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TMHMA 1: IIpocoropicpidg ovoioc/peiypotog kKo etoarpeiog/emyeipnong

1.1. AvayvopioTiKog KmdKog Tpoiovtog

Mopen mpoidvtog : Ovoia
Ovopa ovsiog : Fluoxetine hydrochloride
Kwducde mpoidvrog : 201600404

1.2. Zuvageig mpocdloplopeEVES YPIGELS TS OVGIAG 1] TOV UEIYIATOS KO OVTEVOELKVUOIEVES Y PIGELS

1.2.1. Zyetikég mpoPremdpeves ypfosig

Kopra katnyopia ypnong . To mpoidv mpoopiletar yio v £pevvo. Kot avamTuén Kot TV EXOYYEANLNTIKNY EKTOISEVOT).
Xpnion g ovoeiog/Tov petypaTog : Moévo yio emoryyeApoTiky xpnon
Katyopia Aettovpyiog 1 xpriong 1 Xnpkég ovoieg epyaotnpiov

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

1.3. Zroygio Tov Tpopun v 1) TOL dEATION dEdOpéEVOV dcPaAEing

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 AVEYKNG : +33(0)390215608

TMHMA 2: IIpo6o10piop6g eMKIVOUVOTN TGS

2.1. Ta&woépunon g oveiag 1| TOL peiypaTog

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

O&ela to&kodmTaL (0d TOL 6TOHATOC), Katnyoplo 4 H302
Oé&ela to&koTTa (814 TG e10mMvoNg), KoTnyopia 2 H330
AGBpmon/epediondg tov déppatog, kotnyopia 2 H315
ZoPapn opboiukn PAAPN/0@OaApucdg epebiopds, katnyopia 1 H318
Emucivduvo yio to vddtvo meptBdriov — 0&0g kivduvog, katnyopiag 1 H400
Emucivduvo yio to vddtvo mepiBdriov — Xpoviog kivduvog, katnyopiog 1 H410

ITAnpeg keipevo tov dniocemv H ko EUH: BAéne tpnpa 16

AvemOOpuNTES QUOIKOYNMKES EMIPAGELS, KAODS KoL EMIPAGELS 6TV avOpOTIVY VYEio Kon oT0 TEPLPailov
ATOQa0T PEG® KPIONG EUTEPOYVOUOVOV KOl OTOSEIKTIKNG 1OYVOGC.

2.2. Zroyeio eTIKETOG

Xapaktnpiopds coppove pe tov Kavoviouéd (EE) Ap. 1272/2008 [CLP]
Ewovoypappata kvddvov (CLP)

ITE

GHS05 GHS06 GHS09
Ipogwomomtikn AéEn (CLP) : Kivdvvog
Aniaogig emkivdvvotntog (CLP) : H302 - Emprofés og nepintwon katdmoong.

H315 - Ipokaiei epebiopd tov déppatog.

H318 - IIpokalei coPopt opOarpkn BAGLN.

H330 - Gavatneopo o mepintmwon EGTVONG.

H410 - TToAb T0&1K6 Y1 Tovg VIPOPLOVG OPYAVIGHOVG, HE HOKPOXPOVIES ENTTAOGCELS.
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Fluoxetine hydrochloride
Agltio Agdopévov Acpareiog

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

Anidacelg mpoevraéng (CLP) : P284 - respiratory protection.
P301+P312 - ZE IIEPIIITQXH KATAIIOXHZX: KaAéote apéong 1o KENTPO AHAHTHPIAZEQN
1 éva yuatpo, edv arcbavieite adwbecia.
P304+P340 - XE IIEPIIITQXH EIZIINOHEX: Metagépete Tov TofovTa 6tov Kabapd aépa Kot
APNOTE TOV VO EEKOVPOCTEL GE GTACT TOL FLEVKOAVVEL TNV CLVOTTVOT.
P310 - KoAéote apéomg 1o KENTPO AHAHTHPIAZEQN 7 éva yutpo.

