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3AEJI 1: UnenTudukanus Ha BeleCTBOTO/CMeCTAa M Ha IPYKeCTBOTO/NMpeANPHATHETO

1.1. UnentudukaTop Ha NPOAYKTA

®dopma Ha IPOAYKTa : BemectBoO

HanmeHoBaHKe Ha BEIIECTBOTO . Clomipramine

Kox na npoxykra : 201600224

CHHOHUME . Clomipramine, salts, hydrates, isomers and impurities where applicable

1.2. MnenTuduuupanu BUI0Be YIOTPe6a HA BeLIECTBOTO WM CMeCTa, KOUTO Ca OT 3Ha4YeHHe, U BH/I0Be yI0oTpeda, KOMTO He ce
Npenopb4YBaT

1.2.1. UnenTndunupanu ynorpeou

OcHOBHa KaTeropust Ha yrnorpeda : TIpomyKThT € mpeqHA3HAYEH 3a H3CIICIBAHMS, AHAIM3H U HAYIHO-00PA30BATEHH IIETH.
VYnorpeba Ha BemecTBOTO/CMecTa : Camo 3a npodecroHanHa yrnorpeda
OyHKIHS WM KaTeropusi Ha yrorpeba : JlaGopaTopHH XMMHUKAIII

1.2.2. Ynorpedu, KoMTO He ce MPeNnopb4BaT

Orpanunuenus 3a ynorpeba : Jla He ce usnoinssa : [lormbinane, Baumane, JlepmaiHo

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

European Directorate for the Quality of Medicines & Healthcare
EDQM, Council of Europe 7, Allée Kastner, CS30026

F- 67081 Strashourg

France

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

sds@edgm.eu - www.edgm.eu

1.4. TesedoHeH HOMEP NPH CHELIHH CIIY4aH

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

PA3JIEJI 2: Onucanue Ha ONACHOCTHUTE

2.1. Knacndunupane Ha BelIeCTBOTO HJIH CMeCTa

Kaacnpuxauus B chorBercTBHe ¢ Persament (EO) Ne 1272/2008 [CLP]

Ocrtpa TokcnuHoCT (opainHa), Kareropus 4 H302
TokcuaHOCT 3a penpoaykimsTa, Kareropus 2 H361d
OmacHo 3a BOHATa cpesia — OCTpa OMAacHOCT, KaTeropus 1 H400
OrmacHo 3a BOAHATA cpefia — XPOHMYHA OIIACHOCT, KaTeropus 1 H410

3a e Texet Ha H- m EUH-nipeynpexiennsaTa 3a ormacHOCT: BK. paszen 16

Hebnaronpusitau pusnkoxumMuyHu edexTH U HedIaronpusTHH eheKTH 3a 3APaBeTO HA YOBEKAa M OKOJIHATA cpejia
OmnpeziensiHe Ype3 eKCIEPTHO MHEHHUE U IO CHIIATa Ha JI0Ka3aTeNCTBa.

2.2. EleMeHTH Ha eTHKeTa

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

IMukrorpamu 3a onacHoct (CLP) : I I

GHS07 GHS08 GHS09
Curnanna gyma (CLP) . BuHumanue
Ipenynpexnenus 3a onacHoct (CLP) : H302 - Bpenen npu noribsiuane.

H361d - IIpeamnonara ce, ue yBpex/aa IIoja.
H410 - CuimHO TOKCHYEH 3a BOJHUTE OPTaHU3MH, C JBJITOTPAacH eeKT.

Ipenopsku 3a 6e3omacHoct (CLP) : P202 - He u3non3BaiiTe nmpeay aa cTe Mpoveny U pa30paiy BCHYKU Npea3Hi MepKH 3a
6e30MacHOCT.
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Clomipramine

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

P301+P312 - ITPU IIOTJIBIIAHE: He3a6asro ce o6axere B IEHTBP I10 TOCKNUKOJIOT U nitn
Ha JIeKap IIPH HEPa3IIoIoKeHHE.
P308+P313 - I1PU siBHa nin npexmnonaraema excrnosuuus: [loTbpcere MeIHIHCKH ChBET/TIOMOLLL.
ETI/IKCTI/l‘paHC B CBOTBETCTBHUE C: U3KJIFOUCHUS 32 BBTPECIIHU OIIAKOBKH, KOraTO ChbABPKAaHUETO HE IIPEBUIIaBa 10 ml
IMukrorpamu 3a onacHoct (CLP) :

