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FOCT 35073—2024

Mpeancnoeue

Llenw, ocHOBHLIE NPUHLMMBLI M 0BLKMe NpaBuna npoBedeHnsa paboT No MeXrocyqapCTBEHHOW cTaHgap-
Tusaumm yctaHosnedbl FOCT 1.0 «MexrocynapcTeeHHas cucTeMa cTaHaaptuaaumu. OCHOBHbBIE NMONOXKEHUA»
1 FOCT 1.2 «MexrocyaapcTBeHHasa cuctema ctangapTtusauuv. CTaHaapTsl MeXrocyaapcTBeHHbIe, npaBuna
M pekoMeHZaLuKn No MexrocyaapcTBeHHON cTaHdapTusauuun. Mpaeuna paspaboTku, NPpUHATUS, 0BHOBNEHWS
M OTMEHbI»

CeeneHus o cTaHgapTe

1 PASPABOTAH ABTOHOMHOW HEKOMMEPYECKOW opraHusauunein « AHCTUTYT MeguKo-B1Monoruyecknx uc-
cneposaHuin u TexHonoruiy (AHO «AMBUKNT»)

2 BHECEH ®eapepanbHbiM areHTCTBOM MO TEXHUHECKOMY PerynmpoBaHuUio M MeTpONorim

3 MNMPUHAT MexrocyoapcTBeHHbIM COBETOM MO CTaHgapTu3auuu, MeTpornoruu u cepTudukaumm
(npotokon ot 30 anpens 2024 r. Ne 172-11)

3a NMPUHATWE NporofiocoeBanu:

KpaTkoe HauMmeHoBaHUe CTpaHbl Kog ctpaHel no MK CokpaleHHoe HanMeHOBaHWe HaunoHaneHoro opraHa
no MK (MCO 3166) 004—97 (MUCO 3166) 004—97 no ctaHgapTusayum
ApmeHuns AM 3A0 «HaunoHaneHLIA OpraH No cTaHgapTU3auun

1 MeTponorin» Pecnybnvku ApmeHus

benapycb BY lNocctangapt Pecny6nvkn benapycs

Kvprunans KG KblpreisctaHgapt

Poccus RU PocctaHgapT

TamkmkmucTaH TJ TagxukcTaHgapt

YabekucTaH uz Y3bekckoe areHTCTBO N0 TEXHUYECKOMY
perynupoBaHuio

4 MNpukasom PegepanbHOrO areHTCTBa N0 TEXHUYECKOMY PEryrnMpoBaHWIi0 WU MEeTPOnorun ot 27 WIoHS
2024 r. Ne 880-cT mexrocygapcTBeHHblll ctangapt MOCT 35073—2024 seeneH B AeWCTBUME B Ka4ecTBe Ha-
LuoHanbHoro ctaHaapTa Poccuiickoin Pepepaumm ¢ 1 oktadpsa 2024 r.

5 BBEJEH BIEPBLIE

MHopmayus o ssedeHuu 8 delicmeue (nNpekpaweHuu delicmeus) Hacmosueeo cmaHdapma u u3me-
HeHul K HeMy Ha meppumopuu ykasaHHbIX 8bilie 2ocydapcme rnybnukyemcs 8 ykazamensax HayUuoHanbHbIX
cmaHdapmos, uzdasaeMbix 8 amux 20cydapcmeax, a makxe e cemu MHmepHem Ha calimax coomeemcmeay-
FOWUX HAaUUOHAaNsHbLIX 0paaHo8 no cmaHdapmusauuu.

B cnyvae nepecmMompa, UaMeHeHUs Uil OmMeHs! Hacmosauezo cmarndapma coomeemcmeyrouwas UH-
chopmayus bydem onybnukosaHa Ha oghuyuanbHoM uHmepHem-calime MexeocydapcmeeHHo20 cogema 1o
cmaHOapmu3ayuu, Memponoauu U cepmughukayuu 8 kamanoee «MexzocydapcmeeHHbie cmaHOapmbiy

© Odpopmnenue. ®IBY «UMHcTUTYT cTaHgapTuzayuuy», 2024

B Poccuiickon ®egepaummn HacTOALWMIA CTaHAaPT HEe MOXKET BbiTb MONMHOCTLID UMK
YacTU4YHO BOCNPOU3BEOEH, TUPAXKMPOBAH N pacnpocTpaHeH B KadecTee ouunansHoro
n3gaHus bes paspelleHns PegepanbHOro areHTCTBa N0 TEXHUYECKOMY PErynMpoBaHUiD
W MeTpONorun

Pa3zpaboTka anekTpoHHOWN Bepcun - nopTan GostExpert.ru 2/24
Crpanuua ookymeHTa - https://GostExpert.ru/gost/gost-35073-2024



https://gostexpert.ru?utm_source=pdf&utm_medium=68776
https://gostexpert.ru/gost/gost-35073-2024?utm_source=pdf&utm_medium=68776&utm_term=page

rOCT 35073—2024

CopepxaHue
1 00NAaCTb MPUMEHEHMST . . . . o oot et e e e et e e e e e e e e e e e e e 1
2 TEPMUHBI M OTIPEOEIIEHUST . . . o ottt e e e e e et e e e e e e e e e e e e e e e e e e e e e e 1
AndaBuUTHBIA yKasaTelb TEPMUHOB HA PYCCKOM S3BIKE . . . .. ...ttt ittt et e e 12
AndaBuTHBIA yKa3aTenb 3KBUBANEHTOB TEPMUHOB Ha AaHIMWACKOM S3BIKE. . . . . . . ..ottt i e 16
1]
Pa3zpaboTka anekTpoHHOWN Bepcun - nopTan GostExpert.ru 3/24

Crpanuua ookymeHTa - https://GostExpert.ru/gost/gost-35073-2024



https://gostexpert.ru?utm_source=pdf&utm_medium=68776
https://gostexpert.ru/gost/gost-35073-2024?utm_source=pdf&utm_medium=68776&utm_term=page

FOCT 35073—2024

BeegeHue

[na oueHkU BUOMOrMYEcKoro AENCTBMA MegUUMHCKUX n3genuin/6uomatepuanoB Tpebyetcs CUCTEMHO-
KOMMIEKCHLIA NOAX04 C MO3ULMWN MEHeKMEeHTa pucKa, YYMTBIBAKLWNIA He TONMbKO MaTepwan, u3 KOToporo
N3roTOBMEHO MEeLMUMHCKOE M3Oenve, a Takke TeXHOMOMMK ero U3roTOBNEeHWs, NoKanM3auunio B opraHusme,
NMPOAOMKUTENBHOCTE KOHTaKTa W YCMOBUS 3KCyaTauuu.

Buonornyeckoe feicTBME MeOULWHCKAX U3nenuii/bnomatepuanoB OLEHUBAIOT He TOMbKO B COOTBET-
CTBUM C MONOXEHMAMW OCHOBOMONarawlWmnx cTaHgapTos (Hanpumep, cepusa ctaHgaptos TOCT ISO 10993),
HO W B COOTBETCTBUM C TpeDOBaHUAMM CTAHAAPTOR HA KOHKPETHOe M34enue Unu rpynny n3genuin no psgy no-
KazaTtenem, BNUAIOWKUX HA BMOCOBMECTUMbIE CBONCTRA.

[nsa npaBMnbLHOMO NMOHWMAaHWA U TPAKTOBKM MOHSTUIA B 0B6NacTM OLeHKM BUMOMNOrMieckoro AeincTens Me-
OVLUMHCKMX M34EeMWiA C NO3MLMK MEHEMKMEHTA PUCKa CTAHOBUTCA akTyanbHbIM NpUBEAEHWE CTaHAaPTOB BCEX
BWOB K €0MHOM TepMUHONOMNN.

Llenb HacTosAwero ctaHgapTa — YCTAHOBMNEHWE OO4HO3HAYHO MOHMMAEMOW M HEMPOTUBOPEYUBON Tep-
MWHOMOMMK BO BCEX BUAAX AOKYMEHTALUN U NUTepaTypbl, BXoaALWMX B cdepy paboT no cTaHaapTusaumm nnm
NCNONL3YHOLWNX pe3ynsTaTtel 3TUX paboT B 06nacTi oLeHKU BUOCOBMECTUMOCTU MEAULMHCKNX n3genuit/maTe-
puanos, B TOM YKCIe B MpoLecce MeHemXMeHTa pucka.

HacTtosilymin cTaHgapT npegHasHaYeH Ansg cneumanycToB, y4acTByOWKUX B pa3paboTke, N3roTOBNEHWHN,
NccnegoBaHMy U KITMHUYECKOM MpUMeHEeHWM MeQUUUHCKUX uagenuin/bnomarepmanoB, — MeXauMcLuUnmHap-
HOW 0oBnacTy 3HaHWI, B KOTOPOA MCNOSML3YHOTCH AOCTUKEHWUS MaTepuanoBedeHUsA, XumMun, duznku, Guono-
rMK, MeguUnHbI, BUOTEXHOMOIMMK, MaTeEMaTUYECKOro MOLENMPOBAHUA U 4p., YTO onpefenseT 0cobeHHOCTU U1
MHOFOrpaHHOCTL MOATOTOBKW CNeunanucToB no buomartepuanam.

