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OCHOBHbIE MOSTOXEHUSAY
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4 HacTtodawunn ctaHaapTt naeHTudeH mexayHapogHomy ctaHgapty MCO 10993-12:2007 «OueHka buo-
OrM4eckoro AenUcTBnUa MeauunMHCKnxX nsgenun. Hacts 12. MNpurotosneHne npob 1 ctaHgapTHbIE 0OpasLbIi»
(1ISO 10993-12:2007 «Biological evaluation of medical devices — Part 12: Sample preparation and reference
materials»).

[Tpy NpUMeHeHUN HaCTOALLEro cTaHaapTa pekoMeHayeTcsl UICNoNb30BaTb BMECTO CChINMOYHBIX MeXayHa-
POAHLIX CTAaHAAPTOB COOTBETCTBYIOLME UM HaUMOHanNbHble cTaHgapTel Poccunckon @eaepaun, ceeaeHna o
KOTOpPbIX NpuBedeHbl B AONONHUTENBHOM NpUNoXeHnn D

5 BSAMEHTOCTP NCO 10993.12—99

ViHgbopmayus 06 U3MeHeHUsIX K HacmosuweMy cmaHGapmy nybrukyemcs 8 €Xe200H0 U30asaeMoM
UHpOpMaUUOHHOM yKalzamerse «HauuoHanbHblie cmaHoapmabi», a mekcm U3MeHeHUU U MorpasoK — 8 eXXeMe-
CS4YHO U30asaeMbiX UHGDOPpMaUUOHHbLIX YyKa3lamernsx « HauuoHanbHele cmaHoapmei». B cniyyae nepecmompa
(3aMeHbl) Unu OmMeHbI Hacmosauw,e2o cmaHOapma coomeemcemesyroujee yeeoomrneHue byoem onybnukosaHo
8 eXXeMeCSYHO U30asaeMoM UHpopMaUUOHHOM yKka3lamerne «HayuoHanbHbkie cmaHOapmbi». Coomeemcecmay-
rowast UHopmMmayus, yeeoOoMIeHUe U meKkecmsl pasMelliaromcesi makxe 8 UH(popMallUuoHHoU cucmeme obujezo
ronek308aHUss — Ha ogulyuanbHoOM calime PedepallbHO20 a2eHmemea rno mexHuU4ecKkoMy peaynupogaHuro U
Mempornoauu e cemu ViIHmepHem
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MpocTpaHeH B KayecTBe oduumanbHoro nsgaHmsa 6es paspeweHns PegepanbHOro areHTcTBa Mo TeEXHNYECKO-
MY perynnmpoBaHuio U MeTponorum
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BBenoeHue

CobntogeHne nonoxenun ctaHgaptoB cepun NCO 10993 «OueHka bUuonormyeckoro AerucTBust Meaun-
LAHCKUX N30eNnA» NO3BOMUT 0DecnevynTb CUCTEMHbLIN NOAX0d K UCcNeaoBaHUKD DUOMOrM4YecKkoro 4encTBUS
MeaNLUMNHCKUX N3aernunn.

Llenbto aTUX CTaHOAPTOB He ABNsIeTCsl 0e3yCnoBHOE 3aKkpenneHne eanHoobpasHbIX METOA0B UCCNEno-
BaHUW N UCTIbITAHWUIN 3a rpynnaMmn oaHOPOAHbIX MeaULUMHCKUX U3aeN B COOTBETCTBUM C MPUHATOW KNnaccudgpun-
Kaumnennx no sBuay n AnnTenbHOCTU KOHTaKTa c opraHuamMomM YvenoBeka. ['loaToMy nnaHnpoBaHue nnposegeHue
ncecnegoBaHUM M UCNbITAHUN AOMKHBI OCYLLECTBNATL cneuannucThl, UMeroLlMe COOTBETCTBYOLLYHO MOATOTOBKY
M ONbIT B OONACTU CAHUTAPHO-XUMUYECKOW, TOKCUKOOTrM4eckomn n BMonorn4eckomn oLeHoK MeauumMHCKUX n3ae-
NAN.

CtangapTtbl cepun MCO 10993 aBnsaroTcs pyKoBOAALLMMMN AOKYMEHTaMU AN NPOrHO31UpoBaHUA U UCCTe-
OOBaHMS BUONOTNMYECcKoro AencTBUSA MeauLUMHCKUX 3aennn Ha ctagun Bbibopa MmaTtepuanos, npegHasHayveH-
HbIX A9 UX U3rOTOBNEHUS, a TaKKe And nccneaoBaHM roToBbIX U3aenunin.

B ceputo MCO 10993 BxoadaT cneayrowine vactm noa obwnm HasaHnem «OueHka BMonorniyeckoro
NenCcTBUA MeaNUMHCKX N3ae My

Hactb 1 — OueHka n uccneaoBaHUA;

Uactb 2 — TpeboBaHUA K obpalleHNo C )KUBOTHBIMMU;

Hactb 3 — KccnegoBaHUA reHOTOKCUYHOCTU, KAHLePOreHHOCTU U TOKCUYEeCKoro AeUCTBUA Ha penpo-
OYKTUBHYHO (OYHKLAIO;

YacTb 4 — WccnegoBaHuUa U3genuin, B3aMModeNCTBYHOLWUX C KPOBLIO;

Yactb 5 — VccneaoBaHuWe HA UMTOTOKCUYHOCTL: MeToabl in VItro;

HacTb 6 — WccnepgoBaHue MecTHOro 4encTBind nocne MMniaHTaunm;

Uactb 7 — OcTaTo4vHoe coaepXaHue aTuneHoKkecuaa nocrne ctepunisanm;

Hactb 9 — OCHOBHBIE NPUHLMNBI MOAEHTUPUKALKA N KONTMYECTBEHHOIO onpegeneHnd NnoTeHuanbHbIX
NPOAYKTOB gerpagaunm;

Uactb 10 — VccneaoBaHus pasapaxaroLwero n ceHCUMbnmanpyrowero A4eUCTBUS

Hactb 11 — NccneagoBaHnsa obLLETOKCUYECKOro AeNCTBUS;

Yactb 12 — lMpurotoeneHne npod n craHgapTHble obpasubl;

Yacte 13 — NaeHTugukayuma n konnvyecteeHHoe onpegeneHne NnpoaykToB gerpagau nonMmMmepHbIX
MeaULUMNHCKUX N3aenunn;

Yacte 14 — NaeHTugunkayuma 1n KonmdectseHHoe onpeaeneHne npoaykToB gerpagauun usgenu ms
KepaMUKU;

Yacte 15 — WaeHTugukayuma n KonumdecteseHHoe onpeaeneHne npoaykToB gerpagauun usgenu ms
MeTansoB 1 CNNaBoOB;

Yacte 16 — MoaenupoBaHMe U UccnegoBaHUe TOKCUKOKUMHETUKU NPOoAYKTOB Aerpagaunn U BbiMbIBa-

HUS;

UacTb 17 — YcTaHOBMEHWUE NOPOroBbIX 3HAYEHUIN ANS BbIMbIBAeMbIX BELLIECTB;

Hactb 18 — WccnepgoBaHUe XMMAYECKUMX CBOUCTB MaTEPMANOB;

Hactb 19 — NccnegoBaHne QU3UKO-XUMUYECKUX, MOPpdOoNnormdecknx 1M tonorpadpuy4ecknx CBOUCTB
MaTepunarnosB;

YUacte 20 — lNpuHUMNEI 1 MeToAbl UCCNeaoBaHUA UMMYHOTOKCUYECKOro AeUCTBUA MegULUMHCKUX n3ae-
NN,

HacTosawmnn ctaHagapT coaepXnTt TpedboBaHna 1 MeToabl NPUroToBNEHUSA nccneayemelX npood, 1 BeIOOP
cTaHOapTHLIX 0bpasLoB AN NpoBeaeHUda nccnegoBaHA ¢ Lenbio oLeHK BUonorm4eckoro AeNCTBUS Meau-
LUWHCKNX U3aenunn.

MeToabl NpUroToBNeHnd Npod A0MKHBI Y4UTbIBATh HA3HaYeHWe, Npupoay MmaTepurana n MeToabl OLEHKU
OMoNorMvyeckoro AenCcTBUA, BKNOYas UCNonb3yemMble ModelnbHble cpeabl, NPOACIIKUTENBHOCTL KOHTaKTa C

OpPraHnU3MoOM 1 gpyrue napamMmeTphi.

IV
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HAUUWOHANBbHBILU CTAHOAPT POCCUUCKOWNW OGEOLEPAUUNMN

U3NEJINA MEOULUMMHCKUE
OLIEHKA BUOJIOMMYECKOIo QENCTBMA MEOULUUHCKUX U3OENUIA

YacTb 12
[MpuroToBneHue Npod n KOHTpPOonbHbLIE 0OpasLbl

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

Ilata BBeaeHna — 2010—09—01

1 O6nacTb NpUMeHeHUS

Hactoswmni ctTaHgapT ycTaHaBNMBAET MeTOAbLI NPUroTOBNEHUSI NPO0 1 BbIDOPA KOHTPOIbHBIX 0Opa3L OB,
MCNONb3yeMbIX AN OLLIEHKN DUONMOTMYECKOro AENCTBUA MaTepUanoB U MeanLUUHCKUX n3genun (ganee — nsae-
Nin) B BUONOrNYeCcKNX CUCTEMax B COOTBETCTBUM co cTaHaapTamu cepnn MCO 10993, 1 BkntovaeT B cebs:

- BbIDOp MaTepuana Ans uccrnegoBaHus;

- BbIDOpP penpe3eHTaTUBHOW YacTu U30enuns;

- NPUroTOBNEHMNE UccneayemMomn nNpoodbl;

- 3KcnepumMeHTanbHbIA KOHTPOMNbHbIM 0bpaseL;

- BbIOOP KOHTPOMNbHLIX 0OPAa3LLOB U TPEDOBAHUA K HUM;

- BbIDOP KOHTPOSbHBLIX 0BPAa3LOB AN AoKasaTeNnbcTBa NPUMEHUMOCTU TECT-CUCTEMBbI U/ A5 OTHOCU-
TeNbHOro cpaBHEHNA BUOTOTNYECKON aKTUBHOCTU N3y4YaeMomn NpodbI;

- MPUroTOBMEHNE 3KCTPAaKTOB.

HacToswmin ctTaHgapT He pacnpocTpaHaeTcs Ha MaTepuansl U n3genus, cogepxalme bnNoTKaHu.

2 HopmaTuBHbIe CCbINKKN

B HacTodlwem cTaHgapTe NCNoNb30BaHbl CChINTKKU Ha crneayiolne HopMaTUBHBIE AOKYMEHTHI. [1pn aaTu-
POBAHHOW CCbINKe NPUMEHUMO TOMBLKO yKasaHHoe nsganue. lNpu ceelnke 6e3 gatbl NPUMEHUMO NocnegHee
n3gaHune ykasaHHOro AokymMeHTa, BKNo4Yasa BCce NonpaBKy:

NCO 10993-1:2003 OueHka dbuonormdyeckoro Aenctemua meanumnHckmx msgenui. YHactb 1. OueHka u
nccneaoBaHUA

NCO 14971 N3penuna meanumHckme. NpumeHeHne MeHepKMeHTa prcka K Me AULMHCKUAM U3OeTMAM

3 TepMUHbI U onpeaeneHus

B HacTosAwWweM cTaHgapTe NnpuMeHeHbl crneayowme TepMnUHbl C COOTBETCTBYIOLWMMM onpeaeneHUsaIMu:

3.1 KOHTpPONbHLIN pacTBOp: PacTBop, NpUMeHAeMbIA ANA NPUrOTOBNEHUSA 3KCTPaKTa, XpaHALWMNCA B
MOEHTUYHOWN eMKOCTU U NoaBepralolMnNca TeM Xe YCIOBUAM, YTO U pacTBOpP C UccrnegyeMbiM MaTepuanom BO
BpeMs 3KCTpaKUuKn, HO He coaepKaLln ero.

