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Mpeaucnosmne

Lienu v npuHumnsl ctaHaapTusaummn B Poceuiickon ®eaepaumm yctaHoBneHsl PeepanbHbiM 3akoHOM OT
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OcHOBHbIE MONOXEHUsSI»
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4 HacTtoawmin cTaHgapT MaeHTUYeH mexayHapogHomy ctaHaapty MCO 10993-12:2007 «OueHka 6uo-
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(ISO 10993-12:2007 «Biological evaluation of medical devices — Part 12: Sample preparation and reference
materials»).

Mpu npUMeHeHnn HacTosILLIEero cTaHAapTa pekoMeHAyeTCsl UICNOMNb30BaTb BMECTO CChIMTOYHbIX MeXayHa-
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5 BSAMEHTIOCTP UCO 10993.12—99

UHpopmayua 06 uUsMeHeHUAX K Hacmoswemy cmaHOapmy rybnukyemcs 8 exe200HO u3zdasaemMom
UHGhopMalyUOHHOM yKazamene «HauuoHanbHbie cmaH0apmbl», a MeKcm UsMeHeHUU U 110npasoK — 8 exxeme-
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(3aMeHbI) unu ommeHbl Hacmosuje2o cmaHdapma coomeemcemaytoujee ysedomieHue bydem onybnuKosaHo
8 eXXeMeCsYHO U30asaeMoM UHOPpMaYUOHHOM yKa3amerie «HayuoHanbHbie cmaHdapmbl». Coomeememay-
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mempornoauu e cemu VIHmepHem
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BBegeHue

CobntogeHue nonoxeHuin ctaHaapTos cepun MCO 10993 «OueHka Buonormyeckoro 4ENCTBUS Mean-
LMHCKNX U3AENNA» No3BONUT 00ecnevnuTs CUCTEMHBIA Noaxoa K MccnegoBaHuio BUONormiyeckoro AencTeus
MeLULMHCKAX N3aenni.

Llenbto aTux cTaHO4apTOB He siBnisieTcsA 6e3ycrnoBHoe 3aKkpenneHne eqnHoobpasHbIX MeTO40B NCCneno-
BaHWN 1 UCMBITAHWUIA 3a rpynnamMm o4HOPOAHBIX MEANLNHCKUX N3Ae/NiA B COOTBETCTBUMN C NPUHATON Knaccndu-
Kauuen nx no Buay v ANUTENbHOCTU KOHTaKTa ¢ opraHMaMoM Yyenoseka. MoaToMy nnaHupoBaHne nnposegeHue
ncernefoBaHNn U UCNbITAHWA OMKHBI OCYLLECTBMAATL CNeLManucTbl, UMeIoLLIME COOTBETCTBYOLLYIO MOAroTOBKY
1 ONbIT B 0611aCTU CaHUTAPHO-XUMUYECKO, TOKCUKOOTMYECKON U BUOMOrM4eCcKoi OLLEHOK MeAULMHCKAX U3ae-
NUNA.

CrangapTel cepum MCO 10993 sBns0TCA PYKOBOAALLUMMU JOKYMEHTaMU A5sI MPOrHO3UPOBaHUS U Uccne-
[oBaHNs 6MONOrnMYecKoro AencTBMa MeauLMHCKUX U3OeNnii Ha cTaamm BeiGopa maTepuanos, NpeaHasHadyeH-
HbIX 19 UX U3rOTOBMNEHUSA, a Takke Ans uccneaoBaHuii roTOBbIX U3AeNNiA.

B cepuro NCO 10993 BxoasaT cnegyowme Yyactu nog obwmnm HazsaHveM «OueHka 61Monornyeckoro
0encTBNA MeANLNHCKUX N3O NNAY:

YacTtb 1 — OueHka 1 nccnegoBaHus;

Yactb 2 — TpeboBaHUs K 0bpaLLeHnto C KUBOTHBIMU;

Yactb 3 — WMcenenoBaHusa reHOTOKCUMHOCTU, KaHLLePOreHHOCTM 1 TOKCUYECKOro AeUCTBUA Ha penpo-
OYKTUBHYIO (DYHKLIMIO;

YacTb 4 — UccneposaHus nsgenqn, B3aMMogencTBYIOLMX C KPOBbIO;

Yactb 5 — WccneaoBaHue Ha LMTOTOKCUYHOCTL: MeToabl in Vitro;

YacTb 6 — MccnegoBaHne MecTHOro AeMCTBUSA NOce UMMTaHTauuu;

Yactb 7 — OcTraTouvHoe cogepaHune aTUneHoKcMaa nocrne crepunisaunm;

YacTb 9 — OcHOBHbIE MPUHLMMALI MAEHTUMDUKALMN U KONIMYECTBEHHOTO onpeaeneHns noTeHLUmManbHbIX
NpoayKTOB AerpagaLuu;

Yactb 10 — VccnenoBaHus pasgpaxaroLwwero U CeHCMBUNU3NpyoLero AencTBus;;

Yactb 11 — WNccneaoBaHnsa obLeToKkCMYecKoro AencTBuUS;

Yactb 12 — lMpuroTosneHne npob 1 ctaHgapTHble 06pasLbl;

YacTtb 13 — NaeHTudukaums n konuiecTBeHHoe onpedeneHne NpoAyKToB Aerpagauvmn nonMmMepHbIX
MeLNLMHCKAX N3aennii;

Yactb 14 — VgeHTudumkaums n KonmyecTBeHHoe onpeaeneHne NpoayKkToB Aerpagauuy usgenai s
Kepamunku;

Yactb 15 — VaeHTudumkaums n KonM4ecTBEHHOe onpeaeneHne NpoayKkToB Aerpagaulnyd usgenvi us
MeTaroB 1 CNiaBos;

YacTb 16 — MogenupoBsaHue 1 nccnefosaHne TOKCUKOKUHETUKN NpoAyKTOB Aerpagauin 1 BbIMbIBa-
HUS;

Yactb 17 — YcTaHoBNEHWE NOPOroBbIX 3HAYEHNA ANs BbIMbIBaeMbIX BELLECTB;

Yactb 18 — VccnenoBaHne XMMNUYECKUX CBONCTB MaTepmnarnos;

Yactb 19 — UccnegoBaHne usuko-xummudecknx, mopdonormieckux M tonorpacmyecknx CBOWCTB
MaTepunanos;

Yactb 20 — MpuHUUNEI U MeToAbl UCCNEAOBAHNS UMMYHOTOKCUYECKOTO AENCTBUSA MEeAULIMHCKAX U3ae-
NUA.

HacTosawui ctaHaapT coaepxut TpeboBaHna U MeToabl NPUroTOBIEHUS UccredyemMblx npob, 1 BeiGop
CTaHOapTHbIX 06pasLOoB ANs NPOBEAEHUS UCCNEAOBaHWIA C LEenbHo OLLeHKN BUOoNorMyeckoro AenMctena meam-
LMHCKUX U30enni.

MeTogabl npurotoBneHns Npob AoMmMKHbI yUUTBIBATL Ha3HavYeHUe, Npupoay MaTepuana u MeToabl OLEHKM
6uonornyeckoro AencTBuUsl, BKIOYast NCMONb3yeMble MoAeNbHEIE cpeabl, MPOAOCIMKATENbHOCTL KOHTakTa ¢
OpraH1M3MoMm 1 Apyrue napameTpsl.
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HAUMOHANBbHBIN CTAHOAPT POCCUMCKOW SGELREPALUM

n3genma MEAUUNHCKUE
OLEHKA BUOJIOMTMYECKOIO AENCTBUA MEOULIMHCKUX USOENUA

YacTtb 12
MpuroToBneHue Npod U KOHTPONbLHbIE 06pa3LbI

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

Hata BBepeHna — 2010—09—01

1 O6nacTb NnpUMeHeHus

HacTosawwin ctaHgapT ycTaHasnmMsaeT MeToAbl NPUroTosneHus Npob 1 BeIbopa KOHTPONbHBIX 06pa3sLIoB,
MCNonb3yeMbIX Ans oLeHKM Bronormieckoro Ae iICTBUA MaTepuarnos U MeauUMHCKUX U3aenuin (aanee — usge-
nnin) B 6UONOrMyeckmMx cucTemMax B COOTBeTCTBUM co cTaHaapTamu cepun MCO 10993, n BkniovaeT B ceds:

- BblIbOp MaTepunana gns uccrnefoBaHus;

- BbIGOP penpe3eHTaTUBHON YacTu N3AENUS;

- MpPUroToBNEHWE uccnegyemon npobbl;

- 9KCMepuUMeHTanbHbIN KOHTPOMbHLIN 0bpaseL;

- BbIGOp KOHTPOIbHLIX 06pa3LoB U TPeboBaHUSA K HUM;

- BbIGOP KOHTPOBHBIX 06Pa3LOB 4R JoKa3aTenbcTBa NPUMEHUMOCTU TECT-CUCTEMBI U/UNKW ANA OTHOCK-
TeNbHOro cpaBHeHUs 6MONOrMYECKON akTUBHOCTI U3yHaeMon Npobbl;

- MPUroTOBMNEHWE IKCTPAKTOB.

HacToswmwi ctaHaapT He pacnpocTpaHsaeTcs Ha MaTepuarnsl UNyu n3aenus, cogepxaiine 61UoTkaHn.

2 HopmaTuBHbIe CCbINKK

B HacTosLeM cTangapTe UCNOMb30BaHbl CCbINIKM Ha criefytolmMe HopMaTUBHbIE AOKYMeHTHI. Mpu aatu-
POBAHHON CChbINKE NPUMEHUMO TONBKO ykaszaHHoe usaaHue. Mpu ccbinke 6e3 gaTtel NpUMEHUMO nocnegHee
n3gaHue ykasaHHoro JOKyMeHTa, BKoYas Bce nornpaBku:

MNCO 10993-1:2003 OueHka Buonormyeckoro AerUcTBUA MeanLMHCknx nsgenuin. Yacte 1. OueHka u
nuceneaoBaHns

NCO 14971 N3penusa meguumHckme. NprMeHeHne MeHepKMeHTa pUcka K Me ULIMHCKUM U34eNnam

3 TepMMH bl U onpeaeneHnsA

B HacTosWweMm cTangapTe NpUMeHeHbl criedyoLlwue TEPMUHBI C COOTBETCTBYIOWUMUA OnpeaeneHUsaIMn:

3.1 KOHTpOnbHLIN pacTBOp: PacTsop, NpUMeHsIeMbIil AN NPUroTOBMNEHUA 3KCTPaKTa, XpaHsILLMACA B
NMOAEHTUYHON EMKOCTU U NOABEPraloLnACa TEM XKe YCITOBUAM, YTO U pacTBOp C UccnegyeMbiM MaTepuarnom BO
BpeMs 3KCTpaKLMn, HO He coepKaLlnii ero.

MpumedaHue— KOHTPOnbHbIN pacTBOP NpegHasHaueH st OLEHKU BO3MOXHbIX NOTPELHOCTEN, BbI3BAHHBIX
€MKOCTb10, UCTIONb3YeMOii NPy SKCTPaKLMK, IKCTParupyoLLe XnakoCTbio U NPOLECCOM 3KCTPaKLMK.

3.2 ctaHaapTHbIA ob6pasel (CMR): Obpasel BelecTBa (MaTepuana) ¢ ycTaHOBIIEHHBIMU MO pe3ysib-
Tatam MUCMbITaHUA 3HAYEHUSAIMI OAHOM UN Goree BEMUYMH, XapaKTepuayoLWmX cOCTaB UM CBOUCTBO 3TOro
BellecTBa (MaTepuana) 1 garoLumMx BO3MOXHOCTb TOUHOMO onpeaerneHunst KoNMYecTBEHHBIX XapaKTepUCcTUK ¢
OTKIIOHEHNAMUW Ha YCTaHOBMEHHOM JOBepUTENbHOM YPOBHE.

