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TMHMA 1: IIpocoropicpidg ovoioc/peiypotog kKo etoarpeiog/emyeipnong

1.1. AvayvopioTiKog KmdKog Tpoiovtog

Mopen mpoidvtog : Ovoia

Ovopa ovsiog : Clomipramine

Kwducde mpoidvrog : 201600224

Suvovopa : Clomipramine, salts, hydrates, isomers and impurities where applicable

1.2. Zuvogeig TpocdlopiopEVES P GELS TG OVGLNG 1] TOV UEIYIATOG KO OVTEVOELKVUOILEVES Y PIGELS

1.2.1. Zyetikég mpoPremdpeves ypfosig

Kopra katnyopia ypnong : To mpoidv mpoopiletar yio v £pevvo. Kot avAamTuén Kot TV EXoyYEALOTIKY EKTaidEVoT).
Xpnion g ovoeiog/Tov petypatog : Moévo yio emoryyeApoTiky xpnon
Katyopia Aettovpyiog 1 xpriong o Xnpkéc ovoieg epyaotnpiov

1.2.2. Avtevdgikvodpeveg ypnoeg
Iepropiopoi ot xprion : Mn ypnowonoteite : Katdnoon, Ewonvon, Aeppotikod

1.3. Zroygio Tov Tpopun v 1) TOL dEATION dEdOpéEVEV acPaLEing

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. Ap1Opog TNAEQAOVOL EMETYOVOUS AVAYKNG
Ap1Opog TNAe@dVOL EMETYOVOOG AVAYKNG 1 +33(0)390215608

TMHMA 2: IIp0o6o10piop6g eMKIVoUVOTNTOG

2.1. Ta&wopnon g 0veiag 1| TOV PEIYNATOG

Katareén copoova pe v odnyie 1272/2008 EK [CLP]

Oé&ela to&kodTTa (ad Tov 6TOHATOC), Katnyopio 4 H302
To&wodTa 6TV avamapay®yn, Katnyopio 2 H361d
Emucivduvo yio to vddtvo meptBdriov — 0&0¢ kivduvog, katnyopiag 1 H400
Emucivduvo yio to vddtvo mepiBdriov — Xpoviog kivduvog, katnyopiog 1 H410

ITAnpeg keipevo tov dnrocemv H ko EUH: BAéne tpnpa 16

AvemOOpuNTES QUOIKOYNMKES EMIPAGELS, KAODGS KoL EMIPAGELS 6TNV avOpOTIVY VYEio Kon 610 TEPLBailov
ATOQa0N PEGH KPIONG EUTELPOYVOUOVOV KoL ATOSEIKTIKNG oYVOGC.

2.2. Zroyeio eTIKETOG

Xapaktnpiopds coppove pe tov Kavovionuéd (EE) Ap. 1272/2008 [CLP]

Ewovoypdppoza ktvdovov (CLP) : I I

GHSO07 GHSO08 GHS09
Ipogworomtikn AéEn (CLP) : IIpocoyn
Anhdoeig emkwvdvvotnrag (CLP) 1 H302 - EmProféc og mepintmon katdmoong.

H361d - "Yronto yio tpdxhnon PraPng oto uPpvo.
H410 - TToAd 1016 Y1 Tovg VIPOPLOVG OPYAVIGHOVG, HE HOKPOXPOVIES EMTTAOCELS.

Anhaoeig tpoedraing (CLP) : P202 - Mnv 7o ypnoipomonioete nptv SLoAoeTe Kot KATAVONGETE TIG 09N Yieg TPOPVAAENG.
P301+P312 - XE IIEPIITQXH KATAIIOZHE: KoAéote apécwg to KENTPO AHAHTHPIAZEQN
1 éva yuatpd, edv arcBavieite adwbecio.
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Agltio Agdopévov Acpareiog

oopgova pe tov Kavoviepdo REACH (EK) 1907/2006 6mog tpomomonidnke and tov Kavoviouo (EE) 2020/878

P308+P313 - XE IIEPIITQXH ékbeong 1 mbavottag £xbeong: Zvpfovievdeite/Emokepdeite
yutpo.

