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COUNCIL OF EUROPE . . .
edonme ~ Sorafenib impurity H

Agltio Agdopévev Acpaleiog
of Medicines | du médicament

&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: 01/04/2023  exdoyn: 1.0

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

1.1. AvayvepioTikg KOOIKOS TPoidvTog

Mopen mpoidvtog : Ovoia

Ovopa oveiog : Sorafenib impurity H

Xnuwn Ovopacio : 4-[4-[[[2-chloro-3-(trifluoromethyl)phenyl]carbamoyl]-amino]phenoxy]-N-methylpyridine-2-
carboxamide

Kodwdg mpoiévtog : 202300097

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]

To&womta otV avaropayoyn, katmyopia 1B H360Df
To&wotTa 6TV avamopay®yn, emmpodcbet Kotnyopia, Emdpacelg otn yorovyio H362

1N péow g yarovyiog

Ewu to&ucotnto 6 0pyova-otod)ous VoTEpa amd eTOvEIANUpévn £kbeo, H372
Katnyopia 1
Emcivduvo yio to vddtvo meptBdiiov — Xpoviog kivduvog, katnyopiog 1 H410 (M=100)

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)

$ )

GHSO08 GHS09
Ipogwboromtikn AN (CLP) : Kivduvog
AnAdoelg emkvdvvottag (CLP) : H360Df - Mropei va Brayet to Eufpvo. "Yronto yuo tpdkinon BAAPNG ot yoviudtnta.

H362 - Mmopei va BAdwyet Ta. Bpépn mov TpEPOVTAL e UNTPIKO YOAL.
H372 - TIpoxaiei fAaPeg ota Opyava VoTEPO 0md TAPOUTETANEVT 1| ETAvEANLULEVT EkBeon (oo TO
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Sorafenib impurity H
Agltio Agdopévev Acpaleiog

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

GTON).
H410 - TToAd T0&1K6 Y10 TOLG VIPOBLOVG OPYAVIGLOVGS, LE LOKPOYPOVIEG EMATOCELS.
AnAdoetlg Tpoevraéng (CLP) : P201 - Egodwaoteite pe TG e181kég 0dNyieg mpv omd tn xpnion.
P202 - Mnv 10 gpnoiponomoete mpv SLofAoETE KOl KOTAVOGETE TIG 001YiEg TPOPOAAENG.
P260 - Mnv avanvéete okovn/avabopdoeis/aéplo/otayovidia/otnods/ekvepduata.
P263 - Amopehyete TV £man 0T S1APKELX THG EYKVHOGVVIG KOt TG YOAov)iog.
P264 - ITAdvete ta gépua, Tovg TS (avtifpdyia) Kot 10 TpOomTO GYOAUCTIKA LETH TO XEPLOUO.
P270 - Mnv 1pdrte, mivete 1 Komvilete, OTAV XPNGUOTOLEITE VTO TO TPOTOV.
P273 - No amogevyetor 1) ehevbépwon oto meptBdAiov.
P280 - No popdte TpocTATEVTIKE YAVTIO/TPOGTOTEVTIKG EVOOLATO/HEGO ATOUIKNG TTPOCTAGIOG Y10 T
LATI0/T0 TPOCMOTO/TOL AVTLAL.
P314 - ZupPovievbeite/Emokepbeite yiatpd edv arcbavieite adiobeoio.
P391 - Maléyte ™ yopévn mocdTA.
P405 - dvrdooeton KAEWOUEVO.
P501 - AudBeon tov mepiexopévov/aepléktn o€ onpeio GLALOYNG ETKIVOLVEOVY 1 EWIKOV amoPAfTOV,
GOUOOVO [LE TOVG TOTIKOVG, TEPLPEPELOKOVS, £BVIKOVG /Kot Siebveig KovovioHove.
ENpavon coppova pe: eEatpeitarl 1) E0OTEPIKY CLOKEVAGIN, Ta TEPLEXOLEVD TNG OToiag dev vrepPaivovv ta 10ml
Ewovoypappoata kivdovov (CLP) :

GHS08

2.3. AALot Kivovvol

Aev vdpyovv emmAov TANpoPopie

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

3.1. Ovoieg
Ovopa AVayvoOpeTIKOG KOOTKOG % Koatdraén copoova pe v odnyia
TPOidVTOg 1272/2008 EK [CLP]
4-[4-[[[2-chloro-3-(trifluoromethyl)phenyl]carbamoyl]- - <100 Repr. 1B, H360Df
amino]phenoxy]-N-methylpyridine-2-carboxamide Lact., H362
STOT RE 1, H372
Aquatic Chronic 1, H410 (M=100)

ITAnpeg keipevo tov niocewv H ko EUH: BAéne tuniua 16

3.2. Meiypata

Aev 1oy0et

TMHMA 4: Métpa npdtov fonbsiov

4.1. eprypoon pétpov TpOTOV fonderarv

Métpa tpdTev Bondeidv petd and eilomvon : Bydte tov nofovta otov kabapd aépa. AQoTe TO GTOHO TOL TPOSPAnOnKe va avarvevoet kabapd
aépa.

