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FOCT 34993—2023

Mpeancnoeue

Llenw, ocHOBHLIE NPUHLMMBLI M 0BLKMe NpaBuna npoBedeHnsa paboT No MeXrocyqapCTBEHHOW cTaHgap-
Tusaumm yctaHosnedbl FOCT 1.0 «MexrocynapcTeeHHas cucTeMa cTaHaaptuaaumu. OCHOBHbBIE NMONOXKEHUA»
1 FOCT 1.2 «MexrocyaapcTBeHHasa cuctema ctangapTtusauuv. CTaHaapTsl MeXrocyaapcTBeHHbIe, npaBuna
M pekoMeHZaLuKn No MexrocyaapcTBeHHON cTaHdapTusauuun. Mpaeuna paspaboTku, NPpUHATUS, 0BHOBNEHWS
M OTMEHbI»

CeeneHus o cTaHgapTe

1 PA3BPABOTAH Accouuauunein npouseogutenein napdoMmepumn, KOCMETUKA, TOBAPOB OLITOBON XMMWUA U
rurnensl (AMMKWK BX) n Poccuitckoin MapgomepHo-Kocmetnyeckon Accounauneit (PIMKA)

2 BHECEH ®egepanbHbiM areHTCTBOM MO TEXHUYECKOMY PEryrmpoBaHUio M METPONorim

3 NMPUHAT MexrocyoapCTBeHHLIM COBETOM MO CTaHA4apTU3auuuv, MeTponorum u cepTudurkaumm
(npotokon ot 31 aerycta 2023 r. Ne 164-11)

3a NMPUHATWE NporofiocoeBanu:

KpaTkoe HaumeHoBaHue CcTpaHbl Kog cTpaHbl CokpalgHHoe HaunMeHOBaHWe HauMoHansHoro opraHa
no MK (MCO 3166) 004—97 no MK (MCO 3166) 004—97 no craHgapTusayuu
ApmeHus AM 3A0 «HauwoHanbeHbIM OpraH Mo cTaHgapTv3auun u
MeTponorum» Pecnybnuku ApmeHus
KasaxcraH KZ lNoccrangapt Pecnybnuku KasaxcrtaH
Kvpruanga KG KelpreiactaHgapt
Poccus RU PocctaHgapt
TamkukmcTaH TJ TapxukcTanoapt
Y3bekucTaH uz Yactangapt

4 TMpukasom PegeparnbHOro areHTCTBa No TEXHUHYECKOMY perynvpoBaHuk U meTponorim ot 21 gekabps
2023 r. Ne 1609-cT mexrocynapctBeHHbln ctangapt FOCT 34993—2023 BBefeH B OeWCTBME B KayecTBe
HauwnoHanbHoro ctaHgapta Poccuiickon ®egepaunn ¢ 1 mana 2024 r.

5 BBE[OEH BIEPBbIE

MHpopmayusa o geedeHuu 8 delicmeaue (npekpaweHuu delicmeus) HacmoAweao cmaHdapma u usMe-
HeHUU K HeEMY Ha Meppumopul ykasaHHbIX 8bilie eocydapcme nybnukyemcs 8 ykazamensx HayuoHanbHbIX
cmaHOapmos, uzdasaembix 8 amux 2ocydapcmeax, a makxe e cemu VMiHmepHem Ha calimax coomeemcmay-
FOWUX HayUoHamsHbeIX opaaHo8 no cmaHdapmusayuul.

B cnyyae nepecmompa, USMEHEHUS UMU OMMeEHbLI Hacmosiwezo cmaHdapma coomsemcmaeyrolwias
uHpopmayus bydem onybrukosaHa Ha oghuyuansHoOM uHmepHem-calime MexeocydapcmeeHHo20 cogema
no cmaHOdapmu3sayuu, Mempoaoauu u cepmugukayuu 8 kamanoze «MexzocydapcmeeHHble cmaHdapmbiy

© Odopmnenue. OIBY «MHCTUTYT cTangapTulauuu», 2024

B Poccuiickon ®egepaummn HacTOALWMIA CTaHAaPT HEe MOXKET BbiTb MONMHOCTLID UMK
YacTU4YHO BOCNPOU3BEOEH, TUPAXKMPOBAH N pacnpocTpaHeH B KadecTee ouunansHoro
n3gaHus bes paspelleHns PegepanbHOro areHTCTBa N0 TEXHUYECKOMY PErynMpoBaHUiD
W MeTpONorun
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FOCT 34993—2023

BeegeHue

BezonacHocTb NnapdMepHO-KOCMETMYECKON NPOAYKUMM (Oanee — NpoayKuusa) B Lenax 3alnThbl XKU3HKU
W 300pOBbS 4YenoBeka obecneynMBaeTCsl COBOKYMHOCTLH TpeboBaHWIA, B TOM YMCIE K TOKCUMKONOTMYeCKUM
nokasatenam [1].

ManoxeHHas B HacTosileM cTaHAapTe MeTOAMKa MOo3BonseT cAenaTth 3akNiYeHue O TOKCUKOMorvye-
CKol 6e30nmacHOCTU MPOAYKLMW Ha OCHOBE aHanvW3a COOTBETCTBYLLNX TOKCUMKOMOMMYECKUX XapakTepUCTUK
WHIpeJueHTOB, BXOASLLMX B €€ COCTaB, M MX BO3OEWCTBUA HA 300POBLE YenoBeka npu ycrnosuu cobnroge-
HWA HOpManbHbLIX UNKM 0B60CHOBaHHO NPeAcKa3yeMbliX YCNOBUIA NPUMEHEHUS NPoayKUUK. TOKCUKoNorudeckas
OLIeHKa ABNAETCA CAMOCTOATENLHBIM METOAOM M MOXET ObITb UCNOMNBb30BaHAa NPKU OLEHKE COOTBETCTBUSA Mpo-
aykuuu TpebosaHusam [1].

v
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M E X I OCVYOAUPTC CTUBTETHHUB # C TAHAOAUPT

npPoayKUuMA NAPPHOMEPHO-KOCMETUYECKAA

TokcuKonoru4yeckana oueHKa Ha OCHOBEe aHanM3a TOKCUKONOTrn4Yeckux XapakTepucTUuK
WUHIrpegueHToB

Perfume and cosmetic products. Toxicological evaluation of cosmetics based on the analysis of the toxicological
characteristics of its ingredients

Data BeepeHuna — 2024—05—01

1 O6nacTtb NpUMeHeHnA

HacToslniA cTangapT pacnpocTpaHsaeTcs Ha napgoMepHO-KOCMETUYECKYID NPoayKUMIO (aanee — npo-
AYKUMA) M yCTaHaBNUBaET METOAMKY NPOBEAEeHUS] TOKCUMKONOMMYECKOoM OLeHKN NpoayKuM Ha OCHOBe aHanuaa
TOKCUKOINMOTMYECKUX XapakTepUCTUK MHTPEAMEeHTOB, BXOASALWMX B COCTAB NpoayKUMm.

2 HopmaTuBHbIe CCbINKK

B HacToswem ctaHgapTe MCnonb30BaHbl HOPMAaTUBHbBIE CChIMNKW Ha Cnefylolwne MexrocyqapCTBeHHbIe
cTaH4apThbi:

FOCT 32048 lNpoaykuusa napdoMepHo-KocMeTudeckasa. TepMUHLI U ONpeaeneHuns

FOCT 32296 MeTtogbl UCNbITAHWIA NO BO3OEACTBUMIO XMMWYECKOW NPOAYKUMW Ha OpraHv3M 4enoBeka.
OcHoBHble TpeboBaHMA K NPOBEAEHNIO MCMBITAHWIA MO OLEHKE OCTPOA TOKCUYHOCTW MPU BHYTPWKENYIOYHOM
NOCTYNNeHUN MeTog0M PUKCUPOBaHHOW 403bl

MOCT 32373 MeTtogpbl UCNbITAHWIA NO BO3AEACTBUIO XMMWYECKON NPOLYKLMW Ha opraHM3M Yenoseka. Oc-
HOBHble TpeboBaHUS K MPOBEAEHWIO UCTBITAHWUIA MO OLEHKE OCTPOW TOKCUYHOCTW MPU HAKOXHOM MOCTYNINEeHUH

FMOCT 32383 MeTtoabl UCMbITAHWMS MO BO3OENACTBUMIO XMMWYECKOW NMPOAYKUMM HA OpraHvM3M 4YenoBeka.
M3yuyeHne XpoHUHeCKOM TOKCUHYHOCTK NPU MHransiuMoHHOM NOCTYNAeHUN

FMOCT 32437 MeToabl MCMbITAHWA MO BO3OENCTBMIO XMMWYECKOW NPOAYKUMWM Ha OpraHn3M YernoBeka.
M3yyeHne XpoHMYECKOM TOKCMYHOCTH NMPU HAKOXKHOM NOCTYMNeHUK

FMOCT 32519 MeTogbl MCMbITAHWA MO BO3OENCTBMIO XMMWYECKOW NPOAYKUMM Ha OpraHu3M YernoBeka.
N3yyeHne XpoHUYECKOM TOKCUYHOCTH MPU BHYTPUXENYAOYHOM NOCTYNAEHUN

FOCT 32542 MeTtogbl UCMbITAHWS MO BO3OENCTBMIO XMMWYECKOW NMPOAYKLUMM HA OpraHvM3M YenoBeka.
OcHoBHble TpeboBaHWA K NPOBEOEHWIO UCMNbITAHWA NO OLUEHKe OCTPOW TOKCUYHOCTU NPW UHFANALUOHHOM MOo-
CTynneHuu

MOCT 32634 MeTogbl MCMbITAHWIA NO BO3OENCTBMIO XMMMWYECKOW NPOAYKUMM Ha OpraHuaM YernoBeka.
PaabvegaHue koxu in vitro. MeTtogbl ¢ ncnonb3oBaHMeM peKoHCTPYMPOBaHHOIO YEeroBe4Yeckoro anunaepmuca

MOCT 32636 MeTtoabl UCNbITAHWMS MO BO3OENACTBUIO XMMWYECKOW NMPOAYKLUMU HAa OpraHv3M 4eroBeka.
Cy6xpoHuueckas nHranaumMoHHasa TokeuyHocTe: 90-gHeBHOE uccnegoBaHue

FOCT 32637 MeTtoabl UCNbITAHWMS MO BO3OENACTBUIO XMMWYECKOW MPOAYKLUMU Ha OpraHv3M 4YenoBeka.
[MoBTOpHOE UCCcnegoBaHWe nepopansHOW TOKCUMYHOCTK Ha rpbidyHax: 90-gHeBHoe

MOCT 32639 MeTogbl MCMbITAHWA MO BO3OENCTBMIO XMMWYECKON NPOAYKUWMM Ha OpraHusM YernoBeka.
CybxpoHWyeckas KoKHasi TOKCMYHOCTE: 90-aHeBHOe nccnegoBaHve

FOCT 32641 MeTtoabl UCNbITAHWMS MO BO3OENACTBUMIO XMMWYECKOW NMPOAYKLUMU HAa OpraHv3M 4eroBeka.
OnpepeneHue TOKCMYHOCTU NPU MOBTOPHOM/MHOIOKpaTHOM NMepopanbHOM NOCTYNNEHUNU BELLECTBa Ha rphi3y-
Hax. 28-AHeBHbIN TeCT
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FOCT 34993—2023

MOCT 32643 MeTtogb! MCNbITAHWMA MO BO34EMCTBUID XMMWYECKOW MPOAYKLUMKM Ha OpraHuM3M 4eroBeka.
TOKCMYHOCTEL NO4OCTPasa MHransunoHHas: 28-gHeBHOe uccnegopaHue