Zhpoven cOpeova pe: Ealpeital 1| E0MTEPIKN GLOKELAGIN, TO TEPLEXOUEVA TNG ontolag dev vepPaivovy Ta 10ml

Ewovoypdppora ktvdovov (CLP) :

GHS08

Agv vapyovv emmAéov TANPOQOpieg

TMHMA 3: XovOgon/minpopopisg yio 10 6LOTOATIKG

Ovopa AvVayvopieTIKOg KOdKog | %0 Kotdarain copeove pe tnv odnyia
TPOIOVTOG 1272/2008 EK [CLP]
Clomipramine - <100 Acute Tox. 4 (An6 tov otopatog), H302

(ATE=300 mg/kg copatikod Bapovg)
Repr. 2, H361d

Aquatic Acute 1, H400

Agquatic Chronic 1, H410

IIMpeg keipevo tov Inkdoewv H kot EUH: BAéne tpuipa 16

Aev oy0et

TPOTOV fonderdv

Métpa npdtmv fonbetdv petd and enoen pe o déppo  : Kobapiote ) peyaidtepn duvorn mosdtnto okovmilovtdg ) (kabopd kot paiaid amoppoenTikd
Tovi).
Métpa npadtmv fondetdv Letd and enapn 1e To LATIOL : Eemldvete o patio pe vepd yio Adyoug acaieiog.

Agv vdpyovv emmAEOV TANPOEOPIiEg

Agv vdpyovv emmAEOV TANPOEOPIiEg

TMHMA §: Métpa Y10 TNV KOTATOAEUN O] TG TVPKAYLAG

KatddAnia péca nuopdcPeong : KovBépra mupodoPeong.

Kivduvog moprayidg : BMéme tunpa 2.2,

Métpa Y10 THV KOTATOAEUNGT TG TUPKOYLOG : Xpnowonowmote péca katdoPeong KatdAAnia yo Ty nepdAlovca TupKayid.
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Clomipramine
Agltio Agdopévov Acpareiog

oopgova pe tov Kavoviepdo REACH (EK) 1907/2006 6mog tpomomonidnke and tov Kavoviouo (EE) 2020/878

TMHMA 6: Métpo o€ TepinTtmon 0KoVoLoS EKAVONG

6.1.1. I'a TPocOTIKG GALO 076 TO TPOGCMOTIKO EKTUKTNG UVAYKNG

Métpa £kTOKTNG OVayKng 1 Amopevyete kGOe meprtn €xbeon.

6.1.2. T Gropa mov TPpocpépovy TPpMOTES Pondeieg

Agv vapyovv emmAéov TANPOQOpieg

Agv vapyovv emmAéov TANPOQOpieg

Aev vdpyovv emmAéov TANPOQOpieg

Agv vdpyovv emmAEOV TANPOQOPiES

TMHMA 7: Xeipiopoég kot amodnkevon

Agv vdpyovv emmaAEOV TANPOQEOPiEg

Agv vdpyovv emmaAEOV TANPOYOPIiES

BAéme tunpa 1.

TMHMA 8: ‘Eleyyog g ék0eonc/atopiki tpootacio

8.1.1 EOvikég oprokés Tipnés emayyelpatikig £k0song ko froloyukég oprokés Tipég

Agv vdpyovv emmAEOV TANPOEOPIiEg

8.1.2. ZuvicTdpeveg drudikocisg TapaxorovOneng
Agev vdpyovv emmAéov TANPOQOpieg

8.1.3. Xynparifovrar otoygio pOmTAVENS TOL aEpa
Agv vdpyovv emmAEOV TANPOEOPIiEg

8.1.4. DNEL xox PNEC

Agev vdpyovv emmAéov TANPOQOpieg

8.1.5. Mleproyég eréyyov

Agv vdpyovv emmAEov TANPOQEOPiEg

8.2.1. Kotdhinho pnyavikoi éreyyot

Koataiinior pnyavikoi éleyyou:
Awmpriote o€ KoAd e&oeptlopevo ydpo. Zuvibog amatteitol cOGTNUIA YEVIKOD HNYaviKoD £E0EPIGILOD TOV XDHPOL.

