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HAUWOHANbHBIW CTAHOAPT POCCUUCKOW OSGEOEPALUMN

PYKOBOACTBO
Nno NPUMEHEHUIO KPUTEPUEB KNACCU®UKALIMM ONACHOCTU XUMUYECKOW MPOOYKLIUK
Mo BO3AEACTBUIO HA OPFAHU3M

CepbesHble NOBpeXAeHus/pasapakeHue rnas

Guidance on the application of the criteria of chemicals classification for health hazard. Serious eye damage/eye irritation

Hara BBegeHns — 2017—01—01

1 O6nacTb NnpUMeHeHus

HacToswuin cTaHaapT coaepXuT pykoBoasALLMe NPUHLMMBI MO UCMOMb30BAHMIO AaHHBIX U NPUMEHEHWNI0
KpuTepueB KnaccucpukaLMm OmnacHOCTU XMMWUYECKOW MPOAYKUMM, BbI3biBalOLled cepbesHble MNoBpexae-
HUs/pasapaeHue rnas.

2 HopmaTuBHbIe CCbINKK

B HacTosiLeM cTaHaapTe UCNoNb30BaHbl HOPMATUBHLIE CCbISIKN HA CeAyoLIne MeXrocyaapCTBEHHbIE
cTaHaapThbl:

FOCT 31340—2013 MpeaynpeantennHas MapkMpoBKa Xumuyeckom npoaykumm. Obwme TpebosaHus

FOCT 32374—2013 MeToabl MCNbITAHWA MO BO34ENCTBUIO XMMNYECKOW NPOAYKLMM Ha OpraHA3M Yero-
Beka. MicnblTaHna No oLeHKe OCTPOro pasapakarollero/pasbeaarowero (Koppo3MOHHOTo) AEUCTBUS Ha CNU3UC-
Tble 060s104KN a3

FOCT 32419—2013 Knaccudukalms onacHoCTU XMMudeckon npoaykumn. Obwue TpeboBaHus

FOCT 32423—2013 Knaccudukaums onacHOCTM CMECEBON XMMUYECKONA NPOoAyKLMA MO BO3AEHCTBUIO
Ha opraHn3mM

MpumeyaHu e — lNpu NONb30BaAHWM HACTOSILLUM CTAHAAPTOM LierecoobpasHo NpoBepUThL ASHCTBIE CChIITOY-
HbIX CTaHOAPTOB B MHPOPMaLMOHHOW cucTeMe o6LLero nonb3oBaHus Ha ogurumansHom cante deepanbHOro areHTcTBa
Nno TEXHWYECKOMY PeryrnvpoBaHnio U METPONOrMn B ceTn VIHTEPHET nnu No exerogHomMy MHMOPMaLMOHHOMY yKa3aTenio
«HaunoHanbHble cTaHgapThI», KOTOPbIM ONyBNYKoBaH NO COCTOSIHUIO Ha 1 IHBaps TEKYLLLEro roaa, U Mo BbiNyCcKkam exeme-
CSIMHOMO MHPOPMALIMOHHOIO YKasaTens « HaumoHanbHble cTaHgapTe» 3a TekyLwmn rog. Ecnmu 3ameHeH cCbiNoYHbIN CTaH-
0apT, Ha KOTOPbIN daHa HeaaTUPOBaHHasi CCbiNka, TO PEeKOMEeHAyeTCsl MCMOoNb30BaTh OEMCTBYIOLLYI0O BEPCUIO 3TOMO
cTaHpapTa € y4eTOM BCeX BHECEHHbIX B AAHHYIO BEPCUIO N3MEHEHWI. ECnn 3ameHeH CCbiNOYHbIA CTaHAapT, Ha KOTOPbIA
JaHa JaTMpOBaHHAas CCbiNka, TO PEKOMEHAyeTCs UCMONb3OBaTh BEPCUIO 3TOM0 CTAHAAPTA € YKA3aHHLIM BbIE rOA0M
yTBEPXKAEHUS (NPUHATUSRA). ECNn nocne yTBepXAeHUs1 HACTOALLEro CTaHAAPTa B CCbINOYHBIA CTAHAAPT, HA KOTOPBLIN faHa
AaTUPOBaHHAas CebiNka, BHECEHO M3MEHeHWe, 3aTparvBatoLLlee NonoXeHne, Ha KOTOpoe AaHa CCbiNka, TO 3TO NOMNoXeHne
pekoMeHayeTcsi NpUMeHsiTe 6e3 yueTa 4aHHOro nameHeHus. Ecnv ceelnoyHbIv ctTaHgapT oTMeHeH 6e3 3ameHbl, TO Nonoxe-
HWe, B KOTOPOM JiaHa CChISIKa HA HEero, PeKOMEHAYETCHA MPUMEHATE B YACTW, HE 3aTParvuBaloLwEen 3Ty CCbINKY.

