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Mpegucnosne
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BBepgeHune

CobntogeHre nonoXeHuin ctaHgapToB cepun 1S010993 «OueHka 6GMOIOrMYECcKOro AencTBUA MeLULUH-
CKUX M3aenuii» no3BosuT 06ecneynTb CUCTEMHBIN NOAXO0A K UCCNefOoBaHU 6MOM10rMiyeckoro AeicTema mMeau-
LMHCKUX N3OENNIA.

Llenbio aTnx cTaHAapToOB He fBMSieTCcA 6e3yc/oBHOe 3akpenieHve eguHoobpasHbiX MeTo[0B ucceno-
BaHWA 1 MUCNbITaHWI 3a rpynnaMmv OgHOPOAHbLIX MeAUUMHCKUX U34eMii B COOTBETCTBUM C MPUHATON Knaccudu-
Kaumein nx no Buay n ANNTENbHOCTU KOHTaKTa ¢ OpraHM3MOoM YesnoBeka. [103ToMy nnaHvpoBaHue 1 npoBefeHue
nccnefoBaHnii U UCMbITaHWIA AO/HKHBbI OCYLWECTBAATL CNeuManiucTbl, UMeoLMe COOTBETCTBYHOLLYO MOATOTOBKY
M onbiIT B 06/1aCTU CAHUTAPHO-XUMUYECKON, TOKCMKOSIOTMYECKON U BUONOTMYECcKOn OLEHOK MeAULIMHCKUX
n3nenui.

CraHgapTbl cepumn 1ISO 10993 ABNAOTCA PYKOBOAALLUMW AOKYMEHTaMU ANS NPOrHO3npoBaHusa 1 uccre-
[OBaHMsA GUONOTMYECKOT0 AENCTBUS MEeAVMLMHCKMX M3enuii Ha cTaguy Bblibopa maTtepuasnos, npegHasHaueH-
HbIX A1 UX M3rOTOBMEHNS, a TakKe A58 UCCe0BaHuiA roTOBbIX U34enuii.

B ceputo MMCO 10993 Bx0oAAaT cnegywwuye yacty nog obwum HasBaHueM «OLueHKa 6MOosornyeckoro
[encTBNA MeAULMHCKUX U3LEeNNA»:

yacTb 1 — OueHKa 1 UCMbITaHWA B paMkax npouecca MeHe)KMeHTa pucka,;

yacTb 2 — TpeboBaHWA KOXpaHe 340POBbS XUBOTHbIX;

yacTb 3 — VICNbITaHNSA HA FTEHOTOKCUYHOCTb, KaHLLEPOreHHOCTb U TOKCUYHOCTb, B/IUSAIOLLYIO Ha penpoayk-
TUBHOCTb;

yacTb 4 — BbI60p UCMbITaHWIA, OTHOCALLMXCSA K B3aMMOAEVICTBUIO C KPOBLIO;

yacTb 5 — VcnbITaHNA Ha LMTOTOKCUYHOCTb: METOAbI in Vitro;

yacTb 6 — VicnbITaHna AN onpegeneHns NokanbHbIX 3dEKTOB Noc/e UMnaaHTauuu;

yactb 7 — OcTaTtku nNpu cTepunnsaumm sTUIeHOKCUA0M,;

yacTb 9 — CTpyKTypa ngeHTndunkauum n KBaHTMdurkaumm noTeHLmanbHbIX NPOAYKTOB Pa3/ioKeHUs;

yacTb 10 — Mpo6bl Ha pasgpadkeHns 1 asi/Iepruiyeckyto peakLmo Koxu;

YyacTb 11 — VicnbITaHNs Ha CUCTEMHYIO TOKCUYHOCTb;

yacTb 12 — MpuroTtossieHne Npobd N KOHTPOSIbHbIE 06pasLbl;

yacTb 13 — MaeHTudmkaums 1 KoNnM4ecTBeHHasa oueHka NPOAYKTOB pasfoXeHus B NOMMMEPHbIX Meau-
LMHCKNX YCTPOIiCTBAXx;

yacTb 14 — NaeHTudmkaumsa n KonnyecTBeHHas oLeHka NPoAyKTOB Pas/iOKeHUs KepaMuku;

yacTb 15 — VgeHTudmkauma n KonnyecTseHHas oLeHKa NpoayKToB pasfioKeHUsa MeTasl/ioB 1 CNiasos;

yacTb 16 — KoHUenuunsi TOKCUKOKMHETUYECKUX MCCNeAOoBaHUn NPOAYKTOB pas3noXeHus u Bbilenayvsae-
MbIX BELLECTB;

yacTb 17 — YcTaHoB/ieHne A0onyCTUMbIX NMpeesioB BbilleiaynBaeMblX BELLECTB;

yacTb 18 — OnpefeneHne XMMNYeCcKnx xapakTepucTuk maTtepmasios;

yactb 19 — ®usumko-xuMmmyeckas, Mopgosiornyeckas 1 Tonorpacuyeckas xapakrepucTvka marepuanos
(TexHnyeckne TpeboBaHus);

yactb 20 — MMpVHUMNLI U MeToAbl UCCNEefOBaHNS MMMYHOTOKCUKOMOTMYECKUX UCMbITAHUA MEeAULMHCKIX
n3genuvin (TexHnyeckue TpebosaHms).

Hactoswumii ctaHgapT cogepXxuT TpeboBaHus M MeToAbl NPUrOTOBMEHUS WUCCNefyeMbIX Npo6 v BbIGOp
CTaHAapTHbIX 06pasLoB AN1A NPOBEAEHUS UCCNefOBaHWi C LeNbl OLEHKUM GMOMOorMyeckoro AencTeus meau-
LUHCKUX N34e/niA.

MeToAbl NPUIOTOB/IEHUSA NPO6 [0/DKHbI YYMTbIBATL HA3HAYeHWe, Npupoay Marepuana Y MeToAbl OLEeHKM
610N0rMueckoro AelicTBUSA, BK/OYas UCNOMb3yeMble MaTepuasbl, 3KCTPAKLMOHHbIE PACTBOPbI U YCIOBUS.
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MEXXIOCYOAPCTBEHHbIN CTAHOAPT

3nenus meauuuHckne
OLIEHKA BMOIOMMYECKOrO AENCTBUS MEAULMHCKUX U3AENN

Yactb 12

MpuroToB/ieHe Npo6 1 KOHTPO/IbHbIE 06pasLbl

Medical devices. Biological evaluation of medical devices. Part 12. Sample preparation and reference materials

[arta BBegeHns — 2016—06—01

1 O6nacTb NpUMeEHEHUA

HacTtoswumii cTaHgapT ycTaHaB/MBaeT METoAbl MPUIrOTOBAEHUS NPO6 W BblGOpa KOHTPO/IbHbLIX 06pasLoB,
MCNOJIb3yeMbIX A/1SI0LEHKN BMONOrMYECcKoro AeicTBUS mMaTepuanoB U MeAULMHCKMX usgenvin (panee — usge-
nnii) B GBUOMOTMYECKMX CMCTEMAX B COOTBETCTBMM CO CTaHgapTamu cepum 1ISO 10993, v BKIOYaeT B cebs:

- Bbl6bOp Matepuana a5 uccnefoBaHus;

- BbIBOp penpeseHTaTMBHOW YacTu n3genus;

- NPUroToBNEHUNE UCCNesyemoli Npoobbl;

- 3KCMepUMEHTabHbIV KOHTPO/Ib;

- BbIGOP KOHTPOJIbHbIX 06Pa3L0B 1 TPeOOBaHNS K HUM.

HacToswwii cTaHAapT He pacnpocTpaHseTcs Ha MaTepuasibl WA U34enusi, cogepXallime XuBble KNeTku,
HO MOXEeT OTHOCUTbCH K Marepuasly Win KOMMOHEHTaM U3enus KOMOWHUPOBAHHbLIX MPOAYKTOB, COAepXalinx
XMBble KeTKN.

2 HopmaTuBHbIE CCbI/IKU

[ns npumMeHeHUs HacToslero ctaHgapTa HeobXxoAuMbl cneaytolme CCbiIOYHbIE AOKYMEHTbI. Ona gatu-
POBaHHbIX CCbIJIOK NMPUMMEHSETCA TO/IbKO YKa3aHHOe W3[aHUe CCbIIOYHOr0 [AOKYMEHTa, A/ HefaTMPOBaHHbIX
CCbI/I0K NPUMEHSIIOT NoCNefHee U3gaHne CCbl/IOYHOrO AOKYMEHTa (BK/H0UYasi BCE €ro M3MeHeHusl).

B HacTosLLEeM cTaHAapTe NCMOMb30BaHbl HOPMATMBHbIE CCbISIKU Ha CrieayloLime cTaHaapThbl:

ISO 10993 (Bce uacTtu) Biological evaluation of medical devices (OueHka 6MONOrMYECKOro AeNcTBUS
MeMLUMHCKNX U3aenuii)

1IS014971 Medical devices. Application of risk management to medical devices (3genvua meguuuHckre.
MpuMeHeHne MeHeaXMeHTa pucka K MeAMLUUHCKUM N34enmnsam)

3 TepMuHbI U onpeaeneHus

B HacTosiemM cTaHaapTe NPMMEHEHbI ciefytoliMe TePMUHbI C COOTBETCTBYHOLWMMM OnpeaeneHUsIMU:

3.1 ycKkopeHHas 3KCTpakuus: Jllobasi 3KCTpakuus, KoTopasi obGecneumBaeT W3MEpEHWe BbllesavnBa-
eMbIX UM IKCTparupyemMblx BEWECTB U3 U3AENUst AN MaTeprasa, Npu YCNoBuUsIX, COKpaLLaoLWyX BPems Bbille-
NayuvBaHNs  BELLECTB B IKCTPArMpyHLLyld >KMAKOCTb, HO He TMpUBOAAT K XUMUYECKUM U3MEHEHUAM
3KCTparnpyembIx BELLECTB.

MpumeuyaHne — TpuMepaMy YC/IOBUIA YCKOPEHHOW 3KCTpakuuMy SIBAAIOTCS MOBbiLEHHAs TemnepaTypa, BO3-
OY)XAeHWe, CMeHa 3KCTParupyoLei Xnakoctv v T. 4.

M3pgaHne oumumansHoe
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3.2 KOHTPOSIbHbI/A pacTBOp: PacTBop, NPUMEHSIEMbIA A1 NPUTOTOB/IEHUSI 3KCTpaKTa, XpaHawwmics B
WAEHTUYHOW EMKOCTM 1 NOABEPratoLLMiACs TEM Xe YC/I0BUSIM, YTO U PacTBOp C WCCMELYEMbIM MaTEPUasioM BO
BPEMS 3KCTPaKLUM, HO HE COAEPXALLWiA ero.

MpumeyaHne — KOHTPO/bHLIA pacTBOp MpeAHa3Ha4YeH [719 OLEHKUM BO3MOXHbLIX MOrPELUHOCTEN, BbI3BaHHbIX
€MKOCTbH, 1CMOJIb3YEeMOW NPy 3KCTPaKLWK, IKCTParMpyroLLeii X1AKOCTbI0 U MPOLLECCOM 3KCTPaKLuK.

3.3 cepTudmumpoBaHHbIi KOHTPONbHbIA 06pasel; CRM: O6pasey Martepuana, COMPOBOXAAEMbIN
cepTuhukaTom, € yCTaHOBMEHHbIMW MO pe3ynbTaTaM WCMbITaHUA 3HAYEHUSIMU OOHOW WnM 6Gofiee BeNNYUH,
XapakTepu3yLux COoCTaB WM CBOWCTBO 3TOr0 BellecTBa (MaTepuana) U Jalowmx BO3MOXHOCTb TOYHOTO
onpeaeneHnst KoM4eCTBEHHbIXXapakTePUCTUKCOTKIOHEHMSIMW Ha YCTaHOBIEHHOM [0BEPUTENIbHOM YPOBHE.

(PykosopgcTBo ISO 30:1992, onpegeneHune 2.2]

3.4 npeyBesMuUeHHas 3KCTpakums: Jllobas 3KCTpakuusl, NpefHasHauyeHHas [/18 NosydeHns 6onbluero
KONM4yecTBa BbILENSEMOr0 XMMUYECKOr0 KOMMOHEHTA MO CPaBHEHUKO C KOJIMYECTBOM, BbipabaTbiBAEMbIM MpU
MOJENNPYEMbIX YC/TOBUSIX UCMO/b30BaHMUS.

MpumeyaHme — Heob6xoAuMo y6eAuTbCA B TOM, UTO MNpeyBesiMyeHHas 3KCTpakuus He NpUBOAWUT K XMMUYECKUM
N3MEHEHWSIM 3KCTParMpyeMoro matepuana unu BeLlecTsa.

3.5 ucuepnbiBalowas IKCTpakuus: OIKCTpakuuMsi [0 MOMEHTA, KOrga KOJIMYECTBO BbIMbIBAEMOIO
mMaTepuana B Mnocrefytolleli aKCTpakummy coctaBnsieT mMeHee yem 10 % KO/IMYeCTBa, OGHAPYXXEHHOro MyTeMm
rpaBUMETPUYECKOr0 aHaNmn3a B NepBoHauanbHOM 3KCTPaKLuK.

MpumeuaHme — Tak Kak uMcuepnblBaloWmii xXapakTep 06HapYXeHUss OCadKoB MNPOAEMOHCTPUPOBaTbL HEBO3-
MOXHO, NPUMEHSIETCS ONPeAenNeHNe NCUepnbIBatoLLEi SKCTPaKLUum, NPUBEAEHHOE Bbille, TAKKE CM. npunoxexue C.

3.6 3KCMepMMeHTasIbHbI  KOHTPONbHbIA o6pasel: Ob6pasey, BewlecTBa C XOPOLWO  M3YyYEeHHbIMU
peakumMsmMmn, KOTOpoe UCMO/b3YeTCs B KOHKPETHOW TecT-cucTeme A1 NOMOLUM NPW OLEHKEe peakuuii TecT-cuc-
TeMbl Ha nNpeAMeT BOCMNPOU3BOANMOCTUN 1 COOTBETCTBUS.

3.7 aKcTpakT: PacTBOp, NOJlyYeHHbI B pe3ynbTaTe 3KCTpakuMu UccefyemMoro marepuvana  uam
KOHTPOJILHOro MaTepuana.

3.8 aKkcTparvpyembie BeljecTBa: BeulecTtBa, KOTOpble MOTYT BbIAENATLCA U3 MeOUUUHCKOrO u3fenvs
WNn martepuana npu MUCNosib30BaHMM 3KCTPAKUMOHHOrO pacTtBopa W/MAmM YCNOBWIA 3KCTpakuMmK, KOTopble, Kak
MVUHUMYM, TaK e arpecCuBHbI, KaKyC/I0BUS K/TMHUYECKOTO NMPUMEHEHUS.

MpumeyaHne — KOHTPOSbHbI 06pasel, HasbiBalOT TOMOTEHHbIM, €C/u  Guonormyeckuii OTBET Ha KOHKpeTHoe
UCMbITAHWE HAaXoAMTCA B paMkax 0603HAYEHHbIX NpefesioB HeonpeAeneHHOCTU WCMbITaHWS, BHE 3aBWCUMOCTW OT MapTuu
WU CEPUUN UCXOLHOTo MaTepuasna s TectupyemMoro o6pasta.

3.9 BbllleNlaunBaeMble BelLecTBa: BelecTBa, KOTOpble MOYT BblAENATLCA W3 MEAMLMHCKOro u3ge-
NSt UM MaTepurasia Npu KNMHUYECKOM NPUMEHEHUN.

3.10 oTpuuaTenbHblii KOHTPO/b: J1l06GOI [0CTAaTOYHO OXapakTepu30BaHHbLIN MaTepuan WIn BellecT-
BO. KOTOpble, MOABEPrasiCb MCC/eA0BaHNI0 MO OMNMUCAHHON MeToAMKe, MOoKasbiBatOT MPUIOAHOCTb 3TOW MeToau-
KW 0N MOSyYEHWS  BOCMPOM3BOAMMOIO, COOTBETCTBYIOLLETO  OTPULATENIBHOTO, HEpPEeaKTUBHOIO WK
MWH/MaJIbHOrO OTBETA B TECT-CUCTEME.

MNpumeyaHne — Ha npakTyuke B KayecTBe OTPULATENIBHOTO KOHTPOMS WCMOMb3YT KOHTPOJbHble 06pasLibl,
BO3MOXHO MPUMEHEHVE HOHOBBIX U 3KCTparMpyemMbix pacTBOPOB.

