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Mpeaucnoeune

Leny, ocHOBHEE NoWHWANG! W NODALOK NpoBededrs paboT No MEwncyJapcTREHHON CTAHGADTHIALMM
voTadoanedel MOCT 1.0—082 «MedwrocydapcTeeHHaA CHCTEMA CTAHZAPTUIALWA. OCHORHBIE NONOEEHHEY M
MOCT 1.2—2009 «MewxrocyZapcTEEHHAA CHCTEMA CTAHOARTHIALWA. CTAHLADTE MEXTOCYIapCTEEHHBIE, NEE-
BINA W PEXOCMEHOALUMK N0 MEXTOCYIADCTEEHHOA cTaKaapTH3auxy. Mpaauna paspaboThK, NPHHATHA, NEKMEe-
HEHHR, OOHOBMEHHA H OTMEHEID

CeopoHMA O cTaHpapTe

1 NOOQroTORNEH deaepancHsis rocydapcTBEHHLIM YHRTAPHEIM NPEANDUATHEN « Boepoccicami na-
YUHO-HCCNEQ0BATENECKANA HHCTHTYT CTAHIAPTHAALMA W CePTUHKALMK B MalWssocTpoeHds (BHAHMALLY

2 BHECEH TegepansHieil areéHTCTEOM NO TEXHWHECKSMY DEMYIMROBAHUK W METDOMNOMK

3 NMPHMHAT MexrocynapcTeaHHsIM COBETOM N0 CTAHIAPTHAALKA, METDONOMMH W CEpTUMEILUMK (NPOTo-
Kon oT 20 Hoagps 2011 . Ne 40)

3a NpRHEATAE NEOroNOCoBaNKM.

HPE1EDE HAHMOHOBIHAE CTRdHE KL'FE CTRiHE :DHF'EI.L;EHHDE' HANMBHOBEIHHE HEMDEINEHOND OpraHd
no MK {(WCO 31484} 004—57 e ME (WSO 31667 004—97 Mo ETaHAANTH S WA

Eenapyck BY MoceTeHOART Pecaybnskd Benapyce

KazaxcTad KZ MoccTeHaapT Fecnyinak Kaiaxcras

KHpruzua KG Kb el 3CTEHOBRT

Poccun RU FoccTasganT

YWalekncTas Lz YECTEHOGERT

TansurdCTaH Td lap#urcTaRaAEnT

4 Mpuraaowm PegepantHore aredTcTea No TEXHAYECKOMY DEMYNHPOBARMIE U METRONOMKM oT 13 oexalbpa
2011 r Me 1313-c7 MesrocyiapcTEEHHRA cTanaapT FMOCT 150 10993-18—2011 prefed & ARRCTEAG B K3YSC-
TBE HAUMOHANEHOM cTakaapTa Pococuickon Pegepauia © 1 Aaxeaps 2013

5 HacToRWWA CTandapT WOSHTHSSH MEXOyHapoosoMy cradfgapty 150 10993-18:2005 Biological
evaluation of medical devices — Part 18: Chemical characterization of matenals [Ouexka Swonoruuecsoro
OeFRCTEHA MeIWUMHCEMX Wagendi. HacTe 18, Mocneqopadne XMMIKSeCEHY CEOHCTE MaTepyanca).

CRrafsHiA O COOTEETCTEMM MERTOCYOADCTREHHEIX CTAHGAPTOR CObINOYHEIM MERIYHAPOAHLIM CTaHOaD-
Tam NpWBEOeHE B JONCNHMTENBHOM NDHNoseHnd A,

CTengHe COOTEBETCTEMA — WOeHTHYHaRA (DT

CTasgapT NOOroToENeH Ha OCHoBE NpumereHyda [OCT P MCO 10993-18—20059
& BBEOEH ENEFBEIE

HMughopsayus of vaMerenuny K Hacmoseny cmandapmy nybaukyemen 8 emeaodnom uHhopmayuon-
HOM FRAIAMENe « HAUUOHANEMLIE CManJapimibls, 8 MEKCT UIMEHENLUD U ToNDAE0oK — 8 SMEMBCAYHOM Uk oD-
MALLOHHOM yRa3damens sHauuoHanekbie cmandapmes. B COyYas NepecMampa [JamMens)) Uil omdass
HACMOAWS20 CMaNdapma Commaamemeyiowies yesdoMnerua Bydamt onyinukoeaqs @ axaMecayHOM UHbon-
MAULOHHOM YRa3amens « Hayuonansyse cmardapmels. Coomesmameayioulan UHEDOpManUs, yeedolmenue U
MEKCIME! DAIMSLLAMCT Maoke 8 LbopMayuonnal cucmeame ofless MoNeI0EaHUR — Ha ChuyYLaNEHOM
calime Dedepansiosn A2eHMCMEa Mo MEXHUYECKOMY PESFNUSSEaHII0 U MEmMDOToauy & cemu Mumepkem

& Craugaptaudropm, 2014

B Poccwickod Degepaydi HacTOAWKMA CTAMOAPT He MoMET Dbl Te NOMHOCTEI MK YACTHYHO BOCTIDONIBE-
OeH, TUPAMWPOEAH W RACNDOCTRAHEH B KAYBCTES ODWUMANLHOMS MINAHWA BG83 paspelleHus PenepansHora
AreHTCTEA N0 TEXHUYECKOMY DEryNHDIORAKMED 1 METDOMOMH
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EeepeHue

CoSmogeHde NonoxeHii cTasgaptoa cepii 150 10993 «Ouatka BUonoriYeckorn JeRcTBMA MEQHLHH-
CEWX MAOENHAD NOIBOMHT SDECNEYMTE CHCTEMHEBIA NOOX00 K MCCNEa0BaHKI0 BASMOMMYECKOrD NeRCTRMA Malk-
LMHCKIAK M30ErAE.

Uensio 3THx cTaHJapToR He ABNASTCA DEaYCNOBHOE 3AKDEnNeHHe B0nHoobpasHLX METOO0E KCCNeaoBa-
HIA M HCNETAHKA 38 TEYINaMH OQHODOOHEX MEQKLHHCEMX MAOENHMA B COOTEETCTEMH C NPHUHATOR KnaccddvEalm-
BR WX N0 BKOY W ONHTENLHOCTH KOHTaKTa © Opraddason senopexa. MoaToMy naHvposanne i NpobedeHre
MCCNE0BAHWEA # WCHBITAHAA A0NHHE OCYLYECTRNATE CHEUWaNKCTEL, HMEKLHAE CODTRETCTEYKILYIO NOOTOTORKY M
ONBIT B OONACTA CAHWTARHO-XMBMWYSCKON, TOKCHKONOMMYECKON M GHONOMAYSCEON SLUEHOK MENHLMHIRHXY M30Eenii.

CraHgapTe cepii 150 10993 apnACTCs pyKoBOOALLMME A0KYMEHTAMA ONA NPOTHOIADOEIHWA M MCCTe-
O0BAHAA BUGNOrMYEcKoro JeRCTRAMA MEORUMHCKME MAOEnHA Ha cTalkl BDoDa MaTeRHanoR, NPeaHaIHaYeH-
HEd% 3NA HE HIMOTORNEHKA, 3 Takse 4NA MCCNEeZ0saHA MoTOBLIX WAOENnHA.

B cepuio |20 10993 BxogaT CReayMe YacTd nog obuw|m HakMeH0oBaHneM «M30enda MequUMHCEAS .
Cugrka SHONOTHYLCEOND JEACTEMA MEOMUMHCKHE HILENMAs .

Hacte 1 -— OueHka v MCconegoeadna;

HacTe 2 — TpeboRadka K ODDalleHEM C MUBOTHEIMK,

Yacre 3 — Mconenopadks redoTorCHYHOCT, K3HUEEOMeHHOCTI W TOKCHYECKOTS JeACTEMA Ha penpo-
OVETHEHYIO yHELIK,

HacTe 4 — lMcocnenopauie Manenyi, BaadMoqeicTEYIDWME © KpOBbio;

Hacte 5 — Moocnenopadye Ha UMTOTORCHYHOCTE, METOOL i vilra,

HacTe 6 — Mccnenopanke MecTHOMD JeRCTERR NOCHE HMINaHTAUMH,

Hacte 7 — OoTaTouHOE COQEMHMAHME ATUNEHOKCHOA NOCNTE CTERHUNHIALIMIA;

Hacte 9 — OCHOBHLIE NPHMHLANE MOSHTHEWEAULMK 1 KONWYECTESHHOM ONPEaeneHMA NoOTeHUMAaANEHEX
NPOAYKTOR ASTEagalHM,;

HacTe 10 — Mcocnegopadie pazipaMassllers M ceHCHBHMHMAHMDyWers QEACTBKA,

Hacte 11 — Moocnegosakue obweToRCHYeckon JedcTamA;

HacTe 12 — lMpyroToEneH#e Npod 1 cTadgapTHee 0b0azyks;

HacTe 13 — MoenTUDHEILKA W EONHHECTESHHOE ONDEfenaHyHe NPOaYKTOR ASTpataliid NoAMe DX
MEQWUUMHCEAX M3Oenui;

Hacte 14 — MgedTUdHEauna ¥ KOnNEYecTEEHHOE oNpedene ke NpoadykToR Derpadauyy HageniyHd Wl ke-
pammKA;

Hacte 15 — MaeuTudweauka ¥ KoNUMYecTEEHHOe CNpeaene e NpogyETos Jerpagalmy Wagan9i 1a me-
TAMNNOE W SNNapos;

Hacte 16 — Mogenuposanue » HCCNEQoBaHKE TOKCHEOREMHETHMKKY NROGYETOB J8rDanauiy M BulMsl BAHMA;

Hacte 17 — YcTamoBneHHE NODONIeLX aHAYEHMA N8 BeMBISaEMEX BELLECTE,

Hacte 18 — Mcoocnegopadne XvMAYeckdy CBORCTE MaTepHancn,

Hacte 19 — Mconenosanme dImMKo-sMMYEcKME, MOponorMyYeckiy M TONorpadr4eckns CEOHUCTE Ma-
TEPUANOE;

Yacte 20 — MpuHUKnE W METOALI HCCNEOOBAHWA HMMYHOTOKCHHECKOrD OeRCTBHA MEOHLHMHCKHE Hane-
TAA,

IS0 108831 COOep®MT OCHOBHEE MDMHUWNE ONA COCTABNEHHA NPOrpamMsbl UMK BrRoNordYeckoi
GesonacuocTik. Pazgen 3 150 1090312003 cTmevasT, 410 npr eeifope MaTepranos 4na Mcnons3aosaHqa npu
NPOWIBOOCTEE WALENWA MMABHLIKM KDHTEDHEM O0MHEH DETe NPUIMAHOCTE K MCHONBI0BAHKID. 3TO OTHOCHTCA K
FADAKTEDUCTMHAM M CROHCTEAM MaTELWANa, KOTOPEIE BEMICHAINT XHMAHECHRE, TOKCHEONOTHYSCEHE, dranqec:
K, INEKTRMYECKAE, MO ONOriYeckie ¥ MEXaHHYECKHE CROACTEA. 3Ta WHopMauna HeobxagHma nepen
nGol Buonorideckol ouenkol. Mogpaanen 7.2 150 1099312003 oTMadasT, 4To NpoLomsalowancs NpKes-
NEMOCTE BACNOrAYECKOR CUEHKK ABMAETCA AcnesToM CHCTEMEl KOHTPOMA Ka4ecTea.