3 TepmuHbI M onpeaeneHns

B HacTosilem cTaHgapTe NpUMMeHeHbl TEPMUHBI C COOTBETCTBYIOWUMKU onpeaeneHuamuno FOCT 32419,
FOCT 32423,TOCT 31340 uTTOCT 32374.

U3paHne ochmumansHoe
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4 Knaccudmkaumsa onacHOCTU XMMUYECKOW NPOAYKLWUN, Bbi3bliBatoLLen
cepbe3Hble noBpexaeHusi/pasgpaxeHue rnas

Knaccudpmkauma onacHoCTU XMMUYECKO NPOAYKLIN, BbI3bIBaOLLEN cepbe3Hble NOBPeXAeHUs/pasapa-
XeHue rnas, NpousBoAMTCS Ha OCHOBE KpUTEPUEB, ycTaHoBNeHHbIX B TOCT 32419 nTOCT 32423.

5 Kputepumknaccucpmkaumm onacHOCTU XMMNYECKON NPOoaYKLUUU, Bbi3blBaloLLEN
cepbe3Hble NoBpexaeHus/pasgpaxeHue rnas

5.1 KpuTepum oTHeCeHUS XMMUYECKON NPCAYKLNA, Bbi3blBaOLLIE N cepbe3Hble MoBpexaeHus/pasapaxe-
HWe rnas, K 0QHOMY M3 [ABYX KIaccoB ONMacHOCTM cofepxaTcs B Tabnmuax 1 u 2 (Ha ocHoBe Tabnuu, 17 1 18

Tab6nunua 1— Knaccbl ONAaCHOCTU XMMUYECKON MpoayKuuy, Bbi3biBAKOWEN Cepbe3Hble noBpexaeHus/pasgpaxeHne

Kputepuu

Xumundeckasn NpoAyKUUsi, BbibiBaloWwas HeobpaTtumele NOCNeACTBUS NpU NonagaHum B
rnasa:

- X0T51 6bl Yy OAHOIO XXMBOTHOIO NPU HAHECEHUM Ha CNN3UCTbIe 060NoYkM rmas Habnoaa-
toTCH HeobpaTMble NOBPEXAEHNS POrOBULIbI, PAAY>KHOW MNWU CNIU3NCTOI 06ONOoYKM rna-
33, KOTOpbIe He BOCCTAHABMMBAIOTCS NOMHOCTBIO B TeHeHne 21 aHs;

- MOMYTHEHWE POroBuLbl > 3 nNu BocnarneHme pagyxHon obonovkm > 1,5 He meHee Yem y
2/3 NogonbITHLIX KMBOTHbLIX;

- noBpexaeHue (HeobpaTMoe) TKaHel rmasa Unv o4eHb Pe3Ko BbipaXkeHHasi imnepemus
KOHBIOHKTUBbLI, PE3KO BbIPXEHHbIA OTEK — BEKM MOYTU NOSIHOCTLIO CMBIKAIOTCS, POro-
BMLA Henpo3payHa, pagy»Has obonoyka He BUAHa, peakumsl Ha CBET OTCYTCTBYET, Bbl-
AerneHns O4YeHb CUMbHbIE — YBIAXKHAIOT BEKM U KOXY BOKPYT Inas. YkasaHHbIe ABNEHNA
pasgpaxeHus COXpaHaTes > 3 CyT.

XviMn4yeckas NpoayKuusi, Bbi3biBAIOLWAS BbIPAXXEHHOE pasfpakeHne CrimancTbix o6ono-
YeK rnas, KoTopas Npu HAHECEHUN Ha CIIM3UCTbIE OBOIOYKM I11a3 He MeHee YeMm y 2/3 ro-
OOMbITHBIX XMBOTHBIX BbI3bIBAET MOMYTHEHWE POroBuubl > 1, BOcnarneHwe pagyXHOM
060noYkM > 1 unn oTek (MPUNYXocCTb) POrOBMULbI > 2, KOTOPbIE NOMHOCTHLIO NPOXOAST B
TeveHue 21 aHs

FOCT 32419).
rnas
Knace
1
Moaknacc 2A
2
Moaknacc 2B

XviMnyeckas NpoayKums, Bbl3blBaloWas pasgpaxeHne crim3ncTbix 06onovek rnas, KoTo-
pas Npy HaHECEHNM Ha CrM3NCTble 0BONOYKM IM1a3 He MeHee YeM Y 2/3 NOAOMNbITHBIX KKU-
BOTHBIX BbI3bIBAET MOMYTHEHME POroBuLbl 2 1, BocnaneHue pagy>KHom o6onoykm > 1 unm
OTeK (MPVNyXMNoCTb) POroBMUbI > 2, KOTOPbIE MONHOCTBLIO MNPOXOAST B TeYeHUe 7 gHen

