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HALULMWOHANBHBIN CTAHAAPT POCCUWNCKOWN GENLEPALUMN

PYKOBOACTBO
MO NMPUMEHEHWIO KPUTEPUEB KIACCUDUKALIMM ONMACHOCTUN XUMUYECKOW MPOAYKLIN
Mo BO3AENCTBUIO HA OPTAHM3M

CepbesHble NoBpexaeHus/pasapaxeHve rnas

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

fata BBegeHns — 2017—01—01

1 O6nacTb NpUMeHeHuns

HacToswuii ctTaHgapT COAEPXKNUT PYKOBOAALLME NPUHLUMMBI MO NCMO/Ib30BaHUIO AaHHbIX U NPUMEHEHUIO
KpuTepunes knaccudmkaumm OnacHOCTW XMMWUYECKOl NpoAyKuMKM, Bbi3blBaloW e cepbesHble noBpexae-
Hus/pasgpaxeHue rnas.

2 HopmaTuBHbIE CCbITIKU

B HacTosLwwem cTaHgapTe NCNob30BaHbl HOPMATUBHbIE CCbISIKM Ha CefyoLlmne MexrocygapcTBeHHble
cTaHgapThbl:

FOCT 31340—2013 MNpeaynpeavTenbHas MapkmpoBka XMMUYeckoi npoaykuun. O6Lne TpeboBaHus

FOCT 32374—2013 MeToAbl UCMbITAHWI MO BO3AEWCTBUIO XUMUYECKON NPOAYKLMN HA OpraHn3M yeso-
Beka. VcnbiTaHysa NooLeHKe 0CTPOro pasgpaxatollero/pasbegatoLlero (KOppo3MOHHOI0) AeicTBUS Ha cnn3mnc-
Tble 060/104KK rNa3

FOCT 32419—2013 Knaccudumkalms onacHOCTU XUMUYeckoi npoaykummn. O6ume Tpe6oBaHns

FOCT 32423—2013 Knaccudmkaums onacHoOCT CMeceBOol XMMUYECKol NpoAyKLUN Mo BO3AENCTBUIO
Ha opraHvam

MpumeuaHune — MNpnNonb3oBaHNM HACTOSALWMM CTaHAAPTOM Lienecoo6pasHo NPoBepUThL JelicTBUE CCbINOoY-
HbIX CTAHAAPTOB B MHOPMALMOHHON cuCTEME 06 Er0 MOb30BAHUSA HA OhULManbHOM caliTe PefepanbHOTo areHTcTBa
Nno TeXHNYECKOMY perynmpoBaHunio 1 MeTposiorun B ceTn VIHTepHeT Nau no exerofAHoMy WH(OpPMaLMOHHOMY ykasaTesto
«HauuoHanbHble CTaHAAPTHI*, KOTOPbI ONY6/IMKOBAH MO COCTOSIHWIO Ha 1 AHBApsA TekyLl ero roAa, 1 no Bbinyckam exeme-
CAYHOTO MH(pOPMALMOHHOTO ykazatens «HaLnoHanbHble CTaHAapThl* 3a TeKyWuii roa. ECnu 3aMeHeH CCbINIOYHbI CTaH-
fapT. HA KOTOpbI AaHa HeAaTUpPOBAHHAs CCbifka, TO PEKOMEHAYeTCsi UCNOoMb30BaTbh AENCTBYOLYI BEPCUID 3TOTO
cTaHAapTa C y4eTOM BCEX BHECEHHbIX B JaHHYI0 BEPCUI0 U3MeHeHNA. Ecnu 3aMeHeH CCbINIOYHbIA CTaHAapT, Ha KOTOpPbIii
flaHa AaTvpoBaHHasA CCblsika, TO PEKOMeHAyeTCs MCMNOMb30BaTbh BEPCUIO 3TOTO CTaHAapTa C ykasaHHbIM Bbllle FOA0M
yTBEpXAeHNA (NpUHATUA). ECnu nocne yTBepXAeHNs HacTOsILero cTaHaapTa B CCbI/IOYHbIA CTaHAapT, Ha KOTOPbIA gaHa
faTupoBaHHas CCbifika, BHECEHO U3MEHEHMWeE, 3aTparnBalllee NosioXeHne, Ha KOTOpPOe fJaHa CCbisika, TO 3TO MOJI0XKEHNE
pekoMeHAyeTCA NPUMEHATL 6e3yyeTa JaHHOro U3MeHeHUs. ECNu cCbiNoYHbI cTaHAapT OTMeHeH 6e3 3aMeHbl, TO NooXe-
HUe, B KOTOPOM [laHa CCbl/IKa Ha Hero, PEKOMeHAyeTCA NPUMEHATb B HacTu, He 3aTparnsatoLleil 3Ty CChIIKy.