CraHgapTtusauuss TepMUMHOAorMM B obnacTu oueHkn GUonorMy4eckoro OeicTBUs MeQUUWHCKUX n3ge-
nvi/GroMaTepranoB co3gaeT ycroBusa AnsA rapmoHusaummn (obecnevyeHnss CONOCTaBMMOCTH) TEPMUHONOMMK
HaLMOHANMbHOro ¥ MeXOYHapo4HOro YPOBHEW, NOEHTUYHOro MpeacTaBfeHnss Ha PYCCKOM fA3blKe MexayHa-
POOHBIX CTAHOAPTOR, MPUHUMAEMbIX B KAYECTBE MEXroCcyqapCTBEHHBIX M HALWMOHANbHbIX cTaHgapToB, obe-
crne4ynmeaeT B3aMMOMOHUMAaHWE MEXOY ChneuuanucTamin UCMbITaTenbHbIX OpraHM3auuii U NpoUM3BOgUTENSAMM
(M3roTOBUTENAMK) MEOVLIMHCKUX U34enuin n bBuomaTtepuanos.

Ecnu B gpyroMm AelCTBYIOLLEM MEXrocyqapCTBEHHOM CTaHOapTe NMpYMeHeHbl TePMUHbLI, OTMNYHbIE OT
TepPMWHOB, KOTOPbl€ YCTaHOBMEHbl HACTOSLNM CTaHAAPTOM OMs Tex Xe MOHATWA, TO UX NpuBeaeHWe B CO-
OTBETCTBME C HACTOSALLMM CTaH4apTOM LenecoobpasHo OCyLLeCcTBMAATb NpU o4YepeaHoM OOHOBMeHMKM (nepe-
CMOTPE UMW U3MEHEeHWW) OpYroro AencTBylolero ctaHgapta. B o60oCHOBaHHBIX crydyasx HeobxoauMocTb
YCTPaHEeHUs! yKa3aHHbIX NMPOTUBOPEYMIA MOXET CMYXXUTb OCHOBaHMeM Ons pa3paboTku BHeoYepeaHoro name-
HEHWs OpYroro eNcTBYOWero ctaHgapra.

[nsa Kaxgoro NOHATUA YCTAHOBIEH OAWH CTaHOAPTU30BaHHEBIA TEPMUH.

He pekomeHayeMble K MPUMEHEHWIO TEPMUHBI-CMHOHUMbI NPUBEAEHbl B KPYMbiX ckobkax nocrne craH-
0apTU30BaHHOro TepMuHa U 0603Ha4YeHbl NoMeTon «HpK.».

TepMUWHbI-CUHOHKMMBI 63 nomeThl « HpK.» NpUBeAeHbl B Ka4eCTBE CNPaBOYHbIX AaHHbIX U HE ABMSHTCSH
CTaH4AapPTM30BaHHbLIMU.

YcTaHOBMEHHbIE B HACTOSLLEM CTaHZapTe TEPMWUHbBI pacnonoXeHbl B CUCTEMATU3NPOBAHHOM MNopsaake,
oTpaxarlleM CUCTEMY NOHATKIA B 06NacTu MeaMLWHCKUX N3AEeNWiA.

3akntoyeHHas B Kpyrnble ckobku YacTb TepMUHA MOXKET ObiTb OMyLLeHa Npy UCNoMb30BaHU TEPMUHA B
OOKYMeHTax Nno cTaHgapTusaumu.

Hanu4ue kBagpaTtHbix CKOBOK B TEPMMHONOMMYECKON CTaThe 03Ha4aeT, YTO B HEe BKIKOYEHbI ABa (TpH,
YyeTblpe W T. N.) TepMUHa, UMetoLmne obLe TEPMUHOINEeMEHTHI.

B andraButHOM yKasaTene gaHHble TEPMUHLI NMPUMBEAEHbI OTAEMbHO C YKazaHWeM HoMepa cTaTbMy.

MpuBeaeHHbIe ONpeaeneHnst MoXHO, NPy HeobXoAMMOCTH, U3MEHSATb, BBOAS B HUX MPOM3BOAHbIE NpU-
3HaKW, packpbiBas 3Ha4eHWs MCNonb3yemblX B HAX TEPMUHOB, YKasbiBasi 0ObeKThI, BXoAsLMe B oObem onpe-
0ensemMoro noHATUS. MIameHeHnsa He OOoMmKHbl HapylwaTte 0O0beM M cogep:KaHue MOHATWIA, onpedeneHHbIX B
HacTosLem cTaHgapTe.

B crtaHpapTe npuBeaeHbl MHOA3bIYHLIE 3KBMBANEHTbl CTaH4ApPTU30BaHHbIX TEPMUHOB Ha aHMMWACKOM
A3bIKe.

CTaHgapTu3oBaHHble TEPMUHBI HabpaHbl MONMYXMPHBLIM WPUATOM, UX KpaTkMe (opMmbl, NpeacTaBneH-
Hble abbpeBMaTypoi, — CBETIbIM, CUHOHUMbI — KYPCHBOM.

v
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M E X I OCVYOAUPTC CTUBTETHHUB # C TAHAOAUPT

Uapgenua meguuuHCcKue
CUCTEMA OLEHKWU BUONOIMMYECKOIro OENCTBUA
TepMuWHbI U onpegeneHUs

Medical devices. Biological evaluation system. Basic concepts. Terms and definitions

Oarta eBegeHna — 2024—10—01

1 O6bnacTb NnpUMeHeHUs

HacTosilumin cTaHoapT ycTaHaBNUBAET OCHOBHbLIE MOHATUA U TEPMWUHBI M UX ONPEfENeHnsi, MpUMEHsie-
Mble B obnactu 6uonornyeckol COBMeCTUMOCTU (BMOCOBMECTMMOCTUN) MeauuuHekux nagenua (M) n buo-
MaTtepuanos, Npu OLEHKe UX BMONOrMYECKOro eNCTBUSI HA BCEX 3TANaX XU3HEHHOTO LIMKNA, KPOME acneKkToB
yTUNM3aunu.

TepMuHbI, YCTaHOBMEHHbIE HACTOALUMM CTaHAAPTOM, PEKOMEHAYeTCA UCMONb30BaThk B NPaBOBOM, HOP-
MaTMBHOW, TEXHUYECKOW W OpraHn3aLnoHHO-pacnopaanTenbHOW AOKYMEeHTaLMKM, HayvyHow, y4ebHoM 1 cnpa-
BOYHOW NuTEparype.

HacToswumi ctaHoapT npegHasHaded ansa paspabotunkos MIA/Buomatepunanos, nccneqoBaTenei U uUc-
NbiTaTenei, NonNbL30BaTENEN, IKCNEPTOB.

2 TepMuHbI U onpegeneHus

O6uwme NOHATUA

1

aHann3 pucka: CucteMatM4yeckoe MCrnonb3oBaHWe UMerLlencs MHpop- risk analysis
Mauuu Ana naeHTudukaumMm onacHocTeln U onpegeneHns pyucka.
[FOCT ISO 14971—2021, nyHkT 3.19]

2 buonoruyeckana 6ezonacHocTb: OTCyTCTBME Henpuemnemoro Guonoru- biological safety
4YecKoro pUcka B KOHTEKCTe npegHasHavyeHHoro npumeHenust MiA/GuomaTepuanos.

3 buonoruyeckana coBMecTMMOCTb; GuocoBmecTumocTe: CrnocobHocTb biocompatibility
MW unu 6uomarepuana BeINONHATL CBOM YHKLMK NPU KOHKPETHOM MpUMEHEHNK
M Hagnexatlem oTBeTe opraHvusma.

4 6uonoruyeckun puck: CouyetaHue BEPOATHOCTU BO3HUKHOBEHWA GMo- biological risk
MOrM4ecKoro Bpeaa v TSKeCcTH 3Toro buonorvdyeckoro speaa.

5 Guonoruvyecknn Bped: HebnaronpusaTHbid Guonormdeckuin adpdhekr, biological harm
BO3HWMKAKLWMA B pesynsTate BO3gencTBMS GMONOrMYecKon oNacHOCTH, CBA3aH-
Hon ¢ MW/maTtepuanom.

MapaHune ochbuumnansHoe
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6 Guonoruv4yeckasa OMacHOCTb: MoTeHUnanbHbIN WUCTOYHWUK 6uonoruye-
CKOro speaa.

7 Bbuonoruyveckoe pgenctBue (bBuonozudeckul 3ghghekm): VameHeHus,
NPOUCXOAALLME B XKWBOM OpPraHU3Me npu NpsMOM WM ONOCPEAOBAHHOM KOH-
Takte ¢ MW unu Bnomatepmnanom, BbIMOMHAKLMMUN CBOW DYHKLK.

8 6uonoruyeckasl IKBUBaNeHTHOCTL: YCMNoBKe, NoaTBepXaatllee 61o-
norudeckylo GesonacHoCcTb HOBOTO UMW MoaudUuMpoBaHHoro MW/6Gromatepu-
ana, aHanorM4Horo rno KaTeropumn, XMMUYecKkoMy COcTaBy, (M3NYeckoMy COCTO-
SIHWIO M MO MPOLECCY M3rOTOBMNEHUA cylecTeyowemy MiA/6nomartepuany, ans
KOTOPOro UMEKTCH AaHHbIe, J0KasbiBawLwne Bonormyeckyo 6esonacHocTb.

9 pocTtaTouyHoe cxogcTBo: [obble paznuyna HOBOro UNM MoandULKMpo-
BaHHoro MW no cpaeHeHuio ¢ cywecTeyrowmnmMm MW, He npuBogdaLMe K KakuM-
N1Bo HOBLIM UMK NOBLILEHHBIM BMONOrMYecKMM pUcKam.

