOPMEHNIMOB, BPHCYTCTBYINUNY HA RROAYKITHK,

- [pesedsl KOmeGaHHi ¥, CHSI0RITEALHO, MPEICKAIVEMBCTH KOHTEMHHBLIHN CPABHCHUCH THEMCHIH, NOMYaeH -
HEIX TP EOHTPOAE [TOCTE0BITEMBHLY TAPTHE TPOIyKIHY.

Ohpetasce DOHATEY IS0 TOLAEHT

- MCXOIHBE MATEPHLIGRL RHEGTHOND IOHEXORIEH N

- METCPHELTE (MO0 KARIOI OTBETCTREHAOH CTANHH 00paboTInH;

- (POAYKUNA HEMGCPeICTROH B0 NEPET CTEPHIHSIIEEH (11 PeacTEPIANITHHORHOE MHOIO)

TMoBoil seTon UeHEn GHOHATPYIKK MOEeT TORRKS TKEIHRETE NPRCYTCTEHE OrPaHIMCHHOIT HHCTE MHKPOOD-
FAHKEMOB 1 #X wrassor. [losrosy sHadeHs DROHATPYIEH DOHHL KOPPEETHPOBITRCH © YMETOM [EOIPEIIHOCTE
atpfie ETHRHOCTEH M3AICHEHMT MEKDOODIAHEIMOB H3 IPOAYKIHH i ACHCTBEHHOCTH HOMOTBSYEMELY YOROBRE Ky ILbTHEH-
POOEEHES TP CIPEEEREHHH STHY MUEPOOPradnison. MkhesTHEHOCTE WIBeYeHHE MoMkeT koneBareed, a Tase Bulr,
KPEUTHE HEGKO 18 HUBOTHEX TRAHST. Y7000 KOMICHCHPOBATE TAEYKY HEON PEASTEHHOCT, B YPRBHEH I [UIH [acHeTa
ppeserH Bagepeskn & 537 smoaures xocspdminment Gesormenoc, paskniii 100

Jin obccnene RS HEASAKHOID ONPEIEICHIA KOMHHeCTEL BRPOCILHE KOAOHAT HeoDRommmMo 0DpaTiTh BHIMAHNS
Hil BEIGOP COOTESTCTEYVIOLWINY NUTATEARHKE CPed W YCI0RMA KYARTHRMDOBARM, o TAKE: VECTh TPeBOBAHHE K
ERZCAEHIEY MUKPOOPTAHNIMON, KOTOPLE MOIYT OblTh CEHMEIHL ¢ MATEPHAIAMH EHBEITHOID OponcxomicHmw. B
HEKOTOPEIY CAVIEAX MOHO HCNOIL30NATE CPekl, TPHBELEHELE B Tadonme Al

Adl ATTeCTIODNS B JKCNAYATAUME

A4 21 Dbuwme MoaomeHns

[Mpr BEIOOPE BIAOE MEKPOODPMEHHAMOR, HCNOABIVEMEIE NP BLAHBANN MPOUSCC CTEPIUTHEIMN MATEpHAA
WHBOTHOND [POHCROMACHAR SREIKHME XHMBYCCERME CTPETH VMMM CPEICTEIMIE, CHEIVET PACeMATPRBET R

- BRI MBEPOCPTEHEIMOE, KOTOPEIE MOIYT NPRCYTCTROBATE B HCTOMHHKS TKEHCH HABOTHLY,

- M MEKPODPEHIMOE, BEASIEHHEE B BDEME OUCHEH BHOHAIPYIEH TPOAYKIHN;

- BRI MEKPOODIRAHASMOE, BRUEACHHBE WY OKPYARLAOUC) cpeisl, B KOTOPOR nponisoinTcs clop TsusHci
KHEOTHEX, H IPOGHIBOACTEEHHON CPeil, B EOTOPOH NPOMIROANTCH KOHESYHOS MELHUHHCKOS Hilenne;

- BRI MHEPSOPIAHHIMO0N, KOTOPEIE HMERT A0KIIAHHYE) ALCOKYV PE3HCTEHTHOCTE K BOMSHCTRIND #W AKX
M MHMCCKHY CTEPUANIVENEHY CPCACTHE, WIK KOTOPEE MOTYT HMETh NOBRHIUSHEYH PE3HCTEHTHOCTE,

- BAPHALIMOHE B DA EHI0E MM EPGOPIEH W M0,

[Mprsiepel y K POOPTAHEIMOE, KOTOPREE MOMYT BEITh MCTHULLIOBIHE, MTPHBEEeHn B Tabraue A2 [lepeuncaesnine
VMM EPMHIPIEHHIMEL PAHES MOKEELH SHAMHTEIBHYHY PEIHCTEHTHOCTE K SOV TIME EHIKHY XHMAMECKHY CTOpHTHEY -
KUY CPEACTE H RHBOTHRIE TRAHE, Tabans MoseT pRCCMATPHBATECH TOABKO KK CHPRE0MHLIEE MATEPWILT, B HE KK
HCHE [F B BE KM NEPEEcHE MEKPOODTRHHEMOE, KOTOPEIE [OLIEAET DLEHKS.

Tutnuwwa A 1 —“t]‘.lL"!L"HI:. CREACHHEE O NHTATENRHEIX CPCOAx, YCIOBRHEX I-IHIL}ﬁH]II-iII H HbIPAIHBACMELIY B HHX
TECT-MHEK OO TEHEIMAX

TI.'I.'T'HI1IC|1'.'"EF|'II'J.I'!II ieLE O0W
Murateanazu CF‘EJH" Boamaxnue YTIHEIH Y Ir!IK:u'E-iIJIHII..l:l ACMOHCTRIUEN POCTORLY COONCTE
EATATEALHRN l'.'PI’:.'S_I

| Tpummose-cocemil GyiboH © Aapobume {30—35 °C) Bacillus sulbilis
TPHITTORG-COERLL arap Klebielia preumoniae
Ppwedgomonas gerugingsg, diminura

Siaphyviococous epidermidis

2 MNuamarensseiil GyIROHE B OHTE- Aspobume {30—35 "C) Bacillus subrilis

TeNbHLIE Arap . .
Kiehsiella prewmoniae

FPspwdomonas aerginasa/diminula

Aspobinwe {20—25 “C) Saccharmmyces cerevisioe
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Oeormanue magams A1

TL'I."I"'|II1JC|'HI-G"-|1I'J.I'|II:‘1!II.J nns
MaTarensHay -L'F'I.'.T.il" Boamaxnme FOAdFINA II:HK:-":'IIIJIHII.]'I ACMUHCTRUINH POCTORL X CHOHTI®S
NHTETEALHEY cpiea™

