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MOCT I1SO 10993-12—2023
Mpepgucnosue

EBpasuiickvii coBeT no crtaHgapTusauun, metponorum u ceptudbmkauum (EACC)
npefcTtaenseT cobon permoHanbHoe obObeAWHEHWE HALMOHAmbHLIX OPraHoB Mo CTaH-
AapTu3aumun rocygapcTs, Bxogsawmux B Cogpyxectso Hesasucumbix Mocypapcts. B
AancHelwem Bo3MOXHO BeTynneHne 8 EACC HaumoHanbHbIX OpraHoB Mo cTaHgapTu-
3auuun ApYrux rocyaapcrs.

Llenu, ocHoBHble mpuHUMMLl U o6LiMe npaBwna npoeedeHUs paboT Mo MeXrocy-
AapcTBeHHoW cTandapTusauum yectaHosnersl FOCT 1.0 «MexrocygapcTeeHHas cucTe-
Ma ctaHgapTusauum. OcHoeHele nonoxeHus» u FOCT 1.2 «MexrocynapcTeeHHas cu-
cTema ctaHgapTusauun. CtaHOapTbl MEXrocyAapCTBEHHbIE, NpaBuna U pekoMeHgauum
Mo MeXrocyaapcTBeHHON cTaHgapTusaumu. MNMpasuna paspaboTku, NpUHATUS, oBHOBNE-

HUS N OTMEHBI»
CeBepeHusa o ctaHpapTe

1 TOArOTOBJIEH ABTOHOMHOV HEKOMMEpPYECKOW opraHuzaumein «MHCTUTYT me-
AuKo-Buonornyecknx nccnegosaHuii U TexHonoruity (AHO « MMBUWT») Ha ocHoBe cob-
CTBEHHOrO NepeBofa Ha PYCCKUI A3bIK aHrMOA3bIYHON BEPCUU CTaHAapTa, YKasaHHOro B
nyHkTe 4

2 BHECEH ®epgepanbHbiM areHTCTBOM MO TEXHWYECKOMY PEryrnvpoBaHUio U MeT-
PONOruun.

3 MPUHAT Eepasuiickum coBeToM No CTaHAapTU3aLWu, METPONOMUU U cepTudu-
Kauuu (npoTokon oT 20 r. Ne )

3a NMPUHATWE nporonocoBanu:

KpaTkoe Han e H
CTppaH bl Mo I\?IKNEﬁii_g)ga?,HrGG) (E?ocgﬁ%%?'ong’ 45/‘9}{7 COK}?aaLﬁ?Ji:iiH:rlgM;; r?ai?”e
004-97 no cTaHAapTusaunm
AsepbarigxaH AZ AsctaHgapT
ApmeHus AM 3A0 «HaunoHanbHbIR opraH No cTaHgapTy-
3auuu u metponornny Pecny®nuku ApmeHus
Benapycb BY locctanpapT Pecnybnvku Benapych
KasaxcTaH KZ FoccTaHgapT Pecnybnuviku KasaxcTaH
Kupruauns KG KblpreizctaHgapT
Monpgosa MD NHcTuTyT crangaptusauvm Mongossi
Poccus RU PocctanpapT
TamxukucTaH TJ TapxukcTangapT
TypKkmeHus ™ rmaeroccnyx6a « TypKMeHcTaHaapTnaps!»
Y36ekncTax Uz Y3crangapT

4 Hacroswmit cTaHaapT WAEHTUYEH MexayHapoaHomy craHaapTy 1SO 10993-
12:2021 «OueHka BGruonornyeckoro AeicTBUA MeduLMHCKUX nsgenuii. Yacts 12. Mogro-
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TOBKa nMpob u crtaHaapTHble oBpasubl» («Biological evaluation of medical devices —

Part 12: Sample preparation and reference materials», IDT).

HanmeHoBaHue HacTosilero ctaHgapTa W3MEeHEHO OTHOCUTENbHO HaMMEeHOBaHMS
yKasaHHOro MeXOyHapoJHOro craHgapta Afs NpUMBEOEHWSs B COOTBETCTBME C
FOCT 1.5—2001 (nogpasznen 3.6).

5 BBAMEH MOCT ISO 10993-12—2015

UHepopmayus o ssedeHuu e delicmeue (npekpawjeHuu delicmsusi) Hacmosuweao
cmaHOapma U U3MeHeHUl K HeMy Ha meppumopuu yKasaHHbIX 8bilie 2ocydapcms
ny6nukyemcs 8 ykasamensax HayluoOHarbHbIX cmaHdapmos, usdasaemMbix & Smux 20Cy-
dapcmeax, a makxe e cemu MiumepHem Ha calimax coomeememsyouUx HayuoHarb-

HbIX OpaaHos o cmaHéapmusayuu.

B cnyyae nepecmompa, UsMeHeHUsI unu ommeHs! Hacmosuieao cmaHdapma co-
omeemcmeyrowas uHpopmayus 6ydem omnybnukosaHa Ha opuyUansEHOM UHMepHem-
catime MexzocydapcmeeHHozo cosema Mo cmaHdapmusayuu, Memposoauu u cep-

mugbukayuu e kamanozae «MexaocydapcmeeHHbie cmaHdapmb!»

WUckntounTensHoe npaBo OCbl’ILLVIaJ'IbHOFO OI'IY6J"IMKOBaHVIF[ HacTodLllero ctaHgap-
Ta Ha TEPPUTOPUU YyKasaHHbIX BbllLle rocygapcTs NPpUHaANeXnT HauuoHanbHbIM Op-

raHam no CtaHgapTusauum 3TUX rocyaapcTe

I
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BeBeneHue

ISO (MexgyHapogHas opraHusauus Mo cTaHgapTvsauum) senseTcs dhenepauveit
HallMoHanbHeIX OpraHoB no ctaHaapTu3auumn (opraHos — yneHos 1SO). PaboTy no noga-
roTOBKE MEXAYHapoAHbIX CTaHAapTOB MPOBOASAT Yepes TexHudyeckue komuteTsl 1SO.
Kaxxaasi opraHusauums-yneH, sanHTepecoBaHHas B 061acT AeSTENbLHOCTU, ANS KOTO-
PO co3faH TeXHUYECKU KOMUTET, UMEET NPaBso GbITb NPEACTABIEHHON B AaHHOM KO-
MuTeTe. MexayHaposHble NpaBUTeNbCTBEHHbIE U HEMPABUTENLCTBEHHLIE OpraHn3aLmum
Take NpuHumaroT yqactie B pabote ISO. ISO TecHo coTtpyaHuyaeT ¢ MexayHapoaHol
SMEKTPOTEeXHN4eckon kommceuein (IEC) no sonpocam cTaHaapTW3aLuMu 3MeKTPOTEXHU-
YecKoW NpoayKumu.

lNpouenypbl, NPUMEHEHHbIE Mpu paspaboTke HacTosALero craHaapTa, a Takke
npoueaypsbl, npeaHasHa4YeHHble AnA ero aarnbHellein nogaepXKku, NpuseaeHsl B Qu-
pekTuBax ISO/IEC, yacTb 1. CneayeT oTMETUTL HEOBXOAMMOCTL Pa3MUYHbIX Kputepues
YTBEPXAEHUA AN pasnuyHbIX BUAOB AokymeHToB 1SO. HacToswwmit ctaHgapT nopro-
TOBMEH B COOTBETCTBUM C pepakunoHHbiMK npasunamu Hupektus ISO/IEC, yacTb 2
(www.iso.org/directives).

Crepyet yuuTbiBaTh, Y4TO 3NEMEHTBI HACTOSILLErO CTaHAapTa MOryT BbiTh Npeame-
TOM MaTeHTHbIX Npae. ISO He HeceT OTBETCTBEHHOCTb 3a MAEHTUMUKALMIO TaKuX Npas
HacCTU4HO UMK NOMNHOCTbI0. CBEAEHUSA O NATEHTHBIX NpaBax, MAEHTUMULMPOBAHHLIX NPY
paspaboTke HaCTOSILLEro cTaHaapTa, ykasaHbl BO BBEAEHWUM U/MMN B NEPEYHe NomyyeH-
HbIX SO geknapauwit 0 nateHTHOM npase (cM. www.iso.org/patents).

Jlrobas vHpopmauma o TOProBoW Mapke MpPOAYKUMM, YKa3aHHON B HacTosLeM
cTaHgapTe, ABNAeTCs WHdopmaLnei, NnpuBeaeHHoN AN yaobcTBa NONb30BaAHUS, U He
ABMAETCA peKramMo.

Ans paswbscHeHus LoBpoBONLHOMO XapakTepa cTaHAapTOB, 3HAYEHWI KOHKPETHBIX
TepPMUHOB ISO 1 NOHATUIA, CBA3aHHbIX C OLIEHKON COOTBETCTBUS, a TakkKe MHhopmMaLun
O npusepxeHHoctn ISO npuHumnam BTO no TexHudyeckum Gapbepam B TOprosmne
(TBT), cm. cnenytowmit URL: www.iso.org/iso/foreword. html.

MexaoyHapofHblii cTanaapT paspabotaH TexHudeckum KomuTeTom ISO/TC 194
«Buonoruyeckas n KMHUYECKas oLUeHKa MeOVUMHCKUX U3Lenuily B COTpyOHUYECTBE C
TexHn4yeckum komuTeTom EBporeiickoro KomuteTa Mo  CTaHAapTU3aLuu (CEN)
CEN/TC 206 «Bbvororndyeckas U KNUHUYECKas OLieHKa MeauLUHCKUX n3genuin» B cooT-
BeTcTBUM ¢ CornalleHnem o TEXHUYECKOM coTpyaHunyecTse mexay VICO u CEN (Ber-
CKOe cornalueHue). |
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MNAToe nsgaHve oTMeHseT 1 3aMeHsieT YeTeepToe usnaHue 1ISO 10993-12:2012, B
KOTOpOe BHECEHbI CreaylLme N3MeHEHNS:

- B obracTb NMpuMeHeHUs BKIIlOYEHa WHopMaLMs O TOM, YTO HACTOSALUMIA CTaH-
AapT pacnpocTpaHAeTCs Ha IKCTPaKLMi, NMPUMEHAEMYH TOMbKO AMs OLeHKWU Buonoru-
YecKoro AeNCcTBUS MeANLIMHCKUX U3Lenuii;

- CornacoBaHne TEpPMUHOB U ONpeaeneHnin, ¢ TepMUHaMi 1 onpeaeneHnsmMmn, npu-
BeaeHHbIMu B ISO 10993-18;

- AonornHeHsl Tabnuua 1, 10.3.1 u npunoxeHue D B yacTut ycrioBuit 1 NnapameTpos
ncyepnblBatoLLEeRn aKCTpaKLMK.

[Nepeuerb cTangapTos cepun ISO 10993 npueeneH Ha oduLmanbHom caiite 1SO.

3amevaHus 1 NpednoXeHWs K HacTOALIEMY CTaHapTy CnefyeT HanpaensTh B
HauuoHanbHble opraHbl MO cTaHhapTusauuy nonb3oBateneil. [epevyeHb HauvoHanb-
HbIX OpraHoB Mo cTaHAapTM3auUumK NpUBELAEH MO agpecy www.iso.org/members.html.

MeToabl MoAroToBKM 06pasLoB [OMKHbI COOTBETCTBOBATL METOAAM UcCrnenoBa-
HWiA, MPUMEHseMbIM AN oUeHKU Guonoruyeckoro aencteus MU u nccriegyemMblm mate-
pranam. [ins kaxaoro Metoaa nccrnefoBaHuii NPUMEHSIIOT KOHKPETHbIE MPoLeaypb! OT-
Bopa v noaroToBKM 0BpPa3LIOB, KOHKPETHLIE BKCTPareHTbl, a Takke KOHKpETHble napa-
METPbI 1 YCNOBUA MPOBELEHUS SKCTPaKLUU.

B HacToslem cTaHaapTe, N0 BOSMOXHOCTM, YYTEHbI TPEBGOBaHNS HALMOHATBHBIX 1

MEXOYHAPOLHbIX CTaHOAPTOB N TEXHUYECKUX PernamMeHToB.

VI
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MEXIOCYOAPCTBEHHbBI W CTAHOAPT

U3penus MeOuLIMHCKKUE
OLUEHKA BUOJIOTMYECKOI'O ,D,EI?ICTBVIFI MEOULUMHCKUX VI3,E|,EJ'IV|I7I
Yacte 12

OT6op 1 noaroToBka obpasLoB AnsA NpoBeAeHUA uccrnenoBaHum

Medical devices. Biological evaluation of medical devices. Part 12.

Selection and preparation of samples for research

[ata BBegeHusa — 2024— -
1 O6nactb NnpuMeHeHus

HacTtoswunin ctaHgapT pacnpocTpaHseTca Ha meguumHckme usgenua (MA) n ma-
Tepuansl, NPUMEHsSEMblEe ONA UX U3rOTOBNEHUA, U ycTaHasnveaeT TpebosaHusa k otbo-
py W MOAroTOBKe uccrnegyemMbix obpasuos. B HacToslem cTaHaapTe npuBeneHbl peko-
MeHZgauum no BbiGopy cTaHgapTHbiX obpasyos (CO), NpUMeHsAeMbIX Npu NpoBeaeHun
uccnenoBaHuin ong oueHku Buonoruyeckoro fdeictens MW/maTepuanoB B COOTBET-
CcTBUM co cTaHgapTamu cepumn SO 10993.

HacTtoswuin ctaHgapT ycTaHasnueaeT TpeboBaHus:

- k oTBopy uccnegyembix 06pa3yos MaTepuarnos;

- oTBopy penpeseHTaTUBHLIX 0OpasuoB, npeacTaBnawwWmMx coboli oTAErNbHbI
KoMmnoHeHT MW,

- NOArOTOBKE MccneayeMblx 06pasuos;

- 3KCnepuMeHTarbHbIM KOHTPOMAM,;

- CO u ux BoIBopy;

- MPUrOTOBIEHWIO UCCNeayeMblX 3KCTPaKTOB.

HacTosawwuin ctangapT He pacrnpoCTpaHseTCA Ha JXUBbIe KNETKW, MpW 3TOM CTaH-
AapT pacnpocTpaHaeTcss Ha maTepuansl unu komnoHeHTel MW, npegcraensioLwime co-
6ol KOMOUHMPOBaHHYIO MPOAYKLMIO, COAEPKALLYIO XKUBbIE KMETKM.

MeToabl akCTpakumm, NpUMEHsIEMbIe ANA NPOBEAEHUSA UCCNEN0BaHNN XMMUYECKNX
ceoiicte matepuanos/MW, npuseaensl B 1ISO 10993-18. Pasgenbl 7—11 [3a ucknoye-
Huem 10.3.5 u 10.3.11, nepeuucrneHune b)] gonyckaeTcs NPUMEHSTb NPV NPOBEASHUM
3KCTpaKLMU C Lenbio onpeneneHns XxuMmmuydecknx ceoncTte matepuanoe MW. Takke, ons

3TON Lenu pekomeHayeTcs npumensaTe C.1-C .4,
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2 HopmaTtuBHbIE CCbINKU

HOpMGTMBHbie CCbIJTKM B HACTOALLEM CTaHOapTe OTCYTCTBYIOT.

3 TepMUHbI U onpeneneHus

B HacTosiLem cTaHgapTe NpUMeHeHbl creyowme TePMUHbl C COOTBETCTBYOLLM-
MW onpeaeneHnamu.

ISO n IEC BegyT TepmuHonornyeckne Basbl 4aHHbIX 4718 UCMOMb30BaHNUS B CTaH-
oapTusauuu no crefyrlmm agpecam:

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

- nnatdopma oHnanH-npocmoTpa ISO: gocTtynHa Ha http://www.iso.org/obp.

3.1 KOHTpoOrbHbIXA 3KcTpareHT (blank): BkcTpareHT, He copepalumin uccnenye-
MbIli obpasel, KOTOpkIA Npy NPOBEAEHUN 3KCTPaKLMU NogBepraroT TakoMy e Bo3gein-
CTBUMIO B WOEHTUYHON EMKOCTU, B TEX XE YCIOBUAX, YTO W 3KCTPAreHT C Uccrneayembim

obpasLom.

I pumedaHne — KOHTpOﬂbeII;I SKCTpareHT npepgHasHa4dyeH gnAa OoueHKWM BO3MOXHbIX
HeornpeneneHHOCTeN, CBA3aHHLIX C EMKOCTLIO ANA SKCTPakKu1Kn, 3KCTpareHTom M MeTogom 3KC-

Tpakuun.

3.2 cepTUhULMpOBaHHbIA cTaHAApTHbIM obBpaseuy; CCO (certified reference
material;, CRM): CtaHgapTHbili obpasey (CO), 0OgHO WM HECKONbKO ornpeaeneHHbIX
CBOICTB KOTOPOrO YCTaHOBIMEHbI MeTponornyeckun obocHOBaHHOW MpoLeaypoi, comnpo-
BoXXOaembll ceptucukatom CO, B KOTOPOM MNPUBELEHO 3Héqume 3TOro CBOWCTEA,
CBA3aHHasn C HUM HeonpeaeneHHOCTb, U YTBEPHKOEHNE O METPOMOrMYECcKON NpoCneu-

BaeMOCTHW.

