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Mpeancnoeue

Llenw, ocHOBHLIE NPUHLMMBLI M 0BLKMe NpaBuna npoBedeHnsa paboT No MeXrocyqapCTBEHHOW cTaHgap-
Tusaumm yctaHosnedbl FOCT 1.0 «MexrocynapcTeeHHas cucTeMa cTaHaaptuaaumu. OCHOBHbBIE NMONOXKEHUA»
1 FOCT 1.2 «MexrocyaapcTBeHHasa cuctema ctangapTtusauuv. CTaHaapTsl MeXrocyaapcTBeHHbIe, npaBuna
M pekoMeHZaLuKn No MexrocyaapcTBeHHON cTaHdapTusauuun. Mpaeuna paspaboTku, NPpUHATUS, 0BHOBNEHWS
M OTMEHbI»

CeeneHus o cTaHgapTe

1 MOOrOTOBNEH ABTOHOMHOI HEKOMMEp4YecKoW opraHuzauunein «HCTUTYT Meauko-BUonorndyecKnx
nccnegoBaHui M TexHonormny (AHO «MMBWWT») Ha ocHoBe coBCTBEHHOrO nepeBoda Ha PYCCKWW S3bIK
aHrMosA3bIYHOW BEPCUM CTaHAapTa, YKa3aHHOro B NMyHKTe 5

2 BHECEH ®egepanbHbiM areHTCTBOM MO TEXHUYECKOMY PErySIMpOBaHU0 M METPOMOrm

3 NMPUHAT MexrocyoapCTBeHHLIM COBETOM MO CTaHA4apTU3auuuv, MeTponorum u cepTudurkaumm
(npotokon ot 31 aerycta 2023 r. Ne 164-11)

3a NMPUHATKE NporofiocoeBanu:

KpaTtkoe HaumeHoBaHWe CTpaHbl Kopg ctpaHsbl CoKpaleHHOoe HauMeHOBaHWEe HaLWMOHANBHOro opraHa
no MK (MCO 3166) 004—97 no MK (MCO 3166) 004—97 no craHgapTusayum
ApmeHunn AM 3A0 «HaumoHaneHbIW OpraH Mo cTaHZ4apTyM3auun u
MeTponorum» Pecnybnuku ApmeHus
Benapyck BY lNoccranpgapt Pecnybnuku Benapycb
Kuprunans KG KblpreiactaHgapt
Poccug RU PoccraHgapt
TagxuK1ucTaH TJ TagxukcTangapt
YabekucTaH uz Y3ctangapt

4 TMpukasom PefepanbHOro areHTCTBa MO TEXHUYECKOMY PerynmpoBaHuio U MeTponorim ot 10 okTabps
2023 . Ne 1091-cT mexrocygapcTBeHHbld ctaHgapt FOCT 1ISO 10993-12—2023 BBeaeH B AeWCTBNE B Kade-
CTBe HauuoHanbHoro craHgapta Poccuinckon ®egepaunn ¢ 1 noHs 2024 r.

5 Hactoawwni ctaHgapT WMAEHTUYEH MexayHapogHomy cTtangapty 1SO 10993-12:2021 «OueHka
BUYoNorMyeckoro AencTBUA MeaUUMHCKMX nanenuin. Yacte 12. MNogrotoBka npob v ctaHOapTHble obpasiubi»
(«Biological evaluation of medical devices — Part 12: Sample preparation and reference materials», IDT).

HavmeHoBaHMe HacToAWEero cTaHgapTa M3MeHEHO OTHOCUTENBHO HAaMMEHOBaHUWA YKA3aHHOTO MeXay-
HapofHoro ctaHaapTa ons npueegeHns B cooteeTcTBue ¢ FTOCT 1.5—2001 (nogpazgen 3.6)

6 B3SAMEH NOCT ISO 10993-12—2015

Hupopmayus o esedeHuu 8 delicmeue (MpekpaweHuu delicmeusi) Hacmosujezo cmaHdapma u uame-
HeHUU K HeMy Ha meppumopuy yKkalaHHbIX 8bilie 2ocydapcme nybnukyemcs 8 ykazamensx HayuoHambHbIX
cmaHOapmos, uzdasgaembix 8 ImMux 2ocydapcmeax, a makxe e cemu MiHmepHem Ha calimax coomeemcmay-
FOWUX HayuoHanbHbIX opeaHos no cmaHdapmusayuu.

B cnyyae nepecmompa, U3MEHEHUS UMU OMMEHbLI Hacmoswezo cmaHdapma coomsemcmsyrolias
uHghopmayusi 6ydem onybrnukosaHa Ha oghuyuanbHOM UHmMepHem-calime MexeocydapcmeeHHo20 cogema
rno cmaHdapmu3zayuu, Memponoauu U cepmugbukayuu e kamarnoze «MexaocydapcmeeHHble cmaHdapmasi»

© 1S0, 2021
© Odopmnenue. IEY «MHCTUTYT cTangapTulaumm», 2023

B Poccuiickon ®egepaummn HacTOALWMIA CTaHAaPT HEe MOXKET BbiTb MONMHOCTLID UMK
YacTU4YHO BOCNPOU3BEOEH, TUPAXKMPOBAH N pacnpocTpaHeH B KadecTee ouunansHoro
n3gaHus bes paspelleHns PegepanbHOro areHTCTBa N0 TEXHUYECKOMY PErynMpoBaHUiD
W MeTpONorun
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BeegeHue

ISO (MexpyHapofHas opraHusauWs no cTaHgapTM3auuun) sienseTca degepaunein HaumoHanbHbIX Op-
raHoB MO cTanaapTu3auuu (opraHoB — udneHoB 1SO). PaboTy no noarotoBke MexAyHapoOHbIX CTaHOapToB
NPOBOAAT Yepe3 TexHudeckne komuTeTsl ISO. Kaxpgaa opraHvMsauus-4neH, 3avHTepecoBaHHas B obnactu
0eATenbHOCTH, ONS KOTOPOW CO34aH TEXHUYECKU KOMMWUTET, MMeeT NpaBo ObiTh NPeAcTaBNeHHOW B OaHHOM
komuTeTe. MexayHaponoHble NpaBUTENbCTBEHHbLIE U HENPABUTENbCTBEHHbLIE OpPraHn3aLnn TakKe NpUHAUMaKT
yyacTtue B pabote ISO. ISO TecHo coTpygHuyaeT ¢ MexayHapogHoi anekTpoTexHuyeckon komuccuein (IEC)
no BONpocamM CTaHOapTu3aLun 3reKTPOTEXHUYECKON NpoayKLWK.

Mpouedypel, NPYMEHEHHbIE NpK pa3paboTke HAacTOALWEro cTaHgapTa, a Takke npoueaypsl, NpegHasHa-
JYeHHble A58 ero ganbHerwen nogaepxkn, npusedeHsl B Ounpektnax ISO/IEC, vyacts 1. CnegyeT oTMeTUTb
HeobXoOMMOCTb pPa3nU4YHbLIX KPUTEPUEB YTBEPXAEHWUS ANS pa3nuYHbIX BUAOB AokyMeHTOB ISO. Hactoawwmn
CTaH4apT NOArOTOBMEH B COOTBETCTBMM C pefdaKkunoHHbIMK npasunamu Oupektus ISO/IEC, 4acTb 2 (www.iso.
org/directives).

CnenyeT y4uTbiBaTh, YTO 3MEeMeHTbl HACTOSALEro ctaHgapta MoryT 6biTb MPpeaMeToOM NaTeHTHbIX Npas.
ISO He HeceT OTBETCTBEHHOCTW 3a UAEHTUMUKALMIO TaKUX NpaB 4YacTUYHO UnuW nonHocTbi. CBegeHusa o
NaTeHTHbLIX NpaBax, MaeHTUMNUMPOBaHHbLIX NpK paspaboTke HAcCTOsIWeEro cTaHAapTa, ykasaHbl BO BBEOEHMM
n/unu B nepedHe nonydeHHsblx 1ISO geknapauuin o naTeHTHOM npaee (cM. www.iso.org/patents).

Jliobas nHhopmaums o TOproBo Mapke MpoayKuuW, yKa3aHHOW B HAcTosWleM cTaHdapTe, ABMseTcs
WHopMaLVel, NpUBeAEHHOW ANs yaobcTBa NoNb3oBaHWS, U HE ABNSAETCH PEKNaMoi.

[Ons pasbscHeHWs1 4ODPOBONBHOIO XapakTepa CTaHO4apTOB, 3HAYEHUIA KOHKPETHLIX TepMUHOB |ISO u no-
HATWIA, CBA3AHHbIX C OL{@HKOW COOTBETCTBUSA, a Takke MHopmaumm o npueepxkeHHocTn ISO npuHunnam BTO
no TexHuveckum Gapbepam B Toproene (TBT), cm. cnegytowmin URL: www.iso.org/iso/foreword.html.

MexaoyHapoaHbeli ctaHaapT paspaboraH TexHuyeckum komutetom ISO/TC 194 «Buonornyeckas w
KIMMHUYecKas oueHka MeOUUMHCKUX M3Oenuin» B COTPYOHUYECTBE C TeXHUYECKMM KOMUTETOM EBponenckoro
komuTeTa no ctaHgaptusagum (CEN) CEN/TC 206 «buonoruyeckas U kKNMHUYecKasi OUEHKa MegULMHCKUX
n3genuin» B cOOTBeTCTBMM ¢ CornaweHnem o TeXHUYecKOM coTpygHudecTBe Mmexay 1ISO n CEN (BeHckoe
cornalleHue).

[MaToe uM3gaHWe OTMEHSIET U 3amMeHsieT yeTBepToe u3gaHue |SO 10993-12:2012, B KOTOpOEe BHECEHbI
cnegyrolime n3aMeHeHus:

- B 0bNacTb NpUMEHEHUs! BKMKOYEHA MHPOPMALIMA O TOM, YTO HACTOALLWIA CTaH4apT pacnpocTpaHseTcs
Ha 3KCTpaKkuuo, NPUMEHAEMYH TONbKO ANSA OUeHKM BrMonormyeckoro 4encTBua MeguLMHCKUX U3OEennii;

- COrMacoBaHMe TEPMUWHOB W OMpefeneHuWrd C TepMUHAMU W ONpedeneHus MW, MpUBEAEHHbIMUA B
ISO 10993-18§;

- gononHeHsl Tabnuua 1, 10.3.1 u npunoxexHuve D B YacTu yCNoBMIA M NapamMeTpPOB MCYepnbiBalOLEH
SKCTpakUum.

MepeyeHb cTangapToB cepun 1ISO 10993 npuBedeH Ha oduumnansHoM cainTe ISO.

3amevaHunsa 1 NpeanoXeHns K HacTosILLeMy CTaHAapTy CnedyeT HanpaensaTh B HALWMOHasbHbIe OpraHbl
no cTaHgapTu3auuun nons3oBartenei. [lepeyeHb HALMOHAmNbLHLIX OPraHoOB Mo CTaHAApTM3aLWY MpUBEOEH MO
agpecy www.iso.org/members.html.

MeTonkl NnoaroToBky 06pasLoB AOMKHLI COOTRETCTBOBATE METOAAM UCCMNEeL0BaHUIA, MPUMEHAEMBIM A8
oueHkn Buonorudeckoro geicteus MW 1 uccnegyemelm matepuanam. [Ons Kaxgoro Metoga uccrnefoBaHum
NPUMEHSIIOT KOHKpEeTHbIE NpoLenypsbl oTbopa 1 NoAroToBkM 0b6pa3LoB, KOHKPETHBIE 3KCTPAreHThl, a TaKKe KOH-
KpeTHble NapameTpbl U YCNOBUA NPOBEAEHUSA IKCTPaKLUN.

B HacToslem cTaHgapTe, Mo BO3MOXHOCTH, YYTeHbl TpeboBaHMS HaUMOHaNbHLIX U MeXOYyHapOoOHbIX
CTaHOapTOB U TEXHUYECKUX PEMMaMEHTOB.

v
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M E X I OCVYOAUPTC CTUBTETHHUB # C TAHAOAUPT

U3penus meguumnHckme
OLEHKA BMONOIMYECKOIro AEMCTBUA MEOULMHCKUX U3OENUNA
Yactb 12
OT60p ¥ NoaroToBka o6pa3uoB ANA NpoBeAeHUA UcclegoBaHUN

Medical devices. Biological evaluation of medical devices. Part 12. Selection and preparation of samples for research

Oarta eBegeHna — 2024—06—01

1 ObnacTtb NnpumMeHeHunA

HacTtoswwmi ctaHgapT pacnpocTpaHsaeTcsa Ha MeguunHckne nsgennst (MW) n matepuarnsl, npuMeHsieMble
AN WX N3rOTOBMNEHUSA, U yCTaHaBnNuBaeT TpeboBaHus kK oTbopy 1M NOAroToBKe Uccrnegyembix obpasuoe. B Ha-
CTOSILLEM CTaHAapTe NpuBedeHbl pekomeHOauuu no Belbopy cTaHAapTHex obpasuyor (CO), npuMeHAeMbIX
npu NpoeegeHUN UccrnedoBaHnin onsa oueHkn buonorudyeckoro genctena MW/ matepnanos B COOTBETCTBUM CO
cTaHgapTamu cepun 1ISO 10993,

HacTtosawmin ctanaapT yctaHasnmeaeT TpeboBaHus:

- k oT6opy Mccnepyemoblx 06pasuoB MaTepranos;

- oTBopy penpe3eHTaTUBHLIX 0Bpa3LoB, NPeACcTaBNALMX CODOM OTAENbHLIA KOMNOHEHT M;

- MOATOTOBKE UccrnenyemMblix obpa3suos;

- 3KCNepUMeHTamnbHbIM KOHTPOMAM;

- CO v ux Boibopy;

- MPUrOTOBMNEHWIO UCCNENYEMbIX SKCTPaKTOB.

HacTtoswmin ctTaHOapT He pacnpoCTpaHsieTesl Ha XUBble KNeTKK, NpW 3TOM CTaHaapT pacnpocTpaHsieTcs
Ha MaTtepuansl unu komnoHeHTsl MW, npepcraensolme cobon KOMBUMHUPOBAHHYO NPOAYKLUUIO, COOEPXKAaLLYH0
KUBLIE KITETKMW.

MeToabl aKCTpaKkuuMKU, NPpUMeEHAeMble NS NPOBEAEHUA UCCNeaoBaHUN XMMUYECKMX CBOWCTB MaTepua-
nos/MW, npuBeneHsl B ISO 10993-18. Pazaensl 7—11 [3a uckniovennem 10.3.5 u 10.3.11, nepeuncnerue b))
JonyckaeTcsa NPUMEHATL NpY NPoBeAeHUN SKCTPaKLMK C Lenbio onpegeneHnss XMMUYeCcKUX CBOMCTB MaTepu-
anoe MW. Tawke ons aToi Lenu pekoMmeHayeTcs npumeHsaTs C.1—C.4.

2 HopmaTuBHbIE CChINKKU

HOpMaTMBHbIe CCbIITKM B HacToALWEeM CTaHOapTe OTCYTCTBYHT.

3 TepMUHBLI U onpegeneHun

B HacTosileM cTaHaapTe NpUMEeHeHb! crnedyowmue TePMIUHBI ¢ COOTBETCTBYHLMMM ONpeaeneHuaMi.

ISO n IEC BemyT TepMuUHONoruyeckie 6asbl 4aHHLIX ANA UCMNONb30BaHUA B cTaHOApTM3auumu no crneay-
OLWMM afgpecam:

- Onektponeawus IEC: goctynHa Ha http://www.electropedia.org/;

- nnaTdopmMa oHnanH-npocmotpa ISO: goctynHa Ha http://www.iso.org/obp.

MapaHune ochbuumnansHoe
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3.1 KoHTpoOnbHbLIA akcTpareHT (blank): SkcTpareHT, He cogepxalymin nccnegyemMbiii obpaseL, KOTOpbINA
npw NpoBeAEeHUN IKCTPaKLUKW MO4BEPralT TAKOMY Ke BO30EeNCTBMI0 B MAEHTUYHON EMKOCTU, B TEX e YCIOBU-
AX, YTO W IKCTPAreHT ¢ uccnegyemMmsim obpasuom.

M puMeYaHUE — KOHTpOJ’IbeII;I QKCTpareHT npeaHa3Ha4eH ansa oueHKU BO3MOXKHbIX HEOI'lpe,D.EJ'IEHHOCTeﬁ, cBA-
3aHHbLIX C EMKOCTbH O51A 3KCTpakunn, 3KCTpareHToM U MeToaoM 3KCTpaKUKMK.

3.2 cepTudmunpoBaHHbLIN cTaHpapTHbIA obpa3ew; CCO (certified reference material; CRM): Ctan-
AapTHbIA o6pasel (CO), o4HO N HECKOMNBKO ONpeaeneHHbIX CBOMCTB KOTOPOTro YCTaHOBINEHbl MeTponoruye-
ck1 060CHOBaHHON NpoLedypoi, ConpoBoXaaemblid cepTudukatom CO, B KOTOPOM NPUBEAEHO 3HAYEHUE 3TO-
ro CBOMCTBA, CBSA3aHHas C HUM HeonpeaeneHHoCTk, Y YTBepXAeH!e 0 MeTPOnorMyeckoi NpocnexnsaeMocTi.

