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TMHMA 1: IIpocoropicpidg ovoioc/peiypotog kKo etoarpeiog/emyeipnong

1.1. AvayvopioTiKog KmdKog Tpoiovtog

Mopen mpoidvtog : Ovoia

Ovopa ovsiog : Amiodarone hydrochloride

Kwducde mpoidvrog : 201600046

Suvovopa : Amiodarone, 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 avamTuén Kot TV EXoyyEALOTIKY EKTOidEVoT).
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
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1.4. Ap1Opog TNAEQAOVOL EMETYOVOUS AVAYKNG
Ap1Opog TNAe@dVOL EMETYOVOOG AVAYKNG 1 +33(0)390215608

TMHMA 2: IIp0o6o10piop6g eMKIVoUVOTNTOG

2.1. Ta&woépunon g oveiag 1| Tov peiypatog

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

AGBpmon/epediondg Tov déppatog, kotnyopia 2 H315
ZoPapn opboipkn PAAPN/o@Barpkdg epebiopds, kotnyopio 2 H319
To&wodTa 6TV avamapay®yn, Katnyopio 2 H361d
Ewum to&ucodtta o€ 6pyava-ctoyous Hotepa and enavenpupuévn ékbeon, H373
Kotnyopia 2

Emucivduvo yio to vddtvo meptBdriov — 0&0g kivduvog, katnyopiag 1 H400
Emucivduvo yio to vddtvo mepiBdriov — Xpoviog kivduvog, katnyopiog 1 H410

ITAnpeg keipevo tov Inrdcemv H ko EUH: BAéne tpnpa 16

AvemOopuNTES QUOIKOYNMKES EMIPAGELS, KAODGS KoL EMIPAGELS 6TV avOpOTIVY VYEio Kon 610 TEPLBariov
ATOQa0N HEGH KPIONG EUTEPOYVOUOVOV KOl OTOSEIKTIKNG 1OYVOGC.

2.2. Zroyeio eTIKETOG

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

Ewovoypdppora ktvdovov (CLP) : I I

GHSO07 GHS08 GHS09
[pogwomomtikn AéEn (CLP) . Ilpoocoyn
Ankaoceig emukivovvotntog (CLP) : H315 - ITpokahet epebiopd tov déppotog.

H319 - Ipokaiei coPfapd o@Oaipcd epebiopd.
H361d - "Yronto ya tpoxAnon PraBng oto éuppuo.
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Amiodarone hydrochloride
Agltio Agdopévov Acpareiog

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

H373 - Mropei va tpokarécet BAafeg ota Opyava (other:thyroid gland, lungs, heart) Votepo and
TOPOTETAUEVN N ETOVEAUUEVT EkDeoT.
H410 - IToAd T0&1Ko Y10 TOVG VOPOPLOVG OPYAVIGHOVS, LE LOKPOYPOVIEG EMTTOCELS.

AnAdacelg mpoevraéng (CLP) : P201 - Epodwoteite pe Tig £101kég 0dnyieg mpv amd T xpnon.
P202 - Mnyv 10 pnGLOTOMGETE TPV S0PACETE KoL KATAVONGETE TIG 00NYiEG TPOPVAAENG.
P260 - Mnyv avomvéete okdvn/avabupidoeic/oéplo/oToyoviotn/atpods/eKvepdIoTa.
P264 - TTAOvete Ta ¥€p1a, Toug TXELS (avTIBpdyla) Kot To TPOSMTO GYOAUGTIKA UETE TO YEPIGUO.
P273 - No amopevyetar 1 ehevBépmon oto TepBaAlov.
P280 - No popdite TpOGTATEVTIKG YOVTLO/TPOGTATEVTIKG EVOVUUTO/UEGO OTOHIKNG TTPOGTUGIOG Y10, TOL
AT/ TO TPOGMTO/TAL CVTLAL.
P302+P352 - ZE IIEPIIITQXH EITA®HX ME TO AEPMA: ITAvte pe dobovo vepd.
P305+P351+P338 - ZE INEPIITQXH EITAOHY ME TA MATIA: Eenidvete TpoceKTIKE e vePO
Y10l OPKETA AETTA. AV VITAPYOVV PAKOL ETUPNS, APULPESTE TOVG, AV Eivor €0KOA0. Zuveyiote va
Eemlévete.
P314 - ZupPovievbeite/Emokeqbeite yiotpod edv aobavieite adiabecia.
P321 - Xpedleton €0k ayoyn (PAETE CUUTANPOUOTIKEG 08NYiE TPOTOV PONOEIOV 0TV ETIKETR).
P332+P313 - Eqv mapatnpn0ei epebiopodc tov déppatog: Zvppovievdeite/Emokepdeite yotpo.
P337+P313 - Edv dev vmoympei o opBaipikog epebiopoc: Zvppovisvdeite/Emokepbeite yotpo.
P362+P364 - BydAte to polvcpéva povyo kot TAOVTE To TPV T EQVOXPTGULOTOGETE.
P391 - Maléyte T yopévn mocoTTa.
P405 - ®vrdocoeton KAeWOOUEVO.
P501 - AuiBeon tov Teplexopévov/TeptEkT o€ onpeio GLALOYNG EMKIVOVVOV 1] EWBIKAOV OTOPANTOV,
GUULPMVO PLE TOVG TOTKOVG, TEPUPEPELOKOVS, EBVIKOVG 1)/Koi S1e0VEIG KOVOVIGHOVG.