NMpumedyaHue 1 — MNMoHATUE 3HAYEHWUS BKMKOYAET Takke HOMUHaNLHOE CBOWCTBO UMK
TaKOW Ka4eCTBEHHbIN MPU3HaK, Kak WASHTWYHOCTb UMW NocnegoBaTtenbHocTs. HeonpeaeneHHo-
CTW ANA TaKUX NPU3HaKoB MOryT BbiTb BbIpaXeHbl Kak BEPOSTHOCTU UM YPOBHU AOBEPUS.

MpumevyaHue 2 — Metponorndyecku o6oCHOBaHHbIE NMPOLEAYPLI NPOVU3BOACTBA W Cep-
Tupukaumm CO onucaHel, B ToMm yucne, B 1ISO 17034 n 1ISO Guide 35.

MpumedvaHue 3 — B ISO 31 npuBefeHbl pekoMeHAaLMU NO COAEPXKaHMIO cepTUdUKa-
Tos CO.

Mpumedyarnune 4 — ISO/IEC Guide 99:2007 cogepxuT aHanornyHoe onpegeneHve (cu.
5.14).

[ISO Guide 30:2015, 2.1.2]
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3.3 npeyBenuyeHHaa aKcTpakuua (exaggerated extraction): Okctpakuus, B npo-
Llecce KOTOpOW npoucxoauT BbicBoBoxaenve n3 MW Xxumuyeckux cCOCTaBnsoWmUX B
Borbliem KonUYecTBe No CPaBHEHWUIO C KOSIMYECTBOM, MOSTyHEHHbIM B YCIOBUSX, UMU-

TUPYIOLLIUX KIMUHUYEcKoe npumeHeHne MU.

MpumeuvaHue 1 — Cnepyet y6eouTbca B TOM, YTO npeyBenvyeHHas 3KCTPaKkuus He

npuBoauUT K UBMEHEHWIO XUMWYECKOTo COCTaBa 3KCTparpyemoro matepuana unmu seLllecTsa.

3.4 ncuyepnsiBaloLWan 3KCTpakuusa (exhaustive extraction):

OKCTpaKUMsi, NpOBOAMMAs NO3TANHO 4O TEX Mop, noka KONMYecTBO BELUEecTBa, aKC-
Tparupyemoro u3 MW, Ha nocnegHem atane ctaHeT meHee 10 % OT Konu4yecTsa Bellle-
CTBa, U3MEPEHHOro (rPaBUMETPUYECKUM UMK APYTUMU METOLaMU) Ha HavyarnbHOM aTane

3KCTPaKLMW.

MpumeyaHune 1 — TakK kak HEBO3MOXHO MPOAEMOHCTPMPOBATL UCHEPMbLIBAOLLUIA Xa-
paKTep 3KCTPaKUUWU CredoBblX 3KCTparmpyemblx BellecTB B UCCNEAyEMOM Martepuane, To npu-
MEHST ONpefeneHne McHepnbiBaloLLen 3KCTpakumMm, NpUBEAEHHOE Bbille (CM. Takxe npuno-

*eHune C).

3.5 3KkcnepuMeHTanbHbBIA KOHTponb (experimental control): Belectso ¢ gocra-
TOYHO U3YYEHHbIMU BUONOrMYECKUMN peakLUUsiMA Ha HEro, MPUMEHSIEMOE B KOHKPETHOM
MeTOo4e ANs OLUEHKU U NOATBEPXAEeHUS BOCNPOU3BOAUMOCTM U COOTBETCTBUSA NOMYYEeH-
HbIX PE3ynbTaToB.

3.6 uccnegyembiii 3KCTpaKT (extract): PactBop, nony4yeHHbI B pesynbTaTe aKc-
Tpakumu uccnegyemoro obpasya U KOHTpons.

3.7 aKcTparupyemoe BellecTBO (extractable substance):Bewectso, BbicBOGOX-
naemoe 13 MU nnu KOHCTPYKLMOHHOrO MaTepuana npu npoBefeHnn 3KCTpakuuv ¢ nc-
NONb30BaHMEM 3KCTPareHTOB B YCIMOBUAX, KOTOPbIE COOTBETCTBYHOT YCINOBUAM KIUHU-

4YEeCKOro NpMMeHeHUsa Unu AenarTcsa Bonee XecTKkumu.

3.8 ogHopogHocTL (homogeneity): MMOCTOAHCTBO XMMUYECKOrO U (HDU3UHECKOro
cocTaBa MaTepuana U COXpaHeHWe ero paBHOMEPHOCTW B OTBET Ha GUONOrMYeckyo

peakuno opraHnama.

MpumevyaHue 1 — CO cunTaloT OAHOPOAHBIM, ECMIN YCTAHOBNEHO, YTO Gronoruyeckas
peakunsa B KOHKPeTHOM MEeToAe WCCMNefoBaHWs HaxoQWTCH B YCTAHOBMEHHbIX npepenax He-
onpejeneHHocTn ANA 3Toro Metoda WCCrnenoBaHua HE3aBMCUMO OT NapTuu UMW CEepUU MmaTe-

puana, u3 kotoporo(on) oTobpax nccrenyemelii obpasel,
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3.9 BblwenayuBaemoe BewecTro (leachable substance): BeluecTBo, BLICBODOX-
naemoe 13 M unn matepuana npu ero KMHUYeCKoM npumMeHeHuu.

3.10 oTpuuaTenbHbIX KOHTPONL (negative control): MaTtepvan w/wnu BellecTso,
C JOCTaTOYHO UBYYEHHbLIMU XapakTepUCTUKaMu, KOTOPbIN NpU NPUMEHEHUN B KOHKPET-
HOM MeTofe MUCCreaoBaHusa NoATBepXaaeT BOCNPOU3BOAUMOCTE 3TOr0 MeToda v cooT-
BETCTBME OTPULIATENBHOrO, HEpPeakTUBHOrO UM MUHUMarnbHoro 6uonoruyeckoro oTee-

Ta B TECT-CUCTEME YCTaHOBNEHHbLIM Tpe6OBaHV[F[M.

MpumeyaHne — B kauyecTtee OTPUUATENBHOrO KOHTPOIA, KaK MpaBunno, UCNonb3yoT

CO, a TawkKe KOHTPOMbHbIN 3KCTpareHT (cM. 3.1) U UCXOLHbLIV 3KCTPareHT/pacTBopUTENb.

3.11 nonoxuTtenbHbIW KOHTPOIb (positive control). MaTepuan w/unu BewecTso, C
AOCTATOYHO W3YYEHHBIMW XapaKTepuCcTUKamK, KOTOPbIA, NPU NMPUMEHEHUN B KOHKpPET-
HOM MeToAe, NoATBEpPXAaeT BOCNPOU3BOAMMOCTE 3TOr0 METOA4a W COOTBETCTBME MO-
NOXUTENBHOrO UMW PeakTUBHOIO BUONOrMYeckoro OTBeTa B TECT-CUCTEME YCTAHOBIEH-
HbIM TpeboBaHuAM.

3.12 cranpapTHbI obpasey; CO (reference material, RM): Matepuan, gocra-
TOYHO OAHOPOAHbLIA W CTaBUNBHLIA MO OTHOLLUEHUIO K OAHOMY W HECKOMLKUM onpegae-
NEHHbLIM CBOWCTBaM, KOTopble Bbinn ycTaHOBMNEHbI ANSA TOro, YToObl UCMONB30BATL €r0

Mo HasHa4YeHWK B N3MepuTesibHOM npoLuecce.

MpumevaHune 1 — CrtaHaapTHbIN 0Bpasel — 3710 o6LEee NoHATHE.

MpumeyaHune 2 — CeolictBa MOryT ObiTb KOMUYECTBEHHLIMU UMW KAYEeCTBEHHbLIMU,
HanpuMmep, UAEHTUYHOCTb BELLECTB Ui 06 LEKTOB.

NMpumevyaHune 3 — [pUMEHEHWE MOXET BKMOYATL KanMBpPOBKY W3MEPUTENbHON CU-
CTEeMbI, OLlEHWBAHME METOAMKWN U3MEPEHWUN, NMPUNUcsiBaHne 3Ha4YeHWin CBOWMCTB ApYyruMm mare-
puranam u KOHTPOsb KadyecTBa.

MpumedaHue 4 — ISO/IEC Guide 99:2007 copqepUT aHanormyHoe onpegeneHune (cm.
5.13), HO orpaHMyMBaeT pacnpocCTpaHeHe TEPMUHA KU3MEPEHUE» TOMBKO Ha KOMUYECTBEHHbIE
sHaveHus. OgHako B ISO/IEC Guide 99:2007 (5.13, npumeyanue 3) (VIM), cneunansHo BKMHO-
YEHO MOHATUE KaYeCTBEHHbIX MPU3HAKOB, Ha3BaHHbIX « HOMWHamNbHbIE CBOACTBAaY.

[MMpumeyaHue 5 — JlabGopaTopus formkHa NOATBEPANUTL, YTO UCCNEAOBAHUA METOAOM
MOZENUPYEMON SKCTPaKLMM NPoBEAEHbI C UCMOMb30BAHWEM YCMOBUA KITMHUYECKOrO npuMeHe-
Hus MW/maTepnana. Metoa mMopenupyeMoit aKCTpakumMu NpuMeHeH npv ycrnosuu, yto MU oT-
HeceHo k kaTeropun MU, okasbiBaloLUx MakcUMarnbHO BO3MOXHOE AnuTensHoe B1onormiecko-
ro AecTBUE Ha opraHn3m YeroBeka, U Npu UccnefoBaHuK YYTeHbl TUM TKaHW, NoaBepraemMoit

BO3AEUCTBUIO 1 TeMnepaTypa BO3IAEACTBUS.
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[ISO Guide 30:2015, 2.1.1. TepmuHonoruyeckasa ctatbs U3MeHeHa — OobasreHo
npumedaHue 5]

3.13 crabunbHocThk (stability): CnocobHocTe MaTepuana coxpaHaTb YCTaHOBMEH-
Hble 3Ha4yeHUs CBOWCTB B 3afaHHbIX Mpefenax B TeyeHue onpederneHHoro nepuoga

BpeMeHW Npn XpaHeHn B 3a4aHHblX YCNOBUAX.

MpumevyaHue — Cm. COOpHUK aHanUTUYECKOW HOMEHKNaTypbl, u3faHHbin MexayHa-

POLHbLIM COHO30M TEOpeTUYecKon 1 npuknagHon xumun (IUPAC) [5].

3.14 uccnegyembin o6pazew (test sample): MW, ero oTaoenbHbI KOMMNOHEHT UMK
maTtepuan (Mnu ux penpeseHTaTuBHbIA oBpasel, N3roToBNEeHHbIN 1 obpaboTaHHbIN K-
BUBANEHTHBIMU crocobamu), UX IKCTPaKkT UM ero nopumsa (KOmM4ecTBO), KOTopble.
NPUMEHAIOT ANt NPOBEAEHUA UCCNEAOBaHUIA C Lenblo oueHkn Buonornyeckoro aew-

cteusa M/matepuana.

4 OOLwme NonoxeHus

C uenbio uaeHTUUKaLUKM onacHOCTEW U oueHkn pucka MWA/maTepuanos,
BO3HUKaKLWNX B pesynbTaTe U3MEHEHWI B NMPOU3BOACTBEHHOM MpoLecce Wnu HeHagd-
fexallero KOHTponsa NpoW3BOACTBEHHOrO npolecca, npyu oTbope 1 NoAroTOBKE MUCCrie-
ayembix obpasuos crnepyeT yduTeiBate Tpebosanua 1SO 14971, Ocoboe BHUMaHUe
criefyeT yaensaTb TexHororndeckum pobaekam, HenpegHaMepeHHbIM NpUMecsam uc-
criegyemMoro marepvana v npumecsm, KoTopble MoryT ObiTb MpUBHECEHbI NPOW3BOA-
CTBEHHbIM MPOLECCOM, HanpuMep, OCTaTOYHble KOSIMYECTBa NpUMeceid, YMCTALLMX W
OEe3NHPUUUPYIOLLMX CPELCTB.

B craHgapTtax cepumn ISO 10993 ycTaHoBneHbl pasnuyHble MeToabl Buonoruye-
CKUX uccriefoBaHuii. B cBA3K ¢ aTUM AN onpefernenns npurogHocTM meToda Afs uc-
criefoBaHus KoHkpeTHoro MW/matepuana crnepyeT pyKOBOACTBOBAaTbCS COOTBETCTBY-
IOLLMM CTaHZapTOM 3TOW Cepun.

OKCNepUMEeHTarnbHbIA KOHTPOMb MPUMEHSIOT NP OLEHKe OUonorndeckoro gen-
CTBMA ANA Banuaauun metona nuccnenoBaHns Uunm cpaBHUTENbHOrO aHanusa pesynb-
TaTOB WUCCNEeAoBaHWs pasHbiX marepuanos. B 3aBMCMMOCTU OT NPUMEHSEMOrO KOH-
KpeTHoro meTtofda uccrnegoBaHus criefyeT UCronb3oBaTth MO0 oTpULaTENbHbIA KOH-
TpoIb, NGO NONOXWUTENbHbIA KOHTPOSb, NGO KOHTPONbHbIA 3KCTPAreHT, NMBo BCce Tpu
OOHOBPEMEHHO.

MpumedyaHue — KOHTPONM OZHOrO W TOFO Xe TWMa AOMycKaeTcs NPUMEHATL B pas-

NUYHBIX MeToAax uccnenoBaHui ans obecne4yeHns BO3IMOXKHOCTM npuBoOnTb B OoTHETax 06 uc-

5



MOCT ISO 10993-12—2023

crienoBaHusX NepeKpecTHbIe CChIIKU Ha YCTaHOBMEHHble Matepuanbl U MeTodbl. Pekomeraa-
UMK No BbLIBOPY 3KCMEPUMEHTaNbHbLIX KOHTpOnei npuBeaeHbl B npunoxeHun A. MNpu Beibope
MONOXUTENLHOrO KOHTPONSA AMNS UCCNefoBaHuiA MeTodamu in vivo cnegyeT yvuTbiBaTb npasuna

obpalyeHuns c nabopaTopHbIMU XUBOTHLIMM.

5 CtaHpapTHble obpasubl
5.1 O6LwuKe NonoXXeHus

CO npepocTaensalT cneunanusmposaHHble nadopartopun. Obbem nccnenoBaHus
XUMUYECKUX, dmsnvecknx n rnonorndecknx ceoitcts M/matepuana onpegenser KoH-
kpeTHas nabopatopus. MU/matepuansl, nmetowmeca B Npoaaxe LonycKkaeTcs npume-

HATL B kayecTtse CO.

MpumevyaHne — Cm. Tawke ISO Guide 35.

CCO cnegyetr BbibuvpaTe € Y4€TOM WX CTEMEHW YUCTOTbI, XUMUYECKUX
XapakTepuUCTUK, COOTBETCTBMA NpennonaraeMomy MpUMEHEHUIO U ODLLEedoCTyNHOCTH.
Cneunduyeckne xummnyeckne, usndeckme n Bnonornyeckme xapakrepucTukn JOMKHbI
ObITb oOnpegeneHsl npu MexnabopaTopHbIX WccrnedoBaHUAX B Tpex wunu bonee
nabopaTtopusx, 1 NpefocTaBlieHbl UccrnefoBaTento NocTaBLMKOM.

Wcecnenoeartento pekomeHayeTcs nonyyduts oT nocrtaswmka CO unmn CCO obsasa-
TENLCTBO O TOM, YTO 3TW MaTepuansl OyoyT emy LOCTYMNHbl B TEYEHUE HE MEHee NATU
net, unu ot narotosutens CO unn CCO «OTKPbITON hopmMynbl», T. €. UCXOAHbIX MaTe-
puanoB W nertanein TeXHONOrM4yeckoro rnpouecca, ans obecnedeHus NoATBEPXKOEHUSA

opgHopogHocTu napTuin CO.

5.2 CepTtucdmMkauma cTaHOapTHbLIX 0OpasLoB ANA OLEHKM OGUONoruvyeckoro

OeAcTBuUA

Banupauma CO senseTcs npouenypou, KoTopasi ycTaHaBMMBaeT KONMMYECTBEHHOE
WM KavYeCTBEHHOE 3HadYeHue OuonorM4yeckoinl peakuuu opraHuaMa YerioBeka Ha
MW/maTepuan B onpegeneHHbIX ycrnoBusx, obecrnedvBas pesynbtaToB B nabopaTop-
HbIX /MK B MexnabopaTopHbIX nccnegoBaHuax. [nanasoH 3Ha4YeHuin B1uonornyeckon

peakunn Ha IV[I/I/MaTepman yCTaHaenuBarkT B na6opaToprlx nccnenoBaHUAX.

MpumedaHune — Cm. Takke ISO 17034,

MocTaBwuk CO pgomkeH ero ceptuduumnpoBaTts. [locTaBlymk onpeaensetT obvem
nccrefoBaHuin xuMmmnyeckux n gusmdeckmnx ceoncte CO. KoHkpeTHas nabopaTopus, uc-

nonb3ytowas CO, OomkHa onpeaenuTs GUonorMyeckne xapakTepucTuku, Heobxoau-
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mble ans sanupgauun CO (ycTaHOBNEHUS NPUroAHOCTU) C UEnblo MPUMEHEHUs B KOH-
KpeTHOM MeToze uccrnefosanus. KoMmepyecku AOCTynHblE MaTepuansl MOryT UCNOSb-
3oBaTbcs B kayectBe CO gonyckaeTcs UCMonb3oBaTh MaTepuansl, UMetoLluecs B npo-
[axe, Npy YCIOBUK, YTO OHU cepTUULMPOBaHbI ¥ BanuavpoBaHel B YCTaHOBIEHHOM
nopsagke.