Tawke S0 14971 oTMeHaET, 4TO AHAMNKS TOKCHEONOMYECKOrD DHCKa NOMHEeH NPMHKMATE BO BHAMAHE
SAMWYECKHIA COCTAE MaTEDHANGCE.

TpeboBanKA, CD0IHAYEHHBLIE B HACTOALEM CTAMIARTE, NPEIHAIHEYEHE ONA NOMYHEHAA CREy IO HH-
(PopMaUMKH, KOTOPaA NOMOKET CNDOTHOIMPOBATE BRONOMMYEcKYI0 PEAKLMKD Ha MaTapHan.

= KMMHHECKWA COCTAE MaTEpManoe, MCNoNeIYeMBX B NEPOMIB0OCT BEHHOM NPOUSCoE, BRMICHaR J00aBkM
npK SBpaBoThe ¥ OCAOKM, HANDUMEDR, SCTATOYHLIE XMMHKSTE, YACTALME, AEIHHDMUKDYRLME H TECTHRYIOWHE
BELWECTRA, KHCMOTE W LEMNOHA,

I
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- XAPAKTEPHCTHES MATEPHANOCE, MCNONEIYEMER NDM NPOMABOACTEE MESMLHMHCEWX HADENUH, 3 TAKKE B
KOHEYHOM BADWMAHTE Madenmi;

- MOEHTHEMKALKMA MATEPWANDE MERWLIMHCKOTD WAOEMMA;

= CNOcOoBHOCTE MATEPUAN0E MEQWLHHCKOMD H3QeNHA K BEOENSHAD DEWeCTD WNTH NPogyKToR pacnaga e
Npoueccse NpoMIBoaCTES,

- MIMEHEHWA B KOHCTRYKUMOHHED MATERUANAR M3-33 WIMEHEHKH B NDOMIBOACTBEHHOM NDOUBCCE MK
HEQOCTATOYHOM KEOHTRONA NDPOWABONCTREEHHMOMD NPOLEGEE.

KapakTepUucTHEW COCTAED NPOMIBOOCTEEHHED MATERWMANDE HAXOOATCR, B OCHOBHOM, MO, KOHTROMNEM Mo-
CTABLMKOD ITHX MATERHAN0oa. Tek He MEHes, ORYTHE XAPAKTEDHMCTHEN, KaK NPEENNG, IABMCAT OT TPeGoBaHKA,
KOTODBIM DOMAHD COOTEBETCTBORATE FOTOROE MEQWLMHCKOE WANENKE, 3 TAIGKE OT TEXHONOMMYBCHMX NPOUeCCoD,
MCNONEIYEMBIX WAMOTOBMTANS M MEAMUWHCKOMD WAASNWA.
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M E M o C ¥ O APCTUBTEMHH B H C T AHOAPT

M30ENWA MEAWLIMHCKME.
OLEHKA BMONOMMYECKOrO AEWCTBUA MEOWLMHCKUX M3OENMA

YHacte 18

HeconegoBaHve XMMHAYECHMX CEBOMCTE MaTepHanos

hMedcal devices. Biological evelvation of medical devices. Part 18, Chemical charactenzation of materials

Nara eeenessa — 2013—01—01

1 OBnacTb NPUMEHEHWA

HacToAWMA cTAaHAAPT ONWCEIBAET NPCLBOYDY HOSHTHEWEALMA MATEDWANA M WZEHTHdMEALMK 1 ONpeae-
MEHAA 8o XHMUYECKUY COCTABNSIOWAY. MOmyHeHHbIe JaHHBE O XHMAYSCKUK CRORCTEAX MATSDWANS MOryT
GhITE HCNGNLIOEAHE ANG PAAA BAMHEE NEWMEHEHHR, HANDWMED!

= K3K 4acTe cueHEl o0wel Guonormeeciol Ge3cnacHocTy MeguuMHcKono vagennsa (S0 10993-1 »
14971);

© MIMEDEHWA YPORHA IKCTPAKUMK BELLACTES M3 MEQMUWMHCKOMD M3ZENKA ANA OUSHKK COOTBETCTEMA J0-
NYCTAMOMY NPEgeny, BeBpaqHoMy ONA JaHHOMD BSWECTEA C TOMEW 3I08HWA OUSHKW PWUCKa a00pO0BkEI0
(IS0 109931477

- QUEHEW COOTEETCTEMA NPeqnaragMore MaTeprana KNWHKWYeCkn NOOBEReHHOMY MaTeprany;

« OUEBHEW COCTEETCTRMA KOHEYHOID NPOayKTa NEoToTHNY W NPOSSEHEA NPAMEHMMOCTI NONYYeHHLIN DaH-
HilX ANA 080CHORANKMA OLUSHEW KOHEYHOMS NPOOYKTA;

- oThopa NOTEHUMANLHD HOBLEX MATERHANCE BNA MeQULMHCKME HAOENKA, MCNOoNBIYEMEN B KOHEDETHOM
EMHHUYECKOM NEHMEHEHHM.

HacToAlWMiA CTAHOADT HE PACCMATOMBAST MOSHTUMEALMKY MMM KONWHECTREHHYKD OUSHKY NPOOyKToR
OEerpafaudH, KOTOpeE paccMoTpeHs B IS0 10983-0_ 150 10993-13, 150 10993-14 1 IS0 10993-15.

HacToAwas cepus cradgapros 150 10993 npUMeHReTca, SCnd MaTepran Wiy Winenve NoAsMo MNKE Koc-
BEHHD BXOOWT B KOHTEKT © TENos naduedTta (oM. 4.2 1 8 IS0 10993-1:2003).

HacToAwMiA cTaHaaRT NPEaH33Ha4eH ANA NOCTABLMEOS MATEDHANGE K MIMOTOBUTENEH MEQUUHHCHHY M-
OENKA NpH oUesHKe BUonorideckon SeannacHoCcTH.

2 HopmaTuBHLIE CCLINKK

MepeYcnedHBIE HEE MaATERHaNL! KCNONEIYOTEA B HACTOALWEM cTadgapTe. Mpu JaTHposaHioi coalnke
NEAMEHAT TONBKD YEasaHHoS niganne. Npy coepnge Se3 0aTsl NEAMEHAKT NOCASOHEE KI0AHWE YEAIAHHOND
OOKYMEHTA, BENIOYAR BOE NONPABKM.

120 10993-1:2003 Biclogical evaluation of medical devices — Part 1: Evaluation and testing (Ouaxka
GHONOTHYECKONT JERcCTEMA MEAVMUMHCERE HIgenvAd. YacTe 1. DusHKa ¥ KoonegoBaHWnA )

IS2 10939217 Biological evaluation of medical devices — Part 17: Establishment of allowable limits for
leachable substances (Ouerka BUONOMMYECKOND JERCTEMA MEOWUMHCKME Wadenyi. YacTe 17. ¥ocranoanadme
MNODOroBLIX AHAYEHKE INA BeiMb BAEMEIX BEWECTE)

IS0 149712000 Medical devices. Application of rigk management to medical devices (Magenna Megn-
UKHCHEAE. [TPHMEHEHHE MEHEIKMEHTE PUCKA K MEQHULMHCKHM MILENNARM]

HinanHe opMUHANBHO®
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3 TepMWHBI U onpeaeneHUA

B HACTOALEM CTAHJADTE NDHMEHEHE TERPMKEHE Mo 150 109931, a Tamke Cneayiowde TepMHE © Co0T-
BETCTEVIIL UMK ONPEdensHUAMKA:

3.1 nocraBwHK: JIAUS KNH KOMNAHHA, NPCWIBOOALWARA WHAK NOCTABNAKWAR OCHOBHBIE CHDLEBLIE kMa-
TEPWANE ANA NPOHIBSOCTES MEOHLMHCKOND MANenHa.

3.2 MIroTOBHTENL: TPHIMYECKDE MNK KPKXOHYECKDE NAUD, OTEBETCTEEHHOE 33 A43aMH, NPOW3BCQCTao,
YTIAKOBEY W MADKHPOBKY WAOENKMA 00 NOCTYINEHWA K3 PRIHOK NoS 80 MMEHEM, BHE 3ABUCHMOCTH, BhlNoMHR-
NACE N TAKOBRIE O8RCTEAA ATHM NHLOM KW 8r0 NoOCEgHMKaME.

3.3 komnoHeHT: NpegMeT, NPOXMIBENEHHEIR K3 OCHOBHOTD NEDRCHAYANEHOND MaTepHana, #e ARNAIK-
WHACA MEQNLMHCKHA MANENKER, 8 MWL B0 YACTBR.

34 npeobpaloBaTenk: HenoBek WM KOMNAKWA, KOTOPEE NPEobpasyvioT OCHOBHOR NepBoHaYaNLHEI
MATEDHAN WK COAOAI0T K3 HEMD NoMYIABERLUSHHEIA NPSOYET (HANPHEED, OTPEIKK CTERMHER, TRYERM, NIEHOY-
Hie pyKaga).

3.5 WccnefoRaHde XMMHYECEMX cEoRCTE: MasHTUDWEaALWA MaTepydana, onpedeneHye M Konudec.
TEEHHEIA AaHANKS BELWECTE, COOSRHALLMACE B MATEDHANE MITH SAKOHYEHHLIX MEJWLHHCKAX HATENHMAK.

3.6 MocYepnbIBaMWes IKCTRAMMPOBAHKE . JECTRAMMPOBAHKWE 00 TOMD MOMEHTA, NEPK KOTODOM KONW-ec-
TRG GCTATHA B NOCNEOYIUEN JKCTDArMposaH9y coCTARNAST MeHes venm 10 % ooTatka, oSHapyHEHHOS N
MNEPBOM IKCTDAMMPOBAHKK,

MpumeyaHse — JHCTREMMPOBEHWE ABNABTCA CAOMHEM NPOUECCOM, HE KOTOPLIG BNMAKT BRSMA, TEMNEpaTY-
pa, COOTHOWESHE NNOUEAN NOBEREHOCTA @ obbemMa, BresT SKCTPErMpOBEHMA W AICERIA COCTAR MATEpHMANna. Pasoswi
COCTAE MATERMANE ONPEAENAST OTHOCHTENEHE B 3HAMEMWA BMOpHOR W KpACTANNMYECEDR fas. B amophHof dase Tem-
NepaTypa cTekNoEaH#A T onpenenasT mohivneHOCTE NONMMERHOR UENK M CEOPACT: AWEhyauy B fasHol dase 08wusn
ChOpoCTe Dudiyaun NpY TeMNepaType Beiwe T Tew Gonewe, dem Huxe ssawesns T CROpOCTE ARG YIMH BMEST Haw-
MEHBLISE IHAYEHHE B KDHCTANNEYECKoR daas.