Zipoven ocOpeove pe: eE0peiTal 1| E0MTEPIKT GLOKELAGIN, TO TEPLEXOUEVA TNG onoiag dev vepPaivovv ta 10ml

Ewovoypdppora ktvdovov (CLP)

GHS08

2.3. AALot Kivovvor

Agev vapyovv emmAEOV TANPOQOPieg

TMHMA 3: XovOeon/ainpo@opies Yo T0 6GVOTUTIKA

3.1. Ovoigg

Ovopa AVayvoOPeTIKOS KOdkes | % Katdraén copomva pe v odnyia
TPOiGVTOG 1272/2008 EK [CLP]

Amiodarone hydrochloride - <100 Skin Irrit. 2, H315

Eye Irrit. 2, H319

Repr. 2, H361d

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

ITAnpeg keipevo tov dnrocemv H ko EUH: BAéne tpnpa 16

3.2. Meiypota

Aev woydet

TMHMA 4: Métpa npoTtov fondsiov

4.1. Meprypapn péTpov TPpAOTOV fonderidv

Métpa mpmdTev Pondeidv Hetd and emaen pe To SEpuo . KoBapiote ™ peyoivtepn duvorn mosdtnto okovmilovtdg ) (kabopd kot Hodakd amoppoenTikd
movi).
Métpa npmdTov Pondeidv Hetd and enapn Le To LATIo : Hemhovete to pdtia e vepo Yo Adyous acooleiag.
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Amiodarone hydrochloride
Agltio Agdopévov Acpareiog

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

Agv vapyovv emmAEOV TANPOQOPieg

Agv vapyovv emmAéov TANPOQOpieg

TMHMA 5: Métpa Y10 TNV KOTATOAEUN O] TG TVPKAYLAG

KatdAinia péca mopdoPeong : KovBépta mupocPeong.

Kivduvog mopkayidg © BAéme tunpa 2.2.

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

TMHMA 6: Métpo o€ TepinTmMon aKovo

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

Métpa €KTaKTNG OVAYKNG . Amogevyete kGBe meprrtn €xbeon.

6.1.2. ' GTopa mov TPocPEpovy TPAOTES Por)Bsreg

Agv vdpyovv emmaAEOV TANPOYOPiEg

Agv vapyovv emmAEoV TANPOQOpieg

Agv vdpyovv emmAéov TANPOQOpieg

Agev vdpyovv emmAéov TANPOQOpieg

TMHMA 7: X&eipiopég kot amo0nkevon

Agev vdpyovv emmAéov TANPOQOpieg

Agv vdpyovv emmAEOV TANPOEOPIiEg

BAéme tunpa 1.

TMHMA 8: ‘Elegyyoc tnc £ék0eonc/atopikn tpootacio

8.1.1 EOvikég oprokis Tipég emayyeipatikig £k0song ko frohoyikég oprokés Tipég

Aev vdpyovv emmaAéov TANPOQOpieg
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Amiodarone hydrochloride
Agltio Agdopévov Acpareiog

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

8.1.2. ZuvicTdpeves drudikociss Tapakorovdneng

Aev vdpyovv emmAéov TANPOQOpieg

8.1.3. Zynpatilovrar otoyycio pHmaveng Tov aépa

Agv vrtdpyovv emmAéov TANpopopieg

8.1.4. DNEL xon PNEC

Aev vdpyovv emmaAéov TANPOQOpieg
8.1.5. Ileproyés eréyyon
Agv vrtdpyovv emmAéov TANpopopieg

8.2."Eleyyor £k0gong

8.2.1. Katdhinhot pnyavikoi £reyyot

Kataiinior pnyavikoi éleyyou:
Awtnpniote og koA e&aepllopevo ydpo. ZuviBme amotteitan GHGTNO YEVIKOU UNYAVIKOD EE0EPLGHOV TOV YHPOL.

