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of Medicines | du médicament
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Hpepopnvia ékdoong: 03/04/2023  exdoyn: 1.0

TMHMA 1: IIpoco10piop6g 0v6iag/peiypatos Kol ETapeiog/emysipnong

1.1. AvayvepieTikog KOOKOg Tpoidvtog

Mopen mpoidvtog : Ovoia

Ovopo ovoiag : Ropinirole hydrochloride

Kodwog mpoidvtog : 201600804

Svvdvopo : Ropinirole hydrochloride salts, isomers and impurities where applicable

1.2. Zovogeic mpocdtopillopeEveg YPNGELS TS OVGIAG 1] TOV PEIYIOTOG KOL OVTEVOELKVOOIEVES YPNOELS

1.2.1. Zyenikéc mpofhemdpeveg ypNosig

Kbpu katmyopia ypnong : To mpoidv mpoopiletar yia TNV £pevva Kot avATTLEN KoL TNV EXOYYEALOTIKY EKTAIOEVLOT).
Xpnion g ovciag/Tov peiypotog : Mobvo Yo emaryyeApaTIKn YpHon
Katyopia Aettovpyiag 1| ypnong : Xnukég ovoieg epyactnpiov

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

1.3. Zroyeia Tov TpopunBcvT) TOV dEXTiOV dEdopiveV acPadsiag

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. Ap1Opiog 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&komra (amd Tov oTONATOG), KaTnyopio 4 H302
To&wdmta 6TV avamapayoyn, Katnyopia 2 H361
To&wdmta 6TV avamapaymyn, ETmpochetn Katnyopia, emdpacelg ot yorovyie H362

1M pécm g yorovyiog
Emikivduvo yio to vddrtvo meptBdAiov — Xpoviog kivduvog, katmyopiog 1 H410
IMAnpeg keipevo tov dnidoewv H kon EUH: BAére tunpa 16

AvemOOpunTEg QUOIKOYNMKES EMOPAGELS, KAOMG Kot EMIPAGEIS 6TV 0vOpOTIVY VYEio Ko oTo TEPLpdilov
Amopacn HECH KPioNG EUTEPOYVOUOVOV KOl OTTOSEIKTIKNG 10YVOG.
2.2. Zroyeio eTIKETOG

Xapaxtnpiopos copeova pe tov Kavoviopé (EE) Ap. 1272/2008 [CLP]

Ewovoypappata kwvdvvov (CLP) : I I

GHS07 GHS08 GHS09
Ipogdomomtikh Aéén (CLP) . Tpocoyf
Anhaoegig emkwvdvvomrag (CLP) : H302 - Emprapés oe mepintwon katdmoong.

H361 - "Yromto ywo mpéxinon PAAPNg otn yovipdtta 1) 670 £uppvo.
H362 - Mropei va BAdyet ta Bpéen mov TpEPovTal e HnTpikd Yola.
H410 - TToAb to&cd 1o Tovg V3POPLOVE OPYAVIGHOVG, LE LAKPOYPOVIES ETITTAOCELS.
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Ropinirole hydrochloride
Agltio Agdopévov Acpaleiog

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

Aniooeilg Tpopvraéng (CLP) : P201 - E@odwoteite pe Tig €101kég 0dnyieg Tpv omd ™ xpnon.
P202 - Mnv 10 XpNGLHLOTOGETE TPV SLOBAGETE KO KATOVONGETE TIG 001 Yieg TPOPOAUENG.
P260 - Mnv avanvéete okovn/avaduidoeic/aépio/otoyovidr/atpons/ekvepmuaTa.
P263 - Amogevyete TV EX0QN 0T SIEPKELD TNG EYKVHOGVVIG KOt THG YOAOL)IOG.
P264 - TIAdvete ta yépua, Tovg mXeLS (avTiBpdyla) Kot To TpOCOTO GXOAAGTIKA LETE TO YEPIOUO.
P270 - Mnv tpd1e, Tivete 1} kanvilete, OTOV YpNOGYLOTOLEITE OVTO TO TPOIOV.
P273 - Na amo@edyetat 1 Elevbépwon oto meptPairov.
P280 - Na. popdte mpooTaTELTIKG YAVTIO/TPOGTUTEVTIKG EVOVLATO/HEGE OTOUIKNG TPOOTAGIONG Y10L TO.
UATLO/TO TPOGWTO/TO AVTLA.
P301+P312 - XE IMEPIIITQXH KATAIIOXHX: Kaiéote to KENTPO AHAHTHPIAZEQN 1 éva
yutpd, av acbavieite adabecia.
P308+P313 - XE IEPIIITQXH ékbeong 1 mbavottag ékbeong: Toppovievdeite/Emokepbeite
ytpo.
P330 - Egn\dvete to oTOMA.
P391 - Maléwyte ) yopévn mocdTTO.
P405 - dvldooetat KA mpévo.
P501 - Awébeomn tov mepieyopévon/mepiéktn o€ onpeio cLAAOYNG emkivduveV 1} E18IKOV amofARTmV,
GULPOVO LE TOVG TOTKOVG, TEPLPEPELNKOVG, £BVIKODS 1/Kkon dtebveig kavoviopovs.
Zrpavon oOpemva pe: eEapeital 1) EMTEPIKY GLOKELAGIM, Ta TEPLEYOLEVA TG OToi0G dgv vITepPaivovv Ta 10ml
Ewovoypdppata kivdvvov (CLP) :

