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Brenenne

HacToamuid  cTaumapT ARTAETCH NPAMEIM  OpHMeHEHHEM  MeRvyHapoaHoro cradaapta HCOD
10993-3—=92 "Maneaus MegnuuHckde. Ouedka SHOJ0MHYeCKoro JelcToHS METHITHHCKHN Hitennil. YacTe
3. Mccne1opaHie reHOTOKCHYHOCTH, KAHNEPOreHHOCTH H TOKCHYECKOrn JeHCTEHA Ha PenpolyKTHEHYIO
fyukH”, poaroTorreHuoro Texuuueckny koMureroM MO0 194 "Buonorsueckas oleHKa MealHiHH-
CEHY B 3WDHEX MaTePHAIOR B YCTPOHCTE .

OUeHED DHOCOBMECTHMOCTH MEAMUHHCKHX HATMHA 4a3cTo HOCHT 3MNHpHYeckiil xapakTep. CTHMY-
JEOME U TIOAOGH X HeCae 10BaHu i aandetea obecnedeHte Ge30MacHOCTH Yeaosera. He bee MeTodL! OleH -
KH FeHoTOKCHYHOCTH, KaHUePOreHHOCTH WIH TOKCHYSCKOrD JefcTEMA Ha PenpoavETHEHYIO dvHELHE
HMENT OOHHAKORD XOPpolIHi ypoBReHE NpopatoTEE. To Ke caMoe MOMHD CEATITE 00 MY HAIeH0CTH,

OrpaMAYeHHEM B HCIOIEIOBAHHE PACCMATPHEASMBX METOIOR ARIAITCA PasMepel 0bpasua, ocobel-
HOCTH €00 NPHIOTORASHMA, HAaYYHad MHTepnPpeTalHs PAInUTHA NAaTOI0THYeCK X NPoUSccol B OpralHase.
Ha aary vTeepx0eHMa HACTORINEND CTAHAAPTA NpellaraeMble MeTOlbl DEAR HAHGOIeE MPHEMIEM L.

ANETEPHATHREON NPelardeMbls MeTOIaM MOINVT DTE TAKHE. KOTOPLIE NOIGMIAT HAKOONEE TOYHO
HHTEPAPETHPOBATE PEIVILTATEL HCCTEAOBAHHIT 1 HAZEMHES OUEHHTL De30TICHOCTE HIVYAE MEIX MaTepHa-
OB U yesobeka. Hanpusep GHONOMHYecKie MEXAHMNIMEL KAHUSPOreHeIa HayyeHbl He JOCTATOWHO FIvEo-
KO W MOMHO HADSATECH, YTO OAOCTHMAEHHA HAVEM B 2T0l obnacTy B OAMaalmes ppeMa HIMeHdIT Halue
MPeAcTARIeHHe Ha OPUPpOLY ITOMD SRTeHHA, 3 TAKKE MeTOOkl HCCIel0BaHNH KaHUepore e,

[lpH BLIDOPe MeTOOOBE 1TH OLUEHKH KaKoro=-THD0 HIeMHA HeoDXoIMMa TIIATeIBHAN OUEH KL HX BOS-
MOEHOM HCNONBIOBAHKA Mel0BeKoM H NOTEHUHATERGMO BIAHAMOIeHCTEHA MITeNHA © PAUTHYHEIMK GHO-
JAOTHYBCKHMH CHCTEMAMH. 2Ta KoHUenuus Gyaer HMeTh 0coboe IHAMEHHE TPH H3VUeHHH BpeIHOro Bod-
AeHCTBHA Ha PeNpPOIVETHEHYED CHCTEMY.

HacToam Wil cTANIapT pACHPOCTRANASTCA HA METOLL G pe e eind crelniuec ks DHOIorieck iy
pifeKTOR B CRAIAHHEIE C HHMH MAKCHMATEHO YVBCTEHTENLHEE TECTL. M uTepnperaumna peiviLTaTon i X
THAYEHME N8 YIOPOERA UeI0BSKE He PACCMIATRHBAKTCH B HACTOALMSM CTAHIAPTE.

