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[lpegucnoBue
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MaUUOHHOM YyKa3amene «HauuoHanbHble cmaHOapmsbi». B cnydae nepecmompa (3aMeHbl) unu OMMEHbI
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caume @edeparibHO20 a2eHmecmea 1o mexHU4ecKoMy peaynuposaHuro U Memporioauu 8 cemu VIHmepHem
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BBenoeHue

CobntoageHne nonoxxeHnn ctaHgaptoB cepun 1ISO 10993 «OueHka bronornveckoro A4ecTBns MeauLmH-
CKUX N3aennii» No3BONUT obecnevynTb CUCTEMHBIN NoAXoa K UccneaoBaHUO DUONOrM4eckoro 4eMcTBUA Mean-
LNHCKUX U30enuni.

Llenbto 3TMX CcTAHOAPTOB He ABNAeTCH Oe3yCnoBHOE 3akpenneHne eanHoobpasHbIX METOOOB UCCNeaoBa-
HAUX 1 UCNBITaHWUA 3a rpynnamMmn oaHOPoAHbIX MeAULMHCKUX U3OeNn B COOTBETCTBUM C NMPUHATOW KnaccugpukaLn-
en Ux no BMay U ANUTENLHOCTU KOHTaKTa ¢ opraHuamMom Yenoseka. [losToMy nnaHupoBaHUe U NpoBedeHue
nccnegoBaHMA M UCNbITAHUA OOMMKHBLI OCYLLECTBNATE CNelUnanuncThl, UMeroLLne COOTBETCTBYOLLYHO NOATOTOBKY U
ONbIT B 06NacTy CAHUTAPHO-XUMUYECKON, TOKCUKONOrM4ecKon 1 B1onorm4eckomn oLeHOK MeauLMHCKUX U3aenui.

CtaHaapTbl cepun 1ISO 10993 aBnsaoTcs pyKOBOAALWMMU AOKYMEHTaMM ANd NporHo3UpoBaHUS N UCCTe-
0OBaHNSA BNONOrMYecKkoro AenMcTBUA MeguLUUHCKUX n3gennii Ha ctagun Belbopa maTepuanoB, NpegHasHaveH-
HbIX OS89 UX N3rOTOBIEHUS, a TakKe AN nccneaoBaHniA roToBbIX M3Aenni.

B cepuio ISO 10993 BxoasaTt cneayoLlme 4yacty nog oowmm HammeHoBaHmem «Msgenna meguumnHcKme .
OueHka bruonornyeckoro 4encTBmMg MeauumMHCKUX n3genummniy:

Hactb 1 — OueHka 1 nccnegoBaHug;

UacTtb 2 — TpeboBaHUA K obpalleHNto ¢ X KUBOTHBIMU;

Uactb 3 — MccnepoBaHUA reHOTOKCUYHOCTU, KaHUEPOreHHOCTU M TOKCUMYECKOro AEUCTBUSA Ha penpo-
OYKTUBHYHO (PYHKLUIO;

UacTb 4 — VlccneaoBaHue nsgennin, B3aMmMogenCcTBYOLWNX C KPOBbIO;

YHacTb 5 — VlccnegoBaHMe Ha UMTOTOKCUYHOCTL: MeToabl In Vitro;

Hactb 6 — VlccneaoBaHMe MeCcTHOMo AeUCTBUA Nocne MMniaHTaunn;

UacTb 7 — OcTaTouHoe coaepXaHue aTUNneHokcuaa nocne crepunmsaumm;

Hactb 9 — OCHOBHbIE NPUHLUMNBI NAEHTUMUKALIMA 1 KONUYEeCTBEHHOIo onpeaeneHnst NoTeHuManbHbIX
NPOAYKTOB Aerpagaunu;

Uacte 10 — VccnepooBaHue pasgpaxarowero 1 CeHCMbunmsnpyrowero 4enNcTBus,

Uactb 11 — NccnepoBaHme obLEeToKCUYeCcKoro AeNCcTBUS;

Yactb 12 — lMNpurotoBneHune npob u ctaHgapTHble obpasubl;

YHactb 13 — MaeHTudmnkauma n KonnmdectBeHHoe onpeaeneHne nNpoaykToB gerpagaumn nonMMepHbIX
MeaANLUNHCKNX M3aenunin;

Uactb 14 — VageHTuUdmkauma n KonmyecTtBeHHoe onpegeneHne NpoayKkToB Aerpagaunn nsgennm ns Ke-
DAMUKWN;

Uactb 15 — aeHTUdukaumna n KonnvyecTBeHHoe onpeaeneHne NpoayKTos gerpagauum nsgenmm n3 me-
TannoB W CNNaBOB;

UacTe 16 — MogenupoBaHue 1 nccnegoBaHue TOKCUKOKMHETUMKU NPOAYKTOB Aerpagali U BbIMbIBAHUA;

Uactb 17 — YcTaHOBNeHMe noporoBbIX 3Ha4YeHUN ANs BbIMbIBAeMbIX BELLECTB;

UHactb 18 — NccnegoBaHMe XMMYECKUX CBOUCTB MaTepUanos;

YHacte 19 — MccnegoBaHne pU3NKO-XUMUYECKNX, MOPEONormiyecknx 1 Tonorpagpuyeckmx CBOUCTB Ma-
TepunanoB;

Uacte 20 — lNpuHUMNbl 1 MeToabl nccneaoBaHUA UMMYHOTOKCUYECKOro AeUCTBUS MeaULMHCKUX n3ae-

L

NNA.

1ISO 10993-1 cogepXUT OCHOBHbIE MPUHLKMNBLI AN COCTaBNeHUs NporpaMmmbl OLEHKA BUONOrM4eCcKon
besonacHocTU. Pasgen 3 ISO 10993-1:2003 oTme4aeT, 4To Npu BbIbope matepurarnos ANs NCNob30BaHUA Npunt
NPOU3BOACTBE U3OENns MaBHbIM KpUTEPMEM AO0TMKHA ObITb MPUroAHOCTb K MCMOMNb30BaHUID. OTO OTHOCUTCS K
XapaKTepucTUKamMm U CBOUCTBAM MaTepurana, KoTopble BKINIOYaT XMMUYECKUE, TOKCUKONOrndeckne, gusndvec-
Kne, anektpudeckune, mopdgonormdyeckne n mexaHmiyeckme cBoMCTBa. 9Ta MHpopmMaunsa Heobxoauma nepen
nobon buonormndyeckon oueHkon. MNoagpasgen 7.2 ISO 10993-1:2003 oTMevaeT, 4TO NPoAoIKaoLLAasACs Npuem-
NeMoCcTb BUONMOrMYEeCKON OLEHKU SIBMIAETCH acneKToOM CUCTEMBI KOHTPOMS KavyecTBa.

Tarke |ISO 14971 oTMevaeT, UTO aHanM3 TOKCUKONMOrMYEeCKOro pucka AomKkeH nNnpuHumMaTb BO BHUMaHKUE
XUMUYECKUN COCTaB MaTepuranos.

TpeboBaHUs, 0603HAYEHHbIE B HACTOSILLEM CTaHaapTe, nNpeaHasHaveHbl ANs NonyvYeHus cneayoLlein nH-
bopmaumn, KoTopast NIOMOXKET CNPOrHO3UpoBaTb DUONOrMYECKYO peakL o Ha Mmarepuan:

- XMMWUYECKNN COCTaB MaTepunanoB, NCMNOMNb3yeMbIX B MPOU3BOACTBEHHOM MnpoLlecce, BKMoYas 400aBKU
npun obpaboTKe N 0caaKkn, HAaNPUMeEpP, OCTaTOYHbIE XMMUKATLI, YACTALLKE, Ae3UHDULMPYIOLLIUE U TECTUPYIOLLIME
BELLECTBA, KUCNOThI U LLENoYu;

IV
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- XdPdKTEeEPUCTUKA MaATEepPNalioB, NCNOJIb3yYEMbIX TIPWA NMPpOonN3BoACTBE MEAMNLIMHCKNX n3genvin, a Takke B

KOHEeYHOM BapuaHTe U3aennn;
- MAeHTUMpUKaUMSa MaTepuranoB Mean
- CNOCOBHOCTbL Marepunanos MeauLnr
npouecce nNpon3BoACTBa;

IMHCKOIo U3aenms;

CKOro U3aenns K BblAeneHunto BeLLeCcTB U NPOAYKTOB pacnaja B

- M3MEHEHUs B KOHCTPYKLMOHHBLIX Martepuanax ns3-3a U3MeHeHun B Npon3BoACTBEHHOM MNpoLecce Unu
HeoCTaTOMHOro KOHTPOSA NPOU3BOACTBEHHOro npoLecca.

XapaKkrepucTuku cocTaBa NPon3BOACTBEHHBIX MaTEpPManoB HAXoOATCA, B OCHOBHOM, Mo KOHTPOMNEM MNo-
CTaBLUMKOB 3TUX MaTepranoB. TeM He MeHee, pyrne XxapakTepucTUKKU, Kak NpaBuno, 3aBUCAT OT TpeboBaHNUN,

KOTOPbBIM O0JIXXHO COOTBETCTBOBATbE IOTOBOE

MeaULMHCKOE n3aenne, a Takke oT TEXHONMOMMYeCcKux npoLeccos,

MCMONb3yeMbIX U3roTOBUTENEM MeaULMHCKOro n3genus.
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M E X T O CY 3D APCTUBEWUHH bl W C T A H O AP T

U3ANEJINA MEOULMHCKME.
OLIEHKA BUONOIMMMYECKOIro QEMCTBUA MEOULUMHCKUX U3OENUA

YacTtprp 18

UccnepoBaHne XMMUY€CKUX CBOUCTB MaTepuanoB

Medical devices. Biological evaluation of medical devices. Part 18. Chemical characterization of materials

[NaTta BBegeHnsa — 2013—01—01

1 ObnacTtb NnpUMeHeHuns

Hactoqalwmmn ctaHaapT onuckiBaeT npoLleaypy naeHTupmnkauum matepmana n ngeHtudpukaumm n onpeae-
NneHna ero XxmMmmdeckmnx cocrtasnawowmnx. l'onyvyeHHble gaHHble 0 XUMUYECKUX CBOMUCTBaX MaTtepuana MoryT
ObITb UCNONBb30OBaHbLI AN PAJa Ba)XXHLIX MPUMEHEHWIA, Hanpumep:

- KakK 4acTb OUeHKM obwen duonorndeckon desonacHoctn meguumnHckoro nagenus (ISO 10993-1 u
14971);

- N3MepeHna YPOBHSA 3KCTpaKLUMKX BelecTBa U3 MeaMLUUHCKOro U3aenna ansg oueHKM COOTBETCTBUSA A0-
nycTUMOMY npeaeny, BblOpaHHOMY ANd AAaHHOMO BellecTBa C TOYKUM 3PEeHUsl OLEHKM pucka 300PpOBbIO
(1ISO 10993-17);

- OLleHKM COOTBETCTBUA NpeanaraeMoro martepuana KIMHUYeCcKU NpoBepeHHOMY MaTtepuany;

- OLeHKW COOTBETCTBMA KOHEYHOro NpoayKTa npoToTUny U NPoBepPKU MPUMEHUMOCTM NONTYYEeHHbIX daH-
HBIX AN 060CHOBaHUA OLIEHKM KOHEYHOrO NPOoAYyKTa;

- 0T60pa NOTEHUWNAIIbHO HOBbLIX MaTepWalioB 41nd MeguumHCKNX n3genun, NCNOJ1Ib3YEMbBIX B KOHKPDETHOM
KITMHAYE CKOM NPp1MMEHEHNI.