MpumeyvyaHue 1 — lNoHATUE 3HAYEHUS BKNIOYAET TakKe HOMWHArNbHOE CBOWCTBO UMW TaKOW KavyeCTBEHHbIN
NpPW3HakK, Kak MAeHTUYHOCTbL MK NOCNeaoBaTeNbHOCTL. HeonpeneneHHOCT ANA TakMX MPU3HAKOB MOTYT ObliTh BblpaXeHbl
KaK BEPOATHOCTW UINN YPOBHU JOBEPUS.

MpumeyvaHue 2— MeTponorndeckn oboCHOBaHHbIE NpoLenypsl NPOU3BoACTBa U cepTudmkaumm CO onucaHsl,
B ToM 4ucne, B ISO 17034 v ISO Guide 35.

Mpumevanune 3 —BISO 31 npueeageHbl pekoMmeHaauuK nNo cogepxaHuio ceptudmkatoe CO.
Mpumeyvanune 4 —ISO/IEC Guide 99:2007 cogepxuUT aHanormyHoe onpegenerve (cMm. 5.14).

[ISO Guide 30:2015, 2.1.2]

3.3 npeyBenuueHHas 3KcTpakums (exaggerated extraction): DkcTpakuus, B npoLiecce KOTOPOW Npouc-
XoauT BbicBoboxaeHne 13 MU xumuyecknx coctasnsalowmnx B GonbluemM KonuyecTse No CPaBHEHMIO C Konuye-
CTBOM, MONYYEHHLIM B YCIIOBUSIX, UMUTUPYIOWWX KNUHUYECcKoe npumeHeHne MU.

I puMeEYHaHUE 1— CJ'IE,EWBT yﬁeﬂ,MTbCH B TOM, YTO npeyBefiM4eHHaA 3KCTpakuynAa He NpUBOOUT K M3MEHEHUIO
XMMWYECKOro coctaBa 3KCTparmpyemMoro marepuana 1unm BelwecTea.

3.4 ncuepnbiBaowWwan 3kcTpakuua (exhaustive extraction): 3kcTpakuusa, npoBogumas NoaTanHo A0
Tex nop, NokKa Konv4ecTBO BelecTea, akcTparupyemoro n3 MW, Ha nocnegHem atane ctaHeT meHee 10 %
OT KONMUYECTBa BELLECTBA, U3MEPEHHOTO (TPAaBUMETPUYECKUM UMW APYrMMK METO4AMWN) HA HAYanbHOM 3Tane
IKCTPaKLIUN.

MpumeyaHmne 1 —Tak Kak HEBO3MOXHO NPOAEMOHCTPUPOBATE UCHEPNbIBAIOLWMIA XapaKTep aKCTpaKLumM cnego-
BbIX 3KCTParmpyeMblx BELECTB B UCCNeQyEMOM MaTepuane, To NPUMEHSIIOT ONpeaeneHne NcHepnbIBaoLWeEN IKCTPaKLuK,
npuBegeHHoOe Bobilwe (CM. Takke npunoxeHue C).

3.5 akcnepumeHTanbHbIW KOHTponb (experimental control): BewecTBo ¢ 4OCTATOYHO M3YYEHHbLIMM
BuonorMyeckMmMmn peakumsaMn Ha Hero, NPUMeHseMoe B KOHKPETHOM MeToAe ANst OUeHKW W NOATBEepXKOeHWs
BOCMPOW3BOAMMOCTW M COOTBETCTBMSA MOMYYEHHbIX Pe3yNnsTaTos.

3.6 nccneayemblin aKCTpakT (extract): PacTBop, Nony4eHHbI B pe3ynbraTte 3KkCTpakuumn uccneayemMoro
obpasua unm KoOHTpons.

3.7 akctparupyemoe BeuecTBO (extractable substance): BewecTBo, BoicBOOOXgaemoe M3 MW wnu
KOHCTPYKLWOHHOIO mMarepuana npv npoBeAeHUW 3KCTPaKLMU C UCMOoMNb30BaHUWEM 3KCTPAareHTOB B YCIOBMSX,
KOTOpble COOTBETCTBYIOT YCMOBMUAM KIMHNMYECKOrOo NPUMEHEHNS UMK ABNSATCH Bonee eCTKUMU.

3.8 ogHopoaHocTb (homogeneity): MOCTOAHCTBO XMMUYECKOTO U (PU3MHECKOrO COoCTaBa maTtepuana u
COoXpaHeHVe ero paBHOMEPHOCTU B OTBET Ha BMONOrMYEecKylo peakuuio opraHnamMa.

MpumevaHme 1 — CO cunTaloT OAHOPOAHBIM, ECMW YCTAaHOBMEHO, 4YTO BuonorMdeckan peakums B KOHKPETHOM
METOAE UCCNEAOBAHNA HAXOAMTCH B YCTAHOBMNEHHbLIX NPeaenax HeonpeaeneHHocTU ANs 3TOro MeToAa UCCMNedoBaHnA He-
3aBMCUMO OT NapTUK UMW CEpUX MaTepuana, u3 Kotoporo(1) otobpaH nccnegyemsiin obpasey.

3.9 BblwenauynBaemoe BelwecTBo (leachable substance): BewecTtBo, BeicBoboxgaemoe u3 MU unu
MaTepuana npv ero KNMHWYEeCKOM NPUMEHEHUN.

3.10 oTpuuaTtenbHbIA KOHTPONb (negative control): MaTtepran n/unu BeLwecTBo C 4OCTATOYHO U3YYeH-
HBEIMW XapaKTepucTUKamK, KOTOpble MPpU MPUMMEHEeHWW B KOHKPETHOM MeToAe WCCredoBaHwusi NOATBEpXKOaT
BOCMPOU3BOANMOCTL 3TOTO0 MEeToAa M COOTBETCTBME OTPMLATENbHOMO, HEPEaKTUBHOIO WMMAW MUHMMAaNbHOMO
Bronornyeckoro oTBeTa B TECT-CUCTEME YCTaHOBMNEHHBIM TpeboBaHmaAM.

MprumeyaHne — B kayecTBe OTpMUATENBHOrO KOHTPOMSA, KaK Npasuno, ncnone3ytoT CO, a Takke KOHTPONbHbIN
aKcTpareHT (cM. 3.1) U UCXOOHLIA 3KCTpareHT/pacTBOpUTENb.

2
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3.11 nonoxMTenbHbIA KOHTpPOnb (positive control): MaTepuan w/unu BelwecTBO C AOCTATOYHO M3Y-
YeHHbIMW XapakTepPUCTUKaMM, KOTOPEIE NP MPUMEHEHUM B KOHKPETHOM MeToAe MOATBEPHKAal0T BOCNPOU3BO-
AMMOCTb 3TOr0 MeToda W COOTBETCTBME MONMOXUTENLHOrO WKW peakTUBHOro Buonorvyeckoro oteeTa B TecT-
CUCTEME YCTaHOBMEHHBIM TpeboBaHWAM.

3.12 ctaHpapTHbIA o6pa3zeu; CO (reference material, RM): MaTtepuwan, [OCTaToOMHO OOHOPOOHLIA Y
CTabunbHbIN N0 OTHOLIEHWIO K OAHOMY MW HECKOMBKMM ONpefereHHbIM CBOMCTBaM, KOTOpble BbINu yCcTaHoB-
neHbl AnA Toro, 4Tobbl MCNOMbL30BaTh €ro Mo Ha3HAYeHWI0 B U3MEPUTENbHOM NpoLecce.

MpumedvaHne 1— CraHaapTHbIN oBpasey — 310 obLiee NoOHATHE.

M punMedYyaHune 2 — CeoWcTBa MoryT ObITb KONMWYECTBEHHLIMM UMW Ka4eCTBEHHBIMM, HanpumMmep, WAeHTUYHOCTb
BELUECTB N OOBLEKTOB.

MpumeyvyaHune 3 — lNpUMMEHEHNE MOXKET BKNIOYATL KannbpoBKY M3MepUTENbHOW CUCTEMBI, OLEHNBaHWEe MEeTo-
OWKK U3MEPEHMIA, MPUMMCBIBAHWUE 3HAYEHMIA CBOWCTE OPYIMM MaTepuanam U KOHTPOrb KadecTea.

MpumevaHue 4 — ISO/IEC Guide 99:2007 cogepuT aHanornyHoe onpegeneHue (cM. 5.13), Ho orpaHu4uBa-
€T pacnpocTpaHeHue TepMUHa «U3MepeHUe» TOMNbKO Ha KonuyecTBeHHble 3HadeHus. OgHako B ISO/IEC Guide 99:2007
(5.13, npumeydanue 3) (VIM), cneuynansHO BKMHYEHO MOHATWME Ka4eCTBEHHbLIX MPU3HAKOB, Ha3BaHHbLIX «HOMWHaNbHbIE
CBOWCTBa».

Mpumeyanue 5 — Jlabopatopus QoMmKHA NOATBEPAMTb, YTO WCCMEAOBAHWA METOAOM MOLENMPYEMON 3KC-
Tpakuuv NpoBEOEHbl C WCMONb30BAHWEM YCMOBUH KNMHWYecKoro npuMerHenusa MiA/matepuana. Metog mopenvpyemon
3KCTPaKUMK NPUMEHEH npu ycnosuu, 4to MW oTHeceHo k kateropum MW, okasblBaloWyx MakcvMarnbHO BO3MOXHOE Onu-
TenbHoe GMoNorMyeckoe OeWCTBUE HA OPraHnam YenoBeka, U Npy UCCrefoBaHuy yuTeHsl TUM TKaHW, NogBepraeMolt Bo3-
LeicTBUI, U TEMMEpATypa BO3AEHACTBHUS.

[I1SO Guide 30:2015, 2.1.1. TepmuHonoruyeckas ctaTbsi UaMeHeHa — 0obaBneHo npumMeyaHue 5]

3.13 ctabunbHocTb (stability): CnocoBHocTb MaTepuana COXpaHATb YCTAHOBMEHHLIE 3HAYEHUs
CBOWCTB B 3afaHHbIX Npefenax B Te4eHWe onpenerneHHoro nepuoaa BpemMeHW npu XpaHeHuu B 3afaHHbIX
YCIOBUAX.

MpumedyaHune—CM. «COHOPHUK aHANMTUYECKOW HOMEHKNATYPbI», 3aaHHbIN MexayHapoaHbIM CO30M Teope-
TuYeckol 1 npuknagHon xmmum (IUPAC) [5].

3.14 nccnegyembln obpasey (test sample): MW, ero otgenbHbIA KOMMOHEHT UMM Martepuan (unu ux
penpe3seHTaTUBHbIN obpa3sel, W3roTOBMEHHbIN M 0bpaboTaHHbIA aKBMBANEHTHbIMK cnocobamu), X aKCTpakT
MK ero Nopums (KONM4YecTBO), KOTOPbLIE NPUMEHAIOT ANS NPOBEAEHUA WCCNeAoBaHWiA C Lenbi oueHkn bro-
nornyeckoro gencreua MW/matepnana.

4 OOLwWwmMe NonoxeHUsA

C uenblo MeHTUgUKaLMM onacHocTen M oueHkn pucka MW/matepnanoB, BOZHVKAOLWMX B pe3ynsrate
M3MEHEHWI B NPON3BOOCTBEHHOM MPOLECCEe MW HeHaAneXallero KOHTPOonsa NpoM3BOACTBEHHOIO Npolecca,
npv otbope M NOArOTOBKE Mccnedyembix obpasuoB criegyeT yy4nToiBaTh TpebosaHus 1ISO 14971. Ocoboe
BHMMaHWe crneayeT yoenstb TexHonorndeckum nobaekam, HenpeaHaMepeHHbIM MpUMecsM UCCNenyeMoro
marepuana v npuMecsam, KotTopele MoryT OblTe NPUBHECEHB! MPON3BOLCTBEHHLIM NPOLIECCOM, HAaNpUMep ocTa-
TOYHbIE KONMUYEeCTBa NMpUMecei, YACTALLNX U Oe3MHMULMPYIOLWNX CpeacTB.

B craHgaprtax cepuu ISO 10993 ycTaHOBMNEHbI pa3nuuHbie MEeTOAbl BUOMOrMYeckMx MccnegoBaHnA.
B cBsisav ¢ 3TMM Ons onpedeneHns NpPUrogHOCTUM MeToda Ans uccrnedoBaHus kKoHkpeTHoro MW/martepuana
clnefyeT pyKOBOACTBOBaTbCH COOTBETCTBYHOLMM CTAaHAAPTOM 3TOM Cepuu.

OKCcnepuMeHTanbHbli KOHTPOMb NMPUMEHST NPW OUEeHKe BKMonorMyYeckoro OencTBUsa ANs Banugauun
meToda MCCredoBaHWa W/WMWM CpaBHUTENbHOIO aHanu3a pes3ynbraToB MCCNedoBaHUsA pasHbIX MaTepuarnos.
B 3aBMCMMOCTM OT MpUMMEHSEMOro KOHKPETHOrO MeToda McCnegoBaHus cnegyeTt Mcnonb3oBate NMbo oTpu-
LaTenbHbIM KOHTPOrb, MO0 NONOXKUTENbHbLIA KOHTPOIb, MO0 KOHTPONbLHLIM 3KCTpareHT, NMbo Bce TpW ogHO-
BpPEeMEHHO.

n puMedYyaHune — KOHTPOJ'IM OAHOro WU TOro Xe Trna OOoNyCKaeTCA NPUMEHATL B Pa3nn4HblX MeTogax nccnegoea-
HUIA anAa obecneyeHns BO3MOKHOCTH NpuUBOOWUTE B OTHETAX ob nccnenoBaHMAX NepPeKpecTHbIE CCbINMKKM HAa YCTAHOBIEHHbIE
Martepuanbl 1 MeTonbl. PGKOMEH,D.ELWWI no BbIGOpy JKCNeEpPUMEeHTanbHbIX KOHTpOJ'IBI?I npuBeneHbl B NPUNOXEHWNN A. I'Ipm
BbIGOpe NONOXWUTENBbHOIO KOHTPONA AnA MCCHE,EI,OB&HVM MeTogamMmm in vivo cnenyet ydYuTbiBaTb npasuna 06paLLlEHVIﬂ C
naﬁopaToprlmw XMBOTHbIMW.
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5 CraHpapTHble ob6pasubl

5.1 O6wuMe nonoxeHunA

CO npenocTaBnsaloT cneuvanuanposaHHble nabopatopun. O6bem UCCNefoBaHUs XMMUYECKUX, du3an-
yeckux 1 Guonorudecknx csoncTte MW/maTtepuana onpenensieT KoHKpeTHasa nabopaTtopusa. MW/MaTepuansl,
UmerLmnecs B npogaxe, AonyckaeTca NpumMeHaTs B kadecTee CO.

Mpumeyvyanmne — Cwm. Takke ISO Guide 35.

CCO cnegyet Bbibupatb C y4€TOM WX CTENeHW YWCTOTbl, XMMUYECKMX XapaKTepPUCTUK, COOTBETCTBUS
npegnonaraeMomMy npumeHeHuio M obwepoctynHocTn. Creuudmnyeckue XxuMmuyeckue, duandeckme u
BronorMyeckue xapakTepucTUKN OOIMKHbI OblTb onpeneneHsl Npu MexnabopaTopHbIX UCCNeqoBaHUsX B TPeX
1unu 6onee nabopaTopusax U NpegocTaBneHbl UCCNeaoBaTento NOCTaBLLUKOM.

Wccnenoeatento pekomeHayeTca nonyynTb oT noctaBwuka CO unu CCO 0b6a3aTensCcTBO 0 TOM, YTO
3Tk matepuansl 6ygyT emy OOCTYMNHbI B TEHEHWE HEe MeHee NATK neT, unu ot uarotosutens CO nnm CCO «oT-
KpbITOWM (hOpMYSbi», T. €. MICXOOHbIX MaTepuanos 1 geTanen TEXHONOrMYecKkoro npouecca, 4ns obecnedeHus
noaTBepXaeHus oagHopoaHocTu napTtuin CO.

5.2 CepTtudhmkauus ctaHgapTHbIX o6pa3yoB gnga oueHKU Guonoruyeckoro oencTeus

Banupauwnsa CO gaensetca npou,e,qypoﬁ, KOTOpaA yCTaHaBIMBaeT KONMMYEeCTBEHHOE WITN Ka4vYeCTBeHHOe
3Ha4YeHue B1oNorn4ecKon peakunn opraHmamMma 4YenoBeka Ha MWMaTepman B onpefeneHHbIX yCnoBuax, obe-
cnedymnBasa pe3ynbraTtbl B naﬁopaToprlx nwvnn B Me)KHaGODaTODHbIX nccnenoBaHUAX. ﬂldal'lalBOH 3Ha4YeHnn
Buonoruyeckomn peakunn Ha MM/M&TSDMEJ’I yCTaHaBIMMBaKT B naﬁopaToprlx nccrneqoBaHuUAx.

MpumeyvyaHune — Cm. Takke ISO 17034.

