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TBe HauuoHanbHoro ctaHaapTa Poccuiickoin degepauum ¢ 1 aHsapa 2013 r.

5 Hacroawuin ctaHgapT uAeHTUYEH MexayHapoaHomy cTtaHaapty ISO 10993-12:2007 Biological
evaluation of medical devices — Part 12: Sample preparation and reference materials (OueHka 6uonorudecko-
ro AencTBUS MeguUMHCKMX nsgenni. Yactb 12, MpurotosneHune npob 1 ctaHaapTHele 06pasLibl).

CBefleHns1 0 COOTBETCTBUN MEXIOCYAapCTBEHHbIX CTaHO4apTOB CChINOYHBIM MeXayHapoaHbIM cTaHaap-
Tam npueedeHbl B 4OMONHUTENLHOM npunoxeHun JA.

CreneHb cooTBeTcTBUA — maeHTu4Has (IDT).

CTtaHpapT nogroToBneH Ha ocHore npumeHeHns MOCT P NCO 10993-12—2009

6 BBEJEH BIMNEPBbIE

UHbopmayusi 06 usMeHeHUsIX K HacmosiueMy cmardapmy rybriukyemcs 8 eXXe200HOM UHOpMayUOH-
HOM yKa3amerie «HauuoHasbHbie cmaHOapmel», a mekem U3MeHeHUU U r1orpasoK — 8 eXXeMeCSIYHOM UHGop-
MaUyUuOHHOM yKazamere «HauuoHarnbHbie cmaHOapmbi». B crniyyae nepecmompa (3aMeHbl) uniu OMMEHb!
Hacmosiueeo cmaHOapma coomeemcemsyioujee ysedomneHue bydem ornybruKo8aHo 8 exXemMecsiHHOM UHOop-
MayuoHHOM ykaszamerne «HauuoHansHbie cmaHOapmbl». Coomeemcmayrowiasi UHgopmMauusi, yeedomneHue u
meKcmbi pasmMew,aromcess makxe 8 UHgopMayuoHHOU cucmeme obLe20 rofb308aHusi — Ha oguluansHOM
calime ®edepailbHO20 ageHmMCmMea 10 MeXHUYECKOMY peayriupos8aHUro U Memposioauu 8 cemu VIHmepHem
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B Poccuiickon ®efepaLumn HacTosALW MR CTaHaapT He MOXeT OblTb NOMHOCTLH UMM YaCcTUYHO BOCNPOUN3BE-
[O€eH, TMpaXXMpoBaH 1 pacnpocTpaHeH B KayecTBe oduLmansHoro uagaHusa 6es paspelleHua degepansHoro
areHTCTBa MO TEXHUYECKOMY PEerynmpoBaHuio U MeTponorim
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BBegeHmne

CobniogeHue nonoxeHui ctaHaaptos cepun ISO 10993 «OueHka Gruonornieckoro 4eCcTBUSA MeauLIMH-
CKNX M30enuiny No3BonuT obecneunTb CUCTEMHBI NOAXOA K UccreaoBaHuio Bronorieckoro AeUcTens meau-
UMHCKUX U3aEennia.

Llenbto aTux cTanAapToB He siBNsieTcs 6e3ycrnoBHOe 3aKpenneHue eqnHoo6pasHbIX MeToAoB nccneaosa-
HUWIA U UCNBITaHWIA 3a rPpyNMaMu OAHOPOAHBIX MEAULIMHCKUX U3AENU B COOTBETCTBUM C NPUHATON knaccuduka-
unen nx No Buay 1 4nNnTeNnbHOCTM KOHTaKTa ¢ opraHM3mMom yernoBeka. [Mo3Tomy nnaHnposaHue u nposeaeHne
nccneaoBaHUA M UCTIbITAHWIA AOIKHBI OCYLLECTBNATh CNEeLManucTbl, UMetoLLMe COOTBETCTBYIOLLYIO NOATOTOBKY
1 ONbIT B 06nacTu caHUTapHO-XMMUYECKOW, TOKCUKOMNOTMYECKO 1 BUONornieckon oLeHoK MeauumnHCKUX nsae-
nn.

CraHgaptbl cepun 1ISO 10993 aBnsioTcsl PyKOBOAALMMM JOKYMEHTaMK 411 NPOrHO3UpOBaHUA U Uccrie-
AoBaHuA 6MoNorMyeckoro AeNcTBUsA MeQULIMHCKUX U3AeNNin Ha cTaguu Beibopa matepuarnos, npeaHasHavyeH-
HbIX ANA UX U3rOTOBMNEHUS, a Takke ANA UCCneaoBaHUin roTOBLIX U3AENWA.

B cepuio ISO 10993 BxogaT cnegytolime yactu nog obwmm HassaHnem «OueHka bronornyeckoro aen-
CTBUS MEAULMHCKAX U3OENNAY:

Yacte 1 — OueHka 1 uccneaoBaHus;

Yactb 2 — TpeboBaHus k 0bpaLleHunio ¢ KUBOTHLIMU,

Yactb 3 — UccnenoBaHnsl reHOTOKCUYHOCTU, KaHUEPOreHHOCTU U TOKCUYECKOro AENCTBUA Ha penpo-
BYKTUBHYI0 cbyHKUMIO;

Yactb 4 — WccnegoBaHue U3aenuii, B3aMMoaeNCTBYHOWNX C KPOBbIO;

YacTb 5 — WccnegoBaHue Ha LMTOTOKCUMHOCTL: MeToabl in vitro;

Yactb 6 — UccnenoBaHne MecTHOIo AeACTBUA NOCNe UMNNaHTauun;

Yactb 7 — OcTaTtouHoe coaepXxaHue aTuneHokcuaa nocne crepunusauun;

YacTb 9 — OcCHOBHble MPUHLMNLI UOEHTUDUKALUMN U KONUYECTBEHHOIO onpeaeneHus noTeHuManbHbIX
NpodyKToB Aerpagjaunu;

Yactb 10 — Uccneposarune pasapaxarowero U ceHCUbnNManpyroLero AencTens;

Yactb 11 — UccneaoBaHne obLLIETOKCUYECKOTro AeUCTBUA;

Yactb 12 — MpuroTosneHne npob u ctaHaapTHble obpasLbl;

Yactb 13 — MaeHTuUdUKaLma 1 KonuiecTBEHHOe onpeaernieHne NpoaykTos Aerpagaumy nNofMMepHbIX
MeANLMHCKUX U3 enun;

Yacte 14 — NaeHTudmkauma n konudecTBeHHOe onpeaeneHne NpoaykTos Aerpajauun Usaenui us ke-
pPaMUKU;

Yactb 15 — UaeHTudmkauma n konuyecTBeHHoe onpeaeneHue NpoayKToB Aerpagauim nsgenyin us me-
TannoB U CraBoB;

Yactb 16 — MogenupoBsaH/e U uccnegoBaHue TOKCUKOKUHETUKU NPOAYKTOB Aerpajauun U BbiMblBa-
HUS;

YacTb 17 — YcTaHOBNEHUE MOPOTroBbIX 3HAYEHWI AN BbIMbIBAEMbIX BELLECTB;

Yacte 18 — NcecnegoBaHMe XMMUYECKUX CBOMCTB MaTepuarnos;

Yactb 19 — UccneagoBaHue (hU3NKO-XMMUYECKUX, MOPONOrMiecknx 1 Tonorpaduieckux CBOUCTB Ma-
Tepunanos;

Yactb 20 — MpuHUMNBLI U MeToAbl UCCrIefoBaHUSA UMMYHOTOKCUMECKOTO AENCTBUSA MeAULMHCKAX U3ae-
R

HacTtoawmin ctaHgapT cogepXuT TpebosaHusl 1 MeToAbl NPUrOTOBNEHUsI uccnedyemblx npob, 1 BeIGop
cTaHaapTHLIX 06pasuLoB Ang npoBeaeHUs UccnefqoBaHniA ¢ Lienbio oLEeHKU BUOoNornyecKoro AencTBusa Meaum-
LIMHCKUX U3aennin.

MeToapl npurotoBneHus Npo6 AOMKHbLI yYUTLIBaTb Ha3Ha4YeHUe, NpUpoay MaTepuana U MeTobl OLEHKU
6uonormdeckoro AenNCTBUsA, BKIHOYas MCMOMb3yeMble MofdenbHble Cpefbl, NPoAoMKUTENbLHOCTL KOHTaKTa ¢
OpraHn3sMoMm 1 apyrue napameTpbl.
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M E XTTOCVYAAPG CTUBETHTHUB H# C TAHDOAPT

n3genmsa MEAQUUMHCKUE
OLEHKA BUOJTIOMTMYECKOIO AENCTBUA MEOULIMHCKUX USOENUIA

YacTtb 12
MpuroToBneHue Npo6 N KOHTPONbHbIe 06pasLbl

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

Data BBegenna — 2013—01—01

1 O6nacTb NpMMeHeHus

Hacroswwnii ctaHgapT ycTaHaBnmMBaeT MeTOAbI MPUroTOBMNEHNUA NPob 1 Belbopa KOHTPOMbHBLIX 06pasLoB,
NCMosb3yeMbiX A1 OLEeHKM BMONMornyeckoro AenCcTB1s MaTeplanos U MeauLMHCKUX U3aenuii (danee — nsge-
nnin) B BUONOrMYECcKNX cMcTeMax B COOTBETCTBUM CO cTaHaapTamu cepumn 1ISO 10993, 1 BkNovaeT B cebs:

- BblbOp MaTepuana Ans uccnegoBaHuns;

- BbIGOP penpeseHTaTUBHOM YacTu M3aenus;

- MpUroTOBNEHNe uccrnegyemoi npobbi;

- 3KCNepUMeHTanbHbIA KOHTPONbLHLIA 0BpaseL;

- BbIGOP KOHTPOMbHLIX 06Pa3sLOB 1 TpeboBaHNs K HAM;

- BblBOP KOHTPOMNbHLIX 06pa3LIoB ANs Aoka3aTenbCTBa NPUMEHUMOCTU TECT-CUCTEMbI U/ A58 OTHOCK-
TeNbHOro cpaBHeHUs1 BNONOrMYECKON aKTUBHOCTU U3y4yaemon Npobbl;

- MPUroTOBNEHWE SKCTPAKTOB.

Hacroswunii ctaHgapT He pacnpocTpaHseTcsl Ha MaTepuarbl UNu 3aenus, coaepxawume GUOTKaHW.

2 HopMaTuBHbIe CChINKU

B HacTosWwem cTaHaapTe UCMonb30BaHbl CCbIIKA Ha creaylowmne HopmaTusHble AokyMmeHThl. Mpu gaTu-
pOBaHHOM CChIfike MPUMEHUMO TOMNbKO YKkazaHHoe usganue. Mpu ceoinke 6e3 aatel NPUMEHUMO nocnegHee ns-
AaHue yka3aHHOro AOKYMeHTa, BKIoUast BCe MonpaBKu:

ISO 10993-1:2003 Biological evaluation of medical devices — Part 1: Evaluation and testing (OueHka
Buonornyeckoro AeCTBUS MEAMLMHCKUX n3aenuin. Yactb 1. OueHka U uccneaoBaHus)

ISO 14971 Medical devices. Application of risk management to medical devices (N3genua meauumnH-
ckue. MNprMeHeHWe MeHegXXMeHTa p1cka K MeauUMHCKUM U3AEenusam)

3 TepmuHbI 1 onpeaeneHus

B HacTosWweM cTangapTe NpMMeHeHbl credytolie TepMUHBI C COOTBETCTBYOLWNMMU onpeaeneHnsaMN:

3.1 KOHTpOnbHbLIA pacTBOp: PacTBop, NpUMEHsIeMbIA 1S NPUrOTOBNEHNsT 3KCTPaKTa, XpaHALWNACA B
WOEHTUYHOM eMKOCTU U NOABEPraloLLMNCS TEM Xe YCIOBUSIM, YTO 1 pacTBOp € UccredyeMbiM MaTepuanom Bo
BpeMsi IKCTpaKLMKM, HO He coaepKallnin ero.

