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[Mpeauciopne

I PAIPABOTAR BeepocoHiickus HAy©HO-HCCAEI0BATENRCKHM M HCMEATATENEHLIM HHCTHTYTOM Me-
AHUHHCKOH Texuukd (BHHHUHWMT)

BHECEH TexHnu4eckHM KOMUTETOM N0 cTAHAApTHIAHN TK 422 «Ouenks GHOMOMMeckoro eiict-
BHS MEIWUHHCKHY HideiHiis

2 [IPHHAT W BBEAEH B JEACTBHE MoctanomieHnem lMccrannapra Poccun ot 29 gexabps
1999 r. Ne B62-c1

3 Hactosmul cTaugapT, 33 MekmoueHHes npunckeHnd B u I, npeactasnaer coboil ayTeHTHUHE
TeKeT MexayHapoiHoro cranmapra MOCO 10993 9—99 «(epka GHOTOMHYeckore BeiCThHS MeIHUHHCKHX
wagenui. Yacts 9. OcHOBHEE TPMHLMNE KICHTRGHEALNE H KOTHUECTEEHHOD ONPEIeneHUA NOTeHIH-
ML NPOIYKTOR TeCTPYKITHHS

4 BBEJEH BIEPBLIE

D HMNE Mamarenuctso cranaapron, M0

Hacroamwmil crangapr He MoseT DLIT: NOIHOCTED MM YaCTHYHO BOCHPOHIRETCH, THRKHPORIN |
PACTIPOCTRANEHN B KAMeCcTRe odiMumansiero nitanuua Des paspewernsa locerannoapra Poccuu

1]
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Beeaenue

Cobmoaerde nodokenni crantapros cepun NOCT P HCO 10993 «Ouenka GHOIOMMYECKOro 1ei-
CTRHA MEIHUHHCKHY HINeTMHs [03HUIHT oDecleunT: CHETEMHEH MOEXaT K HCCIeIomaHAn BHoaoriec-
KoM AecTEHA MEIHUHHCKHY HIZEAHA.

Llennio 3THX CTAHIZPTOR HE ARIAETCA DeIVCIORHOR HKPEMIEHHE KOHKPeTHRE METOOOR HoCIenona-
HHH H HCNBITAHHH % rpyTIHaM IHOPOIHEY MEIHUHHCKHY HIIeAHH B COOTBETCTEMH ¢ NPHHATOMN
ETACCHPHEAIHER 0 BILOY 0 TTHTENLHOCTH KOHTAKTE ¢ OPTasHIMos denopera. [Moamoumy miauuponiiie
H MpoBedeHie HCCTenoRAHHA ¥ HCNETAHMA J0MKHE OCVIHECTRIATE COEUHATHCTE, HMERUIHE CTIEHAN k-
HYED MOATOTOBKY H ONLIT B ODIACTH CAHHTARHO=-XHMHYeCKOH, TOKCHEOIOMMYECkoH M DHOTOrHIec Ko
OLEHOK METHIHHCKHY H11eaHil,

CraHaapTul 3Tl cepi ARAIOTCH PYKOBOIHIIMME A0KYMEHTAMM U OPOTHOZHpoBaHna GHonori-
YECKOMD OeHCTEHA MeIHUIHHCKHY H3IeIHH Ha CTATHH BLIBODA MATEPHANOE, MPEIHATHAMEHHLIY 108 HX
HACOTORAEHHS, 4 TAKAS 118 HCCTeIoBaHHA TOTOBLY 0OPasLon.

B cepimo FOCT P MCO 10993, pveowyio rpynnesoi saronosok «Mageana Meanunickye. OueHka
OHONOrHYeCKOTO TeHCTEHS MEIHUHHCKHY HIIeIHE», BXOIAT CAeRYHIMIHe YacTH:

= MACTE | -~ OUEHKA H WCCASI0RAHHA]

= YACTL 3 — HCCASTOBAHME TeHOTOKCHUMHOCTH, KAHUSPOTEHHOCTH M TOKCHUYECKOID NefCThMS HA
PenpOIYETHBHYIO iy HELHIG,

= YACTh 4 — HecnefonaiHe WleTHl, BIEHMOIEHCTEVIOMMX ¢ K[FOBLID,

- YACTh 3 — HCCHEJ0BAMHE Ha UHTOTOKCHYHOCTL: METOON in vitro;

- YACTh 6 — WCCHeTonalHe MECTHOID MeliCTEHA NOCTe WMILTAHTALIHH;

= YACTH 7 == OCTATOUHOE COASPEANNHE ITANSHORCHIA MTOCNE CTePRITHIALINN]

= HACTEh ¥ — OCHOBHLIE NPHHLENATIE WIEHTHOHEALHMH H KOAHYeCTBEHHOTD OIPeIene HHA NOTEeH R L-
HLIY MPOIVETOR TeCTPYKHRH,

= 4acTh 1 — MechedoBaie pasipagamere W ceHCHORTHINPYILE D DedCTEHA,

= 4acTh 11 — HecnenopaiHe ODLIETOKCHYSCKOrD AeHCTRHA,

- 4ACTL 12 — NpHMOTORTEHHE TIReG B CTAHOAPTHLE O0pRATL ]

< 4acTh 13 — MNeMTHRHKILINE # KOTHYeCTREHHDE ONpeleieHHe NMPOIYKTOR JeCTRYRLNH [oHMep-
LI METHLHHCKIY HW3TENHil;

- YACTL |6 — MOIeNHPOEAHHE B HCCIEE0BANHE TOKCHKOKNHETHKH NPOIVETOR DECTPVKLMA M BRI -
BAMHA:

Hacroamnil cTalnapT YeTaHABTHEAET NPHHUHN B HE2HTHPHEINHE H KOTHYSCTRSHHOMD Onpeieteds
MPOIYETOR TeCTPYELHH MATEPHATION, W3 KOTOPLIY WITOTORTEHL MeOHUHHCKHE HINeTHs (MOTHMephl, Ke-
paMHED, METATALE W CIUIABH).