3.11 noONOXMTENbHbIA KOHTPONbL: JIl0GO [AOCTATOYHO OXapaKTepu3OBaHHbI MaTepuas UM BeLeCT-
BO, KOTOpble, NoABeprasicb UCCNeA0BaHUI0 NO OMNMCaHHOM MeTOAMKe, MOKa3biBalT MPUrOAHOCTbL 3TOW MeToau-
KM 48 NONy4YeHUs BOCMNPOM3BOLAMMOIO, COOTBETCTBYIOLLEIO MOSIOKMTENIbHOTO WM PeakTMBHOIO OTBETa B
TecT-cucteme.

3.12 KOHTpONbHbIA 06pasey; CO: MaTtepvan wan BELECTBO, KOTOpble UMEKTOAHY wnu 6onee gocta-
TOYHO TOMOrEHHbIX HOPMMPOBAHHbLIX XapakTepUCTUK WU NpefHas3HaveHbl ANs KaMbpoBKW annapaTypbl, OLEHKU
MeToda U3MepeHusa nnu onpegeneHnsa KoNMYeCcTBEeHHbIX XapakTepucTuk marepuana.

(PykoBopgcTBo ISO 30, onpegenexune 2.1]

MpumeyaHme — B HacTosileM CcTaHAapTe KOHTPOSIbHbIM 06pasuoM SBAsSeTCs 60 AoCTATOYHO onpejesneH-
Hblii MaTepuan UM BEeLLecTBO, KOTopble, NOABEprasiCh MCCMeA0BaHMI0 N0 ONMCaHHOW MeToauKe, NMoKasblBarT NPUroaHOCTb
MeTOAVKN ANSi MOMTyYeHns: BOCMPOW3BOAMMOrO, NPEeAcKasyeMoro pesynbrarta. PesynbTaT MOXET ObiTb MOSIOXMTE/NBbHBIM W
oTpUUAaTE/bHBIM.
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3.13 wmopgenupyemasi IKCTpakuusi: OKCTPakuusi, MpoBoAslLascss MEeToAoM, MOAENMUPYIOLMM WUCNO/b-
30BaHWe W3Aenus, U AEMOHCTPUPYIOLLAs COOTBETCTBME TPEeGOBAHMSIM HACTOSILLIEr0 CTaHZapTa OLEHKOW YpoB-
Heli BbllleNlaunBaeMbIX U3 M3AENWiA BELLEeCTB, KOTOpble BO3AEWCTBYIOT Ha MauMeHTa WM Nosib3oBaTens npw
COOTBETCTBYIOLLIEM MCMOSIb30BAHUMN U3AENNUS.

MpumedyaHne — AHasuTMyeckas nabopaTopusi o06si3aHa NPOAEMOHCTPUPOBATb, 4YTO MOAENMPYeMasi 3KCTpak-
UMsi NMPOBOAUTCS MPW YC/OBUSIX Hambonblueli TpeGoBaTeslbHOCTM K MpeAnonaraeMoMy WCMosb30BaHuio. MogenupoBaHue
UCMONb30BaHNS W3AENNst MPOBOAAT C YYETOM TOTO, YTO WM3AENMIO NMPUCBAMBAKOT HaWGO/IEE CTPOrylD BO3MOXHYIO KaTeropuio
Mo A/IUTENIbHOCTY BO34ENCTBMS, a Takke NPUHUMAIOT BO BHUMaHWe 3a/eliCTBOBaHHbIe TKaHW U TemnepaTypy Bo3feincTBuS.

3.14  cTabUbHOCTb  KOJIMYECTBEHHbIX XapakTepucTuk: Cnoco6HOCTb MaTtepuana noAafepXuBaTb
KOHKPETHbIVi YCTAaHOBMEHHbIVi 6MOMOTMYECKNA OTKIMK B paMkax 0603HAYEHHbIX MPeAesioB Mpu XpaHeHWU npw
0603HaYEHHbIX YCMOBUSIX B TEUEHWEe onpeenieHHoro neproa BpeMeHN.

MNpumeyaHue - CMm. PykoBoacTeo ISO 30, onpegenexve 2.7.

3.15 wuccnegyembiii matepuan: Matepuwan, u3genue, 4YacTb u3genus mbo ero KOMMOHEHT (ManM ero
TUNWYHBIA 0bpasel, NPOM3BEAEHHbI M 06pabOTaHHbI 3KBUBa/IEHTHbIMM MeToAamu), Npoby WAM 3KCTPakT
KOTOpOro oTémpatoT Ans 6MON0rMYECKOro UM XMMMYECKOro MccnefoBaHns Unn OLEHKN.

4 OCHOBHbIe TpeboBaHuUSA

4.1 B ISO 14971, npu onpefeneHnn OnacHOCTM U OLEHKEe pucka MegUUMHCKUX u3genuii, onacHoCTb,
BO3HMKalOLWass B pesynbTate M3MEeHeHWid B npouecce NpoM3BOACTBA WM HEAOCTAaTOYHOrO KOHTPOSS Mpous-
BOACTBEHHOIO MpoLecca, A0/MKHA ObiTb yuTeHa Npu NaaHWpoBaHUM 1 MOATOTOBKE 06pasLoB A/ UCMbITAHUA ©
NPUroTOB/IEHUN 3KCTPaAKTOB U3 3TUX m3genuii. Ocoboe BHMMaHWe crnefyeT yAensaTb OCTaTOYHbIM BelecTBam
3TMX NPOU3BOACTBEHHbIX MPOLECCOB, HANPYMep OCTaTOYHbIM BeLeCcTBaM, OUUCTUTENSAM U Ae3uHpeKTaHTaM.

4.2 Tak kak I1SO 10993 onucbiBaeT MHOXECTBO pa3/IMyHbIX CUCTEM OMOSIOrMYECKNX WCCef0oBaHWUiA,
HEe06X0AUMO CBEPUTLCH C WHAMBUAYaNbHbIMU CTaHAapTaMmu ANns onpefefieHus NpUrogHOCTU AaHHbIX Peko-
MeHAAaUWA ANs KOHKPETHbIX TECT-CUCTEM.

4.3 3KcnepumeHTaslbHbI KOHTPO/IbHLIA 06pasel, UCnosb3ylT A8 NOATBEPXAEHNS METOAMKA TecTupo-
BaHWSA Wunu Ans cpaBHEHWS pe3ynbTaToB pasHbIX MaTepuasioB. B 3aBMCMMOCTU OT TOro, Kakoi mMeTof uccne-
JOBaHMSA  BMOMIOrMYeckoro AercTBMA  UCMONb3YHT, B KayecTBe NOAXOASLlero MoOxeT ObiTb  Bbl6paH
oTpuLAaTENbHBIN UN NOMOXUTESbHbIA KOHTPO/b IGO0 KOHTPOJILbHBIA pacTBop.

MpumeyaHme — OAWMH U TOT XE KOHTPO/IbHbLIA 06pasel, MOXeT O6biTb WMCNOMb30BaH B Pas/IMuHbIX MeTomax
UCCNenoBaHnsl N MOXeT [onyckaTb MepekpecTHble CCbUIKM Ha ApYre YCTaHOBNEHHble MaTepuasibl U MeToAabl Uccnenosa-
HUSi. [JONoMHUTENbHOE PYKOBOACTBO MO BbIGOPY 3KCMEPUMEHTA/IbHOTO KOHTPO/IS NpUBEAeHO B npunoxeHun A. Mcnonb3o-
BaHWe NOMIOXUTESIbHOrO KOHTPOSIS A/ISt UCTIbI TaHWiA /71 ViVO MOXET 3aBUCETb OT HOPM G/1aronosyyusi XUBOTHBIX.

5 KOHTponbHbIe 06pa3ubl

5.1 O6ume NonoXeHus

KOHTpO/bHble 06paslbl NPefoCTaBMSAT CNeLMan3MpoBaHHble naéopaTopun. AT naéopatopumn onpe-
AensoT XUMudeckme, randeckme n 61MoorMyeckne XapakTepucTuku. Vivetomecs B npogaxe obpasupl nsae-
JiIA, NPUMEHSIEMbIX B MEAMLMHCKOM NPAKTUKE, MOTYT GbITb UCMO/Ib30BaHbl B KAYECTBE KOHTPO/IbHLIX 06pa3LoB.

MpumeuyaHne 1 — Cm. PykosogcTtso ISO 35.

KOHTpOnbHbIi 06pasel, BbLIGUPAKOT C YYETOM €ro BbICOKOV CTEerNeHW UYMCTOTbl, Creunduyecknx xapakre-
PUCTUK, COOTBETCTBUSI MNpegrnosiaraemomy npuMeHeHuonobLeli focTynHocTh. Creundunyeckne XuMmuyeckue,
hmsnueckne 1M GUOMOTMYECKUE XapaKTepPUCTUKM ONPeaensitoT npyu MexnabopaTopHbIX McCnefoBaHusX B Tpex
1 6onee NabopaTopusix U NPeLOCTaBSTCS UCCNe0BaTEO NOCTABLLMKOM.

MpumevaHne 2 — [Ona nonb3oBateneli 6yaeT HENUWHWM MOMyYeHWe 3aBepeHuss OT MOCTaBLUMKOB KOHTPOSb-
HbIX 06pa3L0oB B TOM. YTO 3TU MaTepuasbl 6yayT AOCTYNHbI MOb30BATENIO B TEUEHUE MO MeHbLUel Mepe NAaTW net. BTopbim,
MeHee xenartefibHblM, BapuaHTOM SBASeTC Ny6aMKauus UCTOYHWKOB KOHTPOJIbHbIX 06pasuLoB Wan cepTudmumpoBaHHbIX
KOHTPOJIbHbIX 06pa3L0B «OTKPbLITON YOPMY/bl» MaTepuana, T. €. My6/avMKkaums UCXOAHbIX MaTepuanoB 1 geTtasneii o6paboT-
K1, He0BX0aNMBbIX ANs o6ecneveHns 04HOPOAHbIX NapTWl KOHTPObHLIX 06pasLoB.
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5.2 CepTuhukaLma KOHTPONbHbIX 06pasLoB A5 UccnefoBaHnsa 6UOIorMyeckoin 6esonacHocTy

5.2.1 OueHKa KayecTBa KOHTPO/SILHOTO 0b6pasua SABMASETCA Mpoueaypoil, KoTopas ycTaHaB/MBaeT uuc-
JNIEHHOE WM KOMUYEeCTBEHHOEe 3HayeHue OMOoorMyecKkoro OTBeTa MaTepuana npu OonpefesieHHbIX YCI0BUSX
ucnblTaHus, obecneyrBas BOCMPOMN3BOAMMOCTb OTBETa Kak B /1abopaTopHbIX, Tak 1 B Mex1abopaTtopHbIX YCr10-
BuAX. [nana3oH GMONOrMYeckux OTBETOB, CBA3AHHbLIX C MarepuasioMm, yCTaHaB/MBalOT NyTeM s1abopaTopHbIX
nccneaoBaHuii.

MNpumeyvaHne — Cm. PykosBogcTtso I1SO 34.

5.2.2 Martepuanbl CepTUdUUMPYIOTCA NOCTaBLUMKaMM KOHTPO/IbHLIX 06pa3uoB. MocTaBlmk onpegens-
eT npepenbHble XuMuyeckne u U3MYeckne xapaktepuctuku. OTAenbHble fabopaTopuu, UCNOMb3yolne
KOHTPO/IbHblE 06pasLbl, ONpeaensoT OUOMOTNYECKYID XapakTepUCTUKY, HEOOXOAUMYH AN YTBEPXAEHMS
cTaHAapTHoro oébpasua A1 onpefeneHHoro UCMbITaHusa WU npoueaypbl. Martepuasnsl, umelowmecs B npogja-
Xe, MOryT MCMO/Ib30BaTbCA KakK KOHTPOJ/IbHblE 06pasupbl, €CNY OHW CcepTUdULMPOBaHbl U NPUTOAHbI 4718 UCNbI-
TaHWi.

5.2.3 CepTudmkauusi KOHTPONLHOrO 06pasLla ABMASETCS NPOLeAypoil, koTopas ycTaHaB/MBaeT KayecT-
BEHHOE WM KOSIMYEeCTBEHHOE 3HauyeHve 6MOoNorMyeckoro OTBeTa Marepuasia npu onpeAenieHHbIX YC0BUAX
UcnblTaHUA. DTOT NPOLLECC CAYXWT ANS YTBEPXAEHUS UCMbITaHUSA MaTepuasia Ha KOHKPETHbIA OTBET W MpUBO-
ONT K Bblgaye cepTudmkata. Buonormueckuini OTBET Martepuana ycTaHaB/IMBaOT MyTEM MeX/1abopaTopHbIX
nccneaoBaHuii.

6 lMcrnonb3oBaHMe KOHTPOJIbHbIX 00pa3L0oB B KayecTBe
3KCMEepPUMEHTa/IbHOIr0 KOHTPO/1A

6.1 KOHTpOsibHble 06pasLbl WU CEPTUULIMPOBAHHbIE KOHTPO/IbHbLIE 06pasLbl UCTMONbL3YIOT B GMOMOM-
YECKMX UCMbITAHWUSX Kak KOHTPOJSIbHbIE MaTepuasibl, 4EMOHCTPUPYIOLLME NPUTOAHOCTL NPoLEeAypbl A4S nonyde-
HUSi  BOCMPOM3BOAMMOrO  pe3ysbTata, MOJIOKUTENBHOTO  W/unu  oTpuuatensHoro. Jlioboii  matepuarn,
MCNO/b3yEMbIA TakuM 06pa3oM, XapakTepusyeTcsl mpu Kakgoli npoueaype 6GMOMNOrMyYeckoro MCMbITaHus, Ans
KOTOPOIA XOTAT WCMOSb30BaTh MaTepuasl. Matepuasi, OxapakTepU30BaHHbIA W 3aTeM CepTUIMLMPOBAHHbII
NS OHOTO KOHTPOMbHOTO MeTofa WCCMefoBaHUs MM OTBETa, HanpuMep [MnepyyBCTBUTE/ILHOCTY 3amMef-
NIEHHOTO TUNa, He [O/MXeH 6biTb WCMO/Mb30BaH Kak CTaHAAPTHLIA obpasel, AN APYroro, HanpuMep LMTOTOK-
CUYHOCTW, 6€3 JONOMHUTENTLHOMO YTBEPXKAEHWS.

MNpumeyaHne — Vicnonb3oBaHNe KOHTPO/IbHOTO o6pa3ua obneryaer crvdeHue pesynbTaToB B pasHbiX 1abo-
paTopusix U nomoraeT npu OLeHKe BOCMPOU3BOAMMOCTY Pe3y/nbTaToB MCMbITAHUA B OTAEefbHbIX NnabopaTtopusx. [na cpas-
HeHWss 61OMOrNYEcKoro OTBeTa XenaTeslbHO UCMNOMb30BaTb KOHTPOsbHble 06pasibl C AMana3oHOM OTBETHbIX peakuuii, Ha-
npyMep MUHUMaUTbHBIA, CPeAHUIA NN PesKnii.

6.2 KOHTpOnbHble 06pasLbl, UCNOMb3yeMble BKAYECTBE 3KCMEPUMEHTA/ILHOIO KOHTPOS, AOKHbI YA0B-
NeTBOPATb YCTAHOB/IEHHbLIM TPEHOBAHMAM K KAuecTBY, rapaHTUpyemMoMy npoleaypamMu U3roTOBUTENSt U UCTbI-
TatenoHoli naéopatopun. OHW A0/KHbI COMPOBOXAATLCA CBEAEHUSMWU 00 UCTOYHUKE, M3rOTOBUTENE, CTEeneHu
4nCTOoThl U TUNe. CTaHgapTHbIe 06pasLbl 06pabdbaTbiBalOT COr/1acHO NONOXEHUsAM pasgena 8.

6.3 KOHTpOsbHble 06pasLbl, NCNOb3yeMble B KAYECTBE IKCNEPUMEHTaNIbHOTO KOHTPO/IS, AO0/MKHbI Haxo-
ONTbCA B TOM Xe K/lacce MaTepuanos, YTO U uccneyemolit obpasel, T. e. NonMMep, kepamuka, metasns, Konio-
ug n T. 4. Tem He MeHee YMCTble XMMUYEeCKMe BeLLecTBa MOryT ObiTb MCMNOMb30BaHbl A5 3KCNEPUMEHTa/IbHOIO
KOHTpONa npoueayp WCMbITaHWi, OCHOBAHHONO Ha MexaHu3Me AelCTBUS, Hanpumep npobbl HA FeHOTOKCUY-
HOCTb U HA UMMYHHYIO FMNepyYyBCTBUTE/IbHOCTb 3aMe//IEHHOro TMna.

