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[penncaonue

I PASPABROTAH BoepoccHACKHM HAYIHO-HCCT2I0BITENBCKHM H MCOLITATEILHBIM HHCTHTYTOM M-
nuuuHckod Texunkn (BHHMHMMT)

BHECEH TexpuueckuM EoMHTETOM Mo cTaHsaprHzagnn TK 422 "Ouenka Guodtorwueckore gedi-
CTRHA METHLMHCKHY HITenwi™

2 IPHHAT W BREANEH B JEHCTBHE [Noctanonnenynes loccrangapra Poccun ot 27 aexafpa
1999 r. Ne 86 2-CcT

3 HacToaimil cTangapT, 38 MCKIKnUeHHeM pasiena 2 o fvekTa 5.3, npeIcTamnfgioT coboil ayTenTHy -
HEH TekeT Memayuapognore crannapra MCO 10993-3—-92 "Hanenna segnunickre. Ouenka GHonory-
YeCKoro JeHCTEHA MelHUHHCKHY Hagenui. Yacts 3. Moccaeaomanie reHoToOKCHYHOCTH, Kallgpore HHOCTH
H TOKCHYECKOID JefCTRMA Ha PenpoayETHEHYI dyHELHK"

4 BBEJEH BITEPBLIE

© MITK HMamatenkcTeo crangaproe, 2000

Hacroau Ml cTanIapT He MOMeT GLITE MOMHOCTLRY HIH YacTHYHO BOCOPOHIBEIeH, THPAKHPOGAH H
PACOIPOCTPAHEH B KauecTee OHUHAIEHOD Hadaums e pazpewenna [ocerannapra Poccuu
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Brenenpe

HacroAmmii cTanpapT #niseTcs OpAMLIM  TPHAMEHEHHEM  MeRAvHapoauoro cradnapra HCO
10993392 "Hagenus MegnouucEse. Ouenka GHoIorYeckoro 1eicTos MELHLHHCKIN Hatenni. YacTe
3. Hecnenoeauue reHOTOKCHYHOCTH, KAHNEPOFeHHOCTH W TOKCHYECKOrD JeHCTEHA Ha PenpOIyKTHEIYED
fyuknun”, noorotonrewors Texuuueckins komureron HOCO 194 "Buonoriyeckas ouenka Meqnng -
CKMX H 3yGHEIX MATEPHAIOE H VCTpOHCTE™

OUeHKD GHOCODMECTHMOCTH METHIHHCKHY HATENHIE YACTO HOCHT IMOApItecknii xapakrep. CTHMY-
JIO LA TEOEO0RH BEX MCCTeA0BAHNHA ApageTed obecnedeHte Ge30nacHocTH Ye1obeka. He nee MeTodbl OleH -
KH MeHOTORCHYHOCTH, KAHNEPOreHHOCTH HIH TOKCHYECKOrD JefcTEHA Ha PenpoivETHEHYIO dvHELHK
HMEIT COHHAKORY XOPOIMA YpoBeHE NPopaboTki. To Xe caMoe MOKHO CKAEITE 00 WX Ha e HOCTH.,

OrpapHIeHHEM B HCHOARIOBAHHH PACCMATPHELEM X METOOOR ADIAKOTCA pa3sepel obpasua, ocobes -
HOCTH er0 NPHIOTORASHMA, HAYUHAA HHTEPOPETAHNA PASEHTHA NaTOMOTHYECKHY MPOUECCOn B OPraniIne.
Ha gary visepaosHia HACTOALIETD CTAHIAPTA PEAIATAEMBIE METOOL DR HANDOISE NPHEMIEMEL.

ANLTEpHATARGH NpeLtaraeMbis MeTOOAM MOIYT BLITE TAKHE, KOTOPLIE NMOINOAAT HAHOOME: TOYHO
HHTEPNPETHPOLATL PEIVIETATEL HCCAEAOBANHH I HATEMHUEE OUEHHTL GE30TIACHOCTE HIVYAEMLIX MaTEpHa-
Jon d weaoseks. Hanpuuep GHOMOMHYECKHE MEXAHNIMEL KaHUEPOTSHe3a HIyue bl HEQOCTATOUHD FIVH0-
KO H MOXKHO HANeSTRCA, YTO JOCTHAEHMA HavKH B 2ol obnacty B GuMsalies BpesMa HaMe s T Halle
NPeICcTARIEHHE HA NPHPOLY ITON0 SEISHKHA, @ TAKKE METOOLl HCCAenoBal g KAHUeporeHeda.

[Np# pLIBOPpE METOLOR A0 OLUEHKH KAKOMO-THG0 HIIeIHA HEOOX0AMME TINATeNLHAA OLUEHKE HX BO3-
MOAHON HCMOIRIORAHKA YEI0RSKOM H NOTeHUIHANEAOrD BEHMOISHCTENA MITENHA ¢ PATTHYHEMHE GHO-
JOTHYECKMMH CHCTEMAMMH. ITa KoHUeniya Gyaer HMeTh 0coboe IHadeHte TIPH HIVUEHHH BPETHOID BO3-
JeHcTnMA Ha PeNPOIVETHEHYID CHCTEMY.

Hactoanmmii cTanaapT pacnpocTpaiAeTed Ha METON onpeRenelind coetndimydeckny GHoAorHueck ux
MW KTOR B CRASAHHEIE © HHMH MAKCHMATEHO YYBCTEUTENLHBE TECT. MHTepnperalua peiviLTaTon B MX
IHAYEHHE LN JI0POERA YeJ0BSKE HE PACCMATRHBAMTCH B HACTOAILEM CTAHIAPTE.

MoTrenuHAN AR ONACHOCTE Q0UEKHA OUEHHBATECH B KAKI0M KOHEPETHOM CAVYIE © YHETOM BIAHSHHAA
TAKHX (AKTOPOR, KAk CTenell nozfedcTend, crneurHYeckKHe painmyns, MexaHndeckde B puinveckue
ACMEKTE, MOCKMILKY NOIVYEHHEE PeIVILTATE HE BCErdd PARKOIHAMHLL

1)
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FTOCYNMAPCTBEHHBIH CTAHJIAPT POCCHUHCKONW GOENEPALHMMH

Hinenms e MuHncKRe

OUEHKA BHOJOMHYECKOIO JIERCTBHA METHIIHHCKNUX U3TEIHR

Yacrel
Hecaeaosanie renoToKCHYHOCTH, EAHNEPOTCHBOCTH H TOKCHYECKOTND TEHCTHHA 0a PEnpOIYETHBHYIO
[ g TEATTT

Biological evaluation of medical devices.
Part 3. Tests for penotoxicity, carcinogenicity and reproductive toxicity

Jara seeacnna 2002 —01—01

1 ObnacTs npHMeHeHHA

HacTosumMi cTapgapT veTaHABTMBEIET TECTE! ANA HIVYeHHA cneuHiprieckoro DHONorMyeckoro aei-
CTBHA:

— TEHOTOKCHYHOC T,

— KAHIUEPOreHHOCTE;

— TOKCHYECKOS NefCcTEHE M PENPOIVETHEHYE iVHELHIO B paIBHTHE.

