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Mpepucnoeue

Llenn, OCHOBHbIE NPUHUMMNLI U MOPAAOK npoBeAeHus paboT Mo  MEXroCyaapCTBEHHOM
cTtangaptusaumm ycraHoBneHol FOCT 1.0—92 «MexrocygapCTBeHHas CcUCTEMa CTaHgapTu3auuu.
OcHoBHble nonoxeHuss» n [OCT 1.2—2009 «MexrocygapcTBeHHas cuctemMa craHgapTu3auuu.
CrtaHaapTbl  MeXrocyfapCTBeHHble, Mpasuna W pekoMeHaauuum Mo MEXrocyAapCTBEHHOW
cTangaptusauuu. MNpasuna pa3paboTku, NPUHATUSA, NPUMEHEHUSA, OOHOBMEHUSI U OTMEHbIY

CBeaeHusa o craHaapre

1 MOArOTOBJIEH  depepanbHbiM  rOCYyAapCTBEHHbIM  YHUTAPHbIM  NPeanpUATMEM
«Bcepoccuiickuin - Hay4dHO-UCCNEAOBaTENbCKAA  UHCTUTYT — CTaHgapTtusaumm u - ceptudukauum B
mMawmHocTpoeHnny (BHUNHMALLY

2 BHECEH deaepanbHbiM areHTCTBOM MO TEXHUMYECKOMY PEryfIMPOBaHUIO M METPOSOruu
(Poccrangapt)

3 MPUHAT MexrocynapCTBEHHbIM COBETOM MO CTaHAapTU3auMmn, METPONOrMK U CepTUduKkaLmm
(npotokon Ne 40-2011 ot 29 HoAGpsa 2011 1.)
3a npuHATHe cTaHgapTa nporonocosan:

Kop crpaHbl no CokpalleHHOoe HauMeHoBaHue
KpaTkoe HaumeHoBaHUE CTpaHbl NO MK (MCO 3166) HALMOHATNLHOTO OpraHa
MK (MCO 3166) 004—97 (
004—97 Mo cTaHzapTM3aunum

Benapycb BY loccranpapt Pecnybnuku Benapycb
KasaxcraH KZ loccranpgapt Pecnybnukn Kasaxcran
Kblprbisctan KG Kblpreisactrangapt

Poccunckas egepaunsa RU Poccrangapt

4 TMpukasom deaepanbHOr0 areHTCTBa MO TEXHUYECKOMY PEryrnuMpoBaHMIO U METpPOnoruu oT
13 pgekabps 2011 r. Ne 1263-cT MmexxrocygapcTBeHHbin ctangapt FOCT ISO 10993-9-2011 BBeaeH B
JencTBue B Ka4eCTBe HaLUMoHanbHoro craHaapta Poccuiickon degepaumu ¢ 1 aHBapa 2013 r.

5 Hacrosawwmii cTaHaapT MAEHTUYEH MexayHapogHoMy craHaapty 1ISO 10993-9:1999 Biological
evaluation of medical devices — Part 9: Framework for identification and quantification of potential
degradation products (OueHka GUMONOrMYECcKoro AeNCTBUS MeAULMHCKMX u3aenuin. Yactb 9. OCHOBHbIE
APUHUMNBI  UAEHTUDUKALMM U KONMYECTBEHHOrNO  ONpeAeneHus  noTeHuuanbHblX  NPOAYKTOB
aerpagaumm).

CraHgapT NnoAroToBMneH Ha OCHoBe npuMeHeHua MOCT P UCO 10993-9-2009

CTeneHb COOTBETCTBUSA — naeHTuyHasa (IDT).

CBeaeHuns 0 COOTBETCTBUM MEXIOCYAAPCTBEHHbIX CTAHAAPTOB CCbINTOYHBIM MEXAYHAPOAHbIM
cTaHgapTam npuBefeHbl B AONOMHUTENbHOM NpunoxeHun JA.

6 BBEJEH BINEPBbIE

UHpopmayua o esedeHuu e delicmesue (npekpaweHuu Oelicmeus) Hacmosweeo cmaHO0apma
nybnukyemcs e ykasamerne «HauyuoHarnbHble crnaHd0apmabiy.

