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

1.1. AvayvepioTikg KOOIKOS TPoidvTog

Mopen mpoidvtog : Metypa
Ovopa tov TpoidvTog : Deferasirox for system suitability
Kodiog mpoidvtog 1 202300263

1.2. Zvvo@eic TPocdopilopeves YPNGELS TNG OVGING 1] TOV MEIYIATOS KOL OVTEVOELKVVONEVES Y P1)OELS

1.2.1. Xyetkég mpoPrenopeveg yproeig

Kbpu katnyopia ypnong . To mpoidv mpoopileTal yia TV £pevva Kot avamTuén Kot TV EnayyELLOTIKY ekTaidgvon.
Xpnon g ovoiog/Tov peiypotog : Movo yo emoryyeALaTIKy ¥prion
Kamnyopia Aetrovpyiog 1 xpriong 1 Xnpkég ovoieg epyastnpiov

1.2.2. Avtevogikvodpeveg ypnosig
Iepropiopoi otn xprion : Mn ypnowonoteite : Katdmoon, Ewonvony, Aeppoticd

1.3. Ztoyeia Tov TpopunOcvTi) TOL dEXTiOV dEdOPEVEOV aGPaLEiag

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@edgm.eu - www.edqm.eu

1.4. Ap1Opog THAEQAOVOL EMETYOVOAS AVAYKNG

ApBpds Aepdvov emetyovsag avaykng : +33(0)390215608

TMHMA 2: I1poco10piopog emKIVOUVOTNTOS

2.1. Ta&wvépunon g 0vGiag 1| TOV PEIYPRATOG

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

Oé&ela to&codTTa (amd Tov 6TOHNTOC), Katnyopio 4 H302
Ewu to&ucotnta 6 Opyova-oTodYous VoTEPa amd eTOvEIANUpéVn Ekbeo, H372
kotnyopia 1

Emcivduvo yio to vdatvo meptBdiiov — 0&0¢ kivovvog, kotnyopiag 1 H400
Emcivduvo yio to vdatvo mepiBdiiov — Xpoviog kivduvog, katnyopiog 1 H410

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

AvemOOUNTEG QUOIKOYNMKES EMIPAGELS, KAODS Kot EMIPAGELS 6TNV avOpOTIVY VYEio Kan 6T0 TEPIPdALov
ATOQOOT LEG® KPIoNG EUTEPOYVOLOVOV KOl OTOSEIKTIKNG LGYVOG.

2.2. Xtoyyeia eTIKETOG

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

$

GHSO07 GHSO08 GHS09
Ipogworomtikn AN (CLP) . Kivduvog
Tepiéyer : Deferasirox
AnAdoeig emkivdvvottag (CLP) : H302 - Emprapéc o mepintwon katdnoong.

H372 - TIpoxaiei fAGPec ota Opyavo VOTEPQ OO TAPATETAUEVT | ETAVEIANUUEVT EKBEOT.
H410 - TToAd To&1Kd Y1t TouG VIPOPLOVG OPYAVIGHOVG, HE LOKPOXPOVIES EMTTMOCELS.
AnAdoeilg Tpoeviaéng (CLP) : P260 - Mnv avanvéete okOVN/avabupdcels/aépto/ctoyovidia/oTons/ eKVEQMLATOL.
P264 - ITAOvete ta xépia, Toug el (avTifpdyiar) Kot To TpOCOTO GXOANGTIKA LETA TO XEPIOUO.
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Deferasirox for system suitability
Agltio Agdopévev Acpaleiog

