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MpeaucnoBue

Llenn, ocHOBHBIE NPUHLMNLI 1 NOPAAOK NpoBeAeHUs paboT NO MeXrocyAapCTBEHHOW cTaHAapTU3aLmun
yctaHosneHsl FTOCT 1.0—92 «MexrocynapcTBeHHasa cucteMa ctaHaaptusaumi. OCHOBHbIE MOMOXKEHUA» U
MOCT 1.2—2009 «MexrocynapcteeHHas cuctema craHgaptusaumn. CtaHgapTbl MeXrocyAapcTBEHHbIE, npa-
BUITA N pekoMeHAaLUn Mo MexXrocyaapcTBeHHON cTaHgapTusauun. Mpasuna paspaboTku, NpUHATUS, Npume-
HeHusl, 0OOHOBNEHUS U OTMEHbI»
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2 BHECEH ®epepanbHbIM areHTCTBOM MO TEXHUYECKOMY peryniMpoBaHuio U METPOSIOrin

3 NMPUHAT MexrocyaapcTBeHHBIM COBETOM Mo CTaHAApPTM3aLIMKU, METPOIOrMuK U cepTudukaumm (npoTo-
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2011 r. Ne 1313-cT mexrocyaapcteHHbl ctaHaapT FOCT 1SO 10993-18—2011 sBeaeH B AeNCTBUE B Kavec-
TBe HaluuoHanbHoro ctaHaapTta Poccuiickon denepauum ¢ 1 aHeaps 2013 r.

5 Hacrtosawmn ctaHpapT uUaeHTUYEH MexayHapogHoMy cTaHaapty I1SO 10993-18:2005 Biological
evaluation of medical devices — Part 18: Chemical characterization of materials (OueHka 6uonoruveckoro
OeNCTBUA MeanLUHCKUX n3genvin. Yactb 18. MccnegoBaHne XMmMnyeckux CBOIMCTB MaTtepuanos).

CBefleHns1 0 COOTBETCTBMN MEXIOCYAapCTBEHHbIX CTaHAAPTOB CChINIOYHLIM MeXAyHapoAHbIM cTaHaap-
Tam nNpuBedeHbl B 4OMOMHATENBHOM NpunoxeHun JA.

CreneHb cooTBeTCcTBUA — maeHTUYHas (IDT).

CraHgapT nogrotoBneH Ha ocHose npumeHeHns FTOCT P UCO 10993-18—2009

6 BBEJEH BIMNEPBbLIE

UHbopmauus 06 usmMeHeHUsIX K HacmoswemMy cmaHoapmy rybnukyemcs 8 exxe200HOM UHGhOpMaUUIOH-
HOM yKazamerne «HayuoHanbHbie cmaHOapmebl», @ MEKCm U3MEHEeHUU U NornpasoK — & eXeMeCsI4YHOM UHGhop-
MayUOHHOM yKazamene «HauuoHansHele cmaHOapmel». B criyyae nepecmompa (3ameHbl) unu ommeHbl
Hacmosiueao cmaHOapma coomeemcemesyrouiee yeedomrieHue bydem onybriukoeaHo 8 eXXeMeca4YHOM UHPOp-
MayuoHHOM ykaszamene «HauuoHansHsie cmaHOapmei». Coomeemcemayioujast UHhopmayus, ysedomiieHue u
meKcmbl pa3Melaromces makxe 8 UHGopMayuoHHOU cucmeme obujezo rnonnb308aHust — Ha oghuyuanbHOM
catime ®edeparnbHO20 azeHmcmea o MEXHUYECKOMY peayriuposaHuio U Memposioauu 8 cemu ViHmepHem
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BBepeHue

CobntogeHune nonoxeHui ctaHaapTo cepun 1ISO 10993 «OueHka 61Monorndeckoro AeMcTeus MeaunLmH-
CKMX N30enuid» No3sonuTt obecnednTs CUCTEMHBIN NOAXOA K MCcnegoBaHnio BUONorM4eckoro 4encTema Meau-
LHCKUX n3genni.

Llenkto aTux cTaHaapToB He sBnsieTcsl 6e3ycrioBHoe 3akpenneHne eguHoobpasHeIX MeTO4oB ccneaosa-
HWI U UCMbITaHWUIA 32 rpynnammn OOHOPOAHBIX MEAULIMHCKAX U3OENNIA B COOTBETCTBUM C NPUHATON KnaccuduKaLm-
el UX No BuAay WU ONUTENbHOCTU KOHTakTa ¢ opraHuM3MoM 4derioBeka. MoaTomy nnaHuMpoBaHWe U nposeaeHue
1ccrnefoBaHni U UCNbITaHWIA JOMKHBI OCYLLECTBASATL CNeLnanucTl, MMeroLLe COOTBETCTBYIOLLYHO MOArOTOBKY U
OMbIT B 06NacTy CAHUTAPHO-XMMUYECKORN, TOKCUKOMOTMYECKOM 1 B1MONornieckoi oLeHOK MeaULMHCKUX U3Aennii.

CraHgapTbl cepumn 1ISO 10993 saBnsatoTcA pyKoBOAALLMMMK AOKYMEHTaMW AN NPOrHO3UpOBaHUs 1 uccne-
AoBaHWUA B1onornyeckoro AeNCTBUS MeaULNMHCKNX N30Ennii Ha cTagun Beibopa MaTepuanos, NnpeaHasHa4eH-
HbIX 418 X U3TOTOBMEHNS, a Takke AN UccreaoBaHWUin roTOBLIX U3AENA.

B cepuio 1ISO 10993 BxogAaT cneaytolme YyacTy nod obwmnm HaumeHoBaHueM «Msgenvsa meguunHckme.
OueHka 6ronoruyeckoro AeMCTBUS MEANLIMHCKAX N3Oenniy:

Yactb 1 — OueHKa v nccrneaoBaHus;

YacTb 2 — TpeboBaHus K 06paLleHnio ¢ XMBOTHEIMU;

YacTb 3 — NcecnegoBaHus reHOTOKCUYHOCTU, KaHLEePOreHHOCTU U TOKCUYECKOro AeNCTBUA Ha penpo-
OYKTUBHYIO hyHKUMIO;

Yactb 4 — WccnenoBaHne n3aenuii, B3anMoAeNCTBYIOLMX C KPOBbHO;

Yactb 5 — WccnenoBaHne Ha LMTOTOKCUYHOCTL: METOAbI in Vitro;

Yactb 6 — WccnegosaHne MecTHOro AeMCTBUSA MOCHe UMMNaHTauuy;

Yactb 7 — OcTaTouHoe coaepkaHue aTUreHokcuaa nocrne crepunusauum;

YacTtb 9 — OCHOBHbIE MPUHLMMBI MAEHTUDMKALMN U KONIMYECTBEHHOIO onpeaeneHus noTeHumManbHbIX
NpPOoAYKTOB Aerpagaunu;

Yacte 10 — NccnegosaHve pasgpaxarLwwero 1 CeHCUbUnU3npyioLLero gencTeus;

Yactb 11 — UccnenosaHue obLLETOKCMYECKOro AeACTBUS;

Yacte 12 — MpuroToBneHne npob 1 ctaHaapTHble 0bpasubl;

YacTb 13 — VgeHTudukauma 1 Konu4ecTBEHHOe onpeaenieHne NPoaykToB Aerpagaumm noiMMepHbIX
MeANLUNHCKUX N3aenui;

Yactb 14 — VgeHTudukauma 1 KonuyecTseHHoe onpeaeneHne NpodykToB Aerpagauum u3nenui ns ke-
pamuKu;

Yacte 15 — NaeHTudmkaums n konudecTeeHHoOe onpeaeneHne NnpoayKToB AerpaaaLMm usgenqin us ve-
Tannos U Crnagos;

Yactb 16 — MogenvpoBaHue 1 UccrneoBaHne TOKCUKOKMHETUKA NPOAYKTOB Aerpagali U BbIMbIBaHUS,

Yactb 17 — YcTaHOBMNEHWEe NOPOroBbIX 3HAa4YeHUA AN BbIMbIBAEMbIX BELLECTB;

YacTb 18 — NccnepnoBaHue XMMUYECKUX CBOMCTB MaTepuaros;

Yactb 19 — Uccneposarue usnko-xummnyecknx, Mopdonornieckmx 1 Tonorpaduiecknx CBOMCTB Ma-
Tepuanos;

YacTb 20 — lMpuHUMMBLI 1 MeToAbl UcCNeAoBaHUS UMMYHOTOKCUYECKOTO AEeACTBUSA MeAMUMHCKUX U3ae-
NWA.

ISO 10993-1 coaepXuT OCHOBHbIE MPWUHLWMNBI AMsi COCTaBMEHUsI MPOrpaMMbl OLLEHKM Bronormieckomn
6esonacHocTy. Pasgen 3 ISO 10993-1:2003 oTMe4aeT, 4To Npu BbIGOpe MaTepunaros ANs UCNoNb30BaHNS Mpu
MPOU3BOACTBE U3AENNA rMaBHbIM KPUTEPUEM AOMKHA ObITb NPUrogHOCTb K MCMNOMb30BaHUIO. DTO OTHOCUTCS K
XapaKkTepmncTukam 1 CBOMCTBaM MaTtepuana, KoTopble BKMHUaT XUMUYeCcKne, TOKCUKonorndeckmne, onusmyec-
Kue, anekrpudeckue, mopdonorniyeckme M MexaHuyeckne ceoictea. AT1a nHdopmaums Heobxoguma nepeq
ntoboi 6uonorudeckoi oleHkoi. Moapasaen 7.2 1ISO 10993-1:2003 oTMeYaeT, UTo NpoaockatoLasca npuemM-
NemMocTb 61OMNOrMYECKOr OLIEHKM SIBMSIETCS aCNeKTOM CUCTEMbl KOHTPOMS KavyecTsa.

Tawke ISO 14971 oTmeuaer, 4TO aHaNM3 TOKCMKONOrMYECKOTo pUcKa AOMMKEH NPUHUMATL BO BHUMaHNe
XUMUYECKMIA COCTaB MaTepuanos.

