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Mpeaucnosune

Lienn v npuHumnel cTaHgapTm3auum B Poccuiickoin @efepauym ycTaHoBneHbl ®efepanbHbiM 3aKkOHOM OT
27 pekabps 2002 r. No 184-d3 «O TexXHWYECKOM perynvpoBaHuu», a npasuaa NpUMEHEHNs HauuoHabHbIX
cTaHpapToB Poccuiickoin ®epepauun — FOCT P 1.0—2004 «CtaHgapTtusauus B Poccuiickoii ®epepavuu.
OCHOBHbIE NOIOXEHUSA»

CBefleHusi o cTaHzapTe

1 NOArOTOBJ/IEH ABTOHOMHOW HEKOMMEPYECKO opraHusaunein «MIHCTUTYT MeanKo-61onornyeckmnx
nccnegosaHuii u texsonoruit» (AHO «MMBUNT»)

2 BHECEH TexHuyeckMm KOMUTETOM Mo cTaHgapTu3aumm TK 422 «OueHka 610normyeckoro geictamns
MeAVNLMHCKUX U3aennii»

3 YTBEPXJEH VI BBE/EH B IEVCTBUE MNpukasom ®efepanbHOro areHTcTea No TEXHUYECKOMY pery-
NPOBaHMIO N MeTPOIornn oT 2 aekabpsa 2009 r. Ne 538-cr

4 HacTosiwunii cTaHAapT NAEeHTUYeH MexayHapogHoMy ctaHgapTy MCO 10993-12:2007 «OugeHka 6mo-
I0TMYECKOro AeiCcTBUSA MeUUMHCKUX u3genuii. YacTte 12. MpurotoBneHne nNpob u ctaHAapTHblE 06pasLbl»
(ISO 10993-12:2007 «Biological evaluation of medical devices — Part 12: Sample preparation and reference
materials»).

Mpy NpYMeHeHNN HacTOoSALLLEro CTaHAapTa PeKOMeHAyeTCsA UCM0/Ib30BaTh BMECTO CChITOYHbIX MeXyHa-
POAHbIX CTaHA4apPTOB COOTBETCTBYIOLME UM HaLMOHa/IbHblE CTaHAapTbl Poccuiickoin defepaunm, ceefeHmns o
KOTOPbIX MPUBEAEHbI B 4ONOHUTENIbHOM NPUNoXeHun D

5 B3AMEH FOCT P NCO 10993.12—99

MHopmMauus 06 M3MEHEHMSAX K HACTOSLLEMY CTaHAapTy Ny6ankyeTCs B eXerofHo u3jaBaemMom
MH(OPMaLMOHHOMYKasaTe e «HauuoHanbHble cCTaHAapTbi», a TEKCT U3MEHEHUIT NMONPaBOK — B eXeMe-
CSAYHO U3AaBaeMbIX UH(POPMALMOHHBIX YKasaTenax «HaumoHabHble CTaHaapThi». B ciyyas nepecMoTpa
(3aMeHBbI) MM 0T MeHbl HACT OSILLEN0 CTaHAapTa CooTBe TCTBYIOLLee yBeJoM/IeHue 6ygeT ony6/IMKOBaHO
B ©XXEMECSYHO N34aBaeMoM MH(POPMAaLMOHHOM yKa3aTesne «HaunoHanbHble CTaHgapThi». COOTBETCTBY-
loLLas MHopmaums, yBeoMIeHe U TeKCTbl pa3MeLan T csl Takke B UH(OPMaLMOHHO cucTemMe o6LLero
no/ib30BaHUsi — Ha ouLManbHOM caiiTe ®efepasibHOro areH TCTBa N0 TeXHUYECKOMY PEFYIVPOBaHMIO U
MeTposiorum e ceTu HTepHeT

©CrtaHgapTtuHpopm. 2010

HacTosawuii ctaHaapT He MOXET 6biTb NOTHOCTHIO MW YACTUYHO BOCMPOU3BEAEH, TUPAXMPOBAH U pac-
npocTpaHeH B Ka4yecTBe oL ManbHOTO N3aaHns 6e3 paspelleHns PefepasibHOro areHTCTBa No TEXHNYECKO-
MY pPerysimpoBaHunto 1 MeTposiorMu
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BeBegeHve

CobnofeHne nonoxeHuin ctaHgapToB cepun MCO 10993 «OueHka 6GUON0rMYecKkoro AeincTens meam-
LIMHCKMX U3aenuit» no3sosiMT 06ecneyntb CUCTEMHbIN NOAXOA K UCCNef0BaHNi0 61MOI0TMYeCcKoro gencTens
MeANLUHCKUX U3[ENNA.

Llenbto aTUX CTaHAAPTOB He fiBNsieTcs 6e3yC/I0BHOE 3akpenieHne egnHoobpasHbIX MeTo40B nccneno-
BaHW M MCNbITaHW 3a rpynnamv 04HOPOAHbIX MEAULMHCKNX U3AENWIA BCOOTBETCTBUM C NPUHATOW Knaccudu-
Kauwvei nxno Buay naAnuTenbHOCTM KOHTaKTa copraHn3Mom Yenoseka. MoaToMy niaHnpoBaHve nnpoBegeHve
nccnefoBaHnii UNCNbITAHNA OHKHbBI OCYLLLECTBAATH CNELNaNNCTbI, UMeLL e COOTBETCTBYIOLLYIO0 NOATOTOBKY
M ONbIT BO6GNACTM CAHNTAPHO-XMMUYECKO, TOKCMKOMOrMYeCcKoi 1 6MON0TMYeCKO OLLeHOK MeAULIMHCKMX n3ae-
A,

CraHgapTbl cepun MCO 10993 ABAAIOTCA PYKOBOAALLMMMN fOKYMEHTaMM A/19 MPOrHO3MpoBaHns U nccne-
[0BaHnsA 6MONOrMYecKoro AeicTBna MegULMHCKUX U34EeNNiA Ha cTagum Bbibopa Mmatepmasnos, NpefHa3HauYeH-
HbIX 419 UX 3rOTOBJIEHNSA, a TaKxe ANS nccnefoBaHnii roToBbIX U3AENNA.

B cepuio NCO 10993 BXOAAT crefylolmne yactu nog obwmm HaszsaHmem «OueHKa 61o10rmMyeckoro
OEeNCcTBMA MeNLMHCKNX N3AeNNii»:

YacTb 1— OueHka n uccnegosaHus,

YacTb 2 — TpeboBaHWs K 06paLLeHNIO CXNBOTHLIMY;

Yactb 3 — MccnepoBaHus reHOTOKCUYHOCTU. KaHLEePOreHHOCTU M TOKCMYECKOro AeliCTBMA Ha penpo-
OYKTUBHYIO (OYHKUNIO;

YacTb 4 — lccnepoBanvsa usgenwvii, B3aMMoAeicTBYIOLMX C KPOBbIO;

YacTb 5— MccnegoBaHue Ha LMTOTOKCUYHOCTb: METOAbI in Vitro;

YacTb 6 — MccnegoBaHne MeCcTHOTO AelCTBUA NOCAe UMNaHTaumy;

YacTb 7 — OcTtatouyHoe cofepxaHue aTuieHoKcuaa nocne crtepunnsanmnm;

YacTb 9 — OCHOBHbIE NPUHLAMBLI UAEHTUMUKALMN N KOSIMYECTBEHHOIO OnpeesieHns NoTeHLManbHbIX
NpoAyKTOB Aerpajauuu;

YacTb 10 — WccnenoBaHus pasapaxatolwero v CEHCMOUNN3NpYyoLWero AeicTeuns;

YacTb 11 — WccnepoBaHus o6L,eTOKCUYECKOTO AENCTBUS;

YacTtb 12 — MNpurotosneHune Nnpob v ctaHgapTHble obpasLbl;

YacTb 13 — WNaeHTudukaumns n kKonmyecTBeHHOe onpejesieHre npoAyKTos Aerpajgauum noanmepHbIx
MeAVLMHCKUX U3[ennii;

YacTb 14 — MpeHTudukauma 1 KONMYeCcTBEHHOE onpefesneHne NpoAykToB Aerpagauun msgenqin s
KepamuKu:

YacTtb 15— WNaeHTudwmkauus n KonuyecTBeHHOE onpejenieHne NpoaykToB Aerpajauun usgenvii us
MeTas1f10B ¥ CNIaBoB:

YacTb 16 — MogenuposaHue u uccriefjoBaHne TOKCUKOKMMETUKM NPOLYKTOB Aerpajgauun 1 BbiMbiBa-
HUS:

YacTb 17 — YcTaHOB/IEHVE NOPOroBbIX 3HAYEHWI A1 BbIMbIBAEMbIX BELLLECTB;

YacTb 18 — WccnepoBaHme XMMUYECKUX CBOMCTB MaTepuasnos:

YacTb 19 — WccnepoBaHue U3NKO-XUMUYECKMX, MOPEONOrMyecknx u tonorpaduyecknx CBOMCTB
maTepuasos;

YacTb 20 — MpuHUMNLI U METOAbI UCCNeA0BaHUS UMMYHOTOKCMYECKOro AeiCTBUS MeANLUHCKIX n3ae-
VA,

HacTtoswmin ctTaHaapT cogepxunt TpeboBaHna 1 MeToAbl NPUroToBAEHNS UccneayeMbiX Npob, n BbIGop
CTaHAApPTHbIX 06pa3LoB 418 NPOBEAEHNA UCCNeA0BaHWNIA C Lenbio OLEeHKN 61MoN0rnyeckoro AeicTBmsa mean-
LIHCKWX U38enwi.

MeToAbl NpUroToBAEHNA NPO6 AO/KHBI YUNTbIBATL HA3HAYEHWE, NPUPOAY MaTepuasna u MeTofbl OLLEeHK/
610/10rMYecKoro AeicTBUSA, BKIOYAA UCMONb3yeMble MOAe/NbHble CPpefbl, NPOAO/MKNTENBHOCTb KOHTaKTa C
OpraH1M3mMom 1 pyrne napameTpbl.
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HAUVWOHANBbHBIN CTAHAOAPT POCCUNCKOMWN PELEPALNMN

N3O0ENNA MELVULMHCKUE
OLEHKA BUONOMMYECKOTO JENCTBUA MEANLUNHCKUX N3LENNN

YacTtbp 12
MpurotoBneHne Npob 1M KOHTPOJIbHbIE 06pa3Lbl

Medical devices. 8lolog»ca! evaluation of medical devtces.
Part 12. Sample preparation and control materials

farta eBegeHns — 2010—09—01

1 O6nacTb NpUMEHEHMUSA

HacToswuii cTaHAapT ycTaHaB/IMBaeT METO/bl NPUTOTOB/IEHNS NPO6 1 BbIGOPA KOHTPO/IbHLIX 06pa3L0B,
MCNosib3yeMbIX /15 OLLeHKN 61010TMYeCcKoro eicTBMA MaTepranoB 1 MeguLMHCKMX n3genvii {fanee — nsge-
NNi1) B BUONOTMYECKMX CUCTEMAX B COOTBETCTBUM CO cTaHAapTamu cepun NCO 10993. u BKOYAET B CeOS:

- BbIGOp MaTepuana gsis uccnefoBaHus;

- BbIOOp penpeseHTaTMBHOM YacTu N3genus;

- MPUroTOBJ/IEHME UCCNeayeMOii NPobbl;

- 3KCMepuMeHTasbHbIi KOHTPOJ/IbHBIN 06paseL;

- BbIGOP KOHTPO/bHbLIX 06Pa3L0B M TPebOoBaHWA K HAM;

- BbIGOP KOHTPO/IbHbIX 06PA3L0B A48 foKa3aTebcTBa MPUMEHMMOCTU TECT-CUCTEMbI /WA NS OTHOCK-
Te/IbHOro CpaBHEHNst 6BUOIOrMYECKON aKTUBHOCTM U3y4aeMoi npobbl;

- MPUrOTOB/IEHME IKCTPAKTOB.

HacTosiwmnin ctTaHgapT He pacnpocTpaHsaeTcs Ha maTepuasbl Un n3genuns, cogepxatyme 6noTkaHu.

