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European Directorate  Direction européenne
for the Quality  de la qualité
of Medicines  du médicament
& HealthCare | & soins de santé CONSEIL DE 'EUROPE

PA3JIEJI 1: MnenTudUKANHSA HA BelIeCTBOTO/CMeCTa U HA APYKECTBOTO/MPEeANPUSITHETO

1.1. UnenTudukaTop Ha NPOAYKTA

dopma Ha IpoIyKTa : BemiectBo
HanMmeHoBaHMe Ha BELIECTBOTO : 3-(3-chloro-5H-dibenzo[b,f]azepin-5-yl)-N,Ndimethylpropan-1-amine
Kon Ha mpoaykra ;201900163

1.2. MnenTuduuupanu BUI0Be YIOTPeda HA BeLIECTBOTO WM CMeCTa, KOUTO Ca OT 3HA4YeHHe, U BH/I0Be yNoTpeda, KOMTO He ce
Npenopb4YBaT

1.2.1. UnenTndunupanu ynorpeou

OcHOBHa KaTeropust Ha yrorpeda : TIpomyKThT € mpeqHA3HAYEH 32 U3CIICIBAHMS, AHAM3H U HAYYHO-00PA30BATEHH IIEITH.
VYnorpeba Ha BemecTBOTO/CMecTa : Camo 3a npodecroHanHa yrnorpeda
OyHKIHS WK KaTeropusi Ha yrorpeba : JlaGopaTopHH XMMHUKAII

1.2.2. Ynorpeou, KoMTO He ce MPeNnopb4BaT

Orpanunuenus 3a ynorpeba : Jla He ce usnoinssa : [lormbiane, Baumsane, JlepmainHo

1.3. logpo6Hu JaHHH 32 TOCTABYHKA HA HH()OPMALMOHHHS JIHCT 32 6€30MacHOCT

European Directorate for the Quality of Medicines & Healthcare
EDQM, Council of Europe 7, Allée Kastner, C530026

F- 67081 Strasbourg

France

T +33(0)388412035 - F +33(0)388412771

sds@edgm.eu - www.edgm.eu

1.4. TenedoHeH HOMep NPH CHEINHH CIy4an

TenedoHeH HOMEp TIPHU CIELIHU CIIyYan : +33(0)390215608

PA3JIEJI 2: Onucanue Ha ONACHOCTHUTE

2.1. Knacndunupane Ha BelIeCTBOTO HJIH CMeCTa

Kaacupuxauus B crorBercTBHe ¢ Persament (EO) Ne 1272/2008 [CLP]

Ocrtpa TokcuunocT (opaina), Kareropus 4 H302
TokcuaHOCT 3a penpoaykimsita, Kareropus 2 H361d
OmacHo 3a BOIHATA cpefia — OCTpa OMacHOCT, karteropus 1 H400
OmnacHo 3a BOJJHATa cpejia — XPOHUYHA OMACHOCT, KaTeropus 1 H410

3a meanus Teker Ha H- u EUH-npenynpexenusiTa 3a onacHoCT: BX. pasnen 16

HeﬁHaFOle/IﬂTHl/I (I)I/[3I/IKOXMMI/I'1HPI e(l)eKTI/l H HeﬁnaronpuﬂTHn eq)eKTP[ 34 3ApaBe€TO Ha Y0BE€Ka U OKOJIHATa cpeaa
OrnpeiersiHe Ype3 eKCIepTHO MHEHHE U I10 CHJIaTa Ha JOKa3aTeNCcTBa.

2.2. EneMeHTH HAa eTHKETA

Erukerupane B chorBercTBHe ¢ Persiament (EO) Ne 1272/2008 [CLP]

IMukrorpamu 3a onacHoct (CLP) : I I

GHSO07 GHS08 GHS09
Curnanna gyma (CLP) . BnHumanue
Ipenynpexnenus 3a onacHocT (CLP) : H302 - BpeneHn npu moribaHe.

