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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 C

Xnuwn Ovopacio . (2-Butylbenzofuran-3-yl)[4-[2-(diethylamino)ethoxy]-3-iodophenyl]methanone, acid oxalate
Kodiodg mpoidvtog : 202000174

1.2. Zvvo@eic TPocdLopilopeves YPNOGELS TNG OVGIAG 1] TOV MEIYIATOS KOL OVTEVOELKVVONEVES Y P1)OELS

1.2.1. Xyetkéc mpoPrenopeveg yproerg

Kbpu katnyopia ypnong . To mpoidv mpoopileTar yio TNV £pevva Kot avamtuén Kot TV EXayyELLOTIKY eKTaidgvon.
Xpnon g ovoiog/Tov peiypotog : Movo yo emoryyehaTiky xprion
Kamnyopia Aetrovpyiog 1 xpriong 1 Xnukég ovoieg epyastnpiov

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

1.3. Ztoyeia Tov TpopunOcvTi) TOL dEXTiOV dEdOPEVEOV GPaLEiag

European Directorate for the Quality of Medicines & Healthcare
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F— 67081 Strasbourg

France

T +33(0)388412035 - F +33(0)388412771
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1.4. Ap1Opog THAEQAOVOL EMETYOVOAS AVAYKNG

ApBpds Aepdvov emetyovsag avaykng : +33(0)390215608

TMHMA 2: I[1p0oco10piopog eMKIVOUVOTNTOS

2.1. Ta&wvoépnon TG ovoiog 1| TOL pelypoTog

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

AGBpmon/epebiopnog Tov déppatog, kotnyopia 2 H315
ZoPapn opbarpkn BAPN/0@Baipkdg epebicpdg, kKatnyopio 2 H319
To&wodmTa 6TV avamopayyn, katmyopio 2 H361d
Ewu to&ucotnta 6 Opyova-oToYous VoTEPO amd ETOVEIANUpEVT EKBEDT, H373
Kotnyopia 2

Emcivduvo yio to vdativo meptBdilov — 0&0g kivovvog, kotnyopiag 1 H400
Emcivduvo yio to vddtvo meptBdiiov — Xpoviog kivduvog, katnyopiog 1 H410

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

AvemOOUNTEG QUOIKOYNMKES EMIPAGELS, KAODS Kot EMIPAGELS 6TV avOpOTIVY VYEio Kan 6T0 TEPLPdALOV
ATOQOoT LEGH KPIoNG EUTEPOYVOLUOVOV KOt OTOSEIKTIKNG 1GYVOGC.

2.2. Ztoyeia eTIKETOG

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

$

GHSO07 GHSO08 GHS09
Ipogwboromtikn AN (CLP) . IIpocoyn
AnAdoelg emkvdvvottag (CLP) : H315 - Ilpokoket epebiopod tov dEppatog.

H319 - IIpokaiei coPapd opBaipicd epediopo.
H361d - "Yronto ywo tpdxinon BAGPng oo Euppvo.
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Amiodarone impurity C
Agltio Agdopévev Acpaleiog

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

H373 - Mnopei va mpokarécet PAGPeG ota dpyavo VGTEPA OO TOPATETALEVT 1) EMAVEIANULUEV
£xBeon.
H410 - TIoA T0&1K6 Y10 TOLG VIPOBLOVG OPYAVIGLOVGS, LE LOKPOYPOVIEG EMATOCELS.

