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[lpeagucnoBue

Llenn 1 npuHuuMnel cTaHgapTusaunm B Poccunckon ®egepauum yctaHoeneHsl PegepanbHbiM 3aKOHOM
oT 27 aekabpsa 2002 r. Ne 184-P3 «O TeXHNYeCKoM perynmpoBaHn», a npasuna npuMeHeHUs HaunoHanbHbIX
ctaHaapToB Poccunckon ®egepaumm — FrOCT P 1.0—2004 «CTtaHagapTnsaumna B Poccunckon degepadini.
OCHOBHbIE NONOXEHUA»

CBeaeHUA o0 cTaHpapTe

1 NMOArOTOBIEH ABTOHOMHOW HekoMMep4yeckon opraHusaumnen «AHCTUTYT Meanko-O1nonorM4ecKnx
ncenegosaHum n TexHonornny (AHO «MMBUNT»)

2 BHECEH TexHun4yeckum komuteTomM no ctaHgaptusaunm TK 422 «OueHka drnonormyeckoro A4encTBus
MeaNUNHCKUX U3aenniin

3 YTBEP>XOEH N BBEAQEH B JEVCTBWE Mpukazom ®defepanbHOro areHTcTea no TEXHUYECKOMY pe-
rynmpoBaHuto n metponorin ot 2 aekabps 2009 r. Ne 540-cT

4 HacTtoawun ctaHgapT uaeHTudeH mexayHapogHomy ctaHgapty MCO 10993-18:2005 «OueHka duno-
NOrMYecKkoro AencTeuda MeguuMHCKUX nsgenun. Hacto 18. MccnegoBaHme XMMMUYECKUX CBONCTB MaTepuarnoB»
(1ISO 10993-18:2005 «Biological evaluation of medical devices — Part 18: Chemical characterization of
materials»).

[Tpy NpUMeHeHN HacToALLEro cTaHaapTa peKkoMeHayeTCA UCNONb30BaTb BMECTO CChINTOYHbBIX MeXayHa-
POAHLIX CTaHOAPTOB COOTBETCTBYOLWME UM HaLMoHanNbHble cTaHgapTel Poccumnckon ®egepauun, ceegeHnsa o
KOTOPLIX NpUBeAeHbl B ACNONHUATENBHOM NpunoXeHun D

5 BBEAEH BI'NEPBbIE

VIHpopmMayust 0b UIMEHEHUSAX K HacmosaweMy cmaHoapmy rnybrukyemcsi 8 eXxe200H0 u3dasaeMoM UH-
bopMallUoOHHOM yKazamerne «HaluuoHaneHbIe cmaHoapmkei», @ mekcm U3MeHeHUU U rorpasoKk — 8 eXeMe-
CAYHO U30asaeMbix UHQOpMaUUOHHbIX YKalamernsax «HayuoHanbHbie cmaHOapmbi». B criydae rnepecmompa
(3aMeHbl) Ui OMMeEHbLI Hacmosuwje20 cmaHoapma coomseemcemeyrouiee yeseoomMmrieHue byoem ornybriukoeaHo
8 eXkeMeCsI4YHO U30asaeMoM UHpopMallUOHHOM yKa3zamerne «HayuoHaneHbeie cmaHOapmebi». Coomeemecmay-
roujast UHopmMauus, yeeoOoMIIeHUE U meKcmbl pasMelaromcs makxe 8 UHopMayUuoHHOU cucmeme obuiez2o
rof1b308aHUsT — Ha ouyuansHOM caume PedepallbHO20 azeHmemaea rno mexHU4YeCKoMy peaynupogaHuro U
Mempornozauu 8 cemu MIHmepHem

© CTtaHgapTuHdgopm, 2010

HacTtoawmnn ctaHgapT He MoXeT OblTb MOSHOCTLIO UMM YaCcTUYHO BOCTIPOU3BEAEH, TUPaXKUPOBAaH U pac-
MpocTpaHeH B KayecTBe oduLmanbHoro nsganua 6es paspeweHns PegepanbHOro areHTCTBa No TeXHUYECKo-
MY PeryimpoBaHno N MeTPOSIoru
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BBegoeHue

CobntogeHue nonoxeHun ctaHaaptoB cepun NCO 10993 «OueHka BMONoOrnyeckoro 4encTBmMa meaun-
LAHCKAX n3gennn» no3BosiuT obecnedyntb CUCTEMHBIN Noaxod K MccnegoBaHUw DUONOrMYeckoro AencTeus
MeaULNHCKNX n3aenuu.

Llenbto 3TUX cTAaHOAPTOB He siIBNAeTcs De3ycnoBHOe 3akpenneHne eanHoobpasHbIX METOA40B UCCNeno-
BaHUW N UCMBLITAHWUK 3a rpynnamMmy oaHopoAHbIX MeaULUMHCKMX N34enn B COOTBETCTBUM C NMPUHATOU Knaccudou-
Kaumenm ux no BMAY WU ANUTENbHOCTU KOHTaKTa C opraHMamMom denoseka. [loaToMy nnaHUWpOBaHUE WU
1poBedeHne nccnegoBaHU U UCNblTaHUM ACITKHBI OCYLLECTBNATE cneynanmcTbl, UMeloLLne COOTBETCTBYIO-
LLIYHO MOArOTOBKY U ONbIT B 0O6MacTM CaHUTaAPHO-XUMMUYECKOWN, TOKCUKONMOrMYECKON 1 DUONOrMYeCKon OLIEHOK
MeaULMHCKUX n3aenuu.

CTtangapTbl cepumn NCO 10993 asnaoTca pykoBoasLLMMN AOKYMEeHTaMM ANst NporHo3npoBaHUA 1 UCcne-
OOBaHUA BUONOrMYecKoro AeUcTB1UA MeauLIMHCKUX n3aennin Ha ctagum Bbibopa Matepmanos, NnpegHasHauYeH-
HbIX ONS1 UX N3rOTOBIEHUS, a TakKe ANsl UccneaoBaHu roTOBbIX N3aenuit.

B ceputo MCO 10993 BxoaaT cneayowmne 4yactu nog odbwmm HammeHoBaHemM «M3genua meguumHcKue.
OueHka buonornyeckoro 4eMcTBMA MeAULMHCKUX U3aenniny:

Hactb 1 — OueHka 1 nccneaoBaHUg;

UacTb 2 — TpeboBaHUa K 0bpalleHUNIo C JKUBOTHLIMMU;

Yactb 3 — VlccnegoBaHUA reHOTOKCUMHOCTU, KAHLUEPOreHHOCTU U TOKCUYEeCKOro AeUCTBUA Ha penpoayk-
TUBHYH (PYHKLUIO;

Yactb 4 — WccneagosaHune nsgennii, B3aMMoaeCTBYHOLWUX C KPOBbIO;

YacTb 5 — VccnepoBaHMe Ha LUTOTOKCUMHOCTL: MeToAabl In Vilro;

YHacTb 6 — VccneaoBaHue MecTHOro 4eUcTBUA Nocne MMNnaHTaunn;

UHacTb 7 — OcTaTovyHOe coaepXaHne aTUNneHokcuaga nocrne crepunmsaumu;

Uactb 9 — OCHOBHbIe NpUHLUMNBI OAEHTUUKALUA U KONUYECTBEHHOMo onpeaeneHns noTeHunanbHbIX
NPOAYKTOB Aerpagauuni;

UacTb 10 — MccneagoBaHune pasgpakatoLlero U ceHCMonnnsnpyrowero A4eUCTBUS;

Uactb 11 — WccneaoBaHune obleTokcndyeckoro 4eMcTBuS;

YacTb 12 — lMpurotosneHue npod 1 ctaHgapTHelIe obpasubl;

Yactb 13 — NaeHTudpunkayuma n konnmdectseHHoe onpegeneHne npoaykToB aerpagaun nonmMmepHbIX
MeaULNHCKNX 1M3aenuin;

YacTtb 14 — NaeHTndunkaumsa n KonmdecTtBeHHoe onpeaeneHne NpoaykToB gerpagauum nsaernninm us Ke-
DaAMUKW;

YacTb 15 — VaeHTudmnkauma u konndecTBeHHoe onpeaeneHune npoaykToB gerpagalny nsaennn ns me-
TanmnoB U CrN/1aBOB]

Uactb 16 — MogenupoBaHue 1 nccrnegoBaHne TOKCUKOKMHETUKM NPOAYKTOB Aerpagaunn M BeIMbIBaHUS;
UHacTb 17 — YcTaHOBNeHMe NoporoBbIX 3Ha4eHU ANsl BbIMbIBAEMbIX BELLECTB;
UHacTb 18 — NccneaoBaHne XMMUMYeCKUX CBOUCTB MaTePUanoB;

YHacTte 19 — UccnegoBaHne U3NKO-XUMUYECKUX, MOPEONOrMYecknX 1 Tonorpadpuriecknx CBOUCTB Ma-
TepunanoB;

YacTtb 20 — lMNpuHUMNbI 1 MeToAbl UccneaoBaHNA UMMYHOTOKCUYECKOro AerncTBUA MeaNLIMHCKNX U3ae-

L~

JTAA.

NCO 10993-1 coaepXmnT OCHOBHbLIE NPUHLMMBLI AN COCTaBMEHUSA NporpaMmmbl CLEHKU BUOMOrmniyeckon
besonacHocTu. Pasgen 3 MCO 10993-1:2003 oTmMmevaeT, 4UTO nNpu BbIDOpE MaTepuanoB AMs1 UCMOMb30BaHUS
NPy NPoOnU3BoOACTBE U3OeNnsd rnaBHbIM KpUTEpUEeM A0mKHa ObITb NPUroAHOCTb K UCNONb30BaAHUID. OTO OTHOCUT-
CH K XapaKTepUCTUKaM 1 CBOUCTBaAM MaTepuana, KoTopble BKIHOYaloT XMMHUYECKUE, TOKCUKONorndyeckmne, omnsm-
yeckme, anekrpudeckne, Mopdoniormyeckme U MexaHudeckme CBOUCTBA. OTa MHopMauMsa Heobxoanma
nepeq Ntobon buonorndeckon oueHkon. Noapasgen 7.2 NCO 10993-1:2003 oTmevaeT, 4TO npogomkaroLlasics
1PNEMNEMOCTb BNONOrMYECKON OLIEHKN ABMSIETCS aCNEeKTOM CUCTEMbI KOHTPOMNSA KavyecTBa.

