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BBenoeHue

CobnoaeHne nonoxeHun ctangaptos cepun NCO 10993 « OueHka bUonornyeckoro AeUcTBmMst Meaun-
LUAHCKUX U3OeNnMiA» NO3BOMUT 0DecnevynTb CUCTEMHBLIN NOoaXod K UccnegoBaHUD DUOMOrM4YecKkoro 4ecTBUS
MeaULUNHCKUX N3aenunn.

Llenbio 3TUX CTaHOAPTOB He ABNsieTcsl 0e3ycnoBHOE 3akpenneHne eanHoobpasHbIX METO40B UCCNeao-
BaHWW U UCMNbITAHWI 3a rpynnamMmmn ogHopoaHbIX MeaUUMHCKMNX N3aeni B COOTBETCTBUN C NPUHATOU Knaccudou-
KaLunen x no Buay U AnuTenbHOCTU KOHTaKTa C opraHnaMmomM venoBeka. [1osToMmy nnaHnpoBaHe nnpoBeaeHue
ncecnegoBaHUM M UCNbITAHUA AOMKHBI OCYLLECTBNATL cneunannucTbl, UMeroLlMe COOTBETCTBYOLLYIO MOArOTOBKY
M ONbIT B 0Bnactn caHUTapHO-XMMUYECKOWN, TOKCUKONOTMYecKon U BUONOrnyeckon oueHoK MeguLUHCKUX
n3gennn.

CtaHgapTtbl cepun NCO 10993 asnsaroTca pykoBoAsLLMMUA AOKYMEHTaMU ANsi NPOrHO3MpoBaHUs U UCCTe-
O0OBaHUA BLUONOrMYEeCcKoro AencTemMa MeauLMHCKNX nsgennn Ha ctagun Belbopa matepuanos, npegHasHavyeH-
HbIX NS UX U3roTOBMEHUSA, a TakKe ANda nccrnegoBaHWM roToOBbIX M3OETUN.

Hactoawny ctaHgapT asnsaeTcda ocHoBononaratowim B cepumn ctaHgapToB MCO 10993, a Takke pykoBO-
OAWUM AOKYMEHTOM NO BbIOOPY METOA0B OLLeHKN DNONIOrMYeCcKoro AeNCTBUSI B COOTBETCTBUN C TpeDOBaHUAMN
be30nacHoOCTU NPUMEeHeHUst MegnLUUHCKUX N3gennin n matepuanos.

Kpome Toro, HasHadeHmne HacTosIWero ctaHgapta — orpaHuynTb pamKkn bMonorm4ecknx nccregoBaHni
Taknm obpasom, 4ToObl CHU3UTb A0 MUHUMYMa YNCNIO 3KCMEPUMEHTalNbHBLIX XXMBOTHBLIX U UX MNOABEPXKEHHOCTL
BpeaHOMY BO3AeUCTBUIO.

B cepnio MCO 10993 BxoaaTt cneayrowine Yactn nog obwmm HassaHMem « Msgenua megmunHeckmne. OueH-
Ka ODNONorm4eckoro 4encTems mMeanumHCKNX naaemm:

Hactb 1 — OueHka n uccneaoBaHUA;

Uactb 2 — TpeboBaHUA K obpaLlleHnto € XXUBOTHBIMM;

UHactb 3 — MccnegoBaHUS reHOTOKCUYHOCTU, KAHLEePOreHHOCTU N TOKCUYEeCKOoro 4eUCTBUA Ha PeENnpo-
OYKTUBHYH (PYHKLMIO;

Yactb 4 — WNccneaoBaHue nUsgenun, B3aMMogencTBYIOLWNX C KPOBLIO;

Yactb 5 — VccneaoBaHuWe HA UMTOTOKCUYHOCTL: MeToAdbl in VItro;

Hactb 6 — VccnepgoBaHue mMecTHOro gencTBind nocne MMniaHTauunm;

UHactb 7 — OcTaTo4uHoe coaepXaHue aTuneHoKcuaa nocre ctepuniisanm;

Hactb 9 — OCHOBHBIE NMPUHLKNBI NOAEHTUPUKALMA N KONTMYECTBEHHOIo onpegeneHnda NnoTeHuanbHbIX
NPOAYKTOB gerpagaunm;

Uacte 10 — WccnegoBanme pasapakaroLwero h CEHCMOUNN3NUPYoLWEro AeUCTBUS;

Uactb 11 — ccnepoBaHue obLWeToOKCUYEeCKOro 4eNCTBUSA;

Yactb 12 — lNpurotoBneHune npod n craHgapTHole obpasLbl;

Yacte 13 — UaeHTugunkayma n konundyecteeHHoe onpegeneHne NnpoaykToB gerpagau noMmMmepHbIX
MeaNLUMNHCKUX N3aenunn;

YUactb 14 — VaeHTUdpUKauma U KonmiyecTBeHHOe onpeaeneHne NpoaykToB Aerpagauum nsgenum ms
KepaMUKN;

Hactb 15 — MaeHTUdpukauma U KonmyecTBeHHOe onpeaeneHne NpoaykToB Aerpagauum nsgenum ms
MeTasnfoB 1 CNNaBoOB;

Yactb 16 — MoaenupoBaHMe U nccneagoBaHUe TOKCUMKOKUMHETUKM MPOoAYKTOB Aerpagauud M BbIMbl-
BaAHUSA;

Hactb 17 — YcTaHoBNeHMEe NOPOroBbIX 3HAa4YeHU ANS BbIMbIBAEMBIX BELLIECTB;

UacTb 18 — NccneaoBaHue XMM4YeCcKnUX CBOUCTB MaTEPUAToB;

Uactb 19 — UccnegoBaHne MU3NUKO-XUMUYECKUX, MOPMONormndyecknx n tonorpapuyecknx CBOUCTB
MaTepunarnosB;

Uactb 20 — lNpuHumnel n metoabl MccneaoBaHUA UMMYHOTOKCMYECKOro AeUCTBUA MeaULUMHCKUX
n3gennn.

IV



[OCTP UCO 10993-1—2009

HAUUWOHANBbHBILU CTAHOAPT POCCUUCKOWNW OGEOLEPAUUNMN

N3gennAd MEJULUUNHCKUE
OLIEHKA BUOJIOMTMYECKOI0O QENCTBUA MEOULUMHCKUX U3OENTUNA

YacTthb 1

OueHka U uccnegoBaHUA

Medical devices. Biological evaluation of medical devices.
Part 1. Evaluation and testing

[laTta BBegeHna — 2009 — 07 — 01

1 O6nactb NpUMeHeHUA

HacTtosawmnn ctaHgapT ycTaHaBnMBaeT crieaytowme NonoKeHus:

- OCHOBHbIE NPUHLUMNLI OLLEHKU BUONOrM4YecKoro AenNcTBUa MeauLMHCKUX U3aenuin (qanee — naaenus);

- onpegeneHne Kateroprum MeguLUnHCKoOro n3genng Ha OCHoOBe Xapakrepa 1 Npoac /HKUTENbHOCT KOH-
TakTa C OpraHM3MoM 4YesioBeKa;

- BbIOOP COOTBETCTBYHOLNX METOA0B UCCNEAOBAHNNA.

[TonoxeHust ctTaHgapTa He pacnpoCTPaHATCS Ha MaTepuansl U MeAULMHCKUE N3OENNN, HE KOHTaKTUPY-
loLLIME C TENOM NaUUeHTa HXA HENOCPeACTBEHHO, HM onocpeaoBaHHO. CTaHAapT Takke He ycTaHaBMUMBaeT Tpe-
OOBaHWA, HanpaBneHHble Ha npeaoTBpalleHUe ONacHOCTU AN nauueHTa, KoTopas MOXeT BO3HUKHYTb B
pe3ynbTarte Kaknx-nmbo 0TKasoB MeaULUMHCKNX U3OENMNN (MeXaHNYEeCKUX, 3NTEKTPUYECKUX U Ap.).

TpeboBaHNA HACTOSILLErO cTaHAapTa ABMATCH PEKOMEHOYEMbBIMU.

[TpnmedaHune— OcranbHble cCTaHA4APTbl KOMIMNEKCA OTHOCATCSH K onpeAeneHHbIM NccrnegoBaHnsiM (CM. MOsIC-
HEHWS B NPUINOXeHUn A).

2 TepMUHbI U onpegeneHns

B HacToslwemM cTaHaapTe NpUMEHeEHBI creayoLlne TEPMMUHBI C COOTBETCTBYHOLLUMMN ONpeaeneHNSMNA:

2.1 MeguuuHckoe nsgenue: Jlrobon npubop, annapart, npucnocodbneHne, Mmatepuan nnu apyroe naae-
nue, BKNoYas nporpaMmmHoe obecrnedveHmne, npuMeHsseMmoe N3ornMpoBaHHO UKW B KOMMNEKTe, NpeaHa3Ha4vYeH-
HOE N3roToBUTENeM ana:

- AWarHoCTUKAU, NpoUnakTuki, HabngeHus, nedyeHns nnm obrneryeHns 6onesHu;

- OWNarHoCTUKW, HabnwaeHus, nedyeHusa, obrnerdeHns UM KoMneHcauum rnoBpexaeHnUsa opraHoB WUMn
pn3nyeckoro HegocTaTka;

- MccnenoBaHus, 3aMeHbl N 3MEHEHUS aHaTOMUKU U PU3NOTIOTMYECKOTro NpoLeccea;

- KOHTpauenuuu:

N KOTOpPOE He siBNseTcst hapMaKkonormyeckmm, UMMYHOTOrMYeCcKUM U MeTabonmimyeckum cpecTBOM, HO
MOXET ObITb AONONHEHO TaKUMN cpeaCcTBaMMU.

