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MNpeaucnoeune

Llann, ocHOBHER NoWHUANL W NODALOK NpoEededrs paboT No MEwMcyJapcTREHHON CTAHGADTHIALAM
yveTadoeneds MOCT 1.0—592 «MedwrocyjapcTBeHHaA CHCTEMa CTAHZADTWIALWK. OCHOBHBIE NONOESHKSY W
MOCT 1.2—=2009 «MexrocygapcTEEHHAA CHCTEMa CTaH0aARTHIAUWA. CTaH0aDTe MERMOCYIapCTEEHHBIE, NEE-
BANA W PEKOMEHOALUMH N0 MEXMOCYIADCTEEHHOA cTaMAapTHIauUMy. Mpapuna paipatoThK, NDHHATHA, NEAME-
HEHHR, OSHOBMEHHA M OTMEHID

CeogoHuA O cTaHpapTe

1 MOOAMDTOBRNEH Tepepant sy rOCYIaDcTRBEHHEIM YHETADHEIM NRPEONDHATHEM « BoepoCcCHAcEME Ha-
YUHO-HCCNELOEATENECKHA MHCTHTYT CTAHOAPTHIALWKA W CEDTUHKALMK B MAalWHHOCTRoaHHHy (BHMMHMALLY

2 BHECEH TegepankHeii aréHTCTEOM NO TEXHWHECKOMY DerynNdpOoBaHHED ¥ MEeTDOoNOrM9

3 MPHMHAT MesrocynapcTEaHHbIM COBETOM N0 CTAHAPTHAA LKA, METDONOTAE W CEpTUDMEALWMH (NpOoTo-
Kon o7 28 HoAgpa 20711 . Ne 400

3a NpHHATHE NEOrCNOCOBANK:

HDETHDE HAAMAHOBAHAE CTRAHR F:Dn CTRRHER E—DHDL‘II.L;EHHL‘FE' FEHMBHOBEIHAE HIUBDEINBHOND OpradHs
no ME (WSO 3184} C04-—87 e MK (WSO 3166 004 —9a7 N CTAHOARTHSIULHH

EBenapyck B MoccTeHARRT Fecnytinskd Banapyce

KazaxcTaH K MoccTEHOART Fecnybnakd KaaaxcTas

K praiscTaH KG H sl 3CTAHOERT

Foccuickan Pegepadis RU PoccTasaapT

TagsuEHCTEH Tl TagHeKoTasaanT

YalekncTas Lz YICTEHOERT

4 lMprkaio PegepanEHoro aredTeTEa No TEXHWYECKOMY DETYNHDPOBIHID M METDONOMMK OT 13 nekabpA
2011 r. Me 1316-cT messrocynapcTeennl i cTangapt MOCT 130 10883-3—2011 eeeged B AefcTewe B HaYecTRe
HALWOHAMNEHOrD cTakaapTa Poccuackol Tepepaymy © 1 aueapa 2013 ¢

5 HacToRWKMA CTaHgapT WOeHTHYEH MesOyHapogHossy cTadpapty 150 10993.3:2003 Biological
evaluation of medical devices — Pant 3: Testz for genotoxicity, carcinogenicity and reproductive toxicity (Ouen-
KA BHONOMAYECKOrND QERCTEHA MEQHLMACKHY M30ennid. HacTe 3. MCCcnedoBadkna reHoTORCHHYHOCTH, KaHUEDOoreH-
HOCTH W TOKCHYECKOrD OSACTRUS HA DENPOYKTHBHYI0 EyHELO )

CeeqeHuA © COOTEETCTEMM MERMOCYIAPCTREHHEIX CTAHSADTOR CCLINOYHEIM MEROYHAPOOHEIM CTAHOAP:
Tam NpWEEOeHE B AQNCNHWTENEHOM NpHNose g A

CTeneHe COOTRETCTEMA — MOeHTH4Han (I0T).

CTangapT NogroToENeH Ha OCHOBE NpuMeraHda [OCT P WCO 10983-3—2009

& BEBEAEH BMNEPBLIE

HMrghopsauus o eeedenuy g dedemeue (Mpespaweruy dalomaus) HacmoRweao cmandapma Mybnuky-
EMCA & EXeMEcAYMe UadasacMon UiDOPMAaLLoHNOM praIameane «HayuoHansHEe cmaddapmais.

Mughopsayus of UIMEMSNUSK K Hacmoawem)y cmakdapmy TyGnusyemen @ exea0dho uadadaswon uik-
BOOMBLLOHHOM YEazameaene «HauloNanb ele cMandapmeis, 8 Mescn UIMEHEHUD U MONPaeoK — & Sxeme-
CAYHD UITaEIEMEIE UNPOOMALLOHHEY Yasamenax «Hayuonanedbe cimardanmeis. B ciyYae Nepecqompos
LAY WTIMEHE! HECMORLLE2D cmardaima CoomEsmamayioan urchopanus Bydem onyfnurkoaaid &8 Sxeue-
CAYHD UIdasacMOoM UHDODMALLONNIM YRaZamans «HauUuoHaneHbe Cinasdapmsis

2 Crangaprdsdop, 2013

B Pocorickon Peiepauds HACTOAL WA CTAHGADT HE MOKET STl MONHOCTEKD MK 43CTHYHD BOCTIDOHIBE-
OEH, THRAMMPOBAH W PACOPOCTPAHEH B KaYecTee ofdunaneHors igadws Gea paspelleHua PanepankHorg
AreMTCTREA NO TEXHMYECKOMY DEryIMDOBaHMIO W METDONOTMIA
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EgepeHue

HacToAWWA cTaHdapT pacnpocTRaHASTCA Ha METOdLl ONPELENEHHA CNEUddrYecidy BHoNnorvYeckny
apBEKTOR W CERIAHHBIE C HHMH MAKCHMANEHD YYBCTEWTEMEHEE TECTR. FIHTEDNPETALUWA DEe3yNETATOR W MX
IHEYEHWE ONA 300p0BER YeNOEEKa HE PACCMATOWBEAINTCA B HACTOALEM CTAKaapTE.

MoTeHUHansHan GnacHoCTe O0MHHA OUEHHBATECA B KSkO0M KOHKDETHOM CNYyHae © YHETOM BIHAMKA Ta-
Kt DAKTOROE, KaK CTENEHE BOZOEACTENA, CRSUNMHYECKHE PaINH-KA, MEXaHHYackine W EHINYECKRE acnesThl,
NOCKOMEEY NONYYSeHHLIE PE3YNLTATE HE BCEME DaBEHO3HANHE.

CradfapTe capui 150 10893 qanawTes pyEoRoNALIMMA O0EYMEHTAMA GNA NEOrHOIMDORAHMA W WCCTe-
O0EAHAA BUONOrMHEcKore JeRcTEMA MEOUUMHCKME MAJENHA Ha cTadkk BxDopa MaTepHanoe, NPegHasHaqeH-
HEX ANA HE AIMOTORNEHKA, 8 TAKKe ANR WCCNegosaHHA roToBbIX WATENKA.

B ceprio IS0 108593 BxofaT cnegyiowxe 4acTd nogd obuxe Haieauies « OuaHEa BUonorMd4eckons ned-
CTEAA MELKUMHCKMY KWIZenddn:

Hacre 1 — OugHka 1 uccneloBaHna;

HacTe 2 — TpeboRanua K ODpALLEHHED © MWBSTHEIMA,

HacTe 3 — MoconefosaHinA reHOTOKCHYHOCTH, KaHUEROMEHHGETH M TOKCHYECKOrD DEACTBAA Ha DeNpOaYE-
THEBHYHD FYH KLLMD,

Hacte 4 — Mococnegoradme wagenyi, BIaMMoLeACTEYKIWME © KpOBLID;

HacTe 5 — MoocneaoBadie Ha YWTOTOKCHYHOCTE, METodsl in vilro;

HacTe 6 — HMoocnenopadie sMecTHOM JeRCTEMS NOCIE MMINaHTALLMM,

HacTe 7 — DCTarcqHoe CogQepMande IaTMNSHOKCHOA NOCNE CTERINHIaLMK,

HacTe 9 — OCHOBHEIE NPHHUANGI WOEHTHRHKAUHE ¥ KONHYECTEEHHONS ONPEQenaHta NoTEHUHANbHEIX
NPOOYKTOR OSTPanaim,

Hacte 10 — Mooneqopadie paIfpamaiwens i ceHciBrNTHIKpyIoWernn NefcTaKS,

Yacte 11 — HMocnegosadye ofWeToKCHYECKOTD JERCTBNA,

HacTe 12 — MNMpUrcToEMNEHHAE Npoc ¥ cCTaHgapTHeIE oOpaiagp;

Hacte 13 — MoeutndMkayna v KONWYecTEEHHOS ONpeqeneHue NpogysTos Jerpagauuil NoNMMepHsx
MEQULMHCKAX MA0enKi;

Hacte 14 — MoenTrdukauus ¥ KoNMYecTBeHHOE CNpeaenesne NPoOyKTos JerpalalMy Magenui ma Ke-
PamMUKI;

HacTe 15 — MoeHTHgMEaLMA 1 KOMWYecTBEHHOE SNPeaenedine NpoaykToR Jerpafauui Hagenyd va me-
TANNOE W CANaBos,

Hacte 16 — Mogenuposase W HCCNEdoBEaHMe TORCHKORAHETHR NPOAYKTOR JeTPafaUiy 4 BEEMbIBaHKR;

Hacte 17 — YoTaHvoRNeHKe NOPONoasix aHAYEHNA ONA BhiMBIBIEMEE BELECTE,

HacTe 18 — HMconeqopakie XMMMYeckly CESMCTRE MaTepwancs;

