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[Mpeauciopme

I PASPABOTARH BeepocoHiickus Haydno-HCCAeI0BATENRCKHM M HCMEATATENEHLIM HHCTHTYTOM Me-
AHUHHCKOH Texuukd (BHHHUHWMT)

BHECEH TexHnu4eckHdM KOMUTETOM N0 cTAHIApTHIAHNE TK 422 «Ouenks GHOMOMMeckoro eiict-
BHS MEIWUHHCKHY HideiHiis

2 [IPHHAT W BBEAEH B JEWCTBHE MoctaHoRrmeHnem lMccrannapra Poccun ot 29 gexabps
[99% r, Ne BR2-cT

3 Hacromumi cTaniapT, 33 MCKTOUEHHEM BESICHWA, NpeicTapider cofoll ayTeHTHYHLIH TekcT
sesavHapoaHore ctamtapta MOCO 10995 1286 «Ouenka GuonorHyeckorno JeficToHE MeTHIHHCKHE W3-
aenwit. Hacre [2. Mpurotoanenue npod W CTaHIApTHRE O0pasiil:

4 BBEIEH BINEPBHIE

@ UMK HMamaren.cTno cranmapron, 2000

Hacroawmil crangapr He MoseT DLITE NOIHOCTEID MM YaCTHYHO BOCHPOHIRETCH, THRKHPORIN 1
PACTIPOCTRAHEN B KiMecTRe odiMupansiero nitanua Des paspeedns locerangapra Poccuu

1]
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Beeaenne

Cofmonerne monokedsi crangapros ceprn TOCT P HCO 10993 «Ouenka GHOIOMHYMECKOro 1ei-
CTRHA MeIHIWHCKHY HINSTHHs NO3HUIHT O0eCTeUHTE: CHETEMHEH Moaxa ¥ HecleIoraH i BHoaoriyec-
KOro Q2AcTBHA MeJHUHHCKHY HAIeAnd {Janee — WIgenHn).

Lleneio 3THY CTAHZAPTOR HE ALMASTCA GEIVCIORHOES ZAKPETUIEHNE KONKPETHLIY METOOOR HCCNET0na-
HHIE ¥ MCMBETAHHE 33 rpYnnaMe oIHOPOIHLIY METHUHHCKHY H31eIWH § COOTRETCTBHM © TPHHSTON
KIaccHMEaLHER Mo DHIY ¥ ATHTENLHOCTH KOHTAKTA © Opradussos deropekd. [losroudy muanuponaime
H NPOBSIEHHE HCCIEI0BAHNA W MCNBITAHHHA 10K B OCYIIECTEIATE CIIEHATHCTEL, HMEKIIHE CIIELHA L=
HYEY MOIrOTOBRKY H ONLIT B OLTAcTH CAMHTAPHO-XHMHYECKOH, TOKCHEOMIOMHMYeCKoH W GROTOrHdec Ko
OUEHOK MeIHIHHCKHY HaTenHil.

CravaapTul Tol CEPHH ARTAIOTCA PYEOBOTUIMME TOKYMEHTAMMH T NPOrHOSHPOBAHKA DHONOTH-
YECKOrD OefdcTBHA MeTHLMHHCKHN H3TenMil Ha cTaiHH BLIBopa MATEPHATOR, NPSIHAIHAMEHHLIX LIH HX
HArOTOBASHMA, 4 TAKMKE LIS HCCASO0BIHHA roTORHY odpasLon.

B crangaprid cepun FOCT P HCO 1093 pueioime rpyiinosoi sarononos « M aienes Me HHHcKRe.
Ouenka BHOIOMHYECKOTO JeHCTEHA METNLHHCKHY HINSNHH» BXONAT CAeayiouiHe YacTu:

= YACTL | — OUEHEAD W HCCNeIOBIHWA;

= YACTh 3 — MCCNEAOBAHME TEHOTOKCHYHOCTH, KaHlEpOTeHHOCTH W TOKCHYECKOTD HeiCTEMA Ha
PenpPOLYKTHENYID (BYHKIHED,

- YACTh 4 — HCCNEJoBaAHHEe HINeTH, BEHMOIe ACTEVIOUIHK ¢ KPOBLIO,

- YACTh § — HCCHegonalke Ha UHTOTOKCHYHOCTE: METOAR in vitro;

- YACTh b — HCCAETORAHME MECTHOTD TeliCTRHA NOCTe WMLIaHTAllHH;

= YACTE . 7 == OCTATOYHOE COACPEANHE ITANEHOKCHAA NOCHE CTEPIIHIALNH,

- 4acTh ¥ — OCHOBHEIE TIPHHLMITE HWIEHTHOHEIINH | KOTHYECTREHHOND DIpeleTe HHA MoTeHEHAT k-
HIAX MPOIYKTOR JeCTPYKITHI,

= 4acrh M — Mecheaosadie PasIpaLaamers B CEHCHEHIHIMPYIOIHerD: Defc THHA]

- YacTh 11 — HocnenomaHHe GHRUIESTOKCHYSCKOrDy neHcTrn;

= 4acTh 12 — NpEToTORIENHE TPOG B CTAHIAPTHLE ODPAILLL,

= YACTE 13 — HOSHTHEMEALHA H KEOIHMECTRSHHOE DNPEISIeHHe NPOIYKTOR TECTPYELRM NOTHMeED-
X MeLHIHECKEY M3

< 4acTh 16 — MOIETHPOBRHHE M HCCTENOBIHHE TOKCHKOKHHETHKH MPOIYETOR TECTHVEIHN W BLIMLL-
BAHMHA.

OFLEKTOM CTAHIAPTHIAUNN HACTOSETT CTAHAAPTA ARNARTCH TPEGOBAHNHA H METOOL! MPHIOTOREHIEA
HeCaeayeMLIx npod H pECTROPOD CTAHARPTHLX ODPA3LOB 104 NPonele HHA HeCIST0BaHHA ¢ UeIRI0 QLUEHKK
OUONOrHMECKOro IeHcTiuA MelHMUHHCKHY WIeIHi,

MeTodsl NPUrOTORNSHHA NPODS IOMTAHL VUHTRIBATE HATHAYEHHEe, TIPHPOIY MATEPHAa H MeTOmkE
OUeHEH OHOIOrHYecKory AeHCTRHA, BEIOAAE HCOOILIVEMEIE MOIEILHBE Cpedbl, TIPOIOIHHTENLHOCTE
KOHTAKTA ¢ OPTAHHIMOM H APYTHE [MapaMeTpel.
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FTOCYJAPCTBEHHB H CTAHAAPT POCCHHCKOH PEJEPALHM

Hazenua sMeTHnncKHe

OQUEHEA BHOAOIHYECKOT( ,ﬂ,EﬁETEHH MEITHUHHCKHWX HS,EELHHﬁ
YacTrh 12

IlparoTosacune npod B CTANIAPTHHE ODPAIWER

Medical devices, Biological evaluation of medical devices. Part 12,
Sample preparetion and reference materls

Jara ppegernn 2002—01—01

1 OdaacTs npaMeHeHHn

Hacrodmuii cTansapt yCTAaHARTHEACT MeTOAM NPHIOTORIEHHA NPod N pacTROPOR CTAHIARTHLIY
OfPATHOR, HCTIOALIYVEMEY LTA OUEHEH GHONOTHYECKOrD 1eHCTRHSA MATERHAIOE M MEIHUHHCKHY WIIeTHR
(Oanee — HIMeINi), 1 BEIOYEeT:

= BRDOP MATEPHATA 0718 HIYUESHAA,

= BRIDOP NPEICTAGHTEALHON YACTH WITelnHa;

= NPHIOTORNEHMS HCCAEIYeMOd NpoGil;

- BRIDOP CTAMJAPTHLIX ODPAILOBE AMA JOKATATEALCTRD TIPHMEHMMOCTH TECT-CHCTEMEl W/HIH AnR
OTHOCHTEMLHOMND CPABHENHA DHONOTHYECKOH AKTHEHOCTH HIyYaeMol npobs;

= MPHIOTORNEHWE BRITABEK.

