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Mpegucnosue

Llenn, oCHOBHble MPUHLMMbLI 1 OCHOBHO NMOPSAO0K NPOoBeAeHNs paboT MO MeXrocyfapCTBEHHON CTaH-
papTtusaumm yctaHosneHbl FTOCT 1.0—92 «MexrocygapcTBeHHass cuctema crtaHgapTtusaumn. OCHOBHble
nonoxeHuma» n FOCT 1.2—2009 «MexrocygapcTBeHHaa cuctema crtaHgaptusaumn. CtaHgapTbl MeEXrocy-
AapCTBEeHHbIe. NpaBuaa u pekoMeHAaLuum no MexrocyfapcTBeHHOW cTaHgapTusaunn. Npasuna paspaboTkuy,
NPUHATUA, MPUMEHEHUSA, OOHOB/IEHNS U OTMEHbI»

CBefeHnsa o ctaHgapTte

1 NOArOTOBJ/IEH ABTOHOMHOW HEKOMMEPYECKOI opraHnsaumen «MHCTUTYT MeANKO-61MOI0rnYecKmx
ncecneposaHuii ntexHonoruii (AHO «MMBUNT») Ha ocHOBe COGCTBEHHOIO ayTEHTUYHOIO NepeBoa Mexrocy-
[AapCTBEHHOrO cTaHAapTa, yKasaHHOro B nMyHkTe 5

2 BHECEH ®depgepa/ibHbIM areHTCTBOM MO TEXHUYECKOMY perysimpoBaHuto n metponorum (PocctaH-
fapr)

3 MPUHAT MexrocygapCTBeHHbIM COBETOM MO CTaHgapTusauum, MeTposiorum u ceptudmkaumn
(npoTtokon oT 27 mapTa 2015 r. Ne 76-11)

3a NpuHATNE NPOros1I0COBASIN:

KpaTkoe HavMeHOBaHWe CTpaHbl Mo Kog, cTpaHbl CokpalleHHOe HalMeHOBaHVe HaLVOHa/IbHOTO OpraHa
MK(NCO 3166) 004-97 no MK(MCO 3166) 004-97 10 CTaHgapTu3aumm
Benapycb BY FocctaHpgapTt Pecnyb6nukn benapych
KasaxcTaH K2 FocctaHpapT Pecny6nukn KasaxctaH
Kuprusuns KG Kbiprei3ctaHgapT
Monposa MD Mongosa-CtaHgapT
Poccusa RU PoccTtaHpapT
TapxuknctaH T TagxukctaHgapTt

4 TMpukasom PefepasibHOroO areHTCTBa No TEXHNYECKOMY PerysimpoBaHuio 1 METPOJIOrMK OT 27 anpens
2015 r. No295-cT mexrocygapcTBeHHbIN cTaHAapT FTOCT IS 010993-12—2015 BBeAeH BAeliCTBME BKavecTBe
HauMoHaIbHOTO cTaHgapTa Poccuiickon degepauymn ¢ 1 noHst 2016 T.

5 HacrtosAwwmii cTtaHgapT MAEHTUMYEH MexayHapogHoMmy cTaHgapTy ISO 10993-12:2012 Biological
evaluation ofmedical devices — Part 12: Sample preparation and reference materials (Buonormnyeckas oueHka
MeAULUNHCKNX n3aenuii. Yactb 12. MNpurotoBaeHne npob 1 ctaHgapTHble 06pasubl).

MepeBop c aHrNIACKOro A3blka (en).

CBe/fleH1s 0 COOTBETCTBUN MEXIOCYAapCTBEHHbIX CTaHAapPTOB CCbI/IOYHbIM MeXAYHapoAHbIM cTaHAap-
Tam npmBefeHbl B AOMO/THUTE/IbHOM NpuaoxeHun JA.

CTeneHb COOTBETCTBUA — MAeHTUYHaA (IDT)

6 B3AMEH IFOCT ISO 10993-12—2011

NHdopmaLusa 06 M3MeHeHUsAX K Hac T osiLeMy cTaHgap Ty Ny6/iMKye TCs B eXKerogHoOM MHopMaLMoH-
HOMYyKa3aTene «HaunoHanbHble CTaHA4apTbi», a TEKCT U3MEHEHUI M NONPaBOK — BeXeMeCa4YHOM MHAop-
MaLMOHHOM yKasaTesne «HaumoHanbHble cTaHA4apThi». B cnydyae nepecmoTpa (3aMeHbl) WX OTMEHbI
HacTosALWero craHgapTa COOTBETCTBYHLIee yBeAOM/IeHWe 6yaeT ony6/MKOBaHO B eXeMeCAYHOM
nHopMaLMOHHOM yKasaTersie «HaumoHanbHble cTaHAapThi». CooTBeTCTBYOWAaa nHopmauns, yse-
[OM/IeHMEe N TEeKCT bl pa3meLlan T ca Takxke B MH(OPMaLMOHHOV CUCTeMe 06LLLEer0 NO/Ib30BaHNA — Ha odu-
unanbHOM cainTe PefepasbHOro areHTCTBa N0 TEXHUYECKOMY PerysiMupoBaHuUio U MeTPOsIOrMn B CETH
MHTepHeT

© CTtaHgapTuHdopm. 2015

B Poccuiickoli ®egepaunv HacTosWMi CTaHAapT He MOXET 6bITb MOMIHOCTLIO MW YaCTUYHO BOCTNPOU3Be-
[AeH. TUPXUPOBaH M PacnpocTpaHeH B KauecTBe ohmumnanbHOro n3gaHus 6e3 paspeweHus degepasibHOrO
areHTCTBa No TeXHUYECKOMY PErYIMPOBAHMIO U METPOJIOTK
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BeBegeHve

Cob6ntogeHne nonoxeHuii ctaHgaptos cepum |S 0 10993 «OLeHKa 61M010rMYecKoro AeicTBna MeanLmH-
CKUX N34enunii» No3BoanT o6ecneunTb CUCTEMHbIM NOAXO[ K UCCe0BaHNIO 6MONOrMYecKoro AelicTBns mean-
LIMHCKUX U34ennii.

Llenbto aTux cTaHAapTOB He ABNseTCsA 6e3yc/I0OBHOE 3aKpernseHne eMHO06pasHbIX MeTO40B Ucceo-
BaHWIi N MCNbITaHWIA 3a rpynnamn 04HOPOAHbIX MeANLMHCKUX U3aenunii BCOOTBETCTBUM C MPUHATON Knaccudu-
Kauuer nxno Buay NAnANTE/IbHOCTN KOHTaKTa C OpraHM3MomMm vesioBeka. [oaTomy njiaHMpoBaHue nnposeeHne
nccnefoBaHNn UCMbITaHUI O/MKHbBI OCYLLECTBASATL CNELnanncTbl, MMeoLLMe COOTBETCTBYHOLLYIO MOATOTOBKY
M onbIT B 061aCT CaHUTapHO-XUMUNYECKOW, TOKCUMKOSIOrMYECKOW M BUONOrMYeckon OLLEeHOK MefuLMHCKUX
n3penvi.

CraHpapTbl cepun ISO 10993 ABMAOTCA PYKOBOAAWMMMN OKYMEHTaAMU A1A MPOrHO3MpoBaHus N uccne-
[0BaHNsA 6UONOrMYecKoro AeicTBNSA MeULMHCKNX N3aennii Ha cTaann Bbibopa MaTepuanos, npejHasHayeH-
HbIX 4191 X U3rOTOBJ/IEHMSA, a Takxe A1 uccriefoBaHnii FOTOBbIX U3AE/NIA.

B ceputo MCO 10993 BX0oAAT criegytowme yactu nog o6wmm HasBaHnem «OueHka 61M0s10rnyeckoro
OecTBUA MeULMHCKNX N30e/niix»:

yacTb 1 — OueHKa 1 nucnblTaHNsA B paMKax npoLecca MeHeKMeHTa pUckKa;

yacTb 2 — TpeboBaHMsA KOXpaHe 340POBbS XUBOTHbIX;

4acTb 3 — lCnbITaHWA Ha FeHOTOKCUYHOCTb. KaHLLePOreHHOCTb Y TOKCUYHOCTb, BAINSAIOLLYIO Ha Penpoayk-
TUBHOCTb;

4acTb 4 — BbI6Op UCNbITaHWI, OTHOCALLUXCSA K B3aMOAENCTBUIO C KPOBbIO:

yacTb 5 — lMcnbiTaHNA Ha LMTOTOKCUYHOCTL: MeTOAbI in Vitro:

yacTb 6 — WcnbiTaHna o onpegesieHns TIoKa/ibHbIX 3deKTOB NOocne uMnaaHTauuu;

YacTb 7 — OcCTaTKu Npu cTepunnsauum aTUIEHOKCU0M;

yacTb 9 — CTpyKTypa ugeHTumkaymm n KsaHTUUKaLm noTeHLmaibHbIX NPOAYKTOB Pa3/IoXeHUs:

YacTb 10 — Mpo6bl Ha pasapaxeHUs 1 aifiepruyeckyo peakLumnio Koxu;

yacTb 11 — McnbiTaHMA Ha CUCTEMHYH TOKCUYHOCTD;

yacTb 12 — lpurotoBneHne Npo6 1 KOHTPOJIbHbIE 06pasLbl;

yacTb 13 — VaeHTudmKaumsa n KoinvyecTBeHHas oLeHKa NPoAyKTOB pas/ioXeHUs B MOJIMMEPHbIX Meaun-
LIMHCKNX YCTPOMCTBAX;

yacTb 14 — NaeHTudmrKaumsa n konnvyecTBeHHas oOLeHKa NpoAyKTOB Pas/ioXeHNs KepamMuku;

yacTb 15 — VaeHTuukaymsa v KonnyecTBeHHas oLeHKa NPoayKTOB Pa3fioXeHUss MeTas1/ioB 1 CM1aBoBs;

YacTb 16 — KoHLenumsa TOKCUKOKMHETUYECKUX UCCef0BaHN NPOAYKTOB Pa3/iIoXeHUs U BbllieladmBae-
MbIX BELLECTB;

yacTb 17 — YcTaHOB/1eHNe AONYCTUMbIX NPEeAEeNoB BblllesladyMBaeMblX BELWECTB;

yacTb 18 — OnpepfeneHne XMMUYECKNX XapaKTePUCTUK MaTepnasios;

yacTb 19 — Pusnko-xmMmunyeckas, Mopdosiornyeckas n tonorpaduyeckas xapakrepucTuka marepmanos
(TexHn4eckue TpeboBaHUsA);

YacTb 20 — lMpUHLUMNBI U METOABI NCC/IEA0BaHNA UMMYHOTOKCUMKOOTMYECKNX NCTbITAHNIA MEeANLMHCKNX
n3gennin (TexHmyeckme TpeboBaHums).

HacTtoswuii ctaHgapT cofepxXxuT TpeboBaHUs U MeToAbl NPUroTOB/IEHUS UCCreflyeMblX NPo6 1 BbIGOP
CTaHAapTHbIX 06pa3LoB A4/ NPOBeAEHUA UCCef0BaHNI C Lefblo OLEHKN GUOMOrMyeckoro AencTensa megum-
LMHCKUX U30e/unii.

MeToabl NPUroTOBIEHUA NPOB6 AO/HKHBI YUUTLIBATL HA3HavYeHne, NpUpoay marepuana u MeTofbl OLEeHKU
610/10rN4ecKoro AencTeuns, BKAOYasA UCMNO/b3yeMble MaTepuasibl, 3KCTPaKLMOHHbIe pacTBOPbI 1 YCI0BUS.
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M E X T O CY 4 AP CTUBEHH b # C T A HAOAPT

M3penva meanumnHcKue
OLLEHKA BMOJIOTMYECKOIO AENCTBUA MELVNLVHCKNX U3LENNN
YacTtb 12

MpuroToBneHne Npo6 1 KOHTPOJ/IbHbIE 06pa3ybl

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

fata BBegeHns — 2016—06—01

1 O6nacTb NPUMEHEHUS

HacTtosiwuii ctTaHAapT ycTaHaB/MBaeT METOAbI NPUTrOTOB/IEHUS NPO6 1 BbIGOpa KOHTPO/IbHbLIX 06PasLIOB,
MNCMO/Ib3yeMbIX /151 OLleHKN 61MON0rMyecKoro AeicTBmS maTeprasioB U MeAULMHCKUX U3genuii (qanee — nsge-
Nnii) B 6UONOrMYECKNX CUCTEMAX B COOTBETCTBMW CO cTaHAapTamu cepum 1ISO 10993. n BkNoyaeT B cebs:

- BbIOOp Matepuasna Ans uccrefoBaHus:

- BbIGOp penpe3eHTaTUBHOM YacTu U3genms:

- NPUTrOTOBJ/IEHNE NCCeayeMOoi Npoobbl;

- 9KCMepUMeEHTa/IbHbIA KOHTPO/b;

- BbIOOP KOHTPO/IbHbIX 06Pa3LOoB 1 TPe6oBaHNA K HAM.

HacToswmi ctTaHgapT He pacnpocTpaHaeTCs Ha MmaTtepuanbl WV N3gesnvs, Cogepxalline XnBble KNeTKu,
HO MOXeT OTHOCUTbLCS K MaTepuasy uan KOMNoHeHTam n3genns KOM6UHNPOBaHHbIX NPOAYKTOB, COAepXaLlmux
XUBbIe KNeTKN.

2 HopmaTuBHbIE CCbIKN

[ns npumMeHeHUs HacTosLWero ctaHaapTa Heo6XoAVMbI CleAytoLLMe CCbIIOYHbIe AOKYMEeHTbI. [Ana gatu-
POBaHHbIX CCbI/IOK NPUMEHSIETCSI TO/IbKO YKa3aHHOEe U3aHne CCbIJIOYHOro AOKYMEHTA, AN HeAATMPOBaHHbIX
CCbI/IOK MPUMEHSAIOT NOoc/iefHee n3aaHne CCbIZIOYHOTO OKYMeHTa (BK/1loUasi BCe ero U3MeHeHus).

B HacTosWeM cTaHAapTe MCNOMb30BaHbl HOPMaTUBHbIE CCbIJIKM Ha cneaytowme cTaHaapThbl:

ISO 10993 (Bce yacTtu) Biological evaluation of medical devices (OueHka 6uonornyeckoro AemncTeus
MeAVLMHCKUX N3aenunit)

1S 014971 Medical devices. Application ofrisk management to medical devices (13aenvs meguumHcKme.
MprMeHeHVe MeHeAKMeHTa prcka K MegULUHCKUM U34ensim)

3 TepMuUHbI 1 onpeaeneHns

B HacTosleM cTaH4apTe NprYMeHeHbl criefytolme TePMUHbI C COOTBETCTBYHOLWMMM OnpeaeneHnsamMmu:

3.1 yCKOpeHHas aKcTpakumsa: Jlio6as aKCTpakuusi, KoTopas o6ecneynBaeT n3MepeHve Bbllenaymsa-
eMbIX UM 3KCTparvpyemMbix BeWeCcTB U3 U3gesiust Win Mmatepuana, npy ycioBusix, COKpaLlatoLMx Bpems Bbllle-
NaunBaHUs BELEeCTB B SKCTPArvpylowyl XWAKOCTb, HO He MNPUBOAAT K XUMUYECKUM WU3MEHEHMSIM
3KCTparmpyembix BELECTB.

MpumeyaHue — Mpumepamn yCOBUIA YCKOPEHHOW 3KCTPaKLUKU SBNSAIOTCA NOBbIWEHHAs TemMnepaTtypa, BO3-
GyXAeHME. CMEHa aKCTparupyloL e X1MAKOCTU U T. 4.

N3paHne opuynanbHoe
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3.2 KOHTPONbHbIV pacTBOp: PacTBOp, NpMMEHsIeMbIii 4/19 NPUTOTOB/IEHUS] 9KCTPAKTa, XPaHsLWmicsa B
MOEHTUYHOW EMKOCTU 1 NOABEPratoWmniics TEM Xe YC/TIOBUSIM, UTO U PacTBOP C UCC/leyeMbIM MaTepuasiom Bo
BpPEMs 9KCTPaKL MK, HO He CoAepXKaLLuii ero.

MpumeuyaHune — KOHTPO/bHLI PacTBOp NpefHa3HauYeH AN OLEHKN BO3MOXHbIX MOrPeLHOCTeN, BbI3BaAHHbIX
€MKOCTbI0, UCNO/b3YEeMOi NPW IKCTPAKL UM, IKCTPArupyoLW e XnaKocTbl0 U NPOLLECCOM IKCTPaKLuN.

3.3 cepTunuMpoBaHHbIi KOHTPONbHbI 06pasel,; CRM: O6pasey maTepuana, ConpoBOXAaEMbI
cepTUdMKaTOM, C YCTAHOBNEHHbLIMU MO pe3ysbTataM UCMbITaHWi 3HaYeHUSMU OAHOM U 6onee BENUYUH,
XapakTepusyoLmnx coctaB WM CBOWCTBO 3TOro BellecTBa (MaTepuana) v farlmnx BO3MOXHOCTb TOYHOrO
onpepesieHNst KONIMYECTBEHHbIX XapaKTePUCTUKCOTK/IOHEHUSIMU Ha YCTaHOB/IEHHOM [OBEPUTENIbHOM YPOBHE.

