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B TOM Hucine ¢ ucnoanbsosaHmem
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Xannpa XnsbynaesHa XammnaynmHa
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NOTEHLUMANbHO ONACHbIX XUMUYECKUX U
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TexHuuyeckuu pernameHT EBpasMMCKOro sIKOHOMMUYECKOro. - |
coto3a "O 6e30nacHOCTM XMMUYECKON NPOAYKLUUNK /.
(TP EASC 041/2017)

HOTVI(IJMKaLI,Mﬂ - npoueaypa Bk/no4YeHUNA B peectp XuMU4YeCKunx BEI.I.I,ECTB
u cmecen Coto3a CBEAEHMM O HOBbIX XMMHNYECKUX BewecrtBax '

Hotudukauma nposoauTtca YNO/HOMOYEHHbIMW OpraHamm rocyaapcrs-

- 7"Y/1eHOB B OTHOLWUEHWMU HOBbIX XUMUYECKUX BeLLECTB, BbINyCKaemMblX B

0bpalLeHne Ha TamoXKeHHOM TeppuTopmmn Coto3a nocne BCTYMJIEHUA B CUAY
. HacToAWero TexXHMYecKOro pernameHTa, B  pamMKax npoueaypbl
. pa3pelnTeNbHOM rocyaapcTBeHHON permcTpaumm XMmMmnMyeckom npoayKLmnm

. .- WAN HE3ABUCUMO OT HEE B Ka4ecTBe OT,ﬂ,e.I'IbHOﬁ npoueanypbobl.




CsBepeHuA, HanpaBaAemble B YNOJTHOMOYEHHbI OpraH B Lenax i

HOTUPUKALMKN HOBbIX XMMMUUYECKUX BELLLECTB, A0/KHbI BKAIOYaTb B ceba: .
a) OTYET 0 XMMMUYECKOI 6e30NacHOCTU B COOTBETCTBUM CO CTPYKTYPOI cornacHo npunoxenuio N 3;

’
-

6) HanmeHoBaHUe Xumun4yecKoro seulecrsa CoriaCHO HOMmeHKnartype IUPAC, B TOM yncne Ha QHI/IMUCKOM A3blKe;

[

B) CTPYKTYPHYI0 GOPMYNy XMMUUYECKOTO BELLECTBa; +
r) Homep CAS;
**..n) AAHHbIE MHCTPYMEHTaNbHOro aHa/IM3a XMMMUUYECKOTO BELLLeCTBa;
e) ¢reneHb YMCTOTbI XMMUUYECKOro BeLecTBa;
) npegnonaraemblie 061acTU NPUMEHEHUA XMMUUYECKOTO BeLLLeCcTBa;
é)‘_[lpe,qncdmaraemue meToabl yTunmsauum (nepepaboTKun) XMMHUUECKOro BeLLLecTBa;
.VI) cnocob i;paucnopmposm XMMMUYECKOro BeLecTsa U mepbl No NpeaoTBpaLLeHUI0 U IMKBULaLUM BO3HUKLLUX
qpessquaﬁHblx CUTyaLuW;
K) auéh_ui;yqecxue MeToAbl KOHTPONS;
n) d)'usl;l'!(o-xumuqecme AaHHbIe XMMUUYECKOro BELLeCTBa;
M) ﬁéﬁ'ﬁbfle N0 TOKCMYHOCTU XMMUYECKOTO BELLLeCTBa;
‘I.-I')‘ﬁ,al:‘lﬂble NO 3KOTOKCUUHOCTU XMMUUYECKOrO BeLLEecTBa;

0) Konuu AaHHbIX (NMPOTOKONOB) UccneAo0BaHM (MCNbITAaHMI) XMMUUYECKOTO Bel,ecTsa Nno onpeaeneHuto
. 6BMOAKKYMyNALMU, KAHLEPOreHHOCTU, MyTareHHOCTU, TOKCUYHOCTU, NPOBEAEHHbIX B 1abopaTtopuax (ueHTpax),
NPU3HAHHbIX COOTBETCTBYHOLMMM NPUHLMNAM HagexKaleii 1abopaTopHOU NPAaKTUKN YNONHOMOYEHHbIM OPraHOM B
COOTBETCTBUM C 3aKOHOAATE/IbCTBOM rocygapcrBa-uneHa( )(gonyckaertca nposeaeHue uccnegosaHuii (cnbitaHun) B
MHbIX nabopaTtopuaAx (LeHTpax) B TeueHue 2 neT C AaTbl BCTYNAEHUA B CUTY HACTOALLEro TEXHUYECKOro pernameHTa). ||}