¥CNOBWA FLCTPAMMPOBAHHA HE JOMEHE HAEPYIWATE Hal080r0 DASHOBECHS MATERHENRA. MIMEHEHRE Akl MOKET No-
BNUATE HE KOMWYSCTED W BWE SKCTRArHEYEMOro BeecTES. NpW MCNONE3I0BEH MK HCHEDNEIEAMILEND JLCTRAMMPOBAHUA HE-
ofixX0anMo TIWETENEHD yHECTE BNEAKKWE BONES BRICOKAY TEMNERETYR WAW OPYrHE YCNOEMA H3 KMHETHKY 3HCTPAMMPOBEHAA W
COCTAE SHCTRAEMMPYEME X BRILECTE. HaNpAMER, CYWECTEYINT ONPa0eneHH e NPOGNSM B NEW HCNONB30BEHHA NOBE WEHHLIX
TEMNEPETYR:

3] NOBHLUEHHAE TEMNEPATYPEH MOKET BRIEATE DONCMHATENEHOS CTRYETYPUPOBAHAE NONWMMENE W, Takks obpaaomM,
CHHEMTE KONAYSCTED cEoB0gHOMND MOHOMERA, MATRWEYIOLLEND WA NONWMERE;

D) NOBHWEHHE TEMNEPETYPE MOMET B I8ATE MODMHWDDEAHHE NPOAYKTOR PECNELE, KOTOPEE OBLYHOD OTCYTCTEYIT
B 3EHOHYEHHOM HIQENHA NEPW HODMANEHOM WONONEIDBIHEN;

C) NOBELEHWE TEMNERETYPE MOMET BHIBETE MOYSIH0BEHHWE BEMEBASMOTD MATEPRANE, 0BLIMHD NDHCYTCTEYH WE-
ro B 3EHOHYEHHOM HI0ENHN.

3.7 MOAenMpoBAHKE IHCTPATHPOBAHKMA: JKCTRATHPOBAHKME ONA OUEHEM NOTEHUWANLHOTD PUCKS QA
MALWEHTA WK NONEI0RATENA NEW 0GLYHOM NPUMEHEHMY UIOANUE. KCNONEIVOLIEE COOTEETCTEYIOLYAN SMaHT,
KOTOPEA MMHATHEYET NPUMEHEHKE WAOETHA,

Mpumesas e — CM NpeMadanse K 3.6

4 O603HaYEHMA M COKpPaLWEHWA

B pasgene 7 npUseHaHsl CIenyioUpae CoRpaieHina.

Tefneua 1 — MeTogonordHecsle COXpaLLEHNE
CoKra e He AHANATAMECEMA M ETDR
OwTA DuHamuecksl MEXEHOTEDMUSECKHA BHENW
OCK fudihepeHU#ansHAR CRAHEPYLWEA KANODHMETDHRA
30PA-CAM AHEpProQ@CNepoMOHHE A DEHTIEHOBCKHEA AHEANS —
Crasnpyi L Ean 2NeTROHHARA MHEPOCKONEA
EART Dy pee ME-cNekTpockon s
M Masoeas ¥poMBETOrpaf@a
2
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OxoHasHwe mednuyai ?

Caspayerne AlanETHYSCERR MeETa g
M Macc-cnesTRoCEonHas
Mmx Mene-NpaHARADWan XposmaTorpadie
BIHX BrcokoHDRakTHEHAR WHIKDCTHAR XPOMATOrpadH
W MHAYKTHEHD CEAZEHHEA NNEIME
MK VMHppaspacHan (CNesTROCkonnAE]
AMF FAOepHbil MEMHWTHER PEICHAHS (CNEETDOCKONHA ]
Wi W nETpAUOnETOEaR (CNeKTROCKONHA)
Foo FeHTIeHoBCEEA QOTOANSKTPOHHEA CREKTPOCHONMA
P PeHTreHoackan SNyopetusHLHR
anrs DeymepsEE NoNYAEpPANEMYAHBIR MENESEA ANeKTPpOEOpE
4 MAcc-CNekTPOCKoN®A Y“ECTO NPAMEHASTCR BMECTE . EPOMATOrREdMYECKEMH MeToOaMM, TakUMA xas [X-MEC,
HE-ME v ME-MC.

5 OCHOBHbIE NPHHUKWALI

MNepREi ITAN0M NPE OUEHKE BUONONYeckol BEI0nacHoCTH MEQWLHHCKOTO WAOENKWA ABNASTCA DACCMOTs
PEHWE KMMWYECKOND COCTAER MaTEPHaAN0a, U KOTOPEX WITOTOBNEHD DaHHOE WIDENWe. IT0 TAKDKE BEHD NPK
OUEHKE COOTBETCTBHAL

a) npegnaraemMors Mmateprana v KNMHMYeckr 0boCHoBaHHoro maTepuana,

B} npoToTHNa MAOenKWa | rOTOBOMRD WADenKa.

OBacp Npouegypbl ONPegeneasls XMMAHEckME CBONCTE, NPUacIeHHER B HACTOALLENM CTAHAAPRTE, W &8
CEATA ¢ OLUEHKOR PUCKa NPHBSOEH B NPHIoMeHnE A,

Ona onUcanua XMMAYEcKOrs COCTasa MaTeprana HeobxXogHmMo NonNyYHTE KaYecTBEHHEIE JakHbe. Komni-
HECTEEHHBIE JAHHBIE TAKHKE HEOEX00WMEl, BCNK OHIA HMEHDT OTHOWEHKE & BONPocyY Granorideckod Geacnac-
HOCT. [NA HexoTopelX Marepwancd wHpopMayMa © COoCTaRe MOMET COOep#aTeCA B cneuwdmkadmm
maTepuana. Take MaTepHans! KAk NoNMMEpsl MOMyT HMETE BONes CROMHYID ECMI0IMLKKD, M QeTand cocTasa
OoM#HEl BeTe NONYYEHE OT NOCTABWKMKS MaTeprana. NMpW oTCYTETBHA TakMy gataned HeoGxoau Mo NonyYnTe
OaHHEE NO COCTABY C WCNONLI0BAHKHEM COOTEETCTEYVIOWETD aHANKTHYECKOND METOLS.

Onpegenayyde COCTaBHeX YacTel MaTepyana, NpegHasHaqeHHoroe 0na NCnoNeE30BaHKA B NpoKMIB0OCTEE
MEOMLHHCKOMS MA0ENWA, NCIBCMNAST WCCNEA0EATE NEHMPOOHYED TOKCHYHOCT: KAEO0A cocTamnAmowed. Mony-
YEHHEIE JaHHEIE NPEQHAIHAYEHE ANA WCN0NLI0EIHWE MATOTOBMTENEM MEIWMUMHCEOTD MAnenua npe oSwen
CUeHEe BHonorYeckol BeaonacHosTy MEQUMUHUHCKOMD Maaents. B CeRaM ¢ aTHM HeoBKoOMMO BEECTH CHCTEMY
EOHTRONA ONA NPeOcTEDaLEHAA HIMEHEHWA NOCTARWMKOM COCTARD MaTEpWANS, NOCTABTAESMOrS NOg ONpELe-
DEHHEM KOMMEDYECKIAM TOPROBEIM HAWMEHOBAHWERM WM O0MOBOPOM NOCTaEKM DE3 NPEe0BapUTENEHOND YEE-
OOMMABHHA WIFOTOBMTENA ME0MUWMHCKOrD Wigenyda. MaroToewTene OOMmEe OUeHWTE NOCNegcTBra Mobix
OELABNEHHEDX HIMEHEHWA ONA DHONOrHYeckod DEI0NAcHOCTI MaDEnNKa.

MobBad ¥z cOCTARNAKWHE MaATERHANa 1N gobasok, WCNoNEIYEMEX B NPOUSCCE NPOWIECOCTER MEgu-
LMHCKOrS MAOENAA, ABNASTCA NOTEHUWANERD BACNOMAYEcKH AoCTYNHOR. Tew HE MeHes, HeoBXoOMMD HMETE
HHPOPMALMID, YEAILIBAOWYIO CTENEHE QOCTYNHOCTA KaMO0R M3 COCTARNADWWME B YCNOBWAX pEanuHors Mo-
NONBADEAHKR TOTOBOM NPOAYKTA ANA OUEHKK KE PACKE. 3Ty MHGD DAL MOMHO NONYYUTe, OCHOBRIBAACH Ha
AHANWAAX, NONYYEHHEX NPH KCTRArMPOBAHKK MaTeprana. Heobxogumo MCnoneaoBaTe COOTBETCTBYHILME
VCNOBMA IKCTPATMPOBAHWA (MODENMRYEMOe IKCTParMPoRaHKE ) ang obDecneder s Toro, YTobsl noban cocTan-
NAKDWARA, KoTopaa SyoeT Bl JeNATECA B NPOUScoe MCNoNEI0BAHKA 3aBEPLUEHHONT MAnenHs, GrNa BelgeneHa B
Cpeay IKCTRarnpoaaHua. MonyserHHsR IECTPaKT MOXHD NOCAHaNMIMPoEATE KAYEcTBRHHD WNTH KONKYecTaeH-
HO ONA NOAYYEHKA JaHHRN, KOTOPGBIE 3aTEM MOryT BblTe MCNHOMNLI0BSHL] NP GUeHke BHonorHeckod Geacnac-
HOCTIA MEOKLWHCKOND WAOeniia.
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Mpodeqypa onpegeneH s KHMHYeCErE CEORCTE O0MEHA OTRANAT L XApaKTep 1 ANUTENSHOCTE ENMHAHEC-
KOMo BOA0EACTEMA W ONDENENATECA JKCNERTOM NG SUEHKE TOKCHKONOMMYBCKOND PUCKA Ha OCHOBE OaHHEL, HE-
oOXOOMMBIX OMA CUSHEKN DUONSri4eckol SeIsnacHocTy Magenws. JHa TamKe QOMKHA OTPaMATE DMWY EcE0a
COCTOAHME WCNONBIYEMEX MATENWANGE, By0s TO MHOKOCTA, MR, NONUMENL], METANNE, KEDAMAEA, KOMNI3M-
Thi MMM MATEDMANSL GUONCTMYSCKOTS NPOMCKKISHKA.

YONewHoe 3asepuweH9ye NpoLedyttl ONPeiensHUa KMMUYECHM CREOWCTE, ONUCAHHOH B HACTOALEM CTaH-
AapTe, TRehyeT TECHOND COTRYOHMYECTEA MATePWANOBEO0E, AHANKUTUEOE W IKCNERTONE N0 OUEHES TOKCKHKOMNGTH-
YECKOrS pucka. B TakoMm NapTHepCcTEE MAaTepManoBed W asandTHE NpegocTasngsoT  HechxodumMse
HOMWYECTBEHHEE 1M KAHECTESHHEIE OAMHEIE, KOTODEIE IKCME0T Mo CUSHES DUCKE MOMET MCNoNLICEATE 4NA
ONPEfeneHuA BEAnNACHOCTH KWITENHA.

