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Mpeaucnosue

Llenn, ocHOBHble NPUHLMMbLI 1 NOPAA0K NPOBeAeHNs paboT NO MEXrocyAapCTBEHHOW cTaHaapTM3auum
ycTaHoBsieHbl FTOCT 1.0—92 «MexrocygapcTBeHHas cuctema craHgapTtnsaunv. OCHOBHbIE MOSIOXKEHUA» U
FOCT 1.2—2009 «MexrocyfapcTeeHHasa cuctema ctaHgaptusauun. CtaHgapTsl MeXrocyaapcTBeHHble, npa-
BUa M PeKOMeHAALUN N0 MeXrocyAapCTBEHHON cTaHAaapTu3auun. MNpasuna paspaboTkn, NPUHATUA, NpuMme-
HEeHNA. 06HOBMEHUS U OTMEHbI»

CBefleHna o cTaHgapre

1 NOATOTOBJ/IEH ®epepasbHbIM rocyfapCTBEHHbIM YHUTAPHBLIM NpeanpusitnemM «Bcepoccuiicknii Ha-
YUYHO-MCCNEeA0BaTEbCKUA UHCTUTYT CTaHAapTU3aLmMmn U cepTudmkaumm B MallMHocTpoeHun» (BHUNHMALLY)

2 BHECEH ®epgepasibHbIM areHTCTBOM M0 TEXHUYECKOMY perysivpoBaHuio U MeTposiormm

3 MPUVHAT MexrocyaapCTBeHHbIM COBETOM MO CTaHAapTU3aLmm, MeTpoaorum n ceptudukanmm (npoTo-
Kon 0T 29 Hosb6ps 2011 r. N@40)

3a NPUHATUE NPOrosiocoBasin:

KpaTkoe HavmeHOBaHMe CTpaHbl Kop, cTpaHbl CoKpalleHHOE HaMMEHOBaHWe HaLMOHa/IbHOTo opraHa
no MK [MCO 3166) 004-97 no MK (MCO 3166) 004-97 no ctaHgapTu3auum

Benapycb BY FocctaHpgapTt Pecny6nukn Benapycb

KasaxcTtaH Kz FocctaHpgapTt Pecny6nukn KasaxcTtaH

Kuprusunsa KG KbipreisctaHgapt

Poccus RU PocctaHpapt

TapxuknctaH T TagxukctaHgapTt

Y36eknctaH uz Y3ctaHgapTt

4 Tpukasom defepanbHOro areHTcTBa No TEXHUYECKOMY PeryiMpoBaHunio U MetTponoruy ot 13 gekabps
2011 r. Np 1299-cT mexrocyaapcTBeHHbIli ctaHgapT FOCT ISO 10993-12—2011 BBefeH B AelicTBME B Kayec-
TBE HaLMOHaNIbHOro cTaHgapTa Poccuiickoin ®epepaunm ¢ 1 aHeaps 2013 T.

5 HacToswumii cTtaHO4apT WAEHTUYEH MexXAyHapogHoMmy cTaHgapTy ISO 10993-12:2007 Biological
evaluation of medical devices — Part 12: Sample preparation and reference materials (OueHka 6uonormyecko-
ro AelicTBUSA MeAnUMHCKMX n3genuin. Yactb 12. MNpurotosneHvne npob n ctaHgapTHble obpasubl).

CBefleHnsi 0 COOTBETCTBUN MEXrOCyJapCTBEHHbIX CTAHAAPTOB CCbIJIOYHLIM MEXAYHapOAHbIM cTaHAap-
Tam npuBeAeHbl B AOMONHUTENBHOM Npunoxexnun JA.

CTeneHb COOTBETCTBUA — naeHTuyHas (HOT).

CTaHfapT NnoAroTossieH Ha ocHoBe npuMmeHeHna FOCT P MCO 10993-12—2009

6 BBEJEH BINEPBbIE

NHgopmaLys 06 N3MEHEHUSIX K HACTOsILLEMY CTaHAap Ty Ny6nUKyBTCS B €XerofiHOM MH(OPMaLoH-
HOM yKasaTese «HaunoHabHble CTaH4apTbi». @ TEKCT U3MEHEHW 1 NoNPaBoOK — B €XEMECAYHOM UHGOP-
MaLMOHHOM YyKasaTesne «HauuoHa/lbHble CTaHfapThi». B c/liyyaB nepecMoTpa (3amMeHbl) UM OTMEHbI
HacTOsLLEro cTaHjapTa CooTBETCTBYWLLEE YBeZoMIeHUe ByeT ony6InMKOBaHO B eXXeMeCSYHOM MHOP-
MaLMOHHOM yKaszaTene «HaumoHabHble CTaHgapThi». COOTBETCTBYWLLAasA MHDopMaLus, yBeoMIeHNe 1
TeKCTbl pasMeLLanTCa Takke B MHPOPMALMOHHOW cucTeme 06LLero Nosb3oBaHus — Ha ouLMabHOM
caiiTe ®eaepanbHOro areHTCTBa No TEeXHUYECKOMY PEryvpoBaHnio 1 MeTPo/orun B ce T VIHTepHeT
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BeBegeHve

CobnoaeHve nonoxenuii ctaHgapTos cepumn 1ISO 10993 «OueHKa 61M0N0rMYeckoro feincTena MmeanumH-
CKUX U30enunid» No3BO/IMT 06eCneUnTb CUCTEMHBIA NMOAXOA K UCCNIeJOBaHMI0 GUOMIOTMYECKOro 4eicTBua Meau-
LUHCKMX 13genwvi.

Llenblo aTnx ctaHfapToB He siBNseTca 6e3ycioBHOe 3akpenieHne eAnHoobpasHbiX METOL0B UccneoBa-
HWIA M UCMNbITaHUIA 3a rpynnamMmn 0gHOPOAHbLIX MeAULIMHCKUX N3eNnuii B COOTBETCTBUM C NPUHATON Knaccuduka-
uueli X No BUAY v AIMTENIbHOCTU KOHTaKTa C OpraHu3MoM YesioBeka. [103TomMy nnaHmpoBaHue v NnpoBefeHne
nccnefoBaHuii n UCNbITaAHWA AO/KHbBI OCYLLECTBSATL CNELManncTbl, MMeLLne COOTBETCTBYIOLLYIO NOArOTOBKY
1 ONbIT B 06/1aCTU CAHUTAPHO-XUMUYECXOM. TOKCUKOMOTMUYECKON 1 BMONOrMYeckKoii OLLeHOK MegULNHCKNX n3ae-
WA,

CraHgapTbl cepumn ISO 10993 aBAsOTCA PyKOBOAALLMMU AOKYMEHTAMWN A8 NPOrHO3MpPOBaHMA 1 uccne-
[0BaHVsA 610I0TMYECKOro AeCTBUS MEAULIMHCKUX U3LENIA Ha cTaauu Bbibopa MaTepuasnoB, NpefHa3HayeH-
HbIX 419 UX U3FOTOBJIEHWS, @ Takke A1 UccnefoBaHni roToBbIX U3ENWIA.

B ceputo ISO 10993 BXoAAT cnefyoLme yactu nos o6wWwmmM HazBaHneM «OLeHKa 6GU0I0rMYeckoro aei-
CTBUS MEAULMHCKUX U3LENNIA»:

Yactb 1— OueHka 1 uccneposaHus;

YacTb 2 — TpeboBaHusa K 06paLLeHnto C XUBOTHbIMU,

YacTtb 3 — MccnenoBaHns TeHOTOKCMYHOCTU. KaHLLEPOTreHHOCTU M TOKCUYECKOTo AelCTBUA Ha penpo-
OYKTUBHYIO (OYHKLWIO;

YacTb 4 — ViccnepoBaHue U3aenunii, B3anMoencTBYOLNX C KPOBbHO;

YacTb 5 — lccnepnoBaHue Ha LUMTOTOKCUYHOCTL; MeToAbl in Vitro;

YacTb 6 — MccnepgoBaHve MECTHOrO AeCTBUS NOC/ie UMMIaHTauum,;

Yactb 7 — OcTtaTouyHOoe cofepxaHue aTuneHokcuaa nocse crepuamsauuu;

YacTb 9 — OCHOBHbI€ NPUHLMMBLI NAEHTUMKALUN U KONMYECTBEHHOIO OonpefenieHns NoTeHUMas bHbIX
NPOAYKTOB Aerpagauuu;

Yactb 10 — WccnepoBaHue pasgpaxarollero  CEHCMOUAN3npyLWero 4eincTems;

Yactb 11 — WccnepoBaHue 06LLETOKCUYECKOTO AECTBUS;

YacTtb 12 — lMNpwuroTtoBneHue npob n ctaHgapTHble 06pasubl;

Yactb 13 — NpeHTudwmkauma n konuyecTBeHHOe onpejeneHne npoAyKTos Aerpagaumm noauMepHbiX
MeAULMHCKUX 13aenuii;

Yactb 14 — NpeHTudmkaumsa n KonmyecTBEHHOe onpeaeneHve NpoAyKToB Aerpajaummn n3genunin ns ke-
pamMuku;

YacTtb 15 — WNaeHTudmKaumsa 1 KONMYECTBEHHOE OnpeaesieHre NpoayKToB Aerpajanumn n3aenuii us ve-
TasnoB U CrnaaBos;

Yactb 16 — MogenuposaHve 1 uccnefoBaHve TOKCUKOKMHETUKN MPOAYKTOB Aerpajauuun v BbIMbiBa-
HUS;

YacTb 17 — YcTaHOBMEHWE NOPOroBbIX 3HAYEHUI AN BbIMbIBAEMbIX BELLECTB;

Yactb 18 — WccnepoBaHne XMMUYECKMX CBOMCTB MaTepuasos;

Yactb 19 — WNccnepoBaHne hr3nKO-XUMUUECKUX, MOPAIOSIOTMYECKMX 1M Tonorpamyeckmx CBOMCTB Ma-
Tepuasnos;

YacTb 20 — lMpuHUMNbLI M METOABI UCCNef0BaHMS MMYHOTOKCMYECKOro AeACTBUA MEANLMHCKNX n3ge-
WA,

HacToswwmii cTaHgapT coaepXut TpeboBaHUs U MeToAbl MPUrOTOB/IEHNS UCCedyeMbIX NPo6, 1 BbIGop
CTaHAAPTHbIX 06pasLoB A1 NPOBEAEHUS UCCNef0BaHUIA C Lienblo OLEHKM G1ONOrMYeckoro AeicTBnua Meau-
LMHCKUX 13aenuii.

MeToAbl NpMroToB/IeHNA NPO6 AO/MKHBI YyUMTbIBaATh HA3HAYEHVe, NPMpoAY MaTtepuana v MeTofbl OLEHKN
610N0rMYecKoro AeicTens, BKIOYAA MUCNOMb3yeMble MOAESNbHbIe cpeAbl, NMPOAO/KUTE/IbHOCTb KOHTaKTa C
opraHnu3mMoM u gpyrve napametpsbl.
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M E X T OCUVY 4APGC CTUBETHHBbB 1 CTAHOAPT

N3LENNA MEANLNHCKUE
OLLEHKA BMONOMMYECKOTO AENCTBUA MEANLUHCKUX U3AENUI

YacTb 12
MpurotoBneHve Npo6 n KOHTPONIbHbIE 06pa3Lbl

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

[aTa BBegeHna — 2013—01—01

1 O6nacTb NpUMeHeHUA

HacToAwwii ctaHgapT ycTaHaB/iMBaeT MeTObl MPUroTOBNIEHNA NPO6 1 BbIGOPA KOHTPO/IbHbIX 06Pa3LIoB,
MCNO/b3yeMbIX A1 OLLeHKN BUO0rMYecKoro AeliicTB/A Mateprnanos U MegULNHCKUX n3genuii (aanee — nsge-
nwuii) B GUOI0TMYECKNX CUCTEMAXxX B COOTBETCTBUM CO cTaHAapTamu cepum 1ISO 10993. u BkIoUaeT B cebs:

- BbIGOpP MaTepunana ANs UccnefoBaHus;

- Bbl6Op penpe3eHTaTMBHON YacTu uUsgenus;

- MpUroTOB/IEHNE UCCefyeMOi Npobbl;

- 3KCMepMMeHTasIbHbI/ KOHTPOJIbHBIN 06paseL;

- BbIGOP KOHTPO/IbHLIX 06Pa3L0B U TPE6OBAHNSA K HUM;

- Bbl6OP KOHTPObHBIX 06pa3LL0B 415 AoKa3aTeIbCTBa NPUMEHUMOCTY TECT-CUCTEMbI /WK A1 OTHOCK-
TeIbHOro cpaBHeHUsi 6UONOTMYECKOl aKTUBHOCTW M3y4aeMoli Npoobbl:

- MPUroTOB/IEHNE SKCTPAKTOB.