3 Cpeaa Jdopencraiiva — Txen- Aspobuwe {30—35 C) Trichoplytan rmbrum
cen (Mewenureiina—Hencena) Mycobacierium phlei {3 redean)
4 Kposaupil arap Aspobeee (30—35 "C) Bacillus subiilis

Kighsiella premwmoniae
Prewdomonas aemginosa, dintinuia
Sraphviococous epidermidis

Enterucoccus foecalis

Axaspobnme (30133 ") Clastricium sporozenes
5 KaprodenbHo-aekerpoasuil Aspobnme {20—25 C) Saccharmmyces cerevisiae
Amp Trichoplyton rmbrum
6 Cpens Pobeproosa wa orsap- Asapobuwe {30—35 “C) Closiricium sporogenes

HOM MACH 21

I Cpenkl HE A01EHR COACPHNETE BRCTOBRY HHIHKETOPHEY KPECHTEISH [KOTOPEIE YACTD HRIRKTCH MHrHGHTo-
PAME MHEPOOHONG POCTA), 38 HCKAKMCHEEM 0CO0RN Ciydaes, Hanpusep, cpeaw dosencrainn—Axencens J1-Tx. —
iTepenurreiina—Hencena), Onpesenenne pocTi B EHIKHE CPEIAY J0VLEHO MPOEIMTECH BHIVLIRHO, bo no
CTAHTAPTY MYTHOCTH, M0 10 IUEOTHOCTH, 2000 1Y TEM MHKPOCKONBPOBIHEE 1 B HEODXOIHMELY CIIVHERN 00T BE -
JATHEH [EPeCeBOM Hil COOTRETCTEYEMLIHE THEPIAL [THTATEIRHEN CPekl.

1 MoryT Bk JIMEHCHE ATETEPHATHEHEMH CPEAAM T OO CHIDEEHHEME CRORCTRAMM, 0GCCIIeH HBEIO MM POCT
HHEIPOOHLIN DRETEPHITL.

¥ Bpemsa nHKDALNE B BOEK CPEIEX QOGEHD COCTARTATE HE MEHES JBVE HEMER, 38 noknoseHies cpean J1 — Dok,
rAe BPEME MRV A0URHO DRTE HE MEHeE TPeX Heleins., TesnepiaTypa 100 HiL KOHTPO HPOBETECH # MO pHi-
HETHCH B AOOVCTHMBIX mpeteiax. [ospesiarspe MUEpOopradiniss MoryT 00 TpefnmTs Doee AMTHTEILHOM BPeMEHd
Wi Ky Bk

A Kasian nEpTHE ANTATEILHOM CPEAL AO0EHA TOIBERTATECH MCNLTAHRK 170 AOKAIETEIRCTEE TOTD, YT OH
cnocoDHE ohecnednTe soccTaHomierne 10— 1 vukpoopradmsyor B sHocvsme. laprueid cunmaeron KoonsecTso
I NAPATE, FPHMTTOLEHHOE B2 OOHOA DAPTHH CRIPRA, OLBEPIHVTON HETORJIABHPOBIHHED 3 OOMH TPHeM.
HensmaHng A00eHsl MPORIIHTECH © ONPEACISHHBIME IITAMAMAMY MEKPOOPIAHIIMOR 0 IPHIHAHHOR KOIACKUEEH
K IELTY [

Ecmn saomabayeres MHOKYASAT, Cofepsani 10 snkpoopradnIsos, 1o peaxo yuaetod suneints [ xononse-
obpaayiouwny eguEny {KOE) Ha teepaoii nHTareasHoN cpeie, THK KRk

4) CYIMBCTAYET PRIHALE MERTy ODIHM KINHHECTHOM MHUEPOORIEHHAMOB B S BCI0M 3 IHECN 0COHEIX 8 W EPOO0R-
FHHICIMOE, H

b} A0 MUEPOOPrAHEIMOE B MHOKYIHTS MOGET OTIHMETECE 0T Cpeadero svaqennd 10 cowany. Bugeacune
aanoi e e KOE it MHORYIATS (14 BHARMENH OCT B AXHAKOH THTATENBHOE CREe) MOMET PECCMETPHIETROH
EAK YIORIETEOPHTEARHOE CHHASTEN RCTIO CIOLODHOCTH MHATUTCIEHOH CPeibl INULTEGEHBATE PRICT TECT-MHKPOOPr-
pasranions, [Hpm sCn ST RMAY RHAKHE [HTATE BHEX CPEd, SOt HeoDXOmM MO IPeaoTeparete HpdiesT nHrubuposaHns,
BRI B MBI pEalBaTeReM, CIeAVeT NCNMIbIOBATE HeDoNBRIHE ofLeML THTAaTEILHEY cped (10 cu).

It PHMECHAHHL — [Tosmmo YEAIAHHEX B Tainie A MONYT HCINIBAOBATECH P E;.'IEl!r'Pl::l.. THOTIHKUECBAH
CMECE H OPYIFHC CRCOE B COOTHETCTRHH © _JI.‘i'-'l!'.'I.'El'_i.'E.'II.'Ill'.'I:iI l‘[l.'l']:l.‘llEI'I.'HH\}IlJ—'ICIHH*IEL’KL‘I‘” _.'J.li:lllfr'MEHTI.I.LI:HCI"'l.

Tpu crannn MHEPOONOIOTHYECK0i ATTECTALNK XCILIVATHRYEMOrD ODOPVIOBAHAR — CKPHENHT, NOCTPOCHEHE
KPHBELX BRUAHIIHNH | OUEHKE HHEKTHELLINN HE HOCHTE®N 13 TREHEH RUBOTHEY — paccaoTpenn o A4 234 42 5
COUTRETCTEEHED.

A4.22 Hedrpanaauns [5.3.4)

[Mepen Hasaaom MuEpobinoIorHYeC KOk ATTECTLLNE IKCITYETHRYEMOT0 OB0PYIOMIHNE HEOBX0IHMO 0becne TR,
TS B PESYARTHTE ATTCCTALAMN HE TR GUKTE PHLHAH EE 1 GEETEPHOCTATHNEC KIS SqMICETR 0T CO0I0H RHAKHX
AHMHYECKHN CTEPRIKIYINIAY CPEICTH, BHOCHMEIX B CHOTCMY RRIPBLIMBAHAE Makpoopraaramos. Bannene Saktepi-
UMIHEA M BEETERHOCTATHUCCKHY BEIECTE MOEeT OblTh YMEHBIEEHO PAIBamieHREM, BCKIHMEHD © NOMOILE (isT-
PHEHH IWIH KOMIEHCHPORIHG PEAKINESH © HEHTPTHIVIILHY ATCHTOM.