8.2.2. ATopKOG TPOGTATEVTIKOG EEOTIONOG

8.2.2.1. IIpooTacic TOV HATIAV KUl TOV TPOCATOV

Agv vdpyovv emmAEOV TANPOQOPiES
8.2.2.2. TIpoctacia déppatog
IIpoctacia Tov déppartog:

o4 EpyaoTNPiov

IIpoctacia TOV yEPLAOV:
IIpoctotevTiKd yavtio

8.2.2.3. IIpooTacio TMV AVUTVEVGTIKMDY 03DV

Agev vapyovv emmAEOV TANPOQOPieg

8.2.2.4. Ogppikoi Kivovvor

Agv vdpyovv emmaAEOV TANPOQEOPiES

8.2.3. Oprwo0étnon kot TapaxkorovOnon g meprfariiovioroykig £kOeong o€ Kivouvo

Agev vdpyovv emmAéov TANPOQOpieg

TMHMA 9: ®vokég Ko YNUIKES 1OLOTNTES

9.1. Zroyygia Yo TIg PUGIKES QUOIKES KOL YNUIKES 1O10TNTES

Puown KoThoTaom . Xteped
APDHLOL © Mn dwbéorpo
Epgpdvion o Ziovn.

Oopn © Mn dwbéoipo
Opto ooung : Mn dwbéorpo
Inueio Eemg © Mn dwbéoipo
Inueio m&emg : Mn dwbéorpo
Inueio Bpoacod © Mn dwbéoipo
Evpiextomta : Mn dwbéorpo
Opra Ktvdvvov ekpri&emg 1 Aev oyet
Xoauniotepo 6pro Ekpnéng 1 Aev woyet
Avdrtato 6pro exkpn&ydmrag 1 Agv woydet
Znueio avaereéng 1 Agv woydet
Bgppokpacio avtavaereéng T Agv woydet
Beppokpacio arocuvieong © Mn dwbéopo
pH © Mn Swbéorpo
Awivpo pH © Mn Swbéorpo
EDeC, KvepoTkog (1) 1 Agv woydet
AwAivtomra : Nepo:0,1-1g/l
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Amiodarone hydrochloride
Agltio Agdopévov Acpareiog

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

ZUVTELEOTNG KATOVOUNG O Hely e N-0KTavOANng/vepoD : Mn dwbéoo
(Log Kow)

Téon atudv : Mn Swbéoo
ITieon atpov ot Beppokpacio 50°C : Mn dwbéoo
IMukvotnto : Mn Swbéoo
ZyETIKT TUKVOTNTO © Mn dwbéoipo
Zyetikn TokvoTnTa aTUAV 6ToLG 20°C : Aevioydet
Méyebog copatidiov : Mn Swbéoo

9.2.1. Iinpo@opieg GYETIKA BE TIS KLAGELS PUOIKOD KIvdHVOU

Aev vdpyovv emmAéov TANPOQOpieg

9.2.2. AML0. YOpOKTPLOTIKG 00QUAEiog

Agv vapyovv emmAEoV TANPOQOPieg

TMHMA 10: X100gp0TnNTo KOl OVTIOPAGTIKOTNTA

Z1abepd VIO KOVOVIKEG GUVOTKES.

Agv vdpyovv emmaAEOV TANPOYOPiEg

Kavévag yvootog/-1/-0.

Agv vdpyovv emmAEOV TANPOQYOPiEg

Kapio og kavovikn xprion. BAéne tunipa 7.

Ortov Beppaivetar LEXpL TOL GNUEIOL SIACTOONG, EKTEUTEL EMKIVIVVOVG KOTVOUG.

