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TMHMA 1: IIpoco10piop6g 0vGiag/peiypatos Kol ETapeiog/emysipnons

1.1. AvayvepioTikog KOOKOS TPoidvTog

Mopen mpoidvtog : Ovoia

Ovopa oveiog : Paroxetine impurity D

Xnuwn Ovopacio : (+)-trans-Paroxetine hydrochloride
apBpuog CAS : 130855-30-0

Kodwog mpoidvtog : 202100151

1.2. Zvvo@eic TPocdLopllopeves YPNGELS TG OVGING 1] TOV MEIYIATOS KOL OVTEVOELKVVONEVES Y P1)OELS

YyeTikéc mTpoPremopeveg yprosig

Xpnon g ovoiog/Tov peiypotog : Emompovikn épgvva kot avamtuén
Teyvikég dOKIUES KOl AVAADGELS
Movo Y10 emayyeEApATIKN XpNON

Kamnyopia Aetrovpyiog 1 xpriong 1 Xnpkég ovoieg epyastnpiov

AVTEVIEIKVVONEVES AP OELS

Teplopiopoi ot xpron 1 Oy v TpOQUULEL, GApRLOKa 1) OLKLOKT Xp1iom
1.3. Ztoyeia Tov TpopunOcvT) TOL dEXTiOV dEdOPEVEOV GPaLEiag

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 THAEQAOVOL EMETYOVOAS AVAYKNG

ApBpds TMAedVOV £Metyovsag avaykng : +33(0)390215608

TMHMA 2: I[1poco10piopog emKIvouvOTNTOS

2.1. Ta&wvoépnon g ovoiog 1| TOL pelypoTog

Kataraein oopoova pe v odnyia 1272/2008 EK [CLP]

O&ela to&codTta (amd Tov 6TOHNTOC), Katnyopio 4 H302
ZoPapn opbaipkn PAAPN/0@BaA oG epebiopde, KaTnyopia 1 H318
To&wdmTo 6TV avorapaywyr, katnyopio 1B H360

To&wdmTa 6TV avorapaywyn, Enmpdchetn katmyopia, emdpdoeg H362
61N YoAovyio 1 HES® TNG Yolovyiog

Ewwn to&ikotmra o€ 0pyava-ctdyovs Hotepa and exovelnuuévny  H373
£xbeon, katnyopio 2

Emcivduvo yio to vddtvo mepifdaiov — o&0g kivduvog, katnyopiog 1 H400
Emcivduvo yia to vddrvo mepifdAiov — Xpoviog Kivduvoc, H410
Kkatnyopiag 1

I peg keipevo tov dniooemv H kot EUH: BAéne tunqua 16

AvemOOUNTEG QUOIKOYNMKES EMIPAGELS, KAODS Kot EMIPAGELS 6TV avOpdOTIVY VYEio Kan 6T0 TEPLPdALovV

Emprapés oe mepintmon kardmoong. IToAd 1o&ucd yio Tovg v3poBiovg opyoviopovs, pe Lokpoypdvieg emmtdoels. Mmopet vo. PAdwet T yovipdtnta 1 to ufpuo.
Mmnopei va. Prayet ta Bpéen mov tpépovtan pe untpikd yaia. Ipokodei cofoapr opBarikn PAGBN. Mmopet va npokarécet BraPeg ota dpyava Hotepa and
TOPOTETAUEVT 1) ETAVELANUUEVT EkOECT.
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Paroxetine impurity D
Agltio Agdopévev Acpaleiog

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

2.2. Ltoyeia eTIKETOG

Xapaxtnpropds copgove. pe tov Kavoviopné (EE) Ap. 1272/2008 [CLP]

Ewovoypappata kivdvvov (CLP) : ‘ : ‘ ‘

GHSO05 GHSO07 GHSO08 GHS09
Ipogwboromtiky AEn (CLP) . Kivduvog
AnAdoelg emkvdvvottag (CLP) : H302 - Emprapéc o mepintwon katdnoong.