Takke MCO 14971 oTmevaeT, YTO aHann3 TOKCUKONOrM4eckoro pucka AomKeH NpUHAMAaTb BO BHUMAHUE
XUMUYECKUN COCTaB MaTepunanos.

TpeboBaHuA, 0b603Ha4YeHHble B HAcTOsLLEM cTaHAapTe, npegHasHa4vYeHbl AN nofydeHnsa cneayowen
MHpopMaL MK, KoTopas NOMOXKET CrPOrHo3npoBaTb ODMONOrMYECKYO peakuuo Ha MaTepuan:

IV
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- XAMUYECKUN COCTaB MaTepuarnoB, NCNOMb3yeEMbIX B NPOU3BOACTBEHHOM NpoLecce, BKIoYast 4odaBKu
npun obpadoTKe U ocagkn, Hanpumep, ocTaToudHble XUMUKATLI, YACTALLUE, Ae3NHPULUPYIOLLME U TECTUPYIOLWNE
BellecTBa, KNCNOTbI U LWenovn;

- XapakTepuctmka MmaTtepuanoB, UCNOMb3yeMblX NMpuU NPoU3BOACTBE MeAULMHCKUX n3gennn, a Takke B
KOHEeYHOM BapUaHTe U3genum;

- UAeHTUPUKaALMA MaTepunanoB MeguLUUHCKOro N3genus;

- CMNOCODHOCTL MaTepuanoB MeguLMHCKOrO U3aenns K BblaeneHno BELLECTB UMW NPOAYKTOB pacnaja B
npouecce NPOU3BOACTBA;

- NI3BMEHEHUA B KOHCTPYKUMOHHBIX MaTepuanax ns-sa MsmMmeHeHUn B NpoM3BOACTBEHHOM Mnpolecce UNn
HeaOoCTaTOYMHOIo KOHTPONSA NPOM3BOACTBEHHOMO NpoLiecca.

XapaKTepUCTUKN cocTaBa NPOU3BOACTBEHHBIX MaTepmranoB HAaXoOATCH, B OCHOBHOM, NMod KOHTPOeM Nno-
CTaBLUWKOB 3TUX MaTepunanoB. TeMm He MeHee, ApYyrme XapakTepUCTUKAU, Kak NpaBUno, 3aBUCAT OT TpeboBaHUN,
KOTOPbLIM AOJTXKHO COOTBETCTBOBATL rOTOBOE MeAMUMHCKOe n3aenne, a Takke oT TeXHONMOrM4yeckmnx npoLeccos,
MCNONb3yeMbIX U3rOTOBUTENEM MeaULMHCKOro nsgenuna.
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HAUMWOHANBbHBIWN CTAHOAPT POCCUUCKOWN PEOEPALUMN

U3ONEJINA MEOULUMMHCKUE
OLIEHKA BUOJIOMTMYECKOI0 QENCTBMNA MEOULUUHCKUX U3OENUIA

YacTtpr 18

UccnepoBaHne XMMUYECKUX CBOUCTB MaTepuanoB

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

IlaTta BBeaeHna — 2010—09—01

1 O6nacTb NpUMeHeHun

HacTodwunn ctaHaapT onyuceiBaeT NpoLeaypy uaeHtTudukauum matepmana n naeHtndunkauim n onpeae-
NeHna ero XMMmyecknx cocrtaesnswownx. lNonyvyeHHele gaHHble 0 XUMUYECKUX CBOUCTBaAX MaTtepuana MoryT
ObITb UCNOMNb30OBaHbI AN pAga BaXKHbIX MPUMEHEHWUN, HaNpUMep:

- KaK 4acTb OLEHKWN obulen dbuonorndeckon esonacHoctn meguunHckoro nsgenus (MCO 10993-1 n
NCO 14971);

- NIAMEPEHNSA YPOBHS 3KCTPaKLMN BellecTBa M3 MeOQULIMHCKOTro M3genusa ansl oLeHKN COOTBETCTBUSA O0-
NycTUMOMY npeaeny, BblOpaHHOMY AN OAaHHOMo BeWecTBa C TOYKA 3PEeHUs OLEHKU puUcka 300POBbHO
(MCO 10993-17);

- OLIEHKM COOTBETCTBUS nNpeanaraemMoro matepuana KnmHU4YeCckn NpoBepeHHoOMY MaTtepuany;

- OLIEHKN COOTBETCTBMUSA KOHEUHOro nNpoaykra NpoTOoTUMNY U NPOBEPKN MPUMEHUMOCTU MONYyHYEHHbIX OaH-
HbIX A9 0OOCHOBAHUA OLIEHKM KOHEYHOro NpoayKra;

- 0TOOpa NoTeHUMaNbHO HOBbLIX MaTepManoB Ans MeauuMHCKUX N30enniA, AICNOMb3yeMblX B KOHKPETHOM
KIMMHNYECKOM NMPpUMEHEeHUN.

HacTtodawmni ctaHaapT He paccMmaTpuBaeT UOEHTUPUKALUIG UM KONMUMYECTBEHHYIO OLIEHKY NMPOAYKTOB
agerpagaunn, kotopble paccMmoTpeHsbl B MCO 10993-9, MCO 10993-13, MCO 10993-14 n UCO 10993-15.

HacTtodwasa cepua ctaHgaptoB MCO 10993 npuMmeHaeTcd, ecrnm maTtepuan Unn nsgenue npamo Ui Koc-
BEHHO BXOAWUT B KOHTaKT € TenoM naymeHTa (cMm. nyHKT 4.2.1 MCO10993-1:2003).

HacTodwun ctaHgapT npeaHasHaveH Ans nocTtaBLUUKOB MaTepuanoB U U3roToBUTENen mMmeauLnHCKUX
n3gernnin npu oueHke drnonornyeckon 6esonacHoOCTu.

2 HopMaTuBHbIE CCbINKN

[lepeuncneHHble HXKe MmaTepuansl UCNOMb3YHOTCH B HAcTosLWweM cTaHaapTe. [Npy gatnpoBaHHOM CCbIf-
Ke NPUMEHSAIOT TONBLKO YKasaHHoe uaganume. [Npu cebinke 6e3 aatebl NPUMEHSIIOT NocneaHee U3gaHmne ykasaHHo-
ro AOKYMEeHTa, BKIovas Bce nonpaBKu.

NCO 10993-1:2003 OueHka buonorndeckoro AencTema MmeanumHcknx nsgenmii. Yacte 1. OueHka n uc-
cneagoBaHUA

NCO 10993-17 OueHka duonorndeckoro AencTemg MeanumHcknx nagennin. Yacte 17. YctaHoBNeHMe
MOPOroBbIX 3HAYEHUN ANS BbIMbIBAEMbIX BELLIECTB

NCO 14971:2000 N3pgenua meguumHckme. NpumeHeHne mMeHeg>KMeHTa prUcka K Me JULIMHCKUM 13aenun-
am

U3pgaHne odbvumanbHoe
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3 TepMUHbI N onpegeneHus

B HacTosawem cTaHaapTe npuMmeHeHbl TepMuHbl no UCO 10993-1, a Takke cnegyowine TepMUHBLI C COOT-
BETCTBYHOLWMMU onpeaerneHNAMN:

3.1 noctaBLUK: JlMLOo UK KoOMNaHUA, Nponssoasias n/nnm NocTaBnAloLWLAast OCHOBHbIE ChlPbEBbIE Ma-
Tepuansl ANs Npou3BocacTBa MeauUMHCKOro n3genus.

3.2 U3rotoButenb: dusndeckoe UNKU ropngnyeckoe nuLo, OTBETCTBEHHOE 3a AM3anH, NPOU3BOACTRO,
YMaKoBKY M MapKUPOBKY M3genna 4o noctynneHnua Ha pblHOK Mo ero MMeHeM, BHE 3aBUCUMOCTU, BbINOITHS-
NACb NN TaKOBble AEeUCTBUSA 3TUM NULOM UMK ero nocpegHnKamu.

3.3 KOMNOHeHT: [lpeameT, NnponsBeaeHHbIN N3 OCHOBHOIO nepBoHaYanbHOro Mmatepuana, He ABNSH0-
LMNCA MeaAULIMHCKUM n3genuem, a nulllb ero 4acTbio.

3.4 npeobpaszoBaTenb: YenoBek UK KOMNAHWUS, KOTOPLIE NpeobpasyoT OCHOBHOW NepBOHaYanbHbIN
MaTepuan Unn co3agaroT U3 Hero NonysaBeplueHHbIN NPOAYKT (HanpumMep, OTPE3KN CTEPXKHEN, TPYDKNU, NNeHOU-
Hble pyKaBa).

3.5 uccnegoBaHue XMMmn4eckux ceouctB: VaeHTudukauma matepuana, onpegeneHne n Kornm4vec-
TBEHHbIN aHaNU3 BeLleCcTB, coaepXalluxca B MmaTepuane unm sakoH4YeHHbIX MeaAULIMHCKUX U3aennax.

3.6 UcyepnbiBawLllee 3KCTparupoBaHue: OKCTparMpoBaHMe A0 TOro0 MOMEHTa, NMPU KOTOPOM KOJIn-
YeCTBO OCTaTKa B nocneayrolem akcTparmpoBaHum coctaBnseT meHee yemMm 10 % ocTtaTka, obHapyXeHHOoro
NPW NepBOM 3KCTparmMpoBaHUN.

[TpnmedaHwmne— JKeTparnpoBaHue SBMSAETCH CITOXHbIM MPOLECCOM, Ha KOTOPbIN BITUAIOT BPEMS, TEMNEPATY-
pa, COOTHOLWEHME NMNOoLWAAN NOBEPXHOCTU U 06beMa, areHT 3KCTparmpoBaHus 1 pasoBbin cocTaB matepuana. PasoBbin
COCTaB Martepuana onpegensieT OTHOCUTElNbHbIE 3HAYEHNA aMOPMHON U KpucTannudeckon das. B amopdHon dhase Tem-
neparypa creknoBaHus Tc onpeaensetr MoObunbHOCTb NONMUMEPHON LieNn 1 CKOpocTb aAnddyanm B gaHHon pasze. OBbIYHO
CKOpOCTb AN dy3um npu TemnepaType Bolle Tc Tem bonblle, Yem Huxe 3HadeHue Tc. CkopocTb Anddy3nm nmeeT Haum-
MEHbLUEee 3Ha4YeHne B Kpuctannnyeckomn daase.