MOPSIIOK
HOTI/I(l)I/IKaIII/II/I HOBBIX XUMHNYCCKHUX BCHICCTB

* HoTuduKaLMAa HOBOrO XMMUYECKOTO BelL,ecTBa NPOBOAUTCA . -
YNO/THOMOYEHHbIM OpraHom (opraHunsauueit) Ha .
"' OCHOBaHUU 3afAB/1IeHnA 3aperncTpmMpoBaHHOro B L.
COOTBETCTBUM C 3aKOHOAATE/IbCTBOM FOCYAAPCTBA-Y/1IEHA HA
‘ero Tepputopumu ropuauyeckoro avua nmbo ¢usmnyeckoro
‘NUA B KayecTBe MHAMBUAYaANbHbIX npeanpuUHUMaTenei,
.+ ABNAOWMUXCA U3roToBuTeNEM (ynonHomouYeHHbIm
‘- M3roToBUTENEM  JINLOM), MMMOPTEPOM HOBOroO
‘7 “XMMMUYECKOro BelecTBa WM XMMUUYECKON CMmecH, B COCTaB
.. KOTOPOW BXOAMUT HOBOE XMMMUYECKOe BelliecTBO (panee —
3afABUTEND), NO yTBEpKAeHHOU dopme.




Mpoueaypa HOTUGUKALUUN HOBbIX XMMUUYECKUX
BellecTB

3anBuTeNb HeceT OTBETCTBEHHOCTb 3a AOCTOBEPHOCTb CBEAEHUM, .
~ NpeAcTaB/IEHHbIX B PaMKaXx HOTUPUKAUMM HOBbIX XMMUUYECKUX
“- BeL,ecTB. ;

. B pamKax HOTUPUKALMM HOBbIX XMMMUYECKUX BELLECTB

. .L -. A 0MNYCKaeTCAa coBMmecCTHan noaaya AdHHbIX HEeCKOJIbKUMMU

3aAasutenamm.

: . /ObecneyeHne BO3MOXHOCTM COBMECTHOMU NOAAYM [OAHHbIX
. HanpasieHO Ha O06meH uMMeLWMMUCA CBEAEHUAMMU O HOBOM

. - XUMUYECKOM Belectee, B TOM 4YuUcae € y4eTtom KoOmMnNeHCauuu

. NOHECEeHHbIX 3aTpatT Ha UX nonyveHume, wmu pPauUnUOHA/IbHOE

- pacnpepeneHue YCMAMA NPU  NOATOTOBKE AOKYMEHTOB ANA

HOTUPUKALUM.




Mpoueaypa HOTUGUKALUUN HOBbIX XMMUUYECKUX
BellecTB

B uenax CHMeHMA UHAHCOBOM HarpyskM Ha 3asBUTeNd, . .
BbI3BaHHOW HEOHXOAMMOCTbIO KOMMJIEKCHOTO UCC/1IeA0BaHUA CBOUCTB

=~ HOBOINro Xxmmumn4yeckoro seuiecrtsa, YI'IOIIHOMO‘-IEHHbIﬁ opraH p,onycxaef i

'BO3MOXHOCTb NnO3TAaNHOro npeacrasaeHuA MH(I)OpM&LI,MM O HOBOM

. X!/IMMHECKOM BellecTBe.

B cnyyae nosTanHoro npepcraBfeHUs MHGOPMaLUM O HOBOM
XMMUUYECKOM BelyecTse, 3asiBUTE/Ib Ha NepPBOM 3Tane npeacraBaseT B
“YyNOJIHOMOYEHHbDIi OpraH CBEAEHUA O HOBOM XMMUYECKOM BeLecTBe
' 'B. obbeme, npeaycMOTPEHHOM 4acTbio | peKomeHgaumii no
' '3anonHeHMI0 OTYeTa O XMMMYecKol 6e3onacHOCTM, a TaKXke

.. .CTpaTernto ganbHeuULINX uccnenoBaHUm.




