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e — Amiodarone impurity G

Agltio Agdopévev Acpaleiog
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&HealthCare | & soins de santé CONSEIL DE 'EUROPE ooppava pe tov Kavoviopd REACH (EK) 1907/2006 6mog tponomomOnke amd tov Kavoviepo (EE) 2020/878
Hpepopnvia ékdoong: 14/02/2024  exdoyn: 1.0

TMHMA 1: IIpoco10piop6g 0vGiog/peiypatos Ko ETapeiog/emysipnong

1.1. AvayvepioTikg KOOIKOS TPoidvTog

Mopen mpoidvtog : Ovoia

Ovopa oveiog : Amiodarone impurity G

Xnuwn Ovopacio : [4-[2-(diethylamino)ethoxy]-3,5-diiodophenyl][2-[(1RS)-1-methoxybutyl]benzofuran-3-
yl]lmethanone hydrochloride

Kodwdg mpoiévtog : 202000175

1.2. Zvvo@eic TPocdopllopeves YPNGELS TG OVGIAG 1] TOV MELYIATOS KOL OVTEVOELKVVONEVES Y P1)OELS

1.2.1. Xyetkéc TpoPrenopeveg yproerg

Kbpu katnyopia ypnong . To mpoidv mpoopileTat yio TV £pevva Kot avamtuén Kot TV EnayyELLOTIKY eKTaidevon.
Xpnon g ovoiog/Tov peiypotog : Movo yuo emaryyehaTiky xprion
Kamnyopia Aetrovpyiog 1 xpriong 1 Xnpkég ovoieg epyastnpiov

1.2.2. Avtevogikvodpeveg yposig
Teplopiopoi oty xpron : Mn ypnowonoteite : Katdmoon, Eonvon, Aeppoticd

1.3. Ztoyeia Tov TpopunOcvT) TOL dEXTioN dEdOpEvEOV dGPaLEiag

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@edgqm.eu - www.edgm.eu

1.4. Ap1Opog THAEQAOVOL EMETYOVOAS AVAYKNG

ApBpdg Aepdvov emetyovsag avaykng : +33(0)390215608

TMHMA 2: I[1poco10piopog emKIVOUVOTNTOS

2.1. Ta&wvopnon g ovoiog 1| TOL pelypoTog

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

AGBpmon/epebiopog Tov déppotog, kKotnyopia 2 H315
ZoPapn opboipkn BAAPN/0@Baipkg epebicpdg, Katnyopio 2 H319
To&wodmTa 6TV avamopay@yn, katnyopio 2 H361d
Ewu to&ucotnto 6 0pyova-otod)ous VoTEpa amd eTOvEIANUpévn £kbeo, H373
Kotnyopia 2

Emcivduvo yio to vdatvo meptBdilov — 0&0¢ kivovvog, kotnyopiag 1 H400
Emcivouvo yua 1o vddrvo mepifdirov — Xpoviog kivduvog, katnyopiog 1 H410

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

AvemOOUNTEG QUOIKOYNMKES EMIPAGELS, KAODS Kot EMIPAGELS 6TV avOpOTIVY VYEio Kot 6T0 TEPIPdALOV
ATOQOOT LEG® KPIoNG EUTEPOYVOLUOVOV KOt OTOSEIKTIKNG 1GYVOGC.

2.2. Zroyeia eTIKETOG

Xapaxtnpropds copgove. pe tov Kavoviopé (EE) Ap. 1272/2008 [CLP]
Ewovoypappata kivdovvov (CLP)

$

GHSO07 GHS08 GHS09
Ipogworomtikn AéEn (CLP) . IIpocoyn
Ankaoeig emukvdvvotnrog (CLP) : H315 - Ilpokodeti epebiopd tov déppatos.