TpeboBaHusi, 0603HauYeHHbIE B HACTOSILLEM CTaHAapTe, NpeaHasHa4YeHbl AN NofyYeHns crieayoLein nH-
dopmaLun, KoTopas NOMOXKET CNPOrHO3MPOBaTh BUONOrMHECKYHO peakLmio Ha MaTtepuran:

- XMMWUYECKUiA COCTaB MaTepmnanos, UCNONb3YEMbIX B MPOU3BOACTBEHHOM NpoLiecce, BKoYasa oGaBku
npu o6paboTke 1 ocagkun, HaNPUMep, OCTaTOUHbIE XUMUKATLI, YACTALLME, Ae3NHDULMPYOLLME 1 TeCTUPYIoLWne
BelecTBa, KACNOThI U WEeNoYu;

v
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- XapaKTepucTuKa mMaTepuanos, UCMoNb3yeMblX NPy NPOU3BOACTBE MEAULMHCKIX U3benuit, a Takke B
KOHEYHOM BapuaHTe U3AenniA;

- MAeHTUDMKaLMA MaTepranos MeauLMHCKOro U3aenus;

- CMoCcoBHOCTL MaTepuaroB MeguLMHCKOTO M3aenus K BblAeNeHNIo BELWECTB U NPoayKToB pacnaja B
npoLecce NPOU3BOACTBEA;

- N3MeHeHUs B KOHCTPYKLMOHHBIX MaTepuarnax 13-3a U3MeHeHui B Npou3BOACTBEHHOM MpoLiecce Unn
HeJoCTaTOMHOIO KOHTPOMSA NPOW3BOACTBEHHOrO NpoLecca.

XapakTepuUCTUKI1 cocTaBa NPoun3BOACTBEHHBIX MaTepuanos HaxoaaTCs, B OCHOBHOM, oA KOHTPOeM no-
CTaBLUMKOB 3TWUX MaTepUanoB. TeM He MeHee, ApYrie XapaKTepUCTUKK, Kak NpaBuIio, 3aBUCST OT TpeboBaHuid,
KOTOPbIM IOIMKHC COOTBETCTBOBATL rOTOBOE MeMLIMHCKOe U3aenie, a Takke OT TEXHOMOTUYECKUX NPoLLeccos,
UCTONb3YeMbIX U3roTOBUTENIEM MEAMLIMHCKOrO N3aenus.
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M E X T OCVYOAPG CTUBEUHHUB H C TAHDOAPT

n3pnenna MEAULIMHCKMUE.
OLIEHKA BUONOMNMYECKOIO AENCTBUA MEOULIMHCKUX U3OENUIA

YacTtb 18
UccnegoBaHne XMMUYeCKUX CBOUCTB MaTepuanoB

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

HNaTta BBegeHns — 2013—01—01

1 O6nacTb NpUMeHeHuA

Hacrosiwuia ctaHaapT onuckiBaeT npoueaypy naeHTudukaumm Mmatepuana u uaeHtudukaLmm u onpeae-
NeHnst ero XMMUYecknx coctaensatowmx. MonyvyeHHble AaHHbIE O XMMUYECKUX CBOWCTBAxX martepuana moryt
6bITb UCMOMNb30BaHbI 4N18 pAAa BaXXHBIX NPUMEHEHUA, HanpuMep:

- KaK 4acTb oueHku obwen Guonorudeckon GesonacHocT MeauuuHcekoro usgenua (ISO 10993-1 un
14971);

- M3MEepEeHUs YPOBHSA 3KCTPaKUMK BELLECTBA U3 MEAULIMHCKOTO U3aenus Ansl OLEHKU COOTBETCTBUSA A0-
nycTumoMy npegeny, BblbpaHHOMY ANA OaHHOMO BeLWecTBa C TOYKM 3PEHUSI OLEHKNU pucka 340POBbHO
(ISO 10993-17);

- OLieHKV COOTBETCTBUS NpeanaraeMmoro Matepuana KnuHu4ecku NpoBepeHHoOMY Matepuany;

- OLEHKM COOTBETCTBUSI KOHEYHOrO NPoAyKTa NPOTOTUMNY U NPOBEPKA NPUMEHUMOCTU NOMyYeHHbIX AaH-
HbIX ANst 060CHOBaHMS OLEHKM KOHEYHOrO NPoAyKTa;

- oTbopa noTeHUManbLHO HOBLIX MaTepuanos AN MEAULMHCKUX U3AENUiA, UCTIONb3YeMbIX B KOHKPETHOM
KIMHUYECKOM MPpUMEHEHNN.

Hacroawmid cTaHgapT He paccmaTtpuBaeT UaeHTUMUKALUUMIO WUNN KONTMYECTBEHHYHO OLEHKY NMPOAYKTOB
aerpagauum, kKotopble paccmoTpetsl B ISO 10993-9, 1ISO 10993-13, ISO 10993-14 1 ISO 10993-15.

Hactoswas cepusa ctangaptoB ISO 10993 npumeHsietcs, ecnv matepuan unu nsaenue npsaMo unm Koc-
BEHHO BXOAMUT B KOHTaKT ¢ Tenom nauueHTa (cm. 4.2.1 8 ISO 10993-1:2003).

Hacrosawwmia ctaHgapTt npegHasHadeH s NOCTaBLUUKOB MaTePUANoB U U3rOTOBUTENEA MEAULMHCKUX U3-
Aenvi npu oueHke buonormndeckon 6e3onacHOCTU.

2 HopmatuBHbIe CCbINIKU

MepeyncneHHble HUXE MaTepuarl UCMNoNb3yTest B HacTosiweM ctaHaapTe. Mpyu 4aTUpoBaHHOM cebiflke
MPUMEHSAIOT TOMbKO ykasaHHoe nsgaHue. Mpu cceinke 6e3 AaTbl IPUMEHSIIOT NocreHee n3naHne ykasaHHoOro
AOKYMeHTa, BKIoYas Bce Monpasku.

ISO 10993-1:2003 Biological evaluation of medical devices — Part 1: Evaluation and testing (OueHxka
6ronormyeckoro AencTBns MeauLMHCKUX nagenuii. Yactb 1. OueHka 1 uccnenoBaHus)

ISO 10993-17 Biological evaluation of medical devices — Part 17: Establishment of allowable limits for
leachable substances (OueHka 61onornyeckoro AencTena MeguUMHCKUX nsaennii. Yacts 17. YcTaHoBneHue
MOPOroBbIX 3Ha4YeHWIA AN BbIMbIBAEMbIX BELLECTB)

ISO 14971:2000 Medical devices. Application of risk management to medical devices (M3genus meaun-
unHckue. MpuMeHeHne MeHeXKMEHTa puUcKa K MeauuUMHCKAM N3aenvsm)

U3panve odmumnansHoe
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3 TepMuHbI M onpeaeneHusi

B HacTosilWeM cTaHaapTe NpuMeHeHbl TepMuHbl No ISO 10993-1, a Takke cnegyrowmMe TEPMUHLI C COOT-
BETCTBYOLLMMU onpedeneHnamn:

3.1 nocTtaBLWuK: [IMLO U1 KOMMaHWS, NMPOM3BOAALLAA W/ NOCTaBNAWAsA OCHOBHbIE CbipbeBble Ma-
Tepuanbl A4ns Npon3BoAcTBa MEAULIMHCKOTO U3aenusl.

3.2 usrotoBuTenb: Pusmyeckoe UK OpUANYECKOe NULO, OTBETCTBEHHOE 3a AU3aiiH, NPOU3BOACTRO,
yMNakoBKy 1 MapKUPOBKY M3denus A0 MOCTYMSIEHUs1 Ha PLIHOK NOA ero UMeHeM, BHE 3aBUCUMOCTW, BbIMOSIHSA-
nNCb NN TaKoBble AeNCTBUSA STUM NIULIOM UM ero nocpeaHuKamu.

3.3 koMnoHeHT: [peamer, NpousBedeHHbIA U3 OCHOBHOMO NepBOHAYanbHOro Martepuana, He ABNSHO-
LLMACS MEOULMHCKUM U3denvem, a NnLlb ero YacTblo.

3.4 npeoGpasoBaTtenb: YenoBek UMM KOMNaHWUA, KOTopble NpeobpasyloT OCHOBHOW NepBoHayanbHbIA
mMaTtepuan um co3fatoT 13 Hero norysaBepLUeHHbIN NPOAYKT (Hanpumep, oTPEe3KK CTEpXKHeN, TpyoKu, NieHou-
Hble pyKkaBsa).

3.5 uccnegoBaHWe XMMUYECKUX CBOUCTB: MaeHTudukauma matepuana, onpeaeneHve u Konuyec-
TBEHHbI aHanu3 BeLecTB, coaepKaluxcsl B MaTepuane unn 3akoHYEHHbIX MeaUUUHCKUX N30enusx.

3.6 ucuepnbiBalollee IKCTparupoBaHue: SKCTparnpoBaHue A0 TOro MOMEHTAa, NpU KOTOPOM Konuyec-
TBO ocTaTtka B rocnegyoLlemM aKCTparnpoBaHum coctaenaet MeHee yem 10 % octatka, obHapy>XeHHOro npu
nepBOM 3KCTparnpoBaHun.

MpumeyaHue— JKeTparnpoBaHne ABNAETCA CNOXHbIM NPOLIECCOM, HA KOTOPbLIN BNUSIIOT BpEMS, TeMnepary-
pa, COOTHOLWEHWE NNoLaan NOBEPXHOCTU U 0O6bema, areHT 3KCTparMpoBaHusi 1 a3oBbI cocTaB MaTepuana. PasoBbin
CoCTaB MaTtepvana onpegensiet OTHOCMTENbHbIEe 3Ha4YeHUs amopHON U KpucTannuueckon ¢as. B amopdHoit chaze Tem-
neparypa creknosaHus T, onpeaensaeT MOGMNbLHOCTL NONUMEPHON LEMU U CKOPOCTb Anddysum B aHHoi dase. O6biuHO
CKOPOCTb Auddy3nmn Npu Temneparype soiwe T, Tem 6onblue, 4em Huxe 3HaveHne T.. CkopocTb anddyanmn nmeet Hau-
MeHbLUEe 3Ha4YeHne B Kpuctannmyeckon gase.

YCnoBWsa SKCTparmpoBaHns He AOMKHbI HapylwaTk (ha3oBoro paBHoBecusi Matepuana. MiameHenne dasbl MOXeT no-
BINVATb HA KONWYECTBO U BUA SKCTparmpyemoro sewecTsa. [pu ncnonb3oBaHnm UcHeprbIBaoWEro 3KCTparmpoBaHus He-
06X0aUMO TWAaTENBHO y4eCTb BNvsHne 6onee BbICOKUX TEMNEPATYpP v APYryx yCrioBUIA HA KNHETUKY SKCTParmpoBaHuUsi n
COCTaB SKeTparupyembix Bewwects. Hanpumep, cylectsyoT onpegeneHHbie NpobreMbl NPy NCNoNb30BaHMMN NOBbLILLEHHbIX
Temnepartyp:

a) MoBblLEHNE TeMMEPaTypbl MOXET BbI3BaTh JOMNOIHUTENBHOE CTPYKTYpUpOBaHWe Nonumepa u, Takum obpasom,
CHU3UTb KONMYeCTBO CBOGOAHOIO MOHOMEpa, MUTPUPYIOLLLETO U3 NONMMEPa;

b) noBbiWweHre TeMnepaTypbl MOXET Bbi3BaTh (DOPMMPOBaHWE NPOAYKTOB pacnaga, KoTopblie 06bIYHO OTCYTCTBYIOT
B 3@aKOHY€HHOM n3aenuu npun HopmarbHOM UCNOJNIb30BaHUU;

C) MOBbILWEHNE TEMNEPaTypPbl MOXET BbI3BaATb MCHE3HOBEHME BbIMBIBAEMOTO MaTepuana, 06b4HO NPUCYTCTBYIOLLE-
ro B 3aKOHYEHHOM U3Zenuu.