[PykoBoacTBo ISO 30:1992, onpeaeneHuve 2.2J

3.4 npeyBenunyeHHas aKcTpakumna: Jlrobasn akcTpakumsa, npegHasHavyeHHas 4na nonyyveHms 6onbLiero
KO/INYecTBa BbIAENIAEMOro XMMNYECKOro KOMMNOHEHTa MO CPaBHEHUIO C KOJIMYECTBOM, BblpabaTbiBaeMbIM Mpu
MoAeNMpyemMbIX YC/I0BUAX UCNOMb30BaHNA.

MpumeuyaHne — Heo6XxoANMO y6e4NTLCS B TOM. YTO NpeyBeinyeHHas 3KCTPaKLus He MPUBOAUT K XMMUYECKAM
M3MEHEHUAM 3KCTparupyemMoro Matepuana unm seljecrsa.

3.5 ucuyepnbiBallWas 3KCTpakumsa: IKCTpakuma A0 MOMEHTa, KOrga KOAM4ecTBO BbIMbIBAEMOIO
Martepuasia B NocneayoLleli aKCTpakumm coctaBnseT MeHee 4em 10 % Kosm4yecTBa, O6HApPYXXEHHOro nyTemM
rpaBMMEeTPUYECKOro aHasin3a B nepBoHavasibHOM aKCTPaKLnn.

MpumeuyaHue — Tak Kak McHepnbiBalLW Uil xapakTep 06HapYXeHUs 0CaAKOB NMPOAEMOHCTPUPOBATbL HEBO3-
MOXHO. MPUMEHSAETCA onpeAeNieHne ucuepnbiBatoL el akcTpakyum, NpuBeAeHHoe Bbille, TaKKe CM. npunoxeHue C.

3.6 3KcnepuMeHTalbHbI/i KOHTPONbHbLIV 06pasel: O6pasel BeLWECTBA C XOPOLIO M3YyUYeHHbIMU
peakuMsiMmn, KOTOPOE UCMO/b3YETCsi B KOHKPETHOM TeCT-CUCTEME /151 MOMOLLM NP OLeHKe peakuuii TecT-cuc-
TeMbl Ha NpeAMeT BOCNPOU3BOAUMOCTY Y COOTBETCTBUS.

3.7 aKcTpakT: PacTBop, MOJMy4YeHHbI B pe3ysibTaTe 3KCTpakuMu UCclefyeMoro matepuana win
KOHTPOJIbHOIO MaTepuana.

3.8 aKcTparupyemblie BellecTBa: BellecTBa, KOTOpble MOTYT BblAe/ISTbCS U3 MeAULUHCKOro U3aenus
NN MaTepuana npy UCNosib30BaHUN 3KCTPAKLUMOHHOTO pacTBopa W/WUAN YCNOBUIA 3KCTPaKLUK, KOTopble, Kak
MUHVMYM, TaK e arpecCUBHbI, KaK YC/IOBUS KNIMHUUECKOTO NPUMEHEHNs.

MpumeyvyaHune — KOHTPONbHLI 06pasel, Ha3blBalOT FOMOrEHHbIM, €Cnu 6MONOrMYeCcKnii OTBET Ha KOHKpeTHoe
ncnbiTaHNe HaxoauTCA B paMkax 0603HaYeHHbIX NpeAeioB HeonpeaeneHHOCTN UCNbITaHUsA, BHe 3aBUCMMOCTU OT napTuu
UMn cepun NCXOoAHOro MaTepuana Ans TecTupyemoro o6pasua.

3.9 BblleaunBaomMbio BewecTBa: BewlecTBa, KOTOPbIE MOTYT BbIAENSATLCA U3 MEAWLUHCKOIO U3je-
VS NN MaTeprana npy KIMHAYECKOM NPUMEHEHUN.

3.10 oTpuuaTefibHbI KOHTPOL: J11060i 4OCTATOUHO OXapaKTepPM30BaHHbIN MaTepuasn Um BeLLecT-
BO. KOTOPbIe, NOABEPrasiCb UCCMeA0BaHUNIO N0 ONUCAHHOM MeToAMKe, NOKa3bIBaOT NPUrOAHOCTL 3TO MeToau-
KW AN NOMyYeHUsi BOCMPOU3BOAMMOIO, COOTBETCTBYIOLLETO OTPULATENIbHOIO, HEpPeakTUBHOIO WAn
MUHUMa/IbLHOIO OTBETA BTECT-CUCTEME.

MpumMeyvyaHune — Ha npakTuke B KayecTBe OTPWLATENIbHOTO KOHTPO/S WCMOMb3YOT KOHTPOJ/IbHbIE 06pasLibl,
BO3MOXHO NpYMeHeHe (hOHOBbIX U 3KCTParnpyemblx pacTBOpOB.

3.11 monoXnTeNbHbIN KOHTPOb: Jllo60oI fOCTAaTOYHO OXapaKkTepu3oBaHHbIi MaTepuan uim BelecT-
BO. KOTOpble, MOABeprasichb UccnefoBaHUIO MO ONMCAaHHOM MeTOAMKe, MOKasbIBAKT MPUrogHOCTL 3TOM MeToAM-
K/ A1 MOJSTly4eHnst BOCMPOU3BOAMMOro, COOTBETCTBYIOLLEro MNOJSIOKUTE/IBHOrO WAN peakTUBHOIO OTBeTa B
TecT-cucteme.

3.12 KOHTpONbHbI/ 06pasel; CO: MaTepuan unu BeLecTBO, KOTOPble MeKOT O4HY 1nn 6onee focTa-
TOYHO rOMOreHHbIX HOPMUPOBAaHHbLIX XapakTePUCTUK 1 NpeiHa3HauveHbl 47151 Ka/IM6POBKY annaparypbl, OLEeHKU
MeToAa N3MepPEeHUs Un onpeaeneHns Kosim4eCTBEHHbIX XapakTepucTuK matepuana.

[PykoBoacTBo ISO 30. onpegeneHune 2.1]

MpumMeuyaHune — B HaCcTosAWEM CTaHAAPTE KOHTPO/IbHLIM 06pa3LOM ABAsSeTCs 060 LOCTATOUHO ONpeseneH-
HbIli MaTepuan uiu BelwecTBo, KOTopble, N04Beprasich MCCAeA0BaHMI0 N0 ONUCAHHONK MeTOANKe, NOKAa3biBaOT NPUTOAHOCTb
METOAUKN 4151 NOYYEHNS BOCNPOU3BOAUMOTO, NPEACKA3yeMoro pesynbrara. Pe3ynbTart MOXeT 6bITb MOMOXKUTENbHLIM UK
OTpULATESIbHBIM.
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3.13 mopgenupyemasi aKCTpakuma: IKCTpakuus, NpoBOASLAsCS METOAOM, MOAEIMPYIOLMM UCMNOSb-
30BaHve U34enuns, U AEMOHCTPUPYOLLAs COOTBETCTBYE TPe60BaHMAM HACTOSALWEro cTaHaapTa OLEeHKOoN ypoB-
Hell BbllWenaunBaemblx U3 n3genuii BeWwecTs, KOTOpble BO3AENCTBYIOT Ha NayveHTa Uam nonb3osaTens npu
COOTBETCTBYOLWEM MUCMOb30BaHUN N3AE/US.

NMpnmeyaHune — AHanutuyeckan nabopatopus o6sa3aHa NPoAEeMOHCTPUPOBATL, YTO MOJEeNNpyemMas aKCTpak-
LS MPOBOAMUTCS MpPU YCNOBUAX HaubGonbliel Tpe6oBaTelbHOCTH K NpejnoaaraeMoMy UCMoNb30BaHUo. MogennposaHue
MCNONb30BAHUS N3[eNNs NPOBOAST C y4eTOM TOro, YTO U3[e/INo NpuceanBalT Hanbosiee CTPOrylo BO3MOXHYIO KaTeropuio
no ANNTeNbHOCTN BO3/eCTBUSA, a Takke NPUHMMAIOT BO BHUMaHWe 3aAeiicTBOBaHHblIe TKaHu 1 TemnepaTtypy Bo3jeiicTensa.

3.14 cTabWNbHOCTb KO/IMYECTBEHHbIX XapaKTepucTuk: Cnoco6HOCTb mMaTepuana noafepxvBaTb
KOHKPETHbI YCTaHOB/IEHHbIV 6MOIOMMYECKUii OTK/IMK B paMKax 0603HauYeHHbIX NpeaenoB npu xpaHeHuu npu
0603HaYeHHbIX YC/IOBUSAX B TEYEHWE ONPEAE/IeHHOr0 Nepuoia BpeMeHuU.

MpumeuvuaHune — Cwm. Pykosogctso ISO 30. onpegenexne 2.7.

3.15 uccnegyemsblii matepuan: Martepuan, usgenve, 4acTb U3Aenusi MMG0O ero KOMMNOHEHT (UK ero
TUNWYHBIY 06pasel, NPOU3BEAEHHbI U 06PaBOTaHHbIN 3KBUBA/IEHTHLIMU MeTogamu), NPOGY UM 3KCTPaKT
KOTOPOro 0TGUPatoT ANs1 BUONOrMYECKOro UM XMMUYECKOTO NCCNef0BaHNS UMW OLLEHKU.

4 OCHOBHble TpeboBaHUsI

4.1 B ISO 14971. npu onpefeneHnn ornacHOCTU N OLEHKe pucka MeaULUHCKUX U3AeNniA, onacHOCTb,
BO3HMKalLWasa B pe3ysibTaTe N3MeHeHUi i B npouecce NpPovM3BOACTBa UM HEAOCTATOUHOrO KOHTPO/ISA NMpoun3-
BOACTBEHHOrO NpoLecca, A40/HKHa 6bITb yYTeHa NpuY NJaHNPOBaHUN 1 NOATOTOBKE 06pa3L,oB A/151 UCMbITaHWUIA 1
NPUroTOB/IEHUN 3KCTPAKTOB U3 3TUX n3genuii. Ocoboe BHUMaHWe cnegyeT yaenaTb OCTaTOUHbIM BellecTBam
3TUX NPON3BOACTBEHHbIX NPOLLECCOB, HANPMMEP OCTATOYHbIM BELLEeCTBaM, OUUCTUTENAM U Ae3NHpEKTaHTaM.

4.2 Tak kak ISO 10993 onucbiBaeT MHOXECTBO Pas/IMUHbIX CUCTEM GMONOTMYECKNX MUCCNenoBaHunii,
Heo6XxoAMMO CBEPUTLCSA C MHAMBUAYa/IbHbIMU CTaHgapTaMu A onpeaesieHns NPUrogHoCTU AaHHbIX PeKo-
MeHpaLuunii ANA KOHKPETHbIX TECT-CUCTEM.

4.3 3KcnepuMeHTasIbHbIi KOHTPO/bHbIM 06pa3el, NCNOoNb3YHOT AN NOATBEPXKAEHNA METOANKN TECTUPO-
BaHWA n/Mnn AN cpaBHeHUs pe3ynibTaToB pasHbIX MaTepuasioB. B 3aBUCUMOCTHM OT TOrO, Kakoli MmeTof, nccne-
[OBaHMSA OUONOrMYEecKoro AencTBMSA WCMOMb3YIOT, B KayecTBe MNOAXOAAWEro MOXeT OblTb BblOpaH
oTpULaTeIbHBIA NN MONOXUTENBHbIN KOHTPO/Ib IN60 KOHTPOSIbHBIM pacTBop.

MprumeuaHune — OAUH M TOT Xe KOHTPOJbHbI 06pasel, MOXeT GblTb UCNOJb30BAH @ Pa3/IMYHbIX MeToAax
nccnefoBaHna U MOXeT JonyckaTb NepekpecTHbIe CCbI/IKW Ha Apyrue yCTaHOB/IEHHbIe MaTepuasbl U MeToAbl nccneoBa-
HUsA. lonoNHUTEeNbHOE PYKOBOACTBO N0 BbIGOPY 3KCMEPUMEHTaIbHOTO KOHTPOSA NPUBEAEHO B NpUioxeHun A. Micnonb3o-
BaHNe NON0XNTENbHOTO KOHTPOA A48 UCTbITAHWI )N ViVO MOXET 3aBUCeTb OT HOPM 61aronoNy4Yunst XUBOTHbIX.

5 KoHTposibHble 06pa3ubl

5.1 O6uwme NnonoxeHus

KOHTpo/ibHbIe 06pa3Lbl NPeoCcTaBAAOT Creunann3npoBaHHble naéopaTopumn. 3T nabopatopuu onpe-
AeNnsioT XMMUyeckme, onsnyeckme 1 61onormieckme xapakTepucTmku. imetowmecsi Bnpogaxe o6pasupbl nsae-
NN . NPUMEHSIEMbIX B MEAMLNHCKOW NPAKTUKE, MOTYT 6bITb MCMO/Ib30BaHbl B KA4EeCTBE KOHTPO/IbHbIX 06Pa3LIoB.

MpumeuvuaHune 1— Cm. PykoBogcTeo ISO 35.

KOHTponbHbIli 06pasel, BbIGUPAKOT C YYETOM EF0 BbICOKOI CTEMEHMW UACTOThI, CNELUGUUYECKUX XapaKTe-
PUCTUK. COOTBETCTBUSA NpenofiaraeMomMy NpUMeHEHNI0 nobLLei AoCTyNnHOCTU. Cneunduyeckne XMMUYeckue,
husnueckne 1 6UoNOrMUYecKue XxapakTePUCTUKN ONPeaEeNsoT Npu Mex1abopaTopHbIX UCCNEA0BAHUAX B TPEX
1N 6osiee nabopaTopusix 1 NPeAOCTaBASOTCS NCC/Ie[0BaTEO NMOCTABLLNKOM.

NMpumeuaHune 2— [ns nonb3oBaTtenei 6yaeT HENUWHUM NONyYeHUE 3aBEPEHUs OT NOCTaBLYNKOB KOHTPO/Ib-
HbIX 06pa3LoB B TOM. YTO 3TV MaTepuanbl 6yayT AOCTYNHbI NONb30BaTENO B TeYEHNE N0 MeHbLUEW Mepe NAT neT. BTopbim,
MeHee XefnaTesibHbiM, BAPMAHTOM SIBAsieTCA Ny6auKauma UCTOYHUKOB KOHTPOJIbHbIX 06pa3LoB UAN cepTUmnLNpoBaHHbIX
KOHTPO/IbHbIX 06pa3L0B «OTKPbITOW hOpMYbl» MaTepuana, T. €. Ny6ankaunsa UCXOA4HbIX MaTepuanos u getaneii o6paboT-
KN. HE06XO04NMbIX A1 06ecneyYeHnss O4HOPOAHbLIX NAaPTUA KOHTPO/TbHBIX 06Pa3LL0B.



FOCT ISO 10993-12—2015

5.2 CepTudmKaums KOHTPO/IbHbIX 06pa3LoB ANa UccnesoBaHus 6uonornyeckoii 6e3onacHocTr

5.2.1 OueHKa KayecTBa KOHTPO/IbHOTo o6pasLa siBAsieTca Npoueaypoii, KoTopasi ycTaHaB/IMBaeT Ync-
NeHHOe WM KONMMYeCcTBEHHOE 3HavyeHne GUONOrMyecKoro oTeeTa martepuana npu onpegeneHHbIX YCnoBusax
ncnbiTaHUs, o6ecneynBas BOCNPOM3BOAMMOCTbL OTBETA Kak B/1abopaTopHbIX, TaKN B MeX/1abopaToOpHbIX YC/10-
BUAX. lnana3zoH 61MOI0rMyecknx OTBETOB, CBA3aHHbIX C MaTepmnasiom, yCcTaHaBIMBaOT NyTeM /labopaTopHbIX
nccnenoBaHUA.

MpumevaHnne — Cm. PykosoacTeo ISO 34.

5.2.2 Martepuasnbl cepTUdULNPYIOTCA NOCTaBLUMKaMN KOHTPO/IbHbIX 06pasLoB. MNocTaBLmK onpeaens-
eT npefenbHble XMMUYeECKMe U u3nYeckne xapakTepucTukn. OTaesibHble naboparopuu, UCNONb3ylowmne
KOHTPO/IbHble 06pas3Lbl, onpeAenstoT GUONOTMYECKYI0 XapakKTepuCcTuKy, Heo6XoAuMYI0 ANa YTBEPXAeHUS
CTaHfapTHOro obpasua A/1s onpeesieHHOro UcnblTaHns uin npoueaypbl. MaTtepuasnsl, MmeroLmnecs B npoja-
Xe. MOTyT UCMOJb30BaTbCA Kak KOHTPOJIbHbIE 06pasLibl, €C/IM OHU CepTULMPOBaHbI U NPUrOAHbLI 418 UCTbI-
TaHW.