H319 - IIpokaiei coPapd opBaipicd epediopo.
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Amiodarone impurity G
Agltio Agdopévev Acpaleiog

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

H361d - "Yronto ywo tpdxinon BAaPng oo Euppuo.
H373 - Mmopet va mpokarécet BAaPeg ota Opyava HoTEPE and TOPATETAUEVT 1] ETAVEIRTLUEVN
£xBeon.
H410 - TIoAd T0&1K6 Y10 TOLG VIPOBLOVG OPYAVIGHOVGS, LE LOKPOYPOVIEG EMATOCELS.

AnAdoetg Tpoevraéng (CLP) : P201 - Egodwaoteite pe TG e181kég 0d1yieg mpv omd Tt xpnion.
P202 - Mnv 10 gpnoiponomoete mpv S0 ACETE KOl KOTAVONGETE TIG 001YiEg TPOPOANENG.
P260 - Mnv avanvéete okovn/avabodoeis/aéplo/otayovidia/otnods/ekvepaduata.
P264 - IT\ovete ta gépua, Tovg myels (avtifpdyia) Kot 10 TpOomTO GYOAUGTIKA HETH TO XEPLOUO.
P273 - No amogevyetor 1) ehevbépwon oto meptBdAiov.
P280 - No popdte TpocTATEVTIKE YAVTIO/TPOGTOTEVTIKG EVOOLATO/HEGO ATOUIKNG TTPOCTAGIOG Y10 T
UATIO/TPOCOTO.
P302+P352 - XE IEPIIITQXH EITA®HXE ME TO AEPMA: TTAbvte pe apBovo vepod.
P305+P351+P338 - XE IIEPIIITQXH EITA®HX ME TA MATIA: ZEenlivete TpocekTikd pe vepd
Y10 0PKETE AeTTd. AV VIAPYOLY POKOT EXAPTC, OPAPESTE TOVGS, AV ivar £0KOL0. XuveyioTe va
Eemhévere.
P314 - ZupPovievbeite/Emokepbeite yiatpd edv arcbavieite adiobdeoio.
P321 - Xpeidleton 8 ayoyn (PAéne copuminpopatikég 0dnyieg tpdTav Pondeidv oty etikéta).
P332+P313 - Eav mapatnpnei epebiopdg tov déppatog: Zvppovievdeite/Emokepdeite yiatpo.
P337+P313 - Eav dev vroyopei o 00Baipikig epebiopdc: Zvppovievdeite/Emorepbeite yotpd.
P362+P364 - Bydte to polvopuéva povya Kot TAOVTE To TPy 1o EOVOYPTGULOTOUGETE.
P391 - Maléyte ™ yopévn mocdTa.
P405 - dvrdcoeton KAEWOUEVO.
P501 - AuiBeon tov meplexopévov/aepléktn o€ oneio GLALOYNG ETKIVOLVEOVY 1 EWIKOV amoPANTOV,
GOUPOVOL [LE TOVG TOTKOVG, TEPLPEPELOKOVS, £OVIKOVG /Kot SebVelg KOvoviGHovE.

INpavon coppova pe: eEapeitor 1) EcOTEPIKY GLOKEVAGIN, Ta TEPLEXOLLEVA TNG oToiag dev vrepPaivovv ta 10ml

Ewovoypappoata kvdovov (CLP) :

GHS08

2.3. AlLot Kivovvol

Aev vdpyovv emmAov TANPoPopie

TMHMA 3: Z0vOeon/TAnpo@opies Y10 T0 CVGTATIKG,

3.1. Ovoieg

Ovopa AVayvoOpeTIKOG KOOTKOG % Koatdraén copoova pe tnv odnyia
TPOidVTOg 1272/2008 EK [CLP]

[4-[2-(diethylamino)ethoxy]-3,5-diiodophenyl][2-[(1RS)-1- | - <100 Skin Irrit. 2, H315

methoxybutyl]benzofuran-3-ylJmethanone hydrochloride Eye Irrit. 2, H319

Repr. 2, H361d

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

ITAnpeg keipevo tov Mniocewv H kow EUH: BAéne tunua 16

3.2. Meiypora

Aev 1oy0et

TMHMA 4: Métpa np@tov fonbsiov

4.1. Heprypoon pétpov TpOTOv fonderav

Métpa tpotmv Bondeldv petd and emaen pe To déppa : KoBapiote ™ peyaivtepn dvvorr mocsotnto okovmilovtdg ) (kabapd Kot Lodakd amoppoenTikod
Tovi).
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Amiodarone impurity G
Agltio Agdopévev Acpaleiog

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

Métpa tpdtmv Bondeidv petd and emagn pe o paTio : EemhOvete to pdtio pe vepo yio AOYoug ac@aleiog.