[MowmvaeHavIo B X002 ITHX HCCAeAoBaHHA HHPOPMALHIN HCAOONLIYVIOT 118 OUEHEH DHOTOMHYSCKOTD
AeHCTENA MATEPMAIOE H MIT2IHiH.

CrannapT onpeigideT HeoDXOIHMOCTE TIPOREIEHHA M 00LEM HCCASI0BaHEH N0 MaeHTHgHKAnHH 1
KOTMUECTREHHOMY OTPeJgie g NPoIyKTOR JSCTPYELUME B 3aBHCHMOCTH OT PAJS YCIOnHi.

MeToasl WCCAeLOBaAHHA, HITOKEHHLE B CTAHAINTE, BHITL M3 MERIVHAPOIHBIY, HAHOHATLHLIY
CTAHAPTOR, THPEKTHE H HOPMATHEOD,

HonycxaeTen NPpUMeHcHAE IPYTHY MeToIon, oDeCcledHBainldy SuelKy DHONOrHYeCKore neicTona
METHUHHCKHY HANENHH B COOTRETCTEHNA ¢ TReBOBAHHAMH MEsTVHAPOIHEY CTANIAPTOR.

B npunoxenni B Hanomen MeTOIHEH ONIPpEIeleHHA KOHUEHTRALME METALION W OPYTHY JAeMEHTOR
I MEIHEO-GHOIOTHYECKHY NPpOGax, NpHMeHAeMEEe & PoccHM OpH oUeHEe GHOMOTHYECKOrD OeiicToHA
METHIHHCENY K31,

K ofpaiuas Hageawi, NpelcTaRIAeMBIM HA HCNLITAHKA, NPeTbARISIOT TPeOORIUHA & COOTRETCTRHH
c MOCT P 3114%.

[Mpunomenne A ABNACTCA HeoTLEAMAEMON YacTR0 HacToswero cTamaapTa. INMpwokennwa b, Ba I
HOCAT CHPpABOYHLIH XapakTep.
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FTOCYAAPCTBEHHBH CTAHJAPT POCCHHCKOW ®EIEPALLMHN

“HEJ'III!I METHUHECKHE
OUEHKA BHOJOIMYECKONO JENCTEMA MEIHIHHCKHX H3TETHI

Yacre 9

Ocionisie I LT MEIITHMH.I.IH“ H EONHYECTRENROMND OMpeFeledH A NOTeHIHATLNLY
OPGIVETOR JeCTHYKITHH
Medical devices, Biological evaluation of medical devices,
Part 9. Framework for identification amd quantification of potential degradation products

Jara meegeana 2002 —01—01

1 ObnacTe npuMeHeHAA

Hactommmil cTamIapT veTaHARTHBAET OCHOBHEIE NPHHLIHNBE CHCTEMATHIHPOBAHHON OUEHKH BOI-
MOEHOR Wi HabmogaesMod DHOIerpasilyl MeTHUMICKHY HaBeTHA (lafee — Waienit), 4 TAKKE NpHH-
LM COCTARTEHMA MIaHA W NpoBeIeHEE Hocnedosannil GHozerpaialin.

TpetoBaHAa HACTOHIULTO CTAHIAPTA ALIAINTCA PEKOMEHIYEMEIMH.

Cramiapr He pacnpocTpaHaeTca Ha:

- NPOOYETEL GHOHHACHEDHH HA OCHORE EUBON TKAMN;

- MWIYYEHMEe BOTHHKHOBEHHA MPOIYKTOR JECTPVELHM B PEIVILTATE MeXalHYyeckux nponeccon. Me-
TOOHKHM MOMVHeHHT TPOIVETOR TECTPYKIHE 3TOT0 THNA HIT0MEeHE [ CTAMTAPTAX HA KOHKPETHEIE MaATe-
PHARL,

- MPOAYETLL MUMPALHH, KOTOPLIE He SRTAINTCA MPOIYETAMM OECTPYKLIHN.

B coyuaax, eciM CTAHIAPTE HA HIOSIHA KOHKPETHEIX BHRIOE COREPRAT NPHEMIEMEIE METOIR HIEH-
THMEAIHH W EOTHYECTESHHOID OAPeIeTed NPOAVETOR BeCTPYKIMN, WX SMOMHO PEacCMaTPHEETE KAk
ALTepHATHEY.

2 HopMaTHeHBIE CCBLIKH

B nacTosued CTAHIAPTE HCAOALIOBAH CCLITKH Ha CHEOYIOIHE CTAHIAPTE . COOSPRALlNe TIONome-
HHA, KOTOPRBE MOMYT DACCMATRPHBATLCA KAK PARISNE HACTOMIIET D CTAMIAPTA:

TOCT P HCO 10993, 199 Magedna MenuudHckie. QueHyn DHOI0rHYeCckoro 1eicTiMa MeaMu -
CEMX Hagenuii. HacTe 1. OUeHKs W HCCIEnoBaAHMA

FOCT P OO 10993, 13—99 Manenma Megiunickie. Ouenika OHONGTHYSCKOrD Je HeTRIA MeI RN -
ckux wamenndi. Yacre 3. MoenmmpHkauns B EOIHUECTEEHHOS ONPeledeH e NPOIVETOR  DecTRVELHN
MOTHMEPHLEY MeAHUHHCKHY Higenui

IMOCT P 3OES5—-9% KouTeitHepel 108 KpOBH K e€ KosMmouedToR, TpefosaiMsa XusHYeckol 1 Dio-
JAOTHYeCKOol De30nacHOCTH H MEeTONLl MCLTANHA

MOCT P 5114898 Manenna smegpnunckie. TpeDopaHHe K oDpasuamM | I0KYMeNTALHK, MPpeacTa-
AHeMBIM HA TOKCHEOMOTHYECKHE, CAHHTAPHO-XHMHYECKHE MCNBMTAHHA, MCTIMTAHHA Ha CTEPMILHOCTE W
IMHPOTEHHDCTE

3 Omnpenenenns

B macrodmes cTaHIapTe HCNONLIVEOT TEPMHKHLE, npuietennsie & FOCT P HCO 109931, a takse
CASTYISLIHE ONPeaeIeHHA:
il mecTpyeuHa: PaipyiieHde MaTepHani.