HacTe 19 — HMoocnegosakme Eradko- XMWY eckix, MOoponoriHeckiy i TONOTpadMHackiy CEONCTE Ma-
TEPHUaNOE,

Hacte 20 — MosHurne W METOOLI MCCNEA08aHHA MMM Y HOTORCHYECHOND QEACTEMA MELWUHHCEHK Hage-
FIAA.
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M E M o C ¥y O APOCTUBTEMHH®B H C T AHOAPT

M3OENWA MEOWLIMHCKME.
OUEHKA EMONOrMYECKOro OEWCTEWA MEOWLUWHCKUX W3OENWA

YacTe 3

HeeneaopaHKA reHOTOKCHYHOCTH, KAHUBPOTOHHOCTH M TOKCHUYBEKOro AGHCTRMA
Ha penpoayKTHEHY gy HKLWID

Medical devices. Biological evaluation of medical devices.
Parl 3. Tests for genotoxicity, carcinogenicidy and re productive foxicity

Hata peegessn — 2013—01—01

1 OBnacTb NpUMEHEHWA

HacToAWwMiA cTaHaapT onpegenfer CTRATErMN ONA YCTAHMORNEHHA DACKA W HCCNanoBAMMA METMUMMCKAX
WAZEMNHA GNA WIYLEeHA cneysdibeckors BUonori4eckonn JedcTRMRA:

= resHoTORCHHHOCTH,

« KAHUEDOreHHocTI;

- TOECHMHYECKOrD A8HCTEMA HA DENPOSYETHEHY MyHELKIO W DAIBMTHE.

HacToAWMiA cTanaapT NpMMaHasTca ANS oUaHkd MedMUMHCKON HALanKA, NoTEHUMaNEH LIS MeHOTOKCHY-
HOCTE, KAMUGDOMEHHOCT B UMK TORCUMECKOES OEACTBNE Ha PENPOOYKTHEHYIO qWHELMIO BOTODOMD ARMAMTCA YoTa-
HOBNE HHEIMK.

Mpuredadese — PyroeogoTen no easifopy TecToR NPpUERfEH: B IS0 10093-1.

TpeGonauMs HacTOALWErs CTAHO0ARTa ABNAITCR PEKOMEHYEMEIMKE B 0BnacTi owGopa MeTogoE WMe-
Nl TaHKA.

2 HopmaTuBHBI® CCLINKK

B HacTosweM cTaHgapTe MCNoNeI0BaHbl HODMATHEHREIE CCbINKKM HA CNenyrlne CTAHIaRTE.

IS0 10993-1:1997" DueHEa BHONOTHYECKOTD OSRCTEMA MEOHLWHCKKME WA0eni. HacTe 1. OueHKa 1 Me-
CNeqosaHra

120 10993-2:1992% OueHea BACNOMAYEcKors QeNcTEHS MEJHLWHCKME Magendid. HacTe 2. Yonoama co-
OEQHAHMA HHBCTHEIX

IS0 10993-6:1994" DueHrka DUONOMMHYECKOND J8HCcTEWA MEeQHMUWHCKME Magennid. HacTs 6. Mcoccnegoaa-
HAG MECTHOMS QEACTBMA NOCNE MMINaHTAWKA

IS0 10993-12:2002% OueHea BAONOMAHECKOrD JS8ACTEHA MEQHUMHCKHY Kagenui. HacTe 12, [NpuroTon-
nerde Npol W CTasgapThse obpasU

150 1099318 CueHka BACNOrMHeckors eRcTEMA MEJHUMHCKME K3JenHi. HacTe 18, XuMuqeckan xa-
CAKTEPHCTHKS MaTepranos

CECD™ 414 WMayyeHue TOECHYECKOrD A8RCTEMA Ha Npeapogoanse paspuTne

OECD 415 MayyeHne TOKCHYECKon QeRCcTEMA HA PENPOoayKTHEHYIO GYHELMKD B NpeLenax Nokonesna

DECD 416 WaydeHue TOKCHYECKND A8RCTRWA Ha PENPoOyETARHY Dy HELIMED B NDEOEnas DBy NOEOnEHIAE

DECD 421 CrpMHAHMBLIA TECT TORCHHECKOND JERCTEMA Ha PENPOLYKTHEHYH dYHELKIO W palarTHe

OECD 451 McocneaoBaHWA KaHUeporeHHoCTH

T ZameHeds Ha 150 10993-1:2003, 150 10903-2:2006, 150 10803-6: 2007, 150 10093-12: 2007 co0TEETLTEEHHD.
"t DIprasM3aysn SEoHO0MMYECKDTS COTPYAHNYSCTEA W PAIRHTHEA.

HinanHe opMUHANBHO®
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OECD 453 KoMGHHWDOBAHHLIE MCCMeOo8aHWA XDOHMYSCKIA TOKCHYHOCTH KaHUE POrEHHOCTI
DECD 471 Tect CakTepraneHoi 0SpaTHON BMyTALHK

OECD 473 TecT xpoOMOCOMHCH abeppauki B MNSKONHTIOWKX in Wi

CECD 476 TecT kNeTodHoN MeHHDN MyTaUMH B MNSKONWTALKE i witno

3 TepMWHGLI U onpeaeneHunA

B HacToORLLEM CTAHZARTE NPHMEHEHE TEDMUHE! 0o |30 109531, 10883-12, a Tamke CNegyIoWMe Tepd-
HEl C COOTRETCTRYIOLHMK ONPeREnaHHanma

3.1 May4YyeHHe KaHUePOreHHOCTH (TECT Ha HAHUEPOreHHOCTE): TECT, CNyHaWwWA Ans ongegenaHqa
NOTEHUMANEHONA OHESTEHHOR ONAcHOCTH HAGENHA, MATEDHANOE WANK JECTPAKTOB M3 HKE NDK SOHO- MK MHO-
MoKDATHOM BO3GERCTEHK B TEYEHHE JHAYMTENEHOM HACTH MHIHEHHOMD LA KNS JKCNE DHMEHTANEHOMD #HBOTHOMD,

NMpumesasne— Nogobswe TacTal MOryT BhiTh PACCHATAHS HA W3YHEHWE KA XPOHAYSGKECH TOKCHYHOCTH, TAK A
OHKOPEHHOR ONACHOCTH B DAMEAX G000 3KCNERHMEHTA Ecnu AXPOHAYSCEEA TORCHYHOLTE ¥ KEHUEPOr2H=0CTh HIYHMSKTLR B
PAMESX D000 3RCNBDUMEHTA, HeofxonMMa OCTORCEHOCTE Npu GNpedeneHds NagpamMmeToa SkCnepdMeHTa, ocofieHHo npK
El:lﬁl}pE' O0ZAPOEEM. JTO FAPAHTHRYET, YTO NPEXOEEPEMEHHER CMEQTHOCT: OT APOHW H4ACKOR GO BORY NHOR TOKCHHHOGTH He
HEKAIWT CTATUCTHMECKOH OUSHEN HHWAOTHEE, KOTODEIS BEHMHEBINT 40 38NNAMWHPOEASHOND GKEOHYEHAA SKCOeDHMEHTA ([T, &.
HOpMaNEHEA ApO0oNHETENEHOLTs HHIHK].

3.2 Wagenve, HAKANNWBAOWES IHEPruK: YoTpoRCTBO, NPegHAIHaYeHHOE ONA TepaneETHYSCKOnD
QEACTEWA WKW OMATHOCTHYECKOR IVHELMK MyTeM aboopBuny aNeKTROMArHMTHOM, WOHHOMD MK YNETPaIayKD-
BOMD MANYYEHWA.

Moume«was e — 370 HE OTHOCHTCA K YCTRORCTEAM, BelpafaTeiaBM WM INSETPRMECKWA TOK, TAKWM KK 3NEkH-
TROKAYTE PRI, BOOUTENH RATME HIM DYHEUMOHANEHEIE 3NSKTPOCTHMYNATORR .

3.3 TecT Ha reHOTOKCHYHOCTL: TECT, B KOTOPOM MCNONLIYVIOT KNETEM MISKONMTAMWNL 1 J0YTHX KHBOT-
HEix, a Takke DakTepuy, QPoscKK MnM Mudel QNA oNPeneneHMa MeHHEX MyTAUHA, MIMEHEHNA SDOMOCOMHONA
CTDYETYDbL WM ODVTAE M3MEHEHWA reHos und JHEK, BrssadHpE M3yHasmisiig MaTepranam.

NMpumeswanmne—K ATOMY CNpegeneH Hss MoryT BETE TAKHE OTHECEME TECTEH HA GENOCTHOM OQRPraHHzMe.

3.4 MAKCHMANBHO BHOCHMAaA goxa (MO): MaxckMansHoe KONHYecTRE0 MMNNaHTHRYEMOrD Marepqana,
KOTOPOE IKCNEPHMERTANLHOE MHBOTHOS NEQEHOCHT DEs HeraTnEHLIx dravdecsry xbderTop.

3.5 MayyeHHe BOIOEHCTEHA HA PENPOOYKTHEHYH (BYHEUMK W paisdTae: MeToge. cnysawme gna
OUEHKA NOTEHLWANEHOMN BO30SACTENA MaYydaemblx MATEDHANCE Ha PENPOOYKTHEHYIO GYHELMK, MEPUOreHes
[TEQLATOMEHHOCTE), NEEHATANBHOE K NOCTHATANEHOE PAIBHTHE.

4 MetoObl U3YYEHHA reHOTOKCHYHOCTH

4.1 OBWMe NonokKeHHA

Mepen NPHHATHEM BEWEHHMA O NPOBEGEHAH HCCNEAsBAHWA HE MEHOTOKCHYHOCTE HEoBROOHMKMS NDHHATE
BO BHMManne |20 109931, a Taswe XHMAYSCKYI0 XapakTepucTey Matepuance (150 10883-18). ObGocHoraHna
NPOrpaMMe: ACCNEOSBAHKA C YHETOM BCEX SHAYKMEBIX PaKTopoS A0MEH BbiTe AOKYMEHTANBHO JathHKCH POBA-
M.