CtpaTterma nccneaoBaHuii HOBOro XMMUYECKOro
BeLlecTBa

fog o

CTpaTterma pAanbHeWIMX WCCNefOBaHWIl BbiCTynaeT B KayecTBe rapaHTuu,
NnpeAcTaBNeHnA 3asaBUTeIeM B YMOJIHOMOYEHHbIM OpraH (opraHusauuio) Ha ™
BTOPOM 3Tane B YCTAaHOBJ/IEHHble CPOKU CBeAEHMA O HOBOM XMMUYECKOM

.. BewecrBe B ob6beme, npegycmoTrpeHHOM u4actbio |l peKomeHgauuin no.

3aNo0J/IHEHUIO OTYETa O XMMUYECKOU 6e30nacHOCTMU.

CTpaterua panbHewnx uccneposaHuii odbopmasetca 3assuTeNnem B
cBobogHOU ¢dopme Ha 6GnaHKe opraHusauum u BKAO4YaeT B ceba cneaytouwyio

' MHGopMmaumio:

' .‘a) nepeyeHb OTCYTCTBYIOWMX AAHHbLIX O CBOWCTBAX HOBOrO0 XMMMUYECKOTO
BelecTsa, Tpebyowmnx ANUTeNIbHOrO U3yYeHUs;

"' B) nepeyeHb MCMNbITaHMMK, nNpoBeAeHUE KOTOpbiXx Heobxogumo pnA
‘"MONYYeHUA OTCYTCTBYIOWMX pAaHHbIX (BKAOYas HaMmeHOBaHME MeToAad
.. 'UCAbITAaHUA WU HOMEpP [AOKYMEeHTa No CTaHAApTU3aLMMK, YCTAaHaB/IMBAIOLLETO
TpeboBaHUA K NpoBeAeHUI0 AaHHOro UCMbITaHUA);

o

i B) nocnenposate/ZibHOCTb nposeaneHuA UCNbITAaHUU W CPOKHN nonyvyeHuA

AAHHbIX;

r) OKOHuYaTeNbHbIA CPOK NpeaocTaBNeHUA 3aABUTENEeM B YNO/IHOMOYEHHbIN
OpraH cBefileHW 0 HOBOM XMMMYECKOM BellecTse, NPpeAyCMOTPeHHOM YacTbio
pekomeHAauuii nNo 3ano/IHEHUIO OTYeTa O XMMMUYECKo be3onacHOCTU, KOTOpbIN
He AO/I}KeH npeBbIWwaTtb nepuoa B 3 roaa.




o

PEKOMEHOALUUU
Nno 3anoJIHeHUIO OTYeTa 0 XuMuUyeckom 6e30nacHOCTU

HammeHoBaHuUue
pa3aenos/
noapasaenos oTyeTa

PeKkomeHAaUMM NO coAEePKAHUIO |
pa3aenos/nogpa3nenos otyera

YACTb | Ob6bwue cBepgeHUn

PekBU3UTbI 3aABUTEeNA (M3rotoBuUTeNs
(ynonHomoueHHOro nsrotosutenem amua), mmnoprepa
XUMMUYECKOoro BeLlectsa u/mam cmecu, B COCTaB KOTOPOIA
BXOAUT XMMUYECKOoe BeLL,eCcTBO)

CBeaeHnA 0 XMMUYECKON NPOoAYKLUU

Knaccnpukauma n mapKupoBKa

PyKkosoacTBo no 6e3onacHOMY MCNO/b30BaHMUIO

alalw/ N T

=]