[TpyumevyaHNH

1 M3genns He ABNSAITCHA NeKapCTBaAMM M OLEHKA X BUONOrmYeckoro AencTBust Tpebyet apyroro noaxoaa. [Npwm
OOMONTHEHNN MEANLMHCKOIO N3genns apmMmakonorm4eCckum cpegcTtBOM KONMUYECTBO €ro He 4OMKHO NPEBLIWAaTh CYyTOYHOW
N03bl.

2 TepMuH « MeauLUMHCKOE nagenuey Bkto4vaeT B cebs nagennsa cToMmaToiorm4eckoro Ha3Ha4veHUS.

U3paHune odbmumanbHoe
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2.2 matepuan: JItoboW CUHTETUYECKUI UNN NPUPOAHLIA MONMMEpP, MeTann, cnnae, kKepamuka Unn gpy-
O HEXU3HECMOCODHbLIM MaTepuan, BKoYasad HEXN3HECTOCODHYIO BNONOrMYEeCKY0 TKaHb, MPUMEHSEMbIN B
KadecTBe MeaULLMHCKOro n3aennsa unm ero 4acTu.

2.3 KOHe4YHbIU npoAaykT: MegunumHckoe nsgenme B TOM COCTOAHUN, B KOTOPOM ero NpUMeHAoT B Meaun-
LUHCKOW NpaKTUKe.

3 OCHOBHbI€ NPUHUUNbI OLEHKN OMONMOrm4ecKoro A4ecTBuA
MeAULUMHCKUX n3aernvn

3.1 Bbibop 1 oueHka nodoro matepuana nnm MmeauumMHCKoro nagenns, npeaHasHavyeHHoro gng npume-
HEHUSA B MeOQULIMHCKOW NpakTuKke, TpebyroT CUCTEMHOMO Nnoaxoaa K oueHke bMonorMieckoro AeUCcTBus.

Pa3paboTky M3genus oCcylecTBNsAKT HAa OCHOBE UHPOPMUPOBAHHONC M OOKYMEHTallbHO 3acBuae-
TeNbCTBOBAHHOIO pelleHns1, ¢ y4eToOM NpeumMyLLecTB U He4oCTaTKOB pasNnUYHLIX NPUrogHbIX MaTepuanoB U
METOA0B UccrnegoBaHUs. Anst obecneveHnsi rapaHTum Toro, Yto nsgenve BroToBoM Bmae oyaget pyHKLUNOHUPO-
BaTb B COOTBETCTBUM CHa3HaAYeHUEM, N eronpumeHeHne byaet besonacHo ANd YenoBeKka, B nnaHe paspaboTku
n3genus npeaycMaTpmuBatoT OLUEHKY BUOMOrM4yeckoro AenNcTBUS N3Oenus.

[Tporpammy oLUeHKU DUONMOrM4yeckoro AeUCTBUA n3aenna paspadartbiBatoT, OCYLLECTBASIIOT U AOKYMEH-
TanbHO 0POPMAAOT cneymnanuncTbl, CnocobHbIe NPUHUMATL PeLleHnst Ha OCHOBE MHJYOPMAaLIMN O NPENUMYLLIECT-
BaxX M HegocTaTKax pasfiMYHbIX MaTeEPUANoB N METOAOB UCCrieJOBaHUN.

3.2 llpu BLIBOpPE MaTepmanoB ANs N3roTOBNEHUA N3aenus, B NEPBYIO ovepelb HEODXOOANMO YUNTLIBATL
NX COOTBETCTBME HA3HaAYEeHUI0O N3aeNns No X XMMUYECKUM, TOKCUKONOTMYECKUM, PU3NYEeCKM, 3neKTpruyec-
KM, MOPdQoONOrMYeCcKUmM N MexaHM4eCKMM CBONCTBaM.

3.3 PaccmaTpuBaloT cneaytolme napameTpbl HA NpegMeT COOTBETCTBUSA DMONOrMYeckoMy AeUCTBUIC
M3genns B LeoMm:

a) UcxodHble matepuansl;

b) cneunanbHble 4OOaABKKU, NPUMECKU N OCTATOYHbIE BELLECTBA;

C) NpPOAYKThI BbIMbIBAHUS;

d) npoayKThl gerpagauuu;

e) npoYne KOMMOHEHThI U UX B3anMoaelCTBMUE B KOHEYHOM NPOAYKTe;
f) cBOMUCTBa U XapaKTepUCTUKU KOHEYHOro npoaykra.

[TpumeyaHwme—Illpn HEOBXOANMOCTU, OLEHKE DNONTOrMYECKOro AENCTBUA MOTYT NpeaLwecTBOBaTb MAEHTUIU-

Kauus N KONMYECTBEHHOE OnpeaeneHne BXogsyx B KOHEYHbIN MPOAYKT 3KCTPaArMpyemMbiX XMMUYECKUX KOMMOHEHTOB B CO-
orBeTcTBUM ¢ MCO 10993-9.

3.4 lNpnnpoBeaeHUn nccneaoBaHA M UHTEPNPETaLWUN PE3YNbTATOB OLLEHKU BNONOrMYEeCKOro 4ENCTBUAS
YUUTBIBAKOT XUMNYECKNI COCTAB MaTepnarnoB, BKNOYas YCNOBUS, a Takke BUA, CTENEHb, YacToTy U NPOAOIIKN-
TeNbHOCTb KOHTaKTa U3aenust Unn ero Yacten ¢ opraHMamMom vyenoBeka. Cneays BbllleckazaHHOMY, MeULIUH-
CKMe nsgenus ans Bbibopa COOTBETCTBYHOLWNX UCCNeaoBaHU NoApa3aensaoT Ha KaTeropun (CM. pasaen 4).
HacTodalwmni cTaHaapT pacnpocTpaHdaeTesl Ha UCcneaoBaHns MaTepuanos U/Mnu KOHEYHOTo NPoAYKTa.

[lnanasoH BO3SMOXXHOW BUONorndeckon onacHoOCTU LUMPOK U BKIOYaeT B cebs:

- KpaTKOBPEMEHHbIN 3pdpeKT (Hanpumep: ocTpas TOKCUYHOCTb, pasapakeHne KoXu, rnas n CnsncTblX
obonovek, rMnepyyBCTBUTENBHOCTb, reMONnN3, TpoMboobpasoBaHme);

- OTAaneHHbIN NN cneungnyecknn Tokcndecknii s ekt (Hanpumep: CyoxXpoHUYECKUA U XpOHNYEC-
KWW TOKCUYECKNIN appeKT, rmnepyyBCTBUTENBHOCTb, FEHOTOKCUYHOCTb, KaHLLEPOreHHOCTb U BO3AENCTBUE HAa
PENPOAYKTUBHYHO PYHKLUNIO, BKITIOYAS TepaTOreHHOCTh).

3.5 Onsa kaxgoro maTtepuana n KOHeUYHOro npoaykra aHanmMsnpyroT BCe BUALI DUOMOrMYeckomn onacHocC-
TN. OTO HE 03HAYaeT, YTO IKCNepuMeHTalbHble UccregoBaHUA BCeX BUAOB ONOMOrnyeckom onacHOCTU HeobXo-
ONMbl UNA BbINMOMHUMBI (CM. pa3aen 6).

3.6 Jliobble uccneagoBaHus in vitro nnw in vivo NpoBOAAT, OCHOBbIBAACh Ha MPUMEHEHU KOHEYHOT O NP o-
OyKTa 1 BbINMONMHEHUX NabopaTopHbIX TpeboBaHUK, Npy NocneayloLen HTepnpeTaunm pesynbTaTtoB UCCNeao-
BaAHUWN KOMNETEeHTHbIMU crieynanuctamin. lpn BO3IMOXKHOCTU, UccneagoBaHus in vitro NpoBoAAT A0 Hadana
nccneaoBaHWn in vivo.

[laHHble uccnegoBaHUK, AocCTaTouHble ANMA HEe3aBUCUMMOIQO 3aKMouveHUsl, OOJKHbl COXPaHATLCH
(CM. NosicHeHKe K 3.6 B A.2 npunoxxeHusa A).

3.7 T1OBTOPHYO DUOMOTMYECKYIO OLLEHKY MaTepUanoB UMY KOHEeYHbIX NPOAYKTOB NMPOoBOASAT NPU NodbIX
N3MEHEHMUSIX:

- UCTOYHMKA NOCTYNNEHUNA UMK NMIOOON XapaKTepuUCTUKN MaTepmnanoB, UCNOMb3yeMbIX B NPON3BOACTBE
n3genns;

2
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- cocTaBa, 0bpaboTKN, NEPBUYHON YNAKOBKU UM MeToAa CTEPUNU3aL MM KOHEYHOTO NPoayKTa;

- CBOWCTB KOHEYHOro npoaykta npu XxpaHeHuu;

- NMPUMEHEeHNA n3genus,

a TaKKe Npu Hann4ymn Ntobdoro npusHaka Toro, YTo n3genme Bo BpeMs NpUMMeHeHUs1 MOXKeT OKa3aTb HeXe-
naTenbHoOe BO3AeNCTBUE Ha YenoBeKa.

