@®EAEPANBHOE AFEHTCTBO

MO TEXHUYECKOMY PEIMYNIMPOBAHUIO U METPOJIOIMMKX

HALUMOHANBHBIN rocT P
CTAHOAPT
POCCUUCKONM 58479—
®EQEPALMUM 2019

PYKOBOOACTBO
no NPUMEHEHUIO KPUTEPUEB
KNACCU®UKALIMM ONMACHOCTU XUMUYECKON
NPOAYKLWUKM NO BO3AEUCTBUIO HA OPTAHU3M

U36upaTrenbHasi TOKCMMHOCTb Ha OpraHbl-MULLIEHU
u/vnm cucteMbl NPy OQHOKPaTHOM BO30EeMCTBUM

WUzpanue opuumanoHoe

Mockea
CranpapTundopm
2019


https://meganorm.ru/Index2/1/4293777/4293777893.htm

FOCT P 58479—2019

Mpeaucnosue

1 PASPABOTAH Accounauueii «<Hekommepueckoe naptHepcTso KoopanHauynoHHo-UHGOPMaLMOHHbIN
LleHTp rocyaapcts — y4acTHMKOB CHI™ no conuxeHunto perynsaTopHbIxX npakTuky» (Accoumaums «HM KL CHM)

2 BHECEH TexHu4eckum KOMUTETOM MO cTaHaapTudauun TK 339 «Xummnyeckas 6€30nacHOCTb BELLECTB
U Marepuanos»

3 YTBEPXOEH W BBEOEH B JEWCTBMUE MMpukasom denepanbHOro areHTCTBA N0 TEXHUYECKOMY
perynuposaHuio u metponoruu ot 8 aerycra 2019 r. Ne 460-cr

4 B HacrosleM CTaHZapTe peanu3oBaHbl nonoxeHus PekomeHpauui OOH ST/SG/AC.10/30/Rev.7
«CornacoBaHHas Ha rnobarnbHOM ypOBHE cCuCTeMa Kraccudukaymm OnacHOCTU U MapPKUPOBKU XUMUYECKOW
npoaykuuu (CI'C)» («Globally Harmonized System of Classification and Labelling of Chemicals (GHS)»),
ceabMO€e NepecMOTPEeHHOE U3aHue B YacTu Knaccudukaumum onacHOCTU XMMUYECKOW npoaykumm (rnaea 3.8)

5 BBEJEH BMEPBbIE

lMpaesuna npumeHeHUss HacMosaWeeao cmaHl0apma ycmaHoesieHbl 8 cmamee 26 dedepanbHo20 3aKoHa
om 29 uwHs 2015 2. Ne 162-03 «O cmaHOapmu3ayuu e Pocculickoli ®edepayuu». VHpopmayus o6
U3BMEHEHUSIX K HacmosueMy cmaH0apmy nybnuxkyemcs e exe200HOM (no cocmosHuio Ha 1 sHeaps mekyuweeo
200a) uHopmayUuoOHHOM yKazamerne «HayuoHanbHble cmaHlapmbly, a oghuyuanbHbill mekem u3meHeHull
U ronpasok — 6 eXemMeCsaYHOM UHOPMayUOHHOM ykasamene «HayuonanbHbie cmaHO0apmsbi». B criyyae
nepecMompa (3ameHbl) Unu ommeHbl Hacmosueao cmaHfapma coomeememeyroujee yeedomneHue bydem
onybnukosaHo 6 bGnuXaliluemM 8bilyCKe EeXEeMeCsYHO020 UHEPOPMAaUUOHHO20 ykasamerns «HayuoHarbHbie
cmaHdapmbi». Coomeememeyroujasl UHopmayusi, yeeGoMIleHuUe U MeKCcMmbl pa3Mewaomess makxke 6
UHGhopMaUUOHHOU cucmeme 0bueeao nonb30eaHus — Ha ochuyuanbHom calime ®edeparnbHo20 azeHmemea
10 MEeXHUYECKOMY peaynuposaHuto U mempornoauu e cemu inmeprHem (www.gost.ru)

© CranaaptuHdopm, ocpopmneHue, 2019

Hacrosiumin craHaapt He MOXET GbiTh MOMHOCTLIO MU YaCTUYHO BOCNPOU3BEAEH, THPAKUPOBAH U pac-
NPOCTPaHEeH B Ka4ecTee 0hmumansHOro usganna 6es paspelweHus deaepanbHOro areHTCTBa Mo TEXHUYECKO-
My PerynupoBaHuIO U METPONOrMM
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HAUMWOHANBLHBLIN CTAHAAPT POCCUUCKON ®EQAEPALUUMN

PYKOBOACTBO NO NPUMEHEHNIO KPUTEPUEB KIIACCUPUKALIMN ONMACHOCTU

XUMUYECKOW NPOAYKLIMM NO BO3AENCTBUIO HA OPTAHU3M

N3bupaTenbHas TOKCUYHOCTb Ha OpraHbl-MUIEHU u/vnun cucTeMbl NpU OAQHOKPATHOM BO3eNCTBUN

Guidance on the application of the criteria of chemicals classification for health hazard. Specific target organ toxicity at

single exposure

Dara BBeaeHna — 2020—06—01

1 O6bnactb NpUMeHeHUs

HacrosiLumii cTaHaapT coaepkuT PyKoBOASLLME NPUHLMMBI MO BbIOOPY Hambonee noaxoasLmx 4aHHbIX U
NPUMEHEHUIO KPUTEPUEB KNaccudukaumum onacHOCTU XMMUYECKON NPOAYKLUMK, obrnaaatowein n3bnparenbHon

TOKCUYHOCTbIO HA OpraHbli-MULLEHU W/nnn cucTeMbl npu 0OAHOKPaTHOM BO34ENCTBUU.

2 HopmatuBHbI€ CCbINIKU

B HacToslLeM cTanaapre UCNonb3oBaHbl HOPMATUBHBIE CCbINIKM HA CrieayloLume CTaHAapTbl:
FOCT 32419—2013 Knaccudukaums onacHOCTU XMMUHECKOI npoaykuuu. O6Lme TpeGosaHua
FOCT 32423—2013 Knaccudukaums onacHOCTU CMeCEBON XMMUYECKOW NPOAYKUMU NO BO3AEUCTBUIO

Ha opraHusm

FOCT P 56930 PykoBOACTBO MO MPUMEHEHUIO KpUTEPUEB Knaccudukauum OnacHocTu
NPOAYKUMM MO BO3AENCTBUIO HA OpraHnam. OCTpas TOKCUMHOCTb NPU BAbIXaHUK

FOCT P 56932 PykoBOACTBO MO MPUMEHEHUIO KPUTEPUEB KnaccuduKkaumm ornacHocTu
NPoAYKUMM MO BO3AENCTBUIO HA OpraHn3m. OCTpas TOKCUYHOCTb NPU NONagaHuu Ha KOoXy

FOCT P 56957 PykoBOACTBO MO MPUMEHEHUIO KpUTEPUEB Krnaccudukaumm 0nacHocTu
NPOAYKLUMM MO BO3AENCTBUIO HA OpraHn3m. OCTpas TOKCUYHOCTb NPU NpornaTbiBaHuu