MocTtaBwk CO pomkeH ero cepTuduuMpoBaTh. MocTaBUMK onpeaensieT o6beM McCnenoBaHuin Xu-
MUYECKUX 1 huandeckrx ceoicTs CO. KoHkpeTHaa naGopatopusi, ucnonbaywwas CO, fgomkHa onpeeniTs
BuonorMyeckMe xapakTepucTuki, Heobxoaumele Ansa sanudauun CO (ycTaHOBNEHUS MPUTOLHOCTU), C LEenbio
NpYMEeHeHUs B KOHKPEeTHOM MeTofe uccrnefosaHusa. Kommepyecku OOCTyMNHbIE MaTepuarbl AoMyCcKaeTcs Mc-
nonb3oBaTh B kavyectee CO npu yCnoBWKM, YTO OHW CEPTUULMPOBAHLI U BanMoupoBaHbl B YCTAHOBNEHHOM
nopsake.

CepTtudukaumnsa CO asnaeTcs NpoLeaypor, KoTopas ycTaHaBMUBAET KONMUYECTBEHHOE UMK KayecTBeH-
HOe 3Ha4YeHue BUONOoTMYecKol peakLun opraHiuaMa Yenoeeka Ha MIA/MaTepuan B 3afaHHbIX YCNOBUSAX UCChe-
AoBaHus. [JaHHy npouenypy NPOBOAAT C LEnbio BanuaauMi pesynsraTos, NonyYeHHbIX Npyu UccnegoBaHum
MW/maTeprana Ha KOHKPeTHYH0 6Monorndeckyto peakuuio, 1 Belgadun cepTudmkata. bruonormyeckyo peakumio
Ha MW/maTepuan ycTaHaBnMBalT B MexnatopaTopHbIX MCCIefoBaHMsIX.

6 Ucnonb3oBaHue cTaHOapTHOro ob6pasua B KayecTBe IKCNepMMeHTanbLHoro
KOHTpoOnsA

CO wunu CCO wcnonb3yoT B BUMONMOrMYECKUX MCCIefOBaHWAX B KayecTBEe 3KCMEPUMEHTAMNbHBIX KOH-
Tponei (MonoXUTENLHOTO W/UMK OTPULATENbHOMO) C LEenbio BanuaauMm MeTona UccrnegoBaHnii n nony4yeHus
BOCMPOWU3BOAUMBIX pe3ynbTatoB. Takum obpasom, nibow matepuar, NpUMeHseMblil B Ka4ecTBe 3Kcrnepu-
MEHTanbHOro KOHTPONMS, AOMMKEH OblTh OXapakTepu3oBaH AN KaKO0ro KOHKPETHOro MeToaa BuonorM4yeckoro
nccnegoBaHus. Matepuan, oxapakTepu3oBaHHbIA U cepTUULMPOBAHHLIN ANA 0OHOTO pedepeHTHOro MeTo-
4a uccnenoBaHus uUnu BUonorMyeckon peakuuu, Hanpumep rMnepyyBCTBMTENLHOCTU 3amMenneHHoro Tuna,
He gonyckaeTcsa ucnonb3oBath kak CO gnsa gpyroro — Hanpumep UMTOTOKCUYHOCTM, Be3 AononHUTEenbLHOM
Banuaauum.

Mpumeyanune — WNcnonbsosanme CO obecneynmBaeT cConocTaBMMOCTb Pe3ynbTaTtoB MexnabopaTopHbIX Uccne-
00BaHWIA 1 BOCMPOW3BOAMMOCTL PE3ynsTaToB MCCegoBaHui, NPOBOAMMEIX B KOHKPETHbIX Nabopartopuax. [ns cpaBHeHWA
Buonoruyeckoi peakuum pekomeHgyetca ucnons3oparte CO, umerowme guanasoH BMONOrMYeckux peakuuni, Hanpumep
MWHUManbHbIWA, CPeaHUIA UM CUNBHbINA.

CO, ncnonb3yemMble B Ka4€CTBE 3KCNepnMeHTanbHbIX KOHTpOJ’IeF‘I, AOIMKHBI COOTBETCTBOBATL TpeﬁoBa—
HWAM, YCTAHOBMNEHHbIM CTaH4APTaAMU MEHEIXMEHTA Ka4eCTBa N3roTOBUTENA U ncnblTaTensHoOM J'IElSOpaTOpMVI.
co OOIMKHbI COMPOBOXAATLCHA CBEOEHWUAMWU O NOCTaBLIMKe, U3TOTOBUTENE, CTEMNEHW YMCTOTL! KU TUune. lNogro-
TOBKY cO NpoBOAAT B COOTBETCTBMM C pasgernom 8.

4
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Ecnu CO NCNOoMnb3yHT B Ka4€CTBE 3KCNEepUMeHTallbHbIX KOHTDOHEF'I, TO OHW OOJIKHbI OTHOCUTBLCA K TOMY
XKe Knaccy Mmatepmnanos, 4TO U MCCﬂe,ﬂ,yEMblﬁ mMartepuan, 1. e. nornmMep, KepamMmuka, metann, KONMMOWOHBLIN pac-
TBOP. YucTele XMMUYECKME BELLECTRA A0nNycKaeTcHd UCNOoJNb30BaTh B Ka4eCTBE SKCNEePMMEHTAlNbHOIO KOHTPONA
A8 nccrnenoBaHUi, OCHOBAHHbLIX HA MEXaHU3Max Buonornyeckoro 0encTeumA, HanpumMep UCnblTaHUA Ha reHo-
TOKCUHYHOCTBL M TMNepYyBCTBUTESNTbBHOCTL 3aMeNeHHOro Tuna.

7 TpeboBaHuA K uccrnegyemMbimMm obpasuam

Wceneposanua npoeoaat Ha rotoeoM MW, penpeseHTaTUBHOM KOMMOHeHTe rotoBoro M, maTepuane,
obpaboraHHoM Takum xxe obpasom, kak u matepuan rotosoro MU (cm. ISO 10993-1), Mnn cooTBETCTBYHOLLEM
ncecneoyeMom 3KCTpakTe, NPUroTOBMNEHHOM M3 BbillenepedncneHHoro. Beibop uccnegyemoro obpasua gon-
eH BbITb 060CHOBAH.

n puMedaHue — [na wccnegoBaHuA Martepuanos, OTBepXgaeMblx in situ, MOTYT I'IOTpE.‘ﬁOBEITbCFl pa3nuyHble
06pa3u,b|, npeacTtaenawme cobon Marepuan and cpaBHeEHWA B OTBEPXKOEHHOM U HE OTBEPXOEHHOM COCTOAHMAX.

[na abcopbupyembix MaTepuanos, KOTOpble NOTEHLMANEHO MOTYT COAEpPKaTh TOKCUYHLIE NPOAYKTEI de-
rpagaumm u NpMMecH, peKoMeHZyeTcs NMPOBECTU UCCNEL0BaHNUS NPOMEKYTOYHbLIX NPOAYKTOB.

Mpu npoBedeHWW MCCNEAOBaHWMA C MCMNOSb30BAHWMEM JKCTPaKTa NMPUMEHRAINT Takylo e npouenypy oT-
bopa vccnegyembix 06pasUoB.

8 MNoproToBKka uccnegyemMbixX U cTaHOapTHLIX o6pa3uoB

Wcecnegyemble obpasusl 1 CO cnegyeT obpabatbiBaTe B YCMNOBUSX, UCKMOYAOWMX KOHTAMUHAUMIO.
BewecTtea, obpasosaBlwimMecsa B npouecce NpoM3BOACTBaA, O4YWUCTKM, CTEPUNM3aLMM U T. M., CriedyeT cyMTaTh
HeoTbeMnemon YacTeto MW, ero koMnoHeHTa N penpeseHTaTMBHOIO o6pasua.

MpumeyaHue — [ononHUTENbHbIE pEKOMEHAALMKM MO OTOOPY M NOATOTOBKE 06pa3LoB NpuBeneHsl B NpUmo-
xKeHun B.

MogroToBky uccnegyemeix o6pasuos ctepunsHeix MW n CO cnegyeT npoBoauTh € y4eToM TpeboBaHui
acenTuKK (ecnu aTo COOTBETCTBYET MeToAy MCCreaoBaHus).

Ecnwn ona npoBefeHus nccrnefoBaHus TpebyTca YncTbie, CTEPUIbHBIE U NPOAE3NHMULIMPOBaHHLIE UC-
crnepyemble o6pas3ubl, To Ux crieayeT obpabaTeiBaTe cnocobom, peKOMeHAOBaHHbIM U3rOTOBUTENEM, B acer-
TUYECKNX YCNOBUAX (€CNW 3TO COOTBETCTBYET METOAY UCCNefoBaHUs).

Ecnu TpebyeTcs o4ncTKa uccnegyemeoix o6pasuos, To npu Mx oTGope U NOArOTOBKE cnefyeT YYUTbIBaTh
BO3OEMCTBME NPOLEeCcca OUYUCTKM U YACTSLLNX CPEaCTB.

Wccnepyembie obpasusl MW, koTopble MpUMEHSIIOT HECTepUIbHBIMK, CrefyeT WCMOonb30BaTh B TOM
BUZe, B KaKOM WX MOCTaBNAOT, Npu 3ToM 06paboTky uccnengyemMbix 06pa3sLoB BLINMOMHAIT ¢ y4eToM Tpebo-
BaHMWIA acenTWKWM Ha NPOTSHKEHWM BCEro npouecca noaroToBkM. Ecriv TpebytoTea cTepunbHble UccnegyeMole
06pa3Libl, HanpuMep AN UCCINe0BaHUS HA LUTOTOKCUYHOCTL, TO MPU MX NMOATOTOBKE CrieqyeT yYnThIBaTh BO3-
LeicTBKe npouecca CTepunM3aalummn unu NOBTOPHOW CTepunM3auun Ha uccnegyemslii obpaseu u CO.

Ecnu wccnegyemoe MW n CO Heobxogmmo paspesaTb Ha Hactv (cM. 10.3.3), To crnegyeTt y4uTbiBaTh
BNusiHWE 06pa30BaBLUMXCH HOBLIX MOBEPXHOCTEN, HanpyMMep norocTell UM NOBEepXHOCTEN cpesa, He NofBep-
raBLumxcA obpaboTke usrotoBuTeneM. IHCTpYMeHTLI, puMeHsieMble Anst pazpesadus MU Ha penpeaeHTaTus-
Hble uccrnegyeMble o6pasLbl, CnefyeT o4MliaTh MeXAy WCNOoNb3oBaHUEM ANS WUCKMIOYEHUS] KOHTaMUHALWW.
Kpome Toro, HeobxoaMMo cneguTh 3a Tem, YToObl caM MHCTPYMEHT He 3arps3Han uccnegyemblid obpased.

9 OT6Op penpe3eHTaTUBHbIX OOpa3uoB MEAULMHCKOrO n3genus

9.1 Ecnuv HeBO3MOXHO NpoBecTn uccnegoraHune Lenoro MW, 1o kaxabln matepuan, BXO4ALWWA B COCTaB
MW, nomkeH ObITb NPeACTaBNeH B uccnegyeMomM obpasue B COOTBETCTBYIOLLMX MPONOPLMAX:

- nccnenyembli obpasel, JOMKeH cogepXaTb MaTepuan MoKpbITUS M OCHOBHOM MaTtepwan MW, gaxe
€CNnu 3TOT MaTepuan He KOHTaKTUPYeT C OPraHM3MOM YeroBeKa;

- uccnegyeMelil 06pa3el, JOMKEH COAEepXaTb pernpeseHTaTUBHYK 4acTe MaTepuana, UCnonb3yemoro
01151 COBANHEHUa W/KUNKU CKneuBaHua KomnoHeHToB MW, ecnu npu marotoeneHnn MW npaMoro KoHTakTa npu-
MEHSIIOT aare3unB (knewn), paguodactotHoe (RF) cknenBaHue unu pacTBopuTens.

9.2 KoMno3uLMOHHbIA MaTepuan UCCneayoT Kak roToBbIA eQuHbIA MaTepuan.
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9.3 Ecnu npwu usrotoBneHnd MW ucnonb3yoT pasnuuHble MaTtepuansl, To npu otbope nccnegyemo-
ro obpasua cnefyeT yuuTblBaTb BO3MOXHOCTb NposABneHus 3¢eKToB BCNEACTBUE B3aMMOAEWCTBUA U
B3aWMMHOIo BO3JEWCTBMA MaTepranos.

9.4 Ecnu u3secTHa Guonoruyeckas peakuuns Ha KOMNoHeHTel/Matepuanel MW, To oTbop uccnegyembix
obpa3uoB cnegyeT NpoBOAWTL C YHETOM MakCMManbHOro BO34eWCTBUS NapaMeTpoB W YCNOBUIA NPUMEHSeMOW
TEeCT-CMCTEMbI Ha UX XapaKTepUCTUKU U CBOMCTBA.

9.5 KomnoHeHTbl MW, He KOHTaKTUPYKLLWE C OPraHM3MOM YenoBeKa, N0 BO3MOXHOCTU CrneayeT UCKHo-
4aTb NpW NPUrOTOBINEHUU UCCIEAYEMbIX IKCTPAKTOB UMW NMPU pacyeTe YCNOBMIA SKCTPaKUMKM HE YUUTbIBATb UX
nnowaab NOBEPXHOCTU. ECNK 3TO BLINONHWTL HEBO3MOXHO, TO YCMOBKS 3KCTPaKLUKU AOMKHbI 6biTh 06ocHOBa-
Hbl. Mpw aToM cneayeT y6eanTbCsl, YTO BCe yYacTku obpasua, NoTeHuMansHo KOHTakTUPYoLWMeE C OpraHu3mMom
YyenoBeka, NOKPbITEl 3KCTPAreHTOM.

MNpw oT6ope ncecnegyemblx 06pasLoB CNefyeT yuUTbIBaTL KATErOPUKD KOHTakTa nepcoHana (Bpaya) v na-
LUMeHTa C MaTepuanamu, OTNUYHBLIMK OT TEX, KOTOpLIE, Kak NMPaBKUMo, UCNONbL3YIOT B NOTPEBUTENLCKUX TOBapax
C aHanorn4yHowW kateropuen koHTakrta [cm. ISO 10993-1:2018, 5.2.2, a)].

9.6 MMpu oTBope nccnegyembix 06pa3LOB crieayeT y4YMThiBaTb, YTO KOMMNOHEHTLI/MaTepuans: MW ¢ pas-
NWYHBIMKU KaTeropuen 1 NPOAOMKUTENBHOCTLID KOHTaKTa C OpraHM3MoM YenoBeka, BO3MOXHO, noTpebyeTcs
3KCTparupoBaTb W MccnenoBaTh OTAENLHO ApPYr OT Apyra.

10 MpuroTtoBneHme IKCTPAKTOB U3 uccrnegyemMbix obpa3suos

10.1 OBwue nonoxeHusa

Ecnu ans npoeegeHus uccnedoBaHusa TpebyeTcs MpUMEHeHWe 3KCTPaKTOB, TO 3KCTpareHThbl, napa-
METPbI U YCINOBUS 3KCTPaKLUMUM JOMKHbI COOTBETCTBOBATL XapakTepUCTUKAM U HA3HA4YEHMWI0 TOTOBOTO K NpuMe-
HeHuo MW 1 uenw uccnenoBaHWsa, HanpUMep UOeHTUdMKaLMA onacHOCTel, KonMYecTBeHHoe onpeaeneHue
UNu oueHka pucka. Mpu BuIGOpe YCNOBMI 3KCTPaKUUW CredyeT Yy4YuTbiBaTh (DU3NKO-XMMUYECKUe CBOWNCTBa
maTepuanos MW, BbilenaynBaeMbiX NN OCTaTOYHbIX BewlecT (cM. 1ISO 10993-18 n ISO/TS 10993-19). Ana
NPUTrOTOBNEHUS UCCNEAYeMbIX 3KCTPAKTOB M3 HAHOMaTepuamnoB UMM HaHOCTPYKTYPUPOBAHHLIX MaTepuanos
cm. ISO/TR 10993-22.

MpumeyaHune— [JoOnonHUTENbHbIE PEKOMEHZALIMM MO NPUIOTOBMEHWHD 3KCTPAKTOB U3 UccneayemMbiX 0bpasuos
npuBeaeHsl B npunioxeHunn C.

10.2 EMKoCTU ONsA 3KCTpaKuum

3KCTpaKU,MIO cregyet npoBo4nTb B HUCTLIX, XUMWNYECKN MHEPTHLIX, TEPMETUHYHO 3aKpPbITbiX COCYyAax eM-
KOCTAX C MMHUMarbHbIM HE MCNOMb3yeMblM NMPpOCTPaHCTBOM.

,D,J'IH TOro 4T06blI EMKOCTL Ana 3KCTpakuun He 3arpAa3HAana MCCJ'IE,EI,yEMbIﬁ JKCTPakKT, OHa AoJmKHa npen-
cTaBnaATb coboi np061/|pi<y n3 GODOCMHMKBTHOFO CTeKna C KpblLIJKOl?I, vMmeroLLen Nnpoknagky u3 XrMMU4ecku
WMHEPTHOro mMartepwvana, HanpuMmep mn3a nonMTeTpadeopaTmneHa. ﬂOHYCKEETCH NPUMEHATL Apyrne eMKOCTU U3
XMMWYECKN NMHEPTHbLIX MaTtepkharnoB B COOTBETCTBUK C TDESOBaHMﬂMM, YCTAaHOBNMEHHbLIMUW ANA KOHKPETHbIX Ma-
Tepuanoe Ui MeTooB IKCTpPpakKuuu, nnbo 454 TOro u gpyroro.