DTH TECTRL YMECTHE MPH OCYLECTRIS AN BHROMOMHUeCKOH OLEHKH HEKOTOPEIX KaTeropii MelHiHE -
CEHY HTenui {cd. npuMevaHie). PYEOROICTRO 00 BuBopy TecTolR vinokeuo o [OCT P HOO 109951,
Ecan sechxoauso OLUEHHTE TOTEHITHATLHYK TeHOTOKCHIHOCTE, KAHLEPOTEHHOCTE M ABHCTEHE HA PEMpo-
OYETABHYR (hYHELMID, CIeIVeT NPOBOIHTEL TV OUEHEKY B COOTESTCTEHM C HACTOSIIMM CTAHIAPTOM.

B GoabluMHCeTRe TecTon, BOWEIHY B HACTOSIWAN CTANIAPT, COIepHATCA COMIKH Ha PYKOROICTRO
MexayHaApOIHON OPTAHMZAIHHE 10 COTPYAHWYECTEY B 00MacTH 3KOROMHEH W patedTHa (OECD/OSCP)
Mo TECTHPOBAMIIO XUMHYeckHX peluecTs. TIpH 9ToM VEAILIEOT CODTRETCTEYIOWME HOMED TECTL

Mprmessnne — Tepuus "naenne” npueeaes 8 FOCT P HCO 109921,

TpeboBauMsl HACTOMMETD CTAHIAPTA ABTANITCH PEROMEHIYEMLIMH.

2 HopMaTHEHBIE CCBIIKH

B nacTosunes cTaHIapTe HCNOTLIVIOT CCLUMTKH HA CAENYMOMWME CTANIAPTI:

FOCT P HOO 10993 ] —99 Magenmsd MeaiudHcEde, OUeika GHOTOTHYECKOTS TeHCTRN A MeQHIHHC-
KX wigendit. Yacre [ Ouenka M HCCcneaoRadHa

[FOCT P HCO 10993, 1299 Mageans MelHuMHCKHe ., CDueHka DHoNora9eckory 1efcTana MeI I -
CEMX Hinenuid. Yacte 12, MNpuroronnense npod o cTaHgapTHsie obpaius. Mocnepgopana ofile TokcHYEC-
KOTo AeicTEMa

Pykonogerio O2CP no TecTHROBAMING XAMEUeCKHY BewecTn. (OTnenbible MeTOML OLeHKA:

o TECTEl M3 FeHOTOKCHUHOCTL in vitro:

* CooTgetoraveT yinepeaeHaomy B Poconiickoil @eoepaume tecry 140 no PO 64-126—91 "Mpaswaa aoknesn-
S KOH BOIEHER DEIOMACHOCTH (hapMBKOIOTHYEC KHY CPeIcTi .
= Cootpercrayer ymeepareanomy 8 Poccrickoni Penepanne recry 14.5 (PO 64-126—91),

Hamamne ofmumasnoe
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471 reqeTHyueckad TokcHKoIorHa. Salmonella typhimurinm. Ouedga pepepTadTHELX My TALAAY,

472 redetHueckan TokcHKomorHg. Escherichia coli. Ouenka pepepTadTHEDY MyTALIHR*®,

473 redeTHYeC KA TORCHROMOTHA. LIHTOre HeTHUeCKHH TeCT Ha EMeTKAN AMTeKONHTIIAY in vitro,

470 reHeTHYeCKad TOKCHEOAOrHA. MmvieHHe re el MyTauui Ha K1eTKax MASKOMHTAOMWMEY in vitro,

4749 reHeTHYLCKASA TOKCHROIOTHA. HIiyYeHHe CecTPHRCKOND XPOMATHIHOMY 00MEHS N KIETKAY Mne-
KOTMATAKGILHY in vitro,

480 reHeTHYECKAS TOKCHEOMOIHA. MIavyenie reMHLIY sMyTalimil Ha aposceax. Saccharomyces cerevisiae,

481 reHeTHYECKAA TOKCHEOIOIHA, Havyeune METOTHUECKON PeROMOHHALNH HA JDOAHKIY,

482 TeHeTHYECKAA TOKCHEONONA. Mayuenne nospesnenya ¥ penapaunt JAHK na gnetrax snexo-
MHTAKILLAX;

— TECThl Ha FEHOTOKCHYHOCTE 10 vivo:

474 rederHYeCKaA TOKCHEOIOTHA. MUKpoamepHEi TecT®,

475 reHeTHYECKadA TOKCHKOTOrHA. LIHToreHe THUECKHH TeCT-XPpOMOCOMHLIN aHanH3 Ha KIeTKaX Koc-
THOMD MOITd MITEKOMHTAKOMHY ™S,

478 reHeTHYecEad TOKCHEOTOTHA. JoMHEHAHTHEIR JeTATLHEIA TECT Ha TPHIyHax™™*,

483 reqeTHYeCcKad TOKCHEOMOTHA. LIHTOreHeTHYeckie HOCHeAoRaAHHA HA MOTORLN KIETKAX MASKO-
MHTAKMLHX,

484 rederHyeckad TokcHKomOTHA. CITOT — TecT Ha MBILIAY (TOUYEYHEIE MYTALIMH),

483 redeTHYeCKad TOKCHKOTOIHA. Mivaenre HacneJcToeHHEX TRAHCIOKAUWH Ha MBILA,

— HIVUCHHE KaHUepore HHoro aeictnua;

4351 uavueHHe KanueporeHHocTH™,

433 KOMOHHHPOBAHHOE HIYHEHHE TOKCHYHOCTH H KAHUSPOre HOCTH B XPOHHMECKOM OTkdTe™ )

— HIVUEHHE TOKCHUSCKOTD BOANSHCTERA Ha PEnpoIyETHBHYIO PyHEIHID:

414 Mayuenne TepaToredHoro spupekra **,

415 mayuene BIHANNA Ha PenpoIvETHEHYIO (FVHELHK MeTonoM ol o redepaunn 7.