UHopmayusi 06 u3MeHeHUsIX K HacmoswemMmy cmaHOapmy nybrnukyemcs 6 ykasamene
«HayuoHaneHble cmaHOapmbly, a@ meKcm U3SMEeHeHull — 6 UHOPMaUUOHHbIX yKaszamessx
«HayuoHaneHble cmaHOapmel». B criydae nepecmompa unu OMMEHbl Hacmosuwieeo cmaHdapma
coomeemcmeyroujas  uUHgopmayus 6ydem onybnukoseaHa 6 UHGOPMAUUOHHOM  yKazamere
«HauyuoHaneHble cmaHd0apmbiy»

© CtangaptuHdopm, 2013
B Poccuiickoii deaepauum HaACTOALUMI CTaHAAPT HE MOXET OblTb MOSIHOCTbIO WM YacTUYHO

BOCMPOW3BEAEH, TUPAXXMPOBAH U PacNpOCTPaHeH B KavecTBe oduumuanbHoro usganus 6es paspeLueHus
deaepanbHOro areHTCTBa No TEXHUYECKOMY PErynupoBaHuio U METPONOTMK
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BBepgeHue

CobrniogeHvne nonoxeHnn craHgaptoB cepum  ISO 10993  «Ouenka
B1ONOrMYECKoro AEUCTBUA MEAULIMHCKUX U3 ENUIAY» NO3BONUT 06ECNEUUTL CUCTEMHBIN
NoaxoA K UCCreaoBaHnio BUONOrMYeckoro AenNcTBna MeAULMHCKNX U3LENUN.

Llensto 3tux craHgaptoB He sBnsietca  6e3ycnoBHOE — 3akpenneHue
eAnHoobpasHelX METOAOB MCCREAOBaHUA M UCMbITAHUA 3a rpynnamm OJHOPOAHbIX
MELULMHCKUX U3[ENUA B COOTBETCTBUM C NMPUHATOW Knaccudukaumen nx no sugy m
ONUTENBHOCTM KOHTaKTa C OpraHM3amoMm uJenoseka. [1o3ToMmy nnaHwpoBaHve u
NpoBeAEHNE UCCNefoBaHU WM WCMbITAHUA AOITKHbI OCYLLIECTBRATL CneLnanvcThl,
MMeoLLMEe COOTBETCTRBYIOLLYHO MOLAIOTOBKY M OMbIT B 0611acTu CaHUTapHO-XUMNYECKOW,
TOKCMKOSIOTMHECKOMN 1 BMOMOrMYECKO OLIEHOK MEAVLIMHCKUX U34ENUI.

Crangaptbl cepum ISO 10993 saBnsAOTCA PyKOBOASLWMMWU AOKYMEHTamMu AnS
MPOrHO3MPOBaHNA U UCCneaoBaHUst BMONOrMYecKoro AEUNCTBUS MEANLMHCKUX U3LENNA
Ha cTtagmu BbliGopa MaTepuanos, NpeaHasHavYeHHbIX ANS UX WU3roTOBMEHWA, a TakKe
ANS CCRneaoBaHUA roTOBbIX U3AENWNA.

B ceputo ISO 10993 BXxogAT cregytolime yacty nog obwmum HassaHneM «OueHka
B1ONOrNYECKOrO AENCTBUA MEANUNHCKNX N3QENNAY.

YacTtb 1 — OueHka n uccneaosaHus;

Yactb 2 — TpebosaHua k o6paLLeHUio C XUBOTHLIMY;

Yactb 3 — UccnepoBaHMA r€HOTOKCUYHOCTY, KaHLEPOTrEHHOCTU U TOKCUYECKOro
[EeNCTBMA Ha PenpoayKTUBHYHO OYHKLMIO,

YacTb 4 — UiccnegoBaHve U3fenvid, B3anMoAeNCTBYIOLMX C KPOBbIO;

YacTb 5 — UccneposaHme Ha UMTOTOKCUYHOCTL: METOABI in Vitro;

YacTb 6 — UccneposaHne MECTHOMO AEACTBUS NOCNE MMNNaHTauuu,

YacTe 7 — OcTatouHoe cogepxaHue aTUneHokeuaa nocne crepunuaanmu;

Yactb 9 — OCHOBHbIE nNPUHUWNBI MASHTUOUKALMM M KONMMYECTBEHHOrO
onpeaeneHys NoTeHUManbHbIX NPOAYKTOB Aerpagauuu,

YacTtb 10 — UccnepoBaHne pasgpakaroLero U CeHCUOUNM3NpyoLLIEro AeNCTBUS;

Yactb 11 — UccnepoBaHme obLyeToKkenYeckoro AencTBUS;

Yactb 12 — lMpuroTtoeneHue npob n ctaHgapTHele obpasubl;

Yacte 13 — WaeHTUdMKaUMA M KONMYECTBEHHOE oOnpefeneHne npOAyKTOB

Aerpagauum nonvmMepHbIX MeAULMHCKMX N3aenniA;

v
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Yacte 14 — WpeHTUdUKAUMA W KONMYECTBEHHOE oOnpeaeneHve MpoAYyKTOB
Jerpagauum usgenvin us kepamukiu;

Yactb 15 — WpeHTUdUKaUMa M KONMYECTBEHHOE ONpeaeneHne npoayKToB
Jerpagauum u3genvn U3 MeTannos v Cnnasos,

Yacte 16 — MopgenupoBaHne n wuccnefoBaHMe TOKCUKOKUHETUKU NPOAYKTOB
Jerpagauum 1 BbIMbIBaHWS;

YacTb 17 — YcTaHoBNEeHWe noporoBbiX 3HAaYEHWIN 4115 BbIMbIBAEMbIX BELLECTB,

Yactb 18 — ViccnepgoBaHye XMMUYECKNX CBOWCTB MaTepuarnos;

YacTtb 19 — UccneposaHue PUBNKO-XMMUYECKMX, MOPEONOrNM4eCcKmX "
Tonorpaduyeckux CBONCTB MaTepuanos;

Yactb 20 — MpuHUMNBLI 1 METOALI NCCNEA0BaHNST UMMYHOTOKCUYECKOrO AENCTBUS
MEeAWNLMHCKUX N3AENN.