FOCT P 56958 PykoBOACTBO MO MPUMEHEHUIO KPUTEPUEB Kraccudukaumm OnacHocTu
NPoAYKLUMM MO BO3AENCTBUIO HA OpraHn3M. MNMopakeHue/pasgpaKeHne Koxmu

FOCT P 56959 PykoBoACTBO MO MPUMEHEHUID KPUTEPUEB Knaccudukaumm OMacHOCTU
NpoAyKLMM NO BO3AENCTBUIO HA opraHn3M. CepbesHble NoBpeXxaeHus/pasgpaxeHune rmas

FOCT P 57452 PykoBOACTBO MO MPUMEHEHUID KpUTEPUEB Knaccudukaumm OMacHOCTU
NPOAyKLMM NO BO3JENCTBUIO HA OpraHU3M. PenpoayKkTuBHas TOKCUYHOCTb

MOCT P 57453 PykoBOACTBO MO MPUMEHEHUID KPUTEPUEB Knaccudukaumm OMacHOCTU
NPOAYKUMM NO BO3AENCTBUIO HA OpraHn3m. KaHueporeHHoCTb

FOCT P 57454 PykoBOACTBO MO MPUMEHEHUID KPUTEPUEB Knaccudukaumm OMacHOCTH
NpoayKUMM No BO3AENCTBUIO Ha opraHusM. MyTareHHOCTb

FOCT P 58476 PykoBOACTBO MO MPUMEHEHUIO KPUTEPUEB Kraccudmkaumm OnacHOCTU
NPOAYKUMM NO BO3AENCTBUIO HA OpraHn3m. CeHcnbunusupyloLlee qencTene

FOCT P 58478 PykoBOoACTBO MO MPUMEHEHUIO KPUTEPUEB Knaccudmkaumm OnacHoCTU
NpoAyKUMM MO BO3AENCTBUIO HA OpraHn3mM. OnacHOCTL Npu acnupaumm

XUMUYECKON

XUMUYECKON

XUMUYECKOM

XUMUYECKON

XUMUYECKON

XUMUYECKON

XUMUYECKON

XUMUYECKON

XUMUYECKON

XUMUYECKON

MpuMeyaHue—py NONbL3IOBaHAN HACTOALLMM CTaHLapTOM LienecoobpasHo NpoBepUTL AEACTBME CChINOYHBIX
CTaHgapToB B MHOPMaLMOHHOW cucTeMe oBLLEero nonb3oBaHWs Ha oduumansHoM caiite defepansHoro areHTcTBa Mo
TEXHUYECKOMY PEryrnupoBaHMIo U METPOMOMMMU B CETU VIHTEPHET UK MO EXerofHoMy UHPOPMaLMOHHOMY yKasaTento «Ha-
LMOHasbHble CTaHAapThI», KOTOPbI/ ONyGRUKOBaH MO COCTOSHUIO Ha 1 siHBaps! TEKYLLEro roa, U no BhiMyckam exXemMecsy-
HOTO MHPOPMAaLMOHHOrO ykasaTens «HaluoHanbHble CTaHLapThI» 3a TeKyLuii rof,. ECnu 3aMeHeH CChINOoYHBIN CTaHAapT,
Ha KOTOpblit AaHa HeaaTUpoBaHHas CChifka, TO PeKOMEHLYETCA UCMOL30BaTL AEMCTBYIOLLYI0 BEPCUIO 3TOTO CTaHAapTa

Wsnanune ocpuumnansHoe
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C YYETOM BCEX BHECEHHbIX B JaHHYI0 BEPCUIO 3MEeHEHUIA. ECri 3amMeHeH CCINOYHBIN CTAHAAPT, Ha KOTOPbLIN AaHa AaTu-
poBaHHasA cchirika, TO PEKOMEHAYETCA UCTONb30BaTh BEPCUIO 3TOMO CTaHAAPTA € yKasaHHBIM BhILLE FOA0M YTBEPKAEHUS
(npuHATUA). ECnv nocne yTBEPXAEHUSI HACTOSILLIEro CTaHgapTa B CCbITOYHbIA CTaHAAPT, Ha KOTOPLIA AaHa AaTupoBaHHas
CCbIfIKa, BHECEHO U3MEHEHWe, 3aTparusaioLee MosioKeHne, Ha KOTOpoe AlaHa CCbifKa, TO 3TO NONOXeHNe PeKOMEHAYETCA
NPUMeHsTb 6e3 yueTa JaHHOrO M3MeHeHUs1. ECri CCbINOYHBIA CTaHAapT OTMeHeH Ge3 3aMeHbl, TO NONOXEHUe, B KOTOPOM
[laHa cChinka Ha Hero, PEKOMEHAYETCA NMPUMEHSTL B YacTy, He 3aTparuBaioLyeil 3Ty CChIMKY.

3 TepmuHbl M onpeapeneHus

B HacTosiwiem ctaHaapte npuMmeHeHbl Tepmubbl no FTOCT 32419, FOCT 32423, a Taike cneaytowmn
TEPMUH C COOTBETCTBYIOLLMM ONpeaeneHnem:

3.1 u3dbuparenbHas TOKCUYHOCTbL NMPU OQHOKPATHOM BO3AeNCTBUM: CNOCOGHOCTb XMMUYECKON
NPOAYKLMM OKa3blBaTb TOKCMYECKOE 1EMCTBUE HA ONpeAerieHHbIe OpraHbl-MULLEHN W/unn Guonornyeckue cu-
CTeMbl, HE 3aTparuBas apyrue Buabl OPraHoB U/MNKU CUCTEM B pesyrnbrate OAHOKPaTHOro BO3AENCTBUA.

MpumMeyaHune — U3bnpaTtenbHoe ToKCUYECKOe AelCTBUE MOXET ObITb 06paTUMbIM UNU HeoBpaTUMbIM, Npo-
ABNATLCA HEMEANEHHO UNW B BUAE OTAANEHHbIX NOCNEeACTBHIA.

4 Knaccudukaums onacHOCTM XMMUYECKOW NpoayKuuun, obnaaaiowen
n3buparenbHON TOKCUYHOCTbLIO Ha OpraHbI-MULLIEHU U/UNU CUCTEMbI
npu OOQHOKPaTHOM BO3AeNCTBUMN

4.1 Knaccudukaymsa XuMu4eckon npoaykuun no AaHHOMY BMAy ONacHOCTM AOMKHA paccMaTpuBaTbhCs
AN BCEX BO3MOXHbIX NYTEN NOCTYNNEHUS B OPraHM3m Yenoseka (Npu npornarbiBaHuW, NonagaHun Ha Koxy u
BAbIXaHMK) U yunTbIBaTb 3 PekT (Cepbe3HOCTb NOCNEACTBUI) TAKOro BO34ENCTBUS.

4.2 Kputepuu knaccudukauum onacHOCTU XMMUYECKOW NpoayKuuu, obnaaaiowen nsbuparensHomn Tok-
CUYHOCTbIO HA OpraHbl-MULLEHM W/MNKU CUCTEMBI NPU OAHOKPATHOM BO3AEWCTBUM, YyCTaHOBMNEHbI B FTOCT 32419
u FMOCT 32423.