W3panne ocpmymnansHoe
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3.3 akcnepuUMeHTanbHbIN KOHTPONbHbIN 06pasel: ObpaseL BellecTBa C XOPOLLO U3yYEeHHbIMU peak-
LMSIMK, KOTOPOE UCTOMb3YETCs B KOHKPETHON TecT-crcTeme Ans NoMOLLM NP OLeHKe peakLmil TeCT-CUCTEMBI
Ha npeameT BOCMPOM3BOANMOCTU 1 COOTBETCTBUS.

3.4 akcTpakT: PactBop, NoNyveHHbIN B pesynbTaTte 3KCTpakunn nccneayemoro marepuana unm KoH-
TponbHOro MaTepuana.

3.5 romoreHHocTb: CBOWCTBO MaTepnana 1 ero B3auMmooTHoOLWEHWEe ¢ BUONOrMYEeCcKon KOHEYHON Tou-
KO, Mpu1 KOTOPBIX €70 0AHOPOAHAas CTPYKTYpa UM CoCTaB No3BOJIAT NOCcNeAoBaTesIbHO BbI3bIBaTb UMW Noce-
AoBaTeNbHO He BbI3blBaTb KOHKPETHBLIN BUONOrMYECKUn OTBeT.

MpumeyaHune— KoHTponbHbIN 06pasey Ha3biBalOT FOMOFEeHHbIM, €CnK GUONOrMYECKU OTBET HA KOHKPETHOE
UCnbiTaHUE HaxXoaUTCA B pamMKax 0603Ha4YeHHbIX npeaenos HeonpeageneHHoCTn UCNbiTaHnUA, BHE 3aBUCUMMOCTU OT NapTun
UIN CepMU NCXOOHOTO MaTepuana ans ctaHgaapTHoro obpasua.

3.6 oTpuuaTenbHbIN KOHTPONbHLIN o6pasel: Jobol AOCTaTOUHO OXapakTepu3oBaHHLIN obpasel
mMaTtepuana unv BeLlecTsa, KOTopbiv, NoABEprasicb UCCIIEA0BaHMIO NO ONUCaAHHOW MeToAMKe, NoKasbiBaeT Npu-
roAHOCTb 3TOM MEeTOAUKM 4NN NONyYeHUst BOCNPOU3BOAMMOTO, COOTBETCTBYHIOLLEro OTpULATeNbHOro, Hepeak-
TUBHOMO UM MUHUMANBLHOrO OTBETA B TECT-CUCTEME.

MpwuMedaHue—Ha npaktuke B Ka4eCTBe OTPULATENBHONO KOHTPONBHOIO 06pa3ua NCNONb3YIOT KOHTPONb-
Hble 06pasaLbl, HO TAKXKE BO3MOXHO NPUMeHeHNe hOHOBLIX M SKCTParmpyembix pacTBOPOB.

3.7 nonoxuTenbHbIN KOHTPONbLHLIN o06pa3el: Jllobol 4OCTaTOMHO OXapakTepu3oBaHHbIA obpasel
maTtepuanaunv seLlecTsa, KOTopbliA, NoABEprasicb UCCReA0BaHMI0 MO ONMCaHHOW MeToANKe, MOKa3biBaeT Npu-
roAHOCTb 3TOM MeTOAMKN AN NONYyYEHUA BOCNPOU3BOAUMOr0, COOTBETCTBYHOLLENO NOMOXUTENBHOTO UMW peak-
TUBHOIO OTBETA B TECT-CUCTEME.

3.8 koHTponbHbIN o6pasey; CO: O6paseL, MaTepuana unu BewecTsa ¢ yCTaHOBMNEHHBIMU 3Ha4YeHUs-
MW 0aHOM UK Bonee BeNMYNH, XapaKTepu3yoLMX COCTaB UM CBOMCTBO 3TOro BewecTBa (Matepuana), npea-
HasHayYeHHbI 4N kannbpoBkM annapaTtypbl, OLEHKM MeToAa U3MepeHUs Unn onpeaeneHns KONUYECTBEHHbIX
XapakTepucTuk Matepuana.

[UCO PykosoacTeo 30, onpeaeneHue 2.1]

MpumeyaHwune—B HacTosAWeEM cTaHAapTe KOHTPONbHbIM 06pasuom siensetcs nobon gocTatouHo onpeae-
NeHHbIV 06pasel maTepuana unm BeLLecTea, KOTopbIii, NoABEPrasch UCCNeA0BaHUIO NO ONMCAHHON MeTOAWKE, NOKa3bIBa-
eT NPUrogHoOCTb MEeTOANKN ANsi NONyYeHMs BOCNPOM3BOANMOro, NPeAckasyemMoro pesynbrtarta. Pesynbrat MoxeT ObiTb
NOMOXNTENbHBIM UM OTPULATENBHBIM.

3.9 cTabunbHOCTb KONMYECTBEHHbIX XapakrepucTuk: CnocobHOCTL MaTepuananoaaepxusaTb KOH-
KPETHbIA yCTaHOBMEHHbIA BUONOrMYecknin OTBET B pamkax 0b603HaYeHHbIX NPedenoB Npu XpaHeHud npu
0603HauYeHHbIX YCIIOBUSIX B TeHUEHWE onpeaernieHHoro nepnuoaa BpeMeHu,

3.10 uccnepyembi MaTepuan: Matepuan, usgenve, YacTtb U3genus nnbo ero KOMMOHeHT, poby koTo-
poro oTéupatoT 4ns 6UONOrMYecKoro UMM XMMMYEeCKoro NCCcrneaoBaHus.

3.11 mopenupyemas 3KCTpaKLMA: JKCTpakLms, NpoBoasaLlascs MeToaoM, MOAENMPYOLWUM NCMNOMb-
30BaHuWe n3aenus, u 4eMoHCTpUpPYHoLLias CooTBETCTBUE TpeboBaHUSIM HACTOsILLEro cTaHaapTa OLEeHKOM YpoB-
Hell BbIMbIBaeMbIX U3 U34eNuil MaTepuanos, KOTopble BO3AENCTBYIOT Ha NauneHTa Unu nonb3osaTens npu
COOTBETCTBYHIOLEM NUCTONb30BAHUN U3genns.

MpwnmedyaHune— AHanuTnyeckasi nabopaTopus 06si3aHa NPOAEMOHCTPUPOBaTh, YTO MoAenupyemasi 3Kc-
Tpakuus NPoBOANTCS NpY YCrOBWAX HambonbLen TpeboBaTeNbHOCTU K NpegnonaraemMomy UCnonb3oBanuie. Mogenupo-
BaHWe NCMONb30BaHNS U3aenusi NPOBOOMNTCA C y4eTOM TOrO, YTO U3AENWI0 NpUcBanBaeTes Hanbonee cTporasi BO3MOXHas
KaTeropusi no ANMTeNbLHOCTU BO3AENCTBUSA, @ Takke NPUHUMAIOTCS BO BHUMaHWe 3aeiCTBOBaHHbIE TKaHU M TeMnepaTtypa
BO3eNCTBUSA.

3.12 npeyBenuueHHasi aKcTpakums: Mio6as skcTpakuua, NnpegHasHavYeHHasa ans nonyyeHus 6onblie-
ro KonM4yecTsa BblaenaeMoro XMMUYeCcKoro KOMNoHeHTa o CpaBHEHWUIo ¢ KONMYEecTBOM, BbipabaTbiBaeMbiM
npv MoaenMpyeMbIX YCNoBUsIX UCNIONb30BaHuS.

MpumMedaHun e — [peyBenMyeHHasi SKCTPaKLUsi MOXET NPUBECTU K XMMNYUECKUM N3MEHEHUSIM SKCTParmpyemo-
ro matepvana wnu BelecTea.

3.13 yckopeHHas akcTpakuus: Jllobas akcTpakuusl, onpeaensawoLas usmepeHns MaTepuarnos, BeIMbl-
BaeMbIX U3 U34eNUsA UM MmaTtepuana, UCnomnb3ays YCrioBusl, KOTOpbIe CoKpaLllatoT BpeMs BbIMbIBAHUS BELLIECTB B
3KCTParMpyoLLYH XKUAKOCTb, HO HE MPUBOAAT K XUMUYECKAM UBMEHEHNAM SKCTparmpyeMbiX BELLECTB.

Mpumeyanune—pyumepamu ycnoBuii yCKOPEHHOW 3KCTPaKLUW SIBNAIOTCS: NOBbILEHHas TeMmnepaTtypa, Bos-
6yxaeHve, CMeHa 3KCTpampyloLLen XuakocTn nT.4.

2
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3.14 ucuepnbiBawLlan 3IKCTPaKUUA: JKCTpakuusa A0 MOMEHTa, Korda KONMMYecTBO BbIMbIBAEMOro
MaTepuana B nocnegytollen skctpakuum coctaensieT meHee 4eM 10 % konuyecTsa, o6HapyXeHHOro B Nepeo-
Haqaanoﬁ SKCTPaKuhn, 1 4o MOMeEHTa, Korga aHanntuiyeckn aHa4ynTeslbHoe noBbliLLeHne COBOKYIHbIX ypOB-
Hel BblMbIBAEMOro MaTepuana He Habntogaetcs.

MpwnMedyaHue— Tak Kak ucHeprnbIBaLWMIA XxapakTep obHapyXeHUs 0CafKoB NPOAEMOHCTPUMPOBaTh HEBO3-
MOXHO, MPUMEHSAETCS onpeaeneHne ncHepnbliBaoWwen SKCTpakyum, NnpuBeeHHoe Bollwe. Takke cM. npunoxenue C.

4 OcHOBHble TpebGoBaHuUA

4.1 Kak onuncano B UCO 14971, npu onpedeneHnm onacHOCTU 1 OLEHKEe pucka MeaULUHCKMX n3aenun
ONacHOCTb, BO3HUKaOLWWAs B pe3ynbTaTe U3MEeHEHUI B npoLecce NPOn3BoACTBa UM HEJOCTaTOYHOro KOHTPO-
ns1 NPOU3BOACTBEHHOrO NpoLecca, Ao/MkHa BbiTb y4TeHa Npu NaHMpoBaHUM U NOAroToBKe obpasuoB Ans
UCMbITAHWUA N NPUrOTOBMEHNN 3KCTPaKTOB U3 3TUX n3genuin. Ocoboe BHUMaHWe crieqyeT yaensiTb 0CTaTOYHbIM
BellecTBaM 3TUX MPOW3BOACTBEHHbLIX MPOLLECCOB, HanpuMMep OCTaTOYHbIM BellecTBaMm, OUYUCTUTENAM U
Aes3nHgpekTaHTaMm.

4.2 Tak kak UCO 10993 onuckiBaeT MHOXECTBO pasfIMYHbIX CUCTEM BUMONOrMYEecKUX UccneaoBaHui,
HeobXx0AMMO CBEPUTLCS C MHAMBMAYaNbHBIMU CTaHAapTamMn AN onpeaeneHus NpUrogHOCTU AaHHbIX PEKo-
MeHAaunn ANa KOHKPETHBIX TECT-CUCTEM.

4.3 3KcnepuMeHTarbHbI KOHTPOSbHEIN 0BpaszeL, UCMONb3YOT AN NOATBEPXKAEHUS METOAMKA TECTUPO-
BaHUS U/UNKU 4N cpaBHEHUS pe3ynbTaToB pasHblX Marepunanos. B 3aBUCUMOCTN OT TOro, Kakon MeToa uccne-
OoBaHWA GMONOrMyeckoro OencTBUS UCMONb3YIOT, B KadecTBe noaxoasuero MoxeT ObiTb BbibpaH
oTpULaTENBLHBIA UM NONOXKNTENbHBIA KOHTPOMNBHBIN 0bpa3seL, MO0 KOHTPObLHLIN PacTBOP.