H318 - IIpoxaiei coPapn opBaipkn BAGSN.
H360 - Mropei vo. BAdyet T yovipdtnta 1 1o Euppuo.
H362 - Mmopei va. BAdwyet Ta. Bpépn mov TpEPOVTAL e UNTPIKO YOAL.
H373 - Mnopei va mpokarécetl PAGPeg ata dpyava (0otd, Metaforiopog) Hotepa and mapaTeTapéVn
1N emavelnpupévn xbeon.
H410 - TToAD T0&1K0 Y1t TOVG VIPOPLOVE OPYAVIGHOVG, HE LOKPOXPOVIES EMTTMOOELG.
AnAdoelg Tpoevraéng (CLP) . P201 - Epodiaoteite pe T1g £101kEG 0dnyieg mpv amd T xpnomn.
P202 - Mnyv 10 pnOLOTOMGETE TPV SOPACETE KL KATAVONOETE TIG 00N YiEG TPOPOAAENS.
P260 - Mnyv avomvéete okdvn/ovabopdoei/oéplo/otoyovidto/atnods/ekvepdpoTa.
P263 - Anogedyete TNV €mapn 6TN SLAPKELL TG EYKVHOGVVNG KL TNG YOAOLYiG.
P264 - TTAMOvete Ta ¥€p1a, TOVG TNYELS (AvTIBPayIeL) Kot T0 TPOGMTO GYOAUGTIKE LETH TO XEPIGHO.
P270 - Mnyv 1pdrte, nivete 1 Komvilete, OTAV XPNCULOTOLEITE OVTO TO TPOTOV.
P273 - No amogevyetar 1 eEhevBépmon 610 meptBarlov.
P280 - No @opdrte TpOSTATEVTIKE YAVTIO/TPOCTUTEVTIKG EVOVHATO/HEGO OTOHIKIG TPOCTAGIOG Y10 TOL
UATLO/TO TPOGMTO/TAL OVTIA.
P301+P312 - XE IIEPIIITQEH KATAIIOZHX: KaAéote to KENTPO AHAHTHPIAZEQN 7 éva
ytpo, av acbavieite adabeoio.
P305+P351+P338 - £E IIEPIIITQXH EITAO®HE ME TA MATIA: EenA0vete TPOGEKTIKA LE VEPO
Y10 OPKETE AETTA. AV VITAPYOVV POKOT ETAPNC, APALPESTE TOVG, OV Eival E0KOA0. Zuveyiote va
Eemlévere.
P310 - KoAéote apéomg to KENTPO AHAHTHPIAZEQN 1 éva yotpd.
P314 - ZupPovievbeite/Emokepbeite yiotpo edv acBavieite adabecio.
P330 - Eemhdvete 10 GTOUA.
P391 - Maléyte ™ yopévn mocdTTA.
P405 - dvidooetol KAEWBOUEVO.
P501 - AwdBeomn Tov mEPLEXOUEVOV/TEPLEKTN GE oNpElo GLAAOYNG EMKIVELV@OV | E8IKOV amoPAT®V,
GUUPOVO LE TOVG TOTKOVG, TEPLPEPELOKOVG, £BVIKOVG /Kot diebveic Kavoviopode.

Iipaven ocoppove pe: E€oipeitar  eomTepIki] 6vokevOoio, To TEPLEYOPEVE TS 0Tolag OV vepPaivouy Ta 10ml.
Ewovoypdppoata kivdvvov (CLP)
T3

GHS05 GHS08

2.3. AlLot Kivovovolr

Avt 1 ovoio/piypa dev tnpei ta kprripua ABT tov kavoviepod REACH, IMapdaptmua XIIT
Avt 1 ovoio/piypa dev tnpei ta kprripua cAoB tov kavoviopob REACH, Mapdptnpo XIIT
Alheg TAnpoopieg : TIpocoyn - n mapodoo ovcio dev Exel aKOUN SOKILUOTEL TANPWOG.
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Paroxetine impurity D
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

TMHMA 3: XOv0eon/ainpo@opies yio T0 6GVOTUTIKA

3.1. Ovoieg

Ovopa AvayvopioeTikog KOOIKOG % Koraraén cdopeova pe tTnv odnyia
TPoidvTOg 1272/2008 EK [CLP]

(+)-trans-Paroxetine hydrochloride apBpdg CAS: 130855-30-0 <100 Acute Tox. 4 (Amd tov otopatog), H302

(ATE=500 mg/kg)

Eye Dam. 1, H318

Repr. 1B, H360

Lact., H362

STOT RE 2, H373
Aquatic Acute 1, H400
Aquatic Chronic 1, H410

IIpeg keipevo tov dnhooemv H kor EUH: BAéne tuqua 16

TMHMA 4: Métpa npatov fondeiov

4.1. eprypoon péTpov TpOTOV fondsidv

Tevikd pétpa tpodTev Ponderdv . Ye mepintoon ap@BoAdV 1| €4V T0 GUUTTOUATO ETUEVOVV, KOAEGTE YLIOTPO.

Métpa tpdtev Bonbetdv petd and glomvon : Metagépete Tov mofovta oTov Kabapd a€pa Kot apnoTe ToV Vo EEKOVPOCTEL 6€ GTAOT TOV
S1evKoADVEL TV avomvor|. Apriote Tov Tafdvta va Eekovpaotel. e nepintoon adwdeciog :
Zvpfovievdeite/Emoxebeite yiotpo.

Métpa tpdTev Bondeidv petd omd enaen pe To dEpuo : AmOpoKPUVETE TO LOADGUEVO POVYIGHO, TAOVETE OAN TNV eKTEDEEVT TEPLOYN OEPLATOG LE ATOAD
GamTOvVL Kot VEPOD, Kat TN cLVEXELD Eemévete pe (eoTO vepo.

Métpa tpdtev Bonbdeidv petd amd exapn pe o paTio 1 Eemhivete apécmg Kol TOPATETAUEVO LE VEPO KPATMOVTAS avorytd o PAEQapa TovAdy ooV 15
Aemtd). Edv vidpyovv @oioi emaens, apatpEote Toug, EpOcov gival e0kolo. Xuveyiote vo EeniéveTe.
Zopfovievteite apéoms o@OaipioTpo.

Métpa tpdtov Bondeidv petd amd katdmoon 1 Eemhdvete to otOpa pe vepd (Lovo eav o dtopo dratnpel Tig atonoelg Tov). Mnv yopnynoete moté
0TWNTOTE OO TO GTOU GE ATOUO TV £XeL XAoeL Tig aishnoelg tov. Kodéote apéowng to KENTPO
AHAHTHPIAZEQN/yatpo.