AnAdoetg Tpoeoraéng (CLP) : P201 - Egodwaoteite pe TG e181kéG 0d1yieg mpv omtd Tt xprion.
P202 - Mnv 10 gpnoiponomoete mpv SLofACETE KOl KOTAVOHGETE TIG 001 YiEg TPOPOANENG.
P260 - Mnv avanvéete okovn/avabopdoeis/aépio/otayovidio/otnods/ekvepaduata.
P264 - ITAovete ta gépua, Tovg TS (avtifpdyia) Kot 0 TpOomTO GYOAUCTIKA HETH TO XEPLOUO.
P273 - No amogevyeton 1) ehevfépwon oto meptBdAiov.
P280 - Noa popdte TpocTATEVTIKE YAVTIO/TPOGTOTEVTIKG EVEVLATO/UEGO ATOUIKNG TPOCTAGIOG Y10 TOL
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: ZEen\ivete TpocekTiKd pe vepd
Y10 0PKETE AeTTd. AV VIAPYOLY POKOT EXAPTC, OPAPESTE TOVGS, AV givar £0KOL0. XuveyioTe va
Eemhévere.
P314 - ZupPovievbeite/Emokepeite yiatpd edv arcbavieite adiobeoio.
P321 - Xpeidleton 8 ayoyn (PAEne copuminpopatikég 0dnyieg TpdTav Pondeidv oty eTikéta).
P332+P313 - Eav mapatnpnei epebiopdg tov déppatog: Zvppovievdeite/Emokepdeite yiatpo.
P337+P313 - Eav dev vroyopei 0 00Baipikig epebiopdc: Zvppovievdeite/Emokepbeite yotpd.
P362+P364 - Bydte to polvopuéva povya Kot TAOVTE Ta TPy 1o EOVOYPTGULOTOUGETE.
P391 - Maléyte T yopévn mocdTa.
P405 - dvrdooeton KAEWOUEVO.
P501 - AuiBeon tov mepilexopévou/nepléktn o€ onpeio GLALOYNG ETKIVOLVEOVY 1 EWIKOV amoPARTOV,
GOUPOVO [LE TOVG TOTKOVG, TEPLPEPELOKOVS, £OVIKOVG /Kot SebVelg KOvoviGHOovE.

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

Ewovoypappoata kvdovov (CLP) :

GHS08

2.3. AALot Kivovvol

Aev vdpyovv emmAov TANpoPopie

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

3.1. Ovoieg

Ovopa AVayvopeTIKOg KOOKog % Katdraén copoova pe v odnyia
TPOidVTOg 1272/2008 EK [CLP]

(2-Butylbenzofuran-3-yl)[4-[2-(diethylamino)ethoxy]-3- - <100 Skin Irrit. 2, H315

iodophenyl]methanone, acid oxalate Eye Irrit. 2, H319

Repr. 2, H361d

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

ITAnpeg keipevo tov niocewv H kot EUH: BAéne tuniua 16

3.2. Meiypora

Aev 1oy0et

TMHMA 4: Métpa np@tov fonbsiov

4.1. eprypoon pétpov TpOTOV fonderov

Métpa tpotmv Bonbetdv petd amd emaen pe To déppo : KoBapiote ™ peyaivtepn duvorr mocotnto okovmilovtdg ) (kabapd Kot HoAakd amoppoenTikd
Tavi).
Métpa Tpotmv Bondetdv petd and exapn pe to pdto : Eemlovete to patio pe vepod yio Aoyoug ac@odeiag.
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Amiodarone impurity C
Agltio Agdopévev Acpaleiog

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

Agv vdpyovv emmALov TANPOPOPiEs

Aev vdpyovv emmAov TANPOPopie

TMHMA 5: Métpa Y10 TNV KOTOTOAENN O] TS TUPKAYLAG

KatdAnka péca nopdcPeong : KovBépta nupdoPeonc.

Kivévvog mopkayidc : BMéme tpnpa 2.2.

MéTpa Y10 TNV KOTOTOAEUNOT) TG TUPKOYLAG : Xpnowonomote PEca KoTAoPeong KATAAANAL Yiol TV Tep1PaAlovca TupKayid.

TMHMA 6: Métpa o€ 1 0KOVGLOG EKAVONG

6.1.1. ' Tpoc®TIKS GALO A6 TO TPOSMOTIKG EKTAKTNG UVAYKNG

Mérpa €ktaxtng avykng 1 Amogevyete KaOe mepirt Ekbegom.

6.1.2. ' dTopo mov TPocPEpovy TPAOTES forBereg

Agv vrdpyovv emmAéov TANpoeopieg

Agv vrdpyovv emALOV TANPOPOPIES

Agv vdpyovv emmAéov TANPOPOpieg

Aev vrdpyovv emmAov TANPOPopieg

TMHMA 7: Xepiopég kon amo0ikevon

Aev vrdpyovv emmAéov TANpoPopieg

Agev vrdpyovv emmAéov TANpoPopieg

BAéme tunpa 1.