Métpa tpdTev Bondeidv petd amd emagn pe To dEpuo : KoBapiote ™ peyaivtepn duvorr mosdtnto ckovmilovtdg ) (kabapd Kot Hodakd amoppoenTikd
navi). [TAvete pe deBovo vepd Kot amoppuTavVTIKO.

Métpa tpdTev Bondeidv HeTd amd emapn 1e To LATIO : Eemlovete pe vepd kpotdvtog T BAEQapo Kokt avoryTd.

Métpa tpdtev Bondeidv petd omd katdmoon . Eemlovete 1o otopo. Evdéyetar va oot Bei nopatetapévn wotpikn mapokolovdnon.

4.2. ZNPavTIKOTEPO COPTTONATO KUL ETOPAGELS, APEGES 1] NETAYEVEGTEPES

ZOURTOUOTO/EMOPACELG ;. BAGPeg oty vyeia evdéyetan vo epeavictodv e kobvuotépnon.
ZOUTTOUOTO/ETOPAGELS LETH OO EIGTVON : Avemopkn dedopéva.
ZOUTTOUOTO/ETOPACELS LETA OO EMAPT) LLE TO OEPLLOL : Avemopkn dedopéva.
ZOUTTOUOTO/EMOPACELS LETA OO EMAPT] LLE TOL LOTIOL : Avemopkn dedopéva.
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Sorafenib impurity H
Agltio Agdopévev Acpaleiog

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

TopPovievbeite/Emokepbeite yiotpd. Eqv givat duvatd deiéte avtd 1o gOIlo acpodeiog, KL av oxt, dei&te ) cvokevacio 1 TV ETIKETA.

TMHMA §: Métpa Y10, TNV KOTATOAEPN O] TNG TVPKAYLAG

Katddnka péca nopdcPeong : KovBépta nmupdoPeonc.

Kivévvog mopkayidg : BMéme tpnpa 2.2.

Métpa Y10 TNV KOTOTOAEUNGT) TG TUPKOYLIG : Xpnoworomote péca KotdoBeons KatdAnia yio v tepparlovca TupKayid.

TMHMA 6: Métpo 6€ TEPITTOON 0KOVOLOG EKAVONG

Tevikd pétpa : ATo@UyeTE TNV QLLECT) EMAQT HE TO TPOTOV. MnV avanviete
oKOVN/avabVIIAcELS/ 0EPLa/OTaYOVIOI/ A TOVG/ EKVEPDHATO.

6.1.1. I'a Tpoc®mTIKE GALO A6 TO TPOGMOTIKG EKTAKTNG UVAYKNG

Métpa éktaxtng avykng : Qopdte KATAAANLO TPOGTUTEVTIKO POVYIGHO, YAVTLO KOt TPOGTOGIA Yo To. it Kot T0 Tpdomno.

6.1.2. T GTopo mov Tpocpépovy TpaTEg PoniOereg

Agv vrdpyovv emmAéov TANpogopieg

Agv vrdpyovv emmAéov TANpopopieg

MéBodot kabapiopon : Zryovpéyrte, 0TL Ta anoppiparta Oo TepIGLAAEYOVV kot Oa amobnkevTovv acearés. Kobapiote
npocekTikd. [TAOVETE ToL VTOAEILpOTA TTOL GEV PTOPEITE VO OVOKTHGETE HE : AtGAVpA VTOXA@PLOSOVG
vatpiov.

Agev vdpyovv emmAéov TANPOPopies

TMHMA 7: PLoplg Ko amofnkevon

Emnléov kivdvvor katd v eneepyacio : Eguotdton emiong n mpoooyn tov xpfiotn 6Toug Thavovg Kvdivoug Tov EVOTIAPYOVV GTNV TEPITTMON
OV TO TPOTOV YpnoyLomondel pue Tpdmo mov opileTar amd TIG KATUCKEVUGTIKES TPOSLOYPUAPES.

