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[Tpenncionne

I PASPABROTAH BeepoccHiic Ky HaAVUHO-HCCIEROBATETRCKHM H HCIETATENLHLEIM HHCTHTYTOM M-
apumnnckod Texpukyn (BHHUHKHMT)

BHECEH Texumueckiu koMuteToM 0o cTadiapTiiaguy TR 422 «Ouenka Duonorsueckoro geicr-
BHE MeIHUHHCKHY Hi1nenuis

2 MPMHAT M BREAEH B JERCTBHE TNoctanomiennen Docetannapra Poccun o1 29 nexaGps
1999 r. Me B62-cT

3 Paunensl HACTOALWIETG CTAHEAPTA, 38 HCETHOMEHHEM painena 1 o npuacxenna b, npeactannamnT
coboil ayTeHTHUHBI TexeT smexnyHapondoro cradgapra MO0 10993 11-—=93 «Ouenka SHOIOTHYECKOMD
AeicTrra sMenquiuHckry wateanii. Yacts 11, Hecnepomsauue obleTOKCHYSCKOMD JeiicTRHA

4 BBEJEH BIEFBLIE

2 UK MaparenscTeo ctapgapron, 2000

Hacroaiumi cTaniapt e MomeT GLITE NONHOCTLE HAH YacTHYHO BOCTIPOHIReNeH, THPARMPORAH K
PACMpOCTPANEN B KadecTRe OfuUHATEHOro Hizauus Ged paspelterna Noccranaapra Poccum

11
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Beeaenne

Cofimonenye nonosedni craunapron cepii FOCT P MCO 10093 «Owedka GUOA0rHYECKEOT 18-
CTEHA MEOMLUHHCKRY HINeTM s MO3IBUIHT O0SCHeYHTE: CHCTEMHIAN Toaxod K HCCIeI0RIHAKY BHOTOTHYEC-
KOMo JeACTEMA METHIHHCEKHY MI1e Wi,

Lensie 5THX CTAHIAPTOR HE ARMAETCA GeIVCIORHOE JAKPENMNeHME KOHKPETHEX METOLOE HCCTEA0Rd-
HHH B MCIBTAHMA 33 rpynnady ogHopoRHeEN MeIHIHHCKERY, H3I0eIHil 8 COOTEETCTEHH C© NPHIATON
EnaccprKkanmMeil no BHAY M ATHTENLHOCTH KOHTAKTA ¢ OprannIvod Yenoreka. [oaTtomy naaHuposaHie
M NpoBeleHde HeCledonaiMil H HCIMETAKME To/KHE OCVIHECTRIATE COSUMATHCTE, MMEI0lHE CheliHan-
HYI0 NOAPOTORKY H OMNLIT B OGTACTH CAHWTAPHO-XHMHUYECKOH, TOKCHEONOTHYeCkol B GHONOrHYeckol
OUEHOK METHUHHCKHY HIIEIHH.

CTaupapTl 370l cepHl AREOTCA PYKOBOIALMMHE TOKYMEHTIMM 108 MPOTHOIHPOREHNA GHOTOTH-
YECKOD DeMCTHHE METHUMHCKHX H3OeIHH Ha CTAAHH BEDOpa MATEPHANOD, NPeIHATHAMEHHBIY G714 HX
WIMOTORTEHAA, A TAKEE 114 HCCIEI0BaHRi roToBLY o5pailion.

B crannapte cepus FOCT P HCO 10993, pueioiise rpynnopoil saronobok « M igenms Meguunickmne,
OueHks GHONOTHYSCKOTO AeHCTEMA MeJHUHHCKUY HATEeTHH, BNOIAT CAeIvIoiHe YacTH:

= YACTE | — OUEHKA W HCCHeIoRaHHH;

- YACTh 3 — HCCHeIOBAHNE TeHOTOKCHYHOCTH, KAHUEPOrEHHOCTH # TOKCHYECKOrD ASACToNA Ha
PENPOAYKTHRHYID (hyHKIHIO!

= YACTh 4 — HCCHeJORIHHe WITeIHH, BIaHMOIEHCTRYIOWHY ¢ KPOBLED,

= MACTL 5 — HCCASAOBAMME HA OHTOTORCHMIOCTE. METOOL! in vitro;

- YaCTL § — HCCASIOBRANHE MECTHOMD NefiCTOHA THOCIE HMIIAHTALIMM,

< YACTE 7 = OCTATOMHOE COASPKANHE ITHACHOKCHIA NOCTe CTEPHIHIALIHN,

- YACTE Y — OCHOBHLIE MPHILHIE HICHTHOHEALHE H KONHUECTBEHHOMD ONpedeIcHiA MoTe HUIHATL-
HEIY MPOIYKTOR TeCTPYEIHN,

= 4ACTE [0 — HCCcaenoBaHue Ppaapasaiolero  ceHCHOMANIHPYIILErD JeiicTima;

= 4acTk |l — Hecnenoparne ODlHe TOKCHYeCKOrD JeicTEHA,

= 4acTk |2 — npuroTosneHpe npod 1 CTANIAPTILE oD 3L,

< qacTh |3 — AIeHTHOHKILAA 1 KodUHecTReHHOE Onpeieielie NPoIyYKToR JecTRPYKUHH MoaaMep-
HELY METHIHHCKHY MIIeTHiA;

= YACTL |6 - MOIENHPOBAHNE M HCCAER0BAHHE TOKCHEOKHIETHEN NPOIYETOR JeCTPYEIIHH 1 BLIMEL-
EERHHA.

HacToauMi cTANIapT YCTAHARNHEAST METOAM OUSHKH NOTSHITHANLHOTO 0SS TOKCHYeCKoro aeicr-
BHS MeIn HHICKEY WTemHil.

MeTtogsl Hecne oBadna, YKamaHuLIe B CTAHBAPTE, BIATHE M3 MERIVHAPOEHLIY, PETHOHAILHEIX H
HALMOHATLHEX CTAHIAPTOE, TUPCKTHE H HOPMATHEOR. MeTOIMKHN onpeieleHid ocTpoill TOKCHYHOCTH Ha
Denbiy MLILAY § MCCAeT0BAHKN MHPOTEHHOCTH, NpiMeiaeMuie o PoccHi, npUBeleHsl b NpHIokKeHud b,

Jonveckaerca OpHMEHEHe OPYTHY METOIOR, O0eCTIeyHBaOMHY OUSHKY BHOAOIMYeCKOro IeHCTEH
METHUMHCKAX HIZEIHH B COOTRETCTERR € TPeDOoBAHHAMH MERIYHAPOIHLK CTAMIAPTOR HA MPOIVELFKD
KOHEPETHRIY BHIOE.

v
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FOCYJAPCTBEHHBIH CTAHJOAPT POCCHHWUCKONH ©DEJEPALHM

Hizenna MmelRoHiICKRE
OUEHEA BHOMOTIMYECKOT (O ,LI,EI"{L'TBHH MEIHIIHMHCKHNX HB,II;EJIHI"{

Yacre 11

Hecneposanne odmeToKCHICCKOID ZEACTEHA

Medical devices. Biological evaluntion of medical devices, Pant 11, Tests for systemic Lo xicity

Hara speacimn 2002 —01-—01

1 ObaacTs npaMeHeHHA

HacToAImMl cTanIapT vCTaHARIHBAST METOE OUSHEH NOTeHITMATLHOM OSMETOKCHYeCKOMD JeicT-
BHA XHMHUSCHHY KOMIOHEHTOR, MUETPHPYIGUWIHY B OPraliss M3 MeIdUHHCKHY nanenui.

Hactoammi cTanfapT pacnpocTpadaeTea Ha OUEHEY KOHSYHOTO NMYIVETA H KOMMOOHEHTOB 2ro
BLIMBBAHHA, HCCHenoBaHHa BLITARSE H3 HIMEAHA HAH NPOIYKTOR BEMBIBAHHA CIEIVET NMPOBOIHTE C
HCTIOTL30EAHHEM MOQ2ILHOH Cpeibl, KoTopad ODecrnedHBieT MAaKCHMATLHYVIO JKCTPAKUME NPoIVETOD
BLIMABAHAN LA Jansiefimers GHOMOTHYeCKOrD HeCIeI0Ra HHA.

2 HopmarHeHble CCBUIKH

B wacroflles CTaHIapTe WCMONLIOBANL CCRUIKHE Ha CReAyIoiiHe CTaHIA[TLL!

