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Mpegucnosue

Llenn, ocHOBHbIE NPUHLMUMBLI U NOPAAOK NPoBeAeHNs paboT NO MeXrocyAapCTBEHHOW cTaHfapTusanmm
yctaHoBneHol FOCT 1.0—92 «MexrocygapcTtseHHasa cuctema craHgaptusaumm. OCHOBHbIE MOIOXEHUA» U
[OCT 1.2—2009 «MexrocygapcTBeHHas cuctema ctaHgapTnsaunn. CtaHaapTbl MeXrocyAapCTBEHHbIE, Npa-
BUA 1 peKoMeHJauMmn No MexXrocyAapcTBeHHOW cTaHfapTu3auun. MNMpasvna paspaboTku, NpUHATUS, NpuMe-
HeHus. 0BHOBNEHNSA N OTMEHbI»

CeefeHus o cTaHgapTe

1 NOATOTOBJ/IEH depepanbHbiM rocyfapCcTBEHHbIM YHUTapHbIM NpeanpusaTneM «Bcepoccuiickuii
Hay4YHO-UCCneaoBaTenbCkuii  UHCTUTYT — cTaHgapTu3aumm 1 cepTudmkauum B MaLMHOCTPOEHUU»
(BHUMHMALL)

2 BHECEH ®epgepasibHbIM areHTCTBOM M0 TEXHUYECKOMY perysiupoBaHuto 1 MeTpoornm

3 MPUHAT MexrocyaapCTBEHHbIM COBETOM MO CcTaHfapTu3auuu, MeTposoruM u ceptudukaumnm
(npoTokon oT 29 Hos6ps 2011 r. Ne»40)

3a NPUHATUE NPOrosaocoBann:

KpaTtkoe HavMeHOoBaHWe CTpaHbl Kog, cTpaHbl CoKpalleHHOe HaMMeHOBaHVe HaLMOHa/IbHOTO opraHa
no MK <1CO 3166) 004-97 no MK(MCO 3166)004-97 no cTaHgapT1saumm
Benapycb BY FocctaHpapT Pecny6nukn Benapycb
KasaxcTtaH Kz FocctaHgapTt Pecny6nvkn KasaxctaH
Knprusua KG Kblprbi3ctaHgapt
Poccusa RU PoccTtaHpapT
TagxXukncraH TJ TamxukcTaHaapT
Y36ekucTtaH uz Y3cTtaHgapTt

4 TMpukasom PefepanbHOro areHTCTBa No TeXHNYECKOMY peryinpoBaHuto 1 MeTponorim ot 13 gekabps
2011 r. N? 1315-cT MmexrocygapcTBeHHbIn ctaHgapT FOCT IS 010993-1—2011 BBeAeH B AeliCTBUE B kayecTse
HaluoHanbHoro ctaHgapTa Poccuiickoli degepauun c 1 aHBaps 2013 .

5 HacToAwuin ctaHgapT WAEHTUYEH MexAyHapogHomy cTaHgapty ISO 10993-1:2003 Biological
evaluation of medical devices — Part 1: Evaluation and testing (OL,eHka 6M010rMYeCKOro AeiCTBUS MeANLNH-
ckux nsgenuii. Yactb 1. OueHka n uccnefoBaHmns).

CTeneHb cOOTBETCTBUSA — ngeHTuyHas (KoT).

CTtaHAapT NOAroToB/IEH Ha OCHOBe npumeHeHna TOCTPNCO 10993-1—2009

6 BBE/JEH BMNEPBbIE

MHdopmaums 06 M3MeHeHUsX K HacToALeMy CTaHAaap Ty ny6mkyeTca B eXXerogHom uHpopmMaLmoH-
HOM yKa3aTerne «HaunoHanbHble CTaHfap T bi», & TEKCT U3MEHEHNI M NONPaBOK — B eXeMeCAYHOM HAop-
MauMOHHOM yKasaTene «HaunoHanbHble cTaHfapThbi». B cnyyae nepecmoTpa (3aMeHbl) UM OTMeHbl
HacTosAWero craHjapTa COOTBeTCTBYyWLWee yBeAoMm/eHne 6yaeT onyb/MKOBAHO B eXeMeCAYHOM
MHgOpMaLNOHHOM yka3aTene «HaunoHanbHble cTaHgapThi». CooTBeTCTBYWas nHdopmauns, yse-
[OM/IEHNE U TEeKCT bl pa3MeLLao T CA Takxe B MHDOPMaLMOHHOW cucTeMe 06Lero nosib30BaHUst — Ha odou-
unanbHoM caiiTe ®PefepasnbHOro areHTCTBa Mo TEXHUYECKOMY peryMpoBaHuio 1 MeTponornum B ceTu
MHTepHeT

©CTtaHpapTuHdopm. 2014

B Poccuiickoii ®efiepann HacTosILLMiA CTaHAAPT HE MOXET 6bITb MOTHOCTbLIO MM YACTUYHO BOCMPOU3Be-
[eH. TUpaX1poBaH 1 pacnpocTpaHeH B kayecTBe 0hMLMaNLHOMO U3faHus 6e3 paspelleHns defepanbHoro
areHTCTBa No TEXHUYECKOMY pPeryIMpoBaHuio 1 MeTposiorum
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BeBegeHve

CobnofeHue nonoxeHnii ctaHgapTos cepun IS0 10993 «OueHka 6U0N0rMYecKoro A4eicTBmsa MeauLMH-
CKWX U3Aennii» No3BoanNT 06ecneynTb CUCTEMHBI NOAXOA K UCCIeA0BaHNI0 61OM0OrNYeckoro encTensa mean-
LIMHCKNX U3AeNnid.

Llenbto aTuX cTaHAapToB He siBNseTcA 6e3ycnoBHOe 3aKpensieHne eMHoobpasHbiXx MeTOA0B nccneso-
BaHWIA 1 MCNbITaHWi 3a rpynnamMmm 04HOPOAHBIX MeANLNHCKUX U3Le/nii BCOOTBETCTBMM C NPUHATONW knaccndu-
Kauwvei nxno Buay naAnuTenbHOCTM KOHTaKTa CopraHn3Mom Yenoseka. NMoaToMy niaHnpoBaHve vnpoBeseHve
nccnefoBaHuii UNCNbITAHWIA OHKHBI OCYLLLECTBAATHL CNELMaNNCTbI, MMeloLLe COOTBETCTBYIOLLYH NOATOTOBKY
M onbIT B 06/1aCTV CaHUTAPHO-XMMUYECKOM, TOKCMKOMOrMYeckoli n 61onornyeckoli oueHoK MeauLMHCKMX
n3aenuia.

CraHpgapTbl cepumn ISO 10993 ABAAOTCA PYKOBOAALLMMUN LOKYMEHTaMuM A1 NPOrH03MpoBaHus u uccrne-
[0BaHnsA 6MONOrMYecKoro AeicTBna MeaULMHCKUX U34EeNNIA Ha cTagun Bbibopa MaTtepmasos, NpefHa3HaueH-
HbIX 4191 UX M3rOTOBJIEHWSA, a Takke ANS nccnefoBaHnii roTOBbIX N3LeNNiA.

HacToswuii cTaHpapT ABNsSieTCS OCHOBOMoNarawLwmum B cepun ctaHgapTos 1ISO 10993. a Takke pykoBoO-
OALWNMM OKYMEHTOM MO BbIGOPY MEeTOA,0B OLLeHKM 6UO0I0TMYeCcKoro AeiiCTBUSA B COOTBETCTBUM C TpeboBaHUSAMM
6e30MacHOCTU NPYMEHEHNS MeANLMHCKUX N3AENNA N MaTepuanos.

Kpome TOro, HazHauyeHune HacToALLEero ctaHaapTa — OrpaHnyunTb paMkn 6MONOrMYecknx nccnefoBaHui
TakMm 06pa3om, YTO6bl CHU3UTb [0 MUHUMYMa YUC0 SKCNEePUMEHTATbHBIX XXUBOTHBIX U UX NOABEPXKEHHOCTb
BpeAHOMY BO3AelCTBUIO.

B cepwutio IS0 10993 BXxoAAT cneaytoLyme 4yacTv nog o6wmm HadBaHuem «3genvsa meguunHckue. OueHka
610N10rNYECKOro AencTBns MegULMHCKUX U3LENNIi»:

Yactb 1— OueHka nuccnegosaHus,

YacTb 2 — TpeboBaHus K 06paLLeHmIo CXUBOTHLIMY;

YacTtb 3 — MccnepoBaHusl reHOTOKCUYHOCTU. KaHLEPOreHHOCTU M TOKCMYECKOro AeliCTBUSA Ha penpo-
OYKTUBHYIO (DYHKLIO;

YacTtb 4 — WccnepgosaHve usgenuii, B3amMoaeicTBYOLWNX C KPOBbIO;

YacTb 5— WccneposaHue Ha LMTOTOKCUYHOCTb: METOAbI in Vitro;

YacTb 6 — MccnegoBaHne MeCTHOro AeliCTBMA NocAe uMnaaHTaumy;

Yactb 7 — OcTatoyHoe cofepxaHune aTueHokcuaa nocsie crepuansaunm;

YacTb 9 — OCHOBHble NMPUHLUMBI UAEHTUMMKALMN N KOSIMYECTBEHHOTIO ONpeae/ieHNs NoTeHUanbHbIX
NpoAyKTOB AerpagaLuu;

YacTb 11 — WccnepnoBaHue 06LLETOKCMYECKOTO eNCTBIUS;

Yactb 12 — lMpuroTtoBneHune npob v ctaHgapTHble 06pasLibl:

YacTb 13 — WNaeHTudwmkauus n KonmyecTBeHHOE onpejeneHne npoaykTos gerpajauum noanmepHbIxX
MeAVLMHCKUX U3[enuii;

YacTb 14 — NaeHTndwmkauns 1 KoNu4yecTBEHHOE onpejenieHne NpoaykToB Aerpajauun usgenvii ns
KepamuKu:

Yactb 15— MpgeHTudmkauma n KoNnMYecTBeHHoe onpefeneHne npoAykToB Aerpagauun nsgennin us
MeTas1/10B U CM/1aBoB:

YacTb 16 — MogenupoBaHue 1 uccrefoBaHne TOKCUKOKUHETUKM MPOAYKTOB Aerpajauun n BbiMbl-
BaHUA:

YacTb 17 — YcTaHOB/IEHWE NOPOroBbIX 3HAYEHWI AN BbIMbIBAEMbIX BELLLECTB;

YacTb 18 — VccnegoBaHue XMMUYECKUX CBOMCTB MaTepuasios;

Yactb 19 — WccnepoBaHue M3NKO-XUMUYECKMX, MOPEOOrMYecknx 1 tonorpaduyeckmx CBOWCTB
matepuasos:

YacTb 20 — MpuHUUNBI “ MeToAbl UCCNeAoBaHWs WMMYHOTOKCMYECKOTo AeNCTBUS MeAULMHCKUX
n3genunia.