TMHMA 8: ‘Eleyyocg g ék0eonc/atopikn Tpoctaciao

8.1.1 EOvikéc oprokég Tipés emayyeipatikig ék0eong kan froroyikég oprakés Tipég

Aev vdpyovv emmAov TANPoPopie
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Amiodarone impurity C
Agltio Agdopévev Acpaleiog

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

8.1.2. ZuvioTOpEvES S1001K0GiES TOPAKOLOVONONG

Aev vrdpyovv emmAéov TANpogopieg

8.1.3. Zymparilovrar otoycio pOTavens Tov aipo.

Agv vrdpyovv emmAéov TANpopopies

8.1.4. DNEL ka1 PNEC

Agev vdpyovv emmAéov TANpoPopieg
8.1.5. Tleproyég eréyyon

Agv vdpyovv emmALov TANPOPOPies
8.2. 'Edeyyon ék0gong

8.2.1. Katdiinkor pnyavikoi éreyyol

Kotaiinhor pnyavikoi éreyyou:
Awnpiote og KaAd eEaeptlOpevo xdpo. Zuvibg amatteitol GOGTNUA YEVIKOD UNyavikod eE0EPIGHOD TOV XDPOL.

8.2.2. ATopkdg TPOGTOTEVTIKOG EE0TAMGPOG

8.2.2.1. [IpooTtocio TOV HOTIOV KOl TOV TPOGCAOTOV

Agv vrdpyovv emmAéov TAnpogopieg
8.2.2.2. IIpoctacio Tov déppatog
Ipootacia Tov déppotoc:

mod14 £pyooTNPiov

Ipootacio TOV yEPLOV:
IIpoototevTiKg yavtio

8.2.2.3. IIpoc6TOcio. TOV AVOTVEVGTIKMOV 00OV

Aev vdpyovv emmAfov TANpoPopie

8.2.2.4. Ogppikoi kivovvor

Agv vrapyovv emmAéov TANpopopieg

8.2.3.'Eleyyor meprfariovrikig ék0eong

Aev vdpyovv emmAov TANpoPopie

TMHMA 9: ®vokég Kol yNUIKEG 10160TNTEG

9.1. Zroyeia Yo TS fucikéc QUOIKES KoL YNUIKES 1OLOTNTEG

Duon KoTdoTaom 1 Xteped
APDHOL : Mn Swbéorpo
Oopn : Mn Swbéorpo
Op1o oopng : Mn Swbéorpo
Enpeio t&ewg : Mn Swbéotpo
Inueio m&emg : Mn Swbéorpo
Inueio Ppoacod : Mn Swbéorpo
Evpiextomrta : Mn Swbéorpo
Opra ktvdvvov ekpn&emg 1 Aev oyvet
Xouniotepo 6pro Ekpnéng 1 Aev oyvet
AvdTato 0plo ekpnEpoTnTog 1 Aev oyvet
Inueio avapregng 1 Aev oyvet
Bgppokpacio avtavaereing 1 Aev oyvet
Beppokpacio arocHvheong : Mn dwbéoyio
pH : Mn dwbéoyio
AdAvpo pH ;. Mn dwbéoyio
EDOEC, KIVEUOTIKOG (17) : Agv woydet
AwAvtomo : Mn dwbéoyo
TUVTEAEOTIG KOTAVOUNG OF HELYHLOL N-0KTOVOANG/VEPOD : Mn dwbéoyio
(Log Kow)
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Amiodarone impurity C
Agltio Agdopévev Acpaleiog

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

Tdon atpmdv : Mn dwbéoipo
Ilieon atpov oe Beppokpascio 50°C : Mn dwbéopo
TTvkvémta : Mn dwbéoipo
ZyeTkn mokvoTNnTOL : Mn dwbéoipo
ZyeTkn mokvoTnTa aTRAY 6tovg 20°C 1 Aev oydet

Méyebog copatidiov : Mn dwbéopo

9.2.1. IIxnpo@opieg oyeTIKA pe TIC KLAGELS PVOLKOV KIVOUVOL
Agev vrdpyovv emmAéov TANpogopieg
9.2.2. AAA0 YOPUKTNPIGTIKA 0.6QULEiOG

Agev vdpyovv emmALov TANPOPOpieg

TMHMA 10: X100gp0TTO KO OVTIOPAGTIKOTTA

2100epd VIO KAVOVIKEG GUVOTIKEG.

Agev vdpyovv emmAéov TANpoPopieg

Kavévag yvootog/-1/-6.