Tabnuya 2—Knacchl onacHOCTU XUMUYECKON MPOAYKLMK, BbI3bIBAIOWEN CEPbe3HbIe MOBPEXAeHNs/pasapaxkeHme

rnas’)
Knacc Kputepuu
y PasenTne nabaseneHunin cnmancTon o6onoYkmM rmas, NoMyTHEHUS! POrOBULbI, PyOLOBBIX
N3MEHEeHUN BeK
Mogknacc 2A 'MnepemMumsi KOHbICHKTUBbI U POrOBULbI, OLeHMBaeMble B 2—3 6anna, v 0TeK BeK, OLeHu-
2 Baembil B 2—4 6anna
Moaknacc 2B M'MnepemMmns KOHLIOHKTMBBI U POTOBULI M OTEK BEK, oueHBaemble B 1 6ann

" [ns oTHeceHUss XMMUYECKON MPOAYKUMM K MPOAYKLWW, Bbi3bIBAIOLWEN CEpbe3Hble MOBpexXaAeHus/pasapaxeHne
rnas oueHka NpoBoAUTCS MO MeTofy, N3NOXEHHOMY B «MeToanYeckMx ykasaHnsiX K NOCTaHOBKe UCCMedoBaHUI No nayye-
HUIO Pa3apaxaloWwmx CBOUCTB U 060CHOBaHWIO NPEAenbHO AOMYCTUMBIX KOHLEHTpaLui n3bupaTensHo AeiCTBYIoWMX pas-
Apaxkaiowux BewecTs B Bosayxe paboyen 3oHb» (yTB. Munagpasom CCCP 11.08.1980 Ne 2196-80).

2
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5.2 K knaccy onacHocT 1 oTHOCUTCA NpodyKUus, BbidblBatolias HeobpaTuMble NMOBPEXAEHWUs rnas.
HeobpaTuMbIMK NOBPEXAEHUSAMU CYNTAIOTCH CepbesHble MOBPEXAEHNS, KOTOPbIe He NPOXOAAT NOMHOCTLIO B
TevyeHue 21 aHA. CepbesHble NOBpexaeHus rras onpeaensoTcs no cneayowmm npusHakam, Habnogaemslv B
noboe Bpemsi B xoae NpoBeaeHns UCTbITaHWA: NOBPEXAeHWe poroBuLlbl (4-1 CTeneHu), paspyLueHue porosu-
Libl, CTOMKOE NMOMYTHEHWe poroBuLLbl, 0becLiBeYBaHne poroBuLLbl KpacuTenem, aaresusi, naHHyc U HapyLueHne
chyHKUMM pagyxHO 060MOYKNY, @ TakkKe Apyrue NocneacTsus, NpYBoOASLLME K HApYLLEHUO 3peHNs.

5.3 Xumnyeckas npodyKLus, Bbi3biBatoLLasa nopakeHue Koxu (knacc onacHocTu 1), knaccudpuunpyercs
Kak NnpoayKUms, Bbi3blBatoLLas CepbesHble MOBPeXAEeHWUs rnas, 1 0THOCUTCA K Kraccy onacHocTu 1.

5.4 Xvmunyeckas npodykums, obnagatoLlasn noTeHumansHoi cnocobHOCTbIO BbI3biBaTL 06paTuMoe pas-
ApaxeHue rnas (Knacc onacHocTu 2), MoXeT ObITb OTHECEHa K 0AHOMY 13 ABYX NOAKNACcCOB: 2A (XUMUYeckas
MpoAyKUMs, Bbl3blBatoLas pasapakeHue cnmancTbix obonoyek rnas)u 2B (xumudeckas NpoayKums, Bbl3biBato-
Lasi HesHa4YUTeNbHOe pasapaxeHue cnnsncTbix o6onoyek rnas).

5.5 OTHeceHWe XMU4YEeCcKon NPoayKLMK Knacca onacHoOCTU 2 K 0AHOMY U3 ABYX NOAKNACCOB ABMAETCA
CYLLeCTBEHHbIM, MOCKOMbLKY A NOAKIacCoB UCMNOMb3YHOTCA pasiuyHble 3rieMeHTbl NpeaynpeanTenisHon Map-
kmpoBku no NOCT 31340 (cumBon, curHanbHoe CroBo, KpaTKkas XapakTepucTnka onacHOCTU U Mepbl Mo ee
npeaynpexaeHuio).

