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FOCT ISO 10993-9-2011
Mpeauncnosne

Llenn, OCHOBHble NPUHLUMNbLI U NOPALOK NPOBEAEHNs paboT MO  MeXrocyAapCTBEHHON
cTaHfapTusaumm yctaHosneHsl FOCT 1.0—92 «MexrocyfapcTBeHHas cucTema cTaHgapTu3auun.
OcHoBHble nonoxeHunsi» un [FOCT 1.2—2009 «MexrocygapCcTBeHHass cucTtemMa cTaHgapTu3auum.
CTaHgapTbl  MeXrocyapCTBeHHble, MpaBWna W pekoMeHgauun Mo MeXrocyaapCTBEHHOW
cTaHgapTu3auun. MNpasuna pa3paboTkv, NPUHATUA, NPUMEHEHNS, 0GHOB/IEHNSA 1 OTMEHbI»

CBefieHVs1 0 CTaHaapTe

1 MoAroToBNEH PefepasnbHbIM rocyflapCTBEHHbIM  YHUTAPHbIM npeanpusaTuem
«Bcepoccuiicknii - Hay4HO-UccnefoBaTeNbCkMil  UHCTUTYT — CTaHgapTu3auum U cepTudpmkaumn B
MawmHocTpoeHun» (BHUHMALLY)

2 BHECEH ®epgepanbHbiM areHTCTBOM MO TEeXHWYECKOMY PeryivMpoBaHuio U MeTponornu
(PoccTaHgapr)

3 MPUHAT MexrocyaapCTBEHHbIM COBETOM MO CTaHAapTu3auuuM, MeTposiorun n ceptndukaunm
(npotokon Np40-2011 oT 29 Hos6psA 2011 r.)
3a npuHATUE cTaHgapTa Nporosocosasu:

Kog cTpaHbl no CokpalleHHoe HauMeHoBaHne
KpaTkoe HanmeHoBaHVe CTpaHbl Mo
MK (MCO 3166) 004—97 MK (MCO 3166) HaLMOHa/IbHOTO OpraHa
004—97 no ctaHgapTusayum

Benapych BY locctaHpgapT Pecny6nukn Benapycb
KasaxcrtaH KZ loccTaHpgapT Pecny6niuvkn KasaxcraH
KblprbisctaH KG KbiprblactaHgapT

Poccuiickas depepauus RU PoccraHgapt

4 Tpukasom PefepanbHOrO areHTCTBa MO TEXHUYECKOMY PerynvpoBaHuil0 U MeTponornm ot
13 pekabpst 2011 r. N? 1263-CT MexXrocyfapcTBeHHbIli ctaHgapT FTOCT ISO 10993-9-2011 BBejgeH B
[AelicTBUE B Ka4ecTBe HalMoHaNbHOro ctaHaapTa Poccuiickoli ®eaepauun ¢ 1 sHBaps 2013 T.

5 Hactosawmin ctaHgapT UAeHTUYeH MexayHapoaHomy ctaHgapTty I1ISO 10993-9:1999 Biological
evaluation of medical devices — Part 9: Framework for identification and quantification of potential
degradation products (OueHka 6M010rMYECcKOro AencTBua MeauLMHCKMX n3gennii. Yactb 9. OCHOBHble
NPUHUMNLI  nAeHTUumkaumm 1 KOIMYECTBEHHOTO  OMnpefeneHns  NOTeHUMasibHbIX  NPOAYKTOB
nerpagjauum).

CTaHaapT noAroTos/ieH Ha ocHoBe npumeHeHnsa TOCT P MCO 10993-9-2009

CTeneHb COOTBETCTBUA - naeHTuyHas (tOT).

CBefleHns 0 COOTBETCTBUW MEXIOCyAapCTBEHHbIX CTAHAAPTOB CCbI/IOYHbIM MEXAYHapPOAHbIM
cTaHAapTam npviBefeHbl B 4OMOMHUTEIbHOM NpUIoXeHun JA.

6 BBEJEH BIEPBbIE

WHbopmaums o BBefeHWM B peicTBue (MpekpalieHun AeiicTBKA) HacToAWero cTaHjapTa
nybnukyeTcs B ykasaTene «HauymoHanbHble CTaHAapThbi».

