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Mpeancnoswne

Llenu, oCHOBHEE NPUHLKNALL KW OCHOBHOA NOPAACK NpOREOEHHA paboT No MEMMoCYLapcTBEHHOR CTaH-
AapThaayuu yoTawoanede: MOCT 1.0—92 sMewrccynapcTeeHHan cucTemMa cTadgapTazaumn. OCcHoBHLIE
MNanoweHAa s 1 FOCT 1.2—2009 «MexrocynapcTagHHan CHCTEMA CTaHOaDTHIAUMK,. CTAHOAPTR MERTooy-
OAQCTEEHHLIE, NRABWNE W PEKOMEHZALMK N0 MEXICCYIAPCTEEHHOR CTaHgapTHaauk. MNoaeuna paspatoTes,
NEAHATAA, NPUMEHEHHA, COHOBNEHWA W OTMEHIH

CoeneHHnA o cTaHgapTe

1 NOONMSTORNEH ABTOHOMHOA HEKOMBMEDYECKDA Opradnaaymed « MHCTHTYT MeguE-Bronorueeckmx
HCCME Q0B HHE M TEXHoNOrHE [AHD « MBI T ) Ha ocHoBE CODCTREHHOTD Y TEHTHYHOND NEQEBO LA MERTODY-
AAPCTEEHHOMD CTAHOAPTA, YEa3aHHOMD @ NyHKTE 5

2 BHECEH degepansHbisd argédTCTEOM M0 TEXHWYECKOMY DEryNUpOoORaHMN W METRoNord (FoccTas-
Aapr)

3 MPHUHAT MesrocynoapcTREHHBIM COBETOM N0 CTAHOAPTHIALWMK, METRONCIMM M cepTudukalmm
(NpoTokon oT 27 mMapra 2015 Ne 76-I)

3a NpUHATHE NDOroNocoBand:

KPH:TED'E HAMMBHDBAHNAE CTOAHE W !rE,'.'I CTAHE BDKPEII.L;EHHDE‘ HAMMEHDOBIHHE HAULWNDEINEHOrD DRrads
RE (MO0 31667 004—97 na ME (MCO 3166) Q0497 G CTAHAARTHIALHH
Eenapyck ay MoccTangapT Pecnybnued Benapycs
KasaxaTaH KZ MoccTangapt Pecnyfnued Kaagaectad
Knpruzns KRG HeprelzcTadnapT
Mongoaa W0 Mongoea-CTaHAART
Focour R FoccTaHgapT
Tan=uEuCTaH Td TagsukcTaHaapT

4 Mpdkazon CeoepansHoro aredTcTEa No TEXHAYECKOMY DTy NUPOBAHAK W METRONOMK oT 27 anpens
20151, Me 205-cT mexrocygapoTeeHHe i cTangapT MOCT 130 109931 2—2015 preneH B QEACTEME B KaYecTae
HALMOHANEHOMD cTadgapTa Poccuickol egepagud o 1 woma 2016 T

5 HacToAWMA CTAMJAPT WOSHTHYEH MEXIYHapogHomMy cTawgapTy 150 10993-12:2012 Biological
evaluation of medical devices — Part 12: Sample preparation and reference materials ( Buonomnidecxan oueska
MEOHLMHCERY W3genkd. YacTe 12, NprroToenedke npob W cTaMd0apTHee 0SpaIg k).

Mepeaog c aHrNMACKONe A3eKa (an).

CeeaeHna o COOTEETCTEMM MENMOCYIAPCTREEHHEIX CTAHGADTOR CoLINOYHEIM MENKOYHADOAHEIM CTARIAR-
TAM NEUBEOEHE B DONOMHATENEHG NEHNCHEHE 1M [

CTengues COOTRETCTEMA — WoeHTHYHaa {(IDT)

& BIAMEHMOCT SO 10983122011

Mrghopsdalua of UIMeHeHURY K Hacmoaweny cmandapmy MyBnukyemaca @ exeaodHomM UHEoDMagLoH-
MoK yiaaamena s HauuoHansHsie cmandapmbls, & Mercm UaMEHaHUD L ToNDasoK — & BMEMBCAYHOM UH D=
MALLOMNoM YRaJamens «HayuoHaneHdeie cmakdapmeis. B cnydas epecdompa [3amensbl] wnu omidail
HACMOAWE20 cmandapma coomeamemayiowes yeedomnexue Oydem onybNukoeaHd & eXeMacAYHOM
LMPOPMALUOMWOM pikazamane sHayuonaneksie cmandapmels. Coomeememayiowas uHhapMauls, yeo-
FOANEHLE U ITSKCITR DA LLSKITICA MAakye @ UHGHoDMaELUOHROO cUomeme 00 WE20 NToNEI0EaNUR — Ha agbu-
YUAMEHOK cadme Dedepantno20 a2eHMaMEea Mo MEXHUSECKOMY DE2IUPOERHLIIN U MEMDMTOELUE & CEmu
Humepuem

B Ctangaptradopm, 2015

B Poccuickol Qegepauvd HACcTOAWMA CTAHZADT HE MOKET Ol Th NOMHOCTEKD MK 43CTHYHO0 BOCIPOMIBE-
A2, THPAMWPOEAH ¥ PACNPOCTRAHEH B KAYSCTES cdPrUMAnsHoro Minanda Gea paspewanns PedepansHong
AreHTCTREA N0 TEXHHYBCKOMY PETYTIMDOBARMK M METDONOTHI
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ErepeHue

CobnoggHAe NoNoHEH WA CTaHIapToR capii |50 10993 « DueHka BUonorMeeckorn JencTBMA bMED MU HH-
CHHX H3OENAAS NOIECMAT 008CNeYnTe CHETEMHLIA NOGX0O K HCCNeaoBaHnk BUoNorMYecsoro JeRCTEHA MEOMH-
LIMHCKMY H3aenii.

Lleneso 3Ty cTaKdapTos He ABNSeTcR DEaycnoaHoe sakpennet s earHoobpaitEE METOO0R HCCNeao-
BAHHIA M MCNBTaHKA 33 TRyNNaMd 00HOPO4HER MEQWLHMHCKME H3DENHA B COOTRETCTEMK C NPWUHATONR knaccudi-
HALMEN WX N0 BAGY W AMUTENBHOCTA KOHTAKTA C OPraHMsMon Henosesa . NMoatomy NNaHHpoBaHHE K NPORE 08 Hne
WCCMEgoBaHHA M ACNLITAHWA JOMHHE OCY W ECTENATE CNEWWANHCTE, WML WE COOTBETCTBYIOWYIO NOAroToskKY
W ONeT B OBNACTH CAHWTADHO-XAMHHECKONR, TORCHKONOMMHECKDA U DUONOMMHeckod OUBHOE MEJWULHHCKKX
I DE A,

CrangapTtel cepin 130 10883 spnAKLTCA PyROBOOALLMMIA GOKYMEHTAMK ONA NPOTHOIUPOBIHHA W HCCne-
OCBAHAA BACNOTHYECHOMND JEACTENA MEAULMHCKWY MAZENWE Ha CTaJWH BEEORa MaTEpHANDE, NPEIHAIHAYEH-
HislX ANA HX WIFOTORNEHAA, & TAKKE ONA HCCNeaoBaHWA FOTOBLIX WALEenHiA.

B cepmio MCO 10993 axonAT cRegyiowme Yacty nod oSwke Hasgadaen «Oueuka SUuonormdeckons
O@ACTENA MESUUAHCHAX WIOeNuin

HacTe 1 — COUEHES M MCNBTAHKWA B DAMEAX NPOUECCa MEHEIMMENTE DHCKA,

YACTe 2 — TpeCoBaHMA K OXpaHe 300p0BEA MUBOTHLIX,

HacTe 3 — MCNsITAHKA Ha TEHOTOKCHYHOCT, KAHUEDOrEHHOCTE M TORCHYHOCT b, BIMA L YIO Ha penpoayi-
THBHOCTh,

HacTe 4 — BeIGop MCNEITAHWA, OTHOCALLMECH K BIaUMOQEHCTEHIO C KPOBLID,

YACTe 5 — HCNbITAHKA HE LMTOTORCHYHOCTE. METOO! 11 Wi,

HacTe 6 — MCNBITAHWA GNA ONPEGENEHHA NOKANEHEK HOEKTOR NOCNE HMINaHTALNA,

YaCTe T — CCTATHE NPM CTERWUNHIALWA 2TANEHOKCH ORM,

HacTe 9 — CTPYHTYRE HEEHTHDHMEALMA W KEAHTWGHEALMK NOTEHUHANEHBEX NPSOYVETOR PA3NOMEHHA,

HaCTe 10 — MNpobel HA PAIGPAMEHHA W ANNERrAYECKYI0 DEIKLINN KON,

4acTe 11 — Hcnbimanua Ha CHCTEMHYIO TOKCHYHOC T,

HACTe 12 — MpHroToeneHHe Npod W KoRTPONEREE CBpails,

4acTe 13 — HMogedTribvEaura ¥ EONWHECTBEHHAR CUEHED NPOGYKTOR DasNMKEHKA B NONKMERHBIX ME0H-
UHHCKME YCTPOWMCTEAX,

HacTe 14 — MoeHTAgMEaUME K ECNMHECTEEHHAR OUSHKA NPOOYETOSE PAINOEEHKA KEDAMHKK,

YacTe 15 — MlgeHTHdMEaUmra v EONHHECTEBEHHAA OUEHER NEOOYKTOE PaiNOMeHnA METANN0E W CNNAB0E;

HacTe 16 — KoHUENUWKA TOKCHEOKMHETHERCKRE MCCNE Q0BAHKA NPOOYETOE PAINOHEHHA M Beilyenadueas-
MbEE BELLECTE,

YacTe 17 — YoTanoBNeHHe JONYCTHMBIX NPEJEN0E BullUENaAYHEaeMBEE BEWECTE,

HacTe 18 — ONpegeneHne XAMUHecky XapakTe pUCTHE MaTaDHanos;

YacTe 19 — PHUIHKO-XHMAYECKaA, MOPEONOrHYECckan U TONOrpadmYecsan xapakTepUCTHKE MaTEpHanoa
(TexHUHECKE TpeioRaHMa ),

HacTe 20 — TPAHUHNTE K METOOE WCCNELOBAHAA MMMYHOTOKCHKSMNOTMHECKHY HCN I TAHWA MEQUULKHCKKK
HAZENHA [TEXHWYECEWEe TpeboBaHKHa).

HacToRAWWA CTaHAAPT COOQepHMT TRehoRaHMA 1 METoOE NPUIoTOENEHMA HCCnedyemex Npod » Bxbop
CTaHOapTHeIX cOpPaIUoE ONA NPOBEOEHMA MCCNELOBAHAA C LNk OUSHKW BHonori4eckoro JeRcTEHA MedM-
LMHCEHX H3OEMAN.

MeTook NEHroToBNEHKA NPOS JoMKHE YYHTEIBATE HAIHAYEHHE, NRHPOGY MATERHANA W METODE SUEHER
BHONCTMYECKDTD DEACTEWA, BKNKHAR KCNONEIYEMES MATEPHANE, JKCTDaKUHOHHLIE PACTBODE! M YCNOBKWA.
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M E X o C ¥ O APG CTIBTETUHH B H C TAHIOAPT

Mapenua mMeguurHcKmHe
OUEHKA BHONOMMYECKOro QEMCTBWMA MEAWMUMHCKWX W3OENWMA
YacTe 12

Mpurotoanesde Npod ¥ KOHTPONEHERE OBPaILLI

Medical davices. Biological evaluation of medical devices. Part 12, Sample preparation and referance materials

Oata BeegeHda — 2016—06—01

1 OBnacTe NpUMeHEHWA

HacToAWKMA CTAKOAPT YoTAHABNKBEIET METOLE NPHUIOTORNEHWA NDOD K BRIBOpa KOHTRONEHBIX 0GpaILOE,
HENONLAYEMBLE ANA OLEHKM BAONOMHY SCROMR0 A8ACTRHRA MATEPUANODE M MEJALMHCKME KIOEMKWA (Janee — Wane-
NHE} B DHONOTHYECKMX CHCTEMAY B COOTRBETCTEHM 0O CTAHJAPTAMIA CepMK 130 10983, 1 axnk4aeT & ceba:

- Buifop MaTeprana gngs ncCcneLosaHKua;

- BetBop penpeagHTATHEHOA SacTH H3genua,

= NPHIoTORNEHHE HCCNEAYEesOA Npodkl,

= FKCNEDHMEHTANEHEIA KOHT PO,

« BRBOD KOHTROMbHBIX 0DPaIL0E M TPEGOBAHHA K HIAM.

HacToAWMA CTAH4APT HE PACNPOCTPAHAETCA HA MATERWATTE MNH MAOENHA, COOQeDHALLIKE MHELE KNaTHK,
HO MOMET STHOCHTECR K MATEPWANY MKW KOMOSHEHTAM HAOENHA KOMBMHMPOBAHHEX NPOOYKTOR, COO0SQHMaLLIME
HHBLIE KNETHM.

2 HopmaTHBHLIE CChINKK

LNa nprmMeEHEHWA HACTOALWED CTaHZaRTa HE0S Ko ME! CNEQYIDLLME CobINOYHBIE J0KYMEHRTl. [INA gatmn-
LOBAHHBL Y CObINOK NPUMEHASTCA TOMBKD YEAZAHHOE H30AHWME CCuINOYHONS QOEYMEHTA, ANA HEJATHRPOBAHHbIX
COBANOK NPAMEHAIDT NOCNSOHEE MAGSHKE CCuINOYHOMD A0KYMEHTS (BEMNKHAA BCE 870 ASMEHEHHA).

B HacToAweEM CTaHZapTe MCHoM E30BEHEl HOPMAaTHEHLIE CChINKM HA CRedyIUKE CTaHdan Tl

150 10993 (moe H4acT) Biological evaluation of medical devices [(Ouexka GWONOTHYEBCHOrTD O8ACTEMA
MEQULMHCKWE MAgenai}

15014971 Medicaldevices. Application of isk management to medical devices {Magenus sMe QuUMHCKHe.
MEAMEHEHRE MEHEDHMEHTA DHCKA K MEOHLMHCKKM WATENHAM )

3 TepMHHEI W ONpeaeneHdua

B HECTOALWEM CTAHLADTE NPHMEHEHE! CNEQYIOWHE TEDMEUHE C COOTEETCTEYVIIWMMN ONpeIenaHuamia

3.1 yclopeHHan sKeTpakuMAa: MoGas aHCTpakuMs, KoTopas ofecnaduBasT MIMEREHWE BEILENAYNEa-
EMBI AN IKCTPArMEYEMblX BELWECTE M3 U3AENKA KNW MaTeprana, Npy YeNoBWAK, COXPaLLaLINY BREMA BRLLE-
NaYvBala BEWECTE B JIHCTPArvpyioWwyls #WUOKOCTE, HO HE NPHBOOAT K XMMWYECKHM  WIMEHEHUAM
AKCTPATMPYEME X BELLECTE.

MpruMedaHase— NMEHMEPEMH YCAOEHA YOEOPEHHO® 3HCTRAHLMH ABNAKITCA NOBRIWSHHAR TEMNEPaTypa, 203-
Sy HOEHHE, CMEHE IXKCTPANRYOWEA BUJE0CTH H T. 0

MagaHuwe I'.'IdJHLI.H-ﬂIIhHL'IE'
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3.2 KOHTpONbHLIA pacTeop: FacTeop, NPUMEHAEMBIA ONA NPMIOTOENEHHMA IKCTRAKTA, XPaHALWACA B
WOEHTHUHON EMESCTH W NOOBEDIEKWWACA TEM e YCNOBWAM, YTO W PACTEOD C WCCNEOYEMBIM MATEDNANOM B0
BREMA IKCTPAKULHM, HO HE COQEQKALMA ero.

NMpumesasne— KOHTRONEHEA PECTEOR NPELHEIHAYEH ANA CUEHEW BOSMOSHEX NOrPeWHOCTEA, BEl38EHHuIX
EMEOCTEHY, HCNONEZYEMORA NP SKCTRECUHY, 3RCTPAMMDYIOLWEA XUAKOCTRH @ NPOoUSCoos IKCTPAKLHA.