2 HopwmaTtuBHbIE CCbUIKA

B HacTosilem cTaHAapTe UCNO/Ib30BaHbl CCbINIKA Ha Criefylolmne HopMaTuBHbIe OKYMeEHTbI. Mpn gatu-
pOBaHHOI CCbI/IKE MPUMEHNMO TOJIbKO yKasaHHOoe usgaHue. Mpu ccbisike 6e3 Aatbl MPUMEHUMO MOCefHee
n3gaHue ykasaHHOro JOKyMeHTa, BK/1oYas BCe MonpaBku:

NCO 10993-1:2003 OueHka 6ronormyeckoro AeicTBUA MeguUMHCKMX nagenunii. Yacte 1. OueHka u
ncenenoBaHus

MCO 14971 N3penua meguumHckme. NpumeHeHe MeHeXXMeHTa pucka K MeULMHCKUM U3aemam

3 TepMUWHbI M ONpeaeneHns

B HacTosLeM cTaHAapTe NPUMEHeHb! CieAyioLie TEPMUHbI C COOTBETCTBYHOLLMMUN ONPeAeeHUAMN.

3.1 KOHTPO/bHbLIA pacTBOp: PacTBop, NpMMeHsAeMbIli 415 NPUTOTOB/IEHNSA 3KCTPaKTa, XpaHsaLWwmiics B
WAEHTUYHO eMKOCTMW 1 NoABEPralLWUNiAca TEM Xe YCNOBUAM, YTO U PacTBOp C UcC/efyemMbliM MaTepmasnioM Bo
BPEMS 3KCTpaKLuu, HO He cofepXalluii ero.

MpumeyaHue — KOHTPO/bHLIN pACcTBOP NpefHA3HAYEH [/151 OLEHKN BO3MOXHbIX NMOrPeLlHOCTel, Bbi3BaHHbIX
€MKOCTbI0, MCMO/b3YyeMOli NMPY IKCTPAKLMU, IKCTPArupyoLLei XUAKOCTLIO U NPOLECCOM 3KCTPaKLUN.

3.2 cTaHpapTHbIN o6pa3zel, (CMR): O6pasel, BelecTsa (MaTepmana) c ycTaHOBIEHHLIMU NO pe3y/ib-
TataM WUCNbITaHW 3HAYEHNAMW OAHOW Wan 6o/1ee BeNNUVH, XapaKkTepu3yoLmnx cocTas UamM CBOMCTBO 3TOrO
BellecTBa (MaTepuana) 1 falLmnx BO3MOXHOCTb TOYHOTO onpeAeneHns KOMYEeCTBEHHbIX XapakTepucTuk ¢
OTKNOHEHNAMUN Ha YCTaHOB/IEHHOM [JOBEPUTEIbHOM YPOBHE.

N3paHne ouynanbHoe
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3.3 aKcnepuMeHTanbHbI KOHTPOJILHbIN 06pa3el: Obpasel BellecTBa C XOPOLLO N3yYeHHbIMU peak-
LMAMU. KOTOPOE NCMOJb3yeTCs B KOHKPETHON TecT-cucteMe A1 NOMOLLM NPY OLeHKe peakunii TeCT-CUCTEMBI
Ha npegMeT BOCMPOU3BOAMMOCTU 1 COOTBETCTBUA.

3.4 aKcTpakT: PacTBop, NonyyeHHbIli B pe3ynbTare 3KCTpakuMu nccnesyemoro marepuana unm KoH-
TPONLHOrO MaTepuana.

3.5 romoreHHOCTb: CBOICTBO Martepuasna v ero B3aMmMmoOTHOLLEHWe C 61MOI0TMYeCcKOli KOHEYHOW ToY-
KO, NPV KOTOPbIX €ro 04HOPOAHAsA CTPYKTypa Uv cocTas NO3BOMAIT NOcnef0BaTeIbHO Bbl3biBaTb AN NOC/e-
[0BaTe/IbHO He BblI3blBaTb KOHKPETHbIN 6UMOOTMYECKNiA OTBET.

MpumeyaHune — KOHTPONbHbIV 06pa3eL, Ha3bIBAKOT FOMOTEHHbIM, eC/Y 61MO0TMYECKUii OTBET Ha KOHKPETHOe
UCMbITAHUE HAXOAUTCS B paMKax 0603HAUEHHbIX NPEAesoB HEONPEAE/IEHHOCTY UCTbITAHNS, BHE 3aBUCUMOCTM OT NapTum
UK CEPUU UCXOLHOTO MaTepuana ans ctaHgapTHoro obpasua.

3.6 oTpuuaTenbHbIl KOHTPO/bHbLIA 06pa3el,: /06O AOCTATOYHO OXapakTepu3oBaHHbI obpasel,
maTepwuana unm BelecTsa, KOTopblii, NogBeprasicb UCCeA0BaHMI0 Mo ONMCaHHON MeToAVKe, NoKasbiBaeT Npu-
rofHOCTb 3TOM METOAVKM 415 MONYyYEHNA BOCNPOM3BOAMMOro, COOTBETCTBYHOLLLEr0 OTPULLATENBHOIO, Hepeak-
TMBHOTO UM MUHUMASILHOTO OTBETA B TECT-CUCTEME.

NMpumeuyaHune — Ha npakTuke B KAYECTBE OTPULATENBHOIO KOHTPOJILHOrO 06pasua UCNoMb3yT KOHTPOb-
Hble 06pasLbl, HO TaKkKe BO3MOXHO NPUMEHEHKEe (hOHOBBIX 1 AKCTParupyemMbix pacTBOPOB.

3.7 NONOXUTEesbHbI KOHTPO/LHbLIA 06pa3eL: /11060 AOCTATOYHO OXapakTepu3oBaHHbIl obpasel,
martepvana uv BelecTsa, KOTopbIiA, NoABeprasicb NCCef0BaHNI0 NOONUCaHHOW MeToAuke, Noka3biBaeT Npu-
roAHOCTb 3TOW MEeTOAVKM 4151 NOSTyYEHUsI BOCNPOU3BOAVMOr0, COOTBETCTBYHOLLENO NOMIOXUTENBHOIO UK peak-
TMBHOrO OTBETA B TeCT-CUCTEME.

3.8 KOHTpONbLHbI 06pasel; CO: Obpasel, maTepuana uin BelecTsa C yCTaHOBIEHHbIMU 3HAYEHWS-
MW OHOW nnu 6onee BENUYMH, XapakTepusyoLnX COCTaB UM CBOMCTBO 3TOrO BelecTBa (MaTepuana), npea-
Ha3HauYeHHbI ANA KanMBPOBKM annapaTypsbl, OLLEHKM MeTofa U3MepPEHUs U onpeaeseHNs KONMYeCTBEHHbIX
XapakTepucTuk Mmatepuana.

(NCO PykoBogacTeo 30. onpegeneHune 2.1]

MpumeyaHune — B HacTosilemM cTaHgapTe KOHTPO/IbHLIM 06pa3LomM sBAseTcs Nio6oii 4OCTaTouHO onpese-
NEeHHbI 06paseLl, MaTtepuana unu BELWecTBa, KOTOPbIiA, N0ABEeprasch UCCNEA0BaHUIO MO OMUCAHHOK METOAUKE, NOKa3biBa-
eT NPUrOAHOCTb METOAMKM ANsi NOJyYEHNUsi BOCMNPOMU3BOANMOTO, MpeAcka3yemMoro pesysnbtara. PesynbTaT MOXeT 6biTb
NOJSIOXUTENbHBIM UMK OTPULLATESTBHBIM.

3.9 cTabu/IbHOCTb KOSIMYECTBEHHbIX XapakTepncTuk: CnocobHOCTb MaTepuana nogaepXxmsarb KOH-
KPETHbIA YyCTAHOB/MEHHbI BGMONOrMYECKU A OTBET B paMkax 0603HAYEHHbIX MpesesnoB NpU XpaHeHuu npu
0603HaYeHHbIX YC/T0BMAX B TeYEHMe onpeAeIeHHOro Nnepuoja BpemMeHu.

3.10 uccnepyemblii maTepuan: MaTepuan, usgenuve, 4actb 3Lenns NM6o ero KOMMNOHEHT, NPOGY KOTO-
poro oT6éupatoT A8 6MON0rMYEeCKOro N XMM1MYecKoro nccneoBaHus.

3.11 mopenupyemas aKCTpakuusa: SKCTpakuus, NpoBoAALLAaaCcs METOAOM, MOAEMPYIOLWUM UCMOb-
30BaHne U3genus, n4emMoHCTpUpytoLLas CooTBETCTBME TPeOOBaHUSAM HACTOSLLLEr0 CTaHAapTa OLEeHKO ypoB-
Hell BbIMbIBAEMbIX U3 U3AeNUii MaTepvasnos, KOTOpble BO3AECTBYIOT Ha MauueHTa Wau nonb3osBaTens npu
COOTBETCTBYIOLLEM NCNONb30BAHUN U3AENVS.

MpumeyvyaHune — AHanutTuyeckas nadopatopus o6s3aHa NPOAEMOHCTPUPOBATbL, YTO Mofenvpyemas 3Kc-
Tpakuus NPoOBOAUTCS NPK YCNOBUSAX Hau6oNBLIE Tpe6oBaTENLHOCTY K NpeanosnaraeMoMy UCNoNb30BaHWiD. Mogenvpo-
BaHWe UCNO/b30BaHUA N3AENUA NPOBOAUTCA C YYETOM TOro, YTO U3AeNnio NpuceanBaeTcs Haubonee cTporas BO3MOXHas
KaTeropus no ANMTENLHOCTU BO3AENCTBUSA, @ TakKe NPUHMMAIOTCS BO BHUMaHWe 3aeliCTBOBaHHbIe TKaHu 1 Temnepatypa
BO34eicTBUS.

3.12 npoyBenuueHHas aKCTpakuus: Jllo6as aKcTpakyus, npegHasHauyeHHas Ans noaydeHus 6onblie-
ro KO/IMYecTBa Bbl4E/EeMOro XMMUYECKOro KOMMOHEHTA N0 CPaBHEHUIO C KOJIMYECTBOM, BbipabaTbiBaeMbIM
npv MOAENUPYEMbIX YC/I0BUSX UCNOMb30BaHUS.

n pnmMmedyaHne — I'IpeyBenvMeHHaﬂ JKCTPaKUunAa MOXeT NPUBeCTU KXUMNYECKNM U3MEHEHNAM 3KCTparnpyemo-
ro matepunana nnu sewiecrea.

3.13 ycKopeHHas 3KcTpakuus: Jliobas akcTpakuus, onpegenstowas nsMepeHnsa maTtepmnasnos, BbiMbl-
BaeMbIX 13 U341 UM MaTepuana, NCnosb3ys YC/10BUs, KOTOPbIE COKpaLLaloT BPeEMS BbIMbIBaHWS BELLLECTB B
3IKCTParupyoLLy XUAKOCTb, HO HE MPUBOAAT KXUMUYECKMM N3MEHEHUSAM 3KCTParnpyeMbix BELLECTB.

MpumeyaHne — MprMepammn yCNoBUA YCKOPEHHOW 3KCTpaKLuy ABNAIOTCA: NOBbILLEHHAs TemnepaTypa, Bo3-
6yXaeHne, CMeHa aKCTparmpyoLeii XnakocTn u T.4a.
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3.14 ncuepnbiBaloWas 3KCTPakuMa: IKCTpakuuMs A0 MOMEHTa, Korga Ko/M4yecTBO BbIMbIBAEMOIO
MaTepuana B nocseayroLLeit akcTpakLm coctaBnset meHee yem 10 % konmyecTsa, 06HapyXeHHOro B NepBo-
HayasIbHOW 3KCTPaKUUn, UM 40 MOMEHTA, KOrga aHa/IMTUYeCcku 3HauYnTe IbHOEe MOBbILLIEHNE COBOKYMHbIX yPOB-

Hel BbIMbIBAEMOTrO MaTepuana He HabnwgaeTcs.

NMpumeyvyaHune — Tak Kak McUepnbIBaOLLMIE XapakTep 06HAPYXEHNUs 0CAAKOB NMPOAEMOHCTPUPOBATL HEBO3-
MOXHO. MPUMeHsIeTCs OnpeaeieHne ncYepnbIiBatoLLeil IKCTpakym, NpuBeLeHHoe Boilwe. Takke cM. npunoxexue C.