5.6 Knaccudukaums onacHOCTA XUMNYECKOR NPoayKLUMK, BbI3biBaOLLEn Cepbe3Hble NoBpexaeHns/pas-
ApaxeHue rnas, B COOTBETCTBUMN € KpUTEPUSIMU, NpUBeAeHHbIMU B Tabnuue 1, UMeeT NPpUOPUTET Haf KNnaccu-
uKkaumeit onacHOCTU B COOTBETCTBUM C KPUTEPUSMUA, NPUBEOEHHBIMN B Tabnuue 2.

6 Knaccudukaums onacHOCTU cMeceBON XMMUUYECKON NpoayKLMM,
Bbi3blBaloLLel cepbe3Hble NOBpeXAeHUs/pasapaxeHme rnas

6.1 O6wWMe NPUHLMNBI KNaccudukauum onacHoCTM CMeCeBO XMMUYECKOW NPoayKUUU

6.1.1 Obwwe npuHUMNBI KNnaccudrkaLum onacHOCTU CMeceBO XMMUYECKOW NPoAYKLMN, B TOM YuUCne
BbI3blBalOLLEN Cepbe3Hble NoBpexaeHus/pasapaxeHue rnas, yctaHosneHol B F[OCT 32423 (n. 4).

6.1.2 KpuTtepun knaccudukaymm onacHOCTU CMeCeBON XMMUYECKON NPOAYKLUNN, Bbi3biBatoLWen cepbes-
Hble NOBpeXAeHNa/pasapaXkeHne rnas, npy Hanu4Mmn aKkcnepuMeHTanbHbIX AaHHBIX N0 CMEecU B LIeNoMm, npes-
cTaBneHbl B Tabnuuax 1 1 2 (Ha ocHose FOCT 32419).

6.1.3 MNpu OTCYTCTBUN SKCMEPUMEHTanbHbIX AaHHBIX MO CMEeCU B LefIOM, UCMOMb3YHTCA NMPUHLMNDI
nHTepnonauuu, nsnoxeHHole B FOCT 32423 (n. 6), nv cBegeHMs 0 CYMMapHORN KOHLIEHTPaLIMU KOMMOHEHTOB,
BbI3bIBAOLLNX CEpbe3Hble MOBpeXaeHNs/pasapakeHne rnas.

6.2 Knaccudukanums onacHocTM CMeceBO XMMUYECKOU NPOAYKL UM, Bbi3biBaloLWel cepbe3Hble
noBpexaeHus/pasgpaxeHune rnas Ha OCHOBe KOHLLEHTPaLMOHHbIX NpefenoB KOMMNOHEHTOB

6.2.1 Cmecb MoxeT 6bITb OTHECEHA K OA4HOMY U3 ABYX KMacCoB OMACHOCTU XMMUYECKOW NPOAYKLUN,
Bbl3bIBAlOLLEN CEpbesHble NoBpeXaeHUs/pasgpaxeHune rnas, eCnm oHa coaepXnUT OAMH UM HECKOTBKO KOMIMO-
HEHTOB, BbI3bIBAIOLLMX NMOpaXkeHne/pasaparkeHne KoOXn U/nnm cepbesHele NoBpexaeHusa/pasgpaxeHume rmas, 8
KOHLLeHTpaLWK1, paBHOW U NpeBklLLatoLwer npedensl, ykazaHHble Tabnvue 3.

T abnwnuya3— KoHueHTpaumnoHHbIe Npeaernbl KOMMOHEHTOB, BXOASILLMX B COCTAB CMECH, No3BossiolLme Knaceupmum-
poBaTh €€ KakK Bbi3blBatoLLYI0 Cepbe3Hble NoBpeXxaeHus/pasgpaxeHue rnas

CymmapHas KOoHLeHTpaums komnoHeHTos (C,%), no3eonsio-
LLiasi OTHECTU CMECh K CNeayoLLMM KIlaccam OrnacHoCTU
XMMWUYECKOW NPOAYKLIMM, BbI3bIBaIOLLEN Cepbe3Hble NOBpeXae-
HUs/pasapaxeHue rnas

CymMMma KOMMOHEHTOB, BbI3bIBAOLLMX MOPaXeHne/pasapaxeHne Koxu
U/MNW cepbesHble NOBPEXAEHUS/Pa3apaxeHe a3 U OTHECEHHbIX

K crnegyroLum knaccam

Knacc 1 Knacc 2A Knacc 2B
Knacc 1 (koxa) + knacc 1 (rnasa) C=>3 3>C=>1 —
10 - (knacc 1 (koxa) + knacc 1 (rnasa)) + nogknacc 2A (rna- . C>10 .
3a) + nogknacc 2B (rnaaa)
Moaknacc A (rnasa) + nogknacc 2B (rnaaa) — Cx>10 —
Moaknacc 2B (rnasa) — — Cc=10
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6.2.2 Ecnu KOMNOHEHT KraccudpunumpyeTca oAHOBPEMEHHO KakK UMEIOLLUA Krace onacHocTu 1 no Bo3-
OEeNCTBUIO Ha KOXY W Knacc onacHocTy 1 No BO3AENCTBUIO Ha rfasa, TO ero KOHLeHTpaums npu pacyeTe YYnuTbl-
BaeTCs TOMbKO OAWNH pas.