Ceptucbukaums CO sBnseTca npouenypow, KoTopas ycTaHaBnuBaeT Konuye-
CTBEHHOE WM Ka4eCcTBEHHOE 3Ha4YeHne OMONOrnYeckon peakuuu opraHu3mMa YenoBeka
Ha MW/maTepuan B 3agaHHbIX YCroBMAX nccnegosanns. [JaHHywo npoueaypy npoBogat
C LEenblo Banuaauum pesynbLTaToB, NofyveHHbIX npu uccnegosarnun Mi/martepuana Ha
KOHKPETHYI0 BUONMOTMYECcKyto peakuunio, 1 Belgayu ceptudmkara. buonoruyeckyo peak-

uuto Ha MA/maTepuan yctaHaBnueatoT B MexrnabopaTopHbIX UcCnenoBaHusX.

6 Ucnonb3oBaHue cTaHOapTHOro obpasua B KayecTBe 3KCrepu-

MeHTalnbHOro KOHTpoONA

CO unun CCO nenonb3ytoT B BUonorndecknx nccrefoBaHuax B Ka4ecTBe aKkcnepu-
MEHTarbHbIX KOHTPONen (MONoXUTENLHOTO W/WNKM OTPULATENBHOro) C Lenbo Banuaa-
UMM MeToZa UCCrefoBaHUit U Nony4YeHns BOCNPOU3BOAUMBIX PEe3yNnbTaToB,. Takum 0b-
pasom, noboin Mmatepuan, NPUMEHAEMbIN B Ka4YeCTBE IKCMEPUMEHTarNbHOrO KOHTPOIIS,
AofkeH OblTb OXapakTepusoBaH ANSA KaKAoro KOHKpeTHoro mertoga buonorn4eckoro
nuccnenoBaHus. MaTtepuarn, oxapakTepusoBaHHbI U CepTUPULMPOBAHHbLIA AN O4HOro
pedepeHTHOro MeToga MCCnefoBaHus unu Buonornyeckoi peakuuu, Hanpumep, ru-
NepyyBCTBUTENBHOCTU 3aMeANleHHOro Turna, He OOoMycKaeTCs WCMofb3oBaTh kak CO

Ona gpyroro, Hanpumep, UMTOTOKCMYHOCTH, Be3 onoNHUTENBHOW Banugauuu.

MpumeyvyaHune — Wcnone3sosaHue CO obecnedymBaeT COMOCTABMMOCTb PE3YNLTATOB
MeXabopaTopHLIX UCCNEROBAHUIA U BOCNPOM3BOAMMOCTL Pe3ynbTaToB UCCnenoBaHui, npo-
BOOMMBbIX B KOHKPETHbIX nabopaTtopusax. [Ona cpaBHeHWs GUONOrnyeckon peakumn pekomeHay-
eTcst ucnonesoeaTte CO, nmerwme grnanazoH Suonorvieckx peakuui, Harnpumep, MUHMMans-

HbIA, CpeqHWUA NN CUMNbHbLIA.

CO, ucnonb3yemble B Ka4ecTBe IKCMEPUMEHTanbHbIX KOHTpOnei, AOMmKHblI COOoT-
BETCTBOBaTbL TPEeOOBaHWSAM, YCTAaHOBMEHHbIM CTaHZapTaMu MeHemKMeHTa kadecTsa
U3roToBUTENSA U UcnbiTaTensHoin nabopatopun. CO OomKHbLI CONpoBOXAATLCH cBefe-
HUAMW O nocTaBLUMKe, U3roToBuTEnNe, cTeneHn Yyuctotel u Tune. Moarotosky CO npo-

BOOAT B COOTBETCTBUM C pa3ferioM 8.
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Ecnu CO 1cnonb3ayloT B KAYECTBE IKCNepUMEHTarbHbIX KOHTPOSENR, TO OHWU JOMK-
Hbl OTHOCUTLCH K TOMY € Knaccy mMaTepuarnos, YTO W MUcclegyembli MaTepuan, T. €.
nonumep, Kepamuka, MeTasns, KonnouaHbld pacTBop. YncTele XMmuyeckue sellecTsa
[OMNyCcKaeTCA UCMomnbL30BaTh B KAYECTBE 3KCMEPUMEHTANbHOrO KOHTPOINS ANs Uccneno-
BaHWiA, OCHOBAHHbIX HA MeXxaHuamax BUoNornYecKoro AeNCTBUS, HaNpUMep, UCTbITaHUS

Ha reHOTOKCUYHOCTb U TMNep4vYyBCTBUTENBbHOCTE 3aMenneHHoro Tina.

7 TpeboBaHus K uccrnegyembiM obpasuam

WccnepoaHus npoBogdAT Ha rotoBom MW, penpeseHTaTMBHOM KOMMOHEHTE roTO-
soro MW, matepuane, obpaboTtaHHOM TakuMm xe obpas3om, Kak W marepuarn rotoBoro
MW (cm. ISO 10993-1), unu cooTBETCTBYIOLWEM UCCrNeQyeMoOM 3KCTpakTe, MpuroTos-
NEHHOM U3 BbilenepeyucrneHHoro. Beibop uccrnegyemoro obpasua [omkeH ObiTb

obOoCHOBaH.

MpumevyaHune — [nsa uccrnefoBaHWs matepuanos, OTBepX4aembix in situ, moryT no-
TpeboBaTbcs pasnuuHble oBpasupl, NpeacTaenawwme coboil MaTepuan B OTBEPKOEHHOM W He

oTBEepPXOAeHHOM COCTOAHMK ONA CpaBHEHNA.

Ons abcopbupyembix mMaTepuanos, KOTOpble MOTEHUMAnbHO MOryT CofdepaThb
TOKCWUYHbIE MPOAYKTHI Aerpagauuy u npumMecu, peKoMeHayeTcsi MpoBeCcTW UccrenoBa-
HUSI MPOMEXYTOYHBIX MPOAYKTOB.

Mpu NpoBeAeHUN UCCNedoBaHUS C UCTIONb30BAHUEM SKCTPAKTa NMPUMEHSIOT TaKyio

Xe npouenypy otéopa uccrnegyeMbix 06pasLos.

8 lMoproToBka uccnegyemMbiX U CTaHAAPTHLIX 0Opa3LoB

Ncenenyemble obpasubl 1 CO criegyeT obpabaTbiBaTh B YCNOBUAX, UCKITHOYAOLLMX
KoHTamuHauuto. BellectBa, obpasoBaBLuMecs B npolecce NpOoU3BOACTBA, OYUCTKY,
cTepunusauuu n T.M., cnegyeTt cHUTaTh HeoTbemMremoin yacteio MW, ero KomrnoHeHTa

Unn penpe3eHTaTMBHOro oGpasu.a.

MpumeyaHue — [ononHUTenbHbIE pekoMeHgaLmMm no oTéopy U NogrotToske 06GpasLoB

npuBeAeHsl B Npunoxenun B.

- [NogroToBky uccnegyemblx obpasLoB ctepunbHbix MU n CO cnenyeT npoBoguTh
C y4eToM TpeboBaHWin acenTukn (ecnv 3TO COOTBETCTBYET METOAY MCCIef0oBaHus).
Ecnu ans npoeefeHus uccriefoeanus TpebyloTcs YucTble, CTEpUribHbIE U NPO-

AE3VHMULMPOBAHHbIE nccrnienyemblie obpasubl, TO UX cnegyer obpabartbiBath Crnoco-
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BoM, pEeKOMeHAOBaHHbIM W3rOTOBMTENEM, B acenTUYecKUX YCrnoBusX (ecrm 3To cooT-
BETCTBYET METOAY UCCNeaoBaHus).

- Ecnu TpebyeTcs ouncTka nccnegyemolx obpasLos, To npu ux otéope n noaro-
TOBKE CrnefyeT yYuTblBaTh BO3AENCTBIE NpoLecca O4YUCTKA U YUCTALLUX CpeacTs.

Nceneoyemble obpasubl MU, koTopble NPUMEHSIOT HECTEPUNbHBIMW,-CNEOYeT MC-
nonb3oBaTb B TOM BWAE, B KAKOM UX MOCTaBIIAIOT, Npyn 3TomM 0bpaboTky nccregyembix
06pasLoB BbIMOMHAT € yYeToM TpeboBaHUN acenTUKN Ha MPOTSHKEHUNU BCEro npouec-
ca noarotoBku. Ecnn TpebytoTca cTepunbHele uccnegyemble obpasibl, Hanpumep, O
ncernenoBaHms Ha LMTOTOKCUYHOCTL, TO MPU WX MOArOTOBKE crefyeT y4YuTbiBaTb BO3-
[leicTBME Mnpolecca CTeEpUnU3aunMn Unm noBTOPHOW CTepunusauum Ha uccrnenyembii
obpasey un CO.

Ecnu uccnenyemoe MW n CO Heobxopgumo paspesaTb Ha vactu (cm. 10.3.3), 1O
criegyeT y4uTbiBaTh BrusiHME 0Opa3oBaBLUMXCS HOBbIX MOBEPXHOCTEW, Hanpumep ro-
rocTell Unv MOBEpPXHOCTEN cpesa, He noaBepraBLUMXCs 0bpaboTKe W3roTOBUTENEM.
NHCTpyMeHTbl, npumMeHsieMble onsa paspesaHus MW Ha penpeseHTaTUBHblE Uccnenye-
Mble 00paslbl cnefyeT ouuLaTh MeXay UCMNONb30BaHUEM ANS UCKITIYEHUSA KOHTaMu-
Hauun. Kpome Toro, HeoBXxoamMMo Creautb 3a TeM, YToBbl caMm MHCTPYMEHT He 3arpsas-

HAM uccrneayemsin obpased.

9 OT6op penpe3eHTaTUBHbLIX 0Opa3L OB MegULIMHCKOro usaenusa

9.1 Ecnu HEBO3MOXHO NMPOBECTU nccnefoBaHue uenoro MU, To kaxabin maTtepu-
an, BXoasilui B coctas MW, pomkeH BbITb NMpeacTaBneH B uccriegyemom obpasue B
COOTBETCTBYHOLUUX NMPONOpLMAX:

- uccnegyemblii obpasel, OOMMKEH COoAepxaTb Martepuarn MOKpbITUA U OCHOBHON
maTepuan MW, gaxe ecnu sToT MaTepuarn He KOHTaKTUpyeT C OpraHu3MOM YeroBekKa;

- uccnepyembil obpasel OOMKEH CoAepaTb penpeseHTaTUBHYI YacTb Marepua-
na, Ucnofb3yemMoro Ans CoeguHeHus u/unu ckrnemBaHusa KommnoHeHTos MW, ecnu npwu
nsrotosneHmn MW npsamMoro KoHTakTa NpUMEHSIOT afresus (knen), paavo4yacToTHoe
(RF) ckneuBaHue nnu pacteopuTens.

9.2 KoMnosuuMOoHHBIM MaTepuarn UCCNeayroT Kak roTOBbIA e4UHbIN Matepuan.

9.3 Ecnu npu usrotosneHun MU ncnonb3yoT pasnuyHblie matepuansl, TO Npu oT-
Bope nccnegyemoro obpasua criefgyeT yyuMTbiBaTb BO3MOXHOCTE NMPOABNEHUs adhdek-
TOB BCMNEACTBYE B3aUMOLENCTBUA 1 B3aMMHOIO BO3AENCTBMA MaTepuanos.

9.4 Ecnn n3sBecTHa Buonoruyeckas peakumus Ha KommnoHeHTbl/MaTepuansl MU, 1o

otbop uccnedyembix 06pasLoB credyeT MNPOBOAUTb C YY4ETOM MakCMMarbHOro
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BO3LEWCTBUS NapamMeTpoB M YCNOBUIA NPUMEHAEMON TECT-CUCTEMbI Ha WX XapaKTepu-
CTUKM U CBOUCTBA.

9.5 KomnoHeHTbl M, He KOHTaKTUpYOLLME C OpraHM3MOM YeroBeka, Mo BO3MOX-
HOCTW, CredyeT WUCKMoYaTbh NpW NPUroTOBMEHUW WCCIEdYyEeMbIX SKCTPaKTOB WU Mpu
pacyeTe YCroBMI 3KCTPAKUUKM HE y4uTbiBaTb WX Mnowagb noBepxHocTu. Ecnu aTo BbI-
MOSMIHUTL HEBO3MOXHO, TO YCMOBUA 3KCTPaKUUWU A0MKHbI BbITb 060CHOBaHLL. [pK aTOM
criegyeT ybeaunTbes, YTO BCe yvacTku obpasua, NoTeHUManbHO KOHTaKTupyoLmue ¢ op-
raHn3MOM YerioBeKa, NMOKPbIThl IKCTPAreHToM.

Mpwn oTbope uccnegyembix 00pasLoB CNefyeT y4uTbiBaTh KaTEropuio KoHTakTa
nepcoHana (Bpa4a) W nayueHTa ¢ Marepuanamu, OTIIUYHBIMU OT TEX, KOTOpbIE, Kak
npasuro, obbIYHO UCNOMB3YIOT B NOTPEDUTENLCKUX TOBapax C aHanorm4yHom Karteropu-
en koHTakTa cm. 1ISO 10993-1:2018, 5.2.2, a).

9.6 lNpu oTtbope uccrnepgyembix obpasyoB crnegyeTt yvYuTbiBaTb, YTO KOMMOHEH-
Thl/MaTepuansl MU ¢ pasnuyHeiMu kaTeropnein 1 NPoAOIMKUTENBHOCTBIO KOHTaKTa ¢ op-
raHu3mMom YeroBeka, BO3MOXHO, MoTpebyeTcs SKcTparupoeaTb W UccrefoBaTb OT-

AenbHO Opyr oT Apyra.

10 MNMpuroToBreHUe 3KCTPaKTOB U3 UCCeayeMbiXx 06pa3LoB
10.1 O6wme nonoxeHusn

Ecnu gna nposefeHus uccrnegosanuns TpebyeTcs NpUMEHeHWe 3KCTPaKkToB, TO
9KCTpareHTbl, NapameTpbl ¥ YCIOBUSA 3KCTPaKUWMU LOIMKHBI COOTBETCTBOBAThL XapakTe-
pUCTUKaM 1 Ha3Ha4yeHWo roToBoro K npumeHeHuto MW 1 uenu nccnenoBaHus, Hamnpu-
Mep, aeHTUdUKaLMa onacHocTel, KONMMYeCTBEHHOE OnpeaesieHne unmn oLeHKa pucka.
[Mpun BbIBOpE yCroBWUIA BKCTPaKuuy cneayeTt yuuTblBaTb (PU3MKO-XMMUYECKNE CBOWCTBA
maTtepuanos MU, BbilllenaynsaembiX Unu octaTo4HbIxX BellecTB (cm. 1SO 10993-18 un
ISO/TS 10993-19). [ina NnpuroToBneHus nccrnenyembix 3KCTPAKTOB U3 HAHOMaTepyarnos

W HAHOCTPYKTYPUPOBaHHbIX MaTtepuanos — cM. ISO/TR 10993-22.

M punmMme4dyaHune — HdononHutensHble pexKoMmergaunn no npuroToBlieHUO 3KCTPaKTOB U3

ncecnegyembolx 06p83LlOB npuBegeHbl B NPUNoXeHnn C.

