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Mpeaucnoeue

Llanu, oCcHOBHEE NDMHLANG 11 NOPALOK NpoBefeHda paboT No MEesrocynapcTEEHHOR CTAHOaDTHIALNN
yvoTadoengdel MOCT 1.0—82 «MexwrocygapcTeeHHan CHCTEMa CTaHZARTUIAUMK. OCHOBHLIE NONMEEHHEs |
MoOCT 1.2—2008 «MewrocygapcTREHHaA CUCTEMA CTAH4APTHAAU MM, CTaH0apTsl MEXIoCYoapoTReHMBIe, Npa-
BLiNG ¥ PEEOMEHOALMK N0 MEXTOCYOADCTEEHHOR cTAKOAPTHIAUKWK. Mpaawna paipaBoTii, NDHHATHA, NRRME-
HEHKA, OFHORMEHHA W OTMEHR »

CeopeHMA O cCTaHOapTe

1 NOOQroTORNEH deaepantHsis rocydapcTBEHHLIM YHRTAPHEIM NPEANpUHATHEN « Boepoccicami na-
YUHO-HCCNEN0BATENECKANA HHCTHTYT CTAHIAPTHAALWA W CePTUHKALMK B MaWssocTpoeHds (BHAKHMALL

2 BHECEH TegepansHek areHTCTEOM MO TEXHAYSCKOMY PEMYMMPOBAHWKD W METDOMOTAN

3 NMPHUHAT MesrocynapcTBEHHLIM COBETOM NO CTAHIAPTHAALMA, METDONOMMM K CEPTUMEALMK (NPOTo-
kan oT 28 moASps 2011 . Ne 407

3a NpUHATHE NPOrCNOCoBany:

HPE"‘:DE HAHMOHOBIHAE CTRdHR KL'FE CTRaHE CDHF‘ELL.EHHDE‘ HAMMBHOBEIHHE HAEMDEINEHOND OpraHd
no MK (WSO 1164) 004—87 ma BE (WSO 31667 00487 e CTAHAAETH R WHEA

Benapyck BY FoccTaraapT Pecnylinskd Benapyce

KazaxcTad KZ MoccTeRaapT Pecaylineky KaiaxcTas

KHpruzua KiG B EIpTe 3cTaHART

Poccun RU FoccTasgapT

Tag=ukdcTaH Td Tan#wreTasaapT

YalekncTas uz YacTaHOERT

4 MpuEaiom DefepaneHors aredToTea No TEXHAYECKORMY DEMYNHPOBI MG M METRONCrMKM oT 13 aexabpa
2011 r Me 1280-c7 MemrocylapcTEEHHRE cTanaapt FMOCT 150 10993-12—2011 prefed o ARRCTEAG B KAYSC-
TBE HAUMOHANEHOM cTakaapTa Poccuickon Pegepauia © 1 Aaxeaps 2013

5 HacToswmin cTaHganT dasHTH4ed sesgysapodsony cradgapry IS0 10993-12:2007 Biological
evaluation of medical devices — Part 12: Sample preparation and reference materials (Ouexka Srnonoriwecko-
ro QeACTEMA MEQWMUMHCEME WAOenKi. YacTe 12. MNpyuroToRNEHWE RO ¥ CTaHdapTHeE oDpaiye ).

CrefsHiA O COOTEETCTEMM MERTOCYIADCTREHHEIX CTAHGADTOR CObINOYHEIM MERIYHAPOOHLIM CTAHOAD-
Tam NPWBEOEHE B OONOMHMTENBHOM NDHNoKeRnA OA,

CTengHe COOTEETCTEMA — WMEZeHTHYHARA (DT

CTawaapT NogroToaneH Ha ocHoBa npuMededya MOCT P MCO 10993-12—2005

& BBEOEH BMNEPBLIE

MibopMauus of UaMeReduay K racmoneny cmandapmy yBnuskyemcs @ esesodron Wi oosauguom-
HOM FRATAMENns « HALUOHATEHLIE CMandapimets, 8 MEKC UaMEHEMLD U NENDEE0K — 8 REMECAYHOM UHBoD-
MALLIOHWHON YREZamane sHauvoNanskbie cmandapmel:. B cOyYas Mepecldompd [IamMeHe) UL Oirdaisi
HACMOALWES20 CMasdapma CoOMNEEmMemEriilee yesdomMneHue Bydam onybnukoeans @ eMeMeCcAYHOM Ul op=-
MaLLOHHOM YRazamens « Hayuonansyse cimardapmeis. Coomesmameayiuan UHiDopManus, yeedolmenue u
MEKCIL! DAIMSLLAMICH MaoKe 8 LbhopMayuonnal cucmeame ofless MoNe08aHUR — Ha ShuUYLaNEHOM
catime Tedepanbiosn azermMciEa Mo MEXHUYSCKOMY DESVAUDSEIHLIO U MemDToauy 8 cemy Hymeptam

2 Crangaptdsdopm, 2014

B Poccvidckol TPegepauiid HAcTOALWLMA CTAHOART HE MOMET GhiTh MONHOCTED WM YACTAYHD BOCTIDOMIBE-
OEH, THRAMWDOBAH W PACNPOCTRaHEH B KAYeCTEe ODWUUHANEHOTD HIgaHHA Ge3 paspewenus PelepansHons
ArEHTCTEA N0 TEXHHSECKOMY DEMYIHDOBAKKKD K METDOMOIAK
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EeepeHue

CofmogeHde nonoxeHnd cTangapTos cepur 150 10993 «Ouetka BMonorvyeckoro QEAcTBHUA MEGHLKK-
CEWMX M3OENHAD NOIBOMAT 0OECNEHUTE CHETEMHBIA NOOX00 K MCCNEIoBaHKI0 BACMNOMMYECKOrD JeRCTERA MEaLH-
LMHCKME H3ZamnaiH.

Llenss aTHx CTAHOAPTOR HE ARNASTCR BEIYVCNOBHOE 3aKPENNEHNE eQUHC0DDaIHEIX METOL0E WCCNeq0E-
HHIA 1A MCTRITAH WA 338 MRYNNaMIA QOHOPO0HEE MEQWUMHCKAX HIOEMNHA B COOTRETCTREMW C NPWHATON Knaccudmea-
LHER KX MO BALY W ANWTENLHOCTH KOHTAKTE © OQFaHd3Mom Yenopera. [oaTomy NNaqHd posasne M NpoBeleHne
HCCNEO0BAHWA 1K HCNBITAHHUA O0MHHLl OCYLWIECTRNATE CRELMANACTE, HMEDWLWE COOTRBETCTRY KWK NOAroToORKY
H ONblT 8 0BNacTH CAHMTAPHO-XMMHYECKOH, TORCUEDNOMMHEcKOR 1 GUONCrMYeckol CLEHOR MEQHUUHHCENX Hage-
TIAA.

CTanfapTe cepui 150 108593 aenawTcA pYEoacnAWKMKe QUEYMEHTAKMA GNA NPOrHOINDORAHMA | WCCe-
LOEAHAA BUONOrYEckoro JeRcTEMA MEOXUHHCKMX MAJENHA Ha CTaduk BDODa MaATEDHANOE, NPEOHATHAYEH-
HEx ANA WK AIMOTORNEHKR, 8 TAKKS ANA MCCNEeJ08aHMA MoTOBLIX WAOENnKA.

B ceprio IS0 109893 pxo0aT cnedyiowHWe 4acTd nog obuide Hasaauuess « OueHEa SHONorMYeckons ned-
CTEHA MEAHUMHCKWE KWITendidn:

HacTe 1 — DugHKa W KCCNenoBaMikua;

Hacte 2 — TpeboRanwg K 0DpalleHrg © HNBOTHEIMK,

Hacte 3 — Mconefopadka reHoToRCHHHOCTI, KaHUEROMEHHOCTIA W TOKCHYECKOTD O8RCTEMA Ha penpo-
BVETHEHY IO gOyHHELKIO !

HacTe 4 — MoconeaoBadive WI0endd, BIaMOo0eACTBYIOWME C KOSk,

HacTe 5 — Woonenopauie Ha UWATOTORCHYHOCTE, METOORI i vilra;

Hacte 6 — Moconegoparve saecTHOMD J8ACTEMA NOCNE MMNNaHTaWMK,

Hacte 7 — DoTaTodHos CofepaHde aTHNEHORCHOA NOCNE CTERKNHAaLMIA,

HacTe 9 — OCHOBHEIE NDWHLWMNAE HIEHTHEVEIUMK 1 ECNUYSCTEEHHOM ONPedeneHuA NoTEHUHANLHBX
NPOOyETOR AErpagalki,

Hacre 10 — Mcocnegoeanve pasgpasariuent i ceHctBunuanpyiowens AeRcTaMA,

Hacte 11 — Moconegoeadqe obDWeToRCIYSCEors AedCTRNA,

Hacte 12 — MNpuroTosnesue npod v cTasgapTHee obpaaye;

HacTe 13 — MoeHTHDHEILKMA W KONEYECTEEHHOE ONpedenaH-He NPoOaYKTOR OSTpadalMd NonHMMepHsx
ME QML HCKIAX MAtenui;

Hacte 14 — MoedTUdHEaUEa @ KONHEYECTREHHROES ONpegensdke NPpoayKToR Nerpadal s Magenyi Ka Ke-
PaMHKN,

Hacte 15 — MaoesTudmeauka i KoNMYecTEeHH0E oNpegene Hiue NpogykTos Jerpagalmn Hagendid 1a me-
TANNGE W CNNanoa;

Hacte 16 — MoOenWposasue W HCCNedoBaHne TOKCHEOKMHETHKK NPpogykTos Derpanalid ¥ Bk b -
HIA,

Hacte 17 — YCTawoBNEHME NODOIOERI IHAYEHWA ONA BhiMBIBIEMELY BELECTE,

HacTe 18 — MoonagoBadke XvMHAYeckiy CESHCTE MatepyMancs;

Hacte 19 — Mcoonegopadive G IHEO-XHMMYECKRE, MOPoNorMYeckiy | TONOrEadrHackus CEOHCTE Ma-
TEpHaNoe,

Hacte 20 — MprHUKMNE 1 METOOE MCCNEO0BAHMA WMMYHOTOKCHHECKOD OEACTBIA MEJHLMHCHMY Haga-
MiA,

HacTOAWWA CTAHJART COZEMKT TPEBORAHKA W METOOE NPUIOTOENEHMA WConedyerblx npod, W eebop
CTAHOAPTHLIX oGpaause ANA NPoBedesHs MCCNEfoBAHKA © UENsM OUEHKK DHONOrMHeckons JeRcTBrA MEOMH-
UMHCENE H3genAi.

MeToas nprroToanesuA Npod JormsHs! YYUTEIBAT L HAIHEYEHKWE, NoHPOOY MATERHANE W METOOL OUEHER
BHONCrM4ECKONS OeRCTEMA, BEMKYAR WCNoNBEIYEMBIE MOJENEHEIE COe0k, MPOOCMHMTENEHOCTE KOHTAKTA ©
CPraHWaIsMon | Opyie NapaseT pil.
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M E M o C ¥ O APOCTUBTEMHH®B H C T AHOAPT

W30ENWA MEOULWHCKUE
OLEHKA EMONOrMYECKOro OEMCTEWA MEOWLUHHCKUX W3OENWA

Hacte 12
MNpuroToanaHde NPod W KOHTPONBHLIE OBPAaLLI

Medical devices. Biological evaluation of medical devices.
Fart 12, Sample preparation and control materials

fata Beenessa — 2013—01—01

1 OBnacTe NPUMEHEHWA

HacToAWMA CTAHGapT yCTAHABRNHBAET METOOB NDHIOTOENEHWA NPOG M BelBopa kOHTRONEHBIX Cbpasuoe,
HCNONBIYEMBIX ONA SUEHEH BACNOMMHYECKOND BQEACTEWA MATEDHANCE W MEOHUHHCKIME MANENKA [Qanes — KWane-
NHA) B BHONOMAHECKHY CHCTEMAY B COOTEETCTEMM CO CTaHDapTaMK ceprd 150 10993, 1 akmoHaseTt B ceba:

- BulfOop MaTeprana ana ACcnedoBaH e,

= BeIGOp pENpeIeHTATHBHON YacTH Wa0enMa;

= MPHIOTOBMNEHWE HCCNedyeron Npobis;

- IKCNEPUMEHTANEHEIR KOHTRONEHER 0Spasew;

- BnIDOp KOMTROMNEHEX 0Opaauos v TRe00BaHMA K HHM,

= BulGOp KOHTPONsHEX 0D0aIL0B ONA QOKAIATENLCTED NPHAMEHHMOCTH TECT-CHCTEME WHMAK N8 OTHOCK-
TEALHOMD CRAaaHeHna BroNOMYeckon aKkTUBHOCTI Maydaemol npobs;

= NpHIroToRNEHWE JXCTPAaKTOE.

HacToAwMA CTARAAapT HE PACNpOCTPaHASTEA Ha METEDWaNE KNK KAOenHA, COOepHale GHOTKaHA.