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

P270 - Mnyv 1pdte, mivete 1 Komvilete, OTAV XPNCULOTOLEITE OVTO TO TPOTOV.
P273 - No amogevyeton 1 ehevbépwon oto meptBdAiov.
P301+P312 - XE ITEPIIITQXH KATAIIOXHX: Kaléote to KENTPO AHAHTHPIAZEQN 1) éva
ytpd, av oicbavleite adwabecio.
P314 - ZupPovievbeite/Emokepbeite yratpd edv arcbavieite adiabeoio.
P330 - Eemhdvete 10 0TOU.
P391 - Maléyte ™ yopévn mocdTa.
P501 - AudBeon tov mepiexopévov/aepléktn o€ onpeio GLALOYNG ETKIVOLVOVY 1 EWIKOV aroPAfTOV,
GOUPOVO [LE TOVG TOTIKOVG, TEPLPEPELOKOVS, £BVIKOVG /Kot SeBVElg KOvovIGHOUG.
Inpavon coppova pe: eEapeitor 1) E0OTEPIKY CLOKEVAGIN, Ta TEPLEXOEVA TNG oToiag dev vepPaivouv ta 10ml
Ewovoypappoata kvdovov (CLP) :

GHSO08
Emivduvo mepieyopevo : Deferasirox

2.3. AlLot Kivovvol

Agv mepiéyet ovaieg PBT/VPVB > 0,1%, ot omoieg £xovv a&toroynbei coppava pe to Moapdpmpa XIII tov Kavoviepod REACH

To piypo dev mepiéyet ovoia(eg) mov meptapPaverat otov katdloyo mov Kataptiletar cuppmva pe to apbpo 59 mapdypapog 1 tov kavoviopod REACH yo tig
10T TEG EVOOKPVIKAG dloTapoyng M dev avayvopiletat 6Tt ExeL 1B10TNTEG EVOOKPIVIKNG dl0TapayNG COLPMVL [LE TO KPLTNPLo. TOL opilovtotl oTov Kat'
e&ovctodoton Kavoviopd mg Entrporng (EE) 2017/2100 1 tov Kavoviopd g Emrponng (EE) 2018/605, e ovykévipmon ion 1 peyardtepn and 0,1%

TMHMA 3: X9vOeon/aAnpo@opies Y10 T0 CVGTATIKG,

3.1. Ovoieg
Aev 1oyvet
3.2. Meiypota
Ovopa AvayvopoTikog KOowkos | % Kararaln copeova pe tny odnyio
TPoidVTOg 1272/2008 EK [CLP]
Deferasirox - >95- <100 Acute Tox. 4 (Amd tov otopatog), H302

(ATE=500 mg/kg copatikov Bépoug)
STOT RE 1, H372

Aquatic Acute 1, H400

Aquatic Chronic 1, H410

3-[3,5-bis(2-hydroxyphenyl)-1,2,4-triazol-1-yl]benzoic acid >0,01- <1 Acute Tox. 4 (And tov otopatog), H302
(ATE=500 mg/kg copotikod Bapovg)
STOT RE 1, H372

Aquatic Acute 1, H400

Aquatic Chronic 1, H410

IIpeg keipevo tov dnimoemv H kor EUH: BAéne tuqua 16

TMHMA 4: Métpa npotov fondsiov

4.1. Ileprypagn péTpov TpOTOV fondeidv

Métpa tpodtmv Bonbeldv petd and glomvon 1 Bydte Tov mabovta otov kabapd aépa. APHoTE TO GTOHO TOV TPOSPANONKE va avamveboel kabapod
aépaL.

Métpa Tpodtmv Bonbeldv petd and emaen e To déppa 1 KaBapiote ™ peyordtepn duvari tocotta okovmilovtdg ) (Kabapd kot polakd amoppoenTikd
mavi). [TAOvete pe dpbBovo vepd Kot amoppuTavTiKd.

Métpa mpoTmv Bonbdetdv petd and exagn pe to pdtio 1 Eemlovete pe vepd KpoTdvTag To PAEPApO KAAG avoryTd.

Métpa mpodtmv Bonbdetdv petd and katdroon 1 Eemlovete 1o otopa. Evoéyeton va cuotnBel mapatetapévn otpikn mopakoiovonon.
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Deferasirox for system suitability
Agltio Agdopévev Acpaleiog

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

ZOUTTOUOTO/EMOPAGELS : Bhafeg oy vyeia evdgyetar va epavicTovv pe kabvotépnon.
TOUTTOUATO/ETOPAGELS LETA OO E1GTVOT : Avemapkn dedopéva.
ZOUTTOUOTO/EMOPAGELS LETG Ad EMAPT LLE TO SEPLLOL : Avemapkn dedopéva.
ZOUTTOUOTO/EMOPAGELS LETO OO ETAPY LE TOL pATLo : Avemapkn dedopéva.