10.2 EMKOCTM Ans aKcTpakuuu

SKCTpaKU,VHO crnegyeT npoeoAuTb B YUCTBLIX, XMMUYECKW WHEPTHbLIX, repMeTu4HO

3aKPbITbIX COCYAaX eMKOCTAX C MUHUManbHbIM HE UCNONBE3YEMbIM MPOCTPAHCTBOM.
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[Ina Toro 4ToObl EMKOCTb AN AKCTPaKUMK He 3arpsisHsana UccrneayemMblil SKCTpakT
OHa [orkHa npenctasnaTe coboli NpobupKy U3 BOPOCUIUKATHOTO CTEKNa C KPbILLKOW,
VMEIOLLEN MPOKIagKy U3 XMMWUYECKM MHEPTHOro MaTepuana, Hanpumep, U3 nonuTeT-
padTopaTunieHa. [onyckaeTcs MPUMEHSATb APYTe eMKOCTU U3 XUMUYECKN WHEPTHbIX
MaTepuanos B COOTBETCTBUM C TPeBOBAHUAMU, YCTAHOBNEHHLIMU A KOHKPETHBIX Ma-

TepuarnoB U METOLOB 3KCTpakummn, Nnbo Ansa Toro u Apyroro.
10.3 YcnoBus, napamMeTpbl U MeTOAbI 3KCTPAKL UM

10.3.1 YcrioBust 1 napaMeTpbl 3KCTPaKUWW, YCTaHOBINEHHbIE B HACTOSLUEM CTaH-
AapTe, OCHOBaHbl Ha OBLIEnpUHATON npakTuke n 0BocCHOBaHbl HEODXOAUMOCTbIO NpK-
MEHEeHUs1 CTaHAapTU30BaHHbIX METOAOB 3KCTPaKUMKU. YCROBWUS W napaMeTpbl IKCTpak-
LUK, yCTaHOBIEHHBIE B HACTOSLLEM CTaHAapTe, npeyeBenuyeHbl OTHOCUTENbHO YCIOBUIA
N napamMmeTpoB KIUHUYEeCKOro npumeHeHus M. SkcTpakuuio criedyeT npoBOAuTbL Mpu
OAHOM U3 criefyoLwmx ycriosuin (cm. Take C.5):

a) (37 £ 1) °C B TeveHue (24 £ 2) v,

b) (37 £ 1) °C B TeyeHue (72 £ 2) v;

c) (50 £ 2) °C B TeveHue (72 £ 2) 4;

d) (70 £ 2) °C B TeyeHue (24 £ 2) v,

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

[Mpn vccnepgoBaHW Ha UMTOTOKCUYHOCTE MW KpaTKOBpPEMEHHOro KOHTaKTa 3KC-
Tpakuuio uccrnegyemoro obpasiia NnpoBoAAT B KyNbTyparnbHOW cpege npu Temneparype
(37 £ 1) °C B TeveHue (24 £ 2) 4. lNpw nccnenoBaHUM Ha UMTOTOKCMYHOCTL HE MMIIaH-
Tupyembix MW KpaTKoBpeMEeHHOro KOHTaKTa C HEMOBPEXAEHHLIMU KOXEN UNu Crnuvau-
CTON MPOAOIMKUTENBHOCTb 3AKCTPakuuu uccnegyembix obpasuoB AOMKHa COCTaBMSATb
MeHee 24 4, Ho He meHee YyeM 4 4 (cm. ISO 10993-5). Npu uccnenosaHUn Ha LUMTOTOK-
cnyHocTe MW gnutenbHoro (Bosgeiticteue MW Ha opraHnsm yenoseka coctasngaeTt 6o-
nee 24 4 n He 6onee 30 cyT) unn gonroBpemeHHoro (BosaencTane MW Ha opraHunam
yenoseka cocTasnseT donee 30 CyT) KOHTaKTa peKOMeHLyeMoe BPeEMst 3KCTpaKkuum —
72 4 , Tak Kak NpoBeAeHWNe 3KCTPaKLUUK B TeHeHne 24 4 MoXeT BbiTb HEAOCTaTOYHO AN
MoNy4YeHns uccregyemMoro sKCcTpakTa, codepallero XvMMuyeckue BellecTBa, Bblgens-
lowecs nocne 24 4 knuvHu4eckoro npumMeHeHuns MW. B Takmx cnydasx Bce akcnepu-
MEHTallbHble KOHTPOMUW, BKIoYas oTpULaTeNbHbIA U NONOXUTENbHbBIA KOHTPOMW U KOH-
TPOJbHBIA BKCTPareHT (T. €. NpegcTaBnawlmini coboli ogHy KynbTyparnbHyl cpeay),
criegyeT uHKybuposaTb B TeveHue 72 4. Mpu Hanu4um gadHbix ans MW gnvtensbHoro u

AONTOBPEMEHHOro KOHTaKTa 0 TOM, YTO 24 4 AOCTaTOYHO ON1s npoeeneHna IKCTpakunun
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U U3BNEYEHUS IKCTparvpyembix/BoilienadvBaembix selects u3 MW B 3agaHHbIX Komnu-
yecTBax, a YBeNMYeHne BPEMEHU SKCTpaKLMKU A0 72 4 He NPUBOAUT K BbICBODOXAEHNUIO
OOMONMHUTENbBHBLIX XMMUYeckux sellects ns MW, To gonyckaeTcs NpoBOOUTL 3KCTPak-
uuio B TedeHve 24 4. CnefyeT yYuTbiBaTh, YTO NPU NMPOBEAEHUU SKCTPaKLMU B KyNbTy-
panbHOW cpefe, coaepXallen CbiIBOPOTKY KPOBU, TEMMNepaTypa 3KCTpakLuuu, npesbllla-
owas (37 £ 1) °C, moxeT oTpyUaTeNnbHO NMOBMAUATL HA XMMUYECKUIA COCTaB wu/unu cra-
BUNBHOCTb CLIBOPOTKU, @ TAKKE Ha ApYyriue KOMMOHEHTbI KyNbTyparnsHOW cpeqbl.

Ycnosusa U napameTpbl 3KCTpakuuu, NpuBeAEHHbIE Bbllle U pexomeHﬁyeMble ans
onpefeneHns CTENeHW noTeHuuanbHOW onacHocTU U oueHkn pucka MW/matepuana,
OCHOBaHbl Ha pesynbTaTax uccregoeaHui. [lonyckaeTca Ucnonb3oBaTb Apyrve ycrio-
BUS W napamMmeTpbl aKCTpakuuW, COOTBETCTBYIOLUE YCMOBUAM U napaMeTpamM KinHude-
ckoro npumeHexnus M nnu obecneymsaroline AOCTOBEPHOCTb PE3yNbTaTOB OLIEHKU
noTeHuunaneHo onacHocT MW, mpyv aTom 3TW napameTpbl W YCMOBUSA 3SKCTpaKLuu
AOMKHbI BbITh MpUBEAeHbl B oT4eTe 06 nccrnegosaHuy ¢ COOTBETCTBYHOLMM 0DOCHOBa-
HUEeM.

OKCTpakumsa SBNSAETCS CMNOXHbIM MPOLIECCOM, Ha KOTOPbIA BAUAIOT MHOrMe gakro-
pbl, HANpumep, BpeMs, TeMnepaTypa, COOTHOLLEeHWE NMoLaan NoBepXHOCTU nccrneny-
emoro obpasua 1 obbema aKCTpareHTa, XapakTepucTUKK IKCTpareHTa u gasosoe paB-
HoBecve MaTepuana. CrnefyeT y4uTbiBaTb, YTO Ha MPOLECC 3KCTPaKUUWM KOHKPETHBIX
maTepuanoB MW moryT okasbiBaTe BNnMAHWe gpyrue cdaktopsl. MNpn ncnonb3osaHumn me-
ToAa npeyBenMYEeHHON 3KCTPaKUMK crnefyeT yuuTbiBaTb BO3AENCTBUE HA KUHETUKY 3KC-
Tpakuuu Bornee BbICOKUX TeMMnepaTyp W/unu Opyrux ycrioBui ¥ napaMeTpoB, a Takke
CBOWCTBa U XapaKTEPUCTUKM KOHKPETHOro aKCTpareHTa.

®a3oBoe paBHOBECWE MaTepuana BO BPEMSA 3KCTpaKUMW onpenensieT OTHOCU-
TenbHoe cofepxaHue amopdHoi 1 Kpuctannudeckon das. [Ans amopcHon dasbl Tem-
nepaTtypa pa3oBoro nepexoga (CTeknosaHusa) Tg onpedensieT NOABWMXHOCTbL NoJIMMep-
HOW Uenu 1 ckopocTb Ancdysnn B AaHHON dase. Kak npasBuno, ckopocTe anddysum
npv TemnepaTypax Bbille Tg 3Ha4YUTENbHO BbllLe cKopocTu auddysun npu Gonee HU3-
kux TemnepaTypax. Camasi Hu3kas ckopocTb auddysun HabnogaeTcs B Kpuctannmye-
cKoW hase. YCrnoBusA U NnapameTpbl 3KCTPaKuun He OOMKHbI U3MEeHsTh ha3oBoe paBHO-
BECMe MaTepuana, Tak Kak M3MeHeHne ha3oBOro paBHOBECUSA MOXET MOBMeYb 3a Co-
Boi n3MeHeHne Konu4ecTBa U Tuna aKCTparupyemMbix BELLECTB.

Hanpumep, npu 1ncnonb3oBaHWM B NMPOLECCE 3KCTPaKuMy MOBbILUEHHbIX Temnepa-
TYP MOXeT NpOon3oNTu:
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- yBENU4eHHoe obpasoBaHue nonepeyHbiX cBA3el (cluMBka) u/unv nonuMmepusa-
LS NoniMMepa BCreLcTBUE Yero YMEeHbLUIMTCA KonuyecTBo cBoboJHOro MoHoMepa, Bbi-
cBobOXOAaeMOro U3 rnofiMMepHoOro MaTepuarna B npouecce akCTpakuuu;

- obpasoBaHue NPoLYyKTOB Aerpagalumm, KoTopble, kKak NpaBuno, OTCYTCTBYIOT B ro-
ToBOoM MW B ycrioBusAX ero KNUHUYECKoro npuMeHeHus.

10.3.2 Ecnu aKkCcTpaKkuuio MaTepuanoB, KOTopble npegHasHadeHbl Ans pacTBope-
HUs unn abcopbumm B YCIOBUAX KNUMHWYECKOro npumeHeHuss MW, npoBogsaT ¢ npume-
HEHWEM NapameTpoB U YCrOBUMW, NPUBELEHHbIX B HAacTosWeM nogpasgene, To crneayet
yYuUTBIBATb TEPMUYECKME CBOWCTBA (Hanpumep, TeEMnepaTtypy CTEKNOBaHWA nonume-
pOB) Matepuarnos U COOTBETCTBYIOLUME YCMOBUA KIUHUYECKOro npumeHenus MW. Wc-
crnefyemMble 3KCTPakTbl TakMX mMaTepuarioB, MPUroTOBMEHHbIE C MPUMEHEeHueM napa-
METPOB W YCMOBWUIA, NPUBEOEHHbLIX B HAacTOALEM Nnoapasgene, MoryT He noaxoAuTb Mo
‘nokasaTtensm pH © oCcMOnSNBHOCTU ANSA UCCNEeAoBaHUS B KOHKPETHOW TecT-CUCTEME.
Jlobas KoppekTMpOoBKa WUCCrefyeMblX 3KCTPaKTOB, MPOBEAEHHAs [0 WCcrefoBaHus

Buocoemectumoct MW, gomkHa 6biTe 06oCcHOBaHA.

MpumeyaHune — [lononHuTenbHaa MHMOpPMaLUMUA O NOAroTOBKE Uccnegyemsix obpas-
LoB abcopbupyembix MW npueegera B 1ISO 10993-3, ISO 10993-6, ISO 10993-13, I1SO 10993-
14, 1ISO 10993-15, ISO 10993-18 n ISO/TS 37137-1.

JKcTpakuuio uccrieqyemMbix obpasLoB crneayeT npoBoAUTb C UCMOMb3OBaHUEM CO-
OTBETCTBYIOLLMX SKCTPAreHTOB, BpEMEHU W TemnepaTyp, 4Tobbl, NO BO3MOXHOCTU, UMU-
TUpoBaTh Ype3MepHoe Bo3fencTBue Buonoruveckoi cpegbl Ha MW/matepuan. MNpwu
HeobxoQuMOCTU O0MyCKaeTCA OCYLLUECTBMATL MOSTHOE pacTBOPEHWE uccrneayemoro ob-
pasua Cc UCrnonb3oBaHWEM 3KCTpareHTa, napaMmeTpoB W YCNOBWA, PEKOMEHOOBAHHbIX B
HacTodAwem ctaHgapTe. [pu aTom cregyeT cobnogaTe OCTOPOXKHOCTb, MOCKOMbKY Mpu
MOJSIHOM pacTBOpeHun nccnegyemoro obpasuya MW/matepuana MoryT BOSHUKHYTb Tpya-
HOCTW NpW NpPoOBeAeHWM nocnegyloero BUonorM4yeckoro uccrnegoeaHns (Hanpumep,
MpW BLICOKOW BA3KOCTW UCCRegyeMoro saKkcTpakta ero yaeT Tpy4gHO BBECTM XKUBOTHbLIM
©e3 npegBapuTensHoro pasbaeneHus, Npu UccnegoBaHum MetTogamu in vitro Ha yuTo-
TOKCUMYHOCTb B Cly4ae MOBbILUEHHbIX 3HAa4YeHU OCMONASBHOCTA UMW U3MEHEHUSA 3Ha-
YyeHuin pH wuccriegyemoro aKcTpakTa OyaeT 3aTpyAHEHO BbIMOMHUTL MHTEpPrpeTauuio
MONy4YeHHbIX pe3ynbTaTtos). [pyu NpUroTOBNEHUW UCCREedyEMbIX 3KCTPaKToB ANA onpe-
AeNeHns XUMUYECKNX CBOMCTB U OLIEHKM OMaCHOCTU NPOMEXYTOYHLIX NOTEHUManbHbIX
npodyktoB derpagauun MW/matepuana, cnefyeTt AOMNONHUTENbHO PYKOBOACTBOBATLCA
ISO 10993-17 n ISO 10993-18.
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10.3.3 Onsa onpepeneHus Heobxogumoro obbema aKcTpareHTa OOMycKaeTcs Wc-
nonb3oBaTh CTaHAapTHOE 3HauyeHwe nnollagn NnoBepxHocTW uccriegyemoro obpasua,
KOTOpOe BKMtoYaeT obLLyH NnnoLwanb NoBepxXHocTu obeunx ero CTOPOH, KOHTaKTUPYHLLNX
C Ovonoruyeckoi cpenon, 3a UCKMYeHneM HepoBHocTel. Ecnin us-3a koHdUrypaumm
uccnegyemoro obpaslia HEBO3SMOXHO OMPEeAenuTb Nfolagb ero MoBepXHOCTH, TO
HeobxogMmMo Ucronb3oBaTk COOTHOLLEHWE macca uccnegyemoro obpasiua/obbem akc-
TpareHTa (cMm. Tabnuuy 1).

[onyckaeTca Ucnonb3osaTth ApYrie COOTHOLLEHUS MoLlaan NOBEPXHOCTU UCCre-
ayemoro obpasua K obbemy akcTpareHTa, Hanpumep Te, KOTopble HeobxoAuMbl ANs
OLIEHKN MOPUCTLIX Marepuarnos, Npu yCcrioBuM, YTO B Npouecce UCCrneaoBaHus UMUTK-
pylOT YCNOBUS KIIMHUYECKOro npumeHeHns MW unu oueHuBaloT NoTEeHUManbHYK onac-
HocTb aTux matepuanos (B ISO/TS 10993-19 npuBeaeHbl METOAb!I UCCNeA0oBaHUS AN
onpeaeneHs Moponornyecknx XxapakTepncTuk NopucTbIX MaTepuanos).

[ns obecnevyeHunss NOMHOro NOrpyxeHust uccriegyemoro obpasLa B aKCTpareHT Ao-
nyckaeTcs paspesartb ero Ha Mernkue 4acTu, 3a UCKITIOYEeHUEM Chny4vaes, Korga 370 He
fonyckaetca (cm. 10.3.4). Hanpumep, ncecnegyemsie obpaslbl NONMMMEPHLIX MaTepua-
OB PEKOMEHAYETCA paspesaTb Ha YacTy pasMepomM npubnusnTensHo 10 x 50 Mm? unm
5 x 25 Mm>.

Tabnuuya 1 — CraHaapTHble 3Ha4YeHWA Niowanu NMoBepxHOCTU uccnegyemoro obpasua u

obbema akcTpareHTa

CooTHoweHne SKCTpakunn

TonwuHa uccneayemoro obpas- (nnowanb NOBEPXHOCTU WUNK
MNpumepbl dopm Martepuanos
ua®, Mm Macca uccrnegyemoro obpas- Gl s P
La/obbem skcTpareHTa) =10 %
<05 6 SRR [NeHKW, NUCTLI U CTEHKN TRY-
6ok
0T 0,570 1.0 3 eMmn CTeHku Tpybok, nnacTuHbl,
HeGonblune nuTbie MW
>1,0 3 cm*/mn KpynHble nutsie MU
lMopollkW, rpaHyrbl, neHa,
Teepabie MW Henpasunbs- 0.2 r/mn Heabcopbupyemele nutble MW, no-
HOW chopmebl ' pucTble Marepuansl BLICOKOA Mro-
HOCTM
MW HenpaBunbHO hopmbl,
W3roTOBMNEHHbIE U3 NMOPUCTBIX Ma- 01 iR MembpaHbl, TEeKCTUMbHbIE
Tepwanos (mMarepuanoB HU3KoM ' marepuvarnsl

NNOTHOCTK)

* Ecnu MW COCTOUT 13 HECKOMbKMX KOMMOHEHTOR Pa3HOM TOSLLUMHLI, KOHTAKTUPYHLLMX C OPFraHW3MOM Yeroee-
ka, TO BbIBOP COOTHOLIEHUS 3KCTPaKLMK JomkeH BbiTb 0BocHoBaH.— Hanpumep, MOXHO paccuuTaTh SHaYeHVe CooT-

HOLLEHWA IKCTpaKUWM ANA KOMMOHEHTa U3 MaTepuana ¢ HauMeHbLUEN TOMNLWHOW.
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NpumeyaHue — CTaHQapTU30BaHHbIE METOAbLI UCCMNEAOBaHWA NOMUMEPHBIX MaTepuanos, NOrnoLarLLmX
pacTeopbl (Hanpumep, abcopbeHTOB M TMOPOKONMOUAOB) OTCYTCTBYIOT, MO3TOMY PEKOMEHAYETCA BbIMONHATL CNeay-
oLMe AencTeusa:

- onpenenuTs 06bem akcTpareHTa, abcopbupyembiit kaxasim 0,1 runu 1,0 cm? nccneayemoro obpasua;

- 3aTeMm, Npu NposBefeHUN aKCTpakuuy AobaBuTe 3TOT AONONHUTENBHLIR 0Bbem aKkcTpareHTa Ha Kaxablid 0,11

urm 1,0 cm? uccneayemoro obpaaua.