10.3 YcnoBusa, napameTpbl U METOALI 3KCTPaKUMKU

10.3.1 YcnoBua v napameTpbl 3KCTPaKLMW, YCTAHOBIEHHbIE B HACTOSLLEM CTaHAapTe, OCHOBaHbl Ha
0bLUEeNpUHATON NpakTuke U oBocHOBaHbI HEOBXOAUMOCTLIO NPUMEHEHUS CTAHAAPTU30BAHHBIX METOAOB 3KC-
Tpakuuu. YCnoBus 1 napameTpbl 3KCTPakUWKW, YCTAHOBMNEHHbIE B HACTOSALWEM CTaHAAPTE, NPeyBENUYEHb! OT-
HOCWUTENBHO YCNOBWIA M NapameTPoB KIMMHUYECKOro npumeHeHus MIA. DkcTpakunio cnegyet NnpoBoauTb Npu
0OHOM K3 cneayrowmx ycnosui (cM. Takke C.5):

a) (37 £ 1) °C B TeveHue (24 + 2) v;

b) (37 £ 1) °C B Te4eHue (72 £ 2) u;

c) (50 £ 2) °C B TeyweHue (72 = 2) v;

d) (70 £ 2) °C B TeueHue (24 + 2) u;

e) (121 £ 2) °C B Teyenume (1 £ 0,1) u.

Mpu uccnefoBaHUM Ha UMTOTOKCUYHOCTL M KpaTKOBPEMEHHOMO KOHTaKTa SKCTPaKLWMKD MCCNenyemMoro
obpasLa NpoBoAAT B KynbTypanbHOW cpege npu Temnepatype (37 £ 1) °C B Tevenue (24 + 2) 4. MNpu uccne-
AOBaHUKM HA LUTOTOKCUMYHOCTb HE MMNnaHTupyemMbix MU KpaTKOBPEMEHHOIO KOHTaKTa C HEMOBPEXOEHHBIMM
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KOXEW M1 CNM3MCTON NMPOO4OMKUTENBHOCTL IKCTPaKUMM nccnegyemMbix obpasLoB 4OMKHA COCTaBNATbL MEHee
24 4, HO He MmeHee veM 4 4 (cm. ISO 10993-5). Mpu nccnegoBaHUKM Ha LWMTOTOKCUYHOCTE MW anuTensHoro
(eozgencteue MW Ha opraHuam YenoBeka cocTaBnaeT 6onee 24 4y u He Gonee 30 cyT) Unu SONrOBPEMEHHOTO
(Bosgenctene MW Ha opraHvam YenoBeka coctaenaeT bonee 30 cyT) KOHTakTa peKkOMeHayeMoe BpPeMs 3KC-
Tpakumm — 72 4, Tak Kak NpOBEeAeHWE IKCTPaKLMK B TedeHne 24 4 MOXeT ObiTb He4OCTaTOYHO AN NONYyYeHUs
uccrneoyeMoro aKcTpakTa, codepKallero XMMuieckue BelecTBa, Bbliaenslwnecs nocne 24 4 KNMHUYECKOro
npumMeHeHus MW. B Takux criydasix Bce aKcnepumMeHTarnbHble KOHTPOIY, BKMoYas oTpyuaTenbHblA U NOMOXKK-
TEMbHbIA KOHTPOMW WU KOHTPOIbHbIA 3KCTpareHT (T. . npegcraensawowmn cobon ogHy KynbTypanbHy cpeay),
cnenyet HKyBupoBaTh B TedeHue 72 4. [Npu Hanuyiumn gaHHbix ona MW anutensHOro n 4onroBpeMeHHOro KoH-
TakTa 0 TOM, 4YTO 24 4 OOCTATOMHO ANSA NPOBELEHMS IKCTPaKUUKU U M3BNEYEHWS IKCTparupyemMblix/Bollienadn-
Baemblx BewlecTs U3 MW B 3agaHHbIX KONMYeCcTBax, a yBeNM4eHne BpeMeHn 3aKCTpakumm oo 72 4 He NpuBoanT
K BbICBOBOXAEHWIO AONONHUTENbHbLIX XMMUYeCcKUX BelllecTB M3 MW, To gonyckaeTcsi NPOBOAMTbL 3KCTPaKUUIO B
TeueHue 24 4. CrieqyeT yumThIBaThb, YTO MPY MPOBEAEHUNU SKCTPaKL MK B KyNLTYpansHOW cpefe, cofepallei
CbIBOPOTKY KpPOBU, TEMNEpPATYpa 3KCTpaKuuK, npeskilwatLlas (37 + 1) °C, MoXeT oTpuLaTensHO NOBNUATL Ha
XMMUYECKUIA COCTaB U/Mnu cTabunbHOCTL CLIBOPOTKK, @ TAKXKe Ha Apyrue KOMMOHEHTbI KyNbTypanbHOW Cpefbl.

YcnoBus 1 napameTpbl 3KCTPaKLMK, NPUBEAEHHbIE BbILLE M peKkoMeHAyeMble ANA onpeaeneHns ctene-
HW NOTEeHLMAaNbHOW ONacHOCTM W oueHKkM pucka MW/ maTeprwana, ocHOBaHbI Ha pesynkTaTax MccnegoBaHui.
HonyckaeTcs ucnone3oBaTh Opyrine yCnoBuS W napamMeTpbl 3KCTpaKuuKM, COOTBETCTBYHLLME YCIOBUAM U Na-
pameTpam KNuHu4eckoro npuMmeHeHms MW unu obecneunBalolime 4OCTOBEPHOCTb Pe3ynbTaToB OLUEHKW MOo-
TeHUMansHoW onacHoctTy MW, npu 3TOM 3TWM NapaMeTpbl U YCIOBUSA 3KCTPaKUUKM OOMKHEI ObiTh NpUBEAEHE! B
oTyeTe 00 UccnenoBaHUKU C COOTBETCTBYHOLLUM OBOCHOBaHWEM.

3KCTpakuna ABNAETCA CNOXKHLIM NMPOLECCOM, Ha KOTOPbLIA BAUSAIOT MHOTMEe hakTopbl, Hanpumep Bpems,
Temneparypa, COOTHOLLEHWEe NnoLiaan noBepxHOCTH nccnedyemoro obpasua u obbema akcTpareHTa, xapak-
TEPUCTUKM IKCTpareHTa n pas3oBoe paBHoBecKe MaTtepuana. CnefyeT yuuTbiBaTh, UTO HA NMPOLIECC SKCTPaKLMM
KOHKpeTHbIX MaTepuanos M MoryT okasbiBaTe BAUAHWE gpyrue dakTopsl. [pu ucnons3oBaHun MeToda npe-
YBEMNWYEHHON IKCTpaKUUM CriedyeT yHUTbIBaTh BO3OENCTBME HA KUHETUKY 3KCTPaKLMM Bonee BbICOKMX Temne-
paTtyp 1W/unu opyrux ycroBuin 1 NapamMeTpoB, a Takke CBOWCTBA W XapaKTepUCTUKN KOHKPETHOrO 3KCTpareHTa.

dasoBoe paBHOBecWe MaTepuana BO BpeMsA 3KCTPakuWM onpegensieT oTHOCWUTENbHOE cogepikaHue
amopdHol 1 kpucTannuyeckon das. [Ina amopdHon dasel Temnepartypa pa3oBoro nepexoaa (CTeknoBaHus)
Tg onpenensieT NOABMXXHOCTL NMOMTIMMEPHOKN LUEeNnu M CKOpocTb Anddy3nn B gaHHoW drase. Kak npaBuno, cko-
pocTb guddy3nu Npu TemnepaTypax Bobille Tg 3HAYNTENLHO BbILE CKOPOCTW AWddy3uun npy Gonee HU3KUX
TeMmnepatypax. Camas HM3Kasa ckopocTe Auddy3nm HabnogaeTcs B KpucTannuyeckon ase. Yenoeus u na-
paMeTpbl SKCTPaKLUMN HE OOMKHbI M3MEHATb (hasoBoe paBHOBECKME MaTepuana, Tak Kak uameHeHne hasoBoro
paBHOBECWA MOXET MOBMeYb 33 COO0M M3MEHEHME KOMMYECTBa N TUNAa IKCTParMpyeMbix BELLECTE.

Hanpumep, npu ucnons3oBaHWKM B Npouecce 3KCTPaKLUKM NOBLILLEHHBIX TeMAepaTyp MOXET NPOU30UTH:

- yBenuYeHHoe obpazoBaHWe NonepedvHbIX CBA3el (CLUMBKA) W/Mnu nonuMMmepusauusa nonvMmepa Bcnes-
CTBME YEro yMeHbLUUTCH Konu4ecTBo cBoOOgHOMrO MOHOMEpPaA, BbICBOGOMXAAEMOro U3 NoNMMEepPHOro maTepua-
na B NpoLecce 3KCTpaKUuu;

- obpazoBaHue NPOAYKTOB Aerpafalnu, KOoTopkle, Kak NpaBuno, OTCyTCTBYHOT B roToBom MW B ycrnoBuax
€ro KIMHNYeCcKOoro NpuMeHeHus.

10.3.2 Ecnu akcTpakuuio maTepuanos, KOTopbie npeaHasHadeHbl Ans pacTBopeHus unu abcopbuumn B
YCMOBUAX KMUHUYECKOro npuMmeHeHust M, npoBoasT ¢ npMMeHeHUeM napameTpoB U YCIOBUW, MPUBEOEHHbIX
B HACTOSALLEM Nnoapasfene, To cnefyeT yuYuTbiBaTh TEPMUYECKUE CBOMCTRBA (HANpuMep, TEMMNepaTypy CTeKno-
BaHWA MONMMEPOB) MaTepnanosB ¥ COOTBETCTBYIOLLME YCIOBUS KNMHWYeckoro npumeHenuss M. Uccnepye-
Mbl€ 3KCTPaKThbl TAKMX Martepunanos, NPUroToBEHHbIE C MPUMEHEHWEM NapamMeTpoB W YCNOBUW, NPUBEOEHHbIX
B HacTosiWeM nogpasgerne, MoryT He NoAxoAuTs NO nokasartensam pH v ocMonsanbLHOCTU Ans UCcrnegoBaHus B
KOHKpEeTHOW TecT-cucTteme. iobas KoppeKTHpoBKa UCCneayemMblX 3KCTPaKTOB, MpOBeAeHHas 4O uccrnenosa-
Hua buocosmecTumocTr MW, gomkHa BbiTe oBbocHoBaHa.

MpumedyaHwne — JononHuTeneHas MHopMaLUMs 0 NOAroToBKe Mccnegyembix obpa3yos abcopbupyembix MU
npusegeHa B ISO 10993-3, ISO 10993-6, 1ISO 10993-13, ISO 10993-14, ISO 10993-15, ISO 10993-18 1 ISO/TS 37137-1.

SKCTDEKLI,MI-D ncenenyemMblix 06pa3U,OB cnenyet nNnpoBognTe C UCMONb30OBaHWEM COOTBETCTBYHLLIWMX 3KC-
TpareHToB, BpeMeHWU U TemMneparyp, 4yTOBbI, MO BO3MOXKHOCTH, MMUTUPOBATL Ype3MepHoe BO3gencTemne buo-
NOrn4yeckon cpenbl Ha MV]I’MBTQDMGJ’I. Mpwn HeO6XO,D,If'IMOCTM OONYyCKaeTCA OCYLeCTBINATL NMNOfiHOe pacTBope-
HWe uccnenyemoro 06[3831.],3 C ncrnonb3oBaHMeM 3KCTpareHTa, napameTpoB U YCHOBMH, pekoMeHOoBaHHbLIX B
HacToAweM CTaHOoapTe. an 3TOM cnefnyert cobnogatb OCTOPOXHOCTE, MNOCKOIbLKY NpK NMNoJIHOM pacTBOpeHUNn
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nccnegyemoro obpasua MA/maTteprana MoryT BO3HUKHYTb TPYAHOCTU NpWY NPOBEAEHWMM nocneayowero tuo-
TNOTMYECKOTO UCCNEeAOBRaHMA (HanpuMep, NPy BEICOKOW BA3KOCTU MCCNEayeMOoro 3KkcTpakTa ero 0OyaeT TpyaHo
BBECTW KMBOTHbIM 6e3 npeasaputensHoro paszbaenedns, npu MccneaoBaHUM MetTogamu in vitro Ha LMTOTOK-
CMYHOCTb B CryYae MOBLIWEHHbBIX 3HAYEHWIA OCMOMSANBHOCTY UKW U3MeHeHUs 3HadeHun pH nccnegyemoro
akcTpakTa OyneT 3aTpygHEHO BLIMOMHUTL WHTEPMNPETauuid NonyyYeHHbIX pesynstatoB). [lpu npuroToBne-
HUW MCCreqyeMblX 3KCTPaKTOB ANd onpedeneHus XMMWYEeCKUX CBOWCTB M OLeHKWM OMacHOCTU MPOMEXYTou-
HbIX MOTeHUManbHbIX NpoaykToB Aerpagjauum MW/ matepvwana cnegyeT AONOAHWUTENBHO PYKOBOACTBOBATHCSH
1SO 10993-17 n ISO 10993-18.

10.3.3 [Ons onpegenexusa Heobxogumoro obbema 3KcTpareHTa gonycKaeTcsl UCMoNb30BaTh CTaHaapT-
HOe 3Ha4yeHue Nnollagu NoBRepPXHOCTHU nccnedyemoro obpasua, KoTopoe BKMYaeT obulyio nnowans noBepx-
HOCTH 06enxX ero CTOPOH, KOHTaKTUPYIOLWMX ¢ BMONOrM4eckon cpegon, 3a UCKMYeHNeM HepoBHOCTen. Ecnim
n3-3a koHdurypauum nccrnegyemoro obpasilia HeBO3MOXHO OonpedennTs Nrowaib ero NoBepxHoCTH, TO He-
06X0AMMO MCnonb3oBaTh COOTHOLLEHWE Macca uccnegyemoro obpasua/obbem akcTpareHTa (cM. Tabnuuy 1).

[onyckaeTcsi MCnonb30BaTh ApPYrMe COOTHOLUEHWS MMowlaan MoBepxXHOCTWM uccnegyemoro obpasua K
ob6bemy aKCTpareHTa, HanpuMep Te, KOTOopble HEOOXOAWMbI Or1A OLEHKW NMOPUCTbIX Martepuanos, Nnpu ycno-
BUW, YTO B MpOLIECCe UCCMNEefOoBaHUA UMUTUPYIOT YCMOBUSA KMMHMYECKOro npumeHeHus MW unu oueHuBarT
noTeHUManeHy onacHocTb aTux martepuanos (B ISO/TS 10993-19 npvBedeHbl MeTOAblI MCCMeA0BaHUA ANS
onpegeneHns MopgonorMiyecknx xapakTepMcTUK NOPUCTbIX MaTepuanos).

Ana obecneveHnsa NOMHOro NOrpyX}eHus nccnegyeMmoro obpasua B 3KCTpareHT JonyckaeTcs paspesartb
ero Ha Merkue 4acTu, 3a UCKIMKYEeHNEM CIy4YaeB, Korga ato He gonyckaetca (cMm. 10.3.4). Hanpumep, uccne-
Ayemble 0Opasubl NOIMMEPHbIX MaTepuanoB peKOMeHOYeTCA paspesaTh Ha YacTy pa3mMepoM npubnuanTtenes-
HO 10 x 50 MM2 unu 5 x 25 mm2.

Tatnuua 1 — CraHgapTHble 3Ha4YeHUA NNoLlaar NoBepxXHOCTH uccnedgyemMmoro obpasua 1 obbema akcTpareHTa

CoOTHOLWEHWE 3KCTPaKL MK

TonwwuHa mccge,qyemoro (nnowaas NOBEPXHOCTU UNK MpUMeps! GIOPM MaTEPUANOB
obpasuya?, Mm macca uccnegyemoro obpasua/
obbem akcTpareHTa) £10 %

<0,5 6 cM2/mn MneHK\, NUCTLI U CTEHKN TPYBOK

0t05m01,0 3 ocm2/mn CTteHkn TpyOOK, NnacTuHbl, Hebonb-
wne nutele MIA
>1,0 3 cm2/mn KpynHele nutble MU
Teepable MW HenpaBunbHOW hopMbl 0,2 r/mn MopoLwkwy, rpaHynel, neHa, Heabcop-

bupyemble nutele MW, nopuctble mate-
puanbl BbICOKOW MIOHOCTH

MW HenpaeunbHOM QOpMbl, W3rOoTOB- 0,1 r/mn MemBpaHbl, TEKCTUNBbHBIE MaTepuarnsl
MEHHbIE U3 MOPUCTLIX MaTepuarnoe (maTe-
pWanoB HU3KOW NIOTHOCTH)

@ Ecnv MW cocTOMT M3 HECKOMBKNX KOMMOHEHTOB paSHDFI TONWKWHBI, KOHTAKTURYHLWWX C OpraHM3mom 4yenoeeka, 10
Bbl6Dp COOTHOLUEHUA IKCTPpaKuM OOMmKeH ObITb 0BoCHOBaH. HaanMep, MOXHO paccyuTaTk 3Ha4YeHWe COOTHOLUEeHWUA
3KCTpakunK anA KOMNoHeHTa U3 MmaTtepuana c HauMeHbLUEN TONLWMWHOM.

