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MpeavcnoBue

Uenu n npuHumnel ctaHaaptusauuu B Poccuinckoin ®epepaunm yctaHosneHsl deaepanbHbiM 3aKOHOM
oT 27 aekabpsi 2002 r. Ne 184-93 «O TeXHUIeCKoM perynMpoBaHniy, a npasuna NpUMeHeH s HaLMoHanbHbIX
ctangapTtoB Poccuiickoint ®epepaumm — FOCT P 1.0—2004 «CtaHpgapTusauma B Poccuiickoit ®eaepaumn.
OcHOBHbIE NONOXEHUS»

CBefaeHnA o cTaHaapTe

1 NOArOTOBJIEH ABTOHOMHOWN HekOMMepueckon opraHusaunen «MIHCTUTYT MeauKo-bruonormyecknx
nccnegosaHuin u texHonorniny (AHO «<MMBUNT»)

2 BHECEH TexHuyeckum komuteToM no ctaHaaptusauun TK 422 «OueHka Guonorudeckoro gencrsusa
MeaNLMHCKUX N3aennuiny

3 YTBEPXXAEH W BBEJEH B IEMICTBUE Mpukasom deaepansHOro areHTcTsa no TeXHU4YecKomy pe-
rynupoBsaHuio U MmeTposnorum oT 2 gekabps 2009 r. Ne 540-ct

4 HacToawwit ctaHAapT uaeHTUYeH MexayHapogHomy ctaHgapty MCO 10993-18:2005 «OueHka 61o-
nornyeckoro AencTeMA MeguuuHeknx nsgenuin. Yacte 18. UccnegosaHne XmmMm4eckux CBOMCTB MaTepuanos»
(ISO 10993-18:2005 «Biological evaluation of medical devices — Part 18: Chemical characterization of
materials»).

Mpy NpuMeHeHUN HacTosILLEro cTaHAapTa PeKOMeHAYETCA UCNONb30BaTh BMECTO CChINOYHBLIX MeXayHa-
POAHbIX CTaHAapPTOB COOTBETCTBYIOLUME UM HauMoOHarnbHble cTaHaapThl Poccuiickon degepauunu, ceeaeHns o
KOTOPbIX NpUBEAEHbI B 4OMONHUTENBEHOM NpuroxeHuy D

5 BBE[AEH BMNEPBbLIE

UHpopmayus 06 usMeHeHUsIX K HacmosiweMy cmaHOapmy rybiiukyemcsi 8 exe200H0 u30agaeMoM UH-
opmayuoHHOM yKkazamere «HayuoHanbHble cmaHOapmbl», @ MEKCM UMEHeHUU U ropasoK — 8 exeme-
Cs4YHO u3lasaeMbiX UH(HhOPMaUUOHHBIX yKasamernsix «HauuoHanbHbie cmaHOapmbl». B criiyyae riepecmompa
(3ameHbl) unu ommeHbi Hacmosiweao cmaHdapma coomsemcemsyioujee ysedomiieHue bydem orybriukosaHo
8 EXXeMECSIYHO U30asaeMOM UHGhOpMaUUOHHOM yKkasamerne «HayuoHansHbie cmaHOapmei». Coomeemcemey-
rowas uHgopmauyusi, yeeOoMIieHUe U MeKCmbl pasmeujaromest makxe 8 UHGhopmMalUuoHHOU cucmeme obujezo
rof1b308aHUs — Ha oghuyuansbHoM calime @edepanbHo20 azeHmMCmMea o MexXHUYECKOMY peayriuposaHuro u
Memporsioauu 8 cemu VIHmepHem

© CrangapTuHdopm, 2010

HacToswwuii ctaHaapT He MOXeT BbiThb MOMHOCTLI0 UK YaCTUMHO BOCMPOU3BEAEH, TUPaXNPoBaH 1 pac-
MpocTpaHeH B KadecTse oduLmMansHoro nsaaHns 6es paspeluerns deaepanbHoro areHTCTBa Mo TeXHUYECcKo-
MY perynmpoBaHuic 1 MeTposiorim
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BBegeHune

CobnoaeHune nonoxeHuin ctaHaapToB cepun MCO 10993 «OueHka Buonorndeckoro aencTesma Meau-
LMHCKUX U3Aenuiny no3sonut obecneynmTb CUCTEMHBIN NMOAX0A K uccrefoBaHuio buonornyeckoro AencTeua
MeAULUHCKUX u3aenui.

Llenbto aTux ctaHoapToB He sAiBnsieTcs 6e3ycnoBHoe 3akpenneHne eauHoobpasHbIX MeTogoB Uccneno-
BaHWn N UCMbITAHWIA 32 rpynNamMn OAHOPOAHBLIX MEANLMHCKAX U3AETUIA B COOTBETCTBUN C NMPUHATON Knaccudm-
Kaumen ux no BMAY WU ONUATENbHOCTW KOHTaKTa ¢ opraHW3MoM uyenoBeka. [loaTomy nnaHupoBaHue U
npoBeAeHne uccnefgoBaHnuiA N UCNbLITAHNIA AOIMKHBI OCYLLECTBSATL CeuManucTbl, MMeloLmMe COOTBETCTBYIO-
YO NOArOTOBKY M OMbIT B 0611acTn caHUTapHO-XUMWYECKON, TOKCUKONOrMYeCKon U BMonornyeckon oLeHoK
MeANLUHCKUX U3aenui.

CranpapTel cepum MCO 10993 aBnaioTca pyKoBOAALMMN OKYMEHTaMM A1 NPOrHO3NPOBaHUs U uccne-
AoBaHua 61UonorMyeckoro AencTBUs MeaUUMHCKUX U3aennuii Ha cTaauu Beibopa MaTepuarnoB, NnpeaHasHayeH-
HbIX ANA UX U3FOTOBMNEHUS, a Talcke Ans UccrneaoBaHUn roTOBbIX N3aenuii.

B cepuio MCO 10993 BxoanaT cneayolime Yactu nog o6wmmM HaumeHosaHuem «Magenus MeguumHckue.
OueHka 61onorMieckoro AeicTBUA MeAULIMHCKAX U3aenuiiy:

Yactb 1 — OueHka 1 uccrnegoBaHus;

YacTb 2 — TpeboBaHus Kk 06pallleH IO € XXUBOTHLIMU;

YacTb 3 — UccnegoBaHUsi reHOTOKCUYHOCTW, KaHLLEPOreHHOCTU U TOKCUYECKOro AeNCTBUS Ha penpoayk-
TUBHYIO hYHKLMIO;

Yactb 4 — UccnepgoBaHue M3aenuii, B3aumoaenucTBYOWNX C KPOBbIO;

Yactb 5 — MccnenoBaHue Ha LIMTOTOKCUYMHOCTL: MeToAb! in Vitro;

YacTtb 6 — VccnegosaHue MeCTHOMO AeUCTBUA MOCe UMNaHTaLuuy;

YacTtb 7 — OcTatovHoe coaepxaHue 3TUneHokcuaa nocre ctepunusauuu;

YacTtb 9 — OcHOBHblE NPUHLMUMABLI UAeHTUhKALUN N KONMYECTBEHHOTO onpeaeneHns NoTeHumnanbHbIX
npoayKTOB AerpagaLmu;

Yactb 10 — VMiccnegoBaHue pasgpakatowwero U ceHCMbunuManpytowwero aencTeuns;

Yactb 11 — UccnegosaHue obLLEeTOKCUYECKOTro AeNCTBUS;

Yactb 12 — lMpurotosneHune npob 1 ctaHAapTHbIE oBpasLbl;

YacTtb 13 — UgeHTudbmkauns n konudecTBeHHoe onpeaeneHne nNpoaykToB Aerpagauny nofiMMepHbIX
MeaNLIMHCKUX 13OeNuit;

YacTb 14 — NaeHTumkaumsa n konnyectBeHHoe onpeaerneHne NpoaykKToB Aerpagalnm usgenuin us Kke-
pamMmuKu;

YacTb 15 — VaeHTudurkauus n konnmyecTBeHHoe onpeaerieHMe NpoaykToB Aerpagauum usgenuim ns me-
TansnoB U CNJaBoB;

Yactb 16 — MogenupoBaHue 1 uccnegoBaHUe TOKCUKOKMHETUKU NMPOAYKTOB Aerpagaunn U BbIMbIBaHUS,

YacTb 17 — YcTaHoBMNEHNE NOPOroBbIX 3HAYEHWI ANsl BbIMbIBaeMbIX BELLECTB;

Yactb 18 — VccneaoBaHne XMMNM4eCcknx CBOMCTB MaTepunanos;

YacTb 19 — WccnegoBaHue huranko-xuMuiecknx, mopdonornieckmx u tonorpacdpuyeckux cBOMCTe Ma-
Tepunanos;

YacTtb 20 — lMpuHUMNBI U MeToAbl UCCNefoBaHUsE UMMYHOTOKCUYECKOTO AENCTBUA MeAULUNHCKUX u3ae-
nNRA.

MCO 10993-1 coaep>XUT OCHOBHbIE MPUHLUMNBI 4SS COCTaBMEHUs1 NPporpaMMbl oLeHKM Buonornyeckon
6e3onacHocTn. Pasgen 3 UCO 10993-1:2003 oTmeyvaeT, YTo Npu BbiGope MaTepuanos AN UCNONb30BaHUA
npu NPoU3BOACTBE U3AENUA MMaBHbIM KPUTEPUEM A0IDKHA ObITb NPUrOAHOCTL K UCNOMb30BAHUID. 3TO OTHOCUT-
CSl K XapakTepucTUKaM U CBONCTBaM MaTepuana, KoTopble BKIIoYarT XMMUYecKne, TOKCUKonorndeckue, pusu-
yeckne, anekTpuyeckue, mopdosormieckue MU mMexaHudeckue cBoucTBa. OTa UHopMauma Heobxoauma
nepen mobon Guonoruueckon oueHkoit. Moapasaen 7.2 UCO 10993-1:2003 oTmeyvaeT, 4To NpoaoskaroLancs
npueMnemMocTb GUONMOrMiecKoi OLEHKM ABNAETCA acneKkToM CUCTeMbl KOHTPONA KavecTsa.

Tarke UCO 14971 oTMevaeT, 4TO aHaNM3 TOKCUKONIOrMYECKOro pucka AomKeH NPUHUMATL BO BHUMaHue
XUMWYECKUI COCTaB MaTepuaros.