TMHMA 11: To&wkoroyikég TAnpopopisg

Oé&ela to&kodmTaL (0d GTOHATOS) : Mn ta&wopnuévog (Baoetl tov dtabéoipov dedopévav, Ta Kprtnpio toSvounong dev mAnpovval)
Oé&ela to&coTTa (deppatikn) : Mn ta&wopnuévog (EAkewotiicd dedopévor)

O&ela to&koTTaL (avarvon) : Mn ta&wopnuévog (EAkewoticd dedopévor)

AGBpmon kot epebiopdg Tov dépuratog . TIpokolei epebiopd tov 6éppatog.

ZoBopn opOaipkn PAAPN/epediopds : Ilpokodei coPapd o@Botutkd epediopd.

EvaisOntomoinon Tov avamvenostikon 1 : Mn ta&wopnpévog (EAetaticd dedopévar)

gvaucbnTomoinom Tov dEPUOTOG

MetoAho&ryéveon YEVWITIKAOV KOTTAP®OV : Mn ta&wounuévog

Kapkwoyéveon © Mn ta&wopnuévog

To&wodTa Yo TV avamopayoyn : Yronto yio mpoxinen PAAPNG oto Eufpuo.

Ewdum to&icdtta ota opyava-otoyovg (STOT) — : Mn ta&wopnpévog

epanag £xbeon

Ewduwm to&icdtnta ota 6pyava-otoyovg (STOT) — : Mmopei vo npokarécet BAGPeg ota dpyava dotepa and TopateTapévn 1 emavelnuuévn kbeon.
emavelnupévn xbeon

Enucivduvotnto ovappdenong : Mn ta&wopnuévog (Advvapio cuALoyNg 6€d0UEVEOV Yia TEXVIKODG AOYOVC)
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Amiodarone hydrochloride
Agltio Agdopévov Acpareiog

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

Agv vapyovv emmAEOV TANPOQOPieg

TMHMA 12: Oworoyikég TAnpopopieg

Owoloyia - yevikd : Aev mapovcidlet wiaitepo kivovvo yio To mepBUALOV.
Emucivduvo yia to vddtivo mepipdriov, Bpayunpobecpog : ITodd To&kd yio Tovg VIPOBIOVE OPYOVIGHOVG.
(080g)

Emucivduvo yio to vddtivo meptBdilov, pakponpodbespog : IToAd To&ikd yio Toug v3POPIOVE OPYOVIGHOVS, IE LOKPOYPOVIES EMTTAOCELS.
(xpdviog)
Amiodarone hydrochloride

EC50 72h - @bk [1] 0,27 mg/1 (72<_unit_hours_short> Pseudokirchneriella subcapitata) (Mé6odog OOZA 201)

NOEC ypoévio gpioxn 0,014 mg/l (72<_unit_hours_short> Pseudokirchneriella subcapitata) (Mé8odog OOZA 201)

Agev vdpyovv emmAEOV TANPOQOPieg

Agv vdpyovv emmaAEOV TANPOYOPiES

Agv vdpyovv emmaAEOV TANPOYOPiES

Agv vdpyovv emmaAEOV TANPOQEOPiES

Agv vdpyovv emmAEOV TANPOEOPIiES

Agev vdpyovv emmAéov TANPOQOpieg

TMHMA 13: Xtovyeio oyeTikd pe T ovd0eon

Agev vdpyovv emmAéov TANPOQOpieg

TMHMA 14: ITAnpo@opies GYETIKA UE TN HETAPOPD,

Topeawvo pe ADR / IMDG / IATA
ADR IMDG IATA

14.1. Ap1Opog OHE 1 aprOpog tovtéTnTog

UN 3077 UN 3077 UN 3077

14.2. Oweia ovopocio arostolig OHE

TEPIBAAAONTIKA ENIKINAYNEX OYZIEZ, ENVIRONMENTALLY HAZARDOUS Environmentally hazardous substance, solid, n.o.s.
XTEPEEZ, E.A.O. SUBSTANCE, SOLID, N.O.S.
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Amiodarone hydrochloride

Agltio Agdopévov Acpareiog

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

ADR

IMDG

IATA

Heprypagn eyypdowv petagopig

UN 3077 IIEPIBAAAONTIKA EITIKINAYNEX

UN 3077 ENVIRONMENTALLY HAZARDOUS

UN 3077 Environmentally hazardous substance,

OYZIEZ, XTEPEEZ, E.A.O., 9, 11, (-) SUBSTANCE, SOLID, N.O.S., 9, lll, MARINE solid, n.o.s., 9, Il
POLLUTANT
14.3. Ta&n/-e1¢ Ktvdvvov Kot T petagopd
9 9 9