Pesynbtatbl  MUCCNepOBaHMIt  PUBMKO-XMMMYE!
TOKCUKO/IOrMYECKMX U SIKOTOKCUKOIOTMYECKNX CB

F



OueHKa KpaTKOCpO‘-IHOﬁ OonacHoOCTU no BO3AEﬁCTBMD Ha OPraHnU3m
YyesioBeKa

TOKCMKOKMHETUKA
— NOCTyn/ieHUe B OpraHnsm
— meTabonusm (NnpespaLyeHue BelecTsa)
— pacnpegeneHue B opraHusme
— BbiBeAeHME U3 OPraHn3ma
— 06wwue BbIBOAbI O TOKCUKOKUHETUKE BeLyecTBa
OcTpas TOKCUUYHOCTb
; " — 0CTpafA TOKCMUYHOCTb NPU NPOrNaTbIBAaHUN
' — OCTpas TOKCUYHOCTb NPU NONaAaHUN Ha KOXKY
— 0CTpas TOKCUYHOCTb NPU BAbIXaHUU
—J06u§ue BbIBOAbI 06 OCTPOI TOKCUYHOCTU BELLECTBA
:Paagp,ﬁamarou.l,ee/ HeKpOTUYECKoe AeicTBue
£ nopakeHue (HeKpo3)/pasaparkeHue Koxu
‘o= I'_IQ:._BPE)KAeHMﬂ/pa3Apa)KEHMe rnas
#d = pashpamarou.q,ee AeNCTBUE HA CIU3UCTbIE 060/104KU BEPXHUX AbIXaTeNbHbIX NyTei

' . — oblwue BbIBOADI O pa3aparkalowem/ HEKPOTUYECKOM AelicTBME BellecTsa
" -_‘" "
* CeHcMbunusupyollee aeicrtene

2 : :'ceHCMGMnusupylou.q,ee [eNCTBME NPU KOHTAKTe C KoXeil
- ceHcMbunusupyiowee geiicTeue Npu BAbIXaHUMU
— 06wwMe BbIBOAbI O CEHCMBUAN3UPYLOLLEM AEUCTBUM BELLLECTBA
TOKCUMYHOCTb NPU NOBTOPHOM BO3AEACTBUM

[aHHble 0 NOBTOPHbIX A403aX (NOAOCTPaAA TOKCUYHOCTb) NPU PA3IMYHbBIX NYTAX NOCTYN/IEHUA B OPraHU3m:

— BAbIXaHue
— nonagaHune Ha KOXy

I 9 — npornartbiBaHue
— 06wme BbIBOAbI O TOKCUYHOCTH npu NOBTOPHOM BO3/,eACTBUM BELLEeCTBA

P




JKOTOKCUKONOrM4YecKkue CBOUCTBA

MoseaeHne oKpy»Kaloweii cpege

OueHKa onacHOCTM NO BO34EeUCTBUIO Ha 06bEKTbl OKpYXKatoLeit cpeabl

BoaHble 06beKTbI

[aHHbIE no KpaTKOCPOUYHOMY n
AONTOCPOYHOMY BO3AENACTBUIO Ha BOAHbIE

OpraHM3mMbl — OCTpas W XPOHMUYECKan
) TOKCUYHOCTb ANA:

—  pbib
. —  BOAHbIX 6ecno3BOHOUYHbIX

(pakoobpasHbix)

BOAOPOC/IEe N BOAHDIX pacTeHni
OpraHu3mMoB, O6GMTAOWMX B [OHHbIX
oTnhoXKeHuax (ocagke)

APYrnx BOAHbIX OPraHM3moB

10




MpeanoXxeHuna no AONONAHUTENIbHOMY TECTUPOBAHUIO

UHdopmauma 06 onacHOCTU B OTHOLLUEHMU KU3HM U 340POBbA YENOBEKA, KU3HU U 300POBbA YKUBOTHDLIX U
pacTeHuii, OKpyKaloLLel cpeabl , UMYLLLECTBA

3A0poBbe Yenoseka

Pe3ynbraTtbl OLEHKM [ONTOCPOYHOM OMACHOCTU MO BO3AEUCTBUIO HA
OpraHM3M 4YesioOBEKA Ha OCHOBE CKPUHWHIOBbIX METOAO0B (AaHHble no

" Mousa

Jll
&

BO34,EeMUCTBUIO HA }KMBOTHbIX in vitro) B OTHOLUEHUM:
—  MyTareHHoro geicreus
—  KaHUeporeHHOro geucreus
—  pPenpoayKTUBHOM TOKCUUHOCTU
[aHHble No BpegHOMY BO34eiCTBUIO Ha:
—  MOYBEHHbIe MaKPOOpPraHU3mMbl
—  MOYBEHHbIE pacTeHnn
—  MOYBEHHbIe MUKPOOPraHU3MbI
—  Apyrue noyBeHHble OpraHM3Mbl

PacueTHble nporHosupyembie
6e3onacHble KoHUeHTpauum (PNEC)

