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MNpepucnosue

Llenun, ocHOBHbIE NPVHLMMbI M 06LMe NpaBuia NPoBeAEHNSA paboT Mo MeXrocyapCTBEHHON cTaHAapTM3aLmumn
yctaHoBneHsl FTOCT 1.0 «MexrocygapcTBeHHas cuctema craHgaptunsauum. OCHOBHble nonoxeHusa» n FOCT 1.2
«MexrocyiapcTBeHHas cuctema ctaHgapTusaumn. CtaHAapTbl MEXTOCYAapCTBEHHbIE, NpaBuia U pekoMeHaaumm
No MEXrocyapCTBEHHO cTaHAapTu3auun. Mpasuna pa3paboTku, NPUHATUS, OGHOBNEHUS U OTMEHbI»

CBepeHusa o cTaHgapTe

1 NOATOTOBJ/IEH ®epepasbHbIM GHMKETHBIM YUpeXAeHUEeM 34paBooXpaHeHust «Poccuiickuii pe-
TVCTP NOTEHLMaNbHO OMAacHbIX XMMUYECKMX 1 61MOM0rNYecknx BelecTs» defepanbHoli cnyxobl Mo Haa3opy B
cchepe 3awnThbl NpaB noTpebuTenein n 6narononyuns yenoseka (PBY3 «Poccuiicknini permctp noTeHUnanbHO
onacHbIX XMMUYECKMX U Bruonornyeckux BelecTs» PocnoTpebHaasopa); PefepasnbHbIM rocyAapCTBEHHbIM
YHUTapHbIM NpeanpuaTneM «Bcepoccuiickuii HayvHo-nccneAoBaTebCkuii LeHTp cTaHAapTu3auuv, uHdop-
Mauum n ceptTudukaumm cbipbsi, matepmanoB n BewecTts» (Pryr «BHULCMB»); TeXHNYECKUM KOMUTETOM
no ctaHgapTusauny Ne 339 «be3onacHOCTb Cbipbsi, MaTrepuanos 1 BeLLecTB» Ha OCHOBe COBCTBEHHOrO nepe-
BOJa Ha PYCCKUIA A3bIK aHr10A3bIYHON BEPCUN [OKYMEHTA, YKa3aHHOro B MyHkTe 5

2 BHECEH ®depepasbHbiM areHTCTBOM M0 TEXHUYECKOMY PerysiMpoBaHuio U MeTPOosiornmn

3 MPUHAT MexrocyfapcTBeHHbIM COBETOM MO CTaHAapTM3auum, MeTponorum n ceptudmkauuu (npo-
ToKon oT 28 mapTa 2014 r. No 65-)

3a NpuHATME NPOrosI0CoBasIN:

KpaTKoe HanMeHOoBaHMe CTpaHbl Kosa cTpaHbl no MK CoxpameHHoe HanMmeHOoBaHWe HaunoHanbHOIC opraHa
no MK(MCO 3166)004-97 <NCO 3166) 004-97 no ctaHfapTHbIMU»
AsepbaiigxaH AZ AscTtaHgapT
ApmMeHuns AM MwuH3akKkoHOMUKN Pecny6nuku ApMeHus
Benapycb BY lFocctaHgapt Pecnybnukn Benapycb
KasaxcTtaH Kz locctaHpapT Pecny6nvkn KasaxctaH
Kuprususa KG KbipreisctaHgapt
Mongosa MD Monpgosa-CtaHgapt
Poccus RU PocctaHpapTt
TagKukmctaH TJ TagxukctaHgapt
TypkmeHus ™ Fnasroccnyx6a «TypKMeHcTaHfapTnapbi»
Y36ekuctaH uz Y3ctaHgapT
YkpaviHa UA MWH3KOHOMPa3BUTUA YKPanHbI

4 TMpukasom ®efepasbHOro areHTCTBa No TeXHUYECKOMY PEerynvpoBaHuio U MeTPOsIorun OT 22 CeHTS-
6pst 2014 r. No 1163-cT mexrocyaapcTBeHHblii ctaHaapT TOCT 32642—2014 BBefeH B AeliCTBUE B Ka4eCcTBe
HaLmoHanbHOro ctaHgapta Poccuiickoin degepaumm ¢ 1 nioHa 2015 r.

5 HacTtoswuii ctaHAapT MAEHTUYEH MexayHapoaHoMmy aokymeHTy OECD Test No 410:1981 «KoxHas
TOKCUYHOCTb NOBTOPHOI A03bl: 21/28-aAHeBHOE uccnegosaHme» («Repeated Dose Dermal Toxicity: 21/28-day
Study», IDT).