8.2.2. ATopKOG TPOOTATEVTIKOG EEOTAIONOG

8.2.2.1. IIpooTacic TOV HATIAV KUl TOV TPOCATOV

Agv vdpyovv emmAEOV TANPOQPOPIiEg
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Clomipramine
Agehtio Aedopévav Acpaleiog

ovppmva pe tov Kavoviopdé REACH (EK) 1907/2006 6mwg tporomomnke and tov Kavoviepo (EE) 2020/878

8.2.2.2. Ilpoctacio déppatog
Ipoctocia Tov déppartog:
oS8 EpyacTnpiov
Mpoctocio TOV yEPLOV:
IIpoctotevTikd yavtio

8.2.2.3. IIpo6Tacia TOV AVUTVEVGTIKADV 00MOV

Agv vrtdpyovv emmAéov TANpopopieg

8.2.2.4. O@gppikoi Kivovvor

Aev vdpyovv emmAéov TANPOQOpieg

8.2.3. OproBétnon ko wapokorovOnon g teptpaiiovroroyikiis £kOeong o€ Kivovvo

Agv vrtdpyovv emmAéov TANpopopieg

TMHMA 9: ®vokég Kot YnUIKES 1OL0TNTES

9.1. Zroyygia Yo TIG fUGIKES QUGIKEG KOL YNIIKES O1OTNTEG

Dok KoTdoToom T Zteped
APDLLOL © Mn dwbéorpo
Epopdvion TZkovn.

Oopn © Mn dwbéorpo
Op1o oopng © Mn dwbéorpo
Inueio mEemg © Mn dwbéorpo
Inueio m&emg © Mn dwbéorpo
Inueio Bpoacpod © Mn dwbéorpo
Evpiextomra © Mn dwbéorpo
Opra Ktvdvvov ekpiéems . Aev woyvet
Xapunhotepo 6pio EkpnéEng . Aev woyvet
AvdtoTo 0plo expnépotmrog 1 Agv woydet
Enueio avapieéng . Aev woyvet
Bgppokpacio avTavAPAEENS . Aev woyvet
Bgppokpacio arocHvieong © Mn dwbéorpo
pH © Mn dwbéorpo
Adropo pH © Mn dwbéorpo
EDAES, KivepaTikog (1) . Aev woyvel
AwAvtomra : Nepo: 100 — 1000 g/l
TUVTEAEGTNG KATAVOUNG O Helypa n-0KTavOAng/vepoD © Mn dwbéorpo
(Log Kow)

Téon oTudv © Mn dwbéorpo
Iieon atpov ot Beppokpacio 50°C © Mn dwbéorpo
IMukvotnto © Mn dwbéoipo
TyeTIKN TUKVOTITOL © Mn dwbéoipo
ZYETIKN TUKVOTNTO 0THAV 6TOoVG 20°C 1 Agv woy0et
MéyeBog copatidiov © Mn dwbéoipo

9.2. Aowréc TAnpogopieg
9.2.1. TIMpo@opicg GYETIKA pe TIS KAAGELS PUOLKOV KvdHVou
Aev vdpyovv emmaAéov TANPOQOpieg

9.2.2. AhL0. YOpOKTNPLOTIKG 00QUAEiog

Agv vrtdpyovv emmAéov TANpopopieg

TMHMA 10: Z100gp4TNTO KO OVTIOPOUGTIKOTNTO

10.1. AvtidpacTikoTTO

Z100epd VIO KOVOVIKEG GUVOTKES.
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Clomipramine
Agltio Agdopévov Acpareiog

oopgova pe tov Kavoviepdo REACH (EK) 1907/2006 6mog tpomomonidnke and tov Kavoviouo (EE) 2020/878

Agv vapyovv emmAEOV TANPOQOPieg

Kavévag yvootog/-1/-6.

Agv vapyovv emmAEov TANPOQOPieg

Kapio og kavovicr xprion. BAéne tunipa 7.