3 TepMmuHbI nonpeaeneHnsa

B HacTosILLEM CTaHAAPTE NPUMEHEHBI TEPMUHBI C COOTBETCTBYIOLUMM onpeeneHusimu no FOCT 324109,
FOCT 32423, TOCT 31340 uTOCT 32374.

N3paHne opuymnansHoe
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4 KnaccuduKkauus onacHOCTU XMMNYECKO NPoAyKLUNK, Bbl3blBalOLLLEA
cepbes3Hble NoBpexaeHusi/pasgpaxxeHue rnas

Knaccndmkanms onacHOCTU XMMUYECKO/ NpoAyKLuK, Bbi3blBaloLLel cepbe3Hble NoBpexaeHnsa/pasapa-
XeHuve rnas, Npon3BoANTCA Ha OCHOBE KpUTepueB, yCcTaHOBNEHHbIX BTOCT 32419 nFOCT 32423.

5 KpuTtepuun knaccumkaymMm onacHOCTU XVMUYECKO NpoayKLUnK, Bbi3bliBatoL e
cepbe3Hble NoBpexaeHus/pasgpakeHue rnas

5.1 KpnTepnn oTHECEHUS XMMUYECKOI NPOAYKLMM, BbI3bIBAKLLEN CEpbe3Hble MOBpeXAeHUs/pasgpaxe-
HUWe rnas, K 0HOMY M3 ABYX K/1aCCOB OMNAacHOCTU cogepxartcs B Tabnuuax 1 u 2 (Ha ocHose Tabnuy 17 n 18
FOCT 32419).

Ta6nuue 1— Knaccbl 0nNacHOCTW XMMMWYECKOW NPOAYKLWUMW, Bbi3biBalOWEl Cepbe3Hble MOBpexAeHus/pasgpaxeHmne
rnas

Knacc Kputepun

Xumunyeckas npoaykuusa, BbidblBawlwas HeobpaTumble NOCNeACTBUA NPU nonajaHuun B
rnasa:

- X0TA 6bl Y OJHOTO XXMBOTHOTO NPU HAHECEHUUN Ha CNM3UCTbie 060104KKN rNa3 Habnwga-
I0TCSA Heo6paTNMble NMOBPEXAEHUA POrOBULbI, PAAYXHOW AN CAN3NCTOK 060104KK FNa-
3a. KOTOpbIE He BOCCTaHaB/IMBAKTCA NOTHOCTLIO B TeyeHue 21 AHA;

- NOMYTHEHMWE POoroBuLLbl I 3 AN BOcNaneHne pagyxHoii 06onoukn > 1.5 He MeHee uem y
2/3 NOAONbITHbIX XUBOTHbIX;

- noBpexaeHue (HeobpaTuMoe) TKaHel rnasa uan oYeHb Pe3Ko BbipaXeHHasa runepemus
KOHBIOHKTMBbI, PE3KO BblPaXEHHbI OTeK — BEKW NOYTU MOMHOCTbIO CMbIKAKTCA, POro-
BMUa HenpospayHa, pagyxHas 060/104Ka He BUAHa, peakuns Ha caeT OTCyTCTBYeT, Bbl-
AENEeHNs OYeHb CUNbHbIE — YBNAXHAT BEKM N KOXY BOKPYT rna3s. YKka3aHHble ABMEHUs
pasfpaxeHus coxpaHsTca > 3 cyT.

Moaknacc 2A  XUMUYeckas NpoAyKLUNs, Bbi3blBalolLas BbIPAXEHHOE pasjpaxeHne CansncTbix 06ono-
yek rnas, kKotopas NpyM HaHeCeHUN Ha CNU3NCTbie 060/10UKN a3 He MeHee YeM y 2/3 no-
LONbITHBIX XWBOTHbIX Bbi3biBAa€T MOMYTHEHUE poroBuubl 2 1. BocnasnieHue pajyxHoii
060/104KM T 1 MK oTeK (NPUNYXN0CTb) POrOBULbI T 2. KOTOPbIE NOMIHOCTLIO NPOXOAAT B
2 TeyeHue 21 aHA

Moaknacc 2B Xumunyeckas npoAykunsa, Bbi3biBalolWas pasfpaxeHne cnmancTbix 060/104€eK rnas, KoTo-
pas Nnpy HaHeCceHUN Ha CAM3NCTbie 060104KN FNa3 He MeHee YeM Yy 2/3 NoAOMNbITHbIX XU-
BOTHbIX Bbl3blBAET MOMYTHEHMWE POrOBULLbI 2 1. BOCNaneHne pagyxHoii 060104kn 2 1 unm
oTeK (MPUNYXI0CTb) POrOBULLbI T 2. KOTOPbIe MOMHOCTLIO NPOXOAAT B TeueHue 7 fHeil