5.2.3 CepTudukaumsa KOHTPONIbLHOIo o6pas3ua ABNAeTCsA NpoLeAypo, KoTopas ycTaHaB/IMBaeT KayecT-
BEHHOEe WM KOJIMYeCTBEHHOE 3HaYeHne 6UO/I0rMYECcKOro oTBeTa MaTepuana npu onpeaeneHHbIX YC/1oBUsax
UCMbITaHUA. STOT MPOLLECC CNYXUT ANA YTBEPXAEeHUS UCNbITaHUA MaTepuasia Ha KOHKPETHbIN OTBET U NPUBO-
OWT K Bblgaye cepTudmkaTta. bBrnonornyecknii oTeeT maTepuasia ycTaHaBIMBaOT NMyTeM MexiabopaTopHbIX
nccnenoBaHUiA.

6 Mcnosib3oBaHMe KOHTPO/IbHbLIX 06pa3LOB B KayecTBe
3KCMNepUMEHTa/IbHOINO KOHTPO/IA

6.1 KOHTpOMbHblE 06pasLibl WU CepTUHNLNPOBAHHbIE KOHTPO/IbHbIE 06pasLibl UCMO/b3YOT B 61MON0TU-
YeCKUX UCTIbITaHNAX Kak KOHTPO/IbHbIe MaTepurasibl, AEMOHCTPYPYOLLME NPUroAHOCTL NPoLeAypbl A5 nonyye-
HMS  BOCMPOU3BOAMMOrO pe3ynbTara, MNONOXUTENIbBHOrO W/wuAn oTpuuartesnibHoro. Jlio6oit matepuan,
MCNoNb3yeMblii TaKUM 06pa3oM, XapakTepusyeTcs Npu Kaxgoi npoueaype 61010rMyeckoro ucnbiTaHus, ans
KOTOpOIi XOTAT MCMo/b30BaTb MaTepuasn. Martepuas, oxapakTepu3oBaHHblii U 3aTeM CepTUULNPOBaHHbIN
[ANSt OHOTO KOHTPOJIbHOTO MeToAa UCCNEefOoBaHUst UKW OTBeTa, Hanpumep rmMnepyyBCTBUTENILHOCTU 3amef-
JIEHHOTO TVNa, He A0JKeH GbITb MCNO/Mb30BaH Kak CTaHAAPTHLIM o6Gpasel, ANs APYroro, Hanpumep LMTOTOK-
CUMYHOCTK. 6€3 AOMNOJSIHUTENIbHOTO YTBEPXAEHUS.

MpumeyaHune — Mcnonb3oBaHne KOHTPONLHOTO o6pasya o6aeryaeT CNYeHe pesynbTaToB B pasHbix na6o-
patopusx U nomoraeT npu oLeHKe BOCMPOU3BOANMOCTU Pe3ynbTaToB UCMbITAHWA B OTAE/bHbIX labopaTopusix. Ans cpas-
HeHna 61M0N0rMYeckoro oTBeTa XenaTeslbHO NCNO/b30BaTh KOHTPO/IbHbIE 06pasLbl C AMnana3soHoM OTBETHbIX peakuuii, Ha-
npumMep MUHUManbHbI, CPpeAHNIA KN pe3Knii.

6.2 KOHTpO/ibHble 06pasLbl, UICNOJIb3yeMble BKAYeCTBE IKCNepUMeHTaTIbHOrO KOHTPOSIS, A0/DKHbI Y/A0B-
NeTBOPSITb YCTAHOB/IEHHbIM TPe6OBaHUSIM KKayecTBY, rapaHTUpyeMomy npoueaypammn n3roToBUTENSA U UCTIbI-
TaTenbHO Na6oparopumn. OHU JO/MKHbI CONPOBOXAATLCS CBEAEHUAMU 06 UCTOUHVKE, N3TOTOBUTESE, CTEMEHN
YnCTOTbI M TUNe. CTaHAapTHbIe 06pasLbl 06pabaTbiBalOT COr/IACHO NOSIOKEHUAM pa3aena 8.

6.3 KOHTpO/IbHbIE 06pasLbl, UICMOJIb3yeMble B KAUeCTBE IKCNePUMEHTa/TbHOTO KOHTPOSS, f0/HKHbI HAXO0-
AVTbCS B TOM Xe K/lacce MaTepuasos, YTo U ucciesyemolii o6pasel, T. . NOIMMEP, KepaMuka, MeTassl, Kosijio-
MaunT. 4. TemM He MeHee YMCTble XMMUYECKNE BeLeCTBa MOTYT 6bITb UCMO/Ib30BaHbl AJ/151 SKCNEePUMEHTA/TLHOTO
KOHTPO/IA MpoLeayp UCMbITaHWUlii, OCHOBaHHOrO Ha MexaHu3Me AeliCTBMA, Hanpumep nNpobbl Ha reHOTOKCUY-
HOCTb M Ha UMMYHHYIO TMNepYyBCTBUTENIbHOCTb 3aMe/IeHHOro Tvna.

7 BblI6op o6pasua ans uccnegoBaHus

7.1 WccneposaHuio nogsepratoT n3gesive BrotoBoM K npruMeHeHuto Buge, Nnn matepuasbl, o6paboTaH-
Hble TakK Xe. Kak 1 rotoBoe nsgenuve (cm. MCO 10993-1), nam cCOOTBETCTBYIOLLME IKCTPAKTbI 060ro 13 Bbille-
nepeyncneHHoro. Boelibop nccnenyemoii Nnpoodbl f0/MKeH 6bITb 060CHOBAH.

NMpumeyaHune — Bcnyyae MaTepnanos, oTBEPXAaeMbIX tn situ, MOryT 6bITb HEOGXOANMbI Pa3/IMYHbIE NCCre-
Ayemble o6paslbl, 0OTpaxatole oTBepPX/AEHHbI MaTepnan n ero HeoTBEPX/JEeHHOE COCTOAHMeE.

7.2 Bcnyyae Heo6X04MMOCTU UCTbITaHUS IKCTPaKTa NPYMEHSIIOT Takyto e npoueaypy Bbi6opa npobbl
ANsi ccnepoBaHus.
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8 MpurotoBneHne nccnenyemMoi Npodbl N KOHTPONLHOIO obpasua

8.1 Vccnepyemble Npo6bl U KOHTPObHBIE 06pa3Lbl HEO6X0AMMO 06pabaTbiBaTb BYCOBUSX, UCKIOYA-
IOWKMX KOHTaM1Hauuo. BellecTBa, obpa3oBaBluMecs B NpoLecce NPoM3BOACTBa, OUUCTKM, CTepunmsaumm m
T. M., cnefgyeT cuUMTaTbh HEOTbEM/IEMOI YaCTbIO U34ENNs, ero YacTu UM KOMMOHEHTa.

MpumeyvyaHne — [ONONHUTENBHOE PYKOBOACTBO MO NPUrOTOB/IEHNI0 PACTBOPOB KOHTPO/bHbIX 06pa3LoB npu-
Be/leHO B NpUNoXeHun B.

a) PaboTty c uccnegyembiMy Nnpo6amm CTEPUNbHBIX N3AENUIA N KOHTPO/IbHBIX 06pa3LoB cnegyeT NpoBo-
OWTb C y4eTOM Tpe6oBaHWii acenTUKM, ecain 3To COOTBETCTBYET METO/MKe UCC/Ief0BaHuS.

b) EcnvHawunccnegoBaHve NocTynaroT HECTEPUIbHbBIE N3eNuns, KOTOpble AOMKHbI 6bITb CTEPUIN30BaHbI
nepej npMMeHeHveM B Me[MLMHCKOWN MpakTuke, TO Takme o6pasubl nepefj MUccrefoBaHUeM CTepUIn3ytoT
MEeTO[0M, PEKOMeHAOBaHHbIM M3roToBuTesieM. PaboTy C HUMW MPOBOAAT C y4eTOM TpebGoBaHWii acenTuku,
€C/I1N 3TO COOTBETCTBYET METOANKe NccnefoBaHus.

c) Ecnu uccnepyemblie Npobbl YNCTAT Nepeg cTepununsaunein, npu Bolbope n paboTe ¢ nccnegyemoi
npo6oii AOMKHO 6bITb YUTEHO BAINSHUE MPOLECCa O4YNCTKMA U OUUCTUTENS.

8.2 lccnepyemble 06pasLibl U34eNuii, KOTOPble He AO/DKHbI 6bITb CTEPUIbHBI NPU MPUMEHEHUN, criegyeT
Mcnosib30BaTb B TOM BUAE, BKaKOM OHM MOCTYNUAKN, o6pallasicb C HAMU C y4eTOM Tpe6GoBaHWii acenTukm Bo Bpe-
Msl MPUrOTOBIEHUS NCCnedyeMoit npobbl. Ecnv ans nccnegosaHns HeO6Xo4VMMbI CTEPU/IbHBIE UCC/eAyeMble
npo6bl, Hanpumep A1 UCCref0BaHNs LMTOTOKCUYHOCTY, JO/DKHO ObITh YUTEHO BAWSIHME CTepuamnsauum nam
NOBTOPHOW CTepUAN3aLUN Ha UCTIbITYeMYto NPOBY 1 KOHTPObHBIV o6pasel,.

8.3 Ecnwu uccrnegyemMble Npo6bl M KOHTPO/IbHbIE 06pa3sLbl TpebyeTcs pa3pe3aTtb Ha YacTu, Kak OonncaHo B
10.3.3. cnegyeT yunTbiBaTh B/IMSHME MOBEPXHOCTEN, He NoABepraBLUMXCS paHee 06paboTke, HanpuMep Npo-
CBeTOB WM MOBepXHOCTel cpesa. Npu paspes3aHun MeaULUHCKNX U3fenuii Ha TUNNYHble o6pasupbl cnegyeT
MCMO/b30BaTh TEXHMYECKME NPUeMbl, NCK/ToYatoLLIMe KOHTaMUHaLMIo.

9 BbI6Op penpe3eHTaTUBHbIX YacTen nlgenns

9.1 Ecnu HeBO3MOXHO MPOBECTU NCCNefoBaHne LEenoro n3genns, kaxaasa otgenbHas 4acTb roToBOro K
NpUMEHEHUNIO N3aeNnsa fomMkHa 6bITb NpeAcTaBeHa B Uccnefyemori npobe BCOOTBETCTBYHOLLMX MPONOPLNSAX.

a) O6pasubl N34enii C NOBEPXHOCTHLIM MOKPbLITUEM AO/DKHbI COAepXaTh MaTepmas NoKPbITUA N OCHOB-
HOW MaTepuas, faxe ec/in Cy6CcTpaT He KOHTaKTUPYET C TKaHAMM.

b) O6pa3sey A0/HKEH COAepPXaTb TUMNYHYIO YaCcTb COeAMHEHUS U/WAW CKIelKkun, ecv Npu NpoM3BOACTBE
yacTun usgenuns, BXogsuuel B KOHTaKT C NauneHToM, MCNOMb30Ba/IM afre3ns, PaAnoyvacToTHOE CoeAnHEeHNE Nnn
CKNeliky pacTBOpuUTENEM.

9.2 KoMMNo3uTHble MaTtepuasbl UCCNeAYHOT Kak KOHeUYHbIe N3aenus.

9.3 Ecnwu BcocTaB U3genust BXOAAT pas/iMyHblie matepuasbsl, Npy BbiIGope o6pasiLa Heo6xo4MMOo yyecTb
noTeHuMabHble BO3MOXHOCTU CUHEPTM3Ma U APYTrnX B3auMoAeiCTBUNA.

9.4 O6pas3seL, MOXeT 6bITb BbIGPaH Cy4eTOM MaKCMaslbHOro BO34eliCTBUSA TECT-CUCTEMbI HA KOMMOHEH-
Tbl U34€/MA C N3BECTHOW NOTEHLUMabHOM GUONOrMYECKO aKTUBHOCTbIO.

10 lMNpuroToBneHVe 3KCTPaKTOB U3 UCCeayeMblX MmaTtepnasios

10.1 OCHOBHbIe NO/IOXEHUA

EcnvuccnefoBaHue TpebyeT MPUMEHEHUS 9KCTPAKTOB, MOAe IbHasi cpefa nycioBus NpoLecca aKCTpak-
LMW [O/IKHBbI COOTBETCTBOBATbL CBOMCTBAM M HA3HAYEHWUIO FOTOBOIO K MPUMEHEHUIO U3LENNS, a TakxXe Lenmu
NCCrefloBaHns, HanpyMep onpegesieHne OnacHoOCTW, BbIUMC/IEHNE PUCKA WM OLeHKa pucka. Mpu Bbl6ope
YC/I0BUIA 3KCTPAKLUN HEOBXOANMO YUUTbIBATh (PU3NKO-XMMUYECKME CBOVCTBA MAaTEPUAsIOB U3AE/Usi, BbIMbIBa-
€MbIX BELECTB WM OCTATOYHbIX BELLECTB.

MpumeuyaHne — [LONONHATENbHOE PYKOBOACTBO MO 3KCTPaKL MW 06pa3LoB NPUBELEHO B NpuioxeHun C.

10.2 KoHTeliHepbl AN aKCTpakynm

10.2.1 SKCTPaKUMIO NMPOBOASAT B YMCTbIX, XUMUUYECKN WHEPTHbIX, TEPMETUYHBIX eMKOCTSIX, MMEIOLLMX
MUHUMa/IbHOE CBO6GOAHOE NPOCTPAHCTBO.



FOCT ISO 10993-12—2015

10.2.2 Ana obecrieyeHnss TOro, YTobbl EMKOCTU A1A 3KCTPaKUUK He 3arpsaAsHuIv MOAesibHY0 cpeay,
Takne eMKOCTU A0/DKHbI ObITb:

a) 60pocUINKaTHbIMU CTEKMISHHbIMUM NPO6GMpKaMy C KpblwKamMu/npobkamn Ha WHEPTHOW npoknagke
(Hanpumep, NnoNNTETPadTOPITUIIEH);

b) APYTMMU MHEPTHBLIMWU EMKOCTAMU AJ151 SKCTPaKLMM COrNTacHO TpeboBaHNAM /19 KOHKPETHbIX MaTepua-
NOB M/nnun Npoueayp SKCTPaKLUnu.

10.3 YcnosuA v MeToAbl 3KCTPaKunun

10.3.1 YcnoBuA 3KCTpaKLMmM OCHOBaHbI Ha CyLLeCTBYHOLLEl NPaKTKe 1 060CHOBaHbI NpeAocTaB/eHNEM
cTaHfapTHOro NoAxoAa, KOTOpblili BO MHOTOM SIB/IIETCS NPUeMsIeMbIM MpeyBeInvYeHneM UCNo/Ib30BaHNs nsge-
NnA. QKCTpakumio cnegyeT NPoOBOAUTL NPY OAHOM U3 PEXUMOB, NpuBeAeHHbIX Hke (cM. C.5 npunoxeHus C):

a) (37 = 1)°C BTeueHue (72 +2)u;

b) (50 + 2)°C BTeuyeHue (72 + 2)u;

c) (70 £ 2) "C B TeueHue (24 +2) y;

d) (121 +2) 5C BTeueHne (1 1 0.1)u.

NMpumeyvyaHnune — SkcTpakyms npu (37i 1) ‘C B TeueHne (24t 2) 4 B KynbTypanbHOli cpefe MOXeT 6bITb
npuemnemoi Ana nccnesoBaHna LNTOTOKCUYHOCTU.

[ONa HeMMNNaHTUPYeMbIX MeAULWHCKUX M3AeNNi, HaxoAsaWwmMxXca B HENPOAO/MKUTENIbHOM KOHTakTe C
HENOBPEeXAEHHO KOXen Nnn cNM3ncTon, NpnemsieMbl CPOKN IKCTPakL MM MeHee Yem 24 4, HO He MeHee YeM 4 4
(cm. 1S 010993-5). Temnepartypa aKCTpakummn Bbilwe, 4eM (37 ¢ 1) °C. MOXeT HeraTMBHO NOBANATbL HA XMMUYec-
KuiA cocTaB U/unm cTabubHOCTb CbIBOPOTKM M APYTMX COCTaBHbIX YAaCTeW Ky/bTypasibHOWN XUAKOCTU.

YcnoBusi aKCTpakLuumu, onucaHHble Bblle, UCNOMb3yeMble 418 NPeAoCcTaBNeHNa MaclwTaboB NoTeHUU-
aNlbHOrO PUCKa, A/19 OLEHKN pycKa U3genusa nam matepmana, OCHOBaHbl Ha NpejllecTBytowemM onbiTe. MoryT
6bITb NCNOML30BaHbI N APYrue yCrioBUS 3KCTPakL M, UMetoLme MecTo Npu KIMHUYECKOM UCMNOoNb30BaHUM nbo
npegocTaBnsowme afekBaTHYIO OLEHKY NOTeHLMaIbHOM ONacHOCTM, HO B 3TOM C/lyvyae OHU [O/DKHbl ObIThb
onucaHbl 1 060CHOBaHbI.