HavmeHoBaHVe HacTosLWero craHgapTa U3MeHEeHO OTHOCUTE/IbHO HAaUMEHOBAaHUS YKa3aHHOTo Mexay-
HapoAHOro ctaHgapTa Ana npusegeHus B cootsetcTene ¢ FOCT 1.5 (nogpasgen 3.6)

6 BBEJEH BINEPBbIE

7 NMEPEN3OAHUE. CeHTA6pb 2019 T.
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WNHbopmaLuus o BBefeHUN B AeicTBME (NpekpalleHun AeiicTBMA) HaCcTosAWero ctaHgapra u usme-
HEHWUI K HEMY Ha TEPPUTOPUMN yKa3aHHbIX Bbille rocyaapcTB Ny6aMKyeTCs B ykasaTensixX HauuoHasIbHbIX
CTaHAapToB, U3gaBaeMbiX B 3TUX rOCyAapcTBax, a Takke B CeTu VIHTepHeT Ha cailTax COOTBETCTBYIO-
LLMX HaLMOHa/IbHbIX OPraHoB NO cTaHgapTu3auuu.

B cnyyae nepecmoTpa, U3MEHEHMSA WAN OTMEHbl HacToslW ero cTaHjapTa COOTBETCTBylOL as
nHdopmauua 6yaet onybnmkosaHa Ha opULMaIBHOM NHTEpPHeT-caliTe MexrocyfapCTBEHHOro coseTa
no ctaHgapTusaynun, MeTponornuu n ceptTudukaLmm B katanore «MexrocyfapcTBeHHble CTaHgapTbl»

© CtaHgapTuHdopm. opopmneHne. 2015, 2019

B Poccuiickoii ®efepaluuy HaCTOAWMIA CTaHAAPT HE MOXET 6bITh MOMHOCTLIO UK
YacTMYHO BOCMPOU3BEEH, TUPaXXMPOBaH 1 pacnpocTpaHeH B KayecTBe ouLmanbHOro
u3gaHna 6e3 paspelleHuss defepasibHOr0 areHTCTBa Mo TEXHUYECKOMY peryinpoBaHuto
1 MEeTpooriun
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CopgepxaHue
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BeBepeHune

MpU OLLeHKe TOKCMYHBIX CBOCTB XMMUYECKOTro BELLECTBA OnpeaesneHne Cy6XPOHNYECKOW KOXHOMW TOK-
CUYHOCTY MOXET 6bITb NPOBEAEHO Noc/e MosyYeHUs UCXO4HOV NHGIOPMALMM O TOKCUYHOCTM B XO4E UCMbITa-
HUS OCTPOIA TOKCMYHOCTW. ViccnefioBaHue OCTPOI TOKCMUHOCTU NpefocTaBaseT UH(POPMaLUI0 O BO3MOXHbIX
0NacHOCTSIX A5 3[0POBbS, KOTOPblE MOTYT BO3HUKHYThL B pe3ynibTaTe NOBTOPHOI 3KCMO3WLMM Ha KOXY B Teue-
HUE OrpaHN4YeHHOro Neprmoaa BPEMeHMU.

MpUHLUMNGLI NpoBefeHUs 21-AHeBHOTO WX 28-AHEBHOro AepMasibHOro UcCneAoBaHUst NOBTOPHON A03bl
[OCTaTOUYHO CXOXMW, YTO NO3BOJISIET B O4HOM CTaHAApTE PacCMOTPEThb UCMbITAHUS U C TOW. 1 C ApYroii npogon-
XUTENbHOCTbI0. OCHOBHOE OT/IMUME 3aK/TI0UaeTCsl BO BPEMEHU, B TeHeHMe KOTOPOro MpOMCXOAMT 403VpoBa-
Hue.
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M E XX I OCVY A4 APU CTUBEHH bl 7 CTAHAOAPT

METO/b! NCMbITAHUA MO BO3AENCTBUIO XUMWUUYECKOW NMPOAYKLNN
HA OPTAHW3M YE/TOBEKA

OnpegeneHne TOKCUYHOCTM NPU NOBTOPHOM/MHOTOKPATHOM HAKOXHOM NOCTYN/eHUN.
28/21-pHOBHbIN TecT

Guidelines for the testing of chemicals.
Repeated dose dermal toxicity: 21/28-day study

fata BBefeHns — 2015—06—01

1 O6nactb NpUuMeHeHuns

HacToswwin metof nccnefoBaHns npefHasHayeH Ai1a n3yvyeHns cy6XpoHNYECKOW KOXXHON TOKCUMUYHOCTK
XMMUYECKMX BELLECTB B LiesiX NOMyYeHnss nHhopmaLm o BO3AECTBUM Ha OpraHu3M YenoBeka B pesynibTaTe
NOBTOPHOIO HAHECEHNWS Ha KOXY B TeueHue 21/28 aHeil.

2 TepMuHbI 1 onpegeneHns

B HacTosAwem cTaHfapTe NPUMeHeHbl CreaytoLie TEPMUHbI C COOTBETCTBYIOLWMUMY OnpeaeneHnaMu:

2.1 po3a (dose): KonnuecTBo nccnenyemMoro BeLecTBa, HaHECEHHOro Ha Koxy. [lo3a BblpaxaeTcs kak
macca (I. Mr) uam kak macca uccnefyemMmoro BellecTBa Ha eUHULY Macchl Tefia 3KCNePUMEHTaNbHOTO XNBOT-
Horo (Hanpumep, Mr/kr).