4.2. TnpavTIKOTEPO, GUUTTONOTO KOL ETLOPACELS, AUEGES 1| HETAYEVEGTEPES
ZOUTTONOTO/EMOPACELS LETE OO EXAQT| UE TOL LATLOL : Ilpokarel coPapn opbaiuky BAAPN. EpuBpotnta, mévoc.
4.3.’Evé€i&n omo1a601nmoTe amatToOREVNS GIESTS LTPIKNG PPOVTIONG Ko 01K Oepaneiog

Agev vdpyovv emmAéov TANpoPopieg

TMHMA 5: Métpa y10. TNV KOTOTOAEPNN 0] TG TUPKAYLAG

5.1. [TvpooPeotika péca

Katahinia péoa mopdofeong ;. Xpnowonomote péca KatdoPeons KatdAAnia yio v tepiBdilovoa tupkayld. Atogidio Tov
avOpaxa. Pexaopog pe vepd. Enpn okovn. KovBépta mupodsPeonc.
AKaTIAANA0 TUPOGPESTIKG HEGO : Mn ypnowonoteite peydin pon vepoo.

5.2. Exdukoi TOmol EMKIVOUVOTNTOS TOV TPOKVTTOVV 0Té TNV 0VGIA 1) TO PEiypa

X mepinTmon TupKaylig Tapdyovtol ETKivouva . H atelg kavomn anehevbepdver emkivdvvo povoeidio tov avBpaka, d10&€id1o Tov avBpaia Kot
TPOIOVTO amoGHVOESNG ko to&kd agpta. TIBavn amofoln to&kod vEpoug.

5.3. Zv6Ta0E1g Y10 TOVG TUPoGPioTeg

Métpa yio TV KATATOAEUNGT) TNG TUPKAYLAG 1 Amo@evyete T Slpuyn Tov vepoL T TupdcPeong 6To TEPBAALOV.
Ipooctocio katd v TupdoPeon 1 Mnv enepPaivete yopig KaTdAANA0 £EOTAMOUO. AVTOVOLT AVOTVEVGTIKT] GUGKELN HE LOVOOT).
OLOGOUN TPOCTUTEVTIKY GTOAN.
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Paroxetine impurity D
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

TMHMA 6: Métpa o€ TEPINTOGN 0KOVOLOG EKAVOTG

Tevikd pétpa 1 ATOQEVYETE TNV EMOPT| TOV TPOIOVTOG LE TO OEPUOL, TOL LATIO 1] TO POVYIOUO.

I TpocOmKS GAL0 a6 TO TPOSOTIKO EKTUKTNG AVAYKNG

Métpa £KTaKTNG OVAYKNG : ATONOKPOVETE TO TEPLTTO TPOCOTIKO.
T dTopa wov TpocsPEpovy TpdTES fo10reg

E&omhopog mpootaciog : Mnv enepoiverte yopic katdhnio e€omhopd. I teplocdtepes TAnpoPopies avatpiéte otnv
evomra 8 :""Eleyyog g ékbeong-Atopkn tpoctacia.

Noa amogevyeton n ekevbépwon oto nepifdirov. Epmodicte v €i6080 6T0VG 0moyeteuTikods oymyods 1 670 dNUOGLo diKTvo vepov.

T v anobnkevon : Amoppo@noTe T0 PE £V AdPOVEG DAIKO Kol TOTODETOTE TO G€ Evav KOTAAANLO Teptéktn S1ébeong
amofANTmV.
MéBodot kabapiopov : Eemhdvete TI LOAMGUEVEG EMPAVELES e GpBovo vepd. Kabopiopog (e anoppumavTikd.

Agite To Tunpa 13 yo tAnpogopieg oyetikd pe t didbeon.

TMHMA 7: Xepiopog kon arodnkevon

EmumAéov kivovvor katd v enegepyacio : Eykvpovovoeg kot Inhalovseg vo unv €pyovtat o€ Kapio ETaen He 10 Tpoidv.
TIpopura&elg yio ao@oAn YEPIoUo 1 Amogedyete kK0Be mepirtn £kbeon. Ppoviiote dote 0 YdPog epyaciog va eEoepiletor cwoTd.
Métpa vylewvig : Mnyv 1pdrte, mivete 1| Komvilete, OTAV XPNOUOTOLELTE 0WTO TO TPOidV. T LOAVGHEVE EVIVLLATO

epyaciog dev mpémet va Byaivouv amnd o xmpo epyacios. [TAOveTE Ta ¥€pLo cog Tpv and Kabe
EPYOCIOKO SLUAELILO KO LETG TO TENOG TNG EPYACING.

TovOnkeg @OAAENG : AmoBnkebdeton og kol agpilopevo ydpo. O meptéktng datnpeitor EpUNTIKA KAEIGTOS. ATOQEVYETE
T (éotn Kot TV Gpeon nAlokn aktvoBolia.
Y\iké cvokevaoiog : Al0TNPNOTE GTOVG OPYLKOVG TEPLEKTES.