TpeboBaHus, 0603HaYeHHbIe B HACTOSILLEM CTaHAapTe, NpeAHasHaveHbl ANA NofydyeHus cneayowen
nHpopMaLmn, KoTopas MOMOXEeT CrPOrHo3MpoBaTh BUONOTNYECKYHO PeakLUo Ha MaTepuan:

v
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- XUMUYECKUIA COCTaB MaTepuaros, UCTO/b3yeMbIX B MPOM3BOACTBEHHOM NpoLiecce, BKoyas fo6asku
npu 06paboTke 1 ocaaku, HanpUMep, OCTaTo4HbIe XUMUKATbI, YACTALLME, Ae3UHDULMPYIOLLIWE U TecTUpYioLLme
BeLeCTBa, KUCMOTbI U LLIeSIoUK;

- XapakTepucT1Ka MaTepuanos, UCNONb3YeMbIX MPK NMPOU3BOACTBE MEAULMHCKX U3aenuid, a Takke B
KOHEYHOM BapuaHTe Usaenuii;

- naeHTUdMKaLMa maTepuanos MeanuLUMHCKOro Usaenns;

- CNOoCcoBHOCTL MaTepuanoB MEAULMHCKOrO U3Aenust K BbiJerneHno BeWecTB Unu NpoaykToB pacnaja B
npouecce NPOM3BOACTEA;

- U3MEHEHUS! B KOHCTPYKLMOHHBIX MaTepuanax us-3a UsMeHeHW B NPOM3BOACTBEHHOM npouecce Unu
HEAOCTaTOYHOrO KOHTPOIS MPOM3BOACTBEHHOrO NpoLiecca.

XapakTepuUcTuk1 cocTasa NPOU3BOACTBEHHLIX MaTepraros HaxoaaTCsl, B OCHOBHOM, NOA KOHTPOSIeM No-
CTaBLUMKOB 3TMX MaTepuanos. Tem He MeHee, Apyr1e XapakTepucTUKX, Kak NpaBusio, 3aBUCAT OT TpeBoBaHui,
KOTOPBIM JOMKHO COOTBETCTBOBATL FOTOBOE MEAULIMHCKOE U3Aerne, a Takke OT TeXHONOTMYECKUX NPoLeccoB,
UCMONb3yeMbIX U3rOTOBUTENEM MEANLMHCKOro U3aenus.
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HAUMWOHANBbHBIA CTAHOAPT POCCUUCKOW ®EOAEPALUMU

n3genma MEQAUUNHCKUE
OLIEHKA BUONOMMYECKOIO AEACTBUA MEAULIMHCKUX U3OENUNA

YacTb 18
UccneaoBaHue XMMUYECKUX CBOUCTB MaTepuarnoB

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

HNata sBegenna — 2010—09—01

1 O6nacTb NnpuMeHeHns

HacTroswunin ctaHgapT onvckiBaeT npoueaypy MaeHTudukauum Mmatepuana u ugeHtTudgpukaumm n onpeae-
NeHnsa ero XMMu4yecknx coctasnsitowmx. MNonyyeHHble gaHHbIE O XMMUYECKUX CBOMCTBAxX MaTepuana MoryTt
6bITb MCNONL30BaHbI A1 psga BaXKHbIX MPUMEHEHWIA, Hanpumep:

- KaK YacTb ouLeHkn oblen Buonornyeckon 6eszonacHocTn MeguumnHckoro usgenua (MCO 10993-1 u
NCO 14971);

- U3MEepEeHUs1 YPOBHS 3KCTPaKLMN BeLLeCcTBa U3 MeAULMHCKOro nsgenusa Ans oueHKW cCooTBETCTBUA A0-
nycTumomy npegeny, BblbpaHHOMY AN A4aHHOTO BellecTBa C TOYKUW 3PEHUA OLEHKU pucka 340POBbHO
(MCO 10993-17);

- OLieHKV COOTBETCTBWA MpeanaraemMoro Matepuana KnmHu4eckn NpoBepeHHoMy matepuany;

- OLeHKN COOTBETCTBUS KOHEYHOro NpoayKTa NPoTOTUNY U MPOBEPKA NPUMEHUMOCTIN NONYYEHHbIX AaH-
HbIX Ans 060CHOBaHMSA OLEHKM KOHEYHOro NpoaykKTa;

- oTbopa NoTeHUManbHO HOBLIX MaTepmnasnos ANA MeAULIMHCKUX U3AENUA, UCNOMb3YEeMbIX B KOHKPETHOM
KMUHUYECKOM NMPUMEHEHWMU.

Hacroawuii ctaHgapT He paccMmaTpusaeT MAEHTUUKALMIO NN KONUYECTBEHHYIO OLEHKY NPoAYyKTOB
aerpagauuu, kotopble paccMoTpeHsbl B UCO 10993-9, UCO 10993-13, UCO 10993-14 n UCO 10993-15.

Hactosiwas cepus ctaHgaptos MCO 10993 npumMeHsieTcs, ecnv maTepuan unm nsgenne Npamo Unm koc-
BEHHO BXOAMWT B KOHTAKT € TesloM nauueHTa (cm. nyHkT 4.2.1 NCO10993-1:2003).

HacTtosiwunin ctangapT npegHasHadeH Ans NoCcTaBLUUKOB MaTepuanos U U3rotoBUTenen MeguumHCKuX
n3genuin npun oueHke Gronornveckon GesonacHoCTU.

2 HopMaTuBHbIe CChINKN

MepeuncneHHble HKe MaTepunansl UCNOMb3YIOTCS B HAacTosAWeM cTaHdapTe. [Npu AaTupoBaHHOMK ceblif-
Ke NpUMeHSII0T TONbKO YKasaHHoe nagarue. MNpu cebinke 6e3 gatebl NPUMEHSOT NocneaHee U3gaHue ykasaHHo-
ro QoKyMeHTa, BKItoYas Bce NOnpasKul.

MCO 10993-1:2003 OueHka 61MoNornM4eckoro AencTBna meguumMHCKUxX nagenuin, Yacts 1. OueHka u uc-
cnegoBaHns

MCO 10993-17 OueHka Buonoruyeckoro AeAcTBMA MeaULMHCKMX U3aenuid. Yacts 17. YcraHoBneHue
MOPOroBbIX 3HAa4YEHWIN A5 BbIMbIBAEMbIX BELLECTB

NCO 14971:2000 Uzpenns meguumHckne. NMpuMeHeHne MeHeaXXMeHTa pucka K MeguUnHCKAM 13genu-
am

U3paHve opmumnansHoe
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3 TepmMuHbI M onpepeneHus

B HacTosiem ctaHaapTe npuMeHeHbl TepMnHbl o MCO 10993-1, a Takke cneytoLyme TePMnHbI C COOT-
BETCTBYIOLIMMU onpeaeneHUsIMu:

3.1 noctaBwmK: JI1LIO NNKU KOMNaHWA, NPOU3BOAALLAS U/UMW NOCTaBNALLAA OCHOBHLIE ChipbEeBble Ma-
Tepwanbl Ansi NPOU3BOACTBA MEAULMHCKOrO U3aenusl.

3.2 unsrotoBuTenb: Pusmveckoe UK ropUaMYECKoe NULO, OTBETCTBEHHOE 3a AU3aliH, MPOU3BOACTRO,
YMaKoBKy U MapKUpPOBKY U3OeNna 4o NOCTYMMEeHUA Ha pbIHOK Nod ero UMeHeM, BHe 3aBUCUMOCTHU, BbIMOSHSA-
NUCb NN TAKOBbIE AEACTBUS 3TUM FIMLOM UMW ero nocpeaHuKaMmu.

3.3 koMnoHeHT: [peameT, NpousBeAeHHbIN U3 OCHOBHOrO NepBoHaYvansHOro Matepuana, He ABMso-
LUMIACA MEAULUNHCKAM 1U34enuem, a finLlb ero YacTbio.

3.4 npeo6pa3soBatenb: YenoBek Uiy KOMMaHWs, KOTopble NpeobpasytoT OCHOBHOW NepBOHaYanbHbIN
MaTepuan Unm co3garoT U3 Hero nosysasepLUeHHbIA NPOAYKT (Hanpumep, OTPesKU CTepXXHEN, TpyoKn, NNeHou-
Hble pykaBsa).

3.5 uccnepoBaHue XMMUYECKUX CBOUCTB: MaeHTUdMKauMa MaTepuana, onpeaeneHne U Konmyec-
TBEHHBIN aHanu3 BeLwecTB, coAepXKallMXca B MaTepuane Unmn 3akoH4YeHHbIX MeaULUHCKUX N3aenunsX.

3.6 uMcuepnbiBalollee 3KCTparupoBaHue: IKCTparnpoBaHMe OO TOr0 MOMEHTa, MpU KOTOPOM KOMU-
YeCcTBO OCTaTKa B nocneaytoLlemM aKCTparMpoBaHnn coctaensieT MeHee yeM 10 % ocTaTka, 0GHapy>XeHHOro
npu NepeoM 3KCTParnpoBaHun.

MpwnmeyaHune— SKCTparpoBaHne SBMAETCH CMOXHLIM NPOLECCOM, HA KOTOPbIV BNWSIIOT BPEMSA, Temnepary-
pa, COOTHOLEHVE MnoLlaay NOBEpPXHOCTU U 06beMa, areHT SKCTparmpoBanms U has3osblii cocTaB MaTepuana. dasoBbii
COCTaB Marepuvana onpegenser OTHOCUTENbHbIE 3Ha4YeHUss aMopdHOM K kpucTannuyeckon das. B amopdHon dasze tem-
nepaTypa CTeknoBaHus Tc onpeaensieT MOGUMIBHOCTb NONMMEPHON Lenu n ckopocTb auddyaum B gaHHon dasze. O6bIuHO
ckopocTb anddysum nNpy Temneparype Bbilwe Tc Tem Gonbuwe, 4eM Huxe 3HaveHne Tc. CkopocTb anddy3um UMeeT Hau-
MeHbLUee 3Ha4YeHue B KpucTannmyeckon gase.

