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MpeancnoBue

Lienn, OCHOBHbIE MNPWUHUMMNBLI U OCHOBHOW MNOPSAAOK MPOBEAEHUs paboT Mo MEeXrocyaapCTBEHHOW
craHgaptusauyum ycraHoenewol B [OCT 1.0-92 «MexrocyfapcTBeHHaA cucreMa CTaHaapTu3auuu.
OcHoBHble nonoxeHus» U FTOCT 1.2-2009 «MexxrocyaapcTtseHHas cuctema craHaaprusauuu. CtaHaapThbl
MEXroCyAapCTBEHHbIE, MpaBuna, pekoMeHJauuu no MEXrocyaapCTBeHHOW craHaaptu3auun. lMpasuna
pa3paboTku, NPUHATKUA, OBHOBNEHUA U OTMEHbI»

CBeneHuA o ctaHgapTe

1 MOAINOTOBJIIEH depepanbHbiM GIOMKETHLIM yyYpexaeHneM 3apaBooxpaHeHus «Poccuitckuin
perucTp mnoTeHuManbLHO OnacHbIX XUMUYECKMX U Buonormyeckux BellectB» PeaepanbHon cnyxObl no
Haz3opy B cdepe 3awmThl npae notpebuteneit u Gnarononyunsa Yenoseka (PEY3 «Poccuiickuin peructp
NOTEHUMANbLHO ONAacHbIX XMMUYecKMx U BGuonornveckux BewlectBy PocnoTtpebHapsopa); denepanbHbiM
roCyAapCTBEHHbIM YHUTaPHbIM NpeanpuUATUEM «BCepoCCUNCKUiIi  HayyHO-UCCNeAO0BaTENbCKUM  LUEHTP
cTaHgapTusauumn, uHdopMauum u ceptudukaummn colpbsa, Matepuanos u sewects» (Pryr «BHULCMB»);
TexHu4ecKkum KoMuTeToM no ctanHgaptusaumm Ne 339 «be3onacHOCTb Cbipbs, MaTEPUAOB M BELLIECTBY

2 BHECEH $eaepanbHbIM areHTCTBOM M0 TEXHUYECKOMY PEryfiMpoBaHMIO 1 METPOOTUU

3 MPUHAT MexrocyaapCTBEHHbIM COBETOM MO CTaHZapTu3auuu, MEeTponorMm u ceptudukalum
(npoTtokon ot 28 mapta 2014 r. Ne 65-11)

3a NpuHATME cTaHdapTa NporosocoBanu:

Kpatkoe K MK c
HAVMEHOBAHME oA CTpaHbl N0 OKpaLleHHOe HauMEeHOBaHue
(NCO 3166) 004 — HauuoHarnbHOro oprada no
cTparibl no MK 97 cTaHgapTusauum
(NCO 3166) 004 — 97

AsepbaiipxaH AZ AscTaHgapTt
ApmeHnus AM MuHakoHOMUKM Pecnybnukn ApmeHus
Benapycb BY lFoccrangapt Pecnybnuku benapycok
KasaxctaH KZ lFoccTrangapt Pecnybnuku KasaxcraH
Knprusus KG KbipreisctaHgapt
MonpoBa MD Monposa-CtaHgapt
Poccua RU Poccrangapt
Tapxukncran TJ TagxukctaHgapt
TypKkmeHucTaH ™ TypkMmeHcTaHgapTnapbl
Y3bekucraH Uz YactaHgapt
YkpauHa UA MMWHIKOHOMPa3BUTUA YKpauHbl

4 Hacroswwmii cTaHaapT MAEHTMYEH MexayHapoaHomy aokymeHTy OECD Test Ne 410: 1981 Repeated
Dose Dermal Toxicity: 21/28-day Study (O3CP Tect Ne 410: 1981 «KoxxHas TOKCUYHOCTb MOBTOPHON AO03bl:
21/28-AHEBHOE UCCnef0oBaHUEY).

MNepeBoa € aHrMMICKOro A3blka (en).

CrteneHb COOTBETCTBUA — aeHTUYHasRA (IDT)

5 nMpukasom PegeparnbHOro areHTCTBa MO TEXHWUYECKOMY PEryrMpoBaHuiO U MeTpomnorum ot 22
ceHTA0ps 2014 r. Ne 1163-cT mexrocyaapcTBeHHbI ctaHagapt [OCT 32642—2014 BBeaeH B AeiCTBUE B
KauyecTBe HauMoHanbHOro craHaapra Poccuiickon ®eaepauum ¢ 1 utoHa 2015 T.