HacTosAwwnii cTaHAapT He pacnpoCcTPaHAETCA Ha MaTepuasbl WU U3Lenus, coaepxaline G1MoTKaHu.

2 HopMmaTuBHbIE CCbINKM

B HacTosem cTaHfapTe MCNo/b30BaHbl CCbIIKU Ha cnefylolme HopMaTuBHbIE AOKYMEHTbI. Mpn gatu-
pOBaHHOW CCbl/IKe NPUMEHUMO TONBbKO YKasaHHoe usganue. Mpu cebiike 6e3 gatbl NPUMEHUMO NocnefHee nU3-
AaHve yKa3zaHHOro JoKyMeHTa, BK/Ioyas BCe NonpasKu:

ISO 10993-1:2003 Biological evaluation of medical devices — Part 1: Evaluation and testing (OueHka
610/10rMYEeCKoro AecTBmA MeauuUHCKMX nsgenuii. Yacte 1. OueHka n nccnegosaHns)

ISO 14971 Medical devices. Application of risk management to medical devices (M3genma meguumnH-
ckve. MNprMeHeHne MeHeaXMEeHTa pucka K MeAVLUHCKAM U3[ennsm)

3 TepMUWHbI 1 onpeaeneHns

B HacTosiLeM cTaHapTe NPYMEHEHbI crieaytoLime TEPMUHbI C COOTBETCTBYIOLLMMUN ONpeseieHUsaMu.

3.1 KOHTpO/bHbI pacTBOp: PacTBop, NpUMeHsAeMbIi A8 NPUrOTOB/IEHNA IKCTPaKTa, XpaHswuiica B
UAEHTUYHON EMKOCTY M NOABEPTaOLLMIACA TEM Xe YC/OBUSIM, YTO 1 pacTBOP C UCC/edyeMbIM MaTepuanom Bo
BPeMS 3KCTPaKLWK, HO He cofepxallunii ero.

MprnmevyaHune — KOHTPONbHbII pacTBOp npeAHasHauyeH 18 OLEHKM BO3MOXHbIX MOTPeWwHOCTeN, Bbi3BAHHbIX
€MKOCTbI0, UCNOMb3YeMOii Npu 3KCTPaKL UK, SIKCTPArMpyL e XUAKOCTbI ¥ NPOLECCOM 3KCTPaKLUN.

3.2 cTaHpapTHbIA o6pasel (CRM): Obpasel, BewecTBa (MaTepmana) c ycTaHOB/IEHHbIMU N0 pe3ysibTa-
TaM UCMbITAHUA 3HAYEHUSIMWN OLHOW UK 6onee BENNUYUH, XapakTepusyoLmx coCTaB UM CBOWCTBO 3TOroO Be-
lecTtsa (Matepuana) v garolmx BO3MOXHOCTb TOYHOTO ONpefesieHns KOSIMYECTBEHHbIX XapaKTepucTuk c
OTK/IOHEHUSAMMN Ha YCTAHOB/IEHHOM [OBEPUTE/IbHOM YPOBHE.

M3paHne ouumnansHoe
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3.3 3KcnepuMeHTaNbHbI KOHTPO/bHBIV 06pasel: O6pasel, BeLLecTBa C XOPOLLO U3YUYEHHbIMY peak-
LUMAMU. KOTOPOE MUCMO/b3YeTCst B KOHKPETHOW TECT-CUCTEME A1 NOMOLLUM NPU OLEHKE PeakL il TeCT-CUCTEMbI
Ha npeagMeT BOCMPOW3BOAMMOCTM U COOTBETCTBUSI.

3.4 3KcTpakT: PacTBOp, MOMyYEHHbI B pe3ysibTaTe 3KCTPaKuMu MccrefyemMoro matepuana uam KoH-
TPONbLHOrO MaTepuana.

3.5 romoreHHocTb: CBOICTBO MaTepuasia U ero B3aMMOOTHOLIEHME C BUONOTMYECKOl KOHEYHOM TOou-
KOWA. NPV KOTOPbIX €70 04HOPOAHAA CTPYKTypa UAKU COCTaB MO3BO/SIET NOC/NeA0BaTE/IbHO BbI3bIBATbL WAW NOC/IEe-
[loBaTe NIbHO He BbI3blBaTb KOHKPETHbI G1ONOrMYeckuii OTBeT.

MpumeuyaHune — KOHTPO/IbHLIN 06pa3eL, Ha3blBAIOT TOMOrEHHbLIM, C/iM GMOOTMYECKU OTBET HA KOHKPETHOE
UCMbITaHWE HAXOAMTCA a paMkax 0603HaUYeHHbIX MPeAesoB HeonpeAeeHHOCTU UCTbITaHUs, BHE 3aBUCUMOCTN OT MapTum
WU Cepun NCXOLHOTO Matepuana fas cTaHgapTHoro obpasua-

3.6 oTpuuaTenbHbIli KOHTPONbHbLIA ob6pasel: /1060l AOCTATOYHO OXapakTepus3oBaHHbIV o6pasel,
maTepuana unu BelLecTBa, KOTOpblli, NoABeprasicb NCCAef0BaHMIO MO ONUCAHHON MeToAuKe, NoKasbliBaeT Npu-
rofiHOCTb 3TO METOAMKM ANS NOSTyYEHUS BOCNPOM3BOAVMMOIO, COOTBETCTBYIOLLEIO OTPULLATE/IbHOTO, Hepeak-
TUBHOIO AN MUHNMAJIbHOTO OTBETA B TECT-CUCTEME.

MpnMeyaHune — Ha npakTuke B Ka4ecTBe OTPULLATE/IbHOTO KOHTPO/LHOTO 06pasLa MCNob3yT KOHTPO/bHbIE
o6pasupbl, HO Takke BO3MOXHO NPUMEHeHEe DOHOBbIX U 3KCTParnpyembix pacTBOPOB.

3.7 NMonoxuTenbHbIi KOHTPO/IbHLIN 06pasel: J/Iloboit AOCTATOYHO OXapaKTepu3oBaHHbI obpasel
maTepuana uam BelLLecTBa, KOTopblli, NoABeprasicb Nccaef0BaHMI0 MO ONUCAHHON METOAMKE, NOKa3biBAET Npu-
rOAHOCTb 3TON METOAMKM ANS NOMYyYEHUS BOCNPOU3BOAMMOro, COOTBETCTBYIOLLENO MOIOXUTENBHOTO UK peak-
TUBHOTO OTBETA B TECT-CUCTEME.

3.8 KOHTpONbHbI 06pasel; CO: Obpasel, MaTepuana Win BewwecTBa ¢ YyCTaHOB/EHHLIMU 3HAYEHNS-
MU OfHOW MIn 6o5ee BENYMH, XapaKTepU3YHLMX COCTaB WMAN CBOWCTBO 3TOro BellecTBa (MaTepuana), u
npeAHasHauyeHHbIA ans KannGpPoBKM annapaTypbl, OLEHKA METOAa U3MEPEHWUS WU ONpefeneHns Konnyec-
TBEHHbIX XapaKkTepucTuk matepuana.

[ISO PykoBoacTteo 30. onpegenexve 2.1]

MpumeuyaHue — BHacTosILLEM CTaHAaPTE KOHTPO/bHBLIM 06pa3LoM SBNSIETCs N1060I 40CTATOUHO OnpejeseH-
HbIli 06pasel, Matepuana uam BeLWecTBa, KOTOPbI, NMOABEPrasicb UCCeA0BAHMIO MO OMUCAHHOM METOAMKE, MOKa3biBaloT
NPUrofHOCTb METOAMKM A/1si NOyYEHNsi BOCNPOM3BOAMMOTO, NPEACKasyeMoro pesysbtara. Pe3ynbTaT MoXeT 6biTb NOM0XM-
TEJIbHBIM WM OTPULLATE NbHBIM.

3.9 cTabnnbHOCTb KOJIMYECTBEHHbIX XapakTepucTuk: Cnoco6HOCTL MaTeprana noaaepXxuBatb KOH-
KPETHbIN YCTAHOB/IEHHbIN GUOMOrMYECKNA OTBET B paMkax 0603HAYEHHbIX NPeAenoB Npu XpaHeHun npu 06-
03HAYEHHbIX YC/IOBUSIX B TEYEHWNE ONPEeNIEHHOr0 NepMoa BPEMEHMN.

3.10 nccnegyemblii MaTtepuan: Matepuan, usgenuve, 4acTb U3genms M60 ero KOMNOHEHT, NPoby KoTo-
poro oTéupatoT A48 6UMOA0rMYecKoro NaM XMMNYECKOro nccnefoBaHus.

3.11 mopgenupyemas aKCcTpakuusa: DKCTPakuus, NpoBOAALAACS METOA0M, MOAENMPYOLWUM UCMO/b30-
BaHVe U3genuns, u AeMOHCTpUpYyoLas CoOTBETCTBUE TPEOOBAHNAM HACTOSLLENO CTaHAapTa OLEHKOW YpOBHel
BbIMbIBAEMbIX 13 U3[ENIA MaTepranoB, KOTOpble BO3AEWCTBYIOT Ha NauyeHTa uiu nofb3oBaTesns npyu cooTee-
TCTBYHOLLEM MCNOJSIb30BAHUN U3AENNS.

MpumeyaHune — AHannTnueckas nabopatopus ob6sisaHa NPOAEMOHCTPUPOBATbL, YTO MOLENMpyeMast IKCTpak-
LMsi NPOBOAMTCSA NpY YCNOBUAX HanbosbLuel Tpe6oBaTeIbHOCTY K MpeAnonaraeMomy UCnosib30BaHuio. MogenmpoBaHue
MCMONb30BaHWs M3eNns NPOBOAMTCS C yYeTOM TOro, YTO U3AeNuio NpucBavBaeTcs Haubosee cTporasi BO3MOXHas kaTero-
pus No ANMTENBHOCTU BO3AENCTBUSA, & TAKKE NMPUHUMAKOTCS BO BHUMaHWE 3afeiiCTBOBaHHbIE TKaHW W TemnepaTypa Bo3-
aeictaus.

3.12 npeyBenuyeHHas aKCTpakuma: Niobas JKCTpakuuna, npeaHasHayeHHasa ana nosayyvyeHuna 60nbLLero
KO/indecTtBa BblAeNnAemMoro XMMmn4eckoro KOMnoHeHTa no cpaBHEHUO C KO/INYECTBOM, Bblpa6aTbIBaeMbIM npu
MOAeIMpyeMbIX YCNTOBUAX NCNOJIb30BaAHUA.

MpumeyaHune — lNpeyBennyeHHan SKCTPaKUUA MOXET NPUBECTU K XMMUYECKUM N3MEHEHNAM 3KCTparnpyemo-
ro matepuana waun seuwiectsea.

3.13 yckopeHHas akcTpakuus: /liobas akcTpakuums, onpeaensiolas U3MepeHnusi MaTepuasnos, BbiMbl-
BaeMbIX 13 U3AeNns UK MaTepuasna, Ucrosb3ys yC/I0BWSI, KOTOPbIE COKPALL AT BPeMs BbIMbIBaHUS BELLECTB B
3KCTPArMpyoLLYI0 XUAKOCTb, HO HE MPUBOAAT K XMMUYECKUM W3MEHEHUSM 3KCTParnpyemMbixX BELLECTB.
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NMpumeuaHue — MNpumepamn yc/oBU YCKOPEHHOVW IKCTPAKLUM SBMISIOTCSA: MOBbILUEHHAs TEMNnepaTypa, Bo3-
6YX/EHNe. CMeHa 3KCTParnpyioLei XuaKkocTu, u . 4.

3.14 ncyepnbiBawLWwan aKCTpakyna: SKCTpakunsa 40 MOMEHTA, Korja KoJiMyecTBO BbIMbIBAEMOTO Ma-
Tepuana B nocneayioLLelt akcTpakLuum coctaBnseT MeHee yem 10 % konmuecTsa, 06HaPYXXEHHOrO B NepBOHa-
YasnbHO 3KCTPaKLuW, AN [0 MOMEHTA, KOrfa aHaIMTUYeCKn 3HaunMTeTlbHOe MOBbILLEHNE COBOKYMHbIX YPOBHe
BbIMbIBAEMOr0 MaTepuasna He HabnwgaeTcs.

MpumeuyaHune — Tak Kak UCUePNbIBAKOLWMUIA XxapakTep 06HAPYXeHWs OCaAKOB MPOLEMOHCTPUPOBATL HEBO3-
MOXHO. NMPUMEHSAETCS ONpPeAe/ieHNe NCUHEPNbIBAIOLEN IKCTPAKLMM, NPUBELEHHOE Bbile. Takke cM. npunoxexue C.