[TpumeyaHune— KOHTPONbHLIKM PACTBOP NpeaHa3Ha4veH ans OUEHKU BO3MOXHbIX NOrpPeLwHOCTEN, BbI3BAHHbIX
€MKOCTbIQ, NCMONb3YEMOW MPU 3KCTPAKUNN, IKCTPArupyoWwen XXMAKOCTbIo U MPOUECCOM 3KCTPaKUNN,

3.2 cTaHpapTHbIM obpa3sel (CMR): Obpasel, BewecTsa (MaTeprana) c yCTaHOBNEHHbLIMW NO pe3yIib-
Tatam UCMbITAHUA 3HAYEHUAMU OQHOW U Bonee BelIMUKH, XapaKkTepu3yroLwWwmx cCocTaB UM CBOUCTBO 3TOrO
BellecTBa (MaTepumana) 1 garowmx BO3MOXHOCTb TOYHOIO onpeaenieHns KONMYECTBEHHLIX XapaKTepUCTUK C
OTKITOHEHUSIMUM Ha YCTAHOBITIEHHOM JOBEPUTENTbHOM YPOBHE.

U3paHune odbmumanbHoe
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3.3 3KCnepuUMeHTaNnbHbIN KOHTPONbHBLIN 00pa3el: ObpaseL, BelleCcTBa C XOPOLUO N3YYEHHbIMU peakK-
LIUSIMU, KOTOPOE UCTIONb3YETCS B KOHKPETHOW TECT-CMCTEME AN NOMOLLIU NMPU OLEHKe peaKkLU i TECT-CUCTEMBI
Ha npeamMeT BOCNPON3BOAUMOCTU U COOTBETCTBUS.

3.4 akcTpakT: PacTBop, NOMy4YeHHbIN B pe3yrbTarte 3KCTpakuunm nccreayemoro martepuana unm KoH-
TPOSIbHOroc MaTtepuana.

3.5 romoreHHocTb: CBONCTBO MaTtepuana 1 ero B3auMmooTHOLIEeHNe ¢ BUONMormn4eckor KOHEeYHOM TOM-
KOW, NPU KOTOPLIX €ro 0AHOPOAHAadA CTPYKTYPA MNU COCTaB MNO3BONAOT NocneaoBaTefIbHO Bbi3biBaTb U MOCHEe-
NoBaTeNbHO He BbI3bIBaTbh KOHKPETHLIN BNONorM4ecknin OTBeT.

[TpumeyaHne— KOHTPONbHbIKN 0Bpa3el Ha3bIBAOT TOMOIreHHbIM, €Cr BUONONMYECKUN OTBET HA KOHKPE THOE
NCMblTAHME HAXOAUTCH B paMKax 0003Ha4YeHHbIX NpeaenoB HeonpeaeneHHOCTU UCMNbITaHWUS, BHE 3aBUCUMOCTU OT NapTUK
MNU CEPUN NCXOOQHOro MaTepuana ans ctaHgapTHoro obpasua.

3.6 oTpuuaTenbHbIA KOHTPONbHbLIA oOpa3sel: [1lobon JoCTaTOMHO OXapaKTepusoBaHHbIM obpasel,
MaTepuana nnv BeLecTBa, KOTOPbIA, NoABEprasicb UCCNEA0BaHMIO MO ONMCaHHOM MeToAMKe, MokasbiBaeT Npu-
roQHOCTb 3TOM MeTOoANKA ANA NoSly4eHUsa BOCNPOU3BOAMMOro, COOTBETCTBYIOLLIErO OTpULATENbHOMO, HepeaK-
TUBHOIO MM MUHUMAaNbLHOIo OTBEeTa B TeCT-CUCTEME.

[TpnmeyaHne— Ha npaktuke B kKa4ecTBe OTPULATENBHOIO KOHTPONBbHOIrO obpasua NCnonb3yoT KOHTPOIb-
Hble 006pas3sLbl, HO TaKXe BO3MOXHO MPpUMeHeHne (POHOBBIX N SKCTParmpyemMbiX pacTBOPOB.

3.7 NONOXUTeNbHbIAN KOHTPONbHLIU Oobpa3el: JIloObON AOCTATOUHO OXapaKTepnusoBaHHbIN ocbpasel
MaTepuana unmBeLEeCTBa, KOTOPbIX, MoABeprasch UccnegoBaHuUlo No oNMCaHHOU MEeTOAUKE, MOKa3bIBaET NMPU-
rOAHOCTb 3TOU METOAUKU ANA NoNyvYeHUsa BOCNPON3IBOAUMOro, COOTBETCTBYOLLEro NMoNOXUTENBHOMO UM peak-
TUBHOIO OTBETa B TECT-CUCTEME.

3.8 KOHTpoOnbHbLIU 0b6pa3ey; CO: ObpaszeL maTepmnana unu BelecTsa ¢ yCTaHOBMNEHHBIMU 3HAYEHUSI-
MW OHOW UK BoNnee BENNYNH, XapaKTePU3YIOLLUX COCTaB UMM CBOWUCTBO 3TOr0 BellecTBa (MaTepuana), npea-
Ha3Ha4vYeHHbIN AN KannMbpoBKKM annapaTypbl, CLEHKN MeToda U3MepEeHUs U onpeaeneHnst Konn4ecTBeHHbIX
XapakTepucTuk matepuana.

IMCO PykoeoacTteo 30, onpeaeneHue 2.1]

[MTpumeyaHnwune—B HacToswem cTaHgapTe KOHTPONbHbBIM 00pa3uom ABnAeTca nobon gocTaTouHO onpeae-
NEeHHbIV 0bpasel MmaTepuana unmv BeWWecTBa, KOTOPbIW, NoABEprasicb UCCNEA0BaHUIC NO ONUCAHHOW MEeTOAUKE, MOKa3blBa-
eT NPUrogHoOCTb METOAUKU ANS1 NONy4YEHUs1 BOCMPON3BOAMMOIO, NpeaAckasyemMoro peaynbrara. Peaynbtar MOXeT ObiTb

MOJTOXKUTEIbHBIM UITN OTPpUUATEIIbHBIM.

3.9 cTaOMNBbHOCTbL KONMUYECTBEHHbIX XapakTepucTuk: CnocobHOCTL MaTepuana nogaepXXnBaTb KOH-
KPETHbIA YCTaHOBMNEHHbIA OUOMOrMYecknii oTBeT B pamMkax 0OO3Ha4YeHHbIX NpeaenoB Npu XpaHeHUn npu

0603Ha4YeHHbIX YCITOBUAX B Te4EHMe onpeaeneHHoro nepnoaa BpeMeHu.

3.10 uccnepyembinn MaTepuan: Matepuan, usgenue, Yactb U3genmsa nMbo ero KOMMOHeHT, NPoby KOTo-
pOro oTbupatoT ANg BUONOTMYECcKOro N XMMUYECKOro nccrneaoBaHus.

3.11 Moaenupyemasi 3IKCTpaKLUA: SKCTpakumd, npoBoaaLasca MeToaoM, MOAEeNUPYIOLWMM NCMOSb-
30BaHKWe n3genust, 1 AeMOoHCTPUPYoLLIAs COOTBETCTBMNE TpeboBaHNAM HACTOSALLEro cTaHaapTa OLEeHKOW YpOB-
Hel BbIMbIBAEMbIX U3 U3OENUA MaTepnanos, KOTOpbIe BO3AENCTBYOT Ha NaLMeHTa U Nonb3oBaTens npu
COOTBETCTBYHLLIEM UCTMOSIb30BaHUN U3aeNus.

[TpwunmeyaHune— AHannTnyeckass naboparopusa obsizaHa NPOAEMOHCTPUPOBATbL, HYTO MOAENUPYEMAS SKC-
TPpakuus NPoBOANTCH NPU yCNoBUAX Hanbornblwen TpeboBaTensHOCTU K NpeanonaraeMmomy ncnone3osaHuio. Mogennpo-
BaHWE UCNONIb30BaHUA U34ENNs NPOBOAUTCSH C YYETOM TOIO, YTO U3AENUIO MPUCBanBaETCH Hanbonee cTporas BO3MOXHas
KaTeropus no AnmTenbHOCTU BO3OAEUCTBUA, @ TAKXKE NPUHNMAIOTCS BO BHUMaHWE 3a4eVCTBOBAHHbIE TKAHU M TEMNEpaTypa
BO3OENCTBUS.

3.12 npeyBenuyeHHas 3KcTpakuua: Jltobasa akcTpaKkuua, npegHasHavyeHHasa 4na nonyyeHus donblue-
ro KOnMM4ecTBa BblAeNsaeMoro XMMMYeckoro KOMrnoHeHTa Nno CPpaBHEHUID C KONMMYECTBOM, BbipabaTbiBaeMbIM
Mpv MOAENMPYEMbIX YCITOBUAX NCMNOMNb30BaHUA.

[TpwnmeyaHune—peyBennyeHHas SKCTPaKUMA MOXKET MPUBECTU KXMMUYECKUM UBMEHEHUAM SKCTParmpyemo-
ro MmaTepuana unv BellecTBa.

3.13 yckopeHHas akcTpakuua: Jltobasa akcTpakuusa, onpeaensaowas nsmepeHnsa matepmnanos, BbIMb-
BaeMbIX U3 N3AeNNa UNKU MaTepuana, ICNonb3ys YCNoBUsA, KOTOPLIE CoKpaLlatoT BpeMS BbIMbIBaHNS BELLECTB B
SKCTParnpyoLLYHO XXNOKOCTb, HO HE NPUBOAAT K XMMUYECKUM U3MEHEHNAM SKCTparmpyembiX BELLIECTB.

[TpnmedaHnwue—Illpumepammn yCcrnoBnn yCKOPEHHON IKCTPaAKLUUUN ABMNAKTCH: NOBbILLEHHAA TeMNeparypa, BO3-
byXOQeHne, CMeHa 3KCTParmpyloLWwen Xnakoctn nT.Aa.
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3.14 uc4epnbiBawLlana 3IKCTPaKUUA: SKCTpakUMa OO0 MOMEHTa, Korga KONMM4YecTBO BbIMbIBAEMOIO
MaTepuana B nocneayrowen akctpakumm coctasnset meHee 4em 10 % KonnyecTtsa, 0bHapy>XeHHOro B NepBo-
HaYanbHOW 3KCTpaKkuun, U 40 MOMeHTa, Korga aHanmtudecky sHadnTeNnbHoe NoBbILLEeHUE COBOKYMHBIX YPOB-
HeW BbIMbIBAEMOIO MaTepuana He HabnogaeTcs.

[TpnmMeyaHune— Tak Kak ncHepnbliBalOWUN Xapakrtep obHapyXeHust 0CagkoB NpoOAEeMOHCTPUPOBATb HEBO3-
MOXHO, NPUMEHSAETCH onpegeneHne ncHepnbiBaoLWen 3KCTpakUumMm, NpMBeAeHHoe Bbille. Takxke cMm. npunoxexue C.

4 OCHOBHbIe TpeboBaHuUA

4.1 Kak onucaHo B UCO 14971, npu onpegeneHnn onacHOCTU U OLUEHKEe pUcka MeauumMHCKUX n3aenni
OMNAacCHOCTb, BO3HMUKaoLWasa B pe3ynbTaTte USMeHeHWN B npoLecce npou3soacTsa UM Hea4oCcTaTOuUHOro KOHTPO-
Nns1 NPOU3BOACTBEHHOrC Npouecca, A0KHA OblTb y4TeHa npu NNaHUpoBaHUM M NOAroToBKE 0bpasLoB ANS
NCMNbITAHUA U NPUrOTOBIEHUN 3KCTPAKTOB U3 3TUX nsgenunn. Ocoboe BHUMaHWE creayeT yaensaTb OCTaTOUYHbIM
BellecTBaM 3STUX MNPOU3BOACTBEHHbLIX NPOLUECCOB, HaNpuUMep OCTaTOYHbIM BellecTBaM, OYUCTUTENSM W
Oe3nHgeKkTaHTaM.

4.2 Tak kak NCO 10993 onuncbiBaeT MHOXECTBO Pa3fIMYHbIX CUCTEM DUONOrMyecKknx nccrnegoBaHuni,
HeobX0aAMMO CBEPUTLCS C MHAMBUAYANbHBIMW CTaHAapTaMM ANa onpeaeneHnus NpuroaHoCT AaHHbIX PeKo-
MeHaauuMn gns KOHKPETHBIX TeCT-CUCTEM.