6 BBEJEH BINEPBbIE
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WHgpopmayus o6 usMeHeHUsX K HacmosweMmy cmaxdapmy nyOnukyemcsi 8 exe200HOM UHGOPMayuUOHHOM
yKkasameine «HayuoHanbHble cmaHAapmbl», @ MeKCm U3MeHeHUl U NofpasoK — 8 eXeMeCIYHOM UHGOPMayUOHHOM
ykasamene «HayuoHanbHbie cmaHOapmely. B ciyyae nepecmompa (3aMeHbl) unu ommeHbl Hacmosuje2o cmaHdapma
coomeemcmesyowjee ysedomieHue Oydem onybnuKkogaHO 8 eXeMecsYHOM UHGOpMauUOHHOM yKa3amene
«HauyuoHnanbHble cmarHOapmbly. Coomeemcemeytowas uHghopmaLus, yeedomneHue U meKcmbl pasmewjaromes makxe
& uHgbopmalyuoHHOU cucmeme obuwje20 nonb308aHus — Ha ogpuyuanbHoMm calime ®edepanbHo20 azeHmcmea no
mexHUYeCcKoMy peaynuposaHuio U Memponoauu e cemu ViIHmepHem

© Crangaptundopm, 2015

B Poccuiickon depepauuu HacToAWMiA CTaHAAPT HE MOXET OblTb MOMHOCTBIO MAWM YaCTUYHO
BOCMNPOU3BEEH, TUPAXXUPOBAH M pacnpoCcTpaHeH B kadecTtse oduumansHOro uspaHusa 6es paspelueHus
defepanbLHOro areHTCTBa no TeEXHUYECKOMY pPEeryriMupoBaHuio U METPONOrun
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BBeneHue

[Mpn oueHKe TOKCUYHLIX CBOWCTB XMMMWYECKOrO BeLUeCTBa onpeaeneHne CybXpOHWMYECKON KOXHOW
TOKCUYHOCTU MOXET OblTb MPOBEAEHO MOCME MOJyYEeHUs] UCXOAHON UHGOPMAaLUMM O TOKCUYHOCTU B XO[e
UCNbITAHUSA OCTPON TOKCMYHOCTU. MccrnegoBaHme OCTPOM TOKCUMHOCTM NPEAoCTaBnAeT MHGOpMauuio o
BO3MOXHbIX OMAaCHOCTSIX ANS 3[0POBbA, KOTOPbIE MOTYT BO3HWKHYTb B pe3ynbTaTe NOBTOPHOW 3KCMO3MLUM
Ha KOXXy B TEYEHWE OrPaHUYEHHOTO Nepuoaa BpEMEHHU.

MpuHUMNbI NpoBeaeHNUA 21-AHEBHOTO UK 28-AHEBHOTO AepManbHOro UCCNEeA0BaHUS NOBTOPHOW 403bl
[OCTaTOYHO CXOXW, 4YTO NO3BONSET B OAHOM CTaHAApTe pacCMOTPETb UCTbITAHMA U C TOW W C ApYrow
NpoOAOIPKATENBHOCTLIO. OCHOBHOE OTNMYME 3AKMIOYAETCsl BO BPEMEHU, B T€YEHUE KOTOPOro NpOMCXoauT
[03UpOoBaHue.
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MEXTIOCYHAAPCTHBEUHUHUBb WU CTAHAOAPT

METO[ibl UCTILITAHUA NO BO3AENCTBUIO XMMUYECKOW NPOAYKLIMU
HA OPFAHN3M YENOBEKA

OnpepgeneHne TOKCUMYHOCTU NPU NOBTOPHOM/MHOTOKPaTHOM HaKO)XXHOM NMOCTYNSIEHUN.
28/21-pHeBHbLIN TECT

Guidelines for the testing of chemicals.
Repeated Dose Dermal Toxicity: 21/28-day Study

Data BBepeHusa — 2015-06-01

1 O6nacTb NnpMmeHeHusA

Hacroswuii  MeToa uccnegoBaHuA npeaHasHavyeH Ans  u3yyeHust CyOGXpPOHWUYECKOM  KOXHOW
TOKCUYHOCTU XUMMUYECKUX BELUECTB B LEMNAX MNOMyvyeHUs WMHdOpMaumm O BO3AEWCTBMM HA OPraHusm
yerioBeka B pesynibTare NMoBTOPHON0 HAHECEHUA Ha KOXy B TeyeHune 21/28 aHen.

2 TepMUHbI U onpeaeneHust

B HacTosiLeM cTaHaapTe NPYMEHEHb! CreayoLme TEPMUHbI C COOTBETCTBYIOLLMMUW ONpeaEneHUsMU;

2.1 posa (Dose): KonnyecTtBo UccrneayemMoro BeLecTsa, HAaHECEHHOrO Ha KOXy. [lo3a BblpaXkaeTcs Kak
macca (r, M) UIM Kak mMacca WCCneayemoro BeLecTBa Ha €AuHULY Macchbl Tena 3KCNepUMEHTanbHOro
XUBOTHOrO (Hanpumep, Mr/kr).

2.2 KkymynsaTMBHaa TOKCUMYHOCTB (Cumulative toxicity): BpeaHble adekTbl NOBTOPHLIX 403,
BO3HMKAKOLLME B pe3ynbraTe AMUTENbHOrO BO3AEWCTBUA UMM MOBbLILLEHHOW KOHLEHTPALMKU BBEAEHHOrO
BELLECTBA UNU ero MeTabonnUToB Ha YyBCTBUTESIbHLIE TKAHM.

2.3 NOAEL (No-effect level/No-toxic-effect level/No-adverse-effect level): YposeHb oOTCyTCTBMA
HabniogaemMoro BpefHOro BO3AEWNCTBUS MOCNEe BBEAEHUS BELLECTBA: ABMAETCA MAKCUMaNbHON [030W, He
BbI3bIBaIOLLIEW OOHAPY>XMBAEMOrO BPEAHOIO BO3EWCTBUA HA 30POBLE.