& NMpouegypa onpegeneHWA CBOWCTE MaTepWanos

6.1 ObBwme nonoxeHWA

Mony4eHue GanHsx O XMMHYSCKAX CEOACTEAX ARMASTCA CTYNSHYATLEIM NPOUSCCOM, CRAIAMHLIM C OLEH-
KO prcka. BNog-CxeMa aTor Npouecea, CoCToALaA 13 NATH 3Tanoe, NpYEedeHa B npunosednd A, Tpedora-
HWA K ONDEeneHdn XMMAYeCKMX CEBOWNCTE W DYKOBOOCTEO MO KAWOOoMy aTany npueegeHs B 6.2—G00G6.
AHANWTHYECKWE METOOL OOMHHE SRTE BbIEEaHE C LEME0 NoMydeHra TRebyeon iipopManMy 0NA TOKCKHED-
NOrHHecKod oUeHd. Ecniv nogxo0aine MeTods He HandeHs, To HeobxoduMa paspaboTaTe COOTEETCTRYIOWHE
KoBBE MeTadbl. Mepen paspaboTHOA HOBOM METONa HE0DXOOWMO KIYHHTE CYLUECTEYIOULAES CTAHOa0TS, MO-
HOorpadmu, HAYUHEE CTATEM MM JEYIME HAYYHES QOKYMEHTE], HMEOWNE OTHOWEHWE K BONPOCY, HA NEeqMeT
CYLLLECTEYIOWMY NAOX0AALLAY METGANE MCCNenoaaHKA. MoK MenonLIosaH MK METOME W3 HAYYHOH NATERATYDEI
MOMET ROTPeBoEaATECA WX AJaNTAUKA W NoOTEEREOSHUE Nepal HCNONLITaaHHEM.

Mononeayemse aHanyTHYSCKWE METOOL JOMHHE DeiTs NOOTESDHASHE!, JOKAZAHL W OTRAMEHE! J0KY-
MEHTANLHD (34, painen §). MoaTaepsaeHiue aHaANUTUHYECKOrD MaTOAa — 3T0 NPOUSCE, B KOTODOM YCTAHARMK-
BAIOT COOTEBETCTEWME XAPAKTEDWCTWE, NOMYHEHHBE OaHHLM MeTogoM, TpefoBaHMAM COoOTBETCTEYHILWLEND
AHAMMTHYECKIND NDAMEHMEHUA. AHANUTULBCKHE METOOL O0MHHE BbiTe NOATBEOMAEHL COOTRETCTRYIILMMM
CEOCHOBAHHLIMA XADAKTEDWUCTHEAMM, TAKWMK KK TOMHOCTL, GWADKa HIMeperna, cnedrpreHocTe, npeaen
LETEKTUDORAHWA, NPEAEN KONUYSCTEEHHOHE OUEHEN, NUHBAHOCTE, AMANAIOH, NPOYHOCTE, HADEMHOCTE W CIUC-
TEMHARA NPUIOOHOCTE.

Ha kasdomM arane npodesypel onpegenedivs KMMEYeckiy CooACTE Heobxoaumo CUBHMEATE NpUeMne-
MOCTE MOMYYEHHE OAHHLX ANA AHANKIS PUCKa. 373 NpOUenypa, 8 AononHeque K 0GAIATENLHOMY OMUCAHKWG
XAMWHECHOMD COCTARA JABEPWEHHOND WIZENWA, O0MHHA DACCMATPMBATLE KAMILIA MATEDWAN, KCNONLEIYEMER B
METLALIAHCKOR WINEMAN.

Mpumesasne 1— 3tans 2 ud nogpaznenos 6.3 W 6.5 COOTERTCTESHHD ABNAKTEA YACTEHD NPOUBCCE DUSHEH
PHCKA # HREDAATCA BHE 0ONACTH NPRMEHEHUA HECTOAWEND CTEHAERETE IS 10903, Osd NRHBOOATEA B WHORMETHEHBLE UE-
mas ANA 0B0IHEHEHAR BAKHICTH ENHAHWA SMM@HECEME CROACTE HA QUSHEY PWCHAE.

Mpumesasne 2— oCTABWKE MONST ObiTe NONEIHEIM HCTOMHMEDM NOSEOGALIME AHANMTRYSCHUE METOOO0S,
I'Ipu OTCYTCTEWKA EaKAX-TKH Gao NepaoHaYansHeix 4anHelx O COCTAEY, 8 NOMOWE NEA EI:IED-FIE wARfBones NoGXCOALIMY METO-
A08 3HANKHZE NepECHAEYANEHOND MATEDHENRE PEEOMEHTYETCA WAYHEHWE NMATEDATYPR! ANA YCTEHOBNEHWA EOZMOMHOID CO-
CTEEA DaH=0r0 MaTepUENa W MME W AXCA NPHMEecen.

Ecny matepran unK yoTRoRcTES BXOOMT B NEAMOM WK EOCEEHHEIA KOHTAKT C TENOM, NPHMEHASTCA CTaH-
AapT 150 10993 (o, 4.2.1 20 10993-1:2003).

6.2 3tan 1 — KavecTEeHHLIE JaHHLIS

CHNMCEIBAKCT MaTepUan/yCTRORCTED | ero NpegHazHased e, Onucanue Ka4ecTs, 3adHECupoBaHioe 00-
KyMEHTaNeHo, Tpelyerca 4na onpedeneHyia COCTARA 3AREPLUSHHOMND WALENWA, BEMOHAA NPHMMECH W OCTATEM
obpaboTil GNA KaWAOTo MATERWana, KCNoNLEIYEMOors B MAOendK (M. 3.3 1 paagen 4 150 1099312003 v npu-
nowerre B). ¥popeHs NPeOoCcTARNEHHB TREBYEMEIX KAYECTEEHHEY JaHHbLIX JOMMEH OTPaKATE KaTeloprs
MEQMUMHCKOND MAOENWA © TOUKH JP2HHA CTENEHK MHEZINBHICTA W ANKTEMNSHOCTA KNAHHYSCROND B03geRCTaxMA,
3 TaK#e XapaKkTepa MaTepruance u JonkeH bolTe obocHoBaN.

KaqecTBeHHOE SNUCAHHE O0MsHG, N0 BOSMOMHOCTA, BRNICHATE B B8R geTaneHy o WHgopMalWqes o nap-
THIA M CERMK K CNedrprkankg kasaoro MaTeprana. Bubop cTaigapTHId pOEAHHOM MaTEpHana, Hanpusen,
IS0 5832-1, gon#eH COOTEETCTROBATE B0 HAIHAYEHKIO.

MpeancHTATENEHS, STOBL HATOTOBMTENM MEJUUMHEKHE W3LENMA NoONYHan KaYeCcTEEHHEIE W KONWHec-
TEEHHEIE JaHHEE O COCTABE OT NOCTABWMES NePECHAYANLHOTO MaTEPKaNna. KonHYecTEEHHbIE JaHHBIE Mo Mio-

4
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GhiM AoNONHATENbHBIM obaBkan Npr obpaboTre, HANDUMED, BEWECTEANM. M3 KOTOPBIX HAroToRMEHE! OpsE,
TaRHE O0MmEHbl BeiTe NONYYEHED OT COOTEETCTEYIOWWY YHACTHHKCE NPOMIBCOCTREHHOH LEnoHEM, BEMKYas No-
CTABLLMKOR M HArOTORMTENEH KOMNOHEHTOR. COCTAR MaTEDHAN0R QOMHeH NWED 0TEEHATE COOTRETCTRYIOLHM
CTaHdapTam, NHH0 SeiTeE YEa3aH NpoHasoarTenam. Ha JaHHomM 3Tane Heobx00M MO MoNyYHTE QOCTATOYH Y k-
dopMankK OnA onpedenedka Boex DakTopOE TOKCWHHOCTH XHMHAYECKME FKOMNOHEHTOR mMaTepdana W
HANpapWUTE B2 ONA CUeHEM pucka (om. 4.3 150 1487 1:2000).

6.3 3Ttan 2 — JKBEWBANBHTHOCTL MaTEpHana

Heobxogumo Nony4YuTe RONHYECcTREHHYID MHEOPMaLKK, J0CTATOYHYD ONR CRABHEHHA W ONPEdene s
COOTBETCTRWA JAHHOMD MATERWANA MATEDHANY, MCNONBIAYVEMOMY B HI0ENWA & MASHTHYHEIM KITHHKHECKMM NpW-
MEHEHHEM, W NONYHEHHOMY © MCHONBI0BAHHEM TEX ME NPOHAB0ACTEEHHEIX H CTEDHNUIALMOHHBIX NPOUECCOE.
Hanpumep. ecng yoTadoaneso GeaonacHos NEMMEHEHWE MATEDKANCE B WATEMNMH, HCNoNBIYERMOM Ha HENos-
CEHOSHHDH KOMWE.

I pAMEYEHAS — S, NEUMEREl TOKCHEONOIAY2CROND COOTEETCTEWR B NPHNOHEHHA G.

6.4 3tan 3 — KONHYSCTEEHH LIE AAHHLIS

B cnyyae ecnu ka4ecTEeHHEIA aHANK3 He 0an SOCTaToMHBIX DaHHBIX ANA 3aRePLUESHWA aHanH3a ToKCHED-
NOMWHECKDND PWCKE, HEODXOOMMO NPOBSCTH KOMHYECTEEHHLIA AHANMI XMMUHECKOrD COCTARA, 3AMMKCHpORATE
OOKYMEHTANEHO (G, B8} M OTNPaBEWTE Ha OUEHEY pHCEa. KONWYECTBEHHEBIR XHMAYECKMA 3HaNKWa, B 4acTHOCTH,
OOM#EH YCTAMOBEWTe 06WEe YUCNo KOSHTMOWLMPOBAHHLX BEWECTR, NPUCYTCTEVIOWMXY B MaTepuane.

6.5 3T1an 4 — KonuyecTEeHHAA CLUEHEA PHCKA

Heobxogumo NenyYqTe KONHHECTREHHEIE JaHHBIE, B COMETaHHK © CYILECTRYIOWEN TORCHUKONOTMSECHoR
Mudopmagned (ca. 150 10808317 w 4.1 8 150 14287 1:2000) gocTaTodHse GNA NPOBEIEHMA OLEMEA DHUCES.

6.6 3tan 5 — Mpegnonaragmos KNHHAYSCHOS BOINEHCTENE XHMHHECKHXY BOLBCTH,

COOepHAWMECA B MaTeprane

Ecnu konv4ecTes NGoro Co0e peallerocn BELecTES BblisBAET ONACEHHA B TOKCHHYHOCTH NPH KOHKDET-
HOM KMAHAYSCHOM NDHMEHE HAW, HE0EX00UAM0 HAMERHTE CTENEHE BOINSACTEMA 3TOM0 BEWECTES W OUBHHTE -
LUYED 003y, YONOBMA IKCTRAMKMDOBAHHE OOMKHEl GbiTe OTRAMEHL A0KYMENTANEHO M ODOCHOBAHEI.

M pumevaHwe 1— Crenese HeoBLogwmorg SECTRErMECEEHNA ME2HAETCA B JABHCHMOLTH OT X3pAKTepa KoH-
TEKTA © TENOM W ANHTENEHOCTH BOASEACTEMA. o Mepea YESNUYeHHA ONUTENsHOCTH KOHTAKTA HEoBEGOEMD NPOSECTH aHa-
N3 EMHETHER BECTRardpoBasina.