[Mpasiia no MeTHuHHCKOH NPpoaykued, reiicTeyiolwmMe & rocvaapernax Enponeiickoro conbiecTsa.
Tom 3. PYEORBOICTEO M0 KadecTny, DeinnacHocTH, MHPeKTHEHOCTHY MeIHUHMHCKHX HIAen i, 108 HCnois-
I0BAHHA B MegHuuHHcKol npaktuke. Kovucona Epponefickoro coobmectoa, [959 [SBN 92-525.06]49.2,

3 Onpenenennn

B wacTosumes CTaHIapTe MCOMILIVIOT TepuHiel, npapegeniee B FOCT P MCO 109931, a takcke
CIEAYROLME OTPeIeneHEA:

3.1 TecT HAa reHOTOKCHYNOCTR. [2CT, B KOTOPOM HCMOUILIVIOT KJISTEH MISKONUTIONINY W OpVIHK
HHBOTHLX, 4 Tak#e DakTepHil, OpOMMH WIH rpHOK N8 ONpeledsHHAd FeHHENY MYTIUHEA, HIaMedeHHi
KPOMOCOMHON CTPYVKTYPLL HAH apyTHX noepexaedwil JHEK, BLI3ERHHEY HIV9aeMBIME MATEPHADIME, Hi0e-
MHAMH WIH IKCTPAKTAMH H3 MATEPHANOR.

It PHMEYWIHHRE— K FIONMY OTIPEACIICHEEY MOIDYVT DRITH TAKEE OTHECEH B TECThl HA LEAOCTHOM OP L EAEMC.

3.2 HIVYEHHE KANLEPOrenuocTE (TECT Ha KAHIepOred moeTe): [ecT, Cayvaalinil 118 onpeteied s no-
TEHUMANLHOH GHEGM2HIOH ONACHOCTH HI1EAWH, MaTepHaton U/ WIH IKCTPAKTOR HI HAX TIE O4H0- HAM
MHOMOKPATHOM BOIIEHCTEHH B TeUeHHe BCeTo AHIHEHHOND EHKAA IKCNEPHMEHTAIEHOTO EHBGTHO(,

I1 PEMEMEHHAL — I'Imuﬁnalc TECTEE MOIYT OnlTh PACCHHTAH I HI HIYHCHHE KOK IP!IJHI-I'-]C!’.'H(!IH TOKCHYHOLUTH,
THE M OHEOMEHEOHE ONACHOCTH B PaMERY GOHOM SECNCRHMEHETA.

3.3 HIVYCHHE BOIICHCTRMA HA PENPOIYETHENY K GYHKIHI B pazsuTHe: MeTonnl, COvaaline LI oLeH -

* CoOTReTCTBYET vInepIeHHoMY B PoceHitckoli Merepamin tecty 3.2 (MP M3, npotokon N 6 or
106 T995).

** CoOTheTCTRYET YTHepMcieHHoMY B Poceuiickoll @enepauun tecty 14.2 (Pl 64-126--91),

5% CooTReTCTRYET VIReps e HoMy B Poccufickoll denepammn tecty 14.3 (P 6d- 1269713,

* CoOTRETCTRVET YTRepAIeHHoMy & Pocouiickoi Menepannn tecty (MP M3, npotokon M 12 ot
27 01.1997).

* CoOTRETCTRVET VIGepRIeHHoMY B Pocouiickoi enepaumn Tecty 15 (PO 6d-126--91).

* CoOTRETCTRVET YThepaacHuouy & Pocouiickoi Menepaupn Tecty 13 (P 6d-126--41).

* CooTBeTcToyVeT yToepadeniomy b Pocoriickoil @enepann setony (MP M3, npotokon MNe ¥ ot
03.07.1997).
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KH MOTEHLIHATRHONS poadeicTRMA MI0enmil, MaTepuaton, W/ WA IKCTPAKTOR H3 HHX Ha penpolyvETHRHYIG
VHKLHID, 2MOPHOMeHes (TEPATOre HMOCTER), MPeHATATLHOS W MOCTHATLTLHOS PAIBHTHE.

3.4 MAKCHMANLIHD dMiaanTapyesan qoza (MHEA)e Magkcuvansioe KoTRUecTno AMILIAHTHDYEMOro
MATEPHANE, KOTOPOS He BRALEIET ¥ IKCOEPHMEHTATBMEY KHBOTHLIX (WIHMECKHXY W MENAHHYSCKHY No-
BRI HMH.

I PHMCYAdHHALC— ,ﬂ..-'lﬂ NP TERAIICHAH HEREATE ARG Do HeH HOCTH WOEHEOTHEX MPH LTHTCIEHBIXY
HCCIEANBAHNEY MOTYT MOHEAIODHTECE NP BARDHTEEBH S HOCECOBAHHR.

3.5 nanedHe, HAKAIIMBANOICE Meprui. YoTpoilcToa, NpeauasiadeHiele 108 OCyILecTEASHHA Tepa-
MERTHYECKOTD 1eACTRNA WM GHArdocTHYeckoll by ke un nyTem afcopGuii 2NeKTpoMari HTHOTe, HOHHD-
[0 MM YILTPAIRYKOBOTO HATVUeHHE,

Il PHEMEHIHHE— B e OTHOSHTEH K }'i:']pDi-1CTU-.EI!.I. uupaﬁm’ml:uu:m:m '3.'Ilfli'l'|'.|!-!‘lf'l.'k\'.l-1l:'! TOEK, THEKHM KAK
WCETPOEAYTCPR, BOOHTETH PHTME IR lt.l}".l-ll{llllﬂHiL'.ILn}IEull_' AACKTPOCTHMYIHTODRL.

4 MeToam H3yHeHHA FreHOTOKCHIHOCTH

4.1 ObmHe noA0KERHA

B cnyuae, Koria HeohxXoIHsMo OUeHHTE FEHOTORCHISCKOS I8 HCTEHE METHLHHCKOTG HIOeus, CneayeT
NPOBECTH CEPHIO TECTOB in vilro. 29Ta cepHA QOUTKHS BEIDYATE N0 Kpafived mepe TpH ucnETanua. [Tps
ATOM N0 MEHBLIIEH Mepe IEa W3 HHX HeolXoIHMO BRIMOAHETE HA KISTKAN MISKOMHTANLINY — KISTEIX
MUHLIEHAN. AeNaTeNblEd, YTODL 3TH TECTh PAcTPOCTPaHATHCE Ha TP YPOBHA FeHoTORCHYeC kY dwher-
ToB, AHK-poaneficTene, reHHbIe MYTAUHH H XpOMocoMiBie abbepalii.

[Mpa sevanne — Tecr OICP 471 1 473 noxasane cefn secema ueHEBME. B ciyaae HeoBxoausorm ux
MOKHO NOAKPennTE Tecrom 476

Bee HCeCHEmOBaHHA Ha KHBOTHBIX HeCOXOMHMO OCVILECTRNATE B COOTRETCTERM ¢ 4.1 MICO 109932 [39].