MprvmMmedyaHune—OauH U TOT Xe KOHTPOIbHbIN 06pasel, MOXeT GbiTb UCNONb30BaH B Pa3nUYHbIX METoAaX
vccriefoBaHWs 1 MOXET A0NyCcKaTh NEPEKPECTHBIE CChINKM HA ApYrue yCTaHOBIEHHbIE MaTepuaribl U MeTOZbl UcCreaoBa-
Hus. JononHUTEnsHOE PYKOBOACTBO MO BbIGOPY 3KCMEPUMEHTArNbHOIO KOHTPOIbHOIro 06pa3ua npuBeaeHo B NpUNoxe-
HUM A. Mcrnonb3oBaHve MOMOXUTENbHONO KOHTPOINbHOro obpasua Arsi UCNbITAHUM in vivo MOXET 3aBUCETb OT HOPM
6raronony4ms XMBOTHbIX.

5 KoHTponbHble o6pa3subl

5.1 O6Lwue nonoxeHus

KoHTponbHble oBpasLbl NpeaocTaBnaoT cneunanusMpoBaHHble opraHnsauun. 3Ty opraHusauum onpe-
OensitoT 06 beEM XMMUYECKUNX, (U3INYECKUX U BUONOrMYecKnX xapakTepucTuk. metowmneca s npoaaxe obpasubl
N3genuia, NpUMeHsIeMbIX B MeAULMHCKON NpakTuke, MOryT ObiTb UCMONb30BaHbl B Ka4ecTBe KOHTPOSIbHbIX
obpasuos.

Mpumedvanune 1—Cm. Pykoeogcteo MCO 35.

CTtaHgapTHbIM 06pasel BbIGUpaloT ¢ y4ETOM €ro BbICOKOW CTENEeHN YUCTOThI, creundnyecknx xapakre-
PUCTUK, COOTBETCTBUS NpeanosiaraeMomMy NpUMeHeHuIo nobiuein gocTynHocTu. Cneuunduyeckue xummndeckue,
dramyeckue n Guonoruyeckne xapakTepucTuku onpeaensoT Npyu mexnabopaTopHbIX UCCNeaoBaHUAX B TPEX
unu 6onee J'IaﬁopaTOpl/lﬂX U nNpeaocTaBndloTCAd UccrneaoBaTernio nocTasWUKOM.

MpumedaHune 2— [nda nonb3oBaTernen XXenaTernbHO NornyYyeHe 3aBepeHnsi OT NOCTABLUNKOB KOHTPOMbHBLIX
06pasLoB nnu cTaHaapTHbIX 06pa3uoB, 4To 3TK MaTepuans 6yayT 4OCTYNMHBI NONB30BATENIO NO MEHbLEW Mepe NATb NeT.
BTopbiM, MeHee xenaTtenbHbIM, BAPUAHTOM sIBMsIETCA MyOnmMkaumsi ICTOUHMKOB KOHTPONbHbBIX 06pa3uoB nnu ctaHgap-
THbIX 06Pa3uOB « OTKPLITON hopmynbl» MaTepuana, T.e. nybnukaums McxogHbiX Matepuanos u getanemn o6paboTku, Heo6-
XoaAuMbIX Ansa obecneyeHnsi OAHOPOAHLIX NAPTUI KOHTPOIbHbIX 06pa3LoB.

5.2 CepTudukauusa KOHTPONLHLIX 06pa3L OB ANA UccrnegoBaHuA Guonoruveckon 6esonacHocTU

5.2.1 Keanudukauus KOHTponbHoro obpasLa sisnsieTcs npoLeaypoi, KoTopasa ycTaHaBnmMeaeT YACNeH-
HOe UNK KoNUYEeCTBEHHOE 3HaYeHWe BUonorMyeckoro oTBeTa Matepuana npu onpeaeneHHbIX yCNoBUAX UCTIbI-
TaHuA, obecneuvneas BOCNPOU3BOAUMOCTb OTBETA, KaK B Tab0paTOpPHbIX, Tak 1 B MeXnabopaTopHbIX YCIOBUSAX.
HunanasoH 6Guonorndyecknx OTBETOB, CBA3AHHLIX C MaTepuanoM, ycTaHaBnMBalOT NyTeM nabopaTopHbIX
uccnenoBaHun.

5.2.2 Martepuanbl cepTudULMpyoTCS NOCTaBLUMKaMM KOHTPOMbHBIX 06pasuoB. MocTaBwmk onpegens-
eT npeaenbHble XuMudeckue 1 pusndeckue xapakrepucTukun. OTaensHble nabopaTopun, UCNONb3YHOLWMNE KOH-
TponbHble o6pasubl, onpeaensioT OUONMOrMYecKylo XapaKkTepucTuky, HeobxoauMylo AnNA yTBepXKAeHUN
KOHTPONbHOro obpasLa Ans onpegeneHHoro UcnbiTaHus unu npoueaypel. Matepuansl, nmetownecs B8 npoga-
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Xe, MOTYT UCNOMb30BAaTbCA Kak KOHTPOSbHble 06paslbl, ecnv oHu cepTudulMpoBaHbl U NPUroaHbl Ans
nUcnbiTaHUA.

5.2.3 CepTtucdukaums koHTponbHoro o6pasua senseTcsa npoueaypon, KoTopasa ycTaHaBnNMBaeT kadvec-
TBEHHOE MMM KONUYECTBEHHOE 3HAaUYeHne BUoNornYeckoro oTBeTa Matepuana npu onpeaeneHHbIX yCnoBuax
MCNbITaHWA. STOT NPOLECC CAYXUT AN YTBEPXKAESHUS UCTIBITaHAS MaTepuarna Ha KOHKPETHBIN OTBET U NPUBO-
AWT K Bblgade cepTudukarta. Buonorndeckuin oTBeT Ha MaTepuan ycTaHaBnMBaloT NyTeM MexnabopaTopHbIX
nceneaoBaHni.

6 Ucnonb3oBaHME KOHTPONbLHbIX 06pa3u03 AnNSA 3KCNepuMeHTanbHOro KOHTpoONA

6.1 KoHTponbHble o6pa3ub| nnn CtaHaapTHbIe obpasubl NCMNOJIb3YyOTCA B 61onorniecKnX UCNbITAHUAX Kak
KOHTPONbHbIE MaTepuanbl, AeMOHCTPUPYOLLKMEe NPpUroaAHOCTb npoueadypbl 4nAa nonyyvyeHna BoCnpousBoguMoro
pesynbTaTa, NONOXNTEeTbHOro wwnu otpuuartensHoro. Ilioboi matepuan, I/ICI'IOJ'IbSyeMbIﬁ Taknm o6pa30M, Xapak-
TepusyeTca npu Kakgom npoueaype 610MOrM4ecKkoro UCMbITaHNS, Arst KOTOPOWN XOTAT UCMOMNbL30BaTb mMaTtepuan.
MaTepl/lan, oxaparcrepmsoBaHanZ n3artem CepTI/ICbI/ILI,I/IpOBaHHbIIZ 1A 0OHOro KOHTPONbHOro MeToaa uccnegosa-
HUA UN OTBETa, HanpumMmep runep4yBCTBUATENTIbHOCTU 3aMerieHHOro Tmna, He A0J/MKeH UCNOoJb30BaTbCA KaK KOH-
TPOINbH bI 06pa3eu, ansa gpyroro, HanpuMmep ULMTOTOKCUYHOCTH, 6e3 AONOSTHUTENMBHOIO yTeepXxaeHua.

MpwnmeyaHwn e — VcnonbaoBaHue KOHTPONbLHOro obpasLa obnerdaet CNMHeHe pe3ynbTaToB B pasHbix nabo-
paTopusix 1 MOMOraeT Npu OLeHKe BOCNPOU3BOANMOCTU pe3ybTaToB UCTbITaHKs B OTAeNbHbIX NabopaTopusax. Ans cpas-
HEHWS GMONOrMYecKoro OTBETA XernaTerbHO MCNONb30BaTh KOHTPOIbHbIE 06pa3ubl C AMana3oHOM OTBETHbLIX peakuwn,
HanpumMep MWHUMAanbHbIV, CPEOHWUI UINU PE3KUN.

6.2 KoHTponbHble obpasLbl, ncnosnb3yemMble B Ka4eCTBE 3KCNEePpUMEHTaNbHOIo KOHTPONA, A0JDKHBI yA0B-
JIeTBOPATb YCTAHOBTEHHbIM TpeboBaHNsM K Ka4yecTBY, rapaHTUpyeMomMy npoueagypamm n3rotoBntesia u ucnbl-
TaTensHoOn na60paTop|/||A. OHW goMkHbI COMPOBOXAATLCA CBEASHUAMUN 06 ucTovHuNKe, n3rotToBUTENE, CTENEHN
YUCTOTLI U TUNE. KOHTPOIbHEIE 0b6pasLbl 0bpabaTbiBaloOT COrNacHO NOMOXEHUAM pasgenas8.

6.3 KOHTpOJ‘IbeIe O6pa3Ll,bI, NCMNONb3yeMble B Ka4eCTBE SKCNEePUMEHTaNNIbHOIo KOHTPOJ1A, AOJKHBI HaX0-
OUTbCA B TOM Xe Krnacce MaTepuanos, 4To 1 uccregyemslia o6paseu,, T.€. nonuMmep, Kepamuka, Metans, Konno-
na nT.4. TeM He MeHee YNCTble XMMUYEeCcKne BelecTsa MoryT 6bITb UCMONb30BaHbI AN SKCNepuMeHTaribHOro
KOHTPONA npoueayp UcnblTaHWA, OCHOBAHHOM Ha MexaHu3Me AeNCTBUS, Hanpumep np06b| Ha reHOTOKCU4-
HOCTb N Ha2 UMMYHHYIO TMNep4vyBCTBUTETbHOCTb 3aMeaneHHOoro Tuna.

7 Bbi6op o6pa3ua ansa uccnenoBaHus

7.1 WccneposaHuio noasepraroT usgenve B roTOBOM K NPUMEHEHWIO BUAe Unn maTtepuarnsl, obpaboTan-
Hble Tak ke, kak urotosoe nagenue (cM. MUCO 10993-1), unun cooTBETCTBYIOLLME SKCTPaKTbI NOGOro 3 bilene-
pedncneHHoro. Belbop nccnegyemoi npobel AomkeH 6biTb 060CHOBAH.

MpwumeyaHune— Bcnyyae matepnanos, oTBepXaaemblX in situ, Moryt 6biTb HEO6X0ANMBI pas3nNUYHbIe Nccne-
JyeMble 06pasLbl, OTpaxatowme OTBEPXKAEHHbIN MaTepuan n ero HeoTBEPXKAEHHOE COCTOsIHME.

7.2 B cnyyae Heo6xoauMOCT UCNbITaHUA 3KCTpaKTa NPUMEHSItOT TaKy'o Xe npoueaypy BuiGopa npo6bi
ANs UccrnegoBaHua.

8 MpurotoBneHne uccneayemon Npoodbl U KOHTPONBLHOrO o6pasua

8.1 Uccneayemsble npobbl U KOHTPOMNbHBIE 06pasLbl HeobxoaAMMO obpabaTbiBaTh B YCNOBUAX, UCKTHOYa-
IOLLMX KOHTamMuHauuio. BelecTsa, o6pasoBasLluMeca B npoLecce NPOU3BOACTBA, OYACTKU, CTepUnnsaun u
T.M., cneayeT cunTaTh HEOTHEMIEMON YacTbHo N3AENNS, €r0 YACTU UII KOMMOHEHTA.