4.3 [Ins oueHKn n3buparensHOW TOKCUMHOCTU HA OPraHbl-MULLEHU W/MNU CUCTEMbI NPU OAHOKPATHOM
BO34ENCTBUM NOMUMO HAZEXHbIX CBUAETENLCTB BO3AEHCTBUA XMMUYECKON NPOAYKUUW Ha nmogen u/mnu noa-
OMbITHBIX XXUBOTHBIX (CM. pasaen 6) MoryT ObiTb MCNONbL30BaHbI OPUEHTUPOBOYHBLIE BEAIMYUHBI, YYUTbIBAKOLLME
NPOAOIMKUTENLHOCTL BO3AEICTBUS U J03Y/KOHLEHTPALMIO, NPUBOASLLYIO K COOTBETCTBYIOLLEMY TOKCUYECKOMY
BO34EWCTBUIO (NOCNEACTBUAM) Ha OpraHbl-MULLEHW W/UIM CUCTEMBI B pesynkTaTte nboro nyTu NOCTYNNEHUs
B OpPraHu3M — npu NPOrnarTbIBaHMU, NONAagaHUM Ha KOXY UMK BAbIXaHUMN.

4.4 XvMmun4yeckaa npoaykuus, obragawowas mu3buparenbHOW TOKCUYMHOCTbIO Ha OpraHbl-MULIEeHW u/
WUNU CUCTEMbI MPU OJHOKPATHOM BO3JENCTBUMU, MOXET OblTb OTHECEHA K O4HOMY WNN HECKONbKUM Knac-
caM 0OnacHOCTWM B COOTBETCTBUM C KpUTEPUSIMW, YCTAHOBMEHHbIMU B Tabnuue 1 (Ha ocHoee Tabnuubl 23
MOCT 32419—2013).

4.5 [na xumudeckon npodykuum, obnagaroLlein n3bupatensHon TOKCUMHOCTBIO Ha OpraHbl-MULWEeHn u/
UNKU CUCTEMBI NPU OAHOKPATHOM BO3AENCTBUM Knacca 3 BblAENsIOT ABE rpynnbi:

- XMMUYECKas Npoaykuus, obragaroLwas HapKoTUYECKUM AEHCTBUEM;

- XMMUYECKasa NPOAYKLUMSA, OKasblBaoLLlasa pasjpaxatoLlee AeWCTBUE HA AbIXaTenbHbIe NYTU.

Tabnuua 1 — Knaccel onacHOCTU XUMUYECKOW NpoaykumKn, obnagatoLleil usbuparenbHOi TOKCUYHOCTBIO Ha OpraHbl-
MULLEHU W/ cUCTEMBI NPU OLHOKPaTHOM BO3AeACTBUM

Knacc

KpuTepun onpeaeneHus krnacca onacHOCTM XMMUYECKOW NPOoAYKLMUK
onacHoCTK P P PeA poAyku

1 1 [ocTaTouHble Joka3aTenbcTBa TOro, YTO XMMUYeckas npoAykuus obniagaer unu moxet obnagatb
3HaYNTENbHOW TOKCUYHOCTBIO Ha OpraH-MULLEHb U/UNW CUCTEMY YeroBeKa MIW XXUBOTHBIX NPU OfHOKpaT-
HOM BO3/1€NCTBUM.

2 Xumuueckas NpofyKLUKUs oKa3bliBaeT BO3AEUCTBUE Ha OpraH-MULLIEHb U/UITU CUCTEMY B KOHLIGHTpaLuK:

- He 6onee 300 Mr/Kkr (BHYTPWXENYAOUHO, KPbIChI);

- He 6onee 1000 MrI/Kr (HAKOXHO, KPbICHI/KPOIUKK);

- He 6onee 2500 ppm (MHraNsUUOHHO, 4 Y, ra3s, KpbiChl);

- He Gonee 10000 Mr/M3 (MHraNALMOHHO, 4 Y, Nap, KPbICHI);

- He 6onee 1000 Mr/M3 (MHFANALUMOHHO, 4 Y, NbINBL/ALIM/TYMaH, KPLICh)
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OkoHYaHue mabnuup! 1

Knacc o
onacHoCTH KpVITepVIVI onpefeneHnAa Knacca onacHOCTU XMMUYeCKOU NpoayKUnn
2 1 OrpaHunyeHHble JoKa3aTenbCTBa TOro, YTO XMMUYeckasi NPoAyKUMst obnagaet nnu moxet obnagatb
TOKCMYHOCTLIO Ha OpraH-MULLEHb U/WNKN CUCTEMY YeroBeKa Npu O4HOKPaTHOM BO3LEACTBUN B COMETAHUM C
AOCTaTOYHBIMU AOKa3aTenbCTBaMn aHHOIro AeVICTBI/IH Ha XXUBOTHbIX.
2 XuMmnyeckas npoayKUusa okasbiBaeT BO3eACTBME Ha OpraH-MULLEHb UMW CUCTEMY B KOHLEHTpaLuMu:
- oT 300 Ao 2000 mr/kr BKNtoM. (BHYTPUXENYAO4YHO, KPbICHI);
- oT 1000 fo 2000 Mr/Kr BKIHOY. (HAKOXHO, KPbICHI/KPONUKM);
- 0T 2500 go 20000 ppm BKIKOY. (MHrANAUUOHHO, 4 Y, ras, KpbIChl);
- oT 10000 g0 20000 mr/M3 BKMkOY. (MHranNSILMOHHO, 4 Y, Nap, KpbIchl);
- oT 1000 1o 5000 mr/m3 BKMHOY.( MHrANALMOHHO, 4 Y, NbINb/ABIM/TYMaH, KpbICh!)
3 Xumunyeckas npoaykuus, obnagatoLas HapKOTUYECKUM felcTBueM™:

- NocneAcTBUsS BO3AENCTBUSA Ha Mo eN: YTHETeHWe LeHTpanbHoW HePBHOR CUCTEMBI, B TOM YUCIE FOf0-
BOKpYXeHWe, yCcTanocTb, COHMUBOCTb, NOMpayYHeHWe CO3HaHWA, CHUXeHWe BOCNPUUMYNBOCTH, 3aTOPMO-
XEHHOCTb peakLum, HapyLleHWe BOCTIPUATUS, OTCYTCTBUE KOOPAUHAaLMHK, yTpaTa pedriekcos, ocnabnexune
NamsAT, NOBbILLEHHAs PasfpPaKMTENbHOCTL, CUMbHAs FofNoBHaA 60Mnb UK TOLHOTA;

- NocneAcTBUS BO3AEACTBUA Ha XUBOTHBIX: NeTaprus, yTpata pednekcos, NoTepsi CO3HaHUA U aTakens
BpeMeHHoro xapakrepa. Ecnu ykasaHHble CUMNTOMbI HOCAT NOCTOSIHHbI XapaKkTep, TO XMMUYECKYo Mpo-
AYKLUUIO, BbI3bIBAIOLLYIO TaKyH0 peakuuio, CreayeT paccMaTpuBaTh Ha BO3MOXHOCTb OTHECEHUA K Knaccy
onacHoctn 1 unu 2.