MOCT ISO 10993-1—2011

M E X T OCVY 4APGC CTUBEHHUbB 1 C TAHOAPT

N3AENNA MELVULMHCKMNE. OLLEHKA BUOJIOMTMYECKOIO AENCTBUA
MEOULIMHCKNX U3LENNI

YacTb 1
OueHKka 1 nccneposaHus

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

Nata BBegeHna — 2013—01—01

1 O6nacTb NPUMEHEHUS

HacToAwuii cTaHAapT ycTaHaBIMBaET CNeytoLne NoMoXeHNs:
- OCHOBHbIE NPUHLMMNbI OLEHKM BMOOTMUYECKOro AeiicTBUS MeaULMHCKUX n3aenuii (nanee — nsaenus);

- onpejesnieHne Kateropum MeAnLIMHCKOro U3enna Ha OCHOBE XapakTepa v NPpOAO/IKNTE/IbHOCTU KOH-
TakTa Cc OpraHM3MOM Yes0BeKa;

- BbIGOp COOTBETCTBYIOLLNX METOAOB UCCNEf0BaHWIA.

MonoxeHuns ctaHgapTa He pacnpoCTPaHATCA Ha Matepuasbl U MegULVHCKME U3eNns, He KOHTaKTupy-
toLMe ¢ TesIoM naumneHTa HM HenocpeACcTBEHHO, HU onocpeoBaHHO. CTaHAapT Takxke He ycTaHaBnBaeT Tpe-
60BaHMS. HanpaBfieHHble Ha MpefoTBPaLleHNe ONacHOCTU ANA NauueHTa, KOoTopas MOXeT BO3HWUKHYTb B
pesynbTare Kakux-iMb0 0TKa30B MeANLUHCKUX n3aennii (MexaHn4eckux, 3NeKTpUYecKux nnu ap.).

Tpe6oBaHus HACTOALLEero cTaHAapTa ABNATCA PeKOMEHAYEMbIMU.

NMpunmeuyaHune — OcTanbHble cTaHAaPThbl KOMM/IeKCa OTHOCATCSA K ONpeAesieHHbIM NccriefoBaHnam (CM. nosc-
HEeHVS a NpUIoXeHun A).

2 TepMmuHbI 1 onpepeneHns

B HacToALLEM CTAHAAPTE NMPUMEHEHbI CMeAyoLLINe TEPMIHbLI C COOTBETCTBYHOLWUMM ONpPeAeeHUAMN:

21 MeauunHckoe nsgenue: /tlo6oii npuéop, annapar, npucnoco6ieHne, MmaTepuan unu Apyroe usge-
e. BKoYas NporpaMMHoe o6ecrnedyeHune, NPUMEHAEMOE N30IMPOBAHHO UK B KOMMNJIEKTE, NpeaHa3HauYeH-
HOE N3roTOBMTENEM A/INA:

- [MAarHoCTVKW, NPOUNAKTUKU, HABMOAEHUS, NeYeHNUs UK 061er4eHns 601e3Hu,

- OUAarHoCTWKWU, HabMAeHNs, NevyeHnsi, 06neryeHns UAM KOMNEeHcaLMn NOBPEXAEHUS OpraHoB WM
h13MYECcKOro HegoCTaTKa;

- UccneaoBaHus, 3aMeHbl Y U3MEHEHWSE aHaTOMMUK WU (OU3MO0JTOTMYECKOro NPoLecca;

- KOHTpauenuum, —

1 KOTOPOE He IBNSIeTCS (DapMako10rMYeckUM, MMMYHOTIOTMYECKAM UM MeTabo/IMYeckUM CPeLCTBOM, HO
MOXeT 6blITb JONO/IHEHO TAKUMU CPEACTBAMMN.

MpumevaHunsn

1 WV3penus He ABNASIIOTCS NekapcTBaMy W oLeHKa UX 6MONIOTMYECKOro AecTBuA TpebyeT apyroro nogxoga. Mpu
[OMNOSTHEHUN MEANLNHCKOro n3aenusi hapmMako1orMyeckMm CpeAcTBOM, KOJIMYECTBO €ro He fL0/1KHO NPEBbIWAaTb CYTOUYHOM
[03bl.

2 TepMUH «MeAuLMHCKOE n3henne» BKIKOYaeT Bce6a M34enmsa CTOMaTosIorMyeckoro Ha3HaueHus.

N3paHne opuymnanbHoe
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2.2 maTepuan: /o6oii CUHTETUYECKUI 1AW NPUPOAHBIA NOMMEP, METas, ChiaBs, kepamuka U apy-
roii HeXM3Hecnoco6HbIi MaTepuas, BKIKOUAs HEXMU3HECTNOCOGHY0 6MOM0MMUEcKyo TkaHb, NPUMEHSIEMbIA B
kauecTBe MeANLMHCKOTO U3Aennst Uav ero 4acTu.

2.3 KOHEUYHbIW NpoAyKT: MeauuMHCKoe U3genme B TOM COCTOSIHUAM, B KOTOPOM €ro NPUMEHSIIOT B Meu-
LIMHCKOVi NpakTuKe.

3 OCHOBHbIE NPUHLMMbI OLEHKM 61010rMYeckoro aelicTBuS
MEANLMHCKNX U3OENWiA

3.1 BbI6op 1 oueHKa 11060ro matepuana uim MeguuMHCKOro n3genus, npefHasHaueHHoro Aas npume-
HEHMS B MeANLMHCKOW NpakThke, TPe6YT CUCTEMHOIO NoAX04a K OLLeHKe 6MON0rMYecKoro AelicTeus.

Pa3paboTky M3genuns ocyLLecTBSOT HA OCHOBE MH(OPMUPOBAHHOIO W [OKYMEHTa/lbHO 3acBupe-
TeNbCTBOBAHHOIO PELUEHNS, C YYETOM NPENMYLLECTB 1 HELOCTATKOB Pas3/IMyHbIX MPUrOAHbLIX MaTepuasnos n
MeTOoZ0B nccnefoBanuns. ins obecneyeHns rapaHTUmM Toro, 4To n3genve B roToBoM Buge 6yaeT dyHKLMOHUPO-
BaTb B COOTBETCTBUM C HA3HAYEHVEM 1 ero NpuMeHeHne byaeT 6e30nacHo A9 Ye0Beka, B naHe pa3paboTkm
n3genus npesycMaTpuBaloT OLEeHKY 61M0N0rMYeCKOro AeicTBUS N3aenus.

MporpaMmMy OLeHKN 6MOSIOrMYECKOro feiicTBUS n3genns paspadaTbiBatoT, OCYLLECTBAAIOT U [OKYMEH-
TaslbHO 0hOpMASAIT cneunanncTbl, CNOCOOHbIE MPUHMMATL PEeLLeHNst Ha OCHOBe MHdopMaLun O Mpenmy-
LW ecTBax U HefocTaTKax Pas3/iMuHbIX MaTepuanos U METOL0B UCC/eL0BaHWA.

3.2 MMpwu BbIGOPE MaTepunanos A5 U3roTOBEHUS N3LeNns, B NepBY0 oYepeb He06X04MMO YyUnTbIBaTb
MX COOTBETCTBME HA3HAYEHMIO U3AENNA MO UX XMMUYECKUM, TOKCUKONOTMYEeCKUM, OU3NYECKUM, 3/1eKTpuYec-
KUM, MOPEPONIOTMYECKNM N MEXAHUYECKUM CBONCTBAM.

3.3 PaccmaTpuBatoT criegytolive napameTpbl Ha NpeaMeT COOTBETCTBUA GMONOrMYECKOMY AeCTBUIO
n3aenus B Leom:

a) UcxofHble MaTepuasbl;

b) cneumnanbHble f,06aBKW, NPUMECU N OCTATOYHbIE BELLEeCTBa;

C) NPOAYKTbI BbIMbIBaHUS;

d) npogykTbl ferpagauuu;

€) Nnpoyvie KOMMOHEHTbI U UX B3aMOAENCTBME B KOHEUHOM NPOAYKTE:

f) cBoiicTBa 1 XapakTepUCTMKN KOHEYHOTO NPOAYKTA.

MpumeyaHune — Mpu HEOGXOANMOCTH, OLLeHKE GUONOTMYECKOro AelicTBUSA MOTYT NpeALwecTBoBaTb UAEHTUMDN-
Kauusi 1 KONIMYecTBEHHOE onpeeneHne BXOASAWNX B KOHEYHbI NPOAYKT 3KCTPArnpyemMbiX XUMUYECKMX KOMMOHEHTOB B CO-
otBeTcTBMK € ISO 10993-9.