3.7 MogenupoBaHue 3KCTparMpoBaHus: JKCTparMpoBaHne ANA OLEHKU MOTEeHLUMAnbHOro pucka Ans
nauueHTa unu nonb3osatens npyu 0BbLIMHOM NPUMEHEHUM U3OeNusa, UCMONb3YIolllee COOTBETCTBYIOLLWA areHT,
KOTOPbIA UMUTUPYET NPUMEHEHUe U3aenus.

[MpumMmeyaHune—Cm. npumeyarue Kk 3.6.

4 O603Ha4YeHUs1 N COKpaLleHuUnA

B pasgene 7 NnpuMeHeHbl crieayiowme cokpalleHus.

Tabnwuuya 1— MeTogonornyeckne CokpalleHus

CokpalleHue AHanUTUYECKUn meTon
OMTA AvHamnyecknii MexaHOTEPMUYECKMI aHann3
OCK OudbdeperHumanbHasa ckaHUpyloWasa KanopumeTpus
OOPA-COM OHEeproancnepcuoHHbIA PEHTIEeHOBCKUIA aHanns —
CkaHupyioLLas anekTpoHHasi MUKPOCKOMNUA
PUKC dypbe MIK-cnekTpockonus
X "asoBas xpomatorpacus
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OkoHYaHue mabnuusi 1

CokpalleHue AHanuTu4ecku metoq

MC Macc-cnekTpockonus?
Mmx "enb-npoHUKatoWwasn xpomartorpacusi

B3OXX BbicokoadhdekTMBHARA XMAKOCTHaA Xxpomarorpadusi
ncn VHAYKTUBHO CBsI3aHHas nnasma
MK NHdbpakpacHasi (crekTpockonus)

AMP AnepHbIn MarHUTHBIV Pe30HaHC (CNEKTPOCKONWS)
Yo YnbTpacdvoneToBasi (CeKTpOCKoNusi)

P®C PeHTreHoBckasn hoTO3NEKTPOHHAs CNEKTPOCKONUS
P® PeHTreHoBCKas driyopecueHums

anrs [BymepHbIM nonuakpunaMmmaHblvi reneebii snekrpodopes

a Macc-CnekTpoCcKoNMs 4acTo MPUMEHSAETCS BMECTe C XpomaTtorpatuyeckuMu metogamu, Takumu kak [X-MC,
XKX-MC n MC-MC.

5 OCHOBHbIe NPUHLMUNMbI

MepBbiM 3Tanom Npu oueHke buonornyeckoli 6e3onacHOCTU MeaUUMHCKOTO U3aenus ABnaeTca paccMoT-
peHne XMMUYECKOro cocTasa MaTepmlarnos, U3 KOTOPbIX U3FOTOBMNEHO AaHHOe nsaenue. 3To Takke BaXHO Npu
OLleHKe COOTBETCTBUA:

a) NpegraraeMoro mMaTepuana v KnnHudecku o6ocHOBaHHOMO Matepuana,

b) npotoTuna usgenusa v roToBOro Usgenus.

0630p npoueaypbl onpeaeneHus XMMUYEeCKUX CBOWUCTB, NPUBeAeHHbIA B HACTOALLEM cTaHaapTe, U ee
CBSI31 C OLLEHKOIN p1cka NpUBeaeH B NMpUIoXeHun A.

D,J'Iﬂ on1ucaHna XMMU4eCcKoro coctaBsa Marepuana H906XO,CMMO nony4nTb Ka4eCTBEeHHbIe AaHHbIe. Konu-
YecTBEHHbIe AaHHble Takke HeobXoauMbI, eCriv OHU MMeIoT OTHOLIEeHWE K Bonpocy buonordeckoin 6esonac-
HocTU. [InA HekoTOpbIX MaTepuanoB MUHGOpMauMa O COoCTaBe MOXET coAepXaTbcA B chneuudukaumn
maTepuana. Takue MaTepuanbl Kak MOMMMepPbl MOTYT UMeTb Gonee CROXHYI0 KOMMNO3ULMIO, U AeTanu cocTasa
DOMXHbI 6bITb MONyYeHbl OT NocTaBLuka Matepuana. Mpu oTCyTCTBUM TakuX AeTanein HeoBXoAMMO MOMYYUTb
AaHHble Mo COCTaBY C UCMOMb30BaHNEM COOTBETCTBYHIOLLErO aHanNnUTUYeCKoro Metoaa.

OnpegeneHne cocTaBHbIX YacTeil MaTepuana, npegHasHavYeHHoro ANg UCNonb3oBaHUA B NPOU3BOACTBE
MEANLMHCKOTO U30enusi, MO3BOMSIET UCCenoBaTh NpUPOAHYH TOKCUYHOCTb Kaxaown cocTaenatollei. Mony-
YeHHble JaHHble npegHasHayeHbl 4Ns UCNONb30BaHUs U3roToBUTeNneM MeauuMHCKOro M3aenus npu obulei
oueHke 6uonormyeckoi 6e3onacHOCTM MEAULIMHCKOTO U3aenus. B cBA3KW ¢ 3TUM HeOBX0AMMO BBECTU cUCTeMy
KOHTPONA ANsi NpeAoTBpaLLeHUs1 U3MEHEHUs NOCTaBLLMKOM COCTaBa MaTepuana, nocTaBnseMoro noj onpeae-
NeHHBIM KOMMEPYECKUM TOProBbIM HauMeHOBaHUEM UINA AOTOBOPOM MOCTaBkW 6e3 npeaBapuTensHoro yee-
OOMMNEHUA U3roTOBUTENS MeguuMHCKoro mnagenus. M3rotoButenb AOMKEeH OUeHUTb nocneacTsus NoBbIX
06bABNEHHbIX M3MeHeHUIA Ana Guonorudeckoid 6esonacHoOCTN usgenus.

Nio6ana u3 cocraBnsioWwmMxX MaTepuana unu obasok, UCNONb3yeMbiX B Npouecce Npou3BoacTBa Meau-
LMHCKOrO nsaenus, sIBNsieTcsl NoTeHuuanbHo buonormyeckn AoctynHoi. TeM He MeHee, HeobXoauMO UMEeTb
nHcpopmaLmio, yKasbIBaloLLYyI0 cTeneHb AOCTYMHOCTU KaXXAOW U3 COCTaBMAOWMX B YCMOBUSAX peanbHoro uUc-
Nosfb30BaHWUA rOTOBOTO NPOoAYKTa A4S OLEHKN UX pucka. Ty MHDOPMAaLIMIO MOXKHO MOMYYUTb, OCHOBLIBASACH Ha
aHanusax, NoslyYeHHbIX MpPU 3KCTparupoBaHUM Matepuana. Heobxogumo ucnonb3oBaTb COOTBETCTBYHOLME
yCNnoBu1A 3KCTparMpoBaHusl (MoaenupyeMoe aKkcTparmpoBaHue) ana obecneveHus Toro, 4tobbl Nio6as coctae-
nawas, kotopast byaeT BoIAENATLCA B NpoLiecce UCNONb30BaHNUs 3aBepLUEHHOMo n3genus, 6bina BoblaeneHa B
cpeay aKcTparuposaHus. MonyyeHHbIA 3KCTPaKT MOXHO NpoaHaNIM3npoBaTh Ka4eCTBEHHO U/ KONUYECTBEH-
HO AN Nony4eHUs 4aHHbIX, KOTopble 3aTeM MOryT 6biTb UCTONb30BaHbI NPU oLeHKe Guonorudeckoi Gesonac-
HOCTW MEAULMHCKOTO U3aenus.
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I'Ipou,ep,ypa onpeaeneHna XMMNM4eCckKnx CBOWCTB A0MmkHa OoTpaxaTb XapaKkTep U ANUTEeNbHOCTb KIMHU4YeC-
KOTO BO3AEUCTBUS N ONpeaenATbCA 3KCNepPTOM MO OLeHKe TOKCUKONOrMYeCKoro pucka Ha ocHoBe AaHHbIX, He-
obxoanMbIx Ana oueHkn Guonoruveckoin 6ezonacHocTn nsgenua. OHa Takke OOMKHa oTpaxaTb husmyeckoe
COCTOdHMEe UCNOoJNb3yeMbIX MaTepunanos, 6y11b TO XXUOKOCTU, renn, nonuMmepbl, MeTasrnsibl, KepaMuka, KOMMnosn-
Tbl UNTN MaTepuarnbl 6uonornyeckoro NPOUCXOXAOSHUA.

YcnelwHoe 3aBeplieHne npoueaypbl onpeaeneHnda XuMmn4eCcknx CBOWCTB, ONUCaHHOW B HACTOSAILLIEM CTaH-
naprte, TpeGyeT TeCHOro coTpyaHn4eCcTBa MaTepuanoBeoB, aHaNMMTUKOB U 3KCNEePTOB NO OLLeHKe TOKCUKOJ10T -
yeckoro pucka. B TakoM napTHepcTBe MaTepuanoBed W aHanuTUK NpeaocTaBnsoT Heobxoaumble
KOInMM4yeCcTBeHHble U KavYeCTBeHHbIe AaHHble, KOTOPbIe IKCMNEepPT NO OUueHKe pucka MOXeT UCMOoNb3oBaTb ANA
onpegeneHus 6e3onacHoCTN nsnenua.