4 OcHOBHbIe TpeboBaHUA

4.1 Kak onucaHo B 1ISO 14971, npu onpefeneHnn onacHOCTW U OLLEHKE pUcKa MeAULMHCKUX U3Aenuii,
OMacHOCTb, BO3HMKalOLLaa B pe3ysibTaTe U3MEHEHW B npoLiecce NPOM3BOACTBA U HEOCTATOYHOrO KOHTPO-
N5 NPOU3BOACTBEHHOIO MpoLiecca, A0/MKHA 6bITb yUTEeHa Npy N1aHMpoBaHUM 1 NOAroToBKe 06pasLoB AN1S nc-
NbITAHWA N NPUrOTOBIEHUN IKCTPAKTOB U3 3TUX M3denuin. Ocoboe BHMMaHve cnefyeT yAensiTb OCTATOYHbIM
BellecTBaM 3TUX MPOU3BOLCTBEHHLIX MPOLECCOB, HanpuMep, OCTaTOYHbIM BeLllecTBam, OYUCTUTENAM U
Ae3nHgekTaHTam.

4.2 Tak kak ISO 10993 onncbiBaeT MHOXECTBO Pa3/IMYHbIX CUCTEM GUOMOrMYECKMX UCCNefoBaHni, He-
06X0ANMO CBEPUTLCA C UHAMBUAYa/IbHLIMY CTaH4apTaMu AN onpefeneHns NpUroqHoCT! faHHbIX PEKOMEH-
faunii 4Na KOHKPETHbIX TeCT-CUCTEM.

4.3 DKcneprvMeHTasbHbI KOHTPObHbIV 06paseL, UCNONb3YIOT AN NOATBEPXKAEHUS METOANKN TECTUPO-
BaHWA U/WNn gNs cpaBHEHUS pesynbTaToB pasHblX MaTepuasnos. B 3aBUCHMOCTM OT TOro, Kakoil MeTog uccne-
[0BaHNA 6GMOMOTMYeCcKOro AeicTBUA  UCMONb3YIT, B KayecTBe MNOAXOAALEro MoOXeT OblTb BblGpaH
oTpuUaTeNbHbIA MAN MONOXUTENbHBIA KOHTPOMbHbIV 06pasel, M60 KOHTPObHbLIV pacTBop.

NMpumeuyaHue — OfVH 1 TOT Xe KOHTPO/IbHbINA 06pa3el, MOXET 6bITb UCNOMNL30BaH B Pa3/iMUHbIX METo4ax uc-
ClleloBaHUSA N MOXET [OMYyCKaTh NEPEKPECTHbIE CChIIKM HA APYIMe YCTAHOBEHHbIE MATEPUaIbl U METOAbl UCC/IEA0BAHUS.
[ononHuTensHoe pPyKOBOACTBO MO BbIGOPY IKCMEPUMEHTANbHOTO KOHTPO/bHOTO 06pasiia NpMBeAEHO B MPUIoXeHun A.
Mcnonb3oBaHne nosiokK1TENIBHOTO KOHTPO/ILHOTO 06pasua 4/ UCMbITaHWIE In Vivo MOXET 3aBUCETb OT HOPM 6/1aronosy4ns
XWUBOTHbIX.

5 KOHTpoOsibHble 06pasLybl

5.1 O6wwne nonoxeHus

KoHTposbHble 06pasLbl NPeoCTaBAsa0T CneuMan3npoBaHHble opraHusauum. 3T opraHusauum onpe-
[ensioT 06beM XMMUYECKnX, hr3nyeckux 1 6MoNorMyecknx XxapakTepucTuk. Vimetowecs B npogaxe obpasubl
n3genuii, NPUMeEHsieMbIX B MeAULMHCKON NpakTuke, MOTyT OblTb MCMNO/b30BaHbl B KaYeCTBE KOHTPOJIbHbIX
06pasuoB.

MpumeyvaHune 1— Cwm. Pykoeogactso ISO 35.

CTaHfapTHbIi o6paseL, BbIGUPAIOT C yHEeTOM €ro BbICOKOW CTENEHN YUCTOTbI, Creunduryecknx xapakre-
PUCTVK. COOTBETCTBUSA NpeAnonaraeMomy NpMMeHeHIo 1 obeli gocTynHocTu. Cneyunduyeckue xuMmyeckue,
chmsmyeckne n GMONOrMUECKNE XapakTEPUCTUKM ONPeAensioT Npyu Mexn1a6opaTopHbIX UCCEef0BaHUAX B TPEX
unu 6onee nabopaTtopuax, N NPefoCTaBMAATCA UCCeA0BATEO NOCTaBLLMKOM.

NMpumevyaHune 2— [ns nonb3oBaTeseil xenaTenbHO NOMYYEHNE 3aBEPEHNS OT NOCTABLYUKOB KOHTPOJIbHbIX
06pasLoB UM CTaHAaPTHLIX 06Pa3L 0B, YTO 3T MaTepuansl 6yayT [OCTYNHbI NONb30BATE/O MO MeHbLUEl Mepe NATb JeT.
BTOpbIM, MeHee xenatefibHbIM BapuaHToM, ABAsieTca Ny6avKaLms NCTOUYHNKOB KOHTPO/IbHBIX 06pa3sLoB UKW CTaHAAPTHbLIX
06pasL 0B «OTKPLITON DOPMY/bi» MaTepuana, T. e. Ny6aMKauua UCX04HbIX MaTepranos v agetaneii o6paboTki, Heo6xoam-
MbIX 4151 06eCneyeHnst O4HOPOAHbIX NApPTUIl KOHTPONbHbLIX 06pa3LoB.

5.2 CepTudukaums KOHTPONbHbIX 06pasLoB 45 uccnefoBaHns 6uonornyeckoin 6esonacHocTu

521 KBanndumkaymsi KOHTPONILHOTO 06pa3La SABMsSETCA NPOLEAypPO, KOTOpasi ycTaHaB/IMBAET YNCTIEH-
HOEe WU KONIMYeCTBeHHOE 3HaYeHne 61010rMYeckoro oTBeTa MaTepruana npu onpeaeneHHbIX YyC0BUsX UCTbI-
TaHus. o6ecneurBas BOCNpPOM3BOAMMOCTb OTBETA, Kak B 1abopaTopHbIX, Tak U B MeX1a60paToOpHbIX YCIOBUSIX.
[JmanasoH 6M0I0rMYecKUX OTBETOB, CBA3AHHbLIX C MATEPMAIOM, YCTaHABMBAIOT NyTeM f1abopaTopHbIX uccne-
[lOBaHWiA.
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5.2.2 Martepuansl cepTUULMpyTCS NOCTaBLLMKaMy KOHTPObHLIX 06pa3LoB. MocTaBLvK onpeaenseT
npeaesibHble XMMUYeckne n usnmyeckne xapakrepuctukn. OTaenbHble 1abopaTopum, UCMNOMb3YHLWNE KOH-
TPO/bHble 06paslbl, ONpeaenstoT GUONIOTMYEcKY0 XapakTepUCTUKY, HEOBXOANMYIO AN YTBEPXAEHUS KOH-
TponbHOro o6pasua ANns onpeAeneHHOro UCMNbITaHust UK npoueaypbl. MaTtepuanbl, UMelLwmecs B Npoaaxe,
MOTYT UCMO/Ib30BaTbLCS Kak KOHTPO/IbHbIE 06pa3Lbl, €C/IM OHU CEPTUIMLMPOBAHbI U NPUTOAHbI 4151 UCTIbITAHWIA.

5.2.3 CepTudmkaums KOHTPOIbHOTO o6pasua siIBsieTcs NpoLeaypoii, koTopas ycTaHaBMBaET Kayec-
TBEHHOE WU KOJIMYECTBEHHOE 3HAYeHue BMOI0NMYEeCcKoro OTBeETa Marepvana npu onpeaesnieHHbIX YCIoBusIX
UCMbITaHWS. DTOT NPOLLECC CNYXUT 4N151 YTBEPXKAEHUS UCNbITAHWSA MaTepuasia Ha KOHKPETHbIN OTBET M NPUBO-
OWT K Bblgade cepTudmkaTa. bronornyeckuii 0TBeT Ha MaTepuasl ycTaHaB/IMBatoT NyTeM MexnabopaTopHbIX
nccnefoBaHuii.

6 Wcnonb3oBaHue KOHTPOJIbHbIX O6pa3LI,OB 0143 SKCNnepuMeHTa/ibHOIro
KOHTPOJIA

6.1 KOHTpO/ibHble 06pasLbl MM CTaHAapPTHbIE 06pasLibl UCMOMb3YIOTCA B GMOMOTMYECKUX UCTIBITAHKSIX
KaK KOHTPO/IbHbIE MaTepnasibl, AeMOHCTPUPYIOLLME NMPUTOAHOCTL NPOLEAYPb! ANs NOYYEHNUs] BOCNPON3BOAM-
MOro pesy/ibTarta, MojoXMTENBHOTO U/UKM oTpuulaTensHoro. Jlio6oii Matepuasn, UCnofb3yemMblii TakuM o6pa-
30M. XapakTepu3yeTcs NMpW Kax Aol npoueaype GMoIorMYeckoro CNbITaHus, 4151 KOTOPOi XOTST NCMO/b30BaTh
matepuas. MaTtepuas, oxapakTepu3oBaHHbIil 1 3aTeM cepTUULMPOBAHHbINA A8 0AHOTO KOHTPO/IBHOTO METO-
[la uccnefoBaHusa UM OTBETa, HaNpuUMep, rMnepyYyBCTBUTENIbHOCTM 3aMea/IeHHOrO TUNa, He LO/KEH UCTOfb-
30BaTbCsl KaK KOHTPOJIbHLIA o6pasel, Ans APYroro, Hanpumep, LUTOTOKCUYHOCTW, 6e3 4OMOSHUTENIbHOrOo
YTBEPXAEHUS.

MpumeuyaHune — Mcnonb3oBaHre KOHTPONIbHOTO o6pa3ua oberyaeT caMueHne pesynbTaTtoB B pasHbix Na6o-
paTopusix v momoraeT Npu OLEHKE BOCMPOM3BOAUMOCTU Pe3ybTaToB UCMLITAHUA B OTAE/bHbIX Nadopatopusx. [Ans cpas-
HeHus 6MOoNOrMyYeckoro oTeBeTa XenaTeslbHO WCMOJ/b30BaTh KOHTPOJIbHbIE 06paslibl C AManasoHOM OTBETHbIX peakuui,
Hanpumep, MAUHUMAabHbIA, CPeAHNA NN Pe3Kuii.

6.2 KoHTponbHble 06pasLbl, MCNOJb3yeMble B KAUeCTBE 3KCNEPUMEHTa/IbHOTO KOHTPO/ISA, AO/DKHbI YA0B-
NeTBOPATb YCTAHOB/EHHbIM TPe60BaHUAM K Ka4ecTBy, rapaHTMpyeMoMy npoLeaypamMv 3roToBUTENS U UCMbI-
TatenbHoOW nabopatopun. OHM JOMKHBI CONPOBOXAATLCA CBEAEHNAMU 06 UCTOYHKKE, N3rOTOBUTENE, CTeNeHn
yncToTbl 1 TUNe. KoHTponibHble o6pasubl 06pabaTbiBaloT COrIacHO NOMOXeHNAM pasgena 8.

6.3 KOHTpO/ibHble 06pasLbl, UICNOMb3yeMble B KAYECTBE IKCMEPUMEHTASIbHOTO KOHTPO/ISA, [O/MKHbI Haxo-
AMTbCA B TOM Xe Knacce matepuanos, 4TO 1 uccrnedyemslii obpasel, T. €. NOAMMep, Kepamuka, MeTasn, Konio-
ua. T.4. TeM He MeHee, YACTble XMMUYECKNe BELLLeCTBa MOTYT 6biTb UCMO/b30BaHbI 419 3KCNEPUMEHTa/IbHOIO
KOHTPO/IA NpoLeAyp UCnbITaHWi, OCHOBAHHOM Ha MeXaHu3Me AelCTBUSA, HanpuMep, NPo6bl Ha FrEHOTOKCMYHOCTb
1 Ha UIMMYHHYI0 TMnepyyBCTBUTE/IbHOCTb 3aMefIEHHOTO TUNa.

7 Bblbop o6pasua onisa nccnegoBaHus

7.1 VccnepoBaHvio NofBepratoT n3genne B roTOBOM K NPUMEHEHUIO BUAE UK matepuansl, obpaboTaH-
Hble TakKXe. Kak 1 rotoBoe nsgesnune (cm. ISO 10993-1). nam cooTBETCTBYHOLIME SKCTPaKThI 1H060r0 13 BbiLLene-
peuncneHHoro. Belibop nccnegyemoii Npobsl Ao/MKEH 6GbiITb 060CHOBAH.