GHS08

2.3. AlLot Kivovvor

Agv vrdpyovv emmAéov TANpopopieg

TMHMA 3: Xov0eon/ainpo@opies yio T0 GVOTATIKA

3.1. Ovoigg

Ovopa AvayvoploTikés kKodwkog | % Katdraén ocopomva pe tnyv odnyia
TPOioVTOg 1272/2008 EK [CLP]

Ropinirole hydrochloride - <100 Acute Tox. 4 (And tov otoparog), H302
(ATE=300 mg/kg copoatikov Bdpovg)
Repr. 2, H361

Lact., H362

Agquatic Chronic 1, H410

IMnpeg keipevo tv dnidoewv H kon EUH: BAéne tunqpa 16

3.2. Meiypota

Agv woyvet

TMHMA 4: Métpa npotov fondeiov

4.1. Ileprypagn péTpav TpATOV fonder®dv

Métpa tphrov Bondeidv petd omd emaen e To dEppa : KoBapiote ™ peyarvtepn dvvarh mocdma okovmilovidg ) (kabapd Kot LoAakd amoppoenTikod
mavi).
Métpa mpdTmv fondetdv petd and exagn Le To PaTio 1 Eemlovete o patio pe vepod yio Aoyoug ocporeiog.

4.2. ZNpavTiKOTEPH COPTTONATO KOL ETOPAGELS, ANEGES 1] NETAYEVECTEPEG

Agev vrdpyovy emmAfov TANpoPopieg

4.3."Evd€1En 0mo10601NTOTE ATULTOOPEVIG GUEGT|G LUTPIKNG PPOVTIdUG Ko E101KNG Ogpamneiog

Agev vrdpyovy emmAov TANpoPopieg
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Ropinirole hydrochloride
Agltio Agdopévov Acpaleiog

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

TMHMA 5: Métpa yio TV KOTomToAEpNon TS TVPKAYLAG

KatdAnka péoa mopdcPeong . KovuBépta nupdoPeong.

Kivdvvog mopkaytdg : BMéme tprpo 2.2.

MéTpa Y100 TV KOTOTOAEUNGT| TG TUPKOYLAG . Xpnowonotote péca KatdoPeons katdAinia yio v mepBdiiovco Tupkayid.

TMHMA 6: Métpa o€ TepinTon aKoVoLOS EKAVONG

6.1.1. I'o TPOCOTIKG GLLO A6 TO TPOSMMUH EKTUKTNG UVAYKNG

Métpa £KTaKTNG OVAYKNG 1 Amogevyete kGOg mepirth EkBeon).

6.1.2. ' dTopo mov TPooPEpovy TPpdOTES Podsieg

Aev vrdpyovy emmAfov TANpoPopieg

Agev vrdpyovy emmAfov TANpoPopieg

Agv vrdpyovy emmAfov TANpoPopieg

Agv vrdpyovy emmAfov TANpoPopieg

TMHMA 7: Xepiopog kon arodnkevon

Agv vrdpyovv emmAéov TANPoPopieg

Agv vrdpyovv emmAéov TANpoPopieg

Béme tunua 1.