3 MpuHUMN TecTUpoBaHUA

Mceneagyemoe BeLECTBO HAHOCAT €XeAHEBHO Ha KOXY HECKONbKUM rpynnaM 3SKCNepuMeHTarnbHbIX
XXMBOTHBIX, OAJHY 103y Ha rpynny B Te4deHue 21/28 aHen.

O6 uccneayeMom BeELLECTBE HEOOX0ANMBI CrieayloLLMe CBEAEHUS:

- arperaTHO€ COCTOSIHUE: TBEPAO0E UMK XUJKOE;

- XumMunyeckas naeHTudukauua uccneayemMoro BeLecTsa;

- yucrota (MpMMecu) UccneagyemMoro BeLLECTBA;

- XapaKTepuCTUKU pacTBOPUMOCTH;

- ph (npn HeoBxoanMOCTH);

- CTabUNLHOCTb, BKIIOYAA CTabUNBHOCTL B pacTBOpUTENE, NPU NPUMEHEHUMN;

- TOYKa NNAaBNEHUSI/TOUKA KUNEHUS.

B TeueHne nepuoga HaHECEHMs BeELUECTBA >XMBOTHLIX €XeaHEeBHO 00cneayioT AnsS BbiSBNEHUA
NPU3HAKOB WHTOKCUKALMM. YKUBOTHLIX, KOTOpble MOruGaioT B X04e MCNbITaHMS, NOABEPraloT ayToncum,
BbDKUBLUMX XXMBOTHbLIX NOCIE 3aBEPLUEHUA UCTILITAHUA YMEPLLBNAIOT U NOABEPraloT ayToNcuu.

4 OnucaHune metoga

4.1 NoprotoBka

340pOBbLIX MOMNOABLIX MONOBO3PENbIX XUBOTHLIX AKKNIMMATU3UPYIOT K NabopaTopHbiM YCNOBUAM, NO
KpanHen mepe, B TeYeHue NATH AHen A0 ucnbitanua. Mepea UCNbITaHMEM XXMBOTHBLIX pPacnpeaensiot Ha
3KCNEePUMEHTANbHYIO M KOHTPOMbLHYIO TPyNMbl B NPOM3BOSILHOM nopsake. BONOCAHON NOKPOB CMMHHON
o6nacTu TynoBuLLA 3KCNEPUMEHTANbHBIX XXMBOTHBIX AOSMDKEH ObITb yaaneH.

U3panue omumanbHoe
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LLlepctka MOxeT ObiTb BbIOpUTa, HO OpuTbE CneayeT OCYWEeCTBUTbL NPUONM3UTENbHO 3a 24 4 Ao
Hayana ucnbiTanusA. MNpubnuautenbHo 4vepe3 Heaemo TpebyeTca NOBTOPHAs CTpwkka unu Gputbe. Mpu
CTPWXKE UM BpuTbE BONOCAHOrO NOKpOBa, HEOOX0AMMO CcoBnAaTb OCTOPOXHOCTL, YTOOLI HE NOBPEaUTH
KOXY, UTO MOXET MOBNUATb HA €€ NPOHMLAEMOCTb, €CMU TONMbKO 3TO He MPeayCMOTPEHO METOAUKOW
ucnbITaHua. [InA npuMeHeHns Uccneayemoro BeecTsa A0mkHO ObiTb ounLLEHO He meHee 10 % nnowaau
noBepxHoCTH Tena. Pewas kakasa nnowaab AOMKHA ObiTb OYMLLEHA M KakoBbl AOMKHbI ObITb pa3mepsbl
yyacTka Ansi HAHECEHUs BELLEeCTBAa, cneayeT y4uTbiBaTb MAacCy >XMBOTHOrO. MNpu TeCcTUpoBaHUM TBEPAbIX
BELLECTB, KOTOPble MOXHO pacTepeTb B MOPOLUOK, Mccriegyemoe BellecTBO AOMKHO OblTb AOCTaTOYHO
YBIAXHEHO BOAON MNW NOAXOAALLMM pacTBoOpUTENEM, ANsA o6ecnedveHns XopoLero KoHTakTa ¢ koxen. MNpu
NPUMEHEHUU PACTBOPUTENS CneayeT y4uTbiBaTb BAMSHME PACTBOPUTENA HA NPOHULAEMOCTb B KOXY
uccneayemoro Bewiectsa. XKugkue uccnegyemole BeLLECTBA Kak NPaBuIio He pa3basnsioT.

4.2 XXmBOTHbIE

4.2.1 Bbi6Op BMAOB XUBOTHBIX

MoryT ObITb TPUMEHEHBI: NONOBO3PENan KpbiCa, KPONUK UK Mopckasa cBUHKA. MoryT GbiTb NPUMEHEHBI
Apyrue Buabl, HO X NpUMeHeHue Tpedyet 060CHOBaHUA.

[ns nposeAeHns ucnbiTaHUa cneayeT BuiOpaTh >KMBOTHBIX C MAccoi Tena:

- 200-300 r — KpbiCbl;

- 2,0-3,0 Kkr — Kponuku;

- 350-450 r — MOpCKWUEe CBUHKMN.