YcnoBws 3KCTparMpoBaHus He AOMKHbI HapylwaTte hasoBOro paBHoBecUsi Matepuana. iameHenne pasbl MOXeT no-
BMUSATb HA KONMUYECTBO U BUZ, SKCTparmpyemoro BewecTtaa. Mpu ncnonb3oBaHumM NcHEpbIBAOWEro 3KCTParnpoBaHus He-
06x04MMO TLaTenbHO y4ecTb BnnsiHne 6onee BbICOKUX TeMNEpaTyp UK APYIvX YCIOBUIA HA KNHETUKY SKCTParnpoBaHWs 1
COCTaB 3KCTparMpyemMbix Bewects. Hanpumep, cywecteyioT onpegeneHHble NpobnemMs Npu UCNONb30BaHWMN NOBbLILLEHHbIX
Temneparyp:

a) MoBbILLEHUe TeMneparypbl MOXeT Bbl3BaTb JOMNONHUTENBHOE CTPYKTYpUpOBaHUe NMonumepa u, Takum o6pasom,
CHU3UTb KONMYECTBO CBOGOAHOIO MOHOMEPA, MUTPUPYIOLLLETO U3 NONUMEPa;

b) nosbilueHne TeMnepaTypbl MOXET Bbi3BaTb (hopMMpOBaHWE NPOAYKTOB pacrnaga, KoTopblie 06bIYHO OTCYTCTBYIOT
B 32KOHYEHHOM M3JEeNuu NMpy HOPMarbHOM UCTONb30BaHUM;

C) NoBblLLEHNe TemMMepaTypbl MOXET Bbi3BaTh UCYHE3HOBEHWE BbIMBIBAEMOTO MaTepuarna, 06bIMHO NPUCYTCTBYIOLLE-
ro B 3aKkOH4YeHHOM n3aernun.

3.7 MopenupoBaHUe IKCTparupoBaHUA: SKCTpaI'MDOBaHI/Ie Ana oueHKN noTeHUunanbHOro pucka ana
nauneHTa nnu nonb3oBartend npu 06bIYHOM npuMeHeHun nsgenua, NCnonb3yollee COOTBeTCTByI'OLLMVI areHT,
KOTOprﬁ NMUTUPYeT NpUMeHeHue nsgenna.

MpwumeyaHune— Cm npumevanue k 3.6.
4 O603Ha4YeHUA N COKpaLLeHUA
B pasgene 7 npuMeHeHbl cneayruwue CokpaweHnaA.

Ta6nunya 1— Metogonormyeckne cokpaweHus

CokpalleHue AnanuTtudeckui meton
OMTA dvHamnuecknit MEXaHOTEPMUYECKMIA aHanu3
OCK IudpdepeHumnanbHas ckaHupylowasn KanopumeTpus
SOPA-COM OHeproancnepcUoHHbIN PEHTreHOBCKUI aHann3 — CkaHupytowas
3MNEeKTPOHHAA MUKPOCKOMNUSI
dUKC dypbe NK-cnektpockonus
D¢ a3oBasn xpomatorpadums
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Okonyarue mabnuusi 1

CokpalleHue AHanUTU4eCKMn metoa

MC Macc-cnekrpockonus’

Mmx "enb-nNpoHuMKatowas xpomarorpadus

B3XX BbicokoahhekTnBHas xnOKOCTHAs xpomarorpadus
nCri MHayKTMBHO CBA3aHHasa nnasma
MK MHbpakpacHas (cnekTpockonusi)

AMP SAnepHbIN MarHWTHBLIN Pe30HaHC (CNEeKTPOCKONUS)
Yo YneTpadvoneroBasi (CreKTPOCKONus)

P®C PeHTreHoBcKkasi HOTO3NEKTPOHHAST CNEKTPOCKOMNUS
P® PeHTtreHoBckas cdnyopecueHums

anra [BymepHbIi nonuakpunaMmmaHsln renesbln anekTpogopes

& Macc-CneKTpoCKONUsi YacTo NPUMEHSIETCS BMECTe C XpomaTorpaduvueckumm merogamu, Takumu kak X-MC,
KX-MC n MC-MC.

5 OCHOBHbIe NPUHLMUNMbI

MepBbIM 3TaNoM MNpu oueHke BuonorMyeckoin GesonacHOCTM MeOULIMHCKOro M3denna ssnsaeTca pac-
CMOTpPEHNe XMMUYECKOro cocTaBa MaTepuaros, N3 KOTOPbIX M3roTOBNEHO AaHHOe nzaenue. ATo Takke BaXxHo
npw oLleHKe COOTBETCTBUS:

a) npegraraemMoro Matepuana u KnnHudeckn obocHoBaHHOro maTepuana,

b) npoToTuna nsgenusa n rotToBoro usgenus.

00630p npoLeaypsl onpeaeneHns XMMUYeCcKUX CBOWCTB, NPMBEAEeHHbIN B HACTOSALWEM CTaHAapTe, U ee
CBSI31 C OLIEHKOW pUCKa NpUBEAEH B NPUoxXeHun A.

[ns onucaHusi XMMUYECKoro cocTaBa maTtepuana HeobxoamMMo nosy4uTb kKauecTBeHHble AaHHble. Konu-
YecTBEHHbIe AaHHble Takke HeobXoAMMEI, eCrM OHU UMEIOT OTHOLLIeHWE K Bomnpocy Buonoruyeckoi 6esonac-
HocTu. [nsi HeKoTopbIX MaTepuanoB MHGOpPMaUUA O COCTaBe MOXEeT coaepXaTbCcsl B creuudukalum
mMaTepunana. Takue Matepuarnsl, Kak nonuMepsl, MOryT UMeTb 6onee CroXHY KOMMNO3ULMIO, U ieTan1 cocTaBa
OOIMKHbI ObITb MOMYYeHbl OT NocTaBLMKa MaTepuana. Mpu oTCyTCTBUM Takux AeTanei HeobXxoaMMo Nony4nTb
AaHHble Mo COCTaBy C NCMOMb30BaHWEM COOTBETCTBYIOLLErO aHanMTU4eckoro MetToaa.

OnpepeneHne cocTaBHbIX YacTeln MaTtepuana, npeaHasHa4eHHOro Ans UCNoNb30BaHUsA B NPOU3BOACTBE
MeaULMHCKOTO N3aenus, nosBonseT uccnegosartb NPUPOAHYI0 TOKCUYHOCTb KaXKaoW cocTaensowwein. Mony-
YeHHble AaHHble nNpeHasHa4YeHbl ANns UCMOMNb30BaHUA U3roTOBUTENIEM MEAULMHCKOrO M3aenusl npu obluein
olieHke Buonorudeckor 6e3onacHOCTU MeaUUUHCKOro nsgenus. B cBa3m ¢ 3TUM HeobxoaMMo BBECTU CUCTEMY
KOHTpOIS Ansi npefoTBpaLLeHUsl U3BMeHeHUs MOCTaBLLMKOM CocTaBa MaTepuana, nocTaBnsieMoro nof onpeae-
NeHHbIM KOMMEepPYEeCKUM TOProBblM HaUMEeHOBaHWEM WU AOTOBOPOM NocTaBku 6e3 npeaBapuUTENibHOrO yBe-
OOMITEHUS1 M3rOTOBUTENS MeAUUMHCKOro usgenna. Usrotosutenb AOMKEH OLEHWUTb NocneacTBusa Nobbix
06BbABNEHHBIX N3MeHeHU Ansa buonorudeckon 6esonacHoOCTU nsaenus.

JTiobas u3 coctaBnsiloWmMX MaTepuana unu gobaeok, UCNoNb3yeMbiX B npoLecce NpousBoAcTBa Meau-
LIMHCKOTO U3fenus, ABnsieTcs noteHumanbHo buonornyeckn AocTynHol. Tem He MeHee, HeobxoauMo UMeTb
uHOpMaLMIO, YKa3bIBAIOLLYIO CTeNeHb AOCTYNMHOCTU KaXXAOW U3 COCTaBMIAOLWMX B YCIOBUAX peanbHOro uc-
Nonb30BaHUA FOTOBOrO NPOAYKTa A1 OLEHKU UX pucka. STy MHDOPMaLMIO MOXKHO NOMYYUTb, OCHOBLIBAACH Ha
aHanusax, NoflyYeHHbIX Mpy IKCTparupoBaHuM martepuana. Heo6xoaMMo Mcnonb3oBaTbh COOTBETCTBYHOLINE
YCIIOBUS 3KCTparMpoBaHua (Moenupyemoe akcTparuposaHue) anst obecneveHnst Toro, 4tTobbl Ntoban coctas-
nawowas, kotopas byaeT BbIAENATLCA B NpoLecce UCMOoNb30BaHNUs 3aBepLUeHHOro u3genus, 6bina soigeneHa
B cpefly aKcTparuposaHus. MonyyYeHHbIN 3KCTPaKT MOXHO NpOaHanM3npoBaTh Ka4ecTBEHHO W/UMu Konuyec-
TBEHHO AN NOSYyYeHUA AaHHbIX, KOTOPbIE 3aTeM MOryT 6bITb UCNOMNb30BaHbI MPU OLeHKe Buonoriveckomn 6e3o-
NacHOCTN MeANLMHCKOTO U3aenus.

Mpoueaypa onpeaeneHna XMMUYECKNX CBOICTB AOMKHA OTpaXKaTb XapaKTep U ANUTENbHOCTb KNUHUYEC-
KOro BO3eNCTBUA N ONpeaenATbCA 3KCNEePTOM MO OUeHKe TOKCUKOMOrMYeCcKoro pucka Ha OCHOBE AaHHbIX, He-
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06xoauMbIX 4NA oueHKU Buonorndyeckomn 6e3onacHocTu usgenus. OHa TaKke A0IPKHA oTpaxaTb cbwsw-lecme
COCTOfIHMEe NCcnonb3yeMbliX MaTepuanos, 6y,Clb TO XUAOKOCTH, renu, noJimMmepbl, MeTannbl, KepamMmuka, KOMNo3n-
Tbl UNK MaTepuarnsl BUoNornvecKoro NPOUCXoXaeHUs.

YcnelwHoe 3aBepLueHue npoueaypbl onpeaeneHna XMMnM4eckKnx CBOUCTB, OMUCAHHOW B HaCTOALIEM
cCTaHgapTe, Tpe6yeT TEeCHOro coTpyaHun4ecTsa MmatepuanoBeoB, aHaJIMTUKOB U IKCNepTOB NO OUEeHKe TOKCU-
KOJIorm4eckoro pucka. B Takom napTHepcTBe Matepuanose U aHanuTuK NnpeaocTaBnAioT Heo6xoanmble KOMu-
YeCcTBeHHble U Ka4yeCTBeHHble AaHHble, KOTOpble 3KCNepT Mo OueHKe pUcka MOXXeT WUCnonb3oBaTb ANA
onpeneneHns 6e3onacHOCTU usgenus.