Bribop crcresi meiiipaimsatinen Sy Ier 2EHeeTh O COCTARL XHIKGID XHM ISk CTERHINSY EILerD CPeacTa,
WETHEHOCTE BRIGPAHEOE CHOTEMBL T0mRHE BRTE NOKAIAHA 10 HEYALE SFTCCTALIHA.

A42 8 Cepaumir (COprHpomHBe ) MHEpODROAGrHeeckuy naoaxron |3 3.6 a)|

A4 251 OBwHe nonoseHns

a ifu

4]
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Iparcrnks pokazma, 4T0 HELENeCOODPIAHG WEYEETE HHLKTHELN K BCEX IECUIRTOR, THUTYCH HEG W TPOAY KL,
MOSFTUMY COSIVET HOIR EI0RETE CRPHHIHTORRI Tecr. [lonsepran obpasusl XUBOTHEY TEAHSH MOHBS ReCTEHM YCI-
EMRM BIIOCHCTENS, Y4eM TC, KOTOPBIC HCROARIYEITCH B NPOLUCCCE CTEPMIHIANHN, MOKHD GRCTPD OTIeIHTE Golee
PEAMCTENTHEIE HRTHTE B OPH HSYMCHUH HHAKTHBAUHH MCHMILI0BaTE ToAsk: X, ThoSoil wwonsr, okaspmenniics
DOVIEE PEIHCTEHTHIAM, MEM CTAHAAPTHRE EYILTYPE. BROpaHE6e IR muaau e (radooms A2y, qomseH Buirk -
HOCTRI) OXAPEETEPH J0BEH.

[Mockonsky NPHMEHEHHE KRIKHE XHMEHECKHE CRCICTE B MTPOUECCEX CTEPITNEILHN CHHIAHO © WHANBRIYANHL -
MM CCODEHHOCTAMM CHOTEM B, HECDXOIHMO [IPOSEIATE TOCTORHHOS BHIMAHHE K OTPeIeIeHHE), CKPHHMHTY 8 HCIb -
THHHI COHADYAHBIESEL MEKPOODEHRIMOE, KOTOPEES MOTYT 0002107, IHAHTEIRHOH POSHCTEHTHOCTREY K NpOILSCey
creprmRELns. CYIUSCTRYET PHCK TOND, 10 B0 BPSMA MPORIBNICTES MOTYT GhiTh BHECCHE HOBRKE HAH HIMEHCHHEIE
MPEPOOPEEHNEMEL, OOALAIOMIINE BOREE BROOKOH PCSHCTCHTHOCTER K NPOLSCCY CTEMHTREIIHN, HeM HOXOOHES M-
POOPIEANIMEL, HCIIOALIYEMBEE TPH Meaumanax 1 suimaaun Nosrosmy neobxoausmo YeTaHoBNTE IPOLEIVEY CKPH-
HUHME B OUEHHTE PESHCTEHTHOCTE MHUKPOOIPIAHIIMOE, DOHAPYHCHHEX APH NPOMIE0ICTES B B OKPYEIILeE cpeie
{NpOUERYRY CEPHHHAN MUKPODHOADIMEECKML HE0MATOE Cu, TAke B A S)

B npowecce MHkpoOMOAOriEeCKOn) CEPRMHIERL DOHAPYHREHNE I OLEHKE HOBEIX WM W3MEHCHHES MEKPOOPrE-
HHIMOE O7KHE OUYILSCTRIRTECH CBOCRDEMCHHD.

Mpouerypn cCXpHERERL MHEPHGHOAOIHESCKOTD HAIRTL J00EH BKTKMATE TPH TN

a) chop MEUKPOBHOIOTHIeCKOND B0HTL;

bl wacHTIgEEREHE MHKPOBHGIOrHISCKOMD HI0ATTE;

€} NPOBEAEHNG KONTPONLHEN WCTRTRHAT MIKPODROAOTHMECKOTO HEVINTL HA PeIHCTEHTHOCTE {CKPHHMHTY,

A4.2370 Chop MukpobBROaornMECK WERLIHTE

Mukpobuoaeruneckie M3EATEL TOAKHE DETh CODPIHE KIE B NPOHIBOICTBCHHOM [POLSCCe, THK # M3 OKpy-
HMILIEH CPEAL, B KOTOPOH NPOHIBOINTCR MegMUUHekne waneane. CHavans 1onsHs GuTe cobpass T8 MuKpoopr-
HHAMEL, {1 KOTOPEIX TOUHD M3BECTHO, 170 OH HPRCYTCTEYEIT Hi OPOIYELUE 10 [POBSICHHE CTERHANSENNN | HRUTATE
Brctarpyaci). B aonoanedse © GHOHAMPYIKE MPOAYKLUME M30MATE J0EHK DRITE CODPaE W3 RpOsIBoIcTseHHoi
CPeaE, B KOTOPOH WEFOTARIHEACTCR NPOAYKIHNA. T CPeid MOKET BEANSETE PaBoMne pucTROpE, pabiese moBcp-
HOCTH, CHETEMEL OMHECTEN BOOEL. CRIPES M TEPCOHAT, OOHAKD HE OFPEHEYHBECTCR M.

A4.255 HMacnmmpreausas vnKpodaoor i eckong HEVIHTS

Mukpobienerueckie H30AATE, COOPEaHHBIC 18 OLEHEN, JOGEHE BHETE OXapaKTepHIOBAHE BT nEeHT i -
UHPOBEHEL. XAPAKTePHCTHED SOEXKHE BICHOUATE, KAK MEHHMYM, Mopdonorio xortonmil 1 kietok, oxpacky no [pamy
n onHciHse ckopocrr pocta. Ecan sodsomHe, npesnoamime bHG BaeH TR I HPOBSTE BILLL UL TIOLEH L.

