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BsepeHune

CobnogeHne nonoxeHwn craHgaptoB cepum FOC! P NCO 10993 «OueHKa 61M010rnMyeckoro
[ecTBMA MefVULMHCKUX U3AeNnii* no3BonnT obecrneuymTb CUCTEMHbIV NOAX0S4 K MccnefoBaHuio 6Monoru-
YecKOoro fefiCTBUSA MefULUHCKUX U3LeNnii.

Llenbto 3TUX cTaHAAPTOB He SABNsETCA 6e3yC/I0BHOe 3aKpenseHne ejMHO06pasHbIX MeTO0B nUccefo-
BaHW W MCMbITaHWA 3a rpynnaMn OLHOPOAHbLIX MeAVULUHCKUX W3AeNNA B COOTBETCTBUM C MPUHATON
Knaccuukaumeli nx no BUAYy v 4ANTeNbHOCTM KOHTaKTa C OpraHM3mMoM yenoseka. [103TOMy naaHMpoBaHue
W NpoBefeHne UCCNefoBaHUA M UCMbITAHWIA [O/MKHbI OCYLLECTBAATbL CleumManucTbl, UMelLL e COOTBETCT-
BYIOLLYIO MOArOTOBKY WM OMNbIT B 061aCTN CAHUTAPHO-XMMUYECKOW, TOKCUKONOTUYECKON U 6LUONOTrNYeCcKOW
OLeHOK MeANLMHCKNX U3[eNunii.

CraHfapTtbl cepun TOCT P NCO 10993 siB1AI0TCA PYKOBOAALLMMU JOKYMEHTAMU .T/I8 MPOrHO3UPO-
BaHWA 1 1ccnefoBaHns 6MON0rMYECKOro feficTBUS MeAULMHCKUX U3LeNNIA Ha cTagnn Bblbopa MaTepuanos,
npegHasHayeHHbIX 415 UX M3rOTOBMEHUS, a TaKxXe AN UCCNefoBaHWIA roToBbiX 00pasLLoB.

B ceputo TOCT P ICO 10993 BXogAaT cnepytowyne ctaHaapTbl B 06/1acTn 6M0N10rMYecKoro aeicTens
MeSVNLMHCKUX WU3LeNnii:

FOCT P NCO 10993.1 — oueHKa U 1CCnefoBaHuns;

FOCT P NCO 10993.3 — nccnegosaHne reHOTOKCUMYHOCTU, KaHLEporeHHoe™ ©n TOKCUYecKoro
JelicTBMA Ha PenpofyKTUBHYH (PYHKLMIO;

FOCT P NCO 10993.4 — nccnefoBaHne nsgenuii, B3anMofeincTBYOLWMNX C KPOBbIO;

FOCT P NCO 10993.5 — nccnefoBaHue Ha LMTOTOKCMYHOCTb: METOAbI in Vitro;

FOCT P NCO 10993.6 — nccnefoBaHne MeCTHOFO AeliCTBUA MOcne UMMAaHTauunm:

FOCT P NCO 10993.7 — ocTaTouHOe cofepxaHue 3TUMNEHOKCUAA MOC/e CTepunansaunm,

FOCT P NCO 10993.9 — 0CHOBHblE MPUHLMMbI MAEHTUPMKALUN N KONIMYECTBEHHOIO ONpejeneHuns
noTteHnHa'ibhibIx NPOAYKTOB AeCTPYKLUN;

FOCT P NCO 10993.10 — nccneaoBaHne pasfpakatoLLero U CEHCUOUIN3NPYIOLLLETO AelicTBUS;

FOCT P CO 10993.11 — uccnegoBaHune 06L,eTOKCUYECKOT0 AeNCTBUS:

FOCT P NCO 10993.12 — npuroToBTeHMe Npob v cTaHAapTHble 06pasLbl;

FOCT P MCO 10993.13 — naeHTU(UKaLMSA 1N KOTMYeCTBEHHOE OMNpefesieHe NPOAYKTOB AeCTPYKLNN
NONUMEPHbIX MELULMHCKUX U3AeNNiA;

FOCT P NCO 10993.16 — mofennpoBaHue n nccrefoBaHe TOKCMKOKHHETHKU NPOAYKTOB AeCTPyK-
LN 1 BbIMbIBaHUA.

HacToswnii ctaHpapT saTseTca OCHOBOMo/aratwwmm B cepuH ctaHgaptoB TOCT P MCO 10993, a
TakxXe PyKOBOAALLNM JOKYMEHTOM MO BbI6GOPY METO/0B OLLeHKN 6M0I0rMYecKoro AelicTBMA B COOTBETCTBUM
c Tpe6oBaHMAMYK 6€30MaCHOCTM MPUMEHEHUS MeAMLMHCKUX U3aennii 1 maTepnanos.

Kpome Toro, HasHauyeHne HaCTOSLLEro CTaH4apTa — OrpaHUYNTb paMKK 6MONOrMUYECKUX UccnefoBa-
HUI Takum o06pas3om, 4YTo6bl CHU3NTb A0 MUHUMYMa KONMYECTBO 3KCMEPUMEHTaNIbHbIX XUBOTHbIX U UX
NoABEPXXEHHOCTb BPeLHOMY BO3AelCTBUIO.

MpunoxeHne A COAepPXUT MOACHEHUA K OCHOBHOM 4acTu cTaHgapTa.

MpunoxeHne B cofepXUT CXeMy CUCTEMHOr0 Noaxoja K OLeHKe 6M0M0rMYecKoro AeiicTBUA Mefu-
LLMHCKNX WU3LeNniA.

MpunoxeHve B cofepXuUT psaf JOKYMEHTOB Mo CTaHAapTu3auuu, KOTOPbIMW PYKOBOACTBYKOTCA Npwu
oueHKe 6M0N0rNYecKoro AelicTBUSA MefULUHCKUX U3Aennii.

B HacToslem cTaHjapTe UCMO/Ib30BaHbl CCbI/IKM Ha Criefylolne cTaHiapThl:

FOCT P ICO 9001—96 CwucTembl KayecTBa. Mofenb obecneyeHnsa KavecTsa Npu NPOEKTUPOBaHNY,
pa3paboTKe, NPON3BOACTBE, MOHTaXe W 06CNYyXUBaHNMN

FOCT P CO 10993.3—99 W3genua meguumnHckme. OueHKa 6M010THECKOTO AeCTBUA MeAULLIUH-
CKMX m3genuin. Yactb 3. MccnegoBaHne reHOTOKCUYHOCTM. KaHLeporeHHoe™ 1 TOKCUYecKoro felicTBus
Ha PenpofyKTUBHYIO (DYHKLUIO

FOCT P NCO 10993.4—99 W3genuns megmumnHckme. OueHKa 6M010rM4ecKoro encTeusa MeauLmH-
CKNX n3gennin. Yactb 4. ViccnepgoBaHune n3fennin, B3anMoaencTBYOLWMNX C KPOBbIO

FOCT P NCO 10993.5—99 W3genus meanumHckue. OueHKa 6M0N0Ornyeckoro AelicTBMa MejuumnH-
CKUX n3fennin. Yactb 5. MiccnepgoBaHne Ha LMTOTOKCUMYHOCTb: MeTOfAbl in Vitro

FOCT P MCO 10993.6—99 W3genua mepnuymHckne. OueHKa 61M0N0rMYecKoro jeicTBUss MeguULNH-
CKUX M3gennii. Yactb 6. ViccnegoBaHne MeCTHOrO feiCTBUSA MoOc/e MMMNaHTauum

FOCT P NCO 10993.9—99 W3genus megmnumHckme. OLeHKa 6M0M0LWYecKOro 4eAiCTBUS MeANLUH-
CKUX wn3genuin. Yactb 9. OCHOBHble MNPUHUMNbLI WMAEHTU(MUKALUN U KONMYECTBE MHOTO OnpefesieHns
NMOTEHLNANIbHbIX MPOAYKTOB [eCTPYKLNN

FOCT P MCO 10993.10—99 W3zgenuns meguumHckume. OueHKa 61M010rM4ecKoro jencTBnst MeguLumnH-
CKux nsgennin. Yactb 10. MiccnegoBaHue pasfpakatollero u CEHCUOUAN3NPYIOLLEr0 AeCTBUSA

FOCT P NCO 10993.11—99 W3pgenua megnumnHckume. OLeHKa 6MON0OrMYecKoro AencTBmns MmeguLuH-
CKUX n3gennii. Yactb U. NccnegoBaHve 06LLeTOKCUYECKOTO ecTBUSA

MNCO 9004-1—94° PyKOBOACTBO MO YNpaB/IeHNIO KayecTBOM W 3/1eMEHTbI CUCTeMbl KadvecTBa. Oc-
HOBHbIE MOMIOXEHUSA

11 MexayHapofHble cTaHfapTbl HaxoaaTes Bo BHUWKW MoccraHgapta Poccun.
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FTOCYAAPCTBEHHbBIW CTAHLAPT POCCUMWCKOMN S ELEPALUNMN

W3genua meauumMHCKUe
OUEHKA BMNOJTIOTMYECKOTI O ,EI,EI7ICTBI/IFI MEOVNUWNHCKWMX I/I3,£|,EJ'II/II7I

YacTtb 1
OueHKa v nccnefoBaHms

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

[ata seegeHns 2002—01—01

1 O6nactb NpUMeHeHUs

HacToAawmii cTaHgapT ycTaHaBAUBaET CrefytoLne NoNoXeHNs:

- OCHOBHbIe MPUHLUMUMbI OLEHKN GUONOrMYECKOr0 AeNCTBMUA MEAULMHCKUX WU3Aenwnii;

- onpefefieHMe KaTeropMm MeAULLMHCKOrO W3Jenusi Ha OCHOBe XapakTepa U MNPOJO/KMTENIbHOCTYU
KOHTaKTa C OpraHn3MoM Yesl0BeKa,;

- BbI6OP COOTBETCTBYIOLLUX METOLOB MCCef0BaHMIA.