4.3 OKcnepuMeHTanbHbIA KOHTPONLHBLIN 0Dpa3eL, NCNOoMb3YIOT AN NOATBEPXKAEHNSA METOANUKNA TECTUPO-
BaHUA U/ MNn ANga cpaBHEHUSA Pe3yNbTaTOB Pa3HbIX MaTepmnanoB. B 3aBUCMMOCTU OT TOro, Kakon MeTod uccne-
OOBaHUA OKNONOrnMvyeckoro AOeWCTBUS UCMONb3YHT, B Ka4vyecTBe noaxoasilerc MoXeT ObiTb BblOpaH
oTpuLaTenbHbIA NN NONOXUTENbHBLIA KOHTPOMNbHBLIN 0BpaseL, NMMBO KOHTPOMNbHLIN PAcTBOP.

[TpumevyaHune—OanH M TOT XXe KOHTPONbHbLIW 0Bpa3sel MOXeT bbiTb MCNONb30BAaH B Pa3fIMYHbIX METOAAaX
NCCNeaoBaHNA N MOXET OOMyCKaTb NEPEKPECTHLIE CChINTIKM HA APYyrue yCTaHOBIEHHbIE MaTepuarnbsl n METOAbI NCCIEa0Ba-
HUA. ononHUTENbHOE PYKOBOACTBO MO BbIOOPY 3KCNEPUMEHTANBbHOIO KOHTPONBHOIO 0bpasua NpUBEaEHO B NPUNOXKE-
HUM A. Mcnonb3oBaHne NONOXWUTENBHOIO KOHTPOMNMbHOIO odbpasua ans UCNbITAHUW N VIiVO MOXET 3aBUCETb OT HOPM
bnaronony4ns XMBOTHbIX.

5 KoHTponbHble 06pa3ubl

5.1 O6wme nonoxeHUN

KoHTpoONbHbIE 0Bpa3Lbl NpeaocTaBnaAT crneymann3npoBaHHble opraHnsaunn. 3Ty opraHmsaLnm onpe-
0ensaoT 0bbeM XMMUYECKNX, PU3NYECKUX N DNONOrNYecKUX XxapakrepnucTtuk. Umetowmecs B npogaxke obpasubl
n3gennin, NMPUMeHsIEMbIX B MeAMLMNHCKON NMpakTuKe, MOryT OblTb UCMNOMb30BaHbI B KAYECTBE KOHTPOMbHbIX
obpas3Los.

[Tpumevanne 1— Cm. PykoBoacteo NCO 35.

CTaHaapTHbIM 0bpaseLl, BbIbnpaoT ¢ yY4eTOM ero BbICOKON CTENEHU YACTOThI, cneumndruyecKnx Xxapakre-
PUCTUK, COOTBETCTBMUSA NpeanonaraeMomy npuMeHeHunto nobulein AoctynHocT. Cneundgpuyeckme xmummieckume,
bnsndeckne n bronormyeckne XxapakTepucTuk onpeaenstoT npyu mexnabdbopaTopHbIX NCCNeaoBaHUAX B TPEX
nnn bonee nabopaTopunax U NpeaocTaBnATCa UCcrieqoBaTEN0 NOCTABLLUKOM.

[TpnumedvyaHune 2— [Ana nonb3oBartenen XenarternbHO NonyvYeHne 3aBepeHns OT NOCTaBLWMKOB KOHTPOIbHbIX
06pa3uoB NN CTaHAAPTHLIX 0BPa3LOB, YTO 3TU Matepuans byayT AOCTYNHbI NONBb30BATENO N0 MEHbLUEN MEPE NSATb IET.
BTopbiM, MeHee XenaTenbHbIM, BaAPpUaHTOM SBNAeTCHa Nnybrnnkayms MCTOMHUKOB KOHTPOIIbHBIX 0Opa3uoB nnu craHgap-
THbIX 00pa3L 0B «OTKPLITON DOPMYNbI» Matepuana, T.e. Nnybnmkaunsa nCXoaHbIX MaTepuanoBs u getanem o6paboTku, He0b-

X0AUMBbIX ANns obecnevyeHmns 0gHOPOAHbBIX NAPTUN KOHTPOIbHbIX 06pa3LoB.

5.2 CepTudukaumns KOHTPONbHbLIX OOpasLOoB ANd uccneaoBaHUA bMonornyeckomn 6e3onacHoOcCTU

5.2.1 KBanugukauus KOHTpONbLHOro obpasLa siBNsAeTcAa NpoLeaypon, KoTopast ycTaHaBMMBaeT YACTIEH-
HOE NN KONUYECTBEHHOE 3HaYeHe BUONOrMYecKoro oTBeTa MmaTtepumana npu onpeaeneHHbIX YCrnoBUsIX UCMbI-
TaHus1, obecneynBast BOCNPOU3BOAUMOCTL OTBETA, Kak B NabopaTopHbIX, TAaK A B MeXXnabopaToOpPHbIX YCIOBUSAX.
dnanazoH OMONOrM4yecknx OTBETOB, CBSA3AHHLIX C MaTepuanom, yCTaHaBNMBAKT NyTemM nabopaTopHbIX
nccnenoBaHUn.

5.2.2 MaTtepunansl cepTUPULUNPYIOTCA MNOCTaBLLUKAMWN KOHTPOMbHBLIX 00pasLoB. [ocTaBWMK onpeaensi-
eT npeaenbHble XuMmmnyeckmne n pusnveckune xapakrepuctnkn. OtaensHblie nadbopaTtopurn, UCNONMb3YHOLNE KOH-
TPONbHbIE ObOpasubl, onpeaenstoT OMONMOTMYECKYHD XapaKTepPUCTUKY, HeobXoaumMyto Onst YTBEPXAEHUS
KOHTPONBHOro cbpasLa anst onpeaeneHHoro UcnblTaHuUs Unu npoueaypsl. Matepuansl, UMetoLLMECH B Npoaa-
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Xe, MOTYT UCMNOMb30BaTbCS Kak KOHTPONbHbIE obpasubl, ecn OoHU cepTUuduumnpoBaHbl U NPpUroaHbl AOns
MCMbITAHUN.

5.2.3 CepTudpnkaums KOHTPONbHOro obpasua ABndeTCs NpoLeaypon, KotTopas yCcTaHaBMUMBAET Kadec-
TBEHHOE UM KONMMYECTBEHHOE 3HaYeHNUe BUONOrM4ecKoro oTBeTa Matepmana npu onpeaeneHHbIX YCrnoBusix
NCNbITAHUA. OTOT NMPOLECC CNYXUT ANA YyTBEPXAEHUA UCMbITAHUA MaTepuana Ha KOHKPEeTHbIA OTBET U NMPUBO-
OWT K Bblgade ceptudmnkata. bUonormyeckn oTBET Ha MaTepuan ycTaHaBIUMBAOT NyTeEM MexXnabopaTopHbIX
mccnegoBaHUNA.

6 Ucnonb3oBaHWe KOHTPOMbHLIX00Pa3LOB ANA 3KCNEePUMEHTANIbHOIO KOHTPONA

6.1 KoHTponbHble obpasLbl Un cTaHgapTHble 0bpasLbl UCMOMb3YHTCA B OUOMOrMYecKnX UCNbITaHUAX Kak
KOHTPOmNbHbIE MaTepuarbl, AEMOHCTPUPYIOLLME NMPUrogHOCTb NMpoueaypbl AnA Nony4YeHns BOCNpPOoU3BOANMOro
pe3ynbTaTa, MoNIOXKUTENbHOTO W oTpuuartensHoro. Jltobor maTepuarn, Ncnonb3yeMblil TaknmMm obpasom, Xapak-
TepusyeTcs npu Kaxkaon npoueaype 61Monorndeckoro UCMbiTaHus, 419 KOTOPOM XOTAT UCMNOoMNb3oBaTbk MaTtepuann.
MaTepuan, oxapakTrepmMsoBaHHbINA U 3aTEM cepTUDULIMPOBaHHBIA AN OOHOMo KOHTPOMNBHOro MeToa uccrneaoBa-
HUA UK OTBETa, HanpUMep rmnepYyBCTBUTENbHOCTM 3aMeaSIEHHOro TUNa, He A0ITKEH UCNOoMNb30BaThCA Kak KOH-
TPOIbHbIN 0bpaseL, Ang Apyroro, HanpuMep LUTOTOKCUYHOCTU, Oe3 AoNONTHUTENBHOMO YTBEPXKAEHNS.

[TpunmeyaHwune—Vcnonb3oBaHne KOHTPONbHOIoO obpasuya obneryaer cnnyYeHne pe3ynbTaToB B Pa3HbIX Nabo-
paTopUsIX N MOMOraeT NPU OLUEHKE BOCNPOU3IBOANMOCTHY PE3YyNbTaTOB UCTbITAHUA B OTAENbHbIX NabopaTtopusix. [lnsa cpas-
HEHUS BUONONNMYECKOro oTBeTa XenaTternbHO UCMONb30BaTbh KOHTPONbHbIE 006pa3uUbl ¢ AMAaNna3oHOM OTBETHbLIX PeaKLUUnu,
HanNpUMep MUHUMAarbHbIU, CPEeaHUN UITN PE3KUI.

6.2 KoHTponbHble 06pasLbl, UICNONb3yeMble B KA4ECTBE 3KCNepUMEHTabHOro KOHTPONS, AOMKH bl YA0B-
NIeTBOPATb YCTAHOBIIEHHbIM TPeOOBaHUAM K KAYECTBY, rapaHTUpPyeMOMY npoLieaypamMmn U3roToBUTENS 1N UCTIbI-
TaTenbHon nadopatopmn. OHM AOMKHBI CONPOBOXAATbCA CBEAEHUAMKM 00 UCTOUYHUKE, N3TOTOBUTENE, CTEMNEHU
YNCTOThl N TUNE. KoHTpOobHblE 0bpa3Lbl 0bpabaThiBatoT COrnacHo NonoXeHnsam pasgena 8.

6.3 KoHTponbHble 0bpasLbl, ICNOMNb3yeMble B Ka4eCTBe IKCMEepUMEHTarIbHOrO KOHTPOSA, A0MKHbI HaXO-
ONTbCA B TOM Xe Knacce MaTepuarnoB, YTo 1 uccrneagyembln obpasel, T.e. nonMMep, KepamMmmnka, Mmetarni, Konso-
na N T.4. TeM He MeHee YUCTbie XMMUYEecKne BellecTBa MoryT OblTb MCNOMNb30BaHbl AN 3KCNEPUMEHTalTbHOO
KOHTPOMNA NpoLeayp UCNbITaHUN, OCHOBAHHOM Ha MexaHu3Me OeNCcTBUA, Hanpumep npobbl HA reHOTOKCUY-
HOCTb 1 H8 UMMYHHYI0 TMNep4YyBCTBUTENBHOCTb 3aMeNIeHHOro TMna.

7 Bbibop obpa3ua ana nccnenoBaHus

7.1 WccneaoBaHuto noasepraroT U3genne B roTOBOM K NPUMEHEHUIo BUae N maTtepuansl, copaboTaH-
Hble Takxe, kKak urotosoe nsgenme (cm. MCO 10993-1), unn cooTBETCTBYIOLLME SKCTPAKTbI TFOOOro N3 BhiLLene-
peuvncrneHHoro. Belbop nccnegyemon npodbl AomkeH ObiTb 0OOCHOBAH.

[TpunmeyaHwune—Bcny4ae mateprnanoB, OTBEPXAAEMBbIX in Sifu, MOryT ObITb HEOBXOANMBbI PA3NUYHbIE NCCTTE-
ayemble 0bpasubl, OTpaXaLWwme OTBEPXKAEHHBIM MaTEpPUAan N ero HEOTBEPXKXAEHHOE COCTOSIHNE,

7.2 B cny4ae Heob6xoaQMMOCTN UCTIbITAHNA 3KCTPaKTa NPUMEHSOT TaKyto e npoLleaypy Bbibopa npobbl
N8 uccnegoBaHms.

8 lMpuroToBneHne nccneayeMou Nnpoodhbl U KOHTPONBLHOro obpasua

8.1 WNccneayembie Npobbl M KOHTPONbHBIE 0BpasLbl HeobxoaMmMo obpabaTbiBaTh B YCNOBUAX, UCKOYA-
IOLLUX KOHTaMUHauuo. BewecTtBa, obpasoBaBLUMECH B npoLecce Npon3BoAcTBa, OYUCTKA, cTepunnsaunm 1
T.M., CNeayeT cHMTaTb HEOTHEMITEMOWN YaCTbO N3AENUS, €0 HYacT UMM KOMMNOHEHTA.