YCnoBus 3KCTparmpoBaHus He 4OMKHbI HapywaTtbh (Pa3oBoro paBHoBecus matepunana. MiameHeHne gpasbl MOXET Mo-
BITUATb HA KONMUYECTBO U BUA 3KCTparmpyemoro sBewectsa. [1py ncnonb3oBaHnmn ncHepnbiBaOWEro 3KCTparmpoBaHuUs He-
06X0ANMO TWATENBHO YHECTb BNUsHUE Bonee BbICOKUX TEMNEPATYP UK APYIrmxX yCIOBUN HA KWNHETUKY 3KCTParnpoBaHUs 1
COCTaB 3KCTparmpyemMsix BewecTs. Hanpumep, cylwecTBYOT onpeaenenHbie Nnpodbrems! Npu NCrnonib30BaHUM NOBbLILLEHHbIX
TemMneparyp:

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

b) noBbilEHME TEMNEPATYPLI MOXET BbI3BaTh POPMMPOBAHUE NPOAYKTOB pacnaaa, Kotopble 06bIMHO OTCYTCTBYIOT
B 3aKOHYEHHOM U3OENUN MPU HOPMAarbHOM UCMNOJIb30BAHUN;

C) NOBbIWEHNE TEMMEPATYPbI MOXET BbI3BATb MCHE3HOBEHWE BbIMBIBAEMOIo MaTepuana, obblvYHO NPUCYTCTBYIOLLLE-
o B 3aKOH4YE€HHOM U3OENNMN.

3.7 MogenupoBaHUe 3KCTparupoBaHUA: OKCTparnpoBaHue AN OLUeHKU NoTeHUManbHOro pucka ang
nauueHTa Unm nonb3oBaTtens Npn oObIMHOM NPUMEHEHUN U3OeNnsl, UCMONb3YoLLEee COOTBETCTBYOLLINA areHT,
KOTOPbIN UMUTUPYET NPUMEeHeHe U3genus.

[TpumedyaHwmne—CMm. npumevaHme K 3.0.

4 O603HA4YeHUA N COKpaLleHns

B pasgene 7 npumeHeHbl cneaytowme cokpalleHus.

Tabnwuua 1— MeTogonormyeckme CokpalleHus

CokpauleHue AHANMUTUYECKNN MeTo
INIMTA INnHaMn4eCcKum MexaHoTeEPMNYECKUN aHanmsa
HCK OuoppepeHunanbHas CKaHUPYoWasa KanopumMmeTpus
SHPA-COM SHEProancnepCcUoOHHbIN PEeHTreHOBCKUN aHann3 — CKaHupylowias
3NEKTPOHHAs MUKPOCKOMNUA
OUNKC Pypbe NK-cnekTpockonus
[ X [[azoBast xpomartorpagpus
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OkonyaHue mabnuusi 1

CokpalleHue AHANUTUYECKUN METO/

MC Macc-cnekTpockonus:

[T1X [ enb-npoHunKatLwan Xxpomartorpadpus

BOXX BblcokoathekTUBHAA XUOKOCTHASA XpomMaTorpagus
NCI' MHOYKTUBHO CBAA3aHHas nnasma
MK MudpakpacHas (CnekTpockonms)

AMP ApepHbI MArHUTHBIN PE3OHAHC (CNEKTPOCKONUSA)
YO YnbeTpadurnoneroBas (CNEKTPOCKOMNUS)

POC PeHTreHOBCKas hOTOSNEKTPOHHAA CNEKTPOCKOMNUS
Pd PeHTreHOBCKas nyopecueHuust

arra [1ByMmepHbIN nonnakpunamuaHbsiv refieBbin anekTpodgopes

? Macc-cnekTpocKonus 4acto NPUMEHSETCH BMECTe C Xpomarorpadpuyeckumm metogamu, Takmmm kak TX-MC,
KX-MC n MC-MC.

5 OCHOBHbIe NPUHUUNBI

[TepBbIM 3TanoOM Npu oLeHKe bBuonorndyeckon 6Ge3onacHoCT MeaULIMHCKOro M3aennsa SBMdeTca pac-
CMOTPEHME XMMNYECKOro cocTaBa MaTepuaroB, U3 KOTOPbIX U3rOTOBIIEHO JaHHOe n3genue. 3To TakKe BaXKHO
MNpU OLEHKEe COOTBETCTBUSA:

a) npegnaraemMoro martepuana n KnmHn4eckn obocHOBaHHOIoO Matepuana,
b) npoTtoTuna n3genusa n roToBOro N3aenus.

O0630p npoueaypbl onpeaeneHns XMMMYecknx CBOWCTB, NPMBEAEHHbIAN B HACTOSALEM cTaHadapTe, N ee
CBSI31 C OLEHKON pUCKa NpUBeaAeH B NPUoXKeHun A.

[na onnucaHns XMMUYeCcKoro coctaBa Martepuana HeobxoamMmo NoNyvnTb Ka4eCcTBEeHHbIE AaHHbIe. Konn-
YeCTBEHHbIE AaHHble Takke HeobXoaUMbl, eCnu OHU UMEKOT OTHOLLIEHUE K BONpocy buonorndeckon besonac-
HOCTW. [Na HekoTopbIX MaTepuanoB UMHOpMaLMA O COCTaBe MOXET coaep)XaTbCd B crneundukaumin
MaTepuana. Takme matepmuansl, Kak NONIMMEPLI, MOTYT UMeTb Donee CNOXHY KOMNO3NLUUIo, N AeTanun cocTaBa
OOTDKHBI ObITh NOMyYeHbl OT NOCTaBLWMKA MaTepuana. [N'pn oTCYyTCTBUU Takux getanen HeobxoanMmo NonyvnTb
OaHHble MO COCTaBY C UCMONb30BaHWEM COOTBETCTBYIOLLEro aHannMTuyeckoro Mmetoaa.

OnpepeneHne cocTaBHbIX YacTen mMaTtepuana, npeaHasHa4vyeHHoro aas UCrosfib3oBaHUA B NPOU3BOACTBE
MEeANULMHCKOro N3aenns, no3BongeT uccneaoBaTtb NPUPoAHYe TOKCUYMHOCTL Kaxkaon cocTaBnsowen. Mony-
YeHHble JaHHble nNpegHasHavYeHbl AN UCMoNb30BaHUA M3roToOBUTENEeM MeauLUUHCKOro n3genust npu oben
oLeHKe bnonornyeckomn 6e3onacHoCT MeanuLUHCKOro nsgenus. B cBasn ¢ 3TMm HeobXoaUMO BBECTU CUCTEMY
KOHTpONA And npeaoTBpalleHnsa U3SMeHeHUs MOCTaBLMKOM cocTaBa MaTepuana, noctaBnsaemMoro nog onpee-
NTEHHLIM KOMMEPYECKUM TOProBbIM HAUMMEHOBAHUEM UMM AOrOBOPOM NOCTaBKK 6e3 npeaBapuUTeribHOro yBe-
OOMNEHNA U3roToBUTENd MeauuMHCKoro magenud. N3rotoButenb OOMKEH OUeHWUTb nocnencTtBus NodbiX
0OBABNEHHbIX N3MEHEeHUIN ANng buonorndeckon 6e3onacHOCTU n3aenus.

NMiobas u3 cocTaBnawWMX MaTepuana unm aobaBoK, NCMOMNb3yeMbIX B NpoLecce Npou3BoAcTBa Meau-
LINHCKOrO 1U3genuns, ABnsAeTca noteHunansHo buonormyeckn AoCTynHON. Tem He MeHee, HeobBXoaAUMO NMMEeTb
MHpOPMAaLUIO, YKa3sbiBalOLLYO CTeNeHb AOCTYMHOCTN KaXKaoW N3 COCTaBMAKLWMUX B YCNOBUAX pearibHOro Uc-
MoNib30BaHNSA rOTOBOro NPOAYKTa ANs OLLEeHKU UX pucka. 3Ty MHdopMaL Mo MOXKHO NMOMy4YnTb, OCHOBBIBAACH Ha
aHanu3ax, Nofy4YeHHbIX NMpu 3KCTparnpoBaHum martepuana. HeobxoanMmo Mcnonb3oBaTh COOTBETCTBYHOLLME
YCIIOBUSA IKCTparMpoBaHna (MogenupyemMoe akcTparmposaHme) ansa obecnedyeHns Toro, 4tobbl Nobasa cocTas-
nawwas, kotopasa byaeT BblAENATLCA B NpoLLecce NCNofb3oBaHNA 3aBepLUeHHOro nagenus, obina BblaenexHa
B cpeay akcTparnpoBaHus. Nony4veHHbIn 3KCTPaKT MOXHO NpoaHanMsnpoBaTb KAQ4eCTBEHHO W/UNKU Konndec-
TBEHHO AN NoJlydeHUa JaHHbIX, KOTOpble 3aTeM MOTyT ObITb UCMOMNb30BaHbI NMPW oLleHKe Buonorndyeckon 6e3o-
NacHOCTU MeaULMHCKOro nsgenus.

[Mpoueaypa onpeaeneHnsa XMMMYecknx CBOMCTB A0JTKHA OTpaXKaTb XapaKkTep U ANIMTeNbHOCTb KITMHUYEC-
KOro BO3AeNUCTBUS U onpeaensaTbCs 3KCNepTOM Mo OLeHKe TOKCUKONOrMYeCcKoro pucka Ha 0CHOBE AaHHbIX, He-
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obXoaAUMbIX AN oLeHKM bruonoriudeckon besonacHocT nsgenua. OHa Takke JofmkHa oTpaXkaTb pusmndeckoe
COCTOSIHME UCTONb3yeMbIX MaTepunanoB, Oyab TO XXUOKOCTW, renu, NoIMMepsl, MeTarmbl, KepamMnka, KOMMo3u-
Tbl UM Matepuarnbl BMONOrNMYECcKOro NPOUCXOXKAEHNUS.

YcnelwHoe 3aBeplueHue npoueaypbl onpeaeneHnst XMMnUYecknx CBOMUCTB, OMUCaAHHOW B HacTOSLIEM
cTaHaapTe, TpebyeT TECHOro CoOTpyaAHUYECTBA MaTeEpManoBeoB, aHAMIMTUKOB M 3KCNEPTOB MO OLIEHKE TOKCU-
KOIMOrM4eckoro pucka. B TakoM napTHepcTBe MaTepuanoBe U aHanuTuK NpegocTaBnsatoT He0bXoaMMble KO-
YeCTBEHHbIe N KadecTBeHHble AdaHHble, KOTOpblIe 3KCNepT MO OLUEeHKe pucka MOXeT WUCNoNbL3oBaTb ANS
onpegeneHns 6e3onacHoCT U3genus.