MpumeyaHune— KoHTponbHbIN pacTBOP NpegHasHaqYeH Ansi OLEeHKM BO3MOXHbIX MOrPELwHOCTEN, BbI3BaHHbIX
€MKOCTbI0, MCMONb3YEMOM NPU SKCTPAKLMU, IKCTParupyoLWen XUOKOCTbIO U NPOLECCOM SKCTPaKUUM.

3.2 ctaHgapTHbIM o6pasel, (CRM): O6pasel, BellecTsa (MaTepuana) ¢ ycTaHOBMEHHbLIMU MO pesynsTa-
Tam UCMbITaHUA 3HAYEHUSIMW OJHON 1K Bonee BEMUYMH, XapaKTepuayoLLnx cocTas U1 CBOMCTBO 3TOT0 Be-
wectsa (Matepuana) U Aarlnx BO3MOXHOCTb TOYHOTO OMNPEAeneHUst KOMUYECTBEHHBLIX XapakTepUCTUK C
OTKITOHEHUSAAMU Ha YCTaHOBMEHHOM 10BEPUTENIbHOM YPOBHE.

W3paHvne opmymnansHoe



rocCT ISO 10993-12—2011

3.3 akcnepuMeHTanbHbI KOHTPONbHbLIN 06pasew;: Obpasel BelecTBa C XOPOLUO U3yYEeHHbIMU peak-
LUMSAMA, KOTOPOE UCTIONb3YETCS B KOHKPETHOW TeCcT-cucTemMe AAnsi MOMOLLM MPU OLeHKe peakuuil TeCT-CUCTEMBI
Ha npegMeT BOCMNPOU3BOAMMOCTU U COOTBETCTBUS.

3.4 akctpakT: PacTBop, nony4yeHHbIn B pesynbrate aKCTpakuvMu uccrnedyeMoro marepuana unm KoH-
TpONbHOro Marepuana.

3.5 roMmoreHHocTb: CBOICTBO MaTepuana U ero B3aumMooTHOLIEHUe ¢ BUONormyeckoin KOHeYHOW To4-
KO, MPW KOTOPbIX €ro 0fAHOPOAHAaA CTPYKTYpa UMK cocTaB NO3BOMAET NocneaoBaTeslbHO BbI3bIBaTb UMW NocHe-
[oBaTeNbHO He BbI3biBaTb KOHKPETHLIN BUOMOrMieckuii oTeerT.

MpumeyaHu e— KOHTponbHbI 06pasel Ha3bIBaloT rOMOreHHbIM, eCnu BuonorMYecknii OTBET Ha KOHKPETHOE
MCMbITaHWE HAXOAUTCS B pamkax 0603Ha4eHHbIX NPeAenoB HeoNPeAeNneHHOCTU UCTBITAHUA, BHE 3aBUCMMOCTU OT NapTum
WM CepUM NCXOZHOro MaTtepuana ansa ctaHgapTHoro obpasua.

3.6 oTpuuaTenbHbIN KOHTPOMNbHbLIN o6pazel: Jobol AOCTAaTOMHO OXapaKTepu3oBaHHLIN obpasey
maTtepuana unv BeLLecTBa, KOTOPLIA, NoABEprasch UCCneaoBaHUIo NO ONUCAHHON MeToanKe, NoKa3sbIBaeT Npu-
rogHOCTb 3TON METOAUKA AN NOMyYeHNA BOCNPOU3BOAMMOrO, COOTBETCTBYIOLWEro OTpUUATENbHOrO, Hepeak-
TUBHOrO UM MUHUMANbLHOTO OTBETa B TECT-CUCTEME.

MpuMeYaHu e — Ha npakTvke B Ka4€CTBE OTPULIATENBHOMO KOHTPOMBHOIO 06pa3sua NCNoNb3yoT KOHTPONbHbIE
o6pa3upbl, HO TakKe BO3MOXHO NPUMeHeHUe hOHOBbIX U IKCTParupyeMbiX pacTBOpOB.

3.7 nonoXxuTenbHbIA KOHTPONbHLIA obpa3sew: Jllobol AOCTaTOMHO OXapakTepusoBaHHLI obpasel,
MaTtepuana unv BeLLecTBa, KOTOPLIA, NoABeprasicb NCCNneaoBaHWUIo NO ONUCAHHON MeToaunKe, NoKa3sbIBaeT Npu-
rogHOCTb 3TON METOAUKIA A5 NOMYYEeHWUs BOCMPOM3BOAMMOro, COOTBETCTBYHIOLLErO NMONOXNTENBLHOMO UK peak-
TUBHOrO OTBETa B TECT-CUCTEME.

3.8 KoHTponbHbLINK o0b6pazel; CO: O6paseL, MaTepuana U1 BeLWECTBa C YCTAaHOBMEHHbIMU 3Ha4YeHUs-
MW OgHON 1nn Gornee BENWYMH, XapakTepusyoLnX COCTaB UM CBOMCTBO 3TOrO BellecTBa (Matepuana), u
npeaHasHavyeHHbln Ansi KanmbpoBKX annapaTtypbl, OLEHKA MeToga U3MepeHus Unu onpeaeneHns konuvvec-
TBEHHbIX XapaKTepucTuK Matepuana.

[ISO PykosogcTeo 30, onpegenexuve 2.1]

MpumeyaHune— BHacTosiwem cTaHgapTe KOHTPOIbHBIM 006pa3LOM SIBNSIETCs1 NMI0GON AOCTAaTOMHO ONPEAENeH-
Hblli 0Opasel matepuana unu BeLWecTBa, KOTOPbLIN, NoaBeprasicb UCCNeaoBaHuIo Mno ONMCAHHOW MeToauKe, NoKasbiBaloT
NPUrogHoOCTe METOAUKM ANS NOMNYyYEeHUsi BOCTIPOU3BOAMMOr0, NPEACKasyeMoro peayrnbrara. Pesynbrar MoXeT GbiTb NONOXU-
TenbHbLIM UMY OTPULLATENBHBIM.

3.9 crabunbHOCTL KONMYeCcTBEeHHbIX XapaKkTepucTuk: CnocobHOCTL MaTepuarna noaaepKuBaTb KOH-
KPETHbIA YCTaHOBMEHHbIA B1ONOrMYeckiA OTBET B pamkax 0603HaYeHHbIX NpedernoB npu XxpaHeHu npu o6-
03Ha4YeHHbIX YCNOBUAX B Te4eHUe onpeaeneHHoro nepuoaa BpeMeHu.

3.10 uccnepyemsblin MaTepuan: Matepuan, usgenue, 4actb U3aenus nNMbo ero KOMMNOHeHT, Npoby KoTo-
poro oToéupatoT A4nst 6MONOrMYecKoro UM XMMUYEeCcKoro UccrieoBaHus.

3.11 Mopenupyemast aKCTpaKUUA: SKCTpaKUusi, NPOBOASILLIASACA METOAOM, MOAENMPYOLLIMM UCTIONb30-
BaHWe U3aenus, U I8MOHCTPUpYoLLasa cooTBETCTBUE TpeboBaHUAM HacTOsILLEro cTaHaapTa oLeHKON YpoBHEN
BbIMbIBAEMbIX U3 U3AENUA MaTepuanos, KOTOpble BO3AENCTBYIOT Ha NaumMeHTa Uiu Nofb3oBaTensa Npu cooTee-
TCTBYHOLLEM NCNOSb30OBAHUN N3AENUA.

M pwnmeyaHun e — Ananutnyeckan nabopartopusi 0b6s13aHa NPoOAEMOHCTPMPOBaTL, HTO MOAENUPYEMas 3KCTPaK-
LA NPOBOAMUTCS MPpK yCroBusix HanbGonbwen TpeboBaTensHOCTU K NpeanonaraeMomy ncnonb3oeanunio. Mogenvposaxne
WCNonb30BaHUsA u3genua NnpoBognTcA € y4eTOM TOro, YTo n3genuio npnceanBaeTcs Hanbonee CTporasa BO3MOXHasnA Kartero-
pusa no AnNNTenbHOCTU BOSAGﬁCTBMH, a TaKKke npuHumalroTcH BO BHUMaHne 3a,qeﬁCTBOBaHHbIe TKaHW U TeMneparypa Bos-
[ENCTBUSL.

3.12 npeyBenuueHHast akcTpakuuA: Niobas akcTpakuus, NpegHasHadeHHan 4nsa noflydeHns 6onbLero
KONMWYECTBa BbIAEMSEMOr0 XMMUYECKOrO KOMNOHEHTA MO CPaBHEHMUIO C KONMYECTBOM, BbipabaTbiBaeMbIM Npu
MoAenMpyeMmbIX YCIoBUSIX UCMIONb30BAHUA.

MpwumeuyaHue— lNpeyBenuyeHHas 3KCTPAKLMSI MOXKET MPUBECTU K XMMUYECKMM N3MEHEHUSIM SKCTParmpyemo-
ro marepuana um BeLecTsa.

3.13 yckopeHHan akcTpakuma: Miobas akcTpakuma, onpeaensaoLan n3MepeHuss Matepuanos, BbiIMbi-
BaeMbIX U3 U3OENUSA UM MaTepuarna, UCNonbays YCoBUs, KOTOPbIE COKPaLLIAoT BPEMS BbIMbIBaHMUS BELLECTB B
3KCTParupyoLLyHo XUAKOCTb, HO HEe NPUBOAAT K XMMUYECKUM U3MEHEHUAM 3KCTparupyeMbiX BELLECTB.
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MpumeyaHune—TpyuMepamm ycrioBuii yCKOPEHHON 3KCTPaKUuW SBMSIIOTCS: MOBLILLEHHAs TemnepaTypa, Bo3-
OyxaeHue, CMeHa 3KCTparmpyoLLel XXMAKoCTH, 1 T. A.

3.14 uncuepnbiBaloLlas IKCTPakuuA: IKCTPaKUMS 40 MOMEHTa, Korga KOoNnnM4ecTBO BbIMbIBAEMOrO Ma-
Tepuana B nocriegytoLlen akcTpakumum coctaBnsieT MeHee YeM 10 % konunyecTtsa, oBHapy>XeHHOro B NepBoHa-
YanbHOW 3KCTPaKLUK, UM 40 MOMEHTA, KOrAa aHanMTUYeCcK 3Ha4nTENbHOE NOBbILEHNE COBOKYMHBIX YPOBHEN
BbIMbIBAEMOrO MaTepuana He Habntogaetcs.

MpumeyaHune—TaKk Kak UCHEPbIBAOWMIA XapaKTep OOHapyXeHWsi 0CaaKkoB MPOAEMOHCTPUPOBaTh HEBO3-
MOXHO, MPUMEHSAETCA ornpedeneHve ncHepnbIBatoLLen SKCTpakumm, NpYBeaeHHoe Bblle. Takke cM. npunoxenve C.

4 OcHoBHbIe TpeboBaHusA

4.1 Kak onucaHo B ISO 14971, npu onpeaeneHnn onacHOCTU U OLLeHKe pucka MeguLUMHCKUX U3aenui,
OnacHOCTb, BO3HUKalOLWaa B pesynsTare M3MEHeHU B npoLecce NpousBoACTBa UM He40CTaTO4YHOro KOHTPO-
151 NPOM3BOACTBEHHOTO NpoLecca, AoMKHa OblTb yYTeHa Npu NNaH1MpoBaHUA 1 NOAroToBKe obpasLoB ANns Uc-
NbITaHAA N NPUrOTOBNEHUN SKCTPAKTOB M3 3TUX nsgenuin. Ocoboe BHUMaHWe cneayeT yaensTs 0CTaTouHbIM
BelecTBaM 3TUX NPOU3BOACTBEHHBIX MPOLECCOB, Hanpumep, OCTaTOYHbIM BellecTBaM, OYUCTUTENAM WU
hesnHekTaHTam.

4.2 Tak kak ISO 10993 onucbiBaeT MHOXECTBO PasfMYHbLIX CUCTEM BUONMOTMYECKUX UCCedoBaHWUA, He-
06x04MMO CBEPUTLCH C MHAMBMAYaNbHBIMX CTaHdapTaMu ANs onpeaeneHns NpUrogHoOCTU aHHbIX PEKOMEH-
Jaunin ans KOHKPETHBIX TECT-CUCTEM.