3.3 cepTHPHUMPOBAHHLIA KOHTPON BHEW 0Bpasey; CRM: Ofpazey maTeprana, CONDOBOMDEEMEIA
CEpTHRMEATOM, ¢ YCTAHOBMEHHEMK N0 PEIYNLETATAM WCNBITAHWA IHAHEHHAMK OOQHOR MNK DOnee BEAHKH,
KAPARTEPHAYIIWMY COCTAR MMM CEOACTEO 3TOND BEWECTEA (MaTepyana) ¥ Jaiildy BOSMOMHOCTE TOMHOMDS
ONQEAENEHHA KONMHHECTEEHH BIX XADAKTEDHCTHE C OTENOHSHHWARMK Ha YCTAHOBMNEHHOM J0BE DA TENEHOM YOORHE,

[PyropogcTao 150 30:1992, onpegenadue 2.2]

3.4 npeyBeniyeHHan aKCTRpakUWa: [obas aKcTpakUMs, NpedsaiHadeHan One NonyYe HAA Donswero
KOMMYECTRES BhlQEMRERMONS XHMEYSCKOTD KOMNOHEHTA NO CRABHEHHIO C KONHWYECTEOM, BulpalaTelBASMEM MM
MOOENADYEMBIX YVCNOBAAX MCMNONBI0BAHHA,

NMpumeswan e — HeoBxogemo '_-,'ﬁEJ:]I.'lThC:iI B TOM_ 4TO NDEy8SNAYSHHEA SKCTREKUWA HE NPHABOGUT K UMM Hasiim
MIAMEHEHUAM IACTRAMAPYEMONS MATEDWAENA MNW BELWBITEE.

3.5 MCUYEPNBIBAKWAA IKCTRAKUMA: JECTPaXUMA 00 MOMEHTA, KOTZa KONWYECTEO BhiMbIBIEMOND
MaTepHana B NocnenyeWen IECTRakWY CocTagnaeT Meades Jau 10 % konudYecTea, 0SHapyY e HHOS MyTamM
MEAEHMETRHYECKOND aHaNMaa B NepECHAYANLHON IKCTPAKLIKK.

Mpumeswanne— Tak kak WCHERNBIBEW WHR X3paKTep DEH&FI':,'HEHHFI OCA0KGE MpoAeMOHCTPWPOEATE HE2BO3-
MOHHD, NEHMEHRETCR GNPEdeNEHHE ACHE DN B BAIWEA AKCTPAKUHE, NPUEBELEHHDE Bellle, TEHEE M. NPHNOHSH e C.

3.6 IHCNEPHMEHTANEHEIA KOHTPONLHEIA obpazey: O0pazey BEWECTEA C XOPOWO WIYYEHHB KA
PEAKUMAMA, KOTOROE HCNOMNBIYETCA B KOKKPETHOR TECT-CHCTEME ONA NOMOLWA NDH OUEHKE PESKLHA TECT-CHC-
TeMbl HA NPEIMET BOCIPOMIBEOIMMOCTH M COOTEETCTRMA.

3.7 akcTpakT: Pactaop, nony4weHHolA B DEsyNLTATE IECTPaKUMKM WCCREOyemMoro maTeprana Wi
KOMTRONBHOTD MaTEpHWana.

3.6 akcTparMpyembie BelwecTea: BewecTea, KOTODLIE MOMYT Bel0eNATECA U2 MEQWUWHCKOMD H30enN4A
WKW MATERWANA NP HCNONBAGBAHWK JKCTDAKLWGHHOND PACTEODA WKNHM YONOBMA SHCTRAKUWK, KOTODBIE, KAk
MMHAMYM, TAK ME ArpeccH Bk, KAK YCNOBHA KNAHKYSCKOrD NDHMEHEHHA,

Mpumesanne— HKoH TRONEHEA DEP&JELI HAILIBAKT MOMOTEHHEIM, SCAW SUONOIAYECEKHA OTEET HA KOHKDETHOR
MCMETAHHE HAXOAWTCA B paMEay ofo3HaqeHHsIR NpeQenoE de0npegenaH=0CTH HCNETaHEA, BHE 38BHCHMOCTH OT NBSTHH
WA C2RWAA MCESOHOM0 METEpHAna ANnA TECTUPYEMOrD ofpasua.

310 BbllenaYdBasMbIe BEWECTRS: BeWEecTRE, KOTODIE MOMYT BbIQENATECA W3 MEQMUMHCKOID Haae-
NKEA WNK MATEDKANE NDW KNAHMYSCEOM NEMMEHEHHI.

310 oTpHUATENEHEIA KOHTPONL: B0l A0CTATONHO OXADAKTEDHI0EAHHER MaTEPWaN HNA BELWECT=-
B0, KOTOPLIE, MOOBEPraAckE MCCNEL0BAHMIC NG ONUCAHHOR METOLKMKE, NOKA3LIBAKT NPAMCOHOCTE ITOR METOOM-
K GNA  NONYHEHHR BOCNPOHIBOAMMOrO, COOTBETCTEYHLWErD OTPHUATENLHOND, HERSaRTHBHOMD  HAW
MHHHMANEHOND OTEETA B TECT-CHOTEME,

Mpumesanmne—Ha Npax<TAE2 8 KE4YaLTeE OTERHYATENEHOMD KOHTRPONA WONONe3YHT EOHTDONBHEE I:IEFIE!-HH.
EQIMOEHD NpHMEHEHWE POHOBE X M 3KCTPArMyeMel X paCTECPOE.

311 NoNoMUTENLHLIA KONTPpONL: G0N JoCTATONHO OXADAKTEDUI0BAHH BIE MATEPKAN WNH BELECT-
BO, KOTOPEIE, NOABEPrAACE UCCNELOBAHMI0 MO SMUCAHHOE METOOWKE, NOKA3LIBAKT NPUNCAHOCTE ITOH METOOM:
KW OMA NoNYyHEHKA BOCMPOUIBOOMMOrD, COOTRETCTEYIOWErD NONOMMTENEHOMD WM DEAKTUBHOMD OTEETA B
TECT-CHCTEME.

3.12 KOHTpONEHBIA oBpalew; CO. MaTepuan nnKk BelecTao, KoToPBIE MMEKT oaHy Nk Gonee aocta-
TOMHD MOBMONEHHLE HOPMUDOBAMHLIX XAPAKTERUCTHE M NPSOHASHAYEHE ANE KANWBRORKK ANNARATYDEL OLEHKH
METOLA HIMEPEHHA MNK ONPEOENEHHA KONWYLCTESHHEK XAPaKTEOUCTHE MaTeg1ana.

[PykorogcTao 150 30, onpegeneHme 2.1]

NMpumewas e — BHACTORWEW CTAHLADTE EOHTROAEHBI M flEuFlEiIJ;GM pEMASTCA Nebol gocTatouHo ChpegenaH-
He=lA MATEPWEN KTH BEWECTEO, KOTOPRIE, NOOBERTdACE WCCNELOEAHNED N0 CNUCEHHOA METOOQUES, NOKSILEEHNT NPUMOOS0CTE
METOOREA ONA NONyesna B0CNpoH3g0dWsord, NEedCEasyamMord asyNeTaTa. F'E!-jll'lhTET MAHET BEITe NONOEUTENEHEM #TH
OTPHUATENEHEIM.
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313 mogenvpyeman IKCTRPAKUMA: JKCTRAKUWMA, NPOBOOAWARCA METOOOM, MOLEMMEYIOWMI MCNo k-
IOBAHME MADENHA, H AEMOHCTDHPYIOWAA COOTBETCTENE TPEGOBAHHAM HACTORLWETD CTAHAARTA OUEHKOR YpoR-
HEM BhlUENaYMBEIEMES M3 HIOENWA BEWECTE, KOTCRHE BOIOERACTEYIT Ha NALKMEHTA UK NONBI0BATEAA NEK
COOTRATCTEYIOLLEM WCMONEI0BAHNM MIDEMAA.

I pPHMEYEHHE— AHANUTHYHECHAR naﬁ:npan:-p ma obazaHa NEOReMOHCTRPMEDBEATE, WTO MOJenWpyesian SECTREK-
YUA NPIEOGUTCA NPpA YCNO2MAK HAMBONBWSH TFI-EL:?I:IHETE']'IH HOCTH K ApegnonaragMoMy ACnoneioeaHu . Mogenuwpoaad e
HACNONEIDBEAHWMA H3OENHA NPOBOARAT C YMETOM TOMD, MTO HAOENA D NPACESWBERT HanBonee CTROrNYH BOZMOEHYED KATEMDEHET
no OQNUTensH0CTH EOZ0EWCTENA, 3 TEESE NPHHAMEI0T 20 BHHMEHEE 3 08NCTADBAHAEE THEHH # TEMNEPATYRY BO3LBACTEWA.

314 cTaBMNLHOCTE HONHYECTEEHHLIX XAPAKTEPUCTHE: CnoCcoBHOCTE MartepHana nogilepmuBaTs
KOMKPETHEA YCTAHORMNEHHBIA BUONOMAYSCKUR OTHMHE B DaMEax 0B0IHAYS HHLIX NPEOENCE NP XPAHEHWA NEK
CHoIHAYEHHLIX YENOBWAX 8 TEYEHWE CNPEeRanaHHoro NEgUola BOEMEaHH.

Mprredad e — Cu PyroeogeTes 150 30, onpegenadwea 2.7,

315 wconenyeMiin MaTepuan: Matepuan, Wagenuwe, 4acTe W3OENHA NHE0 2ro EoMOOHENT (MMM ero
THMMYHEIA 00pasaU, NPOMIEEIeHHER W 0paboTauHEM AKBUBEANEHTHEMK MeToOaMK), Npoby WK JHCTRaKT
KOTOPOro 0TOKPAINT ANA SUOMOrHHECKOrs MK XMMUYECKOrD MCCNE00BAHMA UITN OLSHEN.

4 OcHoBHbIe TpeboBaHKUA

4.1 B IS0 14871, npet oNpeognerdidid OnacHooT M OUEHES DACKA MEeHUWMHCKMY Wagensi, onacHoCcTe,
BOZHAKADLAA B PeayNeTATE MIMEHEHWA B NPOUBCos NPOUABOACTES WK HEAOCTATONHOND KOHTPONS NEoKa-
BOACTREHHOMD NPOUSCCa, O0MHHA DbiTa YYTEHA NPH NMAHAPOBSH KK M NogroToeke obpazyos ONAa HCNeITAHHE 1
NEWCTOBMEHMA JKCTDAKTOE K3 3THE Magenni. Cooboe BHMMatKe CNeqyeT YOenATs OCTaATOHHbLIM BeLecTaam
ATHE NPOMIBCECTBEHHbLIX NEOUECCOR, HANPHMED OCTATOMHEIM BEWECTEAM, CHHCTHTENAM ¥ 08 3MHERTaHTaM.

4.2 Tak kak 150 10993 oNWCLIBAET MHOMECTEO PAIANMYHEIX CHCTEM DUONOrMYECKHE MCCNESoBaMHA,
HEOGXOOMM0 CREDHTECA C MHOWBHMOYANBHBIMK CTAROARTAMIA QNS ONPeJereHda NDHIoOQHOCTH DaHHbX PEKO-
MEHIALMA GNA KOHKPETHELE TECT-CHCTEM.

4.3 JKCOSPUMEHTANEHSLINA KOHTPON BHEA 00pazey MCNonNsaY 0T ANA NOATRSDEGEHHA METOOHKM TECTHPO-
BAHWA WANK ONA CRAaBHEHHA PEIYNbETATOR PA3HLIX MaTEpHanos. B 3aBMCHMOCTH OT TOM, KaKOW MeTog hecna-
LoBaHKA DHONOTMYECKOrD O8ACTBMA WCNONEIYIOT, B KAYSCTEES NOOXOOAWErs MoweT ObiTh Beifpad
OTPALATENBHBIA MMNH NONORWTENbHBIA KOMTEONE NHES KOHTRCNBHBIR PACTEOD.

M pAMSYAHWE — DiosH W TOT He KOHTRONBHBIA 'DﬁFrEBELI raHeT BelTe MCNONEIOBEH B DEIMMMHEX METOOSK
HCCned0BaHHA W MOXEaT QONYCEaTh NeRekpaCTHE A COR MKMW HA AEyT@e YCTEHOBNSEHHBE MATEPHANE W METOOs] ACCNE00ES-
HUA_ononNsEUTENEH DS PYEOEOOQCTED NO Eblﬁ{ll:l:f' IRCABPUMBEHTANEHOND KOHTRONA NDHEEOEeH0 B NPANCHEHWA & Mocnoneso-
BAHWE MONCHATENEHOND K0HTRPONA GNA MCORTAEAA N WIVD MOKET 33BMCETe OT HORM finaron ONYY AR XHBOTH=IX.

5 KoHTponeHbie oBpaiubl

5.1 OBwre nono¥MeH WA

KoHTponeHee obpails NPegocTaan fioT cNeuranianposalHee nabopatopyn. JTr nabopaTopum onpe-
OENAKT KMMWYSCEME, PHINYECKWE W BHONOTMUBCKWE XADaKTERUCTHEM. MiMaiolaca B Npoaaxe ofpailbl Waga-
TIAA, NDMME HAEME B MELALMHCEON NDaKTANE, MOrYT DRTE MCNOME3I0BAHL B KaYECTEE KOMTRONLHEN 00 pasUon.

Mprarmedanwee 1 — CM. Pyiogogorao 150 35,

KoHTpONeHBIN 0Opaiey BEOUpawT © yHeTOM 8ro BECOKOH CTEMEHM YUCTOTh, CRelWDHYecEMy xapaKTe-
PUCTHK, COOTBETCTBWA NPEANONArae MMy NPUMEHEH IO W oDWed 0ocTyNHOCTI. CReusbuHeckie KHMEYeCHAe,
dpraaeckie U DUONOrHYecEKHe X¥apaKTepucTHEM ONPeRengoT NP MexnabopaTtopibl MCCNEoRAHHAY B TREX
UKW Bonee NaSopaTopyuAx M NPEACCTARNAKTCA HCCNeACEATENID NOCTARLMKOM.

I pHMEYEHHE 2 — OnA noneaceaTened E}'.EI ET HEMMLWHWM NONYyeHHe 33BeDeHHA OT NDCTEE LIHEDS E0HTPONE-
b ol PEZUDE B TOM . WTO 3TH METapWanksl E}',EI'!,'T O0CTYNMHB MONBI0OBATENK B TEWMEHHE MO MEHEL BR MaDe NATH NeT. BTo Pisa,
MEHee 2anaTeNbHE M, BAQHEHTOM SENREBTLR I'I'},'E.I'IHH.ELI,HFI HCTOMHHEGE EOHTROMEBHEX aﬁ-pasqua AN CERTHEMMURPOBA HHBIX
HOHTPONeHBIX -EIE\-FI&EU,I:IB HOTEREI TR @OPMYNsl» MATEPWaNa, T. I'I:.I'Eil'l MEALWA MCEOOHE X MATEPWENCE W JETANEA 'ElﬁFI-H.ECIT-
EH, meoBxonrmMes OnA ofecnedaHdn 0QH0 pPoOHExE NARTHA KOHTPONEHEIX I:IEFI 2IYCE
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5.2 CepTndHKauma KOHTPONLHELIX 00paIUCE ONA KCCNegoBaHMA BnonornyecKkon BelonNacHoCTH

3.2.1 OueHsa Ka4ecTsa KOHMTRONEHOMD obpaiya ABNAETCA NPoOUELYPOR, KOTOPAA YCTAaHaABNMBART YMC-
NEHHDE WK KONWYSCTEEHHOE JHAYEHME BACNOTHYECKITO OTEETa MATEPWana Npy oNgedeneHiLy YyoNoBrax
HENBEITAHKA, DBecneqdvean BoCNpoHIBOIMMOCTE OTESTA Kak B NaBopatopHbi:, TAKW B MesknabopaTopH blx yono-
BWAX. Jranaiod DUONOrMYeckix OTEBETOR, CEBAIAHHEX C MATEPHUAN0M, YCTAHABNHEAIOT NYTEM NabopaTopH X
WECMNEO0BaHHIA

Mpuwmeswanune— CM PygoaoacTan 150 34,

5.2 2 Matephant cepTHDULMPYIOTER NOCTARLLMEAMK KOUTPONEHEY o8paiyos. MNocTaslwe onpegengs-
aT NoedeneHee XMMUYackne W duindeckwe xapakTepucTikl. OTaensHse NatopaTopui, HCMONsIyYIoWne
KOMTRONbHLIE 0GpadIUL, ONDedenaiT DHONOrHYeckyI0 XaparkTepucTrky, HeochxolUMyIK ONA YyTRERMIEHUA
cTaHgapTHoro cbpasya gna ongegenes Hord HCNsTAHUA “y Npoueaypes. Matepuane, imecwvacy 8 npoaa-
e, MOTYT MCNONEIOEATECA KAK KOHTROMNLHEE GOPAALK, BCMM OHH CePTARMUHPOEAME! W NPATSOME ONA KCMk-
TaHKIA.