3.8 lNpun oueHKe buonormyeckoro AenucTB1Usa nsgenuns, npoBeaeHHon B COOTBETCTBUN € NONOXEHUAMA
HACTOSALLIEro cTaHaapTa, y4uThiBaOT NpUpoay U MOBUMbHOCTb UHIPEANEHTOB MaTepuanoB, NCNOMb3yeMbIX
ONA U3TOTOBNEHNA U3OeNnnd, a TakKe ApYryo MHopMaLuuio, B TOM YMiche pesynbTaThl ACOKITMHAYECKNX U KITUHU-
YeCKUX nccneagoBaHUn U gaHHble 06 n3genun nocne Bbinycka U3 NpousBoacTea (CM. nosdcHeHue K 3.8 B A.2
MNPUNOXEHNA A).

4 Knaccudpmkauma MeguumMHCKUX nsgernum

4.1 OCHOBHbIe NONOXEHUA

Ha oCHOBaHUM OOLLINX MPUHLIMNOB, U3NOXEHHLIX B pasgene 3, usaenusi noapasaensoT HaKaTeropum, Yto
obneryaeT BLIOOP METOAOB UCCNeJ0BaHUAA.

[Tporpammy MccnegoBaHUn U3OeNns, He BXOAALLEro HA B OAHY ONUCAHHYIO KATeropuio, paspabdaTbiBaloT B
COOTBETCTBUN C MONOXEHUAMU HACToALLEro ctaHaapTa. B ToM cniydae, korga nsgenne MoxeT OblTb OTHECEHO
bonee 4YemM K 0QHOW KaTeropun, paccmMmaTpuBaloT BO3MOXHOCTb NpoBeaeHUA NCCneaoBaHUN, COOTBETCTBYIO-
LLIMX KaXXO0W KaTeropuu.

MeanunHckue nagennusa noapasaensoT Ha KaTeropmn B COOTBETCTBUM C BUAOM U ANMUTENBbHOCTLIO KOHTaK-
Ta C OpraHNM3MoM YenoBeKa, kKakonncaHo B 4.2 4 .3.

4.2 Knaccudumkauma no BUAY KOHTaKTa c opraHM3MoM YenoBekKa

4.2.1 U3pgenun, He KOHTakKTUpyOLWlMe C OpraHU3MoOM YerioBeKa

HacTtoawmn ctTaHgapT He pacnpocTpaHdaeTcsl Ha nsgenusi, He MMerolne HM HenocpeaCTBEeHHOro, HU
onocpeaoBaHHOMO KOHTaKTa ¢ OpraHM3MoM YerioBeka.

4.2.2 U3pgenus, KOHTaKTUpYKOLUe C NOBEPXHOCTLIO Tena vYenoBekKka

B aaHHyo rpynny BXoaaT Usgenua, KoOHTakTupyroLlme co cneayrowmMmm noBepXHOCTAMMA:

a) CKoXeW.KaaHHOM KaTeropum OTHOCAT U3OeNNA, KOHTaKTUPYIOLWME TONBKO C HEMOBPEXOAEHHOU KOXKeN,
Hanpumep, anekTpoabl, BHelWHMe npoTesbl, PUKCUPYIoLW e NMEHTEI, KOMMPECCUOHHLIE MOBA3KU M MOHUTOPGI
PA3NNYHBIX TUMOB;

b) cocnusncTeiMn obonoukamun. K gaHHOW KaTEropmm OTHOCAT U3AENUA, KOHTaKTUPYOLLME C HEMNOBPEXK-
OEeHHBIMU CIU3NCTBIMU 0DONOUYKaAMUN, HANPUMEP, KOHTaKTHbIE NMUH3bI, MOYEBLIBOASLLME KAaTEeTepPbl, BHYTpUBAru-
HanbHble U BHYTPUKULLEYHbIE n3genna (kenyaodHble 30HAbl, CUTMOUOOCKONbI, KONTOHOCKOMNLI, raCTPOCKONLI),
BHOOTpaxearnbHble 30HAbI, OPOHXOCKONLI, 3yOHbIE NMPOTE3bl, U3Aenusa Ang OPTOACHTUM U BHYTPUMATOYHLIE
n3genus;

C) CNOBpeXaeHHbIMU NN NoABEePXKEeHHbIMM ONacHOCTU NOBpeXaeHUs NnoBepXHocTaAMIN. K AaHHOU KaTero-
PUN OTHOCAT U3AENNA, KOHTAKTUPYIOLLME C NOBpeXaAeHHbIMUA UK NoaBepXXeHHbIMU ONMacHOCTU NOBPeXaeHUS
MNOBEPXHOCTAMM TENA, HANPUMED, MOBA3KU NN NeYedHble cpeACTBa U OKKIMHO3MOHHbIE MOBSA3KN Ha SI3BbI, OXKOTU,
rpaHynALUOHHYIO TKaHb.

4.2.3 U3pgenud, npucoegnHaeMble U3BHe

K AaHHOM KaTeropum OTHOCAT U3AeNTnd, KOHTaKTUpyoLWmne co cneayrwmMmMmm ydactkamMmuy opraHusma 4Yeno-
BeKka:

a) CcucTeMou KpoBoobpalleHUst, HenpsiMon KOHTaKT. 3aenus, KOHTaKTUPYHOLKUE C CUCTEMOU KPOBOOD-
palleHna B 04HOM TOUKe U crnyaliue anga Bxo4da B KPOBEHOCHYIO CUCTEMY, HAanpumMep, yCTPOUCTBa AN BBee-
HUA PACTBOPOB U NepenMBaHng KPOBU;

D) CMATKUMU TKAHAMU, KOCTHBIMU TKAHAMUW, AeHTUHOM. 13aenua n matepuansl, KOHTaKTUPYIOLWUE C MAT-
KUMW TKAHSIMU, KOCTbO M CUCTEMOW « KaHan — OEHTUH», HanpumMep, nanapocKonbl, ap TPOCKOMNbl, CUCTEMbI pe-
HUPOBAHUS, LEMEHT A1 CTOMAaTOMNOMMN, NIIOMOUPOBOYHBLIE MaTEpPUasbl U KOXKHbIE CKODKU;

C) C UUpKynMpyrowen KpoBbto. N3aenuns, KOHTaAKTUPYIOLME C CUCTEMOUN KPOBOODpaLLEeHUs, Hanpumep,
BHYTPUCOCYAUCTbIE KaTeTepbl, BpeMeHHble 3MeKTpoabl KapauoCTUMYNATOPa, OKCUreHaTopbl U NMpUHaanex-
HOCTU K HAM, Anann3aTopkl, TPYOKN N NpUHaaneXXHoCcTu Ans ananumaa, reMmo- 1 UMMYHOCOPOEHTHI.

4.2.4 AMnnaHTUupyemble nzgenua

K AaHHOM KaTeropum OTHOCAT U3aeNTnd, KOHTaKTUpyoLwmue co cneayrwmMmMmm ydactkamMmmy opraHisma 4Yeno-
BeKka:

a) C MATKUMU N KOCTHBbIMWU TKAHAMW:

1) nsgenus, B OCHOBHOM KOHTaKTUPYIOLWME C KOCTbIO, Hanpumep, opToneandeckue WNunbKK, nnac-
TUHKWN, UICKYCCTBEHHbIE CBSI3KWN, KOCTHbIE MPOTE3bl, KOCTHbIE LLIEMEHTHI, BHYTPUKOCTHLIE NPUCNOcobneHus,
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2) n3genuvs, B OCHOBHOM KOHTaKTUPYOLWKME C MATKUMU TKAHAMU N MEXTKAHEBOMW XXUOKOCTbHO, HaNpu-
Mep, KapaAUoCTUMYNATOPLI, U34eNnnda ANda BBeAeHUA NekapcTBeHHbIX CpeacTB, HePBHO-MbILLEYHbIe AaTYUKU U
CTUMYTATOPLI, UCKYCCTBEHHbIE CYXOXUNMUA, UMNMaHTaThl rpyAHOW XXenesbl, NpoTe3bl ropTaHu (MCKYCCTBEHHAas
ropTaHb), UMNMaHTaThl HAAKOCTHULbI U KMUMCEI AN KPOBEHOCHbLIX COCYA0B,

b) cKkpoBblo. U3genusa, KOHTakTUPYoLWKME C KPOBLIO, HANpUMep, 3NeKkTpoabl KapaAnoCTUMYNATOPA, UCKYC-
CTBEHHblIe apTepuno- M BeHO3HbIe PUCTYIbI, cepaeyHble KnanaHbl, TpaHcnaHTaTbl COCYAO0B, BHYTPEHHUe KaTe-
Tepbl 4NA BBeAeHUSA NeKapcTB B KPOBEHOCHOE PYCIO, CTUMYNATOPLI XXenyaodka cepaua.