4 OCHOBHbIle TpeboBaHMA

4.1 Kak onucaHo B ICO 14971, npu onpegeneHnn onacHoCTM 1 OLLEHKE pUcka MeANLMHCKUX U3aennii
onacHoCTb, BO3HMKalOLWas B pesyibTaTe U3MEHEHWUI B NpoLecce NPpon3BOACTBA WU HEJ0CTATOYHOrO KOHTPO-
NS NPOU3BOACTBEHHOMO npouecca, Ao/HKHa OblTb yyTeHa npu naaHMpoBaHWM U NOAroTOBKe obpasLoB Ans
UCMbITaHW N NPUrOTOBIEHNN 3KCTPAKTOB 13 3TUX n3genunin. Ocoboe BHUMaHue crneayeT yaenaTb 0OCTaTouHbIM
BellecTBaM 3TUX MPOU3BOACTBEHHbLIX MNPOLIECCOB, HanpvMep OCTaTO4YHbIM BeLlecTBam, OYUMCTUTENSAM U
Je3nHpeKkTaHTam.

4.2 Tak kak MMCO 10993 onvcbiBaeT MHOXECTBO Pa3/IMYHbIX CUCTEM OMOMOTMYECKUX UCC/Ief0BaHUM,
HEe06X04MMO CBEPUTHLCA C MHAMBUAYANbHBIMU CTaHAapTaMu ANsA onpefeneHns NpurogHoCcTn faHHbIX peko-
MeHAauUNA ANA KOHKPETHbIX TeCT-CUCTEM.

4.3 32KcneprMeHTa bHbIN KOHTPOJIbHBIA 06pa3eL, UCnonb3yT AN NOATBEPXKAEHNA METOAUKN TECTUPO-
BaHWA M/Wan AN CpaBHEHNA pe3ynbTaToB pasHbiX Mareprasios. B 3aBUCMOCTM OT TOrO, Kakoli MeToa nccne-
[0BaHNS OGMONOTNYECKOro [AeliCTBMA WCMOMb3YT, B KavyecTBe MOAXOAALLero MoXeT ObiTb BblGpaH
OTpMLATENbHbIA WU NONOXUTENbHbI KOHTPOJIbHbIV 06pa3eL, NM60 KOHTPOIbHBIN pacTeop.

NMpumeyvyaHne — OfUH N TOT Xe KOHTPOJIbHbIA 06pasel, MOXeT GbiTb WCNOMb30BAH B Pa3/IMUHbIX MeToAax
nccnefoBaHus v MOXET JONycKaTb NEPEKPECTHbIE CCbINIKU Ha fpyrve YCTaHOBNEHHbIe MaTepuasibl U METOAbI UCCNefoBa-
HWSA. [lononHUTeNlbHOE PYKOBOACTBO MO BbIGOPY 3KCMEPUMEHTaNIbLHOIO KOHTPOILHOTO 06pas3Lia NpUBeAeHo B NPUIoXe-
HUM A. Vicnonib3oBaHWe MNOJMIOXWTENbHOTO KOHTPO/IbHOTO 06pasua Ansi UCMbITaHWil Jn Vivo MOXET 3aBUCETb OT HOPM
61arononyuns XnBOTHbIX.

5 KOHTpoOsibHbIe 06pas3Lbl

5.1 O6wmre NoNoXeHNs

KoHTposbHble 06pasLbl NpeAoCcTaBAsatoT CneLmanm3npoBaHHble opraHusaumnn. 3Tn opraHm3auuy onpe-
AensalT 06beM XMMUYeCcKnx, hrnandyecknx nbrnonornyecknx xapakTepmcTvk. imerowmecs B npogaxe o6pasuibl
n3genvii, NPUMEHsIEMbIX B MEJMULMHCKON NpakTuke, MOryT OblTb WCMNO/Ib30BaHbl B Ka4eCTBe KOHTPO/IbHbIX
06pasyos.

MpumeyaHne 1 - Cwm.Pykosoactso NCO 35

CTaHAapTHbI 06pasel, BbIGUpaloT C y4eTOM Ero BbICOKOW CTEMEHN YACTOTbI, CNeLnduYeckux xapakre-
PVCTVK. COOTBETCTBMS NpeanosiaraeMoMy NPUMEHEHUIO MOGLLEN AOCTYNHOCTU. Cneynduyeckne XUMUYeCKme,
thusmnyeckme 1 GMONOrMYECcKME XapakTePUCTIKM ONpesensioT Npy MexnabopaTopHbIX UCCE[0BaHUSAX B TPEX
unu 6onee nabopaTopusix v NPeOCTaBSOTCS UCCNIE[0BATESIO MOCTABLLMKOM.

MpumeyaHue 2— [ns nonb3oBaTteneii xenatenbHo NoayYyeHne 3aBepeHns 0T NOCTABLYNKOB KOHTPOIbHbIX
06pasLoB UM CTaHAaPTHLIX 06Pa3LoB, YT 3TN MaTepuasbl GyayT 4OCTYNHbLI NONb30BATENIO N0 MEHbLUEN MEPE NATL NEeT.
BTOpbIM, MeHee xenaTesnbHbIM, BapMaHTOM SIBsieTcs Ny6AuKaums NCTOYHUKOB KOHTPO/bHbLIX 06pa3LoB Uan ctaHaap-
THbIX 06Pas3L,0B «OTKPLITON (POPMyY/bI» MaTepuana, T.e. ny6anKaLms UCXO4HbIX MaTeprnanos u agetanein o06paboTku, Heo6-
XO4UMBIX /11 06eCcrneyeHunst O4HOPOAHbIX NapTUii KOHTPO/IbHbLIX 06Pa3L0B.

5.2 CepTudmkaymsa KOHTPObHbIX 06pa3yoB A48 nccrenoBaHns 6nonornyeckoli 6esonacHocTn

5.2.1 Keanudukauuns KOHTPOLHOIO 06pasua sBAseTca Npoueaypoit, KoTopas ycTaHaBNMBaET YACEH-
HO€ NN KoIMYeCcTBEHHOE 3HavyeHne 61010rMYeckoro oTeeTa Mmartepuasna npu ornpegeneHHblX yCaoBuax Ucnbl-
TaHus. obecneynsas BOCMPON3BOAUMOCTbL OTBETA, Kak B/1abopaTopHbIX, Tak U B Mex1abopaTopHbIX YCI0BUSIX.
[vana3oH 6uonornyeckux OTBETOB, CBA3aHHbIX C MaTepuasioM, ycTaHas/MBAalOT NyTeM 1abopaTopHbIX
nccnenoBaHuii.

5.2.2 Matepuasnbl cepTudnLMpyoTCa NnocTaBLmkaMn KOHTPObHbIX 06pasyoB. MocTasLwuk onpegens-
eT npefiesibHble XMMUYeckne n hmusnyeckne xapakrepuctukn. OTaesbHble nabopaTopuu, UCNO/b3YoLne KOH-
TPONibHble 06pasubl, onpefensAlnT OMONOTMYECKYl0 XapakTepucTuKy, HeobxoAuMyl AN YTBEPXAEeHUA
KOHTPO/ILHOIO 06pasLia AN onpefesnieHHoro UcnbiTaHusa N npoueaypsl. Matepuansl, UMeloLnecs B npoja-

3



FOCT P NCO 10993-12—2009

Xe. MOTyT MCNoNb30BaTbCsl Kak KOHTPO/IbHble 06pasubl, €CM OHW CepTUhULMPOBaHbl U MPUrOAHbLI ANA
NCNbITAHWIA.

5.2.3 CepTudhmKaumsa KOHTPONILHOTO 06pasLia SIBNSeTca Npoueaypoii, KoTopas ycTaHaB/IMBaeT Kayec-
TBEHHOE WM KONIMYECTBEHHOE 3HaYeHNe 61OI0rMYEeCcKoro oTBeTa MaTepuasna npu onpeaeneHHbIX YCroBUsix
ncnbiTaHns. TOT NPOLECC CNYXUT ANS YTBEPXAEHUS UCMbITAHNA MaTeprana Ha KOHKPeTHbIi OTBET U NPUBO-

AWT K Bblgauve cepTuchmkata. Bnonormyecknini oTBeT Ha matepuasn ycTaHaBIMBatOT NyTeM MexnabopaTopHbIX
nuccnefoBaHuii.

6 lcnonb3oBaHue KOHTPO/IbHbLIX 06PA3LL0B A/151 IKCNEPUMEHTAIBHOTO KOHTPOSIA

6.1 KOHTpONbHble 06pa3ubl UK cTaHAapTHbIE 06pasLibl NCMONb3YHTCA B GMONOTMYECKMX UCMbITAHUSX Kak
KOHTPO/bHbIE MaTepuasbl, AeMOHCTPUPYIOLWMe NPUrogHOCTL Npoueaypbl A8 NOoayYeHUs BOCMPOU3BOAVMOrO
pe3ynbTata, NoN0XUTENBHOIO K/MAK oTpuLaTensHOro. J/1lo6oi matepnasn, NCnob3yeMblii TakuM 06pa3om, Xxapak-
TepusyeTcs Npu KaxxAoM npoueaype 6MOI0rMYeckoro NCnbiTaHus, 418 KOTOPOI XOTAT MCNO/Ib30BaTh MaTepuas.
Martepuvan, oxapakTepn3oBaHHbIi 1 3aTeM CepTUMULMPOBaHHLINA /15 OJHOr0 KOHTPO/ILHOTO MeTofa uccnenoBa-
HUA UNn oTBeTa, Hanpumep rmnepyyBCcTBUTE/IbHOCTU 3aMeA/IEHHOro Tuna, He A0/XeH UCNO/1b30BaTbCA KakK KOH-
TPO/bHbIA 06paseL, ANs 4pyroro, HanpyMep LUTOTOKCUYHOCTK, 6e3 AONOHATENBHOTO YTBEPXAEHNS.

MpumeyaHune — Mcnonb3oBaHne KOHTPONIbHOTO o6pasLia 061eryaeT CAMYeHNe pe3yNbTaToB B pasHbIX 1a60-
paTopusix ¥ NomMoraeT NpuW OLeHKe BOCNPON3BOAMMOCTYN pe3ynbTaToB UCMbITaHUS B 0TAe/bHbIX NabopaTopusax. Ans cpas-
HeHUst GUONOTMYECKOro OTBETA XEeNaTeNIbHO UCNO0/b30BaTh KOHTPO/IbHbIE 06paslibl C AUana3oHOM OTBETHbIX peakuui,
Hanpumep MWHUMAaNbHbIA, CPeAHUA K pe3Kknii.

6.2 KOHTpO/ibHble 06pas3Libl, UCNO/b3yEMbIe B KAYECTBE IKCNEPUMEHTA/ILHOTO KOHTPOSISA, LO/KHbI Y,0B-
NeTBOPSATb YCTAHOB/IEHHbIM Tpe6oBaHUSIM K KaUecTBY, rapaHTUpyeMOoMy NpoLeaypaMmn N3roTOBUTENS U UCTbI-
TatenbHoIt na6opaTopun. OHU AO/MKHbI CONPOBOXAATHCSA CBEAEHUSIMU 06 UCTOYHWKE, U3TOTOBUTENE, CTENEHN
UMCTOThI M TUNEe. KOHTPO/bHbIe 06pa3Libl 06pabaTbiBalOT COTAcHO NOMOXEHUAM pasaena 8.

6.3 KOHTpO/ibHblE 06pa3Libl, UCNO/b3YEMbIE B KAYECTBE IKCNEPVMEHTA/IbHOTO KOHTPO/ISA, f,O/KHbI HAaxo-
AVTbCS B TOM XE K/lacce MaTepuasios, YTo U ncciesyemblii o6pasel, T.e. NOIMMeEp, Kepamuka, MeTasis, Koao-
ua NT.0.TeM He MEeHee UMCTbie XMMUYECKMe BeLleCTBa MOTyT 6bITb MCMO/b30BaHbl 415 9KCNEePUMEHTaIbHOTO
KOHTPO/IS Mpoueayp WUCMbITaHWUii, OCHOBAHHOM Ha MexaHu3Me AelCTBUS, Hanpumep Npobbl HA TeHOTOKCUY-
HOCTb 1 Ha UMMYHHYI0 TNepUYyBCTBMTENbHOCTb 3aMe//IEHHOrO TUNa.

7 Bblbop obpa3sua ans ncciegoBaHus

7.1 WccneposaHuio nogsepratwoT U3genue B roToBOM K NPYMEHEHWIO BUAE Un matepuassl, obpaboTtaH-
Hble TakXe. Kak 1 rotoBoe usgenve (cm. 1 C 010993-1). unncooTBeTCTBYOLLME 3KCTPaKThI 11060ro U3 Bhillene-
peuncneHHoro. Beibop nccneayemoit npo6bl 40/KEH ObiTb 060CHOBAH.

