European Directorate  Direction européenne

7 m COUNC OFEUROPE Paroxeti ne

Agltio Aedopévav Acpaleiog
of Medicines | du médicament

&HealthCare | & soins de santé CONSEIL DE LEUROPE  obpgova pe tov Kavoviopd REACH (EK) 1907/2006 6rnwg tpomomomOnke amd tov Kavoviouod (EE) 2020/878
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TMHMA 1: IIpoco10piop6g 0v6iag/peiypatos Kol ETapeiog/emysipnong

1.1. AvayvepieTikog KOOKOg Tpoidvtog

Mopen mpoidvtog : Ovoia
Ovopo ovoiag : Paroxetine
Kodwog mpoidvtog : 201600687

1.2. Zovo@eic mpocdtoplloPEVES YPNGELS TS OVGIAG 1] TOV PEIYIOTOG KUL OVTEVOELKVUOILEVES YPIGELS

1.2.1. Zyetikéc mpofhemdpeveg yposeig

Kbpu katmyopia ypnong : To mpoidv mpoopiletar yia TNV £pevva Kot avATTVLEN KoL TNV ETAYYEALATIKY EKTOIOELOT.
Xpnion g ovsiag/Tov peiypotog : Moévo Yo emaryyeApaTIKn YpHon
Katyopia Aettovpyiag 1 ypnong : Xnukég ovoieg epyaotnpiov

1.2.2. AVTEVOEIKVUONEVES (PN GEIS
Iepropiopot ot xprion © Mn ypnowonoteite : Katdmoon, Etonvon, Aeppaticd

1.3. Zroygia Tov TpopunBcvT) TOVL dEXTiOV dEdopEvEV acPadsing

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

F— 67081 Strasbourg

France

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

sds@edgm.eu - www.edgm.eu

1.4. Ap1Opog THAEQ®OVOL EMETYOVGAS AVAYKNG

ApBpog mrepdvov eneiyovoag avaykng : +33(0)390215608

TMHMA 2: IIpo6o10piopog EMKIVOUVOTNTOS

2.1. Ta&woépnon g oveiag 1| TOV peiypatog

Kotaraén copoove pe v odnyia 1272/2008 EK [CLP]

O&eia To&ikomra (amd Tov 6TOHATOG), KaTnyopio 4 H302
ZoBopn opBaipkn PAABN/0@Bui kg epediopodc, katnyopia 1 H318
To&wdmta 6TV avamapayoyn, Katnyopia 2 H361
Emkivduvo o to vdatvo meptBaiiov — Xpoviog kivduvog, katnyopiog 2 H411

IMnpeg keipevo tv dnidoewv H kon EUH: BAéne tunqpo 16

AvemOOpunTEg QUOIKOYNMKES EMOPAGELS, KAODG Kot EMIPAGELS 6TNV 0vOpOTTIVY VYl Ko 610 TEPIfaiiov
Amopacn HESH KPioNG EUTELPOYVOUOVEOV KOl OTTOSEIKTIKNG 10YVOGC.

2.2. Zroyeio eTIKETOG

Xapaxtnpiopés sopeova pe tov Kavoviopo (EE) Ap. 1272/2008 [CLP]

Ewovoypappata kwvdvovov (CLP) : ' : 'I 'I

GHSO05 GHS07 GHS08 GHS09
Ipogworomtiky AéEn (CLP) » Kivdvvog
Anhaoeig emkwvdvvomrog (CLP) : H302 - Emprapés og mepintwon katdmoong.