2 HopMaTHBHBIE CCBLIKH

B nactosmes cTaHIAPTE HCTOABIOBANE] COBAKH HA CASIVIOUIHE HOPMATHEHLIE TOKYVMEHTEL:

WO 90001594 Odidee pYEOBOACTHO KAMECTROM M CTAHIAPTE M0 0DSCTIEYeHHID KAMECTED.
Hacre | Pyxkobooauime vEKasaHuHa 0o BROOPY W TPHMeHSHHD

MO0 900H-2=93% Odugee pyEOROICTESG KAMeCTEOM W CTAHIAPTH MO obecTeueHMio KayecTnd.
Yacte 2. O0WHe pYKOROIALIHE VEATIHMA 1o npasederne FIOO WL, HOO S22 w MO0 9003

OO 9HH3--91% Odilee pYKOBOACTHO KAMECTROM H CTAHIARTEL M0 00SCTeYedHK) KAdecTEd.
Hacte 3. PYvKoRoaauIiHe vEazanus no npusedennn HOO 9001 npr paapaboTke, DoCTapke H 00CIy R REAHHIG
MPOTrPRMMHOTG Oecnede s

HOCO 9H-4—=93% ODulee pYKOROICTES KAMECTEOM H CTAHIAPTH 10 obecneusHHiy KadecTia.
YacTe 4. PYKOBOACTED MO YIPARTEHHID MPOrpasMMoil HaoexuocTi

Pyrosogetee HOO/M2E 25-90° O0wHe TpedoBaHHs K KOMIETEHTHOCTH NadopaTopuil, ooymecT-
RIAI0WHAL KATHBPOBKY W TecTHPOBAHHE

Pyrosoactee HOO/MDE 30—92% Tepsuinl A ONpeIeiedHa, HCMOOLIVEMEE B CEATH €0 CTAHIAPT-
HLIMH GOpasILan i

3 Onpeaenenns

B nacroaies CTanaapTe HCmoiLIosais Tepauis 1 onpetetenua no HCO/M2K 30 n npaseiedise
HH%E.

31 omonsi pacteop: PacToop, NpUsMeHdeMEll 100 NPHICTORISHNA BRITHRKN, obpaboTaiHeli Tak
He, KaK H PACTBOP ¢ HCCTSIve MM MATEPHATIOM, HO M8 COTepaaliMil ero i HeroUILave MLl 1 cpasie e
C BEITARKON.

* Mesayeapossee ctusnapT — 2o BHHEKH [ocoranmapma Poconu,

Hagumme odmumaasmnoe
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3.2 parramea: Pacteop, modyvueHHEH B pe3vIETATE JKCTPAKUHHK MCCASIVEMOTD MaTEpHalL.

3.3 OTPRUATENLNHA KoNTpok: MaTepHat HIH BELUeCTE, KOTOPOoE, DVINVIH MOABeSpriyTo Hocneaona-
HHID MO OMHCAHHOE METOOHKE, NOKATMBEAST NPHIOIHOCTE ITOH METOOWKN 105 DONY4eHHA BOCIPOHIR0AN-
MOTD, COOTEETCTRYIGIIEND OTPHLATENLHOID, HEPEAKTHRHOID WAH (OHOBOTD OTHETE B TECT-CHCTEME.

34 mOIOKHTEILHLH KoETpoAL: MaTepian HIM BEWECTEO, KOTOPOS, BVIVUN MOLGEPrEyTO MCCIeno-
BATIHIO 10 ONHCAHAOH MeTOIHES, NOKASMBAST NPHTOIHOCTE ITOH METOIHKR I8 NOTYUEHHA BOCTIPOH RO -
AHMOTO, COOTRETCTEVIOLIETS DOIOKHTETLHOMD HAH PEakTHEHOTO OTBSTA B TeCT-CHCTEME.

3.5 cTanaapruwi obpazen: MarepHan MaH BEIMECTED, KOTOPOE HMMEET OUHY HIH Doee JOCTaToqHo
FOMOTEHHBIY HOPMHPOGANHEY XaPakTEPHCTHE M TIPeIiaidadedo LA KanHbponky annaparypel, COeHEr
METONA HAMEPEHMA HIH onpeleleH i KOTHYecTESHHEY KAPAKTEPHCTHE MATe PHANA.

In PHMEYAHHE — E.'I?IH].IHFI-'ni R EJ‘E!JH'!-I:I.'I TIOELRMBACT NPHPGEHOCTE METOIHMER 208 IOOyHCHAH BOCTIPORS-
BOJTHNIOTEE, NPCACKAIVEMODD DEIVIIETATH. PL‘H.KJJ,H.E NHGEET DRITE NOUIOKHTEIRHOE 1IN l'."T]'.lHI]EI'!'-L".'.IbI-IIJ'i:I.

36 ceprudHUMpORANNLE cTAanIApTHLE obpazen: Msewownid cepTHHEST cTalIapTHWi obpaeu,
WIPAKTEPUCTHRH KOTOPOTD HOPMHEPOBAHL] C MOMOLILE METOAWKY, TAKMLeH BOIMOMHIOCTE TOMHOMD Onpe-
AENEHAA KONHYSCTESHHMY XaPAKTEPHCTHE © KolebaHnaMi Ha VETaHORIEHHOM JOBSPHTENLHOM YPOBIE.

3.7 mecnenyesmbl marepuwan: Marepuan, wianeaMe, 4acTh MATERHA MO0 Qo KOMIOHEHT, by
EOTOPOre oTOHPIINT JUiE BHOAOIHYSCKOTO HIH XHMHYECKOND HCCneqoBaHHa.

A8 HecaenveMas npoba: BRTAHKD MAM YaCTh HCCIEIVEMOID MATERHALA, KOTOPLE NogReprawnT Guo-
NMOCHYECKOMY HWIH XHMHYECKOMY HCCIRI0BAHH D,

4 DKcnepaMeHTANLHBIH KOHTPOIL

4.1 DRcneprMeHTATEHLI KOHTPOAL BCNOILIVIOT A7 MOATBSPIEHHA METOIMKN TecTHpoRaHHg. B
SABMCHMOCTH 0T TOM, KAKOH METON HCCIelomaHia GHOTOFHYECKOrD TeilcTEMA HENoILIVIOT, B KAYeCcThe
TMOENCIANETD MOKET OMTE BROPAH OTPHUATeIBHENR MM MOACKHTEILILEH KOHTPONE AHG0 (oHoRLil
pactoop. (IMH B TOT Xe KOHTPOAL MOKET 0MThE HCOOABIORAH B PATIMUHIN METONAX HCCHeNoBAHNA.
PYROBOACTED M0 BRGOPY JKCTEPHMEHTLTEHOND KOWTPOIA MPHBEICHD B IPHIOKeHHN A,

I PHMOHAHNE — T]:II:EMJJ.'-ELHI-[HM K HHI_ZIHT.I}" FECACPHMEHTATBHIND KOHTROAH MOrYT VIEGRICTAOPATE HIOCTHH,
PEEOMOHIOEAHHBS K TIPHAMCHCHER B METHITNHEKOR TP KT HEC.