[loTeHuHANEHAR OMNACHOCTE J0JRHA OUeHHBATLCA B KARI0M KOHKPETHOM CTVUAE © VUETOM ETHAHHA
Takux (AKTOPOD, KAk CTeneHb BoZTedcTend, crneuMmipHYeckHe painiuua, MeXaHnvecke B dsHYeckHe
ACTIEKTE, MOCKONLEY NOIVYEHHIE PeayIbTaThl HE BCerdd PpapiosHaMHbL
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FTMOCYJAPCTBEHHBIH CTAHJIAPT POCCHHCKON DEANEPALIMH

Hinemna MeaHiHACKRE

OLEHKA BHOJIOMMYECKOIO JERACTBHA MEIHLIHHCKUX H3IEIHI

YacTh3
Heeaeaosaniue ren0TOKCHYROCTH, KAHIEPOTCHBOCTH H TOKCHYECKODD TeHCTEHA HA PENpoiAYKTHEHY

hyIEIHD

Biological evaluatson of medical devices.
Part 3. Tests for genotoxicity, carcinogenicity and reproductive toxicity

Jara seeaenna 2002 —01—01

1 ObnacTe npHMeHeAHA

Hacroswmil cTanaapT VCTAHABIMBAET TECTE A4 H3VUeHHA crneundraeckoro GHOA0rMYecKoro aei-
CTBHA:

— FEHOTOKCHYHOCTL,

— KAHUEPOre HHOCTE;

— TOKCHYECKOS NefCTEHE HA PenpoIVETHRHYE GVHKLIHID M paisdTHe.

ITH TECThl YMECTHE MPH OCVILECTRIEHHA BHONOrHUeCKOH OUEHKH HEKOTOPLIN KATETOPHA Me 1L HH -
CEHX H3Ienuii {cy. npusevanme). PYEoBQICcTED 00 Beifopy TecToR Hutokeno g [OCT P HOCO 10931,
Ecay neodxoIHMOo OLEHHTE TIOTEHIHAIBHYK TEHOTOKCHYHOCTE, KAHLEPOTEHHOCTE M JEHCTENE Ha perpo-
OYETHBHYID (DYHELIMID, CIeIVeT NPOBOAHTE ITY OUSHKY B COOTRETCTEHM C HACTOSIUMM CTAMAAPTOM.

B GoARIUMHCTRE TECTOR, BOWIEIIIHY B HACTOSWIAA CTAMIAPT, COOEPAATCA CCWIKH Ha PYKOBOICTEO
MexmyHapoanoll opraHfIaIHH 00 COTPYIHHYECTEY B 00NacTH 3KOHOMHKH W patputua (OECD/ODCP)
MO TECTHPOBAHRIO XHMHYecKHX BeluecTs. [lpH 3TOM VEAILIBIOT COOTEETCTRYIOWHI HOMED TeCTd.

Mpunwmeynnne — Tepuns “nanenme” npusegen g FOCT P ACO 1095931,

TpeboBaHHg HACTOSILETD CTAHIAPTA SRTHIOTCH PEROMEHIYEMEIMH.

2 HopmaTHBHBIE CCBLIKH

B macrosies cTaMIARTE HCMOILIYVIOT CCLITEH HA COeyIMe cTaHIaPT:

IMOCT P HUCO 109931 =99 HManenusa meauudickde. Ouedka GHOI0THYeCKOTe T1efCTRHA MeJHIIHHC-
RHx Hsgendit. Yacre 1. OQueHka @ Hecneona e

FoCT P HCO 109931299 Mageans meanupuckne. OueHyka DHONOFHYECKOND 1eHCTBHA MEIH M-
cMx wanenuit. Yacrte 12, [MTpurororienne npod H cravgapTHee obpaine. Mocnenopania obleToKcHYEC-
Koo JefdcTRE

Pykosogctreo OZCF no TecTHPOBAHAID XHMHAYECKHY peilecTs. OTienbHEe METOIL OUeHEH:

— TELTRl Hil NreHOTOKCHYHOCTL in vitro:

* Coorgeteraver yreepereanosy 8 Poceniickoid @egepaypn recry 140 no PO 64-126—91 "TMpasuaa aoxnusn-
SECKOH BUEHEY DEIONECHOCTH (PAPMAKOIOTHYECKHY CPeIcTR”,
= Coorsereteyer yrepareadosy 8 Pocesiicrod Pepepaunn recry 145 (PO 64-126—91).

