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BeegeHue

Cobionenue nonoxenuit crannapros cepuy F'OCT P UCO 10993 «OneHka 6HoI0ru4ecKoro aem-
CTBHSI MEAUIIMHCKUX U3IEITUN» ITO3BONUT 0DECIIEUHUTh CUCTEMHBLIN IMOAXON K MUCCIEAOBAHUIO OHONIOTrYEC-
KOI'O JEUCTBUS MEAUUMHCKUX U3IECAUN (ayiee — U3IeTH).

Learsto 3THX cTaHOAPTOB He SIBJISEeTCS 0e3yc/IOBHOE 3aKpeIUIeHHe KOHKPETHBIX METOI0B McCiedoBa-
HUM M MCIBITAHWM 32 TPYIIIIAMU OJHOPONHBIX MEOULIMHCKMX H3ACIUM B COOTBETCTBMH C TIPUHSITOM
KJIacCCU(pUKaIIMeHN 1Mo BUAY U JIMTEJIBHOCTH KOHTAKTa C OpraHM3MoM 4ejaoBeka. [1o3ToMy rnaHupoBaHUe
W [IPOBEACHHUE UCCIIENOBAHUN U MCIIBITAHUMN JOJKHBI OCYLIECTBISITh CIIEUMATMCThI, UMEIOIINE CIIeIUA/b-
HYIO [TOATOTOBKY U ONBIT B OOJACTH CAHUTAPHO-XUMHUECKOM, TOKCHUKOJIOTHUYCCKON U OUOJOTUYECCKOU
OLEHOK MEIUIIMHCKUX U3JEJIUH.

CTaHaapTsl 3TOW CepuM SBISIOTCS PYKOBONSIIUMH JOKYMEHTAMU JUJISI ITPOTHO3UPOBAHUS OHMOJIOIH-
YECKOTO ACMCTBUA MEIMLIMHCKHMX HU3LEIUMM Ha CTAOuM BbIOOpa MATEpHUAOB, INpeAHA3HAYEHHbIX LIS MX
M3TOTOBJICHUSI, a TaKKe i HCCIeoBAaHUM roTOBBIX 00Opa3LioOB.

B crangaptel cepun F'OCT P UCO 10993, umelonme rpynnoBoi 3arojiioBokK «Vizgeauss MEOIUIIMHCKAE.
OLleHKa OMOJIOTHYECKOTO AEUCTBHUS MEAMLIMHCKUX U3AEAUN» BXOOAT CACHYIOLIUE YACTU:

- 4acTh | — OLIEHKA ¥ UCCIECAOBAHUS;

- YacTh 3 — UCCNIeNOBAHHME TCHOTOKCUYHOCTH, KAHLEPOreHHOCTH W TOKCHYECKOro IOSHCTBUS HA
PENPOLYKTUBHYIO (DYHKIIUIO;

- 4acTbh 4 — HUCCAegOBAHUE U3NCIUN, B3AUMOJCHUCTBYIOIMX C KPOBbIO;

- YacTh d — HCCIEZOBAHHE HA LIMTOTOKCUYHOCTDL. METOMBI 1N VILro;

- yacTh 6 — HcellefcBaHHE MECTHOTO AeHMCTBUSA IMOCHe UMIUIAHTALIH;

- YacTb / — OCTATOYHOE COAEPXKAHUE STWICHOKCHNA TIOCJIE CTePUIN3AUN;

- YaCTh 9 — OCHOBHBbIE€ NPUHLMITEI HACHTHGOHUKAUUU U KOJIMYECTBEHHOTO OIIPEACICHUS NOTCHIUAJIb-
HbIX ITPOIAYKTOB OECTPYKIIUU;

- 4acTh 10 — uccnenoBanue pazapaxamwuero 1 CCHCUOMNU3UPYIOIIETIo NEUCTBUSA

- 4acTh 11 — HcciaenoBaHue OOILETOKCUYECKOTO NeCTBUS ;

- 4acTh 12 — npuUroronJeHue rmpod U CcTaHaapTHble 0O0pa3libi;

- 4acTh 13 — maeHTUdHUKAUMI U KOJHUYECTBEHHOE OIipelcjeHe NMPOAYKTOB ACCTPYKIIMH ITOJMMED-
HbIX MEAULIMHCKUX U3ACITIUH;

- YacTh 16 — MoIenrMpoBaHHe U UCCIIeJOBaHNE TOKCUKOKUMHETUKM IIPOLYKTOB JeCTPYKIIMY U BbIMbI-
BaHMSI.

OOBEKTOM CTAHIAPTH3AUMU HACTOSIIIETO CTAHAAPTA SIBJISTIOTCS TpeOOBAHMS U METOABI IIPUTOTOBJIEH U
UCClIeAyeMBbIX [TPo0 H PacTBOPOB CTAHAAPTHLIX 00pa3LioB LISl IPOBEACHMS UCCACAOBAHMM C LEIbIO OLIEHKU
OUOJOIrMYeCcKoro NenCTBUS MEAMIIMHCKUX U3ICIUIL.

MeTonbl MPUroTOBJAEHUS IPO0 JOJIKHBI YYMTHIBATH HA3HAUYEHHUE, NPHMPONY Marepuaia U METOJBI
OIICHKM OMOJOTHYECKOIrO JEWCTBUS, BKIIIOYAS MCIMOJb3YEMBIC MOJAENBLHBIE CPEHbl, MPOAO/DKUTENILHOCTD
KOHTAKTa C OpraHu3MOM M JApyrye IrapamMeTphl.
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FTOCYIAAPCTBEHHBIHA CTAHJAPT POCCHHUCKOHN OEJTEPAIIUNHU

H3nemsa MeXHOAHCKHE

OILIEHKA BUOJIOTUYECKOI'O IEMCTBUA MEIUITMHCKUX U3IEJIUNA
YacTtp 12

IIpurororaenne npod H CTaHAAPTHLIE 00pPA3LDLI

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

Hara seenemmsa 2002—01—01

1 ObaacTr npuMeHeHHA

Hacrosiluuii cTaHAApT YCTAHABJIMBAET METOLBI IMPUIOTOBACHUSI NpoO M PaACTBOPOB CTAHAAPTHBIX
00Opa3L 0B, HUCHONAb3YEMbLIX JISI OUEHKHW OMOJOTHYECKOro AEMCTBUS MATEpUANIOB U MEeIULIMHCKUX U3AEAUN
(manee — M3IEIHUN), U BKIIIOUAET:

- BBIODOD MaTtepHayia Ui U3YyUEHHS,

- BBIOOD NpPENCTABATEBHOM YaCTH U3NECIIUSA,

- TIPUTOTOBJIEHHUE UCCIECOYEMOU ITPOOLI;

- BBIOOpP CTAaHAAPTHBIX OOpPA3LOB [UIA JOKAa3aTeJdbcTBa IMPUMEHUMOCTHU TECT-CUCTEMbl W/WIM IS
OTHOCHTEJIbHOIO CpaBHEHHUSI OMOJIOrH4eCKO aKTUBHOCTHU U3y4aeMOM IpoOHl;
- TIPUT'OTOBJIEHUE BBITSIKEK.