2 HopMaTHBHLIE CCLINKKW

B HacTosweM CTaHOapTe MonoNbI0BAHE COBUMEN HA CEOYIOWHE HOPMaTHEHEE JoKyMEeRTel. Mok aarm-
LOBAHHON CORNEE NPMMEHAMS TOMLKD YEAIAHH0E MaganKe. Npr coenge Bea Aarsl NPUMEHWsA0 NoCNeaHas Ma-
OAHAE YHATAHHOMD QOKYMEHTA, BEMCHaA BCR NONDaB:

IS0 10993-1:2003 Biological evaluation of medical devices — Part 1. Evaluation and testing (Ouexka
GHONOTHYECKONT JEACTBHA MEOMUMHCKHE Hagenvid. HacTe 1. OueHKa ¥ noonegosaHu )

IS0 14971 Medical devices. Application of risk management to medical devices (Magenda seauuaH-
e, NMpHMEHEHKE MEHENHMEHTE DHCKE K MEIMLMHCKHM WATZENHAM)

3 TepMuHBI W onpeaeneHua

B HacToAWEM CTAHRADTE NPHMEHEHE! CREYIOWKHE TEPMUHE] C COOTRETCTRYKMLMMA OMNPEneneHaAM K.

31 HOHTPOMNbHLIA PacTEOR: PacTeop, NPUMEHASMER ONA NPUWIOTORMNEHWHA IKCTRAKTA, XPAHALLKWACE B
HOBHTHYHOR 8MEOCTH W NOOBEDIAINLMACA TEM HE YCNOBKAM, 4TO W DACTROR C HCCNeOyekkiM MATEDUANOM BO
BREMA AKCTLAKLAA, HO HE COOEDMALLMA &ro.

I pAMEBYEHHAS— I’{GHTFIEI]'Iu-HhH:'I PACTEOR NPEOHASHEYEH ONA OUEHEH S03MOHHBIE NOFPEWHOCTER, BbIZBEAHHEX
EMEOCTRED, HCNONBAYSMO@ NPH AECTRACLWAY, 3LCTPANERYOULER KAOKOCTED W APOUECCOM AKCTDEKLLNK.

3.2 cranpapTHeIA obpaaey (CRM) OSpazed pelwecTea (MaTepHana) C yeTaHOBNEHHBIBK N0 PE3yLTa-
Takd HCNBITAHWA SHAYEHWAMKA OOHOR MMM BoNee BENWYKMH, XEDAKTEPUAVIOLIMY COCTAR WNK CRORCTRO0 2TOMD BiR-
wecTea (MaTeprana) ¥ JdawlWWy BOIMOWHOCTE TOYHOM CNPe0eneHnA KoNMYECTEEHRLY XapakTepncThE ©
OTENOHEHHAMK HA YCTAHORNEHHOM O0REDHTENEHOM YDOBEHE.

HinanHe opPMUHANBHO®
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3.3 JECNepPUMEHTANLHLIA KOHTPONEHEW obpazey: O0paiey BELWECTED C XOPOWD MIYSEHH LIS Deak-
LIHAKMK, KOTOPOE MCNONBEIYETSA B KOMKERETHOM TECT-CHUCTEME SNA NOMOWM NPW OLEHES PEAKLKIA TECT-CHCTEM b
Ha NpeaMeaT BOCHPOWIBOORMOCTH U COOTRETCTRKRA.

3.4 akcTpakT: PacToop, NonyYesHbil B peayneTars SKCTDAKUMKA MCCNeqyesorn MaTepuana Wik Kol-
TRPONEHOTS MaTEpUana.

3.5 roMorgHHOCTE: CROHCTRD MATEpUana W erg B3IauMOoTHOWEHME © DUONorMYeckon KOHEYHON ToY-
KO, MK K0TOPEX 870 OOHOPOAMAR CTRYETYRE WNKY COCTaE NOIB0OMNAST NOCNE00EATENEHD Bl Il BATE WA NOCTE-
O0BATENEHD HE BLSLHEATE KOHKPETHER BHoNorM4eckil oTear,

Mpumewansne— KoH TRONEHEA DE-FI&]ELI HAZRIBAKT MOMOTEHHEIM, SCNH SHONOMAMECEMA OTEST HE KOHKDETHOR
WINETEHAE HERDAWTCA B DAMEAR ol ozHAY EHHEIR npE0enos sednpagengHH0cTH ACNETAHEA, BRE ZBACHMOCTH OT HE0THHA
MW CeRHW HCXOO=EOTD MaTepuana gna CTasaanTHOMD ofpazua.

36 OTpMUATENbLHEIA KOHTPONLHEA obpazey: Mobol JOCTATOMHO OXARAKTEPWICBAHHEIA 0Spaseu
MATEDHANA MK BELLECTER, KOTODEIH, NOOBERTafAcs HCCNEO0RaHKM MO GIWCAH HOW METOOWES, NOKAILIBAST NPH-
rOOHOCTE 3TOR METOOMKK O7A NONYYeHWA BOCODOMIBOAHMOND, COOTRETCTEYIOWETS OTDUUATENEHOM, HEDeak-
THBHOMD MK MAHAMANEHCTS OTEETA B TECT-CHCTEME.

NMpuwmeswanwnme—Ha NEaETHEE B KAYSCTEE OTOHUATENBHOMD KOHTRONBHOMD GEFIEEIJ.E MCNONB3YHOT ROHTRONEHE B
EIﬁFI-ES:LIIﬂ, HO TEEHE BEOIMOMHD NPAMEHAHWEe DOHOBEIX @ 3RCTPAMNEPYEME X PACTEODOR.

3.7 NONOBWTENBLHEIA KOHTpONLHEIA ofpazey: Mobod QoOcTaToMHO OXAPAKTERHIoBaHHBIA 0CpasaL
MATEDHANS WNK BRLWECTRES, KOTODLIR, NOJBLRrAACE WCCMNEO0EIHKKD MO CNACAHHOR METOQWKE, NOKAILIBAST NEK-
MOQHOCTE 3TOH METOOMEA ANA NONYHEHKA BOCTDOMIRGAMMONS, COOTRETCTRYIOWEND MONOWHTENBHOM MM DeaK-
THBHOMD OTRETA B TECT-CHCTEME.

3.8 koHTponbHBIA obpazew; CO. Obpaley Marepyana W BEWECTEA © YCTAHOBNEHHEIMKM IHAYSHHA-
MM OOHOH WNd Bonee aenWYdH, XapasTepUIyioluy COCTAR WNM CEOWCTRED 3TOMD BEWECTEa [MaTepuana), W
NpeaHaIHaded el 0nA KanubpoBsM annapaTypel, OUEHEM METONA MIMEDEHUA MMM ONPEASNeHNA KOnuYec-
TEEHHEX XADAKTEDWUCTHE MaTegHana.

[150 Pyrosoocrao 30, onpeaenednea 2.1]

Mpumeswas e — B=acToRmew cTAHLaRTE BOHTPRDMEHE M DEFIE!HEIM RENAeTCeA ol gocTarouHo anpejeneH-
H=lA {IEPESELI. MEBTEDWANE @AW BRILECTER, KOTODRBIW, NOOBEDIEACE MCCNEO0BAHKKD MO ONWCEHHOA METOOWUKS, NOKa3kBASDT
AZWMOHOCTE METOOHEA QNA NONYUSHHAA BOCNDOWIEOOMMOTo, NRELCK33YaMOnD eaYNETaTA. Fa IYNeTIT MOoEaT GEd Te NONoHe-
TENsHBIM HNE OTPHUATENEHSIM.

3.9 cTabMNEHOCTE KONUYECTREHHEIX XapakTeprcTHi: CnocobHOCTE MaTeprana Nogae e BaTs KoH-
KPETHEIA YoTAHOBMEHHEN BHONOMAYeckdi OTEST B paMiEax o0oaHaYeHHEE NPEnenos Npd XpaHeHn npW ob-
OIHAYEHHEX YCNOBHAX B TEYEHWE ONPEaENeHHonD NepHogs BREMEHH.

A3.10 voconegyemsld Matepguan: Marepwan, Mafende, 4acTe Wagends nubo ero KoOMNoHEHT, Npoby KoTo-
poro oTEHPAINT ONA GHONOMHYECKOND KA XHMHSeCKore KCCNeqoBaHKA.

311 mogendpyesmasn IKCTPaKUmMA: JECTRAKLWA, NPOBOIAWARCA METOOOM, MODENHDYILWMM KCNoNEI0-
BAHWE MAOENHA, M JEMOHCTDRPYAR COOTRETCTEME TReboBaHHAM HACTORWEMD CTAHOAPTA CUBHKDH YpOBHE
Bl MblBASKME 13 MAOENHA MATEPHAN0E, KOTODEIE BOAOERCTEYIOT HA NALWEHTS WK NONEI0BATENR NDK COOTRE-
TCTEYIOWEM HCNONBEIDBEAHKA WATENWA.

Mpumesans e — AHANATAYSCREA F.EﬁI}FI-ETD-FIHH ofiRzasa NPOOeMOHCTOHPOEETE, HTO MOOSNADYEMER ALCTRAK-
LUH# NPOESORTOR NDW yCNOBEWAL HEK Gonewen TpEﬁﬂEETHJ’:hHDCTH E Npefnonaraga Moy HCNoNe3088HAK. MI}J:IE]'I-HFI-’.‘IEE HHE
MCNONEZ08AHAA HALENHA TPOBOGHUTOR C YHETOM TOrO, MTo HAJdennE NpHCEI ABRETIR HanBonee CTROFER BOIMOXHAR HEBTEero-
PHA N ANWTEAEHOCTH B2302ACTEMA, 3 TAK=E NEFAHUMAKNTCR B0 BHAMAHWE I308ACTROEAHHEEE THAHW W TEMNEpaTypa aoa-
OBRACTEWA.

312 npeyRenHYeHHAA IKCTPAKLWA: MNoGan aCTPakyKa, NpagHasHa%eHHan ona nonyderkds Bonkllans
HOMUHYECTED BEOENASMONS XMMUYECKOTD EQMNOHEHTA NO CRAEHEHKIO C HONMHUYSCTEOM, BRpAataThiBacMsIb NEW
MOOENHDYE MBI YCNOBKAY KCTIONLICEAHHA.

Mpumewasmne — nFIE'ﬁI'EEHI-'l‘-I-El:‘HE.Fl SHCTREEUWA MOMET NPHESSTH £ XRMHASMECEAM MM EHEHHAM JLCTRPAMApya M-
ro MarepHansa iny EellecTeEa.

313 yorkopeHHan akcTpakuma: [ioban aKcTpakuqa, onpeaenftwan MIMepeHAA MATERHaNoDs, Btk -
BAEMbIX 13 MIAENAA WM MaTEDMana, MeNoNk3YA YCROBWA, KOTOPLIE COKPALLAKT BREMA BelMblBaHHA BELLECTE B
IKCTRAMMDYIOLLYID HMOKOCTE, HO HE NPUBSOAT K XHMHYECKMM MIMEHEHHAM IKCTRArNMpyeMeix BeLECTE.

2
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M PAMBEBYEHWS— ﬁﬂuuepamu YCNOE#A YCHOPSHHCA IKCTPAKUHK RENARTCA! NOELILLEH=AR TEMNSPATYRA, B03-
"jl!.-'Hi.EI'E'H Mg, CMEHE IKCTRArMpyIoLW e MAQKOCTH, W T. 4.

314 MCUYepNLIBAKWAA INCTPAKLMA: JKCTPAKUMA 00 MOMENTS, KOMDa KONWYECTED BEIMEIBaEMON0 Ma-
TEpHANa B NOCNEOVIWER SKCTPAKUMW COCTABNAET MeHae Jan 10 % wonvyecTea, oBHapyEHHOMD B NEPBOHA-
YANEHOM JECTRAKLMA, WM 00 MOMEHTA, KOMOE aHANMTHYECHIA IHAYMTENLHOE NOBEWEHAE COBOKYNHBIX YROBHER
ObIMBIBEAEMOND MATEpHANS HEe HaGnioaaeTeA.

I PAMBYEHWE— Tax =ax ACHEDNE BADLHA KapakTep I:I-I:i-‘Eﬂ!,-'H{E'HHH CCELEOE NDOGQEMOHCTRUMODOEETE HEE03-
MONHD, NPUMEHRETOR ONPSO0SNEH HE HCWEPNE BANWER ILCTRALUAY, NPHEBREHHOS BRILE, Takke cu. MEANGHE HAE .