10.3.4 OnacToMmepHble Marepuarsl, MaTtepuanbl C MOKPLITUEM, KOMMNO3UTbI, MHOTO-
CMOWHblE Martepuansl, N0 BO3MOXHOCTU, HEOBXOAMMO UCCNEefoBaTb B HEMOBPEXAEH-
HOM BUAE W3-3a MOTEeHUMamNbHbIX pasnvynii napameTpoB 3KCTPAKLMN HENOBPEXKLAEHHBIX
1 NoBpPEeXOEHHbIX NOBEPXHOCTENR. [N anacToMepHbIX U NaTeKCHbIX MaTepunanoB peko-
MeHyeTCs MCMONb30BaTh COOTHOLLEHWE aKCTpaKLmu 1,25 cM?/Mm, ecriu fonyckaeTcs.

10.3.5 [Ina npoBefeHUsA SKCTpakUMn B KAa4eCTBe 3KCTpareHTa cneayeTt NpUMeHsaTb
KaK NonsipHble, Tak U HEMosspHble aKCTpareHThbl. [1ns npoBeaeHns 3KCTPaKLMN HEKOTO-
PbIX KOHKPeTHbIX MW MOXET BO3HUMKHYTb HEODOXOAMMOCTb NMPUMEHEHUS TONBKO MOnsp-
HOrO WK TOSBKO HEMOMSPHOro 3KCTpareHTa. Ecrnu akcTpakumio NpoBOAST C NpUMEHe-
HUEM TONbKO OAHOro 3KCTpareHTa, To B oT4eTe 00 uccnenoBaHuu NPUBOAST COOTBET-
cTBywoLee obocHoBaHue. Huke npuBedeHbl NpUMepbl MOMSAPHbIX M HENONMAPHbLIX Be-

LecTB, NpUMeHAEeMbIX B Ka4YeCTBe SKCTpareHToB.

lNpumep 1 — [lonsapHble akcmpazeHmel: eoda, pusuonozuveckull pacmeop, Kyb-

mypanbHasi cpeda, He codepxxaujasi CbI8OPOMKY.

lMpumep 2 — HenonsipHble 3KcMpazeHmMbI: ceeXeoquujeHHoe paghuHupoeaHHoe
pacmumenbHoe Macso (Hanpumep, XJI0MKO8oe Ufu KyHXYmHoe) Kadyecmea, onpedesneH-

HO20 8 pa3JiIuYHbIX c;bapmaxonenx.

NMpumevyaHne 1 — [JONOMHUTENBHLIMW UMW arbTEPHATUBHBLIMU 3KCTPAreHTaMu sB-
NATCA cnefywolue: aTaHon/Bofa, 3TaHon/UsMoNornyecknii pacTeop, NONUATUNEHTTINKONb
400 (pasbasrieHHbI 40 W3NONOrMYECKON OCMOMOMSANBHOCTM), OUMETUNCYNbMhoKeU U ecnu
AOMnycKaeTcs, TO KyNnbTypanbHy cpefy, CoaepKallylo CbiIBOPOTKY.

MpumevyaHune 2 — [onyckaeTcs UCNONb30BaTh APYrUe 3KCTpPareHTbl, COOTBETCTBYHO-
e ¢ Xapakrepuctukam W KnuHudeckomy npumeHeHuro MU unu metogam maeHTudukaumm
ornacHocTel, ecrniv U3SBECTHO UX Bo3dencTemne Ha maTtepuan MU u Buonoruyeckyto cuctemy (cm.
npunoxenune D).

MpumevaHne 3 — [pumepom MW, Ana akCTpakuMm KOTOPOro NPUMEHSIHOT TOMbKO
oAvH (MONAPHbLIA) SKCTPareHT, ABMASTCH LUNPWUL, NPeaBapUTENbHO 3anofHeHHbIA dusnonoru-

YECKUM pacTBOPOM.
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Mpu nccnepgosaHun MW Ha LMTOTOKCUYHOCTb ANSA NMPUrOTOBIEHUSA UCCIEeLyemMoro
3KCTpaKTa peKoOMEeHOyeTcs NPUMEHATL B Ka4YeCTBE IKCTpareHTa KynbTyparbHyo cpeay
C CbIBOPOTKOW, T. K. OHa CNocoBCTBYEeT POCTY KINETOK M SKCTParMpoBaHUIO NOMSPHbLIX U
HEMONSAPHbLIX BELLECTB.

10.3.6 Uccnenyemebit aKCTpPaKT roTOBAT MPU NOCTOAHHOM MEXaHW4eCcKoM nepeme-
LMBaHUM 1Ny BpalleHun. Ecnu uccnegyemblii 3KCTPAKT roTOBAT B CTATUYECKUX YCIo-
BUSAX UMW MpU NEepuognM4YeckoM nepemellnBaHuK, KOTopble ABMSIOTCS NpUeMieMbIMu,
To obocHoBaTbL M OTpasuTe B oT4eTe 06 MccrnenoBaHUM NPUBOOAT COOTBETCTBYIOLLEE
obocHoBaHuve. [py BbINOMHEHWW NEpPEMELLMBAHUS UK BpaLLeHus cregyeT cobnioaatb
OCTOPOXHOCTb, 4YTODbLI HEe MOBpPeAuUTb Uccrnedyemblid obpasel WM eMKOCTb OS1A 3KC-
Tpakuuu.

10.3.7 Wccnepyemblil 3KCTpPaKT crnefyeT, No BO3MOXHOCTM, UCMOMb30BaTh cpasy
nocrie NpuUroTOBIEHUS AR NpefoTBpalleHms copbunmn akCTparMpyemblx BELLecTB Mo-
BEPXHOCTbLIO EMKOCTU ANA 3KCTpaKuumu Unv Opyrux M3MEHeHun B ero coctase. Ecnu uc-
crnefyemsbliii aKCTpaKkT XpaHaT bonee 24 4 (Hanpumep, B XONogUINbHUKE Npu TeMnepary-
pe ot 2 °C go 8 °C), To HeobxoaMMo NPoOBEPUTL €ro cTabunbHOCTL U TOMOTEHHOCTL B
3a[laHHbIX YCIOBUSIX XPaHEHUSI.

10.3.8 Koppektuposky pH uccnegyemoro akcTpakta [OMYCKaeTCa NPOBOAUTL
TOMbKO MPU COOTBETCTBYIOLLEM O0DOCHOBaHUW, NMpUBEAEHHOM B oT4yeTe 06 uccrneposa-
HUW.

10.3.9 Wccnepyemblii 3KCTpakT He cnegyeT OunbTpoBaTb, LEHTpUdyruposaTth
unu obpabaTbiBaTh APYrUMU MeTodamu LNS YAaneHus B3BeLUeHHbIX YacTtuy. Ecnu
HeoBXoAWMO BbIMONMHUTL Kakyro-nnbo o6paboTky uccneayemoro aKcTpakTa, To B OTYeTe
06 nccrnenosBaHuy AOMKHO BbiTh NPUBELEHO COOTBETCTBYOLEE 0GOCHOBaHNE.

10.3.10 lMNpwn skcTparvpoBaHun NonUMepHbIX Matepuanos/MW, koTopble, He npea-
HasHa4eHbl AN pacTBoOpeHusa unm abcopbuposaHus B YCNOBUSAX KITMHUYECKOrO npume-
HEHWsA, HEe [OoMycKaeTCA MPUMEHATb 3KCTPareHTbl, Bbi3blBalOLME paspyLleHWe nonu-
MepHoro coctasa. B npolecce aKCTpakuMy C NMPYMEHEHUEM B KayecTBe aKcTpareHTa
neTy4Yero pacTBOPUTENSA HE AOSHKHO MPOUCXOAUTL pasmArdeHus unu gedopmauumn uc-
crnegyemoro obpasua MonMMEpHOro Martepuana. OKCTpareHTbl He [OJBKHbI OTpuLa-
TENbHO BO3AENCTBOBATL Ha Uccrnedyemblii obpasel matepuana MU (Hanpumep, Bbi3bl-
Bas cunbHoe HabyxaHue, obpasoBaHue 4acTul U paspyweHue matepuana). MNepen
NpoBEAEHNEM WUCCNEOOBAHMA dKCTPAreHT crnegyeT yaanuTb 4O TakoW cTeneHu, 4Tobbl
€ro OCTaTKW He OKa3blBanu HeraTMBHOIO BO3AEWCTBUSA Ha TecT-cuctemMy (Hanpumep, He

BbI3blBanu Obl geHaTypauuio Benka wnu pasgpaxkeHue Koxu). JKCTpakuuil martepua-
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nos/MW, npefHasHauyeHHbIX ANA pacTBoOpeHus unu abcopObupoBaHusa B YCNOBUAX KIK-
HWYECKOro NpMMeHeHs, NpoBoAAT B cooTeeTcTeum ¢ 10.3.2, 10.3.11u C.7.

10.3.11 [ns matepranos B popme pacTBOPOB U pacTBOPUMbIX MaTepuanos MU
CTaHAapTHblE METOAbl 3KCTPaKLUMW, UCMOoNb3yeMble [N HEPacTBOPUMbIX MaTepuarsnos,
MOTyT OKasaTbCs HenpurogHbiMu. [Mpu npoBefeHNM aKCTpakumMm maTepuanos B hopme
pacTBOpPOB U pacTBOpuMbIX MaTepuanos MW cnegyet npuMeHATb YCNOBUS U NapameT-
pbl, yCTaHOBMEHHbIE B Tabnuue 1, ¢ y4eToM CreayLnx pekoMeHaaLuii;

a) Npy OKOH4YaTenbHOW MOAroTOBKE K MCCMeAoBaHWK CreayeT y4uTbiBaTb Takue
chakTopbl, KaK COBMECTUMOCTbL UCCIEAYEMOro 3KCTpaKkTa ¢ TECT-CUCTEMOMN, crnocob ero
BBEEHWA, CTeNneHb pacTBOpeHWa Wnu perpajauuun. 1o BO3MOXHOCTW, criegyeT uc-
NnoJib30BaTb COOTBETCTBYIOLUME 3KCTPareHT, napameTpbl U YCNOBUSA IKCTPakuuW AN
nmuTauun npeysenuyerHoro sosdenctamna MU Ha opraHusm yenoseka. PekomeHayeT-
CA NPOBOAWTL MpeaBapuUTenbHOE UccreoBaHue C Lenbl onpefeneHna noaxoasaimx
napameTpoB W YCNOBUIA IKCTPaKLuK;

b) ecnu nNpu aKkCTpakuum nccnedyembiin obpasel] NonHOCTLH PacTBOPAETCA B 3KC-
TpareHTe, COBMECTMMOM C WUCCrnedyemMbiM MaTepuanom U TECT-CUCTEMON, TO MOMyYeH-
Hbll UCCrneayeMblil 3KCTPaKT [OMyCKaeTCcs MPUMEHSATb ONS WUCCegoBaHUsi B YUCTOM
BMAE NMpU YCIOBUU, YTO OH COBMECTUM C TECT-CUCTEMOW MO CBOWCTBAM U XapakTepu-
CTUKaM, Hanpumep, No nokasarteso pH, 0CMonANbLHOCTU, KOHLEHTPaLMN PacTBOPEHHbIX
BellecTB. Ecnu nonyyYeHHbI aKCTPaKT COAEPKUT BCE KOMMOHEHThI UCCreayeMoro mMa-
Tepuana MW, To fgonyckaeTcs He OCyLUeCTBATb NPUrOTOBNEHNE BTOPOro Uccrneayemo-
ro aKCTpakTa ¢ MpUMEHEeHeM OPYTroro aKCTpareHTa;

c) ecnu MW/maTepnan seBnseTcs BOAHbIM PaCcTBOPOM W MpeAHasHayeH Aonsd Knu-
HWYECKOro NpUMeHeHns B JaHHOW hopMe, TO AOMNycKaeTCa He MPOBOAUTL €ro 3KCTPaK-
UM U UCCnefoBaTth ero HenocpeacTBEHHOro B 3TOW hopme npu yCroBuw, YTO 3TOT
BOAHbI pacTBOp COBMECTUM C TECT-CMCTEMOI MO CBOWCTBAM W XapaKTepucTukam [CM.
TakKkKe nepevyucnenus a) n b)j:

d) ponyckaeTcs NpUMeHsTb pykoBoacTBo OOCP no uccnenoBaHuio XUMWYECKUX
BelllecTs [16] unu aHanornyHble CTaH4apThl, YyCTaHaBMMBAKLNE METOAbl Mccnenosa-
HUW XMMUYECKUX BELLECTB, ANA OnpefeneHns MakcumarbHbIX KOHLEHTpaUWi nceneay-
E€MbIX BELLECTB C NPUMEHEHNEM KOHKPETHbBIX METO0B UCMbITAHWU.

10.3.12 Ecnu MW npepHasHaveHbl Ans obecneyeHuns LMpKynsauum B1uonormyeckux
XKWAKOCTEN B YCIOBUAX KIMMHWYECKOrO NPUMEHEHWS, HarnpuMmep, aKcTpaKkopropanbHbie
MW, To pekomeHayeTca NpoBOAWUTL IKCTPaKLUMIO MyTeM peumpkynauuu. Ecnv gonycka-

€TCA, TO CreayeT npeyBenuynuTe OAWH WKW HECKONbKO NapamMeTpoB 3KCTpakuuu,
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HanpUMep, TemnepaTtypy, Bpemsi, 06beM 3KCTPaHEHTa, CKOPOCTb MOTOKA XuakocTu. B
oTyeTe 06 uccnenoBaHUM OOMKHO BbiTh MPUBEAEHO COOTBETCTBYHLee obocHoBaHWE

npuMmeHeHuna BblﬁpaHHbIX napameTpoB 3KCTPaKUWK.

10.4 YcnoBuA, napameTpbl U MeToAbl IKCTPaKUMU MaTepuanos, NONMMEepHU-

3ywouuxcs in situ

WcenenosaHue obpasuyoB nonvmepHbix matepuanos MU, nonumepusytouxcs in
situ, NPOBOAAT B npeanonaraembiX YCroBUAX KIMHUYECKOTO MPUMEHEHUA C Lenbio no-
ny4YyeHus nHdopmaumm o NOTeHUUAanNbHON TOKCUYHOCTU MX KOMMNOHEHTOB, BCTYNaoLLMX B
XUMUYECKYH peakuuio B npouecce oTBepxaeHusa. MNpn HeobXoaAMMOCTW rOTOBAT He-
CKOMMbKO MCCneayeMbiX 3KCTPaKTOB B pasHOe BPEMS C YYETOM KMHETUKW norvmepwsa-
LMW rocrne CMEeLUMBaHUS KOMMOHEHTOB MaTtepuana, BKoYas uccregyeMblil aKCTpakT,
MPUrOTOBIIEHME KOTOPOro OCYLUECTBISAT B COOTBETCTBYIOLLEE Bpems OTBEpKOeHUs
maTepvana. [pu npyuMeHeHnn uccriefyemblx 3KCTPaKToB, NPUrOTOBMEHWE KOTOPbIX Bbl-
MOSTHEHO MOCMe OTBEPXKAEHWE MaTepuana, B ot4eTe 06 uccnegosaHun LOIDKHO ObiThb
npuBeaeHO COOTBETCTBYIOLLee obocHoBaHue. Beibop akcTpareHTa gomxkeH 6biTb oboc-
HOBaH MCXOAA W3 TOro, YTO AaHHbIA 3KCTPAreHT He BRUAET Ha npouecc nonvMmepusaunu
N XMMUWYECKNIA COCTaB 3KCTparMpyemMbix BeLLECTB.

[Ans uccnepoBaHus MartepuanoB MONMMEPUIYIOLMXCA in Sifu, ¢ Lenbilo OLEHKM
Buonoruyeckoro genctems MW HavanbHOW TOYKOW 3KCTPaKLMU ABMSETCH MOMEHT OT-
BEPXKOEHNA MmaTepunana, NoMeLLEHHOro B 3ajaHHOEe MeCcTO TECT-CUCTEMbI.

B meToaax, B KOTOPbIX UCCrenoBaHUA NPOBOAAT HENOCPEACTBEHHO Ha Marepua-
nax, nonuMepusyLLUMXcsa in situ, Hanpumep, UccrnenoBaHve Ha uMToToKcudHocTe MW
NMPSIMOro KOHTakTa WiWM HaHeCeHWu Cros arapa, MeTof UMnnaHTauuu, HeKkoTopble Me-
TOAbl UCCNeaoBaHNs Ha rEHOTOKCMYHOCTL U remonua MW npsmoro koHTakTa, uccreay-
eMble oBpasubl NoABEPrarT BO3AENCTBUIO, aHaANOrM4YHOMY KIWHWUYECKOMY MpUMEHe-

HWIO, C OTBEPXKAEHUEM in Situ B TECT-CUCTEME.