JKCTpakuma ABNAETCA CMOXHbIM NPOLLECCOM, Ha KOTOPbIA OKa3blBaloT BMMSHME BpeMs, TeMmnepaTypa,
COOTHOLLEHME NJI0Waamn NOBEPXHOCTU N 06bema, IKCTparnpyouiasa cpega v hasosoe pasHoBecuel>marepua-
na. Heo6xoAnMO yunTbiBaTb B/IMSIHUE BbICOKOW TeMNepaTypbl U APYTrnxX YC0BUA Ha KUHETUKY SKCTPaKUUN 1
NAEHTUYHOCTb MOAE/bHbIX Cpe Npu NPoBEAEHUN YCKOPEHHOM UK NpeyBesIMYeHHOW 3KCTPaKL K.

Hanpumep, npy ncnonb3oBaHUN NOBbILWEHHbBIX TEMMEPaTyp CYLLEeCTBYIOT iBeé BO3MOXHOCTH:

1) aHeprusa BbICOKOW TemnepaTypbl MOXeT BbI3BaTb YBe/IMUEeHHOe 06pa3oBaHme MonepeyHbIX cBa3eli
n/vnan nonMMepmsaumnio noanmepa n. Takum 06pa3omM, CHU3UTb KOSIMHECTBO CBOGOAHOIrO MOHOMEpPa, AOCTYMHO-
ro AN Mmurpaumm n3 nonvmmMepa;

2) BbICOKas TeMnepaTypa MOXeT Bbi3BaTb DOPMMPOBaHMe NPOAYKTOB Aerpajaumnm, KoTopble 06blYHO He
NPUCYTCTBYIOT B TOTOBOM U3AENNUUN B YC/TIOBUAX K/IMHNYECKOTO NPUMEHEHUA.

10.3.2 Ana maTepuanioB, pacTBOPSAOLMXCS UM BCACbIBAKLWMXCS B YC/IOBUAX KIMHUYECKOTo NPpUMeHe-
HUSA. HEOBXOANMO Crie,oBaTh YCNOBUAM 3KCTPaKLUuKM, onmcaHHbiM B 10.3.1. [0 BO3MOXHOCTHU, 3KCTPaKL1IO Npo-
BOAAT MpUM  UCMNOMb30BaHWM  COOTBETCTBYIOLWEN  3KCTparvpylowen XuakoctTm 1M B YCIOBUAX
BpemMeHu/TemnepaTtypbl 418 UMuTaL M Bo3genctausl. MoxeT 6bITb HEO6X0AMMO NOSTHOE PacTBOPEHME.

10.3.3 [AnA onpegesieHNa HEOGXOAMMOro 06 beMa 3KCTparvpytoLel XnakocT MOXHO MCMNo/ib30BaTh
CTaHOapTHYH0 naouagb NoOBEPXHOCTU. Takas niowanb BkAoYaeT 06LWyro nnowanb o6emx CTOpoH o6pasua u
NCKNtoYaeT HeonpeaesieHHble HEPOBHOCTMN NOBEPXHOCTU. Ecnun koHdmrypaums obpasua He No3BONSET onpe-
AenuTb niouwajb NOBEepPXHOCTU, HEO6XOAMMO MCNOMb30BaTb COOTHOLLEHNE Macca/o6beM aKcTparnpytowei
Xuakoctu (cm. Tabnuyy 1).

"thasoBoe paBHOBecue TBepAOro mMatepuana BO BPeMs 3KCTpakuuu onpejenser OTHOCUTENIbHOe coAepxaHue
amMopgHON 1 kpuctannmyeckoii as. lna amopdHoli hasbl TemnepaTtypa ha3oBoro nepexoga (creknoeanusa) rLonpege-
NAeT NOABUXHOCTL NOIMMEPHON Lenu n ckopocTb A dy3un B faHHOIi hase. O6bIYHO CKOPOCTh Andy3nmn npu Temnepa-
Type Bbilwe fL 3HaUNTENbHO Bbile cKOPOCTH And dy3nn npu 6onee HU3KOW TemnepaTtype. B kpuctannuyeckoli pase cko-
pocTb Anddy3nn Hanbonee HuW3kas. YCNOBUS IKCTPaKLUKM He [JO/KHbI M3MEHATb (ha3oBOro paBHOBecUst maTepuana.
M3meHeHMe (ha30BOro paBHOBECUSA MOXET NoB/eYb 3a CO6O0M M3MEHEHMe KOMNYeCcTBa U CTPYKTYpbl 3KCTparnpyembix Be-
wecTs. B MamMeHeHnn ha3oBOro paBHOBECUS MOXHO Y/40CTOBEPUTLCS, UCNOJb3Ys METOA ckaHupyolweid gud depeHumnans-
HOIl KanopnmeTpuu.
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Ta6nuua 1— CTaHgapTHble NaowagyM NOBEPXHOCTU U 06BbEMbI IKCTPATUPYOLWENR XUAKOCTU

CooTHOLeHne npu
3KCTpaKuumn (nnowasb
NoBEPXHOCTN NN
Macca'obbem) i 10 %

TonuwuHa, mbl Mpumep matepranos

<05 6 cm2mn MneHka, NUCTbl N CTEHKN TPYBOK

OT10.580 1.0 3cm2mn CTeHkn TpybOK, NnNacTUHbI, He6OoNblINe NNTbIe
nsgenuns

> 1.0 3cm2mn KpynHble nuTbie nsgenus

<0.5 6 cm2mn MneHka, NNCTbI N CTEHKN TPyBOK

OT 0.5 40 1.0 3 cm2mn CTeHKkn Tpy60K, N1acTUHbI, He6oNbLINE NNTbIe
nsgenus

> 1.0 3 cm2Zmn KpynHble nuTbie usgenus

> 1.0 1.25 cm2mn nacToMepHble NOKPbITUA

LlenbHble u3genna HenpasBubHOI 0.2 r o6pasua/mn Mopowok, rpaHynbl, neHa, nuTblie usgenus/

dopmbl He abcopbeHThI
MopucTtele usgenus HeﬂpaBMﬂbHO!}’l 0.1 r/mn MemﬁpaHbL TKaHb

hopmbl (MaTepuansl HA3KO NAOTHOCTH)

MpumeuyaHune — BHacTosiLee BpeMsi HET CTaHAAPTU30BAHHbIX METOA0B NCCNef0BaHNS aGCOPOGEHTOB W rna-
pOKONNOMAOB. NO3TOMY NpejfiaraeTcs CneayLwnii NnopsgoK: onpeaenstoT 06beM akcTparupyoweii xuakocT, aéecop-
6upyemoii Ha kaxablidi 0.1 runn 1.0 cm2 matepuana. 3atem, Npu NpoBeAeHUN IKCTpakyun matepuana, 4o6aBnsaT 3TOT
AONONHUTENbHbIA 06beM Ha Kaxablii 0.1 runu 1.0 cm' MofenbHOW cpefabl.

10.3.4 Snactomepbl, MaTepuasbl C MOKPbITUEM, KOMMNO3UTbI, TAMUHATLI U T. N. HEOB6XOAMMO Uccneso-
BaTb M0 BO3MOXHOCTUN B HEMOBPEXAEHHOM BUAE U3-3a NOTEHLNA/IbHbIX Pa3inunii XxapakTepucTuk akCcTpakumum
HEMOBPEXAEHHbIX U MOBPEXAEHHbIX MOBEPXHOCTEN.

MpunmeyaHne — B pesynbTaTe NPpOU3BOACTBEHHbIX NPOLECCOB CBOCTBA NOBEPXHOCTN MHOTMX 3/1aCTOMEPOB
MOTYT OT/IM4ATLCS OT CBOCTB MaTepnana B o6beme.

10.3.5 3KCTpakuuto NPoBOAAT C UCMNO/Ib30BAaHMEM MOMSAPHBLIX U HEMOMISPHbLIX 3KCTPArMpyoLWNX Xua-
KOCTel.

K aKcTparupyowmm cpeam OTHOCAT:

a) MONSAPHYIO 3KCTPArvpyoLyto XUAKOCTb — BoAy, (PU3MONOTMYECcKUii pacTBop, Ky/ibTypasibHYH Xna-
KOCTb 6€3 CbIBOPOTKY;

b) HEMONSIPHYID 3KCTParnpymowy >XUAKOCTb — CBexee padMHMPOBaHHOE pacTuTeslbHOe Macio
(HanpuMep, X/1I0MKOBOE WM KYH)XYTHOE) KauecTBa, onpeesieHHOro B pasHbIX papMaKkonesx:

C) [ONoJIHUTE/IbHbIE 3KCTParnpylowme XUAKOCTU: 3TaHOM/BoAa; 3TaHO//(PU3N0IOTNYecKnii pacTBop;
NoNN3TUNEHTNNKOMb 400 (pa36aBneHHbI A0 PM3NONOTMYECKOr0 OCMOTUYECKOrO AAB/IEHUS); AUMETUICY Tb-
poKecua,; KynbTypasibHas XNOKOCTb C CbIBOPOTKOW.

MpnmeyvyaHne 1— MOXHO UCMONbL30BATb APYre IKCTPArupylLLme XMaKocT, COOTBETCTBYOLNE CBONCTBAM
1 NPUMEHEHUI0 U3AeNnsa UM MeTojam onpejeneHns onacHoOCTU, NPU HaNU4uKU cBeferunii 06 ux feiicTBUM Ha MaTepuan u
6nonornyeckyto cuctemy (CM. npunoxenue D).

MpumeuvaHune 2— lpu nCNbITAHUN HA LUTOTOKCUYHOCTb A1A 3KCTPaKLMM NPEeANOYTUTENbHO UCMONb30BaHNE
Kyanypaanon cpeabl C CbIBOpOTKOVI 13-3a CNoco6HOCTH nognepXxuBaTtb KNeTOYHbIN POCT, a TakKXXe 3KCTparmpoBaTb KaK no-
NAPHblE. TaK N HENONAPHbIE Bel ecTBa.

10.3.6 IKCTpakuum npounsBoaAaTCs B36aNTbiBaHMEM UMW UMPKYAsUneid. Eciv npuMeHnMa aKcTpakuus
Npu CTaTUYECKMX YCNOBUAX, METOA A0/1KEH OblTb 060CHOBaH, 0603HaYeH M BHECEH B OTYeT.

10.3.7 XXnakue akcTpakTbl cnegyeT, N0 BO3MOXHOCTU, MCMNOMb30BaTb Cpasy nocsie npuroToB/ieHUs BO
nsbexaHne copbLmm cocyaa, KOTOpbIA MCNOAB3YIOT 4151 9KCTPaKL M1 IM60 Apyrnx nsaMeHeHuli coctasa. Ecnm
3KCTPaKT XpaHAT 6onee 24 4, ero cTabu/ibHOCTb M FTOMOTEHHOCTb B YC/IOBUAX XPaHEHUA A0/MKHbI ObITb NpoBe-
peHbl.

10.3.8 He cnepyeT KOppekTMpoBaThb YpoBeHb pH aKcTpakTa 6e3 A0/HKHOro 060CHOBaHUS.
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10.3.9 3KcTpakT He cnegyeT obpabaTbiBaTh hunbTpaunei, LeHTpndyrnpoBaHmem v gpyrumm MeTto-
[amun AN ycTpaHeHUs B3BeLLeHHbIX YacTuL, NoslyYeHHbIX B paboyem nopsigke. Mpu Heo6xo4MMocTH Leneco-
06pa3HOCTb Takoro npotecca Ao/kHa 6bITb 060CHOBaHa AOKYMEHTa/IbHO.

10.3.10 [Ansa onpefeneHunsi onacHOCTY HEO6XOAMMO pacCMOTPETb UCMO/Ib30BaHMe YC/10BUIA NpeyBen-
YEHHOU 3KCTpaKuuun. SKCTParnpyroLLyto XUAKOCTb 1 YCNOBUS 3KCTPaKLUN HYXHO BblbMpaTb Ha OCHOBaHMMU
PU3NKO-XMMUYECKNX CBOCTB MaTepumana n/vam nporHo3npyeMbiX XUMNYECKUX BELLLECTB C HU3KUM MOJIEKYNAP-
HbIM BECOM, KOTOPbIe MOTYT ObITb 3KCTParnpoBaHbl.

10.3.11 Ana matepuasnioB WAN U3[eNNiA, KOTOpble He [OJ/DKHbI PacTBOPATLCA WAWM MNoABeprarbcs
pe3op6unmn nNpr 06bLIYHOM UCMOIBE30BaHUK, MPU SKCTPaKL MW NOIMMEPHOro Matepuana unn nsgennsa Heobxogu-
MO MPUMEHATbL PacTBOPUTESIN, HE Bbi3blBalolne paspyLlleHns NnosiMmepHoro coctasa. py ncnosnb3oBaHun
HeyCTOMUYMBOro pacTBOpUTENA AOMNYCTMMO He 6G0nee yem fierkoe cMsArdyeHwe nosIMMEpHOro martepuana
(T. e. pacTBOpeHMe He MeHee YeM Ha 10 %). Heob6xoammo yaanuTe pacteopuTesib (Nepes NCcrnosib30BaHNEM B
6ronpobe) BoO n3bexaHne Heb6NaronpUATHOro BANSHUSA 0CaAKOB Ha 6MoNornyeckyto Npoby (Hanpumep, geHa-
Typauusa 6enkoB Un pasgpaxeHune Koxu). VIHpopmauma no marepuanam wim n3gennam, Kotopble A0/MKHbI
pacTBOPATLCA UM NOABepPraTbCa pe3opo6Lumy Npu o6bIYHOM UCMOb30BaHuY, NpueedeHa B 10.3.12.

10.3.12 AnA pacTBOPOB 1 PacTBOPUMbIX MaTepuasioB MOryT He NOAXOANTL METOAbI IKCTPAKLUUN, CTaH-
JapTHble AN HePacTBOPUMbIX MaTtepuasnioB. HYXHO yuuTbiBaTb Criefyloliee pyKoBOACTBO B AOMOJIHEHME K
MHopmauun, cogepxatenica stabnuue 1.

a) MMpwv comHanbHOM NOArOTOBKE K UCMNbITAHNIO HEOBXOAMMO YUMTbIBATb Takne hakTopbl, kak COBMeCTU-
MOCTb TeCT-CUCTEMBbI, NyTb BBEAEHUNSA N CTENeHb pacTBOPEHNA wunau gerpagaumn. Mo BO3MOXHOCTU cnepyeT
MCMO/Ib30BaTh COOTBETCTBYOLME Cpeay 1 YCNOBUA ANA UMUTaL MK NpeyBe/IMYeHHOTo Bo3aelicTBus. MNpeasa-
puTesibHOe MCNbITaHMe MOMOXeT onpeaesnnTb NoAXoAsAL e YCNOBUS.

b) Ecnu matepuas NoSIHOCTLIO pacTBOPAETCs BCpee uiv pacteopuTesie, COBMECTUMbIX C MaTepuasiom
N TECT-CUCTEMOI, NOMYYEHHbIV pacTBOP MOXET 6bITb OLEHEH B YACTOM BUAE NPU yyeTe TOro, YTO CBOMCTBa
pacTBopa Takke COBMeCTMMbI C TECT-CUCTEMOM, HanpruMmep pH OCMOIAPHOCTb. KOHLLEHTPaLum pacTBOPEHHbIX
BeLLecTB.

c) Ecnumartepuan sBnsetca BOAHbIM paCTBOPOM U MCMNOJb3YeTcs BATON (hopme, OH A0/KEH 6bITb UCMbI-
TaH HanpsMylo M He 3KCTparnpoBaH C y4eTOM TOro, YTO CBOMCTBaA pacTBOpa COBMECTUMbI C TECT-CUCTEMOM
(cm. Takxke a) nb) 10.3.12).

d) PykosogctBo OECD Ansa ncnblTaHUA XMMUKATOB UAN CXOAHblE XMMUYeCKue cTaHAapTbl UCMbITaHni
MOryT 6bITb MCMONb30BaHbl Kak PyKOBOACTBO K ONpeAeneHNnI0 MakCUMasibHbIX KOHLEHTpauuii UCnbITyeMbIX
BeLLeCTB, UCMO/b3yeMbIX A/19 onpeAesieHHbIX MeTOA0B UCMbITaHUS.

10.3.13 B Tex cny4asx, Korga XuakocTn LMPKyIMpYIOT Yyepes nsgenve npu 06bI4HOM UCMO/Ib30BaHUN,
HanpuMep B 3KCTPaKoOPNoOpas/ibHbIX U3AeNuaX, BO3MOXHA IKCTPaKUmsa NyTeM peunpkynaumn. Npm BO3MOXHOC-
TU HY)XXHO MpeyBeNMynTb O4HO UM 60s1ee yC/I0BUIA, Hanpumep TeMnepartypy, Bpemsi, 06beM, CKOPOCTb Teye-
HusA. O6ocHOBaHMe BbI6Opa IKCTPaKLMN AO/HKHO ObITb OTPaXXEHO AOKYMEHTa/IbHO.