6 lMpoueaypa onpeaeneHns CBOMCTB MaTepuanos

6.1 O6wue nonoxeHusa

Mony4yeHWe gaHHBIX O XMMUYECKUX CBONCTBAX ABNSETCSA CTyNeHYaTbiM NpOoLEeCCOoM, CBA3AHHBIM C OLEH-
Kol pucka. Briok-cxema aToro npowecca, coctosiasi U3 NsiTu 3Tanos, NpuBeaeHa B npunoxeHun A. Tpeboea-
HUA K onpeaeneHuio XMMUYECKUX CBOWCTB U PYKOBOACTBO MO KaXAoMy aTany npusedeHbl B 6.2 — 6.6.
AHanuTuyeckne MetToabl A0IKHBI ObITh BbIGpPaHbI € Lenbio nonyyeHnst Tpebyemoin nHpopmaumm 4ns ToKCUKo-
norudeckon oueHkn. Ecnu nogxoasiume mMetoabl He HanaeHbl, TO HeobxoAnMo paspaboTaTb COOTBETCTBYIO-
wme Hosble MeToAbl. Mepen paspaboTko HOBOrO MeToda HeoBX0AUMO U3Y4UTb CyLECTBYIOWME CTaHAAPTH,
MoHorpacun, HaydHble CTaTby UNK Apyryue HaydHble AOKYMEHThI, UMeloLue OTHOLWEHWe K BONpOocy, Ha npea-
MeT CyLUEeCTBYOLWMUX NOAXOASLMX MeToAoB uccriefoBaHusi. Mpu UCNoONb3oBaHUM METOANK U3 Hay4yHOW
nmTepaTypbl MOXeT I'IOTpGGOBaTbCFI nx agantauua u nogrsepXxXgeHune nepen Mcnonb3oBaHNeM.

WUcnonbayemble aHanuTuyeckue MeToabl AOITKHbI ObITb NOATBEPXKAEHbI, A0Ka3aHbl U OTPaXeHbl AOKY-
MeHTarnbHo (CM. pasgen 8). MNoaTeepKaeHWe aHaNMTUYECKOro MeTofa — 3TO NPOoLLECC, B KOTOPOM yCTaHaBMU-
BalOT COOTBETCTBMUE XapaKTePUCTUK, NOJTy4YeHHbIX AaHHbIM MEeTOAOM, Tpe6OBaHMF|M COOTBETCTBYOWEro
aHanuUTUYecKoro NpUMeHeHusl. AHanuTUyecke Metoabl AOSPKHbI OblTh MOATBEPXKAEHBI COOTBETCTBYOLWUMMN
obocHoBaHHbIMIN XapaKTepunctukamm, TakKuMmn Kak: TOYHOCTb, olmbka n3MepeHua, CI'IeLl,MCbW-IHOCTb, npeaen
OeTEeKTUPOBaHNA, Mpeaen KOMUYEeCTBEHHOW OLeHKW, NIMHEeMHOCTb, AuanasoH, MPOYHOCTb, HaAEeXHOCTb W
CUCTEeMHas MpUrogHoCTb.

Ha kaxgom atane npoueaypbl orpedeneHnss XMMUYecKknx CBOMCTB HeobxoaMMo oLeHUMBaTb npuemse-
MOCTb NONYYeHHBIX AaHHbIX AMs aHanusa pucka. OTa npoleaypa, B AOMOMHeHNe kK 06s3aTeNIbHOMY ONUCaHWUIO
XUMWYECKOro cocTaBa 3aBepLUeHHOro N3aenus, AoMmKHa paccMaTpuBaTh Kaxabld MaTepuan, NCnonb3yemMbi B
MeaNUUHCKOM U3gennn.

MpunmevaHne 1— JTtansl 2 1 4 nogpasgenos 6.3 1 6.5 COOTBETCTBEHHO SIBMNSIOTCA YacTbio NpoLecca OLEHKU
pucka 1 HaxogsATcs BHe o6nacTu NnpuMeHeHust HacTosiwero ctaHaapTa MCO 10993. Onu npuBoasaTcs B MHPOPMAaTUBHbIX
uensix anst 0603HavYeHNs BaXHOCTW BIUSIHUS XMMUYECKUX CBOWCTB Ha OLIEHKY pucka.

MpumMmeyaHue 2—oOCTaBWMK MOXET BbiTb MOMNE3HBIM UCTOYHUKOM MOAXOAALMX aHANMUTUYECKUX MEeTO0B.
Mpu OTCYTCTBMM KaKMX-TMEO NepBOHAYATbHBIX AAHHBIX MO COCTaBY, B NOMOLLb NPK Bbibope Hanbonee Nogxoasiimx MeTo-
[OB aHanvaa nepeoHa4anbHOro Matepvana pekoMeHOyeTCs U3yHeHne NMTepaTtypsl Ans yCTaHOBNEHUs) BO3MOXHOTO CO-
cTaBa 4aHHOro martepuana v UMeIoLMXcs MPUMeceit.

Ecnu MaTepuan nnv ycTponcTBo BXOAUT B MPSIMOW UM KOCBEHHBIA KOHTAKT € TeNoM, NpUMeHseTcs cTaH-
aapt NCO 10993 (cm. 4.2.1 NCO 10993-1:2003).

6.2 3tan 1 — KayecTBeHHble AaHHble

OnucelBaloT maTepuan/ycTponcTBO U ero npeaHasHavyeHne. OnucaHue kadecTs, 3adoUKCUpoBaHHoe Ao-
KyMeHTanbHo, TpebyeTcs Ans onpeaenexHnsl cocTaBa 3aBepLUeHHOro Maaenns, BKrovas NpUMEcH U ocTaTKu
06paboTkv ANA Kaxgoro MaTepuana, nucnonssyemoro B uagenun (cm. 3.3 n pasgen 4 UCO 10993-1:2003 n
npunoxexue B). YpoBeHb npeaocTaBneHHbIX/TpebyeMblX Ka4YeCTBEHHbIX AaHHbIX AOKEH OTpaXaTb KaTero-
puo MeNLMHCKOrO U3AeNnsA C TOUKM 3pEHUS CTeNeHN NHBa3UBHOCTW U ANUTENBHOCTU KIMHUYECKOro Bo3aein-
CTBUS, a TaKKe XapakTepa MaTepuanoB 1 AomkeH BblTb 060CHOBAH.

KauecTBeHHOE onuncaHmne fomkHO, MO BO3MOXHOCTU, BKIoYaTh B cebs AeTanbHyo MHopMaLmio o nap-
TUW UN ceprmn 1 cnelmnduKkaLmm kaxagoro Matepvana. Beilbop ctaHgapTUsnpoBaHHOro MaTepuarna, Hanpumep,
NCO 5832-1, pormkeH COOTBETCTBOBATL E€r0 Ha3Ha4YeHuLo.

MpeanoyTuTensHo, YToBbl N3roTOBUTENN MEAULMHCKAX U3AENMIA NomyYani KauecTBEHHbIE U KOoMNUYec-
TBEHHbIE JaHHbIe O COCTaBe OT NocTaBLUMKa NepBoHaYvaibHOro Matepuana. KonmyectBeHHble AaHHbIE Mo Mio-
6bImM gononHUTenbHbIM gobaskam npu o6paboTke, HANPUMep, BELLLECTBaM, 13 KOTOPbIX U3roTOBMNEHbI (POPMbI,

4



rocCT P UCO 10993-18—2009

Takke AOMKHbl ObITb NOMAYYeHbl OT COOTBETCTBYHOLMX YHACTHUKOB NPON3BOACTBEHHON LIeMOYKN, BKIOYas no-
CTaBLLMKOB 1 N3roToBUTENEN KOMMOHeHToB. CocTaB MaTepuarnoB JoMKeH N0 oTBeYaTb COOTBETCTBYHOLLUMM
cTaHgapTam Nnbo 6bITh ykasaH nponssoauTeneM. Ha gaHHoMm stane Heobxo4UMO NOMYYNTb AOCTATOMHYIO UH-
dopmMauno Ons onpegeneHnst Bcex (QakTOPOB TOKCUYMHOCTM XUMUYECKUMX KOMMOHEHTOB MaTtepuana wu
HanpaeuTb ee Ang oLeHku pucka (cm. 4.3 UCO 14971:2000).

6.3 OTan 2 — 3KBMBaNEeHTHOCTbL MaTepuana

Heo6x0a1MMo Nony4nTb KONUYECTBEHHYIO MHOPMaLWio, AOCTaTOUHYIO AN CPaBHEHWUS U onpeaeneHus
COOTBETCTBUA AaHHOIoc MaTepuana maTtepuarny, ACnosibsyeMomy B nagennn ¢ MaoeHTUYHbIM KNMMHUYECKUM Npnu-
MEHeHMneM, N NoNy4YeHHOMY C UCMOJTIb30BaHNEM TeX XXe NPOMU3BOACTBEHHbIX N CTepUnmn3alMOHHbIX NPOUEeCCOoB.
Hanpumep, ecnu yctaHosneHo 6esonacHoe MpUMeHeHWe MaTtepuarnos B M3Oenuu, WUCMonb3yemMom Ha
HenospemeHHoﬁ KOXe.

MpumedaHune—CM. npyumepbl TOKCUKONOIMHYECKOro COOTBETCTBUS B NpunoxeHum C.

6.4 3tan 3 — Konu4yecTtBeHHbIe AaHHble

B cniyyae, ecnu ka4ecTBEHHBIN aHanu3 He Aan AoCTaTOMHbIX AaHHBIX A 3aBepLUeHUA aHann3a TOKCU-
KOSOTM4ECcKoro prcka, HeobxoaMmMo MPOBECTU KOMMYECTBEHHbIN aHanmMs XMMUYeckoro cocTasa, 3admkcupo-
BaTb AOKYMeHTanbHO (CM. B.6) 1 oTnpaBuTb Ha oueHky pucka. KonU4eCcTBEHHbIN XUMUYECKUIn aHanus, B
YACTHOCTW, [OSMKEH YCTaHOBWUTbL obllee YMCNo UAEHTUMPULMPOBAHHBIX BeLecTs, MPUCYTCTBYIOWMX B
maTtepuane.