Agv vdpyovv emmALov TANPOPOPies

TMHMA 8: "EAgyyog Tng £ék0eong/atopiki Ttpoctacio
Aev vdpyovv emmAov TANPOPopieg

Kotaiinhor pnyavikoi £heyyor

Katalinior pnyavikoi éreyyou:
Dpovticte ®OTE 0 YDOPOS epyosiog va eEaepiletarl cmotd. Zuvnbmg amatteitol GHOTNHA YEVIKOD HNYaviKoD eE0EPIGHOD TOV XMPOV. XTO HETPO TOV SUVATOL 1
APNOT TOV TPOIOVTOG TPEMEL VaL YIVETOL GE EPYUGTNPLUKT YOOV

ATOMKOG TPOGTUTEVTIKOS EE0TAMGPOG

IIpocTocia TOV HOTIAV KUl TOV TPOCAOTOV

IIpocrocia 0pOaipcdv:
Dopdre cuokevn TpocTaciog yio o patio. [Ipootatevtikd yvad pe TAdylo tpoctatevtikd. (EN 166)
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Paroxetine impurity D
Agltio Agdopévev Acpaleiog

ooppava pe tov Kavoviopd REACH (EK) 1907/2006 6mog tporomomdnke omd tov Kavoviepo (EE) 2020/878

Ipootacio Tov déppatog

IIpocrocia Tov déppartog:
Dopdte KOTGAANAO TPOGTOTEVTIKO povyicpo. Xprion oe epyactipia : modid epyactnpiov. (EN 13034)

IIpocrocia TOV yePLAOV:
Na popdite kordAAnio yavtue. IIpocstatevticd yavto avOektikd og ynukd npoiovea. (EN 374)

IIpocTocia TOV AVATVEVGTIKAV 00DV

IIpootacio TOV OVATVEVGTIKAV 00DV:
X nePItTOON TOPAy®YNG oKOVIG, XPTOLLOTOWOTE TPOCTATEVTIKY LAcKa e gidtpo : P3

TMHMA 9: ®voikég Kon ynRIKES 1O0TNTES

Duowkn KoTdoToom 1 Zteped
APDLLOL : Mn Swbéopo
Moprakn palo : 365,8 g/mol
Oopn : Mn Swbéorpo
Opro oopng : Mn Swbéorpo
Inueio Eemg : Mn Swbéopo
Inueio mEemg : Mn Swbéorpo
Inueio Bpoacod : Mn Swbéopo
Evpiektomra : Mn Swbéorpo
Xapunhotepo 6pio £kpnéng 1 Aev woyvet
AvdtoTo 0plo expnépomrag 1 Agv oydet
Inueio avapreéng 1 Aev woyvet
Beppokpacio avTavapreing 1 Aev woyvet
Beppokpacio arocHvieong : Mn Swbéopo
pH : Mn Swbéopo
Adropo pH : Mn Swbéopo
1EMDOEC, KIvepatikog (1) 1 Aev woyvet
Awdvtomro : Mn Swbéopo
TUVTEAEGTNG KOTAVOUNG G Mely Lo N-0KTavOAN S/ vEpOD : Mn Swbéorpo
(Log Kow)

Tdon otumdv : Mn Swbéorpo
Ilieon atuov o Bepporpacio 50°C : Mn Swbéorpo
TTukvémta : Mn Swbéotpo
ZyETIKN TOKVOTNTO : Mn Swbéopo
ZyeTkn TuKvVOTNTA ATUAV 6TOVG 20°C 1 Aev oyvet
Meéyebog copatidiov : Mn Swbéopo

Agev vrdpyovv emmAéov TANpoPopieg

TMHMA 10: Xto0gpétnT

Agev vrdpyovv emmAéov TANpoPopieg

Agv vrdpyovv emmAéov TANpopopieg

Agv vdpyovv emmALov TANPOPOPiEs

Agv vdpyovv emmALov TANPOPOpieg
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Paroxetine impurity D
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

10.5. Mn coppotd vikd
Agv vdpyovv emmA£ov TANPOPOPieg
10.6. Emucivovva wpoiovra amwocHvieong

Aev vdpyovv emmAov TANPoPopieg

TMHMA 11: To&ikoloyikég TANPOPOPiES

11.1. ITAnpogopieg yro. Tig TAEELS KIvdUVOV, 67Tedg opilovrar otov kavovioué (EK) apid. 1272/2008

Oé&ela to&codmra (amd oTOHOTOS)
Oé&ela to&ucdmroa (Seppotikny)
Oé&ela to&ucdmra (avamvon)

: EmProfés oe nepintoon kotdmoong.
: Mn ta&vounpévog (EAdepatikd dedopéva)
: Mn ta&vounpévog (Eriepatikd dedopéva)

(+)-trans-Paroxetine hydrochloride (130855-30-0)

LD50 amd tov 6t0p0T10g 68 0povpaiong

> 300 — <2000 mg/kg (ektipdpevn Tiun)

AGBpmon kot epediopog Tov d€ppratog
ZoPapn opbaipkn PAPN/epedionog
EvaisOntonoinon tov avomveuotikod 1
guaedntomoinon Tov dEPHATOG
Metodha&lyéveon YeEVVnTIKOV KUTTapmV
Kapxivoyéveon

To&wodmTa 6TV avamopay®yn

Eww to&ikomra ota 0pyava-otoyovg (STOT) —
epamaé £xbeon

Ewu to&ucotnta ota dpyava-ctoyovs (STOT) —
emavelAnpupévn ékbeon

Enucivdovotnta avappdenong

1 Mn ta&wvounpévos (Baoet tov dtubécimv dedopévav, ta kptripta Tagvounong dev TAnpovvrat)
: Ilpokaiel coPapn opOaiptkn BAGSN.
1 Mn ta&wopnpévog (Baoet tov dwubécipumv dedopévav, To kpreipla tagvounong dev Thnpovvot)

: Mn taéwopnpévos (Baoet tov dabécipmv dedopévav, ta kprripta tavopnong dev mAnpovvrat)
: Mn ta&wvopnpévog (EAiepatikd dedopéva)
: Mmopei va Brdyet ) yovipdmta 1) To EuPpuo. Mropei va frayet to fpéen Tov TpépovTal e

UNTPLKo YOAQL.

