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Mpeaucnosune
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27 neka6bps 2002 r. N» 184-d3 «O TeXHUYECKOM perynvpoBaHuu», a npasuia NpUMEHEeHNs HauuoHabHbIX
cTaHfapToB Poccuiickoii ®epepaunn — FOCT P 1.0—2004 «CtaHgapTtusauua B Poccuiickoii ®egepavuu.
OCHOBHbIE NOIOXEHUSA»

CeefeHus o cTaHgapTe

1 NOArOTOBJ/IEH ABTOHOMHOW HEKOMMEpPYECKO opraHusaunein «MIHCTUTYT MeanKo-61MoNornyeckmnx
nccnefoBaHuii u Texdonornii (AHO «MIMBUNT»)

2 BHECEH TexHuyeckum kKoMUTETOM MO cTaHaapTusauum TK 422 «OueHka 61M0n10rnyeckoro aeicTeus
MeAVLUHCKUX U3aennin»

3 YTBEPX/JEH W BBEAEH B JEWCTBMUE [Mpukasom ®egepansHOro areHTcTBa No TEXHUYECKOMY
perynupoBaHuto n metponorum ot 20 okta6psa 2009 r. N?461 -cT

4 HacToswunii cTaHAapT naeHTUYeH MexayHapogHomy ctaHgapTy U C 010993-9:1999 «OueHka 6uono-
rMYeckoro AelicTBUA MeanLMHCKNX n3genuii. Hacte 9. OCHOBHbIE NPUHLMNLI NAEHTU(UKALUN 1 KONUYECTBEH-
HOro onpefeneHns noTeHuumasnbHbIX NPOAYKTOB Aerpagauun» (ISO 10993-9:1999 «Biological evaluation of
medical devices — Part 9: Framework for identification and quantification of potential degradation products»).

Mpv NpUMeHeHN HacTosALWEero cTaHAapTa pekoMeHAyeTCcs UCN0/Ib30BaTh BMECTO CCbI/IOYHbIX MeXyHa-
POAHbIX CTaHAapPTOB COOTBETCTBYIOLLME UM HaLMOHa/bHbIE CTaHAapTbl Poccuiickoih degepaunm, ceefeHns o
KOTOPbIX NpUBEAEHbI B 4ONOAHUTENBHOM NpUIoXeHun C

5 B3AMEH FOCT P NCO 10993.9—99

NHpopmMauus 06 M3MEHEHUSX K HACTOSLLEMY CTaHAapTy Ny6avkyeTCs B eXerofHo u3jaBaemMom
MH(OPMaLMOHHOMYKasaTe e «HauuoHanbHble cCTaHAapThi», a TEKCT U3MEHEHUIT NMoNPaBoK — B eXeMe-
CSYHO U3AaBaeMbIX UHPOPMALMOHHBIX yKasaTensax «HaunoHabHble cTaHaapThi». B ciyyas nepecMoTpa
(3aMeHbI) MM 0T MeHbl HACTOsILLLEr0 CTaHAapTa cCooTBe TCTBYLLee yBeJoM/eHue 6yaeT ony6/1MKOBaHO
B ©XXEMECSIYHO n34aBaemMoM MHGIOPMaLMOHHOM yKazaTesne «HaunoHanbHble CTaHgapThi». COOTBETCTBY-
loLLas MHopmaums, yBeoMIeHe U TeKCTbl pa3MeLalnTcs Takke B UH(OPMaLMOHHO cucTemMe obLLero
Mo/ib30BaHUsi — Ha ouLMabHOM caiiTe ®efepasibHOro areHTCTBa N0 TEeXHUYECKOMY PETY/TUPOBAHMIO U
MeTposiorum e ceTu HTepHeT

© CraHgapTuHdgopm. 2010

HacToswuii cTaHAapT He MOXEeT 6bITb NO/IHOCTLIO UM YACTUYHO BOCMPOU3BEAEH, TUPAXKMPOBAH 1 pac-
MPOCTPaHEH B kKayecTBe ohuLManbHOro Usganus 6e3 paspelleHns ®efepasibHOro areHTCTBa No TEXHUYECKO-
MY perysiupoBaHuio 1 MeTposiorum
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BeBegeHve

CobnofeHne nonoxeHuin ctaHgapToB cepun MCO 10993 «OLeHKa 6GUON0rMYecKoro AeincTens meam-
LIMHCKMX U3aenvit» no3BoanuT o6ecneyntb CUCTEMHbIN NOAXOA K UCCnefoBaHnio 6MoNorMyeckoro gencrens
MeANLMHCKNX U3aeNNiA.