7 Bblbop o6pasua ans uccregoBaHus

7.1 WccnepoBaHvio noasepraioT u3genvie B roToBOM K NMPUMEHEHUI0 BUAe, Win marepuassl, obpaboTaH-
Hble TaK Xe, kak 1 rotosoe nsgenue (cm. MCO 10993-1), nan cOOTBETCTBYOLLME IKCTPaKTbl /1I06Or0 13 BbilLe-
nepevncrieHHoro. Belibop nccnegyemori npobbl Ao/KeH 6bITb 060CHOBAH.

MpumeyaHne — B cnyyae maTepuanioB, OTBEPXAAeMblX in Situ, MOryT ObiTb HEOOXO4UMbI pasnyHblie unccne-
Jyemble 06pasLibl, OTpaXaroLie 0TBEPXAEHHbIV MaTepran U ero HeOTBEPXAEHHOE COCTOsIHUE.

7.2 B cnyyae Heo6xOAMMOCTU UCMbITaHWS 3KCTPakTa MPUMEHSIIOT TaKyl e npoueaypy Bbi6opa npobbl
LNsi ccnenoBaHusl.
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8 MpuroToBneHne uccrieayemoli Npobbl U KOHTPO/ILHOIO 06pasLa

8.1 Vccnegyemble Npobbl M KOHTPOJ/IbHbIE 06pasLbl HEO6X0ANMMO o6pabaTtbiBaTb B YC/I0BUSX, UCKHOYa-
WX KoHTammHauumio. BellectBa, o6pasoBaBlUvMecs B Mpolecce Npou3BOACTBA, OYWUCTKM, CTepuamsaumn u
T. N., cnegyeT cunTaTb HEOTbEM/IEMOW YaCTbO U3AENNS, €r0 YACTU UM KOMMNOHEHTA.

MpuMeyaHne — [ONOSHUTENIbLHOE PYKOBOACTBO MO MPUIOTOB/IEHWIO PACTBOPOB KOHTPO/IbHLIX 06pasloB npu*
BEAEHO B NpUIoXeHuu B.

a) Paboty ¢ nccnegyembiMn nNpobamy CTEPUIIbHBIX U3AENA U KOHTPO/IbHLIX 06pa3LoB cnegyeT npoBo-
OWTb C y4eToM TpeboBaHMWil acenTuku, ecnm 3To COOTBETCTBYET METOAUKE NCCeA0BaHNs.

b) Ecnm Ha uccnegoBaHue NOCTyNalT HECTEPUSIbHLIE M3AENNSA, KOTOpble AO/MKHbI ObITb CTEPUIN30BaHbI
nepej npumeHeHnem 8 MeAMUMHCKOW MpakTuke, TO TakMe obpasubl nepej uccriefoBaHWeM CTepUav3yroT
METOAOM, PEKOMEHAOBaHHbIM W3roToBuTenem. PaboTy C HMMKW MpOBOAAT C y4YeTOM TpebGoBaHMn acenTuku,
€CNn 3TO COOTBETCTBYET METOAMKE UCCNEA0BaHNS.

c) Ecnn nccnepyemble npobbl YACTAT nepeq crepunusaumeit, npyu Bbibope n pabote ¢ uccnegyemom
Npo6oi AOMKHO ObITb YYTEHO BIMSHUE MPOLLECCa OUUCTKM Y OUUCTUTENS.

8.2 Wccnepyemble obpasupl U3genuid, KOTOpble He AO/MKHbI ObITb CTEPWU/IbHBI NPY NPUMEHEHUN, criedyeT
MCMNo/1b30BaThb B TOM BU/E, B KAKOM OHWM NOCTYNWAX, 06pallasicb C HUMKU C y4eToM TpeboBaHuii acenTrkun BO Bpe-
MSi MPUroTOB/IEHMS uccnegyemoli npo6el. Ecnn ana uccnefoBaHns HeoOXOAUMbl CTepusibHble UCCneayemble
npoobbl, Hanpumep A5 WCCNefoBaHUS UMTOTOKCUYHOCTW, OO/MKHO ObiTb YUTEHO BAUSHWE CTepunusauum wunm
NMOBTOPHOI CTEpUIM3aLIMN Ha UCTIbITYEeMYIO NPOBY 1 KOHTPOJ/IbHBIA 06pasel,

8.3 Ecnu uccnegyembie nNpobbl M KOHTPOMbHbIE 06pasLbl TpebyeTcs pa3pesaTb HAvyacTu, KakonmcaHo B
10.3.3, cnepyeT yunTbiBaTb BAWSHWE NOBEPXHOCTEN, He noABepraBLUMXCS paHee 06paboTke, Hanpumep npo-
CBETOB WU NOBEpXHOCTel cpe3a. MNpu paspes3aHnn MeAULMHCKUX U3OE/IMIA Ha TunnyHble 06pasubl cnegyet
MCnosib30BaTh TEXHUYECKME MPUEMbI, UCK/IOHAIOLLME KOHTAMUHALMIO.

9 BbI6op penpe3eHTaTUBHbIX YacTen n3aenms

9.1 Ecnu HEBO3MOXHO MPOBECTW WCCMEA0BaHME LIeNIoro U3Aenus, Kaxaas oTAesbHasi YacTb FOTOBOro K
NPUMEHEHWIO U34eNna AO/MKHa 6bITh MPeACcTaBNeHa B Uccneyemon npobe B COOTBETCTBYHOLLMX MPOMNOPLUSX.

a) O6pasubl N34ennini ¢ NOBEPXHOCTHLIM MOKPLITUEM LO/KHbI COAEPXaTb MaTepuan NOoKPbITUS U OCHOB-
HOIN MaTepuasl, Aaxe ecsm cybcTpar He KOHTaKTUpYeT C TKaHAMU.

b) O6pasel fomkeH cogepXaTb TUMUYHYIO YacTb COEAMHEHMS W/UNW CKNEeWkKn, ecav npu Npou3BOACTBE
yacTu u3fenus, BXOAsLEN B KOHTAKT C NauMeHToOM, UCNOMb30BaNu aAresns, pagnovyacToTHOe CoefMHEHME Uin
CK/eiKy pacTBOpuUTENEM.

9.2 KoMMno3uTHble MaTepuasibl UCCNeAYoT Kak KOHEeUYHbIe U3Lenus.

9.3 Ecnu B cocTaB M3aenns BXOAAT pas/iMyHble MaTepuasibl, Npu BbiGope obpasla Heo6Xo4uMO YyUYecTb
NOTEHUMabHbIE BOSMOXHOCTY CUHEPI3Ma 1 Apyrux B3auMoeiicTBuid.

9.4 O6pasel, MOXET 6bITb BbIGpPaH C YH4ETOM MaKCMMa/IbHOTO BO3AENCTBUA TECT-CUCTEMbI HA KOMMOHEH-
Tbl U3AEMUS C M3BECTHOI NOTEHLMANBHOW G1ONOTMYECKOW aKTUBHOCTbIO.

10 MpurotoB/ieHNE IKCTPAKTOB U3 UCC/efyeMbIX MaTepnasioB

10.1 OCHOBHBbIE MNOMTOXEHUS

Ecnu uccnegoBaHue TpebyeT NPMMEHEHUs SKCTPaKTOB, MOJe/bHasA cpefa W YC/oBusSl MpoLiecca aKCTPak-
LUMU [O/MKHLI COOTBETCTBOBATb CBOMCTBAM M HA3HAUYEHMIO TOTOBOMO K MPUMEHEHWIO WU3AEeNusi, a Takke Lenw
nccneaoBaHus, HanpuMep onpedesnieHue OnacHOCTW, BbIYMC/IEHWE pUCKa WM oleHKa pucka. Mpu BblibGope
YC/OBUIA 3KCTPaKLMN HEOBXOAMMO YuMTbIBaTh (DU3UKO-XMMUUYECKME CBOWCTBA MAaTEpUasioB M3fenns, BbiMbiBa-
€MblIX BELLECTB WM OCTAaTOUYHbIX BELLECTB.

MpuMeyaHne — [,0NoHUTENBHOE PYKOBOACTBO MO 3KCTPaKLMM 06pasLioB NpMBeAeHo B NpuioxeHuu C.

10.2 KoHTeWHepbl ANs aKCTpakumm

10.2.1 3kKcTpakuuio npoBOAAT 8 UUCTbIX, XMMUYECKU WHEPTHbIX, TEPMETUYHbLIX EMKOCTAX, WUMEeILLMX
MWHVMMasIbHOE CBOO6OAHOE MPOCTPaHCTBO.
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10.2.2 [Ans obecneyeHnss TOro, YToObl €MKOCTU /1 3KCTPakuum He 3arpsAsHWIM MOLENbHYK Ccpeay,
Takue eMKOCTW JO/IKHbI BbITh:

a) 6opocuMKaTHbIMKA CTEKASHHBIMU MNPOGUPKaMM C  KpbllKaMu/MpobKaMyM Ha WHEPTHON NpoKnagke
(Hanpumep, nonuTeTpadTOPITUNEH);

b) ApyruMu MHEPTHBIMW EMKOCTAMU A5 3KCTPaKLMM corfiacHO TpeboBaHUsAM A1 KOHKPETHbIX marepua-
OB U/vnu npoueayp aKCTPakuuu.

10.3 YcnoBus 1 MeTobl 3KCTpakLumm

10.3.1 YcnoBusa 3KCTPaKUMuM OCHOBaHbl Ha CYLLECTBYHLLEN MpaKkTUKe U 06O0CHOBaHbI NPeaoCTaBNEHNEM
CTaHAapTHOro noAxoAa, KOTOpbli BO MHOrOM SiIBASIETCSA MpuMemaeMbiM MnpeyBesiMyeHneM UCNob30BaHus nsge-
NN, DKCTpakuuio cnepyeT NpPoBOAMTL NPU OAHOM U3 PEXMMOB, NMpUBEAEHHbIX HKe (cM. C.5 npunoxeHus C):

a) (37 £1)'C B TeueHune (72 £2)y;

b) (50 £2) °C B TeueHue (72 + 2) u;

c) (70 +2) °C B TeueHue (24 £ 2) v;

d) (121 +2) °C B TeueHue (1 £0,1)u.

MpumeyaHne — 3kcTpakumsa npu (37 11) °C B TeyeHune (24 *2) 4 B KynbTypasibHON cpefe MOXeT 6biTb
npuemnemoi Ans nccnefoBaHns LUTOTOKCUYHOCTY.

Ana HeMMnnaHTMpyeMbIX MEeAULUMHCKUX W34enunii, Haxofsawmxcs 8 HenpoAo/KUTENbHOM KOHTakTe C
HENOBPEXAEHHOW KOXEN UAn CAN3UCTOM, NpUeMsieMbl CPOKM 3KCTPaKkUMM MeHee YeM 24 4, HO He MeHee YeM 4 Y
(cm. 1S010993-5). TemnepaTypa aKCTpakumn Bbiwe, Yyem (37 £ 1) "C, MOXEeT HeraTMBHO NOBAUATbL Ha XMMU4Yec-
Kuii cocTaB n/unim cTabuibHOCTb CbIBOPOTKM U APYTUX COCTaBHbIX YacTel KyNbTypasibHOM XUAKOCTH.

YcnoBus 3aKCTpakuuu, ONucaHHble Bbllle, UCMOJb3yeMble AN NpefocTaBneHus MaclTtaboB MOTeHUu-
aNbHOTO puUcKa, AN19 OLEHKM pucka U3genus wuaM matepuana, OCHOBaHbl Ha npejlecTByloweM onbiTe. MoryTt
6bITb MCMO/L30BaHbI N ApYrne YC/0BUA 3KCTPakuuu, UMeloLme MecTo Npu KIMHUYECKOM WCNosb30BaHun 6o
npegocTasnslowmne afekBaTHyl0 OLEHKY MNOTeHUMaslbHON OMacHOCTM, HO B 3TOM C/lydae OHW AO/KHbl ObITb
onncaHbl 1 060CHOBAHBI.

DKCTpakumMs ABASETCA CNOXHbIM MPOLECCOM, Ha KOTOpPbIA OKasblBalOT BAMSHME Bpems, TemnepaTypa,
COOTHOLLEHMe M/oWwaan NoBepxHOCTM N 06beMa, IKCTparnpyrowas cpega u asoBoe paBHoBecuel > maTepua-
na. Heo6xoAMMo y4unTbiBaTb B/MSHWE BbICOKOW TemnepaTtypbl U ApYrux YCAOBWUIA Ha KUHETUKY 3KCTpakuum u
WOEHTUYHOCTb MOAE/bHBIX Cpes Npy NPOBEAEHUN YCKOPEHHOW UK NpeyBesIMYeHHON 3KCTpakLmm.

Hanpumep, npy Ucnosib30BaHMM NOBbILIEHHbIX TEMMNEPAaTyp CYLLECTBYIOT ABE BO3MOXHOCTU:

1) aHeprus BbICOKOW TemnepaTypbl MOXET Bbi3BaTb YyBe/IMYEHHOe 06pa3oBaHWe MonepeyHbiX CBA3el
n/vnn nonumepusaumio noavMepa u, Takum o6pasoM, CHU3UTb KOJIMYECTBO CBOGOAHOIO MOHOMepa, AOCTYMHO-
ro Ans Murpauumn n3 nosmmepa,;

2) BbICOKasA Temnepartypa MOXeT Bbi3BaTb POpMUPOBaHVe NPOAYKTOB Aerpajauun, KoTopble 0ObIYHO He
NPUCYTCTBYIOT B FOTOBOM U3AENNW B YCNOBUAX KITMHAYECKOTO NPUMEHEHMS.

10.3.2 [ns maTtepuasioB, pPacTBOPSIOLUMXCA WU BCAaCbIBAIOLWLMXCA 8 YCNOBUSAX KIMHUYECKOrO NpUMeHe-
HWS, HEOBXOAMMO CnefoBaTh YC/I0BUAM 3KCTpakummn, onucaHHbiM B 10.3.1. [0 BO3MOXHOCTU, 3KCTPaKLUMIO Npo-
BOAAT  NpWM  MCMNONb30BaHUM  COOTBETCTBYIOLLEW  IKCTparvpyroweid  XuOkocTM UM B YC/IOBUAX
BpeMeHu/TeMnepartypbl 418 UMUTALMN BO3A4eRCTBMA. MoXeT 6bITb HE0O6X0AMMO NOSIHOE pacTBOpPEHME.

10.3.3 [ns onpegeneHus HeobxoAuMMOro ob6bema 3IKCTparvpylowein XuakocT MOXHO MWCMo/b30BaTb
CTaHAApTHY M/owajb NOBEPXHOCTU. Takas niowadb BkI4YaeT 06yt nowaab o6enx CTOpoH obpasua u
UCK/II0YaeT HeomnpeesieHHble HEePOBHOCTU NOBepPXHOCTW. Ecnu koHdurypaumsa obpasua He no3BosgeT onpe-
JenuTb nnowanb MNOBEPXHOCTU, HEeo6XoAMMO WCMOofb30BaTb COOTHOLUEHWE Macca/o6bem aKcTparvpyoLleri
Xugkoctu (cM. Tabnuuy 1).

da30Boe paBHOBECWe TBEPAOro MaTepuasia BO BPEMS IKCTpakuum onpefenseT OTHOCUTESIbHOE CcojepXxaHue
aMopdhHoli 1 KpucTasmyeckoid thas. s amopdpHoit hasbl Temnepatypa has3osoro nepexoga (CteknosaHus) T, onpefe-
NSAeT NOABMXHOCTb MOIMMEPHON Lenu 1 ckopocTb aAnddy3un B AaHHOW hase. OB6bIYHO CKOPOCTb Andddhy3mmn npu Temnepa-
Type Bbiwe T|_ 3HAYNTENbHO BbiE CKOPOCTM Audbdpy3un npu 6051ee HU3KOW TemnepaTtype. B kpuctanimueckoin dgase cko-
pocTb Anddy3Mn Hambonee HW3kas. YCNOBUA 3IKCTPaKUMW He [OSKHbl M3MEHATb (DAa30BOro paBHOBECUS MaTepuana.
Mi3ameHeHne (ha30BOro paBHOBECUS MOXET NoB/ieYb 3a COO0 M3MEHEeHWe KoMmMvecTBa W CTPYKTYpbl 3KCTparmpyembix Be-
wects. B n3veHeHun ha3oBoro paBHOBECUSI MOXHO YAOCTOBEPUTLCS, UCMOMb3ys METOA, CKaHupylolein anddepeHumab-
HO KanopumeTpun.
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Ta6nmua 1 — CTaHgapTHble NoLWaamn NoBEPXHOCTM U 06beMbl IKCTPArPYIOLLENA XNAKOCTH

CooTHOLLEHWe NpK
3KcTpakuum (nno b
TonwwmHa, MM pakumu (nowagy Mpumep maTepuanos
MOBEPXHOCTY NN
macca/obbem) +10 %
<0,5 6 cm2/mn MneHka, MCTbl N CTEHKN TPYBOK
010,5801,0 3 cmZ/mn CTeHkn TPy6OK, NNaCTUHbI, HEGO/bLLNE NNTbIE
n3genvs
>1,0 3 cm?/mn KpynHble nutble nigenvsa
<0.5 6 cMm'/mn MneHka, NNCTbl 1 CTEHKN TPYOOK
O10.50801,0 3 cm2/mn CTeHKu Tpy6OoK, NNacTuHbl, He6Oo bLLNE NUTbIe
nsgenvs
>1.0 3 cM/mn KpynHble nutble nigenvsa
>1.0 1,25 cm?/mn DnacToMepHble MoKPbLITUA
LlenbHble n3genust HenpasubHOM 0.2 r o6pasua/mn MopoLuok, rpaHysbl, NeHa, AnuTble n3genns/
hopMbl He abcopbeHTbI
MopucTbie N3aenns HenpasubHOM 0,1 r/mn Mem6paHsbl, TkaHb
hopMbl (MaTepuasibl HU3KOI MIOTHOCTK)

MpumeyaHue — B HacTosiLLee BPEMSI HET CTaHAAPTU30BaHHbIX METO0B MCCel0BaHNsi aGCOPGEHTOB U TMA-
POKO/IONA0B. MO3TOMY NpeaiaraeTcsa cneayoLwwmii NopsLoK: onpesensoT 06bem aKCTparupyoLein xmuakocTtu, abeop-
6upyemoli Ha kaxablid 0,1 r uim 1,0 cm? maTepuana. 3aTem, Npu NPoOBELEHUM IKCTPaKLMM MaTepuana, 4o6aBnsoT 3ToT
[ONOTHUTESbHBI 06beM Ha Kaxapblld 0,1 1 unm 1,0 cm2 MoaenbHO cpeapbl.