MonoxeHns cTaHAapTa He pacnpocTPaHATCA Ha MaTepuanbl U MeJULMHCKME N3LeNnsl, KOTopble He
MUMEeT KOHTaKTa C TesoM MauueHTa HW HenocpeicTBEHHO, HW onocpefoBaHHO. CTaHAapT Takxke He
ycTaHaB/MBaeT Tpe60OBaHMSA, HanpaBfieHHble Ha MpejoTBpaLleHVe OMacHOCTM A5 MauueHTa, KoTopas
MOXeT BO3HUKHYTb B pe3y/bTaTe KaKux-nnmbo 0TKas3oB MefULMHCKUX U3LeNINi (MexaHNUYecKux, anekTpu-
YeCKMX Unm ap.).

Tpe6oBaHWSA HaCTOSILLErO CTaHAapTa ABAAOTCA PEKOMEHAYEMbIMU.

2 OnpepgeneHuns

B HacToslWeM cTaHfapTe NMPUMEHSAIOT Crefylolne TepMUHbI C COOTBETCTBYIOLL UMUK OnpeseneHns-
MU

2.1 mepguuuMHCcKoe usgenve: Jlo6oii npub6op, annapaTt, npucnocobrieHWe, maTepuan WK [pyroe
n3genuve, BKOYasa nporpaMmHoe obecrneyeHue, Ucnofb3lyemoe 1160 M301MPOBAHHO, NN60 B KOMOUHaL UK,
KOTOpOe npeAHasHa4yeHO M3roToOBUTENEM A1 NPUMEHEHUS, raBHbIM 06pa3oM, B CAeayLWmnx Leasx;

- AMarHocTukKa, npomnakTuka, HabnwaeHne, neyeHne nnm obneryeHve 60ne3Hu;

- KOMMeHcauus MoBpeXAeHWS OpraHoB MM OU3NYECKOro HegocTaTka.

- nccnefoBaHue, 3amMeHa WM M3MEHeHUe aHaToOMUU UM GU3N0A0rMYeCKOro npoLecca;

- KOHTpauenuus -

1N KOTOPOE He ABNseTcsa (hapMaKo0rnyecKnm, MMMYHOMOTMYECKUM NN MeTaboIM4eCKUM CpeacTBOM,
HO MOXeT ObITb 4ONOSTHEHO TAKUMW CpeACTBaMU.

MpumeyvyaHune —TepMUH «MeLULIMHCKOE WM3LeNVe» BK/IHOYAET B cebs n3genua CToMaTosiorm4eckoro Ha-
3Ha4YeHnn.

2.2 matepuan: J11060i CMHTETUYECKMIA UM MPUPOAHBIA MonvMep, MeTans, Cnias, Kepamuka wim
Apyroii maTepuan, BK/OYass GMONOrMYECKY0 TKaHb, UCMOMb3yeMblli B KauecTBe MeAULMHCKOrO U3genus
WK ero vacTtu.

2.3 KOHeuHblli NpogyKT: MeguLMHCKOe M3fefine B TOM COCTOSIHUWM, B KOTOPOM €ro MpUMEHSIOT B
MefVLMHEKON NpaKTUuKe.

W3aaHne oduumansHoe
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3 OCHOBHbIe MPUHLMNGI OLEHKM OMONOMMYECKOro AeiCTBUA MaTepuanoB 1 MeguLuH-
CKUX N3[ennii

3.1 Bbibop n060ro mateprana nanm MegULUHCKOro U3genns (ganee — nsgenune), npegHasHauyeHHOro
ANA NpUMeHeHUs a MefUMUWHCKOW NpaKTuKe, WM MaTtepuana, npejHasHauyeHHOro ANS WM3roTOBEHUA
N3AeNnA, OCYLLECTBASAOT HA OCHOBE CUCTEMHOIO MOAX0A4A K OMeHKe GMONOrMYecKoro feicTeus.

MnaHnpoBaHue pa3paboTKU U3AeNnsa OCYLLEeCTBASOT Ha OCHOBE MHGOPMaLMK, NOMYyUYeHHOW B TOM
yucsiie U3 HOPMATUBHbIX AOKYMEHTOB U Hay4YHOW NnuTepaTypbl, C y4eTOM MPEVMYLLECTB M HeAOCTaTKOB
PasINYHbIX NPUTroAHbLIX MaTepunasioB 1 MeTOA0B UccnegoBaHUA.

B uensix o6ecneyeHuss rapaHTUyM TOro, YTo M3fgenve B roToBOM Bufe 6yaeT PyHKUMOHMPOBATL B
COOTBETCTBUM C Ha3HAYEHWEM W ero MpumeHeHue GyaeT 6e30macHO A1a 4YenoBeka, B NiaHe pa3paboTKu
n3fenns NpegycMaTpyBaloT aTanbl OLeHKN 6M00rMYecKoro AeiicTBMA MaTeprasnoB, NpegHasHayYeHHbIX 415
N3roTOB/IEHUNSI U3LENUA, a TaKXKe FOTOBOro u3aenus.

Mporpammy oueHKM GMONOTMYECKOro AeliCTBUSA M3fenus paspabaTbiBatoT M JOKYMeEHTanbHO 0gop-
MAAIOT CreyuanncTbl, CNoco6Hble MPUHMMATbL PeLleHnsl Ha OCHOBE WMHgopMauuu 0 MpenMyLLecTBax U
HefjocTaTKax paxTUUMbIX MaTepuasnoB U MeTOAOB UCC/eJ0BaHUNA.

3.2 MaTepmanbl, npegHasHadeHHble A4NA U3roTOBNEHUA U3fennsa, AO/DKHblI COOTBETCTBOBATb Has3Ha-
YEHUIO M3AeNUs M0 UX XUMUYECKUM, (DU3NYECKUM, 3NEKTPUYECKMUM, MEXAHNYECKUM, TOKCUKOMOFMYECKUM,
MOP(ONOrMYeCKNUM U APYTUM CBOMCTBAM.

3.3 Tpun oueHKe COOTBETCTBMA MaTepuana HasHaYeHWIo WU3LeNnNs paccMaTpuBalOT CrefytoLlee:

- CBOWMCTBA M XapaKTePUCTUKN KOHEYHOI0 NpPoAyKTa;

- UCTOYHMK MOCTYMNeHNA — M3roToBUTeNb MaTepuana (MaTepuanos);

- no6aBKUK, NPUMeECU M OCTATOUHble BeLLecTBa B pesy/bTaTe 06paboTKU;

- NPOAYKTbI BbIMbIBaHUS:

- MPOAYKTbI AeCTPYKLMK;

- NpoyYne KOMMOHEHTbI U WX B3aMMOJeNCTBME B KOHEUHOM MPOAYKTE.

MpumeyaHune—Tpn HEOGXOAMMOCTM OLEHKE GMOMIOrMYECKOro AeCTBUA MOTYT MPeLLLIECTBOBaTb UAEH-
TUDMKaALMN N KOIMYECTBEHHOE OMpefesieHne BXOAALLMX B KOHEUHbI NMPOAYKT 3KCTParnpyeMbIX XMMUYECKNX KOMMO-
HeHTOB B cooTBeTCcTBUM ¢ TOCT P MCO 10993.9.

3.4 Tlpu npoBefeHUM UCCNeAoBaHWI N MHTepNpeTauny pesynbTaToB OLEHKW 61M0I0rnyeckoro gei-
CTBMSA YYMTbIBAOT COCTaB MaTepuasnos, YC/M0BMA BO3AeWCTBUA, BWUfL, 4acTOTy W MPOAO/KUTENbHOCTb
KOHTaKTa U3feNInsi UKW ero 4acTeil ¢ opraHM3mMoM 4YenoBeka. B cOOTBETCTBMM C yKasaHHbIMU (haKTopamu
MefULNHCKNE W3[eNna MOAPa3feNatoT Ha KaTeropuu.