4.3 3KcrnepnMeHTanbHbIA KOHTPONbHbIA 06paseL, UCNONb3YHOT ANs NoATBePXKAEHUS METOANKU TECTUPO-
BaHWA W/ 1N Ans cpaBHEHUS Pe3ynsTaToB pasHbiX MaTepunanos. B 3aBMcMmMocTi OT TOro, Kakoi MeToA uccne-
OOBaHWA OMOMorMveckoro OencTBUs UCMONb3yloT, B KavyecTBe noaxoasiwero MoXeT ObiTb BblGpaH
oTpuLaTenbHbIA MK NONOXUTENbHbIA KOHTPOMbHBIA 00paseL, MO0 KOHTPOMbHBIA pacTBOP.

MpumeydaHue—OauH 1 TOT e KOHTPONbHbIV 06pa3sel MOXeT GbiTb UCMONb30BaH B pa3nUyYHbIX METOAAX UC-
CrnegoBaHUA N MOXET AonyckaTb NepeKkpecTHbIe CCbINKM Ha APYrue yCTaHOBNEHHbIE MaTepuarnbl 1 METOAbLI UCCINEA0BaHUS.
[JononHutensHoe PyKOBOACTBO MO BblIGOPY IKCNEPMMEHTaNbHOrO KOHTPOrbHOro obpasua NpuBeAeHo B NpuoxeHun A.
Vcnonb3oBaHue NONoXUTENBLHOTO KOHTPOIbHOTO obpasua Anst UCMbITaHUi in Vivo MOXET 3aBUCETb OT HOpM Bnaronony4ns
KVNBOTHbIX.

5 KoHTponbHble o6pa3subl

5.1 O6wume nonoxeHus

KoHTponbHble 0bpasLbl NpeaocTaBnsaoT creunannampoBaHHble opraHusaumn. 3Tu opraHusauum onpe-
AensT 06beM XUMUYeckux, pusndeckux u Gruonormiecknx xapakrepuctuk. Umetoumecs B npogaxe o6pasupbl
N3genuid, NPUMEHSIEMbIX B MEAULUMHCKON NpakTuke, MOryT ObiTb MCMOMb30BaHbl B Ka4eCTBE KOHTPOSbHbBIX
obpasuos.

Mpumevwanne 1—Cm. Pykosoactso ISO 35.

CrangapTHbI 0bpaseL, BbIBUpatoT ¢ y4eTOM ero BbICOKOW CTEeMNeHN YUCTOThI, cneunduiecknx xapakre-
PUCTUK, COOTBETCTBMUS NpeanonaraeMomMy npuMeHeHuio 1 obLelt AocTynHocTU. Cneunduyeckue xummyeckue,
dumznyeckne 1 Bronormdeckne xapakTepucTuk onpeaensitoT Npu MexnabopaTopHbIX UCCneAoBaHUAX B Tpex
unn 6onee nabopartopusix, 1 NPegOCTaBAsAOTC NCCnegoBaTeso NOCTaBLUMKOM.

MpumedaHue 2— [ns nonb3oBarenen xenarenbHO NonyyYeHne 3aBepeHnst oT NOCTaBLUNKOB KOHTPOMNbHBIX
06pasuoB unm cTaHaapTHbIX 06pa3LoB, YTO 3TU MaTepuansl 6yayT AOCTYMNHbI NONB30BATENIO MO MEHbLUEN Mepe NATb NeT.
BTopbiM, MeHee xenaTenbHbIM BapuaHTOM, SBNSETCs NMyOrnvKauusi UCTOYHUMKOB KOHTPOIbHbLIX 06pasuoB unu CTaHAapTHBIX
06pa3uoB «OTKPLITON hopMynbl» MaTepuana, T. e. nyénvkaumsa MCXogHblX MaTepuanos u getanen o6pabotkn, Heobxoau-
MbIX Ansa obecneveHnst 0AHOPOAHBLIX MNAPTUI KOHTPONbHbLIX 00pasLoB.

5.2 CepTudukaLmus KOHTPONbHbLIX 06pa3LoB ANA UccnefoBaHus Guonoruyeckomn 6esonacHocTu

5.2.1 KsanudukaLuus KoHTponbHOro obpasua ABnsieTcsl NpoLeaypoit, KoTopas ycTaHaBNMBaeT YACNeH-
HO€ WK KONMYECTBEHHOE 3HaYeHe B1onormyeckore oTBeTa Marepuarna npu onpegeneHHbIX yCnoBusix Ucnbl-
TaHus, obecne4nBas BOCMPOM3BOAMMOCTb OTBETA, KaK B 1abopaTopHbIX, Tak U B MeX1abopaTopHbIX YCIOBUSIX.
[nanasoH 61onornyecknx OTBETOB, CBAZAHHBLIX C MaTepunanoMm, ycTaHasnuneatoT nyTeM nabopaTopHbix nccne-
OOBaHWUNA.
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5.2.2 Martepuarnsl cepTUdULMpYOTCS NOCTaBLLUMKaMU KOHTPObHBIX 06pa3LoB. MNocTasLwmk onpegensaeT
npegernbHble XUMUYeckne U dusndeckme xapakrepuctuki. OTaeneHble NabopaTopum, UCMoMb3YIoLWmne KOH-
TponbHble 06pasLbl, ONpeaenstoT GUONOrMYECKYI0 XapaKTePUCTUKY, HEOBXoauMYo AN YTBEPXAEHUS! KOH-
TponbHOro obpasla Ans onpeaeneHHoro ncnelTaHust U npouedypel. Matepuansl, UMetoLLMecs B npoaaxe,
MOTYT UCNOMb30BaTLCA KaK KOHTPOIbHbIe 06pasLibl, eCIIY OHU CepTUDULIMPOBAHBI U NMPUTOAHbLI AT UCTIBITAHUA.

5.2.3 CepTuhurkaums koHTporbHoro obpasLa sIBAAEeTCA NPoLeaypon, KoTopas ycTaHaBnmBaeT Kadec-
TBEHHOE WM KONMMYecTBEHHOoe 3HaveHne B1uonornyeckoro oTeeTa Marepuana npu onpeaeneHHbIX yCrnoBusax
ncnbITaHNS. ATOT NPOLECC CNYXUT AN YTBEPXAEHUS UCTbITAHUA MaTepuarna Ha KOHKPEeTHbIN OTBET 1 NPUBO-
OVT K Bblgade cepTudmkata. Buonornieckuin oTBeT Ha Matepuan ycTaHasnvMBaloT MyTeM MexxabopaTopHbIX
nccnegoBaHni.

6 Mcnonb3oBaHMe KOHTPONbHbIX 06pa3LOB ANA 3KCNepUMEHTanbLHOro
KOHTpOns

6.1 KoHTponbHble obpasLibl UK cTaHgapTHele o6pasLibl UCNOMNb3YTCA B GMONOrMYeckUX UCTIbITaHUAX
KaK KOHTPOSbHbIE MaTepuarsl, AeMOHCTPUPYIOLLME NPUrOAHOCTb NpoLedypbl AMs NoMyYeHrs BOoCNponsBoau-
MOro peayrsTara, NonoXKUTeNsHOTO W/unK oTpuulaTtensHoro. Mool MaTepuan, ucnonbayeMelid TakuM obpa-
30M, XapaKkTepusyeTcs Npu Kaxaoi npoLeaype 61onorMieckoro UCneITaHus, AN KOTOPOW XOTAT UCMONb3oBaTh
matepuan. Matepuar, oxapakTepusoBaHHbIN U 3aTeM CepTUMULMPOBAHHLIN A1 OAHOMO KOHTPOMBLHOTO MeTo-
[la VCCNeioBaHWs UIn 0TBeTa, Hanpumep, rmnepyyBCTBUTENbHOCTU 3aMedneHHoro TUna, He AOMKeH UCMomb-
30BaTbCs KaK KOHTPONbHbLIA oBpasel, OAnNsA APYroro, HanpuMmep, LMTOTOKCUYHOCTW, 6e3 OOMOMnHWUTENbLHOro
yTBEPXKOEHMS.

MpwumedaHune— Mcnonb3oBaHve KOHTPoNbHOro o6pasua obrnerdaer cnmyeHne pesynsTaTtoB B pasHbix nabo-
paTopusix 1 NOMOraeT Npv OLEHKE BOCMPOV3BOAVMOCTU PeayrbTaToB UCMbITaHUs B OTAENbHbIX Naboparopusix. Ans cpae-
HeHUsi BUONOrMYECcKOro OTBETA XenaTenbHO WUCMONb30BaTh KOHTPOIbHbIe 06pasibl C AManasoHOM OTBETHbIX peaKLuii,
HanpUMep, MUHUMAaTbHBIA, CPEAHUIA NN PE3KUIA.

6.2 KoHTponbHble 06pasLbl, UCMorb3yeMble B KaUECTBE IKCMNEPUMEHTarNbHOMO KOHTPONSA, AOMKHBI YAOB-
NeTBOPATL YCTAHOBMNEHHEIM TPEBGOBAHMAM K KQYeCTBY, rapaHTMpyeMoMy Npoueaypamy U3roToBUTENS U UCTb-
TaTenbHoW nabopatopun. OHU JOMKHbBI COMPOBOXAATLCA CBeASHUAMU 06 UCTOYHUKE, U3roToBUTENE, CTENeHu
YUCTOThI U TUMe. KoHTporbHble 06pasLibl 06pabaTbiBaloT cornacHo NonokeHAM pasaena 8.

6.3 KoHTponbHble 06pasLibl, UCNOfb3yeMble B Ka4ecTBe 3KCMEePUMEHTASIbHOTO KOHTPOMS, AOIDKHBLI Haxo-
LUTbCS B TOM e Kracce MaTepuasos, 4To U uccrieqyeMblid obpasel, T. e. MormMep, kepamuka, MeTari, Komnno-
ua, U T. 4. TeM He MeHee, YACTLIE XUMUYECKUe BEeLLecTBa MOTYT BbiTb UCTIONb30BaHbI A1 SKCMNEePUMEHTarbHOro
KOHTPOIA NpoLeayp UCTbITaHWiA, OCHOBAHHOM Ha MeXaHW3Me AeACTBMS, Hanpumep, NPoBbl Ha FeHOTOKCMYHOCTb
1 HA UMMYHHYIO TMNEPYYBCTBUTENLHOCTL 3aMeANeHHOro Tuna.

7 BbiGop ob6pasua ana uccneaoBaHun

7.1 WUccnepoBaHuio noasepratoT nsgenue B rotoBoM K pUMeHeHUo Buae Unu matepuarnsl, obpabortaH-
Hble TaK e, Kak 1 rotosoe usgenue (cM. ISO 10993-1), unmn cooTBeTCTBYIOLLME IKCTPAKTLI N060ro U3 BhilLene-
peuncneHHoro. Beibop uccneayemoit npobbl AomkeH GbITb 060CHOBaH.

M punmeyanune—B cnyyae marepuanos, oTBepxaaembix in situ, MOryT 6biTb HEO6X0AUMBI paanuyHble uccre-
Ayemble 06pasubl, OTpaxalolwme OTBePXAEHHbIN MaTepuan u ero HEOTBEPXKAEHHOE COCTOsIHUE.

7.2 B cny4ae HeobX0oAMMOCTU UCTILITAHWUA 3KCTPaKTa MPUMEHSIIOT TaKylo Xe npoleaypy Bulbopa npobbl
NS uccneaoBaHus.

8 MpuroroBneHmne uccneayemMomn Npo6bi U KOHTPONMbLHOro o6pasua

8.1 Uccnegyemble npobbl M KOHTPOMbHBIE 06pasLbl Heobxoaumo 06pabaTbiBaTh B YCIOBUSX, UCKITOYa-
oWmMx KoHTaMnHaumio. BellecTsa, obpasoBaBluneca B npoLecce NpOU3BOACTBA, OYUCTKM, CTEpUNU3aLmn 1
T. N., CrieayeT cYATaTb HEOTHEMIIEMOI YaCTbIO U3AENNS, €0 YacTU UMM KOMMOHEHTA.