4 OcHoBHbIe TpeboBaHuA

4.1 Kak onucauo @ 150 14971, npy onpefenasHyd onaciocTy 1 OUSHKS DHCEA MEeJMLHHCKHY Manendi,
ONACHOCTE, BOSHMEIOWAR B PEIYNETATE HAMEHEHHA B NPOUSCCE NPOMABOACTES WNK HEQOCTATOMHOMD KOHTDO-
A NPOUIBOACTREHHOS NPOUSCEa, ACIHA CRTh YYTEHA NEK NNAHWPOBAHAR K NOAroToEKE obpasuce ona Ke-
NEITAHAR ¥ NPUFOTORNEHHH JKCTRAKTOR M3 ITHX HAgendd. Dcoloe BHHMaHKNE CNeqyeT YOenATe OCTaToHHLM
BELGCTEAM ITHX NPOMABOACTEEHHLIX NPOUSCCOR, HANDHMMED, OCTATOYHLIM BEWECTEAM, CHUCTHUTENAM K
DerrHdesTaHTam.

4.2 Tax kak 150 10993 onucsIBaeT MEOKECTRED DAINMYHBIX CHoTEM GRONOMMYECENy MCCneqoeaHuMi, He-
OSXOOHMO CEBEDHTECE C MHOMBMOYANbHBIMA CTAHMOAPTAMK 4NA ONPESENEHME NPHIoOHOCTH JaHHBX DEKOMEH-
OAUHA ANA KOHEPETHBIX TECT-CHCTEM.

4.3 JECNEpUMEHTANEHER KOHTPONLHEIA 0G0a3eU MCNONLIYIoT 4NA NOATESDKISHKE METOOHER TECTHPO-
BAHWA WA DNA CPABHEHHRA PE3YNLTATORE DAIHLEE MaTepranos. B 3aEMCHMOCTH OT TOM, KaKoW MeTod Hoone-
OOBAHKA BHONOMMYecKors  ASHCTEMA  WMONoNL3YIoT, 8 KAYecTRe NoOXoOAWers MomeT GolTe oBsfpad
OTDMUATENEHEBIA MM NONOHHATENEHBIA KORTPONEHEA 00pazey NHE0 KOHTPONEHEIA DACTROD.

i PAMBYEHWE — OanH o TOT He KOHTpONsHbIA CIEFI g3el WoHeT BETE HCNONB30BAH B DASNAMHEY METOORE HO-
CNEACBEEHEA A MOGEET OONYCHETE NepelpalTHie CORMEY HE ADYMHEe YCTAHIENEHHEIS MATEDWENB] @ METOALI ACCNEROBAHUEA.
Honons=4Tens=08 pykoBCOCTAS MO EHE-EI{-Q,I AECNEEHMEHTENBHOND KOHTRONBHOMD chpazua NEMEEAEHD B NPAROKEHRH A
FCRoNe3088HWe RONIEUTENLHATD KOHTRORBHOMD {lﬁlp&!qﬂ ONA ACABTAHEA 7 W0 MOKET 33BUCETE OT HOPM tin BrononyYua
HHUEOTH=IX.

5 KoHTponkHble oBpasubl

5.1 Ofwwe nonoxeHNA

KouTponeHee 00paius- NpegocTaABNAIOT CNeUdanyIpoBaHHse 0pradIanyse. 3T OpraddIay9d onpe-
OEnfiT Chem KMMideckiy, DUarMdeckiy i GUoNorudeckiy XapakrtepucTil. Mueowdeca B npodase oipadysl
HAOENWA, NEHMEHREMLIY B MEOWUKHCKCSR NPEKTHES, MOMYT OBTE WCNONE30BAHE! B KA4ECTRE KOHTPONLHLIX
oSpaIUos.

Mpumevanwe 1 — Cu Pyoeoactan 150 35

CTangapTHeld obpazeyd BulBHUPANT C YHETOM EM0 BRICOKDA CTENEHA YHUCTOTER, CReURpHYBCKMX XapaKTa-
DHCTHE, COOTEETCTEMA NPEaNCNArachomMy NPMMEHEHAD 1 oBwed aocTynHoCTH. CneludYeckne KMMUSECiie,
PHIHYECEHE 1 BHOMOMAYECKME XaPakTERHCTHEW ONPESENRIOT NMPH MENNatopaTopHLIX WCCNedoBaHKMAY B TPEX
WK Gonee nafopatoplay, ¥ NPEACCTARNANTER MCCNEA0BaTENM NMOCTABLLMEKDM,

MprMeYyaHse 2— [AnA NONL302ATENSA HENETENEHS NONYHEHHE 338E0EHHA 0T NOCTASWHEOR HOHTRONEHE &
ofpailos @nd CTAHAERTHEY ofpasyos, 4To aTH Marepkansd By0yT A0CTYNHE NONBI0BATEN N0 MEHLWEA Mape NATE NaT
BTOPSIM, MEHES HENATENEHLEIM BAPMAHTOM, ABNAETEA NYENAKALMA MCTOMH KOS KOHTRONBHE X GO PasUoE MNK CTARAARTHE X
oBpaIL0S sOTHRHTOR (POpMyNbs MATEPUANA, T. 8. NYENAKEUNWA RCEOAHEIE MaTEPUANCE W aeTaned ofpaborsad, Heobxoamn-
Milx OnA oB2cnSHeHns OOHCPoOHEIE NAPTHA KOHTRONEHEX ofpaiLDsa.

5.2 CepTvhKaUMA KOHTRONLHLIX 00PasLoE ONA HCCNEA0BAHHA BHONOrHYecKol Be30NacHoOCTH

5.2.1 KpanddgMEauun KORTPoNEHorD 0Bpaiua ARNASTCRS NPpoUenyDod, KOTODAA YCTAHABNWBAET HWCTIEH=
HOE WK EQAHYECTEEHHOE IHaqdenine BUoNorMHeckoro OTEETa MaTeprana npy onpedeneHHbx YenoBruAx Hokl-
TaHwuA, 00ecneYyrEan BOCNpONIB0AMMOCTE OTBETA, KaK B NatopatopHilx, Tak ¥ B MexnabopaTopHs yenosrax.
OuanasoH BHONOTHYECKNX GTEETOR, CEAIAHHBE C MATEDWANCGM, YCTAHABNKERIGT NYTEM NaBopaTopHblx Hoone-
OOBA HWA.
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5.2.2 Matepsans cepTudhMUAEYOTCA NOCTABWHEAMK KoHTRONbHEX obpazyos. NocTaswxy cnpegenieT
NpefeneHble KHMHYeckne W hHIMSECHWE KAPBKTERUCTHEY, OTLeNeHEe NabopaTop, MCNoNBSYHILKE KoH-
TpONeHBLIE obpaslbl, CNPedenAnT SHONCrHYecKYID XAPaKTERHCTHEY, HEOEXOOWMYIO AN YTEEDHOEHKA KoH-
TRPONeEHOTS 0Dpaina GNa ONPedeneHHon KCNelTaHKe KNk Npouedype. Mateprans, WMenW#Eec B NpoLase,
MOTYT MCNONbLICBATECA KaK KOHTRONEHEE 0G0adUbl, 8CIH OHK CERTROWUUHPOBAHE H NPHMIOGHEl ONA MCTLITAHWE.

523 CeprudHKalma KoMTponeHMons obpaiya ABNAeTcs NpoueqypoH, K0Topaa yYCTAHARMWBAET Kaqdac-
TEEHHOE WK KONWHECTEEHHOE JHAYeHHe SHONOrMYecKors oTEETa MaTEPHana Np onpedeneHisy YCNoBKAK
MCMBITAHKWA. 3TOT NPOUBCE CAYSMT ANS yTREMKASHKA MCNbTAHWA MaTEDHANE HA KOHKPETHLIA OTEET M NPKBO-
OWT K Beifaqe cepTrirkata. BUonorn4eckiid 0TEET Ha MaTepuan yoTaqasnyeanT NyTeM MexnabopaTopHox
WCCNEnoBaHEA.

6 McnonbzoBaHue HOHTPONbHBIX DEFHEH{}B ANA IECNeEPUMEHTANbBHOMD
KOHTROMA

6.1 KoWTponeHeE 0Bpailkl MW CTAHOARTHEE SOPAAE WCNONBEIVIOTCA B DUONOTAHECKHY MCNBITAHMAY
KK KOHTRONBHEIE MATEDWANE, EMOHCTRPHREYIOWMWE NEMMIoOHOCTE NPOULESYDE ANS NONYYEHMa BOCNPONIBONMH-
MOTO pE3yNETaTa, NoNOHHTENEHOMD WK oTpiuarensHoro. Niobod matepran, HononsIyemed Takus obpa-
SOM, XADAKTEDWUAYETCR NPM KEXI0M NEoUeaype SHONorL9eckors MENsITAHKA, ONA KOTOPOR XOTAT KCNoNL30RATE
mMaTepsan. Matepyan, CXapakTepraoBaHHbId K 3aTeM CEPTHERLKDOBAHHBIA GNA GOHOM KOHTRONBHOMD METD-
08 HCCNeAoBEAHWA MK OTBETA, HANDHMED, THNEpYYECTERTENEHOCTH 3AMEANEHHOTD THNA, HE JOMEEH WCNoMEs-
SOBATECA HaM KOHTPOMNbHEIR oBpazey ONA 4pyroro, HanpuMep, UMTOTORCHYHOCTA, GE3 O0nonHATENLHOND

YTEEOHOEHHE.
NMouwmesar e — HoNoNsI0BaHWE HOHTDONLHOTD DE‘FI&B‘.'.E OBNEr4EsT CnMYeHHs pe3ynETaToe B pE3HLIE nafo-
PETIPHAY 4 NOKMOr3eT NpA oS HEE BOCNEOHIBDAHMOCTA P2AYNETATOR HENBITEHHA B OTHENEHBIX HEfIIZIFI-H.TI}FIHHI. ,q]'lﬂ cpae-

HEHHA GHONOrHYecHoro OTEETE HMEeNaTenkHD WoNone30BaTE EOHTPONEHRIS obpasud ¢ QWEnasoHomM OTEETHLIX peasyHEA,
HENEUMERE, MUHUMENEHEIA, CREAHHA @A peSEUA.

6.2 KoMTponedse oBpaigkl, ACNONEIYEMLIE B KA4ECTES INCTIEPUMEHTANEHOMD KOHTRONA, GONHHE yE0o-
NETEOPATE YCTAHOBNEHHEM TREE0BAHUAM K KAYSCTEY, TApaHTHDVEMOMY NDOUSOYDAaMA HIrOTOEMTENA U WCNk-
TaTenkHon Natopatopydy. DK ONKHR CONPOBOMAATLEA COANSHUAMK 00 WCTOUHHER, MATOTOBMTENS, CTEMEHA
YHCTOTRI M THME. KoMTpOnbHee 0Opaile obpabaTeiBaioT cormacHo NonoEardan pasgena 8.

6.3 HouTponsHele 080aiusl, MCNONEIYEMEIR B KIHECTEE IHCNePHMEHTANEHOND KOHTRONA, DOMEHE HAX0-
AWTECA B TOM #Ee KNacos MATEDHANOE, YTO M MCCnefyesisd obpasey, T @. NONHMED, KEPaMHED, METAMN, KOMno-
Ma, W T 4. Tesd HE MEHEE, YUCTIE XHMUHECKHE BRLUSCTEA MOMYT BbiTh MCNONBAOBAHE! ANA ALCMEPWUMEHTANEHOMS
KOHTPOMA NPOUE0YP HCNETaHKA, OCHOBEMHOM Ha MEXaHHIME OSACTEKA, HANPWMEDR, NDOGL HA MEHOTONCHYHOCTE
M Ha WMMYHHYID THNapHyBRCTEMTENEHOCTE JaME]NEHHON TMNa.

7 Buibop obpa3ua ana MccnegoBaHuA

7.1 WMcoonegopadiig NOOBERranT H30ende B roTOBOM K NPUMEHEHHI0 BROE WM MaTeprans, obpatoTau-
HELE TAK W&, KaK 4 MOTOBOS H3gende (o, |50 10993-1), Nk CooOTEETCTEYIOWME IKCTDAKT B M0BOTS KA Bhlene-
peducnedHon. Beibop vecnegyesiol npobel gonsed BuiTs OG0CHORAN.

M PHMS2YHAHWE— B ChiyYae MATEQHAN0E, OTESDWAIEMEIX 1T SITU, MOrYT BrTe HeOBxo0 Hid ki pEIN#EYHE R HCCNe-
Ayemrera Dﬁ-pa!uhl. OTPRHEH WS OTERDHOSHHEIR MAETERHAN W N0 HEOTESDHAEHHDE COCTORMHNE,

7.2 B cnyyae HeobXodW MOCTH HCMBETAHHA IKCTPAKTA NDHMEHSIOT TAKYIO #e Npouedypy Bebopa npobel
ANA MCCNEq0BAHA.

8 MpuroTtoBneHwe uccnegyemoi npobbl M KOHTponbHOro obpazya

8.1 Mococnegyemee Npobol ¥ KOHTpONEHEE 0GpaiULl Heobxoaume obpabaTelEate B YCNOBWAK, HCRNIOHA-
IOWAY KOMTamMUHaLKD. BewecTea, obpaiobanlMeca 8 NpoLUecos NPOMIB0ACTES, OHWCTEM, CTEDUMMIALMA K
T. M., CNEAYeT CYMTATE HEOTLEMNEMOA HacThi0 WALENKA, &0 YACTA MW EOMA0HEHTA.