6.2.3 Mpuknaccudpukaunm cmecu, cogepallein CUNbLHYI0 KUCOTY UIU LeNnoYb, B KadyecTse knaccudu-
KaLWOHHOIO KpUTEPUA pEKOMEHAYETCA UCMONb30BaTh 3HavYeHne pH (cm. Tabnuuy 4).

Tab6nunya 4 — KoHueHTPauMOHHbIE Npeaensl KOMNOHEHTOB, BXOAAWMX B COCTaAB CMECH, AN KOTOPbIX HE MPUMEHNM
aganTUBHLIN NOAX0A, NO3BONSIIOWME KnaccnpuumpoBaTb €€ Kak Bbi3biBalOLWYIO0 Cepbe3Hble NnoBpexaeHus/pasgpaxeHune
rnas

KOMI‘IOHeHTbI, Bbi3blBalOWUE CePLE3HbIS noape)meHMn/
asapaxeHue rnas, Ana KOTopbIiX HE NPUMEHUM aMMTMBHbIﬁ CyMMapHaﬂ KoHUEHTPaUns Knacc onacHocTu cmecu
p ’ komnoHeHToB C, %
nogxon

Kucnotac pH <2 21 1

Wenoub ¢ pH=11,5 >1 1

Opyrne KOMNOHEHTbI, OTHECEHHbIE K knaccy 1 >1 1
KoMnoHeHTbI, OTHECEHHbIE K KNaccy 2, BKNOYasn KNUC- >3 2

NoTbl U Wwenoun

6.2.4 Ecnu pacyeT OCTaTOUHOW KUCNOTHOCTU/LLENOYHOCTH NpeanonaraeT, YTo CMecb He MOXeT ObiTb
OTHECEHa K XMMUYECKON NPoAayKUMK, Bbi3biBatoWwen NoBpexaeHne rnas, HeCMOTPS Ha HASKUA UNA BbICOKUI
nokasatenb pH, To Heo6xoaMMO NPOBOAUTL AafNbHENLNE UCMILITaHUA.

6.2.5 Mpu knaccudpmkaumm cmecu, coaepxalline HeopraHudeckue conu, anbaeruasl, heHonbl, NoBepX-
HOCTHO-aKTUBHbIE BELLECTBa U ApYrie KOMMOHEHTHI B KOHLEHTpauumu He MeHee 1 %, ANns KOTOPbIX HE NPUMEHUM
noaxop, OCHOBAHHbIN HA CYMMUPOBAHUN KOMMOHEHTOB, U3NMOXEeHHbIN B 6.2.1, MOTyT 6bITb OTHECEeHbI K knaccy 1
1Unn 2 Ha ocHOBe NpeaenoB, ykasaHHblx B Tabnuue 4 (no FOCT 32423).

7 PykoBopsiliMe NPpUHUMNbI MICNONb30BaHUA AaHHbIX

7.1 B uensx knaccudmkaLmm 0NacHOCTU OOMMKHBI YYUTBIBATLCS BCE MMEIOLIMECS CBEAEHUS O BO3Aeu-
CTBMM XMMUYECKOW MPOAYKUMW, NPeanonoXnTeNbHO Bbi3biBalollel cepbesHoe NoBpexaeHue/pasgpaxeHne
rnas, a Takke Bce pakTophbl, BNMAOLME HA BO3MOXHOCTb TaKoro BO3AeNCTBUS.

Mpumep — Teepdas xumuyeckas NpodyKyusi (MOPOUKU) MOXem 8bi3bieamb CEPLE3HOE nospexdeHue unu
pasdpaxxeHue 2/1a3 NPU yeJIaXHEeHUU UJTU 8 C/IyYae KOHMaKma ¢ yesiaXHeHHOU Cau3ucmot 060/104Kol.

7.2 Mepea oUEHKOW MMEKLLMXCA AaHHBIX O Cepbe3HOM MoBpeXaatollem/pasapaxaioleMm aeicTBun
XUMUYECKOW NPOAYKLIMMN Ha rNasa, BO BHUMaHUE NPUHUMaKOTCA CBeeHUs O nopaxatolem AeiCTBUM paccMmart-
prBaeMoin XMMNYECKON NPOAYKLINN Ha KOXY.

7.3 Xumudeckas npodyKums, Bbi3blBatoLLasa nopaxeHue Koxm (knacc onacHoctu 1), krnaccndpuumpyetca
Kak NpoAyKLMs, Bbi3blBatoLLlas cepbe3Hble NOBPEXAeHNs rnas, U 0THOCUTCS K Knaccy onacHocTu 1 6e3 gonon-
HUTENbHOro 060CHOBaHNS.