TMHMA 8: 'EAgyyog Tng £ék0eong/atopki Tpoctacio

8.1.1 EOvikég oprakis Tipég emayyshpotikig £k0eong ko froroyikég oprokés Tipég

Agv vrdpyovy emmAfov TANpoPopieg

8.1.2. ZuvieTApEVES S10dIKUGiEg TUPaKOALOVONGNG

Agv vdpyovv emmAfov mANpopopieg

8.1.3. Zympatifovror sToygia poTaveng tov aépa

Agv vrdpyovy emmAfov TANpoPopieg

8.1.4. DNEL kax PNEC

Agv vdpyovv emmAfov mANpopopieg
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Ropinirole hydrochloride
Agltio Agdopévov Acpaleiog

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

8.1.5. Ileproyécg eréyyov
Agev vrdpyovy emmA£ov TANpoPopieg
8.2."ELeyyot £kBgong

8.2.1. Katdiinior pnyavikoi £rheyyot

Katarinior pnyovucoi £reyyor:
Awammpnote o kaAd e€aeptlOpevo YdPo. ZvvNnBOG aTaITEITaL GVGTNIO YEVIKOD Unyovikoy e£0epIoILOD TOL XDPOL.

8.2.2. ATopKOG TPOSTATEVTIKOG E0TAMGNOG

8.2.2.1. IIpocTocio TOV HUTIAV KUL TOV TPOGAHTOV

Agv vrdpyovy emmA£ov TANPOPopieg
8.2.2.2. Ilpoctocio déppatog
IIpootacio Tov déppaToc:

mod14 epyastnpiov

Ipootacio TV repLOV:
IpoototevtiKd yavtio

8.2.2.3. IIp0oTUGia TV UVATVEVGTIKAV 00DV

Aev vrdpyovy emmAfov TANpoPopieg

8.2.2.4. Ogppukoi kivovvol

Agv vrdpyovv emmAéov TANpoeopie

8.2.3. Opro0étnon ko TapakorovOnon g neprpaiiovroroyikig £k0eong o€ Kivovvo

Aev vrdpyovy emmAfov TANpoPopieg

TMHMA 9: ®voi1kég Kot ynNUIKES 1010TNTEG

9.1. Zroyyeia Yo TG facIKES QUOIKES KA YNUIKES 1O10TNTES

Duokn KotdoTacn T Xteped
APOLOL © Mn dwbéoyio
Epgpdvion T Xkovn.

Oopn © Mn dwbéoyio
Opto oopng © Mn dwbéoyo
Inueio ™&emg : Mn dwbéoyo
Inueio mEemg : Mn dwbéoyo
Inueio Bpacpon : Mn dwbéoyo
Evplextoémta © Mn dwbéoyo
Opro. kvdvvov ekpnéemg 1 Agv oydet
Xapniodtepo 6pro £xpnéng 1 Agv oydet
Avdtato 0pro expn&potTag 1 Agv oydet
Inueio avapreéng 1 Agvoydet
Ogppokpacio avtavapreéng 1 Agv oydet
Bgppokpacio amocHvieong : Mn dwbéoyo
pH : Mn dwbéoyo
Awdivpo pH : Mn dwbéoyo
EDOEC, KIVENOTIKOG (1)) T Agv oydet
AwAvtomto : Nepo: 100 — 1000 g/l
TUVTEAEGTIG KOTAVOUNG OF HEYLLO N-0KTAVOANG/VEPOD : Mn dwbéoyo
(Log Kow)

Tdon otpumdv : Mn dwbéopo
ITieon atpov oe Beppokposio S0°C : Mn dwbéopo
IMukvomTa : Mn dwbéopo
SYETIKN TOKVOTNTA : Mn dwbéopo
SyeTikn TOKVOTNTA ATHAOV 6Tovg 20°C 1 Aev oyvet
Méyebog copatidiov : Mn dwbéopo
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Ropinirole hydrochloride
Agltio Agdopévov Acpaleiog

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

9.2.1. IIAnpo@opics GYETIKA IE TIS KLAGELS UGIKOD KIVIVVOU
Agev vrdpyovy emmAfov TANpoPopieg
9.2.2. AMA0 {OpOKTNPIGTIKA 0.6QULEING

Agv vrdpyovv emmAéov TANpopopieg

TMHMA 10: Xta0gpdtnTo Kol avIdpaoTIKOTNTO

Z1afepd VIO KAVOVIKEG GUVONKES.