Xumuueckas NpoayKLys, okasbiBarLlas pasfpaxatoee AeNcTBUe Ha AbixaTenbHble MyTn*:

- pasgpaxeHue AbixaTerbHbIX MyTen, XapakTepusyroLleecs foKanbHbIM MoKpacHeHUeM, OTEeKOM, 3y-
AOM W/unn 6onblo W HapyLUatoLLee PecnupaTopHyr YHKLUMIO C TaKUMW CUMNTOMaMK, Kak Kallenb, 6oMb,
yayLbe U 3aTpyfHeHHoe AblxaHune. Ecrnn cuMnToMbl HOCAT MPOAOIMKUTENBHBIA XapakTep, TO XUMUYECKYI0
NPoAYKLMIO, Bbi3bIBAOLLLYHO TaKyHo peakuuto, crefyeT paccMaTpuBaTh Ha BO3MOXHOCTb OTHECEHUS K Knac-
¢y onacHoctn 1 unu 2;

- NONOXUTENBHbIE pe3ynsTaThl UCNBITaHUA pasfpaxeHuns AbiXxaTenbHbIX NyTel ¢ NoMoLLbo Guomapke-
POB CMCTEMHOro BocnarneHusi, 6poHxoanbsBeonsapHOro faBaxa U Apyrux METOA0B.

* OpUEHTUPOBOYHBIE 3HAYEHWA HE YKasaHbl, NOCKONbKY Kaccudukaumua onacHOCTW OCHOBaHa MaBHbIM ofpa-
30M Ha CBEleHWsIX O BO3AeWCTBMM Ha Ntoaeil. [laHHbIe UCCneoBaHNi BO3AEHCTBUA Ha UBOTHBIX MOMYT GbITb y4TEHb
MPU OLiEHKe BCel COBOKYMHOCTU AaHHBIX.

MpumevaHusn

1 Xumunueckas npoaykumsi, obnagatowas n3bupatenbHON TOKCUMHOCTBIO Ha OpraHbl-MULIEHU W/WAW CUCTEMBI
NpyU OHOKPaTHOM BO3AEACTBUM, MOXET OblTb OTHECEHa OQHOBPEMEHHO K KNaccy onacHOCTU 1 U knaccy onacHocTu 3
UMK Kraccy onacHocTH 2 U Knaccy onacHoCcTW 3 B 3aBUCUMOCTH OT NopaXaeMblX OpraHos W/Wnu cucTemM Yenoseka npu
TOM WA UHOM NYTU NOCTYMIEHUS.

2 Xumuyeckasi NpoayKkuUs OAHOBPEMEHHO MOXET obnafaTb HapKOTUYECKUM AEiCTBUEM W OKasblBaTb pasapa-
Xarolee feicTBUE Ha AblXaTenbHbie NyTU.

4.6 Kputepum npumeHsIoT Ana knaccudukauum onacHOCTU KakK UHAMBMAYANbHLIX XMMUYECKUX Be-
WeCTB, TaK U CMECEBOM XMMMYECKON NPOAYKUUM B CyYae HanU4usa AaHHbIX N0 CMECU B LIENIOM.

4.7 OpUEHTUPOBOYHbIE 3HAYEHUA KOHLEHTPALMU XUMUYECKON NPOAYKLUK, NPUBOASILLIEN K TOKCUYECKO-
My BO31EMCTBUIO (MOCNEACTBUSAM) HA OPraHbl-MULLEHU U/WAK CUCTEMbI NPU BAbIXaHMK, A0SKHbI ObITb OCHOBA-
Hbl HA 9KCMEPUMEHTaNbHOM YETLIPEXHACOBOM BO34ENCTBUMN.

4.8 Ecnu umelotcst AaHHble, NONYYEHHbIE B pe3ynbTaTte 4acoBOro BO3AENCTBUSA, UX MOXXHO nNpeobpas3o-
BaTb NyTEM AENEHUs HA 2 ANA ra3oB U NAPOB U HA 4 ANA NbINU U a3p030NeN.

4.9 Ina nepecyeTa OPMEHTUPOBOUHLIX 3HAYEHUIN KOHLUEHTPAUMUN, YKa3aHHbIX B 0ObEeMHbIX 4acTax Ha
MWIMNMUOH, B MUNNUIPAMMbl HA KyOU4YeCKMn METP BO3AYXa UCMOMb3YIOT CNeayroLLyo dpopmyny:

CLeo [ 5| = CLaotppm) - 1)

rae M — monekynapHasa macca.

4.10 Knaccudukaumio OnacHoCTU OCTPOW TOKCUYHOCTM NO BO3AENCTBUIO HA OpraHuM3m npoBo-
OAT OTAENbHO Ha OCHOBAHMM MoKasaTtens CpeaHer CMepTenbHOW A03bl (Npu npornatbiBaHWM WM nonaja-
HUM Ha KOXy) unu (cpeHen cMepTenbHOM KOHLUEHTpauuu Npu BAbIXaHUM) B COOTBETCTBUM C Tabnuuen 14
MOCT 32419—2013, TOCT P 56930, NOCT P 56932 n NOCT P 56957.
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411 [Onsa oueHkn u3bupaTtenbHOW TOKCUMHOCTU paccMaTpuBaloT 3ddekTbl, He NpUBOASLLME K neTanb-
HOMY ucxoay.

412 [Ona ucknioveHua ayonuposanus B npouecce knaccudukaumm onacHOCTU Ansi OueHku usbupa-
TENbHON TOKCUYHOCTU HA OPraHbl-MULLIEHW W/ WKW CUCTEMbI MPU OQHOKPATHOM BO3AENCTBUM HE AOMKHbI y4u-
TbIBaTLCA Cneayowme Buabl M3dupaTenbHoOro AencTBUs:

- OCTpas TOKCUYHOCTb;

- nopaxkeHne (HeKpo3)/pasgpakeHne KOXu;

- Cepbe3Hoe NoBpexaeHue/pasapakeHue ras;

- ceHcubunuaupyiowee AericTBue NPy BAbIXAHWM U NONAAaHUN HA KOXY;

- MyTareHHoe aencTeue;

- KaHUEpOreHHoe aAenCTBue;

- BO34enCTBUE Ha (PYHKLUMIO BOCNPOU3BOACTBA;

- OMacHOCTb NpuW acnupawuu.

MpumevyaHusa

1 Bugbl n3bunpatensHoro feicTeusi, KOTopble He AOMKHBI YYUTHIBATLCA MPU OLUeHKe U3bupaTtenbHoi TOKCUYHOCTU
Ha opraHbl-MULLEHU W/WNKU CUCTEMBI MPW OLHOKPAaTHOM BO3AEWCTBMU, OLICHUBAIOT OTAENbLHO.

2 OcTpyto TOKCUYHOCTL oueHuBatoT B cootBeTcTBUM ¢ TOCT 32419—2013 (nogpasgen 6.1), TOCT P 56930,
[OCT P 56932 u FOCT P 56957.