MpnmeyaHwune— CraHgapTM30BaHHbIE METOABI MCCNIEA0BAHNIA NONMMEPHbIX MaTepuarnos, NormoLwarLwmx pac-
TBOpPbI (Hanpumep, abcopbeHTOB 1 MMAPOKONMOUAOB), OTCYTCTBYIOT, MO3TOMY PEKOMEHAYETCH BbINOMHATE CNegyowme
O0EencTBuA:

- onpenenuTb 06beM aKkcTpareHTa, abcopbupyemelii kaxasim 0,1 runu 1,0 cm? uccneayemoro obpasua;

- 3aTem, Npy NpoBedeHWW 3IKCTpaKuMW 00D0aBUTL STOT AOMOMHWTENbHBIA 00bem 3KcTpareHTa Ha kaxgpld 0,1
urm 1,0 em? ncenenyemoro o6paaua.

10.3.4 SﬂaCTOMeprie Matepwvarnbl, Marepuansl C NOKPbITUEM, KOMMO3UTbl, MHOTOCIOWHbLIE MaTepua-
INbl, N0 BO3MOXHOCTK, HEOBXOAMMO NUccnegoBath B HenoBpexgeHHoM BUOE M3-3a NoTeHUManbHbIX pasnmqmﬁ
rnapamMeTpoB 3KCTPaKUMW HEMOBPEXAEHHbLIX WU NMOBPEXOEHHbLIX MOBEPXHOCTEW. [NA anacTOMepHbIX W flaTekc-
HbIX MatepuanoB pekoMeHOyeTCA UCNoNb30BaTk COOTHOLWIEHUE SKCTPaKUMK 1,25 CMZfMJ'I, eCcrnu aonycKkaeTcs.
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10.3.5 ﬂ,J'IFl npoBefeHnAa SKCTpakuMn B Ka4eCTBe 3KCTpareHTa cneayetT NnpuMeHATb KaKk NonApHblie, Tak
M HENONAPHbIE 3KCTPareHThbl. ,D,J'Iﬂ npoBefeHnA 3KCTPpakKuumM HEeKOTOPbIX KOHKPETHbIX MW moxeT BO3HWKHYTb
HEOGXO,EI,MMOCTI: NnpUMeHeHNA TONbKO NMONAPHOIro WK TONMbKO HENMONAPHOIo 3KCTpareHTa. Ecnun IKCTpaKun
npoBoOAT C NPpUMEHeHMEM TONMbKO OOHOrO 3KCTpareHTa, TO B OT4HETE 0b nccnenosaHM NpuBoOaAT COOTBET-
cTByHOLLEE obocHoBaHue. Huxe npreedeHbl NpUMepbl NONAPHbLIX M HENONAPHbLIX BEWeCcTB, NpUMEeHAEeMbIX B
Ka4eCTBe 9KCTpareHToB.

Mpumep 1 — lMonspHele akcmpazeHmeI: eoda, huszuonozuYeckull pacmeop, KynbmypansHasa cpeda, He
codepxauyasi cbISGOPOMKY.

Mpumep 2 — HenonspHbie 3KcmpazeHMbI: ceexeoqyulujeHHoe paghuHUpPoeaHHoe pacmumesnibHoe Macilo
(Hanpumep, xyI0MKo8OE UMU KYHXYmHoe) Kayecmea, onpedesieHHO20 8 pa3fiuyHbIX ¢hapmakonesix.

MpumeyaHue 1— JononHUTENEHLIMW UMW ankTEPHATMBHLIMU 3KCTpareHTamMu SBNATCA cneaytoLme: sTaHon/
Boda, aTaHon/cpuanonornyeckuin pacteop, nonuatuneHrnukones 400 (pazbaBneHHbIn 40 PUanonornyeckon 0CMoMonNaAnb-
HOCTH), AUMETUNCYNbGIOKCUA, W, €CNK AOMNYCKAETCS, KyNbTypanbHas cpeda, cogepallas ChIBOPOTKY.

MpumeuyaHue 2 — [lonyckaeTcs MCMOMb30BATL ApPYriMe aKCTpareHThbl, COOTBETCTBYIOLME XapakTepUCTUKaM U
KMUHMYEeCKOMY NpUMeHeHnto MU unu Metoaam MaeHTUKUKaLMM ONacHOCTEN, eCNN M3BECTHO MX BO3OEWCTBME Ha MaTepu-
an MW n Buonorndeckyto cuctemy (cMm. npunoxexue D).

Mpumeuvanune 3 — Mpumepom MW, onsa akcTpakuuy KOTOPOro NPUMEHSOT TONLKO OAWH (MONAPHEIN) 3KCTpa-
FeHT, ABMAETCA WnpuL, NPeaBapuTENbHO 3anofHeHHbIH U3MONOrM4eckMM pacTBOPOM.

Mpu nccnegoesaHmm MW Ha LMTOTOKCUYHOCTL ANS NPUrOTOBEHUA UCCNegyeMOoro akcTpakTa pekomeHay-
€TCA NPUMEHSATbL B Ka4eCTBe IKCTpareHTa KyneTyparnbHY0 Cpeay C ChbiIBOPOTKOM, T. K. OHa cnocobeTByeT pocTy
KMETOK 1 3KCTparMpoBaHWO NOMsSpHBIX W HEMOMSPHbBIX BELWECTB.

10.3.6 WNccnenyemblin aKCTpaKT roTOBAT NPKM MOCTOSAHHOM MEXaHWUYeCKOM nepeMellnBaHu Unu BpaLle-
HuK. Ecnu nccnegyemsblil aKCTPaKT rOTOBAT B CTATUYECKMX YCMOBUAX MW NPWU NepuoguyeckoM nepemMeLlmsa-
HUW, KOTOPbIE ABMSAKTCA NPUeMneMbIMK, To 000CHOBaThL M OTPa3UTb B oT4eTe 00 MccneaoBaHWMM NPUBOAST
COOTBEeTCTBYKOLee 0OocHOBaHWe. [Npy BLIMOMHEHWM NepeMeLllnBaHUA UMM BpalleHMs crnegyeT cobnwgatb
OCTOPOXHOCTh, YTODLI HE NOBPEAUTE UCCredyeMbIit 0Dpa3seL, NN eMKOCTh N5 3KCTPaKLUK.

10.3.7 WMccnegyembl 3KCTPaKT cnegyeT, Mo BO3MOXHOCTW, UCMOMb30BaTk cpasy noclie npuroToBreHus
ANs npefoTBpalleHrs copbLnm aKCTparmpyemMbliX BELLLECTB NOBEPXHOCTBH EMKOCTU ANA SKCTPAKLUUKN UNK OpY-
rMx M3ameHeHun B ero coctase. Ecnu nccnegyembiin akCcTpakT xpaHAaTt 6onee 24 4 (HanpuMep, B XONoOUITbHUKE
npu Temnepatype ot 2 °C oo 8 °C), To HeobxoAMMO NpOBEPUTL ero cTabunbLHOCTE U TOMOTEHHOCTb B 3a4aH-
HbIX YCMOBUSIX XPaHEHMUS.

10.3.8 KoppekTupoBky pH nccrnegyemoro akctTpakTa gonycKaeTca NpoBOaUTb TOMbKO NMPW COOTBETCTBY-
lowemM obocHOBaHUK, NpUMBEAEHHOM B oT4eTe 06 nccnegoBaHun.

10.3.9 Wccnegoyemblin 3KCTpakT He cnenyeT ounbTpoBaTh, LeHTpudyrnpoBaTsh unn obpabaTteiBath gpy-
TMMW MeTogamMu ANg yaaneHvs B3BelleHHbIX YacTuy. Ecnn HeobxoauMo BbIMONHUTE Kakyto-nnbo obpaboTky
nccregyemMoro akcTpakTa, To B oTyeTe 06 nccnedoBaHuu JomkHe ObiTe NpMBeAeHO cooTBeTcTByloLlee obo-
CHOBaHwue.

10.3.10 lMpwn akcTparMpoBaHWK NONMMEpPHbIX MaTepuanos/MW, KoTopble He nNpegHasHa4YeHbl OnsA pac-
TBOpeHUA unu abcopbupoBaHns B YCNOBUAX KITMHUYECKOrO NMPUMEHEHWS, HE OOMNYCKAETCA NMPUMEHATb 3KC-
TpareHThbl, Bhi3biBalOLKWE paspylleHue NonMMepHoro coctasa. B npouecce akcTpakuuu ¢ NMpUMEHeHWEM B
Ka4yecTBe SKCTpareHTa NneTy4yero pacTBOpMTENs HE OOIMKHO NPOMCXo4WUTh pasMmardeHna unv gedopmasmm nc-
cnepyemoro obpasua nonMMepHoro Matepuana. 3KCTpareHTbl He JOIMKHbI OTpMLUATENbHO BO34ENCTBOBATh Ha
nccnegyembln obpasey, matepuana MW (Hanpumep, Bbi3biBas cunbHoe HabyxaHue, obpasoBaHue YacTul K
paspyleHue Matepuana). Mepen npoBegeHUeEM UCCNeaoBaHNs 3KCTpareHT cnegyeT yaanute 40 Takoi cTene-
HW, 4TOObI €ro OCTaTKM He OKa3biBasyM HeraTMBHOIMO BO3OENCTBMA Ha TECT-CUCTEMY (HanpuMMep, He Bbi3biBanu
JeHaTypauuio benka unu pasgpakeHue Koxu). JKcTpakuuio matepuanos/MW, npegHasHadeHHbIX onsa pac-
TBOpEHUs UnNn abcopBbUpoBaHUA B YCITOBUSAX KITMHWYECKOrO NpMMEHEHWs, NPOBOAST B cooTBeTcTBUM ¢ 10.3.2,
10.3.11u C.7.

10.3.11 Ons maTtepnanos B dOpMe pacTBOPOB U pacTBOPMMbIX MaTtepuanoB MW cTaHgapTHble MeToAb!
JKCTPaKLUMK, UCMONb3yeMble ANA HepacTBOPUMbLIX MaTepuanos, MOTYT OKa3aTbCH HenpurogHsiMu. [Npu npo-
BeAEHWM IKCTpaKuMM MaTtepranos B hopMe pacTBOPOB U pacTBOpPUMMbIX MaTtepuanos MW cnegyet npumeHaThb
YCIOBUSA M NapaMeTpkl, YCTAHOBMNEHHbIE B Tabnuue 1, ¢ y4eToM cnefyrLlmnx pekoMeHaaunia:
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a) npW OKOH4YaTENMbHOW MOArOTOBKE K MCCMNedOBaHWUI CriefyeT y4YuThiBaTb Takue (pakTopbl, Kak CoOBMe-
CTUMOCTbL UCCINEeayeMOro 3KCTpaKTa ¢ TECT-CUCTEMON, cnocob ero BReAEHMWS, CTeNeHb PacTBOPEHUSA Unu ae-
rpagauun. Mo BO3MOXHOCTK, CreayeT UCNOoNb30BaTh COOTBETCTBYIOLWME IKCTPareHT, napamMeTpbl U YyCNoBuUs
JKCTPaKUWK Onsg uMuTaunn npeysenuyeHHoro sosgencresns M Ha opraHmam vyenoBeka. PekomeHayeTca npo-
BOOUTL NMpedBapuTensHoe UccnefoBaHue ¢ Uenbio onpegeneHns nogxogalnx napameTpoB W YyCNoBUIA 3KC-
Tpakuuu;

b) ecnu npw skcTpakumm nccnedyemblii obpasel NOMHOCTBIO PacTBOPSETCH B 9KCTpareHTe, COBMECTHU-
MOM C UccriegyeMbiM MaTtepuanom n TecT-CUCTEMOW, TO MOMyYeHHbI UccnedyeMblid 3KCTPaKT gonycKaeTcs
NPUMEHATL ANA UCCMed0BaHUA B YUCTOM BUAE Npu YCrOBUK, YTO OH COBMECTUM C TECT-CMCTEMOW NO CBOW-
CTBaM W XapakTepucTuKam, Hanpumep no nokazatento pH, oCcMONANbLHOCTKY, KOHLEHTpauMM pacTBOPEeHHbIX
BellecTB. Ecnu nony4eHHbIM 3KCTPaKT COOEPKUT BCE KOMMOHEHTL! nccnegyemoro matepuana MW, 1o gony-
CKaeTcs He OCYLLeCTBMNATbL NMPUrOTOBNEHWE BTOPOro MCCNeayeMoro 3KCTpakra ¢ NpuMeHeHWeM Opyroro 3kc-
TpareHTa,

c) ecnu MW/matepuan sBnsieTcs BOOHbIM PacTBOPOM WM NpegHasHaqeH Ans KIMHWYeCKOro NpUMeHeHns
B AaHHOW dhopme, TO AOMNyCcKaeTCa He MPOBOAWMTL €ro dKCTpakuMi W UccregoBaTth €ro HeMmoCpeaCTBEHHO B
aTon doopme nNpu YyCnoBUKW, YTO 3TOT BOAHbLIA pacTBOpP COBMECTUM C TECT-CUCTEMOM MO CBOMCTBaM U XapakTe-
pUCTMKaM [CM. TaKKe nepedncneHns a) u b)j;

d) ponyckaeTcsa npumeHsaTh pykoeogcTeo O3CP no uccnegoBaHuio xuMuyecknx BewecTs [16] unu aHa-
NOrvyHbIE CTaHAApThLl, YCTaHaBnMBawLWMe MeToabl UCCNeaoBaHU XMMUHECKMX BeLLecTB, ANs onpegeneHuns
MaKCUMalbHbIX KOHUEHTPaLUMKA NCcnegyemMblX BELLECTB C NPUMEHEHNEM KOHKPETHbBIX METOOOB UCTbITAHUN.

10.3.12 Ecnn MW npegHasHadeHsl Ansa obecnevyeHus UMpKynauum BUoONormiyeckmx XUaxKocTen B ycrno-
BUAX KMMHUYECKOTo NPUMEHEHUA, HanpuMmep akcTpakopnopansHele MW, To pekomeHayeTcs NpoBOgUTL JKC-
Tpakuuio nyteMm peumpkynauuu. Ecnu gonyckaetcs, To crnedyeT npeyBenuyuTb OOWH UMW HEeCKOMNbKO napa-
METPOB 3KCTPaKLWUW, HanpuMep TemnepaTtypy, BpeMs, oObeM 3KCTpaHeHTa, CKOpPOCTb MoToKa XuakocTu. B
oTyeTe 06 uccnegoBaHWKM AOMKHO ObITb NPUMBEAEHO COOTBETCTBYHOLWEee 060CHOBaAHWE NMPUMEHEHUSA BbibpaH-
HbIX MapamMeTpoB 3KCTPaKLUMN.

10.4 YcnoeuA, napameTpbl U MeTOALI IKCTPAKUMN MaTepuanos, NoNMMepusyoWKXea in situ

WccnepoeaHwe obpa3suoB nonMMepHbIXx matepuanos MW, nonumepwusyowmxcs in situ, npoBogaT B
npegnonaraemMblX YCNOBUAX KMMHUYECKOTo NPUMEHEHUSA C LieNbo NoMyYeHna nHdopmMalmm o noTeHumMansHon
TOKCUYHOCTK UX KOMMOHEHTOB, BCTYNAOLMX B XUMUYECKYH peaKkuuo B Npolecce oTeBepxaeHus. MNpu Heobxo-
OUMOCTU FOTOBAT HECKONbLKO UCCreAyeMblX IKCTPAKTOB B pa3Hoe BPEMSA C Y4eTOM KUHETUKM nonumMmepunsamv
nocrne cMellnBaHWA KOMMNOHEHTOB MaTepwana, BKMYas uccnenyemMeldl aKCTPakT, NPUroTOBMNEHWE KOTOPOro
OCYLLEeCTBMAIOT B COOTBETCTBYOLLEE BpEMS OTBEpPXAeHMa Mmatepuana. [1pu npuMeHeHnn nccnegyembix aKkc-
TPaKTOB, NPUIOTOBMNEHWE KOTOPbIX BbIMOMHEHO NOCMe OTBEPXKAEHWA MaTepuana, B oTyeTe 00 nccnegoBaHum
OOIMKHO BbITh NMpUBEOEHO COOTBETCTBYHLEee obocHoBaHWe. Buibop akcTpareHTa gomkeH ObiTb 06ocHOBaH
MCX0OA W3 TOro, YTO AaHHbLIN IKCTpareHT He BMMAET Ha npouecc nonMMmepusaunm m XAMUYeCcKUA COCTaB aKe-
Tparmpyemblx BeLecTB.

[ns vccnegoBaHua maTepyManoBs, MNOMMMEPUIYIOLLUXCS in Situ, C UEenbK OLEeHKW BMonorMyeckoro gemn-
cteua MW HayanbHOM TOYKOW IKCTPaKUMK ABMSETCA MOMEHT OTBEPKAEHWA MaTtepuana, NoMeLLeHHOoro B 3a-
JaHHOEe MeCTO TeCT-CUCTEMbI.

B meTogax, B KOTOpbIX MCCNeaoBaHus NPOBOAAT HENOCPeACTBEHHO Ha MaTtepuanax, NofnuMepuayoLwmnx-
cAl in situ, HafNpuMep uccrnegoBaHUe Ha UMTOTOKCUMYHOCTE MU npsiMOro KoHTakTa MM HaHeCceHusl Crnos ara-
pa, MeTon UMNMaHTaumMn, HEKOTOpbie MeToAbl UCCAegOBaHUsS HAa FeHOTOKCUYHOCTL M remonus MW npamoro
KOHTaKTa, uccnegyemole obpasubl NogBepraloT BO34eNCTBUIO, aHanorMYHOMY KNMHUYECKOMY NPUMEHEHWIO, C
OTBepXOeHWeM in Situ B TECT-CUCTEME.

