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TMHMA 1: IIpocoropicpidg ovoioc/peiypotog kKo etoarpeiog/emyeipnong

1.1. AvayvopioTiKog KmdKog Tpoiovtog

Mopen mpoidvtog : Ovoia

Ovopa ovsiog . Deferasirox

Kwducde mpoidvrog : 201700610

Suvovopa . Deferasirox, 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 avAamTuén Kot TV EXoyYEALOTIKY EKTaidEVoT).
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

sds@edgm.eu - www.edgm.eu

1.4. Ap1Opog TNAEQAOVOL EMETYOVOUS AVAYKNG
Ap1Opog TNAe@dVOL EMETYOVOOG AVAYKNG 1 +33(0)390215608

TMHMA 2: IIp0o6o10piop6g eMKIVoUVOTNTOG

2.1. Ta&wopnon g 0veiag 1| TOV PEIYNATOG

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

Oé&ela to&kodTTa (ad Tov 6TOHATOC), Katnyopio 4 H302
Ewum to&ucodtta o€ 6pyava-ctoyovs Hotepa and emavenpupuévn ékbeon, H372
kotnyopia 1

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

ITAnpeg keipevo tov dniocemv H ko EUH: BAéne tpnpa 16

AvemOOpuNTES QUOIKOYNMKES EMIPAGELS, KAODS KoL EMIPAGELS 6TV avOpOTIVY VYEio Kon oT0 TEPLPailov
ATOQa0T PEG® KPIONG EUTEPOYVOUOVOV KOl OTOSEIKTIKNG 1OYVOGC.

2.2. Zroyeio eTIKETOG

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

Ewovoypdppora ktvdovov (CLP) : I I

GHSO07 GHS08 GHS09
Ipogwomomtikn AéEn (CLP) : Kivdvvog
Aniaogig emkivdvvotntog (CLP) : H302 - Emprofés og nepintwon katdmoong.

H372 - TIpokodei PAaPeg ota Opyove HOTEPO OO TAPOTETAUEVT T) ETAVEIANUEVT EKOEOT).
H410 - TToAd 1016 Y1 Tovg VIPOPLOVG OPYAVIGHOVG, HE HOKPOXPOVIES EMTTAOCELS.
Anhaoeig tpoedraing (CLP) © P260 - Mnv avanvéete dust/vapours.
P301+P312 - XE IIEPIITQXH KATAIIOZHE: KoAéote apécwg to KENTPO AHAHTHPIAZEQN
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1 éva yuatpo, edv arcbavieite adwbecia.

P314 - ZupPovievbeite/Emokeqbeite yiotpo edv aicbavieite adiabecia.
ZHpavon cOUPOVO pe: eEapeitar 1 E6MTEPIKT GUOKELAGIN, TO TEPLEYOLEVO. TNG omtoing dev vrepPaivovy ta 10ml
Ewcovoypappata kvddvov (CLP)

GHS08

2.3. AALot Kivovvor

Agv vrtdpyovv emmAéov TANpopopieg

TMHMA 3: Z0v0eon/ainpo@opies Yo To GVGTUTIKA

3.1. Ovoigg

Ovopa AVayvopLeTiKog KOOUKOG % Katdraén oopomva pe v odnyio
TPOIOVTOG 1272/2008 EK [CLP]

Deferasirox - <100 Acute Tox. 4 (An6 tov otopatog), H302

(ATE=500 mg/kg copatikod Bapovg)
STOT RE 1, H372

Aquatic Acute 1, H400

Aquatic Chronic 1, H410

ITAnpeg keipevo tov dnrdcemv H ko EUH: BAéne tpmpa 16

3.2. Meiypota

Aev oy0et

TMHMA 4: Métpa npatov fondsidv

4.1. Ileprypa@n péTpov tpdOTOV fondeidv

Métpa Tpmtev Pondeidv petd and eiomvon : Bydhte Tov maBovta otov kabapd aépa. APnoTe T0 GTopo oL TPOSPANOnKe va avarvedoet kabapd
oépa.