3 MopaxeHune (Hekpos)/pasgpakeHne KoXu oLeHuBatoT B cootBeTcTBUM ¢ TOCT 32419—2013 (nogpasgen 6.2) u
[OCT P 56958.

4 Cepbe3Hoe NoBpexaeHne/pasgpaxeHune rmas oleHvsatot B cootBeTcTBUM ¢ TOCT 32419—2013 (nogpasgen 6.3)
n FOCT 56959.

5 CeHcubunuanpytowee feictBue npu BAbIXaHUM W MONajaHUM Ha KOXY OLEHWBAOT B COOTBETCTBUM C
[OCT 32419—2013 (nogpasgen 6.4) u FOCT P 58476.

6 MyTtareHHoe feiicTBue oLjeHuBatoT B cootBeTcTBUMU ¢ TOCT 32419—2013 (nogpasaen 6.5) n FTOCT P 57454.

7 KaHueporeHHoe feiicTBMe oLeHuBatoT B cooTBeTcTBUM ¢ TOCT 32419—2013 (nogpasaen 6.6) n FTOCT P 57453.

8 Bo3ageiicTBUE Ha (hYHKLMIO BOCNPOMU3BOACTBA OLeHMBatoT B cootBeTcTBUMM ¢ FTOCT 32419—2013 (nogpasgen 6.7)
n FOCT P 57452.

9 OnacHocTb Npu acnupauuu oueHuBatoT B cootBeTcTBUMU ¢ FTOCT 32419—2013 (noapasaen 6.10) n TOCT P 58478.

5 Knaccudumkaumsa onacHOCTM CMeCceBOM XMMUUYECKON NPOAYKLUN,
obnaparowen n3duparesibHom TOKCUYHOCTbIO Ha OpPraHbI-MULLIEHN
uW/vnu cucTembl NP OQHOKPAaTHOM BO3AENCTBUN

5.1 O6wwme NPUHLMUNbI KNaccudmkauum onacHOCTU CMECEBON XMMUYECKON NPOOYKLMH

5.1.1 OBwume NpUHLMNbI Knaccudukaumm onacHOCTU CMECEBON XUMUYECKON NPOAYKLIMKM, B TOM Ymncne
obnapatoLlein nsbuparenbHON TOKCUYHOCTBIO HA OPraHbl-MULLEHWU W/UAWU CUCTEMbBI NPU OAHOKPATHOM BO3/EW-
CTBUU, ycTaHoBneHbl B FTOCT 32423—2013 (pasgen 4).

5.1.2 KpuTepum knaccudpukaLmm onacHOCTM CMeCEeBOW XUMUYECKOW nNpoaykuuu, obnaaaiowen usbupa-
TENbHON TOKCUYHOCTBIO Ha OpraHbl-MULLEHU W/UAKU CUCTEMBI MPU OAHOKPATHOM BO3AEWCTBUM, NMPU HANUYUK
JKCMepUMEHTAarbHbIX AaHHLIX MO CMECH B LIENOM NnpeacTaBneHsl B Tadbnuue 1.

5.1.3 Tlpu OTCYTCTBUM IKCNEPUMEHTANBHBIX JAHHbLIX N0 CMECKU B LIENOM UCNONbL3YIOT NMPUHLUNLI UHTEP-
nonauuu, nanoxexHole B FOCT 32423—2013 (pasaen 6).

5.1.4 B cny4yae OTCYTCTBUSA SKCNEPUMEHTAarNbHbIX AaHHbLIX MO CMECU B LIENOM U MHpOopMaLuK, KoTopas
no3sonuna bl UCNOMb30BaTb NPUMEHUMbIE NPUHLIMMLI UHTEPNONALMK, ANA KnaccudukaLmm UCNonb3yoT Me-
TOAbI OLIEHKM ONACHOCTU HA OCHOBE MMeloLencsa nHpopMmaLuum No oTAeNbHLIM KOMNOHEHTaM CMECH.

5.2 PacueTHbIil MeTo Knaccudukauum onacHOCTU CMeceBOW XMMUYECKOWN NPOAYKLIUM,
obnaparouwen nsduparenbHON TOKCUMYHOCTLIO HA OPraHbI-MMILEHU UW/UNU CUCTEMBI NMPU
OAHOKPaTHOM BO3AEUCTBUMN

5.2.1 CMeceBas xuMu4yeckasi NpOAYKLUUSA MOXET ObIThb KraccuuumpoBaHa Kak XMMuyeckas npoayKUmns,
obnapatowwan n3dupatenbHoi TOKCMYHOCTBIO HA OPraHbl-MULLEHU W/UNKU CUCTEMBI NPU OAHOKPAaTHOM BO3AEeNn-
CTBUW, €CNN OHA COAEPXUT OAMH UINU HECKONbKO KOMMNOHEHTOB, 00naaalowmx AaHHbIM BUAOM ONacHOCTH, B
KOHLEHTpaLuK1, CyMMapHO paBHOI UMK NPeBbILIAIOLLEN NpeAernbl, ykazaHHble B Tabnuue 2 (Ha ocHose Tabnu-
ubl 11 FOCT 32423—2013).

4
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Tabnunuya 2 — KoHUeHTpaUWOHHbIe Npeaensl KOMMNOHEHTOB, BXOASALWMUX B COCTaB CMECH, MO3BOMsOLLME Krnaccudu-
UnpoBaTb ee Kak obnagatoLlyto M3bupaTenbHON TOKCUYHOCTLIO Ha OpraHbi-MULLIEHU WU CUCTEMbl NPU OAHOKPaTHOM
BO34ENCTBUM

CyMMmapHasa KoHUeHTpauua koMnoHeHToB (C, %), nossonstoLlas 0THECTU CMeCb
K CrieAyHoLMM Knaccam OMacHOCTU XMMUYeCKO NpoayKLmu, obriaaatoLleit
n3brpaTenbHON TOKCUYHOCTHIO Ha OpraHbl-MULLEHW W/UIM CUCTEMbI NPU OJHOKPAaTHOM

Knacc onacHoCcTW KOMMNOHEHTOB,
OTHECEHHBIX K XMMUYECKOI NpoayKLmK,
obnapatoLei nsbupaTenpHoii

TOKCWUYHOCTLIO Ha OpraHbI-MULLEHW U/MMK Bosaencrent
CuUcTeMbl NpU ogHOKpPaTHOM BOﬁ,D.EI7ICTBI/IVI 1 2 3
1 c=10 10>Cz21 —
2 — cz210 —
3 . _ C 2 20* (HeobxopuMa sKcnepTHas
oLeHka)**

* CYMMapHYyto KOHLEHTPaLMIO KOMMNOHEHTOB, 0bnagarolwnX HapKoTUHECKUM AeNCTBMEM, U CYMMapHYI0 KOHLIEH-
TpaLmMio KOMNOHEHTOB, OKa3sblBaOLLMX pasjpaxatollee AeNCTBUE Ha AblXaTenbHble MyTh, CPABHUBAIOT C YCTAHOBMEH-
HbIM NpeAenbHbBIM 3HaYeHneM OTAeNbHO.

** Kputepun npeacTasneHsl B Tabnuue 1.

5.2.2 Mpwu knaccudukauum onacHOCTU CMECEBON XMMUYECKOW NPOAYKUMW AOMMKHA ObiTb yyTEeHa BO3-
MOXHOCTb CUHEPrUYECKOro B3aumMoaencTBMsl KOMNOHEHTOB, obnagaowmx n3bnupaTenbHON TOKCUYHOCTBIO Ha
OpraHbl-MULLEHU U/MNKN CUCTEMbBI NPU OAHOKPATHOM BO3ENCTBUMN.