: Mn ta&wopnpévog (Mn GUUTEPAGHATIKA dESOUEVEL)

: Mmopei va tpokarécetl PAaPeG ota dpyava (0otd, Metaforiopog) Hotepa and mTapaTeTapévn

emavelnupévn ékbeon.

: Mn ta&wvopnpévog (EAdepatikd dedopéva)

11.2. ITAnpo@opieg yro. GALovG TOTOVG EMKIVOVVOTNTAS

Aev vrdpyovv emmAov TANpoPopie

TMHMA 12: Owoloyikés TANpopopics

12.1. TogwkétnTa

Emwcivduvo yo to vdatvo mepipailov, Bpayumpoddecpog

(0&09)

Emcivduvo yio to vdativo meptBdilov, pokponpodesiog

(xpdviog)

: IToAb t0&1d Yo Tovg V3POPLOVS OPYOVIGHOVG.

: TToAD T0&1Kkd Yo Tovg VEPOPLOVG OPYAVIGUOVG, UE HOKPOYPOVIES EXTTAOCELS.

(+)-trans-Paroxetine hydrochloride (130855-30-0)

EC50 96h - dvKia [1]

<1 mg/l (96 dpeg) (exTipdpevn Tiun)

NOEC ypdvia kopKivoedn

<1 mg/l (7 nuépeg) (extiudpevn Tn)

12.2. AvOEKTIKOTNTO KO IKOVOTNTO 0T0d0UNONG

(+)-trans-Paroxetine hydrochloride (130855-30-0)

AVOEKTIKOTNTO KO IKAVOTNTO OTOSOUNONG

Agev voiotatot tayeio omocvvieon

12.3. AvvototnTo frocvecapevons
Agv vdpyovv emmALov TANPOPOpPieg
12.4. KiwynmikétnTto 670 £60.00G

Aev vdpyovv emmAéov TANPoPopies
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Paroxetine impurity D
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

12.5. Anoteréoparto s a&toréynong ABT kot aAaB

(+)-trans-Paroxetine hydrochloride (130855-30-0)

Avti 1 oveia/piypa dev tpet Ta kpreipio ABT tov kavoviopod REACH, Tapdaptnpa XIIT

Avti 1 oveia/piypa dev pet Ta kprriplo aAaB tov kavovicpov REACH, Iapdaptpo XIIT

12.6. I16TNTEG EVOOKPIVIKIG SLUTAPUYNS

Agv vrdpyovv emmAéov TANpopopieg

12.7. AXLeS SVOPEVEIG EMATAOCELS

Agv vdpyovv emmA£ov TANPOPOPieg

TMHMA 13: Ztovygio oyeTikd pe T 01a0gon

13.1. M£0odor emeCepyaciog amopritov

Aev vdpyovv emmAéov TANPoPopieg

TMHMA 14: [TAnpo@opisg 6YeTIKG pe T PETAPOPE

Zoppova e ADR / IMDG / IATA

ADR IMDG IATA
14.1. AprOpog OHE 1 ap1Opég TavtétnTog
UN 3077 UN 3077 UN 3077

14.2. Oweia ovopacio arostoiic OHE

MMEPIBAAAONTIKA EMIKINAYNEX OYZXIEZ,
XTEPEEX, E.A.O.

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

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

Heprypagi eyypaowv petagopds

UN 3077 IIEPIBAAAONTIKA EITIKINAYNEX
OYZIEZ, ZTEPEEZ, E.A.O., 9, 111, (-)

UN 3077 ENVIRONMENTALLY HAZARDOUS
SUBSTANCE, SOLID, N.O.S., 9, III, MARINE
POLLUTANT

UN 3077 Environmentally hazardous substance,
solid, n.o.s., 9, III

14.3. Ta&n/-e1¢ KivdHvov KOTA TN RETO.POPA

14.4. Opada cvekevaciog

111

1

111

14.5. TlepifalhoVTIKI] EMKIVOUVOTITO

Emwivduvo yuo to mepipdiiov: Now

Emcivdvvo yuo to mepidiiov: Not
Molvopatikdg Tapdyovtog Yo To VOATIVO
neppaiiov: Now
ApBpdc EmS (TIupxayid): F-A
ApBuog EmS (Awppon): S-F

Emwivduvo yuo to mepipdiiov: Now

Agv vrdpyovv emmAéov dabéaies TAnpopopies
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Paroxetine impurity D
Agltio Agdopévev Acpaleiog

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

14.6. E101kég TPOoQUAGEELS Y10 TOV (POTN

Eniyewo peragopd

Kodwoag ta&vounong (ADR)

Ewducée dotaées (ADR)

Mepropiopéveg moodteg (ADR)

E&mpovpeves moootnteg (ADR)

Odnyieg ovokevaociog (ADR)

Ewducés dotaéerg ovokevooiog (ADR)

Awtdéelg pektg cvokevacieg (ADR)

Odnyieg Yo opNTEG SEEAUEVEG KO EUTOPEVULOTOKIBATIOL
x0dnv (ADR)

Ewducég drotaéers yio popntég deEopevig Kot
gumopevpotokiBdtio xodnv (ADR)

Kodwog de&apevig (ADR)

Oympo yo petopopd deEapevng

Katmyopia petapopds (ADR)

Ewducés draraéers yuo ) petapopd - Kora (ADR)
Ewducés drotaéels yia ) petagopd - Xodnv (ADR)
Ewdwcés dataéers yuo ) petapopd - Poptmon,
eKQOPTOON Kat xePopog (ADR)