3.4 MMpw npoBeaeHnN UccnefoBaHnin U MHTeprpeTaLmmn pesybTaToB OLeHKM B10Nornyeckoro AeicTeus
YUMTbIBAKOT XMMUYECKUI COCTAB MaTepuasioB, BK/IOUAs YCNIOBUS, a TAKKE BUA,. CTEMEHb, YAcTOTY U NPOAOIXKM-
Te/IbHOCTb KOHTaKTa U34ennsa Uiy ero yacTtei c opraHmamom yenoseka. Cnefys BblleckasaHHOMY, MeANLUH-
Ckne n3genus ans Bbibopa COOTBETCTBYOLWMX NCCNefoBaHnii NnogpasfenstoT Ha kateropum (cm. pasgen 4).
HacTosAwuii cTaHgapT pacnpocTpaHaeTcs Ha UCCNef0BaHNS MaTepmasioB /MM KOHEYHOTO NPOAYKTA.

[mana3oH BO3MOXHOI 6GMONOrMYeckoil oNacHOCTM LUMPOK M BKOYaET B cebs:

- KpaTKOBPEMEHHbI 3hhekT (Hanprumep: ocTpast TOKCMYHOCTb, pa3gpaXeHne KOXW, r1as v CIM3UCTbIX
060/104€eK, TMNepYyBCTBUTEILHOCTbL, FEM0/IM3, TPOMG006pa3oBaHne);

- OTAaneHHbll unu cneunduyecknii Tokcnyeckuii apdekT (Hanpumep: CybXpPoHUYECKUIA UM XPOHMYeC-
KWl TOKCMYecknii achchekT, rmnepyyBCTBUTE/IbHOCTb, FEHOTOKCUYHOCTb. KaHLLEPOreHHOCTb U BO34EeCTBME Ha
penpoAyKTUBHYIO PYHKLUIO, BK/THOUYAs TEPATOTEeHHOCTb).

3.5 [inA kaxzgoro Mmateprasa u KOHeYHOro NPoAyKTa aHaM3npyT BCe BUAbl 6G1OI0rMyeckoii onacHoc-
TW. DTO HE 03HAYAET, UTO IKCMEPUMEHTaSIbHbIE UCC/IeJ0BaHNSA BCEX BUAOB 61010rMYeckoii onacHOCTU Heo6Xo-
OVMbI UK BbINOSTHUMBI (CM. pasgen 6).

3.6 /ltobble uccnegoBaHus in vitro Uam in vivo npoBOAAT, OCHOBbLIBASICb HA MPMMEHEHWN KOHEYHOTO NPo-
[yKTa v BbINOMIHEHNW NabopaTopHbIX TPe6oBaHWi, Npyu nocneayoLein nHTepnpeTaLumn pesynbTaToB uccieno-
BaHWA KOMMNETEHTHbIMU cheuuanucTamu. Mpu BO3MOXHOCTW, MCCNEAOBaHMA in Vvitro NPOBOAAT 40 Hayana
nccnepoBaHuii in vivo.

[aHHble uccnepoBaHuii, [OCTATOYHbIE ANS HE3aBMCMMOTO 3aK/HYEHUs, AO/MKHbI COXpaHATbCA (CM.
nosicHeHue K 3.6 B A.2 npunoxeHuns A).

2
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3.7 T1oBTOPHYIO GMONOTNYECKYIO OLEHKY MaTepunasioB UM KOHEYHbIX NPOAYKTOB NPOBOAAT NP N06bIX
N3MEHEHUAX:

- WUCTOYHMKA MOCTYNNEHUS Uimn Nioboi XxapakTepucTukn MaTtepuasnos, NCNOMb3yeMbIX B MPOV3BOACTBE
nsgenus;

- cocTtaBa, 06paboTk1, NepBUYHON yNakoBKu UM MeTofa CTepuan3aumm KOHe4YHOro NPoayKTa,;

- CBOWCTB KOHEYHOTO NPOAYKTa NPU XpaHeHUH;

- NMPUMEHEHUs n3genus.

aTakke Npu HaMunm 1t60oro NpusHaka Toro, YTO M3Aesine Bo BpeMs MPUMEHEHUSI MOXET Oka3aTb Hexe-
natefibHoe BO3/eiCcTBYE Ha YesioBeka.

3.8 Tpu oueHke 6MONOrMYecKoro AecTBNUA U3Aenus, NPOBeAEHHON B COOTBETCTBMMN C NOMOXEHUAMU
HacTosLero ctaHjapTa, yuuTbiBaloT Npupogy U MOBMIBLHOCTb VHIPEANEHTOB MaTepuasioB, UCNO/b3yeMbIX
AN N3roTOBNEHUA U3enuns, a Takke 4pyryro nHopmaLmio, B TOM Yncne pesybTaTbl 4OKANHUYECKUX U KIUHN-
Yyeckunx uccnefoBaHunii ugaHHble 06 n3gennn nocne Bbinycka 13 npomM3BoACTBa (CM. NosicHeHne k 3.8 0A.2 npu-
noxenus A).

4 Knaccudmvkauus MeauUnHCKUX U3aennia

4.1 OCHOBHble NONOXEHUSA

Ha ocHoBaHMM 06X NPUHLUMOB, N3MOXEHHbIX B pasgene 3, n3genus nogpasfensioT Ha KaTeropmm, 4to
obneryaeT BbIGOP METOA0B UCCEA0BAHUSA.

MporpaMmy nccnenoBaHuii U3AeNNs, He BXOASALLETr0o HA BOAHY ONMMCaHHYH KaTteroputo, paspabartbiBaloT B
COOTBETCTBUY C NOJIOXEHUSIMM HACTOsLLero ctTaHgapTa. B Tom cnyyae, korga n3genve MoxeT 6biITb OTHECEHO
60/1ee YeEM K OZHOW KaTeropuu, paccmaTpuBalT BO3MOXHOCTb NPOBEAEHUS UCC/ef0BaHNA, COOTBETCTBYHO-
LLMX KaXJO0M KaTeropum.

MeauumnHckne n3gennsa noapasfensaoT Ha KaTeropum B COOTBETCTBUM C BUAOM UANTENbHOCTbIO KOHTakK-
Ta c opraHnM3mMoM 4YesioBeKa, kak onmcaHo B4.2 n4.3.

4.2 Knaccudukayms no BUAY KOHTaKTa c 0praHu3MoM yenoBeka

4.2.1 N3penuvs, He KOHTaKTUpyLmMe c opraHM3MoM Yenoseka

HacToawwuii ctaHgapT He pacnpocTpaHaeTca Ha WU3[enuns, He UMeloWwmne H HenocpeAcTBEHHOro, Hu
onocpeAoBaHHOro KOHTaKTa C OpraHM3MoM YesioBeka.

4.2.2 3penunsa, KOHTakTMpyloLwme c NOBEPXHOCTLIO TeNna YyesioBeka

B flaHHyl0 rpynny BXOAAT U34E/NA, KOHTaKTMpyoLmMe co cineayrowmmMm NoBepxXHOCTAMU:

a) ckoxeil. KoaHHOM KaTeropynm OTHOCAT U3AE/US, KOHTAKTUPYIOLLLME TOIbKO C HEMOBPEXAEHHON KOXE,
Hanpumep, 3NeKTPobl, BHELIHNE NPOTe3bl, (PUKCUPYIOLLME IEHTbI, KOMNPECCUOHHbIE MOBA3KN 1 MOHUTOPLI
pa3NnyHbIX TUMOB;

b) co cnm3ncTbiMy o6on04kamu. K faHHOM KaTeropum oTHOCAT U3[ENUS, KOHTAKTUPYIOLME C HENOBPEX-
AEeHHBIMU CNTM3NCTbIMM 060/104KaMK, HANPUMep, KOHTaKTHbIE IMH3bI, MOYEBbLIBOASALLMNE KaTeTepbl, BHYyTpUBaru-
HaslbHble Y BHYTPUKMLLIEYHbIEe n3aenns (kenyfouHble 30HAbl, CUTMOULOCKOMbI. KOSIOHOCKOMbI. FACTPOCKOMbI),
3HAOTpaxeasbHble 30H/bl, 6POHXOCKOMbI, 3y6HbIe MpoTe3bl, U3AeNnsa ANA OPTOAOHTUM U BHYTPUMAaTOUHbIE
nsgenus;

C) C MOBPEeXAeHHbIMW UIN NOABEPXKEHHbIMMU OMACHOCTN NMOBPEXAEHUS NoBepXHOCTAMU. KaaHHO KaTe-
ropun OTHOCAT U3AENUA. KOHTaKTUPYIOLLMe C NOBPEXAEHHbIMU UV NOA4BEP>KEHHLIMIN ONMACHOCTU NOBPEXAEHNA
NoBepxHOCTAMM TeNa, Harnpumep, NOBA3KM UK iedebHble CpeCTBa M OKK/TI03MOHHbIE MOBA3KN Ha I3Bbl, 0XOIU,
rPaHyNAUMOHHYIO TKaHb.