MpwnmeyaHune— [ononHurensHoe pyKOBOACTEO NO NMPUrOTOBIEHUIO PACTBOPOB KOHTPONbHLIX 06pa3LoB npu-
BEAEHO B NpUIoxeHuu B.

a) Paboty ¢ uccneayembiMu npoGamu CTepUnbHLIX U3AENUA U KOHTPOMNLHBIX 06Pa3LOB crieayeT NpoBo-
OUTb C y4eToM TpeGoBaHWiA acenTukK, ecriv 9TO COOTBETCTBYET METOAMUKE UCCTIEI0BaHMA.
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b) Ecnu Ha uccnegoBaHue nocTynatoT HECTEPUIbHBIE M3AENNA, KOTOPbIe A0MKHBI ObITb CTEPUNN30BaHbI
nepes NpUMeHeHNeM B MEAMLIMHCKON NpaKTUKe, TO Takne obpasupl nepeq uccneaoBaHNeEM CTEPUITUIYIOT Me-
TOOOM, peKOMeHAOBaHHBLIM U3roToBUTENeM. PaboTy ¢ HUMW NPOBOAAT ¢ yueToM TpebGoBaHWUin acenTuku, ecnv
3TO COOTBETCTBYET METOAUKE UCCeA0BaHUsI.

¢) Ecnu uccneagyemble npobbl YUCTAT Nepeqn ctepunusauneid, npu Bolbope n pabote ¢ uccrnegyemon
npo6oi AOMKHO BbITb YUTEHO BNUSIHWE NPOLECca OYUCTKU U OUUCTUTENS.

8.2 Ecnu ansa uccnegosBaHusi HeobxoaMMbl CTepuibHble nccnegyeMble Npobbl, AOMHKHO BbITh Y4TEHO
BNUSIHNE CTepunnsaLuu.

8.3 Ecnuuccneayemeblie npo6bl U KOHTpOIbHLIE 06pas3Lbl TpebyeTcs pa3pesaTtb Ha YacTu, Kak ONCcaHo B
10.3.3, nepeuucnenue b), cnegyeT yuuTbiBaTh BUSIHAE NMOBEPXHOCTEN, HE NoABEPraBLUUXCA paHee obpaboT-
Ke, Harnpumep, NPOCBETOB UMK MOBEpPXHOCTEN cpesa. Mpu paspesaHnM MegUUMHCKUX U3aenui Ha TUMNYHbIe
obpasLbl criegyet UCnornb3oBaTh TEXHUYECKME MPUEMBbI, UCKIIOYaOLLME KOHTaMUHALMIO.

9 BbIOOp penpe3eHTaTUBHLIX YacTen uspgenvs

9.1 Ecnu HeBO3MOXHO NPOBECTU UCCeIoBaHNe LIENoro usaenus, Kaxaas oTaernbHas YacTb roTOBOIO K
NPUMEHEHMIO U3AENUS, KOHTaKTUPYIOLWWas ¢ TKaHIMU OpraHn3Ma, oipkHa 6bITb NpeacTaBneHa B UccriefyemMon
npo6e B COOTBETCTBYIOLLUX MPOMNOPLMSX.

a) O6pasLbl U3aenuid ¢ NOBEPXHOCTHLIM MOKPLITUEM AOSDKHBI CoAepXKaTb MaTepuan NoKPbITUSI U OCHOB-
HOWM MaTepwuar, gaxe ecrnv cybeTpaT He KOHTAKTUPYET C TKaHAMM.

b) O6paseL AomMKeH coaepXaTb TUMUYHYIO YAacTb CoeAUHEeHUs /N cKIenkn, ecnu Npu NPousBoACTEe
YacTu n3genusl, BXoasaLWen B KOHTAKT ¢ NaLMeHTOM, UCTIONb30Banu aaresavs, paanovactoTHoe coeuHeHue unu
CKIeiKy pacTBopuUTenem.

9.2 KomnosuTHble MaTepuansl UCCNeayoT Kak KOHeYHble u3aenus.

9.3 Ecnu B cocTaB n3genvs BXOAAT pasnuyHble MaTtepuarsl, Npu BeiGope o6pasua Heo6xoanMo y4ecTb
noTeHUMarnbHble BO3MOXHOCTU CUHEpruama u Apyrux B3anMoaeicTBUNA.

9.4 O6paseL, MOXeT 6bITb BbIGpaH C yY4eTOM MaKCUMaIbHOMO BO3AEACTBUA TECT-CUCTEMbI HA KOMMOHEH-
Tbl U3OENUA C USBECTHOW MOTEHLMANbHON BUOMNOrMYeCcKo aKkTUBHOCTbIO.

10 lMpurotoBneHne 3KCTPAKTOB U3 UCCeAyeMbIX MaTepuaroB

10.1 OCHOBHbIe NOMIOXEeHUs

EcnuuccnegosaHune Tpebyet npUMeHeHWs 3KCTPaKToB, MoAernbHas cpeaa n ycroBus Npouecca aKCTpak-
L1 JOSMKHBI COOTBETCTBOBATL CBOMCTBAM U Ha3HaY€HUIO FOTOBOIO K MPUMEHEHUIO U3Aenusa, a Takke Lenu uc-
cnefoBaHWA, HanpuMmep, onpeaenieHne OnacHoCTM, BblMUCAEHWe pucka Unn oueHka pucka. Mpu BeiGope
YCINOBUI 9KCTPaKLMM HeoBXoAUMO YUUTEIBATL (PU3MKO-XMMUYECKUE CBOUCTBA MaTepUanos U3aenus, BbiMbiBa-
eMbIX BELLEeCTB UMM OCTaTOMHbIX BellecTB. [4ns oTaenbHbIX 61010rMyeckux uccneaoBaHuii, onucaHHbIX B Apy-
rmx ctaHgaptax cepun 1ISO 10993, cyuwlecTByloT ocobble TpebOBaHUSI K NPUrOTOBMEHUIO 3KCTPAKTOB U3
obpasLos. B aToM cnyyae TpeboBaHua cooTBeTCTBYOLWMX cTaHaapToB ISO 10993 6yayT UMeTb NpUOpUTET MO
cpaBHeHMo ¢ TpeboBaHWAMM HacTosILLero cTaHaapTa.

MpuMeyaHune— [JononHuTenbHOe PyKOBOACTBO MO 9KCTpakumm o6pa3uos npuBegeHo B npunoxerdum C.

10.2 KoHTelHepbl ANA 3KCTPaKLum

10.2.1 JKcTpakumio NPoBOAAT B YACTbIX, XUMUYECKA UHEPTHBIX, rEPMETUYHBLIX eMKOCTSX, UMEIoLWUX MU-
HUMarnbHoe cBOBGOAHOE NMPOCTPAaHCTBO.

10.2.2 Ans obecneyeHuns Toro, 4Tobbl EMKOCTIN ANSA IKCTPaKLMK He 3arpssH1IM MoaerbHy cpeay, Ta-
Kne eMKOCTU AOIMKHbI ObITh:

a) 6opocunuKaTHbIMU CTEKISHHBIMU MPOBUPKaMK C KpblLLKamn/npobkamMu Ha MHEPTHOK Npoknaake [Ha-
npumep, nonu(tetpacbnyopoatuneH)];

b) ApyrMMn MHepPTHBIMW EMKOCTSIMM A5 SKCTPaKLyK CornacHo TpeboBaHMsaM 41 KOHKPETHBIX MaTepua-
noB W/vnun NpoLeayp 3KCTPaKLUN.

10.3 YcnoBusi n MeToAbl IKCTPaKUUK

10.3.1 YcroBus sKCTpakLUm OCHOBLIBAIOTCH Ha CYLLECTBYIOLLER NpakTuke 1 060CHOBaHbI NpeqocTaBne-
HVYeM CTaHAapPTHOro NOAXoAa, KOTOPLIN BO MHOMOM SIBSIETCH NPUEMIeMblM NpeyBenMyeHMeM UCnonb3oBaHus
nsgenus. JKCTpakuuio cnegyeTt NpoBoANTE NPU OOHOM U3 PEXUMOB, NMPUBEAEHHBIX HAXE:

a) (37 £ 1) °C B TeveHue (72 £ 2) v;



rocCT ISO 10993-12—2011

b) (50 +2) EC B TeueHue (72 £ 2) u;
c) (70 £2) EC B TeveHue (24 £ 2) v
d) (121 £2) EC B Teveruve (1£0,1) v

MpwnmeyaHun e— JkcTpakums npu Temneparype (37 £ 1) °C B TeHeHne (24 +2) Y B KynbTyparbHOV cpege MoxXeT
ObITb NPMEMIEMON AN NCCNEAOBaHNS LMTOTOKCMYHOCTH. Cm. ISO 10993-5.

YCrnoBus 3KCTpaKLMK, On1McaHHble BhILLE, UCToNb3yemble Ans NpegocTaBneHnss macwtabos noTeHum-
anbHOro pucka, Anst OLEHKU pyucka Usgenus Unu maTtepuana, OCHOBbLIBAIOTCA Ha MpeaLwecTBYoWeM onbITe.
MoryT 6bITb UCNOML30BaHbI U APYrMe YCIoBUS 3KCTPaKLMK, UMeoLL e MeCTO npu KIMHUYECKOM UCNoMb3oBa-
HWUK, NMMBO NpedoCTaBNALNE aAeKBaTHYH OLEHKY NOTeHUManbHON ONacHOCTM; HO B 9TOM CllyMae OHW Aon-
»KHbl ObITb onncaHbl 1 060CHOBaHbI.

OKCTpaKLMs ABSIeTCS CNOXHBIM NPOLECCOM, Ha KOTOPbIA OKasbiBakoT BMsSIHAE BpeMs], TeMnepaTypa, co-
OTHOLLIEHWE NIoLLaaM NoBEPXHOCTU U oBbeMa, aKkcTparnpytoLlas cpeaa 1 gpasoBoe paBHosecue!) MaTepuana.
Heobxogumo yunThIBaTh BUSIHUE BbICOKOW TeMMepaTypbl 1 APYrUX YCIOBUA Ha KUHETUKY SKCTPaKUUU U uaeH-
TUMHOCTb MOAEnNbHBIX cpeq Npu NpoBedeHUN YCKOPEHHON UK NpeyBENUYEHHON SKCTPaKLMK.

Hanpumep, npy UCNonb3oBaHWM NOBLILLEHHbLIX TeMNepaTyp CYLUeCTBYIOT [iBe BO3MOXHOCTH:

1) aHeprusi BLICOKON TeMnepaTypbl MOXET Bbi3BaTb YBeNMYEHHOe 0bpasoBaHMe NonepeyHbiX CBsI3ei
W/unn nonMMepu3aLnio nonumepa n, Takum 06pasoM, CHU3UTb KONMYECTBO CBOBOAHOrO MOHOMEpa AN MUrpa-
L1 13 Nonnuvepa;

2) BbICOKasi TemMnepaTtypa MOXeT Bbi3BaTb (hOpMUPOBaHUE NPOAYKTOB AerpagaLunm, KoTopble 06bIMHO He
MPUCYTCTBYHOT B FOTOBOM M34€MUU B YCMOBUAX KITUHUYECKOTO NPUMEHEHUS.

10.3.2 [ns matepuanos, pacTBOPSIOLNXCA UM BCACBIBAIOLLUXCA B YCNOBUAX KITMHNYECKOTO NpUMeHe-
HWs1, HeOBXOAMMO CNeaoBaTh YCNOBUSIM AKCTpakUumMu, onncaHHbiM B 10.3.1. Mo BO3MOXHOCTU, 3KCTpaKLMIO Npo-
BOAAT MPU UCMONb30BaHWUN COOTBETCTBYIOLLEN 3KCTParMpyoLen XXMaKkocTn U yCrnoBuil BpeMeHW/ TemnepaTypbl
ans umutauum Bosgernctaust. MoxeT 6bITb HEOBX0AUMO NOMHOE pacTBOPEHUE.

