MEXMOCYOAPCTBEHHbBIW COBET NO CTAHOAPTU3ALMWMK, METPONOIMA M CEPTU®HKALLMMA
(MIrC)

INTERSTATE COUNCIL FOR STANDARDIZATION, METROLOGY AND CERTIFICATION
(ISC)

MEXTOCYOAPCTBEHHbIW rocr
CTAHOAPT 32436—
2013

METOAbLI UCMNBITAHUA MO BO3OENCTBUIO
XUMUYECKOU NPOOYKUMA HA OPTAHU3M
YENMOBEKA

McnbiTaHuA no oueHke ocTporo pasgpaxatouero /
pazbegarolero (KOppPO3IMOHHOro) AEUCTBUA Ha KOXY

(OECD, Test Ne404:2002, 1DT)

Hapanwe oduuymansHoe

Mockea
@ CraHgapTUHhopm
o 2014

FOCT '0cCT32436-2013 Crpanuua: 1/16

EH][id GostExpert.ru


http://GostExpert.ru/gost/gost-32436-2013
http://GostExpert.ru
http://GostExpert.ru

roOCT 32436—2013
MNpeaucnoewne

LUenk, ocHOBHEN NEMHLMNEE B NOEAGCK NPOBSASHAA paboT No MEeRrocyJapoTBeHHeR CTaHIanTHIAL MM
yoTasopnede: NOCT 1.0—02 «lMexrocyJapcTREHHaR CUCTEMa CTAMJADTMIAUWA. COCHOBHBIE MONOWEHKAD W
MOCT 1.2—2009 «MesrocygapcTEEHHas CHCTEME CTaHJAPTHAAUMK. CTaHOapTh MEXrocyJapCTEeHHbBIE,
NoagMna | PeKoMeHJauny No MEXroCYAADCTREEHHMA CTAHIAPTHIAWMK. [paBuna paspatoTid, MPUHATHA,
ODHOBMEHAA M OTMEHBI 2

CeepeHva o cTaHaapTe

1 MoOOroToENEH PepepaneHbiid CIOOMETHEM YHREROEHHEM 30paB00XpAHEHWA  « POCCHACKANA
DEMMCTE MOTEHUMANEHD ONAcHbIE XHMHASECKKE W BUONorMHeckny pewectes PegepansHoil cnykbol no
Hagaopy B chepe 3awWTel npae noTpebuTenald v Bnarcnonydua vyenoeeka (OEY3 «Poccuickni pericTp
NOTEHUHANLHS CNACHBIX XWMAYECKU: W OWonorueeckky Bewectes PocnoTtpebuagacpa), fedepansHeis
MOCYOApRCTEEHHEIM  YHHTAPDHLIM  NpegnpraTien «BCepocCHRCEMR  HayYHO-MCCNEA0oBATENLCKMR  UBHTR
CTAHOADTHIAUWN, HHDODMALKK W CEpTHRMKaLWN CHpRA, MaTepuanoe | aewectes (QMYT «BHWLCMB=)

2 BHECEH ®epepansHes argHTCTEOM M0 TEXHWYSCKOMY DEryNMPOEIHMED M METRONOTKK

3 MPUHAT MesrocygapcTeeHHBIM - COBETOM M0 CTAHOADTAIALKK, METDONOTHE W CEPTHDHEALUMH
{npoTokon o7 14 woaGpa 2013 5. Me 244-2013)

33 NpUHATHE NPOronoCoBEATH

Epatsae Kag crpade ne CORpAWSHAHOE HARHSHOBaHWE
HAHESHOBAHKME K HAUMOHANEBHRDIO Qprada nd
cTpant na MK {HCD 11885 DDd STEHAEPTHIALWA

(S0 3166)] 004 - 97 a7 - -
ADMEHHSR Al MuHaKoHOMKKK PecnyBnmkn ApmMends
Benapyck BY MNoccTadfapt Pecnybnivk benapyck
Kupriiana K KelprelacTasgapT
Poccua RU PoccTangapT
TagsuekrcTaH Td TagemrkcTangapT

4 HacToAwkh CTangapT MOSHTHHEH MEKOQYHADoaHoMy SosymenTy OECD Test Me 404 «Acute Demal
Irritation/Corrosions (O3CP Tect N 404 « OcTpoe pasapaseHne/pabelanwe [KOppoIMA) KoM ).

Mepesog ¢ AHMMWACKDND S3kiKa (en).

CTengus COOTRETCTEWA — WaeuT4Han (10T)

5 TlMpukazom TelepanbHOre aredTeTEa Mo TeXHHYSCKoMY DeryNMpoBAHUE W METDOMOMM oT 22
HoRbpA 2013 1. Ne 793-c7 MesrocynapcTeeHdbd cTadgapt MOCT 32436—2013 epened B OedcCTEME B
KAYECTEE HAUKOHAMNEHOND CTandapTa Pocoyickol Depepauns ¢ 1 aarycta 2014 .

& BREJEH BMNEPELIE

Mughopmayus of  usmedNeRrusx K Hacomoswesmy cmawdapmy  ayboukyemcs 8§ emescdHom
URDOPMELUOHHOM WRazameans «Hayuokanbhele cmandapmes, 8 meksm uaMeNesul v nonpasok - @
SXEMECAYHOM UHDODMALUONNOM Wazamaeme  sHayuonanshee cmandapmes. B coyyae nepecMompa
[Famensl) Uy omMess)  Hacmofweas  cmawdapma  coomeememayiowee yaedomnenue  Oydem
OMPEALKIEaNS &  BWEMECAYHOM  UMDOpMAULICHWOM  prasamens sHauuoManesess  cmandaoimbis.
CoomesMoMayiowan uWiDapManun, peedomMnesus U mMEakcibl DAIMBLLSKINCH MAakKe & UHDopMaluobHon
CUCMEME SBle20 NOALIGAANUA — Ha oPliiuansyoi calime QadepaneHiosd 2eHMomEs Mo MEXHUUSCKOM |
LEAMNUDOEIHUN U MEMPONaaLy 8 cemu MumepHam

2 CrangapTasdopm, 2014

B Poccwickol Tegepayui HACTOAWMA CTAHOapT He MOMET ObiTe NONHOCTEID WOKM YBCTHHHO
BOCAPOMIBEOEH, THDAMWMDOBAH W PACNPOCTLAHEH B kadYecTBe ofWuMancHore Wagdadks Bel paspeweqdn
CeaepanBHOro SreHTCTES N0 TEXHWHECKOMY DEryNMHPOBAHMK M METRONOMAH
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BeepeHue

MeTen NoaponAET OUEHWTE BCHY MMEKLWYHCE WHEOPMAUWEe 00 HCNbITYEMOM BELWWECTEE © LEMNI
HMIDEHATE HEHYMHEIX IKCTEDHMERTOR Ha NOGONBTHEIX KUBOTHBIX. PEKOMEROYETCR NpOBECTH CBOD W AHan43
BCEA MABECTHOW WHDOpMAUKMK 00 MCNBITYEMOM BERWECTEE NEQED TEM, KAK HAYaTE MCCNedoBaHKe in vivo anA
pasbefakniuerc/palgpakawers eonerRcTena. HegocTamwwme JadHsbie mMoryT OolTe NonyYedHsl B X00e
HoCneaceanki. CTpaTerda TeCTUDOBAHMA BEMIOYaET NOCNEL0BaTENEHOE BalNONHEHKE NOQTEEDHIEHHEX K
pacnpocTpaHedMelx  WCCneaoseadki  in vwitro., B gononeesse, roe  yMecTHO,  pekosmeHdOyeTca
NOCASACBATENLHOE, 8 HE OOHOMOMEHTHOS HAHBCEHWE TDEX MNOBAIGK ¢ WCCNeayemMbil BEWEeCTBOM Ha
HABOTHOE B NPEABARMTENLHEK HENBITAHKWAY N vivo.