14.4. Opada cvokevaciog

14.5. MeprfarrovtiKn emKivovvoTTO

Emwivduvo yio to mepipdarov: Now

Emwivduvo yio to meptpdiiov: Now
Moo paTiKOS TopGyoVToG Yo, TO VIATIVO
meptpdirov: Now

Emwivduvo yio to mepipdirov: Now

Aev vdpyovv emmiéov drabéoiues mAnpogopieg

14.6. Exdwkég mpo@uAAGEELS Y10 TOV Yp1)oTH

Eniyewo petagopa

Kodwog tag&vounons (ADR)

Ewwég datages (ADR)
Iepropiopéveg mosotnteg (ADR)
E&mpovpeveg mocdtteg (ADR)
Odnyieg cvokevasiog (ADR)

Ewwég dotages ovokevaoiog (ADR)
Awtagelg pewtig cvokevaoieg (ADR)

Odnyieg Yoo opNTEG SeEAIEVES KOl EUTOPEVUOTOKIBMOTLL

xoonv (ADR)

Ewwég drotageis yio popntég deEopevég Kot
gumopevpoToKBdTIo 0NV (ADR)

Kodwog detapevig (ADR)

Oymuo yo petopopd de&opevig

Kotnyopia petapopds (ADR)

Ewwég dratagers yio ) petapopd - Kora (ADR)
Ewwég dotaéets yio ) petapopd - Xodnv (ADR)
Ewwég datageis yio ) petapopd - Doptmon,
ekQOpTOON Kot yeplopdg (ADR)

Ap1Bv avayvopiong kvdovov (Kéurep Apbp.)
IMoptokoi dickot

Kmdwog meplopiopmv yio onpoyyes (ADR)

peta@opd pécw Bordcong

Ewwn mpopreyn (IMDG)
Mepropiopéveg mooodtnreg (IMDG)
E&apovpeveg mocomreg (IMDG)
Odnyieg cvokevaciog (IMDG)

Ewwés datdéelc ovokevaoiog (IMDG)

Odnyieg ovokevaciog epunopevpoToKIPOTioV-deEopevdV

(kwdwog IMDG)
Ewwés dwatdéerg IBC (IMDG)

M7
. 274,335, 375, 601
. 5kg
El
P002, IBC08, LP02, RO01
PP12, B3
: MP10
. T1, BK1, BK2, BK3

: TP33

. SGAV, LGBV

AT

3

: V13

. VC1,VC2
CVv13

90

90
3077

274, 335, 966, 967, 969
5kg

El

LP02, P002

PP12

IBC08

B3
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Amiodarone hydrochloride

Agltio Agdopévov Acpareiog

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

Odnyieg ya de&apevég (IMDG)

Ewwcés datdéers yo deopevég (IMDG)
ApBpog EmS (Ivprayid)

Ap1Bpog EmS (Awppon)

Katmyopieg poptiov (IMDG)
Amobfkevon kot yepopds (IMDG)

Evoépro petagopd

PCA E&apovpeveg mooomreg (IATA)

PCA Tlepropiopéveg mocotmtes (IATA)

KoBapn péylom mocdmta yio TEpLopiopévn TocotTo.
EMTPETOUEVT] Y10t EXLPOTYE AEPOCKAPT KOl Y10
aepookden petapopds poptiov (IATA)

Odnyieg ocvokevaociog yio emPatnyd aepookdaen (IATA)
KoBapn péyiom mocdmta yo emtPatnyd aeposkaen
Ko Yo 0gpockaen petapopds eoptiov (IATA)
Odnyieg cuokevasiog HOVO Y10 AEPOSKAPT LETOPOPES
poptiov (IATA)

Méyiom TocOTNTO. LETAPOPAS OTOKAELGTIKG 0T
aepooKaen petopopig poptiov (IATA)

Ewwég dataéers (IATA)

Kwdwog ERG (IATA)