Hagumme odmumansmoe
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3.2 puoperpagauaa; Paspyvilenne MOmepHiia o pesyibTaTe BOAIeficTond DHOMOTHYECKON CPROLL.
“. PRMEYAHHAL — EI1(J.‘]E]'F}EI.‘]£IJ.IILHII MOHD CMOISIHPOEITE B FRCIICPHMOHTLN 10 VELTU),

3.3 MIdeaMe, paccacHBAMneeca B HInoaoriYeckcd cpene; MeaHusHCKoe H3TERHEe, paspyULaollescs
HIH PACCRCEIBAINILEECH B DHOAOTHYSCKOH cpelde opTari iMa.

34 NpoayET BEIMBIBANHA. DECTPATHRVEMBIH KOMIMOHEHT MATEPHATA, HE SRTTMULIMACT NpOIyETOM
NHMHMECKOH JeCTPYELHE.

3.5 koppoana; ledcTore XUMHYeCKHY ¥ UMK TPOXHMHYECKHY PeakUMi Ha MeTAMIEl 1 CIanE.

n PHMOCYHIHNE— HMuoraa TEPKHAH =KORPOENE: HETTRIYVHYT LIMpe 0 COOCHEAEH ML YEVIALICHHAE EAECTH
APYIHX MATEPHLTCER, B hacrosimes CTAHIAPTS OH OTHOCHTCH K MOTLLUIM FOCIRIZLELN.

3.0 sewecTeo: MOOHBHIVATLABH XHMHYSCKHH 3IeMENT, COCTHHEHME MM KOMIUIEKS CcOIMHeHMNA.

3.7 dpparsenT dxmerna: O0Ha M3 9acTell Haaenns.

38 npogver gecrpykuun: lofad wacTHDa WOH XKEMHYECKOE COeIMHeHHe, DOpasoBanluHect TipH
NHMHYECKOM PAIPVILE HIH MCHOIHOT MATEPMATA.

4 [lpHHEHAL NAAHHPOBAHHA HCCIEI0BAHMA 1ECTPYKIHH

4.1 (Dmse noa0Kenns

MNopxon K oUeHKe JeCTPYEUHH REBHCHT OT NPHPOIL HCCTeIyeMors MaTepHani, MeqHUHHCKOTO
HAAENHA, YCAORMH NPHMEHEHHA M J0KATHIALHE KOHKPETHOrD |Winelusa 0 oprapnise. Korna wcecneayor
KOHEPSTHO? MeSHLHHCKOS HINeIHe W ecTh NogpobHad HHQOPMAURSE o XHMHMeCKOM COCTAnE Cpelkl, B
KOTOPOH Hagedde OvaeT NPHUMENATLCH, HCCASInBEAHHE NPOROIHAT B YOIORHAK, MOZEIHPVIOILIHY NapaMeTpL]
JaHHOH cpeibl.

INo BOIMOBHOCTH NPH MIAHHPOBAHAE HCCTeIomIHAH DeCcTPYVKIHE HCNOIBIYEYT CTAHIAPRTH NA
HIEHTHHMKANET 1 KOTHUSCTEEHHOTO ONPelenella NPOIVKTOR JECTPYELME ONPeisieHiBIX FPYVITE MaTe-
pHatos, dHanpiadep OCT P HOCO 1099313 g noadsepon, FOO 10995 14 [ 1] = 008 Kepasviikd |
HOO 099315 12| — ang setanon H cninapos. [Ipy HeocienosauMH HATenwi, cocTogmx Gonee yesm 1a
ABYVY PAVTHYHBLY MATEPHATON, YIHTHEAKT BCE COOTBETCTRVIOWMHE CTAMIAPTEL 0 ASCTPYELHN,

4.2 [lpeapapaTeibioe paccMoTperne

HeoTreMagmoi 4acTeio OUeHKy GHONOrHYeckoi Ge30nacHocT HATennd SBHeTes TIATeIbH0e Mpo-
THOAHPOBAHKME  COOCODHOCTH MATEPHAID K JECTPVEUMH, BEITHMAA OEHIASMYI0 B HeNPedBlIsHHYW 18-
CTRVELHED.