10.3.4 D2nactomepsbl, MaTepuasnbl C NOKPbITUEM, KOMMO3UTLI, NaMUHaTbl U T. M. H606XOAVIMO ncecneno-
BaTb MO BO3MOXHOCTW B HenoBpexaeHHoM Buae un3-3a noTeHunasibHbIX pa3nwwu7| XapakTepucTtuk akCcTpakuynn
HenoBpeXaeHHbIX N MoBpeXaeHHbIX I'IOBerHOCTeVI.

MNpumeyaHne — B pe3ynbTate Npov3BOACTBEHHBLIX MPOLLECCOB cBolicTBa NOBEPXHOCTU MHOIMX 3/1aCTOMEPOB
MOTyT OT/iM4aTbCA OT CBOWCTB MaTtepunana B o6beme.

10.3.5 3KCTpakuMi NPOBOASAT C UCMOMb30BAHMEM MOMSPHbLIX U HEMOMAPHbIX 3KCTPArupylowmx Xua-
KOCTeil.

K akcTparvpyowmm cpefam OTHOCAT:

a) NONSIPHYI0 SKCTPArvMpyroLLy XUAKOCTb — BOAY, (PM3NOAOTMYECKMii pacTBOpP, Ky/bTypasibHYHO XWA-
KOCTb 6€3 CbIBOPOTKM;

b) HenonsapHyl 3KCTparvpylowyl XUOKOCTb — CBexee padUHUPOBAHHOE pacTUTesIbHOe Macso
(HanprMep, X/I0MKOBOE W/ KYHXXYTHOE) KauyecTBa, ONpefesieHHOro B pasHbix chapmakonesk;

C) [OMOMHUTENbHbIE 3KCTParvpyloLwme >XUAKOCTU: 3TaHON/BOAA; 3TaHOA/IM3MONOrMYecknii pacTBop;
nonuatuneHrnukonb 400 (pa3baBneHHbli [0 (IM3MONOrMYECKOTO OCMOTUYECKOTO AABMEHUSs); OUMETWICY/lb-
dhokeng; KynbTypasibHast XXUAKOCTb C CbIBOPOTKOM.

MpumeyaHne 1— MOXHO WCNOMb30BaTb ApPYrue 3KCTparvpylolme >KUAKOCTM, COOTBETCTBYIOLLME CBOCTBaM
N NPUMEHEHUIO M34ennsa WM MeTojam onpeeneHvs onacHOCTW, NPU HaIMYMU CBeAeHW 06 MX JeicTBUM Ha maTepuan u
6uonoruyeckyto cuctemy (cMm. npunioxexuve D).

MpumeyaHne 2 — T[lpy WCMbITAHUM HA UWTOTOKCMYHOCTb A1 IKCTPaKUMKM MPeAnoyuTUTEeNIbHO  UCMO/b30BaHue
Ky/nbTypasibHOM cpefpbl C CbIBOPOTKOW M3-3a CMNOCOBGHOCTU MOAAEPXKMBATL KNETOUHbIA POCT, a Takke 3KCTparmpoBaTb Kak Mo-
NAPHbIE, rakn HENOJISPHbIE BELLECTBA.

10.3.6 OKCTpakuum MNpou3BOAATCA B36a/ITbiBAHMEM WM LMPKynsuueir. Ecan npumeHMMa 3KCTpakuus
npw CTaTM4yecknx ycnoBusx, MeTon A0/HKeH OblTb 060CHOBaH, 0603HA4YeH U BHECEH B OTYET.

10.3.7 J>Knokme 3KCTpakTbl CrefyeT, No BO3MOXHOCTW, MUCMNOJb30BaTb cpasy Mnocsie NpurotoB/ieHUss BO
n3bexaHve copbuum cocyaa, KOTopblli UCMONL3YIT A5 SKCTpakuuyM nmbo Apyrux M3MeHeHuid cocTasa. Ecnwu
SKCTPaKT XpaHAT 6onee 24 4, ero cTabwuibHOCTb U TOMOTEHHOCTb B YC/IOBUSIX XPaHEHUS A0/DKHbI ObITb MpoBe-
peHbI.

10.3.8 He cnepyet koppekTMpoBaTtb ypoBeHb pH akcTpakTa 6e3 J0/HKHOro 060CHOBaHMS.
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10.3.9 3kcTpakT He cnefyeT obpabatbiBaTh hunbTpaumein, LeHTpudyrnpoBaHmeM unu gpyrumm mMeTto-
AaMn gns ycTpaHeHUs B3BELUEHHbIX YacTul, NOlyYeHHbIX B paboueM nopsigke. MNpy HEOGXOAMMOCTU Leneco-
06pa3HOCTb Takoro npouecca Ao/MxHa 6bITb 060CHOBaHa AOKYMEHTa/IbHO.

10.3.10 [ns onpegeneHns 0nacHOCTU HEOOGXOAUMO PacCMOTPETb UCMO/Ib30BaHUE YC/I0BWIA NpeyBenu-
YEHHOI 3KCTPaKuun. IKCTparvpyroLwyo XWAKOCTb U YCNOBUS 3KCTPaKLUUM HYXHO BbloMpaTb Ha OCHOBaHWUW
hV3NKO-XUMUYECKMX CBOWCTB MaTtepuana Wuaym nporHo3upyembiX XMMUYECKUX BELLECTB C HU3KMM MOJEKY/isip-
HbIM BECOM, KOTOPbIE MOTYT 6bITb 3KCTPArMpoBaHbl.

10.3.11 [na wmatepuasioB WM WU3OESNIA, KOTOpble He [AO/KHbl pPacTBOPATLCA WM MOABEpraTbcs
pe3opbunm Npy 06LIYHOM MCMOJIb30BaHUW, MPU 3IKCTPaKLMK NOMMMEPHOro MaTepuana wuau u3gennsa Heobxoam-
MO TMNPUMEHATL PacTBOPUTESNIN, HE Bbi3biBalOLME paspyLleHns MOoJIMMEPHOro cocTtasa. [py Kcnosb30BaHUN
HeyCTOUMBOrO pacTBOpWUTENs AONYCTMMO He 6o05ee 4YeM Jierkoe CMsirYeHue MoMMEepHOro Martepuana
(T. e. pacTBOpeHMe He MeHee YyeM Ha 10 %). Heobxoammo yaanuTb pacTBopuTens (nepes ucnosib3oBaHWeM B
6uonpobe) BO n3bexaHne HebNaronpuUATHOIO BAWSHUA OCAfKOB Ha 6Guonornyeckyto npoby (Hanpumep, geHa-
Typaums 6enkoB wnu pasgpaxeHue Koxu). ViHdopmauus no marepuvanam WM U3genusiM, KOTopble A0/MKHbI
pacTBOpATLCA UK NoaBepraTbes pe3opbLmm npu 06bIMHOM UCNOIb30BaHuK, npuseaeHa B 10.3.12.

10.3.12 [nAa pacTBOpPOB U PacTBOPUMbIX MarepuasioB MOryT He MoAXOAUTb MeTOoAbl 3KCTPakLuu, CTaH-
JapTHble 0N HepacTBOPUMbBIX MaTepuasioB. HyXHO yuuTbiBaTb Cnefyloliee PyKoBOACTBO B [JOMNOJIHEHME K
WHdopMaLmu, cogepxalleics B Tabnuue 1.

a) [lpv dmHanbHOW NOAroTOBKE K UCMbLITAHMI0O HEOOXOAMMO Y4MTbiBaTb Takue hakTopbl, KaKk COBMECTU-
MOCTb TECT-CUCTEMbI, NYyTb BBEAEHUA W CTeNeHb pacTBOpeHus wau gerpagaumn. Mo BO3MOXHOCTM cregyet
UCMOMb30BaTb COOTBETCTBYIOLUME CPefy M YC/I0BUSI A1 MMUTaLUM NpeyBesIMYeHHOro Bo3geiicTsust. MNpenga-
puTensHoe NcnbiTaHne NOMOXET onpeaesiMTb NOAXOAALINE YC/TOBUS.

b) Ecnu maTtepuan nosHOCTLIO PacTBOPSAETCA B Cpefie UM pacTBOpuTesie, COBMECTUMbIX C Marepuasiom
N TECT-CUCTEMOI, NOMYYEHHbI PacTBOP MOXET ObiTb OLEHEH B YMCTOM BuAe Mpu yyeTe TOro, YTO CBOICTBA
pacTBopa Takke COBMECTUMbI C TECT-CUCTEMOW, HanpuMep pH OCMOMSPHOCTb, KOHLUEHTpauuM pacTBOPEHHbIX
BELLEeCTB.

c) Ecnn matepuan sBnsetcs BOAHbIM pacTBOPOM M UCMONb3YeTCs B 3TON hopmMe, OH AO/MKEH ObITb MUCNbI-
TaH HanpsMylo M He 3KCTparMpoBaH C y4eTOM TOro, 4YTO CBOMCTBa pacTBOpa COBMECTUMbl C TECT-CUCTEMOIA
(cm. Takke a) n b) 10.3.12).

d) PykoBoactBo OECD Ansi MChbITaHUA XMMUKATOB WM CXOAHble XMMUYECKMe CTaHOapTbl UCMbITaHWIA
MOTYT ObITb WMCMNO/Ib30BaHbl KakK PYKOBOACTBO K OMPEAESIEHUI0 MaKCUMasibHbIX KOHLUEHTpauuii UCMbITYyEMbIX
BELLECTB, NCMNOJIb3yeMbIX A/15 ONpefesieHHbIX METOA0B UCTbITaHUS.

10.3.13 B Tex cnyyasnx, Korga XWAKOCTU LMPKYMPYIOT vepes usgesve npu obblYHOM MCMO/b30BaHWUW,
HanpvmMep 8 3KCTPaKoPropasibHbIX U3AENNSAX, BO3MOXHA 3KCTPaKums nyTeM peumnpkynsumu. Npy BO3MOXHOC-
TV HY)XHO NpeyBesMynuTb OAHO uUnu 6osee yCNoOBWIA, Hanpumep TemnepaTtypy, Bpems, 06beM, CKOPOCTb Teye-
HMsi. O60CHOBaHWE BbIGOPa 3KCTPAKLUN AO/MKHO ObITb OTPaXKEHO AOKYMEHTa/TbHO.

10.4 Ycnosus QKCTPakuynn ansa onpegenexHna OonacHoOCTH n OLIEeHKN pucka B pexunve
npeyBeM4eHHOro ncnosib3oBaHnsAa (B AonosiHeHne K NpuaoXXeHuto D)

10.4.1 Tlpu MogeNnpoBaHUM U NPUroTOBIEHUN 06pasLOB ANA UCCnefoBaHWsa U NPUrOTOBNEHMN 3KCTPaK-
TOB M3 3TUX W3OE/IMIA HEOOXOAMMO YYMTbIBaTb OMACHOCTb, BO3HMKAMLLYK BCMEACTBME W3MEHEHWU/ B MPOu3-
BOACTBEHHOM npoLuecce WM HefOoCTaTOYHOro KOHTPONSA MNPOM3BOACTBEHHOIO Mpouecca, B COOTBETCTBUMM C
ISO 14971. Ocoboe BHVMMaHWe cneayeT yaensTb MNPUMECSM, BO3HUKAWLWMM MApuU 3TUX NPOW3BOACTBEHHBLIX
npoueccax, HanprvMep oCTaToOUYHbIM 3/IEMEHTaM, OUYUCTUTENAM U Ae3nHAEKTaHTaM.

10.4.2 Ecnn noTeHUManbHasi TOKCMYHOCTb MNPOAYKUUW, WCCNEeAyeMOl C MOMOLLBH NpPeyBenyYeHHOM
3KCTPaKuuM, HaxoauTca B npegenax TpeboBaHWi, OTCYTCTBYEeT HEOOXOAMMOCTb AasibHellero uccrefoBaHus
usgenuns NocpeacTBOM SKCTPaKLUUW, UMUTUPYHOLWE 0ObIYHOE NCMNOb30BaHME.

10.4.3 [nAa npoaykuuu, nonmmepuaylolleincs in situ, uccnegyemole obpasubl AO/MKHbI OblTb NOABEPrHY-
Tbl WCMbITAHUAM B NpeanosiaraembiX KIMHUYECKUX YCNOBUSAX MNPUMEHEHUS AONS NOSyyYyeHus uHopmaumm o
NOTEHUMaIbHON TOKCMYHOCTW pearnpyronx KOMMOHEHTOB MOMMMepa B npouecce oTBepaeBaHus. Ecnn npu-
MEHVMO, AN UCC/efyeMblX 3KCTPAaKTOB, MPUrOTOB/IEHHbLIX B pasHOe Bpems, AO0/MKHbl YyYMTbiBaTb KUHETUKY
nonuMepmnsaumm nocne CMeluMBaHus KOMMOHEHTOB, BK/OYas 3KCTPaKT, MPUrOTOBMIEHHBIV B OXugaemoe BpeMms
oTBepAeBaHus. iccnegoBaHne MaTepuana nocsne 0TBepaeBaHns AO/HKHO 6bITb 060CHOBAHHLIM.

Mpn MCNonb30BaHMU 3IKCTPAKTOB B MeToAax WCCMefoBaHWs A5 OLEHKM MaTepuasnoB, OTBEpAeBaroLLmX
in situ, HaYaNo 3KCTPaKUUN LO/MKHO MPOMCXOAUTbL C TOTO MOMEHTa OTBEpAeBaHus, Korga Marepuasn rnomMelyeH
in situ.
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Mpu mMeTogax WMCCNefoBaHUsl, UCMONL3YKOLWMX 3TU MaTepuasibl HanpsiMyk, Harnpumep MpsIMOi KOHTaKT
UM UMTOTOKCUYHOCTL Ha Cnoe arapa, UMnnaHTauusi, HeKoTopble 1ccnefoBaHnsa Ha reHOTOKCUYHOCTb, a Takke
remMosi3 B NPsSIMOM KOHTakTe, matepuan fO/HKHbI NPUMEHATb Kak Npy KAMHUYEeCKOM UCMOJb30BaHuW, ¢ OTBep-
JeBaHuneMm in situ B TecT-cucrteme.

MpumeyaHn e — [ NPefoCcTaBfeHUs K UCCMefOBaHWI0 MaTepuasia OMpeAesieHHOro pasmepa WM Macchbl
MOXET 6bITb HE06X0AMMa MoANMUKALMS KMHUYECKOW CUCTEMbI [OCTaBKM.

11 OTyeT 06 nccnegoBaHuUn

OTyeT 06 1UccrefoBaHNK A0/MKEH BKIOYaTh B Ce6s creaytowye aHHble, HO He OrpaHnuMBaTbCA UMK:
a) TWN U cOoCTaB mMaTepuana, ecim oH U3BECTEH, UCTOYHUK MaTepuana, U3aenus, 4acT WM KOMMOHEHTA

nsgenus.