6 lNpouenypa onpeaeneHnsa CBOUCTB MaTepuanoB

6.1 O6Wwue NnonoxeHunA

[lonydYeHMe AaHHbIX O XUMNYECKUX CBOMUCTBAaX ABMAETCA CTyrneH4YaTbiM NpoLeccoM, CBA3aHHbIM C OLIeH-
KO pucKa. bnok-cxema aToro npouecca, cocTodlwast U3 NATy 3Tanos, NpueeaeHa B npunoxeHun A. Tpedboa-
HUA K onpegeneHno XMMUYecknx CBOMUCTB U PYKOBOACTBO MO KaXaomy atany npueeaeHbl B 6.2 — 6.6.
AHanuTnyeckme MetToabl A0MKHbI ObITh BbIOpaHbI C LEenbo NonyvyeHns Tpedyemon nHpopmaun Anst TOKCUKO-
norudeckon oueHkn. Ecnun nogxoasaume metoabl He HanaeHbl, TO HEOOXOAUMO pa3paboTaTb COOTBETCTBYIO-
LLie HOBLIe MeToabl. [lepen pa3paboTKon HOBOro Metoda HeobXoAMMO U3YHUTL CYLLECTBYOLWME CcTaH4apThl,
MOHOrpagun, HaydHble cTaTbl U Apyrie HaydHble AOKYMEHThI, UMeloLllMe OTHOLLeHMe K BONpocCy, Ha npea-
MeT CYLWeCTBYIOLWMX nogxodawunx metoaoB uccnegoBaHusa. [lpyu ncnonb3oBaHAM METOAUMK U3 HayyYHOW
nMTepaTypbl MOXeT NoTpeboBaTbCA UX aganTauus U NOATBEPXAeHME nepeq UCNOoNb30OBaHUEM.

Mcnonb3ayemble aHannTu4eckne mMeTtodbl A0MMKHbI OblITb NOATBEPXAEHbI, A0Ka3aHbl U OTpaXeHbl JOKY-
MeHTanbHo (cM. pa3aen 8). MNoaTeepxaeHWe aHaNMTUYECKOro MeToa — 3TO NMPOoLEece, B KOTOPOM yCTaHaBN-
BAlOT COOTBETCTBME XapaKTePUCTUK, MOJSIyYEeHHbIX AaHHBIM MeToAoM, TpeboBaHMAM COOTBETCTBYHOLLEro
aHaNUTUYECKOro NpUMeHeHus. AHanmTudeckmue MeToabl AOMKHbI ObiTb NOATBEPXOEHbI COOTBETCTBYIOLLIMMMA
0OOCHOBaHHBLIMWN XapaKkTepUcTUKaMmm, TaKUMN Kak: TOYHOCTb, OoLIMOKa uamMepeHus, cneundmndHoCTb, Npeaen
neTekTUpoBaHUA, npeaen KONMMYEeCTBEeHHOW OUEHKW, NUHEeMHOCTb, AManasoH, MPOYHOCTb, HaAeXHOCTb U
cucTeMHas npurogHocCTb.

Ha kaxkgom aTane npoleaypbl onpegeneHns XMMUMYecKnx CBOMCTB HeobXoamMmMo oLeHMBaTb npuemie-
MOCTb MOMyYEHHbIX AaHHbIX A1 aHanuM3a pyucka. 3ta npoleaypa, B A0MOoJHEHWE K 0bA3aTeNlbHOMY ONMUCaHUD
XNMWYECKOro cocTaBa 3aBepPLUEHHOro U3aenus, JoMKHa paccMaTpmuBaTb KaXKabli MaTepunan, UCNofb3yeMbli B
MeaULUMHCKOM 1U3aernmu.

[TpyumevyaHmne 1— 3tansl 2 4 nogpasaenos 6.3 N 6.5 COOTBETCTBEHHO SABNAKOTCH YaCcTbIo NpoLecca OLUEHKA
pUCKa N HaxoasaTcsa BHE obnactu npumeHeHuns HacTosuwero ctaHgapra MCO 10993, Onn npuBoasaTcsi B UHOOPMATUBHbIX
Lensx anst 0603Ha4eHNs1 BXXHOCTU BITUSIHUS XUMUYECKUX CBOUCTB HA OLIEHKY PUCKA.

[MTpumevyaHune 2—TllocTaBWUK MOXET ObiTb NMONE3HbIM UCTOYHUKOM MOAXOAALLMX aHANMMTUYECKUX MEeTOO0B.
[Tpn oTCcyTCTBUM KaKMX-NMbO NepBOHaYanbHbIX A4AHHbLIX MO COCTaBy, B NOMOLLb NPy Bbibope Hanbonee nogxoaswmnx MeTo-
OB aHanM3a nepBoHaYanbHOrO Matepuana pekoMeHayeTcs1 u3aydeHne nutepaTtypbl Ans yCTAaHOBNEHUS1 BO3MOXHOIO CO-
cTaBa AaHHOro Marepuana v UMeLMXCH NPUMECEN.

Ecnu matepuan nnm ycTponcTBO BXOAUT B NPSAMON U KOCBEHHBIN KOHTAKT C TENIOM, NMPUMEHSETCS CTaH-
aapt MCO 10993 (cm. 4.2.1 NCO 10993-1:2003).

6.2 Itan 1 — KavyecTBeHHble AaHHble

OnuceiBaoT MaTepuan/ycTponcTBo 1 ero npeaHasHadveHne. OnmcaHune KavyecTs, 3addUKCUPOBAHHOE A0-
KyMeHTanbHO, TpebyeTca Ang onpeaeneHnsi CoctaBa 3aBeplUeHHOro U3aenus, BKNovasa NpruMec N oCTaTku
0obpaboTKN ANs KaXXaoro marepuana, ucnonbsyemoro B nsgenun (cMm. 3.3 n pasgen 4 ACO 10993-1:2003 w
npunoXeHue B). YpoBeHb NpeaocTaBNeHHbIX/TpebyeMblX Ka4eCTBEHHbIX AaHHbIX AOMMKEH OTpaXaTb KaTero-
PU0 MegULUMHCKOrO N3aenmsa ¢ TOYKU 3peHna cTeneHn MHBa3UBHOCTUA U ANUTENbHOCTU KIMMHUYECKOro BO3ae -
CTBUSI, a TAKKe XapakTtepa MaTtepuanoB 1 goImKeH bblTb 0OOCHOBAH.

KauyecTBeHHOE onncaHne goMmKHO, Mo BO3SMOXHOCTU, BKIOYaTb B ceba aeTanbHylo MHpopMaLUio o nap-
TUW U CEePUN U cneundrkaumm Kaxkagoro matepmana. Belbop ctaHaapTU3npoBaHHOro Mmartepuana, Hanpumep,
NCO 5832-1, 1omKeH COOTBETCTBOBATb €ro HasHa4veHuto.

[MpeanoyTUTENbHO, YTODLI N3rOTOBUTENU MEANLMHCKUX N3OeNNIA Nonyvann KadecTBeHHbIe U KONNYec-
TBEHHbIE JaHHble 0 CocTaBe OT NOocTaBLUMKa NepBoHaYvanbHoro Mmatepurana. KonnyectBeHHble gaHHbIe NO Jto-
ObIM ONONMHUTENBHBIM AobaBKkam rnpu obpadoTke, HanpuMep, BelecTBam, U3 KOTOPbIX M3roToBMeHbl opMbl,
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TaKKe OOKHbI ObITb NOMYyYeHbl OT COOTBETCTBYHOLWMNX YH4ACTHUKOB NPOU3BOACTBEHHOW LeNOYKU, BKNHOYASA Mo-
CTaBLLUMKOB N N3roTOBUTENEN KOMNOHEHTOB. CocTaB MaTepuranosB AOMKeH NMbo oTBeYaTb COOTBETCTBYIOLLUM
cTaHOapTam Nndo BbITb YKasaH nponssognTenem. Ha gaHHoM aTane HeobXoAMMO NONMYYNTb AOCTATOUHYIO UH-
popmMaunic ana onpegeneHnss BcexX (akTopoB TOKCUMYHOCTU XUMUYECKUX KOMMOHEHTOB MaTepuana U
HanpasuTb ee Ana oueHku pucka (cMm. 4.3 MCO 14971:2000).

6.3 IT1an 2 — IKBUBaANEeHTHOCTbL MaTepuana

Heobxoanmo nony4YmTb KONMMYECTBEHHYIO MHOPMALIKIO, AOCTATOUYHYIO AN CpaBHEHUS 1 onpeaeneHns
COOTBETCTBUA AaHHOIro Matepuana matepuany, UCnofb3yemMomy B U3genmm ¢ UAeHTUYHbLIM KIMUHUYECKUM MpK-
MeHeHuneMm, 1 NoNy4YeHHOMY C UCMONb30BaHUEM TEX XKe NPOU3BOACTBEHHLIX U CTEPUNM3aLMOHHBLIX NPoLECCOB.
Hanpumep, ecnn yctaHOBNeHO Oe3onacHoe npuMeHeHne maTepuanoB B U3Qennn, UCNONb3yemMomM Ha
HENOBPEXAEHHOU KOXeE.

[TpumedvyaHune—CM. NPUMEPLI TOKCUKONOMMYECKOIo COOTBETCTBUSA B NpunoxeHumn C.

6.4 3tan 3 — KonuyecTtBeHHbIe AaHHbIe

B cny4ae, ecnu Ka4ecTBEHHbLIN aHann3 He gan A4oCTaTouHbIX AaHHbIX 4118 3aBepLUeHNsa aHanmsa TOKCH-
KOJTOrM4ecKoro pucka, HeobxoamMmo NPOBECTU KONMMYECTBEHHbIA aHallMs XMMWUYEeCKOro cocTaBa, 3adUKCUpo-
BaTb AOKYMeHTanbHO (cM. B.6) n oTnpaBuTb Ha oOLEHKY pucka. KonnyecTBEHHbIN XMMUYECKUA aHanms, B
YacTHOCTU, [OOJDKEH YCTaHOBWUTbL obllee 4Yucno uaAeHTUPUUMPOBAHHBIX BeLecTB, MPUCYTCTBYHOLUX B
MaTepuane.

6.5 9tan 4 — KonnyectBeHHasa oL eHKa pUCKa

Heobxoanmo nonyvyntb KONMMYECTBEHHbIE AaHHbIE, B COYEeTaHUM C CYLLIECTBYIOLLEN TOKCUKONOrMYeCcKou
nHdpopmaumen (cm. MCO 10993-17 n 4.1 NCO 14971:2000), gocTaTouHble ANd NpoBeaeHUs OUEHKU pUcka.