Hamanme odempansaoe

34
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471 remerueckas TOKCHKONOTHA. Salmonella typhimurinm. Ouedkn peRepTAHTHEIY MyTAIHA®,

472 rederHdeckad TokcHEoIorHd. Escherichia coli. Quenka pepepradTHEY MyTail®™,

473 redeTHdeckKad TOKCHEKOMOTHA. LLRToOreHeTHUeCKHA TeCT Ha KNeTKax MIeKONHTADMWKWY in vitra,

470 reHeTHYECKAA TOKCHEOIOTHA. H3yeHHe reHHBX MYTALHA HA KIeTKAY MASKOMHTAWHY in vitro,

479 redeTHYECKAA TOKCHKOMOTHA, FlIvyeHMe CecTPHHCKOrD XPosMaTHIHOID oDMeHa M KIeTKAX MWie-
KOMATAKUHY in vilro,

4R reHeTHYeckas TOKCHKONOMHA. Maydeiie reMusix sMvrauuit Ha aposceax. Saccharomyces cerevisiae,

451 reHeTHUECKAA TOKCHEOIOTHA. Havyeune MUTOTHUECKON PeKOMOHHALINN HA JPOXCHAN,

482 redeTHUeCKad TOKCHEONOrHA, Mayuenne noppesneHnd 0 penapaunn AHEK Ha kneTsax Miaexko-
MHTAMLIHX!

= TeCThLl Hd FEHOTOKCHYHOCTE N vivo:

474 rederH4eckad TOKCHEOIOTHA. Mukpoagepus il rect®,

473 reHeTHYeCKad TOKCHKOIOrHA. LIHTOreHeTHYECKMHA TECT-XPOoMOCOMMHEIN AHATHI HA KIETKAX KOC=
THOM MO3TE MISKOMHTAMIHYE,

478 redHerH4eCckad TOKCHEOIOTHA. JOoMHHAHNTHLIR ASTATLHLIHA TECT Ha rpeayaax®®®,

483 repeTHdecKan TOKCHKOMOTHA. LIHTOreHeTHYeCKHe HCCIENOBAHHA HA NOMOBMY KIEeTKAX MIEKO-
MHTAMMLIHX,

484 redervueckan TORCHEOIOTHA. CITOT = TecT Ha MBILIaxX (ToOUEMHEIE MYTALIMH],

483 redeTH4eckad TOKCHEOIOTHA. MavaeuHe HACHSICTESHHEN TPAHCIOKANHH HA MEILIA,

= WIVUEHHE KaHUepore HHOMD JelcTana:

451 HavdeHHe KaHuepore HHocTH™,

433 KOMOHHHPOBAHHOE HIYYEHHE TOKCHYHOCTH H KaHUEPOTeHHOCTH B XPOHHYECKOM OMeTe™

— HIVUEHHE TOKCHUYeCKODD Bo3aeiicTEHS Ha PerpoIyKTHEHYIO PYHELHID!

414 MavuenHe TepatoreHHoro »pdgerra *,

415 WavdeHHe BIHAHHA Ha PenpoayETHEHYIO dyvHEne MetonosM ool reqdepaunn ®7,

Mpasina no MeAHIMHCKON MPpoIYKIHK, JeiicTeyviolME B rocvaapetoax Enponelickoro coofiuecTsa.
Tom 3. PYEOROICTED M0 KAUeCThY, De3onacHocTH, JrheKTHEHOCTH MeIMUIHHCK MY MIAe Wi, 0nd Henoik=
IOBAHMA B METHUHHCKON npakTHke. Kovucena Epponeiickoro coobmectsa, 1959 [SEN 92-8235-9419-2.

3 Onpenenenns

B macTosmienM CTAHOAPTE HCOOALIVIOT TEpMHHLL, npHeeteHdse B [OCT P HCO 109931, a Taxcke
CHEOYEOLIHE OTIPEeIeNeHM:

3.1 TecT HA FEHOTOKCHMNOCTE: TeCT, B KOTOPOM HCIONLIVIOT KJIETEM MISKONHTIONINY H OpVIHY
HHBOTHBIY, a Tak#e DakTepMil, Dposam WiH rpdbe ong onpeicledds FeHHBN MVTILHA, HasMeHeri
KPOMOCOMHOGH CTPYETYPLL HIH ApyvTHX nospesieHiil JHEK, BLI3BEHHEY HI3vaaeMeiME MaTepHalaMi, Hane-
JIHAMH WIH IKCTPAKTAMA M3 MaTepHaT0b,

" pPHAMCYHHRC— R. FTOMY ONPCOCIICHHERY MODT {FBITH THKES OTHECEHE TECThRl HA LPEAOCTHOM OO E SN,

3.2 AIVYEHHE KANHEPOreNiocTH (TECT HA KAHNEPOrewBmocTh). [ecT, COvaalliil A0 onpeieieHis mo-
TEHUMANLHOH QHEOMEHHOH ONacHocTy H3IeTHH, MaTepHATOR BT JKECTPAKTOE HI HHX TIPpH O0HO- MM
MHOMOKPATHOM BOIIEACTIHE B TeUeHHe BCerd AHIHEHHONS HHKTA IKCNepUMeHTATLHOTD EHESTHOI D,

I PHMCHAHNALD — nﬂ,i!,L?E-HHE TECTR MONYT OblTE PHCCHHTAHE HA HIYHUCHWE KK XPIH HMECKOI TORCHY HOCTH,
THE M OHEOMeHHEOR ONACHOCTH B PAMEAX OJHOITD SKCNCPUMCHTA.

