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HALUMWOHANBbHBLIMN CTAHOAPT POCCUMUCKOW SGELEPALWUMU

PYKOBOACTBO MO NMPUMEHEHUIO KPUTEPVEB KTACCUDPUKALN OMNMACHOCTH
XUMMUYECKOW NPOAYKUNW MO BO3AENCTBUIO HA OPTAHM3M

MopaxeHne/pasgpaxeHne KOxXu

Guidance on the application of the criteria of chemicals classification for health hazard. Skin corrosion"irritation

Jata BBefeHuns — 2017—01—01

1 O6nactb NpUMeEHeHUA

HacToswwuii ctaHaapT COAEPXNUT PYKOBOASLLME MPUHLMMBI MO UCMNO/b30BAHMIO AaHHbIX U NPUMEHEHUIO
KpUTepueB Knaccucpukaymym onacHOCTU XMMUYECKOW NPOAYKUWM, Bbi3blBalOWeEW nopaxeHue/pasgpaxeHve
KOXMW.

2 HopmaTuBHbIE CCbIJIKUK

B HacToAwWwem cTaHfapTe UCNoNb30BaHbl HOPMATUBHbLIE CCbIJIKM Ha CrieAylole MexXrocyapCcTBeHHble
cTaHfapThl:

FOCT 31340 MpepynpeantenbHas MapkupoBKka XMMu4yeckoin npoaykumm. O6uwme TpeboBaHns

FOCT 32419—2013 Knaccudpukanmsa onacHOCTM XMMuyeckoin npoaykunu. O6buime TpeboBaHns

FOCT 32423—2013 Knaccudukaums onacHoCTM CMECOBOIM XMMMUYeCcKol NpoAyKuMM no BO3AENCTBUIO
Ha opraHusm

FOCT 32436 MeToAbl UCNbITAHWI MO BO3A4ECTBUIO XMMUYECKOI NPOAYKLUUN Ha OpraHn3M Yenoseka. Mc-
NbiTAHWS NO OLLleHKe OCTPOro pasgpaxatlero/pasbegarollero (KoOppo3MOHHOTO) eNCTBUSA Ha KOXY

MpuMmeyaHue — Mpu NOML30BAHUM HACTOALLMM CTAHAAPTOM LieNecoo6pasHo NPOBEPUTL AENCTBUE CCbINoY-
HbIX CTaHAAPTOB B MHC(DOPMALMOHHOI CUCTEME O6LLETO MO/b30BaHKsi — Ha ohULMaibHOM calite defilepasibHOTO areHT-
CTBa MO TEXHNYECKOMY Pery/iMpoBaHUI0 U METPOJIOMN B CETU VIHTEPHET UM MO EXEroAHOMY MHHOPMALIMOHHOMY yKas3a-
Teno «HauyoHanbHble CTaHAAPTbI», KOTOPLIV OMy6/IMKOBaH N0 COCTOSIHUIO Ha 1 SHBapsl TEKYLLEro roga, 1 no Bbinyckam
€XeMeCSHHOro MH(hOPMALMOHHOTO yKasaTens «HaunoHabHble CTaHAapTbl» 3a TEeKYLWIi rog. ECnv 3amMeHeH CCbIOYHbI
CTaHZapT, Ha KOTOpbIii JaHa HeAATUPOBaHHAsS CCbIKa, TO PEKOMEHAYETCsi UCMOo/b30BaTh Ae/CTBYIOLLYH0 BEpPCUI0 3TOMO
CTaHAapTa C y4eTOM BCEX BHECEHHbIX B JaHHYI0 BEPCUIO N3MEHEHUIA. ECIM 3aMEHEH CCbINOYHBIN CTaHAApT, Ha KOTOPbI
[laHa [aTMpoBaHHas CCblika, TO PEKOMEHZYETCS1 UCMO/Mb30BaTh BEPCUIO 3TOTO CTaHAapTa C yKas3aHHbIM BbilLE FOA0M yT-
BepXAeHVs (NPUHATUSA). ECn nocne YyTBEPXAEHUS HACTOSILLEro CTaHAapTa B CCbIMIOYHbIN CTaHAApT, Ha KOTOpbI faHa
[laTMpOBaHHas CChl/ika, BHECEHO N3MEHEHWE, 3aTparMBatoLLee MosoXeHUE, Ha KOTOPOE AaHa CChlka, TO 3TO NOJIoXEHUe
peKoMeHayeTcs NpUMeHsATb 6e3 yyeTa JaHHOro N3MeHeHUs. ECnn cebioYHbIl cTaHAapT OTMEHeH 6e3 3aMeHbl, TO Noso-
)XEHME. B KOTOPOM fi@Ha CChblfika Ha Hero, peKoMeHAyeTcsi NPUMEHSITb B YacTu, He 3aTparmBatoLLeli 3Ty CCbifky.

3 TepmuUHbI U onpepeneHusn
B HacTosAwem cTaHgapTte npumeHeHbl TepMuHbl no FOCT 32419. TOCT 32423. TOCT 31340 u
FOCT 32436.