6.6 3tan 5 — Npegnonaraemoe KNUHNYECKOEe BO3AeNCTBME XMMUYECKUX BeLlecTB, coaepXXaLlux-
CA B MaTtepuane

Ecnu konnyecTBo Ntoboro coaepskallerocs BellecTsa Bbi3blBaeT onaceHs B TOKCUMHOCTU NMPU KOHKPEeT-
HOM KIUHWNYECKOM NPUMEHEHMNI, He0BX0aMMO U3MEPUTL CTeNeHb BO3AENCTBUSA 3TOro BELLECTBA M OLEHUTb 00-
YO J03Y. YCNOBUA 3KCTparnpoBaHUsa AOMMKHbI ObiTb OTpaXkeHbl JOKYMeHTanbHO 1 060CHOBAaHHI.

[MTpumevyaHune 1— CreneHb HEODXOQMMOro SKCTPaArMpoBaHUS MEHSIETCHA B 3aBUCUMOCTU OT XapakTepa KOH-
TakTa ¢ Tenom n AnNUTENbHOCTU BO3aencTBus. [1o mepe yBenmnyeHuss AnuTenbHOCTU KOHTakTa HeobXxoamMmo NPoBECTU aHa-
IIN3 KNHETUKU SKCTParMpoBaHus.

OKCTpaKT gomkeH ObITb NpoaHanu3npoBaH C UCNOMb30BaHNEM YYBCTBUTENbHBIX U U3bUpaTenbHbIX Me-
TOAOB, a YPOBHW BELLECTB, NpeAcTaBNALWMX NMHTepec, onpeaeneHbl KONMYEeCTBEHHO.

[TpnumevaHune 2— BoiMbiBaeMble BELWECTBA MOIYT BbITb ONpeaenieHbl, B HEKOTOPbLIX Cnyvasix, NyTeMm MaTema-
TUYECKUX MOOdENEN, PABHO KaK U UCMNbITAHUMN.

7 XuMMn4yeckue napameTpbl U MeTOAbI UX onpeaeneHns

7.1 O6LWwuMe NnonoxeHun

B pasgene 6 1 npunoXeHnn A HacTosdLWero ctaHgapTa U3MNMoXKeH nNpouecc nocrneaoBaTenbHOro onpeae-
NIeHUA Ka4yeCTBEHHbIX U KONMMYECTBEHHBLIX AaHHbLIX, KACAOLWNUXCA XUMNYECKUX CBOUCTB MaTepuanoB And UC-
NONb30BaHNUSA UX NPU OLLEeHKe TOKCUKOOrMYecKoro pucka. B 7.2 — 7.5 npuBeaeHbl NpUMepbl KAYeCTBEHHBIX U
KONUYECTBEHHbLIX NapaMeTpoB U NPUMepPbl MeTOAOB, KOTOPbLIE MOTYT ObITb NPUMEHEHbI ANs onpeaeneHnst Xu-
MUYECKUX CBOUCTB KaXkAoro U3 Matepuanos, UCNoNb3yeMblX B MeAULUMHCKUX n3genunsx.

YyunTbiBas pasHoobpasne MmegnumHCKUX nsgenunn, npusHaHo, YTo He Bce napamMeTpbl, NPUHATBLIE AN Ka-
KOro-nnMbo martepuana, HeobxoaMmMo UCNONbL30BaTh AN BCeX UM HEKOTOPbLIX U3aenun. Kak oTMedeHo B 6.2,
YPOBEHb UCCeA0BaHNA XMMUYECKMNX CBOUCTB onpeaenseTcs MHBa3sUBHOCTLIO U ANMUTENbHOCTBLIO KITMHUAYECKO-
ro BO34eNCTBUSA NpKY NpegnonaraemMoM UCnos1b30BaHUN.

Ha stanax 1 n 3 pasgena 6 (6.2 n 6.4 cCOOTBETCTBEHHO) MaTepManoBeq N aHanuTuK, a Takke 3KCnepT Mno
OLleHKe TOKCUKOMOTMYECKOro prUcKa AOIMKHbI onpeaennThb, Kakme napamMeTpbl UMeoT OTHOLUEHWME K OLeHKe MaTe-
puana nnm meguumnHekoro nsgenus. NpruvnHel 4ns BKIHYEeHUs Uit UCKNIoYeHUs napamMmeTpa AOMKHbI ObiTb OTpa-
XXeHbl AOKYMeHTanbHO. daHHble 0 XUMUYECKUX CBOUCTBAX HEODXOAUMBI NO BCEM NOAXOAALLMM napameTpam.

7.2 NMonumepobl
[TapameTpbl U MeTOAbl NCCeaoBaHNN AN aHanm3sa NnonMmMmepoB npuBeaeHsl B Tabnuue 2.
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Tabnuya 2—ITIlapameTpbl 1 METOAbI UCCNEAOBAHUN AN aHannaa nonMMmepoB

[Tpumepbl aHaNU3npyemMbIx [Tpumepbl MeTOoO0B (CNUCOK HEMOJTHBLIW KavyeCcTBEHHbIE Konn4ecTBEeHHbIE
napameTpoB N HEOTPaHUYEHHbIW) napamerpsbl napameTtpsbl
XMMnYyeckas CTpykrypa MC, AMP, OUNKC X X
XMnyeckasa KoHpurypauus Lenmu: TutpoBaHue — X
aHanmna cBobogHbIX paanKanoB
Cnekrpockonua (AMP) X X
Hanuune OBOVHbLIX CBA3EN Cnektpockonus (MK/YO) X X
NopgomeTpus — X
XapakrepucTtuka cononmmepa Cnekrpockonua (MK/AMP) X X
Punandveckas KoHpUrypauus Lenm: CnekTpockonus (130 AMP) X X
TaKTUNBbHOCTb
[HCK X —
Hann4yne nonepeyHbiX CLUMBOK 30Nb-reneBbin 3KCTPAaKT X —
OIMTA — X
Pa3BeTBIEHNE Cnektpockonua (AMP) X X
[NobaBku, octatkn obpabdboTKu, ocTa-
TOYHblE cybCTaHUMM UNN NMPUMECH, Ta-
Kne Kak:
- e3aKTMBaTopbl METannoB, cTabu-
nn3aTtopsbl cBeTa/TENNAa, NNacTUPUKaTo-
Pbl, CMa3KW, YCUIMUTENN BA3KOCTU, MO-
ONAOUKATOPbl BO3OEUCTBUSA aHTUCTATK-
Yyeckue, aHTUMUKPOOHble BeELWLeCTBa,
ClUMBaKwWME areHTbl, OPMOBOUYHLIE
BELWECTBA; BOXX, [ X X X
- aHTUOKCUOAHTbI, pasayBaroLume [ X — X
BELLECTBA;
B3XKX X X
- UHTIMOUTOPBLI TOPEHNs N oTbenmnea- B3XXX X X
TEenw,
PeHTreHOBCKas AnpakuUmns X —
- HANOJTHUTENWU 30INbHbIN OCTATOK X —
PactBoperHue, PO X X
CocTaB NOBEPXHOCTH OUKC X X
PoC X X
OcTaToOYHbIN MOHOMEP [ X, BOXX X X
OcTaToYHbIX KaTanualarop, NCI' X X
NHNLUMNATOpPLI
BOXKX X X
MonekynspHas macca n/nnu [T1X — X
pacnpegeneHmne rno MonekynspHOu ]
MaCCe AHann3 KOHUEBOW IPynbl — X
OcMoMeTpus — X
PaccenBaHnE CBeTa — X
BuckoanmmeTtpust pacteopa — X
Ocapgkoobpa3oBaHune — X




7.3 MeTannsl U cnnaBbl
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I'Iapameprl M MeToabl UCCeaoBaHUW AN aHanu3a MeTarnioB U CrniaBoB npmBedeHbl B Tabnuue 3.

Tabnwuwya 3 —IllapameTpbl n METOAbI NCCNEQOBAHUN ANSA aHanna3a MeTannoB U CN1aBOB

[TpuMepbl aHaNU3NPyeMbIX
napameTpoB

[pumepbl MeToaoB® (CINCOK
HEMONHbLIU U HEOTPAHUYEHHbIN)

KavecTBeHHbIe
napameTtpsbl

KonnyecTBeHHble
napameTpbl

Xymuyeckuii coctas’

PeHTreHOBCKas nyopecueHuns
BakyymHas aMMCcCMOHHas
CMNEKTPOCKONUA
AHanu3 cxuranmem (C, S)
ATOMHas agcopbLMOHHAasA Crek-
TPOCKOMUA
[fazoBasi ropenka (N, O, H)
NCIT
TutpoBaHue [ paBumeTpus
OMNEKTPONUTHLIN aHaNn3
KonopumeTtpus

Kpunctannorpadunyeckmne gpasbl

PeHTreHOBCKas andpakums,
andopakumst 3NeKTPoOHOB
C BblaeneHHon nowaam

PacrnpegeneHme anemMeHToB Mexay
haszamu

SOPA/COM, PPC

ONEKTPOHHO-MUKPOCKONMNYECKOE
30HAMPOBaHUE

CocTaB dhasbl UM NoBEPXHOCTU

SLAPA/COM, POC

X

X

MuWKpO/MakpoCTpyKTypa

MeTtannorpagpus

X

X

MOBTOPHATDb €10 HE 0bsa3aTenbHO.

° Bbibop meToaa nccregoBaHust JOMKEH MPOBOAUTBCH MO COBETY CNeUManucToB B AaHHOW o6nacTu, Tak Kak onTu-
ManbHbIN METO MOXET 3aBUCETb OT 0CODbIX KOMOUHAUMIN 3NEeMEHTOB B COCTaBe crnasa.
° XUMWYeCcKuii CoCTaB MeTanmnoB U CMaBoB YacTo OTPaXeH AOKYMeHTanbHo. Ecnv gaHHble aHanuaa u3BecTHbI, TO

7.4 Kepamuieckue nsgenus

[MapameTpbl 1 MeTOAbI UCCIIEAOBaHUA KepamMmniecknx n3genuin npuseaeHsl B Tadbnuue 4.