A4.254 MponcaeHue HCNBEITEHA HA PESHCTCHTHOCTE (CKPHHBHL)

Komrponesase Hensiasus MEKPODHOIOMMECKNT HIOMTON Ml PEIHCTEHTHOCTE JOUMHK GRTE NPOREIZHE B
COOTECTCTRUH & 55,6, MukpobHoaoriueckie HI0IETE, NPORRTAKIIENE SHAMHTEIEHYID PeIRCTEHTHOCTE K IpOUeCey
CTEPHEMELLMH OPH TEPEHYHOM KOHTPOMLHOM HCTIETHHME, 101 HE BETE [IO0BEPIHYTE IO0H0A OUEHKE W CPABHEHIK
€ MHEPOOPIEHIMANMN, HCIHUTEICBAHH LN TPH TIepERH HOH TTeCTINHN SECTUEVETHEYE MO oBOpyIoBIHNHA 1 BLTHIE-
wiit, HeoBxon o oueHR T, OTHOCHTE LEVE PEIHCTENTHOCTE KOHTPOMBH X MHKPODHOAOIHYECKHE H3005T08 ¢ TOUKH
SPCHHA TIPOUSCCE CTERHAN NN,

Tubnuua A2 — I'[;'.l:m-_'pu MHEPOORDIEHHIMOR, ROTODLIC HCTONBIOBANHCE U OECHEH AETHEHOCOTH HCOEFTOPREX
AHAKHE XHMHEMCCERY CTCPHARIYHIAY CRCICTE

HoMmep p kinnekunm xyaLryp
Boi stMKpoapraHussien
ATTC!? MLCTC2) NCIMBY
Coope
Clostridium sporogenes 3584 - [ {3t
Hasilluz subtiliz 60351 3610 3610
9172

Basilfus pumilus 27142 10327 [t 2
Chastominm globozum 6205 - -
Microascns cinereus 16594 - —

BereTaTHEELIC KACTKR
Myeohacierium chelonae 15752 046 1474
Medhviobacterinnm extorguens 43645 - 0390
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Orommanue matums 4.2

HI\JMI\EP B KNUIEEUHE KV RTYRF
Baj stdkpaapraussien

ATTCH NOTET) NI B

Trichosporium beipelii 22310 - -

' AsmepukaHekd KOIe KOHE THIOBEY KV ETYR.
4 Hanwonanesas Koamekims THIOEE Y KyALTY[.
W Haumomwssaan Komsesims mpos biiieHHEE o MOPoKix DasTepaii.

I PHMEOYIHWNE — Mur_\."r DLITE HCNOARIGEIHED MOXOKHE HAH PHBHOUCHHEC EVALTYPEL, XPAHHILHCCH B Kon-
JICELIHAY KNVILTYR, JPCTHCTPHPOBREHBLX E}'FJ,HIIE‘[IJ'.I'L'IZI.I.\I Corsmen ey,

ChiMs 3 NOANOA0E K DEPEHTHOMY KOHTPOIEHOMY HCIETAHHE Hi PEIRCTEHTHOCTE BCTHMBETCH 18 ToM , 4o
NOESPTHYTE BOVETCHCTENR RUAKOID XHMIMCCKOIT CTCRHIMEYEIUETD CPEaCTRE NPH MHHMMAILHEX NEPaMeTpay npo-
UECCH CTEPRANIEINN CYCICHARKD, COTCERANND He Merce 107 BRUICCHHEIR MHKPOOPIIHIAMOE, # BLUKEKETE CC TEM
B TENCHHE BPEMEHE, PABHOTO Bemruee [ CamMoro peancTe HTHOMD MEEEPOOPIIHEIME, MO EIVEMOrD IpH 8TTECTALWE
skCmyaTapyesorn obopyaoaEna. ook nocne takol Bamepaen obHADSKHBERITON X HEC OO HEIE MM OO HN -
WEL, TO 970 OSHEYACT, HTO PESMCTEHTHOCTE WaousTa Ha 20 % wes Gonee NpessiiuaeT peaMcTeHTHOCTE CAMOMD yoToii-
UHBOMD MMEPOOPIAHAIMA, - BPHMeHACMOTD NpE arrecTauny . Skemvaripyesoro  obopyaosanmn. B arow covaae
MY SEHHEE ME00T MOLTEENT BORHON BeHTH{M K, & KNHEMATIED 60 HHAETHRALMN — JETalLHOMY WY SEHHRD,

A4 24 Hecacaonanue KHHCTHEH MUEPOEHOIOrIMecKol nHagTrnm [5.3.6]

A4 241 OBIHe NosAeHIH

[Mpr npoBeJcHi DITECTALNK SECIUIVITHPYEMOID oBOpYI0BIHN CTPOAT EPHEYIS MHAKTHBALLH 1890 KLs10r0
MM EPOOPrEENAIMG, [IPHYCM KDHEL 000KHA CTPORTECH KK MUHHMYM [0 MATH TOYKAM, OXBATHBANMA, N0 Kpaiiae
vepe, THCHYSKPATHOE CHILERHRE 9HCTE MUKPoOprasnasos. Kaxaas Touka obeMBEG CTPOMTEA N0 TPEM NORTOPH M
ONBITAM B BOIHHE HMETE BOCTIPOR SE0IMMOCTE B TPCASTLE VIBDCHHOIT CTAHAAFTHOTD OTICIOHCHILA.

[ Moy HeHHE S PEEVIIETATAM MOM%ET BLITE PACCHRTAHE Beanania D HanBoace peancTeHTHON MEKPOOPTRENEMA,
MDY BAYEMOrD B oneTx. Pacuer scnimuniel D BOOMo®eH NP8 yoROEMH, 4TO B OO0 HECKHE KOOPIRHETAN
{orapadiM SHCIE BB MUKPOOPIIHAIMOE B 30EBRCHMOCTH OT BPEMEHN BLLIEPHEN) KPH B BERENIETHIA RRIHETCH
muednoi. o numeioTes oTRA0HEHHA 0T JHHeHHOCTH, TO NPeICKEETE RapIMeTPal Y0 RIe TEORHTE LHOMD RpoLeces
crephmazEins tpyaae. TikHe OTENOHEHNA QOGKHE CAVKNTL HPEIMETOM JATLHCHIUCID NIyucHHE B UL Tyauei
XAPUETEPHCTHRN KHHETHEN 1 HIETHELLH,

Yrobe cueHers setimnmy -0 npe smaisy KonidecTEix BRESHBILINY MAKPOODIHHIMOR, MOKHD HCI0mh30ETh
seTen Hanboree peposraors yae (HEBY), nposognsemil o Tpess HanGoace peaHcTEH THEIMH K BIIE (CTH K MEHOD
NPORSCCE CTepriRELn Makpoopradnasasi. Donysesnan seamansa 0 uomer GuTh SOM0IEI0BIEE B ERHE0THE
KpHTEpHs NPHEMISMOCTH PECIeTHOM BPEMEHH BRASPRKN.