4 Knaccuukauma onacHOCTU XMMUYECKON nmpoayKkuum,
Bbl3blBaloW el nopaxeHue/pasgpaxeHne Koxm
Knaccugukaums onacHoCTU XMMWUUYECKON MPOAYKLUMW, Bbi3blBaOWEN NOpaxeHue/pasapaxeHne Koxu,

NPoOu3BOAUTCA HA OCHOBE KpuUTepueB, yCTaHOBNEHHbIX B TOCT 32419 n TOCT 32423.

M3paHue ouymansHoe
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5 Kputepumn knaccugumkaLmm onacHOCTU XMMUYECKOW NMPoayKLMN,
Bbi3blBaK LW EN NMOpaxeHne/pasgpaxeHne Koxmu

5.1 Kputepumn oTHeCeHUs XMMNYeCcKoi NpoAyKLUN, Bbi3biBaloL el nopaxeHne/pasgpaxeHne Koxm, K o4-

HOMY M3 Tpex Kn1accoB OnacHOCTU cofepxaTca B Tabnunuax 1 un 2 (Ha ocHose Tabnuy 15 n 16 TOCT 32419).

Ta6numuya 1— Knacchbl 0NacHOCTU XMMWUYECKOM NPOAYKLUMY, Bbi3blBatoLLeli NopaKeHe/pasapaxeHne Koxu

Knacc Kputepun

Moaknacc 1A Xumunyeckasn npoaykLms, Bbi3blBatoLLas BUANMBIA HEKPO3 KOXHbLIX MOKPOBOB HE MeHee YeM
y 1/3 noAoNbITHBIX XUBOTHbIX:
- BpeMms BO3AelCTBUS ONbITHOrO obpasua £ 3 MuH;
- BpeMs HabnmogeHns 5 14

Mopknacc 1B XvMnyeckasi NPoAyKLUysl, BbI3blBaOLLAA BUAMMbIA HEKPO3 KOXHbIX MOKPOBOB HE MEHee YeM
1 y 1/3 NoAONbITHBLIX XUBOTHbIX:
- BPEMS BO3AENCTBMSI ONbITHOTO 06pasya > 3 MVH. HO £ 1y;
- Bpems HabnoaeHus S 14 nHei

Mopxnacc 1C Xumunyeckas npoaykLus, Bbi3blBaoLas BUANMBIA HEKPO3 KOXHbLIX MOKPOBOB HE MEHee YeM
y 1/3 noAoNbITHLIX XXVBOTHbIX:
- Bpems BO3JelCTBMS ONbITHOrO o6pasya > 14, Ho £ 4 y;
- BpeMsi HabnoaeHnst £14 aHell

XvMunueckast NpofyKUMs, Bbi3blBatoLLAA pasfpadkeHne KOXHbIX MOKPOBOB':

- BO37eliCTBUE Ha KOXY B TeueHne £4 Y Bbi3bIBaET HE MeHee YeM y 2/3 NOAONbITHbIX XMBOT-
HbIX 06paTMble NOBPEXAEHNS KOXHbIX MOKPOBOB C 06pa3oBaHMeM CTpyna, CU/bHbIN OTeK,
BbIXOAALLMIA 3a Mpefenbl yyacTka BO3AeicTBMA 60s1ee YeM Ha 1 MM. 1 pe3kyto runepemMuio.
YKasaHHble ABMIeHNA pa3fpakeHus CoXpaHsaTcs > 3 cyT:

- pesko BblpaXeHHas apuTema u oTek (BO3BbllLaeTCs Ha 1 MM). Yka3aHHble sBieHns1 pas-
[lpabKeHUs COXpPaHSITCA I 3 CyT:

- BOCMasieHue, He NpoxoAsiiee B TeueHne 14 aHeit

Xumunyeckas npoaykums, obnagatowas cnabbiM pasgpaxatowmm aeiictenem:
- BO3/eiNCTBME Ha KOXY B TedeHne 544 BbI3blBAET HE MeHee YeM Y 2/3 NoLONbITHbLIX XMBOT-
HbIX 06paTMble NOBPEXAEHNS — MOKPACHEHUE KOXU unnmn obpasoBaHne CTPYMnbEB:

3 - OTYeT/IMBAsA apuTeMa WMNN OTeK. YKa3aHHble SBNEHVS pas3fpaXeHus COXpaHATCA
r 2cyr,
- cnabble (efBa pasnnymMmble) aputeMa U/nam otek. YkasaHHble SBeHVS pa3fpakeHns uc-
4yesaloT B TeUEHMe CyTOK.

* DKCnepyMeHTbI MPOBOAATCA Ha Kponvkax (3—6 XMBOTHbIX B FPYNMe): peakums CYMTaeTcs 3Ha4YMMON Npu BbisB-
NIeHUN ee He MeHee YeM Y 34 % MOoOrNbITHLIX XXMBOTHbIX: CPOKW HAG/IIOAEHUSA 3a NOAOMNbITHLIMU XUBOTHbIMA — 14—
21 feHb nocne aKCno3uuuu.