10 6uomaTtepuran: MaTtepuan ecTeCTBEHHOIO UMM MCKYCCTBEHHOMO NPOUC-
XOXAEHWA, NMpedHa3Ha4vYeHHbIA OANA KOHTaKTa C TKaHAMW XXMBOTO opraHuamMa u
ucnonb3yembld Ans narotoeneHus M.

11 reomeTpuyeckme napameTpbl (KoHgWrypaums usgenus): @opma, pasmepsl
M OTHOCUTENbHOE PACMNONOXeHWe KoMNoHeHToB M.

12 ponycTuUMbIN puck: Puck, 4onycTUMbIA B oNpenerneHHoOM KOHTeKCTe,
OCHOBaHHbIA Ha COBPEMEHHbIX OBLLIECTBEHHBIX LIEHHOCTSX.

13 cneuuanucT: Yenosek, KOTOpbIA obnagaeTt onpeneneHHeliM Habopom
3HaHWIA U HABBIKOB B OAHOW (y3Koi) obnacTu.

14 nonbsoBaTtens: [IMUO, BCTYNalOLEEe B KOHTAKT (BKMOYas OnocpenoBaH-
HbIl KOHTaKT) ¢ MW BO Bpemsi ero UCMonb30BaHUS MO HA3HAYEHWHO, BKMOYas
NauWeHTOB, KOTOPbIE ero NMPUMEHSIOT, W NUL, KOTOopble 3KCNNyaTUpyT (ynpas-
nawT) MW BO BpeMs ero Ucnonb30BaHuA.

15 uarotoBuUTenb: Pu3nveckoe Unu Hnpugnvyeckoe nmuo, OTBeTCTBEHHOE
3a Au3aviH, NPOW3BOLOCTBO, YNAKOBKY M MapKUPOBKY M3genna OO0 NOCTynieHus
Ha PbIHOK NoA ero UMeHeM BHe 3aBUCUMMOCTKW OT TOro, KeéM BbINONMHANUCEL OaH-
Hble OeACTBMA — 3TUM JIULOM WIK ero nocpeoHuKamm.

16 vmmnnadTaT: MW, KOTOpOe npegHasHavyeHO AN BBeAeHUS B OpraHuam
YyernoBeKka MOoMNHOCTLIO UMK ONS 3aMeHbl 3NMTeNnManbHoM NOBEepXHOCTU UMK No-
BEPXHOCTMW rr1a3a npu XMpypruvyeckom BMeLlaTenbCTBE U KOTOPOEe OOMKHO ocTa-
BaTbLCA HAa MecTe UMMNMaHTauuu.

17 akTuBHO®E mMnnaHTupyemoe mMeguuUMHCKOe wnsgenue (aKmUSHbIL]‘
umnnaHmam): MmnnaHTaTsl, beHI{LI,I/IOHMpy}OLLEVIE 3a cHeT SJ'IEKTpM‘-IeCKOlﬁ OHep-
rmn nnv nwboro APYroro NCTO4YHWKa aHepruun, 3a UCKIn4YeHnem cui rpaButalmm
W 3Heprmn, HenocpeaCcTBeHHO FEHepMDyEMOﬁ OpraHM3mMom 4HernoBeka.

18 6MOaKTMBHOE UMMNIAHTUPYyeMoe MedULMHCKoe usgenue (6uoakmus-
HbIl UuMnnadmam): VIMnnaHTaThl, cnocobHble Gnarogapa cBoeMy COCTaBY BIW-
ATb Ha pereHepaTuBHLIE NPOLECChl B OpraHax U TKaHax.

19 uHBa3zMBHoe MeauuMHCKoe usgenue: MW, KoTopoe NOMHOCTBH UMK
4acTU4YHO BBOLAT B TEMO 4Yepes ero NOBEepXHOCTb UMW Yepe3 aHaToOMWU4YecKue
NonocTK B Tene, a TaiKe NocpeicTBOM XMPYpPruyeckoro BMellaTenscTea unm B
CBSI31 C HAM.
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20 uccnepgyembli obpasey: Matepuan, usgenuve, €ro 4acTb UK KOMMO-
HEHT, koTopble 0TOMparT AnA BMONOrM4ecKoro MMM XMMWYECKOro MCccrneaoBa-
HUA (MCNbITaHUSA).

21 nccnegyeman npoﬁa: MaTepman, n3genne, ero 4actb, KOMIMOHEHT,
OKCTPakT WInn ero 4acTb, KOTOpPbIE noaBeprarT GMOJ'IO]'I/I‘-IECKOMy U xmMmu4e-
CKOMY UCCrnenoBaHUKO (MCFIbITaHM}O) I OLUEeHKe.

22 KOHeuvHbIA npogykT: MW munm komnoHeHT MW, KoTopble nogBeprnuch
BCEM MPOW3BOLCTBEHHbLIM MPOLIECCaM, NPpUMEHSIEMbIM ANA BbINYCKaeMOro Ha
pbiHOK MW, BKNOYasa ynakoBKy W, €Crv NPUMEHMMO, CTEPUNN3ALMID.

23 maTtepuan: CUHTETUYECKWMA UMK MPUPOAHLIA Nonumep, Metann Wunm
Cnna., KepamuKa UM KOMMNO3WUT, BKIMOYaA HEXM3HECNOCODHY0 Bronornieckyo
TKaHb, NpUMeHaeMble B kadyecTee MW unu noboin ero yactu.

24 meguuuHckoe usgenue; MA: Nioboi MHCTpyMeHT, ycTaHoBKa, Npyucno-
cobneHue, annapar, YCTPOWCTBO, MMMMAHTAT, peareHT in vitro, NporpaMmHoe
obecneveHne, marepuan WUNM Opyroe aHanorudYHoe WM CONpsKeHHoe m3ge-
nve, npegHasHa4YeHHoe M3roToBUTENemM ANS NPUMEHEHUSA CAMOCTOATENBHO UK
B KOMOMHaUUW Ans Cnegyowmx Lenei:

- OWArHoCcTWKKW, NpodunakTukK, HabnwaeHus, nevyeHns Mnu obnerdyeHus
BbonesHu;

- OMarHOCTUKWM, HabnwaeHusa, nedeHus, obnerdyeHus unu KomneHcauuu
TpaBMbl;

- MccnenoBaHusl, 3amMeHbl, M3MEeHEeHMUsT UNK NoAAEPXKKMA aHaToMNUK Unn du-
3M0MNOrM4ecKoro npouecca;

- noaaepXaHusa XM3HecnocobHoCTHK;

- KOHTpauenuuu;

- pesunHdekunn MA;

- NpefocTaBneHna MHopmauMM NyTeM OLUeHKW in vitro obpasuos, nony-
YeHHbIX W3 opraHn3mMa Yenoseka: npu atom MW He siBnAeTcs dapmakonorude-
CKMM, UMMYHOMOrMYeCcKMM M MeTabonmyeckuM cpeacTBOM 419 CBOErO OCHOB-
HOrO NPUMEHEHWS B OPraHM3Me YernoBeKka UM Ha ero NoBepPXHOCTM, HO MOXET
ObITb 4OMOMHEHO TakKMMKW CpeacTBamMu A4S CBOeN NpefHasHa4veHHoW yHKUNN.

MpumevaHnsa

1 K MU oTHOCAT cTOMATONOrM4Yeckue U3nenvs.

2 Mapenus, koTopble 0THOCAT K M B OTOEMbHbLIX Cnydasnx:

- Ae3nHduuMpylowmne cpeacTea;

- BCMOMOraTernbHble YCTPOWCTBA ANA WHBanNMOOB W UL € OU3UYECKUMU
HegocTaTkamu;

- MW, BknioyaroLwne TKaH KUMBOTHOTO U/UNK YEMOBEYECKOTO NPOUCXOXOEHUS;

- MW ons onnogoTBOpeHWst in vitro n MeToauk BCcrioMoraTensHOW penpoayKLMn.

25 MepMUMHCKOe uagenue KpaTKoCpo4yHoro koHtakta: MW unm komno-
HeHT MW, uMmerwne npogormKUTENbHOCTbL BO3AEMCTBUS Ha TKaHW opraHuama
yenoeeka He bonee 1 MMH.

26 MeOMUMHCKOE uspenuve KpaTKOBpPeMeHHOro KOHTakTa: MW KpaTKoBpe-
MEHHOIo KOHTakTa, O6LLI,8FI NpOoAOIMKNTENTbHOCTE OQHOKPATHOINO, MHOMOKpPaTHOTO
WU HenpepbiIBHOIO BO34ENCTBUSA KOTOPOro COCTaBITIAET He bonee 24 u.

27 MegMUMHCKOe wu3genue AOnuTenbHoro KoHrtakta: MW pnutenbHoro
KOHTaKTa, obLasa npoaoImKUTEeNbLHOCTE OAHOKPATHOIO, MHOTOKPAaTHOIO UNN He-
NpepbLIBHONO BO34EMNCTBUS KOTOPOTo npeBbiwaeT 24 4y, Ho He Gonee 30 cyT.
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28 MeguuUMHCKOe mM3genuve gonroBpemMeHHoro koHtakta: MW gonroepe-
MEHHOro KoHTakTa, 0bas NnpogomKNTensHOCTL OAHOKPaTHOrO, MHOTOKPaTHOTO
UIM NOBTOPALLIErOCH BO3OENCTBUA, KOTopas npesBbiwaeT 30 cyT.