5.2.3 CepTudMEauna EOHTRpONBHOMD 0BRAa3Ua ARNASTCR NpoUeyYRoN, KOTORAR YCTAHARNKWBAET KAYECT-
BEHHOE WM KONWYECTEEHHOS IHAYSHAE DUONOrMHeckore oTEETAa MATEDWANa NpW ONEeJenaHHblX YCNnoBrax
HCMLTAHMA. ITOT NPOULECS CRYHAT ANA YTRERHISHMA MCNETAHKA MAaTeMana Ha KOHEDETHEIA OTBET M NOHBD-
OMT K Beifave CepTUMEaTa. BHonorkdeckiii OTEET MATEDMANA YCTAMABNKBAKT NYTEM MewnabopaTapHex
HCCTIE DO B S H A

& McnonbzoBaHue KOHTPONbHbIX nﬁpa:mnﬂ B Ka4YeCcTBe
JIKCNEepHMEeHTANEHOMD KOHTRONA

6.1 KoHTDONEHLIE 0SRaILE WK CEPTHDHLHPOBAHHEE KOHTRONEREE 0DpAIL0SLI HCNONLAYVIOT B BAONOTH-
YEICKMX MCMETAHWAR KAK MOHTRONBH B2 MATEEMAN R, JEMOHCTRHEY IOLWME NPAroLGHOCT B NPOUESY P GNA Nomyqe-
HAA BOCIDOMABOOWMONG pedaynbTaTa, NONOMWUTENEHOMS WUNKM  oTpUuaTeneHoro. Mobod  satepean,
HMCNONESYEMBlE TakkM 00paIom, XapakTepuayeTcA NPW KaWaoH Npouedype DHonNorMYeckoro MCNHTaHHe, 4na
KOTOROW XOTAT MCNONE30BATE MaTepran. MaTepwan, oxapaskTepHIcBaHHLR W 3aTeM CepTURHULMDOBaEHHBIA
ANA OAHOMD KOHTRONBHOMD METOAA MECNESOBAHKMA WK OTEETA, HANPUMED MMNELYYBCTEBUTENBHOCTH Jamear-
NEHHDTD TANA, HE JONHeH DkiTe MCNONEI0OE3AH 3K CTAMOAPTHRIA 0Gpasey ans 4pyroro, Hanpusep LuToTokK-
CHHYHOCTH, BE3 QONONHHTENEHOID YTEEDHMISHWMA.

Mpumeysas e — HoNONsIDEAHWE KOHTRONBHOMD E-EFI-E:BL-.E QBNer4BeT CnuHaHne PFE3yNETATOR B PEIHLIE nabao-
PETOPHAX 4 NOMOMZET NPW OYEHKE BOCNRPOAABOAMMOCTH PEIYNETATOE HONBITAHWA B OTH8NsHElE NADOpaToRHAN. fn# cpae-
HEHWA BHONOTMMECEDrD OTEETE HENATENEHD MCNONEIDBITh KOHTRONEHE & obpazus ¢ AHANEICHOM OTSETHENK pPRAKLHAA, Ha-
NEHMED MHHKHMANBHBIA, CREOHRA WM DEIKAA.

6.2 KoHTponbHbele obpaiysl, MCNoNsIve e B Ka4ecTEE IKCNEDHMEHTANBHOTD KOHTRONA, DOMHHE yO08-
NETEORATE YETAHOANEHHBIM TREE0BAHKAM K KAYECTRY, TARAHTHRYEMOMY NPOLEIYRAMA HATOTOBMTENS M MCME-
TaTenNeHor Natopatopuy. OHK 2oNHHE CONPOBoHAATECH CEROEHNAMK 05 MCTOYHWES, HAMOTOBHTENE, CTEMEHH
YHCTOThl M THNE. CTaHddapTHee obpaiye oOpataTeIBakT CoOrnacHo NONoHeHWAM paigena 5.

6.3 KoHTponbHble obpaiykl, KCNoNsIve e B KaYeCTEe IKCNSDHMEHTANBHOTD KOHTROMNA, DOMHHE HAXD-
AKTBEA B TOM ME KNACCE MaTEpUanos, YTo W eenedyerbld oBpased, T. . NONMMED, KEDAMMES, METANN, KOMNo-
MO W T. 3. Tesm HE MEHSE HACTEIE XMMWHECKKE BEWECTES MOMYT Dbl T MCNONL3I0BAHL ANA JHCNEDUMEHTANBHOMD
HOMTRONA NEOUELYE HCNBITAHMA, OCHOBAHHOMD HA MEXAHWIME J8HCTEWA, HanpHmep Npobol HA MeHoTORCHY-
HOCTE W HA W MM Y HH YR AN PYYBCTBMTENEHOCT B 38 MELNEHHONS TIANE.

7 Bribop obpazua AnNA UccnenoBaHuA

7.1 McocnenoBaHuio NodeepranT H30en4e 8 raToBoM ENQPHMEHEHHI0 BUOE, N4 MaTepKank, obpaboTau-
Hule Tak #&, KaKk ¥ roTopoe wznenme (cs. MCO 10993-1), unK cooTEETCTRYIOWME JKCTPAKTEl MCE0M0 M3 BhlLLE-
nepedrcnedHors. Beibop nocnegyemol npobiel oonmes OeiTe 0D0CHOBAM.

Mpumeusaunne —B ChyYae MATERHANOE, OTESDWAIEMBIX 1T SiIfU, MOrYT BraTe HEOBRo0 A Bl BEINWEYHER HCCRe-
Ayerdbea I:IEFI 83Usl, OTPAXIWWME OTEEPHOEHHEIA MATEPWaN @ 8N HEOTESPEOEHHOE COCTORHME .

7.2 B onyyae HeoDXoOW MOCTH HCMBETaHKA IKCTRAKTA NPKMERSINT TAKyKD #e Npouedypy bebopa npobel
ANA HCCNeqoBaHKa.
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8 MpuroToBneHWe HccneayemMomn Npobbl M KOHTpONbHOro obpasua

8.1 WMconegyesibie Npobil @ KOHTRONEHLIE 000AasULl HE0BXOO W0 0OpataTEIBATE B YCNOBMAR, HCKNINYa-
IOWAY KOHTaMUHALK. BewecToa, obpalopapllvecy B NQOLECcoR NPOUIRGOCTES, OYKCTEW, CTEPHNHMIALKMA 1
T. M., CNSOYET CHATATE HEOTLEMMEMON HACTEID HAOENHA, B0 YacTH WK KOMIOHEHTA.

I PAMBYEHHS— DanenHMTenkHOE PYROBOGCTES NO NPUNITCENEHMA PACTEOEDE EOHTRONBHEX I:IEP-ESLIEIE nEK-
aeleH0 B NpHNoHesEA 8.

a) PaboTy c vccnedyer b9 NRpoam CTEDHUNEHEY HAO2NHE M KEOHTPONEHEX CBDasUos CReayeT NposEo-
OWTh Cy4eTos ToelosaHki acenTHEW, BCNK 3T0 COSTEETCTEYET METOOMKE MCCNEQ0BaAMHE.

b) EcnuHadccnedoBalne NoCTyNEan T HECTEDRNbHLIE HA0E WA, KOTOD LIS BOMNEHL BblTe CTERMINAOEAHL
neped NpraMeHeHHenM B MEJHUUWHCKOR NpaxkTHEe, To Takde obpaisusl Nepen WCCnNedoRaHnes CTEDIUNHIYIoT
METOACM, DEKOMEHAOBAHHBIM MAroToadTENeM. PaboTy ¢ HUMK NPOROGAT © yHETOM TReDoBAMKA ACenTHEK,
SN 3TO COOTEETCTEYET METOOMKE HCCNEZ0BAHKA.

c] Ecnd nccnegyemeie Npobsl YMCTAT Neped cTepunusaurel, Nnpd BeGope 1 paboTe © MCCNeqyemMor
NPoGo DonHHD DeiTe YYTEHO BIARAHKE NPOLECEA O4KMCTER M SHMCTIMTENS.

8.2 Mconegyesibie 0D paitbl MAOEMHE, EOTOPRE HE LOM#KHE DaITh CTEPUNBHE NPK NPHMEHEHAK, cRegyer
HCNONEICEATE B TOM BHOE, B KAKOM OHK NOCTY MMM, 00DAWAACE C HWMKA C YHeTOoM TRe0oBaHMA ACeNTHEA BO Bpa-
MA NPATCTOBRNEHWA KCCRedyeon Npobesl. ECMW ONA HCCNeaosanna HeoDRodMMel CTEPHNEHEE WOCE DY EM e
npofel, HANDHMEE ONA KCCNEO0BAHMA UMTOTOKCHYHOCTH, SOMHKHD BRTE yHTEHD BAKAHWE CTEDMUNHIALMK WK
NOBTODHOW CTEDHMHAIAUMH Ha HCMBITYEMYID NDoBY W KORTPONEHER obpazey.

8.3 Ecnuueccneavemits npobel W KOHTRONEHBIE obpasusl TpebyeTcA palpesaTe HA HacTH, K3k CNKWCAH0 B
10.3.3, cnegyeT YyHUTHEAT: BNAAHKE NOBEDXHOCTER, He NOJREDraslnxch panese 0GpaGoThE, HANDWMED Npo-
CEETOR WK NOB2PXHOCTER coeda. [pK paspeladvi MESHLUMHCEME HIZENKHA HA THNMYHEE obpaiukl cnegyer
HENONEI0EATE TEXHAYSCKAE NEMEMEB], ACKMTIOHAKIWIKE KOHT AR HAL MK,

9 Boibop penpe3eHTaTUBHbIX YAaCTEW M3OEnUA

9.1 Ecnu HEBOIMOMHS NPOBECTH HCCNedoRAHWE LETON MAgeN|s, KaKaan OTAeNLHAR YacTkE roToE0r0 K
NPHMEHEH XKD MA0EeNKA DoNHHA DelTe NPEICTAENEHS B MCCNeAyeMon NpoDe B COOTEETCTRVIOLWMX NPONOPLMEX.

a) Obpasus H3OenAH CNoBEPXHOCT HisiM MOKDEITHEM J0MEHE COQEDMaTE MaTEDMaN NOKDLITHA K OCHOE-
HOW MaTepran, [ase ecny cyBCTpaT HE KOHTAKTUDYET C TEAHRMM.

by Ofpazey OoNMEH COOeDHATE THIWYHYIO YACTh COSOMHEHAA WIANK CENedki, 8Cni NpE NpoKMaenacTee
HACTH MAGENWA, BXOQAWER B KOHTAKT C NALMEHTOM, HCNONBIOBANK AAr23KMe, PASKMOYACT OTHOE COEQHHEHNE UK
CENEARY PACTBODHTENEM.

9.2 KoMnNo3uTHLIE MaTEpHans HCCNeqylor KAk KoOHEYHEIE H3OeNHA,

9.3 Ecnd B COCTaE MAGENKHA BXOOAT PaiNHMYHEE MATEDWANR, NDE BeBope 0Gpaiua HeoDXOOHMO YHECTE
NOTEHLWANBHEIE BOIMORHOICTA CHHEBRMIMA W QPYTHE BISWRMO0SACTEIANA,

9.4 OO0parey MOMET DhiTh BBDaH C YH2TOM MaKCHMANLHOTO BOAOS ACTEWA TECT-CHOTEMbl HE KEOMNOHEH-
Tld MAOSNHE C MABSCTHOH NOTEHLWANSHOR BHoNOTMYSCEOR AKTHEHOCT 0.

10 MpuroToBNEeHWe IKCTPAKTOB M3 MCCNeayeMblX MAaTEPHANDE

10.1 OcHoRHEIE NONOHEHWA

Ecnuyccnegosaning TpabyeT NpHMEHEH MR IKCTPAKTOE, MOOSNsHAA CPaLa M YCNOBKA NPOUEToa IKETPakK-
UMM A0N#HE COOTEETCTEOGATE COORCTEAM W HAIHAYSHWIO TOTOBOMD K NPUMEHEHWIO WAOENHA, 8 TAOKE LK
HCCNEaoBalvA, HanpUMep onpegenaHie ONacHocTH, BeIYACNEHME PUCKE UMW oueHEa pucka. Npy oefope
WCMOBHA JECTPAKLMA HEOBKOIHMO YHMTEIDATE DHIMKO-XWMHUECKHE CEORCTEA MATEDHANDE HIOENWA, BblMBIBI-
EMBIX BELIECTE AW OCTATOYHB X BELLECTE.

I pAMEYEHAS— NoncnHUTENBHOE PYy=083ACTES MO IKCTPAKLKMHA ﬂtipﬂBLl,l:lﬂ NoMBEAE=0 B NPUNOMEHHA C.

10.2 KoHTedHepk! ANA JKCTRAKW MK

10.2.1 JCTPaKyWio NDOBOOAT B YACTEIN, XAMHYECKH WHEPTHBIX, MEpMETHYHER GMEOCTRX, WMEIOWMN
MHHAMANEHoE CEOG0OHOE NPOCTPAaNCTRD.
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10.2.2 Ona checneqenus Toro, STo0k @MEDCTH ANA IKCTRPAKUKMK HE JarpRaHANKN MOogeNLHY D Cpady,
TAKME EMEOCTH LOMKHE SRTE

a) BOpOCHNUEATHEIMW CTEXNAMHLIMKA NPODUDEAMA C KPBLLKAMINDoDKaMKA Ha WHEDTHOR NpoKnagke
(HanQDUMep, NONUTETpadTORITIANEH);

B} OpyrMmme MHEpTHRIMA @MEQCTRMK ONA IKCTPAKLMK COrnacHo TReBoBaHnAmM 0N A KOHKPETHBIX MATEpHA-
NOE WHNK NEPOUSOYR IKCTRAKLMM.

10.3 YocnoewA M MeTo bl IKCTPAKLLA K

10.3.1 YonoouA SECTDaKLMK OCHOBaHE! HA CYLLECTRVIOLWEA NDAKTHKE M 000CHOBAHR NDEeO0OCTABRNEHKE M
CTAHOAPTHOID ROOX0OE, KOTODRA BO MHOMOM ABNASTCA NPMEMNEMEBIM NDEYEENWHEHHEM HCNONBIOBAHKA Ka0Ee-
NiA. IECTPAKLKKD CNegyeT NEOB0OMTE NPW OOHOM KA DERHMOE, NPHBEQEHHLIX Hiwe (oM. C.3 npunoseHna C);

ap (37 L 1)°Ceredenme (72 £ 2y,

By (50 & 2)°CarTedenne (72 + 2)y;

ch (70 2 2)°C B TedeHne (24 L 2)y;

dy (121 £ 2)°Carevenne (1 L 0.1)4.

Mpumeswssde— ICTREEUMA Npd (37 £ 1) “C B TeusHHe (24 £ 2] 4 B KYNETYPANEHOA cpede MoseT OoiTh
NEMEMNEMIA ONA HCCNS00BAHMA UHTOTOHCHHHOCTH.