HactoAwwmn craHpapT ycTaHaenvMBaeT  MpPUHUMNBLI  MAEHTUUKaAUMKM  1©
KONUYECTBEHHOro onpeaeneHusa NPOoAyKTOB Aerpajauum matepuanoB, M3 KOTOPbIX
N3roToBMNEeHbI MeAULMHCKME n3aenys (NoNMMMepbI, Kepamuka, MeTansbl U Crnaebl).

UHdopmaumio, nonyyeHHyto B Xoae 3TUX UCCNEA0BaHUA, UCMOMNb3YIOT AN OLEHKU
Buonornyeckoro AENCTBUS MaTepuanos 1 U3genuin.

CraHpapT onpegensieT Heo6xoAMMOCTL NPOBEAEHUS U 06BbEM UCCNEeaoBaHUiA No
NoeHTUdVKALMM 1 KOMMYECTBEHHOMY OMNPEAEneHuo MPOAYKTOB Aerpajauvn B

3aBMCMMOCTU OT paga ycnoavuﬁ.
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MEXIFTOCYAOAPCTBEHHBIW CTAHAOAPT

U3QENUA MEAMUMHCKUE
OLEEHKA BMOJTOMMYECKOI0O AEUCTBUA MEAULIMHCKUX U3OENUNA
YacTtb 9

OcCHoOBHbIe nPUHUMUNLI VI,D.eHTVI(*)MKaIJMM U KOJIN4ECTBEHHOrro onpeaeneHusn

noTeHUuManbHbIX MPOAOYKTOB Aerpagauumn

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

Dara BBeaeHusa — 2013-01-01

1 O6nacTb NnpuMeHeHUA

Hacroswmin craHpgapT yCTaHaBnMBaEeT OCHOBHbIE MPUHLMMBI, Ha  KOTOPbLIX
OCHOBaHbI creunduyeckne WccrnefoBaHsa Mo MAEHTUUKALMA U KONUHECTBEHHON
OLleHKe NPOAYKTOB Aerpagaumn MeauLMHCKMX N3fenum.

TpeboBaHMa HAaCTOALWEro CTaHaapTa ABNAITCA PEKOMEHAYEMbIMA.

CTangapT He pacnpocTpaHsaeTca Ha:

- MPOAYKTbI BUOUHXEHEPUM HA OCHOBE >XUBOW TKaHW;

- M3y4eHNe BO3HWMKHOBEHWUSI MPOAYKTOB Aerpagauvun B pesynbrate MexaHUYecknx
npoueccoB. MeToaukM nosyyeHWs NpPOAYKTOB AEerpajauyn 3TOro Tuna M3nOXeHbl B
cTaHpapTax Ha KOHKpETHble Marepuarbi

- MPOAYKTbI MArpauuK, KOTOpble HE SIBNSIOTCS NpoAyKTamun aerpagaumm.

B cnyvasix, ecnu craHoapTel Ha W3AEnNUSA KOHKPETHbIX BMAOB copepxar
npuvemMnemMble MeToAbl UAEHTUMUKALMN U KONMMYECTBEHHOrO ONPEeAEerieHUs NpOAYKTOB

Jerpagaumm, Mx MOXHO paccMaTpuBaTh Kak anbTepHaTUBY.

U3paHue oduumanbHoe
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2 HopmaTtuBHble CCbINKU

B HacTosilleM cTaHfapTe WCMonb30BaHbl CCbIIKU Ha HOPMAaTWBHbIE [LOKYMEHTHI,
cofepXkalime MONIOKEHNSA, KOTOpble SBMSATCA COCTABHOM  4YacTblO  MOMOXEHWA
HacTosLero crtaHaapTa. B npuBeaeHHble HOPMaTUBHbIE LOKYMEHTBI HEMb3S BHOCUTH
noBble UcnpasneHns U gonosiHeHusi. OfHaKo AOMycKkaeTCss BO3MOXHOCTL MCMONb30BaTh
rocnegHne NsfaHns HopPMaTUBHOW AOKYMEHTaLMK, NPUBESeHHOM Hke. Mpu cebinkax Ha
HOBblE MOMOXEHMWS MOCMELHUX M3LaHWA HOPMAaTMBHBLIX OOKYMEHTOB 3Ta HOpMaTvBHas
LOKyMeHTauusi formkHa npunaratecs. YneHsl MCO n M3K gormkHbI NOCTOAHHO Crneautb
3a COXpaHEeHNEM OPUANYECKON CUMbl MEXAYHaPOAHbIX CTAHAAPTOB.