Ap1Bv avayvopiong kwvdvvov (Képhep Apiop.)
IMoptokoi dickot

Kodwog teplopiopmv yo onpayyes (ADR)

petapopd pécm Boraoong

Ewduc) npopreyn (IMDG)
Mepropiopéveg mosdteg (IMDG)
E&mpovpeves mocdtnteg (IMDG)
Odnyieg ovokevaciog (IMDG)

Ewducée dataéers ovokevasiog (IMDG)
Odnyieg cLOKELAGIOG EUTOPEVUATOKIPAOTIOV-OEEAUEVDY
(kddwog IMDG)

Ewucés doraées IBC (IMDG)

Odnyieg v de€apevég (IMDG)

Ewducés dotaéers yua defapevég (IMDG)
Katmyopieg poptiov (IMDG)
Amofrkevon kot xeptopdg (IMDG)

Evaépia petagopd

PCA E&apovpeveg mocoteg (IATA)

PCA Tlepropiopéveg mocotteg (IATA)

Kabapn péylom mocdmta yio Teploptopévn tocomto
EMTPETOLEVT Y10 ETPOTIYE AEPOCKAPT KO YLOL
aepookden petapopds poptiov (IATA)

Odnyieg ovokevaoiog yo emPatnyd oepookden (IATA)
Kabapn péyom mocdtnta yio emBatnyd aepookaen
Ko yu 0epookaen petapopds eoptiov (IATA)
Odnyieg cvokevAGiog HOVO YO AEPOTKAPT LETUPOPES
poptiov (IATA)

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

Ewwés dotaers (IATA)

Kodwog ERG (IATA)

. El
: P002, IBCO8, LP02, ROO1
. PP12,B3

: MP10

. T1, BKl1, BK2, BK3

. AT
: 3

: VI3

: VCI,vVC2
: CVI3

. El
. LP02, P002
: PP12

. IBCO8

: M7
. 274,335,375, 601

Skg

: TP33

SGAV, LGBV

: 90

90
3077

1 274,335, 375, 966, 967, 969

Skg

: B3

. BKI, BK2, BK3, T1
. TP33

DA

SW23

. El
: Y956

30kgG

: 956
: 400kg

: 956
: 400kg

: A97, A158, A179, A197, A215
: 9L

14.7. Oardooreg petapopés yHony coppmva pe Tig Tpaters ron IMO

Agv oyvet
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Paroxetine impurity D
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

TMHMA 15: Xtovyeia vopo0etikov yopaxtipo

15.1. Kavovicpoi/vopoOecio oyeTikd pe Ty a6QaAela, TNV vyeio Ko 7o IEPIBAALOV Y0, THV 0VGia 1] TO peiypa

kavoviopoi EE

Hapaptypa XVII tov REACH (IIpoimobéceig mepropiopov)

Aev teprapfavetat oto Mapapmmpoa XVII too REACH

Hapaptpa XIV 100 REACH (Katdloyog 0.0£1060Tn61G)

Aev nepthappaveton oto Mapaptnua XIV tov REACH (Kotdhoyog adetoddtnong)

Kataroyog vroynguov ovordv REACH (SVHC)

Aev teptlapfavetotl 6Tov KatdAoyo vroynieuwv ovciwv REACH

Kavoviopog mepi 6 ovtog (2024/590)

Aev neprhapfdveton otov Katdhoyo ovoidv mov e&acbeviCovv to 6lov (Kavoviepog EE 2024/590)

Kavoviopég tov Zvpfoviriov (EK) yra Tov éheyyo e1d®@v dimhig ypriong

Aev tepirapfavetatl otov Kavoviepd (EK) tov Zvpfoviiov yuo ta €idn dumng ypnone.

Kavoviopdg mepi ekpnktikdv apédpopmv ovordv (EE 2019/1148)

Agv avoypaQeToL 6ToV KATAoyo TPOSPOUmY 0VGLdV EKPNKTIKOV VAGV (EE)

Kavoviopég mepi mpédpopmv overdv vapkotikav (EK 273/2004)

Aev avaypaeetatl 6Tov KatdAloyo Tpddpopmy ovcldv vapkotikdv (EE)

15.2. A& orhoynon ymuikig acQaietag

Agv vrdpyovv emmAéov TANpopopieg

TMHMA 16: ALLheg TANPOPOPIES

Emonpavon arhayov

Tpnpa Tpomorompévo cToyyEio Hopatnpriceg
Avtikofiotd v ékdoon Ipoctédnke
evnuépmon Ipootédnke

1.1 apfpog CAS Ipoctédnke

1.1 ‘Ovopa TpomomouOnke

1.2 Ileplopiopoi otn xprion TpomomouOnke

1.2 Xpron g ovciag/tov pelypatog TpomomouniOnke

1.2 Kopa katmyopio xprong Aparpédnke

2.1 AvemBiunTeg PUOIKOYNLUKEG EMSPACELS, KAODG TpomomouOnke
Kot EMOPACELS GTNV avOpOTIVY VYELD Kot GTO
neptParrov

2.1 Katdraén ooppova pe mv odnyio 1272/2008 EK | TpomororOnke
[CLP]

22 Anhaoelg Tpoevraing (CLP) TpomomouniOnke

22 Anhaoeig emukvdvvotnrog (CLP) TpomomouniOnke

2.3 AMeg mAnpogopieg Ipoctédnke

4.1 Tevikd pétpa mpotmv fondetdv TpomomouOnke

4.1 Métpa tpdTev Bondedv petd amd enaen pe T0 TpomomouOnke
dépuo

4.1 Métpa tpdtev Bondeidv petd amd glomvon TpomomouOnke
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Paroxetine impurity D
Agltio Agdopévev Acpaleiog