MOCT 32644 MeTtogb! UCMBITAHWUA MO BO3AEMACTBUIO XMMWYECKOW MPOAYKLUMKM Ha OpraHW3M 4YernoBeka.
OcTpas nepopanbHas TOKCUYHOCTb — METo onpeaeneHus Knacca OCTPOW TOKCUYHOCTU

FOCT 33506 lMpoaykuus napdroMepHo-KocMeTudeckasa. MeToabl onpegeneHyst U OLEHKW TOKCUKOMO-
rMYecKux nokasatenei besonacHocTn

MOCT 34637 MeTtogb! MCNBbITAHWIA NO BO3OENCTBUIO XMMWYECKOW NPOAYKUMK Ha OpraHuM3M 4YernoBeka.
PasbegaHue koxu in vitro. MeToa YpeCcKoXXHOro 3aNeKTpUYecKoro ConpoTuBIeHUs

MOCT 34638 MeTtogb!l UCNBITAHWIA MO BO3AENACTBUIO XMMWYECKOW NPOAYKLMKM HA OpraHW3M 4ernoBeka.
PasbepaHune koxu in vitro. Metoa membpanHoro bapbepa

FMOCT 34639 MeTtogb! UCMBITAHWIA NO BO3OEMCTBUIO XMMWYECKOW MPOAYKLUMKM HAa OpraHuM3M 4ernoBeka.
PasgpaxeHune koxu in vitro. MeTogsl ¢ cnonb3oBaHWeM peKoHCTPYMPOBAaHHOIO YeroBe4yeckoro anungepMmuca

FOCT 34722 MeTtogbl UCNBITAHWIA NO BO3AENCTBUMIO XMMWYECKOW NPOAYKLMKM Ha OpraHuM3M 4YernoBeka.
MeTog nccnegoBaHU NOMYTHEHUSA WU NPOHMLIAEMOCTM POrOBMLbI KPYNMHOIO poraToro ckota Ans onpegeneHus
XUMWYECKOW NPOAYKLMMW, Bbi3bIBAKOLLEN CeEpPbe3HOe NMOBpeXOeHWe rmas, U XMMUYECKON NpoayKumu, He Tpeby-
Howen Kknaccudunkaumm onacHOCTU Kak Bbi3blBaKLLEW pasgpaKeHne Unn cepbesHoe NoBpexaeHue rnas

FOCT 34726 MeTtogb! UCNBITAHWIA NO BO3OEMCTBUIO XMMWYECKOW NPOAYKLMKM Ha OpraHuM3M 4YeroBeka.
MeToa nccnegoBaHui in vitro ¢ npuMeHeHUeM KpaTKOBPEeMEeHHOW 3KCNO3ULUMK AnNS onpeaeneHns XMMmndeckom
NPOAYKLWK, Bbi3blBAKOLLEN CEPbEe3HOE NOBPEXOEHME Ma3, N XMMWYECKOW NpoayKun, He Tpebytollel knaccu-
dhrKaLMn ONacHOCTU KaK BbI3bIBAOLEN pasfgparkeHue UM cepbe3Hoe NoBpexaeHne rnas

FMOCT 34735 MeTtogb! MCNBbITAHWIA NO BO3OENCTBUIO XMMWYECKOW NPOAYKUMKM Ha OpraHuM3M 4ernoBeka.
MeToabl UCNbITAHWA C MPUMEHEHWEM PEKOHCTPYMPOBaHHOIO poroeoro anutenus vyenoeeka (RhCE) ans onpe-
OeneHnsa XMMUYeCcKon NpoayKuumn, He TpebyroLlen knaccudgukaumm onacHoCTU Kak Bbl3blBatoLLEN pasgpaxe-
HMEe UM cepbe3HOoe NoBpeXxaeHue rnas

MOCT 34736 MeTtogb! MCNbITAHWA NO BO3OENCTBUIO XMMWYECKOW MPOAYKUWKM Ha OpraH1M3M 4YeroBeka.
MeTog ucnbiTaHW C UCNOMNb30BaHUEM W3BNEYEHHOro rnasa Kypuusl Ana onpegeneHus XMMUYecKon npoayk-
LMK, BbI3bIBAKOLLEN Cepbe3HOe NOBPEeXAeHWe rMa3, 1 XMMWYeCcKon Npoaykuuu, He Tpebylowen knaccuduka-
LI OMACHOCTW KaK Bbi3blBAKOLLEN pasgpaxeHne Mnn cepbLe3Hoe NoBpexgeHne rnas

MOCT 34852 MeTogbl UCMbITAHWIA Ha LWUTOTOKCUMYHOCTL. OUeHKa HavanbHbIX 003 ONA UCNbITaHWN Ha
OCTPYI0 NepopanbHy CUCTEMHYH TOKCUYHOCTL. Cepus No McnbiTaHuaM 1 oueHke Ne 129

FMOCT 34853 MeTtogb! UCMBITAHWIA NO BO3OEMACTBUIO XMMWYECKOW NPOAYKLMKM Ha OpraHuM3M 4YernoBeka.
MeTog onpegeneHus npoHuUaemocTn dnyopecluerHa ansg wuaeHTUdUKauun BellecTB, Bbi3blBaOLWUX
pasbedaHue U Cepbe3HOe pasgpaKeHue rnas

FOCT 34876 Metopn oTbopa 0bpazuoB TKaHeW rMasa ana npoBefeHusl TMCTONOMMYecKUX NccnegoBaHuii
W nonyyeHust aaHHbix. Cepus No ucneiTaHusam u oueHke Ne 160

FMOCT 34877.1 MNyTe HeBNnaronpuATHOrO MCXoAda ANA CEHCUBUNM3AaLUKN KOXW, BbI3BAHHON KOBANEHTHbIM
cBsA3biBaHWeM ¢ 6enkamu. Yacte 1. HayuHble gokasaTensctea. Cepusi No UCMbITaHUAM 1 oleHke Ne 168

FOCT 34877.2 MNyTb HeBnaronpuATHOIO UCXo4a ANSA CEeHCUBMUMM3aUNN KOXKU, BbI3BAHHOW KOBANEHTHLIM
cea3biBaHMeM ¢ Benkamu. Yactb 2. MNpumeHeHne npu knaccudunkaumm n paspaboTke MHTErPUpOBaHHbLIX Nomd-
XO[10B K KOMIMITEKCHOW OLIEHKE W UCTBITAHUSIM XUMUYecKon npogykuunn. Cepusi No UcnbiTaHUaM 1 oueHke Ne 168

FMOCT 34896 MeTtogb! UCNBITAHWIA NO BO3OEMCTBUIO XMMWYECKOW NPOAYKLMK HAa OpraHM3M 4YernoBeka.
CeHcubununasauus koxu in vitro. Metoa onpeaenexnunsa nwoundepassl ARE-Nrf2

FOCT 34899 MeTtogk! UCMBITAHWIA NO BO3OEMCTBUIO XMMWYECKOW MPOOYKLMKM HA OpraHuW3M 4ernoBeka.
CeHcubunuzauumsa koxu in chemico. MeToabl, OCHOBaHHbIE Ha KIMOYEBbLIX COBLITUAX NyTK HeBnaronpMsaTHOrO
MCX0aa NP KOBaneHTHOM CBA3biBaHUKM ¢ benkamm

MpumMeyaHue — lNpy NONb30BaHUM HACTOALMM CTaHOAPTOM LenecoobpasHo NPOBEpUTb OEMCTBME CChINoY-
HbIX CTaHOApPTOB (M KnaccudUKaTopoB) Ha ocMLManbHOM MHTEpHET-calTe MexrocyapCTBEHHOMO COBETa Mo cTaHaap-
TU3aUMUK, METPONOTMU U cepTUdMKaLMK (www.easc.by) UK Mo ykasaTensiMm HaluMoHanbHbIX CTAaHOAPTOR, M3AaBaeMbIM B
rocynapcTBax, ykasaHHbIX B MPEeaUCoBUM, UMW Ha OhULIMabHBIX CaiiTax COOTBETCTBYHOLLMX HALMOHAMNBHBLIX OPraHoB Mo
cTaHaapTu3aumn. Ecnv Ha JOKYMEHT faHa HeqaTupoBaHHas Coblfka, TO CriedyeT UCNoNb30BaTe AOKYMEHT, AENCTBYOLLUIA
Ha TEKYLUMA MOMEHT, C Y4ETOM BCEX BHECEHHbIX B HEFO M3MeHeHU. Ecnm 3aMeHeH CChINOYHbIA AOKYMEHT, HA KOTOPbIN
JaHa [aTWpOBaHHAsA CCbiNka, TO CriedyeT WCMOoMb3oBaTh yKa3aHHYK BEpPCUI0 3TOro AOKyMeHTa. Ecnu mocne npuHatha
HACTOALLEro CTaHAapTa B CChINOYHLIA AOKYMEHT, HA KOTOPLIA AaHa AATUPOBAHHANA CCbINKa, BHECEHO W3MEHeHMWe, 3aTpa-
rMBAIOLLEE NOMNOXKEHUE, HA KOTOPOE AaHa CChIfKa, TO 3TO NOMNoXeHne NpUMeHsaeTca bes yyeta gaHHoro uameHeHms. Ecnu
CChINOYHbIM JOKYMEHT OTMEHEH BE3 3aMeHbl, TO MOMOXKEHWUE, B KOTOPOM [aHa CCbINKa Ha HEro, MPUMEHSAETCH B 4acTu, He
3aTparuBarLLeil 3Ty CChInKy.
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3 TepMUHbI, onpeaeneHUsa N CoKpaweHus

3.1 B HacTosiLemM cTaHZapTe npuMeHeHsbl TepmuHel no [1], FTOCT 33506, MOCT 32048, a Takke cnegy-
OLLNe TEPMUHBLI C COOTBETCTBYHLLNMMU onpeaeneHnamu:

3.1.1 6uogocTynHoCTb: CKOPOCTL W CTEMEHb, C KOTOPLIMW BELWECTBO MOXET ObiTh MOMMOLEHO opra-
HU3MOM W JOCTYMHO Ans MeTabonuama unu B3aumogeincTBusl ¢ BMoNorMyeck 3Ha4YMMbIMK peLenTopamu.

3.1.2 pepmanbHan abcop6uus; DA: CnocobHOCTL BelLecTBa MPOHMKATL B KOXY HA YPOBHE OOHOrO
UIN HECKOINBLKUX CTPYKTYPHBIX CITOEB KOXW.

3.1.3 poza: OcHOBHasa Mepa 3KCNO3ULUKN, XapakTepuayoLLas KonMYecTBO XMMNYECKOTO BELLLECTBA, BO3-
OENCTBYIOLLEE HA OpraHu3Mm.

3.1.4 3aBucumocTtb «go3a—adcdekT»: Koppenaums mexay 40301 W Jofeil 3KCMOHUMPOBAHHOW nony-
nAUMK, ¥y KOTOPOW pasBumcs creuuduyecknin agoexT.

3.1.5 nogeHTUMKaLMA onacHOCTU: YCTaHOBMNeHWe BMOa M NpUPOObl HeXenaTenbHbIX 3hdeKToB, KO-
TOpble Bbl3BaHbl CBOMCTBAMMW BO3EWCTBYIOLLErO UHIpeaneHTa.

3.1.6 koadpchmumeHT yaepxaHua: OTHOCMTENbHAsA BENWYKMHA, NOKasbiBalLLas, Kakas YyacTb HaHeceH-
HOTO Ha KOXY MpoAyKTa A0CTYNHa AN MOrMoLeHns.

3.1.7 HexenaTenbHblA adpcekT: HebnaronpuaTHasa peakuws ANs 300POBbs YeNOBEKa MpU YCNOBUK
cobnwogeHnss HopManbHbIX UM 06OCHOBAHHO NpeacKasyemMblX YCIOBUI MPUMEHEHUHA MPOOYKLWN.