[TpunmeyaHwne— [JononHUTENBHOE PYKOBOACTBO MO MPUroTOBNEHUIO PACTBOPOB KOHTPOIBbHbLIX 06pa3yoB nNpu-
BeEeHO B NPUIOXEHUN B.

a) PaboTy c uccrneayembiMu npodammy CTepUnbHbIX U3AeNNA N KOHTPONbHBIX 00pa3LeB crneayeT NpoBO-
OUTb C y4eToM TpeboBaHMM acenTuKn, eCNn 3TO COOTBETCTBYET METOAUKE UCCNEA0BaHNUS.

b) EcnunHaunccnegoBaHue nocTynaroT HECTEPUIbHBIE N3N, KOTOPbIE ACITKHbI ObITb CTEPUTN30BAHBI
nepeq rnpUMEeHeHnemM B MeAULMHCKOW NpakTuKe, TO Takne obpasubl nepen uUccneaoBaHUEM CTEPUNUIYIOT
METOAO0M, PEKOMEHAOBAHHBLIM U3roToBUTenem. Paboty ¢ HUMK NpoBOAAT C y4eTOM TpeboBaHMA acenTUKu,
eclin 3TO COOTBETCTBYET MeTOAMKE NccrnegoBaHus.
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c) Ecnu nccnegyemble npodbl YACTAT Nepen ctepunusaumnen, npu seibope n padboTte ¢ Uccrnegyemou
Npobon ACMKHO BbITh YYTEHO BNUAHUE NpoLiecca OHYUCTKUA U OYUCTUTENS.

8.2 Ecnun ana nccnenoBaHnsi HeobXoaMMbl CTEPUNBHBIE UCccneayeMble Npobbl, ACMKHO ObITb Y4TEHO
BNUAHUE CTEPUNNAIALINN.

8.3 Ecnnunccnegyemble Nnpodbl M KOHTPOMbHBIE 0DpasLbl TpebyeTcs paspesaTb HavacTu, Kak onnucaHo B
10.3.3, nepeuncneHune b), cneayet yduTbiBaTb BIUAHUNE NOBEPXHOCTEN, HE NoaBepraBLUMXCA paHee obpaboT-
Ke, HanpumMmep NPOCBETOB U NOBEepPXHOCTEN cpesa. [lpn paspesaHu MeaUUUHCKUX U3gennun Ha TUNMYHbIe
obpasubl cneayeT UCNONb30BaTh TEXHUYECKUE NPUEMbBI, UCKMIOYaoLWME KOHTaMUHALIUIO.

9 BbiOoOp penpe3eHTaTUBHbIX YacTen usgenma

9.1 EcnnHeBO3MOXHO NPOBECTU UCCNeagoBaHWe Lenoro nsaenus, Kaxkagas otaenbHas 4acTb rOTOBOTO K
NPUMEHEHUIO U3OENUSA, KOHTAKTUPYOLWAA ¢ TKAHAMU opraHnama, AoMmKHa ObITb NpeacTaBneHa B Uccnegyemon
npobe B COOTBETCTRBYIOLLUX MPONOPLMUSIX.

a) Obpasubl N3Qennn C NOBEPXHOCTHLIM MOKPLITUEM AOIMKHBI coaepXaTb MaTepuan NoKpPbITUS U OCHOB-
HOW MaTepuan, Aaxe ecnn cybcTpaTt He KOHTaKTUPYeT C TKAHAMM.

b) Obpasel aomkeH cogepXaTb TUNUYHYIO YaCcTb COeAUHEHNS U/UNI CKNEeNK, eCnn Npu Nponu3BOACTBE
YyacTu N3genus, BXoaslen B KOHTAKT C NaLUMeHToOM, MCNONb3oBannMaaresns, pagnovyactoTHoe coeauHEeHNE Unn
CKNenky pacTBopUTENEM.

9.2 KOMNo3UTHLIE MaTepuansl UCCcNneayroT Kak KoHeYHble U3genus.

9.3 EcnuBcocTtaB n3genus BXoAAaT pasnuyHbie MmaTtepuansl, npu Bbldope obpasua HeobxoamMmo y4ecTb
noTeHuManbHble BOSMOXHOCTU CUHEPTrM3Ma U Apyrux s3anMmoaecTBUN.

9.4 OO0pa3seu MOXeT ObITb BbIDpaH ¢ y4eTOM MakcuManbHOro BO3AeNCTBUA TECT-CUCTEMbI HA KOMMOHEH-
Thl U34ENNA C U3BECTHOU NOoTeHUMaTbHON DMONIOrIMYEeCKOM aKTUBHOCTBIO.

10 NMpuroToBrneHne 3KCTPAKTOB U3 UCCrieAyeMbIX MaTepnarnoB

10.1 OCHOBHbLIE NONOXEeHUA

EcnnuccnenoBaHue TpedbyeT NpMMEHEeHUs SKCTPAaKTOB, MoAenbHasi cpeaa 1 yCcnoBUA NpoLiecca akeTpak-
LMW OOIMKHbI COOTBETCTBOBATb CBOUCTBaM M HA3HAYEHUIO TOTOBOIO K MPUMEHEHUIo N34enus, a Takke Lenu
nccnenqoBaHus, HanpuMmep onpegeneHne onacHoCcTU, BblMUCIEHME pUCKa UK oueHKa pucka. [pu Bbibope
YCNOBUA 3KCTpaKLU1 HE0DX0AUMO YUUTLIBATb PUINKO-XUMUYECKE CBONCTBA MaTepUanoB U3genuns, BbIMbIBa-
EMbIX BELLECTB NN OCTaTOUHbIX BellecTB. ANna oTAeNbHbIX DUONMOrM4YeckKnx uccneaoBaHui, ONMCaHHbLIX B APY-
rmx ctaHgaptax cepum NCO 10993, cyuwecTByoT ocobble TpeDoOBaHUA K MPUrOTOBMNEHUIO SKCTPaKTOB U3
obpasyoB. BatomMmcnyvae TpeboBaHUA cOOTBETCTBYOWMX cTaHaapToB MCO 10993 byayT UMEeTb NPUOPUTET NO
CpaBHEHUIO ¢ TpeboBaHUAMK HACTOSILLEro cTaHaapTa.

[TpunmeyaHwne—JononHiuTenbHOE PYKOBOACTBO MO 3KCTPaKLmMm 0bpa3suoB NpuBegeHo B npunoxenmm C.

10.2 KoHTenHepbl ANd 3KCcTpaKuun

10.2.1 OKCTpakyuio NpoBOASAT B YUCTBLIX, XUMAYECKN UHEPTHLIX, TepMEeTUYHBLIX €MKOCTAX, UMEILNX
MUHUManbHoe CBOBoAHOE NPOCTPAHCTRO.

10.2.2 [na obecrne4veHUsa Toro, 4tobbl eMKOCTU ANS 3KCTPaKUMK He 3arpsisHUnU MoAesNibHYyH cpeay,
Takne eMKOCTU OAOIKHbI ObITh:

a) 6opocUNMKaTHBIMKA CTEKMSAHHBIMU MPOBUPKaMM € KpblLKaMu/NpobkaMmn Ha MHEPTHOWU NPOoKaake
[Hanpumep, nonu(TeTpadnyopoaTUneH)|;

b) ApYrMMn MHEPTHLIMU EMKOCTSAMN ANSI SKCTPaKLLIMM COrnacHo TpeboBaHUAM AN KOHKPETHBIX MaTepua-
NOB U/UNN NpoLeayp 3KCTpaKkLuu.

10.3 YcnoBuUA U MeTOObl 3KCTPaKLUUKn

10.3.1 YcnoBust 3KCTpaKL MM OCHOBBIBAKOTCA Ha CYLLECTBYOLLEN NpakTuUKe M 0OOCHOBAaHLI NpeaocTaBne-
HUAEeM CTaHOapTHOro Noaxoaa, KoTopbld BO MHOTOM ABNSIETCS NpUemMnemMbiM npeysenmyeHmnemM Ncnonb3oBaHUs
N3genuna. SKCTpakuuio cneayeT npoBoANTb NMPK OAHOM U3 PEXKUMOB, NPUBEAEHHBIX HUXKE!
a) (37£1)°CBTedeHne (712 £2)v;
b) (50x£2)°C B TeueHUe (72 £2)u;
c) (70+£2)°C BTeyeHUe (24 £2) v;
d) (121 £2)°CBTeveHune (1+0,1)u.

TpumeyaHune— IKeTpakumsa npu temnepatype (37 £ 1) °CB TeveHne (24 £ 2) 4 BKynbTypanbHOW Cpeae MOXeT
ObITb NPpUEeMNEMON Ansa nccneaoBaHmna UMTOoTokenyHocTU. Cm. MCO 10993-5.
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YCNOoBUA 3KCTpaKLUMK, OnCaHHbIe Bhille, UCNOMb3yeMble ANS npeaocTaBneHns MacluTaboB NMOTEHLIN-
anbHOro pucka, aAnsa oueHKn pucka nsgenusa unnm MmaTtepuana, OCHOBLIBAKOTCA Ha NpeALllecTBYOLWEM OMNbITE.
MoryT ObITb UCNOMNB30OBaHbI U APYr1e YCNOoBUSA SKCTpaKUun, MMeroLLne MecTo NMpn KIMMHUYECKOM UCTIONb30BAa-
HAW NMOO NpeaoCTaBNALINE aAeKBATHYIO OLLEHKY MOTEHLMAaNbHOW ONacHOCTU, HO B 3TOM Cliyvyae OHW AOKHbI
ObITb ONMcaHbl M 0OOCHOBAHDI.

DKCTpaKkUMa ABNAETCA CIMOXXHbIM NPOLLeCCOM, Ha KOTOPbIN OKa3biBaloT BIIUAHUE BpeMs, TeMmnepaTypa,
COOTHOLUEHWeE nnowiagn NoOBepXHOCTU U 0D BbeMa, 3KCTparupyoLwwas cpeaa n gasoBoe paBHoBecune ) maTepua-
na. HeodbxoanMmo yunTbiBaTb BNUSHWUE BLICOKOW TeMMepaTypbl U APYruxX YCINOBUA Ha KUHETUKY 3KCTPaKLIUN U
MOEHTUYHOCTb MOAenNbHbIX cpea npu NpoBeAeHUN YCKOPEHHOW UM NpeyBEeNMYEeHHOW SKCTPRaKLIUN.

Hanpumep, npmn NCNonb3oBaHWUM NOBLILLIEHHBIX TEMNepaTYpP CYLLECTBYHIOT ABE BO3MOXHOCTW;

1) SHeprus BbICOKOW TeMnepaTypbl MOXET Bbl3BaTb YBeNMUYEHHOE 0bpasoBaHME NonepeYyHbIX CBA3ENn
n/Mnn nonumMmepurusaumto nonamMmMmepa n, Takum obpasom, CHU3UTb KONTMYEeCTBO CBODOAHOrC MOHOMEpa Al MUrpa-
L N3 NONMMepa;

2) BbICOKasi TeMnepaTtypa MOXeT Bbl3BaTb GOPpMUPOBaHME NPOAYKTOB AerpagaLun, KoTopble 0ObIYHO HE
MPUCYTCTBYIOT B TOTOBOM U34 e B YCNOBUAX KITMHUYECKOTO NMpUMeHeHs.

10.3.2 [na matepunanoB, pacTBOPSOLWNXCA UMM BCaCbIiBAKOLWMXCS B YCNTOBUAX KITMHUYECKOTO NpUMeHe-
HUS, He0DXOANMO crneaoBaTh YCNOBUSM 3KCTpaKuun, onnucaHHbiM B 10.3.1. 1o BO3MOXHOCTU, SKCTPaKL U0 NMpo-
BOASAT MPM UCMONb30BaHNN COOTBETCTBYHIOLLEN 3KCTParnpyoLWen XXakocTu U yCrioBUN BpeMeHn/TemnepaTypbl
onsa ummtaumm sosaenctena. MoxeT ObiTb HEODXO0AMMO NONHOE PpacTBOPEHME.