6.5 Otan 4 — KonnyecTBeHHas oLeHKa pucka

Heobxoanmo nony4nTs KONMMYECTBEHHbIE JaHHbIE, B COYETAHUN C CYLLIECTBYIOLLENA TOKCUKOMOrNYeCcKon
nHgpopmaumen (cm. UCO 10993-17 n 4.1 UCO 14971:2000), goctaTtouHble Ans NPOBEeAEHUA OLUEHKU pucka.

6.6 Otan 5 — lNpegnonaraeMoe KNUHUYECKoe BO3AeNCTBUE XMMU4YECKUX BeLLecTB, CoaepXallux-
CA B maTtepuane

Ecnu konuuecteo ntoboro coepalleroca sewectsa Bbl3blBaeT ONMaceHnd B TOKCUYHOCTU NPU KOHKpeT-
HOM KITMHUYECKOM NMPpUuMeHeHnn, Heobxoanmo N3MepUTb CTeNeHb BO3AENCTBNA 3TOrO BELWECTBA U OLEHUTb 06-
LYK 003Y. Ycnosus SKCTparmpoBaHA AOJTKHbI ObITb OTpaXeHbl JOKYMEHTaNbHO U 060CHOBaHbI.

MpumevyaHue 1— CreneHb HEOGXOAMMOIO SKCTPATMPOBAHUSI MEHAETCS B 3aBUCMMOCTM OT XapaKTepa KOH-
TakTa ¢ TeNOM 1 ANUTENbHOCTY Bo3aencTeus. 10 Mepe YBENUUEHNsi 4IIMTENBHOCTM KOHTaKTa HeOBGX0AUMO NPOBECTU aHa-
N3 KMHETUKM 9KCTParMpoBaHusi,

OKCTpaKT AomKkeH 6bITb NpoaHanM3upoBaH ¢ UCNOSb3OBaHNEM YyBCTBUTEJIbHbIX U usbuparenbHbIX Me-
TOAOB, a YPOBHM BELWECTB, NpeaACTaBAlWNX NHTEepeC, onpeaerieHbl KOJTIMYeCTBeHHO.

MprvmeyaHue 2— BoiMbiBaeMble BELLECTBA MOTYT BbITb ONpeferneHsl, B HEKOTOPbIX Criy4asix, NyTeM Matema-
TUYECKUX MOZEeNei, PaBHO KaK 1 NCTbITAHWIA.

7 XumMunyeckue napaMmeTpbl U MeTOAbI UX ONpeaeneHus

7.1 O6wume nonoxeHus

B pasgene 6 1 npunoxeHun A HacTosLLEro cTaHaapTa U3NoXeH npoLecc nocneaoBaTenbHOro onpeae-
NEeHUs1 KaueCTBEHHBIX U KONMMYECTBEHHbIX AaHHbIX, KacatoWNXC XUMUYECKUX CBOWCTB MaTepuaroB AN Uc-
Nonb30BaHUA NX MPU OLEHKe TOKCUKONOrMYecKoro pucka. B 7.2 — 7.5 npuBeaeHbl pMMepbl Ka4eCTBEHHBbIX U
KONMMYeCTBEHHBIX MapaMmeTpoB 1 NPUMepbl METOAOB, KOTOPbLIE MOTYT BbITb MPUMEHEHLI ANs onpeAeneHnst Xu-
MUYECKUX CBOMCTB KaXKJoro N3 MaTepuarnos, UCNOMb3YeMbIX B MeANUNHCKAX N3AENNSIX.

YyuTblBas pasHoobpasune MeanUUHCKUX N3AENUIA, NPU3HaHO, YTO He BCe NapaMeTpbl, MPUHSTLIE s Ka-
Koro-numbo matepuarna, HeobxoanMo UCNombL30BaTh ANs BCEX UMM HEKOTOpLIX M3aenuin. Kak oTmMeveHo B 6.2,
YPOBEHb NCCIe0BaHUA XMMNYECKNX CBONCTB ONpeaensieTCa MHBa3UBHOCTLIO U ANTUTENbHOCTbIO KIMUHUYECKO-
ro BO34encTBusl Npu npegnonaraeMoM UCNonb30BaHUN.,

Ha stanax 1 n 3 pasgena 6 (6.2 1 6.4 COOTBETCTBEHHO) MaTepuarnoBes 1 aHanuTKK, a Takke 3KCnepT Mo
OLIeHKe TOKCUKOSIOrMYeCcKoro pucka AormkHbl onpeaennTb, Kakue napaMmeTpbl MMeoT OTHOLLIEHME K OLLEHKe MaTe-
pwrana unn meguumMHekoro nagenust. MNpudrHel Ans BKIKOYEHNUS UMM UCKTHOYeHNs napamMeTpa AOMKHbI ObiTb oTpa-
XKeHbl OKyMeHTasbHO. [JaHHble 0 XMMUHEeCKUX CBOMCTBaX HeO0BX04MMBI NO BCeM NOAXOAALWMM napameTpam.

7.2 Nonumepsl
MapameTpbl 1 MeToAbI UCCrefoBaHUI ANS aHanMsa NoMMepoB NpuBeaeHsbl B Tabnuue 2.
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Ta6nunua 2—MapameTpbl U METOALI UCCIEAOBaHUN ANS aHanNn3a NoMMepoB

MpuUMepbI aHaNU3UpyeMbIX

Mpumepsl MeToA0B (CNMCOK HEMOMHbIN

KavecTBeHHbIe

KonuyectBeHHble

napameTpoB 1 HEOTPaHUYEHHBIN) napametpsbl napameTpsbl
Xvmudeckas CTpykTypa MC, AMP, ®KC X X
Xvmudeckasi KoHUrypaums uenm: TuTtpoBaHne — X
aHanua ceoboaHbIX pagvkarnos
Cniektpockonust (AMP) X X
Hanwnune gBoviHbIX CBsI3en Cniektpockonus (NK/YP) X X
MogomeTpus — X
XapakreprcTuka cononmmepa Cnekrpockonus (MK/AMP) X X
duamyeckast KOHPUrypaLms Lenu: Cnekrtpockonus ("°C AMP) X X
TaKTUINBbHOCTb
OCK X —
Hanun4yne nonepevHbIX CLUMBOK 30nb-reneBbIfn SKCTPaKT X —
OMTA —
PasseTBneHve Cnekrpockonust (AMP) X
Hobaeku, octatkm o6paboTku, ocTa-
TOYHble CyGCTaHUMKM UM Npumecw, Ta-
KMe Kak:
- Ae3aKTMBaToOpbl MeTannos, crabu-
nuaaTopsbl cBeTa/Tenna, nnactudukaTo-
pbl, CMa3KW, YCUIUTENU BSI3KOCTW, MO-
AnduKaTopbl BO3AENCTBMST aHTMCTATK-
Yeckue, aHTMMUKPOOHble BeLLECTBa,
CclMBalOILME areHTbl, (OPMOBOYHbIE
BELeCTBa; B3OXXX, X X X
- aHTUOKCUAAHTbI, pasgysaowye X — X
BELLECTBa;
B3OXX X X
- UHIMBNTOpPLI FTOPeHUst n oTGenuea- B3OXX X X
TEenw;
PeHTreHoBckasn gndpakums X —
- HanonHUTenu 30MbHbIV 0OCTATOK X —
PacTteopenne, P® X X
CocTaB NoOBEPXHOCTU OUKC X X
PoC X X
OcTaTo4YHbI MOHOMEP X, BO>XX X X
OcTaTo4HbIN KaTanusartop, ncri X X
MHULMaTopsI
BOXX X X
MonekynsipHast macca n/unm mx — X
pacnpegeneHve No MONeKynsipHON N
macce AHanma KoHUEeBOW rpynnbl — X
OcmomeTpusi — X
PacceuBanue ceeta — X
BuckoanmeTpus pacteopa — X
OcapgkoobpasoBaHue — X




7.3 MeTannel U cnnaebl
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I'Iapameprl 1N MeToAbl NccnefoBaHUA ANA aHanMsa MeTansios 1 CnaBoB NpuseaeHbl B Tabnuue 3.

Tabnwuuya 3 —T[lapameTpbl 1 MeTOAbI UCCNEAOBAHUI AN aHANW3a METANOB U CNaBoB

MprMepsl aHanu3npyembIx Mpumepbl MeTogoBs® (cnmcok KavecTtBeHHble KonuyecteeHHbIe
napameTpos HENOMHbIN U HEOTPaHUYEHHbIN) napamMeTpbl napametpbl
Xumuudeckuii cocras’ PenTreHoeckas cnyopecueHuUmns
BakyymHasi SMUCCUOHHAs
CMEKTPOCKOMNUA
AHanus cxuraduem (C, S)
ATomHasi agcopOUMOHHas crek-
Tpockonus X X
"asoeas ropenka (N, O, H)
ncn
TutpoBaHue NpaBumeTpus
OnNeKTPONUTHLIN aHanus
Konopumetpus
Kpuctannorpadguyeckue dasbl PeHTtreHoBcKkas gudpakums,
andpakums SneKTpoHOB X —
C BblA€NEeHHOW nnowaamn
PacnpegeneHve anemeHTOB Mexay SOPA/C3OM, POC X —
dazamm
OnNeKTPOHHO-MUKPOCKONMUYECcKoe X X
30HAVPOBaHME
CocTtaB a3kl nnvm NoBepxXHOCTU SPA/C3M, P®C X X
Mukpo/makpocTpykTypa MeTtannorpacus X X
@ BbIbop MeToga nccrneaoBaHus AOMKeH NPOBOAUTLCS MO COBETY CNELManucToB B 4aHHOW 0651acTy, Tak Kak onTu-
MarbHbI METOL MOXET 3aBUCETb OT 0COObLIX KOMOMHALWIKA 9NEeMeHTOB B COCTaBe crnnasa.
® XuMuueckuii COCTaB METaIIIOB U CIABOB YacTo OTPaXeH [OKYMEHTanbHO. ECriv AaHHble aHanuaa U3BeCTHbI, TO
NOBTOPATL €ro He 06s13aTenbsHo.

7.4 Kepamu4eckue usgenus

MapameTpbl U MeTOAbLI UCCMeAOBaHNSA KepaMUIecKUX N3aenuii npuseaeHsl B Tabnuue 4.