29 MeguMUMHCKOe M3genue onocpegoBaHHOro KoHtakra: MW nnmn kom-
noHeHT MW, yepes KoTopble NPOXOAAT XXUAKOCTb UMW ra3 A0 CBOEro KOHTaKTa ¢
opraHuamomM 4yenoeeka (B atom cnydae MW unu komnoHeHT MW He KOHTakTupy-
0T (PU3MYECKM C OPraHM3MOM YENoBeKa).

30 meguuuHcKoe usgenue, npucoeguHAaemoe niBHe: MW wnu komno-
HeHT MW, koTopoe(blil) 4acTMYHO UNU MOMHOCTLK HAXOOUTCA BHE OpraHv3mMa,
HO MMeeT MPAMOW WMNW OMOCPEeAOBaHHLIA KOHTAKT C ero ru3nonorn4eckumm
XUOKOCTAMM U/UNU TKAHAMM.

31 MeauUUHCKoe nzpenue npamoro KoHtakrta: MW unn komnoHeHt M,
BCTYMNawLWmnii B pMU3NYECKNIN KOHTAKT C OpraHn3MoM YenoBekKa.

32

long-term exposure

indirect contact

externally communi-
cating medical device

direct contact

MeHeDKMeHT pucka: Cuctematuyeckoe MpUMEHeHWe MOMUTUKKU, Npo-
Leaoyp v npakTMyeckux MeTO[0B MeHeMKMeHTa ANA pelleHnA 3afady aHanusa,
OLeHMBaHWA, yrpasBrieHns 1 MOHUTOPMHIA PUCKa.

[TOCT ISO 14971—2021, nyHKT 3.24]

risk management

33 Habop gaHHbIX: VMHdopmaums, Hanpumep dusndeckas ununu xmMmde-
cKas xapakTepucTuka, CBEAEHWA O TOKCWYHOCTM WM T. A., NOMnyYeHHas U3 pasHo-
obpasHbIX UCTOYHWKOB 1 Heobxogumas AN xapakTepucTuMki BMonorMyeckoro oT-
BeTa Ha M.

34 HaHomaTepwuan: TeBepabld UMK XKUOKWA MaTepuan, NoTHOCTLK UMK Ya-
CTUYHO COCTOSILLMA W3 CTPYKTYPHbLIX 3MIEMEHTOBR, Pa3Mepbl KOTOPbIX MUHUMYM
no O4HOMY M3MEPEHUKD HAXOAATCA B HaHoawana3oHe (He 6onee 100 Hm).

35 HeKoHTakTMpYylOWwee mMeguuuHckoe usgenwue: MW wunu KomnoHeHT
MW, He nmerLme NPSMoro W/Mnu onocpenoBaHHOrO KOHTakKTa ¢ TKaHAMW op-
raHvama.

36 oueHKa BUONOrMyYecKkoro AedcTBUA: PacCMOTpeHre, aHanus pesynb-
TATOB WM OnpeaerneHne cTerneHn BUoNorMYecknx OTBETHLIX peakuuil opraHnama
Ha BO3OENCTBME MEOWLMHCKOrO W3Oernusi, OTHOCALUMXCS K ero 6e3onacHocTu
MPY UCMOMNb30BAHUK.

37

data set

nanomaterial

non-contacting

biological evaluation

oueHMBaHMe pucKa: MNpouecc cpaBHEHUs pUcKa, KOTOPLIA yxe onpege-
MNeH, C YCTAHOBMNEHHLIMW KPUTEPUAMK PUCKa ANSA onpefeneHns JonycTUMOCTU
pucKa.

[TOCT ISO 14971—2021, nyHkT 3.23]

risk evaluation

38

oLeHKa pucka: [1onHbIA NpoLecc aHanusa pucka U oLeHMBaHUs puUcka.
[FTOCT I1SO 14971—2021, nyHkT 3.20]

risk assessment

39 nocTtaBWMK: [TMLO UMK KOMMNAHWSA, MPOU3BOAALLME UMM NOCTABNAKLLINE
OCHOBHbIE ChIpbEBbIE MaTepuans! ans npoussoactsa M.
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40 npegycMoTpeHHOe npuMeHeHue [HasHauveHwue]: [NpumeHeHue, Ans
KOTOPOro NpoayKLuus, NpoLece Uny ycnyra npeaycMoTpeHbl B COOTBETCTBMM CO
cneyndurKkaumaMm, MHCTPYKUUAMIK U MHdopMaunen, NpeaocTaBnseMbiMU U3ro-
TOBUTENEM.

41 TOKCMKOMoOru4yeckas OMacHOCTb [OMAacHOCTb TOKCUMYEecKoro gein-
cTBusA]: MoTeHuMansHoe BO3HWKHOBEHWE HEraTUBHONW (HebnaronpusTHon) Gro-
MOrMYecKor peakumi Ha XMMWYecKkUe BellecTBO unu Guomartepuan, yunTelBas
XapakTep peakuuu u o3y, Tpebyemyto Ansa ee nonydyeHus.

42 TOKCHMKONOTMYecKui pUck [puck Tokcu4eckoro gerdcteus]: Beposar-
HOCTb BO3HWKHOBEHWUA ONpPefEeneHHON CTeNeHN HexenaTenbHOW peakuum, npo-
UCXoasILLen B OTBET Ha OnpefeneHHbln ypoBeHb BO3AENCTBUIS.

43 ToKCcUMYHOe MeguUUHcKoe usgenue: MW, cnocobHoe Bbi3BaTb Hera-
TUBHBIWA (HEBNAronpUATHLIA) BUONMOrMYECKUA OTBET.

TepMHHbI, OTHOCHALIMECH K CbMSMKO-XHMH'-IECKHM XapakKTepucTukam

44 nHdopmauma o hu3nyecKUX M XMMUYeCcKnX napamertpax: Ceene-
HUA O peuenType U npoLeccax NpPou3BoOACTBa, FEOMETPUYECKUX N (DU3NYECKUX
ceonctBax MU, a Takke 0 Kateropum KOHTaKTa C OPraHM3MOM U KMUHWUYECKO-
ro npumeHeHus MW, KoTopble NpUMEHSAIOT ONsA onpeneneHns HeobXoQuMoCcTH
[OMOMHUTENBHOrO MCCneaoBaHus OUOMOrMYeckux Unn  MOU3NKo-XMMUYECKUX
ceoncts M.

45 komnoHeHT: [Npegmer, npeacTtaensawowmia cobor 4acte MU 1 He aensto-
wurnca camoctosTernbHbiM M.

46 mopenupyemasi 3KCTpakUWUA: JKCTPaKuWs, BbIMONHsSemMasi MEeToOoM,
UMUTUPYIOLLMM KMMHUYecKoe npumeHeHne M.

47 xapakTepucTuka maTepuana: [pouecc cbopa CyLIECTBYHOLLIUX CBe-
OEHWI 0 XMMWYECKOM COCTaBe, CTPYKTYPE W OPYrux CBOWCTBaxX maTepuana W,
€Crii NPUMEHMMO, MONyHeHWEe HOBbIX AaHHbLIX, CNOCOOCTBYIOLWNX OLEHKE 3TUX
CBOWCTB.

48 XMMWYeCKMA KOMMNOHEHT (cocmaenswowas). Iioboe cuHTeTUYEeckoe
W NPUPOLHOE BELLECTBO, KOTOPOE MPUMEHSIIOT B NMPOLECCE U3rOTOBNEHNUA MaTe-
puana u/unu MW, Bkrro4as KOHCTPYKLUMOHHBIE MaTepuarnsl, o0baBku U Bcnomora-
TenbHbIE BELLecTBa.

TepM WHbI, OTHOCALWNECA K CAHUTAPHO-XUMWYECKMUM NOKa3aTenamMm

49 mHTerpanbHbIA nokaszatenb: OBoOLWEHHBIA NOKa3aTenb KadecTBa U
6esonacHoctn n MU/6uomatepuana.

50 npepgensHoO gonycTuMan KoHueHTpauus; MNOK: MNpegensHo gonycTtu-
Mas KOHUEHTpaLuus aKCTparmpyemsiX XMMUYEeCKUX BelecTB, KOTopas HE OKasbl-
BaeT BpPeOHOro AeNCcTBMA Ha OpraHu3aM YenoBeka W He Bbi3biBaeT Hebnaronpu-
ATHbIX NOCNEACTBMIA ¥ €ero NnoToMcTBa.

51 caHuTapHO-XMMWYecKUe nokasatenu: [UIMeHUYeckne nokasarTesiu,
Xapaktepuayruine cogepXxaHue HOPpMUpyeMbiX XMMWYeCKUX BelleCTB B 3JKC-
TpakTte K3 MM/GMOMETEPM&J‘IE, npegctaenAaArnWMX TOKCUMKONMOTrM4ecKyr onac-
HOCTh.
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TepMuHbI, oTHOCALWMeCH K oBpa3uamMm gna npoBedeHUA uccnegoBaHUn

52 BbllWenayuBaemoe BelecTBo: BeulecTso, KOTOpOE MOXeT BbICBO-
GO)K)J,aTbCFI 1n3 MW mnn MaTtepurana BO BpemMa KIMHWN4YeCKOro npumMmeHeHns.

53 akcTtpakr (Hpk. esimsxka, ModensHas cpeda): XuokocTe, Nony4YeHHast
B pesynbraTe aKCTpakuMn uccnenyemoro obpasua unm KoHTpons.