Ecnn cybxpoHuyeckoe wuccneaoBaHMe KOXXHOM TOKCUMHOCTM NPOBOAAT nepea  AONroCPOYHbLIM
UCCNEeA0BAHUEM, CNieAyeT NPUMEHSATL XMBOTHbIX OLHOW NMOPOALI U OAHOTO U TOTO XKe MPOUCXOXKAEHUS.

4.2.2 Yucno n non

MNpu ncnblTaHUKU Kaxaon A03bl cneayeT UCNoMb30BaThb, MO KpaiHen mepe, 10 XUBOTHBLIX (N0 NATb
JKMBOTHBIX KaX0ro nosa) co 340poBol koxxen. Camknm AOIkHbl ObiTb HEPOXKABLUMMKU U HEGEpPEeMEHHBIMU.
Ecnu npeanonaraeTcsi NPOMEXyTOYHOE YMEPLLB/IEHUE XUBOTHbLIX, UX YUCIIO AOMKHO ObiTb YBENUYEHO Ha
YNCMO >KUBOTHBIX, KOTOPOE NNaHUPYeTcs yMepTBUTL A0 3aBeplieHuss wuccnegosanus. Kpome Toro,
BCNOMOraTenbHyro rpynny u3 10 >XMBOTHBIX (N0 NSTb XMBOTHBIX KAXAQ0ro Nona) MoXxHo obpabaTeiBaTh 40301
BbICOKOIO YPOBHA B TeveHue 21/28 aHel ¢ nocneayowmM HabniogeHwem 3a o6paTtMMOCTbIO U CTOMKOCTbLIO
N3MEHEHNI MNOSIBIIEHWA OTAANEHHbLIX TOKCUYECKUX 3PAEKTOB B TeveHue 14 gH nocne 3asepLueHuA
HaHeceHus BeLUecTBa.

4.2.3 YcnoBusa cogepXaHusi U KOPMJIEHUA

YKuBOTHBIX crneayeT coaepxaTb B OTAErbHbIX kneTkax. Temnepatypa B KOMHate C MOAOMNbITHbIMU
XXUBOTHBIMW A0MKHA ObiTb (22+3) °C ana rpbidyHoB unu (20+3) °C Ansi KPONMMKOB € OTHOCUTENbHOW
BNaxHocTbto 0T 30 % a0 70 % npoueHToB. [MpM WCKYCCTBEHHOM OCBELUEHUM [AOSDKHA ObiTb
nocneaoBaTenbHoCcTb: 12 4 — cBeT um 12 4 — TeMHoTa. [pu KOpMNEHUn MOryT ObiTb MNPUMEHEHbI
CTaHAapTHeIE NabopaTopHbIe ANETbI C HEOrPAHUYEHHBIM KONUMYECTBOM NMUTLEBOI BOARI.

4.3 YcnoBusa ucnbiTaHus

4.3.1 YpoBHU 0o3

Cneayet npUMEHATb He MeHee TpexX YPOBHEW 403, U KOHTPOMbHYIO rpynny WU, Npu HeobXxoammocTw,
KOHTPOSIbHYIO Ipynny ¢ HaHeceHueM pacTsoputens. C XXMBOTHBIMU KOHTPOJSLHOM Ipynnbl crieayeT obpawarbes
TaKxke, Kak U C XXMBOTHbLIMKU IKCNEPUMEHTANbLHON rpynnbl, HO He 06pabaTtbiBaTh UCCREAYEeMbIM BELLECTBOM.
Camblii  BbICOKMM YpPOBEHb A03bl AOMKEH NPUBOAUTL K TOKCMYeCkuM 3dpcbektam, HO He BbI3bIBaTh
CMepTENbHbIX UCXOA0B, KOTOPbLIE MOFYT NpenATCTBOBaTb 0OOCHOBAHHONM oOLieHke. Camblii HU3KWIA YPOBEHb
DO3bl HEe AOMKEH BbI3bIBATb HUKAKMX MPU3HAKOB MHTOKCUKAUMW. Tam, rae ectb npuemnemas OueHka
BO3AEICTBUA Ha YernoBeka, caMblii HU3KMI YPOBEHb AOSMKEH NpeBbiwaTh ee. B nageane, cpeaHuin yposeHb (-
HU) A03bl AOSMKEH (-Hbl) BbI3bIBaTb MUHUMASbHbLIE BUANUMbBIE TOKCUYeckue acpdektbl. Ecnm npumeHsiotr 6onee
OZHOI NPOMEXYTOUHON [03bl, YPOBHU A03bl AOMKHbI ObITb pacnpeaeneHbl Tak, YTobbl MOXKHO Oblfo MPOBECTH
rpagaumio Tokcudeckux adpdekToB. B manbix, NPOMEXYTOUYHBIX U KOHTPOSIbHLIX IPYMNnax YUCNo CMepTerbHbIX
MCX0A0B AOSHKHO ObITb HU3KMM, YTOOLI 06€CNeUUTb 3HAUNMYIO OLIEHKY Pe3ynbTaToB.