Lienbto aTnX CTaHAAPTOB He fiBNsieTCcs 6e3yC/I0BHOE 3akpenieHne egnHoobpasHbiX MeToA0B nccneno-
BaHWIA 1 MCNbITaHWi 3a rpynnamMmn 04HOPOAHBIX MeANLNHCKNX U3Le/nii BCOOTBETCTBMM C MPUHATOW knaccugum-
Kauwvei nxno Buay naAnuTenbHOCTM KOHTaKTa cCopraHn3Mom Yenoseka. NMoaToMy niaHnpoBaHve vnposeseHve
nccnefoBaHuii UNCNbITAHWIA OHKHBI OCYLLLECTBAATHL CNELMaNNCTbI, MMeloLLe COOTBETCTBYIOLLYH NOATOTOBKY
M onbIT B 06/1aCTW CAHUTAPHO-XMMUYECKOWN, TOKCMKOMOTMYEeCKol M GMONornyeckoli oLeHoK MeauLUHCKMX
n3aenuia.

CraHgapTbl cepun MCO 10993 ABNAOTCA PYKOBOAALLMMMN [OKYMEHTaMM A/15 MPOrHO3MPOBaHNsA U Uccne-
[0BaHnsA 6MONOrMYecKoro AeicTBna MeaULMHCKUX U3AENNIA Ha cTagun Bbibopa MaTtepmasnos, NpefHa3HauYeH-
HbIX 4191 UX 3rOTOBJIEHNSA, a TaKxke ANS nccnefoBaHnii roTOBbIX U3ENNiA.

B cepuio NCO 10993 BXOAAT creylolmne yactu noj o6lwmm HaszsaHmem «OueHka 61Mo10rnyeckoro
OelCTBUA MeANLNHCKUX U3AeNni»:

YacTb 1 — OueHka 1 uccnefoBaHus;

YacTb 2 — TpeboBaHUA K 06paLLeHNI0 CXUBOTHLIMU;

YacTb 3 — MccnepoBaHus reHOTOKCUYHOCTU. KaHLLEePOreHHOCTH 1 TOKCUYECKOro leiCTBUSA Ha penpoayk-
TUBHYI0 DYHKLMIO;

YacTb4 — ViccnegosaHvie nsgenuii, B3anMoaeiCTBYIOLLMX C KPOBbIO;

YacTb 5 — lViccnepgoBaHue Ha LMTOTOKCUYHOCTL: METOAI in Vitro;

YacTb 6 — MccnepoBaHre MeCTHOro AeicTBMSA Nocne UMnaaHTaumy;

YacTb 7 — OcTatoyHoe cofepxaHue aTuIeHoKcuaa nocse ctepunnsanuu,

YacTb 9 — OCHOBHbIe MPUHLMNLI MAEHTUdUKALUN N KOSIMYECTBEHHOIO onpeAenieHns NoTeHUnaIbHbIX
NpoAyKTOB Aerpagauuu;

YacTtb 10 — WccnepoBaHve pasgpaxarLero n CEHCUOMIN3NPYHLLETo AeCTBUS;

YacTb 11 — WccnepoBaHve 06LLETOKCUYECKOTO AelicTBYS;

YacTb 12 — lMpurotosnexne npob nctaHgapTHble obpasLbl;

YacTb 13 — VaeHTudmkaumsa n KonmyecTBeHHoe onpejenieHne npoaykTos gerpagaunm noamMepHbix
MeAVLMHCKUX U3[enunii;

YacTb 14 — NpgeHTudmkauma n konnyecTBeHHOe onpegeneHve NpoaykToB Aerpajauunv usgenvin us
KepamuKu;

YacTb 15— VpaeHTudmkaumsa v KoNnyecTBeHHOe onpefesieHne NpoaykToB ferpajaunv usgenuin us
MeTas1/10B 1 C/1aBoB;

YacTb 16 — MogenvpoBaHue 1 uccriefoBaHne TOKCUKOKUHETUKN MPOAYKTOB Aerpafaunm v BbIMbIBaHUS;

YacTb 17 — YcTaHOB/IEHNE NOPOroBbIX 3HAYEHWI 415 BbIMbIBAEMbIX BELLECTB;

YacTb 18 — WccnepoBaHe XMMUYECKUX CBOCTB MaTepuasos;

YacTb 19 — VccnepoBaHne (U3NKO-XUMUYECKNX, MOPCOSIOTUYECKUX U Tonorpadmnyecknx CBOCTB
maTepuasios;

YacTb 20 — MpuHUMNBI M MeTOoAbl WUCCNef0BaHWA VMMYHOTOKCUYECKOrO [eACTBUS MefULMHCKMX
n3genvii.