MOCT P HCO 10993, 199 Magenud sMeddiEHckie. OueHka DHOTOTHYECKONe 1eHcTiHa MeaHimMn-
CKHX H3Aenuil. (MeHES H HoCaenoBania

MOCT P HCO 10993399 Hanerna Megiuaackie. OUuSHKa DHOTOTHUECKODS e HCTEHA MeIHHH -
CKHUX M3lenui. MeTodld HechenoBiHHA FeHOTOKCHYHOCTH, KAHUEPOreHHOCTH H TOKCHYSCKODD JeHCTRHA
HE PenpoIyETHRH VIS WHKLTH

HOOy T0993-2-82% Ouenka DUOIOrHYSCKOT JelcTRMA MeAHUHRCKNX Hagenuid. Yacrte 2: Tpebopa-
HMA K 3AUIHTE MHBOTHEX

AMEPHEAHNCEHH HAUROHANEHBIH HHCTHTYT CTARIAPTOR,; AMEPHEIHCKLT ACCOUMALHA 3¥0HEY Bpavei
Mo 41 Ougmea GHONOTHMECKOro JeicTENA CTOMATONOMHYECKIY MaTepHanoe®

AMEPHEAHCKOE OOWECTED MO MCHHTANHAM H sMaTepHatam F 6191986, [IpakTHueckoe pyEOBOICTRO
N0 IKCTPAKUMKE W3 MeTHIUMHCKHX TUiacTHRoR™®, oM 13001

AMepHEAHCKOS 0DIECTEO N0 HeNETanMIM 1 MaTepsanas b 7300 1987, [MpaktHdeckoe pyKOBOICTED
Mo HCCAETOBAHHID BLITAKEK HI MATEPHLTON Ha 00V TOKCHUHOCTE T HHLEKUHOHHOM IKCTEBHMEHTE Ha
LRI THE

BpuTaHckRid cramaapT 3736: Yacte 30 1982% Ouedka DHOTOrHYeCKOro PHCKA, CRASAHHOMG C MeiaH-
LHHCKHMH HIgenHasy. Yact 52 MeTol HCCaeloBaHHa Ha OBIeTORCHYSeCKoE JefCTRHE, OUEHEKR BRTAKEK
H3 MEAHUHHCKHY MATeIAl Ha ORPOreHHOCTE HA KPOIHEAX

Hseiivapckuil cranaapt [I9E00 OuenEa GHOTOTHYECKOTO JEHCTHHA CTOMITOIOMHYSCKHY MATEPHA -
mop®, reiuapekan accoulalidg no CTaHIapTHIALHNE

Eeponeiickan dapmakones XX, [990*

OECF — PykopodcTRO N0 TECTHPOBAHRHI0 XHMHYECKHX BelUecTH®

OdiunansHbi &yvpHan Espone iekoro coobmectea, 79/831%

OdruHaleHsl &yvpHan Epponedckoro coobluecTna, $4,/449*

Oprumaren Ll xyvpran Epponefickoro coobwecTea, 7,/302%

Cron DenepalbHLEX HOPMaTHENEX TokyyedTon CLLA 130040 MeTol TecTHpOBAHKA TOKCHYECKHX
BEUlEcTR

A CHA TTE 86/ 10E95E*

* Mesgyvuapoassie cranaapr — g0 BHHHKH Tocemaanapra Pocony,

Haaanne odmmnansaome
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AA CLUA T1B 897124077
LA CHLA ToOKCHEOTOTHUECKHE TIPHHLHITE OUEHKH GeI0MacHOCT MHUIERLX Jofanok, [982%

bapuakones CLA XX1E Tecra wa GUonormMeckyio peakTHEHOCTE in vivo, The National Formulari
X¥I1, Rockville, MDD, Pharmacopeial Convention, 1990%, pp. 14971500

3 Onpenenenns

B vacToAlies CTAHIAPTE HCHOABIVEOT TEPMHHLL, NMpHeetcniue & TOCT P HOCO 093 1, a takse
CReAyIOIIHe OnpeaeneHua:

31 mogensuas cpesa’ AHIKOCTL, KOTOPYEY HCIOABIVIOT LA IKCTPIKLIHH TPOAYETOD BRMBIBAHNA H3
HIIETHA.

A2 BWMTAERKA: AAHIKOCTL, NOOBSPrajolasdcs MIVHeHHEr © UelLIe BLABASHHA e Duonormeckoil
PEAKLUIMH MOCHE TOTO, KaK HIIENHE NO0EPrIcchE B Hell JKCTRAKITHNA.

3.3 obpazen; Fanenwe WiH ero 4acTh, NMOMEEPracMble HCCTEIORIHHE.

3.4 xoaocTol KowTpeak: Momgeaksuas cpena, He colepallan obpaiell, HCNOILIVEMEd & HCCIe A0BaHHH
AN CPAREHEHHA © BLTHH KO,

1.5 oDmeToECHYeCKOE nedeTene. ToKCHYeCkoe 1eHcTEME Ha BeCh ORraiHEnM.

1.6 ocrpas TokcwunocTs. HebaaronpuarHeif wesT, BoSHHEAREA TOCTe BEeIeHHS OIHOKPaTHOH
HIH MHOMOEPATHBIX B03 HCCneavesMoil npodsl & Tedenne 24 v,

3.7 mogocTpas ToRcHuNocTs, HebGnaronpuatHsil xpdexT. BOIHHE0WHA Nocie eXeIHenHore nne-
AeHUHA OEHOKPATHOH MK MHOTOKPATHIX 103 HecneayeMol npodnl & Tewennz 14 — 28 nuei.

3.5 cyOXpOMHYECEAA TOKCHIROCTE HeGraronpuatHeil HppesT, BosiMEAWHlE Mmocae exelHenion
BRSJIEHHA OOHOKPITHON WK MHOTOKPATHEIX 003 HCCJEayvemon npodil B TeHeH e YacTH oDIel MposoiEH-
TENBHOCTH AHIHH [06sMHo 90 apeil, vo ve Goaee 10 % NpoIOmEHTETLHOCTH KHTHN ).

39 mecnenyesad npoba Manenie WM BLITSKES HI Hero, MCNOILIVEMBIE IUTH MIFUel i OBIeTOKCH -
UBCKOND OeHCTEHA.

4 Iloaroroeka npobs

4.1 Otuwme TpedopanEs

ManuHedT MoxeT NOARSPTATECH BOTICHCTENG PAUIHYHEIN YCIOBHH W COCTOANHNE, CRASAHHBY C NpH-
MEHeHHeM Hageama. Mecneayesmse o0pasin OTHH PaioT ¢ Y9eTOM VCIoRHE, B KOTORRX 00LYHO HCROALIYIOT
Hagenue. MadeneHHa YCIOBMH 3aHOCAT B OTYeT O MCClIednBaHie BMecTe ¢ 000CHOBAHMEN.

Hocnenonanne NPomoaaT HA TOTONBE K YTIOTREOme 0 HIeIHAY H MATEPHATAY HIH PETIPEscHTATHEN LIX
o0PASHAY KOMIOHEHTOR TOTOROMO K YTIOTPefIeHHEy H3TeTHa. B oTIeNsHEN CvYaay MO0 TAK#E PEEOMEH -
ADBATE HCCAEO0BATHHE KAKHX-JIH00 KOMITOHEHTOR OTASARIG HITH CPATY #e MO cHOpKH KOHEMHOrD HiTeIHa.

4.2 [lpumenemae dopm

Ecan 118 OparoToRIeHHa HeCledyeMElx Mpod HemoneayoT opuy, oHa He J00s6EHa pianmoaeicToo-
BATE WIH OTPHUATETLHO BIHATE Ha MaTepHan obpaiua. B coyuae HeobxoIHMocTH HCNOILIYT NOANOM ALY
HIOUTH PYIDLIYEY CPEIy.

4.3 NouHpoRIHHLIE MATEPRDNL

Ecnw rotopeie K ynoTpehle MM WIEAHA OOAMPYIOT, TO NORepRXHOCTE abpazua obpabaTepanT Tak
#e. NoaupyIniye. Cpeay 3aTes NOTHOCTERN VEATS0T. JoTphie Kpad IaKpyrngionT Tak, Kak Toro Tpedver
NPpHMEHERHE MINETHA.

4.4 YceiosEa npoHIB0ICTERL

KoMIoHeHT HIH HIOenHe, HCNOILIYEMOE B Ka4ecThe o0pasua, NoAGEPranT BodlelicTOHIO Tex Ke
VCIOBHH W BELESCTE, KOTOPLAM OHH TOOEEPrAKDTCH 6 NPpoLUScee NMPORIB0ACTED (OTMBIEKA, VIIAKOREKL, CTE-
PHIH3AUMA | T.01.).

4.5 Crepuadianns

Hagenua, npusedaembie CTEPHILHLMM, HCAOILIVIOT MOCHe CTEPWIHIAUMKH ¢ YEaFHHEM Crnocoba
CTEPHTHIALHH.

4.6 (PHINYECKDE COCTORNHE 0OpaIna

4.6.1 Marepuans, npeiHaIHadeHHBE N4 OPEMOTD KOHTAKTE (HAOPHMED HHIKOCTL, TEACTA WIH Tek),
HCCIIRIYIOT, HE THYTBRERran MOIHEHEALRT, B HCTIePHMEHTAN & KO®HOH AnnIHEALHeR TN OPUTbH LM BRSTeHHEM.