3.1.8 onacHocTb: COBOKYNHOCTL CBOWCTB (hakTopa cpenbl 06uTaHusa YenoBeka (M KOHKPETHOW CUTY-
auuun), onpenensanlmnx ux cnocobHOCTL BbI3biBaTL HebraronpusiTHble AN 300poBbA addekTbl Npu onpege-
MEHHbIX YCMOBUSAX BO3OENCTBUSA.

3.1.9 oueHka puckoRB: [Mpouecc, NpegHa3HAYeHHbIR ONs pacyeTa UM OLEHKN pUCKa ONA KOHKPETHOro
opraHuama, cMcTeMbl Unu cyBnonynauun, BKNKYas BbiSBNEHWe COMYTCTBYIOWMX HeonpedeneHHocTer nocne
BO34EeNCTBUSA OLIEHWBAEMOro BellecTBa, C YY4EeTOM Kak MPUCYLLUX eMy XapakTepucTuK, Tak u ocobeHHocTen
KOHKPETHOW LeneBol ayanTopun.

3.1.10 puck: BepoATHOCTL NPUYMHEHWS Bpeaa XW3HWU UMK 300P0BbLH YernoBeka.

3.1.11 akcno3uumsa: KoHUeHTpauWs UM YMCNEeHHO BbIpaXXeHHOEe KONMWYEecTBO BellecTBa (MpoayKuun),
KOHTakTupywLwasa(ee) ¢ OpraHn3MoM C ONpeferneHHon YacTOTOM M NPOOOIKUTENBHOCTLIO, T. €. NoKasaTenb,
YYMTbIBAKOLLMA MHTEHCUBHOCTL W AMMTENbHOCTL KOHTaKTa.

3.1.12 in vitro: 3kcnepuMeHT B Npobupke — BHe XNUBOFO OpraHnamMa.

3.1.13 in vivo: JKCNepuUMeHT Ha XWBOM OpraHM3Me.

3.1.14 in silico: KomnblioTepHoe MOOeNUpPOBaHKe (CUMYNALUA) 3KCNepuMeHTa, Yalle 6Monoruyeckoro.

3.2 B HacTofleM cTaH4apTe UCNONbL30BaHLI CNEAYOLME COKPaLLEeHNA:

LOAEL — myvHMManbHas go3a npenaparta, MI/Kr Macchl Tena, NpMBoAALLas K pa3BUTUI0 Habnwgaemblx
HexenaTtenbHbix achdekToB (lowest-observed-adverse-effect level);

MoS — koadhdpuumenT BesonacHoctn (The Margin of Safety). BennunHa, nonyyeHHass B peaynsrarte
geneHus Hanbonee BbICOKOW [03bl UMM YPOBHS BO3OEWCTBWS, MPU KOTOPOM He Habnogaetcs HeraTMBHbIX
athheKkToB Ha JO3Y NPU CUCTEMHOM BO3AEWNCTBMM MHIpeaMeHTa napgoMepHO-KOCMETUYECKON NPoayKUWK;

NO(A)EL (NOAEL) — makcumansHasi 403a WHrpeouMeHTa, Mr/(Kr B eHb), UKW YypPOBEHb BO3OENCTBMIA,
Npu KOTOpbIX He HabnwaatTcs HexenaTtensHble addekTsl (No-Observed-Adverse-Effect-Level);

NOAELsys — posa cucTeMHOro BO3AENCTBUSA BellecTBa, paccuuThiBaeMas Ha ocHoBe NOAEL c wuc-
nonb30oBaHWEM [0NU BellecTBa, abcopbupyemMoro CUCTEMHO;

SED — po3a cMcTeMHOro BO3L4eNCcTBUS MHrpegueHTa. Konn4ecTBo, KOTOPOe NOTeHLManbHO MOXET No-
nacTb B KPOBOTOK U ByAeT AOCTYNHO CUCTEMHO, KT Macchl Tena/aeHsb.

4 O6wme NnonoxeHns

4.1 Tokcukonormyeckas oueHKa npoaykuuu BknioyvaeT B cebs aHanmMs TOKCMKONOMMHYECKUX XapakTepu-
CTWK MHTPEOWEHTOB NMPOAYKUMWA U MHTEPNPETaLMi0 NOMYyYEeHHbIX AaHHbIX.

4.2 VHdopmaumsa O TOKCMKONOTMYECKMX XapakKTepucTUKax WHrpeaueHTOB B COOTBeTcTBMM € 5.2.1.1,
5.2.1.2 n 5.3 npegctaengaeT 3asaBUTENb.

3asBuTENL NONy4YyaeT MHPOPMALUK U3 CMEAYHOLNX UCTOYHUKOB!

- aHHble 0 Be30MNacHOCTU, HaxoaaLWMecsa B JOCbE NOCTABLMKOB UHTPEAUEHTOB;

- JaHHbIE Hay4YHbIX Nybnukauui;

- 00WenoCcTyNHbIe HaLUMOHanbHbIe ¥ MeXayHapoaHble Dazbl, cogepxallie TOKCUKONOTUMYeCKUe gaHHbIe
(cMm. mpunoxeHue A);

- TEXHUYEeCcKan AOKYMEeHTALKUSA KOMNaHUM — W3rOTOBUTENS rOTOBON NPOAYKLMN.
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MHdopMaLns 0 TOKCUKOMOTMYECKUX XapakTepUCTUKaxX MHIPEANEHTOB MOXET BbiTb NONyyYeHa nNo pesynb-
Taram;

- UccrnegoBaHUKM ¢ UCMOMNb30BaHWEM IKCNePUMEHTAIbHbIX XXUBOTHLIX N VIVO M0 HOPMATUBHBLIM AOKYMEH-
Tam, OeACTBYHL MM Ha TeppUTOpPUM rocyfapcTea, NpuHaBLIEero ctaHaapT. [NpumeHsawT Takke MTOCT 32296,
FOCT 32373, NOCT 32383, TOCT 32437, OCT 32519, NOCT 32542, TOCT 32636, MOCT 32637, TOCT 32639,
FOCT 32641, FTOCT 32643, TOCT 32644;

- uccrnegoBaHUWM C MCMONb30BaHWEM anbTepHaTUBHLIX METOOOoB in Vifro Mo HOPMAaTWMBHbIM OOKYMEH-
TaMm, AeWCTBYHLWMM Ha TEPPUTOPUN rOcydapcTea, NpuHsaBLero ctaHgapt. MNMpumensoT Takke FTOCT 32634,
FOCT 34637, TOCT 34638, TOCT 34639, TOCT 34722, TOCT 34726, TOCT 34735, OCT 34736, TOCT 34852,
FOCT 34853, TOCT 34876, TOCT 34877.1, TOCT 34877.2, TOCT 34896, TOCT 34899;

- NPOrHO3MpPOBaHKUA in Silico ¢ Mcnonb3oBaHMEM [OaHHLIX, MNOMyYeHHLIX Ha OCHOBE aHanuaa OGnMakux
mMexay cobol Mo XMMWYECKOW CTPYKTYpe aHanoroB, UMeKLMX obwme dyHKLMOHaNbHbIE TPYNnbl (MPUHLMN
CTPYKTYPHOro nogobus), 1 MOAENMPOBaHUs Ha OCHOBaHMKW KONMMYECTBEHHOMO U Ka4eCTBEHHOMO COOTHOLIEHMUS
«CTpYKTYpa — ceomncteo» [(Q)SAR, read-across metoab! 1 np.].

MpuMeyaHne— McnonbayeTcsl oauH Unu Bonee 13 ykasaHHbIX BAPUaHTOB NyTU Nony4eHns UHopMaLmm.

4.3 TOKCUKOMOTrMYecKyr OLEeHKY NpoayKUWM Ha OCHOBe MOoNy4eHHoW WMHdopmauvMu NpoBoaaT U OOKY-
MeHTanbHO 0OPMNSIOT CneuuanucTel UCnbiTaTenbHbIX NabopaTopuii (LeHTpoB). MNpu OLeHke COOTBETCTBUS
TpeboBaHusaM [1] OLEHKY NMPOBOAAT CMeuuanncTbl aKKkpeOWTOBAHHLIX WCMbITaTeNbHbIX nabopaTopuid (LeH-
TpoB), B 06nacTb akkpeauTaLmuM KOTOPbIX BKIOYEH HACTOSILLMIA CTaH4apT.

4.4 O6WMA Noaxon K aHanuay TOKCUKONOTMYECKMX XapakTepuUCTUK MHIpeaueHTOB NPOAYKUMM OCHOBaH
Ha NpUHLMNAax U NpakTUKe OLEeHKW pucka, 0BbIYHO NPUMEHSEMbIX AN XMMUYECKUX BELLECTB C y4eToM (akTo-
POB, OTHOCSILLMXCS K FTOTOBOWM MPOAYKLWW 1 NpednonaraeMoMy HasHauyeHuHo.

5 AHanM3 TOKCUKONOrMYecKkux XapaKTepuCcTuK MHrpegneHToB

AHanM3 TOKCMKOMOTMMYECKUX XapakTepUCTUK MHIPEOMEeHTOB OCHOBAH Ha OLEHKe pucka Ans 300POBbS
YyernoBeka B YCMOBUAX HOPMarnkHOrO UMM 060CHOBAHHO MPOrHO3MPYEMOro NpUMeHeHUs NPOAYKUKK, B COCTaB
KOTOpPOW BXOAAT JaHHbIe UHTPEONEHThI.

OueHKa pucka BKMK4YaeT cnegyolme aTansbl:

- MOEHTUdKUKALMA ONacHOCTU Ha OCHOBaHWM MMERLLIMXCHA TOKCUKONMOTMYECKUX JaHHbIX;

- OL|@HKa 3KCrno3uumn (Bo3nencTeus);

- OLIeHKa 3aBUCUMOCTM «003a—a3hderTy;

- XapakTepucTuka pucka.

5.1 NaeHTUdIMKALUA ONacHOCTU (BbIABNEeHUEe BUAOB ONAacHOro BO3AeNCTBUA)

Ha atane naoeHTudMUKaunm paccMaTpuBaloT XapakTepHble TOKCMKOMNOrMYeckne XapakTepucTUKA UHIpe-
OVEeHToB, 0bnaganwmx NoTeHUManbHON BO3MOXHOCTBIO MPUYUMHEHNUS Bpeda 300P0Bb0 YenoBeka.