4.3 Knaccudpukauma usgenmm no npoaomXUTerIbHOCTU KOHTaKTa

N3genua nogpasnensaroT Ha KaTeropum B 3aBUCUMOCTU OT NPOACIKUTENBHOCTU KOHTaKTa cneayowmm
obpasom;

- KaTteropuna A — nN30ennga KpaTKoOBPEMEHHOIO KOHTakTa — O4HOKPAaTHOIO, MHOTOKPaTHOro UNn Henpe-
DbIBHOTO UCMNOMb30BaHUSA, KOHTAKT KOTOPbIX B ODLLIEN CIOXKHOCTU COCTaBNAET MeHee 24 y;

- KaTteropusa B — nsgennsa gnutenbHOro KOHTakTa — o4HOKpaTHOro, MHOroKpaTHOro U HenpepbIBHO-
rO UCMOJNIb30BAHUA, KOHTAKT KOTOPLIX NpeBbilaeT 24 4, HO cocTaBnseT He bonee 30 cyT;

- KaTteropua C — nsgenunsg NoCToAHHOro KOHTakTa — O4HOKPAaTHOro, MHOTOKPpaTHOTo UMiA HENPEPLIBHO-
rO UICMONb30BaHUA, KOHTaKT KOTOpbIX NpeBbillaeT 30 cyT.

Ecnn no npogomkMTenbHOCTU KOHTaKTa MaTtepuan unm nsgenne mMoryTt ObiTb OTHeCeHbl bornee Yem K

OQHOW KaTeropuun, To UccrnegoBaHuUs NPoOBOASAT C NOBbILLEHHOW TpeboBaTeNbHOCTbLIO. [1pn OTHECEeHNN n3aenus
MHOTOKPaTHOro nNpUMeHeHUsa KonpegeneHHou Kateropun ydmnTbelBaoT NoTeHUUanbHbIA KYMYNATUBHBLIA 3 oekT
3a BCe BpeMs, B TeYEeHUE KOTOPOro NpoTeKaeT KOHTAaKT.

5 UccnepoBaHus

5.1 OcHOBHbIE€ NONOXeHUs
KpoMe OCHOBHbIX NPUHLIMNOB, U3NMOXXEHHbLIX B pasgene 3, Npu oLueHKe bUonormiyeckoro 4encTBmst nage-
NN PYKOBOACTBYHOTCA Creay WM NonoXKeHUAMM:
a) uccneagoBaHUAM NoABePrarT KOHEYHbI NPOAYKT UNK penpeseHTaTUBHbIE 0bpasLbl KOHEYHOTO MPo-
OyKTa Unu matepuano, 0bpaboTaHHbIX Tak e, Kak U KOHEYHbIN NPOAYKT;
b) npuBLIOOPE METOAOB UCCIe4OBAHNN YUNTBIBAIOT!
1) BUA, CTeneHb, NPOACIIKUTENBHOCTL, YacTOTY U YCINOBUA BO3AEUCTBUA U3OENNA Ha OpraHusm
YyernoBeka UM KOHTaKTa ¢ HAM NPy UCNONb30BaHM NO HA3HAYEHWUIO,
2) XUMUYECKYH N PUINYECKYIO NPUPOoaY KOHEYHOro NpoaykTa,
3) TOKCUYecKkne CBOUCTBA XUMUYECKUX 3NEMEHTOB UM cCoeaNHEHNN, UCNOTb30BaHHLIX MPU U3rOTOB-
NeHn KOHeYHOro npoaykra,
4) BO3MOXHOCTb UCKMHOYEHUSA HEKOTOPLIX UCCneaoBaHUK (Hanpumep, npeaHasHaveHHbIX A4NS OLeH-
KA CUCTEMHBIX 3P PeKTOB), eCnNiM AoKazaHO OTCYTCTBUE BbiIMbIBAEeMbIX BELLECTB UIN eCIN UX YPOBEHb TOKCUY-
HOCTU M3BECTEH U OOMNYCTUM,
5) COOTHOLUeHMe nnowlaan NoBepXHOCTU U3OenNus U pasMepoB Tera peumnnueHTa,
6) MHpopMaUUOHHbIE AdaHHble, OCHOBaHHbIe Ha HaydyHOW nuTepaTtype, onbiTe U AOKITMHUYECKUX
ncecneaoBaHUSX,
/) OCHOBHYIO Lenb — OXpaHy 340Pp0BbS YETOBEKA, a TaKKe obecnevyeHne XopoLwnx yCnoBun coaep-
XaHNA XUBOTHLIX U cBedeHne A0 MUHUMYMaA Y1cna NCnonb3yeMblX No40oNbITHLIX XKUBOTHLIX U BRPeOHOro BO3-
NenUCTBUSA HA HUX;
C) Npu NONy4YeHUN SKCTPaKTOB N3 N3OENNN NCNOMb3YEMbIE PACTBOPUTENN N YCNOBUSA 3KCTPaKL A BbIOU-
paloT B COOTBETCTBUM C BUAOM N HA3HAYEHMEM KOHEYHOT 0 NpoayKTa;
d) npun HEOOXOOAUMOCTU UCTIONBb3YHOT NONMOXKNTENbHBIA U OTPULATENBHBIN KOHTPONNb;
€) MOCKONbKY pesynbTaTbl UCCNEAOBAHNN HE rapaHTUPYIOT OTCYTCTBUS NOTEHUMANBbHOro OBUONOrnyecko-
ro puUcKa, uccregoBaHng CONMPOBOXAAOT TWaTeNbHbIM HAbNoAeHMEeM 3a HeOXMOJaHHBIMU HeXXenaTenbHbIMA
peakuaMn Unm AaBNneHnamMmn y Yenoseka npu KMMHUYeCcKoM NpUMeHeHUn nsgenus.
bubnuorpadgpuieckn nepeveHb MexgyHapoaHblX CTaHAAPTOB U PYKOBOACTB NO UCCNeaoBaHUI0 NOTEH-
LnanbHbIX DMONOrMyecknx peakum npusegeH B onbnuorpadgpun.
5.2 [NlepBUYHaA oL EeHKa
5.2.1 OCHOBHbIe NONOXeHUs
OCHOBHbIe MeToabl UcCreaoBaHUA BIDMPALOT B COOTBETCTBUN C 5.2.2—5.2.10.
5.2.2 LUIMTOTOKCUYHOCTD
MeToabl nccnegoBaHuUs ¢ UCNONb3OBaAHUEM KIETOYHBLIX KYNbTYP onpeaenatoT NMU3UC KNeToK, 3aMeare-
H/E POCTa KMNEeTOoK, a TakKe aApyrue Buabl BO3AENCTBUS HA KINETKU, 00yCnoBNeHHbIe MeaULIMHCKMMUN U3aeNUSAMM,
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MatepuanaMmm mn (UNn) aKkcTpaktamm mn3 Hux. Metoabl unccnegoBaHUSA LUMTOTOKCUYHOCTU U3NOXKEHbI B
NCO 10993-5.

5.2.3 CeHcubunusupyroLiee gencreue

[daHHble uccneaoBaHUA NPOBOAAT Ha COOTBETCTBYIOLIEW MOAENN CEeHCUBUNU3UPYIOLWEro AenUCTBUS

MeaULUMHCKUX U3genni, MmatepuanoB WWNMM 3KCTPaKTOB M3 HUX NPU HenocpeacTBEHHOM KOHTaKTe. TaKkue
nccnegoBaHUs HeOOXOAMMbI, TaK Kak KOHTaKT UK BO3AENCTBUE AaXKe HeBONbLUIUX KONMUYEeCTB NOTEeHUUanbHO
BbIMbIBAa€MbIX BELLIECTB MOXKET BbI3BaTb annepruveckyto peakyuto. Metoabl uccnegoBaHuUs CEHCUOUNMNINPYIHO-
lwero aencteua onncaHbsl B MCO 10993-10.

5.2.4 Pazpgpaxawllee geucrteue

OTU UCccneaoBaHMs OLEHUBAKOT pasgpakatoLllyo cnocobHOCTb MeaULUUHCKNX U3gennn, matepuanos U
(MITN) SKCTPAaKTOB U3 HUX, UCMONb3YA ANd UMNNaHTauun onpeaeneHHble ydacTkM Tena (Koxa, rnasa unum crnmsunc-
Tas obonoyka) noaxoasauwen mogenu. Nposoaumele UCccneaoBaHMUS AOMMKHbI YYUTLIBATb BUA KOHTaKTa C opra-
HA3MOM (KOXa, rnasa, cnusamctass obonoyka) U NpoaoMKUTENbLHOCTb KOHTaAKTa WM BO3OENCTBUSA AN
onpeneneHns pasgpaxatrLlen cnocobHOCTU N3aennn, MmatepranoB U NOTeHLUWarnbHO BbIMbIBAE€MbIX BELLECTB.
MeToabl nccnegoBaHUs pasgpaatowero genctemnd nanoxeHsl B MCO 10993-10.

5.2.5 BHyTpuUKoOXHaA peakyua

DTN UCCneaoBaHUA OLLIeHNBAOT MECTHYIO peaKLUIo TKaHW Ha 3KCTpaKTbl U3 MeAULIMHCKUX U3aennn. ITOT
MeTod NPUMEHSAIT B crnydasax, Korga onpeaeneHue pasgpaxatrolwero gencTBug Ha KoXe UMK CrU3SUCTON
obonovke HenpuroaHo (HanpumMep, Npu uccnegoBaHU N3aennin, KOHTaKTUPYIOLWKNX C HENPSMBIM KPOBOTOKOM).
Takue nccnengoBaHUA TakKe UCTMONb3YIOTCH, ECNU 3KCTparmpyemele Beuwlectea rnapodpobHel. Metoabl Uccne-
OOBaHWUA BHYTPUKOXXHOWU peaku i nsnoxeHsl B MCO 10993-10.