YopPovievbeite/Emokepbeite yiotpo. Eqv eivar duvatd dei&te avtd to pOrlo acpodeiag, KL av oyt dei&te ) cvokevacio 1 TV ETKETA.

TMHMA 5: Métpa Yo TV KOTOTOAEPNN G TS TUPKAYLAG

Katdnka péca nopdcPeong : KovBépta nmupdoPeonce.

Kivévvog mopkayidg : BMéme tpnpa 2.2.

MéTpa Y100 TNV KOTOTOAEUNOT) TG TUPKOYLOG : Xpnowonomote PEca KoTAoPEOTG KATAAAN AL Yol TV TEPIPAALOvGO TUPKAYIE.

TMHMA 6: Métpo o€ TEPITTOON 0KOVOLOS EKAVONG

Tevikd pétpa : Amo@Uyete TV QUECT) EMAPN e TO TPOIOV. MnV avanviete
oKkovn/avabudoeis/aépla/oTayovidia/oToNs/ EKVEQOLATA.

6.1.1. I'a TPpocOTIKS GALO A6 TO TPOCMOTIKG EKTAKTNG UVAYKNG

Métpa £KTOKTNG OVAYKNG 1 Dopdte KOTAAANAO TPOGTATEVTIKO POVYIGUO, YOVTLO KOL TPOGTAGIOL VIOt TO LATIOL KO TO TPOCMTO.

6.1.2. ' dropa mov TPooPEpovy TPAOTES forOereg

Agv vrdpyovv emmAéov TANpopopieg

Agv vdpyovv emmALOV TANPOPOpPiEg

MéBodot kabapiopon 1 Zryovpéyrte, 0TL Ta anoppiparto Oo TepIGLAAEYOVV kot Oa amofnkevTovv acearés. Kabapiote
mpooekTikd. [IMOvete Ta vodeipLoTa oV dev UTOPEiTe Vo avaKTNGETE [e : AGAVHO VTOYA®PLHIOVG
vatpiov.

Aev vdpyovv emmAov TANpoPopieg

TMHMA 7: Xepiopég kan amo0ikevon

Emndéov kivdvvor katd v encepyocio : Eguotdton eniong n mpoooyn tov xpiiotn 6Toug Thavong Kvaivoug TTov EVOTIAPYOVV GTNV TEPITTMOON
OV TO TPOTOV YpNoomonOel pue Tpdmo mov opileTar amd TIG KATACKEVUGTIKES TPOSLOYPUPES.

IIpo@ura&els yio ac@aAn YepIopod : XpNOoWOTomoTe T0 TPOIOV e TPOGOXN. ATOPVYETE TNV GLECT] EXAPY LE TO TPOIOV. XTO HETPO TOV
Sduvatov 1 xp1o”N TOL TPOTOVTOG TPEMEL VAL YIVETOL GE EPYOSTNPLOKT OGVT.

Meétpa vytevng 1 Xp1on tov Tpoidvtog pe ophn Prounyavikn vyewn Kot dtodikacieg oc@aAeiog.

Teyvicd pétpa 1 ZVUHOPPOBEITE e TOVG 1YVOVTEG KOVOVIGHOVG.
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Deferasirox for system suitability
Agltio Agdopévev Acpaleiog

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

ZovOnkeg pOragng ;. DdvAdooeTol KAEWBMUEVO.