ISO 10993-1:2003 Biological evaluation of medical devices - Part 1: Evaluation and
testing (OueHka GronorMyeckoro AeNCcTBUS MeAULMHCKMX nagenun. Yacts 1. OueHka u
ncenepoBaHun)

ISO 10993-2:2006 Biological evaluation of medical devices - Part 2: Animal welfare
requirements  (OueHka  BuonornMyeckoro  AEUCTBUS  MEAULMHCKUX  U3AENUN.

YacTtb 2. TpeboBaHMs k 06paLLeHUIo C KUBOTHBIMU)

3 TepMuHbI M onpeaeneHus

B HacTOseM craHpapTe npumeHeHbl TepmuHel no 1ISO 10993-1, a Takke
creayoLme TePMUHbI C COOTBETCTBYIOLLIMMU ONPeAEneHUSMA

3.1 perpapauun: PaspyweHve matepuana.

3.2 buoperpapaumna: PaspylweHne martepuana B pesynbTarte BO3[enCcTBuSA

Buonornyeckol cpepbl.

MpumMmeyaHue — Buogerpagaumio MOXHO CMOAENUPOBATL B 9KCNEPUMEHTAX in vitro.

3.3 6uopesopbupyemoe meaumuuHckoe wusgenue: MepuuuHckoe wusgenve,
paspyLuatoLLleecs Unu paccacbieatoLieecs B G1ONOrMYeckon cpene opraHmama.

3.4 npopyKT BbIMbIBaHUA (BbllenaynMBaHus): DKCTparupyembln KOMMOHEHT
mMaTtepuana, He SBMNSIOLLMIACS NPOaYKTOM XMMUYECKON Aerpajaumu.

3.5 Koppos3ua: [eiCTBME XMMWYECKMX U SMEKTPOXUMUYECKMX peakuMn Ha

MeTannbl U CNnasbl.
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MpumeuaHune — WNHorga TepmuH «kopposusi» ynotpebnsaior B 6onee Lmpokom
cMbicrie Ana o603HavYeHUn yXyALIeHNS KayecTsa Apyrux marepuanos. B HacToswem craHaapte

OH OTHOCUTCA K MeTannam n cnnasam.

3.6 BewecTtBO: XMMWUYECKUM  SMEMEHT, COEAWHEHWE WAN  KOMMIEKC
coeJUHEHWUNA.

3.7 ¢pparmeHT usgenua: OgHa Unu HeCKONbKO YacTen nsgenus.

3.8 npoaykt perpagaumm: JIioGas yacTMua WM XUMUYECKOE COeAUHEHMe,

06pa3oBaBLUAsCS NPU XUMUYECKOM Pa3spyLLEHNM MCXOAHOro marepuana.

4 MpuHUMNLI NIAaHMPOBaHUA UCCrieA0BaHUA Aerpagaumm

41 O6wme nonoxeHus

|_|O,CLXO,£|, K OuUeHKe agerpagauun 3aBUCUT OT NpUpoAbl UCCneayemMoro marepuana,
MeOnLMHCKOro nagenua, yCJ'IOBI/II‘/'I NPUMEHEHUA N Nnokanu3auum KOHKpeTHOro n3genua B
opraHuame. Korga uccnefytoT KOHKPETHOE MEAULMHCKOE usfenue n ectb nogpobHas
WHOpMaumst 0 XMMUYECKOM COCTaBe CpeAbl, B KOTOPOW u3agenve Byaer npuMeHsITbCS,
UCCNeAoBaHNe NPOBOAST B YCINOBUSAX, MOAESIVPYIOLLMX MapamMeTpbl AaHHON Cpeabl.

Mo BO3MOXHOCTWM MPWU MNAHWPOBAHUW WCCRELOBaHUA Aerpajauum UCMOonb3yroT
CTaHAapTbl ANA  WASHTUDMKALUMM M KOJNIMYECTBEHHOrO OMpeAeneHns MpoAyKToB
aerpagauum  onpefeneHHblXx rpynn  marepuanos, Hanpumep 1SO  10993-13 ans
nonumepos, ISO 10993-14 —pans kepamukn n 1ISO 10993-15 — ons mMeTannoe wu
cnnasoB. lpy nccnenoBaHMM M3genui, CocToswmx Gornee Yem M3 ABYX PasnnyHbIX
MaTepuanos, y4MTLIBAOT BCE COOTBETCTBYHOLME CTaHAapThl Mo Aerpagaumm.