HacTosawuii cTaHgapT ycTaHaBAnBaeT NPUHLUMNbLI MAEHTUdMKALMN 1 KONMYECTBEHHOTO onpeAeneHns
NPOAYKTOB Aierpajaunm matepmanos, U3 KOTOPbIX U3rOTOB/EHbI MeAULUHCKNE n3aennsa (NoNrMepsbl, kepamu-
Ka. MeTan/bl 1 cniasbl).

WHbopmauuio, nonyyeHHylo B xode 3TUX UCCNefOoBaHWUiA, UCNOMb3YIOT ANS OLEHKU 6UONornyeckoro
AelicTBMA maTepranos U U3gennii.

CraHfapT onpefenset Heo6xo4MMOCTb NPOBeAEHUs N 06BbeM UcCnefoBaHnii No naeHTudrKauun v
KONMYecTBEHHOMY ONpeesieHnto NpoAyKTOB Aerpajauuny B 3aBUCUMOCTUN OT psja yCI0BUA.
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HAUVWOHANBbHBIN CTAHAOAPT POCCUNCKOMWN PELEPALNMN

N3OENNSA MEAVNLNHCKUNE
OLIEHKA BUOMOMMYECKOrO AENCTBNA MEANLMHCKNX N3LENNIA

YacTtb 9

OCHOBHbIe NPUHLWMbI MAEHTU(MKALUN 1 KOSIMHECTBEHHOTO OnpeaesieHns
noTeHuMasbHbIX NPOAYKTOB Aerpagaunmn

Medical devices. Biological evaluation of medical devices.
Part9. Framework for Identification and quantification of potential degradation products

farta BBegeHna — 2010—09—01

1 O6nacTb NpUMeHeHUS

HacTosWwuii ctaH4apT ycTaHaB/IMBAEeT OCHOBHbIE MPUHLMMbI, HA KOTOPbIX OCHOBaHbI cneyuguyeckmne
nccnefoBaHusa Mo MAeHTUMKauMM U KOMMYECTBEHHOM OLEeHKe NpoAyKTOB Aerpajauuvm MefuLUHCKMX
n3genuia.

TpeboBaHMA HACTOSILLENO CTaHAAPTA ABNSOTCA PEKOMEHAYEMbIMMU.

CTaHpapT He pacnpocTpaHseTcs Ha:

- NPOAYKTbl BUOUHXEHEPMMN HA OCHOBE XMNBOI TKaHW:

- M3yYeHWe BO3HVMKHOBEHNWSA NPOAYKTOB Aerpajaumnm B pesyibtaTe MexaHu4eckux npoueccos. Metoauku
noslyyeHuns NpoAyKTOB AerpajaLmmn 3Toro Tmna n3noXeHbl B CTaHAapTax Ha KOHKPeTHble MaTepuansl;

- MPOAYKTblI MUrpaLuu, KOTOpbIe He ABNAITCA NPOoAyKTaMu Aerpagaunmg.

B cnyvasix, ecniv cTaHAapThl Ha U3LENNS KOHKPETHbIX BUAOB COAePXaT NpuemaemMblie MeToabl uaeHTudu-
Kauuy 1 KOIMYECTBEHHOTO onpeaesieHnsi NPOAYKTOB AerpagaLun, UX MOXHO paccMaTpuBaTh Kak asibTepHa-
TUBY.

2 HopMmaTuBHbIE CCbINKM

B HacToALleM cTaHgapTe UCMO/b30BaHbl CCbINIKM HA HOPMAaTKBHbIE [JOKYMEHTbI, COAepXKaLlue nonoxe-
HMA. KOTOPbIe SABNAIOTCA COCTABHON YaCTblo MNOMIOXEHW HACTOSALLEero cTaHjapTa. B npusefeHHbIe HopMaTuBs-
Hble JOKYMEHTbl Heflb3s BHOCUTL /ll0Oble ncnpasfieHns u fonosHeHns. OfgHako fonyckaeTcs BO3MOXHOCTb
1Ccnonb30BaTb NOCMeAHVNE U3AHUS HOPMaTUBHON [OKyMeHTauuu, nNpuBefeHHol Huxke. Mpu cebiikax Ha
HOBbIE MOJIOXEHNSA NOCNEeLHNX U3AaHU HOPMATUBHBIX OKYMEHTOB 3Ta HOPMAaTUBHASA [OKYMEHTAL WA fO/MKHA
npunaratbcs. Ynenol MCO u M3K foMmKHbI MOCTOSIHHO CNeAuTb 3a COXpaHEeHWEM HPUANYECKOW Ccusbl
MeXAyHapoHbIX CTaH4apTOB.