4.2.3 N3penua, npucoegnHsaemMble n3sHe

K gaHHOWM KaTeropmum OTHOCAT W3AeNus, KOHTakTMpylolMe cO CrnefylolmnMy yyacTkamy opraHnsma
yesioBeka:

a) ccucTeMoli KpoBoobpaLLeHVs, HeNPAMON KOHTaKT. M3aenns, KOHTaKTUpYyLoLme CCMCTeMO KpOBOOG-
paLleHuns B OfHOI TOUKe 1 Cnyxallye AN BXoAa B KPOBEHOCHYIO CUCTEMY, Hanpumep, yCTpoiicTea A5 BBefe-
HWSA PacTBOPOB U NepennBaHns KPoBu;

b) C MATKAMM TKAHAMMW, KOCTHBLIMU TKAHAMW, AEHTUHOM. V13aenunsa n MmaTepuasbl, KOHTaKTUpYoLWmne ¢ MaAr-
KMMW TKaHSAIMU, KOCTbHO 1 CUCTEMON «KaHan — AEeHTWH», HanpyumMep, nanapockonbl, apTPOCKOMbI. CUCTEMbI Ape-
HUPOBAHUSA. LEeMEHT 415 CTOMATO10rMK, NI0MOVPOBOYHbIE MaTepuarsibl Y KOXHbIE CKOOKN;

C) C UMpKynupyioLieli KpoBbio. 3nenns, KOHTaKTUpYyoLWmMe ¢ cucTemoli KpoBoo6palleHns, Hanpumep,
BHYTPUCOCYANUCTbIE KaTeTepbl, BpEMEHHbIE 3/1IEKTPOAbI KapAMOCTUMYNATOPA, OKCUreHaTopbl U NpUHagiex-
HOCTU K HUM. Ananu3aTopbl, TPY6KM 1 NPUHAANEXHOCTU ANA Anannsa, reMo- ¥ UMMyHOCOPOEHTbI.
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4.2.4 VIMnnaHTupyemble nsgenus

KAaHHOW KaTeropum OTHOCAT U3LeNns, KOHTaKTUPYIOLLMe CO CeAyLWUMY yyacTkammy opraHn3ma Yeno-
Beka:

a) C MATKUMU U KOCTHbIMWU TKaAHAMMWN:

1) u3pgenus, B OCHOBHOM KOHTaKTUPYOLLME C KOCTbIO, Harnpumep, opToneuyeckme WNuabky, niac-
TUHKW. NCKYCCTBEHHbIE CBA3KMN, KOCTHbIE NPOTE3bl, KOCTHbIE LLIEMEHTbI, BHYTPMKOCTHbIE MPUCMNOCO6NEHUS.

2) n3penusi, BOCHOBHOM KOHTaKTUPYHOLLME C MSATKUMU TKAHAMU U MEXTKAHEBOW XMNAKOCTbIO, Hanpu-
Mep, KapAMOCTUMYATOPbLI, U3AENNA 4719 BBEAEHUSA IEKAPCTBEHHbIX CPEACTB, HEPBHO-MbILLEYHbIE AATHUKN U
CTUMYNATOPbI, NCKYCCTBEHHbIE CYXOXUNA, UMNAAHTaTbl FPYAHO Xenesbl, NpoTe3bl ropTaHu (MCKyCCTBEHHas
ropTaHb), UMMNAaHTaTbl HAAKOCTHULbI U K/IMMNCbI 151 KPOBEHOCHbIX COCY/0B.

b) C KpOBbIO. M134enns, KOHTaKkTUpYyloWme C KPOBblO, Hanpumep, 31eKTPofbl KapAuoCTUMYNATopa,
NCKYCCTBEHHblIE apTepno- n BEHO3HbIe CbVICTy]'IbI, cepAedHble KnanaHbl, TPAHCN/1aHTaTbl COCYA0B, BHYTPEHHNE
KaTeTepbl /19 BBE,eHUS /IeKapCTB B KDOBEHOCHOE PYC/I0, CTUMY/IATOPLI Xesyfo4Ka cepaua.

4.3 Knaccudumkaums nsgenuii No npoAoKMTENbHOCTU KOHTaKTa

M3pgenus nogpasfensoT Ha kaTeropuy B 3aBUCUMOCTM OT NPOAO/IKUTENBHOCTY KOHTaKTa cneayowum
obpaszom:

- KaTteropusa A— n3nenna KpatkoBpemMeHHOro KoOHTakTa — OAHOKPaTHOro, MHOroKpaTHOro unamn Hernpe-
PbIBHOTO UCMO/b30BaHUS, KOHTaKT KOTOPbIX B 0OLLE CIOXHOCTM COCTaBNsAeT MeHee 24 u:

- kateropus B — n3genvs gnmTenibHOro KOHTakTa — OJHOKPaTHOro, MHOTOKPaTHOrO WM HEeMpPepbIBHO-
ro NCNONb30BAHUSA, KOHTAKT KOTOPbIX MpeBbIaeT 24 4. Ho cocTaBnsAeT He 6onee 30 cyT;

- kateropusa C — n3fenmsa nocToAHHOro KOHTakTa — OAHOKPATHOro, MHOrOKPAaTHOro Uu HernpepbIBHO-
ro UCNONb30BAHUA, KOHTAKT KOTOPbIX npesbiiaeT 30 cyT.

Ecnun no npofomxuTenbHOCTU KOHTakTa Matepuan uin nusgenne mMoryT 6biTb OTHECEHbI 6oslee YeMm K
O/ HOIi KaTeropum, To UccnefoBaHns NPOBOAAT C NOBbILLEHHOW TpeboBaTeNbHOCTLI0. Mpy OTHECEHNM n3genus
MHOTOKpPaTHOro NPYMEeHeHUst KonpeeneHHOo N KaTeropmmn yunTbiBaoT NOTEHUMANbHbIA KyMYyNATUBHbIA adhdhekT
3a BCe BpeMsl, B TEYEHME KOTOPOro NpoTeKkaeT KOHTaKT.

5 WccnepgoBaHuA

5.1 OcCHOBHble NOJSIOXEHUA

Kpome OCHOBHbIX MPUHLMMOB, N3/I0XEHHbIX B pasgene 3. npu oLeHke 61Mo10rmyeckoro aecTens nsae-
Nnii pyKOBOACTBYIOTCS CNeAyoLWMMN NOMOXKEHNAMMN:
a) uccnefoBaHWsAM NoABEPraloT KOHEYHbIV NPOAYKT AN penpe3eHTaThBHble 06pa3Libl KOHEYHOTO Npo-
AyKTa unu matepuanos, 06paboTaHHbIX TaKkxe, Kak M KOHeUHbI NPOAYKT;
b) npu BbIGOPE METOAOB UCCNEAOBAHNI YUNTLIBAIOT:
1) BuA. cTeneHb, NPOAOC/IKUTENbHOCTb, YAaCTOTY M YC/I0BUSI BO3AEWCTBMA U34ENUsi HA OpraHvusmM
4yenoBeKa WAN KOHTaKTa C HM Npu UCNO/Ib30BaHUMN MO HAa3HAYEHUIO.
2) XMMUYEeCKyto N hn3nNYeCcKyro NpMpoay KOHEYHOro NpoaykKTa,
3) ToKcMyeckue CBOMNCTBA XMMUYECKNX 31EMEHTOB U COeANHEHWIA, NCMONb30BaHHbIX NPU N3rOTOB-
NIeHUN KOHEYHOro NpoayKTa.
4) BO3MOXHOCTb UCK/IOYEHUSI HEKOTOPbIX UCCNEeA0BaHNli (Hanpumep, npefHas3HaYeHHbIX 415 OLeH-
KN CUCTEMHbIX 3thheKTOB), €CNN f0Ka3aHO OTCYTCTBUE BbIMbIBAEMbIX BELLECTB UM €C/IN UX YPOBEHb TOKCUY-
HOCTW U3BECTEH UAONYCTUM.
5) cooTHOLeHWe naowaay NoBEePXHOCTH U3eNnsa 1 pa3MepoB Tena peunnueHTa.
6) MH(OPMaLMOHHbIE faHHble, OCHOBAHHbIE Ha Hay4HOl nuTepaTtype, OnbiTe W AOKINHUYECKUX
nccnenoBaHusix.
7) OCHOBHYyIO Lieslb — 0XpaHy 340POBbS YeNI0BeKa, a Takke obecneyeHne XopoLLIMX YCoBuii coaep-
XaHWs XUBOTHbIX U CBEAEHMe A0 MUHUMYMa Y1CIa UCNO/Mb3YeMblX NOAOMNbITHbLIX XMBOTHbIX Y BPeAHOI0 BO3-
AelicTBUA Ha HUX:
C) NpW NOSTyYEHUN SKCTPAKTOB U3 U3AENNIA UCNOMb3yeMble pacTBOPUTENN W YCNOBUS IKCTPaKLUN BbIOU-
palT B COOTBETCTBUM C BUAOM U HA3HAYEHNEM KOHEYHOrO NpoayKTa.
d) npv HEO6XOAMMOCTMN UCNONBL3YIOT MOMOXUTENbHbIV N OTPULLATENbHbIA KOHTPO/Ib:
€) MOCKO/bKy pe3ynibTaTbl MCCNefoBaHNnii He rapaHTUPYIOT OTCYTCTBUA MOTEHLUManbHOro 61Moornyecko-
ro pucka, uccnefoBaHns CONPOBOXAAKOT TWaTe lbHbIM HAb0AEHNEM 38 HEOXUAAHHBIMU HeXenaTe /lbHbIMU
peakuusaMu U SBEHUAMY y YenioBeka Npu KNMHUYECKOM NPUMEHEHUN U3Lenus.
Bubnunorpaduyecknii nepeveHb MexayHapoHbIX CTaHAAPTOB M PYKOBOACTB NO MCC/1e0BaHNI0 NOTEH-
LmanbHbIX 6MON0rMYecknx peakuuii npueeaeH B 6ubnvorpadun.

4
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5.2 [lepBuyHas oueHka

5.2.1 OCHOBHbIE NOJIOXEHUSA

OCHOBHble METOAbI MCCIeA0BaHN BbIGMpaloT B cooTBeTCcTBUM ¢ 5.2.2—5.2.10.

5.2.2 LIMTOTOKCMYHOCTb

MeToabl nccnefoBaHmsa € UCNOb30BAHNEM KNIETOYHBIX Ky/IbTYp ONpefesniatoT IM3UC KNEeToK, 3amej ie-
HVe pocTa KNeTok, a Takke Apyrve Buabl BO3AeNCTBUA Ha KNeTKW, 06YCNOBNEHHbIE MEAULUHCKAMU U3Lennamu,
maTtepuanamu ¥ (Unu) 3IKCTpakTamm u3 HuX. MeTofbl wuccnefoBaHWs LUTOTOKCUUYHOCTU WU3/MOXEHbI B
ISO 10993-5.