TIpo@ura&els yio ac@aAn YepIopod 1 XpNOWOnOMGTE TO TPOIdV e TPOSOoYT|. ATOPHYETE TNV GUECT ETAPN HE TO TPOIOV. XTO HETPO TOV
Sduvatov 1 xp1omN TOL TPOTOVTOG TPETEL VAL YIVETAL GE EPYOCTNPLAKT KOAVT.

Meétpa vytewvng 1 Xp1ion tov mpoidvtog e ophr| Prounyavikny vyewn Kot Stodikacieg ocQaAeiog.

Teyvicd pétpo 1 Zoppopembeite Le TOVG IGYVOVTEG KAVOVIGHOVG.
ZovOnkeg OAUENG 1 dvrdcoetol KAEW®LEVO.

BAéme tunpa 1.
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Sorafenib impurity H
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. Xpnoomoeite amokAEIoTIKA 68 KAEIGTH X00vn HE EvoopaTopévo oiktpo. Oiktpo aepocmpatidiov vyning
amotereopatikomrag (HEPA filter).

8.2.2. ATopkdg TPOOGTOTEVTIKOG EE0TAMGPOG
8.2.2.1. [IpocTucio TOV POTIAOV KL TOV TPOGAHTOV

Ipootocio 0@Baipn®V:
Ipoctatevtikd yvaiwd. DIN EN 166

8.2.2.2. [Ipootucio déppotog

IIpocrocia Tov déppartog:
XpNOYOTOLEIGTE TPOGTUTEVTIKO POLYIGHO Yot ynpcé. DIN EN 13034

Ipootacia TV yePLOV:
[poctatevtikd yavtio aviektikd og ynukd mtpoidvra. ISO 374-1
8.2.2.3. [IpocTucio TOV AVOTVEVGTIKAOV 00®V

IIpocTocia TOV aVATVEVGTIKAV 00(DV:
Ye nepintoon anelevbépmong okovNg : pnaokes pe eiktpo Yo okdves P3. DIN EN 140 & 149. Yypo npoidv : Mdoka agpoidpatos. Popdte avamvensTikn
GUGKELT G€ TEPINTOO £kbeong o€ aTODG/GKOVES/ 0EPOAD AT

8.2.2.4. Ogppikoi kivovvor

Agv vrdpyovv emmAéov TANpopopieg

8.2.3. Oprofétnon ko TapakorovOnon g nepifariiovroroyikig £ékOeong og Kivovvo

Aev vdpyovv emmAov TANpoPopie

TMHMA 9: ®vokég Kot yNUIKEG 10160TNTEG

9.1. Zroyeia o Tig fucikéc QUOIKES KoL YNUIKES 1OL0TNTEG

Puown KoTdoTaom 1 Xteped
APDHOL : Mn Swbéorpo
Oopn 1 Aev oyt
Op1o oopng : Mn Swbéorpo
Inueio ™&emg : Mn Swbéorpo
Inueio m&emg : Mn Swbéorpo
Inueio Ppocpod : Mn Swbéotpo
Evpiextomta : Mn Swbéorpo
Opra ktvdvvov ekpn&emg 1 Aev oyvet
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Sorafenib impurity H
Agltio Agdopévev Acpaleiog

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

Xapunhotepo 6pio £kpnéng : Aev oydet
AvdtoTo 0pio expnépomrag : Aev oydet
Inpeio avapreéng 1 Aev oydet
Ogppokpacio avtovapreéng : Aev oydet
Ogppokpacio anocHvbeong : Mn dwbéopo
pH : Mn dwbéopo
Awdropo pH : Mn dwbéopo
1EDOES, Kivepatikog (1)) : Aev oydet
Awrvtomra : Mn dwbéopo
TOVTEAEGTNG KOTAVOUNG G HETY L N-0KTAVOAN G/ VEPOD : Mn dwbéopo
(Log Kow)

Téon aTumdv : Mn dwbéopo
Ilieon atpov og Beppoxpacio 50°C : Mn dwbéopo
TTvukvoémta : Mn dwbéopo
TyETIKN TOKVOTNTOL : Mn dwbéopo
ZYETIKN TUKVOTNTO 0TUAOV 6TOoVG 20°C : Agv oydet
Méyebog copatidiov : Mn dwbéorpo

9.2.1. IIxnpo@opics GYETIKA IE TIS KAAGELS PUOIKOD KIVOHVOL

Agv vrapyovv emmAéov TANpopopieg

9.2.2. AAA0 (OPUKTNPIGTIKA 0.6QULEing

Aev vdpyovv emmAov TANPOPopieg

TMHMA 10: Zta0gp6TnTO KOl 0VTIOPAGTIKOTNTA,

2100epd VIO KAVOVIKEG GUVOTIKEG.