Tab6nuuya 2— Knaccbl ONaCHOCTW XMMUYECKOV NPOAYKLMM, Bbi3biBatOLLEV NopaeHne/pasapaxeHne Koxul)

Knacc Kputepun’
Mopgknacc 1A MosiBneHne Hekpo3a (Bpems HabnogeHnst £ 14. Bpems BO3AelCTBIA 5 3 MUH)
Moaknacc 1B CyMMapHbIii 6ann pasgpaxeHus ot 6.1 go 8.0
1 (Bpemsi HabnogeHNa £ 14 cyT. Bpems BO3AeiCTBUA >3 MUH. HO £ 14)
Mopgknacc 1C CyMmapHbIii 6ann pasgpaxeHus ot 4.1 ao 6.0
(Bpems HabnoaeHus £ 14 cyT, Bpemsi BO3geinctams > 14. Ho £ 4 u)
2 CyMmapHbIit 6ann pasgpaxerus ot 2.3 4o 4.0
3 CymmapHblii 6ann pasgpaxeHus ot 1,500 2.3

* Tpy O4HOKPATHOM BO3AEVCTBUM Ha KOXY KPOIMKOB 1 MOPCKUX CBUHOK.

1) insi OTHECEHWS! XUMUYECKOW NPOAYKUMM K NPOAYKUMY, Bbi3blBAIOWEN NOpaxeHne (HEKPO3)/pasapakeHue Koxu,

UCMOSb3YeTCs METOA, U3MOXEHHbIN B «MeTOAMYECKNX yKa3aHUsX K MOCTAHOBKE WCC/ef0BaHUI MO U3yYeHWo pasgpaxa-
IOLLIMX CBOWCTB M 0GOCHOBAHUIO NMPeAebHO AOMNYCTUMbIX KOHLEHTpauuii usbnpatesibHo AeiCTBYIOWNX pasapadKatoLLmx
BeLLeCTB B BO3AyXe paboueli 30HbI» (yTB. MuH3apasom CCCP 11.08.1980 Ne 2196—80).

2
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5.2 [lna knacca onacHocTu 1 B 3aBUCUMMOCTM OT MPOAO/IXUTENbHOCTN BO3AENCTBUA XMMMNYECKOI Npo-
AYKUUN 1 BpeMeHn HabnwgeHusa (tabnuubl 1 1 2) BbigeneHo 3 nogknacca.

5.3 OTHeceHMe XMMUYecKoi NpoAyKLuMn kracca onacHocTu 1 K 04HOMY U3 NOAKIACCOB ABNAETCA Xena-
Te/NIbHbIM. HO He CyLleCTBEHHbIM, NMOCKO/bKY [/11 BCEX NOAKNACCOB knacca 1 Mcnosb3ylTcsa eiuHble 3/1eMeH-
Tbl NpegynpeaunTenbHoin mapknposku no TOCT 31340 (cMmBO, CUTHA/IBHOE C/IOBO, KpaTkas XxapakTepuctuka
0nacHOCTU M Mepbl MO ee NpefynpexaeHuto).

5.4 K knaccy onacHocTM 1 0THOCUTCSA XMMUYecKas NpPoAyKLMs, Bbi3biBaloLWas BUANMbIA HEKPO3 KOXHbIX
NOKPOBOB He MeHee YyeM y 1/3 noAOoNbITHbIX XUBOTHBIX, NPU YCNOBUKN, YTO BPEMSA BO3LENCTBUA ONbITHOIO 06-
pasua He npesblwaeT 4 Y.

5.5 TUNWYHLIMM NpU3HaKaMu HEKpPo3a ABNAKTCA A3Bbl, KPOBOTEUEHME, KpOBaBble CTPYMbS, K KOHLY ne-
puoaa HabntoaeHus (14 gHeld) nosiBnAoTCcA obecuyBeynBaHue (nobaegHeHne) Koxu, anoneynmn (06abiceHne) n
Wwpambl. Mpy BO3HUKHOBEHUM COMHEHUI B OLLleHKe NOBPexXAeHuii cnegyeT npuberatb K rucTonaTonormm.

5.6 Tpun OTHECEHUN XMMUYECKON NPOAYKLUM K Knaccy onacHoCTU 2 UAKM knaccy onacHoct 3 (xumunye-
ckas npoaykums, obnagarmouian pasgpaxawnwmum geictenem) 3HaunmMbiM (DaKTOPOM ABASETCA CNOCOO6HOCTb
KOXW K BOCCTAHOBJIEHUIO NoOcC/ie NoBpexaeHua. Ecnu nocne HaHeceHUA Npoaykuuu npusHaku BocnasieHns
COXpaHAKTCA B TeYyeHue BCEro BpeMeHu HabnwaeHus Kkak MUHUMYM y 2/3 NOAOMNbITHbIX XUBOTHbIX, BO3HU-
KalT anoneyuns (Ha orpaHMYeHHbIX yyacTKax Koxu), runepkeparos, runepnnasma u WenyweHne, npoaykuns
KnaccuuumpyeTcs Kak XxuMuyeckasa npoAykums, obnagawuwias pasgpaxaloumm geiictBuem, n oTHocuTcs K
Knaccam onacHoctv 2 unm 3.