Kak B WHTEpECax HaykW, Tak W C UMb IAWWTh MWBOTHEX, WCCNedoBanua in vivo HE QONHHb
NEEONEHHUMATECA A0 TEX NOP, NoKa He COGRaHbl, HE PACCMOTREHE M HE BABSWEHEI BSOS BOCTYNHBLIE JAHHEE
O pAIpANANLUMY PaETEe0II0WHE CROMCTRaX BewecTea. [logobHwie DadHbe BENO4aK0T B ceBA ywe
MIBECTHRE  HOCNEQOBAHMA  Ha  4enoBeke  wWiAnd  nabopaTopHblx  HUBOTHBLIX,  dHdopMadn o
pasbelakiue Dasapasak Wen BoISeRCTEHM OOHOMD WK Gones CTRYETYDHO CROMMX BEWECTE MNK CMeceR
TEKWMX BELWECTE, 3 TAKHe HHEODMALKIO O KMCROTHBX B WENoYHBIX CRGRCTEAX HCNLITYEMOMD BewecTBa. Boe
ITH CBEOEHAA OCHOBAHE Ha NPOBEPEHHLIX ¥ BEpREHLMDORAHHEX DaHHLIX, NONYHEHHLIX B HCCNenoBaHMAX
in vilko MNK ex vivo, AHanKMI MHQopMaLKKe CNocoBCTEYET CHIDKEHKIO NOTRE0HOCTA B MCCNedosaHuAx in vivo
paanpasanlers/pai ke 0awers (KOpDOIKOHHOND) BOAGEACTEHE HCNBITYEMOMD BEWECTER, VHE NONYy-HBLLHX
O0CTATOMHOS OCBEWEHWE No PEIYNETATAM OPYTHE HCCNegoBaHHi.
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M E X Irocy o APCTBEUHH®bB H# C T A HOAPT

METOObl MCNbITAHWA NO BO3JAEWCTBUIO XMMHUYECKOW NPOOYKLMK
HA OPFAHW3IM YENOBEKA
HeneiTaHnAa No oueHKe OCTRPOro pasgpaxawers | pajbegaoero (KoppoInoHHOre)
OEHCTEHA HA KOMWY

Taesting of chamicals of healih hazard
Acute dermal irmlation’corresion

Oara seegenwa — 2014—08—01
1 OBnacTe NpUMEHEeHHA

HacToAwMiA cTadpapT yoTadagnieact TpefoBadHds K BuiNOMHEHHI0 NoSTANHBE  MCCNeaosaHsi
paspasaowers/paibe0aowers (KOpPoAHOMHONS]  BO3ASHCTEMA BEWECTBa Ha  kowy.  CTpaTerws
paapaboTada ¢ pekoMergoeasa O3C ana NpoBedeHnA MCNETAHWA B COOTBETCTEMK ¢ CornacoBaHHoi Ha
rMoSansH oM YROBHE CHCTEMON ENAacCHHEaLWy ONacHOCT ¥ MapKMDoOREY KMMEYECKOd npodyeudn [(GHS).
PerkomeHgyeTcn pykoBOQCTECBATECA CTRATEMMEN HCNBbITAHKE NEPED TEM, KAk HAYaThk WCCNEdoBalnA in vivo.
HoBbie BEWECTEA PEKOMEHIYVETCA WCCNEeOoBaTL NoOITanHs C LEeNbH Da3BATWA HayqHoR 03inl JaHHeE O
pasnpasanui pAILeSawKy  (KOPPOIHOHHEX] CBORCTEaX BewecTea. QNA CyWEeCTEYIOWKY BELWETTE,
MHEODMAUKW O KOTOPBIX HEAOCTATONHS, CTRATErMi HE0SXOOWMe WCNOoNLI0EaTe © UENBID BOCHONHEHWA
HEOCCTAWMY SaHHX. MCNonb3oBaHqe pasnivHbly TECTOBRE CTRATEMHA WA NPOUEOYD, KaK W NpHHATHE
pELEHAR OF MCKMICHEH PALA @3 HUX K3 NOITANHOM TECTUROBAHKSA, J0MEHD BolTe GNpagaanHo,

Ecnu HEBOIMO®HO ONPEIendTe CTENEHL Da3gpadeH A Daibedanra (KOppoIkMKn) KoMK NyTeM asanwaa
A0CTYNHOA MHEOPMAUMH B COOTBETCTREMK C NOCNeAosaTensHo cTpaTeriel TECTHROBAHWA LenecoohpasHo
NPOBECTH WCCNeOoBaHNE M vivo,

2 TepMuHbl U ONpegeneHnA

B HACTOALEM CTAHAADTE NPHUMEHEHEI CNEOYIOLIHE TEDMKHHEl C COOTBETCTEYHILLMMK ONDELEne HXAMIA:

21 pepmancHoe pazgpamedwe (Dermal iritation): OGpatvsme® NoBpeXOEHMA KO®H, BOIHWMHLLME
BENEACTBHE HAHBCEHWA MCNETYEMOTD BRLECTRES OOQHOKPaTHS Ha 4 4.

2.2 AepMansHoe pateeganye (Koppoana) (Dermal corrosion): HeobpaTHMble NOBDewOeHMA KOWM, a8
HMEHHD, Hekpod, Habnogasmels 8 INWOEPMWCE W B J8pMe, BOJAHWEWWE BCNedcTBWe OgHOKDaTHOM
HAHECEHHA HCNBITYEMOID BEWECTEA Ha 4 Y. TUNHYHEM KOPRPOIMBHER NRPOABNEHKEM SENAETCA obpasceaHme
AR, KPOBOTEYEHHE, O0DAICEAHWE KDOBAHKCTRIX CTRYNBEE, K MOMEHTY OROHYAHKRE HCCNegosaHis Ha 14-R
feHb WBET HoWW CTaHoBWMTCs OnegwiM, o0paloTadHMble yYacToK NONHOCTRI NBICEET W NOKDLIBaETCA
CTRYMERMA. N8 OUSHEM  COMHMTENLHLIY  NOBPEMOEHKR  THAHK  PEKOMEHOYETCA  NPOBECTH
FMCTONATONOMAYECKOS MCCNe0oEaHMe.

3 NpyUHUKMN TecToBOMO MeToda in vivo

Ooza  WCNBITYEMONS BEWECTER HaHOCWTCA  Ha  KoWY  NOSONBITHOMND  HUBOTHOMD  OOHOKDAETHO,
HeoGpaboTauHas Kowa OYOeT CNyMKTeE ONA CcpagHeHds [KoHTponA)l. CTeneds paijgpaweHdApaibedanis
(KoppoarK ) (DMECHPYETCA B ONPeaeneH B NEOMEKYTEA BREMEHH WM 3aTeM NoCNeAoBaTENEHE ONHCLIBAETCA
C UENb BCECTODOHHEA OUEHKA BOIOSACTEWA BeWecTea. [TpoaonKHTenEHOCTE HCCNEQ0BaHKA JOMHa DiiTe
OOCTATOMHOW ONA OUEHKR NPOUEcca 0GpaTUMOcTH N HeobpaTHMoCcTH HabniogaeMelx peaynuTaToR.

WHEOTHEE, NPOOGOMKUTENEHDS OEMOHCTRPUDYIOWHY BolDAMEHHOE (UIKHecKOe HEJoMOraHue WunK
DCTRYH G0N, CReOYeT YMERTBMTE MYMaHHsIM CNOCOGoM BHE JABMCHMOCTH OT 3TaNa KCNbITAHKA, BEWEcTED
OUEHHERRTCA COOTEETCTEEHHO. KPHTEpHMK pellieHHA of yMeplBnedy aroHHaupyewEy Wid HeBsIHOCHED
CTPAOAMILWE HUBOTHEE NPHEEOEHE B [2].