Agv vrdpyovv emmAéov TANpopopieg

Kopio o kavovikn xpron. BAére tuiqpa 7.

Orav Oeppaivetar péypt Tov onpeiov S1GoTAONG, EKTEUTEL EXIKIVEVVOVG KOTVOUG.

TMHMA 11: To&woloyikég TANpOPOpPiES

L1 Ipogopics yio ig Tigeis kuvdivov, 6mos opiCovrar otov kavoviont (EK) ap. 12722008
Oé&ela to&codmra (amd oToOHaTOC) : Mn ta&wounuévog (EMeparticd dedopévar)

Oé&ela to&ucdmra (Seppotikn) : Mn ta&wounuévog (EXeparticd dedopévar)

Oé&ela to&ucdmra (avamvon) : Mn ta&wounpévog (EMelpaticd dedopévar)

AGBpmon ko epediopog Tov d€ppratog : Ilpokaiel epebiond tov déppartog.

ZoPapn opbaipkn BAPN/epediondg . IIpokodei coBapd opburptcd epebiopod.

EvaisOntonoinon tov avomveuotikod 1 : Mn ta&wopnpévog (EAleiatikd dedopévar)

guaeOntomoinon Tov déppratog

MetaAlo&ryéveon yevwnTikdv KuTtapov : Mn ta&wopnuévog (EMeipaticd dedopévar)

Kapxwoyéveon : Mn ta&wvopnpévos (EAdepatikd dedopéva)

To&wodmTa 6TV avamopay®yn 1 Yronto yio mpdrnon PAAPng oto Epfpuo.

Ewu) to&ucotnta ota 6pyava-otoyovg (STOT) — : Mn ta&wvopnpévog (EMeiporticd dedopévar)

epanag éxbeon

Ewdu to&ucotnrta ota dpyava-ctoyovg (STOT) — : Mmnopei va npokarécet BAGPeg ota dpyava VoTEP amd TAPATETOUEVN | EmavEANUUEVT EKOEOT.
emavelAnppévn ékbeon

Enucvdovotnta avappdenong : Mn ta&wounuévog (Advvopio GVALOYNG SEGOUEVOV YL TEYVIKODG AOYOVC)

Aev vrdpyovv emmAov TANPoPopieg
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Amiodarone impurity C
Agltio Agdopévev Acpaleiog

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

TMHMA 12: Owkohoyikég TAnpo@opisg

Owoloyia - yevika

Enwivduvo yia to vddrtivo mepiBdilov, Bpayvrpodeciog
(080¢)

Emikivduvo yia to vddrtivo meptBdilov, pokporpodesiog
(xpoV10G)

: Aev mapovoidlet wiaitepo kivéuvo yio to meptBaAiov.
: TIold to&o 1o Tovg VEPOPLOVG OpYAVIGHOVG.

: TToAD to&id Yo Tovg VIPOPLOVES OPYAVIGHOVG, IE LAKPOYPOVIES EXTTAOCELS.

Aev vdpyovv emmAov TANpoPopie

Aev vrdpyovv emmAéov TANPoPopieg

Aev vrdpyovv emmAéov TANpoQopieg

Agev vrdpyovv emmAéov TANpogopieg

Agv vrdpyovv emmAéov TANpopopieg

Agv vdpyovv emmALoV TANPOPOPIiES

TMHMA 13: Xtovyeia oyeTika pe tn 613d0gon

Agv vdpyovv emmA£ov TANPOPOPieg

TMHMA 14: ITAnpo@opieg 6YETIKA PE T1| HETAPOPA

Topeove pe ADR / IMDG / IATA
ADR IMDG IATA

14.1. ApOpog OHE 1 ap1Opég TavtétnTog

UN 3077 UN 3077 UN 3077

14.2. Oweia ovopacio arostorig OHE

XTEPEEZX, E.A.0., 9,111, (-)

SUBSTANCE, SOLID,
N.O.S,, 9, 1lI, MARINE
POLLUTANT

TTEPIBAAAONTIKA ENVIRONMENTALLY Environmentally hazardous substance, solid, n.o.s.
EIMNIKINAYNEX OYZXIEZX, HAZARDOUS
STEPEES, E.A.O. SUBSTANCE, SOLID,
N.O.S.
Ieprypagn eyypapov petagopig
UN 3077 UN 3077 UN 3077 Environmentally hazardous substance, solid, n.o.s., 9, III
TIEPIBAAAONTIKA ENVIRONMENTALLY
EITIKINAYNEX OYZIEZ, HAZARDOUS
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Amiodarone impurity C
Agltio Agdopévev Acpaleiog