Métpa TpmdTOVv Pondeidv pHetd and emapn Le To dEp . KoBapiote ™ peyoiivtepn duvorn mosdtnto okovmilovtdg ) (kabopd kot Ladakd amoppoenTikd
mavi). [TAovete pe dpbovo vepd Kot amoppuTaVTIKO.

Métpa TpdTOV Pondeidv HeTd omd emapn [e To PATLOL . Hemhovete pe vepd kpatdvtag to BAEQapo Kakd avoryTd.

Métpa TpdTOVv Pondeidv petd omd Katdmoon 1 Hemhovete to otopa. Ewwn wtpucn mapokorovdnon. Evééyeton va cuot el mopatetapévn watpikn
Tapokorlovdnon.

4.2. INNOVTIKOTEPO GUUTTONATO KOL EMOPAGELS, GPUECEG 1| NETUYEVECTEPES

ZOUTTOUOTO/EMSPACELS © BAaPeg otnv vyeio evdéyeton va eppaviotovv pe kabvotépnon.

SOUTTOUOTO/EMOPAGELS LETE b E16TVOT . Avenopkn dedopéva.

SOUTTOUOTO/EMBPACELS LETE OO EXOPT| LE TO SEPUOL . Avenopkn dedopéva.

ZOUTTOUOTO/EMOPAGELS LETE OO EXOQT LE TOL PATIOL . Avenopkn dedopéva.

ZOUTTOUOTO/EMIPAGELS LETE b KOTAmTOoT : To cvpurtdpata gvdgyeton va etvar (oAN, KeQaloAyies, vouTio Kot aT®AELL GUVTOVIGHOV.

4.3."Evé€1&n 001060 TOTE AmOLTOOPEVG GIECT|G LUTPIKIG PPOVTIOUS Kot E10IKNG Oepameiog

ZopPovievbeite/Emokepbeite yiatpo. Eav eivor duvatd dei&te avtd to pOAo aceoleiog, Kt av OyL, dei&te T cvuokevacio N Vv eTkéta. Evepyn ovaoia.
DapUAKELTIKO TPOTOV.

TMHMA 5: Métpa y10. TNV KOTOTOAENN G THS TUPKAYLAG

5.1. IMvpocPestikd péoa

KordAinio péoa mopocPeong : KovBépta mupdoPeonc.

03/04/2023 (Huepopnvia ékdoong) EL (eMnvikd) 2/9



Deferasirox
Agltio Agdopévov Acpareiog
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Kivdvvog mopkayidg : BAéme tunpa 2.2.
Métpa Y10 THV KOTATOAEUNGT TNG TUPKOYLAG : Xpnowonomote péca katdoPeong KatdAAnia yio Ty neptPdAiovca TupKayid.

TMHMA 6: Métpo o€ TepinTtmon aKoVoLoS EKAVONG

Tevikd pétpa : Amo@uyete TV Geon enan pe To Tpoidv. Mnv avamvéete
oKkovn/avabupdoeis/aéplo/oTayovidi/ aTHoVE/ EKVEPD AT,
6.1.1. I'e Tpoc®mKd GALO A6 TO TPOSMOTIKG EKTUKTNG UVAYKNG

Métpa €kTaKTNgG OvVayKNG : Dopdte KATIAANLO TPOCTATEVTIKO POVYIGHO, YEVTIOL KO TPOGTAGIO V0. TOL HATIOL KO TO TPOGEOTO.

6.1.2. ' GTopa mov TPooPEpovy TPdOTES Por)Osres

Agv vdpyovv emmaAEOV TANPOQEOPiES

Agv vdpyovv emmAEOV TANPOQEOPiEg

Mébodot kabapiopon 1 Ziyovpéyte, 0T Ta. amoppipata o mepiouALEYoVV kot Oo amobnkevTovv aceaAés. Kabapiote
mpooekTikd. [IAMvete To VTOAEILOTA TTOV JEV UTOPELTE VO AVOKTNGETE UE : ALGAV O VTTOYA®PLOIOVG
vatpiov.