‘Ortav Oeppaivetar LExpL TOL GNUEIOL 1OCTOONG, EKTEUTEL EXKIVOVVOVG KOTTVODG.

TMHMA 11: To&wkoroyikég TAnpopopisg

Oéeia to&ucdtnTa (amd 6TOHATOG) . EmPrapés oe mepintmon katdmoong.
Oéeia to&ucotnTa (SeppoTikn) : Mn ta&wopnuévog
Oéeia to&ucotnta (avamvon) : Mn ta&wopnpévog

Clomipramine

LD50 omd tov 6tdp0Tog 68 apovpaiong 300 — 2000 mg/kg
AGBpwon kot epebiopdg Tov dEppatog : Mn ta&wopnpévog
ZoPapn opborukn PAAPn/epediopog : Mn ta&wopnuévog
EvaisOnronoinon tov avamvevotikol 1 : Mn ta&wopnuévog
gvoucOnTomoinot Tov dEPUITOG
MetoAho&ryéveon YEVVITIKAOV KOTTAPOV : Mn ta&wopnuévog
Kapkvoyéveon : Mn ta&wopnpévog
To&wodTa Y10 TV avamopayoyn : Yromnto yio mpdxinon PAPNG oto Eufpuo.
Ewum to&idmra ota dpyava-otdyovg (STOT) — : Mn ta&wopnuévog
epanag ékbeomn
Ewum to&idmra ota dpyava-otdyovg (STOT) — : Mn ta&wopnuévog
emavenupévn kbeon
Enrucvéuvomta avappoenong : Mn ta&wopnpévog

Agv vdpyovv emmAEOV TANPOEOPiEg

TMHMA 12: OwoAroyikéc mAnpo@opies

Owoloyia - yevikd : Aev mapovotdlel iaitepo kivouvo yio To meptBAALOV.
Emucivéuvo yia 1o vddtvo mepipdilov, Bpayvrpdbespog : IMoAd to&icd yia Toug v3pOPLovg 0pyavicHovs.
(0&bg)

Emucivéuvo yia o vddtvo mepifdilov, poxponpdbespog @ IMoAd to&ukcd yio Toug v3POPLOVG OPYAVIGHOVG, HE HOKPOYPOVIEG ETTTMOCELS.
(xpoV106)

Agv vdpyovv emmAEOV TANPOQEOPiEg

Aev vdpyovv emmaAéov TANPOQOpieg
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Clomipramine
Agltio Agdopévov Acpareiog

ovppmva pe tov Kavoviopdé REACH (EK) 1907/2006 6mwg tporomomnke and tov Kavoviepo (EE) 2020/878

12.4. KiyynTikotnta 670 £30.00g

Agv vrtdpyovv emmAéov TANpopopieg

12.5. Amoteréopata g a&oroynong ABT kot aAaB

Agv vrtdpyovv emmAéov TANpopopieg

12.6. I810TNTEG EVOOKPIVIKIG SraTapayns
Agv vrtdpyovv emmAéov TANpopopieg

12.7. Ahdes apvNTIKEG EMTTAGCELG

Aev vdpyovv emmAéov TANPoQOpieg

TMHMA 13: Xtoyeio oyeTikd pe tn o1a0gon

13.1. M£0odor enctepyaciog amofiiTov

Agv vdpyovv emmAEOV TANPOEOPiEg

TMHMA 14: IIAnpo@opisg 6YETIKE pe TN NETAPOPE.

Topewva pe ADR / IMDG / IATA

ADR IMDG IATA
14.1. AprOpéc OHE 1 apOpég tavtétnTog
UN 3077 UN 3077 UN 3077

14.2. Oweia ovopacio amostoric OHE

TIEPIBAAAONTIKA ETIIKINAYNEX OYZIEZ,
YTEPEEZ, E.A.O.