5.2.3 CeHcubunusmpytouee geiicteme

[JaHHble uccnefoBaHWa NPOBOAAT HAa COOTBETCTBYIOLWEA MOAENN CeHCUBMNU3MpYIoLWero AercTems
MeAVNLMHCKUX U3Aennii, MaTepuanoB W/WAn 3KCTPaKTOB W3 HUX MPU HenocpeACcTBEHHOM KOHTakTe. Takue
nccnefoBaHNa He06X0AMMbI, TaK Kak KOHTaKT UM BO3AeliCcTBME faxe HeO0 bLLNX KONNYECTB NOTEHLNaNbHbIX
BbIMbIBAEMbIX BELLLECTB MOXET BbI3BaTb a/1/IEPryeckKyto peakuunio. MeTofbl uccnefoBaHnsa CEHCMOUN3NPYIo-
Lwero fecTaus onvcaxbl B 1ISO 10993-10.

5.2.4 Paspgpaxatuiee gelicteme

3TV uccnefoBaHns OLLEHMBAIOT pasfpaxarolyo Cnoco6HOCTb MeANLMHCKUX U3genvii, matepmasos un
(Mnun) aKCTPaKTOBM3 HUX. UCNO/b3YSA ANA UMNNIaHTaL MM onpegenerHHble yyacTku Tena (Koxa, rnasa unm cnmsmnc-
Tas o6onouka) nogxoasiieli mogenu. NMpoBoAnMble NCCNeA0BaHUSA AO/MKHbI YUUTbIBATb BUJ KOHTaKTa Cc opra-
HU3MOM (KOXa, rnasa, cnusuctasd 060/104Ka) M MPOAO/DKMTENBHOCTL KOHTakKTa WM BO3AeWCTBUS AN
onpejeneHns pasgpaxaroLleii cCnocobHOCTM n3genuii, MaTepuasnos 1 NOTEHLNANbHO BbIMbIBAEMbIX BELLECTB.
MeToabl uccnefoBaHnsa pasgpaxaroLlero geincTens nsnoxexsl B 1S 0 10993-10.

5.2.5 BHYTpuKOXHaA peakuuns

3TV nccnefoBaHnsA OLEHNBAKOT MECTHYIO peakLMio TKaHN Ha IKCTPaKTbl U3 MeAULMHCKUX n3genuii. 3tot
MeToA MPUMEHSIIOT B C/lyyasX, KorAa onpefeneHvie pasfapaxarolero AeiCTBUSA Ha KOXe WU CM3NCTOM
060/104Ke HENPUroAHO (Hanpumep, NPW Uccnefo0BaHUN U3LENNIA, KOHTAKTUPYIOLLUX CHENPSAMbIM KDOBOTOKOM).
Takue uccnefoBaHnsa Takxe UCNONb3YITCA, €C/N 3KCTparnpyemble elecTsa rnapoobHel. MeToapl nccne-
[0BaHNS BHYTPUKOXHOW peakuny nsnoxeHsl B 1ISO 10993-10.

5.2.6 O6weToKCUYECKOO AelicTBUE (OCTpast TOKCMYHOCTb)

[JaHHble nccnefoBaHnsa OLEeHNBaOT NOTeHUMabHbIA BpeAHbIl ahhekT Ha XMBOTHbIE MOAENV NPU OfHO-
KpaTHOM W/IM MHOTOKPaTHOM BO3AEeMUCTBUN Ha HUX U3[ENWIA, MaTepnanoB 1 (Un) IKCTPAKTOB U3 HUX B TEYEHNE
MeHee 24 4. 3T MeToAbl NPUMEHSIIOT B C/IyHasx, Korga npu KoHTakTe BO3MOXHa abcop6Lms TOKCUYHbIX MUTPU-
pYyIOLLMX areHTOB 1 NPOAYKTOB AerpajaLun.

TecTbl Ha NMPOreHHOCTb NPUMEHSIOT ANA ONpefeneHnst NMPOreHHbIX peakunii 3KCTPaKToOB U3 U3aenuii
nnun matepuanos. MNpu 3TOM UMEETCA B BUAY, YTO C MOMOLLbIO OHOTO TeCcTa HEBO3MOXHO OnpefesinTb, Bbi3Ba-
Ha /TN NMUPOreHHOCTb CaMNM 3KCTPAKTOM MY 3arpsi3HEHMEM 3HAO0TOKCUMHOM. MeToabl uccriefoBaHns 06LLeTok-
CMUYECKOro aencTemsa nsnoxeHsl B 1ISO 10993-11.

WccnepoBaHna Ha UMMYHOTOKCMYHOCTb MPUMEHSIOT TO/IbKO B TEX Crlyvasx, Koraa vHopmauns us apy-
TMX UCTOYHMKOB NpegnonaraeT UMMYHOTOKCUYecKkne adphekTbl JaHHbIX 13aenuii.

WccnepoBaHns o6LLETOKCUYECKOrO AeCcTBUSA MOTyT ObiTb BK/OYEHbI B MPOTOKO/IbI MCCAEef0BaHWiA
NoA0CTPOW 1 CyOXPOHUYECKOW TOKCUUYHOCTU M NPOTOKO bl UMMNTAHTaLMOHHBIX UCCNEf0BaHWA.

5.2.7 MopocTpasa ncybxpoHnyeckas TOKCMYHOCTb

3Tn uccnepoBaHns onpeaensaoT ahdekT 0AHOKPaTHOIO NN MHOTOKPaTHOTO BO3AENCTBUS UW KOHTaKTa
C u3genuem, matepuanamu u (M1n) akCTpakTamu 13 HUX B TeHeHNE He MeHee 24 4. Ho He 6o/1ee 10 % XU3HEHHO-
ro LuKna nofonbITHOro XXMBOTHOro (Hanpumep A0 90 cyT Y KpbIC). laHHbIe nccnefoBaHns MOXHO He NPOBOAUTL
ANS MaTepunasnos, Ha KOTOPble eCTb AaHHble N0 XPOHNYECKON TOKCUYHOCTU. B 0THeTe 0 pesynbTaTax uccnego-
BaHWli yka3blBalOT NPUUYMHY, U3-3a KOTOPOI MCCNefoBaHWA CyOXPOHWYECKOW TOKCUYHOCTM He NPOBOAUIIN.
MeTogbl nccnefoBaHnsa Cy6XpoHUYECKO TOKCUYHOCTH BbIGMPAIOT B COOTBETCTBUU C BULOM M NPOAOIKNTENb-
HOCTbIO KOHTakTa. MeTofpl uccrnefoBaHns CybXpPOHMYECKON TOKCUYHOCTY n310XxeHbl B ISO 10993-11.

5.2.8 TeHOTOKCUYHOCTb

Mpn 3TUX nccnefoBaHUAX UCMNONL3YIOT KNEeTOUYHbIE KY/IbTYPbl MIEKONUTAIOLNX U APYTUX XUBOTHBIX, &
TaKkKe Apyrne MetToAbl ICCNef0BaHNA TEHHbIX MyTaLyWil, U3MEHEeHWIA CTPYKTYPbI M UYnicAa XpPOMOCOM, APYTUX TOK-
CUYeCKNX BO3AeNCTBUIA Ha fe30KCMprnboHyknenHoByto kucnoty (AHK) nnm reHbl, 06yCnoBAeHHbIX KOHTaKTOM C
usgenviem, matepvanamu u (Mm) skcTpakTamu n3 HuX. MeTofbl nccnefoBaHNs reHOTOKCUYHOCTY U3/10XKEHbI B
ISO 10993-3.

5.2.9 NmnnaHTauusa

3TMU nccnefoBaHNAMM ONpeaensaoT MeCTHOE NaToreHHoe feiCTBME Ha XXUBYIO TKaHb (Ha MakpoCKonu-
4YeCKOM 1 MUKPOCKOMNYECKOM YPOBHSAX) NPy n3yyeHnn obpasua matepuana uiv KOHe4YHoro npoaykTa, umnaaH-
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TUPYEMOr0 XUPYpruyeckMM nyTemM WAM MOMELaemMoro B OMpeAefieHHyl TKaHb B COOTBETCTBUM C
npegnonaraemMbiM NPUMeEHEHVEM (Hanpumep, UccsieoBaHne CTOMaTO/IOTMYECKMX MaTepuanos). BeibGpaHHble
MeTobl uccnefoBaHuii 06bIYHO COOTBETCTBYIOT BUAY M MPOAO/MKUTENBHOCTU KOHTakTa. Ecnu npu nsyveHum
MaTepuana Takke onpegensierca obliee TOKCMYeckoe felicTBUE, AaHHble WCC/ef0BaHNUA 3KBUBASIEHTHbI
nccnefoBaHuio cybXpoHUYeckoii TOKCMYHOCTW. MeToAbl Ucc/iejoBaHMsA MECTHOrO AeAiCTBUS MOC/Ie MMNaHTa-
uuv BbibnpatloT B cooTBeTCTBMM € ISO 10993-6.

MpPOTOKO/IbI UMNIAHTALMOHHBIX UCCNEAOBAHMI MOTYT 6bITh pacLUMpPEeHbl 4151 BK/IIOYEHUSA UCC/IeA0BaHMIA
06LLEeTOKCUYECKOro AeNCcTBNSA, MOAOCTPOI, CyOXPOHNYECKOW N XPOHNYECKOA TOKCUYHOCTH.