5.7 Knaccudukaumsi onacHoCTW XMMWYECKOW NpoAyKUUW, Bbi3blBalOLWEll MopaxeHue/pasgpaxeHue
KOXW, B COOTBETCTBUMN C KPUTEPUAMU, NPUBEAEHHbIMY B Tabnuue 1. umeeT npuopuTeT Hag knaccudukaumei
0NacHOCTW B COOTBETCTBUW C KPUTEPUSAMU, NPUBEAEHHBIMU B Tabnuue 2.

6 Knaccuukauus onacHoOCTM CMECEBOI XMMUUYECKON NpoayKumuu,
Bbi3blBA LW el NnopaxeHne/pasgpaxeHne Koxm

6.1 O6wWwmre NpUHUUNBLI KNaccumkaLmum onacHOCTU CMECEBO XMMUYECKO NnpoayKkuum

6.1.1 O6uwue NpUHUUNbLI Knaccugukayuy onacHoCTU CMeCceBOi XMMMUYECKO NpoAykuMu, B TOM yucne
BbI3blBalOLLLEN NOpaxeHue/pasgpaxeHne Koxu, yctaHoBneHbl B FOCT 32423 (n. 4).

6.1.2 KpuTepum knaccudumkauum onacHOCTM CMeCeBO XMMMUYEeCKOoW NMpoAykuuu, Bbi3biBalolieii nopa-
XeHue/pasgpaxeHue KOXW, Npu HaAnymm 3KCNepuMeHTaNnbHbIX AaHHbIX MO CMeCcK B LefloMm, npefcTaBfeHbl
Tabnunuax 1 n 2 (Ha ocHose TOCT 32419).

6.1.3 lpu OTCYTCTBUM IKCNEPUMEHTANbHBIX AAHHbIX MO CMECKU B LLe/IOM UCMOMb3YTCA NPUHLNMBLI WUH-
Tepnonsunmn. nsnoxeHHole B FOCT 32423 (n. 6). WA CBEAEHUA O CYMMapPHOW KOHLEHTpaLuu KOMMNOHEHTOB,
BbI3bIBAKLLMX MOpaXeHne/pasfpaxeHne KOXu.

6.2 Knaccugukauus onacHOCTW CMECeBON XMMUUYECKOKH NPpoAYyKLUM, Bbl3bliBatoW el nopaxexnne/
pasfpaxeHne KOXM HA OCHOBE KOHLEHTPaLWOHHbIX NPOLE0B KOMNOHEHTOB

6.2.1 Cmecb MOXeT 6blTb OTHECEHA K O4HOMY M3 TpeX K/acCOoB ONAaCHOCTM XMMWYECKOWH MpoAyKuuUw,
Bbl3bIBaKJLL|,eI‘/'I nopameHme/pampa)KeHme KOXWN, ec/in OHa coAepXWUT oAUH MIN HECKO/IbKO KOMMOHEHTOB, 06-
nagarmlwmnx gaHHbIM BMAOM OMACHOCTU, B KOHUEHTpauuu, paBHOW UK NpeBbillakoleli npeaenbl, ykazaHHble
B Tabnuue 3 (no FOCT 32423).

Tab6nunua 3 — KOHUEHTpaLWOHHbIE NPefesbl KOMNOHEHTOB, BXOASALLMX B COCTAB auecu. No3sonstoLme knaccugmum-
poBaTb CMeCb B Lie/IOM KaK BbI3bIBaIOLLYI0 NopaxeHne/pasapaxeHmne Koxu

CymmapHas KOHLeHTpauus koMnoHeHToB (C. %), No3BO/ISOWAA OTHECTU CMECh

CyMMa KOMIMOHEHTOB, BbI3bIBAIOLLWX (cnepytowmMm Knaccam onacHOCTU XYMUYECKON NPOAYKLMM, Bbi3blBatOLLEN
NopavkeHe/pasapaxeHne KoK 1 oT- NopaeHe/pasapakeHne Koxn
HECEHHbIX K CIefyloLyM Kraccam
Knacc 1 Knacc 2 Knacc 3
Knacc 1 Cc25 5>Cr 1l —
Knacc 2 — Crto to>cr 1l
(10 - knacc 1) + knacc 2 — Criw to>Crl
Knacc 3 — — Criw
(10 «knacc 1) + knacc 2 + knacc 3 — — Crto
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6.2.2 TMpumepbl knaccudmkaLm onacHOCTU CMECEBOW XMMMUYECKOW NpoAyKL MK, Bbi3biBaloLW e nopaxe-
Hue/paogpaxeHune KOXun, NnpuseAeHbl B NPUIOXKeHUN A.

6.2.3 N5 OTHECEHWs CMEeCceBOW XMMUYECKO NPOoAYyKLMKN, Bbi3blBaloW el NopaXeHne KOXu, K nogknac-
cy 1A cymma KOMMOHEHTOB B ee cocTaBe, OTHECEHHbIX K nogknaccy 1A. fomkHa 6biTb 2 5 %.

6.2.4 Ecnu B cocTaBe CMecy CyMMa KOMNOHEHTOB, OTHECEHHbIX K noaknaccy 1A, coctaBnsetr <5 %. a
CymMMa KOMMOHEHTOB, OTHOCALWMXCA K nogknaccam 1A un 1B. coctaBnsetr 5 %. To faHHYyl0 cMecb cnegyeTt
OTHecCTu K nogknaccy 1B.