6 lMpoueaypa onpeaeneHUa CBOMCTB MaTepuanoB

6.1 OG6wWwue nonoxeHun

I'IonyquMe OaHHBIX 0 XUMUYECKUX CBONCTBAX siBNSAETCA CTyneH4YaTbliM Npoueccom, CBA3AHHbBIM C OLeH-
Kow pucka. bnok-cxema aToro npouecca, CocTosilas us naTn atanos, NpueseaeHa B NPUNoXeHUun A. TpeGOBa-
HUA K onpeaeneHnto XMMUYECKUX CBOMCTB U PYKOBOACTBO MO KaXgaoMmy aTtany npuseaeHbl B 6.2—6.6.
AHanuTuueckne Metoabl A0MKHLI GbITb BbIGPaHbI € Lenbio nonyveHnA Tpe6yeM0171 nHcpopMaLMn ANA TOKCUKO-
rniorm4eckomn oueHkn. Ecnu nogxoasiwume metoasl He HaiaeHbl, To HeoBXxoauMo pa3pa60TaTb COOTBETCTBYOWNE
HoBble MeToabl. MNepea pa3pa60TK0171 HOBOro MeToda Heobxoaumo U3y4nThb CyullecTeyowine ctaHaapTbl, MO-
Horpadun, HaydHbele cTaTbi NN Apyrne HayvHble JOKYMEHTHI, UMeloLue OTHOLWEHWe K BOMPOCY, Ha npeaMeTt
CyLwecTBYyLWNX noaxoaAawmnx MeToaos nccnegqoBaHuA. Mpu ncnonb3osaHUu MeTOAUK U3 Hay‘-IHOﬁ nuTtepartypbl
MOXeT noTpeboBaTbCa NX aganTauns U NOATBePXKAeHUe nepen UCNONb3OBaHUEM.

|/|CI'IOJ'Ib3yeMbIe aHanuMTuYeckne mMeToabl AOMKHbI BbiTh noaveepaeHbl, AoKasaHbl U OTpaXXeHbl AOKY-
MEeHTanbHO (CM. paszgen 8). MNoaTeepXaeHne aHanMTUYeCcKoro MeToga — 37O NPoLUece, B KOTOPOM yCTaHaBnn-
BakOT COOTBETCTBME XapaKTepUCTUK, MONy4vYeHHbIX AaHHbIM MEeTOAOM, TpeboBaHUAM COOTBETCTBYIOLWLEro
aHanMTU4YecKoro NpUMeHeHus. AHanuTu4eckne mMetogbl 4OMKHbI ObiTb noareepxaeHel COOTBETCTBYHOLLUMUA
060CHOBaHHbLIMU XapaKTepnucTrukaMmn, TakKuMn Kak: TOYHOCTb, owwmbka n3mepeHus, cneunuyHoCTb, npeaen
OeTeKTUpoBaHUA, npeaen KoNnM4ecTBEeHHON OLEHKU, MMHERHOCTb, ANanasoH, NPOYHOCTb, HAAEXKHOCTb U CUC-
TeMHada NpurogHoCTb.

Ha kaxxgom aTane npoleaypbl onpeaeneHns XMMUYEeCKUX CBOUCTB HeobxoaMMo OLleHNBaTbL npuemne-
MOCTb NOoNyYeHHbIX AaHHbIX ANA aHanusa pucka. 3Ta npoueaypa, B 4ONoNHeHne K06ﬂ3aTeﬂbHOMy onncarHunio
XUMUYECKOro cocTaBa 3aBepLUeHHOro n3genus, 4omkHa paccMaTpuBaTh Kaxkablii MaTepuan, IACI'IOJ'Ib3yeMbIl71 B
MeaULUNHCKOM n3gennun.

MpumevyaHune 1— 3tanbl2un4nogpasgenos 6.3 n 6.5 COOTBETCTBEHHO SIBISIIOTCS YACTbI0 NPOLECCa OLEHKM
pucka 1 HaxogsTcst BHe 06nacTv NpuMeHeHus HacTosiwero ctaHgapTa ISO 10993. OHm npuBoAATCs B UHOPMATUBHBIX Lie-
nsX gns 0603Ha4YeHNA BAXXHOCTU BNMAHUSA XUMUYECKUX CBOMCTB Ha OLIEHKY pucKa.

MpumedyaHue 2—TlocTaBWMK MOXET OblTb NONE3HBIM UCTOUHMKOM MOOAXOAALMX aHANUTUYECKUX METOMOB.
Mpw oTCYTCTBUM Kakvx-nMBo nepeoHaYarnkbHbIX AaHHbLIX MO COCTaBy, B NOMOLLL Npu BbiGope HanGonee noaxoaswmx MeTo-
[OB aHanu3a nepeoHaYanbHOro mMarepuana pekoMeHAyeTcsl u3yvyeHue nureparypbl ANl YCTAHOBNEHUS BO3MOXHOIO CO-
cTaBa JaHHOro Marepuana u UMerLWwmnxXcsl NpUMeceii.

Ecnn matepuan unm ycTponcTBo BXOAUT B NPSIMOI UM KOCBEHHBIW KOHTaKT C TENOM, NPUMEHAETCH CTaH-
Aapt 1ISO 10993 (cm. 4.2.1 ISO 10993-1:2003).

6.2 3tan 1 — KayecTBeHHble AaHHble

OnuceiBatoT MaTepnan/yCTporUCcTBO U ero npeaHasHadeHue. OnucaHue kadecTs, 3athnukcupoBaHHoe A0~
KyMeHTanbHo, TpebyeTca Ana onpegeneHns cocrasa 3aBepLUEHHOro U3Aenus, BKYaa NpUMecu U ocTaTKu
06paboTkM ANg KaXxaoro matepuana, ucnonbayemoro B usaenuu (cM. 3.3 v pasgen 4 1ISO 10993-1:2003 v npu-
noxexwve B). YpoeeHb npeaocTaBneHHbIX/TpebyeMbiX KaueCTBEHHbIX OaHHbIX AOMMKEeH OTpaXaTb KaTeropuio
MeOULIMHCKOro U3ennsi ¢ TOMKW 3peHNs CTeNeHU MHBasUBHOCTU N ANUTENBbHOCTU KITUHNYECKOTo BO3AENCTBUA,
a Takke Xapakrepa Matepuanos 1 AofMkeH ObITb 060CHOBaH.

KauyectBeHHOe onucaHne AomkHO, NO BO3MOXHOCTU, BKITIOMATh B cebs geTanbHyo nHcgopmauumio o nap-
TN UK cepumn 1 cneumduKaummn kaxaoro Matepuana. Belbop ctaHaapTusMpoBaHHOMO MaTepuana, Hanpumep,
1ISO 5832-1, gorkeH COOTBETCTBOBATb €r0 Ha3HaYeHUIo.

MpeanoyTUTEnbHO, YTOBLI U3rOTOBUTENU MEAULIMHCKAX U3AEMUA Nony4Yanu KadecTBeHHble U Konudec-
TBEHHble AlaHHble 0 COoCcTaBe OT NMocTaBLWMKa NepBoHavansHoro marepuana. KonnyectseHHble AaHHbIe No nio-

4
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6bIM gononHUTeNbHLIM AobaBkam nNpu 06paboTke, HanpUMep, BelecTBam, U3 KOTOPbIX U3roTOBMEHbI hopMbI,
TakkKe AOMKHEl BbITb MNOMYyYeHbl OT COOTBETCTBYIOWMX YHACTHUKOB NPOU3BOACTBEHHOW LeNoYKK, BKITKOYast No-
CTaBLUMKOB 1 M3roTOBUTENEN KOMNoHeHToB. CocTaB MaTtepuanoB AorpkeH Nbo oTBevYaTb COOTBETCTBYIOLLMM
cTaHgapTam, nubo 6bITb ykasaH npoussoguTenem. Ha gaHHom atane HeoBxoAMMO NONYUUTL AOCTAaTOUHYHO UH-
dopmaumio ana onpeaeneHus Bcex hakTOpoB TOKCUMHOCTU XUMUYECKUX KOMMOHEHTOB MaTtepuana u
HanpaeunTb ee ANs oLeHKn pucka (cM. 4.3 1ISO 14971:2000).

6.3 3Tan 2 — OKBMBaNEeHTHOCTb MaTepuana

Heobxogumo nonyunTb KONMYECTBEHHYIO MH(OPMALIMIO, 4OCTATOUHYIO AN CPaBHEHUS U onpeaeneHus
COOTBETCTBUS AaHHOro Marepuana marepuany, UCNofb3yeMomy B U3genuu ¢ UAeHTUYHbIM KITUMHUYECKUM npu-
MeHeHeM, U MoNy4eHHOMY C UCMONb30BaHNEM TeX XXe NPOU3BOACTBEHHBIX U CTEPUNN3ALUOHHBIX NPOLIECCOB.
Hanpumep, ecnu yctaHoBneHo 6esonacHoe NpUMeHeHne matepuanos B n3nenuu, UCnonb3syemMoM Ha HemnoB-
peXxaeHHOM Koxe.

MpumeuyaHue— CM. NpuMepbl TOKCUKONOMMYECKOTO COOTBETCTBMS B NpUnoxernmn C.

6.4 3tan 3 — KonuyecTBeHHble AaHHble

B cnyyae ecnn ka4ecTBEHHBIA aHanNU3 He Aan A0CTaTOMHBLIX AaHHBLIX ANA 3aBepLUIeHUs aHann3a TOKCUKO-
NOrnYecKoro prcka, HeobxoAMMO MPOBECTUN KONMUYECTBEHHBIA aHanM3 XMMMYeckoro coctaea, 3aduKcMpoBarb
AoKyMeHTansHo (cM. B.6) 1 oTNpaBuUTh Ha oueHKy pucka. KonuiecTBeHHbIN XMMUYECKUIA aHanus, B 4acTHOCTH,
OOIMKEH YCTaHOBUTL 0bLLEe YUCNO MAEHTUDULUMPOBAHHBIX BELECTB, NPUCYTCTBYIOWNX B Marepuarne.

6.5 3T1an 4 — KonuyecTtBeHHaA oueHKa pUcKa

Heobxoanmo nonyyYuTb KONMMYECTBEHHbIE AaHHbIe, B COMETaHUU C CYLLECTBYIOLLEA TOKCUKOIOrMYECKON
nHdpopmaumein (cm. ISO 10993-17 n 4.1 8 ISO 14971:2000) gocTaTouHBIE ANA NPOBEAEHUs OLIEHKU pUcka.

6.6 dtan 5 — MpepgnonaraeMoe KNUHUYECKOE BO3AENCTBUE XUMUYECKMX BELLECTB,

coAepxalnuxca B Matepuane

Ecnu konuuyecTso nio6oro cofiepalllerocs BelecTsa Bbi3blBaeT OnaceHns B TOKCUMHOCTU MPU KOHKPeT-
HOM KIMMHNYECKOM NPUMEHEHUU, HeOBXOAMMO U3MEPUTL CTeNeHb BO3AeNCTBNA 3TOrO BelLecTBa U OLeHUTb 06-
Lyto J03y. YCNOoBUS 3KCTparMpoBaHusl AOHKHbI GbITb OTpaXkeHbl AOKYMeHTanbHo 1 060CHOBaHBI.