Havansusis 3manos NPpordosHpoBaiiE ARHeTCH OUEHED XHMHYECKHE XapaKTePUCTHE H A3RECTHLIX
MEXAMHIMOE NECTPYKIHE. 3aTeM OUeHHBAINT HeoDXOAHMOCTE IKCOSPHMEHTAILHOI0 WCCAEI0RAHKA GHO-
AETPATALHE M COCTARAADT ero rmnan. Ha ocuone ofiopa AUTepaTvphl M O3HAKOMIEHHA © MpeIbLLIyLIIHLM
OTELITOM KIHHHMECKOTD NPHMEHe HHS 3HATOMHYHLIY MATEPUATOR MOMET BOIHHKHYTE HEOOXOMHMOCTE JAk-
HeHLe d DHOMOTHYeCKOH oMeHKH NPOIVETOR JecTPVELHK. HeT HeobXoonMOCTH, 8 TAKKE HE BOeTIa HMEeeTCH
BOAMOKHOCTE MPOBOIHTE HAYMEHHe TeCcTPYKUHH AnA seex digenund. OfocHopadsa HeolXoIHMOoCTH Hiy-
YEHWH JSCTPYKLHH MPeacTaniens B npuassern A, Cuesnka HeoDX0IHMOoCTH NPoReIeHHA IKCIepHMeH-
TANEHLIX MCCASIORAMMA OeCTPVKLIHH OOUANA BEINOYITE 003I0p AHTEPATYPd M (WIH) O3HAKOMIEHHE
JAHHBIMA 08 ONBITE KIHTHMECKOTD NPpHMeHeHnd. Takaa oUenKa MOXKST NPHBSCTH K SAKTHHeHHI0, 9T HeT
HeOOXOAMMOCTH fPOREIeHHS 3KCASPHMEHTANLHEY HCCIeROBAHMH, KOMIa MIyHaesoe HIlelde YoreiHo
NPHMEHASTCH § MeJHUHHCKOH NPAKTHEER, 3 TAKKE HMEIOTCH HOLBE N oyANHKOEIHHEE JAHHEE W AHATOMHE
C MIBECTHLIMKA HIANHAMH, MATEPHATAMH B TIPOIVETAMH JeCTPVELHN,

PyrosogcTee mo oueHke OHONOMHYECKOrn IeHCTRHA MPOOYKTOR JeCTPYEIHE MOTHMePHEY HITe T
(Marepuanon) npegcrasnedo 6 FOCT P ACO 10993 13,

4.3 TLiansposanse Hecae onamnna

IMnap HeonenoBaHUa JomEed GLTE COCTARIEH W OfOopMieH B COOTBRETCTEHM C© NoNoxeHHaMun 4.1,
B rnave vEAILIENOT MeTOR AHATHIA, ¢ NOMOWLK KOTOPRY HIVIADT CASAVIONIHE XapakTepHCTHEY Mpo-
AVETOR TeCTPYREIHH:

= KHMHYECKME H PHIHKO-XHMHEYSCKHe CROMCTRA;

- MOPROTOrHD MOBEPNHOCTH]

- [DHONMMHYSCKHE CEOWCTRA.

B rrave Takae HATAranT MeTonhl, HCMMWTEIVEM LS 1I8 MOIy4eH e NPpoIyETon IeCTpYKLURH. B nnawe
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HCCIeIOBIHHA HWITeTRH, COCTOHLINY B3 MHOMHX (DPArMedNToR, YUHTEIBAKT Kasauid fparsedlT Wid Marte-
PHAT, 4 TAKAR CHHEPTHYSCKDE WIHAHME PaviHYH LY parMeHTos Ha JeCcTPpVELHID.

4.4 XapauTepHCTHER NPOAYKETOR DECTPYKUHE METRUHECKHX HI1eIHi

[MpoaysTel ASCTPYELME, TOTVUEHHEIE B X008 WCCISA0BAHNA, MOMYT NPEICTaRNATE COt0N YaCcTHHE,
PACTROPHMELE COSIHHEHHA WK HWoHbL. g onpegelendd XapakTepuCcTHE MPOAVETOR JeCTPYELEHH HCRO/ k-
IVIOT COOTRETCTRYIGUIME AHATHTHUECKHE METOMLL. ZTH MeTOMEl JoUEHE GLTE OB0CHOBRHEL 1 TTHARE 1S HE
B OTYeTe o0 HeCAeR0naAHHH.

[lpH cocTapne MUK TUIAHA HIVYEHHA ASCTRPYKIHH CACOVET y4eCTh WIHAHHE Mpoueccd JecTRYKIHH Ha
DHOJOrHYECKENEe HOCe I0BaHHA.

[Noaxoms K Miyue A GHOIETPAIALHA NPEICTARTEHE B Tpancsedan b,

[lrap nonxed BETOUATE B oD CREavIoles:

< HASHTHEHHEALHID B XapaETepHCTHEY HIOeAHA M (HIH) MATERHATA B NPeINoIaraeMoe NpHMeHeHiHe;

- HAEHTHEHEKALHD H XAPaKTe PHCTHRKY BOIMOMHOND MEXAHHIMa JeCTPYEIIHH,

< HAEHTHEHKANHID B XaPpAKTEPHCTHEY HIBECTHRX, BEPOATHLX A NO0TEHUHATEHLIY NPOOYKTOR 1e-
CTRYVELM,

= METOALL MCCTERORANHA.

Mpasmevaunn

I CreneHe o CROPOCTE MHIPANNM NPOAYKTOR JICCTRPYEUHE 3ABHCHT OT TRKkHX (UETOPOB, KUK NPOUCCosE
NPOIENICTEL, KOTOPEE MAMEHAKT COCTHE B CTPYETVRY [IOBCPANHOCTH, MHIPLUMA Hi [TOBCPXHOUTE B3 MATEPHLIY,
XHMIMCCEE cOCTaR P InoIoTHHEckil Cpeas 1 PACTROPHMOCTS B HEH B .00,

I Mecneponaame MOMET NPHECCTH K 32500MEHMKY, HTO BOAYEHD I0CTATOMHOE KOIMYMECTED OAHHEX M HET
HeODXOIHMOCTH B LATRHSH Loy Ry YeHRIL

5 Oruer 00 HCCAEAOBAHHA

B oruer of Hecasiona e BEAOMAIOT COSTyIMYH HHQOOPMALIH:

- OIHCAHHE MATEPHANA W (HIH) HITEAHA B COOTEETCTRHN ¢ b2, BImOqas npeanonaraeMoe npHse-
HEHHE W BRI KOMTAKTA ¢ OPTaHHIMOM;

= DUEHEY DECTPYEUHH H BRIBOIL M0 Pe3VILTATAM OLEHEH;