Mpumesasne— ,qDI'IDI'I HATENHOE PYROBOOCTED MO NPATOTOEREHW D RECTEOPCE KOHTPOMEHBIX fulls? PAILOE NP
E2OEHT B NDANCHEHAK E.

a) PaGoTy ¢ Mccnegyesiinid npodat CTepUNbHLIX M30ENKA W KOHTDONEHEY 0GPRA3LoE CNeqyeT Nposo-
AWTE C yHeToM TPeBoBaAHKEA ACENTHEM, BCNW T COOTEETCTEYET METOAHKE MCCNefoBaHHA.

4
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b} EcrmHa Mccnegoaaqye NocTynanT HeCTepUNEHEES MANeNKA, KOTODEIE A0EEHS BT CTeRKNUI0Ba H
nNeged NPUMEHEHHEM B MEOHUWHCKOR NRAKTHKE, TO Takke oBpasusl Nepen MCCnedosaH e CTEDMNHNIYIOT Me-
TOAOK, PEKOMEHOCEAHHEIM KArOTOBMTENEM. PaboTy ¢ HEMK NPOROOAT © yHeToM TReboBaHUA aCenTHEH, eCnK
ATO COOTEETCTEYET METOOHKE MCCNE0BaHHA,

) Ecnd Mconefyesels npobel YHCTET Nepen cTepdnyIagUded, npu exiSope W paboTe © Wocnenyemon
Noobon QonNKHD BolTh YHTEHD BNAAHKE NPOUECCA O4MCTEH M O4HMCTHTENA.

8.2 Ecnu ans WCCNedoBaHds HeoSx0oOuWMel CTEDUNEHEE WCCNeayemMble NpoSe, Q0MeHs ObiTe YUTEHD
BNAAHKE CTEDHUNHIALHA.

8.3 Ecnu vccnegyemMse Npods 1 KoHTPoNsH e 00pazusl TpebyeTch paipesars Ha 4acTi, Kak onucaqe B
10.2.3, nepeqdncneskie b, cneqyet yyHuTeiEaTe BNHAHKE NOBSNXHOCTENR, HE NOOBEepraBWwkycA paqes obpaboT-
KE, HANPUMED. NPOCEETOA MNKW NoBEpXHoCTER cpeda. MNox paspeaaHul MedHURHCKWE HAOENAA HA THNMYHEIE
GEpadlbl CNegyeT HoNoNbIOBATE TEXHHYECKHE NEHUEMBL, WCKMKOHAKIWKE KOHTAMAHA LMK,

9 Boibop penpe3eHTaTUBHLIX YacTel M3genusa

9.1 Ecnu HEBO3MOMHD NOCEECTH HCCNeLoBaHne LENon KIgenia, kaxaan oTOenk:Han $acTe MoToE0n K
NPAMEHEHKKD MADENKHA, KOHTAKTHRYVIOWAA © TEEHAMK CRraHKMaMa, onKHa BeiTe NRELCTARNEHA B MCCNEOyEMoR
Npote B COOTBETCTEYICLWME NPONODULWAK,

a) OBpasus Wagenki ¢ NOBERXHOCTHEIM NOEPEITHEM J0MNEHEl COQEDMATE MATERHAan NOKPETHA K OCHOR-
HOH MaTepran, game ecnd cyDCTRaT HE KOHTAKTHRYET C TEAHAMIA.

b} OSpazel QOMEeH CONBPMATE THNHYHYID YacTh COBGWHE WA KIANK CENSRKA, Bcid Npd NpoMasoncTee
HACTH MALENWA, BXONALEN B KOHTAKT C NAUMEHTOM, MCHONEI0BANK 3AMEIHE, PAOHOHACTOTHOE COBGUHEHME WK
CENERKY DacTBORMTENEM.

2.2 KoMNoaHTHEIE MaTepHank MCCNeayiaoT KaKk KOHEYHEIE HagEen9s.

9.3 Ecnd B cOCTaE HADENAA BEXOOAT DaINHYHEE MaTeprant, Npx BelGope 0bpasua HeotxoOuMo YYECTE
NOTEHUMANEHBIE BOIMOKHOCTH CHHEDIAIMA H J0YIME BI3MMOQEACTENA.

8.4 Obpazey smoseT DuiTe BeIGpad C YYETOM MAKCHMANEHOMD BOANSACTEHA TECT-CHCTEME! HE KOMMOMEH-
Thl HAOEMAA © MABECTHON NOTEHUWANEHOR SHONOMTMYECKOA SKTHBHOCTBIO.

10 anrﬂTﬂHﬂEHHE JKCTPAKTOB M3 HCCNedyemMblXx MaTepHuanoBs

10.1 OcHoBHLIE NONOMEHWA

Ecnu wocnenosavse TpebyeT NpMMEHEHWA 2LCTRAKTOR, MOOENLHaA CHaa U YCNOBKMA NPeUECEa JKCTPaK-
LMK SON#KHE COOTEETCTROEATE CROACTRAM K HAZHAYEHWEG MOTOBOM K NDHMEHEHWEY AATENWA, & TAKHE LENK He-
CNedoBaHKA, HaNPUMED, ONPEdEneHWE ONAcHOCTH, BhIMHCNEHHWE PHUCKa HNW ouexka pucka. MNpy eeibope
YCNOBWA JXCTPAKLMIA HEOEXOOMMO YYHTHEATE DMIHKG-XMMHYECEHE CBORCTEA MATEPHMAN0B HA0eNWA, BLMLIBa-
Gk X BELWECTE WH OCTATOMHbIX BeWUEcTE. ONA oTheNkHBK BHONOrHYScEny HCCNedoBaHKA, ONMcarHLIx B gpy-
Mx cTadgapTax cepud 150 10993, cywecTeynT ool TReDOBaHHA K NPUIMOTOBMNEHWID JKCTRAKTOR WA
cEpaiuos. B aToM cnydase TpeSoREadna COOTESTCTEYIWME cTanaapTon 130 10993 By0yT WMETE NpHODWUTET No
CRABHEHHID ¢ TPEGORAHKMAMK HACTORLLETD CTAKAARTA.

M pPAMEBYEHWE— HononHUTenkHOE PFYESBOGCTES N0 SHCTRAKLAM EIE\-FI-E.B-_'.I:IE. npHes0eHd B NPUNOHEHAR C.

10.2 HoHTeRHepL! onA IKCTPAKUMK

10.2.1 JHCTDakyMK NPCROGAT B HACTEIX, KMMHASSCHA WHERTHEIX, MDMETHHYHEN BMEOCTAX, HIMEILWHX M-
HAMANEHOE CEOBOAHOE NPOCTRAHCTED.

10.2.2 Ona obecnedenna Toro, 9Tolk eMKOCTH ONA JKCTRAKUAM HE 3arpa3HnnK ModensHyIo cpeay, Ta-
HHE SMESCTH DOMHHE DblTo:

a) GopoCUNMKaTHBIMW CTEKNAHHLIMK NPOSUDKAMH C KPBILLUKAMWNDCOKAMA HA MHEDTHOW NPOKNAgKE [Ha-
NpEMED, NoONW{TeTpadnyopoaITHneH)];

B} Opyrins MHEDTHLIMKA BMECCTAMKA ONA SECTRAKLKK COMMAcHS TPEhoBaHMaM ANS KOHEPETHLIX MaTepla-
NoB WHNWM NDOLS0YE KCTOAKLMI.

10.3 YonoBuA ¥ MeTOOkl IKCTPAKLKK

10.3.1 YonoswA 3HCTRAKLKKY OCHOBHBAIOTCHA HA CYLUSCT BYLWEH NEAKTHEES M oDOCHOBAHE NEPEaocTaBne-
HHEM CTAMOADTHON NOGXMIE, KOTODEA BO MHOTOM SBMAETCA NDAE MMITEM b NPEYBENHYEHHEM HCNONEICBARKMA
HAOENKA, JECTPAKLKID CNEdYET NPOE0AMTE NEK OOHOM W3 DERAMOD, NDHEEOEHHLIX HAME

a) (37 £1)°C B Teuende (T2 L 2) u;
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by (50 L 2) EC B Tedeunse (T2 £ 2) y;
c) (704 2)EC B Tedewwe (24 = 2}y,
dj (121 £ 2} EC & revyerya {1 £ 0 1)y,

Mpume«sane— JLCTREKUMA NpW TenepaType (37 = 1) "0 6 Tederde |24 = 214 B £yNsTYRANsHGA CRELE MOKET
GEiTe MPEEMNSMOR ONA ACCNEROBaHWA UATOTORCAYH0CTH, S |50 108593-5,

YENOBKMA JKCTRAKLMA, ONWCAHHBIE BbIWWE, MCNoNBIYEMEBIE ONA NPEOOCTARMNGHKS MACILTAGOR NOTEHLM-
AnNuHOMS DUCKa, ANS OUEHKY PHCKa WAOENKHA WK MaTeguana, oCcHOBLIBAIOTCA Ha NPegWecTByFWeM oNbiTe,
MoryT BbiTe HCNONEIDBAHEL W OPYTHE YONOEWA JHCTRAKUWH, MMEKILIME MECTO NDEW KMHHWHECKDM KCNoNBS0R-
HIKW, A5G0 NpPEJoCTABNAKLME 0EXBATHYIO CUEHEY NOTEHLWANEHOR SNACHOCTH, HO @ 3TOM CNYy4as OHW O000-
WMl BETE CNWCAME W ODOCHOBAME.

SECTRAKUWA ABNABTCA CROKKEM NPOLUECCOM, Ha KOTODbLIR OK33LIB3:0T BNHMAHWE BREMA, TEMNERaTyRa, Co-
OTHOLWEHWE NNOWanK NOBEEXHOCTA W o0emMa, JKCTRArMpYIOWan cpega | hazopoe pagHoBecHe’ | MaTepuwana.
HeofxoqMmo YHUThiBaTe BNHEHWE BRCOKOW TEMNERAaTYER M OPYIHX YENOBAA HA KBAHETHEY JKCTDAKLMK KW MOSH-
THHHOCT B MOOENBHER CRED NEW NPOSEOEHKA YCKODEHHOA MK NEEYBENMHEHHOR JKCTDAKL M.

Hangumep, Npi ACNONL3I0BaHAE NOBRILEHHLIX TEMNSPaTy R CyLLECTEVIOT OBE BOIMOMHOCTH

1) aHEprMA BLICOKDW TEMNERaTYDL MOHET DbLI2BATE yBRenWYeHHoe obpalopanie NoNepEYHBE CaAIEn
WIATI MONMMEDRIALMI0 NONWMERE W, TEKMM 0GRa50M, CHIMSMTE KONHHYECTRS CaoSo0HONS MOHOMEDS 0MA MHrpa-
LMW M3 NONAMEDS,

2) BEICOKAA TEMNEDATYRA MOMET BelIBaTE (ODMUDORAHKE NPOSYETOR ASMDA0aLMN, KOTOPEE ODEYHD HE
NPWCYTCTEYIOT B rOTOBOM H3QENHK B yONOEMAX KNHHHSECKOND NDMMEHEHHES.

10.3.2 [OnA maTepyanos, pacTEOpAKWLMECA WNH BCACLIBRIOWWECA 8 YoNOBMAK KMAHWYECKOrD NEHMaHs-
HMA, HECDXOOMMO CREO0eaTE YCNOBWAM 3KCTpaKU MK, cnrcandieEm 8 10.3.1. Mo soassosHocT, 3KCTPaKLMIO Npo-
BSOAT NEH KCNONE3OBAHKA COOTBETCTEYIILE R IKCTRAMHEYHIWE R XADKOCTH ¥ YCNOBAA BREMEHW TEMNERaT YDk
ONA WMuTaury soageictens. MoweT Dwime HeolxogumMo Nonkoe pacTRODEHME.

10.3.3 [na onpeneneHdf HeolxoMore obbera JKCTPArMpyIowed MAOKOCTH MOMHO WCNONe30BaTE
CTAHOARTHYIO NNOWaLEL NOBERXHOCTH. Takaa nnowank BknmnsaeT obwyw nnowads ofery cTopod obpasua M
MCENMKISEET HEON DEJENEHH BIE HEDORHOCTH NOBEDXHOCTH. ECNH KoHGHUypau«a obpailua He NoIBoNAST o pege-
NATE NMNOWage MNOBEEXHOCTH, HeoBROOMMO WCNONB30BATE COOTHOWEHHE MACCa0ELEM IKCTDAMADYIOWENA
HAOKOCTH. T, Tabnduy 1.

a) BoamMomHo MCNonNe3cBEaMWE ARYTME COOTHOWSH WA MNOWAaaH NOBEpXHoCTH 4 00REMa MOGEMBHON Che-
Akl HANDHMER, CBAIAHHLIX C OUEHKDA NOPHCTRIX MATERKANOE, SCNK OHM BOJENKDYHT YCNOBWA KNAHMYECKons
NPHMEHEHAR MNA J380T OUEHKY NOTEHEWANBEHONR ONacHooTH.

b) MaTteprans HE0GX0OAMO PA3PE3IATE HA MENKWE YACTH Neped IKCTRAaKUWER ONA ¥NyYWEHN NoTyse-
HWA B JECTRAMARYHMLUYID CREOy, KPOoME TEX CNy-ass, Korga aTo Henpremnemo (Hanpdmep, oM. 10.3 4. Hanpu-
MEp, ANA NONUMEPOE NPUEMNEMEl YACTK paasepan nprMepHo 10 = 30 mm unm 5= 25 mm.