MpumevyaHne — [ns obecneyeHnsa npoBendeHUs uccrenosaHust Ha obpasue Heobxo-
AVMbBIX PA3MEpPOB U Macchl MOXET noTpeboBaTh OCYLLECTBUTL MOAUMULMPOBAHNE CUCTEMbI Er0

[AOCTaBKMW K 32[jlaHHOMY MECTY OTBEPXAEHWS in Situ B TECT-CUCTEME.

11 CBeaeHus, BKNYaeMbie B OTYET 00 uccregoBaHum

Cnepytowme ceeperHns o6 nccnegyemom obpasue AormkHbl BbiTb BKITIOYEHbLI B OT-

4yeT 06 uccnenoeanun matepuana/MW (gonyckaeTcsa BKIOYATL ApYrine CBeAeHUs):
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-TUN W CcocTaB MaTepuana (ecnu W3BEeCTHbl), HaVMEeHOBaHWe W3roToBUTENs
maTepuana, MW, yacTte unu komnoHeHT MW, KoTopble M3roTaBnMBalOT U3 3TOro MaTe-
puana (onucaHue, YepTex, doTorpadus nnu apyrine cnocobbl NpeaocTaBrieHns Heob-
XOANMOW MHOpMaLK):

- HOMep napTUW Unu cepuu (Npu Hanu4um),

- onucaxue npotecca 06paboTku, OHUCTKKM, cTepunusauun (Npu HeobxoanMocTu);

- METOA, 3KCTPaKuuu, B 3aBUCUMOCTI OT BO3MOXHOCTU UCMbITATENbLHOW nabopaTo-
pUN U UEenu UccriefjoBaHus, BKMOYas ONMUcaHWe 3KCTpareHTa, COOTHOLUEHUST 3KCTpak-
LUK, YCroBUA U NapaMeTpbl 3KCTpakuun, npucrnocobneHns ans nepemMelunBaHns aKc-
TpakTa, a TaKke fnobble OTKIOHEHUS OT YCOBUIA U NapaMeTpPOB 3KCTpaKUWK, YCTaHOB-
NEHHbIX B HACTOSALLEM CTanAapTe, Takue kak (hunbTpauunsa aKCTpakTa Unmn aKcTpareHTa;
OMUCaHUEe COCTOSHMA MOJTyYEHHOro WCCregyemMoro aKkcTpakTa (Hampumep, LUBeT,
NpO3pavYHOCTb, Hanuyme nobbix TBEpAbIX YacTHL) 1, ECIN BO3MOXHO, ero doTorpaduu;

— DOKYMEHTbI (Hanpumep, cxema unu dotorpacdus) Ha komnoHeHTel MU, KoTopble

oTobpaHbl U He oTobpaHbl B Ka4ecTBe uccrnegyembix obpasLoB.
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Mpunoxexnune A
(cnpaBoy4HOEe)

PekomeHaauum rno BbIGOPY aKCNepUMeHTarnbHbIX KOHTPOJIEN

A.1 MaTtepuanbl, NepeyncrieHHble B HacCTOsILEM NPUIIOXKEHWUN, COOTBETCTBYIOT
TpeboBaHUAM K 9KCNEPUMEHTANbHOMY KOHTPOMK ANS NPOBEAEHUS  yKa3aHHbIX
uccrnenoBaHuit. 3a npaBunbHbIA BbIGOP COOTBETCTBYIOLENO KOHTPOMNS HeceT OTBET-

CTBEHHOCTb CreLuanucT, KOTopbI NPOBOAUT UccrnepoBaHue (cm. Tabnuuy A.1).

Tabnuuya A.1 —lMpumepbl gocTynHbix CO 1 KoHTpPOnEen

Wccneposakue OTpuuaTensHbIA KOHTPOMb® MonoX1TEnbHbIA KOHTPOML
WmnnaHTauus PE PVC-org. Sn
CuUnukoH SPU-ZDEC

OKuch antoMuHus HaTtypanbHbiit natekc

HepxasetoLas cranb

LINTOTOKCUYHOCTD PE PVC-org. Sn
SPU-ZDEC
SPU-ZBEC

HatypanbHblii natekc

MonwypeTaH

Femonwus HDPE Y-3

Paa,u,pa»ceHme N remonus — Y-4

? CokpalleHus, NpuBeAeHHble B HACTOSALLEH Tabrnuue, OTHOCATCS K KOHKDETHBIM MaTepuanam, ykasaHHbIM
BAZ2nAZS.

MpumevyaHune — UHdbopmaums o CO K1 KOHTPONSX NpeaHasHaYeHa ToMNbKo ANs UCCnefoBaHuiil B Co-

OTBETCTBUW CO CTaHAapTamu cepum |SO 10993, ans koTopbix He TpebyoTcs cneuvanbhbie CO MKW KOHTPOMK.

A.2 B kayecTtBe OTpULATENBHOINO KOHTPONA 1N CO MCNONb3YHKT: NONMU3TUNEH Bbl-

COKOWM NSIOTHOCTU (HDPE)”, NOJSINATUNEH HU3KOW I'IJ'IOTHOCTMZ), NoSIMOUMETUNCUNOKCaH,

" HDPE (nnactvk ons oTpuuaTensHoro koHTpons RS), nnexka HDPE, RM-C u crepxeHb HDPE,
RM-E (sBnsioTca) npumepamn nogxoasaLllen npoaykumMn umetolleicsa B npogaxe. [JaHHas wHdopmauus
npueeneHa ans yoobcTea nonb30BaHWs HACTOSLMM CTaHAAPTOM W He siBnseTcA peknamon SO aton
NPOAYKLMM.

% TpyBka N3 140: RAUMEDIC AG, sBnseTcs npvMepoM noaxoAslleid npoaykuuu, uMeroLlecs B
npoaaxe. JaHHas uHbopMauus npueegeHa Anst yaobcTea nonb3oBaTenell HAacTOSLWEro cTaHaapTa v He
ABnseTcsa peknamoid ISO aTol npoaykuuu.
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He coaepxalLuit guokeug kpemHus: ¥

, MONUMPONUNEH”), Kepamuieckne CTEPXHN U3
OKUCU anioMUHUS, HepPXXaBEeIoLLYIO CTanb U TEXHUYECKWN YNUCTBIA TUTAaHOBbLIN Cnnas.

A.3 B ka4yecTBe NOMOXUTENBLHOrO KOHTPOMA MCMNOSb3YHT, Hanpumep, nonmBuHU-
Xropua, coaepalluii onoBoopraHnyeckune no6aBku®, cTepeHb U3 cerMeHTUpoBaHHO-
ro nonuypeTaHa’’ Unu NneHK1, coaepxkaline AnaTUnauTUOKabamar (SPU-ZDEC)® unu
anbytunautnokapbamar (SPU-ZDBC), nonmeBuHUNXMopua ¢ W3BECTHbIM pasppadkato-
lwmm Belectsom (Genapol X-080)%, a Takke naTekchl onpefeneHHoro coctaea, pac-
TBOPbI Coflen UnHKa u medu. Kak npasuro, BellecTsa, UCNoNb3yemble B Ka4ecTBe Mno-
NOXMTENbLHBIX KOHTPOSE B MeToAax aKCTpakuuu, npeacTasnsioT coboit pacTeops! de-

HOMa v BOAbI.

* Mporpamma GromaTepuanos, oTAeNeHre YCTPONCTB M TEXHOMOTUA, HaunoHanbHbIA UHCTUTYT
cepaua, NerkMx u Kposw, 3gaHue HauwoHanbHoro MHCTUTyTa 3gpasooxpaHenus, 7550 Wisconsin Ave.,
Bethesda, MD 20892, CLLA.

) TpyBka SIK 8363: RAUMEDIC AG sBnsieTcs NpUMepoM NOAXOAsALLel NpoAyKuni, uMetoLlefica B
npogaxe. [aHHas uHdopmaumsa npuseneHa Ans yaobcTea nonb3oBateneit HacTosLLero ctaHaapTa u He
asnseTca peknamoi [SO aTol npogyKunu.

% Tpy6ka s nonunponunera 146: RAUMEDIC AG, sensieTca npuMepoM noaxofsiueit npoayKumm,
uMewoLlenca B npogaxe. OaHHas MHdopmauua npueseneHa Ang yaoGcTea nonsk3osaTtenei HacToALEero
CcTaHgapTa W He senseTcs peknamoi ISO aTol npoaykumm.

® MonoxwuTenbHbli KOHTPOMb, koA 499-300-000-000: Portex Limited siBnsieTcs npUMepoM MoAXo-
AsLleit npoaykumM, uMetolleiica B npogaxe. [aHHaa uHdopmaums npusefeHa ana ynoberea nonb3osa-
Tenei HacTosLLEro cTaHgapTa 1 He sBnsaeTca peknamoin |SO aToil npodyKuuu.

' MonuypeTaHoBblit cTepxeHb ZDEC: RM-F — npumep noaxopsLyei Npopykuuy, UMetLeics B
npogaxe. JaHHas uHopMauns npuBegeHa Ans yaobcTea nonb3osarenei HacTosALero cTaHaapTa U He
ABnsAeTcA peknamoi ISO aToi npodykumu.

® MonuypeTaHosble nnexkn ZDEC: RM-A u ZDBC (SPU-ZDBC): RM-B, sisnsitoTcst npumepamu
noaxonsllel NpoaykuuK, uMellledcs B npodaxe. [avHas uHdopmauus npuBefeHa Ana yaobcTea
Morb30BaTeNel HAaCTOALLEro cTaHaapTa U He aenseTces peknamoit [ISO atoit npogykumu.

® Genapol X-080 — Y-3 Pellet u Genapol X-080 — Y-4 Pellet aBnstTcA npuMepamu NoaxoasiLLe
NPOAYKUMM, UMetoLelics B npoaaxe. [aHHas MHdopMauus npusefeHa nna yaobcTtea nonbaosaTenei

HacTofALLero cTaHaapTa u He aenseTca peknamoi SO sTol npoAyKUUK.
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MpunoxeHue B
(cnpaBo4HOE)
JononHuTenbHbIe peKoMeHaauuu no otbopy U NoaroToBke

uccnenyemMbix obpasuoB

MW/maTepuan, ucnonb3ayemblil gns npoBefeHust BUONornYeckux nccrnegoBaHuii,
foMmkeH ObiTh penpeseHTaTUBHLIM OTHOCUTENBHO COCTaBa W CBOWCTB MOBEPXHOCTH ro-
Tosoro MWa Taike npoueccos, ncrnonbayembix npu narotosnexdun MU (cm. pasgen 7).

HokymeHTauua Ha matepuansl MU 13 NnacTMKOB M peanHbl 4OMKHA BKIOYaTb B
cebs ceefeHns ob ux coctaee, B T. Y. UASHTUMMKALMOHHBIE faHHbIE CMOS, MONMMEPOB
n nobasok. B onucaHwu coctaBa maTepuana LOMKHbI COAEPXKATbCA CBEAEHUS O ero
N3roTOBMNEHUW, HanpumMep, NHpopmaumnsa o Tepmuyeckoit obpaboTke U 0 ToM, ABNAETCH
N OH NEePBUYHBLIM UMW NOMYYEH MYTEM NMOBTOPHOrO U3MENbYEHUS, WU, ECMN OH NOBTOPHO
U3MEnNbYeH, TO [eTanusauusa npouecca MakcumanbHO AOMYCTMMOro MOBTOPHOMO W3-
MenbYeHus.

Ha uccnegyembix obpasuyax MiA/maTepuanos, noanexalimx NoOBTOPHON CTEpUnu-
3auuu criegyeT NpoBOAWTb WCCrEeAoBaHUSA rnocfie WX MHOTOKPaTHOW CTepunusauunu,
OCYLLECTBNAEMOMN TEM XKe UMW anbTepHaTUBHLIM MeToAamu, YTo 1 rotosoe M.

Hanpumep, uccnenyemeiin obpaseu, matepuana MW, koTopblil cTepunuaytoT obny-
YeHWeMm 1 MOBTOPHO — OKUChLIO 3TWUIMeHa, criegyeT uccnenoeatb B coctase MW nocne
cTepunusauum obny4eHnem u OKUChbo aTUNEHa.

Ecnu BosmoXHO onpedenuTb ¢ Hagnexalum o6ocHoBaHWeM Haubornee Hebnaro-
MPUATHBIA BapuaHT Bo3feicTeuna Buonornyeckoit cpeabl Ha MW/MaTepuan, To uccne-
AOBaHWe NpoBOAAT MOCHE TAKOro BO3AENCTBUS.

Bce Buonoruyeckue uccneposaHns obpasLoB mMatepuanos, BeipesaHHblX 13 MU,
koMnoHeHToB MW, 1nu nonyYyeHHbIX 13 HUX SKCTPAKTOB, PEKOMEHOYETCH MPOBOAUTL B
YCNoBUAX BO3AENCTBUA Ha WX MOBEPXHOCTb Guonoruyeckoit cpedbl TECT-CUCTEMbI. B
kayecTse nccrneayemoro obpasua AonyckaeTca NPUMEHSTe MUHMATIOPHYI0 Moaens MU,
M3rOTOBNIEHHYIO C MCMOMNb30BaHNEM MPOLIECCOB (IKCTPY3UW, NOrPYXKeHUs, U T. 4.), Tem-
nepartyp, BpEMEHW, rasoBo cpeabl, aHTUAAre3MBOB, a TakkKe Takux CTaguii Nnpoussom-
ctBa MW, Kak omKur, OTBEpXAeHVe, O4MCTKa U CTEpUnu3aLuns, KOTopble MPUMEHSIOT
AnsA wsrotoenenns M. Wcnonbsys B kavecTse nccnegyemoro obpasua MuHUaTIoOpHY

mogens MU, MoxHO oueHuTb adhheKTbl, CBA3aHHbIE C NMOLWAaabo MOBEPXHOCTH, CBOM-
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CTBaMW MOBEPXHOCTW, KOHLEHTpaUWen BbllenadyuBaeMbliX BELLECTB, MOBEPXHOCTLIO
mMaTepuana u (opMoi.

WMcenenyemble obpasLbl MeTannnyecknx maTepuanos OoMKHbl BbiTe M3roTOBMEHDI
13 MCXOAHOro marepuana, U ¢ NpUMEHEHUEeM TEeXHOSOrMYECKMX MPOLECCOB, BKIKYas
MexaHu4eckylo obpaboTky, namenb4yeHwe, MoNMUPOBKY, OYUCTKY, NMaccuBauumio, B T. Y.
0BpaboTky MOBEPXHOCTM U CTEPWUNU3ALNI, KOTOPbIE UCMONb3YIT AMS W3rOTOBMEHUS
M.

Wcenenyemble obpasLbl kepaMuyeckux matepuanos OOMKHbI BbiTh W3rOTOBMEHD!
M3 NCXOAHOro nopoLlka U ¢ NpUMEHEHWEeM TEeXHONOMMYeCcKUX NPOLIECCOB, BKIOYasa OT-
NUBKY, 3anuBKYy, (DOpPMOBaHVe, cnekaHue, obpaboTky MOBEPXHOCTV U CTEpUnM3aLuio,
KOTOpble UCMOoNb3YT ANA narotoenexHuns M.

Wcenenyemble obpasubl MW/mMaTtepurarnoB, B KOTOPbIX UCMOMb30OBaHbl TKaHWU K-
BOTHOrO MPOUCXOXAEHUA UM UX Npou3BoAHble U 0BpaboTaHHbIe KOHCepBaHTaMK, Noj-
BEpPrawT UccrnefoBaHuio nocrne Ux BbAEePXKUBaHUA B TEYEHME MaKCUManNbHOrO U MUHK-
ManbHOro AoMyCTUMOro BPeMeHW KOHcepBauuu, NpedyCMOTPEHHOrO W3roTOBUTENEM,
cosfdasasi TEM caMblM pasfinyHble ycrosus ans Anddysun KoHcepBaHTa.

BmecTo sKCcTparMpoBaHusi MeTaniMyeckux MaTepuarnos U nocrneayrLlero uecne-
AOBaHUA MOMNYYEHHOro 3KCTPaKTa B TECT-CUCTEMaX PEKOMEHAYETCH NMpPOoBOAUTb UcCre-
AOBaHUS PaCTBOPOB Pa3nWYHbIX KOHLUEHTPaLWUW COOTBETCTBYIOLUEN CONU KOHKPETHO-
ro(bix) metanna(os), cogepxatlerocs (cogepxaiymxcsa) 8 MU, ons onpengeneHus onac-
HOCTW MOHa (MOHOB) KOHKPETHOro MeTanmna u ero (Ux) HauebicLUEero(nx) ypoBHs(eit) KoH-

LeHTpaLUun, He Bbi3biBatoLLero(1x) Bronornieckon peakumu.

MpumevaHue — lpu noeHTudmrkaumm xummnyeckux selects B MU pekomeHgyeTcs

NPUMEHATE AaHHbIA NPUHLMA npu nccnenosaHmm 06p83LI,OB 13 opraHn4Yecknx matepunanos.

Npy nnaHuposBaHuMK UccnedoBaHWii matepuanos MU, npegHasHaveHHbIX 4N VM-
nraHTauumn, crnegyeT yduTbiBaTb napamMeTpbl W YCIOBUS 3KCTPAKLMKW, KOTOpblEe MOryT
BbI3BaTb 06pasoBaHue YacTul, in vivo npu KIMHUYECKOM npumeHeHnn MU 1 B npoliecce
3KCTPaKLMK.