Hecnenomanns sMedHITHHCKEN H1EMHH Ha TEHOTOKCHYHOCTL CREIyeT OCYILECTRAATE B COOTRETCTHHM
¢ NOCT P HCO 109931, 18 MCKIMeHHeM HAZeIMH 13 HereHOTORCHYMBLY MATEPHANOR, W OOUee Toro,
KOTAa BCE OCHOBHLIE KOMITOHEHTE IKCTPAKTOR, KOTOPLIE MOMYT GLITE: MASHTHMHIHPOBAMBL ITOIX0TA LIHMH
AHATHTHYECKHMH METOIAMM, TIPOARHIN cebd Kak He oDIadaiouine redoToRCHYHOCTLIO {CM. TAK®E TaIH -
uy | TOCT PHCO 108993 1),

4.2 [puroToRicine mpod

[lepen IPpUrOTORTEHHEM IKCTPAKTOR W HAYATOM HCORITAHWNE BCE MATEPHANE WIH HIMESTHA D00
OLITE B FOTOROM K YOOTPeONeHMe BAE (T.2. & BAEEe KOHZYHOH Tpoayviini ). TecTHpoBanHe mogae praoT
D0 IKCTPAKTE, THOO PACTROPEHHEE B IOEXOIFMe il cpee MaTepiansl. EciH neobxoammMo HeMoILIoRATE
HhE BHAA SECTPATHPYIOIHE CPed, TO O0HA M3 HHY MOeT OBITL (MHIHOMOMHYECKHM PACTROROM, & BTOA,
HATNPHMER, ~—— PRCTEOPOM THMETHACYIRPOKCHIA, KOTOPLIA BINOAHE CORMECTHM © TECT-CHCTEMOL.

Bunmanne | dusetnacvardorcns (AMOD) agiaercd IHTOTOKCHYNEM B OTIEILAMY TECT-CHCTEMAX
NpH KONIEHTPAHAY, OPEBLBuaNMINX 5 r/0 B soanos pacTeope. HeolxoaumMo HCNOALIORATE MAKCHMLILND
BOIMOGKILIE COOTHOIMENHA OADIHATH NOBEPXHOCTH K ODBEMY JKCTpardpyimedl cpeisl | BLIpREEHILE B
ex /i), MaTepHaasl @ HITETHA, HA KOTOPLIE HAHOCAT Bevehiule CPeACTEA NEPEl YOOTPelIenHeM, CALIYET
HCCACTOBATE ¢ HARECEHHLIM Jeqehiuy cpeacTeoM B Ge3 nerd. JKCTPaAKnHK HeohXoIuMo APpoBOANTE B JaK-
PHITRIN EMEOCTAX ¢ MHIHMAILAKNM NPOCTPARCTEOM 108 PARAOBECHOH razosoll (ais.

Jna obecneveHHA CONOCTABMMELIY PEIYILTATOR JKCTPAKTE HeTaTelbH0 BLIIEMAMBATE MPH TEMNepa-
wpe 37 "0 pe menee 24 4.

HeolxomuMo yUHTEBATE BOIMOBHOCTE THOAYYEHH IBOHCTEEHHELY PEIVILTATOR.

Mpawevanne— MNprrororieune npod npueegena B DOCT P ACO 10699312 0 momeT HCmod 2o rses
EMCLTO HECTOSIICT TYHETIL

4.3 MeToau HccaeIoBanHa
43IMNenoTOKCHYHOCTL in vilro
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MeToI TeCTHPORAH KA MOKHO BLIDPATL U3 pyROsoIcTes O P o ACHbTaH D XHMHEYECKHY COSIH -
HEHMA — TecThl 47 1—=473, 476, 479, 480482,

It PHMECYWIdHHE — B HEROTOPGRIC HAACHH BXOAAT COCOIHHCHHH, KOTORRIC MO 2hMEICEY FP‘:I'!FIEIEI(!I'I"IHIH'I-H
H.ﬂli.L'I'B}'K!IT Hil KACTEH, HAMPHMCPR AHT HOHOTHEM MIH HHTHCCIITHER.

432 HOTOKCHUYHOCTE In vivao

Ecnu ecTt HavuHBe Q0KAZATENLCTED MAW PEI3VILTATE HCCASIOBAMMH in wilro, YKATWMDAIOWHE HA Ha-
AHYHE OOTEHUHANEHOR FeHOTOKCHYHOCTH, TO CASIVET NPODSCTH TECTI in vivo, MeTolll TecTHROBRAHHA
MOKHO BROPATE I pyvRosoacTid OSCP no HCNLTAHNED XHMHYSCKNX coeaduenmin: 474, 475, 478, 483
455,

II PHMEYAHHLE — E MOCACHHEE BCME Pl 1paﬁ;11m|aak:r|'¢:ﬁ TECTOBRRIE CHCTEMBL © HPHMCHCHWEM TRHHCTCHHLIX
AHEOTHRN, NMPEIHIHHAMEHHEEC IS TOCTHPOBRHAH HI FEHOTORCHYHOC TR, '}IH METOOMEN BOAMOKHD ﬁ-].-'jE}"I' BECHMA T10-
JITAHE NP HCCOSEFEAHAN HMILTEHTALHHE, HO B J0TY H3EAHEAR HACTORMICT) CTAHIAPTA HCITHNIRIOBIAHHE FTHX TCCTOR
PILE He DEUID FAAKOHTHO. ﬂl]lil:.'EIHI:-EL' FOOT-CHOTCM C BRPHMOHCHHEM TPAHCITHHBEIX KHBOTHRLY COOCPHEHTCRE B AHTCRETY -
pe, npuBegeRHon B oAl

5 Meronsl H3y9eHHA KIHUEPOTeHHOCTH

5.1 Omue NoaoHenHa

TecTs no HCCHEIORANKIO KaHIEpOTE HHOCTH CIeAVeT OCVIIECTANATE B cooTreTcTani ¢ FOCT P MCO
10993 1.

OcHoBaHMeM 18 OROBEAEHHA TAKHK HCORTAHMA MOTYT BLITE CIelyILHe YCIOnHA:

) peiophHPYILLME MATERHATE WK HIOETHI, BCIH HeT ABHEIX ANSKBATHRHY cBeaennii no ux sodnei-
CTEMR Ha UENOBEKA]

0) MATEPHATE M HADEeIMA, TIPH HCCHeTOBAHHN KOTOPEIX HA TEHOTOKCHYHOCTE C NPHMEHEHHEM KNe-
TOK AUIEKOTIHTAMMLAY MOTYUeH Bl DOm0 HTENBHBE eIV iLTaThL;

B) MATEPHANL] B U3TEIHA, KOHTAKTHPYIOWIHE ¢ BUYTPEHHHMM CPedaMH OPpralnMIMa W/l ero nojio-
CcTAMM B TeveHnde 30 cyT W Bonee, 3a HCKTIOWEH HEM TEX, 0 KOTOPLIX HMEKTCA I0CTOBEPHLIE M AGCKBATHE
CRENEHHA © PEIVALTATAY HX KONTAKTA © OPraHyIMonM QeloBeka.