Te&tnwua 1— CTEH.E]&FI'.’HE-IE' NNSLWAaan NOESDEHOCTH W CEbEMEl SRCTRE PYHILSH MHOKCCTH

CooTHOWEHME MPKA IECTPAKUMK [ Rhowags

- MprMEps waTepRancg
NeAEpAHOGTI W maccaiofeew) 4 10 5% P P P

TomyHAa, M

= 0.5 & crdian Mneska, NMcTs @ CcTeHEn TpyGor

Or s oo 1,0 3 criisan CreHed Toy G0, NRACTUHBL, Hebonewne nu-
THE WIGENAA

=1.0 3 crdian KpynHee NeETeE Wagenas

= 1.0 1,25 cMian InacToMepHEE NOKPEITHA

" ®as0e0e paEMOBECHE THEROOrD MATEPMANZ BO BPEMA SKCTPAKYMM ONDEAENART OTHOCHTENBHOE COQSQHEHHE
BMOPIHHOA W KPHCTANNAYeckoR dad. A amopdHoR fais TeMnepaTypa gaacecro nepexona (cTesnoaadka) Tyonpene-
AAST N0SBAKHECTE NONAMEPHOR UENH M CHROPOCTS DRy 3HA B J3HHOA aze. ODsIMHD CHOPOCTE ARGID Y 36H NpH TEMNSRE-
Type Bee Tg 3HEHETENEHD BRIWE CROPOCTH Qudbdy3un NpW Bonge HHIKOA TEMNSPETYRE. B KPACTARMMYECHON a8 CHo-
pocTe AWdbyadd Ha=Bones HWIKa. YOoNoBMA 3KCTPAKLME HE J0MKH= HIMEHATE a30BGIO PAREHOBECHR MATEpWENA.
MameHeHHe haioBorD PARHOEECHA MOKET NCENEYE 33 COS0A WIMEHSHNE KOMHHSCTEA W CTPYKTYRE 3HCTPAMHDYE MBI BE-
WecTa, B wameHeH iy §:a 30B0MD PREHOEECHA MOKMHD YAOCTOSERMTECA, BCNONBIYA METOR CRAHUPYH WA A JHE e peHUWEN -
HOW KANOPHMETEMH.

G
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OxoHasHwe mednuya ?

Coomnowen e TN 30CTPAKERKA (N0 Aas

Mpemapm maraprnanaa
nosepxHOCTA WAK Macca/obeem ) £ 10 %

Tanuwmms, uw

Uenssbie MASENEA He- 0.2 robpasgaisn Mopowok, TREHYNE, N8H3, NWTs=E Hage-
NEpEsHnEHOR 0D e nuaHe abicopBanTw
NopUcTeEE WILENER He- 0,1 rian MerbpaHs

NEPEBANEHO S oD

NMpumMmedadHs e — B HACTOAWES BPEMA HET ETAHLAPTHMI0EEHHEIE METOA0R HoCNeAoEAHHA abcopleHTor W rua-
PORCANSUACE, NOSTOMY NEPEGNETdeTeA CReOysDuMA NopRD 0K

OnpeaenasaT ofbem SLETRErdDyLeR KiagrocTh, aboopbupyerod Ha kaxasid 0,1 runn 1.0 cw® mateprnana. 3atem,
NpM NEEELeHHEN JLCTDAKL MY MATERWANE, A08AENAKT 3TAT QONONHATENLHEA oBREM HE RaMOLIA 0.1 rune 1,0 cw® Mo-
A8NEHO® Cpaaw.

10.3.4 3nacToMeptl, MATEPDHAN C NOKPLITHEM, KOMIOIMTE, MEMUHATEN W T. M. HE0EXOOWM0 MCCneqo-
BaTk, N0 BOAMORHOCTH, B HENOSDEMIEHHOM BAOS WA-33 NOTEHUMAaNEHEX DRINWHWA XaDakTepHCTHE HCTPaxUMHIA
HETOBPEHOEHHEX 1 NOBDEMAEHHEX NOBEDKHOCTEA.

I PAMBYEHMNE— =} PEIYNLTATE NPOMIBCACTESHHEY NPOUSCCOE CACACTES NOESBPXHOCTH MHEOIME ANEBCTOMEBPOE
MOMyT OTN@YaTeCA OT CEOACTE OCHOBHOMD MaTepHana.

10.3.5 JecTpakuWio NpoEcSAT C MCNONBEICEIAHNEM NONAPHEIX M HENONADHEX IKCTDAMMPYIOLWME 21 a-
HOCTEN,

K 3KCTRarvpyioLLMa CRenan OTHOCAT:

a} NoNADHYI0 IECTRAMMEYHWYH MHAKOCTE — BOAY, DHIHONGTHYECKWA DACTBOD, KYNETYDANBHYW HKa-
KOCTE D23 CHBOpPOTH,

B} HENONADHYK JHCTDATHPYIOWAIO HUAKOCTL — CEEMEE PafHHMpOBAHHGE PACTHTENEHOE Macno (Ha-
NEAMED, XNONKOBOE AN EYHRYTHOES | KAYSCTEA, ONPE0ENEHHONS B PadHLX hapMakonens;

C) O0NONHATENBHEE IKCTRAMMDYIOWME MAOKOCTH. aTaHon'ecna (5 % no obbery ), aTaHon/ @ruanonord-
yeckri pacTeop (5 % no obwemy). nonuatvnesmnukone 400 {paztasnedHsid 0o GUIMcNomMYeckon oocmMoTi-
HECKOMD OSBNEHWA |, QHMETHNCYNeDOKCHO, KyNeTYPpansHaa MAQKOCTE C© CHBOPOTHON,

M PAMBYEHWE — BoaMmoxHo WCMNONE30BETE APYIHe SKCTREM PYHWHE HMAKOCTH, COOTEETCTEYEI W MWE CEOACTEAM
W NpAMEHEHWD MIQENWA HIW METOLEM ONPE0ENEeH HA ONACHOCTHA, NP HANKAYHEA CES0EH A ofk e QSACTERK Ha METBERHEN #
'_;IHIII.I'II:I-T.H:HEEIZ}'ICI CHOTEMY.

10.3.6 Opyrue 3EcTRaripy w3 e BUaRocT M MOEHD MCNoNB30BaTE, YYMTRIBAA NPUpoOyY MaTEpUana | Knu-
HAYECKOE NPHMEHEHHE MEOKLMHCKOMD WOENKA, SCnk WX JeACTEWE Ha HOCNeOYeMBld MATEDHAN W SRraHAIM
HABECTHI.

1037 HWUOkMe JKCTRAaKTE CNeayeT, N BoIMOMH0OCTH, HCNONe30BaTe CRasy NoOCHe NMroTOaRNeEH WA B0 1a-
Semanre copbUMM CcoCyY0a, KOTODBIA MCNoNeavIoT ANg 3kcTparyui, nubo gpyrx namenensli coctaea. Ecnn
IKCTRAKT XpauseT Donee 24 4, ero cTabuNEHOCTE M MOMOMEHHOCTE B YONOBKHAX XDAaHEH KA GOMNKHE DbliTe NpoBe-
pEHbl.

10.3.8 He cnegyeT KOppeskTHPORaTE IHaHeHne pH akcTpaskTa Ge3 A0nMHOM oD0CHOBAHKA.

10.3.9 JcTpakT ve cnenyer oopabateinaTe QUNETPaUMeA, UEHTPUYTMDOSaHHEM WNKM ODYTAMK METO-
OAKMK GNA YCTRRHEHAA BIEELEHHBIX S3CTHL, NONYYeHHsx 8 pabosen nopeage. [Npd HEoDXoQWEOCTH Leneaco-
OEPAIHOCTE TAKOMD NDOUSCEa O0NMHE GbiTe oBOCHOBAHA JOKYMEHTAMEHD.

10.3.10 Ons onpegenasua onacHoCT H200xoouMo paccMOTRETE MCNoNBEI0BAHWE YCNOBKA NpeyBen-
HEHHOH JHCTDAKLMA NA NOBELWEHAA 0055 BOINSACTENA BblMbIBacMBIX BEWLECTR. IHCTRArMPYIOWYI0 KUIKOLTE
W YCNOBWA JHCTPAKUMK HYHHD BulGHPaTe Ha OCHOBAHHK MHIMKC-XMMAYECKHY CBORCTE MaTeprana wknm npo-
FHOIHPYE MK XHMAYECKHE BELLECTE C HAIKAM MONEKYIADHLM BECOM, KOTORLIE MOEYT GbiTh JKCTDATA PO HEs.

10.3.11 Ona sateprnanos Mnn w3gendid, KOTopsIg He SonNwHE pacTEOPATECA MK NOOeeiaTeCA peaop-
G NpA 00LI4HOM KCNONBIDBAHKK, NP AKCTREKLMK NOMMMEDHOND MATEDHANA MK MA0ENMA HEODHeLMMO He-
NoNBIGEATE PACTEODHTENM, HE BbLILIBACWWE LAIDYWLEHKA NanWMepHoro coctasa. Mpr HenonbICBAHHK
HEVCTOHYHBOID DACTRODHTENA OONYCTAMO HE GoNee Yem Nerkoe CMArdeHns NONEMERHOND MaTepHana (1. e.
paapywesre meHee 10 %), Heobxoguamo yoanuTe pacTeoprTents (Neped MCnoNeE3oeaHuenm B buonpobe) Bo na-
GEmaHve HetNaronpHATHONS BAMAHKMA OCAOKoE Ha SHonorusecky Npoby (Hanpumep, geHartypauda Denkos
WK pasapaseHde kowi). 1na MHDOoSMaLKA NO MATERHANAM KNI KIJENHAEM, BOTODRIE QONMHE PACTEOPATRCA
WIH NOOBEDTaTecH PE3OPEUHH NPK 0D LIHHOM HCNONBIoBEaAHKK — cK. 10.3.2.
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10.3.12 Ecnu wagenwe AasNAETCA BOJOCOOESPHALWER MUAKOCTREY, IKCTLAKUW HE NPoBogaT. MHOKOCTE
MCNCNEIYETCA HANPRMYK B TECT-CHCTEME.

10.3.13 B cny4any, xornad MUAKOCTH UMPEYNHEYINT Yeped WIgenke npd oSbYHoM MCnonsI0BaH e, Ha-
NEKMER, B IKCTRAKODNODANEHEIX WAOENKHAX, BOIMOMHEA IKCTRAKUWA NYTEM PELMPEYIRLAA. [P BOIsORHOCTH
HYHHO NPEYBENMENTE OOHS MNK Bonee yoNoBKEA, HANDHUMED, TEMNEATYDY, BoeMA, 00wen, CKopOCTE TEYEHHUA.
OSoCHOBANWE BuIGOpa IKCTRAKUNA JONHKHO GbiTe OTRAMEHE QOKYMEHTANLHT,

10.4 Ycnoowa HKCTPakUMM ANA onpefenaHdd ONacHOCTA W OL@HKW PHCHa B PelKMe
NpeyEeNHUeHHOrS MCNONLIODAHKA

10.4.1 MNMpy MoOenupoBaHWK ¥ NpHIoToaNeHKK 00pauos 0NA HCCNedoBaHKA M NPWIOTORNEMHE 3KCTRAK-
TOR M3 3THX WALENHA HEohX0AMMO YYHTLIBETE ONACHOCTE, BOAHHKAIWYK BCNENCTEHE HIMEHEHHWA B NPOMIB0-
OCTEEMHOM MPOUECCE MMM HEgoCTATONHOND KOMTPONA NPOMIECICcCTEEHHONS NPOUSCcca. 8 COOTEGTCTEMH G
ISC 14971, OcoBoe BHAMAHHE CNEQyeT YOSMNATE NPHUMECAM ITKE NDOWIB0OACTEEHHBIK NPOUECCOR, HANDKHMED,
OCTATOMHBIM IMEMEHTIM, CHHCTHTENAM W QESMHEKTAHTAM.

10.4.2 Ecnd NoTeHUHANEHAA TOKCHYHOCTE NPOOYELAK, MCCNeqyemon C NOMOLEI0 NDeyacMYeH HOH 2KC-
TRAKUWK, HEXGOKTCA B Ngegenax Tpebosanyil, oTeyTeTEYET HeChX0ARMOCTE JaNbHERLLIEND HCCNENoBAHKME Ha-
OENWA MOCLENCTROM IKCTRAKLWMA, MMHTHURYIOWEH obbyHoe MCNoNs3I0a3aH1e.