Ona HeMMNNasTREYeMLIE MEOULMHCKKY M3OeNWA, HAXOOAWMECH B HENPOASNMUTENEHOM KOHTAKTE C
HENOBPEHTEHHOA EOHENR HNK CAAIMCTON, NEMEMNEME! CROKW JKCTRAKWMH MaHes Jas 24 4 HO HE MEHEE YeM 4 4
(Ccw. 150 10993-5). TemnepaTypa IKCTRAKUMKA BeLWe, S8 {37 = 1)°C. MOMET HETATHEHD NOBMHATE Ha XAMAYEC-
KHA COCTAR WIHNW CTASHNBHOC TS CHBODOTEW W ODYTHMX COCTABMEY YACTER Ky NbTYPaNEHON MWOKGCTH.

YoNoBKA IKCTPAKLWA, ONHCAHHEE BRILS MCNONsIYEMEBE ONS NPEACCTARNEHUE MACLUTABSE NOTEMUM-
ANLHOMD PUCEA, ONA CUeHEW DHCKE MAGENKA WY MaATepUana, GCHOBAHE! Ha NpedacTBy oW e oneme. MoryT
Bk TE HCNONBLIOBAHE K ADYIHE YCNOBMA IKCTRAKLWA, HMEI0WHE MECTS NP KNAHKWYSCHOM BKCNONs3I083HMK NHba
NoEQOCTAANRKWKWE ANSKEATHYIO OUEHKY NOTEMUMANEHOH ONACHOCTI, HO B 3TOM CRYYas OMK JOMEHsl GulTe
ONHCAHEL U oB0CHOBAHE.

JECTRAKUKWA SBNASTCA CNOMHEIM NPDUSCCOM, HA KOTOPLIA OKAILIBANT BENWAHKE BReMa, TeMNepaTypa,
COOTHOLIEHWE MNOUUATA NOBSOXHOCTA M OO LEME , IKCTRAM DYIOLWEA Cpena ¥ (hasoace paBHoBecHa’ maTep9a-
na. HecBxoAMMO YYMTHIBATE BIWAHKE BRICOKOH TEMNEDATYDbL W BOYIMK YENOBWA HA KMHETAKY JKCTRANLMIA 1
WOEHTHUHOCTE MOGENEHEY COS NEK NPES0eH U YCROPEHHON UNK NEEYBENAYeHHONA JECTDAELKA.

Hanpusep, NPy HCNons3I0aandig NoBLILEHHEX TEMMEDATYD CYLWECTEYIOT JBE BOTMOMHOCTH!

1} IHEPrUA BeICOK0A TEMNEDATYDE MOXET BIIBATE YEENWYeHHDE 0DDaI0aaHMe NoNepeYHEx CERIEN
WIHNE NOMAMEDUIALMID NONMMEDS W, TAKAM 000308, CHHIWTE KONKYECTEO CROOOOHOND MOHOMEDA, OOCTYITHD-
Mo 4NA MUIPALME 43 NoNuMepa;

2} BRICOKAA TEMNERATYDA MOKET BEIEATE QOMVOOBIHWE NPOAYKTOE DeTPaJAUHK, KOTODLE COuIMHO HE
NOMCYTCTEYHST B FOTOBOM MAOEMKK B YCNORHAX KNHHUHYECKOTD NPUMEHEHA.

10.3.2 Ona maTtepuanos, pAacTBORAIOWLKWECA MK BCACKHBAKIUMECA B YENOBHAK KNHHWYECKOTD NDHMEHE-
HA, HEoBX00MMO CeoBaTE YCNOBKAM JKCTRasUMK, onucaniemM B 10 3.1 Mo BoamMosHOCT I, IKCTRAKLMG NpOo-
BOORT Npd  WCNONL3ICBAHMM  COOTESTCTEYIOWEH  IHCTPArMpylowed  =MgHocTH | B yCnoprax
BREMEHWTEMNEDATYRE ANA AMATALMK BOIOSACTEHA. MOo®eT BelTe HE0EXOOMMO NONHOE DACTAODEHWE.

10.3.3 Ona onpedensdis Heotxoguaors ohwema ILCTPArHpyoL e MUOKDCTH MOMHD HCNoNeaceaTe
CTAHOANTHYIO MNOWALE NOBSPEHOCTM. TAKAS NNOWAAR BLMKHAST o0y NNowane obeuy cTopoH 0B pasua ¥
HCHMIOYAET Hean pedeneHEe HePOBHOCTH NoBepxHocTH. EcnM kowdirypayva 0fpazua we noasonaaeTt onge-
OenyTl NNoWaas NOBSPEXHOCTH, HEODXOOMMO HCNONEIOEATE COOTHOWEHHE MACCA/ODLaM IKCTRAM DY IOLLENA
WHOKOCTH [Chi. Ta0nmuuy 1).

" pasosce PABHORECHE TESPOAOID MATERHANSE B0 BREMA 3KCTPEHYMM ONPSJenAeT OTHOCHTENEHOE COOSpMEHHA
AMOPEMHOA W KPHCTANNMYECKoR @as. Ana amopdHoA Daskl TEMNEpaTyRa Ma0E0ro Nepeloas (CTERNCBAHWR) T onpene-
AAST N0SBAKHICTE NONAMEPHOR UENH M CROPOCTs DRy 3Hn B J3HHOA haze. ODLIMHG CHOPOCTE ARG Y 36H MW TEMNSRE-
Ty¥pe BelWE T) AHAYHTENLHD BHIUE CHOPOCTH AWQ@yadi Npd S0Nee HHZRoA TEMNepaType. B EpACTANNHYECHON Da38 CHO-
pocTe GU@dYIHE HaeBones HWIEA. YONOBMA IXCTRAKUME He J0MHHE HIMEeHATs PasoB0I0 DASHOBSCHA MAaTepWana.
MameHeHHe haIoBnIo PARHOSECHA MOKST NOENEYE 33 COHOA WIMEHSHNE KOMWHSCTEA W CTPYKTYRE 3HCTPAMMDYE MBI BE-
WecTa, B wameHeH iy a 30B0MD DREHOEECHA MOMHD YAOCTORERHTECA, BCNONBEYA METON CRAHUPYH LA A JHE e peHUHATL-
HOW KANOpHMETEMH.
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TaGnuya 1 — Cranpa FTH=E NATLAagH NCEEQEHDICTHA | ofeEmMsal FECTRATHPYSIWEA HAGKOCTH

CODTHWL EHRE [pl=l]
- AKCTEIAKLME | N ankE
COMLIAH, Me -||.'IHHE'i.i MATEpWAENoOm
NOOSEPAHOCTH HITH
paccaofeew) 10 %
. E .
< 0,5 B o imn MneHka, NACTE U CTEHEA TpyBog
DT 05 oo 1.8 3 crimn CreHed TpyBok, NNACTHHE, HESO0NEWWE NETEE
MEIEN#A
4 E
= 1,0 3 oatian Koynsee NaTeE HIgen«a
5 . 2,
< 0,5 B crimn MneHka, NACTE B CTeHEM TpyBog
DTO05 0010 3 crian CreHgd TpySoK, NNECTHHE, HESONEWWE NATEE
TELEL T
= 1,0 3 ceiMn EoynHbie NaTeE HIgen«a
EY
= 1.0 1,25 cre™/san ANECTOMSpHES NOLPETHA
UeneHsie W34ENWA HENPABWN=HGA 3,2 r ofipaayaian MNopowok, rpaHy s, NEHE, NETHE HagenEa’
b il He afcopbesTrl
MopuETeie HIABNWA HENPABWNEHOA 0.1 rimn iembpase, THAHE
rapaibl {MATERMANE HE3K0® NNOTHOCTA)

Mpemedad e — B HIcToAWEE BREMA 8T CTAHOAPTHI0EAHH R METOA08 UCCNen0BasHa BECORGEHTOR W rH-
POKONNOWADE, NOSTOMY NPSANErasToR CNEAYIDUEA NOPRIDE CNpelenfinT obLamM SHCTPArMpYIoWed HuakocTH, aboop-
Gapyeson sa kaxgei 0,1 1 wnn 1,0 cM” marepnana. 3aTeM, NpH NPOBELEHUA 3KCTRAKU M MATEpHANa, A0BaENRIIT 3TOT
AONONHATENEHEIA 0B bem »a kewasA 0,1 runn 1,0 cu® Modenssol cpede.

10.3.4 3Anactosepsl, MATEDHANS C MOKDLITHEM, KOMO0INTE, NAMUHATEl W T. M. HE00SX0IKM0 MConego-
BATE N0 BOIMEEHOCTH B HENOBPEXASHHOM BAOE M3-33 NOTEHUMANbHBIX DAINKYKE XaDAKTE PUCTIAE AKCT DaKLIKKA
HEMOBDEMOEHHEIX A NOEPEKOEHHEX NOBERXHOCTEA,

I PAMEBYEHWE — B PEIYILTATE NPOMIBCACTESHHRX NPOUSCCOE CACACTEA NOBRPEXHOCTH MHOMMK 3NECTOMEBPOE
MOryT OTAMYETECA OT CEORCTE MATERWANE B chbama.

10.3.5 JECTPAKUW NPOBOOAT © HCMONLICEAHKEM MOMADHEIX W HENONADHEE JKCTRArADYIOWKE #1a-
KOCTEA.

K ascTpardpyiolMm cpefam oTHOCAT:

a) NONADHYD IKCTRATPYIOWYD ¥HOK0CTE — B00y, GHIM0NOMIMYeckiin pPAcTEOD, Ky NeTYDENBHYHD #10-
KOCTE D83 CRlBODOTRK,

b) HENONARHYIO JKCTRPAMHPYELYIO MMOKOCTE — CRBEMEes pafUHWPOBEHHOE DACTHTENEHOS MAcno
(HANPUAMED, XNOMNKOB0E WNH KYHEYTHOS | KAYECTRA, ONDEAENEHHET0 B PaiHeIX dhapMakoneay;

c] OONCAHATENBHBEIE IKCTPATHPYIOWWE HMHOKOCTH: ATAHCN/BOGA; ATAHCN/CHIMONOMMHEcKnA pacTeop;
NOoNKATHAEHrNKHECNE 200 (pasbaaneHHeid 00 GUIM0NorIMYeckoro SCMOTHHECKOrS NaBnNelka), JUMeTANCY k-
hoKcKa, Ky NeTYDANEHAA KADKOCTE C ChIBODOTHON.

MprmMeuaHse 1 — WMOKHS HCNONEIOBATE GRYIME SHCTRACUPYRILIKE HHEOKOCTH, COOTRETCTEYIOW HE CRORCTRIM
A NPHMEHEHHID WADENHA ANH METOLAM ONPEOeNeHHA CNACHOCTHA, NPW HANKYHMY CES0eHAE of W QSACTENH HE MATEEHAN ¥
BUONCTAHSCEYH CHOTEMY [CM. NEHNCHEHHe D).

I pPAMEYAHAE i— |||:l|d HCNET3HAW 528 QWTOTOKCHYHOOTE ONA JECTRRELHA NPpegnoYTHTEREHD WONONE30EEH M2
EYNeTYRaNsHOA CREdbl © CelBORPOTHOW W3-38 CAOCOBHOCTH NOAJEEHASATS KNETO sk R POCT, & TAEXS SHCTRAEFMPOEATE HEBE Nd-
NApHEe, TAKk W HENOMNARHLIS BE2WEBLTES.

10,36 JECTPAKLWH NPOM3BOOATOA BIBanTe BaHMEM MWW UHMpKyNAaUded. Ecnyd NpEMeHiiMa JKCTPaRL KA
NP CTATHYECKHE YCNOBWAX, MeTo0 QonxeH DeiTe obocHoaan, 0GoaHaq“eH W BHECEH B OTHET.

10.3.7 HKuakHe 3KCTRAKTEl CRagyeT, No BOAMOMHOCTH, HCNONb30BaTe CPA3Y NOCNE NPUIOTOBNEHWA BO
Habexamue copiUWMKA COCYOA, KOTOPEIR MCNONEIYVIOT ANA MCTPAKLMA NHE0 Opyriy KameHe il cocTaea. Ecnm
IRCTPAKT XpaHAT Bonee 24 4, ero cTabMNeHOCTE M FOMOTEHHOCTE B yCNODWAX XpaHeHA A0NKHE BeiTe Npose-
peEHE.

10.3.8 He cnegyer KOpDEeKTUROBATE ypoBeHs DH akcTpakTa Bea 0onwHOrg 0BoCHOBAHMA.
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10.3.9 3kcTpart e cnegyeT obpabareeaTe GunsTpauded., LeHToHEY TMpoBalnas MK QoYM MEeTo-
Oari ONA YCTRAHEHWA BIBSWEHHBIX YACTHL, NoNyYeHHEX B paboden nopagke. NpK HeoGRoQUMOCTH e ecs-
0GpaIHCCTE TAKOND NPoUecca Qon#Ha DeiTe 000CHOBAKA JOKYMEHTANLHO.

10.3.10 OnA onpegeneHda oNacHooT Heabxog Mo pacCKMoTPETE MCNoNLI0BRARWE YCNOBKA NPEYEEH-
YEHHOW IKCTPARUMK. JKCTRArMpyWy MHOE0CTE W YCNOBMA IKCTPAKUWA HYXHD BeIDHPaTe Ha OCHOEIHWM
DAIHKO-XHMAYECHAX CEBORCTR MATEDHANE WA NPOMHCIMDYEMBIX XMMAYECKMX BEWECTE C HUAKMM MOoNerynap-
Hisld BECOM, KOTOPEIE BMOMYT BRITE IKCTRANMPOBAHE.

10311 OnA MartepHancs Wnid Magendd, KoTopee He OOMHHbl pacTEODATRECA WK NoaBenratecA
PEI0REUHE NEK ODEIYHOM MCNCNBICEAHWA, NP JECTDAKULMA MO HME DHONS MaTEDHaNa MNH #30eNHA HeoDxoau-
MO NPAMEHATE DACTROPWTENM, HE BLI3LBAIOWKE PAIDYWEHKHA MONKMEepHore coctasa. MpK MenoneIoEaHuH
HEVCTOWHYHBOTD DACTEODWUTENA OONYCTHMO He DOonee 4Y4em Nerkoe CMAMYEHWE NONKMERHONS MaTepdana
(T. & pacTeopeHre He mexee yenm Ha 10 % ). HeoSxogumo yoanuTe pacTeopHTENE {Negen MCNoNsLIoBaHneM B
Guonpobe) 8o HabexaHne HebNaroNpUATHOND BIHAHWA OCAOKOE Ha BUONori4ecky o Npody (HanpuMep, JeHa-
Typauna Genyos WNH pasgpameHqe ko). PMHGopManda no MaTepyanas Win HIQendAn, KoTODBE GOMsH bl
PACTEOPATECA MK NOOBEPraTLcA pe3opSumu NpK obsMHOM HCNONE30BaHKMK, NpuBedeHa B 10.3.12.

10.3.12 [nA pacTecpoB 1M pACTBOPHMEIX MATEDUANORE MOMYT HE NOGXOANTE METOAOL! IKCTRAKLMM, CTaH-
AApTHRIE ONA HEPACTBODMMELX MATERHANGE. HYyWHD YHUTHEATE CNEOYHWEes PYKOBOACTES B QONONHEHWE K
WHPOpMaALKWK, CoOepKaledca B Tabmaue 1.

a) Mpw PUHANLHOR NOOroTORKE K MCNRITAMWKD HECOX00MMO YYUTRIBATE TAKKE (RaKTODLI, KAK COBMECTH-
MOCTE TECT-CHETEMBI, NYTe BEE0EHMA W CTENEHL PACTROPEHKA WK Aerpadagudd. Mo BoIsomHoOcTY CheayeT
MCNONEI0EATE COOTRBETCTEYIOWWE CREay M YCNoBUA ANR AMATALAM NDeYESNWHEHHOM Bo30elcTerA. [peapa-
DATENEHOE MCNEITARKE NOMOMET ONPELENHTE MOOX00ALIHE YCNOBMA.

b} Ecndmartepran nonHocTe PacTECLAETCA B CPE0E HNW DACTEODHUTENS, COBMECTHMbIX CMaTEDHANGM
W TECT-CHCTEMOW, NONYYEHHEA PACTEOD MOKET BeiTh OUSHEH B YACTOM BWOE NPK YYETE TOMD, YTO CEOACTES
pACTEORE TAKHME CORMECTHME C TECT-CHCTEMOR, HAaNDHMep pH OCMONADHOCTE, KOHUEHTDALKM PRCTEODE HHEX
BEWECTE.