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

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

Ieprypagii eyypaoov petagopds

UN 3077 IIEPIBAAAONTIKA EITIKINAYNEX

UN 3077 ENVIRONMENTALLY HAZARDOUS

UN 3077 Environmentally hazardous substance,

OYZIEX, XTEPEEZ, E.A.O., 9, 111, (-) SUBSTANCE, SOLID, N.O.S., 9, Ill, MARINE solid, n.o.s., 9, 11l
POLLUTANT
14.3. Ta&n/-e1g KtvdOvov KoTd TN HETAPOPA
9 9 9

14.4. Opada cvokevaciog

14.5. Iegprfarrovtikn emKivovvéTnTo

Emucivdvvo yia to meptBdAiov: Now

Emucivduvo yio to mepifdiiov: Now
Molvopatikdg TopdyovTag yio To VIATIVO
nepBdAiov: Now

Emucivduvo yia to meptBdAiov: Now

Aev vdpyovv emmiéov Srabéotues TANpoopieg

14.6. Exdwkég Tpo@ura&erg yia tov ypioeTn

Erniysia petagopd
Kodwog tag&vounons (ADR)
Ewwég datages (ADR)

. M7
. 274, 335, 375, 601
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Clomipramine
Agltio Agdopévov Acpareiog

ovppmva pe tov Kavoviopdé REACH (EK) 1907/2006 6mwg tporomomnke and tov Kavoviepo (EE) 2020/878

Tepropiopéveg moodtteg (ADR)

E&upovpeveg mocotteg (ADR)

Odnyieg cvokevaciog (ADR)

Ewwcés datdéelc ovokevaoiog (ADR)

Awtdéeig pectg cvokevooieg (ADR)

Odnyieg yio popnTég deapevé Kot UToPELIOTOKIPAOTIOL
xoonv (ADR)

Ewducéc dratd&erg yio popntég deEapevég Ko
gumopevpotokiPatia yudnv (ADR)

Kodwog degapevig (ADR)

Oynua yo petapopd de&opevig

Katmyopia petagpopds (ADR)

Ewucéc dratdéers yio  petapopd - Kéro (ADR)
Ewwcés dratdéerg yio t petagopd - Xvdnv (ADR)
Ewwcéc dratdéels yio  petapopd - Doptwon,
£KQOPTOON Kot xepiopog (ADR)

Ap1Bv avayvoprong kivdvvou (Képrep Apbp.)
IMoptokoi dickot

Kwdwog meplopiopmv yio onpayyes (ADR)

pRETAPOPE péce Baraoong

Ewduh npopreyn (IMDG)
[epropiopéveg mosdteg (IMDG)
E&apovpeveg mocomreg (IMDG)
Odnyieg ovokevaciog (IMDG)

Ewdwég datdées ovokevaoiog (IMDG)
0dnyieg cuokeLAGING EUTOPEVUATOKIPOTIOV-OEEAUEVDV
(kddwkag IMDG)

Ewwig datages IBC (IMDG)

Odnyieg yio de€apevéc (IMDG)

Ewdwcég dataéers yuo deEapevég (IMDG)
ApBpdéc EmS (TTuprarytdr)

ApBudc EmS (Awppon)

Katyopieg poptiov (IMDG)
Amobikevon ko xepopds (IMDG)

Evoépra petagopd

PCA E&apovpeveg mocotreg (IATA)

PCA Ilepropiopéveg mocotmteg (IATA)

KoBapn péylom mocodmta yio TEPLoPICUEVT TOGOTNTO
EMTPETOUEVT] Y1t EMPOTI Y AEPOCKAPT KOL YI0L
aepookden petapopds eoptiov (IATA)

Odnyieg cvokevaciog yo emBatnyd aepookden (IATA)
KoBapn péyiom mocodta yio entBatnyd aeposkaen
KO Y10 0epOCKAPN peTapopds poptiov (IATA)
Odnyieg cuokevAGLg LOVO Y10 AEPOSKAPT LETUPOPES
poptiov (IATA)

Méyiot TocOTNTO. LETAPOPAS OTOKAEIGTIKG AT
aepookden petapopds eoptiov (IATA)

Ewwég dwotages (IATA)

Kwdwog ERG (IATA)