Ta6nuya 2— Knaccsl 0nacHOCTU XMMUYeCKOW NPOAYKLWM, Bbi3biBalolel cepbesHble NOBpexAeHus/pasapaxeHve
rnasl»

Knacc Kputepun
1 Pa3BuTtune n3bA3BNEHUI cNn3nNcToii 060104KM rnas, MOMYTHEHWA POToBULbI, PYGLOBbIX
N3MEHEHUN BeK
Moaknacc 2A FMnepemMusi KOHbIOHKTUBbLI U POTOBULbI, OLleHNBaeMble B 2—3 6a/ia, U 0TeK BeK. OLeHU-
2 Baemblii a 2—4 6anna
Mopknacc 2B FMnepemma KOHBIOHKTUBbLI 1 POrOBULblI N OTEK BEK. OLleHUBaeMble B 1 6ann

"ONS OTHECEHUS XMMWYECKO NpoAyKuMM K NPOAYKLMU, Bbi3biBalollell cepbe3Hble NoBpexAeHus/pasapaxeHve
rmas oLeHka NpoBOAUTCA NO MeToAy, N3/I0KEHHOMY B «MeToauYecknx ykasaHusax k NoCTaHOBKe McCaefoBaHuil no nsyue-
HUIO pasjpaxalolnx CBOMCTB 1 060CHOBaHNIO NpefenbHO AONYCTUMbIX KOHLEHTpaunii nséupaTtenbHo AeiicTBYOLWMNX pas-
ApaxawLlux BelecTs a Bo3gyxe paboyeii 30HbI» (yTe. MuHsgpasom CCCP 11.08.1980 Ne 2196-80).

2
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5.2 K knaccy onacHocTu 1 OTHOCUTCA NPOAyKuus, Bbi3blBatolias HeobpaTuMble NOBPEXAEHUS rnas.
HeobpaTtuMbIMi NOBPEXAEHNSAMMN CUATAIOTCA CEPbe3Hble NOBPEXAEHUSA, KOTOPbIE HE MPOXOAAT MOSTHOCTLIO B
TeuyeHue 21 agHA. CepbesHble NOBPEXAeHUs rna3 onpeAensatoTcs nocneayowmm npusHakam, HabnogaemMbim B
no60e Bpemsi B Xxofe NPoBeAeHNS UCNbITAHUS: NOBPEXAeHne poroBuLbl (4-i cteneHun), paspyLleHme poroBu-
Libl, CTOIiKOE NOMYTHEHWE POroBuLbl, 06ecLBeYBaHNe POroBuLbl KpacuTenem, afresns, naHHyc u HapyLieHue
yHKLMM pafyXHOW 060104KM, a Takxe Apyrne NnocneAcTens, NPUBOAALLNE K HAPYLLEHWIO 3PEHNUS.

5.3 Xumunyeckas npofyKuus, Bbi3biBatoLwas nopaxeHue Koxu (knacc onacHoctun 1). knaccuduumpyercs
KaK NpoAyKLums, Bbi3blBaloLLas Cepbe3Hble NOBPEXAEHUA a3, U OTHOCUTCA K Knaccy onacHocTu 1.

5.4 Xummnyeckasn npoaykuus, obnagatollan noTeHLMaNbHON CNOCOGHOCTLIO Bbi3biBaTb 06paTUMOe pas-
ApaxeHue rnas (knacc onacHocTu 2), MoxeT OblTb OTHECEHA K OHOMY U3 [iBYX MOAKNACCOB: 2A (XuMuyeckas
nNpoAyKLMs, Bbi3blBaOLWAA pa3gpaxeHe CAN3nCTbIX 060104ek rnas) n2B (xumuyeckas NpoayKLmus, Bbi3biBato-
Las He3HaunTesibHOoe pasfpaxeHmne CAN3NCTbIX 060/104eK rnas).

5.5 OTHeceHue XMM14ecKoi NpoayKLun Knacca onacHoCT! 2 K 04HOMY U3 ABYX MOAKIACCOB ABMSETCA
CYLLLECTBEHHbIM, NOCKO/IbKY 17151 MOAK/IACCOB UCMOMb3YHTCA Pa3INyHble 3/1eMEHTLI NpeaynpeanTensHol Map-
KnpoBky no FOCT 31340 (CMMBOJ, CUrHa/IbHOE C/I0BO, KpaTkas XapakTepucTuka onacHOCTU U Mepbl Mo ee
npeaynpexaeHunio).

5.6 Knaccudukaums onacHOCTU XMMUYECKO NPOAYKL MK, Bbi3biBatoLLLEl Cepbe3Hble NoBpexXaeHus/pas-
ApaxeHue rnas, B COOTBETCTBMU C KpUTEPUAMM, NPUBEAEHHbIMU B Tabnuue 1, uMeeT NpuopuTeT Haj Kiaccu-
dhvkaLmeii onacHOCT B COOTBETCTBUU C KPUTEPUAMU, NPUBELEHHBIMU B Tabnmue 2.