10.4 YcnoBuA 3KCTpakuun p[NAA onpefeneHns OMacHOCTU W OUEHKUM puUCKa B pexume
npeyBesIM4EeHHOro NCNO/Ib30BaHMA (B 4O0NONHEHWE K NTPUIOXeEHUIO D)

10.4.1 TMpu MoOAeNNPOBaHUN UNPUTOTOBIEHMM 06Pa3LL0B A1 UCCeA0BaHNSA U NPUTOTOBIEHNN SKCTPakK-
TOB U3 3TUX U3JeNNii HeO6XO04MMO YUUTbIBATb OMAacHOCTb, BO3HUKAIOLLYIO BCNEACTBME U3MEHEHWUI B NPOU3-
BOACTBEHHOM MpoLecce Wiv HeAOoCTaTOYHOrNo KOHTPO/IA NPOU3BOACTBEHHONO npolecca, B COOTBETCTBUM C
ISO 14971. Ocoboe BHUMaHue crieayeT yAenaTb NpUMMecsamM, BO3HUKaOWMM Npu 3TUX NPOU3BOACTBEHHbIX
npoueccax, HanpumMep OCTaTOYHbIM 3/1eMeHTaM, OYNCTUTENAM U Ae3NHAEKTaHTaM.

10.4.2 Ecnun noTeHumasbHas TOKCUYHOCTb NPOAYKLMMW, MCCedyeMOi C MOMOLLbIO MpeyBeIMYeHHOM
9KCTpaKLu1, Haxo4uUTCs B Npefenax ipeboBaHuii, OTCYTCTBYeT HEO6XOAUMOCTb AasibHelLLero nccnefoBaHns
n3aenvs NocpeacTBOM IKCTPaKUMW, UMUTHpPYOLLEel 06bIYHOE NCNOIb30BaHUe.

10.4.3 [ns npodykuuun, nonumepusytoLeics in situ, nccnegyemMble 06pasLbl 4O/DKHbI ObITb NOABEPrHY-
Tbl MCMbITAHUAM B npegnosiaraeMblX KINHUYECKUX YCNOBUAX NPUMEHEHUS AN NOSyvYeHUss uHgopmaunmn o
NOTEHLMaIbHON TOKCUYHOCTUN pearnpyoLmx KOMMNOHEHTOB NonMepa B npoLecce oTeepaeBaHus. Ecnv npu-
MEHUMO. A1 UCC/edyeMblX 3KCTPAKTOB, MPUrOTOB/IEHHLIX B pasHOe BPeMs, [O/DKHbI YUNTbIBaTb KMHETUKY
nosiMMepusalmm nocse CMeLlBaHNS KOMMOHEHTOB, BK/1lOHYas 3KCTPaKT, MPUroTOB/IEHHbIN B OXngaemoe BpemMs
oTBepAeBaHus. iccnegoBaHne matepunana nocne oTBepAeBaHUs fOMKHO 6bITb 060CHOBaHHbLIM.

Mpn ncnonb3oBaHUN IKCTPAKTOB B METOAax UCcriefoBaHNA /15 OLLeHKN MmaTepuasios, 0TBepaeBatoLmnx

in situ, Ha4YaNo 3KCTpakKuUmM JOIKHO MPOUCXOAUTL C TOTO MOMEHTa OTBEPAEBAHUS, KOr4a MaTepran NnoMeLleH
in situ.
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Mpu mMeTofax mMccriefoBaHNs, UCMNOMb3YOWNX 3TU MaTepuasbl HaNpPsMylo, HanpyMep NPSMON KOHTaKT
VNN LUMTOTOKCUYHOCTb Ha C/ioe arapa, UMnaaHTaums, HeKoTopble UccrieoBaHus Ha FeHOTOKCUYHOCTb. a Takxe
reMoniM3 B NPSAIMOM KOHTaKTe, MaTepuasn A0/HKHbI MPUMEHATb Kak Npy KIMHNYECKOM UCNOJIb30BaHUU, C OTBeEp-
[eBaHMeM in situ BTeCcT-cucteme.

NMpumeyvyaHune — Ons npefocTaBNeHUs K UCCnefoBaHWIO MaTepuana onpeAeneHHOro pasmepa uUan macchbl
MOXeT 6bITb Heob6xoauMa MoguuKaLns KNTMHNYECKOW CucTeMbl 4OCTaBKU.

11 OtueTt 06 uccnegoBaHUn

OTyeT 06 UCCNegoBaHUN AOJIKEH BKOUYATh B ce65 ceaytollve AaHHble, HO He OrPaHNYMBaTLCA UMU:
a) TUN McocTaB MaTepuana, ec/ii OH U3BECTEH, MCTOYHUK Matepuana, usgenusi, Yactu UM KOMMNoHeHTa
n3genus.

NMpnmeyaHne — 310 Tpe6oBaHME MOMHOCTLIO UAN HACTUYHO MOXET GblTb BbINOTHEHO NOCPEACTBOM MUCbMEH-
HOTO OMUCAHUSA, PUCYHKOB, hoTOorpadmnii UM Apyrux MeTonoB.;

b) HOMEpP NapTUX UM CepPUN NPU HAINUNK;

C) onucaHuve npouecca Npon3BOACTBa, OUYUCTKU, CTEPUIN3ALNM, ECNIN NPUMEHUMO;

d) meTopn 3KCTpakuuu, ecnu 6bisia NPUMEHEHA, BK/IOYAOLWMI OKYMEHTAL MO M0 YC/IOBUSIM 3KCTPaKLMK,
cpeAcTBa NepemMeLlBaHus, /to6ble OTK/IOHEHNS OT PeXMMa 3KCTPaKLMKW, ONMCaHHO B HACTOSILLEM CTaHAAapTe,
Takue Kak (ounbTpaLus aKCTpaKTa Uv SKCTPaKLMOHHOM XUAKOCTH.



FOCT ISO 10993-12—2015

MpunoxeHune A
(cnpaBouHOeE)

JKcnepuMeHTanbHblli KOHTPOb

A.l MaTepuansl, nepeyncrieHHble ganee, MOryT COOTBETCTBOBATb KPUTEPUAM 3KCNEPUMEHTANIbHOTO KOHTPONA ANS
HeKOTOpbIX UCCnefoBaHnii. 3a NnpaBubHbI BbIGOP KOHTPONA HECETOTBETCTBEHHOCTbL UCcCcNeaoBaTenb (cM. Tabnuuy A 1).

WHopmauns no KOHTPONbHbIM o6pasyaM U KOHTPONSAM nNpejocTaBnAaeTcs TONbKO ANA WUccnefoBaHWil no
ISO 10993. He Tpeby WX cCNeLntNYHbIX KOHTPOIbHbIX 06pa3L0B NN XOHTPONEI.

Ta6nuuya Al — MNpumepbl JOCTYNHbIX KOHTPO/MbHbLIX 06pa3L0B U KOHTPONEN

WcenepgosaHune MonoXuTeNbHbI KOHTPONb OTpuLaTenbHbI KOHTPONb** CTaHaapTHbIii o6paseu*’
MmnnaHtayuna PVC-org. Sn PE
SPU-ZDEC CununkoH
HaTypanbHblii natekc OKuUCb anioMuHna

HepxaBsetolwas ctanb
LIMTOTOKCMYHOCTb PVC-org. Sn PE
SPU-ZDEC
SPU-ZBEC
HaTypanbHblii natekc
MonunypetaH

FemocoBMeCcTMMOCTb PVC 7506
PUR 2541

CokpaleHus B AaHHOW Tabnuue OTHOCATCA K KOHKPETHbIM MaTepuanam, SOCTYNHbIM U3 UCTOYHUKOB, 0603HAYEH-
HbiXx B A.2 n A.3.

A.2 [lns oTpuuaTesbHOr0 KOHTPOA WAU KOHTPONbHbIX 06pa3L0B MCNOMb3YIOT: NONNITUNEH BbICOKOW MIOTHOC-
TN 2),3>.4] MNOMN3TUNEH HW3KOW NNOTHOCTUS). NONUANMBTUACUNOKCAH (6e3 XpeMHe3ema)6> 7. NnONUBUHUAXNOPNASBH
nonuypeTtaH9*. nonunponunerH10l, kepamuyeckme CTEPXHN U3 OKUCU a/lOMUHUSA, HEPXaBEWLWY CTallb U KOMMep4ecKkun
YNCThIV TUTAHOBLIN cNnas.

N High-density polyethylene (Negative Control Plastic RS) can be obtained from the US Pharmacopeia. Rockuville.
MD 20852. USA.

2LHDPE film, RM-C: Hatano Research Institutei'Food and Drug Safety Center. 729-5 Ochial Hadano. Kanagawa
257-8523. Japan.

31HDPE sheet. RM-D: Hatano Research Institute/Food and Drug Safety Center, 729-5 Ochial 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 Miinchberg, Germany. PE film is available from Hoechsl AG.
6230 Frankfurt 80. Germany.

6l Biomaterials Program. Devices and Technology Branch. National Heart. Lung and Blood Institute. NIH
Building.7550 Wisconsin Ave.. Bethesda, MD 20892. USA.

7>SIK 8363 tubing: RAUMEDIC AG. Postfach 501.95205 Miinchberg. Germany.

«'PVC 7506 and PVC 7536 tubing: RAUMEDIC AG. Postfach 501.95205 Miinchberg. 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 Miinchberg. Germany. PU film is available from Frontline
Filmblasning. 60003 Norrk6ping. Sweden.

10) pp 146 tubing. RAUMEOIC AG. Postfach 501.95205 Miinchberg. Germany. PPfilm is available from Hoechsl AG.
6230 Frankfurt 80. Germany.
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A.3 [lNf NOIOXNTENLHOTO KOHTPOILHOTO 06pasLa MCNob3YI0T, HaNpumMep, NOIMBUHUAXNOPUA, COAEepXalLnil 010-
BoopraHunyeckme go6asknll), cerMeHTMPOBaHHbLI NONNYpeTaHOBbLIN cTepXeHb12l nnu nonunypeTaHoBble NAEHKW13*'14).
coaepxauime guaTunll) ,3>nam gubytungutnokapbamarlat natekcol onpegeneHHoOro coctasa, pacTBOpbl CONe UMHKa 1
mMefb BeujecTBa, KOTOpbie GblI/IM UCNONb30BAHbI B KA4eCTBE MOSIOXUTENbHOTO KOHTPOILHOTO 06pasLa ANa uccneayembix
3KCTPaKTOB, NpeAcTaBAaT co60ii pacTBoOpbl B (heHoNe n BOAE.

NMpumeyvyaHnune — BcHockax ¢ 1) no 14) npuBoAAT NpUMepbl KOMMEPYECKN JOCTYMHbIX NPUEeMIeMbIX NPOAYK-
TOB. [laHHasA nHopMaumna npusoaNTCa ANA yao06cTBa Nosfb3oBaTesieil HACTOALLero cTaHaapTa u He ABNAETCA NoALepX-
KO 3TUX NPOAYKTOB CO CTOPOHbLI ISO.

Positive Control Material, code 499-300-000-000: Portex Limited (same as positive control RS which can be

obtained from the US Pharmacopeia. Rockville. MD 20852. USA).

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

,3>Polyurethane film — ZOEC: RM-A, Hatano Research Institute/Food and Drug Safety Center. 729-5 Ochlai
Hadano. Kanagawa 257-8523, Japan.

,41 Polyurethane film — ZDBC (SPU-ZDBC): RM-B. Hatano Research Institute/Food and Drug Safety Center. 729-5
Ochlai Hadano. Kanagawa 257-8523, Japan.
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MpunoxeHne B
(cnpaBouHOeE)

OCHOBHble NMPUHLMUMbI U METOAbI NPUTOTOBJIEHMs NPo6 1 oT60pa 06pasLoB

MaTepuan, ncnosb3yemblii B GUOOTMYECKNX UCCe[0BaHNAX, AO/IKEH ObiTb penpe3eHTaTUBHbLIM C TOUYKN 3pEHUst
ero cocTtasa, 06paboTku 1 xapakTepnUCTUK NOBEPXHOCTW U3AENNs, TOTOBOTO KMPUMeHeHNo (CM. 7.1).

JlokymeHTauns cocTaBa NiacTUKOBbIX U PE3NHOBbLIX MaTepuanoB A0JKHA BKAYaTb B cebs onpeaeneHne cmon,
nonuMepoB 1N 6bix 06aBOK. ONMcaHne KOMMNO3NL MU JOMKHO BKNoYaTb acebs ceefeHna ©xapakTepucTuke matepuana,
Hanpumep ero Tepmoo6paboTke, XMMUYECKON YNCTOTE UAN U3MENIbYEHHOCTU. MAaKCUManibHO BO3MOXHOE U3MeNlbYeHne B
cnyyae NOBTOPHOro Apo6neHuns.

MaTtepuanbl, KOTOpPble MOTYT NOABEPraTbCA NOBTOPHOI CTEPUIN3ALUN TEMU XE UM aNbTePHATUBHBIMU MeTofaMu,
[OJKHbI GbITb MCCNIEA0BAHBI NOC/IE MHOTOKPATHOI cTepunusaynn. HanpuMmep, Mmatepuan, KOTopblii CTepuan3yoT o6nyye-
HMEM. a IOTOM MOBTOPHO CTEPUIN3YIOT 06PabOoTKOW 3TUIEHOKCUAOM. HEO6X0AMMO UccneAoBaTh:

a) nocne o6nyyeHns n

b) nocne 06ayyeHUs n cTepuansaLumn 3TUIEHOKCULOM.

Ecnv BO3MOXHO onpeAenunTb ¢ Hagexalmum o60CHOBaHMEM Hanbosee He6NaronpusATHLI BAapMaHT BO3AecTBUS,
nccnepoBaHne MoxeT 6biTb NPOBEAEHO NOC/e BO3/EeiCTBUS B TaKOM pexume.

B unpgeanbHom cnydyae Bce 6Mon0rnyeckne nccnefoBaHns matepmana, Bbipe3aHHoro 3 n3genns, camoro KOMNOHeH-
Ta u3fenus B kayecTse UCCNefyemMoro maTepuana uim akcTpakTa, NPUroTOBIEHHOTO U3 MaTepuana UM KOMNoHeHTa, Npo-
BOAAT B YCNOBUAX BO3AEACTBUSA KNeTO4YHON®PMoOnornyeckoid cpepdbl TeCT-CUCTEMbl Ha MOBEPXHOCTb MaTepuana.
B kauecTBe MeTo/a, afbTePHATUBHOIO pe3ke NOBEPXHOCTU 06pas3Lia, MOXeT C/YXUTb U3rOTOB/IEHEe MUHUATIOPHOTO n3je-
NS C UCNONb30BAHMEM TOrO Xe npouecca (3KCTPy3uun, NOrpyxeHus u T. 4.), Tex xe Temnepartyp, BpeMeHu, atmocdepsl,
pasfennTenbHbiX CPeCTB, OTXNra, OTBEPXAEHUS, OYNCTKMN, CTepUamn3aLnm napyrux npoLeccos, MCNOAb3yeMblX NPU NPo-
M3BOACTBE N3EeNNA, BKOYaa CTepuan3anmnio, Kotopbie peasnsyoT B npoLecce Npon3BoacTea n3aenms. 370 cnocob6CTBy-
eT oLeHKe No6GbIX 3 (PeKToB, CBA3AHHbIX C N/IOLWA/bl0 NOBEPXHOCTU, XapakTepucTuKaMn NOBEPXHOCTU, KOHLLeHTpaLnei
BbIMblBa€MbIX BEL,ECTB M NOBEPXHOCTbIO 1 (hOPMOIi MaTepuana.

MeTannel, ucnonb3yembie Npu 6MONOTMYECKOM NCCNEA0BaHUN, [OMKHbBI GblTb U3 TOrO Xe UCXOLHOTO MaTepuana,
KOTOPbIA NPUMEHSAIOT NP N3TOTOBNEHUN N3ENNS, UNIPOXOAUTL TY Xe MexaHnyeckyto 06paboTky, U3MenbyeHne, NOMPOB-
Ky. O4MCTKY, naccusaLuio, BktoYas 06pa6boTKy NOBEPXHOCTU N CTEPUNN3ALNIO, KOTOPbIE UMEIOT MECTO NPU NPON3BOACTBE
roTOBOrO U3Aenus.

Kepamuueckune matepuanbl, npumMeHaemMble B 61ON0TMYECKUX NCCNef0BaHNAX, AO/IKHbI GbiTb N3rOTOB/IEHbl N3 TOTO
Xe MCXOAHOro nopolka C UCNoSb30BaHMEM Tex e NPOoLeccoB OT/IMBKW, 3anuBKu, (hOopmMOBKM, cnekaHus, o6paboTkn
NOBEPXHOCTU N CTEPUN3ALNUN, KOTOPbIE UMEOT MeCTO NpY NPOM3BO/ACTBE FTOTOBOIO U3AENNSA.

MegauuunHckne U3fenns, NCNoMb3ylolUMe XNBOTHbIE TKaHW WKW UX NPOU3BOAHbIE N 06paboTaHHble huKcaTopom,
cnepyeT u3y4yatb Noc/ie UX BblAepPXUBaHNA B TeUeHMe MaKCMMasbHOTO U MUHWMAaIbHOTO A0NYCTUMOrO BpeMeHn ukca-
LK. NpeycCMOTPEHHOro N3roToBUTEIEM, CO34aBas TeM CaMbIM pas/iMyHblie YCI0BUA 415 NPOHUKAHUA dhukcaTopa.