5.2.6 OOLWeToKCUYeCcKOoe AeNCcTBUE (OCTpasA TOKCUYHOCTD)

[1aHHble nccnegoBaHUSA OCLLEHMBAKOT NOTEHLUMaNbHBIV BpeaHbI 3@ eKT Ha XKMBOTHbIE MoAeNN NP 0aHO-
KpaTHOM UM MHOMOKpaTHOM BO3AeUCTBUU HA HUX N34ennin, matepuanoB 1 (M) 3KCTPaKTOB U3 HUX B TeYeHne
MeHee 24 4. DT MeToabl MPUMEHSIOT B CIyvasX, Koraga npu KoHTakTe BO3MOXHa abcopOLUst TOKCUYHBIX MUTPU-
PYIOLMX areHTOB U NPOoAYKTOB Aerpagalun.

TecTbl HA NMMPOreHHOCTb NPUMEHSAT AN onpegeneHns NMPOreHHbIX peakumMn SKCTPaKToB U3 M3aenumn
nnn matepuanos. [lpn 3ToMm UMeeTCcsa B BMAY, YTO C MOMOLLLIHO OQHOro Tecta HEBO3MOXHO OnpeaennTh, Bbl3Ba-
Ha N MMPOreHHOCTb CaMUM SKCTPAKTOM UK 3arpsisHeHrnem aHAOTOKCUHOM. MeToabl uccnegoBaHUs ODLLETOK-
cudeckoro aencteins nsnoxeHol 8 UCO 10993-11.

MccneaoBaHna Ha UMMYHOTOKCUYHOCTL NMPUMEHSAIOT TOMLKO B TeX Cnydasix, korga MHgopMauuna U3 apy-
X UCTOYHUKOB NpeanonaraeT MMMYHOTOKCcHMYecKne adpdpekThl AaHHbIX U3gernnn.

MccneaoBaHms oOLLETOKCUYECKOro AENCTBMSI MOTYT ObITh BKIHOYEHBI B MPOTOKOMbI UCCNneaoBaHMA Noao-
CTPON N CYDXPOHNYECKOW TOKCUYHOCTU U MPOTOKOMbI UMNMNAaHTALMOHHBIX UCCNeaoBaHUN.

5.2.7 MNMopocTpana n cydoxpoHnveckasa TOKCUYHOCTb

ST nuccneagoBaHus onpedensaoT adpdeKT 0AHOKPATHOMC UMM MHOTOKPaTHOTO BO3AEUCTBUS UMW KOHTaKTa
c n3genmem, MmatepmanamMmumm (UNn) sKCTpakTaMmum U3 HUX B TedeHne He meHee 24 4, Ho He bonee 10 % KNU3HEHHO-
ro LuKna nogonbITHOrO XXUBOTHOTC (Hanpumep, 4o 90 cyT y Kpbic). laHHbIe uccnegoBaHUA MOXKHO He NPOBOAUTL
019 MaTepuanoB, Ha KOTopble eCTb AaHHble Mo XPOHUYECKOU TOKCUYHOCTU. B oTUeTe 0 pesynbTaTax uccneno-
BaHUN YyKa3bIBalOT MPUYMNHY, N3-3a KOTOPOMN MUCCNeaoBaHUA CYyOXPOHUYECKOW TOKCUYHOCTU He NpoBOoAMMMN.
MeToabl UccrneaoBaHUA CyoXpOHUYECKOU TOKCUYHOCTU BbIOUPAOT B COOTBETCTBUM C BUAOM U NPOACITIKUTENb-
HOCTbIO KOHTakTa. MeToabl UccrneaoBaHUs cybxpoHU4eckon Token4HoCcTM nanoxeHsl B UCO 10993-11.

5.2.8 eHOTOKCUYHOCTDL

[1pn 3TNUX UccnegoBaHUAX UCMONB3YIOT KNeToYHbIe KYNbTYPbl MNekonuTalwWwmxX U gpyrmx XXMBOTHLIX, a
TaKKe gpyrne metoabl UccnegoBaHUSA reHHbIX MyTaLUnUA, U3SMEHEHUN CTPYKTYPbI MUMUCa XPOMOCOM, APYTUX TOK-
CNYECKMX BO3AeUCTBUN Ha Ae30KCUPUDOHYKNenHoByto kncnoty (AHK) nnu reHebl, 006yCcrnoBneHHbIX KOHTakTOM C
n3genuem, Mmatepuanammm (Unn) akctpakTamum us HUX. Metoabl uccnegoBaHUA reHOTOKCUYHOCTU U3NOXKEeHbI B
NCO 10993-3.

5.2.9 AMnnaHTauus

ITUMN UCcrneaoBaHUAMU onpedenaoT MecTHoe NaToreHHoe AeNCTBME Ha XKUBYHO TKaHb (Ha MaKpOCKOMK-
YECKOM U MUKPOCKOMNYECKOM YPOBHSAX) NP U3y4eHU obpasLa matepurana unm KoHeYHoro npoaykra, MMnnaH-
TUPYEMOTO XUPYPrmieckum nytem unM nomMeulaemMoro B onpedeneHHyilo TKaHb B COOTBETCTBUU C
npegnonaraembiM NPUMeHeHNneM (HanpumMmep, UccrnegoBaHUe CTOMaTONOrMYeCcknx MatepmanoB). BoibpaHHblIe
MEeTOoAbl NcCcneaoBaHUA 0DbIMHO COOTBETCTBYIOT BUAY M NPOAOIKUTENBHOCTU KOHTaKTa. Ecnn npu nsydveHumn
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MaTepuana Takke onpegensietcsl obllee ToKCcMYeckoe AeUcTBue, AaHHble UccrneaoBaHUsl SKBUBANEHTHbI
nccneaoBaHUo CybxXpoHNYeckon TOKCUYHOCTU. MeToabl UccneaoBaHUA MeCTHOIO AENCTBUA NOCNe UMNMaHTa-
L BblbnpatoT B cooTBeTCcTBMM ¢ MCO 10993-6.

[TPOTOKOMbI UMNTaHTaALUOHHBIX NCCNea0oBaHMA MOTYT ObITh pacLlUMpeHbl 4151 BKIIOYEHUSA UccneaoBaHnm
00LLETOKCNYECKOro AEUCTBUA, NOAOCTPON, CYOXPOHNYECKOU U XPOHUYECKOW TOKCUYHOCTN.

5.2.10 N'eMocOBMeCTUMOCTDb

[daHHble nccnegoBaHuUa onpedensitoT, UCNOoNb3ysa COOTBETCTBYIOLWYIO Modenb UM CUCTEMY, BO3OEN-
CTBME MegNLUUHCKUX U3aen NN MmaTepranoB Ha KPOBb UMW ee KOMMOHEHTLI NPpU KoHTakTe. KOHKpeTHbIe aHa-
Nnn3bl HA reMOCOBMECTUMOCTb MOTYT ObITb paszpaboTaHbl ¢ MOAENUPOBAHMEM TEeOMEeTPpUN U3aenus Unu
MaTepuana, yCnoBMnU KOHTaKTa U AUMHaAMMKA KPOBOTOKA NMPU KIMMMHUYECKOM NPpUMEHEHNN.

NccneagoBaHuWe reMornnsa no3BonseT onpefenntb CTeneHb Mn3nca 3puTtpoLnToB U BbICBODOXAEHUE
remMornodunHa noa Bo3aeNCTBUEM U3OENTNN, MaTepunanoB N (MNKN) SKCTPaKTOB U3 HUX in vitro. MeToabl uccneno-
BaHUA reMoCOBMECTUMOCTU n3noxeHol B MCO 10993-4.

5.3 ononHuTenbHbIe MeTOAbI UCCNEeAOBaAHUN

5.3.1 OCcHOBHbIe NONOXEeHUSA

PaccmaTpuBaemMble AONONMHUATENbHBIE MeToAbl UCCNeaoBaHUN U3MNMOXKEHBI B 5.3.2—5.3.5.

5.3.2 XpoHn4ecKaa TOKCUYHOCTDb
DTU nUccneagoBaHuUa onpeaensT a@ekT 0AHOKpaTHOrO UMM MHOTOKPaTHOrC BO3AeUCTBUA U3Oennn,

MaTepuanoB u (UNN) 3KCTPaKTOB U3 HUX B TeYeHKWe nepuoga BpemMeHun, coctasngarowlero He meHee 10 % npoaon-
XXUTENBHOCTU XKNU3HW NabopaTopHOro XMBOTHOMO (Hanpumep, 4o 90 cyT y Kpbic). MeToabl UCcneaoBaHUN A0TK-
Hbl COOTBETCTBOBaTb BMAY W NPOAOCIKUTENBLHOCTM KOHTakTa Unu Bo3aenctsud. Metodbl nccnegoBaHUA
XPOHNYECKOW TOKCUYHOCTU n3noxeHbl B MCO 10993-11.