Agv vrdpyovy emmA£ov TANPOPopieg

Kavévag yvootog/-1/-6.

Aev vrdpyovy emmAfov TANpoPopieg

Kapio og kavovicn ypnon. BAéme tunpa 7.

Ortov Beppaivetar p€ypt Tov onpeiov SIUCTOONG, EKTEUTEL EMKIVOVVOVG KOTVOVG.

TMHMA 11: To&koroyikég TANPOPOPIES

O&eia To&komTa (amd 6TOHATOG) . EmProfég og nepintmon kotdmoong.
O&eia To&ikomTo (SeppatiKn) 1 Mn ta&wvopnpévog (EAeparticd dedopéva)
O&eia To&otTa (avomvon) 1 Mn ta&wvopnpévog (EAkeparticd dedopéva)

Ropinirole hydrochloride

LD50 and tov 61dp0T0g 68 Apovpaiong 300 — 2000 mg/kg
AGBpmon kot epebiopdg Tov dEppatog : Mn ta&vopnpévog (EAreipatikd dedopéva)
ZoPBopn opBaipikn PAABN/epediopog 1 Mn ta&wvopnpévog (EAeparticd dedopéva)
EvaisOntomoinon tov avomvevotikod 1y © Mn taé&wopnpévog (EArepatikd dedopéva)
gvaicOntomoinomn Tov d€ppatog
MetaAro&ryéveon YEVWINTIKOV KUTTAP®OV © Mn ta&wvopnpévog (EArepatikd dedopéva)
Kapxwoyéveon : Mn ta&vopnpévog (EAreipatikd dedopéva)
To&wdmTa Y100 TV avemepoy®yn © Yromto yio mpoxkAnomn PAAPNG ot yovdta 1) 610 EuPpuo. Mropei va BAdyet Ta Bpéen mov
TPEPOVTOL PE UNTPLKO YAAOL.
Ewdu to&wotnta ota dpyava-otoyovg (STOT) — © Mn taé&wopnuévog (EArepatikd dedopéva)
gpamag £xbeon
Ewdu to&wotnta ota dpyava-ctoyovg (STOT) — © Mn ta&wopnuévog (EAhepatikd dedopéva)
emovelknppévn €kbeon
Enuwvdovomta avappoenong © Mn taé&wvopnpévog (Advvapio GVAROYNAG SESOUEVMV Y10l TEXVIKOVS AOYOVE)

Agv vrdpyovy emmAfov TANpoPopieg
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Ropinirole hydrochloride
Agltio Agdopévov Acpaleiog

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

TMHMA 12: Owoloyikég TANpo@opisg

Oworoyia - yevika : Agv mopovoildlet 1aitepo Kivouvo yia to TepBailov.
Emikivduvo yio to vdativo meptBdiiov, Bpayvrpdbeopog : Mn ta&wounuévog (EAepaticd dedopéva)
(0&bg)

Emikivduvo yio. to vdativo meptBdAlov, pakporpobeopog : IToAd T0&1KS yio TOLG VIPOBLOVG OPYAVIGLOVGS, HE HOKPOXPOVIEG ETTTOOELS.
(xpéviog)

Agv vrdpyovy emmA£ov TANPOPopieg

Agv vrdpyovy emmA£ov TANPOPopieg

Agev vrdpyovy emmAfov TANpoPopieg

Agev vrdpyovy emmAfov TANpoPopieg

Agv vrdpyovy emmAfov TANpoPopieg

Agv vrdpyovy emmAéov TANpoPopieg

TMHMA 13: Xtovyeio oyeTika pe T 0130gon

Agv vrdpyovv emmAéov TANpoPopie

TMHMA 14: ITAnpo@opieg 6YeTIKA pE T HETAPOPA

Topupovo pe ADR /IMDG / IATA
ADR IMDG IATA

14.1. AprOpéc OHE 1 apOpog tavtotnTog

UN 3077 UN 3077 UN 3077

14.2. Owkeia ovopasia awostorisc OHE

TIEPIBAAAONTIKA EINIKINAYNEEZ OYZIEE, ENVIRONMENTALLY HAZARDOUS Environmentally hazardous substance, solid, n.o.s.
YTEPEEZ, E.A.O. SUBSTANCE, SOLID, N.O.S.