BMecTo aKCTparnpoBaHusi MeTanInyecknx MmatepuassioB nnocaefyloLero npUMMeHeHns 3KCTpakTa B TeCT-cucTemMax
Heo6Xxo4NMO paccMoTpeTb MCCnefoBaHNe PacTBOPOB Pa3/IMYHbIX KOHLEHTpaLuii cooTBEeTCTBYlOLW e COMN KOHKPETHO-
ro(bix) metanna(08> Haxoasuwerocsa(xca) B usgenuu, Ans onpejeneHnss onacHoOCcT MoHa(oB) KOHKPETHOro(blX) MeTan-
na(oB) n ero(Mx) HamBbICcW ero(nx)ypoBHs(ei). He BbI3biBaloLWero(nx) oTBETHOW peakuuu.

MpumeyvyaHune — ITOT NPUHLNN TAKXe MPUMEHUM K OpraHM4ecKuM MaTtepuasnam npu yCTaHOBAEHHbIX XMMU4yec-
Knx pewjecrteax B usgenumn.

Mpu NnnaHNpoBaHUMN NCNbITAHWI A MaTepnanoB He06X0ANMO YUNTbIBATb YC/IOBMA 3KCTPAKLUMN ANA UMNNAHTUPYEMbIX
MaTepuanoB, KOTOpble MOryT Bbi3BaTb O06Gpas3oBaHue 4acTuy In vivo Npu KAWHWYECKOM npuMeHeHun. Ecnn ycnosus
3KCTpakuun Bbi3biBAOT o6pas3oBaHne 4acTul, NpuW NJaaHUpPOBAHWW WCCMEAO0BAHUA mMaTepuanoB [O/KEH 6bliTb Y4TeH
adhekT npoueayp aKkCTpakuum.

Konnyectso matepvana u naowafb ero NOBEPXHOCTU JOJ/IKHbI COOTBETCTBOBATH GMOMOTMYECKNM U (hU3NYeCKum
orpaHU4YeHnsiM TeCT-cUCTEeMbl. Ha NpakTuke cnefyeT Ucnonb3oBaTbh CTaHA4APTHOE KONTMYEeCTBO NPOGbLI, pEKOMEH4OBaHHOE
ANA KaXA0ro OTAE/IbHOTO 3KCNepuMeHTa.

Monb3oBaTeNn HacTosAWEro cTaHAapTa A4O/KHbI 06paTUTb BHUMaHMe Ha 0630p «Hajnexalwero npuMeHeHus* un
«HenpaBW/IbHOTO NPUMEHEHUA* cepTUdNLMPOBAHHbIX CTaHAapPTHLIX 06pa3uoB B npeancnosun k Pykosoactey ISO 33.
OT0T 0630p OTMEYaeT061aCcTM NOTEHLMANBLHOTO HEAOCTATOYHOTO U N36bLITOYHOTO YyNOoTPe6/1eHUA KOHTPOIbHbLIX 06pasLoB
ncepTMdMLUNPOBaAHHbBIX CTAHAAPTHBIX 06pa3L0B. Mob30BaTEeIN HACTOALLETO CTAHA4apPTa AO/IKHbI TaKXXe NPUHATb BO BHU-
MaHue, 4To A0NYyCTUMO NCNONb30BaHNE KAaIMGPOBOYHbBIX MATeprnanoB 415 OLEHKM BMONOTMYECcKOro oTBeTa nccneyembix
MaTepuanos B npegenaxoAHoii nabopatopuu.
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MpunoxeHue C
(cnpaBouHoe)

MPUHLMMbI 3KCTPAKUUN Uccreqyemblix 06pasuos

C-1 lpu NpuUroToBAEHUN IKCTPAKTOB M3 M3aennii MmogenbHas cpefa (akcTparupylowas XnuakocTb) U YCII0BUS 3KC-
TpaKuuy JO/IKHbI COOTBETCTBOBATbL CBOWCTBAM U MPUMEHEHUIO TOTOBOIO M3 eNNA, a TakKe NPOrHo3nupyemMbIM xapakrtepuc-
TMKaMm meTofa mccnefoBaHusa (Hanpumep, YyBCTBUTENIbHOCTM U T. M. B OTHOLWEHUWN LeNn nccnefoBaHns, 060CHOBaHUS,
YYBCTBUTENbHOCTU U T. A.). Takum 06pa3om, yClI0BMUA IKCTPaKLUN M NPUMEHEHNE 3KCTPaKTa B TECT-CUCTEMAX [JOMXKHbI. B
naeanbHOM cnyvae, oTpaxaTb He TO/IbKO YC/IOBUSA pPeasibHOro NpUMeHeHUs N3fennii, Ho Takxe Lefb 1 NPOrHo3npyemMble
0COBEHHOCTU nccneoBaHuii.

B ycnoBuAx 06bI4HOr0 MCNOMBL30BAHNSA NPU LLUPKYNALUN XUAKOCTER Yepes n3genne, Hanpumep B akcTpakopnopanb-
HbIX U3enuax, AN NnpueMaemMblX MeTo40B 9KCTPpaKLMM HeEo6X0AMMO 06paTUTLCA K AONONHUTENbHbLIM CTaHAapTam, ecnu
Takne CyL ecTBYIOT.

[na onpejeneHna onacHOCTU W OLEHKM pUCKa ONacHOCTed NpoBoAAT GUONOTMYEeCcKne uccnefoBaHns B yCNOBUAX
npeyBesIN4eHHOTo N/unm 06bIYHOTO NCMOb30BaHNA. MeToAbl 3KCTPaKL MM pas3nyaTcs B 3aBUCUMOCTH OT Lein uccnepno-
BaHMUA:

a) NpeyBeNMYEHHYI 3KCTPaKL W0 NPUMEHAIOT 4NS onpeAeneHns onacHocTu;

b) 3KCTpaKuuio, UMUTUPYIOLLYI0 UCNONb30BaHNE, NPUMEHAIDT A4NA BbipaboTku hakTopa 6€30NacHOCTU NPU oL eHKe
pucka ans 340p0OBbs YENOBEKA;

C) ncuyepnblBalolW Yy 3KCTPAKLUIO NPUMEHAIOT A5 OLEeHKM 6e30NacHOCTU MMNIAHTUPYEeMOro n3genna n nporHosa
BEPXHUX AONYCTUMbIX YPOBHEW XMMNYECKNX BELECTB, BblAE/IAEMbIX B OPTaHM3M NauueHTa.

C.2 HacTtoswwuit ctaHgapT npejnonaraeT, 4TO KOJIMYECTBO 3KCTParnpyeMbiX BeLW,ecTB 3aBUCUT OT NPOAOIKNTENb-
HOCTMW 3KCTpakuuu, TemnepaTtypbl, COOTHOLWEHNA NOWaAmN NOBEPXHOCTN MaTepuana u o6bema MofefibHON cpeabl, a Tak-
Xe CBONCTB pacTBoOpuTens.

C.3 TpoAO/MKNTENBHOCTb 3KCTPaKLMM A0/DKHA OblTh JOCTATOUHOV ANA MAKCMMaibHOTo N3BfevYeHnn seuiectsa. Ha
npakTuke 418 KaXA0ro XMMMYeCckoro aHanmsa pekoMeH/joBaHbl CTaHAapTHbIe YCOBUSA BPEMEHN 1 TemMnepaTtypbl 3KCTpak-
L1n BMECTO APYrMX HEOB6OCHOBAHHbIX UM HECTAaHAAaPTHbIX YC/TOBUA.

C.4 B kayecTBe a/ibTepHaTUBbl MOXHO NPOBECTW MOBTOPHYIO 3KCTPaKLMIO C NOCAeAYOWNM KOHLEHTPpUpoBaHuem,
ANATOrouTOo6bl NONYUYNTL 4OCTATOYHOE A1 aHANIN3a KOJIMYECTBO aKCTparnpyemoro seujectsa. Takas npaktnka npuMeHu-
Ma B Lensax nageHTudrkaymm onacHoctu (M. npunoxexHune D).

C.S Temnepatypa aKCTpakuuy MOXeT 6biTb PA3NUYHONK B 3aBUCUMOCTN OT UCCIeAyEeMOro Matepuana. kcTpakumna
He lo/1Ha Bbi3biBaTb 3aMeTHOW ferpajaluumn matepvana, 3aUCK/l04eHNEM Tex cayyaeBs, kKorga matepuasn o/IXeH pacTBo-
pATbLCA NN nogsepraTbca pe3opbuun npu ucnonb3osaHun (cm. 10.3.2). Temnepartypa 3KCTpakuum 3aBUCUT OT husu-
KO-XMMUNYECKUX XapaKkTepucTuk matepmana usgenvs. Hanpumep, npu akcTpakynu NnosiMMepoB TeMnepartypa 4o/ixHa 6biTb
HUXe TemnepaTypbl CTeknoBaHna. Ecnn TemnepaTtypa CTeKI0BaHMA HWXe TemnepaTypbl MCNONb30BaHMA, Temnepartypa
3KCTpaKLumM fo/XHa 6biTh HKE TemnepaTypbl NiaBneHns. PekoMeHjoBaHHble yCNoBUs npusedeHsl B 10.3.1.

Cnepytowmne npumepbl cnyxart unntctpaynein Ans nyywero NOHMMaHua n3noxexHHoro a 10.3.1;

a) maTtepuasbl, KOTOPbIE UMEKT TOUKY MIaB/eHNA UAN pasMardyeHuns Humxe (121 + 2) *C. 4o/KHbI NoABepraTb aKe-
TpakLuu npu cTaHAapTHON TemnepaTtype HUXe TOUKM NnaBneHus (Hanpumep, NONITUEH HU3KOW NNOTHOCTK);

b) maTepuansl, nogBepraemble rnaponnsy, ciejyet akcTparnposatb nNpu Temnepatype, o6ecneunsato,eil MUHN-
ManbHbIA TMAPONN3 (Hanpumep, noamaMmuabl akcTparupyoT npu Temnepatype (50 r 2) ‘CJ;

C) mMatepuanbl. KOTOPble CTEPUIN3YIOT NAPOM U COAEepXaT XUAKOCTb B NpoLecce XpaHeHus, cnefyeT aKkcTparmpo-
BaTb Npu Temnepatype (121 + 2)°C (Hanpumep, npeABapuUTENbHO 3an0/IHEHHbIE Anann3aTtopsbl);

d) maTepuansl cnegyet akcTparuposaTb Npu Temnepatype, kKotopas ob6ecneunBaeT MakCumanbHoe U3BlevYeHune
BelecTBa 6e3gerpagauun matepunana (HanpuMmep, TKaH MOXHO aKCcTparuposaTtb npu Temnepatype (37 + 1) ‘C. Torgakak
Kepamuyeckme uMmnaaHtatel — npu Temnepatype (121 + 2)*C|.

BHumanue! NMpumMeHeHre MeTOA0B MCC/lie0BaHUS MO HACTOsLeMY CTaHAApPTy K Matepuanam usgenuii, cogepxa-
MM NPOTEUHbI, A0/KHO NMPOBOAUTLCS C 6O/bLIOK OCTOPOXHOCTLIO, UTOGLI NpoLleypa IKCTPakLMM He n3MeHnna 61onoru-
4YecKUX CBOWCTB aKcTparnpyembix MaTepuasnios-

c.6 CoOoTHOWeHWe naowajm NnoBepxXHoCTN M3Aenns nobbema MoAeNbHO cpefbl UK PACTBOPUTENA O/IKHO ObITb
[0CTaTOYHbIM:

a) AN AOCTUXEHUS MaKCUMasibHOTO KO/InYecTBa 3KCTparmpyeMbix BelwecTs B NpMeM€MOM A5 XMMUYECKOTo aHa-
nnsa unm gns 6nonornyeckux uccnefoBaHnii 4o3npyemMom o6beme (T. e. 403UPyeMbIi 06beM BHYTPU hM3NONOTUYECKNX
npepenos).

b) AeMOHCTpaLuu NoTeHLManbHON ONacHoCT NPUMEHEHUS ANA YenoBekKa;

C) NOJIHOTO NOrPYXeHUst MaTepuana B pacTBOpuUTenb.
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Mpu OTCYTCTBMM NapamMeTpoB 3KCTPaKL MM AN KOHKPETHOTO N3[eNns pekoMeHyeTca NCNoNb30BaTb CTaH4apTHbIE
noBepxHoOCTU Nob6beM pacTeopuTens (cm.10.3.3). HekoTopble MeToAbl CCNEeA0BaHNA TPEOYIOT KOHLLEHTPUPOBAHUSA Bbl TA-
XEeK N9 NOBbILEHNA YyBCTBUTENbHOCTN TecTa.

MpumeyvyaHune — KOHLEHTPUPOBaAHUE BbITSXEK MOXET NPUBECTU K NOTepe NeTyunx BelwecTs, Taknx Kak oKnchb
aTuneHa.

C.7 Bbl6paHHble ANs 3KCTPaKLUM pacTBOPUTE NN A0/KHbI COOTBETCTBOBATL CrefyloWnM Tpe6oBaHmaAM:

a) G6blTb NPUTOAHBIMY AN UCMNONb30BaHNS B ONpeAeneHHbIX 6MON0rMYeckux TecT-cucTemax.

b) UMWUTMPOBATH YCMIOBUA IKCTPAKLMUK, KOTOPbIE peanunayoT B npoLecce KIMHUYECKOro NPUMeHeHus n3genus.

c) o6ecneynBaTb MakCMMasbHOE U3B/IEYEHUE IKCTPArMpyeMblX BELWEeCTB.

Mpu OTCYTCTBUM AaHHbIX O PacTBOPUTENSX AN ONpefesieHHbiX U3genunii pekoMeHAyeTcs MCNoSb30BaTb CTaH-
AapTHble NONAPHbIE N HENONAPHbIE pacTBopuTenu (cm. 10.3.5).

Mpumeuvanune — CraHgapTusayusa napameTpos, npuBegeHHbix B C.5 n C.6. n03B0oNSAET UCNONb30BaTh flaHHble,
nonyyeHHble B xoAe 6GMOMOTNYECKUX NCCef0BaHNii MeAULUHCKNX U3AeNni, ANS APYrMX ueneil, HanpuMep AN OLEHKK
pucka u Ana pasBUTUA CTaHAapTU30BaHHbIX 6a3 AaHHbIX.

C.8 [na matepnanos, pacTBOPAUINXCA MU pe30pOUpyoLMXCsA B OpraHnaMe, Heo6xoaumo cobnaars:
a) ycnosus, npuBejaeHHble a Tabnuuye 1:

b) ycnosusi«temnepatypa/spemsa* B 10.3.1;

c) nonoxeHns 10.3.9 0oTHOCUTENBHO (hUNbTPALUY UNN LEHTPUADYTUPOBAHUS.

C.9 MpuroToBneHne o6pasya usgennii,cobupaembix In situ

05 0co6biX 06CTOSATENLCTB NPU NPUTOTOBMEHNMN 3KCTPAKTOB U3 U3J4eNnil, NoNMMepn3yemMbix In situ, HEBO3MOXHO
co3faTth CTaHAApPTU30BaHHOE TpeboBaHue. [ NoyyeHnss NPUeMIEMOro 3KCTPaKTa HE06X0AMMO YUUTLIBATL OTAE/bHbIE
KOMMOHEHTbI, BpEMS [0 NONIMMEpPU3aLmmn, npejHasHauyeHHOe UCNONb30BaHNe N AKCTparnpyL e xmakoctn. Heo6xogumo
NoAYEPKHYTh, UTO MPU NAAHUPOBAHUN NPABUILHONW METOA0M0TNN 41 pa3paboTKM NPUTOAHOr0 UccaegyeMmoro o6pasya
HEO6X04MMO NCNONb30BATL KUHETUKY NONUMeEpM3aLun. Mpu BbiIGOpe NPUEMIEMOr0 pacTBOPUTENs ANs IKCTpaKuum o6pas-
La HYXHO YUNTbIBATb HE3AMNO/IMMEPU30BAHHbIE KOMMOHEHTHI.
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MpunoxeHune O
(cnpaBouHoe)

McuepnbiBatowas aKCTpPakuusa NoIMMepHbIX MaTepuranos A/ GUOMNOTMYECKON OLeHKN

D.1 O6uwasn yacTb

MonumepHble MaTepuanbl YacTo coAepxaT He6oblOoe KOTMYECTBO XMMNYECKNX BEeLeCTB HU3KO MONeKynapHoii
maccbl (LMW C). Takux Kak kKatanusaTtopsl, yckopuTenu npouecca unu gpyrue go6asku (19). octaToyHble MOHOMEPbI, 0NN-
romepbl W T. . 3HAYNTENbHO TOKCUKOMOrMYecKkoih Nnpo6iemoil npu 6MONOrMYeCcKOl OLeHKe NMOSIMMEpPHbIX MaTepnanos
ABNAETCA TOKCUYHOCTb NOGBIX Bbillena4ynBaeMblX BelecTB, KOTOpble MOTyT MAUTPUPOBATbL U3 NOMMMepa B YenoBeyeckunii
opraHusM BO BpeMs UCNOMb30BaHUA U3fenus. 3Ta KOHUEeNuus BbiBejeHa U3 coriaweHusa nonuMmepHoi rpynnel OECD no
BONPOCaM Yrpo3bl 340POBbI0 U UCKIHOYEHNS NONIMMEPOB N3 UCNbITaHWi (CM. (17)).