¢} EcnwmaTtepran ABMASTCA BOAHEIM PACTECROM M MCNONEIYETCA BATOW dhophe, OH oNHMEH Bl Th MCNk-
TAH HANPAMYE: M HE IKCTPArMPOBAH C YYETOM TOMD, 4TO CROACTEA PACTEODA COBMECTHMME C TECT-CHCTEMON
fow. Take ajub) 100.3.12).

d} Pykopooctes OECD ana donsiTaHii XMMHAKSTOR WNH CXOOHBE XMMPASECKHE CTAHOaDTE HCNBITAMANA
MOrYT BblTh HCNONEI0BAHE Kak PYKOBOACTED K ONPELENeHHH MAKCHMAaNbHEE KOHUEHTDAUMA MCNLITY BsplX
BEWECTE, HCNONLIYEMEE ON8 ONPEeneHHbIX METOO0E HCMNbITAHKA.

10.3.13 B Tex cnydanx, Korga MUOKoCTH UWPKYNMPYIOT Yepes Magenye nod oSkidHomM HononsIoaa M,
HANPHMER B JECTPAKCPMOPANEHEX MAOENWAY, BOIM0MHE IKCTRIKUAA MY TeM PEUHpEYNAUMA. TTpK BOIs0HOC-
T HYHMHO NPEYEENHYHTE OOHD HNW GONes yCNOBKIA, HANDHUMED TEMNEDATYRY, BOEMA, 0D bLEM, CRODOCTE TEYE-
HWA. DE0CHOBAHME BbiG0pa ALCTRAKLKK BOMEHS BulTh OTPAMEHD QOKYMEHTANEHO.

10.4 ¥YocnoBwA JKCTPAKUMKM ONA ONpefengHuA onacHOCTH W OUeHHEM PUCKa B pexMMe
ApeYREAWYEHHOR MENONLAGBEAHWA (B AONOAHEHWE K ApMaoMeH M 0)

1041 MNMpw MogenNMpoBaHMK M NpUIOTORNEH KK o0pazuos ANA MCCNeaoRaAHMA W NPWICTORMSHIN JKCTRaK-
TOBE W3 ITAX MATENKA He0DX00HMO YYHTEIBATE ONACHOCTE, BOIHHKADWYKD BCNSOCTEHE HIMEHEHKE B NDOWa-
BOOCTESHHOM NOOUSCCE MNM HEGOCTATOYHOND HOHTRONA NPOW3IE0ACTEEHHOID NEoWecca, B COOTEETCTEMM C
IS0 14971, Ocoboe BHHMAHKE CNEOYET YOENATE MPUMECEM, BOIHAEIIOWNAM NEH 3TAX NPOUHIB0O0CTEEH Hi X
NEOUECcCcas, HaNpHMEeD OCTATOYHEIM ANSMEHTAM, OHUCTHTENAM H QEIMHEELTAMTAM.

10.4.2 Ecné noTeHUWManeHas TOKCHYHOCTE NPOOYELKAA, WCCNegyerol C NOMOWBI0 NReyBenH-eHHO
IHCTRAKLUMK, HAXOOWTCA B Npadenax Tpeiopadui, oTeyTCTayeT HeolXodMMoCTe JansHeAwers NCenedoeaHIa
HMATENKA NOCOENCTROM JHCTRAKUMH, MMUTARYIOWCA O0LIMHOE MCNONLIDEAHHE.

10.4.3 Onsa npoyeElde, NoNdMepMIyseedca in Sifu, neenedyamsie 05paslbl Jonmste el Te NOOBSPrHY-
Thl MCILITAHKMARM 8 NPEANOAArABME KNAHHYECKHY YENOoWAX NDMMEHEHWA 4na Nomydedns wugopsmagun o
MOTEHUAANLHOR TOKCHYHOCTH PEATKPYIOLME KOMNOHEHTOR NONAMERa B NpoUecce OTBEDOeEaHMA. Ecnu npu-
MEHAMO, GNA WCCMEOYemsx ILCTDAKTOR, NPUMIOTORNSHHLIX B DAIH08 BRPEMA, DOMKHE YYUTHEATE KUHETHKY
NOMAMEDAIALMA NOCTE CMELUMSAHKE KOMNOHEHTOR, BENIOYAR ILCTRAKT, NOUIOTORNEHH LR B OMKO3EMOS BOEMEA
OTESPASBAHKA. MCcneaosanke MaTeprana Nocne oTee pASBaHWA GOMHD BT COOCHOBAHMHEIM.

MpK MCNoNLIOBAHKA IKCTDAKTOR B METOOAY MCCNER0RAHKA ONA GUEHEW MATERHANDE, OTBEDEBAMLL MY
in sy, HA4ANO IKCTPAKLMKA JONMMO NEOWUCKOONTE © TOMD MOMEHTA OTESDASEAHWA, KOFDA MATEDHAN MO S
i siti.
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Mps MeToaax MCCMEOoBAHMA, MCNONEIYHIUKE 3TH MATEDHANE HANPAMYRH, HANDWMED NPAMOI KOHTaKT
MM LWTOTOKCHYHOCTE HE CNOE Arapd, MNNaHTALMA, HEKOTOREIE WCCMEO0BaHKE HE MeHOTORCMYHOCTE, 8 T
FEMCNHE B NPAMOM KOHTAKTE, MATEPHAN JoNHHE NEHMEHATE B3K TP KNHHWYSCEIM MCNONEI0BAHME, C OTBED-
DeBaHkes in sitl B TRCT-CHCTEME,

I pPAME24YaH®HE — Ans npeaocTaenedHH#a b MCCN2d0EaHu D MaTepdana onpefenaH=aro paaMdapa BN Macoe
MOHET BeTe HEOBXOQHUMA MOAME W KAUAA KNHHAYECKON CHCTEME 0CTABKN.

11 OTyer 0b HCCNenOBaHWK

OTyeT 06 MCCNeq0BaHMKE OCMKEH BENIOYETE B caba Cnegyowne 0aHHBEE, HO HE OTPaHHHHBATECA UMK
a) TWN W COCTAR MATERUANES, 8GN OH MIBACTEH, HCTOWHIAK MATEDUANG, MAOENHA, YACTI MW KOMNOHEHTA
H3INENHA.

I PAMEBYEHWE — 310 TpeboEEHME NONHOCTSH MW YACTHYHO MOHET DelTh BRNONHEHD NOCpelCcTaoM NHCEMEH-
HOTO ONACAHHA, PUCYHKOE , (hOTOrpadiia N Aoyrue MeTogos,

B HOMED NAPTHWA MMM CEEHIA NDE HATAYMK,

&) ONWCaHHE NDOLECES NROWIB0ACTES, OYHCTIM, CTEOMMUAALMK, BCIM NRAMEHWMO;

d) meTog AHCTRAKWMK, ecni Buina NpUMEHeHa, BENOYSI0LHA QOKYMEHTALM N0 YCIOBKWAM JHCTRaKLWH,
COeOCTRE NEDEME LN BEIHUA, M0GsIe OTENOHEHKA 0T PERKME JKCTDEELMI, ONMCAHHON B HacTOALLEM CTaHaapTe,
TAKWE kA DUNETPALMWA SHCTHAKTA MM JKCTPAKLIMOHHOH MHOK0TTH.
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MpHnoxeHwsa &
{cnpaEoYHoe)

JHCNBPHMEHTANEHLIA HOHTPONEL

Al METEPUENE, NEPEYNCIEHHRE JANes, MOryT COOTESTCTECBATE KPMTE P AM 3KCNE PUMEHTANEHOIO KOHTPONA ANA
HEHOTOPEIY MCCNEd0EaHAA. 38 NPEEMNEHE A BRISOp KOHTRONA HECET OTEETOTEEHHOCTe MCCNEROBATENL (CM. TAGnany A1)

MHDOpMBEYWA N0 KOHTRONbHLbIM CBPAIUEM @ SOHTRONAM NPEJOCTARENAETCA TONBEOD ONA WCCREQOBEHMA 0o
PS0 10893, se Tpedyi WMy cneuMgr-HLIE SOHTPONEHE X 00DEILGE MNK K0HT POoned

Tatinwus Al — NpUMERE ACCTYNHEY KOHTPENEHBIX 0BQAAL0E W KOHTRORER

Meenagosnanne

ManosuTensHe# KD HTR DA

OrpuuaTanaHed KOHTRpLGAEY

Cranpgapriel adpazauy™’

Fsmnnad Taussa

PWC-org. Sn

FE

SPU-ZDEC

CunskoH

HaTypaneHe il natexc

COEWCE ANEIMAHNR

Hepsagesauan cTank

LMTOTOMCHY HOC T

PYC-org. Sn

FE

SPU-ZDEC

SPU-ZBEC

HaTypanbHE W naTEKC

MonwypeTtan

MeMOCoBMECTHMOCTE

PWE Fa
FUR 2541

HEELE AE W AS

ut CEII!FEIJ.',EH?‘H E O8HHOA TAENHLE OTHOCATCA K KOHKEPETHE R MaTeprangrM, LOCTYNHBIM @2 WCTOWHAKDE, ofcaH 84 EH-

A2 Naa OTPHUATENEHOND HOHMTPONA UMK E0HT 0N BHE X ofpasune HCNONEIYIOT. NONHATANES BelCOKOM NNOTHDC-

THI: 21, 25, 4]
£

NonMypeTaH

|- 5
. MONHATHNEH HEZKGA I'I]'IDTH{IGTH"I, NoONAAMMEeETHNCHAoKCaH (Bea EpeMHEIEME
. I'ID.I'.I.'lI'IpIII-'II-'lJ'IE'H“:I. EepAMPAYECKHE CTEPEHKA M3 OEHCH BNHOMEHAAR, HEDHASEUWYH CTaNe W KOMMaDYeCEd
HUCTEHA THTEHOBRIK CNNAE.

A
i

. NONHEMHEWNXN D:ll-'l,ﬂa",

1] High-density polysthyiene (Megative Confrol Flastic RS) cen be oblained from the US Fhamacopeia, Rockville,

D 20852, USA.

2 HDPE film, RM-C: Hatano Resesrch Instiute/Food and Drug Safety Center, 720-5 Oonlal Hagane, Karagawa

257-3524, Japan.

* HOPE sheat, RM-0: Hatano Research Ingtitute/Food and Oreg Safety Center, 728-5 Oichiai Hadeno, Kenagawa

257 -3523, Japan.

*'HOPE rod, RM-E: Hatano Research Institute/Food and Dreg Safety Center, T28-5 Ochiai Hadano, Kenagawa

257 -3523, Japan.

*PE 140 wbing: RAUMEDIC AG, Postfach 501, 85208 Minehberg, Germany. PE fim is available from Hoechat AG,
6230 Frankfurt B0, Sermany.
El Blomaterials Program, Devices and Technology Branch, Wabonal Heart, Lung and Blood Institute, NIH

Budlding, 550 Wisconsin Ave., Bathesda, MD 208%2, USA.

THEIK B363 tubing: RAUMEDIC AG, Postfach 501, 85205 Minchberg, Germany.

B pYC TE06 and PVC 7536 tubing: RAUMEDIC AG, Postfach 501, 85205 MOnchberg, Germany. PYC-DEHP and
PYCE-TEHTM film is avalable from Hoechst AG, G230 Frankfurt B0, Germany.
# PUR 2541 tubing: RAUMEDIC AG, Postfach 501, 958208 Midnchberg, Garmany. PU film = avaltable fram Frontine
Fitmblasning, 60003 NorrkSping. Swedan.
WP 146 wbing: RAUMEDIC AG, Postfach 501, 95205 Manchberg, Germany. PP fiim Iz available from Hoachst AG,
G230 Frankfurt B0, Sermany.
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A3 [Ana nonosdTenkH oM KOHTPoNE#0Ms 0SPa3UA HENONB3YHT, HANDUMERD, NONHAMHHNXNOP G, COQEEMALLRH Oma-
soopradu-eckke gobaekn’®!, cerMeHTHpOBEHHEIA NoNUypeTaHoBwE cTepxers1?! nne nonuypeTanoBse nnedkn 3 141
cofep=awmne auaTEn 'S Huny qubyTunanTuoapBamardl natekc onpegeneHsOND COCTARA, PECTADR L CONSA LUHEa ©
Melb. BewecTas, koTODLWE BEMH #CNONb30EaHEl B KAHECTES NONOKATENEHOMD KOHTPONLHO MG 05PaILE ONA HOCNEaYEME X
AKCTPAKTOR. NPpeacTaans 0T cofol pacTEOpL B (heHonE W B00e.

MprumesdadHwe — B cHocEaEs ¢ 1) no 14) NPUECOAT NPAMEPSl KOMMSEHBCKM JOCTYNHEE NEHEMIEME K NP0 YE-
ToE. JaHHAR HDOPMALKA NPUECANTEA 4NA yoofcTea Nnone3cEaTeNed HACTORWEND CTAXJAPTA W HE ABNAETCA NOO0EDH-
KOA ATHE NPOSYETOR €0 CTOROHL S0,

" positive Control Material, code 499-300-000-000; Portex Limited {same as positive contrel RS which can be
abtalned from the US Pharmacopela, Rockville, MD 20852, USA),

12t palyurethane rod — ZDEC: RM-F, Hatano Research InsttuteiFood and Drug Safety Center, 729-5 Ochial
Hedano, Kanagawa 257-8523, Japan.

13 palyurethane film — ZDEC: RM-A, Hatano Research Inatiute/Focd and Drug Safety Center, T29-5 Ochiai
Hedano, Kanagawa 257-8523, Japan.

! polyurethane film — ZDBC {SPU-ZDBC ) RM-B, Hatano Reaearch Instilute/Food and Drug Safely Center, 729-5
Ochial Hadeno, Kanagawa 257-8523, Japan.
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{enpagoqHoe)

OCHOBHEIE NPHHUMNLI ¥ METOOL NPHrOTOENEHKWA Npob W oTBopa obpazyon

MaTepyan, Mcnonkiyessin 8 SUonarauecans ACcNenoBEHHAN, JonseH GeTe PENPEIEHTATHEHEIM C TOMKM 3DEH®A
Bre CoCTaea, 0BpadoTiM W fapaKTe pRCTHE NOBBNXHOCTH MAOSNUA, TOTOEDND K NPAMEHEH M (os. 7. 1)

JokyreHTaUsA COCTARA NNACTHLOERE W PE3MHOELIY MATEDHENGE JOM#HA BHNOYATE B cefa ONpegeneHne CrMon,
nondMepos s Nabey gobasos. ONEcaH@e KOMNOZW UMK J0N#E0 BENOYETE 8 Ce0A CER0EHMRA O XAPELTERHCTURE MATERMHAaNa,
HENp#MEp ero TepMoolpaloTee, XEMWHBCHOA “HETOTE HIM WIMENEHSHHOCTH, MAKCHMANBHD BOIMOKHIE HAMENEYEHAE B
CRy4ae NOETORHOND Jpofnaer«n.

MATEPUENSL, KOTOPEIE MOrYT NOLESRTATECA NOBETORHOM CTEPHNUIBLNA TEMA HE @MW 3NETEPHATHEHEIMW METOLEMH,
AonsHb Gk Ts @ocNe108AHE NOCNE MHOTOHEATHO® CTERMNEZEUWH. HANDUMER, MATERHAN. KOTOPEIA CTEPUNHIYIOT oGnyqe-
HHEM, B NOTOM TOETORHO CTEpUNMaynT clpaloTkof aTneHokCHA0M, He0fo0Ms HCCNed0EaTe:

2] nocme ofnyyaHen w

b] nocme ofnyYeHHA W CTEPUAHIALAY STANSHOKCHGOM.