Tabnwuua 4 —TapameTpbl U METOALI UCCITEAOBAHUA KEPAMUYECKUX U3AENNA

Mpumepbl aHanu3npyembIx Mpumepbl MeTOAOB (CMMCOK HEMOSHBIN KauecTtBeHHble KonuuyectBeHHble
napameTpos® M HEOTPaHWU4EHHbIN) napametpsl napametpsil
XnMmunyeckui coctas, OCTaTouHbIE PeHTreHoBckasn dpnyopecueHuums, X X
cybcraHumm n
AHWOHBI WonuHas xpomatorpacdusn X X
BaneHTHOCTL KonopumeTtpudecknit aHanms X —
dPa3swl PeHTtreHoBckas audpakums X —
MukpocTpykTypa Mukpockonusa —
JkcTparvpyemMble BelWeCcTBa mcn X
2 Tunuunble BuALI 4OBABOK, KOTOPbIE AOMKHBI BbITh YYTEHbI NP NIOGOM aHanuae, BKNKOYAIOT cnekawwme no6askn,
(hOPMOBOYHbIE BELWECTBA, CBA3YIOWME BELLECTBA, MUIMEHTHI U NOKPbLITUSA, HE OFPaHMYMBAACH TAKOBLIMU.

7.5 MNMpupoaHble MakpoMoneKynbl

B cnyyae npupoaHbIX MakpoMOreKkyn Ha NepeoM 3Tane HeobxoauMo 4eTko onpeaenuTb opraHU3M-uc-
TOYHUK (BUA) 1 ero nopoay/wramm.
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MpumevaHnune 1— Cepuss EH 12442 paccmaTtpuBaeT GesonacHoe MCMNOMb3OBAHNE XXUBOTHbLIX TKAHEN M MX
NPOW3BOAHbLIX B NPOU3BOACTBE MeAUUUHCKMX U3genuin. EH 455-3 paccmaTtpmBaeT OLEHKY pUcka, COMNpPsiXXeHHOro ¢ ocTaTou-
HbIM COAEPXXaHneM NPOTEUHOB B HATyparnbHOM naTekce.

HaTypaanble MaKpoMonekynbl, ACNoNb3yeMble B MeAULIMHCKNUX N30ennaX, BKNKOYaKT, B HACNE apyriux
COEAVNHEHWNA, NPOTEMWHBI, IMNKONPOTENHBI, NoMcaxapmabl U kepamuky. Cpeaun NPUMePOB APYrux coeanHeHN
MOXHO NPUBECTU XKenaTuH, KonnareH, 3nacTtuH, Cbl/l6p|/IH, aﬂbGyMI/IH, anbruHaT, uennwnoay, renapuH, Xmto-
3aH, nepepaboTaHHY KOCTb, KOPann U HaTypanbHyl pesnHy. OTU MaTepuanbl MOrnun BbiTb B pasfM4HoOn
cTeneHn obpaboTaHbl, oHNLLEHbl U MOANULIMPOBaHbI.

MpumevaHne 2—[ns MHOrMX M3 3ITUX MaTepuarnoB CyLWECTBYOT MoHorpacdum no dapmMakonormm

(Ph.Eur/lUSP/JP) n Heckonbko ctaHgapToB ASTM F04, koTopble Takke paccMaTpyBaloT XMMUYECKUe CBOMCTBA 3TUX MaTe-
puanoe (cMm. Gubnuorpadcuio).

MapameTpbl U METOAbLI UCCNEACBAHNSA, NPUMEHSIEMbIE NS aHanM3a NPUPOAHLIX MakpOMOJIEKys, NpUBe-
JeHbl B Tabnuue 5.

Ta6nwuya 5—MNapameTpbl U METOABI UCCIEAOBaHNMS, MPUMEHSIEMbIE ANS aHaNW3a NPUPOAHLIX MakpOMONEKyr

Mpumepsl aHanM3npyembIx Mpumepbl MeToAoB (CMMCOK HEMOMHBIN Ka4ecTtBeHHbIE KonudyecteeHHble
napameTpoB 1 HEOTPaHW4EHHbIN) napametpsl napameTpbl
MaeHtndurkaums matepuana KonopumeTtpusi X -
anra X X
mx X —
Xvmudeckasi CTpykTypa AHanus ammHokMcnoT X X
W X NOCNefoBaTenbHOCTU

dUKC X —
®C "Hu "*c amp -
XvMunyeckasn koHUrypaums Lenu: TutpoBaHue — X
aHanua cBoboaHbIX pagukanos CniekTpockonusi X X
duanyeckast KOHPUrypaumsi Lenu: Cnekrpockormsi ("*C SIMP) X X
TaKTUNBLHOCTL ACK X _
Hannuune nonepeyHbIX CLUMBOK 3onb-renb 9KCTpakT X —
Ananus 6ucynbuaHbIX CBS3En X X
PasBeTtBneHue OMTA — X
Cnekrpockonusi X X
MonekynsipHasi macca u/unm mx — X

pacrnpezierieHme no MonekynsipHbim
Maccam AHanNM3 KoHUEBbIX Ipynmn — X
OcmomeTpus — X
Crartuyeckoe pacceuBaHue cBeTa — X
Buckosumertpusi pactBopa — X
Ocagkoobpa3soBaHne — X
Mpumecn B3XKX X X
X X X
anra X X
HDwanns X X
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8 OT4eT 0 NoNyYeHHbIX AaHHbIX

OTy4eT 0 Nony4YeHHbIX AaHHbIX A0IMKeH ObITb caenaH B chopmarte, No3BorisoLwem nx BBog, B 6a3bl 4aHHbIX
mMaTepuanos. [lobble KonM4yecTBeHHble AaHHbIe A0MKHBI GbITh NpeAcTaBneHbl B TakoM BUAE, KOTOPLIN MNO3BO-
nan 6bl NPOBECTU OLIEHKY pUcKa A1a YeroBeka.

OT4yeTbl MO M3MEpPeHUAM AOSKHbI TOYHO OPMYNMPOBaTh LeNb MPOBEAEeHUSI OLEHKM XUMUYECKMX
CBOICTB MaTtepuarnos U1, Npy HeoBXoAUMOCTN, AOITKHLI coAepKaThb:

a) geTanbHOe onucaHue MaTepuasnos;

b) aHanuTUuecknme mMeToabl N YCIOBUS 3KCTParMpoBaHus;

C) NOny4YeHHble KAa4YeCTBEHHbIE JaHHbIE;

d) nony4yeHHble KONUYECTBEHHbIE AaHHbIE;
e) npeanonaraemoe KMMHWYeckoe BO3AeNCTBUE BELLECTB.
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Mpunoxexne A
(o6a3aTensHoe)

Brnok-cxema, cyMMUupyroLiaa nocrnegoBarenbHoe onpeageneHne XMMUYeckux CBOWCTB,
ncnonbsyemMbiX Npu oueHke TOKCUKONMOrn4ecKoro pucka

A.1 O6wune NnonoxeHunA

JanHas npoledypa npumeHnma TONbKO K Matepuanam/vaaenumsim, HaxoasLWMMCs B NPSIMOM WU KOCBEHHOM KOHTaK-
Te ¢ Tenom (cm. 4.2.1 8 UCO 10993-1:2003).

A.2 Mpouenypa

HaHHas npouegypa COCTOUT U3 CrnedyoLLmUX 3Tanoe, NPUBEAEHHBLIX B Bnok-cxeme Ha pucyHke A.1:
a) Otan 1: Ka4ecCTBEHHble JaHHbIe;

OTan 2: COOTBETCTBUE MaTepuana;

. KOIMYECTBEHHbIE AaHHbIE;

: KONMYEeCTBEHHas OLEeHKa PUCKa;

. npegnonaraemoe KrnnHn4eckoe Boa,qeﬁCTeme BELWECTB.

MpuMedaHue—3ITansbl 214 ABNAIOTCA YaCTbio NPOLECCa OLEHKU pUcKa, HO HaxoasaTCsl BHe obnactu npume-

HeHus HacTosiwero cTaHgapTa. OHU NpuBeaeHb! 34eCk B UHGIOPMATUBHbIX LIENSX AN YKasaHWsl BXHOCTU onpeaeneHus
XMMUYECKNX CBOWMCTB MaTepuana npu oueHke prcka.

Havano
OnpeaerneHne XUMUYECKUX CBOICTB
(MCO 10993-1:2003, 3.2)

l

STAM 1
NaeHTUDULMPYIOT MaTepuansl
M UX COCTaBnsoLME, BKIKOYas
ocagku. OnpeaensiloT ocTanbHbie
HeobxoauMble AaHHble, Hanpumep,
cneunduKaumio Marepuanos

JTAN 2
Mpu oueHke pucka
YCTaHARMUBAIOT, SIBNAETCH N

AaHHbLIA MaTepyan
SKBMBAINEHTHbLIM Matepuarnny,
MCTIONb3yeMOoMY B U3AENvn
C TaKo# xe 0bnacTbio
NpMeHeHus1, KOTOpLI npoLuen

Ty Xe o6paGoTky
¥ cTepunuaauymio?

MpekpalaloT onpeaeneHue XMMUHeCKUX

CBOWCTB U (PUKCUPYIOT 9TO
BOKyMeHTarnbHo. [1nsi OLeHK1

MCO 10993-1:2003

6MOSIOMIMMECKOro pUCKa MCTIONbL3YIOT

Hert

PucyHok A.1 — bnok-cxema

10

JTAN 4
Ha ocHoBaHum STAN S
3TAN 3 TOKCUKOJTOMMYECKMX AaHHbIX MpmensiioT
Vorasaanuoatr v rootCremem oo p st i
KOINUYECTBEHHbIV COCTaB
Kakoe-nmbo BewecTBo KNUHUYECKOTo
npu1 NONHOM BO3EMCTBUA
aKCTparmpoBaHumn?
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Mpwvnoxenve B
(cnpaBoyHoe)

UcTOoUYHUMKMN uchopmal.wm AnA onpegeneHnNa XMuMU4eCKux CBOUCTB

B.1 O6uwue nonoxeHwms

Kak onucaHo B pasaene 5, cteneHb HEOOXOAMMOro ONMcaHnUsi XMMUYECKUX CBOMCTB 3aBUCUT OT Xapaktepa u anu-
TENbHOCTU KOHTaKTa MEANLIMHCKOIO M3QEeNusl C TEMNOM NnaumMeHTa v ero pucka npy KNMHUYECKOM NCnonb3oaHnmmn. CooTeeT-
CTBEHHO, BMA U CTeNeHb AeTanuaauum HeoGxoaumon uHdopmauum npy onpeaeneHnm XMMNYeCcKMX CBOMCTB 3aBUCAT OT
aTnx ycnoeui. MoxeT noTpeboBaTbCsl MCMONb30BaHWE HECKOMNBbKMX WMCTOUYHUKOB MHGOPMauuW, Kak ONMCaHO B MyH-
kTax B.2 — B.8.