3.3 HIyUeHHe BO3IEHCTRHA HA PCNPOAYETHEEY O QYHKIHW B paianTHe: MeTonn, coyvsaline 1 oueH-

* CooTseTcroveT visepanennomy 8 Poceufickoii Mepepaumn Tecty 3.2 (MP M3, nporokon Mo 6 or
[ 1.06. 1998).

** CooTReTCTBYET yTEepsieHHoMY B Pocouiickoil Menepannu Tecty 14.2 (P 64-126-—91).

+*% CooTReTCTRYET VIBepRaenHoMmy B Poccubickoll Menepannn tecty 14.3 (P 64-126-<91).

1 CooTBETCTEVET YiBepaaeHromy B Pocouiickoit Menepammn tecty (MP M3, npotokon MNe 12 ot
27.11.1997).

* CooTeeTcTBVET yToepadeHHosmy B Pocemilckolt enepauin tecty 15 (P 64-126—91).

* COOTBETCTBYET YTHEpHIeHHOMY B Poccuitckoii @enepaunn Tecty 13 (PO 64-126--91).

1 CooTBETCTRVET YTBepaienHoMy B Pocoriickoil emepanun Metony (MP M3, npotokon M ¥ or
(13.07_1997).

2



rocT P HCO 10993.3—-99

KM NOTeHIHANBHONG BoaReficTEMA MI0enuil, MaTepranon, W/ WIH JKCTPAKTOR HE HHX Ha penpoIvETHEHYIO
VHELHIG, SMOpHOreHes (TePpaTore MHOCTE), MPeHATATEHOS H MOCTHATANLHOE PAIBHTHE.

3.4 MakcHMANLHO AMinaanTHpyemas ao3a (MM MakcusansHoe KOOHYECTED HMIUIAHTHPYEMODD
MATEPHATE, KOTOPOE He BRIILIEICT V IKCNEPHMEHTAUTEHEN HHEOTHLIX PHIAMYECKHY H MEXAHHYSCKHY Mo-
B A IE M.

I PHMCHIHHLE— ,u.l'[H NpEAOTEPAIICHAR HERETATCALHOH DONe3HeH HICTH Y OENBEOTHREX MPH LNHTCIEHBIX
HCCECAOBAHNHE MOTYT MOHAA0DHTECHE M BARHTCEBHENL HOCRCAOBAHHA.

3.3 maaedHe, HAKAILIHBAMANEE Iepram: Y CTpoiicTea, npegHasHadeHHLE 408 OCYIECTEIZHHA Tepa-
MERTHYECKOTO JeHCTEHA Wi IHArHOCTHYeCKOH WHKLHA mTyTes abCopount Ve KTPOMarHHTHOTO, HOHED-
M WIH VABTEGEYEOBOTD HATYYEHMA.

Mpwweysanne — B0 be OTHOEWTSH K YOTPOACTRIM, BREPaOETR BREILLEM SNERTPHYECKMEE TOK, THEHM KK
AMEETPOKAYVTEDE, BOOHTETH PHTME MIH §WHELIHOHLABHEE 3 KTPOCTHMIHTOPEL.

4 MetToas H3y4ueHHA reHOTOKCHYHOCTH

4.1 ObmHe moI0KEHHA

B cnyuae, koria HeoBXOIHMO QUEHHTE MEHOTOKCHYECKOE JeHCcTENES METHUMHCKOTD MU, CleayeT
NPOBECTH CEPHIO TECTOB in vilro. DTa CepHA IOMAKHA BETIONATE N0 KpaiiHed Mepe TpH HeneTanuda. [Tpu
ITOM M0 MEHLLIEH MEpe OBA HI HHX HeoDXOIHMO BRIMOMHHTE HA KIETEAX MISKOMHTANUMY — KISTKAX
MULIEHAY. AenaTeIbHo. YToDL 3TH TeCTH PACTIPOCTPAHATHCE Ha TPH YPOBHA TEHOTOKCHYeCKHY Sdubek -
roB! JHK-poapelicTede, reMHbe MYTAUHH H XPOMOCcoMHEEe a0bepauiu.