= MAEHTHHPHAEALHID W KOIHYECTRCHHOE OAPeleleHte NPOOVETOR TeCcTPYEUHH (Hanpuszep, dopua 1
COCTOSIHE NMPOAYKTOE AECTPVELHE, HX CTADHNLHOCTEL W HCNOALIDBAHHEH KOHTROAR),

= OTIHCAHHE MeTOIOn HIYUeHA JECTPYR MK, YCIOBHA HCCTenoBAHWA, TeCT-MATENHLTH H METOTHEN
HCCIeNORAHHA, BETDYAA BHAL KOHTPOMM,

- OMHCAHHE MeTOIOR AHATHE, DEIMYAA Opeleisl GOHAPVAEHHA H BHALL KOHTPOIS,

- JOEYMENT O COOTRETCTEHH HCTIMTATENLHON TalopaTopiy CHCTEME VIIPAWIZHHA KAYSCTEOM HOTL-
TATENLHEX TadopaTopiid ¥ (HaK) PyRososcreo HOCO 25 |3

- KPaTKOE HATOMEHHE Pe3yiLTaTOn;

- HHTEPNPETALNA B QOCYHICHHE PeiyikTATOR.

'
.
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NPHTOAHEHHE A

{ofsareanHoe )

(iocHosanie HeolX0IHMOCTH NTPOBEICHHA HCCAS0BANNA JECTPYKIIHH

HeoBxoanmooTs NposeaeHis HCCAEA0RasIt JecTpyELMH PACCMATPMBILIOT, ECaM:

- WAIEAME ARTHETCA POACCACEIBEHIHMER B DHOAOIHYeCKOH cpens;

- MMIENHE MPEIHLTHAMEHO I HMICIEHTENN I HA CpoK, npessimmousi 30 o

- #0Th HHPOPMALKA O BEPOHTHON MHEIPUIHEE TOKCHYHLE BEWECTE NPH KOHFIKTE JAHHOIO MATEPUHLT C
OPTAH MO,

HayueHne accTpyEunn HeODH B TE BHE, Sein:

- KOMIMYECTED BOAMOEHEIX NPOOVETOR DECTPYELME NPSICESVeMO, H CROPOCTL cOpRIoBaHNA NPOAYETODE Q-
CTPVEIHM Do BHE T, KOTOPRA WIRSCTH M1 METHUWHCKGH NPEETHEN KK Ge30T1HCHLR;

- BUTH PESMED 1 OPME HBCTAU NOAofHbl TesM, BeNNIACHBOTE KOTOPEXY IDEANHA ONLITOM MEMIMEHEHET B
MEIHLUMHCKDE TIPEKTHEe

- BCAH YVHE CVIUSCTEYHFT IHHHGE O QECTPVEHHH, B TOM YHCEC O BELISCTRAX B [POOVETAX IECTPYREUHH 0PH
NPEAOEATEMOM APHMEHCHHH.

HeofxoammooTes necaeoRRHH 1D Vive PROCMITPHEINT Hi DCHOBE PEIVIETATOE HCCIEn0BRHAI In vikro,

Mo pOSMOEHOCTH MPH BSYYEHNK TEOPETHYCCKH IPEICKATYEMEIN MPOUSCCOR TECTPYELRN VUMThIBLET JKCICRH-
MEHTHL i0 vitro, Beinoisan eciedosiHin in vive, HeoDXogHMO DOMHEHTE O TpeboBiHMax K sumnTe xusorrex. L
OIPEIEIEHHE BEPOATHOCTH BECTPVELNE B HICHTHERKEIHAN NPeanoarieMeEx MpUYETOE IECTPYKLHE H &8 CROPOCTH
ODOCHOBLIBRKT HeODROIHMOCTE NPOBSISHRE HOLISIOBIHEER 1N vivD 1IN vilno.

MPHIKEHHE B
{CnpaBoHOeS )

JoneHTEILNAA HEQOPMALHA K LIANY HIYIEHHA TeCTPYKINH

L.l Diamme moadesens

Hiecrosiuese npuaoseime COAspadT IOR0MeHNE, KOTODRIE YONTHBAKT NPH OLUEHKS REPOATHON A8CTPYKLINI,

B onyuae oreyrerems ofimnedl MHOpMILHE O ACCTPYKLNE NAICNHE B METEPHIIGE, A TEE O GHOIarHeCKom
ALACTHNN BOIMOMHLIX NPOIVETOR AECTPVELENH MPOEOIET COUTEETCTEY OIS IKCTIEPHMEHTLIBHEE HCCIeI0BIHHA.

B2 Oumcanee MEITHOHBCKOMO BINCAHA B (HWIR) MITCRRAIE BEANSAET

- HUHMEHOBIH I METHEHHACKOND W0CHA B (MM ) MaTepiwaa;

- HATHAMEHWE METHIHHCKOIT M30eiHE;

- CUPEI I ODATEEAOE TTPHMEHE HEE;

- [IPEIECUATACMYIE DHOI0IHYEC kY Cpeay;

- COCTHE METEPHYAA;

- DIOEFOTORKY METEpHAan (oOpaborks, CTeprlrEnng);

- COCTORHHE NOBEPX HOCTH,

- PECIMA PR

- OTASTBHEL (PRUrMEHT;

- OTASTBHE (PErMERT, HCHEOILIYEME B KOMOUHALNN G IDYT M,

- HHIEAHS, COCTORMIEE HI HECKOUIBKHE Parse o, — OUSHED KLEI0M MATERHLTIE, BXOAMETD B COCTIR;

- DPOINLEHTEARHOCTE KOMTRET;

- OpYEHEe XEAPAKTEPICTHEN.