Agv vdpyovv emmAéov TANPOPOpies

Aev vdpyovv emmAov TANPOPopie

TMHMA 5: Métpa Yo TV KOTOTOAENN O] TS TUPKAYLAG

Katdnka péca nopdcPeong : KovBépta nupdoPeonc.

Kivévvog mopkayidg : BMéme tpnpa 2.2.

MéTpa Y100 TNV KOTATOAEUNOT) TG TVPKOYLG : Xpnowonomote péca KoTdoPeong KATAAANAL yio TV TepPailovca TupKayid.

TMHMA 6: Métpo o€ TEPITTOON 0KOVOLOG EKAVONG

6.1.1. I'a TPpoc®TIKS GALO A6 TO TPOGMOTIKG EKTAKTNG UVAYKNG

Métpa £KTOKTNG OVAYKNG 1 Amogevyete KaOe mepirt Ekbeon.

6.1.2. ' dropo mov TPooPEpovy TPAOTES forBereg

Agv vrdpyovv emmAéov TANpopopieg

Agv vdpyovv emmALOV TANPOPOPIES

Agv vdpyovv emmALov TANPOPOPieg

Aev vdpyovv emmAov TANPOPopie

TMHMA 7: Xepiopog omodnkevon

Aev vdpyovv emmAéov TANPoPopieg

Agev vrdpyovv emmAéov TANpoPopieg

BAéme tunpa 1.
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Amiodarone impurity G
Agltio Agdopévev Acpaleiog

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

TMHMA 8: "EAgyyog Tng ék0eong/atopiki tpoctacio

8.1. [TapapeTpor eréyyov

8.1.1 EOvikéc oprokég Tipés enayyelpatikig ék0eong ko froroyikég oprakéc Tipég
Aev vrtapyovv emmAéov TANPOPopieg

8.1.2. ZuvieTdpEvES SLad1Kacieg TaPaKOLOVONONG

Agv vdpyovv emmAéov TANPOPOpie

8.1.3. Zymparilovrar otoyygio pHmavong tov aépo

Aev vrtapyovv emmAéov TANPoPopieg

8.1.4. DNEL xau PNEC

Agev vdpyovv emmAéov TANPOPOpieg
8.1.5. Ileproyéc eréyyov

Aev vrtapyovv emmAéov TANPoPopies
8.2."ELeyyor £ék0gong

8.2.1. Katdiinkior pnyavikoi éheyyor

Katariinior pnyavikoi éreyyon:
Awnpriote o€ koAl eEaeplopevo ydpo. Zuvibog amatteitol cOoTNHA YEVIKOD UnyavikoD eE0epiopod Tov dPov.

8.2.2. ATopkdg TPOOTOTEVTIKOG EE0TAMGPOG

8.2.2.1. [IpocTucio TOV pOTIAOV KL TOV TPOGAHTOV

Agev vrdpyovv emmAéov TANpoPopieg
8.2.2.2. TIpoctacio Tov déppatog
Ipootacio Tov déppoToc:

oS8 epyaoTnpiov

IIpocTocia TOV yEPLOV:
IIpoctotevtikd yavtio

8.2.2.3. [IpooTtocio TOV AVOTVEVGTIKAOV 00DV

Agv vrdpyovv emmAéov TANpoeopies

8.2.2.4. Ogppikoi kivovvor

Aev vdpyovv emmAéov TANpoPopieg

8.2.3. "Eleyyor meprparhovrikig £k0eong

Agv vrdpyovv emmAéov TANpoeopies

TMHMA 9: ®voikég Ko ynNUIKES 1O0TNTES

9.1. Ztoyeia o TS facikés QUOIKES KoL YNUIKES 1O10TNTESG

Duokn KoTdoToom 1 Xteped
APDLLOL : Mn dwbéopo
Oopn : Mn dwbéopo
Op1o oopng : Mn Swbéopo
Enpeio théewg : Mn Swbéopo
Enpeio méemg : Mn dwbéopo
Enpeio Bpacpod : Mn Swbéopo
Evpiektomra : Mn Swbéopo
Opra Ktvdvvov ekpnéemg : Aev woyvet
Xapunhotepo 6pio £kpnéng : Aev woyvet
Av®ToTo 0plo expnEpomTag 1 Agv oydet
Enpeio avaereéng 1 Aev woyvet
Bgeppokpacio avtavapreing 1 Aev woyvet
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Amiodarone impurity G
Agltio Agdopévev Acpaleiog

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

Bgppokpacio arochvOeong : Mn dwbéopo
pH : Mn dwbéopo
Awdropo pH : Mn dwbéoipo
EMdeG, Kvepotikog (1) : Aev oydet
Awdvtomra : Mn dwbéopo
TOVTEAEGTNG KOTAVOUNG G HElY O N-0KTAVOAN G/ VEPOD : Mn dwbéopo
(Log Kow)

Téon aTumdv : Mn dwbéopo
Ilieon atpov ce Beppokpascio 50°C : Mn dwbéoipo
TTvkvoémta : Mn dwbéopo
TyETIKN TOKVOTNTO : Mn dwbéopo
ZYETIKN TUKVOTNTO 0TUAOV 6TOoVG 20°C : Agv woydet
Méyebog copatidiov : Mn dwbéopo

9.2.1. IIxpo@opieg oyeTIKA pE TIC KLAGELS PVOLKOV KIVOUVOL
Agv vrdpyovv emmAéov TANpogopieg
9.2.2. AAA YOPUKTNPIGTIKA 0.6QuLEing

Aev vdpyovv emmAov TANPOPopie

TMHMA 10: Zta0gp6TnTo KOl 0VTIOPAGTIKOTNTA,

2100epd VIO KAVOVIKEG GUVOTIKEG.

Agev vdpyovv emmAéov TANpoPopieg

Kavévag yvootog/-17/-6.

Agv vrapyovv emmAéov TANpopopieg

Kapio o€ kavovikn yprion. BAéne tuipa 7.

Ortav Oeppaivetar péypt Tov onpeiov SACTOONG, EKTEUTEL EXKIVELYOVG KOTVODG.

TMHMA 11: To&woloyikég TANpoPoOpies

Oé&ela to&codmra (amd 6ToOHOTOS) : Mn ta&wvopnpévog (EAdepatikd dedopéva)
Oé&ela to&ucdmra (deppotikn) : Mn ta&wvopnpévos (EAdepatikd dedopéva)
Oé&ela to&ucdmra (avamvon) : Mn ta&wvopnpévog (EAdepatikd dedopéva)
AGBpmon ko epebiopog Tov d€ppratog : Ilpokahel epebhiond tov déppatoc.

ZoPapn opbaipkn BAPN/epedionog . IIpokodei coBapd opbaiutcd epebiopo.
Evaisbntomoinon tov avamvevotikod 1 : Mn ta&wopnuévog (EMeiaticd dedopévar)
gvachnromoinom Tov dEppatog

MetaAho&ryéveon YevWNTIKOV KuTTapOV : Mn ta&wounpévog (EMeparticd dedopévar)
Kapxwoyéveon : Mn ta&vounpévos (Erdepatikd dedopéva)
To&wodTTa 6TV avamopay®yn 1 Yronto yio mpdrnon PAAPNG oto Epfpuo.
Ewu) to&ucotnta ota dpyava-ctoyovs (STOT) — : Mn ta&wvopnpévog (EMeiparticd dedopévar)
epanag £xbeon
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Amiodarone impurity G
Agltio Agdopévev Acpaleiog