7.4 Tpun oueHKe NMEeLIMXCA AaHHBIX O CEPbE3HOM NoBpeXxaatoLeM/pasapaaroLem AeNCTBUM XUMU-
YecKon NpoAyKLMM B MepBYIO ovepedb BO BHUMaHWE NPUHUMAOTCS MMetoLmMecst ceeeHnst 06 ogHoKpaTHOM
BO30ENCTBMU XMMUYECKOWN NpoayKLMM Ha YefloBeKa, CBUAEeTENbLCTRYIOWME O Cepbe3HOM NoBpexaeHun/pas-
ApaxeHun rnas.

7.5 CsepneHus 06 ogHOKpPaTHOM BO3AEACTBMM XMMUYECKON NPOAYKLMM Ha YeroBeKa, CBUAEeTENbCTBYO-
LLKe 0 cepbe3HOM NoBpeXaAeHU/pasgpakeHnn rnas MoryT coaepkatbcsl B 3aNnaeMUoNormiyecknx nccneaosa-
HUSIX, OTYeTaX O HecYacCTHbIX ClyvasiX WU aBapusix Ha NPOW3BOACTBEHHLIX OO6bEeKTax, MegULMHCKON W
CrpaBoYHON NUTEpaType N UHbIX HaAeXHbIX NCTOYHUKaX.

7.6 EcnnycnoBusa Bo3gencTBUs (CTENeHb YACTOThI, arperatHas hopma) XMMmn4eckon npoayKumm Ha cnm-
31UCTble 0OOSOYKM rNas YeroBeka He N3BECTHbI /UM eCNi HeAOCTaTOYHO NOAPOBHO onucaHbl NOCNeaCTBUS
BO30ENCTBUSA, NCMOMb30BaHNE TaknX JaHHbIX B KauecTBe 060CHOBaHUS KraccudrkaLum onacHoCTM Hegomnyc-
TUMO. Takme ceedeHUss MOryT CITY>KUTb AOMNONHUTESbHON («Nnoaaepusatowen») nHopmaumein gns Krnaccu-
drkaumm onacHoOCTU M UCMONb30BaTbCA B COBOKYMHOCTU C APYTMMU AaHHbIMWA, CBUAETENbCTBYIOWMMUN O
Cepbe3HOM NoBpeXaeHUU/pasgpakeHumn rnas.
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7.7 Mpw oTCYTCTBUM CBeAEHWA 06 OJHOKPATHOM U/MMN MHOTOKPaTHOM BO3AENCTBUM XMMUYECKO Npo-
AYKUMU Ha YenoBeka, CB1AeTeIbCTBYIOL X O Cepbe3HOM NoBpexaeHun/ pasapaxeHum rias, U npnnx Hegoc-
TaTOYHOM OnuUcaHWn (YCroBWA U NOCNEACTBUA BO3OENCTBUA), UCMOMb3YIOTCA pesynbTaThl nabopaTopHbIX
NCMbITAHUIA Ha XKUBOTHBIX (in vivo).

7.8 B uensix knaccudukaumMm onacHoCTU UCMOMb3YIOTCA TOMbKO HaAEeXHble AaHHbIe (MonydYeHHble U3
NpoBepeHHbIX UCTOYHNKOB) MO pe3yrbTaTam NabopaTopHbIX UCTILITaHWUIA, KOTOpbIE BbINM NPoBeAeHbI Haanexa-
LM 0Bpa3oM 1 B COOTBETCTBUM C MeXAYHapoAHO-NPU3HaHHBIMI U YTBEePXAEHHbIMU Ha HaLMOHaIbHOM YPOB-
He MeToauKamu.

Mpumep — F'OCT 32374, ycmaHaenuearouwjuli mpeb0o8aHus K 8 bINMOSIHEHUI0 UcciiedoeaHull noepexoarouje-
20/pa3dpaxarouje2o eo3delicmeusi xuMuveckol NPpodyKyuu Ha crusucmsie 060/1049KU 2/1a3.

7.9 [Ans oLeHKX cepbesHOoro noBpexaarLlero/pasgpaaoLlero Bo3aeicTBMs XMMUYECKON NpoayKLmn
Ha CnM3ncTble 060NoYKM rras Hambonee NPeAnoOYTUTENbHEIMU ABMIAOTCA AaHHbIE, MOJyYeHHbIE B pe3yrnbTarte
WCNbITaHWIA Ha KporuKax.