4.2 MNpepBaputenbHoOe paccMOTpeHue

HeoTremnemon 4acTeto oLeHkM Bronormyeckorn 6e3onacHoCT U3fenus ABNsSeTcs
TWaTeneHOe MPOrHO3MPOBaHNE CnocobHOCTU Martepuana K Aerpajgauuu, BKIHOYas
OXNAAEMYIO U HEMPEABUAEHHYH OECTPYKLMIO.

HavanbHbIM 3TanomMm NPOrHo03npoBaHnA ABNAETCA OueHKa XUMUNYECKNX
XapaKkTepucTunk n N3BECTHbIX MexaHn3mMoB aerpagaunn. 3aTtem oLeHnBaroT
HeO6XOLI,VIMOCTb SKCnepumMeHTanbHOro mnccnenoBaHns 6|/|0,qerpa,qaL|,V|V| N COCTaBndarT
ero nnaH. Ha ocHoBe 0630pa nuTepaTypbl U O3HAKOMIEHUS C NPeablAyLUM OrMbITOM
KNMMHUYeCKOoro npUuMeHeHns aHanorn4vHbIxX Marepuranos MOXeT BO3HUKHYTb
HeoBXoAMMOCTb fanbHenWwern OrOoNorMyeckon OUeHKM NpoaykToB aerpagauun. Her

HeOOXOAMMOCTH, @ Takke He Bcerga CylecTByeT BO3MOXHOCTb MPOBOAWUTL W3yYeHWe
3
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aerpagauum ans Bcex magenun. OGOCHOBaHWS HEOOXOAMMOCTM U3yYeHUs aerpagauuv
npeacraeneHsl B npunoxeHun A, OueHka  HeoBxoAMMOCTW  nNpoBeAeHUs
SKCMEepUMEHTarnbHbIX UCCrefoBaHUA perpajaumv AofKHa Bkmovatb B cebs 0630p
nuMTepaTypbl U (MK) O3HAKOMIEHWE C AaHHLIMU OO OMbITe KIMHUYECKOrO NMPUMEHEHNS.
Takas oueHKa MOXET MPMBECTU K 3aKIIOYEHWUIO, YTO HET HeoBGXxoaMMOCTU NpoBeaeHNs
3KCMEepUMEHTarbHbIX UCCIEAOBaHWN, KOrLa n3yHaemoe nusaenve ycnewHo npuMeHseTcs
B MEAMLMHCKON NpaKkTUKe, a Takke WMEHOTCA HOBble U OnyGnvKoBaHHbIe faHHble U
aHanoruv ¢ U3BecTHbIMW U3AENUAMU, MaTepranamMn 1 NPOAyKTaMm aerpagauuu.

PykoBoacTBO MO oOuUeHke OWOMOrM4Yeckoro AencTBMA NpPOoAYKTOB Aerpagaumv
NonMMepHbIX u3genun (matepuanos) npeactaeneHo B ISO 10993-13.

4.3 MnaHnpoBaHue nccrnenoBaHuN

MnaH nccnepoBaHua AOMKEH ObITb COCTaBneH U OhOpPMITEH B COOTBETCTBUM C
nonoxeHusiMn 4.1. B nnaHe ykasbiBaloT METOAbI aHanNM3a, ¢ NOMOLLBHO KOTOPbIX U3Yy4aroT
CrneayroLme XxapakTepuUCTUKN NPOAYKTOB Aerpagauum:

a) XUMUYECKNE N DPUSMKO-XNMUHECKNE CBOMCTBA;

b) MOPEOOruo NOBEPXHOCTU;

¢) BMOXMMMYECKNE CBONCTBA.

B nnaHe Takke manaralT METOAbl, MCMONb3yemble ANS MOJyYEeHUs NPOLYKTOB
perpagauun. B nnaHe wnccnepoBaHus mMsgenuid, COCTOSALUX U3 MHOMUX (PparMeHToB,
YUUTBIBAIOT KaXAbI OparMeHT Wnn martepuwan, a TakKe CUHeprndeckoe BhnUsHWEe
pasnnyHbIX PparMeHTOB Ha LECTPYKLIMIO.

4.4 XapakTtepucTtuka NnpoayKToB Aerpagauum MeauuuHCKUX u3aenum

MpoaykTel Aerpagaumm, NonyYeHHsle B XO4€ UCCNEeAoBaHWA, MOryT NpeacTaBnsaTh
cobon  yacTuubl, pacTBOPUMbIE COEAMHEHVMS UnM  MOHbLL.  [Ons  onpeaeneHus
XapaKTepUCTMK MPOAYKTOB Aerpafauym UCMOoSb3yHT COOTBETCTBYIOWME aHanUTUYeckne
MeToabl. JTU MeToabl AOMKHbl ObiTe 0BOCHOBaHbI W nNpvBeaeHbl B oTvyeTe 06
nccnenosaHuu.