10.3.3 [Ons onpeaeneHusi HeoBxoAUMOro obbema 3KCTparnpyowen XuakocTu MOXHO UCMONb30BaTb
CTaHAapTHYO niowanb noBepxHocTU. Takasa nnowaae BkodaeT obLyto nnowans o6enx cTopoH obpasua u
UCKIoUaeT HeonpeaeneHHbIe HePOBHOCTU NoBepxHOCTU. Ecnun koHdurypaums obpasua He no3BonseT onpeae-
NWUTb nnowadb NOBEPXHOCTU, HeOBXOAUMO WUCMOMbL30BaTb COOTHOLLEHUE Macca/obbem aKCTparvpyoLwen
xunagkocTtu. CM. Tabnuuy 1.

a) BO3MOXHO UCNONb30BaHWE ApYriX COOTHOLLIEHUIA NAOLLaAN NOBEPXHOCTU U 06 bemMa MOAENbHOM cpe-
Obl, HanNpuMep, CBsI3aHHbIX C OLIEHKOW MOPUCTLIX MaTepuarnos, eCiiv OHWU MOAENUPYIOT YCIIOBUSL KITMHUYECKOTO
NPUMEHEHUS UM JatoT OLEHKY MOTeHLManbHON ONacHOCTHU.

b) Matepuanbl Heobxoanmo paspesarb Ha Meflkne YacTu Nepea 3KCTPakUUen Ans ynydleHns norpyxe-
HWSA B BKCTparnpyloLLyto cpeay, Kpome Tex crnydaes, korga aTo Henpuemnemo (Hanpumep, cm. 10.3.4). Hanpu-
Mep, 4118 NoNMMepoB NpUeMsieMbl YacTu pasmepamu NnpumepHo 10 x 50 mm unn 5 x 25 Mm.

Ta6nwuua 1— CraHgapTHble NNOWaaM NOBEPXHOCTU N 0GbEMbI SKCTParMPYIOLLEN XNAKOCTH

COOTHOLLEHME NPU IKCTPaKuuK (Nnowaab

TonwwmHa, mm
tnHa, NMOBEPXHOCTU UNKu macca/obvem) + 10 %

MNpumepwl maTepuanos

<0,5 6 cm2/mn MneHka, NUCTbI U CTEHKN TPYBOK

Ot 0,5001,0 3 cmZ/mn CreHku Tpy6OK, NnNactuHel, HeGonblume nu-
Tble u3genus

>1,0 3 cm2/mn KpyrnHble nutbie usaenua

>1,0 1,25 cm2/mn OnacTomepHble NOKPLITUA

) dasosoe paBHOBeCHE TBEpPOOro marepuana BO BpPeMsi SKCTpaKuuu onpegernsieT OTHOCUTENbHOEe copepXaHne
amopdHoON n kpucTannuyeckon as. [ina amopdHom tasbl TemnepaTtypa ¢a3oBoro nepexoza (cteknosanus) Tgonpeae-
NsieT NOABUXHOCTb NONIMMEPHON Lieny u ckopocTb aAnddyaum B gaHHoN thase. O6bi4HO ckopocTb aAnddy3um npy Temnepa-
Type Bblle Ty 3HauUMTENbHO Bbile CKOPOCTU Anddysun npu 6onee HU3KoW Temnepartype. B kpuctannuyeckon tase cko-
pocte Anddpysum Hambonee Hu3ka. YCMOBUA IKCTPaKLMU HE AOSMKHbI M3MeHsTb (Da3oBOro paBHOBECUSI marepuana.
N3ameHeHne da3oBoro paBHOBECHS MOXET MOBMeYb 3a COBOM M3MEHEHNE KONMYECTBA U CTPYKTYPhI IKCTParMpyeMblX Be-
wecTB. B nsmeneHnn hasoBoro paBHOBECUS MOXHO YAOCTOBEPUTLCS, CMONBb3YA METOZ ckaHupyiowwen auddepeHumans-
HOW KanopumeTpumn.
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Okonyaxue mabnuusi 1

CooTHoLLEHUe NMPpU IKCTPaKuuu (nnowaaw

TonwuH
OMiiHa, Mm NOBEPXHOCTU Unu macca/obvem) £ 10 %

Mpumepbl maTepuanos

LlenbHble u3genusi He- 0,2 r o6pa3sua/mn Mopowok, rpaHynel, NeHa, nuTble u3ge-
npaBunbHoOn hopmbl nusi/He abcopbeHTbI
Mopwuctbie u3genus He- 0,1 r/mn Mem6paHbi

npaBuITbHOW HOPMbI

MpwnmeyaHmne— B HacTosllee BpeMsi HET CTaHAAPTU30BaHHbLIX METOA0B UccneaoBaHnsa abcopbeHToB u rva-
pOKONMoMAoB, NO3TOMY NpearnaraeTcsi criefyowmin Nopsifok:

OnpegensiioT 06bem akcTparvpyloLLen xuakoctn, abcopbupyemon Ha kaxabin 0,1 runm 1,0 cm2 matepuana. 3atem,
npv NPoOBeAEHUMN IKCTPaKUUM MaTtepuana, Ao6aBnsiioT 3TOT AONONHUTENbHLIN 06bemM Ha kaxabii 0,1 runm 1,0 cm2 mo-
AenbHOoNM cpeppbl.

10.3.4 3OnactomMepbl, MaTepuanbl C MOKPbITUEM, KOMMO3UTbI, laMUHATLI U T. . HeobxoaMMo uccneno-
BaTb, MO BO3MOXXHOCTU, B HEMOBpEXAEeHHOM Buae U3-3a noTeHUUanbHbIX paaanmﬁ XapaKTepUCTUK IKCTpakuuun
HenoBpPeXAEHHbIX N MOBPEXAEHHbIX NMOBEPXHOCTEMN.

MpunmeyaHune—B pesynsrate NPonM3BOACTBEHHLIX NPOLIECCOB CBOWCTBA MOBEPXHOCTM MHOIUX 311aCTOMepoB
MOIYT OTNIMYaTLCHA OT CBOWCTB OCHOBHOIO Marepuara.

10.3.5 3kcTpakuuio NpoBOAAT C UCMOSb30BAHUEM MOMSAPHBIX U HEMOMNSIPHBIX 3KCTPAarMpyroLWmX Xua-
KOCTeNn.

K akcTparnpyrolmm cpefam OTHOCAT:

a) MONSAPHYIO 3KCTParvpyloLyto XXUaKkocTb — BoAy, (PU3NOINOrM4ecKUin pacTBop, KynbTypanbHYHo Xua-
KOCTb 6e3 CbIBOPOTKY;

b) HenonsipHyio 3KCTpParvpyloLyto XnaKkocTb — cBexee padMHUPOBaHHOE pacTUTenbHOe Macno (Ha-
npumep, XI0NKOBOE UM KyHXYTHOE) KauecTBa, onpedernieHHoro B pasHbix hapmakonesix;

C) OOMoNHUTENbHBbIE 3KCTparupyowme XuakocTu: ataHon/soaa (5 % no obvemy); ataHon/cunsnonoru-
yeckuin pacteop (5 % no obvemy); nonuatuneHrmukonb 400 (pasbaBneHHbIA 40 hU3NONOrMYECcKOro OCMOTU-
YecKoro AasfieHus); ANMETUNCYNbMOKEUA,; KynbTyparbHasa XUAKOCTb C CbIBOPOTKOWM;

MpuMeyaHN e — BoaMOKHO NCMONB3OBATH APYIMe IKCTPArnpyoLme XNAKOCTM, COOTBETCTBYIOLLUE CBOWCTBAM
¥ NPYMEHEHUIO M3denwsi UMK MeTodaM OnpederieHNst ONacHOCTH, MPU HaNUYMK ceegeHui 06 X AeCTBUM HA Marepuman u
BMONOrMYecKyro CUCTEMY.

10.3.6 [pyrue skcTparnpytoLe XXMakocTu MOXHO UCNONb30BaThb, y4UTbIBas Npupody Marepyana u Knu-
HUYecKoe NpUMeHeHWe MeanUMHCKOro U3Aennsi, ecnn Ux AeNcTBme Ha uccriedyemMblii Mmatepuarn u opraHuam
N3BECTHbI.

10.3.7 2Kngkue aKCTpakTbl CrieA4yeT, Mo BO3MOXKHOCTU, UCMONb30BaTh Cpasy nocne NpuroToBneHns BO 13-
G6exaHue copbuunn cocyada, KoTOpbIA MCNOMb3YHOT ANA 3KCTpakuumM, NMbo Apyrux U3MeHeHuin coctasa. Ecnn
BKCTPaKT XpaHAT 6onee 24 4, ero cTabuUnbHOCTb U TOMOTEHHOCTb B YCMOBUSIX XpaHEHMWs! OOMKHbI BbITb NpoBe-
peHbl.

10.3.8 He cneayet koppekTnpoBaTh 3HayeHue pH akcTpakTa 6e3 4omkHOro 060CcHOBaHUS.

10.3.9 3kcTpakT He cneayeT obpabatbiBaTh unsTpaumein, LeHTpudyrmpoBaHueM Unm gpyrumm MeTo-
AaMun 4N YCTpaHeHs B3BeLLEeHHbIX YacTuL, NonydeHHbIX B paboyem nopsigke. Mpu HeobxogumocTu Leneco-
06pasHOCTb Takoro npouecca AormkHa 6blTe 060CHOBaHa AOKYMEHTamNbHO.

10.3.10 [ns onpeaeneHns onacHOCTM HEOBXOAMMO PacCMOTPETL UCMOMb30BaHWUE YCIOBUIA NpeyBenu-
YEHHOM 3KCTpaKLMM A5 NOBLILLEHWSA A03bl BO3AENACTBNS BbIMBIBAEMbIX BELLECTB. DKCTParnpyoLLyo XUOKOCTb
N YCNOBUS 3KCTPaKLUN HYXXHO BbIGUPATL HA OCHOBaHUW (U3UKO-XUMUYECKUX CBOMCTB MaTepuana u/unm npo-
rHO3MPYEMbIX XMMUYECKNX BELLECTB C HU3KUM MONEKYSPHBIM BECOM, KOTOPbIE MOTYT ObITb 3KCTParnpoBaHs.l.

10.3.11 Ans matepuanos Unv U3genuia, KOTopble He OOMKHBI pacTBOPSATLCS UK NoaBepraTbes pesop-
6U1M NPy 06BIYHOM NCMONL30BAHWN, NPW SKCTPaKLMN MONIMMEPHOTO MaTepuana un1 nsgenus Heobxoanmo uc-
nonb3oBaTb PacTBOPUTENMW, He Bbi3blBaroWMe paspyLUeHWs NOUMMepHoro coctasa. [1pyM Mcnonb3oBaHUK
HeycToM4UBOro pacTeoputens AonycTUMo He Bonee YeMm nerkoe cMaryeHve nonMMepHoro matepuana (7. e.
paspyweHue meHee 10 %). Heobxognmo yaanuTb pacTeopuTenb (nepea ncnons3osaHnem B bronpobe) Bo ns-
GexaHne HebnaronpUSATHOTO BNUSIHWUS 0CaAKoB Ha Buonornveckyto Npoby (Hanpumep, AeHaTypauus 6enkos
Unv pasapaxeHue Koxu). 4ns nHdopmauumn no matepuanam v Usgenusam, KotTopble OMKHbI PacTBOPSATLCA
Unu noaeepratbesi pe3opbumm npu obbIYHOM UCMonb3oBaHUn — cM. 10.3.2.
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10.3.12 Ecnu nspgenue asnsieTcs BogocoaepXallei XuakocTbio, aKCTpakumio He npoBoaat. XKugkocTb
NCNOoMb3yeTcA HanPAMYIO B TeCT-CUCTEME.