7.3. Ewducn} Telkn xpion 1 p1osis
BAéme tpunpa 1.

TMHMA 8: ‘Eleyyoc g £ék0eonc/oTopkn Tpoctacio

8.1. [TapapeTpor eréyyov
8.1.1 EOvikéc oprokég Tipég emayyeipatikig ék0eong ko froroyikég oprakéc Tipég
Agv vrtdpyovv emmAéov TANpopopieg

8.1.2. ZuvieTAPEVES S1001KOGIES TOPAKOLOVONONG

Aev vdpyovv emmAov TANpoPopie

8.1.3. Zymparilovrar otoyycio pHmavong tov aépa

Agv vrapyovv emmAéov TANpopopieg
8.1.4. DNEL kor PNEC

Aev vdpyovv emmAov TANPoPopie

8.1.5. Ileproyéc eréyyov

Agv vrdpyovv emmAéov TANpopopieg
8.2."ELeyyor £ék0gong

8.2.1. Katdiinkior pnyavikoi éheyyor

Katariinior pnyavikoi éreyyon:
Awnpriote og KaAd eEaeptlopevo ydpo. Xpnoylomoeite amokAEIoTIKA 6€ KAEIGTN XO4vN e EveopaTopévo @iktpo. OikTpo aepocmpoatdiov vyning
amotereopatikomrag (HEPA filter).

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

Ipocrocia 0pOaipdv:
Ipoctatevtikd yvaiwd. DIN EN 166

8.2.2.2. lIpoctucio dépparog

IIpocrocia Tov déppatog:
XpnoiponoteioTte TPOSTATELTIKO povyonod Yo ynpkd. DIN EN 13034

Ipootacia TV yePLOV:
[Ipoctatevtikd yavtio aviektikd og ynuud tpoidvra. ISO 374-1
8.2.2.3. [IpocTucio TOV AVOTVEVGTIKMOV 00®DV

IIpocTocia TOV OVATVEVGTIKAV 00(DV:
Ye nepintoon amelevbépwaong okdvng : packeg e eidtpo yo okoveg P3. DIN EN 140 & 149. Yypo mpoidv : Mdoka agpordpatog. Popdte avamvevotikn
GUGKELT G€ TEPINTOOT £kBeong o€ ATHODG/GKOVES/ 0EPOADLLATOL

8.2.2.4. Ogppkoi kivovvor

Agv vrdpyovv emmAéov TANpopopieg

8.2.3. OproBétnon kot TapakorovOnon g nepifariiovroroyikig £ékBeong og Kivovvo

Aev vrdpyovv emmAéov TANpoPopieg

TMHMA 9: ®voikég Kol ynuIKEG 10160TNTEG

9.1. Zroyeia Yo Tig facikéc QUOIKES KoL YNUIKES 1OL0TNTEG

DUoIKH KOTAGTOOT o Xteped
APOLOL : Mn dwbéoyo
Oopn : Agvioyoetl.
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Deferasirox for system suitability
Agltio Agdopévev Acpaleiog

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

Op1o oopng : Mn dwbéopo
Inpeio mEemg : Mn dwbéopo
Inpeio méewg : Mn dwbéoipo
Inueio Bpaopod : Mn dwbéopo
Evopiektomta : Mn dwbéopo
Opto ktvdvvov ekpnéemg : Aev oydet
Xapunhotepo 6pio £kpnéng : Aev oydet
AvdtoTo 0pilo expnépomrag : Agv oydet
Inueio avaereéng : Aev oydet
Bgppokpacio avtavapieéng : Aev oydet
Bgppokpacio arocHvieong : Mn dwbéopo
pH : Mn dwbéopo
Awdropo pH : Mn dwbéopo
1EDOES, Kivepatikog (1)) : Aev oydet
Awrvtomra : Mn dwbéopo
TOVTEAEGTNG KOTAVOUNG G HETY L0 N-0KTAVOAN G/ VEPOD : Mn dwbéopo
(Log Kow)

Téon atumdv : Mn dwbéopo
Ilieon atpov og Beppoxpacio 50°C : Mn dwbéopno
TTvkvoémta : Mn dwbéopo
TyETIKN TOKVOTNTO : Mn dwbéopo
ZYETIKN TUKVOTNTO 0TUAOV 6TOoVG 20°C : Aev oydet
Méyebog copatidiov : Mn dwbéopo

9.2.1. IIxnpo@opics GYETIKA IE TIS KAAGELS PUOIKOD KIVOHVOL
Agv vrdpyovv emmAéov TANpopopieg
9.2.2. AAA0 (OPUKTNPIGTIKA 0.6QULEinG

Aev vrdpyovv emmAov TANpoPopie

TMHMA 10: X100gp0TNTa KOl OVTIOPAGTIKOTTA

2100epd VIO KAVOVIKEG GUVOTIKEG.