H318 - [Ipokaiei cofapn opBoiucy PAAPN.
H361 - "Yromto yio mpdxinon PAGPNg otn yovipdtra 1) 670 £uPpvo.
H411 - To&kd yua Toug VIPOPLOVE OPYAVIGHOVG, LE LAKPOXPOVIES EMTTAOCELG.
Anidoeilg Tpopvriaéng (CLP) : P201 - Epodiaoteite pe i £181k€g 00nyieg Tpwv amd ) ypnon.
P202 - Mnv 1o ypnoytomomoete Tpv StaPAceTe Kot KATOVONGETE TIg 08N yieg mpo@OAaéngc.
P264 - TI\bvete ta xépia, Toug TXE (avTIBpdyLo) Kot To TPOGOTO GYOAACTIKG HETA TO YEPIGUO.
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Paroxetine
Agltio Agdopévov Acpaleiog

oopeova pe tov Kavoviepd REACH (EK) 1907/2006 6nwg tpomonoundnke and tov Kavoviopé (EE) 2020/878

P270 - Mnv tpd1e, Tivete N kanvilete, OTov YpNOYLOTOLEITE QVTO TO TPOTOV.
P273 - Na amo@edyetat 1 Elevbépwon oto meptPaAiov.
P280 - Na. popdte mpooTaTELTIKG YAVTIO/TPOGTUTEVTIKG EVOVLATO/HEGE ATOUIKNG TPOCTAGING YL0L TO.
UATLO/TO TPOCOTO/TO AVTLA.
P301+P312 - XE INEPIIITOXH KATATIOXHE: KaAéote to KENTPO AHAHTHPIAZEQN 1 éva
yutpd, av acbavieite adabecia.
P305+P351+P338 - XE IIEPIIITQXH EITA®HYE ME TA MATIA: Eenlivete TpoceKTIKA [e VEPO
Yo 0pKETE AEMTE. AV VILAPYOVV PUKOT ETAPNC, PALPETTE TOVG, ALV Eiva EDKOAO. ZuveyioTE VoL
Eem\évere.
P308+P313 - XE IEPIIITQXH éxbeong 1 mbavottag ékbeong: TopPovievdeite/Emokepbeite
ytpo.
P310 - Kaiéote apéowng to KENTPO AHAHTHPIAZEQN 1 éva yuatpo.
P330 - Egn\dvete o oTOMA.
P391 - Maléwyte ) yopévn mocdTTa.
P405 - dvldooetot KA mpévo.
P501 - Awébeomn tov Tepieyopévon/mepléktn o€ onpeio GLAAOYNG emKivdLVeV 1} E18IKOV amofARTmy,
GUUPOVO LE TOVG TOTLKOVG, TEPLPEPELOKOVG, £BVIKOLS 1/Kan debveig Kavoviopovg.

Zrpavon cOpemva pe: eEapeital 1) EMTEPIKY GLOKELAGIM, Ta TEPLEYOLEVA TG OTol0G dgv vIepPaivovv Ta 10ml

Ewovoypdppata kivdvvov (CLP)

GHS08 GHS05

2.3. AlLot Kivovvor

Agv vrdpyovv emmAéov TANpoeopieg

TMHMA 3: XOv0eon/ainpo@opies Yo T0 GVOTATIKA

3.1. Ovoigg

Ovopa AvayvoploTIKOg KMOKOg % Katdraén ocopomva pe tnv odnyia
TPOidVTOg 1272/2008 EK [CLP]

Paroxetine - <100 Acute Tox. 4 (Ané tov otoparog), H302

(ATE=300 mg/kg copatucov Bapovg)
Eye Dam. 1, H318

Repr. 2, H361

Agquatic Chronic 2, H411

IMnpeg keipevo tmv dnidoewv H kon EUH: BAéne tunqpo 16

3.2. Meiypota

Agv oyvet

TMHMA 4: Métpa npotov fondeiov

4.1. Ileprypagn péTpav TpATOV fonderdv

Tevikcd pétpa tpdTev Pondeidv : IM\dvete apéowg to onueio mov Npbe og emaet| pe o TPoidv, e apdovo vepd.

Métpa tpdtov Bondeidv petd omd eilomvon : Bydte tov mofovta otov kabapd afpa. APiote To dTopo mov TpocPAnOnke va avorvedoer kabapd
aépa. Apeon wtpikn mepiBalyn kot £181K ayoyn, 6€ TePInTOon aviykng.