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

Emonpavon arhayov

Tpnpa Tpomorompévo cToyyEio Hopatnpicseig

4.1 Métpa tpodtmv Bonbetdv petd and katdnoon TpomomouOnke

4.1 Métpa tpdTev Bondewdv petd amd emaen pe To TpomomouOnke
pétio

4.2 ZOUNTOUATO/EMOPACELS LETG OO EMOPN LLE TO TpomomouOnke
pétio

4.2 ZOUTTOUOTO/EMOPAGELS LETE Od KOTATOO Aparpédnke

4.2 ZOUTTONOTO/EMSPACELS Agorpédnke

4.2 ZOURTOUOTO/ETOPACELG UETG OO EMOAPT) LLE TO Aparpédnke
dépuo

42 ZOURTOUATO/EMOPACELG LETG OO ELGTVON Aparpénke

43 AN wTpkn yvopdtevon 1 Bepaneio Aparpédnke

5.1 AxotdAAnio TpocsPecTtikd péco Ipootédnke

5.1 KatdAinka péoa mopdcfeong TpomomouniOnke

5.2 Ye mepinton TupkayLig Topdyovtor entkivovva Ipoctédnke
TPOIOVTO 0mocvVOEST|g

52 Kivdvvog mupkoyidc Aparpédnke

53 Tpootaoio katd v TopdoPeon Ipootidnke

53 Métpa yio TV KATATOAEUNGT) TNG TUPKAYLAG TpomomouOnke

6.1 E&omhondg mpootaciog TpomomouOnke

6.1 Métpa EKTOKTNG OVAYKNG TpomomouOnke

6.1 Tevikd pétpa TpomomouOnke

6.2 Tlep1Barrovticég TpoPLAGEELG Ipootidnke

6.3 T v amobfkegvon Ipootédnke

6.3 MébBodot kabapiopon TpomomouOnke

6.4 Moapamopnn o dAho Tufipota (8, 13) Ipoctédnke

7.1 Emmléov kivduvor katd v enetepyocio TpomomouniOnke

7.1 TIpo@uAGEeLs Yo aGPaAN XEPIGUO TpomomouOnke

7.1 Métpa vylewvng TpomomouOnke

7.2 YuvOnkeg O agNg TpomomouOnke

7.2 YAkd cvokevaciog Mpootédnke

7.2 Teyvikd pétpo Apurpédnke

7.3 Ewdwég yprioetg telcod kotavoimt Agorpédnke

8.2 TIpoctooio TV AVOTVEVSTIKOV 03MV TpomomouOnke

8.2 TIpootacio v yepudv TpomomouOnke

8.2 TIpootacio opBaipmv TpomomouOnke

8.2 Katdiiniot unyavikoi Ereyyot TpomomouOnke

8.2 [Ipoctacio Tov déppatog TpomomouOnke

9 Mopioxmn padae IIpoctédnke

9 Oopn Aparpédnke
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Paroxetine impurity D
Agltio Agdopévev Acpaleiog

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

Emonpavon arhayov
Tpnpa Tpomorompévo cToyyEio Hopatnpicseig
10.1 AvtidpactikdTnTa Aparpédnke
10.5 Mn cvppatd vika Aparpénke
10.6 Emwivduva tpoidvta amocdvieong Aparpédnke
11.1 LDS50 and tov otépatog o€ apovpaiovg Mpootédnke
11.1 ATE CLP (A7 T00 6TOpHOTOG) TpomomouOnke
12.1 EC50 96h - ®vkia [1] IpootiOnke
12.1 NOEC ypovia KopKivoeidn Ipootidnke
12.1 Oworoyia - yevika Aparpédnke
13.1 Teprpepelakdg kavoviopog mept anofAnTwv Aparpédnke
14 ApBuoc OHE (RID) Ipootédnke
14 ApBuds kKOvev/pmhe edtov (ADN) Ipoctédnke
14 Yroypewtikog eEomiopog (ADN) Ipootédnke
14 Emupenopeva péoa petapopds (ADN) Ipootidnke
14 E&apovpeveg mocdtteg (ADN) Ipootédnke
14 Teplopiopéveg mosdteg (ADN) Ipootédnke
14 Etwcéteg ktvdvvov (ADN) Ipootédnke
14 Kodwog tag&vounong (ADN) Ipoctédnke
14 Katdiinin ovopacio amootorg (RID) Ipootidnke
14 Ap. tavtomoinong kwvovvou (RID) Ipootidnke
14 Aépora e&npég (RID) Ipootédnke
14 Ewdwcég datagers yuo ) petapopd - Doptmon, Ipootédnke
eKQOpTOON Kat xewpopog (RID)
14 Ewdwcég dotaéers yio ) petagpopd - Xoonv (RID) | Ipoctédnke
14 Ewwég dotagers yio ) petapopd - Aépato (RID) | IIpoctédnke
14 Metagopikny katnyopio (RID) Ipootidnke
14 Kodwoi de&apevav ya tig degapevég RID (RID) | [Ipootédnke
14 Ewwcéc dratdéers yio kivntég de€opevég ko xodnv | IIpootédnke
nepiékteg (RID)
14 Odnyieg yio kvntég de€apevég kat xodnv mepiékreg | lIpoctédnke
(RID)
14 Aotaéers yuo Tig pektég cvuokevaocies (RID) Ipoctédnke
14 Ewwéc datdéerg ouokevaciog (RID) Ipootidnke
14 Odnyieg ovokevaciog (RID) Ipootidnke
14 E&apodpeveg mocotteg (RID) Ipootédnke
14 Teplopiopéveg mocdtteg (RID) Ipootédnke
14 Ewdu mpopreyn (RID) Ipoctédnke
14 Kamyopia cvokevaciog (RID) Ipoctédnke
14 Kddwag ta&vopnong (RID) Ipootidnke
14 Ewwcég dataéerg (IATA) TpomomouOnke
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Paroxetine impurity D
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