10.4.3 OAnA npoayruu9, NondMepmsyWeics in sid, docnedyendble o0pails GomkHe NoeqcTasnaTe
NEPeanEaragmMble KNAHAHEcKE YCNoEWA NPUMEHEHMA LNA NONYSeHAA MHEOPMaUKd O NoTEHLWaNLHON Tok-
CHUMOCTH PEArMpyIoWM: KOMNCHERTORE NONMMEDS B NPOUECCe OTBERAEBAHKA. EChK NpUMeHH s, Wocneaye-
MilE@ IHCTPAKTE, NPMIOTOBNEHHLEIE B PAIHOE BREMA, OO0MHEl OCHOBLBATECA HA KMHETWEE MOMAMEDA I3
MNOCNE CMEWHBAHKA KOMMOHEHTOR, BRMNICHAA JKCTRAKT, NPUIOTOBMNEMHBIR B OXHUOASMOS BREME OTESDOEBAHMA,
Mecocnegoearve matepdana nocne oTEepgesaHya JonNHHD GTe COoCHOBaHHBLIM.

MpH HCNoNEICEAMKA JECTPAKTOR B METOOAX HOCNENOBAKMA ONA OUEHEN MATEDHANDE, OTEEDOSBAMLLIKE
i S, HAYANo SHCTPAKWAA QOMHMHO NPOHCKOOWTE © TOMD MOMEHTA OTEEDOSBARKA, KOMEa MaTEpHan NoMeweH
i sitw.

Mpy METOOaX KCCNEAOBAHKS, HENONBIYVIOWMY 3TH MATERMANE HANPAMYK, HANDHKMED, NDAMOA KOHTAKT
MM UM TOTORCHHHOCTE HA CNoe araga, AMMNNadTaU9MA, HEEOTODLIE HCCNEdoEaHWA HA MEHOTOKCHYHOCTE, A TAINHE
FERONKA 8 NPAMOM KOHTAKTE, MATEDHMAN JONMEH NEPMMEHATECA, Kak NDH KNHHRSSCKOM KCNoNbSOBAHKA, ¢ OT-
BEQOERaHHEN IN Sl B TECT-CHCTEME.

Mouwmesas e — [QNANPeLCCTABNSHMA K HCCNBA0BEHNED MATEDWERE ON PESensH=H0Mo paidepa HNd Maccsl MoO-
#ET BeTe HeOBROaMMa MOOWPEEEUAR ENHHHYECKOA CHCTEMEl JOCTABKA.

11 OrtyeT 06 MCCNenoBaHWK

OryeT of Meocnefonanvd JonKeH BENoYaTe B Ce0a cneayicllive JaHHBE, HO He OTPadM4HBaTLCA Ta-
HOBbIMA

a) TWMNH COCTAE MaTepuana, ecnd TAKOR0A MABSCTEH, MCTOUHKE MaTeprana, MAgenyd, YacTH HN« EoMno-
HEHTE AILENKA.

NMpume-sasmne— 3To TFIE'EEIEEH!!E NONHE0ETEH WA SBCTHHHE MOEET B5TE Bal NONHesH0 NaCpefoTEOM NHCEMEH-
HOM OAWCEHHA, PHCYHKOE, @OTOrPpadidA MNKW Apyris Matoaos;

b} HOMED NAPTHK MK CEpWE, SCNW TAKOROW CYLBCTEYET,

C) CNWUCAHKWE NEPOLSCCa NDoWABOOCTES, O4UCTEM, CTEDMANIALNH, SCNN NEHMEHKIMO,

d) METOD IKCTRaKUWH (2Cni Betna NpHMEHEHA) BEMITHAKWWA ASKYMEHTALKIO Mo YCNOBWAM JKCTREKLMM,
COe0CTREA NepeMBLUMBAHUA, NIOSEE OTENCHEHHA OT DEEHME JLCTPAKLUMK, ONHCAHHCH B HACTOALEM CTAHOA0TE.
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NprnoseHwe A
cnpaBoMHOR)

JHCNEPHMEHTANLHLIA HOHTPONEHELIW 0BpaleL

A METepHENR., NEPEYRCNEHHEE B HWHEON 8 QYH WHY NADATREPDEL. MOMYT COOTESTCTEORAT: KEHTEDHAM SHINEDH-
MEHTANEHOID HOKTRONsHOMS ofpa3ua ANA HEROTOPHY WCCAELOEAHMA. 3B NPEEMNEHEA Bxi@Cp KOHTPONA HeCET OTEE-
TCTEEHHOCTE MEcnefoeaTens. CM. Tabnuuy A.1.

MHEOOpMaYURA No KOHTRONEHEM 00paILEaM ¥ KOHTRONAM NP2J0CTABNABTOR TONBKG ANA HCCNeqoEIHWA B IS0 10993,
se Tpefyues HIHEDE THEX KOHTRONEHE X OBPE3U0E MNW KOHT pOnedd.

Tatbnuwua A1 — NprMepsl KOHTRONEHEXE OBREIUCE W KORTRONEA B HENWSHA
ManssEdTeneHEH KDET PO EHE A I::'TI:'HLIHrl.'.'ll:nl'I:ull-'| EIHTRONLHEK Ko TPOMbHE W
HMecnegooanna .
pBpaiey oopEIeys ofpa seu®
F1kA NN @6 T3 LA FYWC-org. Sn FE —
SPU-ZDEC CHnukoH -
HaTypaneHel A NaTe ks OKMCh ANKMHHWUE —

— HepHaeeian cTans —

UMTOTORCHMHOGTE FYC-org. Sn FE -
SPU-ZDEC - -
SPU-ZBEC - —

HatypankeHsiA NaTekc — —

Nomuypatad -— -

[EMOCOBMECTHMOCTE — - PYC 75086
PUR 2541

4 EDHFI-H.IJ.-.EHHH B AAHHOA TEENMYE QTHOCATCR K KOHEPETHEIM METERRANEM, JOCTYNHEIM M3 HCTOMHUECE, ODO3HEYEH-
HelX B AZ W ALS.

A2 [na 0TRPALATENEHOTS KOSETPONEHOMRS 0BPa3Ua WM KOHTRONEHE  CEPAIYOE HCNONBIYIOT: NONMATANEH BE COXOR
MAOTHOCTH!EEAA) NONAATANEH HA3E0@ NNOTHOCTES, NONMGEMEeTUNCRNoCcEs (G23 KpaMHesesmali’ | nonyes W Nxnopra
nonésfUpypeTad®, NoONUNEoNKNEH™", KEPAMHYECKHE CTEDHHY M3 OEHEH BNHOMEHAA, HEPHABSOLWYE CTANE W HOMMBDHEC-
M HACTHA THTAHOBRG cnnas.

" High-density polyethylens {Megative Contral Plastic RS) can be ablained fram the US Pharmacopela, Rockville
MDD 20852, USA

A HOPE filrn: AM-C Hateno Research Institute/Food and Drug Safety Center, T29-5 Ochiae Hadano, Kenagaws
FET-B523 JAPAN.

* HOPE film: FM-C Hateno Research Instituie’Food and Orug Safety Center, T29-5 Ochial Hedano, Kenagawsa
FET-B523 JAPAN.

i HOPE film: RM-C Hatano Research Institute/Food and Drug Safety Center, T29-5 Ochiar Hadano, Kanagaws
FET-B523 JAPAN.

I FE 140 wubing: RAUME DIGC &5, Postlach 501, 85208 Manchzerg, Sermany. FE fém i available from Hoechst AG
D-6230 Frankfurt 80, Germany.

“ Blomaterals Program, Devices and Technobogy Branch, National Hearl, Lung and Blood Inatiiute, MIH, Bullding,
7850 Wisconsm Ave., Belnesda, MD 20592, USA,

I SIK 8363 tubing: RAUMEDIC AG, Postfach 501, 95205 Minchberg, Germany

8 PFYC FEOE and PV 7536 ubing: RAUMEDIC AG, Postfach 501, 95205 Minchberg, Germany. PVC-DEHP and
FWCTEHTM film Is available from Hoechst AG, D-E230 Frankfurt 80, Sermany

OPUR 2541 wbing: RAUMEDIC AG, Postfach 501, 852058 Mdnchoerg, Germany. PU film is avadable from Frontiine
Filmzlasning, 5-60003 Norrkdging, Swedan.

"= PP 146 tubing: RAUMEDIC AG. Postfach 501, 95205 Mdnchberg, Germany. BP filrs s available from Hoechst
AG, D-6230 Frankfurl 80, Germany.
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A3 ANs nono#MTENEHOM HOHTRONBHOMD clpaaua noenons IYHIT, HANPHAMER, NONWEWHANANORAL, COLeDHBELLHA Cno-
BOORrEHnYeckwe AoBasku, CEMMEBHTHROBEHHYED NONWYDETAHOEYH NNesky, Co0el AUy anaTan’ 4 wnu .ﬂHﬁ-:.-'TH.I';,ﬂ,HTHE--
H-E-Flflﬂ METH, NATeKCH OApegenNaHHore COCTass, PACTECPEl COMNEA YUHKE ¥ MBS, Beuwectea, KOTOREE HiN WCMGNs 30 B3 HE
B K34eCTEE NONOEWTENEHDID KOSTRON EHGMD GEPEBL&E ANA WCCnegyeMel X SECTREKTOE, NPEOCTIENART cofon CacTEORE B
haHONE 1 3008,

" Positive Contral Material, code 499-300-000-000; Forlex Limited [same as Positive control RS which can be
obta:nd from the US Pharmacopeia. Rockville, MO 20852, USA].

2 Polyurethane film — ZDEC. RM-A, Hatano Research nstitute/Food and Drug Safety Center. 728-5 Qchual
Hadano, Kanagawa 2587-B523 JAPAN.

4 Polyuratnane md — ZDEC: RM-F: Hatano Ressarch Instiiule/Food and Drug Sefely Center, 729-5 QOochial
Hadano, Kanagawa 257-B523 JAPAN.

10
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Mpunoxeanue B
{cnpaBciHoR)

OecHoBHBIE NPMHLANGLI 1 MeTOALI NPUroToBRnNeHHA Npod 1 Bxbopa obpalyon

MaTepwan, HCNonb2yesMsid 8 BHONOTWMECHMY NCCNEA0BEHNAK, Q0NKeH: ObiTe PENPEEHTATHEHEM © TOUKA 3IDEHHRA
2ro cocTaes, ofpafoTEn W XAPAKTEDHCTHE NOEEREHOCTA M3ANKA, MOTOROMD K NPUMeHedD. Cs, T @ 150 108563-1:2003,
5.1, nepequcneHne &).

HOokyMEHTAURA COCTERA NNACTHKOERIX W PEIMHOELIY MATEP@WAN0E JOMN#HAE BRNN4ETe 8 Ce5a onpedeneHde csMon, no-
N#EMepod @ Nedex aobaeod. ONMCAHHE HOMNOIMLME ADNKHG BENKO4E8TE B cebfi CEEJaHEA O X3PEKTEPUCTHES MATEpHANE,
sanpuaMep. ero TepMocbpatoTas, KHMUYECKOA YHCTOTE WMWY H3MENBHSEHHOCTH, MAKCHMANEHD BOIMOKHOE H3MENEYEHHE B
ChyHEs NOBTOPHONG GpodneHUA.

MaTep@ans, KOTOPEE MOMYT NOAER PraTecA NOBTODHOA CTERHNHIALNE TEMA HE ANH aNsTEpHATHEHLIMA METOSAMK,
OonxHE GbiTe HCCNEOOESHE NOCNE MEGICERATHOA CTEQMNHIAUAY. HANpHMED, MATEPHADN, K0TODLIG CTERUNRIYDT obnyye-
HUEM, B NOTOM NOETORHO CTEPUNMAYIDT 0GpEEOTHON ATUNEHoOKoWA0M, HeoBXoAMME HCCNEOEATS:

a) nocme ofnyqesua 1

by nocme ofnyqesMa M CTEQANUIAUAY 3TUNEHOECALOM.

Ecng Bo3SMORHO DNPELENHTe ¢ HAANEEA MM 0bocHIBAaHWeM Hanbones HednaronpUATHRR BEPHAHT BOINEACTEMA.
HCCNEfOBAHWME MOHET BRTe NPOBEIEHD NOCNE BOSAEACTEWA B TAKOM DEHMEME.