5.2.3 CymmUpoBaHME KOMMOHEHTOB, OTHECEHHbIX K XMMUYECKOW mpoaykuuu, obnapgaiowen u3bupa-
TenbHO TOKCUYHOCTbIO HA OpraHbl-MULLEHW W/UMM CUCTEMbI PYU OAHOKPATHOM BO3AENCTBMM Knacca 3, NpoBo-
AAT ANs KOMNOHEHTOB, 06najatoLLmMx HapKOTUHECKUM JENCTBUEM, U KOMIMOHEHTOB, OKa3biBaIOWMX pasapaxa-
owee AeNCTBUE Ha AblXaTemnbHbIe MyTH, OTAENbHO.

6 BbI6op Haunbonee nogxoaaWMX JaHHbIX

Knaccudukauuss onaCHOCTU XMMUYECKOW NpoayKuuun, obnagaioLwiein n3duparenibHON TOKCUMHOCTLIO Ha
OpraHbl-MULLEHU U/MNU CUCTEMbI, 32BUCUT OT HaNW4Usl HA4EXHbIX CBUAETENLCTB BO3AENUCTBUS JAHHOW Npo-
OYKUMKM Ha niogen u/mnu nabopaTopHbIX XKUBOTHBIX B Pe3ynbTaTte O4HOKPATHOrO BO3AENCTBUS, NPUBOAALLENO:

- K YCTOWYUBBLIM U MAEHTUARULNPYEMBIM TOKCUMKONMOrMYECKUM NOCIEACTBUAM,;

- K TOKCMKONMOTrMYEeCKN 3HAYNUMbIM UBMEHEHUAM (PYHKUUKU Unu mopdponornm TkaHu/opraHa;

- K CEPbE3HbIM U3MEHEHUAM BMOXMMUYECKOTO COCTaBa UMM remMaTonorum OpraHnama;

- K MEHEE CepPbEe3HbIM USMEHEHUAM, OXBATbIBAIOLLMM PAL OPraHoB.

6.1 [JaHHble no pe3ynsrataM BO3OeMCTBUA HA YernoBeka

6.1.1 Mpu knaccudmkaumm onacHOCTU XMMUYECKON NPoAYKLUMM B KayecTee obnagaioLen usbuparens-
HOIN TOKCMYHOCTbIO Ha OpraHbi-MULLEHW W/MNM CUCTEMBI NMPU OJHOKPATHOM BO3AEHCTBUMM B NEPBYIO OYepelb
paccMaTpUBaloT UMEIOLLMECS AaHHbIE B OTHOLUEHWM BO3AENCTBUA HA YenoBeka.

MpuMedaHune—CseeHNA MOryT COAEPXKaTLCS:

- B 3MUAEMUONOrM4eckuX NCCneaoBaHusXx;

- B TEMATUYECKNX OTYETAX;

- B OTYeTax O HecYacTHbIX CNyYasiX U aBapusix Ha NPoU3BOACTBEHHbIX oObeKTax;
- B MeXAYHapoAHbIX 6asax faHHbIX;

- B MEMLVHCKOW 1 CnpaBOYHOA nuTepartype,;

- B WHbIX HaAEXHbIX NCTOMHUKaX.

Tpumepbi mokcuyeckoeo delicmeus Ha Yesoeeka (nocredcmeutl)

1 3abonesaemMocms 8 pesynbmame 0OHOKpamHo20 eo3delicmeusi XuMu4yecKkol npodyKyuu.

2 3HayumenbHble (cepbe3Hble) ByHKUUOHaNbHbIe U3MEHeHUs1 @ pecrnupamopHol cucmeme, yeHmpaib-
Holl unu nepugepuyeckoli HepeHol cucmeme, Opyaux opaaHax u dpyaux cucmemax, eK/ioyasi Npu3HaKu Oe-
npeccuu yeHmpansHol HepeHol cucmembi U nocsedcmeust Ansi omoesibHLIX Op2aHoe Yyecme (3peHue, CiyX,
oboHsiHUe u m. d.).

3 /Tobbie 3amemHbie U cywecmeeHHble HezamueHbIe USMEeHEeHUS 8 KITUHUYeCKUX Napamempax npu aHanu-
3e 6uoXUMUYEeCKO20 cocimaea Kpoeu u/unu Moyu.
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4 CepbesHbie nospexdeHuUs opaaHoe, ommMeYeHHbIe NMpU 8CKPLIMUU u/unu erocsiedcmeuu paccMompeH-
Hble unu nodmeepx0eHHblIe NMPU MUKPOCKoNUYecKoM uccrnedoeaHuu.

5 MHozoovazoebill unu dugey3Hbill HeKkpo3, pubpo3s unu obpazoeaHue spaHysieMbl 8 KU3IHEHHO 8aXHbIX
op2aHax, crocoBHLIX K pezeHepayuu.

6 Mopdponoaudeckue uUsMeHeHUsl, KOmophbie MoMmeHyUanbHO S16JIsTiomcsi 06pamumMbiMU, HO SI6HO ceude-
mesnscmeytom o 3amMemHoli QuchyHKYUU op2aHa.

7 Ceudemenscmea sieHoU cMepmu kilemku (eKsmioyasi 0e2eHepayuio Kilemku U YyMeHbuWeHue Konuyecmea
KJ1emokK) @ XXu3HeHHO eaHbIX opaaHax, He CoCO6GHbIX K pe2eHepayuu.

6.1.2 Mpu uHTEepnpeTauum UMEIOLMXCS AAHHbLIX MO BO3AEWCTBUIO HA YenoBeka obpallalT BHUMaHue
Ha ageKBaTHOCTb CBEAEHUI B OTHOLLEHUU:

- A03bl;

- IPOAOIMKUTENBHOCTU BO3AENCTBUS;

- MPOAOMKUTENLHOCTM HabnNoAeHUs;

- CEPbE3HOCTN HabnaaeMbIX CUMITOMOB U CONPOBOXAAIOLLUX (PAKTOPOB, KOTOPbLIE MOTYT NMOBIUATL HA
pesynerar (B TOM YnCne BO3AEWCTBUE APYIUX BELLECTB).

Tpumepbl mokcuvYeckoeao delicmeust Ha Yesloeeka (nocnedcmeutl), KOMopkbie He s167151I0mcs1 30CMamoYHbi-
Mu Ons knaccugukayuu onacHocmu

1 KnuHuyeckue HabnrodeHus1 unu HebobUWUe U3MEHEHUs eeca mesa, nompebrieHUs1 Kkonudecmea NUUWU
u e00bl, KOMophkie Mo2ym UMemb 3Ha4YUMOCMb C MOKCUKOJI02UYeCKOL MOYKU 3peHUs, HO He siesisTiiomcsi ceude-
meJsibcmeoM 3HaYyumesibHOl moKcu4YHocmu.

2 HesHayumernkbHbie U3MeHEeHUs & apamMempax 6uoxuMu4ecKoz2o cocmaea Kpoeu usiu Moyu u/unu obpa-
muwmbie nocnedcmeusi, koada OHU UMerom HedemKull Xxapakmep uJlu MUHUMaJILHOe MoKcUuYecKoe 3HaqyeHue.