7.10 Mpwv oTCYTCTBUM AaHHbIX MO pesynbTaTam NabopaTopHbIX UCTbITAHUA HA XKMBOTHBIX, BO BHUMaHUe
NPUHUMAIOTCA MOMOXUTENbHbIE pesynbTaThl NabopaTopHbIX UCTBITAHUIA in Vitro, NpoBeAeHHbIX B COOTBET-
CTBWW C MeXayHapoaHO-MPU3HaHHBIMW 1 YTBEePXAeHHbIMW Ha HauMoHanbHOM YpoBHe meTogunkamu. OTpuua-
TenbHble pe3ynbTaTbl UCMLITAHUA in Vitro He MOryT CMyXWUTb OCHOBOWM ANg KnaccudukaumMn ornacHocTU, HO
NPUHUMALOTCS BO BHUMaHMWE B Ka4eCcTBe AOMONTHUTENLHOM MHopMaLMn.

7.11 Mpu OTCYTCTBUM HAEXHbIX CBUAETENBLCTB CEPbEe3HOro MOBpeXaAeHUs/pasapaXKeHus rnas yenose-
Ka, a TaKke aKCnepuMMeHTanbHbIX AaHHbIX in Vivo u in vitro, pelieHne 06 0OTHECEHUM XMMUYECKOW NpoayKuun,
BbI3bIBAIOLLEN Cepbe3Hoe NoBpexaeHue/pasapakeHume rmas K knaccy onacHocTu 1 MoxeT ObiTb MPUHATO Ha
OCHOBE 3Ha4YeHnsa Bo4oPoaHOro nokasaTens pH.

7.12 MpwoTecyTcTBUN Nto6G0oi Apyroin MHopMaLmm XMMrudeckas NpoayKumsl paccmaTpyBaeTcs kak obra-
JaroLlas nospexaarLwmnm AencTB1UeM Ha riasa (knacc onacHocTn 1), ecnu 3HaueHue BOAOPOAHOrO nokasarte-
nsi pH gaHHOM XMMUYecko NpoayKLmMKn cocTasnsieT <2 nnu>11,5.

7.13 Ecnu oLeHKa ocTaTOMHON KNCNOTHOCTW/LLIENOYHOCTM NpeanonaraeT, YTO HECMOTPSA Ha HU3KUIA NN
BbICOKWIA MokasaTenb pH xuMuyeckas npogykumst He moxeT OblTb OTHECeHa K NMpoAyKuWW, Bbi3biBaloLiein
noBpexXaeHue rnas, To 370 AOIDKHO ObiTb NOATBEPXKAEHO APYTMMU AaHHBIMW, NPeAnoYTUTENbHO AaHHBLIMMU
COOTBETCTBYIOLLEro MOATBEMKAESHHOIO UCMbITaHWUSA in Vitro.

7.14 Tlpn OTCYTCTBMM HaAEXHbIX CBUAETENBCTB CEPbE3HOro NoBpeXAeHUs/pasapakeHUs rnas Yenose-
Ka, a TakKe aKCnepuMeHTanbHbIX AaHHbIX in ViVo U in vitro pelleHne 06 0THECEeHUN XMMUYeCKOU NpoayKuun,
BbI3bIBaIOLLEN CEPLE3HOE NOBPEXAEHEe/pasapaxeHune rnas K oaHoMy U3 ABYX KNaccoB ONacHOCTU MOXET BbITb
MPUHATO C UCNOMNb30BaHNEM CeayoLNX TEopeTUYECKUX NOAX0A0B:

- meTogornornn QSAR («Quantitative Structure — Activity Relationship», unu «konuyecTseHHoe cOOTHO-
LUeHMe CTPYKTYpa-akTUBHOCTbY), KOTOpas OCHOBaHa Ha NocTpoeHUM Modenen, No3BoNALWmMX No ONUcaHuio
CTPYKTYPbI XMMUYECKOr0O BeLLeCcTBa Npe/ickasbliBaTh ero CBONCTBA, B TOM YMCNE Cepbe3Hoe noBpexaeHue/pas-
OpaxeHue rnas;

- MeToAa CTPYKTYpPHBIX aHasioros (read-across), KOTOpbIA MO3BoOMsET NpeAckasaTb MOCNeAcTBUsA Bo3aen-
CTBWSI XMMUYECKOTrO BEeLLleCcTBa Ha CM3nCTyo 060MoYKy rnas Ha ocCHoBe U3BECTHBIX CBEAEHUA O Cepbe3HOM
nospexaatoLuem/pasgpaxaroem 4eNCTBUN OAHOTO MU HECKOMbKUX CTPYKTYPHO CXOAHBIX BELLEeCTB.