Agev vrdpyovv emmAéov TANpoPopieg

Agev vrdpyovv emmAéov TANpogopieg

Agv vrdpyovv emmAéov TANpopopieg

Kapio og kavovikn yprion. BAére tunipa 7.

‘Ortav Oeppaivetar péypt Tov onpeiov SACTOONG, EKTEUTEL EXKIVELYOUG KOTVODG.

TMHMA 11: To&woloyikég TANpoOPOpPiES

Oé&ela to&codmra (amd oTOHUTOC) : Mn ta&wvounpévos (Baoet tov dtabécimv dedopévav, ta kptripta Tagvounong dev TAnpovvrat)
Oé&ela to&ucdmra (deppotikn) : Mn tagwvounpévos (Baoet tov dtubéciumv dedopévav, ta kptripta Tagvounong dev TAnpovvrat)
Oé&ela to&ucdmra (avamvon) : Mn ta&wvopnpévos (EAdepatikd dedopéva)
AGBpmon kot epebiopog Tov d€ppratog 1 Mn ta&vounpévog (EAepatikd dedopéva)
ZoPapn opbaipkn BAPN/epedionog : Mn ta&wvopnpévog (EMeparticd dedopévar)
EvaisOntomoinon tov avamvevuotikod 1 : Mn ta&wopnuévog (EMeiparticd dedopévar)

gvaucOntomoinomn Tov dEpRaTog
MetaAho&ryéveon YEVWNTIKOV KUTTApOV : Mn ta&wounuévog (Baoet tov dtabéoipov dedopévav, ta kprtnpia to&vounong dev minpovvar)
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Sorafenib impurity H
Agltio Agdopévev Acpaleiog

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

Kapxwoyéveon : Mn ta&wopnuévog (Baoet tov dtabéoipwv dedopévav, ta kprrnpia to&vounong dev minpovvaon)

To&wodTa Yo TV avamTopayoyn : Mmnopei va Brdyet To Euppuo. "Yronto yia tpoxkAnen PAGBNg ot yovipudmta. Mropei va PAdyet ta
Bpéen mov tpéovton pe uNTPKo YaAa.

Ewum to&ucotnta ota 6pyava-ctoyovs (STOT) — : Mn ta&vounpévog (Erdepatikd dedopéva)

epanag éxbeon

Ewu to&ucotnta ota 6pyava-ctoyovg (STOT) — . IIpokaiei PAaPeg ota Opyavae voTEPO OO TOPATETAREVT 1) EXAVEIRNUPLEVT €kBeon (amd To oTON).

emavelnppévn €kbeon (EX\ewporicd dedopévar)

Enuivduvotnta avappdenong : Mn ta&wopnuévog (EMeiparticd dedopévar)

Agv vapyovv emmALOV TANPOPOPiEg

TMHMA 12: Owoloyikég TANpopopies

Owoloyia - yevikd . Emwivduva anopinta. Xpnotponoteite katdAinia doxeio amdppymg.

Emwivduvo yio to vddrtivo mepiBdilov, Bpayvrpobecpog : Mn ta&wounuévog (Baoet tov dabéctumv dedopévav, to kprmpla ta&vopunong dgv TAinpodvor)
(080¢)

Emikivduvo yia to vddrtivo mepipdrrov, pokporpobecpog : IToAd T0&kd yio TovG VIPOBLOVG OPYOVIGHOVS, HE LOKPOYPOVIEG EMMTAOCELS.

(xpdviog)

Aev vopiotaton Tayeio amocvvieon

Aev vdpyovv emmAov TANpoPopie

Agev vdpyovv emmAéov TANpoPopieg

Agev vrdpyovv emmAéov TANpoPopieg

Agv vrtapyovv emmAéov TANpopopieg

Agv vrdpyovv emmAéov TANpopopieg

Agv vapyovv emmALOV TANPOPOPiEg

TMHMA 13: Xtovyeia oyeTika pe tn 61d0gon

Tomwr| vopobeoio (amdfinto) : Kataotpéyte pe ool tpdmo cOUeovo e Toug Tomikods/ £0vikovg Kavovicode.