4 6.2 TNopowks (HanpMep NPoIVKTL, OTHOCAIWHECH K Kiaccy afcopbeHTon) HoCIeIvinT MpaMBix
HaMeceHHeM HIH MOTOBAT W3 HHY NACThl ¢ HCMOALIORAHWEM TTOAXMTTINETD PACTEOPHTENA WIH HHIKOIo
AWCTIERCANTR, 4 MOTOM HAHOCHT.

4.6.3 AHAKOCTH MCCASOYIOT NPAMLM HAHSCEHHeM THDO NoChe MY pajBedsHHA.

* Mesuvuaponmsie cranaapre — 20 BHHHKH locerannaprs Poconn,
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AnnKne MaTepHaANLL, TAKHE KK cripeil HIH YepHitia, TPeaiasHaveHHEe K IIPHMEHEHH IO B BACYILSH -
HOoil hopMe, HAHOCAT B BILEE TOHKOMD CI08 HA CTEKI0, BHCYLIIHEAIOT, 4 3aTeM MOIGEPraT IKCTPAKIINH.

4.6.4 Trepaue MaTepHalbl HCCAEAVIOT TIPH NRPAMOM KOHTAKTE © KOMEi.

Ecnn HeobxooHMo, TEEPIHA MATePHAT PRCOLUTAKRT WIH CMavHBAKT AH0O Bodod, THbo apyvTHM
PACTEOPHTENEM {34}, He BLIBLIBAIIIIHM painpakel e, obecneynBad XOpoWHil KOHTAKT © TEAAMKH.

5 Meroan NOJAYYEHHA BRITAREK HI METHUHHCKHX H3OeaHi

5.1 loscuenne

5010 llpuBeagennse seTodE MOAyHeHHs BHTHEEK W3 HITenHi and SaieHefmers Woecle oBaua
ARTAKTCA ODIIHMH 008 BCEX BAIOE HIIETHH, ONHAKO MpH HeoOXO0THAMOCTH MOIVT OMThH HIMEHeNLl 118
KOHEPeTHOTD HEIEIHH.

5.1.2 YonosdAa NpoBeseHHa IKCTPAKLMH MOrYT DLTE BRIOPAHE GOIee RMECTKHAMM, YeM TE, B KOTOPLIX
HIOeNHe MPHMEHASTCH B MeIHURHCKOH NPakTHEe LA onpelefedisd NoTeHUEHATRHOTD PHCKL TOKCHHECKOrD
AeHeTenn Ged IHAYMTeNLHLIX HIMEeHeHHH MaTepHaia, KoTopke Oo0LIYHO He MPoMCXOIHT 0 PedibHofl
MPAKTHEE, HATPHMED 3aTEERICHES HWIH TUianneHie. Ecnn poaneficTede B YCNOBHAX KAHHHYSCKOrD NpHMe-
HEHHA H VCAOEHS MPOHSBOACTEE HIDENHs YeTKO Onpeleledbl, BROHPAKDT YCIOBHA MPOGEIeHHA JKCTPa-
KLUHH, HMHTHPYIOWHE BReMA H TEMIepaTypy BoanefiCTEHA NpH NPpHMESHeHHE H31eIHA.

5.2 lloarorosxa obpasua

(Opazel roTORAT, PasjeNHE ero Ha YacTH; A0MYCKAETCA HOCIeNoBanKe Lenore obpasia.

Ecan Marepraisl HeROIMOKH0 PATISTHTE, HE HAPYLUAA HX TPRPOLL, HIEHTHUHOCTH HIH LENOCTHOC -
TH, H BREYHCTCHHBIH ofLes MOIeNLHOH cpeinl He NoKPLIBReT obpasen (HanpuMep CIoMHBE WITeaHd,
METALTHYUSCKHE MPLAMETL, BHYTPEHHHE NOBEPNHOCTH MEWIKOB H T.0. ), HCAOMBIVEST MAHHMATEHOE KOTH-
QECTBO MONeNLHOH Cpeidbl, KOTOPOS MOKPOeT Hecheavesue nopepxHocTd. Jdua obpasuos HeGoaeiuoroe
pasMepa MPoROIAT IKCTPAKUHE HeCKOILKHY 00paiUoE OIHOBPEMENHD, YTODE BEITSHKH OBUIO OOCTATOMHO
A HCCHeIomaHHE. B muHcHMocTi 0T Buaa ofpaiina BeBupasT THOO onpelele YD MACCY {C TONHOC TR
ac 1,1 1), nHGo IoWATE MORePXHOCTH 00pasUa (C TOUHOCTED 10 1 ¢M?), NoABSRTAIGHISNOCH IKCTPAKLMH.
PermctpupyioT 00LeM BLITAEKH.

5.3 Tpedosanua K oOpazuy

3.3 1 CooTHOWeHHE NAGWIATH TOBEEPKHOCTH obpasua K oiheMy DRITAEEY npHeegens o rabauue 1.

Todnmwwma |

CodrHOm EHHE D0 aH NMOBCPRXHLGCTH H
mﬁ'ﬂ!lil HEOTTIES Tt e, sam =
AHFEE M MBS ERHON CPEIh

[laenka s nEcTiHa (oI Hpo- Mo 1.5 frem? ma | mall:
EIHHAH HIH B BHIAC NOKPWTHA HA o1 1.5 10 1 3em? ma 1 mab
CTERME)

Tpvoxi Ao 0,5 (orensa) B oom? ma | owa?l;

or05an | (crenxa) 3 cw? na 1 ma?l

Laeren, Tpy@en 1w hopyoBIHHEE O | 3 ew? ma 1 mad
HADITEA

Haeans menpasmisaoid fopus — 0,2 v obpasua Ha 1 s
[NOPOLWIKH, THAKAIH, 0 T. 2.0

'1' VyuTeEmoT obe CTOPoHE .

2D CyniMa BEHYTPEHHEN B BHELHEH NOBEPAHOCTEN.

VY BAKT BoE NODBEPIACEMLLE HOCIEHEIHHE DOBCPXHOCTH.

Mpuwmewanne—Jomoasrrenedme noscieHua taEs g [OCT P HOO 10993, 12,

5.3.2 O0paijunl DOUEHE OLITE TAKWN pasMepon, 4Todk 0RO yI00HO MOMECTHTE MY B COCYALL 404
FECTPAKUMWA, BCE MORSPXHOCTH OOPAInos 1o/ GRTE MOMHOCTRI0 MOKPETE MOZENLHON cpenoii.

533 Hagenua NocTaRlAT CTEePHALHEME H/HAM YNAKOBAHMBEIME B TOTOROM K [OPMMEHEHHED B
MeIHUMHCKOH mpakTHke Buae. CrenveT YUHTBBATEL, YTO JOMOTHETEIEHERE MAHMOYVIAUHE H BoatedcTrna
BEICYILHBAKLLMY TEMOSPATYD MOTYT OTPHUATENLHO NMORTHATL Ha DeIVILTATEL HCCIe B0RAHMA,

534 TMpeanatHatedEslEl LI SKCTPAKURK 06patel NPOMBBAKRGT H BRCYIIHBAIOT, eClil erg nonepx-
HOCTL KAMETCH 3arpasHeHod K 3T0ro Tpedyer NpoLesypa IKCTPakUMy. Martepual npoMsBanT oqH-
WweHHol Bogod MM Boood ona adeekudi. Tp peodxoauMocTH obpaidell NPOoMBIBAINT NOBTOPHO M

3
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BRICYIUHBANT Mepel SHCTPakUMed, ecid 370 Tpedyvercd 408 obecneqeiyd COBMECTHMOCTH C BRITSHKOMH.
Ecniu obpaien YHCTRIH, ero MOKHO He TPOMBIBATL, TAK Kok B TAKOM COVHAE PeIyNLTaT HCCAS 0Baia GyvieT
OT{RUEATE XAPAKTED MPOLEcca NPOHIGOECTEL H CAMOro MAaTepHana.

335 Chenyver vOeIMTRCH B TOM, UTO COCYIL LA JECTPAKUMH He BCTYVITAKT B BIaHMoJeicTaHe o
BLITAMKOH 13 HOCTENVEMBIX MATE PEATON.

5.4 Mogenwuaa cpena

B kauwecTne MOAenbHBIN CPed HCTIOTLIVINT PelipelsdTaTHRHBE IKCTPAreHTE, CnocobiiLle IKCTpari-
POBATE WHPOKHH CHSKT BEWECTE B COoOTReTCToHH ¢ 3.4 | — 5.4 3

] PHMCHAHRAT — Ocoboe BRIMEHRE ClICayeT L'!E]'.lll'l'l-l'l']:- HA DHOCOBMECTHMOCTE MOLSIBHOR CPCEE.

341 K monapHoil Mozeibiol cpefe oTHOCAT (MHIHoAOIHYecKHil pacTBop.

542 K nenonapHol sogeasHoll cpele oTHOCAT HefTpansise Macha (Hanpusep PAC dpakumonm-
POBAHHGE KOKOCOBOE Machio; bpuranckad fapmakornnes 73) WM PACTHTENLHOE MACIO {HAMPHMED KYHEYT-
HOE WK xnoneonee Macao; Esponefickan gapsmarones wix Papuaaxones CLLAY [Tpu 2a10M pacTHTENLHLE
MACHA JOMEHE OLTL CBERepadHHHPOBAHHBIMH.