2 HopmarTuBHBIE CCBLIKM

B HacTod1lleM CcTaHIApTe KUCIIOJIb30BAHBI CChUIKY HA CJAEAYIOIIME HOPMATUBHbLIE JOKYMEHTHI:

HUCO 9000-1—94* OO6uree pyKOBOACTBO KadyeCTBOM M CTAHIAPTHI 110 OOeclieyeHHI0 KayecTBa.
Yacte 1. Pykosoasiiiye ykazaHHus 110 BBIOOPY ¥ IIPUMEHEHMIO

HUCO 9000-2—93* OO1uee pyKOBOACTBO KAyeCTBOM M CTAHIApPThI HO 0OO0eCEYECHHUIO KadecTsa.
Yactp 2. Obume pykoBoasginue ykazaHus no npuMeHeHuio MCO 9001, UCO 9002 u UCO 9003

NCO 9000-3—91* OO6imee pyKoBOACTBO Kadye€CTBOM M CTAHINAPTHI 10 OOECIIEYEHUIO KAdecTBa.
YacTs 3. PykoBoasgnme ykazanus 1o nnpumedeHuio MCO 9001 nipu pazpadoTke, moctaBke U 00CIYKMBAHUIO
[TPOTrPaMMHOIr0 00eCIIeYeHUS

HUCO 9000-4—93* OOiiee pyKoBOACTBO Ka4ye€CTBOM M CTAHIAPTHI MO OOECrEYEeHUIO KayecTsa.
Yacte 4. PYKoBOACTBO 110 YIIpaBJIAECHUIO MPOrpaMMOM HaAeXXHOCTU

PykoBonctso HCO/MBK 25—90* O61ue TpeboBaHUsI K KOMIIETEHTHOCTU JJaGopaToOpuil, OCYILECT-
BJISIIOILMX KATUOPOBKY U TECTUPOBAHUE

Pykosoncrtso UCO/MBK 30-92* TepMHHBI U onpefesieHUsI, UCIIOJb3YEMbIE B CBSI3M CO CTAHIAPT-
HbIMU obpasnamu

3 Onpenenenns

B HacToAueM cTaHAapTe UCITONAB30BaHbI TEpMHUHBI 1 onpeaeneHus: 1o MCO/MBK 30 u npuBeneHHBIE
HYXE.
3.1 donosuni pacTeop: PactBop, NpUMEeHSICMBIA U1 MPUTOTOBJICHUS BBITSKKH, 0OpabOTaHHBINA TakK

e, KaK M pacTBOP C HCCIEAYEMBIM MaTEPUAIOM, HO HE COHEPXKAILUH €ro U UCITOJIB3YEMBIM JUISI CPaBHEHHUS
C BBITSDKKOMU.

* MexayHapoaHbie cradgmapThi — Bo BHUKMU TNoccrangapra Pocewu.

N3nanue opnupannaoe
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3.2 muITsKKa: PacTBOp, MOJIYYEHHBIN B pe3y/IbTaTe 3KCTPAKIIMH MCCIIEIyeMOIro MaTepUala.

3.3 oTpumaTeNbHbIH KOHTPOJb: MaTepuan Wiy BelecTBO, KOTOpoe, OyaydH MOABEPrHYTO UCCIEN0Ba -
HUIO 110 OITUCAHHOU METOIMKE, T10KA3bIBAECT IPUTOJAHOCTD 3TON METONMKH A [TOTYYCHUS BOCTIPOU3BOIM -
MOI'0, COOTBETCTBYIOUIENO OTPUIIATENLHOIO, HEPEAKTUBHOrO Wik GOHOBOIO OTBETA B TECT-CUCTEME.

3.4 NOJOXKMTENbHbIH KOHTPOJb: MaTepuan wiy BellecTBO, KOTopoe, OyIy4H IOABEPTHYTO UCCJIEIO-
BaAHHUIO 10 OMMUCAHHOU METOAHUKE, ITOKA3bIBAET NPHUTIOOHOCTb 3TOM METOOUKH IS MMOJYYECHUST BOCIIPOU3BO-
OIUMOTO, COOTBETCTBYIOUIETO ITOMOXUTEIBHOIO HJIM PEAKTUBHOrO OTBETA B TECT-CUCTEME.

3.5 crampaptabIil obpaszenm: Marepuan WM BemiecTBO, KOTOpOE MMEET OMHY WIKH 0oJiee 10CTATOYHO
TOMOT¢HHBIX HOPMUPOBAHHBIX XapaKTEPUCTUK M MPEAHA3ZHAYECHO ISl KATUOPOBKY ariiaparypbi, OLICHKH
METO/Ia U3MEPECHUS UIH ONpeHecCeHUSA KOMUYECTREHHBIX XapaKTEPUCTUK MaTEpHaIa.

[IpumMmeyanue— CraHnapTHeili oOpasel] NOKa3biBaeT NIPUTOAHOCTh METOAMKH UIS TOJIYYEHMsT BOCTIPON3-
BOOMMOTO, TMPEACKA3YEMOTOo pe3yipTara. Peakiins MoXeT ObITh MOJOXMUTENBHONM WIM OTpHLIATENBHOM.

3.6 ceprudmmpoBaHubi cTamaaprebii oOpaden: Mmelowmit ceptudukar cTaHZApTHHIN oOpasell,
XapaKTePUCTUKHU KOTOPOI'0O HOPMHUPOBAHLI ¢ MTOMOIIBIO METONUKH, AaIOLed BO3MOXHOCTh TOYHOIO OIpe-
OeJIEHUS KOJHYECTBEHHBIX XapaKTEPHUCTUK C KOJEOAHUSIMH HA YCTAHOBJIEHHOM JOBEPUTEJBHOM YDPOBHE.

3.7 HCccaenyeMbliti MaTepHaja: Marepuan, u3lenue, 4acTh U3Oeauss JUb0O ero KOMIMOHEHT, IpoOy
KOTOPOro OTOMPAIOT JJIsi OMOJIOIrHYECKOro MK XUMHYECKOTO UCCIIE0OBAHMSI.

3.8 uccaeayeman npoda: BLiTsKKA WK YacTh MCCACAYEMOro MaTepyaia, KOTOPbIC MOABEPraoT OMo-
JIOTUY4ECKOMY WJIM XMMHYECKOMY HCCHENOBAHMUIO.

4 DKCHEPUMEHTANBHLIA KOHTPOJb

4.1 DKCNEpUMEHTANBHBIM KOHTPOAb UCIOAB3YIOT IS IOATBEPXKACHUS METOIUKU TeCTHpoBaHuA. B
3aBUCHUMOCTH OT TOI'0, KaKOM METOH HMCCJEHOBaHUS OMOJOIrH4ecKoro ASHUCTBUSI MCIIOJB3YIOT, B KayecTBe
IIOJIXOOSIIEr0O MOXET ObITh BBIOpPAH OTPULATEIBHBIM HMAU ITOJIOXKHTEJILHBIA KOHTPOJAb JMOO (POHOBLINA
pacTBop. OIMH M TOT X€ KOHTPOJIb MOXET OBbITh MCIIONB30BAH B PAa3/IMYHBIX METOHaX MUCCIEHOBAHMSI.
PyxoBojcTBo 110 BEIOOPY 3KCIEPUMEHTAILHOIO KOHTPOJISI IPUBEACHO B MPIJIOXEHUN A.

IIpuMedanue— TpeGopaHnusAM K BhIOOPY SKCIEPUMEHTAIIBHOIO KOHTPOJSI MOYYT YAOBIETROPATh M3NECITMS,
PEKOMCEHAOBAHHLIC K NIPUMEHECHHIO B MEANIIMHCKON TIPAKTHKE.

4.2 CraHpapTHble 00pa3slbl, UCIIOJIB3YEMbIE B KAYECTBE SKCIMEPHUMEHTAIBHOIO KOHTPOJISI, HOJLKHBI
yJIOBJICTBOPATh YCTAHOBJICHHBLIM TpeOOBAHUSIM K KAUE€CTBY, FApaHTUPYEMOMY IPOoLIeOYPaAMU NPOU3BONUTEIIS
U ucnpitaTenbHoll nmabopatopuu B coorBerctBMUM ¢ PykosoacrsomM WUCO/MOK 25, UCO 9000-1,
NCO 9000-2, ACO 9000-3 u MCO 9000-4. CranaaptHple oOpa3iibl DOJKHBI COAECPXKATh CBEIeHUS 00
UCTOYHHUKE ITOCTYIUICHHS, IPOU3BOAUTEIEC, TUIIE, CTENIEHUW YUCTOTHI, 4 TAKXKE HOMED ITapTUH.