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

Topeova pe ADR / IMDG / IATA
ADR IMDG TIATA

14.1. AprOpog OHE 1 ap1Opég TavtétnTog

UN 3077 UN 3077 UN 3077
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Sorafenib impurity H
Agltio Agdopévev Acpaleiog

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

ADR

IMDG

IATA

14.2. Owkeia ovopaosio arootolig OHE

TMEPIBAAAONTIKA
EIIKINAYNEX OYZIEY,
XTEPEEZ, E.A.O.

ENVIRONMENTALLY
HAZARDOUS
SUBSTANCE, SOLID,
N.O.S.

Environmentally hazardous substance, solid, n.o.s.

Heprypagn eyypaoov peTagopas

UN 3077
TTEPIBAAAONTIKA
ENIKINAYNEX OYZIEZ,
XTEPEEZ, E.A.O., 9,111, (-)

UN 3077
ENVIRONMENTALLY
HAZARDOUS
SUBSTANCE, SOLID,
N.O.S., 9, III, MARINE
POLLUTANT

UN 3077 Environmentally hazardous substance, solid, n.o.s., 9, III

14.3. Ta&n/-€1g Kivovvov Kot T peETaQOpa

9

%
dlh.

14.4. Opaoa cvokevaciog

I ‘

1

1T

14.5. IleprforhovTiki] emKivouvoTNTA

Emkivdvvo ya to meptpaiiov:
Nau

Emkivdvvo yua to meptpaiiov:
No
Moivopatikdg mapdyovtag
Y10 T0 LIATIVO TEPPAALOV:

Emucivouvo ya to meptBdirov: Not

Now

Aev vrapyovv emmAéov Stabéoipes TANPOEOpieg

14.6. Ewdkég mpo@uratels yia tov (piotn

Eniyewo petagopa

Kodwods ta&vopnong (ADR)

Ewwég datdéerg (ADR)

Mepropiopéveg moodteg (ADR)

E&upovpeveg mocdmteg (ADR)

Odnyieg ovokevaciog (ADR)

Ewwég datdéelg ovokevooiog (ADR)

Awtdéelg pektg ovokevacieg (ADR)

Odnyieg Yoo @opNTEG de&OpEVES KL EUTOPEVUOTOKIPAOTIOL
x0onv (ADR)

Ewwéc dratdéers yio popntés delapeveg Ko
gumopevpotokiPdTie Odnv (ADR)

Kodwog de&apevng (ADR)

Oympa yo petopopd deEapevig

Katmyopia petapopds (ADR)

Ewducée drataéers yuo ) petapopd - Kora (ADR)
Ewducés drotaéelg yia ) petagopd - Xodnv (ADR)
Ewducés drataéers yuo ) petapopd - optmon,
eKQOPTOON Kat xepopog (ADR)

ApBv avayvopiong kvdvvov (Képiep ApBu.)

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

. AT
: 3

: M7
. 274,335,375, 601

Skg

MP10

: T1, BK1, BK2, BK3

. TP33

SGAV, LGBV

V13
VCl1, VC2

: CV13

: 90
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Sorafenib impurity H
Agltio Agdopévev Acpaleiog

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

Toptokoi dickot

Kodwods tepropiopdv yio onpayyes (ADR) Do

petagopd péow Bordcong

Ewu npopreyn (IMDG) 1 274,335, 966, 967, 969
Iepropiopéveg mosotnteg (IMDG) : Skg

E&ampovpeveg mocotnteg (IMDG) . El

Odnyieg ovokevasiog (IMDG) : LP02, P002

Ewwég dotages ovokevasiog (IMDG) : PP12

Odnyieg ovokevaciog sumopevpotokiBotiov-deiopevav : IBCO8

(kddwkog IMDG)

Ewwég dorages IBC (IMDG) : B3

Odnyieg Yo de&apevég (IMDG) . BKI, BK2,BK3, T1
Ewwég doragers yua de&apevég (IMDG) . TP33

Appds EmS (TTupraryid) . F-A

ApOpds EmS (Awppon) . S-F

Katyopieg poptiov (IMDG) A

Amobnkevon kot yepiopods (IMDG) : SW23

Evaépro petagopd

PCA E&apovpeveg mocotreg (IATA) . El
PCA Ileplopiopéveg mocomreg (IATA) : Y956
Kabapn péyom mocdta yio tepopiopévn tocoémta  : 30kgG
EMTPETOLEVT Y10 ETPOTYE AEPOCKAPT KO YLOL

aepookden petapopdg poptiov (IATA)

Odnyieg ovokevaciog ya emPatnyd oepookden (IATA) : 956

Kabapn péyiom mocdtnta yio emBatnyd aepookaen : 400kg

KOL Y10t 0epOoKaQN petapopds poptiov (IATA)