MpumedyaHne — 3To Tpe6oBaHME MOSHOCTbIO WM YacTUYHO MOXET ObiTb BbINO/IHEHO MNOCPEACTBOM MNUCbMEH-
HOTO OMUCAHWSI, PUCYHKOB, (poTorpacouii nam Apyrux METOAOB;

b) HOmMep napTum unn cepun Npu HaNU4YUK;

C) onucaHue npolecca NPoM3BOACTBA, OUUCTKM, CTEPUIN3ALNA, ECIM MTPUMEHNMO;

d) meToA aKcTpakuuu, ecnn 6bina NpYMEHeHa, BKIYatoLWMii JOKYMEHTaUMIo N0 YC/IOBUSAM 3KCTPaKLmu,
cpencTBa nepemMeluvBaHust, ntobble OTKNOHEHUS OT peXuma 3KCTpakumu, ONMcaHHOlM B HaCTOsLWEeM cTaHgapTe,
Takne Kak (ouIbTpaLms 3KCTpakTa Uy SKCTPaKLMOHHOW XUAKOCTY.
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Mpunoxexve A
(cnpaBo4HoE)

SKCNepUMEHTasbHbIV KOHTPO/b

A.1 Matepuvanbl, nNepeyncrieHHble Aasnee, MOryT COOTBETCTBOBATb KPUTEPUAM 3KCMEPUMEHTA/IBHOTO KOHTPONSA ANA
HEeKOTOpPbIX UCCeA0BaHWiA. 3a NpaBW/bHbIV BbIGOP KOHTPO/IA HECET OTBETCTBEHHOCTb UccefoBaTesb (CM. Tabnuuy A.1).

NHchopMaumsi Mo  KOHTPOMbHbIM 06pasuaM W KOHTPONeM NpefocTaBsseTcs TOMbKO A7 UCCefoBaHuiA  no
ISO 10993. He TpebyoLwmnx cneuntnyHbIX KOHTPOIbHLIX 06Pa3L0B UN KOHTPOJIEH.

Ta6nmuya A.1 — MpuMepbl 4OCTYMHbIX KOHTPOIbHBIX 06PA3LI0B U KOHTPOJIEH

VccneposaHne MoNoOXUTENbHBI KOHTPONb OTpuLaTeNbHbIA KOHTPONB** CraHfapTHbI 06paseu**

MmnnaHtaums PVC-org. Sn PE

SPU-ZDEC CunnkoH

HaTypanbHbIin natekc OKu1Cb a/lltoMUHUA
Hepxasetowas ctanb

LInTOTOKCMYHOCTb PVC-org. Sn PE

SPU-ZDEC

SPU-ZBEC

HaTtypanbHblii natekc

MonnypetaH

[ eMOCOBMECTUMOCTb

PVC 7506
PUR2541

** CoKpalleHus B AaHHOW TabnuLe OTHOCATCS K KOHKPETHbIM MaTepuanam, AOCTYMHbIM U3 UCTOUYHWUKOB, 0603HAYEH-

HbIX B A.2 n A.3.

A.2 Ans oTpuyaTesibHOro KOHTPONA WM KOHTPOJ/IbHbIX 06pa3u,os MCNOoNb3yT: NONMNITUNEH BbICOKOW MMOTHOC-

TUL*-2x.3%.4%  NONIMITU/IEH HM3KOW M/IOTHOCTM®*, nonmavmeTusicunokcaH (6e3 kpemHesema)t*-7

*, NONMBUHWUAXNOPUACS*,

nonuypeTaH®, nonMnponuaeHio* kepamuyeckme CTEPXHWU M3 OKUCKU a/IlOMUHUS,, HEPXaBEelLLlyl CTallb U KOMMEepUecku

UYNCTbIA TUTAHOBBIN Crn/iaB..

1 High-density polyethylene (Negative Control Plastic RS) can be obtained from the US Pharmacopeia, Rockville.

MD 20852, USA.

2* HDPE film, RM-C: Hatano Research Institute/Food and Drug Safety Center, 729-5 Ochiai Hadano. Kanagawa

257-8523, Japan.

3> HDPE sheet, RM-D: Hatano Research Institute/Food and Drug Safety Center, 729-5 Ochiai Hadano, Kanagawa

257-8523, Japan.

4> HDPE rod, RM-E: Hatano Research Institute/Food and Drug Safety Center. 729-5 Ochiai Hadano, Kanagawa

257-8523, Japan.

5% PE 140 tubing: RAUMEDIC AG, Postfach 501,95205 Munchberg, Germany. PE film is available from Hoechst AG,

6230 Frankfurt 80. Germany.
6* Biomalerials Program, Devices and Technology Branch, National Heart.

Building,7550 Wisconsin Ave., Bethesda. MD20892, USA.
7* SIK 8363 tubing: RAUMEDIC AG, Postfach 501,95205 MOnchberg, Germany.

8 PVC 7506 and PVC 7536 tubing: RAUMEDIC AG, Postfach 501,95205 Munchberg, Germany. PVC-DEHP and
PVC-TEHTM film is available from Hoechst AG, 6230 Frankfurt 80, Germany.

9% PUR 2541 tubing: RAUMEDIC AG, Postfach 501,95205 Munchberg, Germany. PU film is available from Frontline
Filmblasning, 60003 Norrkoping, Sweden.
10> PP146 tubing: RAUMEDIC AG, Postfach 501,95205 Munchberg, Germany. PP film is available from Hoechst AG.

6230 Frankfurt 80, Germany.
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A.3 [InA NONOXUTENbHOrO KOHTPOSbHOrO 06pasua WCMnosb3ykT, Hanpumep, MOSVBUHUAXIOPUA, COoAepXaluunii ono-
BoOpraHumyeckme [pAo6aBkull), CErMeHTUpPOBaHHbI MNONMYPETaHOBbLI CTEpPXeHb?) WNM  NOMMYpPeTaHOBblE MNEHKWIS)-14>,
cofepxawe anatuni?)-18) nan gnbytmnan Tvokapbamati4>. naTekcbl ONpPeAesieHHOro CocTaBa, PacTBOPbl COMeli LMHKA K
Medb. BellecTBa, KOTopble GbIIN UCMOMb30BaHbl B KAYECTBE MOSIOXKMUTENILHOTO KOHTPO/IbHOTO 06pasua Ans UCCnefsyemblx
3KCTPaKTOB, NPeACTaB/sAT co60li pacTBOpbI B heHONE 1 BOAE.

MpumeyaHne — B cHockax € 1) no 14) npuBOAAT NPUMEPbI KOMMEPYECKM [AOCTYMHbIX MpUeMIeMbiX MPoAyK-
ToB. [laHHaa uHcopmauus npusoauTCcs ANs yaobCcTBa nosnb3oBaTesieil HacTosILEero craHfjapTa U He fBNseTcs noanepx-
KOV 3TVX MPOAYKTOB CO CTOPOHbI ISO.

11) Ppositive Control Material, code 499-300-000-000: Portex Limited (same as positive control RS which can be
obtained from the US Pharmacopeia, Rockville, MO 20852, USA).

12) Polyurethane rod — ZDEC: RM-F, Hatano Research Institute/Food and Drug Safety Center. 729-5 Ochiai
Hadano, Kanagawa 257-8523, Japan.

13) Polyurethane film — ZDEC: RM-A, Hatano Research Institute/Food and Drug Safety Center, 729-5 Ochiai
Hadano, Kanagawa 257-8523, Japan.

14) Polyurethane film — ZDBC (SPU-ZD8C): RM-B, Hatano Research Institute/Food and Drug Safety Center. 729-5
Ochiai Hadano, Kanagawa 257-8523, Japan.
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MpunoxeHvne B
(cnpaBo4HOE)

OCHOBHbIE MPVHUMMbLI 1 METOAbI NPUIrOTOB/IEHNS NPO6 1M 0T6OopPa 06pasLoB

Matepuan, ucnosnb3lyemblii B 6UONOrMUYECKMX UCCNef0BaHUSIX, AO/MKEH OblTb pPEnpe3eHTaTUBHbIM C TOYKU 3pPEHUSA
€ro cocTtaBa, 06paboTKM 1 XapakTepUCTUK MOBEPXHOCTUN N3AEeNNsl, TOTOBOTO K MpUMeHeHuto (cm. 7.1).

JlokymeHTaumsi cocTaBa MIacTUKOBLIX M PE3VHOBLIX MaTepuasioB [O/KHA BK/IuaTb B cebs onpefeneHve cmorn,
nonvMepoB U No6GbIX Ao6aBok. OnucaHue KOMNO3WLMW LOMKHO BK/UYaTb B cebs cBefeHus ©xapakTepuctuke maTepuana,
Hanpumep ero TepmMoobpaboTke, XMMWUYECKON 4YMCTOTe WM WU3MESIbYEHHOCTM, MaKCUMaslbHO BO3MOXHOE W3MesbYyeHue B
C/lyyae NOBTOPHOrO APO6GeHNsI.

MaTtepwuanbl, KOTOpble MOryT NoABepraTbCA MOBTOPHOM CTepuansauum TeMW Xe Wan asibTepHaTUBHbIMKM MeTofamu,
[JOMKHbI ObITb MCCNEefOBaHbl MOCNe MHOTOKPATHOW cTepunusaumu. Hanpumep, mMatepuan, KOTOpbIi CTepunu3yoT obnyye-
HMEM, a NOTOM NOBTOPHO CTEPUIN3YIOT 06paBbOTKOW ITUNEHOKCUAOM, HEOBXOAUMO NCCNea0BaTh:

a) nocne obnyyeHusa n

b) nocne obnyueHus n ctepunusaLm 3TUIEHOKCMAOM.

Ecnn BO3MOXHO onpefenuTb C Hag/jexawum o60cHOBaHVWeM Haubonee HebnaronpusTHbIA BapuaHT BO3AEeWCTBMSA,
uccnefoBaHne MOXeT 6bITb MPOBEAEHO NOC/Ie BO3AENCTBMSA B TAKOM PEXUME.

B npeanbHOM crnyyaeBce GMOMIOTMYECcKUe UCCefoBaHUA MaTepuasna, BbIpe3aHHOT0 M3 M3A4eNvsl, CaMoro KOMMOHEeH-
Ta U3genust B ka4ecTBe UCC/eyemMoro Matepuasia Wam 3KCTpakTa, NPUroToB/IEHHOMO U3 MaTepuasia Uan KOMMOHEHTa, npo-
BOOAT B YC/IOBUSIX BO3AENCTBUSA  KNErOYHOM/6MOMOrMYeckon cpefbl TeCcT-CUCTEMbl Ha MOBEPXHOCTb MaTepuana.
8 kayecTBe MeTofa, a/lbTEPHATVBHOIO pe3ke MOBEPXHOCTU 06pasla, MOXeT CMYXWTb W3roTOBMIEHWE MUHWATIOPHOMO M3fe-
ISl ¢ MUCMOJIb30BaHNEM TOro e npouecca (3KCTPYy3uu, NOTPYXEHUs U T. A.), TexX Xe TemnepaTtyp, BpeMeHu, aTMocdepsbl,
pasgenuTesibHbIX CPeACTB, OTXKMra, OTBEPXAEHWUS, OUUCTKM, CTepuaMsauum U apyrux npoLeccoB, UCMOSb3yeMbIX Npu Npo-
W3BOACTBE M3feNvsl, BKIYAA CTepUIn3aLuio, KOTopble peasM3yloT B Mpouecce Npov3BOACTBa U3genus. 3TO Cnoco6CTBY-
eT oueHke /obbix 3EKTOB, CBSI3aHHbIX C M/IOWAAbI0 MOBEPXHOCTU, XapaKTepucThKamy MOBEPXHOCTW, KOHLEeHTpauuei
BbIMbIBAEMbIX BELLECTB 1 MOBEPXHOCTLIO M (hOpMOi MaTepuana.

MeTannbl, UCNoNb3yemMble Npu GMOMOrMYECKOM UCCNefOoBaHWU, AO/MKHbI ObITb M3 TOTO e WCXOAHOro marepuana,
KOTOPbI/i MPYMEHSIOT MPU W3rOTOBIEHUN U3[ENUsl, 1 NMPOXOAUTL TYXEe MexaHuyeckylo o6paboTky, u3MesibyeHue, NoanpoB-
Ky, OYMCTKy, maccumBauuio, BKIOYass 06paboTKy MOBEPXHOCTU W CTEpUAM3auuio, KOTopble MMET MeCcTO Mpy Npou3BOACTBE
roToBOro U3Aenusi.

Kepamunyeckne matepuasibl, NPUMEHSEMbIE B GMOMOTMYECKUX WCCNEfOBaHUAX, AO/MKHbI ObiTb W3rOTOB/IEHbI U3 TOrO
)€ WCXOAHOro MOpoLKa C MCMOJSIb30BaHWEM TeX e MpOoLEecCOoB OT/MBKM, 3a/MBKM, (DOPMOBKM, CMekaHus, o6paboTku
NOBEPXHOCTW 1 CTEPUNN3ALUN, KOTOPbIE UMEIOT MecTO NpY NPOM3BOACTBE FOTOBOrO U3Aenus.

MeauumMHCK1NEe Un34enunsi, UCMOJb3YHLME XMBOTHbIE TKaHW WM UX MPOM3BOAHbIE U 06paboTaHHble hMKCaTOpoM,
cnepyeT m3yyaTb NOCMAE WX BbIAEPXKMBaAHWA B TedeHWe MakCUMaslbHOr0 U MUHMMasIbHOTO AO0NYyCTUMOrO BpeMeHu dimkca-
LyK, NpelyCMOTPEHHOrO M3roToBUTE/EM, CO34aBasi TEM CaMbIM pas/ivyHble YC0BUS A1 NPOHMKaHUS hukcaTopa.

BMecTo 3aKcTparMpoBaHWs MeTasI/IMYEeCKMX MaTepuasioB U NOC/AeayloLwero NpYMEHeHnUs 3KCTpakTa B TecT-cucTemax
HeobXx0AMMO paccMOTpeTb WCCeA0OBaHME PACTBOPOB Pa3/IMUHbIX KOHLEHTPauWii COOTBETCTBYHOLLEN COMM  KOHKPETHO-
ro(bix) MeTanna(oB). Haxogdwerocs(xca) B m3genun, AN OonpefesieHnss onacHOCTU MOHa(0B) KOHKpPeTHOro(bix) meTas-
nare) n ero(ux) HambicLero(nx) ypoBHsi(ei), He Bbi3biBatoLEro(1x) OTBETHOWN peakumu.

I'Ipmmeanme — 3T10T npuHUMNn TakKke NpuUMeHUM K opraHM4yeckum matepuanam npu yCTaHOBJ/IEHHbIX XUMUYeC-
KUX BellecTBax B n3gennu.

Mpy nnaHuMpoBaHUW WCMbITAHWIA MaTepuasoB HEO6XOAMMO YUMTbIBATb YC/IOBUSI 3KCTPaKUMWM A0S UMMIaHTUPYEMbIX
mMaTepuasioB, KOTOpble MOryT Bbi3BaTb 0Opa3oBaHME YacTul in Vivo Npu KJIMHUYECKOM npuMeHeHwWn. Ecnu ycnosust
SKCTpPakuuy BbI3blBAOT 00pa3oBaHMe 4YacTul, NPV NJaHWPOBaHUM WCCNEeAOBaHW MaTepuanoB [AO/MKEH OblTb Y4TeH
achbdpekr npoueayp aKCTpakymu.

KonuuectBo martepvana u naowagb ero noBepxXHOCTU AO/KHbI COOTBETCTBOBATb OMOMOTMYECKMM U (husnyeckum
OrpaHu4eHnsM TecT-cucTembl. Ha npakTuke crnegyeT MCnosb3oBaTb CTaHAapTHOE KO/IMYECTBO NPO6bLI, PeKoMeHLOBaHHOe
[NS KXA0ro 0TAENbHOro 3KCneprMMeHTa.