Ecny BOIsMOHHD ONPELENATE € HAONSKAW MM GGOCHDEAHY eM HaHbones HeBNaraNoMATHEIA BEQHEHT BOSASACTERA,
MECNEnoBaHRe MOXET BhiTh NPOBSAEHT NOCNE BO30EACTERA B THOM DEEUME .

B #aeansHoM cnydae ace DwonorM-eckme MCCNe 0 EAHWA METEPWANE, BB DE3AHHOMG M3 MATENWR, CAMOIS KOMOHE H-
TE M30EMHA B KEHECTEE ACCNEdYEMOro METE PHANE ANK AKCTPAKTA, NPHrOTOEMNEHHONG U3 MATEPHANA WNA KOMNOHEHTE, NPO-
BOAAT B YCINOBWAX BOZ0EACTERA HKNeToMHOADWonorvseckod cpede TECT-CUCTEMBl HA8 NOBEQPEHOCTE MATEpMana.
B kasecTae METOOE, BNETEPHATHEHOMD DESKE NOBEPXHCGCTA OBPEIUE, MOKET CNYHHTE WATOTOBENEHWE MARMETH DHOTD @30e-
MHA CHENONE3088HHEM TOMD HE NPGUSCCa {SHCTRYIAH, NOTPYHEEHAA W T. 0.}, TEX e TEMNSpaTyp, BReMEHH, aTRoCepsl,
PE3AENETEN:HRIX CRERCTE, GTHUIE, OTESRHOSHAR, CHRCTE, CTEPRNMIALRA M ARYTHEE NDOUSCo0E. MCNONs3YeM s NEY Npo-
MIBOOCTES W30SNEA, BENKLYEA CTEDUNA3EURI, HOTODGIS DEANKIYVIOT B NPOLECEE NPOMSE0ACTEE HAZeNWA. 3To cnocodeTay-
BT oyeHsEe Nobbix 30pheKTOE, CEAIAHHEY C NNOLWEAEN NOSEDNHOCTH, XAPAKTEDMCTHEAME NOBEPXHOCTH, KOHUESHTDAUWER
BEIMEHESEMEIX BELECTE HNOBEPEHOCTER H PODMOR MATEpKaNa.

MeTannsl, scnonesyeMee nps GHoONOrMHeckom necNeqoBaHMK, LonsHe BrTE W3 TOMD He WCXOOQHOrD MaTepuana,
KOTODEM MPHMEHAKT NEW HATCTOBNEHAM 30ENHA, H NPOXOONATE TY HE MEXaHHYecky 0BpaboTey, MIMENs“EHUE, NONHDOE-
Ky, OMHETHEY, NaccHaayx, aknn«an odpaboTey NOBEPEHOCTH 4 CTERHNWZEYW IO, HOTOPEIS HMEHT MECTO NPY NPOW3E3ACTRE
roTOEONS HIGENWA.

KepamruieCEMe MaTEpMane, NPUMEHASMES B BNONONAYSCHAE HCCNEO0BEHMAY, A0NEHE GETE H3rOTOBNEHE W3 TOMD
HE HCEGOHOMD NODOWKA C MCNONBIDBEHMEM TEX HE NPOUSCCOR OTNHEKM, 33NWERM, QOpMOBEM, Cnekdadud, oBpadaTan
NOBERXHOCTH W CTEDUN MAE4@H, KOTOP:IE MM BT MECTO NPA NPOUIBOGCTES FOTOBGTD M3 08 NHA.

MegrUMHCHHE HAOENWA, MCNONs3YVEILLWE HHEOTHEE TEAHW WNH WX NPOHIBOOHEE U olpaGoTaHHee @KECATOROM,
CREOyeT @3y«aTh NOCNE Wi BhlSpHHESHAR B TEMEHHE MAKCHMANEHOMD H MUHEMENEHOTD JONYCTAMOrD BEEMEHA furca-
LUHMH. NEEdyCMOTPEHHOID MATGTOBMTENEM, CO3JAEAR TEM CAMbIM DEANMHHE YCNOEWA GNA NPOHWKAHRA SHECATORA.

BAMECTE 3RCTPETHPOBAH®A METERNMHECKUX MATEDHANGE W NOCNSAYDWETD NQHMEHEHHA ALCTPAKTA 8 TECT-CHOTEMaX
HEGOx0QUMO DACCMOTPETE WMCCNE08a+Me DRCTEOQODE DAINEYHEXN KOHUSHTRALMA CODTEETCTEYHIWER CONE KOHEPETHO-
rojbix] MaTanna(oa), HEXCARLEMOCR{XCA) B #308NMH, ANR ONPEAENSHWA DNACHOCTH MOHE(0B) KOSKRETHOID(BI%] METAN-
NA{0E] @ enolHe] B8 BB CLUETOMN | YDOEHRAER ). HE B 3EBAWETN3{ME] CTEETHOR PEAKYHH.

NMpumewasne— 3Tor MPHHGUN TEKKE NPHMaHEM E SGprasiYeciiid MAaTepHanas NpY YCTEHCENEH HislX XMWY ec-
Kl BEUBCTEEX B M3O2NHM.

Mpy NNAHHPEOBAHMMA WCNEITEHMA MATEQHAN0E HECBX0HMO VMTRIBATE YCNOBAA SKCTPELL MM ANA WMNNEHTAP yEMEIX
MATEPWAN0E, KOTOPEIE WMOMYT Beli8ATe 08QAICEAHKE HBECTHU 0 WYD NPY EMWHAYECEOM NpeMedHsdad. Ecnuy yonoeqa
SHCTRAKLMHM Bsl3biBAKRT OBpaI0BaAsUe YACTHY, NPH NNEHHPOBAHAM WCCNedDBEHMA MATEpHAno: gonses OsiTe yHTEH
SERT NPOLEOYE SECTRAKLMA.

HOonWHecTad METERHANE W NNCWAAL 6rd NOESPXHOICTH JONWHE COOTEETCTEOESTE SHONCrH4MEckHM 0 DE3H Y B0 M
OMDEHWHEHHAM TECT-CHOTEME . HA NPaKTHEE CN8gyeT UCNoNb208aTs CTAXAAPTHOE K0MNMHECTES NE0fsl, pEX0MEHOOBAHHGE
ANA EEA00 0TIENEHOM 3KCNEPHMEHTA.

Monb3cEaTENM HACTOAWETD CTAHOARTA 40NHHELl OBQETHTE BHHMAHWE HA 00300 vHEJNEXALETD NEHMEHEHHAR H
AHENPAEMNEHOID NQAMEHEHHA CERTHRMRLHPOBAHHLIY CTAHQApTHRE CBPaIUCE B NpeAHCNOBNRM K PyiosogeTay 150 33,
BroTofzop oTMewaeT 0GNALTH NOTEHUHANBHOMS HEAOCTATOHHOMND W H3BRTOMHOMD YNoTREEN EHUA KOHTRONEHBIX oBpasuoe
M CEpTRPRLMPOBa HABIX CTEHAAPTHH E 0fpaauos. NoNs10B3TENM HACTOAWE MY CTAHABRTA JONKHE TECEE NPWHATE BO BHW-
MAHWE, 4TO JONYETHMO ACNONB30EAHWE LANHEPOBOYHEY MATERHANOE ANA OUSHEM BMONOIWMBCKOrD OTEETA ACCTEOYEMEIX
MATEPWANDE B Npedenax og=od nabopaTopuu.
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MpHHUANE 3KCTPaKUMK HECNeayemsIx ofpailon

C.1 MpW NpRroTOENEHWK SKCTRAKTOR U3 WAGENWA MOLENEHER CRELE (SHCTRATHPYILWEA HAGE0CTR) U YONOBMA 3KO-
TREKUWH JOMNMHE CO0TSETCTEGEA TS CEORCTEAM W NDWMEHEHWE NOTOBOMD 30ENWA, 8 TRCHE NPOTHOSMPYEMBM XEDEKTEDHC-
THHAM METONE WECNEOOBAHEA (HENPUMED, YYECTEHTENSHICTA U T. N. 8 OTHOWEHAH USnM necnedoeaHun, obocHoaaHHA,
HYBCTEMTEREHOCTE @ T. 4.). Taksn cBpazom, yoNoSWA ECTPIRUMH H NPUMEHEHW e SHCTREKTE B TECT-CHOTEM AR MONKHL . B
WABENEHOM CAYYEE, OTPEMETE HE TONEKD YENOEHA PEANEHOMN NEAMEH EHMA W3ASNHEA, HO TAKSE UENs H NDOTHOIEpyEMBIS
oeaGEHHOCTH RCCNE A0S EHHA .

B yonoEwAx oBEMHOMD HONONE3I0BEHWA TP A UAREYIAL@H SU0K0CTEd HEQEs HADENWE, HEMPHUMED B 3KCTREKODNORENE-
HbiX AZAENAAK, ONA NPHEMNEMEE METOL0E 3KCTPARYUN HeobRooWMo OBpETHTECHA K AONONHUTENEH B CTAHZARTAM, SCNH
TAKME CYIWECTEYT.

Ons onpelenesdA ONACHOCTH W DUBHKK BRCKE ON3CHOCTER NPOECARAT SWanoarieckie HCCNeJ0B3HWA B YCNOBKHAY
MpEYEENHHEHEOT RN 08RIMHOMD HENGNE30BEHWA. MaToAR IHCTRELUWE PAINAYSHTCR 8 3aBMCHMOCTH 0T LENE HeCnea0-
BAHWRA:

&) NPEYESNWHEHHYH IKCTPEKGHM D NPAMEHAKDT 40A CN2eQenaHHEa ONacH0CTH;

b) 3HCTPRHUWHD, MMATHDYIOW VD ACNONE30EaHAE, NPWMEHRKIT ONA B paBoTin axTopa De30nacHICTH NPH OUEHKS
DMCHE ANA 30000 ERA YENOBEKS;

L) WCE PN B B0 LY SRETRAEUWE NDAMEHAKT ONA oUeskE Ge10N8CH0CTE WMNNAHTHRYEMOND HE0ENEA W NPOrEG33
BEDEHAY QONYETHMEE YPOEHEA XEMHMECRUY BRLACTS, BRAANASMEE B GRTEHW3M NAUMEHTE.

C.2 HacToAWMWA CTAHASRT NPESNONATEET, HTO KONWYMECTE0 AKCTPAMMPYEME X BELSCTE 3ABMCAT 0T APOLOAXKETENE-
HOCTH SHCTRAKLW M, TEMNEDETYDR, COOTHOWEHEA NAOW a5« NOBSDXHOCTA MaTEpNENa # obbema MogeneHOR CREge, B TEK-
He CECHCTE PACTEOPUTERA.

C.3 MpooonsErTeneHOCTE SHECTREEUAE D0NHHS DuiTe LOCTATOMNHOA 4NA MALCHMENEHOT0 HIBNEEHWA BEWECTES. Ha
MpEHTHEE ANA EEHAOTD XMMEYSCKOrD 3HANKIA PEHOMEHOOESHE CTAHOAD THRIE YENOSHA BREMEH W U TEMNEPETY P 2HCTP&K-
WM BMECTE ARYTHE HeoBooHOBEHHE X KN HECTAEHLAPTHE X YCN 08 WA,

C.d4 B =auecTBe BNbTEPHATUEL MORHO NDOBSCTH NOETODHYE IKCTPEKUHK G NOCH a0y UHEM C0HLESTREpOBEHHEM
ON# TorD STole NoAYHTs LOCTATOY HOE ANA AHANA3E KONHYECTED SLCTRAMMEYEMOND BEWesTEE. Takan NpakTHEE NPUMEHN-
M3 B YENRE WOEHTHD MEEGMM ONECHOCTH (S NpunoseHse O

C.5 TesnepaTyps SECTRAKUMA MOHET BelTe PAINKYHOA B 323BHCHMOCTY OT HCCABOYEMOTD MATEPHENS. FECTREKUWA
HE AONEHE Boi3bEET IAMETHON JEMPASALMA MATERWANE, 38 ACKN DYEHAEM TEX CNYYa 88, HOMDE METEPUEN ADNHEH D3CTEG-
DATECA WNW NGOEEPraTech paioplysd npe nenons3caadKe (o 10.3.2) TemnepaTypa 3€cTPARKUMKH JABMCAT T M-
HO-XHMAYECKHY X8PAKTE PUCTHE MATERHANE W30S NWA. HANpHMEP, NpY 3CTPRKURKY NONHME POE TEMNEpaTYRE AONEHE BHTE
HWHE TEMNEPATYRH CTEENOBAHAA. ECNW TEMNSpATYPE CTEKNOBAHHA HWHE TEMIEDATYRE WCNONEIOBSHWA, TEMNERATYRE
AKCTPEKUAW OONKHE BRTE Hitsa TEMNSpETYRE NNABNSHUA. PEdoMEHA0B8HHE e yCNOEWA NpHBELeHs= B 10.3.1.

Crneayouyse NEAMERE CNy#HaT MNNDCTPAUNER ONA NYHWEens NOHAMaEHRA nanoxedHone e 10.5.1:

8) MATEQMENL], KOTOPEE WMEMKT TOUKY NN3ENSHEA WAA PAIMATEHAA Hiwe {121 £ 2) "C, S0n#Hb NOOBEpraTs SHo-
TREEUWE NEH CTAHASPTHOA TEMNEDATYEE HUME TOHMEW NNABNEHHEA [HENPEMaD. NONRHITANEH HHIH0M NNOTHICTA];

b) saTepMEnsl, NOAEEPrEEMBIS THOPZNA3Y, CNegyeT SECTRATMpORATE NEH TEMNEPATYRE. GEcne- nBRKWE A MHHH-
MANEHEA MHApONME [HAaNEHMEp, TONHAMKOE AKCTPATMEYIT TP TeMnepaType {50 = 2} "CJ;

C] MATEPWANE, HOTODBIS CTEPUNWSYHT NAPOM @ COLEPEAT HMIAKOCTE B NPOUECOE XPAHEHWA, CNEAYET IKCTRArMDE-
BaTe npd Tesmnepatype (121 £ 2)°C (HaNpUMen, NpEOEAPUTENEHO 33N0ONHEHHEE QUENUIETORE );

d) MAaTEePMENLI CNeAYeT SLCTRATHPORETE NPW TEMNEDATYRE, KOTOPAR oBEecneyMBEST MEKCHMANEHOS WIBNEYSHNS
seuwecTas bes 1erpagayqM MATEPHANE [HENDHWMED, TEAHW MOKHO SKCTPArMPOBATE NPpY TeMnepatype (37 + 1) °C, Torga as
HEpAMAYECKHE MMNNARTAETE — Nps TEmMNepaType {121 £ 2] °C].

BaumaHue! anMEHEHHE METON0E WCCNeOoRAHEA N0 HACTOAWEMY CTAHAARTY K MATEDWANBM W3OSNAR, conepsa-
WM NPOTEARE, LQONEHS NPCEQIWTRCA C HoNswWol 0CTo POEHOCTER, “Tolk Npo uenypa ILCTPAKUME HE HaMEesRMNa Buanorm-
HECKAN CBORCTE IKCTREMMDYEMBIX MAETEPUAN0E.

C.6 ConTHDWEHWE NNOLAaLW NOERPRHOCTH WANENWA W00 EeMa MOQENsHOA CREdL MNA PACTEOPUTENA A0N=HD BriTe
DOCTETOMHEIM:

8} ONAQOCTHEEHEA MEKCHMANEHIMD KONWY BCTEE IKCTRETWPYEMEE BELWECTE B NRHSMIEMOM ONA KHMUYE CHOTD BHa-
NEZE ANK 408 GHoNoMiYechdE HoCneA0BE=HA Jo3HDYeMoM obeeme (T, 8. Q03WpyeMEl 0OBeM EHYTDH CRIMONOTHYECHY Y
Npesenos).

b} GEMOHCTPSWMM NOTEHLWENEHOA ONACHOCTH NPHMEHEHWA ANA HENoERKA;

C] NOAHOTD NOTEYHEHHA MATEDHWANE B PACTEODUTENE.
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Mpu OTEYTCTEMA NEPAMETRDE SECTRAKUMM A0A KOHEPETHOMD W3OENWA DEKIMEHAYETCA MCNONE30BETE CTAHAARTHHE
NoBSpXHOCTA M ofben pacTeopuTenA (cr. 10.5.3). HEROTOPRIS METO0 L HECNELOEAHHA TPe By INT K0HUBHT PP OB EHWA B0 TR-
HEE ANF MO B LW EHHA YYBCTEMTENBHOCTH TECTA.