M3penna OTHOCAT K Onpefie/IeHHON KaTeropuy B COOTBETCTBUM C NOJIOXKEHUSMU pasfena 4.

Mpn KOHTaKTe M3fenus ¢ OpraHn3MoM YesioBEKa AManas’oH BO3MOXXHOI0 6MOMOrMYecKoro pucka
MOXeT BK/oYaTb B Cebs:

- KpPaTKOBPEMEHHbIN 3(hheKT (HanpuMep oCcTpas TOKCMYHOCTb, pasgpaxXeHne KOXW, rnas u camsuc-
TbiX 060/104€K, NOBbILIEHNE YYBCTBUTE/IbHOCTW, FeMon3, TPOM6006pa3oBaH He);

- OTAaseHHbIN NN cneynuyecknii Tokcuyeckmnii aheKT (Hanprmep cy6XpoHUYEeCKWA NN XPOHU-
YecKuii 3hheKT, MOBbILIEHNE HYBCTBUTENIbHOCTU, FTCHOTOKCMY KOCTb, KaHLLepOreH KOCTb U BO3AeiCTBME Ha
pPenpoayKTUBHYIO PYHKLMIO, BKOYasA TeparoreHHoCTb).

3.5 [na Kaxgoro matepuana u KOHeYHOro NpogyKTa aHaIn3npyT Bce BUAbI 6MOIOMMYECKOro pucKa.
3TO He 03HAYaeT, YTO IKCNepPMMeHTaNbHble NCCNef0BaHNS PUCKA BCEX BULOB HEOOXOAMMbI WAN BbIMOIHU-
Mbl (CM. pasgen 5).

3.6 WccnegoBaHusi in vitro uau in vivo MPOBOAAT C Y4YeTOM YCMOBWUA MNPUMEHEHUS KOHEYHOro
npoAyKTa, YPOBHA BnajeHWs nabopaTopHOW NPaKTUKONM, nocnefyloweli MHTepnpeTauun pesynbTaToB
nuccnefoBaHuii cneunanMcTamMmn CoOTBETCTBYIOLLEr0 HanpasBieHNs.

Mpy BO3MOXHOCTW UCCNefoBaHUA in vitro NPOBOAAT 40 Hayana uccnefoBaHmuii in vivo.

[aHHble vccrnefoBaHUi, KOTOPble NMO3BOMAKT cAenaTb He3aBMCMMOE 3aK/loYeHVEe O COOTBETCTBUM
maTtepuana unm KOHeYHOro npoAyKTa HasHavyeHWto, COXpPaHsIoT.

3.7 T1OBTOpPHYI0 6MOMOrNYECKYI0 OLLeHKY MaTepuanoB WAM KOHeYHbIX MPOAYKTOB MPOBOAAT npwu
N06bIX N3MEHEHUAX:

- WCTOYHUKA NOCTYM/IEHUA WU M0G0 XapaKTepUCTUKN MaTepuanos, MAYLWMX Ha MPOU3BOACTBO
n3fenus;

- cocTaBa, NepBUYHON YNaKOBKM UM MeToAa CTepuamnsaLy KOHEYHOro NPoAyKTa;

- CBOWCTB KOHEYHOro NPOAYyKTa Npu XpaHeHuw;
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- NpeAnonaraeMoro U3MeHeHUss NPUMeHeHUs n3fenus, —
a Takxke Mpu Hanuuuu N60ro npusHakKa, 4To M3Aenve HO BPeMs MPUMEHEHUS MOXET HeXenaTeslbHO
BO3/le/iCTBOBaTb Ha YesoBeKa.

3.8 Mpwn oueHKe 6MONOTNYECKOr0 AeACTBUA U3AeNNA YUNTBIBAIOT pesy/bTaTbl 6M0MN0rNHECKNX
AOBaHW. NPOBeAEHHbIX B COOTBETCTBUM C MOMIOXEHUAMM HACTOALLLEro cCTaHAapTa, NPUPoAY U MOOGUIbHOCTb
WHTPeANEHTOB MaTepuanos, UCMOJb3yeMblX 415 U3TOTOBNEHNA U3[eNNA, a TakxXe Apyryo nHpopmauuio, B
TOM 4ucne pe3ynbTaTbl JOKAUHUYECKUX W KAWHUYECKUX WCCNeA0BaHWUI W JaHHble 06 u3genuu nocne
BblNycKa M3 npou3soacTea (CM. A.2. nosicHeHue 3.8).

4 Knaccuukaums MeauLMHCKUX WU3Lenuii

Ha ocHOBaHWM NPUHUMNOB, W3[0XEHHbIX B pasfgene 3, U3genusa MnoApasfeNialoT Ha KaTeropuu.
OTHeceHWe U3fennA K onpefeneHHoN KaTeropum obneryaet BbI60p MeTOA0B UCCMEf0BaHUSA.

Mporpammy wnccnefoBaHWn n3fenns, He BXOAALWEro HW B OAHY KaTeropuio, paspabaTbiBaloT B
COOTBETCTBMM C MOMOXEHUAMWU HacTOALWEero craHaapta. B Tom cnyuyae, Korga usgenve MOXeT ObiTb
O0THeceHO Gonee Yem K OAHOW KaTeropuu, yctaHaBAuBatOT HeOOXOAMMOCTb MPOBefeHUSA UccnefoBaHUn B
COOTBETCTBUM C TPebOBAHUAMW K KaXKAOW KaTeropuu.

4.1 Knaccumkaums msgenuini B COOTBETCTBMU C BUAOM KOHTaKTa C OpraHvM3MoMm 4esioBeka

N3genna nogpasfensioT Ha KaTeropum B COOTBETCTBUM C BUOM KOHTAKTa C OPraHnM3MoM 4enoBeka
(nanee — KOHTaKT).

4.1.1 HekoHTakKTUpyloLwmne usgennsa

HacToAwwmii cTaHAapT He pacnpocTpaHAeTCca Ha M3[enuns, He UMeloLW e HA HenoCPeACTBEHHONO, HU
onocpefoBaHHOr0 KOHTaKTa C OpraHnM3MoM YesoBeKa.

4.1.2 N3penvs, KOHTaKTUpYyOLW e ¢ NOBEPXHOCTLIO Tena YenoBeKa

B gaHHyt0 rpynny BXOAAT U3feNNA, KOHTaKTUPYIOLLME CO CNefyoLW MU MOBEPXHOCTAMMN:

- ¢ Koxei. K faHHOW KaTeropum OTHOCAT U3AeNus, KOHTAKTUPYIOL e C HEMOBPEXEHHON KOXeN,
Hanpumep 3NeKTPO/bl, BHELIHWE NPOTe3bl, PUKCUPYIOLLNE IEHTbI, KOMMPECCUOHHbIE MOBA3KU U MOHUTOPBI
pasfINYHbIX TUMOB;

- €O caumsucTbiMum o6onoykamu. K faHHOW KaTeropuuM OTHOCAT W3AeNnvs, KOHTaKTUpylowume ¢
HenoBpPeXAeHHbIMWN CAN3UCTbIMU 060/104KaMMK, HaNpMMep KOHTaKTHbIE SINH3bI, MOYEBbIBOAALLME KaTeTe-
pbl. BHyTpUBarnHanbHble U BHYTPUKULLIEYHbIE U3Lennsa (KenyfouHble 30HAbl, CUTMOWAOCKONMbI, KO/TOHO-
CKOMbl, TFacTPOCKOMbI), 3HAOTPaxeanbHble 30HAblI, 6POHXOCKOMbI, 3y6Hble MpPOTesbl, W3fjenua pAas
OPTOAOHTUN U BHYTPUMATOYHbIE U3LENUsA;

- C MOBPEXAEHHbIMWU WM MOABEPXKEHHbIMW OMacHOCTW MNOBPEXAeHW noBepxHocTAMU. K faHHOW
KaTeropum OTHOCAT WU3[eNnsa, KOHTaKTUPYOLne C MOBPEXAEHHbIMU WAN MOABEPXEeHHbIMU OMacHoCTH
NOBPEXAEHNA MOBEPXHOCTAMM Tena, HanpuMep NOBA3KW UKW fevebHble CpeAcTBa U repMeTUUHbIe NOBA3KM
Ha fA3Bbl, 0XXKOIU, rPaHYNALMOHHYIO TKaHb.