Métpa mpdTmV fondetdv petd and exagn He TO dEpHa . KaBapiote ™ peyordtepn duvari mocodmta okovmilovtds ) (kabopd Kot LOAOKO 0moppoenTiKo
navi). [TAvete pe apbovo vepd kot amoppumavtikd. Eefydrte pe yAopo vepod yia 15 Aemntd. Edv o
£peiopdg Tov déppaTog empével, cupPovievteite YaTpo.

Métpa mpdTmv fondetdv petd and exagn Le To PaTio © Eemlovete pe vepd kpatdvtag to PAEpapa kard avorytd. Edv vrdpyovv gakoi eragic, apaipéote
TOVG, EQOGOV efvat evkoro. Zvveyiote va Eemlévete. Xe mepintwon epediopmv, cupfovievteite
opBaipiotpo.
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Paroxetine
Agltio Agdopévov Acpaleiog

ooppava pe ov Kavoviopd REACH (EK) 1907/2006 6mog tpomomodnke omd tov Kavovioud (EE) 2020/878

Métpa tpdTov Bonbeidv petd amd katdroon 1 Eemlovete to otopa. Mnyv mpokaieite épeto. Ewdwm worpkn mapakorovdnon. Evééyeton va cvotndei
TOPOTETAUEVT LOTPIKT TELPOKOAOVONON.

FOUTTOUOTO/EMBPACELS ;. IIpokahel eyxavpato. BAGBeg otnv vyeia evaéyetat va epneaviotodv pe kabuotépnon.

FOUTTOUOTO/EMOPAGELS HETG A ELGTVOT| : Avenopkn dedopéva. Mropei va tpokaréoel Aaydviaoua, aicbnon Bapovg oto Bdpaka, epediopd
670 Ao Kot Prya.

FOUTTOUOTO/EMBPACELS HETG IO ETOQT LE TO SEPUAL : Avenapkn dedopéva. EpvBpotnra, movog.

FOUTTOUOTO/EMBPAGELS HETE Ad EMAQT LE TOL pATIoL : Avenapkn dedopéva. EpvBpotnra, movog.

FOUTTOUOTO/EMOPACELS HETE Amd KOTAmoon . Eykavpato tov fAevvoydvov Tov 6Topdyov kot tomv eviépov. Ta cupmtdpata evogyetol va givat

LGN, keparokyies, vautia Kot 0T®AELN GUVTOVIGUOD.

Tvppovievbeite/Emokepbeite yiotpo. Eqv givar duvatd dei&te avtd 1o gOAlo acpareiog, ki av oy, dei&te ) cvokevacio 1 v etikéta. Evepyn ovoia.
DappokevTikod TPOidV.

TMHMA 5: Métpa y10. TNV KOTOTOAEPNN G TS TUPKAYLAG

Katddnka péca mopdcPeong : KovuBépra nupdoPeong.

Kivévvog mopkayiag © BMéme tpipa 2.2. Kivévvog oynpotiopot to&ikav Kot SPpoTikdv aepiov.

MéTpa Y100 TNV KOTOTOAEUNGT| TG TUPKOYLAG . Xpnowomomote péca Katdofeons KatdAinia yio v mepBAALovco TupKayid.

TMHMA 6: Métpa 6€ TEPINTOG 0KOVOLOG EKAVGNG

Tevikd pétpo : Amo@lyete v dpeomn enogn pe To TPoidv. Mnv avomvéete
oKOVN/avabVILACELY/ 0EPLE/GTAYOVISIO/ A THOVS/ EKVEPDLOLTA.

6.1.1. T TPocsOTIKG GALO 06 TO TPOGOTIKG EKTUKTNG AVAYKNG

Métpa €kTaxTng ovaykng 1 Amogevyete kGOe mepirth Ekbeot. Popdte KATAAANLO TPOGTUTEVTIKO POVYIGHO, YAVTLOL KO
TPOGTOGLO Y10 TOL LLATLOL KOl TO TPOCOTO.

6.1.2. ' dTopo mov TPooPEpovy TPpdOTES Podsieg

E&omhopog mpootaciog : BMéme tpnpa 8.