B cayvagx, koraa tpebyinTcs HeCneqoBaiis KEaneporeniore aduherta, Ho He ohnapyvae o TeHoToR -
CHYHOCTH, MOXHO OCYUIECTRIATE OAHOBPEMEHHO ¢ HCCIET0RAH MAMH KAHUEPOre HHOCTH KIHHHAYEC KHE He-
CIEAORAHMA,

B caywae, koraa MMIUTAHTALAA HE ARTAETCH HAaNDomee ModNoIaiy MeToaoM HIvaeHHA, Heolhxoan-
MO PACCMOTPETE ATBTERHATHEHLI HavaHDo o00CcHOBAHHBH CoCcod KOHTAKT.

5.2 Moearoroska npob

[0 BOIMOKHOCTH HCOBITAHKKG JOIXKHC NOIBEPTaTec] HIOelHe B rOToBRON 1n8 npUMesHeHs opMe.
MaTepHany crelyeT TpHIaTE YIOGHYIG L1 HMITAHTALME GopMy, YUHTLBAS OPH 2T0M MOTSHIHATEHOS
KaHnueporeHuoe geficrere Teepapx Ten {addiexy Onneurefisepa [15]).

IMTpawe=adne — Papaboraso obwee pykoBoactee no nogrotoske npab (DOCT P HCO 10993 12),
KOTOROC MOKEST “SACTHHHO JaMCHNTE .;!:!Hllhlj:l IIYHET.

5.3 MeToaw HecACAOBANKHEA

KanneporeHHesli TeCT M00TREH OLITE BENOIHEH COracH0 ¢ pyKosoacTiosM ODCP, os. Tect 451 Mau
453, nocae BLISCHEHMA COOTESTCTEYIOILETD HIMEHE MW, MOAXOIAIIErs ANA WMIVTAHNTHPYEMOrS MaTepHaia.

Oopue TReBYIOTCA I8 Jos0spx yposuda: MAD w ee vacte (obequo nomomiia MHAD) B kourpons
CAEAVET BEMOUATE DOTHATHIEHOBEIE MMITTANTATE HWAW HMITAHTATE M3 JIPYIEXY MATepHATOE, ¥ KOTOPRX
OTCYTCTRHE KaHUEPoreHHOTO 30uPekTa NPpH CRBUHMEY OpME |1 PasMepe SBIAeTCA JOKAIAHHBIM.

B mecagnomapnay KaHUEpOTeHHOCTH HA MPRIVAAX caenyeT npamenat: MM, Ecan sosmoxio, 31a
DO QUK HD COOTEETCTRORATE MAKCHMANLHOR 1aq venoneka { BRIpaKe HHOH B MI/KT).

Hecaenomanme TRAMEH A0VEEHO BETIONATE MIVHSHHE MECTa HMOIAUTALHHK M OUEHKY COCTON HIA 11§ -
NeCAKILLHY TEAHSH.

MMpumevasnux

] ﬂ,.'.ljl NPpEAVAPHTEARHOMN CEPAMHHEND MOGEHD HCTHVIRSOHATE NOAXONRITHE CHOTEMBI RACTOMHOH 11'Jiu!-:.'n:|mpuz|-
LLHLIL. TE'E‘.I’E-I KeTOMHORN TpiLI-[L'iiH][!l.'.[:l.[IHH TEKR HE BNOUIAT B MESYHAPMLIHES W HILROHATEHBIE CTHHOADTEL. Cfb.'l.'LB‘.I-t
Hil FOUTH KNCTOMHOH TRAHCHOPMBLHE COMEMAGITCR B IHTEPETYPS, NPHECISHHOR B AT,

2 C}'ll]_t(.'ﬂl-}"}ﬂ-‘l' CHEACHHE, T JEVEXCTY I HYATRIC HOCACOEIHRA D IETOMHAY Tpil.l-!l.'tllﬁ'.l?u[ﬁ!.‘l]il-t MOTYT BRHBEHTR

E u 5 '|' FOCT P CO 10993.3-99, N3penusa meamumnHckue. OueHka 61uonornieckoro 4encTeusa MeauunHCknx nsgenuii. Yacts 3. MiccneaosaHme reHOTOKCUYHOCTU, KaH
(I L FE 1 Biological evaluation of medical devices. Part 3. Tests of genotoxicity, carcinogenicity and reproductive toxicity


http://www.gostexpert.ru
http://gostexpert.ru/gost/gost-10993.3-99
http://gostexpert.ru/gost/gost-10993.3-99

rocT P UCO 10993399

KEHUCPOIeHE, KOTORFRC HC NPOHEEBATH PEHOTORCHYMHOCTH, HOD B TO & BPEME HEARSH YTHEEREUTATE, YMT0 BOS HE TR0 BHE-
MIMC FCHOTORCHY HOCTH  BAHICPRMCHEBL MOTYT GRTE BRIARTEHE C NOMOWERK HCCHEI0BAHM KaeToMHOH 'IT.'HH'L'III)I.TF.'lllJ—
LI, rl[!'.-i'l"lJM'_l.' BECDXOIH MO TEPOBCCTH HCOCACIOEIHIC KaH EPOreHHOCT#H in vive mo I’;FIE[I'iEIEi"! MEPS HE OJHN BT
TFPEIYHOR B TCHUCHWE BCCEH BN HHBOTHOM.

6 Meroae H3IYYeHHA TOKCHYECKOTD BOINCHCTEBHA HA PenpoiYKTHBHYK (QYHKIHIO
HHBOTHBIX

6.1 (e noaoHeRna

Hayvyenie TOKCHYECKOTO JEHCTEMA Ha PENPOIYKTHBEYI (Y UKIHID T0MEHO NPOBOIRTLCA I CAeTy-
IOIHE BHIOE MeOHUHHCKHY Wineni:

a) BHYTPHMAaToUHEE Winendd (FUD) maw apyrie w3nenua oas GTuTensHoro KoaTakta. Boosmomxen
MPAMON KOHTAKT ¢ PENpOIYVETHEHBAMHE OPTaHaME 1 TEAHAMH, TEAHAMH M08

0) HIIenHA, HAKATUIMEAOMIHE JHEPTIHID,

B} PACCACHIBANIIMECH WIH PACTRODHMLHECH MATEPHATLL.