NccneaoBaHUA XPOHUYECKON TOKCUYHOCTU MOTYT ObITh BKMOYEHBI B NPOTOKONbI UCCeaoBaHUN Noa0-
CTPON N CYDXPOHUYECKOW TOKCUYHOCTU U MPOTOKONbI UMMMNAaHTALUOHHBIX UCCNeaoBaHUN.

5.3.3 KaHUepOoreHHOCTb
[aHHble nccneagoBaHUA onpeaensaroT KaHUeporeHHbIM NoTeHUan MmeauunHCcKnX nsgenuin, Mmatepuanos

N (UNN) BKCTPaKTOB 13 HUX B pesynbTaTe OQHOKPATHOrO MMM MHOMOKpaTHOrO KoOHTaKkTa, NMMdo BO3AEUCTBUA B
TeyeHne DonbLUEN YaCTU JKN3HEHHOTO LMKNA JKMBOTHOMO. 3TU UCCNeaoBaHUA MOTYT ObITb paspaboTaHbl AN
OAHOBPEMEHHOT0 N3yUYeHUA XPOHNYECKOU TOKCUYHOCTU U KaHLLepOreHHOCTU B paMKax OQHOro aKkcneprMeHTa.
NccnenoBaHUA KaHLUEPOreHHOCTU NPOBOASAT TOMNbKO B cnyYvae, ecrni AaHHble U3 APYrxX ACTOYHUKOB Npeanona-
"aloT NoAoOHYI0 akTUBHOCTL. MeToabl nccneaoBaHniA JOMKHBI COOTBETCTBOBATL BMAY U NPOACITPKNTENBHOCTA
KOHTaKTa nnn Bo3aencteus. Metoabl uccnegoBaHM KaHueporeHHocT nanoxeHsl B MCO 10993-3.

5.3.4 ToKkcudyeckoe BO3geUCTBUE Ha penpoaAyKTUBHYKO (PYHKLUIO U pa3BUTUE

2TN 1UccnegoBaHUS OLeHUMBaloT NOoTeHUManbHoe BO3AeucTBue MeauUMHCKUX U3aennun, matepuarnos
N(UNN) BKCTPAaKTOB U3 HUX Ha PenpoayKTUBHYIO OYHKLNUIO, pa3BUTUE aMDOpUOHa (TepaTOreHHOCTb), Ha NpeHa-
TanbHoe (BHYTpUyTPObHOE ) U paHHee nNocTHaTanbHoe passuTtue. iccnegoBaHusi M aHannsabl TOKCUYECKOTO BO3-
OEeNCTBUA Ha penpoayKTUBHYIO OYHKLIAIO 1 pa3BUTUE NPOBOOAT TONLKO B TEX cny4dasXx, koraa nsgernne MoXxeT
NOTEHUMANBHO NOBNUATH HA PEnpOoaYyKTUBHYIO YHKLUNUIO cybbekTa. NpuHUMaloT BO BHUMAHWUE KOHTaKT U3ae-
nua conpegeneHHbIM y4acTkoM opraHmama. MeToabl uccriegoBaHUAa TOKCUYECKOro AeNCTBUA HA PenpoayKTUB-
HYHO OYHKUMIO U pa3sutme nsnoxeHol B MCO 10993-3.

5.3.5 buoperpagauus

[Tp1 BO3IMOXHOCTU paccackiBaHUA UNW aerpajgaumm cooTBETCTBYOLWME MeToadbl ccneaoBaHU MOTyT
BbIABUTb B U3OENUAX, MaTepuanax n (Mnn) BoITAXKKax U3 HUX npoLecckl abcopdbunn, pacnpocTpaHeHns, bno-
TpaHcdopMaL i 1 BbIBEAEHUS BbIMbIBAaeMbIX BELLECTB U NPOAYKTOB Aerpagaunn. MccnegosaHus buoaerpa-
aaunn nanoxeHol B MCO 10993-9.

6 BbiOop MeToO4OB OLleHKU OMONIOrM4ecKoro AencTBus

OueHuTb buonornyeckoe AeUCTBUE U3OENNN U MATEPUANOB MOXHO Kak U3y4EeHNEM COOTBETCTBYHOLLEro
npeabliaywero onbiTa, Tak u NnpoBeaeHUeM akcnepumMeHTanbHbIX UccnegoBaHni. Takad oLeHKa MOXeT NPpUBEC-
TW K 3aKMHOYEHNO 00 OTCYTCTBUN HEODXOQMMOCTMN 3KCMEPUMEHTANBHOMO NCCNeAoBaHUSA NPU HANUYUKA AaHHbIX
00 UCnonb3oBaHUM MaTepmana B Ka4ecTBe, 3KBMBANEHTHOM TOMY, B KOTOPOM €ro NMaHupyoT NPUMEHUTD.

B Tabnuue 1 ykasaHbl MeToabl NEPBUYHON OLEHKU, peKoMeHAyeMble ANA KaXXO0W KaTeropmum nsaennin u
ONUTEeNbHOCTHA.
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Tadbnumua 1 —

OCT P UCO 10993-1—2009

PeKoMeHAyeMble MeTodbl OLEHKM BMONorm4eckoro 4encTBnst MeauLUMHCKUX N3genvn

Karteropus nagenum B 3aBUCUMOCTH OT BUaa y
HaunmeHoBaHne BUonorn4eckoro AencTBusA
KOHTAKTa ¢ OPraHU3mMomM 4YerioBeKka
[Tpoponmxkntens-
EOCTI:: KOHTaKTa N Nonoct-
P ePe CeHau- meﬁEe O6was | Pa !
MEHHBI Lluto- | Bunuam- » cybxpo- | [eHo- [ emo-
['pynna Bun (MeHee 24 ), Mnu TOKCUM- MmMnnaH-
- . | TOKCuy- | pyroulee HUYEeC- | TOKCUM- COBMEC-
U3aennn KOHTAaKT4d B — NNUTENbHbI - BHYTPW- HOCTb Tauns
HOCTbL | O8UCT- Kas HOCTb TUMOCTb
(0T 24 9 o KOXXHas | (ocTpas)
30 cyT) BUE beakLus TOKCUY-
yT), ! HOCTb
C — NOCTOAHHbIN
(bonee 30 cyT)
A X X X
Koxa B X X X
C X X X
A X X X
N3penws CnuauncTble
”giepg'o 060MNOYKH B A X A
HOCTHOT
KOHTaKTa C X X X X X
[ToBpexaeH- A X X X
Hbl€ N1 noa-
BEpP>XXEeHHbIE R X X X
ONnaCHOCTH
NOBpeXaAeHUA
NOBEPXHOCTY C X X X X X
A X X X X X
He oV
IPAMOU B X X X X X
KPOBOTOK
C X X X X X X
N3genus, A X X X
OMCoe - Msarkme TKa-
HIEMb(E HI, KOCTb, B X X X X X X X
NEHTUH
N3BHE C X X X X X X X
A X X X X X
NDKVYITUPVYHO-
-MpKyNMpy B X X X X X X X X
114 KPOBb
C X X X X X X X X
A X X X
Msarkme TKa-
B X X X X X X X
HW, KOCTb
Mimnnan- C X X X X X X X
TUPYEMbIE
n3anenus A X X X X X X X
KpoBb B X X X X X X X X
C X X X X X X X X

[TpumeyaHune—Tabnuua aBNsieTCs OCHOBOW ANs pa3paboTku nporpaMmmbl UCMbITAHUA MeAULUHCKUX n3ae-
NMUN, HO HE ABNAETCH 0bs3arenbHOMN.

B Tabnuue 2 ykazaHbl MeToAbl AONONMHUTENBHOW OLEHKNU, PEKOMEHAYEMbIE AN KaXXA0W KaTeropum naae-
M 1 ANNTEeNbHOCTHN.
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Tadbnwuua 2 — HononHntenbHble METOAblI OUEHKN DUONOMMYECcKOro A4encTBus MeanUMHCKUX N3aernvun

KaTteropusa usgenmm B 3aBUCUMOCTU OT BUOA KOHTAKTA C y
HauumeHoBaHue BUONOrn4ecKoro 4encTBus
OpPraHuU3MoMm 4YenoBeka
[TpoaoMmKNTenbHOCTL
KOHTAaKTa
A — KPaTKOBPEMEHHbIU
PenpoaykTme-
[‘pynna Bua (MeHee 24 v), XpoHudeckana | KaHueporen- HES! COYHKLIMS Buoperpa-
n3nennu KOHTAKT4d — A TOKCHNHHOCTD HOCTb dLUWNHA
i B — anurenbHbIU A PA3BATUE nau
(0T 24 4 no 30 cyT),
C — NOCTOAHHLIU
(bonee 30 cyT)
A
Koxa B
C
A
N3pgenva  no- | Chpancrole 060-
BEPXHOCTHOIO | roukm B
KOHTaKTa C
[ToBpexXaeHHbIe A
NI NOABEPXKEH-
Hble OMAacHOCTY B
NOBPEXAEHNA C
NOBEPXHOCTU
A
Henpsmon Kpo- 5
BOTOK
C X X
A
Magenuns, npum-
MAarkne  TKaHwm,
CcOoeaVHSAEMbIE OCTL. eHTUL B
N3BHE A
C X X
A
{npkynupyto- 5
1185 KPOBb
C X X
A
MAarkne  TKaHwm, 5
KOCTb
MimnnaHTtunpye- C X X
Mbl€ N3aenus A
KpoOBb B
C X X
[TpumeyaHnwmne— Tabnuua ssBNsieTCHA OCHOBOW ANSA pa3padboTku nporpaMmmbl UCMbITAHUA MEAULMHCKUX N3ae-

NMMUN, HO He sABNAeTCH 0bs3aTenbHOMN.