Mpw vevanne — Tecrs O3ICP 471 1 473 noxasans cefn secema ueHesME. B cayuae HeoBxoanMooTy 1mx
MOAHD OAKPENHTE TecTom 476,

Boe vocneronalia Ha KHBOTHERY HeoDXOOHMO OCVIIECTENATE B COOTReTCTRHM ¢ 4.1 OO [O993-2 [39].

HMeoaenomanma MeHIHHCKHY H31eMHH Ha TeHOTOKCHYHOCTL CAeIveT OCYIMECTRIATE B COOTBETCTEHM
c MOCT P UCOD 109931, 33 McKTodeddes Hageidil H3 HersHOTOKCHYHBLY MATepHANOR, W Bolee Toro,
KOTIa BCe CCHOBHEIE KOMITOHEHTH IKCTPAKTOR, KOTORGEE MOMYT OLITE HASHTHMHUHPOBAHED MOIX0IH LIHMH
AHATHTHYECKHMH METOIAMM, NPOSRHAN cebd Kak He oliadaiouie reHOTOKCHYHOCTRD {CM. Tak&e Tahan -
wy | TOCT P MCOD 10993.1).

4.2 lpurorosaenne npod

[Mepen NPpUrOTORIEHHEM JKCTPAKTOR M HAMATOM HCOBTAHKMA BCE MATEPHATE WIH H3NeTHA D00 UL
GbLITE B rOTOROM K YOOTpeieHH BlaIe (T.e. B BHIe KoHeYHol npoavikurr). TecTHpoBanHe noapepramnTt
JIHOD SKCTRAKTE, THOO PACTROPEHHEE B MOINOEAMei cpeae MaTepHatsl. ECiH HeobXoauyo HeNoALIORATE
OBA BHOA IKCTPATHPYIOLMY CPen, TO OQHA M3 HHX MOEeT ObITE HIHONOMHYECKHM PACTEOPOM, & BTOp:RA,
HARPHME), — PCTBOPOM THMeTHACWILBOKCHIA, KOTOPLIA BOONHE COBMECTHM © TECT-CHCTEMOI.

Bunvanne ! Iumernacvasorkenn (AMCO) spnaerca nHTOTOKCHUNBEM B OTIEALBAKY TECT-CHCTEMAX
0pH KOHUEHTPALHAX, NPEBMIAMHEY 5 r/1 8 soanoM pacTeope. Heodxoaumo HCNOALIOBATL MAKCHMLILIO
BOIMOKALIE COOTHOWEHHA NADMAIH NOBEPXHOCTH K obdbeMy OJKCTpardpywomed cpeisl (Bupasennbie B
et /ma). Marepuaisd B HITETHA, HA KOTOPLIE HAHOCAT BededuLIe CPeACTRA NEepel ynorpediennes, cAenyer
ACCACTOBATL ¢ HAHECENHEIM JeuehiniM cpeacTeoM B 663 mero. DECTPAKIHID HeoDXOINMO HPOBOIHTL B K-
PHTLIX EMEOCTAX ¢ MEHAMAILILM NPOCTPARCTEOM 118 pasnosecHol razosoll (aiu.

A obecnevgHHAa CONMOCTABHMEBLY PeIVILTATOR JKCTPAKTE HelaTelbH0 BLUIE M EATE NIPH TeMnepas-
Tvpe 37 "C He MeHee 24 .

HeofxoamsMo yMHTRBATE BOIMOMHOCTE NOIYYEHHA IBOHCTEEHHLIX Pe3yiILTATOR.

Mpwowevsune— MNpurorosnenwne npod npueegeso g POCT P HOD D93 12 0 so®eT HCHob30RTbCH
BMOCTD HACTOSIMErD [TYHETL

4.3 MeToam Hecacaosanma
431 TNeoTOoOKCHYIHOCTE in wilro
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MeTook TECTHPOBAHMA MOAHO BRIDPATE U3 pYROBOZCTES OZCP o HCNBETAHHK XHMHYECKHY COSIM-
HeHMHil — Tectnl 471—473, 476, 479, 480—482,

I PHMEYIHNWNLD — B HEEOTORLIC HAACHHE BXOOHT COCIMHCHHRE, KOTORES TR0 SEMBLICTY FlEL'IFI'FIEIU'.I"lHIZ“IJH
l'l.l.'.I'H.Tl'.H}H'_'IT Hil KICTEH, HANMPHMER AHTHOMOTHENR MEH HHTHCCITTHEH.