7.15 TeopeTundeckue noaxodbl Ans OLEHKN NoBpexaatowero/pasapaxaroLero AencTBns npeaHasHa-
YeHbl 1151 COKpaLLeHUs KONIMYEeCTBa UCNbITAHWUA HA XKUBOTHBIX M MOTYT BbITb MCMOML30BaHbLI NPY YCNoBUM AOCTa-
TOYHOrO TEOPETUYECKOro 060CHOBaHMS.
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MpunoxeHne A
(pexkomenayemoe)

Mpumepbl kNaccudUkaLum onacHOCTU CMeCceBON XUMUYECKON NpoayKLu UM,
Bbi3blBaloLWel cepbe3Hbie NOBpexaeHus/pasapaxeHue rnas

Mpumep 1 — Cmechb «X» COCTOUT U3 TPEX KOMINOHEHTOB. [poLeHTHOE coaepKaHne U CBeaeHns O Nopaxarowem/pas-

Apaxalowem geNCcTBUM Ha KOXY U NOBpeXAaloLLemM/pasapakalowem AeMCTBUM Ha rMasa KOMMOHEHTOB NpeACTaBMNeHbl B
Tabnuue A.1.

T a6 nwunuya A1 —lpoueHTHOE coaepKaHne 1 CBEAEHUSA NO NOPAKEHNIO/PA3APAKEHNIO KOXUN U CEPLEZHOMY NOBPEXe-
HUI0/Pa3gpakeHunIo rMa3 KOMMNOHEHTOB cMecn «X»

Knacc onacHocTu no nopaxeHuto/pasgpaxe-
KomnoHeHT KoHuentpauus C, % (macc.) HUIO KOXUW U/UNn cepbe3HoMy nospexae-
Huto/pasapaxeHuio rnas

A 7 Knacc 1 (koxa)
B 65 Mogknacc 2B (rnasa)
C 28 Mogknacc 2A (rnasa)

CornacHo KpMTepusaM KnaccudukaLmmm onacHOCTH, NpeAcTaBneHHbIM B Tabnuue 3, cmeck « X» OTHOCUTCS K XMMUYec-
KOW NpoayKUMK, Bbi3biBAlOLWLElN Cepbe3Hble MOBPEXAEHUS rna3s knacca 1, T. K. cogepxuT B konudectee 7 % (> 3%) komno-
HEHT A, BbI3bIBaIOLLWIN NMOPAKEHUE KOXKN.

Mpumep 2 — Cmeck «XX» COCTOUT U3 NsATM komnoHeHToB. MpoueHTHOe copepXxaHue U CBedeHUsl O nopaxaio-

wem/pasgpaxaroLleM AeVCTBUM Ha KOXY U NoBpexaatowem/pasgpaxatowemM 4eWCTBUMN Ha rnasa KOMNOHEHTOB NpeAcTaB-
neHbl B Tabnuue A.2.

Tabnwuya A2— lpoueHTHOE coaepKaHne 1 CBeAeHUsI MO NOPaXKeHUIo/pasapa}eHu o KOXU N CEpbe3HOMY NOBpEXAe-
HUIO/Pa3gpakeHUIo rnas3 KOMNOHEHTOB cMecn «XX»

Knacc onacHocTu no nopaxeHuio/pasgpa-
KomnoHeHT KoHueHTtpauus C, % (macc.) XKEHUIO KOXW U/Mnu cepbesHomy nospexae-
HUto/pasapaxeHuto rnas

A 89,4 He knaccudumumpyertcs
B 0,3 Knacc 1 (rnasa)

C 0,3 Knacc 1 (koxa)

D 7 Knacc 2 (koxa)

E 3 Mopxnacce 2A (rnasa)

CornacHo kputepusM KnaccudmkaLmm onacHoCcTH, NpeacTaBneHHBIM B Tabnuue 3, cMeck «XX» He knaccuduumpy-
©TCA KaK XMMM4ecKasn NpodyKums, Bbi3biBaIOLWAs Cepbe3Hble NOBPeXAeHUs/pasgpaxeHue rmas, T. K. CyMma KOMNOHEHTOB,

OTHeceHHbIX Kknaccy 1 (rnasa), knacey 1 (koxa) v nogknaccy 2A (rnasa), BbiumcrieHHas no oopmyne (A.1) coctasnsiet 9 %
(<10 %).

10 - (knacc 1 (koxxa) + knacc 1 (rnasa)) + nogknacc 2A (rnasa) < 10 %, (A1)

rge knacc 1 (koxa) — NpoLeHTHOe coaepXKaHne KOMNOHEHTA, Bbl3bIBaOLLEro nopaXeHue Koxu knacca 1;
knacc 1(rnasa) — npoueHTHOe CodepKaHne KOMMOHEHTA, Bbl3bIBaIOLWEro cepbeaHble NoBpexaeHns rnas knacca 1;
nogknacc 2A (rnasa) — NpoLeHTHOe codepXaHne KOMMNOHEHTA, BbI3bIBAIOLLEro pasapaxeHue rnas nogknacca 2A.
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