4.2.1 Bux BemiecTBa CTaHIAPTHOro obpasua Win cepTUDHIIMPOBAHHOIO CTaHIAPTHOro odbpasia poJ-
X€H COOTBETCTBOBATb BHIY BEILECTBA McciaeayeMoro obpasia, HanpuMep MoJUMep, KepaMuUKa, METaJul,
KOJUIOMJ U T. A.

4.2.2 CraHpgapTHble 00pa3iibl IPEACTABISIOT CHEMATU3UpOBaHHbIE TA00paTOPHH. DTH 1abopaToOpHU
onpenensiioT o0beM XMMHUYECKUX, dU3udecKuXx U OBUOIOrnyeckUx Xxapakrepuctuk. UMmelouniuecs: B rpoaaxe
o0pa3lpl HU3LCIAUH, IMPUMEHAEMBIX B MEAMIIMHCKOH IIPAKTHKE, MOIYT OBITh HCIIOJIb30BAHbI B Ka4yecTBE
CTAHJAPTHBIX 0Opas3lloB COITIACHO IIPUMEYAHUIO K 4.1.

4.2.3 CentTUudpUIIUMPOBAHHBIA CTAHAAPTHLIKM o0pa3el BHIOUPAIOT C Yy4ETOM €ro BBHICOKOU CTeleHH!
YUCTOTHI, ClieHA(PHUIECKUX XapAKTCPHUCTUK, COOTBETCTBHUS IIPEATIolaraeMoMy IIPUMEHEHHIO U JOCTYITHOCTH.
Crneuuduyeckue xuMHdeckue, pU3MIecKue U OMOJIOTUYECKHE XapaKTePUCTUKH OIIPENe/STIOT IPH MEXJra-
OOpaTOPHBIX UCCACIOBAHUSAX B TpEX WK OoJiee 1adopaTopusix. DTU Ja00OpaTOpHHU AOJCKHBI ObITh JOCTYIIHEI
IUISI TIOCTABLIIMKA.

S5 BuiOop uccaexyemMoro Marepralia

5.1 UccrenoBaHUIO MOABEPraloT U3ACIUE B TOTOBOM K IIPUMEHEHMUIO BUJE WIM €ro IIpelCTaBUTE b~
HYIO 9acTh (5.2). Eciiv 570 npakTHyeckyl HEBO3MOXKHO, UCCIENYyIOT IPeACTaBUTEIbHBINM 00pasell Matepuadia,
MpoLieNIUHH TAKYIO Xe 00paboTKy, KaK U KOHEYHBIW MPOIYKT.

5.2 Ecny HeBO3MOXHO IIPOBECTH HCCIECAOBAHUE LEJOro H3ACAUS, 4 OHO COHNEPXUT HECKOJIBLKO
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MATEpPUAIIOB, BCe MATCPUAIbI, KOHTAKTUPVIOLLME C TKAHSMU OpraHu3Ma, HOJ/LKHbI ObITh IpPEACTABIEHBI B
COOTBETCTBYIOILMX MNPOMOPLHUAX, 3a UCKTIOUeHHUEM 5.3.1 — 5.3.4.

J.2.1 OOpa3upl U3NETHUNH ¢ TTOBEPXHOCTHBIM IMOKPBITHEM JOJDKHBLI COAEPXKATh MATEpPHAI OKPLITUI U
OCHOBHOH Marepuail.

5.2.2 Obpa3zell OOKEeH coAepXKaTh IPEICTABUTEIbHYK 4YacTh COCOMHEHUS U/WIM CKIEHKH, €CNM
WUCITOJIb30BAJIU alile3UB, pafuo4YacTOTHOE COCAUHEHUE JIM0O CKIEHKY pacCTBOPUTEJIEM.

5.2.3 KoMIo3uTHbIE MaTepuasl UCCIEOYIOT KaK KOHEYHBIE ITPOOYKTHI.

5.2.4 Marepuanbl, OTBEPXIAEMbIE in-situ (LEMEHTHI, aAre3MBbl U MOHOMEPHI), MCCIECAYIOT 4Yepel

OfpeneJIEeHHBIA OTPE30K BPEMEHU, HEOOXOMUMBIN Ul OTBEPXKICHHUSA, B COOTBETCTBHU C NNIPUMEHEHHUEM B
KIMHWYECKOH IMpaKTHUKE.

5.3 B HexoTopbIX ciay4dasix Ipu BhlOope obOpaslia HeoOs3aTeIbHO PYKOBOJACTBOBATHLCS MPUHIIHUITOM
IMTPOIOPILIMOHAJIBHOI'O COOTHOIUEHHNSI KOMIIOHEHTOB.

5.3.1 HekoTopsle BUIbI UCCIeHOBAHUNT (HAMpUMEP UMIUIAHTALMS) MOTYT I[TOTPEOOBATh OLIEHKU KaX-
I0I'0 OTACJABHOI'O Marepualna.

5.3.2 OOpaszeny MOXeT OBITh BBEIOpPAH C YYETOM MAaKCUMAJNBHOI'O BO3NCHMCTBUSI TECT-CHUCTEMBI HAa
KaKoH-JIM0O0 MaTepuall WU U31ejiue, o0 KOTOPOM U3BECTHO, YTO OH IOTEHUHAJILHO 00JI1anaeT OMoJIorHyecKoi
aKTUBHOCTBHIO.

5.3.3 Insa HEeKOTOpbIX TECTOB reoMerpuuycckas ¢popMa odpasla MOXET OKa3aThCsd BaAXHEE TUIIA
MaTepuajia, II03TOMY IIpU BbIOOpe MpencTABUTEJILHONM YacTU HU3MENIUS CJIeNYeT OTHAaBaTh IpPedIiouTeHUE

reoMeTpudeckoy ¢opMe obpasia 1o CpaBHEHUIO C IIPOMOPLMOHAILHBIM COJIEPKAHUEM pa3sNUyHbIX MaTe-
pHAaJoB.

5.3.4 Ecau B COCTaB M3LEIHsl BXOIAT Pa3/IMYHBIE MATEpUAJIbI, IIPU BHIOOpPE 00pa3la HeoOXOoUMO
VYE€CTh NNOTEHLMAJNBbHBIE BOSMOXHOCTH CUHEPTH3Ma ¥ JAPYIUX B3AUMOIEHCTBUMN.

5.4 llpn UCIIONBE30BAHUM BBLITSIKKHY UCCIEXYEMbBIM MaTepHal BhIOMPAKOT B COOTBETCTBHUU € 5.1 —35.3.

6 IlpuroronieHue uccjaeayemMou npodObl ¥ pacTBOpa CTAHAAPTHOrO odpa3na

6.1 Hccaemyemsoie npobbl ¥ cTaHAapTHBIE 00pa3lbl He0oOXoAUMO oOpabaThiBaTh B YCIOBUSX, UCKIIO-
YJalolMX KOHTAaMUHAUMIO. BeuiecTra, oOpa3oBaBlIMeECcs B ITpoliecce [IPOU3BOACTBA, OYUCTKU, CTEPIIIM3aLIMM1
M T. II., CJICAYET CYMTATL HEOTHEMJIIEMOM YaCTbIO U3ACIUS, €ro YacTH WIM KOMIOHEeHTa. PyKoBoacTBO IO
[IPUTOTOBJICHUIO UCCIEAYEMOM ITPOOEI ¥ PACTBOPOB CTAHIAPTHBIX 00pa3LOB IIPUBCIACHO B IIPWIOXCHHUH b.

6.1.1 PabGoty ¢ ucciaenyeMbIMHU IIpoGaMU CTEPWIbHBIX U3NENUN M CTAHIAPTHLIX OOpa3lLOB Clenyer
IIPOBOJAMTD C YYETOM TPEOOBAaHUMN ACENITUKHU, €CIU 3TO COOTBETCTBYET METOAUKE MCCJIEIOBAHUA.