4 OnMcaHMe TECTOBOro MeTona

4.1 NogroToexa MeToga in vivo

4.1.1 O16op BMOa KMBOTHEIX

MpegnodTeHds  oTOAETSA  KPONUKAM-aNe0MHOCaM, WCNoNLIYIOTCER  MONOALE 30000BEBIE  OCOGK.
Menonesoeadde QYKL BHOCE HAB0THBIX A0MKHO BbiTe 0DOCHOBAH,

Haganue odHUMankHoe

FOCT rocCT32436-2013 Ctpanuua: 5/16

M4 GostExpert.ru


http://GostExpert.ru/gost/gost-32436-2013
http://GostExpert.ru
http://GostExpert.ru

rocT 32436—2013

4.1.2 NogroToBKka XMBOTHEIX

MeWBnKauTensHo 3a 24 Jaca 00 Ha4ana KCNBITAHWA WeCTs J0MEHA BbliTe TUWATENEHD BulCTRHKEHS OO
CRMHHOW S3cTh Tena muecTHoro. WepcTe cnegyeT yOanATe OCTODOMHD, YToDbl HE NOBDeOWTn KoMy
WHEOTHOMD. WCnNbiTavWk NogeepranT 0cobK TaNLKD ©0 A00P0R0M HEMOBDENMIEHHOM KONEH.

HekoTopble BHUOL KEOMNWKCOE B ONDEOENEHHOE BREMA M08 MMEKT MNOTHEE KNOYEA WepcTi. Ha Takde
OENACTA HEMNEZA HAKNAALIEATE BELLECTE,

4.1.3 YocnoBWA copgpXanMa W KOPMIEHHA

Kawgoe MHBOTHOE QOMEHC COASQHATECA  OTOEenNsHo. TeMneparysa 8 JHCNepUMeHTanbHOM
MOMEBWEHKK, 08 COOEDMATCR NOACNLITHOE WMHBOTHOE, OOMMHA cCoOCTapnATe (20+£3) “C gna kponWece.
OTHOCHMTENEHAR BNAMHOCTE NOMEWEeHAA Q0MsHa cocTasnaTe S0-80 %, 28 MWHHMANLHLEA YROBEHE HE
OONHEH NEeBswaTe 30 %%, MmakcuMansHel — 70 %, 338 nCKkmoYeHren cny4aes, Korda npoMascguTes yhopsa,
JcRglgHneE  WoEyooTEeMHDE: 12 wvacoe -~ ceeT, 12 vacoe - TewMMoTa. [ANA  KOpMNEHWA MOEET
HCNONEIOEATECA oOBYHanA NabopaTopHan QHeTa, NWTEEEAA BOOa — B HEOrDAHHYEHHOM KONHYecTEe,

4.2 MNpousgypa HCNBITAHWA

4.2.1 Hano®xe HWe MCNLITYEMOrs BelecTEa

WCNBiTYEMOE BEWECTEO OONAHO GbiTe HANOWEHD Ha HeBONBLIOA Y4acToK (NpHBNHaWTensHo 6 ca’)
EOMM WM NOEPLITS MADNEs0oN NOBAIKCH, IAEPENNEHHOR HE BHILBAKWEN pailgpasedna nedtol. B cnyyae,
BCNH NDAMOE HANDKEHHE HEBOIMOKHD [HANPUMED, C MKHAKOCTAMK WA HEKOTODEMA NAcTamK), BEWECTEO
HEoDX0OMMO NPEXGE HAHECTH HA MapNEBYH: NOBAIKY W JaTeM NPWNOMKTE K Eowe. [oBA3ka He aomsEMa
COABNVBATL, ERENWTCA NOCOEACTEOM NOOXOOALLEr0  MaTepudana  Ha NpoTHEEHMM  BCero  nepuoaa
BOAQEACTEMA BeWecTEa. EcnK BelecTED HAHBCEHD Ha MApNeByio NOBAIKY, HeoOX0OWMO NpoOCneqMTE,
YToG 0oHO BeNe paBHoMEpHO pacnpedensgHo W MNoTHO KOHTakTWpoBRano © koseR. Heobxoowmo
NEegyNEENdTE BOIMORHOETE ¥ KHMBOTHOMD O0TRAHYTECA 00 NOBAIKM W NRPOrNCTHTE KNK BAOKHYTE BELECTRD.

MpK NPoOBEOSHWA WCNBITAMWE WWOKCCTER, WX 0BbidHo Me pazeofdAT. Ecnv WCNbiTHEISTCA Toapaoa
BEACTED (OH0 MOMET GuiTe paIMensYeHo, NP BOIMORMOCTE), ero HechxoaMmoe YENAMHUTE HeBonk M
EOMAYECTECM  BOAR  (MpH @eoBx0odWMocTH, OpyruM  pasfasurenas), Y9Tobbl ofecneddTe HadewsHOs
nodneradde K kowe. Ecnv WocnoneIveTca He BoOHER pazbaeurens, ero noTeHUWansHoe soageicTene Ha
CAAPAMEHAE KOWH QOMKHE DETE MEHMMANLHEIM.

Mo okoHYAHKK NEPUo0a BOANSRCTEMR (00RIYMHD 4 4) OCTATEM WCNBITYEMOrs BEWecTEa J0MMHE STk
yaaneHs BOGoW WK NOOXoOAWKM DACTEODHTENEM, HEe 1a0e8ad CNedbl PEaKUHMKM HA PAIOPakeRis 1 He
NoBpeXIan UEnocTHOCTE INWMGE0MUca.

4.2.2 ¥YpoBeHs O03kI

Ha HCNBETYEMEBIF YYACTOK KOMM (TECT-CAWT) HadocaT 0.5 r Teepors BelWeCTEAa WK NacTel, @cnM
HCNBITYEMOR BEWECTBO MHOKOCTE, TO O03a cocTaenAeT 0.5 mn.

4.2.3 MpegBapHTe NbHbIE MCNLITAHWA (HocnenoRaHHe ir vivao AepMaNLHOrS
pasgpaKeHHA/palLeaaHHA (KOPPOIMK) KOMK, B KOTODOM MCNONL3YETCA OOHO HHBOTHOE)

B cCooOTBETCTEMM © NOCNEACEaTENbHOR CTDETErved HACTOATENEHD PEeKOMEROYETCA NPOoBCOWTLE
NEELBADHTENBHLIE HCNBITAHKA HA GOHOM HHBOTHOM.

Korga pewecTes NpUIHaeTcl paskelaiowMM (KOPRoIHOHHSLIMG HA OCHOBAHMK COBOKYNHOM aHanuaa
pEYNETATOR, OAMNBHEWLLMY WCTBITAHMA HA #HBOTHRIX He TpedSyeTcA. [OnA OOoNbUMHcTea BEeLWEScTh,
NEegnONoEUTENEHD  BellbBA0WKY  PaILefaHde (KoppoaWss), kak NpagWno, HeT HeoBXOOKMOoOCTA B
AansHER WY HCNETAHWAX N vivo, DOHaKko B TEX CNy4anx, KOr0a cylWwecTEyoT CCHOBAHKE ONA Nony-HeHHA
OONONHHTENBHBIX AaHHBE, MOMYT BblTe NPOBEOEHLI WCNBITAHHA HA MHBOTHRIX cnegyiowns obpaszom: Ha
HHEOTHOE NOCNegoBaTeNsHo HAHOCATCA A0 TReX TecToBblx npob. Nepeas npofa yoanAeToq Mo WCTESEHAR
3 MHAHYT. ECnK He HadningaeTcr 3aMeTHeIX KOMHEE DEIKUWA, HAHOCKTCA BTORAaR Npoba, KoTopas yoanaeTca
yepea 1 4. Ecnk wabniogesua Ha 210l cTagMd NOKAIsB3T, 4YTO 3KCNoIMYMID MoxHe DeabonesseHqo
NEOONKTE 40 4 4acoB, HaHOCWTCA TReTeER npofa, KOTODaR YOanReTcA Y4eped £ 4aca, W peakyus
BOANSACTEMA CUeHKrBaNT. EcnK pasbegamiuki (koppoanoHHER) 3ddesT HabnKgaeTod Ha kakok-NnGo 1
TREX NOCNEOcEATENEHBIX CTAOWA, IECNENUMEHT HEMEANSHHO NPEKDaLWaKT. Karga koppoadolHeil agdesr
He HaGnKmgaeToA Nocne yoaneHuAa nocneduen npobel, wuaoThoe HabmnwogaeTcA B TedeHde 14 gued, ecnw
KODPO3MA HE PRIBMBAETCA HA DONee paHHEr BREMEHHOR CTAOMK.