NpwnwmeyaHune— [JononHutensHoe pyKOBOACTBO MO NPUIOTOBIEHUIO PACTBOPOB KOHTPOMNbHBIX 06pa3uoB npu-
BEZAEHO B NPpUnoxeHuu B.

a) Pa6oTy c uccnegyembimu npo6amMun CTepUnbHBIX M3AENUiA M KOHTPOIbHLIX 06pa3sLoB creayeT NPoBo-
[UTh ¢ yyeTom Tpe6oBaHMiA acenTUKKU, eCNK 3TO COOTBETCTBYET METOINKE UCCNE0BaHUS.

b) EcnuHauccnenoBaHue NOCTYNaOT HECTEPUIILHBIE M3AENNS, KOTOPLIE ACIKHBI BbITh CTEPUNN3OBAHBI
nepea NpUMeHeHWEM B MEOULIMHCKOW MpakTuke, To Takue obpasubl nepea uccneaosaHUeM CTepuUnusyoT
MeTOoA0M, pekoMeHA0BaHHbIM U3rotoBuTenem. PaboTy ¢ HUMU NpoBOAAT ¢ ydeToMm TpeBGoBaHuWin acenTuky,
€CIM 3TO COOTBETCTBYET METOAMKE UCCNEA0BAHUSA.

4



roCT P UCO 10993-12—2009

c) Ecnu uccnegyemble npobbl YUCTAT Nnepea cTepunusaumeit, npu Beibope 1 paboTte ¢ uccnegyemoi
Npo6oi AOMKHO BbITb YYTEHO BNUSIHWE NpOLLecCa OUYUCTKUA U QYUCTUTENS.

8.2 Ecnu ans uccnegosaHus Heobxoaumbl cTepunbHble uccnegyemble Npobbl, AOMKHO BbITh Y4TEHO
BNUsIHWE CTEpUM3aLnm.

8.3 Ecnuuccneayemble npobbl n KOHTPOIbHBIE 0Bpasubl TpebyeTca paspesaTh HavacTu, Kak ONMcaHo B
10.3.3, nepeynicrnieHne b), cnegyeT yuntbiBaTh BUSAHUE NOBEPXHOCTEN, He NOABEPraBLUMXCA paHee 0bpaboT-
Ke, HanpuMep MPOCBETOB WM NoBepxHocTen cpesa. [Npu paspesaHni MeaNUUHCKUX U3AENUA Ha TUNUYHBbIE
06pasLbl crieayeT UCMob30BaTb TEXHUYECKUE NPUEMbI, UCKNOYAIOLWME KOHTAMUHALMIO.

9 BbIGoOp penpe3eHTaTUBHbIX YacTen usgenus

9.1 Ecnu HeBO3MOXHO NPOBECTU UCCIeA0BaHUE LIENOro n3genus, kaxxaas otaenbHas 4acTb FroTOBOro K
MPUMEHEHWIO N3AENUS, KOHTaKTMPYIoLLas ¢ TKaHSIMU OpraHnuamMa, 4osmkHa ObiTe NpeacTasneHa B UccneayemMomn
npo6e B COOTBETCTBYIOLLMX MPONOPLUSIX.

a) O6pa3subl U3oennii c NOBEPXHOCTHBIM NOKPLITUEM AOIDKHBI coaepXaTb MaTepuan NoKpbITUA U OCHOB-
HOl MaTepuar, axe ecnu cybcTpaTt He KOHTaKTUpPYeT C TKaHSAMMU.

b) O6pasey gomkeH cogepXaTb TUMUYHYIO YacTb COEAUHEHUS U/UNW CKNEWUKWU, €CRu Npu NPon3BoACTBE
YacTW N34enus, BXOAsILLEN B KOHTAKT C NaLMeHTOM, UCMONb30Bani aaresuns, paguo4actoTHoe coeauHeHne unu
CKINenKy pacTBopuTenem.

9.2 KoMnosuTHble MaTepuanbl UCCrieyoT Kak KOHEYHbIe U3aenus.

9.3 Ecnu B cocTas 13aenus BXoaaT pasnuuHble MaTtepuarnsl, Npu Bbibope obpasua Heo6Xxoaumo yvecTb
noTeHuManbHble BO3MOXHOCTU CUHEePrusMa u Apyrux B3anmMoaencTBuii.

9.4 Ob6pasey MOXeT bbITb BbIGpaH C yHeTOM MakcumasnbHOro BO34eACTBUS TECT-CUCTEMbI HA KOMMOHEH-
Thbl U3[ENUS C U3BECTHOM NOTEHLNanbHOU BUONOrMYECcKo aKTUBHOCTLIO.

10 lMpuroroBneHue 3aKCTPaKTOB U3 UCCNeAyeMbIX MaTepuanos

10.1 OcHOBHbIe NOMNOXeHus

EcnnuccnegosaHne TpebyeT NpMMeHeHNA 3KCTPaKTOB, MOAeNbHas cpea v ycnoBus NpoLecca aKCTpak-
LMK AOSKHBI COOTBETCTBOBATL CBOMCTBaM M Ha3HAYEHUIO FOTOBOTO K NPUMEHEHUIO U3Aenns, a Takke Lenm
ncecnegoBaHnsa, Harnpumep onpeaeneHne onacHoOCTU, BblYMCNEHNE pyUcka UnNKn oueHka pucka. MNpu Beibope
YCIOBUIA 3KCTPaKLMM HEOBX04UMO YHMTbIBATb (PU3NKO-XMMUYECKUE CBOMCTBA MaTepUanos U3aenus, BbiMbiBa-
€MbIX BEeLLEeCTB UMM OCTaTOuHbIX BellecTB. [4ns oTAenbHbIX 61uonormyecknx nccneaoBaHnin, onncaHHbIX B Apy-
rMx ctaHgaptax cepum UCO 10993, cyliecTByoT ocobble TpebGoOBaHUA K NPUrOTOBMEHUIO 3KCTPAKTOB U3
06pasLoB. B aToM cnyyae Tpe6oBaHus cOOTBETCTBYOLWMX cTaHAapToB UCO 10993 6yayT MMeTb NpUopUTET No
CpaBHeHMIo ¢ TpeboBaHMUAMN HacTosLWEero cTargaapTa.

Mpumeyarune— JononHuTensHOe PyKOBOACTBO MO 3KCTPaKLMM 06pasLoB NpuseaeHo B npunoxennn C.

10.2 KoHTeWHepbl AN 3KCTpakLumn

10.2.1 3KCTpakuMio NPOBOAAT B YUCTbIX, XUMUYECKN UHEPTHLIX, rePMETUUHBIX EMKOCTSX, UMEHLNX
MUHUManbHoe CBO6OAHOE NPOCTPAHCTRO.

10.2.2 [Onsa obecneyeHns Toro, 4Tobbl €MKOCTW ANA SKCTPaKUUM He 3arpsasHUIN MogesbHyo cpeay,
Takne eMKOCTW A0MKHbI BbITh:

a) BopocUNMKaTHBEIMU CTEKMSIHHBIMU NPobupKaMn ¢ KpbilKaMu/npobkamm Ha MHEepPTHOW MpoKnaake
[Hanpumep, nonu(tTeTpadpnyopoatuneH)];

b) ApyrMmMn MHEpPTHBLIMU EMKOCTAMM AN SKCTPaKLMK cornacHo TpeboBaHnaAM Ans KOHKPETHBIX MaTepua-
OB U/MNK NpoLeayp SKCTpaKLmn.

10.3 YcnoBusa u MeToAbl 3KCTpaKLUm

10.3.1 YcrnoBust 3KCTpaKLMM OCHOBLIBAIOTCS Ha CYLLECTBYIOLLEN NpaKTnke n 060CHOBaHLI NpegocTasne-
HUeM cTaH4apTHOro Noaxoaa, KOTOpbI BO MHOMOM SIBNSIETCS MPUEMeMbIM NpeyBenndeHemM UCnonb3oBaHms
nsgenns. AKCTpakuuo cneayeT NpoBOANTbL NPY OOHOM U3 PEXUMOB, NPUBEAEHHbLIX HUXKE:

a) (37x1)°CBTeveHue (72 +2)y;

b) (60£2)°CBTeyeHue (72 +2)y;

c) (70z£2)°CBTeveHune (24 £2)v;

d) (121£2)°CBT1e4veHne (1£0,1)u.

MpwumedaHue— SkeTpakums npu temnepatype (37 + 1) °C B TeueHne (24 + 2) 4 BKyNbTypanbHOW cpee MOXeT
6bITh NPUEMNEeMON ANs uccneaoBanns LMTOTokeuyHocTu. Cm. MCO 10993-5.
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YCcnoBua aKCcTpakLuK1, ONMcaHHble Bhille, UCMoSb3yeMble AN NpeaocTaBneHna Maclutabos NoTeHL M-
anbHOro pucka, Ana oueHKN pucka usfenua Unu MaTepuarna, OCHOBLIBAIOTCA Ha NpedllecTByOWeM onbiTe.
MoryT 6bITb UICMONBb30BaHbI U APYrUe YCMOBUS IKCTPaKL MU, UMeloLLe MecTo Mpu KIMHUYECKOM UCMOoMb30oBa-
HUKM NMBO NpeaocTaBNALWNE aAeKBATHYIO OLIeHKY NOTEeHUManbLHOM ONacHOCTU; HO B 3TOM ClyYae OHW AOSMKHbI
6bITb ONUCaHbl U 06OCHOBAHDI.

SKCTpaKUuma ABNAETCA CAOXKHLIM NMPOLECCOM, Ha KOTOPLIN OKasbiBaloT BNUSAHUE BpeMsA, Temnepartypa,
COOTHOLLEHME NNOLLAAN NOBEPXHOCTU 1 06bema, aKcTparupyiolas cpeaa u dasosoe pasHosecue ) Matepua-
na. Heo6xoauMo yunTbiBaTb BANSIHUE BLICOKOW TeMMepaTypbl U ApYruX YCNOBUIN Ha KUHETUKY 3KCTpakKuMu U
UOEHTUYHOCTb MOAENbHBIX Cpea Npy NPoBeAeHU YCKOPEHHON U NpeyBennYeHHON 3KCTPaKLun.

Hanpumep, npn Ucnonb3oBaHUN NOBLILLEHHBIX TEMMEepaTyp CYLLECTBYIOT ABE BO3MOXHOCTH:

1) 3Heprnsa BbICOKOW TemnepaTypbl MOXeT Bbi3BaTb yBenuueHHoe obpasoBaHue nonepeYHbiX CBA3En
w/vnu nonuMe pusaLmio NonMMepa u, Takum obpasom, CHU3UTb KONTMYECTBO CBOGOAHOrO MOHOMEpa ANa Murpa-
LMK U3 nonumepa;

2) BbicOKas TeMnepaTtypa MoXeT Bbi3BaTb (POpMUPOBaHNE NPOAYKTOB Aerpagaumnn, KoTopble 06bIYHO He
NPUCYTCTBYIOT B TOTOBOM M3A4€NUN B YCNIOBUSIX KITMHAYECKOTO MPUMEHEHUSI.

10.3.2 [ns maTepuanos, pacTBOPSIOLLNXCS UM BCACLIBAIOLUXCS B YCNOBUAX KNMUHUYECKOTO NpUMeHe-
HUS1, HeoBX0AMMO cneaoBaThb YCNOBUAM IKCTPaKLMn, onnucaHHbIM B 10.3.1. 1o BO3MOXHOCTU, 3KCTPaKLNIO NPo-
BOASAT MPU UCNOMb30BaHUM COOTBETCTBYIOLLIEN 3KCTParMpyoLlen XXMaKkocTu U yCNoBuiA BpeMmeHn/ TemnepaTypbl
Anst uMmuTauun Bosgeinctausi. MoxeT 6biTb He06X0AMMO NONHOe pacTBOPEHME.