TApoven cOpeove pe: EapEiTal 1| E6MTEPIKT GLOKELAGIN, TO TEPLEXOUEVA TNG ontoiag dev vepPaivovy ta 10ml

Ewcovoypappata kvddvov (CLP)

GHS06 GHS05

2.3. AMLot Kivovvor

Agv vrtdpyovv emmAéov TANpopopieg

TMHMA 3: Zov0eon/ainpo@opies yio To 6VOTUTIKA

3.1. Ovoigg

Ovopa AvayvopioTikog Koowkog | % Katdraén oopomva pe v odnyio
TPOIOVTOG 1272/2008 EK [CLP]

Fluoxetine hydrochloride - <100 Acute Tox. 4 (And tov otoparog), H302

(ATE=300 mg/kg copatikod Bapovg)
Acute Tox. 2 (A4 g etonvong), H330
(ATE=0,05 mg/1/4h)

Skin Irrit. 2, H315

Eye Dam. 1, H318

Aquatic Acute 1, H400

Aquatic Chronic 1, H410

ITAnpeg keipevo tov dnrdcemv H ko EUH: BAéne tpnpa 16

3.2. Meiypota

Aev woydet

TMHMA 4: Métpa npatov fondsidv

4.1. Meprypogn péTpov Tpatmy fonderiov

Tevikd pétpa TpmdTev Pondeidv : ITovete apécmg To onpeio mov pbe o emaen Le To TPoidy, pe apBovo vepo.

Métpa Tpmtev Pondeidv petd and ewomvon : Bydhte tov maBovta otov kabapd aépa. APnoTe T0 GTopo OV TPOSPANONKE Va avanvedset kabapd
aépa. Apeom wTpikn mepifolyn Kot e181Kn aywyn, 6€ TEPITTMOOT AVAYKTC.

Métpa TpmTev Pondeidv petd ond emaen pe to déppuo  : Kabopiote ) peyorvtepn dvvarhi mocdtta okovmilovtds ) (kabapd Kot Lodakd amoppoenTiKd

mavi). [TAovete pe dpbovo vepd kot amoppumavtikd. Zefydite pe yAopd vepd yo 15 Aentd. Edv o
£pefio oG TOL S£pHOTOG EMUEVEL, GUUPOVAEVTEITE Y1OTPO.

Métpa TpdTev Pondetdv HeTd and enapn U To LATIO 1 Hemhovete pe vepd kpatmvtag ta BAEeapa kakd avorytd. Edv vrdpyovv gokoi emaeng, apapéote
TOVG, £POGOV givar evkoro. Zuveyiote va EemAiévete. Xe mepintmon epebioudv, cupfovievteite
opOoApiatpo.

Métpa TpdTev Pondeidv petd and Katdmoon . Hemhovete to otopa. Kaiéote opéomg to KENTPO AHAHTHPIAXZEQN/ywatpd. Mnyv mpokoieite

£ueto. Edu wotpiir mapokorovdnon.

4.2. TNpovTIKOTEPH COUTTONATO, KOL EMOPAGELS, UEGES 1] LETAYEVECTEPES

ZOUTTOHOTO/EMOPACELS . IDpoxaiel eykadpato.

ZOUNTOUATO/EMIPAGEL PETA OO E1GTVOT : Avenopkn dedopéva. Mmopet va mpokarécet Aaydviacpa, aichnon Bapovg oto Bdpaxa, epediouod
GTO Ao Ko Py

ZOUNTOHOTO/EMOPACELS PETG A EMOQT e TO SEPHQL © Avenopkn dedopéva. EpuBpdtnra, movog.

ZOUTTOUATO/EMIPAGELG HETA OO EMAPY HE TOL PLATLO : Avenopkn dedopéva. EpuBpdtnta, movog.
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Fluoxetine hydrochloride
Agltio Agdopévov Acpareiog

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

ZOUTTOHATO/EMIPACELG PETA O KOTATOON . Eyxavpora tov PAevvoydvav Tov otopdyov Kot Tov eviépov. Ta copntdpato evogyeto va eivol
L, kepahadyies, vauTio Kol ATOAELL GCUVTOVIGHOV.

ZopPovievbeite/Emokepbeite yiorpo. Eqv eivar duvatd dei&re antd to guilo acpodeiog, ki av 0y, dei&te ) cuokevacia 1 Ty eticéta. Evepyn ovoia.
DappokevTiKd Tpoiov.

TMHMA 5: Métpa Y10 TNV KOTATOAEUN O] TG TVPKAYLAG

KatdAinia péca mopdoPeong : KovBépra mupocPeong.