543 K DONoIHHTENEHEM MOZETEULM CPediM OTHOCAT CIHPT—BOLY, COHPT-—{HIH0IorHYeckHi
PAcTBOR, MOARITHWIEH IO 40, DHMe TRACYILBORCHI, MHNHMATEHEE CPEAL] ¢ COASPAAHHEM CRBOPOT-
KW Tenenka 3 — 10 %, paipegeHiLlil NoRepxHOCTHO-AKTHEHEA areHT, OUMILEHEVIO BOOY, BOIY 113 HHT-
CKUAH 0 IHCTIEPropyioniHe areiTe.

5.5 llpuroToBienne BLITAKER

Obpazen, NpeanaIHadeHdsld 09 JKCTPAKUMHE H MOITOTORTEHHBIH CODTBETCTRVIOWIHM 00paiow,
NOMENTAINT B CHelHATEH B COCYE M 106aEMAI0T GROPEITHYK MOJETLHYIO CPETY. DTV NPoUe Iy NOBTOPR T
C KO0 MOZenLHOH cpeloil B COOTBETCTRHH C NPOrpaMMoi HecneRonarud, (MHoEpesMeHHO FOTORAT 110
OIAHOMY KOHTPOII0 HA KARIVI0 MOIeTEHYID CPely 118 NapailelsHoro BEeIgHHs M CpanHe s

5.6 YcuopHs JKCTPAKUMEH

561 HoemouieswvioT kKanHOpOBAHHEE COOTBETCTEYIOLWIHM OO0PRAI0M ABTOKAAR, TEPMOCTAT, GOIAHYI
Dane waH HukybaTop. J1ia SoALUHHCTED HIneTHH DoAXOIHT 3KeTpakuma npi (37 £ 2 °C pe donee 72 yu,
HdonyckaeTcd WCMOUILI0RATL Gonge KOPOTEHIE nepuol spesmedny np Goaee swcokoll Temnepatype. [lpea-
NATAEMEE YCIOBMA JKCTRAKLIIHM:

= (37 £ 2)°C o Tewenne (72 £ 2) u;

« (30 £ 2)"C g Tewenne (72 £ 2) u;

« (70 £ 2) "C B Teuenne (24 £ ) u;

« {121 £ 2) "C n Tewenme (1 0,2) u.

Mpoueavpy BIDANTLIBANWA HEGDXOOMMO OTMETHTE B OTHETE.

5.6.2 MoeansHas ISKCTPAKOHA LA OUEHEW MATEPHATE BOIMOKHA NPH HCNONL30OBAHHH YCAOBHH,
HMHTHPYIOILHX MPeIiaraeMele YeIoaHa NpHMeHeiid nalenna. Bubpanise TeMnepaTypa | NpoaeisH-
TENBHOCTE IKCTRAKLMH He TOVDAHE BAHATE HA CHOHCTEA M3Me/HA, HANPHMED GLITLGATE IHAUHTELHLIE
HIMeHeH g hHIHueckix CROICTR.

[Mocne MILATHA COCYI0R M3 TEPMOCTATHPVIOIIWY YCTAHOBOK MY OXNARKIANT 00 KOMHATHON TemMnepa-
TYphi. Bo npesd oXIAAGeHEA COCYI IHEPTHMHO BCTPANMBEIIOT B TeweHHe ) C M BLUTHRANT BHTAMEKY B CyXof
CTEPHALHLIA KoHTEHHep.

NPEAOCTEPEXEHHE — B neasax De1onaciocTd TEMOCPITYPA H JARTEHHE BHYTPH TepMETHIHLIX
COCYI0E D3 BXOINEIY OTBEPCTHE, HCNOTLIVeMLX npe resmueparype 121 "C, po/mkues gocTaas DOKazarench,
COOTECTCTRYIOILNY BHCHTHHM ¥eNOBHAM.

6 Meroanl HecaeToBAHHA 0DMETOKCHICCKOTD HelCTBHA

6.1 Odmme TpedoranEs

MeToan H NpOrpaMsa  HCCHIENOBAHWHA  HIEAMA  J0MEHB  COOTBETCTEOERTE  TPeDOBAHMAM
FOCT P HCO L3 © yeToM BHIE H IPOAOEEMTENBHOCTH KOHTAKTA ¢ MalUHelToA.

6.2 TlogroToska

lMoropaT obpasisl 208 HCCARIORAHNAA, KAk VEAIHO B painere 2.

6.3 PenoMenIoBanisie METOIRER

MeTOOMKN HITOMEHE [ JI0KVMEHTAX, YEAZAHHEX B 6.5 — 6.H. PeKOoMeHIOBIHHLE METOIHKH SET5H0-
TCH ODWIENPHHATE M MeATVHAPOIHLIMH 1 HATHOHATBHLIMH PYKOBOICTEIMH, CTANAAPTAMM B HOPMATH -
M.

6.4 IlporpaMsa 8 HETERUPETANMS PEIVABTATOE HCCIET0RANRA

B onucamnn merodon ooienonatnil B DOABIIHHCTRE CAVYAER HE VEATAHL NOIpodHOCTH, KOTOpPLE
MOAHO HalTH B CTAHJARTHEN MPOUEIVRAX BLNIHEHRA AT MoIobHLIX I0KYMEeHTAX, TAK KAk TOKCHKOIO-

4

E u 5 '|' FOCT P CO 10993.11-99, N3genua meauunHckune. OueHka 61Monornyeckoro AecTena MeauumMHekmx naaenuin. Yacts 11. NccnegosaHne o06LLETOKCUYECKOTO
IR Medical devices. Biological evaluation of medical devices. Part 11. Tests for systemic to xicity


http://www.gostexpert.ru
http://gostexpert.ru/gost/gost-10993.11-99
http://gostexpert.ru/gost/gost-10993.11-99

rocT P MCO 109931199

MHA ARMACTCH PATBHEAKMISHCH Haykod, B COHIEOM YIKHE PaMEN HIH J2TAbHEE SapakTepHCTHEN MODTH
Ol MPeNATCTROBATE 22 TalsHeiimeny paisuTHIn. HeobXoquMeiu yeaosHeM nponete 1A TOKCHKOUTOMHYeC-
KODO HCCN2A0BaHHA ARMAETCH XOPOIUSe WIATSHHE METONHKIMH 0 VMEHHE TREeIBO PACCYRIATh.

MioGoe HIMeHeHHe MEeTOIHEM HCCHedOBAHH BHOCAT B OTYeT 00 HCCNenBaiuay H HAYIHO 0D0CHD-
BRIBATOT.

6.5 Ocrpas obllas TOKCHIHOCTE

B cooTpeTcTEHH © TReOoBAHMAMH DeIoNICHOCTH KHEOTHLIY H HORBIMH METOIAMH HIVICHHA ohie-
TOKCHYECKOrD TERCTEMA HET HeodxomuaocTi onpegenart LD, Metodw fmecnposanmoi oo obecne-
UHBHIOT AMCKBATHRE TAHHBE 10 0CTPON TOKCHYHOCTH 108 KIACCHMHEANNE, MADKHUPOBKH W ONpeL1eIeHH
PHCKA MOTEHUHATLHO ONACHLK BEUIECTE W IPENapTon.

6.5.1 OpaibHoe BEEICHHE B OCTPOM ONTE

MeToAHKH HCCIeAoBAMHA HATOMEHE B CASTVIOUEHY JOKYMeHTax:

6.5 1.1 O9CP, Pyvkopogctae Ne 401 OcTpas TOKCHYHOCTE (OPAILHOE DEEISHME).

6.5.1.2 A CLLA, ¥YnpapaeHse mo MHINSRE M NpoIyETaM, ToKeHEOIOrHUECKHE IPHHLIHITE OUEH KN
DeaonacHoCTH mHUEenEX gobapok, 1982, Tlpunosenwne 1, crp. |1

6.5 13 Odpuumaneiedil xypuan Epponeickoro coodwecTea, 19 centadpa 1954, 34/449/81. Ocrpan
TOKCHYHOCTE (OUILHOE BEEIeHAE ).

65 4 Odmnmansaeil svpuan Esponefickoro coobuectea, UCTpas TOXKCHYHOCTE (OpalLHOE BReIe-
Hue). Metoa dukcHponamnuoil o, EC: 795831 /E2C, [purckenne V, despans 199

6.5.2 OcTpuill onuT ¢ AMUIMKALHSH Ha KoKV

MeToAHKH HCCIEJOBAHHA HUTOXEHI B CASIVIOMIHY JOKYMEeHTAN:

6.5.2.1 O2CP, Pvkopoactes Mo 402: OcTprtil oneT © annidkilHeidl Ha Koxy.

6.5.2.2 Cpon Depepaisiey vopst CLLA [500.40: MeTod TecTHpOBAHNA TOKCHUECKHX BEWIECTE,
OCTphlii OnNLT C aNMIHKALHER B3 KOoXY (QIHOKPATHOE BO3TeicTime).