10.3.3 [Ons onpeaeneHus Heo6xoaMMOro obbeMa aKCTparnpyloLen XuakocTu MOXHO MCMONb30BaTb
CTaHAapTHY0 Nnowaab noBepxHocTu. Takas nnowaab BKoYaeT obLyto nnowaab 06enx cTopoH obpasua u
ncknoyaeT HeonpeaeneHHble HEPOBHOCTU NOBePXHOCTU. Ecnun koHdurypaumsa ob6pasua He No3BonaeT onpe-
AenuTb Nnowaab NoBepXHOCTH, HeobxoAnMMOo UCNoMbL30BaTh COOTHOLIEHNEe Macca/o6beM akcTparnpytoLein
xnakoctn. Cm. Tabnuuy 1.

a) Bo3amoxHO ncnonb3oBaHue ApyrMx COOTHOLIEHWI Mowaam NOBEPXHOCTU U 06 beMa ModenbHOM cpe-
[bl, HaNpuMep CBA3aHHLIX C OLLEHKOW NMOPUCTLIX MaTepuaros, eCnNv OHU MOAENUPYIOT YCNOBUA KIMUHUYECKOro
NPUMEHEHUS UM A4at0T OLLEHKY MOTEeHLMaNbHON ONMacHOCTH.

b) Matepuanbl HeobxoanMo paspesaTtb Ha Mernkue YacTun nepea akcTpakuuen AN ynydleHUa norpyxe-
HWS B BKCTpArvMpyoLLyto cpealy, Kpome Tex criydaes, korga aTo Henpuemnemo (Hanpumep, cm. 10.3.4). Hanpu-
Mep, ANsi NONNMMepPOoB NpUemMnemMel Yacti pasmepamu npumepHo 10 x 50 Mm unn 5x 25 mm.

Tab6nwnuya 1— CraHgapTHble Nnowaan noBepxXHOCTV U 06beMb! IKCTPaMpyIoWen Xuakoctu

CooTHOLLIEHWE NPY 3KCTPaKLUK
TonwuHa, mm (nnowane NoBepxHOCTH Unm Mpumepbl maTepuanos
macca/obbem) + 10 %
<0,5 6 cm2/mn MneHka, NUCTLI U cTeHKM TPYBOK
oT 0,500 1,0 3 cmZ/mn CreHku TpyboK, NnacTuHbl,
Hebonbwne NUTbie n3aenus
>1,0 3 cm?/mn KpynHble nuTble nagenus
>1,0 1,25 cm2/mn OnacToMepHble NoKpbITUs
UenbHble nagenvsa HenpasunbHON opMbl 0,2 r obpasua/mn MopoLwok, rpaHynel, nexa, nuTsbie
nsgenusi/He abcopbeHThbI
MopucTble n3genvs HenpaswUnbHON OPMbI 0,1 r/mn MemGpaHbi

MpumedaHune— B HacTosilee Bpemsl HET CTaHAapPTM30BaHHbIX METOAOB UccneaoBaHnsa abcopbeHToB u ma-
pOKONINonaoB, NOITOMY NpeanaraeTcsi CreayoLwmi Nopsaok:

OnpepensioT 06beM SKCTparmpyloLLeit XMakocT1, abcopGmpyemoit Ha kaxapiii 0,1 runm 1,0 cm? matepuana. 3arem,
NPV MPOBEAESHNN SKCTPaKUMKM MaTepvana, 4o6aBnsioT STOT AOMONHUTENBHbIN 06bem Ha kaxabiii 0,1 runm 1,0 cm?2 mo-
OenbHOW cpeapl.

" dasosoe paBHOBecMe TBEpAOro marepuana BO BPEMsl SKCTPaKumMu onpeaensieT OTHOCUTENbHOE copepXkaHune
amopHOI 1 KpucTanmyeckon as. [ins amopdHon asel TemnepaTtypa asoBoro nepexoaa (cteknosaHus) Ty onpeae-
NsieT NOABUXHOCTb NONIMMEPHON Lienu n ckopocTe anddyaum B gaHHou dase. O6bIYHO CKOPOoCTb Andbdy3nm npu Temnepa-
Type Bbile Ty 3Ha4YNTENbHO Bbile ckopocTn Anddyaum npu 6onee HKU3Kol TemnepaTtype. B kpucrannuyeckon dase cko-
poctb Anddyaum HanGonee HM3ka. YCNOBUA SKCTPaKUMM HE [OMKHbI M3MeHsITb (Da30BOro pPaBHOBECUSI marepuana.
M3ameHeHne ha3oBoro paBHOBECUsI MOXET NOBMEYb 3a COBON U3MEHEHNE KONMMYECTBA U CTPYKTYPbI 3KCTParupyemMbix Be-
wecTB. B namenennn gpazoBoro paBHoBeCUA MOXHO yAOCTOBEPUTLCS, UCTIOSNb3Ys MeToA ckaHupytowen auddepeHumans-
HOMN KanopuUMeTpumn.

6
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10.3.4 3nactomepbl, MaTepuarel ¢ NOKPLITUEM, KOMMO3UTLI, NaMUHaThl U T.M. HeoBXoAUMO Uccneao-
BaTb, MO BO3MOXHOCTU, B HENOBPEXAEHHOM BUAE U3-3a NOTEHLMANBHBIX Pa3NIMYNA XapaKTePUCT UK SKCTPaKLMN
HemnoBpeXAeHHbIX 1 NOBPEXAEHHbIX MOBEPXHOCTEN.

MpuMedaHue— Bpesynstare npon3soacTBEHHbIX NPOLECCOB CBONCTBA MNOBEPXHOCTM MHOMMX 311aCTOMEPOB
MOTyT OTIIN4aTbCs OT CBOMNCTB OCHOBHOIO Marepuarna.

10.3.5 3kcTpakumio NPOBOAAT C UCTOMb30BAHWEM NOMAPHBIX U HEMOMSAPHBIX 3KCTPArnpyoLLIMX XUaKoc-
Ten.

K akcTparvpyrowmm cpegam oTHOCAT:

a) MOSAPHYIO 3KCTPAarMpyoLLyo XXUAKOCTb — BOAY, (PU3NONOrMiecknin pacTeop, KynbTypanbHyo Xua-
KOCTb 6€3 ChIBOPOTKM;

b) HenonspHylo 3sKCTparvpyrowWwyo XUOKOCTb — cBexee paduWHUPOBaHHOE pacTUTeNbHoe Macno
(HanpuMep, XIOMNKOBOE UIMU KYHXXYTHOE) KavyecTBa, onpeaefieHHoro B pasHbix hapmakonesix;

C) OonorHUTEnNbHbIE 3KCTparMpyowmne xuakocTu: ataHon/soaa (5 % no obvemy); aTanon/pusmonoru-
Yyeckuin pactsop (5 % no o6bemy); nonuaTuneHrnukons 400 (pasbaBneHHbIA 4o HPU3NONIOrMYECcKoro 0CMoT K-
YecKOoro AasneHuns); AMMeTUNCYNbdoKena; KynbTypanbHas XXUOKOCTb C CbIBOPOTKOMN.

MpumMmedaHune—Bo3MOXHO UCMONBb3OBATL APYIMe SKCTParvpylowme XUAKOCTU, COOTBETCTBYIOWME CBO-
CTBaM v MPUMEHEHWIO 3AENNs UM METO4AM OnpeaerieHUs ONacHoCTH, NPY Hanuuum ceeaeHun o6 nx AecTBuK Ha MaTe-
puan u BUonorM4eckyo CUCTEMY.

10.3.6 [pyrue akcTparupytoLme XMgKoCcT MOXXHO UCNOMb30BaTh, y4MThIBAA NpMpoay Matepuana v K-
HUYeckoe NpuMeHeHUe MeaULMHCKOro N3aennsl, eCnn X 4eNCcTBME Ha UccneayemMelii MaTepuan 1 opraHuam
N3BECTHBI.

10.3.7 XKngkue akcTpakTel cnegyeT, no BO3MOXHOCTW, UCMONb30oBaTh Cpasy nocne npuroToBleHUs BO
nsbexxaHune copbuUmM cocyaa, KOTOPBIA UCMOML3YHOT AN KCTPaKUMK, NGO ApYrMx M3MeHeHnin cocTaea. Ecnn
AKCTPaKT XpaHaT 6onee 24 4, ero cTabUnNbHOCTb UTOMOrEeHHOCTb B YCIIOBUSIX XPaHeHUs A0mKHbI BGbITh NpoBepe-
Hbl.

10.3.8 He cniegyeT koppekTnpoBaTh 3HavyeHne pH akcTpakTa 6e3 4omKHOro 060CHOBaHMS.

10.3.9 OkcTpakT He criedyeT obpabaTbiBaTh hunbTpaunei, LeHTpudyrmposaHuem unu 4pyrumm MeTo-
Aamu Ans ycTpaHeHns B3BeLeHHbIX 4acTuL, NofydYeHHbIX B pabodem nopsaake. Mpu Heo6xoaumocTu Leneco-
06pasHOCTb Takoro npoLecca AoskHa 6biTb 060CHOBaHa AOKYMEHTasbHO.

10.3.10 [Ans onpegeneHna onacHocTu HeobxoauMo paccMoTpeTb UCTONb3OBaHWe YCMOBUIA NpeyBeny-
YeHHOW 3KCTpaKUMM ANA NOBLILWEHUA A403bl BO3AENCTBUS BbIMbIBAEMbIX BELLIECTB. DKCTParnpyoLLyto XnMakocTb
1 YCNOBUA SKCTPaKLMU HYXKHO BbIGUPaTb Ha OCHOBaHWUMN (hU3MKO-XMMUYECKUX CBOMCTB MaTepuana uwwunum npo-
FHO3UPYEMBIX XUMUYECKUX BELLIECTB C HU3KUM MOJIEKYNSIPHBIM BECOM, KOTOPbIE MOTYT BbITh 3KCTparMpoBaHbl.

10.3.11 Ana maTepuanos unun usaenuii, KoTopble He A0ITKHBI PACTBOPATLCS U NOABEPraTbCs pe3op-
6unn Npy 06bIMHOM UCNONL30BaHUK, NPU 3KCTPaKLIMM NOMMMEPHOrO MaTepuana unu usgenus Heobxoanumo
nucnonb3oBaTb PacTBOPUTENU, HE Bbi3biBAOLUME paspyLUeHUsl MoNMMepHoro coctasa. lNpu ucnonb3oBaHum
HeyCcTOM4YNBOro pactTsopuTens AonycTuMo He 6onee Yyem nerkoe cMsirieHue NosIMMepHoOro Matepuana (T.e.
paspylweHue meHee 10 %). Heobxogumo yaanuTe pactBoputens (nepea ucnonb3osaHueM B 6uonpobe) Bo
n3bexaHune He6NaronNPUATHOIO BIUSIHUA 0CaAKOB Ha buonoruyeckyto Npoby (Hanpumep, AeHaTypauus 6enkos
unu pasapaxeHue koxu). ins uHdopmMauum no Matepuanam unu usgenusim, Kotopble 40JPKHbI pacTBOPSTLCS
unu noasepratbes pe3opbuun npn odbIMHOM Ucnonb3oBaHun, — cm. 10.3.2.

10.3.12 Ecnu usgenve sIBNSETCS BOAOCOAEPXKALLEN XKUOKOCTLIO, IKCTPaKL Mo He NpoBoadaT. XKnakocto
ucnonb3yeTcs HanpsiMyto B TeCT-cucteme.

10.3.13 B cnyyasix, Korga XXuMOKOCTU LMPKYNMPYIOT yepes uagenue npyv obblMHOM MCMOMb30BaHUMU,
Hanpumep B aKCTpakopnoparnbHbIX U3AeNusaX, BO3MOXHa 3KCTpaKLmMs nyTem peLnpkynauun. Mpu BO3MOXHOCTH
HY>XHO NpeyBenuuUTL 0gHO Unu 6onee ycnosuii, Hanpumep Temneparypy, Bpems, 06bem, CKOpoCTb TeYeHUs.
O6ocHoBaHMe BbIbopa 3KCTPaKLMK AOSMKHO BbITb OTPaXXeHO AOKYMEHTalbHO.