Hactodawmnn ctaHaapT He paccMmaTpuBaeTr UAeHTUUKALUUIO UM KONMUYECTBEHHYIO OLIEHKY MPOOYKTOB
aerpagaunn, kotopble paccmoTpeHbl B SO 10993-9, 1ISO 10993-13, SO 10993-14 1 SO 10993-15.

HacTtodawasa cepusa ctaHgaptoB SO 10993 npumeHaeTca, ecnu matepuan Unm usgenue npamMmo Unm Koc-
BEHHO BXOOMWT B KOHTaKT C TenoM nauneHTa (cMm. 4.2.1 B ISO 10993-1:2003).

Hactosawunn cTanaapT npeaHasHadeH anst NocTaBLUKOB MaTepnanoB 1 U3rotoBnTenen MmeguuUnHCKUX ns-
Oenvuim npu oueHke druonornyeckon BesonacHoCcTy.

2 HopmMaTuBHbIe CCbINIKN

[lepevncneHHble HXKe MaTepuanbl UCMONb3YyOTCA B HacTosWeM ctaHgapTe. ['lpy gaTMpoBaHHOW CCbIKe
NMPUMEHSIOT TONbKO yKasaHHoe usaaHue. Npu cebinke 6e3 aatbl NPUMEHSIOT nocnegHee n3gaHme ykasaHHoro
OOKYMeHTa, BKNoYad Bce NornpaBKuy.

1ISO 10993-1:2003 Biological evaluation of medical devices — Part 1. Evaluation and testing (OueHka
OMonornyeckoro AencTeud MeauuuHceknx nagenun. Hacts 1. OueHka n uccneaoBaHus )

1ISO 10993-17 Biological evaluation of medical devices — Part 17: Establishment of allowable limits for
leachable substances (OueHka buuonorMyeckoro AeNCTBUS MeauUUMHCKUX n3genuin. Yacts 17. YcTaHOBNEHME
NOPOroBbIX 3Ha4YeHUM ANA BbIMblIBAE€MbIX BELLECTB)

1ISO 14971:2000 Medical devices. Application of risk management to medical devices (3genusa meau-
UMHckMe. NpnumeHeHe MeHegKMeHTa pucka K MeauUMHCKUM U3aennam)

U3paHne odbvumanbHoe
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3 TepMUHbI N onpeaeneHus

B HacTodawem cTaHgapTe npumeHeHbl TepMUHbl No 1ISO 10993-1, a Takke cnegyowmMe TepMUHBI C COOT-
BETCTBYOLLMMM onpeaeneHnamMu:

3.1 nocTtaBLWuUK: JInuo nnn kKoMmnaHus, NnponsBoasLLas U/nm NoCcTaBnAaAoLas OCHOBHLIE ChlIPbEBLIE Ma-
Tepuansl ANg Npon3BcacTBa MeguLUMHCKOro n3genuns.

3.2 U3roroButenb: Pusndeckoe UN1 ropuanvyeckoe nuLo, OTBETCTBEHHOE 3a AM3aluH, NPOU3BOACTBO,
YMaKoBKY U MapKUPOBKY MU3aenuda Ao nocTynneHna Ha pbIHOK nog ero MMeHem, BHe 3aBUCUMOCTU, BbIMOMHSA-
NMNCb N TakoBble AEUCTBUS STUM NTULUOM UM ero nocpeaHnKamu.

3.3 KOMNoHeHT: [lpegmeT, npon3seadeHHbLIN U3 OCHOBHOIC NnepBoHadanbHOro Marepuana, He ABNAo-
LMNCcAa MeauLMHCKUM 1U3agennem, a Nullb ero 4acTblo.

3.4 npeobpasoBaTtenb: HenoBek UNM KOMMNaHUA, KOTopble NpeobpasyoT OCHOBHOW NepBOoHaYarbHbIN
MaTepuan Unm cos3aatoT U3 Hero NonysaBepLlleHHbIN NPoAyKT (HanpumMep, OTPe3Kn CTepKHEN, TPYOKN, NNEeHOM-
Hble pyKaBa).

3.5 uccnegoBaHne XMMUYeCKUX CBOUCTB: VoeHTUMUKALMA MaTepuana, onpegeneHme n Konndec-
TBEHHbIN aHaNn3 BeLWEeCTB, coagepXaluxcd B Matepuane Unm 3akoH4YeHHbIX MeguLUMHCKUX N3aennsx.

3.6 uUcyepnbiBawlLlee 3KCTparupoBaHue: JKCTparMposaHe 4o Toro MOMEHTAa, NPU KOTOPOM KOJNUYEC-
TBO OCTaTKa B nocneagytolem aKkeTparmpoBaHin coctaBnaet meHee 4eM 10 % ocTtaTtka, obHapy»XeHHOoro npwu
NepBOM 3KCTparnpoBaHUN.

[TpnmMedaHune— JKCTparnpoBaHue ABNAETCH CNOXHbIM MPOLECCOM, HA KOTOPbLIN BITUAIOT BPEMSI, TEMMEpaTy-
pa, COOTHOWEHME NMNOLWAAN NOBEPXHOCTU U 0ObEMA, areHT 3KCTparmpoBaHusa 1 pasoBbin cocTaB matepmana. PasoBbin
COCTaB Mmartepuana onpeaensieT OTHOCUTENNbHbIE 3HAYEHNA aMOPMHON U KpucTannudveckon das. B amopdHon dhaze Tem-
nepartypa creknosaHus T onpegensaet MOBUITBHOCTb NONIMMEPHOW LEeNU N CKOPOCTb AndPy3nn B AaHHOU ¢pase. ObbivHO
CKOPOCTb AndPy3nm npu Temneparype Boiwe T 1em bonblue, Yem Hmxe 3HaveHne 7. CkopocTb andpdpy3vm meeTt Hau-
MEHbLUEeEe 3Ha4YeHne B Kpuctannmyeckon daase.

YCnoBusA 3KCTparmpoBaHUA He 4OMMKXHbI HapyLwaTh 0a3oBoro paBHoBecus martepuana. lameHeHue pasbl MOXET Mo-
BIUATb HA KONMUYECTBO U BUA 3KCTparmpyemoro sBewectsa. [1py ncnonb3oBaHumn ncHepnbIBaOWEro 3KCTparmpoBaHus He-
06X0ANMO TWATENBHO YHECTb BNUSHUE Bonee BbICOKUX TEMMNEPATYP UK APYIMX YCITOBUN HA KWNHETUKY 3KCTParnpoBaHUs u
COCTaB 3KCTparnpyemMsbix BewecTs. Hanpumep, cylwecTBYOT onpeaenenHbie Npodbrnemb! Npu NCrnonb30BaHUM NOBbILLEHHbIX
Temneparyp:

a) NOBbIWWEHNE TEMNEPATYPLI MOXET BbI3BaTb AOMNONMHUTENBHOE CTPYKTYPUPOBAHME NONMUMEPA N, TAKUM 0Bpa3om,
CHU3NTb KONMM4YECTBO CBOBOAHONO MOHOMEPA, MUTPUPYIOLLLETO U3 NONMMEPA;

b) NoBbILWLEHME TEMNEPATYPLI MOXET BbI3BaTh POPMUPOBAHME NPOAYKTOB pacnaga, KotTopble 06bIMHO OTCYTCTBYIOT
B 3aKOHYEHHOM U3OENUN NMPU HOPMAarbHOM UCMNOJNIb30BAHUN;

C) NOBbIWEHNE TEMMEPATYPLI MOXET BbI3BaATb MCHE3HOBEHWE BbIMBIBAEMOIo MaTepunana, 0bblvYHO NPUCYTCTBYIOLLLE-
o B 3aKOH4YE€HHOM U3OENUMN.

3.7 MopenMpoBaHuWe 3KCTParupoBaHUA: JKCTparnpoBaHne Ans oUueHKN NoTeHUManbHoro pucka ans
nayuMeHTa unm norb3oBaTens npu obblMHOM NMPUMEHEHNU N3OenNUs, NCNOMb3YoLLLee COOTBETCTBYIOLLINIA areHT,
KOTOPbIA UMUTUPYET NPUMEHEHUE N3nenms.

[TpumevaHune—CM. npumedaHme K 3.6.

4 O603HaYEeHMA U COKpaLLEeHUNA

B pasgene 7 npumMeHeHbl cneayroline cokpalleHUs.

Tabnuua 1— Metogonornveckme cokpalleHus

CokpauleHue AHaANUTUYECKUN METO
INIMTA INnHaMn4eCcKMn MexaHoTEPMNYECKUN aHaNn3
HCK OuppepeHunanbHas CKaHNPYOWAasa KanopumMmeTpus
SHPA-COM SHEepProancnepCcNoHHbIN PEHTTEHOBCKUN aHANN3 —
CkaHupytowas 3nekTpoHHas MUKPOCKONUS
OUNKC Pypbe MK-cnekTpockonus
[ X [ azoBas Xxpomartorpapus
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OkonyaHue mabnuubi 1

CokpalleHune AHANMUTUYECKUN MEeTOo
MC Macc-cnekrpockonms?a
[T1X [ enb-NpoHUKawLWas XxpomMmartorpadus
BOXX BblcokoahekTUBHAA XUOKOCTHASA XpomaTorpadus
NCI' MHOYKTUBHO CBA3aHHas nnasma
MK MudopakpacHas (CnekTpocKkonus)
AMP AaepHbI MArHUTHBIN PE3OHAHC {CNEKTPOCKONUSA)
YO YnbTpaduronetoBas (CNEKTPOCKOMNUS)
POC PEeHTreHOBCKAs POTO3INEKTPOHHAs CNEKTPOCKOMNUS
Pd PeHTreHoBCKas onyopecueHuus
Orrs [1ByMEepHbIN NoNnakpunaMmuaHbiv refieBbiv 3anekTpodopes
a2 Macc-CnekTpoCcKonus 4acto NMpUMEHSETCH BMeCTe C Xpomartorpauuieckumm metogamun, Takmmm kKak [ X-MC,
HKX-MC n MC-MC.