5.2.10 F'eMOCOBMECTUMOCTb

[aHHble uccnefoBaHus onpefensioT, UCMO/b3ys COOTBETCTBYHOLLYIO MOAENb WX CUCTEMY, BO3aeli-
CTBVE MeANLUMHCKUX U3AeNnii Win MaTeprnasioB Ha KpOBb UM €e KOMMOHEHTbI NPU KOHTakTe. KOHKpeTHble aHa-
NIN3bl HA TEMOCOBMECTMMOCTb MOFYT GblTb pa3paboTaHbl C MOAENMPOBAHWEM TEOMETPUU U3Jenus unm
maTepuana, ycrioBuiA KOHTakTa U AMHaMUKWN KPOBOTOKA NPU KNIMHUYECKOM NPUMEHEHNN.

VMccnepoBaHme remosnivsa No3BosieT ONpeAennTb CTeNeHb /in3nca 3puTPOLUTOB U BbICBOBOXAEHME
remorsiobuHa noj Bo3AeincTBUEM N3ennii, MaTepmanoB U (M1M) IKCTPAKTOB M3 HKX in vitro. MeTogbl nccneno-
BaHWA reMOCOBMECTMMOCTHU M3/10XKeHbI B ISO 10993-4.

5.3 [ononHuUTeNbHble MeToabl UccnenoBaHuii

5.3.1 OCHOBHble NONOXEHNSA

PaccmaTprBaemble 4ONONHUTENbHbIE METOAbI UCC/Ief0BaHN n3noxeHbl B 5.3.2—5.3.5.

5.3.2 XpoHunyeckaa TOKCUMYHOCTb

3Tn nccnegoBaHusa onpegensT addekT 0gHOKPaTHOTO UM MHOTOKPATHOTO BO3AENCTBUS U3AeNUi,
mMaTepunanos 1 (M) IKCTPAKTOB U3 HAX BTeYeHne nepuoa BpeMeHu, cocTasnsioLwero He meHee 10 % npoaon-
XNTENbHOCTMN XU3HN N1abopaToOpPHOro X1BOTHOrO (Hanpumep, A0 90 cyT y kpbic). MeToapl nccnefoBaHwii f0n-
XHbl COOTBETCTBOBATb BUAY W NMPOAO/IHKUTENBHOCTM KOHTaKTa Win Bo3feicTena. MeTodsl muccnefoBaHui
XPOHUNYECKOW TOKCUYHOCTU 13/10XeHbl B 1ISO 10993-11.

ViccnepgoBaHnsa XpOHWYECKOW TOKCMYHOCTW MOTYT ObiTb BK/IOYEHbI B MNPOTOKO/bI MCCNefoBaHWii
NoAO0CTPON N Cy6GXPOHNYECKOM TOKCMUYHOCTM 1 MPOTOKO/Ibl UMMIaHTaLMOHHbIX UCCIEA0BaHUA.

5.3.3 KaHueporeHHoCTb

[JlaHHble nccnefoBaHns onpefensaoT KaHLeporeHHbI noTeHuman MegnLMHCKUX U3genuin, matepuanos
N (MNK) IKCTPAKTOB M3 HUX B pe3ysibTaTe OfHOKPATHOrO WM MHOTOKPATHOrO KOHTakTa, MMbo BO3feicTBMA B
TeueHne 60/bLIel YacTy XU3HEHHOrO LuKa XMBOTHOrO. 3TV UCCNeAoBaHnsA MOryT 6biTb pa3paboTaHbl AN
O HOBPEMEHHOIO N3YYEHNSA XPOHNYECKON TOKCUYHOCTU 1 KaMLEPOreHHOCTY B pamMKax 0fHOro 3KCcrepuMeHTa.
MccneposaHns kaHLLEPOreHHOCTM NPOBOAAT TO/LKO B C/lyHae, ecnv aHHble U3 ApYrux UCTOYHUKOB npejnona-
raloT noAo6HYI0 akTMBHOCTb. MeToAbl nccnefoBaHnin 4OMKHbI COOTBETCTBOBATL BUAY U NPOAO/IHKUTENBHOCTU
KOHTaKTa unv Bo3aeiicTeus. MeTofbl uccnefoBaHuii KaHLEepPOreHHOCTU U3nioxeHs! B IS 0 10993-3.

5.3.4 Tokcuuyeckoe BO3feliCTBUE HA PENPOAYKTUBHYIO DYHKLMIO U pa3BuTre

3Tn uccnefoBaHNs OLEeHVBaT NOTeHUNanbHoe BO3AeCTBME MEANLUHCKUX U34enuii, MmaTepuanos u
(MNK) 3KCTPAKTOB M3 HUX HA PEnpPOAYKTUBHYIO (DYHKUWIO, pa3BuTMe aMOproHa (TepaTtoreHHoCTb), Ha npeHa-
TanbHOe (BHYTPUYTpoOHOE) 1 paHHee NocTHaTa/lbHOe pasBuTue. iccnefoBaHna naHaam3bl TOKCMYECKOro BO3-
[elicTBMA Ha penpoAYKTUBHYO OYHKLMIO N pa3BUTME NPOBOAAT TOMILKO B TEX CAy4Yasx, KOr4a nsgenne Moxet
noTeHUMasnbHO MOBANATL Ha PENPOAYKTUBHYIO (YHKLMIO Cy6bekTa. MPpUHNMAaloT BO BHUMaHNE KOHTAKT nsge-
NvAa c onpefeneHHbIM y4acTKOM opraHu3Ma. MeTobl MccnejoBaHNs TOKCMYECKOro AeliCTBMA Ha penpoayKTUB-
HYI0 (DYHKLMIO U pa3BuTUE U3N10XKeHbI B ISO 10993-3.

5.3.5 buogerpagauus

Mpu BO3MOXHOCTU paccacbliBaHUsA WK gerpagauny cooTBETCTBYOLWME METOAbl UCCefoBaHuii MOryT
BbISABUTb B U3AENUAX, MaTtepuanax n (Mnmn) BbITAXKaX U3 HUX npoueccebl abcopbuun, pacnpocTpaHeHus, 61o-
TpaHcdopmaummn 1 BbiBeeHNA BbiIMbIBAEMbIX BELLECTB U NPOAYKTOB Aerpagauunn. Viccnegosanusa 6uogerpa-
Aauunmn nsnoxexsl B 1S 010993-9.

6 BbI6op METOLO0B OLIEHKM BMOIOMMYECKOTO AENCTBUSA

OueHnTb GUoNorMyeckoe AeicTene N3Lenuin  MaTeprmanoB MOXHO Kak N3yYeHNeM COOTBETCTBYIOLLETO
npeabliayLero onbiTa, Taku NPoBeAeHNEM 3KCNEPUMEHTASTbHbIX UCC/ieloBaHMii. Takas oLeHKa MOXeT NpuBec-
TU K 3aK/TOUEHNI0 06 OTCYTCTBUM HEOGXOAUMOCTM 3KCMEPUMEHTA/IbHOTO NCCNEL0BAHUS NPU HAMYUK JAHHBIX
06 1CMoNb30BaHUK MaTepuana B kKauecTse, SKBMBAIEHTHOM TOMY, B KOTOPOM €ro NAaHUpyT NPUMEHUTD.

B Ta6smue 1ykasaHbl METOAbI NePBUYHOI OLEHKM, PEKOMEHAYEMbIE A/ KaXA0i kKaTeropun usgennii n
LNUTENbHOCTU.
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Tab6nuuya 1— PekomMeHAayemble MeTOAbl OLEHKV GMOMOTMYECKOTO AeCTBUA MeAULMHCKUX U3aenunii

Karteropusa |/|3,qer||/||7| 0 3aBUCMMOCTU OT BUOa

HavmMeHoBaHVe Gr1OorMYeckoro AeicTens
KOHTaKTa C OpraH/3MOM YesioBeka

Mpogomkutens-
HOCTb KOHTaKTa
A — KpaTko- CeHcu- Pazpgpa- MopocT-
BPEMEHHbII »eHune O6Lwan pas n emo-
Uuto-  6unusm- revo-  wvwn-
Mpynna (MeHee 24 u). wwm TOKCUY-  Cy6Xpo COB-
o Bupa koHTakTa TOKCUY-  pytoLlee TOKCWY-  NaHTa-
n3aenuia B — gawmtens- o BHYTpU- HOCTb  MKyeckast MecTu-
Hbli (OT 24 4 HOCTE  AENCT-  hkhas (ocTpasi)  TOKCUY- HoCTE ts MecTb
Ao 30 cyT). Bne peakums HOCTb
C — MNOCTOSAAHHbLIN
(6onee 30 cyT)
A X X X
Koxa B X X X
c X X X
A X X X
Vspenus CnusncTble
nosepx- B X X X
p 060/104KM
HOCTHOrO c X X X X X
KOHTaKTa
MoBpexaeH- A X X X
Hble U noa-
BEpXeHHble B X X X
ornacHocTn c X X X X X
nospexgaeHus
NOBEPXHOCTU
A X X X X X
H o
enpsiMoi B X X X X X
KPOBOTOK
C X X X X X X
Nspenus. Msarkue  TKa- A X X X
npucoeau- M KocTe: B X X X X X X X
HAeMble AEHTUH
n3BHe C X X X X X X X
A X X X X
NPKYNNpYyto-
Hupkynupy B X X X X X X X X
wasa KpoBb
C X X X X X X X X
A X X X
M -
Arkne  TKa B X X X X X X X
HW. KOCTb
mnnaHTtu- c X X M X X X X
pyembie 13-
nenus 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
NMpumeyaHune — Tabnuua ABNSETCA OCHOBOIM ANSA pa3paboTKM NporpaMmMbl UCNbITAHUA MeAULUHCKUX n3ae-

NWiA. HO He siBNsieTcs 06513aTENbHOIA.