GHS08

Hsma nammana nomsmanTenHa HHGOPMAIHs

PA3JIEJI 3: CbrcraB/uHpopManus 32 CbCTABKHTE

HaunmeHnoBanune Hnentuduxarop Ha % Kaacudukanust B cboTBeTCTBHE €
MPOAYKTA Peraament (EO) Ne 1272/2008 [CLP]
Clomipramine - <100 Acute Tox. 4 (opanna), H302 (ATE=300

mg/kg TenecHo Terio)
Repr. 2, H361d

Aquatic Acute 1, H400
Agquatic Chronic 1, H410

3a meaHus TekeT Ha H- 1 EUH-npenynpesxieHusTa 3a oacHOCT: BX. paszen 16

He e npunoxumo

PA3JIEJI 4: Mepku 32 mbpBa MOMOIIY

H’LpBa TOMOII IMTPH KOHTAKT C KOXKaTa : I[a C€ OTCTpaHU MaKCUMaJIHO Ype3 I/I36'prBaHe (C YHUCTa U MEKa IoIMBalIla K%pna).
H’LpBa TOMOII IMTPH KOHTAKT C OUUTE : W3miakaere ounte ¢ Boja KaTto npeanasHa Mspka.

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

PA3JIEJI 5: IIpoTuBONOKAPHU MEPKHU

Tlomxopsmu noskaporacUTENHN CPEACTBA 1 Ogmesio 3a 3aracsHe Ha OTbHS.

OmnacHOCT OT IoXkap : Bmx maparpad 2.2.

I/IHCprKHPH/I 3a racCHe Ha oXxapu : I[a C€ U3MI0JI3BAT CPEACTBA, IIOAXOAAINHU 3a raCeHE Ha I10XKapH B CbCEIICTBO.
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Clomipramine

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

ABapPIﬁHH IIJTAaHOBE . I[a ce u30srBa BCSIKaKBa M3JIMIIIHA CKCIIO3U LU

6.1.2. 3a aunaTa, OTTOBOPHH 32 CHEINHHU CJIy4Yan

Hsma nanmuana gomsnHUTENHA HHOOPMAIIUST

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 HHPOPMAIIUS

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 upe3s o6xBaru (control banding)

Hsima Hanmm4aHa TOMBIHATEIHA HHGOPMAIHS

8.2.1. Iloaxoasi TeXHUYECKH KOHTPOJI

Tloaxoasiy TEXHHYEeCKH KOHTPOJI:
Jla ce cpxpansBa B 100pe npoBeTpuBo nomenieHne. OOGMKHOBEHO ce M3HMCKBAT KAKTO MECTHA CMYyKAaTeJIHA BEHTIIAIMS, TaKka M BEHTHJIAIMSA Ha 00IIOTO
MOMEIICHHUE.
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Clomipramine

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

3ammTa Ha pouere:
33.IJ_H/ITHI/I PBKaBUIA

8.2.2.3. BamuTa Ha qUXaTeJHUTE MHTHIIA

Hsima HanmuuHa JOBIHUTEIHA I/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 XUMHUYHHU CBOMCTBA

9.1. Undopmanusi 0THOCHO OCHOBHHUTE (PM3MYHHM H XHMHYHH CBOHCTBA

ATperaTHo CbCTOSTHUE

IBsT

BroHien Bug

Mupuc

I'panunara Ha Mupuca

Touka Ha ToneHe

Touka Ha 3aMpb3BaHe

Touka Ha KuIIeHe

3anammmocT

I'paHHIM Ha eKCIUIO3UBHOCT
JlonHa rpaHuIia Ha €KCIUIO3UBHOCT
I'opHa rpanua Ha EKCITIO3UBHOCT
TeMneparypa Ha pa3narane
TeMneparypa Ha camo3arnanBaHe
TeMneparypa Ha pasnagaHe

pH

pH pastBop

Bucko3uteT, KHHEMaTHIECH
PastBopumoct

KoedurmenT Ha pa3npenenenne: N-okranoi/soga (Log
Kow)

Hansrane Ha mapute

Hansrane ra mapute npu 50°C
IIneTHOCT

OTHOCHTEIHA ITBTHOCT
OTHOCHTEINHA INTBTHOCT Ha mapute npu 20°C
Pa3mep Ha yacThUTE

9.2. Ipyra undopmaunus

TeBpIO BEmecTBO
He e nanmuuno
Ipax.