B Tex cnydasx, KOrOa HCCnegyemos BeWecTso NPegnonos|TensHo HE BRILBAET PaibeaHde
(KODPOAHIO), HO MOMET BRIBATE DAIODEMEHHE, HA MMBOTHOS Ha 4 4aca JonwHa ObiTe HadeoEHa
GOHOKpAaTHaR npoGa.

4.2.4 NogreepaadEd TecT (MCcnegosadke in vivo pazgpaxeHdA Ha KOMH OONONHATE MbHBIX
HHBOTHBIX)

Ecrnv pajeafaollMid  (EOpposyMoHebid)  3ddesT e HabnindaeTcl 8 HAYanbHomM  WCNbiTaMNM,
CAIODAKEHHE WM HETATHEHAA DEAKUMA O0MWHbE DeTe NOATEEDMOEHE © WCNONbLICBAHWEM 00 OBYX
OONONHMTENEHLIX HABOTHER, N0 OOHOMY HHBOTHOMY Ha Kawgys npoby, © NeprogomM JEKCNoIMUKK 4 4. Ecnu
pazgpakeHde HabmooaeTcs B HAYanLHoM TecTe, To NoATEERHAa0WHe TeCTel MoryT GbliTe NPOBE0EHb
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NOCNE0oBaTENLHS  WAK MYTEeM OSHOSDEeMEHHOMD WCCNEL0BAHWA OBYX ACNOMHMTENsHEY #$MBOTHEX. B
HMCENIOHWTENBHOM CNYYa8, KOrda HaYansHbLR TECT HEe NPOBOOKMTCA, OBS HAM TRH HMUBOTHbIX MOMNYT BuiTh
cbpaboTalkl OOHOKDATHOR npoboM, RoTopaa yoanmnmeTcA 4Hepes 4 4. Ecnd npe MCCnegoBaddd OByx
HHBOTHEY B 0B0Mx chyHanAx HalnooaeTes oOHa 1 Ta e DEAKUMA, HAKAKMY JaNsHEAWWE HensITaqMi He
TpeGyeTord., B NpoTHEHoM chyYas, TECTHPYETCR TReTee MUBOTHOE. ONA OUSHKW COMHWTENEHBY pEasUHi
MOTYT NOTReBoBATECA ACNONHHTENbHBIE HABOTHEE.

4.3 HabnoopeHHe

4.3.1 Neprog HaGnwoeHHaA

MpogonHUTENEHOCTE NEDWoda HAGMOoQeEHHE JonMHa BulTe QOCTATOYHOR ONA TOMD, YT00L B NONHORA
MEpe OUeHHTE obpaTumMocTe Habnooaemex addesTos. DOHIKD IKCNEPUMEHT OonkeH BT NpexpaleH,
BCNK Y MMBOTHOM HaDMOOAKNTCA NPOOCNEMTENEHEIE NPHIHAKA TAMENOR Gond WnK Heagomoradka. Ona
ONpELEnesns 0GpaTHMOCTH DE3KLWHA MPBOTHOE O0NHHD BulTe Noga Habniogenwen B Tededde 14 gHed nocne
yoanauud npobel. MNpd obBHapyweHdd o0paTUMoCTH B Tededde 14 gued akcnepdmedT Jomsed GwiTo
NPeKpaLwen.

4.3.2 KnuHuyeckre HABNOoHMA W KNACCHPMEALMA KOMHLIX PeakLHA

Bog MUBOTHBLIE O0M#Mbl BbiTe NEOBEREHE! HA NDHIHAKE 3PHUTEME 4 OTEKS, 4 PEAKUKK — OTMEYATECA HA
G0 MuHyTE, & aaTten Ha 24, 48 W T2 yacax nocne yoanedis npobe. B HadansHOM TECTE Ha OOHOM MABOTHOM
TECTHpYeMan chnacTe Takke NPOBEDAETCA cpady Nocne yoaneHnA Nocbel. KokHLIe Deakurd oUEHH BT W
KMAaccHUMpyIoT B CcOOTBETCTEWM © Tabnuuel «KnaccudMkayna KoeHsx peakgi e, Ecnd obdapyxueaeTca
NOBPEXOEHAE KoMK, KOTOROE MO NPOWECTEMHY T2 4acos HENBIR KAeHTHRWUKPOBATE Kak PAISPasEHHME WK
paskefaHne [Koppoank), onA onpeaeneHes obpaTMMoCTh gaddoro adderTa, BO3MORHO, noHagobaTcA
HafnogeHrAa BnnoTe 0o 14 guel. MoMAMO peakudd paddpaseddA GoMmsHsl GbiTh NONHOCTEID ONWCAMEL W
IBPEMACTOMPOBEHEl BOB MECTHBIE TOKCHYeCKKE AdhdexTel Takde, kak oDeLKUDHBAHKE KoMK N NoGme
cicTemarvdeckkne  webnaronpuATHee  3ddesTol  (HANpUMep BNHAKWE  H3  KNHHANECHEE  NDHIHAKK
TOKCHYHOCTA M MIMEHEHHME Macckl Tena) OnA NpoRCHEHKA COMHHTEMNLHB PeaynNeTaToR  QOMMHD
NERHAMETRCR BO BHUMAHWE THCTONATONoMMYeckoe obcnegosan e,

MpagaumMA KOMHBIX peakuwmi Henabesus cybbwekTveda. [OnA obecnededHwA eduHo0SpaanA npu
EMACCHRMKALMKE KOMHEX DEAKUWA, COOERCTEMA WCNRHTATENEHEM NabopaToprAM ¥ TEM, KTO NPORCOKT K
MHTEQNPETURYET HAGMOGEHHA, NepCcoqan, NPoBoOAWMA MCNBITaHKA, Jdonsed OwTe xopowo ofyded
HCNONB3YEMOH cHcTemMe oueHox (Tabnuua). Tawoke MOMYT CKAIATRCA NONeIHLIME  HNNI0CTPUDOBAHHEE
NoCoDEA No KNAcCHHKALMKA PAIODAKEHHR KOXH M ODYIHMX NOBDERIEHIEA,

Tatnvua KnacciPUkalva EomHbY pEakL WA
M
n/n

1 OTCYTCTBME IPUTEME

2 | Cnabaa apuTeMa (8008 IAMETHAR, POIOEATHIA TOH)

3 | YMEpEHHO-BLIpAKEHHAA IPMTEMA (POA0BATO-KPACHEN TOH)

4 | BelpakedHan JpUTema (KpacHbid ToM)

Peako-BeipaxeHHan apuTema (roBaskA KpacHoTa) — obpaiosasHmd

OHMOFE,  NDENATCTEYVIOWETS  KNaccHdHKauMKy  3PWTEMbl  (RpKO-

KDACHBIA TOM)

CHpaacsaHWs 3pHTens 1 aTeka ¥poREHE KnaccliiusaLng

LB =]

o
4=

BOIMORHBIA MAKCAMY M
OTCYTCTBME OTEKS
Cnabbii OTek (E0BA 3AMETHEIN)
YHEDEHHEW 0Ter [0DNacTe OTEra XODOWD PAanuYKuKMa 33 cYeT
NpHNYENOCTA)
BeipameHHBIR OTEK [MDHNYXNOCTE NPEMEDHD Ha 1 M)
Peako-BRpaMeHHBIN OTEK [NEENYXNOCT: Gonee 1 MM W BeXOO 0Teka
a3 rpaHdlE 0BNacTi IKCMoIMLIAKM)

| =] e [ =

ECN I CO 751 LS R Y ] S

BoatomHBIA BMaKCHMYR

l.I:l,.l'IFl NpoORCHEHKA COMHWMTENBHEBEK DEIYNLETATOER MOHET GhiTE npoaeqeds  r’cToNaTonorM4ecEos
WMoCCne 08aHne.