6.1.2 Ecan Ha McciienoBaHMe MOCTYIAKT HECTEPUIBHBIE U3IEINUsI, KOTOPbl€ MOJIKHBI ObITh IpoOCTeE-

PUJIV30BAHHbLI IIepel ITPUMEHEHHMEM B MEAUIIMHCKON IPAKTUKE, TO TAKKME OOpa3ilbl IIepe UCCIEIOBAHUEM
CTEPWIU3YIOT METOJIOM, PEKOMEHAOBAHHBIM Npou3BoauTeeM. Pabotry ¢ HUMH IIPOBOISIT ¢ YIETOM TpeOo-
BAaHUU ACEIITHKU, €CJIM 5TO COOTBETCTBYET METOIMKE UCCIECIOBAHHSI.

6.2 Eciu cTepriin30BaHHAsI Tpo0a roTOBUTCS IEpeE HCCIIeJOBAHUEM, NOJIKHO OBITh YYTEHO BJIUSIHUE
CTEPWIM3ALIMM M JIIOO0ro Mnpolecca repecTepuwin3alvd Ha hccaeayeMyo Ipody N CTaHAapTHBIE 00pas3libl,
BKJII04as1 3PPEeKT OT BO3IMOXHON MHOTOKpPATHON CTEPWIM3ALHUM KOHEYHOIO MPOAYKTa.

6.3 Ecnu ucciaenyeMmble NMpoObBI M CTAHOAPTHBIE OOpas3lbl TpebyeTcsi pa3pe3aTh HA YACTH, ClexyeT
VUUTEIBATE TTOBEPXHOCTU, HE IMOABEPTABIIMECHA paHee o0paboTKe, HAIIpUMED ITPOCBETHI WIH [MOBEPXHOCTH

cpe3a. Ilpu paspe3aHMM MEOUUIMHCKHMX M3ACJUNA Ha IpedcTaBHUTEJbHbIe OOpa3Libl CICHYET MCIIONb30BaTh
TeXHUYECKUE IIPHEMBbI, MCKIIIOYAIOIMEe KOHTAMUHALHIO.

7 IlpurorosjeHHe BBHITSOKEK H3 HCCHEAYEMbIX MATEPHAJIOB

7.1 OcHOBHbBIE HOJOXKEHHMSA

Ecnyn uccaenosaHue TpeOyeT IIpUMEHEHUS BbITSDKEK, MOJEIbHAS CPEHa U YCIIOBUS ITPOLIECCa IKCTpa-
KIMHU JOJKHBI COOTBETCTBOBATH CBOMCTBAM K HA3HAYEHMUIO KOHEYHOTro IpoAykKTa. PyKoBoJACTBO 110
IKCTpAaKIIUM OoOpasloB IPUBEIECHO B IMpwioXeHUU B. JInsg oTaelbHBIX OMOJIOIMYECKHMX MCCHEIOBAaHHIA,
ormucaHHbIXx B JApyrux craHpaprax cepuu 'OCT P MCO 10993, cymecrtByloT ocoOble TpeOOBAHUA K
IIPUTOTOBJIEHUIO BBITSLKEK M3 o00pasuos. B 3ToM ciydae TpeOoOBaHHS COOTBETCTBYIOLUMX CTAHIAPTOB
['OCT P UCO 10993 6ynyT MMETh IPUOPUTET 110 CPABHEHUIO C TPEOOBAHUAMHU JAHHOM YaCTH.
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7.2 Konre#inepsl A1 IKCTPAKIHHA

OKCTPAKLHAID NPOBOAAT B YUCTBIX, XHMUYECKH UHEPTHBIX, TePMETUUHBIX, OC30MaCHBIX €MKOCTSX,
UMEIOIX MUHUMAIBHOE CBOOOAHOE MPOCTPAHCTBO. DKCTPAKLMIO CEYET IIPOBOAUTD B YCIOBUSIX, HCKIIO-
JalolMX KOHTAMHUHALIHIO.

7.3 YcaoBus 3KCTpaKIHH

Ha npoiiecc sKCcTpakilMM OKa3bIBaloT BIMSHUE TeMIIepaTrypa, COOTHOIIEHHE ILIOUIAAN TOBEPXHOCTH
U obbemMa, aKcTparupylouwas cpena u ¢asonoe pasHoBecue!) MaTepuana. Heob6xouMo YUIUTHIBATEL BAUSIHUE
BBICOKOH TEeMIIEpaTyphbl U OAPYITUX YCJIOBHH HA KMHETHUKY 3KCTPAKIIMM U WICHTHYHOCTH MOICIBLHBIX Cpel
[IpY OPOBEACHUHU YCKOPEHHOHU JTHUOO0 MHTEHCUBHOM 3KCTpakKlLMU. HMXe omHMcaHbl CTAHAAPTHBIE YCJIOBHSI,
OCHOBAHHBbIE Ha CYILIECTBYIOLUEHN IMPAaKTUKE, UCITOJIB30BAHNE KOTOPBIX NPEAYCMATPHUBAET OLIEHKY ITOTEHIM -
AJILHOTQO pPHUCKA, OOYCIIOBJIEHHOroO M3LACAMEM WIM MarepuaaoM. Moryr ObITb MCITOJB30OBaHbl U ApPyrue
YCIOBUA, KOTOPLIE U UMUTUPVIOT 3KCTPAKIIUIO, UMEIOUIVIO MECTO MpH KIUHUYECKOM VCIIOJNb30BAHUN,
AU0O YYUTBIBAIOT BO3MOXHOCTh OLHEHKU IMOTEHIIMAJIBHOIO PUCKA, B ITOM CJAy4Yae OHHU HOJIKHBI OBITh
OITKCaHbl 1 OOOCHOBAHHBI.

7.3.1 CrannapTHble YCAOBHUS 3KCTPAKLMM CAEAYIOLIHE:

a) (37 £ 1) "C B TeueHue (24 + 2) y;

0) (37t 1) °C B TeueHue (72 + 2) u;

B) (50 + 2) °C B TeyeHue (72 + 2) y;

r) (70 £ 2) °C B TeyeHue (24 + 2) u;

n) (121 + 2) °C B teyenue (1 +0,2) 4.

+ 4

IlpeanoyreHue cienyer oxasbiBaTh YCIAOBUSIM 3KCTPaKUMMU, UMUTHPYIOILIMM YCIJIOBUSI KIMHUYECKOTO
[IPUMEHEHMUSI.

7.3.2 OTHOLICHHUS CTAHAAPTHLIX IUIOILAAEH TTOBEPXHOCTH, HAIIPUMED BLIITYKJION IMOBEPXHOCTH, UC-
KJI104ad 3JIEMEHTHI, HE MOAJAIOIIMEC] U3MEPEHHUIO, K MIWUIUIUTPY 00heMa MOJCHIBHOM CPEAB! IIPUBEACHBL
B Tabnuue 1.

MoXHO0 MCIIONBH30BATL U ApPYyrHe cooTHOLIeHUsI (Macca/o0beM M IUIOIAAL NIOBEPXHOCTU/00BEM) MO
CpaBHEHMUIO C IIPUBEACHHBIMU B TaOIULIE 1, HANIpUMEDP IIPH OLICHKE IOPOILUKOB, BCIIEHEHHBIX MATEPHAJIOB,
[IOPHUCTHIX MOBEPXHOCTEMN M T. I1., KOTOPhIE UMUTUPYIOT YCJITOBUS KJIMHUYECKOI'O UCITOAb30BaAHUS ¥ NPUBOISIT
K aJ€KBATHOM OLICHKE IMOTEHIAAILHOI'O PUCKA.

7.3.3 DnacroMepbl, MaTEpHAJIb! C MOKPBITUEM WIM 00padoTaHHON MOBEPXHOCTHIO, KOMITIO3UTHI, JId-
MMHATbI ¥ T. I1. HEOOXOAUMO MCCEAOBAThL B HETTOBPEXKACHHOM BUAC. JApyrve MaTepuasnbi CJIeAyeT pa3pe3aTh
Ha HEOOJIbIHKME YACTH, YTOOBI OOECIIEYUTD MTOJHOE TIOIPYKEHUE B SKCTPArUPYIOLIYIO XUJIKOCTb.