MpumeyaHue — Bcayyae Matepuasnos, OTBEPXAAEMbIX in Situ, MOTYT 6bITb HEO6XOAUMbI Pa3/UHbIe Ucce-
AyeMble 06pasLbl, 0OTpaxatolme OTBEPXAEHHbI MaTepuan n ero HeoTBepX4EeHHOe COCTOsHUE.

7.2 B cnyyae HEO6XO0AMMOCTU UCTbITAHWS SKCTPaKTa MPUMEHSIIOT Takyto e npoleaypy Bbi6opa npobbl
ANA “ccnefoBaHus.
8 MpuroToBrieHNe nccreagyemMoli Npobbl N KOHTPOILHOTo 06pasLa

8.1 Wccnepyemble Npo6bl M KOHTPO/IbHbIE 06pasLibl He06X0AMMO 06pabaThiBaTb B YC/I0BUSX, UCK/IIOYA-
IOLMX KOHTaMMHaumio. BellecTBa, o6pasoBaBLUMECs] B MPOLIECCE MPOW3BOACTBA, OUYMUCTKU, CTEPUIN3aLMN 1
T. M., C/IeAyeT CuUMTaTh HEOTHLEM/IEMOI YACTbIO U3AE/Ns, ero YacTy UM KOMMOHEHTA.

NMpumeyaHune — [lonoNHNTENbHOE PYKOBOACTBO NO MPUrOTOB/IEHNIO PACTBOPOB KOHTPOJIbHLIX 06pasL,0oB Npu-
Be/leHO B NpuUioxeHun B.

a) Pa6oTy ¢ uccnegyemMbimMy Npo6aMu CTePUSbHbIX U3LENIA N KOHTPO/IbHLIX 06PasL0B cresyeT NpoBo-
AUTb ¢ y4eToM Tpe6oBaHuii acenTuku, ecim 3To COOTBETCTBYeT MeToAUKe UCC/e0BaHus.
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b) Ecnu na nccnefoBaHve NocTynatT HECTEPUIbHBIE U3AENUSA, KOTOPbIE JO/IKHbI ObITb CTEPUIN30BAHbI
nepes NPMMEHEHUEM B MeJMLUUHCKOW NpakTuke, TO TakMe obpasubl nepes uccriefoBaHMeM CTEPUIN3YHOT Me-
TOLOM. peKOMeH0BaHHbIM U3rotoBuTenemM. Pa6oTy ¢ HUMU NPOBOAST C y4eTOM TpeGoBaHUiA acenTukK, ecu
3TO COOTBETCTBYET METOAMKE UCCNEfOBAHUS.

c) Ecnu uccnepyemble nNpobGbl YUCTSAT Nepes ctepunusauueis, npyu Beibope 1 paboTte ¢ Uccnenyemoit
npo60oii AOMKHO GbITb YY4TEHO BAMSHME NPOLECCa OYUCTKM U OUUCTUTENS.

8.2 Ecnu gns uccnepoBaHusi HEOGXOAMMbI CTEPW/IbHbIE UcCiefyeMmble NPo6bl, AOMKHO GbiTh YUTEHO
BANAHKE CTepunusaunn.

8.3 Ecnu nccneayemble Npo6bl M KOHTPOSIbHbIE 06pasLbl TpebyeTca paspesaTth Ha YacTy, Kak On1caHo B
10.3.3. nepeuncneHune b). cnemyet yunuTbiBaTb BANSAHWE NOBEPXHOCTEN, He NoaBepraBLUNXCA paHee 06paboT-
Ke. HanpumMep, NPOCBETOB WM NOBEPXHOCTel cpe3a. [Mpy paspes3aHnyn MeauuUHCKUX U3genuii Ha TUNUYHble
o6pasLpl crnegyeT UCNob30BaTh TEXHUYECKME NPUEMbI, UCK/TOYAOLLNE KOHTaMUHALMIO.

9 BbI6GOp penpe3eHTaTUBHbIX YacTeil n3aenus

9.1 Ecnv HEBO3MOXHO NMPOBECTU UCCMef0BaHNe Lieloro U3enus, kaxaas otaenibHas YacTb roTOBOrO K
NMPVYIMEHEHWIO U3AENNS, KOHTAKTMpPYHOLLLan ¢ TKaHAMW opraHn3mMa, fomkHa 6bITb NpeacTasieHa B uccnenyemMoi
npo6e B COOTBETCTBYHLLMX NPONOPLUSX.

a) O6pas3subl N34enuii ¢ NOBEPXHOCTHbLIM NOKPLITUEM JO/IKHbI COAEPXKATb MaTepran NoKPbITUS U OCHOB-
HOI MaTepuarn, faxe ecnu cybcTpaTt He KOHTaKTUpYyeT C TKaHAMM.

b) O6pasel, fO/MKEH codepXaTb TUMUYHYI0 YaCTb COEAMHEHNA WM CKNENKX, ec/in NpU Npou3BOACTBE
4YacTu U3Aenus, BXoAsLLEen B KOHTaKT C NauMeHToM, NCNob30Bany afresms, paguoyacToTHOE COeiMHEHME UK
CKNeiiky pacTBopuTesnieMm.

9.2 KoMno3uTHble MaTepuanbl UCCMeAYIOT Kak KOHeuYHble u3fenus.

9.3 Ecniu B cOCTaB U3Aenuns BXOAAT pa3/iniHble Matepuasbl, Npu Bbibope obpasLia Heo6X04MMO y4ecTb
noTeHunanbHble BO3MOXHOCTM CMHEPIU3Ma U APYrUX B3auMOAENCTBUNA.

9.4 O6pasel, MOXeT 6bITb BbIOpaH C y4eTOM MakCUMasibHOr0 BO34,EeMCTBUSI TECT-CUCTEMbI HA KOMMOHEH-
Thbl U3AE/IMSI C U3BECTHOW NOTEHLMaNbHOW 61OOTMYECKON aKTUBHOCTbHO.

10 MpurotoBfieHNEe 3KCTPaKTOB U3 UCC/lefyeMbIX MaTepuraioB

10.1 OCHOBHbIE NOMTOXEHNSA

Ecnu nccneposaHve TpebyeT NpYMeHeHNs 3KCTPakToB, MOAe bHasA cpeja 1 yc/ioBus npoLiecca akcTpak-
LM AO/DKHBI COOTBETCTBOBATL CBOMCTBAM M Ha3HAuYeHWI0 FOTOBOTO K NPUMEHEHUIO U3AeNns, a Takke Lenn uc-
cnefoBaHvsa, Hanpumep, onpefesieHVe OnacHoOCTU, BbIYMC/IEHME puUCKa UK OueHka pucka. MNpu Bbibope
YC0BUIA 3KCTPaKL 1 He06X0AMMO YunTbiBaTh (DU3NKO-XMMUYECKe CBOCTBA MaTepuasnios U3aenns, BbiMbiBa-
eMblX BELECTB UM OCTATOUHbIX BeLlecTB. 115 OTAeIbHbIX 6M0N0rMYecKnX nccnefoBaHunii, ONUCaHHbIX B Apy-
rMx crtaHgaptax cepumn ISO 10993. cyuwecTByloT ocobble TpeboBaHUA K MPUTOTOBEHUIO 3KCTPaKTOB U3
06pa3uoB. B aTom cnyyae TpeboBaHNS COOTBETCTBYHOLWMUX cTaHAapToB ISO 10993 6yayT MMeTb NpUopuTeT NO
cpaBHeHWI0 ¢ TpeboBaHNAMM HACTOSLEro cTaHaapra.

NMpumeyaHue — [onoNHUTENIbHOE PYKOBOACTBO N0 3KCTPaKLuMu 06pasLoB NpuBeAeHo B NpunoxeHum C.

10.2 KoHTelHepbl 4NA 3KCTpakyum

10.2.1 SKCTpakLuuMio MPOBOAAT B YNCTbIX, XMMUYECKN NHEPTHbIX, FEPMETUYHBIX EMKOCTSAX, UMELWMX MU-
HVMasibHOoe CBO60AHOE NPOCTPAaHCTBO.

10.2.2 [ins obecneyeHns TOro, 4ToObl EMKOCTU /1A IKCTPAKLUM HEe 3arpsA3HUIN MOLeNbHYH0 cpefy, Ta-
Kne eMKOCTU [O/KHbI ObITb:

a) 6opOoCUIMKATHBIMU CTEK/TIAHHBIMU NPOGUPKaMU C KpbILLKaMu/MpobkaMu Ha MHEPTHOI Npoknaake [Ha-
npumep. nonu(teTpadyopoaTunieH)];

b) APYrMMUN MHEPTHBIMW EMKOCTSAMM 415 3KCTPaKL MK COrnacHo TpeboBaHnaM A5 KOHKPETHbIX MaTtepua-
noB u/unu npoueayp sKCTpPakLuu.

10.3 Ycnosus U MeTofbl 3KCTpakLuu

10.3.1 YCcnoBus aKCTPakLUyM OCHOBbLIBAKTCA Ha CYLLECTBYHOLLEl NpakTMKe 1 060CHOBaHbI NpeaocTaBse-
HWeM CTaHapTHOro NoAxoAa, KOTOPbIVi BO MHOrOM SBASETCA NpYem/ieMbiM NpeyBenyeHnem Ncnosib30BaHns
nsgenus. JKCTpakuuio cnegyeTt NpoBOAUTb NPU OAHOM U3 PEXUMOB, NPUBEAEHHbIX HUXE:

a) (37 W) °Cs TeueHne (7212) v;
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b) (50 2) EC B TeueHue (72 + 2) u;
c) (70 12) EC B TeueHue (24 + 2) u;
d) (121 s.2) EC B TeyeHue (1i 0.1)u.

MpruMeyaHune — IKcTpakuus npu temnepatype (37 r1)*C B TeueHue (24 1 2)4 B KyNbTypasibHOW cpese MOXeT
6bITb NPUEMNEMOI ANS NccnefoBaHUsA LUTOTOKCMYHOCTM. CM. ISO 10993-5.

YcnoBua aKCTpakuumn, OnucaHHble Bbille, UCMOMIb3yeMble 4718 NpeAocTaBNeHns MacliTaboB NOTEHLM-
a/lbHOrO puUckKa, AN1A OLLEHKM puUcKa U3fenva Win marepuana, OCHOBbIBAOTCA Ha NpPefLecTBYOLEM OrnbITe.
MoryT 6bITb UCMONb30BaHbI U ApYrue YCN0BUS 3KCTPaKL UK, UMEIOLMEe MEeCTO NPU KIMHUYECKOM WUCNOoMb30Ba-
HUK. TMB0 NpefocTaBALIME afeKBATHYIO0 OLEeHKY MOTEeHLMabHO/ ONacHOCTU: HO B 3TOM C/ly4ae OHW J0S1-
XHbl 6bITb ONUCaHbl 1 060CHOBAHbI.

JKCTpaKLus ABNSETCA CMOXHbLIM NPOLLECCOM, Ha KOTOPbI 0Ka3biBalOT BAUSHWE BPEMS, TeMnepaTtypa, co-
OTHOLLEHME N/IoWaAn NOBEPXHOCTH M 06bema, aKkcTparmpyrwas cpefa n asoBoe paBHoBecue’ ' matepmana.
Heo6x041MMO yunTbIBaTb BAUSHWE BbICOKOW TeMnepatypbl 1 APYrnX YC/I0BWIA HA KMHETUKY 3KCTpaKuun U ngeH-
TUYHOCTb MOAE/bHbLIX CPes, NPy NPOBEeAEHUN YCKOPEHHON UK NpeyBeIMYeHHOR 3KCTpaKLum.

Hanpumep, npu ncnosib30BaHWM NOBLILEHHbIX TEMMEePaTyp CYLLECTBYIOT jBE€ BO3MOXHOCTU:

1) 3Heprnsa BbICOKONW TemnepaTypbl MOXET Bbl3BaTb yBe/iMueHHoe obpasoBaHve nonepeyHbIx CBs3ei
n/vnn nonMmepusauunio Nnosimmepa U. Takum o6pasom, CHU3UTb KOIMYeCTBO CBOGOAHOIO MOHOMepa AN Murpa-
Lumn 13 nonmmepa:

2) BbiCOKas TemnepaTypa MOXeT Bbl3BaTb (OPMUpOBaHNE NPOAYKTOB Aerpajauny, KotTopble 06bIYHO He
NPUCYTCTBYIOT B TOTOBOM U3Ae/IMN B YC/IOBUSAX KITMHUYECKOTO NPpUMEHeHNs.