H361d - IIpeamnonara ce, ue yBpex/aa mwioja.
H410 - CuiiHO TOKCHYCH 32 BOAHHUTE OPraHU3MH, C ABITOTPACH C(eKT.
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3-(3-chloro-5H-dibenzo[b,flazepin-5-yl)-N,Ndimethylpropan-1-amine

Nudopmanronen auct 3a 6€30macHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

Ipenopsku 3a 6e3omacHoct (CLP) : P202 - He u3non3Baiite npeau aa cTe NIpoveiy 1 pa30opaiu BCHYKH PE/a3Hi MEPKH 32
06e30MacHOCT.
P301+P312 - ITPU TTOT' JIBILIAHE: Heszabasuo ce obanere B LIEHTHP I10 TOCKMKOJIOT U mnun
Ha JIeKap TPH HEPa3MoNI0KEHHUE.
P308+P313 - TP siBHa wim npe/mnonaraema ekcrno3unus: [loTppcerte MEIUIIMHCKY ChBET/TIOMOLIL.
ETukernpane B ChOTBETCTBHE C: M3KITIOUEHHUS 32 BHTPEIIHH OMTAKOBKH, KOTATO ChIbPXKAHUETO He mpeBumiaBa 10 ml
IMukrorpamu 3a onacHoct (CLP) :

GHS08

2.3. JIpyru onacHoOCTH

Hsima manmmana JOITBJIHUTCIIHA I/IH(l)OpMaI_II/ISI

PA3J/IEJI 3: CbcraB/mH(popManusi 3a CbCTaBKHUTE

3.1. BemecrBa

HaumenoBanue HUnentuduxatop Ha % Knacudukanus B CbOTBETCTBHE €
NPOayKTA Peranament (EOQ) Ne 1272/2008 [CLP]

3-(3-chloro-5H-dibenzo[b,flazepin-5-yl)- - <100 Acute Tox. 4 (opanna), H302 (ATE=500

N,Ndimethylpropan-1-amine mg/kg TenecHo Terio)

Repr. 2, H361d
Aquatic Acute 1, H400
Aquatic Chronic 1, H410

3a meHuA Texet Ha H- m EUH-nipeynpexaennsaTa 3a ormacHOCT: BK. paszen 16

3.2. Cmecn

He e npunoxumo

PA3JIEJI 4. Mepku 3a mbpBa MOMOIIL

4.1. Onucanue Ha MEPKHUTE 32 IIbPBa MOMOIIL

H‘BpBa TIoMOII IPY KOHTAKT C KOXKaTa . I[a C€ OTCTpaHU MaKCUMaJIHO Ype3 I/I36‘I>pCBaHC (C qucTa U MCKa IMonrBaria K'Bpl'[a).
H‘BpBa TIoMOII IPY KOHTAKT C OUUTE . Msmnmakaere ounTe ¢ Boja KaTo npeamnasHa Mspka.

4.2. Haii-chuecTBeHn OCTPHU U HACTBIIBALIIM CJie/l U3BECTECH MEPUOI OT BpeMe CUMIITOMU U e(l)eKTPl

HsiMa Haim4YHa TOMBIHATENHA HHQOpMALIHS

4.3. Yka3aHue 3a HEOOXOIMMOCTTA OT BCAIKAKBH HEOTIOKHH METHITNHCKH TPUKA U CIIEIUATHO JICYeHH e

HsiMa HaiM4YHa TOMBIHATENHA HHQOpMALIHS

PA3JIEJI S: IIpoTHBONOKAPHU MEPKH
5.1. CpencrBa 3a raceHe Ha mo;ap
HOHXOHSIHII/I TI0KapoTaCUTEIIHA CPECTBA . OILCSIJ'IO 3a 3aracsiHC Ha OT'bHI.

5.2. Ocodenn ONMMACHOCTH, KOUTO NMPOU3THYAT OT BEIIECTBOTO UJIN CMeCTa

OmnacHOCT OT IoXap : Bwx nmaparpad 2.2.