OTyeT BblAENUN crneaylolmne YeTbipe napameTpa, KOTOpble€ BaXHbl 415 OLLeHKW YTrpo3bl 3/J0POBbI0, BbI3BAHHOW Npu-
MeHeHMeM NonnMepoB:

a) cpefHeuYNcn0BOI MONEKYNAPHbII BeC NonuMepa;

b) cofepxaHne XMMUYECKUX COCTABAAIOLLNX C HN3KNM MOIEKYISPHBIM BECOM;

C) Hanumuue peakLWOHHbIX PYHKLMOHaNbHbLIX rpynn (cm. (1B]>;

d) Hanunuve 6UOLOCTYNHbLIX METAN/IOB.

MpumeuvyaHne — LMWC onpefensanT Kak XMMUYECKME BelecTBa HU3KOro MOeKyNSipHOro Beca C MOJIEKYNAp-
HbIM BECOM, He npeBbiwatwwmm 1000 Da.

Mpn 6MONOrNYECKO OLEHKe MOSIMMEPHbLIX U3AEeNnil ANS NPUTrOTOBNIEHNA UCCNefyeMblX 06pasL0B He06XxoAUMbI
onpeaeneHHble MeToAbl 3KCTpaKLn (KpOMe nccnefoBaHunii Mo MNAaHTauumn, reMoCOBMECTUMOCTMN NMPSAMOTo KOHTakTa n
LUTOTOKCUYHOCTN NPAMOro KOHTakTa). MpunoxeHne CykasbiBaeT Ha TO.UTONPeyBeNYEHHAA 3KCTPaKLMA NpUMeHnMa npu
onpeaeneHnn pucka. McuepnbiBatolwas aKkCTpakyns ¢ NPUMEHEHWEM OpPraHWyeckux pacTtBopuTeneil sBnaeTca ApPYrum
MeTOAO0M, KOTOPbIVi MOXeT 6bITb NOME3HLIM NP ONpPeAENEHNN PUCKA NONNMEPHbLIX U3A4eNnit, 0CO6EHHO NpeAHasHauYeHHbIX
ANA AONTOCPOYHOTO NCMOMb30BaHUSA.

[aHHbI MeTog 060CHOBAH crefylWwnmu pakTopamu.

- ANS onpejeneHns pucka pekomeHayeTcs, 4yTo6bl NPy Han6onbleli BO3MOXHOCTN 06LLee KOIMYeCcTBO IKCTparmpy-
emoro Beljectsa 6b1710 NONYYEHO N3 NOTMMEPHOTO U3JENNA NUNPUMEHEHO COOTBETCTBEHHO K KaX 0 TecT-cucteme;

- HECKO/IbKO Hay4HbIX pa6oT nokasanu, YTo 6uonornyeckne XuaKocTu, Takme Kak CbiIBOPOTKa, UMEKT akTUBHOCTb,
CPaBHUMYI C OpPraHWYeCKNMMMW pacTBOPUTENAMU, HANPUMEP 3TAHON U METaHON NPU IKCTPaKLUN XUMWUYECKUX BelecTB
(bTanat. 4.4-meTuneHgnaHunud. 6uceHon-A) ns nonumepHslx matepuanos (20]. (23]. (25). (26);

- 3KCTPaKLMA OpraHnyecknmMm pactTsoputensamm o6bIYHO NPpUMeHaeTca ao61acTv NOIMMEPHOro aHann3a ansa ngeH-
TUMKaLMm nyncneHHoro onpegeneuns LMWC nonnmepos.

D.2 Bbi6op noaxofsauwmx pactsoputenein ona akctpakumm LMWC 3 nonmMmepHbix nsgenui

CyliecTByeT WNPOKoe pasHoo6pasne NONUMEPOB U NX [06aBOK. TakuMm 06pas3oM, HET eJMHOT0 YHUBEPCANbHOTO
pacTBopuTens, NPUMEHUMOTO ANA UCYepnbiBalLW e aKCTpakuum Bcex nonumepos. CTaHaapTHble MeTo/Abl OTAeneHns
LMWC 0T BbICOKOMOIMMEPHbIX (P pakLuii, perynsipHo npuMeHsolwnecs B 061acTM NOIMMEPHOTO aHannsa, NoMorawT npu
Bbl6Ope NOAXOAALNX pacTBOPUTENel NS ncyepnbliBatoLeil akcTpakyum.

TUNUYHBIM MeTO4O0M SBNAETCS NpefBapuTeibHOE BbINOSIHEHNE CTYNEHYATON aKCTpakLyum AN BbiGopa noAxoasiye-
ro opraHn4YecKkoro pacTBopuTens, YTobbl 3aTem IKCTparnpoBaTb NONEPeYHO-CLUUTbIe NoNUMepPbl. BoiGpaHHbIi pacTBopu-
TesNb JO/KEH PacTBOPSATb MakCMMabHOE KO/INYeCTBO HeMonsspHbiXx LMWC. Ho He cam nonuMep. Heo6xoAnMo y6eanTbCs
BTOM. 4TO PacTBOPUTE/b He BbI3bIBAETXMMUNYECKOTO NU3MEHEHUSA MaTepnana, co3jasas, Takum o6pasom, apTedakTsl. 15
noapo6HON MHOpPMaLUKM N0 CTyNeHYaTOR aKCTpakym C NpUMeHeHNeM pas/MYHbIX pacTBopuTenei npuBefeHbl CCbi-
K1 (27) n (33). PekomeHgaunm no NPUMEHNMbIM B ONMCAHHOM Bbille C/lyyae pacTBOPUTENSIM U3M0XEHbI B cCbinikax (27). (28)
1 (33). Kak npaBuio, UMy IBASIOTCA MeTaHO/, 3TAHO/, aLeTOH, METUNS3TUNKETOH. XI0podhopM (2-nponaHos/rekcaH). Ana-
TUNOBbIV 3hUp U rekcaH (0T NONAPHOTO [0 HEMONAPHOT0). LMWC ¢ TOUKM 3peHNSA TOKCUKOOTUMN ABNISIOTCA XUPOpPacTBOpPU-
Mble COeAMHEHNS C KO DMUMEHTOM pasgeneHnsa unvm norapumom koadpuumernTa no oktaHon/soga B 2.0 nnm 6onee,
Tak Kak 3TM XMMUYeCcKne COeJMHEHUS MOTYT He TaK 6bICTPO BbIAENATLCSA N0 CPABHEHMWIO C NONSPHBIMU XUMUYECKUMU COen-
HeHusiMn. CKOPOCTb MUrpaymm aTux LMWC ¢ 60/1bl10il BEPOATHOCTLIO KOHTPOIMPYeTCA npoueccamu Auddysnumn a noau-
mMepe. ecniM BO BHelHell hase He 6biN0 pasfenieHns. CuTyauns 3KBWBANEHTHA MuUrpaunm B 6eCKOHeYHbli 06bem 1
COOTBETCTBYET YC/IOBUAM McyepnbiBawowen akcTpakyum (cm. (21) n (22)). Cneaywowmnii Ha6op NONAPHBIX U HENONSAPHbLIX
pacTBopuTenei MoxeT 6GbiTb MPUMEHEH ANA NpeBapuUTesibHbIX ONbITOB MO pacTBOPeHuto 60nbwKnHcTBA LMWC € ToKCU-
KOJIOTMYECKUM PUCKOM: MeTaHO/, aLeToH. 2-nponaHon/rekcaH (50 : 50) u rekcaH. [in15 BbICOKOCWUTLIX MOMMMEPOB Xesa-
TeNbHO UCNONb30BaTb PacTBOPUTENN, KOTOPble Bbi3biBAT HabyxaHue NOMMMepOB, Tak Kak OHM CNoco6CTBYHOT
CBOEBPEMEHHOMY 3aBepLUEHNIO OnbITa.
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NeTyyecTb pacTBopuTens siBAAETCA [ONOMHUTENbHbIM (DakTOpOM Npu BbiGOpe pacTBOPUTeNs ANA IKCTpaKLuu.
PacTBOpuUTENN C BLICOKOW TOYKON KUNEHNA HE AeNAITCA NPUMEHUMbBIMU, TakK KAk MOXHO oXugaTb pasnoxeuna LMWC npu
ncnapeHun pacTBOpPUTENSA U3 IKCTPaKTa ANA NOSyYeHUsA ocajka ucnapeHuns, npouecca, KOTopblii NPUMeEHUM k 6uonoruyec-
KMM TecT-cucTemMam.

0.3 [Opyrve acnekTbl Bbi6Gopa ycnoBUi akCcTpakumm

D.3.1 [lns onpefeneHna oCTaTOYHOro cogepxaHna LMWC B nonmMMmepHbiX matepuanax Heo6xoAMMo NpoBecTun
ncyepnbliBalLllyo 3KCTpakuuio, Kak onncaHo B D.3.3. 3To npegocTaBUT MakcuManbHOe KOJ/IMHECTBO 3KCTparnpyemoro
BelecTBa Ha NPo6GHbIi o6pasel (XyALW N4 BapraHT), KOTOpoe 3aTeM c/iefyeT UCNOMb30BaTh A5 fanbHeLW el XMMUYeckoin
XapaKkTepucTUKn N TOKCMKONOTMYECKUX ccnesoBaHuii.

0.3.2 3OkcTpakuyuto nposogAT npu 37 “C v npu NoBbIWEHHbIX TEMNEpaTypax 419 YCKOPeHUs onbiTa. TEM He MeHee
cnepyeTt NOMHUTb, YTO NOBbIWEHHbIE TEMNEepaTypbl MOryT Bbi3BaTb XMMUYECKNE peakuuun (M1un pasnoxeHne), 4To NpuBo-
AVT K06pa3oBaHUIO JONONHUTENbHbBIX COEANHEHWI B aKCTpakTe. Takxe nNpn BbIGOpe NOBbIWEHHbIX TEeMNepaTyp ciegyeT
NMOMHUTbL O TOM. 4TO BO BPEMSA 3KCTPaKL UM HEe JO/DKHO NPOUCXOANTb AONONHUTENbHbLIX MOUMEPU3ALUN NN NONEPEYHOro
ClMBaHNA NONUMEPOB.

0.3.3 TlpuucyepnbiBaloLWwen akcTpakyum ANUTENBHOCTb 3KCTPAKLUKN HE MOXeT 6bITb NpeAnucaHa 3apaHee, HO BO3-
MOXHO MPUMEHUTL cAeayWnii MeTo. NpoBOAMTCA cepus nocnefoBaTeNbHbIX 3KCTpaKLyuii nyTem o6pa6oTkn Npo6HOro
o6pasua pacTBOPOM Ha onpeAeneHHbIi Nnepuoj BpeMeHU, 3aMeHAs pacTBOP Ha CBEXWIA M NOBTOPHO noaBepras obpasey,
o6paboTke Ha onpe/efieHHbIi Nnepnoa BpeMeHun, NoBTOPAA Npouecc. Korga cogepxaHue ocajka npu n-it nocnegosaTesb-
HOI 3KCTpaKyum coctaBuT ogHY AecaTyto (0.1)cogepxaHusa npu NepBoii 3KCTPAKL UMW, IKCTPAKLUA NPU3HAETCA 3aBepLUEeH-
HOi. BO3MOXHO, 4TO 3TOro He nponsoiifeT n3-3a NpejenbHO MeANeHHO murpauuu matepuana ¢ 6osiee BbICOKUM
MOMEKYNAPHbIM BecoM. IHAMBuAyanbHble COfepXaHnsa ocajka cknafblBaloT ANA NONYYEHUS CYMMapHOro 3Ha4yeHus u
nyTem Nnponopuuun Npo6HbIi 06pasel/pacTBOp CPaBHMBAIOT C YPOBHAMM 06pasua u. HakoHel, ¢ nu3genuem B uenom. Obuiee
cofepxaHue octaTka U3 U3genus perncTpupyeTcs Kak «NpoLeHT aKCTparnpyemoro selecTsa*.

0.4 TMpuMeHeHMWe OCTATKa, MOJIYYEHHOTO B pe3y/fbTaTe UCYepnbiBato W e 3KCTPaKyUm Npu 6MON0TMYecKoi
oueHke

MonyyYyeHHbI TakMM 06pa3oM OCTATOK PACTBOPSIIOT B NOAX0AsILLEM pacTBOpe M MOTyT B Aa/ibHENeM NCnonbL30BaTh
KaKk Npo6HbI 06pa3el, NpyM 6MONOrMYECKON OLLeHKE B CIeAYOWNX Lenax:

a) 6yayum npo6HbIM 06pa3LoM B GMONOTMUYECKUX UCCef0BaHUSAX, OCTATOK YacTO AB/ISETCSH CMECbI0 XUMUYECKNX
BelecTB. MpUMeHAA 0CTaTOK B Pa3/IMUYHbIX GUMONOTMYECKMX METOAAX UCCNef0BaHUsA, MOXHO OLEHUTb NOTEeHUManbHbli
PUCK B KaXA01 6MoN0ornyeckoil KoHeuYHol Touke. MpUMeHeHne ocTaTka B TECT-CUCTEMAX ONMCAHO B COOTBETCTBYIOLWNX pas-
Aenax ISO 10993 n ero npunoxenunax, Hanpumep ISO 10993-3 n ISO 10993-10:

b) AN XMMUYECKON XapaKkTepuCcTUKN faHHble XMMUYecKoroaHanmaa octaTka npejocTaBnsioT None3Hy nHhopma-
LMo ANS XapakTepUCcTUKN matepmnana n/mnm ero XuMmnyeckux KOMNoHeHToB (cM. ISO 10993-18). TBkasA MHOpMaLna NHOT-
[a MOXeT MpMBECTM K 3ak/IYeHW, 4YTO B JafbHElWnx WcnbiTaHUAX HEeT Heo6XOAMMOCTM, OCHOBbIBAsicb Ha
TOKCUKONOTUYECKOW 3KBUBANEHTHOCTHU MaTepuany, UCnbiITAaHHOMY KNUHUYECKU.
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Mpunoxenune A
(cnpaBouHoe)

CBefleH1si 0 COOTBETCTBUN MEXIOCYyAapCTBEHHbIX CTaH4apToOB
CCbIZIOYHbIM MeXAYHapoAHbIM cTaHgapTam

Tab6bnunuya [A1

O603HaueHNEe 1 HaMEHOBAaHME CCbIIOYHOrO
MeX/yHapoJHOro ctaHaapTa

ISO 10993-1:2003 Bbuonoruyeckasa oueHKa
MeAuLUHCKUX n3genuii. Hacte 1. OueHka n nc-
nblTaHue

ISO 10993-2:2006 OueHka 6uonoruyeckas
MeauLnHCKNX nsgenuii. Yactb 2. TpeboBaHusa
K OXpaHe 340P0Bbs XUBOTHbIX

ISO 10993-3:2003 OueHka 6uonorunyeckas
MeauunHCKnX mnsgenuii. Yacte 3. WcnbiTaHusa
Ha FeHOTOKCUYHOCTb. KAHLEPOTeHHOCTb U TOK-
CUYHOCTb. BIUSIIOLLYIO HA PenpoayKTUBHOCTb

ISO 10993-4:2002 OueHka 6uonorunyeckas
MeauLnHCKUX nsgennin. Yactb 4. Bolbop ucnbl-

TaHWn. OTHOCALMXCA K B3aWMOAEWCTBUI C
KPOBbIO
ISO 10993-5:1999 Bbuonoruyeckas oueHKa

MeAULUHCKUX n3genunit. Yactb 5. McnblTaHus
Ha LMTOTOKCUYHOCTD in Vitro

ISO 10993-6:2007 buonorunyeckas oueHKa
MeauLnHCKUX mnagenuii. Yacte 6. WcnbiTaHus
ANa onpejeneHna nokanbHbiX 3 eKToB no-
cne nmnnaHtayuu

ISO 10993-7:1995 OueHka 6uonoruyeckas
MeAUUUHCKUX n3gennii. Hactb 7. OcTatkm npu
cTepunnsaumm aTUNEHOKCMA0M

ISO 10993-9:1999 OueHka 6Guonoruuyeckas
MeAuuMHCKUX n3genunit. YacTtb 9. CTpykTypa
naeHTUKaUUM 1 KBaHTUUKaLUM NOTeHUN-
aNbHbIX NPOAYKTOB pa3/oXeHus

ISO 10993-10:2002 OueHka 6Guonoruuyeckas
MeaununHckux nsgenuii. Yacte 10. Mpo6bl Ha
pasgpaxeHue n annepruyeckylo peakuuio 3a-
Mef/IeHHOro Tuna

ISO 10993-11:2006 OueHka 6uonoruyeckas
MeauunHCKUX nsgenuii. Yacte 11. NcnbiTaHus
Ha CUCTEMHYI0O TOKCMYHOCTb