Taonnua 1

p— A - aam P - 1 By il A * ——— S T PR Raki S —_ — — T N S——, —— A

COOTHOWEHUE TIPU F

TonumHa, MM | 3KCTPaKLKu HauMmeHoBanue Matepuana
+10 %
|

< 0,3 6 CMZ/MJI MeTtaisi, CHHTETHYECKUH TIOJUMEp, KepaMMKa,
KOMITO3UTHAas TUICHKA, JIMCThl U CTEHKH TpyOoK

> 0.5 3 cM2/MJI Merani, CHUHTETHYECKMN TIOJIMMEp, KepaMuka,
KOMIIO3UTHBIE CTEHKM TPYOOK, TUINTBI, JIVITbIC U3IENWs]

<1,0 3 CM2/MJI [IpvipogHBIA 2nacTOMEP

> 1,0 1,25 cM*/Mit IIprupoaHeIil 3nacToMep

1) ®u3oBoe paBHOBECHE B TBEPAOM MaTepyasie NpH AaHHON TEMIIEPAType ONpeAeisieT OTHOCHTEIBHOE COepXKa-
HUe amopdHOM M KpucTalinyyeckon ¢as. [bia amoppHoi da3pl TeMnieparypa ¢pa3oBoro rnepexosa (CTexyoBaHusa) 7.
ofipesieasieT MOABKHOCTD MOJIMMEPHON LeNU ¥ CKOPOCTh MM dy3uu B AaHHOI ¢dasze. O6pI4HO ckopocTh auddy3uu
IpH TeMIepaType Bbllie 1. 3HAUMTENBLHO BhILIE CKOpocTH AUddy3un npy Oolice HN3KOM TeMrieparype. B XxpucTauiu-
yeckoit dase ckopoctb APy Hanbosiee HN3KA. YCNOBHUA 3KCTPAKIIMM BLIOHMpPAIOT C YYETOM MHUHMMAJIBHOTO
H3MeHeHUs $a3oBoro paBHOBECHS MaTepwaia, onpenensieMoro gusnonorvyeckon cpenoil. MamenHeHue dasoBoro
paBHOBECHS MOXET ITOB/IeYb 33 coD0¥ M3MEHEHHE KOJAUYECTBA U CTPYKTYPbI 3KCTparupyeMbIX BeHiecTB. B U3MeHeHUH
(Pa30BOTO PAaBHOBECHS MOXKHO YAOCTOBEPUTLCH, UCTIOAB3YSI METOA CKARUpPYIOUIeH TubdepeHinaibHoi KalopUMETPHM.

4
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Oxoxnuanue mabauust |

CooTHOLUCHHE TIPH

TonuuHa, MM SKCTpaKLK HauMeHoBaHNe MaTepuala
+ 10 %

J— m—— —m BT [ — ———— e TR L] ld o —— — p—

HepasHoMmepHas Ot 0,1 r/Mn no 0,2 r/mn; Hiaprxu
6 cM“/ M

el = L T P el - _ i L o

1) OrtHouleHuMe TUIOIAIM TTOBEPXHOCTH WIIM Macchl MCCeayeMoro obpasua K o0beMy MOAEILHON Cpebl.

P P ik — i e

[IpuMeudyanue — B Hacrodllice BpeMs HET CTAHAAPTU3O0BAHHBIX METOJOB MCCHENOBAHUA aAOCOPOCHTOR U
THAPOKOJUIOMJIOB, TIO3TOMY TIpeUlaraeTcs CACAYIOLLHN MOpAaoK: ONPEAcAsIOT «abCopOLIMOHHYIO EMKOCTb» MaTepHraa,
HaripuMep KOJIMYeCTBO MOJEIAbHOM cpexbl, abcopbupoBaHHO MaTepuaioM. MccienyeMas npoda nomKHa coOAEPXKaTh
2 T MaTepuana, oObeM BHITSDKKY AOKeH ObiTh Ha 20 Ml Oonbiie «abCcopOuMOoHHON eMKOCTHY 1poObl Maccoit 2 T.

P Tl il P

7.3.4 K 3KCTparupymoumMM cpegaM OTHOCHT:

- MNOJIAPHVYIO XHIKOCTb — BOIY, PU3HOJOTHYECKMM PACTBOP, KYJABTYPAJIbHYIO XUIKOCTH 0€3 ChIBO-
POTKHU;

- HENOJAPHYIO XHUIAKOCTh — cBeXee paPUHUPOBAHHOS PACTUTENABHOEC MACIO (HANIPUMED XJIONKOBOE
WY KYHXKYTHOE MAaclio);

- JOIIOJHUTEJbHEBIE 3KCTPATHPYIOLIUE XUIKOCTH, 3TaHOo/Boaa (5 % mo obbeMy); aTaHo1/PU3H0NI0-
ruyeckuii pactBop (5% 1o oObeMy); NMoAUSTWIEHINMUKONAb 400 (pazbaBieHHBIH 0 PHU3UOIOTHUYECKOIO
OCMOTHYECKOIo JABJICHUS); TUMETWICYIbPOKCU;, KYJIBTYPAUIbHYIO XHAKOCTb C CHBIBOPOTKOM;

- JIPYTME XUIKOCTH, COOTBETCTBYIOLME CBOUCTBAM U IIPUMEHEHHUIO U3AETUS, ITPU HAJIMYUU CBEAEHUH
00 UX JEUCTBHH.

7.3.5 DKcTpaklMi MOXHO MPOBOAUTh B CTATHYECKUX YCIOBUSX JIMOO NpH nepeMellMBaHUU. 1lpu
HeoOXOMUMOCTHY TIEPEMEIIUBAHUA METOAUKA HO/KHA OBITH YETKO OIMHUCAHA U 33aHEeCceHa B OTYeT.

7.3.6 BBITSIXKU ciaenyer, 1o BO3MOXHOCTH, UCIIOJb30BaTh CPpa3y IMocCje MPUTroTOBICHUSI BO U30EXa-
HUe copOLMH MaTEpHAIOM COCYAAa, KOTOPBIM UCIOJB3YIOT MJIA IKCTpaklUK, JUOO IPYyrux U3MEHCHHUH UX
coctaBa. ECHM BBITSIKKY XpaHsaT Oojiee 24 4, ee CTAOMJIBHOCTH B YCJIOBUSIX XpaHEHUs! JNOJKHA OBIThH
[IpoBEPEHA.

7.3.7 He momnyckaercd noaBeprarh BBITSIKKY OOBIYHO NIPUMEHSIEMBIM MeTonaM o0paboTKU IS OTHe-

JIEHUS B3BEILIEHHBIX YaCTUILl, TAKUM KaK QUIbTpaLIMA WIM LHeHTpudyrupoBaHue U T. 1. IIpu HeobxoguMocTH
LIeJ1eCO00PA3HOCTh TAKOTO IIpoliecca J0JKHA ObITh OOOCHOBAHA.

8 Otyer 00 nccien0BaHNN

OTtueT 06 HccAeNOBAHUY HOJ/KEH BKJIIOYATH B C€0S1 Clenyiolue AaHHbIE:

- UCTOYHHUK MarepHalia, yCTpOMCTBa, YaCTHU YCTPOMCTBA WIM KOMIIOHEHTA,;

- HOMEp NapTUU WIU CEpPHHU, €CIU TAKOBOU CYILECTBYET;

- OIMMCaHMeE Ipolecca MPOU3BOACTBA, OUHNCTKH, CTEPWIN3ALIUM;

- METOI 3KCTpaKIMU, BKIIOYAUINN JOKYMEHTALHUIO 10 YCIOBHUAM 3KCTPAKI[UN.
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ITPUJTOXEHHUE A
(CIIpaBOYHOE)

PyKOBOACTBO N0 BHIOOPY 3KCHEPHMMEHTAJbHOIO KOHTPOJIA

A.1 CeprndumupoBanibic CTARAAPTHLIC 00pa3nbI

B HacTosiee BpeMs HET B HAJIMMHMH CEpTHOHLIMPOBAHHbLIX CTAHAAPTHBIX 00pa310B, NIPUTOAHBIX UIA ITPOBEAeHUA
MCCIenoBAHUM Mo BHMOJOrHYecKoH OlIcHKE.