5.3. CbBeTH 32 NMOKapHUKApHTE

I/IHCprKI.II/II/I 3a raCc€HC Ha IoXXapu . I[a C€ U3MI0JI3BAT CPEACTBA, IMOAXOAAIINHN 3a raCeHE Ha I10XKapH B CbCEIICTBO.
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3-(3-chloro-5H-dibenzo[b,flazepin-5-yl)-N,Ndimethylpropan-1-amine

I/IH(l)OpMaHI/IOHeH JIMCT 3a 0€301acHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

PA3JIEJI 6: Mepku nIpu aBapuiiHO H3IyCKaHe

6.1.1. 3a mepcoHas, KOWTO He OTrOBapsI 32 CIEUIHH CJIyYan

ABapPIﬁH.H IIJTAaHOBE . I[a ce u30srBa BCSIKaKBa M3JIMIIIHA CKCIIO3U LU

6.1.2. 3a aunaTa, OTTOBOPHH 32 CHEINHHU CJIy4au

Hsma nammana nomsmanTenHa HHGOPMAIHs

Hsma nammana nomsmanTenHa HHGOPMAIHs

Hsma HanuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa AOMBIHUTENHA HHPOPMAIIUS

PA3JIEJI 7: O0pa6oTka U CbXpaHeHHne

Hsma HanmuvHa JOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Bwx maparpag 1.

PA3JIEJI 8: KoHTpo.1 Ha eKCNO3NIMATA/JIMYHU NPeANa3sHU CPeICcTBa

8.1.1 HanMoHAaIHH rPAHUYHH CTOHOCTH HA MPO(ECHOHAIHA eKCIO3UIHS U GHOJOTHYHH FPAHUYHH CTOHHOCTH

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIHS

8.1.2. IlpenopbunTeTHN MPOIEYPH 32 HAOTI0CHHE
Hsma nammana nomsHATETHa HHGOPMAIHS

8.1.3. O6pa3yBaT ce 3aMBbPCHTEIH HA Bb3AyXa
Hsima Hamm4Ha nombIHATEIHA HHGOPMAIHS

8.1.4. DNEL u PNEC

Hsima HaymaHa TOMTBJIHUTETHA HH(l)OpMaI.IHH

8.1.5. Perysiupane upe3 ooxBatu (control banding)

Hsma HanmuvHa TOMBIHUTENHA HHOOPMAIIUS

8.2.1. Iloaxoasi TeXHUYECKH KOHTPOJI

IMoaxoasiuy TeXHHYECKH KOHTPOJI:
Jla ce cpxpansBa B 100pe npoBeTpuBo nomenieHne. OOGMKHOBEHO ce M3HUCKBAT KAKTO MECTHA CMyKaTeJIHa BEHTHJIALVs, Taka M BEHTHJIAIMS Ha O0IIOTO
MOMEIICHHUE.
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3-(3-chloro-5H-dibenzo[b,flazepin-5-yl)-N,Ndimethylpropan-1-amine

Nudopmanronen auct 3a 6€30macHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

8.2.2. JIM4UHH Npeana3Hu CpeacTBa

8.2.2.1. 3amuTa HA 0YMTE U JIMIETO

HsiMa HaimM4uHa TOMBJIHUTENHA HHQOpMALHS
8.2.2.2. Ilpeana3BaHe HA KOKaTa

3amMTa HA KOKATA M TAJIOTO:
JlaGoparopHa npectuiika

3aumTa Ha pbLeTe:

3auMTHA PHKABUIIN

8.2.2.3. BamuTa Ha qUXaTeJHUTE MHTHIIA

Hsima HanmuuHa JOBIHUTEIHA ]/IH(I)OpMaLlI/ISI

8.2.2.4. TepMHYHH ONIACHOCTH

Hsima manmmana JOITBJIHUTCIIHA I/IH(l)OpMaI_II/ISI

8.2.3. KoHTpo.1 Ha eKCHO3HIUATA B OKOJHATA cpeia

HsiMa HaimM4YHa TOMBJIHATETHA HHQOPMALIHS

3JAEJI 9: ®u3uyHu U XUMHUYHU CBOMCTBA

9.1. Undopmanusi 0THOCHO OCHOBHHUTE (PM3MYHHM H XHMHYHH CBOHCTBA

ATperaTHo CbCTOSTHUE : TBBpHO BELIECTBO
IBsT : He e HammuHO
Mupuc . He e manmuuno
I'pannnara Ha Mupuca . He e manmuuno
Touka Ha TOTIEHE : He e HammuHO
Touka Ha 3aMpb3BaHe : He e HammuHO
Touka Ha KUTIEHE : He e HammuHO
3ananrumMocT : He e Hanu4no
I'panuiy Ha €KCIUIO3UBHOCT : He e npunoxumo
JlonHa rpaHuIia Ha €KCIUIO3UBHOCT : He e npunoxumo
T'opHa rpanua Ha €KCIIIO3UBHOCT : He e npunoxumo
TeMneparypa Ha pa3narane : He e npunoxumo
TeMneparypa Ha camo3arnanBaHe : He e npunoxumo
TeMneparypa Ha pasnagaHe : He e HanmuHo
pH . He e HanmuHo
pH pastsop . He e manmuuno
Buckozuter, KHuHEMaTHYEH : He e npunoxumo
PaztBopumoct : He e HanmuHo
KoedummenT Ha pa3npenenenne: N-okranoi/soga (Log . He e HanmuHo
Kow)