10.3.3 Ons onpegeneHna HeobxoaMmMoro obbema SKCTparnpyrowen XnakoctTn MOXKHO UCNONb30BaTh
CTaHOAPTHYIO Nnowanb NoBepXHOCTU. Takasa nnowagb BKkNoyaeT obLyo nnowaab obenx cTopoH obpasua u
NCKNoYaeT HeonpeaeneHHble HEPOBHOCTU NOBEPXHOCTU. Ecnu KoHdUrypauus obpasua He No3BoNAeT onpe-
OennTb NnoLwaab NoBePXHOCTU, HEODXOAMMO UCMOMb30BATh COOTHOLIEHNE Macca/0bbeM 3KCTparnpyoLen
Xuagkoctu. Cm. Tabnuuy 1.

a) Bo3MOXHO Mcnonb3oBaHne ApyrMx COOTHOLWEHU NNoLWaan NOBEPXHOCTU U 0D beMa MOAEeNbLHOW Cpe-
Obl, HAaNpuUMep cBA3aHHbIX C OLLeHKOM NMOPUCTLIX MaTepuarnos, eCinii OHUM MOAEeNUPYIOT YCIOBUSA KNMUMHUYECKOTo
MPUMEHEHUA UNW OatoT OLEeHKY NoTeHUUansHOM OnacHOCT!.

b) MaTtepunanbl He0bX0aMMO paspesaThb HA MefKMe YacTu nepen akcTpakuen Ans ynyvleHUs norpyxe-
HUA B 3KCTparupyrowyto cpey, KpoMe Tex criydaeB, Korga a1o Henpuemnemo (Hanpumep, cm. 10.3.4). Hanpu-
Mep, ANg NoNMMepoB NpuemMneMsl YacTtu pasmepamm npumepHo 10 x 50 MM Unn 5 x 25 mm.

Tabnwua 1— CradHgapTHble NNOWAAN NOBEPXHOCTU U OO BEMbI SKCTPArNPYOLWEN XUOKOCTU

COOTHOLLUEHME NPU SKCTPaKLU UK

TonwmHa, Mm (nnowanL NOBePXHOCTU UMU [Tpumepbl MaTepuanos
macca/obrvem) £ 10 %

< 0,5 6 cM2/Mn [IlneHka, NNCcTbl N CTEHKM TPYOOK
o1 0,5 0o 1,0 3 cMmZ/Mn CTeHkun TpybOK, NNacTuHbI,
HebonbLWne NNTble N3AENVS
> 1,0 3 cm?/mn KpynHble nuTble nagenvs
> 1,0 1,25 cm2/mn IrnacToMepHble NOKPbITUS
LlenbHble n3genusa HenpaBUNbHOW POPMBbI 0,2 r obpasua/mn [lopolok, rpaHynbl, NeHa, NuTble
nagenus/He abcopbeHTbI
NopucTele nagenusa HenpasubHOW OPMbI 0,1 r/mn MembpaHb

[TpwumeyaHune—B HacTosAwee BpeMA HET CTaHAAPTU30BaHHbIX METOAOB UccrnegoBaHnsa abcopbeHToB 1 M-

POKONIOWAOB, NO3TOMY NnpeanaraeTcs cneayowmm nopsgok:

OnpeaensoT 06beM 3KCTparMpyoLwWwen XXnakoctu, abcopbrpyemont Ha kaxabin 0,1 runm 1,0 cm? matepuana. 3atem,
NPV NPOBEAEHUN SKCTPAKUMN MaTepurana, 4o6aBnsoT 3TOT AONONHUTENBHbLIN 06beM Ha kaxabin 0,1 runm 1,0 cm? mo-
OenbHOW cpeabl.

" dasosoe pPaBHOBECWE TBEPAOro mMmartepuana BO BPEMS 3KCTpakKuum onpeaensiet OTHOCUTENbHOE coAepKaHune
amopdHon n Kpuctannuyeckon as. [insa amopdHon asbl TemnepaTtypa pasoBoro nepexoaa (creknosanus) T, onpene-
nsieT NOABMXHOCTb MONTMMEPHOW LLENU N CKOPOCTb Andpdpy3nm B gaHHoW dpasze. OBbIYHO CKOpOoCTb ANdPy3nm npm Temnepa-
Type Bblle Ty 3HAUUTENBbHO BbilLe CKOPOCTU Anddy3umn npu bonee HU3KOW TeMmnepaType. B kpucrtannuyeckom gase cKo-
pocTb Andpdy3nm Hanbonee HU3Ka. YCNoBUs 3KCTPaKUMM HE AOIKHbI M3MEHATb (Da30BOro pPaBHOBECUST MaTepuana.
MameHeHne pas3oBoro paBHOBECUS MOXET NOBMeYb 3a COO0ON N3MEHEHNE KONMYECTBA N CTPYKTYPbI IKCTPArnpyemMblX Be-
LecTB. B nameHeHnn oasoBoro paBHOBECUA MOXHO YAOCTOBEPUTBLCH, UCMONb3YH METOL CKAHMPYIOLWEN andepeHunarb-

HOW KanopumeTpuu.

6
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10.3.4 3nacTtomepbl, Marepuasnbl ¢ NOKPbITUEM, KOMNO3UTLI, TaMUHAaTLI 1 T.M. HeCbxoaAMMo nccneao-
BaTb, MO BO3SMOXXHOCTU, B HENOBPEXAESHHOM BAE U3-3a MOTEHLUWAaNbHbLIX pa3nnM4ii XapakTepUCTUK SKCTpaKL K
HernoBpeXXAeHHbIX U NMOBpeXaeHHbIX MOBEPXHOCTEW.

[TpumMeyaHune—Bpe3ynbTare NpoM3BOACTBEHHbIX MPOLECCOB CBONCTBA NOBEPXHOCTU MHOTUX 911aCTOMEPORB
MOryT OTNIMYaTbCs OT CBOMCTB OCHOBHOIO MaTepuana.

10.3.5 BkcTpakuuto NpoBoAAT C UCMOSb30BaHUEM MOMAPHBLIX U HENONAPHBIX 3KCTParnpyroLLINX KUOKOC-

Lo

TEN.
K aKkcTparmpyrowmm cpegam OTHOCAT:

a) NONAPHYIO 3KCTParMpyloLwWyo XUOQKocTb — BoAY, PUIMONOTNMYECKUA pacTBOp, KyNbTypanbHYO XNA-
KOCTb D€3 CbIBOPOTKM;

b) HEMONAPHYIO JKCTParnpyroLwLy XWUAKOCTb — cBexee paduHUPOBaAHHOE pacTUTEeNbHOE Macho
(HanpUMep, XNOMKOBOE UM KYHXYTHOE) KayecTBa, onpeaeneHHoro B pasHbix apmMmakonesx;

C) OOMONHUTENbHbIE 3KCTPparnpyrowme Xnakoctu: ataHon/aoaa (5 % no odbvemy); atTaHoN/PU3NONorn-
yeckuin pacteop (5 % no obbemy); nonuatuneHrnukons 400 (pazdbaBneHHbIN 40 PU3NONOTMYECKOro OCMOTHU-
YyecKkoro gaBneHus); auMmeTuncynbdokecng; KynbTypanbHada XXMAKOCTb C ChIBOPOTKON.

[TpnmedyaHne—BoamoxXHO ncnonb3oBaTbh APYrne 3KCTparnpytowme XnakocTu, COOTBETCTBYIOWNE CBOW-
CTBaM U NPUMEHEHUIO N34ennsi N1 MeTogam onpeaeneHnsi 0oNacHOCTU, NPV HanNM4YMm cBeaeHnn 06 nx JeNCTBUM HA MaTe-
puan n BMoONOrM4YecKyo CUCTEMY.

10.3.6 [pyrue akcTparnpyoLwme }XmaKkocTn MOXXHO MCNOMNb30BaTh, YYUTLIBAA NPpUpoay MaTepuana mn Kiu-
HUYecKoe NpUMeHeHne MeaguLUHCKOro N3aenns, ecnim UxX AencTBMe Ha uccriegyemblini MaTepurarn n opraHusm
M3BECTHBI.

10.3.7 Kuagkune aKkCcTpakTbl crnegyeT, no BO3MOXHOCTW, NCNONb30BaTh cpasy Nocne rnpuroToBleHNs BO
n3bexaHme copbumn cocyaa, KOTOpbIN UCMONb3YIOT AN 3KCTpakLuun, NMdo apyrnx nameHeHnn coctana. Ecnn
AKCTPaKT XpaHAT 6onee 24 4, ero cTabunbHOCTb U TOMOreHHOCTb B YCNOBUAX XpaHeHUs1 AOMKHbI ObITb NpoBepe-
Hbl.

10.3.8 He cneagyet KoppeKkTMpoBaTh 3HavyeHUe pH 3KkcTpakTa 6e3 A0MKHOro 060CHOBaHUS.

10.3.9 3KcTpaKT He cneayeT obpabaTthiBaTh unbTpaumen, LeEHTpUYrMpoBaHUEM UM APYTMMXA METO-
OamMu anst ycTpaHeHUs B3BeLLEeHHbIX YacTul, Nony4YeHHbIX B pabodvem nopsigke. [Npun HeobxoanmMocCcTu Lieneco-
0bpa3HOCThL TAKOro npoLiecca AonkHa ObITb 0OOCHOBaHa AOKYMEHTAalbHO.

10.3.10 [Ons onpegeneHns onacHoOCTU HEOBXOAMMO paccMOTPETb UCMONb30BaHNE YCNOBUIA NPeyBENN-
YEeHHOW 3KCTPaKLUUM ANK NOBbILLEHUSA 403kl BO3AENCTBUA BbIMbIBAEMbIX BELLLECTB. JKCTParMpytoLLyo XXNOKOCTb
A YCNOBUSA 3KCTPaKLMKN HY>XKHO BblIOMpaTh Ha OCHOBaHUU OU3UKO-XUMUYECKNX CBOMCTB Matepuana n/unuv npo-
rTHO3UPYEMbBIX XUMUYECKUX BELLIECTB C HU3KUM MOJIEKYIAPHBLIM BECOM, KOTOPbIE MOTYT ObITb 3KCTParnpoBaHsbl.

10.3.11 [na matepunanoB UNK U3genunn, KoTopble He AOIMKHBI PACTBOPATLCA UM NOABEPraTbCH pPe3op-
ounn Np 0OLIMHOM UCNOMNBL3OBAHUK, NPU 3KCTPaAKUMWN NOSIMMEPHOTro MaTepuana U1 nsgenms HeodbxogmMmo
MCNONb30BaTb PACTBOPUTENW, HE Bbi3biBalolMe paspylleHUsa nonmmepHoro cocrtasa. [lpn Mcnone3oBaHUA
HEYCTOUYMBOrO pacTBOPUTENA AONYCTUMO He Dofee YemM nerkoe cMardeHne nonMmMmepHoro matepmana (T.e.
paspyweHne meHee 10 %). Heobxoanmo yaannutb pacTtBopuUTEnb (Nnepen UCnonb3oBaHUEM B bmnonpobe) Bo
n3dexaHne HednaronpUATHOrO BNMUSIHUA 0CaAKOB Ha bronornyeckyto Nnpody (Hanpumep, aeHaTypauuna 0enkos
NN pasapa)keHue Koxun). Ana nHgpopmauum no matepuanam Unm U3genmam, KoTopble A0IHKHBI PACTBOPATLCS
MNW noaBepraTbca pe3opodbummn npm odbIMHOM UCNoNb3oBaHMM, — cM. 10.3.2.

10.3.12 Ecnun nsgenue siBnsieTcs Bogocoaepxallen XXMaKoCTbHo, SKCTPpaKLU U He NpoBoasT. 2KMAOKOCTb
MCMNONb3yeTCda HanpsIMyo B TECT-CUCTEME.

10.3.13 B cny4asx, Korga »XWOKoCTU LMPKYNMPYIOT 4yepes3 usgenne npu obblMHOM MCMONb30OBaHUN,
HanpPMMep B 3KCTpakKopnopanbHbIX U34eNNAX, BO3MOXHAa 3KCTpaKLUMA NyTemM peumpkynaumn. MNpm BO3MOXHOCTU
HY>KHO NpeyBennynTb 04HO Un Gonee ycrnoBuii, HanpuMmep TemnepaTypy, BpemMs, 06beM, CKOpPOCTb TEYEHUS.
ObocHoBaHMe Bbibopa 3KCTPaKLU MM A0MKHO ObITb OTPaXKeHO JOKYMEHTanbHo.