Take yunThIBaKOT cnegytowme dusndeckme n XuMmMyeckne CBOMCTBa paccMaTpUBaeMoro BeLlecTsa:

a) chmsmyeckoe coctosiHWe (TBepAoe, Kuakoe, razoobpasHoe);

6) opraHonenTWYeckne CBOWCTBA [LBET, 3anax, BKyc (ecnu npuMMeHumMo));

B) B BOAE M APYTrMX pacTBOPUTENSIX, BKMNOYAs pPeLenTOpHbIe XKMOKOCTH;

r) koadpbuLMeHT pacnpeneneHns (okTaHon/Boga), ecnu NpUMeEHMMO, C yKkazaHueM TemnepaTypebl, npu
KOTOPOW MonyyeH gaHHbIN NoKasaTernb;

) Temnepartypa BOCMnaMeHeHus:;

e) bm3nyeckme CBOMCTBA B 3aBUCMMOCTM OT (DM3NYECKOTO COCTOSTHUS:

X) ONA KMOKOCTeW: TemnepaTtypa KUNeHus, OTHOCUTENbHAaA NNOTHOCTL, pKa, BA3KOCTb, AaBneHve napa
C yKasaHWeM TemnepaTypbl, NP1 KOTOPOW NOMNy4YeHbl AaHHbIE NOKa3aTenu;

W) ona TBepablX BelecTe: Mopdonoruyeckaa dopma (kpuctannuyeckas copma, amopdHas), Temne-
paTtypa nnasneHus;

K) ANS rasoB: NAOTHOCTb C YKa3aHWeM TeMNepaTypbl W OABMNEHUS, MPY KOTOPbIX NOMyYeHbl AaHHbIE Xa-
pPakTepUCTUKK, a TaKKe TeMnepaTypa camoBOCNNamMeHeHus;

n) B crniy4ae BelecTsa, obnagatoLLero CBocTeamMmu nornoweHns Y®-ceeta, HeobxoaAMMO yKasaTb CNeKTp
nornouwerHns Y®-ceeta ANa 0aHHOTO BELLLECTRA;

M) ONA HAHOMAaTepuanoB: pasMep YacTul U WX pacnpeneneHue no pasmepam (rpaHynoMeTpuyecKui
cocTaB);

4
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H) 4nA HAHOMaTepuanos ¢ MOAUMULIMPOBAHHOW NOBEPXHOCTLK/MOKPLITUEM:
1) OaHHble 0 KaX[4oM MaTepuane, UCMONb3yeMOM ANns MoAuduKaLUM NOBEPXHOCTU/MOKPLITUS Ha-
HoMaTepuana,
2) [aHHble 0 PU3MKO-XMMUYECKMX CBOMCTBAX HaHoMarepuana ¢ MoaAudULMPOBaHHOM(bIM) NOBEPX-
HOCTbIO/MOKPBITUEM, AEMOHCTPUPYIOLLME, YTO OHUM CYLLECTBEHHO HE N3MEHUMUCH MO CPABHEHUIO C
TeMm xe HaHoMaTepuanom 6e3 NokpbITUS UNK ¢ ApYyroi MogudukaumMen NoBEPXHOCTU/MOKPLITUS,
6e30MacHOCTL KOTOPOro(0i) y:xe NoATBEPKAEHA, eCN NPUMEHUMO,
3) AaHHble O MPOHUMKHOBEHUW Yepes KOXY, CTabuNbHOCTU MOAUMULMPOBAHHOR(Or0) NOBEPXHOCTW/
NOKPbLITUS 1 (POTO)KATANUTUYHECKON aKTMBHOCTM, €CNA NPUMEHUMO;
n) gpyrve U3NKo-XMMUYeckne cBoMcTBa (Npu HEOBXOAUMOCTH).

5.2 OueHkKa 3Kkcno3nuyuun (Bo3pencTBUA)

[nsa oueHky Bo3gelcTBUS Ha NoTpebuTena npogyKuun, B COCTaB KOTOPOW BXOAWT UCCMNeAyeMblid HIpe-
AWEHT, NpoBogAT pacyeT SED nccneayemblx MHIPEAMEHTOB B COCTaBe MPOAYKUMM Ha OCHOBaHWW CNeayLL X
OaHHbIX:

- BUA rOTOBOW NPOAYKLWKN, B KOTOPOW WCMNOMb30BaH MHIPEANEHT;

- KOHLIEHTpaLMs MHrpegueHTa B NpoayKUWu;

- KOMMYECTBO NPOAYKLMW, HAHOCMMOE MPU KaKAOM NPUMEHEHWM;

- 4YacToTa MCNOMNb30BaHKUS;

- MPOAOMKUTENBHOCTL BO30ENCTBUS;

- obwas nnowanbs NOBEPXHOCTU KOXMW, HA KOTOPYIO HAHOCAT MPOAYKUMIO;

- cnocob npuMeHeHWsi (Hampumep, pacnbiNeHne, HaHeceHue, BTMpaHUe, HaHeceHWe ¢ MOoCMNeayLWnM
CMbIBaHMEM, ABMAETCSA N NMPOAYKT CMbIBAEMbIM UITM HECMbIBAEMbIM W T. A1.), @ TaKeKe ero KoauLneHT yaep-
KaHus;

- cnocob ucnonb3oBaHusa (HanpMMmep, pacnbineHne, HaHeCeHNe, BTUPaHWe, HAHECEHMWe C MOoCNeay LM
CMbIBAHMEM W T. [1.), @ TaKKe ero Ko3pPUUMEHT YaepKaHuWs;

- Lenesas ayautopusa (Hanpumep, 4eTu, nuua ¢ YyBCTBUTENbHON Unu npobnemMHon Koxen 1 T. 4.).

5.2.1 Pacyet SED uccnegyembiX UHIpegUEHTOB B COCTaBe NpogyKuuu

3Havenune SED gns vHrpedreHTa OUeHMBAIOT C Y4EeTOM KONMYecTBa roTOBCW NpogyKuum, NpUMEHSeMoro
B AeHb, KOHLEHTPaLUM UHIpegueHTa B COCTaBe roTOBOW NpodyKUuM, KOXHOW abcopbumu gaHHOro BellecTsa
W cpegHen Macchl Tena YenoBeka.

5.2.1.1 [aHHble 0 KOHUEHTpaLuu OLeHNBAEMOro MHIpegueHTa B NPoaYyKLMK, TOKCMKOMNOrMYeCKyo OLgH-
Ky KOTOpPOW NPOBOAST, NPeoCTaBNAET 3asBUTENMb.

5.2.1.2 Nudopmaumio o 3Ha4eHur gepmarnbHon abcopbumn oLleHMBaeMoro MHTpeaneHTa, NoMy4YeHHYH
nyTeM, yKasaHHbIM B 4.2, C y4eTOM MakcUmanbHO BO3MOXHOIO KONMYecTBa NpoaYyKLWM NPy 0gHOKpaTHOM Npu-
MEHEeHUW, NPeaoCTaBNAET 3aABUTENb.

Mpu OTCYTCTBMM OaHHbIX 3Ha4YeHWe AepmMansHoi abcopbumu npuHumatrT 3a 50 %.

B cnyyae otcyTcTBMA gepmansHon abcopbunn unv npy ee HAU3KoM ypoBHe pacyeT MoS He npoBogdT, a
MHIPEOMEHT NMpu3HalT BezonacHbIM.

OCHOBHbIE KpUTEPWM ANA OTHECEHUS MHIPEOWEHTA K BELLECTBY C HU3KOW UMW OTCYTCTRYIOLWEN AepManb-
How abcopbuwnen (cm. [2]):

- monekynsipHaa macca — >500 Da;

- BbICOKasi CTeNneHb NOHU3aLNK;

- koahdMLUMEHT pacnpegenerHus (H-oktaHon-soga) — < -1 nnm 24 (Log Pow);

- Tonorornyeckas nnolabs nonsipHon noeepxHoctun — >120 A2;

- Temnepatypa nnasneHua — >200 °C.

5.2.1.3 ®opmyny ansa pacyeta SED BbibupalT B 3aBUCMMOCTW OT TOrO, B KakMx efuMHMUax ykazaHa
nepManbsHasa abcopbums.

JepmanbHasa abcopbums oLeHUMBaeMoro MHrpeaneHTa ykasaHa B MAKpOrpaMmax Ha KBagpaTHbIA caH-
TUMETP, MKI/CMZ.

SED BbIMMCAAT N0 hopmyne

SED = (DA, - 1073 - SSA (cm?) - F (genb1))/60, (1)

roe DAa — AepmalnbHas aGCOpGLI,VIH, nony4yeHHasa rnpu nposBeneHn aHanusa B YCNOBUAX, MMUTUPYHOLWKMX
pearnbHOE NpUuMEeHeHne, MKi’I’CMZ;
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SSA — npegnonaraemMad nnowaib NoOBepPXHOCTW KOXHW, HA KOTOPYH GWJ,ET HaHeCeHa rotoBas npoayk-

umus, cmZ;

F — yvacToTa npMMeHeHus rotToBon npodykuuu (F = 1), ,ElEHb_1;
60 — cpegHsasa macca Tena YenoBeka, Kr.

Cpe,u,HMe nnowann NoBepxHOCTU KOXKW, HAa KOTOPYH HAHOCAT NpOoAYyKUUKD, B 3aBUCMMOCTU OT BMOa MNpo-
AOYKUWMK, a Takke 4YacToTa HaHECGHV!Fl.”I'IDMMEHE!HI/IFI B 3aBMCMMOCTK OT TUNa npoaykuuu npmeeneHbl B Tabnu-

ue 1 (cm. Takxke [2]).

Tabnuua 1-— CpegHue nnowanm NOBEPXHOCTU KOXU

Bua npopykumm

Mnolans NOBEPXHOCTH KOXMW, HA KOTOPYH HAHOCAT NPOAYKLMIO

Mnowane nosepx-

[MoBepxHOCTL YacTel Tena

YacrtoTa HaHeceHua/
npumeHeHus (npea-

mMaga

BeTH e nonaraemMas)
CpepcTBa Ansa Aywa v BaHHbI
lene ons gywa 17 500 Bcs noBepxHOCTL Tena 1,43/neHb
Mbino ans pyk 860 O6nacTb pyk 10/peHb
Macno, conu aons BaHHbI U T. 4. 16 340 Bca noeBepxHocTe Tena MuUHyc o06- | 1/0eHb
nacTb ronoesl
CpepacTsa anga Bonoc
WamnyHb 1440 O6nacte pyk nntoc 1/2 obnactu ro- | 1/geHb
NoBbI
KonguuwnoHep ansa Bonoc 1440 O6nacte pyk nntoc 1/2 obnactu ro- | 0,28/geHb
NoBbI
CpencTea Ansg yKNaaku Bonoc 1010 1/2 obnactu pyk nnoc 1/2 obnactu | 1,14/0eHb
ronoBbl
[MonynepmaHeHTHbIE KpacuTenu ons 580 1/2 obnacTu ronosbl 1/nen (20 MuH)
BOJOC (a TakKe NMOoCkLOHbLI)
OkumcnutensHble/NepMaHeHTHbIe 580 1/2 obnacTtu ronoebl 1/mec (30 MuH)
KpacuTenu 4ns Bonoc
Yxopa 3a Koxewn
INockoH ans Tena 15670 Bcs noeBepxHocTe Tena MuHyc ob- | 2,28/geHb
NacTb ronoBbl Y KEHLUWH
Kpem ona nuua: 565 1/2 obnacTu ronoBekl Y eHLWWH 2.14/neHb
- NNOC HAHECEHWE Ha ek 320 — —
- NMAKC HAHECEHWME Ha 3a4HI0I0 YacTb 80 — —
weu
Kpem ons pyk 860 O6nacTb pyk 2/neHb
[exopatnBHasa KocMeTrKa
KugkocTHasa ToHaneHaa OCHoOBa 565 1/2 obnacTu ronoBskl (y XXeHLLWH) 1/peHb
CpeactBo Anga yaaneHus Makusixa 565 1/2 obnacTu ronoeel (y XXeHLLUWH) 1/peHb
TeHun ansa Bek 24 — 2/neHb
Tywb ANSA pecHuL, 1,6 — 2/neHb
[NonBoaka ans rmas 3,2 — 2/neHb
[y6Haa nomaga, rurueHu4ecKkas no- 4.8 —_ 2/neHb
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Mnowanb NOBEPXHOCTU KOXM, HA KOTOPYIO HAHOCAT NPOAYKUMIO | a rora HakeceHus/
e Claoutan: nonepy: MoeepxHOCTL YacTen Tena HDHMOEHae::;g ér;peﬂ-
HOCTM, CM?2 P nonaraemas)

[esonopaHTt/aHTunepcnmpaHT
[esonopaHT B BUAe Crnpes-aapo3o- 200 Ob6e nogMbILLIEYHbIE BNAAWHbI 2/neHb
NS W B Opyrvx BUgax
MapdromepHana npogyKuns
TyaneTHasi Boga-cnpen 200 Bca noeBepxHOCTe TENA 1/peHb
Oyxu-crnpen 100 O6nacTb pyk 1/pneHb

Kocmetuka ons MYX4YUH

Kpem ans 6putbn

Kpem ans 6putbn

Kpem ana 6putea

Kpem gna 6putea

CpencTtea nocne 6putba

Cpenctea nocne

BpuTbs

Cpegactea nocne 6putbs

CpeacTea
OpuTesa

nocne

ConHuesalluTHele cpeacTsa

ConHue3allMTHBIA NOCLOH/KpeM

ConHuesalmTHbIN
NOCbLOH/KpeM

ConHues3allUTHBIN NOCboH/KpeM

ConHuesawmTHBIN
NOCLOH/KpemM

,Elepmaanaﬂ a6cop6u,|/i$| oueHMBaemMoro MHrpeaneHTa ykadaHa B npoueHTax OT KonundectBa HaHeCeH-

HOTO BellecTBa.