6 Knaccmdmkaumsa onacHOCTU CMeCeBOW XUMNYECKOW NPoayKLnK,
Bbi3blBaloLE cepbe3Hble NOBpeXaeHUsa/pasgpaxeHuve rnas

6.1 O6WwMe NPUHLMUNbI KNaccugUKaLum onacHOCTM CMECEBOI XUMUYECKO NpoaAyKUUn

6.1.1 O6Lwme NPUHLMMbI KnaccudmKaLmm onacHOCTU CMECEBO XMMUYECKO NpoayKLuu, B TOM Yncne
BblI3blBatOLLEN cCepbe3Hble NoBpexaeHusa/pasgpaxeHuve rnas, yctaHoneHsl B FTOCT 32423 (1. 4).

6.1.2 KpuTepuu knaccucrkaLmm onacHOCTU CMEeCEBOW XMMUYECKOI NPOAYKLNK, Bbi3blBaloLLEl cepbes-
Hble NoBpexaeHunsa/pasgpaxeHne rnas, Npu HannyMm aKCNnepuMeHTaIbHbIX faHHbIX M0 CMecu B Lie/1IoM, npes-
cTaBneHbl BTabnuuax 1m 2 (Ha ocHose FOCT 32419).

6.1.3 Tpn OTCYTCTBMM 3KCMEPUMEHTANIbHbIX AaHHbIX MO CMEeCu B Lie/IOM, UCMOMNb3YHTCA MPUHLMNbI
MHTEepnonauun, nanoxerHole B FOCT 32423 (n. 6), unn cBefeHns 0 CYMMapHOI KOHLEHTpaLn KOMNOHEHTOB,
BblI3bIBaOLLMX CEPbE3HbIE NOBPEXAeHUA/paspaxeHue rnas.

6.2 Knaccudurkayns onacHoCcT CMeCceBOoii XMMUUecKoi NpoayKLUUu, Bbl3biBaloL el cepbesHble
noepexgeHusi/pasfpaxeHie rnas Ha 0CHOBe KOHLEHTPaLMOHHbIX Npefe/loB KOMNOHEHTOB

6.2.1 CMmecb MOXeT 6biTb OTHECEHA K OHOMY U3 [IByX K/ACCOB OMACHOCTU XMMWUYECKON NpomyKLuu,
BbI3blBaOLLEli Cepbe3Hble NOBPeXAeHUs/pasapaxeHne rnas, eCiv oHa COAEPXNT OAUH UM HECKOSIBKO KOMMO-
HEHTOB. BbI3bIBAIOLLMX NOPAXEHME/pa3apaKeHNe KOXU U/Un cepbesHble NOBpeXAeHUs/pa3apaxeHue rnas, B
KOHLEHTpaLuu, paBHOI WV NpeBbILaloLLeli npeAesbl, yka3aHHble Tabnuue 3.

Ta6numuya3 — KOHUEHTpPaUWOHHbIE NPeAesibl KOMNOHEHTOB, BXOASALLMX B COCTaB CMeCH, NMO3BONsOWME KNaccupuym-
poBaTh €€ KaK Bbi3blBAKLL Y0 CEPbE3HbIE MOBPEXAEHMsA/pasgpaxeHue rnas

CymmMapHas KOHUeHTpauusa KoMnoHeHToB |C.%). no3BoNAK0-
ujas OTHECTU CMECh K CNeAyloum knaccam onacHocTu
XUMUYecKoil NpoAyKLMUN, Bbi3blBalol el cepbe3Hble NoBpexje-
Hua/pasapaxeHue rnas

CymMma KOMMNOHEHTOB. BbI3blBalO WX NOpaxeHne/pasapaxeHne Koxu
ninun cepbe3Hble nospemgeHMﬂ/pawqpa)KeHme rnas3 v OTHeCeHHbIX

* crepylWwum knaccam

Knacc 1 Knacc 2A Knacc 2B
Knacc 1 (koxa) + knacc 1 (rnasa) cr 3 3>Cr 1 -
10 «(knacc 1 (koxa) ¢ knacc 1 (rnasa)) ¢ nogknacc 2A (rna- cr 10 i
3a) ¢ nogknacc 2B (rnasa)
Nopknacc A (rnasa) + nogknacc 2B (rnasa) — Cr 10 —
Mopgknacc 28 (rnasa) — — ci 10
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6.2.2 Ecnu KOMMOHEHT knaccudurumpyeTcs O4HOBPEMEHHO Kak MMelLwmnii kinacc onacHocTu 1 no Bos-
[eliCTBUIO Ha KOXY M Klacc onacHocTy 1no BO34ENCTBUIO Ha r1a3a, TO ero KOHLeHTpaLms npy pacyeTe yunTbl-
BaeTCs TOSIbKO OAVWH pas.