2.2 KymynaTMBHaA TOKCMYHOCTb (cumulative toxicity): BpegHble adhhekTbl NOBTOPHbIX A03. BO3HMKA-
owue B pesynbtare AUTENbHOrO BO34ECTBUS UM NOBbILEHHOW KOHLEHTpaL M BBeAEHHOr0 BellecTBa unm
ero MetabonnNTOB Ha YyBCTBUTE/IbHbIE TKaHW.

2.3 NOAEL (no-effect level/no-toxic-effect level/no-adverse-effect level): YpoBeHb oTcyTCcTBUA Habnoga-
€eMOoro BpeHOro Bo3feiiCTBMS Nocne BBeAEeHWS BeLecTBa: ABNSAETCS MakCMMabHOW 4030, He Bbi3blBaloLLei
06HapyXvBaemMoro BpefHoro Bo3AelicTBnA Ha 340POBbeE.

3 MpuHUMN TecTnpoBaHuA

Mccnegyemoe BeWECTBO HAHOCAT @XEAHEBHO Ha KOXY HECKOJIbKMM rpynnam 3KCrepuMeHTasIbHbIX XU-
BOTHbIX. OfHY A03Y Ha rpynny B TedeHne 21/28 aHei.
06 nccnegyemMoM BelLleCTBE HEOOXOAVMbI Criefylolne CBeeHNs:
arperatHoe CoCTosiHMe: TBepAoe Win XnUaKoe:
XnUMuyeckasa naeHTudmkauma ncecnesyemoro BewecTsa,;
- yucToTa (npumecu) uccnesyemMoro BelecTsa;
XapaKkTepucTrkn pacTtBoOpMMOCTH;
pH (npn HeobxoanMoCTH);
CTabunbHOCTL, BKIOYAsA CTabUILHOCTL B pacTBOpUTEsie Npu NpUMeHeHuu,
TOYKa MaB/eHNSA/TOUKA KUMEeHUS.
B TeueHne neproga HaHeCeHNs BeLLecTBa XUBOTHbIX eXeAHEBHO 06CneayloT A8 BbISABEHUS NpU3Ha-
KOB MHTOKCUKaLMKn. XXUBOTHLIX, KOTOpble MornbatoT B XOAe UCMbITaHWUA, NofsepratT ayTONCUK, BbIXUBLUUX
XMBOTHbIX NMOC/e 3aBePLUEHNSA UCTIbITAHUA YMEPLLBIAIOT U NOABEPraloT ayToncuu.

N3paHue odbuymanbHoe
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4 OnucaHue meToda

4.1 MoprotoBKa

3[0pOBbIX MOJIOALIX MOSIOBO3PESIbIX XMBOTHbLIX aKKIMMATU3NPYIOT K N1abopaTopHbIM YCNOBUSIM MO
KpaiiHeli mepe B Te4yeHue NATW AHei [0 ucnbiTanus. MNepep ncnbiTaHNeM XUBOTHBIX pacnpeaensioT Ha aKc-
neprvMeHTasIbHYH U KOHTPOJ/IbHYO TPynnbl B NPOM3BOMILHOM Nopsifke. BonocsHoli NOKpoB CNUHHOI 06nactn
TYNOBULLA 3KCMEPUMEHTa/bHbIX XMBOTHbIX AO/MKEH GbiTh yaaneH. LlepcTka MOXET 6bITb BbIGPUTA, HO Bpu-
Tbe CriefyeT OCyWecTBUTb NPUGIN3NTENbHO 3a 24 4 A0 Havyasa ucnbiTaHus. MprubansnTensHO Yepes Heaento
TpebyeTca NOBTOpHAsi CTPUXKA WM 6pUTbe. Mpu CTPUXKE UAN BPUTbE BOSIOCAHOINO NOKpPOBa HEO6XOAMMO
co6M0AaTb OCTOPOXHOCTb, YUTOGLI HE MOBPEAUTb KOXY, YTO MOXET NOBAMUATb Ha ee NPOHWLAEMOCTb, ecnu
TOMIbKO 3TO He NPeAyCMOTPEHO METOAUKON ucnbiTaHus. [Ina NnpuMeHeHns ucciegyemoro BellecTsa A0/MKHO
6bITb OuMLLEHO He MeHee 10 % nnow,afM NOBEPXHOCTU Tena. Pellasn, kakas naowagb AO/HKHA ObITb OUK-
LeHa M KakoBbl AO/MKHbI BbITb pasMepbl yyacTka /11 HAHEeCEeHWs BeLWecTBa, credyeT yuuTbiBaTb Maccy
XVBOTHOrO. Mpy TECTUPOBAHWM TBEPLbIX BELLECTB, KOTOPbIE MOXHO pacTepeTb B NOPOLLOK, UCClieAyeMoe Be-
LLLeCTBO O/HKHO 6bITb AOCTATOUYHO YBMAXHEHO BOAON UM NOAXOAALMM pacTBoputenem Ansi o6ecneyeHns
XOPOLIEro KoHTakTa ¢ Koxei. [py NpMMeHeHUn pacTBOpUTeNs cnefyeT yunTbiBaTb BAUSIHUE pacTBOPUTENSA
Ha NMPOHMLAEMOCTb B KOXYy MCCNeAyemMoro BelwecTBa. XXuakue nccnepyemble BewecTBa, Kak npaBuio, He
pa36aBsnisioT.