Ecnu npu HaHeceHMM wuccneayeMoe BELLECTBO BbI3bIBAET CUNLHOE pasApaXeHWe KOXU, ero
KOHLIEHTPauMa MOXET ObiTb YMEHbLUEHA, XOTS 3TO MOXET NPUBECTU K CHWKEHWUIO UMM OTCYTCTBUIO JPYIUX
TOKCMYECKnX 3cheKkToB NpuU A03€ BLICOKOrO YpPOoBHA. OAHaKO, NPU CMNBLHOM MOBPEXAEHUM KOXU B Hayane
MCCNeaoBaHUA MOXET BO3HUKHYTb HEOGXOAMMOCTb MNPEKPaTUTb WUCMLITAHME U MPOBECTU HOBOE
uccneaoBaHue npu 6onee HU3KMX KOHLEHTpaLUAX.

4.3.2 UcnbiTanue npeaenbHON A03bl

Ecnu ucnoiraHme npu 04HOM ypOBHE A03bl, paBHOM He meHee 1000 mr/kr macchl Tena (HO oxungaemoe
BO3J€MCTBUE HA YErOBEKA MOXET YKa3biBaTb HA HEO6X0AUMOCTb A03bl 60Mee BbICOKOrO YPOBHS), MPUMEHSISA
npoueaypbl Ansi HACTOSILLEr0 WCCNEAOBAHUA, BbI3bIBAET HE BUAUMbIE TOKcuyeckue I3PMEKTbl, M ecnu
TOKCMYHOCTb SIBNSIETCA ManoOBEePOATHOM HA OCHOBAHWUM AaHHbIX, MONYYEHHbIX AN COEAMHEHUIA BnU3KUx no
CTPYKTYpe, TO NONHOEe UccneaoBaHue ¢ NPUMEHEHUEM TPEX YPOBHEN 403 He TpebyeTcs.
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4.3.3 Habnoaexuus

Mo kpaiHen Mepe, oAWH pa3 B AeHb AOIKEH ObiTb MPOBEAEH TLIATENbHbIM KITMHUYECKUA OCMOTP.
HononHutensHble HabnwaeHus cnegyeT NPOBOAUTb €XEAHEBHO, MPUHUMAas HeobXoAuMble Mepbl ANs
MUHUMKU3ALMN MOTEPU >KUBOTHLIX MPU UCCIEA0BaHUK, HANPUMEP, ayTONCUID UMK OXNaXAEHUE KUBOTHbIX,
HaNnOEHHbIX MEPTBLIMU, W U3OMALMIO UMM YMEPLUBEHUe cnabbiX Nu yMUPaIOLLMX XUBOTHbIX.

4.4 OCHOBHOE UCMNbITaHWe

XKuBoTHbIX 06pabaTbiBaloT UCCNeayEMbIM BELLECTBOM HE MEHEE LLECTU YAaCOB B A€Hb B TEYEHUE CEMU
AHEel B Hepeno Ha npoTsbkeHun 21/28 pHein. OJHAKO, MCXOAA MpeXae BCEro M3 MpakTU4ecKuX
COOBpaXkeHuii, cyuTaeTcs npuemrieMbiM HaHeceHMe BeLlecTBa NATb AHEN B Heaent. MXUBOTHbIX
BCNOMOraTenbHOM rpynnbl, NPeAyCMOTPEHHONW AN nocneaywwmx HabnoaeHnii, BblAepXMBalOT B TEYEHUE
14 [pgHel nocne aJKcnepumeHTa, 4TOObl BbISIBUTbL CMOCOGHOCTL K BOCCTAHOBNEHMIO WU CTOWMKOCTb
TOKCUYECKNX 3P PeKTOB.

Wcenegyemoe BeLwecTBo cneayet HaHOCUTb PaBHOMEPHO Ha y4acTokK, cocTaBnstowui npumepHo 10
% obLein nnowaan noBepxHoOCcTK Tena. Mpu NPUMEHEHUN BBICOKOTOKCUYHbIX BELLECTB MOBEPXHOCTL yvacTka
Ansi HAaHeCceHUs1 BeLLeCcTBa MOXeT OblTb MeHbLUE, HO GorblUas YacTb ero AomkHa ObiTb NOKPbITA TOHKON W
PaBHOMEPHOW NMNEHKON UCNBITYEMOTO BELLECTBA HACKONBKO 3TO BO3MOXHO.

Mexay HaHeCeHUsAMKU UCCneayeMoro BELLECTBa, OHO AOJIKHO KOHTaKTUPOBATL C KOXKEi NOCpeacTBOM
NMOPUCTON MapreBOW MOBA3KM W HE BbI3bIBAKOLLEN pasapakeHusa NEeHTOW. Y4yacTok Tena, 4yepes KOTOpbln
BO3JENCTBYET UCCNEAYEMOE BELUECTBO, AOMKEH OblTb MNOKPLIT CMOCOOOM, MO3BONSAIOLMM YAEPXUBATb
UCMbITyEMOE BELLUECTBO, HA KOTOPOE CBEPXY HaNOXeHa MaprieBasi NoBA3Ka, U He NMO3BONSIOUM KUBOTHbLIM
NPOrMoTUTb UCMbITyeMOe BellecTBO. MOXHO MPUMEHSATb OrpaHUyYMTENU ABWDKEHUS, YTOObI XXMBOTHOE He
MOTFO CMM3HYTb BELLECTBO, HO NOMHAA MMMOBMNNU3ALMS HE PEKOMEHAYETCH.