NCO 10993-1:2003 OueHka 6ronornyeckoro AecTeUa MeguUMHCKuX nsgenuii. Yacte 1. OueHka u
uccnepoBaHns

MNCO 10993-2:2006 OueHka 61010rM4eckoro AencTema MeanumMHCKux nsgenuii. Yactb 2. TpeboBaHus K
o6paLLeHunto CXXNBOTHbIMMU

3 TepMuHbI 1 onpeaeneHns

B HacTosLwem cTaHAapTe npuMeHeHbl TepMuHbl No CO 10993-1. a Takke cnegytlowme TepMUHbI C COOT-
BETCTBYHOLLVMMY ONpefeieHUAMU:
3.1 perpagauua: PaspylieHve matepuana.

N3paHne odbunynansHoe
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3.2 6uoperpagaums: PaspylieHne matepuana B pesyfibTaTe BO34eicTBUA G1OIOrMYeckoli cpespl.
MpumeuvaHune — bruogerpaynio MoOXHO CMOAENMPOBATL B 3KCNEPUMEHTAX in Vitro.

3.3 6uope3opbupyemoe MefuLMHCKOe usgenue: MefuuuHcKkoe u3fenue, paspyluialoleecs wum
paccacblBaloleecs B 61M010rMUYECKoii Cpefe opraHuama.

3.4 NpoAYKT BbIMbIBaHMWS (BbllenaunBaHmns): KCTparmpyemMblii KOMNOHEHT MaTepuana, He siB/sio-
LWWiics NPOAYKTOM XUMUUYECKON ferpagaLmnu.

3.5 Koppo3usi: leficTBUE XUMUYECKMX U NIEKTPOXMMUYECKNX PeakLmili Ha METanIbl U Crasbl.

NMpumeuyaHne — MHOrga TEPMUH «KOPPO3UA* ynoTpebnsoT B 60/1€e WUPOKOM CMbICIE Ans 0603HAYEeHNs
YXy[LWeHUst Ka4yecTBa A4PYrux Matepnanos. B HacTosweM CTaHAapTe OH OTHOCUTCSA K MeTasiflaM U CnjaBam.

3.6 BeLecTBO: XMUYECKUI INEMEHT, COeNHEHMNE NN KOMMNIEKC COeAUHEHWIA.

3.7 chparmMeHT nsgenusa: OgHa Uan HECKOIbKO YacTei nsgenus.

3.8 npoaykr gerpagauuu: Jlrobas yactuua unm xsummyeckoe coeguHeHne, obpasoBasLunecs Npu XMmMm-
YECKOM paspyLUeHUn NCXOA4HOro Mmarepuana.

4 TpVHUMNbI NIaHMPOBaHNS UCC/eloBaHUsA Aerpagaumm

4.1 O6ume N0N0XeHNsA

Mopaxoa KoueHke gerpagauny 3aBucuUT oT NPUPOLLl UCcriefyemMoro marepuana, MeAULMHCKOTO N3fenus,
YCNOBUI NPYMEHEHNSA 1 /TIoKann3aunun KOHKpeTHOro mu3genusa B opraHusme. Korga vccnefytoT KOHKpeTHoe
MeANLMHCKOe n3aenve n ectb Noapo6Hasa MHopMaLmsa 0 XMMUYeCKoM COCTaBe cpefbl, B KOTOPOI usgenve
6yAeT NPYMEeHATLCSA, UccnefoBaHne NPOBOAAT B YC/I0BUAX, MOAENUPYIOLLMX NapamMeTpbl faHHOW cpeabl.

Mo BO3MOXHOCTM Npy NAaHMpOBaHUM NccnefoBaHnin gerpagauny ncnonb3yoT cTaHAapTbl AN MAEHTU-
ukauum 1 KOMMYeCTBEHHOrO onpefeneHns NpPoAykKTOB ferpafalun onpefesieHHbIX rpynn martepuanos,
Hanpumep MCO 10993-13 ana nonumepos. ICO 10993-14 — ana kepamvkn n 1 C 010993-15 — ana metan-
0B 1 cnnaBoB. Mpu nccnesoBaHnn n3genuii, cocToAwmnx 6oee Yem U3 4BYX Pa3/IMUHbIX MaTepnanos, yUnTbI-
BaloT BCe COOTBETCTBYIOLNE CTaHAapTbl Mo Aerpajanuu.