4.2 )KNBOTHbIE

4.2.1 Bbi60Op BUAOB XUBOTHbIX

MoryT 6bITb MPUMEHEHbI: MOMI0BO3peNnas Kpbica, KPOAVK UM MOPCKast CBUHKA. MoryT 6bITb MPUMEHEHbI
Apyrve BuAbl, HO X NpUMEHeHne TpebyeT 060CHOBaHMS.

[lns npoBegeHVsa ucnbiTaHns cnefyeT BbibpaTb XXUBOTHbLIX C Maccoli Tena:

- 200—300 r — KpblCbl;

- 2,0—3.0 Kr — KpOnuku:

- 350—450 r— MOpCKMe CBUHKMW.

Ecnu cy6XxpoHunyeckoe nccnefoBaHne KOXXHOW TOKCMYHOCTU NPOBOASAT nepes AONTOCPOYHbIM UCCneno-
BaHWeM. criefyeT NPUMEHSTb XMBOTHbLIX O4HON NOpPOAbl Y OAHOIO U TOTO Xe MPONCXOXAEHNS.

4.2.2 Yncno n non

Mpu “cnbiTaHNW KaxAon o3kl cnedyeT WCNonNb3oBaTh NO kpaiHel Mepe 10 XMBOTHbLIX (MO NATb XU-
BOTHbIX KaXA0ro rnosa) co 30poBoi koxeli. CaMKun AO/MKHbI ObiTb HEPOXAaBLUMMU U HebepeMeHHbIMW. Ecnn
npegnonaraeTcs NPOMEXYTOYHOE YMepLLBIEHMNE XMUBOTHBIX, UX YNCAO AO/MKHO ObiTb YBENNYEHO HA 4YMCNO
XWBOTHbIX, KOTOPOE NAaHnpyeTcsl yMepTBUTbL A0 3aBepLUeHuns uccrnefosaHns. Kpome Toro, BCnoMoraresbHy
rpynny u3 10 XUBOTHbIX (MO NSATb XMBOTHbIX K&XA0ro Nona) MoXHoO o6pabaTbiBaTb 4,030l BbICOKOTO YPOBHS B
TeueHue 21/28 gHei c nocneayoWmNm HablAeHMeM 3a 06PaTUMOCTbIO U CTOMKOCTbIO M3MEHEHWNIA NOSIBAEHUS
OTAa/IeHHbIX TOKCMYeckux achchekToB B TeueHne 14 aHell nocne 3aBepLleHnss HAaHECEHNSA BELLecTBa.

4.2.3 YcnoBua cogepxxaHua u KopmieHus

XKUBOTHBIX CiefyeT cofepxaTb B OTAENbHbIX KneTkax. Temnepatypa B KOMHaTe € NOAOMbITHbIMU XUBOT-
HbIMW J0/KHA BbITb (22 + 3) °C ans rpbidyHoB namn (20 + 3) °C AN15 KPOUKOB C OTHOCUTE/IbHO BNAXHOCTbIO
oT 30 % g0 70 %. MNpy UCKYCCTBEHHOM OCBELLieHUN fomMKHA GbITb NOC/1efoBaTe/IbHOCTb: 124 —cBeTun 124 —
TemHoTa. MNpn KOpMIEHUN MOFYT GbiTb MPUMEHEHbI CTaHAAPTHbIe NabopaTopHble ANeTbl C HEOrPaHUYEHHbIM
KONMYeCcTBOM NUTLEBON BOAbI.

4.3 Ycnosua UcnbitaHns

4.3.1 YpoBHU 03

CnepyeT NpUMEHsITb HE MeHee Tpex YpOBHel [,03. KOHTPO/IbHYI0 Fpynny v Npu HEOOGXOAUMOCTU KOH-
TPO/bHYIO TPynny C HaHeceHneM pactBopuTens. C XVWBOTHbIMW KOHTPO/IbHONM rpynnbl cnefyeT obpaiiarbes
Tak Xe. Kak 1 C XXMBOTHbIMW 3KCMEePUMEHTANIbLHON TPynnbl, HO He obpabaTbiBaTb NCCNefyeMbiM BELLECTBOM.
CaMmblil BbICOKMI YpOBEHb A03bl A0/HKEH NPUBOANTL K TOKCMYECKUM 3ddhekTaM, HO He Bbi3biBaTb CMEPTE/b-
HbIX UCXOA0B, KOTOPbIE MOTYT NPenATCTBOBaTb 060CHOBaHHOI oueHKe. CaMblli HU3KUA YyPOBEHb [03bl HE 40/1-
XEH BbI3blBaTb HUKaKMX MPU3HAKOB MHTOKCMKauuu. Tam. rge ecTb npuemnemas oueHka BO34eNCTBUSA Ha ye-
NoBeka. caMblii HU3KWI YpOBEHb AO/KEH MpeBbllaTth ee. B ngeane cpegHuii ypoBeHb(HM) A03bl AOKEH(HbI)
BbI3blBaTb MUHUMa/IbHbIE BUANMbIE TOKCMYeckne adpdpekTbl. Ecnm npumeHsaoT 60nee ofHON NPOMEXYTOYHO
[03bl, YPOBHU A,03bl fO/MKHbI ObITb pacnpegeneHbl Tak. 4UTo6bl MOXHO 6bI/1I0 NPOBECTU rpajaLio TOKCUYECKNX