54 akcTparnpyemoe BelecTBO: XMMWYECKOe BeLLecTBO, BbicBobGoXaae-
mMoe 13 MW unu BromaTtepuana npu aKCTpakuuy B NaBopaTopHLIX YCNOBUAX C
MCMONb30BaHUEM SKCTPareHTOB.

55 ucuepnbiBalowWas IKCTPAKLMA: SKCTpaKUWa, NpoBoAMMas 00 Tex nop,
noka KONMUMYecTBO 3KCTparMpyemMoro matepuana B nocneayollein 3KkCTpakummn He
cTaHeT meHee 10 % oT Konu4yecTBa, 0GHAPYKEHHOMO NyTEM rpaBUMETPUYECKO-
ro aHanuaa (Unv gpyruM MeToaoMm) B NepBoHaYansHOW SKCTpaKUMK.

56 npeyBenuyeHHas 3KCTPaKUMA: OKCTpakuuMa Ans BbICBOLOXAEHWSA
Bonbllero KonuyecTBa XMMWYECKOro KOMMOHEHTa MO CPaBHEHWIO C Konuye-
CTBOM, NOMyYeHHLIM NPU MOAENUPYEMbIX YCIIOBUAX WCNOMb30BaHUA (IKCTpaK-
Lum).

57 YCKOpeHHasA JKCTpaKuua: SKCTDEKUMQ, ONMUTENBbHOCTL KOTOpOFI MeHee
ANMUTENBbHOCTU KNMHNYECKOIo NnpuMmeHeHns MW, Ho ycnoBusa KOTODOPI He NnpuBO-
OAT K XUMWYEeCKUM N3MEeHeHNAM 3KCTparmpyemblX BellecTB.

TEpMHHI:I, OTHOCALWMWEeCA K CTaHAAPTHBIM oGpasuaM U KOHTpONAM

58 romoreHHocTb: [TOCTOAHCTBO cocTaBa u OOHOPOOHOCTL CTPYKTYPbI Ma-
TEpMana B OTBET Ha 6VIOJ'IDFV!‘-IECI{yI-O OTBETHYH peaKuuio.

59 ctaHpgapTHbIN oGpa3sey; CO: Obpaseu/maTtepuan, OCTAaTOMHO OOHO-
POAHbLIA U cTabWMbHBIA NO OAHOMY WM HECKOMNbKMM 3a4aHHbiM CBOWCTBaM M,
KaK yCTaHOBMEHO, MPUIoAHbIA AN UCNONb30BAHWSA MO HAa3Ha4YeHW B npouecce
namMepeHus.

60 KOHTPOMBLHLIN IKCTPAreHT: JKCTpareHT, He codepXalluuii uccrnepye-
Mblli 0BpaseL, ¥ NoaBepralwLnAcs TakoMy ke BO3OeUCTBUI0 B MAEHTUYHON eM-
KOCTW, B TaKWX e YCNOBUSIX, KK M SKCTpareHT ¢ uccnegyemsiM o6pasuom Bo
BpeMsa 3KCTpakuuu.

61 oTpuuaTenbHbI KOHTpPoOnb: [NogpobHo oxapakTepu3oBaHHbIA(0e) Ma-
Tepuan W/unu BeLecTBO, KOTOPLIN(0e) NPW UCMLITAHUKM KOHKPETHBIM MeTOLOM
OEMOHCTPUpPYEeT NPUroAHOCTL 3TOrO MeToaa AN NoNyyYeHna BOCNPOU3BOOUMO-
ro, COOTBETCTBEHHO, OTPULATENbHOIO, HEPEAKTMBHOMO MMM MUHUMAaNbLHOTO OT-
BETa B TECT-CUCTEME.

62 nMonoXWUTenbHbIA KOHTponb: [logpoBHO oOxapakTepu3oBaHHbIN(0E)
matepuan uiu BeLlecTBO, KOTOPbIA(0e) MpK UCMbITAHUM KOHKPETHBIM MEeTo40M
OEMOHCTpMpYeT NPUrogHOCTb 3TOr0 MeToda A NoyYeHns BOCNPOU3BOgUMO-
ro, COOTBETCTBEHHO, MONTOXUTENbHOIO UIM PEaKTMBHOIO OTBETA B TECT-CUCTEME.

63 NpOMBIWNEHHO BbiNyckaeMoe usgenue (MpoMbiluieHHoe u3denue
cpasHeHus): CepuiltHO nsrotTaenueaeMoe W npusHaHHoe GesonacHeiM MW, uc-
nonb3yemMoe B Ka4ecTBe CPaBHUTENbLHOro KOHTpOmNs B ouUeHKe GesomacHocTu
uccnegyeMoro u3genusa Metogamu in vitro nn in vivo, co CXoQHbIMU KOHCTPYK-
LUuer, matepuanom(ammn) U KNMHUYECKMM NMPUMEHEHUEM.
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64 cepTuduUUMpOBaHHbLIA cTaHA4APTHLIM o6pa3sey; CCO: CtaHaapTHbIA
obpaszel, ANS KOTOPOro XapakTepWUCTUKWA OAHOMO WM HECKONbKUX 3a4aHHbIX
CBOWCTB METPONOrM4eckn yCTAHOBMNEHb! W MOATBEPKAEHbLI COMPOBOMXAAEMbIM
cepTMduKaToM cTaHgapTHoro obpasua, KOTOpbIA COAEPMKMT 3HAYEHUA YKasaH-
HbIX XapaKTepWCTUK, CBA3aHHbIE C HUMKM HeonpedeneHHOCTb U MeTporormye-
CKYI0 MpOCNexnBaemMocTb.

65 cTabunbHocTb: CnocoGHOCTL Matepuana npu xpaHeHuW B onpege-
NEeHHbIX YCNOBUSAX COXPaHATL 3adaHHble 3Ha4eHusl CBOWCTB B 3aJaHHbIX Npeae-
nax B Te4eHne onpeaeneHHoro neproaa BpeMeHu.

66 aKcnepuMeHTanLHbIM KOHTPONbLHLIM o6paseu: Beuwectso ¢ Twa-
TenbHO (NoApPoBHO) N3YYEeHHBIMU peakUMsIMKU Ha Hero, KOTopoe UCNomb3yeTcs B
KOHKPETHOW TeCT-CUCTEME B Ka4eCTBe BCMOMOraTeNbHOMo Npu OLEHKe peakL it
TECT-CMCTEMbI Ha NpeaMeT BOCNPOM3BOAMMOCTU U COOTBETCTBUS.

rOCT 35073—2024

certified reference
material, CRM

stability

experimental control

TepMUHbI, OTHOCALWMECA K OMONOrnYecKUM Uccrie4oBaHUAM (VICI'IbITaHMHM)

67 po3a [go3upoBkal: KonuyecTBo BBOAMMOrO MCMbITyemoro obpasua
(Mpobbl), BEIpaXXeHHOEe Ha equHULY Macchl Tena unu Nnowaan NoBepxXHOCTH.

68 Hekpo3s: [mMbenb KNeTok B peaynsrate HeobpaTUMbIX M3MEHEHUNA, Bbi-
3BaHHLIX TPaBMOW Unn 3aboneraHneM.

69 usbazeneHune: OTKpbITas paHa C noTepell MOBEPXHOCTHLIX CroeB
TKaHW.

70 cTpyn: Kopka unu obecLBe4eHHbIA OTLIENYLUMBAIOWMACS YHaCTOK KOXMK.

71 apuTtema: [NoKpacHeHWe KOXKN UK CMM3NCTOM 060MOHKN.

TepMHHbI, OTHOCHALWMNECHA K UUTOTOKCUYECKOMY ,D,EﬁCTBHFO

72 KynsTUBUpoBaHUe (KkneTok): MNMpouecc, NOCPeACTBOM KOTOPOro OTAEMb-
Hble KMeTKW UMK eOUHCTBEHHYIO KNeTKy BbipallMBatoT in Vitro B KOHTponupye-
MbIX YCNOBUSIX.

73 kynbTypa kneTok: KneTkn TkaHW, BblpalleHHble BHE OpraHM3mMa Ha cre-
unaneLHOW NUTaTtensHoOW cpege.

74 kynbTypanesHas nocypa: [Mocyga, npuemnemas Ansi KynsTyphl KNeToK,
BKIIOYASA CTEKNsAHHbIE Yallky MMeTpw, MNacTMaccoBble KynbTyparnbHbIe Yallky,
NMacTMacCoBbleé MHOMOMYHOUHbIE MMAHLWETbI W NAaHLWeTbl AN MUKPOTUTPOBa-
HWS.

75 cybkoHcpnwaHTHOCTL: [MpumepHo 80 % KOHMMIOIHTHOCTK, T. €. 3a-
BeplleHne rnorapndmudeckon gasbl pocTa.

TepMWHbI, OTHOCALMECS K CEHCUBUNU3UpYIOLLEMY AeACTBUIO

76 annepreH: XvMW4eCKOe BeLLIEeCTBO MMM Martepuwan, kotopoe(bid) cno-
cobHo (cnocobeH) Bbi3BaTh cneun4ecKyo peakLuio rMnep4yBCTBUTENLHOCTH
npwv NOBTOPHOM KOHTaKTE C 3TUM BELLECTBOM UMK MaTepuanom.