A.2 Hcnoim3oBanHe pa3iMIHBIX BHIAOB KOHTPOJIA

CyluecTBYIOT MaTepHayibl, KOTOPBIEC IHMPOKO MCITOJB3VIOT B OMOJIOTHUYEeCKHMX HUCCIeI0oBAaHUIX B KAYECTBE TONO-
XUTEABHOTO U OTPHUATEIILHOro KOHTpoJig. Marepuansel, nepedrciaeHHble B A.2.1 — A.2.4, cOOTBETCTBYIOT KPUTEPHUSIM
SKCIIEPUMECHTAIBHOIO KOHTPONAS IS BBIOpAaHHOro MeToJa McCleOoBaHMsI. 3a IpPaBWIbBHBIM BbIOOp KOHTPOJISI HECET
OTBETCTBEHHOCTL MCCNEA0BATED.

I[TpuyMeuaHnune— B HacroglieM NPWIOXEHUM IS IOJIL30BaTesiell HACTOSILUEr0 CTaHAapTa IPHUBEACHLI
TOProBbie Mapkyu M MCTOYHHMKM IIpHOOpeTeHHA NpOoAyKToB. Jlonyckaercs HCIOIb30BaTh M JIPYrHe TIPOAYKTHl H
MCTOYHUKH, KOTOpbIE MOTYT JaBaThb TaKME X€ Pe3ybTaThl.

A.2.1 VMnnaHTaumoHHble TECTHI

A.2.1.1 Insa orpHlaTe/EHOIO KOHTPOJA UCIIOJIbL3YIOT: TIOJIMITUWIECH BbICOKOM riotHocTH Y | TIOIMATHIEH HU3KOWM
IUIOTHOCTHZ), MONMIMMETWICHIOKCAH (6e3 KpeMHe3eMa) £ 3), HepXaBeIOLIYIO CTaNb.

A.2.1.2 JInsg noNoXWUTEJbHOTO KOHTPOJA NPUMEHSIOT NOJUBUHIXJIODUJI, COHAEpXAUIMM OJIOBOOpPraHUdYecKne
no6asxu 4 ), nnacTdULMPOBAHHBIM NOMMBUHWIXIOPUED).

A.2.2 Llurorokcuueckue TeCTh

A.2.2.1 [Insa orpuaTENbHOINO KOHTPOIS NMPUMEHSIOT TOJMUATHIECH BbICOKOH TUIOTHOCTH (A.2.1.1).

A.2.2.2 JIna MONOXMTEbHOIO KOHTPOJIS HCIIOJIbL3YIOT NMOMHUBUHWIXIOPHUI, COACPXKAUMHA OJIOBOOPraHUUYECKHE
noGasxku 4 7).

A.2.3 JonomHUTEIbHEIE CChUIKU

HononxuutenbvHbie ccoutku {12], [13] u [14], oTHOCsS1MeCs K NCITOJB30BaHMIO MATEPHAJIOB B KA4eCTBE IKCIIEPU-

MEHTAJILHOTO KOHTpOIA sl OMOJOrHYEeCKHUX MCCIIEIOBAaHMM TIPUBEACHBI B ITPWIOXEHUH I

) TlonuatvneH BbICOKO IioTHocTH (IUIacTHK RS I oTpulaTeibHOro KOHTPONs) MOXHO MOayduTh y US
Pharmacopoeia, Rockville, 20852 MD, USA.

UMrnaHTallMOHHBIN MOJIWITWIEH Ul OTPULATEILHOIO KOHTPOJII MOXHO npuoOpecty y Society of Japanese
Pharmacopoeia, Nagai-Kinenk 8F, Shibuya 2-12-15, Shibuya-Ku. Tokyo 150, Japan.

2) MoxHo npuobpecty yepes Biomaterials Program, Devices and Technology Branch, National Heart, Lung and
Blood Institute, NIH, 312 Federal Butlding, 7550 Wisconsin Ave., Bethesda, 20892 MD, USA.

3) Schmidt J.A., Von Recum, A.F.,: On the issue of primary reference grade poly (dimethylsiloxane): J. Appl.
Biomater., 4, 1993.

4) RS s noMoXUTENBHOIO KOHTpoJIs MOXHO nonyuuts ot US Pharmacopoeia, Rockville, 20852 MD, USA.

5) CranpmapTHbIN o6paser] NONMBUHWIXIIOPHAA C OJIOBOOPTaHWYECKUMM 100aBKaMy UTSI TIOJIOXUTEIBHOTO KOH-
Tposis MoxXHO Tnpuobpectn y Portex Limited, Portex House, 1 High St., Hythe, Kent LT 21 6 JL, UK (Product NO.
499-300-000-000).

%) TTnacTuduumpoBaHHas TOJUBMHUIXIOpHAHAA Tpy6Ka BS 5736/2PRS moxer 6miTh nosnyyeHa ot BSI, Linford
Wood, Milton Keynes, Bukinghamshire, MK 14 6LE, UK.

6
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A.2.4 lpyrue marepraibl

I pyrve Mareprainbl, KOTOpbIe NpOlUIY MeXT1adopaTopHbie MCCACAOBAHUSA B KaUeCTBE CTAaHIAPTHLIX 0OpaslioB,
npuBelcHbl B A.2.4.1 nu A.2.4.2.

A.2.4.1 JIns oTpULATENLHOTO KOHTPOJISL IPUMEHSIOT TIOIM3TIIIEH HM3KOM TUIOTHOCTH ), mo/MaMMeTHICUITOKCaH
(6e3 KpeMHe3eMa)?), NOMUBHHWIXJIOpU A, TOJIUI(PUDPYPETAH, nonnnponmm”, JIaTeKc 1l MEAUUUMHCKUX UCCIenoBa-
HUM, OKHUCH ATIOMUHUA (KEpaMHUUECKHE TIPYTKH), HEPXKABEIOUIYIO CTallb U TUTAHOBBIM CIUIaB.

A.2.4.2 JIns nNonoXUTEAbHOTO KOHTPONIS UCIIONb3YIOT CETMEHTHPOBAHHYIO NMOJIMYPETAHOBYIO IUIEHKY, coaepXa-
IIYI0 OU3TWI- WM AMGYTIWIIMTHOKapGaMar nuHka?, naTeKchl onpefe/leHHOTO COCTAaBa, PacTBOPLI COJNE IDIHKA ).
Beinecrsa, KoTophle ObUIM MCIHONB30BAHB! B KAaUECTBE ITOJIOXHUTEABHOIO KOHTPOAs st NIpoO, MPEACTaBIsaIOT coboii
pPacTBOPH (peHOJIa U BOMHI.

) Tpy6ku PE 140 moxHo npuo6pectd y Rehau AG, D-95111 Rehau, Germany. IToNMSTHICHOBYIO TUICHKY
MOXHO noayyuth v Hoechst AG, D-65926 Frankfurt 80, Germany.

2) Tpy6xu SIK 8363 MoxHo nprobpectu y Rehau AG, D-95111 Rehau, Germany.

3) Tpyoku PP 146 MoxHo npuobpectst y Rehau AG, D-95111 Rehau, Germany. [1onMnponMIEeHOBYIO IUVIEHKY
MOXHo ronyuutb v Hoechst AG, D-65926 Frankfurt 80, Germany.

4} 'Wako Pure Chemicals CO. Ltd.