Hansrane na napute . He e HanmuHo
Hansrane ra mapute npu 50°C . He e manmuuno
TInmpTHOCT . He e HanmuHo
OTHOCHUTENHA IUTBTHOCT . He e HanmuHo
OTHOCHTEINHA INTBTHOCT Ha mapute npu 20°C : He e npunoxumo
Pa3mep Ha yacTuiTe . He e HanmuHo

9.2. Ipyra undopmanus

9.2.1. Undopmanus BbB BPb3Ka ¢ KJacoBeTe HA (PU3MYHA ONACHOCT

Hsma HanmvHa JOMBIHUTENTHA HHPOPMALUS

9.2.2. Jpyru XapaKkTepHuCTHKH 32 6e30macHoCT

Hsima HanmMuHa JOTBIHUTEIHA I/IH(i)OpMaI.II/IF[
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3-(3-chloro-5H-dibenzo[b,flazepin-5-yl)-N,Ndimethylpropan-1-amine

I/IH(l)OpMaHI/IOHeH JIMCT 3a 0€301acHOCT
B cpotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, nsmenen ¢ Pernament (EC) 2020/878

PA3JEJI 10: CTa0MJIHOCT M PEaKTHBHOCT

CrabuseH npy HOPMAHH YCIIOBHS.

Hsma nammana nomsmanTenHa HHGOPMAIHs

He e uszBectHo.

Hsma HanuvHa AOMBIHUTENHA HHPOPMALUS

Hsma npu HopmanHa yrnotpe6a. Buokre Pasnern 7.

HpI/I 3arpsaBaHe 10 TOYKaTa Ha pasrpaxJaHe OTACIA OaCHU M3IIApCHUS.

PA3JIEJI 11: TokcukoaoruaHa uHgopmanusi

Ocrtpa ToKCHYHOCT (OpaiHa) . Bpenen npu normsmane.

OcTpa TOKCHYHOCT (epMaiHa) : He ce xacudunmnpa

OcTpa TOKCHYHOCT (BJHILIBAHE) . He ce xmacudunmnpa
KoposzuBHOCT/ipa3sHeHe Ha KoXarta : He ce xacudunmnpa

CepHo3HO yBpex/JaHe Ha OUNTe/Apa3HEeHe Ha OUHTE . He ce xmacudunupa
Cencubunusanys Ha AMXaTeIHUTE MBTULIA Wik Koxkata . He ce kiacugpuumpa

MyTareHHOCT Ha 3aPOHIIHUTE KICTKU : He ce xmacuduumpa
Kanneporennoct : He ce xmacuduumpa

TokcHYHOCT 3a PENPOyKIHATA . Ilpexnonara ce, ue yBpesx/a 1mioja.
CTOO (crenu¢pudHa TOKCHYHOCT 3a ONPEICTICHH : He ce xnmacuduumpa

OpraHu) — eIHOKPATHA CKCTIO3HIIUS
CTOO (crnenuudHa TOKCHYHOCT 3a OMPEIETICHH : He ce xmacuduumpa
OpraHu) — IOBTaPsIIIA CE EKCIO3ULIHS

OnacHOCT MpH BJMIIIBaHE : He ce xmacuduumpa

Hsima HaymaHa TOMTBJIHUTETHA HH(l)OpMaI.IHH

PA3JIEJI 12: Exosnoru4yHa ungopmanus

Exomorus - 06]].[0 : He TNIpeacTaBiIsABa KOHKPETHA OIMMAaCHOCT 3a OKOJIHATa Cpeaa.
OmnacHo 3a BOIHaTa cpesia, KpaTKoCpouHa (0cTpa) . CHIJIHO TOKCHYEH 33 BOJHUTE OPTaHU3MH.