Agv vrdpyovv emmAéov TANpogopieg

Agv vrtapyovv emmAéov TANpopopieg

Agv vrdpyovv emmAéov TANpopopieg

Kapia o kavovikn ypnon. BAéne tpfipa 7.

Ortav Oeppaivetar péypt Tov onpeiov SACTOONG, EKTEUTEL EXKIVEVLYOVG KOTVODG.

TMHMA 11: To&woloyikég TANpOPOPiES

Oé&ela to&codmra (amd oTOHUTOC) . EmProfés oe nepintoon kotdmoong.
Oé&ela to&ucdmra (Seppotikn) : Mn ta&wvounpévos (Baoet tov dtabécimv dedopévav, ta kptripta Tagvounong dev TAnpovvrat)
Oé&ela to&ucdmra (avamvon) : Mn ta&wvounpévos (Baoet tov dtubécimv dedopévav, ta kptripta Tagvounong dev TAnpovvrat)
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Deferasirox for system suitability
Agltio Agdopévev Acpaleiog

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

Deferasirox for system suitability

ATE CLP (Am6 100 6TOHATOC) 500,851 mg/kg copatikod Bapovg

AéBpwon kot epeblopdg Tov dEPHATOG 1 Mn ta&wopnpévog (Baoet tav dwubéoipumv dedopévav, To kpreipla tagvounong dev thnpovvot)
YoBoapn o@Baipkn BAEPN/epebiopds : Mn ta&wvopnpévos (Baoet tov dtubéciumv dedopévav, ta kprripta tagvopnong dev mAnpovvrat)
EvaisOntomoinem tov avamvevotikob 1 : Mn ta&wvounpévos (Baoet tov dtabécimv dedopévav, ta kptripta Tagvounong dev TAnpovvrat)
gvaucOntomoinom Tov dEpUaTog

MetoAha&Lyéveon YEVVITIKOV KUTTAP®V 1 Mn ta&wvopnpévog (Baoet tav dtabéoipmv dedopévav, to kpreipila ta&vounong dev Thnpovvot)
Kapkwvoyéveon 1 Mn ta&wopnpévog (Baoet tov dwubéoipumv dedopévav, To kpreipla tagvounong dev Thnpovvot)
To&wdmTa Yoo TNV avomapay®yn 1 Mn ta&wvopnpévog (Baoet tov dtabéoipumv dedopévav, ta kpreipila tagvoumong dev mAnpovvrat)
Ewdu to&uwcotnta ota 6pyava-ctoyovs (STOT) — : Mn ta&wvounpévos (Baoet tov dtabécimv dedopévav, ta kprripta Taé&vounong dev TAnpovvrat)

epamag £xbeon
Ewum to&ucotnta ota 6pyava-ctoyovs (STOT) — : Ilpoxahiel BréPeg ota Opyava HoTepa amd ToPATETALEVN 1| ETAVEIRLILEVT EkBeo).
emavenupévn €kbeon

Deferasirox

Ewdu to&uwcotnta ota dpyava-ctoyovs (STOT) — [pokaiel PraPeg oto Opyava Hotepa amd mopateTapnévn 1 exavelnuuévn £xbeon.
gmavelnupévn ékbeon

3-[3,5-bis(2-hydroxyphenyl)-1,2,4-triazol-1-yl|benzoic acid

Ewwn to&ikomra ota dpyava-otoyovg (STOT) — Ipoxaiel PAGPeS ot Opyava VOTEPA OO TUPATETAUEVT 1) ETAVEIANUUEVT £KOECT).
emavelAnppévn ékbeon