4.2 Cranmapriiie obpaiihk, HCNoMLIYeMBe B KEMeCTRE IKCTIEPHMMENTANLHOIG KOHTPORA, JOMAHL
VAOEASTROPATE ¥CTAHOEIEHHBIM TPEDOBANHAM K KAUSCTBY, FAPAHTHRYEMOMY TIPOUSIVPAMH NPOHIBOIHTENA
H MCHLITATENEHON Aa0opaTopHH & CoOTReTCTRHM ¢ Pyxopnoacteoum HCOO/MBOK 25, MCO S000-1,
HOO 90)=2, OO 90003 g MO 9000-4, Cradgapriiie obpaiibl I0TEHE COOJepXarh cheleina ob
HCTOMHWES MOCTYIVIEHHA, TTPOHIBOIHTENS, THIE, CTENEHH YHCTOTR, & TAKXE HOMED MapTHH.

4.2.1 Bua peliecTsa cTaHAAPTHOID 00pasia WK CepTHRHUIHPOLRAHHOND CTAHIAPTHOND odpasla aoj-
HeH COOTRETCTROBATEL BHIY BELIECTERA HCCNSAVEMOro ODpailna, HANPHMEp NOAHMER, Kepasiks, MeTasil,
EOJUIOHA B T. J.

4.2.2 Crannaprisie obpaslbl NReAcTaRANT CREUMATHIHPOBAHHEE Faboparopuy. BT nabopatopin
OTIPENEnfI0T O0LEM XHMEMECKHY, hUIHUeck iy 1 DHOAOMHYeCEHY XapakTepHcTHE. MMeniinecs B npoiake
OGPATIL WIGETHH, APHMEHACMEY B MEAWUMHCKOH TNPIKTHES, MOMYT OLITL HCOONLIOBAHL B KiUecThe
CTALBAPTHEY 0GPason COrMacHD npuMedanin K 4.1

4.2.3 CeprudHunposiiHEIl CTAHIAPTHER oGpasel BHOHPIIOT C VUETOM G0 DRCOKGH CTensHi
YHCTOTLL, CHeUHGHYECKHY XAPAKTEPHCTHE, COOTEETCTRHA NIPETNONATRe MOMY PHMEHSHIKY 1 T0CTYITHOCTH.
Croennduiveckie xMMHYECKNE, (PHIHYecKHe M DHOIOTHYMECKHE XAPAKTEPHCTHEHN ONPEIenaioT e Mesia-
DOpaTopHIEAX HeCHeqomaH HAX B Tpex i fonee tadopatopisx. 2TH madopatopHi D0 Ll DLITE JOCTYTIH L
ANH FOCTABLIMER.

5 BriDop HccreayeMoro Marepraia

5.1 HocnenopasMo NOIBSPTAIDT MINETHE B FOTOROM K MPHMEMSHHID BHIS MAH €ro NpeacTaBiTe b
HyEr 9acTh §5.2). Ecau 9To NPaETHYICC K HEBOIMOKHG, HCCTSAYIOT NPpelcTapuTenbHLI obpasel Marepuana,
npole i TaKyie e obpaboTEy, KaK H KoOHeMHLIH NPpoayeT.

3.2 EcoM HeposMoEHO [IPORECTH WCCOEIOBAHHE LENOTD HILeOHd, a4 OHO CONepEHT HECKOILED
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MATEPHANOE, BCE MATEPHAT, KOHTAKTHPYIOMIHE ¢ TEAHAMH OPrafdIMa, JoGKHEl DLITE OpeIcTARIEHE B
CODTRETCTEYMMHY MPONOPUHAN, 33 HCKIMeHdenm 3. 3.1 — 334,

3.2.1 OGpasibl HITerHil ¢ NOBEPXHOCTHEM NOKPETHEM DO HE CONSPHRATE MATEPHAT NOKPLITHA K
OCHOBHOH MAaTepHan.

5.2.2 Obpazel Jo/IkeHd CORSKATL NPLICTABMTENLHYEY YACTh COSNMHHEHHA H/WIH CKIeHKH, eciH
HENOMLIOBATH AATEIHE, PATHOUYACTOTHOE COSAWHEHHE THOO CRIBHKY PACTBORHTENEM .

323 KoMNOIMTHBIE MaTepHaALl HCCIEIYHNT Kik KOHEYHELE TPOIYETEL

3.2.4 Marepuana, oTBEpAIAeMEIE In-Siu (UEMEHTLI, ANTeIHBER B MOHOMEPLL), HCCOeIYWT 4eped
CpeaeieHHL OTPeI0K BPeMeHH, HeoDXOIHMLI 1A OTRePAICHHA, B COOTRETCTEMH C MPHMEHEHHEM B
FEITHHAMECKOH TTPaKTHEE.

3.3 B HeKoTOpLX CAvuagx npe Bebope obpaita HeoDAZATeNLHO PYEOBOIACTEOBATECH 1M HLIHATION
NPOMOPUACHANTLHOTD COOTHOMEHNAL KOMIIGHEHTOR,

5.3.1 HexkoTophie BHALI HCCEROBAMMHA (HANPHMED HMITANTALMA) MOTYT NOTPE0OEATL OLEHKH Kak-
A0T0 GTASNEHOND MaTepHala.

3.3.2 Ofpazel MO%eT OLTE BRIOPAH € YUETOM MAKCHMANLHOIG BOITeNCTEMA TecT-CHCTEeMEBl HA
KAROH = THO0 MATEPHAT WIH HIA2THE, O KOTOROM HIBSCTHO, YTO OH OOTEHITHANLHOG 0612 TaeT BHOTOrHHECK Ol
AKTHBHOCTRIO.

3.3.3 ng HeKOTOPRIX TECTOBR FeoMeTpHuYeckas (popaa obpasua MOMeT OKAZATLCH EoKHes THIA
MATEPHAIR, MOITOMY MPH BLRGOpE NPeIcTABHATENLHOH YacTH WIOeIUA ChelyeT OTIABATE TpearnouqTeliie
recxerpraeckoll dopye 0bpazla Mo CPARHEHHID C TIPONOPHHOHATLHLM COICPAANNEM PAIAHYHLIX MaTe-
PHATON.

334 Ecnid B COCTAR MRIENHA BXOIST PAITHUNLIE MATEPHATE, NMpH BRGope obpasia Heobx0THMO
VIECTEL NOTEHIHATBHEE BOIMOKHGCTH CHHEPIMIME H OPVTHY BIaRMone HCTEIH.