SED BbIMMCASOT N0 hopmMmyne

SED =A-C /100 - DAp/100,

(2)

roe A — pacuyeTHas exedHeBHas 3KCMO3WLUsl NPOAYKUMU Ha Kr Macchl Tena, Mr/Kr Maccel Tenal/neHb; pac-
YeTHas exxeAHEBHAs 3KCNO3ULUS NONyYeHa NyTeM YMHOXEHUS! eXeQHEBHO HAHOCUMOTO Ha KOXY KO-
nn4ecTBa NpPoAyKTa Ha COOTBETCTBYHOLWMIA KO3thdunumeHT yaepxaHus (aaHHble SCCNFP/0321/00);

C — KOHUEeHTpauus OLEHUBAEMOrO WHrpeAMeHTa B COCTaBe HAHOCWMMOW roTOBOW NPOAYKLMKM B MecTe

HaHeceHus, Y%;

DAp — pepmanbHasa abcopbuns, ykasaHHas B MpoLEHTax oT UccrneayeMoi 4o3bl, MCNoNb3yeMoi B pearb-

HbIX ycnoBuaAx, %.

E>xedHeBHbIe IKCMO3NLMM pasnMyHbIX BUGOB Npogykuny npusedeHel B Tabnuuax 2, 3 (cMm. Takke [2]).

[aHHble nonyveHbl B pesynkTarte KpynHomacwTabHOro uccrnegoBaHua npu ydacTum notpebutenen B
pasHbix cTpaHax EC, Bo BpeMs KOTOPOro OHW yKasbiBanv NMUYHLIA OMbIT NPMMEHeHUs npogykunn. Mpu obpa-
BoTKe 3TUX gaHHbIX MCMOMNbL30Barcs BePOATHOCTHbBIN aHanms.

Tabnuuya 2— ExegHeBHble 3KCMO3MLUMKM pa3NMYHbIX BUAOB NPOaYKLMA

ExenHes- OTHocKTEenbHas Koad- PacuetHan PacuyeTHasa oTHOCUK-
B o Haf 3KC- exeagHeBHad 3KCno- d-) T exegHeBHaa TenbHasd exegHeBHasn
WA Npoaykuun noavuma, 31LMA, MITKM Maccebl :Lma 1 3KCno3uuma, 3KCNO3uLUMa, MI/Kr
r/oeHb tena/geHb’) ¥HQRKaHUA r/aeHs macchl Tena/geHs 1)

Cpenctea ona gylla v BaHH
lent ana aywa 18,67 279,20 0,01 0,19 2,79
CpencTtea aona Bornoc
LamnyHb 10,46 150,49 0,01 0,11 1,51
CpencTtea 4nd yknagku Bonoc 4,00 57,40 0,1 0,40 5,74
Yxop 3a KOoXen
JlocboH ona Tena 7,82 123,20 1,0 7,82 123,20
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OkoHYaHue mabnuupbi 2

ExenHes- OTHOCKTENbHASA Koadb- PacyetHas PacyeTHas oTHocK-
BVI noo KLMK Haf 3KC- exeHeBHasn 3Kcno- d)l"‘ WEHT exenHeBHas TenbHaqa exegHesHas
A MPoAyKU nosvyms, 3MUMA, MI/Kr Macesl 5 3KCNO3NLUKSA, BKCNO3NLMA, MI/Kr
1) yaepxaHuna 1)
r/oeHb Tena/geHb rigeHs Mmacchl Tena/geHs
Kpem onsa nuua 1,54 24,14 1,0 1,54 24,14
Kpem ons pyk 2,16 32,70 1,0 2,16 32,70
[ekopaTuBHas KOCMeTUKa
YKnaokocTHada ToHanbHasd OCHOBA 0,51 7,90 1,0 0,51 7,90
[ybHaas nomaga, rurMeHu4eckas 0,057 0,90 1,0 0,057 0,90
nomaga
[ezopopaHT
[ezopgopaHT/aHTUNEepCnMpaHT, He 1,50 22,08 1,0 1,50 22,08
B BUZE crnpes
[eszonopaHT-cnpen 0,69 10,00 1,0 0,69 10,00
CpencTea rurveHsl NonocTu pra
3ybBHasa nacta (B3pocnble) 2,75 43,29 0,05 0,138 2,16
Ononackueatenkb Ansa nonoctu pTa 21,62 325,40 0,10 2,16 32,54
1) Wcnonb3osana macca Tena notpebuTeneil, y4acTBYIOLLMX B MCCNEAOBaHWM, @ HE 3HAYeHWe Mo ymMorndaHuio 60 kr.

B Tabnuue 3 npuBedeHbl exedHEeBHbIE 3KCMO3ULMM HEKOTOPLIX BUAOB NPOAYKLWUM, OCHOBaHHbLIE Ha 6o-
nee 4acToM W UHTEHCUBHOM UX UCMOMb30BaHWUM KEHLUMHAMK, YeM MYXYMHaMK (cM. Takke [2]).

Tabnuua 3 — ExeaHesHble 3KCNO3ULMK ANs KaTEropui NpoAyKLMM, OCHOBAHHbIE HAa WCMOMbL30BaHWUK HEHLMHaMK
(yawe, Yem MyX4YuHamu)

B OTHocuTtenbHasi Koadh- PacuyeTHas oTHOCH-
Haﬂﬂaxc- exenHeBHas DULMEHT PacueTtHas exe- TenbHas exenHes-
Bug npoaykumm HOBMLIS 3KCNO3nums, : - OHEBHAsA 3KCNO3nu- Has 3KCNo3Mums,
o equ ! MI/KI Maccbl mHﬁg uus, r/geHes Mr/kr maccel Tena/
A Tena/neHs ') Aexb!)
Cpenctea aonsa Bonoc
KonguuuoHep ans Bonoc 3,92 —_— 0,01 0,04 0,67
MonynepmaHeHTHble KpacuTenu 35 Mn — 0,1 3Ha4eHud —
OnA Bonoc (B TOM YMCIe NOCLOHbI) (Ha npwu- exegHEeBHON
MEeHeHUe) 3KCNO3MLUKN He
paccuynTLIBaKT
OkucnutenbHble/MepMaHeHTHbIE 100 mn — 0,1 13-33 HN3KOW —
KpacuTtenu ansa eBornoc (Ha npu- 4YacToThI
MeHeHWe) NpUMEHEHUs
[ekopaTueHas KOCMeTUKa
CpeacTBo ANs CHATUA Makusixa 5,00 — 0,10 0,50 8,33
TeHu onsa Bek 0,02 — 1,00 0,02 0,33
Tyl AN pecHuL, 0,025 — 1,00 0,025 0,42
KapaHgaw/nogeogka ans rnas 0,005 — 1,00 0,005 0,08
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OkoHYaHue mabnuusl 3

ks OTHocKTENbHaA Koap- PacyetHas oTHoCK-
Has aKe- exengHesHas CbI/ILlIABHT PacueTtHasn exe- TenbHasd exegHes-
Bug npoaykummn 3KCNO3nuns, LOHEBHAasA 3KCNO3n- Has 3KCNoO3uuuns,
no3numns, yoepxa-
Mr/Kr Maccsl ums, r/oeHs Mr/kr Maccel Tena/
r/aeHb 1) HUsA 1)
Tena/oeHb AeHb
[esonopaHT
[esofgopaHT B BMAe cnpes (aspo- 1,43 20,63 1,00 1,43 20,63
30Mk) (Ha OcHOBe aTaHona)
") WUcnonb3sosana macca Tena notpebuTenei, yyacTByOWMX B UCCNEA0BAHUM, 8 HE 3HA4YEHUe Mo ymonyaHuio 60 kr.

5.2.1.4 B tabnuuax 1—3 npuBefeHb! faHHble Ans Hanbornee YacTo UCNonb3yemMon npoaykuuun. [ina tex
BWMAOB MPOAYKUKMW, KOTOpbIe He yKasaHbl B Tabnuuax 1—3, ucnone3yloT aHanoroBbI NOAXOA K OLEHKE exe-
OHEBHOTO YPOBHS BO34ENCTBUA W/WMKM YacTOThl NPYMEHEHUS KOHKpeTHOro Buaa npodykuuu. Ecnu B 3aBucu-
MOCTW OT cnocofa NpUMEeHEeHNs1 KOMWYEeCTBO HAHOCMMOW MccnedyeMon NPoAYKLMY OTNMYaeTCs OT pac4eTHOro
YPOBHS eXeJHEBHOro BO3AEeNCTBUA, yKaszaHHoro B Tabnuuax 2, 3, 3asBuTento HeobxogMMo YyCTaHOBWUTbL 3TO
KONMMYeCcTBO M MpegocTaBuTb ero cneunanucTy, MPoBogdAweMy OLeHKy, And pacyeta SED.

[na kocmeTnyeckux CpencTB C NEPUOONYECcKMM BO3OENCTBMEM (KOTOPbIE HE MCMOMNL3YHT eXeaHEBHO),
TakMX Kak KpacuTenu Ons BOMOc, NpUMEHeHa He ycpedHeHHasl CyTodHasa [o3a, a dakTudeckas 4o3a B OHU
BO3gencTBusa (cMm. Tabnuuy 3).

3Ha4YeHust 3KCNO3WLMK, YacToTy NPUMEHEHWUS U OPYTYH) COOTBETCTBYHLLYO MHAOPMaLWIO ONs OTAENb-
HbIX KaTeropuin NPoAyKLUN MOXHO HANTW B OTKPLITBIX NUTEPATYPHbLIX UCTOYHUKAX (CM. NpunoxeHue 7 [2]).

[Mony4eHHble pe3ynesTaTthl MUCNONb3yT And pacdeta MoS 1 NpuUHUMAKOT B Ka4ecTBe KOHCEPBATUBHOIO
noaxoaa K oueHke 6e3onacHoOCTU MHIPeaUeHTOB.

5.3 OueHka 3aBMCUMOCTU «go3a—achcheKkT»

OueHka 3aBUCMMOCTM «a03a—addrekTy Heobxoauma ONA YCTAaHOBMNEHWS B3aMMOCBA3W MexZy npu-
MEHAeMOW UNK1 MONMyYeHHON 030/ BelLlecTBa W YacTOTOW WM TSXEeCTb HebnaronmpusiTHOro BO3AeACTBUSA
Ha 300pOBbLE B rpynne NoABeprnxca so3gencteuto nuy. C 3Tol Uenbio ycTaHaBnuBaoT 3HadeHus NOAEL,
NOAELsys unn LOAEL.