6,523 BHA CHIA: Ocrpilfl onet o anmaukadmedl va kosy, 20IA, Bamsurton K, nosbp, 1954
Mk #6-108955, crp. 39 i

(komal.

6.5.3 OcTpolil HHTATATHOHHIAH QNEIT

MeTOAHKH HCCNeA0BAMHA HATOMEHI B CASIVIOUEHY JOKYMEeHTAN,

6.3 31 O9CP, Pyvrkopoacres No 403 OcTpriit MHrAISIHOHNETH OOEIT.

6.3.3.2 OIA CLHLA: Octpeiil 1 CvEXpOMHYeCKHl BHIATAUHOHHLN oneT, 1A, Bawwurton Ok,
okTAGPL 19EE, [16 84%- 124077,

G533 Odmumaneaedid ®ypuan Esponefickoro coodwectsa, 19 centabpa 1984, 84/449/E23( /b2
CheTpadd TOKCHYHOCTE (HHTANALHH].

6.5.4 OCcTpulll oMWT © BHYTPHEEHALIM BRSASHMHEM

MeTooHKH HOCHe 0BAHKA WATOXEH B CASIVIOWNY JOKYMeNTIx:

6541 Asmepukadckoe ODUIECTBO N0 HCNLITAHMAEM B saTepuanam F 750 1987, [NpakTaueckoe
PYEOBOUCTED 00 OUEHKe BRMTHACK HI MATEPHAIOR B OCTPOM OIMTE ¢ HHBSKUHEH MBIOH, (MeTOl Aj,
BHVTPHBSHHLIH,

6,542 hapsmakones CLLA XX1 NF XVI (88), Tectu ga GHOIOMHYECEVIO PEAKTHRHOCTE, iN-vive,

655 (ctple ONLITH C BHYTPHOPIGEHHNLIM BRSOSHHEM

MeTooHKH HCCH2AOBAHKA HATOMEH B CASIVIOLWHY A0KYMEeHTIX!

6551 AsMepukanckoe o0lecTno N0 HCMLTAUHAM W sartepHasas F 730 1957, [NMpaktiyueckoe
PYEOROICTRO [0 QUEHKE BRTHEEK B3 MATEPHATOR NPH NOMOLUTH HHLEKIHOHHOTD DIEITA HA MLILIAY, (MeTO0
B}, BuyTpHOPIOWHHH LA,

6.5.5.2 Mapumakones CLILA XX NE XVI (88), Tecte Ha GROTOMMYECKVIO PEAKTHEHOCTE, iN=Vive.

6553 AMEDHKAHCKHA HAUMOHAABMEIN HHCTHTVT CTAHIAPTOR, AMEDHKANCKAA aCCOUHALHA 3vDHEX
ppauci Ne 41 Ouenka GHOIOTHYSCKOTD AeHCTEHA CTOMATOIOTHUECKHY MaTepHaTon, OCTpef OnNuT Ha
oELeTOKCHYECKOE NeHcTEHE.

6.6 [logocTpas oDIAR TOKCHUHOCTE

B0 Opaiuioe pEedcHHe TOI0CTPLIX 103

MeTonHKH HCCHeI0BAHHA HATOMEH B CASIVIOWHY JOKYMEHTAX:

A6 11 O2CP, PyvkosoocToe Mo 407: Muorokparioe BpeeHHe TOKCHYHLIY 107 opaibHo. [plaavis,
[ poaoaHTeNLHOCTE TeCTa 28wk 14 auei.

66,12 @A CULA: Yopapneinne nuiensy npoaveTos TOKCHKOMOTHUeCKHe TIPHHLIHNLE OUeHEd
felonac HOCTH NHILeswX gobanok, 1982, MNpuacsenne 11, ctp. 8 i1

6603 Odpnumansyedid 2ypran Esponefickoro coobmwecTtea, 19 cenmadpa 1984, EC: B4/449/EEC/BT
M L231/11E. MomocTpasd TOKCHYHOCTL (ORa/IbHAA ).

6.6.2 TTonocTpedil ONET ¢ Ko®HOH anmidkalHei
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MeTooHKH HoOCAeJ0BAHHA HATOMEH B CASIVIOWHY A0KYMeHTaX!

G620 OCP, Pykoponcteo Mo 4100 KoXHad TOKCHYHOCTL, NOBTOPRHER J03a; 21 /28 -guennoe weche-
AOBAHKE.

6.6.2.2 OdpHuManseli Kypran Egponeiickoro coobiuecTsa, 19 cenrabpa 1984, EC: 84449 /EEC /B9,
MOL2317127. MonocTpas TOKCHYHOCTE (KoM HaA).

6.6.23 OMNA CllA Kowuas TOKCHYHOCTL, TOBRTOPIAA 1034, 2] -auesios Hocienowaiine, S1TA,
Bammarron AK, voabpe 34, [1E S6- [D393E,

6.6.3 TogocTpelii HOrATAUHOHHEH OOLIT

MeTonuky HocHe oBaHuE HUTOMEHL B CASIVIOIHY JOKYMeHTax!

G031 O2CP, Pykosoacren Mo 412 MHranauHoHH LI ONET, MEOFOKPaTHas 1034 28 nau 14-gnen-
HO2 HCCneIonaHHe,

6632 Odmumansyedt ayvpuain Epponeickoro coobuiectsa, 19 centabpa 1954, EC: 547449,/ F 3 /b,
[MogocTpas TOKCHYHOCTE (HHTATSEHOHHAR ).

66,33 DA CLUA: Octrpat W cyDXpOHHYSCKad TOKCHYHOCTL, WHTAAAUBROHHWA onwTt, 2I1A, Ba-
wadrron K, oktabpe 1988, [1E B9- 124077,

G644 TTonoeTpedi onWT, BHYTPHBZHHAA HHLEKUHA

Aaanrupyior Pykopogcreo O2CF Ne 409 [loaocTpad TOKCHYHOCTE, HIMEHHE KOMHBH OMET Ha
BHVTPHBEHHYIO0 HHL2KIHIO B COOTBETCTERH ¢ METOOHKAMM, HANOKeHHBIMH B H 5.4,

6.6.5 [NMogocTpelil ONET ¢ BHYTPHOPKOILHHH M BRETEHHEM

AganmapyioT Pykopogctoo OSCP Ne 408 [MoaocTpas TOKCHUHOCTE, FAMEHHE KOMHBIHE ONMLT Ha
BHYTRPHOPMILHHIYIO HHESKLHK B COOTBETCTBHH C OJHOH M3 MeTONHE, MATOReHHLIX 8 65,5,

6.7 Cydxponnueckas ofmias TOKCHINOCTE

6.7 1 CyixpoHHIeCKHH ONET C OPATbHBIM BE2IZHHEM

MeToOOHKHY HCCAEAOBANKHE HATOEEHH B CASIVIOIINY AOKYMEHTAX!

G Pyvkopoocteo OSCF MNe 408 Cyixposiyec KHH TOKCHEOIOrHYSC KAH ONLIT C Opaibias Bne-
Aemdesd. puisvis: S0-gHenHoe HocheJoBaHHe.

6.7.1.2 Pyropomctio OBCP Mo 408 Cyixponnueckil TOKCHKOADMHYSCKIH ONEIT ¢ OpanLikM BRe-
Aznver. Herpuisyie: Y-OHeBHoe Wocheqonaie.

G713 IA CLIA, ¥Yopagiense o MHIMeDEM NPoEykTas: TOKCHKOIOrHUSCKHE IPHHITHITE OUE KN
Dea0nacHOCTH nHWEeBLX Jobapor, 1982, Ipunosenwe 11, crp. 19 0L

6.7 14 Cdppnpanensid aypuat Esponefickoro coobwectea, 1Y cenmabpa 1954 EC: 87/302/E5(C,
M L1338 Hl-auen B 3KCTepHMEHT ¢ MHOTOKDATHL M OPATbHEIM BEEIEHHEM FPLISVHAM.

6.7.2 CyOxpoHHUECKHE KOKHEH OMBIT

MeTooHEN HCCH2IOBAHHA HAMOMEH B JOKYMEHTE:

Pyrosoacroo O2CP Ned11: CyBxponmuec kil KomHEH ofem 90-1HeBHBI JKCTIEPHMEHT.

6.7.3 Cybxpouddeckiil MHPANAHONH B OIErT

MeTooHKH HoCHe 0BaHHA HWATOXEH B Q0KYMEeHTE:

Pyxopogcreo O2CP Ne 413 Cydxponnseckitil HHrAAAIHONNBIE 0T, W-THe BB JKCIe peseT.