Kivduvog mopkayidg © BAéme tunpa 2.2. Kivduvog oxnpatiopod toéikdv Kot Slofpotikdv agpimv.

Métpa ylo TV KOTATOAEUN OGN TG TUPKOYLAG . Xpnowonowmote péoca katdoPeong katdAnia yo v nepipdAlovca TupKaytd.

TMHMA 6: Métpo 6€ TEpITTOON 0KOVOLUS EKAVONG

Tevika pétpa : Amo@uyete TNV GECT EMAPN UE TO TPOidV. Mnyv avamvéete
oKkovn/avadopdoeis/aéplo/oTayovidi/ oTHoNy/ EKVEPOLATA.

6.1.1. I'a TPoc®MIKG GALO 076 TO TPOCOMIKO EKTUKTNG UVAYKIG

Agv vdpyovv emmAEoV TANPOQOpieg

6.1.2. ' GTopa mov TPooPEpovy TPAOTES Por)Osreg

E&omhopoc mpootaciog : BAéme tunpa 8.

Agv vdpyovv emmAEOV TANPOEOPIiES

Mébodot kabapiopov : Ziyovpéyte, 0T Ta amoppipata o TepicuAeyoVV kot Oo amobnkevTovv acearés. Kabapiote
TPOCEKTIKA. XPNGUOTOMOTE TO TPOIOV UE TPOGOoyN. X VOGTIVO TEPPGALOV @ Alofp@Ticd Yio Ta
HATIOL, TIG OVOTVEVGTIKEG 080VG Kot TO SEPYaL.

Agev vdpyovv emmAéov TANPOQOpieg

TMHMA 7: X&eipiopég kot amo0nkevon

Emm\éov kivduvol katd v eneepyocio . Egiotaron eniong n mpocoyn Tov xpNotn 6Toug mifovolg Kivdhvoug Tov EVUTAPYXOVV GTNV TEPITTMOOT
OV TO TPOTOV Ypnoyomon el e TpdTo mov opileTar amd TIG KATUOKEVAGTIKES TPOSLUYPAPES. X
v3aTvo TEPPAiov @ Alafp@Tucd Y10 To. HATLO, TIG OVOTTVEDCTIKEG 0000G KOt TO SEPLLQL.

TIpo@ura&els yio ac@ain yeipiopd : XpnoonomaoTte o TPoidv pe TPocoyn). ATOPUYETE TNV GLECT) EXAQT| LE TO TPOIOV.

Métpa vytewng : Xpnomn tov Tpoidvtog pe opbn Propmyovikn vyewn kot dtadkacieg acQoieiog.

Teyvucd pétpa T Zoppopeobeite e TOVG 10YDOVTEG KOVOVIGHOVG.
ZovOnkeg @OAAENG . Ouldooetat KAEWOUEVO.
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Fluoxetine hydrochloride
Agltio Agdopévov Acpareiog

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

7.3. Exducn) Tehucn} xprion 1 p1iosig
BAéne tpunpa 1.

TMHMA 8: 'Eleyyog g ék0eonc/atopiki tpoostacio

8.1. IapapeTpor eEréyyov

8.1.1 EOvikég oprokés Tipnég emayyelpatikig £k0eong ko froloyikég oprokés Tipég
Aev vdpyovv emmAéov TANPOQEOPieg

8.1.2. ZuvioTdpeveg dradikaciss TapakorlovOnong

Agv vrtdpyovv emmAéov TANpopopieg

8.1.3. Xynportifovror sToygia pOmaveng Tov aépa

Aev vdpyovv emmAéov TANPOQOpieg

8.1.4. DNEL kan PNEC

Agev vapyovv emmAEOV TANPOQOPiEg

8.1.5. Mleproyég eréyyov

Agv vdpyovv emmAEOV TANPOEOPiEg

8.2."Eleyyon £k0eong
8.2.1. Katdhinhot pnyavikoi £reyyot

Katariinior pnyavikoi éheyyon:
Awnpiiote o KoAd eEoeplopevo ydpo. XpnoYomoteite AmOKAEIGTIKA G KAEIOTN XOAVN He EVEOUOTOUEVO GidTpo. DikTpo aepocmpatidiov vyning
amoteiecpatikotrog (HEPA filter).