°) Australian Standard AS 2696: 1989. MemuumHcKoe 060pYIOBAHNE — YpeTPalbHbie KaTeTephl OMHOKPATHOTO
NpUMeHeHUs (CTepWIbHBIS) ISl OO1EMEAUIIMHCKOTO UCITONb30BaHU4.
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[TPHJIOXKEHHUE b
(cripaBOYHOC)

PyKOBOJACTBO IO NMPHrOTOBJIECHHIO HCCJAEAYEMBIX MATEPHAJIOB

b.1 Uccaenyempiit MaTepua

Marepual, MCITOAL3YEMBIN B OMOJTOTHYECKUX HCCIEAOBAaHUAX, 1O KEeH OBITh NPEACTABUTEABHBIM C TOUKH 3PE€HUS
€ro cocrapa, oopaboTKM U XapakKTepHUCTUK MOBEPXHOCTH KOHECYHOI'O MpoayKTa (pa3fiell 3 HACTOALIETo CTAHAAPTA).

b.1.1 Ilpu HccnenoBaHuM IJIACTHKOB WIM PE3UH B COCTAB AOMXHBI OBITH BKIIOYEHBI CMOJIA, ITOTMMED H JII0ObIe
nobasky. CiaeayeT oUeHUTD M JIKOObIE IpYyrMe KOMITIOHCHTHI, KOTOPbIE MOT'YT BXOJWUTh B COCTAB B BHIIE 3aMeHbI. Oimicanue
KOMITO3WIIMU JOJIKHO BKIOYATE CBEACHHS O XapaKTepUCTHKE MaTepHaia, Takue KaK TEpMOCTaOWIbHOCTD, HIENOCTHOCTD
WK pas3apoOIeHHOCTh, MaKCUMaJIbHO BO3MOXHOE ApoOIeHUE.

b.1.2 Marepuanbl, KOTOpbIE MOTYT INOJABEPraThbcs IMMOBTOPHOM CTEepHAM3ALIUUM B OOHHUX U TEX Xe 1100 pazxIMIHEIX
YCIIOBUSIX, OOJDKHBI OBITH HMCCACIOBAHBI MOCJIAE MHOrOKpaTHOH crepwiam3anuu. Hampumep, Marepuan, KOTOpbIN
CTEPWIM3YIOT O0JIYUEHHUEM, & NMTOTOM ITOBTOPHO CTEPWIN3VIOT 00pabOTKOM 3TUIIEHOKCUIOM, HEODXOAUMO UCCIeIOBATH
nocne olaydeHus n rocne obJMyUdeHHA IUIIOC CTEPWIN3ALMM 3THWICHOKCUAOM. JTIpM 000CHOBAHUHM «3KCTPEMAIBHOTO
CJIyYasas» Mo 3KCITO3HLMU MCCICAOBAHME TIPOBOMST IOCJE SKCITO3MLUMY MMEHHO B TAaKMX YCJIOBHUAX.

b.1.3 B unaeanbHOM ciyyac Bce OMOJIOrMYEeCcKME UCCIECA0OBAHUA Marepyana IpoBOIAT B YCIOBHUSAX BO3AcHCTBUA
KJIETOYHOM /OMONOrMUecKoi cpedbl HAa MCXOIOHVIO ITOBEPXHOCTb MarepHaia (B IPOTHMBONOJOXHOCTb Bcell Macce). B
KA4yeCcTBE METOoJa, aJlbTEPHATHBHOI'O pa3pe3aHHIO I10BEPXHOCTH 00pa3iia, MOXET CIYXHMTHb M3roTOBJICHHE MHHHATIOP-
HOro M34ejMsl ¢ MCHOJIb30BAHMEM TOIO XK€ Nnpoliecca (3KCTPY3IUU, OTXMIra, OTBEDXICHMUS, OYUCTKM U T. I1.), TEX Xe
TEMITEPATYP, BpEMEHH, aTMOC(EepHl, BKJIIOYas CTEPUWIN3ALIMIO, KOTOPBIE pealn3yIOT B IIpoliccce MPOU3BOICTBA H3AETNA.

b.1.4 Merannsl, ucrioab3dyeMbic Npu OMOJIOrMYECKOM UCCICAOBAHUHM, AOLKHBI ORITb M3 TOIO XK€ HMCXOOHOIO
MaTepyana, KOTOPBIM TIPUMEHASTCA NPHU H3rOTOBJACHHM W3ACHAHMS, U INPOXOIMTh TY XK€ MEXaHNYCECKYI0 oO0paboTKy,
U3MeNbYCHME, IOJMUPOBKY, OYUCTKY, IIACCHMBALIMIO, BKII0YAd o0OpaboTKY IOBEPXHOCTH M CTEPWIM3ALIMIO, KOTOphle
UMEIOT MECTO IIPH MPOHU3BOACTBE KOHEYHOTO NpOAYKTA.

b.1.5 Kepamuueckue Marepuanbl, IpuMeHsieMbie B OHOMOTHYECKUX UCCIIEAOBAHNAX, JO/DKHBI ObITh U3roTORIE-
HbI Y3 TOrO X€ MCXOJHOTO NOpOLIKAa W NOABEPrarscs TeM Xe IpolieccaM oOpaboTKH (OTIMBKHM, (POPMOBKH U T. I1.),
BKJTI0YAasd KOHEYHYIO 06paboTKy MOBEPXHOCTHU U CTCPUIM3ALIUIO, KOTOPbIe UCIONB3VIOT IPU TIPOU3BOACTBE U3NEIUS.

b.1.6 Marepuannl 1A OMONpoTe30B CACAYET M3ydaTh MOCAE BhIACPXMBAHHS X B TEUCHHE MaKCHMaJIbHOIC U
MUHHUMAIBHOIO BpEMEHMN, IPEAYCMOTPECHHbIX M3TOTOBUTENEM IS QUKCALMH, CO3/1aBasd TEM CaMbIM Pa3IUYHbIC YCIOBUS
IS TIPOHHUKAHUA (pUKcaropa.

b.2 YacTunpl

BoaMoxXHocTh 00pa3oBaHMA YACTHL B YCIOBUAX SKCTPAKLIMM JOKHA OLITh YYTEHA IIPU IUIAHUPOBAHUM HCCTE-
JOBaHUM.

b.3 KomgecTso npodsl

Konuyectso Marepyana M Ijiolialb €ro NOBEpXHOCTH JOJIDKHEBI COOTBETCTBOBATL OMONIOIMYECKHMM U PU3INYECKUM
TPEOOBAHUAM TeCT-CHCTEMEI. CIeyeT MCIOJIB30BaTh CTAHAAPTHOE KOJINYECTBO NTPOOBb!, pEKOMEHIOBAHHOE )11 KAXKA OO
OTAECKBHOIO SKCIIEPUMEHTA.
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PyKOBOACTBO 0 3KCTPAKIHU HCCREAYEMbIX MATEPHANTOB

BEITSKKIM M3 MeOMUMHCKHMX H3ACAWI TOTOBAT C ILIECAbIO MOJYYEHHUsT NpoObl, HEOOXOOMMOM ISt onpeaesieHUs
OHMONOTNYECKON aKTUBHOCTH NMIOOBIX BElECTB, BHIMBIBAIOUIUXCS W3 U3AcAWA B OMOJOTHMUYECKOW CUCTEME, a TakKkKe
OLICHKH IMTOTeHLIHAILHOTO PHUCKA IIPH UCITOIb30BaHUU M3ACNHA YeaoBeKoM. [1pH npUroToBieHNH BHTSIKEK M3 U3ICTUIA
cpella ! YCIOBHS 3KCTpaKIMM JOJDKHBI COOTBETCTBOBATb CBOMCTBAM M NPUMEHEHUIO KOHEYHOro IIPOAVKTa, a TaKXe
[IpOTHO3MPYEMEIM XapaKTEPUCTUKAM METOLAa McClenoBaHusl (HalipuMep YyBCTBUTEABHOCTH M T. I1.). TakuM oOpasom,
YCJIOBHSA IKCTPAaKUMH JOJDKHBI, B MACAIBHOM Cllyyae, OTPaXXaThb He TOJIBKO YVCIOBHMS PEAJIbHOIO IIPUMEHCHHUSA, HO U
IMPOTHO3UPYEMbIE OCODEHHOCTU TECTOB.