Onpeneienne seantnse D serooom HBY onacano B npuaoseesnn B £ TOCT P HCO 11135

A4247 Granm HecaenoBHN

Buasaaume Rpoueccon CTCRAMIANHN ERIKHMH XHMHSSCEHMN CPCACTEAMHE CICIyeT NPOBANTE TaK, S0k
MOGKHO ORLIO OLEHNTE E3MMHOE BIMAHHE IDVE HA APYIE TCOT-MHKPOPTEHMIMOE M MEIHLMHCKORO M3Acins. Smo
NOCTHIACTCA SIPH ONPEASTCHHA KHHCTHER HHAKTHEALHN TECT-MHEPOODIRHRIMOE, KEYIETHAHPYEMEX COBMECTHD ©
METHIHHCKNY BIETHest M MHOEVIMPOBAHHEX HA HEM.

Taman oUSHED BEAKMECT YOTRIPE FTATE MOCISIMEHIIL

- OIpeleieHNE KOMITOHEHTOR, KOTOPRE NPEICTREIAKT HapuIbIIee CONPOTRIICHRE BORIEACTEME KN I1KOm
AHMHMECKOTT CTEPRIH VKNS D CPeIcTims;

- OpelefeEHNe METa, ¢ NOMOILEK KFTOPONT MIKPOPrEHICs s o0HAPYAHBEETCH A MELHIMHCKOM MIAC1HN
WK Hit BREGPEAH RO KOMIOHEHTE

- BATMIALMKF METOAA BOCCTRHOENSH E/OMPe e e MHEPDOPrEHAIMOBR HA MEAMLHHCKOY H3ETH Wil Bul-
B HHOM KOMIIOHEHTE;

- CHIPEIeneHNe KHHETHER HHAKTHELLHE TeCT-MIKPOOPIAHIEMOB B IPHCYTCTENH MeqHIHHCKOM WLIEEHA WilH
EROPEHHOID KOMIOHEHTA.

Honoaeaysor MeTon npaMoro. noacder:) uciid BRKHELEY MUKPOOPIRHHIMOE B JEEMCHMOCTH 0T BPEMCHH
obpeBoTE (KpHBaa BamuBsan), seron HBY (ranpisep. ero pastosaonocti seroa Crambo-boapde- Kokpas
{Stumbo-Murphy-Cochran) wan ueron Crnnpases-Kapbep (Spearman-Karber)) |9). Mocrpociie KpuBoi BEREEHBIHNR
NPEANOANTHTETEHEH, TAK KAK STOT METOA NP A0CTHRIRET A0CTATONHEIC TEHH RS 1TH ONHCRE N KHHCTHER WHAKTHBLLH
TCCT-MHKPODPTAHHIMOE B IPHCYTCTHHH MEZHUHHOKOTD HIIETHA HIH BRGREHHOMT EOMIOHTHTE.

Merog HBY smoseT npusensTses, ecii MeanUHHCKDS: HAARIHE AN KOMIDHEHT HE DO3BMUIHKT [IpOS0InTh
TNOCISIRTE N HOE BRRBIEHNE BRMHBUICHE MOy AR MUKPOOPTAHIEMOR B 3BHCHMOCTH 0T BpeMcHl obpaboTrn (1.
METMLIHC KOS W2IEIHE WM HOCHTENE He MOryT NOIBEPIATRCS BLIMEITHEIHMI LT ETHR NPOGE © 1eibe OnpeIeicHis
NONYIAUHH BERMEIEEY MU EPOUPIEHH 308,
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MO mPAMOR MOECHET 8 NOCTROSHIE KPHBON BRlANEELHEH LT G001 LIS HHJSOPMELHHN O KHHETHES WHEKTH L
TECT-MHEPOOPTAHEIME, OHH B TO e BpeMA MonyT nompeborats Gomkiue speseri i pecypeon. [poueaypu npruon
MEACHETE CEANHE ¢ HARIEHSHHEM BOEX MHIHECNOCOBHEIN MHEPBOPIEHAIMOE 0018 ONPEICISHHGID BEPEMERN Bhl-
NEpAKEN B AHAKGM XHMHMCCKOM CTEPHIIHSYIOWEy cpeactse. Flasieusrine Momer nposoiiTee T Ke, KIK IpH OUeHKe
GroHarpyaks (FOCT P HCO 11737-1), sanpuscp, nyTes roMOreHA3E0mEE HCIMETVEMOD EOMTIOHEHTL 1 PRIOTHER -
HIH COOTBETCTEYIOMINY PASBEACHMI 15 HOACHET BEEKHBMINE MHEKPOODTRHEIMOR,

lMomoreHEanng MCETYCMOrD KOMIOHEHTE {HANFRMED, ROBOTHEX TEAHSH | MOMET ObITh NPOBSISHA 1TYTEM ¢
ACETHHCCKONTS BRMIMHERHEST BIH THCHCPrHPOBIHRE /PACTROPSHAR & CTepuiaHoM pasbaanrene. [oTosrros nocieao-
BATCABHEE DEIRSIEHHA CYCHEHIHN, M HE COOTRCTUTEYIOWMY PUIBCASHHAY NPOHIBOIRTCR NPAMOH 00CYET o CTH-
naprrbis vetopes (FOCT P ACO 11737- 1)

A4S HonoaswpaHue HOCHTERI 1 TRIAHST

A4251 Obwme nonoxeHs

(Mo oo b seERHEN TECT-MHKPOOPIIHENGE, [IORTIHALIETD IPH HCMETEHHEX CYCITCHIME HUDOILILYE peiuc-
TEHTHOUTE K BOMEACTENED HUAKOT0 XHMENSCKOIT CTePIUTH 3V HIIETD CPREICTRL, KHHETHEL 60 HHAKTHEBAUNN D00HHA
HEYHATRCH B [TRHCYTCTEHH MCNETYEMOTD KOMBOHCHTA. [LIEHHPOBEHRNE ONBITOE I0AEHD BKOKMAThE KOHTPOEYEM e
oEpafoTEE (MPH XYAUIHE YOIOEHAX) HHOKYTHMPOBIHHON HWIH KA LTHBUPOESAHHOID MCHEITYEMOTD KOMIDHCHTE B
RHAKOM SHMHHCCKOM CTOPMITHIVIIIICM CPeICTHE [IPH PLSiby BPeMeHsy BRaepaen. OBpuaisl i O1iHparses
YEPEs ONPEACIEHHLE HHTEDELUIE ADEMEHN VT8 OUEHKH BLOSMBIISH TOMYIH UK BUINIHPOBIHHEM METOM0M BICCTE-
HOBICHMS MHEPOOPIEHNIMOR,