8.2.2. ATopKOG TPOGTATEVTIKOG EEOTIIONOG
8.2.2.1. IIpooTacic TOV HATIAV KUl TOV TPOCATOV

Mpooctacio 0@pOarp®V:
Ipoctarevtikd yvoid. DIN EN 166

8.2.2.2. Ilpootacio d¢ppatog

Mpooctocio Tov déppatog:
Xpnowonoteiote Tpootatevtikd pouyopod yio ynpkd. DIN EN 13034

Mpootacio TOV yePLOV:
ITpoctotevtikd yavTie aviekTikd og ynpkd tpoidvta. ISO 374-1
8.2.2.3. IIpooTacic TOV AVUTVEVGTIKAOV 0dMV

IpocTtucio TOV AVETVEVGTIKOV 00AV:
Xe nepintmon omehevdépwong okovng : paokeg e eidtpo yo okoveg P3. DIN EN 140 & 149. Yypo mpoidv : Mdoka agpordpatog. Popdte avamvevotikn
GUOKELT O TEPINTOON £kBeong o€ aTHOVG/CKOVES/DEPOAD AT

8.2.2.4. Ogppikoi Kivovvor

Agv vdpyovv emmAEOV TANPOEOPIiEg

8.2.3. Oprwo0étnon kot TapakorovOnon g tepifariovroroyikig £ékBeong og Kivovvo

Aev vdpyovv emmAéov TANPOQOpieg

TMHMA 9: ®vo1kéG Ko YNUIKES 1O0TNTES

9.1. Zroyyeia Yo TG PUGIKES QUOIKES KOL YNUIKES 1O10TNTES

Duown kordoTaot T Xteped
APOLOL © Mn dwbéopo
Epopdvion TZKovn.

Oopn 1 Agv oydet
Opro oopng © Mn dwbéopo
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Fluoxetine hydrochloride
Agltio Agdopévov Acpareiog

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

Inueio ™Eemg : Mn dwbéoo
Inueio m&emg : Mn Swbéoo
Inueio Ppoaciod : Mn Swbéoo
Evplextomta : Mn dwbéoo
Opra kKtvdvvov ekpri&emg : Aevioydet
Xapnhotepo 6pto £kpnéng : Aevioydet
Avdtoto 0ptlo expn&puotrog : Aevioydet
Inueio avapreng : Aevioydet
Beppokpacio avtovapreing : Aevioydet
Bgppokpacio arocvvheong : Mn dwbéoo
pH : Mn Swbéoo
Awiopo pH © Mn dwbéoipo
1EDdeg, Kvepotedg (1) T Agvioydet
Awlvtomta : Nep6: 10-33,3 g/l
ZVUVTELECTNG KATOVOUNG O pely e N-0KTavOAng/vepoD : Mn dwbéoo
(Log Kow)

Téon atudv : Mn dwbéoo
ITieon atpod oe Beppokpacio 50°C : Mn dwbéoo
TTvkvémta : Mn dwbéoo
ZyeTikn TokvoTnTOL : Mn dwbéoo
ZyeTikn TokvoTNTa aTUAV 6ToLG 20°C : Aevioydet
Méyebog copotidiav : Mn dwbéoo

9.2.1. Iinpo@opies 6YETIKA BE TIS KLAGELS PUOIKOD KIvdHVOU

Agv vdpyovv emmaAEOV TANPOQEOPiES

9.2.2. Ahha YOpAKTNPIOTIKG 06QaAciog

Agv vapyovv emmAEOV TANPOQOPiEg

TMHMA 10: X100gp0TnNTo KOl OVTIOPAGTIKOTNTA

Z1abepd VIO KOVOVIKEG GUVOTKES.

Agv vdpyovv emmAEOV TANPOEOPIiES

Agv vdpyovv emmAEOV TANPOQOPIiEg

Agv vdpyovv emmAEOV TANPOEOPiEg

Kapio og kavovikn xprion. BAéne tunipa 7.

‘Ortov Oeppaivetar LEXPL TOL GNUEIOL S1OCTOONG, EKTEUTEL EMKIVIVVOVG KOTVOUG.