[MpumeyaHmne — [Ins obecneyeHns NnpoBeaeHUs MCCNeqoBaHns Ha obpasue HeobxXxoaMMbIX pasmMepoB U Macchbl
MOXeT noTpeboBaTbCA OCYLUECTBNEHUE MOOM(ULMPOBAHMA CUCTEMBI Er0 AOCTaBKW K 33JaHHOMY MECTY OTBepXOeHus
in situ B TecT-cucTEME.
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11 CBepneHun, BKN4YaeMblie B OTYET 00 nccnegoBaHum

Cnegytowme ceegeHnn 06 uccnegyemom obpasue gommkHbl ObiTh BKIOYEHB! B OTYET 06 MccrneqoBaHum
maTepuana/MW (Donyckaetcs BkNOYaTh APYrUe CBELEeHUn):

- TMN U cOCTaB MaTepuana (ecnu U3BeCTHbI), HAMMeHOBaHWe U3roToeUTens Matepuana, MW, yacTs unu
koMnoHeHT MW, KoTopble W3roTaBnMBAKOT U3 ITOr0 Matepuana (onucaHue, yepTex, doTorpadua unu gpyrue
cnocoObl NpegocTaBneHnsa HeobxoauMon MHopMaLmm):

- HOMEpP NapTU UK CepUK (MPK HANU4YMK),

- onvcaHue npouecca 06paboTkun, OMUCTKM, CTEpMIM3aL M (NpY HEoBXo4NMMOCTH);

- METOA 3KCTpaKuuu, B 3aBUCUMOCTM OT BO3MOXHOCTW MCMbITATenbHOW nabopaTopuu U UEenu Wc-
cnegoBaHWsA, BKMOYAs OMWCaHWE 3KCTpareHTa, COOTHOLUEHWS 3KCTpakuuW, YCroBUS U napame-
TPbl 3KCTPaKLMM, NpucnocobneHns 4na nepeMeLlnBaHusa 3KCTpakTa, a Takke niobbie oTKNOHEeHUs
OT YCNOBWW W MNapameTpoB 3IKCTPaKLMKM, YCTAHOBMEHHbLIX B HACTOSLEM CTaHAapTe, Takve Kak
duneTpaumna sKCTpakTa WKW 3IKCTpareHTa, OonucaHWe COCTOAHWUS MOMYYEHHOro WCCIEeAyeMOoro
3KCTpakTa (Hanpumep, UBET, Mpo3pa4yHOCTb, Hanu4yne nbbix TBEPAbIX YacTuL) U, eCrv BO3MOXHO,
ero chotorpadgpum;

- OOKYMEHThI (Hanpumep, cxema unu dgoTtorpacus) Ha koMmnoHeHTsl MW, koTopble oToBpaHbl U He
oTobpaHbl B Ka4ecTBe UccregyemMblx 00pasLoB.
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MpunoxeHune A
(cnpaBo4Hoe)

PekomeHagauuu no BblGOpy JKCNepuMeHTanbHBIX KOHTpOﬂeﬁ

A.1 Matepuanel, nepe4ncrneHHble B HACTOALEM MPUINOXKEHUK, COOTBETCTBYIOT TpeboBaHNAM K 3KCNepuMeHTarb-
HOMY KOHTPOMIO AN NPOBEAeHNA yKasaHHbIX MccnegoBaHunin. 3a NpaBvibHbIN BbIGOp COOTBETCTBYIOLLETO KOHTPOMS HECET
OTBETCTBEHHOCTb CrneuuanucT, KOTopbIi NpoBOAWUT UccriegoBaHue (cM. Tabnuuy A.1).

Tatnuua A.1— lpumepsbl gocTynHelX CO K KOHTponen

WcenenosaHue OTpuuaTtensHbIA KOHTpone? MonoxuTensHbIA KOHTponL?
MmnnaHTauus PE PVC-org. Sn
CUnukoH SPU-ZDEC
Okucek anioMuHUs HaTypaneHbiin natekc
Hepxaeetowlas crans —
LintoTokcn4iHocTb PE PVC-org. Sn
— SPU-ZDEC
— SPU-ZBEC
— HaTypaneHkIin natekc
B MonuypetaH
lemonu3 HDPE Y-3
PasppaxeHne 1 remonns — Y-4
2 CoKpalleHus, NpuBeaeHHble B HacTosWelR Tabnuue, OTHOCATCA K KOHKPETHLIM MaTepuanam, ykasaHHeIM B A.2 M A.3.
MpuvmeyaHune— MHpopmauna o CO 1 KOHTpoNax NpefHasHadyeHa ToNnbKo ANa uccrnefoBaHWin B COOTBETCTBUM
co ctaHgaptamu cepun ISO 10993, ona koTopblx He Tpebytotca cneumanbHble CO UNKM KOHTPOMK.

A.2 B kadecTBe oTpuuaTtensHoro KoHTponsa unu CO Mcnonb3yloT: NonuaTuneH BLICOKOW NIIOTHOCTU (HDPE)”, rno-
NMATUNEH HW3KOW NMOTHOCTMZ), NONMANMETUICUNOKCAH, He copepxalumii anokena kpemunad), ), nonunponunen®), kepa-
MUYECKME CTEPXKHN M3 OKMCK anioMUHNSA, HEPXKaBeIoLWYI0 CTarnb U TEXHWYECKW YMCTbIA TUTAHOBbLIN Crnas.

1) HDPE (nnacTuk ana oTpuuaTensHoro koHTpons RS), nnexdka HDPE, RM-C u ctepskeHb HDPE, RM-E asnstotca
npuMepami NoOxoasllen Npoaykumn, UMetoLlencs B npoaaxe. JanHas nHgopmauns npyveeneHa ans ygoberea nons3o-
BaHWA HACTOALUMM CTaHOapTOM W He ABMNAeTCA peknamon 1ISO aTon npogyKumm.

2) Tpy6ka M3 140: RAUMEDIC AG sBnseTca NpUMEepoM MoaxoAsileid npoaykunm, uMmetolleics B npoaaxe. dau-
Hasa MHdopMauua nprueedeHa onsa yoobeTea nonb3oBaTeneil HacTodALWero ctaHaapTa U He sensaeTtcs peknamon SO aTou
npoayKumu.

3) MporpamMma GUoMaTepUanos, oOTAeNeHWe YCTPOACTB N TEXHOMOMWIA, HaLMoHanbHBIA MHCTUTYT cepaLla, Nerkux u
KpOBM, 30aHve HauuoHanbHOro MHCTUTYTa 3apaBooxpaHeHus, 7550 Wisconsin Ave., Bethesda, MD 20892, CLLA.

4) Tpy6ka SIK 8363: RAUMEDIC AG siBnsieTcs NpuMepoM noaxodsileil Npoaykumuu, MMetoLLeiica B npoaaxe. JaH-
Haa nHgopMauua npueedeHa ana yaobcTea nonb3oBaTenel HACTOALLEro cTaHaapTa v He ABnaeTcs peknamon 1ISO aton
npoayKumm.

5) Tpy6ka w3 nonunponuneHa 146: RAUMEDIC AG sBNsieTcs NpuMepoM Moaxofsluei npoayKLUMM, MeloLLeics B

npogdae. [laHHaa nHdopmaunsa npueefeHa 4na yoobecTea nonb3oBaTenen HAacTOALEro cTaHaapTa U He ABNSeTcs pekna-
Mor ISO aTorn npogyKumu.
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A.3 B kayecTBe NONOKUTENBHOMO KOHTPOMS MCMONbL3YIOT, HANPKUMEpP, NONUBUHUMXNOPUA, COAePKaLLMiA OfloBOOpra-
Huyeckue noBasku'), cTepieHb U3 cerMeHTUPOBaHHOrO NonuypeTaHa) unu NnexkW, conepallne AMaTUNAUTYoKkapbamaT
(SPU-ZDEC)®) unu gubytunautuokapbamat (SPU-ZDBC), NonWBUHWIXIIOPUA C U3BECTHBIM Pa3apakatoLLM BELLECTBOM
(Genapol X-080)4), a Taike NaTeKChl ONPEOENEHHOr0 COCTABA, PACTBOPLI COMel LiWHKa u meau. Kak npaevno, BelLecTsa,
NCNOMb3yEMbIE B KAYECTBE NOMNOXKMTENBHLIX KOHTPOMEH B METOAaX 3KCTPaKLUMKM, NpeacTasnsaoT coboil pacTeopbl dheHona
¥ BOABI.

1) NonoxwmTensHeIR KOHTPONb, ko 499-300-000-000: Portex Limited sensietcs npuMepoM noaxoaaLien npoayKLum,
nmetoLeiica B npogake. [aHHasa wHdopmauws npusefeHa ansa ygobcTea nonb3osaTeneil HacTosWero craHgapta u He
aBnseTca peknamon ISO aTon npogyKuuvu.

2) MonuypeTtaHoBbiii cTepierHb ZDEC: RM-F — npumep noaxoasllei NpoayKLun, umetolleiica B npogaxke. dan-
Has MHdopmauua npuBedeHa Ans yaobcTea nonk3oBaTenen HAaCToALWEero cTaHaapTa u He aBnaeTca peknamon 1ISO aton
MPOAYKUMK.

3) MonuypeTaHoeble nneHku ZDEC: RM-A u ZDBC (SPU-ZDBC): RM-B siBnsioTCst npUMepamMi NogxoasLLeil npo-
OyKUMK, MMetoLleincs B npodaxe. JaHHas uHopmauus npusefeHa Ans yaobcTea nonb3oBaTenei HacToALWEro cTaHaap-
Ta 1 He ABnaeTca peknamoi ISO aTol Npoaykumm.

4) Genapol X-080 — Y-3 Pellet n Genapol X-080 — Y-4 Pellet snal0TcA NpUMepamn NOAXOAALIENA NPOAYKLAN,
nmetoweiica B npogaxe. [laHHas wHdopmauws npuesegeHa ana ygobcTea nonb3oeaTenen HacTosWero ctaHgapta u He
aBngaeTca peknamor ISO aTon npogyKuuK.
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MpunoxeHune B
(cnpaBo4Hoe)

JononHuTenbHbLIe peKoOMeHAauuu no OTEOpy M NoAroToBKe UccrieayemMbix OGPaSLlOB

MW/martepuan, ncnone3yemMslil 4ns NpoBeaeHns BUONOrMYecknx NCcrneoBaHui, 4OMKEH BbiTb penpe3eHTaTUBHbIM
OTHOCWTENBHO COCTaBa M CBOWCTB NOBEPXHOCTK rotoBoro MW, a Taroke npoueccos, Mcnonb3yembix npu narotoenexdun MiA
(cm. pazgen 7).

[okymeHTauma Ha matepuansl MM U3 nnacTUkoB 1 pe3nHbl OMKHA BKMOYaTh B ceba cBeneHns ob ux cocTaee, B
T. Y. WOEHTUUKALMOHHbIE AaHHbIE CMON, MONUMepPOoB U AobaBok. B onucaHum cocTaBa matepuana QOMKHbI CogepKaTh-
CSl CBELEHWUSI O Ero U3rOTOBMEHUW, HanpumMmep MHdopMauma o TepMudeckoln obpaboTke U 0 ToM, ABMAETCA N MaTepuan
NMEPBUYHBLIM WKW NONYYEH NyTEM NMOBTOPHOIO M3MENEBYEHUS, U, ECNU OH NOBTOPHO M3MENEYEH, TO AeTanusaumns npouecca
MaKCUMarnbHO OOMYCTUMOrO MOBTOPHOMO M3MENBYEHUA.

Ha wnccnegyembix obpasuyax MA/maTtepuanos, nognexalyux NoBTOPHOW CTEpUNM3aUuM, CrnegyeT NpoBOauTb MC-
crnegoBaHWA Nocne UX MHOTOKPaTHOW CTEpPUNM3aLnM, OCYLLECTBIIAEMON TEM KE UMK ansTepHaTUBHBIM METOAaMM, Y4TO U
rotoeoe MW.

Hanpumep, uccneayembld obpasey matepuana MW, koTopbld cTepunuayoT obnyyeHMeM U NMOBTOPHO — OKWUCLHD
aTuneHa, cnegyert ncecnepgosaTth B coctase MW nocne crepunusauumn obnyvyeHUemM 1 OKUChIO aTUNEHA.

Ecnu BoamoxHO onpegenvTb ¢ HagnexawmM obocHoBaHWeM Hambonee HebnaronpuATHLIA BApUaHT BO3AENCTBMA
Buonoruyeckon cpegel Ha MW/ maTtepuan, To UccnenoBaHWe NPOBOOAT NOCMe Takoro BO3OeNCTBUSA.

Bce Buonoruyeckue uccnefosaHus obpasyoB Matepuanos, BelpesaHHbix U3 MU, komnoHeHToB MW, nnu nonyyen-
HbIX M3 HUX 9KCTPAKTOB, PEKOMEHAYETCS NPOBOAWTE B YCINOBUSAX BO3OEWCTBUS HA UX MOBEPXHOCTL BMONorMvyeckon cpeqi
TecT-cucTembl. B kauecTBe uccnenyemoro obpaaua gonyckaeTcs NpUMEHSTh MUHUATIOpHY Moaens M, n3roToBneHHyo
C MCNOMbL30BaHMEM MPOLECCOB (IKCTPY3UK, MOTPYKEHUA U T. 4.), TEMMepaTyp, BpEMEHM, ra3oBoi Cpefbl, aHTMaare3snBos,
a TaKKe TakMx cTaguin npoussoacTea MW, kak oTXur, OTBEpXOEHME, OMUCTKA M CTEPUINN3aLMSA, KOTOPbIE NMPUMEHSOT NS
nsrotoenerHma MW. Wcnonb3ys B kadecTBe uccnegyemoro obpasua MuHuaTiopHyo mogens MW, MmoxkHO oueHnTb adpdek-
Thbl, CBA3aHHbIE € MMOLLAALI0 NOBEPXHOCTW, CBOMCTBAMMW MOBEPXHOCTH, KOHLUEHTPAUUEN BbiLLENaYNBaEMbIX BELLECTB, MNo-
BEPXHOCTLIO MaTepuana u popMoi.

VMccnenyemble obpasLpl METANMMYECKMX MATEPUANoB AOMKHbI ObiTb M3rOTOBMEHBI M3 MCXO4HOrO marepuana u c
NPUMEHEHWEM TEXHONOTMYECKMX MPOLIECCOB, BKNoYas MexaHudeckyld obpaboTky, namene4eHue, NonvpoBKY, OYNCTKY,
naccueauuto, B T. 4. 06paboTKy MOBEPXHOCTU U CTEPUNM3ALMIO, KOTOPLIE MCMOMNbL3YT ANnst uarotoenenuns M.

WMcecnenyembie 0bpasubl KepaMUYeCcKUX MaTEPUAnoB AOMKHb! ObiTb M3rOTOBMNEHE! M3 UCXOOHOrO MOPOLUKA U C NpU-
MEHEHWEM TEXHONOMMYECKNX NPOLIECCOB, BKIOYAS OTNMBKY, 3anuneky, hopMoBaHue, crnekaHne, o6paboTky NoBEpPXHOCTYU K
CTEPMMV3ALIMID, KOTOPLIE UCTIONbL3YHOT ANa uaroTorneHus MIA.

WMcecnenyemele obpasusl MWA/matepuanos, B KOTOPbIX WCMOMb30BaHbl TKAHW JKMBOTHOMO MPOMCXOXOEHUA UMK UX
npou3BogHble 1 06paboTaHHble KOHCEpPBaHTaMW, NOABEPTaloT UCCMNENOBAHMIO MOCHE UX BbIAEMKUBAHWS B TEYEHWE Mak-
CMMarnbHOro U MUHUMAanNbHOrO AO0MYCTMMOrO BPEMEHW KOHCEpBaLMK, NpegyCMOTPEHHOrO M3roTOBUTENEM, CO34aBast TeM
caMbIM pasnuyHeble ycnosua ans auddyamm KoHcepBaHTa.

BmecTo akcTparMpoBaHus MeETanNMYeckux MaTeprarnos U NocneayrLLEero uccrneaoBaHua nomyyeHHoro aKCTpakTa B
TECT-CUCTEMAX PEKOMEHAYETCA NPOBOANTL MCCNEAOBaHNS pacTBOPOB Pa3NYHbIX KOHLEHTPALWIA COOTBETCTBYHOLLEN CONK
KOHKpEeTHOoro(bix) MeTanna(os), coaepxawerocs (cogepxawwmxcs) B MM, ona onpegeneHns onacHoCTM MOHa (MOHOB) KOH-
KpeTHOro MeTarnna u ero (Mx) HanBbICLIEro(Mx) ypoBHSA(el) KOHLEHTPaLUMK, He Bbl3biBatoLLEro(ux) 6MonorMyeckon peakuuu.

MpumeyaHue — lNpy naeHTUDUKALUK XUMUYecKux BellecTB B M pekomeHayeTea NPUMEHSTb AaHHbIA NPUH-
LM npu uccrnefoBaHum 06pa3LoB M3 opraHNYeckux MaTepuanoe.