MpumeyaHune — Bcnyyae maTepuanos, OTBEPXKAAEMbIX in Situ, MOTYT 6bITb HEOBXOAMMbI Pa3fMyHbIE UCCe-
Ayemble 06pasLbl, 0TpaxarLlme 0TBEPXKAEHHbI MaTepUan n ero HEOTBEPXKAEHHOE COCTOSIHME.

7.2 Bcnyyae HEOGXOAMMOCTU UCTIbITAHWS IKCTPAKTa MPUMEHSIIOT TaKyto Xe npoLeaypy Bbi6opa npobbl
[N ccneaoBaHus.

8 MMpurotoBneHune nccnegyemoli Npobbl Y KOHTPOIbHOrO 06pasua

8.1 Wccnepyemble Npo6bl v KOHTPOIbHbIE 06pa3Libl HE06X0AMMO 06pabaThiBaTh B YC/I0BUSIX, NCK/TOYa-
IOLIMX KOHTaMUHaLMI0. BellecTsa, 06pa3oBaBLIMEeCca B NMPOLEcce MPOM3BOACTBA, OUMCTKU, CTEPUIM3ALIAMN U
T.M., CNefyeT cunTaTb HEOTHEM/IEMOIA YaCTbio U3AENNS, €70 YaCTW UIM KOMMOHEHTA.

MpumeyaHune — [lONOSHATENBHOE PYKOBOACTBO MO NMPUTOTOB/IEHNIO PACTBOPOB KOHTPOJ/IbHBIX 06Pa3L,0B Npu-
BefleHO B NPUIOXeHNM B.

a) Pa6oTy c uccneayembiMu Npo6amMu CTePUbHBIX U3LENUI U KOHTPOSIbHBIX 06pa3LoB ciieyeT NpoBo-
OUTb c yueToM Tpe6oBaHUii acenTuku, ec/im 3To COOTBETCTBYET METOAUKE UCC/IEf0BaHUS.

b) ECnunHauccnefoBaHme NocTynatT HECTEPUIbHBIE U34S, KOTOPbIE A0/KHbI 6bITb CTEPUIN30BAHDI
nepeg npuMeHeHWeM B MEeAMLMHCKON MpakTuke, TO Takue o6pasubl nepej UCCnefoBaHWEM CTEPUIU3YIOT
MeTOZOM, PeKOMEHAOBAHHbLIM M3roTOBUTENEM. PaboTy ¢ HUMU NPOBOAST C YYETOM TpeGoBaHuWii acenTuku,
€C/IM 3TO COOTBETCTBYET METOANKE UCC/Ie0BaHMS.
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c) Ecnu nccnepgyemble Npo6bl YACTAT nepej ctepununsaumein, npn Bbibope n paboTe ¢ uccrnenyemoi
npo60oi AOMKHO BbITb YHTEHO BAUSIHME NPOLEcca O4YNCTKM U OUNCTUTENS.

8.2 Ecnu ans mccnefoBaHns Heo6Xxo4uMbl CTepusibHble nccnegyemble Npobbl, fOMKHO GblTb YUTEHO
B/IMSIHWE CTepuIn3aLum.

8.3 Ecnu nccnepyemble Nnpo6bl M KOHTPOJIbHbIE 06pasLbl TpebyeTca paspesaTb Ha YacTU, Kak onmMcaHo B
10.3.3. nepeuuncneHve b), cnegyet yunTbiBaTb BIMSHWE NOBEPXHOCTEN, He NoABEPraBLIMXCSA paHee 06pa6oT-
Ke. HanpyMep NPOCBETOB WM NOBEPXHOCTEN cpesa. MNpu paspesaHnn MefULUHCKAX U34ennii Ha TUNNYHbIe
o6pasLbl cnesyeT NCNOb30BATb TEXHUYECKUE MPUEMbI, UCKTHOYAIOLLME KOHTAMUHALMIO.

9 BbI6GOp penpeseHTaTUBHbIX YacTeil u3genns

9.1 Ecnv HEBO3MOXHO NPOBECTU UCCNef0BaHNe Lienoro u3genus, Kaxaas oTaebHas 4acTb FoTOBOTO K
NPYMEHEHNI0 U3AEeNNS, KOHTaKTUpYIoLLasa C TKAHAMU OpraHn3Ma, fo/kHa 6bITb NpeAcTaB/ieHa B uccneayemon
npo6e B COOTBETCTBYHOLLMX NPOMNOPLMUSIX.

a) O6pasubl n3genuii c NOBEPXHOCTHLIM NOKPLITUEM LODKHbI COAEPXaTb MaTepras NoKPbITUA U OCHOB-
Holi MaTepuan, flaxe ecain cybcTpaT HE KOHTAKTUPYET C TKaHAMU.

b) O6Gpasew f0/KEH cofepx)aTb TUMUYHYH YacTb COeAVHEHNUS U/WNW CKNEKX, eCnu Npy NPOU3BOACTBE
4yacTu usgenuns, BXoAsLL e B KOHTaKT C NaLWeHToM, UCNoNb30Bann afresuns, pagno4acToTHOE CoeAVHEHNE NN
CKNeiiKy pacTBOpUTENEM.

9.2 KoMnosuTHble MaTepuasibl UCCNEeayoT Kak KOHEYHbIE U3aenus.

9.3 Ecnu BcocTas n3genvs BXoAsaT pa3nyHble MaTepuasbl, Npu Bbibope obpasLla Heo6Xxo041MMO yyecTb
noTeHLManbHble BO3MOXHOCTY CUHEpru3Ma u apyrux B3anMofeiicTBuii.

9.4 O6paseL, MOXeT 6bITb BbIGpPaH Cy4eTOM MakCMMasibHOro BO3AeliCTBNSA TECT-CUCTEMbI HA KOMMOHEH-
Tbl U34,€11SA C U3BECTHON NOTEHLMaIbHOM 6UOI0rMYECKO aKTUBHOCTbIO.

10 lMpuroTtoBneHmne aKCTPaKTOB U3 UCC/IedyeMbIX MaTepnasion

10.1 OCHOBHbI€E NOSOXEHUA

EcnunuccnegosaHne TpebyeT NnpUMEHEHNS 3KCTPaKTOB, MOAebHas cpefa nycoBusa npoLecca aKCTpak-
LM [O/MKHBI COOTBETCTBOBATL CBOWCTBAM M HA3HAYEHWIO FTOTOBOrO K NPMMEHEHWI0 U3Aenus, a Takke Lenm
nccnefoBaHusA, Hanpumep onpefeneHre OnacHoCTW, BbIUMCIEHWE puUcKa WM oueHka pucka. MNpu Bbibope
YC0BWIA 3KCTPaKLMM HEOBXOAUMO yunTbiBaTh (PU3NKO-XMMUYECKME CBOICTBA MaTepranoB U3aenus, BbiMbiBa-
eMblX BELECTB UM OCTaTOUHbIX BELeCTB. 1A 0TAeNbHbIX 6MOI0TNYECKUX nccnefoBaHuil, ONMCaHHbIX B APY-
rmx ctaHgaprtax cepun MCO 10993, cyuiecTBylOT ocobble TpeboBaHUA K MPUrOTOBMIEHUIO 3KCTPAKTOB U3
06pasLoB. BaToMm cniyyae TpeboBaHUS COOTBETCTBYOLWNX cTaHAapToB M C 010993 6yayT MMeTb NpUOpUTET No
CpaBHeHUIO c TpeboBaHNSAMY HACTOSLLEr0 CTaHAapTa.

MpumeyvyaHune — [lonoNHATENbHOE PYKOBOACTBO MO 3KCTPaKLMM 06pa3LLoB NPUBELEHO B MPUI0XeHUM C.

10.2 KoHTeliHepbl 47151 3KCTpakumm

10.2.1 3KCTpakuuio MPOBOAAT B YUCTbIX, XMMUYECKA WHEPTHbIX, FEPMETUUYHbIX €MKOCTAX, UMEeILnX
MUHMMasIbHOe CBO6OAHOE NPOCTPaHCTBO.

10.2.2 [ina obecneyeHus Toro, 4Tobbl EMKOCTU AN IKCTPaKUWUM He 3arpsa3HUIM MOAENbHYIO cpeay,
Takne eMKoCTN AOSIKHbI ObIThb:

a) 60pOoCKIMKATHBIMWU CTEK/ISHHBIMU MpobupkamMyn € KpbilwkaMu/npobkamu Ha WHEPTHOW mnpoknagke
[Hanpumep, nonu(teTpadyopoaTuneH)]:

b) APYTMMW MHEPTHLIMWU EMKOCTAMM ANSA 3KCTPaKL UM COrnacHo TpeboBaHNAM 419 KOHKPETHbIX MaTepua-
NOB n/unu Npoueayp 3KCTPakLmu.

10.3 YcnoBus v MeToAbl 3KCTpakLmuun

10.3.1 YcnoBus 3KCTpaKLMu OCHOBbLIBAKOTCS Ha CYLLECTBYHOLLLEN NpakTMKe 1 060CHOBaHbLI NpeAocTaB/ie-
HMEM CTaHAapPTHOro NoAX0Aa, KOTOPbI/ BO MHOTOM SIBSIETCS MPUEMSIEMbIM NPeyBeIMYEHNEM UCMONb30BaHUS
n3genus. JkCTpakuuio cnegyet NnpoBoAUTb MNPY OAHOM U3 PEXUMOB, NPUBEAEHHbIX HUXKE:

a) (37+1)°C BTeueHne (712+2)y;

b) (50+2)°C BTeueHune (72+2)y;

c) (70+£2)BCBTevyeHUne(24+2)y;

d) (121 +2)°CsTeueHune(l +0,1)u.

MpumeyaHune — IkcTpakuyma npu Temnepatype (37 x 1)'CBTeuveHne(24x2)u B KyNbTypasnbHOIi cpese MoxeT
6bITb NPYEMIEMOli AN UccnefoBaHnsa LUTOTOKCUYHOCTHU. CM. MCO 10993-5.
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Ycnoeus aKCTpakuum, onucaHHble Bbille, UCMOMb3yeMble ANA NPefoCcTaB/eHns MacluTaboB NoTeHUM-
a/IbHOMO puUCKa, A/19 OLEHKN pucKa U3fenus uan martepuasia, OCHOBLIBAIOTCA Ha NpefLllecTBylowWweM onbiTe.
MoryT 6bITb MCMONb30BaHbI U ApYrue YCI0BUSA aKCTpakLMu, nMetoLne Mecto npu KMHNYeCKoOM NCNo/b30Ba-
HUM NGO NpefoCTaBALLIME afeKBATHYIO OLEHKY MOTEHLMANbHOW ONAaCHOCTU; HO B 3TOM C/lyYae OHU A0/MKHbI
6bITb ONMMcaHbl 1 060CHOBAHbI.

OKCTpaKuus SABNSETCS CMNOXHbIM MPOLLECCOM, Ha KOTOPbI OKa3biBaloT BAVSHME BpeMs, TemnepaTypa,
COOTHOLLUEHME NnoLwaamn noBepxHOCTU K ob6beMa, aKCTparupytoLas cpeja v dpasosoe pasHosecuel matepua-
na. Heo6xo4UMO yunTbiBaTb BAVWSHME BbICOKOW TemnepaTypbl U APYrMX YCOBUIA HA KUHETUKY aKCTpakuumn v
NAEHTUYHOCTb MOAENbHbIX Cpef, NpY NPOBeLEeHNN YCKOPEHHOW NN NpeyBeNnYeHHOol SKCTpaKL .

Hanpumep, npu ncnosib30BaHUN NOBbILLEHHbIX TEMNepaTyp CYLeCcTBYIOT [1B€ BO3MOXHOCTH;

1) aHeprua BbICOKOM TemnepaTtypbl MOXET Bbl3BaTb yBe/IMYeHHOe obpa3oBaHue nonepeyHbix cBA3el
n/vunv nonuMepu3auuio nonumepa n, Takum o6pasom, CHU3UTb KONIMYECTBO CBOOOAHOIO MOHOMepa A1 MUrpa-
Lun U3 nonnmMepa;

2) BbICOKas Temnepartypa MOXeT Bbi3BaTb (OPMMPOBaHMe NPOAYKTOB AerpagaLmm, KoTopble 06bIYHO He
NPUCYTCTBYIOT B TOTOBOM U3fE/IMN B YC/TOBUAX KIMHUYECKOTO NPUMEHEHUS.