He e nanmuuno
He e nanmuuno
He e nanmuuno
He e nanmuuno
He e nanmnuno
He e nanmuuno
He e npunoxunmo
He e npunoxunmo
He e npunoxunmo
He e npunoxunmo
He e npunoxunmo
He e nanmuuno
He e nanmuuno
He e nanmnuno
He e npunoxunmo

Boma: 100 — 1000 g/I

He e nanmmuno

He e nanmmuno
He e nanmmuno
He e nanmmuno
He e nanmmuno
He e npunoxunmo
He e nanmmuno

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.IHF[
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Clomipramine

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

PA3JEJI 10: CTa0MJIHOCT M PEaKTHBHOCT

CrabuseH npy HOPMAHH YCIIOBHS.

Hsma nammana nomsmanTenHa HHGOPMAIHs

He e uszBectHo.

Hsma HanuvHa JOMBIHUTENHA HHPOPMALIUS

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

Clomipramine

LD50 opanHo mwibx 300 — 2000 mg/kg
Koposusroct/npasnene Ha koxara : He ce xmacuduumpa
Cepno3HO yBpek/jaHE Ha OUHTE/IpasHEHEe Ha OUNTe : He ce xmacudpunmpa
Cencnbmnm3anys Ha JMXaTeIHATE MBTUINA Wik Koxkata . He ce ximacugummpa
MyTareHHOCT Ha 3aPOHIIHUTE KICTKU : He ce xmacuduumpa
Kanneporennoct . He ce xnmacudunmnpa
TokcHYHOCT 3a PENpOAYKIHATA . Ilpexnonara ce, ue yBpesk/a 1mioja.
CTOO (crenn@uyHa TOKCHYHOCT 3a OIPEIEICHI . He ce xmacudunmpa

OpraHM) — eIHOKpATHA eKCIIO3ULIHS

CTOO (crennguyHa TOKCHYHOCT 3a OIPEIEICHI . He ce xmacudunmpa
OpraHM) — TOBTApSIIIA CE CKCIIO3UIIHS

OnacHOCT NpH BMIIIBAHE : He ce xmacuduumpa

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

PA3IEJI 12: Exojioru4Ha uH(popmanusi

Exonorust - 0610 : He npencraBinsiBa KOHKpETHa OMACHOCT 3a OKOJIHATA CPeJia.
OmnacHo 3a BOJHATa cpefia, KpaTKocpodHa (0cTpa) : CWJIHO TOKCHYEH 32 BOJHHUTE OPTaHU3MH.

OmnacHo 3a BOJHATa cpejia, IbIAr0CpOYHa (XPOHUYHA) : CHIJIHO TOKCHYEH 32 BOJHHUTE OPTAHU3MH, C IBITOTPACH e(eKT.

Hsima Haym4Ha TOMTBJIHUTETHA PIH(l)OpMaI.IHiI
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Clomipramine

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

12.3. BuoakyMy.JiMpaIna crocooHoCT

Hsima HanmmaHa qOMBIHATETHA I/IH(l)OpMaI_II/ISI

12.4. TIpeHOCUMOCT B IOYBATA

Hsima HanmmaHa qOMTBIHATETHA I/IH(l)OpMaI_II/ISI

12.5. Pesyarartu ot onenkara Ha PBT u vPvB

Hsima Hanmmdna qOMBIHATETHA I/IH(l)OpMaI_II/ISI

12.6. CBoiicTBa, HapymaBamy (pyHKIHUTE HA €HIOKPHHHATA CHCTEMA

Hsima HanmuuHa JONBIHUTEIHA I/IH(l)OpMaLIHSI

12.7. pyru HebaaronpusaTHu edexTn

Hsima HanmMuHa JOBIHUTEIHA I/IH(l)OpMaLIHSI

PA3IEJI 13: O0e3Bpe:kiaHe HA OTHagbLUTE

13.1. MeTtoau 3a TpeTHpPaHe HA OTHAXBIH

HsiMa Haim4YHa TOTBIHUATENHA HHGOPMALIUS

PA3JIEJI 14: UudopManysi OTHOCHO TPAHCIIOPTHPAHETO

B cvotBerctBre ¢ 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 HauMeHOBaHHe HA MPaTKaTa Mo cnucbka Ha OOH

BEILECTBO, OITACHO 3A OKOJIHATA
CPEJIA, TBTHPJIO, HY.K.