BK1, BK2, BK3, T1

: TP33

F-A
S-F

A

Sw23

El

© Y956
© 30kgG

956

© 400kg

956

. 400kg

. A97, A158, Al179, A197, A215

9L

14.7. @alaooieg peTa@opig yVoNy cdppmva pe Tic Tpaseg tov IMO

Agv 1oy0gt

TMHMA 15: Ztoygio vopoOetikod yopoxktipa

15.1. Kavoviopoi/vopoOsoio 6yeTIKG pe THY 00QaAED, TNV VYEID Kou TO TEPIBGALOY Yia TNV OVGia 1] TO peiypo

15.1.1. kavoviopoi EE

Hapaptnpa XVII tov REACH (Ilpoimobéceig mepropicpov)

Aev meprapfavetor oto Hapdaptnua XVII tov REACH

Hapaptnpa XIV tov REACH (Katdloyog 0:0£1080Tn61|5)

Aev neprapfdveton oto Hapdaptnpa XIV tov REACH (Katdhoyog adetoddtnomng)

Katahoyog vroynorov ovordv REACH (SVHC)

Aev nephapfavetor otov kKatdhoyo vroyneuwv ovoidv REACH

Kavoviepog PIC (EE 649/2012, IIponyoduevy cuvaivesn PETd omd evpépmaony)

Aev gpappoletor.

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

Agv epappodletat.

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

Aev neprapfévetol otov Katdrloyo ovoiav mov e&acbeviCovv to 6Cov (Kavoviepog EE 1005/2009)

Kavoviepdg mepi ekpnkTik®@v apodpopev ovordv (EE 2019/1148)

Aev mepiéyet kapio ovoio(eg) mov mepthappdvetar(ovtat) 6Tov KatdAoyo mpddpopmv ovoldv ekpnktik®v (Kavoviopog EE 2019/1148 oyxetikd pe v gumopio kot

™ Xp1oN TPOSPOUDY OVGLAV EKPNKTIKAOV)

Kavoviopog nepi mpodpopmv overdv vapkotikav (EK 273/2004)

Aev mepiéyet ovoia(eg) mov mepthapPavetarovior) 6Tov KoTdAoyo Tpddpopmv ovetdv vapkatikdv (Kavoviopog EK 273/2004 oyetikd pe 11 Tpddpopeg ovcieg

VOPKOTIKOV)

15.1.2. EOvikég dwuraterg

Agv vrtdpyovv emmAéov TANpopopieg

15.2. A&wohdynon ynkig acodislog

Agv vrtdpyovv emmAéov TANpopopieg

03/04/2023 (Hpepopnvia ékdoong)
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Amiodarone hydrochloride
Agehtio Aedopévav Acpaleiog

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

TMHMA 16: Alhec TAnpo@opies

Emonfpaven olhaydv:
Toa&woumon g ovciag 1 Tov PelyLoTOC.

M peg keipevo pacswv H ko EUH:

Aquatic Acute 1 Emwivduvo yio to vddtvo teptaiiov — 0£0g kivouvvog, kKotnyopiog 1

Agquatic Chronic 1 Emwivduvo yio to vddtvo mepifaiiov — Xpoviog kivduvog, katrnyopiog 1

Eye Irrit. 2 YoPapn opOoipkn PraPn/oeBaiikdg epedioodg, katnyopio 2

H315 TIpokaiel epebiopd tov déppatog.

H319 TIpokaiel coPapd o@OaAcd epebiopd.

H361d “Yronto yio tpdxinon PAGPNg oto Epfpvo.

H373 Mmopet va tpokarécet BAAPeg ota dpyava HoTEPX AN TOPATETAUEVN 1] EMAVENUUEVT £kDeOT).
H400 TIoAd to&o Y10 Toug VIPOPLOVG OPYAVIGHOVG.

H410 TIoAb to&1o Y10 ToVg VEPOPLOVG OPYAVIGLOVG, LE LAKPOXPOVIEG ETUTTMCELG.

Repr. 2 To&wodmTa otV avomapoymyr, Katnyopio 2

Skin Irrit. 2 AGPpoon/epediopog Tov déppatog, katnyopio 2

STOTRE 2 Ewdum to&icodmta og 6pyava-ctoyovs Hotepa and emavenupuévn ékbeon, kotnyopio 2

Aghtio Agdopévov Acpaleiog (AAA), EE

ATIOITOTHEH EY®NHEX Ot mAnpogopieg mov mepéyovial € auTod 10 deATio mpoépyovtat and mnyég Tig onoieg Oempodpe adiomotes. [apdia avtd, divovtot
XOPIC Kapio yyvmen, pnTm 1 appnTn, Yo Ty akpifeld tove.
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