IS0 109853-1 oboadavaeT yonoBHA, NpH KOTOPLIX NOTEHUWMANLHAR MHOTOKCHYHOCTE ABNASTCA IHAYM-
MM DHCKOM MPF 0BWeR oueHKke BHoNorvYeckol GeaonacHocTs (oM. IS0 10993-1:1957, vaGnuua 1). Mconeno-
BAHWME HA MEHOTOKCHHHOCTE, TEM HE MEeHSe, He ARNReTcA obAsatencHem ONA MEOWUAHCEANY W3I0ENWd W Kux
KOMNOHEHTOR, KATOTOBMEHHBIX TONBKD M3 MATEDHANCE, NPORBHEWKY ceDr Kak He obnagaiolve reHoTORCKHY-
HOCTEH. MICCNER0BaHHEe Ha reHOTOKCHYHOETE TRpebyeTca, ecnyd oUeHES COCTARA MAaTEPHUaNos roTOROMD MEai-
UHHCKOMD  WAOenHs NOoOKasHBAET BOAMONMHOE HANWYKHE COeOMHEHHR, KOTOPEE MOMYT  BCTYNWTE 80
BIAMMOGEACTBHE C FEHETHHYECKHM MaTEpUanom, Nk eClik KHMHYECKHA COCTAE MEQMUWHCKIND HAOENKWA HeH3-
pEcTEH. B TakMx cnyyans 0oMmseH BulTe ONPeaensH redoToOKCHYH bR NOTEHLKAN OIHAYHEHHEX KAMAHECKWE KOM-
NOHEHTOE C YYETOM KOMOMHALWA WX COBMECTHOM BOAOESHCTBHA, Y4TO NPEANCHTHTENLHD N0 COABHEHMK
NPOBEaaHHEM HCCNEO0BAHMA HA MEHOTOKCHYHOCTE Ha MATEDHANE WK MEOKMUMHCKOM WAOENKA 8 LanomM.

B cnyqae, korga Heobxodimo OUeHHTE MEeHOTORCHYECKOE QERCTBME MEJHUHHCKOM WAGENHA, cnegyeT
NPOBECTH CEDMIC TECTOR in wilro. 37Ta CepUa GONHMHE BENKHaTEe B cefa 0Ba TecTa, Bond NPoOESOWTCA BRPUaHT 2
(4.2.1.2), KOrOa MCNonNeEIYeTcA 0Bpasely NuMdiomMsl MbllW C yYeTomM HOMEDa KONOHKA W ONPEaene e DasMe-

2
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Pa, MNW TPW TECTA, ecny NpoecguicA eapradt 1 (4.2.1.1). NMpw NpoBegeHr TECTOR NO MEeHELWEN Mepe OBa We-
NITAHAA, MCCNEyOWME DaIHEE KOHEYHEIE TOSKM, A0MTEHBl HCNONbICEATE KNETHA MIEKONMTAHLMX,

4.2 CTpaTterdn

4.2.1 ViconedoBaHke Ha MeHoTOKCHYHOCTE NPOBOOMTCA Ha OCHOBAMWH NEpROHAHANEHONS DELWEHWA O
NpoBEOSHM KCCMNEL0BAHMA B COOTBETCTAMM NMED ¢ eapradTom 1 (4.2 1.1}, nwbo c papuanTom 2 {4.2.1.2).

4211 Bapwaur 1

a) HCCNEefoBaHAE MeHHBEE MyTAUWA Ha DakTepuax (OECD 471) w1

b} wCCnegoBaHne reHHEE MyTAUWA Ha KNeTkax mnexonuTamnwms (OECD 478)

C) WCCNegoBasue KNacToreHHoCTH Ha KNeTeax maekonuTanwsx (OECD 473).

4.2.1.2 Bapwanr 2

a) HCCNefoBaHUe MeHHBY MyTAUWA Ha BakTepusx: (OECD 471}«

B} HCCNefoBaHWE MeHHBIX MYTAUWA Ha KNeTKax MnekcnuTaowus (OECD 476), koukpeTHo — obpaaey
NMEOMBl MEBILLIK C Y9RTOM HOMEDRA HONOHKK W ONPEOENEHHEN DaIMapa ANA HCCNedoBaHMA ODENK KOHEYHBIX
TOWRK (KNACTOMEHHOCTIA W TEHHEE MYyTALMA ).

422 Mpu oTpHUaTENBHEY DeIyNeTaTax Beex TECTOR T vilro, NPpoBeaeHHBIX B COOTBETCTEWA C© 4.2.1,
OansHERWHE HENBITAHKA TEHOTORCUHHOCTIA HE MHBSTHRIX 0Bb4HE He 0BOCHOBAHE! 1 HE AGMMHLl NPOBOORTECA
B0 WadexaHue HenodobaWEers: KCNoNEICEAHNA HUBOTHELX.

TecTel /1 Wva NPOBCORTCA B COOTBETCTAWM ¢ IS0 108932,

423 NMpu NnonowUTaNbHbX DEYNETaTaR NE0ro 43 TeCTOB A VWD NPOBCOATCA TECTR iR VWD Ha MyTa-
MeHHoCTe (o, 4.2 4} N npegnonarasTcs, YTo COSgMHeHNE MyTareHHo.

424 Miobod TecT in vivo BelDWDAETCA HA OCHOBaHKMKW HAXDonee NOOXoOALEN TOYEW, CNpeaene o Tec-
Tam i witro. HeoGXoauMo NpoaeMOoHCTRRPORaTE, STO TECTHPYEMOE BEWECTA0 QOCTIMG GRraHa-MALWLEeHN.
ECNH 3T0 HEBDIMOMHO, TO MOMET NOTPeGoRATECA BTOROA TECT 11 WiV Ha APYroM Opraqe-sMulleHd Gna nogreep-
HOEHAA OTCYTCTEMA TEHOTORCHHYHOCTI 7 WivD.

OBbIMHO MCNONEIYVEMEE TECTER (T WK

a) MHEpOROeDHEE TeCT Ha kpeicax (OECD 474) \unu

b} amanus meTadaik B KOCTHOM Moare rpeiayHon (OECD 475) wnu

C) BHENNAHOBEA TecT chuHTesa QHK Ha knetiax nedesdin Mnakonydtanwx9x (OECD 486].

Beibop Hawbones nogxodAwei CHCTEME] MCCNenoaaHud JonKed BalTe 0BCCHORAH M OTDAMEH JOKYREEH-
TankHO.

4.2.5 EcnK OnA U3y-HeHKs reHoTORCHYROCTIA MCNONeIYVIOTCA ADYTHE CACTEME MCCNEO0BAHWA I VIVO B LE-
MAX NONYSEHAA DOMRONHATENEHOR WHEBOMAILKA, NPAYHHA JONHHA BelTe 0SOCHOBAHA W OTDEMEHA JOKYMEH-
TankHo.

4.3 MNogroTopEa npod

4.3.1 Mpu npopegeHdl KCCNeLoBAHWA MEHOTORCHHHOCTA HA MaTEpWANe WK Ha MEIHUHHCKOM WIOEnuK
B UENod, NPWroToENeHHEe Npod NpoBoQAT B COOTEBETCTRHKA © IS0 10993-12. TecTHpoBAHMID NOJBEDTAINT IKC=
TOAKTE, YCHNEHHEIE IKCTRAKTE MKW OTEENEHLIE XMMAYECHHE COBOAHEHNA MaTEprana’Mead LMHCKOrD MAOdenms.
HauppIClias TECTUPYEMAA KOHUEMTRaUWA JonkHa BelTe B npegenax yeazaduin OECD. Ecnn MonansayioTos
YENOBKA YEHNEHHOMD JKCTRAMMPORAHKE, HEoBXOOMMe YOROKRTECA, YTO 3T HE WAMEHHT XHMUYECEWY XapaKTa-
DHCTHE.

4. 32 CooTReTCTEYIWWA PAcTROPHUTENE BRIGHPAKT Ha OCHOBAHWHA 8r0 COBMECTUMOCTI C CHOCTERMON He-
CNedoBEIHKA M ero cnoCoBHCCTH MAKCHMAaNEHD JKCTDArkposaTes MaTepran unKk MegruruHoko: wagande, Mpu-
YHHA BLIGOpa PACTRORMTENA ACMNEHA OkiTe OTPAMEHE QOKYRMEHTANEHO.

4 3.3 Mpu coOTBETCTEYHILER CUTYALMK MCNONBIYIOTCA OBE NOOXOOALLME IKCTRArMpyiowWmne cpeq, 0aHa
A KOTODBX ABNASTCA NONADHLIM DACTEODMTENEM, 3 BTORAR — HENONSPHBIM MNH XAUOKOCTED, COOTBETCTRY K-
LUEH XApAKTERY W HCNONEICEAH MK MEQUMLHMHCKOMD WAOENKA, NDW aToM 00e OoNKHE BblTe COBMECTHME.

4.4 Metogkl HCCNeJoBaAHWA

441 NeHoOTOKCHYHOCTL In vilro

MeToge TeCTHpoBAHME N Wilro BubupaeT ua pyrkopogetea OECD no MCnBITaHMIO XMMUYECKWX CoaOn-
HEHHA.