4.2 MNpeaBapuTenibHOE PpacCMOTpeHne

HeoTbemnemoli 4acTbHo OLLEeHKM GUOIornYeckoii 6e30NacHOCTM U3ennsa ABNSAeTCA TlaTelbHoe NPOorHo-
31MpoBaHne cnocobHOCTM Martepuana Kaerpagauum, BKvas 0xuaaemyro n HenpeaBuaeHHY AeCTPYKUMIO.

HayvanbHbIM 3TanoM MpPOrHo3MpoBaHUA SABASETCA OLEeHKa XMMWYEeCKUX XapakTePUCTUK U U3BECTHbIX
MexaHW3MOB ferpagauunn. 3atem oLeHBalT He06X0ANMOCTb 3KCNEPUMEHTAIBHOTO 1UccneoBaHnsa bruoaer-
pagaumun 1 cocTaBAsaIoT ero naaH. Ha ocHose 0630pa NnTepaTypbl Y 03HAKOMIEHUA C NPeAbIAYLUVM OMNbITOM
K/TMHUYECKOTO MPUMEHEHMNS aHANOTNYHbBIX MaTePMasIoB MOXET BO3HUKHYTb HE0OX0AMMOCTb AasbHellwen 61o-
NIOTMYECKON OLeHKN NPOAYKTOB Aerpagauumn. HeT Heo6xoAnMocTH, a Takke He Bcerfa CylecTByeT BO3MOX-
HOCTb MPOBOAUTb M3yyeHwe perpajauun ans Bcex usgenuin. O60CHOBaHUSI HEOBXOAUMOCTU U3yYeHUs
Jerpagauuun npeacrasneHsl B npunoxeHnn A. OueHka HeO6XO04MMOCTU MPOBefeHNs 3KCnepuMeHTaIbHbIX
nccnefosaHuii gerpagauny gomkHa BkaovaTb B ceba 0630p nutepartypbl v (Mn) 03HAKOMIEHUE C faHHbIMU
06 onbITe KNNHUYECKOTO MPUMEHEHUS. Takas oLeHKa MOXeT NPUBECTH K3aK/IOYEHWIO, YTO HET HEO6XOAUMOCTH
NpoBeAeHNs 3KCNepuMeHTasNbHbIX NCCNefoBaHWi, Korga u3yvyaemoe usgenve  ycrnewHo NpUMeHseTcs B
MeAMLUMHCKOM NMpakTuKe, a Takke MMEeKTCA HOBble U ONy6/IMKOBAHHbIE faHHble W aHaNormn ¢ U3BECTHLIMU
ns3genuammn, Matepuanamu v npodyKramu gerpagauunu.

PykoBOACTBO MO OLEHKe 6MOI0rMyeckoro AeicTBus NPoAyKToB Aerpagauun noanMepHbIX nsgenui
(matepuanos) npeactasneHo B 1 C 010993-13.

4.3 MnaHupoBaHWe uccnenoBaHns

MnaH nccnegoBaHmsa f0/MKEH ObITb COCTaBEH M OOPMIIEH B COOTBETCTBUM C NoNoxeHnamm 4.1. B nna-
He yKas3blBalT METOAbl aHaIn3a, C MOMOLLLbI0 KOTOPLIX U3yYaloT CefytoLme XxapakTepucTukn NpoayKToB Aer-
pagjauun:

a) xvmuyeckme n Pr3nKo-xMMnYeckme cBoicTaa:

b) MOpP0/10rNI0 NOBEPXHOCTHU:

c) 6roxmMmMmyeckne CBONCTBA.

B nnaHe Takxe usnaraioT MeToAbl, UCNONb3yeMble A1 NONyYeHUs NPOAYKTOB Aerpagaunn. B nnaHe
nccnenoBaHna N3genunin, CocToAWMX N3 MHOTUXAIPArMeHTOB. YUUTLIBAIOT K&XAbl dparmMeHT unm matepuan, a
TakKXe CUHepPruyeckoe BAnsAHNE pasnyHbiX hparMeHTOB Ha feCTPyKLMIO.