10.4 YcnoBus aKCcTpakuuu ANA onpeaeneHUA ONacHOCTU U OL,eHKU pUCKa B peXume npeysenu-
YeHHOro UCNoJb30BaHUA

10.4.1 TMNpvmogennpoBaHUM U NPUroTOBNEHNM 06pasLoB Ans UCCre4oBaHNS 1 MPUrOTOBNEHUN SKCTpakK-
TOB 13 3TUX U3AENNA HeoBXOAMMO YYUTLIBATbL ONACHOCTb, BOSHMKALOLLYIO BCieACTBUE U3MEHEHWIA B MPOU3BO-
ACTBEHHOM MpoLecce MMM HeaoCcTaTOuMHOrO KOHTPOMS NPOW3BOACTBEHHOro npolecca, B COOTBETCTBUN C
NCO 14971. Ocoboe BHUMaHWE criegyeT yaensaTb MPUMECAM 3TNX NPON3BOACTBEHHBIX NPOLLECCoB, Hanpumep
OCTaTOYHbIM 3fieMeHTaM, O4YUCTUTENAM U Ae3nHdekTaHTaMm.
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10.4.2 EcnunoTteHuManbHas TOKCUYHOCTb MPoAyKLUK, UCcCnegyemMoi C NOMOLLbIO NpeyBennHeHHOMN 3Ke-
Tpakuuu, HaxoauTcsa B npegenax TpebosaHWi, OTCYTCTBYeT HeobXoANMOCTb AanbHenLWwero nccneaoBaHus
n3aenua nocpeacTBOM 3KCTPAKLMU, AMUTUPYIOLLIEN 0DBIMHOE UCTIONb30BaHMUE.

10.4.3 [na npoaykuuu, nonuMmepusytoLleics in situ, uccnegyemole obpasubl A0MKHbLI NPEACTaBNATL
npegnonaraemMble KNUHNYECKNe YCroBUS NpUMeHeHUs Ans noslydeHus MHpopmaunn o NoTeHUNanbHOM TOK-
CUYHOCTW pearnpyowMx KOMNOHEHTOB nonuMepa B npouecce otBepaesaHua. Ecnv npumeHnmo, uccneaye-
Mble 3KCTPaKTbl, MPUroTOBMNEHHbIE B pa3Hoe BpeMms, AO/PKHbI OCHOBLIBATLCA HA KUHETUKE Nonumepusalum
nocne cMeLlnBaHUs KOMMNOHEHTOB, BKITHOYAs 3KCTPaKT, NMPUroTOBIEHHLIN B OXXnaaeMoe BpemMs 0TBepaeBaHus.
VccneposaHue maTepuana nocne oTeepaesaHvs A0IKHO BblTb 060CHOBAHHbBIM.

Mpu NCNONbL3OBAHUN 3KCTPAKTOB B MeToAax UccrefoBaHMs 49 OLEeHKN MaTepuanos, oTBepAeBaloLmnx
in situ, Ha4yano aKCTPaKLUMU AOIIKHO NPONCXOANTL C TOrO MOMEHTa OTBEpAeBaHUA, Koraa MaTepuar NoMeLLEH in
situ.

Mpn meTodax uccrneaoBaHUs, UCMONb3YIOLWNX 3TU MaTepuarsl HanpAMYyLo, Hanpumep NPSIMOA KOHTaKT
U LUTOTOKCUYHOCTb Ha croe arapa, UMNaHTauns, HekoTopble UCCNefoBaHUA Ha FeHOTOKCUMHOCTD, a Takke
remMornns B NPsMOM KOHTaKTe, MaTepuarn AOMMKeH MPUMEHSITLCSA, Kak Npu KNUMHUYECKOM UCMOMb30BaHUU, C
oTBepaeBaHueM in situ B TecT-cucteme.

MpumedaHue— [ns npegoctaBneHust K UCCNeAoBaHNI0 MaTepurana onpeaeneHHoro paamepa unm macchbi
MoXeT BbITb HeobxoaMMa MoagnbVKaLMs KITMHUHMECKOW CUCTEMbI OCTaBKM.

11 OT4yeT 06 UCCNeaoBaHUU

OTtyert 06 ncecnegoBaHuM OOMKeH BKITOYaThL B cebs cnegyrwoumne gaHHble, HO He OrpaHnYnBaTbCA TaKo-
BbIMU:

a) TN N COCTaB MaTepunana, ecnu TakoBOW N3BECTEH, NCTOUHNK mMaTtepuana, nsgenua, 4actu urnu kKoMmno-
HeHTa nsgenus.

MpwnmeyaHune— 370 TpeboBaHNE NOMHOCTBIO UMM YACTUYHO MOXET GbiThb BbINONIHEHO NOCPEACTBOM MUCbMEH-
HOro OMUCaHUsA, PUCYHKOB, hoTorpadmni nnm gpyrnx METO40B;

b) Homep napTum nnu cepun, ecnv TakoBOW CYLLLECTBYET;

C) onucaHue npoLiecca NPON3BoACTBA, O4YUCTKM, CTEPUNM3aLIUA, ECITU MPUMEHNMO;

d) meToa aKcTpakuuu, ecrnn Gbina NnpuMeHeHa, BKIHOYatoLWUIA AOKYMEHTALIMIO NO YCIOBUAM SKCTPaKLIMK,
cpeAcTBanepemeLlnBaHns, Nobble OTKIIOHEHUS OT peXXuma 3KCTPaKLUK, ONMCaHHOW B HAaCTOAWEM cTaHAapTe.

MpunoxeHne A
(cnpaBou4HoOe)

9KcnepuMeHTanbHbIA KOHTPONbHLIA 06pa3el

A.1 Martepuansl, nepeuncrneHHble B Huxecneaylowmx naparpagax, Moryt COoTBETCTBOBaTb KPUTEPUSIM SKCNEPU-
MEHTAaNbHOI0 KOHTPONbLHOro 06pa3ua Ansi HEKOTOPLIX UCCregoBaHWi. 3a NpPaBUIbHLI BbIGOP KOHTPOMA HECET OTBe-
TCTBEHHOCTb uccnegoBatens. Cm. Tabnuuy A.1.

MHdopmaumsi no KOHTporibHbIM 06pa3uaM 1 KOHTPOrsSIM NpedoCTaBNsAeTCs TONbKO Ans uccnegosanmin 8 UCO
10993, He TpebyIoLMNX KOHKPETHBIX KOHTPOIbHbLIX 06Pa3L0B UMW KOHTPONEMN.

Ta6nunya A.1— [Npumepbl KOHTPONbHbLIX OOPA3LIOB U KOHTPOSEN B HANMUMK

Vccnenosative MonoXxuTenbHbIA KOHTPONLHLIN OTpuuatensHbIi Ko:Tpoanblﬁ KOHTPObHBIA OGpasels?
obpasey, obpasel|
WMmnnaHTtauus PVC-org. Sn PE —
SPU-ZDEC CWnunKoH —
HartypanbHbii natekc Oxucb antoMmHmus —
— HepxaBelowas cranb —
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OkonvaHue mabnuyst A.1

MonoXuTenbHbIA KOHTPOMBHbINA OTpuuaTenbHbIA KOHTPOIBHBINA . a
McecneposaHue obpase oBpazels? KoHTponbHbIN o6pasel
LinToTokenyHocTb PVC-org. Sn PE —
SPU-ZDEC — —
SPU-ZBEC — —
HaTypanbHbIli naTteke — —
MonuypeTtaH — —
emocoBMECTMOCTb — — PVC 7506
PUR 2541
@ CokpalleHusi B 4aHHOW Tabrnmue OTHOCATCH K KOHKPETHBIM MaTepuanam, 4OCTYNHbIM U3 UCTOYHWKOB, 0603HaueH-
HbIX B A2 n A3.

A.2 [ns oTpuuaTenbHOro KOHTPONBHOrC 06pasua Unm KOHTPObHBIX 00Pa3L OB UCTONb3YIOT: NONU3TUITEH BLICOKOW
nnotHocTu®), 2),3),4) | nonnatunex Hnakol nnoTHocTHS), nonmanmeTnncunokean (6ea kpemneaema)®) 7), nonmenhnnxno-
pua®, nonnadmpypetan®), nonunporrnen), kepamnyeckne cTepKHN U3 OKMCH aNIOMUHIS, HEPKABEIOLLYIO CTamb U KOM-
MEpYECKM YNCThIV TUTAHOBLIN CMNNaB.

A.3 [Ins NonoxunTensHoro KOHTPONbHOro 06pasua MCnonb3yoT, HanpYMep, NOMYBUHUIXNOPU, COAEPXKALLMI ONO-
BOOPraHnyeckne 4obasku, CerMEeHTUPOBaHHYIO NONMYPETaHOBYIO NNeHKy, copepxatyto anatun11):12) wnn anbytvnanmu-
okapbamat!d), natekchl onpegeneHHoro cocraBa, pacTBOpbl COnel LUMHKa U Meab. BeuwiecTsa, koTopble 6binu
MCMONb30BaHbl B KAYECTBE MOMOXNTENIBHOTO KOHTPONbHOTO oBpa3ua AnA uccrneayeMsiX SKCTPaKTOB, NPeACTaBnsioT
coboli pacTBOpbI B heHomne U Boge.

" High-density polyethylene (Negative Control Plastic RS) can be obtained from the US Pharmacopeia, Rockville,
MD 20852, USA.
2 HDPE film: RM-C Hatano Research Instite/Food and Drug Safety Center, 729-5 Ochiai Hadano, Kanagawa
257-8523 JAPAN.
® HDPE film RM-C Hatano Research Institute/Food and Drug Safety Center, 729-5 Ochiai Hadano, Kanagawa
257-8523 JAPAN.
*) HDPE film: RM-C Hatano Research Institute/Food and Drug Safety Center, 729-5 Ochiai Hadano, Kanagawa
257-8523 JAPAN.
% PE 140 tubing: RAUMEDIC AG, Postfach 501, 95205 Minchberg, Germany. PE film is available from Hoechst AG,
D-6230 Frankfurt 80, Germany.
® Biomaterials Program, Devices and Technology Branch, National Heart, Lung and Blood Institute, NIH, Building,
7550 Wisconsin Ave, Bethesda, MD 20892, USA.
) SIK 8363 tubing: RAUMEDIC AG, Postfach 501, 95205 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 2541 tubing: RAUMEDIC AG, Postfach 501, 95205 Miinchberg, Germany. PU film is available from Frontline
Filmblasning, S-60003 Norrképing, Sweden.
9 pp 146 tubing: RAUMEDIC AG, Postfach 501, 95205 Miinchberg, Germany. PP film is available from Hoechst AG,
D-6230 Frankfurt 80, Germany.
" positive Control Material, code 499-300-000-000: Portex Limited [same as Positive control RS which can be obtained
from the US Pharmacopeia, Rockville, MD 20852, USA}.
12) Polyurethane film — ZDEC: RM-A; Hatano Research Institute/Food and Drug Safety Center, 729-5 Ochiai Hadano,
Kanagawa 257-8523 JAPAN.
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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MpunoxeHne B
(cnpaBo4Hoe)

OCHOBHbIe NPUHLUMNBI U MeTOAbI NPUroTOBIEeHUA NPo6 1 BbiGopa 06pa3LoB

Matepwuarn, ucnornb3yemblil B GBUONOrMYeckux NccneaoBaHnsX, JOMKeH GbiTh penpe3eHTaTUBHLIM C TOYKU 3PEHNS
ero cocrtaea, 06paboTky M XapakTepUCTUK MNOBEPXHOCTU U3ZENUs, FOTOBOIO K pumeHeHuto. Cm. 7.1 n MCO 10993-1:2003,
5.1, nepeuncneHve a).

HokymeHTauus cocTaBa NnacTUKOBbIX M PE3VHOBLIX MaTeprarnoB AOMKHA BKIOYaTh B cebs onpeaenexHne cmort,
nonvmepoB u Nobeix gobasok. OnucaHre KOMNO3MLUK AOITKHO BKINOYaTh B ce65 CBeAeHUs 0 XapakTepucTUKe matepuarna,
Hanpumep ero TepmoobpaboTke, XMMUYECKON YNCTOTE UMM N3MENTBYEHHOCTU, MaKCUMAaIbHO BO3MOXHOM U3MEeIbHEHNN B
cryyae NoBTOPHOro ApobneHus.