Agv vdpyovv emmaAEOV TANPOQOPiES

7

D, 1 ao0nkevon

Emm\éov kivduvol katd v eneepyocio . Egiotaron eniong n mpocoyn) Tov xpNotn 6Toug mhovolg Kivdhvoug Tov EVUTAPYXOVV TNV TEPINTMOOT

OV TO TPOTOV Ypnoorom el pe TpdTo mov opileTal amd TIC KATUCKEVAGTIKES TPOSIOLY PAPES.
TIpo@ura&els yio ac@ain yeipiopd : Xpnowonomaote o TPoidv e TPocoyn). ATOPUYETE TV AUEST) ETOPN UE TO TPOIOV. £TO HETPO TOV
Sduvatol 1 xp1o”N TOL TPOIOVTOG TPEMEL VO YIVETOL GE EPYOCTIPLOKT XOAVT.
Métpa vytewvng : Xpnon tov Tpoidvtog pe opbn Propmyovikn vyewn kot dtadikacieg acQoAieiog.

Teyvicd pétpa : Zoppopeobeite [e TOVG 10YDOVTESG KOVOVIGHOVG.
Zovonkeg @OAAENG . Ovldooetat KAEWOUEVO.

Béme tunpa 1.

TMHMA 8: ‘EAeyyog tg ékBeonc/atopikn Tpoctocia

8.1.1 EOvikég oprokés Tipnés emayyelpotikig £k0gong ko froloyukég oprokés Tipég

Agv vdpyovv emmAEOV TANPOQEOPiEg

8.1.2. ZuvicTtdpeves drodikociss TapakorovOnong

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

8.1.3. Xynportifovror oTtoygia pomaveng Tov aépa

Aev vdpyovv emmAéov TANPOQOpieg
8.1.4. DNEL kxax PNEC
Agv vrtdpyovv emmAéov TANpopopieg

8.1.5. leproyég eréyyov

Aev vdpyovv emmaAéov TANPOQOpieg

8.2. "Eleyyot ék0eong

8.2.1. Kotdiinkot pnyovikoi Ereyyol

Katarlinior pnyavikoi éleyyon:
Awmpriote o€ KoAd e&oeptlopevo ydpo. Xpnoylomoleite amokAEIoTIKA 6 KAEIGTN XOUVN Le EVEOUOTOUEVO GidTpo. DIkTpo aepocmUATISiOV VYNNG
amoterecpatikomrog (HEPA filter).

8.2.2. ATopkog TPOSTOTEVTIKOG £E0MTAMGOG
8.2.2.1. TIpo6Tacic TOV HUTIAOV KUl TOV TPOCHTOV

IIpoctacia 0pOorpdv:
Ipoctarevtikd yvoid. DIN EN 166

8.2.2.2. Ilpootacio d¢ppatog

Ipooctocio Tov déppatog:
Xpnoonoteiote TPooTATELTIKO povyiouod Yo ynpkd. DIN EN 13034

IIpoctucia TV yEPLAOV:
[poctotevtikd yaviwe aviekTikd og ynukd tpoidvra. ISO 374-1

8.2.2.3. IIpooTacio TMV AVUTVEVGTIKAV 03DV

IIpocTucic TV AVATVEVGTIKAV 00QV:
Xe nepintmon omehevdépwong okovng : pdokeg e eidtpo yo okoveg P3. DIN EN 140 & 149. Yypo mpoiov : Mdoka agpoldpotoc. Popdte ovomvevotikn
GUOKELT O€ TEPINTOON £kBeong o€ aTHOVG/CKOVES/OEPOADLLATOL