4.4 XapakTepucTuka NpoayKToB Aerpagaumv MmeguunHCKuX nsgenuia

MpoaykTbl gerpagaunu, nonyyeHHble B X04e NCC/efoBaHUsA, MOTYT NpeacTaBnATb CO60M YacTuLlbl, pac-
TBOPUMbIE COELUHEHUA UAW WOHbI. [NA onpefeneHns xapakTepucTuK NPOoAYKTOB Aerpagauny Ucnonb3yot
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COOTBETCTBYHOLLME aHAINMTUYECKME MEeTOAbl. DTN METOAbI AO/MKHbI 6bITb 060CHOBaHbI 1 MPUBEAEHbI B OTHETE
06 nccnegosaHun.

Mpu cocTaBneHun nNnaHa M3yvyeHus gerpajauuv cnefyet yyecTb BAWsiHWE npolecca gerpajaumm Ha
6uonornuyeckne nccnenoBaHus.

Mopaxopbl K M3yyeHuo buoaerpagauun npeacTaBeHbl B IPUIoXeHnn B.

MnaH gomkeH BkAYaTh B ceb5 cnepytoLlee:

a) nAaeHTUdMKaLMIo N XapakTepucTuky nsgenus v (Mnv) Matepuana u npegnosaraeMoe NpuMeHeHne:

b) MAEHTU(UKALMIO N XapaKTepPUCTHKY BO3MOXHOIO MexaHn3ma gerpagaymu:

C) UAEHTUUKALMIO U XapaKTEPUCTUKY U3BECTHbLIX, BEPOATHBLIX M NOTEHLMANbHLIX NPOAYKTOB Aerpa-
fauun:

d) meTtopbl uccnegoBaHus.

MpumeyvaHnwnsa

1 CTteneHb un CKOpPOCTb MUrpaunu npoaykToB gerpagaynm 3aBucAT OT TakuUx q]aKTOpOB, Kak npoueccbl npon3son-
CTBa. KOTOpble U3MEHAKT COCTaB W CTPYKTYpPy NOBEpPXHOCTWU, MuUrpaunsa Ha NoBepxHOCTb U3 maTepunana, XUMUYECKUNIA
cocTaB (hU3M00TUYECKON Cpefbl N PacTBOPUMOCTb B HEN 1 T.4.

2 I/Iccne,qOBaHme MOXeT NPpUBECTN K 3aKNOYEHUID, YTO NO1Ty4eHO A0oCTaTO4YHOEe KONMMYeCTBO AaHHbIX W HET Heo6Xxo-
OAVUMOCTU B flaNbHeeM N3yYeHnn.

5 OtuyeT 06 nccregoBaHun

B oTyeT 06 uccnefoBaHUM BKIKOYAIOT CrieAyoLLyto MHopMaLmio:

a) onucaHue matepuanau (Miv) U3genns B COOTBETCTBUN C NYHKTOM B.2 npunoxexuns B. Bknoyas npep-
nonaraemoe nNpMMeHeHue 1 BUJ, KOHTaKTa C OpraHu3mom;

b) oueHKy AerpagaLluu 1 BbIBOAbI N0 pe3ysibTaTaM OLEHKN;

C) uaeHTMdMKaLuio n KoInYecTBEHHOe onpefesieHne NpoAaykToB Aerpagauuv (Hanpumep, dopma un
COCTOSIHVE NPOAYKTOB Aerpajauum, nx cTabunbHOCTb M NCMOb30BaHHbI KOHTPOb);

d) onucaHue mMeTOf0B U3yueHMA ferpajauunn, yCnoBnua UCCefoBaHus, TeCcT-MaTepuasibl 1 MeTOANKN
nccnefoBaHus, BKItoYas BUbl KOHTPONS:

e) onucaHue MeTOA0B aHa/M3a, BKItoYas npegesbl 06HapyXeHns 1 BUAbl KOHTPONSA:

0 [OKYMEHT O COOTBETCTBMM MCNbITAaTENbHOWN NabopaTopumn cuctTeme ynpasneHus Ka4ecTBOM MCMbITa-
TesnbHbIX NabopaTopuii n (unu) pykosoacteo NCO 25;

) KpaTkoe N3/10XeHne pe3ybTaTos;

h) uHTepnpeTtauusa n obcyxaeHne pe3ynbTaTos.
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MpunoxeHune A
(o6a3aTenbHoe)

O60cHOBaHVe HEO6XOAMMOCTY NMPOBEAEHUA Uccnef0BaHns gerpagayum

Heo6xoAnMoCTb NpoOBeAEHNA NCCNef0BaHNI Aerpajalynn paccmaTpusarwT, ecu:
a) wusgenue AasnseTcs paccacbiBalowummucs B 6uonornyeckoin cpepe;