DHCTPAKT A0NHEH BMTE NPOAHANMIHPOBAH C MCNONLI0BAHAEM YYBCTENTENLH B U MABHMDaTENLHRIX METO-
O0B, 8 YPOBHW BELWECTE, NpEICTABNANWME MHTEDEC, ONDELeneHel KONWYECTREHHD.

I pPAMEBYAHAS 2 — BumMDBIEMEIE BEWECTEA MOryT BkiTE On P2O0eneH, B HELOTOPR:IX CNYHAA K, NYTeM MaTeMa-
THHMEBCKAY MOGEnen paaHD, KAK 0 WCNRTEHKAR.

7 XuMH4eckue napaMeTpbl H MeTOObl MX ONpegeneHHA

7.1 OBwwme nonoxeHUA

B paagensa 6 M NpMnoseH e A HACTOAWSND CTAHOADTA HANOHEH NPOUEct NOCNe0BaATENEHOMD ONDenene-
HAA KEAYECTBEHHLIX 1 KOMWYECTBEHHGLIX AAHHEIX, KACAKLLMECE ¥HMUHSCKWMY CRBOACTE MATEDUANCE ONA MCN0Nb-
INEAHMA WX MDA CUEMKE TOKCHMEONOrMJecxors pucka. B 7.2—T7.5 npuBegedsl NDUMEDE KSHECTEEMHLIXN K
EONUUECTEEMHLIX MADAMETDOR U NPHMMEDE METOA0ER, KOTOPBE MOYT BkiTe NDUMEHEHE! NS ONDELENEHHA XI1-
BAMHECEMN CEOWCTE KaMO0rD M3 MATEDWANCE, HCNONLIYeMLIX B MEOALKMHCKHE HADENUAX.

YUUTRIBARA DAIHOOTRAINE MELMLWHCKKY MAOSMHA, NDWUAHAKD, YTO He BCE NAPAMETPEL, NPUHATEE O0NA Ka-
s0ro-nubo mateprana, HeobBxoguMe MCNONLIoEATs GNA BCEX MNA HEKOTODBIX Manenui. Kas oTmaveHo s 8.2,
YPOBE2HE MCCNEOBAHMA XMMWYBCHHXY CAOACTE ONDE0enASTCA HHBATHEHOCTEM M ONHTENEHOCTEID KNUHHYSCKD-
ro B0agedcTeds NpK NEeanonaraeson MCnons308aHMA.

Ha aranax 1 1 3 pazgena & (6.2 4 6.4 COOTEETCTEEHHD) MATEPHANOBED W AHANWTAE, a TakHe IKCNEOT No
OUSHKE TOKCHKONOMWYECKOrd DHCKA QON#KHL ONPEaeniTe, KAKWE NApaMeTDbl MMaT OTHOLEHWE K OLEHES Ma-
TEQKHANA KNA MEQUUMHCKOM KIgenyd. NErYKHE D08 BENCHEHHE MNK MCKMNHEHHA NAPAMETPE JoMHE! BulTy
OTDAMEHSl AOKYMEHTANEHO. [AHHBIE O XUMUHECKMY CBONCTERY HeolXoNUMEl N0 BCEM NOOXOOALIMM NARAMET-

pam.
7.2 Nonumepii
MNaparMeTpel W METOOE WCCNEgoBEaHHE ANS aHaNKIa NoNdMepoR NpHMaenere B Tabndue 2.
=
FOCT 0cCTISO 10993-18-2011 CrpaHuua: 11/20

G ((H]|idl GostExpert.ru


http://GostExpert.ru/gost/gost-10993-18-2011
http://GostExpert.ru
http://GostExpert.ru

MCT 150 10993-18—=2011

Tefnuwus 22— MapameTpe W METOLE HCCNSA0BAHAR GNA SHANMIA NONWMERDE
Mprmepe ®EToGoR
Kauectaennme KommyacTaanmne =
I'Ipumer.lu SHEMAIAPYEME X NAapaMETOas |ENMCOK HENONHEH . P .
NAQAMETRE NApAKETRER
W HEOMHIHAY e HEEMA |
AWMHYBCEan CTRYRTYPE MC, AMP, @HKC X X
AAMueCas  KOHpRrypaUusn  UenK: aHandi TuTpoRas1e - X
cEOBOOHE X pAOMEENCGE
A pad Cnextpocsonna {HME) X X
Hanw4se GEOAHL CEAISA CnesTpocxonua [HMEYa) X X
HogoMeTpea -— X
XBpAsTEpHCTHRE CONONKMEDRE CnexTpocconda [MEAMP) X X
DEIHHECKAA KOHPUMYDEUEA LENH: TakTélb- CnesTpockonua (5 AMP) X X
HOCTh N
il X _—
Hannuse nonepesidbiz CLUMBE B E-TENeBold 3HETRIKT X —
AMTA - X
FazEeTENSHH#E CnekTpocEonya (AME) ks X
NoBaers, ocTeTid oBpabBoThd, OCTATOMHEE BIME, Ms ks A
CYBCTEHLAH WK NPpUMEc, TAEWS KAK: Fx "
- QEe38ETHBSTOPE METEnnos, cTabsnMaaTopsl
CEETA/TENNS, NNACTHRUEATOPEl, CMAIEA, YEUNWTE- BaMx = ®
N EAZKOCTH, MOGQ@HWEITOpS BO3IERCTENA BHTHE- —
TATHYECEHS, BHTHMUKPOEHRE BBWECTEA, CWINEE- ;'ﬁ A A
HILME BREHTE, @ODMOS0YHEE SEWECTES, PEHTTEHOBCKIA AHEPaKUMA x _
- BHTAGKCWOSH TR, PRIOYEE0UWE BSUWACTES
- MHEMMBMTOPEl TOPEHUA H OTORNRBATENNK; SONEHEIE DCTATOE ~ —
= HAMGIHMTENW Facteopenue, PD X *
COCT3E NOBESQXHOCTH BT X A
P X A
CICTATOMHEH MOHOMED M, B3Hs X X
CICTATOMHEBA KETANWIATOD, WHHUHATORE Wiz X X
BaMH X X X
Monesynap=aA MECCE WHNK pacnpegansHyse rmx -— *
no MOonekynARHON Macce ;
AHINME KOHWEBO® MEYNNE — X
OCMOMETRHA - X
PaccenBaHue cEeTa -- X
BUCKOAIMMETPHA PECTECPE - X
DeanrcobpazosaHme — X

7.3 Metanne! v cnnaesl

MapameTpsl ¥ METOOLI MCCNEAoBAHMA ONA aHaNKaa METannoe ¥ cnnasoe NpUeeaeHt B Tabnaue 3.

TeGnwua 3—NapameTpbl W METOLE WCCNSO0BEHWA GNA 3HENKW3A METANNOE W CANABOE

MprmeEps SHANRIAEYEME
it T el

Mprmepu meTogoe®
(CPHEDE HENoONHEM
W HEOr A R |

KausoTeenywe
napaKeTpe

Kenmessraesd e
MapamsTPR

AUMAMSCHWA CooTae! FeHTreHoackan pnyopecyeHyda

BakyysmHan 3MACCHOHHER CNEKTPOCKONHA
Asanel ordraddes (O, 5)
ATOMHAR BACCPOUWOHHAR CNEETPOCKENMA
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CxoHasHUE Mednuysa 3

I'Ipumepm mMETogoE"
p K T e ne et KonuuecraeHmme
EDHMEPH EHAINMIMEYSME K NapaMaTRan ISMHCOK HEMNOAHEH
- MNP ETREH NAREMOTHE
H HEUFF!HHHE‘IIHMHJ
EHMAYHSCHER COCTaED Mazopan ropensa (M, 3, H) ¥ X
HMCi
TuTpoeasne
MpaeHMeTRHA
BNekTPoONMTHEIA aHANWE
HomapumeT pas
EpMoTannorpad iy eckne Oase FEHTTEHOBCKEA QWdpakusa, AR Eakuna X --
ANSKTROHOE ¢ Bel0SNesHOR NNougEaun
PacnpefansHie SNemeHToE Ma- IAPAICIEM, PDC X --
Oy Pazasu
v AnesTpOHHO-MI EROCKON MHSGHOE ¥ x
IOHOUPOBAHUE
CocTas asE MNE NOEEDXHOCTH JOAPAICEM, PRC ¥ X
MUEpo M BEDOCTRY RTY PaE MeTtannorpagun ¥ k4
7 Bubop MeTogs HCCNedo8EH WA GONHEH NPOESARTECA N COBETY CNEYUENWCTOE B AaHHOR oGNacTH, TAK KSK ONTH-
MENEHEA METOO MOKET JAEMCETE OT ocobeix coMOMHALWE 3NSMEsTOR B COCTAES CNNa8E.
B MWMHHECKWA COSTEE MaTENN0E M CANES0E YSCTO OTPAMEH OKYMEHTANEH0. ECNH O8HHRIS BHENHIZ WIBECTHH, TO
NOoBTORATE &ro He obazarensHo.

7.4 Kepamudveckwe Wagenwa
MapameTp ¥ METOAR KCCHELOBAHUA KEPAMHHYECKHMY MANSNKA NPHEE0EHEl B TaGnKUE 4.

Tanuwya 4— nEFIEMETFIuI # METOOsl ACCNEA0BAHMA KEDIM WY ECKAL WINBNWA

Mpw T
F'DI-"MEDM HHAMHIR Y ERME K PHEOH MeaRCRen HAMECTEEHHES Kanpyacreavns e
napamaTpos® {SMEDH rORNENHL R NAQAME TR NapaeETRe
W HEAr [ HAYE B | : =
EWMHYUSCHAR COCTEE, OCTATOYHLIE PeHTreHoBckan DNyoRecuaHULnR, x X
cybeTanu e MEn
AHHOHEI MosHan xpomMaTonpadna x X
BaneHTHOCTE KonopaMde TRRYSCHER SHANW x —
a3 3kl PESTIEHOBCKEA JWdpakuKA = —
MUEpOCTRYRTYRE M MEpOCEONHA - ¥
AKCTPANAPYEME S BEWECTEA Wen X ¥
4 THAK-HEE BMO6I A0SEEOK, HOTOREE AONMHE BRTE YUTEHE NEA NI0G0M BHENKIS, BENIDYAIOT CRekanLg@e QoSaBKY,
HOpMOEDY HEIS BEIACTES, CERIVIDLHE BEWECTEA, NEIMEHTEl M NOLPEITUA, HE OrPEHAYHWBARCE TEEOE B MK

7.5 MNpUpoaoHLIe MAKPOMONESKY Mk

B cnydage NprpogHsx Makposoneyn Ha Nepaosd aTane HectxoddMo SeTHD ONpedenMTe GpraHdiam-1o-
TOMHKE (BHO) W &0 NOpOay LTamM.