Ona yctaHoeneHunsa 3Hadenunn NOAEL, NOAELsys unu LOAEL ncnons3yoT nHopMaLui 0 TOKCUKOO-
rMYeCcKUX XapakTepuCcTUKax MHrpeaneHToB, NoNyYeHHY NyTeM, YKasaHHbIM B 4.2, a Takke 13 HauMoHanbHbIX
¥ MeXOyHapoAHbIX 6a3 faHHbIX.

Wudopmaumio o NOAEL, NOAELsys, LOAEL npefocTaBnseT 3asBuTens.

3Hayenne NOAELsys paccuntbiBatoT Ha ocHoBe 90-OHEBHbIX MCCNeaoBaHWA NepoparbHON TOKCUYHO-
CTW NOBTOPHOW A03bl iN vivo NMB0o B XO[4e MCcCcrefoBaHUA TOKCMYECKOro BO3AENCTBUA HA BHYTpUyTpobHoe pas-
BUTWE KMBOTHbIX, YTO MO3BOMAET OXapakTepu3oBaTb NOTEHLUManNbHYI0 ONacHOCTL BELecTBa NpU ero MHoro-
KpaTHOM MpUMEHEHUN.

B cnyyae otcyTcTBUA AaHHbIX No 90-gHEBHOMY MCCMEefoBaHWI0 TOKCUHMHOCTM MOBTOPHBLIX 403 ANA pac-
yeta 3HadeHuss MoS kocmeTnyeckoro uHrpegueHTa moxet BbiTh ucnonb3oBaHo 3HaveHue NOAELsys, pac-
cyMTaHHoe B xofe 28-O4HEeBHOro UccnefoBaHusd TOKCMYHOCTKU NOBTOPHBLIX 403.

MonyyeHHble pesynbTaTbl MCNONL3YOT AN pacdeta MoS 1M NpMHMMAlOT B Ka4ecTBe KOHCEepPBaTUBHOIO
nogxona K oueHke 6e3onacHOCTU MHIPeaueHToB.

5.4 XapakTepucTunka pucka

5.4.1 O6LwWMe NonoxeHUs

XapakTepucTiKa pyucka — 3aBepLUaroLLMil 3Tan OLEeHKM pucKa, Ha KOTopoMm 0606LWatT AaHHble, Nomny-
YeHHble Ha NpefLUIecTBYOLWKX 3Tanax MccneaoBaHWin, NpoBodsaT pacdeT MoS ¢ yyeTom AaHHbIX no Buono-
CTYNHOCTK (Mpy HEOBXOOUMOCTH).

5.4.2 PacueT koadpdpuumeHTa 6ezonacHocTu (MoS)

MoS Ha oCHOBaHUUW UCCNELOBAHWUIA KOXHOM TOKCUUHOCTU BLIMUCISKOT No hopMyne

MoS = NOAEL/SED. (3)
9
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Ona pacyeta MoS Ha ocHOBaHWM UCCNeaOBaHUA NepopanbHON TOKCUMYHOCTU MPUMEHSKT 3HadYeHue
NOAELsys, nony4yeHHoe B xoae 90-AHEBHOro UccrnegoBaHnsl TOKCUYHOCTW MOBTOPHbLIX 403, U MoS Bbluncns-
10T no dhopmyne

MoS = NOAELsys/SED. (4)

Ecnu 3HaueHne NOAELsys nony4eHo B xoae 28-0HEeBHOro MCCneoBaHWs TOKCUYHOCTH NOBTOPHbLIX 403,
MCMOMb3YHT NONpaBoYHbIN KO3 duumeHT 3. MoS BeluncnawT no dopmyne

MoS = NOAELsys /SED/3. (5)

5.4.3 Pacyet MoS npu MHranAUuMOHHOM NYTWU BO34ENCTBUA NPOOYKLUUN
B atom cnyyae ansa pacyera MoS ncnonb3yloT nonpaBoyHbIi koadunumeHT 2 (ctaHaapTHas abcopbums
npw nepopansHoM Nyt coctaensaet 50 %, a npu nHranaymoHHoMm — 100 %). MoS BbivmcnalT no opMyne

MoS = NOAELsys/SED/2. (6)

5.4.4 PacyeTr MoS npu oTcyTCTBMMW AaHHbIX 0 BMOJQOCTYNMHOCTU
B stom cnyyae gns pacdeta MoS ucnonb3yloT nonpaBodHbid KoadduumeHT 2. MoS BblYMCHAIOT Mo
dopmyne
MoS = NOAELsys/SED/2. (7)

5.4.5 Pacuet MoS c y4eToM JaHHLIX MO BUOAOCTYNHOCTHU
Mpw HanW4KMM TOMHBIX AaHHbIX 0 BuodoctynHocTu (B), %, Npu pacdeTe MCNONb3YOT AaHHbIN NoOKasa-
Tens. MoS BeluMcnsAT no dopmyne

MoS = NOAELsys/SED - B[}/100. (8)

5.4.6 PacyeTt MoS, ecnu Ha oCHOBaHUM UMeLWNXCHA AaHHbIX 3Ha4YeHue NOAEL He moXxeT 6bITh
yCTaHOBNEHO

B atom cnyyae gns pacdeta MoS smecto NOAEL ncnoneaytor LOAEL, a onsa pacyeta MoS vcnonbayoT
nonpaBoYyHbIin KoadcduumneHT 3. MoS BbluMcnaoT no dopmMyne

MoS = LOAEL/SED/3. (9)

5.4.7 Pacyet MoS, ecnu cBegeHUA 0 3Ha4YeHUU NoKasaTesna OCTPOW TOKCUYHOCTU NpW BBeOeHUN
B xenynok (LDg) otcyTecTByioT unu LDg, He gocTuraerca

B stom cnyudae, Tak kak BeuwecTBo 6e3onacHo, B COOTBETCTBMM C KNACCUPUKALUOHHBIMU KpUTEPUS-
MW 0715 OMacHbIX XUMWYECKMX BelecTB 3HaveHnue LDgy ONnA Takux MHrpeOMEeHTOB COCTaBMseT BENUYUHY
>5000 wmr/kr. PacueTHoe 3HaveHne NOAELsys npuHumatoT paeHbiM 500 mr/kr macce! Tena/geHs. MoS Beiunc-
AT no gopmyrne (4).

5.4.8 Pacuet MoS npwu otcyTcTBuM gaHHbIX no NOAELsys KoHKpeTHOro BewecTsa

B aTom crniy4ae ucnonb3yoT AaHHbie no LDy, KoTopble Takke XapakTepuayioT TOKCUKOMOTM4e KA npo-
dunb BewecTea. 3HayeHne NOAELsys coctaenset 10 % OT ycTaHOBNEHHOMO 3KCNEPUMEHTaNLHO nepopans-
Horo 3HaueHuns LDs,. MoS BeiuucnsioT no dopmyne (4).

5.4.9 Pacuet MoS vMHrpegueHTOB, BXOOALWMNX B COCTAaB AETCKON KOCMeTUKN

Pacyet MoS nHrpeguMeHToB, BXOAALLNX B COCTaB AETCKOM KOCMETUKM, MPOBOAST B COOTBETCTBUM € 5.4.2,

5.4.10 Pacuyet MOS MHrpegueHTOB, BXOASALWMUX B COCTAB KPacokK ans Bonoc

Pacuyer MOS nHrpegMeHToB, BXOASALMX B COCTAB KPACOK ANA BOMNOC, NPOBOAAT B COOTBETCTBUMU € 5.4,

5.4.11 Pacuyet MoS HaHOomMaTepuanoB

Pacuet MoS HaHomaTepuranoe NpoBogAT B COOTBETCTBUA C 5.4,

MiccnenoBaHue © Uenbio NonyyYeHns gokasarenscTs 6e30MacHOCTM HaHOMaTepuarnoB, MPoOBOASAT C y4e-
TOM XapakTepWUCTUK B COOTBETCTBUM C 5.1.

6 WUHTepnpeTauus pe3ynkTaToOB UCCNeAOBaHUA U BbIBOAbI

PaccunTaHHblin MoS cpaBHMBaKOT C 9TanoHHbIM M0S, KOTOPbIA YYUTbIBAET (hakTop HeonpeneneHHocTH,
UCMNonb3yembld B OLEHKax pucka v He3onacHOCTU ANA 3KCTPanonsuuM oT rpynnbl MOOOMbLITHBIX XKUBOTHbIX K
cpefHecTaTUCTUYECKOMY YelnoBeKy, a 3aTem OT CpeHecTaTMCTMYeCKOro YernoBeka K YyBCTBUTENbHbIM cyBno-
nynauuam. ObuwenpuHaTo 3HadeHue no ymondanuo 100 (10 - 10) ¢ yueToM MeX- N BHYTPUBUOOBLIX PA3NUYUA,
1 noatoMmy MoS He meHee 100 ykasbiBaeT Ha TO, YTO KOCMETMYECKUIA MHIPEAWEHT cuuTalT besonacHeIM Ans
ncnonb3oBaHus (cM. [2]).
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3HaueHune no ymonyanuio 100 cocTouT M3 OByx koadduumenTos: 10 Ans sKkcTpanonayuum oT NogonbIT-
HbIX KMBOTHbIX K CPEOHEeCTaTUCTMYECKOMY YenoBeky (MexBuaosas skcTpanonsaums) n 10, npuHMMasi BO BHU-
MaHue Bapuaunu BHYTPWU YenoBe4YecKon nonynayum (BHyTpUBMAOBAA IKCTPanonauus).

Korga HabnwgalTea 3HayuTenbHble KadeCTBeHHbIe/KONMMYECTBEHHbIE TOKCUKOKMHETUYECKNE pasnuuns
MEXIY MOACMbITHBIMU XUBOTHBIMU M YEMOBEKOM, a TakkKe BHYTPU MONyNAUUU NMIOOEN, MEXBUO0BOW W/unu
BHYTPUBWMZOBOW TOKCUKOKMHETUYECKWIA (DaKTOP MO YMOMYaHWUID MOXET OblTb yBeNnYeH/yMeHblleH (OLUeHKa B
Ka)X[OM KOHKpeTHOM cny4ae). B aTom cniyyae atanoHHoe 3HadeHue MoS GyneT CKoppeKkTUPOBaHO M MHIpeaun-
€HT C pacyeTHbIM 3Ha4eHreMm MoS meHee 100 b6ygeT cuntaTeca HesonacHeiM (cMm. [2]).

WHrpegueHT npuaHatoT 6e30nacHbIM, eCnu Y HEero oTCYTCTBYET UMW HU3KUIA YPOBEHb AepManbHoi ab-
copbuum (cm. 5.2.1.2).

7 MpoTtokon no pesynbraTam oLueHKU TOKCUMKONOrMYecKUX nokasarenemn
NPOAYKLUMN Ha OCHOBE aHanu3a TOKCUKOJIOTMYEeCKUX XapaKTepuCTUK
WUHIpeaueHTOB

Mo pe3synsTatam aHanmsa TOKCUMKONOrMYECKUX XapakTepUCTUK MHIPeQUEHTOB COCTaBNSIKOT NPOTOKON.

MpoToKON AOMKEH COAEPKaTb CreayLlmne agaHHble:

a) MHGopMaLno, HeoOXoAUMYK ANst MAEHTUMKaLMM aHanManpyemMoin NpogykumMm (HaMMeHoBaHe 13-
rOTOBMTENS W NPOAYKLUKW, HAMMEHOBaHWe 1 Ha3BaHWe NpogyKuun);

6) obo3HauyeHne HacTosWero cTaHgapTa;

B) MOEHTUMUKALMOHHbIE JaHHblE UCMbITaTenbHoOW nabopaTtopun (LeHTpa), B KOTOpoi(oM) npoBoaunu
aHanus;

r) gaty, MaeHTUUKALMOHHbIE OaHHbIe W NOANWCh COTPYAHWKa, OTBETCTBEHHOMO 3a COCTaBMEHWe npo-
TOoKOna;

4) naTy aHanusa;

e) pesyneTaTtbl aHanusa.