3 UzmeHeHUe seca opzaHoe, He ceudemernbcmeyioujee 0 QUCYHKYUU Op2aHOoe.

4 AdanmueHas peakyusi, Komopasl He paccMampueaemcsl 8 kKayecmee omHocsujelicst K moKcuKkonoauye-
CKUM nocnedcmeusim.

6.1.3 [JaHHble 0 HanM4ynMM TOKCUYECKOro AEWCTBUSA HA OpraHbl UM CUCTEMBI YeroBeka, He3aBUCMMO OT
[03bl, NPU KOTOPOW TOKCMYECKOe AeiCTBUE BbINO NPOSIBIEHO, UMEIOT NPEBANUPYIOLLIEE 3HAYEHUE HAZ AAHHbI-
MU, NOSYYEHHLIMU NPU UCCrIea0BaHUU TOKCUYHOCTU Ha XKUBOTHbIX.

6.1.4 Knaccudukaumusa onacHOCTM MO pasgpaxatollemMy AeNCTBUIO HA AbiXaTelbHble NYTM NPOBOAUTCS
TONbKO TOr4a, Koraa He HabnoaawTcs 6onee cepbesHbie NOCNEeACTBUSA ANt OPraHOB U CUCTEM, B TOM Yucne
Ans pecnupaTtopHON CUCTEMbI.

6.1.5 [ns oTHeCeHWUA XMMUYECKON NPOAYKLMM K XMMUYECKON NpoayKLummn, obnaaatowien nabuparensHom
TOKCUYHOCTbIO Ha OpraHbl-MULLEHWU U/UIK CUCTEMbI NPU OAHOKPATHOM BO3AENCTBUM Knacca 3, rpynnbl XumMude-
CKOIM NpoayKuUun, OKasbIBaKOLLEN pasapakaloLlee A4ENCTBUE HA AblXaTenbHble NyTU, HABNKOAaeMble CUMNTOMbI
BO34ENCTBUA COrnacHo tabnuue 1 4omkHbl ObiTb XapakTepHbl AN BCel rpynnbl nogen, NoABeprimxcsa Bo3s-
OencTBuio.

MpuMedaHue— [aHHble, NONyYeHHble B OTHOLUEHUU MIOAEN C FMNEPUYBCTBUTENBHOCTLIO AbIXaTENbHbIX MyTeil,
He [oCTaTouHbI AN 060CHOBaHMA KnaccuduKaLy ONacHoCTH.

6.1.6 CeeaeHus 0 pasgpaxeHuu abixaTenbHbiX nyTen 6e3 ykazaHna CUMNTOMOB BO34ENCTBUA HE MOTYT
ObITb MCMONBL30BaHbI ANs1 060CHOBaHMUA Knaccudukaumm onacHoOCTH, MOCKONbKY MOTYT BKMO4YaTh CyObEKTUB-
HYIO OLIEHKY, BbIXOZALLYIO 338 KPUTEPUM KnaccudumkaLum onacHoOCTH.

lpumep — 3anax, HenpusmMHbie eKycoebie OWyUeHUs, oWyWeHUe WeKoOmKU U Cyxocmu He s1eJ1sromcs
docmamoyHbIMU cuMmomMamu Onsi omHeceHUs1 xumuyeckol npodykuuu K xumuyeckol npodykyuu, o6nadato-
well usbupamesbHOU MOKCUYHOCMbLIO Ha Ope2aHbi-MUWeHU u/unu cucmemsb! Npu oGHOKpPamHoM eo3delicmeuu
Knacca 3, epynnbsl Xumuyeckol npodyKyuu, okasbiearoulell pasdpaxaroujee delicmeue Ha ObiXxamesibHbie Mymu.

6.2 [aHHble nabopaTopHbIX UCNbITAHUM in Vivo

6.2.1 lpu3HaHHbIE U YTBEPXKAEHHbIE Moaenn NabopaTopPHbIX UCNLITAHWIA iN Vivo ANA ONpeaeneHuns pas-
OpaXkeHUs AblXaTenbHbIX MYTEN Y XMBOTHbLIX OTCYTCTBYIOT.

6.2.2 na knaccudukaumMm onacHOCTM MOXET OblTb MCNONb3oBaHa MHMOPMAaLUUS NO BO3AEWCTBUIO Ha
opraHbl UK CUCTEMBI, NONYyYEHHas B pesynbrate nabopartopHbIX UCMbITAHWA OCTPOW MHIaNALMOHHON TOKCUY-
HOCTM, KOTOpPbIE ObiNM NPoBEAEHbl Haanexalumm obpa3oM U B COOTBETCTBUM C MEXIYHAPOAHO MPU3HAHHBLIMU
n/vunu yTBep>KAEHHbIMU Ha HALMOHaNbHOM YPOBHE METOAMKAMMU.

6



rOCT P 58479—2019

lMpumepsi

1 lMposienerHus KNUHUYECKUX MPU3HaKO8 MOKCcU4YHocmu 6 eude oObiWKU U pUHUMa U a2ucmornamorsioauu e
eude aunepemMuu, omeka, MUKPOSOCTIasIeHUs, ymoslueHus causucmoli 060/104Ku, Komopble sief1silomes o6pamu-
MbIMU U ompaxarom XapaKmepHbie K/IUHUYeCcKUe CUMITIMOMbI.

2 Cepbe3sHble 1ospexdeHUs1 opa2aHo8, OMMEYEHHbIe NMPU 8CKPbIMUU U/unu enocnedcmeuu paccMompeH-
Hble unu nodmeep:x0eHHbIe NPU MUKPOCKOMUYECKOM UucciiedoeaHuu.

3 MHozooyvazoebili unu duggpy3HbIl HeKPO3, pubpo3 unu obpasoeaHue epaHynIeMbl 8 KU3HEHHO 8aXHbIX
op2aHax, ClTOCOGHbIX K peseHepayuu.

4 Mopdgponozuyeckue usmMeHeHUsi, KOmopble NMomeHUyuaabLHO sessaomcs obpamuMbIMU, HO 56HO ceude-
menscmeyiom o 3amemHol QucyHKYUU opaaHa.

6.2.3 NHdopmaumsa ansa knaccudukaumm onacHOCTU MOXET ObITb MOMyYeHa U3 pesynsratoB UCCNeao-
BaHWM in vivo n3buparenbHOn TOKCUMHOCTU XMMUYECKON NPOAYKLMW HA OpraHbl-MULLIEHU W/MMAW CUCTEMBI MPK
MHOTFOKpPaTHOM BO3AEWCTBUM.

6.2.4 Ecnu ans knaccudukaumm onacHOCTU UCNOSb3YIOT TOMBLKO pe3ynkrarbl nabopaTopHbIX UCTbITA-
HWA Ha XXMBOTHbIX, TO MOMUMO KIMTMHUYECKUX CUMNTOMOB (aHanorMyHo CUMNTOMaM BO3AENCTBUA Ha YenoBeka
COrnacHo npumepam, NpuBeaeHHbIM B 6.1.1) HEOOX0AUMO YYUTbLIBATL OPUEHTUPOBOYHBIE 3HAYEHUA A03bl/KOH-
LieHTpaLuMu, Npu KOTOPbIX OHW ObINKW BbISIBMNEHbI, B COOTBETCTBUU C Tabnuueri 1.