B.2 O6weynoTpebutennHoe Ha3BaHMe maTepuana

O6weynoTpebuTensHOE Ha3BaHUe AOIMKHO CONMPOBOXAATLCA CCbINKaMW Ha onpeAeneHHoe XMMUUYECKoe HauMeHOo-
BaHue

MpunmedaHune— O6weynoTpebUTenbHble HA3BaHUS MOTYT GbiTb HEBEPHO NMOHATHL. Hanpumep, nonuatuneH
MHOrAa NOHMMAaETCSH KaK FOMOMNONUMEP 3TUIIEHA, XOTHA OH Taloke OnpegensieTcs Kak nonuoneduH, COCTOALLMIA U3 3TUINEHO-
BblX 3BEHBEB B HEKOTOPOM MOJISIPHOM COOTHOLLEHUMN.

B.3 Apyrve knaccndmkaumm n xuMnuecKkne onncaHna maTepuanos

B.3.1 O6wme nonoxeHus

CyuiectByeT HECKONbKO cUCTeM Krnaccudukaumm, kotopele 6onee TouHo 0603HavaloT MaTepuarns.

B.3.2 Cwuctema knaccndmkaunm UPAC n cTpykTypHbie pOpMYrbl NONIMMEPHLIX BelLecTB

Komucensi no HomeHknarype n o6o3sHaveHmnsim MexgyHapoaHoro Coiosa TeopeTtudeckoi u MNpuknagHoit Xvmmm
(IUPAC) onybnvkoana npaeuna ansi o06o3HaueHmns nonumepos. O603HaYveHNs 1 onMcaHne NoNMMepoB COrNacHo Nnpaeu-
nam OOMXHbl coaepaTb TOUHbIE CBEAEHUS O NMOMMMEPHbIX BELLECTBAX COMMacHo onpeaeneHmio. Tem He MeHee, Ans Kom-
MepYeCcKux NonvMepoB He Bceraa NnpuBoguTcs MHopmaums no NPUMeEcsM, KOTopble OHW cogepXar.

MpwumeyaHue—paeuna npuseaeHsl B bubnuorpacdum (cm. [12]).

B.3.3 PernctpaunoHHbiit Homep CAS, USAN n apyrue perncTpaumoHHbie HanmeHoBaHnsa/HOMepa

Xumunyeckan PedepaTtueHasi Cnyx6a (CAS) n 3apernctpupoBaHHble HaumeHoBanus B CLUA (USAN) npuceavsaiot
onpegeneHHbIn HOMep U HAaMMEHOBaHNE COOTBETCTBEHHO HOBbIM pa3paboTaHHbIM NONMMEPHLIM BELLLECTBaM, Hanpumep,
marepwuanam Ars KOHTaKTHbIX NMH3. Korga y ncnonbk3yemoro marepuarna ectb cobcTBeHHbi Homep CAS n/vnm HaumeHo-
BaHme USAN, ero nerko oTnn4nTb OT CXOXMX, HO HE MAEHTUYHbLIX MaTepuanoB. YeTkas nHdopmaumsi No XMMUYECKUM CO-
CTaBnsoWUM/MHIpegueHTam MoxeT BbiTe nonydeHa ns USAN.

B.4 O6wan nHdopmauma 0 XMMMYECKOM COCTaBe MaTepuarnos

Ons yeTkoro 0603HaYeHUs XMMUYECKOro cocTaBa UCMonb3yeMoro matepuana 06blMHO NPUMEHSIETCSI HECKONBKO Na-
pameTpoB. 3TV napameTpbl OTIMYAKTCH B 3aBMCMMOCTM OT Kateropum Mmatepuanos (cM. B.2). [insi cuHTeTMYECKUX nonu-
MEpOB MPMMEpPaMMn TaKkMX NapameTpoB CMyXaT MOIeKynsipHas macca u pacnpegerieHme rno MOeKyrsipHbiM Maccam,
Temneparypa CTeKNOBaHus, TOYKa MIaBMNeHns, NIOTHOCTb, PACTBOPUMOCTL U HabyxaHue.

MpumedaHune—Pykorogcteo OECD 118:1996 [15] MoxeT GbITb MCNONB30BaHO NPY aHANM3e CUHTETUYECKUX
nonuMepoB.
B.5 UHdopmaumsa oT nocTaBLlIMKAa maTepurana

Cnegytolwwan nHcopmaums Heobxoguma anst YeTkoro 0603Ha4YeHUsl UICMONb3YEeMOro maTepuana, npu 3ToM UHgop-
Mauusi No coctary 0Co6eHHO BaXKHa NPW KONMYECTBEHHOM OLEHKE PUCKA:

a) HauMeHOBaHWe W3roTOBUTENs MaTepuana (NocTaBLLMKa);

b) ToproeBoe HauMeHoBaHMe 0OWeynoTpebGUTENLHOrO MaTepuana;

Mpumepbl — Cunacmuk, OaKpoH, MeMmopOH, nesuIemad, HeliJIoH, meghsIoH, u.m.o.

¢) To4Hoe HaumeHoaHue (IUPAC/CAS/USAN);

d) kog v HOMep MPOAYKTa;

Mpumep — lMenneman 2393-80AE, memuneurnunnonucunokcar 0215, u.m.o.

e) cneundmKauum U3roTOBUTENS MaTepuana, BKIIYaLWme, HanpuMmep, YMCTOTY, Ka4uecTBo, Npeaen NpPoYHOCTH,
TBEPAOCTb No PokBenny, Mmogynb narnba, anekTponpoBoAHOCTb, U APYrMe CBONCTRA, B AONOMHEHWE K OGWMM napameTpam,

onucanHeimM B B.6.3;
f) metanwm coctaBa v peuenTtypbl MaTepuana (cm. 6.2 n 6.4).

11
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B.6 Xnmunueckue aHannsbl

B gononHeHune Kk pasgeny 5 HeKOTopble BUABI XMMUYECKUX aHaANWU30B onucaHsl ganee B B.6.1 — B.6.3.

B.6.1 O6wnn xumnvecknn aHann3, CBA3aHHbIN C OLLEHKON BO34eNCTBUA

O6wume xumndeckne aHanusbl GeINM BKNIOYEHb! B HEKOTOPbIE MEXAyHapoaHble CTaHAapThl M HALMOHAIbHbLIE PYKO-
BOACTBA UK CTaHAAPThLI, HaNpaBneHHble Ha o6ecnevenne HGeaonacHoCTU. 3TN MeToAbl 06bIYHO NOAXOAST Arsl OLLEHKU XU-
MMWYECKON ONACHOCTU MEAWULMHCKUX N3AENWIA, HO X BO3MOXXHOCTU ANs NPOrHO3MPOBaHUs orpaHnyeHbl. Huxe npueegeHs!
HeKoTopble NpUMepbI;

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

HanHbin npotokon uccnegoeanun [13] onucoiBaeT npouedypy Ansi onpeaeneHus NoBeAeHNsl pacTBOpa/akeTpakTa
nonumepos B Boge npu temnepatype 20 °C npu pH 2 n pH 9 v npu temnepartype 37 °C npuw pH 7. ina onpeaenenns obuwe-
ro Yyncrna norMMepoRB B BOAHON Cpeae pekomeHayeTcs aHanma obuuero cogepxaHus opraHnyeckoro yrnepoga (COY). Tak-
Ke onucChIBaloTes Apyrne, 6onee ToqHbIE, METOObI.

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

HanHble meTopel [14], [16], [17] Bknio4aioT cnocobbl TECTUPOBAHMSA 305TbHBIX OCTATKOB, TSKENbIX METarIoB, 3KCTpa-
TMPYeMbIX BELLECTB, BELLECTB, CHUXAIOWUX CoAepXKaHne NepMaHraHaTa kanvs u ocagkoB UcnapeHust.

B.6.2 KonnuyecTBeHHbIN aHanm3

HononHuTenbHbI aHanua TpebyeTcsi, ecnu cocTae n/unu komnoavums/peLenTypa MaTepuana siBfsitoTcsl HenonHbl-
MM WM HeAOoCTYNMHbIMK. [lnA aHanmaa cocTaBa u KOMNO3uumun/peuenTypbl MCNONb3YIOT SAEPHO-MarHUTHLIA PE30HaHC
(AMP), nHdpakpacHyto CreKTpoCKONMI0 MHOFOKPaTHOFO HapyLLEHHOrO MOJIHOFO BHyTpeHHero otpaxenusi (MK MHMBO) u
NMPONMTUYECKYIO ra3oBylo XpomaTorpadmio/Macc-CneKTpockonuio (B Tabnuue 1: Macc-CcnekTpockonust). SkCcTparnpyemble
XUMUYECKME COEAMHEHUS, BXOASLLME B COCTAB KOMNO3ULMU/PELLENTYPbl, MOXHO MCCNER0BATH C MOMOLLbIO BbICOKOI(DEK-
TUBHOM XMAKOCTHOM XpomaTorpadum (BOXKX) e coueTanmm ¢ macc-cnekrpockormein (MC) (B Tabnuue 1: MC — macc-cnek-
Tpockonus). AHanNu3 ¢ NPUMEHeHMeM MHAYKTMBHO CBA3aHHOW nnasmbl (MCIT) ncnone3yioT Ansi uccnegoBaHnsa coctaea
MEeTann4ecknx maTepuarnoB nocne pacTBOPeHUs B agua regia.