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

Ewdu to&uwcotnta ota dpyava-otoyovg (STOT) — : Mmnopei va npokarécet BAGPeg ota dpyava DoTEP amd TAPATETOUEVN | EmavEANUUEVT EKOEOT.
emavelnupévn ékbeon
Enucvdovotnta avappdenong : Mn taévounuévos (Advvapio GVAROYNG SESOUEVMV YlaL TEXVIKOVG AOYOVG)

Aev vdpyovv emmAéov TANpoPopieg

TMHMA 12: Owoiroyikég TAnpo@opisg

Owoloyia - yevikd 1 Aev mopovcidlet Wiaitepo Kivouvo Yo to TepPaiiov.
Emcivduvo yio to vddtvo meptBdilov, Bpayurpodbecpog : IToAd T0&kd yio Tovg VIPOBLOVG OPYAVIGHOVC.
(0809)

Emwcivduvo yio to vdatvo meptBdilov, pakporpodbespog : IToAd T0&1kd yio TOLG VIPOBLOVG OPYOVIGOVGS, HE LOKPOYPOVIEG EMMTOGELS.

o

%
s\
o

<

Agev vrdpyovv emmAéov TANpoQopieg

Agv vrapyovv emmAéov TANpoeopieg

Agv vdpyovv emmALoV TANPOPOPiES

Agv vdpyovv emmALov TANPOPOpie

Aev vdpyovv emmALov TANPOPOpieg

Aev vrdpyovv emmAéov TANpoPopieg

TMHMA 13: Ztorycio oyeTikd pe T o1adeon

Aev vrdpyovv emmAéov TANpoPopieg

TMHMA 14: ITAnpo@opieg 6YETIKA IE TT| LETAPOPD.

Zopeovo pe ADR / IMDG / IATA
ADR IMDG TATA

14.1. Ap1Opéc OHE 1 apOpog TavtotnTog

UN 3077 UN 3077 UN 3077

14.2. Oweio ovopacio arostomig OHE

TTEPIBAAAONTIKA ENVIRONMENTALLY Environmentally hazardous substance, solid, n.o.s.
EINIKINAYNEZ OYZIEZ, HAZARDOUS
XTEPEEZ, E.A.O. SUBSTANCE, SOLID,
N.O.S.
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Amiodarone impurity G
Agltio Agdopévev Acpaleiog

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

ADR IMDG IATA

Ieprypogi] eyypaoov petapopag

UN 3077 UN 3077 UN 3077 Environmentally hazardous substance, solid, n.o.s., 9, II
TTEPIBAAAONTIKA ENVIRONMENTALLY
EIMIKINAYNEX OYZXIEZX, HAZARDOUS

YTEPEEZX, E.A.0.,, 9,111, (-) SUBSTANCE, SOLID,
N.O.S,, 9, III, MARINE
POLLUTANT

14.3. Ta&n/-e1g KivdHvov KOTA TN HETAPOPE.

9 9 9
alh. g,
14.4. Opado. cvokevaciog
1II ‘ 1II ‘ 1T

14.5. Ileprforrovtikn emKivovvoTnTo

Emwivduvo yio to mepipdrdov: | Emkivévvo yia to mepiBaiiov: Emivduvo yio to mepipairov: Now
Na Nat
MoAvopatikds Tapdyovtog

Yo T0 VOGTVO TTEPPAILOV:

No

Aev vrapyovv emmAdéov dabéoieg TAnpopopieg

14.6. Ewdwkég mpo@uracerg yia Tov ypnotn

Eniyeio petagopa
Kodwog tagvounons (ADR)
Ewwés dotaées (ADR)

M7
1 274,335,375, 601

Iepropiopéveg mosdteg (ADR) : Skg

E&mpovpeves mocotnteg (ADR) . El

Odnyieg ovokevaciog (ADR) : P002, IBCOS, LP02, ROO1
Ewwés dotaéels ovokevosiog (ADR) : PP12,B3