Matepwuarbl, KOTOpble MOIyT NOABEPraTbCs MOBTOPHON CTEPUIM3ALMM TEMU XKe UMW anbTepHaTUBHBIMU METOLAMM,
AOIXHbI ObITb MCCNeAoBaHbI MOCINE MHOTOKPaTHON cTepunusauun. Hanpumep, matepwan, KOTOpbIV CTepunmaytoT obnyde-
HUEM, a NOTOM MOBTOPHO CTEPMITM3YIOT 06paboTKON 3TUNEHOKCUAOM, HeoOX0AUMO NCCIeaoBaTh:

a) nocre obny4eHns 1

b) nocne o6ny4yeHus n ctepunusaLum STUIEHOKCUAOM.

Ecnu Bo3aMOXHO onpegenuts ¢ Hagnexawmm o6ocHoBaHneM Hanbonee He6naronpuUsAITHbIN BApUaHT BO3AENCTBIS,
uccriejoBaHne MoxeT ObiTb NPOBEAEHO NOCHe BO3AENCTBYS B TAKOM PeXUME.

B npgeansHom criyqae Bce buonornyeckre nccreaoBaHns MaTepuana, Belpe3aHHoro U3 uagenusi, caMmoro KOMnoHeH-
Tawnagenus B Ka4ecTBe UCCMNeyeMOoro MaTepmrarna uinm 3kCTpakra, NPUroTOBINEHHOMo M3 MaTepuarna Uy KOMNOHeHTa, Npo-
BOASIT B YCIOBMSAX BO3AENCTBUS KIETOYHOW/GMONormueckon cpenbl TECT-CUCTEMbI Ha MOBEpPXHOCTb maTepuana. B
KayecTBe MeToAa, anbTepHaTVBHOMO pe3ke NOBEPXHOCTU 06pasLa, MOXeT CMYXWUTb U3rOTOBNEHWE MUHWATIOPHOTO U3ae-
Vs ¢ UCMONB30BaHNEM TOrO e npouecca (IKCTPY3un, NOTrPyKeHUs U T.4.), TEX e TeMmnepaTtyp, BpeMeHun, atmocdepbl,
pasgenuTenbHbIX CPeACTB, OTXMUIa, OTBEPXKAEHUS, OUNCTKM, CTEPUNU3ALUN U APYTMX NPOLECCOB, UCNONb3YEMbIX NP NPO-
M3BOACTBE U3genus, BKIioyas CTepunn3aaumio, KOTopble peanuayioT B npouecce Npou3soacTea nsgenus. 1o cnocobeTey-
eT oueHke Nntobbix 3hPeKToB, CBA3aHHbIX C NOWAALI0 MOBEPXHOCTU, XapakTepUuCcTMKamMn NOBEPXHOCTU, KOHUEHTpaUnen
BbIMbIB2EMbIX BELLECTB, MOBEPXHOCTLIO U hopmMon maTepuana.

MeTannsl, ucnonb3yemsle npu GUONorMHeckom nccneaoBaHuM, AOMKHLI ObITh U3 TOTO XEe UCXOAHOro Matepuana,
KOTOPbI NPUMEHAETCH NPU U3FOTOBNEHWUN U3AENUA, U NPOXOAUTHL Ty XKE MeXaHW4eckylo 06paboTKy, MU3aMenbYeHre, Nonu-
POBKY, OHMUCTKY, NaccuBauuio, Bkriouan o6paboTky NOBEPXHOCTU U CTEPUITU3ALMIO, KOTOPLIE UMEIOT MECTO NPU NMPOU3BO-
ACTBE rOTOBOrO N3genus.

Kepamuyeckue matepuarsl, ipUMeHsiemMble B GUONOrniecknx uccnegoBaHusX, JOMKHbI ObITb U3rOTOBNEHbI U3 TOTO
XK€ UCXOAHOTO NOPOLLKA C UCNOSMb30BaHUEM TEX XKE NPOLECCOB OTIIMBKU, 3anuBku, GOPMOBKM, criekaHusl, 00paboTku noBep-
XHOCTU M CTepUnu3aumm, KOTopbie UMeloT MeCTO NPU NPOU3BOACTBE FOTOBOIO U3Aenusl.

MeanuunHckne nagenusi, UCNonb3yLWUe XUBOTHBIE TKAHU UIK UX NPOU3BOAHbIE M 06paboTaHHble hUKcaTopom,
cnepyeT u3yvartb NOCNE BblAEPKUBaAHUA UX B TEHEHUE MAKCUMAaribHOMO 1 MMHMMArbHOIO A0NMyCTUMOro BpemeHun dmkca-
uuK, NPEAYCMOTPEHHOTO U3TOTOBUTENIEM, CO34aBasA TEM CaMbIM pPa3riMyHbIE YCIOBUS s NIPOHUKaHWA dmkcaTopa.

BmecTo akcTpakuum MmeTannmyeckmx MaTepnanos U NoCreayoLLero NpUMeHeHUsi 9KCTpakTa B TeCT-CUCTEMaXx Heo6-
XOAWMO PaccMoTpeTh UCCIeJ0BaHNE PACTBOPOB PA3NNYHbIX KOHLEHTPaLUIA COOTBETCTBYIOLLEN CONMW KOHKPETHOro MmeTan-
na/oe, HaxoQAWEroCH B U3ENUMN, AS onpeaeneHns oNacHOCTU MOHA/MOHOB KOHKPETHOIO MeTasnna v ero/ux HamebICLLEro
YPOBHs/EN, He BbI3bIBAIOLLLETO/MX OTBETHOW PeaKumnmn.

MpuMeyaHune— ITOT NPUHUUN TaKKe NPUMEHUM K OPraHMYECKMM MaTepuanam npu yCTaHOBEHHbIX XUMU-
YeCKMX BeLWEeCTBax B nagenum.

Mpu nnaHnposaHum ncnbITaHU MaTepruanos HEO6X0AUMMO YUUTBIBATh YCITOBUS IKCTPaKUMKN ANS UMNNAHTUPYEMbIX
marepuanos, KOTOpble MOMyT Bbi3BaTb 06pa3oBaHne 4acTuu, in vivo Npy KNMHUYECKOM npumeHenun. Ecnmn ycnoeuns skc-
TPakumu Bbi3bIBAIOT 06pa3oBaHme YacTuu, NPy NNaHMPOBAHNMKN UCCIIEAOBaHNIA MaTepUanoe AomkeH bbiTb yuTeH addekT
npoueayp 3KCTpakLmu.

KonuuectBo MmaTepuana v nnowages ero NOBEPXHOCTU AOMKHbI COOTBETCTBOBATL GMONOrM4ecknum n huanyeckum
orpaHnYeHnsaM TecT-cuctembl. Ha npaktuke cnegyert ncnonb3oBaTth CTaHAapPTHOE KONUYECTBO NPobbl, pEeKOMEHAOBaHHOe
ANA KOKAO0ro OTAENBHOIO 3KCNepuMeHTa.

Monb3oBatenu HacTosIWEro cTaHAApPTa AOMKHBI 06paTUTh BHUMaHWE Ha 0630p «Haanexalwero NpUMeHeHns» un
«HEenpaBuNbHOTO NPUMEHEHUSsT» CTaHAAPTHLIX 06pa3uoB. 3ToT 0630p 0OTMeUaeTobNacTU NOTEHUNaNbHOIO HEAOCTATOHHO-
ro 1 n3bbITOYHOro ynoTpebneHns KOHTPOMbHLIX 06Pa3LOB M cTaHOAPTHLIX 06pa3LoB. Monb3oBaTenn HaCTOAWEro CTaH-
AapTa AOMKHbI TAKKe NMPUHATH BO BHUMaHWUE, 4YTO A40NYCTUMO UCMONb30BaHUE KanuGpoBoUYHbIX MaTepranos Ansa oueHkKu
6uonornyeckoro oTBeTa Uccrneayemblx MaTepranos B npeaenax oaHon naboparopum.
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Mpunoxenne C
(cnpaBouHoe)

NpyHUMNBLI 3KCTpakUuun uccrnegyembix o6pasuos

C.1 BJkCcTpakTbl U3 MEAUUUHCKUX M3AEeNnuii roTOBAT C Lenbio noryyYeHns npuemnemon npobbl, Heobxoaumon ans
onpezaereHusi GUONorMYeCcKkon aKkTMBHOCTH NMOBbIX BbIMbIBAEMbIX BELLLECTB B 6GUONOrMUYecKoin cUCTeME, a TaKkKe AN OLeHKN
NOTEHUMANbHOIO PUCKA NMPU UCNIONBb3OBAHUMN 3NN YETTOBEKOM, a TakKe AN AeMOHCTPaLMU NOTEHLMAIIBHOW ONacHOC-
TV BbIMBIBAEMOTO BELLLECTBA U ANA MCNONb30BaHWs NPy NPoBeAeHNM OLIEHKW pyucka Ans 3a0poBbst Yernoseka. Mpu npuro-
TOBIEHUWN 3KCTPAKTOB W3 U3AENUA MoAenbHas cpepa (IKCTparupylowasl XWAKoCTb) U YCNOBUS SKCTPAKUMKU AOMXKHbI
COOTBETCTBOBaTb CBONCTBAM M NPUMEHEHMWIO FOTOBOIO U3AENusl, a Takke NPOrHO3MPYyEMbIM XapakTepucTukam meToga
ncenefoBaHns (Hanpumep, YyBCTBUTENBHOCTU U T.M. B OTHOLLEHWUMN LieNu uccnepoBaHnsl, 060CHOBaHUS, YyBCTBUTENBHOC-
™ unT.A.). Takum 06pasom, ycnoeusa 3KCTpaKLUKM U NPUMEHEHUE IKCTPaKTa B TECT-CUCTEMAX AOMKHbI, B uAEaNbHOM CNy-
yae, oTpaxaTb He TOMbKO YCNOBUA PearnbHOro NpUMEHEHUs U3ZENuin, HO Takke uenb U NPOrHO3Mpyemble 0COBGEHHOCTH
nccnegoBaHuN.

B ycnoeusx 06614HOro ncnonb3oBaHusi Npu LIMPKYNSILUMK XKWAKOCTEN Yepes nusgenve, HanpyMmep B 3KCTpakoprnopans-
HbIX U34enusx, ANA NPMeMnemMblX MeToA40B IKCTPaKLUKM HeobxoanmMo oBpaTUTLCS K BEpTUKaNbHOMY CTaHAaPTY.

[ns onpegeneHns onacHOCTU M OLEHKM pUCKa ONacHoCTel NpoBoaAaT GuonorMyeckne nccneaoBaHns B yCNOBUAX
npeyBennyeHHoro n/mnun 066IMHOro NCNornb3oBaHusi. MeToAbl SKCTPaKLMKW Pa3nuyaloTcs B 3aBUCMMOCTU OT Lenn uccneao-
BaHUA:

a) npeyBenuyeHHas 3KCTPaKUMsA NPUMEHSIETCS AN ONPeAeneHns onacHoOCTH;

b) akcTpakuus, UMUTUPYIOLLLES MCNONb30BaHWe, MPUMEHSIETCH AN BbIpaboTku hakTopa 6€30NacHOCTN NPU OLEHKE
pucKa s 300pOBbA YENOBEKa;

€) vcHepnbiBaloLWwasn SKCTPaKLMsi NPUMEHSIeTCs Ar1si OLEHKM 6e30NacHOCTM MMNNAHTUPYEMOrO N3AENNs N NPOrHO3a
BEPXHUX JOMNYCTUMbIX YPOBHEN XMMUYECKUX BELLLECTB, BbAENSEMbIX B OPraHM3m nauneHTa.