B.6.3 KonunvecTBeHHbIV aHANMM3 TOKCUYHbIX BELECTB Npy oL eHKe BO3AeNCTBUA

Ecnvn oxnpaeTcsi, 4to naumeHT 6yaeT nogeepraTbCsl BIIUSIHMIO KAKOrO-NMG0 KOHKPETHOrO TOKCUYHOTO BELWECTBA, He-
06X04MMO NPOBECTM TLATENbHbIN KONMYECTBEHHBIN aHann3 Ans Kaxaoro U3 Takux sewects. [Insi oueHkn pucka npyu Ham-
XydleM cnyyae BO3OEWCTBMS HeobxoOMMO WCMONb3OBaTb WCHepnbiBaowee SKCTparMpoBaHwe. Mogenupyemoe
aKcTparmpoBaHne HeobxoaMmMo MCMONb3oBaTh NPU OLeHKe NPeanonaraeMoro KNMHUYECKOro YPOBHA BO3AENCTBUA. Tou-
HOCTb, CTEMEHb YYBCTBUTENBHOCTM U KONMMYECTBEHHLIN Npeaen aHanmTu4eckoro MeToga AOMKHbI BbiTb 4OCTATOYHBIMM
ANsi OLEHKM HeoBXoaAMMOro ypoBHS pUCKa.

B.7 HaunoHanbHble n MeXxAayHapogHble cCTaHAAPTLI ANA MaTepuanoB n/unu nagenuin

BonbWKWHCTBO M3 HKX yKa3bIBaET B CTAHAAPTE KAYECTBO Marepuana, CBsi3aHHOe C Lielblo ucnonb3oBanus. Ecnv ma-
Tepwvan, ncnonb3yemMbiii B U3genvm, COOTBETCTBYET TaKOMy CTAHAaPTY U eCrny KaTeropusi U ANUTENbHOCTE KOHTaKTa ¢ na-
LMEHTOM ANsl AaHHOIO U3Jenusi CPaBHUMbI C YKa3aHHbIMWM B CTaHAapTe, TO yKasaHWe HaumeHOBaHWsi 1 0603HaYveHus
cTaHaapTa MoxeT OblTb 4OCTaTOUHbIM ANS XapaKTepUcTUKM MaTtepuana. NprMeHMMOCTb AaHHbIX CTaHAaPTOB Ans onpe-
AENeHNs XMMNYECKUX CBOWCTB 3aBUCUT OT Crneayomx paktopos. Yem Bbille ypoBeHb 3TUX (DaKTOPOB B CTaHAapTe, TEM
BbllWe OyAeT AOCTUIHYT YPOBEHb COOTBETCTBUS 9TOMY CTaHAapTy.

a) YNoMuHaeT v CTaH4apT KOHKPeTHOe U3Aenue U ero KOHTaKT C NauueHTOM W AnMTENbHOCTL?

b) C kakol cTeneHbl0 KOHKPETHOCTW CTaHZapT onpedensieT matepuan (Hanpumep, KOHKPETHLIN MaTepwrar, KaTero-
pusi matepuana)?

c) YcraHaenueaeT N CTaHAapT Kakme-nmbo npegens! ypoBHe onpedeneHHbIX BEWECTB? TW Npeaenbl ucHepnbl-
BalOLLME UM YHMBEpPCAalnbHbIe, KOHKPETHbIE (C YKasaHueM BenuuymH), obme nnu cymmapHbsie?

d) CywecTByeT v onbIT 6€30NacHOro KIMHWYECKOro MCMOMb30BaHWs CTaHAAPTU3UPYEMOrO M3AENnUa U matepua-
na?

B.8 Docbe Ha maTepuan

basoBbii hann npegocTaBnAeTcs HOPMATUBHOW OpraHu3aumm, YTo No3BonsieT TPETLMM NMLam nogasBaTb Ha pac-
CMOTPEHUE C LENbIO YTBEPKAEHUS NN paspeLUeHnsa KOHKPETHOrO MeaMLMHCKOTO N3aenms nHopMaLuuio, paccMaTpuBae-
MYI0 KaK MPOV3BOACTBEHHYIO TalHY UMM KOMMEPHYECKUIA CeKPeT, OT UMEHM ApYroi komnaHuw. bazoshii dhann Takke CryxuT
WCTOYHUKOM MHpOpMaLuK, NPeaoCTaBNseMbiM HOPMaTUBHONM opraHu3aunn. basoBbii dhan MoXeT cogepxaTb AeTanb-
HYH0 MHpOPMAaLMIO O KOHKPETHOW peuenType marepuana, Mcrnonb3yeMoro B MeAMLMHCKOM U3genum, unu ero obpabotke.
BazoBbili charin noneseH Ans oLEHKU COOTBETCTBUSI MaTepuana unv npurogHocT matepuana anst KOHKPETHOW KaTeropum
UCMOb30BaHWs.

12
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Mpunoxenne C
(cnpaBo4Hoe)

an/IHLI,I/IHbI OL,eHKU TOKCUKONOrn4ecKon aKBUBaNeHTHOCTHU

B 6.3 (aTan 2) gaHHble 0 XMMWYECKUX CBONCTBAX UCMONb3YIOTCS MPU OLIEHKE PUCKa W Ans onpeaeneHusi CooTBeT-
CTBUSI, C TOYKM 3PEHUsSI TOKCUKOIOIMK, NpeanaraeMoro matepuana, Ucrnosb3yemMoro Arisi TOro Xe KIMHWYECKOro npumeHe-
HUSI, CYLLLECTBYIOLLLEMY KITMHUYECKU UCMbITAHHOMY MaTtepuany. [py NpYHATUM 3TOMO peLleHns HYXXHO PYKOBOACTBOBATLCS
NPVHLUMINOM, Y4TO TOKCUKONOrnieckas unv 6rnonorudeckas 6e3onacHoCTb NpeanaraeMoro Matepuarna He XyXe TaKoBbIX, Ha-
6niogaembix anst KNIMHUYECKM UCTBbITAHHOTO Matepuana. Huxecneaylowuii CMCOK COAEPXKUT NPUMEpPbL! TOKCMKOIornyec-
KOr0 COOTBETCTBUS U NpejraraeTcsi Kak BCromMoraTensHoe pyKOBOACTBO MpuW NpoLeaype OLEHKM pucka, Kak OnucaHo B
pasgenax 5um 6:

a) CocrtaB 1 Npodunb IKCTparMpyeMblix BELLECTB NpeanaraeMoro Matepuana 3KkBUBaneHTeH KNMHUYECKU UCTIbITaH-
HOMY mMaTepuany.

b) Mpeanaraemblii MaTepran COOTBETCTBYET CYLLECTBYIOWEMY CTaHAapTy C y4eTOM ero npegHasHaveHus, anw-
TENbHOCTW KOHTAKTa U UHBA3WBHOCTU.

c) MNpeanaraemblii Matepuan yxe UCrornb3yeTcs B YCNOBUsIX Bornee MHBa3MBHOIO BO3JAENCTBUS, YeM npeanarae-
MO€ NPUMEHEHNE.

d) Huv ogHO 13 BbIMbIBAEMbIX BELLECTB NpeariaraeMoro Marepumarna He npeBbllaeT JONYCTUMbIX NPeaernos, ycTa-
HOBNeHHbIX B CO 10993-17.

e) lMpepnaraembiil Mmatepuarn coaepxuT bonee TOKCUKONOrMYeckn 6e3onacHbIi XMMWYECKUIA KOMMOHEHT MIK oca-
[JOK, YeM TOT, KOTOPLIN OH 3aMEHSIET B KIIMHUYECKM UCMBITaHHOM mMaTepuane (yunTbiBasi OAMHAKOBOE BO3AENCTBUE).

f) Mpeanaraembivi maTepuan coaepXUT XMMUYECKUIA KOMIMOHEHT UMW 0CaZ0K, UMEIOLLMIA TY K& TOKCUKOINOINYECKYIO
6e3onacHoOCTb, Kak 1 marepuar, KOTOpbI OH 3aMeHsIeT B KITMHUYECKU UCMbITAHHOM MaTepuarie (yYuTblBas OQUHAKOBOE
BO3[ECTBYE).

g) EQVHCTBEHHON pasHUUen Mexay KIMHUYECKW UCTIbITaHHBIM MaTepuarnom v npeanaraeMbiM MaTepuarnom siBns-
€TCS NONHOE OTCYTCTBUE UMM MEHbLUMI YPOBEHb A06aBOK/3arpsi3HsiloLWLmMX BelwecTB/ocazKa B NocrnegHeM Mo CPaBHEHUIO C
nepebIM, NPU YCIIOBWM, YTO BUAbI U KONMYECTBA BbIMbIBAEMbIX COCTABIISAOLLMX HE MEHSIOTCS.

h) EavHCTBEHHON pasHuLEel MeXay KITMHUYECKU UCMbITAaHHbIM MaTepuraromMm 1 npegnaraemsiM MaTepuarnom sens-
€TCs Ncnonb3oBaHue 06paboTku, NPUBOASLLEN K CHKEHWIC OBLLEro YPOBHSI IKCTparnpyeMbiX BELLECTB B MOCNEAHEM MO
CpaBHEHWIO C NEPBbLIM, NPU YCITOBUM, YTO OTHOCUTESBHbLIE KONMYECTBA BELLLECTB HE MEHSIOTCS.
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Mpunoxexne D
(cnpaBo4HOe)

CBefieHMA 0 COOTBETCTBUU HaLMOHaNbHbIX cTaHaapToB Poccuiickon Cbe.qepauuw CCbINMOYHbIM
MeXagyHapogHbIM CTaHOapTaM

Tabnuya D.1

O603Ha4eHne CCbINOYHOro

O6o3Ha4YeH1e 1 HAMMEHOBaHUe COOTBETCTBYIOLLEro0 HaUMOHANBHOTO cTaHaapTa
MeXAyHapOAHOro cTaHaapTa

MCO 10993-1:2003 FOCT P NCO 10993-1—2009 U3zpenusa meanumnHckme. OueHka B1Uonornyecko-
ro AencTBusa meauumnHeknx nagenun. Yacte 1. OueHka un ncecnegoBaHus
MCO 10993-17 FOCT P UCO 10993-17—2009 WUapgenus meanumHckme. OueHka Guonornyec-

KOro AeWCTBUS MEANLMHCKMX nagenun. Yacte 17. YcTaHOBNEHrE NOPOroBbIX 3Ha-
YeHWI Ansl BbIMbIBAEMbIX BELLLECTB

NCO 14971:2000 TOCT P NCO 14971—2006 WMsgenvns meanumHckue. [pumeHeHne meHea-
XMEHTa prcKa K MeaULMUHCKUM U3AennsiM
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