Mpw nnaHupoBaHuK uccnegoeaHuii Matepwanoe MW, npegHasHaydeHHbIX AN UMNNaHTauuy, crnegyeT y4uTbiBaTh
napaMmeTpebl U YCNOBWA 3KCTPaKUUK, KOTOPbIE MOTYT BbI3BaTh 0bpazoBaHne YacTuy in vivo Npy KMUHWYECKOM NPUMEHEHUN
MW v B npouecce akcTpakunm.

KonnyectBo unu macca wuccnegyemoro obpasuya v nnowage ero MnoBepxXHOCTW [AOMKHbl COOTBETCTBOBAaTh
Buonormyeckum 1 U3N4ecKkUM orpaHN4eHaM TecT-cucTemel. [lna nccnegoBaHuin cnegyeT Uenonb3oBaTe 06pasLbl Konu-
YeCcTBOM UM MaccoW, PeKOMeH40BaHHbLIMMW ANs KOHKPETHOro MeToda.

[Mpn npoBedeHVW KUccregoBaHW cnedyeT PYKOBOACTBOBaTLCH MH(oOpMauuen, npueegeHHor B ISO Guide 33, o
«NpaBWIIBHOM MCMONB30BaHMMY U «HenpaeuneHoM ucnone3osarnuny» CCO. B ISO Guide 33 ykasaHbl noTeHUMarnsHble Ba-
pVaHTbl HEAOCTATOMHOTO U Ype3MepHoro ucnone3oBaHua CO n CCO. B pamkax ogHol nabopaTtopuy gonyckaetcs npume-
HATE MaTepuanel 4N KanwbpoBKY M3MEPUTENBHOIO 06opYAOBaHKUS, MCNOMNL3YeMOoro Ans oueHkn Bronoruyeckon peakumm
ncecnegyeMbix MaTepuanos.
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FOCT ISO 10993-12—2023

MpunoxeHune C
(cnpaBo4Hoe)

JononHUTenbHbIe peKOMeHAaUun No MPUroTOBIIEHUIO 3KCTPAKTOB U3 nccnengyembix oGpasu,os

BHUMAHWUE — TpebGoBaHuA, ycTaHOBNEHHbIE B HAacTOSAILLEM CTaHOapTe, K matepuanam MW, cogepxawum
6enkun, cnegyeT NPUMEHATL C OCTOPOXHOCTLIO C Lenbio obecneyeHns nposBedeHUs IKCTpakuMm 6e3 nameHeHMs
Buonorn4yecknx CBOMNCTB IKCTparMpyemMbiX MaTepuanos.

C.1 BkcTpakuuio NPOBOANAT C LEeNbo NonyyeHns uccnegyemMoro obpasua (3kcTpakrta) ans oueHku Buonoruyeckoro
pewncteua MiA/matepnana.

Ona npuroToBneHWs WCCNeayeMoro 3KCTpakTa CreayeT MCNonb30BaTb 3KCTPareHT, napamerpbl W yCnoBWA
JKCTPaKUMK, COOTBETCTBYHLME NapaMeTpaM WM YCrNOBUAM KNUHWYeckoro npumeHenuss MW, a tawke npegnonaraembiM
pesyneTataMm M MeTody WCCMedoBaHWusa (Hanpumep, Lenu uccnegoeaHusi, 060CHOBaHHOCTH, YyBCTBUTENMBHOCTM). Takum
obpazom, napaMeTpel U YCAOBWA IKCTPaKLMK, MOMNYYeHHbIW 3KCTpaKkT ByayT obecnevmBars NPy NpoBeAeHUU NCCnejoBaHni
COOTBETCTBYIOLMM METOAOM pearnbHbIe YCNOBMA KNMHUYeckoro npuMeHeHns MU, goctikeHne Lenu 1 npeackasyemocTs
pe3ynsLTaToB MCCNeaOBaHUN.

Mpw npoBegeHumn akcTpakumm M/matepuana, npegHazHadeHHoro Ans obecneveHns LMpKYnALMY XUQKOCTEN B yC-
NOBUAX KNMHWUHYECKOro NPUMEHEHWS, HANPUMEP B CUCTEMAX 3KCTpakopnopanbHoro kpoBoobpalleHus, cnegyeT y4uTbiBaTh
TpeboBaHWA cTaHAAPTOB (MPY UX HanNW4uK), pacnpocTpaHaLWmMXca Ha gaHHbid MiA/maTtepuan, ona Beibopa cOOTBETCTBY-
OLWMX METOOOB IKCTPaKLMK.

Ona nopeHTUdMKaLMKM oNacHOCTEN 1 OLeHKM UX pyucka Gruonornyeckme MccneqoBaHus NPOBOAAT B MpeyBeNnyYeHHbIX
n/Mnu peanbHbIX YCNOBUSIX KMWHUYECKOro npumeHeHmna MIA.

C.2 B HacToslleM cTaHgapTe NpUBEAeHbl PEKOMEHAALMW MO MPUrOTOBNEHUIO MCCMNEOYEMOro 3KCTpakTa Ha oc-
HOBE MPennonoXeHWs O TOM, YTO KOMMYECTBO 3KCTparMpyemoro BellecTBa (BeLecTB) 3aBMCUT OT NMPOOOIMKUTENBHOCTH
3KCTPaKUuuK, TeMnepaTypbl, COOTHOLLEHWS NNOLWaAn NOBEepXHOCTK UCCredyemMoro Matepvana u obbema akcTpareHTa v
€ro CBOWCTB.

C.3 Mpoaomk1TENEHOCTE KCTPAKUMK A0MmKHA BbiTh AOCTATOMHOW ANA M3BNEYEHWA MaKCUMansHOro KonMyecTBa
3KCTparvpyemMoro BellecTBa. PekoMeHOyeTca MCnonk30BaTh CTaHAaPTHeIE NapaMeTpbl U YCMOBWA 3KCTPaKUWMK, BKoYas
YCTaHOBMNEHHbIE 3HA4YEHWUA BPEMEHW U TEMNEPATYPbl IKCTPaKLUWM, BMECTO APYrMx HEOBOCHOBAHHbLIX UMW HECTaHAaPTHbIX
YCIOBWWA.

C.4 Temnepatypa 3KCTPaKUMM MOXeT ObITb PA3MUYHON B 3aBUCUMOCTM OT UCCneqyeMblx MaTepuanoB. KCTpakumns
He 4OMKHA BbI3bIBATh CYLLIECTBEHHON Aerpajauny uccnegyemoro Matepuana, 3a UCKMIYeHUeM Ccryyaes, koraa Matepuan
npegHasHayveH ang pacTBOPEHUA UNK pe3opbumK Npy KIMHUYecKom npumMeHeHun (cm. 10.3.2). TemnepaTtypa akcTpakuum
33BUCUT OT (PU3MKO-XMMUYECKNX XapakTepUCTMK matepuana (matepmuanos) MW. Temnepartypa akcTpakuuu, BeibpaHHas,
Hanpumep, AN NONMMepPOoB, AOMKHA BbITk HUXE TeMnepaTypbl cTeknoBaHus. Ecnv TemnepaTtypa CTeKnoBaHus H1Xe TeM-
nepaTypel KnMHM4yeckoro npumeHenns MW, To TemnepaTtypa akcTpakuuy A0mKHa ObiTe HIbKE TEMNEPATYPbl NNaBNeHns.
PekomeHayeMble ycnoBusa NpoBeOeHWA 3KCTpakumMy npueeaersl B 10.3.1.

Hwxe npuBeneHsbl NpUMepb 3HaYeHUA TeMnepaTyp NpoBeAeHWs IKCTpaKLuKM pasnuyHeix matepuanos MW, noacHa-
towme Tpebosanuna 10.3.1:

- MaTepuansl, Temnepartypa nnaBneHusa Unn pasMar4eHus KoTopbix MeHee (121 + 2) °C, cnefyeT noasepraTb 3KCT-
pakuuu Npy cTaHOapTHOW TeMNEpaType HUKe TeMNepaTypbl NNaBneHns (Hanpumep, NoNMaTUNEH HU3KOW NNOTHOCTK);

- MaTepuansl, NogBepraeMble MMAPONW3y, CreayeT aKCcTparnpoBaTe MpW TemnepaType, obecnevuBarowen MUHU-
ManeHbIV rTMAPONKU3 [HanpyMMep, NonuamMmuael IKCTparupytot npu Temnepartype (50 £ 2) °CJ;

- MaTepuanbl, KOTOpble CTEPUMN3YIOT MapoM W COAEPXaT XMAKOCTE B NpoLecce XpaHeHus, crnedyeT akcTparnposaTb
npv Temnepatype (121 £ 2) °C (Hanpumep, NpeaBapyUTENBHO HAMNOMHEHHbIE 4Wanu3aTopsl).

Wccnenyemble maTtepuwansl criegyeT 3KcTparMpoBaTbk Mpu TemnepaTtypax, KoTopble obecrneuuBalT W3BMeYeHus
MakKCMManbHOro Konu4ecTBa akcTparpyemMoro Bellectea 6e3 gerpagauuu marepuana [Hanpumep, matepvans! ans guk-
CUpOBaHWs MMNMaHTaTOB PEKOMEHAYETCA aKCTparnpoBaTte Npu TeMmnepartype (37 £ 1) °C, kepaMmnieckme MMnnaHTaTbl —
npv Temnepartype (121 + 2) °C].

Ona akctpakumu abcopbupyembix matepuanos cm. ISO/TS 37137-1.

Ecnu nsBecTHo, 4TO abcopbupyembie NpogykTel Aerpajaunn BAWSKT Ha pH TecT-cucTeMbl, TO peKoMeHOyeTcs
KOppPeKkTUpoBaThk 3Ha4eHve pH vnccnegyemoro akcTpakTa npy NpoBEAEHUM IKCTPAKUKMW ANS OLUEHKU BNWAHUS CTabUneHO-
cT1 pH Ha peayneratel uccnegoeaHus. pu NpoBefeHW OLEeHKU pucka BUOCOBMECTUMOCTM B oT4eTe 06 1ccnegoBaHum
npuBogAT o6oCHOBaHWE KOPPEKTUPOBKM 3HaYeHWi pH, Ha4ansHoe M KOHeYHoe 3HadYeHus pH nccrnedyemMoro sKkcTpakTa,
onucaHwe npouecca KoppekTupoBku pH W NpOrHO3MpoBaHWe BO3MOXHbIX NOCNeACTBUA M3MEHeHWA 3HadeHun pH ana
KNUHWYecKoro npumeHeHna MiA.

MpwumeyaHune— PazbaBneHre NccneqyemMoro aKCTpakTa, kak NnpaBuno, He BNUSET Ha 3HaveHne pH, Tak kak By-
drepHasi crnocobHOCTE ((PU3MONOrMYEeCcKMX) pacTBOPOB, UCMOMNb3yeMbIX ANA 3KCTpakUuMM, He3Ha4vuTensHas. PasbaeneHune
WCCIeayeMOoro 3KCTpakTta MoXeT 3(eKTMBHO CHU3WUTL €ro OCMOMANBLHOCTL. [1py 3TOM OCYLLECTBNAKT KOPPEKTUPOBKY
3Ha4eHus pH, 4To, Kak NpaBMno, NPUBOAUT K MOBLILIEHWUID OCMONANBHOCTK. [103TOMY pekomMeHayeTcsi NPOBOAUTE KOPPEK-
TUPOBKY 3Ha4YeHuA pH 0o pazbaBneHna NCCnegyeMoro SKCTpakTa.
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He pexkomeHayeTcs NPOBOAUTL IKCTPaKLMO abcopBurpyemblx NONMMEPHBIX MaTepuanoB Npu TeMmneparypax in vivo,
COOTBETCTBYIOLMX UMW NPEBLILLAIOWMX TEMNEPaTypbl CTEKMOBAHMA, TAK KaK NPU Takux TeMnepaTtypax MOXeT NpoU30nTH
M3MeHeHWe CBONCTB NONWMEPHLIX MAaTepManoB (HanpuMmep, Aerpagaums), KOTOpoe He NPOUCXOOUT B YCMNOBUSAX KIMHUYE-
CKOro npumMeHeHus M.

Cnegyet y4uTbiBaTh, YTO NPOBEAEHME IKCTPaKUMKM abcopbupyemMbix MeTannmMyecknx Matepuancs npu noBbiLeH-
HbIX TEMMepaTypax MOXET NPUBECTK K MOSBMNEHNIO HOBbIX M NOTEHLMaNbHO HEPENPE3eHTaTMBHbIX MEXaHW3MOB KOPPO3nK.
Takvm obpaszom, A4ns NpoBedeHWs IKCTpaKkUMKn BonblumHcTBa abcopbupyeMelX MOMMMEPHBIX U MeTannMYecknx matepua-
NoB cTaHJapTHbIe TEMMNepaTypbl 3KCTPakuMK, ykasaHHble B 10.3.1, MoryT 6bITb HenpuMmeHumel. [pu nccnegoeaHum abeop-
Bupyembix MW HeoBXxoanMo y4ecTb BO3MOXKHOCTE U3BMEYEHWUS YACTUYHO AErpaaupoBaHHbIX MAaTEPUANOBR U CBA3AHHBIX C
HUMUW NPOMEKYTOYHBIX MPOAYKTOB Aerpajauumu.

C.5 OTHoweHWe nnowaan NoBepxHOCTU nccnegyemMoro obpasua K o6bemy aKkcTpareHTa AOMKHO OblTh JOCTATOY-
HbIM Ans TOro, YTobbl:

- N3BMeYbL MakcMMarnkbHble KonMyecTBa akcTparnpyemoro(bix) BeLlecTsa (BellecTB) M B gocTaToqHoM obbeme, Heob-
XoauMoM Ans Buonoruyeckoro uccnefoBaHus (T. €. 06bem 403kl oMmKeH BbiTh B 3a4aHHBIX hM3NONOrMYecknx npeaenax);

- MPOOEMOHCTPUPOBATL NOTEHLMANBHYIO ONACHOCTL KMMHWYecKoro npumerenusa MU,

- obecneynTb NONHOE NOrpyXeHue nccnegyeMmoro obpasua B aKCTpareHT.

PekomeHayeTcs ncnonb3oBath cTaHAapTHbIE 3Ha4YeHWA NNowaay NoBepXHoCTM nccnegyemoro obpasua n obbema
aKkcTpareHTa (cm. 10.3.3) BMeCTO 3Ha4YeHW napameTpoB, cneuynduyHblX Ans KoHkpeTHoro M. CnegyeT y4uTbiBaTb, YTO
ANS NOBbIWEHUS YyBCTBUTENbHOCTM HEKOTOPLIX MEeTOOOB MCCNeaoBaHus TpebyeTcs NMpUMeHEeHWe KOHLEHTPUPOBaHHbIX
vccnenyeMbix 3KCTPaKTOB.

M pumevyaHmne — KOHLI,EHTpVIpOBaHI/Ie ncecnegyemMblX 3KCTPAaKTOB MOXET MNPUBECTU K NoTepe neTyyvynx BeLlecTB,
TakKMX KakK OKMCb 3TUINEHAa.

C.6 lNpumMeHseMble 3KCTPareHThbl JOMKHbI COOTBETCTBOBATL CreaytlmyM TpeboBaHusim:

- ObITb NPUrOAHLIMK ANA UCNOMNb30BaHMA B KOHKPETHON BMONOrMYEcKkon TECT-CUCTEME;

- AMUTUPOBATb 3KCTPaKLMIO, KOTOPas NMPOMCXOOMT BO BPEMSA KITUHUYECKOrO NpuMeHeHusa MU;

- obecneynTb U3BMEYEHNE MaKCUMaTbHLIX KONMUYECTB 3KCTParupyeMbix BELLECTB.

B kayecTBe 3KCTpareHTOB PEKOMEHAYETCA WMCMONbL30BaTL CTAaHOAPTHLIE MONSPHLIE U HEMONSPHLIE PACTBOPUTENW.
B 10.3.5 npMBeaeHbl aKCTpareHTbl, KOTOPble PEKOMEHAYETCA UCMONb30BaTek BMECTO pacTBOpPUTENEN, CneundmnyHblX ana
KoHkpeTHoro M.

Hapsgy co ctaHgapTu3oBaHHbIMK NapameTpaMy akcTpakuum, npueegeHHsivmn B C.5 u C.6, gonyckaetcs ucnonb-
30BaTb AaHHble, NOoMy4YeHHbIE NpU NpoBedeHMn Guonornyeckux uccnegoeaHuii MW onga opyrux uenei, Hanpumep ans
OLEHKM pucka, (OpMMPOBaHMA 1 HaNomNHeHUs Ba3 gaHHbLIX CTaHOAPTU30BaHHLIX NapamMeTpoB.

C.7 lNpwv npoBegeHWU IKCTPaKLMM PAcTBOPUMbIX U abcopBupyembix MaTepuanos cneayet NpUMeHsATh:

- NapameTpbl 3KCTPakUWUM, YCTAHOBMNEHHbIE B Tabnuue 1;

- 3Ha4YeHNs TeMNepaTypbl M BpeMeHK aKCTpakuuK, ykasaHHbele B 10.3.1;

- TpeboBaHna 10.3.9 K BbINONHEHWIO OUNBTPALMW UIKU LEHTPUdYTMPOBaHNS.