Monb3oBaTenu HacTosWero craHgapTa AO/MKHbl 06paTWTb BHUMaHWE Ha 0630p «HaAMexallero NpUMEHeHUs» 1
«HEenpaBuIbHOrO MNPYMEHEHUs» cepTUuLMpoBaHHbIX CTaHA4apPTHLIX 06pasuoB B npeaucnoBun K PykosoacTtsy I1SO 33.
3T0T 0630p OTMEYaeT 06/1acTM MNOTEHUMASILHOTO HEeAO0CTaTOYHOrO U M3BbITOYHOrO yNoTpe6neHNs KOHTPOJIbHbIX 06pasLoB
N cepTnnLMPOBaHHbIX CTaHAapTHbIX 06pa3uoB. Monb3oBaTenn HacTOsWEro cTaHgapTa [AO/DKHbI Takke NPUHSATL BO BHU-
MaHue. YTo AOMNYCTW MO WCMOMb30BaHUE Ka/IMGPOBOYHbLIX MaTepUasioB AS OLEHKU BUOMOrMYeckoro oTBeTa WUCCefyeMblxX
maTtepuasnioB B NpefenaxofHoi naboparopuu.
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MpunoxeHune C
(cnpaBo4HoE)

MPUHLMNbI 3KCTPaKLMM nccneayemMblix 06pa3LoB

C.1 Mpv NpUroTOBNEHUN SKCTPAKTOB U3 M3AeNuii MofefbHas cpefa (3KCTparvpylowas XuakocTb) U YCMOBUS 3KC-
TpakumMn AO/MKHbI COOTBETCTBOBATbL CBOWCTBAM W MPUMEHEHMWIO TOTOBOTO U3AENWs, a Takke MPOrHo3npyembiM XapakTepuc-
TMKaM MeTofa WccnefoBaHus (Hanpumep, YyBCTBUTENbHOCTM M T. N. B OTHOLIEHWWM LEenn uccnefoBaHusl, 060CHOBaHWS,
YyBCTBUTENILHOCTU U T. A.). Takum 06pasom, YCNOBMSA IKCTPaKUMWM WU MPUMEHEHUe 3KCTpakTa B TecT-CUcTemax AO/DKHbI, B
ngeanbHOM cryyae, oTpaxkaTb He TOMbKO YC/I0BUSA PeasibHOrO MPYMEHEHWs u3fgenuii, HO Takke uUesb W NPOorHosvpyemble
0COBGEHHOCTUN UCCeA0BaHWIA.

B ycnoBusix 06bIYHOTO MCMOMNb30BAHUA NPU LMPKYNALMN XUOKOCTER yepes usgenve, Hanpumep B 3KCTpakoprnopasib-
HbIX U3Oenusax, AN NPUEMIEMbIX METOA0B 3KCTPakuuyM HeobXo4MMO 06paTuTbCA K AOMOSHUTE/IbHBIM CTaHdapTaMm, ecriv
Takue CyLLeCTBYIOT.

[ns onpegeneHus onacHOCTM M OLEHKM puUCKa OMacHOCTel MPOBOAAT 6GMonorMyeckne WCCnefoBaHUs B YCOBUSIX
npeyBenMYeHHoro n/mnu obbIYHOTO UCMO/b30BaHWA. MeToAbl 3KCTPaKuuy pas/imyaloTcs B 3aBUCUMOCTU OT Lenn uccnepo-
BaHWA:

a) npeyBeINYEHHYH0 3KCTPaKUMIO MPUMEHSIOT AN ONpeAenieHns OnacHOCTY;

b) akcTpakumo, MMUTVPYIOLLYIO MUCNONb30BaHWe, NPUMEHSAT A8 BblpaboTku chakTopa 6e30MacHOCTU NpU OUEHKe
pvicka AN 300Pp0Bbs YeoBeka,;

C) WCYepnbIBAIOLLYIO 3KCTPaKUMIO MPUMEHSAIT A5 OueHKM 6e30nacHOCTM UMMNNAaHTUPYemMoro U3genus W MnporHosa
BEPXHUX AONYCTUMbIX YPOBHEN XMMUYECKMX BELLECTB, BblAeNSEMbIX B OpraH1M3mM nayueHTa.

C.2 HacToswmii cTaHgapT npegnonaraeT, YTO KOJMYECTBO 3KCTparvpyemblX BELLECTB 3aBWCUT OT NPOAO/IKMTENb-
HOCTW 3KCTpakumu, TemnepaTtypbl, COOTHOLIEHMS M/IOWAaAM NOBEPXHOCTN MaTepuana u obbema MOAEeNbHOW cpefbl, a Tak-
€ CBOWCTB pacTBopuTeNs.

C.3 TMpofo/mKMTENbHOCTb IKCTPaKUMM A0/MKHA ObiTb AOCTATOYHON A1 MaKCUMaslbHOTrO M3BMeYeHus BellecTBa. Ha
npakTuke A8 KaXO0ro XMMUYecKOro aHasim3a PeKOMeHOBaHbl CTaHAapTHbIE YC/I0BUS BPEMEHU U TemnepaTypbl 3KCTPak-
L1 BMECTO ApYrMX HEO60CHOBaHHbIX WM HECTaHAAPTHbIX YCI0BUIA.

C.4 B KkayecTBe a/bTepHATUBbI MOXHO MPOBECTU MOBTOPHYHD 3KCTPAKUMIO C MNOCMEAYHOWUM KOHLIEHTPUpOBaHueMm,
ON1A TOro YTO6bI MONYYUTb LOCTATOYHOE /1 aHaIn3a KOJIMYECTBO JKCTparMpyemoro BelecTBa. Takas npaktvka npumeHu-
Ma B Lensax naeHtndukaLmm onacHocT (CM. npunoxeHue D).

C.5 Temnepartypa 3KCTpakuuy MOXET ObiTb pas/IMyHOli B 3aBMCUMOCTW OT MCCeAyeMOro martepvana. JKCTpakums
He [JOo/hKHA BbI3blBaTb 3aMETHON Aerpajauun matepuana, 3a UCK/IYeHWeM Tex cryyaeB, Korga mMaTepuasn LO/HKeH pacTBo-
pATbCA WNWM nogsepraTbCcA pesopbumm npu ucnonb3osaHum (cM. 10.3.2). Temnepartypa 3KCTpakuun 3aBUCUT OT uU3u-
KO-XMMUYECKUX XapakTepucTuK MaTepuana usgenuns. Hanpumep, npu akCTpakuuy NOAMMEPOB Temnepatypa [o/xHa ObiTb
HWXe TemnepaTypbl CTek/noBaHusA. Ecnu Temnepartypa CTEKNOBaHUSA HWXe TemnepaTypbl WCNO/b30BaHWA, Temnepatypa
3KCTpaKuuy Ao/HKHa BbITb HXKE TemnepaTypbl nnasneHus. PekomeHaoBaHHbIe ycnoBus npusegeHs! B 10.3.1.

Cnepyrowme npumepbl CayXar uaacTpaumnen Ana ayywero NoHMMaHus n3noxeHHoro B 10.3.1:

a) Marepuasibl, KOTOpble UMEKT TOUKY NAaBfieHns unu pasmardeHns Hmke (121 + 2) °C, AO/KHbI noaBepraTb 3Kc-
Tpakuuv npy cTaHJapTHOW TemnepaTtype HKe TOUKU NAaBaeHus (HanpyumMep, NOIM3TUEH HU3KOM MI0THOCTK);

b) matepwanbl, nogBepraembie rMAPONN3y, CrefyeT 3KCTparMpoBaTb Mpu Temnepartype, obecneunBaroein MUHU-
MasibHbIV TAPOAM3 [HanpyMep, Nnomamuabsl akcTparmpyoT npy Temnepa rype (50 + 2) °CJ;

C) Marepuvasbl, KOTOpble CTEPUIM3YIOT MapoM W COAEPXKAT XWAKOCTb B MpoLecce XpaHeHWs, cnefyeT 3KCTparnpo-
BaTb npu Temnepartype (121 + 2) °C (Hanpvmep, npeasapuTesibHO 3ano/IHEHHbIE AYann3aTopsbl);

d) wmaTepuanbl cnegyeT akcTparMpoBaTb Npu TemnepaType, koTopas obecneumBaeT MakCUMaslbHOE W3B/eYeHne
BelllecTBa 6e3 gerpajauun martepuana [HanpyMep, TKaHW MOXHO 3KCTparmposatb nNpu Temnepatype (37 + 1)°C, Ttorga kak
KepamMmuyeckme nmnaaHTarel—npu Temnepartype (121 + 2)*C).

BHumaHve! MpuMeHeHMe MeTOf0B WCC/EA0BaHMsi MO HACTOSLWEMY CTaHAapTy K MaTepuanam usgenuii, copepxa-
MM NPOTENHbI, AOMKHO NMPOBOAUTLCS C GOJbLUIOK OCTOPOXHOCTLIO, UYTO6LI MPOLEeAypPa 3KCTPaKUUM HE M3MeHWna Guonoru-
UEeCKUX CBOICTB SKCTparmpyembix MaTepuasnos.

C.6 CooTHOLeHMe nowaan NoBEepXHOCTU n3denus n obbema MoAenbHOV cpefpl UM PacTBOPUTENS AOHKHO ObITb
[OCTaTOYHbIM;

a) ANs JOCTVKEHUS MaKCMMasIbHOTO KOMMYeCTBa IKCTparMpyeMbiX BELECTB B MPUEMIEMOM [/ XMMUYECKOro aHa-
nm3a mnu Ana 6ruonormyecknx UccnefoBaHuii [o3vpyeMom obbeme (T. €. A03vpyeMblii 06BbeM BHYTPU (DU3MOMOTMYECKUNX
npeaenos);

b) femoHcTpauuy noTeHUManbHON ONacHOCTU NPUMEHEHUS 15 Ye0BEKa,;

C) MOJIHOTO MOTPYXEHVA MaTepuana B pacTBOpUTESb.
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[Mpn OTCyTCTBMM NapamMeTpoB SKCTPAKUUW AN KOHKPETHOro W3AesiMA PeKkoMeHAYeTCA WCMo/b30BaTb CTaHAapTHble
NMoBEPXHOCTN U 06bem pacteopuTens (cMm. 10.3.3). HekoTopble MeToAbl UccnefoBaHus TPe6yHT KOHLEHTPUPOBaHWSA BbITS-
XeK A1 NOBbIWEHNs YyBCTBUTE/IbHOCTU TecTa.

MpumeyaHne — KOHLUEHTPUPOBaHUE BLITAXEK MOXET MNPUBECTM K MNoTepe JeTyuymx BeLLecTB, TakuX KakK OKUCb
aTuNeHa.

C.7 BblbpaHHble 415 3KCTPaKLMM pacTBOPUTENIN A0KHBI COOTBETCTBOBATL C/EAYIOWMM TPe6oBaHNSAM:

a) 6bITb NPUrOAHLIMM AN UCMONBb30BaHWS B ONPeAeeHHbIX 61010rMYeckrx TecT-cucTeMax;

b) MMUTMPOBATb YCNOBUS IKCTPAKLMUM, KOTOPLIE PEASTU3YIOT B MPOLECCE KIMHUYECKOTO NPUMEHEHWS U3LENNS;

C) obBecneunBaTb MaKkCMa/IbHOE W3B/IEUEHNE IKCTPArMpPYyEMbIX BELLECTB.

Mpu OTCYTCTBUM AaHHbIX O PacTBOPUTENAX A/ ONpefesieHHbIX W3Aenuii pekoMeHAyeTcs MCMofib30BaTb CTaH-
[lapTHble NoNsApHbIE U HENOMSAPHbIE pacTBopuTenn (cM. 10.3.5).

MNpumevaHne — CraHgapTmM3auma napameTpoB, npueeneHHblx B C.5 m C.6, Mo3BONSAET WCMNONb30BaTh [JaHHble,
noslyYeHHble B Xofe OMOMOrMYecKMX MCCNefoBaHWuii MeAUUMHCKUX WU3Oenvid, ANna Opyrux uenei, Hanpuvep A4S OUEHKK
pvicka n ans passuTuA CTaH4apTU30BaHHbIX 6a3 JaHHbIX.

C.8 ina maTepuanos, pacTBOPSAIOLLMXCA NI pe30poupyoLLmMxca B opraHnsMme, He06xo4MMOo cob104aTh:
a) ycnoswus, npuBefeHHble B Tabnuue 1;

b) ycnosusa «temneparypa/spems» B 10.3.1;

¢) nonoxeHus 10.3.90THOCUTETbHOUILTPALUNUINLEHTPUYTMPOBAHNS.

C.9 MpuroTtoBnexne obpasua n3gennii, cobupaembix in situ

[nsi 0cobbiXx 06CTOSTENLCTB MPY MPUTOTOB/IEHUM 3IKCTPAKTOB U3 W3AENUIA, NOMMMEpPU3yeMbIX in Situ, HEBO3MOXHO
co3aaTb CTaHAapTu3oBaHHOe Tpe6oBaHue. s nosyyeHus NpUeMIEMOro 3KCTpPakTa HeobXOAuMO YuuTbiBaTb OTAESbHble
KOMMOHEHTbI, BPeMsl A0 MOoMMMepusaumun, npefHasHauYeHHOEe WCMO/b30BaHWE W 3KCTparMpylowme Xuakoct. HeobXxoammo
NoAYepkHyTb, YTO MpW NAHMPOBaHWKM NPAaBULHON MeToAosnorMn Ans pas3paboTkM NPUrogHOro vccregyemoro obpasua
Heo6X0AMMO MCMNOo/b30BaTh KUHETVKY nosmMepusauun. Mpy BbiGope NpUMemsIeMoro pacTBOpUTENs ANs SKCTpakuum obpas-
Lia HYXXHO YunTbIBaTb HE3aNONMMEPN30€aHHbIE KOMMOHEHTbI.
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MpunoxexHwne D
(cnpaBoyHoe)

VcuepnbiBatoLiasi SKCTPaKLs NMOSIMMEPHbIX MaTepuasioB Asst 6U00rMYeckoli OLEeHKM

D.1 O6wasn yacTb

MonumepHble maTtepuasibl 4acTo cofepXaT HeboNblloe KOMMYECTBO XUMUYECKUX BELLECTB HWU3KOM MOEKyNspHOL
mMaccbl (LMWC). Takux kak katasm3atopbl, YCKopuTenu npouecca unu gpyrme pobasku (19], octaToyHble MOHOMEpPbI, 0n*
romMepbl U T. A. 3Ha4MTEesIbHOW TOKCUKOSIOrMYeckoli npobnemolri npu OGMONOrMYeckoli OLEeHKe MOMIMMEPHbIX MaTepuasios
ABNSETCA TOKCMYHOCTb /I06LIX BbILLEAYNBAEMbIX BELLECTB, KOTOPble MOryT MUIpUpOBaTb M3 MOAMMEpPa B YenioBevecKuit
OpraHn3m BO BpEMS WCMOMb30BaHUS u3genus. 3Ta KOHUENuus BbiBeAEeHA U3 corlalleHvss nonvmepHoi rpynnsl OECD no
BOMPOCaM Yrpo3bl 340POBbI0 U UCK/THOYEHNS NONNMEPOB U3 UCMbITaHW (cMm. [17]).

OTyeT BblAgeNnun crnepylolie yeTbipe napameTpa, KOTOpble BaXHbl A1 OLEHKU Yrpo3bl 3[0POBbIO, BbI3BAHHON Npu-
MEHEHMEeM NoIMMEPOB:

a) cpefHevncrioBOW MONEKYNSAPHBIA BEC NOUMEPA;

b) copepxaHne XMMUYECKUX COCTaB/IALLMX C HA3KUM MOEKY/ISPHBIM BECOM;

C) Hanyme peakuMOoHHbIX PYHKLMOHabHLIX rpynn (cMm. [18]);

d) Hanmumne 6MOAOCTYMHBIX MEeTans10B.

MpumeyaHne — LMWC onpefenstoT Kak XMMUYECKMe BellecTBa HU3KOTO MOJIEKY/ISIPHOTO Beca C MOJeKynsp-
HbIM BecoM, He npesbiwarowmm 1000 Da.

Mpu 6MONOrNYecKoli OLeHKe MNOMMMEPHbLIX W3genuii NS NpUroTOBAEHWA WCCedyeMbiXx 00pasuoB HeobXoAuMbI
onpejesnieHHble MeTodbl 3KCTpakuuy (KpoMe uccnefoBaHuii No MMMAaHTauuu, reMOCOBMECTMMOCTM MPSMOro KOHTakTa u
LMTOTOKCMYHOCTM MPSIMOrO KOHTakTa). MpunoxeHne C ykasbiBaeTHa TO, UYTO NpeyBe/IMYEHHas 3KCTPakuus NpuMeHuMma npu
onpegeneHun pucka. lcuepnbiBalowas ISKCTPaKuMsi C MNPUMEHEHVWEM OPraHWYeckUux pacTBOpUTENel SBNASeTCS ApYrum
MEeTOZ0M, KOTOPbI/i MOXET ObITb MOME3HLIM NPU ONPEeAENEHUN PUCKA MOSIMMEPHbIX U3AeNuUiA, 0COBEHHO NpeAHa3HaYEHHbIX
AN AONTOCPOYHOTO UCMO/Ib30BaHNS.