10.3.13 B cnyu4asx, korga XXuakocTu LMPKYNUPYIOT Yepes usgenve npyu o6bIMHOM UCMONb30BaHUU, Ha-
npuMep, B 3KCTpaKopnopasnbHbIX U30enusX, BO3MOXHA 3KCTpaKuuMs nyTem peuupkynsuui. Mpu BoamMoXxHoOCTH
HY>XHO NpeyBenuM4uTbL 04HO UnK Goree ycrnosuiA, HaNpPUMep, TeMnepaTypy, Bpemsl, 06beM, CKOPOCTb TEHYEeHUS.
O6ocHoBaHWe BbIGopa 3KCTPaKLMKN AOMKHO BbiTb OTPaKEHO AOKYMEHTaNbHO.

10.4 Ycnosua JKCTpakKuum ana onpeneneHna onacHOCTU U OLLEHKU PUCKa B peXXume
npeysenn4eHHOro UCnonb3oBaHuA

10.4.1 TNpu MoaenMpoBaHUM 1 NPUroTOBNEHUM 0BpasLoB AN UCCNEeAoBaHUS U NPUrOTOBMEHWUN 3KCTPaK-
TOB U3 3TUX U3AeNniA HeoBXOOUMO YUUTBIBATb OMACHOCTb, BOSHUKAIOLLYIO BCIIEACTBUE U3MEHEHUI B NPOU3BO-
OCTBEHHOM Mpouecce WM HedoCTaTOMHOTO KOHTPOSSt NPOM3BOACTBEHHOMO MpoLecca, B COOTBETCTBUM C
ISO 14971. Ocoboe BHUMaHWe crieayeT yaensitTb NpUMMecsiM 3TUX NMPON3BOACTBEHHbIX NPOLECCoB, HAaNnpUMep,
OCTaTO4YHbIM 3MIeMEHTaM, OYUCTUTENSIM U Aie3uHbeKTaHTaMm.

10.4.2 Ecnu noteHumansHas TOKCUYHOCTb NPOAYKUMW, UCCIIEAYEMOIA C MOMOLLBIO NPeyBeNUYEHHON 3KC-
Tpakuum1, HaxoguTcs B npeaenax TpeboBaHuin, OTCYTCTBYET HEOBXOAUMOCTL AanbHEeWLWero nccnefoBaHns Us-
Aenusi NocpeacTBOM 3KCTPaKUUW, AMUTUPYIOLLER 0BblMHOE UCMONb30BaHUe.

10.4.3 [nsa npoayKuun, nonumepusyloweinca in situ, nccrnegyemble obpasubl 40MKHbLI NpeacTaBnATL
npeanoraraeMble KIMHUYECKUE YCIOBUS NPUMEHeHUA AN NonydYeHna uHcdopMaumn o noTeHunansHon Tok-
CUYHOCTU pearupyroLmnx KOMNOHEHTOB MonMMepa B npouecce oTeepaesaHus. Ecnu npumeHumo, uccneaye-
Mble 3KCTpaKThbl, MPUrOTOBIIEHHbIE B pasHoe BpeMs, AO/MKHbI OCHOBLIBATLCA Ha KUHETUKe Mofumepusaumm
nocrie CMeLLUMBaHUA KOMMOHEHTOB, BKIMOYas 3KCTPAKT, NPUrOTOBMIEHHBIN B OXXnaaemMoe BpeMsl OTBepaeBaHus.
WccneposaHue maTtepuana nocrne orsBepaeBaHns AoMKHO BbiTb 060CHOBaHHBLIM.

Mpw “cnonb3oBaHUM SKCTPAKTOB B METOAAX UCCMEeA0BaHNA ANA OLEHKN MaTepuarnos, OTBEPAEBaOLLNX
in situ, Ha4ano aKCTPaKLUKN AOIPKHO NPOUCXOAUTL C TOFO MOMEHTa OTBEpAeBaHUs!, Korga Mmatepuan nomMelleH
in situ.

Mpun MeTogax nccnegoBaHUsl, UCMONb3YIOWMNX 3TU MaTepuarbl HaNPAMYIO, HanpUMep, NPAMON KOHTaKT
WU LMTOTOKCUYHOCTBL Ha Crioe arapa, UMNaHTaums, HeKoTopble NccneaoBaHnst Ha reHOTOKCUYHOCTD, a Takke
reMonn3 B NPAMOM KOHTaKTe, MaTepuarn JOMKeH NPUMEHATLCA, Kak NPy KITMHAYECKOM UCMONb3oBaHWU, C OT-
BepaeBaHueM in situ B TecT-cucTeme.

M pwnwmeyanne—[nAnpegoctasneHns K UCCNeAOBaHUIO Marepuarna onpeaeneHHoro paamepa unm maccol Mo-
XeT 6bITb Heobxoarma MoAUMUKALMS KITMHUYECKON CUCTEMb! JOCTABKU.

11 OTyeT 06 UccnegoBaHUN

OTtyeT 06 UccnegoBaHUN AOMKEH BktoYaTh B cebs cnegywouie gaHHble, HO He orpaHU4YnMBaTbCA Ta-
KOBbIMW:

a) Tunu cocTas MaTepuana, ecriv TakoBOW N3BECTEH, UCTOYHNK MaTtepuana, nusgenunsa, Yactm nnm Komno-
HeHTa nsgenua.

Mpunmedanune— 370 TpeboBaHNE NOMHOCTBLIO UMW HYACTUHHO MOXET BbITb BbINOMTHEHO NOCPEACTBOM MUCHMEH-
HOro OnncaHns, PUCYHKOB, dhoTorpaduin UNu Apyrvx MeTOA0B;

b) Homep napTum unn cepun, €Ccnn TakoBOW CYLLECTBYET;

C) onucaHue npoLecca NpousBoOACTBa, OHYUCTKN, CTEPUIU3ALLUN, ECIIU MPUMEHUMO;

d) meTod aKcTpaKkLum (ecny Bbina npMMeHeHa) BKIIOYatoLLMA AOKYMEHTALMIO MO YCIOBUSAM 3KCTPaKLMK,
cpedcTea nepemellnsaHns, Niobble OTKIIOHEHNS OT PeXMMa AKCTPaKLIMK, ONMUCAHHOM B HacTosLLeM cTaHaapTe.
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Mpunoxenne A
(cnpaBouHoe)

AKkcnepuMeHTanbLHbLIA KOHTPONbHLIA ob6pasey

A.1 Matepuansl, NnepeuncrneHHble B Huxecneayowmx naparpadax, MoryT COOTBETCTBOBATb KPUTEPUSIM IKCTEpU-
MEeHTanbHOro KoHTponbHoro o6pasua Ansi HEKOTOpbIX MccrneaoBaHui. 3a NpaBuIbHLIA BbIGOP KOHTPONS HeceT OTBe-
TCTBEHHOCTb Mccnegosatens. Cm. Tabnuuy A.1.

MHdpopmaums No KOHTponbHbIM 06pa3aLam U KOHTPONsIM NPeAOoCTABNAETCH TONbKO Ans uccnegosanui B ISO 10993,
He TPebyIoWMX KOHKPETHBIX KOHTPOIbHbIX 06Pa3LoB UK KOHTPONEeWn.

Ta6nunua A.1—lpumepbl KOHTPONbHbIX 06PA3LOB N KOHTPONEN B HaNU4NK

Vccnenosatie MonoXuTenbHbIN KOHTPONBbHBLIA OTpuuaTenbHbIN KOHTPONBbHBLIN KoHTponbHbIN
obpasey obpaseue obpasen?

WmnnaHnTtaums PVC-org. Sn PE —

SPU-ZDEC CwunukoH —

HaTypanbHbii natekc Oxncb anitoMuHWA —

— HepxaBetowasn cranb —

LinToTokenyHoCTb PVC-org. Sn PE —

SPU-ZDEC — —

SPU-ZBEC — —

HaTypanbHbii natekc — —

MonuypeTtaH — —

"emocoBMECTMOCTb — — PVC 7506

PUR 2541

a CX);anAl,esHMﬂ B AaHHON Tabnuue OTHOCATCS K KOHKPETHBIM MaTepuanam, AOCTYNHbIM U3 UCTOYHUKOB, 0603HaueH-

HbiX B A.2 n A.3.

A.2 [nsa oTpyuatensHoro KOHTPONbHOrO 0bpasua Uy KOHTPONbHBIX 06pa3LOB NCNONB3YIOT: NONNATUIIEH BbICOKON
nnoTHOocTM":2:3)4), NoNUaTUNEH HM3KON NMOTHOCTU®), NonuaMmeTuncunokcaH (6e3 kpemHesema)®).?). noNUBMHUIXIOpUAS):
nonuadupypeTtar®), nonunponunex’?), kepaMUHeCcKue CTEPXKHN U3 OKUCU ariloMUHUS!, HEPXKABEIOWYIO CTalb U KOMMEpPYec-
KW YNCTbIA TUTAHOBBLIW CMNaB.

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

2) HDPE film: RM-C Hatano Research Institute/Food and Drug Safety Center, 729-5 Ochiai Hadano, Kanagawa
257-8523 JAPAN.

8 HDPE film: RM-C Hatano Research Institute/Food and Drug Safety Center, 729-5 Ochiai Hadano, Kanagawa
257-8523 JAPAN.

4 HDPE film: RM-C 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 Hoechst AG,
D-6230 Frankfurt 80, Germany.

6 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.

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

9 PUR 2541 tubing: RAUMEDIC AG, Postfach 501, 95205 Miinchberg, Germany. PU film is available from Frontline
Filmblasning, S-60003 Norrképing, Sweden.

10) PP 146 tubing: RAUMEDIC AG, Postfach 501, 95205 Miinchberg, Germany. PP film is available from Hoechst
AG, D-6230 Frankfurt 80, Germany.
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A.3 [nsa nonoxutensHOro KOHTPOIIbHOrO obpasua NCMnonb3yoT, Hanpumep, NONMBUHUNXNOPUA, CoAepXaLuui ono-
BOOpraHuyeckve go6aBky, cerMeHTUPOBAHHYIO NMONUYPETaHOBYIO MAEHKY, coaepallyo anatun™»2), nnu gnéytmnamtumo-
kapbamart?), naTekcsl ONpeaeneHHOro cocTaea, pacTBopbl CoNnelt LmHka U Medb. BelliecTea, KoTopble Gbinv CNONb30BaHbI
B KQ4eCTBE MOJIOKMTENBHOrO KOHTPOmbHOro obpasua ans UccneayemMbix SKCTPaKToB, NPeacTaBnsioT cobol pacTBopbl B
ctbeHone n Boge.

" Positive Control Material, code 499-300-000-000: Portex Limited [same as Positive control RS which can be
obtaind from the US Pharmacopeia, Rockville, MD 20852, USA].

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

% 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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Mpunoxenne B
(cnpaBouHoe)

OCHOBHbIe NPUHLUUNLI U MeTOAbI NPUroTOBNEHUsA Npo6 u BbiGopa o6pasuoB

Marepuan, ucnonbsyemoiii B GUoNom4ecknx nccnegoBaHnsx, 4OrpkeH OblTb penpe3eHTaTUBHBIM C TOYKM 3PEHNUSA
ero coctaBa, 06paboTkn n xapakTepnucTuK NOBEPXHOCTU N3AENUS, rOTOBOTO K NpuMeHeHnto. Cm. 7.1 n 1ISO 10993-1:2003,
5.1, nepeuncnexue a).

JokymeHTaums cocTaBa nracTuKoBbIX M pe3WHOBLIX MaTEPUAanoB AOIKHA BKIoYaTh B cebsi onpegeneHne cMorn, no-
numepos un Nobbix gobasok. OnMcaHWe KOMMNO3ULMKN JAOIMKHO BKNIOHYATE B cebs1 CBeIeHNs O XapaKkTepucTuke marepuana,
Hanpumep, ero TepmoobpaboTke, XMMUYECKON YNCTOTE UNU N3MENMBYEHHOCTH, MAKCUMArbHO BO3MOXHOE U3MerbyeHue B
cny4ae noeTOPHOro apobneHwusi.