Ecnu HabnioaalTcs NPU3Haku TOKCUYHOCTM, OHWM AOMKHbI ObiThb 3aperncTpMpoBaHbl: BPEMsl Hadyana,
CTeneHb U NPOAOIHIKUTENBHOCTL. HabnioaeHus 3a >XUBOTHBIMU AOMKHbI BKIOYATb B €e05: UBMEHEHUA KOXK
M BOJIOCAHOrO MNOKPOBA, fla3 U CNM3UCTbIX OGOMOYEK, a TakkKe OpPraHoB JblXaHWus, KpoBOOOGpaLLeHuS,
BEreTaTUBHOW U LEHTPanbHOW HEPBHOW CUCTEMbI, COMATOMOTOPHOW AEATENbHOCTM U MOAENN NOBEAEHUS,
HO HE OrpaHW4MBaTLCA TOMLKO 3TUM. M3aMepeHue noTpebneHns num W B3BELLMBAHWUE XMBOTHLIX cneayet
NpoOBOAUTL exeHedenbHo. PerynapHoe HabnoaeHne 3a XMBOTHbIMU HEOGXOAMMO, YTOObLI rapaHTMPOBAaTb,
YTO XKMBOTHOE HE BbIObINO U3 UCCNEAOBaHNA NO NPUYKMHE KaHHMBanuama, ayTonu3a TKaHeW unu QucTonuu.
Mpu 3aBepLIEHUU UCCNEAOBAHUS BCEX BbDKMBLUMX XWBOTHbLIX HE BCMOMOraTesibHbIX 3KCNEpPUMEHTaNbHbIX
rpynn  ymepwBnsior. [pu  OBGHapyeHWM yMUpaloLMX >KUBOTHBIX OHM AOMKHbI ObiTb yjAaneHol W
YMEPLLBIIEHbI.

4.5 Knuiuyeckue HabnogeHus

Bce cneaytolime nccnefoBaHns JOIMKHbI ObiTh BbIMOJIHEHLI C NPUMEHEHMEM BCEX 3aAEeWCTBOBAHHBIX
XXUBOTHbIX:

- remartosiorus, BKMYas reMaTokpuT, KOHLUEHTPALMIO remMornobuHa, Yucno apuTpouunTos, obLuee u
AndpepeHunansHOe YMCNO NERKOUUTOB, a Takke 3HAYEeHUsl NMOTEeHUMana CBepTbiBaHUA, TakMx Kak BpeMsi
CBEPTbIBAHUSI KPOBW, NPOTPOMOMHOBOE Bpemsi, TPOMOOMNACTUHOBOE BPEMS WU 4YMCAO TPOMGOUMTOB,
[OmkHa ObITb NPOBEEHA NPU 3aBEPLUEHUU UCCNEA0BAHMA.

- KNUHN4YeCKoe onpeageneHne onoxumumn KPOBU MNpoOBOAAT MNpu 3asBepweHun wuccneaoBaHus.
JoctatouHbl napaMeTpbl KpOBW, xapakTepusyowme @yHKUMM nedeHu u noyek. Buibop cneuuanbHbix
nccrneaoBaHuii 3aBMCUT OT MEXaHU3Ma AeNCTBUS BellecTBa. NpeanonaraeMble UCCNEA0BAHNA — U3MEPEHUSA
kanobuus, doccopa, xnopa, HaTpusl, Kanusi, YpOBHSI [TIOKO3bl HATOLWAK (C nepuoaaMu ronojaHus Ans
COOTBETCTBYIOLLMX BUAOB). ,

- OnpefeneHue TrnNyTamUHOBOW MWPOBUHOTPAAHON TpaHCAMWUHA3bl CbIBOPOTKW , [NyTaMUHOBOW
LLIaBENIEBOYKCYCHOW TpaHCaMUHa3bl CbIBOPOTKM®, opHUTMHAEKapGokcunassl, raMmma-
rnyTamunTpaHcnenTMaasbl, asoTa MOYeBUHbI, Oenka, KpeaTMHMHA KpoBu, obuiero GunupybuHa v obLuero
Genka CcbIBOPOTKM. [pyrue uccnegoBaHusl, KOTOpble MOryT notpeboBartbCa AnNA  ageKkBaTHOM
TOKCMKONOrMYECKOI OLIEHKU, BKMOYAIOT B cebsi aHanu3 nMnuaoB, rOPMOHOB, KUCIIOTHO-LLENOYHOro 6anaHca,
METreMornobuHa, akTUBHOCTU XOMUHACTEpasbl. [OMOMHUTENbHBIA KIMUHUYECKUA OUOXUMUYECKUIA aHanu3
MOXeT BbITb NPOBeAEH, NPU HEOBX0AUMOCTHU ANsi pacluMpeHus uccregoBaHnsa Habngaembix achdekTos.

- eCnu eCTb MOKasaHue, OCHOBAHHOE Ha OXWAAeMOW unu HabniogaeMoi TOKCUYHOCTM, AenaioT
aHanus mMo4u.