5 [laHHbIe

51 MNpegcrapneHyde peiynLTaToR
PeiynkTarkl MCCNeaoBaHna JOoMKHel DbiTh CBEOSHE B TADNKUY 8 TECTOROM OTHETE W COOTRETCTROEA T
BCEM MYHKTAM, NTPUBEEHKEIM B paagens 8.

3
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5.2 OueHka peayneraroB

KonkHO-paanpasaiolive PEaELHA OONHHE GhiTe OUSHEHE G YYBTOM NPHPOOL] W TAMECTIA NOpEeHWin, a
Takke Wy oOpaTHMOCTH WOW HEeZOoCTATOMHON o0paTHMocTH. WMHOWBWOyANeHas pEeaKuWA He ABNASTCA
abconioTHM CTAHAARTOM NPOABNEHWA PAXODAHAMLIAYE CERORCTE BRWECTEA, NOITOMY TAKKE O0MEHb DhiTh
aueHeHbl W apyme addekTel 0T BOAOBACTEWA TECTHRPYEMOTD mMaTephana. OoHaKko WHOMBWOYANLHbIE
DeAKLWM OONMHE PACCMATDMEATECA HaK ONOPHEE XAPANTEDMCTAEM, KOTODEIE HEeoDXOOMMO YUMTHBaTE B
COMETAHMK CO BOERM OPYTHMA HaGMoaEHKAMIA, NOMYYeHHBIMA B OEHHOM WCCNe osaHm 8.

OopaTiMocTE  KOMHEIX NOpaMeHWl chnegyeT paccMaTpvBaTte, WOKOOA WI  OUEMEM  DE3KLMM
pazopaxedda. Koroa peasudi KoM TakWwe, Kak anoneuuA, TMNeprepaTtosd, TMNepnnazda W WenywieHWe
COXpANAKITCA 00 KoHua 14-O0HeEHOre cpoka HaBnoaeHua, KConeayeMos BELECTRD O0MKHD GeiTe NpUIHAHG
CAINPAMAKD UMM,

& OTyer

OTHET © NPoBEASHWA KCTLITAHKA JOMHEH COOeDHATEL CRadyllyi MHOOpMaLKK:

Norvqeckoe oGOCHOBAHWE NPOBEOEHWA HWONBTAMHAA N Vive — aHaNKa COBOKYMHOCTH CYLECTEYRILME
OaHHBX, BKNKYAA BR3YNETATE NOCAEQ0BATENEHON CTRATEMNMA NDOBEOEHHR MENBITAHKA.

-ONHCAHHE AHAYMMEX JaHHbIX NPEOBADHTENBHOND UCCNed0BaHKSs,

=0AHHEIE, NONYYEHHEIE HA KE#O0R CTAOMH CTERATEM M NPOBELEHWA HCNEITAHHA,

~ONHCAHKE NPCEEOEHHLIX HCNBITAHWMA N ¥ivo, BKNKYaA GETANEH0E ONKCAKKWE NROUEOYE W pEayNeTaTsl,
MONYHEHHEIE ONA WCCNeDyembi | CHOEHK BELECTE,

=AHANKI CORGEYMHOCTH CYWETTEYVIOWNX JaHHEX ONA NPOBEOEHMA MCIETaHAR in vivo.

BewecTeo:

~HOEHTARHKBLUHMOHHBIE AaHKEE (Hanpusep Homep CAS, WCTOYHHK, CTENeHb YMCTOTbl, HIBECTHLIE
NEMMECH, HOMED NADTHK],

~PMINYSCEDE COCTOARME M DHAMKO-XHMMUYECKERE CBORCTEA (Hanprmep pH, NeTYYecTs, PacTEopHUMOCTE,
YETOWYMBOCTR],

~@CNH 3T0 CMECE, TO COCTAR W COOTBETCTEYIOWEE NPOUSHTHOE COQe0MaHNE KOMNOHEHTOB.

PacTRopWTank:

“HOEHTAPHEAUHMOHHEIE OaHHEE, KOHLEHTRAUMA, NP HeCDXoQUMOCTH, HCNONBIYEMEHR 0D LEM,

~0G0CHOBAHWE BLIDODA PACTEOPHTENA.

SHCMNEDHMEHTANBHEE HUBOTHGIE!

SHOMONBEIVEMEBIR BAO [ TPYNNE $HBOTHEX, B CNYHAE BCNd 3T0 HE KPONHKW-ansOusockl, obocHOBaMHE
HCNONEICEAHMA MHBOTHBIX,

~KONWYBCTRED RMBOTHEL KAMO0Te NOoNa;

“MACCA TENA KAMOOM0 ¥HBOTHOMD B HAYANE W KOHUE HONBITAHHEA,

-BOIPACT B HAYAMNE HCNLITAHKS,

“HOTONHAE MUBOTHBIX, YENOBMA COOSDMAHHWA, QUeTa 1 T.0.

YonoeWA NPOBeQeHHA HoTbITaHKA:

~TEXHWED NOAroTOBKKM MECTa HaHECEHWA Noohk;

~TEXHHES NOATOTORKH M HAHECEHKA MNACTLIDA,

~TEXHHEE NOAroTOBKM MCCNedyemMoro BRLWacTea, 8ro HAaMECeHHA W Y3ane A,

PeaynsTatsl:

-chop W zadecedue B Tabnudy O8HHBE O NDORBMEHMH Y KEMOOM0 MUBOTHOMD Paadpasanlimx /
DEATLESINWLHY [KOPPOIROHHER ) PEEKLHA Ha KAO0R OTMEYASMOA BDEMEHHOR OTMETHE,

~ONMCAHKE BORR BbIARNEHHEX NOPaHEHMA;

ONHCAHKE NEMPOOLL W CTEMNEHY BRARNGHHLIX DEAKUHHA PalgpakeHds HNK paibedadina (KopposmK), a
Take Nobslx TMCTONATONOrMHEckMy Halnioaes9i;

~ONMCAHKE ODYTHE HEMATHEHEE MECTHLIX (HanpuMep cbeamiprBaHHe KOKK) M COMATHYETENX DEIKLWA,
NOMAMO KORHOMD DA3JPAMEHWA KNH Pa3be0anna (Koppo3uKn).

Ocywoedws peayneTaToR.
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Mpunoxenne A
(pekoMaHayeMOR)

MNocnegoBaTrensHan CTPATENMA NPOBEOEHMA MCNBITAHWA N0 M3YYEHUID
pazgpaxalowero u/Mnu paibegarwero (KOPPoO3MOHHOrD) ABACTEMA HA KOXY

A OCHOBHLIE NONOKEHHA

B uHTepecax Hayvkw W BNaronony-Hda SUBOTHBIX OY8HE BAMHO WIDEraTe HERYRHOMD WCNONbICBAKKA
FHBOTHE W MAHAMAIHPOBEATE NIOCLIE WMCNBTAHWA, KOTODBIE MOMYT NOUEECTH K TAMENLIM MOCNEOCTENAM ¥
FUBOTHE. Boa wupopsaums o NoTEHLMANEHON CROCOBHOCTH BEWECTES BhlZLIBATE PAIBEIAHWE (KODDO3MKD)
MM Pa3Ipasende KOMH J0MN+Ha DeiTh OUSHEHA 00 NPORESEHHA HCNLITAHKWA in vivo, B CBOI0 oYepede, yae
MOTYT CyWECTECBATE AOCTATOMHLIE OCHOBAaHWA AnA Toro, Y4Tobsl snaccudwunpoBaTe BEWECTBEO KAk
CNOCOBHOE BLldblBATE PAILESaHHWE (KOPPoaHIO) MNK paadpaxedre Gea HeoBXoQMMOCTH NPOBCARTE ONBITE
Ha nabopaTopHuIX HHBOTHEX, Takkm 0DDazomM, WCNoNeayR aHANKMI COBOEYMHOCTH WMEKLWHACA JaHHBX K
NoCNeaceaTensHylo CTPaTerd NpoRedeHHA HCNLITAHWA, MOMHD CHH3WTL HEoOXOOQWMOCTE NEOBEOEHWA
HCTIBITAHMEA N vive, ocobeHHe, BCNd BEWECTEC, BEPOATHD, BRSHEAET TAMENLIE PEeaKLHKA.