6.7 4 CybapoHHYeckiil oneT ¢ BHYTPHBEHHLIM BHETEHITEM

MpucnocadnueaioT Pykopnactio ODCF Me 408 CyoxpoHHYeckii OnET ¢ OpATEHLIM BReOSHHEM,
MAMEHHME OPAILHOE DBERCHWE HA BHYTPHDEHHOS B COOTRETCTBHH © OMHOH HI METOOHK WCCNeJoBaHid,
HATEeH o B 6. 5.4,

6.8 Xpouwyeckas TOKCHUHOCTE B EAHLEPOrCHHOCTE

IMps HeolX0IHMOCTH NPOBGIAT HCCIEAO0BAHNA METHIHHCKHX HITENHH Ha XPOHHYESCKYID TOKCHYHOCTh
HIH KOHUEPOTeHHOCTE. B Tex coayvyady, Koria HeodxodHM0 HCCHelonaTh YKAIAHHEE BHOB BOI0SHCTRIA,
METOOMKY HCCHeAOBANMA BEIGHDPAKT B cooTReTeTRHl ¢ DOCT P HOCO TS993 3,

[MpH HCCAenonaHMH CTOMATOIOMHYECKHY MATEPHATOR METOIOM OPANLHOND BHEIEHWA PHCK 008 300-
POBLA OLUEHHBAKT Ha GCHORE TeCTad OJHOKDATHOTO PAIBeneHisd B cooTReTCTRHH oo lHneduape ks cTan-
azprom 119800,

7 MeToas HIY4eHHS NHPOTEHHOCTH

IMuporedul MOTYT BL3LEBATE BOCTAANTENLHEE PEAKIHE ¥ HaudeHTes. [TRPOreHHOCTE TPADH LIHOHHO
OBLACHATH BO3LeleTEreM BAKTEPHANLHLIY JHAOTOKCHIEON, 3ArpaIdouHy uigenid. B uactonwee spesa
ACKAIAHO, ST0 HEKOTOPBE MATEPHATL CaMH CO0ep#aT MHporedsl. [TpH ouexe H3TeAMR M/HAM MaTepHATOR
OPOBOEAT HOLTeOEIHHE HA THROreHHOCTL. MeTOMHKH onpefete HHA THPOTEHOR HIT0HEHE B JOKYMENTAX,
VEAAHHEIX B 7.1 — 7.2,

7.1 Ounpemeneénre MANTOKCHROE H ADYIHX DHPOTCHOE, WMEHINY HeDAKTERHATBIYI DHEpOIY

rapuakones CLIA XX, NF XV (I531). Tect Ha OHPOTEHHOCTE, cTp. 1515,

7.2 Onpeneneiie JMI0TOHCHHDE
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7.2.1 Mapmakones CLLA XXI11, NF XVIL (%3). Onpesenente DakTepHaibioro 9HA0TOKCHHA, CTP.
1493 ft.

7.2.2 Ewnponeiickan Qapaakones; yacts V.2 100 Tuporessn, 1990,

8 Ouenka pe3yibTaTOB

PeaynLTaTel HCCNedoBaH A TB0NG HITeIHA Ha TOKCHYHOCTE CledyeT olEHHBATE C YHeToM:

-~ HAYUHOr O00C HOBAHIH;

- OFPAHHYeHHLY BOSMOMHOCTEH MeTOOHK,

= ApedmofaracMond KITHHHYeCKODD NPpAMEHCHRAS MeIHLHHCKOT) HIIeTHA,

= KOMHYECTHD MOJONMEITHLIN HHBOTHEX]

= MPOAOEKHTEILHOCTH BOdneHCTHHA,

= OFPOMHOND KOJIHYCCTEL BELMECTE, KOHTAKTHPYIOLNX © HIQCTHEM,

= BOJMOEHOCTH HENMPaFHALHODD IPAMEHEHHA HITENHA.

Ouenka peavibTaTon 6 COOTRSTCTENH © KPHTERHEM «MPOMIen TECT — HE NMPollels He COOTRETCTRYET
LEMH DHONOTHYECKOTO HCCHETOBAMH MO ABYM OCHOBHLIM TIPHYHEAM:

- HCCASHOBAMME HA TOKCHMMOCTE He QAT TapadTHH OTCYVTCTEMH Bpelnoro wpderra Himeiud Ha
HEMOBE K]

= BPRLH0S BO3IeHCTENe, OBHAPYKEHHOE MPH HCCHEI0BAHHH B TOKCHYHOCTL, MOKET GLITL KOMIEH -
CHPOBAHO NREHMYLICCTEOM MPHMEHENHA HW3TCNHA,

CIenomatelbHO, XOTA PEIYILTATE HCCNEA0RAHNA Ha TOKCHHHOCTE B DONLITHHCTES CAVYAET TOCTATON -
HO MR KTHEHO anpeleddoT NoTeHIHLTLHYR ONACHOCTE, HEODXOIHMG TIHATENLHO HAGIKIATE 3 COCTO-
SHHEM JTORORLA YeToBEKA W TIEATENBHO OUEHHIETE PEIVALTATE TECTHPOBAHHA Ha TOKCHYHOCT L.

9 Orver 0 npoBeIeHHOM HCCIELOBAHHH

9.1 OTyeT Q0IAEH COOTOSTCTRORITE KOHKPETHOH MCIOILI0BAHAOH MeTOOHES MCCIeoBak g,
9.2 Kpose tpebopadms 9.0, 6 oT4YeTe TOMKHE OLITE YEASIHLL
- THI HIMEIHA;
< ModHas uifropuames of wayyasMonM HENeIHR,
passepkl, Macca O0pPaiIua MAKH YaCcTH obpaila;

= KO0 H3rOTOBHTENA, HOMED [0 KATAA0CY, HOMED HIMeTHA HIH 14Ta HIMOTOWIEHWA, TOProBoe HanMe-
HOBAHHE | T

9.3 Npu HCcAenoBaHHH BEITAREKH B OTYET BRIYAKT CHeayinliHe 1aHHbEe:

< COOTHOLEHHE OG0hLEMA MOTEILHOH CPpedsl M MIGIALM MOBSPXHOCTH OSpaila HAH OO LeMa MOJE L=
HOM cpeint H MAcChl ODpaILa;

- YCAOBMH JKCTPEKUHK B COOTBETCTRHM © 3.6.1;

- HOSHTHOHEALHE MONeTEHON cpelil, BRAUHas MoIpodHoe OMHCAHME, TI0 KOTOPOMY MOKHO BOC-
MPOHIBECTH &8 COCTAR,

= M0EE TaHHEIE O JHAYHTENRHEX @HINYECKHX HIMeHeHax obpaiia Wil BHTEEKH. HIMeHeHHe
UBLTa OOPAILOE, HIMEHEHHE UBLTA BIETAKKH, NOTSHUHATEHOS MHOTOMAIHoe pataele e H ap.

e |
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NMPHIOHEHHE A

[CHpaBouHOe )

Ilepesen: agpecon
CoRcoK aApeconR, 0 KOTOPEIM MOXHD NPROGPECTH I0KVMEHTE, YKLEFNHEE B HACTONLUIEN CTAHLIPTE,
Epponeickan Papuakones (EP)
M

Enponeicknii hapmakoneiinmgil xomures
Coper Esponm

F — 67006 Strasbourd Cedex

Frange

Hameuaramo u on '_'.ﬁ.'IIIK.IJI!H.I{HZ

Masonneuve 5.AL 57 Sainte-Bufline
France

Prapsaxones CLUA

Papmaxoneiisan koneernns CLHIA, ane
12601 Iwinbrook Parkway

Rockville, M 20856

LisA

Pykonosderao O3CP no recTHPOBLHMIG XHMAMCCEKIX COSTRHeH
Hugrenscknii orpen O2CP

2, rue Andre-Pascal

F — 75775 Paris Crdex 16

France

DA CLLA TokcHkonorm=eckne NPHHIHIMTE OUSHEHE DEIOimECHOCTH TIHISEES I00a0K
Ynpansesne No ORUERRIM NPOEVETIM B JekipeTeeaymy cpenctras CLILA
WHPEARIEHME (10 THUEREIM TIPOEYETIM

20 T Street, SW

Washington, DO 20204

ClA

LS/EPA TectuporiHue Hil TOKCHMBOCTE
Hausosansnas prdiopsaunon s cavada (NTIS)
Jenaprasest Toproas

Springfield. VA 22161

LISA

AMEDHEIHUKOS OGLIECTED M0 TECTHPOBRHAKY B MaTcpiwias (ASTM)
1916 Race Street

Philadelphin, PA 19105 — 1187

LIsA

Eomnn HamoHANEHEY CranzapTos (sanpaaep ANSLADA Asepurancenii crangapr, BS Bparanckmin cras-
ARPT) MOKHO MPUOBPECTH B HAUHOHATEHO0H OPTaEHHIaiHK 00 CTAHERPTIELEN B 10oM rocymapemie — wiene OO
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NPHNTOHEHHE B

[CnpaBoaHGE )