Enucvdovotnta avoppdenc : Mn ta&wopnuévos (Baoet tov dtubéciumv dedopévav, ta kptripta Taé&vopnong dev mAnpovvrat)
™ ppopnong

11.2. ITAnpo@opieg yro. GALovg TOTOVG EMKIVOVVOTN TS

Aev vdpyovv emmAov TANPoPopie

TMHMA 12: Oworoyikég TAnpo@opisg

12.1. To&wkétTnTa

Owoloyia - yevikd : Emivdvvo amdpinta. Xpnoyonoteite katdAAnio Soyxeio andppyng.
Emivduvo yio to vddtvo meptBdirov, Bpayumpodbeopog : IToAd T0&Kd yio TOVG VIPOBLOVG OPYAVIGHOVE.

(0809)

Emcivduvo yio to vdatvo meptpdilov, pakporpdbespog : IToAd T0&kd yio Toug VIPOBLOVG OPYOVIGOVGS, HE LOKPOYPOVIEG EMMTAOCELS.
(xp6viog)

Aev vopiotaton Tayeio amocvvieon

12.2. AvOEKTIKOTN T KO LKOVOTNTO 0T0d0UONG
Aev vrtapyovv emmAéov TANPoPopiesg

12.3. Avvorotnro frocvecapevong

Agv vrdpyovv emmAéov TANpopopieg

12.4. Krynmikémiito 670 £60.00g

Agv vrdpyovv emmAéov TANpopopieg

12.5. Anoteréoparto s a&toréynong ABT kot aAaB
Agv vrdpyovv emmAéov TANpopopieg

12.6. I616TNTES EVOOKPIVIKIG OLOTAPAYNS

Agv vdpyovv emmA£ov TANPOPOpieg

12.7. AXAeS 0pVNTIKEG EMTTAOCELS

Aev vdpyovv emmAov TANPoPopie
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Deferasirox for system suitability

Agltio Agdopévev Acpaleiog

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

TMHMA 13: Xtovyeia oyeTika pe tn 613d0gon

13.1. M£00odor emeCepyaciog amopritmv

Tomwr| vopobeoio (amdfinto)

. Kotaotpéyte pe ac@ain tpdmo cOUPMmVO 1 TOVG TOTKOVS/ €0ViKoDG KavoviGHoUs.

TMHMA 14: [TAnpo@opisg 6YeTIKE pe T PETAPOPE.

Toppova pe ADR / IMDG / IATA

ADR IMDG TIATA
14.1. ApwOpég OHE 1 apiBpég tavtétnTag
UN 3077 UN 3077 UN 3077

14.2. Oweia ovopacsio arostolic OHE

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

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

ITEPIBAAAONTIKA ENVIRONMENTALLY Environmentally hazardous substance, solid, n.o.s.
EIMIKINAYNEZ OYZIEZ, HAZARDOUS
XTEPEEZ, E.A.O. SUBSTANCE, SOLID,
N.O.S.
Heprypagi eyypaowv petagopds
UN 3077 UN 3077 UN 3077 Environmentally hazardous substance, solid, n.o.s., 9, 111
TIEPIBAAAONTIKA ENVIRONMENTALLY
EITIKINAYNEX OYZIEZ, HAZARDOUS

14.3. Ta&n/-e1¢ KivdHvov KOTA TN RETO.POPA

14.4. Opada cvokevaciog

111

111 |

111

14.5. TlepifalhovTIKI EMKIVOVVOTITO

Emcivovvo yo to meptBdiiov:
No

Emcivduvo ya to meptBaiiov:
No
MOoAVGHOTIKOG TaPAyOVTaG
Y10 T0 VIGTIVO TEPPBAALOV:
No

Emwivduvo yio to mepipdirov: Now

Agev vrdpyovv emmAéov Stabéoipeg TANpoopieg

14.6. Ewdwuéc mpo@uAhagelg yia Tov (pioetn

Eniyswo petagopa
Koduds ta&vopnong (ADR)
Ewwég datd&erg (ADR)