10.4 YcnoBusa 3KCTpaKLMU ANA onpeaeneHnsa onacHOCTU U OLLeHKU pUCKa B peXumMme npeyBenu-
YeHHOro UCnonb3oBaHUA

10.4.1 Tlpn mogennpoBaHU U NPUroTOBNEHNUN OOPA3LLOB ANA UCCNEea0OBaHNA UNPUTOTOBIIEHNUN SKCTPaK-
TOB U3 3TUX U3EeNNN HEOOXOANMO YYNTbIBATb OMAaCHOCTb, BO3HMKAIOLLYIO BCNeACTBME MSMEHEHWNIN B NPOU3BO-
OCTBEHHOM npouecce UM HeaoCTaTOYHOro KOHTPONA NPOU3BOACTBEHHOrO rnpouecca, B COOTBETCTBUU C
NCO 14971. Ocoboe BHUMaHWE cneayeT yaensiTb NPUMECHAM 3TUX NMPOU3BOACTBEHHLIX MPOLLECCOB, HANPUMep
OCTaTOYHbIM 3IeMeHTaM, OHUCTUTENAM U Ae3NH(EeKTaHTaM.



[OCT P UCO 10993-12—2009

10.4.2 EcnunoTeHuuansHaa TOKCUYHOCTb NPOAYKLUN, nccnegyeMon ¢ NOMOLLbHO NpeyBennYeHHOW 3KC-
TpaKLUWUW, HaxoauTcs B npegenax TpedboBaHMA, OTCYTCTBYET HEODXOAMMOCTL AalbHeUlero nccneaoBaHus
n30enunust NOCPeacTBOM 3KCTPaKLUUN, AMUTUPYIOLLIEN ODbIMHOE NCNOSb30BAHNKE.

10.4.3 [Ons npoaykuunm, nonumepusyrowlencs in situ, nccnegyemsle obpasubl A0MMKHbI NpeaCcTaBnsATh
npegnonaraemele KnMHU4Yeckue ycnoBusi NpUMeHeHna anga nonyvyeHna MHgopmaLunm ¢ noTeHuMansHoU TOK-
CUYHOCTU pearnpyrolnx KOMNOHeHTOB NonmMMepa B npolecce oTeBepaeBaHusa. Ecnu npuMeHNMMo, nccnenye-
Mbl€ 3KCTpaKThl, NPUroTOBNEHHbIE B pa3Hoe BpeMsl, A0/MKHbl OCHOBbLIBATLCH HA KUHETUKE NONMMepusaunmn
nocne cMeLlnMBaHNA KOMMNOHEHTOB, BKIOYAA 3KCTPaKT, MPUroTOBNEHHLIN B OXXKMdaeMoe BpeMs oTBepaeBaHUA.
ccnepgoBaHne maTepuana nocne orsepaeBaHus A4omkHO 6bITb 0O0CHOBAHHbBIM.

[1pn MCNONb30BaHUM 3KCTPAKTOB B MeTodax nccnegoBaHna ANd oLeHKM MaTepuanoB, oTBepaeBatoLL X
In sifu, Havano aKCTpaKUM AOIMKHO MPONUCXOANUTL C TOrO MOMEHTAa OTBEpAEeBaHUS, Korga Matepuan noMeLleH in
situ.

[Tpn MeToaax uccneaoBaHUA, UCMONb3YIOLWMX 3TU MaTepuanbl HAaNnpaAMyo, Hanpumep NPpSAMon KOHTaKT
MM ULUTOTOKCUYHOCTL Ha clnoe arapa, UMnnaHTauung, HeKkoTopble nccneaoBaHUA Ha FreHOTOKCUYHOCTL, a TakkKe
reMornin3 B NPSIMOM KOHTaKTe, MaTtepuan OOIMKeH NMPUMEHATLCH, Kak npu KNMHUYECKOM UCNONb30OBaHWUA, C
oTBepaeBaHUEM /n Sitl B TeCT-CUCTEME.

[Tpwumeyanwmne—[na npegocTtaBNeHns K UCCNeaoBaHNIoO maTepuana onpegeneHHoro pasmepa nnm maccehi
MOXeT ObITb HeObXognma mogndmnkaumst KMMHUYECKOW CUCTEMbI AOCTAaBKW.

11 OTyeT 06 MCCNeaoOBaHUN

OTyeT 00 MccnegoBaHUM OOJTKEH BKIIOYaTh B cebd cneayrollne JaHHble, HO He OrpaHN4YnMBaThCs Tako-
BbIMW:

a) TWN W COoCTaB MaTepuana, eciii TakoBOW U3BECTEH, UICTOMHUK MaTepuana, nsgenns, 4acti Unu KoMno-
HeHTa n3genus.

[TpumeyvaHne— 31oTpeboBaHUE NONHOCTLIO UM YHACTUYHO MOXET ObITb BbINONHEHO NOCPEACTBOM NMUMCbMEH-
HOIO OMUCAaHUSA, PUCYHKOB, (poTorpadunm nnm gpyrmx MeToaos,;

b) HOMep napTun NN cepun, ecnm TakoBOW CYLLLECTBYET;

C) onucaHue npolecca npousBoaACTBa, OUYNCTKU, CTepunmsaunm, ecnm npumMmeH1Umo;

d) mMeTod aKCTpakuuun, ecnn dbina npuMeHeHa, BKIoYatoWni Ao0KYyMeHTaLU o NO YCIIOBUAM 3KCTPaKL UK,
cpeacTBanepemMellnBaHUg, Nobble OTKIIOHEHUA OT peXuma SKCTpakLun, ONUCaHHOW B HACcTosLWEM cTaHOapTe.

[MpunoxeHune A
(cnpaBo4HoOe€)

JKcnepuMeHTarbHbIU KOHTPOMbHLIN OOpa3seL,

A.1 MaTepunansbl, nepe4vncrneHHble B HUXecneaywmx naparpadgax, Moryt COoOTBETCTBOBATb KPUTEPUAM 3KCNEPU-
MEHTarnbHOro KOHTPONbHOro obpasua Ans HEKOTOPbIX nccnegoBaHnn. 3a npaBullbHbI BbIDOP KOHTPOMNS HECEeT OTBE-

TCTBEHHOCTb nccneposatens. Cm. Tabnuuy A. 1.

MHpopmayma no KOHTPONbHbIM 0bpa3uam M KOHTPONSAM npeaocTaBnsaeTcs Tonbko Ans ncenegosanmm B NCO
10993, He TpebyoWmnX KOHKPETHBIX KOHTPOIIBHBIX 00Pa3LOB UITN KOHTPOIEWN.

Tabnwuua A1l —Tlpyumepbl KOHTPONbHBLIX OBPAa3LOB U KOHTPOMNEN B HANU4nm

Nccnenosanme [TonoXXutenbHbIN KOHTPOSBbHLIN OTpuuartenbHbIU Ko:TpoanbuFl KOHTPOTbHBI 0GPa3EL?
obpasey obpasey
Mimnnantauus PVC-org. Sn PE —
SPU-ZDEC CnmnkoH —
HaTtypanbHbIn nNaTtekc OKncb antoMmHnA —
— HepxkaBetowas cranb —
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OkonyaHue mabnuubsi A. 1

A eenenORANIE MoNoXUTENbHBIA KOHTPONBHBLIN OTpuuaTenbHbIN KOHTPOSbHBIV P . oBoael?
J1 BdHW HTPOINbHbIN
A obpaseu oBpasen? P pasel

LInTOTOKCUYHOCTB PVC-org. Sn PE —
SPU-ZDEC — —
SPU-ZBEC — —
HaTtypanbHbin naTtekc — —
[TonnypeTaH — —

[eMOCOBMECTUMOCTb — — PVC 7506

PUR 2541
9 CoKpaleHns B 4aHHOW Tabnunue OTHOCATCSH K KOHKPETHBIM MaTepuanam, 4OCTYMNHbIM U3 NCTOYHUKOB, 0603Ha4YeH-
HbIX B A.2 n A.3.

A.2 [OnsotpnyartenbHOro KOHTPONbHOro obpasua nnm KOHTPOIbHbLIX 00pa3L 0B UCNONb3YIOT: NONUITUINEH BbICOKOW
nnotHocTm!), 2} 3) 4)  monuaTuneH HM3KOM NNOTHOCTU®), nonuaumeTuncunokcaH (6es kpemHesema)®) 7, nonuBmMHUNXNO-
pna®), nonuadwmpypetan?), nonunponunen’?), kepammueckne cTepKHU N3 OKNCU ANIOMUHUS, HEPXABEIOLWYIO CTallb U KOM-
MEPYECKN YNCTbIN TUTAHOBbLIN CMNIAaB.

A.3 nsnonoXxmnTenbHOro KOHTPONBbHOIo obpasua ncnonb3yoT, HANPUMEP, NONTMBUHUNXNOPWA, CoOAEepKaLLun ONno-
BOOpraHnyeckue Ao6aBku, CErMEeHTUPOBAHHYIO NONNYPETAHOBYIO MNEHKY, cogepxawwyio amatun )12} unn gnbytunauntu-
okapb6amaTt!®), nartekcel onpegeneHHoOro cocTaBa, PacTBOPbl COMen UMHKa U Meab. BewecTtBa, KoTopble Bbinu
MCMOMb30BaHbl B KAYECTBE MOMOXUTENBHOrO KOHTPONbHOro obpasua Ans uccnegyembiX 3KCTPaKTOB, NPeacTaBnsAloT

cobon pacTBOpbI B heHone n Boae.

R High-density polyethylene (Negative Control Plastic RS) can be obtained from the US Pharmacopeia, Rockuville,
MD 20852, USA.
) HDPE film: RM-C Hatano Research Instite/Food and Drug Safety Center, 729-5 Ochiai Hadano, Kanagawa
257-8523 JAPAN.
) HDPE film RM-C Hatano Research Institute/Food and Drug Safety Center, 729-5 Ochiai Hadano, Kanagawa
257-8523 JAPAN.
*) HDPE film: RM-C Hatano Research Institute/Food and Drug Safety Center, 729-5 Ochial Hadano, Kanagawa
257-8523 JAPAN.
°) PE 140 tubing: RAUMEDIC AG, Postfach 501, 95205 Munchberg, Germany. PE film is available from Hoechst AG,
D-6230 Frankfurt 80, Germany.
°) Biomaterials Program, Devices and Technology Branch, National Heart, Lung and Blood Institute, NIH, Building,
7550 Wisconsin Ave, Bethesda, MD 20892, USA.
) SIK 8363 tubing: RAUMEDIC AG, Postfach 501, 95205 Munchberg, Germany.
%) PVC 7506 and PVC 7536 tubing: RAUMEDIC AG, Postfach 501, 95205 Munchberg, Germany. PVC-DEHP and
PVCTEHTM film is available from Hoechst AG, D-6230 Frankfurt 80, Germany.
°) PUR 2541 tubing: RAUMEDIC AG, Postfach 501, 95205 Munchberg, Germany. PU film is available from Frontline
Fllmblasnlng S-60003 Norrkoping, Sweden.
9 PP 146 tubing: RAUMEDIC AG, Postfach 501, 95205 Munchberg, Germany. PP film is available from Hoechst AG,
D-6230 Frankfurt 80, Germany.

") 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}.
12) Polyurethane film — ZDEC: RM-A; Hatano Research Institute/Food and Drug Safety Center, 729-5 Ochiai Hadano,

Kanagawa 257-8523 JAPAN.

13) Polyurethane rod — ZDEC: RM-F; Hatano Research Institute/Food and Drug Safety Center, 729-5 Ochiai Hadano.
Kanagawa 257-8523 JAPAN.
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[MpnnoxeHwe B
(cnpaBo4HOe€)

OcHOBHble NPUHLUNbI U MeTOoAbl NPUroToBrieHns Npo6 n BbiIbopa 06pasLoB

MaTepuan, ncnonb3yemblii B BUONOTMYeCcKNX NccneaoBaHusix, 4OSMKeEH ObiTb peENPe3eHTaTUBHBLIM C TOYKN 3PEHUA
ero cocrtaBa, o0b6paboTku n XapakTepUCTUK NOBEPXHOCTU N3JenNns, rotoBoro K npumeHenunto. Cm. 7.1 n MCO 10993-1:2003,

5.1, nepevncneHune a).

[lokymeHTauusa coctaBa NNAacTUKOBLIX U PE3UHOBLIX MaTepmanoB AOMKHA BKNoYaTb B cebsa onpeaeneHne cmorn,
NoNMMepoB U NMtobbIX AobaBok. OnncaHmne KoMno3nuum AoMKHO BKI1IoYaTh B cebS CBEAEHUS O XapakTEPUCTUKE MaTepuana,
HanpumMep ero TepmoobpaboTke, XMMNYECKOW YNCTOTE UMM UBMETNBYEHHOCTU, MAKCUMAaNbHO BO3MOXXHOM M3MENbYEHUN B

Criy4ae noBTOPHOro gpobnexHus.