B #oeaneHOM chydae 808 GUoNOrMHEckne HOCNEA0E3HWA MATERWANE, BelPEIAHHOIT M3 HIAENUA. CAMOrD KOMNOHEH-
T MZOENUA B KA4ECTES WCCNedyeMOors METEDHANE WAW 3KCTPAKTE, NPUICTORNSHHOMD M2 MATEPUENA DK KOMNOHEHTE, NPO-
BOOAT 8 YCMNOBWAX BOZJEACTEMR KNETOYHORM@ONOrnyeckof Cpedk TECT-CHCTEME HE MOSEQRXHOCTE MATEpWMana. B
HAYECTES METOOE, BNETERHATHRHOID PRIKe NoEepNHOCTH ofpasya, MoWeT CNyHETe MArOTOBNSHWE MAHHATRPHENS HAgE-
N#A © HCNON=30EAHMEM TORD HE NPOUSCCA (IKCTPYIHA, MOTPYHEH®A, W T. 0_}, TEX e TEMNSPATYD, BpEMEHH, aTMoCd B0k,
PAILENHETENEHE K CRELCTE, OTHUIE, CTESEHOEHUA, OHUCTEN, CTEPUNAZALMA W DYTHX NPOUECCOE, MCNONE3YEMBE NPY Npo-
WIBOOCTES MALENEA, BKNKHEA CTEpMNHIAURK, £0TOPEIS PEANH3YRT B APOUSCeE NPOMIB0ACTES W3AENWA. 370 cnocofoTay-
ST OUEHKE NSk MM eKTOR, CERIBHHLIX & NNOWEILK NOESPXHOCTH, XAPAKTEDHCTHEAME NOBSNXH0CTH, KOHUEH TRAYMER
BHMBBIEMEIX BELYECTE, NOBEDXHOCTEH H (DORMOA MATERHANE.

METaNNH, HENONEEYEMEIS NEA BHONOTUHBCEOM BCCNEL0EAHMN, L0NAHE DaiTe @3 TOrD He MCHOOHOMD MaTep«ana, k-
TOPbI@ NPUMEHRETIA NDW W3TOTOANSHHW WALENEA, W NPOXCONTE Ty Me MEXEH nueckysd oipadoTay, MaMensYeH e, NENKpoa-
Wy, O4HCTRY, NBCCHBALWK, BanYan oBpadoThy NOBERAHOCTH H CTERMNH3AURK, KOTOPEIS WRHENT MECTO NDM NPCHIEGOCTES
TOTOEGIG MIOSNUA.

KepEMuYECEME MATEDHANH, NPUMEHREMEE B GRonoriiueckss CconefoBaH«Ax, 0oN#Hel GETs HITOTOENEHME M3 TOTO
HE WCHOOHOMD NOPOWEE ¢ WCNONBEI0BEHHEM TEX HE NPOUECCOE OTNWEM, 3ENWEKH, POPMOERM, cnekad«nA, oipalorm no-
BEDEHOCTH W CTERMNAZALMA. KOTODEIE HMEOT MECTO NEW NPOHIACACTES MOTOR0M0 H3GENWA.

MenoMUMHCEHE WI0ENWA. MCNONEIYHILWE HWAOTHRIE THAXW MMM MY NpoW3BodH=e ¥ oBpRBOTaHHEE WKCATOROM,
CNEdyeT M3YHETe NOCNE BEHOE0HABIAHAA WX B TEYEHME MAKCWMEANEHOTD H MEHHMANEHOTD JONYCTAMOID BREMEHd lKca-
YU, NPESYCMOTREHHOMD MAFOTOEMTENSM, COI0SEARA TEM CAMEIM DEINAHHLIE YENOEAA AR NPOEMKEHWE QUECATORE.

BumecTo aEcTRaKUMY METANNMYECKMY MATERHENOE W NOCAEAYHIWLETD NP HMEHEHWR ALCTRAKTA B TRCT-CHOTEMEN Heob-
HOSWMO DECCMOTRETE MCCNEQOIEAHWE PACTEOD0E PASNMHHEY HOHUEHTRAUMA COOTEETCTRY HUYEA CONY KOHERETHOMS MaTan-
Na'oB, HAXOOAWETICA B HANENHY, ANA ONPEJENEHUA ONECHOGTH HOH2MOHOE KOHKPETHOID METANNS @ 80y HAWERIGLIETD
YOOBHAMEN, HE Bolisi8AUETO MY OTEETHOA DEaKLME.

1 pHAMEBYEHA:S— STor NPHEUAN TAKKE DPAMEHHM K ODrAH@YMaSEMM METEDHAANEM NPK YOCTAHOBNEHHE X CH8MWEI-
WX BELBCTESX B M30EMAA.

MpH NNE3HHPOEEHHKM MCNBITAHWA MATEPWANOE HEoBXoOHMD YIRTHESTE YENOEWRA 3KCTPAKGMA JNA HMINEH THPYEMEX
MATEQHANGE, KOTOPEIE MOTYT Bel3BATE ofpascEaHUe “ACTHU IN Vive NDH KTMHWMECKOM NpAMeHaH#n. Ecnu yonosua awc-
TREKUHM BEI3sIES T 0BpA30BAHME “ECTHL. NI NNEHADOEEHUM MCCNEA0BEHMA MBTEQHARDE gonKed JeiTe yuTeH sddekT
NpoUEdyE IKCTPAKLHIA.

KonuwsecTeo MATEpHANE W NNOWASL 670 NOBSRXHOCTH GONKHE COGTEETCTE0EATE BUONOTAHECKUM U D HIHNSCHEM
OrpaH#YEHU AR TECT-CHOTEMBL. HA NDaKTHES CNeayeT WCnonb30BaTe CTAHAADTHOE KONAHECTE0 NpoSel, PEKOMEHOOBAHHDE
LONA BEA0MG OTHENEHOMD SKCAEDUMEHTA.

MoNs3cEaTeny HECTOAWETD CTAHOARTA 40NEHE 0SPATHTE BHMMaHHEe H3 0G30p wHALNEHAWETD DPEMEHBHHAS @
WHEMNPABMNEHOMD NEPMMEHEHWA S CTAHOERTHE S 0Bpasuoe. 3ToT ofaop oTMe4a2T OBNECTH NOTEHUMENEHOMD HEOGCTETOMN H-
o W HIBRTOUHDOD YNoTpebBneHen sosTRONsHBx 0Bpasyce W CTAaHAEETHEY oBpazuce. MNonb30BATENY HECTOAWEND CTEH-
LApTa OONHHE TECHS NDWHATE B0 BHMMEHAE, STO AONYCTHMO MCNONEI0BAHME £ANHAEPOECMHEIY MATERHANOE GRA OLEHKR
AUMONOTEYETEOTS OTEETE HECNedyeMbsN METEDHANOE B NpELenas ogHod nafopaTapun.
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Mpunoxesse C
(enpasovHoe)

MpUHUMA L IKCTRAKUWA UocneayemMsix obpaayon

G DecTpakTel @3 MEeQRUWHCHRE MIOENWA MOTOEAT C USNbH NONYHEHWA NpAeMnedon npobe, seobzogumoi gna
onpedensH@a SUonorueckod AKTHEHOCTH NGk Bl Mel B EMEE BEWRCTE B BHONorHieckol CHOTEME, B TRICEE ANA OUSHEM
NOTEHUWENEHIM PHOEE NDH HENONE 3063 HHW MALENHA YENOBSKoM, 3 TAHE ONA JEMOHCTRELUMA NOTEHYMENEHOR ON3CHOC-
TH BbiMEIBESMONG SSWECTES 4 ONA KCNONEIOSEHWA NPH NPOSSLEHWA OUSHEN PACKE ANA 300p0EEA senoBard. Moy npero-
TOEMEHHEH 3JRCTREKTOS M3 AIGENHid MOOSNEH3A CREOE (SHCTRArHpPYSOLWEn HHONOCTR) W YONOBWA SHCTREKUWHW OONMHG
COOTEETETEOBATE CEOACTEAM M NDMMEHEHMK MOTOROMD W3LENAA, & TAKKE NPOCHOIMPYEMbIM X3DEKTE W CTHERM METOOS M-
CAEegOEaHMA [HANDHMED, SMYECTEMTENEHOCTE B T M. B OTHOWEMHA USNK MCCNeQoBaHHA, 08 CCHOBEHUA, YWYBCTENTENEHOCTH,
MT. 4.0 Takam oBpasom, YOROEWR SECTRAKUAM @ NPAMEHEHUE SKCTPEKTA B TECT-CHCTEMEN OONHHE, B ASE3ANEHOM CNYHas,
OTREMATE HE TONeKD YCNOEWA PRENEHOMD NPUMEHEH WA RIGEN W@, HO TEEES UENE B NPOrHOIMEYEMBE ocoSeHHOCTH Woone-
AOEEH Wi

B yonoerAx ofe4HOM UWCNONS3I0EAHUA NPY UHPEYNRALME HAJKCCTER YEpas HAASNWe, HENPUMER, B 3IKCTPAKGPNO-
pANBHE X MAOENWRN. ONA NPEEMNSMEE METOA0E SHCTRAKLGMKA Heobioamme oBpaTHTECA K BERTHRANEHOMY CTEHOAPTY.

Ona onpeasneHuA ONECHOCTH W OUEHKW DHCEE ONACHOCTER NPOECORT GHONOrMYEcHEs HOCNSA0EEHHA B YCNOSKAK
NEEYSEnNd e HHOMD @ine ohsi4Horo AcnoneloBadysa. MeTogsl SHCTPAKYW N PAANUHATOR B 33BMCHMOCTH OT USNH HCCneno-
BaHHA:

&) NpeyBend4eHHEN SHCTREEUAA NPWMEHRETCR JNA oNpegeneHis OnacHOCTH,

] BECTPEHUMA, WMHTHDYHOWER WCNONeI0EAHWE. NPEMESASTCR 40 A BepadoTen @ALTopE BA30NACHOILTE NP GUSHEE
pHCES ANA 3G0POERR “ENOESES;

C) MCHEPNEEANRULERA SHCTPRKGMA NPMMEHASTCA QNA SUeHKH De30NICHOCTH MMONAHTHRYEMOrD M30ENWA W NDOTHOZE
BEpXHME ONYCTHMbIX YROBHER SHMAHECHYE BERWECTE, B BNAEMEIE B OPraHWIsM NALUWEHTE.

G2 HEcTOAWMWA CTEHOAPT NPESNORATAAT, 4TO KENHAHECTED JHCTRATHPYSMEX SELISCTE JABWCHT 0T NPOGONKUTENE-
HOCTH 3KCTPIKYHA, TEMNE PATYPE, COOTHOLWEHWE NNOWEAH NOBEPEXHOCTH METEDUMERE W 0libema MOQeNEHOR CReabl, & TaK-
HE CEOHCTE PECTECPUTENA.

C.3 NpoaondMTeNeEH00TE 3KCTPAKLWE GONHHE D8iTe AOCTATOMHOM ONA MEKCHMANSHOID HIBNSYaHHEA BEWECcTEA. Ha
NEaLTHES ONA CEEL000 K4 MAHSCKDrD BHANWIE PEKOMEHOVSITCR CTAHLADTHRIS YONOBHA BREMEHY ¥ TEMNEPATYDN IKCTRIK-
Uk BMECTO QEyrex HeoBoCHOBAHHEE WKW HECTAHAAPTHEIY YoROEHE.

G.4 B kauscTES BRETEDHATHES MOKHD NPOBECTH NOBTORHYS SHOTPAKYHE © NOCNSLYHIWAM EOHUSHTPWEOBEH HEM,
WTOHE NONYHETE QOCTATONHOE GNA SHENNIE KONAYSCTEO JKCTPAMMPYEMOrD BEWecTEd. TEKEA NEECTHES NPHMESHAETEA 8 WS-
nAs HOSHTWEOHESLHA CNACHICTH.

C.5 TemneparTypa sCTpEEUWH MoXeT BuiTe DAINKYHHOA B 3BEXMCMMOCTH OT MCCREQYEMOnd MaTepHana. JCTRaKUHA
HE QON#HA BERZEEITE J8METHON Jerpafal«H METERWENa, 313 WCKNKYEHHEM CNYWAER, KOM0a METEQHEN JONHeH pacTaO-
PRTECA @WK NOORERTATECA DESCPBUMMY NPY nenone3oaasrq (oa. 1032} TeMnepaTypa SKCTRIKUMH 3ABWCHT OT PAZHHO-KH-
MWHECKAE XAPSKTEDHCTHE MATE PHANE HANen«@n. HENPpUMED, NpW SECTRAELAM NONMMEPOE TEMNEDATYRE AONKHE BRITE HHHE
TEMNEpATYOLl CTELNOBEHWA. ECnd TEMNSpaTypa CTENNOBEHWA HAME TEMNEDETYRH WMCNONB30BAHHRA, TEMNSPATYPa 3HC-
TRAKLMA AOM#HA OhiTe HHHE TEMNERETYPS NNEENSHEA. PEKOMEHI0BARHRIE YCNORMA NpEasaess B 10.3.1.