5 OCHOBHbIe NPUHUUNBI

[TepBbIM 3TanoM Npu oLeHKe Buonorvyeckon 6esonacHoCTU MeAULUHCKOro N3aenua ABnaeTca paccMoT-
pDEeHNEe XMMWUYECKOTo COCTaBa MaTtepmnanoB, U3 KOTOPbIX U3rOTOBMNEHO AaHHoe nsaenue. 310 Takke BaXkHO Nnpu
OLEeHKe COOTBETCTBUSA:

a) npegnaraemMoro matepuana u KnuHn4deckn obocHOBaHHOMO Martepurana,
b) npoToTuna n3genus U roToBOro U3aenus.

O0630p npoueaypbl onpeaeneHns XMMNYecKnx CBOMCTB, NPUBEAEHHbIN B HAcTosALLEM cTaHaapTe, U ee
CBSI3N C OLEHKOW pucka npuBeaeH B NpUoXKeHum A.

[1na onncaHus XMMNMYecKkoro coctaBa Matepuana HeobxogMmMo NonNy4YnTb KadecTBeHHble AaHHble. Komnu-
YeCTBEHHbIEe JaHHble Takke HeoOXoaMMbl, eClin OHU UMEOT OTHOLLEeHMe K Bonpocy duonoruyeckon besonac-
HocTU. [N HekoTopbIX MaTepuanoB MHGPOPMaLMA O COCTaBe MOXET coaepXaTbca B crneumdukaumm
MaTepuana. Takme matepuanbl Kak NofIMMepPbl MOTYyT UMeTb Donee CIoXKHYH KOMMO3ULNIO, U AeTann cocTaBa
OOMKHbI ObITb NOMyYeHbl OT NMocTaBLLMKa MaTtepuana. [pu oTCcyTCTBUM TakuxX geTanen Heobxoanmo Nony4nTb
[JaHHble MO COCTaBy C UCMOSb30BaHMEM COOTBETCTBYHOLLEro aHanuTU4eckoro Metoaa.

OnpegeneHne cocTaBHbIX YacTen martepuana, npegHasHa4eHHOro Ansl UCNonb3oBaHUA B NPOU3BOACTBE
MEONLUMHCKOrO 13aenus, No3BOMSET UCCNeaoBaTbh NMPUPOAHYHO TOKCUYHOCTb KaxKaou cocTaBndtowen. MNony-
YeHHble JaHHble npeaHasHadeHbl AN UCNOoMb30BaHUA U3roTOBUTENEM MeaULUUHCKOro nsgenus npu obwen
oLeHKe buonornyeckon 6e3onacHOCTU MeanUnMHCKOro nsgenusi. B cBasn ¢ aTum HeobxoanMmo BBECTU CUCTEMY
KOHTPpOMNA ANs npeaoTBpalleHnst MSMeHeHUs1 NOCTaBLMKOM cocTaBa MaTepurana, NnocTaBsseMoro noa onpeae-
NEHHBIM KOMMEPYECKUM TOProBbIM HAMMEHOBaAHUEM UM AOTOBOPOM NOCTaBKU 6e3 npeaBapuTenbHOro yBe-
OOMINEHNA W3roToBUTENS MeaununuHckoro msgenusa. M3rotoButenb AOMKEeH oueHWUTb nocrnegcTtBus nobdbix
0DOBABNEHHBIX U3MEHEeHUA ANsg buonormdyeckon 6esonacHoOCTU N3aenus.

NMobasa 13 cocTaBnALLWMX MaTtepnana unu AobdaBoK, NCMoNb3yeMblX B npoLuecce Npou3BoaAcTBa Mean-
LINHCKOTO M3aenusi, ABnsAeTca rnoTeHunansHo BMonorMiyeckn gocTynHon. Tem He MeHee, HeobxoaUMO UMETb
MHPOPMAaLUIO, YKa3bIBalOLLYIO CTEMNEHb AOCTYMHOCTU KaXXJoW U3 COCTaBMAOLWMX B YCIIOBUAX pearibHOro uc-
MONb30BaHUA rOTOBOro NpoaykTa Ans oLeHKN NX pucka. ATy MHopMaLnio MOXHO NOSTy4YnTb, OCHOBBLIBAACH Ha
aHanu3ax, Mony4YeHHbIX NPy 3KcTparMpoBaHun mMatepuana. HeobxoanMmo ncnonb3oBaTb COOTBETCTBYHOLLME
YCITOBUS IKCTparMpoBaHua (MogennpyemMoe akcTparmpoBaHme) ansa obecnevyeHus Toro, Ytobbl nobas cocTas-
nawLwas, kotopas oyaeT BblAeNATbCSA B MPoLEecce UCMOoNb30BaHNA 3aBepLUeHHOro nsgenust, obina BolgeneHa B
cpeny aKkcTparnpoaHus. MNony4YeHHbIN 3KCTPaKT MOXHO NpoaHann3npoBaTh KAYeCTBEHHO U/ KONMNYECTBEH-
HO ANA NOMyYeHUs AaHHbIX, KOTopble 3aTeM MOryT ObITb MCMONb30OBaHbI NPU oLeHKe Buonorudeckon besonac-
HOCTU MeaWUMHCKOro usgenns.
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[Mpoueaypa onpeaeneHns XMMNYeCKNX CBOWUCTB AOSMKHA OTpakaTb XapakTep 1 A4NMTENbHOCTb KNUHUYEC-
KOro BO3OeUCTBUA 1 onpeaensaTbCsl 3KCNepToOM Mo OLEeHKEe TOKCUKONMOrM4eCcKoro pucka Ha oCHOBe AaHHbIX, He-
obXoauMBIX ONs oLUeHKN Bruonormndeckoin besonacHocTu nsgenus. OHa Takke AomkHa oTpaXaTb hnandeckoe
COCTOSIHUE UCMOMNb3YyEMbIX MaTepuanoB, Byab TO XUOKOCTU, renn, NoNMMepsl, MeTanmbl, KepamMmka, KOMMo3n-
Thbl U MaTepuanbl DUONOrNMYECKOro NMPOUCXoXAeHUS.

YcnelHoe 3aBeplieHue npoueaypbl onpeaeneHmnst XMuMn4eckux CBOUCTB, ONMUMCaHHOW B HACTOSALLIEM CTaH-
napte, TpebyeT TECHOro COTpyaHMYECTBa MaTepPUanoBeaoB, aHANUTUKOB U 3KCMEPTOB MO OLLEHKE TOKCUKOMOr -
yeckoro pucka. B Takom napTHepcTBe MatepuanoBed W aHanuTUK MnpeaocTaBnsioT Heobxogumble
KONMUYEeCTBEHHbIE N KavyeCTBEHHble daHHble, KOTOpble 3KCNepT NO OLUEHKEe PUCKa MOXEeT UCMNOoMb3oBaTb AN
onpegeneHnsa 6e3onacHOCTN N3aenus.

6 lNpouenypa onpeaeneHNa CBONCTB MaTepuanoB

6.1 O6Wwue nonoxeHun

[TlonyyeHne gaHHbIX 0 XUMUYECKUX CBOUCTBAaX ABNSAETCHA CTyneH4YaTbiM NpoLeccoM, CBA3aHHbIM C OLEeH-
KON puUcKa. bnok-cxema aToro npouecca, cCoctosas 13 NnaATn atanos, npueegeHa B npunoxkeHun A. Tpebosa-
HUA K onpedeneHuo XUMUYEeCKUX CBOUCTB U PYKOBOACTBO MO KaXAoMy 3Tany npuBedeHbl B 6.2—6.6.
AHanuTnyeckme Metoabl A0MKHbI ObITb BbIOpaHbl € Lienbio NonyyYeHus TpedbyemMon nHdopMaLunn Ans TOKCUKO-
norn4yeckoun oLeHkn. Ecnu noaxogduwimne Metoabl He HanaeHbl, To HeobXxoanmMo paszpaboTaTtb COOTBETCTBYOLLMUE
HOoBble MeToabl. [epen pa3paboTkon HOBOMo MeToda HeObXOAUMO U3YHUTL CYLLIECTBYHOLIME CTaHOAPThI, MO-
Horpadgpun, HaydHble cTaTb UMK ApYyrMe HaydHble JOKYMEHTHI, MMetoL e OTHOLUEHWE K BOMPOCY, Ha NpeaMeT
CYLLECTBYHOLUX Noaxoasawmx Mmetoaos nccnegosaHusd. INpu ncnonb3oBaHMM MeTOOUK U3 HAYYHOM NTepaTyphl
MOXET noTpeboBaTbCHa UX aganTtaunusa 1 noaTeepXgeHune nepen NCrnoib3oBaHUe M.

Mcnonb3yemble aHanUTUYECKME MeToAbl AOIMKHBI ObITb MOATBEPXAEHLI, A0KA3aHbl N OTPaXKeHbl OOKY-
MeHTarnbHO (CM. pasaen 8). [loaTeepxaeHne aHanUMTUYeCcKoro MeToga — 370 npoLlecce, B KOTOPOM yCTaHaBU-
BalOT COOTBETCTBUE XapaKTEPUCTUK, MOMYYEeHHbLIX AaHHbIM METOAOM, TPeDOBaHWSIM COOTBETCTBYHOLLErO
aHaNMMTUYEeCKOro NpUMeHeHunsl. AHanuTudeckme mMetoadbl AOMKHBI ObITh NMOATBEPKAEHBLI COOTBETCTBYHOLLMMU
O0OOCHOBAHHBIMU XapaKTepucTukammn, Takumm Kak: TOYHOCTb, onbKka namepenHus, cneunpmniHoCcTb, npeaen
OeTeKTUpPoBaHUA, npeaen KonnyecTBeHHOW oLUeHKU, MUHENHOCTL, AMana3oH, NPOYHOCTb, HAAEXHOCTb U CUC-
TeMHast NpUrogHoCTb.

Ha kaxgom aTtane npoueaypbl onpeaeneHnss XMMUYeCcKnx CBOUCTB HEODXOAMMO OUEHUBATbL NpUeMne-
MOCTb NOMyYEHHbIX AaHHbIX A9 aHann3a pucka. OT1a npoleaypa, B 4ONOMHEHMe K 0ba3aTenbHOMY ONUCaHUIo
XUMNYECKOro CoCcTaBa 3aBepLUeHHOro nusaenusa, goJhkKHa paccMaTpuBaTh KaXKablv MaTtepuan, UCNnoib3yemMbln B
MeaULMHCKOM U3aennu.

[MTpumevaHne 1—9OTtanblZ2und noapasnenos 6.3 M 6.5 COOTBETCTBEHHO SABNSAOTCH YACTbIO NpOoLEecca OLEHKU
PUCKA N HaXogAaTcsA BHE obnactn npumeHeHns Hactoswero ctadgaprta ISO 10993. OHum npuBoasaTcs B MUHPOPMATUBHBIX LE-
nsx ans 0603Ha4YeHUSA BXXHOCTU BINUSHUSA XUMUYECKUX CBOUCTB HA OLIEHKY pUCKa.