MpegnosTuTensHe TecTe OECD 471, CECD 473, OECD 476, OECD 479w OECD 482, Nowr nnanmposa-
HHM 1 BeBope MCCnegoBanyil HeotX0aMMO YYMTRIBATE, YTO HEEOTODLIE MATEDHANE! WM BELLECTEA MOrYT Mo-
BAMATLE HA WCCNEeNoBaHME, HANPUMEep aHTHBAOTHEM W adTHCenTHkk. TpW COOTRETCTEVIOLWENR CWTyaLHK
OSOCHOBAMWE DEWEHWA TOMKHE DilTe OTRAMEHD JOKYMEHTANEMO.
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4.4.2 MNeHOTOKCHMMHOCTE I vivo

MeToObl TECTHRPOEAHKA 7 wivo BRIBHMPaKTCa WA pykoeoacTeEa OECD No WCNBTaAHWD XHMAYSCKME COanM-
HEHIA.

MpeancdTvTeneqsl TecTel DECD 474, OECD 475, OECD 478, OECD 483, OECD 48B4, OECD 485w
OECD 456,

Mpumeysas e — B nocnegses apesa Guing pﬂspEEaTaHﬂ TELTOEES CHCTEMBI C ApHMesHe HHEM TPAHCMEHHSIE
HHBOTHEYX, NPS0=a3HaAYMeHHEE ANA @CCNEQOESHHA NEHOTOKCHYHOCTH. ATH METOOHEN MOFYT BTe NOREZHE LNA ACNETaH-A
MELMURHCEME H3AENMR, HO H3 MOMEHT W3G3HMA HACTOAWSND CTAHABRTA HCNONE30EEHHME ATAX TECTOE SWE HE fislno YTEEP-
WOSHO. DNWCAHME TECT-CHOTEM C NPHMEHEHHSM TRAHCMEHHEE HHBDTHRX NDUEBLEHD B ﬁHEA.I'IllIZII'IJ-E¢HH. 2 NETepaTYRe No
TRPAHCIMEH HeIM HHBOTHEM.

5 Metoabl HM3YYEHHA KaHUEPOreHHOCTH

51 OBwwme nonoxeHKua

Lo NEMHATHA DEWEHWA © NPOBELEHMH KCCNE0BaHHA KAHUEPOrEHHOCTH HE0BX0QMM0 NPHHATE BO BHK-
Mande |50 1059931 w150 10993-18. PeweHde O NDOBEOEHWH MCCIEOBAHWA JOMEHD BT NPUHATS Ha OCHOD-
BAHMK  OLEHKM PUCKE  KaGHUEBPOTEHE3A, BbbIBAGMOND  WCNOMNLA0BAHAEM  MEJWUMHCKOID  H3GEnHdA.
Moocnegopadne Ha KaHyeponeHHoCTy HE QONMHO NPOB0OMTECA, BCNKM PUCK BN A0eKBaTHD OUEHEH MIKM COKpa-
WeH Gea Nony-eHHA HOBLIX PEIyNETATOR KaHLEPOreHHbIX MCCNeaoBaHi.

Mpumesanmne— E!.-'LI.I.EL"TE}'H:IT NOSXOEALINE CHCTEME WCCAEd08EHWA KNETOMHOR TRaHCh oprangwn in wiire, Ko-
TOPEE MOTYT BRTE MCNONEIDEAHE ANA NEegE3PHETENEHOA CUSHEM KAHUSPOrEH=O0CTH, MICCnegoBaHyA KNeToM=0R TRaHe-
PopMaUHE NOKE HE fisine oNWCAHE B FMEEIYHADOOHBIX CTAHLAPRTAE. NononHATENEHAR AHpOPMAUWA O CHCTEMAX
WCCNeao0BaHHEA KNeToMHON TRAHCMOPMAYWH CoqepsuTCA 8 NPANOEE HWW A

5.2 Crparternn

521 MNpy oTCyTCTERW ACKA3ATENLCTE, HCKMTIOYAIWHY PUCK KEHLE POMSHHOCTH, HESEXOAMME YYMTHIBETE
CREgYIOLNE CHTYAUMK, NPHA KOTOREIX HEoDX0OMMEl HCCMNENORAHMA KAHUEPOrEHHOCTH!

a) pelopbHUpyI0WHECH MaTERMaNE KNK KAO8NKA, AN KOTODRX BRaMa peaopSund NpesbiuaeT 30 QHEA,
BCMH HET JHAYUTENbHBLIX W SSEEBATHRE CBEReHMA N0 MX BOIOEACTEMG Ha Yenoaesa;

bl MaTepHant W WIOENKHR, NOCTORHHGLIA KNH COBOKYNHEIR KOMTAKT KOTOPEX © BHYTDEHHAMK CREDIMA
ORFaHAIME WHNA  8ro NoNOCTAMK NpeasiwaeTt 30 gHeM, 38 HCKNHOYeHHEM TeX, O KOTODBIX MMEITCA QOCToRED-
HEE M A0EKBaTHRE CRELEHWA O PEIYNLTATAX WX KOHTAKTa C OpraHMamMonM Henopera.

Hecneqosadda KaHLeporeHHOCTH MEHOTORCHYHEY MATEDWANOE HE ARMNAKTCR HAyYHO OBOCHOBAH Hb MK,
KanueporeHHan onacHoCTe MeHOTOKCHYHBIX MaTEPHAN0E O0MKHA NPEONenaraTecA, W PUCHH COOTBETCTBEHHO
CREOYET YHSUTEBATL.

522 Ecne XpOHWYECKaA TOKCHYHOCTE W EAHUEPOFEHHOCTE BbiNM pacCMOTReHE B COOTEETCTRHM C
IS0 108831 4 TacTUpoBaKde DeNg NPUIHaHD HeoBXoQMMEIM, HCCNegoeaHKA By0yT NPOBOOWTECA B COOTRE-
TeTard ¢ OECD 453, ecnd Boamommo.

5.2.3 Ecnw e cooteeTcTEMKM © 150 108531 paccmaTprEanock TONBKS HCCNEOOoBAHME KAHUEDOMEHHOCTH M
TECTHROBAHWE GbIN0 NPHIHAHO HECDXOTHMME M, HCCNEQoBaHKA SyOyT NDOBOOWMTECH B COOTEETCTEHH ¢ OECD 451,

5.2.4 N WonsTaHdia MESHLWHCEME WAOeN A GOCTATONHD O0H0T0 BHOA HHBEOTHEX . BeiGop BHOa OonweH
Okt OGCCHOBAN M OTPANEH QOKYMEHTAMLHD.

Mpuwmesanne— B nocnegses apesa Gsine FI-ESFIEE-DTEHH TECTOEES CHCTEMBI © NPHMEHe HHEM TPAHCMEHHEIE
HHBOTHEX, NPEOHAIHAYEHHBIE ONA ACCNEGOEIHWA KAHUSDOMEHHOCTH, HO Ha MOMENT WIZAHWA JAHHOW “ACTH HacTofRWEero
CTEHQAPTE HCNONLIDBAHWE 3THXE TECTDE ONA MEORUMHCKREL W30SNHA 2Lle HE Being yTES2pEOoeHO, ONMCEHHE TRCT-CHCTEM ¢
AWM KMEHSHReM TRAHCMEHHEX HABOTHE X COABDHETIRA 2 EI.'lﬁ.I'IHIJ-TFrEq:IHH. B NAT2RaType No MCCneqoBaHuAM C NDHMSHEHAS M
TPAHCMEHHEIX HHWEOTHEIE B £842CTEE ANETEPHATHER WCCN200B3HMAM HAHUSPOMNSHHOLDTH B TEMEHHS NPOA0RMHTENRHOCTH
HAZHA.

5.3 MNpuroTosneHWe npod

MpuroToanaske Npod NPOBOOAT B COOTEETCTRKMK C 1SS0 10903-12. [0 BOAMORHOCTH, MCMNETAHMK OOMEHD
NOOBERraTeCA HAgenye B roToaon Gna NpUMeHeHHA hopse.

54 Metogki HCCNaOooBaAHWA

5.4.1 Ecnu TecTel HA KaHUEDOreHHOCTE HEODXOOMMBl KAK 43CTe OUueHEH BHUONorMYeckon GeaonacHocTH,
aTW HCCNEeqoBaHA NPOBCGAT C CNPEREnNeHHEME XHMHYECKHMK BRWLSCTBAMK WK XAPAKTEDHEIMH JKCTRAKTE MK
W3 MEgWUHHCEHY Hagenuid. Nposedesde WMNNaHTALROHHLIXY HIYHeHHA (cM. npunokedne C) JomEHo GeiTe
OBOCHOBAHD, 1 MX DONE B CLEHKE ENOBSYECKON DHCKA A0MEHA DkiTe ONUCAHA K OTPAMEH JOKYMEHTANEHD.

4
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3.4.2 Ecnw ByOeT Npoe0anTECH MMNNARTALUMCHHOE M3YHEHHE, NPW BelGopE MEcTa MMMNAHTAWHK HE0E-
HOQHBO DACCMOTDETE KNHHWSECHDS NMPAMEHEHKE MESMLMHCKIND MAOenHa.

543 Ecnn TECTHDCBAHKE JKCTPAKTA NPUAHAKO HEOBXOOMMBIM, KCCNE00BaHHA KAHUEROTEHHOCTH Mpo-
BOOAT B COOTRETCTEMM ¢ ODECD 457 wnn OECD 453,

544 Voocneoyemdble TEAHW J0MKHE BEMK4ATE COOTBETOTAVIOWME TKAHH M3 CNHCEa, NDHBEOEHHOMND B
OECD 451 inw OECD 453, a Takse MECTO WMNNAWTALMK M NPANErakwl e THAHM.