HMayuenne kHHETHEN HHAKTHEAIHN SLECMUACTCA MOCTPOSHISEM KPHBOH BRCEMEEIHEA B noayaorapadramseckoi
wiane (HE rpedike B KoOpAMHETAY Borapin HHCIE BREWBLHY MAKPOODTEHMIMOE — BpeME Baepskn). darem
PUCCHMTRIBRETCH BEANYHEL [ TCCT-MHEDODRTAHIME B OIPHCYTCTERH HONBITYEMON KOMOGHEHTE W NPH HEIHXYT0HY
yenosHE creprsaiis. Yrofsl 0Bee eI HTE BOCHPOHHMOSTE BHH B, (HISHED KHHETHEN BHAKTHEAIHH D00136HA
NPOBOOMTECE HE MEHSE TPEX .

A4.2527 Bubop HockTean

Hecenouannsn knHeTiks MUKpOBHOAGEHMCCKOH HHAKTHERRLIN JOTEHE NPOSOOHMTECA HA MATEPHELIAY HOCHTLIA,
KOTOPEE COABEIOT HANMLI LIS CORPOTHRICHIE NPOUECCY CTEPIANKLIN. BaiDop HOCHTERA MuGREH NPOBOITRCH © YHETOM
COECTISHCHHA KOHTAKTS /U BaamneiicTEH S HIKDN XHMEMOC KOG CTEPHIIVRILETD CPCACTRA © HOCHTEAEM (HANpH-
MEp, FHAPSPOGHEN BOIOKHUC TR METEPHLT MOEET TPYIHEE CTE[HUTH S8 TECR, Sea TULTKHE PP RHIE TR PRHOCTR ).

Ecnm raxoii sebop HOCHTENE HE ARWINCTCH OMEBHIHLIM, HEODXOIHMO MPOBECTH CKPHHMHE U150 ONPeacIcHiE
HANTOACE TPYIHOCTE PRIMEVEMBIX HOC TR/,

A4.25 3 Onpegenerne MUKPOODIANHAME (08) HE HCHEITYEMOM KOMIOHCHTE {HOCHTEIE)

MeToa onpeaeieHnd BEHIHECNOCODHEY MHUEPOOPIAHHIMOE HE HOCHTEAS 10 HEYATE CTEPRIHIALNN B RILIKOM
EHMHMECKOM CPCACTES HMECT DEPBOCTEICHHYID BUSKHOCTE DPH COSIAHHH YOIOEHI W KTHEHOA CTCpUInIn0mmg o
TOMKH IPEHHE YCTAHOWIEHHR POTHBASTCTEYIOUING CTEPHANIANAN (EKTOPOE, BOTPEHMIOIIHECE B npaxTtike. Moy
DLITE BCNOALESOBIHE] 151 METONA GIPELETEHHE EHIHECAOCOTHEY MEKPOOPTEHHIMOB HE OB THEAEMOM KOMIOHEHTE:
NPH MR HHOKYTHUNA IIH KYILTHEAPOBIHAS TIPH VORI, WMATHEYIILEY TROM3E0ICT e HHELE,

[Mpe opHMol HHOKYESLHE HCHOALIVETON HHIHECHOCODHAN CNOPORIST WAK KACTONHAS CYCNeHIMA, KOTOpan
HAHOCHTCH HE HOCHTEE HENOCPSICTHEHHD [ICPE] BRACPEKONT B ANIEOM XHMHMCCKOM CTORHANIYRILIEM CPeIoThe.
Hyano obpariTs BHEMEHKE HI BpevE, HeODXOAMMOS U NPOHHERHNE BHOKYD5TE B HOCHTE L 3 CHS IR BRHIS 210 ¢
HOCHTEACM, NPCHIE YoM HAMATE CTEPHIMEILLHK, 8 TAKKE HOODXMIHMD YMECTE DURTEPHUIHAHEIH SpchekT, KoTopLii
HOCHTE L MOKET OEATLIBETE HE HHEOKYIET.

Ecitnt sriBpaHisiil siHKPOOprHIEs CHoecofeH LTS POCT B HE NPOIVELIRH TRH HOPMLUTRHBEX P00 TIEH -
HEEX VEAORMIN, HEODXMIHMO [IPHMEHETE KYIHTHEHPOBIHME MHUEPOOPTAHRIMOR B YCIOBHL, IMHTRPYIOLLIE PO SE0-
CTHEHHEE, 4 BPH BOIMORHOCTH SEIATE 370 8 J0HOMEHTEILHO K nHokyisune. Jonsen BLre YOTAHORIEH MeTon
KV I THBMPOBEHNE HOCHTE M eH) © TecT-mukpooprikmssists, TIpe Tasmy yeoBneas KoiHIecTBo ®HIHECTIOCOTH BiX
MHEPHIPIEH MO B/ NPOIYELLIE 200EH0 Gure He Medee 1000 xononueobpayiomnx canann (KOE). B kaxoaoi
OTIEARHOE CHOTEME KYIRTHEHPORIHHA 370 kodudecten KOE 1o Haeana crepiinsunni e GulTh GIRHAKOREIM B
s Lo womnoHerTe. [LaHmse 108 DoATRepE e H S COOTBETCTEY O LLETT SH HEMAN BHOH TONYIEIHE H 08 GIHOIIHOCTE
IAVLEHE BaITl CODPEHE HENOCPICTREHHG HCPED HAVHEHHEM KHHETHEN HHAKTHRALHN,

MeTon BOCCTAHOWIEHAR ENIHECHOCODH BIX MHUKPOOPTAHMIMOE HOCHTETR MOCHE CTEPHANIMUEN HIIKEM XHM -
MECKHM CPEICTROM BNIRCH DhIThE GHPeIeied B saananposid. Buanizuma ponsH: nokasars, 470 sebpadni seton
ODECTIEHHBAET BOCHPONIBOIHMOE BOCCTHHORISHHE Bh%BBLIMY MHEDOOPTIH M08,

A4 26 Brmaqne OpraHmMeckny METSPHATOR

Jnn pexoropoil MpOAYKIHH KOHTAMHHALHT CPIaHEYECKHMH MITCPIIIAM I MOKET COYHRHTE aKTopos, orpa-
HHH BRI M Sfbe kT RHoC T npoucccs. Moone osiHms 1000EHE BXCIRPETE OUCHEY BANAHHH DECTEOPOE, COOCpE-
WX COOTBOTCTHVIOWINSG OPTaHHYeC KHe BEIIECTEE [HANPHMED, CRBOPOTER, @IL0VMEH W T.0.) B CTEpHALHEE
cyemer iy TeaHeil. Bl o KoHUe FTPaING OPraHEHeC KON MATERHLTE CISAVET A0KYMEHTH I Th.