77 annepruvyeckui KOHTakTHbIA gepmatuT: KnuHn4eckuii omarHos, oc-
HOBbIBAKOLWKMICA Ha HabnogaeMo UMMYHOMOTMYECKW OMNocpefoBaHHOM KOX-
HOW peakunn Ha XMMUYEeCcKoe BeLLeCTBO.

78 BbifABNeHWe: VIMMyHOJ'IOI'W-IeCKaﬂ peakunsa Ha BO3OENCTBUE annepre-
Ha paHHee CeHCMGMHMSMpOBaHHOFO MHOWBUOYyMa.
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79 wHaykuma: Npouecc, BegylwMi K NOABAEHUKO NOBLILLEHHON UMMYHO-
NOrM4eckon akTMBHOCTKM OpraHnamMa de novo nocne nepeoHa4YanbHOro BO3aemn-
CTBMA KOHKPETHOro Matepuana.

80 koxHas ceHcubunusaums: Peakuua runepyyBCTBUTENbHOCTW 3ames-
MeHHOro TUMa, onocpenoBaHHas T-kneTkaMu, MHOYUMPOBaHHAsA HU3KOMOMEeKy-
MAPHBIMU XUMUYECKMMU BeLLLeCTBaMu (annepreHamu), CocToaALLan U3 AByx as:
WHAOYKLUW U BLIAABNEHUS (3MUCUTALN).

81 otek (3dema): YBennyeHne obbema TkaHu BcneacTene abHopmarnsHon
MHDUNBTPaLIMK XNOKOCTK.

82 npoBokauusn: Npouecc, cnegywowmni 3a Ga3on MHAYKLWMKA, B KOTOPOM
uccnegyeTca UMMyHonormdecknin addekT nocneayLero BO3OencTB1sS Ha op-
raHM3aM UHOYUMpYKOLLEro Matepuana.

TepMUHbI, OTHOCALLUMECS K pasgpaxalolemy AeNCcTBUI0

83 paspgpaxeHue: Jlokann3oBaHHbIA HecneundUdHbld BOoCNannTenNbHbIN
OTBEeT Ha O4HOKpPaTHOEe, MHOroKpaTHOE MMM HEMNpPepbIBHOE BO3AENCTBME BeELle-
cTBa/buomarepmana.

84 pazpgpaxutenb: AreHT, Bbi3blBakOLWMA pasgpaxeHune.

85 pazbepaHue [koppo3ua] koxu: HeobpaTumoe noBpexaeHUe KoXu
nocrie BO3AENCTBUS UCMNLITYEMON Npoboi, NpoABNSAKLLEecs HEKPO3OM, 3aTpa-
rMBaKLW MM 3NUAEpMUC 1 OepMy.

TEpMMHbI, OTHOCAUWWMeCH K NTUPOreHHOCTH, OHOCPEHOBHHHDﬁ MaTepuanom

86 okucnurtenbHoe docchopunupoBaHme: MeTtabonuyecknin nNyTb B
BonblWMHCTBE a3p0obHbIX OPraHM3MOB, MCNONL3YLWMA (EPMEHTHI AN OKUCne-
HUA NUTATENbHbBIX BELWECTB ANA BblAENEHUA 3HEPTUN.

87 nuporeH: XMMUYECKOe BEeLLEeCTBO UMW areHT, BbiabiBaume dhebpunb-
HYI0 peakuuio.

88 nuporeHHocTkL: CBONCTBO XMMWYECKOTO BELLECTBa UMK areHTa Bbi3bl-
BaTb (hebpUNbHY0 peakumio.

89 chebpunbHaa peakuws: [loBbilIEHME 3HAYeHWs TemnepaTypbl Tena
Bbille HOPMbI.

I'Ipmmean ne — Takke obozHavaeTca Kak Kap Unu nMpexkcuns.

TepMMHbI, OTHOCALWLWECHA K TOKCUYEeCKOMY JJEI)'ICTBMPD

90 posa—oTtBeT: B3aumoceAsbL Mexay OO3MPOBKOW U crnekTpom addpex-
TOB, CBSA3@HHbIX C BO34E8NCTBUEM.

91 posa—adpcpekT: B3avmocBA3b MeXKAy [O3MPOBKOW M Macwtabamu
onpegeneHHoro buonornyeckoro adpdpekta B opraHMamMe oTaenbHoN ocobur unm
B BblGOpKe rpynnbi.

92 obwaa TOKCUYHOCTL (cucmemMHas MOKCUYHOCMb): TOKCUYHOCTb, HE
orpaHuyunBatoLasncs HebnaronpuAaTHeIMK adppekTammn B MecTe KoHTakTa MW u
opraHmama.

93 octpas TOKcUYHOCTL: HebnaronpuaTHbl addekT, BO3HUMKALWWA B
ntoboe Bpemsi B TedeHme 72 4 nocne O4HOKPaTHOro, MHOTOKPATHOMO MK Mpo-
JOMXKWMTENBHOMO BO3OencTBus uccrnegyemoro obpasua B TedeHune 24 4.
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induction

skin sensitization

oedema

challenge

irritation

irritant

skin corrosion

oxidative phosphory-
lation

pyrogen

pyrogenicity

febrile response

dose-response

dose-effect

systemic toxicity

acute systemic
toxicity
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94 onpepenstowan gos3a: ViccriegoBaHve Ha OQHOW rpynne, nony4ato-
e COOTBETCTBYHOLLYH A03Y MCMLITYEMON Npobbl, ANs onpefeneHns Hanmyus
WK OTCYTCTBMS TOKCMYECKON ONacHOCTM.

95 nopgocTpas TOKCUMYHOCTL: HebnaronpuatHelid adhekT, BOZHUKAOLLL WA
nocne MHOTroKpaTHOro UMM NPOOMKUTENbHOMO BO34EUCTBUA UCMbITYEMOW Npo-
Obl B nepuopg oT 24 4 0o 28 cyT.

96 cybxpoHM4eckas TOKCUMYHOCTbL: HebnaronpuaTHblin 3adppekT, BO3HK-
KarowWMiA nocne NOBTOPSAKLLErOCA UMW NPOSOITHKMTENBHOIO BBEAEHUA WCMbLITY-
eMon npobbl B Te4eHWe onpeneneHHoro neproda obuien NnpoaomKNTENEHOCTH
KU3HW.

97 XpOHMYeCcKasa TOKCUYHOCTb: HebnaronpuaTHbli 3 deKkT, Bo3HUKAD-
LKA Nocne NoBTOPSALLEroCs UMM NPO4OMKUTENLHOMO BBEAEHWUS UCMLITYEMONR
npobbl B TeueHne BonbLlUei YacTu KU3HN.

98 ToKkcuKonorv4eckum nopor [mopor Tokcuydeckoro gencteus]: MNpenen
BO3EACTBUS XMMWYECKNX KOMMOHEHTOB (BELLECTB), HWXE KOTOPOro He cylle-
CTBYET 3Ha4YMMOro pucka Ans 300pPOBbLS YENOoBeEKa.

TepMHH, OTHOCHUJHﬁCﬂ K MECTHOMY ,D,EI;'ICTBHIO nocne MMmnnaHTauuu

99 a6copbupoBaThk [abcopbuuna] (pe3opbuyus, paccacsisaHue): MNMpouecc
acCMMWUMPOBAHWA KNETKAMMW UMM TKAHSMWU WU NPOXOKAEHUS Yepes3 HUX He-
3HAOreHHOro (MHOPOAHOrD) Matepuana WM BewecTBa UNu NpoaykToB uMx Ae-
rpagauuu.

TepMMHbI, OTHOCALWMEeCHA K reMOCOBMECTUMOCTH

100 agre3ausa TpombouutoB: CrnocobHOCTE TPOMOOUMWTOB MpUnMnartb K
nosepxHoct MW/GuomaTepunana.

101 anTMKoarynaHT: AreHT, NpedoTBpallallnine MNW 3adep>xKMBatoLLni
CBepTbiBaHWE KPOBMU.

102 B3aumopgencTBUe U3genue—KpoBb: Baanmogencteue mexagy MW
KPOBBI UM KOMMOHEHTOM KpoBn 1 MIA.

103 remonu3s: BuicBoboxkgeHne remornobmnHa U3 apuTpoLMToB U3-3a pas-
pYLUEHUS KNETOYHON MEMBPaHLI UMW U3-33 €€ YACTUYHOTO NOBPEXOEHUS.

104 remocoBmecTtumoe MW: Magenne nnn marepman vagenns, Haxoas-
LWMECH B KOHTAKTE C KPOBbIO 63 3aMEeTHbIX KMMHNYECKN 3Ha4YMMbIX HEraTUBHbIX
peakuuin W/mnu Opyrux oTpyMuartensHbiX 3(eKTOB, CBA3AHHbIX C KPOBLH).

105 koarynauma: MNpouecc, 06yCnoBNeHHbIN Kackagom akTuBauumn dak-
TOPOB CBePThIBaHWUS (Koarynsyuu) Kposu.

106 konnouaHo-ocMmoTUYecKkoe pAasneHue: O6uwee BnusHue 6enkos
WUIW OPYrMX BELLEeCTB C BbICOKOW MOMeKynspHOW Maccoi Ha OCMOTUYECKYHO aK-
TUBHOCTb MNa3mbl.

107 HenpsAMoOW KOHTaKT ¢ KpoBbk: KoHTakT, npu kotopoMm MW, ucnone-
3yeMoe B Ka4yecTBe NPOBOAHMKA, BCTYMNAET B KOHTAKT C KPOBOTOKOM TOMLKO NPU
BXO[e B KDOBEHOCHO-COCYAUCTYH CUCTEMY.