MpumevyaHune 1— CreneHb HEOGXOAMMOIO IKCTPArMPOBaHUsI MEHSIETCH B 3aBMCUMOCTU OT XapakTepa KOH-
TakKTa ¢ TernoM 1 gnutensHoCTU Bo3aencTens. o mepe yBenuyeHusi ANUTENbLHOCTU KOHTaKTa HeOBXoaAMMO NPOBECTM aHa-
N3 KMHETWKM 3KCTParmpoBaHusi.

OKCTpaKT AomkeH GbiTb NPoaHanM3nMpPoBaH C UCMONb30BaHUEM YYBCTBUTESbHBIX U U3BUpaTenbHbIX MeTo-
[0B, a YPOBHM BelLecTB, MPeACTaBNAWMX UHTepec, onpeaeneHbl KONMYEeCTBEHHO.

MpuMmeuyaHue 2— BbiMbiBaeMble BelecTBa MOTYT GbITb ONPEAENeHbl, B HEKOTOPbIX CNy4asnXx, NyTem marema-
TUYECKUX MOZETel PABHO, KaK U UCNbITaHUNA.

7 XuMuueckue napameTpbl U MeToAbI UX onpeAeneHns

7.1 O6wuMe nonoxeHun

B pazaene 6 n npunoxxeHnn A HacTosILEro cTaHAapTa U3NOXKeH NpoLecc NnocneaoBaTenLHOro onpeaene-
HWS1 KAYECTBEHHBIX W KOMUYECTBEHHBIX AaHHBIX, KacalLLMXCS XMMUYECKUX CBOUCTB MaTepuarnos Ans UCMosb-
30BaHUsl UX MpPU OLIEHKE TOKCUKOMNoOrudeckoro pucka. B 7.2—7.5 npuBeaeHbl npuMepbl Ka4ecTBEHHBbIX U
KONMMYECTBEHHbIX MapamMeTpoB U NpUMepbl METOAOB, KOTOPbLIE MOTYT ObiTb MPUMEHeHbl ANa onpeaeneHns Xu-
MUYECKUX CBOWCTB KaXXJ0ro U3 Marepuanos, UCNOMb3yeMbiX B MEOULMHCKUX NU3OenusaX.

YuutbiBast pasHoobpasue MeauLMHCKUX N30enuii, NpUsHaHo, YTO He BCe NapameTphbl, MpUHATLIE ANs Ka-
Koro-nnbo marepuarna, HeobxogMMO UCMONb30BaTb OIS BCEX WUITM HEKOTOPbLIX u3aenui. Kak oTMeyeHo B 6.2,
YPOBEHb UCCIEA0BaHUSI XUMUYECKUX CBONCTB ONpeaensieTcsi UHBasuBHOCTBLIO U ANUTENbHOCTbIO KITMHUYECKO-
ro BO3AEUCTBUS NPpU NpeanonaraeMom NCNosb30BaHUMU.

Ha atanax 1 n 3 pasgena 6 (6.2 1 6.4 cOOTBETCTBEHHO) MaTepuanoBes 1 aHanuUTUK, a Taioke 3KcnepT no
OLIeHKe TOKCUKOITOrMYECKOro pucka A0SMKHbI ONpeaennTb, Kakue napaMeTpbl UMEOT OTHOLLIeHUE K oLieHKe Ma-
Tepuana unn meauumMHckoro usgenua. NMpuianHbl 4ns BKAOYEHUS U UCKITIOYEHUA NapaMeTpa AOMKHbI ObITb
OTpaXeHbl JOKYMEHTarbHO. [lJaHHbIe 0 XUMWUYECKUX CBOACTBAX HEOBXOAMMbI N0 BCEM MOAXOASALLIMM NapameT-
pam.

7.2 MNMonumepobl
MapameTtpbl 1 MeETOOLI UCCNeaoBaHUI AN aHanu3a NolMMepoB NpuBeadeHbl B Tabnuue 2.
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Tabnwuya 2—NapamMeTpel 1 MeTOALI MCCNEAOBAHUI ANs aHanM3a nonMmMepoB

Mpumepsl meToaoB

- KavectBeHHble | KonudectseHHbie
MpuMepbl aHaNU3upyeMsIx napameTpos (cnucok HenonHbIN HEADAMETOR! Y —
U HEOrpaHNHeHHbIN) P P P P
XvMunueckas CTpyKTypa MC, AMP, ®UKC X X
XvMunueckasi KOHUrypauusi Uenu: aHanma TutpoBaHve — X
cBOBOAHLIX paguKanoB
A pan CnekTpockonus (AMP) X X
Hanvune gBoliHbIX CBA3El Cnektpockonust (K/Y®) X X
WopowmeTpusi — X
XapakrepucTtuka cononuvepa Cnexkrpockonus (MK/AMP) X X
®unsnyeckan koHdurypaums uenm: TakTunb- | Cnektpockonusi (13C AMP) X X
HOCTb
OCK X —
Hanuuune nonepeyHbIX CLUMBOK 30nb-reneBbivi 3KCTPaKT X —
OMTA — X
PasseTtBnenue CnekTpockonus (AMP) X X
HobaBkn, octatkm 06paboOTKM, OCTATOYHLIE B3OXX, X X X
cybCcTaHuMmM nnu NpUMecH, Takue Kak: X X
- [Ae3aKTUBaTopbl MeTarnmnos, crabunusaTtopbl
cBeTa/Tenna, nnacTMuKaTopb!, CMa3ky, ycunmre- BaXKX X X
1N BA3SKOCTU, MOANMDMKATOPbI BO3AENCTBUS aHTUC-
TaTVyeckue, aHTMMUKPOD - BIXKX X X
, pobHble BelecTBa, ClUMBa
lowne areHThbl, CbOpMOBOHHble BELWECTBA, PeHTreHOBCKAasA ,qVId)paKLlMFl X —
- @HTWOKCWZAHTbLI, pasfyBatoLlne BELLECTBa; -
- WHIMBUTOPBI FOPeHus n oTBenVBaTeny; 3orbHbIA OCTaTOK X —
- HanonnuTenm Pactsopenue, PO X X
CocTaB noBepxHoCcTH PUKC X X
P®C X X
OcTaTouHbI MOHOMEP X, BOXXX X X
OcTaTouHbIM KaTanuaaTop, MHUUMATOpPb! mcn X X
B3XX X X
MonekynsapHaa macca wvnu pacnpegeneHve rmx — X
no MONEKYNsIPHOW Macce .
Kynap AHanu3a KOHUEBOW rpynbl — X
OcmomeTpus — X
Pacceneanue ceeta — X
BuckoanmeTtpus pacteopa — X
OcapgkoobpasoBaHne — X

7.3 MeTannbl U cnnaBbl

I'Iapameprl U MeToflbl UCCrnefoBaHUA ANA aHannsa MeTannos 1 cnnasos npuseneHbl B Tabnuue 3.

Ta6nunua 3—TNapameTpbl U MeTOABI UCCNIEA0BAHWI ONA aHANW3a METannos 1 CNNasos

MNpumepsl MeTogoB?

BakyymHas SMMCCMOHHAsA CNeKTPoCKonus
Ananus cxuranuem (C, S)
ATomHasi aacopbuuoHHas cnekTpockonus

MbIX o
Mot sranpe (reox encr sl e
p p W HEOTPaHUYEHHbIN) P P p p
Xumndeckui coctasP PeHnTreHoBckas chnyopecueHumus X X
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OkonyaHue mabnuusi 3

Mpumepe! meTonos® KavwectBeHHble | KonuuectBeHHbie
MpumMepbl aHanu3upyembix NapameTpos (CNUCOK HENONHbLIN
- napameTpsbl napametpsbl
W HEOTPaHUYEHHbIN)
Xumunueckuin coctasP lasoeas ropenka (N, O, H) X X
mcn
TutpoBaHue
FpasumeTpun
ONEeKTPONUTHLIN aHann3
KonopumeTtpus
Kpucrannorpachudeckue dasbl PenTtreHosckasa audpakumn, andpakums X —
3MNEKTPOHOB C BblAENEHHON NNowaam
Pacnpeaenexvne anemeHToB Mex- 3APA/COM, P®C X —
asamn
Ay @ ONeKTPOHHO-MUKPOCKONUYECKoe X X
30HAWPOBaHNE
CocTtaB hasbl Unu NOBEPXHOCTU SOPA/COM, P®C X X
Mukpo/makpocTpykTypa Metannorpacus X X
a2 Beibop MeToga uccneaoBaHnsi AOMKEH NPOBOANUTLCSH NO COBETY CNELManucToB B AaHHON 06nacTy, Tak Kak ontu-
ManbHbLIN METOA MOXET 3aBUCETb OT 0COOLIX KOMOMHAUMIN 3NEMEHTOB B COCTaBe cnnasa.
b Xumnu4eckui cocTaB MeTanmoB U CNMaBoB YacTo OTpaXeH AOKyMeHTanbHo. ECnn gaHHble aHanu3a U3BecTHbI, TO
NOBTOPSTL €ro He 06A3aTenbHO.

7.4 Kepamuyieckue usaenus
MapameTpbl U MeTOAbI UCCNEAOBaHUA KepaMUYeCKUX U3AeNUin NpuseaeHsbl B Tabnuue 4.

Ta6bnunuya 4—Tapamerpbl u METOALI UCCNIEA0BAHNS KEPAMUYECKUX N3aenui

Mpumepbl meToa0B
MprMepbl aHanU3npyembIx . KauecrBeHHble KonuuyecteeHHble
napameTtpos? (Crncok HenosnHsIM napametpsbl napameTpsbl
1 HEeOTrPaHUYEHHbIN)
XMUYECKUIA cocTaB, OCTaTouHble PeHTtreHoBckas criyopecueHuus, X X
cybcTaHumm n
AHWOHBI MonHas xpomartorpadus X X
BaneHTHOCTb KonopumeTtpuyeckuii aHanums X —
dasbl PeHTreHoBckas andpakumsi X —
MwkpocTpykTypa Mukpockonus — X
OKkCTparupyemble BeLecTea mcn X X

2 TunndHble BUABI AO6aBOK, KOTOPLIE AOMKHbBI ObITh YYTEHbI NpK NOGOM aHanu3e, BKIIQYAaIOT criekatolme o6aBku,
hOPMOBOYHbIE BELECTBA, CBA3YIOWME BELLECTBA, MMIMEHTLI U MOKPbLITUS, HE ONPaHUYMBASICb TAKOBLIMU.