C.8 CraHpapTtuaoBaHHble TpeboBaHWA K MPUIOTOBNEHMIO UCCMedyeMbiX AKCTpakToB U3 matepuanos MW, nonume-
puaytoLmxca in situ, oTcyTcTBYIOT. [pKn NPUrOTOBMNEHUM COOTBETCTBYHLLIENO UCCMNEAYEMOro 3KCTpakTa credyeT y4YuTbiBaTh
oTAEenkbHbIE KOMMNOHEHTLI MaTepuana M, Bpemsa nonvumepusauunn, KNnMHW4eckoe npumMmeHeHne MW 1 xapakrepucTuk npu-
MeHsieMbIX 3KCTpareHToR. [py nnaHMpoBaHuu UccnefoBaHus cneayet paspabortate TpeboBaHWs K NPUroTOBNEHWIO UC-
CrnegyeMoro 3KCTpakTa C y4eToM KMHETUKM nonumepusauuu matepuana. [Npu Beilbope akcTpareHTa crnegyeT yuYuTbiBaTh
Hanu4ne B MccnenyeMom obpasLle KOMMOHEHTOB, HEMONMMMEPU3YHLLMXCA in Situ.
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FOCT ISO 10993-12—2023

MpunoxeHune D
(cnpaBo4yHoe)

[JononHuTenbHLIE pekomMeHOauuMn Nno npoeegeHUo MC‘-IEpnI:IBaIOU.IEIT‘I SKCTpakKuunun OGPESHOB
NONMAMEpPHbLIX MaTepunanoB AnNA OUeHKU Guonoruyeckoro ,qeﬁCTBMH MeOUUMHCKNX ws,qenuﬁ

D.1 O6wwue nonoxeHus

MonumepHbie MaTepuanbl, Kak NpaBumno, coaepaTt HeOOomMbLIOE KONUYECTBO XMMUYECKNX BELLIECTB HU3KOW MOMNEKy-
NSIPHOM Macchl, TAKME Kak KaTanua3aTtophbl, TexHonorudeckne nobaeku unu gpyrue nobasku [19], octatoqHble MOHOMEpHI
unu onuromepsl. MNMpu oueHke BUoNorMYeckoro AeUCTBUA MNONMMEPHLIX MaTepuanoB OCHOBHLIM MoKazaTenem siBMNseTcs
TOKCMYHOCTb MHOObIX BbILLENAYMBAEMbIX BELLECTB, KOTOPLIE MOTYT MUTPUPOBATL U3 MONMUMEPHOrO MaTepuana B OpraHuam
YeroBeKa BO BPeMS KIMHUYECKOTo npuMeHeHua M. [laHHOoe NonoXeHWe OCHOBAHO Ha oTYeTe rpynnbl OpraHu3aunm ako-
HOMMYECKOro coTpyaHuvecTsa 1 paseutua (O3 CP) no npobnemam nonvMepHbIX MaTepyarnoB, CBA3aHHbIM CO 300POBLEM
YernoBeKa M UCKNKYeH1eM nonumepos 3 uccnegosanuni (cm. [15]). B otueTe rpynnel O3CP ykasaHbl criegyroline YeTbipe
XapaKTepuCTMKK NMONUMEPHOTO MaTepuana, KoTopble HeOOXOAMMO ONpeaenaTk NpyY NPOBEOEHUU OLEHKM prUcKa And 340-
pPOBbS YernoBeka:

- CpepHAsa MONeKynapHasa mMacca;

- cofepXaHue XMMUYECKNX COEOMHEHWIA C HU3KOW MOMNEKYNAPHOI MacCcou;

- Hanuyue peakTUBHbIX (OYHKUMOHAMNbHBIX rpynn (cMm. [17]);

- Hanu4me 6MoAOCTYNHBLIX METAMNMOB.

MpumedaHue—KpelecTBaMm HA3KOW MOMEKYNAPHON MACChl OTHOCAT XMMWYECKME BELLIECTBA C MONEKYNAPHON
maccon He Bonee 1000 [a.

Ona oueHkn Bruonorvyeckoro 4eNcTBUS NONUMEPHBIX MatepuanoB MW npumeHsalT uccnenyemele o6pasubl (IKc-
TPaKTbl), NPUrOTOBIEHHBLIE COOTBETCTBYHOLMMU METOAAMM IKCTPAKUMK (32 UCKIIOYEHUEM BUOMOrMYECKUX MCCnedoBaHuiA
MEeTOAaMM UMMMaHTauuu, UCCneaoBaHuii Ha reMOCOBMECTUMOCTE U UMTOTOKCMYHOCTE MW npsamoro koHTakTta). B npuno-
weHumn C yKasaHo, 4To Ansa uaeHTUMKaLMM onacHOCTEN pekoMeHOyeTCcs NMPUMEHSTe MeTod NpeyBernvyeHHOW SKCTpak-
ummn. MeTtog ncHepnbiBaOLLEN 3KCTPaKUMKM C MCNONb30BaHWEM OpraHUYecKUX pacTBOPUTENEN PEKOMEHOYETCs NPUMEHATb
Ans ngeHtTudukaumm onacHocTen nonuMepHsix matepuanos MW gnutenbHoro 1 4oNrocpoYHOro KOHTaKTa.

Mpwn npoBegeHWn 3KCTPakuuu 06pas3uoB MONMMEPHbIX MaTepuanoB credyeT BbIMOMHATb Cheayllwuve peko-
MeHOALNN:

- AN naeHTUUKaLMm onacHocTel HeobxogMMO, HACKOMBEKO BO3MOXKHO, M3BMeYb M3 NonMMepHoro matepuana M
3KCTparvpyemMoe BellecTBO B MakKCUMarbHbIX KONMYecTBaxX M COOTBETCTBYIOLLMM 0Bpa3oM UCMoMb3oBaTk MCCcrnenyemMbli
9KCTPaKT B KOHKPETHOW TECT-CUCTEME;

- B Ka4eCTBe IKCTPareHTOB CriedyeT NPUMeHSATL Buonormyeckue xuakve cpefbl, HanpMMep CbIBOPOTKY, KOTOPble NO
3hheKTUBHOCTU IKCTPAKLMU XMMWUYECKUX BelLecTB (dbTanaTtoB, 4,4 -meTvuneHgnaHunuia, bucterona-A) n3 nonnMMepHbIX
matepuanos (cm. [21], [29], [22]) conocTaBuUMBl C OpraHUYECKMMI pacTBOPUTENAMU, HAMPUMEP 9TAHOMOM M MeTaHoMNoM;

- AN naeHTUMKAUUK UMK KONMYECTBEHHOTO ONPeAeneHna XMMUYECKUX BELLECTB HU3KOW MOMEKYNApHON Macchl,
codepXalluxca B MONMMEPHbBIX Matepuanax, 3KCTpaKkuuio credyeT npoBoAWTE C NPUMEHEHWEM OPraHM4eckoro pacTBo-
puTEns B Ka4ecTBe IKcTpareHTa.

D.2 PekomeHOauuMu no npoBeAeHUO UCYEpPnbiBaloWen 3KCTPaKkLumMm

Ins narotoeneHusa MW npuMeHAOT pasnuyHbie NonuMepHsle MaTepuansl v Aobaekn. CrnegoBaTenbHO, HEBO3MOMX-
HO nogobpaTh eAWHbIA YHUBEPCANbHBIN 3KCTPAreHT AMA UCYEPNbIBAKLLEN IKCTPaKUMK BCEX MONMUMMEPHBIX MaTepuarnos.
Hanpumep, cmeck aueTtoHa 1 xrnopodopma Mcnonb3oBaHa B Ka4eCcTBE 3KCTpareHTa npu NpoBedeHUMU MCHEpPNbIBaKLLEN
3KCTpakumu 0OpasyoB pe3vHbl ANnA UMKNMYecKoro nccnegoBaHua B cooTBeTcTBUM co ctaHaaptamu 1ISO/TC 194, B koTo-
pbiX NpuBeneHo cpaBHeHwe 3dEKTUBHOCTM METOA0B TPAAULMOHHON U NCHEPNbIBAOLWEN 3KCTPAKLMN NOATOTOBKM WC-
cnefyeMbiX 9KCTPaKTOB ANS UCCNEeOOBaHWA CEHCMBUNM3auuM K matepuanam 13 peauHsl. [pyv 3ToM cMmech auetoHa U
xnopochopMa, kak NpaBuso, HEMPUMEHUMA B KaYECTBE 3KCTpareHTa ansa UCHePbIBAKLLEN IKCTPAKUMM BCEX MONMUMEPHbIX
mMarepuanos, No3TOMy PeKoMeHAyeTcs BbibupaTb Noaxonslive pacTBOPUTENMU ONA NPOBEAEHWMA UCHEPMbIBAKOLWERA 3KC-
TPaKUMK KOHKPETHbIX NonMMepHbix matepuanos M (cm. [25]).

Hwxe nprvBeneHbl pekoMeHgaun1, KoTopelie HeobxoaMMOo BLIMOMHATE MPU NPOBEAEHWM NCHEPNbBIBAKOLEN 3KCTPaK-
uuK Mccregyembix 06pa3LoB NONUMEPHLIX MaTepuanos Ana oueHku Buonorvdeckoro gecteus M.

Ins noeHtTMdurkaumMm onacHocTe/onpeneneHns crenexHn pucka MW cnegyeT npoBoAMTL 3KCTPaKUMIO UCCNeayeMo-
ro obpasua marepvana M Kak B NONAPHbLIX, TaKk U B HENOMAPHLIX pacTeopuTensax. BeibpaHHbIN(e) pacTBOpUTEnb(K) He
OOImKeH (He OOKHbI) yXyalaTh XapakTepucTUKKM nccrnegyemoro obpasua (Hanpumep, cunbHoe HabyxaHue, obpasoBaHve
yacTuy 1 gerpagauuio). B otyete 06 MccnegoraHuM OMKHO BbITh NpuBegeHo 060CHOBaHWE BbIDpaHHOW TemnepaTypol
3KCTpaKLMK.

Tak Kak NpogoMKUTENBHOCTL UCHEPMLIBAIOLLEN IKCTPAKLIMM HEBO3MOXKHO YCTAaHOBUTE 3apaHee, To ee criegyeT onpe-
0enaTb cnegyowmm obpasom. MpoBoaAT cepuio NnocneqoBaTensHbIX AKCTPaKUMA NyTeM aKCTparMpoBaHus Uccrneayemoro
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obpasua B BLIGpaHHOM pacTBOPUTENE B TEYEHWE ONPedEneHHOro nepruona BpeMexu (HanpumMep, 24 4). 3atemMm 3amMeHsaT
MOMyYEeHHbIN 3KCTPAKT CBEXWM pAcTBOPWTENEM W 3KCTPAarvpyrT Mccneayemblil obpasel B TEYEHME ELLE OQHOMO onpeane-
NEHHOTO Neproaa BpeMeHW. 3TOT NPOLIECC NOBTOPSAKOT A0 TeX Nop, NoKa YpPOBEHb 3KCTparMpyemMoro BeLLeCcTBa (OCTaTok)
Ha n-Mm aTane nocnefoBaTensHoM IKCTPakuuU He cocTaBuT ofHy Aecatyto (0,1) oT ypoBHS 3KCTparMpyemMoro BellecTea
Ha NepBOM 3Tane 3KcTpakuuu (B NepBomM 3kcTpakTe). [locne aToro aKCTPakuMi MOXHO CHMTATB MOMHOW UMW McYeprbiBa-
rowen. [na onpegeneHns Toro, JOCTATHYTa N KOHEYHAas TOYKa MCHEepPnbIBaLWEA IKCTPaKUUW, OONYCKAETCA NPUMEHATL
rpaBUMETPUYECKUIA METOA UMK ApYrve aHanuTUYeckue MeToabl.

[Mocne npoBeneHUs MCHEPNbIBAKOLLEN 3KCTPAKLMKM OCTATOK SKCTParMpoBaHHbIX BELLECTB Nony4atoT NyTem yaaneHus
pacTBOpWTENEN BbiNapuBaHWeEM U BeicylwMBaHuem. B otyete 06 vccnegoBaHuy gomkHel ObITh NpUBeOeHbl JaHHLIE,
NoATBEPXKAAKLME, YTO B MPOLUECCE BbINAPUBAHMA UMW BLICYLUMBAHWA U NOCNEAYIOLLEr0 BOCCTAHOBMNEHUSA (CM. HUXKE) He
NPOW30LLNO BbICBODMKOEHWE NETYYNX U/UNN MONYNETYYUX COeQUHEHWIA U3 UCCINENYEeMOro 3KCTPakTa.

PacTBOpeHMe ocTaTka 3KCTparMpoBaHHLIX BELLECTB B pacTBopuTerne (BOCCTAaHOBMEHWE) MOCHe WMCHEpPMNbIBakoLLEel
3KCTPaKUMKW ABNSAETCA BaXKHbIM 3TanomM NoarotoBkk obpasLos Ana Guonorviyeckoro nccnefoBaHuna. Kak npaeuno, akcTpa-
rEeHTbI ANA UCYEPNbIBAIOLLEN SKCTPAKLMA OTNWYAKOTCA OT 3KCTPAreHTOR, UCNONb3yeMbIX ANa UCCNeaoBaHuiA Ha buocoBme-
CTUMOCTL. ECniv ncyepnbiBaoLLyo 3KCTPaKLUMIo MPOBOAAT B OPraHMYecKnX pacTBOPUTENSX, TO MONMyYeHHbIE 3KCTparupy-
eMble/BbllLieNaynBaeMble BELLECTBA U3 nonMMepHoro matepuana MW obnagawT rugpocobHeimmn cBocTBamu. OcTaTok
3KCTParMpoBaHHbIX BELLECTB NOCME BbiNapuBaHWs pPacTBOPUTENSA, Kak NpaBuno, NMoxXo CMELUMBAETCA C KynbTypansHOn
Ccpedon M MOXET He MONHOCTLI0 PacTBOPATLCHA B pacTBOpPUTENeE, MCMONb3yeMoM A4N1A uccrnegoBanuii MW Ha BuocoBmMecTu-
MocTb. CriegoBaTtensHo, Npy BBEAEHWW [03bl UCCNEdyeMOro SKCTPakTa, Nofy4YeHHOro BOCCTaHOBINEHWEM, TECT-CUCTEMA
ByneT noaeepratbCs BO3OEWACTBMIO KCTparnpyemblx/BbIlLENAYNBAEMbIX BELLECTB B MEHbLLUMX KOnWdecTBax. Pesynkrathl
Buonoruyeckoro nccnegosaHna ByoyT AOCTOBEPHBIMU, ECNIM UCCIEQYEMbIA IKCTPAKT, MOMyYeHHbIA Nocne ucyepneiBa-
Lel aKCTpakummM (BKMYasa BbICYLLUMBAHWE WU BOCCTAHOBINEHME ), COOEPXKUT 3KCTparMpyemMbie/BoilLienadyBaeMbIe BELLLECTRA
TaKoro e TUMNa W B TEX Ke KONMWYEeCTBaX Mo CPaBHEHUIO C AKCTParMpyeMbiMU/BhILLENaYMBAEMbIMWA BELLLECTBAMM, KOTOPLIE
COOepaTbCsl B MCCreQyeMblX aKCTpakTax nocrie NpoBeaeHusa npeysennyeHHol akeTpakuum (cm. 10.3 n npunoxerue C).

B HekoTopbIx crnydaax MoxeT noTpeboBaTthes pasbaBneHue UccnegyemMoro aKCTpakTa nocne BOCCTAaHOBMNEHHOMO —
ansa Toro, 4Tobbl M3bexaTs HECOBMECTUMOCTU ¢ TecT-cucTeMoi. Hanpumep, aumetuncynedokena (AMCO) B KOHUEH-
Tpauuu Bonee 1 % LUUTOTOKCUMYEH ONS KMBLIX KIETOK NPUM UCCNEAOBaHUM HA MreHOTOKCUYHOCTb, OCHOBaHHOM Ha aHanu-
3€ KMBbIX KNETOK, TaKnX Kak aHanw3 numdoMbl MbilM UM aHanu3 XpoMOCOMHbIX abeppauuni in vitro (B COOTBETCTBUW
c ISO 10993-3). Nccnegyemblin akcTpakT us AMCO, nonyyeHHbIW METOLOM WUCYeprblBaloLWen 3KCTpakUMKn, Heobxoaumo
pasbaBuTb B 100 pas, npexae Yem BO3OeWCTBOBATbL UM Ha aHanuaupyemble KneTki. Ecnn nccnegyemMelil 3KCTpakT Heob-
XoouMmo pasbaBuTb Nepen NpoBefeHUeM BUONOrM4yeckoro CCNeaoBaHus, To B 0T4eTe 06 nccrnefoBaHuM NpUBOOAT COOT-
BETCTBylOLLEE 0BOCHOBAHME C yKa3aHUeM KONMUYECTBA 3KCTparMpyembix/BbllLenaqnBaeMbiX BELLECTR, BBEAEHHLIX B TECT-
cuctemy. Mpu 3ToM crnenyeT yuuTbiBaTh BNMAHWE pa3baBneHns Mccrneayemoro 3KCTpakTa Ha YyBCTBUTENBHOCTL METOAA.

MccnenyeMblinl aKCTPaKT, NOMYyYeHHbIA METOAOM UCHEPNLIBALLENR SKCTPAKLMKA, HE OOMKEH BHOCUTL KaKMxX-Nbo He-
onpefeneHHocTel B MeTo GUONOrmyeckoro MCcneaoBaHus.
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