KonuyecTteo unu macca uccrnegyemoro obpasua U nroljaab ero noBepXHOCTU
AOIMKHbl COOTBETCTBOBATL OUOMOrMYeckMM W OU3UYECKUM OrpaHUYeHusM TecT-
cuctembl. [Ina nccnefosanuii crnegyeT Ucnonb3oBaTh 06pasilibl KONMMYECTBOM UK Mac-
COW, peKoMeHO0BaHHbLIM(0) AN KOHKPETHOro MeToaa.

Mpu nposegeHwu uccnefoBaHUii crieqyeT PYKOBOACTBOBATLCH WHbOpMaLMen,

npueefeHHon B ISO Guide 33, o «NpaBWibEHOM UCMONBb30BAHUUY» U «HEMPaBUMbHOM
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ncnons3oeaHun»y CCO B ISO Guide 33 ykazaHbl NOTeHUMANbHbIE BapuaHTbl HeAoCcTa-
TOYHOro U 4peamepHoro ucrnons3osaHug CO n CCO. B pamkax ogHow nadopatopum
[JOnycKaeTca MpUMEHATbL MaTepuanbl Ans kanubposku uameputenbHoro obopynosa-

HUA, NCNOMb3YyeMOro Ana oueHKN Buronoruyeckon peakuun nceriegyemblx matepmuaioB.
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MpunoxeHue C
(cnpaBo4HoOE)
HononHuTenbHbIe peKoMeHOgauum no NpUroTOBIEHUIO 3KCTPAKTOB U3

uccrieayemMmbix obpasuos

BHUMAHUE — TpebGoeaHus, ycTaHOBIEHHble B HACTOALIEM CTaHAapTe, K MaTepua-
nam MW, copgepxawmnm 6enku, cnegyeTt NPMMeEHSATL C OCTOPOXHOCTLIO € Lenbio obecne-
YeHUs npoBefeHus 3KCTpakuuu 6e3 U3MeHeHUA GUONIOrMYecKUX CBOWCTB 3KCTparupye-

MBbIX MaTepuarnos.

C.1 3KcTpaKkumMio NPOBOAST € LieNbio NONyYeHus uccnegyemoro obpasua (3kcTpak-
Ta) ANs OUeHku Buonoruyeckoi aerctena MA/matepuana.

[ns npuroToBneHus nccreayemMoro skcTpakTa creayeT UCnonb30BaTh SKCTPareHT,
napameTpbl 1 YCNOBUSA IKCTPaKLMK, COOTBETCTBYIOLLME NapameTpam U YCrOBUSM KITU-
Hu4eckoro npumeHeHuss MW, a Taioke npegnonaraembiM pesynbTataMm W MeTomy
nccrnenoBaHus (Hanpumep, uenu nccnenoBaHus, 0bOCHOBaHHOCTY,
4yBCTBUTENbLHOCTU). Takum oBpasom, napameTpbl U YCNOBUS 3KCTPAKLMMK, MOMYYEHHbINA
3KCTpakT ByayT obecne4nsaTtbh Npy NPOBEAEHUN UCCNEA0BaHUA COOTBETCTBYIOLMM Me-
TOAOM peanbHble YCNoBUA KNMHUYECKOro npuMmeHeHuns MU, nocTmxkeHve Lenv u npea-
CKasyeMOoCTb pe3ynbTaToB UCCNeaoBaHuiA. '

MNpu npoBeaeHnn axctpakumm MW/maTepuana, npeaHasHadeHHoro ans obecneye-
HUS LIMPKYNSALUW XKUOKOCTEN B YCNOBUSX KITMHWYECKOTO MPUMEHEHWS, Hanpumep, B cu-
CTeMax JKCTpakopnopaneHoro KpoBoOOpalleHws, crenyeT y4uTbiBaTb TpeboBaHus
CTaHAapToB (MPU WX HaNMU4uK), pacnpocTpaHALWKMXcs Ha aaHHbIl MW/matepwan, ons
BblIGOpa COOTBETCTBYIOLMX METOAOB 3KCTPAKLIM.

Ans  woeHTUdUKaUMKM onacHocTe U OUEHKM WX pucka Buonoruyeckue
ncecnenoBaHus NpoOBOAAT B NpeyBeNUYeHHbIX W/VNKN pearbHbIX YCIOBUAX KITMHUYECKOro
npumMmeHeHus MU.

C.2 B HacTosillLleM cTaHgapTe NpMBEAEHbl PEKOMEHOaUMU MO MPUroTOBNEHWUIO UC-
Cnefyemoro 3KCTpakta Ha OCHOBE TMpearnofiokeHUs o TOM, YTO KOMUYECTBO
3KCTparupyemoro BeLlecTBa (BeLlecTB) 3aBUCUT OT NMPOJOMKUTENBHOCTU 3KCTPaKLMK,
TemnepaTypbl, COOTHOLUEHUS Mnollann MNOBEPXHOCTW WUCCrnesyeMoro martepuana u
obbema aKcTpareHTa 1 ero CBOMCTB.

C.3 MMpoaomKNTENLHOCTL 3KCTPaKLUM [AOMKHA 6bITb AOCTaTOMHOW 4N M3Bneve-
HWA MakCMMarlbHOro KOnM4YecTBa SKCTparvpyemoro BellecTBa. PekomeHgyloTcs uc-

Nnone30BaTh CTaHAAPTHLIE MapamMeTpbl M YCNOBUA IKCTPaKUumM, BKITHOYas YyCTaHOBMNEHHbIE
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3HaYeHUA BPEeMeHW U TemnepaTypbl 3KCTpakuuW, BMECTO APYrnxX HeoDOCHOBAHHbLIX UMW
HecTaHA4apTHbIX YCNOBUWIA.

C.4 TemnepaTypa aKCTpakuuy mMoxeT ObITb pasnnyHoi B 3aBMCUMOCTM OT UCCre-
AYEMbIX MaTepuanoB. JKCTPaKUMA He [OIDkHA Bbl3biBaTb CYLLUECTBEHHOW Aerpagauuu
nccnegyemoro matepuana, 3a UCKITIOYeHWeM CriyqaeB, Korga matepuan npegHasHadeH
A8 pacTBOPEHUSA Unu pes3opbumn npu KnuHu4eckom npumeHeHmn (cm. 10.3.2). Temne-
paTypa 3KCTpaKLuMK 3aBUCUT OT (PUINKO-XUMUYECKUX XapaKTepucTuk Matepuana (marte-
puanos) MW. TemnepaTypa akcTpakuuu, BbibpaHHas, Hanpumep, 4NS MNONMMEpPOB,
AomKHa BbiTe HWXE TeMnepaTypbl cTeknoBaHus. Ecnv TemnepaTtypa CTeKNoBaHWs HU-
e TeMnepartypbl KMUHUYECKOro npuMmeHerus M, To Temnepatypa akcTpakunm 4OMmKHa
BbITb HWXE TemnepaTypbl NnasneHus. PekomeHayemble YCrnoBusi NPOBEAEHUS IKCTPaK-
umm npueegeHsl B 10.3.1.

Hwxe npvBegeHbl npuMepebl 3Ha4YeHUn TemnepaTyp NpoBeAEHUs 3KCTpakLuu pas-
nnyHbIX Matepuanos MW, noacHsawowwme Tpebosarns 10.3.1:

- MaTepuansl, TeMnepaTypa nnaBneHns unu pasMardeHus Kotopbix meHee (121 £
2) °C, cnepgyeT noAeepratb 9KCTPakuuy Npu CTaHAapTHOW TemnepaTtype Huxe Temne-
paTypbl NnasneHus (HanpumMmep, NOMUITUNEH HU3KOWA NAOTHOCTK);

- Matepuansl, NoABepraeMble rmaponuay, creayet aKcTparuposaTh Npu Temnepa-
Type, obecrneynBatolleil MUHMManbHbIA TMAPONU3 [Hanpumep, nonvaMuabl aKcTparu-
pytoT npu Temnepatype (50 £ 2) °C];

- MaTepuanbl, KOTOpblEe CTEPUIM3YIOT NapoM K COAEPKaT KUAKOCTb B rnpouecce
XpaHeHus, cnegyeT aKcTparuposaTh npu temnepartype (121 + 2) °C (Hanpumep, npea-
BapuUTENbHO HaMnoJIHEHHbIE AManu3aTopbl).

Wcecnepnyemble matepuansl crieqyeT aKcTparnpoBaTh Npu Temnepartypax, KoTopble
obecneynBaloT M3BNEYEHNS MaKCUManbHOro KONMMYecTBa SKCTparMpyemoro BellecTsa
6es gerpagauuu matepvana (Hanpumep, marepuans! Ans GUKCUPOBaHUS UMMNAHTaTOB
peKoMeHayeTcsa aKcTparnposaTh npu temnepartype [37 £ 1) °C, kepamudeckme nmnnaH-
TaTbl — npu TemnepaTtype (121 £ 2) °C].

[na skcTpakuun abcopbupyemsbix matepuanos cMm. ISO/TS 37137-1.

Ecnu nssecTtHo, 4To abcopbupyemblie NpOAyKTElI Aerpadauumn BnusoT Ha pH TecT-
CUCTEMbI, TO PEKOMEHIYETCA KOPPEKTUpOBaTh 3HavyeHue pH uccrnegyemoro skcTpakra
NPy NPOBEAEHUN 3KCTPaKUUWU ANS OUEHKU BNUAHWA cTabunbHOCTW pH Ha pesynbTathl
nccnegosanus. pu nposeaeHUn OUEHKM pucka GMoCoBMECTMMOCTUM B oT4yeTe 06 umc-
cnefoBaHuM NpuBoOAAT oboCHOBaHME KOPPEKTUPOBKW 3HaYeHuih pH, HavanbHoe u Ko-

He4yHoe 3HadeHusa pH ncenegyemoro 3KCTpakTta, onhcaHne npouecCa KOPPEeKTUPOBKU
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pH » nporHosnpoBaHMe BO3MOXHbIX MOCNEACTBUA UIMEHEHUIA 3HAYEHWUIA pH 4518a Knn-

HUYeckoro npumeHexHus M.

MpumedyaHue — PasbaBneHne UccneayemMoro aKCTpakTa, Kak NpaBuno, He BrWAET Ha
3HayeHue pH, Tak kak BydepHas cnocobHocTs (hM3nonormyecknx) pacTBoOpoB, UCMONb3yEMbIX
ANA IKCTpakuuv HesHaunTenoHas. PasbasneHve nccnegyemoro aKCTpakTa MoXeT 3 dheKTUBHO
CHU3WTb €ro 0CMOMANbLHOCTL. [1pK 3TOM OCYLLECTBNSIOT KOPPEKTUPOBKY 3Ha4YeHus pH, 4yTo, kak
npasuno, NPUBOAMUT K MOBLILUEHUIO OCMONANbLHOCTU. [103TOMY peKoMeHAYeTCs NPoBOAUTL KOp-

PEKTUPOBKY 3Ha4YeHunsa pH 40 p33638ﬂeHMﬂ ncecnengyemoro aKcTpakra.

He pekomeHayeTcs NpoBOAUTL 3KCTpakuuio abcopbupyembix NMonuMMepHbIX MaTe-
puaroe npv TemnepaTypax in vivo, COOTBETCTBYIOLUMX UNU NPEBbILIAKLLMX TEMNepaTy-
pbl CTEKIOBaHWA, TakK Kak Npu Takux TemnepaTtypax MOXET MpOU3ONTU WU3MEHEHUE
CBOWICTB NOMMMEPHbIX Matepuanos (Hanpumep gerpagauusi), KOTOPOE He NPOUCXOAUT B
YCNOBUAX KITMHWYECKOro npumeHeHuns M.

CnenyeT y4uTbiBaTh, YTO NPU NPOBEAEHUM IKCTPaKLUMK abcopbrpyemMbix MeTanu-
YeCKMX MaTepuaroB MNpu NOBbILWEHHBIX TeMMepaTypax MOXET MPUBECTU K MOSBMNEHUIO
HOBbIX W MOTEHLUUanbHO HepenpeseHTaTUBHbIX MEXaHU3MOB KOPPOo3uu. Takum obpasom,
ANA NpoBefeHVs aKkcTpakuum BonblunHCTBa abcopbupyemMbix NONMMEPHbIX U MeTanu-
YEeCKUX MaTepuaroB cTaHAapTHble TemnepaTypbl 3KCTpakuuu, ykasaHHele B 10.3.1, mo-
ryT ObiTb HenpumeHumsbl. Mpu ncecneposarHun abcopbupyembix MU Heobxoaumo yyecTb
BO3MOXHOCTb M3BMEYEHUA YacTU4YHO AerpagupoBaHHbIX MaTepuanoB UM CBA3a@HHLIX C
HUMU MPOMEKYTOUHbLIX NPOAYKTOB AerpagaLuu.

C.5 OtHoweHwe nnolwjagm NOBEpPXHOCTM uccnegyemoro obpasua k obbemy aKc-
TpareHTa JOMMKHO ObITh 4OCTATOMHLIM ANS TOro, YTo0bI:

- W3BNEYb MakcumanbHble KomuyecTBa aKcTparupyemoro(blx) BewlecTtsa (Be-
LEecCTB) U B AOCTaTOYHOM obbeme, HeobxoaumMomM Ans BUONorMyeckoro UCCnenoBaHus
(T. €. o6beM [03bl JoSKeH BbITb B 3a4aHHbIX (hU3NONOrMYeckmx npeaenax);

- NPOAEMOHCTPUPOBATL MOTEHLMAaNbHY0 OMacHOCTb KIMMHUYECKOro NPUMEHEHUS
MW;

- obecrneyunTb NONHOE Norpy>xeHue nuccnegyemoro obpasla B 9KCTpareHT.

PekomeHayeTcs Mcnonb3oBaTe CTaHAapTHblE 3HAYEHUS NIOLAAM MOBEPXHOCTY
uccnegyemoro obpasua n obbema akcTpareHTa (cMm. 10.3.3) BMecCTo 3HadyeHuit napa-
METPOB, cnelndunyHbix ansa koHkpeTHoro MU, CnegyeT y4nTeiBaTh, YTO ANA NOBbILLE-
HWUsi YyBCTBUTEMbHOCTU HEKOTOPbIX METOLOB WccnenoBaHus TpebyeTcs npuMeHeHue

KOHUEHTPWUPOBaHHbLIX UCCNeayemMblX 3KCTPaKTOB.
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MpumeyaHune — KOHIJ,eHTpMDOBaHlﬂe ncenegyemMblxX 3KCTPaKTOB MOXET NMPpUBECTU K MO-

TEepe NeTydnx BellecCTB, TakuX KaK OKNChk 3TWUIeHa.

C.6 [llpvmeHsiemMble- 3KCTpareHTbl [OOMKHbI COOTBETCTBOBaTb CHeAyHLLUM
TpeboBaHuAM:

- ObITb MpUrogHeIM ANs UCMONb30BaHWS B KOHKPETHOW Ouonoruyecko TecT-
cucTeme,

- UMUTUPOBATbL 3KCTPaKUMIO, KOTOpas NMpPOUCXOOUT BO BPEMS KITMHUYECKOTO NpumMe-
HeHus MU:

- obecneynTb U3BNEYEHVE MakCUMarbHbIX KOJTMYECTB 3KCTparnpyembliX BELLECTB.

B kavyecTBe aKCTpareHTOB PEKOMEHAYEeTCs UCnonb3oBaTh CTaHAAapPTHbIE NONAPHbIE
1 HenonsapHele pacteoputenu. B 10.3.5 npueeneHbl sKCTpareHTbl, KOTOpblIE PEKOMEH-
[lyeTcs Ucnonb3oBaTb BMECTO pacTBOpUTEnein, cneyndunyHbIX Ana KoHkpeTHoro MU.

Hapsgy co cTaHgapTu3oBaHHbIMW NMapaMeTpamy 3KCTpakuuu, rnpuBefeHHbIMU B
C.5 n C.6, gonyckaeTcsi UCNoNb3oBaTh AaHHbIe, NOMyYeHHbIe Npu nposeneHun buono-
rmiecknx nccnegoeaHui MW ons gpyrux uenewn, Hanpumep, 4ns OUeHKW pucka, dop-
MUPOBaHUA K HanonHeHus 6as AaHHbIX CTaH4APTU30BaHHbLIX NapaMeTpoB.

C.7 lNpwu npoBeaeHUM aKCTpakuuMy pacTBOpUMBbIX U abcopbupyembiX Martepuanos
criegyeT NpUMEHSATD:

- napameTpbl 3KCTPaKUuu, ycTaHOBIEHHbIE B Tabnuue 1;

- 3Ha4YeHus TemnepaTtypbl U BPEMEHM 3KCTPaKUMK, ykasaHHble B 10.3.1;

- TpeboraHusa 10.3.9 K BbINOMHEHMIO OUNbTPALMN UK LeHTPUGYrnpoBaHus.