4.1.3 WN3penusa, npucoegnHsaemMmble U3BHe

K gaHHOW KaTeropuu O0THOCAT M3AeNnsl, KOHTaKTUpyloL e co CnefyoWwmnmMmn yyacTtkaMmm opraHmsma
Ye/l0BeKa:

- C CMCTEMOW KpoBoobpaleHnsa. N3aenns, KOHTaKTUPYOLLME C CUCTEMON KPOBOOGPaLLeHNSA B OfHOWA
TOYKe W cnyXalue 415 BXOAA B KPOBEHOCHYI CMCTEMY, Hanpumep yCTPOACTBa 1A BBefeHNss pacTBOPOB,
nepenvBaHnA KpPoBK:

- C MATKUMU TKaHAMMW, KOCTHbIMU TKaHAMU, AeHTUHOM. U3fenusa u matepuasibl, KOHTaKTUpPYloLLLMe
C MATKUMW TKaHAMW, KOCTbIO W CUCTEMON KaHa/l —[eHTWH, Hanpumep nanapockonbl, apTPOCKOMbI,
CMCTEMbI JPEHNPOBAHUSA, LEMEHT AN CTOMATONOrMK, NIOMOMPOBOYHbIE MaTepuasbl U KOXHble CKOOKM;

- C UMpKYMpyloLein KpoBbio. N3nenns, KOHTaKTUpPYLoLLMe ¢ CUCTEMON KpPoBOOGpaLleHns, HanpuMep
BPEeMEHHbIe 3MeKTPOAbl KapAMOCTUMYNATOPA, OKCUTEHATOPbl U MPUHALNEXHOCTU K HUM, Avanusatopsbl,
TPYOKM ¥ NPUHAANEXHOCTU ANA fuanusa, reMo- U UMMYHOCOPGEHTHI.

4.1.4 VIMnnaHTupyemble Usgenus

K faHHOIi KaTeropuu OTHOCAT U3AeNnsl, KOHTaKTUPYIOLMe CO CNeayLWwmnMmn yyactkamm opraHmsma
YenoBeKa:

a) C BHYTPEHHUMMW TKaHAMMW opraHu3mMa:

1) n3penvs, KOHTaKTUPYHOLWMe C KOCTbIO, HanpumMep OpTonefuyecKmne WNUAbKKU, NAACTUHKU, UCKYC-
CTBEHHbIE CBA3KUW, KOCTHbIE LieMeHTbl, BHYTPUKOCTHbIE NMPUCNOCO61eHUSA.

2) n3fenunsa, KOHTaKTUpPY loLWmMe ¢ MATKUMU TKaHAMU U MeXTKaHeBOW XXUAKOCTbIO, Hanpumep Kapgmo-
CTUMYNATOPbLI, U3eNua ANA BBeAEeHUA TeKapCTBEHHbLIX CPEACTB, HEPBHO-MbILLEYHbIe AaTYUKU U CTUMYNISA-
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TOPbl, WUCKYCCTBEHHbIE CYXOXWUS, UMNNaHTaTbl FPYAHOI >enesbl, NpoTe3bl roptaHu (McKyccTBe)!nas
ropTaHb), UMMNAaHTaTbl HAAKOCTHULbI U KAWMCHI 418 KPOBEHOCHbLIX COCYAO0B;

6) C KpOBbl. M3pennsi, KOHTaAKTUPYHOLLME C KPOBbI, HampuMep 3/1eKTPOAbl KapAuocTMMynsaTopa,
WNCKYCCTBEHHbIE apTePMO- N BEHO3HbIe (PUCTY/bI, CepAeyUHble KanaHbl, TpaHCMIaHTaTbl COCY0B, KaTeTepbl
AN BBEleHMSA NleKapcTB B KPOBEHOCHOE PYyC/o, CTUMYIATOPbI Xenyfouka cepjua.

4.2 Knaccugmkaums nsgenvii B 3aBUCUMOCTY OT MPOAO/IKUTENIbHOCTM KOHTaKTa

M3genna noapasgensoT Ha KaTeropumn B 3aBUCMMOCTU OT MPOAO/IKMTENbHOCTM KOHTaKTa c/iegyowmnum
obpasom:

- KpaTKOBPEMEHHOro KoHTakTa A. V3aenus OAHOKPATHOro, MHOFOKPaTHOr0 WM HemnpepbIBHOMO
MCMNONb30BaHNSA, KOHTAKT KOTOPbIX B 06LLEA CNOXHOCTU COCTa&THAET MeHee 24 y;

- ANnTenbHOro KowakTta b. M3genua ofHOKpaTHOro, MHOrOKpPaTHOro WA HemnpepbIBHOrO MCMNOJb-
30BaHMA. KOHTaKT KOTOPbIX MpeBbIWAaeT 24 4, HO cocTaBnsieT He 6onee 30 cyr;

- MOCTOAAHHOIO0 KOHTaKTa B. M3aenvsi oAHOKpPaTHOro, MHOFOKPATHOrO W/AW HEMpPepbIBHOIO MCMOb-
30BaHMSA, KOHTAKT KOTOpPbIX npeBbiwaeT 30 cyT.

Ecnv no npofonXunTenbHOCTU KOHTaKTa MaTepuan wuau usgenne MoryT 6blTb OTHeCEHbI 60/1ee YeM K
O[lHOI KaTeropuu, To ucc/efoBaHUA NMPOBOAAT MO MporpaMmme, COOTBETCTBYHOLLEl/ HanbonbLliedn Npofon-
XUTENIbHOCTU KOHTaKTa.

Mpn 0OTHECEHUN M3AeNNSE MHOTOKPATHOr0 MPUMEHEHUS K OMpejesleHHON KaTeropum no npojosiKu-
TeNIbHOCTU KOHTaKTa Y4YMTbIBAOT MOTeHUMaNbHbI KYMYNATUBHBIA 3peKT, cyMMUpyss Bpemsi, B TeueHue
KOTOPOro npoTeKaeT KOHTaKT.

5 WccneposaHus

5.1 OCHOBHbIE MOSIOXKEHUSA

Kpome OCHOBHbIX MPUHLUMNOB, WM3M0XEHHbIX B pasfene 3, Npu oueHKe GMONOTMYeCcKOro AeiicTBumA
n3gennii pyKoBOACTBYIOTCS CMeAyOLWNM:

a) uccnefoBaHWSM MNOABEPratdT KOHEeYHbIN MPOAYKT WAN perpeseHTaTMBHble 06pasLbl KOHEYHOro
NpoAyKTa Wan MaTepuanos;

6) npu BbIGOpe METOLOB MCCMELOBAHUNA YUUTBIBAKOT:

1) BuUA. cTeneHb, MPOAO/KUTENBHOCTb, YacTOTy W YCNOBUSA BO34EACTBUA W3LeNIUS HA OpPraHusm
YenoBeka UM KOHTaKTa C HAM NpW MCMOMb30BaHMM MO Ha3HaYeHUIo,

2) XMUMWYeCKYy 1 hN3NYECKYI0 NPUPOoAYy KOHEYHOro MpPoAyKTa,

3) noTeHUManbHYI TOKCMYHOCTb XUMUYECKUX BELLECTB, WUCMOMb30BaHHbIX MPU U3rOTOBMEHUU KO-
HEYHOro NpPoayKTa,

4) BO3MOXHOCTb MCK/IHOUEHMA HEKOTOPbIX TECTOB, KOrfa XapakTep BbIMbIBaeMbIX BELLECTB M3BECTEH
N YpOBEHb WX TOKCMYHOCTU AONYCTUM (Hampumep npefHasHayeHHble ANS OLEHKW 06LIeTOKCHYEeCKOro
fencrTemns),

5) OTHOLIEHMEe NOBEPXHOCTW W3LeNNS UM €ro YacTell, KOHTaKTUPYIOLWMX C OpraHU3MOM YesoBeka,
K pasmepam Tefa peyunueHTa.

6) MHMOpMaLMI0O U3 NUTEpPaTypPHbIX MCTOYHWKOB, @ TakXe ONbIT W pesynbTaTbl JOKANHUYECKUX
nccnefoBaHuit,

7) OCHOBHYIO Lenb —oOXpaHy 3[40p0Bbs YenoBeKa, a Takxke 06ecrneyvyeHne XopoLunx yCroBUin cofep-
XXaHWS MOAOMBbITHBLIX XWBOTHbIX, CBeAeHMe [0 MUHUMYMa KOMMYeCTBa WCMNO/b3yeMbIX MOAOMbITHbIX
XXNBOTHbIX U BPefHOr0 BO3AENCTBUSA Ha HUX;

B) MOJENbHYIO CPeAy W YC/OBUA 3KCTPAKLMW ANS NMOAYYEHUSA BbITSXXKKU W3 M3[eNunii BblGupalT B
COOTBETCTBUM C MPUPOAOIA M Ha3HAYeHMEeM KOHEYHOro NpoayKTa:

r) npu Heo6XoAMMOCTM MCMONb3YIOT NONOXUTENbHbIV U OTPULLATEIbHbIA KOHTPO/Ib;

L) MOCKONbKY MOMOXWUTENbHbIe pe3ynbTaTbl UCCNEA0BAHNI He rapaHTUPYHOT OTCYTCTBUA Bronorunyec-
KO0 puUCKa, MccnefoBaHMsA CONPOBOXAAOT HAbMIOAeHNEM 3a HEOXKMAAHHBIMU HeXxenaTe/lbHbIMU peakumsa-
MW UKW ABEHUSAMU Y YenoBeKa BO BPEMS MPUMEHEHUSA U3AeNNs MO HasHaYeHUIo.