432N HOTOKCHYHOCOTE I Yivo

Ecnam ecTt HayIHEE D0KAZATENLCTED HAH Pe3VILTATE HOCASIOBAMMA in VItro, YRKAIWBAIGWHE Ha Ha-
JWYHE O0TeHUHATEHOR FeHOTOKCHEHOCTH, TO COeIVET NPOBECcTH TecTw in vivo., MeTolm TecTHponaHHsd
MOEHD BROPATE M3 pVEOBOICTEY OS2 P no HCNBTAHHED XUMHYECKHAX coeqHmerui: 474, 475, 478, 483
455,

" PHMEHAHKNE — E NocacIHes BpCNH paapaﬁamu&mm TECTOBRIC CHCTEMBL © FIPHMECHCHMEM TRHHCTICHHLIX
AHBOTHRE, NMPETHASHOMEHHBE U TOCTHRPOBRIHRH HI ICHOTEKCHYHOCTE. 'EF'IH METOOAMEN BOAMORHD ‘E-}'J.E}'T BECHMA INO-
JHEIHED NPH MOCCPEEOERHENA HMILNAHTAL M, HO Hi ALATY MAOAHHA HECTORMIEND CTAHOAPTI HOTHWERMIBAHWE FTHX TCCTOR
SIS HE DL j'J-E]{ﬂHI.'HI:J- ﬂll]-'ll.'HJ-I HE TELT-CHCTER C NPHMOHCHAEM TPAHCTTHH X FHBOTHELY COUCPEHTCE B IHTCPETY-
e, npHBeaeHnoil B AL

5 Meroasl H3y4eHRA KaHIEPOreHHOCTH

3.1 (dmne noaoKeHHa

TecTsl Mo HCCIeOBAHMKID KAaHIEPOTEHHOCTH CIeIVET OCVIIECTRIATE B cooTreTcTEMM ¢ ['OCT P MCO
09931,

OcHOBAHHEM UIH APOBEASHHA TAKHY HCMETAHWA MOTYT BEITE CIEnYIoWHeE VCIORIA:

a) peaopiHPYIILHE MATEPHATE FIH MI0SAHA, eclH HeT ABHMX AleKEATHERX CBSIe W N0 HX Bo3nei -
CTEMEY Ha YeN0B2Ka;

0) MAaTEPHANL W HIMSAME, TIPH HCCNeIOoBaHHN KOTOPRX HA MeHOTOKCHYHOCTE C NPHMeHEHHEM KNe-
TOK MICKOTTHTIRIHAY MOTYYeHLL MON0RHTENLHEE PeIvILTaTLL

B) MATEPHANLL W M3TEAHA, KOHTAKTHRVIOIIHE ¢ BHYTPEHHHMH CpegaMy OpramiiMa |/ eng nono-
CTAMH B TewenHe 3 cyT W Gones, 3a HCETIOMeHHEeM TEX, 0 KOTOPLX HMEKTCA J0CTOBEPHLE W Al KBATHE
CRENEHHA © PEaVILTATAY HY KONTAKTA C OpraHHIMoM JeloBeka.

B cnvuaay, koraa tpedvioTes HCCHSToBRIHHA KEaHUeporennore Jdubekta, HO He 00HapVAEHO TeHOTOK -
CHYHOCTH, MOXHO OCVIISCTRIATE QIHOBEMEHHO C HCCISIOBAMMAMH KaHuepore HHOCTH KIHHMYeC KHe He-
COEROBAH A,

B cavuae, KOFma AMIIAHTALNA HE ARTAETCH HanbDomee MoIXoIA MWy METOO0M HIVUeHHA, Heobxoam-
MO PACCAMOTPETE ATETEPHATHEHEN HAVIHO 000CHOBAHHBIH CIIoCOd KOHTAKTA.

5.2 Moarovoska npoi

INo BoIMOEHOCTH HCMBITAHWKD AOTRHG NOIRSPraThed Higente B roTosd ana npuseHenna dopse.
MaTepHaay caelver NpHIATE YOOOHYEY LR HMITAHTAUHH GopMy, YOUTHBAA OPpH 3TOM MOTeHIHATLHOE
KAHIepOrelHos JedcTone Toepasx Ten {2dwhest Onneuwreidsepa | 13]).

Mpwsewawue — Pazpadborano obinee pykosoactas o nogroroske npat (DOCT P HCO 1095312,
EOFTOROC MOKCT MACTHYMHO JaMCHATE .EIHHI-IEIj-:I MYHET.