DaHHble no PNEC pns pa3snuyHbiXx 06 beKTOB OKpy:Katowen cpeabl:
—  npecHasa/mopcKasa Boaa
—  CTOYHbIe BOAbI
—  AOHHble OTNI0XKeHUA (0caaoK) B npecHo/ mopcKoii Boae
—  no4sa

: OLI,EHKa PBT v vPvB cBOiACTB

—  CpaBHeHMe CBOWCTB BELLECTBA C COOTBETCTBYHOLMMU KPUTEPUAMU
Ha npeamerT: ctoiikocTu (P), 6uoakkymynauum (B) n TokcuuHoctu (7)
—  XapaKTepUCTUKA NOCTYN/IeHUA BELLECTBA B OKPYXKAKOLLYIO cpeay

1|g_omn0|-|e|-rros perncTtpupyemon XuMmmyeckon npoayKLmum

]

Al



YACTDb Il OueHKa onacHocTeu

OueHKa A0NroCPOYHON ONAaCHOCTU NO BO3AEUCTBUIO Ha OPraHU3M YenoBeKa

MyTtareHHOe geicTBUEe

OaHHble No BO34EMCTBUIO Ha }XUBOTHbIX in vivo U
yenoseKa

KaHueporeHHoe geiictene

"
]

o6 e BbIBOAbI O MyTareHHOM AEUCTBUM BeLlecTBa

DaHHble No BO34AEUCTBUIO HA YXMUBOTHbIX in vivo "hpu |
Pa3INYHbIX NYTAX NOCTYN/IeHUA BeLLecTBa B opraHM3M\
AaHHble No BO34eNCTBUIO HA Ye/I0BEeKa

obwume BbIBOAbI O KAHLEPOreHHOM AeNCTBUMN

PenpoAyKTUBHaA TOKCUYHOCTb

o

AaHHble no BO34EUCTBUIO Ha $dyHKUMUIO
BOCNPOM3BOACTBA Y YXUBOTHDIX in Vivo U YenoBeKa
obwme BbIBOALBI O PENPOAYKTUBHOM TOKCUUYHOCTU
BelecTsa

: .,I‘Ip_oque nocneacTBUA HEraTUBHOro
BO34EeNCTBUA

2]

[JaHHble UCCNeAO0BaHMI NO  BbIABNGHUIO  APYrUX
cneumpmnuecknux NOCNeAcCTBUM BPeAHOro BO3AENCTBUA
BelectBa (HEeMPOTOKCUYHOCTb, MMMYHOTOKCUUYHOCTD,
BO3/,elCTBME Ha CMCTEMY KPOBM 1 Ap.)

obwue BbIBOALI O Cneundpuyeckom Bo3AeNHCTBM
BeLlecTBa {




PacueTHble Hepeictylowme ypoBHU (DNEL) n pacyeTHble MUHUMaNbHO AEWCTBYIOLMNE YPOBHM |-

(DMEL)

KpaTkocpouHble apPeKTbl

FEEY

- KpaTKOCPO4HbIe IoKasbHble 3P PeKTbl NPU PasAUYHbIX ny'iax '
NOCTYN/IEHUA B OpraHn3m (BAbiXxaHUe, NoNagaHue Ha KOXY, .
npornaTbiBaHue) %

—  KPaTKOCpOYHble cucTeMHble 3(deKTbl NPU PasUUYHbIX' _NYTAX

NoCcTynaAeHua B OpraHusm (BAbiXxaHue, MoNajaHMe Ha KOXY,
npornarbiBaHue) :

DonrocpouHbie apPeKTbl

—  [DONTrOCPOYHble JIOKaNbHble 3PPeKTbl NpU  PasAUYHbLIX NYTAX

NocTynneHUa B OpraHuM3m (BAbiXaHME, MNONaJaHUE HA KOXKY,
npornatbiBaHue)

—  BONTroCpoYHble cucTeMHble 3¢@eKTbl NpPU  PasAUYHbIX NYTAX

NOCTyn/ieHUs B OpraHuM3m (BAbIXaHMe, nNonagaHue Ha KOXKY,
npornaTtbiBaHue)