AT
© 3

: V13

: VC1,VC2

: 5kg

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

14.7. Oardooireg petagopis yHony copeova pe Tig npates tov IMO

Agv 1oy0et
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Clomipramine
Agehtio Aedopévav Acpaleiog

cvppmva pe tov Kavoviopdé REACH (EK) 1907/2006 6mwg tporomomnke and tov Kavoviepo (EE) 2020/878

TMHMA 15: Xtovygio vopodetikov yopoxT

15.1. Kavoviopoi/vopoOscio 6YETIKG pe THY 06QaLELD, TNV VYEIX KoL TO TEPLPaLLoV Yia TNV 0VGia 1] TO pEiypa
15.1.1. kavoviopoi EE

Hapaptnpa XVII tov REACH (IlpoimoBéceig mepropispov)

Aev neprapfaveton oto Hapaptnua XVII tov REACH

Hapaptnpae XIV Tov REACH (Katdhoyog ad€1060T11010)

Aev meprappavetor oto Mapdpmpa XIV tov REACH (Katdhoyog adeioddtong)
Katarhoyog vroynguov ovordv REACH (SVHC)

Aev meprapfavetor otov Katdhoyo vroynemv oveidv REACH

Kavoviepég PIC (EE 649/2012, IIponyodpevn cvvaiveon petd amd evnpuépoon)
Aev epappodletar.

Kavoviepog POP (EE 2019/1021, Eppovor opyavikoi pomor)

Aev gpappodletat.

Kavoviepdg mepi e€as0évnong Tov 6Lovrog (EE 1005/ 2009)

Aev mepthapfévetol oTov Katdrhoyo ovoidv mov e&acbeviCovv to 6Cov (Kavoviopog EE 1005/2009)

Kavoviopog mepi ekpnktik®@v tpédpopmv overdv (EE 2019/1148)

Aev mepiéyet kopio ovoio(eg) mov meprapfavetai(ovrat) 6tov Katdhoyo mpddpopmv ovotdv ekpnktikdv (Kavoviopog EE 2019/1148 oyetikd pe v epmopio Kot
™ XPNoN TPOSPOUMY OVGLDV EKPNKTIKADV)

Kavoviopog nepi Tpodpopmv over®dv vapkoTikdv (EK 273/2004)

Aev mepiéyet ovaia(eg) mov mepthapfavetar(oval) 6Tov KotdAoyo Tpddpopmv ovetdv vopkaTikdV (Kavoviopog EK 273/2004 oyetikd pe Tig Tpddpopeg ovcieg
VOPKOTIKOV)

15.1.2. EOvikéc dwotdieg

Agv vdpyovv emmaAEOV TANPOQEOPiES

15.2. A&wohdynon ynmkig acodisiog

Agv vdpyovv emmAEOV TANPOEOPIiES

TMHMA 16: Aldeg TAnpo@opisg

ITpeg keipevo ppacewv H kan EUH:

Acute Tox. 4 (Ao tov Oé&ela to&cotta (amd Tov 6TOHNTOC), Katnyopio 4

GTOUOTOC)

Aquatic Acute 1 Emcivéuvo yia to vddrvo meptBarlov — 0&dg kivduvog, katnyopiog 1
Aquatic Chronic 1 Emcivéuvo yia to vddrvo mepiBarrov — Xpdviog kivéuvog, karnyopiog 1
H302 EmPrapés oe mepintmon katdmoong.

H361d "Yromto yio mpdkinen PAAPng oto Epppuo.

H400 TIoAd to&Ko Y10 Toug VOPOPLOVG OPYAVIGHOVG.

H410 TToAd To&1Kod Y10 ToVg VEPOPLOVG OPYAVIGHOVG, LE HAKPOXPOVIEG ETITTMCELS.
Repr. 2 To&wdmta 6TV avomapaywyr, katnyopio 2

Aghtio Agdopévov Acpareiog (AAA), EE

ATIOITOIHXEH EY®NHZX Ot mAnpogopieg mov meptéyoviatl o antd 10 deATio TPoépyovtat amd myés Tis onoieg Bempodpe a&idomotes. [Tapodia avtd, divovtot

YOPIc Kapio gyyomon, pntm 1 appnTn, Yo TV okpifetd tove.
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