3.4 [lpH HCMONLIOBAHHHE BRITRRKH HCCIeIVeMBIT MaTepHan okibHPAIDT B COOTEBETCTEMK ¢ 3.1 3.3,

6 [lpuroroenenne necheayemoil npodsl H PACTEOPA CTARAAPTHONO 00pazNa

6.1 Hcenesyvemme npobel M CTANIAPTHERE o0paIibl HeoDXOIHMO o0padaTLIBATL B YCIOBMAX, HCKII0-
YAKIAX KOHTaMEHAEH. BewecTea, 00paioraBiHecs b NPpouscce MpoHIRoICcTEL, OMHCTEH, CTEPHAHIALHK
H T. T, cAeOveT CHUHTATE HeoTheMAeMOol YaCcThio MIL2AHA, ero YacTH HIH KoMooHenT:. PykoBolcTeos 1o
MPHTOTORICHM K HocneaveMol npodid i pACTROPOR CTAMAAPTHLIX OGPAILOE NPHBSIEHO B NPpHACKEHHN b

6.1 Pabory ¢ MocaenveMBMH TPoSaMi CTePHIBHEN HITENHid H CTAMIAPTHEIY OOPaIU0E Clemaver
MPOBRGIHTE C Y4ETOM TReOORAHHE ACEITTHER, ECNH 3T0 COOTBETCTIVET METOOIMKE HCCIIRROHEAH .

6.1.2 Ecod HMa HeCnegosiiie AOCTYIAIT HECTEPHABNLE HITENHA, KOTOPLIE 100KHL DMTE ApocTe-
PIIHIOBEAHHE OEpel NpHMEHEHHeM B MEIHLUHHCKOH NpakTHKE, TO TAKHe 00Gpasilid nepel Wecne ona e
CTEMTHIVIOT METOOOM, PEKOMEHIORANHEM NMPoHIBoARTEReM. PaboTy ¢ HHMH NPOROIAT C yyeTOM Tpebo-
BaHWi aCeNTHKH, ECH 9TO COOTRETCTRYET METOIMKE HCCASADEANHA.

6.2 Ecnu crepuaniosasHan npoba rOTOBHTCA Nepel MCCIeI0 BAHNEM, DO HO GEITEL YUTEHO WIHAHHE
CTEPHIHIALMH M J00ro NPOUeccd NepecTEpHANIALNN Ha HCCTeRveMyo Npoby W cTANZapTHLE ohpaIun,
BEmOuaA MpekT OT BOSMOKHON MHOMOKPITHON CTEPHIHIALNN KOHEYHOM MPOIyETa.

6.3 EBEcnu wecnenyesuie npodid W CTALIAPTHRE 00OPAilkl TPEOVETCH PAIPedATE HA YAcTH, Clegyer
VUMTEBATE MOBSPXHOCTH, He NOABSPraplidecd papee obPpaBdoTKE, HATPHMED NPOCEETEH HITH NOBSRXHOCTH
cpeda. [lpn paspesadHi MeqHUHHCKHY HIDeTHd Ha NPeIcTaRHTeNLHbE O0PAIIEl CASayeT HCNOALIOBATE
TEXHHYECKHE MPHEML], HCKTRMAKLIIHE KOHTAMMH ALK,

7 “le'l]TDB.IIEI-IHE BBITAMER H3 HCCHEIYeMbIX MATEPHANOB

7.1 Ocuosisie mooRe A

Ecny wecnenopanye TpedyeT NPHMEHEHHH BHTHMEK, MOJEILHAA CPEIa W VCIORHA TIPOLSCCA FHCTPa-
KUHH J0TEHLE COOTBETCTBOBATE CHBOHCTEAM H HATHAYEHHIO KOHEYHOTO TPOIyKTa. PYKOBOJCTEO 1O
IKCTPAKLHE oOpasnos NpHBedenc o npnededn B, a8 omgenwisiy OHOTOMHYECKHNY HCOCHeAoBXHHI,
ONHCEHHLIY. B gpyTex cTamgaprax cepus [OCT P HCO 10993, cyuecteyior ocobLie TpeDoBalHd K
MPUIOTORMEHMID BRETAXER H3 ofpsuon. B atoM covdae Tpebopaduda COOTRETCTRYWIWMHY CTAHAPTOR
[OCT P HCO 10993 GvayT MMETh NPHOPHTET 10 CPaBHeHHI0 ¢ TPpedoBAHMAMH JaHHOH YacTH.
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7.2 Komrefinepst 108 JKCTPAKIME

DIHCTPAKUMED NPOBOIAT B YHCTREIX, NHMHYECKH MHEPTHRIX, FEPMETHYHENY, DeI0OacHBEX eMEOCTAX,
HMEIOEHY MHHHMAALHOE CROGOIH0E TPOCTPAHCTED. DRCTPAK MO CALIVET NPOROIHTL B YCIOBMAX, HCKTI0-
SARGAIAX KOHTAMHHALLNI0.

7.3 Yenosaa JECTPIKIMH

Ha npouecce 3KCTPAKLERH OKATLIBAIOT BIHAHHE TEMMEPATYPA, COOTHOMISHME IUIOATH TIOBESPXHOCTI
H O LEMa, IKCTPArHpYIoWAd cpeta ¥ dasosoe papiosecHe!’ Matepuana. HeobxoanyMo vUNTEIBATE BIHAIME
BECOKOH TEMNEPaTypid M APYTHX YCIOBMH Ha KHHETHEY JECTPUEIHH H HASHTHYHOCTE MOJERLH BN CPED
NpH NpoEeIeHHH yekoperrol Tubo auTeHcHBHOH 2KcTpakuiH. Huxe onncadll CTAHGAPTHEIE YCIORMA,
OCHOBAHHMBIE HA CYLIECTEVIOLEH MPaKTHEe, MCIOILINEIHHE KOTOPLX NPeIveMaTpHBAeT OUEHEY NOTEHIH-
AALHOMO PHCKA, ODVCIORMCHHOMD WIfedMen Win sarepranosd. MoryT OWTe MeNOILIOBAHE W OpyTHe
VCIOBHA, KOTOPLIE HIH HMHTHRPYVIOT 3XCTPAKLMK, HMEIUYID MECTO NPH KIHHHYECKOM HCNONLIDMAHHH,
JTHDO YVIHTRBEANT BOIMOAHOCTE OUCHEH NOTEHUMANLHOID PHCKA, B ITOM COVH2Ee OHH D0AHLL LT
OMHCAHE H O00CHOBIHE,

A CTanmaprHble VeIOEHA IKCTPAKLHE CheIyiiHe:

a) (37T £ 1) "C B Tevenne (24 = ) u;

@) {37 £ 1) "C 8 revenne (72 = 2) u;

B} (30 £ 2 °C B reyenne {72 £ 1) .

ry {70+ 2 "C 6 euenme (24 £ 2) u;

ay {121 £ 2) "C & Tewenue {1 £ 0,2} u.

[MpeanodTede CREIVET OKASLBATE YCTORHAM IKCTPAKUHH, HMHTHPYIOLIHM YCAOBHE KIMHHUYECKOTD
NPHMEHEHHS.

7.3.2 OTHOWEHWA CTAHIAPTHE NA0MATeH NODEPXHOCTH, HATPHMED BRHOYENOH NOBEPXHOCTH, HC-
KTIOMAR eMeHT, HE MTOLTAKIHECH HIMEPSHMKY, K MIULTWIHTRY obLeMa MOLedbHol cpenll NpuReIen.
B Tatmuue 1.