Agv vrdpyovy emmAfov TANpoPopieg

MébBodot kabapiopon 1 Zryovpéyte, 0TL Ta amoppipata o TepiovAleyovv Kot Oa amobnkevtovy acporéc. Kabapiote
TPOGEKTIKA. XPNGLUOTOWGTE TO TPOIOV UE TPOGOYN. L€ VIATVO TEPPAILOV : AlPpOTKO Yo ToL
HATLOL, TIG OVATVEVGTIKEG 030VG Kot To déppa. TTAUVETe Ta vToAeippata Tov dev umopeite va
OVOKTNOETE LE : ALIAVLO VTOYAMPLOIOVS VOTPIov.

Agv vrdpyovv emmAéov TANpoPopieg
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Paroxetine
Agltio Agdopévov Acpaleiog

ovppmva pe tov Kavoviepd REACH (EK) 1907/2006 énwg tpomonomfnke amd tov Kavoviopd (EE) 2020/878

TMHMA 7: Xepiopog kon awodnkevon

7.1. IIpo@VAGEELS Y10, AGQUA YEPLGNO

Emmhéov kivouvor katd v eneéepyacio . Egiotdton emiong n mpocoyn Tov xpiotn 6Toug mhovong Kivduvoug oL EVUTAPYOVV GTNV TEPITTOON
OV TO TPOTOV ypnoonombel pe TpOTO oV 0pileTar Omd TIG KATACKEVAOTIKESG TPOSLUYPAPES. X
V3GTIVO TEPIPAALOV @ AaPpOTIKO Y0l TOL LATLOL, TIG AVOTTVEVGTIKEG 030VG KOl TO OEPLLAL.

TIpo@uAG&els yioo aoPaAn XEPLopod 1 XpNoWwonomoTe 10 TPoidV e TPOGOYT. ATOPVYETE TNV AUECT EXAQT LE TO TPOTOV. TO HETPO TOL
SvuvoTov 1 YPNON TOL TPOIOVTOG TPEMEL VOL YIVETOL GE EPYACTNPLOKT XOGAVT.

Métpa vytewng 1 Xpnon tov Tpoidvtog pe opdn Propunyavikn vyewn Kot dtadikacies ac@uAsiog.

7.2. ZovOnkeg 06Qarovg gOLAENS, copmepthapfavopévoy Toyov acvpfatotiTOV

Teyvikd pétpo T Zoppopembeite pe TOVG 1GYHOVTEG KAVOVIGULODG.

ZovOnfkeg eoAagng . DvAdooetol KAEW®UEVO.

7.3. Exduan) Tehucn) xprion 1 xpnioseig

BAéne tpnua 1.

TMHMA 8: ‘Eleyyog g £ék0eonc/oTopki mpootacio

8.1. lapapeTpor eréyyov
8.1.1 EOvikég oprokég Tipég emayyeipatikig £ék0eong kou Proroyikés oprakés Tinég
Agv vrdpyovv emmAéov TANpopopieg

8.1.2. ZuvieTMpEvES dradIKacics TapaKkorovdneNg

Agev vrdpyovy emmAfov TANpoPopieg

8.1.3. Zympariovrar otoyygio pHTavVeNS TOL AEpa

Agv vrdpyovv emmAéov TANpoPopieg

8.1.4. DNEL ka1 PNEC

Aev vadpyovy emmAfov TANpoPopieg

8.1.5. Tleproyég eréyyov

Agv vrdpyovv emmAéov TANpoPopieg

8.2."Elgyyot £kBgong
8.2.1. Katdiinior pnyavikoi éreyyol

Kotahinhor pnyovikoi £reyyol:
Awnpiote og kard e€aepilopevo ydpo. XpnoHomoteite anokAEIGTIKG 6€ KAEGTN Y0avn pe evoopatmpévo eiktpo. Piltpo agpocopatidiov vyning
amoteheopaticomrag (HEPA filter).