2
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3thbhekToB. B Manbix, MPOMEXYTOUHbIX U KOHTPO/bHBIX FPynnax YMcno cMepTesibHbIX UCXOA0B LO0/KHO ObiTh
HU3KMM, 4TO6bI 06ecneynTb 3HaUYNMYI0 OLLeHKY pe3ysibTaTtos.

Ecnv npu HaHeceHnn rccnefyemMoe BeleCcTBO Bbi3blBAET CU/IbHOE pasfpakeHne KOXW, ero KOHLEeHTpa-
LS MOXET OblTb YMEHbLLEeHa, XOTS 3TO MOXET MPUBECTU K CHUXEHWUIO WU OTCYTCTBUIO APYTrUX TOKCUYECKMX
3(pheKToB Npu A03€e BLICOKOro YpoBHA. OfHAKO Npu CUILHOM MOBPEXAEeHUM KOXUN B Havasne uccnefosaHus
MOXeT BO3HWKHYTb HEOO6XOAMMOCTb NPeKpaTuTb UCMbITaHWe W NPOBEeCTW HOBOE WccnefoBaHve npu 6onee
HU3KUX KOHLEHTpaLusXx.

4.3.2 NcnbiTaHre NpeaenbHON [03bl

Ecnu ncneiTaHne npu ofHOM ypOBHe A03bl, paBHOM He MeHee 1000 mr/kr macchl Tena (Ho oxugaemoe
BO3[eiiCTBME Ha YesoBeKa MOXEeT yka3blBaTb HA HEOOXOAMMOCTb 03kl 60/1ee BbICOKOrO YPOBHSA), NPUMEHAS
npoueaypbl 419 HACTOSLLEro UCCEeN0BaHNSA, Bbl3blBAET HEBUAUMbIE TOKCUMYECKNE 3DEKTbI U eCIv TOKCKY-
HOCTb IBNSIETCA Ma/loBEPOATHOW HA OCHOBAHWUMW JaHHbIX, NO/TyYEHHbIX A1 COeANHEHWNIA, 6IM3KNX NO CTPYKTY-
pe, TO NOMHOE MccefoBaHNe C NPUMEHEHNEM TPeX YPOBHeEl [03 He TpebyeTcs.

4.3.3 HabnwgeHus

Mo KpaviHel mepe ofWH pa3 B fleHb A0/KeH 6bITb NPOBefeH TWwaTebHbIl KTMHWYeCKuit ocmoTp. flonon-
HUTeNbHble HabMAeHUs cnegyeT NPOBOAUTL eXeAHEBHO, NPUHUMAs HEOBXOAMMbIE Mepbl AN MAUHUMU3ALNN
noTepu XMBOTHbIX NPV UCCMeA0BaHNW, HANPUMep ayToMNCuo UK OXNaXAEeHNe XUBOTHbIX, HaLeHHbIX MepT-
BbIMU. 1 U30MIALMIO UM YMEPLLBAEHVE CnabblX AN yMUPAIOLLMX XUBOTHbIX.

4.4 OCHOBHOE ucnbiTaHne

XMBOTHbIX 06pabaThIBAOT UCCNEAYEMbIM BELLECTBOM HE MEHEee LUEeCTU YacoB B ieHb B TeYeHne cemu
[Hell B Hefiento Ha NpoTshxeHun 21/28 aHeil. OfHAKO, UCXOASA NPEXAE BCEro U3 NPaKTUUYECKUX CO0BPaXKeHW,
cunTaeTca NnpuemsieMbIM HaHeCeHWe BelecTBa NATb AHei B Hefento. XXMBOTHbLIX BCMOMOraTe /ibHOi rpynmbl,
npefycMOTPeHHOI ANa nocnenyowmnx HabnoaeHnii, BbiAepXMBatoT B TedeHe 14 aHeli nocne akcneprMmeHTa,
YTOG6bI BbISIBUTL CNOCOGHOCTL K BOCCTAHOB/IEHMIO /N CTOMKOCTb TOKCUYECKUX 3DDEKTOB.