7.5 NMpupoaHble MakpoMoneKynbl

B cnyyae npupoaHbIX MakpOMOIeKyn Ha NepBoM atane HeobxoAumo YeTKo onpedenuTb OpraHU3M-uc-
TOYHUK (BMA) W ero nopoay/wramm.

Mpumevanune 1—Cepusi EN 12442 paccmarpuBaeTr 6e3onacHoe UCNOMNb30BaHNE XUBOTHBIX TKAHEN U KX
NPOU3BOAHbLIX B NPOM3BOACTBE MeauumHcknx nagenui. EN 455-3 paccmarpmuBaeT oLeHKy pUcKa, CONPSKEHHONO ¢ OCTaToY-
HbIM COAepPXKaHMeM NPOTEWHOB B HATYPAribHOM rnaTekce.

HaTtypanbHble MakpoMOneKynbl, UCNOMNb3yeMble B MEAULIMHCKUX U3AENUSIX, BKIHOYAKOT, B YMCNE ApYruxX
CcoeanHeHUA, NPOTEUHBI, MMUKONPOTEUHBI, NoNUcaxapuabl U kepamuky. Cpeay nNpuMepos ApyrMx coeauHeHui
MOXHO NPUBECTU XXenaTuH, KoNnareH, aNacTuH, pubpuH, anbbyMuH, anbruHart, Lenntonosy, renapuH, XMTosaHx,
nepepaboTaHHY0 KOCTb, KOpans 1 HaTypanbHyLo pe3uHy. DT MaTepuanbl MOru 6bITb B pasnnyHON cTeneHn
06paboTaHbl, ounLLEHbl U MOAUDULIMPOBAHBI.
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MpumevaHune 2—[Ona MHOIMX M3 3TMX MaTepuanoB CyLIECTBYIOT MOHorpacdum no apmakonormm
(Ph.Eur./USP/JP) n Heckonbko ctanaaptoB ASTM FO4, koTopble Takke paccMaTpuBaloT XMMUYEeCKMe CBOMCTBA 3TUX MaTe-
puanos (cm. 6ubnuorpaduio).

MapameTpbl 1 MeTOALI UCCIeAoBaHUSA, NPUMeEHsieMble ANs aHanusa npMpoaHbIX MakpoMonekyn, npuee-

JeHbl B Tabnuue 5.

Ta6nuua 5— lNapameTpsl U METOABI NCCIIEA0BAHUS, MPUMEHSIEMbIE ANIA aHANN3a NPUPOAHLIX MaKPOMONEKYS

Mpumepbl meTonos
Mpumepbl aHanuanpyembIx (CRMOOK HENONHBIiA KavectBeHHble | KonuuecteeHHble
napameTpos 4 HEOTpaHMIEHHBIA) napameTpbl napameTpb!

Waentndukauus matepmana KonopumeTtpusn X —

anra X X

rmx X —

Xumuveckasi CTpykTypa AHanus ammMHOKMCNOT U UX NocneaoBa- X X

TENbHOCTU

PUKC X —

13C "H n 3C AMP X —

Xvmuyeckasi KoHpurypaums uenm: TutpoBaHue - X

aHanus ceoboHbIX paauKarnoB Cnekrpockonus X X

dunanyeckasi koHUrypauusi Lenm: Cnexrpockonus (1°C AMP) X X

TaKTUINBbHOCTb ACK X _

Hanuuve nonepeyHbIX CLUMBOK 3onb-renb 3KCTpaKT X -

Ananus 6ucynbduaHbix ceazen X X

PasseTBnenve OMTA — X

Cnekrpockonusi X X

MonekynspHasi macca w/unm pac- LI, — X

npegeneHve no MOorekynsipHbIM Mac- AHAINM3 KOHLEBbIX FpyMN _ X
cam

OcmomeTpus — X

CraTnyeckoe pacceMBaHue cBeTa — X

BuckosnmeTtpusi pacteopa — X

OcapakoobpasoBaHue — X

Mpumecn BOXX X X

X X X

anra X X

Ovanua X X

8 OTyeT 0 NoNy4YeHHbIX AAaHHbIX

OTy4eT 0 NonyyeHHbIX AaHHbIX AoKeH ObITh caenaH B chopmarte, NO3BONAOLWEM UX BBOA B 6a3bl AaHHbIX
MaTepuanos. [tobble KonM4yecTBeHHble AaHHbIe A0MKHEI BbITb NPeAcTaBNeHkl B TaKOM BUAe, KOTOPLIN No3Bo-
nan 6bl NPOBECTM OLIEHKY pyUcKa ANs YenoBeka.

OTyeTbl MO M3MepeHUsAM [AOMKHbI TOYHO (POpMYynMpoBaTb Lenb MNPOBeAeHUst OLEHKN XUMUYECKMX
CBOWCTB MaTepunanoB U1, Npu HeoBXoAUMOCTK, AOMKHbI codepXaTb:

a) getanbHoe onuMcaHne MaTepuaros;

b) aHanuTU4eckMe MeToabl U YCIIOBUSA IKCTParnpoBaHus;

C) Nony4YeHHble Ka4eCTBEHHbIE AaHHbIE;

d) nony4YeHHble KONMYECTBEHHbIE AaHHbIE;
)

e) npeanonaraeMmoe KnMHNYeckoe BO3AeNCTBUE BELLECTB.
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Mpunoxexne A
(o6a3aTrensHoe)

bnok-cxema, CyMMUupyouwan nocnenopartenbHoe onpeaeneHue XMuMnui4eckux CBOWCTB,
ucnonb3lyemMbix Nnpu oueHke TOKCUKONOrn4eckKoro pucka

A.1 O6wwme nonoxeHna

JaHHas npoueAypa NPUMeHNMa TONbKO K Matepnanam/msaennsam, HaxoaaWwmmes B NPSAMOM UITM KOCBEHHOM KOHTaK-
Te ¢ Tenom (cm. 4.2.1 8 ISO 10993-1:2003).

A.2 Mpoueaypa

[anHas npouegypa CoCTOMT U3 crnegylowmx 3Tanos, NpuBeAeHHbIX B 61ok-cxeme Ha pucyHke A.1:
a) Otan 1: KayecTBEHHbIe AAHHbIE,

b) Oran 2: cooTBeTCTBME MaTEpNana,;

¢) 3T1an 3: KONUYEeCTBEHHbIE AAHHbIE;

d) Oran 4: konu4ecTBeHHan OLUEHKa pUcKa;

e) Otan 5: npegnonaraemoe KNMHNYeCcKoe BO3AENCTBUE BELLECTB.

MprvmMmeyaHune—3Ttanbl 2 n 4 ABNAIOTCA YacTbO NPOLECCa OLEHKN pUCKa, HO HaXoAATCH BHe obnacTu npume-
HEHUs1 HaCTOsIWEero ctTanaapTa. OHu NpuBeaeHbl 3aeCh B MHOPMATMBHBIX LENAX ANS YKa3aHUsl BaXKHOCTU onpeaerneHus
XUMUYECKMX CBOWCTB Marepuana npu oueHke pucka.

Hauano
OnpegeneHne XMMU4eCKMX CBOWCTB
(1ISO 10993-1:2003, 3.2)

Y

ATAN1
WaeHTnuduumpyloT Matepuansl
1 UX COCTaBMsIoLLIMe, BKIIOYan
ocagku. OnpegensioT octanbHbIe
Heo6xoauMble JaHHbIe, Hanpumep,
cneluduKkauvio matepuanos

STAMN 2
Mpu oueHke pucka
yCTaHaBnuBealoT, AIBNAETCA fn
[aHHbIA MaTepuan
SKBMBANIEHTHbIM MaTepuany,
ucnonb3yeMoMy B U3genuu
C TaKo# xe obnactko
npMeHeHus1, KOTopbIi npoluen
Ty xe obpaboTtky
1 CTepunu3aumio?

MpekpallaloT onpeaeneHnue XuM1M4ecKkmx
CBOWCTB U (PUKCHPYIOT 3TO
[OKYMEHTanbHo. [115 OLeHkn -
6MONOrM4ECcKoro pucka UCMoNbL3yT
ISO 10993-1:2003

3TAN 4
Ha ocHoBaHun STAN 5
STAN 3 TOKCUKONOMMYECKUX AaHHBIX MpmeHsioT

. YCTaHaBNUBAIOT, aKCTparnposaHne
YCTaHaBMMBaloT NONHbIA NPeACTaBMSET NN ONACHOCTb ans onpe?:teneuwﬂ

KOnnecTBeHHbIM GocTas kakoe-nmbo BELECTBO KIMHUYBCKOro

npy NoiHoM BO3AGACTBUA

SKCTparMpoBaHun?

PucyHok A.1 — bnok-cxema
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Mpunoxenne B
(cnpaBoyHoe)

UctouHukn uucpopmauumn ana onpegeneHUA XMuMU4eCKUX CBOUCTB

B.1 O6wwue nonoxeHuns

Kak onmcaHo B pasgene 5, cteneHb Heo6X0AMMOro ONMMCaHNS XMMUYECKUX CBOMCTB 3aBUCUT OT XapakTepa n gnutenb-
HOCTN KOHTaKTa MEAULIMHCKOIO U3AENUs ¢ TENOM NaUMeHTa U ero pucka Npu KNMHUYECKOM UCMNoNb3oBaHUN. COOTBETCTBEH-
HO, BUA W CTeneHb Aetanusaumn Heob6xoaumown nHdbopmMauum Npu onNpeaeneHnn XMMHMYECKUX CBOWCTB 3aBUCAT OT 3TUX
ycnoewii. MoxeT notpeboBaThbca MCNOMb30BaHWE HECKOMNBKUX UCTOHHUKOB MHGOpMAaLMK, Kak ONMCaHo B NyHkTax B.2—B.8.

B.2 ObweynoTpebutenbHoe Ha3BaHNe maTepuana

06u.|,eyn0Tpe6MTeanoe Ha3BaHue QO0MmKHO CoONpoBOXAAaTbCA CCbiNKaMn Ha onpeaeneHHoe XxXmnmn4eckoe HanmMeHo-
BaHwue.

MpwumedaHune—ObweynotpebuteneHble Ha3BaHWA MOTYT 6biTb HEBEPHO MOHATHI. Hanpumep, nonnatunex
MHOTAA NOHVMMAETCS Kak roMONONMMEp 3TUIMEHA, XOTA OH Takke onpeaensieTcs Kak nonuoneduH, COCTOAWMIA U3 STUNEHO-
BbIX 3BeHbEB B HEKOTOPOM MOMAPHOM COOTHOLWEHWM.