[MTpumevyaHune 2Z2—IllocTaBWmK MOXET ObITb MONE3HBIM NCTOYHUKOM MOAXOAAWMX aHANTNTUYECKNX METOAOB.
[Tpn oTCcyTCTBUM KaknxX-Nnnbo nepBoHaYanbHbIX AaHHBIX MO COCTAaBY, B NOMOLLb NpU Bbibope Hanbonee nogxoasilmnx MeTo-
OB aHann3a NepBoHa4anbHOro Marepuana pekoMeHayeTcs n3yvyeHne nuteparypbl Ansl yCTAHOBNEHUST BO3MOXHOIO CO-
cTaBa AaHHOIo Marepuana v UMeLWMXCH NPUMECEN.

Ecnn maTtepuan unm ycTpouUcTBO BXOAUT B MPSAMOU UM KOCBEHHbIWA KOHTaKT C TENOM, MPUMEHSAETCH CTaH-
aapt ISO 10993 (cm. 4.2.1 ISO 10993-1:2003).

6.2 9tan 1 — KayecTBeHHbIe AaHHble

OnuceiBaloT Matepran/ycTponcTBo U ero npeaHasHadeHne. OnmcaHue KadvecTB, 3apUKCUPOBaHHOE O0-
KYMeHTanbHO, TpebyeTcs Ans onpeaeneHnsa cocTaBa 3aBepLUeHHOro n3genunsa, BkNoYvasa npumMec 1 ocTaTku
obpaboTkM ANg Ka)Xaoro marepuana, ucnonbsyemoro B usgenun (cm. 3.3 n pasgen 4 1ISO 10993-1:2003 n npu-
noxeHwe B). YpoBeHb NpeaocTaBNeHHbIX/TpebyeMbiX KadyeCTBEHHbIX AaHHbIX OOMMKEH oTpa)kaTb KaTeroputo
MeaULIMHCKOro N3genns ¢ ToMKM 3peHnd cTeneHn MHBasUBHOCTU U ANMUTENBHOCTU KIMTMHUYECKOTO BO3AENCTBUS,
a TaKke Xxapakrepa MmarepmanoB 1 JomkeH ObiTb 0OOCHOBAH.

KayecTBeHHOE onnucaHne OO0MKHO, MO BO3IMOXXHOCTU, BKNOUATL B cebs AeTanbHyo MHopMaLUio o nap-
TUN NN cepun 1 cneundpurkaunm kaxkgoro matepuana. Bolbop cTaHaapTU3npoBaHHOMO MaTepuana, HanpumMep,
1ISO 5832-1, OonmkeH COOTBETCTBOBATbL €ro Ha3HaA4YEeHUIo.

[MpeanovTuTensbHO, YTODbLI M3rOTOBUTENU MEOAULUHCKNX N3Oennid nonyvann KadyecTBeHHbIE U KONMUYecC-
TBEHHbIE AaHHble O COCTaBe OT NOCTaBLUMKA NepBoHa4vanbHOro matepuana. KonmyectBeHHble AaHHbIe NO Jto-
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ObIM AononHUTENbHLIM gobaBKkam Npu o0bpaboTke, HaNpUMep, BelecTBam, N3 KOTOPbIX U3roTOBMNEHb! (pOPMbl,
TakkKe AOMKHbI ObITb MOMy4YeHbl OT COOTBETCTBYIOLLUX YHACTHUKOB NPOU3BOACTBEHHOM LIENOYKN, BKITHOYas Mo-
CTaBLLUMKOB U U3roTOBUTENEN KOMMOHEHTOB. CocTaB MaTepuanoB AoKeH NMBo oTBeYaTb COOTBETCTRYHOLMM
cTaHgapTam, Nndo BbITb YKasaH npoussoauTenem. Ha gaHHoM atane HeobxoaUMo NONYUnUTb AOCTaTOMHYHO NH-
dbopmMauntc Ana onpegeneHnUsa Bcex HakTOPOB TOKCUYHOCTU XMMUYECKUX KOMMOHEHTOB Martepuana wu
HanpasuUTb ee Ang oueHkn pucka (cMm. 4.3 1SO 14971:2000).

6.3 9Tan 2 — IKBUBaANEeHTHOCTbL MaTepuana

Heobxoanmo NonyvnTb KONUYECTBEHHYIO MHOPMaL Mo, AOCTaTOMHYIO AN CpaBHEHUA N onpeaeneHns
COOTBETCTBUA JaHHOIro MaTtepuana Mmartepuany, UCnofb3yeMomMy B U3genun ¢ MaeHTUYHbIM KNMUHUYECKUM MPKn-
MEeHeHUeM, 1 NONy4YeHHOMY C UCMOMb30BaHUEM TeX Xe NPOU3BOACTBEHHBLIX U CTEPUNMN3aALIMOHHBIX NMPOoLECCOoB.
Hanpumep, ecnu yctaHOBNEHO De3onacHoe nNpuMeHeHne martepmanos B U3aenun, UCNoMb3yeMoM Ha HEMOB-
peXXaeHHOU KoXe.

[MTpumevyaHun e— CM. NpUMepPbl TOKCUKONOTMYECKOITo0 COOTBETCTBUSA B NnpunoxeHum C.

6.4 3tan 3 — KonuyecTtBeHHbIe AaHHbIe

B cnyyae ecnn ka4yecTBeHHbIN aHan13 He gan 4oCTaTOYHbIX JaHHbIX 4SS 3aBepLUeHUsa aHann3a TOKCUKO-
NMOTUMECKOro pucka, HeobXoanMo NMPoBECTU KONMYECTBEHHbBIN aHann3 XMMMYEeCcKoro coctaea, sadmnkcnpoBaTth
OOKYMeHTanbHo (cM. B.6) 1 oTNpaBuUTb Ha OUEHKY pucka. Konu4ecTBEHHbIN XUMUYECKNIA aHanns, B YaCTHOCTMU,
[OOIMKEeH YyCTaHOBUTb obulee Yucno naeHTUULMpOBaHHbIX BELLECTB, NMPUCYTCTBYIOLWNX B MaTepuarne.

6.5 9tan 4 — Konu4yecTtBeHHasa oLeHKa pUCKa

Heobxoanmo nonyuntb KONMYeCcTBEHHbIE AaHHbIE, B COUETaHUMN C CYLLECTBYIOLLEN TOKCUKOMOrM4YeCcKon
nHpopmaumen (cm. ISO 10993-17 n 4.1 B ISO 14971:2000) aoctaTouHble And NpoBeaeHUS OLEHKN pUcka.

6.6 Itan 5 — lNpeanonaraeMoe KNUHU4YeCKoe BO3AeUCTBUE XUMUYECKUX BellecTB,
coepXxawuxca B Matepuane

Ecnu konudyecTBo Noboro coaepkallerocs BellecTsa Bbl3blBaeT ONaceHUs B TOKCUMHOCTU NP KOHKPET-
HOM KITMHUYECKOM NPUMEHEHUN, He0BXOAMMO N3MEPUTL CTENEeHb BO3AENCTBUSA STOM0 BeLllecTBa U OLLeHUTb 06-
Y0 A03Y. YCNOBUA 3KCTParnpoBaHUsa AOMKHbI ObITb OTPaXKeHbl AOKYMeHTanbHO U 060CHOBaHHI.

MpunmevaHnune 1 —CreneHb HEODBXOAMMOIO 3KCTPArMpoBaHUS MEHAETCH B 3aBUCUMOCTU OT XapaKrepa KOH-
TakTta ¢ TeNOM 1 ANUTenbHOCTU Bo3aencTBus. [1o mepe yBenmnyeHusi AnUTenbHOCTU KOHTAKTa He0bXoaMMo NPOBECTU aHa-
IIN3 KNHETUKN SKCTParmpoBaHus.

OKCTpaKkT gomkeH ObiTb NpoaHanM3npoBaH € UCMOoMb30BaHMEM YYBCTBUTESbHbLIX M M3bUpaTeibHbIX METO-
[0B, @ YPOBHW BeLWECTB, NpeaAcTaBNALWMX NHTepec, onpeaeneHbl KoNMYeCcTBEHHO.

[TpumevaHune 2— BbiMbIBaeMble BEWECTBA MOIyT ObIThb ONPeAeneHbl, B HEKOTOPbLIX CNy4asx, NyTemM MmartemMma-
TUYECKMX MOdeNnen PaBHO, Kak U UCTbITAHUMN.

7 XuMun4yeckue napamMmeTpbl U MeTOAbI UX onpeaeneHun

7.1 O6LWwuMe NnonoxeHun

B pasgene 6 n npnnoXxeHnn A HacTosLWero ctaHgapTa U3NoXeH npoLuecc nocneaoBaTeribHOro onpeaene-
HUA KAYeCTBEHHBLIX YN KONMMYECTBEHHbBIX AaHHbIX, KacaroLMUXCa XUMUNYECKNX CBOUCTB MaTepmranoB AN UCMONb-
30BaHNA MX MNPU OLIeHKEe TOKcUKonorm4veckoro pucka. B 7.2—7.5 npuBeaeHbl NpUMepbl Ka4eCTBEHHLIX WU
KONMYECTBEHHLIX NapaMeTpoB N NPUMEPLI METOAOB, KOTOPbIE MOTYT ObITb NPUMEHEHbI AN onpeaeneHnsa Xu-
MUYECKUX CBOUCTB KaXkaoro U3 MmatepuanoB, UCMONb3yeMbIX B MeAULIMHCKUX U3genusax.

YuunTblBaga pasHoobpasne MeauunHCKUX U3genuid, npusHaHo, YtTo He BCce napamMeTpbl, NPUHATLIE A4 Ka-
Koro-nmbo marepuana, HeobxoaMMo UCMOoNb3oBaTb ANA BCEX UM HEKOTOPLIX n3genun. Kak otTme4veHo B 6.2,
YPOBEHb UCCNegoBaHUA XMMNYECKUX CBOUCTB onpedendetca MHBa3sUBHOCTLIO U ANMMTENBHOCTLIO KIMUHUYECKO-
ro BO3OeUCTBUSA NpU nNpeanonaraemMoM UCnorb3oBaHUMN.

Ha stanax 1 n 3 pasgena 6 (6.2 n 6.4 cOOTBETCTBEHHO) MaTepuanoBea U aHanuUTUK, a TakkKe 3KCNepT Nno
OLleHKe TOKCUKOMOrM4ecKoro pmucka OoimrKHbl onpegennTtb, Kakue napamMmeTpbl MMEoT OTHOLLIEHUE K OLeHKe Ma-
Tepuana unn megnunHckoro usgenus. NpudnHel Ans BKNKOYEHUA U UCKITIOMEeHNS napaMeTpa AOMKHbI ObITb
OTpa)XeHbl AOKYMeHTanbHO. JJaHHble 0 XMMUYECKMX CBOUCTBAX HEODXOAMMbI NO BCEM NOAXOASALLMM NapamMeT-
paMm.