Het Heofx0EuMOcTH NPOBOIHTE MCCISI0EAHHA PACCACBLIBAKMUHNCH HYIEITHE WAK N3terHi, conep-
HALHY BLIMLIBASMBIE KOMIIGHENTE], B CIVUAE CYIUSCTROBAHMA ANeKRITHOW Hudopsauny of alcopiunu,
METADOIHIME, PACTIPEIeNelHH B OPTaHH3Me M TOKCHUECKOM JefCThHH Ha PenpoIyKTHEHYI ((yHKIHID
OCHOBHLIY KOMITONEHTOR, OBHAPYKEHH LI B SKCTPaKTax. B BLITHRKAN U3 MATEPHATION H HI1CTHH He JTo0-
HO COASPEaTRCH (OpH WX olDA3ATENLHOH WIEHTHNHKAUHA ) KOMIOHSHTOR, OKAILBAIGIIHY TOKCHYeCKD?
NECTEHE Ha PENPOIVKTHEHYIO0 §WHELIMID.

6.2 lloaroToeka npob

B coyuae wavueni Mageniil, HaKaninsEoiluy 3Hepridie, BCe TeN0 RHBOTHEX TTONEE PranT odayye-
WO, TIPH IT0M 0033 G0IyHeHE J0TAH GRHTE VEETHYEHA B HECKONBKD PA 00 CPARHSHEK © Tol, KOTopPas
BOAMOEHA TIPH MPAKTHYSCKOM MPHMEHEHHH.

Buvrpusarounbie cpeicTii, PACCACLBANMIMECH WITSNUs W HILeTHA, CONepHAllHe BLIMBEIGASMbIE
KOMITOHEHNTE, CAEAVET HIYYATE B TOTOROH K ynoTpedneyuin qopwe. Mo®io Takke HIroToRHTE H3 HIyHd-
eMOr0 MATEPHATE HMIUIANTATE NOAXOIAMETO DATMEpI.

Heobxoguumo wenoneiopats MM sarepuama won vagenns. Ecin GBOIMOMHO, OHa QoUEHA § He-
CEILED PAT NPeRBIUATE MAKCHMAIBHYID 003V, HCMOTEIVEMYID MTPH MPAKTHHECKOM IPHMEHEHITH.

Mpuemeyanne— Mpausroe obuee pyRORICTED BO NOLMOTORKE P00 B HacToswee spems ([OCT P HCO
(992,120 MoskeT SCTHYHD JAMEHHTE JAHELELED TYHET.

6.3 MeTonw Accaesosanas

Ouenxa afuberta Ha nepooyd Nokonenus (F1) goksa DETE NpoBedeHa B COOTEETCTEHH © PesvibTa-
TaMH 10 KHHeTHEE adcopbumy ¥ pykopoacTeoM O2CP, tectit 414 1 415,

MNockonsky pvEoBOICTEO 2P He GLUI0 PACCUHTAHO HA HMIAHTHPVEMBIE WINEMHA, HeoDXoIUMO
MPHHATE BO BHUMAHHE CIelyI0HNe MapasMeTp:

— N03d (B CAYYas HINeAHH, HakalTiBaoIIHy IHERran);

— COGCOH NMPHMEHEHHA]

— BPEMA BOATSHCTENH (BOIMOKHOCTE IOCTHYL NOBBITEHHOND YPOBHA MATEPHATA B CI0 KOMITOHEH -
TOE § KPOBH B0 GBPeMs OpradoresHesa).

1] PHMEY dAHHE — B rapucHMocTH o TP MR TARACM OND HCTROCTESFELHES B XADAKTCDHCTHE MATCPHAA 5}';“.'1'
BOIPACTUTE POVLE TTEPH = W NOCTHATETEHCTD H3YHSCHHRA I:.L'-F.[. T [1 PEARFTA RO MC TR HEKE TP KLLHH EII-]H'IIIL‘I-i.‘L'K.I]-
o COODUICCTRE, TOM 3[

Ecam vndropsaiing, noaveeHHad @3 ApyTHY TECTOR, VEAILIBAET Ha HATHYHE MOTeHLUHATLHOIO TOKCH -
yeckoro dfubexTa Ha MyHCEVID PeNpoIYKTHEHYK CHCTEAMY, HeobDX0OUMO MPOEECTH COOTEETCTHRVIOUIHE HC-
MEITAHHA N0 OLHeHKe TOKCHYLCKOrD neficTaHA.

Mpumeaanne — B aocicanee Bpemd PUapalboTaHs METOIHKH 108 OUSHKH BIHAHIA Hl PeipoaykTRBHYIO
eIy H KL 0 vibTe, OHE MOryT GRITh THUISIHE B KAMECTES NIPLIBEPTEIBREN HCOEITAHH MPH HMEHHH TOKCHMCCKO T
NEACTEME HA PenpodykTHaHyo Gyakio, Copliks HE TECTOBLIC CHOTEMBL 5 M3YMeHIA BIMAHMA HA PenpoiykTHe-
HYHY (IVHEIMI COACPEATOH 8 ANTCPEryPe, NpHBeIcH ol B Ad.

E u 5 '|' FOCT P CO 10993.3-99, N3penusa meamumnHckue. OueHka 61uonornieckoro 4encTeusa MeauunHCknx nsgenuii. Yacts 3. MiccneaosaHme reHOTOKCUYHOCTU, KaH
(I L FE 1 Biological evaluation of medical devices. Part 3. Tests of genotoxicity, carcinogenicity and reproductive toxicity


http://www.gostexpert.ru
http://gostexpert.ru/gost/gost-10993.3-99
http://gostexpert.ru/gost/gost-10993.3-99

rocT P HeO 10993399

MPHACAKEHHE A
[CripaBot Hoe )

butanorpadua

Ao 1 JlaTeparypa o BHYTPHOCHROE MYTAOHH ¥ BHH-
BATHLEX

(1] KOHLER, Sw., PROVOST, G5, KRETEZ,
PL.OYCAICO, MI., SORGE, JA. and SHORT, JM.
Development of a short-term i wive mutagenesis assay:
the effect of methvlation on the recovery of a lambda
phage shuttle vector from transgenic mice, Nucleie Acid
Research. 199, vol. 18, p. 3007 —M1 3.

[2] SHORT, /M., KOHLER, SW_and PROVOST,
(%, The use of lambda phage shuttle vectors in transgenic
mice tor development of a short term mutagenicity assay.
In Mutation and the environment. Wiley—Liss: New York,

1990; p. 355—367.

A, 2 JMereparypa no ouense TPARCROpMALAN KAETKH

[3] Advances in Modern Environmental Toxicology,
Vol 1. Mammalian Cell Transformation by Chemical
Carcinogens. M. Mishra, V. Dunkel, and M. Mehlman
(edst. Senate Press: Princeton Junction (Mew Jemey,
O8550), 1981,

4| Transfarmation Assavs of Esablished Cell Lines:
Mechanisms and Applicarion. T. Kakunags and H.
Yamasaki (eds). Proceedings of a1 Workshop Organized
by IARC in Collabomtion with the US National Cancer
Institute and the US Environmental Protection Agency,
Lvon 15—17 Feb. 1984, [ARC  Scientific Publication
Mo 67

5] BARRETT, JC., OHSHIMURA, M_, TANAKA,
M. and TSUTSUI, T. Genetic and Epigeneric
Mechanisms of Presumed Nongenotoxie  Carcinopens.
In Bambury Report 25: Nongenotoxic Mechanisms in
Carcinagenesiy, 1987, p. 311=324.