C.2 Hactoswwin cTangapT NnpegnonaraeT, YTO KONMYECTBO SKCTparnpyemMblx BEWECTB 3aBUCUT OT NPOAOIMKUTENb-
HOCTM SKCTPaKumMm, TeMmnepaTypbl, COOTHOLIEHWS NNOLLAAN NOBEPXHOCTU MaTepuana n o6bema MoaenbHONM cpeabl, a Tak-
Xe CBOWCTB pacTBOPUTENS.

C.3 TMpoponxuntenbHOCTb SKCTPaKLUM 4OMKHa ObiTh JOCTATOUHON A4Sl MaKCMMAarnbHOIo U3BnevYeHns BewecTtea. Ha
NPakTyKe AN KaKa40ro XMMUYeCKoro aHanvmaa pekoMeHayloTcs CTaHAapTHbIE YCITOBUS BpEMEHMW M TEMITEPAaTYpbl 9KCTpak-
LMW BMECTO APYIMX HEOBOCHOBAHHbIX MU HECTaHAAPTHLIX YCTOBUMNA.

C.4 B kadvecTtBe anbTepHATMBbLI MOXHO MPOBECTU NOBTOPHYHO 3KCTPAKLMIO C NOCINEAYIOWUM KOHLLEHTPUPOBAHNEM,
4TOObI NONYYMTE AOCTATOYHOE ANA aHanMaa KONMYECTBO SKCTParupyemoro BelecTea. Takasi npakruka NpUMEHsIETCS B
uensix vaeHTMdmKaLmm onacHocTH.

C.5 TemnepaTtypa 3KCTPaKkUMmM MOXeT OblTb pa3nnyHoON B 3aBUCUMOCTU OT UCCIeAyEMOro MaTepuana. JKCTpakums
He JOKHA Bbi3blBaTh 3aMETHOW Aerpagauun mateprana, 3a UCKIIIOYEHNEM CrlydaeB, Korjia MaTepuarn JorXKeH pacTBo-
psSTECA UNW NogeepraTeca pesopbuun npu ncnons3oeanum (cMm. 10.3.2). TeMnepaTtypa 3KCTpakUUK 3aBUCUT OT HuUan-
KO-XMMUYECKMX XapaKkTeprCTMK MaTepuana nagenusi. Hanpumep, npm akcTpakuum noriuMmepoB Temnepartypa AorkHa 6biTb
HWXe TemnepaTypbl CTeknosaHus. Ecnu TemnepaTypa cTeknoBaHus HUXKe TemnepaTypbl UCNONb30BaHWs, TemnepaTtypa
SKCTPaKuMm gomxkHa 6blTe HUXKE TemnepaTypbl NnaeneHusi. PekomeHaoBaHHbIe yCroBus npueegeHsl B 10.3.1.

Cnegytowme npuMepbl CNyXaT UInecTpaumen Ans ny4iero noHMMaHus nanoxeHHoro 8 10.3.1:

a) maTepwvansbl, KOTOPble MMEIOT TOUKY NMaBIeHNs UNv pasMsirdeHus Huke (121 + 2) °C, gomxkHbI nogBepraTbCs 9KC-
TPaKuuu Npu CTaHAapPTHON TEMMNEPATYpPe HWKe TOYKM NNaBreHnsi (Hanpumep, NONMaTUITEH HU3KOMW NNOTHOCTH);

b) martepuwansl, nogBepXeHHbIe TMAPonn3y, CriegyeT IKCTparpoBaTh NpU TemnepaType, obecneunBalowen MUHN-
MarnbHbIA TMAPONM3 [Hanpumep, nonMamugsl skctparnpytoT npu (50 + 2) °C;

C) mMaTepuansbl, KOTOpble CTEPUINM3YIOT NAPOM U COAEPXKAT XMAKOCTL B NMPOLLECCe XpaHEHWUS], CrieayeT aKCTparmpo-
BaTh Npu Temnepatype (121 £ 2) °C (Hanpumep, NpeaBapUTENLHO 3anofiHEHHbIE AUanu3aTopsbil);

d) maTepwanbl, KOTOPble MCMOMb3YIOTCH TONBKO NPY TEMMNEPaType Tena, crnedyeTt 3KCTParMpoBaTh Npu TemnepaTy-
pe, koTopasi oGecnevynBaeT MakCManbHoe n3eneyeHune BewecTea 6e3 gerpagaunm marepuana [Hanpumep, OUKCMPOBaH-
Hble TKaHN MOXHO 3KCTparmpoBath Npu Temnepartype (37 + 1) °C, Torgakak kepammyeckue umnnantatel npu (121 .+ 2) °Cl.

BHuMaHue — lMNpumeHeHre MeTo40B MCCeaoBaHNs HACTOSILLEro cTaHAapTa K marepuanam uszienun, cogepxa-
MM NPOTEMNHbI, 4OITIKHO NPOBOAMTHCS C GONbLION OCTOPOXHOCTLIO, UTOGLI NpoLeAypa SKCTpakumMm He uameHuna Guonoru-
YECKMX CBOWNCTB 3KCTparmpyemblX Mateprarnos.

C.6 CooTHOWeHWe NNoLaan NOBEPXHOCTU N3aenusi u oobeMa MogernbHONW cpebl MU pacTBOPUTENS AOMKHO GbITb
JOCTaToYHbIM AnNsi:

a) AOCTMXKEHWSI MaKCMMarlbHOMO KONUYECTBa 3KCTParmpyembiX BELLECTB B PUEMITEMOM AN XMMUYECKOro aHanuaa
unu ansi GUONoOrMYecKNX NccrneaoBaHun 4o3MpyemMom o6beme (T.e. 4o3upyeMblii 06 beM BHYTpU hr3nonormyeckux npeae-
noB);

b) aemoHcTpauum noTeHUManbLHOW ONacHOCTY NPYMEHEHUS! YETTOBEKOM;
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C) NONHOrO NOrpyXeHUs MaTepuara B pacTBOPUTENb.

Mpu oTcyTCTBUM NAapamMeTPOB 3KCTPAKLMKM A5 KOHKPETHOTO U3AENUs pEKOMEHAYETCA UCNOMNb30BaTh CTAHAAPTHbIE
nnowaae noeepxHoctn n o6bem pacteoputensi (10.3.3). HekoTopble MmeToabl nccnegosaHus TpebyoT KOHUEHTPUPOBaHNS
BbITSKEK ANA NOBbILLEHNA YYBCTBUTENbHOCTU TECTA.

MpwumeyaHune— KOHUEHTPUPOBAHUE BHITSDKEK MOXET NMPUBECTU K NOTEPE NETYUMX BELECTB, TAKNX KaK OKUCb
aTUneHa.

C.7 BbibpaHHble Ansi SKCTpaKLuMmu pacTBOPUTENU AOMKHBI COOTBETCTBOBATL Cneayowmm TpeGoBaHnsaMm:

a) ObITb NPUroAHLIMK A1s1 UCTIONb30BAHUS B ONpeaeneHHbIX BUoNorMYecknx TecT-cucTemax;

b) umuTMpOBaTL YCNOBUS SKCTPaKLUK, KOTOPbIE PEanu3yoTcs B NPoLecce KNMHUYECKOTO NPUMEHEHUA N3aenus;

c) obecneumBaTb MaKCUMarnbHOE U3BIIEYEHUE IKCTParupyembIX BELECTB.

Mpu oTCcyTCTBUM AaHHBIX O PaCTBOPUTENSIX Afsi onpeAeneHHbIX U3genvuin pekomeHayeTca UCNonNb3oBaTh CTaHAap-
THbIE NonsipHble U HenonsipHble pacTeopuTeny (10.3.5).

M pwumeuyaHune— CrtaHgapTmsaumsa napameTpos, npueeaeHHbix B C.5 n C.6, nossonset ncnonb3osatb AaH-
Hble, MONMyYeHHbIE B Xo4e BUONOrMyeckux UCCrneoBaHUii MeaUUMHCKNX M3enuii, ana Apyrvx uenen, Hanpumep ans oueH-
KM pUCKa U AAMNs1 pasBUTUS CTaHAapTU3OBaHHbIX 6a3 AaHHbIX.

C.8 [ns matepnanos, pacTBOPSIOWMXCSH MNU pe3opOupyowmxcs B opraHname, Heobxogumo cobniogaTs:
a) ycnoswusi, NnpuBegeHHbIe B Tabnuue 1;

b) ycnoeusi Temnepartypa/spemsiB 10.3.1;

c) nonoxenus 10.3.9 oTHocUTENbHO DUNBTPaLMK UNK LEHTPUDYIMPOBaHUS.

C.9 MNpwuroTtoBneHue obpa3ua nagennm, cobnpaemsix in situ

Ons ocobbix 06CTOATENBLCTB NPUrOTOBIIEHUST IKCTPAKTOB U3 U3genui, NoNUMepusyemblx in situ, HEBO3MOXHO
cosgate cTaHgapTHoe TpeboBanue. [ins nony4eHnsi nipue MNeMoro 3KCTpakTa HeoBXo0AMMO YUNTLIBaTh OTAENbHBIE KOMIO-
HeHTbl, BpEMS 40 NoNMMepu3aumm, npeaHasHavyeHHoe UCNONb30BaHWe U 3KCTparupylowme xuakoctn. Heo6xoaumo noa-
YepKHYTb, YTO MNPV NaHUPOBaHMU NPaBWUITLHOW MeToaonorMn Ans paspaboTku NPUrogHoro uccneagyemoro obpasua
HeobX0AMMO UCMONB30BaTEL KMHETUKY Nonumepu3aaumu. Mpuw ebiGope NpueMnemoro pacTeopuTens Ans 3kCTpakumm obpas-
La HYXXHO YYUTbIBaTb HEOTBEPKAEHHbBIE KOMIMOHEHTbI.

C.10 NosicHeHMA NO UcHepPNLIBAKOLIEA SKCTPAKLMN

MpoponXkUTENBLHOCTE UCHEPBIBAIOLLLEN SKCTPAKLMM ONpeAensieTCA NyTeM BbINMOJIHEHUS] CEPUM NOCNEeA0BaTeNbHbIX
3KCTPaKUuii Npy pekoMeHA0BaHHON TEMMNepaType U B onpegerneHHblie Nepruoabl BpeMeHU, aHanmanpysi Npobbl 3KCTPaKToB.,
3aMEHSIA SKCTParMpyoLLYIO XUOKOCTb Ha CBEXYHO, BHOBb NoABeprasi aHanu3y npoby askcTpakTa B onpegeneHHbIe nepnoapl
BPEMEHMU, MOBTOPSsi BECb NpoLecc.

Korga ypoBeHb 3KCTparmpoBaHHbIX XMMUYECKMX BeLecTB gocTuraet ogHon gecsitoni (0,1) ypoBHA 3Tana nepBoHa-
YanbHOW 3KCTPaKLMK, NPOLECC CHUTAETCS 3aBePLUEHHBIM M CTAHOBUTCSA BO3MOXHbBIM NPUMEHNTB 10 %-Hy10 KOPPEKTUPOBKY
K 06LeMy KONMYecTBY SKCTParupoBaHHOro MaTepuana.
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Mpwvnoxenne D
(cnpaBoyvHOe)

CBeaeHUA 0 cOOTBETCTBUU HaLuMOHalbHbIX cTaHaapToB Poccunckon ®epepauumn
CCbIMTOYHbIM MeXAYHapoAHbIM CTaHAapTaMm

Ta6nuuya D.1

O603Ha4YeHMEe CCbINIOYHOro

0O603Ha4eHe U HAMMEHOBaHUE COOTBETCTBYIOLLLETO HALMOHANBHOTO CTaHaapTa
MeXayHapOAHOro cTaHgapTa

MNCO 10993-1:2003 FOCT P NCO 10993-1—2009 Magenusa meanumHckme. OueHka bronormyec-
KOro AeNCcTBUS MeanumHCeKux nagenui. Yacte 1. OueHka n nccnegoBaHus
NCO 14971 FOCT P MCO 14971—2006 Napenus meauumHckme. NpumeHeHne meHea-

KMEeHTa pucka K MeanUunHCKUM n3genmnsam
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