10.3.2 [lna matepuasios, pacTBOPAIOLLNXCA UM BCACLIBAIOLMXCA B YCNOBUAX KIMHUYECKOTO NpUMeHe-
HUS. He06X0AVMMO CNefoBaThb YCI0BUAM IKCTPAKLMM, onncaHHbIM B 10.3.1. 10 BO3MOXHOCTU, 3KCTPaKLMIo Npo-
BOAAT NPV MCMOJ/Ib30BaHUN COOTBETCTBYHOLLEH IKCTparmpyoLLLei XXnaKocT 1 yCnoBuii BpemMeHn/TeMneparypbl
ANna muTauun Bo3geicTeus. MoxeT 6biTb HEO6XO4MMO NOMHOE pacTBOPEHNMeE.

10.3.3 [lnsa onpefeneHns Heo6X0AMMOro o6bema IKCTparupytoLen Xnakoctu MOXHO MCMOJb30BaTb
CTaHAapTHYIO nowab NOBEPXHOCTW. Takas nsaowab BkIoYaeT 06Lyto naowans ob6enx cTopoH obpasua v
nckloYaeT HeonpeeneHHble HEPOBHOCTU NOBEPXHOCTU. Ecnu koHdurypaumsa obpasua He No3BonAeT onpege-
NUTb Naowagbs NOBEPXHOCTW, Heob6XO0AMMO WCMO/b30BaTh COOTHOLUEHWEe Macca/obbem akcTparvpytoLeli
Xugkoctu. Cm. Tabnuuy 1.

a) BO3MOXHO MCnosib3oBaHne ApYrux COOTHOLWEHWI Naowaan NoBepPXHOCTM 1 06bemMa MOLEeNbHON cpe-
[bl. HanpuMep, CBA3aHHbIX C OLLEHKON NOPUCTLIX MaTepUasnos, €C/IM OHU MOAENMPYIOT YCI0BUSA KTMHUYECKOTO
NPUMEHEHNS UKW AaKT OLEHKY NOTEHLMaNbHON ONacHOCTH.

b) Martepunasnbl He06X04MMO paspesaTtb Ha MesiKue YacTy nepes aKCTpakuuen Ans ynyylweHns norpyxe-
HUS1 B 9KCTPArnpyoLLyto cpefly. KpoMe Tex ciyyaes, Korga ato Henpuemsaemo (Hanpumep, cm. 10.3.4). Hanpu-
Mep. 4719 NONNMepoB nNpuemsieMbl YacTu pasmepamu npumepHo 10 * 50 mm nnm 5 * 25 mMm.

Ta6bnuya 1— CraHgapTHble naowWagn NoBEPXHOCTU U 06beMbl 3KCTparvpyoLei XuaKocTn

COOTHOLLEHME MPU IKCTPaKLymM (MoLagb

T MHa, MM .
OniyHa, NoBepXHOCTN UK Maccatobbem) i 10 %

Mpumepbl MaTepuasioB

* 0.5 6 CMr/MN MneHka, NUCTbl U CTEHKM TPY6OK

OT1 0.5 g0 1.0 3 cm3'Mn CTeHKn Tpy6OK, NNacTuHbl, He6onblune nn-
Tble usgenvs

> 1.0 3 emt/mMn KpynHble nuTble nsgenus

>1.0 1,25 cm*/mn OnacToMepHble MOKPbITUA

da3oBoe paBHOBecHe TBEPAOro maTtepuana BO BPEMS 3KCTpakuuu onpegenseT OTHOCUTENbHOE CoAepxaHue
amopdHoii 1 KpucTannuueckoli as. ns amopdHoli hasbl TemnepaTypa pa3oBoro nepexosa (CTeKNoBaHuUs) ~onpepne-
NseT NOABMKHOCTb NOIVIMEPHOI Lenun 1 CKopocTb Anddy3nmn B aHHON hase. O6bIYHO CKOPOCTb Anddy3nn Nnpy Temnepa-
Type Bbllle Tp3HAUNTENbLHO Bbille CKOPOCTU Anddy3nmn npu 6onee HU3KOW Temnepartype. B kpuctannuyeckoi ase cko-
pocTb Andpdhy3nn Hambonee HW3Ka. YCNOBUA 3KCTPaKLMUW HE AO/KHbI M3MeHATb (ha3oBOro paBHOBeCUs maTtepuana.
M3meHeHne ha3oBOro paBHOBECHS MOXET NOBMeYb 3a CO6Ol M3MEHEHME KONTMYeCcTBa U CTPYKTYpPbl 3KCTparnpyembix Be-
wecTs. B uameHeHnun pazoBoro paBHoBeCHS MOXHO Y/[0CTOBEPUTLCS, UCNO/b3YA METOA CKaHupytoLleli guddeperHumnans-
HOIi KanopuMeTpum.
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OkoHuyaHue Tabnuubl 1

COOTHOLLEHWE MpY KCTpaKLmK (MioLagb

TonwwHa, nm .
t NoBepPXHOCTN WK Macca,'obbem) i 10 %

MNpymepsI MaTepranos

LlenbHble un3genusa He- 0.2 r o6pasua/mn Mopowok, rpanynbl, neHa, nuTble un3ge-
npasuibHOI hopMmbl nuna/He abcopbeHTbI
MopucTtele usgenua He- 0.1 r/mn Mem6paHsbl

npaBuUbHOW hopMmbl

MpumeyaHune — B HacToslee BpeMs HeT CTaHAAPTU30BaHHbIX METOAOB UCCNefoBaHNA abCcopObeHTOB 1 rna-
pPOKONNOMAOB. NO3TOMY NpeanaraeTca cneAyoLmnii NopsAok:

OnpepensoT 06beM 3KCTparupyoLeit xmuakoctu, abcopbupyemolii Ha kaxapii 0.1 rmnu 1.0 cm* matepmana. 3aTem,
npv NpoBefeHNn 3KCTpakuum matepuana, 06aBnAT 3TOT AONOMHUTENbHbI 06beM Ha kaxaplii 0.1 r nan 1.0 cm* mo-
AEeNbHO cpeppbl.

10.3.4 3ﬂaCTOMepr, MaTtepuasnbl C NOKPbITUEM, KOMNO3UTbI, NaMUHaTbl U T. N. H606X0,qVIMO nccneno-
BaTb. MO BO3MOXXHOCTW, B HENOBPEXAEHHOM BMAE U3-3a NOTEHUNANIbHbIX pa3nwwu7| XapakTepPUCTUK aKCTpakyuun
HenoBpexXxaeHHbIX U NoBpeXaAeHHbIX HOBerHOCTeVI.

n pnMmevyaHune — B pe3ynbTate Npon3BOACTBEHHbIX NMpoueccoB cBolicTBa MNOBEPXHOCTN MHOINX 3/1aCTOMEpPOoB
MOryT OT/indaTbCAa OT CBOWCTB OCHOBHOIO mMaTtepunana.

10.3.5 IKCTpakuu NPoOBOASIT C UCMOJSIb30BAHUEM MOMSIPHBIX U HEMOMSAPHbLIX 3KCTPArMpPYOLUX XN -
KoCTeil.

K akcTparvpyrowmm cpegam OTHOCAT:

a) MOMISAPHYH 3KCTParvpyoLLy XUAKOCTb — BoAy, (PU3MOMOTMYECKUIA pacTBOp, Ky/lbTypasibHYH XUA-
KOCTb 6€3 CbIBOPOTKY.

b) HEMONSIPHYI 3KCTParMpyroLLlyto XUAKOCTb — CBeXee padMHMpPOBaHHOE pacTuTesibHoe macno (Ha-
NpUMEp. X/I0NKOBOE WM KyHXYTHOE) KayecTBa, ONpefeieHHoro B pasHbix hapmakonesx;

C) [ONOJSHUTENbHbIE 3KCTparupyoLwme Xuakoctu: ataHon/soga (5 % no o6bemy); aTaHonYgmsmosnoru-
yeckuii pacteop (5 % no 06bemy); NoMaTUAEHIMKoAb 400 (pa3baBneHHbIn 40 U3NONOTMYECKOT0 OCMOTH-
YeCKOoro faBnieHust); AUMETUNCYbOKCUL,; Ky ibTypasibHas XUAKOCTb C CbIBOPOTKOIA;

n pnmedyaHune — B0O3MOXHO UCNO/b30BaTh Apyrmne akcTparnpyroume XmnagkocTtm, COoTBeTCcTeyroLuine cBolicTBam
N NpUMEHeHN n3genna nam metogam onpegeneHna onacHoCTu, Npu Hannynun CBe,D,eHMIZ 06 nx ,D,eVICTBI/IVI Ha matepunan n
610N10rNYEeCKy0 CUCTEMY.

10.3.6 [pyrue akcTparmpyroLme XmaKkocT MOXHO UCNO/b30BaTb, yUUTbIBAs NPUPOAY maTtepuana v Knm-
HM4yeckoe NpMMeHeHne MeAMLMHCKOro U3fenusi, ecnu ux AeicTBrne Ha uccnefyemblii Matepuan 1 opraHusm
N3BECTHbI.

10.3.7 XXwnfAkue aKCTpakTbl criefyeT, No BO3MOXHOCTU, UCMO/b30BaTb Cpasy Nocsie NpuroToBieHns BO U3-
6exaHve copbuun cocyaa, KoTopbllii NCNONb3YIOT ANA IKCTPaKLMK, NM60 ApYrux U3MeHeHuin coctaBa. Ecnm
IKCTPAKT XpaHAT 6onee 24 4y, ero cTabuibHOCTb U TOMOTEHHOCTb B YC/TOBUSIX XpaHEHUS A0/KHbI 6bITb NpoBe-
peHsbI.

10.3.8 He cnepyeT koppekTupoBaTb 3HavyeHne pH akcTpakTa 6e3 A0/HKHOr0 060CHOBaHUS.

10.3.9 DkCTpakT He cnepfyeT obpabaTtbiBaTh hubTpaLmeid, LeHTpudyruposaHmem unm gpyrumm MeTo-
AaMu 4NS yCTpaHeHWs B3BELUEHHbIX YacTul, NoslyyeHHbIX B paboyem nopsgke. MNpn He06XoaMMOCTH Leneco-
06pa3HOCTb Takoro npouecca A0/HKHa 6bITb 060CHOBaHA AOKYMEHTa/IbHO.

10.3.10 Ans onpefeneHns onacHOCTY HEOBXOAUMO pPacCMOTPeTb MCMNOb30BaHWe YC/10BUiA NpeyBenu-
YEHHOI 3KCTpaKL MK 4715 NOBbIWEHNS A03bl BO3A4ENCTBUS BbIMbIBAEMbIX BELLECTB. IKCTPArnpyoLLyio XXNAKOCTb
N YCNOBUS SKCTPaKL MU HYXXHO BbIGMpaTb HA OCHOBaHUM (DN3MKO-XMMUYECKMX CBOWCTB MaTepuana uunm npo-
FHO3MPYEMbIX XMMUYECKUX BELLLECTB C HU3KUM MOJIEKY/IAPHBIM BECOM, KOTOPbIE MOTYT GbITb 3KCTParnpoBaHsbl.

10.3.11 Ans matepuanoB UAW U3LENWIA, KOTOPblE HE AO/MKHbI PACTBOPATLCA WK NOABEpPraTbCs pesop-
6uMM Npy 06LIYHOM UCMONb30BAHMK, NPY IKCTPaKLMM NOIMMEPHOro Matepuana unv u3genms Heobxoammo uc-
nosib3oBaTb PacTBOPUTENN, He Bbi3blBaloliMe paspylleHus NoMMepHoro coctasa. [py MCNonb30BaHUU
HeyCcTONYMBOro pacTBopuTens AONYyCTMMO He 6onee Yem fientoe cMArYeHve noavMepHoro marepuana (T. e.
paspyweHue meHee 10 %). Heobxoaumo yaanuTb pactBopuTes (nepeg ncnosb3oBaHneM B 6uonpo6e) Bo us-
6exaHne HebnaronpusATHOrO B/IUSIHUS 0CafKOB Ha Guosiormyeckyto npoby (Hanpumep, AeHaTtypauus 6enkoB
Uny pasgpaxeHve koxn). ns nHdopmaumum no Matepuanam uan usgenvsiM, KotTopble 40/MKHbI pacTBOpPATLCA
nnun noggeprarbea pe3opbummn npu 06bIYHOM UCMOb30BaHMM — cM. 10.3.2.
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10.3.12 Ecnu usfenvie ABNsSieTCA BOAOCOAEPXKALLEN XUAKOCTbIO, IKCTPaKLMIO He NpoBoAAT. XXNAKOCTb
MCMoJIb3yeTca HanpsMylo B TECT-CUCTEME.