MaTepuansl, KOTOpbIE MOIYT NOABEPraTbCH NOBTOPHON CTEPUNN3ALNN TEMU XKE NN anbTEPHATUBHBIMU METOJAMM,
OOMXHbI BbITb NCCNEAOBAaHbI MOCNE MHOIFOKpPaTHOW cTepunuaauun. Hanpumep, matepuan, KOTOPbIW CTEPUINNIYIOT 0DNyYe-
HUEM, 2 NOTOM NOBTOPHO CTEPUINNIYIOT OBPabOTKON STUNEHOKCUAOM, HEODXOANMO NCCNeaoBaThb:

a) nocne obny4YeHus u

b) nocne obnyvyenHnsa n cTepunusaymnm 3TUNEHOKCUAOM.

Ecnv BO3MOXHO onpegenuTb ¢ Hagnexawmm obocHoBaHnem Hanbonee HeGNaronpuATHbIM BapuaHT BO34EeNCTBUSA,
nccnegoBaHUe MOXeET ObITb MPOBEAEHO NOCNe BO3AENCTBUS B TAKOM PEXUME.

B naeanbHOM criyvae Bce bnonormyeckmne ncernegoBaHus matepuana, Bblpe3aHHOro u3 n3genusi, Camoro KOMrnoHeH-
Taun3genunsi B Ka4eCcTBE UCCNeayemMoro matepumarna unm 3KCTpakTa, NpUroToBNEeHHOro N3 martepuana nim KOMNoHeHTa, Npo-
BOASAT B YCNOBUSX BO3AEUCTBUSA KIETOYHOW/ONONMOrMYECKoOn cpeibl TECT-CUCTEMbI Ha MNOBEPXHOCTb MaTepwana. B
KavyeCcTBEe METOAa, allbTEPHATUBHOIO PEe3Ke NOBEPXHOCTU 0bpa3ua, MOXET CNYyXXUTb N3rOTOBMNEHNE MUHUATIOPHOIO U3ge-
NS C NCNONMBb3OBAHUEM TOI0 XE npouecca (IKCTPY3NKn, NOTPYKEHUS U T.4.), TEX XKe TEMNepartyp, BpEMEHU, atmocdepsl,
pasgennTerbHbIX CPEeACTB, OTXUIa, OTBEPXOAEHUSA, OUYNCTKN, CTEPUNNIALMKN N OPYTMX MPOLECCOB, UCNOSb3YEMbIX MPU MPOo-
N3BOACTBE N3O ENNSA, BKINOYas CTEPUNNIALNIO, KOTOPLIE peanunuayoT B NPpoLecce NPon3BoacTBa nsgenms. 1o cnocobcTBy-
eT oueHke NbbiX 3PPEKTOB, CBA3AHHbIX C NNOWAAbI0 MOBEPXHOCTU, XapaKTEePUCTUKAMN NOBEPXHOCTU, KOHUEHTPaUNeEN
BbIMbIBAEMbIX BELLECTB, NOBEPXHOCTLIO U HOpMON maTepuana.

MeTannbl, ncnonb3ayemblie Npu DMONOrM4ecKoOM NCCneaoBaHnKn, JOIMKHbI DbITb U3 TOMO e NCXOQHOro marepuana,
KOTOPbIN NPUMEHSETCH NPU N3FOTOBMEHUN U3AENUS, N NPOXOAUTDL TY XKe MEXaHUYECKYI0 0OpaboTKy, U3MErnbYeHne, Nonw-
POBKY, OUYMCTKY, MACCUBaLUWIO, BKITIoYas obpaboTKy NOBEPXHOCTU U CTEPUNN3ALNIO, KOTOPbIE UMEIOT MECTO NPU NPON3BO-
CTBE rOTOBOIoO N3aenus.

Kepamuieckue marepuanbl, NPUMEHSAEMbIE B DMONMOrMYECKMX NCCneaoBaHuUsAX, AOMKHbI ObiTb U3TOTOBMNEHbI U3 TOTO
XE NCXOAHOIo NOPOLLKA C UCMONIb30BAHNEM TEX e MPOLECCOB OTIIMBKU, 3arnMBKW, GOPMOBKU, CMeKaHus, 0bpaboTku NoBep-
XHOCTU U CTEPUNU3ALNN, KOTOPbIE UMEIOT MECTO NPU NPON3BOACTBE NMOTOBOIo U3aenuns.

MeanunHckne nagenusi, NCNonb3yLwWwme XUBOTHbIE TKAHWU UM UX NPOU3BOAHbIE N 0DpaboTaHHble PUKCATOPOM,
crneayeTt naydaTb NOCe BblASPXUBAHUA UX B TEHYEHNE MAKCUMATbHOIO 1 MMHUMAaNbHOMO A0ONYCTUMOro BpeMeHU Pukca-
LUK, NPeayCMOTPEHHOIO N3rOTOBUTENEM, CO3aBasi TEM CaMbIiM Pa3NnYHbie YCNOBUA ANs MPOHMKaHWA hmkcartopa.

BmecTo aKCTpakumum meTannmn4yecknx maTtepuanoB v NocrneayoLWwero NpuMeHEeHNS SKCTPaKTa B TECT-CUCTEMAX HEOD-
XOANMO pacCcMOTpPETb NCCreaoBaHNeE PpacTBOPOB PasfnyHbIX KOHUEHTpaUUn COOTBETCTBYIOLLEN CONMU KOHKPETHOIo MeTalrl-
na/oB, HaXoAsLWErocs B n3genuun, ans onpegeneHmnsa onacHOCTN NOHa/MOHOB KOHKPETHOro Metarnna m ero/ux HamBbICLLENO
YPOBHS/€WN, HE BbI3bIBAIOLLETO/MX OTBETHOWN peakLuunm.

[TpmMeyaHune— I3TOT NPUHLMN TAaKKe NPUMEHNM K OpPraHu4YecKnm mateprnanam nNpu yCTaHOBMEHHbIX XMMMU-
YECKMX BELLECTBaxX B U3genunm.

[1py NnaHnpoBaHMmM NCNbITAHUA MaTEPUANOB HEODXOANMO YHUTBIBATb YCIOBUS SKCTPAKUMK AN UMIONAaHTUPYEMBbIX
MaTepmnanoB, KOTOPbIe MOIyT Bbi3BaTb 0Opa3oBaHMe YacTuy in vivo Npu KNMHUYECKOM NMpuMmeHeHun. Ecnm ycnoBust aKc-
TPakuMu BbI3bIBAOT 0DpasoBaHmMe 4YacTul, Npy NaHMPOBAHUKN NCCNEeA0BaHMN MaTEPMNanoB AOIKEH ObiTb yYTEH 3 deKT

npoueayp aKCTpakuum.
KonnyecTBoO maTepuana v nnowaab ero noBepXHOCTU AOIMKHbI COOTBETCTBOBATbL BUONOrMYEecKUM N PrU3n4eckum

orpaHnHYeHnAm TeCT-cncremMbol. Ha NMNPaKTUuKe criegdyet ncnolib3oBaTb CTAaHAAPTHOE KOJIMHECTBO ﬂp06bl, PEKOMEHAOBaAHHOE
AJ1A Ka>XA0ro otaelibHoro akCrnepmMeHTa.

[Tonb3oBaTenn HACTOSIWEro cTaHaapTa AOMKHbI 0bpaTUTb BHMMaHWE Ha 0030p «Haanexawero NpuMeHeHus» y
«HENPaBUIIbHOIO MPUMEHEHNA» CTaHAAPTHbIX 00pa3uoB. ATOT0O30p OTMEeHaeT 0bnacTn NOTEeHUMaNbHOIo He4OCTATOYHO-
o N N3BbITOYHOrO ynoTpebneHns KOHTPONbHbLIX 00pa3LoB U CTaHAAPTHbLIX 0bpa3yoB. [Tonb3oBaTeNnn HACTOALWENO CTaH-
aapTta AOIMKHbI TAKXKe MPUHATb BO BHUMAHME, YTO AONYCTUMO UCNONb30BaHNE KannbpoBO4YHbIX MaTepmnanoB NS OUEHKU
BMONOrM4ecKoro oTBETa CCneayemMblXx MaTtepruanoB B Npeaenax ogHon nadopatopum.
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[MpunoxeHune C
(cnpaBo4HOe€)

[MpuUHUUNBI 3KCTpaKuuu nccnepyemMmbix obpasuos

C.1 JKCTpakTbl U3 MEANLUMHCKUX U3OENNN TOTOBAT C LENbIO NONYYEHUS NpnemMnemMmon npobbl, HEOOXo0AMMON ANS
onpeaeneHns bMonorMYecKkom akTUBHOCTU NMOObIX BbIMbIBAEMbIX BELWECTB B ODMONMOrmyeckom CUCTEME, a TaKKe ANs OLEeHKA
NOTEHUMANBHOIO PUCKa NPu NCrnosrb30BaHUN N3genns YeNnoBEKOM, a TaKKe AN AeMOHCTPaUMM NOTEHUMANbHOW ONAaCHOC-
TU BbIMbIBAEMOIO BELWECTBA U A5 NCMONb30BaHUSA NPU NPOBEAEHUN OLUEHKN PUCKa ANs 340p0OBbsi YernoBeka. [1pn npuro-
TOBNEHUN 3KCTPAKTOB M3 U3AENUN MOAernbHasl cpega (SKCTparnpylowas XuaKkocTb) U YCINOBUSA IKCTPaKUUK AOITKHbI
COOTBETCTBOBATbL CBOUCTBAM U NPUMEHEHUIO TOTOBOIMO U3Aenus, a Takke rnporHo3npyembiM Xapakrepuctmkam metoaa
nccneaoBanns (Hanpumep, YyBCTBUTENBHOCTU U T.MN. B OTHOLWWEHUN LENW nccrnegoBaHus, 060CHOBaHUSA, YYBCTBUTEITBHOC-
™ MnT.4.). Takmum 0bpasom, yCroBUSA IKCTPAKLUN U NPUMEHEHUE SKCTPAaKTa B TECT-CUCTEMAX AOJIXKHbI, B UAearnbHOM Cny-
yae, oTpaxaTb HE TONbKO YCIMOBUS pPearnbHOro NPUMEHEHNs1 N3QENNn, HO TakKXe Lelb U NPOrHO3npyemMblie 0COBEHHOCTH
nccnegoBaHUM.

B ycnoBmsx 06 bIMHOIO NCNOMb30BaHUSA MPU LMPKYNALUK XXUOKOCTEN Yepe3 n3genne, Hanpumep B 3KCTpakoprnoparb-
HbIX U3OENUAX, AN NPUEMITEMbBIX METOA0B 3KCTPaKLUUN HEOBXOANMO 0BPaTUTBLCA K BEPTUKANBbHOMY CTaHAAPTY.

Ins onpegenenns onacHOCTU U OUEHKU PUCKA ONACHOCTEN NPOBOAAT BMONOrnyeckne nccneoBaHus B yCrnoBUAX
NpeyBenNYEHHOro n/nnm obbIMHOro NCNONb30BaHUs. MeToabl 3KCTPAaKUMK pasnnyatoTcs B 3aBUCUMOCTN OT LENN Nccneno-
BaHWA:

a) npeyBenmnYeHHas 3KCTPaKUUA NPUMEHAETCH ANs onpeaeneHns onacHOCTH;

b) sKkcTpakumsi, UMUTUPYIOLWAS NCNONBb30BaHNE, NPUMEHSIETCH ANS BblpaboTkm hakTopa 6e30nacHOCTU NPU OLEHKE
pPUCKa AN 340p0OBbs YENOBEKA,

C) ncYepnbiBalLWAasn 3KCTPaKUMA NPUMEHSAETCH ANs OLEHKM BE30MacHOCTU UMMIMAHTUPYEMOro n3gernus v NporHo3a
BEPXHNX AONYCTUMbIX YPOBHEN XMMUYECKUX BELLECTB, BbIAENAEMbIX B OpraHn3m naumneHTa.