6.2.3 [Mpu knaccudmkaLmm cmecu, cogepxatleii CUIbHY0 KUCNOTY WK LWesoYb, B kKauecTBe knaccudu-
KaLlMOHHOro KpuTepus pekomeHayeTcs UCnosb3oBaTth 3HadeHne pH (cm. Tabnuuy 4).

Ta6nuuya 4— KOHUEHTpaUWOHHbIe NpeAeibl KOMNOHEHTOB, BXOAALMX B COCTAB CMECHU, AN KOTOPbIX HE NPUMEHUM
afAuTUBHBIA NoAX0A, NO3BONSALIME KNBCCU(MULNPOBATL €€ Kak Bbi3blBAlOLWY0 Cepbe3Hble NoBpexAeHus/pasgpaxeHue
rnas

KOMMNOHEHTbI, Bbi3blBalL e CEPbE3HbIE NOBPEXAEHUSA/
CymMmapHas KOHLeHTpauus

pasgpaxeHue Ta3. 44 KOTOPbIX HE MPUMEHUM a,Cl"CLVITVIBHbIﬁ Knacc onacHocTu cmecu
KoMnoHeHToB C. %

noaxop

Kucnota ¢ pH £2 al 1
Wenoubc pH 2 11,5 ail 1
Lpyrne KOMNOHEHTbI, OTHECEHHbIe K knaccy 1 al 1
KOMMNOHEHTbI, OTHECEHHbIE K KNaccy 2. Bkawo4yas Kuc- a3 2

NoTbl U Weno4yu

6.2.4 Ecnu pacyeT oCTaTOYHOW KMCMOTHOCTU/LWLENOYHOCTY npegnonaraeT, YTo CMeCb He MOXeT ObITb
OTHeCeHa K XMMWYecKol NpoAyKLuK, Bbi3blBaloLLEel NOBPeXAeHNe a3, HECMOTPS Ha HU3KWIA WU BbICOKUIA
nokasaresnb pH, TO He06X04MMO NPOBOANTL Aa/bHENLINE UCNbITAHUS.

6.2.5 MMpu knaccudmnkaum cMecu, cogepxalime HeopraHmyeckme conn, anbaernpl, eHosbl, NoBepx-
HOCTHO-aKTUBHbIE BeLLecTBa nApyrne KOMMOHEHTbI B KOHLLEHTPaUUK He MeHee 1%. 418 KOTOPbIX HE MPUMEHUM
noAxof, OCHOBaHHbI HA CYMMWPOBaHUM KOMMOHEHTOB, U3/I0XEHHbIN B 6.2.1, MOryT O6bITb OTHECEHbI K knaccy 1
Unv 2 Ha OCHOBE Npefenos, yKkasaHHbiX B Tabnuue 4 (no FOCT 32423).

7 PykoBogasiliMe NPUHLUMbI UCMOMb30BaHUS AaHHbIX

7.1 B uensx knaccugukauum onacHoCTU A0JIKHbI YUUTLIBATLCS BCE MMEKLLMECS CBeAEHNs O BO3aeii-
CTBUM XMMUYECKOW NPOoAyKLMK, NPEANONOXITENIbHO Bbi3blBaloLLEl Cepbe3Hoe NoBpexaeHne/pasapaxeHme
rnas, a Takke Bce hakTopbl, BUAIOLLME HA BO3MOXHOCTb TaKoro BO34eiCTBUS.

Mpumep — TBepAas xumMumyeckas NnpoayKLMUsA (TOPOLWKU) MOXET Bbi3biBaThb CEPbE3HOE MOBPEXAEHUE UIn
pasjpaxeHune rnasnpu yBnaxHeHUN NAu B cyyae KOHTakKTa C yBAaXHeHHOW cnusncToii 060104KOiA.

7.2 TMepeps OUEHKOl MMEeLUXCs AaHHbIX 0 CEepbe3HOM NoBpexJaoLem/pasapaxarllem aeicTeum
XMMUWYECKO NpoAyKLUN Ha rnasa, BO BHUMaH/e NPUHNMAaKTCA CBeEeHNsA 0 NopaxaroLlemM geicTBun paccmart-
pviBaemoli XMMNYeCcKoin NPOAYKL MK Ha KOXY.

7.3 XvMunyeckas npoayKuus, Bbi3blBatoLLas nopaxeHue Koxu (knacconacHocTu 1). knaccudumuympyeTcs
Kak MpoAyKLus, Bbi3biBaloOLWas cepbe3Hble NOBPeXAEeHNs rnas, u 0THOCUTCA K k/iaccy onacHocTy 1 6e3 gonon-
HUTENbHOro 060CHOBaHUSA.