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

ADR IMDG IATA
14.3. Ta&n/-€1g Kivovvov Katd T peTaQopa
9 9 9

%
Y

14.4. Opaoa cvokevaciog

111 ‘ 111

111

14.5. llgprfarrovTikn emukivouvoTnTa

Now Now

Now

Emkivovvo yua to mepiBdrrov: | Emikivdvvo ya to meptBdiiov:

Moivopatikdg mapdyovtag
Y1 To VOATIVO TEPIPAALOV:

Emcivovvo ya to meptpdirov: Non

Agev vdpyovv emmAéov Stabéotpes TANPOEOpie

14.6. E101kéc TPOoQUAGEELS Y10 TOV (P1GTN

Eniyewo petagopa

Kodwodg tagvopnong (ADR)

Ewwég datdéerg (ADR)

Mepropiopéveg moodteg (ADR)

E&upovpeveg mocdmteg (ADR)

Odnyieg ovokevaciog (ADR)

Ewwég datdéelg ovokevooiog (ADR)

Awtdéelg pektg ovokevaocieg (ADR)

Odnyieg Yo @opNTEG de&OpEVES KL EUTOPEVUOTOKIPATIOL
x0onv (ADR)

Ewwcéc dratdéets yio popntés delapeveg Ko
gumopevpotokiPdTie odnv (ADR)

Kodwodg de&apevig (ADR)

Oynua yo petagopd deEopevig

Katmyopia petagopds (ADR)

Ewducée drataéers yuo ) petapopd - Kora (ADR)
Ewducéc drotaéelg ya ) petagopd - Xodnv (ADR)
Ewducés drataéers yuo ) petapopd - Poptmon,
eKQOPTOON Kat xepopog (ADR)

ApBv avayvopiong kvdvvoo (Képiep ApBu.)
IMoptokoi dickot

Kodwods mepropiopdv yio onpayyes (ADR)

petagopd péco Baracong

Ewu npopreyn (IMDG)
Iepropiopéveg moodtteg (IMDG)
E&upovpeveg mocdmteg (IMDG)
Odnyieg ovokevasiog (IMDG)

Ewwég dorages ovokevasiog (IMDG)
Odnyieg ovokevaciog epmopeLOTOKIPOTIOV-deEAUEVHV
(xddwkog IMDG)

Ewwég data&erg IBC (IMDG)

Odnyieg v de&apevég (IMDG)

Ewwéc datdacers v de&opevéc (IMDG)
ApBpds EmS (TTupraryid)

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

. MP10

. TI1, BKI1, BK2, BK3

. AT
: 3

. El
. LP02, P002
. PP12

. IBCO8

;. M7
. 274,335,375, 601

Skg

. TP33

SGAV, LGBV

V13
VCl1, vVC2

: CV13

: 90

90
3077

1 274,335, 966, 967, 969

Skg

: B3
. BKI1, BK2, BK3, Tl

TP33

. F-A
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Amiodarone impurity C
Agltio Agdopévev Acpaleiog

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

ApBpos EmS (Awppon)
Katmyopieg poptiov (IMDG)
Amobnkevon kot yepopds (IMDG)

Evoépua petagopd

PCA E&upovpeveg mocotteg (IATA)

PCA Tlepropiopéveg mocdtteg (IATA)

KaBopn péytotn mocotta yio TEPLOPISHEVT TOGOTI T
EMTPEMOLEVT Y10 EMPATNYE AEPOCKAPT KOL Yl0L
aepookden petapopds poptiov (IATA)

Odnyieg ovokevaciog yio emPatnyd agpookden (IATA)
KaBopn péytot mocotta yo emPatnyd oepockaen
KoL Yo agpookon petapopds poptiov (IATA)
Odnyieg cvokeLATING LOVO YL ALEPOSKAPT) HETAPOPAS
eoptiov (IATA)

Méyiot mocdTTO HETAPOPAS ATOKAEIGTIKG ad
aepookden petapopds poptiov (IATA)

Ewwég datacerg (IATA)