Wccnepgyemoe BeLecTBO crieflyeT HAHOCUMTbL PaBHOMEPHO Ha y4acToK, COCTaBnsAwwWwumii npumepHo 10 %
obLei naowaay NoBepxHOCTU Tena. Mpu NPUMEHEHUN BbICOKOTOKCUYHbLIX BELLECTB MOBEPXHOCTb yyacTka
LN HaHeceHusi BellecTBa MOXET OblTb MeHbLUe, HO 6o/blias YacTb €ro A0/KHA GblTb MOKPbITA TOHKOW 1
paBHOMEPHOV MIEHKOM UCTbITYEMOr0 BELLECTBA, HACKOJIbKO 3TO BO3MOXHO.

Mexzy HaHeceHUsAMY nccneLyemMoro BelecTBa OHO A0/HKHO KOHTaKTMPOBaTh C KOXel nocpeAcTBOM Mo-
puCTOi MapneBoii NOBSA3KM U He Bbi3blBAIOLLEN pa3apakeHUst NeHTO. YUYacTok Tena, Yepes KoTopblii Bo3aeit-
CTBYeT uccnefyemMoe BELLeCcTBO, AO/MKEH ObITb NOKPLIT CNOCO6G0M, NO3BOMAIOWMUM YAepXMBaTb UCMbITYEMOE
BELLECTBO, HA KOTOpPOe CBEpXy HanoXeHa MapneBas NOBsi3ka, M He NO3BOMSIOWMUM XUBOTHLIM MPOrNOTUTL
UCnbITyeMoe BelecTBO. MOXHO NPUMEHSTb OrPaHNYUTENN ABUXEHNS, YTOGbI XXMBOTHOE HE MOTI0 CIU3HYTH
BELLLEeCTBO, HO MOJIHAA MMMOGUAN3ALNA He PEKOMEHAYeTCS.

Ecnn HabnopalTcs NpU3Hakm TOKCUYHOCTU, OHU AOMKHbI GbiTb 3aperncTpupoBaHbl: BpeMsi Hada-
na. cTeneHb U NPOAO/IXUTENbHOCTb. HabMAEHUS 3a XUBOTHBIMU AOMKHbLI BKIKOYATb B Ce6S: UBMEHEHUS
KOXW M BONOCAHOTO NMOKPOBA, [Na3 v CAN3UCTbIX 060/104EK, a Takke OpraHoBAbIXaHUs, KpOBOOGpaLLeHUS,
BereTaTuBHOl U LLeHTPasIbHOW HEPBHOI CUCTEMbI, COMATOMOTOPHOW AeATENbHOCTU N MOAENN NOBEAEHUS,
HO He OrpaHMyMBaTLCA TOJIbKO 3TUM. VI3MepeHue noTpeb6ieHns NULLM 1 B3BELWMBAHUWE XUBOTHBIX creayeT
NpoBOANTb eXeHefenbHO. PerynsapHoe HabofeHne 3a XNBOTHBIMU HEO6X0AMMO, YTOBbI rapaHTUpPoBaTh,
4YTO XMBOTHOE He BbIOLINO W3 MCCNeAoBaHWA MO NPUYMHE KaHHWGanu3ma, ayTonmsa TKaHeil wnum guc-
Tonuu. Mpu 3aBEepLIEHUN UCCNELOBAHUA BCEX BbDKMBLUMX XUBOTHbIX HEBCMOMOraTeslbHbIX 3KCNEPUMEH-
TabHbIX TPYyNn yMepLwBAsoT. MNpu 0GHapPYXEHUN YMUPAKLWUX XUBOTHBIX OHWU LOJDKHbI GbITh yAaneHsbl v
yMepLLBEHbI.

4.5 KnuHnyeckne HabnwgeHns

Bce cnepywlime nccnefoBaHusi A0/MKHbl 6biTh BbINO/HEHbI C NPUMEHEHMEM BCeX 3a/leiiCTBOBaHHbIX
XXUBOTHBIX:

- remartosiorvs, BK/oYas reMaToKpuT, KOHUEHTpauuilo remornobuHa, 4Yncio spuTpouuTos, obliee u
AndbpepeHLmanbHoe YNCIO NEeKoUUTOB, a Takke 3HAuYeHUsi MoTeHLMana CBepTbiBaHus, TakuX Kak Bpemsi
CBepTbIBaHMS KPOBW, NPOTPOMBGMHOBOE BpeEMS, TPOM60OMNIACTVHOBOE BPEMS WM YMC/IO TPOMGOLMTOB, A0/IX-
Ha 6bITb MPOBEAEHA NPYW 3aBEPLUEHUN UCCeA0BaHNSA:

- K/IMHUYecKoe onpefienieHne GMOXUMUN KPOBM NPOBOAAT NPY 3aBepLUeHn UCCeqoBaHuns. JoCTaTo HbI
napamMmeTpbl KPOBU, XapakTepusytolme yHKLMNM NeYeHn 1 nodek. Bbibop cneyuasbHbIX UccrefoBaHuii 3aBucuT

3
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OT MexaHu3Ma feicTBus BellecTBa. peanonaraeMble UCCNEAOBaHUS — M3MepeHus Kanbuus, docdopa,
X/10pa, HaTpusi, KasiMsi, YPOBHSA NHOKO3bl HATOWAK (C NeproAamMmn ronofaHus Ans COOTBETCTBYIOLLMX BULOB);