Mpumeswanmne—HKoH UEBHTPHAPOBAHME BE TRKEE MOHET NDHEECTHA K NOTEDE NETYHU L B8WeCcTE, TAKHE KL OEMCE
STHNEHE.

C.7 Bufipansee ONA 3ECTRAKLMA PACTEODHTENN GON#HEl COOTEETCTEOBATE CNEOYOLWWM TReDoBaHnAM:

a) GeTe NPUIOAHEMA GNA HCNONE30EAHAR B ONPELENEHH BE BHONOrdIeckss TECT-CHCTEMEX,

D) MMHTHPOEATE YONOSBHA SECTRAEUWE, KOTOREE PEANKAYIOT B NPOLBCCE NASHYECKOTO NDWMEHE HWA M30ENWA,

c) ofecnedHBaTh MAKDHMANEHDS HIBNSYSHWE IKCTRATUPYSM B E BELLECTE.

Mpid 0TCYTCTEWM GA3HHRIE O PECTEODHTENAX ONA ONPEOSNEHHEYE WIDSNWA DELOMESAYETCA WCNONEI0EATE CTAH-
ABPTHEIE NONAPHEES W HENCNAPHEIE pACTEORMTENA (oM. 10.5.5).

Npuwmesars e — CTAHOAPTH3AYMA NEPAMETROE, NPUEESEHHEE B C.5 W C.6, No3EONAET HCNONBICEATE JAHHEE,
nonyseHHele & o0 GHonorHyeckis HecneJoBaHUA MEQUUHHEKMY #30enUA, ANR APYriy USned, HENpUMep Qna oUeHE
PHCKE ¥ GNA PAIBWTHA CTAHOSPTHI0BEH Helx a3 naHHeN.

C.8 Ains MaTep#anos, PACTEOPAKLHMXGA ANW pe2opBnpyo WKHECR B OpraHniMe, meoBxodmu o coBnn0aTe:
a) yCnoeEWA, NpHEEOEHHsE B Talinnge 1;

o] yonosue aTeMnepaTypalepemans 2 10.3.1;

c) nonoMesuR 10.3.9 oTHOCHTENEHD PHABTPELW M MW LEHTRHG YIHpOBasUA.

C.9 MpuroToBneHse obpasus maaenwi, coBrpaeMslx in silu

ﬂ,.l'lﬂ ooobelk oBcTOATENLCTE Npd NpAICTOENSHMHE IHCTREETOE @3 A30ENWA, NONUMEDHIYeMBY (7 S, HEBDIMOMXHD
COInaTE CTAHGQAPTHADBAEHHDE TFIE'E-I:I gaHue. Ans non FHSHHA NPUEMNEM O AKCTRAKTS Heofno Mo ViIMTREATE OTAENEHE 2
KOMMOCOHE=TE, Bp2MA 40 NONHEMEeDH 38U W, NpPagHAIHAYNEHRHOS MCNONEZGEAHAE ¥ 3KCTRAMTMPY L WE HHOQEOCTH. HeclhxogumMo
NoOHSpEHYTE, STo NPH MNAHWPOBAHMAE NDABUNEHOR METOOONGMAKW ANR FI\-BJFIEE-D-TIH npyrogscrd HoConegyaMon i:lﬁI}EJLI,H
HEBX00UMO MCNONEIDEETE KMHE THHY NONHMEDMIaLAM. MpuBs ﬁCIFI B NDHEeMNEMOrd RECTEOPATENA GNA 3LCTPAKUWA Dﬁr}ﬂ3-
Ua HyHHDY YU TelEETe HE3ENONUMEDWICESH HEIE ROMOOHEHTE .
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NMpunoxesse D
(enpagoyvHoe]

MeuyepnbiBalilian IHCTPAKLMA NONWMEPHLD MATEPHANOR ANA GMONOrMUBCKON OLGHKM

0.1 OBwan 4acTe

MonusepHbie MATERHANL SA5TO COLEPHAT HEGoNeWOoe HONEYECTED XHMHHECEHY BEUWECTE HH IO MONEKYNADHOR
macck (LMW, TaKHE KEK KATANWIATORE , YOROPWTENH NPOUSCCa WNWE Apyrde gobaaskd [19], oCTATOMHE & MOHOME DB, GNK-
FOMEDE W T. 0. JHAYRTENLHIA TORCHEONGrAMSCckod Nnpoinesod now BHONOTRYSCKOR GUEHKE NONWMEDHE X MATERHAN0E
ABNAETOA TOHCAMHOGCT b NS0 BRIWENIYMBAEMEIE BEWECTE, KOTODRE MOTYT MHTEHPOEATE U3 NONWMEPE B SEN 08842 CHAR
OpTaHW3M B0 BPEMA WCNONEI0EAHEA H34ENKA. 3Ta KOHUENUWA BHES1EHA M3 COMMEWESHAA NOAMMepHoA repynnel CECD no
BONPOCAM YIPO3e 300P0EEH M MCKNKMEHWA NONEME DOE W3 Mo el TaHHA (2M. [17]).

OT4ET BhiGendn CNelynlWe YeTHDE NapaMETPE, KOTOPRE BAHHb JNA 0YEHEH yTR0 36l 340P0ER K, Bal 3I88=HOR NDH-
MEHEHHEM NoONWMERDE!

8) CRPEOHeYUCNOBON MONEKYMARHEIR BEC NONMMEeRa;

by cofepmaHde XK HECEHE COCTARNA KX C HH IKAM MONesyNARHEIM B8 COM.

C] HENW4HE PESHUMOHH X ysEGMosaneHs=E rpynn (o, [18]);

d) Hannuue GHogoCTYNHEIX METENNGE.

Mpumeuadese— LMA&C onpefenfnT k3K SHMAHSCEWE BEWECTES HAZKOM MONSEyNADHOMD BECE C MONEKYNRRE-
Hhi BECOM, HE NPEaRLWaoUgEM 1000 Da.

Mpr BUonorMusceod OYEHKE NONAMEPHEY HAZENWA ANA NPUroToRNEesMA WCCnegyeMe: obpasuoe Heobxogumel
ONpedeneHHBIE METOLEl SKCTRAKUNE {KROMS WCCNedo8EHMA N MMIMEHTA LA, FEMOCOEMECTHMOCTH TPAMOTS SOHTEKTE ¥
YHETOTOKCHMHOCTH NEAMOro KoHTakTa ) Mpunosedse C yKa3siBBET 8 TO,MTO NPSYES NHME HHER SECT DA KYMA NEHMMEHAME N0
CMNpPEdENEHNY PHCKE. FICHEPNEBAKILER IKCTRELUAA ¢ NPHMEHEHHEM GPFAHAYSCHAN PACTECPHATENEA ABNABTCA JEYIAM
METORM, 070 Pl MOseT BeiTe NONE3HEIM NpE ONPSLENEH A DACKE NONAMED HBIX HIGENWA, 0000 eHHO NPEOHAIHANEHHE ¥
LNA OQONFOCROMHONG MCNONe30EEH R,

DasHsiA MeTon obocHDBaH CNe]y oUuEMY @aKToODaMa:

- ANA GNpefenaHY A PHCEE PELOMEHOYETCA, YTO0E NpY HAMGONEWE A BOZMOKH OCTH oBULe e KONWYECTA0 ILCTRA TR Y-
SMOMC BEWSCTES DelNo NONYYEHD U3 NONAMEPHOND HALENAR M NPAMEHSHD COOTEETCTEEHHD & KAXO0H TECT-CHCTEME;

- HECEOMNEKD HAYHHE X paGoT Nokasany, 470 GMoNOrMYeckMe KHOKOCTH, T3HWE KAk CEBODOTHE, MMEMT GKTHEHOCTE,
CPAEHMMYE ¢ CPTAHWHECKHMHY DACTEOPHUTENAMM, HANPHAMED STAH0N W METEHON NPM SECTPIKYMH KMMAYMECKEAY BEWEACTE
{pTanat, 4.4 -«MeTHNeHERaHWN A, BAcheson-54) M3 NONEMEPHEE MaTepeanos [20], (23], [25]. [2&];

- BECTRAKLMA OPrasH«e CMMA DECTRODMTENAMA 0O BY#0 NpEMEHABTCA B 0BNACTH NONKMEPHOrD 3HATWM3E ANA HOEH-
TURHEIUMM W SHCNEHHGMD onpeaeneddA LMWE nonuMepos.

0.2 Beiop nogXoQALLME PECTEODMTENER ANA IKCTRAKWHMA LMYYE Uz nonMMepHeiX Migenun

CYWECTEYRT WHpoxnse pasHoalpasse nondmMepos W nd gobagos. Takd obpaicu, HET EORHOM YHUBEPCANEHOTD
DACTRODUTENA, NDHMEHAMOID ANA WCYERNE B3 DWEd 3KCTRAEKUAW B08K NORMMEepos. CTAHGSPTHRE METOOb OTLENEH WA
LMWC oT BelcoHONONWMESHE Y DDAKLHA. BEFYIARHO NPAMEHAKW MSCA B 0GNICTH NONAME pHONs SHANKWSA, NOMOramT Npu
subope NoAXOOALWE PACTEGDATENEA GNA MCH B DN H BA W ER SKCTREKLWE.

THRMYHEM METOSOM ABNASTCA NPEABAPHATENEHOE Bl NN HEHAE CTYNSHYATOA SKCTRAKUK KA ANE BeIBOpa Noaxona W e-
I GPraHdYecEora pacTEopUTERA, “TolEl 33 TEM AKCTPAMMDOEATE NONSPEYHO-CLUMTHE NoAMMeps . BeBpaHHBIA pECTRORK-
TENE QOMNHEH PRCTECRATE MEXCHMANEHOE KONHYECTEO HENONAPHEE LMW C, s He cam nondmep. Heolbeoowro yOeaWTecs
B TOM, 4TO PECTEOPMTENE HE Bl 3 BAET XRMUMECHOTD HIMEHEHEA MBTEpWANE, COZAa8aR, TAkUM chpason. apTedaTe. Jnr
nogpobHOA MHGOPMELMA N0 CTYNEHY3TOM IKCTRAKYHH C NPUMEHEHREM PAZNAYHEIY PECTECPATENSA NEWEROEHE: CoBIN-
EM[2F] M [35]. PeromMeHIaU@M MO NPUMEHHMEIM 8 ONHCAHHOM BHILWE CNYY38 DACTROPHTRNAM HAN0XEHH 8 cCrnkax [27], (28]
W [33]. KK npaeuno, MK ABNAKDTEA META%ON, 3TAHON, AUSTOH, METHN3TENKETOM, KN 0padops {2-NEonaHoN/ TekeaH ), AWa-
TUAOEEA AP HD A FEECEH (0T NORAPHOM Qo HansnapHara ). LMW G C To4EN 308 HEA TOKGH KBNOTHA ASNRKD TCR KHpORacTE00EH-
Mg COSAWHEHHA C 03 REUHEHTOM PAILENEHHRA WK NOrapnd MOoM KO3 HUWEHTS IO ckTas0N/205a 8 2,0 wnw Gonee,
TAKKAK STH XMMAYSCHAE COB0MHEHWA MOTYT He TaE BLICTRO BRIOSNATECA NO CREBHSEHWED C NORAPH B MK UMY ECEH MM COSa K-
HEHAAMKE. CE0POCTe MUTPALMY aTH: LMWE C Sonswol BEpoATHOCTEK KOH TRONMEYETEA NPOUSCCaMW OWd@YyIdd B Nonw-
MERE, SCNW EC BHEWHEN Maze He Beno pazgensHid. CUTyaUnA SHEMBANEHTHA MMIPALUMHM B BackoHeuHel obbem ©
COGTEATCTEYET YONOBMAM WCHEDNBIEEWER IKCTPaKWAW (oM. [21] W [22]}. CneaymwMi Halop NONAPHEY W HENONADHE X
DACTREODMTENER MOKET OETe NPEMEHEH ANA NPEAEEPHTENBHEX OMNETOE NO DACTE0PEHED BonswHHCTEA LMWE ¢ Tosck-
HONOrHSECKHM PHCKOM: METEHON, AgeToH, 2-nponadonrekces {50 @ 50) v rekcas. dnA BeICOROCWATHE NONEME POE #ena-
TEMNEHD WCNOAB30BETE PRECTACOPMTENH, KOTODRE EBhi3nigEaT w=alyiadde nonwsepoR, 74y kak oHW cnocoboTaywT
CEOEBPEMERHOMY JRSEDLEHUH ONEITA.
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ﬂETj"lE‘GTh PECTECPHTENA RENARTCA QONONHWATENsH=IM QEKTOPOM NDW akifio pe PACTEQPUTERA ANA IKCTPIHYHN.
F“EL"TEL‘IFI MTEMNH C BRICOMOR TOYEOA KANEHWA HE ABNAN TCR NEMMEH MMEIM K, TEX K3K MOXHOD OHADATE PEINOKEHUA LMWC ngu
HCMAPSHWH PACTRORUTENA W3 BKCTRAKTA ONA NONYHEHWA OCA0KA WCNApEHWA, NPOUSECA, KOTORRM NPEMEHHM K BHomarayec-
Kl TECT-CACTEMBM.

0.3 Opyrde 3CnNekTol BelBOPa yENOBHA 3ECTRAKUMKA

0.31 Onm onpenensHiA OCTATOMHOMD COQEpHEHHA LMWE B nonvMeprsix METEpHANS: Heofioanme nposecTH
MCHEPNEBANILL YO SECTRARUMKID. KaK onvcase 8 D33, 370 npeiocTAEWT MAKCAMANEHOE E0NAHSCTED AKCTPArHDYEMOro
BSWECTEA HE NpoSHEA ol pasey [yl viR BAPHAHT ], €0TOPOE 38TEM CNEAVeT ACNONE3GEATs JNA AaNs HEAW SR AUk
XAPAKTEPACTAEN @ TOKCHEONOMMHMEC KNS WCCNS40EEHUA .

0,32 SecTpakyvie NpoEoQAT NPR 3T “C UNn NEM NOBE W EHH B E TEMNSPATYPRX ONA YCEOREHHAA ONBITA, TamM e MEHEe R
CREOYST NOMHWTE, 4TO NOBLILEHHBIS TEMNEPATYPE MOTYT BE88Th KHMEHECKHE DEIKUEH (ANM PEINOKEHKE ], 4TO NPHBO-
AWT K oBpazosasuil QONONHEUTENEH K COBOMRHEHWA B 3ReTpasTe. Take Npe SwbGope NoSe WeHH Y TEMNSpaTyR CNegyeaT
NOMHMTE O TORM, 4TO BG BREMA SKCTRAKLMA HE SOAMHE NPOACKOIHTE GONONHMTENEHSIE NONMMEDM3EUAY MNE NONEDEMHOT 0
CLUMBAHHA NONAMEQOE.