Mo¥Ho HCNOIBIOBATE M APYIHE COOTHOLEHHA (MACCA/00LEM W IIIOUIANE MOBEPXHOCTH, 00LEM )} TIO
CPARHEHHUIO C MPHEEISHHEMH B TAQTHUE |, HANPHMEP MPH OLUEHKES NOPOLIKOR, BCNEHEHH LY MATEPHATOR,
MOPHCTEX NOBZPXHOCTEH W . 1., KOTOP:IE HMHETHPYIOT YCAOHHA KIHHHHECKOTO HENORIOBAHNA H TPHECEAT
K AAEKBATHOH OUeHKE NOTEHLMANLHOTO PHCKA.

T.3.3 DnacToMephl, MATEPHANL C NOKPETHEM HIH obpadoTaHHOH NOBEPXHOCTER, KOMIOINTLL, Ja-
MHHATEL M T. T HeDBNOAHMMO HCCTEIOBATE B HENOBPERK IS HHOM BHA. [pyTrHe MaTepHATE CALIVET PaspeIaTh
Ha Heboapime yacTh, YTobkl 0fecneulTE MOTHOE NOrPYASHHE B SKCTPArHPYILYI HHTKOCTE.

Tabawuwa 1

Cooarsomenne npu

Tonusmea, s '}K.I."IFH.KIEIIII“ Hanmernoninne MATEPHILAA
L
¥ .
| b oem® Metana, caHTETHMECKRA  pOAMMED,  KEpaMEKL,
KOMIOEHTHES TLICHKE, THCTRL B CTEHER TRyDOK
= 0.5 3 om’fun Metans, cHHTETHUECKHE  HOOWMED,  KEPEMHER,
KOMITOIMTHEIS CTEHKH TPYEOK, IWIHTE, JHTLIC BN
T I’
=10 Joem fun [Mpupoanes aacTouep
¥
= L0 1,25 e fan Mpupoanes aiacrosep

' Dgiopoe PREHORSCHE B THSPOOM MATEPHALE NPH TEHHOH TEMDEPUTYRE ONPEICEHET OTHOCHTEIEHOE COUEPRE-
Hue auoplHoil 1 eprcrararyeckod dhas, Das avopduiod hase resneparypa denosoro nepexoms {cresaosasug) T,
ONPELEINeT FOARMAROCTE TOAHMEPHON LETH K CROPocTE andidnann B aannod Gaze. O0eMHO CROpocTh gadain i
APH TEMOepaType Buie T, saunmeannd Bee ckopocti angideyian opi Bones suakoil resmeparype. B kpscrannu-
verkodl diese cROpOCTE trdepyEian HAanBoiee HHEKA. VOOBHA SKCTPUKUEE BRIONDEKTT © YHETOM MEHHMILTEHOTD
HEMCHCHNE (Daosord PandOBecHE MATCPRAIA, onpeiensemore duadononmmekoi cpenoit. Havenerne dasororo
PELEHOBCCHA MOKET [IOEACHE 18 CoB0H HIMEHEHHE KIMHMECTI 0 CTPYKTYPE SKCTPErnpyesey Bewects. B wimeneimn
uanBOrD PREHOBECHS MORHO VAOCTORSPHTECH, HOMOUTRIYH METO CRAHBPYRIme i udepepe HURa kRO KaaoprsMeTpiam.

4
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(heonsapne maiauge |

Coornomenue npy
Tonuema, s ‘!K"-'IF'HH'-I!HI!" HumMenona ane Marepaain
+ 10 ®
Hepasnouepaas O 0,1 r/ma o 0,2 rfa; Wapukn
6o ma

n OTHOWC HHE DUEOLLELE NOBCERXACCTH BIIH MACCE HOCICAYCMOID UEFH}I]H K U‘ﬁhl‘."!‘.l}' ML T RO CPCOE.

Mpumevanne — B pacrosiuee spesa HET CTANMAPTHIOMIHELIY METOI0E HOCAENOBAHKA ABcopbieHToR W
FHAPOELUIGHAOE, [EOSTOMY NPLTEIEETCR CEayRINIT IEOPHInE: GIpeleanT «afophuHoHH VI CMEOCTRs MITTEPHIE,
HAMPHMER EOIHMECTIE MOASIRHOH cpens, abeopiuposanns varepratos. Hocheayesan npofia A0/mEHE coaepaars
2 r maarepuate, OFEEM BRITHEKN T00%cH DRTs A 20 s Sonsane «a8copbunoHHOH cMEDCTHS npodel Maccoil 2 1.

134 K SKCTRATHPVIOILMM CPedaM OTHOCHT!

- MOUEAPHYI HKHIKOCTE — BOAY, PHIHONOTHMeCKE pacTrop, EVARTYPUILHYRY HHIKOCTE Des cuBo-
POTEH;

- HEMMIAPHYIO KHAKOCTE — Chedee PR HpoRaHHee PACTHTEALHOE MACHO (HANPHMED XIOTKOBOS
HITH KYHRYTHOS MACTo);

- AOTOTHHTEILHEE FKCTPArHPYIOILIME HKUIKOCTI: sTanod/poga (3 % no ofeesmy): stanet/guanono-
THUECKHH pacTeop (3% no ofnemy) noadstaaeHraqEots 400 (pasbapreniLil 20 HIHOI0rHUYeCKoTo
OCMOTHYECKOTD JABMNEHHA Y, THMEeTHICYTRBOKCHI, KyALTVRLILHVIO MKHIKOCTE © CHIBOPOTHOIN]

= APYTHE BMHAKOCTH, COOTRETCTRYIOMIHE CEOHCTRAM H NPHMEHEWHIO WIS MHA, NPH HATHYHH CEEReHET
Of WX AeHCTEMI.

V.33 DECTPAKLMIO MOEHO MPOBOIATE 6 CTATHYECKHX YCIoBHHEX Jabo npH nepemewmpadyiy. [pu
HEQDXOIMMOCTH MEPEMeIHBAHEA METOIHKA D0THHA ORITE YETHKO OITHCAHA M JaHeceHs B OTYeT.

736 BWTAXEH CASnyer, N0 BOIMOKHOCTH, HCOOOL30BATE CRATY MOChe MPpHroToRieHnd Bo wibexa-
HHe copbhUHE MATEPHATOM COCYVIA, KOTOPLIH MCHOALIVIOT INH IKCTPAKIWKE, THOO JPVIHY HIMeHeHHI HX
cocTasa. Ecan peTaaRy Xpapsat oomee 24 d, ee cTaDMALHOCTE B VCIODHAX XPaMeH#s NoviaHa DLITe
TIPOREPE A,

71.3.7 He nonyckaercd NOAR2PraTh BLTARKY ODLMHO TPHMEHASMEIM METORAM odpadoTEH U4 oTae-
NeHHA BIRSISHHLN YACTHIL, TAKHM K3k QUALTPALMSA WIH HenTpHgyraposan e i T. 1. TTpy neolxoamMocTi
UeneconBpasHoCcTE TAKOTD NPOLecca NOARHA OLITL 0DOCHOBAH.