Tabnwuwya 4 —ITlapameTpbl 1 METOAbI NCCNEAOBAHUSA KEPAMUYECKNX U3OENNN

[Tpumepbl aHanU3npyembIx [Tpumepbl MeTOO0B (CNUCOK HEMOMHbIU KaveCcTBEeHHbIE Konn4eCcTBEeHHbIE

napameTpoB” M HEOrpaHU4EeHHbIN) napamerpsbl napamerpsbl

XUMUYECKUN COCTaB, OCTATOYHbIE PeHTreHOBCKas hriyopecueHuuns, X X
cybcTaHumnm NCTT

AHNOHbI MoHHas xpomaTorpadpumns X X
BaneHTHOCTb KonopumeTpmu4ieckum aHanms X —
Dasbl PeHTreHoBCKas anpakums X —
MukpoCTpyKTypa Mukpockonus — X
JKCTparmpyemMbole BELWECTBA NCIT X X

d

NMWYHble BUAbl A0DABOK, KOTOPbIE AOMKHbI ObITh YYTEHbI NPY NIOOOM aHann3e, BKNYaoT cnekarwme obaBky,
hOpMOBOYHbIE BELLECTBA, CBA3YIOLWMNE BELWECTBA, MUIMEHTbI U NOKPbITUS, HE OFrPaHN4YNBASACb TAKOBbLIMMU.

7.5 lpupogHble MakpoMoneKynbl

B cnyyae npupodHbIX MakpoMOSeKkyn Ha nepBoM aTtane HeobXxoammMo 4eTKo onpeaeniTb OpraHn3mM-u1c-
TOYHMK (BMA) U ero nopoay/ramm.
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[MTpumevanmne 1— Cepusa EH 12442 paccmatpuBaeTr 6e30nacHoe UCMONb30BAHUE XUBOTHbIX TKAHEWN U UX
NPON3BOA4HbLIX B MPOM3BOACTBE MeanunHckmnx nagenmn. EH 455-3 paccecmartpmnBaeTt OUEHKY pUCKa, CONPAXEHHOIO C OCTaTOY-

HblM COAep>XaHNeM MNpPOTEUHOB B HaAaTypallbHOM JlaTeKCe.

HaTypanbHble MakpoMONeKysbl, ICNOMb3yeMble B MeAULMHCKUX N3OeNUsX, BKIOYAOT, B YACTE ApYruX
coeUHEeHUN, MPOTENHbI, IMUKONPOTEUHbI, NonMcaxapuabl U KepamMmu
MOXXHO MPUBECTU XeNaTuH, KonnareH, anactuH, gunopuH, ansbymn

Ky. Cpean NnpumMepoB gpyrux coeguHeHUn
H, anbrMHaT, Uennonosy, renapuH, XmTo-

3aH, nepepaboTaHHYO KOCTb, KOpani U HaTypanbHY0 pe3uHy. 3TN MaTepuansl MOrnn ObiTb B pasnuyHON
cTeneHn obpaboTaHbl, oYNLLEHbI 1 MOAUDULUPOBAHBI.

(

[Tpnmevanmne 2—Ona mMHOMMX M3 3TMX MartepuanoB CYLWECTBYIOT MOHorpadpum no dapmakosornmm

Ph.Eur/lUSP/JP) n neckonbko ctangaptoB ASTM FO4, koTopble Takke paccMaTpmBaoT XMMUYECKME CBONCTBA 3TUX MaTe-

prnano. (CM. bubnuorpaduio).

I'Iapameprl N METOAbl NCCI1eA0BaHUA, TIPUMEHAEMbBIE AOJTA aHalli3a NPpUpoaHbIX MaKpOMOJIEKYIT, NMPUBE-

neHbl B Tabnuue 5.

Tabnwunua

5 — [NapameTpbl U METOAbI UCCNEA0OBAHUS, MPUMEHSEMbIE ANS aHaNM3a NPUPOAHbLIX MaKPOMONEKYI

[TpumMmepbl aHaNU3npyeMbIX

[Tpumepbl MeToao0B (CNUCOK HEMOMNHLIW

KavyecTBeHHbIe

KonundyecTBeHHbIe

napameTpoB N HEOrpaHU4YeHHbIN) napamerpsbl napameTtpsbl
MaeHTudukaumsa matepuana Konopumetpus X —
arrs X X
[T1X X —
XMMYeckas CTpyktypa AHann3 aMmMHOKNCIOT X X
N NX nNocnegoBaTesibHOCTH

PUNKC X —
“C "Hu ""Cc AMP X —
XUMnYyeckasa KoHpurypauus uenm. TutpoBaHune — X
aHanna cBoboaHbIX pagnKkanos Cnekrpockonus X X
duanyeckas KoHpUrypauus Lenm: Cnektpockonus (°C SMP) X X
TaKTUINbHOCTb NCK N B
Hann4une nonepeyHbiX CLULMBOK 30nMnb-refb 3KCTPaKT X —
AHann3a bucynbOUaHbIX CBA3EN X X
Pa3BeTBNEHNE IMTA — X
CneKkTpocKonus X X
MonekynsipHas macca n/unm [T1X — X

pacnpegeneHue rno MOoneKynsipHbIm
MaCCaM AHanNM3 KOHUEBLIX rpynm — X
OcMoMeTpus — X
Cratundeckoe paccemBaHne CBeTa — X
BuckoammeTpus pacteopa — X
Ocagkoobpa3oBaHue — X
[Tpumecn B3XKX X X
X X X
arrs X X
Nnanu3a X X
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8 OTyeT 0 NONyYeHHbIX AaHHbIX

OT4eT 0 NoNy4YeHHbIX AaHHbIX ACIDKEH ObITh caenaH B oopmaTte, No3Bonsiowem Ux BBoa B 6asbl AaHHbIX
MaTepunanos. J1lobble Konn4ecTBeHHbIE AaHHbIE AOIMKHBI ObITh NMpeacTaBneHbl B TAKOM BUAE, KOTOPbLIWA NO3BO-
Nnan Obl NPOBECTU OLUEHKY pyUCKa ANA YenoBeka.

OT4yeTbl NO U3MEPEHUAM AOCIMKHBLI TOYHO (POPMYNUPOoBaTh UeNb NPOBeAEeHUA OLUEHKN XUMUYECKMX
CBOWCTB MaTepuanoB U, Npyu HeobxoanMMoCTW, AOJTKHEI coaepXKaTb:

a) geTanbHOe onucaHue MmaTtepuanos;

b) aHanuTu4eckne MeToabl N YCINOBUS SKCTParmpoBaHUS;

C) Mony4YeHHble Ka4yeCTBeHHble daHHbIE,;
)
)

o

10J1YyHEeHHbIE KOJIMHECTBEHHDbIE AdHHbIE,
pearoliaraemMoe KIMHN4eCKoe BO3eNCTBME BELLIECTB.

D
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[MpnnoxeHve A
(oba3aTenbHoOe)

Brniok-cxema, cyMmmupylowasa nocrnegoBareribHoe onpegeneHne XMMU4Yecknx CBOMCTB,
MCNOJNIb3yeMbIX NPU OL,eHKe TOKCUKONMOrM4eCcKoro pucka

A.1 Obwmre nonoxeHns

HaHHas npoueaypa npumMeHnma ToNbKO K Matepmnanam/magennam, Haxogsawmmcs B NPAMOM UM KOCBEHHOM KOHTaK-
Te ¢ Tenom (cm. 4.2.1 B NCO 10993-1:2003).

A.2 NMpouenypa

[aHHas npoueaypa cCocTouT N3 Cregyrowmx aTanoB, NPUBeAeHHbIX B BNOK-cXxeme Ha pucyHke A.1:
a) 39tan 1. Ka4yeCTBEHHbIE AAHHBbIE;

b) 3Tan 2. cooTBETCTBME MaTepuana;

c) 3JTan 3. KONIMYECTBEHHbIE AAHHbIE;

d) 3Otan 4. kKonu4yecTBeHHasi OLEHKA PUCKA;

e) 3Jtan 5: npegnonaraemoe KInMHMYeCcKoe BO3AENCTBMNE BELLECTB.

[Tpumeyanwmne—3Tanbl 2 v 4 aBNAKOTCA YacTblo NpoLUecca OLEHKMN PUCKA, HO HAXOOATCH BHE 0bnacTtn npume-

HeHUs1 HacTosiWero ctaHgapta. OHn npuBeaeHbl 34eCb B MHPOPMATUBHBIX LENsX ANsl YKa3aHUsi BXXHOCTU onpeaenenns
XUMUYECKUX CBONCTB MaTepuana npu oueHKe pucka.

Havyano

OnpepeneHne XMUMU4eCKUX CBOUCTB
(MCO 10993-1:2003, 3.2)

ITAIN 1
NoeHTUPUUNPYIOT MaTepuansl
M UX COCTABMNAIOLLME, BKITIOYaAsA
ocaaku. OnpeaenarT ocTanbHble
HeobxoauMble AaHHbIe, HanpuMep,
cneyndrnkaunio maTtepmanos

JTAIN 2
[1pn oueHKe pucka
YCTaHaBNMBAKT, SIBNAETCSH NN

OaHHbIM MaTepuan I'Ipelcpau.l,arPT onpegeneHne XMMUMYeCcKnx
SKBUBAEHTHbIM MaTepuany, CBOWCTB U (PUKCMPYIOT 3TO

MCNOMNb3yeMOMY B U3AENUN DOKyMeHTanbHo. [ins OLUeHKN
C Takon xe obnacTbio Ouonorm4eckoro pucka NCcnonb3yloT

MPMEHEHUA, KOTOPLINA npoLuen NCO 10993-1:2003
Ty Xxe 06paboTKy
N cTepunusayuio?

ISTAIl 4
Ha ocHoBaHuu ITAIN 5
3TAM 3 TOKCUKOSTOMMYECKNX OaHHbIX [MpMeHsoT
yCTaHaBNMBAIOT, aKCTparupoBaHue
npeacTaensaeT M onacHoOCTb Onga onpepeneHvs
Kakoe-nmbo BeLecTBO KITUHUYECKOIo
NPU NOMHOM BO3O0EUCTBUSA
SKCTparMpoBaHmu?

YcTaHaBNMBAKOT NONMHLIA
KONMUYeCTBEHHbLIUA COCTAaB

PucyHok A.1 — brniok-cxema

10
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[MpnnoxeHve B
(cnpaBo4HoOe€)

UcTouHUKM nHdopmauum gna onpegeneHnsa XMMM4Yeckux CBOMCTB

B.1 Oowme nonoxeHwuns

Kak onucaHo B pasgene 5, cteneHb HEODXOAMMOro ONUCaHUA XMMUYECKMX CBOUCTB 3aBUCUT OT Xapakrepa v anu-
TENBbHOCTU KOHTaKTa MEAULMHCKOIO U3aenus ¢ TENOM NauueHTa u ero pucka npu KMMHUYECKoOM ncnonb3oBaHnm. COOTBET-
CTBEHHO, BUA U CTEMEHb AeTanu3aumm Heobxoanmon nHpopmaymm npu onpeaeneHnm XMMmn4eCknx CBONCTB 3aBUCAT OT

aTnX ycnoBun. MoxeT noTpeboBaTbCHA WUCMONb30OBAHUE HECKONBKUX UCTOYHUKOB WHMPOPMAaUUKU, KaK ONMUCAHO B TMyH-
ktTax B.Z2 — B.8.