035 Mpd #cyepneBa0WSH 3LCTREKLMY ONATENEHOCTE 3KCTRAEL MM He MOMeT BeTe NDEANWCaHE 3APIHEE, HO B03-
MORHO NPHMEHHTE CNenyoiwkA Metoy. NpoBoaMTeR CépEA NOCNE00B3TENsHEIY 3KCTREEUME NyTeM oBpaboTie npoBroro
ofipEaga pRCTEOPOM Ha ONPELENEHHEA NEPHO] BREMEHH, 3IAMEHAR DACTEOD HE CESHAE U NOBTOp=D Nodeepran obpasey
obipafoTee Ha oNpeaeneHHER Neprod BEREMEHE, NOETOPAR Npoyece. Korgea cofe pHaHde GCagra np9 n-A nocnejoeaTenk-
HOW SHCTRAKUMA COCTREWT COHY gecATy (0,1} COOSpHaH=A NpH NEPE0R SECTRAKUHN, ILCTPEKYMA NPH3HAATCR BB E0 LW EH-
HOW. Bo3saomHo, STO 3TOFD HE APOMI0AAET WE-33 NPESENEHD MEONSHHOA MArpaUWs METepsana o bomese BelCoxMmM
MOMSHyNAPHLM B2C0M. MHOWEALYANEHEIE COO0SPEaHMA DOA0KE CENAALIBANT GNA NOMYYEHHEA CYMMAaDHOMD JHAYEHEA W
My TEM NPAENGpE9 K NEodHeR obpasey/pacTEOD CRESHEEBII0T CYPOBHAKMK OBPA3LA W, HEKOHEY. C H3ZENWaM B uenom. OGwee
COOEMMAEHWE GETATHA M3 MANENWA PETHECTRHPYETCR KK e NPOUEHT 3KCTPArHDYE MO0 BEWBCTES ..,

.4 I'Ipu MEHEHWE OCTATHA, NONYYHEHHOMD B PE3YNETATE HCYERNLIBAMK AR IKCTRPAKLHA NpX BHONOrHYec Kol
OYEHES

MonyueHHbIR Takem 0SpE30M CCTATOX PACTEOPAKT B NOAX0GALLE M DACTEOPE W MOMYT B JANeHER WA K HCNONE30EATE
Kak npofHel A ofpasey NPy GHONOIMYeCRoR OLE HES B CNESYR LW USnax:

a) Gyayud npofHeiM ofpazuon B GHONGTEYSCREE HOCNEA0EaHMAY, OCTATOK YACTS ABNRETER CMECEID KHMHYBCENR
BeluecTe. MpMMeHAR GCTATOX B PAINMYHLIY DRCNOTMYMACKHE METOAEY WECNSN028HUA, MOMHD FUEBHWTE N3TEHUMANEHERA
PHCE S EEML0A GRoNorMYeckod KOHE U HEA ToMEe. [TEHMeHEHWE OCTATEE B TECT-CUCTEMA X ONACAHD 8 COOTEETCTEYH WM BA3-
Aenax IS0 108593 & ero npunose @Ay, manprep SO 10883-3 W 15O 10903-10;

D] ANAXMMAYHSCKOR X2PEKTEDHCTHE 08 HHE S XHMHMBCH0T0 BHEMW 38 OCTATHE NEEeOCTEENRMT NOME 3H ¥ HEdopMa-
UM ONE XADAKTEDUCTREA MEBTERRANE HHENK 8M0 X4 MAYECKHE KOMNOHEHTOS (oM. IS0 10983-18). Ta<aA WH POpMELWA BHOT-
0A MOMET NpMEECTH K 33KNAYEHER, §TO B BANEHERWHE WCNBITAHUAX HET HeoOXodMMOCTH, OCHOBREBEACE HA
TOKCHEONOrMYecE0d SKEYBEANEHTHOCTH MATENWANY, MCNBITAHH OMY KNHHNYECEY.
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CoogeHWA O COOTEOTCTEMH MEHIOCYA3PCTEEHHEIX CTAHOAPTOR
CCLINOYHEIM MEXOYHAPOOHLIM CTAHAAPTAM

lfreGnuya OAd

OELIHsEHAE § HABMEHDRAHWE SCEMNDEHSTE Cranars OECIHAMEHAE M HAHE BEHSRAHNE SODTRSTET B8
M-EK,'J_}'HHHI.'I,I:]HL'ITD :TEH,I:IEPTEI COaTseTCTan= MEI.’-L':!.I,'.‘I_UFCTEEHIIIJF‘: CTaHaapTa

150 1099312003 BHONOrH-ECcEEA OUSHEA DT MOCT 150 10993-1—20711 M2aendh MeddUMHCHEE,

MESHUMHCKWE wagenmd. YacTe 1. JueHka # ne- OygeHks GHONOrM-ecKoro QeAcTanA MedHEUHHCHERY W3-

NelTAHUE oenu@. Yacts 1. DUuAHKE W HCCNed0BasMA

150 10983-2:20068 Oueska GWMonord-eckss - -

MEJEURHCEHY Hagendi. HacTe 2. TpeloBaHwa

K OXpaHS 300P0ELR MBI THEXE

150 109935-3:2003 Juedka  Guonordyeckas BT FOCT IS0 10983-3—2011 Waaenus &80 MuHHECKRE.

MEDHUMHCKHME @agennid. YacTe 3. MonuTaHsa DgeHEs GHONOrMHecHoro AeACTE WA MEdHUHHEHAXE W3-

H3 FEHOTORCHYHOCTE, HAHWEPOrEHHOCTE W TOK- oenuna. HacTe 3. MCcCcnegosaHHA TeHOTOKCHYHOOTH,

CHMHOCTS, BNRAKUYH B8 PENPOAYETHRHOCTS KEHUEDOMEHHOCTH W TOKCHMACKOIS QBACTEMA HE pan-
POOYETHEHYH 0 YHELH D

150 10995-4:2002 Oueska  Guonorvyeckasn 1eT FMOCT 150 10993-4—2011 M2aendf MeldlHHCHEE,

MEOHUHHCERY Hagennl. HacTe 4. BaiBop Honk- OyeHka GHONOrMHYEcHoro Qe ACTE WA ME0HGHHCHRE W3-

TEHWR, OTHOCAWMECA K B3IEMMOJEACTEMID < oenmnd. 4acte 4. MConeloBaHUR MEOENHA. BIZWMMO-

KDOaEH OSACTRYDIWME & KPOBLED

150 10993-5:1999 BRONOrH-ECKEAEA CUSHEA DT MOCT 150 10993-5—2011 WM2aendh MeddUMHCHEE,

MESHUMHCKWE #@3genkid. YacTe 5. MoneTadsa OygeHks GHONOrM-ecKoro QeRAcTana MeqMEUHHCHRXY W3-

Ha UMTOTOECHY HOCTE N wilio oenud. Hacte 5 MocneqoBaH@A =8 GHTOTOKCH-
HOCTh. METOOE N Vilro

150 10993-6:2007 BMONOrM4ECKEA OUSHEA DT FMOCT 150 108993-6— 2011 Mzaenuf MelduHHCHEE,

MEOHUMHCKWE @agennid. Yacte 6. MonuTadsa OyeHks GHONOrMHEcHoro AEACTENA MEdHYMHCHAE M3-

ANA ONpegenesdia NokansHex agyhekTog no- oenuna. HacTe 6. MococneqoeasMa MECTHOMO JEACTEHA

CME WMMMaHTALWS NOCNE MBNNAHTALRK

1500 10993-7:19058 Oueska  GMonord-eckaa o7 MOCT 150 10903-F—2011 M3aenus Me0iuMHECKEE.

MEDHUMHCKHE H3Oen A, 4acTs . OCTaTEH Nou DgeHka GHONOrH-ECHOrD AERCTIHA MEdHLUMHOHAY W3-

CTERANHIZLAY 3THNEHOECHE0M oenud, Hacte ¥, OCTATOMHOS COOBRMAHME 3THNEHOK-
CHOE NOCHE CTEPWAM3IEYLAN

150 10993-9:180% Oueska Guonord-eckas o7 FOCT IS0 10883-9—2011 Wagenue e MUMHECKRE.

MEQHEUHRHCEHY W3gends, Yacts 9. CTpyeTypa OueHkE BHONOFWYEcEOr: OEACTEWA MEIWUAHCEMX

MOSHTHEHEELGHA W KBEAHTAMKALMA NOTEHL M- nagenni. Yacte 9. OCHOBHBIE NPAHUWNEL WLEHTEH-

ANeHBX NDOOYVETOR PEINOKEHWE MHLALWA W EONWYeCTEEHHOMD ONpeOenes1Wa noTaH-
UsaNssb NDOOYETOR QErpELAE UHH

150 10993102002 QOuedHka Guonoru-eckan DT FOCT IS0 10993-10—2011 Magenna MeJ@UMHCEHE.

MEQHURHCEHE Wagenuwd, Yecte 10, MNpofe =a OyeHrka BAONOrMYecKoro JeACTEHA ME0HGUHCHRE W3-

pasgpaseH«s W BNNeRrHYSCEYD pPeaklrd 18- oenud. YacTe 10, MocneaoseHWA PAISPEADUEND H

MEBLNEeHHOID THNE CEHCMBHNAIADYDLEND JERACTBHA

150 10993-11:2006 OueHrka Guonorv-eckan DT FOCT IS0 10993-11—2011 HMagenna MeJdUWHCEHE.

MEQAUMHCKHE H3ZenA. YacTs 11, McnuTanan Oyenks GHONOrHHEcHoro QeACTaNA MEdWEUHCHRE W3-

H3 CHOTEMEYH TOLCHY HOGTE oenmi Yacte 11. Moconegoaasua b WeToKCHYecKoro
OeACTEHA

WSO 10983-12:200F Duedka Buonorvyeckasn DT FOCT IS0 10993-12—2011 Magenna Med«@UMHCEHE.

MEOHUMHCEWE @3nennad. Hacte 12, NogroToska DigeHEE GRONOrMHecHoro AEACTIHA MedHUMHOHAL W3-

neofl W 3TANOHHEIE MAaTEpUance aenud, Yecte 12 MNparoToeneHwe npod W KOHTRON B-
Heig obpasysl
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Oxoxvanue matnuya A1

CIGAHAYE HAE A HAAMEFOEAHEE CORTHMHO T
RSO YHAROOHAND CTAHAAET

Crenens
CODTRETETEHA

DHDAHESEHHE 1B HANMEHOBRHEE COOTRETCT Oy KW Ero
MERIOCYQAPCTHEHRDID STAHGAPTS

150 10963151098 Dyarka Guonoradeckan
MEJNUUHCEAX W3agennd. Hacte 13, MoedTudim-
HALMA W EONWHECTEEHHAR OUSHKA NPOOVETOE
PAINOHEHAA 8 NONHMSPHEE  ME0ALHEGHEE
YOTROWCTREN

o1

FOCT 150 10893-13—2011 Magenua meguuuHCERE,
QueHsa SUONOIMYEcKOND JeACTEUA MEguUMHCKUE Hi-
Sendd. YacTs 13, MoesTedUEIUSA W S0NWHECTESH-
HOoE GNpEedEneHe NEoRyETOR nerpanaung
NoNMMEpHEE MESULHRHCEWE @30SNHA

150 10993142001 Ouyexka Swonoradeckan
MEJNYUHCKERE Ragennd. Hacte 14, MoedTudm-
HALWRA W EONWHECTESHHAR OUEHKA NDOGYETGE
PAINGHEHAA KEQEMUKMI

o7

FOCT 150 108993-14— 2011 M3genda Mg MuM HCHAE,
CueHka BUONOIMYecKore JeACTEMA MEgRUNHCERE #a-
Sen«d. 4acTs 14, MoesTedUEALSA W S0NMHECTESH-
HOE OnNpedeneHde NPOAYKTOE OSrpadalds Wigennd
W3 KEPaMHEN

150 10983152000 Ouyexka GWonoraYecran
MEANGMHCERE Ragenua. HacTte 15, MoeHTUdM-
HAUMA ¥ HONUYMECTESHHAR OUBHKA NPOOYETOE
PAINOXKSHEA MATANNOE W CNNasoa

o7

FOCT 150 10893-15—2011 Ma0endA MeaHuMHCKRE,
QueHEa BUONOIMYECKDND JEACTEMA MEZWUHHCERE K-
dendn. 4acts 15, HaesTARUEALMAA W EONHYBCTESH-
HOB ONpeaenaHye NpodykTos Qerpadauis Wagenai
W3 METANNOE W CANBBOE

IS0 109831618997 OyeHka GSWonoraYeckan
MENEUHCHRY H3AendA. YacTe 16. KoHuSnuuR
TOKCHEOEMHETHYECEHE MCCNedoBaHHA NpoOyE-
TOE RAEINOHEHWA W BRIWSNAYHBESMEX EBE-
WeCTE

107

FOCT 150 10093-16—2011 WM30enuA MednguHCKRE,
OueHka BUONOTMHECKOTD GRACTEMA MeQ@UMHCERY Wi-
fenqad. Yacte 16. MogenMpoEasMe W MCCNed03aHAS
TOKCMEOKHHETHEN NDOOVETOR QEMPAgELHH W Bl MslBa-
HHA

150 10983172002 OyeHks Suomoradeckan
MedHEHHCKE Wagenki. Yacts 17. YoTaHoBRe-
HHE JONYCTHMBIE NPEaencE BelWEna I HEASM B K
BEWECTE

o1

FOCT 190 1009317 —2011 Mzgenua MegnyuHCERE,
COueHka BUOROTHYWecKkorns DeACTEUA MARWLHHCEWE Wi-
dendn. YacTe 17, YCTAHOENEHSHE NOPOroBEsis 3HAYE-
HHA ONA B MBEBIEMEIX BELWLECTE

150 10983162005 Ouyexka GWOnROrA4esran
MEJNGUHCKAX M3dendn. YacTs 18, Onpsgensa-
HHE KHMAMSCKHYE XAREKTEPMCTHE MATEPHWANDE

1oT

FOCT 150 10893-18— 2011 Ma0endA MeaHuMHCKRE,
OueHEa BUONOIMYECKOND JeACTEMA MEgWUHHCERL K-
gensd. Yacte 1B, WMConedoseHWS  sHMWAMSCHEX
CECACTE MATEPHANOE

1SOUTS 10903-19:20068 OueHka BUonord-
HECKEA MEeOWUAHCKMX Hadensn. Yacte 19
Al 3 KO -EHMMHSCHEA, MODPONOTHYSCEIn W To-
norpaHYeckaR KA paKTERHCTHES MATEPHaNoE

1oT

FOCT I5QUTS 10983-19—2011 WagendA MeDuus#EH-
cHee, DusHLa G@onorM4ecioro OSACTEHA MEIHUWH-
CHME CELTT TR YaoTe 14, Ylcocnenosadmna
PHABHO-R M M ECHNE, MOpponord-ecsiy 0 Tononpa-
pAHECEdY CBOACTE MATERNANOE

IEQ0TS 109093-20:2006 Oueska Guonorsuec-
Haf MegUUAHCKME na3aendn. Hacte 20, NpuHyu-
Mk W METOOR  HMMyHGTORCMRONOrHYBCHAXK
HONeI TAHRA MEQWHLMHGREXY WI0EnWA

o7

FOCT ISQUTS 10993-20—2091 WanenvA Mesduw@H-
cre, OyeHza SWonorndeckors DefcTEMA MEeguL@H-
chdx wagenk@E. Hecte 200 NpuHuMne @ seTodl
MCCNef0B8aHHA  UMMYHOTORCHSMHOCTH  ME0RLHHECHAY
uagen«i

150 149712007 Mapnenda Megsun=ckle. MNod-
MEHSHHE MEHEORMEHTE PWCKE K Ma0 AL HHCHAM
W3OS NHAM

o7

FOCT 150 14971—2011 Magensa MEIHUMHTKHE.
MpUMaHEHHE MEHEOWMEHTE DHCKE K MEOHULWHCEAM
W30 e MEAM

" C&DTEETCTE}'I‘JI.IJ_HD:! HEYWOHENBHEIA CTAHGAPT OTCYTCTEYET. Do ero YTEELEOEHHA PEKOMEHOYETCA MCNONEZDEETE
MEpeB0 HE PYCCKHR AZEE JAHHOMD MexyHAPOg=0rd CTAM0A0TS. Mepesog 0asHOMD MEEAYHARDAHOMD CTEAHASPTA =a-
AQOWTCA B ¢‘EHE'FIE.|'-I:H-EIM HHEPOpMAUMOHHOM ROHIE TEXHHHMECKHY PEMMAEMEHTORE @ CTAHOEPTOE.

MpuwMmedyaHwe — B HacToAWEeR TABnMUSe WCNONEIOBAHD CREOYSIWEs YENOBHOS GH0IHAMEHHE CTENEHH COOT-

BRTCTEMA CTAHGAPTOR!
- DT — MASHTHMHEIE CTEHOSPTEI.
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