8.2.2. ATopikég TPOoTUTEVTIKOG EEOTMGNOG
8.2.2.1. IIpooTucio TOV HUTIAV KOl TOV TPOGATOV

IIpocrocia 0pOaipdV:
Ipoctatevtikd yvaid. DIN EN 166

8.2.2.2. TIpoctocio déppatog

IIpocTtacia Tov dépparoc:
XpNoOTOolEloTE TPOGTATEVTIKO POVYIGUO Yo ynpikd. DIN EN 13034

IIpootacio TV LepLOV:
Ipootatevtikd yavtia avBektikd oe ynukd tpoiovta. ISO 374-1

8.2.2.3. IIpocTuGic TOV UVATVEVGTIKAV 00DV

I1po6TOGia TOV OVUTVEVGTIKAV 06AV:
Ye nepintoon anelevdépmong okovng : naokes e iktpo Yo okdveg P3. DIN EN 140 & 149. Yypd mpoiov : Mdoka agpoidpatos. Popdte avamvensTikn
GVLGKELT 6€ TepinTon £kbeong oe aToVG/oKOVES/ aepoD LT
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Paroxetine
Agltio Agdopévov Acpaleiog

ooppava pe ov Kavoviopd REACH (EK) 1907/2006 6mog tpomomodnke omd tov Kavovioud (EE) 2020/878

8.2.2.4. Ogppukoi kivovvor

Agev vrdpyovy emmA£ov TANpoPopieg

8.2.3. Opro0étnon ko TapakorovOnon g meptparhovroroyikig £k0eong o€ kivovvo

Agv vrdpyovy emmAfov TANpoPopieg

TMHMA 9: ®voikég Ko YNUIKES 1OWOTNTES

Duon kotdoTaon T Xteped
APDOHO : Mn dwbéopo
Epgdvion TXZKoVI.

Oopny 1 Agv oyvet
Op1o oopng : Mn dwbéopo
Inpeio méewg © Mn dwbéoo
Enpeio Téewg © Mn dwbéoo
Inpeio Ppacpod © Mn dwbéoo
Evelektomnta © Mn dwbéoo
Opra kvdvuvov ekpnéemg T Agv ioyvet
XapnAotepo 6pto £kpnéng 1 Asvioyoet
Avdtato dpro ekpn&dmrag T Agv oyvet
Inuelo avapregng 1 Asvioyoet
Bgppokpacio avtavapreéng T Agvioyvet
Ogppokpacio arocHvieong : Mn dwbéopo
pH : Mn dwbéopo
Awiopo pH © Mn dwbéoo
1EDOES, Kivepatikog (1)) T Agvioyvet
Awdvtoétto : Mn dwbéopo
ZOVTEAEGTIG KOTAVOUNG OF HElYLLO N-0KTAVOANG/VEPOD © Mn dwbéoyo
(Log Kow)

Téon atpumdv : Mn Swbéopo
ITieon atpod og Oeppokpacio 50°C © Mn dwbéoyo
TTvkvotnta © Mn dwbéoyo
ZYETIKN TOKVOTNTOL : Mn Swbéopo
ZyeTikn TokvOTTO 0TUOV 6ToVG 20°C T Agv oyvet
Méyebog copatidiov © Mn dwbéoyo

9.2.1. IIAnpo@opics GYETIKA PE TIS KLAGELS UGIKOD KIVIVVOU

Agv vrdpyovv emmAfov TANpoPopieg

9.2.2. AMA0 {OPpOKTNPIGTIKA 06QULEING

Agv vrdpyovy emmA£ov TANPoPopieg

TMHMA 10: Xta0gpdtnTo Kol avIidpaoTIKOTNTO

X100epd VIO KAVOVIKEG GUVOTIKEG.

Aev vrdpyovy emmAfov TANpoPopieg

Kavévag yvootog/-1/-6.

Agv vrdpyovy emmAfov TANpoPopieg
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Paroxetine
Agltio Agdopévov Acpaleiog

ooppava pe ov Kavoviopd REACH (EK) 1907/2006 6mog tpomomodnke omd tov Kavovioud (EE) 2020/878

Kapio og kavovikn ypnon. BAéme tunpa 7.

Ortav Beppaivetat péypt Tov oNUEIOL SIACTOONG, EKTEUTEL EMKIVOVVOVG KUTVOUG.