Mpwn cocTaBneHun nnaHa W3yYeHus A[erpagaumm crnegyeT y4yecTb BIUSHUE
npouecca gerpagaumm Ha 6ronormieckne nccnesoBaHns.

Moaxoabl kK N3yyeHuto Bruoaerpagaumm npeacTaBneHsl B NpUnoxeHun B.

MnaH fomkeH BkNtoyaTs B cebs cnegytoLuee:

a) WMOEHTUDUKALMIO U XapakTepUCTUKYy u3genus v (Ann) matepuana u
npegnonaraemoe NpUMeHeHue;

b) NAEHTUDUKALMIO U XapaKTEPUCTUKY BO3MOXHOIO MEXaH1ama gerpagauuu;
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C) UAEHTUDUKALMIO N XapaKTEPUCTUKY M3BECTHbLIX, BEPOSTHBIX M MOTEHUMambHbLIX
NPOAYKTOB Aerpagauum;

d) meToabl nccnepoBaHns.

MpumeyaHusa

1 CTeneHb 1 CKOPOCTb MUrpaum NPOAYKTOB Aerpajalummn 3aBUCAT OT TakuX (PakTopoB, Kak
npoLecchl MPOM3BOACTBAE, KOTOPbIE U3MEHSAIOT COCTaB U CTPYKTYPY MOBEPXHOCTW, MUrpauus Ha
NOBEPXHOCTb U3 Marepuana, XMMUYECKUN COCTaB (PU3NONOrMUYECKON CPeAbl 1 PacTBOPUMOCTb B
HEMUT. 4.

2 NccnepoBaHne MOXET MPMBECTM K 3aKMIOYEHMIO, 4YTO MOMy4YeHO [JOCTaroyHoe

KONMUYECTBO AaHHbIX U HET HEOOXOAMMOCTM B AanbHENLLEM N3yvyeHun.

5 OTyeT 00 UccnegoBaHum

B oTueT 06 MccnenoBaHnM BKIIOYAOT CrEAYHOLLYIO MHGOpMaLMIO:

a) onucaHne martepvana v (Mnum) nsgennsa B COOTBETCTBUM C MyHKTOM B.2
npunoxeHus B, Bknouas npeanonaraeMoe NpUMEHEHNE 1 BUZ, KOHTaKTa C OpraHn3MoM;

b) OLIEHKY Aerpagaumm 1 BoiBOAbI MO pesyrbTartam OLEHKM;

c) MOEHTUdUKaUMIO N KONMYECTBEHHOE ONpeaerneHe NPoAyKTOB Aerpajauumu
(Hanpumep, dopMa U COCTOSIHME NPOAYKTOB Aerpagaumv, ux CcTabunbHOCTL W
NCMONb30BaHHbIN KOHTPOIb);

d) onncaHwe MEeTOAOB W3y4eHWs Aerpajauuy, yCnosus uccnefoBaHns, TecT—
mMartepuarnsl U METOAMKM UCCNeA0BaHNS, BKNOYASA BUIbI KOHTPONS;

€) OonucaHne MEeTOAOB aHanusa, BK4Yas npeaensl obHapyxeHus W1 Buabl
KOHTpONS;

f) BOKyMEHT O COOTBETCTBMM UCMbITaTENbHOM NabopaTopumn cucTteMe ynpasneHus
Ka4eCTBOM MCMbITaTeNbHbIX nadopatopuii u (unu) pykoeoacTso ISO 25;

g) KpaTKoe N3NOoXeHWe pesyrnbTaTos,

h) WHTEepnpeTaums N obcyxaeHne pesynsTaTos.
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MpunoxeHune A
(obsi3aTenbHoe)

Ob6ocHoBaHWe He06XxoAMMOCTU NPOBEAEHUNA UCCeaoBaHuA aerpagaumm

Heo6x0aMMoCTs NpoBeaeHVs NCCNIe40BaHNI Aerpagaummn paccMaTpuBatoT, ecni:

a) nsgenve SBNAETCs paccachiBarOLLMMCS B BMONOrMiYeckon cpeae;

b) nsgenve npegHasHa4YeHo Ans UMMnaHTaumm Ha Cpok, npesbiwatowwmin 30
CyT;

c) eCcTb MHdOopMaUMsi O BEPOSTHOM MUrpaumm TOKCUYHBIX BELLECTB Mpu

KOHTaKTe AaHHOro MaTepuana c opraHM3mom.