MeToAHKE ReCTennBanna oDeTOKCHIECKOrD 1efcTERS

E.1 Onpegescnne ocTpol TOKCHMEGCTH HA BeABED MBITY

B.1.1 Cpencre socne o H

Beent nafoparopusie Tana BIIKT-5068 no FOCT 24104,

Ll mpeanans ofmenon 2 st

Iy,

B.1.2 Xog neenegosiiani

Brimasky w3 m3aeanil HecasiviorT Ha Becnopoidpx Deikix My (camuax)y smaccoi 18 — 25« npoeanmx
T-cyTou e KapaE T B onsiTHol H R0HTPO RN FPYITHAY JUEEHO0 BRTE HE MEHeS BOCEME EHEOTHEY, Brrramkn
B EOapuecTEe S0 M Ha | ok MacoW Tefd EHBOTHRX BEOONT OJHOKPATHO BHYTPHDPRIMHHO. ANBOTHBIM
KEOHTROIEHOH TPYHINEL B ToM e 00LOME BROART MOOenwHysd cpeay. COCTORHMC EUBOTHY OUCHHBIKIT 10
CACAVICILEM TeCTEM:

- MACCA TEML B IPAMMILY — OIPSIEEH T 00 RECECHNH BLTHRCK 1 MEPeT CYTRH NOCIE BHCISHNA, HATOLIEK,

- obleE COCTOMHNE BEHUBOTHEDG NOBEACHHE, TOIBHKRGCTS, COCTOHHHE WEPCTHOM NOKQOBE — CRIdy nocie
HRCACHUA, Heped 4w 24 4 nocie BECICHIH;

- MEAKDOCKOMEHEC KA LSRR COCTORHME BHYTPEHHAY GPTLHGE B TRAHCH HA BCKPETHN. A HBOTHBIX YMEPLIRIRIOT
AEKAMTHTALIER qeped 24 9 o018 BRCICH M BRITERH. CHAMENE BEKPHBAKT KOHTRUIBHYE TPYTIY, STEM 001 ITHYI,
DOPELLIASN BHEEMAHWE HA OTIRCTE BESICHES BRTHHEN, COCTOMHAE HOIRMEHON KT eaTEm, GRIoLEbL, Ml SponHo
CTEHKN, PECHOHAPHLLX QHM{OYII0E 10X OPOTOKOE, BHYTPEHHHN OPTLHOE,

- EHCUIHBAHIE BHYTPEHHEX OPMAHOB ([CHEHH, MOYSK, CeleicHsn) onpeiereane osbdininerton maccs
HHYTPCHHEY DPTAHGE 1eICHHEM MACCEL OPraHa B MIUIHTPEMMAY HA smaccy Tena 8 rpasisas. Monysennse snesse
NOLICHKAT CTAaTHCTHYeCKoil ofpaborke ¢ penoneioBspmes kparepuit Creomenra o [lpe nooydeHEs  S00ToBERHO
PEISHOCTH DAY MCCIEIVEMELL THOKASEITENSH 0TI THOM 8 KOHTPOIBHO PPy BeTRREY M3 BATCTIE [PH3ER0T TORCHY RO,
[ps OOHAPYESHUN DOCTOMSPHOI OTANMHA 00 GOHOMY K3 NOKETENCi COCTORHMA KHBOTHEIY MCIBITAHUA CIEayveT
HOBTORMTE HE VABICHHOM KOandecTae suBoTHbx. [1pn nosropHost 0DHRApyEeH i SOCTOBCPHEIX. DAt naieime
CHHTAKIT TORCHYHEIM. B cnydae roSein o oro-auys RHEOTHEY HOCHEA0BEHNE NOBTOPHIT HAL VIBOSHHOM KOIHMeCTRE
EHROTHEX (00 16 Meineil B kaskoodd rpymme), Tpe cnbean xoms BBl 0IHOM [IeE0NBITHON EHBOTHOI [P FOETOPHOM
HOCACIDBAH I WAIETHE CHHTLOT TOKCHYHEIM.

B.2 Hecaenopanne ma nMpOreHROCTE R KPOIRKLL

B.2.1 Cpencrea Moo I0BEIHEHE

[ mpanes obnesson 2 s

Tepsomerp MeanuMHCK

B.2.2 Xou scenemosiiai

Orrhop, conepeanine, NOIroToRsy KHEGTHIY K HCCASTOBEHIAM, HORTOPHOCTE MY HCIMUILIHIHNE MPOROAHT (o
looymapemmennoi Papuakonee X1 wimammns.

Tecr-goaa — L0 sp Bl KRIOTPAMM MECCE KPOAHES. BRiTRMy BRoIsT B yLUIHYE BEHY.

Hocaeayesy MEprms wateanii COrraryr AnHporesaHoi, SCnH HoCne BRCICHHH BhITSHKN HE ¥ O1HOM 13 Tpex
OO0 BITHRY EDPORMKGE HU [PE OOHOM H3 TREX HIMePeHnil He HufN o anocs NoBEEHHE TeM IEPary Doihiue s
Hi (1,6 °C no cpasseHHD © NCX0NH0R TEMIEPATYPOR 1 B CYMME NOBREMIEHHE TEMINERETYPAl TP KaR0M @IMepeHnn ¥
rpex KPOIHECR He npessmann 4.

[1 PHMESHAHHS — a NAPTHEY RN T FIPHHHAMAET EOINHYSCTED wEAEn K, NMPEICTEPHIIHS L HRLIX 3k CYTER
PELI LR EE RO BN CROCODDM MEH 3 OOMH  LHEDR CICRHITHZANHN B OIHOM CTEPHAHEITOMRE [PH FHCErE0n Crocobe
CTE DI IA .

Ecnu v onHoro MR ABYX KRUIHEOR TEMIEPETYRE noBsciiack Gonee wesm Ba 0.6 °C 08 CyMMe npe Kasios
WIMEPCHHN ¥ TPEX KEPOIMEOE NOBEICHAES TEMOCPOTYRE cocTaruan Gonee 14 °C) soonenomadse moETOpEIT J000-
HHUTEARHO HE TTATH KoK,

[Maprag msmeani CHRTAGT ARNPOrEEHOI, coin Be BOIEe 4eM ¥ TPeX M3 BOCHMH KPOIHKOER HAGAIWAOCE
HHIMBMIYLILHOE [MOBEIUSHNE TEMECHATYPE! He Boee dea v 0,6 "C m 0BIas Cysma NoBsIUCHHA TEMIEPITYPE ¥ BOEX
HOCEMH KPEIMKOE He ppeaamana 3,7 °C.

JonyekseTes MAKCHMILIEHOS  CHGeHpe Tesnepatypie Ha 0,6 “C. [lpn cHBMeHns TeMIcpaTypal ¥ GUHOI
kpovisks Goaee wes Ha 06 "C wocenosaHAe [OEBTORRIT HE NIHTH KPOJTHKLY.

Maprsn waie il CIITART BIHPOTEHHOI, S0 OCAE NORTORFHOND HECIEA0BAHMA HH Y (EHOND M3 [HTH KPOITHKGSE
MELEC HALCTRHOE THOH H#CHHE TEMNEpaTyPel He npeprcsne 06 "C noge Gonee e y 18yx KPOIHEOE B3 IHTH TEMIepaTypE
norkswiace Ha 0.6 “C no cpapnesmo o uexoanoi. B oportraHosM caviue mapTHio nanennil Dpekyior.
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B.3 Hecrenopanna HA mMpOIeEROCTE METOA0M PEIKIHA CESTMBANHA KOMILIEMOHT

B.31 [MpurorosteHne peITsHes

B.3101 [peroraEan B o BalTREKE {CMBIEE} M KOHEPETHEIY MM CONECHD HOPMETHEHON LOKYMEHTALN N
(HA) #a npHroTORICHHE BhITHAECK (CMBIBOE) HE 3THX RN,

(.32 Mpusensesaoe oBopyIoBIHRE

Crenn pas wenwrannii no FOCT P HCO 106935,

[MpoGuprn © npureproid npobkoii, 10w, ofsewos mo 3o,

Josarop nuoeroadei ofbesos U5 002 01 0,05 0,02 pan.

Bechl aHATHTHMCCKHE © IOrPELIHOCTRR BiscsiH e Be Sooce 0,000 .

Mrsuer asarosmmeecenil Lamaodi 250 s

Cocyn dewapa, 2 wr.

CrepriHiIaTop BOLIVIEHEE MeasuMHCERE, Temneparypa (1B0+2) °C.

Koo e DeToRoi.

Tepuocrar ¢ makcamaneHoi TeMaeparypoi 50 °C.

pH-merp, T pH-121

[MprseHaey pE PeaKTIRE.

XKEOpUI HATPEH, CTePIILHBT ANHPOreRHEE BoToHrecknil pacmeop 09 S-matil.

Crepsa Braks (MOopoEcHHIH B HIKOM 230Te),

AHTHTEND [AMOPOKEHHEIC B 8UIRO0M 830Te].