Marepuansi, KOTOpbIe MOIyT NOABEPraTbCsl NOBTOPHOW CTEPUNN3ALIMM TEMU XE UMK anbTepHAaTUBHBIMU METOAAMM,
BOMXHbI 6bITb MCCNegoBaHbI NOCIEe MHOTOKPaTHOW cTepunu3auun. Hanpumep, matepuan, KOTOpbI CTEpUNM3yoT 06ryye-
HUEM, a NOTOM NOBTOPHO CTEPUNU3YIOT 06pPaBOTKON STMNEHOKCUAOM, HeO6X0AMMO UCCNeAoBaTh:

a) nocne obny4eHusi n

b) nocne obny4eHusi n ctepunuaaunm STUNEHOKCUMAOM.

Ecniv BO3MOXHO onpeaenuts ¢ Haanexalmm obocHoBaHWeM Hanbornee HeGnaronpuATHLIN BapuaHT BO3OeNCTBUS,
uccrepoBaHne MOXeT ObiTb NPOBEAEHO NOCHE BO3AEUCTBUS B TAKOM PEXUME.

B ngeaneHom cny4ae Bce Gronornyeckue nccrneoBaHusi Mmatepuarna, Bbipe3aHHOro U3 u3gernusi, Camoro KOMrnoHeH-
Ta U3genus B Ka4eCcTBe UCCreyemMoro matepumarna unv 3KkCTpakTra, NpuroToBIEHHONO M3 MaTepuarna Uy KOMIMOHEHTa, Npo-
BOAAT B YCINOBUSIX BO3AEWNCTBUSI KIETOYHOW/GMONOrmYeckon cpefbl TECT-CUCTEMbI Ha MOBEPXHOCTb Matepuwana. B
Ka4yecTBe MeToAa, anbTepHaATUBHOIO pe3ke NOBEPXHOCTU obpa3sua, MOXeT CMYXUTb U3TOTOBINEHUE MUHMATIOPHOIO M3ae-
NS C NCNONBb30OBAHMEM TOTO e MPOoLiecca (3KCTPY3UU, MOTPYKEHUS, U T. 1.), TEX Xe TeMnepaTtyp, BpemeHu, atmocdepbl,
pasgenuTenbHbIX CPEACTB, OTKUMa, OTBEPXKAESHUS, O4YNCTKU, CTEPUITU3ALIMM U OPYTUX MPOLIECCOB, UCTIONb3YEMBbIX MPY NPo-
M3BOACTBE U3JEenus, BKIoYasi CTEpUIM3aLmio, KOTOpble peanuvayioT B Npouecce Npon3BoACcTBa usaenusi. 1o cnocobcTBy-
eT oueHke NobbIx 3hHEKTOB, CBSI3aHHbIX C NIOLLaAbI0 MOBEPXHOCTU, XapakTEPUCTUKAMMN NMOBEPXHOCTU, KOHLEHTpaLMen
BbIMbIBa&MbIX BELWECTB, MOBEPXHOCTBIC M HOPMOI MaTepuana.

Metannsl, ncnons3yemMbie Npy GUONOrM4eckoM NCCnegoBaHum, 4OMKHbI ObITb M3 TOTO XXe UCXOAHOro MaTepuana, ko-
TOPbIN NPUMEHAETCSA NPY 3rOTOBIEHUUN U3ENUSA, Y NPOXOANTD TY K& MeXaHW4eckyo ob6paboTKy, namernbieHue, Nonmpos-
Ky, OUMCTKY, NaccuBaumio, BKMovasi 06paboTky NOBEPXHOCTM U CTEPUNM3ALINIO, KOTOPbIE UMEIOT MECTO NPY NPOU3BOACTBE
roTOBOrO M3aenusi.

Kepamunueckue matepuarnsl, NpUMeHsieMble B BUONorMHeckmnx nccrneaoBaHmsx, AOMMKHbI BbiTb M3rOTOBEHbI U3 TOTO
e NCXOAHOro NOPOLLIKA € MCMOMNb30BaHUEM TEX e MPOoLEeCCOB OTMUBKY, 3anuBku, (OOPMOBKM, criekaHusi, o6paboTku no-
BEPXHOCTN U CTEPMITM3aLMK, KOTOPbIE MMEIOT MECTO NPY NPOU3BOACTEE MOTOBOIO M3Aenusi.

MepuunHckne nagenvs, ncnonb3ylowmne XUBOTHbIE TKAHU UMK MX NPoM3BOAHbIE U 06paboTaHHble hukcaTopom,
cnegyeT u3yyatb Nocne BblAePXKMBAHUA UX B TEYEHWE MaKCMMAIBHOIO U MUHVMMAIIBHOIO I0NyCTUMOrO BpeMeHn mkca-
LMK, NpeayCcMOTPEHHOrO U3rOTOBWTENEM, CO34aBasi TEM CaMbiM Pa3nnYHble YCNoBus Ans NPOHUKaHus oukcaTopa.

BmMeCTO sKCTpakumMm MeTannm4ecknx MaTtepranos 1 NOCNeayoLWwero NpUMeHEHUs1 9KCTpaKTa B TECT-CUCTEMaX HeO6-
XOAMMO PaccMOTPETb NCCNEA0BaHNE pacTBOPOB Pa3NMYHbIX KOHLIEHTpaLUUiA COOTBETCTBYIOLLEN COMM KOHKPETHOIO MeTar-
na/os, HaxoQALWErocsa B U3genuv, 4nsa onpegeneHns onacHoCTM NOHA/MOHOB KOHKPETHOIO MeTarsa v ero/ux HauBbICLIEro
YPOBHS1/el, HE BbI3bIBAIOLLEro/MX OTBETHON peakuumn.

MpumedaHue— ITOTNPUHLNN TAKKE NPUMEHUM K OPraHUMYECKMM Marepuraram npy yCTaHOBMEHHbIX XMMUYeC-
KMX BELLECTBax B U3AENuN.

Mpy NnaHMpoBaHUM NCNBITAHUI MaTEPUaNOB HEOBXOAMMO YUMTLIBATh YCIOBUST SKCTPAKLMK ATsi UMITTAaHTUPYEMbIX
mMaTepuanos, KOTOPbIE MOTYT BbI3BaTb O6pa3oBaHue YacTul, in vivo Npy KIMHWYECKOM npumexneHun. Ecniv ycnoeus akc-
TPakuum BbI3bIBAOT 06pasoBaHune Yactuu, Npy NNaHMPOBaHUM UCCTIEA0BaHUIA MaTepuanoB AorkeH ObiTb yuTeH addekT
npoueayp 3KCTPakumm.

KonunuectBo matepuana v nnowaaes ero NOBEPXHOCTU AOIKHbI COOTBETCTBOBATbL BGUONOrMyeckum 1 manyeckum
orpaHnyYeHusm TecT-cuctembl. Ha npaktuke cnefyert ncnonb3oBaTtb CTaHAApPTHOE KONMYECTBO NPO6bI, peKOMEeHA0BaHHOe
ONSl KAKOO0ro OTAENbHOrO 3KCNepuMeHTa.

Monb3oBarenu HacTOAWEro cTaHgapTa AOMKHbI 06paTUTL BHUMaHWe Ha 0630p «HAANEXalLero NPUMEHEHUs» |
KHENPaBUITBHOTO NMPUMEHEHUA» CTaHAapTHLIX 06pa3suoB. 3ToT 0630p oTMeYaeT 06nacTy NOTEHUMANbHOIO HEA0CTaTOYHO-
ro u n3bbITouHoro ynotpebneHns KOHTPONbHLIX 06pa3sLoB KM cTaHAAPTHLIX 06pa3uoB. Mornb3oBaTeny HaCTOALLEro CTaH-
AapTa AOIDKHbI TAKKe NPUHATE BO BHUMAHWE, YTO 4ONYCTUMO UCNONb30BaHWE KanubpoBOUYHbIX MaTeprarnos Ans OUeHKU
6uonormyeckoro oTBeTa ccnegyemelx MaTtepuanoe B npegenax ogHon nabopartopum.
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MpunoxeHne C
(cnpaBoyHoe)

MpuyHUKMNBI 3KcTpakyuu uccneayembix o6pasuoB

C.1 OKCTpakTbl N3 MEOVNLUMHCKMX M3Zenuii FOTOBAT C Lenbio nonyveHus npuemnemon npobul, Heobxogumon ans
onpepgeneHusi GUONOrMYeCcKon akTUBHOCTU MioBbIX BbIMbIBAEMbIX BELLECTB B GBUONOrMUEcKon cucteme, a Takke Anst OLEHKN
NOTEHLMANbHOIo PUCKa NPU UCMONb3OBaHMM U3ENNS YEIOBEKOM, a Takke Ans AeMOHCTpauun NoTeHUManbLHOW onacHoc-
TV BbIMBIBAEMOTIO BELLECTBA W ANA NCMONb30BaHUs Npy NpoBeAeHUM OLIeHKN pucka Ans 3gopoebs Henoseka. Mpu npuro-
TOBIIEHWM SKCTPAKTOB M3 M3OEenui MogenbHasi cpepa (3KCTparmpyiowan XWAKOCTb) U YCNOBUA SKCTPaKUMW AOMKHbI
COOTBETCTBOBaTb CBOMCTBAM M NPUMEHEHWIO FTOTOBONO M3Jenus, a Takke NPOrHO3MpPyeMbIM XapaKTepucTukam MeToga uc-
crnefoBaHuA (Hanpumep, YyBCTBUTENBHOCTU U T. M. B OTHOLLIEHWM Lienun nccnegoBaHns, 060CHOBaHWS, YyBCTBUTENBHOCTY,
U T. 4.). Takmm o6pa3om, yCrioBUsi SKCTPaKLMM M NPUMEHEHUE SKCTPaKTa B TECT-CUCTEMAX AOMKHbI, B MAEaNbHOM Cny4ae,
oTpaxaTb He TONbKO YCIOBUSA pearnbHOro NPUMEHEHUs U30enuid, HO Takke Lenb U NPOrHo3npyemble 0COBEeHHOCTN nccne-
[OBaHWN.

B ycnoBusix 06bIMHOrO MCNONBL30BAHUST MPU LIMPKYNSILMKW XUAKOCTEN Yepes uagenue, Hanpumep, B 3KCTpakopno-
panbHbIX U3Oenusx, 45 NpUeMnemMbiX METOAO0B SKCTPaKLMKU Heobxogumo o6paTUTLCA K BEPTUKANbHOMY CTaHAapTy.

[ns onpegeneHns onacHOCTU M OLEHKU pUCKa ONacHOCTeN NpoBoasaT Guonornveckue UCCneaoBaHnsl B yCNoBusiX
npeyBenuyeHHoOro n/unv obbIMHOIO NCNONb3oBaHKs. MeToAbl IKCTPaKLMKU pa3nnyaloTcsa B 3aBUCUMOCTU OT Lienn uccneno-
BaHUs:

a) npeyBenuyYeHHas 3KCTpaKUMa NPUMEHSIETCA Arsl ONpeAeneHns onacHoCTH;

b) akcTpakuus, uMUTUPYIOWAn UCNONb30BaHUe, NPUMEHsIeTCs Ans BbipaboTkm dakTopa 6€30NacHOCTU NPU OUEHKe
pucka ansi 300pOoBbs YEIOBEKa;

C) ucHepnblBaoLLAs SKCTPaKUMS NPUMEHSIETCA Arisi OLeHKM 6e30nacHOCTY UMMIIAHTMPYEMOIO U3AENUS U NPOrHo3a
BEPXHUX AONYCTUMbIX YPOBHEN XMMUYECKUX BELLECTB, BbiAENSAEMbIX B OPraHM3m naumeHTa.

C.2 Hactosawmn crangapT npeanonaraet, YTo KONMYECTBO 3KCTParMpyeMbIX BELECTB 3aBUCUT OT NPOAOIXUTENb-
HOCTM 3KCTPAKLMW, TEMNEPaTypbl, COOTHOLWEHUSI NITOLLAAN NOBEPXHOCTU Matepuana u o6bema moensHoN cpeabl, a Tak-
e CBONCTB pacTBOpUTENS.