6 MeToabl M3YHEHWA TOKCHMHECKOTO BO3OEWCTBMA Ha PAa3BUTHe
W PENPOAYKTHEHYH (hyHKLIMIO

6.1 OBWHMe NOMOHEHWA

6.1.1 Oo NpUHATHA DeWeHns O NPOBEOeHR WCCNEa0aaHMA TOKCHYGCKOND BO3DEACTENA HA DAIBUTHE W
LENPOOYKTHEHYID yHELWLD HEohXOOMKMO NPUHATE B0 BHWMadde IS0 109031 » 150 1099318, PewaHde o
NEOBELEHNA HCCNEL0BAHWA GONMHD BTk NPUHATS HA OCHOBAHKK CUEHKK DHCKE TOKCHYECKOND BOIGEACTEMA
Ha DAZBMTHE M PENDOOYETHBHY K YHKLMID, BHSRIBASMOMD MCNONBI0BAHWEM MEOHLWHCKOTD WAOEMHMA.

8.1.2 Heobio MMOCTe HCCNEOoBAHKA TOKCHYECKOND BOINEACTEWA Ha PENPOOYETMEHYIO Gy HELIHID OTCyT-
CTEYET Of1A peaopSupyiolnEcs MedHUAMHCEMK HATENWA MK MEDKUMHCKMX M3NeNWA, COQSMHallWy BlMBIBaG-
MBS KOMAOHEHTL, B CHYHE8 CYWSCTEOBAHWA a08kBaTHbIX W 0GHAASMMBAKILKME NaHHbLX HCCNEqoBaHud no
atcopbuny, MeTabonWamy W pAcNDELENEHHI0 B ODTAHKIME WK N0 OTCYTCTERID TOKCHYSCKOrD O8ACTEMA Ha
DENPOYKTHBHYIO (BYHELKIO BCEX KOMNOHEHTOR, OOHADYEEHHEX B IKCTDEKTAX MaTEDHaN0s WK MednuHHCKAX
MAZENKA.

£.1.3 HeT HeobXolMMOoCTH NPoBOOHTE MCCNEa08aHHA TOKCHYSCKOTD BOA0EACTENA HA PAIBMTHE W PENpo-
OYETHRHYIKD Y HELHIO, BC0M SUEHKA JONYCTAMOND SBUONSMHYSCKong PHUCKa MEeJWUUWHCKSND MAOen|s yH- TelBasT,
HTO TOKCHMYECKOR BOZOEACTEME HA DAIBUTHE U DENPOSYETHEHYIO dOWHELKIO ACKNMHEHD.

6.2 Crparardn

Mpk OTCYTCTEMK JOKa33TENLCTE HCEMNIOHEHWA PHOKS TORCHYECHOND BOAdedcTEMA Ha PAlBNTHE W penpo-
OYETHREHYK DYHELARD, HEOBROOMMO PACCMOTPETE HOCNEN0BaHMA TORCHYBCKOTD BOOSHCTEHA HA DaIBHMTHE K
DENDOOYKTHEHYIO DyHELKI0. TAKWE MCCNERoBAHWA MOTYT NPOECOKTECA HA MEOHUMHCKAY HAOENHAX CRenyk-
LUHX B0

a} “IgEenHA ONMTENLHOMD WK NOCTOAHHOND KOHTAETA C BOIMOHHEIM NDAMEBIM KOHTAKTOM © PENDOOYKTHE-
HilbA TEIHAMA WM 380 DHOHORMNNOA0M,

b} wagenwa, HAKANNHBAIOWME FHE DA,

C) pAcCACHLIBAIMECH MATEDHANL MK PECTECDAOWHECA CyBCTaHUKMK.

MNp HEODXOOMMOCTH TECTUPOBAHMA CNEAYET Ha4KMHaTe ¢ DECD 421 onA nonyHe ks neparYHoR kHiop-
MALMK O BOIMOMHOM BNAAHKK HA PENPOOYETHEHYID SYHKLHD WHNKM palenTie. MTonosrTeNsHEE DelyNeTaTk
ITHE TECTOB NOMEIHE GNA NEQERHHIR CUEHKK ONAcHOCTA K NOMOraKnT NPW NPAHATHA PELUSHWA O HEoSxogu-
BAOICTH W BPEMEHK O0NCNHATENBHEIX KCCNEn0BaHMA.

Ecnn meobzoqumel JonNonHATENEHBIE MCCNEI0BaAHMA, OHW NEPOBOOATCA B cooTeeTcTeMn c OECD 414,
CECD 415 vnw CECD 416 B 3aBHCHMOCTH OT HEOSKOQWMOCTH.

6.3 Mpurotopnerue npod

631 MpuroToenedke npod NPoB0JAT B cooTeeTeTaMy ¢ 150 1099312, Mo BoIMOMHOCTIA, HCTRITaHHID
OOMHHS NOABEPrETECA HAGENWE B roTOBCH ANA NpMMEHEHHA (opsMe.

8.3.2 B cny4yae HCNblTAHHWA WIOSNKA, HAKaNNKEIIOWME AHE DT, BOE TENO HUBOTHRIX NOOBEDranT obny-
HEHHI, NEA ATOM B03a 0SNYHeHHA PENDoOYKTHEHER DPraqon QonsHa DeTe YBEMHWYEHa B HECKONBKD pas no
CRABHEHHID ¢ NPOMHOIMEYEMON NDH NPUMEHEHKK Ha YenN0Beke.

8.3.3 Haubonewan 40aa, WCNOMsIYEMAA Ha MUBOTHEK MOZENAX, ABNASTCA NHE0 MAKCHMANEHD BliHO-
CHUMOIA goack, NUEo obycnoanesa GUaIndeckrsg OrpaHvUeHMAMI JECHEPHUMEHTANBHOMD XHBOTHOMD. JTa 4033
OOMHHA B HECKONBKD Pas NPebbiWUATE MAKCHMANBHYID NROMHOIMPYEMYIO NP NDHMEHERMK HA YeN0BeKe (N
BABCCE WIMNA NNOWaaW NOBERXHOCTA 0030 HA KHNOMDEMM MOTENH ).

TecTHpPOBaEHHE 11 WO NDOBOOAT B COOTEETCTRMK ¢ IS0 108032,

6.4 Mertoakl WCcnenoBaHKuaA

8.4.1 Oueunra ahdiekTa Ha NEpe0oM NoKoNeH | (F1) W Jake Ha BTogon noxonedad (F2) gonsHa Bems
npoeefeda B cooTeatcTedK © OECD 2414, OECD 415 unw OECD 416 w OECD 421. Mockoneky pYEOBOOCTEO
CECD He DeiN0 paccHMTIHS Ha METHLHHCKME WADenKsa, HeobxXoauMo YYNTHBATE CNedyViIoWKWe HIKMeHEHIA:
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= 003d (B CNy4as HI0eni, HaKanNMEII0WHME IHepmo),;

- cNocob NPHMEHEHWA (MMNINEHTILKWA, NapaHTEDaneH0E, DpYroe);

- JKCTRATHPYIOLWLEA Cpaaa (BOOHLIE W HEBOOHEIE FKCTPAKTL);

= BREMA BOIOSACTEMA [NOBMHWEHHEIR YPOBEHL XMMUYECKHY BELECTE B KPORKY BD BPEMA OpraHdoreHass,
KOTOa BOIMOMHD].

Mopume«sas e — B saEUCARMOCTH OT npeandnarsgson? ICNONE308aH WA HA MenoEELE @ XADALTEQCTHE MATEDM-
ana maryT noTpefeEareca Nepn-NOCTHATANEHEIS HCCNBO0RAHMA.

6.4.2 Ecnd dHQopManEa, nonyYeHHan B peayneTaTe Qpyrdy MCCNeqoBaHqd, YEAILIBAST Ha HANM-Me no-
TEHUMANEHOM B0IOSRCTEMA HA MYRCKYRD DENDOOYETHEHYKD CUCTEMY, HEoDX0OMMo NPOBEIeHME COOTBETCTEYIO-
LMY MCCNEQOBaHWA TOKCHYSCKOrD BOOEHCTEMA Ha MYHCEYIO DENPOOYETHERYID CHCTEMY.

Mpumeswasne—B nocnegHes EpeMA FIE!FIEﬁDTEHhI METOOHEH GQRA CUSHEW BNAAHAR HA DENPOOYET ABEEYH
Py HELLMARD 1wk, OHK WOrYT GETs NOME3HE B K34eCTEES NpedEapUTENEHEX HCNETAEHAR NEH HIYHSHWY TOKCHYMECHOND Jal-

CTEMA HE DENPoOVETHEH YD @yYHEEHID # DaZEWTHE. CCENEW HA TECTOREIE CACTEME 7 wilro oA HAYHEHWS BMARHWA =3 pengo-

AYKTHEHYH @yHEUWD cogepwarca B Budnnorpadine, B NMTEPATYPS NO WCCNSQ0BEHAAM TOECHYMECKOTD BO3GEACTEMA HA
PEISUTHE W PENPOOYETHEHYID GyYHELW K.