10.3.13 B cny4yasx, korga XuaKocTv LUPKY/IMPYIOT Yyepes usgenve npu 06bI4YHOM UCNONb30BaHUK, Ha-
npuMep. B 3KCTPaKopnopasibHbIX U3AE/NAX, BO3MOXHA IKCTpaKUua nyTeM peumpkynauum. Mpu BO3MOXHOCTH
HY)XHO NMpeyBeNMunTb 04HO UK Gosee YCOoBWUIA, Hanpumep, TemnepaTtypy, BpeMsl, 06beM, CKOPOCTb TEYEHMSI.
O60cHOBaHVe BbI6opa IKCTPaKLNU JOMKHO OblTb OTPaXKEHO AOKYMEHTasIbHO.

10.4 YcnoBusl 3KCTpaKuuu ANs onpefeneHns onacHOCTU U OLEHKN puUcka B pexume
npeyBesIMYeHHOro UCNOb30BaHUSA

10.4.1 TMpwn MogenupoBaHuV 1 NPUroTOBIEHUN 06Pa3L,0B ANS NCCef0BaHUSA U NPUrOTOB/IEHUN 3KCTPak-
TOB U3 3TUX U3AENNIA HEOBXOAMMO YUNTbIBATb ONACHOCTb, BO3HMKAOLLYO BCNIEACTBUE U3MEHEHMI B NMPOM3BO-
[OCTBEHHOM TMpoLecce WU HefOoCTaTOYHOro KOHTPOMS MPOU3BOACTBEHHOrO npolecca, B COOTBETCTBUM C
ISO 14971. Ocoboe BHMMaHWe criegyeT yaensaTb NpUMecsm 3TUX NPON3BOACTBEHHbIX MPOLECCOB, Hanpuvep,
OCTaTOYHbIM 3/IEMEHTaM, OUYUCTUTENSAM U Ae3NH(IEKTaHTaM.

10.4.2 Ecnu noTeHumanbHas TOKCMYHOCTb NPOAYKL MK, NCCefyeMOoii ¢ MOMOLLbIO NpeyBeIMYEHHO 3KC-
Tpakuun. HaxoauTcs B npedesax TpeboBaHwuii, OTCYTCTBYeT He06X0AMMOCTb JasibHELLEero nccnefoBaHns us-
[enuvs nocpeacTBOM 3KCTPaKLUW, UMUTUPYIOLLE 06bIYHOE MCMO/Ib30BaHNE.

10.4.3 NS npoaykuuu, nonmmepuayolleics in situ, nccnegyemoie o06pasubl AO/MKHbI NPeAcTaBNAaTb
npegnonaraemble KIMHUYECKNE YC/TOBUA NPUMEHEHUS AN MONyYeHUs MHopMauMm O NoTeHUMabHON TOK-
CUYHOCTM pearnpyoLx KOMNOHEHTOB MosMMepa B npolecce oTBepaeBaHuns. Ecan npumeHumo, nccnepye-
Mble 3KCTPaKTbl, NPUrOTOB/IEHHbIE B pa3HOe BPEMS, AOJ/HKHbl OCHOBbIBATLCA Ha KMHETVKEe MonuMepusauunm
nocsie CMelIMBaHNA KOMMOHEHTOB, BK/1lOYas SKCTPaKT, NPUrOTOB/IEHHbIN B OXUAaeMoe BPeMs OTBepAeBaHUs.
MccnepnoBaHue matepuana nocne oTBepAeBaHUs AO/MKHO 6biTb 060CHOBAHHbLIM.

Mpu ncnonb30BaHUM 3KCTPaKTOB B METOAAX MCCNEeA0BaHUS A1 OLEHKW MaTepuanos, 0TBEpPAEBaloLLMX
in situ, HaYano aKCTpaKLMn AOHKHO NPOUCXOAUTL C TOFO MOMEHTa OTBEPAEBaHWs, Korga Matepvan nomMelleH
in situ.

Mpu meTofax nccnefoBaHNs, UCMOMb3YOLWKX 3TU MaTepuasibl HanpsMyo, HanpuMep, NPSMOL KOHTakKT
UM UMTOTOKCUYHOCTb Ha C/0e arapa, MMnaaHTaums, HeKoTopble NCCief0BaHNs Ha TeHOTOKCMYHOCTb. a Takke
remMosiu3 B NpsiMOM KOHTakTe, matepuan AOo/HKEH NPUMEHSATLCSA, Kak Npy KNUHUYECKOM WUCMNOMb30BaHuK, C OT-
BepAeBaHueM in situ B TecT-cucteme.

NMpumeyvyaHue — [ina npegocTaBfeHns K UCCNELOBAHNIO MaTepuana onpeaeneHHoro pasmepa unm macchl Mo-
XeT 6bITb He06X0AMMa MOAUPUKALMUA KTMHUYECKOR CUCTEMbI JOCTaBKU.

11 OtueT 06 uUccnegoBaHUU

OTyeT 06 nccnegoBaHnMn AOJ/DKEH BKKOYaTb B cebs cnepywume naHHble, HO HE OrpaHn4YnBaTbCA Ta-
KOBbIMU:

a) TMN U COCTaB MmaTtepunana, ecnun TakoBOli U3BECTEH, UCTOYHUK mMmartepuana, usgenumsa, 4Yactm uam Komno-
HeHTa nsgenuvs.

MpumeyaHune — ITO TPeGOBAHNE NOSTHOCTLID MM YACTUYHO MOXET GbIThb BbINO/IHEHO NOCPEACTBOM NUCbMEH-
HOro onucaHus, pUcyHKoB, choTorpadinii unm Apyrux MeTomos;

b) HOMEp NapTUu UK CEPWUU, ECN TAKOBOI CyLLECTBYET;

C) onucaHue npouecca NpousBOACTBa, OYNCTKM, CTepuan3aummn, ecav NpUMeHNMO:

d) meTopg aKcTpakuum (ecnu 6bl1a NPUMEHEHA) BKTHOYAIOLLMIA 4OKYMEHTALMIO N0 YCNI0BUAM 3KCTPaKLMK,
cpeAcTBa nepeMeLlrBaHust, No6ble OTKNIOHEHUS OT PEXMMA KCTPaKLMK, ONMUCAHHOI B HACTOSALLEM cTaHAapTe.
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Mpunoxenne A
(cnpaBo4HOE)

JKcneprMeHTaNbHbI KOHTPObHLIY 06pasel,

A1 Martepuanbl, NnepeyncneHHble a HmKecneaywwmnx naparpadax, MoryT CoOoTBeTCTBOBaTb KPUTEPUSAM IKCnepu-
MEHTa/IbHOT0 KOHTPO/IbHOTO obpasua Ans HeKOTOpblX WccnefoBaHuii. 3a npaBuibHbIi BbIGOP KOHTPONS HeceT oTBe-
TCTBEHHOCTb nUccneposartesnb. Cm. Tabnuyy A.1.

VHhopMaums no KOHTPOIbHLIM 06pas3LamM U KOHTPoNEeM NpeaocTaBnsieTca TONbKO ANs uccnepoBaHuii B 1ISO 10993.
He TpebyloL X KOHKPETHBIX KOHTPO/IbHbIX 06Pa3L0B 1AV KOHTPO/EN.

Ta6nuya Al — lNpumepbl KOHTPOIbHbLIX 06pPa3L0B U KOHTPOEN B HAINUUN

Viccreposarme MoNOXMTENbHBIA KOHTPO/BHBIA OTpuuatesnbHbiii KorlTpoanbM KOHTpOﬂbHE:II?’I
obpaseL, obpasel, obpasel,

VmnnaHtauna PVC-org. Sn PE -
SPU-2DEC CunvkoH -
HaTypanbHblii natekc OKuUCb antoMuHnA -

- Hepxasetowas ctanb —

LINTOTOKCMYHOCTL PVC-org. Sn PE —
SPU-2DEC - -
SPU-2BEC — _
HaTtypanbHbiii natekc — -

MonnypeTtaH - —

FemocoBmecTMMOCTb — — PVC 7506

PUR 2541

* CokpaleHna B 4aHHON Tabnuue 0THOCATCA K KOHKPETHbIM MaTepuanam, AOCTYMHbIM U3 NCTOYHUKOB, 0603HaYEH-
HbIX B A.2 nA.3.

A.2 [na oTpuuLaTeNbHOro KOHTPO/IbHOTO 06pasLa NN KOHTPO/IbHLIX 06Pa3LL0B UCNO/b3YIOT: NONUITUIEH BbICOKO
NIOTHOCTU*» NONN3TUNEH HWU3KOW NMIOTHOCTUA; MONnAMMETUACUIOKCaH (6e3 KpeMHe3eMa)8»» MoNNBUHUAXI0PUAS»
nonmaupypeTaH®1 nonunponuneridl, kepaMmuyeckne CTEPXKHN N3 OKUCK aSllOMUHUS, HEPXABEIOLWYH CTaslb U KOMMepYec-
KW YMCTbI TUTAHOBbIV cnnas.

11 High-density polyethylene (Negative Control Plastic RS) can t>e obtained from the US Pharmacopeia. Rockville.
MD 20852. USA.

11 HOPE film: RM-C Hatano Research Instltute.'Food and Drug Safety Center, 729-5 Ochiai Hadano. Kanagawa
257-8523 JAPAN.

g HOPE film: RM-C Hatano Research Instltute.'Food and Drug Safety Center. 729-5 Ochiai Hadano. Kanagawa
257-8523 JAPAN.

« HOPE film: RM-C Hatano Research Instltute/Food and Drug Safety Center. 729-5 Ochiai Hadano. Kanagawa
257-8523 JAPAN.

4 PE 140 tubing: RAUMEDIC AG. Postfach 501.95205 Miinchberg, Germany. PE fim is available from HoechstAG.
D-6230 Frankfurt 80. Germany.

* Bijomaterals Program. Devices and Technology Branch. National Heart. Lung and Blood Institute. NIH. Building,
7550 Wisconsm Ave.. Bethesda. MD 20892. USA.

n SIK 8363 tubing: RAUMEDIC AG. Postfach 501.95205 Miinchberg. Germany.

* PVC 7506 and PVC 7536 tubing: RAUMEDIC AG. Postfach 501.95205 Miinchberg. Germany. PVC-DEHP and
PVCTEHTM film is available from Hoechst AG. D-6230 Frankfurt 80. Germany.

PUR 2S41 tubing: RAUMEDIC AG, Postfach 501,95205 Miinchberg. Germany. PU film isavarfable from Frontline

Filmblasmng. S-60003 Norrkoping. Sweden.

m» 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 [ln5i NOSIOKMTENILHOTO KOHTPO/ILHOTO 06pasLa UCMOo/b3YHT, HaNpPUMep, NOIMBUHUIXIOPUL, COAepXKalinii 0/10-
BOOpraHuyeckme [06aBku, CEIMEHTUPOBAHHYIO MOMMYPETAHOBYIO M/EHKY, COAepXallyl AUaTUN' >4 uau SUBYTUNAUTHO-
kap6amart3s flaTekchl ONpPee/IEHHOro CoCcTaBa, PacTBOPbI COJeii LyHKa U Mefb. BeliecTsa, KOTOpbIe 6b1/IM UCMO0/Ib30BaHbI

B KayecTBe MOJIOXMUTENIbHOTO KOHTPOMbHOro obpasua ANs uccnegyemblx aKCTPaKToB, NpPeACcTaBsoT co60ii pacTBopbl B
heHone u Boge.

Positive Control Material, code 499-300-000-000: Portex Limited (same as Positive control RS which can be
obtamd from the US Pharmacopeia. Rockville. MD 20852. USA).
2) Polyurethane film — 2DEC. RM-A: Hatano Research Institute/Food and Drug Safety Center. 729-5 Ochiai
Hadano. Kanagawa 257-8523 JAPAN.

3> 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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Mpunoxexnne B
(cnpaBo4HOE)

OCHOBHbIE NMPUHLKMBI U MeToAbl NPUTrOTOBNEHNS NPO6 U BbIGOpa 06pasLoB

MaTepwvan, ucnonb3yemblii B 60N0rMYECKUX UCCNeA0BaHNAX, AO/MKEH BbiTb penpe3eHTaTUBHbIM C TOYKWN 3peHus
ero coctaBa, 06paboTkM U XxapakTePUCTUK MOBEPXHOCTN U3A4eNns, roTOBOro K npumMeHeHuto. Cm. 7.1 n 1ISO 10993-1:2003,
5.1, nepeuncnexve a).