C.3 lMpoaonxmTenbHOCTL 3KCTPAKUMM 4OIMKHA ObITb 4OCTAaTOYHON Arsi MakCUMarbHOTro 3BneveHust Bewecrtea. Ha
NPaKkTUKe A1 K&XA0ro XMMUYECKOro aHanusa pekoMeHaylTCA CTaHAAPTHLIE YCNOBUSA BPEMEHN U TEMNEPATYPLI IKCTPakK-
LMM BMECTO ApYrmx HeoBOCHOBaHHbLIX UM HECTAHA4APTHBIX YCMOBUNA.

C.4 B kavecTBe anbTepHaTVMBbLI MOXHO NPOBECTN MOBTOPHYIO SKCTPAKUMIO C NOCNeAYIOWUM KOHLUEHTPUPOBaHUEM,
YTO6bI NONY4MTb 4OCTATOYHOE ISl aHANKU3a KOJINYECTBO SKCTPArupyemoro BewecTsa. Takas NpakTMka NPUMEHAETCs B Le-
NsX ngeHTUUKaLumM onacHoCcTy.

C.5 TemnepaTypa 3KCTpaKuMu MOXeT ObiTb paznnyYHON B 3aBUCMMOCTU OT UCCNEAYEMOro MaTepurana. JKCTpakuums
He JOIKHa Bbi3blBaTb 3aMeTHOM Aerpagaumm marepuana, 3a UCKMIYeHNeM Cnydvaes, Korga marepuan JoMmkeH pacTBo-
pATbCA UNK Nogeepratecs pe3opbuum npu ucnonb3oBaHum (cM. 10.3.2). TemnepaTypa aKCTPakumm 3aBUCUT OT HU3UKO-XU-
MWYECKMX XapaKTepucTuk Matepuana ugenusi. Hanpumep, npu akcTpakumm nonuMepoe Temnepartypa omkHa 6biTb Hke
Temnepartypbl cTeknoBaHusi. Ecnu Temnepartypa CTeKNoBaHUS HUXe TeMmnepaTypbl UCMONb30BaHWA, TEMNEpaTypa 3KC-
TPakuum gonxHa ObiTb HUXe TemnepaTypbl NnaBnexusi. PekomengoBaHHble ycnosus npueeaeHs 8 10.3.1.

Cnegyoliye npuMepbl CryxXar unniecTpauuen Ans nyywero noHMMaHus nanoxexnHoro 8 10.3.1:

a) martepuarnsl, KOTOPblE UMEIOT TOUKY MIaBIIeHUsi UINK pasMardeHns Huxe (121 £2) °C, 4onxHe! NoABepraTbCs 9KC-
TPakuuu Npu cTaHgapTHOW TeMnepaTtype HUXe TOUKU NMaBneHus (Hanpumep, NONUITUNEH HU3KOW NNOTHOCTH);

b) martepuansl, noaBepxeHHble rIMaPONU3y, cnegyeT IKCTParMpoBaTh NpW TemnepaType, 06ecneunBaoLei MUHN-
ManbHbIA rmaponm3 [Hanpumep, nonvamugpel aKkcTpampyioT npm (50 +2) °CJ;

€) MaTepwvanbl, KOTOpblE CTEPUIM3YIOT NAPOM W COAEPXKAT XNAKOCTb B NPOLECCe XPaHeHUs, cneayeT aKCTparmpo-
BaTb Npv TemnepaTtype (121 £2) °C (Hanpyvmep, NpeaBapuTenbHO 3anonHeHHbIe Ananu3aTopbl);

d) martepuansl, KOTOpbIE MCMONb3YIOTCH TONBKO NPY TemMnepaType Tena, cneayert akcTparMpoeaTh Npu Temnepary-
pe, koTopasi obecrneunmBaeT MakcumarbHOe U3BMNeYeHUe BelecTBa 6e3 gerpagaumm matepuana [Hanpumep, puKkcUpoBaH-
Hble TKaHW MOXHO 3KCTparmpoBaTk Npu Temnepartype (37 £1) °C, Toraa kak kepammuyeckme umnnaHTatel npu (121 £2) °CJ.

BHvMaHvne — lMpyMeHeHne MeToa0B UCCIeAO0BaHUs HACTOSILLEro cTaHaapTa K MaTepuanam usgenun, cogepxa-
LLMM NPOTEWHBI, AOITKHO NPOBOANTLCS C BOMNbLLON OCTOPOXHOCTBIO, YTOOLI NpoLeaypa IKCTpaKumMmn He nameHuna éuonorn-
YECKMX CBOWNCTB 9KCTParmpyembiX MaTepuaros.

C.6 CooTHoWeHWe nnoLwaam NoBepxXHOCTU N3genus u o6beMa MoaerbHON Cpefibl MK pacTBOPUTENS AOMKHO ObITb
JOCTaTOuHbIM Ansi:

a) OOCTUXEHWSI MakCUMaribHOro KONMYeCTBa SKCTparMpyeMblX BELLECTB B NMPUEMIIEMOM A5si XMMUYECKOro aHanumaa
unu ans Guonornyecknx uccrnegoBaHnm go3npyemom obbeme (T. €. 4o3npyeMbli 06beM BHYTPU HU3NONOrMHeckux npege-
noB);

b) gemoHcTpauumn noTeHuManbHOW ONacHOCTW NPUMEHEHNS YErNOBEKOM;
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C) NOMHOro NOrPyXeHWs1 MaTtepuana B pacTeopuTenb.

Mpu oTCYTCTBUM NapaMeTPOB SKCTPAKUMWN ANA KOHKPETHOIO M3aenus pekoMeHayeTcsi UCNonb3oBaTh CTaHAapTHbIE
nnowaas noeepxHoctm n o6vem pacteoputens (10.3.3). Hekotopbie meTogsl nccnegoBanns TpebyloT KOHLEHTPUPOBaHNA
BbITSDKEK A115 NOBbIWEeHNA YyBCTBUTENBbHOCTU TeCTa.

MpumeyaHune — KOHLI,eHTpVIDOBaHMG BbITSXKEK MOXET NPUBECTU K NoTepe NeTy4vnx BewecTs, TaKnX Kak OKUCb
3TUneHa.

C.7 BbibpaHHble AnA SKCTpaKUMM pacTBOPUTENN AOMKHBI COOTBETCTBOBATL Cneayowmm TpeboBaHusim:

a) 6bITb NPUroAHLIMK 1Sl UCTIONBL3OBAHUA B ONpeaeneHHbIX GUoNormM4ecknx TecT-cuctTemas;

b) MMMTMpPOBaTL yCNOBMS SKCTPaKUMK, KOTOPbLIE PeanuayloTcsa B Npouecce KNMHUYECKOro NpUMeHeHNs nagenvs;

c) obecneurBaTe MakCMMarbHOE U3BNEYEHNE SKCTParupyemblX BELLECTB.

Mpu oTCYTCTBUM AaHHBIX O PACTBOPUTENAX ANA onpeaeneHHbIX U3Aenuin pekomeHayeTcs UCNONb3oBaTb cTaHaap-
THbIE NONSAPHBIE U HEnonsApHbie pacteoputenu (10.3.5).

M p v medaHun e — Crangaptmsaums napameTpoB, npueeaeHHbiX B C.5 n C.6, no3BonseT ucnonb3oBaTth JaHHbIE,
nonyveHHole B xoge Guonomueckmx nccneqoBaHuin MEAUUMHCKUX M3AENUIA, ANA APYrMX Lenen, Hanpumep, Ans OLEHKK
puCKa u ans pa3BuTUNA CTaHAAPTU30BaHHbIX 6a3 AaHHbIX.

C.8 na matepnanos, pacTBOPSIOWUNXCA NN pe3opbupylowmxca B opraHmame, Heo6xogumo cobniogaTts:

a) ycnoews, npueegeHHble B Tabnuue 1;

b) ycnoeusa temneparypa/spems B 10.3.1;

¢) nonoxenus 10.3.9 oTHOCUTENBHO hUNbTPaLMKM NN LEHTPUDYIIMPOBaHUS.

C.9 MpurotoBneHne ob6pasua nagenvn, cobmpaemblix in situ

Onsa ocobbix 06CTOATENBCTE NPUIOTOBINEHUS 3KCTPAKTOB U3 U3AENUIA, NONUMEPU3yemblX in sifu, HEBO3MOXHO Co-
3gatb ctaHgapTHoe TpeboBaHue. [ins nonyyYeHnst NPUEMNEMOro 3KCTpakTa HeoBXo0aUMO YUNTLIBaTb OTAENbHLIE KOMMNO-
HEeHTbl, BpeMs A0 MnonuMepu3aumu, npegHasHayeHHoOe WUCNOMb3OBaHWE W 3KCTparvpylowme xuakoctu. Heobxoaumo
NnoAYepKHYTb, YTO NPKU NNAHMPOBaAHUK NPABUMNBHOW MeToA0NoMU AN paspaboTku NpurogHoro uccriegyemoro obpasua He-
06Xx04MMO UCMOb30BaTb KMHETUKY nonumepusauuu. MNpu BeiGope npyemnemoro pacTBopuTens Ans skcTpakuum obpasua
HYXXHO YyYMTbIBaTb HEOTBEPKAEHHbLIE KOMIOHEHTHI.

C.10 lMosicHeHMA No ucyepnbIBalOLWEen 3KCTPaKUnn

MpoAoNKMTENBHOCTE MCYEPNBIBAIOWEN IKCTPAKLMM ONpeaensieTcs NyTem BbINONHEHUS CEPUM NOCIE[0BaTENbHLIX
3KCTPaKLUMIN Npu peKOMEHAOBAHHON Temneparype U B onpegeneHHbIe Nnepuogbl BpeMeHu, aHanuaupysa npobbl 3KCTPAKTOB,
3aMeHsIs SKCTPArvpyoLLyHo XUAKOCTb HA CBEXYI0, BHOBb NOABeprasi aHanu3ay npoby akcTpakTa B onpeaeneHHble nepuoapl
BpeMeHMU, NOBTOPSASA BECb NpoLece.

Korga ypoBeHb 3KCTParmpoBaHHbIX XUMUYECKUX BEWECTB AOCTUraeT oaHown gecaton (0,1) ypoBHs 3Tana nepBoHa-
YanbHOM 9KCTPaKLuK, NPOLIeCT CHUTaETCA 3aBEPLUIEHHBIM U CTAHOBUTCH BO3MOXHBIM NPUMEHUTL 10 % KOPPEKTUPOBKY K 06-
LLeMY KONMUYECTBY SKCTParnpoBaHHOrO Marepuana.
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Mpunoxenne OA
(cnpaBo4HOe)

CBefieHnA 0 cOOTBETCTBUU MeXrocyaapCcTtBeHHbIX CTaHOapPTOB
CCbIMOYHbIM MeXAYyHapoaHbIM CTaHOAapTam

Ta6nwuya pJA.1

MpuMeEHEeHNE MEHeKMEHTa pucka K MeauUmH-
CKUM U3AENUsAM

0O60o3Ha4YeHne 1 HaMMEHOBaHWE MEXOyHapoaHOro CreneHb 0O6o3Ha4YeHne 1 HaMMeHOBaHWE COOTBETCTBYIOLLEro
cTaHaapTa COOTBETCTBUA MEXrocyJapCTBEHHOrO cTaHaapTa
ISO 10993-1:2003 OueHka Guonormyecko- IDT FOCT ISO 10993-1—2011 U3penus meau-
ro AencTBusl MeaMuMHCKUX usgenun. Yacto 1. umHckme. OueHka GMonornmYeckoro OencTeus
OueHka n nccnegoBaHus MeanumHckmnx nagenun. Yacte 1. OueHka n nc-
crnegoBaHus
ISO 14971:2007 Wapgenusi meguuMHCKue. IDT FOCT ISO 14971—2011 W3penus meau-

umHckme. MNMprMeHeHne MeHeIKMeHTa pucka K
MEeOULMNHCKUM U3OENUam

BETCTBWS CTaHO4apPTOB:
- IDT — nageHTU4YHbIE CTAHAAPTHI.

MpumeuyaHue— BHacToswWwem cTaHAAPTE MCNOMNB30BAHO Credytolee YCroBHOE 0603HaYeHNe CTENEHN COOT-
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