B Tab/mue 2 ykazaHbl METO/bI AONOTHUTENIbHO OLLEHKN, PEKOMEHyeMble A5 KX A0 KaTeropum nsge-
NWiA NANNTENBHOCTU.
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Ta6nuuya 2 — [lonosHUTENbHbIE METOAbl OLEHKU GUOIOrMYECKOro AeliCTBUS MeAULMHCKUX U3Aennii

Kateropus M3,qenm7| a 3aBMCMOCTU OT BMAa KOHTaKTa C OopraHM3smom o
HavmeHoBaHue 6I/IO]10FI/I‘—IECKOFO,CI|EVICTBVI9!

yenoBeka
MpogomxuTenbHOCTb
KOHTaKTa
A — KpaTKOBpeMeHHbII Penpopyk-
XpoHu-
o (MeHee 24 u), Kamuepo- TVBHasA Buogerpa-
pynna n3genvin Bupa KoHTakTa o yeckasi
8 — p/mTenbHbIN TokeMHoCTL  TEHHOCTB OYHKLMA 1 Aaums
(ot 24 4 no 30 cyT). passuTVe
C — MOCTOSHHbIA
(6onee 30 cyT)
A
Koxa B
C
A
W3penus  nosepx- Cnusnctble 060104-
HOCTHOTO KOWTaK- B
Ta
C
MoBpexAaeHHble Wn A
noaBepXeHHble
OMnacHOCTU MOBPEX- B
AEeHNA NOBEPXHOCTN c
A
Henpsimoii KpoBOTOK 8
C X X
A
M3penusa. npucoe-  Msrkue TkaHu, KOCTb, 8
AVHSAAeMble 13BHe AEHTUH
C X X
A
Linpkynupytowiasn B
KpPOBb
C X X
A
MsArkne TKaHu, KOCTb B
MMnnaHTupyemble c X X
n3genus A
KpoBb B
C X X
MpumeyaHune — Tabnuua aBNAETCA OCHOBOW ANA pa3paboTkn NporpamMmmbl UCMbITaHWI MeAULUHCKUX ulae-

NN, HO He siBNsieTCca 06a3aTesIbHON.

YunTtbiBas pasHoobpasve MeAULMHCKUX WU3LEeNuid, NpMHUMAalOT BO BHMMaHWe, 4YTO He BCe MEeTOoApbl,
yKa3aHHble A151 onpefenieHHon KaTeropmmn, Heo6Xo4MMbl U MPUMEHUMbI A5 KAXA0r0 KOHKPETHOTO M3aenus.
[lnsA TecTMpoBaHNs BaXKHa OLeHKa Kax0ro n3esivs B COOTBETCTBMU C NPUCYLLMMM EMY Ka4ecTBaMu: Npu He06-
XOAVMMOCTMW UCMO/b3YIOT AOMNOIHUTE bHbIE UCC/IEA0BaHNS, HE yKa3aHHble B Tabimuax.

B oTueTe o0 pe3ynbTaTax uccriefoBaHnii 060CHOBbLIBAKOT BbIGOP TEX UM UHBIX METOA0B.
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7 O6ecneveHne OCTOBEPHOCTU U HAAEXHOCTU pe3y/ibTaToB MUcCrefoBaHuli

7.1 TapaHTUa 4OCTOBEPHOCTU U HAAEXHOCTN UCNONb3yeMbIX METOA40B nccnefosaHna

Micnonb3yeMble MeTobl OLEHKM GMOIOrMYecKoro AeiicTBUSI O/MKHbI ObITb YYBCTBUTEIbHBLIMU, TOUHBIMY
U TWATENbHO BbINOMIHEHHbIMU. Pe3ynbTaThl UCCNef0BaHNi A0/MKHbI 6bITb BOCMPOU3BOAUMbIMU HA Mex/1a6o-
paTopHOM ¥ BHYTpU1a6opaTopHOM YPOBHSIX.

7.2 TapaHTUsi 4INTEeNbHOTO NPUMEHEHUs

[apaHTWIO TOTrO, YTO MaTepuasn n3HavasbHO NPUMEHNUM A/19 UCNONb30BaHUA B MEAULMHCKOM U3fenum n
npuemsem Aas 4oNrocpoYHOro nosib3oBaHns, obecneynsaoT CUCTEMOW yNpaB/ieHNs kavyecTBOM (CM. NosicHe-
HMe K 7.2 B TPUNOXEHUN A).

NMpumeyaHune — BISO 9001 nsnoxeHbl Tpe6oBaHMS K CUCTEMaM ynpaBieHnsa kayectsoM. B 1SO 9004 npea-
cTaBneHo 60nee Nogpo6HOe pyKOBOACTBO MO pa3paboTke U NpON3BOACTBY NPOAYKLUN.
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MpunoxeHne A
(cnpaBou4HOE)

MosacHeHns

A.l TosicHeHUA Mo cTaHAapTy B LENOM

HacTtoswuii ctaHaapT nocBseH ob6ecneyeHnto 6e30MacHOCTU NCMNOMb30BaHUSA MEAULMHCKUX U34eNnil n maTepua-
noB. MOI0XeHNs HacToALero cTaHAapTa ycTaHaB/IMBalOT Takoli N0AX0A K OLeHKe 6UMON0rnYecKoro AelicTBmna MeauuuH-
CKUX U3Aenuii, KOTopblii paccmaTprvBaeT ee Kak 06s3aTe/lbHYl0 4acTb O6Leil OLeHKM 6e30MacHOCTU MefULMUHCKNX
n3genuii 1 MaTepuanos U BaxHbIli 3Tan nx pa3paboTku. Tak Xe. Kak 1 ocTasibHble 3Tanbl NpoLecca pa3paboTku, oLeHKa
HalesieHa Ha onpejesieHne BO3AeNCTBUA NU3eNnii 1 MaTepranoB Ha pas/iMyHble TKAHU OpraHnu3ma YesioBeKa nNpy npume-
HEHUW MO Ha3HaYeHUIo, a He B KaknX-/IM60 cneungryecknx ycrnoBusx.

B HacTosiLeM cTaHAapTe yCTaHOBJ/IeHa KiiacCcutukauns MeanLMHCKUX U3genunii, B KOTOPOii BblAeneHbl Hanbonee
KPYNHble KaTeropuu, a Takxxe MeTobl UCC/le0BaHUS GMOIOTMYECcKOro AeicTBUS ANA KaxAol kaTeropuun.

Tak Kak frnanasoH BO3MOXHOIO 61M0/10MMYECKOro prcka o6LWNpeH, HeMb3s paccMaTpuBaTb B3aumMogelicTBue TKaHu ¢
MaTepuasiom N30/IMPOBAHHO OT 06LLeil KOHCTPYKLMKN U3aenus. icnonb3oBaHrie camoro Jyylero ¢ TOYKM 3peHnst B3amumMo-
AeiCTBMA C TKaHbIO MaTepuana MOXeT MPUBECTU K YXYALWEHUIO (DYHKLUNOHANIbHbLIX KaYeCcTB U3aenuns a uesiom. Mpu stom
B3aMMo/eicTBME C TKaHbIO — /IULb OJHA U3 XapakTepucTuk matepuana. Ecnv ycnosnmem NpUMeEHEHUA MO Ha3HaYeHUo
SIB/IAETCS KOHTAKT C OPraHM3MOM YesioBeka, TO BAINSIHUE pasMepoB U3Aesns WU ero YacTeld, KOHTaKTUPYIOLWKX C COOTBE-
TCTBYIOWNMN TKaHAMK, ABNSieTcA 06A3aTeNlbHbIM NpeMeTOM nccnefoBaHnsa. O6bIYHO Xe B CTaHAapTax U pykoBoACcTBax,
yCTaHaB/MBawLWMX Tpe6oBaHNA K pa3paboTke U NPOU3BOACTBY MU3AeNNiA, BAUSIHNE pasMepoB U3AE/NS UN ero YyacTei,
KOHTaKTMPYIOLWNX C TKAaHAMW OpraHn3ma, He paccmaTtpuBaeTcs.

Buonornyeckoe geiicTBue matepuana MOXeT ObiTb HEXenaTesibHbIM MPU €ro UCNOo/Ib30BaHNN B O4HOM KayecTBe
NPUMEHEHNA 1 He 6bITb TaKOBbIM NPV NCMO/Ib30BaHNN BAPYTOM KayecTBe.

HecmoTps Ha TO. 4TO M3yUyeHue 6MOIOTMYECKOro AelicTBUS MEANLMHCKOrO U3AeNus uan Matepuana onmpaeTcst Ha
MeTO/bl C UCMO/Ib30BaHNEM XUBOTHbIX, HEO6XOANMO YUUTbIBATb, HTO OMH N TOT XKEe MaTepuasn MoXeT OKasblBaTb HEOAUHA-
KOBOE BO3/eliCTBME Ha TKaHW Yel0BEeKa U XKMBOTHOTo. Kpome Toro, Hanunuune y niogein MHANBMAYanbHbIX peakuuii no3Bosi-
eT npeAnonaratb BO3MOXHO€e BO3HWKHOBEHWE HexenaTenbHOro adpdpekra npyv NPUMEHEHNIN YXe N3YUYeHHbIX MaTepnanos
€O CTabW/IbHbIMY XapakTepucTukamu. Mo3aToMy No Mepe pasBUTUSA HayKV M MOHVMaHUSi OCHOBHbIX MEXaHU3MOB fJeicTBUSA
n3genuii n matepuanos nNpeanoyTeHne 6yayT oTaaBaTk MeToAaM In vitro B Tex ciyyasx, korfa oHn o6ecneyvaT paBHOLLEH-
HyI0 MHbopMaLmio.

MpuMeHeHNe Ype3MepPHO XEeCTKNX METO0B N KPUTEPUEB OLLEHKN MOXET NPUBOANTL WU K U3NINWHVM OfPaHNYEHNAM
(3anpeTam) BOTHOLWEHWN NPUMEHEHUSA N3AENWUIA UM MAaTePUanios, U KN0XHOMY NpefcTaB/eHNIO 06 OMACHOCTU X UCTO/b-
30BaHUA.