O) usgenune npefHasHa4yeHo AN UMNAAHTaALUN HA CPOK, NpeBbiwat wuin 30 cyT;

C) ecTb UHGOpPMaLMA O BEpPOATHOW MuUrpauuyn TOKCUYHbIX BeEL,eCTB NpU KOHTaKTe AaHHOro mMaTepuana c opra-

HU3MOM.
M3yyeHune gerpajaunm Heob6sasaTenbHo, ecnu:
a) KONMYecTBO BO3MOXHbIX NPOAYKTOB Aerpajauumu npeackasyemo u CKopocTb 06pa3oBaHus NpoAyKToB Aerpaja-
LM nofoGHa Toll. KOTOpas U3BECTHA N3 MeAULMHCKOM NpakTuku kak 6esonacHas;
£) ecnv pasmepsl 1 hopma yacTul NoJ06HbI TeM. 6€30NaCHOCTb KOTOPbIX fjoKkasaHa ONbITOM NPUMEHEeHUs! B Megu-

LMHCKON npakTuke;
C) ec/in yxe CyLWecTBYIOT JaHHble 0 JerpajaLum, B TOM YUC/ie 0 BelecTBax v NpoAyKTax gerpagauuv npyu npeano-

naraemMoM NPUMEHeHNN.
Heo6xoanMMocTb nccneAoBaHUii In vivo paccmaTpuBaloT Ha OCHOBE pe3ybTaToB in vitro.
M0 BO3MOXHOCTM NPU U3yUYEHUN TEeOpeTUYeCKn npeackasyeMblX NPOLECCOB AerpajaLnm yunTbiBaloT 3KCNEPUMEHTI
in vitro, BbINONHAA MccnefoBaHnA in Vivo, HE06X04MMO MOMHUTL O TPe6OBAHUSAX K 3aliuTe XUBOTHbIX (cM. MCO 10993-2).
[ns onpegeneHna BEPOATHOCTW Agerpajaunun nugeHtudukaynm npegnonaraeMblX NPoAYyKTOB AerpajaLunmy n ee cKopocTtu
060CHOBbLIBAKOT HEOGXOAMMOCTbL MPOBEAEHUA UCCNeA0BaHWMIA in vivo u in vitro.
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MpunoxeHune B
(cnpaBoyHOE)

JononHutenbHasn VIHCbOpMaLI,VIFI K naaHy n3sydyeHusa gerpagaunm

B.1 O6wue nosoxeHus

HacTtosuee npunoxeHne COAEpPXUT NONOXEHUSA, KOTOPble YUNTLIBAIOT NPU OL,EHKe BEPOSATHON aerpagauunn. B cny-
Yyae OTCYTCTBMS 06 e nHopmaLuu o gerpagannun ngenuin n maTepmanos, a Takxe o 6Monornyeckom AelicTBUN BO3MOX-
HbIX NPOAYKTOB Aerpagalum NpoBOAAT COOTBETCTBYOLME 3KCNEPUMEHTaIbHbIE UCCNEA0BAHUSA.

B.2 OnucaHue MeanLUUHCKOro usgenua u (unu) matepuana BkiwvaeT B cebs:

a) HauMeHoBaHue MeAuLMHCKOro usgenus n (Mnun) matepuana:

b) HasHayeHWe MeAULMHCKOro u3genuns:

C) npegnonaraemoe NpMMeHeHue:

d) npeanonaraemyt 6M0N0OrMYecKyto cpegy:

e) cocTaB maTtepuana.

0 noprotoBky maTepuana (o6paboTka, cTepununsaumnsa):

[l) COCTOSIHME MOBEPXHOCTH,

h) pasmepsl;

I) oTaenbHbI hparmeHT;

J) oTaenbHbl hparMeHT, MCNOMb3yeMblii B KOMBUHALWK C LPYTUMMK;

k) oueHKy kaxAoro matepuana, BXOAsLWEro B COCTaB U3Aenns, COCTOALLEero N3 HeCKoIbKUX (pparMeHToB:

) NPOAONMNKUTENIbHOCTb KOHTAKTA,

T) ApYyrne xapakTepucTuku.