Emonpavon arhayov

Tpnpa Tpomorompévo cToyyEio Hopatnpriceig
14 Ewwn tpoPreym (IMDG) TpomomouOnke
14.1 Ap1Ou6g OHE (ADN) Ipootédnke
14.2 KatdhAnin ovopacio amootols (ADN) Ipootédnke
14.3 Etwcéteg ktvdvvov (RID) Mpootédnke
14.4 Kamyopia cvokevaciog (ADN) Ipoctédnke
14.6 ZOUTANPOUOTIKEG OTOLTHGEG/TAPUTPICELS Ipoctédnke
(ADN)
14.6 Ewwn tpoPreyn (ADN) Ipootidnke

T peg keipevo ppdoewv H ko EUH:

Acute Tox. 4 (A6 tov
GTOHATOC)

Oé&ela to&ucdmra (amd tov 6TdN0TOC), Katnyopia 4

Aquatic Acute 1

Emwcivduvo yio to vddtivo meptBdrlov — 0&0G kivdvvog, katnyopiag 1

Aquatic Chronic 1

Emucivduvo yio to vddtvo mepidirov — Xpoviog kivduvog, katnyopiog 1

Eye Dam. 1 YoBapn o@Ooipkn BAABN/0@BaApKdg epebiopdc, katyopia 1

Lact. To&wodmTa otV avorapaywyr, emmpdodetn katnyopia, emdpdcels otn yorovyio 1| p€ow g yaAovyiog
Repr. 1B To&wodmTa otV avamapayoyn, katyopio 1B

STOT RE 2 Edum to&ucotnta o Opyava-otodyovs Votepa and exovelnupévn ékbeon, kotnyopia 2

H302 Emprapég oe mepintmon kotdmoong.

H318 TIpoxaiei coPapn opBaipky BAGLN.

H360 Mmopei vo. fAdyet T yovipotnta 1 To Euppuo.

H362 Mmopei vo. BAdyet Ta Bpépn mov TPEPOVTAL e UNTPIKO YO

H373 Mmnopei va tpokarécet BAaPeg ota dpyava (00T, MeTafoAopnog) VoTEPA OO TAPUTETAUEVN | ERAVEANUUEVT EKOECT.
H400 TToAd o0& 100 Tovg VEPOPLOVG OPYAVIGHOVG.

H410 TToAd to&o Yo Tovg VEPOPLOVG OPYAVIGUOVG, LE HOKPOYPOVIES EXTTMOCELS.

Aektio Agdopévav Acpaleiog (AAA), EE

ATIOITOIHXZH EY®NHZX Ot mAnpo@opieg mov mepiéyovial o€ antd To dehtio mpoépyovtar and mnyés Tig onoieg Oempodpe a&iomotes. [Tapoia avtd, divovtot

YOPIG Kapia gyydnon, pntn N appnn, Yo v akpifetd tovg. O cuvinkeg N ot pEBodot yeiptopod, amobnkevong, ypnong 1 ardppLyng ToL TPOIOVTOG deV
VTOKEWVTOL 0T S1KN [oG VOHVI KOt PHTOPEL Kot VoL UV EUTITTOVY KOl 6TIG prodtdOTTES Hog. I''ovtong kot Yo GALoVg AOYOUG, 0ToTOl0VHACTE KAOE VOVVN oe

TEPIMTOON UTMOAELNG, VAIKNG 1| YPNUOTIKNG CNuicg 0mtd, 1] LLe OTTOL0ONTOTE TPOTO GUVOEVELEVT LE, TO YEPLGUO, TNV 0tobnKeLoN 1] TN ¥PNON TOL TPOIOVTOG. AVTO TO

Aghtio Agdopévav Acpaleiog cuvtaydnke Kel TPETEL VO YPTGILOTOLEITOL Y10l TO GUYKEKPILEVO TPOTOV. Edv To TPoidV ¥pnolponoleitent g cuoTatikd GAAOL

TPOTOVTOG, Ol TANPOPOPIES TOVL TAPEXOVTOL EG( EVOEYETOL VOL UMV EIVOL EPUPUOGLUES. VTEG Ot TANPOPOPies BacilovTal GTIC TPEYOVCES YVAOGELS oG KO

npoopilovTal yio vo. TEPTYPAYOVV TO TPOTOV OMOKAEIGTIKG Y10 AOYOVG VYELNG, 0o@aAelog Kot TEPPAAAOVIIKOV ATUITGEDV. ZVVETMOG, dgv Oa Tpénet va Hewpndet

OTL £YYVATOL OTOLOINTOTE GLYKEKPULEVT 1G1OTNTOL TOV TPOTOVTOG.
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