Cneayiuide NpRMEDE CNYHAT @NNRCTRIUAEA AA NYHWEND NOHAMEH WA B3NoxesHoro B 10.3.1:

) METEDHEMNE, HOTOREE AME DT TOUKY NNASNEHRA WNH PESMArYE HUR Hise (121 =2} "0, A0n#Hsl NOAESDrETECA 3KG-
TRAKLME NP CTRHOBOTHOA TEMNEPATYDE HHME TOMKW NAAENEHAA (HANDWMED, NONWITHNSH HW3KOA NNOTHICTH];

] METEDMEMNE, NEOSEDHEHHBIS THAPONMaY, CNEAYET JHCTPAMHMPOBATE NEH TEMNERETYPS, OGECnedHBa W el MikHH-
MANbHER TMAPCNKAS [HaNpEMeD, NoONHasME0E SECTparMpy T npn (50 + 2} *C);

) MATEPHANSE, KOTODEE CTEPUNR3YIOT NAPOM W COAERKST MUAKDCTE B NPOUECCE XPAHEHKWA, CREOYET IKCTRATRpO-
BETE Npw@ TeMnepatype (121 = 2] °C (HanpeMep, NpegBapHTENEHD 3BNONHEHHLIR QRANAIETODR |,

d)] METEDMENE, KO0TODEIE ACNONEIYIOTOR TONEKD NPW TEMONERATYEE TENE, CNELYET IHCTPAMAROBATE NP TEMMUEPATY-
p&. KOTOREA OSECnNeYMEEST MAKCHMANEHOS HIBNSYEHHE B L ACTEA B3 ABrpREIAL®KM MATERWENA [HENPEMED, U ECH POBEH-
Hel€ THAHW MOXHO 3HCTREMMPORETE NDW TEMAepaType (3T £1) “C. ToOr0a KaK sepaMuHaciie MMNNEHTATE NpE (127 £2}°C).

BHéMAHWE — [MpHMEHEHWE MATOAOE WCCNEO0B3HAA HACTORUEND CTEHOARTE K MATSPHANAM WILENAA, COOBDKE-
LWk NPOTERHE, DONHHS NPOB0AWTRCH ¢ BONBWOA OCTOROMHOCTEI, ST00s NEOYEYDE IKCTRA KU NG HE WIMSHHAN A BUOnena-
HECKME CBOACTE 3NCTPAMMPYEMEIE MATE PHENGE.

.6 CooTHOWEHHE MNOWAIW NOEEDEHOCTH WADENAA W 00 EEMa MOSENsHOA CoEORl @MW RACTEORMTENA Q0N HHD O Te
AOCTETHHHEIM ORA!

3] OOCTHEEHUR MAKCHMENEHONT KOMWYECTEA SKCTRAEMHDYEMEIX BE W ECTE B NPHAEMNSMOM NA CMMAYECKOI0 AHANKW3A
MM 4nA BUOnorAveciis MCone0oBaHHA Qo3npyeson ofbeme (T. &, Qoaspyerud 0B eeM BHYTEN D@IHONOTMMECHAE NRegEe-

nogj;
o] OEMOHCTPAUWA NOTEHUMWANBHOW ONACHOCTH NEUMEHEHAR YENOEEKOM,
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C) MONHGN NOTEYHEHAA MATEpWana B pAcTEORPHTENE.

Mpr oTCYTCTEAM NapaMETPOE SKCTPAKWUWA ANA KOHKPETHOM WA0ENWA PEKOMEHLYETCA WCNONEI0BETE CTAHLAPTHEIE
ANOWEAE NOBSREHOCTY W ofbewm pacTaopurens (10.3.3). HeroTopsie METOAR HOCNSA0BEH WA TRESYIOT KOHUYSHTRHDOBEHMA
BHTREEK GNA NOEHLEHHA 4YBCTEUTENEHOCTE TECTA.

I pPHMEYAHWRE— KOHLEHTDHDOBASHS BRITAMAK MOKET NQEESCTH K NOTERS NETywHs BRWBCTE, TAKAX K3k OKMCE
ATHNEHE.

C.¥ BupadHee ONA SHCTREKUWM PACTEOPHTENK DONHHLE COOTEETCTEOBETE CNEdy Wns TpeboaaH@A:

8) BLTe NPAOOHEME GNA WENONEICEIHMA B GNEESENEHHEX BUHONOTUHECHMY TECT-CHCTEM a5

b) WMATHROEATE YCNOSBMA IKCTPAKLHE, KOTOPLIS PEANUIYVEITCR B NPOYECOE KNWHRYECHKOTD NPHMEHEHUWA HALENHA,

c)] oBEeCNEMMBETE MEBKCHMANEHOIE WABNSYEHUE SECTRAMMPYEME X ERWECTE.

Mph oTCYTCTEMA 08HHEIX O PACTEOPHTERAY GNA CNRe0enesHsEX HA0ENHA DELOMEHEYETCA ACNONB30BETE CTAHOSR-
THEIE NONADHIE H HENONAPHEE PECTEOpATENK {10.3.8).

MpAMeYaH®e — CTAHAADTHIAUNA NAPEMETROE, NPHESOEHHEX 8 0.5 1w C.6, N0380NAST HENONs30BETE ABHHEIS,
noNyHeEHERE B 2008 DHONorMHSchdE WCCNeJ0EaHHR Me0HUHHCERE H30eNAA, ONA GpyrdE LENed, HanpaMen, JNA OUEHKRE
DMCKA W ANA PE3IBHTHA CTAHGAPTHA0BAHHLIX G323 JaHHE K.

C.8 On# maTeplanos, pacTECPAKMWKAECA ANH pesopBMpyow nica 8 oprad#ame, seobonumMo cobinoaarte:

8) YCAOEWA, NpRas0esHee B TEGNHYE 1;

by yonoeda TeMnepartypalapama B 10.3.1;

c] nonoxesda 1038 oTHOCHTENEHD PRANETREUEY ANK ULESTDWE YTAEDE SH WA .

C.8 MpuroToemedve oBpaius Magendd, cobvpaemelx i 2ifu

Ons ocofsix aboTOATENECTE NPWIOTOSNEHHA IECTREKTOE U3 WIDENUA, NOMNAME DEIYSMEN 10 Sdu, HEBOIMOMHD O0-
308Th CTAHAAPTHOE TRedoBaHue. ORa NoNyYEHHA NPWSMNEMEND SECTREETE HEOOXOOW MO YHMTHBATE OTASREHEE HOMAG-
HEHTH, BREMA S0 NONMMEDMIELEME, NPEJHAIHAYEHRHOE MCNONSICEAHWE W SKCTPArMpylw@e MugrocTh. HeobBxoguwmo
MOGHEREHY Th, 4TO NP@ NNAHUPOEIHRW NPEEENEHOA METOLONOMAM ANA pazpaboTen nprMrogHoro kccnegyeroro obpaaga He-
OEXOOUMO HCNONEI0BETE KHHETHEY nonvmephzagui. MNpy ssifope npremneMonn pACTE00MTENR 4NA 3KCTREKYWn opasua
HYHHD VHATREBATE HEOTES PHAEHHEIS KOMNIDHEHTE .

CAd MoACHEHWA MO MEHEPNBIEAFILER SKCTPAKLHA

Mpofon=uTeN EHOCTE WCYE P BAKWEA SHCTREEUMM ONEegenRETCH NYTEM BsINONHEHHA CEQAY NOCNEA0BETENEHEE

IKCTPAKUMA NP PEROMEHL0EAHHOA TEMNEPATYRE W B CNPEdENeHHBIE NEpACOE BEREMEHH, aHANWEIHEYA ﬂFIEEH SHCTRERTOE,
SAMEHRAA IKCTRANMP YWY HAQEOCTE HE CEEXYH, EHDB: NOABEPTEA AHANKIY I'Iﬂﬂ’ﬁ'!.' JKCTPAKTE B ONpegened Hoie Neprci s

apeMesd, NOBTORAA EaCE ApOUWeCcC.

Horgs §poséHe 3KCTRAMMROBAHHBIX XAMHYMECKAE BEWBSTAE OOCTHIEST O0HOA OSCATOA l;'l:l,'l:l YPOBHR 3TEMNE NepEdHa-
HEMBAOR SKCTRAKEWHA, MPOUSCE CHMTARTCA SABARIUEHHE M M CTEHO0BATCA BO3MOKHEIM DPAMEsHTE 1 0% HKOppeETHDOSEY K afi-
weMy KONAYMeCTEY IRCTRPArMpOBEHHSTS MaTednana.
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NMpunoserdue OA
(cnpaeoYHOe)

CeeqeHHA 0 COOTBETCTEWH MERTOCYRAPCTEEHHLIX CTAHOAPTOR
CCLIMOUYHBIM MEXLYHAPOOHEIM CTAHOAPTAM

Tefnaua O&1

DEoirsusHAE # HIMMERDBAHEE MEEQYHANOAHOMN
CTaHOapT

Crentin
COaTEETCTaME

DECIHAMEHHE W EAHMSHIEAHAS OO T ToTEYHIULErT
MERIMOICYAADTTEEHHOND CTAHNAARTS

150 109493-1:2003 OusHka BWonorHsecEo- 107 FMOCT 150 10903-1—2011 Magenva Meou-
ro geAcTE®s MegHuy=HCEn: nznenna. Yacre 1. yuHcEre. Duedka Guonoruvecoro AeACTEWR
Dlueska W WochneaoaaH kA MEAWUWHCKAY @30eniid. HacTe 1. DUeH=EE @ Wo-

CneloaaHus
150 149712007 MagendR WMEIMUUHCEAS, 107 FMOCT 150 14971—2011 HWapgenua Menu-

MpMMEHEHNE MEHE0MMEBHTE PHCKS K MELHUMH-
CEWM HZOBNHAM

UwHCEHE. [TDHMEHSHNE MEHEOEMEHTE DHCKA K
MESMUHHCEHM Higen=AM

n pAMEBEY A MWE— B HACTOAWEM CTAHAADTE KCNONBEI0BAHO Cneaylies yonoasoe ofiozHavaHUE CTENEHW COOT-

BETCTEWA CTAHLARTOR:
- 10T — WOEHTHUHES CTAHLAPTH.
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BuBnuorpadiua

1) 150 Guede 30 Termes and definitions used in connection with reference materals

{TepMHHE W ONPEQENEHWA, RCNONEIVEMBE E 0BNACTH SOHTRONEHBIX obpasuoe)
(2] 150 Guede 31 Reference meterials — Contents of cerfificates and labels
(KoHTponssse ofpaiys. CoaepHadHne cepTH@MMULATORE M STHEETOR)
[4) 150 Guede 33 Uses of certified reference materiats {Monone3oead#e cTasaapTHe: olpasyog)
(4] 150 Guwde 34 General requirements for the compatence of referance matarial producers
100wme Tpefosasua K KOMIETEHTHOCT W MAFOTORMTENSA cTasdanTHe obpasuos |
(5] 150 Gude 35 Heference meiteriale — General and siabsbcal principles for cerbfication
iCreHoeEpTHRE ofpasysl. O0wre @ CTATHCTHHECHRE NMPWHYKNEl ATTECTAUMH)
(6] BRAYBROOK, JH. and MACKAY, G A Supercritical fluid extraction of polymer addidives for use in ocompatibility
tesling, Polymer Internabonal, 27, 19892 pp. 157—164
7l MF 5 80-F01 Medico-Surgical Equiprent, Blocompatibility of Materials and Medical Devices. Methods for Extraction.
1038
(4] WUPHILL. P.F. and CHRISTOPHER, D.H. Developing a Fosibve Contrel for Cyiclodicdy Testing of Medical Device
Materials, Medical Device Technalogy, MowDec 1090, pp. 24—27
(9] United Sfates Pharmacopeia/Mational Farmulary, <BE> Bsological Reactvity Tests, In Vive
[10] MHLW Motification (Tswuchi), Principles for Blological Safety Evaluation of Medical Devices. Iyekushin Mo.0213007,
2003.0213
111] Memorandum {Jimu-renraku),Sodelines for Specific Blological Tesia relevant to the Principles, mauad by the MHLW
Matification Mo 0213001, 2003.02.13, Iryokikl-Shinsa No. 36, 20030319

15

FOCT 0CTISO 10993-12-2011 Ctpanuua: 19/20

E[(H|[id GostExpert.ru


http://GostExpert.ru/gost/gost-10993-12-2011
http://GostExpert.ru
http://GostExpert.ru

MOCT 150 10993-12—2011

¥OK B15.46:002:006.354 MEC 11.100.20 P20 IoT

KnicHepwle cnopa; MeQWUUHCKME HIGENKA, BUonorvdeckan BeaonacHocTE, KONTPONsHEIA OGpAaIeL, JHCTRAKT,
AHCTPAKLWA

Pagacrop M.E. Tanavoea
TexHnueckni pagasrap 5.4, Mpycaxors
Koppertap 8 K. Bapengoaa
Kownsmrepran pepotee BH Fpuwssna

Caano o nabap 02.08 2014, Nogrecano a nevate 20006 2014, thapmar Gh«Ed . Faprutypa Apaan. Yononew. n, 2332,
¥u-r3n. mo 2,00, Twpam 57 aga. Sak. 2287,

Wagano m omnevartane ao SCYT aCTAHOAPTHH®OPM S, 123995 Mocema, Mpamatiwn nap., 4.
www gastinfo.ru infa@gastinfz.ru

FOCT 0CTISO 10993-12-2011 Crpanuua: 20/20

G ((H]|idl GostExpert.ru


http://www.tcpdf.org
http://GostExpert.ru/gost/gost-10993-12-2011
http://GostExpert.ru
http://GostExpert.ru