Mpuredadnee 1— Cepun EN 12442 paccsmaTtpreaer GeionacHoe #ACNONs3IGEaHHE HMEOTHBIE THAHER W HE
MNpoWIBOAHEN B NPOHABOACTES MEAHLMHCHRY @3gendi. EM 455-3 paccsaTpieasT oUeHEy PHcKE, CONpREEHHOM © BoTaToH-
HEiM COO2QEaHUEN NPOTEUHCE B HATYDENEH0M NETEECE.

HaTypankHee MakpomMonerynel, MCRONsayemMble B MESHUWHCKKY WAOENWAX, BRMNICHAIOT, B HHCNe Opyrix
COBIOMHEHWA, NPOTEKHEI, MAKDNPOTEMHE, NONWCAXaAPKOLE KW KEpaMAEY. SPeqq NoMMepon Joyris CosguHaHi
BCHHO NDUBECTH HMENaTHH, KONNared, anacTdH, gubpuH, aneSymrH, ansrHaT, Wennonoay, renapuH, KMTo3aH,
nepepaboTauHys: KOCTE, KOPaNT M HATYDANbHYH: PEIMHY. 3TH MaTEPHaNE MOMA BalTe B PAZNMHHOR CTENEHK
CEpaboTanbl, OYHLLEHE W MOOHMLM ORI MR,
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Moumesasne 2—[QNA MHOMME K3

3TWUX METE2pHAN0E

CYIWECTEYHIT

MOHOrpaguM

n0 PEDMBEONOTMH

(Fh.Eur/USPIP) @ seckoneso cTandaproe ASTHM FO4, koTopsls Tadse pECCMATPABET LHMAHSCHHEE CEORCTER 3TUX MaTe-

pHanoe {cM. Budnuorpadvea].

MapameTpsl M METOOE MCCNEedoBaAHWA, NPHMEHAEMEIE ONA AHANKAA NPUPOOHED MAKPOMONEKY, NPHBE-

feHbl B TaGOWUE 5.

Tefnwus 5—lapameTpl W METOLE HECNSA0OBAHAA, NPUMEHREMEIE ANA BHANEIE NPHDOLHEX MBKDOMONSKYN
I'I;."dmm.'-:u AHENTAIAR BN rl,'.lldMEl'.Ibl METRAES KauecTaEHEBIS KampyacTpamHE &
I:I.'I'II-II:".'!. HEMIEHEA
napgamearTpon .\ NAQAME TR Mapa s ETRE
H HEDTPEHMYSHHEH §
MaeHTHPREILMA MATERHANE KonopuMeToua X —
onrs X X
mx X —
XMW eCEan CTRYETY DS S HAMNKE BMWHOKACNOT @ M2 NOCNESoBS- X X
TEMNEHOCT
DKL X —_
HETH w M AP X —
XKaMuecEad KoHPRIypaUKMa genu: [ MTpOEAHRE - X
aHaNK3 CEODOAHLIE pROUEANOE CnesTpocRanua X ”
D HIHYBCKEA KOHBNIYPELWA Wanu: Cnektpockansa {50 AMP) x A
TaLTHNEHOCTE OCK "
Hanwqwe nonepesHsIz S B 30Ne-renes SKCTRAKT X -
AHENHET BUCYNe@HEHEE CEAISA X X
PazEaTENSH@E OmMTa - X
CnesTpockonuMa X X
MonegynNapHar MAcca MWK pac- rmx — A
NpedeneHde 10 MONEEYIADHEIM MAGc- P — . %
can
Dicsom e TR@A - X
Cratiiecsos pACCEMBAHWE CRETA — X
BuckosnMaTnWa pacTeops — X
Oeegrochpazoeaqie — X
MprsiecH BEHX X A
re X *
anra X X
Ouanuz X X

8 OT4eT 0 NONY4YeHHbIX AaHHLIX

OTUeT O NonyYeHHEE JaHHsE QomEed G6iTe coenad B (opsMare, No3Iecnakwes e BEo B Sadsl JaHHEX
wMaTepuance. Mobele KONMYECTBERHBIE JaHHBIE D0M#HHEl BRTE NPEOCTABMNEHLl B TAKOM BXOE, KOTORBIR NOAB0-
nAan Gl NEOBECTH CUEBHKY PHUCKa ONA Yenoassa.

OTHETRl MO HAMEDEHHEM JOMMHBL TOYHO GOpMYNHDORATE UEMNL NPOBSOEHHR OUEHKH EAMAHSCKHK
CEOACTE MaTEpManoe 1, NpH HeoDKoQWAMOCTH, A0MEHEl CO0ep%aTR:

a) OeTansHOE ONHCAHKE MaTepHanoe,

b) aHaNWTHYECKWE METOQE W YCROBWA JKCTRArMDORaHHE,

C] NoMYyYeHHLE KaYSCTREHHEE JaHHEIE,

d) Nony4eHHbIE KENKYECTEEHHEE JaHHBIE)

&) Npegnonaraesos KNHHHYeCkos BoAOeRCTERE BEWECTE.
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MpunoseHne A
lobAIaTenHGe)

BEnok-cxema, cyMMApYIOWan NocneqoBaTenkLHoe onpaaeneHne XMMHYECKMX CEORACTE,
MEAONLIYEMLIX AP OLOHKD TOKCHHONOTHYSCKOrD PUCKA

A DGwHe nonoEeHHA

NEHHAR NpOUSaypa NPMMEHEME TONBED K METEDHANAKM/MIANENMAM, HAXOARLIKMCA B NPAMOM WNA SOCBEHHOM KOHTEK-
Te cTenom {cwm. 4,21 8 150 10993-1:2003).

A2 MNpouesypa

NaHHaA NPOYeaypa COCTOMT U3 CREOYVEIUME ATANGE, NPHESIAHHEIX B Gnok-cXeMe HE pHoYHES A 1:

a) 37man 1: kAMECTESHHEIE QaHHEE;

by 37an 2: cooTEETCTEME METERHENE,;

c] 31an 3 LONUYEeCcTESHHEE QEHHEE]

dy B7and: KONWHSCTEEHHAA CUEHEA PHCKA,

gy 3Tan 5 npegnonaragMos KNAHEYSCKDe BOAOSACTERE BEUWSCTE.

lfTpaMmedyaHue — Brank 2 W 4 ABNRHTCA YALTRED NPOLECCE OUSHEM PHCKA, HD HAXOORTCR EHE OBNACTH NpAME-
HEHWR HBCTOAWErND CTEHOBRTA. OHW NpYEEOEHEl 30800 8 HHPOPMATHEHEIX Uenfax ONA YERIEHEA BEMHOCTH CNpeden esna
HEeMHYECKHE CECACTE MATepHana npd SueHEe puocKa.

EEMECEE canflcTa

(50 10095 1 2008, 2.0)

Frcysox A1 — Bnok-Cxema
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Mpunoxexsss B
(enpagoYHoe]

MeToUHWKEY WHOPMaLUKWK ONA ONPeneneHHA XHMUUBCHHY COONCTE

B.1 OfwHe nono¥eHWA

Hag onWcado B pazaens b, ctengvb HeabiogMMong ONHCEHEA XHMMHSCEMY CA0ORCTE 33BMCHT OT XEREKTERE M LNHTENE-
HOCTH HOHTAKTS MEOHURHCEOND MAOSMNWA ¢ TENOM NALWSHTE W 870 DACHA NPY KNEHAYECHOM BCNONs3088H WY, COOTIETETESH-
HO, BMO @ CTEMSHE GETANWIEUAR HeoBNodRMOR WHEGDMELWE NEH ONpELEnesHd KHMUSHECHEY CEBORCTE JABMCAT OT aTHXx
YENoEWA. MomeT noTpetoBEaTeoR HONONEIOEE HWE HECHONEKAY ACTOMHWHOE HHQODMALUWEH, K3k ONWcasn B NyHETax B.2—B 8.

B.2 OdweynoTpebHTeNbHOE HEIBEAHWE MATERHANE

':'ELI.LEH'I'IIJTP-EGHTEI'II:-HEIE HEZBAHWE OQUN¥HO CONRO2oEAaTECA CoelNaMid H2 onpeaenaH=02 ¥AMHYaCE0e HBHMEHD-
BaHHE.

NMpumeuwasne— DE‘LI.;E'!,I'I'IIJ'.I'FIEE ATEMNEHRE® HABIEAHHA MOMYT BbITh HEBEBERHD NOHATE. Hanpusep, NonHITineH
HHOTMAE NOHHAMASTCA KEK MOMONONHMED ATUNEHA, X0TA OH TAKKE ONPE0&NASTER KAK NONEONSmUH, COCTOALIWG M3 3TUNEHo-
B2iX 3IBEHR2E B HEHOTOROM MONARHOM COSTHOLWEHWA.

B.3 OpyrMe KNaccHgUEALMK W XAMWYECHME ONMCAHWA MATERHANOS

B.3.1 Odwme nonoEeHWR

CywecTeyaT HECKONBKD CHCTEM ENACCHE WAy, KOTop e Bonee Tovso oG03HAWAKT MATSRHANH.

B.3.2 CHCTeMA KnaccHgWEaund UPAC W CTRPYRTYPHBIE ROpMYNbl NONMMEPHLIX BEWECTE

HOMHCCHE NO HOMESHENETYpe W oBosHEYeH«AM MexayHapoaroro Cowsa TeopeTadeckon » Mpuknangrod Xasiunu
(IUFAC) onyBnekoeana npae«ana AnA oBoiHB4eH#A NonuMepos. DO0IHEYSHNA W ONHACAHME NONKMEROE COMNacHD NpEa k-
nas QonHe COOEPHATE TOMHEIE CERQEH®A O NONMMEDHE X BEWSCTEEE COMNACHD onpadenesm:d. TeM HE MEHSa, QN7 KoM-
ME@HECEAdY NONAMEDOE HE BCETAE NPUEDORTOR MEGOPMALWA NO NDHMECAM, KOTOPEIE OHW COOEDHET.

Mpuwmewas e — Npasana npueaneds 8 Budnnorpadue (o, [12])

B.3.3 PerdcTpauMoHHein HoMep CAS, USAN » apyrHe pErHCTRALMOHHLIE HEMMEHOBAHWATHOMERE

EumeMeckan FemepatueHan Coyba (CAS) n JapardcTRMOOBEHHEIS HAMMEHOBAHMA 8 CLUA (USAN) npecEanaasnT
ONpeJensHHE R HOMED U HEWMEHOBEAHHWE COOTEETCTERHHE HOBRIM Pa2paloTEHHEIM NONMMEPHEM BRWECTEIM, HEMPUMER,
MATEQUENAM ANA KOHTAETHEE NHHA. Korga y MCnons3yeMoro METEQHAENE eCTe COOCTEERHHEA HoMep CAS WunNn HAaMMeHD-
BaHwe WSAN. 8ro Nerks OTMAMHTE OT CROMME, HO HE WIEHTAYHEX METEDHENOE. YeTHSA WHOOPMELNA N0 XUMHAHSCHEM CO-
CTEENAKUAMIAHTEE OB HTEM MOReT BeiTe nonyyeHa s USAN.