WHpopmaumsa 06 u3MeHeHMsAX K HacTosAwemy cTaHgapTy nybnvkyeTcs B ykasaTene
«HauuoHanbHble CTaHfapTbhi», a TeKCT W3MEHEeHWA - B  WHOPMALMOHHbIX YyKa3aTensax
«HaunoHanbHble CcTaHfapTbi». B cnyyaB nepecmoTpa WM OTMEeHbl HacTOsAWEro cTaHjapTa
cooTBeTCTBywWas wuHdopmauma 6OyaeT onyb6nukosaHa B  WHGOPMaLMOHHOM  ykKasaTene
«HauvoHanbHble cTaHgapTbi»
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BeepeHwne

CobnogeHne  nonoxewuii  ctaHpgaptoB  cepum  ISO 10993  «OueHka
6GMOMOrMYECKOro AeNCTBUS MEeANLMHCKAX U3Oennii» No3BOAUT 06eCcneYnTb CUCTEMHbINA
noaxop K uccrnefoBaHnio 6UONOrMYEeCcKoro AeiCTBUS MeQULNMHCKNX U3Oenuii.

Llensto  3TMX  CTaHOApTOB He  ABAseTca  6e3yc/ioBHOe  3akpensieHue
e4MHO06pa3HbIX METOLOB WUCCNefOoBaHWM W UCMbITAHWA 3a rpynnaMu OLHOPOAHbIX
MeANLMHCKUX U3enuii B COOTBETCTBUM C NPUHATOW Knaccudgoukaumein ux no suay u
ONNTENBHOCTM  KOHTaKTa C OpraHM3MoM 4esioBeka. [1o3Tomy nnaHWpoBaHWe W
npoBeAeHNe WUCCef0BaHNA M UCMbITAHUIA [OO/DKHbI  OCYLLECTBASATL CMELMaInCTbI,
MMEKLLE COOTBETCTBYHOLLYIO MOATOTOBKY W OMbIT B 06/1aCTU CaHUTapPHO-XMMUYECKON,
TOKCMKOIOTMYECKOWN 1 BUOMOMMYECKON OLEHOK MEeAULIMHCKMX M3Oenuii.

CraHpgapTbl cepum I1SO 10993 ABNATCA PYKOBOAALWMMU [OKYMEHTamu Ans
NPOrHO3MPOBaHUS U UCCNefoBaHNA BGMONOrMUYECKOro AeWCTBUSA MELULMHCKUX U3LENNIA
Ha cTaguu Bblbopa MartepuasioB, MpefHasHaYeHHbIX 419 UX WU3TOTOB/IEHWS, a Takke
ONS uccnefoBaHuii TOTOBbLIX U3AENIA.

B ceputo ISO 10993 Bx0oAAT cnegytowme vyactv nof o6LpymM HasBaHneMm «OueHKa
61010rM4ecKoro AeNCTBUA MEANLMHCKAX N34eNi»:

Yactb 1- OueHka v nccnefoBaHus;

Yactb 2 - TpeboBaHUS K 06paLLEHMNIO C XXUBOTHBIMU;

Yactb 3 - lKccnepoBaHUA reHOTOKCMYHOCTK, KaHLEPOreHHOCTM U TOKCMYECKOro
OENCTBUA Ha pPenpoayKTUBHYHO (DYHKLMIO;

YacTtb 4 - WccnepoBaHne nsgenuii, B3anmogelicTBYOLWNX C KPOBbHO;

YacTb 5- WccnepgoBaHue Ha LUMTOTOKCUUYHOCTL: METOAbI in Vitro;

YacTb 6 - MccnepoBaHre MeCTHOrO AeMCTBUSA NOcae MUMNIaHTaumu;

Uactb 7 - OcTaToyHoe cofepxaHue aTueHokcuaa nocse ctepuamsaumm;

Uactb 9 - OCHOBHble MpPVHUMMBI  UAEHTUMKALUA M KONMYECTBEHHOIO
onpegesneHns NoTeHuuasibHbIX NPOLYKTOB Aerpajauny;

Uactb 10 - WccnepoBaHve pasfpakatowero n CEHCMOUNN3NPYIOLLErO AENCTBUS;

YacTb 11 - VccnepgoBaHue 06LETOKCUUYECKOTO AECTBUS;

Yactb 12 - MNpurotosneHue npob v ctaHgapTHble obpasLpl;

YUactb 13 - WpeHTMdMKaLMa U KONUMYECTBEHHOe onpefernieHne npoayKToB

aerpaagaumm nosIMMepHbIX MeguUnNHCKUX |/|3p,en|/||7|;

\Y
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Uactb 14 - WpaeHTMdMKaLMa U KONUMYECTBEHHOe onpedenieHne npoayKToB
Jerpagaumn nsgesnunin n3 Kkepamuku;

Yactb 15 - WpgeHTudmkauma u KONUYeCTBEHHOe orpefesieHve npoayKToB
Jerpagauvm nsgenvin s MetasasioB U Cniasos.;

Yactb 16 - MopgenupoBaHne U1 UCCNefoBaHNE TOKCUKOKMHETUKM NPOAYKTOB
Aerpagaumm 1 BbIMbIBaHWS;