Mepropiopéveg moodtteg (ADR)

E&upovpeveg mocdtteg (ADR)

Odnyieg ovokevaciog (ADR)

Ewwég dotaéelg ovokevooiog (ADR)
Awtdéelg pektg ovokevacieg (ADR)
Odnyieg yio popnTéG de&OUEVES KL EUTOPEVUOTOKIPAOTIOL

x0dnv (ADR)

M7

1 274,335,375, 601

. Skg
. El

: P002, IBCO8, LP02, ROO1

. PP12,B3
. MP10
. T1, BKI1, BK2, BK3
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Deferasirox for system suitability
Agltio Agdopévev Acpaleiog

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

Ewducég drataéeis yio popntég deapevig Kot : TP33
gumopevpotokiPdTie 6NV (ADR)

Kodwog deEapevig (ADR) : SGAV, LGBV
Oympa yo petopopd deEapevig AT
Katmyopia petagopdsg (ADR) 03

Ewducés drataéers yuo ) petapopd - Kéra (ADR) : V13

Ewducés drotaéelg ya ) petagopd - Xodnv (ADR) : VCIL,vC2
Ewducés drataéers yuo ) petapopd - Poptmon, : CVI13

eKQOPTOON Kat xepopog (ADR)
ApBv avayvopiong kvdvvov (Képiep Ap.)
IMoptokoi dickot

Kwdwods tepropiopdv yio onpayyes (ADR) Do

petapopd péco Baraocong

Ewwn tpopreyn (IMDG) 1 274,335, 966, 967, 969
Iepropiopéveg moodtteg (IMDG) . S5kg

E&apovpeveg moodtteg (IMDG) . El

Odnyieg ovokevaciog (IMDG) : LP02, P002

Ewwég datdéelg ovokevooiog (IMDG) . PPI2

Odnyieg ovokevaciog epmopevpatokiPotiov-deéapevov  : IBCO8

(kwdwog IMDG)

Ewwég data&erg IBC (IMDG) : B3

Odnyieg v de&apevég (IMDG) : BKI, BK2,BK3, T1
Ewwég datda&erg v deopevéc (IMDG) . TP33

ApBpds EmS (TTupraryid) . F-A

ApBudés EmS (Awppon) . S-F

Katmyopieg poptiov (IMDG) A

Amobnkevon kot yepiopods (IMDG) : SW23

Evaépro petagopd

PCA E&apovpeveg mocotreg (IATA) . El
PCA Ileplopiopéveg mocomteg (IATA) 1 Y956
Kabapn péylom mocdta yio tepopiopévn tocdétto  : 30kgG
EMTPETOUEVT Y10 ETPOTNYE AEPOSKAPT KO YLOL

aepookden pLetapopds poptiov (IATA)

Odnyieg ovokevaciog ya emPatnyd oepookden (IATA) : 956

Kabapn péyiom mocdtnta yio emBatnyd aepookaen : 400kg

KO Yl 0epOCKaQN petapopds poptiov (IATA)

Odnyieg cvokevasiog HOVO Yol HEPOSKAPT LETUPOPES : 956

eoptiov (IATA)

Méyiot mocOTNTO LETAPOPAS UTOKAEIGTIKG AT : 400kg

aepookden pHetapopds poptiov (IATA)

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

14.7. Oardooreg petapopis yHony copgpmva pe Tig Tpaters ron IMO

Aev 1oyvet

TMHMA 15: Xtovyeio vVopoOeTikov YopaKTipo

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

Hapaptpa XVII tov REACH (Ilpoimobéceig mepropiopov)

Aev mepiéyetl kapia ovoio(eg) mov meprapfavetoovrar) oto Mapaptnua XVII oo REACH (Ilpodnobéceig neplopiopon)
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Deferasirox for system suitability
Agltio Agdopévev Acpaleiog

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

Hapaptpa XIV 100 REACH (Katdroyog 0.0£1060Tn61G)
Aev mepiéyet kopia ovsio(eg) mov meptrapfavetoiovrar) oto [apdapmmua XIV tov REACH (Kotdhoyog adetoddtnomng)

Kataroyog vroyiguov overdv REACH (SVHC)

Aev mepiéyel koapia ovoio(eg) mov meprapfavetoiovrat) 6tov Katdroyo vioyneuy ovoidv REACH

Kavoviopog PIC (EE 649/2012, IIponyovpevny cuvaiveon petd amd evnpépmon)

Aev gpappoletor.