Mpu ycTtaHOBNEHUN 0CcObbIX TPe6OBaHWI K 6€30NaCHOCTM MPYMEHEeHUss MeAULMHCKOro U3genunst unm matepuana,
crneynanucTbl B 061acTu nccnefoBaHNin MeAULMHCKUX U3AeNnii u MaTeprasoB MOryT UCMNO/b30BaTbCNeyanbHble MeTo-
Abl KPUTEPUM OLLEHKU. B TakoMm ciyyae MeToAbl U KPUTEPUM OLLEHKM YyCTaHaB/IMBalOT BHOPMaTUBHOM AOKYMEHTE Ha usge-
e unn matepuan KOHKPeTHOro Tuna. Buga.

HacTosiwmii ctaHfapT He siBnsieTcs HA6OPOM 065A3aTe IbHbIX TPeGOBaHUI U METOL0B, NpeAHa3HAYeHHbIX 4718 JUL,
He UMeILWNX HN COOTBETCTBYOLLEli NMOArOTOBKM, HM ONbITa. [OI0XEHNA HacTosWero cTaHaapTa ciegyet NPUMeEHSATb C
onpepgesieHHOW foneli HTepnpeTayny 1 B3BeLWEHHOCTU. Ha 3T0 CNOCOGHbI CneuManncTbl, KOTOpble UMEOT MOATOTOBKY U
OnbIT B OLLeHKe GMOMOTNYECKOro AeliCTBUSA 1 KOTopble GyAyT yunTbiBaThk (hakTopbl, OTHOCALWMECS K U3AENNI0, MaTeprany u
npegnosiaraeMoMy HasHauYeHMI0, a Takxe ByAyT yUnTbiBaTb MH(POPMALMIO, MOSTYHEHHYIO U3 TTepaTypbl, 1a6opaTopHOro 1
K/TIMHUYECKOrOo onbITa.

A.2 ToscHeHuA nNo pasjenam ctaHgapTa

Huxe npuBegeHbl MOsSICHEHNS K pa3genam (nogpasgenam) HacTosLWwero ctaHaapTa. Hymepaumsa pasgenos (nogpas-
AenoB) COOTBETCTBYeT HyMepaLun, MPUHATON B OCHOBHOI YacTu cTaHgapTa.

Pazgen 1. Kpome xapakTepucTuk 6MOM0rMYecKoro AeicTBma MaTepuana, CywecTBYOT U 4pyrue BaxHble XapakTe-
PUCTUKN. KOTOPble HEOGXOAUMO NPUHMMATBL BO BHYMaHWe Npy CO34aHun n3genus.

3.6 lMepBuYHas oLeHKa 61MOMOrMYEcKOro AencTBrA MeANLMHCKOTO N3Aensi MoXeT BK/ouaThk B cebs Kak nsyyeHue
AaHHbIX NPE/LWecTBYIOLWEro onbITa, Tak U 3KCNEpUMeHTasbHble ccneaoBaHus. Mofo06Has oLeHKa MOXET NO3BOUTL Cae-
natb CieAyoLWnii BbIBOA: HET HEO6X04MMOCTY NMPOBOANTL 3KCNEPUMEHTA/IbHbIE UCCMEA0BAHUS TOTAA, KOrAa BblGpaHHbIi
mMaTtepuan yxe UCMO/b3YIOT B KAYECTBE, aHANIOTMYHOM TOMY. 8 KOTOPOM NpeAnonaraloT ero UCNosb30BaTh B CO34aBaeMOM
nsgenuu.

OueHKa A0/KHA YUUTbIBATL NpenonaraemMoe 1 BO3MOXHOE HEOXUAAHHOE B3auModeicTBME Mexay MaTepuasiom u
TKaHsIMW OpraHnama yesoBeka.

3.8 LienbpaaHHoro nogpasgena — nsbexaTb NPOBEAEHUSI IKCNEPUMEHTaIbHbIX UCCeA0BaHWNIi B TeX cnyyasx, Kor-
fa MHhopMaLmMio 0 MaTepuasie MOXHO NOMYUNTb U3 UHbIX UCTOUHUKOB.
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7.2 BbI6Op M OLEHKA MaTepunasioB, KOTOpble 6yAyT KOHTAKTUPOBATb C TKAHSIMW OpraH1M3ma YefloBeKa, TPebyoT Tako-
ro CUCTEMHOTO NoAX0/A4a, MPU KOTOPOM XapakTepUCTUKN BCEX MaTepunanoB, BXOASLMX B KOHEUYHbIV NPOAYKT, 6yAyT yuTeHbl
npv o6l el oLeHKe KayecTBa paspaboTku n3genus.
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MpunoxeHune B
(cnpaBou4HOE)

CxeMa CUCTEMHOTO NoAX04a K OLeHKke 61M00rMYeckoro 4eiicTBUS MegULUHCKUX U3aennii
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MexgayHapoaHas opraHusauus no ctaHgaptusauum (MCO)

ISO 7405:1997

1ISO 9000:2000

1SO 9001:2000

1ISO 9004:2000

1ISO 10993-3:2003

ISO 10993-4:2002

ISO 10993-5.1999

ISO 10993-6:2007

1ISO 10993-9:1999

ISO 10993-10:2002

ISO 10993-11.2006

ISO 13485:2003

ISO 13488:1996

ISO.'IEC 17025:1999

(International Organization for Standardization (ISO)

Dentistry — Preclinlcal evaluation of biocompatibility of medical devices used in den-
tistry — Test methods for dental materials

(Ctomartonorus. [loknmHuyeckasi oueHka 6MO0COBMECTUMOCTU MefULUMHCKUX MpUuGopoB,
NPUMEHSIIOWMXCA B CTOMATO/I0TMK. MeToAbl UCMbITAHUI CTOMAaTOIOTMYeCcKUX MaTepua-
nos)

Quality management systems — Fundamentals and vocabular

(CucTteMbl MeHegXMeHTa kayecTBa. OCHOBHbIE MOJIOXEHUSI U C/I0Bapb)

Quality management systems — Requirements

(Cuctembl MeHegXMeHTa kadecTBa. Tpe6oBaHusA)

Quality management systems — Guidelines for performance Improvements

(CucTeMbl MeHeg)XMeHTa KayecTBa. PekoMeHaaumnm no ynyyeHuo essTesibHOCTH)
Biological evaluation of medical devices — Part 3: Tests for genotoxicity. carcinogenicity
and reproductive toxicity

(OueHka 6MONOTrMYECKOro AecTBMA MeAUUMHCKUX n3genuii. YacTtb 3. iccnegoBaHus re-
HOTOKCUYHOCTW. KaHLLePOreHHOCTN M TOKCUYECKOro AeiCTBUA Ha penpoayKTUBHYI (DYHK-
yuio)

Biological evaluation of medical devices — Part 4: Selection of tests for interactions with
blood

(OueHka 6ronornyeckoro AelicTBUS MeAULMHCKUX M3genuii. YacTtb 4. ViccnegoBaHve ns-
Lenvii. B3aMoAenCcTBYOWMNX C KPOBbLHO)

Biological evaluation of medical devices — Part 5: Tests for In vitro cytotoxicity

(OueHka 6uonornyeckoro AelicTBuMa MeAnLMHCKUX n3genuii. Yacts 5. iccnepoBaHue Ha
LMTOTOKCUYHOCTbL: MeToAbl In vitro)

Biological evaluation of medical devices — Part 6: Tests for local effects after implantation
(OueHka 6uon0OrMyeckoro AeiicTBUS MeaWUMHCKUX u3genuii. Yactb 6. ViccnepoBaHue
MeCTHOrO AeiicTBMSA nocne umnaaHTayum)

Biological evaluation of medical devices — Part 9: Framework for identification and quanti-
fication of potential degradation products

(OueHka 610/10rN4ecKoro AecTBMA MeAULUHCKNX n3genuii. Hactb 9. OCHOBHbIe MPUHLA-
Nbl NAEHTUMUKALUN N KONNYECTBEHHOTO ONpeAeneHns NoTeHUnanbHbIX NPOAYKTOB Aer-
papgauun)

Biological evaluation of medical devices — Pan 10: Tests for irritation and delayed-type
hypersensitivity

(OueHka 6UONOrNYEcKOro AeCTBUA MeANLMHCKMX u3genuin. Yactb 10. UccnepoBaHue
pasgpaxarolero n CEHCMOGUIN3NPYLLEro AeNCcTBUS)

Biological evaluation of medical devices — Part 11. Tests for systemic toxicity

(OueHka 6uonornyeckoro AecTBUA MeaULMHCKMX u3genuin. Yacte 11. WUccnepoBaHue
06LWEeTOKCUYECKOTO AeNCTBUA)

Medical devices — Quality systems — System requirements for regulatory purposes
(U3penua mepguumHckre. CucTeMbl MeHeAXMeHTa kayecTBa. TpeboBaHUs K perynmpoBsa-
HUIO)

Qualrty systems — Medical devices — Particular requirements for the application of
1ISO 9002

(CucTtembl kayecTBa. M3genua meguumHckue. lononHUTENbHblE TPe6OBaHUS K NpUMeHe-
HUIo cTaHgapTa ISO 9002)

General requirements for the competence of testing and calibration laboratories

(O6wure TpeboBaHUA K KOMMETEHTHOCTU UCMbITaTeNIbHbIX U KaMGPOBO4YHbIX Nnaboparto-

puin)

OpraHusaumsa no 3KOHOMUYECKOMY COTpyAHUYecTBY 1 pa3sutunio (O3CP)
(Organization for Economic Cooperation and Development (OECD)

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