Bubnuorpaduyecknii nepevyeHb MeXAYHapOAHbIX CTaHAApPTOB W PYKOBOACTB MO MCCMeA0BaHUIO
noTeHUMnanbHbIX 6UONOTNYECKNX peaKuuii NpuBeAeH B NPUIOXKeHUn B.

5.2 O6wme MeToAbl OLEHKN 6MOIONMYECKOro AeACTBUS MeAULMHCKUX W3LeNnii

O6Lwwme MeToAbl uccnefoBaHUi BblbUpaT B cOOTBETCTBUM € 5.2.1—5.2.9.

5.2.1 LiMToTOKCMYeCKOe AeicTBUE

Nlnsnc KneTok, 3ameasieHVe pocTa KeTOK, a Takxe BO3AeliCTBUA APYTMX BUAOB Ha KNeTKWU, 06ycnoB-
NIeHHble KOHTAKTOM C W3Aennsamu, matepmanamu n (MAun) BbITSXKKAMU U3 HUX, OMPefensioT ¢ NOMOLLbIO
METO/I0B MCC/ef0BaHUA C UCMOMNb30BAHNEM KIIETOYHbLIX KYNbTyp.
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MeToabl MccnegoBaHMA LUTOTOKCMYECKOro feiicTBUSA BblbMpaloT B cooTBeTcTBMM ¢ TOCT P MCO
10993.5.

5.2.2 CeHcubununsmpytollee aeicteme

CeHcnbunusupytolee gelicTBue, 06ycroaneHHOe KOHTaKTOM C WU3fenvaMu, matepuanamu n (unu)
BbITS)XXKamMN M3 HUX, OLEHWBAIOT, UCNO/Mb3yss COOTBETCTBYIOLLYIO MoAenb. MccnegoBaHne ceHCMbMAn3npy-
IOLLLero AecTBMA HeO06XOAMMO, TaK KaK KOHTAKT C MOTeHUWanbHbIMWU MUTPUPYIOW UMY BeLLeCTBaMU UK
UX BO3feNCTBUNE faXKe B TeYEHNE HECKONbKNX MUHYT MOXET BbI3BaTb a/l/IePrUYecKyto peakumio.

MeTogbl nccnefoBaHUS CEHCUOBUNM3NPYIOLLLErO AecTBMSA BblbupatoT B cooTBeTcTBUN ¢ TOCT P NCO
10993.10.

5.2.3 Pasgpaxarollee felicTBue

PasgpaxkatoLyto CMOCOOHOCTb U3AeNnii, matepnanos v (MAN) BbITSHXKEK U3 HUX OLLEHUBAOT, UCMONb3Ys
onpefesieHHble y4acTKM Tefna MoAOMbITHONO XXWUBOTHOrO (KOXa, rnasa wuam cnusuctas obosioyka). Mpu
BbI60Pe KOHKPETHOro MeToja OnpefieNleHns pasfpaxalollero feiicTBUSA yunTbiBalOT BUA KOHTaKTa (KoxXa,
rnasa, cnvMsucTas 060/104Ka) U NPOACKNTENbHOCTL KOHTAKTa WX BO3LENCTBUS.

MeTogbl uccnefoBaHUA pasjpaxarllero aeiicteus BblbuMpawT B cooTBeTcTBMM ¢ TOCT P UCO
10993.10.

5.2.4 BHYTPUKOXHasA peakuus

MeCTHYI0 peaKLMo TKaHU Ha BbITSXKW U3 U3AeNnii OLEeHMBaOT C MOMOLLbIO MeToAa BHYTPUKOXHON
npobbl. 3TOT MeTOo4 MPUMEHSAIOT B C/y4vasx, KOrfja onpejesnieHne pasgpakatlolero feficTBUSA Ha KOXe U
CNM3NCTON 060/104Ke HEMPUTOAHO (Hanpumep NpU UCCNefoBaHUMN U34eNNi, KOHTAKTUPYLWMX C KPOBO-
TOKOM), MPeAnoYTUTENbHO B CAy4Yasx, KOrAa aKcTparvpyemble BellecTBa rugpocobuu.

5.2.5 O6LeTOKCMYeCKOe aelicTBMe

BpeaHbiii adhheKT, 06yCNOBNEHHbIA W3gennsMu, matepuanamu m (MNu) BbITSXKKaAMU M3 HUX, NpU
OfJHOKPATHOM WM MHOFOKPaTHOM BO3AeWCTBUM Ha MOAOMNbITHbIX >XMBOTHbIX B TeuyeHUe MeHee 24 Y
OLeHMBAKT C NMOMOLL b MeTO4OB UCCeA0BaHNSA O06LIETOKCHYECKOro AecTBUSA. DTN METOAbl MPUMEHSIOT
B C/lyyasnX, Korfja npuv KoHTaKTe BO3MOXHa abcopbumsa TOKCUUYHBLIX MUTPUPYIOLLLUX areHTOB 1 MPOoAyKTOB
JecTpyKuun.

TecTbl Ha MNWPOFeHMNOCTb WCMOMb3YIT [NS ONpefeneHNs MNUPOFeHHbIX peakuuil 3KCTPaKToB U3
usgennii unn matepuanoB. Mpu 3TOM KMeT B BMAY, YTO C MOMOLLbIO OLHOFO TecTa HEBO3MOXHO
OnpeAennTh, BbI3BaHA 1M NMUPOTreHNOCTb CAMOM BbITSXKOA WUAN 3arpA3HeHemM 3HAO0TOKCUHOM.

MeToabl nccnefoBaHWst 06LLETOKCMYECKOTO feiicTBUA BblbupatoT B cooTBeTcTBUM ¢ TOCT P NCO
10993.11.

5.2.6 CybxpoHuyeckasa (mogocTpasi) TOKCUYHOCTb

C nomoLyblo METOL0B UCCNef0BaHNS CYBXPOHUYECKOM TOKCMYHOCTU oNpeenstoT aheKT OAgHOKpaT-
HOrO WM MHOFOKPaTHOro KOHTaKTa C Wu3fienimemMm, Mmarepuanamu un (MNU) BbITSHXKKAMU N3 HUX Un
BO3/leICTBMA B TeUeHUe He MeHee 24 4. HO He 6osnee K) % >XXM3HEHHOrO LMKNa NOAOMbITHONO XXWBOTHOIO
(Hanpumep Ao 90 cyT y KpbIC).

VccnefoBaHns cy6XpOHHYECKON TOKCMYHOCTU MOXHO He NPOBOAUTbL ANA MaTepuanos, 0 KOTOPbIX
UMEITCA [aHHble 0 XPOHWYECKON TOKCMYHOCTW. B oTueTe 0 pesynbraTax MCCAeAoBaHW yKasbiBaloT
NPUYUHY, MN3-32 KOTOPOW MCCMeA0BaHNA CYBXPOHMYECKOW TOKCUUYHOCTW He MPOBOAUMN.

MeTogbl uccnegoBaHMA Cy6XPOHHYECKON TOKCMYHOCTM BbIGMPAOT B COOTBETCTBMM C BWUAOM W
NPOAO/HKNTENbHOCTLIO KOHTaKTa.

5.2.7 TeHOTOKCUYHOCTb

Mpu nccnefoBaHNM reHOTOKCUYMOCTU UCMOJb3YIOT KNETOUHbIE KY/IbTYPbl MAIEKOMUTAOLWMX U APYTruX
XKMBOTHbIX. [JONYCTUMbI 1 ApYyrue MeToAbl UCCeA0BAHNSA FeHHbIX MyTaumnii, U3MeHeHW CTPYKTYpbl 1 Yucna
XPOMOCOM, a TaKkxXe AAPYrnx TOKCMUYECKUX BO3LENCTBUIA Ha [e30KCMPU6oHYKnenHoByto kucnoty (AHK) nan
reHbl, 06yCMOB/IEHHBIX KOHTAKTOM C M3feninem, matepuanamu u (Miv) BbITSXKKaMU N3 HUX.

MeToabl uccnefoBaHNs FeHOTOKCMYHOCTU Bbl6upatoT B cooTBeTcTBUM ¢ TOCT I' UCO 10993.3.

5.2.8 WmnnaHTauuna

C NOMOLLbI0 MMNIaHTALMOHHOIO TeCcTa OLeHNBAOT MeCTHOe MaTOreHHoe AeliCTBME Ha XUBYH TKaHb
(Ha MaKpoCKOMUYECKOM N MUKPOCKOMMUYECKOM YPOBHSX) NpU M3yyeHUU obpasua matepuana Unm KoHeu-
Horo npoaykrta. Ob6paseH maTepuana WM KOHEYHOro NpoAyKTa UMMAAHTUPYIOT XUPYPruyecknm nyTem B
onpefesieHHY0 TKaHb MOAOMbITHOrO >XWBOTHOTO B COOTBETCTBMW C MpeAnosiaraeMbiM MPUMeEHEHVEM
(HanpumMep uccnefoBaHne CTOMATONOMNYECKUX MaTepuasios).