AHAMKWA COBOEYNHOCTH WMEKWKHKCA JaHiblx obR3aTeneHd peRoMeHdyeTcA NPoBogdWTL OMA OUEHEW
CYLWECTEYHILEA WHPOPMaUMe O HKOWHOM DaJOPETEEHHK MMM  (PadheddHid] KOPDOIHH, Bbl3blBAEMbIX
BEWECTROM, 4TO0E CNPeaenN T, 8CTE N HEOEXOGWMOCTE B NPOBEASHWH JoRONHHTENHBIX MECNEa0BaHKA,
OTNMYHBIXY OT KOMHBIX WCNLITAHWA in ¥ivo, ONA BHABNEHKA Takds NoTeHuWaneHes ceohcte. Ecnw
JaneHERWKMe  MCNbITAHKA  HeoBX0OMMEl, DPEKOMEHOYETCA MPHMEHSTE NOCNEQOBATENBEHYH: CTRETENAID
NEPOBEAEHWA HCNBITAHKA ONA NONYYEHWA IHASKMEE JKCNERHUMEHTANEHES OaHHBX. QNA BEWECTE, KOTORRIE
paHble HE WoCNeqoBandcs CTpaTerds AofeHa ©OwiTe WCNONE3A0BAHA NPK ONDEEEneHdd  OaHHLIX,
HEOEXOOMMEX  ONS  BLIABNEHWA @ro  pasbelaldy  (KopPOIMOoHHBIX] WK pajfpasaoliiy  CooRoTe.
CTpaTterds WCNbITaHkdid Sena paszpatotada O3CF 4 noagees GoiNa NogTBEDMOEHA W DACOpOCTRAHEHA B
cucTeme CIC.

KOTA NOCNEOOBATENBEHAR CTRATEMNA HE ABMAETCA COCTABHON YacTeld MEeToga, oHa npedcrasnsert
COGOR PEXOMEHIYEMBIA NOOXoD ONA ONPEOenedHis Pajbelaiildy (KOpPOAMOHHEX] WK PaifpakaiowmMx
cacikcTa pewecTea. Mogxop aknwyaet B ceba kak Hagnexawyio nabopatopHyin npakTvey (GLP), Tak »n
STHHECEWE NPEanoChINKK GNA NPORESEHAA WCNBTAHMA in VIVD HE KOMHYIO KOPROIMED MMM PaIOpaSEHHE.
MeTog NpoBeieHra WCCNenoBaAHWA ABNAETCR PYKOBOOCTEOM ONA NDOBEOEHHA WCTLITAHKA 0 vivo K
COQERHHT DAaKTopE, HOTODLIE HEOBXOOMMO YHHTHIBATE G0 HAYANA MCNLTAHHA.

Crpaterda npeactasnaeT cobod nodxon Ans OUe KM CVLLECTEYIOWMY OaHHaX O PasbeAaHs
(KODPOAWOHHBIX) WNKH PRIAOPEHANWAE CBOACTREAX WCCNEedyeMoro BEWEeCTEa W COOTBETCTEYHILMA Nogxog
MNoNyYeHda NogoGHeE DadHbIX ANA BEWECTE, KOTOPRIE HeoBx0OMMe ACNONHATENBEHO WCCNeqoBaTe WK
KOTODBIE HE HCCNEQOBANMCE paHes. Tawke B ocobulx Chy4ass: ANA onpegencHHiA Pasbedania [KoppoanH)
MW Pa3OPaseHHa KO DEKOMEHIYETCA NPOBELEHWE NOOQTEEDHOEHHEX W COWENDHIHAHHBIX WCNETAHWA in
VItrD M ex vivo.

A2 OnWcaHHe CTPATErkk NpOBeaeHHA HCNBITAHMA M OLEHKH CYLWWECTRY WMWK AaHHLIX

Ona onpegenedds HeoSxXoguMocTH NPOBEOEHUA KOMHOID WCNBITAHWA N vivo Nepes NpoSegeHAe
NoAcBHOND WCNBITAHMA, KAk SacTW NoCNedoBaTensHol CTRaTerd, BCR OOCTYNHAA WHgropMauMa qonsHa
OllTe PACCMOTREHA W oUeHeHa. HECMOTPA Ha TO, 4T0 CYLLECTEEHHAA MHPOPMALUWA MOKET SbiTe NONYYEHa
NEr  CUBHKE OOMHOYHEX NApaMeTpoE  (HAnNDUMEep  JHCTDEMAaneHD  BeliCOKDOMS  adaqedda  pH). BoA
CYLWECTEYIWAR WHROPMALWMA D0MHHA GRTE PACCMOTDEHS B COROKYNHOCTH. Bog CYLWecTBEHHBIE JaHHbIE O
BOROERCTEMAXY MCCNedyeMoro BELECTEBa WNKH 8r0 aHANOTOE A0N#KHE BblTh OUEHEHE MDA NPUHATAM DELLEHKNA
H3 DCHOBAHWK COBOKYNHOCTH MMEIOWKECA JaHHBIX, 3 NOMYeCcKos 0GOCHOBAHME TAKOTo PEWEHWA JONKHD
ObiTe NpegcTasneso. OCHOBHOA YNoOP 00 NPOEEOSHMA MCNETAHKA in vilro MK ex vivo Jonmsed SelTe chenan
H3 JAHHEE O BOIASHCTEBAM BEWECTEA HA YenoBexa W MHBOTHEX. KOWHEEX HCNBTaHWR pasbelaiowMs
[KOPPOIMOHHEIX) CEOHRCTR IN vivo NO B0aMOoMHOCTI chnegyaeT waberate.

CTpaTerda MCNETaHH e YY9UTRIBAET cRenykilwe daKTopk

1. CYWeCcTEYIOWHE JaHHEE 0 BOIJeRCTEHH BEWEBCTE HA YENOBEKa W KHBOTHE [war 1)

Mpewae BoErs OOMMHE DbTe DACCMOTPEHLl CYWECTEYIOWME OAHHBIE © BOAOBRCTEHKM Ha YENOBEKa
(HANPAMED KNTHHASECKHME WM NEOOECCHORANEHEE MCNBITAMWA, BCTORHM BITMHAYECKMY CIYHAE8) M HHBOTHBIX
[HANPUMED OJWHOYHERE WM NOBTORAKMUMECR MWCNBTAHAA HA  KOWHYK TOKCHYHOCTL), MNOCKONBKY OHK
checnesveanT WHQOEMALWMKD, HENOCPEOCTEEHHD OTHOCAWYKICA K BOAOSACTEMAM Ha =owy. Bewecrea c
MIBECTHEM  DAlbeQastllki  (KOPPOAMoHHEIM] WMNKW  Da3goadasclde O8RCTEHEM W Te, SNA  KOTODbIX
OTCYTCTBME NoZobHOro A8RCTEMA O0KAIAH0 METOLOM N Vivo HE HCTbITeIBOTCA,