Yactb 17 - YcTaHOB/IEHME MOPOrOBbIX 3HAYEHW A/15 BbIMbIBAEMbIX BELLECTB;

Yactb 18 - WccnepoBaHne XMMUYECKUX CBOWCTB MaTepuasios;

Yactb 19 - NccneposaHue PU3NKO-XUMUNYECKMX. MOPdOIOTNHECKNX 7
Tonorpacnyeckmx CBOMNCTB MaTepuasios;

YacTtb 20 - MpuHUMNbLI U METOAbl NCCNefoBaHUS MMMYHOTOKCMYECKOro AeiCTBUS
MEeLMLMHCKNX U34eNuiA.

Hactosawmin  ctaHgapT  ycTaHaBnvMBaeT  MPUHUMMbLI  MAEHTUdMKaLuM 1
KO/IMYECTBEHHOIO OMpeAeneHns MNpPoAyKTOB Aerpajauun marepuasioB, M3 KOTOPbIX
N3roTOB/IEHbI MEeAMUMHCKNE n3genus (NoMMepsbI, KepaMmuka, MeTa bl U Cnasbl).

VHbopmaumio, NoMyyYeHHy B X04€e 3TUX UCCNed0BaHUA, NCNOb3YOT 415 OLEHKM
61010rMYecKoro 4encTBus MaTtepuanos 1 U3genuii.

CraHgapT onpegensieT HeobxoAMMOCTb NPoBeAeHNss U 06beM UccneaoBaHuii no
NaeHTUPUKaLMM 1M KONMYECTBEHHOMY OMpefeneHnilo  NpPoAyKToB Aerpajauun B

3aBMCKMOCTM OT psifia YC/I0BWIA.
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MEXIOCYALAPCTBEHHBIN CTAHOAPT

N3OENVS MEAVNLMHCKUE
OLIEHKA BVOMOMMYECKOrO JENCTBNSA MEANLUNHCKUX USAENNN

YacTb 9

OcCHOBHble npmnHUUnbI I/I,CI|eHTVIq3I/IKaLI|I/II/I M KOJIMYECTBEHHOIO onpeaesieHns

NnoTeHUMa bHbIX NPOAYKTOB Aerpagaumm

Medical devices. Biological evaluation of medical devices. Part 9. Framework for
identification and quantification of potential degradation products

Jata BBegeHusa - 2013-01-01

1 O6nacTb NPUMEHEeHUs

Hactosiumii cTaHgapT ycTaHAB/IMBAET OCHOBHbIE MPUHLMMBLI, HA  KOTOPbIX
OCHOBaHbl crneuuduyeckie MUccreaoBaHust Mo UAeHTUUKALUMU U KONMYECTBEHHO
oLileHKe NPOoAYKTOB Aerpajaunn MeauLUHCKUX U3aesuii.

TpeboBaHUA HACTOALLErO CTaHAAPTA ABNAIOTCS PEKOMEHAYEMbIMU.

CTaHaapT He pacnpoCcTpaHseTcs Ha:

- MPOAYKTbl GUOVHXEHEPUI HA OCHOBE XMBOI TKaHW;

- M3yuyeHne BO3HMKHOBEHMWS MPOAYKTOB Aerpajauvn B pesynbTarte MexaHnieckux
npoLieccoB. MeToauK1n MonydyeHuss NPOAYKTOB Aerpajauuy 3Toro Tuna W3MoXeHbl B
cTaHAapTax Ha KOHKPETHble MaTepuab;

- MPOAYKTbI MUrPaLIMK, KOTOPbIE He ABMSIOTCS NPOoAyKTamu Aerpagalyu.

B cnyyasix, ecnM CcTaHAapThl Ha M3Oenns KOHKPETHbIX BWOOB cofepat
npuemsiemMble MeToAbl WAEHTU(MKALMU N KOJIMYECTBEHHOTO OnpeaenieHnsl NpofdyKToB

gerpagaumnm, NX MOXHO pacCcMatTpumBaTtb Kak aJ/ibTEPHATUBY.