6.2.5 HesHauuTenbHble (AHANOIMYHO Npumepam, npuBeaeHHbIM B 6.1.2) unu HexapakTepHble Ans Je-
rnoBeka nocneacTBust BO3AENCTBMA Ha NabopaToOPHbIX XKMBOTHbLIX HE MOTYT CMYXUTb AOCTaTOUYHLIM 060CHOBA-
HUeM Ans Knaccudukaumm onacHoCTH.

6.3 [laHHble naGopaTopHbIX UCNLITAHUN iN Vitro

6.3.1 MNpu3HaHHbIE M YTBEPXAEHHbIE MOAENW NabopaTopPHbIX UCTILITAHWI in vifro Ansa onpeaeneHus us-
GupaTenbHOM TOKCUYHOCTU HA OpraHbl-MULLIEHM U/MIM CUCTEMbI NPU OAHOKPATHOM BO31€CTBUU OTCYTCTBYIOT.

6.3.2 Ecnu MMelTCs NONOXKUTENBbHbIE Pe3ynbTaThl UCTbITAHWIA in Vitro, TO OHWM MOTYT ObITb NPUMEHEHDI
TONbKO NPU HANUYUKU IKCNEPTHOIO 3aKMOYEHNUS 00 X HALEXHOCTU.

6.4 VHble paHHbIe

6.4.1 [Ona oueHkn onacHOCTU No u3bupaTenbHON TOKCUYHOCTU CneayeT yunTbiBaTb CBeAeHUA 0 Pusu-
KO-XMMUYECKUX CBOMCTBAX XMMWUYECKOW NPOAYKLUMM, KOCBEHHO yKa3biBaloWMe Ha noTeHuuan TOKCUYeCKOoro
OeNCcTBUA Ha opraHbl-MULLIEHU W/UAU CUCTEMBI.

TMpumeps!

1 3HaveHue pH.

2 AzpezamHoe cocmosiHue.

3 Pacmeopumocme.

4 [aeneHue napos.

5 Paamep yacmuy.

6 ®opma eninyckKa.

7 Cnocob6 npednonazaemMo20 UCMOJIL308aHUS.

6.4.2 Knaccudukauus XuMm4eckon NpoayKkLMm Kak XMMUYECKON NPOAYKLMK, Bbi3bIBAIOLLEN NOPaXKEHNE
(Hekpo3)/pasgpaxkeHne Koxu, B cooTBeTcTBumn ¢ FTOCT P 56958 ABNAETCA KOCBEHHbIM CBMAETENLCTBOM, YTO
XUMUYECKasa NPOoayKUMA MOXET OKasblBaTb pasgpaxkaiollee AeinCTBUE HA AblxaTenbHble NyTu (Npu Ao3ax, He
BbI3bIBAIOLLMX KOPPO3MOHHOE AENCTBUE HA PECTIUPATOPHbIN TPaKT).

MpumedvaHune — Ons obocHoBaHWA KraccuduKaLMy OnacHOCTU XUMUYECKOW NPOAYKUWK, Bbi3biBaloLWwei no-
paxeHue (HEKpOo3)/pasgpaxKeHne KOXH, Kak XMMUYeCcKoi Nnpogykumu, obnagatoLen usbupaTenbHONn TOKCUYHOCTBIO Ha Op-
raHbl-MULLEHN W/WMN cUCTeMbl MPW OAHOKPaTHOM BO3f4eNCTBMM Knacca 3, rpynnbl XMMUYECKON NPOAYKLUKN, OKa3sbiBaloLLei
pasgpaxatoliee eACTBUE Ha AblXaTenbHble NyTh, HeoBXoAUMbI 4 ONOTHATENbHbIE AaHHbIe.

6.4.3 lNpu OTCYTCTBMM CBEAEHUI O BO3AENCTBUM HA YENOBEKA U IKCNEPUMEHTaNbHbLIX AaHHbLIX peLueHne
06 OTHECEeHMU XMMMNYECKOI NPOAYKLMU K OZHOMY U3 KIAacCOB OMACHOCTW NO U3bupaTenbHON TOKCUYHOCTU Ha
opraHbl-MULLEHU W/UNU CUCTEMbI NMPU OJHOKPATHOM BO3AENCTBUM MOXET ObiTb NPUHATO C UCMONL3OBAHUEM
crneayoLmx TeopeTu4eckux nogxon0s:

- metoaonorust QSAR («Quantitative Structure — Activity Relationship», unu «konu4yecrseHHoOe COOTHO-
LUEHWE CTPYKTypa — aKTUBHOCTb»): OCHOBaHA Ha NOCTPOEHUU MOAENEN, NO3BOMAIOLLMX NO ONUCAHUIO CTPYK-
TYPbl XMMUYECKOTO BELLECTBA ONPEAenuTb ero CBOCTBA, B TOM YMCIe TOKCUKONOrn4eckue;
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MpumMmeyaHue — HagexHble Mogenu paspaboTaHbl ANs OUEHKW 3-f0 Knacca ONacHOCTU Mo usbuparenbHOW
TOKCUYHOCTU NpU OAHOKpaTHOM BOE!AeﬁCTBVII/I, npuMeHdaemMble Mogenu Ana oueHKu 1-ro 1 2-ro KNaccoB ONacHOCTU UMEKT
CyLlecTBEHHbIE OrpaHUYEHUA U MOTYT UCMONb30BaTLCA JULLL KakK BCoMoraTeNlbHble aHHble.

- METOA CTPYKTYPHbIX aHanoros (read-across): N03BONSET onpeaenuTb NOCNeACTBUA TOKCUYECKOTO BO3-
OEeNCTBUSI XMMUYECKOTO BELLECTBA HA OCHOBE U3BECTHLIX CBEAEHMI 06 n3bmupaTenbHON TOKCUMHOCTM OHOTO
WAN HECKOMbKUX CTPYKTYPHO CXOAHbIX BELLECTB.

6.4.4 Teoperuueckne NOAX0AbI AN OLEHKU M30mpaTenbLHON TOKCUYHOCTU Ha OpraHbi-MULLIEHW W/WIU Cu-
CTeMbl NPYU OAHOKPATHOM BO3AENCTBUM NPeHa3HaYeHbl A5 COKPALLEHNA KONUYECTBA UCTIbITAHUI HA XXUBOT-
HbIX U MOTYT ObITb UCNONbL30BaHbI NPU YCIIOBUM AOCTATOMHOTO TEOPETUHECKOrO 0GOCHOBAHUA WU Hanuuus
9KCNEPTHOr0 3aKIMOYEHUS.
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KnioueBble CnoBa: KpUTepuu, Knaccudukauus OnMacHOCTH, XMMUYEcKasi NPOAYKUMS, BO3AENCTBME HA
opraHusm, nsbuparenbHas TOKCUMHOCTb, OPraHbl MULLEHU WU CUCTEMBI, OAHOKPATHOE BO3AENCTBUE
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