7.4 Tpy oLeHKe UMEILLMXCA AaHHbIX O CEPbE3HOM MOoBpexatoLem/pasapaxatolem AelicTBUN XUMN-
4yeckoli NpoAyKUMN B NEPBYIO OYepeb BO BHUMaHWE NPUHMMAIOTCA UMeloLwmnecsa ceefeHns 06 04HOKPaTHOM
BO34ENCTBUN XMMNYECKOW NPOAYKLUN Ha YesloBeka, CBUAETENbCTBYIOLNE O CEPbE3HOM NOBpexaeHun/pas-
[PaxXoHUN rnas.

7.5 CsefeHns 06 0AHOKPaATHOM BO34ECTBMN XMMNYECKON NPOAYKLMN Ha YenloBeka, CBUAEeTeNbCTBYIO-
LMe 0 cepbe3HOM NOBpeXAeHVn/pasapaxeHnn rnas MoryT cogepxarbes B aNUAEMNONOrMYecknx nccnegosa-
HUSAX. OTYeTax O HeCcYacCTHbIX C/yyasx U aBapusaXx Ha NPOU3BOACTBEHHbIX OO6bEKTax, MeAWLMHCKOW W
CNpaBOYHOW nMTepaType 1 UHbIX HAAEXHbIX NCTOYHUKAX.

7.6 EcnuycnoBusi BO3aeicTBUS (CTeNeHb YNCTOTbI, arperatHas popma) XMMn4Yeckoi NpoayKLUM Ha Cn-
31CTble 060/104KN F/1a3 YesioBeka He U3BECTHbI U/MNN ecin HeJ0CTaTOuYHO NOAPOGHO onMcaHbl NOCNeCTBUSA
BO34EeNCTBMSA, NCMOMIb30BaHMe TaknX AaHHbIX B kKa4ecTBe 060CHOBaHUA knaccudurkauy onacHocTu Hegonyc-
TMMO. Takue cBefeHNst MOTYT CIYXUTb AONONHUTENBHON («NoAfepXxuBarLLeii») nHpopmaumeli Ansa knaccu-
dvKaLumy onacHOCTW W UCMOMb30BATLCSA B COBOKYMHOCTW C APYTMMU faHHbIMW, CBUAETE/IbCTBYIOWMMU O
cepbe3HOM NoBpexaeHuu/pasapaxeHun rnas.
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7.7 Tlpy OTCYTCTBMM CBEfeHW 06 OAHOKPATHOM W/W/IM MHOTOKPaTHOM BO3[EeNCTBUN XMMUYECKoi npo-
OYKUWM Ha YenoBeka, CBUAETENLCTBYIOLLNX O CEPbE3HOM NOBPEXAeHn/pasgpaxemMum rnas, uam npu nx Hepoc-
TaTOYHOM onucaHuu (ycnosuii U NOCneAcTBUiA BO3AENCTBUA), NCNOMb3YOTCA pe3ynbTaTbl N1abopaTopHbIX
UCMbITAHW Ha XMBOTHbIX (in Vivo).

7.8 B uenax knaccugumkauuy onacHOCTU UCMONb3YTCA TONbKO HadeXHble AaHHble (NoslyYeHHble 13
NPOBEPEHHbIX UICTOYHWNKOB) N0 pe3yibTatam 1abopaTopPHbIX UCMbITAHWIA, KOTOPbIE ObIIN NPOBEAEHbI Hag1exa-
LM 06pa3om 1 B COOTBETCTBUM C MEXAYHAPOAHO-NPU3HAHHBIMU N YTBEPXAEHHLIMU Ha HALMOHA/IbHOM YpPOB-
He MeToAMnKamm.

Mpumep — FOCT32374,ycTaHaBnnBal Wi TpeboBaHNA K BbINOTHEHUIO UCCNefOBaHN NoBpexatole-
eo/pasgpaxatol,eeo BO34eiCTBUA XUMNYECKOR NPOAYKLUN HA CAN3UCT ble 060104KN rnas.

7.9 [nsa oueHkn cepbe3HOro noBpexaaroLlero/pasgpaxaroLero Bo3AeicTBUA XMMNYECKON NPOAYKLN
Ha cnu3ncTble 060104KN a3 Hanbosnee NpeAnoyYTUTENbHBIMW ABASAIOTCA faHHble, NosTyYeHHble B pesyibTaTe
UCMbITaHW Ha KponKax.