OrnacHo 3a BOoJHaTa Cpe€la, AbJIrocpovHa (XPOHI/I‘IHa) . CHWIIHO TOKCHYEH 3a BOJTHUTE OpraHu3MH, C IbJITOTPACH e(l)eKT.

Hsima Haym4Ha TOMTBJIHUTETHA PIH(l)OpMaI.IHiI

Hsima Haym4Ha TOMTBJIHUTETHA PIH(l)OpMaI.IHiI
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3-(3-chloro-5H-dibenzo[b,flazepin-5-yl)-N,Ndimethylpropan-1-amine

Nudopmanronen auct 3a 6€30macHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

12.4. TIpeHOCUMOCT B IOYBATA

Hsima manmmana JOITBJIHUTCIIHA I/IH(l)OpMaI_II/ISI

12.5. Pesyararu ot onenkara Ha PBT u vPvB

Hsima mammana JOITBJIHUTCIIHA I/IH(l)OpMaI_II/ISI

12.6. CBoiicTBa, HapymIaBamy (pyHKIMUTE HA €HIOKPHHHATA CHCTEMA

Hsima manmmana JOITBJIHUTCIIHA I/IH(l)OpMaI_II/ISI

12.7. ipyru He4aronpusitTHu edexTu

Hsima HanmuuHa JONBIHUTEIHA I/IH(I)OpMaLlI/ISI

PA3JIEJI 13: OGe3BpexkaaHe HA OTHATBLUHTE

13.1. MeTtoau 3a TpeTHpPaHe HA OTHABIH

HsiMa HaimM4YHa TOMBJIHATENHA HHQOpMALHS

PA3IEJI 14: UudopManysi OTHOCHO TPAHCIIOPTHPAHETO

B crotBerctBre ¢ ADR / IMDG / IATA
ADR IMDG IATA

14.1. Homep no cnucbka Ha OOH win naeHTHGUKALOHEH HOMEP

UN 3077 UN 3077 UN 3077

14.2. Touno HaMMeHOBaHHe HA MpaTKaTa Mo ciucbka Ha OOH

BEILIECTBO, OITACHO 3A OKOJIHATA ENVIRONMENTALLY HAZARDOUS Environmentally hazardous substance, solid, n.o.s.
CPEJA, TBBPIO, H.Y K. SUBSTANCE, SOLID, N.O.S.

Onucanue Ha TPAHCHOPTHUTE TOKYMEHTH

UN 3077 BELLIECTBO, OITACHO 3A UN 3077 ENVIRONMENTALLY HAZARDOUS UN 3077 Environmentally hazardous substance,
OKOJIHATA CPEJIA, TBBPJIO, H.Y K., 9, 1L, (-) SUBSTANCE, SOLID, N.O.S., 9, lll, MARINE solid, n.o.s., 9, Il
POLLUTANT

14.3. Knac(oBe) Ha omacHOCT NPH TPAHCIIOPTHPaHe

14.4. OnakoBb4YHa rpyna

14.5. OnacHocTH 3a OKOJTHATA cpe/a

OnacHo 3a okosHata cpena: Jla OnacHo 3a okosHaTa cpena: Ja OnacHo 3a okosiHara cpena: [la
Mopcku 3ambpenten: Ha

Hsima ombiHUTENHA HAJIMYHA I/IH(i)OpMaLII/IF[

14.6. CnienquaJ/iHy Npeana3’Hu MEPKH 32 MOTPeduTeInTe

CyXonmbTeH TPAHCIOPT

Krnacugukannonen xox (ADR) M7
Creruanau pasnopenou (ADR) 1 274,335, 375, 601
Orpannuenu xonmmuecta (ADR) . 5kg
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3-(3-chloro-5H-dibenzo[b,flazepin-5-yl)-N,Ndimethylpropan-1-amine

Nudopmanronen auct 3a 6€30macHOCT

B croTBeTCTBHE ¢ Permament REACH (EO) 1907/2006, uzmenen ¢ Pernmament (EC) 2020/878

Hskimouenn xommdectsa (ADR)

OmnakoBbunu HHCTPYKIMHU (ADR)

CreraiHu onakoBsYHH pasnopenou (ADR)

Cwmecenn onakoBku (ADR)