7 OtyeT 06 MCccnegoBaHWKM

7.1 O1yet 0f MCCNenoBaHny JOMEeH BENcHaTe 8 ceba No MeHLWEd Mepe CNenyIoliMe JETanM:

a) ONWCAHWEe MaTepHana WHNd MegUUHHCEONS WA0EeNHA, BENOYaA NPeanonarasmos NpMMesHeHine (Ha-
NEKMEp, XMMuYeceErid cocrae, obpaboTia, KOHQWUMOHHDE CoCToARME ¥ 00paboTha NoBEpRHOCTH),

b) onycadde W OBCCHORAHWME METOO0R MCCNEA0BaHKA, YENoBAA KCCNeqoBaHKA, MATEDHANCE HoCNeno-
BAHKWA W NPOUBAYE HCCNeR0BaHHA,

C] ONKCAHKE AHAMATHYECKHMX METOOOR, BENKYAA MaHUbl AIMEDEHHA M KONWSECTREHHEE NOKATATEM,

d) aaAanenne o CoOTBEETCTEMM TPeSoRaHMAM Hops NabopaTopHol NpakTHIM,

2) peEayNETaTh MCCHedoBaHHi, BKNKYan KpaThoe HanmkeHHe,

f} CTATHCTHHYECKWE METOOb,

0) WHTEPNPETAUWA W 0BCywOeHe peayNETaToR,

7.2 Ecnd NpHMEHHMG B OaHHOM CNyYae, B OTYET BRNOYaIOTEA OpYIHe QeTand CorNacHn yHazaMuamMm co-

cTReTCTRYIOWere DECD,
B
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MpanosaHue A
lcnpaBc4Hoe)

CHCTEMA MCCNAOORAHWA KNETOMHOW TpaHcthopMauum

CHCTEME HOCNSADSEHAA KNETOMHOA TRAHCOPMALAKY MOTYT BalTe ¥CNoNBI0B2HE ANA NP0 EaPHTENEHOMD TECTHDG-
BAHWA [CKPMHMHTA) H8 KBHLUSPOTEMHOCTE.

B [12] npUBEOEHH YEBZAMMA GNA WCCNeN08aHHA KNETOMHOA TPAHCHEORMALME N vilre, Janksedlune CORMKY #a CHE-
TEMEl HCCNEQOBAHUA KNETOHHOA TPAHCPOPMALMA NPHAECLATEA B CNHCKS NATERATYPS ANA BHANUICE KNETOMHOR TREHC-
POPMALHH.

CYLWECTEYVIOT O3HHEE, STO ABYE3TANHEES BHANH IS KNaTO4HOA TREHCMODM 34HA MOTYT ONPeaeNuTe HANHYME HEFE HO-
TOKCHYHEIX E3HLEDOMEHOE, HO HE O3HEER MOMEHT HE ABNASTCA BOIMON HEIM COSNATE BeiBO, 410 BOS HETOKCHHEES K3 Hye-
POMeHsl MOMYT GkTe BRIAENEHE NPM NOMOLM SHANWI0E KNeTOWX0R TpaschopMauysd. Tarum ofpazoM, cUCTEME
HCCNBGOBAHUA KNBTOWHOR TRESCHOPMALEH HE MOTYT KCNONEIDEETECR KAK ANGTERHATHES UCCNeJ0BaAHMAM BENAAHWA KI3H-
YEPOrEHHOCTH HA NPOLOMENTENEHOCTE MUIHM, N0 MEHEL B MEDE HE 0008 COOTERTCTEYHIWEM BHAE MPsl3YHOE,
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OBocHoBanWe CHCTEM MCCNEA0BAHMA

B4 MccneaoBaHWA FEHOTOKEHYHSCTMH

OcHoExoA fyHELHER RCCREQOBAHMA MEHOTORCHYHOCTA ABNARTCR MEYHEHHE C UCNENEI0EAHUEM TECTHRYEMELY KNe-
TOK W ORT3HA3IMOR NATEHUWANE MADENWA K WHOYELHE FEHETHHECKH Y WIMEHEHHA B “ENIBEKE, KOTOPLIS MOTYT Nepena8aThoA
EOALILSELIMY KNS TEAMY BYAYL WM NOZONSHWAM. Hay4yHue GaHsse 086MHE NOO0epHABRINT THNOTe3Y, 4TO NoBpeMae-
Hete AHK B COMATUYSCKMY KRETHAY ABMASTCA KDWTHYECKWM MOMEHTOM 8 38p0KAEHHH paxa. Takoe NOBPENEHHE MOHET
NpMEECTH & MYyTALMAM, W HCCNEN0EAHWA HE OBHADYHEHRE NEROTONCHH HOA AKTHEHOCTY TAKKE MOMYT ONPEOENTE Ki4MHEE-
Tel, NGTEHUHENEHE BEAYLIWE & KEHUeporeHesy. Taus obpaloM, HEK0TOPRIE MCCNEeL0BaHWR NONS3HE GNA HIYHEHHA Npeg-
NonaraeMof KAHLE POrEH HOCTH.

EcnW B KNACCHYECKHNY WECCNef0BaAHMAY TORCHYH0STH MOKHE HAGNINATE HECKONLED NOOXOORLLHE NAPAMETOOR MK
KOHEYHE X TOMEK B DAMEAY OJHOMD 3KCNE0HMEHTE, 3TOMD HE NPOUCXOIWT B FEHATHSECH0A TORCAKONGMIMK. PassooBpaiue re-
HETHHECKHY KOHEHEN ToMeR 08bi4HE NDENATCTEYET 0BHADYHEHHKD Gones Het GOHOA M3 HAE B DEMEEX 0OHOA CHCTEME KC-
CRenoEaHUA.

B pyRoBE0ACTES € HCCNEI0EaHMAM YIOMUHAOTEA NPAMEDHD NATHEAUATE PAINWYHLY HOCNeoBaH WA . BuGop HEWEBO-
Nees NoAX0AA L Ers W3 Hex JNA CoOOTESTETEMA ONpedenaHHomy TpehoBa He 33BWCAT 0T HECKONbEMY hakTopoE. TakuMe AE-
NAKTCR oBHAPYHUEAEMBIN THN TEHETHHECHOTD WIMEHEHEA WMH METADBCNHHECKHE BOIMOKHOCTH GHOTEME MOCNENOBIHRA .

Anece HELD NOOYERKHYTE, UTD HE CYILECTEYRT MEXLYHEROOHOND COrMNaLWEeHHA O MyyWwel koMBUHALMY HoCNea0BE-
HHA 4nR onpegsnesHol Uend, XoTA D@ CAenaHe NONETEW M0 TEREMOHM3EUMY BeBopa Hanbonee NoaxofALWE Mooneno-
B2HEA. Takse MONeIH0o OTMETHTE, H4TO B WMCNONE30EAHMA WNW paspaloTiax CYWECTEYHT ODYIAE MCCNEeOoBEHWA
MYTEFEHHOCTH, KOTODEE, HECMOTRA HA OTCYTCTEME pyeosoacTes OECD, rawke MoryT BeTe noneise. Heobxogume oTme-
THTE CYlECTROEAHRE Qorosapa ICHIS2E no hapMausaTHeCEHM NPENAPATAM.

EWMEKATE, BCTYNEHWWe B KOHTERT ¢ QHE, BoizRBa0T NOBREMALHWA THAHK, KOTOPEIS NOS BAMAHMEM DEINHYHEIX
NpoUeccos BOCCTAHOBNSHMA MOTYT NDHEECTH K W3MEHE HUAM HE FEHHOM YPOBHE, HANPWMED, MEHHBIM AW TOUSYHEIM MY TE-
LMAM, MENbIM YCTRIHEHW A, MUTOTHHSCKUM DesoMBMHALMAM MMM DEINMYHEIM XPOMOCOMHEIM HIMEHEHHAM. BMOUMEM HA
MUEPOCHONMYECKEM YPOBHE, @ CYLWACTEYAT TECTE AR MCCNE0BEH WA BOEN ATHX ASNEH M.

HECToOAME KPATEOCHOY HEIS HOCNSN028HHA, PAIYMESTCA, HE MOTYT MMUTHPOBATE BOS CTRAWW KEHUEDOTEHHOrD NpO-
UEooa W HEcTo NpeandnarasT ToNsKo 0BHApYReHHEE MOMEHTS, BEOYLLEMD K CTA0MM JAP0HOEHNAA, T. £ BOIMOH HOETH MHAY K-
LUHA MYyTEFEHHOMD WKW KNACTOMEHAOMS NoBpesaesna JHK. Tamu ofpazomM, OCHOBHAER LEHHOCTE TEHWX OCNENOBAHUA — B
My cnocafiHocTh onpefenaTs cyBCTaHyMM, KOTOPRIE MOy T NEW ONPSAENEHHE X YENOBHAY BOZASRCTENA N0 BLaBEaTE paK
My TEM TPEMMYWECTERHHO TEHOTOECHY HEMD MEXAHMIME, NHED MHOYGUPORATE NEPEHYHY I a3y KBHUEROrERHOND NpoUecca.
CNo#H0CTE KEHUSPOMEHHOTD NPOLECCE — N0 CREBHEHHH © OTHOCHTENEHOR NPOCTOTOA KPATHOCPOMHEX WoCNeaoBsa-
Hetl — fenseT OHeBMAHEIN, 4TO, HECMOTEA HA NPROOCTAENAEMY TAKOBEIMA NONS3HYH KAYECTEEHHYH WHOPMEUWAD, 36-
KNIYEHHA B OTHOWEHWY M KEHUSPOreHHOA 8ATENEHOCTH HEoBX0AHME AENaTh GO IHEYHATENEHOM OCTORORHOCT IO,

Tak kak #H DGHO WCCNEJoBEAH#E He cnocoso oNpegeniTe MyTEME Hel W KBHUEROTEHE B OPrasd I8 MNSKOMA TR L WX
C OONYETUMEIM YROBHEM TOHHOCTY W BOCNPORIB0GUMOCTH, OObIMHOA HAYYHOR NPEKTHEOA ABNAETCA NPUMEHEHHE 3TUX M-
CHenoEaHUR «cepuAMAis (sBaTapermus . MepBUYHER MHDOPMAUKA NO MYTATEHH0CTH CYECTaHYMA MoxeT GelTe NonysieHa
C MOMEILBH HCCNS00BEHHR, HIME DALY FEHHEIE MYTALRH W XPOMOCOMHBIE NoBReRA2HUR. TaK K3k 0TOSNEHEIE NEOLERY-
pE TReBYHTCA ANA HCCNeA08EHMA 3THE KIHEHEIY To4ex, HeolX0duMe cepURA TECToE.