[lokymeHTaLus cocTaBa N1acTUKOBbIX U PE3NHOBLIX MaTepuasios 4O/HKHA BKOYATL B ce6s onpegenexHne cmos, no-
NMMepPOB 1 Nto6Gbix A06aBOK. OnucaHne KOMNO3NLUM AO/IKHO BKOUATL B ce6S CBEAEHUS 0 XxapakTepucTuke maTepuana,
Hanpumep, ero TepmMoo6paboTke, XMMUYECKON YNCTOTE UAN N3MEe/IbYEHHOCTU. MaKCUMaibHO BO3MOXHOE U3MefibueHne B
cnyvae noBTOPHOrO Apo6neHus.

MaTepunansbl, kKOTopble MOryT NoABepraTbCsi MOBTOPHOW CTepuansaunmn Temv xe nan anbTepHaTUBHbIMU MeTodamu,
[O/MKHbI 6bITb UCCNIEA0BaHbI NOC/IE MHOTOKPATHOW cTepunusaunvi. Hanpumep, matepuarn, KOTOPbIA CTepUIN3y0T 06y4e-
HMeM. a MOTOM NOBTOPHO CTEPWUIN3Y0T 06paboTKOl 3TUNEHOKCUAOM. HE0O6X0A4MMO UCCNefoBaTh:

a) nocne obnyyeHus n

b) nocne o06ayvyeHUss 1 CTEPUNN3aLUN 3TUIEHOKCULOM.

Ecnn BO3MOXHO onpeaennTb C HagaexalMm o60cHoBaHneM Hanbonee HebnaronpusATHbI BapuaHT BO3AeliCcTBUS,
nccnepoBaHne MoXeT GblTb MPOBEAEHO NOC/e BO3AECTBUS B TAKOM pexume.

BuaeanpHom cnyyae Bce 6uonornyeckme nccnefoBaHna Matepvana, Bblpe3aHHoro u3 n3fjenns, caMoro KOMMNOHEeH-
Ta M3genvsa B kayecTBe UccedyeMoro matepuana uin aKcTpakTa, npuroToBAEHHOIO U3 Matepuana UM KOMNoHeHTa, npo-
BOASAT B YCNOBMAX BO3AENCTBUA KNETOYHOI|'Bronornyeckoit cpefdbl TecT-CUCTEMbl Ha MNOBEPXHOCTb MaTepuana. B
KayecTBe MeToAa, a/lbTepHaTUBHOrO peske NOBEPXHOCTW o6pasuia, MOXET CAYXWUTb U3rOTOB/IEHUE MUHWATIOPHOIO M3ge-
NS C UCNOMIb30BaHMEM TOTO Xe npouecca (IKCTPY3uun, NorpyxeHus, n T. 4.). Tex e TemnepaTtyp, BpeMeHun, atMmocdepsbl,
pasfenuTenbHbIX CPefCTB, OTXKMIa, OTBEPXAEHNS, OYNCTKU, CTEpUAn3auumn n Apyrux NpoLeccos, MCNOIb3yeMblX Npu Npo-
M3BOACTBE M3[eNus, BKIOYas cTepuamsaLnio, KoTopble peanusyioT B npoLecce Npon3BoAcTea n3genms. 3To cnocobeTay-
eT oueHke Mob6bix atheKkToB, CBA3AHHBIX C NIOWaAblo MOBEPXHOCTU, XapakTepncTMkaMmy NOBEPXHOCTU, KOHLLeHTpaumei
BbIMbIBAEMbIX BeLLEeCTB, NOBEPXHOCTbIO 1 hopMoii maTepuana.

MeTansnbl, ncnonb3yemble Npy 6MONOTMYECKOM NCCNeA0BaHNM, fO/MKHbI ObITb U3 TOTO Xe MCXOLHOro MaTepuana, ko-
TOPbIV NPUMEHAETCA NPU N3rOTOBNEHUN U3AENNs, U MPOXOAUTL TY Xe MexaHn4eckyto 06paboTky, u3MesbyeHne, NoMpoB-
Ky. O4MCTKY, maccuBaLlmio, BkIoYast 06paboTKy NOBEPXHOCTU U CTEPUIN3ALIMIO, KOTOPbIE MEKT MECTO Npu NPOU3BOACTBE
roTOBOrO U3Aenus.

Kepamunueckne martepuansl, npyMeHsieMble B 6MOI0TNYECKNX NCCNEe[0BaHUNAX, AO/MKHbI GblTb N3rOTOB/IEHBI U3 TOTO
)K€ MCXOAHOro nopollka C UCMO/Ib30BaHNeM TeX Xe MPoLeccoB OT/IMBKW, 3a/MBKU, (hOPMOBKM, crnekaHusi, 06paboTkn no-
BEPXHOCTU M CTepuUAn3aLnm, KOTopblie MMelT MecTo Npy NPou3BOACTBE FOTOBOTO U3AENS.

MeanuMHCKMEe M3Aenus, NCNoNb3yLNe XNBOTHbIE TKaHW WA UX NPOU3BOAHbIE U 06paGoTaHHble dmkcaTopoM,
cnepyet usy4vaTb Moc/e BblAEPXMBAHUS UX B TEYEHME MakCUManbHOro W MUHUMAasIbHOTO AOMYCTUMOro BpeMeHu dmkca-
uun, NpeAycMOTPEHHOTO U3rOTOBUTENIEM, co3aBas TeEM CaMbIM pas/inyHble YCIOBUA A/S NMPOHUKaHUA hukcaTopa.

BmecTo akCTpakuuy MeTananyecknx Matepmanos 1 Nnocneaytolwero NnpUMeHeHns aKcTpakTa B TecT-cuctemax Heob-
X04MMO paccMoTpeTb NCCnefoBaHNe PacTBOPOB Pa3/INyHbIX KOHLEHTPaLUii COOTBETCTBYIOLEli COMIM KOHKPETHOTO MeTan-
na>'0B. HaxoAALerocs B U3genuu, Ans onpefeneHns onacHoCTU NOHa/MOHOB KOHKPETHOro MeTasiia v ero/ux HamsbICLLIEro
YPOBHSi/eii, He Bbl3bIBaAIOLLErOYrX OTBETHON peakuum.

MpunmMeyaHne — ITOT NPUHLUN TakKe NPUMEHUM K OpPraHnyeckum maTtepvanam npu yCTaHoBNEHHbIX XUMU4yec-
KX BelwecTsax B n3gesnun.

Mpy nnaHMpoBaHUM UCMbITAHWI MaTepyasoB HEO6GXO4MMO YUNTbIBATb YCNIOBUSA IKCTPAKLUM 418 UMMNAHTUPYEMbIX
mMaTepnanoB, KOTOpble MOFyT Bbl3BaTb 06pa3oBaHue YacTul, in Vivo Npu KAMHUYECKOM NpUMEHeHWU. Ecnu ycnoBus akc-
Tpakuuu Bbi3biBalOT 06pas3oBaHne 4yacTul, Npy NaaHUPOBaHWW UCCNefoBaHN MaTepranoB Jo/KeH GbiTh yUYTeH addhekT
npoueayp 3KCTpakuum.

KonuuecTBo matepuana u nnaowaib ero noBepPXHOCTU [O/KHbI COOTBETCTBOBATb GMOMOrMYECKUM U (PU3NYECKUM
OrpaHNYeHNsM TeCT-CMCTEMbI. Ha npakTuke cnegyeT UCNOMb30BaTh CTaHAAPTHOE KOMIMYECTBO NPO6bl, PEKOMEHA0BAHHOE
NS KaXA0ro 0TAeNIbHOTo 3KCnepuMeHTa.

Monb3oBaTeNM HACTOSAILLErNO CTaHAapTa AO/MKHbI 06paTUTh BHUMAaHUE Ha 0630p «HaA/exallero NPUMEHEHUS* n
«HEenpaBWIbHOTO NPUMEHEHNS» CTaHAAPTHbIX 06pa3LoB. OTOT 0630p OTMeYaeT 061acT NOTEHLUNA/ILHOTO HeJ0CTaTOUHO-
r0 U U36bITOYHOTO YNOTPEeOGNEHUSI KOHTPO/IbHBIX 06PAa3L0B M CTaHAAPTHLIX 06pa3LoB. MoNb30BATENN HACTOSLLENO CTaH-
fapTa AO/MKHbI TaKKe NPUHATL BO BHUMaHWE, 4YTO AOMYCTUMO UCNO/b30BaHNe KaJIMGPOBOYHbIX MaTepUasioB A/1s OLEHKM
610N0rNYECKOro 0TBETA UCC/elyeMbIX MaTepuanoB B npejenax of4Hoi naéopatopuu.
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Mpunoxexnne C
(cnpaBouHoOe)

MpUHUUNBI 3KCTPAKLUKU uccnenyembix 06pa3Los

C.1 SKCTpakTbl U3 MeAULMHCKUX U3AEeNniA TOTOBAT C Lenblo NonyvyeHus npuemaemoii npobbl, Heo6xogumoli ans
onpegeneHns 6No0N0rMYeckoli akTMBHOCTH Nt06bIX BbIMbIBAEMbIX BELLECTB B 61I010rMYECKOi CUCTEME, a TakKe A5 OLEeHKN
NOTEHLMaNbHOrO pucka nNpu UCMob30BaHUN U3 eNns YeNoBEeKOM, a Takke A1a AeMOHCTpayMmn noTeHuanbHoin onacHoc-
TV BbIMbIBAEMOTO BelecTsa v A/ UCMOJIb30BaHUA NPpu NPOBeLEeHUN OLEHKN pucka Ana 34,0p0oBbA yenoseka. MNpu npuro-
TOB/IEHUN 3KCTPAKTOB W3 M3genuit mMogenbHas cpepa (dKCTparupylowas XUAKOCTb) U YCNOBUA 3KCTPAKLMU [OSKHbI
COOTBETCTBOBATbL CBOMCTBAM ¥ MPYMEHEHWI0 rOTOBOTO U3AeNuns, a Takke NPorHo3npyembiM xapakTepucTukam mMeToda uc-
cnefoBaHusa (Hanpumep, Y4yBCTBUTENbHOCTM U T. M. B OTHOLEHWUMN LeNn NccnefoBaHunsi, 060CHOBaHWSA, YyBCTBUTE/IbHOCTH,
N T. A.). Takum 06pasom, yCnoBus IKCTpakLnm 1 NpYMeHeHne aKCcTpakTa B TecT-cucTeMax AO0/KHbI, B UeanbHOM cryvae,
oTpaxkaTb He TOIbKO YCNOBUSI peasibHOro NPUMEHEHUSI U3AeNuii, HO Takxe Leflb U NPOrHO3NpyeMble 0COGEHHOCTH nccne-
[OBaHWiA.

B ycnosusix 06bI4HOr0 UCNOML30BAHUS MPU LMPKYNALUN XUAKOCTEN Yepes n3genune, Hanpumep, B 3KCTpPakopno-
pasnbHbIX U3genunax, 4na npuemaemMblX MeToA0B 3KCTpakuun Heo6xoanMo 06paTUTLCA K BEPTUKaIbHOMY CTaHAapTy.

[na onpefenexHns onacHOCTW U OLEHKW pucKa onacHocTeil NpoBOAAT 6MoNorMyeckne 1UccnefoBaHns B YC/I0BUSX
npeysesIM4eHHOro U/mnmn obbIYHOTO UCMOMb30BaHUA. MeToAbl 3KCTPaKUUM pas3inyatTcsa B 3aBUCMMOCTH OT Lenn uccnemo-
BaHWA:

a) npeysBenIMYeHHas 3KCTPaKLUA NPUMeHSeTCa 41 onpejeieHns onacHocTH,

b) aKCTpakuus, UMATUPYIOLLAA UCNOb30BaHWe, NPUMeHseTCa 415 BbipaboTku hakTopa 6€30nacHOCTM Npu OLeHKe
pucka ANna 3[0pOBbA YE0BEKA;

C) vcuyepnbiBaOLWan 3KCTPaKUUA NPUMEHAETCA AN OLEeHKM 6e30MacHOCT MMNIaHTUPYEeMOro U3eina v nporHosa
BEPXHUX JOMYCTUMbIX YPOBHE XMMUYECKNX BELLECTB, BblfeNeMblX B OpraHu3M nauueHTa.

C.2 HacTtosAwwii cTaHAapT npegnonaraeT, YTO KOIMYECTBO IKCTParupyemblix BeLecTB 3aBUCUT OT NPOAOIKUTENb-
HOCTW 3KCTpaKLumW, TemnepaTypbl, COOTHOLLIEHWS NowWaAn NoOBEPXHOCTN MaTepuana u o6bemMa MofeNbHO cpeabl, a Tak-
Xe CBOWCTB pacTBopuTens.