7.10 lNpw oTCyTCTBUW AAHHbIX MO pe3ybTatam 1abopaTopHbIX UCMbITAHNIA HA XUBOTHbIX, BO BHUMaHMNe
NPUHUMAIOTCA NOMOXUTENbHbIE pe3ynbTaTbl N1abopaToOpHbIX UCNbITAHWUIA in Vitro, NpoBeAEHHbIX B COOTBET-
CTBUW C MEeXAYHapOoAHO-NPU3HAHHLIMU U YTBEPXAEHHBIMU Ha HaLMOHa/IbHOM YpoBHe MeTofukamu. OTpuua-
TeNbHble pe3ynbTaTbl UCNbITAHUIA iN Vitro He MOryT CNYXWUTb OCHOBOW ANS Knaccudukauum onacHoOCTH, HO
NPUHMMAIOTCA BO BHUMaHWE B KauecTBe AONOMHUTENbHON MHopMaLmn.

7.11 TpuwoTCYyTCTBUM HAAEXHbIX CBUAETENbCTB CEPbEe3HOro NoBpeXaeHnsa/pasgpaxeHns rnas yesnose-
Ka. a TakkKe aKCnepuMeHTaNIbHbIX faHHbIX in Vivo 1 in vitro, pelueHre 06 OTHECEHUN XMMUYECKOI NpoayKLuK,
BbI3blBatoLLeli Cepbe3Hoe noBpexaeHne/pasgpaxeHne rnas K knaccy onacHocT 1 MoXeT 6biTb MPUHATO Ha
OCHOBe 3HayeHus BOAOPOAHOro nokasaresis pH.

7.12 MpwnoTcyTcTBUM 10601 APYroi MHhopMaLm XxuMmnyeckas NpoaykLms paccmaTpusaeTcs kak obnia-
Jarolas nospexaaroLlmm AelicTenem Ha rnasa (knacc onacHocTu 1), ecnim 3HayeHne BOAOPOAHOIO nokasare-
ns pH gaHHO XxuMnyeckoli npoaykumm coctaBnseT <.2unmi 11,5.

7.13 Ecnu oueHka 0CTaTOYHON KMCAOTHOCTU/LLLEeNIOYHOCTM NpegnonaraeT, YUTO HECMOTPSA Ha HU3KWIA nnn
BbICOKMIA nokasaTesib pH xvMuuyeckas NpoAaykuus He MOXET ObiTb OTHeCeHa K NpoAyKuuW, Bbi3blBatoLLel
noBpexfeHne rnas, To 370 AO0/HKHO OblTb MOATBEPXKAEHO APYTVIMU A@HHBIMWU, NPEeAnoYTUTENbHO AAHHbIMY
COOTBETCTBYIOLLErO NOATBEPXKAEHHOIO UCMbITAHMS in Vitro.

7.14 Tlpu OTCYTCTBUU HAAEXHbIX CBUAETE/IbCTB CEPbe3HOro NoBpexXaeHnsa/pasgpaxeHus rnas yesiose-
Ka. a TakKe aKCnepyMeHTasbHbIX AaHHbIX in ViV 1 in Vitro pelleHne 06 OTHECEHNN XMMUYECKOW NpoayKLuK,
BbI3blBatoLLeli cepbe3Hoe noBpexaeHune/pasgpaxeHve rnas kogHoOMY U3 4BYX K/1acCOB ONAaCHOCTU MOXET BObITb
NPWHATO C UCMOJIb30BaHNEM CNeayloLnX TeopeTUYecKnx noaxoa0s:

- meTogonornm QSAR («Quantitative Structure — Activity Relationship», nnun «konuyecTseHHOe COOTHO-
LeHne CTPYKTypa-akTMBHOCTb»), KOTOpas OCHOBaHa Ha NOCTPOeHWW MoAesnei, No3BONSALWMX N0 ONUCaHNI0
CTPYKTYPbl XMMNYECKOro BellecTBa npeckasbiBaTb €ro CBOWCTBA, B TOM YMC/e cepbe3Hoe NoBpexaeHve/pas-
OpaxeHue rnas;

- MeTofa CTPYKTYPHbIX aHanoros (read-across), KOTOpPbI N03BONAET NpeAckas3arb NOC/1eACTBUA BO3Ael-
CTBUSI XMMWUYECKOrO BELLeCTBa Ha C/IM3UCTY 060/104KY r1a3 Ha OCHOBE M3BECTHbIX CBEAEHWUI O CEPbE3HOM
nospexgatLiem/pasgpaxarLlem AelicTBAN OAHOI0 UAN HECKOSIbKMX CTPYKTYPHO CXOAHbIX BELLECTB.