B.2 ObweynoTtpedbutenoHoe HazBaHWe maTepmuana

O6u.|,eyn0Tpe6MTeanoe Ha3BaHWE OO0J1XKHO COMNpoBOXA4aTbCH CCbIINTIKaMU Ha orpeagerieHHoe XMmMmn4eCKoe HanmeHoO-
BaHUE

[MTpnmeyvaHue— ObweynotpedbutenbHble HA3BaHUS MOIYT DObiTb HEBEPHO NOHATLI. Hanpumep, nonnatuneH
MHOrga MNOHNMAETCH Kak rOMONONMMEpP 3TUNEHAa, XOTS OH TaKkKe onpeaensieTcs Kak nonnoneMH, COCTOALWMN N3 STUNEHO-
BbIX 3BEHLEB B HEKOTOPOM MOMAPHOM COOTHOLLEHUMN.

B.3 Opyrmne knaccndpmkaumm n XmmmieCckKne onncaHusa matepuvanos

B.3.1 O6wme nonoxeHns

CyweCcTBYET HECKOINBbKO CUCTEM Knaccudumkaumm, Kotopble bonee TovHO 0603Ha4aloT martepuansoil.

B.3.2 Cuctema knaccudpmkaumm UPAC n CTPYKTYpPHbIE hOopMynbl NONIMMEPHbLIX BELWECTB

Komucensi no HomeHknartype n obosnavenmnsam MexagynapogHoro Coto3a Teopetudeckon u lNpuknagHon Xuvmuu
(IUPAC) onybnukoeana npasuna gns obosHaveHnss nonumepoB. OBo3HaYeHNs 1 onncaHne noimmMepoB COrnacHo npasu-
nam JOIMXHbl coaepXaTb TOYHbIE CBEAEHUSA O MONUMEPHLIX BELWLECTBAX COMMAaCcHO onpeaerneHnto. Tem He MeHee, AN KOM-
MEPYECKMX NONMMEPOB HE BCerga npuBoanTcs nHdhopmaums no npuMecsiMm, KOTopble OHM coaepKar.

[Tpunmedanune—Ilpasuna npyeeaeHsl B bubnnorpadcdum (cm. [12]).

B.3.3 PernctpaunoHHbin Homep CAS, USAN v apyrrne pernctpaumoHHble HAMMEeHOBaHNA/HOMepa

Xumundeckas PedepatuBnas Cnyxba (CAS) n 3aperncrpupoBanHble HanmeHoBaHus B CLUA (USAN) npucsavBatoT
onpeaeneHHbI HoMepP N HAMMEHOBaHUE COOTBETCTBEHHO HOBbIM pa3paboTaHHbIM NONIMMEPHBLIM BELLECTBaAM, Hanpumep,
MmaTepuanam ans KOHTakTHbIX NMH3. Korga y ncnonb3yemoro marepuana ectb cobcrBeHHbI HoMmep CAS n/mnm HammeHo-
BaHne USAN, ero nerko otTnnunTb OT CXOXNX, HO HE MOEHTUYHBLIX MartepunanoB. YeTkasa nndopmaumst N0 XMMNYECKUM CO-
CTaBNSAWUM/MHIPpEANEHTaM MOXET bbITb nonyyeHa na USAN.

B.4 Obwaa nHdopmauna o XuMnM41eCKOM COCTaBe MmaTepuanoB

ns yeTkoro 0603Ha4YeHNA XMMUYECKOro COCTaBa UCNONb3yemMoro marepumarna 0bbI4MHO NPUMEHSAETCH HECKOIBbKO Ma-
PaMeTPOB. ATU NapameTpPbl OTNINYAOTCH B 3aBUCUMOCTU OT KaTeropum matepuanos (cMm. B.2). [Insa cMHTeTU4YeCKnX nonm-
MEPOB MpUMEpaMn Taknx NapameTpoB CNyXaT MONEKyNsApHash Macca v pacnpegeneHue no MonekynsipHbIM mMaccam,
TEMMepaTypa CTEKNOBAHUSA, TOYKA NMaBeHnst, NNOTHOCTb, PACTBOPUMOCTb U HAabyXaHue.

[MTpumedvanune—Pykosogcteo OECD 118:1996 [15] moxeT BbITb MCNONBb30BAHO NPU aHANU3e CUHTETUYECKNX
NOJINMEPOB.

B.5 UHdopmauma oT nocTaBLMKA MaTepuana

Crneaytowasi nHpopmaumsa Heobxognma Anst YeTKoro 006o3Ha4YeHns1 LCNONb3yEMOro Mmatepuana, npu 3ToMm MHop-
MaLUusa No COCTaBy OCODEHHO BaXXHA NPU KONMUYECTBEHHOW OLEHKE PUCKA:

a) HaMMEeHOBaHWE N3roToOBUTENS MaTepuana (NMoCcTaBLKMKA);
b) TOproBoe HaMmMeHoBaHMe OOLEeYNOTPEDUTENBHOIO MaTepuana;

lMpumepbl — Cunacmuk, 0aKpoH, memopoH, nesiuiemaH, HetunoH, megnaoH, u.m.o.

c) ToyHoe HammeHoBaHue (IUPAC/CAS/USAN);
d) koa v HoMep NPOAYKTA;

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

e) cneundukaumm N3roTOBUTENS Martepuarna, BKovawLwme, Hanpumep, YMCToTy, Ka4ecTBO, npegen npoYHOCTH,
TBEPAOCTL No POKBENNY, MOAY b N3rmMba, snekTponpoBOAHOCTb, M APyrne CBOUCTBA, B AONONHEHUE K OOWMM napameTpam,
ONMCaHHbIM B B.6.3;

fy metanu cocrtaBa v peuenTypbl matepuana (cm. 6.2 n 6.4).
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B.6 Xnmnuyeckme aHanvibl

B gononHeHne K pasgeny 5 HEKOTOpPbIE BUAbI XMMUYECKNX aHann30B onncaHbl ganee B B.6.1 — B.6.3.
B.6.1 Obwmn xnmn4yeckmnm aHanwn3i, CBA3aHHbIN C OLUEHKOW BO3aeNCTBUA

O6LLI,I/IE XUMUYECKME aHann3bl ObiNM BKITHOYEHbI B HEKOTOPbIEe MexXAyHapodHble CTaHAapThbl U HAUNOHATIIbHbIE PYKO-

BOACTBA UMW CTaHAAapPTbl, HanNnpaBneHHble Ha 0becneveHne be3onacHoOCTU. OTK MeToAdbl 0ObIYMHO NOAXOAAT ANA OLUEHKU XU-
MUYECKOW ONACHOCTU MeAULIMHCKUX U3OEMUN, HO MX BO3MOXHOCTU AJ151 NPOrHO3NMPOBaHUSA orpaHnyersl. Hmxe npuBeaeHsl

HEKOTOPbLIE MPUMEPDI:
lMpumep 1 — Pykoeodcmeo OECD 120:1996 [13].

HaHHbIin npoTokon nccnegosanmm [13] onnceliBaeT npoueaypy 4ns onpeaeneHns noBeaeHns pactBopa/akcTpakra
nonumepoB B Boge npu temnepatype 20 °C npu pH 2 v pH 9 v npu temnepatype 37 °C npu pH 7. [lna onpegeneHuns obue-
ro Yncna nonMMepoB B BOAHOW Cpeae PEKOMEHAYETCH aHanus obuwero cogepxanust opradndeckoro yrrnepoga (COY). Tak-
e ONnucbiBalOTCs apyrue, bonee ToYHble, METOABI.

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

Nanuble meToabl [14], [16], [17] BKNtovaoT cnocobbl TECTUPOBAHUSA 30MbHBLIX OCTATKOB, TSXENbIX METANNOB, 9KCTPa-
TMPyeMbIX BELLECTB, BELWECTB, CHMXAKWMNX COAEPXKaHME NepMaHraHara Kanmsi 1 0cagkoB UCnapeHus.

B.6.2 KonnyeCcTtBeHHbLIN aHANM3

JononuutenbHbln aHanna TpebyeTcs, ecnm cocTaB U/unm KoMmnosnyusi/peuentypa matepuana aBnsoTcsl HENOMNHbI-
MW UMW HeZQoCTyNHbIMU. Hna aHanusa coctaBa U KOMNoO3numn/peuenTtypbl UCNONb3YIOT SAO4EPHO-MarHUTHbIN PEe30HaHC
(AMP), nHdpakpacHyto CneKTPOCKONUIG MHOTOKPATHONO HAPYLWEHHOro NonHoro BHyTpeHHero otpaxenus (MK MHIMNBO) wm
NMMPONUTUHECKYIO rA30BYIO XpomMmaTtorpaduio/mace-cnekTpockonuio (B Tabnuue 1. macc-cnekTpockonus). JKCTparmpyemole
XUMNYECKNEe coeguHeHNs, BXOAsALWmMeE B COCTAB KOMMO3NLUn/peuentypbl, MOXHO UCCIE40BaTh C NOMOLWbIO BbICOKO3MdEK-
TUBHOW XNAKOCTHOM XpomaTorpadum (BOXKX) B couetanmm ¢ macc-cnekrpockonmen (MC) (B Tabnuue 1: MC — macc-cnek-
Tpockonusi). AHanm3 ¢ NPUMEHEHNEM MHAYKTUBHO cBA3aHHOW nna3smbl (VCI1) ncnonb3yot anst nccnegoBaHnsa cocTaBa
MeTarnmnm4yecknx matepuarosB Nnocre pacTBOPEeHUs B agqua regia.