) 0BOCHOBaHWe OTKINIOHEHWIA OT MeToAa, YCTAHOBMEHHOIO B HACTOSILLEM CTaHaapTe;

1) onucaHve onepauuid, He NPedyCMOTPEHHbIX B METOAMKE UMW paccMaTpUBaEMbIX KaK AONOMHUTENb-
Hble, KOTOPbIe MO MOBMWUATL HA Pe3ynbTaThl.
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MpunoxeHune A
(cnpaBo4HoOe)

I'Iepe'-leHb OChIPILlHaJ'IbeIX MHCI)OpMaLIMOHHI:IX UCTOYHUKOB CBEAEHMﬁ 0 XMMUYeCKUX BelleCcTBax

A.1 MmobBankHbIA NopTan nHQopMaLu MK 0 CBOMCTBaxX XumMudeckux sewecTte eChemPortal OpraHnzaumm aKoHOMKUYe-
CKOro coTpyaHudecTsa u passutust (O3CP).

URL: hitps://www.echemportal.org/echemportal/

A.2 Mnatdopma ¢ nHbopmaumren o xumudecknx sewecteax INCHEM MexaoyHapogHown nporpammbl o XMMUYe-
ckol BbezonacHocTu (IPCS).

URL: https:/finchem.org/#/

A.3 MopTtan no ceolcTBam xnMmuyecknx eellects ChemAgora O6beguHeHHOro uccnegoBaTenscKoro ueHTpa Espo-
nenckoro cot3a (JRC).

URL: https://chemagora.jrc.ec.europa.eu/

A.4 On-line Bepcua 6a3bl JaHHbIX PegepantHOro perncTpa noTeHUManbHO OnacHblX XMMUYECKUX U BUONOorMyeckmux
BewecTs (PMOXEB) PocnoTpebHaa3sopa.

URL: https://www.rpohv.ru/online/

A.5 Basa gaHHbIx EBponenckoro xumudeckoro areHtctea (ECHA).

URL: hitps://fecha.europa.eu/

A.6 Basa naHHbIx onacHeix matepuanoe CAMEO Chemicals HaunonansHoro ynpasneHust okeaHU4eckux U atMoc-
thepHbIx ccnegosanuin CLLUA (NOAA)

URL: https://cameochemicals.noaa.gov/

A.7 ba3sa gaHHbIX cyLLecTBYLWKX BellecTB OpraHn3aumMn 3KOHOMWYECKOro coTpyaHudecTsa u passutiug (O3CP).

URL: https://hpvchemicals.oecd.org/ui/Default.aspx

A.8 lMepe4eHb KaHUeporeHHbix hakTopos MexayHapogHoro areHTcTBa no usydeHuo paka (MAUP).

URL: https://monographs.iarc.who.int/agents-classified-by-the-iarc/

A.9 Basa gaHHbix PubChem HauuoHnansHoro uHctutyTa 3gopoBea CLUA (NIH), Bxoasawan B HauvoHaneHyo meau-
uMHcKyto 6ubnuoteky (NLM).

URL: https://pubchem.ncbi.nlm.nih.gov/

A.10 Basa gaHHeix ChEBI (Chemical Entities of Biological Interest) EBponeiickoro nHctutyta BronHgopmaTikm
(EBI) EBponeiickon nabopatopun monekynsapHon 6uonorvum (EMBL) Benvkobputanun.

URL: https://www.ebi.ac.uk/chebi/

A.11 Basa 3HaHWIA 0 TOKCUYHOCTWU HEKOTOPLIX XuMMdecknx BewwecTB ECOTOX Knowledgebase AreHTcTBa no 3a-
wnTe okpyxatoLen cpeasl CLUA (EPA).

URL: https://cfpub.epa.gov/ecotox/

A.12 WHdopmaunoHHaa cucteMa no onacHelM Bewecteam GESTIS MHcTtutyTa 6e3onacHOCTVM M rMrMeHbl Tpyada
Hemeukoro obuwecTea counaneHOro CTpaxoBaHWs 0T HecyacTHbeIX criydaes (DGUV).

URL: https://gestis-database.dguv.de/search

A.13 WMHdopmaunoHHBIA NopTan o TOKCUYHBIX BELLecTBax AreHTCTBa No TOKCUYHBIM BELLeCTBaM W permcrpam 3a-
Bonesanun CLUA (ATSDR).

URL: https://wwwn.cdc.gov/TSP/index.aspx

A.14 baza paHHbix cBoicTe nectuumgoe PPDB (IUPAC Pesticide Properties DataBase) Otgena uccrnegoBaHui
CEernbCKOro X03sWCcTBa M OKpyXxarLwen cpeabl (AERU) BputaHckoro yHuBepcuTeTa XapTdopawmpa.

URL: http://sitem.herts.ac.uk/aeru/ppdb/en/index.htm

A.15 CnpaBo4HWK MO pearnpoBaHnto B Ype3BblyariHbix cuTyauusax ERG (Emergency Response Guidebook) MuHu-
ctepctBa TpaHcnopTta CLUA.

URL: https://www.phmsa.dot.gov/training/hazmat/erg/emergency-response-guidebookerg

A.16 MexayHapogHble KapTbl xuMudeckon 6esonacHoct ICSC MHCTUTYTa NpoMelLlWNeHHoN Be3onacHoCTK, oxpa-
Hbl Tpyda W coumansHoro naptTHepcTsa MexayHapoaHoin opraHu3auuu Tpyga (MOT).

URL: https:/fwww.ilo.org/dyn/icsc/showcard.listcards37p_lang=ru

A.17 Basa gaHHbIX 0 xuMmuyecknx Bellecteax J-CHECK (Japan CHEmicals Collaborative Knowledge database)
HauuoHanbHoro UHCTUTYTa TexHonorni U oueHkn (NITE) AnoHuu

URL: https://www.nite.go.jp/chem/jcheck/search.action?request_locale=en

A.18 WMHdopMaLMOHHbIA nopTan HauMoHaneHOro MHCTUTYTa oxpaHbl Tpyaa v 3gopoBbs CLUA (NIOSH).

URL: https://www.cdc.gov/niosh/npg/default.html

A.19 lNepeyeHb MOHOrpaduii NO KaHUEepOreHHOMY M HeKaHLeporeHHoOMYy BO34EWCTBMKO Ha 340POBLE YeroBeka,
noTeHumansHoMy HebnaronpuAaTHOMY BO3OEWCTBUIO BELLECTB OKpYXKalLLEN cpedbl Ha yHKLMI0 BocnpoussogcTea Mu-
HUCTEPCTBA 3ApaBOOXpaHeHna U coumansHoro paseutus CLUA B pamkax HaumoHanbHOW nporpaMmel No TOKCMKOMOrin
(NTP).

URL: https://ntp.niehs.nih.gov/publications/monographs/index.html
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A.20 15-i1 OTyeT no kaHueporeHam ot 21 gekadpa 2021 r. (15th Report on Carcinogens) MuHucTepcTea 3gpaBo-
oxpaHeHuns 1 coumanbHoro passutua CLUA B pamkax NTP.

URL: https://ntp.niehs.nih.gov/whatwestudy/assessments/cancer/roc/index.html

A.21 Basza gaHHbiX no xuMmuyecknm addpektam B buonornyeckux cuctemax CEBS (Chemical Effects in Biological
Systems) MuHucTepcTBa 3gpaBooxpaHeHua u couynaneHoro pa3eutus CLUA B pamkax NTP.

URL: https://cebs.niehs.nih.gov/cebs/

A.22 Basza gaHHbIx xummdeckmx cTpykTyp ChemSpider Koponesckoro xumuyeckoro obwecrtea CLUA.

URL: http://www.chemspider.com/

A.23 Bbasa gaHHbIXx 0 xumunyecknx Bewecteax ChemView AreHTCTBa no 3awmTe okpy:arowen cpenbl CLUA (EPA).

URL: https://chemview.epa.gov/chemview

A.24 CBopHUK obLLenpuHATLIX HanmeHoBaHui nectuumaos (Compendium of Pesticide Common Names) bputaH-
cKoro coBeTa no pacteHuesodctsy (BCPC).

URL: http://www.bcpcpesticidecompendium.org/index.html

A.25 Bbasa AaHHbIX XMMU4YECKUX BELLECTB C NoTeHUWanbHeIMKU (hapMaKkonormyeckMmm nnu 61MonormMyeckn akTUBHbI-
mun ceorcTeamu DrugBank komnannm OMx Personal Health Analytics.

URL: https://go.drugbank.com/

A.26 KpaTtkue OokymeHTbl No MexayHapogHow oueHke xumudeckux BewectB (CICADs) [Concise International
Chemical Assessment Documents) BcemupHoin opraHunsauuu 3gpaBooxpaHerus (WHO) B pamkax MexayHapogHoi npo-
rpammebl No xMMuydeckoin esonacHoctu (IPCS)].

URL: https://inchem.org/pages/cicads.html

A.27 WHTerpupoBaHHana cuctema vHdopmaumm o puckax xumudeckux BewecTts IRIS (Integrated Risk Information
System) AreHTcTBa No 3awwmTe okpyxawwein cpeasl CLUA (EPA).

URL: https://www.epa.govf/iris

A.28 baza gaHHbIX No npodeccuoHanbHbIM XMMUYECKMM BELLeCTBaM YnpaeneHusa no oxpade tpyga (OSHA) Mu-
HucTepcTea Tpyaa CLUA.

URL: https://www.osha.gov/chemicaldata/search

A.29 CnucoKk XMMUYecKMX BeLecTB C peaynkTaTamu Knaccudpukaumm onacHoctu no CI'C (GHS Classification
Results) HaumoHanbHOro MHCTUTYTa TexHonoruid 1 oueHkn (NITE) AnoHun.

URL: https://www.nite.go.jp/chem/english/ghs/ghs_download.html

A.30 lMepeyeHb xumuyecknx Bellects EC, Bkntovasa EBponeACKUi nepeyeHs CyLLECTBYLLNX KOMMEPYECKNX XUMM-
yeckunx BewecTe (EINECS), EBponeickuii cnMcok 3aperucTpupoBaHHbIX Xumudeckux sellects (ELINCS) 1 He-nonumepsl
(NLP) Eeponeinckoro xumuueckoro areHtctsa (ECHA).

URL: https://echa.europa.eu/information-on-chemicals/ec-inventory

A.31 PeecTp NpoMbILLMEHHBIX XMMUYECKUX BelllecTB ABCTpanuu 1 Basa AaHHkIX No oueHke puckos AICS (Australian
Industrial Chemicals Introduction Scheme) MuHucTepcTBa 3gpaBooxXpaHeHua 1 Mo Aenam npecrapensix ABCTpanuu.

URL: https://www.industrialchemicals.gov.au/chemical-information

A.32 Basza gaHHbIX XMMWUYECKMX BELeCTB B CTpouTenbHbIX Matepuanax Pharos CeTu 30opoBoro cTpouTenscTBa
CLUA (HBN).

URL: https://pharosproject.net/

A.33 Pecypc anga goctyna K nHpopmMaumm o xumudeckux selecteax CAS REGISTRY Xumudeckol pedepaTUBHOM
cnyx6el (Chemical Abstracts Servic) AmepukaHckoro xumudeckoro obuwectsa (ACS).

URL: https://commonchemistry.cas.org/

A.34 Basa faHHbIX orpaHUYeHHbIX K MPUMEHEHUIO W NPUOPUTETHLIX BellecTB noptana SUBSPORTplus (Substitution
Support Portal) ®egepanesHoro MHCTUTYTa BesonacHocTy u rureHsl Tpyaa lepmanun (BAUA).