Jons npodykunn, KOTODEE MOEET BHCYILIHBATECE B NPHCYTCTEMH OPTHHINSCKOIT MATEDHATE, D00HREE HENOIE-
HWIHITHCH MHOKVTHPOBEHHEE HOCHTETR, COUSPARRLNE MEEPOOPIHHAEME, BECVIIEHHBE B COOTEETCTEYIIICM OPAaHH-
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sckonM METepiate. Takne HHORYANPORIHHEE HOCHTETH MOTYT BEIENATE TPENERTE MUEPOBPTAH MO, YOTOMYH BRI
K BECVIIHBAHUE, TAKHX EaK cnopel Closridinm sporogenes, Bacillus subiilis, Enerococcns faecolis, Mycobacterium
chelonae n Candida allicans (Tabnuus Al 0 A2).

A4.27 Bannmumns acenTHueckors npoweces [338]

ACENTHHECKOS NEPSMEIIEHHE TIPOAVEINN B3 CTERICTHSYKIEET0 BEIUECTEE B (PHHHIIHEN CTEpHERHB ROHTORHED
TaE#e TpeDveT sanndannin. B oy satimaunm A0 e OuiTh BEITEMEHEL COeTVEOLE TApaMeT b

- CTEPIAMIALNE (VCTEE KOHTEAHCPOR B COOTBETCTEMN ¢ TPeBOmHNAME COOTRSTOTEVRILET) CTRHIAPTA No
crepranzuus (FOCT P MCO 11134, TOCT PHCO 11135 0 FOCT P MCO 11137);

- CTEPHAHIALNE MHGRY KOHCCPBAPYIMUNY PACTEOPOR, B KOTOPRIS A0S THHCKI MEPEHOCHTIN NPOSYKUHE;

Mpwseysnne — @uasrpyioumian creprnnsanns — oo FOCT P WCO 13408-1.

- MHEHMECKMIE B MEKPOBHONDIHYSCKIH KOHTPOE CPEth, § KOTOPON MPOHIROANTCH ACCITHYECKOS NEPEMeLE -
HIE TPOEY K LLEE;

- RCENTHYECKDE NePeMElSHHE C MO EInBIHIeM NPol ORpyREW el Cpeikl U UMHTALHE 8 BOIeicTRA
Hal TP MELUAEMYEY IPOIVELE B IPOUSCE NEPEMEIUCHEA W3 CTEPHIIYEILSND PACTEOPE B PHHENILIHE ROHTeAHED.

ALS Torroamasii MakpolHEI0 rHeCERE KoETpRus [6.1]

Brngpenne MuEPOOPIaHHIMOR 1 HX HCIBTAHNE HE PE3RCTEHTHOCTE CACIYET NPOBIIHTE © SLIAHHOA NepHOLHH -
HocTeE. Lens o100 MENLTaHuEl COCTORT B ONPeie e MU BOAMOEROND HIMEHEHNA DIOHAIPYIEN B NPOLecos CTepiiin-
gpn. [Tockonesy NPoUsIyPEl BUTHIAMHH 11PEIHEIHIEHE L0 OUeHKR 3K THBHOCTH NPOUECCE CTEPHANSLLENN B
OTHOLIEHAH KOHKPETHON IPYInGE MUEDODPIEHHIMO8, TEEYLICE WCHBITAHHE J0UEHO ROKA3ETE, YTO TPHCYTCTBYRHIHEe
B MOUSCOE CTEPHNEIME MHEPOOPIEENIMEL HE HENHKITCA WIH He CTand Guee PesiMcToHTHEMHA, 9eM T8, KOTophe
HENEAOBE N HCE B HEYATRHEY BUTHAALHOHERS BCnsraHmny (takse Ad.2 31

ALh ¥opapnenne n konrpoas nponeccs [6)

[Mpouecs CTepUIH M HKHIKHM XHMPYECKHM CTERHITRIVIOUINM CPEICTROM OTRIMHD BEIOMBET COETYIOINE STANLL

- [IPHEGTORTEHME BHIEO XHUMEYSC KON CTERRIHIYIOWETD CpepeTs;

- BEUTEPHEL MPOAYKLAR B CTEPHIEIVIOUIEM CPeICTRE NP KOHTPOANPYEMONH TEMOCPATYE B TENEHHe OIpeie-
NEHHOIT BRCMEHH.

Ecnm creprinasung He SEAReToH aHRuHod, o Aobanme s el NEn S Tama:

- DOAFOTOBKA B CTEPHIEELUHE NEPEHHMHOT YILKOBKH # KOHCCPERPYHMESTD PACTROPE, I KOTOPRLIX Z00#H
NOCTHRETHTROH 11 POV KA,

- BCENTHMECKOS [TEJeMEUICHNE IPOIYKLAH 13 CTOPHAHSYIOMIEID CPEICTEL B NEPEHY HYED YIHKOBEY.

[Mpnroromnesne CTEPRANIFALETD  CPEACTRD TPEOYET TIHUTEARHN KOHTPOE, XADIKTEPHOTHEN COCTATHEILINY
KORIOHEHTOE {HOME CEPEHE W RITHHECTIS ) QUIAH B KPEHEITECA, § KOHEMHAH KOHLSHTPEIHA JETHEHOIG HHIPEIREH TS { 0]
HAEHA BEITh NOATHEPHICHI IKCHCPHMEHTANLHD, HA0T0 CTEPRANIVEIINE PACTROP HINTPYISTOH NePed HenoEIo-
WAHHEM ¢ UCARIK FPELACHUA A006% MHEPOODIAHMIMOR B IPYIHX JaIPAIanTeie, BHOCHMBIX B3 KOMIOHEHTOR CTEPH-
neayinuero cpeacTaa. flocae nenonssomaius §mAsTPos OHH JUEEHE GETE IRORSPEHE HA UEIOCTHOCT L,

Mpouscs CrepiaM3aiHn HEODXOANMO MPOEOEHTS B COCYIAX L5 CTEPHANIEUHN & BIPEACIEHH BMH TEXHNECK M
KEPUKTEPHCTHEAMN TIPH KOH TR HPYEes BIX TEMTIEPETYPHBIY YOIOBEHAY.