ENVIRONMENTALLY HAZARDOUS
SUBSTANCE, SOLID, N.O.S.

Environmentally hazardous substance, solid, n.o.s.

Onmncanue Ha TPAHCIIOPTHUTE JOKYMEHTH

UN 3077 BEHIECTBO, OITACHO 3A

UN 3077 ENVIRONMENTALLY HAZARDOUS

UN 3077 Environmentally hazardous substance,

OKOJIHATA CPEJIA, TBBPJO, HV K., 9, I, (-) | SUBSTANCE, SOLID, N.O.S., 9, Ill, MARINE solid, n.o.s., 9, Il
POLLUTANT
14.3. Knac(oBe) Ha omacHOCT MPH TPAaHCIOPTHPaHe
9 9 9

14.4. OnakoBBb4YHa rpyna

14.5. OnacHocTH 3a OKOJTHATA Ccpe/ia

OnacHo 3a okosHata cpena: Jla

OnacHo 3a okosHaTa cpena: Ja
Mopcku 3ambpenten: Ha

OnacHo 3a okosiHara cpena: [la

Hsma nombiHMTEIHA HAMYHA MHOOpMALUs
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Clomipramine

Nudopmanronen auct 3a 6€30macHOCT

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

14.6. Cnienqua/iHyu mpeana3Hu MepKH 32 MOTPeOHTeINTe

CyxonbTeH TPAHCIIOPT

Krnacudpukannonen xox (ADR)

Creuuanau pasnopendu (ADR)

Orpanunuenu konmuectsa (ADR)

Wskimouenu konuuectsa (ADR)

OnaxoBbyHU UHCTpYKLIUH (ADR)

Crienpasiiy onakoBb4HU pasnopenou (ADR)

Cwmecenu omnakoBku (ADR)

WHcTpyKuuy 3a IPEeHOCUMH LIUCTEPHU U KOHTEHHEpH 3a
HacunHu ToBapu (ADR)

CrenpanHu pasnopeady OTHOCHO MPEHOCHMH LUCTEPHH
U KOHTelHepu 3a HacunHu ToBapu (ADR)

Konose 3a nucrepuu (ADR)

ITpeBo3HO cpeacTBO 3a MPEBO3 B LIUCTEPHH
TpancnoprHa kareropus (ADR)

Criennaniu pasnopendu 3a npesosa - Onakosku (ADR)
Crenmaniiu pasnopendu 3a npeo3 - HacunHo
cberosinue (ADR)

Crienpasiiy pa3nopeadu 3a MpeBo3 - TOBapeHe,
pasTtoBapBane u oopadorka (ADR)
Unentudukannonen Homep 3a onacHoct (Kemnep No.)
OpanxeBu Tabenu

Kon 3a TyHennu orpanuyenus (ADR)

Tpancnopt no Mope

Crenmanau pasnopenou (IMDG)

Orpannuenn xonnuectsa (IMDG)

Wskimouenn xonmdectsa (IMDG)

OmnakoBbunu nHCTpYKIMH (IMDG)
Crienmansu pasnopendu 3a onakosatne (IMDG)
IBC onakopbsunu unctpykuuu (IMDG)

IBC cniennanuu pasnopenou (IMDG)
Uncrpykuuu 3a nucrepau ( IMDG)
Crienmansu pasnopendou otHocHo nucrepuu (IMDG)
EmS-Ne (Ioxxap)

EmS-Ne (Pa3nuB)

Kareropus na toBapene ( IMDG)

Cknanupane u oopadotka (IMDG)

Bb3aymen Tpancnopt

PCA Uzkmouenn xonmmaectsa (IATA)