Ouietika Bo3gelicTBuA

CueHapum Bo3geicTBuA

OnucaHne cueHapueB BO34ENCTBUA ANA  Ka)XKaAou u3
obnacre npumeHeHMA, YKasaHHOM B n.2.4.1 HacToAWMX
peKkomeHAauun NO COCTAB/IEHUIO OTYEeTa M KO/ANYecTBeHHas
OLLeHKa BO34eiCTBMUA ANA KaXKA0ro cueHapua Bo3aencTBusA

OueHKa n ynpasneHume puckamum

113
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EBPA3O9C

EBPASMMNCKOE IKOHOMUYECKOE
COOBLWECTBO

| honémMTeanoe peweHne 0 HOTUGUKAUUN HOBOFO XMMUYECKOTO
BELLeCcTBa O3HAYAeT OTKPbITME BO3MOMKHOCTM MNPUMEHEHUA K
NaHHOMY XMMMUYECKOMY BeLecTBy W/UAM CMecu, codepKaluel
- flaHHOe XMMMYECKOe BeLLeCcTBO, npoueaypbl paspeLlunTenbHOM
“-:',Ii'(l_J.'Cy,El,apCTBEHHOI‘;I perucTtpaunum XMMMUYecKon npoaykKumm B
“TeyeHne 5 neT c paTbl BK/AOYEHUA CBEeAEHMM O HOBOM
XMMUYECKOM BellecTBe B PeecTp B COOTBETCTBUM C MOPAAKOM,
YCTaHOBNEHHbIM  TEXHMYECKMM  pernameHTom U1 [lopaakom A
:i)OpMMpOBaHMFI M BefeHMA peecTpa XMMUYECKUX Bell, €T
“¢meceit Cotosa.




NMPUHUUMNbI OTANHOCTU NPU USYHEHUUN TOKCUYHOCTU _‘f“*“"
U ONACHOCTU XUMUYECKUX BELLLECTB U UX CMECEVI_? i

C6op MHbOPMaLUM N3 OTKPbITbIX
MCTOYHMKOB A @aHHbIX . i

AHanNorosbln NOAXo.,

NUccnepoBaHua in vitro

NUccnepoBaHua in vivo




WU3YYEHUE BO3AENCTBUA HA KOXY B OMbITAX IN VITRO

Paspgpa)keHue KoM in vitro: metoa peKOHCTPYKLUN INNAepMUCa YeNoBeKa

OECD TG Ne 439 «lIn vitro Skin Irritation: Reconstructed Human Epidermis Test Method.
Koppo3ua Koxu in vitro: TectTupoBaHmne Ha MOAENIN KOXKU Yel0BeKa.
OECD TG Ne 431 «In vitro Skin Corrosion: Human Skin Model Test»

MeToa membpaHHOro 6apbepa Ana TeCTUPOBAHUA KOPPO3UM KOXKM in vitro.
OECD TG Ne 435 «In Vitro Membrane Barrier Test Method for Skin Corrosion» |

Koppo3ua Koxxu. Metoa, oueHKU TPAHCKOXXHOrO 3/1eKTPUYEeCKOro ConpoTuBaeHUA (TER) in
: vitro.
OECD TG Ne 430 «In vitro Skin corrosion Transcutaneous Electrical Resistance test (TER)»

KpaTkoBpemeHHoe Bo3aeiictBue. Metopa ucnbiTaHuaA in vitro ansa naeHTMeuKaumm i)
XMMUYECKMNX BeLecTs, Bbi3bIBaIOLUX CEpbe3HOE NoBpeXAeHue rnas u ii) Xumunueckux

ééu.u,"t—z'cm, He Tpebylowmx KnaccupuKaumum no pasapa’KeHuto rnas uam cepbesHomy
noBpexaeHusa rnas
OECD TG No. 491: Short Time Exposure In Vitro Test Method for Identifying i) Chemicals Inducing
SErlous Eye Damage and ii) Chemicals Not Requiring Classification for Eye Irritation or Serious Eye
Damage

WU3YYEHUE KOXXHOWU PE3OPELIMM IN VITRO

KoXXHo-pe3opbTuBHOE geincTBme: meTtog, in vitro.
OECD TG Ne 428 «Skin Absorption: in vitro Metod»