8 Oruer 0D HecaenoBAHHE

Oruer 0f WCCHETOBANHN T0MHeH BENOUATE B cefa COemyline nanHLe:

- MCTOYHHE MATEPRAAD, VETPOHCTRA, YACTH VCTPONCTRA HIH KOMOOHEHTA]

- HOMEP NAPTHH WA CePHM, eCTH TAKOBOH CYLIECTRYET,

- ONHCAHIE MPOLUECCa NPOHIBOACTEL, OYHCTEM, CTEPHIAITLHA,

- METO IKCTRAKLHH, BRTKUAKINHH TOKYMEHTIUNKY N0 YCTORMAM IKCTPAKIHK.
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NPHITOAHEHHE A

{CnpaBOYHOE b

PykozoacTeo 00 BLBOPY IHCOEPHMENTANLNOND KONTROAA

Al CeprudmuHponiBnse CTAHIAPTHRLY (PE3ELD

B nacTodiers Bpemi HET B HAAHMHH CEPTHOHUAPOBIHHBX CTAHIAPTHR X ODPA3I0E, HPUIOIHEY LA [POBCISHIA
MCCHEBEHHN 0 BRI ec KoM 0UeHEe.

Al Henoanzoeanme pasiudHsx BRAGE KMTROAR

CVIECTEYIT MATEPHLTE, KOTOPEE WHPOKD HCMIUIBEIVIIT B DHOIOMESECENN HCCIEA0BAHRAX B KRMSCTHE 100~
AUTSIBHOM B OTPHUATEIRHOrG konTpond, Marepnanm, nepeancacnnme 5 A2l — A 24 CooTReTCTEYKIT KPHICpHAM
SKCHEPHMEHTILIEHOM KOHTPOAS 198 BLMOPAHROID MeTOEE Hecaeaosanns. 3o npapiasiuil Bebop KOHTPOAN HECET
OTECTCTEBEHHOCTE MCCACIOBITE b,

] PHMCHHAHHC— B mactonmes PRI CHH . UTH MOIESEATEASH  HECTOH LS CTAHAAPTA NMPHECACHE
TOPROHET MADEKHR H HACTOMHHER JIFH(JEFEL’CHHSI NPOEYETOR. ﬂiﬁ[l'_'.'ll‘liil.l!."l'ﬂﬂ HCNONEI0EEATE H ODYVIHS MPOUYETEL H
HCTOMHMEN, KOTORREIS MOCYT JABdTh THREE HE PEavVILTATEL

A2 ] MummasmalnossEse e

A1 Lms oTPHUATEN BHOID KOHTPULE HCTOUIRIYHIT. NOAHSTHEH BHCOKOH NI0THOCTH Y, NOMHSTIeH HISKoH
MUOTHOCTHS |, o MseTvicoKcas (Ge3 xpesHeaesa) 25 31 jeEpraBeiiys Craib,

A2 L2 e nosesEHTersHOND KOHTPOIH NPHMEHERT BOOMBHEITUIOPNL, COICPEAEIT - ONOBOGDIEHHYET KIS
aobasen ¥ mnacreduposasELE noerHeoopan®

A2 HMToroscHHes ke TECT bl

A2 1 [Lms oTPHUATEERHOTO KOHTPRUTE [IPHMEHSIOT EMIH3THIEH BRCokO maoTrocrn (A2 1. 1)

A222 e noaosuTensRoro KOHTPOES HCTTEIVIOT NOUHEMEIII0PII, COASPHUEMT OI0BOODAHRYEC KHE
aobasgw M

A2 NonoaHHTelsHLE CORUIKH

Jononsurensyie cosiakn |[12], [13] # [14], orHochinlecs K Benoi b0 HMI0 MATERINUION B KASECTBE FKCNepi-
MEHTIEHOID KOHTPOIA U DHOI0THYeCKuy OGS I0BaHHI npuseieHsE B npaaosed i [

I [Toanzmnes sRcokoil mIoTHOCTH (nascrrs RS ans 0TpHUarens org oRTpoas) smosHe nomyants vy US
Pharmacopoeia, Rockyille, 20852 MD, USA

Hunmnasraumos el noaRITWieH 408 OTPHUATEILHDID KORTHUA. MOEHO npeobpectn v Sociely of Japanese
Pharmacopoeia, Nagai-Kinenk 8F, Shibuva 2-12-15; Shibuva-Ku, Tokyo 150, Japan.

H Mostuo oprobpecti wepes Biomatenals Program, Devices and Technology Branch, National Heart, Lung and
Blood Institute, WIH. 312 Fedeml Building., 7350 Wisconsin Ave., Bethesda, 20892 MD, USAC

 Schmidt 1AL, Von Recum, A.F.: On the issue of primuary reference grade poly {dimethylsiloxaney: 1. Appl.
Biomater., 4, 1993,

HORS s noomHTEIEHON KOHTPONE MORHD noaysrts of US Pharmacopoeis, Rockville, 20852 MD, USA.

U Cramaapraedii obpasen moInBHHIDCIOPHTE ¢ IOROOPTAHNYECKME T0DSRKAME 118 IOA0KHTETEHOMD KOH-
Tpann MoeHs npaobpecrd v Portex Limited, Portex House, 1 High St., Hythe, Kent LT 21 6 JL, UK { Prodoct K.
499 300-00H0-00N),

S MmermcpaunpoBaHHAR noanBHHILDOIOpIHIHAR TpyBka BS 5736,/ 2PRS moseT Oume nooyyesa ot BST, Linford
Wood, Milton Keynes, Bukinghamshire, MK 14 6LE, UK.

i
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A2 Jlpyrme siarepumris

Jpyrite METepaaisl, KOTOPsE NPOUETH MERIAB0PETOPHEE HOCISIOBEIHES B KANeCTES CTAHTAPTHLY OOpaIune,
npsuetens 8 A2 n AT

A4 1 [lms orpHUATEIBHOTO EOHTPOVA EPEMEHARTT HOAHFTHICH HRSKON IIOTHOCTH !, IO InMeTHECHI0KCEH
(B EpesEcsesa)! ) EoInBRHILDGIOPHA, nooeafupypErmH, NoasnpomLien !, AaTess L MefHUEMHECKHE HOCH 108~
HWI, OKHCH LI0MHHEA (ESPIMEMECKHE MPYTEN), HEPEABSHMUYID CTATE W THTAHOBE CIUEE.

A2 42 Tlis nonoss e sHOTO KOHTOUE HETOEIVEDNT CErMe HTHPOBAHMEYIO IITHYPETAHOEYES MISHKY, Cogepi-
WYEY AMETHE- WA AHGy et oRapBasar unese® ' IATERCH ORpAIeiEHHOTO COCTARL, pacTEOpLL coneii waHka®,
Beurecmsa, Komoprpe DuUts MCROALI0EHE B KEHSCTES MOEOEHTEEHOMD KOHTPOAS 208 Rpoh, OpeactanimeoT coboi
PELETHOPE! EHOTA B BOLL

I TpyGen PE 140 momso npuobpecrin v Rehan AG) D-95111 Rehau, Germany., [oansnuesoeyo maeHky
scsHo noaysere v Hoechst AG, D-65926 Frankfurt 80, Germany.

I Tpyien 51K 8363 mowuo apuobpect v Rehau AG, [2-93111 Rehau, Germany.

I Tpvors PP 146 mosno npuobdpect v Behau AG, D-95111 Rehan, Germany. MNoannponmiesosyso nacsky
s o noayaete v Hoechst AG, D-65926 Frankfurt 80, Germany.