10.3.2 [ina matepuasios, pacTBOPSAIOLLMXCA U BCACbIBAIOLNXCA B YC/IOBUAX K/TMHNYECKOTO NpuMeHe-
HUSA. HEO6X04MMO Crle0BaTh YCI0BUAM 3KCTPaKLUuu, onncaHHbiM B 10.3.1. 10 BO3MOXHOCTH, 3KCTPaKLuio Npo-
BOAAT NPU MCNOb30BaHNV COOTBETCTBYIOLLEN SKCTParnpyoLL e XnaKkocTn 1 yCrioBUil BpemMeHu/TemMneparypbl
ANA uMUTaunm Bo3geincTens. MoxeT 6biTb HE06X0AMMO NOJTHOE PacTBOPEHME.

10.3.3 [ns onpeaeneHns HeobxoaMMoro obbema aKcTparmpyoLeid XUaKkoCcTU MOXHO MCMONb30BaThb
CcTaHAapTHYI0 naouiafb NoBepxHocTu. Takaa niowanb BkAYaeT 06Lyto naowanbs 06enmx CTopoH obpasua un
UCKoYaeT HeonpedeieHHble HEPOBHOCTY MNOBEPXHOCTU. Ecnn KoHdurypaums obpasua He No3sBonseT onpe-
AennTb naowadb NoBepXHOCTU, HeO6X0ANMO MCMO/b30BaTh COOTHOLWEHME Macca/06boM aKCTparupyoLen
xugkoctu. Cm. Tabnuuy 1.

a) B03MOXHO Mcnonb3oBaHve ApyrMx COOTHOLWEHWIA Mo aan NOBEPXHOCTU N 06 bemMa MoAe bHOW cpe-
Jbl. HanpyMep CBA3aHHbIX C OLLEHKON NOPUCTLIX MaTepuasnios, €C/n OHU MOAENNPYIOT YC/I0BUSA KNTMHNYECKOTO
NPUMEHEHWS WY AA0T OLLEHKY NOTEeHLManbHO 0NacHOCTH.

b) MaTepuasnbl He06X0ANMO paspesaTb Ha MesIkue YacTu nepes aKCTpakunen A4nsa ynyylieHns norpyxe-
HUA B 3KCTparvpyloLlyto cpeay, KpoMe Tex criydaes, korga aTo Henpuemnemo (Hanpumep, cm. 10.3.4). Hanpwu-
Mep, 4/19 N0IMMEePOoB nNpuemaemMsl YacTu pasMmepamu npumepHo 10x 50 MM unim 5k 25 mm.

Tab6nuya 1— CraHgapTHble NaoWaAn NOBEPXHOCTU M 06BbEMbI SKCTPArMpyoL e XnaKoCTn

COOTHOLLIEHME MpY SKCTPaKLM

TonuwHa, Mv (nnowage nosepxHoCTY Wi MprMepbl MaTeprasios
Macca.'o6bem) 1 10%

<0,5 6 cm2/mn MneHka, MNCTbl U CTEHKN TPY6OK
ot 0.500 1.0 3 cm2'Mn CTeHkn Tpy6OK, NNacTuHbI,
HeboNblWwmne NnTble U3genua
> 1.0 3 cm2/vn KpynHble nutblie nsgenus
>1.0 1.25 cm2/mn SnacToMepHble MOKPbITUA
LienbHble nsgenna HenpasuibHON OpPMbI 0,2 r o6pasua/mn Mopowlok, rpaHynbl, neHa, nuTsle

nsgenusi/He abcopbeHTbI

MopucTble n3genns HenpasuibHOI OPMbI 0.1 r/mn Mem6paHbl
MpumeyaHune — BHacToAlee BpemMs HET CTaHAAPTU30BaHHbIX METO/0B UCC/e0BaHNA abCoOP6EeHTOB 1 rnf-
pOKONNOMAOB. NO3TOMY NpefnaraeTca caeayowWwnii NopsaokK:
OnpegensioT 06beM 3KCTparnpytoLLen Xnakoctu, abcopbupyemoii Ha kaxabliii 0.1 runm 1.0 cm2 matepunana. 3aTem,
npv NpoBeAeHNN 3KCTpakun matepuana, 06aBnAoT 3TOT 4ONONHNUTENbHbI 06BbeM Ha kaxAabli 0.1 ruam 1.0 cm2 mo-
AenbHOl cpeabl.

1l da3zoBOe paBHOBECME TBEPAOro mMaTepuana ao Bpems 3KCTpakuuu onpefensieT OTHOCUTe/IbHOe coaepxaHue
amopdHoii 1 kpucTannuueckoli has. ns amopdHoli hasbl Temnepartypa pa3oBoro nepexoga (cteknosaxust) Teonpepe-
NseT NOABMKHOCTb NOIVIMEPHOI Lenu 1 cKopocTb Anddy3nmn a gaHHo ase. O6bIYHO cKOpOCTb Anddy3nn Npy Temnepa-
Type Bbllle  3HAYMTEsIbHO Bbllle CKOPOCTU Anddy3nmn npu 6onee HU3KOW TemnepaTtype. B KpucTtannnyeckoi pase cko-
pocTb Andbdy3nn Hambonee HW3Ka. YCMOBUA 3KCTPaKUUW He A0/KHbI U3MeHATb (ha3oBOro paBHOBecUs maTtepuana.
M3meHeHne ha3oBOro paBHOBECUSI MOXET NMOB/EYb 3a CO6GO M3MEHEHNEe KONMMYeCcTBa U CTPYKTYPbl aKCTparnpyembix Be-
wecTs. Busmernenun pazoBoro paBHoOBeCUS MOXHO Y/0CTOBEPUTLCS, UCNONb3YSA METOA CKaHupytoLlel guddeperHumnans-
HOIl KanopumeTpun.

6
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10.3.4 3I'IaCTOMepr, MaTtepuasibl C NOKPbITUEM, KOMNO3UTbI, NaMUHaTbI N T.N. HeOﬁXO,qMMO ncecnepno-
BaTb. MO BO3MOXHOCTHU, B HENOBPEXAEHHOM BUAE U3-3a NOTEHUNASTbHbIX paanmqmﬁ XapakTepuUcTnK akCTpakunm
HEenoBpeXaAeHHbIX N NoOBpeXAeHHbIX I'IOBerHOCTeVI.

MpumeyaHne — Bpesynbrare NPOU3BOACTBEHHbLIX NPOLLECCOB cBOWCcTBa NOBEPXHOCTU MHOTNX 3/1TaCTOMEPOB
MOTYyT OTn4aTbCA OT CBOIACTB OCHOBHOTO MaTtepunana.

10.3.5 3kcTpakuumio NpoBOAAT C UCNOJIb30BaHUEM NOMSAPHbBIX Y HENOIAPHbBIX 3KCTPArmpyroLwmx Xuakoc-
TeW.

K akcTparupyowmm cpeamM OTHOCST:

a) NONSAPHYK 3KCTParupyroLLyo XUAKOCTb — BOAY, (hU3N0I0TUYECKUA pacTBOp, Ky/IbTypasnbHYH XUa-
KOCTb 6€3 CbIBOPOTKY;

b) HEMOMAPHYID 3KCTPArMpyrLLy XWUAKOCTb — CBeXee pacdhUHMPOBAHHOE pacTUTesIbHOe Macso
(Hanpumep, XI0NKOBOE UM KYHXYTHOE) Ka4yecTBa, OnpeAenieHHoro B pasHbix hapmakonesx;

C) [ONOSIHUTENbHbIE AKCTparMpyoLme XXMaKocTu: ataHon/soga (5 % no o6vemy): ataHon/cusmonoru-
yeckuii pacteop (5 % no o6vemy); nonuatuneHrnmkons 400 (pazbaBneHHbIl 40 PU3MONOrMYECKOT0 OCMOTU-
4YeCcKoro Aas/ieHuns); AMMeTUNCYNbgOKCHA,; KynbTypanbHas XUAKOCTb C CbIBOPOTKOIA.

NMpumeuyaHune — BO3MOXHO MCNONb30BaTh pyrne 3KCTparupytouine XUAKOCTH, COOTBETCTBYKOLLME CBOIi-
CTBaAM U NPUMEHEHUIO U3AENUSA U METOAAM OMPESEEeHNs ONACHOCTM, MPU HAJMYNK CBEAEHNA 06 UX 4ENCTBUN Ha MaTe-
pvan v 61oNOrMUYECKYI0 CUCTEMY.

10.3.6 [pyrve akcTparnpyroLimne XXnugKoctTm MOXHO UCNO/b30BaTh, YyUUTbIBAA NPUPOAY Martepuana n k-
HMYyeckoe NpYMeHeHne MeaULMHCKOTo U3fenns, ecnv nx AelicTBue Ha uccnegyemblii MaTepuan u opraHnsm
N3BECTHbI.

10.3.7 XXugkue aKCTpakTbl cnefyeT, N0 BO3MOXHOCTU, UCNOJ/Ib30BaTh Cpa3sy Nnocsie nNpuroToBieHns Bo
n3bexaHue copbuun cocya, KOTOpbIA UCNOMb3YIOT A5 IKCTpaKLUuM, NMbo Apyrux usMeHeHui coctasa. Ecnu
3KCTPaKT XpaHAT 6osee 24 4. ero cTabunbHOCTb U TOMOTEHHOCTb B YCMIOBUSAX XpaHEeHUS A0/MKHbI ObITb NpoBEpe-
Hbl.

10.3.8 HecnepyeT KoppekTupoBaTth 3HayeHue pH akcTpakTa 6e3 L0/KHOro 060CHOBaHMS.

10.3.9 JOKCTpakT He cnepyeT o6pabaTtbiBaTh hunbTpauuneid, LeHTpMdyrnpoBaHneM Unm pyruMu mMeTto-
Jamuy ANs ycTpaHeHns B3BELUEHHbIX YacTul, MOosTyYeHHbIX B paboyem nopsigke. MNpy HE06X04MMOCTU Lieneco-
06pa3HOCTb Takoro npotecca fo/mxHa 6bITb 060CHOBaHa OKYMEHTA/IbHO.

10.3.10 [nsa onpefeneHus onacHOCTM HEO6XOAMMO PacCMOTPETb UCMOb30BaHNE YC/I0BUIA NpeyBenun-
YEHHO aKCTpaKLunM 4715 NOBbILEHUS A03bl BO3AEACTBMSA BbIMbIBAEMbIX BELLECTB. DKCTPArVpYHLLLYH XUAKOCTb
1 YCNOBMWSA 3KCTPaKL MU HY)XXHO BbIBMpaTb HA OCHOBaHNN hM3UKO-XMMUYECKMX CBOCTB MaTepuana u/mnu npo-
rHO3MPYyEeMbIX XUMUYECKMX BELLECTB C HA3KMM MOJIEKY/IAPHBIM BECOM, KOTOPbIE MOTYT ObITb 3KCTParnpoBaHbl.

10.3.11 [ns matepuasioB Unu n3gonuii, KOTopble He AO/MKHbI PACTBOPATLCA UAKN NOABEpraTbCcs pe3op-
6UMM Npy 06LIYHOM MCNONb30BAHUM, NPU IKCTPAKLMM NOIMMEPHOrO Matepuana uin m3genns Heobxoanmo
MCMosb30oBaTb PacTBOPUTENN, He Bbi3blBaKOLME pa3pyLleHnUs MosIMMepHoro coctasa. Mpu ncnonb3oBaHUU
HeyCcTONYMBOro pacTBOpMTENsA AONYCTUMO He 6osiee YeM fierkoe cMAryeHme NoMMepHoro MaTepuana (T.e.
paspyweHune meHee 10 %). Heobxogumo yganutb pacTBopuTesnb (nepej ncnosb3oBaHnem B 6uonpob6e) Bo
n36exaHne Heb6aronpmMaTHONO B/IMSIHMA 0CaKOB HAa Guonornyeckyro npoby (Hanpumep, seHaTypauus 6en1KoB
UNn pasgpaxeHue Koxu). ns nicpopmaLmm no matepuanam unuv n3genmsam, Kotopble A0/HKHbI PacTBOPATLCA
U noggepratbcs pe3opobuny npm 066I14HOM UCNob3oBaHn, — cM. 10.3.2.

10.3.12 Ecnu nsgenue AIBNSETCSA BOAOCOAEPXKALLEN XUAKOCTbIO, IKCTPaKLMIO HEe NPOBOAAT. XKNAKOCTb
MCNO/Ib3yeTCs HanpsiMyto B TeCT-CUCTEME.