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

Aev gpappodletar.

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

Aev mepiéyet kopia ovsio(eg) mov mephapfdvetoi(ovtat) 6Tov Katdroyo ovsidv mov e&ucbevilovv to 0ov (Kavoviopog EE 1005/2009 oyetikd pie Tig 0voieg mov
e&aobeviCouv ™ otifdda Tov 6lovtog)

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

Aev mepiéyel kopia ovoio(eg) mov mephapfdvetoi(ovrat) 6Tov Katdloyo Tpddpopmv ovotdv ekpnktikdv (Kavoviopog EE 2019/1148 oyetikd pe v gumopio. kot
™ XPNON TPOSPOUDY OVGLDV EKPNKTIKAOV)

Kavoviopog mepi mpodpopmv over®dv vapkotikav (EK 273/2004)

Aev Tepiéyet ovoio(ec) mov TepAapBaveTa(oviot) 6Tov KotdAloyo Tpodpopmy ovstdv vapketikav (Kavoviopog EK 273/2004 oyetikd pe tig tpdSpopeg ovoieg
VOPKOTIKOV)

15.1.2. EOvikég drwataéerg

Agv vdpyovv emmA£ov TANPOPOpie

15.2. A&ordynon ymuikis o.o@dierog

Aev vdpyovv emmAov TANPOPopie

TMHMA 16: Alheg TAnpo@opisg

IMpeg keipevo ppacemv H xan EUH:

Acute Tox. 4 (And tov O&eia To&wotnta (06 T0V 6TOHATOC), KoTnyopio 4

GTOLOTOC)

Aquatic Acute 1 Emwivduvo yuo to vddrtvo mepifddiov — 0&0g kivduvog, katnyopiog 1

Aquatic Chronic 1 Emucivduvo yia to vdatvo mepBdriov — Xpoviog kivduvog, katnyopiog 1

H302 Emprapég oe mepintmon kordmoong.

H372 Ipokaiel PAaPeg oto Opyava VoTepa amd TopATETAREVN 1) EXAVEIANUULEVT EkOeDT).
H400 TToA) T0&1Kd Y1t TOVG VIPOPLOVG OPYAVIGHOVG.

H410 TToA) o€ Y1 ToVG VIPOPLOVG OPYAVIGHOVG, LE LAKPOXPOVIES EMATOCELG.

STOTRE 1 Edun to&ucdtnta o dpyava-otoyovs Votepa and enavelnuuévn ékbeon, katnyopia 1

Katnyopromoinon ko 7p@TéK0oALO Y10 TNV KATIYOPLOTOINGT TOV PIYRATOV 6ORQ@Va pe Tov kavoviopo6 (EK) 1272/2008 [TEX]:

Acute Tox. 4 (Ao Tov H302 MéBodog voroyiopon
GTONOTOC)

STOT RE 1 H372 Mé£B0d0¢ VITOAOYIG OV
Aquatic Acute 1 H400 MéB0d0G vroroyiopon
Aquatic Chronic 1 H410 MéBodog voroyiopon

Aghtio Aedopévov Aceareiag (AAA), EE

ATIOIIOIHZH EY®NHZX Ot tAnpogopieg mov meptéyovtat 6e avtd 0 deATio Tpoépyovtatl amd myES Tig omoieg Dewpoipe aéomiotec. [Tapodia avtd, divovrar

Yopic Kapio eyyonon, pntq n appnTn, Yo Ty akpifetd tove.

11/07/2023 (Huepounvia ékdoong) EL (eMnvikd) 9/9