Odnyieg cvokevaciog HOVO Yol HEPOSKAPT LETUPOPES 1 956

eoptiov (IATA)

Méyiot mocoTNTO. LETAPOPAS UTOKAEIGTIKG AT : 400kg

aepookaen petapopds poptiov (IATA)

Ewwés dotaeis (IATA) . A97, A158, A179, A197, A215
Kodwog ERG (IATA) : 9L

14.7. Oardooreg petapopis yvony coppmva pe Tig Tpatels ron IMO

Aev woyvet

TMHMA 15: Xtovyeio vopoBetikod yopoktipa

15.1. Kavoviopoi/vopo0soio 6YETIKG pe TNV 0.6QaLEWD, TNV VYEID KoL TO TEPIBaLLOY Yia TNV OVGiC 1| TO pEiypa
15.1.1. kovovicpoi EE

Hapaptpa XVII tov REACH (IIpoimobéceig mepropiopov)

Aev nephappaveton oto Mapaptnua XVII tov REACH

HMapaptnpae XIV tov REACH (Katdhoyog 0d€1006Ttnong)
Aev teprapfaverot oto Mapdapmpa XIV tov REACH (Katdroyog ade1086tmong)

Kataroyog vroyiorov overdv REACH (SVHC)

Aev nepthappavetor otov Katdhoyo vroyneuwy ovoiwv REACH

Kavoviopég PIC (EE 649/2012, ITponyovpevn cuvaiveon petd amd evnpépmon)
Aev gpappoletar.

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

Aev gpappodletar.
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Sorafenib impurity H
Agltio Agdopévev Acpaleiog

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

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

Aev nephapPdveton otov Katdroyo ovetdv mov e&acbeviCovv to 6lov (Kavoviopog EE 1005/2009)

Kavoviopog mepi ekpnkTik®v Tpodpopmv overdv (EE 2019/1148)

Aev mepiéyer kopia ovoio(eg) mov meprapfavetoi(ovrat) 6Tov Katdloyo Tpddpopmv ovotdv ekpnktikdv (Kavoviopog EE 2019/1148 oyetikd pe v gpmopio kot
™ XpNoN TPOSPOUDY OVGLDY EKPNKTIKADV)

Kavoviopog mepi mpédpopmv overdv vapkoTikav (EK 273/2004)

Aev mepiéyet ovaio(eg) mov mepthapfavetayovial) 6Tov Kotdhoyo Tpddpopmy ovetdv vapkatikdv (Kavoviepog EK 273/2004 oyetikd pe Tig TpOSpopes ovoieg
VOPKOTIKOV)

15.1.2. EOvikég drataéerg

Agv vdpyovv emmALov TANPOPOPies

15.2. A&wordynon ymuikis ao@dierog

Aev vdpyovv emmAov TANPOPopieg

TMHMA 16: Alheg TAnpo@opisg

I\ peg keipevo ppaccwv H ko EUH:

Aquatic Chronic 1 Emcivduvo yua 1o vddtvo mepifdAiov — Xpoviog kivduvog, katnyopiog 1

H360Df Mmopei vo. BAdyet To EuPpuo. Yoo yio mpokAnon PAAPNG ot yovipdto.

H362 Mmnopei va. PAayet Ta Bpéen mov Tpépovtat e unTpikd yaia.

H372 Ipokaiel PAaPes ota Opyava VoTep amd mopaTeTapévn 1 exavelnuuévn £kxbeon.

H410 TToAb to&o 1o Tovg VEPOPLOVG OPYAVIGUOVG, LE HOKPOYPOVIES EXITTMOCELS.

Lact. To&wodmTa 6TV avamopay@yn, EMmpOcOet Kotnyopia, EMOPACEL; 6T YoAov)ia 1) LEG® TNG YoAov)iog
Repr. 1B To&wdmTa 6TV avoropaywyn, katnyopio 1B

STOTRE 1 Ewdu to&ucdtnta o dpyova-otoxovs Votepa and enavelAnupévn ékbeon, katnyopia 1

Aghtio Agdopévaov Acpareiog (AAA), EE

ATIOIIOIHZH EY®NHZX Ot mAnpogopieg mov mepiéyovtal o antd to dehtio mpoépyovtar and myég Tig onoies Bempodpe adiomotes. [Tapoia avtd, divovtat

YOPic Kapio eyydnon, pnti N appntn, Yo Ty akpifetd tove.
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