WHCTpyKIuH 32 IPEHOCHMH ITUCTEPHU U KOHTEIHepH 3a
HacunHu ToBapH (ADR)

Creranau pa3nopeoy OTHOCHO IIPEHOCUMH IIUCTEPHU
1 KOHTeliHepH 3a HacuHu ToBapu (ADR)

Konose 3a nucrepuu (ADR)

ITpeBo3HO CPEACTBO 3a IPEBO3 B LIUCTEPHU
Tpaucnopraa kareropust (ADR)

Creranau pasnopenou 3a npesosa - Onakosku (ADR)
Creranau pasnopenou 3a npesos - Hacumxo
cecTosHEE (ADR)

Creranau pa3nopeoy 3a IpeBo3 - TOBapeHe,
pastoBapBaHe u 00paboTtka (ADR)
Wnentudukanponex Homep 3a onacHocT (Kemiiep No.)
OpamxeBu Tabenn

Kon 3a TyHennu orpanuyenus (ADR)

TpaHcnopt no Mmope

Crennannu pasnopenou (IMDG)

Orpanunuenu konmuectsa (IMDG)

W3kmouenu konnyectsa (IMDG)

OnakoBbynu uHCTpYyKUMK (IMDG)
Crienmansu pasnopendu 3a onakosane (IMDG)
IBC onakobunu unctpykuuu (IMDG)

IBC cnieunanuu pasnopenou (IMDG)
Wucrpykuunu 3a uucrepuu ( IMDG)
Criennaniu pasnopendou otHocHo nucrepuu (IMDG)
EmS-Ne (IToxxap)

EmS-Ne (Pa3nuB)

Kareropus na toBapene ( IMDG)

Cknanupane u oopadorka (IMDG)

Bb3aymen Tpancnopt

PCA Uzkmouenn xonmmaectsa (IATA)

PCA OrpaHuueHn Kolu4ecTBa MbTHUYECKH CaMOJIET U
xapro (IATA)

PCA MaxkcumaitHo HETHO KOJIMYECTBO 32 OTPaHUYEHO
KOJIMYECTBO IMBTHUUYECKH camoeT U kapro (IATA)
PCA MucTpykiuu 3a oakoBaHe MbTHUYECKH CaMOJIET U
xapro (IATA)

PCA MaxkcuMaiHo HETHO KOJIMYECTBO TbTHUYECKH
camorret u kapro (IATA)

WucTpykuuu 3a onakoBase camo kapro (IATA)
MakcuMaTHO HETHO KoiandecTBo camo kapro (IATA)
Cnenmanan pasnopenou (IATA)

ERG kon (IATA)

14.7. MopckH TPaAaHCIOPT HA TOBAPH B HACHITHO CHCTOSIHHE CHIVIACHO HHCTPYMEHTH HAa MEXKIyHAPOHATA MOPCKA OPraHU3anusl

He e npunoxumo

AT
3

: V13

: VC1,VC2

El

P002, IBC08, LP02, R001
PP12, B3

MP10

: T1, BK1, BK2, BK3

: TP33

SGAV, LGBV

Cv13

90

90
3077

274, 335, 966, 967, 969
5 kg

El

LP02, PO02

PP12

IBCO8

B3

BK1, BK2, BK3, T1

. TP33

F-A
S-F

A

SW23

El

© Y956

30kgG

956

: 400kg

956

: 400kg
: A97, A158, A179, A197

9L
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3-(3-chloro-5H-dibenzo[b,flazepin-5-yl)-N,Ndimethylpropan-1-amine

Nudopmanronen auct 3a 6€30macHOCT
B croTBeTCTBHE ¢ Permament REACH (EO) 1907/2006, uzmenen ¢ Pernmament (EC) 2020/878

PA3JIEJI 15: UHdopmanusi OTHOCHO HOpMATHBHATAa ypenda

15.1. CoenuguyHu 32 BeNIeCTBOTO UJIW CMECTA HOPMATHBHA ypen0a/3aK0HOIATEICTBO OTHOCHO 0€30IaCHOCTTA, 3APABETO U OKOJIHATA
cpena

15.1.1. Pernamentu Ha EC

REACH IIpuio:xenne XVII (YcoBus 3a orpannyapaHe)

He ¢urypupa B [punoxenne XVII na REACH

REACH, IIpunoxenne XIV (Cnucbk Ha BellecTBaTa 3a pa3peliaBaHe)
He ¢urypupa B ITpunoxernne XIV na REACH (Cnucbk Ha BelecTBaTa 3a pa3pelaBaHe)
REACH Cnucbk ¢ kanguaar-semectsa (SVHC)

He ¢urypupa B cnncska Ha REACH ¢ kananaar-BeecTsa

Pernament PIC (EC 649/2012, IlpeaBapuTe/iHo 000CHOBAHO ChIJIACHE)

Henpunoxumo.