B.1 Hacrodwmini craHmapT npeanoiaracT, YTo KOAWYECTBO 3KCTPArupyeMbIX BEIECTB 3aBHMCHUT OT IIPOHOJIKM-
TEJIBHOCTH 3KCTPAKIIKH, TEMIICPATYPbl, COOTHOLIEHH TUIO1aAX NTIOBEPXHOCTH Marepvasia ¥ 00beMa MOAEIbHOM CpeIbl,
a TAaKXe€ CBOWCTB pPaCTBOPUTEJIA.

B.2 IlpononXxuteJbHOCTh 3KCTPaKIIUK JOJKHA ObITh NOCTATOYHOH /U1l MAaKCHUMa/IBHOTO M3BJICYCHHS BElIeCTBA.
Ha nipakTke g KaXOoro XMMHAYECKOro aHalinu3a peKOMEHAYETCS ONpeEacJIcHHOE BpeMs U TeMIlepaTypa 3KCTPakKLUH.
B KayecTse anbTepHATUBEI MOXHO IPOBECTH IMOBTOPHYIO 3KCTPAKLIMIO C IOCACIYIOIINM KOHLEHTPUPOBAHHMEM, YTOOL]
HOJYUYHUTHh DOCTATOUHOS I aHAIU3a KOJIUYECTBO 3KCTParupyeMoro BelleCTBa.

B.3 Temneparypa 3KCTpaKLMH OODKHA CIOCcOOCTBOBATb MaKCHUMUIbHOMY HM3BJIEYEHHIO 3KCTPArupyeMBIX Be-
1LIECTB, & TAKXXE UMHUTUPOBATh BO3JICHCTBHE JTIOOLIX MAKCUMAJTLHO BRICOKMX TEMIIEPATYDP, KOTOPKIM MOXET MOABEPTATHCH
H3lienue B IIpoLecce ero KIMHWYECKOro NMpUMcHeHMA. Takaa UMHUTalUs He JO/DKHA BRI3LIBATh 3aMETHOM Jerpagalvu
Marepuana. TeMmreparypa 3KCTpakKUuuy 3aBUCUT OT GHU3UKO-XUMHUYECKHMX XapaKTepUCTHK MaTepyuana usaenus. Hanpu-
Mep, IIPU 3KCTPaKIMKM HOJMUMEPOB TEMIICpaTypa JO/KHA ObIThH HUXE TeMIIepaTyphl CTeKinoBaHus. Eciu remneparypa
CTCKJIOBAHHUS HUXE MCIOAL3YEMOM TEMIIEPATYPhl 3KCTPAKUHH, TTOCAeIHAS JOJDKHA ObITh HIDKE TeMIlepaTyphl ILIaBJIC-
HuA. PekoMeHIOBaHHBIE YCIOBUSA NpUBEJAcHB B 7.3.1 HacTrosiuero craHaapra.

11 anlocTpauyy STOro pasjiena INpMBeICHbI ClISAyouIne NIpMMeEphI:

- MaTepMaJibl, KOTOpbICE MMEIOT TOYKY IUIABJIICHUA HAM pasmardeHusa Hwke 121 °C, pomXHbl noaseprarbces
AKCTPAKIIMY IIPH TEMITEpaType HUKE TOUKHM [UIABJICHUS (HanmpUMep IOJAUSTHICH OYEHDb HU3KOH TUIOTHOCTH);

- MAarepuasbl, IOABEPXEHHbIE I'MAPOJIN3Y, CICAYET IKCTPAarupoBarh Ipy teMiieparype, odecrieyydBaroliecii My-
HUMANbHBIHA TUAPOAU3 (HAIpUMED MoJIMaMUabl 3KcTparupylotr npu 50 °C);

- MarepuaIbl U U3ACNTUA, KOTOPHIC CTEPUIN3YIOT NMAPOM U COJEPKAT XKMUIKOCTh B IpoLiecce XpaHEHNSI, JOJIKHDI
IKcTparuposarbes IpU 121 "C (HarmpuMep npeaBapUTeIbHO 32IT0JIHEHHBIC JUAIU3aTOPhI);

- MaTepHUaIbl, KOTOPLIE UCIIOBL3YIOTCA TOJIBKO TIPM TEMIIEpaType Tela, CAEAVET 3KCTparupoBarh MpHU TeMIlcpa-
Type, KOTopas obecIieurBacT MaKCUMaJbHOE M3BJICUeHHE BellecTBa 0€3 Aerpajauyi Matepyana (HallpuMep KoJulareH
MOXHO 3KcTparupoBars 1pu 37 “C, toroa Xak KepamMmuveckume uMiuiaHTarel npy 121 °C).

B.4 CooTHollleHMe rutonaay NoBEPXHOCTU M3AeIUSA 00beMa MOIAEIBHOMN cpelbl WIH PACTBOPUTEAS JO/DKHO OBIThH
JOCTATOYHBIM IS

- JOCTDKEHUS MAaKCHUMAJIBHOIO KOJIMYECTBA SKCTPArMPYEMbBIX BEUIECTB B IIPUEMJIEMOM 1A OMOJOTMUYECKHX
HCcCIeI0BaHUH no3UpyeMoM obbeMe (Io3MpyeMblil 00beM BHYTPH DH3HOJIOTHYECKUX ITPEHE/IOB);

- QUEHKHU TIOTCHUMANLHOIO pPUCKA NPY UCHONL30BAHUU WU3ACNUS USIOBCKOM;

- MOJHOrO INOIpyXCHHUSA MaTepuajiia B paCTBOPHTEIb.

ITpH OTCYTCTBMH MapaMeTPOB 3KCTPAKIIMH 1T KOHKPETHOTO HU3AE/Hs PEKOMEHIYETCs! HCIIOJb30BaTb CTaHAAPT-

HbiC IUIOLAAb NOBEPXHOCTH U 0ObeM pacTsopuTess (7.3.2). HexoTtopbie MeTOAB] MicCienoBaHMsl TpeOyIOT KOHUEHTPH-
POBAHHA BBITSDKEK VIS MOBBLILICHUS YYBCTBUTEILHOCTH TECTA.

IlpuMeuvaHHe — KOHUSHTPHPOBAHHE BBITAXEK MOXET IIPMBECTH K IOTEpE JIETYYHMX BEIIECTB, TAKHMX KakK
OKVICh 3TWJICHA.

B.5 BribpaHHble njisi 3KCTPaKI{MM PACTBOPHUTENHN JOJKHBI COOTBETCTBOBATDH CJCAVIOLIUM TpeOOBAHUAM:

- ObITh MPUTOJAHBIMH UIS1 UCTIOJIB30BAHWUS B ONPEACHCHHBLIX OMOIOIrHYECKHUX TECT-CHUCTEMAX;

- MMMTHPOBATh YCIIOBUSA SKCTPAKLIMH, KOTOPHIE PEAIU3YIOTCS B MPOLIECCE KITMHUYECKOTO NPUMEHEHHMS U3JICIINS;
- obecneynBarbh MAaKCUMAaJbHOE M3BJICYCHUE SKCTPAarnpyeMbIX BELIECTB.

[Ipn oTcyrcTBHM HaHHBIX O PACTBOPUTENAX IS ONpeHeICHHBbIX U3AEIHI peKOMEHAYETCS MCIO0JIb30BaTh CTAH-
OapTHBIE NOMAPHLIE U HENONSIPHLIE pacTBOpUTEIN (7.3.4).

[IpuMeyaHue— Cravaaptusaluusg rapaMeTpoB, mnpuBedeHHad B B.4 u B.5, mosBoysgeT Mcnonb3oBath
HaHHbIS, TIONIYUYeHHLIE B XOJe OMONOTUYECKMX VCCAENOBAHUN MEIULIMHCKUX U3ACIUN, Ul OPYrUX Lenel, HanpuMmep
IUT OLIEHKM pMCKa JIN00 IUIA pa3BUTHSI CTaHAAPTHU30BaHHBIX 6a3 JaHHBIX.
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