[aHHbIli MeTog 060CHOBaH cneaywumn oakTopamu:

- ANs onpefeneHns pucka pekoMeHAyeTcsl, YToObl NpU HanGOoblueli BO3MOXHOCTM 06LLEe KO/IMYECTBO 3KCTparvmpy-
€eMOro BeLecTsa 6b10 NOMYyHEHO U3 MOIMMEPHOIO M34eNNs N NPUMEHEHO COOTBETCTBEHHO K KaX oW TecT-cucTeme;

- HECKOJIbKO Hay4HbIX paboT nokasasn, 4YTO OMO0orMyYeckne XMAKOCTW, Takne Kak CbIBOPOTKa, MMEKT akTMBHOCTb,
CPaBHMMYH) C OpraHM4YeckMMW pacTBOPUTENSIMU, HanpyMep 3TaHOM M METaHOM MpY 3KCTPaKUMM XMMUYECKUX BELLECTB
(dpTanar, 4.4'-meTuneHanaHunnH. bucgeHon-A) 13 noamMmepHsix matepuanos [20], [23], [25], [26];

- 3KCTpaKUus OpraHnyYecKMMn pacTBOPUTENSIMU OBbIYHO MPUMEHSIETCA B 06/1aCTU NOMMMEPHOrO aHanusa ANsi UAEeH-
Tuhukaumm n ymcneHHoro onpegeneHns LMWC nonumepos.

D.2 Bbi6op nogxoaswmx pacteoputenein ans akctpakumm LMWC 13 nonMMmepHbix n3genwvi

CyliecTByeT LUMPOKOe pasHoobpa3ve nosmMmepoB UM KX [o6aBoK. TakMm 06pa3oM, HET efMHOro YHUBEpPCaslbHOro
pacTBopuTensl, MPMMEHWMOro ANs WCYepnbiBalolweli IKCTpakumu Bcex nonnmepoB. CTaHAapTHble MeToAbl OTAeneHus
LMWC OT BbICOKOMONIMMEPHbIX (pakuuii, perynsapHo npumeHsiiowmecs B 061actu NOAMMEPHOro aHasnsa, NoMmorawT npu
BblI6Ope NOAXOAALLMX PACTBOPUTENEN ANA NCUEPNbIBAIOLLEN IKCTPaKLMN.

TUNUYHLIM METOAOM ABASETCA NpeABapuTesibHOe BbIMOMIHEHWE CTyMeH4YaTol 3KCTpakumMu Ans Bbibopa nogxoasile-
r0 OpraHM4yeckoro pacTBOpuTesns, 4TO6bl 3aTeM 3KCTparMpoBaTb MNOMNEPeYHO-CLUNTbIE NOSMMepbl. BbiGpaHHbI pacTBopu-
TeNb [O/KEH PacTBOPATb MakCUMaUlbHOE KOIMYECTBO HenonsApHblX LMWC. Ho He cam nonumep. Heobxoaumo ybeamTbes
B TOM, YTO pacTBOpWTE b HE BbI3blBAET XMMUYECKOTO M3MEHEHUs MaTepuana, co3fjasas, Takum obpasom, apTedakTbl. 4ns
noApo6HO MHOpMaUMK MO CTYMeHYaTol 3KCTpakuuum C MpYMEHEHUEeM pas3nyHbIX pacTBopuTesieil nNpuBefeHbl CCbif-
kn [27] n [33]. PekomeHgaumm no NpUMEHMMbIM B ONUCAHHOM BbIlE C/lyYae pacTBOPUTESIAM U3MI0XKEHbl B ceblikax [27], [28]
n [33]. Kak npasuno, UMn SBASIOTCA MeTaHOos, 3TaHO/, aueToH, MeTU3TUSIKETOH. X/10podhopmM (2-nponaHosn/rekcaH), Amns-
TUNOBBIA 3hMp M rekcaH (0T MONSAPHOro A0 HenonsapHoro). LMWC ¢ TOUkM 3peHUst TOKCUKOIOTUK AB/SKOTCA XXMPOpacTBopu-
Mble COefVHEeHUs C KO3(ULMEHTOM pasfeneHvs unu norapudmom KoadpgmumeHTa no okraHon/soga B 2,0 unn 6onee,
TakKak 3TV XMMUYecKMe COeUHEHUS MOTYT He Tak ObICTPO BblAENATHCA NO CPABHEHMWIO C MONSPHBIMU XMMUYECKUMU coeau-
HeHnamn. CKopocTb Murpaumm atux LMWC c 60/bLUOl BEPOATHOCTBIO KOHTpOMupyeTcsa npoueccamn andddpy3nm B nonu-
Mepe, ecinm BO BHelHeli hase He 6bL10 pasgeneHns. CuTyauus 3KBMBa/IEHTHA MUrpauum B 6GECKOHEYHbll 06beM wu
COOTBETCTBYET YC/I0BMSIM MCYEpPNbIBatOLLE 3KCTpakumm (cM. [21] n [22]). Cneayowmii Habop MNOMSPHLIX WU HEMOSSAPHbIX
pacTtBopuTeneli MoxeT ObiTb NPUMEHeH ANA npeABapuTesibHbIX OMbITOB MO PacTBOpeHuio 6onblinHcTBa LMWC ¢ TOKeu-
KOJIOTMYECKM PUCKOM: MeTaHos1, aueToH. 2-nponaHon/rekcaH (50 : 50) u rekcaH. [/18 ebICOKOCLIMTLIX MOSIMMEPOB Xena-
TeNbHO UCMOMb30BaTb PacTBOPUTE N, KOTOPblE BbI3bIBAOT HabyxaHWe MOSIMMEPOB, TakK Kak OHW CrOCOBCTBYIOT
CBOEBPEMEHHOMY 3aBEpLUEHUIO OMbITa.
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NeTyyecTb pacTBOpUTENs ABNAETCA [OMNOSHATE/IbHBIM (PakTopoM npu BblbOpe pacTBOPUTENA A1 SKCTPaKLMUW.
PacTBopuTENN C BbLICOKON TOYKON KUMEHUS HE SABASATCA NPUMEHUMbIMW, TaK Kak MOXHO oxugatb pasnoxeHus LMWC npu
ncnapeHnn pacTtBOpUTENs U3 3KCTpakTa ANs NoNyyveHus ocafka ucnapeHus, npoiecca, KOTOpbli MpUMEHUM Kbuonornyec-
KMM TecT-cuctemam.

D.3 [pyrve acnekTbl BbI6Opa yC0BUiA 3KCTpaKLum

D.3.1 [na onpepgeneHus ocTatoyHOro cogepxaHns LMWC B nonumepHbIX maTepuanax HeobxoaumMo nNpoBecTU
ncyepnbiBaloLWWLYy0 3KCTpakuuio, kak onmcadHo B 0.3.3. OTO npefocTaBuUT MaKCUMasibHOE KOJIMYECTBO 3KCTparMpyemoro
BellecTBa Ha Mpo6HbLIA o6pasel, (XyAwnii BapuaHT), KOTOpPOe 3aTeM c/ieayeT UCNO/b30BaTh A4S Aa/IbHENLEeRn XMMUYEeCKo
XapakTepucTUKN 1 TOKCUKOOTMYECKNX UCCNeA0BaHNIA.

D.3.2 3kcTpakumo nposofAaT npu 37 BC wav Npu MOBbILLEHHbIX TeMnepatypax 418 YCKOpeHus onbita. Tem He MeHee
cnepyeTt NOMHUTL, YTO MOBbILWEHHbIE TeMNepaTypbl MOTYT Bbi3BaTb XMMUYECKME peakuun (Mn pasfoxeHue), 4YTo MnpuBo-
ONT K 06pa3oBaHui0 AONOSHUTENbHLIX COeAMHEHWI B 3KCTpakTe. Takke Mpu BbiGOpe MOBbILWEHHbIX Temnepartyp cnepyet
NMOMHWTL O TOM, YTO BO BpPEMSl 3KCTPaKUUW He AO/HKHO MPOUCXOAMTb AOMNOMHUTESbHbIX NOMMMEpPU3auun UM nonepevyHoro
CLUMBaHNA NOSIMMEPOB.

0.3.3 Mpy ncuepnbiBaOLLE SKCTPaKUMKM ANUTEIbHOCTb 3KCTPaKUMU HE MOXeT 6biTb npednucaHa 3apaHee, HO BO3-
MOXHO MPUMEHWUTbL creayowuii metos. NpoBOAUTCA cepust nocnefoBaTeflbHbIX 3KCTpakuuii nytem obpaboTku npobHoro
obpasua pacTBOPOM Ha onpefeneHHbI Nepuos BPEMEHW, 3aMeHsi pacTBOP Ha CBeXWli M NOBTOPHO noasepras obpasel
06paboTke Ha onpefeneHHbIi Nepuog BpeMeHun, nosTopssa npouecc. Korga cogepxaHvwe ocagka npu n-ii mocnegosatesb-
HOI 3KCTpakumn cocTtaBuT ofHy pecaTyto (0,1) cogepxaHusi Npu NepBOi 3KCTPaKLUW, SKCTPaKUUs NpU3HaeTCs 3aBepLueH-
HOI. BO3MOXHO, 4YTO 3TOr0 He nNpou3oiAeT u3-3a NpefenbHO MeAJ/IeHHOW MurpauuM matepuana ¢ 605iee  BbICOKUM
MOJIEKY/IAPHLIM BECOM. VIHAMBMAYa/lbHble COAEPXaHWA ocafKa CKNafbiBaloT A1 MONYYEHUA CYMMApHOIO 3HAYEeHUs U
nyTem NponopLun Npo6HbIA 06paseL/pacTBOp CPaBHUBAIOT C YPOBHAMM 06pasua W. HakoHewl, ¢ usgenuem B uesom. Obluee
cofepxaHune octaTka 13 U3gennsa perMcTpupyeTcs Kak «NpoLeHT SKCTparnpyemoro BeLecTsa.

D.4 TllpumeHeHWe ocTaTka, MOJlyYEHHOTO B pe3ysbTaTe WcYepnbiBalowWweli 3KCTPakuuyM npu  GUOSIOrMYECKO
oLieHke

Mony4yeHHbI TakuM 06pa3oM OCTATOK PacTBOPSAIOT B MOAXOAALLEM pacTBOPEH MOryT B AasbHeilleM MCnonb3oBaTb
Kak NpoGHbI 06pasel, NPy 6MOIOTMYECKON OLEHKE B CeAYHLMNX LEensx:

a) 6yayum npobHbIM 06pasLoM B OGMOMOrMYECKMX UCCNEefoBaHUAX, OCTaTOK 4acTO SBNSETCA CMEChbI0 XMMUYECKUX
BewlecTB. lMpUMEHsIA OCTAaTOK B pasfinyHbIX OMOMOTMYECKNX MeTofax WUCCNefoBaHWs, MOXHO OLEHWTb MNOTEHUMasbHbIN
pviCK B Kaxkfoli G1oNornyeckoii KOHeYHoi Touke. MNpUMeHeHe ocTaTka B TeCT-CUCTEMax OMMCaHO B COOTBETCTBYHOLUMX pas-
penax 1S0O 10993 n ero npunoxeHusx, Hanpumep 1SO 10993-3 n IS0 10993-10;

b) [ns xummyeckoli XxapaKTepUCTVKM AaHHble XMMUYECKOro aHann3a ocTatka NpefocTaB/ifloT Mosie3Hy uHdopma-
UM AN XapakTepucTuku martepuana u/vnm ero XMMMYeckux KOMMoHeHToB (cm. 1S010993-13). Takas uHdOpMaLMs WHOr-
Ja MOXEeT nNpuBECTM K 3aK/IlYEeHW0, YTO B JasibHEWLNX WCMbITAHUAX HeT Heo6GXOAUMOCTM, OCHOBbIBasCb Ha
TOKCMKOMOrMYeCKO 3KBMBANIEHTHOCTY MaTepurany, UCNbITaRHHOMY K/TUHUYECKM.
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MNpunoxenne JA
(cnpaBo4Hoe)

CBefieHUs1 0 COOTBETCTBUM MEXTOCYAAPCTBEHHbIX CTaHAAPTOB
CCbINIOYHLIM MEXAYHAapPOoAHbLIM CTaHJapTam

Ta6bnunuya JA.1
O603HaYeHre N HaMMeHOBaHWe CCbIIOYHOTO CreneHb O603Ha4YeHVEe U HAMMEHOBaHNEe COOTBETCTBYHOLLErO
MeXAyHapoaHOro cTaHgapTa COOTBETCTBUSA MeXrocyJapCTBEHHOro cTaHAapTa
ISO 10993-1:2003 buonoruyeckas OLEHKa IDT FOCT ISO 10993-1—2011 W3penus mMeguumHCKue.
MeAVNLUMHCKUX n3genumin. Yacts 1. OueHka u uc- OueHka 61onorMyeckoro AeicTBus MeLULMHCKAX W3-
nbiTaHue fenuid. Yactb 1. OueHka 1 nccnenosaHuns
*
ISO 10993-2:2006 OueHka 6uonormyeckas —
MeAVNUMHCKUX mn3genuin. Yactb 2. Tpe6oBaHusi
K OXpaHe 3[40P0BbS XMBOTHBIX
ISO 10993-3:2003 OueHka 6uonornyeckas IDT FOCT ISO 10993-3—2011 W3penus meguumHCKue.
MeULUMHCKMX un3genuit. Yactb 3. VcnbiTaHus OueHka 6M0norMyeckoro AeicTBus MeLULMHCKAX W3-
Ha TEeHOTOKCMYHOCTb, KaHLLEPOreHHOCTb W TOK- penuii. Yactb 3. lccnegoBaHus T€HOTOKCMYHOCTM,
CMYHOCTb, B/IMAIOLLYIO HA PENPOAYKTUBHOCTb KaHL,EpPOreHHOCTN M TOKCMYECKOro AeiCcTBMSI Ha pen-
POAYKTUBHYIO (DYHKLMIO
ISO 10993-4:2002 OueHka 6uonormyeckas IDT FOCT ISO 10993-4—2011 W3genua mefuuuHCKue.
MeAVNLMHCKUX n3genuii. Yactb 4. Bblbop mcnbl- OueHka 61M0N0rMYeckoro AeicTBmMA MeAUUMHCKAX W3-
TaHUii. OTHOCSILLMXCS K B3auMOAENCTBUIO C Jenwvii. Yactb 4. VccnepoBaHus w3genwuii, B3avmo-
KpOBbIO [eCTBYIOLLMX C KPOBbIO
ISO 10993-5:1999 bBwuonornyeckasd oueHKa IDT FOCT ISO 10993-5—2011 W3genua mefuuuHCKue.
MeauUMHCKUX usgenuii. Yactb 5. VcnbitaHus OueHka 61onorMyeckoro AeicTBusa MeLULMHCKAX W3-
Ha LMTOTOKCUYHOCTb in Vitro penwii. Yactb 5. WccnepoBaHusi Ha  LMTOTOKCMY-
HOCTb: METOAbI iN Vitro
ISO 10993-6:2007 Buonornyeckass oOLeHKa IDT FOCT ISO 10993-6—2011 W3genua mepuuuHCKue.
MeaVUMHCKUX usgenuii. Yactb 6. VcnbitaHus OueHka 61oNorMyeckoro AencTema MeaUUMHCKAX W3-
ANna onpefeneHns nokasbHbIX 3dekToB no- penwid. Yactb 6. VccnenoBaHuss MecTHOro AelicTBust
cne vMnaaHTauum nocsie nMnaaHTauum
ISO 10993-7:1995 OueHka 6uonornyeckas IDT FOCT ISO 10993-7—2011 W3penus meguumHCKue.
MeAVLMHCKUX usgenuii. Yacte 7. OcTatkm npu OueHka 61MON0rMYeckoro AeicTBmA MeAUUMHCKAX W3-
cTepunn3aummn aTUIEHOKCMA0M Jenwvii. Yactb 7. OcTaTtoyHoe cofepxaHue 3TWUEeHOK-
cupa nocrne crepuamsauum
ISO 10993-9:1999 OueHka 6uonormyeckas IDT FOCT ISO 10993-9—2011 W3genua mefuuuHCKUe.
MeaUUMHCKMX un3denuit. Yactb 9. CTpykTypa OueHka 6uoNOrMYeckoro  AencTBus  MeULMHCKMX
naeHTMduKauMm 1 KBaHTUMKauum noTeHLu- ngenuii. Yactb 9. OCHOBHble MNPUHLMMALI WUAEHTU-
aNbHbIX NPOAYKTOB Pa3/IOKeHNs dvKauum “ KONMYECTBEHHOTO onpedesieHns MnoTeH-
UmanbHbIX NPOAYKTOB Aerpajaumm
ISO 10993-10:2002 OueHka 6uonornyeckas IDT FOCT ISO 10993-10—2011 W3penua MeauuuHCKMe.
MeauuMHCKMX m3genuit. Yacte 10. Mpobbl Ha OueHka 6M0oIorMyeckoro AeicTBus MegULMHCKAX W3-
pasgpaxeHue 1 asl/ieprmyeckyto peakuuio 3a- denwvin. Yactb 10. VccnefoBaHuns pasgpadkatoliero u
MeZ/IEHHOT0 TUna CeHCUbUNM3NpyHoLLEero AencTeuns
ISO 10993-11:2006 OueHka 6uonormyeckas IDT FOCT IS0 10993-11—2011 W3genvs MeOuUMHCKME.
MeAVUUMHCKUX m3genuin. Yactb 11. VicnbiTaHus OueHka 61MoN0rMyeckoro AeicTema MeOUUMHCKAX W3-
Ha CUCTEMHYO0 TOKCUYHOCTb fenuid. Yactb 11. WccnepoBaHus OOLLETOKCUYECKOrO
aencreus
NCO 10993-12:2007 OueHka 6uonormyeckas IDT FOCT 1S010993-12—2011 W3genuss MeauuMHCKMe.