- onpegeneHve rnyTammHOBOM MUPOBUHOTPAAHON TpaHCaMWHa3bl CbIBOPOTKUIY, ryTaMUHOBON LiaBe-
NIEBOYKCYCHOI TpaHcamuHasbl CbIBOPOTKMZL, OpPHUTMHAEKApOGOKCWUIasbl. raMMma-rnyTaMunTpaHcaenTuaassi,
asoTa MOuYeBMHbI, 6esKa, KpeaTuHMHA KPOoBM, 06LLEro 6unnpyornHa u obliero 6enka cbiBOPOTKM. Jpyrue wc-
cnefoBaHunsi, KOTOpble MOryT noTpeboBaTbcsa A5 aAeKBATHOW TOKCUKOIOTMYECKOW OLLEHKM, BKIOYAKOT B CE6S
aHanu3 NMnuAoB, rOPMOHOB, KUC/IOTHO-LLEI0YHOro 6anaHca, MeTreMorno6uHa. akTUBHOCTU XONIMHIACTepasbl.
LononHUTENbHbIA KNMHUYECKU A BUOXUMUYECKUI aHan3 MOXeT GbiTb MPOBeAeH Npu Heo6XoAMMOCTU ANA
paclinpeHns uccnefoBaHus HabnAaeMbIX 3PMEKTOB;

- ec/n ecTb Nnoka3aHne, 0OCHOBaHHOE Ha 0XMAAaeMoi unn Habnaaemoli TOKCUYHOCTK, AenakT aHanuns
MUY,

Ecnmn ncxofHbiX AaHHbIX HEA0CTATOUYHO, TO Nepej HauasioM A03UpoBaHuA cnefyeT yaensiTb BHUMaHve
onpeAesieHNo reMaTosIorMYecknx 1 KNMHNYECKMX BUOXUMUYECKUX NoKa3aTenei.

5 Matonorunsa

5.1 Makpockonuyeckas aytoncus

Bce XUBOTHbIE B UCCNEA0BaHNN JO/MKHbI GbITb NOABEPrHYTHI NOMHOW MaKpOCKONMYeCKoi ayToncum, Ko-
Topas BK/IOYaeT B ce651 OCMOTP BHELLUHEN NOBEPXHOCTU Tena, BCcex 0TBEepPCTUiA, Yepena, rpyaHO 1 GPIOLLHOIA
nosiocTeil N Ux CoOAePXMMOro. rNeyeHb, NOYKM, HAAMOUYEUHUKN U SUYKU [OMKHbI GbiTh B3BELUEHbI BIAXKHBIMU,
cpasy nocsie BCKpbITWS, YTOObI U36exaTb BbiCbIxaHus. CrefyloLne opraHbl U TKaHW JOKHbI GbiTb COXPaHeHbI
B noaxofsieii cpese ANa AanbHeliwero npoBefeHNs BO3MOXHOW rMCTONaToNorMyeckoin akcnepTusbl: Hop-
ManbHasi 1 06paboTaHHas Koxa, NeyeHb, NOYKW 1 OpraHbi-MULLEHW, TO €CTb T OpraHbl, KOTOpble NokKasbiBaloT
MakpoCKonuyeckne NoOBPeXAEHNS UM U3MEHEHUS B pasmepax.

5.2 'mctonartonorus

rMcTonorMyeckoe UccnefoBaHme JO/MKHO GbiTb BbIMOHEHO HA COXPAHMBLUKMXCS OpraHax M TKaHaX Xu-
BOTHbIX PYMMbl C BbICOKAM YPOBHEM [03bl W KOHTPOJSIbHOI TPpynmbl. ITU UCCNEeA0BaHNS MOTYT GbITb pacnpo-
CTpaHEHbI Ha XWBOTHbIX FPYNN C APYTMK A0O3aMK NPWU HEO6XOAMMOCTH, UTOGbI CCNE0BaTb U3MEHEHNUS], Ha-
6/04aeMble B rpynnax ¢ BbICOKUM YPOBHEM [03bl.

YKMBOTHBIX BCOMOraTesnbHOl rpynnbl cnegyeT o6cnefoBath MMCToNOrMueck, oco6o obpatiasi BHUMa-
HMe Ha Te opraHbl U TKaHU, B KOTOPbIX BbisiBEeHbl 3PEKTb BO3AENCTBUS BelecTBa B ApYrux aKCnepumMeH-
TasbHbIX Frpynnax.

6 [laHHble n oTyeTt

6.1 O6paboTka pe3ynbTaToB

[aHHble MOryT 6bITb NpeAcTaB/eHbl B TaGNMYHON (DOPME C yKasaHWeM AN KaXAoW 3KCnepuMeHTaslb-
HOW TPYNMbl YMCNA XUBOTHBIX HA HAYaNO WUCMbITAHUS; YMC/A XUBOTHBIX, UMEIOLLMX NOPKEHUS; TUN MopaXxe-
HWIA 1 NPOLEHT XUBOTHBIX C KaXKAbIM BUAOM MOPaXKeHUs.