B.3 OueHka BO3MOXHbIX 1 U3BECTHbIX MPOAYKTOB Aerpagauunn

B.3.1 lVI3MeHeHWe OCHOBHOII Maccbhl maTepuana

Oxupgaemble N HenpeaBUAEHHbIe U3BMEHEHUA OCHOBHOW Macchl MaTepuana MoryT NnpMBoAUTbL K 06pa3oBaHunio Npo-
AyKTOBAerpajauuu BBue yactul, a Takxe BNUATb Ha CTabUNbHOCTL NOBEPXHOCTU. I3MEHEHNA OCHOBHOI MacChbl MaTepu-
ana mMoryT npoucxoanTb, HanpuMep:

- BNpoLuecce N3roToBAEHUS;

- BO BpemMs cTepuausayum;

- Npu NpoBefeHnn MMNNaHTaLMm 1 BO BpeMsa npebbiBaHNA MNaaHTaTa B opraHusmMe;

- Bpe3ynbTate 6uopesopbuuu;

- NPU XpaHEHUN N B CBA3U C HECTAbUNbHOCTbIO:

- Npu 3MeHeHUn n3nNYecKoro cocToaHus (HabyxaHue, hasoBblii nepexos v T. 4.).

B.3.2 BbIxoj BewecTB C NOBEPXHOCTU

Bbixo/ BelecTB C NOBEPXHOCTN MOXET NPONCXOANTL B CEAYIOLWMNX CAyYaax:

- XMMuuyeckme peakuyuu;
BbIMbIBaHUE;

- Murpayms:

- Aenonumepusaums.

- oTcnavBaHue, oTWenyWwnBaHe.

B.3.3 W3pgenwne, coctosilee U3 HECKOJSIbKMX KOMMOHEHTOB WINW UCMNONIb3yeMOe BMecCTe C ApYyrMMu usje-
nmamu

B aononHeHne K nepeyncineHHoMy He06Xxo4MMO paccmMoTpeTb cneayolne sBneHus:

- paspylweHue CTPYKTyp;

- paccnauBaHue;

- mMurpayuio BelwecTs U3 0AHOro parMeHTa B Apyroin.
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MpunoxeHue C
(cnpaBouHOE)

CBeAeHNs 0 COOTBETCTBUM HaLMOHAMbHbLIX CTaHAAapTOB Poccuiickoii ®epepaunn
CCbI/IOYHBIM MEXAYHapoaHbIM cTaHgapTam

Ta6bnunye C1

OB03HaueHNE CChINIONHOTO O603HaYeHNEe N HAUMEHOBaHW TBETCTB! ro HaUMOH&aJIbHOTO CTaHAapT

MEXAYHAPOAHOTO CTAHAAPTA 0O3HaYeHue 1 HarMeHOoBaHWe COOTBETCTBYIOLLEro HaLMOHa/IbHOrO CTaHAapTa

NCO 10993-1:2003 FOCT P NCO 10993-1—2009 OueHka 6GMOM0TNYEcKoro AeicTBua MeaNLUHCKNX N3-
pennii — Yactb 1. OueHka n nccnefosaHums

NCO 10993-2:2006 FOCT P NCO 10993-2—2009 OueHka 61M010rM4eckoro geiicTBna MegnUNHCKNX 13-
aennit — YacTb 2. Tpe6oBaHUsA K o6paLyeHnto ¢ XXUBOTHbIMU
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BEHHOE onpeAesieHne NpoAyKTOB Aerpajauumn noMMepHbIX MeAULUHCKUX U3aennii
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from polymeric medical devices

(2] NCO 10993-14 OueHka 6MONOTMYECKOTO LeACTBUSA MeANLUHCKNX n3gennii. Yacte 14 NpaeHTudmMKaums n KonmyecT-
BEHHOE onpejeneHne NPOAYKTOB Aerpajgauny usaenunii ns kepamumku

ISO 10993-14 Biological evaluation of medical devices — Part14. Identification and quantification of degradation products

from ceramics

(3 NCO 10993-15 OueHKa 6MONOrMYECKOTro AeiCTBUA MeAULUHCKUX n3gennii. YacTb 15. geHTudunkauma n konmyecT-
BEHHOE onpeAesieHne NpoAyKTOB Aerpajauumn n3gennii U3 metanna u cniaBos

ISO 10993-15 Biotoglcal evaluation of medicaldevices — Part 15. Identification and quantification of degradation products

from metals and alloys

|4] NCO PykoBopacTBo 25:1990 O6wune TpeboBaHNA K OL,eHKE TEXHUYECKON KOMNETEHTHOCTU UCNbITaTeNbHbIX NaéopaTo-
puii

ISO Guide 25:1990 General requirements for competence of calibration and testing laboratories
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