B.2 McenepoBaHHWA KEHUEPOTEHHSCTH

Uenesr 40NreCcpotHond CCnegoBEaHd A KaHUERONEHHOCTH RENASTCR KOHTRON: SKCAEDH MEHTANSHEIX MEBOTHELX 8 T
HaHAE BoNsWal HECTH WX ®3asH =a PEIBEUTHE HEONNACTHYECKHE NOEPSHASHHEA THAHW BO EPSMA WNHA NOCNE BOIGEACTEMA
PEINAMHEY QO3 TECTHR YEMORA Gj‘ﬁETEH UK, ADCTEENEBHHOR COOTESTCTEYEIWHM NYTEM. Takoe HoCnNEQoBaHHE Tphe ﬁ'!,'E'T Twia-
TEMEHOMD NASHWRPOEAHUA @ QOEYMEHTEULWE NNAHE ILCNEPEMEHTE (CM. NPARGHKSHWE E_I., BEICONDID EA~ECTEE NAaToONcn4n 1
OB LEKTUBHOMND CTATHCTHHECEOMD AHANK3E.

B.3 MccneaoBaHWA TOKCHYECKOM) BOIAEACTEMA HA PENPOAYKTHEHYH OYHELWKD @ PAIBHTHE

HMConeaosaH i TOKCHYE CHOMD BO30SRCTEHA Ha PENDOGYETHBHYH PYHELMID CXBATRIBBKT CPEpE PEIMHIKEHHA, MNO-
A0BATOCTH @ TEPATONEHHOCTH. EBramo I:IEH.EIJ}']{BH-I:I. WTO M=EOTHE I'."!.l'l:i{-TEHzaHh MOryT BNURATE HA NMNOSO0BATOLTE H DESMHOHE-
HHE, HE0TO CEPbITRRM ciipazom, E-E],CI,FI':,'FI-I: NPHEIHAKOE TOKCWHHDCOTH. MNogoBwToCTE MoReT BriTe 33T POHYTA W ¥ MY EHEH, WY
HEHLWWH, © PEIYNLTETAMA OT HEMHOID CHAMEHHOA DENPOOYETHBHOR CRoCoSHOCTH S0 NOnNHOR CTEpHAEHOCTH.

TEPET{ITEHH{IGTI:- MMERT JeNG & HEMATHEHBIM BN AHAEM {:.IEC'.I'E HL H# HA PESEWEARLULWACA 3M GpuoH W nnog. OT ToKCE-
WECKOMD B0ZAEACTENA HE PENPOSYETHEH YD (DYHELHID JABMCAT 300R08EE YaNoESYaCTEA. PEEFIEE-ETHIBEH:ITGH METOOMEM WC-
CNESOBAHWA, H WOSA KOMOWHHPOREHHEIX TECTOE, OXBATRIBAN WHY B8 BCNSKTE PENROSYETHEHOA TOKCHEDNCTMM, AENAETCA

MHorochewa o ed.
8
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Pone HAIYHEHMA KAHLAPOra@HHOCTH MMONaHTaToR

C.1 OBWwan 4acTh

OInysone, Be3EaHHE & AMNNZHTATAM M, K0 POWo WISSCTHS MO 3KCNENAMEHTEM HE KpelCEx. 3TOT e HOMEH HAIRIBAST-
CR EEHUSPOMEHE30M TESPAOIS COCTORHWAR . 3TOT eHOMEas DNMCRIBRSTCA TAKMM olpaiom.

Oinyxoni ofstsn pEIERBSOTOR BOKPYT WAK DASOM C MMNNEHTATOM G 4BCTOTOA, 28BWCALLER 0T HECKONBEAL PaKTOpoa:

8) pEIMEDOE MMNNAHTATA {BoNEWWE WMNNEHTATH, KB NP3EWND, BRISHASH0T GONbWE CEEROM, HEM MANEHBREE);

b) hopmel #MNNAHTaTa (MO CEEOEHWRAM, OWCHR BhiZeBS0T Gonewnn s erT);

Cl FMAgKoCTH @WMNNEHTETE (HEDOBHE B NOBSPEHOCTE MEHES KAHUEDOMSHHE, HEM POBHEE )

d) LENOCTHOCTH ANOWEAW NOBSPXHOCTH (e GONbWE OTEEDCTHA WNHA NOPsl MMUNASTATA, TEM MEHBWE CNYMREE
Ny EOMM ),

£) TOMNUYHHE, GNA ONpedEneHHBIE MAaTERWEancE (Bones TONCTRE AMNNAHTETE Boi3HBRNT GonelE CApKOM);

fi NpoJonHATENEHGCTE BREMEHE HAXOKAEHHA WMNNAHTATA 8 THAHW.

MaTEepHan, Bel3LE3M LW ONYEONY, HEXGORCE B POPRME NNEHEW @H RMETE, B OCHOBHOM, BRIS0BET MEHELWES “HOND
CRYAONER WNH HE BEI0EST WY BooBLLS, BCNH 8r0 WMANAHTHROEAT: B GOPME NYOEE, HATH WNE NODHCTONS MaTepsana [33)].
[34].

C opyrod CTOPOHE, MHOMAE OTHETE YREIEIBSHT HE DASHMLY B pRCNpegenasrqs ol pasoeanun onyXoned Npd nenons-
ZOBAHWK PEANAHNHEY METEDHENDE OOHOA PODME W PEIMERE C BOWHEIM NPOTORGNOM SKCNBDHMEHTANEHEIX HHBOTHEIX.

MoHumMaEHHE Mexadrana obobuedo B MmoHorpadar IARC [35]

C.2 MNpouece W oBOCHOBAHWE DEWEHKA

Mpr Takux yonoanax PaBoqea rpynna nepeckMoTpens HACToAWes pyRoaoacTan 8 150 10993-3 no coaganun necne-
SOBAHWA KEHUSPONE HHOCTH.

Patoues Mpynng Soind npe0ocTaBneqsl QEHHEES, NONYYSHHSIE NDW WENONBIOBAHUA GO000 000 IHENEHHOND NPOTORE-
Na, BEMHHMEA ONPEREnSHEYs @ NOCTOAHHYIE SIopMy BCeX @MNNEHTUDYEMEX MATEDHEN0E [36). DasHbid NROTOKON BENYaN B
celf OayxmeTHO NOAKDEHY AMNNSHTAUWH NNeH0NE0T0 WMONAHTATA paaMepans 10w « 20 mu = (o1 0.5 a0 1.0 s Ha
I0—50 kpecAK-caMydx nopoak Wistar mnn F3dd B paoe yepesbedid. 3TW ABHHEE NOKIIANK 3HASMHTENEHOE YEENHYEHWE
HMCNE CNyxoned, oiHapyReHHEI Y IKCTEDEMEHTANEHE R HHEOTHEIX N0 CPEEHEHRK C NOEHO ONSp@pOESMHGA HOHTPONEH0R
CRYNNOE NO BCS M TECTUPYEMEM METERWANSM, BRIOYEA HOMUHANEHE A OTPHLGATENSHEA KOHTEONE. MPONopYHA SHENERHMEH-
TENEHEX HABOTHEIE & ONyXenams konedanacs o § % ¢ cinurkosor 40 F0 % C NONMATENEHOM, 00HAKS HE0NKDOanoce TONEKS
mEHONEWeE aTNEEHe (5 %, T % » 10 %) goroe HeonedoseHHA BelNk NOBTOSEHE ¢ GHNWKOHROM. [ pynna Taswe paccMoTpana
APEISHTAUWK HOBOH MENoTE3E, NPEANGNArA0WER, 4TO KEHLEDOMaHES TREROONT COCTOARMA MOKeT OaiTe CEBAZAR © BMELWLA-
TENBCTEOM LLENSBEXY MEKENETOMHEX KOHTAKTOSE, BslIBAHHE X BIAXWMO0ERCTAREM KNETRA/MaTepHaN [3T]. Mpynna Hawna 3Ty
TEOPHK MHOTOOBEULBHULSA, HO COMNE B8 CERIE G KAHUSDOrEHHEM PHCROM ONA NHNGEA HEONPEOSNEHHEM.

B nepuog QMCEYCCHM NPEACTAEMTENM REMY MDY WML 0prasos Espons, Anodus @ CLUA NPUWNK E SO SWEeHRK, 4T3
CNEEOSNEHHE KaHUBDOMSHHOMND PHOLE HE JBNAN0ce HCKNDYMTENEHD HE GCHOBAHWH KEHUSPOMEHE38 TESPAONS COCTOAHWA.
B HEMHOMEE HIBECTHRE NPUMERaN, KOM0a PEWEHEE O HBHUSPOrSHHOM PHCKS NPHHWMANOCE & WCNONEIOBIHAEM PE3Y B
TATOE KEHUSPOrEHE 38 TASPOOMD COCTOAH WA, BCEMLA CYIWUBCTEOBANK NOSKDENN R LKWE ASHHEIE, HENPUMER NONOKHTENaHEIS
PEIYNETATE MyTEMEHHOICTH.