B.3 Opyrne knaccndmkaummn n xuMmmueckmne onucaHnAa MaTepuanos

B.3.1 O6wme nonoxeHunn

CylLecTBYEeT HECKONMBKO CUCTEM Knaccudukaumum, kotopble 6onee TouHo 0603HaYalT MaTepuansi.

B.3.2 Cwuctema knaccudpmxaunm UPAC n cTpykTypHbie PpOpMYnbl NONMMEPHLIX BelecTB

Komucens no Homenknartype u o6o3vaveHnsam MexgyHapogHoro Cotsa TeopeTtuyeckon m MNpuknagHon Xvmum
(IUPAC) ony6rnvkosana npaevna ans o6o3Haqenunsi nonumepos. OGo3HaueHNs 1 onMcaHue NoNMMepoB COrnacHo Npasu-
nam JOMXHbl coaepKaTh TOUHbIE CBEAEHUS O NONMMEPHBIX BELWECTBaX COrMacHo onpeaeneHnto. Tem He MeHee, Anst KOM-
MepYeCKUX NONMMMEpPOB He Beeraa NpuBoanTCsl MHpopMaums No NPpUMecsiM, KOTOpbIE OHU coaepKar.

Mpwnwmeyanune—Ipaevuna npueegeHsl B 6ubnuorpacdum (cm. [12]).

B.3.3 Pernctpaumonnbin Homep CAS, USAN n gpyrve perncrpaunoHHble HaMMeHoOBaHUA/HOMepa

Xumnyeckan PedepatnHas Cnyx6a (CAS) n 3apernctpupoBaHHblie HaumeHoeanuna B CLUA (USAN) npuceaveaiot
onpegeneHHbIn HOMep U HaMMEHOBaHNE COOTBETCTBEHHO HOBbIM pPaspaboTaHHbIM NONMMEPHBLIM BELLLECTBaM, Hanpumep,
mMaTepuanam Ans KOHTakTHbIX NTMH3. Korga y ncnonb3yemoro marepuana ectb co6¢TeeHHbI Homep CAS n/unu HanmeHo-
BaHue USAN, ero nerko oTnmynTb OT CXOXKX, HO HE MAEHTUYHBIX MaTepnanoB. YeTkan nHopmaums No XMMUHECKUM CO-
CTaBnsOWUM/MHIpegueHTam MoxeT 6bITb nonyyeHa na USAN.

B.4 O6wasn nHcopmaumsa o XMMN4ECKOM CoCTaBe MaTepnanos

Ansa vyeTkoro 0603HavYeHNsi XMMUYECKOTO COCTaBa UCTOSb3yeMoro matepuana o6bi4HO NPUMEHSIeTCsl HECKONBKO Na-
pameTpoB. OTW NapameTpbl OTNINYAKOTCS B 3aBUCMMOCTU OT KaTeropum matepuanos (cM. B.2). [Ins cuHTeTnqeckmx nonu-
MEpOB MpMMepaMun Takux napaMmeTpoB ChyXaT MONEKynsipHasi Macca W pacnpeaeneHne no MonekynsipHbIM maccam,
TeMmnepartypa CTeknoBaHusl, TO4Ka NiaBreHusi, NNoTHOCTb, PACTBOPUMOCTL U HabyxaHue.

MpumedyaHue— PykoBoacteo OECD 118:1996 [15] moxeT 6bITb MCNONB3OBaAHO NPU aHANN3e CUHTETUUYECKUX
NnonMmepoe.

B.5 UHdopmaumsa oT nocTaBwMKa maTepuana

Cnegytwowasn nHdopmaumsa Heobxoguma ans 4eTkoro 0603HavYeHUsi UCNONb3yemMoro MmaTepuana, Npu 3ToM uHdop-
MaumMsa Mo CocTaBy 0CODEHHO BaXHA NPW KONMYECTBEHHOW OLEHKEe pUcKa:

a) HaMMmeHoBaHWe W3roTOBWTENsI MaTepuana (NocTaBLUMKA);

b) ToproBoe HaumeHoBaHWe 0bLEYNOTPEOUTENBHOIO MaTepuana;

Mpumepbr — Cunacmuk, OaKpoH, MemopoH, nessiemad, HeliZloH, megsion u m. 0.

¢) To4HOe HaumeHoBaHue (IUPAC/CAS/USAN);

d) kog v HOMep MPOAYKTa;

Tpumep — lMenneman 2393-80AE, memunesurnunnonucumnokcarn 0215 u m. 4.

e) cneundmkauuy U3rOTOBUTENS Matepuana, BKIYalwme, HanpuMep, YMCTOTY, KauecTBO, NPeaen npoYHoCcTH,
TBEpAoCTb No Poksenny, mogyne narmba, anekTponpoBOAHOCTL U APYrve CBOWCTBA B AONCNHeHME K 06LMM napaMeTpam,
onucaHHbIM B B.6.3;

f) petanu coctaBa u peuenTypbl Matepuana (cm. 6.2 1 6.4).

B.6 Xnmunueckune aHanunabl
B gononHeHue k pasgeny 5 HEKOTOpbIE BUAbI XMMUYECKUX aHanM30B onucaHsl ganee B B.6.1—B.6.3.

10
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B.6.1 O6GWMIA XMMNYECKNIA aHANKN3, CBA3aHHbIN C OLeHKON BO34eNCTBUA

O61pre xuMmMyeckne aHanmabl GbINN BKINIOYEHbI B HEKOTOPbIE MEXAYHapOAHble CTaHAAPThI M HALMOHATBHbIE PYKO-
BO/ACTBA UMW CTAHAaPThl, HanpaBneHHble Ha o6ecneveHne GeaonacHocTU. DTN MeToAbl 06BIYHO NOAXOOAT AN OLEHKU XU-
MUWYECKOWN ONacHOCTU MEeANLUMHCKMX U3OENUIA, HO UX BO3MOXHOCTU Ansl NPOrHO3UPOBaHWs orpannyeHsl. Huxe npuBeaeHbl
HEKOTOpbIE NMPUMEPbI:

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

JanHbi npoTokon nccrnegoBanun [13] onvceiBaeT npoueaypy Ans onpeaeneHnsi NOBedeHns pacTBopa/akeTpakra
nonvmepoe B Boge npu Temnepatype 20 °C npv pH 2 1 pH 9 v npn temneparype 37 °C npw pH 7. [ins onpegenexns obue-
ro yvcna nonvmMepoB B BOAHON cpefie pekoMeHAyeTcsi aHanma obLero cogepkanusi opraHnyeckoro yrrnepoga (COY). Tak-
e ONMcbIBaTCA aApyrue, 6onee To4HbIE, METOAbI.

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

HanHble meToabl [14], [16], [17] BkntovaoT cnocobbl TECTMPOBAHWS 30ITbHbIX OCTATKOB, TSKErNbIX METarIoB, 3KCTpa-
r’MpyemMbiX BELWECTB, BEWECTB, CHMXXaLWNX cogepXXaHue nepMmaHraHara kanmsa n ocagkoBs ncnapeHus.

B.6.2 Konun4yecTBeHHbIN aHanu3

HononHuTeneHbili aHanm3 TpebyeTcs, ecnv cocTae u/mnu kKomnosvuumsi/peuenTtypa matepuana siBfsiioTCs HenonHbl-
MW UNK HeJoCcTynHeiMKU. [nA aHanu3a cocTaeBa U KomMnoauumu/peuenTypbl NCNOMNb3YIOT SAEPHO-MarHUTHLIN PEe30HaHC
(AMP), nHdppakpacHyto CNeKTPOCKOMUIO MHOTOKPaTHOFO HapyLLEHHOTO NONIHOFO BHyTpeHHero oTpaxenusi (MK MHMBO) u
NMPONUTUYECKYIO Fa3oByI0 XpomaTorpaduio/Macc-cnekTpockonuio (B Tabnuue 1: macc-cnekrpockonust). kcTparnpyemble
XUMUYECKNE COEAMHEHMS, BXOAsIWMUE B COCTaB KOMNO3NUMU/peLenTypbl, MOXHO UCCNeAoBaTh C MOMOLLBIO BbICOKO3(deK-
TUBHOW XMAKOCTHOMN XpomaTorpadum (BAXKX) e coueTannm ¢ macc-cnektpockonnen (MC) (B Tabnuue 1: MC — macc-cnek-
Tpockonus). AHanu3 ¢ NpYMeHeHMeM MHOYKTMBHO CBA3aHHOW nnasmsl (MCI) ncnonb3yloT Ansi uccneaoeaHnsa coctaBa
MeTannMyeckux MaTepvanos nocne pacTBOpeHWs B aqua regia.

B.6.3 Konun4yecTBeHHbIW aHaNu3 TOKCUYHbLIX BEWECTB NPY OLUeHKe BO3AeNCTBUA

Ecnvn oxnpaeTcsi, 4To naumeHT 6yaeT nogeepraTbCs BIUAHWIO KAKOFrO-NMGO KOHKPETHOrO TOKCUYHOIO BELWECTBA, He-
06X04MMO NPOBECTM TLATENbHBIA KONMYECTBEHHDIN aHaNW3 Ans Kaxgoro U3 Takux BewecTts. [ins oueHkn pucka npy Ham-
Xydwem cnyyae BO3delcTBMSI Heobxogumo ucrnonb3oBaTb WCYepnbiBaolwee 3kcTpampoBaHve. Mogenupyemoe
3KCTparmpoBaHme HeobxoayvMo UCMNONBb30BaTh NPU OUEHKE NPeAnoNaraemMoro KNMHMYECKOro YpoBHA BO3aencTeus. Tou-
HOCTb, CTEMNeHb YYBCTBUTENBHOCTU W KOMMYECTBEHHbIN Npeaen aHanuTUYeckoro MetToaa AoMmKHbI BbiTb 4OCTATOHHBIMK
ANsi OUEeHKN HeoBXoaMMOro YPOBHS pUcka.