Ecnu ucxoaHbIX AaHHbIX HEAOCTATOYHO, TO Nepej HavyanomM A03UPOBaHMA crneayeTt yaensaTb BHUMaHue
onpeaeneHnto reMaTonornyecknx 1 KImHUYeCcknx BUOXMMMYECcKUx nokasarenen.

! B HacTosllLiee BpeMs U3BECTHa, KaK anaHiH aMUHOTpaHCcepasa ChIBOPOTKM.
2 B HacTosLLee BpeMs U3BECTHa, KaK acnapTaT aMUHOTpaHc(epasa ChIBOPOTKM.
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5 Maronorusa

5.1 Makpockonuyeckas ayrtoncus

Bce XXMBOTHbIE B MCCNEAOBAHUM AOJDKHbI ObITb MOABEPrHYThI MOMHON MaKpPOCKOMMYECKOW ayTOMNCUu,
KOTOpas BKNIOYaeT B CeOA OCMOTP BHELUHEW NOBEPXHOCTU Tena, BCeX OTBEpPCTUI, yepena, rpyaHoOW M
GPIOLLHON MONOCTEN M UX COAEPKUMOro. MeyeHb, NOYKU, HAANOUYEUYHUKN U ANYKU JOMKHbI ObiTh B3BELUEHbI
BNaXHbIMU, CPa3y MocCne BCKPbLITUS, UTOObI n3bexatb BbICbIXaHusi. Cneaylolme opraHbl U TKAHU AOMKHbI
ObITb COXpaHEHbl B NOAXOASALLEN cpeae ANs AanbHenwero NpoBeAeHUs BO3MOXHOW rMCTONaToNormyeckon
9KCMEpPTM3bl: HOpMasibHaA u 00paboTaHHaA KOXW, MeYeHb, MOYKW U OpraHbl-MULLEHW, TO €CTb TE OpraHbl,
KOTOpbIE MOKa3bIBAOT MAKPOCKONUYECKNE NOBPEXAEHUSA UMM USMEHEHUSI B pasMepax.

5.2 N'mctonatonorusa

MmcTonornyeckoe uccnegoBaHMe AOMKHO ObiTb BbINOMHEHO HAa COXPAHMBLUMXCS OpraHax U TKaHsAX
>KUBOTHbIX FPYNMbl C BbICOKMM YPOBHEM [03bl M KOHTPOMBHOW rpynnbl. OTWU WUCCNEA0BaHUSA MOTyT ObITb
pacnpoCTpaHeHbl Ha >KMBOTHLIX TPynn € ApyrumMu Ao3amu, npu HeobBxoaumocTu, 4Tobbl MCCneaoBaTb
U3MEHEHUSA, HabngaemMble B rpynnax ¢ BbICOKMM YPOBHEM A03bl.

YXMBOTHBLIX BCNOMOraTenbHOW rpynnbl cneayeT o6cnenoBaTb TMCTONOrMYeckn ocobo obpaiyas
BHUMaHWe Ha Te OopraHbl U TKaHW, B KOTOPbIX BblsiBNEHbl 9EKTbl BO3AEWCTBUA BELUECTBA B ApPYrux
3KCNepUMEHTAarbHbIX rpynnax.

6 JaHHble n oTueT

6.1 O6paboTka pe3ynbTaToB

OaHHble MOryT OblTb npeacTaBneHbl B TabnuuHOW popMe C  yKasaHMeM Ans  Kaxaown
SKCMEePUMEHTAsNIbHOM PYNMbl YACAA XMBOTHbLIX Ha Ha4vyano WCMbITAHWA; YUCHA >KUBOTHBIX, MUMEIOLNX
NMOPaXKEeHMWS; TUM NOPAXKEHWIN U MPOLIEHT XXUBOTHbIX, C KAXAbIM BUAOM NOPaXKEHUS.

Bce Habniogaemble pesynbTarthl, KOMWYECTBEHHbIE W CRnyYaliHble, AOMKHbI ObiTb  OLIEHEHbI
COOTBETCTBYIOLUMM CTATUCTMHECKUM METOAOM. MoXeT ObiTb NPUMEHEH N0GON OGLLENPUHATLIN CTAaTUCTUHECKUI
meToa. CTaTMCTUYECKUE METOAbI AOIDKHbI OblTb BbIOPaHbI B X04€ NSIAHMPOBaHWA UCCeA0BaHMS.