8.2.2.4. Ogppikoi Kivovvor

Agv vrdpyovv emmAéov TANpopopieg

8.2.3. Oprwo0étnon ko TapakorovOnon g tepifariovroroyikig £ékBeong og Kivdvvo

Agev vdpyovv emmAéov TANPOQOpieg

TMHMA 9: ®vokég Ko YNUIKES IOLOTNTES

9.1. Zroyygia Yo TG PUGIKES QUGIKES KOL YNUIKES 1O10TNTES

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

Oopn : Aev woyostl.
Opto ooung © Mn dwbéoipo
Inueio &emg : Mn dwbéorpo
Inueio m&emg © Mn dwbéoipo
Inueio Bpacod : Mn dwbéorpo
Evpiextomra © Mn dwbéotpo
Opra Ktvdvvov ekpri&emg 1 Aev woyet
Xauniotepo 6pro Ekpnéng 1 Aev oyet
AvdTato 6plo ekpnEpdTTog 1 Aev woyet
Enpeio avaereéng 1 Aev woyet
Beprokpacio avtovapreing 1 Aev woyet
Beppokpacio arocvvieong © Mn dwbéotpo
pH © Mn dwbéoipo
Adropo pH © Mn dwbéoipo
1EDdeG, Kvepotuedg (1) : Aev oydet
AwAvtomra : Nepo:<0,1g/l
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Deferasirox
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: Xt00gpdtnTo KOl OVTIOPAGTIKOTNTO,

Z1abepd VIO KOVOVIKEG GUVOTKES.

Agv vdpyovv emmaAEOV TANPOYOPiEg

Agv vdpyovv emmaAEOV TANPOQEOPiES

Agv vdpyovv emmAEOV TANPOQEOPiEg

Kapio og kavovikn xprion. BAéne tufipa 7.

Ortov Beppaivetar LEXpL TOL GNUEIOL SIACTOONG, EKTEUTEL EMKIVIVVOVG KOTVOUG.

TMHMA 11: To&wkoroyikég TAnpopopisg

Oé&ela to&kodmTaL (0d GTOHATOS) . EmPrapés oe mepintmon katdmoong.
Oé&ela to&coTTa (deppatikn) : Mn ta&wopnuévog

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

AGBpmon kot epebiopdg Tov dépuratog : Mn ta&wopnuévog

ToPapn opboipkn PAGPH/ epediopog : Mn ta&wopnpévog
EvaisOntomoinon Tov avamvenostikon 1 : Mn ta&wopnpévog

gvaucbnTomoinom Tov dEPUOTOG

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

Kapkwoyéveon © Mn ta&wopnuévog

To&wodTa Yo TV avamopayoyn © Mn ta&wopnuévog

Ewdwm to&icdtta ota 6pyava-otoyovg (STOT) — : Mn ta&wopnpévog

epanag £xbeon

Ewduwm to&icdtnta ota 6pyava-otoyovg (STOT) — . TIpokoAei PAaPeg ota dpyava VoTEPO OO TAPOTETOUEVN | ELOVEIANUUEVT EKOEGT.
emavelnupévn xbeon

Enucivduvotnto ovappdenong © Mn ta&wopnuévog
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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 . Emuivdvva andpinta. Xpnoponoteite katdAinia doxeio omdppymg.
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)

Aev vdpyovv emmAéov TANPOQOpieg

Agv vdpyovv emmaAEOV TANPOYOPiES

Agv vdpyovv emmaAEOV TANPOYOPiES

Agv vdpyovv emmaAEOV TANPOQEOPiES

Agv vapyovv emmAEOV TANPOQOPiEg

Agv vapyovv emmAEOV TANPOQOPieg

TMHMA 13: Xtovyeio oyeTikd pe tn ovd0eon

Tomwr| vopoBeasio (andfinto) . Kotaotpéyte pe aopoli TpOTO GOUPEOVO e TOVG TOTIKOVS/ £BVIKOUG KOVOVIGHOVG.

TMHMA 14: ITAnpo@opies GYETIKA UE TN HETAPOPT,

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

TTEPIBAAAONTIKA ETIIKINAYNEX OYZIEX, ENVIRONMENTALLY HAZARDOUS Environmentally hazardous substance, solid, n.o.s.
XTEPEEZ, E.A.O. SUBSTANCE, SOLID, N.O.S.