6.2.5 Ecnn B cocTtaBe cMecu CymMma KOMMNOHEHTOB, OTHECEHHbIX K noAknaccam 1A un 1B. coctasBnser
<5 %. a cymma KOMMNOHEHTOB, OTHOCALWMXCA K nogknaccam 1A. 1B n 1C. coctasnseTt 2 5 %, TO AaHHY0 CMeCb
cnepyeT oTHecTH K nogknaccy 1C.

6.2.6 TMpu knaccudukaunum cmecu, cogepxallei CUNbHY KACNOTY UK Wenoyb, B kayecTse knaccugu-
KaLMOHHOr0 KpUTEpUsi peKoMeHyeTcsl NCNOJIb30BaTh 3HaYeHne pH (cm. Tabnuuy 4). Ecnu pacyeT ocTaTouHoi
KUCNOTHOCTMW/LLENOYHOCTU NpeanonaraeT, YTO. HECMOTPSA Ha HU3KUIA UK BbICOKUIA Nokasatenb pH. cMecb He
MOXeT 6blTb OTHECEHA K XMMMNYECKON NPoAYyKUNK, Bbi3blBaloLLel NopaXeHne KoXxu, To Heo6Xxo4MMO NPOBOAUTL
fanbHelwmne ncnbiTaHus.

Tab6nuua 4 — KoHUeHTpaunoHHble npejesibl KOMMNOHEHTOB, BXOAALLUMX B COCTaB CMECU, [/151 KOTOPbIX HE MPUMEHUM
afaUTVBHBIV NOAXOMA, MO3BOMAOLWME KaccMuLMpoBaTh CMeCh B Lie/IOM Kak Bbi3bIBAIOLLYIO NMOpavkeHue,"pasapaxeHvie
KOXW

KOMMOHEHTBI, BbI3blBatOLLME NOPaXKEHVIE. pasapaXemme Koxm, CyMMapHasi KOHLeHTpauys Knacc onacHoctv
[NS KOTOPbIX He NPYMEHVM afAUTVBHBIA NOAX0A, KOMroHeHToB C. % cmecu
Kucnotac pH S2 ri 1
LWenous c pHT 115 21 1
[pyrve KOMMOHEHTbI, OTHECEHHbIE K Knaccy 1 ri 1
KOMMOHEHTBI, OTHECEHHbIE K K/laccy 2. BKIH0Yas KUCAOTbl U LWeoumn 23 2
6.2.7 Cmecb, cofepxaliana HeopraHuyeckue conum, anbpernfbl, MeHosbl, NOBEPXHOCTHO-aKTUBHbIE

BellecTBa W Apyrne KOMMOHEHTbl B KOHUEeHTpauunm He meHee 1 %. ANA KOTOPbIX He NPUMEHUM afAuTuB-
Hbl/i NOAX04, OCHOBa@HHbI HA CYMMUPOBAaHUW KOMNOHEHTOB, U3/10XKEHHbIV B 6.2.3—6.2.5. MOXeT BbITb Takxe
OTHeceHa K knaccy 1wunm 2 Ha OCHOBeE faHHbIX, NpuBeAeHHbIX B Tabnnue 4 (no TOCT 32423).

7 PykoBopsiwme NpUHUUNbI MCNOMb30BAHUS AAHHbIX

7.1 B uensx knaccucukaLum onacHoOCTU JO/MKHbI YYUTbIBATBCS BCE MMEKLMECcs CBEAEHUS O BO3geii-
CTBMU XMMUYECKOW NPOAYKUMUM, NPEeAnosiOKMTE bHO Bbi3blBalOLW e nopaxeHue/pasgpaxeHne Koxu, a Takke
BCe (PaKTopbl, BAMSIOLINE HA BO3MOXHOCTb TAKOTO BO34eicTBuA.

Mpumep — TBepgas xumuyeckas NpoAyKLMs (MOPOLIKM) MOXeT Bbi3blBAT b NOPaXeHWe NN pasgpaxeHne
KOXW NPUW YBAAXHEHUU UN B Cliydae KOHTAaKTa C yBNaXHEHHON KOXeil.

7.2 B nepBylo ovyepedb BO BHUMaHWe MPUHUMAIOTCH MMeloWwnecs cBefeHuss 06 ofHOKpaTHOM u/munu
MHOFOKpaTHOM BO34eACTBUM XVUMWYECKON NMPoAyKLMM Ha YenoBeka, CBUAETeNbCTBYOW e O nopaxeHuun/pas-
LPaxXeHnn KoXu.

7.3 CBefeHus, cBuAeTeNbCTBYOWME O OpaXKeHnn/pa3gpaxeHnn KoXn, MOoryT cogepxaTbca B anuge-
MUOMOTNYECKUX UCCNef0BaHMAX, OTYeTax O HECUACTHbIX CAy4yasix U aBapusax Ha NPOM3BOACTBEHHbIX 06bek-
Tax. MeJMLMHCKO 1 cnpaBOYHOl NuTepaType U UHbIX HafeXHbIX NCTOUHMKAX.