URL: https://www.subsportplus.eu/subsportplus/EN/Substances/Database-of-restricted-and-priority-substances/
restricted-priority-substances_node.html

A.35 Basza gaHHbIX peanu3oBaHHbIX ansTepHATUB ONacHbiM XMMUYECKUM BellectBam noptana SUBSPORTplus
PenepanbHOro MHCTUTYTa Be30nacHOCTU U TMreHsbl Tpyaa Nepmadum (BAUA).

URL: https://www.subsportplus.eu/subsportplus/EN/Cases/Case-story-database/case-story-database_node.html

A.36 Basza gaHHbIX ¢ nHdopmaumen ob oLueHKe PUCKOB M perynupoBaHumn obpallenns xumuyeckux Beluects NITE-
CHRIP (Chemical Risk Information Platform) HaunoHansHOro MHCTUTYTa TeXHOMoruin 1 oueHkn (NITE) AnoHun.

URL: https://www.nite.go.jp/en/chem/chrip/chrip_search/srhinput

A.37 Basa gaHHbIX TOKCUYHBIX M onacHbix BewecTs RISCTOX WecnaHckoro npodcolo3Horo MHCTUTYTa 34paBooxpa-
HeHWA, Tpyda W okpyxatolen cpeabl (ISTAS) n EBponeiickoro npodcoroaHoro uHcTutyTa (ETUI).

URL: https://risctox.istas.net/en/dn_risctox_buscador.asp

A.38 Cnucok besonacHblx xmMuyeckmx komnoHeHToB SCIL (Safer Chemical Ingredients List) AreHtcTea no sawure
okpy:xatoulen cpegbl CLUA (EPA)

URL: https://www.epa.gov/saferchoice/safer-ingredients
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A.39 lNoptan ¢ meTcgaMu OLEHKM W WMHCTPYMEHTaMW 3aMeHbl OMacHbIX XMMWYECKMX BELLECTB Ha aHanoru
SUBSPORTplus (Substitution Support Portal) ®epepanbHoro MHCTUTYTa Ge30nacHOCTM U TMrMeHbl Tpygaa [epmaHuun
(BAUA).

URL:  hitps://www.subsportplus.eu/subsportplus/EN/Process/Evaluation-methods-and-tools/evaluation-methods-
and-tools_node.html

A.40 TMopTtan c nepevyHeM UHCTPYMEHTOB ANHA OLUEHKW ansTepHaTUB onacHbIM XUMUYeCKUM BelllecTBam SAAToolbox
(Substitution and Alternatives Toolbox) OpraHusauumn a3KOHOMUYECKOro coTpygHuyecTsa 1 pasentusa (O3CP).

URL: https://www.oecd.org/chemicalsafety/risk-management/substitution-of-hazardous-chemicals/

A.41 TporpamMmmHbIVA NPOAYKT MO MPOrHO3MPOBaHWI0 CBOMCTB XMMMYECKOrO BellecTBa Ha OCHOBE ero CTPYKTYpPbI
(mopene «cTpykTypa—aktueHocTe» ) QSAR Toolbox OpraHu3aumm 3koHOMWYECKOTO cOTpyAHWYecTBa 1 pa3suTtug (O3CP).

Heobxoguma yctaHoBka nporpammHoro obecnedenns — URL: https://gsartoolbox.org/download/

A.42 TMporpamMmmHbIA NPOAYKT ANA NPOrHO3MpOBaHWUS MHransuMoHHOrO BO3AENCTBMA BellecTB Ha paboyem MecTte
EMKG-Expo Tool ®enepanbHoro uHctutyTa Nepmandum no 6esonacHoctu v rurneHe Tpyaa (BAUA).

Heobxoguma ycrtaHoBka nporpammHoro obecnedeHus — URL: https://www.baua.de/EN/Topics/Work-design/
Hazardous-substances/REACH-assessment-unit/EMKG-Expo-Tool.html

A.43 TporpamMmmHbIA MHCTPYMEHT AMs MPOrHO3MPOBAHNA ONAaCHbIX CBOMCTB XMMUYECKMX BELLECTB MO CTPYKTYPHBLIM
aHanoram AMBIT Eeponelickoro coBeTa xumuyeckon npomMeiwnerHoctr (CEFIC).

Heobxoouma pernctpaumsa — URL: https://fambitlri.ideaconsult.net/tool2

A.44 TlporpamMMHbIA MHCTPYMEHT Ans NPOrHO3MpOBaHWA noTteHuvana buoTpaHchopMauvm XMMUYECKUX BELLECTB
BiotS (Biotransformation Susceptibility software) EBponeiickoro coBeTta xummuieckon npomeiwneHHoctn (CEFIC).

URL: https://cefic-Iri.org/toolbox/biots/

A.45 TlporpamMmmHbIV MPOAYKT AN NMPOrHO3UMPOBaHWNSA CBOMCTB XMMWYECKWX BELLECTB Ha OCHOBE KONMWYECTBEHHOMo
OoTHoweHust cTpykTypa—akTueHocTb ECOSAR (Ecological Structure-Activity Relationships Program) AreHTcTBa no 3awiu-
Te okpyxatwLler cpegbl CLUA (EPA).

URL: https://www.epa.gov/tsca-screening-tools/ecological-structure-activity-relationships-ecosar-predictive-model

A.46 TNporpammHbBIA NPOAYKT ANA OLEHKW KaHLEepOreHHOro noteHuvana xuMudecknx BewectB Oncologic AreHT-
CTBa Mo 3awuTte okpyxatoier cpegbl CLUA (EPA).

URL: hitps://lwww.epa.gov/tsca-screening-tools/oncologictm-expert-system-evaluate-carcinogenic-potential-
chemicals

A.47 VHCTPYMEHT NO METOAOMNOMW aHanoroBow MaeHTUMKaLmMm ans nporHo3MpoBaHna ONacHOCTU HEW3YYEHHBbIX
xummueckux sewects AlM (Analog Identification Methodology) AreHTcTBa no 3awmTe okpyxatowen cpeabl CLUA (EPA).

URL: https://www.epa.gov/tsca-screening-tools/analog-identification-methodology-aim-tool

A.48 MexaHu3am knacTepu3aun XMMUYECKOW OLEHKV ANs 3anonHeHus npobenoB B AaHHbIX O HEN3YYEHHBIX XW-
Muyeckux Belecteax ChemACE (Chemical Assessment Clustering Engine) AreHTcTBa no 3aluTe OKpyXalLwen cpeabl
CLUA (EPA).

URL: https://'www.epa.gov/tsca-screening-tools/chemical-assessment-clustering-engine-chemace

A.49 WHdopmaunoHHasa cucTema ans aBapuiiHo-cnacartenbHbix crnyxb WISER (Wireless Information System for
Emergency Responders) HaumMoHaneHoro nHcTuTyTa 3goposbs CLUA (NIH).

Heobxoauma yctaHoBKa MOBWUMBLHOTO NPUNOXEHUS:

a) URL: https://play.google.com/store/apps/details?hl=en-gb&id=gov.nih.nlm.wiser ana Android;

6) URL: https://apps.apple.com/us/app/wiser-response/id375185381 ana Apple.

A.50 ABTOmMaTu3vpoBaHHag pacnpegeneHHas uHgopmMauuoHHo-nouckosaa cuctema (APUIMC) «OnacHele Bewle-
ctBa» PocnotpebHansopa.

URL: https://www.rpohv.ru/db/arips/rules/

A.51 Basa gaHHbIX No xuMuyecknm Haykam Reaxys komnanum Elsevier.

URL: https://www.elsevier.com/solutions/reaxys

A.52 Basbl gaHHbix XuMmuyeckon pedhepatnsHon crnyxbbol CAS (Chemical Abstracts Servic) AMepUKaHCKOro Xmmm-
yeckoro obuwecTtea (ACS).

URL: https://www.cas.org/support/documentation/cas-databases

A.53 CepBuc no pacyeTy CBOMCTB XMMWYECKWX BELLUECTB W MOMCKY CTPYKTYPHbIX M (OM3UKO-XMMUYECKUX OaHHbIX
Chemicalize komnanun ChemAxon.

URL: https://chemicalize.com/welcome

A.54 baza gaHHbIX onacHbIX xumudeckux Bewects ChemicALL Mccnenosatensckoro MHcTUTYTa LBeuun RISE.

URL: https://www.ri.se/en/what-we-do/networks/the-chemicals-group

A.55 TMporpaMmmHble npogykTsl KomnaHuk UL (Underwriters Laboratories) CLUA.

URL: https://www.ul.com/

A.56 ABapuiHble KapTOYKM Ha OMacHble rpy3bl, NepeBo3nMble Mo Xenes3HeiM goporam CHI, Nateuiickoi Pecnyb-
nuku, JNnToBckon Pecnybnuku, 3ctoHckon Pecnybnuku, yteepxageHsl MNMpoTtokonom ot 30 maa 2008 r. Ne 48 Coeeta no
XEne3HoOOPMKHOMY TPaHCMNOPTY rOCyAapcTB — ydyacTHUKoB CogpyKecTsa.

URL: https://docs.entd.ru/document/902165597
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A.57 lMpaBuna nepeB030K ONACHbLIX FPY30B pasnuyHbIMK Bugammn TpaHcnopTa [PekomeHgaummn OOH no nepeBo3ke
onacHbIX rpy3oB — TunoBble npasuna, CornalleHne o MexayHapoaHOW A0POXKHON NepeBo3ke onacHbix rpysos (ADR, JO-
Maor), MexnoyHapoaHelid MOPCKOW Kodeke no onacHelM rpysam (IMDG, MMOTI), UHcTpykumMa o nopaake OencTBUA B aBa-
puiiHOW 0BCTaHOBKE B CryYyae MHUWOEHTOB, CBA3AHHLIX C ONacHLIMU rpy3amMu, Ha Bo3dyLwHbIX cygax (Doc 9481 AN/928)
MexoyHapoaHoW opraHu3aunn rpaxagaHckon aevaumm (ICAQ, MKAO))].

A.58 lurrneHnyeckie HOpMaTUBLI, CAHWTApHBIE HOPMbI 1 NPaBuna, (CNPaBOYHWKA CAHUTAPHO-TUIMEHWYECKWX U NpW-
pPOOOOXPaHHbIX HOPMAaTHBOB).

A.59 HayyHo-TexHW4eckaa OOKyMeHTauus (CMpaBoOYHUK XMMWKE, UHbIE XMMWYECKWE CNPaBOYHbIE M30aHUA).

A.60 TexHuyeckne HOpMaTUBHbIE MPaABOBbIE aKThl [HAUWMOHANBHLIE (rOCYAapCTBEHHbBIE) CTAHAAPTLI rOCy4apcTB —
yneHoB EBpa3suiickoro aKOHOMWYECKOr0 COK3a, MEXIOCYAapPCTBEHHbIE CTaHaapThI]

A.61 Bbaza gaHHbix onacHelx maTtepuanoe GisChem (BG RCI n BGHM), MHcTuTyTa 6e3onacHOCTH M TMrMeHs! Tpyaa
Hemelkoro obuecTBa counansHOro CTpaxoBaHUA OT HecHacTHbIX crnydaee (DGUV):

a) URL: https://www.gischem.de/gemischrechner/index.htm

6) URL: hhttps://www.gischem.de/ghs/index.htm

A.62 EguHas 6aza gaHHbIX UHopmauun o xumudeckux BewecTteax IUCLID (Informational Uniform Chemical
Information Database) EBponelickoro xumudeckoro areHTctea (ECHA)/

URL: https://echa.europa.eu/
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