Awtaéerg pektg cvokevooieg (ADR) : MP10

Odnyieg Yoo OpNTEG SEEAUEVEG KO EUTOPEVULOTOKIBATIOL
yxoonv (ADR)

. Tl, BK1, BK2, BK3

Ewdwég dotaéeis yio popntég deEopevig Kot : TP33
gumopevpotokiBatio xodnv (ADR)

Kodwog de&apevng (ADR) : SGAV, LGBV
Oympo yio petopopd de&opevng . AT
Kamnyopia petapopds (ADR) : 3

Ewwég dotaéers yuo ) petapopd - Kora (ADR) : VI3

Ewucég drotaéels yo ) petapopd - Xodnv (ADR) : VCI, vVC2
Ewdwéc dratdéerg yuo ) petagpopd - Doptwoon, : CVI3
eKQOpTOON Kat Xepiopos (ADR)

ApBv avayvapiong kivdvvov (Képrep Apop.) : 90

IMoptokoi dickot

Kodwog meplopiopmv yo onpayyes (ADR)

petagopd pécm Boraocong
Ewwn mpopreyn (IMDG)
Mepropiopéveg mosdteg (IMDG)
E&upovpeveg mocdmreg (IMDG)

. El

90
3077

1 274,335, 966, 967, 969

S5kg
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Amiodarone impurity G
Agltio Agdopévev Acpaleiog

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

Odnyieg ovokevaciog (IMDG)

Ewducés datdéers ovokevaoiog (IMDG)
0dnyieg cLOKELAGIOG EUTOPEVUATOKIBOTIOV-OEEAUEVDY
(kddwcog IMDG)

Ewucés dataées IBC (IMDG)

Odnyieg yio de€apevég (IMDG)

Ewducés dratdéers v deEapevég (IMDG)
ApBuog EmS (IMuprayid)

ApBuog EmS (Awppon)

Katyopieg poptiov (IMDG)
Amobnkevon ko yepopds (IMDG)

Evoépua petagopd

PCA E&upovpeveg mocdtteg (IATA)

PCA Tlepropiopéveg mocdtteg (IATA)

KaBopn péytotn mocotra yio TEpLopIoHéEV TOGOTHTO
EMTPEMOLEVT Y10 EMPATNYE AEPOCKAPT KOL YloL
aepookden petapopds poptiov (IATA)

Odnyieg ovokevaciog yio emPatnyd agpookden (IATA)
KaBopn péyrom mocotta yo emPatnyd oepockaen
Kot ylo agpookden petapopds poptiov (IATA)
Odnyieg cvokeLAGIOG LOVO YL AEPOSKAPT) HETAPOPAS
eoptiov (IATA)

Méyiotn mocdTTO HETAPOPAS ATOKAEIGTIKG ad
aepookaen petapopds eoptiov (IATA)

Ewucég dotaeg (IATA)

Kodwog ERG (IATA)

. LP02, P002
. PP12
. IBCO8

: B3

. BKI, BK2, BK3, T1
. TP33

. F-A

S-F

DA

SwW23

. El
: Y956
: 30kgG

1 956

: 400kg

. 956

: 400kg

: A97, A158, A179, A197
: 9L

14.7. @ardooreg peta@opég yHony cdppmva pe Tig Tpageig trov IMO

Agev 1oy0et

TMHMA 15: Ztorygio vopoBetikod yopoxtipa

15.1. Kavovicpoi/vopoOecio oyeTikd pe Ty a6QaAela, TNV VYo Ko To TEPIPAALOV Y0, TRV 0VGIA 1] TO peiypa

15.1.1. kovovicpoi EE

Hapaptypa XVII tov REACH (Ilpoimobéceig mepropiopov)

Aev teprapfavetat oto Mapapmpoa XVII tov REACH

Hopaptpe XIV Tov REACH (Katdloyog ad£1006Tnong)

Aev nephappaveton oto Hapaptnua XIV tov REACH (Kotdhoyog adetoddtnong)

Kataroyog vroynguov ovordv REACH (SVHC)

Aev teplapfavetotl 6tov KatdAoyo vroyneuwv ovcuwv REACH

Kavoviopiog PIC (EE 649/2012, IIponyodpevny cuvaiveon petd amd evnuépmon)

Aev gpoppodletar.