B3 Ouesks BOIMIGKHEX H HIBCCTHRX NPOIVETGE BECTRYEIRH

L3l Mamedenue 0CHOBHON MACCK MaTepHaza

ChEHIAeMEE 0 HENPEERHISHHERE HIMEHCHNA OCHOBHOE MACCL MATEPHALE MOIYT NPHESIHTE K ODPIS0ELHEE
NPOIVETOR GECTPYELHN B BHAS YACTHL, 8 TAK#E NORTHATE HE CTABIEHOCTE NoBepxHocti. MoaseHesns ocsoaHoi
MACCHL MATEPHATE MOTYT [IPOHCXOANTE, HANDHMER:

- B IPROLEECCE MATOTOIIE HEL,

- B0 BPEMH CTEPIIHIAHN;

- [pH NPOBEACHHN HSTIRHTHIMK B B0 BPEMA PEDLIBEHUT HMILIAHTITE B OPIaHNmME;

- B peRyisTaTe GUopecopinnm;
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- EpH XPAHEHHI B B CERIH ¢ HECTADKI BHOCThIE,

- [PH HAMCHCH N (IHIHMCCKOTD COCTORHIA (HaDyXaHre, amoumil nepexog W T.0.).

B33 Brxoan BemwecTs © HOBEPXHOCTH

Braxoa peiects ¢ NOBERXHOCTE MOKET NPOUCAOINTE B CASAVIOILIN. CIyHaax:

- KHMHMECEHS PRaKiHL

- BbIMBIE HEE,

- WML

- EENICTMMETH LS

- OTCLLMEAHHE, OTINCAYIHBEIHEE.

B33 Hzoenume, COCTORHWME: M3 HECKOABKEHXY KOMOOHEHTOR HAH HCNOABIYE-
MODE BMECTE C APYTUMH HIACAHAMHM

B aononnenne K nepeducacHioMy HeoDRodHMO PACCMOTPETh CASIVEILINE KA HIUA

- pAIpYILEHHE CIPVETY]

- pacCiAMBaHHE;

- MMIPULEH BSIIECTE M3 QX HOD HpErsiedTa B ipy rod.

NPHIOKEHHE B
{CnpaBoYHOE b

HegoTopsie MeToqbl ONPeleiciiid KOonienTPInHN METALI0R H APYTHY JACMENTOR
B METHEO-DROI0MYECKAY npobax

B.1 KoawsecTecHuslil GeisTa 0HEeE SICMEETHEN AHEIHI ECHIECTES METOI0M [IAICPHOH MACC-CICETIMETIE

B.I.1 [Mprxusn cnpeseseHss OCHOBIH HY BHATH®E COCTARE WOHOE, [OAVBEMEIX TP BEMMOEEECTERH 1aiep-
HOMD WUIVMEHHA © HechenveMaiy obpasom, Hunesne nasepa 3§ Mecte s3udMoieicTiig © HOBCPEHOCTEEY 1o
HECLBACT HCMEPEHRE 1 ROHCELED BeliecTie. HoHs pasten oo SickTPOCTETHMECKHM M MATHHTHEIM [I0A8M 110
OTHOLEH I MACCE HOHA K CHPADY 0L B PErRCTPHPY OTeH roToacTe KTopom.

[Mpr onpegeacHEON MWUIOTHOCTH TOTOKA JE3EFHOTT WUTYYeH A TOCTHIASTOR COOTBETCTEME COCTARL JerHoTPHpY -
EMONT MACCOROTD CHSKTPY COCTIRY SHEAHANDYEMOTD ODPIIIER, BCISICTRHE STOM HHTEPIPETALNA PeIyARTITOR BHAN G
OCYLISCTEIRETCH DEd MOMOUIEMHHA CTAHAAPTHEIX H KOHTPU BHED 0D 0.

B.1.2 KomsueoTeeH Hpii Bes s maitoHHEBTT AHANNS CONSPAEAHNA DIEMCHTOR B TRCRAOM BEUSCTES JTB0R NpHpoIsL.

NAPUKTEPHCTHER METOMA:

- DR NPOBSASHWA RHEIHIE HEODAETE LD MMETE 1 PEABIPATEILHY 0 MHEEPMEEHID O cocTase OhpaInms;

- MPOCTRA POGONOIIOTOBKR;

- MEIHKO-DHOEOTHEECKHE TPODE! HCCSIY T B CBOSM SCTECTECHHOM BrAg, Tl 0Caoioos TEHHA 0T OPIAHRHSCKHY
HOIECTR,

- [QIHOTE BHATHEL, T.6. COHOBPEMEHROE onpeteaci e soex snesentos [epnoamaccxoil cueresim JH. Men-
T L

- YHHESPCLTEHOCTE | ROIMOKHOCTE QHLIH I GEESKTOR C NENER ONPEIcieHEA PAVTHHHEE DpHMeceii);

- CHEHOBDEMEHHEH PECHOTPALNE BOey e eHTOR,

- LUNPORME DAHHAMBHSCKHA THRNEI0H, T2, BOIMOMHOCTE ONPEIEIcHIE GCHOBHEY, MPAMECHEN 1 CISE0BERIN
COCTARTH KN

- HHIKUE TPEIensl ofHapyseHil — oTHockrensee (1077 — 10~ 7) pace. % Ges CnisIonang KoHesTpH-
pomaHen) 1 abcomsrmHae (10" — 129} r, w0 Io3E0IHeT PRCKOIOEITE TPSIEERHG MILTAE KOMHUSOTRA NHI08, T.8.
FIPOBEIHTE BPAKTHEECKN HEPEEPYILLEELIHEE AHLIMI;

- BOAMOEHOCTE JIOKUIRHODO W DOCI0H HOM AHATIE € BRCOKUM PRIpEineHHen no moseprHocTH (<00 MM} n
riybiHe (3 1w ).