7.2 NMonumepobl
[TapameTpbl 1 MeToAbl UCCNeaoBaHU AN aHannsa NnornMMepoB NpuBeaeHsl B Tabnuue 2.
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Tabnwuua 2—TllapameTpbl U METOAbLI UCCNEAOBAHMW AN aHann3a NoMMepos

[Tpumepbl MeTOO0B

. KayecTBeHHble Konn4ecTBeHHbIE
[Tpumepbl aHann3npyemMbix napameTpoB (CNUCOK HEMNOJTHBLIN
- napameTpbl napamerTpbl
M HEeOrpaHU4eHHbIN)
XMnYeckas CTpyktypa MC, AMP, ®UKC X X
XuMmmnyeckas KoHdurypaumsa uenu. adHanus TutpoBaHne — X
CBODOAHBIX paguKanos
& Pad Cnektpockonua (AMP) X X
Hanunune OBOMHLIX CBA3EY Cnektpockonus (MK/Y D) X X
NogomeTpus — X
XapakrepucTmka cononnmepa Cnekrpockonusa (MK/AMP) X X
duanveckas koHpurypaumsi uenun. TakTunb- |  Cnektpockonus (13C AMP) X X
HOCTb
NCK X —
Hanwnyne nonepeyHbiX CLUMBOK 30MNb-TeNEBbIN 3KCTPAKT X —
OMTA — X
Pa3BeTBIEHNE Cnektpockonusa (AMP) X X
NobaBkn, octatkm o06paboTku, OCTaTOYHbIE BOXKX, ' X X X
cybcTaHuMmM v NpuMecK, Takme Kak: X %
- [e3aKTUBaTopbl MeTannoB, ctabmnnnaaTtopbl
cBeTa/Tenna, nnactTnukaTopbl, CMa3ku, ycurnmTe- BAYKX X X
N BA3KOCTU, MOANMPUKATOPLI BO3AENCTBUS aHTUC- BWX X X
TaTn4eckne, aHTUMUKPOOHbIE BELWEeCTBa, CLUMBA-
loWMe areHTbl, HPOpPMOBOYHbIE BELLECTBA, DEHTreHOBCKas! AUdPaKUms X _
- @aHTUOKCUAAaHThI, pasgyBalouine BeLWeCcTBa,; ;
- MHIIMBUTOPbLI FOPEHUsT N oTOenuBaTenw; 30MbHbIN OCTaTOK X —
- HanoJHUTEITN PacteBopeHue, P X X
CocTaB NOBEPXHOCTH OUKC X X
PPC X X
OcTaTo4YHbIN MOHOMEP [ X, BA>KX X X
OcTaTovHbIM KaTannsaTop, UHUUMaTop.l NCIT X X
B3>XKX X X
MonekynsipHasa macca wn/unu pacnpegeneHue [T1X — X
NoO MONEKYINAPHON Macce .
AHarnma KOHUEBOW Ipynnbl — X
OcMmomMeTpus — X
PaccenBaHue cBeTa — X
Bucko3mnmeTpus pacrteopa — X
Ocaagkoobpa3oBaHue — X

7.3 MeTannbl 1 cnnaBbl

I'Iapalweprl N MeToAbl UCCcneaoBaHUM AN aHanmMsa MeTanoB U CNiaBoB npnBeacHbl B Tabnuue 3.

Tabnwuua 3—TllapameTpbl 1 METOAbLI UCCNEAOBAHMN OIS aHann3a MeTannoB U CNnaBoB

[Tpumepbl MeToO0B?

[Tpumepbl aHanU3nupyembIx - KavecTBeHHbIE Konn4ecTBEeHHbIE
(CNUCOK HEMOMNHbLIN
napameTpoB iy napameTpsbl napameTpbl
N HEOrpaHU4eHHbIN)
XUMU4YeCcKknn cocTas® PeHTreHoBcKas dhnyopecueHums X X

Bal{yym HaHd SMUCCUOHHAA CMNEKTPOCKOINNA

AHanua cxuranmem (C, S)

AToMHas agcopbunoHHas CNEKTPOCKONUS
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[Tpumepbl MeToO0B?
. KayecTBeHHbIe Konun4ecTtBeHHbIe
[Ipumepbl aHaNnM3npyemMblx NnapameTpoB (CNUCOK HENOJH LI
. napameTpsbl napameTpsbl
N HEOrpaHU4YeHHbIN)
XUMUYECKUN cocTaBP ["a3zoBas ropenka (N, O, H) X X
NCIT
TutpoBaHue
[ paBUMETpUS
IMNEKTPONUTHBLIN aHann3
KonopumeTtpus
Kpuctannorpadunyeckmne gassbl PeHTreHoBCcKas andpakuns, audpakumns X —
3NEKTPOHOB C BblAENEHHOW NNoLwaan
PacnpegeneHne srneMeHTOB MeX- SNPA/COM, PPC X —
oy haszamn
Y IMNEKTPOHHO-MUKPOCKONUYECKoe X X
30HOANPOBaHNE
CocTaB dhasbl UM NOBEPXHOCTU SHPA/COM, POC X X
MuKpO/MakpoCTpyKTypa MeTtannorpagpus X X
2 Bbibop meToga nccnegoBaHus 4OMKEH NMPOBOANTLCS NO COBETY CNeumannucToB B 4aHHOM 0B6nacTn, Tak Kak onTu-
ManbHbIN METOA MOXET 3aBUCETb OT 0CODBbIX KOMBDMHALMN 3NEMEHTOB B COCTABE Crnnasa.
b XnMmniecknm coctaB MeTannoB U CNiaBoB YacTo OTPaXeH AOKYMeHTanoeHo. ECnn gaHHble aHanmaa N3BecTHbI, TO
NOBTOPATb €ro He 0bs3aTenbHO.

7.4 Kepamuyeckue nsgenun

[TapameTpbl U1 MeToAbl UCCINIEAOBaHNA KeEpaMNUYECKNX U3Aenuin NpueBedeHsl B Tabnuue 4.

Tabnwnua 4 —TlapamerTpbl 1 METOAbI UCCNEAOBAHNSA KEPAMUYECKNX N3OENNN

[Tpumepbl METOO0B
[Tlpumepbl aHanU3npyembIx . KavecTBeHHbIE Konn4ecTBeHHbIe
. (CNUCOK HEMONHBLIN
napameTpoB . napameTpsbl napameTpsbl
N HEOrpaHUYEHHbIN)
XNMUYECKUN COCTaB, OCTATOYHbIE PeHTreHOBCKas hryopecueHuuns, X X
cybcTaHuum NCTT
AHWNOHbI MoHHas xpomartorpadpus X X
BaneHTHOCTL KonopumeTpuyeckmm aHanms X —
Daasbl PeHnTreHoBCcKas gndpakums X —
MuKpOCTpyKTYpa Munkpockonust — X
JKCTparmpyemMble BeLEeCcTBa NCI' X X
2 TunnyHble BUAbl A0DABOK, KOTOPbLIE AOIMKHbI ObITh YUYTEHbLI MPU NOOOM aHannae, BKIIYatoT cnekawwme obasku,
HOOPMOBOYHbIE BEWLECTBA, CBA3YIOLWME BEWECTBA, MUIMEHTbLI U NOKPLITUSA, HE OrpaHNYnBasiCb TAKOBLIMU.

7.5 lNpupoagHble MaKpOMONEKYnbI

B cnyyae npupoaHbLIX MakpoMOneKyn Ha NepBOM aTane HeobxoaMMo YeTKO onpeaennTb opraHU3M-mnc-
TOMHUK (BMA) U ero nopoay/lwramMmm.

[MTpumevanme 1—Cepus EN 12442 paccmaTpuBaer 6e30nacHoe UCMoNb30BaHUE XUBOTHbIX TKAHEN U UX
NPOn3BOAHbIX B Npon3BoacTBe megnunHckux nagenunn. EN 455-3 paccmaTtpuBaeTt OUEHKY pyucka, CONnpPsiXXeHHOro ¢ 0CTaTou-
HbIM COAEpPXaHneM NPOTEMHOB B HaATypanbHOM Nnartekce.

HaTypanbHble MakpoMONeKysbl, UCNoMb3yemMble B MeAULUMHCKUX N30enuax, BKIOYatoT, B YACne OpYrix
coeiMHEeHWIN, NMPOTENHBbI, MMUKOMNPOTEUHbI, Nonucaxapuibl 1 Kepamuky. Cpean NpMMepoB Apyrx coeauHeHnn
MOXXHO NMPUBECTU XXenaTuH, KonnareH, anactuH, pudpuH, anbbyMuH, anbrmHar, Lensonosy, renapuH, XMTo3aH,
nepepaboTaHHYO KOCTb, KOpann U HaTypanbHYo pe3nHy. 3T MaTepuanbl MOrf ObliTb B pa3fIMdHOW CTENEHN
obpaboTaHbl, o4MLLEHbI U MOANMDULIMPOBAHHI.
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[TpumedaHune 2—Ona MHOMX M3 3TUX MaTepuanoB CYLWECTBYIOT MOHorpadpum no gapmakonormm
(Ph.Eur./USP/JP) n Heckonbko ctaHaaptoB ASTM FO4, koTopble TakKe paccMaTpmuBatoT XMMUYECKne CBOUMCTBA 3TUX MaTe-
prnanoB. (cm. bubnuorpaduio).

I'Iapalvleprl N METOAbl NCCNeaAOBaHNA, NPUMEHAEMbBIE AJ14 aHallN3a MNPUPOAHBIX MaKPOMOJIEKYI1, MPUBE-

OeHbl B Tabnuue 5.