6.2 OueHka pe3ynbTaToB

PesynbTarbl nccnegoBaHUs KOXHOW TOKCMYMHOCTM MOCNEe BO3AEWCTBUS MOBTOPHOM A03bl cneayet
paccMaTpuBaTtb C TOYKM 3peHus Habnioaaembix TOKCMYecknx achcdekToB, ayToncum U rmcTonaTonormyecknx
AaHHbIX. OueHka BknioyaeT B ce6A OTHOLEHWe Mexay AO030M UCCreayeMoro BewecTBa U Hanuduuem unu
OTCYTCTBMEM, YaCTOTOW U TSHKECTLIO HAPYLUEHUH, B TOM YUCNE NOBEAEHYECKUX U KIMHUYECKUX HAPYLLEHUMN,
MaKPOCKONMUYECKUX MNOPaXKeHWH, UAESHTU(PUUNPOBAHHLIX OPraHOB-MULUEHEN, U3MEHEHUAMM Macchl Tena,
BIIUSIHUSIMU HA CMEPTHOCTb U NIOObLIMW ApYrMMu o6LWMMKU MK cneLmdUyeckuMmU TOKCUYeCKumMu adpcbektTamu.
Haanexawmm o6paszom npoBeaeHHoe 21/28-agHeBHOE uCCNeAoOBaHME nNpeaocTaBnseT WHgopMmauuilo o
nocneAcTBUSX NOBTOPHOTO MOMAZaHNK HA KOXY BELLECTBA M MOXET Noka3aTb HE0OX0AUMOCTb AanbHeNLWero
NPOAOIDKUTENBHOIO UccnenoBaHus. ccnegosaHue Takke MOXET npefocTaBnsaTb UHGOpMaLmio o BbiGope
003 ana bonee NpoaomMKUTENbHLIX UCCREeA0BAHUN.

6.3 OTyeT 00 UCNBITAHUMU

OtyeT 06 ucnbITaHUU AOIMKEH COAEPXKaTb CNeAYyoLYI0 MHOPMAaLUIO:

- UCNOMb3yeMble BUAbI/NTMHUK;

- [aHHble O TOKCMYECKOW peakuum B 3aBUCUMOCTU OT NONa u A03bI;

- BpeMs CMEepTM B XOAE€ MWCCNEeAOBaHUA WU YUCNO JKMBOTHBLIX, AOXMUBLUMX A0 OKOHYaHUA
9KCNEePUMEHTA;

- TOKcuyeckue unu apyrue apdekTsl;

- BpeMs HabmnioAeHus 3a KaXAbIM MPU3HAKOM HAPYLLEHUA U €ro NocneayLwee passuTue;

- [aHHbIe 0 NUTaHUM 1 Macce Tena;

- BbINOJSIHEHHbIE FEMATONIOMMYECKME UCTILITAHUA U Pe3ynbTaTbl B CPABHEHUU C UCXOAHBIMU AAHHBLIMU;

- BbINOJSIHEHHbIE KIMHUYECKME OUOXMMMUYECKUE WCNbITAHUA W pesynbTaTbl B CPaBHEHUM C
MCXOAHLIMU JAHHbIMM;

- [aHHbIe ayToncuu;

- noapoOHOE ONUCaHUe BCEX FTMCTONOTMYECKNX AAHHbIX;

- cratuctuyeckas obpabotka pe3ynbTaToB Npu HeOGX0AMMOCTH.

6.4 UHTepnpeTauua pe3ynbTaTtoB

WccnepoBaHue KOXHOW TOKCUYMHOCTU MOBTOPHOW A03bl NpeaocTaBnaeT nHopMmauumio 0 nocneacTenax
NOBTOPHOIO NONAAaHNM Ha KOXY TOrO MU MHOTO BELLIECTBA. JKCTpanonauua pesynbTatoB UCCNEA0BaHUA Ha
YyernoBeka AEWCTBYET B OrPAHUYEHHON CTENEHM, HO OHA MOXET AaTb NONE3Hyl0 MH(OoPMaUUIO O CTENeHU
KOXKHOW pe30opOuun BellecTBa.

4



FOCT 32642-2014

Buénuorpadusa

[1] Pykoeoasimii gokymeHT OECD Test 410 «Repeated Dose Dermal Toxicity: 21/28-day Study»

[2] WHO Publication: Environmental Health Criteria. No. 6, Principles and Methods for Evaluating
the Toxicity of Chemicals. Part I. Geneva, 1978

[3] United States National Academy of Sciences, Committee for the Revision of NAS Publication
1138. Principles and Procedures for Evaluating the Toxicity of Household Substances. Washington, 1977

[4] Draize, J.H. The Appraisal of Chemicals in Food, Drugs and Cosmetics, 26-30. Association of
Food and Drug Officials of the United States, Austin, Texas, 1959

[5] Hagan, E.G., Appraisal of the Safety of Chemicals. Appraisal of Chemicals in Foods, Drugs and
Cosmetics, 17-25. Association of Food and Drug Officials of the United States, Topeka, Kansas, 1965



FOCT 32642-2014

YOK 661:615.099:006.354 MKC 13.020.01 IDT

KnioueBble cnoBa: Xxumudeckasi npoaykuusi, BO3JAEWCTBME HA OpPraHM3m 4JenoBeka, MeToj
UCNbITAHWI, KOXXHAA TOKCUYHOCTb, NOBTOPHAaA Ao3a, 21/28-gHen




MoanucaHo B nevatb 12.01.2015. dopmart 60x84 /5.
Yen. ney. n. 1,40. Tupax 33 ak3. 3ak. 157.

[logroToBrEHO Ha OCHOBE SJ'IeKTpOHHOVI Bepcuun, I'IPEAOCTaBJ'IeHHOVI pa3p860THVIKOM CTaHAapTa

Oryrn « CTAHOAPTUH®OPM»

123995 Mocksa, "paHaTHbI nep., 4.
www.gostinfo.ru info@gostinfo.ru


https://meganorm.ru/Index2/1/4293816/4293816714.htm
https://meganorm.ru/Index/12/12629.htm
https://meganorm.ru/Index/47/47537.htm