C.2 Hacrtoawwmnm ctaHgapT npegnonaraeT, YTO KONMUYEeCTBO SKCTparmpyemMbiX BELWECTB 3aBUCUT OT NMPOOO0IIKUTENb-
HOCTU 3KCTPAKUMK, TEMNEPATYPLI, COOTHOLLEHUS MNOWAaAN NOBEPXHOCTU MaTepnana n odbema moaenbHOW Cpeabl, a Tak-
e CBOUCTB PaCTBOPUTENNS.

C.3 lNpoaonmXntenbHOCTb 3KCTPaKUMM AOMXKXHA BbIThb AOCTATOYHOM ANS MAKCUMaNbHOTO N3BNeYeHus BewecTBa. Ha
NpakTuKe 4Ns KaXxgoro XMnMnYeCcKkoro aHannasa peKkoMeHaylTCA CTaH4APTHLIE YCITOBUSA BPEMEHU N TEMNEPATYPbI IKCTPAK-
LN BMECTO APYrmx He0HBOCHOBAHHbLIX UMW HECTAHAAPTHbLIX YCNOBUN.

C.4 B kadecTBe anbTepHaTUBbLI MOXHO MNMPOBECTU NMNOBTOPHYH 3KCTPAKUMIO C NOCNeayowmm KOHUEHTPUPOBAHNEM,
4YTOObLI NONY4YUTH 4OCTATOMHOE ANA aHanu3a KONMYECTBO 3KCTParmpyemMoro BelecTsa. Takas npakrtnka NpUMeHsieTcs B
Lensax ngeHTUPuKaumm ornacHoCTH.

C.5 TemnepaTtypa akCTpakumm MmoxXeT ObliTb pas3fnnyHOM B 3aBUCUMOCTU OT UCCNeaYyeEMOro marepumana. KCTpakums
HE A0JIKHA Bbl3blBaTb 3aMETHOW Aerpagaumm martepuana, 3a UCKITIOYEHUEM ClyYaeB, Korga marepuarn QoMmkeH pacTtBo-
PATLCH UMK noaBepraTbca pe3opbunn npun ncnone3oBanmm (cm. 10.3.2). TemnepaTtypa 3KCTPaKUUN 3aBUCUT OT PU3N-
KO-XMMUYECKNX XapaKTEPUCTUK MaTepuana nsgenusa. Hanpumep, npu akCTpakumm nonnmMmepoB TemnepaTtypa 4omKkHa 6biTb
HXKE TeMNepaTypbl CTEKNOBaAHUA. Ecnn Temnepartypa CTEKNOBaAHNUS HUXE TEMMepaTypbl UCMNONb30BaHUA, TeMneparTypa
IKCTPaKUumm AomkHa 6biTb HUXE TeEMNeEpaTypbl NnaeneHns. PekomeHgoBaHHbIe yenoBusa npusegersi B 10.3.1.

Crnegyrowme npumMmepsbl cnyXxart unnictpayuen ans nyvwero noHnmMaHua nanoxeHHoros 10.3.1:

a) martepwuansl, KOTOPblE UMELIOT TOUKY NNaBNeHns nnu pasmsirdeHnsa Hmxe (121 + 2) °C, AomKkHbl nogBepraTbCs 3KC-
TPakUuUm Npun CTaHAAPTHOW TEMNEPATYPE HMXKE TOYUKU NMNaBreHus (Hanpumep, Nonmn3TUNEH HU3KOW NNOTHOCTN);

b) marepwuwansl, NOABEPKEHHbIE TMAPONN3Y, CreayeT 3KCTparmpoBaTbh Npu Temnepartype, obecnevmBatowen MMHU-
ManbHbIN TMAPONN3 [Hanpumep, nonuammnabl skcTparnpytoT npu (50 + 2) °CJ;

C) martepuarsbl, KOTOPblE CTEPUNNIYIOT NAPOM U COAEPXKAT XUAKOCTb B NPOLECCE XPAHEHUSA, CNeayeT 3KCTParnpo-
BaTb Npu Temneparype (121 £ 2) °C (Hanpumep, npeaBapuUTEenNbHO 3anoNnHeHHbIE ANanNn3aTopsbl);

d) martepuansl, KOTOPbIE UCMONb3YIOTCH TONBKO MPU TEMNEPATYPE Tena, cneayeTt 3KCTparmpoBaTh NpuU TEMMEpPAaTY-
pe, koTopas obecnevmBaeT MakCumarnbHOe n3BneYveHmne BewecTsa bes gerpagaumm matepunana [Hanpumep, mkcnpoBaH-
Hbl€ TKAHW MOXHO 3KCTparnpoBaTtb Npu temnepatype (37 £ 1) °C, Torga kak kepammyeckue umnnaHTaToel npu (121 +£2) °Cl.

BHumaHne — [NpumeHeHne meToaoB nccrneaoBaHUsA HACTOALWEro ctaHgapra K marepuanam n3genun, cogepxa-
LLIUM NPOTENHbBI, AOJTKHO NPOBOANTBLCA € HONBbLLON OCTOPOXKHOCTLIO, YTODOBI NpoLeaypa 3KCTPaAKUNKN HE N3MEHMa BUONOrn-

YECKUX CBOUCTB 3KCTParnpyemMbiX MaTtepunarnos.

C.6 CooTHOWeHWe NNowaam noBeEPXHOCTU n3genusa n obbema moaenbHOW cpeabl U pacTBOPUTENSH AOMXHO ObITh
NOCTaTOYHbIM AN

a) AOCTMXEHUS MaKCUMAarbHOIro KONMYeCcTBa IKCTPaArMpyeMblX BEWECTB B MNPUEMIIEMOM AT XUMUYECKOIo aHanmaa
nnn ans bnonormMvYecKnX NCCNeaoBaHnn 403NpyeMomMm 0bbemMe (T.€. 4O3NPYyEMbIN OBBEM BHYTPU DU3NONOTNYeCKNX npeae-
NOB);

b) AemMOoHCcTpayumm NoTEHUMANbHOW ONACHOCTU MPUMEHEHUS YENOBEKOM;
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C) NOJTHOrO NOrPyXXeHusi Mmarepuana B pacTBOPUTEND.
[Tpn oOTCYTCTBUM NapamMeTpOB IKCTPaKUMKN A5 KOHKPETHOTO N3gernus PeKOMeHAYETCH NCNONb30BaTh CTAHAAPTHLIE
nnowaab noBepxHocTn n obbem pacteoputens (10.3.3). HekoTopble MeToabl UCCrneaoBaHUs TPEOYIOT KOHUEHTPUPOBAHUS

BbITHXEK 4114 NOBbILWEHUNA HYBCTBUTEJIBHOCTU TECTA.

[ PUMEYAaHWE— KOHLI,EHTpHpOBaHHe BbITHXEK MOXET NPUBECTU KTNOTEPE NNEeTYHNX BELWECTB, TaKUX KaK OKUCb
ITUTIEHA.

C.7 BbibpaHHbie Ans 3KCTpakumn pacTBOPUTENN JOXHbI COOTBETCTBOBATHL CNEeAYyLWMM TPEOOBAHUAM:
a) ObITb NPUrogHbIMU ANS UCNONBb30BAHUSA B ONpeaeneHHbIX BMONOrMYeCcKuX TECT-CUCTEMAX;
b) nmntnpoBaTb yCNOBUSA 3KCTPAKUMKN, KOTOPbIE PeanmnayoTcsi B NPOLECCe KITMHUYE CKOrO NPUMEHEHUS N3OETNNS;

c) obecne4vmBaTb MakCMManbHOE N3BNEYEHUE IKCTPArnpyemMbliX BELLECTB.
[Tpy OTCYTCTBMM AAHHbBIX O PACTBOPUTENSX AN onpeaeneHHbIX n3genum pekoMeHayeTcs NCnonb3oBaTh cTaHaap-

THbI€ NONAPHbLIE N HEMONSAPHbIE pacTBopuTenn (10.3.5).

[TpumeyaHwune— CraHgaptTnsauns napameTpoB, npuBeaeHHbIX B C.5 n C.6, no3BonseT NCnonb3oBaTh AaH-
Hbl€, NONy4YEeHHbIE B X04e BUONOrnyecknx nccnegoBaHnn MeanUMHCKUX N3genvn, Ansa Apyrnx Uenen, Hanpumep ans oueH-

KU PNCKa U AJ1A PA3BUTUH CTaHAAPTUN30OBAHHBLIX bas AadHHbIX.

C.8 Ins matepunanoB, pacTBOPSAOLWUNXCH UNK Pe3opbunpyowmxcs B opraHmame, Heobxogumo cobnogaTs:
a) ycnosus, NpuBeaeHHbIe B Tabnuue 1;

b) ycnoeusa temnepartypa/Bpems B 10.3.1;

c) nonoxeHus 10.3.9 oTHOCUTENBHO PUNbTPaALUN NN LEHTPUDYTNPOBAHUS.

C.9 MpurotoBneHwne obpasua nzgenun, coonpaemsix in situ

Ins ocobbiXx 0BCTOATENBLCTB MNPUrOTOBIEHUST SKCTPAKTOB U3 U3AENUN, NONUMEPU3YEMBbIX in Situ, HEBO3MOXHO
co3aartb cTaHgapTHoe TpeboBaHue. IAns nonyv4eHnsa npue MnemMoro 3KCTpakTa HeobXoANMO YHUTBIBATb OTAENbHbBIE KOMIMO-
HEHTbI, BPEMS 40 NONMMeEpU3aunmn, npeaHasHavyeHHoe UCMONb30BaHNE U SKCTparnpyrowme xngkoctn. Heobxogmnmo noa-
YEPKHYTb, YTO MPU MNIIAHNPOBAHUU MPaBUIIbHOW METOAONOrMM AnsA paspaboTkm NpurogHoro nccneagyemoro obpasua
HEODBX0ANMO UCTMONb30BATb KNHETUKY NoNMmMepusaumnn. [Npun BbIbope NpuemMnemMoro pacTBOpUTENs Ans SKCTpakuymm obpas-

Ha HY>KHO YHYUTbIBaTb HEOTBEPXAEHHbIE KOMITOHEHTHHI.

C.10 lMosacHeHwnAa No ncyepnbIBaAIOLLEN IKCTPAKLNN

[TpOAOIMKXNTENBHOCTL NCHEPNbIBAICOLLEN SKCTPAKUNN ONpeaensaeTcs NyTemM BbINOJTHEHNSA CEPUN NOCNeaoBaTelNbHbIX
SKCTPaKUMN NPU PEKOMEHOOBAHHON TEMNEPATYPE U B OnpeaerieHHble Nepuoabl BPEMEHWU, aHANN3NPYA NPOObLI SKCTPAKTOB,
3aMEHSS SKCTParnpyoLyo XXMAKOCTb HAa CBEXYI0, BHOBb NOABEPras aHanmay npoby aKcTpakTa B onpeaerneHHbie nepnoab!
BPpEMEHW, NOBTOPSAS BECH MNpoLEece.

Korga ypoBeHb 3KCTParmpoBaHHbIX XMMUYECKNX BELWLECTB gocturaet ogHon aecstom (0,1) ypoBHS atana nepBoHa-
YarbHOWM 3KCTPaKUMN, NPOLECC CUMTAETCH 3aBEPLUEHHBIM U CTAHOBUTCH BO3MOXHbIM NPUMEHUTBL 10 Y%-HY10 KOPPEKTUPOBKY

K 0OLEeMYy KONMMYECTBY 3KCTPArMmpoBaHHOIo matepuana.
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[MpunoxeHune D
(cnpaBo4HOe€)

CBefleHNA 0 COOTBETCTBMU HaLUOHaNbHLIX cTaHaapToB Poccunckon ®epepanuuu
CCbIMOYHbLIM MeXAYHapoaHbIM CTaHOapTam

Tadbnwua D.1

OBo3HaYvYeHne CChITOYHOro
MEXOYHApPOOHOro craHgapra

Ob603HavYeHWUe 1 HAMMEHOBAHUE CoOoTBEeTCTBYHLWEro HauMoOHaNnbHONrO CTaHAapTa

MCO 10993-1.2003

[OCT

P INCO 10993-1—2009 Napenua meanumHckune. OueHka Bnonorm4ec-

KOro gencTtBud meamumHckmnx nagenmn. Hacto 1. OueHka n nccnegoBaHus

NCO 14971

[OCT

P NCO 14971—2006 N3penusa meanumnHckue. [lpyumeHeHmne meHea-

AKMEHTA PUCKa K MEOANUNHCKMM U3AETTUHAM
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