M Wako Pure Chemicals CO. Lid.

1 Austradian Stndard A% 26067 1989, Menmmnokne 0BopyIOBAHNE — YPETPUIEELIE KATETEPE OHOKPATHOTD
DPMMEHEHIH (CTEPITEHEBIE ) L350 OTIEMEIH EHHCKOFD HOTIU bIOBEH M3
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NPHNIOAEHHE b

{COpEBOMHOE b

PYEoROICTEO 00 NPHCOTORICHHI HCCHLIYEMBIX MATCPHRATOE

B.1 Hecnenyvesmuii Marepmn

Mameprai, BCnUIsVeMBL B BIOGOIHHET KIK HCCICIOBIHIEAY, 100K0H ORTR NPCOCTARRTENRHEM © TOMEH 3peHiN
eI cocTass, obpaloTEe M XEPAKTEPHCTHE TOBSPXHOCTH KOREHHOTD NPOIYETA [PALIed 5 HACTORNIerd CTaH AT},

B 1.1 Tps pecnepoBasmm macTHEOR B PE3H B COCTAR QIS HEL DLITE BEIKUSHE CMOTE, TOIHMED 1 K006
AobapEn. COeaver CUeHHTE B I0EE APYIe KOMIOHEH TS, KOTOPBIE MOMYT BXOAH TS B OOCTAB 8 BHAE 3me ksl OiiHcarie
KOMIOAMUHH JOIEHE BETHA ATE CHEASHIHE O XEPEETEPHCTHES METEPHALE, THRKHES KLE TERMOCTADIL BHOCTh, WEAOCTHOCT L
MUK PEBIPOBIEHHOCTE, MEKCHMATEHD BOSMOGKHOE TPOBIEHNE.

1.2 Merepitanm, Komopsle MOTYT MO0BEPIATECH MOBTORHON CTEPMIMIELHN B OEHHE 1 TEX e 100 PiuiHaH X
VONOBHHE, IOTKHE GLTE HCCACAOBAHL fI0CNE MHOIOKPATHON crepimesin. - Hanpusep, surepian, koTops
CTEPIUTHAYIOT OEAYEHMEM, B ROTOM MORTOPHE CTEPRANIVIST OOPaBaTroil FIIeRORCHI0NM, HEODRM MO MR
nocae OIYHEHN 1 Eocae OBEVUEHNA TUI0C cTepuieELin Frrsesokcuaos. [lpn ofocHoBAHHN «3KCTPeMEIEHOTD
COYHEsE [0 FRCTIOIMLME HECAER0BAHHE MPOROIET NOCIE JKCTOSMUAN HMEHHO B TAKNX YOI0RMIX.

B 1.3 B wopaneHos covaae soe GHOMOIHMECKRE HOCIGIORIHHEE MATEPHARE BROBISET B YOIORHEY BORIeicTEms
KA TOMHO I BAOIrIYECKOH CPEaL HE HCKOHYE NOBEPXHOCTE METCPHALL {8 NPOTHEOIHEKHOCTE Beeil macce). B
KAMECTHE METO, WIBTEPHATHEROMD PASPeEIHME NOBCPXHOCTH ODPa3HE, MOMET CIVAHTE HINOTORIESHHE MHHHATIP-
HOMO WAETHS © HONOBIOBRHMEM TOID e NPOUeees [SKCTPYIHN, OTHEME, OTHOMEICHIA, DMHCTEH 8 T.0L), Tex e
TEMIEPATYP, BPEMEHH, BTMOOPEDE, BEANALA CTERHIREIUNKL, KOTOPSIE PEATIIVRFT B IPOUSCCE PO SSUTCTRS W8I,

B4 Merwias, acnofieayesMae npin GHONOMMECKOM  HOCECIOREHII, AULEHE DRTE M3 TOMO e HCXIHOTD
MATEPHATE, KOTOPEI MRHMEHACTOS MR M3 TORISHEH SIS, B POXOEHTE. TV #e MEXRHHHMSCKYIo obpadoTry,
HAMETRHEHNE, TOAHPOBKY, OHHCTEY, NBCCHBENHI, BO00MaR obpaboTey BOBCPXHOCTE 1 CTEPREIMIALNK, KOTOpkEE
HMERFT MECTS [IPH NPIHIEOICTRE KOHCHHOTT NPOIYETE.

B.15 Kepampueckne Matepiaisl, MPHMEHASMES B OHOAOMHMECKIN BCCISTDBBRHIAX, JUDEHE DETh HAroTome -
HE H3 TOM0 e MOXOMHODO HOPOILEL 0 TO0EERIRTECH Tes Ke Mpoucccay obpaloren (OTIHBEKN, (OPMOBKH 1 T, 1),
HEJIOMAH KOHEUHYIO OFPaGoTRY NOBEPRHOCTE B CTERPHANTINKE, KOTORRE HCNMIEYHET [P0 NPOHIB0ACTES HHETHA,

B.1.6 Muarepians s GHONPOTEME CHEIVET HAYMETE MOCHE BAOCRHELHEE X B TEMCHHE MEKCHMLIBHOID 1
MIHHMATEHOID BIEAESHI, TIPSV MOTRCHHEX WP TORITEEE M IR (R ECEIENM, COUTABAR TEM CHMBIM PULLTHY HEIE YO IEHR
AmE PO EELHES QUKCATOpa.

G.2 Ynermus

BosmosHocts OBPETOBAHIE YACTHIL B YCIOBHAX SKCTPAKUHN JOEHL DHTE YTSHE OPH IWIAHHPOREHIT HOCE-
AOHAHME.

B.3 Koawsectso npobn

Kanm4ectao Mareprass M A0WATE @00 TORSPRHOCTH A0TEH B COOTRETCTROEATE DHOAOIHYCCKEMM 1 hRindec ks
TPeDeE HIA M TECT-CCTEMaL CREayeT HonoaEI0ETh CTRRAAPTHOE KOJIHMECTRD NPODL, [ KOMEHLOEIH HOS UIH KLaioro
O IBHOM FKCTEPHMEHTEL
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NPHIOHEHHE B

{CIpEBOYHOE b

PyROBOICTED N0 JKCTPAKUHE HCCASIYEMEIX MATEDHLIOR

Brirakeu 3 MeaMUHHOKNY MADCIHI TOTORST © UeiRK [OEVHesss pofel, Heobxoanyed 118 onpeseieHis
BUHOROMRMECKON AKTHBHOCTE HRODHX BEWSCTH, BRMBIELDMMNCE W3 WHEANS . B DNOIONMecKoil CHoTeMe, a4 Taxms
OUEHEH FOTCHURATEHON PHCKL MPH MCNOALI0RIHEN nazenua serosekos. [pn npuroToanessm peraxes 83 wieimi
CPei B VCADRHA 3ECTRHIKLAH AUGKHE CODTRCTCTRORITE CHOMCTHAM 8 MPHMCHEHHD EOHEMHOMD NPOIYETI, 4 TAKES
NPOrHOMPYEMBIM XRPAKTEPHCTHEEM METONA RCCASAOBAHKMA (HANPRMep 1yBCTBRTenLHocTH M 1. .. Taknu obpazom,
VEOHMA SKCTREKUMN QTEHEL, B MASLTEHOM CIVHSE, OTPKETE HE TONRKD YEIORMA PEATEHOID TPHMEHCHHE, HO H
NPOrHOTMPYEMERE OCODCHEOOTH TECTOR.