7.15 TeopeTuyecknme NoAxoAbl AN OLEHKM MOBpexAaatolero/pasjpaxalowero geincTsus npegHasHa-
YeHbl /15 COKpaLLEHUSI KONIMYECTBA UCMbITAHWIA HAXXMBOTHBIX M MOTYT ObITb MCNO/Ib30BaHbI MPW YCNOBUM fO0CTa-
TOYHOrO TEOPETUYECKOro 060CHOBAHMSA.
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MpunoxeHune A
(pekomeHnpgyemoe)

Mpumepbl KNaccudmrkaumm onacHoCT CMECOBOW XMMUYECKON NpoayKLuH,
Bbl3blBalOW el cepbe3Hble NOBPEXAEHUA/pasapaxeHue rnas

Mpumep 1 — CMechb «X» COCTOUT U3 TPEX KOMMNOHEHTOB. MPOLEHTHOE COAEPXaHME U CBEAEHUS 0 NopaxatLwem/pas-

ApaxalouwemM AeiicTBUM Ha KOXY U NoBpexajallem/pasgpaxatliem 4eiicTBUM Ha rna3a KOMMNOHEHTOB NpeAcTaB/eHbl €
Tabnuue A.1.

Ta6nuuya Al — lMpoueHTHOe CoAepXaHue N CBEAEHUSA NO NopaxeHuto/pasfpaxeHunto KOXn U cepbe3HoMy nospexe-
HU/pasgpaxeHunio rnas KOMNOHEHTOB CMech «X»

Knacc onacHoCTU no nopaxeHwno/pasgpaxe-
KomnoHeHT KoHueHTpauusa C. % (macc.) HUIO KOXW W.'MNn Cepbe3HOMY NoBpexXae-
nuio/pasipaxeHuto rnas

A 7 Knacc 1 (koxa)
65 Mopaknacc 28 (rnasa)
C 28 Mopknacc 2A (rnasa)

CornacHo KpuTepuam knaccudukalmm onacHocTy, NpecTaB/eHHbIM B Tabnnue 3. cMeCb « XK OTHOCUTCHA KXMMUYec-
KO NpoAyKuuu, Bbi3biBaloLlWeli cepbe3Hble NoBpexXAeHns rnas knacca 1,T. K. cogepxuT B konunyectse 7 % (> 3%) komno-
HEeHT A. Bbl3blBalOLINI NOPaXeHNe KOXU.

Mpumep 2 — CMecb «XX» COCTOUT M3 NATU KOMNOHEHTOB. MpoUEHTHOe cojepXaHue W CBeAeHUA 0 nopaxaio-
wem/pasgpaxatliem geiicTBUM Ha KOXY U NnoepexjatlleM/pasapaxatrlem 4eiicTBUM Ha r1a3a KOMMNOHEHTOB NpeAcTaB-
neHbl B Tabnuue A.2.

Ta6nuuya A.2— MpoueHTHOE coAepXaHue 1 cBefeHnsa No nopaxeHuo/pasgpaxeHunto KoXn ncepbe3Homy nospexae-
HUlo/pasfpaxeHunto rna3 KOMMNOHEHTOB CMeCH «XX»

Knacc onacHocTy Mo nopaxeHukH'pasapa-
KomnoHeHT KoHueHTpauumsa C. % (macc.) XEHUIO KOXW W/WNn cepbe3HoMY noBpexae-
HUohasgpaxeHuno rnas

A 89.4 He knaccudgmumnpyetcs
B 0.3 Knacc 1 (rnasa)
C 0.3 Knacc 1 (koxa)
(¢] 7 Knacc 2 (koxa)
E 3 Mopknacc 2A (rnasa)

CoOrnacHo KpMTepUaM knaccudukaymm onacHocTu, NpeAcTaBieHHbIM B Tabnuue 3. cMecb «XX» He knaccudpuympy-
eTCsl Kak XuMuyeckas npoAyKUUs, Bbi3biBaOLW A CEPbE3HbIE MOBPEXAEHUs/pasgpaxeHne rnas. 7. K. CYyMMa KOMIMOHEHTOB,

OTHeCeHHbIX Kknaccy 1(rnasa), knaccy 1(koxa)wu nogknaccy 2A (rnasa), BbluncnenHas no coopmyne (A.1 loctasnaet 9%
(< 10% )

10 (knacc 1 (koxa) ¢ knacc 1 (rnasa)) + nogknacc 2A (rnasa) < 10 %. (A1)

rge knacc 1(koxa) — NpOLEHTHOE COAEepXaHue KOMMNOHEHTA, Bbl3blBAlOLLEro NopaxeHne Koxu knacca 1;
knacc 1 (rnasa) — npoueHTHOe COAepXaHue KOMMNOHEHTA, Bbl3biBaKOLLEro cepbe3Hbie NoOBpexaeHuns rnas knacca 1:
nogknacc 2A (rnasa) — NpouUeHTHOe CofepXaHne KOMMNOHEHTA, BbI3biBAIOWEr0 pasgpaxeHue rnas nogknacca 2A.
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