108 oTcyTcTBMe KOHTakTa ¢ KpoBblo: KoHtakt MW ¢ opraHnamom nauu-
eHTa, NpY KOTOPOM HE MPOUCXOOUT MPSIMOro UMM ONoOCpPedOoBaHHOIO KOHTaKTa
MW ¢ kpoBbH.
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109 NpAMON KOHTAKT ¢ KpoBbhk: KoHTakT, npu kotopom MW nnu mate-
pwan MW BcTynaeT B HENOCPELACTBEHHbLIA KOHTAKT C KPOBbLIO UMW €€ KOMMOHEH-
Tamu.

110 cuctema KomnnemeHTa: [ymopanbHas COCTaBMAOLWAA €CTEeCTBEeH-
HOW MMMYHHOW CMCTeMbl, cocToswan Gonee vyem m3 30 pasnuuHbiXx Genkos
nnasmbl, BKNO4Yasa hepmMeHThl, KohakTopbl U KNETOUYHbLIE peLenTopbl, KoTopble
MOryT ObITb 3a]€MCTBOBaHLI B pa3BUTUM TpoMGO3a.

111 TecT-cucTtema ex vivo: TecT-cucTema, B KOTOPYH KpOBb MOCTynaer
HEMNOCPEeACTBEHHO OT YeroBeKa Unu NogomnbITHOrO XMBOTHOTO B KaMepy Ans uc-
cnegoBaHWiA, pacnonoXeHHYH BHe Tena.

112 Tpom6G: KoarynupoBaHHaa cMeCb 3pUTPOLIMTOB, CKOMUBLLMXCH TPOM-
bounToB, hubprHa U OPYrMX KNETOYHbLIX 3NIEMEHTOB.

113 TpombuHoobpasytowee ceolcTBOo: CBOMCTBO MW, NnposiBnsAoLweecs
Npu KOHTaKTe C KpoBbIO M crnocobeTBylollee UM yckopskolwee npouecckl 0b-
pa3oBaHus TpoMBuHa.

114 TpombGoreHHoe cBoncTBO: CBocTBO MW, NnposiBnsAwLEeecs Npu KOH-
TakTe ¢ KpoBbIO 1 cnocobceTByollee hopMupoBaHuo Tpomba.

115 TpombBo3: PopmupoBaHue Tpomba in vivo, ex vivo Unu B UMAUTUPO-
BaHHbIX YCNOBUSX in Vitro, Bbl3BaHHOE aKkTUBaLMen CUCTEMbI CBEPTLIBAHUSA KPO-
BU 1 TPOMOOLMTOB B KPOBU.

116 TpombGouuTbl: be3bsaaepHble KINEeTKU, NMPUCYTCTBYHOLLME B KPOBU U
cnocobcTeyoWmMe TpoMBOOOpPa3oBaHUIO 3a CYeT UX afreauu K MOoBEpXHOCTH,
BbICBODOXKAEHMIO TPOMBOLMTapHbIX (PakTOPOB CBEPTLIBAHWA U/UMK arperauum,
NpUBOASALLUX K (hOPMUPOBaHWI0 reMOCTaTnyeckon npobku.

117 ambonusauumsa: MNMpouecc, NpU KOTOPOM TPOMO KpOBM UIM UHOPOAHOE
Teno nonagaet B KPOBOTOK M MOXET ero YaCTUYHO UITA NOMHOCTbLI0 NepeKkpbITe U
Bbl3BaTh 3aTPYAHEHHbLIA TOK KPOBKW Aanee rno noToky.

118 Tpomb6oambonusauus: MNpouecc, NPy KOTOPOM MPOUCXOAWUT YacTuy-
HasA UMK NOMHasa HENPOXOAMMOCTb KPOBEHOCHOTO COCYAa 3a CYET NepeHoca oTo-
pBaBLierocst TpoMGa HUXKe Mo MoTOoKY.

119 uenbHasa KpoBb: HedpakuMOHMPOBaHHas KpOBb, 3abpaHHas y Yyeno-
BeKa U NOAOMNbLITHOMO XXMBOTHOTO.

direct blood contact

complement system

ex vivo test system

thrombus

thrombin generating

thrombogenic

thrombosis

platelets

embolization

thromboembolization

whole blood

TepMMHbI, OTHOCALWWEeCHA K TeHOTOKCUYHOCTWU, KaHUepOreHHOCTU U TOKCU4YeCKOMY ,ﬂEﬁCTBMI-O

Ha penpoAYKTUBHYIO (OYHKLUIO

120 uccnepoBaHue Ha KaHUepoOreHHocTk: MccrnegoBanue (McnbiTaHne)
ANsi yCTaHOBNEHMWSA NOTEHLMANBHOM OHKOreHHOM ONacHOCTWU U3Aenuin, maTepua-
NOB W/WNW 3KCTPAKTOB U3 HUX NMPU MHOTOKPATHOM BO3OENCTBUN B TEYEHWE 3Ha-
YUTENBbHOW YaCTU KM3HEHHOTO LIMKNa 3KCMEepPUMEHTaNbHOMO }XMBOTHOIO.

121 makcumanbHoO nepeHocumas gosa; MIO: MakcumansHoe Konude-
CTBO UMMNIMAHTUPYEeMOro Martepuana, KoTopoe 3JKCnepuMeHTanbHOe XMBOTHOE
nepeHocuT 6e3 HeraTMBHbIX (HeBnaronpuATHbIX) 3dhekToB.

122 viccnegoBaHWe Ha reHOTOKCMYHOCTL: VccnenoBaHue (McnbiTaHue),
B KOTOPOM WCMOMb3YIOT KNETKM MIEKOMUTaLWMX W OPYTUX KUBOTHBLIX, @ Tak-
xe BakTepun, OpoXKK, rpMbbl ANa onpefeneHnsi reHHbIX MyTauni, M3MeHeHWH
XPOMOCOMHOW CTPYKTYPbl UMK APYTUX M3MeHeHW reHoB unu JHK, Bbi3aBaHHbIX
n3y4yaembIMn MaTepuanamu.

10
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123 vccnegoBaHue BO3AEWCTBMA HA PernpoayKTUBHYH (YHKUUIO U reproductive and de-
pasBuTue: ViccnegosaHue (UCMbITAHWE) ANA OLEHKW NOTEHLMAaNnbHOro BO3Nen- velopmental toxicity
CTBUA M3y4aeMmblXx MaTepuanoB Ha pPenpoaykTUBHYH dyHKUW, ambBpuoreHes test

(TeDaTOFEHHOCTb), npeHatarbHOE U NOCTHaTallbHOE pa3BUTHE.

TepMWHbI, OTHOCALLMECA K Aerpagaumm

124 perpapgauwmsa: [Mpouecc paspylweHns matepuana. degradation

125 perpagupoBaHue: dusndeckoe, Metabonuyeckoe W/WUNM XMMUYECKoe degrade
paspylueHve maTepvana unm BellecTtsa.

126 npopykT gerpagaumu: [1i060i NpoOMeXyTOYHBIR UM OKOHYaTENbHbINA degradation product
npogykt, cbpasoBLiBalOWMACHA B pe3ynbTaTte dusnMyeckoro, metabonvyeckoro
W/nnn XMMUYecKoro paspyLLeHus MaTeprana unu BellecTea.

TepMHHbI, OTHOCALWMNeCHd K MHKPOEHOHOFMHeCKHM XapakKTepuctukam

127 6uoHarpyska: [lonynsaums >KM3HecnocobHbIX MWKPOOPraHM3mMoB B bioburden
cblpbe, MaTepuManax, KOHeYHOM MPOOYKTe WUMKU B YNaKoBKE.

128

cTepunbHbIA: COCTOSAHUE MEOMLUMWHCKOTO W3OEeNWs, MpuU KOTOPOM OTCYT- sterile

CTBYIOT XM3HECNoCcobHbIE MUKPOOPraHW3MbL.
[FTOCT EN 556-1—2011, nyHkT 3.4]

129

cTepunbHocTh: COCTOSIHUE, NMPU KOTOPOM OTCYTCTBYHOT XKU3HECNOCOOHLIE sterility
MUKPOOPraHU3Mbl.
[FTOCT EN 556-1—2011, nyHkT 3.3]

TepM WHbI, OTHOCALWKNECA K CMEeXHbIM obnactam

130 poKnUHUYecKUe UccnepgoBaHua: Xummdyeckoe, dmsndeckoe, bUono- preclinical study (trial)
rmyeckoe, Mukpobuonormyeckoe, hapMakonorMyeckoe, TOKCUKOMOrMYeckoe |
Opyroe 3KCNepUMEHTanbHOE UCCMNeAOBaHNE UMM CEPUSA UCCNEdOBaHUN N0 U3-
YYEHUIO UCCNEedyeMOro BeLLecTBa (NeKapCTBEHHOrO CpeacTea) MyTem npume-
HEHWA HaYYHbIX METOLOB OUEHOK B LieNnax nayvyeHus cneyududeckoro 4encTBus
n (Wnw) gokazatenscTB 6e30MacHOCTN OIS 340POBLS YernoBeka.