B.13 Ananni nposoIst HE AA30PHOM FHEPTOMECC-AHATHMEATORE C pHOEpemEEmel crocofHocTen 1o 5000,
Perscrpauns  MECC-CHCKTPOR DPOMCEOIHT HA oTondactikke, Bpesa, 1arpadusscMos Bl aHLUIHI, JG8HCHT OT
rpebyesoi ayscTaTensrocTH {100 — HET) % n mosser gamendToea o1 13 smus o 2y, Macca npobel, seobxonmsan
A8 ODECIIEYEHHA MEKEHMILTEHON YYBCTRITENRHDCTH AHANNEA, — O ur,

THHOCHTEALHIR CHCTEMATHHECKEN NOFPELHOCTS 8.y,

fary = 30 % B muamrione sy Kodgestpansi (1107 — 1107 %) aace. %,

B = 20 %5 B puamone cpeainx koruentpreni (1104 — 1) sace. .

Gy = 10 % B auanazone onpeacieHis ocHossl (1 — P00 smace. 5.

[Mpooeoypa sunoameHns Meronexd wuimkesa 8 aokysenre MP N0 387185 visepxaearoy Munsopasos

CCCP (60585
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B.2 Onpeacacame sOENCHTRALRE PACTEOPCHHKX (HpM MCTLLI0N B BOAHOHE BLTAKKE, 2 Th-aoil iHMmoaH0@E KncaoTe
o funoanraseckom pacteope (0,9 % NaCl) meronos aToMAc-aFeoplusoHE0H CHEETPOMETPER (B IIAMERE H 3EKTPO-
TEPMESECESN ATOMBIANME B rpadaTessi mewn)

ATOMHO-ADCOPDUMOHHEH METOI OCHOBIH HE HIMEDEHRN STOMHOTD NOFEOIEHIE 10 AHATHTHHECKHM THHHAY
MPH BEEIEHIN AHLTHIMPYEMBIX EHIEHE P00 0 IPRAYHPOEMIHLY PACTHOPOE 18 TUHLAM.

MNpousnypa BainoeacEns MeToanes wioeeda 8 DOCT P OSDEAS,

Yenomss onpeneenns MeTaios mpescrasieds 8 tabinue B Onpe geaenne nposcasT Ha arosso-abeopium -
OHHOM CHEKTPOMETRE © UIEMEHHEY STOMHSITOPOM.

Ecnu siaccopin KOHUSHTPSIUMA METILLIOR B AHLIHIREYEMO0il Npobe NPeasiuaneT BepsHE TPRHRLY THE1EH:
DI IEIAeMEN KoHLeHTpanmi (C). T nonyokseTed puadapacHie npods.

OFaas MEHEPRTH3LNA AHATHIMPYeMBX 1TPOT HE BERHE npeasiuats Goaee 5 rin

IMpaaynpoROYHEE PACTROPE FOTORAT @3 CTAHARPTHEX ODPASLOE COCTER PACTEODOR METLLION © KOHUSHTPE-
et 1w 0] sr/sen.

Jos xonuerTpaunii metamnos or 0,01 g0 005 scfa, o7 005 oo L0 s, o 10 o 2000 saci/n woce. 200 mrfa

OTHOCHTEN RHRE TR I HOCTE PEAVITETATOR OHIUTHEL i ALNERHA COCTORIATR 4‘”. 10, 5w 25 % cooTeEeTCTHEHHG.

Tadawna B — A’IUMHH{—KUFH_JI]HUHHIJE N PEASTEHHRE MOTAUIOE B IULEMEHR

TnestemT i Ha L JTOK, wA Tun mrameHn i, s L C. mrfn
Ag 3281 1040 Npoman—aowys 7—8 0,05 5
Al 3045 4. 1—4.5 Anreranen, ™ 1h—12 {15 1]
As 193.7 4 (—4 5 ALSTIUICH— BORIYK —0 {1,004 K0
Au 2418 4,630 To e -4 .05 1]
Ba 5536 4,550 » &—7 2 00
Bi 2231 4,1—4.5 Mponun—aoarys 7—8 0,05 6
Ca 422 7 19—413 Tor me T—8 0.1 Lo
Cd 2.8 1035 + T4 0,005 25
Co 240.7 4 0—4.5 ® T—8 0,02 5
Cr 357.9 4,050 ALCTIICH—BOIY 6—7 0,05 7
Cu 348 1,540 [Tponas—aownys 7—3 0,005 7
Fe 248 3 4. 4—4 5 To we T—8& 0,05 I
Mg 2852 =35 » T— 0,1 0.7
Mn 2795 4.0—4.5 o T—8 0,02 5
M 3133 30—5.5 ALCTHICH—BORLYX 7—8 0,05 i
Mi 2322 4.0—4.5 [Mpomas —aowryx T—8 .5 7
Ph 2832 4246 To we T—4 0,02 AL
Pd 2448 4,347 » —3 0.1 Lk
Pt 2659 4,550 ALETIIC H— BORIYX =9 0.1 150
Sb 2312 4,650 Mpomas—aoayx T—8 0,1 LIk
Se 1960 4 —44 To xe T—4 DS iy
&n 2863 4,444 ANCTHICH—BO3IYX §—0 4 400y
Sr 46,7 4.0—4.5 To e 6—7 0.5 25
Ti 3643 50—54 AveTHien, Ny 10—12 0.2 i
W 3134 S0—54 To we 16—12 0.2 i
n 2139 3,135 # —7 0,005 5

B mtmmuax B.1 »n B2 npunsis obossaaeH na:
A — LTHHA ATOMHOM COCETPRARHOH AHHKH;

B — PRECCTORHUE OT FOPEIKN W BEHTPE CROIHMOCTH IyHei CISETPUTRMOR TEsms;

Lo MK — cpeades SHAMCHAE PADOMETD TORIL CIEKTPATRHON JAMIL © NOUTEM KATOR0M:
£ — HIGKHAR CPAHMDE JHANEHIHL ONPeIeneHHA MeTaLTaB (npeaen obsapyskerna);

€, — BEPNHAR IPAHHLA DHATLINHL ONPSIEICHHA METALI0E;

T — vemneparypa;
f — BpEMH.