10.3.13 B cnyvasix, korga XugkocTu LMPKyMpYHT Yyepes nsgenue npuv 06bIYHOM UCMOb30BaHUM,
HanpuMmep B 3KCTpakopnopasbHbIX U34ENNSAX, BO3MOXHA IKCTpaKLns nyTeM peumpkynsauun. Npyu BO3MOXHOCTH
HY>XHO NpeyBesIMYnTb OAHO UK 6o/1ee ycnoBuiA, HaNpUMep Temnepartypy, BpeMsi, 06 bEM, CKOPOCTb TeUEHNs.
O60cHOBaHWe BbIGOpa IKCTPAKL MK AOMHKHO ObITb OTPAXEHO fOKYMEHTAbHO.

10.4 YCNoBuAa 3KCTpakuuy Ansi onpeaenieHnss onacHOCTU U OLEHKU pUCKa B pexrmMe npeyBenu-
YEeHHOr0 UCMO/Ib30BaHUSA

10.4.1 Mpy MOLENMPOBaHUK N MPUTOTOBEHNN 06PA3L,0B A/ UCC/IEL0BAHNS U NPUTOTOBIEHUN 3KCTPaK-
TOB U3 3TNX U3Ae/Nii HEOGXO0ANMO YUUTbIBATL ONACHOCTh, BO3HUKAIOLLYIO BC/IeACTBME N3MEHEHWII B NPOU3BO-
[CTBEHHOM NpOLEecce WU HefOCTATOYHOTO KOHTPOS MPOWM3BOACTBEHHOrO Mpolecca, B COOTBETCTBUM C
M C014971. Oco6oe BHMMaHUe crieayeT yAensiTb NPUMecsiM 3TUX NPOVN3BOACTBEHHbIX MPOLIECCOB, HanpuMep
OCTATOYHbLIM 3/IeMEHTaM, OUUCTUTENIAM U e3nH(eKTaHTaMm.
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10.4.2 Ecnv noTeHuuanbHas TOKCUYHOCTb MPOAYKLUMW, UCC/IeAyEeMOi C MOMOLLbIO MPeyBeNNYeHHOM 3KC-
TpakuMu. HaxoauTcsa B npegenax TpeboBaHuii, OTCYTCTBYET HEOBXOAMMOCTb AasibHENLWero uccnefoBaHns
n3aenvsa NocpeacTBOM 3KCTpaKLnv, UMUTUpPYIOLLE 06bIYHOE UCMOIb30BaHMe.

10.4.3 [nsa npoaykuuu, nonnmepumaytollelics in situ, nccnegyemoie o6pasubl AO/MKHbI NPeAcTaBsaTb
npeanonaraemMble KNIMHUYECKNE YC/TIOBUSI MPUMEHEHUS A1 NOMYyYeHUss MH(hopMaL MM 0 NOTeHUNanbHOM TOK-
CUYHOCTU pearmpyoLmx KOMNOHEHTOB NosvMepa B nNpouecce oTeepaesaHusa. Ecnu npumeHumo, nccnepye-
Mble 3KCTPaKTbl, NMPUrOTOB/IEHHbIE B pasHOe BpeMs, A0/IKHbl OCHOBbLIBATLCA HA KUHETUKE nosiuMmepusauum
nocsie CMeLlnBaHNs KOMMNOHEHTOB, BK/lOYas 3KCTPaKT, NPUroTOB/IEHHBIN B OX1AaeMoe BpeMs OTBEpAeBaHuS.
VMccnepoBsaHve maTepuana nocne oTBepAeBaHNs AO/KHO 6biTb 060CHOBAHHbLIM.

Mpn McnonbL30BaHUM 3KCTPAKTOB B MeToAax uccnefoBaHus 415 OLEeHKU maTepuanos, 0TBeEPAEBatoLLUX
in situ, Ha4Yas10 aKCTPaKL MM J0/HKHO NPOMNCXOANTbL C TOr0O MOMEHTa OTBEPAEBaHUSA, KOrAa Matepunas NoMeLLeH in
situ.

Mpu meTogax uccnefoBaHus, NCMOMb3YOLWMX 3TU MaTepuasnbl HanpsiMyto, Hanpumep NPSMO KOHTaKT
WU UMTOTOKCUYHOCTb Ha C/loe arapa, UMnjaHTauunsa, HEKOTopble UCcC/ief0BaHNA HAa TeHOTOKCUYNOCTb, a Takxe
remonun3 B NPsSIMOM KOHTakTe, mMaTepuasn [O/DKEH NMPUMEHATLCHA, Kak Mpu KIMHUYECKOM MWCMOo/1b30BaHuu, C
oTBepAeBaHVeM in situ B TeCT-cuctemMe.

MpumeyaHune —[na npefocTaBNeHNs K UccnefoBaHNi0 maTepuana onpefesieHHoro pasmepa Wan Macchbl
MOXeT 6bITb HE06X04MMa MOANDMKALNS KITUHUYECKON CUCTEMbBI JLOCTABKN.

11 OTyeTOB UCCiegoBaHUN

OtyeT 06 nccnenoBaHMM OOJ/KEH BKIKOYaTb B cebs cnepywuime gaHHble, HO HE orpaHUYnBaTbCA Tako-
BbIMU:

a) TN ncocTtae Mmatepuana, ecnun TakKOBOW U3BECTEH, UCTOYHUK Martepuana, nsgenuna, 4actm uan Komno-
HeHTa nsgenna.

MpumeyaHune — 3To Tpe6GoOBaHME NOHOCTLIO UM YACTUHHO MOXET GbiTh BbINO/IHEHO MOCPEACTBOM MUCbMEH-
HOro ONMUCaHUs, PUCYHKOB, dhoTorpadinii unm Apyrux MeTofos;

b) HOMep NapTUW UMK CEPUM, EC/V TAKOBOIA CYLLLECTBYET;

C) onwucaHue npouecca NPoM3BOACTBA, OUNCTKN, CTEPUIN3ALMM, ECIW NPUMEHNMO;

d) meTop aKCTpakuuu, ecnu 6bl1a NPUMEHEHA, BKIOYAIOLWMA JOKYMEHTALMIO MO YCI0BUAM 3KCTPaKLnY,
CpefCcTBa NepeMeLLVBaHus, TI06bIe OTKIIOHEHNS OT PEXUMa IKCTPaKL W, ONMCaHHO B HACTOSILLEM CTaHAapTe.

MpunoxexHune A
(cnpaBo4yHOeE)

JKcneprMeHTaNbHbI KOHTPO/bHLIW 06pasel,

A 1 MaTepuansl, NnepeyncnerHble B HUXecneaywmux naparpadax, MoryT COOTBETCTBOBATbL KpUTEPUAM 3KCnepu-
MEHTa/IbHOTO KOHTPO/IbHOrO o6pasua AN HEeKOTOPbIX WCCnefoBaHuii. 3a npasBu/ibHbI BbIGOP KOHTPONS HeceT oTBe-
TCTBEHHOCTb Uccnegosatens. Cm. Tabnuyy A.1.

WNHopmauma no KOHTPosbHbIM 06pasiiaM 1 KOHTPONAM npefocTaBnseTcs TONbKo ANs uccneposaHuii B MCO
10993. He TpebYIOLL X KOHKPETHbIX KOHTPO/IbHbIX 06pa3L,0B UV KOHTPONEN.

Tab6nunuya Al — lNprMepbl KOHTPO/IbHbIX 06pPa3LLOB N KOHTPONENR B HANNYUN

MoNoXVUTENbHBIA KOHTPOBHbI OTpuuaTtesnbHbIi KOHTPO/IbHbINA .

ViccneposaHue o6pasel obpazel” KoHTponbHbI 0bpaseL*
MmnnanTauus PVC-org. Sn PE —
SPU-ZDEC CunvkoH —
HaTypanbHblii natekc OK/Cb antoMUHNA —

— Hepxasetowas crasb -
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OkoHYaHue Tabnmubl A.1

Viccneosatie TONOKUTENbHBIV KOHTPOTbHBIA OTpuyuaTenbHbIA KOHTPOSIbHbIN KOHTPOMbHbI 0Gpazelf*
obpaseL| obpaseL*

LIMTOTOKCMYHOCTb PVC-org. Sn PE —
SPU-ZDEC - -
SPU-Z8EC - -
HaTypanbHblii natekc — —
MonnypetaH — —

emMocoBMecTMMOCTb — — PVC 7506

PUR 2541

a CokpalleHus B JaHHOW Tabnuue 0THOCATCS K KOHKPETHbIM MaTepuanam, 4OCTYNHbIM U3 UCTOYHMKOB, 0603HaYEeH-
HbIX BA.2 N A3.

A.2 [nA oTpuUaTenbHOro KOHTPOSILHOro 06pa3La U KOHTPOIbHbIX 06Pa3LLOB NCMO/b3YIOT: MONITUNEH BbICOKOW
NNOTHOCTMIL *), 3L »». NONN3TUNEH HU3KOI NNOTHOCTMG), NONNANMETUICUNIOKCAH (6e3 kpemHe3ema)®)'7|. TONMBUHWIIXO-
puna8l nonnadpupypetaH9* nonmnponuneH10% kepaMuyeckre CTEPXHN 13 OKUCK aNlOMUHNSA, HEPXAaBEHLLYIO CTallb 1 KOM-
MepYeckn YNCTbI/i TUTAHOBLIN CnnaBs.

A.3 [1nA NONOXUTENbHOTr0 KOHTPO/IbHOro 06pasLa NCNoNb3yoT, HanpuMep, NOJIMBUHUIXN0PUA, CoAepXallyuii 0no-
BOOpraHuyeckue f06aBku, CErMEHTUPOBAHHYIO NOSIMYPETAaHOBYIO NJIEHKY, COAepXallLyto AnaTUNL >12), nnu guéyTnnantun-
okap6amarTil3. nartekcbl ONpefeneHHOro coctaBa, PacTBOPbl COMeil uUuHKka U Mefb. BeuwecTBa, KoTopble 6binn
MCNONb30BaHbl B KayecTBE MOMOXMUTENbHOrO KOHTPO/IbHOTO o6pasua Ans uccnefyembiX 3KCTPaKToOB, MpefcTaBnsioT
c060i1 pacTBOpbI B (heHoNe 1 Boje.

J High-density polyethylene (Negative Control Plastic RS) can be obtained from the US Pharmacopeia. Rockville.
MD 20852. USA.
21 HOPE film: RM-C Hatano Research Instite/Food and Drug Safety Center. 729-S Ochiai Hadano. Kanagawa
257-8523 JAPAN.
3* HDPE Mm RM-C Hatano Research Institute/Food and Drug Safety Center. 729-5 Ochiai Hadano. Kanagawa
257-8523 JAPAN.
* HDPE film: RM-C Hatano Research Institute/Food and Drug Safety Center. 729-5 Ochiai Hadano. Kanagawa
257-8523 JAPAN.
51 PE 140 tubing: RAUMEDIC AG. Postfach 501. 95205 Munchberg, Germany. PE film is available from Hoechst AG.
D-6230 Frankfurt 80. Germany.
61 Blomaterials Program. Devices and Technology Branch. National Heart. Lung and Blood Institute. NIH. Building,
7550 Wisconsin Ave. Bethesda. MD 20892. USA.
71 SIK 8363 tubing: RAUMEDIC AG. Postfach 501.95205 Munchberg. Germany.
8) PVC 7506 and PVC 7536 tubing: RAUMEDIC AG. Postfach 501. 95205 Munchberg. Germany. PVC-DEHP and
PVCTEHTM film is avaiable from Hoechst AG. D-6230 Frankfurt 80. Germany.
PUR 2541 tubing. RAUMEDIC AG. Postfach 501,95205 Munchberg. Germany. PU film is available from Frontline
Ftimblasning. S-60003 Norrkoping. Sweden.
,0> PP 146 tubing: RAUMEDIC AG. Postfach 501.95205 Munchberg. Germany. PP film is available from Hoechst AG.
D-6230 Frankfurt 80. Germany.
,,»J Positive Control Material, code 499-300-000-000: Portex Lenlted [same as Positive control RS which can be obtained
from the US Pharmacopeia. Rockville. MD 20852. USA).
Polyurethane film — ZDEC: RM-A; Hatano Research Institute/Food and Drug Safety Center. 729-5 Ochiai Hadano.
Kanagawa 257-8523 JAPAN.
1) 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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MpunoxeHne B
(cnpaBoyvHoOe)

OCHOBHbIE MPUHLMMNbLI U METOA4bLI NPUTOTOBEHNSA NPo6 U BbiGopa 06pasLoB

MaTepuan, ncnonb3yemblii @ GUONOTNYECKUX UCC/Ie,0BAHUSIX, AO/KEH OblTb PeNpPe3eHTaTUBHbLIM C TOUKW 3peHns
erococraBa, 06paboTkn 1 xapakTepuCcTUK NOBEPXHOCTU U3AE/NSA, TOTOBOTO «NpUMeHeHuto. Cm. 7.1 n MCO 10993-1:2003.
5.1. nepeuncneHune a).