B.6.3 Konn4yecTBeHHbLIN aHANM3 TOKCUYHbLIX BELLEeCTB NPy OoLeHKe BO3OeNCTBUSA

Ecnv oxnpaeTtcs, 4To nauymeHT byaeTt noaBepraTtbCs BMUSHUIO KAKOTO-NMOO KOHKPETHOIO TOKCUYHOIO BELLECTBA, He-
06X04MMO NPOBECTU TWATENbHbIW KONMMYECTBEHHbLIN aHaNM3 Ans KaXaoro n3 Takux BewecTtB. [nsa oueHkn pucka npu Haw-
XyAlWemM crnyvae BO3JENCTBUS Heobxoaumo WUCMONb30BaTb WCHEpnbIBaWOWEe J3KcTparnpoBanme. Mopgenupyemoe
IKCTParMpoBaHme HeobXoaAMMO MCNONb30BaTh NPU OUEHKE NMPeanonaraemMoro KnMHMYeCKoro YpoBHS BO3AEUCTBUSA. TOM-
HOCTb, CTEMeHb YYBCTBUTENBbHOCTU U KONUYECTBEHHBIN NPeaen aHannTU4eCcKoro MeToaa A0MmKHbl OblTb 40CTATOYHBIMM
0158 OUEHKN He0bBX0aMMOro ypoBHS PUCKA.

B.7 HaumoHanbHble N MeXayHapoOHble CTAHAAPTbLI ANA MaTepuanoB N/nnu nagenun

BONbWWHCTBO U3 HUX YKa3bIBAET B CTAHOAPTE KA4YEeCTBO MaTepuana, CBA3aHHOEe C Uenbio cnonb3oBaHus. Ecnmn ma-
Tepwvar, Ncrnornb3yembin B N3genun, COOTBETCTBYET TAKOMY CTAHAAPTY WU €CINN KATEropus n AnNNTErnbHOCTb KOHTaKTa ¢ na-
LMEHTOM AN JAHHOIO U3AENus CPaBHMMbI C YKA3aHHbIMM B CTaHAapTe, TO yKa3daHWe HauMeHOBaHUSA U 0D03HAYEHUS
cTaHgapTa MOXeT OblTb 4OCTATOMHbIM ANSA XapakTepuctukm matepuana. [NpumMmeHnmMocTb AaHHbIX CTAHOAPTOB ANS Onpe-
OeneHns XMMNYeCKnX CBOUCTB 3aBUCUT OT Creayowmx oaktopoB. Yem Bbille YPOBEHb 3TUX (PAKTOPOB B CTaHAAapTE, TEM
Bblle ByaeT AOCTUTHYT YPOBEHb COOTBETCTBUS 3TOMY CTaHOAPTY.

a) YnoMuHaeT nu cTaHaapT KOHKPETHOE N3AENNE U €r0 KOHTAKT C NAaUMEHTOM U ANUTENBbHOCTL?

b) C Kakow CTENEHbLIO KOHKPETHOCTU CTaHAAPT onpeaenseTt marepuan (HanpuMmep, KOHKPETHbIM Matepuar, KaTtero-
pus matepuana)?

c) YcTaHaBnuBaeT N1 cTaHaapT Kakme-nmbo npeaensl YpoBHEN ONpeaAeneHHbiX BEWECTB? TN Npeaeribl ncHepnbl-
BaOLWME NN YHUBEPCAlbHbIE, KOHKPETHbIE (C YKa3aHMEM BENUYUH), 0DWmMe Nnnm cymmapHbole?

d) CywecTtByeT nin onbIT 6€30MacHOro KINMHUYECKOro NCMoNIb30BaHUSA CTaHAAPTU3NPYEMOTo N3JENUA NN maTepua-
na?

B.8 [Nocbe Ha maTepuan

ba3oBbin hann NpeaocTaBnsaeTcs HOPMATUBHOW OpraHmn3aunm, 4YTo NO3BONMSAET TPETbUM NnMuuam NogaBaTb HA pac-
CMOTPEHNE C LEenbio YTBEPXAEHUSA UMK pa3peLlleHns KOHKPETHOro MeanumnHCKoro nsgenusa nHpopmauuio, paccMmarpuBae-
MYI0 K&K NPOU3BOACTBEHHYIO TANHY UITN KOMMEPYECKNIN CEKPET, OT UMEHU 4PYron kKoMmnaHun. basoBbiv dhannm TakxKe CryxXuT
NCTOYHUKOM MHOPMaUUK, NpeaocTaBnseMbliM HOPMATUBHOW opraHmn3aummn. basosbin dhann MoxXeT cogepxaTtb aAeTalb-
HYO MHPOPMAaLMIO O KOHKPETHOW PeLEnType maTtepuana, Ucnonb3yemMmoro B MeauumMHCKOM u3genuu, unum ero obpaborke.
ba3oBbiv hawnn noneseH Ans OUeHKU COOTBETCTBUSA Marepuarna iy npurogHocTn marepuana ans KOHKPEeTHOU KaTeropum
NCIMONb30BaHUS.
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[OCT P UCO 10993-18—2009

[MpnnoxeHwne C
(cnpaBo4HoOe€)

MpUHLMNBbI OLEeHKU TOKCUKONMOTrM4YeCKon 3KBUBANeHTHOCTH

B 6.3 (3T1an 2) gaHHble 0 XMMUYECKMX CBONCTBAX UCMONb3YIOTCH MPU OLEHKE PUCKaA U ANS onpeaenieHns COOTBET-
CTBUSA, C TOYKN 3PEHUA TOKCUKONOInn, npeanaraemoro marepvarna, UCnosnb3yemMoro ans Toro Xe KnMHUYECKOro rnpumeHe-
HUS, CYLLECTBYIOWEMY KIMTMHUYECKU NCMbITAaHHOMY Matepuany. [1pyn NnpuHATUM 3TOro peLleHns HYXXHO PYKOBOACTBOBATLCH
NPUHLUUIMOM, YTO TOKCUKONOIM4YeCcKas unm bnonornyeckas 6e3onacHoCTb NpeanaraeMoro matepumarna He XyXe TaKOBbIX, Ha-
brnogaemblX NS KNMHUYECKU UCMbITAHHOIO MaTtepunana. Humxecneayowmim CNCoK COAEPXKNT NMPUMEPLI TOKCUKOIOMNYEC-
KOro COOTBETCTBUSA U Mpeanaraetcs Kak BcriomorarefibHoe pyKoBOACTBO MNP npoueaype OUeHKU pUCKa, Kak OnmcaHo B
pasgenax 5 u o:

a) CoctaB v npodunb aKCTParMpyemMblX BEWECTB NpeanaraemMmoro marepuana 3KkBUBaneHTeH KINMHUYECKN UCTIbITaH-
HOMY mMartepuarny.

b) MNMpeagnaraembln maTepuan COOTBETCTBYET CYLWECTBYIOWEMY CTAaHAAPTY C YH4ETOM €ro npeaHasHaveHus, anm-
TENbHOCTU KOHTaKTa U MHBA3UBHOCTW.

c) lNpeanaraembii matepuan yxe UCnonb3yeTcs B yCrnoBusix bonee MHBasnBHOIO BO3AENCTBUS, YEM npeanarae-
MO€ MNPUMEHEHME.

d) Hun 0gHO 13 BbIMbIBAEMbIX BELWLECTB NpeanaraeMmoro matepumana He nNpeBblaeT AoNyCTUMbIX NMPeaenoB, yeTa-
HOBIeHHbIX B MCO 10993-17.

e) lNpepnaraembin matepunan cogepxmTt bonee TOKCUKONOrmYeckn be3onacHbl XMMUYECKUN KOMIMOHEHT UMK OCa-
OOK, YeM TOT, KOTOPbIW OH 3aMEHSET B KIIMHMYECKN UCTIBITAHHOM MaTepuane (yunTbiBasi 0AMHAKOBOE BO3QEUCTBUE).

fy Tpepnaraembin matepuan CoaepXUT XUMUYECKUN KOMIMOHEHT NN OCAA0K, UMEIOLLMIN TY KEe TOKCUKOITOTMYECKYIO
He30NacHOCTb, KAk U Martepuarn, KOTOPbIW OH 3aMEHSIET B KIIMHMYECKN UCTIBITAHHOM MaTepuarne (y4nTbiBas OAWHAKOBOE
BO34ENCTBUE).

g) EAnHCTBEHHOW pa3HnUEN MEXOY KITMHUYECKM UCTIbITAHHBIM MaTEPUanom 1 npeanaraemMmbiM MmaTtepmuanom SBnsi-
eTCH MNONMHOE OTCYTCTBUE UM MEHBbLLUW YPOBEHDb A006ABOK/3arps3HAIOWLMX BEWECTB/OCaAKa B NOCNEAHEM NO CPABHEHUIO C
NepBbIM, MPU YCNOBUK, YTO BUAbI U KONMNYECTBA BbIMbIBAEMbIX COCTABIIAOLWMNX HE MEHSIOTCH.

h) EAMHCTBEHHOW pa3HUUEN MEXAY KIMHUYECKU UCNBITAHHBIM MaTtepuanom 1 npegnaraembiMm MaTeprnanom siBIsi-
eTCH NCNoNb3oBaHne 0bpaboTKn, NPUBOASLWLEN K CHUXKEHNIO ODLWLEro yPOBHSA 3KCTParmpyemMblX BEWECTB B NOCNeAHEM MO
CPaBHEHMIO C MEPBbIM, NMPU YCINOBUN, YTO OTHOCUTEIbHbIE KOITMYECTBA BEWECTB HE MEHHAIOTCS.
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[OCT P UCO 10993-18—2009

[MpynoxeHwne D
(cnpaBo4HoOe)

CBeaeHUda 0 cOOTBETCTBUU HaLlMOHanNbHLIX cTaHAapToB Poccunckon Pegepalim cCbiNMOYHbIM
MeXAYHapoAHbIM cTaHAapTaMm

Tadbnwuwua D.1

OBo3HaYeHUe CCbhIJTOYMHOro

O603Ha4eHne 1 HaMMEeHOBaHNE COOTBETCTBYHOLLENO HALMOHANBHOMO CTaHaapTa
MeXXOYHapOAHOro ctaHaapTa

NCO 10993-1:2003 [OCT P NCO 10993-1—2009 WMaagenusa meauumHckue. OueHka BUMonorn4ecko-
ro .encTBua MmeanmumHcknx nagenun. Hacte 1. OueHka v nccneaoBaHus

NCO 10993-17 [OCT P NCO 10993-17—2009 N3aenna meanunHckne. OueHka buonorndyec-
KOro 4encTBus MeanUMHCKNX nagenun. Yacrtb 17. YctaHOBNEHUE MOPOroBbIX 3HA-

YEeHUI A1+ BbIMbIBA€MbIX BELLECTB

NCO 14971:2000 [OCT P NCO 1497/1—2006 N3penuva meaunumHckme. [lpymeHeHne meHen-
XMEHTA PUCKA K MEOULIMHCKUM U3OENUAM
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