Tabnwuua 5—TlapameTpbl N METOALI NCCNEAOBAHUSA, NPUMEHSAEMbIE ANSA aHaNn3a NPUPOAHbLIX MAKPOMONEKYN
[Tpumepbl MeTOO0B
[Tpumepbl aHanU3anpyembix - KavecTBeHHble | Konu4ecTBeHHbIe
(CNUCOK HEMOMHbIW
napameTpoB . napameTpbl napameTpsbl
M HEOrpaHU4YEHHbLIN)
MpeHTtndmnkayma marepuana KonopunmeTtpus X —
arra X X
[T1X X —
XUMMnYeckas CTpykTypa AHann3 aMmMHOKUCIIOT U UX MOoCcneaoBa- X X
TENbHOCTU
OUKC X —
BC THwn 13C AMP X —
XNMmndeckas KoHdpurypaums uenm: TutpoBaHue — X
aHanu3 cBOb6OHbIX paauKanos CnNeKTpoCKoNus X X
duanveckas KoHdUrypaums Lenmw: Cnektpockonus (1°C AMP) X X
TaKTUNBbHOCTb NCK X
Hannune nonepeyHbiX CLUMBOK 30Mnb-refb 3KCTPaKT X —
AHanun3 bucynbOuaHbIX CBA3EN X X
Pa3BETBIIEHNE ITMTA — X
CnNeKkTpocKonus X X
MonekynsipHasa macca u/unm pac- [TIX — X
npegeneHne rno MonekynspHbIM Mac-
PEA yIHp AHann3 KOHUEBbIX rpynr — X
cam
OcmMmomMeTpus — X
Crartndyeckoe paccemBaHne CBETA — X
Bucko3mnmeTpus pactBopa — X
Ocaagkoobpa3oBaHue — X
[Tpnmecn BOXKX X X
[ X X X
arr s X X
[nanna X X

8 OTyeT 0 NONYYEHHbIX AaHHbIX

OT4eT 0 NoNyYeHHbIX AaHHBIX A0MKeH ObITb caenaH B popmMare, no3sonsoLlem Ux BBo B 6asbl 4aHHbIX
mMaTtepuanos. J1lobble Konn4ecTBeHHbIe AaHHbIe A0MKHbI ObIThb NpeAcTaBneHbl B TakoM BUAE, KOTOPLIN MO3BO-
nan 66l NPOBECTU OLIEHKY puUcka Ans YenoBekKa.

OT4yeTbl N0 M3MepeHUAM AOIMKHbI TOYHO (POPMYNUMPOBAaTb Lenb NpoBedeHUA OLUEHKUA XUMUYeCKUX
CBOWCTB MaTepuanos 1, Npu HeobXoaAMMOCTU, OOMMKHbI coaepXaTb:

a) geTtanbHOe onucaHue MaTtepuanoB;

) aHanuTudeckme MeTodbl U YCIOBUSA IKCTparmpoBaHUS,;
) NMonydvyeHHble Ka4yeCTBeHHbIe JaHHbIe;

) nMonydYeHHble KONMMYeCcTBeHHble AaHHbIE;

) Npegnonaraemoe KIMHU4eckoe BO3OeNCTBME BELLECTB.
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[MpnnoxeHve A
(obsA3aTenbHoOE)

Bnok-cxema, cymmupyoLias nocnegoBarenbHoe onpeageneHne XMMU4eCcKUX CBOUCTB,
MCNOSIb3YeMbIX NPU OLLleHKe TOKCUKONOIM4eCKOro pucka

A.1 Obwme nonoxeHuns

HaHHas npoueaypa npumMmeHmnma TornbKo K Marepuanam/nagennsam, Haxogsawmmesi B nNPpsiMOM UM KOCBEHHOM KOHTaK-
Te ¢ Tenom (cm. 4.2.1 B ISO 10993-1:2003).

A.2 lMNMpouepypa

HaHHas npoueagypa COCTOUT U3 Cregyowmx 3TanoB, NPUBEAEHHLIX B BIOK-CXxeme Ha pucyHke A.1:
a) 3tan 1. KAa4eCTBEHHbIE AAHHbIE;

b) 3Tan 2: cooTBETCTBUE MaTepuana,;

c) 3Tan 3. KONMMYECTBEHHbIE AAHHbIE;

d) 3T1an 4. konnyecTBEHHas OLEHKA PUCKA;

e) 3T1an 5: npeagnonaraemoe KNMHNYeCcKkoe BO3JENCTBMNE BELLECTB.

[TpumedyaHune—3Tanbl 2 un 4 SABNAIOTCA YacTbio NpoLecca OLUEeHKM PUCKa, HO HAaXo0aATCSA BHE obnacTtn npume-

HEHUSA HacTosiwero ctangaprta. OHu npmBeaeHbl 34ecb B MHPOPMATUBHLIX LENSAX AN YKa3aHusl BaXXHOCTU onpeaeneHns
XUMUYECKMX CBOWMCTB Marepuana npu oLueHKe pucka.

Havano
OnpepeneHne XMMU4YECKUX CBOUCTB
(1ISO 10993-1:2003, 3.2)

STAI 1
NaeHTudouumpyroT Mmarepuanbl
WU UX COCTaBnsLne, BKIoYyan
ocagku. OnpegensatoT ocTanbHbIE
HeobxoauMble AaHHbIe, Hanpumep,
cneuudpukaumio MaTepuanon

ITAIl 2
[pun oLueHKe pucka
yCTaHaBMNMBaloT, ABNAETCA NN

NaHHbI MaTepuan [lpekpallaloT onpeaeneHne XMMU4eckux

SKBMBAaJIeHTHbIM MaTepuany, CBOWCTB U (PUKCUPYIOT 3TO
MCNONb3yeMOMY B U30enum AOKYMEeHTanbHO. [ns OueHKn
C Tako# xe obnacTtblo 6MonorMyeckoro pucka UCnonb3ayoT
NpMeHeHus1, KOTOPbIA NpoLUen SO 10993-1:2003

Ty e obpaboTky
N cTepunusauun?

ITAN 4
Ha ocHoBaHuK ITAIN 5
3TAMN 3 TOKCUKOIMOTMYeCKUX AaHHbIX [MpMeHsIoT
YyCTaHaBMNUBAIoT, 3KCTparmposaHue
npeacTaenseT JIn ONacHoOCTb Ans onpegeneHns
Kakoe-nmbo BewecTBo KIMMHUYECKOro

NpWY NOMTHOM BO31eACTBUS
aKCTparupoBaHun?

YCcTaHaBnUBAKT NONMHbIX
KOonnyecTBeHHbIK cocTaB

PucyHok A.1 — bnok-cxema
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[MTpynoxeHve B
(cnpaBo4HOe)

UcTouHUKN uHdopMaLmMmu ana onpegeneHuss XMMmM4ecKUx CBOUCTB

B.1 O6owwme nonoxeHuns

Kak onncaHo B pasgene 5, cteneHb HeobxoanmMoro onncaHnst XMMmMYeCcKux CBOUCTB 3aBUCUT OT Xapaktepa n AnunTerb-
HOCTWU KOHTaKTa MeaULUMHCKOro n3agenus ¢ Tenom nauneHTa n ero pucka rnpu KNMHN4YeCcKom ncrnonb3oBaHnn. CoOOTBETCTBEH-
HO, B WU CTENeHb AgeTtanu3ayum Heobxoammon nHopmaumm npu onpeaeneHnm XMMMHYeCcKnx CBOUCTB 3aBUCHT OT 9TUX
ycnosun. MoxeT notpebdboBaTbCs UCMNONb30BAHUE HECKONBbKNX UCTOYHUKOB MHPOPMAaLIMN, KaK OnmcaHo B nyHkrax B.2—B.8.

B.2 ObweynoTpedbutenoHoOe HazBaHWe maTepuana

O6LLI,eyI'IOTp86HTEJ'IbHOE Ha3BaHME OO0J1KHO COMNpoBOXAAdTbCA CCBIJTKAMW Ha onpeaerneHHoe XxXuMmn4YeCKoe HanmMeHO-
BaHWE.

[TpnmeyvaHwmne— ObweynoTpedbutenbHbie Ha3BaHUSA MOryT OblTb HEBEPHO MOHATHI. Hanpumep, nonnatuneH
MHOIAAa NOHUMAETCH KaK rOMONoNuMep 3TUNEHa, XO0TA OH TakKke onpeaenseTcs Kak nonnoneduH, COCTOALLMN N3 3TUINEHO-
BblX 3BEHbEB B HEKOTOPOM MOMNSAPHOM COOTHOLLEHUMN.

B.3 Opyrve knaccnpmkaumm n XmmmnyeckKne onncaHusa matepvanos

B.3.1 Obwme nonoxeHuns

CyLweCcTBYET HECKONBKO CUCTEM Kraccudmkaumm, kotopble bonee TouHo 0603HaAYalOT Mmarepuransl.

B.3.2 Cuctema knaccudpukaumm UPAC n cTPYKTYpHbIe hopmMynbl NONIMMEPHbLIX BeLeCTB

Komuccens no HomeHknartype n obosnaveHnsm MexagyHapogHoro Coto3za Teopetudeckon m [NpuknagHon Xvmuu
(IUPAC) onybnukoBana npaeuna ans 0bo3HaveHnss nonmmepoB. OBo3HaYeHns 1 onncaHue nosiIMMepoB COrnacHo npaBu-
nam OoJmKHbl coaepKaTb TOYHbIE CBEAEHUS O NONMMMEPHbLIX BELLECTBAX COrMacHoO onpeaeneHnto. Tem He meHee, ANs KOM-
MEepPYECKNX MONMUMEPOB HE BCeraga npuBoanTcs MHpopmMauuns no NnpuMecsiM, KOTopble OHU coepar.

[TpunmeyaHwune—Illpasuna npueegeHsl B bubnuorpadum (cm. [12]).

B.3.3 PerncrpaumoHHbin Homep CAS, USAN v gpyrve permctpauynoHHble HAMMeHOBaHUsA/HOMepa

Xummndeckasi Pedbepatusnasi Cnyxba (CAS) n 3aperncrpupoBanHbele HanmeHoBaHus B CLUA (USAN) npucsanBatoT
onpeaeneHHbI HOMEP N HAMMEHOBAaHNE COOTBETCTBEHHO HOBbIM pa3paboTaHHbIM NONIMMEPHbIM BELLECTBaM, Hanpumep,
MaTepuanam ans KOHTakTHbIX NMH3. Korga y ncnonb3yemoro matepuana ectb cobctBeHHbI HOMepP CAS n/mnmn HammeHo-
BaHne USAN, ero nerko otnnunTb OT CXOXUX, HO HE UOEHTUYHBLIX MaTepunanoB. YeTkasa nHdpopmaums No XMMNYECKUM CO-
CTaBNAWMM/MHIpeANEeHTamMm MOXeT bbiTb nony4veHa na USAN.

B.4 O6wan vHdhopmauma o XMmMn4eCKOM COCTaBe MaTepuaroB

[ns yeTkoro 0603HauYEHNS XMMNYECKOro COCTaBa UCMNONb3yeMOro matepuana 0obl4YHO NPUMEHSAETCS HECKOINBKO MNa-
paMeTpoB. ATU NapameTpbl OTNINHAKTCH B 3aBUCUMOCTM OT KaTeropum matepuanon (cMm. B.2). [1na cMHTeTu4eckmnx nonu-
MEPOB MPUMEpaMM Takmx napameTpoB CNyXaT MONEKyndapHas macca u pacrnpeaeneHume rno MOnekynspHolM maccam,
TEMMepaTypa CTEKNOBAHUSA, TOUKA NMaBeHnst, NIOTHOCTb, PACTBOPUMOCTb U HAabyXxaHue.