V3gaHune othuypanbHoe
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2 HopmaTtuBHbIE CChIIKN

B HacTofllleM cTaHAapTe WCMNOofib30BaHbl CCbUIKM Ha HOPMATUBHbIE [JOKYMEHTbI,
cogepxaiyme MosioXKeHWs, KOTOpble SBASAIOTCA COCTABHOW YacTbl  NOMOXEHWUI
HacToslero ctaHgapTa. B npvBeaeHHble HOpPMaTVBHblE OOKYMEHTbI Hefb3si BHOCWUTb
nobble UcnpasneHns 1 gonosiHeHns. OAHaKo A0MyCcKaeTcss BO3MOXHOCTb UCMO/b30BaTb
nocnefHne n3gaHus HOPMaTVBHOWN JOKYMEHTaUun, NPUBEAEHHON Hke. Mpy cebinkax Ha
HOBbIE MOJIOKEHUSA MOCNEAHUX U3LaHWA HOPMAaTWMBHBLIX AOKYMEHTOB 3Ta HOpMaTvBHas
[OKyMeHTauusa gosmkHa npunaratbes. YneHsl MICO n M3K fo/mKHbI NOCTOSAHHO CNeguTb
3a COXpPaHEHUEM HOPUANYECKON CUMbl MEXAYHAPOAHbIX CTaH4APTOB.

ISO 10993-1:2003 Biological evaluation of medical devices - Part 1. Evaluation and
testing (OueHka 6M0N0rMYECKOro AeicTBUSA MeguUMHCKUX n3genuin. Yacte 1. OueHka u
nccnefoBaHus)

ISO 10993-2:2006 Biological evaluation of medical devices - Part 2: Animal welfare
requirements  (OueHka  OGMONOrMYECKOro  AENCTBMA  MEOUUMHCKAX  W3OESUA.

YacTb 2. TpeboBaHus K 06paLleHNIO C XXNBOTHbIMN)

3 TepMUHbI 1 onpeaeneHns

B Hacrtoswem ctaHgapTe npumeHeHbl TepmuHbl no I1SO  10993-1, a Takxe
crefyolme TepMrHbI C COOTBETCTBYIOLWMMMN ONpeaeneHnaMu:

3.1 perpagaumns: PaspylleHne martepuasia.

3.2 buogerpagauns: PaspyweHve wmaTepuasna B pesyfbTate BO34elCcTBUA

6uonoruyeckoii cpegpl.

MpumevyaHue — BroaerpagaLMio MOXHO CMOZE/MPOBATL B SKCNEPVUMEHTAX in Vitro.

3.3 6uopesopbupyemoe MeanUMHCKOE wu3genve: MeguuuHckoe wusgenve,
paspyLuarLeecs win paccacbiBatoLleecss B 6M010rMiyeckoli cpege opraHmama.

34 NPOAYKT BbIMbIBaHUS (BbleniaunBaHus): SKCTparmpyemblii KOMNOHEHT
mMarepuana, He SABNAWNACA NPOAYKTOM XMMUYECKOM Aerpajaunu.

3.5 koppo3usa: [LeicTBME XUMUYECKMX W 3MEKTPOXUMUYECKMX peakumini Ha

MeTa/l/1bl N Chn1aBbl.
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MpnmevyaHne — WNHOrAa TEPMUH «KOPPO3Wsa» YnoTpe6nsitoT B 60/iee LIMPOKOM
cMbicnie Ans 0603HAYeHUss yXyAlWeHUss KayecTBa ApPYrux maTepuanos. B HacToswem cTaHaapTe

OH OTHOCUTCA K MeTannam u cninaBam.

3.6 BELWECTBO:  XUMWYECKMA  SNIEMEHT, COEAMHEHWE WM KOMMJEKC
coeNHEHNIA.

3.7 doparmMeHT nsgenua: OgHa Wn HECKOMbKO YacTell ngenus.

3.8 npoaykt perpagaumun: Jliobas vactuua WM XMMUYECKOe CcoefuHeHue,

06pa303aBLua;|cs=| npy XMMMYeCKOM paspyLleHnn NCXogHoro Mmarepuasia.

4 TpuHUUNbI NNaHNPOBaHUS UCCNeaoBaHUsA Aerpagauum

4.1 O6Lwme NonoxeHns

Moaxon K OueHKe Aerpajauum 3aBUMCUT OT NPUMPOAbl MUCCedyeMoro marepuana,
MeANLMHCKOTO M3AEeNns, YCI0BUIA NMPUMEHEHUS 1 JIOKaNn3aumMm KOHKPETHOro 1M3genns B
opraHu3mMe. Korga vccnefytoT KOHKpeTHoe MeAuUMHCKOoe u3genve u ectb nogpobHas
MHAIOPMaUUsi 0 XMMUYECKOM COCTaBe Cpefpbl, B KOTOPOA m3genune 6yaet NpUMeHATbCS,
nccrefoBaHne NPoBOASAT B YCMIOBUAX, MOAENMNPYOLUX NapamMeTpbl AaHHOWN cpefpbl.