7.4 Ecnn ycnosua BO3AeiicTBUA (CTeNeHb YNCTOThI, arperatHas oopma XMMWUYEeCcKoi npoaykuuv, npo-
[O/MKUTENBHOCTb BO3AECTBUA) XMMNYECKO/ MPOAYKLMU Ha KOXY YesoBeka He W3BECTHbl U/WIn ecnin He fo-
CTaTOYHO NOAPOGHO OnMcaHbl NOCMNeACTBUA BO3AEWCTBUA, UCNO/b30BaHME TakuxX faHHbIX B KavyecTBe 060-
CHOBaHMA Knaccuiurkaymm onacHocTU HefonycTUMO. Takue CBefeHUS MOTYT CAYXWUTb AOMOSHUTENbHOM
(«noppepxuBatoleii») nHchopmaLueidi npu knaccuurkaym onacHOCT U UCNO/b30BATbLCS B COBOKYMHOCTM C
APYTMMU faHHbIMU, CBUAETENbCTBYOLWMMMN O NOPaXeHnn/pasfpaKeHmnmn Koxu.

7.5 Mpu oTCyTCTBUMN CBEAEHMNII 06 OAHOKPATHOM M/MAN MHOTOKPaTHOM BO3[eNCTBAM XMMWUYECKON Npo-
AYKUMU Ha yenoBeka, CBUAETENbCTBYOLWUX O lopaXeHun/pasfpaxeHnn Koxu, Wam npu nx HejoCcTaToOYHOM
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onucaHun (ycnosuii n nocneacTeBuil Bo3aeicTBMA) UCNONb3YIOTCA pe3ybTaTbl 1abopaTopHbIX UCMbITAHWI Ha
XUBOTHbIX {in vivo).

7.6 B uenax knaccudukaynm onacHOCTU UCMOMb3YIOTCA TOMbKO HafeXHble AaHHble (MOoNy4YeHHble U3
NpoBepPeHHbIX NCTOYHMKOB) MO pe3ynbTaTtam nabopaTtopHbIX UCMbITAHUNA, KOTOpble GblM NpOBeAEHbl Haae-
XalwuM obpa3oM 1 B COOTBETCTBMU C MeXAYHapPOAHO-NPU3HAHHBIMU U YyTBEPXAEHHbIMU Ha HaLWOHa/bHOM
ypOBHe MeTofuKamu.

Mpumep — TOCT 32436, ycTaHaBnMBawwWwmii TpeboBaHNs K BbIMO/HEHUIO NO3TaNHbIX UCCNeoBaHui
pasgpaxatrliero/pasbegatoLlero (KoOppo3voHHON0) BO3AENCTBUS BELLECTBA Ha KOXY.

7.7 Ona oueHkn nopaxaiwlero/pasgpaxarollero Bo3gelicTBUA XUMUYECKOW NPOAYKLUUN Ha KOXY Hawu-
60n1ee NpeAnoYTUTENbHBIMUN ABASIOTCA AaHHblE, NOMYyYeHHble B pe3yfbTaTte UCNbITaHW Ha KPo/vKax.

7.8 [lonoNHWUTeNbHO AN KnaccudukKauny onacHoCcT MOryT OblTh MCMOMb30BaHbl pesynbTaThl Nabopa-
TOPHbIX UCNbITAHWI, NOMIYYEHHbIE NPU OLeHKE OCTPOI TOKCUYHOCTM NO BO3AENCTBUIO Ha OpraHn3m npu nona-
JaHUN Ha KOXY.

7.9 OTHeceHVe XMMUYecKoil npoaykuumn, obnagatoLweii oCTpoii TOKCUYHOCTLIO NPY NONaAaHUN Ha KOXy,
K NpoAyKuuun, Bbi3blBaloLiell nopaxeHune/pasgpaxeHme Koxu, MoXeT ObiTb He OCYLLEeCTBUMbIM Ha NpakTuke,
NOCKO/IbKY B MpoLecce TeCTUPOBaHUSA HaHeCeHne Heo6X04MMOro KoIMyecTBa XMMUYECKON NPOAYKLUUN MOXeET
NpeBbICUTb CMEPTEsIbHYI0 A03Y.

7.10 Mpwu OTCYTCTBMM AaHHbIX NO pe3ynbTataMm NabopaTopHbIX UCMbITAHUA Ha XXWBOTHbLIX BO BHUMaHue
NPUHUMAITCS MOJSIOXUTENIbHbIE pe3ynbTaTbl 1abopaToOpPHbIX UCMbITAHWIA in Vvitro, NMPOBeAEHHbIX B COOTBET-
CTBUWN C MeXAYyHapOLHO-NPU3HAHHLIMU N YTBEPXAEHHBIMW Ha HaLMOHaNbHOM YpoBHe MeTogukamu. OTpu-
uaTtesibHble pe3ynbTaTbl UCMbITAHWI iN Vitro He MOTYT CNYXUTb OCHOBOW ANA knaccudukaumm onacHocTn, HO
npvHMMAalOTCA BO BHUMaHVe B KayecTBe JO0NO/HUTENbHON MHdOpMaLuK.