B.d4 OGWan AHpQOPMALKE & XHMHAYECKOM COCTABE MATERHANGE

OnA veThoro oB03HEYEHEA KHMAHECKOTE COCTAES MCNONsIYEMOT0 MATEDHAN S O86IMHO NPHMEHAETCA HECHONEKD NE-
PEMETROE. 3TH NAREMETREl OTNH-AKRTIR B JRBMCHMOGTH OT KATErORWA METEPWANGE (Cr. B.2). ONA CAHTETRYSCHE K NGN@-
MEDOE MpHMEDaM:E TAKWX NEDAMETROE CNYHAT MONEesyNAQHAA M3Ccca ¥ DACNpPELEnsH#E No MONEXyAARHLIM MECCAM,
TEMNEPATYPA CTEKNDBAHWA, TO4KA NNABNEHHA, NNOTHOCTE, PECTEOPMMOCTE W HEBYxas1e.

Mpume«wanne— Pygogogctes OECD 11818596 [15] moweT BeiTe HCNONEIOBAHE NPpW BHANKIE CHETETHMECKHY
NN E poE.

B.5 MHropMauKa oT NOCTABLLKMES MATEpHana

Cneaywowan tHpopmauna HeoBxonwMa 4AA YeTeoro oB03ZHAYEHWA MCNONsIYEMOrD MATEPMENA, NPH 3TOM WHdOp-
MAayMA N cooTasy ocoleHs0 BEHHA NEH HOAWYMECTEEHHOR DUEHKS PUGHA:

5] HAWMEBHOBIHAE HATGTOBMTENA MATERMENS (NOCTABUWES ]

D] ToOprogos HAMMEHoBEAHAE ohweynoTpeBHTENEHOMD METENWANE;

Mpumeps — Cumacmur, dakpod, MemopoH, Menneman, Helmnou, medaod u m. d.

o) TOYHOE HAWMeHoEaHKH: [IUPAC/CASIUEANM],

d] KOO @ HOMER NPOOYKTE;

Mpumep — Menneman 2393-80AE, memumaurunnonucumorcas 0215 o m. d.

2] CReUddHESUAM MATOTORMTENA MATEPHANS, BHRKNMEDIWWE. HANPHMER, YACTOTY, HEHSCTEBO, NDEOSN NROHHOCTH,
TEEDAGCTE No Pokgenny, Modyne Warnda, 3NedTponpoBoi=osTe W OPYrHe CEOUCTES 8 JONaN=eHte ¥ OOW MM NapamMerpam,
ONMCEHHEIM B B.6.3;

i} geTans COCTAEE M PEUSNTYPE MATepHana (oM. 6.2 « &.d4).

B.6 XemMYECKWE AHANMWIL
B gononHesde K peageny 5 HekoTOpRE SA06 SMMAYSCHRE BHENWI0E ONACaHEl ganes B BG 1—B.8.3.

10
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B.E61 OBwMA THMUYECKWA 3HANMI, CEAIAHHLIN C OWEHKOW BOIABACTENRA

Ofive $HMHABECEAS BHENWIE BbiNW BRNKYEHE B HEKOTODHE MEHOYHADOOHE S CTAXLAETH W HEULMOHENBHE 8 ByRD-
BOGCTEA MW CTAHABDT:, HANPABNEHALE Ha oliecneqsHwe B230N3CHOCTH. 3TW METOSs OBhiHHD NOOXOAAT ANA OLEHKM Kd-
MAMECKOA ONBCHOCTH MEDMLWHCEWY @I0eNMA, HO HX BOIMOMHOCTHE GNA NPOTH03H POBEHWA OrpaH@YeHsl. HUMe Np@EeasH
HEKOTOPEIS NpHMEpSL:

Npusep 1 — Pykoaodemas GECD 12001996 [13].

HEHHE NPOToORGN MCCNeaoeaHAR [13] oNMCsIEAET NPOYEOYPY ANA CNEeREneHia NOESOEHHA PRCTEODA/SECT AT
NonNEMEePos B BOSE NpK TeMmAepaType 20 “C npd pH 2 8 pH 9 i nps Ternepatype 37 “C npgd pH 7. Ona onpegensdna ofwe-
rG YWCNE NONWMERDS B B0OHOA CREJE PEKOMERAYETCA SHANKSE 061 ero CONe pHaHUA CprasUeciorn yrnepads (COY ) Tak-
HE ONACRIBRKNTEA Qpyrae, BoNee TOMHEE, METOOR.

Mpumep 2 — JP XIV [14], USP 26 [16] unu Ph. Eur. Ed. 4 [17].

DeHHee MeTogw [14], [16], [17] skn0HanT cnocoBel TECTHROBAHNA 30NbHEE OCTATEOE, TAMSNRE METANNOR, ALCTRE-
FUPYEME X BELEBCTE, BEWACTE, CHHHAH WMWY COOBDHEHHE NEPMEHMEHATA KANMA W CCAGKOR WCNAPSHRA .

B.6.2 HonUMYecTEAHHBIE aHAMKWI

DanonH&TensH A 3HaNHE TpelyeToR, 8N COCTER WIAMK KOMMOId UHASELENTYPS MATEPUANS ARNAKDTEA HENONHE-
M WNH HELOCTYNHemM. A BEHENWIS COCTEEE W KOMNOIMUMHDEYENTYREl HCNONS3YHT ALEDHO-MATHUTHEA pE30HAHC
{AMP), HD PAKRECHYID CNEHTPOCKONHWK MHEOTOERETHOMD HEPYILEHHOMD NONHOMRS BHYTREHHEro oTpaseHsA (MK MHENBO) »
WD GNATHHSCRYS TEI0EYH XPOMaToOrEed MK Macc-CNeTRoOCHONHI (8 TEANHYE 1) MECC-CNSKTPOCKONAA ). FHETPAErHDYeMEIE
AWM CHAE COBLUHEHMA, BXO0OALIME B COCTAE HOMNOIMUHAPELENTY DR . MOKHD HECNEOOBATE ¢ NOMOLUBE Bl COROadd ex-
THUEHOW HRAKCCTHOR xporaTerpague (B3 K] e cousTaHmy ¢ Macc-cnexTpockonned (MC) (B Tabnuye 1: MC — macc-cnek-
TROCKONWA). AHEAME C NpAMEHSHAEM WHLYKTHEHD CEAZAHHON nnasMe (MCM) wononssyoT ans MCcnedoBaHWA COCTARA
METANNHYECHRE METEDMENDE NOCNE PACTEOREHWA B 8QUA Mg,

B.6.3 KoNWHECTEEHHLIA SHENKWI TOKCHYHBIX BELLECTE NPH CUSHKS BOIOSACTEHA

Ecns oa@AaeToR, 4To naydesT By0eT noREpraTets BNMAHMED KBHOM0-NABO0 KOHKPETHOMD TOKCHYHOMND BEW|BCTEE, HE-
CBX0OUMO NPORSCTA TULATENEHE A KONMYECTESHHE A AHANKE ANA KEHO0MD M3 TAKWY BelwecTe. [NA CUSHKY pHCKE NEW H3KW-
AYOUWEM  ChyYasE BOIJEACTEMA HeobXogMMe WONoNs3I0BEATe WOHMEDNEIBAOWES SKCTPArMposadHie.  Mogenspysos
AKCTPANMPOERHAE HEODX0OAMMO HCNONEI0EATE NPY CUEHKE NPEANONArESMOrD KNWHWMECKOrD YROBHA BoigeRcTedA. Tou-
HOCTh, CTEMNEHE HYBCTEMTENEHOCTH @ HONWYSCTEESHEIA NPEOSN GHENWTHMECLONS MaTOOE AoMHHs OkiTe QOCTATOMHEIMH
ONA OUEHKW HeoBX0QUMOr YEoSHA DUOKE.

B.7 HauMoHaANEHBIE @ MEXIYHIPOOHBIE CTAHOQAPTEl ONA MATERHANOE WHNW WIgenHa

BONbWKMHETED W3 HAX YEE3RBEET B CTAHLAPTE LAHECTED MATEDHENSA, CBAZEHHOA & USNbBH MCNONB30EAHMA. ECnq ma-
TEQWEN, CNONE3YEMEIR B H3QENWH, COOTEETCTEYET TAKGMY CTEHABETY H SCNA KATENODHA W ANMTENEHOCTE KOHTAKTE G Na-
GUEHTOM ONA O3HHOMG W3ILenHEa CPEEHHMbl © YHE3AHHRMU B CTAHLADTE, TO YEB3IAHME HaHMEHOBEAHUA ¢ oboZHAMEHHA
CTAHAAPTE MOo#ET BrTe ADCTATONHEIM DA XE3PSKTEPUCTHRY METERHANE. [TPHMEHEMOCTE 08+H:IE CTAHLAPTOR ONA ONpe-
LEnNeHUA XHMHHECEAY CBOACTE 3REACHT 0T CNegyw Wy hakTopos. Yesm BslWUe YPOBESHs 3THX PARTODCGE B CTAHGAPTE, TEM
Briwe BYNET ADCTHIHYT YPOBEHs COOTEETCTERA STOMY CTEHIERTY.

8) ¥YNOMWHEET MW CTAKAEDT KOHEPETHOE HIGENAE @ BM0 S0HTAKT C NALUMEHTOM W GAMTENEHECTE T

by C Kakoh CTENEHEH KOHEPETHOCTW CTAXKAAET ONpeldendaT MaTepnan (HaNpUMep, 0HKDETHEIA METEDWEN, KATard-
DM MaTepuana)?

c] YCTEHEBNWESET N CTAHAEDT Kakke-nubo Npegens YOOEHEA ONpedeneHHE Y BeWEcTE? 3TH NPeSansl UoHemnsl-
BAKLLME MW YHABEPCANEHEIE, KOHKPETHEE (C YEA38HWEM BENMYHH), oBLMe Wne cyMMapHea?

d) CywecTayaT NH ONbIT H830NACHOTS KNHHAYECKGID HCNONE30BAHHWA CTAHAAPTEIHPYEMATD A3GSNUA AN MaTe-
puana?