At wekyiuero KOHTPOOH TPABMABHOCTH HROLSCCa COCTER CTEPMARIYIOWEND CPEACTHE J0/UECH NPOBCRATECR
NOCTE TOND, KAK MPOAYKLHE HIBIeIeHD 13 proTeopd. Takue npoBepen soryT DblTh XRMEHECEHME W MHEPODHOI0-
CHYCCEHMIL XHMUMECEHE KOHTROAE NPODE MOEET NPOEKIHTRECE C USIER MOITHCEISHIA TOF, 4T COCTal pacTeoa
NOCTE SHREPLUSHIA TPOLECE HUXOIHTCR B ITPESeIy, YOTaHOREHHEX Texnonormed. Mukpobnonoruaeckin nposepra
MOEET NPEICTERANTE COD0M, HUTPHMER, BRUICEEEY HHOKYIHPOBAHHOTY HOCHTENH B CTEPHAHIVEILEM PUCTROPE LR
TETHSPAE HEA BCTATOMHOR DakrepuuniHol S ek THEHOCTH.

[Mocae cTepransaumt MpOAY KIHE MOxeT GhITE ACCTITHHECKH HEpEHeceHn 8 crodl durmneii sonreitnep. Bo
EPEMA DIEPEMELICH HH BAHCHEIIA OKPYEANHLEH CPEIA JOVUEHE ONRCPIETECH MHKPORHOIOIIMECKOMY KOHTPOII,

HeoBxoamso ¥yTECPAMTE M RECTH NepedeHh COTPYAHHKDR, BTTECTOBIHHELL Bl PABO ACENTHHECKOM NEPeMeLie-
HHA HPOLYELME. ST0T VTREPRICHE B CIHCOK J0MECH NOCTOMHHO EPCCMATPUBETLCH, B NEPCOHL] TEPHOIHYCCKH
noapepratecs nepearrectanui. [lpy srecraupn v pepesrrecraunn. obRMHD APEMEHRIOT NPODHOE NepeseliEHHE
IHTATEALHEN COAL AHALOUHY HO MeTHIY « POUIiBg Gvib0HLe, HENOTRIYEMOMY [IPH ATTECTALHN (IUIBTPYIOUEH cTepu-
NHIALHH W HCETHMCCKHN. POUNSCo0E.

Eciti npoayKuns BRENYCKIETCH B KOHCEPRHPYVIOIEM PACTROPS, [EOCACAHHI TR MCaibInEEHEEM J0AKEH DRlTh
CTEPHIHEMIH, ACCHTHYSCKOE NPOHIBOACTED MUEEHD CO0TEETCTRORATE Tpebosammay FOCT P MO 153408-1.

Henpmanne KoHes O MPOAYKIH HMEET OIPaH e H oS TPHMEHEHEE T1PH ONPEI1eIeHs M CTEPHIBROCTH NAPTHE
npoavkiHe. CHMHAKG, 8 O9F0M MECTHOM CAVHEE NPH HCNBITHHEH HE AMHEPODHOCONMECKYE KOHTAMHHELHIG 00038
CTEPH MBI MomeT BhiTh 0DHapYReH onpereie b npopoct (6.3 TNpu npopead g TREMY MHEPODHOIONHYEC KHX
HET TR BOHCHOH NPOIVELHH BLEHO OBSC e HTh VALTEHHE OCTATROR DAk TEPULHAR 00 CTEMHIIMSY RIS 0 CREacTHa
HWIH KOHCCPERPYIOUErD pactaopa (4422
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Baanmocnats poccHlCERY, MEHIYHAPOIHLIX H EBPONEHCKAY CTANIAPTOR

B.l Haesraumee CTaRISpTH

rocT F MO Cramazpr HCO Enporisticknil cranaaps
FOCT P HCO 9001 MO0 9001 EH 11
FOCT P HCO 90032 HCO 9002 EH %2
- HOO 9004- | EH %004-1

B.2 Texenuecks JKBRBAACHTHEE CTHHRAPTLE

MmcT P HCO Crangapr HCO Enponeicknii cranap
MOCT PP HCO 11135 HCO 11135 EH 550
MOCT FHCO 11737-1 HCO 117371 EH 1174-1

B.3 Cxommewe cTanaaprs

McT F HCo Cranzapr HCO Enponeficknii cranaapr
MOCT P HCO 11134 HCO 11134 EH 554
rMoCT P HCO 11137 HCO 111357 EH 352
MOCT P HCO 11138-1 HCO 11138-1 EH &&h
MOCT P HCO 13408-1 HCO 13408-1 EH XXXxx"
MaCT P 51536 HCO 15485 EH 46001
rocT P 51537 HCO 15488 EH 46002

' ToroErTot Ky s,

B.4 He sMenmme anaioresx MEATYHAPOTHEN CTERPTOR

EH 55 Crepuasmuss segmuuHckhx nigeanii. Tpebopanms K MeiminHCKRM  W3IE0HAM © MApKHPOBKOI
sCrepuannos. Stenlization of medical devices, Reguirements for medical devices lnbelled «Steriles

EH 12442—| U EHupoTHee TRAHE B AX OPOHISOIHES, HCOOARIYEMEIS [PH NPOUEELICTEE METHUHHCKNY
waneanit. Yacte 1. Axaana i yopasnesnse prokos. Ammal tissues and their derivatives utileed in the manufacture of
medical devices. Parl 1. Analysis and management of risks

EH 1244221 AuB0THLE TEAHN H HX MTPOMSE00HEE, HETION BIVERMBIS TP MPROHSEOICTI METHUHECKHE BT,
Hacre 2. Horowsnen, cpencrea koHTpons, cbop i ofpawedne, Animal tissues and thess derivatives atilized in the
manufacture of medical devices. Part 2. Sourcing, controls, collection and handling

EH 12442317 JKUBOTHIEE TRAHK B HX TPOHSBOMHLIC, HCTIOALIVEMBIE [IPH IPOHSEOICTES MEAMUHECKHX BATCANIL
Yacre 3. ¥oamenne 1/inin nHaxrHBinms BAPYCOR 1 APYTHX TREHCMHUCCHBHEX SITHTOR. YOTAHOBIEHIE HEXNIHeCo-
cofuorTit. Animal tissues and their dervatives utilized in the manufscture of medical devices. Part 3. Elimination
and/or inactivation of vimuses and other transmissible agents. Determination of non-viability
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