MeAuLMHCKUX n3genuin. Yactb
npo6 ¥ 3TaNIOHHbIX MaTeprasnos

12. MoparoToBka

OueHka 610M0rMYecKoro AeVicTBUS MeAULMHCKNX W3-
genwvin. Yactb 12. MpurotoBneHve npob M KOHTPO/ib-
Hble o6pasLbl
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OkoHuaHve Tabnuubl JA. 1

O603Ha4YeHNe U HaVMEeHOBaHUEe CCbINIOYHOTO CreneHb O603Ha4YeHVe U HaMMEHOBaHWe COOTBETCTBYHOLLErO
MeXAyHapoaHOro cTaHgapTa COOTBETCTBUS MeXrocyfapcTBEHHOro cTaHaapTa
ISO 10993-13:1998 OueHka 6uonoruyeckas IDT FOCT 1S010993-13—2011 W3genusa MeauuMHCKue.
MeanumMHCKNX usgenuii. Yactoe 13. NpeHTtudm- OueHKa 61MO0N0rMYeckoro AencTBuA MeAULUHCKUX W3-
Kauuss M Ko/MMYecTBEHHas OLeHka NpoayKToB Jenuit. Yactb 13. WVpeHTudmkaums n KONMYECTBEH-
pasfnoxeHns B MOJIMMEPHbIX  MeLULUHCKNX Hoe onpegenexHve NPOAYKTOB nerpagauuu
ycTpoicTBax NOSIMMEPHBIX MeANLMHCKNX N3aenuii
ISO 10993-14:2001 OueHka 6uonoruyeckas IDT FOCT 1S010993-14—2011 W3genusa MeauuMHCKMe.
MeAVUMHCKUX n3genuin. Yactb 14. VgeHtudm- OueHka 61onornyeckoro AercTBUA MeULMHCKUX U3-
KaumMa M KOMNYeCTBEHHas OueHka NpoayKTOB penuvidi. Yacte 14. VgeHtTudmkaumsa u KOINYECTBEH-
pasnoXeHnsa Kepamukn Hoe onpefefieHWe NPOAYKTOB fAerpajauuv un3genui
N3 Kepamukm
ISO 10993-15:2000 OueHka 6uonornyeckas IDT FOCT 1S010993-15—2011 W3pgenus MeguuuHCKue.
MeAULMHCKMX n3genuwii. Yactb 15. NaeHTudwm- OueHka 6MO/I0rMYeckoro AecTBUS MEANLMHCKAX W3-
Kauus W KOMMYeCcTBEeHHas OLueHKa MpoAyKTOB penvii. Yacte 15. VgeHTudmkauma u KOMYECTBEH-
pasnoxeHus METa/I/10B U CNIaBoB Hoe onpefeneHne MPOAYKTOB Aerpajauvn usgenuii
13 MeTasI/1IoB 1 CMN/1aBoB
ISO 10993-16:1997 OueHka 6uonornyeckas IDT FOCT 1S010993-16—2011 W3pgenus MeguuuHCKue.
MeauUMHCKUX n3genuii. Yactb 16. KoHuenuus OugeHka 61MONOrMYECKOro AEeNCTBUA MEAULMHCKUX W3-
TOKCUKOKMHETMYECKUX UMCCNef0BaHWA  Npoayk- Jenwit. Yacte 16. MogenupoBaHue ¥ uccrnefoBaHue
TOB pasfiOKeHWs W BblllesiaymBaeMbiXx Be- TOKCUKOKMHETUKN MPOAYKTOB Aerpajaunv U BbiMblBa-
LecTs HUA
ISO 10993-17:2002 OueHka 6uonoruyeckas IDT FOCT 1S010993-17—2011 W3genusa MeauuMHCKMe.
MeAULMHCKMX u3genuii. Yactb 17. YcraHoBne- OueHka 61M0/I0rMYeckoro AecTBUsi MeANLMHCKAX W3-
HWe [onyCcTUMbIX NpefenoB BbilienaynBaeMblX fenuii. Yactb 17. YcTaHOBMeHWe MOPOroBbIX 3Haue-
BeLLEeCTB HWI ANs BbIMbIBAEMbIX BELLECTB
ISO 10993-18:2005 OueHka 6uonornyeckas IDT FOCT ISO 10993-18—2011 W3genus mMefuuMHCKue.
MeAULMHCKMX n3genuit. Yactb 18. Onpepgene- OueHka 61onornyeckoro AeicTBns MeULUHCKUX W3-
H/E XMMUYECKMX XapaKTePUCTUK MaTepnasion fenuii.  Yactb 18. lMccnepoBaHve — XMMWUYECKMX
CBOIiCTB Matepuasios
ISO/TS 10993-19:2006 OueHka 6unonoru- IDT FOCT ISO/TS 10993-19—2011 W3genus mMeauuuH-
yeckas MeauuMHCKMX u3genuin. Yactb  19. ckne. OueHka 6MOMOrMYecKoro AencTBus MeauumH-
dusunko-xmmmnyeckas, mopdponoruyeckas u To- CKUX n3genuii. YacTb 19. MccneposaHus
norpadmyeckasn xapakrepuctuka marepnasios M3NKO-XMMUYECKMX, MOPCIOSIOTMYECKMX U  Tonorpa-
hnyecKMx CBOWCTB MaTepuasio
ISO/TS 10993-20:2006 OueHka 6uonoruyec- IDT FOCT ISO/TS 10993-20—2011 W3genus mMeavuuH-
Kas MefuumHckmx usgenuii. Yacte 20. MpuHUm- ckne. OueHka 61oNorMyeckoro AercTBUA MeauLmMH-
Nl 1M MeTodbl  WUMMYHOTOKCUMKOMOTMYECKNX ckux umsgenuii. Yactb 20. TMpuHumnbl n  MeToAbl
MCMbITAHWI MEeANLMHCKNX U3aenuii nccnefoBaHUs  MMMYHOTOKCUYHOCTM  MeAMLIMHCKUX
nsgenuii
ISO 14971:2007 W3penusa mepuuuHckue. Mpu- IDT FOCT ISO 14971—2011 W3pgenua MeauUMHCKMe.

MEeHeHne MeHeKMEeHTa pucka K MeaAUUUNHCKUM
n3gennam

MpYMeHEeHNe MeHeMKMEHTa pUCKA K MeAMLMHCKAM
U3nenusm

* COOTBETCTBYIOLLMWIA HALMOHA/bHbIN CTaHAAPT OTCYTCTBYET. [l0 ero yTBEPXAEHUA PEKOMEHAYETCA UCTMO/b30BaTh
NepeBo/, Ha PYCCKUiA A3bIK AaHHOTO MEXAYHApOAHOro cTaHgapTa. MepeBos AaHHOTro MexayHapoaHOro cTaHaapTa Ha-
xoauTcs B defepanibHOM MHDOPMALMOHHOM (HOH/E TEXHUUYECKUX PETNTAMEHTOB M CTaHAapTOB.

MprMeuaHne — 8 HacTosILeli Tab/MLe MCMO/b30BAHO C/IEAYHOLLEe YCI0BHOE 0603HAYEHME CTENEHN COOT-

BETCTBUSA CTaHAapTOB:
- IDT — ngeHTUYHbIe cTaH4apThbI.

18




FOCT ISO 10993-12—2015

Bubnuorpadus

[1 ] ISO 10993-1. Biological evaluation of medical devices — Part 1: Evaluation and testing within a risk management

(2]

(3]
(4]

(5]
(6]
(7]

(8]
E)

[10]
[11]
[12]
[13]

(14]
(15]

(16]
(17]

(18]
(19]

(20]
(21]
(22]

(23]
(24]

(25]
(26]

(27]
(28]

[29]
(30]

(31]
(32]

(33]

process (OueHKka 6uonornyeckas meguunHckmx nsgenuii. Yactb 1. OueHKka U UCMbITaHUA B pamkax npolecca Me-
HepKMEeHTa pucka)

ISO 10993-3. Biological evaluation of medical devices —Part 3: Tests for genotoxicity, carcinogenicity and
reproductive toxicity (OueHka 6uonornyeckas MeavmumHCKMX usgenuii. Yactb 3. VicnbiTaHUMS Ha FeHOTOKCUYHOCTb,
KaHL,epOreHHOCTb M TOKCUYHOCTb, BIMSIIOLLYHO HA PeNpOAYKTUBHOCTb)

ISO 10993-5, Biological evaluation of medical devices — Part 5: Tests for in vitro cytotoxicity (Buonormnyeckas
oLleHKa MeULMHCKMX n3genuii. HacTtb 5. VicnbiTaHnsa Ha LUMTOTOKCUYHOCTS in Vitro)

ISO 10993-10:2010, Biological evaluation of medical devices — Part 10: Tests for irritation and skin sensitization
(OueHka 6uonornyeckass MeguLUUHCKMX msgenuin. Yacte 10. Mpo6bl Ha pasgpakeHue U annepruyeckyro peakumio
KOXM)

ISO 10993-18. Biological evaluation of medical devices — Part 18: Chemical characterization of materials (OueH-
Ka 6uosiornyeckas MeMUMHCKUX ngenuii. Yacts 18. OnpefeneHne XMMUYECKUX XapakTepucTMK MaTepuanos)

ISO Guide 30 Terms and definitions used in connection with reference materials (TepmuHbl 1 onpegeneHns, nc-
nosib3yemble B 061aCTV KOHTPOSIbHbIX 06Pa3L0B)

ISO Guide 31 Reference materials — Contents of certificates and labels (KoHTponbHble 06pasubl. CoaepxaHue
CepTUnKaToB N 3TUKETOK)

ISO Guide 33 Uses of certified reference materials (icnonb3oBaHne cTaHAapTHbIX 06pasLoB)

ISO Guide 34 General requirements for the competence of reference material producers (O6wue Tpeb6oBaHUs K
KOMMETEHTHOCTU U3roToBUTENEl CTaHAAPTHLIX 06pa3LoB)

ISO Guide 35 Reference materials — General and statistical principles for Certification (CtaHgapTHble 0bpasubl.
O6LWye 1 cTaTUCTUYECKNE NPUHLMMLI aTTecTaumm)

NF S 90-701, Medico-Surgical Equipment, Biocompatibility of Materials and Medical Devices, Methods for
Extraction, 1988

BRAYBROOK, J.H. and MAC KAY, G.A. Supercritical fluid extraction of polymer additives for use in
biocompatibility testing. Polymer International, 27,1992, pp. 157—164

UPHILL, P.F. and CHRISTOPHER, D.H. Developing a Positive Control for Cytotoxicity Testing of Medical Device
Materials, Medical Device Technology, Nov/Dec pp. 24—27
United States Pharmacopeia/National Formulary. <88* Biological Reactivity Tests, in vivo

MHLW Notification (Tsuuchi), Principles for Biological Safety Evaluation of Medical Devices, lyakushin
No. 0213001,2003.02.13

Memorandum (Jimu-renraku),Guidelines for Specific Biological Tests relevant to the Principles, issued by the
MHLW Notification No.0213001.2003.02.13. Iryokiki-Shinsa No. 36. 2003.03.19

OECD Environment Directorate, Chemical group and management committee, Third Meeting of OECD Experts on
Polymers (Tokyo, 14—16 April 1993), Chairman’s Report
EPA Proposed Rule 40, CFR Part 723 (58FR 7679, February 8.1993)
Ash, M. and I. Handbook of Plastic and Rubber Additives, An International Guide to More than 13000 Products by
Trade Name, Chemical, Function, and Manufacturer, Gover, USA, 1995 (ISBN 0-566-07594-6)

Matsuoka. A.. Haishima. Y., Hasegawa. C.. Matsuda. Y.. Tsuchiya, T. Organic solvent extraction of model
biomaterials for use in the in vitro chromosome aberration test. J. Biomed. Mater. Res.. Part A, 86. 2008.
pp. 13—22
Reid, R.C., Sidman, K.R., Schwope, A.D.,Till,D.E. Ind. Eng. Chem. Prod. Res. Dev., 19(4), 1980, pp. 580—587

Reid, R.C., Schwope, A.D., Sidman. K.R. Modeling the migration of additives from polymer films to foods and food
simulating liquids, MIT Industrial Liaison Program Report 1-14-84, Directory of Current Research; 3.04.077
Tsuji, K., Mizumachi, S., lida, K., Oba, T. Kobunshi Ronbunshu, 34(4), 1977, pp. 287—290

Oba, T., Tsuji. K., Nakamura, A., Shintani, H.. Mizumachi, S., Kikuchi, H., Kaniwa, M.A., Kojima, S., Kanohta, K.,
Kawasaki, Y.. Furuya. T., Matsumoto. K.. Tobe. M. Artificial Organs. 8(4), 1984, pp. 429—435
Shintani, H., Nakamura, A. J. Biomed. Mater. Res., 25,1991, pp. 1275—1286

Haishima, Y., Hayashi, Y., Yagami, T., Nakamura, A. J. Biomed. Mater. Res. (Appl. Biomater.), 58. 2001,
pp. 209—215

The Japan Society for Analytical Chemistry. Research Committee of Polymer Analysis. Polymer Analysis
Handbook, pp. 549—558, Kinokuniya-Shoten, Tokyo, 1995 (ISBN 4-314-10110-5 C3043)

Fuchs O. Solvents and Non-solvents for Polymers in Polymer Handbook (third edition), edited by Brandrup, J. and
Immergut, E.H., VII/379-VII/407. Wiley Interscience, 1989
Vondracek, P. and Dolezel. B. Biostability of Medical Elastomers: A Review, Biomater., 5,1984, p. 209

Adams, W.P., Robinson, J.B., Rohrich, R.J. Lipid Infiltration as a Possible Biologic Cause of Silicone Gel Breast
Implant Aging. Plast. Reconstr. Surg.. 101.1998. p. 64
European Pharmacopoeia 6.0. 3.1 Materials for Containers and Containers, pp. 337—370.2008

MHLW Notification by Director, OMDE, Yakushokuki-hatsu 0301 No.20. March 1. 2012. Basic Principles of
Biological Safety Evaluation Required for Application for Approval to Market Medical Devices

Vogel. A. Vogel's Textbook of Practical Organic Chemistry; Experimental Techniques (fifth edition), Chapter 2.
Revised by Fumiss, B.A. et al.. John Wiley & Sons. Inc., New York. 1989

19



FOCT I1SO 10993-12—2015

¥Y[K 615.46:002:006.354 MKC 11.100.20 P20

KnioueBble cioBa: MeAnUMHCKME n3aenusi, 6uonormyeckasi 6e30nacHOCTb, KOHTPOSbHBIV 06GpaseL, SKCTPakT,

3KCTPaKUUS

Pepaktop /1 C. 3umnnoBa
TexHuueckuii pegaktop B.H. MNpycakosa
Koppektop M.W. MapLunHa
KomnbtoTepHas BepcTka VIA. HanenknHon

CpaaHo B Habop 12.05.2015. MognucaHo B nevatb 19.06.2015. dopmaT 60x84%. MapHuTypa Apunarn.

Ycn. ney. n. 2.79. Yu.-u3g. n. 2,05. Tupax 37 ak3. 3ak 2205.

M3paHo n otnevataHo Bo ®ryMn « CTAHOAPTUH®OPM». 123995 MockBa. paHaTHbIi nep.. 4.
www.goslinfo.ru info@gostinfo.ru

IDT


http://www.goslinfo.ru
mailto:info@gostinfo.ru