Bbi6paHHble MeTofbl UcCefoBaHUM 06bIYHO COOTBETCTBYIOT BUAY M NPOLO/HKUTENIbHOCTU KOHTAKTA.
Mpn n3yyeHUU maTepnasnos, eciv OfHOBPEMEHHO OMNpefenatoT obLiee TOKCMYECKOe AeiicTBUe, BbIGUpalOT
MeTOAbl MUccnefoBaHUl, SKBUBANEHTHbIE NCCNEA0BAHWIO CYOXPOHUYECKOU TOKCUYHOCTH.
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MeToabl uccnefoBaHNsA MeCTHOTO [eliCTBUA Nocse MMNaHTauun BbibupatoT B cooTBeTcTBUN ¢ TOCT
P NCO 10993.6.

5.2.9 'eM0OCOBMECTMMOCTb

Mpu nccnefoBaHNAX reMOCOBMECTUMOCTU OLEHMBAIOT BO3JeiCTBME Ha KPOBb WM €8 KOMMOHEHTbI
npv KOHTaKTe u3fenunii, maTepnanoB ¢ COOTBETCTBYIOLLE MOAeNbl UAN CUCTEMOIA.

TecTbl Ha reMOCOBMECTMMOCTb pa3pabarbiBalOT TaK. 4T06bl 6blM CMOAENMPOBaHbl FeOMeTpus,
YCNOBUSA KOHTaKTa U AMHAMWKa KPOBOTOKAa BHYTPU W3Aenvus WAM MaTepuana BO BPeMS K/MHWYECKOTO
NpUMeHeHUS.

VMccnegoBaHne remosnsa No3BOSISET OMpPefeInTb CTeneHb M3nca 3PUTPOLMTOB U BbICBOGOXAeHWE
remMorsiobuHa noj BO3AEMCTBUEM U3AeNUi, MaTepuanos u (MKN) BbITSXKEK U3 HKX in vitro.

MeTogbl uccnefoBaHMA reMOCOBMECTUMOCTM Bbi6upatoT B cooTBeTcTBUM ¢ TOCT P MCO 10993.4.

5.3 [JononHuTeNnbHble METOAbI UCCNef0BaHW

[ononHuTenbHble MeTOAbl UCCNef0BaHUI BblIGUPaOT B cOOTBETCTBUM ¢ 5.3.1-5.3.4.

5.3.1 XpoHuyeckaa TOKCUYHOCTb

Mpwu nccnefoBaHNAX XPOHNYECKOM TOKCUYHOCTM OLLeHMBAOT 3 (heKT 04HOKPATHOI0 UM MHOFOKpaT-
HOTO0 feicTBMA 13gennin, maTtepnanos n (MIN) BbITSXKEK N3 HUX B TeYeHWe nepuoja BPeMeHU, COCTaBNA-
wero He meHee 10 % MPOAOMKMTENBHOCTU >XW3HM NabopaTopHOro XMWBOTHOro (Hanpumep fo 90 cyr y
KpbIC).

MeTogbl MccnefoBaHU XPOHUYECKON TOKCUYHOCTU BblionpatoT no FOCT P MCO 10993.3 B cooT-
BETCTBUW C BUAOM U MPOAO/IKUTENBHOCTbIO KOHTAKTa UM BO3AENCTBUSA.

5.3.2 KaHueporeHHoCrb

Mpu unccnefoBaHMAX KaHMeEPOreHHOCTUM M3y4valoT YKa3aHHYH aKTUBHOCTb U3fenunid, maTepunanos u
(Mnn) BbITAXEK M3 HUX B pesynbTaTe 04HOKPATHOro, MHOFOKPaTHOr0 KOHTaKTa Unn BO3feNCTBMA B TeHeHMe
nepuvoja BPeMEeHU, COCTaBAAIOLLEr0 60NbLUYIO YacTb XWU3HEHHOTM0 LKA XXUBOTHOr0. 3TN McCNeoBaHUA
Nno3BONAIT OAHOBPEMEHHO M3YYUTb XPOHWYECKYID TOKCUMYHOCTb U KaHLEPOreHWOCTb B paMKax 04HOro
3KCMepuMeHTa.

VMccnegoBaHMa KaHLLEpPOreHHOCTW MPOBOAAT B Tex Cry4vasx, Korja WMEelT [aHHble W3 Apyrux
WUCTOYHMKOB, npegnonaratwLyme nofjo6HYIO aKTUBHOCTb.

MeTogbl uccnefoBaHMs KaHLeporeHHocTu BbibupatoT no FOCT P MCO 10993.3 B COOTBETCTBUU C
BUOM M NPOAO/KUTENBHOCTBIO KOHTAKTa U BO3AENCTBUSA.

5.3.3 ToKCMYecKOe BO3feNCTBUE Ha PeMpPOAYKTUBHYIO PYHKLMWIO U pasButue

Mpun 3Tnx mccnefoBaHMAX OLEHMBAKOT CNOCOOHOCTb MAaTepPManoB, U3LeNA U (MIN) BbITSKEK U3 HUX
0KasblBaTb BPeAHOe BO3/eliCTBME HA PeNPOAYKTMBHYIO (YHKLMIO, pa3BuTMe aMOpMoHa (TepaToreMHoCTb),
Ha npeHatanbHoe (BHYTPMYTPO6HOE) M MOCTHaTa/lbHOe pa3BUTHe.

YKasaHHble UCCMeA0BaHUA NPOBOAW B Tex CAy4asx, Korga UMeT faHHble U3 ApYrux UCTOYHUKOB O
TOM, 4TO W3fenne MoxeT o6nafaTtb CNOCOGHOCTbLIO BO3AENCTBOBaTb HAa PEMpPOAYKTUBHYK (PYHKLUIO U
pa3BuTMe cybbekTa. MNpu 3TOM yunTbiBalOT BUA U NMPOAO/IKMTENbHOCTb KOHTaKTa.

MeTogbl vccnefoBaHMA TOKCUYECKOro AeAiCTBMA Ha PenpofyKTUMBHY (YHKLMIO U pasBUTUE BblOK-
patoT B cooTBeTcTBUM ¢ TOCT P MCO 10993.3.

5.3.4 buvogerpagauus

Mpn HanuuMm cNOoCco6HOCTN M3AeNnUiA UAN MaTepuanoB K paccacbiBaHWIO WAWN [eCTPYKLUN UCMONb-
3yl0T cheymnanbHble MeTOAbl uMccnefoBaHuiA. VccnegoBaHua npoueccoB abcopbumm, pacnpocTpaHeHus,
6roTpaHcopmMaLmm N BbiBeAeHUS NPOAYKTOB feCTPYKLUW U34eNNi, MaTepuanos 1 (MNn) BbITSHKEK U3 HUX
npoBogAT B cooTBeTcTBUM ¢ TOCT P MCO 10993.9.

6 Bbl6Op MeTOA0B OLIEHKM OGMONOrMYECKOro AeiicTBus

OUueHUTbL 6MoNornyeckoe feicTBUe U3AENMIA U MaTepuanoB MOXHO KaK M3yyeHWeM COOTBETCTBYHO-
Wero npeabiaywiero onbITa, Tak ¥ NPOBeAeHMEM KCNEePUMEHTaNIbHbIX UCC/ef0BaHMIA.

Mpn HanMuuM AaHHbIX 06 WCMONbL30BAHUM U3AeNUs U (MNM) MaTepuana B KauecTBe, aHa/SIOTMUYHOM
TOMY, B KOTOPOM OH 6YAeT MPUMEHEH, MOXET 6bITb JAHO 3aK/oUeHne 06 OTCYTCTBUM HEOGXOAMMOCTU B
NpoBeAeHUN 3KCNEePUMEHTaNbLHOTO UCCNef0BaHNA U3genusa u (HAH) MaTeprana.

B Tabnuue 1ykasaHbl MeTOfbl, PEKOMeHAYyeMble AN 06l el OLEeHKN U3Lenunin u (Mnn) maTepuanos B
3aBUCMMOCTM OT KaTeropuu u3genus.