WN3yyenne perpagaumm HeobsaszaTensHo, ecnu:

a) KOMMYECTBO BO3MOXHbIX MPOAYKTOB Aerpajaumn npeackasyemo u CKkopocTb
oBpasoBaHMa NPOAYKTOB Aerpajaumm nogobHa Ton, KoTopasi U3BECTHA U3 MEeAWNLIMHCKON
npakTykK kak 6esonacHas;

b) ecnun pasmepbl 1 dopma Yactvy noaobHbl TeM, 6€30MacHOCTbL KOTOPbIX
A OKasaHa OnbITOM MPUMEHEHWS B MEAMLIMHCKON npakTuke;

c) €CNnn yXe CyLLECTBYIOT AiaHHble 0 ferpajauun, B TOM Yucne O BelecTBax u
npoaykTax gerpagaumm npyn npegnonaraemom NpUMMEHeHNN.

HeobxogMMocTb nccnenoBanHum in vivo paccMaTpuBaloT Ha OCHOBE pe3ynbTaToe in
vitro.

Mo BO3MOXHOCTM MPWU U3YYEHUN TEOPETUYECKN MPeAcKasyeMblX MpoLeccos
Aerpagaumm yYnTbIBaOT SKCMEepUMEHTLI in vitro. BbinonHAs uccneposaHus in vivo,
HeobxoANMMO MOMHWUTE O TpeboBaHWMsX K 3awmTe XMBOTHbIX (M. ISO 10993-2). Ons
onpeaeneHns BEPOSTHOCTU Aerpagaumm n nageHtTudunkaumum npesnonaraembix NpoLyKkToB
Aerpagaumm n ee cKopocTn 060CHOBBLIBAT HEOOXOANMOCTL MPOBEAEHNA UCCNEA0BaHNNA

in vivo wn in vitro.
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MpunoxeHvne B

(cnpaBouHoOE€)

HononHuTtenbHaa UHopMaums K NNaHy usydeHus gerpagauum

B.1 O6wue nonoxeHus
HacTosllee npunoxeHne CoaePKUT NOMNOXKEHUS, KOTOPbIE YYUTLIBAIOT NPM OLIEHKE

BEposiTHOW perpagauun. B cnyuae otcytctBus obuwien uHdopmaumm o aerpagauum
W3genvin 1 mMaTepuanoB, a Takke 0 BMoONorMyeckoM AENCTBMU BO3MOXHBLIX NMPOAYKTOB
JerpagaLum NnpoBoAAT COOTBETCTBYIOLLME 3KCTIEPUMEHTAarbHbIE UCCNEA0BaHMS.
B.2 Onucanue MegMLUMHCKOro usgenus u (Unu) marepuasna BKIIIOYaeT B cebsi:
a) HaMMEHOBaHWe MEANLIMHCKOrO U3aenua v (Mnu) matepuana;

b) HasHa4yeHWe MegnUMHCKOro n3genus,

d

€) COCTaB Matepuana;

)
c)npeanonaraemoe NpUMEHEHNE;
) Npeanonaraemyro GMONOTNYECKYIO CPeay;
)
f) nogrotoeky Mmatepuana (obpaboTka, cTtepunusaums);
g) COCTOSHNE MOBEPXHOCTH;
h) paamepesi;
i) OTAENbHbIN OparmMeHT;
j) oTAENbHBIN dparMeHT, NCMOoNb3YeMbI B KOMBMHALMN C ApYTUMU;
k) oueHKy Kaxporo martepuana, BXOASLLEro B COCTaB W3fenusi, COCTOSILLEero uns
HECKOINbKUX hparMeHTOB;
i) NPOAOMKUTENBHOCTDL KOHTaKTE,;
m) BPYrMe XapakTepUCTUKM.
B.3 OueHka BO3MOXHbIX U U3BECTHbIX NPOAYKTOB Aerpagaumm
B.3.1 U3ameHeHMe OCHOBHOM Macchbl MaTepuana
Oxunaaemble 1 HenpeaBUAEHHbIE N3MEHEHUs] OCHOBHOW MacChbl Matepuana MoryT
np1MBOAUTL K 06pa3oBaHUIO NPOAYKTOB Aerpajauvv B BUAE YacTul, a Takke BAUATL Ha
cTabunbHOCTE  MOBEpPXHOCTU. WM3MeHeHuMsa OCHOBHOM Macchbl Matepuana MoryT
NPOUCXOANTb, HANPUMEP:
- B MPOLIECCe N3roTOBMNEHUS,

- BO BpeMsi CTEpUnusaumm,
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- npy nNpoBeAeHUU UMMMaHTaUuM U BO BpeMsi NpebbiBaHUs UMnnaHTata B

OpraHnsme;

- B pe3ynbTate Buopesopbuwvu;

- NMpv XpaHeHUn 1 B CBA3N C HECTabUNbHOCTLIO;

- npu N3mMeHeHNM PU3NYECKOro COCTOsIHMA (HabyxaHune, dasoBbIf Nepexoq
MT. 4.).

B.3.2 Bbixoa BewecTB ¢ NOBEPXHOCTU

Bbixoa BeLECTB € NOBEPXHOCTU MOXET MPOUCXOAUTL B CNEAYIOWMX CryYasnX:

- XUMUYECKME peakumu;

- BbIMbIBaHKE;

- MUrpaumio;

- Aenonuvepusauus,

- oTcnavBaHue, oTlenyLImMBaHune.