YuutbiBas pasHoobpasne MeauLnHCKUX U3gennin, NpUuHUMaroT BO BHUMaHUE, YTO He BCe MeTobl, YKa-
3aHHble Ang onpeaeneHHon KaTteropum, HeobxoanumMbl U MPUMEHUMBbI 4S9 KaXXA0ro KOHKpeTHOro usaenua. Ans
TeCTMPOBAaHUA BaXkHa OLeHKa KayKaoro n3aenns B COOTBETCTBUK C NPUCYLLMMN eMy KadecTBaMn: Npy HeobXo-
OUMOCTM UCNOSb3YIOT ACMNOSHUTENbHBbIE NCCIeJOBaHUSA, He YKasaHHble B Tabnuuax.

B oTyeTe 0 pesynbTaTtax uccnegoBaHnin 060CHOBBIBAOT BbIBOP TEX UITN UHBIX METOA0B.
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7 Ob6ecnevyeHne AOCTOBEPHOCTN U HAAEXKHOCTU pe3ynbTaToOB UCCneaoBaHUN

7.1 I'apaHTUA 4OCTOBEPHOCTU U HAAEXHOCTU UCNONb3yeMbIX METOA40B UCCNeaOoBaHUA

Mcnonb3yemMble MeToAbl OLIEHKN BUONOrMYECKOro AeUCTBUSI AOIKHbI ObITh YYBCTBUTENbHBIMU, TOYHBIMU
N TWAaTeNbHO BbINONHEHHBIMW. Pe3ynbTaThl UICCNeaoBaHNN A0MKHBI ObITb BOCMPOU3IBOANMBIMU HA MeXXT1abo-
PaTOPHOM N BHYTPUNabopaToOpHOM YPOBHSIX.

7.2 'apaHTUA gNUTEeNbHOIro NPpUMeHeHUuN

[[apaHTUIo TOro, YTo MaTepuan nsHadyanbHO NPUMEHUM AN UCNONb30BaHUA B MeJULMHCKOM 1U30eNNN U
npuemMnem anst 4oNroCcpoOYHOro Nonb3oBaHUA, obecneunBaroT CUCTEMON yNpaBeHUA KAYeCTBOM (CM. NOSICHe-
HUe K 7.2 B NPUNOXeHUn A).

[Tpnmevanune—BKNCO9001mnanoxeHbl TpeboBaHns K cnctemam ynpasneHusikavectsom. B MCO 9004 npea-
cTaBneHo bonee noapobHOe pyKOBOACTBO Mo pa3paboTke n npon3BoacTBY NPOAYKLUN.
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[MpunoxeHune A
(cnpaBo4HoOe€)

MosicHeHUA

A1 loacHeHnsa No cTaHOAPTY B LENOM

HacTtosawmm ctaHgapT nocBsiweH obecneveHnto 6e3o0nacHOCTM MCNONb3OBAHUA MEAULMHCKUX N3OEeNNn n maTepua-
NnoB. [NonoXeHns HaCTOALEro cTaHaapTa yCTaHaBNMBAIOT TAKOW NOAX04 K OLeHKe BUONormieckoro AencTBust MeauumH-
CKMX M3OeNUN, KOTOPbIW paccMaTpuBaEeT ee Kak obs3artenbHylo 4acTb obuwen oueHkn 6e30nacHOCTU MeaULUMHCKUX
N3OenNnn n maTepuanoB U BaXXHbIW 3Tan ux pas3pabdboTku. Tak Xe, Kak U ocTarnbHble 3Tanbl npouecca pa3padboTKu, OLUEeHKa
HauerneHa Ha onpeaeneHne BO3AeNCTBUSA U3OENMUU U MaTEPUANOB HA Pa3nnUYHble TKAHWU OpraHmn3ma YernoBeka npum npume-
HEHWW MO HA3HAYEHUIO, a HE B KAKMX-Nnbo cneundpunvecknx ycnoBusix.

B HacTosiwem ctaHgapTe yCTaHOBNEHA Knaccupumkaums mMeguunHCKNX n3gennn, B KOTOPOW BblaeneHbl Hanbonee
KPYMHbIE KATEropUNn, a Takke MeToabl MccnegoBaHns bBUONOrMYECKoOro AeNCTBUSA AN KAXA0W KaTeropum.

Tak Kak gnanasoH BO3MOXHOro 6Monorm4eckoro pucka oblmpeH, Henb3sa paccmaTpmBaTbh B3aMMOOENCTBUE TKAHU C
MaTepnanom N3oNMMPOBaHHO OT 0BLLEN KOHCTPYKUMKM n3genus. Icnonb3oBaHne camoro Nyylero ¢ TOYKU 3peHUS B3anMo-
OEVNCTBUSA C TKAHbIO MaTepuarna MOXeT NPUBECTU K YXyALWEHNIO PYHKUMOHAlNbHbLIX KAYeCTB n3genuns B uenom. [pm atom

B38MMO,EI,EF’ICTBME C TKaHbKO — J1INWb OAHA U3 XapaKTepPMnCTukK Mmartepumaria. Ecnwu vycnopmem npmMmeHeHns no Ha3Ha4YeHuio
HABINAETCH KOHTAKT C OPraHN3MOoOM HEITOBEKA, TO BITUHAHUE pa3MepPOoB n3gerind niun ero yacTewn, KOHTAQKTUPYIOWNX C COOTBET-

CTBYIOLWMMUN TKAHSAMMW, ABNSeTCH obsa3aTenbHbIM NpeamMmeTomMm nccnegoaHmns. ObbIMHO Xe B cTaHaapTax U pyKoBOACTBaAX,
yCTaHaBNUBaKLWMX TpeboBaHUSA K pa3paboTke n NPpon3BoACTBY U3OENUN, BNUSHUE Pa3MEPOB N3O ENNUS UIMN €ro YacTeW,
KOHTaKTUPYIOWMX C TKAHSMUW OpraHn3ma, He paccmMaTpuBaeTCH.

buonornveckoe AencTBME MaTepunana MoXeT ObiTb HEXenaTenbHbIM NMPU €ro NCNONb3OBaHUN B OAHOM Ka4veCTBE
NPUMEHEHNA N HE BbITb TAKOBbLIM NPU UCMONTb30BAHUU B APYIOM KQ4YeCTBe.

HecmoTps Ha TO, YTO N3yYeHne BMONOrMYECKOro A4ENCTBUSA MEAULMHCKOTO N3gennst unn matepmana onmpaeTcs Ha
METOAbl C UCTMONb30BAHNEM XUBOTHbIX, HEODXOAMMO YHUTBIBATL, YTO OAWH U TOT Xe Matepurarn MOXeT OKa3biBaTb HEOQNHA-
KOBOE BO34ENCTBNE HA TKAHW YENTOBEKA N XXNBOTHOIO. Kpome Toro, Hanun4vme y niogevn tHamBmnayarnbHbIX peakunmy no3Bors-
eT npegnosiaratb BO3MOXHOE BO3HUKHOBEHWE HEXENATENbHOIro 3gMeKTa Npu NPUMEHEHUN YXKE U3YYEHHbBIX MaTEPUNAanoB
CO CTabUINbHBLIMWN XapakTepucTukamu. NosTomy no mepe pasBuUTUSA HAYKU 1 MOHUMAaHNST OCHOBHbIX MEXaHU3MOB AENCTBUSA
N3genum n maTepuanos npeanoyTeHne dbyayt otgaBatbe MeTOAAM in Vitro B TEX cny4asix, Korga oHm obecnevart paBHOLEH-
HY0 MHOOpMaLUUIO.

[TpmMeHeHne Ype3amMEePHO XKECTKNX METOA0B N KPUTEPUEB OLLEHKN MOXET NPUBOAUTL UMW K U3NULLHUM OrpaHU4YeHUSM
(3anpertam)B OTHOLWWEHUN NPUMEHEHNSA N3AENUN UITN MATEPUANOB, N K NOXHOMY NPeACcTaBNEeHNIO 00 ONACHOCTU NX UCNOTTb-
30BaHUA.

[1pn ycTaHoBneHmn ocobbix TpeboBaHun K 6€30NacHOCTU NPUMEHEHNS MEANLMHCKOIO N3aenns nn matepuana
cneunanuncTel B obnactm nccnegoBaHum MeauUMHCKUX N3gennim n matepmuanos MOryT UCNONb30BaTb cneynarnbHble METO-
Obl N KPUTEPUUN OLEHKWN. B Takom crny4vae metogbl M KPUTEPUN OLEHKU YCTAHABIIMBAOT B HOPMATUBHOM AOKYMEHTE HA n3ge-
nne nnu maTtepuan KOHKpeTHOro Tuna, Buaa.