Kavoviepog POP (EE 2019/1021, Eppovor opyevikoi pvmor)

Aev gpappoletar.

Kavoviopog mepi e€aodévnong Tov 6Covrog (EE 1005/ 2009)

Aev nepthappdvetor otov Katdhoyo ovatdv mov e&acbeviiovy to 6Cov (Kavoviopog EE 1005/2009)

Kavoviopdg mepi ekpnktik®dv mpédpopmv overdv (EE 2019/1148)

Aev mepiéyet kapio ovsia(eg) mov nephappdvetar(ovtat) 6Tov KatdAoyo tpddpopmv ovoldv ekpnktikdv (Kavoviopodc EE 2019/1148 oyetikd pe v epmopio Kot

™ XPHoN TPOSPOUDY OVCLOV EKPTKTIKDOV)

Kavoviopog mepi mpodpopmv overdv vapkotikdv (EK 273/2004)

Aev nepiéyet ovaio(eg) mov mephappavetayovial) 6Tov Kotdhoyo Tpddpopmv ovetdv vapkatikdv (Kavoviepuog EK 273/2004 cyetikd pe 11 TpOSpopes ovoieg

VOPKOTIKOV)

14/02/2024 (Huepounvia ékdoong)

EL (eAnvicd)



Amiodarone impurity G
Agltio Agdopévev Acpaleiog

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

15.1.2. EOvikég drwatacerg

Aev vrdpyovv emmAéov TANpogopieg

15.2. A&oroynon yMuikig acQaielag

Aev vrtdpyovv emmAéov TANPoPopies

TMHMA 16: A)Leg TANPOQPOPIES

Mpeg keipevo ppacswv H ko EUH:

Aquatic Acute 1 Emucivduvo yio to vdativo meptBdrlov — 0&0G Kivduvog, katnyopiag 1

Aquatic Chronic 1 Emucivduvo yio to vddtvo mepiBarrov — Xpoviog kivduvog, katnyopiog 1

Eye Irrit. 2 YoPoapn o@Oaipcr BAAPN/0pBokiikdg epediopdg, katmyopio 2

H315 TIpoxalei epebiopd Tov déppartoc.

H319 TIpoxarei coPapd opBaiikd epebiopo.

H361d "Yronto yi mpdxinon BAGPng oo éuPpuo.

H373 Mmnopei va. tpokarécet BAAPeg ota dpyava VoTEP OO TAPATETOUEVN | EmaveEnpEVn EkOgo.
H400 TToAd o0& Y10 Tovg VEPOPLOVG OPYAVIGHOVG.

H410 TToAb to&o Yo Tovg VEPOPLOVG OPYAVIGHOVG, LE HOKPOYPOVIES EXITTMOCELS.

Repr. 2 To&wdmTa 6TV avorapaywyr, katnyopio 2

Skin Irrit. 2 ABpwon/epebiopdg tov déppatoc, katnyopio 2

STOT RE 2 Educ) to&ucdtnta o€ Opyava-otoyovs Votepa and exovelnupévn ékbeon, kotnyopia 2

Aghtio Agdopévaov Acpareiog (AAA), EE

ATIOIIOIHXZH EY®NHZX Ot tAnpogopieg mov meptéyovtat 6e avtd o deATio Tpoépyovtatl amd myES TIg omoieg Dewpovue a&omiotec. [lopodra avtd, divovran

YOpic Kapio eyyonon, pnty N appnTn, Yo Ty akpifetd tove.

14/02/2024 (Huepounvia ékdoong)

EL (eAnvicd)
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