5.3 MeToas HECAEZ0BARME

Kanneporesuefi TecT 100%eH GLITE BLNOIHEN CcOrIacHo ¢ pykoroacToM ORCP, es. Tect 451 wau
433, nocae BEIACHEHME COOTEETCTEVIOIIETO MIMEHEHHA, MOAXNOAAMIEro ANA HMILTAHTHPYEMOro MaTepHATA.

Obeuo TpebyioTed ana gosonkx ypordua: MM/ # ee wacTe (ofsramwo nomoeuua MM B koutpons
CALOVET BENIYATE MOMHITHIEHOBRIC HAMITTANTATEL MW HAILTANTATE W3 ADYIHY MAaTEpHAIOR, V KOTOPRRX
OTCYTCTEHE KauueporeHHore 3 kTa npi cpaBHHMEY GOpMe B PASMepe SIRTIeTeR TOKAIAHHLIM.

B necasnonaliay KaHUEpOreHHOCTH HA MPRIZyHAY chenver npuMenats MM, Ecan posMoskio, o1a
038 JOEKHA COOTBETCTRORATE MAKCHMANEHON 114 Yenopeka (BuipaseHHol 8 Mr/Kr).

Heeaenopanse TEavel TUDEHO BEIIONATE HIVIEHHE MECTE MAITIANTALHHE H OUEHEKY COCTOAHHHA [pH -
JIETAKMY TEAHeH.

Mpusmevanun

| das npeasapeme s org CEPHHUHEME MOHD HOTOIBS0EATE THNOITHIIHE CHOTEMEL EI8TOMHOHE TpaHchopsa-
L. TEIL"I'H KTeTOM HOA TFH.[I-I:H.IH.‘IPF.-EH.HHH TOEE HE BEXONIAT B MOEOYHARDTHBES B HALROHITEHBIES CTHHAADTEL. CL'H.I'[I'.I-'[
Hi TECTE KISTOMHON TPAHCHOPMAIHN CONEPRETCR B IHTEPETYPS, NPHBCTEHHOE 8 AT,

2 CruigeTayior CHEISHHN, MTO JEVECTYIEHYATRE HOCIE IO HHA [0 KISTOMHOH TREHCMOPMELMH MOTYT BRIHBHTE
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KAHUEPOrEHE, KOTOPRE HE NPOHBEAIE TEHOTOECHYHOCTH, HE B TO &0 BPEMH HETEE YTHEQUETATE, MT0 BOe HE 1TP08 BHE-
IIHE TEHOTORCHY HOCTH KAHIEPONeHEL MOryT O TE BRARTEHEL ¢ NOMOWED HCCHEI0BIHNA KIeToMEME TpaHCpopsa-
i, MNMosrosy HEoDXOIHMO DPOBSCTH HCCISIOBIHNE KAHUCPOrSHHOCTH I VIVD 00 KPaiiHel Mepe Ho OQHOM BUE
FPEAVHOE B TEUEHHS Beoil BHIHH KHBOTHDIT.

6 MeToasl H3YYeHHS TOKCHYECKOTD BOZNCHCTEHS HA PEnpoIyETHBHYW (YHKIHNIO
HHBOTHBIX

6.1 OdmAe NoI0KEHHA

HMavuenne TOKCHYeCKOro Qe HCTBMA Ha perpoayETHEHYM (YHEDHID I0TEHO NPOROIHTLEA 11 CaeTy -
IOLIHY BHOOE MelHUMHCKHY Higennii:

a) BHYTpHMATOYHEE manendd (IUD) wnu apyrie w3gends 024 LIHTEIRHOro KoHTakTa. Boasomen
MPAMOH KONTAKT ¢ PENPOAYVETHEHEMHY OPTaHaMi M TEAHAMM, TEAWAMH TUIOMNL;

0) HIMeNHE., HAKATUIHBAKMHE JHe I,

B} pRICCACHIBAIIIMECT WIH PACTEOPSIOILHECH MaTePHaAL.