Mo BO3MOXHOCTM NpU MNAAHUPOBAHUM WCCNEefOBaHUi aerpajgauun UCMnosb3yoT
CTaHfapTbl 418 UAEHTUUKALUMA U KOSIMYECTBEHHOrO  OnpefeneHus  npoayKToOB
jerpagaunn onpefesieHHblX rpynn  marepvasioB, Hanpumep 1SO  10993-13 a4
nonuvepos, ISO 10993-14 —pana kepamukyn n ISO 10993-15 — ans MeTassioB U
cnnasoB. Mpu unccrnefoBaHWW K3Aenuid, cocToslmx 6onee yYem M3 ABYX Pas/INYHbIX
MaTepuasioB, yuUMTbIBalOT BCE COOTBETCTBYHOLLME CTaHAAPTLI MO Aerpagaluu.

4.2 MpenBapuTenibHOe paccMoOTpeHVe

HeoTbemnemoli 4acTblo OLEHKN BMOIOrMYecKoii 6e30MacHOCTM U3aenus SBsieTcs
TwaresibHOE MNPOrHO3MpOBaHME CMOCOGHOCTM Martepvana K gerpagauuu, BrIHYas
oXnaaemyto 1 HenpeaBuaeHHY0 AeCTPYKLMIO.

HauyanbHbiM  3Tanom NPOrHO3UPOBaHUS  ABJISIETCA OLEHKa  XMMUYECKUX
XapakTepucTMK UM U3BECTHbIX MEXaHW3MOB fJerpagauvu. 3aTem  OUEeHVBaT
Heo6X0AUMOCTb 3KCMEPUMEHTANIBHOTO UCCNefoBaHusa buogerpagaumm 1 cocTaBnswoT
ero nnaH. Ha ocHoBe 0630pa nutepatypbl U O3HAKOMIEHUSA C NPeAblAyLMM OMbITOM
KMHUYECKOrO  MPUMMEHEHUS  aHaJ/IOTUYHbIX ~ MaTepuasioB  MOXET BO3HUKHYTb
Heo6X0QUMOCTL fasibHellwel BUOoM0rMYecKolii OUEHKM MPOAYKTOB Jerpagauuu. Het

HEeo6GX0AMMOCTM, a Takke He Bcerfa CyLecTByeT BO3MOXHOCTb MPOBOAMTb M3yuyeHue
3



FOCT ISO 10993-9-2011

Jerpagaumm gns Bcex msgenmin. O60oCHOBaHUS HE06X0AMMOCTM M3y4YeHus Aerpagauum
npegctaeBneHbl B npunoxeHun A, OueHka  HeobxogumocTV  MpoBeAeHust
3KCMEpPUMEHTaUIbHBLIX MCCNeAoBaHUA aerpagaumm Ao/kHa BKIoYaTb B cebs 0630p
nutepatypbl 1 (UKM) O3HAKOM/IEHWE C AaHHbIMU 06 OMbITe KAMHUYECKOro MpPUMEHEHUS.
Takasi OueHKa MOXET MPMBECTM K 3aK/IHOYEHUID, YTO HET HeobXOoAMMOCTW MNpoBeAeHMs
3KCNEePUMEHTa/IbHbIX UCCMeA0BaHWIA, Korga nyvyaemoe Usgenve yCcnewHo nprMeHsieTcs
B MeAMLMHCKOW NpakTKe, a Takke WMEelTCA HOBble M OnyG/UKOBaHHblE AaHHblE U
aHaUT0MMM C U3BECTHBLIMW U3AENMAMU, MaTepuaiaMn 1 NPoaykTamu gerpagaumm.

PykoBOACTBO NO OUEHKE OWMOIOTMYECKOTO [ENCTBUSA NPOAYKTOB Aerpagaumm
NOIMMEPHBIX n3genuii (matepuasnos) npegcrasneHo B ISO 10993-13.

4.3 MNnaHvpoBaHme nccnegoBaHns

MnaH nccnefoBaHWA [O/MKEH ObiTb cocTaBfieH U OhOpMAEH B COOTBETCTBUM C
nonoxeHusmMu 4.1. B naHe ykasbiBaT METOAbl aHan3a, C NOMOLLbI KOTOPbIX U3ydaroT
crefytoLie XxapakTepucTKi NpoAyKTOB Aerpajaumm:

a) XMMUYeckme 1 In3nKo-XxMmmnyeckne CBOICTBa,;

b) MOPpOI0rni0 NOBEPXHOCTH;

C) 6MOXMMMYeckme CBOICTBA.

B nnaHe Takke usnaralT MeTobl, UCMO/ib3yemble A/ NOJSlyYeHWUs NPOAYKTOB
perpagaunn. B nnaHe uccnefoBaHus M34EWA, COCTOALWMX M3 MHOMMX (hparmMeHToB,
YUMTbIBAIOT Kaxablli (pparMeHT winm matepuasi, a TaKke CUHepruyeckoe BMSHUE
pas/IMyHbIX hparMeHTOB Ha AECTPYKUNIO.