Meprypogi eyypapov petopopdsg

UN 3077 IIEPIBAAAONTIKA EITIKINAYNEE | UN 3077 ENVIRONMENTALLY HAZARDOUS UN 3077 Environmentally hazardous substance,
OYZIEZ, XTEPEEZ, E.A.0., 9, I11, (-) SUBSTANCE, SOLID, N.O.S., 9, Ill, MARINE solid, n.o.s., 9, 111
POLLUTANT
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ovppmva pe tov Kavoviopdé REACH (EK) 1907/2006 6mwg tporomomnke and tov Kavoviepo (EE) 2020/878

ADR IMDG IATA
14.3. Ta&€n/-e1g KtvdHvov KaTh TN HETAPOPE
9 9 9

14.4. Opada cvokevAGiog

14.5. Mgprforrovtiky EmKIvoLVOTNTO

Emucivduvo yia to meptBdAiov: Now

Emwcivduvo yia to mepidiiov: Not

MoAvopaTIKOg TopayovTag Y1 T0 VOGTIVO

neptBdAiov: Nat

Emucivduvo yia to meptBdAriov: Now

Aev vrdpyovv emmAéov dabéoec TAnpopopieg

14.6. Exdwkég Tpo@ura&erg yia tov ypieTn

Eniycwo petogopa

Koducde ta&ivopnong (ADR)

Ewwcéc data&erg (ADR)

Tepropiopéveg moodtteg (ADR)

E&apovpeveg mocotteg (ADR)

Odnyieg cvokevaciog (ADR)

Ewucés datdéelc ovokevaoiog (ADR)

Awtdéeig pewctg cvokevooieg (ADR)

Odnyies Yo popnTég deEopEVES KOl EUTOPEVUOTOKIPAOTIOL
xoonv (ADR)

Educéc datd&ers yio opntés de&apevig ko
gumopevpotokiParia yvdnv (ADR)

Kodwog defapevig (ADR)

Oymuo yo petopopd de&opevig

Kotnyopia petapopds (ADR)

Ewwég dratagers yo ) petapopd - Kora (ADR)
Ewwég dotagels yio ) petapopd - Xodnv (ADR)
Ewwég dratageis yio ) petapopd - Doptmon,
ekQOpTOON Kot yewplopdg (ADR)

Ap1Bv avayvopiong kvdovov (Kéurep Apop.)
IMoptokoi dickot

Kodwos mepropiopdv yio onpayyes (ADR)

petagopd pécw Buraocong

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

Ewwés datdéelc ovokevaoiog (IMDG)
Odnyieg cvokevaciog epumopevpoToKIPoOTiov-deEopevay
(kodwog IMDG)

Ewwés datdéerg IBC (IMDG)

Odnyieg v de&apevég (IMDG)

Ewwés datdéers v deapevég (IMDG)
ApBpdéc EmS (TTuprarytdr)

ApBudc EmS (Awppon)

Katyopieg poptiov (IMDG)

. 5kg

AT
3

: V13

. VC1,VC2

M7
274, 335, 375, 601

El

P002, IBC08, LP02, RO01
PP12, B3

MP10

: T1, BK1, BK2, BK3

: TP33

SGAV, LGBV

Cvi13

90

90
3077

274, 335, 966, 967, 969
5kg

El

LP02, P002

PP12

IBC0O8

B3
BK1, BK2, BK3, T1

. TP33

F-A
S-F

A
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Amobnkevon kot yepopds (IMDG) : SW23

Evoépra petagopd

PCA E&apovpeveg mocomreg (IATA) © El1
PCA Tlepropiopéveg mocomtes (IATA) T Y956
Kabopn péyom nocdmnra yia mepopiopévn nocdtnra.  : 30kgG
EMTPETOLEVT] V1L EXLPOTYE AEPOCKAPT KO Y10

aepookden petapopds poptiov (IATA)

Odnyieg ovokevaciog ywo emPotnyd oepookdon (IATA) : 956

KoBapn péyiom mocdmta yo emtPatnyd aeposkaen . 400kg

Ko Yo 0gpockaen petapopds eoptiov (IATA)

Odnyieg cuokevasiog HOVO Yo AEPOSKAPT LETOPOPES : 956

eoptiov (IATA)

Méyiot TocOTNTO. LETAPOPAS OTOKAEIGTIKG. AT : 400kg

aepookden petapopds poptiov (IATA)