Bce Habnogaemble pesynbTathl, KOJIMYECTBEHHBIE U CllyYaliHble, [O0/MKHbI 6blTh OLlEeHEHbI COOTBETCTBY-
IOLWUM CTaTUCTUYECKMM MEeToAOM. MoXeT 6biTb MPUMEHEH /60 06LWEeNPUHATBLIA CTAaTUCTUYECKUA MeTop,.
CTaTucTmyeckme Metodbl fO/MKHbI 6biTh BbiGpaHbl B X04e NiaHMpOoBaHUS UCCNEeA0BaHNS.

6.2 OueHKa pe3ynbLTaTos

Pe3ynbTaTthl UCC/Iel0BaHNS KOXHON TOKCUYHOCTY NOC/e BO3AEeACTBUS NOBTOPHOM A03bl CieayeT paccma-
TpUBaTb C TOUKM 3pEHUsI HABI04AaeMbIX TOKCUYECKMX 3IdIEKTOB, ayTOMNCUK W TMCTONATOMOMMUYECKUX AaHHbIX.
OugeHka BK/louaeT B ce6s OTHOLLEHME MexX/y 030/ uccieayemMoro BelecTsa U HaIMuueM UIu OTCYTCTBUEM,
UacToTOl U TAXECTbIO HApPYLWEHWA, B TOM YMCe NOBEAEHUECKUX W KIMHUUECKUX HapYLUEeHU, MakpoCcKonu-
YECKMX NOPAKEHUA, UAEHTU(MNLMPOBAHHBLIX OPraHOB-MULIEHEN, U3MEHEHUSAIMW MacChl TeNa, BAUSHUSMU Ha
CMEpPTHOCTb 1 NI06LIMU APYTMMU O6LWMUMIU UK CNeLndUYeckUMy TOKCMYeckuMIn adpdpektamu. Hagnexatimm

11 B HacToslLee BPEMSi U3BECTHA KakK alaHiH aMUHOTpaHcepasa CbiIBOPOTKU.
2>B HacTosiliee BPeMsi U3BECTHA Kak acnapTar aMMHOTpaHcepasa CbIBOPOTKU.
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obpasom nposefeHHoe 21/28-gHeBHOe uccnefoBaHue npefocTasBnseT MHoOpMauMio 0 NocneacTsmax no-
BTOPHOIO NonajaHus Ha KoXy BellecTBa U MOXeT nokasaTb He06XOAMMOCTb AafibHelLero Nnpogo/mKMTe b-
HOro vccnefoBaHus. iccnefoBaHne Takke MOXeT NpefocTaBnAaTb MHopMauuio o BbiGope 03 Ans 6onee
NPOLO/MKUTENbHBIX UCCef0BaHNIA.

6.3 OTyeT 06 ucnbiTaHun

OTyeT 06 UCNbITaHUV AO/MKEH COAEPXKaTb CeAyoLLYy0 MH(opMaLuio:
- 1cnosb3yemble BUAbI/NHWN,
- AaHHble 0 TOKCUYECKOl peakuuy B 3aBUCMMOCTM OT Nona 1 Ao3bl;
BPEMS CMEPTW B XOA4e UCCNef0BaHNS UW YNCIO XMNBOTHbBIX, AOXMBLLUMX 0 OKOHYAHWSA SKCNEpPUMeHTa,
- TOKCuYeckme nnu apyrue apdekTbl:
BpeMs HabNoeHUs 3a Kak4biM NPU3HAKOM HapyLUeHWs ¥ ero nocnegyloliee passuTue;
- faHHble 0 NUTaHnM 1N Macce Tena,;
- BbINO/IHEHHbIE FEMATONOrMYEeCcKNe UCNbITAHNSA U pPe3ynbTaTbl B CPABHEHWUN C UCXO4HbIMU AaHHbIMU,
BbIMO/IHEHHbIE KIVHUYECKME BUOXMMUYECKMEe UCMbITAHNA W pesynbTaTbl B CPABHEHUW C UCXOAHBLIMU
JaHHbIMK,
- [aHHble ayToncuu;
- noApo6HOoe onucaHvue BCeX FMCTONOrMYECKNX JaHHbIX;
- cTaTUCTUYECKylo 06paboTKy pesynbTaToB Npu Heo6Xo4MMOCTW.

6.4 NHTepnpeTtauus pesynbTaTtos

WccnepoBaHue KOXHOW TOKCMYHOCTY MOBTOPHOI [03bl NpefocTaBfsieT MHDOPMaLMio O NocneaCcTBUsIX
MOBTOPHOTO MonafaHnsi Ha KoXy TOro WU MHOTO BeLecTBa. JKCTPanosisiuvs pes3ynbTaToB UCCMef0BaHUs Ha
yesioBeka AeliCTBYeT B OrpaHUUYEHHOI CTEMEHMW, HO OHa MOXET AaTb NOJIE3HY0 UH(OPMALMIO O CTEMEHU KOX-
Holi pe3op6umn BellecTBa.
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