[o] OSHIMUEREA, M., HESTERBERG. TW.,
TSUTSUL, T. and BARRETT, IC. Correlation of
Asbestosinduced Cytogenetic Effects with Cell
Transformation of Syrian Hamster Embryo Cells in
Culture. Concer Kes, Mov, 1984, vol. 44, p. 50175022,

[7] BARRETT, JC., OSHIMURA, M., TANAKA,
M. and TSUTSUL T. Role of Ancuploidy in Eary and
Late Stages of Meoplastic Progression of Syran Hamster
Embryo Cells in Culture. In Areuploidy. Wicki L.
Dellargo, Peter E. Voytek and Alexander Hollsender
{eds). Plenum Publishing, 1985

8] FITZGERALD, D). and YAMASAKL, H. Tumor
promotion: mudels and assay systems. Teratagenesis
Carcirag. Mufagen., 1990, vol, 10, No. 2, p. 89—102,

[9] KUROKI, T. and MATSUSHIMA, T.
Performance of shon-term tests for detection of human
carcinogens. Mutapenesis, 1987, vol. 2, No. 1, p. 337

[10] RAY, VA, KIER, LY, KANNAN, KL, HAAS,
RT. AULETTA, AE., WARSOM, J5., NESNOW, 5. and
WATERS, MDD, An approach o identifying speciaiieed

batteries of hicassays for specific classes of chemicals:
cluss analysis using mutagenicity. and carcinogenicity
relationships and phylogenetic concordance and
discordance patterns. 1. Composition and analysis of the
overall data base. A report of phase [ of the LS
Emvironmental Protection Agensy Gene- Tox Program. Mutat
Rex, 1987, wvol. 3, po 197—=241.

[11] DUNKEL, ¥C., SCHECHTMAN, LM.. TU.
AS. SIVAK, A, LUBET, RA. and CAMERON, TP.
Interaboratory evaluation of the CIHA0TL/2 cell
transformation assay. Environ, Mol Mutagen., 1988, vol.

12, Na. I, p. 21—31.

[12] JONES, Ca., HUBERMAN, E.. CALLAHAM.
ME., TU, A, HALLOWEEN, W., PALLOTA, 5.,
SIVAK, A LUBET, RA. AVERY, MD_ KOLIRI, RE.,
SPALDING, J. and TENNANT, RW. An mterdaboratory
evaluation of the Syrian hamster embryvo cell
transformation assy using eighteen coded chemicals.
Toxdeofogy in vitro, 1988, wal. 2, No. 2 p. 103—116.

ALY Jlurepatypa 00 NpOBEPKE NEHOTOKCHSHGCTH H
EAHIEPOIEHHGCTH

[13] Department of Health, Guidelines for the texfing
of chemicals for muiageniciry. London: HMS0, 1959,
(Report on Health and Social Security Subjects No. 35).

[14] Department of Health, Guidelines far the
evaination of chemicals for carcinogenicity. London:
HMSD, 1992, (Report on Health and Social Security
Subjects Mo, 42).

[15] OPPENHEIMER, BS., OPPENHEIMER, ET.
and STOUT, AP. Sarcomas induced in mts by implanting
cellophane. Proc. Soc. Exp. Bicl. Med., 1945, vol. 67,
Na, 33,

[16] BRAND, KG JOHNSON, KH. and BUOEMN,
LC. Foreign Body, Tumorgenesis CRC Crnt. Rev. In
Toxicofogy, October 1976, p. 353,

[17] BRAND, L. and BRAND, KG. Testing of
Implant Materials for Foreign Body Camcinogenesis. In
Hiomaterials, 1980, p. 819, G.D. Winter, DVF. Gibbons,
H: Plenk Ir. {eds). Advances in Biomaterials, vol. 1. Mew
York: J. Wiley, 1932,

[18] Binlogical Bases for Interspecies Extrapolarion of
Carcinogenicity Dasa. Hill TA., Wands, BC., Leukrsth
EW. Jr. fedsy { Prepared for the Center for Food Safety
and Applied Muintion, Food and Drug Administration,
Department of Health and Human Services, Washinglon,
DO July 1986, Bethesda ( MIXY: Like Science Besearch
Oifice, Fedemtion of Amencan Socketies for Expenmental
Biology.

119] Nationa! Taxicology Program Repowr of the BTFP
Ad Hoe Panet on Chemival Carcinogenesiz Testing and
Evaluation, August 1984, Board of Scientific Counselors.

GOST
I

FOCT P CO 10993.3-99, N3penusa meamumnHckue. OueHka 61uonornieckoro 4encTeusa MeauunHCknx nsgenuii. Yacts 3. MiccneaosaHme reHOTOKCUYHOCTU, KaH

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


http://www.gostexpert.ru
http://gostexpert.ru/gost/gost-10993.3-99
http://gostexpert.ru/gost/gost-10993.3-99

A4 Mwreparypa no npoBepye peUOIYKETABHGE TOK-
CHAHOCTH

[ 20] 1990 Grideline for toxicity stuwdies of drugs marnoal,
Chapter 4: Reproductive and developmental toxicity
studies. First edition. Editonal Supervision by MNew Dinugs
Division, Pharmacentical Affais Burean, Ministry of
Health and Welfare, Yakuji Mippo Lid.

[21] GABRIELSON, JL. and LARSS0MN, K5
Proposals for improving nsk assessment in reproductive
woxicology. Plrammacelogy & Toxicolory, 1990, vol. 66, p.
1—17.

{22] BARRACH. HIJ. and MEUBERT, D.
Significance of Organ Culiure Techniques for Evaluation
of Prenatal Toxicity, Archives af Tondeolagy, 1980, vol.
45, p. 161—187.