TMHMA 11: To&wkoroyikég TANPOPOPiES

Oé&ela to&icdmra (amd 6TdN0TOC)
Oé&ela to&ucdt o (deppoTikn)
Oé&eia to&icdmra (avamvon)

. EmProfés o nepintoon kotdmoong.
© Mn ta&wvounpévog
© Mn ta&vounpuévog

Paroxetine

LD50 and tov otdpatog o€ apovpaiong

300 - 2000 mg/kg

AGBpmon kot epediopdg Tov dEppratog
ZoPapn opOaipikn BAGPN/epebionds

© Mn ta&vounpévog
. Ilpokaiel coPapn opOaipcr BAGLN.

EvaisOntomoinon tov avomvevstikod 1 © Mn ta&vounpuévog
gvaucOntomoinom Tov d€pratog

MetaAro&ryéveon YEVVNTIKOV KUTTAP®OV : Mn ta&vounpuévog
Koapkwvoyéveon 1 Mn ta&wvopnpévog

To&wdTTa Y10 TV OVaTOpoy®OYN

© 'Yromto yua mpoxkAnon PAGBng ot yovipodmra 1 oto ufpuo.

Ewum to&wotnta ota dpyava-otoyovs (STOT) — © Mn ta&vounpuévog
epanag £xbeon

Ewu to&wotnto ota dpyava-otoyovs (STOT) — : Mn ta&vopnpuévog
emovelnupuévn ékbeon

Emucvovvomta avoppoenong 1 Mn ta&wopnpévog

Agv vrdpyovv emmAéov TANpoPopieg

Owoloyia - yevikd
Emikivduvo yio to vddtvo meptBaiiov, Bpayvmpdbecpog : Mn ta&vounuévog

(0&0c)

Emikivduvo yio to vddrtivo meptBdilov, pakporpobeopog : To&kd yio Tovg VIPOBIOVE OPYOVIGHOVS, LE HOKPOYPOVIEG EMATOGELS.
(xpoV106)

. Emivdvva amdfinta. Xpnowonoteite katdAinio doyeio andppync.

Agv vrdpyovy emmA£ov TANPOPopieg

Aev vrdpyovy emmAfov TANpoPopieg

Agev vrdpyovy emmAfov TANpoPopieg

Agv vrdpyovy emmAfov TANpoPopieg

Agv vrdpyovy emmAfov TANpoPopieg

o
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Paroxetine
Agltio Agdopévov Acpaleiog

ovppmva pe tov Kavoviepd REACH (EK) 1907/2006 énwg tpomonomfnke amd tov Kavoviopd (EE) 2020/878

12.7. AdheS 0pVNTIKEG EMTTAOCELS

Agv vrdpyovv emmAéov TANpoPopieg

TMHMA 13: Ztoiycio oyeTikd pe T 01a0son

13.1. M£60odor enelepyaociog amofijTov

Tomun vopobesio (amdPAnto)

. Kataotpéyte pe aoain tpdmo cOUP®VO LE TOVG TOTIKOVS/ £BVIKOVG KOVOVIGHOVG.

TMHMA 14: [TAnpo@opisg 6YeTIKA pE T1 RETAPOPE

Topupovo pe ADR /IMDG / IATA

ADR IMDG IATA
14.1. AprOpoc OHE 1 ap1Opég tavtétnTog
UN 3077 UN 3077 UN 3077

14.2. Oweia ovopacio arostor)sc OHE

TTEPIBAAAONTIKA ETIIKINAYNEX OYZIEX,
XTEPEEZ, E.A.O.