B8 Oocke Ha MaTepHan

BainesA aEAN NpELOCTAENASTCR HORMATHEHOR OPraHdIaUWH, YTO NOZBONAET TPETEHM NUUAM NOLEAEaTE Ha pac-
CMOTDEHWE © UENB:D YTESPEAEHWA UMW PAIDEWEHAA KOHKPETHOND MESUUMHCKONS HIGenna MHpOpMEUNT, PRCCMETRHERE-
AYED KEK MPOHEESICTEEH HYH TARHY WINH KOMMEDYECEMA CEEDET, OT MMEHW L0 yToA 0MNEHAY. Ba30BRIA pafn Taxke CRy AT
ACTOHHMEOM WHOpMALEH, NPELOCTAENASMEM HOBMETHEHOA OpTaHHE2EUMK. Ba30BERA aln MOKET COOEQHaT: ABTANL-
HYH @HPORMAELWID O E0HKPETHOR PEUSNTYRS MATEPMANE, MCNONSIYEMOID B MESIRYUHCKOM H3LENEK, wnik 2ro obpaboTre.
Baicewid hafn NoNeses 4NA OUEHKHW COOTEETCTEWA MATEPUENA WNE NPHEro4HOCTA METERWANA ONA KOHKPeTHON K3TETODHE
HACMNONBI0EEH WA,
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Mpunoxexsse C
(enpasovHoe)

HPHHI.IHI'II:-I OUEHKM TOKCHEKONOrAY8CKON 3KBMBANEHTHOCTH

B 6.3 (3780 2) AEHHsIE O dMMAHSCHAX CEOWCTREN WCNONEIVIOTERA NpW OGUSHEE PUCKE M ANA ONoESENEHMA COOTEET-
CTEMA, © TOMEH IPEHMA TOKCHEONOMAW, NPSANErESMoro MATEPHENa, MCNONbIYEMONS QN TOMG e €A MHAMECKOND NDUMEHE-
HWf, CYLLSCTEYHILEMY KMHHAYMECHS WENEITAHHOMY MATERHANY. NpH NPRHATAK 3T0MD PELWEHHA HYSHD pPYEORONCTEORATECA
NEHHLAMGM, 4T TOECHEONOTMYesKan Mk Buonorvsaceas B220nBCHOCTE NPegNaraemMoro MAaTEpUAaNE He ¥yHe TAKOBBIX, HE-
GniaaeMes LNA KENEHAYSCKA HENBETEHHOMD MaTepiana. Haseoneayow Mt Cndco CogepsuT NEHMepsl TORCHEQNarnYec-
HOPO COOTRETCTEMA @ NPELNATaSToA KAK BCNOMOraTENEHOS PYKOEDOCTED NPW NPOUELYREe DUeHEE PHCKE, KBK ONWCAHO B
pE3nenas 5 W 6:

3] CocTag W Npodrne SECTRATMPYEME & BRI BCTE MPSANArasMors: MaTERHANE 3KEUBANSHTEH KMHHHYSCES UGN TAH-
HOMY METERHENY.

o) MNpegnarasMed METEQHAN COOTRETCTEYVET CYWBCTEYOWEMY CTAHASATY C YHSTOM Br0 NEEJHAZHIMEHUE, Ons-
TEMNEHOCTH KOHTAKTE W WHESIWBHOGTH.

o) MpagnaraessiA MATERHAN WHE WCNONLIYETCA 8 YyonoBWAX BOoNes MHBAIMEHOID BOIDEACTEHA, 4eM Npegnarae-
MO NEHMEHEHRE .

d] HH 0fHO #3 BRMEIBESMEY BRILUACTE NPSANArASM0rs MATERHANA He NPEEHWEST GONYCTHMER NPSLeNoE, YCTE-
HoBNeHskR: B 150 1080317,

2] MNpegnaraeMed METEDHEDR COQSpHUT BONEE TOKCHRONOMMHEecEH B2I0NacHs A KMMAHSCHEE KOMNDHEHT WNW 0Ca-
A0E, HeM TOT, KOTOREA OH 3EMBHAET B KNHHM4ECEH MCNBITAHHOM METERHANE (YIATRBAA 00WHEKOBOE BOSAEACTAERE ]

f} Mpegnarassbi@ MATERHAN COOEMHET CHMAMSCHRA KOMNOHSHT MNH OCAN0K, HMEKLUIWA Ty BE TOECHEONG MY YECEYH
Ge30NACHOCTE, KK W MATEPHAN, KOTOpPEIR OH 3BMEHAST B KNWHHYSCKH WCNBITAHHOM MATERHMANE |Y4MThIZEA 00AHAKOBOS
BOIOeACTERE ).

G EQMHCTEEHHO® PAIHUUSH MEXOY LNHMHHYECKH MCNBTAHHE M MATEPMANDM W NPSANErESME M METEDWANOM ABNA-
BTCA NOMHOE OTCYTETEMRE MMM MEHBWHA ypoBeH e A08aB0L 33 NpASHAKW ME BRWECTE/OCAAKA B NOCNEOHEM N0 CPREHAHHD ¢
NapasiM, Npd YCNOBEK, 4T0 3nG61 W EONWHECTES BhiMbIBEEME X COCTASNAW WL HE MaHARTOR.

) EQUMHCTEEHHOR PEIHUUER MEHOY KNAHAYSCHE HENBETEHHEIM MATSpHANoM W NPSANEraSsMe M METERHAN0M ABNE-
BTCA WCNONES0BAHME 0OPEEOTHE. NPHBOSALIEH K CHHEEHMD OBWere ypOBRHA SHCTPRMMDYEMEIE BELLSCTE B NOCNEdHaM na
CRERMEHMID G NERESIM, NP YCNOBWK, 4TO OTHOCHTENEHEE KONHYECTES BEWECTE HE MEHRKITCA,
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Npunoxesse QA
(cnpaBoiHoe)

CeogeHWA O COOTBETCTEMH MEHTOCYA3PCTEEHHLIX CTAHOAPTOR
CCLUMOYHEIM MEXOYHAPOOHLIM CTAHOAPRTAM

Ffratnuwga AA1

OHaIHAYEHE W HAWMBHOSaHNE CraneHs OfoaHaaHNE # HEMMEHDE IS
M EWLYHAPDAMDN CTAandapTa COLTEETOTEAR HEEIDCYQAPCTESHHDIO STEHQEP T
150 10993-1:2003 Ouedka Guonorm-eckors T FOCT 150 10993-1—2071 Wzaenus Mead ydH-
DEACTENA MEOAUMECKRE wagenwd. Yacte 1. ckmna, DusHiEs Bnonorv«ecLoro QeACTENR Medn-
DUeHEA W MCCRAOOBAHUA UMHCERE W30eni@. YacTe 1. DUSHEA W MConeao-
BaHKA

150 10893-17:2002 QOusHza GWonorM-eckoro T FOCTISO 1099317 —2011 Wagensa Mea uyMH-
OEACTENA MELUURHCEMX WH3gendhd. Yacte 17. cine, DusHEs BHonorM«ecEoro QeAcTENA Medn-
WOETEHOSNSHWE NOPOroERIY IHAYSHWA ONA Bki- UMHCKRE W3genikid. YacTe 17 YCTAHOBNAHWE NO-
MEBAEMLIE BEWECTE T pOrOS 50X IHANEHHA ANF BslMal BASMEE BELWECTE
150 1497 1:2000 WagenuA MeavyaHcsne. [ps- T FOCT 150 14971—2011 Magenva wmeauydH-
MEHEHHE MEHEOXMEHTE PUCES K MEIHLEHHCLAM crie, MpMMeEHeHRE MEHeOHMEHTA PHCKE K ME-
W30 AR OMUAHCEMS MATEMEAR

NMpumedadese — BHAcTOAWEM CTAHGAPTE HCNONEICEAHD CNEGYIILWEE YENOEHOE 0B0IHEYEHHE CTENEHM COOT-
BETCTEWA CTAHOAPTOR:

- DT — WOSHTHYHEIE CTEHOIETH.

BuBnuorpadiia

—

| 150 5511994 Accuracy (ruensss and precislon) of measurement methods and resulls — Part 10 General
principles and definitions
{1 TOHHEETE (MPAEMAEHOCTE W NPEURIROHHOCTE ) METOLCE W DE3YNETETOS HAMEPEHUA. YacTs 1. Dow«He NoHEUANE @
onpeasnesua)
(2] 150 5B32-1:1987 Implants for surgerny — Metallic materials — Fart 1: Wrought stainless stesl
IMaTepeans HMNNAHTAUROHHEIE ANA XEpyorkde. MeTannuyecene maTepuans. HacTe 1. DedhaprupyemMBR HeDH a8 e0-
W ER CTaNs)
(3] 180 108893-2 Blological evaluation of medical devices — Part 2: Animal welfare reguiremeanis
10ueHE BHonorwHecsor QEACTEMA MEQHURHCRMY wagendd. YacTs 2. Tpeboaadea « obpaweHd o & HEaoTHEIMK |
(4] 150 10993-5:1999 Biologlcal evatuation of medicel devices — Part % Framewaork for identificaton and quaniification
of potential degradation producis
(0yeHEa BRonornueckoro QEACTERA MEJWURHCEHE MEAEnUA. HacTe 5. OCHORHBIE NPWHYWNE MO EHTHOWESLNAH W KOMNK-
HECTEEHHOMD ONDESeNEHAR NOTEHUMENEHE X NPOAYRTOR GeCTRYHLMA )
[5) 180 109893-13:1993 Biokogical evaluation of medical devices — Fart 13: Identfication and gquantfcation of
degradation products from polymeric medical devices
{OyeHLa BRoNoriHeckorno AeR CTEMA ME0MUHHCKEY #30enHA. HacTe 15 MOSHTHEHKALMA M KONKHSCTEEHHDE GRpEnea-
NEeHWE NPOAYETOE GECTEYRLHA NONMMEPHBIX MELHLWHCENY HIgEnH[ )
(6] 150 10985142001 Biokogical evaluation of medical devices — Fart 14. Identhicetion end guantfication of
degradation products from ceramics
10UeHEE GRENOrHHeCcEoro Aed CTEMA ME0RLMHCHEE B308nHA. YacTe 14, MOSHTHEWEELHA H RONKHECTEEHHOE BNpe ge-
NEHHE NPOAYETOE QECTRYHUHA WIAENHEA HI KEDaMMHM)
IS0 10993-15:2000 Biokogical ewvaluation of medical devices — Part 15 ldentfication and guantfcaiion of
degredation products from retals and altoys
10yeHa BRoNoriNeckoro Aed CTEMA ME0MLMHCKEE A30ennn. 4acTe 15 MOSHTUDHEBLMA W RONMHECTEEHHOR ONpEge-
NeH#e NPoOAYETOE GECTPYRUHA H3SENEA @3 MaTENNa W CNN3acE}

—
=4
(==
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[B] EM 455-31999 Medical gloves for single use — Part 3: Reguirements and testing for biologicel evebsation

(4] EM 12442-1:2000 Animal lissues and thelr derivatves ubllized in the manufacture of medical devices — Part 1:
Analysis and management of riak

[10§ EN 12442-2:2000 Animal tissees and thelr derivatves ubilized in the manufacture of medical devices — Part 2:
Controls on souwrcing, collection and handiing

[11] EN 12442-3:2000 Animal tissues and their derivatves utilized in the manuefacture of medcal devices — Fart 3:
aldation of the elmination and/or Inactivation of viruses and transmissible agenis

[12] Imternaticnal Union of Pure and Applied Chemistry — Macremolecular division — Commission on macromalecutar
nomenslaiure: compendium of mecromalecular nomenclature, Prepared for pubbication by W. V. Metanomsak,
Blackwell Scientific Publications Lid., Oxford, 1991

[13} OECD Guidelines 120:19%96, Solution'extraction behavlour of palymers in water

[14} JP Xiv General testelplastic contalnears, 2001

[15) OECD Guidelines 118:1996, Determination of the number-averaged molecular weighl and molecular weight
distribution of polymers using gel permestion chromatograghy

[16] USSP 26, 2003, =661 Confainers

[17] Ph. Eur. Ed. 4, 2002, Sectlon 2.2.28 and Chaplers 3.1 and 3.2
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