4.4 XapakTepucTtuka NpoayKToB gerpagaunum MeguumMHCKNX N3Lennia

MpoaykTbl Aerpagaunmn, noslyvyeHHble B Xo4e UccnefoBaHusl, MOryT NpeacTaBnaThb
cob0il  yacTuubl, pacTBOPMMblE COEAVHEHWSs WM WOHbL.  [nA  onpegeneHus
XapaKTepuCTVK MPOAYKTOB Aerpajaumn UCMO/b3YyT COOTBETCTBYHLME aHa/IMTUYECKME
mMeToabl. 3TM MeToAbl [O/KHbI ObiTb 0OGOCHOBaHbl W MNpPVBEAEHbI B OT4yeTe 06
nccnefoBaHum.

Mpv cocTaBneHuM nnaHa w3yyveHus pJerpajaumm cnegyet YYecTb BAWUSHWE
npouecca gerpajaumm Ha 6uonormyeckne nccnegoBaHus.

Moaxodbl K N3yyeHnto buogerpagaunm npeactaBieHbl B NpUAoKeHun B.

MnaH JomkeH BKIYaTb B cebsa creaytoLlee:

a) NOEHTUUKALNIO W XapakTepucTuky wsgenua u (unv) martepuana w
npegnonaraeMmoe NpPUMeHeEHUE;

b) MAOEHTUMKALMIO N XapaKTEPUCTNKY BO3MOXHOIO MexaHvu3Ma Aerpagaumm;
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C) MAEHTUUKALMIO N XapaKTePUCTUKY W3BECTHbIX, BEPOSTHbIX M NOTEeHUMa/bHbIX

NpPOAYKTOB Aerpagaunu;
d) meToApl nccnefoBaHms.

MpumeyvyaHna

1 CTeneHb 1 CKOPOCTb MUTpauum NpoAyKTOB Aerpajauum 3aBuUcAT OT Takux hakTopos, Kak
npoueccbl NPOM3BOACTBA, KOTOPble M3MEHAKT COCTaB U CTPYKTYpy MOBEPXHOCTU, MUrpauma Ha
NOBEPXHOCTb M3 MaTepuana, XuMmnyeckuii coctas Pu3nonorMyeckon cpefbl U pacTBOPUMOCTb B
Hel u T. A.

2 WccnepoBaHue MOXeT TMPMBECTM K 3ak/NlOYEHU0, 4YTO MNOJIy4YeHO pJocTaTtouvyHoe

KONMN4YecTBO AaHHbIX N HET HEO6XO,CI|I/IMOCTI/I B AaﬂbHEMMEM n3yyeHun.

5 OTtueT 06 nccnegoBaHuun

B oTueT 06 nccnefoBaHuy BKIKYAKT CNeayoLyo nHopmaumio:

a) onucaHwe marepuana n (Unu) n3genus B COOTBETCTBUWU C MyHKTOM B.2
NPUNoXeHns B, BKNoYaa npegnonaraeMoe NpYMeHeHne 1 BUA, KOHTakTa C OpraHu3mom;

b) OLEeHKY Aerpagauny 1 BbiIBOAbl MO pe3ynibTataM OLEHKN;

c) NOEHTUGUKaLMIO N KONMYeCTBEHHOeONpeAeneHe NPoAYKTOB Aerpagaunm
(Hanpumep, dopMa U COCTOSIHME MPOAYKTOB Aerpajaumu, WX CTabuibHOCTb U
NCMNOJ/Ib30BaHHbI KOHTPO/Ib);

d) onncaHue MeTOodOB M3y4YeHMs gerpagauumu, yCnoBus uUccrefoBaHus, TecT-
mMaTtepuasibl 1 METOAMKM NCCNEeA0BaHUs, BKIOYas BUAbI KOHTPO/IS;

€) onucaHWe MeTOAOB aHann3a, BK4Yas npegesbl 0OHapyXeHus W Buabl
KOHTPONS;

f) JOKYMEHT 0 COOTBETCTBUM UCMbITATENIbHOM flabopaTtopun cucTteme ynpasneHus
KayecTBOM UCMbITaTeNbHbIX abopatopuii u (unn) pykosoacTteo ISO 25;

0) KpaTkoe N3/ioxeHue pesysbTaTos;

h) WHTepnpeTauusa n obcyxaeHne pesynbTaTos.
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MpunoxeHne A
(o6s3aTenbHoE)

O60oCHOBaHVe Heo6XxoANMMOCTM NPOBEAEHUST UCCeA0BaHMsA Aerpajaunm

Heo6x0AMMOCTb NPOBEAEHVs NCCNeAoBaHWiA Aerpagalniy paccMaTpuBatoT, ecu:

a) n3genuve sIBMSIeTCs paccacbiBalOWLMMCS B 61MOIOrMyeckoli cpese;

b) nsgenvie npeaHasHauyeHo A5t UMMNIaHTaLMy Ha CpoK, npesbiatrowmii 30
CyT;

c) €CTb MH(OpPMaLUMs O BEepPOSITHOM MUrpauuy TOKCUYHbIX BELLECTB npu

KOHTakKTe faHHoro marepvana ¢ opraHm3mMom.