[23}] NEUBERT, D., BLANKENBURG, G,
CHAHOUD, |., FRANZ, G., HERKEN, H.,
EASTRER, M, KLUG, 5., KROGER, 1., KROWKE,
R., LEWANDOWSKL €., MERKER. HJ. and
SCHULZ, T. Resulis of i Vive and i Firm Studies for
Assessing Prenatal Toxicity. Environmenial Health
Perspectives, 1986, vol, 70, p. 89—103,

[24] SADLER, TW_, HORTOMN, WE_and WARMER,
CW. Whole Emboyo Culture: A Screening Technigue
for Teratogens? Teratopenesis, Carcinogenesiz, and
Muragenesis, 1982, wol_ 2, p. 243253,

125] FANTEL, AG. Culture of Whole Rodent
Embryos in Teratogen Screening. Terategenesis,
Carcinggenesis, and  Mwlagenesiz, 1982, wvol. 2,
p. 231—242

(28] KIMMEL, GL., SMITH, k., KOCHHAR, DW.
and PRATT, BM. Overview of in Fire Teratogenicity
Testing: Aspects of Validation and Application ta
Screening. Termvopenesis, Carcinngenesiz, and Mutagenesis,
1982, vol. 2, p. 221229,

|27) Culiure Technigues, Applicability for Studies on
Prenatal Differentiaiion and Toxiciry. D, Neubert and HI.
Merker (eds. ). Berlin: Walter de Gruvter, 1981,

[28] In Vitro Merhods in Developmenial Tovicalozy:
Use in Defining Mechanims and Risk Parameiers. GL
Kimmel and DM, Kochhar {eds ). Boca Baton { Flomda
CRC Press, 1990

1291 dn ¥Firo Embrvotoxcity and Termopenicity Tests.
F. Homburger and AH. Goldberg {eds. ). Corcepis in
Tovivalogy, vol. 3. Basel: KARGER, 1955

[30] BRENT, RL. Predicting Terstogenic and

rocT P HCO 10993399

Reproductive Risks in Humans from Exposure to Vanaous
Environmental Agents Using Jo Firro Technigues and fn
Five Animial Studies. Cong. Anom., 1988, vol. 28 {Suppl.),
541555

[31] TSUCHIYA, T, NAKAMURA A LIO, T and
TAKAHASL, A. Species Differences between Rats and
Mice in the Terutogenic Action of Ethvienethiourea: fn
Fivaydn vitre Tests pnd Teratogenic Activily of Ser Using
an’ Embryenic Cell Differentiation System. Taxicofagy
and Applied Pharmacology, 1991, vol. 109, p. 1—6.

[32] TSUCHIYA, T., BURGIN, H., TSUCHIYA,
MOWINTERNITZ, P, and KISTLER, A
Embrvalethality of new herbicides is not detected by the
micromss teratogen tests, Aroh, Towical, 1991, vol. 65,
po 145140

[33] KISTLER. A, TSUCHIYA, T., TSUCHIYA.
M. and KLAUS, M. Terstogenicity of arotinoids
(retinoids) Jn vivo and in vitre, Aroh. Toxiced, 1990, vol.
&4, p. GLE—622,

[34] TSUCHIYA, T., TAKAHASHE. A, ASADA,
5., TAEAKUBO, F., OHSUMI—=YAMASHITA, N_and
ETO, K. Comparative Studies of Embryotoxic Action of
Ethyvienethiourea in Rat Whole Embryo and Embryonic
Cell Culture. Teratelogy, 1991, vol, 43, p. 319—324,

|33] FLINT, OP. An:in vitro-test for teratogens: its
practical zpplication. Fd. Chem. Taxie., 1986, wol. 24,
Mas. 67, p. 627631,

|36] SCHMID, BP. and CICUREL, L. Application
of the post—implantation rat embryo culture system Lo
in vitro teratogenicity testing., Fa. Chem, Todc., 1986,
vol. M, Mos. 6/7, p. 623—026.

|37) Report of the in vitro temstology task force,
Organized by the Division of Toxicology, Oiffice aof
Toxicological Sciences, Center for Food Safety and
Applied Mutntion, Food and Drug Adminstration.

Envirovmenial Health Perspectives, 1987, vol. 72, p. 200—
235,

[38] Bass, R, ULBRICH, B.. HILDEBRANDT,
AG., WEISSINGER, 1., DOI, O., BAEDER. C.,
EUMERD, 5., HARADA, Y., LEHMANN, H_,
MANSON, I NEUBERT, D, OMORL Y., PALMER,
AL SULLIVAN, Fo, TAKAYAMA, S and TAMIMUTA,
T. Diraft gpoideline on detection of toxicity 1o reproduction
for medical products. Adverse g React. Tovical. Rev.,
1991, vol. 9, No. 3, p. 127—141.

[39] HCO 10993-2—92% Higeans MeanusHCKHE.
Ohuerka HBHOAOEHMECKOTD TEECTEN METHUHHCKHY Wi-
aeiui. Hacrs 2, Tpebominmn & 3eiume KHBoTHHY

® Mexayuaposuee crasmprsal — 80 BHHH KW FCocerapmapra Poconn.

GOST
I

FOCT P CO 10993.3-99, N3penusa meamumnHckue. OueHka 61uonornieckoro 4encTeusa MeauunHCknx nsgenuii. Yacts 3. MiccneaosaHme reHOTOKCUYHOCTU, KaH

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


http://www.gostexpert.ru
http://gostexpert.ru/gost/gost-10993.3-99
http://gostexpert.ru/gost/gost-10993.3-99

rocT P HCO 10993399

VIIK 615.46:002:006.354 ORC 11020 P20 ORCTY 9403

KRuwuesbie CAOBA: MEeIHLUHHCKOE 0D0pYIOBaHHe, MeTHUHHCKHE HITeAHd, TOKCHYHOCTEL, HoCne Do,
DHOADTHHECKHE HCCASA0BAHMA, MEHOTOKCHYHOCTEL, KAHUEPOreHHOCTL, PerpoIyETRBHAS dyHELM

Fenasiap 8. 1L Oevpuos
Tesnwaersknih pegakrop N O fpuwaosora
Kappekrap i, M. fespawrs
Komnewrepnon pepirea A, A, Kosaposa

Mg, nuo. M 02354 or 4072000 Coane s gaGop 17.07. X060, Toanscand o oéuars 23508, 2{HID Weao ared. o 1,40
Yy omanoa. UL Topax 178 sxs, C5724, Jax. 1857
HTK Haparesserso crannapran, (7076, Mocksn, Kosoneanwf nep., 14,
Hulpans b Kanvsexad tunormpahan cranoapros na NBEM.
Karywokan Tanorpaprs cransopron, JME02 ], Kowyra, yn. Mockosckas, 2546,

E u 5 '|' FOCT P CO 10993.3-99, N3penusa meamumnHckue. OueHka 61onornieckoro 4encTeusa MeanuumnHCknx nsgenuii. Yacts 3. MiccneaosaHme reHOTOKCUYHOCTU, KaH
(I L FE 1T Biological evaluation of medical devices. Part 3. Tests of genotoxicity, carcinogenicity and reproductive toxicity


http://www.gostexpert.ru
http://gostexpert.ru/gost/gost-10993.3-99
http://gostexpert.ru/gost/gost-10993.3-99