B Tabnuue 2 yKasaHbl MeTOAbl, PpeKOMeHAyeMble 4TS A0NOHUTENbHON OLEHKM TaKXe B 3aBUCMMOCTM
0T KaTeropuu nsgenus.
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Tab6nuuya! —PeKkoMeHayeMble METOAbI 06LLIEA OLEHKM BUOMOrMYECKOro AeACTBMSA MEAULMHCKMX U3AeNuiA

Kareropus MBAGHMVI B 3aBMCUMMOCTU OT KOHTaKTa C

OpraHM3MoM YesnoBeka MeTon HcenesosaHniA

MpogomknTens- n
HOCTb KOHTaKTa N 0 S
<CM. § S %
4.2»; h r * n 4 *
A —KpaTKoBpe- § a o 2 f 3 e
pynna Bug - . 0
U3fIeNni KOHTaKTa '\E"eHHbM <<24 4. 8 1 Y ¥ X ? X
—[MTENbHBINA X K
(0T 24 4 o 5 2 £ 5 N %
W eyrj; r 5X 5 n s 8
B —nocTosH- % n b o \& S 3 é
HbIiA (>30 cyr> a h & 3 ¥,
N3penus Koxa A + + 4 _ _ _ _
NOBCPXHOCT- b 4 4 — — — _ _
HOT0 KOH- B 4 o 4 — _ _
TakKTa
Cnusucras A 4 4
060/104Ka b 4 4 4 — — — — —
B 4 4 — 4 4 _ _
MoBpexaeHHble A 4 4 4 _ _ _ - _
WU NOAHep- G 4 4 4 — — - _ —
XeHHble onac- 13 4 4 4 4 4 _
HOET MoBpex-
LCHUA MoBepx-
HoeT
N3penuns. Henpamoi A 4 4+ 4 4 _ — — —
Hpucocan-  KPOBOTOK B 4 4 4 4 —_ — _ 4
HACMBbIC B 4 4 — 4- 4 4 _ 4
VBBHC
M#Arkmne TKaHu, A 4 4 4 — 4
KOCTb, AE€HTUH B 4 4 — — — 4 4 —
B 4 _ _ _ 4 _
Cuctema Kpo- A 4 4 4 4 - - - 4
BOOOpaXxKeHns b 4 4 4 — 4 — 4
B 4 4+ 4 4 4 4 _ 4
Mmnnanrn- MsArkaas TKaHb, A 4 4 _ — _ _ _
pyemble KOCTb 3 4 4- — — _ 4 . _
n3aenns B 4 u _ _ _ 4 " _
KpoBb A 4 4 4 4 _ _ 4 4
3 4 4 4 4 — 4 < 4
B 4 a- + 4 4 + 4

MpHMeYyaHWe — MeTogbl MCCNEAOBAHWIA, OTMEUEHHbIe 3HAKOM *+», PEKOMEHAYIOTCS Ans paspaboTKu
MporpamMMbl OLIEHKI COOTBETCTBYIOLLIMX M3aenmid. OAHAKO UX HC CrefyeT pacCMaTpUBaTh Kak 06513aTe/lbHbIN nepeyeHsb.
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Ta6nuuya 2— [OMNONHUTENbHbIE METOAbI OLEHKMN 61M0/IOrMYecKoro AeNCTBUA MeAULMHCKUX 13aenuii

Kareropus VI3,C|,8/'IVIVI M 3anMCNNOCTH ot KOHTaKTa

MeToa nccnefoBaHwiA
C OpraHM3MOoM YesoBeka

Mpopomkure.!l.-
XKK:iS. KOHTaKT
(cm.

4.2):

A —KpaTKoBpe- PenpogykTneHas

pynna Bun o XpoHuueckas Knuncpor /e
n3gnenuii KOHTaKT MeHHbIl (<24 L')v' TOKCUYHOCTb MacTb (yHKuu. Buoperpanauws
b —pnuTenbHbIi passuTne
(oT 24 4y po
30 cyr>;
B —MOCTOAHHbII
(>30 cyr>
n3penuns Koxa A _ _ _ _
NOBCPXHOCT- B — — — —
JIOr0 KOHTaKTa B — — — —
Cnusuctele A - - — —
060/104KM b
B -
MoBpexxaeHHbIe.
nofBepPXXEeHHbIe
ornacHocTu A — — — —
noBpexzaeHns 5) — — — —
NOBEPXHOCTK B — — — _
N3penus, Henpsmolii A — _ _ —
npucoeanHsaeMble KPOBOTOK b — — — —
n3BHe B 4 4 — —
MsaArkas TKaHb. A — — — —
KOCTb, AeHTUH b — — — —
B - 4 — —
MmnnaHTupye- MsaArkas TKaHb, A _ _ _ _
MbIC M3aenns KOCTb B — — — —
B 4 4- — —
KpoBb A - - - -
c
4 4 - -

MprvMcyaHWe—MeToabl WcCNedOBaHWUA, OTMEYEHHbIE JMAKOM «+». PEeKOMEHAYITCS A/ paspaboTku
NporpaMMbl OLIEHKI COOTBETCT BYHOLLWX M3denmid. OfHAKO UX HC CrefyeT paccMaTpuBaTh Kak 06513aTeNlbHbIN nepeyeHb.

Mpwu paspa6oTKe NporpamMMbl UCCNeA0BAHUI U34eNNIA YUUTLIBAKOT, UTO He BCe MeTO/bl, yKasaHHble
B Tabnuuax Ans onpejesieHHON KaTeropuu, Heo6XoAUMbl M MPUMEHUMbI ANS1 KaXAOTO0 KOHKPETHOro
usgenus.

MporpaMmy uccnefoBaHWii MAaHWPYOT TakK. YTo6bl KaXAoe WM3fenue OLEeHWBanN B COOTBETCTBUU C
npucywnumMmn emy KadectTsamu. pn HEO6X0AMMOCTU WCMOMb3YIOT CheynasnbHo paspaGoTaHHble MeToabl
uccnefoBaHuUi, He yKaszaHHble B TabnuLax.

B oTueTe 0 pesy/nbTaTax MCC/ef0BaHU 060CHOBbLIBAOT BbIGOP TEX WM MHbIX METOLOB.
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7 Ob6ecneyeHrie JOCTOBEPHOCTU W HAJEXHOCTU pe3y/nbTaToB UCCNef0BaHUM

7.1 TapaHTUA [JOCTOBEPHOCTM W HAAEXHOCTU UCMOJMIb3yeMbIX METOA0B WUCC/ef0BaHMNA

Mcnonb3yemble MeTOAbl UCCMef0BaHW A0MKHbI OblTb YYBCTBUTENbHbIMW, TOYHLIMW, TLLATENbHO
BbIMOJ/IHEHHbLIMW.

Pe3ynbTaTbl nccnefoBaHuii JOMKHbI 6bITb BOCMPOM3BOAUMBIMU NPY MeX1abopaTOpHOM 1 BHYTpuia-
6opaToOpnom KOHTpOJIe.

7.2 TapaHTMA NPUMeHeHWs MaTepuana [/ W3rOTOBJIEHUA W3AeNUA U BO3MOXHOCTU [/INTENIbHOro
NPUMEHEHNA M3AeNna B MeAWNLVHCKON NpakTuke

CapaHTUIO TOrO, YTO MaTepuan NPUMeHUM ANA U3rOTOBMIEHUA U3MENNA, a TaKXKe YTO U3Le/INe MOXHO

NPUMEHSITb B MEAULMHCKOM NpakTuKe B TeyeHMe AJNTEeNbHOro BpeMeHW, obecnevymBarOT CUCTEMOM
KayectBa (CM. nNpuioXxeHue J1. NosicHeHue 7.2).

NpumcuaHunc—B IOCT P MCO 9001 u3noxeHbl TpeboBaHMSA K CUCTEMaM yrpaBfieHNs KadecTBoM. B
MCO 9004-1 npcacTaatcHo 6onee NoapobHOe PyKOBOACTBO MO pa3paboTKe Y NPOU3BOACTBY NPOAYKLUN.
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MPNNTOXXEHVE A
(cnpaBoyHoe)

[MosicHeHnA

A1 TIposcHeHMA HO CTaHAapPTy B LIEIOM

HacTosiwumii cTaHgapT MocBsLeH oGecreyveHMo 6e30MacHOCTM MCMO/b30BaHUA MESULMHCKUX W3LeNniA 1
MaTepuasioB. [0M0XKeHNS HACTOSLLEro CTaHAapTa paccyMTaHbl Ha TaKoi NMoAxo[ K oneHKe 61MoornyecKoro aeiicTems
MEAMLIMHCKMX U3AeNniA, KOTOPbIA paccMaTpuBaeT ce KakK 00513aTe/lbHYH0 YacTb 06LLEN OLeHKM 6e30MacHOCTU Meau-
LUMHCKUX W3AeNUIA 1N MaTepuasioB M BadKHbIA 3Tanm MX paspaboTku. Tak >ke. Kak M OCTa/lbHble 3Tanbl mpoLecca
pa3paboTKy, OLeHKa Halle/leHa Ha onpefenieHne BO3AEACTBUSA M3L4eNUIA 1 MaTePUasIoB Ha pas/iMyHble TKaHU OpraHu3Ma
YesioBeKa Mpv NMPUMEHEHMN HO Ha3HAUEHMIO, @ HC B KaKMX-M60 CreumdruyecKnx ycroBusx.