7.11 Tpun OTCYTCTBUW HAAEXHbIX CBUAETENbCTB NOpaxeHusa/pasapaxeHns KOXu yenoseka, a Takxe akc-
nepuMeHTanbHbIX AaHHbIX in Vivo U in vitro peweHne 06 OTHECEHUM XUMWYECKOW MPoAYyKLUKM, Bbi3blBaloLW e
nopaxeHuve/pasgpaxeHune KOXu, K k1accy onacHocTn 1 MOXeT OblTb MPUHATO Ha OCHOBE 3HAYEHWUS BOAOPOL-
Horo nokasatens pH.

7.12 Mpw oTcyTCTBUM NGO APYroii MHoOpPMaLUM XMMmMyeckas NpoAyKLua paccmaTpuBaeTcs Kak 06-
napgatouas nopaxawLwmm geliicTBMeM Ha KoxXy (knacc onacHocTu 1). ecnn 3HavyeHue BOAOPOLHOrO nokasarte-
na pH gaHHoOM xumuyeckon npogykumn coctasnseT £2 nani 11,5,

7.13 Ecnv oueHKa oCTaTOYHOW KUCMOTHOCTU/WENO0YHOCTY NpenonaraeT, YT0. HECMOTPSA Ha HU3KUIA unu
BbICOKMIA MokKasaTesb pH. XMMuyeckas NpoayKuns He MoOXeT 6biTb OTHECEHA K MPOAYKLWW, Bbi3biBaloL el no-
paxeHne KOXu, TO 3TO AO/HKHO 6biTb NOATBEPXAEHO APYTUMU AaHHLIMWU, NPEANOYTUTENIbHO AaHHBIMWU COOT-
BETCTBYIOLLET0 NOATBEPXAEHHOIO UCNbITAHMA in Vitro.

7.14 Tipy OTCYTCTBUMN HAAEXHbIX CBUAETENIbCTB NOpaxeHus/pasgpaxeHns KoXn Yenoseka, a Takxe aKc-
nepuMeHTanNbHbIX AaHHbIX in Vivo K in Vitro peweHne 06 OTHECEHUW XMMUYECKON MPOAYKLUWN, Bbi3biBatoL el
nopaxeHuve/pasgpaxeHune Koxu, K 04HOMY U3 Tpex KnaccoB ONAacHOCTU MOXeT BbiTb NPUHATO C UCNONb30BA-
HUeM criefylLWwmnx TeopeTnyecknx noaxo0s:

- meTogonormn QSAR («Quantitative Structure — Activity Relationship», nan «konnyectseHHoe COOTHO-
lWeHe CTPYKTypa — akTUBHOCTb»), KOTOpas 0CHOBaHa Ha NOCTPOEeHUU Mogeneli, N03BOMAOLWMX N0 ONUCAHUI0
CTPYKTYpPbl XMMWYECKOTO BellecTBa NpeAckasbiBaTb €ro CBOWCTBa, B TOM uyuc/e nopaxeHue/pasgpaxeHue
KOXW;

- MeTofa CTPYKTYPHbIX aHanoros (read-across), KOTOpblii NO3BOMASET npejckasartb NOcCneAcTBMA BO3-
[eiCTBUS XMMUYECKOTo BeLLecTBa Ha KOXY Ha OCHOBE M3BECTHbIX CBEAEHUI 0 mopaxatolem/pasgpaxatoLem
AelicTBUM OLHOrO UN HECKObKUX CTPYKTYPHO CXOAHbIX BELLECTB.

7.15 TeopeTnyeckne nNoaxoAbl ANA OLEHKM nopaxaloLero/pasgpaxarllero 4eiicTBusa npefHasHayeHbl
A5 coKpaLLeHUs KoMYecTBa UCMbITaAHWUA Ha XXMBOTHbLIX M MOTYT 6bITb MCNO/Ib30BaHblI NPU YCI0BUU A0OCTATOY-
HOro TeopeTn4eckoro 060CHOBaHUSA.



FOCT P 56958—2016

Mpunoxexve A
(pekomeHpgyemoe)

MpuMepbl KnaccumuKaymm onacHOCTU CMECOBON XUMUUYECKON NpoayKLuu,
Bbl3blBalo W el NopaxeHne/pasgpaxeHne Koxm

MpuMep 1— CMechb «X» COCTOUT 13 TPEX KOMMOHEHTOB, NPOLEHTHOE COLEepXaHWe N CBeAeHUsl O nopaxaroLem'
pasgpaxaroLem AeNCTBUM Ha KOXY KOTOPbIX NpeacTas/eHbl B Tabnuue A. 1.

Ta6nuuya Al — MNPOLEHTHOE CoAepXaHue U CBEAEHUS MO NOPaKEHUIO/Pa3APaKEHMIO KOXKM KOMMOHEHTOB CMECH «X»

Knacc onacHOCTY Mo NOpaxeH io/pasapaxeHuio

KomrMoHeHT KoHueHTpaums C. % (vacc.) Ko
A 93 Knacc 3

2 Knacc 1

C 5 Knacc 2

CornacHo KpuUTepusiM Knaccudmkaumm onacHoCTH, NPeAcTaBfeHHbIM B Tabiuue 3. CMecb «X» OTHOCUTCS K XU-
MUUYECKOV MPOAYKUMY, BbI3bIBAIOLLEN pasgpaxkeHne KOXM knacca 2. T. K. KOMMNOHEHT B, Bbi3blBalOLLWiA NOPaXKeHNe KOXM

(knacc 1). npucyTcTByeT B konmuecTse 2 % (5 > 2 *1 %).