PCA OrpaHuueHn Kolu4ecTBa MbTHUYECKH CaMOJIET U
xapro (IATA)

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

PCA MaxkcuMaiHO HETHO KOJIMYECTBO MbTHUYECKH
camortet u kapro (IATA)

WHcerpykuun 3a onakoaHe camo kapro (IATA)
MakcuMaTHO HETHO KoindecTBo camo kapro (IATA)
Cnennansn pasnopenou (IATA)

ERG kon (IATA)

14.7. MopcKH TPAHCIIOPT HA TOBAPH B HACHITHO ChCTOSIHHE CHIVIACHO HHCTPYMEHTH Ha MEXKIyHApOHATa MOPCKA OPraHU3anusl

He e npunoxumo

AT
]

: V13

. VC1,VvC2

: 5kg

M7

274, 335, 375, 601

5kg

El

P002, IBC08, LP02, RO01
PP12, B3

MP10

. T1, BK1, BK2, BK3

. TP33

SGAV, LGBV

CVv13

90

90
3077

274, 335, 966, 967, 969

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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Clomipramine

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

15.1. CoennguyHu 32 BeNIeCTBOTO WU CMECTA HOPMATHBHA ypen0a/3aKOHOIATEICTBO OTHOCHO 6€30IaCHOCTTA, 3IPABETO U OKOJHATA
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 (Cncbk Ha BelllecTBaTa 3a pa3peliaBaHe)

REACH Cnucbk ¢ kanauaar-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, YcroiiuMBH OPraHUYHU 3aMbpPCHTEIH)

Henpunoxumo.

PersiaMeHT 0THOCHO BelecTBa, KOMTO Hapywmasat 030HoBus cJoii (EC 1005/2009)

He ¢urypupa B crimcbKa ¢ BelecTsa, KOUTO HapymaBaT 030HoBH: cioit (Permament EO 1005/2009): Clomipramine

PeryiaMeHT OTHOCHO NpeKypcopuTe Ha B3puBHU BeutecTBa (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)

PeryiaMeHT 0THOCHO NpeKypcopuTe Ha HAPKOTH4YHH BewlecTBa (EO 273/2004)

He cpappika BemecTBo(a), BKIIIOUEHO(H) B ciuchbka ¢ [Ipexypcopu Ha HapkoTnuauTe BemecTsa (Pernmament EO 273/2004 0THOCHO IPOM3BOACTBOTO U IIyCKaHETO
Ha T1a3apa Ha ONpEJIeIeHH BEIECTBA, U30NI3BaHN 32 HE3aKOHHO POM3BOJICTBO HA HAPKOTHYHH MIIH TICHXOTPOITHH BEIIECTBA)

15.1.2. HauuoHaHu pa3nopeaou

HsiMa HaimM4YHa TOMBJIHATEHA HHQOpMALHS

15.2. Onenka Ha 6€30MacHOCT HA XHMHYHOTO BEIIeCTBO HJIH CMeC

HsiMa HaiM4YHa TOMBIHATENHA HHQOPMALIHS

PA3IEJI 16: Ipyra nungopmaunus

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

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

Aquatic Acute 1 OmacHO 3a BOJHATa cpesia — 0CTpa OaCHOCT, KaTeropus |
Aquatic Chronic 1 OracHo 3a BOJIHATA CPefla — XPOHUYHA ONACHOCT, Kateropust 1
H302 Bpenen npu morsiane.

H361d Ipenmnonara ce, e yBpekaa mioja.

H400 CHITHO TOKCHYEH 32 BOJHNTE OPTaHU3MH.

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

Wudopmanmonen iuct 3a 6e3onacuoct (M1J16), EC

OTKA3 OT OTTOBOPHOCT Uupopmanusta, chabpkaiia ce B To3u VH(opMaoHeH JucT 3a 0€30MacHOCT, € Mody4eHa OT W3TOYHHIIN, KOUTO CMsITaMe 3a
HaIeKIHH. Bhrpexn ToBa, HHQOpManusaTa ce npegocTasst 0e3 HUKaKBa rapaHI[ys, M3pHYHA WIH T0Apa3duparia ce, OTHOCHO HefHaTa KOPEKTHOCT
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