2. Baanmocanas cTpyKTypa-ecageicTane (SAR) (war 2)
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Ecnv BOo3MOMHD, A0MN#HHL BblTh paccMOTpeHbl pPE3yNLeTaTel WCNBTAHWHR BEWECTE ©0 CXOMER
cTpYKTYpoi. Ecnu CyWEeCcTEYIOT OaHHEIE O TOM, Y70 NoAo0HEIE BEWECTEA W WX CMECh OKAadLIBaKT Ha
YENOBEKE W HHBOTHBIX pajbelawes (KOpPOIHOHHOR) WM pasipasaowes  OeAcTEWE,  MOmHO
NEeanonNosHTe, 4TS WMCCNeayemos BelecTes ByaeT Takse oKassBaTe nogofuce moagefcTeMe. B aTMx
Cy4asy NPOREOEHMA HCNLITAHKA ANA TAKKY BEWEeCTE MoEeT de noTpefopartecd. OTpUUAaTENbHGIE
peIYNETATE HCCNEQOBAHKA BEWECTE CO CXOMEA CTPYETYDOR WNK WX CMECH HEe NpedcTapnsioT coboi
OOCTATOMHOND  OO0K33ATENBECTES  OTCYTCTEMA  pPajbedarwlerts [(KOppPOAWoHHOID) WNM  pajgpaskalouens
OEeRCTEMA BEWECTEA B DamMEax NOCNEOoBaTENbEHCR CTpaTerk. MoaTeepEoeHHEE WM oDWenprIdaHHbe
Nooxodesl SAR O0MsHB WCNONEIOEATECA ANA DRIAENEHWA K3K DAlLefaliMy (KOPPOIAOHHBIX], Tak H
PaI00aMAILME CBOACTE.

3. PHIMKD-XHMHHECKWAE CEBORCTES 1M XMMHYECKAA DeakLWoOHHaA CnocoDHOCTE (war 3}

BewecTea, MMEKWme IKCTpeMansHele aHayerna pH Tasme, kak pH = 2 1 pH 2 11,5, MOryT BeIZbIBATE
CHMNbHBLIE MECTHBIE peakuuK. EchK JKCTpeMANeHOE sHaqeHde pH ABNRETCR OCHOBOW ONA OTHECEHMA
BEWECTEA K BOKHM DaibEadwve (KOPPOIHOHHEM] ANA KoMK, J0MEHL YYWMTEIBATECA €10 KWCMOTHbE J
wenoYHeE ceorcTea (GydepHan emrocTe). Ecnv me GydepHan eMEoCTE NOK3ILIBART, HTO BEWECTED MOWET
HE ObiTh PASTEEOACLLMM [KOPPOIMOHHBIM] ONA KoMK, TO NS NOOTESOMIEHHA 3TOrD HeoBKo 1Mo NDCEECTH
OanesHeRWHe  WCCNegosaHkE, NPeanoHdTHTENsHS © WMCNONB30BAHAEM  NOOTEER#EIEHHBIX AW
oW ENPHUIHAHHLIX N Vitno wne ex vivo TecTos (oM war 5 u 6).

4. KoMHaA TOKCHYHOCTE (Wwar 4)

Ecrniv goKaiaann, Y70 BEUWECTED ABNAETCA TOKCHYHBIM NP NOCTYNNEHHK Yepes Homy, N wvivo
HONBITAHMA MO HMAYYEHWK  DalLedaimy  (KOppOIMoHHEIX] ¥ PaIOpawaoWKs CBOMCTE MoryT BwiTe
HEOCYLECTEWMEl, NOCKONLEY KONWYECTE0 BEWEcTBE, KOTOPoE O0LIMHO HAHOCHTCA HA HOMY, MOMET CUMbHO
NEEBLIWATE TOKCHYHYIO A03Y W, COOTEETCTEEHHO, MNPHUBECTH K CMEDTH HNK  TEHENbM  NODEseHMAM
HWHEOTHBx. K TOMY #e, 2cnd WCCNedobadkea HA KOMHYH: TORCHYHOCTE © WCNoNL30BaHWEM KpOMHEoB-
ANEOWHOCOB yae BEME NPoEEOe sl © NpegeneHon o030l 2000 Mr #a 1 Kr Macckl HXHECTHOMD WKW Bones, |
pasbedaHwe (KOppoarA) MNK pAsdpaseHHe KoWK He Do obHapymeHs, QONCNHUTENEHEE KCCNEgoBaAHMA
No WIYHEHH0 DAsbEOAHMA (KODDOo3MA) WK Daz0pameHda KosM MOoryT we nodagobutech. HekoTopoe
BRBOOE O0M#HL DbiTe COENEHEL H NPW CUEHKE COTDOR KOMHOR TOKCHHHOCTI, BLIABNEHHON B NPe Dby LI M
HCCNEOoBaHWAK. Hanpumep, nony4edHas dHpopMauMs O KOSHLIX NODaseHdAx soseT ObiTe HEnonHoM.
TecTe ¥ HaBMOOEHKA MO NPOBOOWTLER HA BUOAX, OTANYHBIX OT KPONMECE, W TAKHE BHOL MOTAH CHNLHG
OTAMHATECA N0 CEOMM YSYBCTEWMTENBHEM DeakudAm. Tamke opMa KCCNedyemMoro BEWecTEa, HaHECEHHOMND
HA KoRy MMBOTHOMD, MOrNa GuTe HENOOXOQALWENR GNA OUESHEKY KOMHOMD DPA3gpadeHnd | Hopposdy (Hanpumep
CACTROD BELWECTE ONA WCNBITAHMA  KOMHOR TOKCHYHCCTH). OOHaKe B Tex ChyYasx, Koraa xXopowo
MNOOroTOBMEHHEE HCNBITAHKA HA KOMHYID TOXCHYHOCTE DM NpOBEOEeHE HA KPONKEAX, OTPMUATENsHbE
pEIWNETATEH  MOMYT CHWTATLCA O0CTATOYHLIM  QOKAZATENLCTBOM  TOMD, YTO BEWECTEO HE ABNSeTCA
PATBEOALLMM (KOPPOIACHHEIM) WK DASODEHKAELLIAM

5= 6. PeayneTaTel in vilro MnK ex vivo KCNETaHWE (War 5 1 B)

BewecTea, NpoABKEWKE PAIbelakoWHe (KOPPOIWOHHES) KNK CHNbHLIE DalApaExanline CEONCTES B
NoOTESpHAEHHEX W OOWENDUHATRIX N Wilro WNK X Vive HCNBITAHKAX, NPOBELEHHBEIX ONS OUEHKKW 3THX
CREUMDMYEcHHX CEBOMCTE, HET HeoDX0OMMOCTH TECTHPOBEaTL Ha HMWBCTHRE. MoxHo NpegnoncsmTe, HTo
TAKMe BELWecTEa GyayT OK3ibBaTe TAKOE ME TREEN0E BOIZEACTEVE W NPK WCNLTAHMKE N vivo,

7 =&, In vivo HCNbITAHWA HA KDONWEAX (War 7 | 8)

EcnK Ha SCHORAHMK aHaniaa HMEWHAXcA JaHHBX NEUHATS PRLUEHHE NPOBOOXTE HCNBITAHWA in vivo,
HENBITAHKMA OOMAHL HAYMHATESR © WCCNedoBaHKA HA OOMOM HHBOTHOM. EChK pesynbTaThl HoNbTaHMA
NOKAILIBAINT, H4T0 BEWECTED CKASHEIET PATREJAINWES (KOPPOIMOHHOE) OEACTEHE HA KoWY, OansHERwWHe
HENBITAHKMA NPOBOOMTECA HE O0MKHE. ECnH B HCKoQHOKM TecTe He HabnogasdToAd paibenaloue
{KOpPPOAHOHHBIE) CROMCTEA. OTDMUATENEHASA QDEAKUWMA WA pajipasaiowne coolcTea JoNHHe BeiTb
NOOTESPHAEHE C WCNONLICBAHKENM OBYX JONONHATENLHBIX HHUBOTHEX C NEepUodoM JECNO3MUMIK 4 daca.
Ecnu pazgpamaniuyi adhdpert HabnogaeTord B MCKOOHOM HCCNE0oBaHA, TO NOLTEEDHOAKWHA TECT MOKEeT
NECBSAXTECA ROCNEOOBATEMEHO, WK NYTEM KCCNEQ0BAHKE O8YE KHUBOTHIX OOHOBDEMEHH,