C.3 Tpofo/mKMTEeNbHOCTb IKCTPaKLMUM AO/MKHA BbITb JOCTATOYHON 151 MakCMMasIbHOTO 13BNEYeHNs BelecTsa. Ha
npakTuKe A8 Kax4oro XMMUYeCKoro aHannsa pekoMeHayTCs cTaHjapTHbIE YC/T0BUSA BPEMEHUN 1 TeMnepaTypbl 3KCTpak-
L1y BMECTO APYrMX HEOOOCHOBAHHbIX UM HECTaHAaPTHBIX YCO0BWUIA.

C.4 B kauecTBe a/ibTepHaTMBbI MOXHO MPOBECTU MOBTOPHYIO 3KCTPaKLUMIO C NocnefyowM KOHLEHTPUPOBaHNEM,
4YTO6bI NONYUNTbAOCTATOUHOE ANA aHaNN3a KOIMYeCTBO 3KCTparvpyeMoro Belectsa. Takas npaktuka NnpuMeHseTcs B Le-
NAX NAEHTUMUKaLUM onacHocTu.

C.5 Temnepartypa 3KCTpakLuum MoXeT ObITb pa3fiNyHOl B 3aBUCUMOCTW OT UCCNefyemMoro matepuana. dKCTpakums
He [l0/KHa Bbi3blBaTb 3aMeTHON Aerpajauun matepuana, 3a UCK/IOUYeHWEeM Crlyyaes, KOrAa martepuan Jo/XeH pacTBo-
pPATbCA UK NojBepraTbCcs pe3opbunn npu ncnonb3osanuy (cm. 10.3.2). Temnepartypa aKCTPaKLMn 3aBUCUT OT PU3NKO-XU-
MUYECKNX XapakTepucTvk matepuana nsgenus. Hanpvmep, npu akCcTpakuum noavMepos TemMnepaTypa go/mkHa ObiTb HUXeE
Temnepartypbl CTek/ioBaHuA. Ecnv Temnepartypa CTEKN0BaHUA HWXe Temrnepatypbl MCNoJsib30BaHusA, Temneparypa 3Kc-
Tpakuum Ao/mkKHa 6bITb HXKE TemnepaTypbl NnaBneHus. PekomeHgoBaHHble ycnoBus npusegeHsl B 10.3.1.

Crepyowue npumepbl CayXxart uinlcTpaunein AN nyywero NOHUMaHna nsnoxeHHoro s 10.3.1:

a) marepuasbl, KOTOpble UMEKT TOUKY NaBNEHNA UK pasmsardyenuns Humxe (121 r 2) ‘C, 4O/KHbI NOABEPraTbCs 3KC-
Tpakuuu Npu cTaHAapTHON TemnepaType HuKe TOYKM nnasneHns (Hanpumep, NOANITUAEH HU3KOW NAOTHOCTW);

b) martepuasnbl, NOABEPXEHHbIE TMAPONN3Y, CNefyeT aKcTparuposaTb Npu TemnepaType, o6ecneynBatoLein MUHN-
MasnbHblli TMaponn3 (Hanpumep, nonnaMmabl akctTparvpytoT npu (50 +2) *C);

C) maTepuasbl, KOTOpPble CTEPUIN3YIOT NapoM U COAEPXaT XUAKOCTb B NPOLLECCe XPaHEeHUs, cneAyeT aKCTparmpo-
BaTb Npu Temnepartype (121 r 2) ®C (Hanpumep, NpeABapuUTeIbHO 3ano/IHEHHbIE Anann3aTopsbl);

d) maTtepuansl, KOTOpbie UCMOMb3YIOTCA TOMILKO NPV TeMnepaTtype Tena, caefyeT aKkcTparuposaTb Npu Temnepary-
pe. koTopas obecneunsBaeT MakCMMasibHOE U3BJleYeHne BellecTsa 6e3 ferpajalmm matepuana (Hanpumep, PUKCMpoBaH-
Hble TKaHN MOXHO aKcTparmposaTb Npu Temnepatype (37 + 1) ‘C. Torga kak kepamuyeckne umnnanTatel npu (121 £2) ®C|.

BHuUMaHne — lMpuMeHeHWe MeTOAOB UCC/MefoBaHUS HACTOSALWEro ctaHjapTa K matepuanam usgenuii, cogepxa-
LM NPOTEUHbI, [O/KHO MPOBOANTLCA C 60/1bLION OCTOPOXHOCTLIO, YTO6LI NpoLieaypa aKCTpakuMn He nameHuna uonoru-
YeCknx CBOMCTB aKCTparnpyemMbix MaTepuanos.

C.6 CooTHoLleHMe Naowaamn NnoBepxHOCT! U3aenus n o6bema MoAe bHOV cpeabl AN pacTBOPUTENSA JO/DKHO 6biTh
[OCTaTOuYHbIM ANs:

a) [OCTWXEHWA MakKcUMasibHOro KomyecTBa aKCTparmpyemblx BewecTs B MPUEMIEMOM AN XMMUYECKOTO aHannsa
nunu ans 6UONOrMYecknx nccnefoBaHunii fosnpyemom o6beme (T. e. A03NpyeMbIi 06beM BHYTPU (h3M0Normyeckmx npege-
nos);

b) AeMOHCTpauun NoTeHUnanbHOW ONacHOCT NPUMEHEHNS Ye0BEKOM;
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C) MOJIHOTO MOTPYXXEHUs1 MaTepuasna B pacTBOPUTESb.

Mpy OTCYTCTBUU NapamMeTpoB IKCTPAKLMU /151 KOHKPETHOTO U3Ae/ns peKOMeHAYeTCsi UCNo/b30BaTh CTaH4apTHbIE
naowagb NoBEPXHOCTU M 06beM pacTBoputens (10.3.3). HekoTopble METOAbl UCC/IE[0BaHNS TPEBYIOT KOHLEHTPUPOBAHNS
BbITSDKEK [/151 NOBbILLEHUS1 YYBCTBUTENLHOCTH TECTa

n punmedvyaHune — KOHLLeHTpI/IpOBaHVIe BbITAXEK MOXET NPMUBECTU K NOTEPE NETyUnX BELECTB, TaKUX KaK OKUCb
3TUNeHa.

C.7 BblbpaHHble AN5 3KCTPaKLUM pacTBOPUTENN [O/DKHBI COOTBETCTBOBATbL C/eAyloWwnM TpeboBaHusaM:

a) ObiTb MPUrOAHBIMM AN UCNOb30BaHMSA B ONpeAe/ieHHbIX 6100rMYecknx TecT-cuctemax;

b) MMWTUPOBATbL YCNOBUSA 3KCTPaKLUW, KOTOPbIE peanunsyoTca B NpoLecce KAMHUYECKOro NPUMEHeHNs U3fenus;

c) obecneumBaTb MakCMmasibHOE U3B/IEYEHNE IKCTPArnpyeMbiX BeLecTB.

Mpn OTCYTCTBMU AaHHbIX O PacTBOPUTENAX ANA onpefeseHHbIX n3genunii pekomeHgyeTcs Ncnonb3oBaTb CTaHAAp-
THble MONSAPHbIE 1 HenonsipHble pacTBopuTenu (10.3.5).

MpumeuyaHue — CTaHgapTusauns napamMmeTpoB, NpuBeAeHHbIX B C.5 1 C.6. N03BOSET NCMOb30BaAThL AaHHble,
NOJIyYeHHbIE B X04€ GUOSIOTMUECKUX UCCIeA0BaHUI MEAULMHCKUX U3LENWiA, ANS APYTUX Uenei, Hanpumep, A4/l OLeHKM
pucka u Ans pasBUTUSI CTAHAAPTU30BaHHbIX 6a3 faHHbIX.

C.8 [ina matepuanos, pacTBOPAIOLMXCA UNU PE30POUPYIOLNXCS a opraHn3me, Heo6xoanMo cobngaTs:

a) ycnoswus, npuBefeHHble B Tabnuue 1,

6) ycnosusa Temnepatypa/apemsa B 10.3.1;

c) nonoxeHus 10.3.9 OTHOCUTENBHO hVUNLTPALUN MW LEeHTPUdYrmpoBaHus.

C.9 MpurotoBneHue obpasua msgenuii, cobupaemsbix /n situ

[na 0cobblx 06CTOATENbCTB NPUrOTOBIEHUA 3KCTPAKTOB U3 U3AENNiA, NoAUMepusyemblx LW Situ, HEBO3MOXHO CO-
34aTb cTaHjapTHoe TpeboBaHue. [11a NoSyYeHUs NpueMIeMoro aKcTpakTa HeobxoANMO yUnTbiBaTh OTAE/bHbIE KOMMO-
HEHTbl. Bpems [0 nosfvmepusauun, npegHasHauyeHHoe WCNosb30BaHne W 3KcTparupyrlouwue xuakoctn. Heobxoanmo
noA4YepKHYTh, 4TO NPU NIAHUPOBAHNUM NPABUILHON METOA0M0IMKN AN pa3paboTK NPUro4HOro UccnesyemMoro obpasuya He-
06X0/JMMO UCNO/b30BaTh KUHETUKY Nnoinmepusauumn. MNpu Bbi6ope NpUemMsIeMoro pacTBoOpuUTeNs A8 aKCTpakumMmn obpasua
HYXHO YunTbIBaTb HEOTBEPXAEHHbIE KOMMOHEHTHI.

C.10 lMosicHeHMsA No ucuyepnbiBatolWeinl aKCTpakyuu

MpoaoMKNTENbHOCTL UCUEPNbIBAKOLLEN 3KCTPaKLuu onpeAensieTcs NyTem BbINOMHEHWUS Cepun NocnefoBaTeNbHbIX
3KCTPaKLuii Npyn peKoMeHJ0BaHHOI TemnepaTtype 1 B onpeje/ieHHble Nepnojbl BpeMeHN, aHann3npys npobbl 3KCTPaKToOB,
3aMeHsn IKCTParupyoLLyto X1AKOCTb Ha CBEXYI0, BHOBb Nojsepras aHannsy npoby aKkcTpakTa B onpejesieHHbie nepuoabl
BpeMeHu, NoBTOPAA BeCh npotecc.

Korga ypoBeHb 3KCTparmpoBaHHbIX XUMUYECKNX BeLecTB focTuraet ofgHoi aecatoin (0.1) ypoBHA aTana nepBoHa-
YasibHOV 3KCTPaKLMM, NPOLLECC CHNTAETCS 3aBEPLIEHHBIM U CTAHOBUTCA BO3MOXHbLIM NPUMEHNUTL 10 % KOPPEKTUPOBKY K 06-
LemMy KO/IM4YecTBy aKCTparvupoBaHHOro Matepuana.
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MpunoxeHune OA
(cnpaBouHoOe)

CBefieHns 0 COOTBETCTBUM MEXrocyAapCTBEHHbIX CTaHA4apToB
CCbIZTOYHbIM MeXAyHapoaHbIM CTaHAapTam

Ta6nuua [OA1

O603Ha4eHNe 1 HaviMeHoBaH1e MeXayHapoaHOro CreneHb O60THayeHre 1 HaMMeHOBaHVIe COOTBETCTBYHOLLErO
CTaHfapTa COOTBETCTBUA MEeXrocyapCTBEHHOTO CTaHgapTa

ISO 10993-1:2003 OueHka 610M0rMYecko- oT FOCT ISO 10993-1—2011 U3genusa megu-

ro feiicTBus MeAULMHCKUX u3genwin. Yacte 1. unHckne. OueHka 6MONOrnyeckoro AeicTens

OueHka n nccnegosaHuns MeauunHCKuX nagenuii. Yacts 1. OueHka u nc-

cnepfoBaHus

ISO 14971:2007 W3pgenua meauuuHCcKue. oT FOCT ISO 14971—2011 W3penua megu-

MpuMeHeHne MeHe[KMEHTa pucka K MeauLnH- LUuHckue. TNpuMeHeHne MeHeKMeHTa pucka K
CKUM n3Aennsam MeAULVHCKAM U3gennam

MpumeyaHune — BHacTosAWeEM CTaHAapTe UCMOb30BAHO Cejylollee yC10BHOe 0603HaueHne CTeneHmn cooT-
BETCTBUS CTaHAapTOB:
- IDT — naeHTUYHbIE CTaHAApPThI.
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CpaHo B Ha6op 09.065014 MoanucaHo B neyaTb 20.065014. dopmat 60x84'/*. FapHutypa lpnan Ycn. ney. n. 2.32.

Y4y.u3g. n.2.00. Tupam 57 so. 3ak 2297.

N3paHo notnevyaTtaHo ao ®ryn «CTAHOAPTUH®OPM», 123995 Mocksa. FpaHaTHbIii nep . 4.
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