[MTpumeyaHune—PykoBogcteo OECD 118:1996 [15] moxeT BbITb MCNONBL30BaHO NPU aHaNn3e CUHTETUYECKUX
NoNMMepPoOB.
B.5 UHdbopmauna ot nocTtaBLMKa maTepuana

Cneaytowas nHhpopmaums Heobxoguma Anst YeTKkoro 0603Ha4YeHUs1 LCNONb3yeMOro Mmatepuana, npu 3ToM NHOPp-
MauUus NO COCTaBY OCODEHHO BaXXHA NPU KONTMYECTBEHHOW OLIEHKE PUCKA:

a) HaMMeHOBaHME NU3roTOBUTENS MaTepuana (noctaBwmKka);
b) ToproBoe HaMMeHOBaHME 0OLWEeynoTPEbUTENBHOIO MaTepuana;

lMpumepbl — Cunacmuk, 0aKpoOH, MemopoH, rnesiiemaH, Heus10H, meghs1oH u m. 0.
c) To4vHoe HanmeHoBaHue (IUPAC/CAS/USAN);

d) Koa v HOMEp NPoAYKTa;

lMpumep — MNMenneman 2393-80AE, memunsurnunnonucunokcan 0215 u m. o.

e) cneunurkaumm n3roToBUTENS MaTepuana, BKovaLwme, Hanpumep, YUCTOTY, Ka4ecTBO, npeaen npoYHOCTH,
TBEpAOCTb NO PoKBENNy, Mmoaynb narmba, anekrponpoBOAHOCTb U APYrne CBOMCTBA B AONONTHEHME K ODLWLMM napameTpam,
onucaHHbIM B B.6.3;

fy petanun coctaBa v peuenTypbl marepuana (cm. 6.2 n 6.4).
B.6 Xnmnyeckne aHanusbl

B aononHeHwe K pasgeny 5 HEKOTopble BUAbI XUMNYECKUX aHann3oB onncaHol ganee B B.6.1—B.6.3.

10
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B.6.1 Obwmn xnmn4yecKkmm aHanwni, CBA3aHHbIN C OLUEHKOW BO3aeNnCTBuUA

Obwme xummnyeckmne aHanmabl ObINN BKNOYEHBI B HEKOTOPLIE MEXAYHAPOAHbIE CTAHAAPTEI U HAUNOHANbHbLIE PYKO-
BOACTBA UMW CTaHAAPTbI, HANpaBreHHble HA obecneveHne Be3onacHOCTU. TN MeTOAbl OBbIYHO MOAXOAAT A5 OLEHKU XU-
MUYECKOWN ONaCHOCTU MEAULIMHCKNX N3OENUN, HO NX BO3SMOXHOCTHU AN NPOrHO3NPOBaHUA orpaHnyersl. Huxe npueeaeHsb!
HEKOTOPbIE MPUMEPDI:

lMpumep 1 — Pykosodcmeo OECD 120:1996 [13].

HanHbin npoTokon ncenegoeannm [13] onnceiBaeT npoueaypy ansa onpeaeneHns NoBeaeHUs pacTtBopa/akeTpakra
nonumepoB B Boge npu temnepartype 20 °C npu pH 2 v pH 9 m npu temneparype 37 °C npu pH 7. llnsa onpegeneHns obue-
ro Yncrna nonmMMepoB B BOOAHOW cpeae PpeKOMeHAyeT s aHanus obuwero cogepxanus opradndeckoro yrrnepoaa (COY). Tak-
Xe onucbiBaloTCs gapyrne, bonee ToYHble, METOAb.

Mpumep 2 — JP XIV [14], USP 26 [16] unu Ph. Eur. Ed. 4 [17].

Nanuble meToabl [14], [16], [17] BkntovatoT cnocobbl TECTUPOBAHUSA 30J1IbHbIX OCTATKOB, TSXXKENbIX METAanNMnoB, SKCTPa-
MPyeMbIX BEWECTB, BELWLECTB, CHMXKAOLWKMX cogepxaHne nepmMmaHraHarta Kanums n ocagkoB UCMapeHns.

B.6.2 Konn4yecTBeHHbLIM aHanNu3

HononHnTENbHLIM aHanna TpebyeTcs, eCnun cocTas U/unn KOMNo3nuus/peuenTtypa matepuana siBNaTCH HEMOIHbI-
MW UMW HeJoCcTynHbiMKU. Ina aHanm3a coctaBa U KOMNO3nUMW/peuentypbl UCMONb3YIOT S4EPHO-MarHUTHbLIN PEe30HaHC
(AMP), nudpakpacHyo CNEKTPOCKONUIC MHOMOKPATHOINO HapYLWEHHOro NonHoro BHytTpeHHero otpaxenHust (MK MHIMNBO) v
NMMPONTMTUHECKYIO ra30BYO XpomaTorpaduto/macc-cnekTpockonuio (B Tabnuue 1. macc-cnekTpocKonus). IKCTparmpyemsole
XUMUNYECKNE COeUHEHUSA, BXOOSALWME B COCTAB KOMMNO3NLUW/peLENnTypbl, MOXHO NCCNeaoBaTh C NOMOLLbIO BbICOKO3IMdeK-
TUBHOW XXnakoctHon XpomaTtorpadpum (BOXKX) B covetanmm ¢ macc-cnektpockonmen (MC) (B Tabnuuye 1. MC — macc-cnek-
Tpockonusi). AHaNM3 ¢ NPUMEHEHNEM MHAYKTUBHO cBA3aHHOW nnasmbl (MCI1) ncnonbayot ans nccnegoBaHus coctaBa
MeTannmM4yecknx matepuanoB Nnocne pacTtBOpPeHUs B agqua regia.

B.6.3 KonnvyecTBeHHbLIN aHANWM3 TOKCUYHbIX BELLEeCTB NPu OLEeHKe BO340eNCTBUA

Ecnv oxXnpgaertcs, 4To nauneHT bygeT nogBepraTtbCs BIIMAHUIC KAKOTO-NMHO KOHKPETHOIO TOKCUYHOIO BELLECTBA, HE-
06X0aMMO NPOBECTU TWATENbHBLIW KONMUYECTBEHHbBIM aHANMU3 A5 KaXXAoro na Takmx sewectB. [1nsa oueHKn pucka npu Ham-
XyAWeM crnyvyae BO3JAEUCTBUS He0obBXoaumMoO WCMoNb3oBaTb UCHEPNbIBalOLWee 3KkcTparmpoBaHue. Mogenupyemoe
3KCTParnpoBaHme HeobXoaMmMo UCNONb3OBaTh NPU OLEHKE NPeanonaraemMmoro KNmHNYeCKoro ypoBHSA BO3AEUCTBUS. TOY-
HOCTb, CTENEHb YYBCTBUTENBHOCTU U KONMMYECTBEHHLIN Npeaen aHanuTU4eCcKoro MmetToaa AoMmKHbl ObiTb 4OCTATOUHBIMW
1151 OLLEHKM HEODX0AMMOIo YPOBHSA PUCKA.

B.7 HaumoHanbHble N MeXAYHAPOAHbIEe CTaHAAPTLI ANA maTepuanoB n/nnu nagenun

BONbWMHCTBO N3 HMX YKa3bIBAET B CTaHA4APTE KA4YECTBO Marepuana, CBA3aHHOe C Lebio Ucnonb3oBaHus. Ecnu ma-
Tepwvarn, cnonb3yembin B n3genun, COOTBETCTBYET TAKOMY CTaHAAPTY U €CNn KaTeropus u 4nNnTenbHOCTb KOHTAaKTa ¢ na-
LMEHTOM AN AAHHOIO M3genus CPaBHMMbI C YKa3aHHbIMM B CTaHAapTe, TO yKa3daHne HauMeHOBaHus U 0D03HaYeHus
cTaHgapTa MOXeT DObiTh AOCTATOYHbIM ANS Xapakrepuctuku matepuana. [puMmeHnmocTb AaHHbIX CTAaHAAPTOB AN onpe-
OENEeHNs XMMNYECKUX CBONCTB 3aBUCUT OT Cleayowmx oaktopoB. Yem Boile YPOBEHb 3TUX (DAKTOPOB B CTaHAapTe, TEM
Bblle ByaeT AOCTUTHYT YPOBEHb COOTBETCTBUS 3TOMY CTaHOAPTY.

a) YnomMuHaeT Nnn ctaHgapT KOHKPETHOE U3Qenne n ero KOHTakT ¢ NaunMeHToM U ANNTENbHOCTL?

b) C Kakown CTeNeHbIO KOHKPETHOCTU CTaHAAPT onpeaenseTt martepuan (Hanpumep, KOHKPETHbIM Matepuan, KaTtero-
puio matepuana)?

c) YcTaHaBnuBaeT N1 CTaHAapT Kakme-nnbo npeaensl ypoBHEN ONpeaeneHHbIX BEWECTB? TN Npeaenbl CHEPNbI-
BalOLWME NN YHUBEPCAnbHbIE, KOHKPETHbIE (C YKa3aHMEM BENUYUH), 0blmMe nnnm cymmapHble?

d) CywecTtByeT nn onbIT 6€30MacHOro KNMMHNUYECKOIro NCMONb30BAHUA CTAHAAPTU3NPYEMOTrO U3AENUA UMK MaTEe-
punana?

B.8 [Nocbe Ha maTepuan

ba3oBbin hann npeaocTaBnseTcs HOPMATUBHON OpraHn3aumm, 4YTo NO3BONSAET TPETbUM nMuuam nogaBaTb Ha pac-
CMOTPEHNE C LENbIO YTBEPXKAEHUA UMK pa3peLlleHUst KOHKPETHOIo MeaMUMHCKOro n3genus nHpopmauuio, paccmartpuBae-
MYI0 KaK NPOn3BOACTBEHHYIO TANHY NN KOMMEPYECKUN CEKPET, OT UMEHN APYron KOMMaHun. basoBbin oann TakxKe CryxXuT
NCTOYHUKOM MHADOPpMaLUUK, NpeaocTaBnsieMbliM HOPMATUBHOW opraHmn3aunn. bazoBsoin dhann MmoxXeT cogepxaTtb aeTtalb-
HYIO MHCPOPMAaLMIO O KOHKPETHOW PeUENType MmaTtepuana, ucnonb3yemMmoro B MEANLMHCKOM U3aenuu, unm ero obpaboTke.
basoBbin dhann noneseH Ans OUEeHKN COOTBETCTBUS MaTepuana nunm npuroaHocTn martepuana ans KOHKPEeTHOW KaTeEropmmn
NCNONb30BaHUA.