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

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

Heprypagn eyypdov petagopis

UN 3077 IIEPIBAAAONTIKA EITIKINAYNEX

UN 3077 ENVIRONMENTALLY HAZARDOUS

UN 3077 Environmentally hazardous substance,

OYZXIEZX, XTEPEEX, E.A.O., 9, 111, (-) SUBSTANCE, SOLID, N.O.S., 9, Ill, MARINE solid, n.o.s., 9, Il
POLLUTANT
14.3. Ta&n/-e1g Kivdvvov Kot T PETOQOpPa.
9 9 9

14.4. Opada cvokevaoiog

14.5. TIep1parhOVTIKI EMKIVOVVOTITO

Emwivduvo yio to mepipdiiov: Now

Emivduvo yio to mepipdirov: Now
MOoAVGHATIKOG TaPAYOVTOG Yot TO VOGTVO
nepdiiov: Nau

Emucivduvo yio to mepifdiiov: Now

Agv vrapyovv emmAéov dabéoieg TAnpopopieg

14.6. Exdukég Tpo@uAaEELS Y10 TOV (p1OTY

Eniyewo petagopa

Kodwog tagvounons (ADR)

Ewwcés dotaéeg (ADR)
[epropiopéveg mocoteg (ADR)
E&upovpeveg moootnteg (ADR)
Odnyieg ovokevaoiog (ADR)

Ewdwcés dotdéerg ovokevaoiag (ADR)
Awtaéerg pektg ovokevaoies (ADR)

Odmyieg Yo OPNTES FEEAUEVEG KOL EUTOPEVUATOKIPATIOL

x0dnv (ADR)

Ewducéc dotaéers yro popntég deEopevig Kot
gumopevpatokifatio yvdnv (ADR)
Kodwog de&apevng (ADR)

: M7

1 274,335, 375, 601

. 5kg

. El

: P002, IBC08, LP02, RO01
. PP12,B3

: MP10

. T1, BK1, BK2, BK3

. TP33

. SGAV, LGBV
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Paroxetine
Agltio Agdopévov Acpaleiog

ovppmva pe tov Kavoviepd REACH (EK) 1907/2006 énwg tpomonomfnke amd tov Kavoviopd (EE) 2020/878

Oynpa yloe petapopd de&opevig AT
Katmyopia petapopds (ADR) : 3

Ewwég datdéerg yuo  petagpopd - Koro (ADR) © V13
Ewucée dotaéerg ya tn petagpopd - Xodnv (ADR) : VC1,VvC2
Ewwég datda&erg yuo  petapopd - Doptwon, : CV13
eKQOPTOON Kot XEPIoHos (ADR)

ApBv avayvopiong kwvdovov (Képuiep App.) : 90

IMoptokoAi dickot

Kwdwds tepropiopmv yio onpayyes (ADR) Do

petapopd péco Balacong

Ewu mpopreyn (IMDG) 1 274,335, 966, 967, 969
[epropiopéveg mosodtnteg (IMDG) . 5kg

E&aupovpeves mocdtnteg (IMDG) © E1

Odnyieg ovokevaciog (IMDG) : LP02, P002

Ewwés dotaéels ovokevasiog (IMDG) . PP12

Odnyieg ovokevaoiog epumopevpotokiBotiov-dciopevaoy  : 1BCO8

(kddwog IMDG)

Ewwés dortaées IBC (IMDG) : B3

Odnyieg Y de&apevég (IMDG) : BK1,BK2,BK3, T1
Ewwcés dotaéels yua defapevég (IMDG) : TP33

ApOpdc EmS (ITupkoryid) : F-A

ApOpdg EmS (Awappony) © S-F

Katmyopieg poptiov (IMDG) A

Amobnkevon kot xepiopodg (IMDG) © SW23

Evaépro petagopd

PCA E&aupovpeveg mocdmeg (IATA) : El
PCA Tlepropiopéveg mocdmteg (IATA) © Y956
KabBapn péyiom mocdtnta yo mepropiopévn mtocdtnro.  : 30kgG

EMTPETOLEVT Y10 EMPOTIYER AEPOGKAPT KOL YO0
aepookden petapopds poptiov (IATA)
0dnyieg ovokevaoiog ya emPatmyd aepookdon IATA) : 956

Kabapn péyiom mocdtnta yio emPatnyd aepookden : 400kg

Kat ylo oagpookden petapopds eoptiov (IATA)

Odnyieg ovokevaGiog LOVO Y10 0EPOCKAPT LETAPOPAG : 956

poptiov (IATA)

Méyiot mocoTNTe LETAPOPAG OTOKAELGTIKG OO : 400kg

aepookden petapopds eoptiov (IATA)