B.3.3 U3penue, cocTosiwee U3 HECKONbKUX KOMMOHEHTOB UM UCNIOSIb3yeMoe
BMECTE C APYrMMU U3genuamm

B pononHeHne K nepeyncrneHHOMy HeobxoAMMO paccMOTpeTb  crepyloluve
ABMNEHWA:

- paspyLUeHne CTPYKTYp;

- paccnavsaHve;

- MUrpaLvs BELLEeCTB U3 OQ4HOTO hparMeHTa B 4pyroi.
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Mpunoxenue OA

(cnpaBouHoOE€)

CBefaeHUsA 0 COOTBETCTBUM MeXrocygapCTBeHHbIX CTaHAAPTOB CCbLUTOYHbLIM

MeXOyHapoOHbIM CTaHOAapTam

Tabnuua OA1

0O603Ha4eHne N HaMMeHoBaHMEe CrteneHb 0O603Ha4eHVe N HanMeHoBaHNe
MeXZyHapoaHoro craHaapTa COOTBETCTBMS | MEXrOCyAapCTBEHHOrO CTaHgapTa
ISO 10993-1:2003 OueHka IDT rOCT ISO 10993-1-2011
Buronornyeckoro AencTeuns Nspennsa wmeanumHckme.  OueHka
MeANLUMHCKMX nagenun. Yacts 1. Bronornyeckoro aencrens
OueHka 1 nccnepgoeaHus MeanUMHCKNX  mnsgenun. Yacte 1.

OueHka n nccnepgosaHus

ISO 10993-2:2006 OueHka
Bronornyeckoro AencTeuns
MEANLMHCKMX n3genmn. Yacts 2.
TpeboBaHns k obpaLleHumto ¢

XUBOTHbIMU

*

* COOTBETCTBYIOLMIA MEXIOCYyAapPCTBEHHbIA CTaHAapT OTCYTCTBYeT. [Jo ero yTBepaeHWUs

PEKOMEHIYETCA UCMONb30BaTh NEPEBOA Ha PYCCKWA A3bIK JaHHOMO MEXAYHAPOAHOro CTaHaapTa.

MMepeBos AaHHOMO MEXAYHAPOAHOrO CTaHpapTa Haxogutcst B PeaepansHOM UHEGOPMALMOHHOM

hOHAE TEXHUYECKUX PEFMAMEHTOB W CTAHAapTOB.

MpumedvaHune — B HAcTOALEM CTaHAapTe MCMONMb30BAHO CreAytoLlee YCroBHOE 0GO03HaYeHue

CTeneHn CoOOTBETCTBUNA CTaHAapTa:

- IDT — ngeHTu4YHbIE CTaHAapThbI.
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[1] 1SO 10993-13

[2] 1SO 10993-14

[3] ISO 10993-15

Bubnuorpadua

Biological evaluation of medical devices. - Part 13: Identification
and quantification of degradation products from polymeric medical
devices
(OueHka 6uMonorndyeckoro AEUCTBUS MEAULMHCKUX U3AENUN.
Yacte 13. UpeHTMdwmkaumsa M KONMMYECTBEHHOEe onpeaeneHue
NPOAYKTOB Aerpagaunm NONMUMEPHbIX MEANLIMHCKNX U3AEenni)
Biological evaluation of medical devices — Part 14: Identification
and quantification of degradation products from ceramics
(OueHka 6uonornyeckoro LOewncTBuUs  MEAUUMHCKUX  U3AENUNA.
Yactb 14. UpeHTUUKaUUs M KONMUYECTBEHHOE onpefeneHue
NPOAYKTOB Aerpagauum N3genqn u3 kepammkm)

Biological evaluation of medical devices — Part 15: Identification
and quantification of degradation products from metals and alloys
(OueHka 6MonorMyeckoro [AencTBMs MEAVUMHCKUX  WN3AENUNA.
Yacte 15. UpeHTudwukaums M KOMUYECTBEHHOE ONpeaeneHne

NPOAYKTOB Aerpajauuv nsgenii us Metanna n cnnasos)

[4] 1ISO Guide 251990 General requirements for competence of calibration and testing

10

laboratories
(OBbwme TpeboBaHUA K OLIEHKE TEXHWUYECKOW KOMMETEHTHOCTU

ucnbITaTenbHbIX nadopaTopuin)



rOCT ISO 10993-9-2011

YK 615.46:002:006.354 MKC 11.020 P20 IDT

KnioueBble crioBa: MeAuLIMHCKUE U3LEeNnUsa, UMMNNaHTaThl, Aerpagauus, Guoaerpagaums,

MPOAYKT BbIMbIBAHUS, KOPPO3US
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