11



[OCT ISO 10993-18—2011

[MpynoxeHue C
(cnpaBo4HOe)

MpUHLUMNBI OLEeHKU TOKCUMKONMOrM4Yeckon 3KBUBaANEeHTHOCTMU

B 6.3 (3tan 2) gaHHble 0 XMMMUYECKMX CBOUCTBAX UCMONb3YIOTCS MPU OLUEHKE pUCKa U AN onpeaeneHnss COOTBET-
CTBUS, C TOYKU 3PEHUSA TOKCUKONMOINMKN, npegnaraemoro marepuarna, crnosnb3yeMoro ais Toro Xe KnMHNYeCKoro rnpuMeHe-
HUSA, CYLWECTBYIOWEMY KIMMHUYECKN UCNbiITAHHOMY MaTtepuany. ['pn NnpuHATUN 3TOrO peLleHns HY>XHO PYKOBOACTBOBATLCS
NPUHUUIMOM, YTO TOKCUMKONOrn4eckas unm bnonornyeckas 6€3onacHoCTb NpeanaraemMoro matepuana He XyXXe TakoBbIX, Ha-
bniogaemblX Ans KNMHUYECKU UCTIbITAHHOIO MaTtepuana. Huxecneayowmm CnncoK CoO4epKNT NMPUMeEpPbl TOKCUKOITOTNYEC-
KOro COOTBETCTBUSA U Mpeanaraetcs Kak BcriomorartenbHoe pyKOBOACTBO MpU npoueaype OueHKU pucka, Kak onmcaHo B
pasgenax 5 un b:

a) Coctas v npodunb IKCTParnpyemMblX BELWECTB NpeanaraemMmoro Mmarepuana 3KkBUBaneHTeH KNMMHUYECKU UCTIbITaH-
HOMY mMaTtepuarny.

b) MNpepgnaraembin matepuan COOTBETCTBYET CYLWLECTBYIOWEMY CTaHAAPTY C YYETOM €ro npegHasHaveHus, anm-
TENBbHOCTU KOHTAKTa U MHBA3UBHOCTMW.

c) lNpeanaraembln maTepuan yxe Ucrnonb3yeTcs B yCNoBusiX bonee MHBa3anMBHOIO BO3AENCTBUSA, YEM Npeanarae-
MO€ MNPUMEHEHMNE.

d) Hn o0gHO 13 BbIMbIBaeMbIX BELWLECTB NpeanaraeMmoro matepmana He NpeBblaeT AoNycTUMbIX NPeaenoB, ycTa-
HOBINEHHbIX B ISO 10993-17.

e) lNpeanaraembln matepuan cogepXuTt Bonee TOKCUKONOrmiYeckn 6e3onacHbl XMMNYECKUW KOMIMOHEHT UK OCa-
OOK, YeM TOT, KOTOPbIW OH 3aMEHSET B KIIMHUYECKU UCTIBITAHHOM MaTepuane (yunTbiBasi 0ANHAKOBOE BO3QEUCTBMUE).

fy Mpeanaraembin matepunan cogepXnT XMMUYECKUN KOMIMOHEHT UK 0CAA0K, UMEIOLLUN TY XKe TOKCUKOSTOTMYECKYLO
De30nacHoOCTb, Kak U Martepuarn, KOTOPbIN OH 3aMEHSIET B KIIMHUYECKN UCTIBITAHHOM MaTepuarne (y4nTbiBas OAUHAKOBOE
BO3ENCTBUE).

g) EAnMHCTBEHHOW pa3HuMUen Mexay KIMMHUYECKN UCTbITAHHbIM MaTepuanom u npeanaraemMmsiM MmaTepuanom sBns-
€TCH MOSIHOE OTCYTCTBUE U MEHBbLLNW YPOBEHb A006ABOK/3arpsaA3HAIOLWLMX BEWECTB/OCagKka B NOCNEAHEM NO CPABHEHUIO C
NepPBbIM, MPU YCNOBUK, YTO BUAbI U KONNYECTBA BbIMbIBAEMbIX COCTaBIAOLWMNX HE MEHSIOTCH.

h) EQMHCTBEHHOW pa3HnUEN MeXAY KINMHUYECKU UCNBITAHHBIM MaTepuanom 1 npegnaraemblMm MaTepruanom sBIisi-
eTCH UCNonb3oBaHue 0dpaboTKM, NPUBOASLLEN K CHUXKEHNIO 0DLWEro ypOBHS 3KCTParmpyemMblX BELWECTB B MOCNegHEM MO
CPaBHEHMIO C MEPBbLIM, NPU YCINOBUN, YTO OTHOCUTENbHbIE KONMYECTBA BELWECTB HE MEHSAIOTCS.
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Mpnoxenve OA
(cnpaBo4HOe)
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CBepgeHNs 0 COOTBETCTBUU MEXIocyaapcTBeHHbIX CTaHAapPTOB
CCbINMOYHbIM MeXAYHapoaHbIM cTaHAapTam

Tabnwuua HOA.1

Obo3HavYeHUe 1 HAUMEHOBAaHUE CTeneHb Obo3HaYeHne 1 HAaMMEHOBAaHNE
MEXOAYHAapPOAOHOIo CTaHaapTa COOTBEeTCTBHNA MEeXXrocyanapCrteeHHoOro CtaHgapTa
ISO 10993-1:2003 OueHka OWMONOMMMYECKOro IDT [OCT ISO 10993-1—2011 N3penna meamumnt-
AEeNCTBUA MeauuunHCKnX wagenvn. 4Yactb 1. ckne. OueHka bMonorM4eckoro AeNcTBUA Mean-
OueHka n nccnegoBaHus UMHCKUX nagenunn. Yactb 1. OueHka n nccneao-
BaHUSA

ISO 10993-17:2002 OueHka BMONOMMYECKOro IDT [OCT ISO 10993-17—2011 N3penns meanumH-
OEeNcTBUA MeanuunHcKuX wmagenun. Yacrtb 17. ckne. OueHka BUoNorMYecKkoro AeNcTBUS Mean-
YCcTaHOBNEHNE NOPOroBbIX 3HAYEHUW AN Bbl- UMHCKUX naaenun. Yacte 17. YcTtaHoBNneHune no-
MbIBAEMbIX BELWECTB 7 POrOBbIX 3HAYEHUN A1 BbIMbIBAEMbIX BELLLECTB
ISO 14971:2000 Napenna meanumuckme. [lpu- IDT [OCT ISO 14971—2011 WV3penuns megouumnt-
MEHEHNE MEHEMKMEHTA PUCKA K MeAULIMHCKNM ckne. [lppmeHeHne MeHeMKMEHTa PUCKA K Me-
N3aENNAM ANUMHCKUM N3OEeNNAM

[TpnmedyaHwne—BHacToswem cTaHaapTe NCNONb30BAHO CreayoLlee yernoBHoe 0603Ha4YeHNE CTENEHN COOT-
BETCTBUA CTAHOAPTOB:

- IDT — naeHTn4HbIE CTAHOAPTHI.

[1]

bubnuorpadcgus

ISO 5725-1.1994 Accuracy (trueness and precision) of measurement methods and results — Part 1. General

principles and definitions
(TOYHOCTb (MPaBUIMBHOCTb N MPELN3NOHHOCTb) METOAOB U Pe3ynbTaToB nameperHun. Hacte 1. Obwme npuHUMNbI Y
onpeaeneHuns)

(MaTtepuanbl uMnnaHTaunoHHblie ansa xmpyprmn. Metannundeckne marepuansl. Yacte 1. dedopmupyemas HepXaBeto-

ISO 10993-9:1999 Biological evaluation of medical devices — Part 9: Framework for identification and quantification
(OueHka buonornveckoro AencTens meanumHckux nagenumn. Hactb 9. OCHOBHbIE NPUHLUKUNBI M AEHTUDUKALMKN N KOIW-
ISO 10993-13:1998 Biological evaluation of medical devices — Part 13: ldentification and quantification of

(OueHka bBnonornyeckoro AeNCTBUA MeanumMHCkuxX nagenun. Yacrto 13. MgeHtnpumkaumsa n konndecTtBeHHoOE onpeae-

[2] 1SO 5832-1:1997 Implants for surgery — Metallic materials — Part 1: Wrought stainless steel
nasi cranb)
[3] 1SO 10993-2 Biological evaluation of medical devices — Part 2: Animal welfare requirements
(OueHka Bnonornveckoro AenNcTBUSA MeanuUnMHCKMX nagenun. Yacte 2. TpeboBaHus K obpaleHuo ¢ XXUBOTHbIMW)
[4]
of potential degradation products
YECTBEHHOrO onpeaeneHnsi NoTEHUManbHbIX NPOAYKTOB AECTPYKUUN)
[5]
degradation products from polymeric medical devices
NeHne NPOAYKTOB AECTPYKUMUU MONUMEPHbLIX MEANLIMHCKNX N3QENNN)
[6]

[7]

ISO 10993-14:2001 Biological evaluation of medical devices — Part 14. ldentification and quantification of

degradation products from ceramics
(OueHka bnonornyeckoro AeNCTBUA MeanumMHCKuxX nagenun. Yacrto 14. WgeHtnpumkaumsa n KonnyecTBeHHOE onpeae-

NeHUE NPoAYKTOB AECTPYKUMM N3OENNN N3 KEPAMUKN)
ISO 10993-15:2000 Biological evaluation of medical devices — Part 15:. ldentification and quantification of

degradation products from metals and alloys
(OueHka bBnonorn4yeckoro AeNCTBMA MeaNUMHCKMX nagenun. Yacrto 15. geHtndpumkaumsa n konnyecTtBeHHOE onpeae-
NeHne NPOAYKTOB AECTPYKUMM U34ennn n3 metanna n cniasoB)
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8] EN 455-3:1999 Medical gloves for single use — Part 3. Requirements and testing for biological evaluation
9] EN 12442-1:2000 Animal tissues and their derivatives utilized in the manufacture of medical devices — Part 1:
Analysis and management of risk
[10] EN 12442-2:2000 Animal tissues and their derivatives utilized In the manufacture of medical devices — Part 2:
Controls on sourcing, collection and handling
[11] EN 12442-3:2000 Animal tissues and their derivatives utilized in the manufacture of medical devices — Part 3:
Validation of the elimination and/or inactivation of viruses and transmissible agents
[12] International Union of Pure and Applied Chemistry — Macromolecular division — Commission on macromolecular
nomenclature. compendium of macromolecular nomenclature, Prepared for publication by W. V. Metanomski,
Blackwell Scientific Publications Ltd., Oxford, 1991
3] OECD Guidelines 120:1996, Solution/extraction behaviour of polymers in water
141 JP XIV General tests/plastic containers, 2001
5] OECD Guidelines 118:1996, Determination of the number-averaged molecular weight and molecular weight
distribution of polymers using gel permeation chromatography
16] USP 26, 2003, <661> Containers
171 Ph. Eur. Ed. 4, 2002, Section 2.2.28 and Chapters 3.1 and 3.2
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