TMHMA 11: To&wkoroyikég TAnpopopisg

Oé&ela to&kdmTaL (0d GTOHATOS) . EmPrapés oe mepintmon katdmoong.
Oé&ela to&coTTa (Seppatikn) © Mn ta&wopnuévog
Oé&ela to&kodmTaL (avavon) I Oavameopo o€ TEPInTOOT EIGTVONG.
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Fluoxetine hydrochloride
Agltio Agdopévov Acpareiog

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

Fluoxetine hydrochloride

LD50 omd tov otdpaTog o8 apovpaiong 300 — 2000 mg/kg
AGBpmon kot epebiopdg Tov dEppatog . Tpokolei epebiopd tov 6éppatog.
ZoPapn opborukn PAAPn/epediopog . IIpokodei coBapny opBakukn BAARY.
EvoaisOntomoinem tov avamvenostikov 1 : Mn ta&wopnpévog
gvoucOnTomoinot Tov dEPUITOG
MetoAhogryéveon YEVVINTIKAOV KOTTEP®OV : Mn ta&wopnpévog
Kapkvoyéveon : Mn ta&wopnuévog
To&wodmTa Yo v avamopayoyn : Mn ta&wopnuévog
Ewu to&ucomta ota 6pyava-otoyovs (STOT) — : Mn ta&wopnpévog
epanag £kbeomn
Ewu to&ucomta ota 6pyava-otoyovg (STOT) — : Mn ta&wopnpévog
emavelknppévn kbeon
Enucvduvotnro ovappdenong : Mn ta&wopnuévog

Agv vdpyovv emmaAEOV TANPOQOPiES

TMHMA 12: OwoAroyikéc mANpoQopies

Owoloyia - yevikd . Emwivduva andpinta. Xpnoponoteite katdAinia doxeio amdppryng.
Emucivduvo yia to vddrivo mepiBdrlov, Bpayvrpobeopog : TTohd T0&1KO yio TOVG VIPOBLOVE OPYOVIGHOVC.
(0809)

Emucivduvo yia to vddtvo mepipdrlov, pokporpdbeopog : TToAd 10&ikd yio Toug VPOBLOVES OPYOVIGHOVS, HE LOKPOYPOVIEG EMTTAOGCELS.

3
g
2

Agv vdpyovv emmaAEOV TANPOQOPiES

Agv vdpyovv emmaAEOV TANPOQOPieg

Agv vdpyovv emmAéov TANPOQOpieg

Agev vdpyovv emmAéov TANPOQOpieg

Agev vdpyovv emmAéov TANPOQOpieg

Agv vdpyovv emmaAEOV TANPOQEOPIiEg

TMHMA 13: Xtovyeio oyeTikd pe tn ovd0eon

Tomwkr| vopoBeoio (andfinto) : Kotaotpéyte pe ao@aln Tpodmo cOUEOVO LE TOVG TOTIKOVE £8VIKOUG KOVOVIGHOVG.
ZVOTACELS GYETIKA [LE TNV OTOPPLYN : Mnv omoppintete To VIOASILUATO GTOV VITOVOLO, SHOGTE TO TPOIGV KOl TN GLOKELAGIO TOV GE ELSIKO
TPOIOVTIMV/GVOKEVAGLOV onpeio GLANOYNG EMKIVOLVMV 1 EWIKOV OTOPPIUUATOV.
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Fluoxetine hydrochloride
Agltio Agdopévov Acpareiog

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

TMHMA 14: ITAnpo@opieg 6YeTIKA PE TI| HETAPOPT.

Topewvo pe ADR / IMDG / IATA

UN 2811 ‘

ADR IMDG IATA
14.1. AprOpoc OHE 1 apOpég tavtétnTog
UN 2811 UN 2811

14.2. Oweio ovopacia arostomig OHE

TOZIKA XTEPEA, OPI'ANIKA, E.A.O. ‘

TOXIC SOLID, ORGANIC, N.O.S.

Toxic solid, organic, n.o.s.