[lokymeHTauua coctaBa NNacTUKOBLIX U PE3NHOBbLIX MaTepuanoB A0/MDKHA BKIOYaTb B Ce6s onpegenieHne CMon,
nonMMepos N bbix fo6aBok. OnucaHne KOMNO3ULUN LO/HKHO BKNKOYATh B Ceba CBeAeHNs 0 XxapakTepuctuke matepuana,
Hanpumep ero TepmMoobpaboTke, XMMUYECKOWR YNCTOTE MU MIMETbYEHHOCTU, MakCMasibHO BO3MOXHOM M3MesbYeHnn B
c/lyyae NOBTOPHOro Apo6eHns.

MaTepuransl, KOTOpble MOTYT NoABepPraTbCA NOBTOPHOW CTEPUAN3ALUN TEMUN XEe UK aflbTEPHATUBHBIMU MeTofamu,
[OJDKHBI 6bITb MCCNEA0BaHbI MOC/Ie MHOTOKPaTHON cTepunmn3auum. Hanpumep, matepuan, KOTopblii CTEpUINM3YIOT 061yye-
HMEM. a NOTOM NOBTOPHO CTEPUNN3YIOT 06PaBOTKOW 3TUNEHOKCUAOM. HE0O6X0AMMO UCCNEA0BaTb:

a) nocne o6nyyYeHnsa n

b) mocne 06ay4YeHUs v cTepuamn3auny 3TUIEHOKCMA0M

Ecnv BO3MOXHO onpeaenuTb ¢ Hagnexawum o60cHoBaHMeM HanGonee He6GnaronpusaTHbIN BapuaHT BO3encTBus,
nccnefoBaHne MoXeT 6biTb NPOBEEHO NOC/Ie BO3AENCTBUSA B TaKOM pexume.

BunaeanbHoM cnyyae Bce 6Monornyeckme nccnefoBaHna matepuana, Bbipe3aHHoro n3 n3fesnms, Camoro KOMnoHeH-
Taunsgenvs B kayecTBe UCC/eAyeMoro Mmatepmana unv akcTpakTa, NpuroToBeHHOro U3 matepuana wuav KOMNoHeHTa, Npo-
BOJAT B YC/NOBUAX BO3AENCTBMA K/IETOYHON/GMONOrMYEeckoin cpefbl TecT-CUCTEMbl Ha MOBEPXHOCTb Martepuana. B
KayecTBe MeTofa, albTEPHATUBHOIO pe3ke NOBEPXHOCTM 06pasLa, MOXeT CNYXUTb U3rOTOBIEHWE MUHMATIOPHOTO Usae-
NS C UCNOJIb30BaHMEM TOro Xe npouecca (IKCTPy3umn, NOrpyxeHnsa u T.4.), TexX e Temnepartyp, BpeMeHu, atmocdepsl,
pasgenntenbHbIX CPeACcTB, OTXXUra, OTBEPXKAEHUSA, OYNCTKN, CTEPUNN3ALMK NAPYTUX NPOLLECCOB, UCNONb3YEMbIX NPU NPO-
V3BOACTBE M3AeNNs, BKIOYas CTepuamn3aumnio, KoTopble peanunsyloT B npoLecce Npon3BoAcTBa n3genunsa. 3To cnocobeTBy-
eT oueHkKe No6biX 3EKTOB, CBA3AHHbIX C N0OLWaAb0 NOBEPXHOCTU, XapakTepnucTMKamMmmn NoBEPXHOCTHU, KOHLeHTpauunei
BbIMbIBA€MbIX BELLECTB, MOBEPXHOCTbIO 1 (DOPMOIT Matepunana.

MeTannbl, ucnonb3yemMble Npu 6M0N0rMYEeCKOM MccnefoBaHnm, AOMKHbI ObiTb U3 TOMO Xe UCXOAHOro maTepuana,
KOTOPbI MPUMEHSEeTCA NPU U3rOTOBEHUN N3AENUSA, U NMPOXOAUTL Ty Xe MexaHnyeckyto 06paboTky, nsmenbyeHne, Noam-
POBKY. O4MCTKY, NaccuBauuto, Bknovasa 06paboTKky NOBEPXHOCTN U CTEPUNM3aLMIO, KOTOPblE UMEKT MeCTO Npu NPoOnU3BO-
[CTBe roTOBOrO n3gesnus.

Kepamunyeckne matepuanbl, npuMeHseMble B 6UON0rMYecknx nccnefoBaHmax, 40MKHbI 6bITb N3rOTOBMNEHbI U3 TOFO
)K€ UCXOHOr0o MOpoLIKa C UCMOJIb30BaHNEM TeX e NPOoLLeCcCoB OT/IMBKM, 3a/IMBKN, POPMOBKU, CNekaHns, 06paboTkn nosep-
XHOCTU 1 CTEepUAN3aLmnmn, KOTopble UMEeT MECTO NpyY NPOM3BOACTBE FOTOBOIO U3AeNus.

MegaunumnHckMe n3genus, NCnonb3yloline XNBOTHbIE TKaHW WM MX NPOU3BOAHbIE N 06paboTaHHble KcaTopomMm,
cnepyeT usyyaTtb Moc/e BblAEPXUBAHUA UX B TEYEHNE MAKCUMa/IbHOT0 U MUHUMAabHOro A0NYCTUMOrO BpeMeHu ukca-
L1n, NpeyCMOTPEHHOr0 U3rOTOBMUTENEM, CO3aBasi TeM CaMblM pas/ivyHble YCI0BUS AN MPOHMKAHUA dhnkcaTopa.

BMmecTo akCcTpakuymm MeTanimyeckmx MaTepunassos 1 Nnocaeayowero npMMeHeHns akCTpakTa B TeCT-cucTemax Heo6-
XOAMMO paccMoTpeTb NccnefoBaHne pacTBOPOB pa3/INYHbIX KOHLEHTpaLWUA COOTBETCTBYIOLLEN CONMM KOHKPETHOro MeTan-
naloe. HaxoAfALWerocs B 3Aenuu, Ans onpefeneHns onacHocT MOHa/MOHOB KOHKPETHOro MeTasia v ero/ux HavBbICLLEero
YPOBHSi/eii, He Bbi3blBalOLLEro/UX 0OTBETHOI peakunu.

MpumMmeyaHne — IDTOT NPUHUUN TaKXKeE NPUMEHUM K OPraHMYecKMM martepuasiam npu yCcTaHOBMIEHHbIX XUMU-
4Yeckux Belwiecrtesax B usgennu.

Mpu nnaHMpoBaHUM UCNbITAHWA MaTePUanoB HEOGXOANMO YUNTbIBATb YCNIOBUSA IKCTPAKLWM ANS UMNNAHTUPYEMbIX
maTtepuanos, KOTOpblE MOTYT Bbi3BaTb 06pa3oBaHue 4acTul, in Vivo Npu KAHUYECKOM NpuMeHeHun. Ecnu ycnosus akc-
Tpakuun BbI3bIBAOT 06pa3oBaHmne YacTul, Npu NaaHMpoBaHUM UCcnefoBaHNii MaTepuanoB AO/IKEH GbiTb yuTeH adhdekT
npoueayp aKCTpakumu.

KonuyecTtBo maTepuana v nnowafb ero NoBepxXHOCTN A0/HKHbI COOTBETCTBOBATL GMOIOTMYECKUM U (hN3NYECKNM
orpaHuyYeHnsM TecT-cuCTEMbI. Ha npakTuke cnefyeTt UCNONb30BaTh CTaHAAPTHOE KOSIMYECTBO NPO6GLI, PEKOMEHA0BAHHOE
ANSA KaXA0To OTAENbHOTO 3KCNEPUMEHTA.

Monb3oBaTeNn HaCTOALWEro cTaHaapTa LO/KHbI 06paTUTh BHUMaHWE Ha 0630p «HaANexXalero NPUMeHeHUs» ©
«HEeMnpaBWIbHOTO NPUMEHEHUs» CTaHJaPTHbIX 06pa3LoB. ATOT 0630p 0OTMeYaeT 061acTV NOTEHLMANbHOIO HEOCTATOYHO-
r0 M M36bITOYHOTO YNOTPEBIEHUS KOHTPO/IbHBIX 06pa3LoB U cTaHAAPTHbIX 06pa3LoB. Monb30BaTeNN HACTOSALWENO CTaH-
fapTta Ao/XHbl TAKKe NPUHATL BO BHUMAaHKE, Y4TO A0NYyCTUMO UCNONb30BaHMe Kannb6poBOUYHbIX MaTepnanos ANs OLEHKN
61010rMYEeCKOro OTBETA UCC/IeAyEMbIX MAaTePUAnoB B Npeaenax o4HoOW nabopaTopuu.
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MpunoxeHune C
(cnpaBoyHOE)

MPYHUMNBI 3KCTPaKLUKU uccneayemMblix o6pasLoB

C-1 3KCTpakTbl M3 MEANLMHCKUX U3AeNnii TOTOBAT C Le/lbio NoNy4YeHuss npuemaemMoi npo6sl, Heo6xoAMMOI Ana
onpefeneHns 6MONOrNYecKoli akTMBHOCTU N1t06bIX BbIMbIBAEMbIX BeLL,ECTB B 61MOIOTNYECKOI cucTeMe, a Takke A1 OLeHKN
noTeHUManbHOro pucka npy NCnonb30BaHUM N3Lenna YenoBeKoM, a Takke A5 AeMOHCTPaLuy NoTeHLUanbHOK onacHoc-
TV BbIMbIBAEMOTO BeLeCcTBa 1 411 UCNOIb30BaHUA NPU NPOBELEHUN OLEHKN pucKa A5 3[0p0Bba YesioBeka. Mpwu npuro-
TOB/IEHUUN 3KCTPAKTOB W3 M3denuii mofenbHas cpega (3kcTparupyrowas XugKocTb) U YCNOBUSA IKCTPAKLMU [OKHBbI
COOTBETCTBOBATb CBONCTBAM M NMPUMEHEHUWIO TOTOBOrO M3[eNns, a Takke MPOrHo3MpyemMbiM XapakrepucTvkam meTtoga
nccnenosaHus (HanpumMep, Y4yBCTBUTENbHOCTU U T.M. B OTHOLIEHWN Lie/In NCccnefoBaHns, 060CHOBAHMUSA, YyBCTBUTENbHOC-
™ nT4.). Taknm 06pasom, ycrioBusa 3KCTPAKLUM U NMPUMEHeHVe 3KCTpakTa B TeCT-CUCTeMax JO/DKHbI, B ujeanbHOM Ciy-
Yyae. oTpaxaTb He TO/IbKO YC/IOBUS peasibHOro NPpUMEHEeHUst usgennii, Ho Takxe Lieslb U NPOrHo3nMpyemMble 0CO6EHHOCTU
nccnefoBaHuii.

B ycnoBusix 06bI4HOr0 NCNO/b30BAHUS NPY LIMPKYNALUN XUAKOCTEN Yepes usgenve, Hanpumep B aKCTpakopnopanb-
HbIX N3AEeNnAX, AN8 NpUeMaeMbiX MeTO0B 3KCTPaKLUM He06X04MMO 06paTUTLCS K BepTUKaNbHOMY CTaHAapTy.

[lns onpegeneHunsi onacHOCTM W OLEHKU prcka onacHocTeil NpoBoAsT 6Guonornyeckue uccnefoBaHus B yCn0BUAX
npeyBesiM4eHHOro n/uam 06bIYHOro NCNob30BaHNA. MeTofbl SKCTpaKL N pasnnyalTcs B 3aBUCUMOCTMN OT LieIn nccnepo-
BaHUA.

a) npeyBefiMyeHHasa aKCTpaKuMs NpUMeHseTcsa 419 onpeAeneHns onacHocTy;

b) aKCTpaKLUs, UMUTUPYIOLLAs UCNOb30BaHNe, NPUMeHAeTCs A5 BbipaboTkn hakTopa 6€30nacHOCTY NpU OLeHke
pucka Ans 340p0BbA YenoBeka.