MCO 10993-12:2007 OueHka 6Guonoruyeckas
MeAVLUHCKUX n3gennii. Yacte 12. Moarotoska
npo6 u 3aTanoHHbLIX MaTepnanos

CreneHb
COOTBETCTBUSA

0T

T

OG603HaueHNE 1 HAMMEHOBAHNE COOTBETCTBYIOLLETO
MEXIoCy;apCTBEHHOro cTaHgapTa

FOCT ISO 10993-1—2011 W3penusa mMeauLUHCKME.
OueHka 6M0N0rMYecKkoro 4eicTensa MeanNLNHCKNX N3-
penuii. Yactb 1. OueHka u uccnepoBaHus

*

FOCT ISO 10993-3—2011 W3aenus MefuULUHCKue.
OueHka 61010rM4ecKoro 4eiicTBNAa MegNLUHCKUX 13-
penuit. Yacte 3. WccnepoBaHUA FeHOTOKCUYHOCTH.
KaHL,epOreHHOCTN U TOKCUYEeCKoro JelicTBNA Ha pen-
POAYKTUBHYIO (hYHKLMIO

FOCT ISO 10993-4—2011 W3aenus MefuULUHCKUe.
OueHka 6M0N0rMYeckoro AeicTBns MeguLNHCKUX N3-
naenuii. Yacte 4. WccnepgoBaHusi usgenuii, Bzaumo-
AENCTBYIOLWMNX C KPOBbHO

FOCT ISO 10993-5—2011 W3penusa mMeauLUHCKME.
OueHka 61Monornyeckoro 4eicTensa MeanUNHCKNX N3-
penuit. Yactb 5. WccnepoBaHus Ha LUTOTOKCUY-
HOCTb: MeTOAbI in Vvitro

FOCT ISO 10993-6—2011 W3penusa mMepuuUUHCKUE.
OueHka 6M00TMYECKOro AeiNcTBUS MeAULUHCKUX U3-
nenuii. YacTtb 6. WccnepoBaHusi MeCcTHOro geicteus
nocne uMnaaHTauum

FOCT ISO 10993-7—2011 W3aenus MefuULUHCKUe.
OueHka 6MONOTNYECKOTO AeACTBUA MEeAULNHCKNX W3-
aenuii. Yactb 7. OcTaTtoyHoe cofepxaHne 3aTUNeHOoK-
cmpa nocne ctepunnsayumn

FOCT ISO 10993-9—2011 W3penusa mMeauLUHCKME.
OueHka 6uONOrMYecKoro pAecTBua MeAULUHCKNX
n3gennin. Yactb 9. OCHOBHble NPUHLUNbLI UAEHTU-
duKaLumm n KONMYeCTBEHHOro onpefeneHns noTeH-
LuanbHbIX NPOAYKTOB Aerpagawuu

FOCT ISO 10993-10—2011 W3genusa meguuuHCKue.
OueHka 6M0N0TNYECKOTO AeACTBUA MEeAULNHCKNX N3-
nenuii. Yacte 10. WccnepgoBanua pasgpaxatouwero v
ceHcMbunuanpyrouiero geincTema

FOCT ISO 10993-11—2011 W3penua mefuuuHCKue.
OueHka 6MONOrMYECKOro feNCTBUS MEeAULUHCKUX U3-
nenuii. Yactb 11. iccnepoBaHus 06WeTOKCUYECKOTo
neinctena

FOCT ISO 10993-12—2011 W3pgenusa mefuumHckue.
OueHka 610/10rMYecKoro 4eiicTBna MeguLUHCKUX 13-
aenwii. YacTtb 12. MpurotosBneHne npob v KOHTPO/b-
Hble 06pasLbl
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OkoHuaHue Tabnuuybl JA. 1

O603HaueHNe N HaMEHOBaHNe CCbITOYHOTO
MeX/lyHapoJHOro ctaHgapTa

ISO 10993-13:1998 OueHka 6uonorunuveckas
MeanunHCKUX nsgenuii. Yacte 13. peHTudu-
Kauus n KonmyecTBeHHas OLEeHKa NPOAYKTOB
pasnoxeHnss B MNONUMEPHbIX MeULUHCKNX
ycTpoicTBax

ISO 10993-14:2001 OueHka 6uonornyeckas
MeAuuMHCKUX nsgenunii. Yacte 14. pgeHTudu-
Kauua 1 KonnyecTBEHHas OUEHKa NPOAYKTOB
pasnoxeHna Kepamuku

ISO 10993-15:2000 OueHka 6Guonoruyeckas
MeauLNHCKUX nagenuin. Yacte 15. geHtudn-
Kauusi M KonuyecTBeHHas OLEHKa MPOAYKTOB
pasnoxeHus mMeTansoB U CNnaBoB

ISO 10993-16:1997 OueHka 6Guonoruyeckas
MeANLMHCKUX n3gennin. Yacte 16. KoHuenuusa
TOKCUKOKUHETUYECKNX UccnefoBaHuin npopayk-
TOB PpAas3/loOXEeHUs U BblleNaynBaemMblx Be-
wecTs

ISO 10993-17:2002 OueHka 6uonoruyeckas
MeauuMHCKUX n3genuii. Hactb 17. YcTaHoBne-
HUe A0NyCTUMbIX NPeesioB BbllenadynBaemblx
BelecTs

ISO 10993-18:2005 OueHka 6Guonoruyeckas
MeauLMHCKUX nlgenunin. Yacto 18. Onpegene-
HMe XMMUYECKNX XapakTepucTuK maTepruanos

ISO/TS 10993-19:2006 OueHka 6rnonorun-
yeckas MeguUMHCKUX wu3genuii. Yactb 19.
®dusnko-xnummuyeckas, mopgonornyeckas u To-
norpacduyeckas xapakrepucTuka matepuanos

1S0/7S 10993-20:2006 OueHka 6uonormyec-
Kas MegNLUHCKUX ngennii. Yacts 20. MpuHUK-
Nl U MeToAbl MMMYHOTOKCUKO/IOTUYECKUX
MCNbITAHUA MeAULNHCKUX n3genni

ISO 14971:2007 W3pgenua mepuuyuHckue. Mpu-
MEHEeHNe MeHeXXMEHTa pUcKa K MeNLUHCKNM
nsgenuam

CreneHb
COOTBETCTBUSA

IDT

IDT

0T

0T

0T

0T

0T

oT

0T

OG03HaYEHNE 1 HAVMEHOBAHWE COOTBETCTBYHOLLEID
MEXroCyAapCTBEHHOI CTaHaapTa

FOCT ISO 10993-13—2011 W3pgenua MeguuuHCKue.
OueHka 61M0N0TUYECKOro AeiicTBUA MEeAULUHCKUX W3-
penwvii. Yactb 13. NgeHTndukaums m KONMYECTBEH-
Hoe onpepeneHue npoAyKToB gerpagauumn
NONIMMEPHbIX MEAULMUHCKUX U3aenuii

FOCT ISO 10993-14—2011 W3pgenua mepuuuHCKue.
OueHka 6MON0OrnYecKoro 4encTBna MeguLUHCKUX N3-
aenuit. Yacte 14. NpeHTudukauma m KONMYECTBEH-
HOe onpejeneHne NPoAyKTOB Aerpagauuun nsgenui
13 Kepamuku

FOCT ISO 10993-15— 2011 W3aenusa mefuLmnHcKue.
OueHka 61M0N0rMYecKoro fecTBuA MeAULUHCKUX 13-
penwnii. Yactb 15. MaeHTudukauma n KoNu4ecTBeH-
Hoe onpegeneHve NPoAYKTOB Aerpagauun usgenuii
13 MeTannoB v CNnaBoB

FOCT ISO 10993-16—2011 W3paenua meguumnHCKMe.
OueHka 61M0N10TNYEeCcKOro feicTBUA MeAULUHCKUX 13-
penwnii. Yacte 16. MogenupoBaHue n uccnefjoBsaHue
TOKCMKOKMHETUKN NPOAYKTOB Aerpajaluun v BbiMbiBa-
HUA

FOCT ISO 10993-17—2011 W3pgenua mefuLuHCKue.
OueHka 61M0N10TNYECKOro feiicTBUA MeAULUHCKUX 13-
penuii. Yacte 17. YcTaHOBNEeHMe MOPOroBbIX 3Haue-
HUIA ANA BbiMbIBAEMblX BeELECTB

FOCT ISO 10993-18—2011 W3aenua mefuumnHcKue.
OueHka 6MONOTNYECKOro AeiAcTBUA MEAULNHCKUX N3-
penuii. Yactb 18. WccnepoBaHue  XMMUYECKUX
CBOIICTB MaTepuanos

FOCT ISO/TS 10993-19—2011 W3genua mMefuuuH-
ckune. OueHka 6GMOMOTMYECKOro AeincTBUA MeaULUH-
CKUX n3penuni. YacTb 19. Wccneposanna
P U3NKO-XUMUYEeCKUX, MOPAONOTrMYecknx 1 Tonorpa-
hnyecknx cBoiicTB MaTepnanos

FOCT ISO/TS 10993-20—2011 W3genusa MeguuuH-
ckne. OueHka 6MONOTMYECKOro AencTBUA MeaULUH-

ckux wusgenwuii. Yacte 20. MpuHUMNBI U MeTOAbI
nccnefoBaHns  UMMYHOTOKCUYHOCTN  MEAULUHCKNUX
n3genuii

FOCT ISO 14971—2011 W3genusa wmejuuUHCKUe.

MpuMeHeHne MeHeAXMeHTa pucka K MeaULUHCKUM
n3genuam

* COOTBETCTBYWOLWMI HALNOHANBHBIA CTAHAAPT OTCYTCTBYET. [lo ero yTBepXAeHnsi peKOMEeHAYeTCs WCnoNb30BaTh
nepeBof Ha PYCCKUii S3bIK JAHHOTO MeXAyHapo4HOro cTaHAapTa. MepeBoA 4aHHOTO MeXAyHapoAHOro cTaHgapTa Ha-
xoauTcs B ®efepanbHOM MHOPMALUOHHOM (DOHAE TEXHUYECKUX PEernamMeHTOB U CTaH4apToB.

MpumeyaHune — B HacToAwel Tabnuue ncnonb3oBaHo crejytoliee ycnoBHoe 0603HauYeHne CTENEHN COOT-

BETCTBUA CTaH4apTOB:
- FOT — naeHTUYHbIE cTaHAapThl.

18



@

(@)

3

4)

®)
®
[73

®)
©)

(10)
(11)
(12)
(13)

(14
(15)

(16)
an

(18)
(19)

(20)
(21)
(22)

23)
(24)

(25)
(26)

@7
(28)

(29)
(30)

(@1
(32)

(33)

FOCT ISO 10993-12—2015

Bubnunorpadunsa

ISO 10993-1. Biological evaluation of medical devices — Part 1: Evaluation and testing within arisk management
process (OueHka 6nonornyeckas MeaguLNHCcKNx ngenuii. Yacte 1. OueHkKa n UCNbITAHMA a pamMkax npouecca me-
He/KMeHTa pucka)

ISO 10993-3. Biological evaluation of medical devices — Part 3: Tests for genotoxlcity. carcinogenicity and
reproductive toxicity (OueHka 6uonornyeckas MegULUHCKUX n3gennin. YacTb 3. IcNbiTaHUA HA TEHOTOKCUYHOCTb.
KaHLUEepOreHHOCTb 1 TOKCUYHOCTb, BAUAIOLLYI0 HA PENPOAYKTUBHOCTb)

ISO 10993-5. Biological evaluation of medical devices — Part 5: Tests for in vitro cytotoxicity (Bnonornyeckas
oueHKka MeAULUHCKNX u3gennii. Yactb 5. icnbiTaHUA Ha LUTOTOKCUMYHOCTL /N Vitro)

ISO 10993-10:2010, Biological evaluation of medical devices — Part 10: Tests for irritation and skin sensitization
(Ouenka 6rnonornyeckas MegnLUHCKNX n3genuii. Hacte 10. Mpo6bl Ha pasApaxeHne 1 aniepruyeckyo peakymio
KOXMW)

ISO 10993-18, Biologicalevaluation of medical devices — Part 18: Chemical characterization of materials (OueH-
Ka 6uonornyeckas MeguLUHCKNX n3gennin. Yacte 18. OnpegeneHne XMMnMYecknx xapakTepucTuk matepmanos)
ISO Guide 30 Terms and definitions used in connection with reference materials (TepmuHbl 1 onpegenexns, uc-
nonb3yeMble B 06/1aCTU KOHTPO/bHbIX 06pa3LoB)

ISO Guide 31 Reference materials — Contents of certificates and labels (KoHTponbHble o6pasubl. CoaepxaHne
cepTudurKaToB N 3TUKETOK)

ISO Guide 33 Uses of certified reference materials (Vcnonb3oBaHne ctaHfapTHbIX 06pa3yoB)

ISO Guide 34 Generalrequirements for the competence of reference material producers (O6uwue Tpe6oBaHnsa K
KOMNEeTEeHTHOCTWN U3roToBUTENE cTaHgapTHbIX 06pa3LoB)

ISO Guide 35 Reference materials — General and statistical principles for Certification (CtaHgapTHble o6pasubl.
Obuwmne n cTaTUCTUYECKNE NPUHLUNLI aTTecTalum)

NF S 90-701, Medico-Surgical Equipment. Biocompatibiiity 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
biocompatibiiity 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/Natlonal Formulary, <88> Biological Reactivity Tests. In vivo

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

Memorandum (JImu-renraku).Guldelines for Specific Biological Tests relevant to the Principles, issued by the
MHLW Notification N0.0213001. 2003.02.13, Iryokiki-Shinsa No. 36. 2003.03.19

OECD Environment Drectorate. Chemical group and managementcommittee. Third Meeting of OECD Experts on
Polymers (Tokyo. 14— 16 Apnl 1993). Chairman's Report

EPA Proposed Rule 40. CFR Part 723 (58FR 7679, February 8. 1993)

Ash, M. and |I. Handbook ol 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
biomatenals for use in the in vitro chromosome aberration test. J. Biomed. Mater. Res.. Part A. 86. 2008,
pp. 13—22

Reid. R.C.. Sldman. 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.. Sldman, K.R. Modeling the migration of additives from polymerfilms to foods and food
simulating liquids, MIT Industrial Liaison Program Report 1-14-84. Directory of Current Research: 3.04.077
Tsujl. K., Mtzumachi. S.. Hda, K.. Oba. T. Kobunshi Ronbunshu, 34(4). 1977, pp. 287—290

Oba. T., Tsujl, K.. Nakamura, A.. Shintam, H.. Mizumachi. S.. Klkuchi. H.. Kanlwa, M.A., Kojima. S.. Kanohta. K.,
Kawasaki. Y.. Furuya. T.. Malsumoto. K.. Tobe, M. Artificial Organs. 8(4), 1984, pp. 429—435

Shmtani. H.. Nakamura. A. J. Biomed. Mater. Res.. 25. 1991, pp. 1275— 1286

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

The Japan Society for Analytical Chemistry. Research Committee of Polymer Analysis. Polymer Analysis
Handbook, pp. 549—558. Kmokumya-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. Blostabllity of Medical Elaslomers: A Review. Biomater.. 5. 1984, p. 209

Adams. W.P.. Robinson, J.B.. Rohrilch. R.J. Lipid Infiltration as a Possible Biologic Cause of Sticone 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 No0.20. March 1. 2012. Basic Principles of
Biological Safety Evaluation Requred 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 Fumlss. 8.A. et al.. John Wiley & Sons, Inc.. New York. 1989

19



FOCT ISO 10993-12—2015

YAK 615.46:002:006.354 MKC 11.100.20 P20 0T

KntoueBble cnosa: MeguvUVHCKME n3genus, buosiornyeckas 6e30nacHoOCTb, KOHTpOI'IbeII7I ob6paseLl, 3KCTpakT,

3KCTpakums

Pepaktop /1.C. 3umunoaa
TexHuuyeckuii pegaktop B.H. Mpycakosa
KoppekTtop K4.W. MepwuHa

KomnbloTepHaa BepcTka W.A. Haneii,kukoii

CpaHo B Habop 12.05.2016. MoanuncaHo B nevatTb 19.06.2015 dopmat 60*84yE FapHutypa Apunan.
Yen. ney. n. 2.79 Yu.-usg. n.2.05. Twupax 37 3K3 3ak. 2205.

M3paHo n oTneyaTtaHo Bo ®TyMN «CTAHOAPTUH®OPMb, 123995 MockBa. MpaHaTHbIil nep.. 4.

www.goslinfo.ru info@ goslinfo.ru


https://meganorm.ru/mega_doc/norm/ost_otraslevoj-standart/0/ost_29_133-99_standart_otrasli_spravochniki_osnovnye_vidy.html
https://meganorm.ru/mega_doc/fire/postanovlenie/45/postanovlenie_vosemnadtsatogo_arbitrazhnogo_apellyatsionnogo_901.html
https://meganorm.ru/Data2/1/4294851/4294851459.htm