Heprypagn eyypdowv petagopig

UN 2811 TOEIKA XTEPEA, OPI'ANIKA, E.A.O.,

UN 2811 TOXIC SOLID, ORGANIC, N.O.S,, 6.1,

UN 2811 Toxic solid, organic, n.o.s., 6.1, Il

6.1, II, (D/E), EITIIKINAYNA T'IA TO I, MARINE ENVIRONMENTALLY HAZARDOUS
IMEPIBAAAON POLLUTANT/ENVIRONMENTALLY
HAZARDOUS
14.3. TaEn/-e1g KtvdOvov KaTa TN HETAPOPQ
6.1 6.1 6.1

14.4. Opdada ocvokevaciog

14.5. Mlgprfarrovtikny emKivovvéTyTO

Emcivéuvo yia to meptBdAiov: Now

Emwcivduvo yia to mepidiiov: Not
MoAvopatikdg Topdyovtag yio To VOGTVO
neptBdAiov: Nat

Emicivduvo yia to mepifdAiov: Now

Agv vdpyovv emmiéov Srabéoiues TAnpoopieg

14.6. Exdwkéc TPpo@uAaEelS Yia Tov XpioTn

Eniyewo petagopa

Kodwog ta&wvopnons (ADR)

Ewdwég dataées (ADR)
Mepropiopéveg moodteg (ADR)
E&apovpeveg mocomteg (ADR)
Odnyieg ovokevaciog (ADR)

Ewdwiég dataées ovokevaoiog (ADR)
Awtaéerg pektig cvokevaoieg (ADR)

N

. 274,614

: 5009

. E4

. P002, 1IBCO8
B4
MP10

Odnyieg yio opntég defapevég kon gpmopevpotokiBotie : T3

x0onv (ADR)

Edwcég dratdéels yio popntég deEopevig Kot
gumopgvpoToKBdTIe 0NV (ADR)

Kwdwog de€apevig (ADR)

Ewwés datdéers yio de€apevég (ADR)

Oynua yo petaopd deEapevig

Katyopia petagpopds (ADR)

Ewwcés dratdéers yio  petapopd - Koro (ADR)
Ewwés dratdéels yio  petapopd - Doptwon,
ek@opTOoN Kot xepiopdg (ADR)

Ewwcés dratdéelc yio  petapopd - Agttovpyio (ADR)
Ap1Bv avayvaopiong kvddvov (Képiep ApiBp.)

. TP33

. SGAH, L4BH
: TU15, TE19
AT

c 2

© V1l

: CV13,CVv28

. S9, 519
: 60
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Fluoxetine hydrochloride
Agltio Agdopévov Acpareiog

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

IMoptokoi dickot

Kwdwog meplopiopudv ya onpayyes (ADR) . DIE

peTa@opd pécw® Boracong

Ewduc) npopreyn (IMDG) 1 274
[epropiopéveg moootnteg (IMDG) : 5009
E&ampovpeves mocodmteg (IMDG) . E4
Odnyieg ovokevaciog (IMDG) : P002
Odnyieg cvokevaciog eunopevpotokiPotiov-deéapuevov : IBCO8
(kddwkag IMDG)

Ewwig datages IBC (IMDG) : B21,B4
Odnyieg yio de&apevés (IMDG) : T3
Ewdwcég dratagers v de€apevég (IMDG) : TP33
ApBpoc EmS (Ivprayid) . F-A
ApBuoc EmS (Awppon) © S-A
Kotnyopieg poptiov (IMDG) B
[816tnteg kau mapatnpioelg (IMDG) . Toxic if swallowed, by skin contact or by inhalation.

Evoépra petagopd

PCA E&apovpeveg mocotreg (IATA) : E4
PCA Ilepropiopéveg mocotteg (IATA) : Y644
Kabapn péyrom nocdtnra yia epopiopévn mocdtnra.  : 1kg

EMTPETOUEVT] Yot EMPOTI Y AEPOCKAPT KO Y10
aepookden petapopds poptiov (IATA)
Odnyieg ocvokevasiog yo emPotnyd oepookden (IATA) : 669

KoBapn péyiom mocodtta yio emBotnyd aeposkaen : 25kg
KO Y10 0epOcKaPN petapopds poptiov (IATA)

Odnyieg cuokeLAGIG HOVO Y10 AEPOSKAPT UETAPOPES : 676
eoptiov (IATA)

Méy1ot TosOTNTO LETAPOPAS OTOKAEIGTIKG AT : 100kg
aepookden petapopds eoptiov (IATA)