MpoEegesre WCCNEQOEIHWA KAHUEPOTEHHOCTH NYTEM WMNNEHTAYWN TReGYET MDY PrHHEcErE NPOUELYR W HA SKCME-
OMMEHTAN EHBIX HABGTHEN, U HE TPYNNE KoHTponf. Takum obpasom, npoEe0eHHe TAKAE MCCNES0BEAHNA SHARNWTENEHO OTRA-
HASTCA HA COCTOAHHE HHBOTHEE. FACCMETPUEER METOOMEHW WOCNSA0SEHAR KAHUEPOrEHHOCTA NEH NEPSCMOTRE GaHHOR
wEcTH IS0 10803, Patiodan Mpynna NEMWNG £ BeiBOLY, 470 TReOCEAHWE NPOBOSWTE HOCNE088HHA KAHUADGIEHHOCTH Ny-
TEM AMANAHTALWK YEE HE ABNADTLR ONPEBOAHHRMM, YHETHEIA HECTOAL YH HECNDEOSAESHHY D CEASE C DHCHOM ANA -
fel. DononsdTeneHsis oBOCHOBEHHEM REWNOCE OTCYTOTEME sBKOA-NMOC weTkoll ponK GAHHEX MMNNEHTELMOHHBX
HCCASQOBAHUA NPH PEWSHUAL, KACARMWWACR OUeHEN Suoncriyeckol Be30NaCHOCTH, 8 COMETEHHH C ASHEIM Yy OWEHHEM
COOTOAHWRA HMHBGTHEIR.

OOsEKD, BN HOCme 0B HEA HEHYSPOMPEHHECTH NPHIHAHEI HEoDX0aWMBIN (oM. 5.4.7), METOO, NPeGCTASNEH HEIG B
B3, MOKET NOMOYE B @HTERNPETALUAY MCCNEN0BEHHA FAHLEDOTEHHOCTH NYTEM AMNNaHTAaUHM. [Tpd NpoBSaEHE TAKWE HE-
CchnedosaH il HeoBXoguMOoCTE NEPAMETROE HCCNEN08 84HA QonHHa OeiTe 0O0CHOBAHA, 8 TAKEE ONUCEHE PONE KCCNEg0EA-
HHA NEA CUSHEE YN 08EHSCHOND PRCKS.

C.3 WcenenoBaHWMA BAHUEPOTEHHOCTA Ny TEM HMNNAHTALMM

Ecne npoBoaMTeA DaHHaR seoBAsaTensHam npoyeaypa, secBiofumo NpHEe pEMBEaTECA CNEdYOWEro NpCTORGNA.

HecmoTpa 53 To, 4T0 O4HE MPYNNA MEKCHMENEHO @MNNAHTADYEMOR Qo3 (ML)} moxeT OuiTe JoCTaToOMHOR, pako-
MEHOYOToR ABE Q0308 E TPYNNE, Bknodan MAL nee wacTe (obedvso nonoedHy MAL) Fepynna oTpUYETENEHOMND KOHTPONA
OBEYHO NONYHAET CRAEHWM Y HOpMY H BAD KNHHAYECKY NEHEMNSMOTT MATERWANE HNE PEKOMEHIYERMOIT KOHTRONEHOTD

G

FOCT 10cCTISO 10993-3-2011 Crpanuua: 13/20

E[(H|[id GostExpert.ru


http://GostExpert.ru/gost/gost-10993-3-2011
http://GostExpert.ru
http://GostExpert.ru

rMocT 150 10993-3—2011

MATEPWENE C OCKYMEHTANEHO NOGTESPEIEHHEIM GTCYTCTEWER KEHLUEPOTEHHOTG NOTEHEMANE, HANEAMED NOAHATHNEH 0B HE
MMINEHTATS.

MW marepqana @nd MEOWLUHCEOID @308NME NDUMEHRETCA NPM WCCNEJ0EAHMRK KAHYEPOrEHHODTY HA KDBICAX.
Ecne 803M0MHO, 3Ta 0038 ONHHE B HECL0N:L0 P23 NPEEHLATE HAREYIWWA CRYYad BOS0BACTEMA HE 4ENDEEKA, B MUNMH-
rPAMMAEN HE KMNGrPaEMM.

MEcca 4/HNK NNoWans NOESPXHOCT, ONPESENALLEA A03Y WMNNAHTATE, SONKHE NPEEWATE 003y CHWARSMOTD
ENWHEHECKON BoageAcTEWR. ObocHoBaH e Beifopa 0030 Q0nHHD G Te OTPAHEHD AOLYMEHTENEHD. [0 NpHEe MNEMOCTH, U3
TECTHOYWEMOrS METEDHENA/MATEpHANoE AonsaeH SETE WIArOTOENEH WMANEHTAT NOGXCARWSA PODME B COOTEBETETEMH C
150 109956 ¢ yueTOM BOAMOKHICTH HEAYUWPOBEHWA KAHUEPOISHHOCTH TREROOMD CoCTOAHHA (Addme kT DnneHraimepa,
CM. N4TEPATYPY MO HECNE0OBAHHAM FEHOTORCHHHOCTH W KEHUSPOrEsHooTH [51])

10
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MOCT 150 10993-3—=2011

CeefoHMA O COOTEETCTEMH MEKIOCYAAPCTREHHLIX CTAHAARTOR CChLIMOYHIsIN
MENOYHaPOoOHLIM CTaHOapTaM

fTabnuwya QA

QHaInaue KAE W HIRMEHOBAHKE
MEROYHAOOARAID CTANIAQTA

Ofiganaderne 1 HAHWEHOEAHNE
MERIYHEAIHOTE CTAHLARTA ApFromn
roga WA AHHA

CraneHs
LODTHSTETEMA

OfpinauaHnE W HaKe B ITEAHAE
W ENTDCFLAPCTERHKDID CTAHQAPTA

150 10893-1:109F OueHsa IS0 10893-1:2003 OueH=a [s]] MacT 150 10983-1—2011
fiWcNoriYechoro JeACTEMA Mefd- | BRCNOrK-8ckoro JeACTEMA Me k- Mzpenus Men@UAHCEWE . OUEHES
UAHEKME  M30endA. YacTe 1. | UMHCKMX  WsaendA. Yaete 1. GHoNOrH4ecsoro GeAcTRHA Menu-
OLUeHEE 4 HoCNefoEaHUA OUsHEE W HoCRegoEaHHA UMHCKME H3Oenwd. Yacte 1.

DIUeHES # MCCNe0oBaHHA

150 108593-2:1082 QueHsa — - .
BACNOrMYECHOND JEACTEWR MEW-

UAHCEMX  WagenmAd.  Yacte 2.
YCNOBHA CONEDHAHMA WHEOTHEX

150 10893-61094 OueHxa IS0 10893-5:2007 OueHxa oT M3CT 150 10993-6—2011
BRONOMMYMECKEA  MESWUMHCEMY | BHONOrH-8Ckoro JeACTEMA Man@- Hapenus MenaUWHCRdE. OUEHES
MINEnMA. YacTe B WMCocnegoss- | UMHCKME  AZaendA. YacoTe 6. G HonorH4ecsoro GeRcTEHA MedH-
H#A MECTHOMD SEACTEWA Nocne | MccneqoBadua  MEeCTHOMD  Ges- UMHCKWE M3genwid. Yacte &
MMNNEHTALMM CTEWA MOCNE ARMNAHTALWH MocnegoBaH#A  MECTHOMO  OeR-

CTEWA MOCMNE WMNNEHTA LMW

IS0 10993-12:2002 OyeHxa IS0 10H983-12:2007 OueHea T FOCT 153 109935-12—2011
bronardyeckan MeaWUWHIEMY | GHGNOrM-eckoro JeACTEUA e H- Mznenus Men@UMHCEWE . OUeHEa
MzaendiA. H4acte 12, MperoToene- | uMHCKM®  Wzaenui. Yacte 12 Gronarnsecaoro GeAcTEHA Mean-
Huee npof @ cTangaptiee odpas- | MprroTognedss npod W eTadzap- UMHCEAE Wagensd. 4Yacrs 12
U=l THEe ofpaige MpuroToenesuwe npof W KOH-

TponeHsle oHpasLE

IS0 108993-18:2005 COyeHxa —_ T MOCT 153 10893-18—2011
BWONoOrMYecror JeACTEMR MeH- Hanenus Meg@UWHCEME. OUEHES
UHHCEMY  Manendd. Yacte 18, GMonorH4ecsoro DeRCTEHA MeaH-
McocnepoeaHue EHMUHE LMY LUMHCEWE M3Igensd. Yacte 18,

CEQACTE METERHANOE

MococnegoeaHqe EMMHAHE CEM X
CEOHCTA MATEDEANOE

OECD 414

OECD 415

OECD 416

OECD 421

OECD a5

OECD 453

OECD AT

OECD 473

OECD 4fs

" I:;-III-CI'I'EET-:'!'E:|.'I|III.IJI-'H:'E MERMCYJ30CTERMHEIA CTAHOAPT OTCYTCTEYET. No e YTESPHIEHWA PEROMEBHOYETCR HCOMDNE-
INBATE NEQEBCN HA PYCCEMA AdbiE JaHHOMD MeXOy=anponHsors CTaHaapTa. “Ep B804 JAMHOM Mekay=sapoq=on: CTaHgap-
T3 HAXOOUWTCR B PeaspaNe=08 WHPOPMALUWOHE0M POHES TEXHAYECEHY DEFNAMEHTORE W CTEHOBRTOR

n PHMBY EHME— B HAcTOAWEM CTEHZBPTE ACNONE3CEAHC CNegyWwes YCNOEHDE Of0AHAYEHME CTEMEHH COOT-

E2TCTEWR CTAHOBPTOE!

- DT — WOSHTH4HEIE CTEHAAQTHI.
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OECD 474, Mammallan Erythrocyte Micronuclaus Test
QECD 475 Mammalian Bone Marrow Chromosome Aberration Test
OECO 47E, Genetic Toxicology — Rodent Dominant Lethal Test
OECD 478, Genetic Toxicokogy — In wiro Sister Chromatid Exchange Assay in Mammalian Cekls
OECD 480, Genetic Toxicology — Saccharomyces cerevislas — Gene Mutation Assay
QECD 481, Genetic Toxlcology — Seccharomyces cerevisiae — Miotic Recombination Assay
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