C) umcuepnbiBawLWwasa aKkCTpakyma npuMeHseTcs AN oLueHkn 6e30MacHOCTM UMNIAHTMPYEMOro U34enns n NporHo3a
BEPXHUX AOMYCTUMbIX YPOBHEN XUMUYECKNX BELLECTB, BbIAENAEMbIX B OPraHn3m nayueHTa.

C.2 HacTtosiwuii cTaHAapT npegnonaraeT, YTO KOJIMYECTBO IKCTParnpyeMbix BeLecTB 3aBUCUT OT NPOAO/IKUTE Tb-
HOCTM 3KCTPaKLumM, TemnepaTypbl, COOTHOLLIEHWS NaoLajn NoBepXHOCTN MaTepuana n o6bemMa MofenbHol cpeabl, a Tak-
e CBOICTB pacTBOpUTENS.

C.3 MpofoMmKnTeNnbHOCTb 3KCTPaKLUM AO/KHA ObITb 4OCTATOYHON A1 MaKCUManbHOro U3BNevYeHns BeljecTsa. Ha
npakTuke A5 Kaxoro XMM1MYecKkoro aHannsa pekoMeHAyTCa cTaHAapTHbIe YC0BUA BPeMEHWN 1 TemnepaTypbl 3KCTpak-
LM BMECTO APYrnX HEOOOCHOBAHHbIX NN HECTAHAAPTHbIX YCNOBUIA.

C.4 B kauecTBe anbTe€pHaTUBbLI MOXHO MPOBECTN MOBTOPHYIO 3KCTPAKLMIO C NOCNeAYOWUM KOHLLEHTPUPOBAHUEM,
YTOG6bI MNONMYUYNTL JOCTATOYHOE /1 aHa/n3a KO/IMYeCcTBO 3KCTparnpyemoro BellecTsa. Takad npaktuka npumeHseTcs B
uensax ngeHtTudrkauum onacHocTu.

C-5 TemnepaTypa akCTpakumMn MOXeT 6biTb pa3/IM4HOl B 3aBUCUMOCTI OT UCC/IeAyeMOoro Mmatepuana. dkCcTpakuus
He [o/KHa Bbi3blBaTb 3aMETHON Aerpajauun matepuana, 3a UCK/I0YEeHNEM ClyyaeB, Korga matepuan [0/KeH pacTso-
pATbCA AW noasepratbcsi pe3opbuun npu ncnonb3osanun (cm. 10.3.2). TemnepaTypa aKCTpakuun 3aBUCUT OT hU3M-
KO-XUMUYECKNX XapaKkTepucTuk matepuana usgenus. Hanpumep, npu aKkCTpakuum noiMmepos TemnepaTtypa fo/xHa 6biTb
HUXe Temnepartypbl CTEKNO0BaHUA. Ecnu TemnepaTtypa CTEK/I0BAHMA HUXE TemnepaTypbl UCMO/b30BaHWsA, Temnepartypa
IKCTpaKuumM AoMKHa BbITb HIKE TeMnepaTtypbl naaBneHns. PekomeHfoBaHHbIe YyC10BUS npmeefeHsl B 10.3.1.

Cnepytoune npumepbl CayxaT uancTpauuein gns nyyiiero NnoHMMaHus nsnoxexnHoro B 10.3.1:

a) marepuarsbl, KOTOPble UMEIOT TOUKY NIaBAEHNSA AN pasMaryeHuns Hmxe (121 r 2)“C. Ao/KHbI NoABepraTbCs aKc-
Tpakuum nNpu cTaHAapTHON TeMnepaType HUXe TOYKM NnasneHns (Hanpumep, NOMITUNEH HU3KOM NIOTHOCTK):

b) martepuasnbl, NoABEPXEHHbIE TMAPONN3Y, CaefyeT aKcTparnposaTb Npu TemnepaTtype, o6ecneunsalroLlein MuHu-
ManbHbIA TMAPONN3 (Hanpumep, nonnamMmuabl akctTparupytoT npu (50 + 2)*C);

C) marepuasbl, KOTOpblE CTEPUANZYIOT NAPOM U CcofepxaT XUAKOCTb B NpoLiecce XpaHeHus, creayeT aKcTparnpo-
BaTb Npu Temnepatype (121 x 2) *C (Hanpumep, npeABapuTeIbHO 3ano/IHEHHbIE Auann3atopbl);

d) maTepwuansl, KOTOPblE UCMOMb3YIOTCA TONLKO NPU TeMnepaTtype Tena, ciegyeT aKCTparuposaTh nNpy Temnepary-
pe, KoTOpas o6ecneynBaeT MakCMMasibHOe N3B/IeYeHe BellecTBa 6e3 aerpagauyum matepmana (Hanpumep, ukcMposBaH-
Hble TKaH MOXHO aKCTparmposaTh Npu TemnepaTtype (37 = 1)4C. Toraa kak kepamuyeckne nmnnaHtartbl npu (121 £2)C).

BHuMaHue — lMprMeHeHne MeTOAO0B MCCNef0BaHUs HaCTOALero cTaHaapTa K matepuanaMm usgenuii, cogepxa-
LWMM NPOTENHbI, 4O/HKHO MPOBOAUTLCA C 60/1bLLON OCTOPOXHOCTLIO, YTOGbI NMpoLeAypa aKCTpakLyun He n3meHuna éuonoru-
YeCKMnx CBONCTB aKCTparnpyemMbix MaTepmasnos.

C.6 CooTHOLleHVe nowaan NOBepPXHOCTN N3fenna nobbema Mofe nbHOV cpefbl UM PacTBOPUTENSA JO/KHO 6biTh
[OCTaTOYHbIM 419,

a) AOCTMXEHMNS MaKCMManibHOTO KOMIMYecTBa IKCTparnpyemblx BELLECTB B NPUEMIEMOM A8 XMMUYECKOT0 aHannsa
UKW Ana 6UoNorMYecKknx nccnefoBaHuii 4o3mpyemMom o6beme (T.e. 03npyemblii 06beM BHYTpU DU3nonormyecknx npege-
nos.);

b) AEeMOHCTpaLMn NOTEHLMANIbHON ONACHOCTU NMPUMEHEHUS YE/TOBEKOM;
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C) MOJIHOTO MOFPYXeHUsi MaTepuana B pacTBOPUTESTb.
Mpn OTCYTCTBMM NapameTpoB IKCTPAKLUM 47151 KOHKPETHOTO N3Aennsi peKOMeHAYeTCsl UCMNOo/b30BaTh CTaHAapTHbIe
naowagb NoBepxHocT M o6bem pactBoputens (10.3.3). HekoTopble METOAbI UCCNEA0BAHMUS TPEBYIOT KOHLLEHTPUPOBaHUSA

BbITAXEKANA NOBbILWEHNA YYBCTBUTE/IBHOCTU TECTa.

n punmedyaHne — KOHLLeHTpVIpOBaHVIe BbITAXEK MOXET NPpUBECTN KNOoTepe NeTy4yux BelecTB, TakKnx Kak OKUCb
3TUNeHa.

C.7 BblGpaHHble 419 3KCTPaKL MU pacTBOPUTENN JO/DKHbI COOTBETCTBOBATL CeAyoWuM TpeboBaHnaM

a) 6biTb NPUrOAHLIMY AA UCMONb30BAHUA B ONpeeseHHbIX 6M0N0TNYeCcKX TecT-cucTemax;

b) UMUTMPOBATb YCNOBKSA IKCTPaKLUM, KOTOPbIE PeannsyoTcs B NpoLecce KIMHNYECKOro NPUMeHeHNs n3genus;

c) obecneynBaTb MakCMMasbHOE N3B/IEYEHME IKCTparnpyemblx BelecTs.

Mpy OTCYTCTBUM JAHHbBIX O PACTBOPUTENAX AN ONpefesieHHbIX 3Aennii pekoMeHayeTcs MCnonb3oBaTb cTaHAap-
THble NONSAPHbIE U HeNoNsApHble pacTeopuTenu (10.3.5).

MpumeyvyaHune — CraHgapTusauma napameTtpos, npusefeHHbix B C.5 n C.6. no3BosseT Ucnosib3oBatb faH-
Hble, N0JlyYeHHbIe B X04e 61M010TMYeCcKNX nccnefoBaHnii MeAULIMHCKUX U3fenuii, Ana Apyrux Lenei, Hanpyumep A5 OLeH-

KW pucka n gna passnutusa CtTaH4apTU30BBHHBIX 6a3 AaHHbIX.

C.8 [ina matepunasnos, pacTBOPAIOLWMNXCS NN Pe30p6UpYIoLLMXCA B OpraHn3Me, Heo6xoAnMMo cobnaath:
a) ycnoswus, npusBegeHHble B Tabnuue 1;

b) ycnosus Temnepatypa/spemsa B 10.3.1;

c) nonoxeHus 10.3.9 oTHOCUTENbHO hNAbTPALMMN UK LLEHTPUADYTMPOBaHMS.

C.9 MpuroToBneHne obpasua nsgenunii, cobupaemsix In situ

Ans oco6blx 06GCTOATENLCTB MPUTOTOBMIEHUS 3KCTPAKTOB U3 U3Aenuii, nonumepusyembix In situ, HEBO3MOXHO
co3gaTbcTaHAapTHoe Tpe6oBaHme. [i18 NoyyYeHs NpuemMsIeMoro akCTpakTa He06Xo04MMO YUnTbIBaTb OTAE/bHbIE KOMMO-
HeHTbI. BPeMs A0 nonvmMepusauuu, npefHasHayeHHoe NCNob30BaHNe 1 KCTparupyloLme Xuakoctn. Heo6xoaumo nog-
YepKHYTb. Y4TO MpW NJAHUPOBAHWW NPaBW/IbLHOW MeTogonoruM ANs paspaboTku NPUTOLHOro Mccnegyemoro obpasua
He06X0AVMMO NCMOMb30BaTb KNHETUKY NoNIMMepu3saluu. Npu BbIGope NpuemMseMoro pacTBOpUTENs 415 3KCTpakyum o6pas-
L@ HY>XXHO YYUTbIBaTb HEOTBEPXAEHHbIE KOMMNOHEHTHI.

C.10 MosAcHeHMs No ucyepnbiBatol e akCTpakyum

MpoAO/MKMTENBHOCTbL NCYepNbIBalOLW el 3KCTpakLMm onpeaensaeTca nyTeM BbiNOSTHEHUA CepyUK NOCNeA0BaTe TbHbIX
3KCTpakuuii Npy pekoMeHA0BaHHO TemnepaType 1 BoNpeseneHHble Neproabl BPEMEHUN, aHaNU3npys nNpobbl 3KCTPaKTOB,
3aMeHSAA IKCTParupyoLLyo X1MAKOCTb Ha CBEXYI0, BHOBb MoABepras aHanunsy npoby akcTpakTa B onpejesieHHble nepuosbl
BpeMeHU, NOBTOPSISi BECb NpoLecc.

Korga ypoBeHb 3KCTparmpoBaHHbIX XMMUYECKNX BeLecTB focTuraet ogHoi gecsaToii (0.1) ypoBHS aTana nepBoHa-
YaNibHO3KCTPaKL MK, NPOLECC CYUTAETCA 3aBEPLUEHHBIM Y CTAHOBUTCS BO3MOXHbLIM NPUMEHNTb 10 %-HYH0 KOPPEKTUPOBKY
K06LLeMy KOMYeCTBY 3KCTParMpoBaHHOro matepuana.
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Mpunoxexne O
(cnpaBoyHOe)

CBefieHna 0 COOTBETCTBMU HaLMOHaNbHbIX cTaHAapToB Poccuiickoin degepaumnmn
CCbI/TOYHBIM MeXAYyHapoAHbIM CTaHAapTam

Ta6nuuya D1

O603HaYeHNe CCbINIOYHOTo

O603HAYEHVE U HAMMEHOBAHWE COOTBETCTBYHOLLEH HALWOHA/ILHOTO CTaHaapTa
MEXYHAPOAHOro CTaHaapTa

MCO 10993-1:2003 FOCT P NCO 10993-1—2009 U3penusa meanuymHckre. OueHka 6uonornyec-
KOro Ae/cTBUS MeANLMHCKNX n3genunii. Yacte 1. OueHka u uccnefoBaHus

MCO 14971 FOCT P NCO 14971—2006 WN3penus meguuuHckme. NMpuMeHeHWe meHeq-
XMeHTa pucka K MegULNHCKUM U3gennam
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