16 |




CEHCUBU/TINU3SALUA KOXKHU

In vitro CeHcubununsaumsa Koxu

OECD Test No. 442D: In Vitro Skin Sensitisation
an XMMW—IECKOM CEHCMGMIWBaU,MM KOXU. AHanuns I'IpﬂMOVI nen'mp,Hou peaKTVIBHOCTM

(DPRA)
OECD Test No. 442C: In Chemico Skin Sensitisation Direct Peptide Reactivity Assay (DPRA)

In vitro CeHcMbunusauma Koxm .
Vltro TeCTbl Ha YYBCTBUTE/NIbHOCTb KOXXU , NOCBALLEHHbIE K/IDYEeBOMY co6bITHIO N no .
aKTUBALWUU AHAPUTHDbIX KNEeTOK Ha NyTU HebnaronpuATHOro ucxoga ANA

: CeHCUbUnNn3aLnnN KoXu
OECD Test No. 442E: In Vitro Skin Sensitisation In Vitro Skin Sensitisation assays addressing the Key
Event on activation of dendritic cells on the Adverse Outcome Pathway for Skin Sensitisation

U3YYEHUE B/IMAHUA HA NMONTOBbIE TOPMOHDI

-+ H295R in vitro TecT Ha cTepouaoreHes ¢ UCNO/Ib30BaHMEM Ye/I0BEYECKOM KNETOUYHOM

NVUHUU agpeHOKapLUHOMDI
OECD TG Ne 456 «H295R Steroidogenesis Assay»

U3YYEHUE POTOTOKCUYHOCTU IN VITRO
OueHKa POTOTOKCUUYHOCTM in Vvitro B Tecte NornoweHusa HEMTPaAbHOIO KPacHOro
Knetkamm 3T3 (3T3 NRU). £

17

OECD TG Ne 432 «In vitro 3T3 NRU phototoxicity test»




FTEEHETUYECKAA TOKCUKO/10TUA
MeTopa oueHKM 06paTHbIX MyTaLuMit Ha 6akTepuax

OECD TG Ne 471 «Bacterial Reverse Mutation Test»
MeTopa oueHKN XPOMOCOMHDIX abeppauunii B KNeTKax MIeKONUTaloLWwmX in vitro

OECD TG N2 473 «In vitro Mammalian Chromosome Aberration Test»
MuKpoaaepHbIA TeCT Ha IPUTPOLUTAX MAECKONMUTAIOLLUX

OECD TG Ne 474 «Mammalian Erythrocyte Micronucleus Test»
MeToa, oueHKM reHHbIX MyTaLuii Ha KNeTKax M1eKoONUTalLWwmX in vitro

{ NpeHTuYeH mexayHapoaHomy aokymeHTy OECD TG Ne 476 «In Vitro Mammalian Cell Gene Mutation Testi§

MeTopA OLEeHKM Cuen/IeHHbIX C NOZI0M PeL,eCcCUBHDIX JIeTaNlbHbIX MyTauuii y Drosophila melanogaster:

OECD TG Ne 477 «Genetic Toxicology: Sex-Linked Recessive Lethal Test in Drosophila melanogaster»
MeTopg oueHKM reHHbIX MyTaLuii Ha Saccharomyces cerevisiae

OECD TG Ne 480 "Genetic Toxicology: Saccharomyces cerevisiae, Gene Mutation Assay"
MeTtoa, oueHKU MUTOTUYECKOI peKoMbuHauumu Ha Saccharomyces cerevisiae

; "‘JOECD TG Ne 481 «Genetic Toxicology: Saccharomyces cerevisiae, Mitotic Recombination Assay»

NospexaeHua AHK n penapatusHbiii/BHennaHOoBbIN cnHTe3 [IHK B KneTkax maeKonuTalowwmx in vitro

18]

:CSECD TG Ne 482 «Genetic Toxicology: DNA Damage and Repair/Unscheduled DNA Synthesis in Mammalian Cells
. in vitro»

MuKpoaaepHbIA TECT Ha KNEeTKax MIEKONUTAOLWMX in vitro
OECD TG Ne 487 «Genetic Toxicology: In Vitro Mammalian Cell Micronucleus Test»

CECTpMHCKMe XpomaTtugHbie 0bmeHbI B KneTKax MmaeKonutTarwmx in vitro

OECD TG Ne 479 «Genetic Toxicology: In vitro Sister Chromatid Exchange Assay in Mammalian Cells»
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