Mpumep 2 — CMecb «XX» COCTOUT M3 YeTbipex KOMMNOHEHTOB, MPOLEHTHOE COoAEPXaH/e N CBEeAEeHNsA O nopaxato-
LemYpasfpaxatoLem AeCTBUN Ha KOXY KOTOPbIX NpefcTaBneHbl B Tabnuue A.2.

Ta6nuuya A.2 —lNpoueHTHOE CoAePKaHNE 1 CBEAEHNS N0 NOPAKEHNIO/PA3APAKEHMIO KOXN KOMMOHEHTOB CMECU «XX»

Knacc onacHOCTU Mo NOpasKeHNIOhaapaKeHio

KomroHeHT KoHueHTpauus C. 4 (macc.) KON
A 95 He knaccudmumpyetcs
B 2 Knacc 1A
C 1 Knacc 1B
D 2 Knacc 1A

B cootBeTCTBUM C 6.2.3—6.2.5 CMeCb «XX» OTHOCUTCS K XMMWUYECKON MPOAYKLMM, Bbi3bIBALOLLEV MOPaXKeHNe KOXu
knacca 1B. T. K. cymMa KOMMNOHEHTOB, OTHECEHHbIX K nogknaccy 1A. coctasnsieT 4 % (< 5 %), a cymma KOMMOHEHTOB, OT-
HocAwwmxces K nogknaccam 1A n 1B. coctaBnseT 5 % (2 5 %).

Mpumep 3 — Cmechb «XXX» COCTOUT 13 TPEX KOMMOHEHTOB, NPOLEHTHOE CoepXaHne 1 CBeAeHNA 0 nopaxatoLem'
pasgpaxatoeM felicTBUM Ha KOXY KOTOpbIX npeacTaBneHsbl 8 Tabnuue A.3.

Ta6nunya A3 — MpoueHTHOE cofepxXaHne 1 cBefeHus Mo nopa)KeHwo/pas,qpa)KeHmo KOXMN KOMMOHEHTOB CMecK

« XX X»

Knacc onacHOCTU Mo NOpasKeHIo/Pa3APaKEHNIO

KomrioHeHT KoHueHTpaLms C. % (macc.) o
94.2 Knacc 3
0.8 Knacc 1
C 5 Knacc 2

Knaccudhmkaums onacHOCTM CMeCOBOI XMMUYECKO NPOAYKLMMY, NPefnonoXUTENbHO Bbi3biBalOLLEA nopaxeHue'
pasfpaxeHne Koxu, Ha OCHOBe kiaccudmkaLymm onacHoOCT ee KOMMNOHEHTOB MPOBOAMUTCA NOC/efoBaTeNlbHO: B NepByto
oyepefb OLeHMBAETCA BO3MOXHOCTL OTHECEHMA CMECU B LIE/IOM K K/laccy 1. 3aTeMm K Knaccy 2 W. HakoHell, K kiaccy 3.

MockonbKy NPOLEHTHOE coflepXaHne KOMMOHEHTa, OTHECEHHOrO K knaccy 1. coctasnset 0.8 % (s 5 %), knaccudu-
Kauus Bceii cMecn «XXX» Kak XMMUYECKO NPOAyKLMK, Bbi3blBatOLLEN MOpadKeHNe KOXM Kriacca 1. nckioyaeTcs.
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MpoueHTHoe coaepxaHne koMnoHeHTa C. BbI3bIBAOLLErO pasgpaxeHne Koxu knacca 2, HegoctarodHo (S 10 %) ans
OTHeceHus cmecn «XXX» B LIe/IoM K Kriaccy 2.

PaccmMoTpuM BO3MOXHOCTb OTHECEHUSt CMeCn «XXX» Ha OCHOBE CyMMapHO KOHLIEHTpaLM/ KOMMOHEHTOB kiacca 1
1 Knacca 2.

CornacHo KpuTepusim knaccugpukauym onacHocTy, NpeacTaBeHHbIM B Tabnmue 3. cMecb «XXX» OTHOCUTCS K XU-
MUYECKOii NPoayKLMK, Bbi3blBatoLeli pasapaxeHne KoXu knacca 2. T. K. CyMMa KOMMOHEHTOB knacca 1 um knacca 2. Bbl-
yncneHHas no popmyne (A.1) coctaBnsieT 13 % (> 10 %).

(10 » knacc 1) +knacc 2 > 10%, (A1)

rae knacc 1 — npoueHTHoe cofepXaHne KOMMOHEHTa, OTHECEHHOTO K kiaccy 1;
Knacc 2 — nNpoLeHTHOE CoAepPXXaHne KOMMNOHEHTa, OTHECEHHONO K Knaccy 2.
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