FoomMIme MeHT {(JIMOPOKEHHEI B MILIKOM 235078 ),

Tinronomecaxapun {1 My

B.3.3 lomoaar pacreop aHruTed. 3amOopoecHHYID (PLHYAY aHTHTea na cooyvoa deoaps Sepyr LInHHBM
RHETOMHHECKMM IHHIESTOM W DOMELEKT B CYXy NpodupKy.

BE.3.4 DNovowtr pacteop adtrrens. Boxpeieasor aMnymy © AHIIonoHcaxapuaos, coaepaiiyie S0 s HavanksHax
mHPOrEHHEE 103 8 1 s 01 s 91oro npenapata npea ekt 8 npofnpey © 0,9 s annpancH Horo PAcTEORE ST0IEE
HaTpHE. [IPHroToRECH B PacTROP TILATEILHD 1EPEMELL EHAEIT, [PI STOM KOHUEHTPEIHE AHTHITHE B HEM COCTRRIHET
S0 MEHMMEABHEYX THPETEHRBY 103 B 1 o,

B35 DNomosst pacrsop kosnaemedta. TpaHyly SMOPORCHHOTO KOMIUTEMEHTL DIHHHEM SHETOMBEHECKIM
FMHLIETOM TIOMELIEHTT B CY YRy NPOSMPEY PR KOMHETHOR TEMIEPATYPE B BRUCPEHERRT B TedeHue 10 soiH 20 noasorms
OTTHHEIHHA.

B.3.6 Fovossr omsmieil obpaaen. B cpobupey ¢ npereproi npodxoil HanoeamnT | s BuITioskn (Cxsea), &
TAKAE BHTHTERE B KOMILIEMEHT COTTACHO Nacnopry. Conepausos Npotapeit Nepese i BasT BoTPEXHEIH e,

[ PHMECHAHHT — 3a l::lﬁ]'.li.’l!-ﬂu NP HEMARKT YACTE BERITHREH., NOIBCDIECMYED JIﬂuﬁW.‘J,I-IMI'JM}' HOCEAOHAHH KD,

B.37 lNoropsr ompruamelbHblil KOHTPORIeREE 00paien. B npobupey ¢ npureproid npodxoil maamsaer s
UMHPOTEHHON PUCTHOPEL XNOPHEE HATPHA, 8 THKME AHTHTELE M KOMIUIEMEHT COracHo nacnopry. Cogepausos
MPODRPEN G M LT BT HME M.

B35 Moo noatermeisd6i KoHTRubHeE oopoeu. B opobupky ¢ npereproi npodeoi mammsax 1 s
EITHPOTEHHOID PACTROPE XA0psas Harpas, sofawmor 0002 s pacreops SETHReHa, ayueEHor B cooreererenn ¢ B33,
B AODERISHT AHTHTELE B KOMILIEMEHT COracHo naciopry, Conepaumos IPoDHpe BepeMelHBasT BOTPsXHBaHMEM.

B39 ODnerHsi 0 KOHTPOILHES 0Bpaansl nomeasor B repaocrar. [Tposogst mexyfanmum B redenne 18 — 24 4
npu Tempepatype (27 £ 2) 'C g repuocTaTe.

B.3.10 Fotosar Berocencopayio cuctery. OrmeprioT nhnetxod 8 npobupsi 0Gkem paifasuTen, YEHHE
B NACOOPTE, ¥ CTABAT HX B BoanEyi GaHn npr Temneparype (40 £ 1,5) "C. B kusoyvio npofupky aobesis T oines
LHTHTEN, VERSAHHLIH B HACHOPTE, M TIATEABHO NEPeMENBRIOT BOTPRAHBAHNes, (NTaRICHABM 00 TEMIIEPaTy phl
BWIAKOTO A30T TAHHHEIM SHEATOMMHECKHM IEHHEICTOM BEeKasT 1 cocyaa Jsoapa rpaHyny crepsel W ofiye Kar
B Harpetnél pacTeop. [loche ormidsHE rpEHYITE COASPEHMOE NPOGHPKE DePeMEHEET 0 BRIIEPEHEAKT
10 mun. HE JONYCKAETCH OTTAMBATE HECKONBKD FPAHV B OOHOHA NMPOEBHPEE! Coneprnvos
NPOGHPOE CTHBIKT B OOHY W OepeMeniser serpaxusannes. Monyaeros Maroaisil pacTaop Cnepms

B.3.11 lNomossr pabouse obpaanm. B soenyvie npobmpiy BOHTPOALHONR B ONLTHOM cepuii aoBarmaior no 0,2 s
MATONHOITY PACTROPE CHEpME].

[.3.12 DNomoest npodel € HeoneaoBaEne Ha crenne. Kasosil paGosmsl obpasel nepeHocaT B KRIBeTY. Jares
KHIBETY [ KILTHANAR) YCTHHERINBAKIT B KIBETOASPRATEE (KAPETEY ] CTEHIE 008 HCCIS L0 E HHEA .

B.3:13 Hakarmmsaeor 9xcnepi Med b bie aaHase. TIpw 10eTrse s Hy I BRIX SHETE IR TOKE30TEH MOTEHE-
HOUTH B0 08N KIOBETAY MPCKPALLEAKT DPpOUecs HEsMIIeHNE THHEDX.

B.3.14 Ofpabareisiy! SECTICPAMEHTAIBHEE JEHHEIE © [IOMOEEY KOMIBETERE. CysMBupHyr JRHEe by
AETHEHOCTS 8, B YCAOBHEK STRMMLILY, KARIOrD ORI BRMHCITRRT 110 frpMyas

. M
§=ZI m,

1Lk
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FIE M — - SHEYCHHE MOKAIETENA olsEHOCTH,
f— TEEYUIMA HOMED OUEHEN [OKASETENA [HMIBHAHOCTIE
M — KOVINMECTED DUCHOE POKLSTENS OMEHKHOCTH.
B.3.15 DueHE peaviETETon KOHTPOAN
B.3.15.1 Ecmn nun kOHTHUIBHER OERLIL08 BRIIIHAETCH COBTHOEHRE

Exu33m1

rae Tan py Teo cpeanes ApMhMETHYECKDS JIHAMEHNE CYMMAPHON  IBNMATEIRHOA AKTHEHOCTH BRDOpOK abpaiuon
NG HTERBHOM W OTPHLETELHOM KOHTPOE,

PEIVIETHTE CHHTARIT CTETHCTHYCOKE SHAMIMEIMIL, SO S50 11 5 59 OTIMMAKTCA APYT OT APYTA (0 ~KPHTEpIo
npu yposne asaamoct 0,05, Peavastars ecneaosarnitl o0paiuos oueHneuoT B cooteetcreun ¢ B.3.15.2. B mobom
APYTOM CAYVHEE HCHETAHKH NOETOpHET, Hawndas ¢ B340 Ecan npn noBropHLIY HCCHSI0BIHEAY PEIVERTAT HE
HEMEHHTOR, HOCASIOMAHHA DOETORRIOT ¢ HOBLIM HAGOD0M PEAKTHBOE W DI0CY 1k,

B.3.15.2 OueHnsioT pesyabTiaT Hecieaosanni obpasun BuTakn (CueiE)

HEC T ofpasen cHHTLETT ANHPOITHHE EM;
Toz £40  pipaten MPMIHAIGT THPOrEHHLIM,

rie S0 — cpeaHes apsahMeT HIeCKoe JHaTe HHE CYMMAPHOEH BN CATeIRHON AKTHEHOCTH BRIBOPKN 0BpasUe: oeTa.
[Mpu ofuapyaenun nuporeHHocTi menumasne no 634 posropsor. [pe amoM sumsssy (CuMpB) roToBRAT 13
BHOBE OToDpaHaELN waacni. [Ipe nomyderns Takory ®¢ pesyIbTua BeIOEKY {CMBIB) NTHE3HA0OT [THPOTeH 0.
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VOK 613.46:002:006_354 ORC B 1420 P20 ORCTY 9403

Koaensle caomt: MeIHUHHCERE HITeNHA, CTOMATOMOIHYECKHE MATE PHANTL, HCCIeRONIH A, GHOTOIHYeC-
KHE HCCNENDERH WA, OMPedc/IcHHE, TOKCHYHOCTL

Penaktop PO $edopoes
TesnpuecksHii perarop B0 Doadroaees
Koppexrop M K. Mepaana
Kounbworepran neporea - AN, Jeomapesoir

Hrn. s, N D3350 gr 1407 200 Coano o nabop L IPHED. Ooagnscana s oevars 22010 2000, ¥eamewon. 1LRE. ¥u-nmaa 140
Topax 1582 axa. O 6241, Fax. LI3E,

HITK Hasurensctoo crannapros. [0TET6, Mockna, Kouoseanuit nep., 14,
Hafpann o Magarenweroe ma MTFEM
Ppranax MK Hanareaserse crangapros — tien. ~Mockosckmai nevarnus™, 13062, Mockea, Danwen nep., 6.
[Tap M OERIOZ
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