Ewwég dotaées (IATA) : A97, A158, A179, A197
Kwdwog ERG (IATA) © 9L

14.7. O@araooieg peTa@opig yVoNy cdppmva pe Tig Tpaseg tov IMO

Agv 1oy0gt

TMHMA 15: Ztoyygio vopoOetiko yopoxktipa

15.1. Kavoviopoi/vopoOsoio 6YeTIKG pe TNV 06QaAED, TNV VYEIN KOl TO TEPLPALLOV Y10 TNV 0VGIA 1] TO pEiypa
15.1.1. kavoviopoi EE

Hapaptnpa XVII tov REACH (Ilpoimobéceig mepropiopov)

Aev neprapfavetor oto Hapdaptnua XVII tov REACH

Hapaptnpae XIV 100 REACH (Katdloyog 00£1000Tn61|G)

Aev neprapPéveton oto Iapaptnpa XIV tov REACH (Katdroyog adetoddtnomng)

Kataroyog vroynorov ovordv REACH (SVHC)

Aev neprapfavetor otov kKatdhoyo vroyneuwv ovoidv REACH

Kavoviepog PIC (EE 649/2012, IIponyodpevn cvvaiveon petd amd evnpépmon)
Aev gpappoletor.

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

Aev epappodletart.

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

Aev Tepthappavetatl otov Katdroyo ovoldv o e&acbeviCovv to 6Cov (Kavoviopog EE 1005/2009)

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

Aev mepiéyet kopio ovoio(eg) mov meprapfavetoai(ovrat) 6tov Katdhoyo mpddpopmv ovotdv ekpnktikdv (Kavoviopog EE 2019/1148 oyetikd pe v gpmopio Ko
™ ¥PHoN TPOSPOUMY OLGLOV EKPIKTIKAOV)

Kavoviopog ngpi Tpodpopmv oveidv vapkotikdv (EK 273/2004)

Aev mepiéyet ovaia(eg) mov mepthapfavetar(oval) 6Tov KaTdAoyo Tpddpopmy ovetdv vopkeTikev (Kavoviopog EK 273/2004 oyeticd pe Tig Tpddpopeg ovoieg
VOPKOTIKOV)

15.1.2. EOvikég dwuraterg
Agv vrtdpyovv emmAéov TANpoPopieg
15.2. A&wohdynon ynkig acodaislog

Agv vrdpyovv emmAéov TANpoeopieg
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Deferasirox
Agehtio Aedopévav Acpaleiog

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

TMHMA 16: Alhec TAnpo@opies

I peg keipevo pacewv H kar EUH:

Acute Tox. 4 (Ao tov Oé&eia to&icomra (amd Tov 6ToONaTOC), Katnyopio 4

GTOLOTOC)

Aquatic Acute 1 Emucivduvo yia to vddrvo mepifdrrov — 0&0g kivduvog, katmyopiog 1

Aquatic Chronic 1 Emucivéuvo yia to vddrvo mepiarrov — Xpdviog kivéuvog, kornyopiog 1

H302 EmnBrapéc og mepintwon katdmoong.

H372 TIpoxarei PAGPec oo Opyova DOTEPO OO TAPUTETAUEV 1) ETOVENUUEVT EKBEOT.
H400 TToA) o0& Yo Tovg VIPOPLOVS OPYAVIGHOVG.

H410 TToAd to&1Kod Y100 TOVG VEPOPLOVG OPYAVIGLOVG, LLE HAKPOXPOVIEG ETTTMCELG.

STOTRE 1 Ewdum to&icodmra 6g 6pyava-ctdyovs votepa omd emaveknpupévn £kbeon, katmyopia 1

Aghtio Agdopévaov Acpalreiog (AAA), EE

ATIOITOIHXZH EY®NHZX Ot mAnpogopieg mov meptéyovtal 6 avtd 10 deATio Tpoépyovtat and myég Tis onoleg Bempodpe aéidmotes. [Tapoia avtd, divovrot
YOpic Kapio gyyomon, pnti 1 appnTn, Yo Ty okpifetd tovg.
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