Ewucée dotaéeig (IATA) 1 A97, A158, A179, A197
Kwdwkog ERG (IATA) T 9L

14.7. @ardooreg peta@opég x0onv cdppova pe Tic Tpageig oo IMO

Agev 1oy0et

TMHMA 15: Ztorygio vopoOetikod yopaxtipo

15.1. Kavoviopoi/vopoOeoio 6yeTikd pe TNV 06QarEd, TNV VYEiR KO TO TEPIPGLLOV Yia TNV OVGia 1] TO peiypa
15.1.1. kavovicpoi EE

Mapdaptpe XVII tov REACH (IIpodnoBiceic mepropiopov)

Aev meptrapfavetat oto apapmpe XVII tov REACH

Hapapmpa XIV 100 REACH (Katdroyog ad£1060TNn01G)
Aev nepihappaveron oto [Moapapmuo XIV tov REACH (Katdloyog adei0dotnong)

Katdroyog vroynerov ovoidv REACH (SVHC)

Aev teptlapfavetol 6Tov Katdioyo vroyneiev ovcuwv REACH
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Kavoviopég PIC (EE 649/2012, IIponyoduevn cuvaiveon petd omd evynpépmon)

Aev gpappoletar.
Kavoviopog POP (EE 2019/1021, 'Eppovot opyavikoi pomor)
Aev gpappoletar.
Kavoviopdg mepi e€aobévnong Tov 6Covrog (EE 1005/ 2009)

Agv mepiloppavetar otov Katddoyo ovoldv wov eEacdeviCovv o 6lov (Kavoviopdg EE 1005/2009)

Kavoviopog mepi ekpnkTik@v tpodpopv ovordv (EE 2019/1148)

Aev Tepiéyer kapia ovoia(eg) mov mephapPavetar(oviat) 6Tov Katdioyo Tpddpopmv ovcimv ekpnktikdv (Kavoviopudg EE 2019/1148 oyetikd pe v epmopio Kot
™ ¥XPNoN TPOSPOUOV OVCLDYV EKPNKTIKMDV)

Kavoviopég mepi mpédpopmv oveidv vapkotikav (EK 273/2004)

Aev nepiéyet ovoio(eg) mov mepthapfavetayovat) 6Tov Katdhoyo pddpopmv ovatdv vopkatikdv (Kavoviopog EK 273/2004 oyetucd pe i mpddpopes ovoieg
VOPKOTIKOV)

15.1.2. EOvikég dwotateg
Agv vrdpyovv emmAéov TANpoeopie
15.2. A&woroynon yuikig ocQarelog

Agv vrdpyovv emmAéov TANpopopieg

TMHMA 16: Alheg TAnpo@opisg

Ipeg keipevo ppaocewv H ko EUH:

Acute Tox. 4 (An6 tov Oé&ela to&kdmra (amd tov 6ToOH0TOC), Katnyopio 4

G6TONOTOC)

Aquatic Chronic 2 Emucivduvo yo 1o vddtvo mepipdArov — Xpoviog kivduvog, katnyopiog 2
Eye Dam. 1 YoBapn opborkn BAARN/0@BaApKdg epediopde, katnyopia 1

H302 EmProfég o nepintmon katdmoong.

H318 Ipokaiei coPfapn opOoipcr BAGSN.

H361 "Yronto yuo mpéxinon BAAPNg ot yovipdtta 1| 670 £uPpvo.

H411 To&wd Yo Tovg VIPOPLOVG OPYAVIGUOVG, IE HOKPOYPOVIES EXTTAOCELS.
Repr. 2 To&wdTo 6TV avoTapay®yn, Katnyopio 2

Aghtio Agdopévov Acpaleiog (AAA), EE

ATIOITOTHXZH EY®NHZX Ot mAnpo@opieg mov TePLEYOvVTaL 6€ avTd TO dEATIO TPOEPYOVTUL 0md TNYES TIG omoieg Oewpolpe aomiotes. ITapoia avtd, divovron
XOPIG Kapio gyydnon, pntn N appnTn, Yoo v aKpifeid toug.
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