Persnament orHocHo YO3 (EC 2019/1021, YcToiiuMBH OPraHuYHU 3aMbPCUTEIH)
Henpunoxumo.
PeriamMeHT 0THOCHO BelllecTBa, KOUTO Hapymasat 030HoBus ciaoii (EC 1005/2009)

He ¢urypupa B crimcbKa ¢ BeliecTsa, KOUTo Hapymasat 030HoBHs cioil (Permament EO 1005/2009): 3-(3-chloro-5H-dibenzol[b,flazepin-5-yl)-
N,Ndimethylpropan-1-amine

PersiameHT OTHOCHO npeKkypcopuTe Ha B3puBHH BeuecTBa (EC 2019/1148)

He cpabpixa BemecTBo(a), BKIIIOYCHO(H) B CIIUCHKA C TIPeKypcopu Ha B3puBHU BenectBa (Permament EC 2019/1148 3a npemnaranero Ha na3apa u ynorpebara Ha
HPEKYPCOPH Ha B3PUBHHU BEIIECTBA)

PersiaMeHT 0THOCHO MpeKypcopuTe Ha HapKoTH4YHH BewtecTBa (EO 273/2004)

He cpappika BemecTBo(a), BKIIIOUEHO(H) B ciuchbka ¢ IIpexypcopu Ha HapkoTnunHTe BemecTsa (Pernmament EO 273/2004 0THOCHO IPOM3BOACTBOTO U IIyCKaHETO
Ha T1a3apa Ha ONpEJIeIeHH BEIECTBA, U3M0NI3BaHN 32 HE3aKOHHO IIPOM3BOJICTBO HA HAPKOTUIHH MM TICHXOTPOITHH BEIECTBA)

15.1.2. HauuoHaHu pa3nopeaou

HsiMa HaimM4YHa TOMBJIHATENHA HHQOpMALHS

15.2. Onenka Ha 0€30MacCHOCT HA XUMHYHOTO BEIIeCTBO HJIH CMeC

HsiMa HaiM4YHa TOMBIHATENHA HHQOPMALIHS

PA3IEJI 16: Ipyra ungopmanus

I[I'bnen Texer Ha H- u EUH-npeaynpesxkaeHusiTa 3a OIACHOCT:

Acute Tox. 4 (opaiHa) Ocrtpa TokcnuHoCT (opainHa), Kareropus 4

Aquatic Acute 1 OmacHoO 3a BOJHATa cpesia — 0CTpa OacHOCT, KaTeropus |
Agquatic Chronic 1 OracHo 3a BOJIHATA CPefla — XPOHUYHA ONACHOCT, Kateropust 1
H302 Bpenen npu morasiane.

H361d Ipenmnonara ce, e yBpexaa mioja.

H400 CHITHO TOKCHYEH 32 BOJHUTE OPTraHH3MH.

H410 CHITHO TOKCHYEH 32 BOJHUTE OPTaHH3MH, C JBJITOTPAcH eEeKT.
Repr. 2 TokcuuHOCT 3a penpoaykiusTa, Kareropus 2

Wudopmanmonen iuct 3a 6e3onacuoct (M1J16), EC

OTKA3 OT OTTOBOPHOCT Uudpopmanusta, chabpxaiia ce B To3u VH(opMaoneH JucT 3a 6€301MacHOCT, € MoJTyueHa OT U3TOYHHIIN, KOUTO CMSTaMe 3a
Ha/IeKIHH. Bhrpexn ToBa, HHGOpManusiTa ce npegocTasst 0¢3 HUKaKBa rapaHI[ys, M3pHYHA WIH T0Apa3dHparia ce, OTHOCHO HeiHaTa KOPEKTHOCT
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