Ewwég dotaées (IATA) : A3, A5
Kodwog ERG (IATA) : 6L

14.7. @aracoreg peTO.QOPES yVONY cOpPmva pe Tig Tphéerg Tov IMO

Agv 1oy0gt

TMHMA 15: Ztoyygio vopoOeTiko yopoktipa

15.1. Kavoviopoi/vopoOsoio 6YeTIKG pe THY 06QaLED, TNV VYEIX KOl TO TEPLPALLOV Y10 TNV 0VGid 1] TO pEiypa
15.1.1. xavovicpoi EE

Hapaptnpa XVII tov REACH (Ilpoimobéceig mepropicpov)

Aev neprapfdveton oto Hapdaptnpa XVII tov REACH

Hapaptnpa XIV 100 REACH (Katdroyog 00£1060Tn61G)

Aev meprappavetor oto Mapdpmpa XIV tov REACH (Katdioyog adeioddtong)
Kataroyog vroyngrov ovordv REACH (SVHC)

Aev neprapfdvetol otov Katdhoyo vroyneumv oveiodv REACH

Kavoviopog PIC (EE 649/2012, IIponyovpevny ovvaiveon petd amd evnpuépmon)
Aev epappodletart.

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

Aev gpappoletor.
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Fluoxetine hydrochloride
Agltio Agdopévov Acpareiog

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

Kavoviopog nepi e€aodévnong Tov 6Lovrog (EE 1005/ 2009)

Aev meprapfavetol otov Katdhoyo ovotdv mov eEacbeviCov to 6ov (Kavoviopog EE 1005/2009)

Kavoviopdg mepi ekpnktikav pédpopmv ovotdv (EE 2019/1148)

Aev mepiéyet kapio ovoio(eg) Tov mepthappdvetar(ovtat) 6Tov KatdAoyo mpddpopmv ovoldv ekpnktik®v (Kavoviopog EE 2019/1148 oyetikd pe v gpmopio Ko
™ ¥pNoN TPOSPOUMY OLGLOV EKPIKTIKMV)

Kavoviopog nepi mpodpopmv overdv vapkotikdv (EK 273/2004)

Aev mepiéyet ovoia(eg) mov mepthapfavetar(ovial) 6Tov KoTdAoyo mpddpopmv ovetdv vopkatikdv (Kavoviopos EK 273/2004 oyetikd pe Tig mpddpopes ovcieg
VOPKOTIKOV)

15.1.2. EOvikég dwaraterg

Agv vrtdpyovv emmAéov TANpopopieg

15.2. A&worhoynon ynKkig acodielog

Agv vrtdpyovv emmAéov TANpopopieg

TMHMA 16: A)heg TAnpo@opies

I peg keipevo pacewv H kor EUH:

Acute Tox. 2 (A4 g Oé&eia to&ucomra (14 g elomvong), Kotnyopio 2

€10TTVONC)

Acute Tox. 4 (Ao tov Oé&eia to&icodmra (amd Tov 6ToOHaTOC), Katnyopio 4

GTOLATOC)

Aquatic Acute 1 Emucivdvvo yia to vddrivo meptfdrlov — 0&0g kivduvog, katmyopiog 1
Agquatic Chronic 1 Emucivévvo yia to vddrivo mepifarrov — Xpoviog kivévvog, kotnyopiog 1
Eye Dam. 1 Yopapn opOaipky PAaPN/o@Baipcdg epebiopde, katnyopia 1

H302 EmPrapég oe mepintmon katdmoons.

H315 Tpokoiei epebiopd tov déppatog.

H318 TpokoaAei cofapn opBoipkn BAGEN.

H330 OovoTnNPOPO GE TEPITTMOCT| EIGTVONG.

H400 TIoAd To&Kd Y10 ToVg VIPOPBLOVG OPYAVIGHOVGS.

H410 TToAd To&Kd Y10 ToVg VOPOPLOVG OPYAVIGHOVG, HE HAKPOXPOVIEG ETITTMCELS.
Skin Irrit. 2 AwiBpwon/epebionog tov déppatog, kotnyopia 2

Aghtio Agdopévov Acpalreiog (AAA), EE

ATIOIIOIHXZH EY®NHZX Ot mAnpogopieg mov mepiéyovtal o avtd 10 deAtio mpoépyovtat and mnyég tig onmoieg Bempodpe adiomotes. [Tapdia avtd, divovtot
YOPic Kapio gyyomon, pnn 1 appnTn, Yo Ty akpifetd tovg.
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