Kodwog ERG (IATA)

S-F

A

Sw23

El

: Y956

30kgG

956

: 400kg

956

: 400kg

: A97, A58, A179, A197

9L

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

Agev 1oy0et

TMHMA 15: Xtovyeio vopo0etikov yopaxtipo

15.1. Kavovicpoi/vopoOscio 6yeTikd pe Ty 06QaAeLa, TNV VY0 Ko TO TEPIPAALOV Yi0. TV 0VGIA 1] TO peiypa

15.1.1. kovovicpoi EE

Hapaptypa XVII tov REACH (Ilpoimobéceig 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 vroyiguov ovordv REACH (SVHC)

Aev teptlapfavetol 6Tov KatdAoyo vroynieuwv ovoiwv REACH

Kavoviepég PIC (EE 649/2012, IIponyodpevn cuvaiveon petd omd evnpépoon)

Aev gpoppodletar.

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

Aev gpoppoletar.

Kavoviopdg mepi e&ac0évnong Tov 6ovrog (EE 1005/ 2009)

Aev nepthapfdveton 6tov Katdhoyo ovotdv mov eEacbeviCovy to 6Cov (Kavoviepog EE 1005/2009)

Kavoviopog mepi ekpnktik®v mpédpopmv overdv (EE 2019/1148)

Aev mepiéyet kapio ovaia(eg) mov nephappdvetarovtat) 6Tov KatdAoyo Tpddpopmv ovoldv ekpnktikdv (Kavoviopoc EE 2019/1148 oyetikd pe v epmopio Kot

™ XPHoN TPOSPOUDY OVCLOV EKPTKTIKDOV)

Kavoviopog mepi mpodpopmv oveidv vapkoTikdv (EK 273/2004)

Aev mepiéyetl ovaio(eg) mov mephapfavetayoviot) 6Tov Kotdhoyo Tpddpopmv ovetdv vapkatikdv (Kavoviepog EK 273/2004 cyetikd pe 11 TpoOSpopes ovoieg

VOPKOTIKOV)

15.1.2. EOvikég dataéerg

Agv vrtapyovv emmAéov TANpopopieg

15.2. A&orhoynon yMuikig ac@aielag

Agv vrdpyovv emmAéov TAnpogopieg

14/02/2024 (Huepounvia ékdoong)
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Amiodarone impurity C
Agltio Agdopévev Acpaleiog

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

TMHMA 16: AlLeg TANPOQPOPIES

I peg keipevo ppacewv H ko EUH:

Aquatic Acute 1 Emucivduvo yio to vdativo meptBdrlov — 0&0¢ kivdvvog, katnyopiag 1

Aquatic Chronic 1 Emcivduvo ya 1o vddtvo mepifdAiov — Xpoviog kivduvog, katnyopiag 1

Eye Irrit. 2 YoBapn opboikn BPAABN/0@BaApKdG epebiopdc, katnyopio 2

H315 IpokaAei epebiopd tov déppatog.

H319 Ipokaiel cofapd opbuipicd epebiopo.

H361d "Yronto yun mpdxinon BAAPNG oo Euppuo.

H373 Mmnopei va pokarécet BAAPEG oTa Opyova VOTEPO OO TAPUTETAUEVN 1) ETAVEAUUEVT EKOEGT).
H400 TToA) T0&1Kd Y1 TOVG VIPOPLOVG OPYAVIGHOVG.

H410 TIoA) T0&Kd Y1 ToVG VIPOPLOVG OPYAVIGHOVG, LE LAKPOXPOVIES EMATOCELG.

Repr. 2 To&wodmTa otV avamapoy®yn, katnyopio 2

Skin Irrit. 2 AGBpmon/epediondg tov déppatog, kotnyopia 2

STOT RE 2 Ewdum to&ucotnta o Opyova-ctodxovs Votepa and exovelnupévn ékbeon, kotnyopia 2

Aghtio Agdopévov Acpakeiog (AAA), EE

ATIOITOIHZH EY®NHZX Ot mAnpogopieg mov mepiéyovtal o€ antd to dehtio mpoépyovtat and mnyés Tig onoieg Oempodpe a&iomotes. [Tapoia avtd, divovtot
XOPIG Kapio gyydnon, pntn N appnTn, Yo Ty akpifetd tove.
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