HacTtosawmm ctangapTt He aBnsieTcs Habopom obs3aTenbHbIX TpeboBaHUM N METOA0B, NpeAHa3HaYeHHbIX AnsA nvu,
HE NMEIOLMX HN COOTBETCTBYIOWEN NOATOTOBKU, HU onbiTa. [lonoXeHns HacTOALWEro ctaHgapra cneayeT NpUuMEHATb C
onpegeneHHoOn 4oNnen NHTepnpeTauum n B3BELWEHHOCTU. Ha 3T0 cnocobHbl cneunanmncTbl, KOTOPbLIE UMEIOT NMNOATOTOBKY U
ONbIT B OLEHKE DMONOrNYEeCcKoro 4eNCTBUA N KOTOPbIE ByayT yunTbiBaTb PAKTOPLI, OTHOCALWMECS K U3AENNIO, MaTEPUany u
npegnonaraeMmomMy Ha3HavYEeHUto, a TaKKe byayT yunTbiBaTh MHPOPMaLUIC, NONMYYEHHYIO N3 NUTEPaTypPbl, TabOPaTOPHOron
KIMUMHUYECKOro onbiTa.

A.2 losAcHeHnAa No pa3genam cTaHgapTa

Hwxe npuBegeHbl NOSICHEHUA K pa3aenam (nogpasaenam)Hactosuwero ctaHgapra. Hymepauus pasgenos (nogpas-
OENOB) COOTBETCTBYET HYMEPALMK, MPUHATON B OCHOBHOW YacTu cTaHgapra.

Pasgen 1. Kpome xapakrepucTuk Buonormn4eckoro A4eNCTBUS marepumana, CylweCcTBYIOT U Apyrue BaXXHble XapaKTe-
PUCTUKN, KOTOPbIEe HEODXO0ANMO NPUHNMATBL BO BHUMAHUE NPU CO34aHUN N3OENUs.

3.6 [NlepBuyHas oueHka BMONOrMYECKOro AeNCTBUSA MEANLMHCKOIO U3JeNnsa MOXET BKI0YaTb B CEOA KAk N3y4eHune
OAHHLIX NPEALWECTBYIIOWErO OMNbITa, TAK U 3KCNEPUMEHTAalNbHbIE nccnegoBanus. [NogobHas oueHKa MOXET NO3BONUTL CAE-
nartb crneaylowmm BolBO4: HET HEODBXOAMMOCTU NPOBOAUTL SKCMEPUMEHTANbHbIE UCCNEA0BaHUA TOrAa, Koraa BbibpaHHbIv
MaTepuan y>xe NCnob3yoT B KAYECTBE, aHaNnormM4YHoOM TOMY, B KOTOPOM NnpeanonaraT ero Ucrnonb3oBaTh B CO34aBaeMOM
n3aernunn.

OueHka gonxkHa yumTbiBaTh Npegnonaraemoe n BO3MOXHOEe HEOXNOaHHOE B3aMMOAENCTBUE MEXAY MaTepuanom u
TKAHAMW OpraHmn3ma 4YenoBeka.
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3.8 UenbpgaHHoro nogpasgena — nabexarb NpoBeaeHUs 3KCNEPUMEHTAalNbHbIX UCCNEA0BaHUN B TEX CNy4asX, KOr-
Oa nHpopmMauuo 0 matepuarne MOXHO NONyYnTb U3 NHbIX UCTOYHUKOB.

7.2 Bbibop noueHka maTepuanos, KOTopble OyayT KOHTaKTUPOBAaTb C TKAHSMK OpraHu3mMa YenoBeKka, TpebyoT Tako-

0 CUCTEMHOIO NOAX0Aa, NMPU KOTOPOM XapakTEPUCTUKN BCEX MaTePManoB, BXOASLWMX B KOHEYHbIV NPOAYKT, OyayT yHTEHbI
npu 06 LWen oueHKe KavecTBa pa3paboTkm nsgenus.
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[MpnnoxeHwe B
(cnpaBo4HOe€)

CxemMa cuCcTeMHOro nogxoaa K oueHke 6Monoruydeckoro AoerMcTBua MeaMLMHCKUX usnenun

Hauano

KOHTakTUpyeT nu
nsaenve ¢ Tenom
HenocpeacTBEeHHO

MK onocpeaoBaHHO?

Her HeT HeobxXxoAMMOCTU B OLIEHKe
DMONOrMYecKkoro 4eUCTBuS

la

XAPAKTEPUCTUKA MATEPUAJIA

CoBnapatoT nu:
a) ycrnoBus Npou3BoacTea;
b) BUO KOHTaKTa;

C) METOA CTepunu3auum

Ncnonb3yetcsa nn
STOT XXe caMbli Marepuarn
B KOMMEpUYeCKu
AOCTYNHOM nagenuu?

JlocTatouHO N
060CHOBaAHNIA

W/Mnu aKkcnepumMeHTanbHbIX

AAaHHbIX?

XapalcrepMCTuKa. U3genus: ENONOFNMUECKAS
a) BUAO KOHTaKTAa; OLIEHKA
b) NpoAOMKUTENBHOCTL KOHTAKTA

BbiGop MeToa0B OLEHKA NccnepoBaHue n/unu
Bruonornyeckoro AeNcTBus: obocHoBaHUe UCNONb30BAHUSA
Tabnuubl 1 n 2 cyliecreylowen nHdopmaunm

OkoHYyaTenbHas
oUeHKa

CooTtBeTcTBYET TpeboBaHUAM
HacTosiLero craHgapTa
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MexayHapogHan opraHm3saums no ctaHgaptmsauun (MCO)
(International Organization for Standardization (ISO)

[1] 1SO 7405:1997 Dentistry — Preclinical evaluation of biocompatibility of medical devices used In
dentistry — Test methods for dental materials
[2] 1SO 9000:2000 Quality management systems — Fundamentals and vocabulary
[3] 1SO 9001:2000 Quality management systems — Requirements
[4] NCO 9004:2000 Cuctembl MEHeKMeHTa KavyecTBa. PekoMeHagaumm no ynyylleHuto AeaTernbHOCTH
1ISO 9004:2000 Quality management systems — Guidelines for performance improvements
[5] NCO 10993-3:2003 OueHka bnonorM4eckoro AeUcTensa MeanumHCKUX nagenumn. Yacte 3. lccnegoBaHus re-
HOTOKCUYHOCTU, KAHUEPOrEHHOCTU N TOKCUYECKOTO AEUCTBUA HA PENPOAYKTUBHYIO DYHK-
LN
1ISO 10993-3:2003 Biological evaluation of medical devices — Part 3: Tests for genotoxicity, carcinogenicity
and reproductive toxicity
[6] NCO 10993-4:2002 OueHka BMonorM4eckoro aencTBus MeanunHCKMX nagenmin. Yacte 4. MlccnegosaHne ns-
aenvn, B3anmogenCTBYIOWMNX C KPOBLIO
1ISO 10993-4:2002 Biological evaluation of medical devices — Part 4. Selection of tests for interactions with
blood
[7] NCO 10993-5:1999 OueHka BMONOrM4YecKkoro AencTBUs MeanunMHCKnX naagenun. Yacte 5. MlccnegoBaHmne Ha
LUMTOTOKCUYHOCTb: MeToabl! IN VILro
ISO 10993-5:1999 Biological evaluation of medical devices — Part 5: Tests for in vitro cytotoxicity
[8] NCO 10993-6:2007 OueHka DMONOrM4Yeckoro AencTBusd MeanmumHckux uagenun. Yactb 6. VccnegoBanue
MECTHOIO AENCTBUS MOCe MMNNaHTauun
ISO 10993-6:1994 Biological evaluation of medical devices — Part 6: Tests for local effects after implantation
[9] NCO 10993-9:1999 OueHka bnonorm4eckoro AencTemns megnumHckmnx nagenmn. Yactb 9. OCHOBHbIE MPUHLIK-
Nbl nAeHTUPUKAUMN N KONUMYECTBEHHOIO onpeaeneHnst NoTeHUManbHbIX NPOAYKTOB Aer-
pagaumm
1ISO 10993-9:1999 Biological evaluation of medical devices — Part 9. Framework for identification and

guantification of potential degradation products

[10] NCO 10993-10:2002  OueHka bunonorn4veckoro aencTtena meamumHckux magenun. Yactb 10. MccnegoBanme
pasgpaxarLero u CEHCUBUNM3NPYIOLLErO AENCTBUS

ISO 10993-10:2002 Biological evaluation of medical devices — Part 10. Tests for irritation and delayed-type
hypersensitivity

[11] NCO 10993-11:2006  OueHka bnonorn4eckoro gencTems megnumHckmx nagenmn. Yacto 11. Miccneposanume 06-
LLE TOKCUYECKOIo AEeNCTBUSA

1ISO 10993-11:1993  Biological evaluation of medical devices — Part 11: Tests for systemic toxicity

[12] NCO 13485:2003 3pgenns megunumHckne. Cuctembl MEHEMKMEHTA KadecTBa. TpeboBaHusA K PerynmpoBa-
HUO
1ISO 13485:2003 Medical devices — Quality systems — System requirements for regulatory purposes
[13] 1SO 13488:1996 Quality systems — Medical devices — Particular requirements for the application of
ISO 9002

[14] ISO/IEC 17025:1999  General requirements for the competence of testing and calibration laboratories

OpraHmnsaumns no 3KOHOMMUYECKOMY coTpyaHn4vecTBy u passutnio (O3CP)
(Organization for Economic Cooperation and Development (OECD)

[15] Guidelines for the testing of chemicals — Section 4: Health effects
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