Teprypagn eyypapov petapopag

UN 3077 IIEPIBAAAONTIKA EITIKINAYNEZ UN 3077 ENVIRONMENTALLY HAZARDOUS UN 3077 Environmentally hazardous substance,
OYZIEL, XTEPEEZ, E.A.0., 9, 111, (-) SUBSTANCE, SOLID, N.O.S., 9, 1ll, MARINE solid, n.o.s., 9, Il
POLLUTANT

14.3. Ta&n/-e1g KivdHvov KaTd T PETOPOPd

9 9 9
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Ropinirole hydrochloride
Agltio Agdopévov Acpaleiog

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

ADR

14.4. Opdaoda cvokevaciog

14.5. Tlgprfairovtikn emKIVOLVOTITO

Emiivduvo yio to mepipdidov: Nat

Emkivduvo yio to mepipdirov: Now
MoAvopotikdg TapdyovTag yio To VATvVo

nepBdiiov: Nat

Emucivduvo yio to mepipdiiov: Now

Aev vrapyovv emmAfov Stabéopues TANPoPopies

14.6. Exdukég Tpo@uAaEels yia Tov YpieTy

Eniyewa petagopa

Kodwog tagvounons (ADR)

Ewucée dotaéerg (ADR)

[epropiopéveg mocdtnteg (ADR)

E&upovpeveg moodmteg (ADR)

Odnyieg ovokevaoiog (ADR)

Ewducés dotdéerg ovokevaoiag (ADR)

Awtdéelg pewktg ovokevaocieg (ADR)

Odnyieg Yoo opNTES FEEAUEVEG KOl EUTOPEVUATOKIBDTIOL
x0dnv (ADR)

Ewwég drataerg v popntég delapteveég Kot
gumopevpoTokiPdTie x0dnv (ADR)

Kodwodg de&apevng (ADR)

Oynua ylo petapopd deEopevig

Katmyopia petagopds (ADR)

Ewwég datdéerg yuo t petagpopd - Koia (ADR)
Ewwéc datderg yu ) petagpopd - Xodnv (ADR)
Ewwég datdEerg yuo  petagpopd - Doptwon,
eKQOPTOON Kot XePIoHOS (ADR)

ApBv avayvodpiong kwvdvvov (Képiep ApBu.)
Toprtokai dickot

Kodwds mepropiopdv yuo onpayyes (ADR)

petapopd pécm Boracong

Ewum mpopreyn (IMDG)
Tepropiopéveg mocdtteg (IMDG)
E&opovpeveg moodmteg (IMDG)
Odnyieg ovokevaoiog (IMDG)

Ewwég datd&elg ouokevaciog (IMDG)
Odnyieg cvokevasiog ePTOPELHATOKIBOTIOV-dEEAUEVHY
(xddwog IMDG)

Ewwég doraées IBC (IMDG)

Odnyieg v de&apevég (IMDG)

Ewwéc datagerg yu de€opevég (IMDG)
ApOuog EmS (Iupkoyid)

ApBpdg EmS (Awappony)

Koamyopieg popticov (IMDG)
AmoBnkevon kot xepiopog (IMDG)

G

: 5kg

M7
274, 335, 375, 601

El

P002, 1IBCO8, LP02, R001
PP12, B3

MP10

. T1, BK1, BK2, BK3
. TP33

. SGAV, LGBV
AT

.3

. V13

. VC1,VvC2

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
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Ropinirole hydrochloride
Agltio Agdopévov Acpaleiog

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

Evoépua petagopd

PCA E&apovpeveg mocomreg (IATA) : E1
PCA Ileplopiopéveg mocomteg (IATA) © Y956
KaBopn} péytot nocdtnta yio mepopiopévn nocdétra  : 30kgG

EMTPETOLEVT Y10 ETPOTNYER OEPOTKAPT KOL Y0
agpookden petapopds poptiov (IATA)
Odnyieg ovokevaoiog yo enPatmyd aepookden (IATA) : 956

Kabapn péyiom mocdtnta yio ematnyd aepookden : 400kg

KOl ylo 0epookaon petapopds poptiov (IATA)

Odnyieg cvokevaGiOg HOVO Y10 0EPOCKAPT LETAPOPAG : 956

poptiov (IATA)

Mé£y1ot 1060 TA LETAPOPAG OTOKAELGTIKE OO : 400kg

agpookden petapopds optiov (IATA)