Her Heofx0iuMOCTH NPOBOIHTE HCCASA0BEAHHS PACCACHBAMKIUHNCA HITeIHA Wan Higenuid, coaep-
HALIHY BEIMBIBAEMBE KOMIIOHEHTEL, B CIVYAS CYIECTROBAHMA A1eksaTHol Mudopsaumy of abcopbuuM,
MeTADOIHIME, pacipelefelMd B OpraudiMe H TOKCHYeCKOM HefCTEHH Ha penpoayETHEHYR (WHKLHKD
CCHOBHEIY KOMITOHEHTOR, OOHAPYREHHBIX B JKCTPAKTAN. B DLITSRKAY U3 MATSPHAIOR M HIIENHH He 10 -
MO ColeAaTRe] (OpH HY o0a3aTeNLHON WIeHTHDHKALHN) KOMIOHSHTOR, OKATRIBAIOIIHY TOKCHYSCKOS
JAeHcTEHE Ha PenpoIVKTHEHYIO yvHELIHE.

6.2 [Moaroroska npod

B covuae wavaendil Hagenuil, HaKanigeaommy 3Heprun, Bee Teno KHBOTHEX MoaBepranT ofayyes
HIEI0, TP ITOM 1053 SOIVOe HHA TOTAHA DT VEBEAHYEHA B HeCKOILKD Ppat [0 CPaBHeH s © Tol, KoTopad
BOIMOEHA TIPH NPAKTHYSCKOM MPHMEHEHHH.

BuyTpHMarouHbie CcpeOcTha, PACCACHBARMIMECH HITIHMa W HANSTHA, COJepdallHe BhIMBIBASMbIE
KOMITOMEHTH, CAeAYeT HIY4aTe B roTonod K ynorpednesyin gopse. Mosio Tarke HaroTonHTE H3 Hiydas
EMOr0 MATEPHATE HMILIAHTATEL NOIXOIAIMErD PpAIMepa.

Heobxoguso Henoasioesats MM sarepuata wn vzgenus. Ecid BoIMOMHO, OHA TOULEHA B He-
CEOILKG Pas NPeBbiaTh MAKCHMATEHYID 003V, HCROILIYEMYID MPH MPaKTHYeCKOM NpHMeHe .

Mpumeuanne— [Mpameroe obuee pyROROICTED B0 TOOIOTOBKE Gpod 8 nactosues spess (TOCT P HCO
10993 12) MockeT SBCTHYHO JIAMEHETE JAHHER TVHET.

6.3 MeToas Heeae 0BAnRg

Ouenka apdhekta va nepeoy nokonedud (F1) nonsna GeTE NPOBeIeHA B COOTEETCTEHH & PesvibTa-
TaMH N0o KHHeTHEE abcopbuny ¥ pyxopoacTeosM ODCP, Tecte 414 u 415,

Mockoneky pyrkosorcTso S0P He GLUI0 PACCHHTAHG Ha HMITAHTHPYEMBIE HI0STHA, Heodx0aHMo
MPHHATE GO BHMMAIHHE CAelyIoWNe NapaseTpid.

— I03d (B caydae MIOeIdi, HaKanIeEouIns aHepruw);

— CMGCoD NpHMeHe e

— BPEeMA BOAReHCTEHA (BOIMOEHOCTE JIOCTHYL NOEMILEHHONS YPOBHA MaTePHANA B 200 KOMITOHEH-
TOR B KPOBH B0 BPeMs GpradoreHesa).

Mpumed apue — B 3apucHMOCcTH OF DPEIHIEAAEMOND HEIMIESOBEIHHA M XAPAKTCPHCTHE MATCPHAIA Byaer
BOAPACTETE PO [EPH- W IOCTHATRTEHOO BaydeHus (os. Tasse [Ipapiwsa no vegpumickoi npogykuss Esponeiicko-
o coobuecTia, Tos 3.

Ecnu uHdopMan i, noav4eHHad Wi ApYTHY TECTOR, YEAILIBAST HA HATHYHE NOTeHLMATLHOTO TOKCH-
yeckor ddybekTa Ha MYRCKVID PenpoIyYKTHBHYID CHCTEMY, HEOGXOIHMO NMPOBECTH COOTRETCTRYIOMIHE HC-
MATAHHA MO OUEHKS TOKCHUYECKOrO efCTBHA.

Mpunwmeaanne — B nocacanee spev puopatoTans METOIHEN 118 OUSHEN BUIHAHIHA HEl P IpoIyT BHY K
epvE R i vitre, OHE MOrVT OLITE TUIEIHE B KAMECTEE NPl BAPHTETBHEN HCOEBITAHMH PR HIVICHHR TOREHYCCKDIT
JEHCTEHA HE PenpoayErHery pyseitns, CoblikKe HE TECTOBLIE CHOTEMEL AR MEVICHIEA BAHAHEA HA PerpoiyETiE-
HYHD (PYHELMK COASPEATCH B ANTCPETYPE, [IPHBEACHHON B A4,
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