B.3 Oupeacocumse METAUIOR © BOMOEEN JACETHTCPMENECKOH STOMARIEN

Yenoenn OTTPEASIE HES MOTUWIR0E [ERCECTARICHEL B Tatuwese B2, L}[I[.“!JL".'.IEHHL' TIPOBGEHT Hi E1T{T!.IH[!I-HEH.'IJ}JE-]JI-I-
DHHOM CHCETROMETPC, NPECIHATHEMCHHDM LIR ONPEREICH A MACODHBLX KIJI{I'.IL'H'.I'FI‘:'LLII-II:"I MOTICLIOER B HHIKHX |||:Iuﬁux
nyTemM <o '.'L'.IE}\..‘I.']'.IETI".'FMH‘I.{'L'HIJ#I HTOMH3ZAIENY B ITHJEIJII'ELH!-Uﬂ neqn. B CHNCETPOMETRS  MCIIOESYVEYT  PRCIICTIICHAS
e JOHEHEHON ANHHEH A0 LEHAS §@ NEPeMCcHHOY MAPHWTHOM movie l'HlJEII:K'I.' -IL'L‘.".[ILHH_L WD THNIBOLTHCT KOPPeETHPO-
HiTh CHCETRUIBHBIC MOMEXH FI:]JJIH"[HHIFI NMPHPGOLEL.

i
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Tepupueckan STOMHIALMA NPOXGIHT B arocepe HEEPTHOD TA%] APrOHaL.
[Npody » rpaIyVHPOBECYHEE PACTEOPEL HBOIKT B OTRERCTHE FPAMPATOBEDH NEMH © OOMOWLE MEEPIOSITOR,
Hoanpyespil ofes a0 M0 sk,

TabGbnwpa B2 — {]I]]‘.IL':!L'..'IEHI-H." METLLTOR MpH ':'EIU'I.T]'.IUI'EPH[I!'-IL‘L’IEE!Iﬁ EITOM S L

Peszm TL'|:IM:II'IL'L'K\’.Iil ATO TN i

e . ."II'“\'.. Hemapenne Mupoani Aot asaEny [ e €, wrfa {-I._
MOHT wA Mria
I etnann I, I Erannn
T, C I, 7. C T, C F -
i [ - T.C It
Al 3093 A0 70 i A0 5 500 & X300 1,5 [ 2500 2 0005 105
A 1937 7 0 1] 50 k] 300 ! 2100 1.5 20 2 TERITER) 0,3
Ba 5516 50 70 1] A0 5 00 3 2500 | 25 | 2000 2 0.1 2
Cd 2288 15 70 5 0 3 2 f 1 50 1.5 | 2000 2 O, DiWb0 | (602
Co 2407 15 7 5 0 k] 50 & 2000 [ 2.0 | 2300 2 00005 | 0,05
Cr 3579 15 J0 1] 50 3 400 2 200 | 20 | 2500 2 o002 | 0,04
Cu 3244 15 Y] i &0 3 300 [i] LY 2.0 | 21 2 00005 | 0,05
i O 3113 A0 T i i k] 350 1 2300 2.0 2400 2 (0,005 0,2
Mi 2322 30 ] 15 &0 3 350 [ 20 | 2.0 | 2300 ] o0 o2
Pi 2832 15 0 1] bt ] 250 3 1606 1,2 1804) 2 (r00s | 0,05
5n 2863 0 70 1 &0 3 300 ] 200 | 2.0 | 2500 2 | nao2 0.5
Ti ] % 15 70 i A 5 o0 11 2500 20 2550 p 4 5.0

MPHAOKEHHE T
{CTpaACHHOE )

brtamorpadma

[1] 80 1FA3—14 Biological evaluation of medical devices — Part 14, ldentification and quantification of
degradation products from ceramics

(2] ISO 10993 —15 Biological evaluation of medical devices — Parl 15 ldentification and quantification of
degradation products From metals and alloys

[3] HCO Pygosoacteo 25—00 Obume TpeboBiHEs K OUCHES TEXHIMECKDT KOMIETEHTHOCTH HONMETATE BH LY
ADopaTopHil
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Fououenkie clona; METHUHHCKOE 0G0pYINEIHHE, XHPYPTHUECKOe ofopYIOBANNE, XHEYPIHUSCKHE HHCTPY-
MENTEL, XHPYPTHUECKHE MMIAAHTATE, IvBonpadebiuos obopyionaiie, WHoRpauefibie WHCTPYMEHTLL, v-
GOBPAUCHHLIE MATEPHATE , HCCTEN0DAHKS, BUOAOTHYECKHE HCCIRIORANMA, GHOIEPAnAIHA

Fenaktop 817, Qovpaow
Texiwseckni pegaxrop FH. MTppcocosa
Kaoppekrop: P4, Wewmama
Kounwmrepian neporea EH. Wapmesserowail

Hoa mien. M 02354 or 14072000, Czatio ¢ nafop 1407200, Dodnecano 8 necars 280920, ¥eo. new, oo |40,
Yyeoua 5 097 Topax 7] 2ks. O 5828 Jux. H42

HIMK Hayarenwcvuo crannapron, 107076, Mockes, Koaoaessmit nep:, 14,
Hafipana 1 Haxarenwerse na TIT3IEM
Paamun HAK Hiaamenkerso cranmapros — e " Mockoscknd nesarine™, 103062, Morsksa, Tuann mep., 6.
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