M3yyeHne gerpagaunm HeobasaTelbHO, ecru:

a) KO/IMYECTBO BO3MOXHbIX NPOAYKTOB Aerpajauun npeackasyemo U CKopocTb
06pa3oBaHMA NPOAYKTOB Aerpajaumm nogobHa Told, koTopas U3BeCTHa U3 MeAULIMHCKOW
NnpaKkTuKK kak 6e3onacHas;

b) ecnim pasmvepbl 1 dopMa vactuy, nodobHbl TeM, 6e30MacHOCTb KOTOPbIX
[JoKasaHa OnbITOM NPUMEHEHNS B MEANLUHCKOWN NPaKTUKE;

C) €C/IN Y)Ke CYLLEeCTBYIOT AaHHble O gerpagauny, B TOM 4uc/ne O BewecTsax 1
NpoAyKTax gerpagauun npv npegnonaraemom npUMeHeHuu.

HeobxoanmocTb UccneaoBaHuii in vivo paccMaTpmBaloT Ha OCHOBE pe3y/ibTaToB in
vitro.

Mo BO3MOXHOCTM NpPU U3YYEHUM TeOopeTMUecku MpeacKasyeMblX MNpoLeCcCoB
Jerpajauvn yumTbiBalOT 3KCMEPUMEHTbI in vitro. BbiNosHAs wccnegoBaHus in vivo,
HeobXxoAUMO MOMHUTL O TpPeboBaHUSAX K 3awmTe XMBOTHbIX (cMm. ISO 10993-2). Ans
onpegeneHns BepoATHOCTY Aerpajaummn n ngeHtndpukauum npegrnonaraemMbix NpoayKToB
aerpagaumm n ee ckopoct 060CHOBbLIBaOT HEOOX0AMMOCTb NPOBEAEHNST UCC/ea0BaHW

in vivo nin vitro.
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MpunoxeHne B

(cnpaBo4yHOE)

JononHutensbHas nHopMauys K niaHy nsydeHus gerpagauum

B.1 O6uWwme NosioxeHust
HacToswee nNpuioXeHne CoaepXnT NOSIOXKEHWS, KOTOPbIE YYUTLIBAKOT MPU OLEHKE

BEPOATHOI perpagaumn. B cnydae otcytcTBua obuweli vHopmaumm o gerpagaumm
n3genuii 1 mMatepuasioB, a Takke O GMONOrMYECKOM AEWCTBUN BO3MOXHbIX MPOAYKTOB
Jerpagaunm NnpoBOAAT COOTBETCTBYIOLLME SKCNEPUMEHTa/TbHbIE UCCNe0BaHUS.

B.2 OnucaHne MeauLMHCKOTO u3genus v (Mn) maTeprasia BKIOYaeT B cebs:

a) HaMMeHOoBaHVe MeaMLMHCKOro n3genus u (unu) Mmatepuana,;

b) Ha3HavyeHVe MeAWLMHCKOro U3aenus;

Anpegnosniaraemoe NpUMEHEHNE;

d) npegnonaraemyto 6MoNorMyeEcKyto cpeay;

€) cocTaB MaTtepuana;

f) noaroToBky maTepuana (06paboTka, cTepunnsaums);

[) COCTOSIHME NOBEPXHOCTU;

h) pasmepbl;

i) OTAENbHbIV (dparMeHT;

j) oTAeNbHbI hparMeHT, MCNONb3yeMbI/ B KOMOMHALMW C APYTMMU;

k) oueHKy kaxk[oro marepvana, BXOASALWEr0 B COCTaB M3AE/MSA, COCTOSLETO M3
HECKOMbKUX (hparmMeHTOB;

i) NPOAO/HKNTENIBHOCTL KOHTAKTa;

T) ApYrne xapaxkTtepuctuku.