FOCT rocCT32436-2013 Ctpanuua: 10/16

G ((H]|idl GostExpert.ru


http://GostExpert.ru/gost/gost-32436-2013
http://GostExpert.ru
http://GostExpert.ru

Cxema

roOCT 324362013

CTpatervsa NpoBegeHHA MCNBITAHMA W OLEHKH OepManbHoro
pazapaxeHuA/KOppPO3UK

[NposeoeHe padoTl

1 | MmewwWacs JaHHsE QA YeNoseka
WM S BOTHE, KOTORBIE MoK 36T
BOINSHCTEME HA KOMY MMM CMIHCTEIE
oBonoHKK

HuhopMauua oMCymcima e g
HaphadumensHan

!

2 _I'Ipl:uscc:m OUEHEY CTPYETYDa-
aKTHeHOCTH (SAR) AnA pasbenaHia
(Koppoara L

paagpame N KoM

Mpo2HosUpoeame e yiaemca unu
NpoaMoss) He yhedumensMer iy
AP LYAMERNbH

I\

3 | Hamepute pH {paccMoTpeTE ﬁg.rq:-epu',-'m
CNOCOGHOCTE, BCNM 3TO CYLUESCTEEHHD )

2epH <11 .5unupH =20 unu 715
AL HUINOD WL OmcymMce powel
Sygheprod cnocoBHacmu | ecaw ama
CYLLGCMEEHHT)

l
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Monyyetbsi peayNeTaT

BewecTao
parkeaaes
{KoppoaniHoe)

Briacpamwes
DasOpaEHHE

He paieegaowes
{KOPDCAMAHOE) M HEe
BalibBAET PAIADEAMEHME

MpordoavpyeTca
COpBERAHOE
NOBPE#EOEHAE KON

MporHoaKpyeTca
paznpanmeHBe KoMK

pH=2unku= 115

{NpH BBICOKDH
Sychep ol
COCOEHOCTA, 8CNM 3TO
CYLECTEEHHD )

DAY HIAE

HaWBLICLUWA OHADAEMEM
peIyNLTAT,
pACCMATREHBARTCA KaK
paTLeaaLLEE
{KoppoauiiHoe ).
HMeneraHue He
TpedyeTch

HAHBbICLUMA ST AEMEBLA
peIyNETAT,
pACCMATRHBARTCH KaK
pAIADAMAK LEE
MeneiTaKue He

TpebyeTcn

HaWBEICLUWA W03 EMEIR
peIynLTarT,
CACCMATRHBARTCA KaK HE
pasbenanwEs (He
EOPPOSHMAHOE) WM He
A3 ADEM AR LLLEE.
MpopeqeEHre MCNETIHWA
He TpebyeTtoa

PaccuaTpuBaeTca kak
paIeEaaIoWEas
{KoppoauniHoe ).

He Tpebyer npopegeHua
HCNBITAHMA

PaccMaTpyuBasToq Kas
pazgpadanies. He
TpebyeT NnpoRegeHHa
HOMBITAHKA

MpegnonaraeTca
palkegaowan
{KOpPOaHAHaA)
CRoCoBHOCTh.
MNoopemeHBe KCNLITAHWA
He TpebyeTtoa
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4. | MiconenopaTe JaHHBE CHCTERMHON
TOHCHHHOCTA MYyTEM HAHECEHAR HA KOMY
(MOmeT NPOBOOMTECA NEpel 2 1 3
CTYNEHAMHM])

HMHGhopMaLuR QmMCymcimg Ve unu Ha
AansemcA yoedumensiod

5. | NpopecTd o0oCHORAHHSE 1 NPHIHAHHOE
WCMBITAHHE Ha KOPPOIHI KOWH in vilro
MM NpexHes ex vivo

Bewecmas We abnadasm kopposuinaed
CROCOBMOEMER, WL TPUIHAMNEIE Ha
MexdyHapodnold ypoause Mamodel
UCTIEMAHUA (1 WD Wil NDeMHes Wka
1A KOPDOIUL KOMU SLue
CIRCMCITE i

G. | NpopecTd 0BOCHOBAHHOE M NPHIHAMHOE
HCMBITAHKE HA PAIADAMEHAE KOXM N
Vilro MNK NpesHes ex vivo

Beecmao we obnadasm
pasdpaxaoweld crocobHOCmBR LT
MPUAHAMMEIE HE MexOyHapodHoL
YOOEHE MEMadbl UCNBTISNLR N itk
LU Npesies Vivo Ha pasdpakenue
KOMU RO CITa o

7. | NpopecTd BHaYANE HCNBITAHKE N Vivo
Ha KPONUEAX, HCNoNeIYA GOHO
HHBOTHOE

CepeaIbos Nospaxdete
OMCYMCITE Ve

FOCT rocCT 324362013
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Bricokn TORCHYHOR

He pazwegamuan (He
KOPPOIMiHoe ) MnK He
pajpasanwes npu
MCTHBI TRHAH HE KpOnsKas
npw NpegensHon 4o3e @
2000 \rfer Maccsl Tena
M Bl L

JiperT payeeanna
(KOpPPOaMH)

FazgpawuTensHan
pEaKLHE

CUNLHOE NoBpeXIeHnE
KOsH

Mocneaydide
MCNEITAHKWA He TpebykToa

Paswegasilas
(KOppOaHAHaR])
CNOCOGHOCTE MK
pAILpEEEHNE HE
NpeanonarainTca.
Mocreny s me
MENBITARKA He TpehyTeA

MpeanonarasTcA
padbeqaKwan
(KOppOAMAHAR]
CNOCOGHOCTE iN Vivo,
Mocneoywse
MENBITARKA HE TpebyToR

MpeanonoHuTenEHo
paanpadkaiowan
CACCOGHOCTE N vivo.
MMocre oy e
MCNEITAHKMA He TpebykToa

FaccmaTpyEasTcA Kak
obnanawwes
HOPPO3MAHON
CROCOGHOCTRD.
Mocneny o me
MENBITAHKMA He TpebyoTea
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8. _I'Ipcuaacm NoOTEEOHJaMLLES Paseenawve (Koppoawa)  PaccMaTpyuBasTod Kak
MCNBITAMWE C WCNONEICBARKWE COHOTD MW pazapaseHde afnaganwes

MM OBy DOMNONHUTENEHEE BABOTHSIX paskeaaowen
{KOPPOIHAMONA | WA

CE 300N A LWER
cnocoBHaCTRIO.
Nocnegyiowme
HCMEITAHKMA He TpebyioTCA

OToyTCTENG PaccMaTpupasTos KaK He

paseenasna (koppoand)  ocbénagawwes

MMM pasapameHa palbeaaow e
{KOPPOIHAHDA | WA
paIgpaNarwen
CROCHBHOCTEIN.
Nocnegyiolgne
HENBITAHKWA He TpebyITCA
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Kmioueskie CNOBA.  XWMWYSCKAA NPOOYELUHS, BO30SACTBME Ha OPraHydan YenoBessa, MEeTod Wolb TAHKA,

KOPPOIUA, PAIIPaMaINLes DEACTENE HE KOWY

MNegriscase B navars 05 11.2014. dopuar G0x84",.
Yonomes, n. 1,86, Tupax 32 sxa, 3ak. 3993,

MoAroToBNeHs Ha OCHOBE ANEKTEOHHOA BEPCHN, NPEQOCTAENEHHOR paspaboTiwkom cTaHgapTa
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