Ewwcée dotaéerg (IATA) © A97, A158, A179, A197, A215
Kwdwkog ERG (IATA) ;9L

14.7. @aldooreg peta@opég y0oNy cdpgmva pe Tig Tpageig rov IMO

Aev 1oydel

TMHMA 15: Xtovyeio vVopoOeTikov yopaKTipo

15.1. Kavovicpoi/vopoOsecio 6yeTika pe TV 06QaAELN, TNV VYEIO KO TO TEPLBAALOV VIO TNV OVGIA 1] TO pEIYRO
15.1.1. kavoviopoi EE

Hapapmpa XVII Too REACH (IlIpoimobéceig mepropiopov)

Aev nepihappaveron oto [Mapapmuo XVII tov REACH

Hapdaptpae XIV tov REACH (Katdioyog 0.6£1060TN01G)

Aev tepthapfavetat oto Mapapmpe XIV oo REACH (Katdloyog ade0d6tnong)
Kotdhoyog vroyierev oveidv REACH (SVHC)

Aev neprhapfaveton 6tov Katdloyo vroyneiev ovoidv REACH

Kavoviopég PIC (EE 649/2012, ITponyodpevn cuvaiveon petd omé evpépmon)
Aev gpapuoletat.

Kavoviopég POP (EE 2019/1021, "Eppovor opyavikoi pomor)

Aev gpappoletar.

Kavoviopdg mepi e€aodévnong tov 6Lovrog (EE 1005/ 2009)

Aev tepthapfavetol 6Tov KatdAoyo ovoumv mov e&acbevilovv to 6lov (Kavoviopog EE 1005/2009)

Kavoviopdég mepi ekpnkTik®v tp6dpopmv ovordv (EE 2019/1148)

Aev nepiéyet kapio ovoio(eg) mov meprapPdvetar(oviar) 6Tov Katdrloyo Tpddpopav ovoldv ekpnktikdv (Kavoviopos EE 2019/1148 oyetucd pe v epmopio kot
™ XPNOM TPOSPOLUOV OVGLDY EKPIKTIKMDV)

Kavoviopiog mepi mpodpopmv oveidv vapkotikdv (EK 273/2004)

Aev mepiéyel ovoia(eg) mov mepAapfaveTar(ovial) 6Tov KaTdAoyo Tpodpopmv ovctdv vapkatik®v (Kavoviopog EK 273/2004 oyetikd pe tig mpddpopeg ovoieg
VOPKOTIKAOV)

15.1.2. EOvikég dwuratelg
Aev vrdpyovy emmAfov TANpoPopieg
15.2. A&orhoynon ymuikig ocQaielog

Agev vrdpyovy emmAfov TANpoPopieg

TMHMA 16: Alheg TAnpo@opisg

Emonpovon arloydv:
Ta&wounon g ovoiog 1 Tov HelyHATOC.
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Ropinirole hydrochloride
Agltio Agdopévov Acpaleiog

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

I peg keipevo ppacewv H ko EUH:

Acute Tox. 4 (A6 tov
GTOHATOG)

O&ela to&codmra (amd tov 6ToOH0TOoC), Katnyopio 4

Aquatic Chronic 1

Emcivduvo yio to vdatvo meptBaiiov — Xpoviog kivduvog, katnyopiog 1

H302 EmProfég o nepintmon kotdmoong.

H361 "Yronto yio mpoxkAnon PAAPNG ot yoviudta ) 610 EuPpuo.

H362 Mmnopei va. Prayet Ta Bpépn mov TpEPovTat He unTPkd yaia.

H410 TToAb to&d Yo Tovg VEPOPLOVS OPYAVIGHOVG, UE HAKPOYPOVIES EMTTAOGELS.

Lact. To&wodmTa 6TV avamapayoyn, entmpocdet Katnyopia, EXSpAcELS 6T YoAOLKiO 1 LECE TNG YAAOLYIOG
Repr. 2 To&wodmra oty avaropayoyn, katmyopio 2

Aghtio Agdopévov Acpadeiag (AAA), EE

ATIOITIOIHEH EY®NHZX Ot mAnpo@opieg mov mepiéyovial o€ ovtd To deATio mpoépyovtar amd mnyég Tig omoieg Oewpovpe agomiotes. [apdra owtd, divovrar

xopic kapio eyydnon, pnt 1 appnTn, Yoo mv akpifetd toug.
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