B.3 OueHka BO3MOXHbIX U NU3BECTHbIX NPOAYKTOB Aerpajaumm

B.3.1 VI3meHeHMe OCHOBHOM MaccCbl MaTepuana

Oxngaemble 1 HeNpeaBUAEHHbIE W3MEHEHNS OCHOBHOW MacCbl MaTtepuana moryTt
npuBOAMTL K 06pa3oBaHU0 NPOAYKTOB Aerpajauvu B BUAE 4acTul, a Takke BAvATb Ha
CTabuNbHOCTL  MOBEPXHOCTU. M3MEeHeHMss OCHOBHOW Macchbl MaTepuana MoryT
NPOUCXOANTb, HANPUMEP:

B NpoLEeCcce N3roTOB/EHUS;

BO BPEMSI CTepunn3aumuy;
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NPy NPOBEAEHUN UMMMIAaHTauMnM 1 BO BPeMs NpebblBaHus MMNiaHTaTa B

opraHu3me;
B pe3y/nibTare brope3opouuu;
- Npu XpaHeHUn 1 B CBA3N C HECTAOU/IbHOCTbIO;
npu “3mMeHeHUn N3MYECKOro COCTOsIHUA (HabyxaHue, ha3oBblli nepexos
nT.a.).

B.3.2 Bbixopn BellecTB C NOBEPXHOCTU
BbIxof, BELWECTB C NOBEPXHOCTU MOXET MPOUCXOAUTb B CNeAyoLwmnx cyydasx:
- XUMUYeckne peakuuu;
- BbIMbIBaHWE,;
- MUrpauuio;
- AenonvMmepusauus;
- oTcnamBaHue, oTWenylwmBaHme.
B.3.3 Vi3genve, coctoslee U3 HECKOJIBKMX KOMIMOHEHTOB U/ UCMOJIb3yeMOe
BMeCTe C ApYrMMU nsgenusmu
B [onosHeHWe K Nepeync/iEHHOMY HeobXoAMMO paccMOTpeTb cregylolme
SABJIEHNS:
paspyLueHue CTPyKTyp;
paccnanBaHue;
MUrpaums BELWECTB 13 0HOro hparmeHTa B ApYroii.
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MpunoxeHve JA

(cnpaBo4HOE)

CBEAEHI/IFI O COOTBETCTBUN MEXTOCYAAPCTBEHHbLIX CTaHOAPTOB CCbIJIOYHbLIM

MeXayHapoaHbIM CTaHOapTam

Ta6bnuua OA.1
O603HayYeHne 1 HaMMeHoBaHue CreneHb O603Ha4eHVe N HauMeHoBaHve
MeX/yHapoJHoro ctaHgapTa COOTBETCTBUSI  MEXIOCYapCTBEHHOMO cTaHAapTa
ISO 10993-1:2003 OueHka HOoT roCT I1ISO 10993-1-2011
6G10/10rMYEeCcKoro AelicTBuS N3penns  mMeguuuHckre.  OueHka
MeAMLMHCKUX n3genunin. Yactb 1. 61010rNYECKOro aencTaus
OueHKa ¥ uccnegoBaHus MeauUMHCKUX  n3genuid. Yacte 1

OueHka 1 uccnefosaHus

ISO 10993-2:2006 OugeHka *
6100rNYEeCcKoro AencTens
MeOUUMHCKUX n3genuii. Yactb 2.
TpeboBaHUA K 06paLleHnto ¢
XNBOTHbIMU

* COOTBETCTBYHOLUMIA MEXTOCYAAPCTBEHHbI CTaHAAPT OTCYTCTBYET. [0 €ro yTBepXaeHMst
PEKOMEHAYETCA MCMO/Mb30BaTh NEPEBOA, Ha PYCCKMIA S3bIK JaHHOrO MeXayHapOAHOro CTaHaapTa.
MepeBos, [aHHOrO MeX/ayHapoAHOro CTaHagpTa Haxogutes B ®PeaepasibHOM MHAIOPMALIOHHOM
dhoHAE TEXHUUECKUX PErTAMEHTOB 1 CTaHAAPTOB.

MpumeyaHne - B HacToAWweM CTaHOgpTe WCMOML30BaHO Creaytollee YCTIoBHOe OOo3HaueHvie
CTereHn COOTBETCTBYA CTaHaapTa:

- FOT - naeHTMuHbe CTaHOaPTbL
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Biological evaluation of medical devices. - Part 13: Identification
and quantification of degradation products from polymeric medical
devices
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Uactb 13. VgeHTudpukaums n KOMMYECTBEHHOE ornpeneneHve
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Yactb 14. WgeHTudpvkaumss m KOAMYECTBEHHOE onpejernieHune
NPOAYKTOB Aerpajauun n3genuii 3 kepamukim)
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(OueHka 6GMONOrMYECKOro AEWCTBUS  MEAULMHCKAX  U3LENWA.
Yactb 15. VpgeHTudmkaumss n KonmMyecTBEHHOe onpegeneHne
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laboratories
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