B.7 HaunmoHanbHble n MeXxxayHapoaHble CTaHAAPTHLI AN MaTepuanoB n/wnu nagenvn

BonbWWHCTEO M3 HKX YKka3biBaeT B CTAaHAAPTe KA4eCcTBO Marepuarna, CBsi3aHHOe C Lierbio ucnonb3osanusi. Ecnu ma-
Tepwvan, Ncnonb3yeMblii B U34envm, COOTBETCTBYET TAKOMY CTAHAAPTY M eCrv KaTeropusi U AnMTernbHOCTL KOHTaKTa ¢ na-
LUMEeHTOM Ansi AaHHOIO U3genusi CpaBHUMbI C YKasaHHbIMKM B CTaHAapTe, TO yKasaHWe HauMeHOBaHWusl U 0603HaYeHusn
cTaHgapTa MoxeT BbiTb 4OCTAaTOUHbLIM AN XapaKTepUCTUMKM matepuana. [MpuMeHMMOCTb AaHHbIX CTaHgApTOR AN onpe-
OeneHns XMMWYECKUX CBOWCTRB 3aBUCUT OT crneytolmx ¢akropoB. Uem Bbile ypoBeHb 3TUX (pakTOPOB B CTaHAApTe, TeM
BblWe ByaeT AOCTUIHYT YPOBEHb COOTBETCTBUSI STOMY CTaHAAPTY.

a) YnoMuHaeT v cTaHgapT KOHKPETHOE U3AENUE U ero KOHTaKT C NAaUMeHTOM U ANUTENbHOCTL?

b) C kakol cTeneHbl0 KOHKPETHOCTY CTaHZapT onpeaenseT Matepuan (Hanpumep, KOHKPETHLIN MaTepuan, KaTero-
puio maTepuana)?

¢) YcTaHaBnuBaeT N CTaHAapT kakue-nmbo Npeaenbl ypOBHEN onpeaeneHHbIX BewecTe? 3Tn npeaensl NcHepnbl-
BalOLMe UNN YHUBEPCanbHbIe, KOHKPETHbIE (C YKasaHneMm BenuuuH), obLume nnu cyMMapHsie?

d) CywecTByeT v onbIT 6£30MacHOro KMMHUYECKOro UCMONb30BaHUs CTAHAAPTUSMPYEMOro 3AEenNus nnNn mate-
pvana?

B.8 Jockbe Ha maTtepuan

BbasoBbii thain npegocTaBnsieTc HOPMaTUBHOW OpraHu3auun, YTo NO3BOMsIeT TPETEMM NLaM nogaeaTb Ha pac-
CMOTPEHUE C Lienblo YTBEPXAEHNS UNW paspeLleHnsl KOHKPETHOrO MeAULIMHCKOro u3genuvsa uHpopmauuio, paccmaTtpueae-
MYI0 KaK MPOV3BOACTBEHHYIO TANHY UMM KOMMEPHYECKUI CEKPET, OT UMEHU PYron KomnaHuv. basoebin daiin Takxke CryxuT
MCTOYHMKOM MHEPOpMAaLMK, NpegoCcTaBnsieMbiM HOPMaTUBHONW opraHuaauun. basoBbiit dalin MoxeT cogepxaTtb getanb-
HYI0 MHOPMaLMIC O KOHKPETHOW peLenType MaTepvana, UCnonb3yeMoro B MeAMUMHCKOM n3genuu, unm ero o6paboTke.
BasoBbIn thavin noneseH Ans oLEHKM COOTBETCTBUSI Matepuana unv npurogHocT Mmatepuana anst KOHKPETHON KaTeropum
UCMONb30BaHWS.
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MpunoxeHne C
(cnpaBoyHoe)

an/IHLI,I/IHbI OL,eHKU TOKCUKONOTrn4eckon aKBUBaNeHTHOCTHU

B 6.3 (aTan 2) gaHHble 0 XMMWYECKUX CBONCTBAX UCMONb3YTCHA NPU OLIEHKE pUCKa W Ansi onpeaeneHusi CooTBeT-
CTBUSI, C TOUKU 3PEHMS TOKCUKOIOIMK, NpeanaraeMoro matepuana, Ucrnosb3yemMoro Arisi TOro e KIMHWYECKOro npumeHe-
HUSI, CYLLLECTBYIOLLLEMY KITMHUYECKU UCMbITAHHOMY MaTepuany. MNpy NPUHATUM 3TOMO peLLeHns HY>XHO PYKOBOACTBOBATLCS
NPVHUMINOM, YTO TOKCUKOIornieckas unv bruonorudeckas 6e3onacHoCTb NpeanaraeMoro MaTepuarna He Xyxe TakoBblX, Ha-
6rirogaembIX Anst KIMHUYECKM MCMbITaHHOTO Matepuana. Huxecneaylowuii CMCOK COAEPXKUT NPUMEpPbl TOKCMKOornyec-
KOro COOTBETCTBUS U MNpejraraeTcsi Kak BCroMoraTensHoe pyKOBOACTBO MpuW NpoLeaype OLEHKM pucKa, Kak OnucaHo B
pasgenax 5um 6:

a) CocrtaB 1 Npodunb IKCTparMpyeMblix BELLECTB NpeanaraeMoro Matepuana SKkBMBaneHTeH KMMHUYECKU UCTIbITaH-
HOMY mMaTepuany.

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

c) MNpeanaraemblii Matepuran yxe UCrornb3yeTcs B yCNoBUsix 6ornee MHBA3MBHOIO BO3AENCTBUS, YeM npeanarae-
MO€ NPUMEHEHNE.

d) Hv ogHO 13 BbIMbIBAEMbIX BELLECTB NpeariaraeMoro Marepuvana He npesbllaeT ONYyCTUMbIX NPeernoB, ycra-
HOBIeHHbIX B ISO 10993-17.

e) lMpepnaraembiil Mmatepuarn coaepXmT bonee TOKCUKONOrMYeckn 6e3onacHbIi XMMWYECKUIA KOMIMOHEHT MK oca-
[JOK, YeM TOT, KOTOPLIN OH 3aMEHSIET B KIIMHUYECKM UCMBITaHHOM maTepuare (yunmTbiBasi OAMHAKOBOE BO3JENCTBYE).

f) Mpeanaraembivi maTepuan coaepXUT XMMUYECKUIA KOMIMOHEHT UM OCaZ0K, UMEIOLLMIA TY K& TOKCUKOINOINYECKYIo
6e3onacHoOCTb, Kak 1 marepuar, KOTOpbI OH 3aMeHsIeT B KITMHUYECKU UCMbITAHHOM Matepuarie (yYuTblBas OQUHAKOBOE
BO3[ENCTBIME).

g) EQVHCTBEHHON pasHUUen MexXay KIMHUYECKM UCTIbITaHHBIM MaTepuarnom v npeanaraeMbiM MaTepuarnom siBns-
€TCS NONHOE OTCYTCTBUE UMM MEHBbLUMI YPOBEHb A06aBOK/3arpsi3HAIOLWLMX BelecTB/ocaKka B NocrnegHEM Mo CPABHEHUIO C
nepebIM, NPU YCINIOBWM, YTO BUAbI M KONMYECTBA BbIMbIBAEMbIX COCTABIISAOLMX HE MEHSIOTCS.

h) EavHCTBEHHON pasHuLEl MeXay KIMHUYECKU UCMbITAaHHbIM MaTepraromMm 1 npegnaragmsiM MmaTepuanom sens-
eTCs Ucnonb3oBaHne 06paboTku, NPUBOASLLEN K CHKEHWIC OBLLEro YPOBHSI SKCTparMpyemMbiX BEWECTB B MOCNEAHEM MO
CPaBHEHWIO C NEPBbLIM, MPU YCITOBUU, YTO OTHOCUTESBHbLIE KONMYECTBa BELLECTB HE MEHSIOTCS.
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Mpunoxenne JA
(cnpaBouHoe)

CBefieHUA 0 COOTBETCTBUM MeXrocyaapcrBeHHbIX CTaHAapToOB
CCbITOMHbLIM MeXAYHapoaAHbIM CTaHOapTam

Tab6nuuya JOAA

0603Ha4YeHne U HaMMeHoBaHue CreneHb O603Ha4eHe N HaMMeHOBaHue
MeXOyHapoaHoro craHaapra COOTBETCTBUA MEXrocyjapCTtBeHHOro craHaapra
ISO 10993-1:2003 OueHka 6uonNoOMYEcKoro IDT FOCT ISO 10993-1—2011 Uagenusa meguumn-
OeNcTBUA MeauumHckmx wmsgenuin. Yacte 1. ckne. OueHka 6MONOMYecKoro AeNCTBUS Mean-
OueHka v uccnegoBanHus LUMHCKMX nagenun. Yactb 1. OueHka u nccnepo-
BaHusl

ISO 10993-17:2002 OueHka Guonorn4eckoro IDT [OCT ISO 10993-17—2011 UN3pgennst meguumnH-
OeNcTBUA MeauuMHCKuX msgenun. Yacte 17. ckne. OueHka BMONOMYecKoro AeNCTBUS Mean-
YcTaHoBNeHne MoporoBbIX 3HAYEHUN Ansi Bbl- LMHCKMX n3genuin. Yactb 17. YcraHoBneHuwe no-
MbIBAeMbIX BELLEeCTB 7 POroBbIX 3HaUEHWI 4151 BbIMbIBAEMbIX BELLLECTB
ISO 14971:2000 Usgenua meanumHckue. MNpu- IDT [OCT ISO 14971—2011 Uapgennss meauuuH-
MEHEeHVe MEeHeIKMEHTa prCKa K MeANLMHCKUM ckue. [NpumeHeHne MeHemKMeHTa pyUcka K Me-
n3genusam OVLMHCKUM M38enusim

MpumedaHune— B HacTosiLeM CTaHAAPTE UCMNONb30BaHO criefyloLlee ycnoBHoe o603HaueHne crerneHn coot-
BETCTBUA CTaHAAPTOB:

- IDT — ngeHTu4YHble cTaHgapThbI.

(1]
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13



rocT ISO 10993-18—2011

[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

[13] OECD Guidelines 120:1996, Solution/extraction behaviour of polymers in water

[14] JP XIV General tests/plastic containers, 2001

[15] 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

[17] Ph. Eur. Ed. 4, 2002, Section 2.2.28 and Chapters 3.1 and 3.2

YOK 615.46:002:006.354 MKC 11.100.20 P20 IDT

KntoyeBble cnoea: MeguunHcKne usaenusa, naeHtudpukauns Marepunana, xumudeckue coctasndioLiue, 6uono-
rmyeckas 6e30nacHoCTb

Pepakrop H.B. Tana+Hosa
TexHuveckui pegaktop E.B. becripossaHHas
Koppekrop M.B. byyrasa
KomnbtoTepHas Bepctka O.4. Yepenkosod

CpaHo B HaBop 09.06.2014.  TMoanucaHo B nevats 24.07.2014.  dopmat 60x84'/s.  Tapuutypa Apwan.  Yen. ned. n. 2,32.
Y9.-uza. n. 1,90, Tupax 56 ak3. 3ak. 2749.

W3paHo n otnevataHo so ®IyMN «CTAHOAPTUH®OPM», 123995 Mockea, paHaTHbIl nep., 4.
www.gostinfo.ru info@gostinfo.ru


http://www.mosexp.ru# 
http://www.mosexp.ru#  
http://files.stroyinf.ru/Index2/1/4293781/4293781785.htm