C.8 CraHpapTusoBaHHble TpeboBaHWS K NPUrOTOBMEHUIO UCCNEAyeMbIX IKCTpak-
TOB U3 matepuanos MW, nonumepusytoLmxca in situ, oTcyTCTBYIOT. [1pn npuroTosne-
HUX COOTBETCTBYIOLLEro WCCrefyeMoro 3KCTpakTa CcrefyeT yuYuTblBaTb OTAeSbHble
KOMMoHeHTel MaTtepuana MW, Bpemsa nonvmepusauun, KuHnyeckoe npumeHeHne MU n
XapaKTepuCTUKN MPUMEHAEeMbIX 3KCTpareHToB. [lpM nnaHuMpoBaHuKM wuccnefoBaHWs
cneayeT paspaboTaTth TpeboBaHUS K NPUTrOTOBIIEHMIO UCCIIEAYEMOTO 3KCTpaKTa C y4e-
TOM KMHETUKWU nonumMmepusauun matepuana. Npu Beibope akcTpareHTa criegyeT y4uThl-

BaTb HanNu4ne B nccriegyemMmom o6paaue KOMMOHEHTOB, HENOJTMMEPU3YHOLUMNXCA in situ.
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Mpunoxexnwne D

(cnpaBoyHoOe)
NononHuTenbHbIe peKoMeHaAauum No NpoBeAeHUI0 ucuyepnbiBa-
loLEeNn IKCTPaKLUMKU 0Opa3L 0B NONMMEpPHbIX MaTepUanoB ONS OLEHKHU

duonoruyeckoro o0eMcTBUA MeOULUHCKUX U3Oernumn

D.1 O6uwue nonoxeHus

[MonumepHble MaTepuansl, kak npasuno, cogepxaTt Hebonblloe KONMYEeCTBO XU-
MWYECKUX BELLECTB HU3KOW MOMEKYNAPHON Macchl, Takue Kak KaTanusaTopbl, TEXHOMO-
rmdyeckne gobaeku unu gpyrve fobasku [19], ocTaToYHble MOHOMEPDI UMK ONTIUTOMEPDI.
Mpu oueHke Buonoruyeckoro AeicTBMA NOMMMEPHBIX MaTepuasioB OCHOBHbIM MOKa3a-
Tenem sBMAETCH TOKCUYHOCTL MObIX BbiLEea4yMBaeMblX BELLECTB, KOTOPbIE MOTYT MU-
rpyupoBaThb U3 NONMUMEPHOro MaTepuarna B OpraHu3mMm YenoBeka BO BpeMs KNUHUYECKOro
npumeHeHna MW. [laHHOe nono)eHne OCHOBaHO Ha oT4yeTe rpynnbl OpraHusaunm aKo-
HoMUYecKoro coTpyaHuyectsa v passutusa (OI3CP) no npobnemam nonvMepHblxX MaTte-
puanos, CBA3aHHbIM CO 340POBLEM YENOBEKA U UCKITIOHYEHNEM NMONTMMEPOB M3 UCCReao-
BaHun (cm. [15]). B otueTte rpynnel OBCP ykasaHbl criegylollve YeTblipe XapakTepucTi-
KM MOMMMEpPHOro marepuana, KoTopble HeobXoaumo onpenensTb Npu NpPOBEAEHUW
OLIEHKWN pUcKa Ans 340pOBbA YeroBeka:

- CPEeAHAA MOreKynsapHas macca;

- cofepxKaHue XMMUYecKnx COeAUHEHNA C HU3KOW MONEKYAPHOW Macco;

- Hanu4yve peaKkTUBHbIX PYHKUMOHanNbHbIX rpynn (cm. [17]);

- Hann4yne 6MO,EI,OCTy['IHbIX MeTannos.

MpumeyaHune —K BellecTBaM HU3KOW MOMEKYNSPHONA MaccChl OTHOCAT XUMUYECKUE

BellecTBa ¢ MorekynapHon maccon He 6onee 1000 [a.

Ons oueHkn Bronornvyeckoro AecTBUS NOSMMEpPHLIX MaTepranos MU npumeHsitoT
nccrnegyembie obpasLibl (3KCTpaKThbl), NMPUrOTOBMNEHHbIE COOTBETCTBYHOLMMU METoAaMM
aKCTpaKkLuK (3a Ucko4eHrem BUoNorMyecknx ccneaoBaHnii MeToaaMm UMNNaHTawuum,
nccnenoBaHii Ha reMoCOBMECTUMOCTb U LIMTOTOKCUYHOCTE MU npsmoro koHTakTa). B
npunoxeHun C ykasaHo, 4T0 ANA uaeHTndUKaumm onacHoCTel PEKOMEHOYETCA Npume-
HATb MEeTOo[n MnpeyBenuyeHHon akcTpakuus. MeTona ucdepnbiBatoLLEn SKCTpakumMm ¢ Uc-

nonb3oBaHWeM OpraHU4yecKkux paCTBopreneﬁ pexKomMeHgyeTca nNpuMeHATbe OnA UoeH-
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TUUKaLMm onacHocTel nonuMmepHslx Matepuanos MW anuTensHOro 1 4ONrocpoYHoro
KOHTaKTa.

Mpn npoBeAeHMW 3KCTpakuun obpas3uos MOMMMEpPHLIX Marepuanos criefyet Bbi-
NOMNHATL CreayroLliue pekoMmeHaaunn:

- Ans naeHTudukauuy onacHocTen HeobXoOUMO, HACKONbKO BO3MOXHO, U3BMEeYb
“3 nonumepHoro matepuana MW akcTparupyemoe BELECTBO B MakCMMarnbHbIX Konuye-
CTBax 1 COOTBETCTBYIOLMM 0Bpa3oM MCNOMb30BaTh UCCNedyeMblil IKCTPaKT B KOHKpET-
HOWM TEeCT-CUCTEME;

- B KAYecTBE 3KCTPareHToB criedyeT MpUMeHsTbL Duonoruyeckve Xugkue cpefb,
Hanpumep, CbIBOPOTKY, KOTOPbIE N0 3(PPEKTUBHOCTU IKCTPAKLIMM XUMUYECKUX BELLECTB
(cbTanatos, 4,4’-meTuneHguaHunuHa, bucteHona-A) U3 NoNMMMeEpPHbIX Marepuanos (CM.
[21], [29], [22]) conocTaBMMbl C OpPraHUYeckuMy pacTBOpUTENAMU, Hanpumep, 3TaHo-
IOM Y METaHOMOM;

- Ona uaeHTUUKaLmMm u/unm KonuyecTBEeHHOro OrnpederieHus XUMWYEecKuX Be-
LLeCTB HMW3KOW MOJEKYIAPHOM MaccChl, COLEpXaLLMXCsA B MNONMMMEpPHbIX MaTtepuanax,
SKCTpaKuuto crnegyeTt NpoOBOAUTL C NMPUMEHEHUEM OpraHW4YEecKoro pacTBOpUTENS B Ka-

YecTBe JKCTpareHTa.
D.2 PekoMeHaauun no rnpoBeAeHU UCYEepPNbIBAKOLWEN IKCTPaKLUK

Onsa unarotosneHns MU npumeHsaOT pasnuyHblie NonvMepHbie matepuanbsl U [o-
BaBku. CrnefoBaTenbHO, HEBO3MOXHO NofobpaTth eAnHbI YHUBEpPCanbHbIA aKCTpareHT
ANs UcHepnbiBaloLLen SKCTpaKuMu BCeX MONVMEpPHbIX MaTepuanos. Hanpumep, cmech
aLeToHa n xrnopodopMa Mcnonb3oBaHa B Ka4yecTBe 3KCTpareHTa npu npoBedeHuu uc-
YeprblBaloLen aKCTpakumMm obpasuUoB pe3nHbl ONa LUKITMYECKOro nccnenoBaHus B Co-
oTteeTcTBUM co cTaHgaptamu ISO/TC 194, B KOTOpbLIX NPUBELAEHO cpaBHEHME adhdhek-
TUBHOCTW METOAOB TPagULMOHHON U UCHEpPnbIBaOLWER IKCTpaKUuun NoaroToBKN uUccne-
AyeMbIX 3KCTPaKTOB AN WUCCNefoBaHMA ceHcubunusauum K matepuanam u3 pesuHbl.
Mpu aTom cmech aueToHa U xropodopma, Kak Npasurio, HENPUMEHUMA B KAa4YeCTBE 3KC-
TpareHTa ans hcqepnblsammem IKCTPaKLMK BCeX MOJNIMMEPHBIX MaTepuasnos, noa‘rbmy
peKkoMeHayeTcs BblOMpaTh NOAXOAsLLMEe pacTBOPUTENW ANA NPOBEOEHUS ucdepnbisa-
IOLLIEN 3KCTPaKLMM KOHKPETHbIX NonuMepHbiX Matepuanos MU (cm. [25]).

Huxe npuBefeHbl pekomMeHgaunn, KoTopble HEOOXOAMMO BbIMOMHATL NPW NpoBe-
ASHUN UcYepnbiBaLUEn 3KCTpakuum nccnedyemMblX obpasuoB MonvMMepHbIX Marepua-
noB Ans oueHku Buonoruyeckoro genctausa M.
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- Ana naeHTuduKauumM onacHocTew/onpegenenns creneHn pucka MW crnegyer
NpoBOAMUTL 3KCTpaKUuio uccnegyemoro obpasuya matepvana MU kak B nonsipHbIX, TakK u
B HENONSApHbLIX pacTBopuTensax. BeibpaHHbIn(e) pacTBopUTENb(M) HE OOIKEH (LOIIKHbI)
yXyglwaTbk XapakTepucTuku uccrnegyemoro obpasua (Hanmpumep, cunbHoe HabyxaHue,
obpaszoBaHue YacTul U aerpagauus). B otyete 06 MccnenoBaHuy OOMKHO BbiTb Npu-
BeAeHO obocHoBaHWe BbIbDpaHHOU TeMnepaTypbl 3KCTPaKLUWK.

- Tak Kak npoAomKUTENbHOCTb UCHEPNbIBAIOLLEN KCTPaKLMU HEBO3MOXHO YCTaHO-
BUTb 3apaHee,~-TO ee crefyeT onpedenaATs criegyolwmm obpasom. NpoBoasT ceputo
nocrefoBaTerbHbIX 3KCTPaKUWA NMyTEM 3KCTparuposaHus uccnegyemoro obpasua B
BbIDpaHHOM pacTBOpUTENE B TEYEHWE ONPEenEernieHHOro nepuoda BpemMeHu (Hanpumep,
24 4). 3aTeM 3aMeHSAT NoMyYeHHbI 3KCTPaKT CBEXWM pacTBOpPUTENEM W IKCTparupy-
10T Uccrnedyemblil obpasel B TEYEHUE eLle OHOro ornpefesieHHOro nepuoaa BpeMeHu.
OTOT npouecc MOBTOPSAT A0 TeX MOp, MOKa YPOBEHb 3KCTparMpyemoro BelyecTBa
(ocTaTok) Ha n-oM 3Tarne nocriefoBaTenbHON 3KCTPaKUUU He COCTaBUT OAHY AECATYIO
(0,1) OT ypOBHS 3KCTparMpyemoro BellecTBa Ha NMepBOM 3Tarne akcTpakuuu (B NepBoM
aKkcTpakTe). [locne aToro aKCTpakuUIio MOXHO CYUTATb MOSIHOW WMMAKU UCYEPNbIBAKOLLEN.
[ns onpefaeneHus Toro, 4OCTUIHyTa S KOHEYHasa TOYKa MCYEepnbiBaLLER SKCTPaKLMK,
LoMycKaeTcs NPUMEHSTb rpaBUMETPUYECKUI METOL UK ApYrne aHanuTU4Yeckue mMeTo-
abl.

[Mocrne npoBefdeHUs ucHepnbiBaKLeln 3KCTpakuMyM OCTaTOK 3SKCTparMpoBaHHbIX
BELLECTB Mony4yaloT nyTemM yaarneHus pacTBOpUTENeEn BbinapvBaHUEM UMW BbiCyLUMBA-
HUeMm. otyeTe 06 uccnenoBaHUW OOMKHbBI ObITe NPUBELEHbI AaHHbIE, MOATBEPXAato-
e, 4YTO B MpoLecce BbiNnapuBaHWsa WUNU BbICYLUMBAHWA W NOCNeayHLEero BOCCTaHOB-
NEeHUA (CM. HDKE) He MPOU3OLLINO BbICBOBOXAEHME NETYYUX U/Mnu NonyneTy4yux coenm-
HEHWIA N3 NCCredyemMoro aKcTpakTa.

PacTtBopeHne octaTka aKCTparMpoBaHHbLIX BELUECTB B pacTBOpUTeNne (BOCCTaHOB-
NeHne) mnocrne ucyepnbiBatoLeh 3KCTPaKUUKU SBASETCA BaXkHbIM 3TarnoM MOArOTOBKM
obpasuos ans buonoruyeckoro ncecnegosanns. Kak npasuno, akcTpareHTbl 4na ucyep-
MbiBAOLLEN 3KCTPaKLUMM OTNMYAIOTCA OT 3KCTPareHToB, UCNOoMNb3yeMblX AN UCcnefoBa-
HWA Ha BMOCOBMECTUMOCTbL. Ecnn ncYepnbiBatoLLy 3KCTPaKLUMI0 NPOBOAAT B OpraHu-
YECKUX pacTBOPUTENAX, TO MOMYYEHHblE 3KCTparvpyemblie/BbilenavymBaemble Belle-
cTBa U3 nonumepHoro matepuana MW obnagatot rugpocdobHbimu ceoctBamu. OcTa-
TOK 3KCTparMpoBaHHbIX BELUECTB Mocne BbiNapvBaHWA PacTBOPUTENS, Kak npaBuso,
NIOX0 CMELLUMBAETCA C KyNbTyparnbHOW CPpefoi U MOXET He NOMHOCTLI PAaCTBOPATCH B

pacTBopuTene, ucrnonb3yemom gns uccrnegosaduin MW Ha BuocosmectumocTts. Cnepo-
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BaTEnbHO, NPU BBEAEHUMN O03bl UCCedyeMOoro aKcTpakra, nony4YeHHoro BoccTaHoBMe-
HUeM TecT-cuctema ByneT nogBepratbcs BO3AENCTBUIO 3KcTparupye-
MbIX/BbILLENaYnBaEMbIX BELLECTB B MEHbLUMX KonudecTsax. B atom cnydvae pesynbraThl
Buonornyeckoro uccrienoBaHusa OyayT OOCTOBEPHbIMUM, €Cn UCCrnedyeMblid 3KCTPaKT,
MoNyYeHHbI NOCne UCYepnblBaKLLER SKCTpakUuuK (BKIOYasa BbiCylUMBaHWE W BOCCTa-
HOBIEHUWE) COOEPXKUT 3KCTparnpyemble/BbillienadyBaemMble BeLLecTBa Takoro Xe Tuna u
B TEX e KONMM4YecTBa Mo CPaBHEHWIO C 3KCTparMpyeMbiMu/BbienaynBaembeiMn BeLle-
CTBaMW, KOTOpbIE COLEpKaTbCA B UCCNeLyeMblX 3KCTpaKTax rnocfe npoBefeHua npe-
yBenuyeHHoi akctpakumu (cm. 10.3 n npunoxeHue C).

B HekoTopbIx crnydasx MoxeT notpebosaTbcs pasbasneHve uccnegyemoro 3Kc-
TpaKkTa nocrne BOCCTAHOBIIEHHOro, Ans Toro, 4tobbl M3bexaTb HEeCOBMECTMMOCTWU C
TecT-cuctemoin. Hanpumep, gumetuncynsdokeng (AMCQO) B koHueHTpauuu Gonee 1 %
LUMTOTOKCUYEH ANS KUBbIX KIETOK UCCNefoBaHUst Ha reHOTOKCUYHOCTb, OCHOBAHHOM Ha
aHanuae XuBbIX KNETOK, TaKNX Kak aHanns nMmdgomsl MblLLUW UKW aHanns XpoMOCOMHbIX
abeppauuii in vitro (B cooteeTcTBUM ¢ 1ISO 10993-3), uccnegyemseiin akctpakt us AMCO,
NONyYEeHHbIA METOAOM MCYeprnblBakLLen aKcTpakuuu, Heobxogumo pasdasuts B 100
pas, Npexae Yem BO3AeNCTBOBaTk UM Ha aHanuanpyemble kneTku. Ecnun uccnegyembii
aKcTpakT Heobxoaumo pasbaBuTb nepen nposeneHMEM BUONMOrMYeckoro uccrenosa-
HWS, TO B oT4eTe 00 uccrefoBaHuy NPUBOASAT COOTBETCTBYOLEee ob6ocHOBaHWE C yKa-
3aHUeM Konu4yecTBa aKCTparupyeMbix/BbilleadnsaeMblX BELLECTB, BBEAEHHbIX B TECT-
cuctemy. [Npu aTom criegyer y4uTelBaTh BNUAHWE pasbaBneHus uccrnenyemoro 3aKc-
TpakTa Ha YyBCTBUTENbHOCTbL MeToAa.

Wccrnepyemblin 3KCTPakT, MOMyYEeHHbIW MEeTOAOM WCYEpPMbIBAKOLWEN 3KCTpakuuu, ;
He JOIMKEeH BHOCUTb Kakux-nubo HeonpeneneHHocTeln B MeTo Buonornyeckoro nuccre-

OOoBaHWUA.
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