B HacTosiLLeM cTaHaapTe NpeacTaB/eHbl KnaccuuKauma MegUUMHCKX U3ennid, B KOTOPOU BblaeneHbl Hambo-
Nlee KpyrnHble KaTeropuu, a Takke MeTofbl UCCNef0BaHNA BUOIOrMYECKOro AeliCTBMSA AN KKAOA KaTeropum.

Tak KaK AvanasoH BO3MOXHOr0 6MO/I0rMYecKoro prcka O6LUMPEH, Henb3si paccMaTpuBaTh B3avMOfencTBue
TKaHN C MaTepuasioM M30/IMPOBaHHO OT 06LUeli KOHCTPYKUMU M3Aenus. VIcnonb3oBaHUe camoro fly4Llero ¢ TOUKu
3peHVs1 B3aMMOAEMCTBUSI C TKaHbO MaTepuasia MOXET MPUBECTU K YXYALLEHWHO (hYHKLMOHA/IbHbIX KayecTB M3AeNMn B
uenom. MNpu 3TOM B3aMMOAENCTBIME C TKaHbO —NMLLb OAHA 13 XapaKTepuCTUK MaTepuana. Ecnv ycnosmem npriMeHe-
HMSI HO Ha3HaYeHWIO SIBMISIETCA KOHTAKT C OPraHM3MOM YesloBeKa, TO B/USIHWE pasMepoB u3fenus W ero yacTei,
KOHTaKTUPYHOLLINX C COOTBETCTBYHOLWUMN TKaHAMW, ABMAETCA 0653aTeNbHbIM npegmMeTomM mnccneaoBaHuA. O6bIYHO e
B CTaHfapTax M PYKOBOACTBAaX, yCTaHaB/MBAOLLMX TpeboBaHUS K pa3paboTKe M MPOU3BOACTBY W3L4eNUiA, BAWSHME
pasmMepoB uUsgenna nnn ero l‘IaCTe[/JI, KOHTaKTUPYKLLNX C TKaHAMW opraHmnsmMa, He paccMaTpuBaeTCA.

Bronoruyeckoe felicTBrYe MaTepuasia MOXeET ObITb HEXenaTe/lbHbIM NMPU CTO UCMO/1b30BaHUM B O4HOM KayecTse
NpUMeHeHNA N He 6bITb TAKOBbLIM npuy ncnosib3oBaHUM B APYyrom KadecTBe.

HecMoTpsi Ha To. UTO M3y4deHKe BUOOrMYECKOro AeNCTBUS MeAULIMHCKOrO U34e/ust N MaTepuaia onvmpaeTcs
Ha MeTO/Abl C UCNO/Ib30BAHMEM XXUBOTHbIX, HGOﬁXO,qVIMO YyunTbIBaTb, YTO OAUH WU TOT XXe MaTepuasl MOXXET OKasbIBaTb
HeOAMHAaKOBOE BO3AEMCTBME HA TKaHW YenoBeKa U XXMBOTHOro. Kpome Toro, Haivuuve y nofein MHAMBUAYaSTbHbIX
peakumii Mo3BONSET NpeaAnonaraT BO3MOXHOE BO3HUKHOBEHUWE HEXenaTenbHOro adekra npyu NpUMeHeHUN yxxe
M3YUEHHbIX MaTepuasioB, UMEILLMX CTabu/ibHble XapaKTepucTUKW. 03TOMy N0 Mepc pasBUTUA HayKU 1 MOHMMaHWS
OCHOBHbIX MeXaHW3MOB BO3[ENCTBUS U3LeNnii U MaTepuanioB NpeanoyTeHne 6yayT oTAaBaTb MeToAaMm in vitro B Tex
cry4yasix, Korfa oHu obecrneyar paBHOLIEHHYIO MH(OpMaLMIO.

MpUMeHeHMe Upe3MepHO YKECTKUX METOLOB M KPUTEPUEB OLEHKU MOXET MPUBOAUTbL NGO K U3IULLHWM
OrpaHnyeHusIM (3anpeTamM) B OTHOLLEHWN MPUMEHEHUS U3AENNIA NN MaTepUasioB, MB0 K JIOKHOMY NpeAcTaBeHNo
06 0NacHOCTY UX MUCMOJb30BaHNSA.

Korga yctaHaBnvBaloT 0cobble TpeboBaHMSA K 6e30MacHOCTV MPUMEHEHUS MEAULMHCKOrO M3aennst Uan Mare-
pviana. cneLmanuncTbl B 06/1aCT UCCNEL0BAHUIA MEAVLIMHCKUX U3aenuii 1 MaTepuasioB MOryT UCMO/b30BaThb creumasib-
Hble METOAbl N KpUTEPUM OLeHKW. B TakoMm cnyyae MeTOfbl U KpUTEPUM OMEHKMW YCTaHaBNMBAKOT B HOPMAaTMBHOM
[JOKYMEHTE Ha KOHKPETHOE M3fenue Wi matepua.

Hactoawmii ctaHaapT He SBNseTCS HAbopoM 0653aTeNbHbIX TPe6oBaHUIA 1 METOA0B, NpegHa3HaUeHHbIX 415 1L,
HC VIMEIOLLMX HY COOTBETCTBYIOLLEN NMOATOTOBKM, HU OMbITa. M0M0XKEHNS HACTOSILLEro cTaHAapTa C/iedyeT NPUMEHATb
C OMpedenieHHON [oneil MHTeprpeTauuy K B3BELUEHHOCTW. Ha 3ro CnocobHbl CneumanncTbl, KOTOpble WMEKT
NMoAroTOBKY M OMbIT B OLEHKe 6M0M0rMYeckoro AeiiCTBUS U KOTOpble GyAyT yuuTbIBaTb PaKTopbl, OTHOCALLMECS K
U3fenunio, matepvany 1 npegronaraeMoMy HasHa4eHuo, a Takke ByAyT yunMTbiBaTb UH(OPMALIMIO, MOTYYEHHYHO U3
nuTepaTypbl, 1ab0paToOpPHOro N KAMHNYECKOTO OMbIT.

A.2 TMoscHeHNs HO pa3fenam cTaHgapTa

Hwke fiaHbl MosicHeHWA K pa3genam (mogpasgenam) HacTosLLero cTaHaapTa. Hymepauus pasaenos (nogpaszaenos)
COOTBETCTBYET HymepaLu, NPUHATON B OCHOBHOW Y4acTW CTaHAapTa.

Pazgen 1 Kpome xapaKTepucTVK 610M0rMYecKoro AeiiCTBUS MaTeprana, CyLLECTBYHOT U Apyrue BaXKHble Xapak-
TEPUCTUKWN. KOTOpPble HGOﬁXO,qVIMO NPUHUMATb BO BHMMaHWe Npu co3gaHnun usaenus.

3.6 lNepBMYHas oneHKa 6MOMOrMYeCKOro AeCTBUA MEeSULIMHCKOrO W3AeNNS MOXET BK/HOYaTb B Ce6S1 Kak
n3yyeHue flaHHbIX MPefLUeCTBYIOLLEro OnbITa, TakK U 3KCMepUMeHTasIbHbIe McCnefoBaHns. MofobHas oneHKa MOXeT
No3BO/IUTb CAeNaTb CeAyLMiA BbIBOA: HET HEOOXOAMMOCTM MPOBOAWTL 3KCMEPUMEHTa/bHbIE UCCNEA0BAHNSA TOTAa,
KOrfa BblOpaHHbIA MaTepuan yXKe MCMonb3ylT B KayecTBe, aHa/IOTM4YHOM TOMy, B KOTOPOM MpeAnonaratoT ero
MCMO/b30BaTh B CO34aBaeMOM M3LeNnM.

OLeHKa OMKHA YUMTbIBaTbL NPeANonaraemMoe U BO3MOXHOE HeoXunaaHHOe B3aMMOAECTBIE MEXY MaTeprasiom
M TKaHSIM/ OpraHu3Ma YenioBeka.

3.8 Llenb gaHHOro nogpasgena —m3bexaTb NPoBefeHVST IKCMEPUMEHTA/IbHbIX WUCCNef0BaHUA B TeX Cyyasix,
Korja MHopMaLmio 0 MaTepuasie MOXHO MOAYYMTb U3 UHBLIX MCTOYHUKOB.

7.2 BbIOOp 1 OLeHKa MaTepuasios, KOTopble 6yAyT KOHTaKTUPOBaTb C TKaHAMW OpraHu3ma 4venoseka, TpebyroT
TaKoro CCTEMHOrO0 NMOAX04a, NPV KOTOPOM XapaKTepUCTUKM BCEX MaTepPUasioB, BXOAALLMX B KOHEYHbIA NPOAYKT, 6yayT
YUTeHbI Npy 06LLIEN OLEHKEe KayecTBa pa3paboTKu U3fenus.

10
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