131 Hapnexawana nabopaTopHasa npakTuka (npaeuna nabopamopHol Good Laboratory
npakmuku): Cuctema TpeboBaHUI K opraHv3auuu, NNaHWPOBaHWUID W NMpoBeae- Practice, GLP
HWUK OOKIMNHWYECKMX (HEKITMHUYECKMX) MCCNENOBaHWA BELLECTB (NeKapCTBEHHbIX
cpencTB), 0QOPMIIEHUIO PE3YNBTATOB M KOHTPOIK Ka4eCcTBa YKa3aHHbIX Uccrneno-

BaHWN.

132

NpUHUMNBLI Hagnexawen nabopatopHon npakTuku: Cuctema obecne- principles of good
YEHUS KadecTBa, MMetoLLasl OTHOLLEeHME K MpoLeccaM opraHu3auuu, nnaHupo- laboratory practice

BaHWA, NOPALKY NpoBeeHUA N KOHTPOI vcnbiTaHWn B obnactu OXpaHbl 300-
POBbA HENOBEKA U BbesonacHocTr OprH(EiI-OLLI,EVI cpelbl, a TaKkKe OdJOpMHEHHH,
apXmMBMpoBaHuUA M NpeacraBneHnsa pe3ynbraTtoB 3TUX NCNbLITAHWA.

MpumevyaHue — MpuHumnel GLP — 3710 Te, KOTOpbIE COrNacyloTcs C NPUHLK-
namu Hagnexawen nabopartopHon npaktnkn OOCP.

[FOCT 33647—2015, nyHkT 3.1.1]
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AﬂCbaBldTHblﬁ YKas3aTelnlb TEPMWHOB Ha PYCCKOM A3blKe

abcopbupoBaTtb

abcopbuusa

agresva TpoMGoUUTOB

annepreH

aHanv3 pucka

aHTUKOArynsHT

©esonacHocTb 6uonoruyeckas

OvomaTtepuan

buoHarpyska

OMOCOBMECTUMOCTb

BELLeCTBO BbillenayMBaemoe

BeLWeCcTBO 3KCTparupyemoe

B3auMoAencTBMe U3genue—KpoBb

Bpen 6uonoruyeckui

BbIfABNEHWe

reMonus

rOMOreHHOCTb

OaBneHue KONNoUAHO-OCMOTUYeCKoe
gerpagauus

JerpagvpoBaHue

OencTBue Guonornyeckoe

OepMaTUT KOHTaKTHbLIW annepru4yeckum

gosa

[03a MakCMMarnbHO NepeHocumasn

[oz3a onpegensawoLwas

O003a—oTBeT

noza—adcpcpekr

O03UpOBKa

U3roToBUTENb

u3genuve ONUTENbLHOro KOHTaKTa MeguUMHCKoe
u3genve OONroBpeMeHHOro KOHTaKTa MeguUuHCKoe
u3genuve KpaTKOBPeMEeHHOro KOHTakTa MeguUUHCKoe
M3genue KpaTKoCPO4YHOro KOHTaKTa MeguLUUHCKoe
usgenve MegulMHcKoe

uinenve MeguUMHCKoOe UMMNNaHTUpyeMmoe akTUBHOe

uninenve MeguuMHCKoOe MMNINaHTupyemoe BMoaKTUBHOE

uwinenve MmeguUMHCKoe MHBa3UMBHOe
uwinenve MeguUMHCKOe HeEKOHTaKTupytkoLlee

uinenve MmeguUMHCKoOe TOKCHU4YHOe
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u3genvie onocpegoBaHHOIO KOHTaKTa MeQuUUHCKoe
u3genve, NnpucoeguHAEMoe U3BHe, MegULUUHCKoe
uagenve NpPOMbILLNEHHO BbiNycKaemoe
u3genve NpAMOro KOHTaKkTa MeguUUHCKoe
u3denue cpasgHeHUs MPOMbILLITEHHOE
U3bA3BMNEeHUe

MMnnaHTaTt

UMMAaHmam akmueHbil

umnnaHmam 6uoakmueHbIl

MHAOYKUWNA

uHcpopmMmauma o PU3N4YECKNX N XMMUYECKMX NapameTpax
uccrnegoBaHue BO3AeNCTBUA Ha pernpoayKTUBHY O dyHKLUIO U pa3BUTUE
uccregoBaHUA JOKNUHUYECKUe
uccregoBaHve Ha reHOTOKCM4YHOCTb
uccrnegoBaHue Ha KaHLeporeHHOCTb
uccrieqoBaHuUs HeKNMHUYecKne

Koarynauus

KOMMOHEHT

KOMMOHEHT XUMWUYecKUin

KOHTaKT C KpOBbLIO HENPAMOW

KOHTaKT C KPOBLIO NPAMON

KOHTPOJb OTpUUaTenbHbIN

KOHTPOJb NOMOXUTENbHbLIA

KoHgbuzypauus uzdenus

KOHLUEeHTpauua npegenbHO AonycTUMas
KOPpPO3M1s KOXK

KPOBb LienbHas

KyITUBMpOBaHue

KYyNbTUBUPOBaHUe KNeTokK

KynbTypa KneTok

maTtepuan

MeHeXXMEeHT pUcKa

MiA

MW remocoBMecTUMOe

Mng

Habop OaHHbIX

Ha3HayeHWe NpegycMoOTpeHHoe
HaHomaTepwuan

HeKpo3

obpasel uccriegyembin

obpaszel KOHTPOSNbHbIW 3KCNepUMeHTanbHbIW

obGpasel cTaHOApPTHbLIN
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obpasey cTaHAAPTHLIN cepTUPULUPOBAHHLIN 64
onacHocTb 6uonoruyeckasn 6
ONnacHoCTh TOKCUKONorn4yeckas 41
ONacHOCTL TOKCUYECKOro AerUcTBUA 41
oTekK 81
OTCYTCTBUE KOHTaKTa C KPpOBLIO 108
oueHUBaHWe pucka 37
oueHKa buonorMyeckoro oeMcTBUsA 36
OLEeHKa pUCcKa 38
napameTpbl reoMeTpuyeckue 11
noK 50
nUporeH 87
MUPOreHHOCTb 88
rnokasatenu caHMTapHO-XUMU4eckue 51
rnokasarenb UHTErpanbHbIn 49
nonb3oBarenb 14
Nnopor TOKCUKONMOru4ecKum 98
Nnopor TOKCUYEeCKOro AeUCTBUA 98
nocTaBLUMK 39
nocypa KynsrypanbHas 74
npasuna nabopamopHoU Npakmuxu 131
npakTuka nadbopaTtopHan Hagnexawasa 131
NnpUMeHeH1e NpeaycMoTpeHHoe 40
NpUHUKUNGLI Hagnexalen naébopaTopHOM NPaKTUKU 132
npoba uccnegyemas 21
npoBoOKauus 82
NpoAaykKT Aerpagauuvm 126
NPOAYKT KOHEYHLIN 22
pasapaxeHue 83
pasgpaxuTtenb 84
pa3begaHue Koxu 85
paccacsigaHue 99
peakuua cebpunsHasn 89
pesopbuus 99
puck 6uonoru4yeckun 4
PUCK OONYCTUMBbIN 12
PUCK TOKCUKOINOTM4eCKUA 42
PUCK TOKCUYeCKOro oercTBus 42
ceHCHOMnM3aunsa KoxHas 80
cUCTeMa KOMMNMneMeHTa 110
CUCTEMHaA TOKCUYHOCTb 92
CBOMCTBO TpoMBMHOOGpasyllee 113
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absorb 99
absorption 99
accelerated extraction 57
acceptable risk 12
active medical implant 17
acute systemic toxicity 93
allergic contact dermatitis 77
allowable limit concentration 50
anticoagulant 101
bioactive medical implant 18
biocompatibility 3
biological evaluation 36
biological effect 7
biological harm 5
biological hazard 6
biological equivalence 8
biological safety 2
biological risk 4
biomaterial 10
bioburden 127
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carcinogenicity test 120
cells culture 73
certified reference material, CRM 64
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chemical constituent 48
chronic systemic toxicity 97
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medical device, MD 24
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oxidative phosphorylation 86
physical and chemical information 44
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preclinical study (trial) 130
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prolonged exposure 27
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risk analysis 1
risk assessment 38
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risk management 32
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subacute systemic toxicity 95
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Kniouesble crioBa: MeavUWHCKWE W3Aenvsa, Guonornyeckasl COBMECTMMOCTb, MOZENMpyeMas aKCTpakuws,
CepTUdULMPOBaHHbIA CTaHaapTHbIN oBpasel, NPOBOKaLUs

PepakTop J/1.C. 3umunoesa
TexHwdeckuin pegaktop B.H. lNpycakosa
Koppektop M.U. lNepwiuHa
KomneloTepHas BepcTka E.A. KoHdpatuogol

CpaHo B Habop 28.06.2024. [MoanucaHo B nedats 03.07.2024. dopmar 60x84%. [apHuTypa Apuan.
Ycn. ney. n. 2,79. Y4.-u3a. n. 1,86.

[MoaroToBNEHO HA OCHOBE 3NEKTPOHHOW BEPCUM, NpeaoCcTaBneHHo paspaboTyMkoM cTaHaapTa

CozpgaHo B egUHUYHOM WUCnonHeHun B PIrBY «HCTUTYT cTaHgapTulaumms»
Onsa KoMnnekToBaHusa PegepansHoro MHQOPMAaUKWOHHOIO hoHAa CTaHAapToB,
117418 Mockea, Haxumogscknia np-1, 4. 31, K. 2.
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