B.l Hactommuil CTHHIAPT NPeinoIarseT, 970 KOTHYSCTRO 3KCTPArHPYeMEY BOIECTE 3JARHCHT OT NPOIIEe-
TEIRHOCTI SKCTPAKUMH, TEMICPITYPS], COOTHOMWEHIA MUIGLELIH NOREPYHOCTH MITEPHATE It OoFhEME MOLeTLHON cpe 9,
B TEEAE CBOTCTE pACTROPHTENA.

B.7 [MpogossurenbHOCTE SECTPEKIMN T0IEHA GRTE JOCTOTOMHOR 15 MAKCHMAIRHOM WEAISHEHRT BEIECTRL
Ha nipastike s KEE00m0 XUMieckorn SHLUEE PeEOMEHIVETCR ONPCIENcHHOE BReMA B TEMICPETYRE SKCTPAKIEHNT.
B kasmecTee WIbTEPHATHER MOKHD NPOBSCTH MOETORHYI SKCTPAKLIME © NOCASIVIOUINE KOHIECHTIHPOBIHNEM, 100k
MEUTYVHHTE AOCTATON HOE ATH AHATHIE KOIHYECTBD IECTRAMHPYEMONG BEULECTIEL,

B.} Temneparyps KCTPOELGHH J0UEHA CROCOBCTROBATE MAKCHMATEHOMY HERICHEHRID 3RCTPAMHPVEMEX BE-
WIECTE, 8 THIEE WMITHPOBATE BORIEHCTIENE HODLIX MEKCHMAEHE BRICOKHX TEMINCPATYR, KOTOPEIM MOKET NOIRCPraTECe
WAMENHE B NPOLISCCE SN0 KIHHHMCCROrD NPHMEHEHnR. THkin WMHTALNA He S0VKHA BRIEIBETE SIMOTHOH [T patiusi
marepuans. TeMIepaTypa SKCTPRKUMH EIBECHT 0T (HEHKG-XHMHEMECKIN XAPAETEPHCTHE Mareprats saneana. Hanpu-
MEp, OPH SECTREKLHE DOIHMEPOE TEMICPaTYPa AR DuTh Huxe TeMmneparyphl cressosarmt.. Eecan remneparypa
CTCKIIHELHES HMAEE NCMOMEIeMOi TEMNCPRTYPE IKCTPAKLINA, NOCISIHAR JUEKHA RTh HILKE TEMICPETYPE [L1ame-
wun. Pexovengosannpe yeroena mpeeeaeHe B 7.3 1 nacTomuero eranmapra.

Jlnst MUNOCTRRUEK STOM0 PAEIENA DPHEEICHE CAEIYHMINE TIRHMMEDLL

- METEPHATE, KOTOPHE MMEIOT TOMKY TUBANCHHA Wi pooavardenus :oee 121 °C, goakem nogseprarscs
FKCTPAKLAH [IPH TEMICPATYPE HHES TOUKH MUERIEHHA {HENPHMED BOEESTHACH O4SHE HHIKDI NADTHOCTH);

- METEPHAIE, TBCPHCHHEE THIPOILY, CACIYeT JKCTPATMPOBATE NP TeMIepaType, obecieHEmeil si-
HHUMILTEH R FHAPOANS {HREPUAER EOEHaMiT 3xcTparnpyoT npu 30 °C);

- METEPHANE H HUWEANH, KOTOPRES CTERHRIYEIT NEROY I CONCPEET SHIKCTE B NPOUECCE XPHEHMA, J0LEHE
akcTparnposatecd npn 121 °C (manprsep npeasapriersio JnoaHeHHEE JHLTR3ETOPR);

- METEPHAN B, KOTORHE HEIOIBSYITOH TORLKD OPH TeMNSpETyPe To, CleiyeT IKCTPErHpOoBETE NPH TeMnepa-
TYPE, KOTOPAS OOCCHCH HBAET MAKCHAMTEHOE HIBIEYCHNE BEltecTia G AerPasaimn MATEPHAR {HANPHME]D KOGTArEH
MO HO axCTparuposatTs npr 37 °C, Torma Kak kepasEMec ke nMiuaHTaTel npe 121 Ch

B4 Coornomesye iy noseprHos T HAeHa ofbera Mo bHOE CPEIBL HAN PECTEOPHTETH A0UTHHD DalTh
AOCTATOM HEIM JULHE:

- AOCTHACHHA MAKCHMLTEHOM: KOTHYCCTEA JKCTREUHRPYEMEX BEILCCTE B IPHEMIEMOM I8 BINUTOCHYeCKHY
MO EORRHRI podanpyeson obneMe (Iospye M oibeM BHYTPH i 3HOAOMIMECKNX IPEasIos);

- DLEEHEM TEITE HUMATRHOT PHCKD TIPH HCTIOE B HME WIS BRI,

- FENTHOMD OVPYECHNT MATEPHLTE B PUCTROPHTE .

Mpur OTCYyTCTEHN RAPAMETROR SKCTPEKLINL 18 KOHKPETHOM HAEANA PCROMERIYVETOS BCIOIE0RITE, CTRHIEPT-
HEIE TUIDIALE BOEEPXHOCTH 1 odbes pacteoputensd {7.3.2). Hegoropre Metoim wecasaosanua TpedyioT KOHuEHTRH-
PORHHH BRTHACE L6 NOBLLUIEHRA CYECTEHTEIEHOCTH TECTA.

I PAMEHAHHE — HEJHI]L‘H'I]JH]'HJ‘IEEHI-IE BLITHRCK MOECT HPHBCCTH K NOTEPpS NETYUHX BELLSCTE, THEWY KIE
OEHCE 3THACHIL,

B.5 Bubpanmpmie 119 3KCTRRKLME PRCTEGPHTEIN A0TKHE COOTRETCTEOETL CICAYIHENM TPeBOBIHINA M

- OLITE IPHIOIHBEIME U HCTIOALSOGBIHES B ONPEIeicHHLN DHODMeCKn TeCT-CROTeMax,;

- HMHTHPOEITE YCIDBAA SHCTPAKUHH, KOTOPRIS Peain Sy oTed B IPOUECee BIHHEHSCKOTD IPAMEHEH IE HLIEIHA;

- DOECTIEYHBITE MAKCHMETEHOS HIRIEHEHHE FRCTPATHPYEMEL BEIMECTH.

[Mpe orcyTeTENy TRHHEX O PACTEOPHTERAY LUH ONPEECIEHHEY HETEIHI PEKOMEHIYETCA HOMMNIBIOBATE GTiH -
JAPTHAE MOCBPHEE B HENGIAPHERE PacTBOpHTen {7.3.4).

I PEMCHAHHRLC— =:-'I':IH..:I:.!E!I'I']-1'IIJ.I'JI!I!I. NAPAMETROR, MPHBECICHAIA B B4 u B.S, FEUCIBOUITHET  HCNOUT B YBATE
AAHHBICS, HONIVHCHHES B KO HOIOrHYSCKEY HOCISDBIH M MEAHLHHCKHE Hagenui, s JAP¥THY LA, HFEE ML
AN8 DHEHEK DHCER T s PHIHHTHH CTAHITAPTHIOSAHHBLL s JEHHBX.
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