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Deferasirox Accord 90 mg emkoloppéva pe Aemtod vpévio diokio

Deferasirox Accord 180 mg emukaioppéve, pe Aewtéd vpévio diokia

Deferasirox Accord 360 mg emukaivppéve pe Lemto vpévio Siokia
deferasirox

Awfdote TPooeEKTIKA 0AGKANPO TO PVLAO 001 VIOV (PTG TPOTOV OPYICETE VA TAIPVETE AVTO TO

PapRraKo, O10TL TEPLAANPAVEL CNUAVTIKES TANPOPOPIES VI GUS.

- Dora&te avTo TO EOALO 0N YDV Yprione. Towg ypelaotel va to duPfdcete Eavd.

- Edv éxete mepartépw amopieg, pOTAGTE TOV Y1OTPO 1] TOV PAPUOKOTOLO GOC.

- H ocvvtayn v avtd 1o edppoko xopnyndnke amokAelotiKd yia cog. Agv Tpémel va dMGETE TO
@apuoko o€ GAlovc. Mmopel va Tovg TPoKaAEseL PAAPT, Ao Kot OTOV TO GNUEIR TNG
acBévelog Tovg eivar 010 pe ta S1Kd oG,

- Edv mapotnprioete Kamowo avemBOpUnTn evEpyeld EVILEPADGTE TOV Y1ATPO 1) TOV POPLOKOTOLO
cag. Avtd 1oyvet kot yuo k0O mhovi avemBOUNTN EVEPYELL IOV OEV OVAPEPETOL GTO TTAPOV
@OALO 0ONY1DV Yprione. BAéme mapdypago 4.

T Tepréyer o mapoév VAL 00N YLOV

T etvan o Deferasirox Accord kat ol givat 1 ypriomn Tov
T npéner va yvopilete Tpv mapete o Deferasirox Accord
[Mog va mapete to Deferasirox Accord

[MBavég avemBOunteg evépyeteg

IMog va puidooete to Deferasirox Accord

[epreydpevo g cuokevaciog Kot AOutég TANPoPopieg

SuhrwdE

1. T givan To Deferasirox Accord kou wowa givan 1 xpiion Tov

Th eivan ToDeferasirox Accord

To Deferasirox Accord mepiéyet pio dpactikn ovoia wov ovopdletor deferasirox. ITpdkeirar yio éva
ANMAKO TOPAYOVTO TOL GLONPOL, 0 0TTO10G Elval £va PAPUAKO TOV XPTGLLOTOIEITOL Y10 TNV aPaipeEST
NG mEPIGGELNG GLOMPOV amd To o (emiong ovoudletal veepEopToT 61N PoL). [Taydedet kot
ATOLOKPVVEL TNV TTEPIGGELD GLON POV, O OTTOI0G OTT) GLVEXELD AMEKKPIVETOL KUPIWG 6T KOTPOVA.

ITow givar n ypfien Tov Deferasirox Accord

Emavenuuéveg petayyioelg aipatog propet va givor amapaitnteg o€ acbeveilg mov Taoyovv amod
S1apopovg THTOVS avaLpiog (Yio TOPASELY Lo LEGOYELOKT] aVOoLpLio, SPETOVOKVLTTOPIKY ovOlLio 1
pvelodvomraotikd cuvopopa (MDS)). Qot660, 01 ETAVEIMUUEVEG LETAYYICELS OUIOTOC UTTOPEL VO
TPOKUAEGOLY VILEPPOPTMOST| GLONPOL. AvTd cupPaivel yiati To aipa TEPEYEL GIONPO KAl O OPYOVIGHOG
o0G 0gv O100£TEL KATO10 PLGIKO TPOTO Y10, TV ATOUAKPLVCT TNG TEPIGGELNG GLONPOL TOL AapPdveTe
UE TIG PETAYYIOELS aipoToc. YIeEp@OpT®on o10npov umopel emiong va avartuydel o€ acbeveic pue un-
e€apTdUEVE OO LETAYYION CUVOPOLN LEGOYELOKNG AVOLUIOG, LE TNV TAPOSO TOL YPOVOL, KVPI®S
eEautiag g avENUEVNC AmoppOPTONG GLONPOL HEGH TNG SLATPOPNG GE AVTIGTOLYIO LE TO YOUNAO
apBpo epubpdv arpoceaipiov. Me v Tdpodo Tov ypodvov, 1| TEPIGGELN G1ONPOV Propel va, PAGyEL
ONUAVTIKA Opyava OTT®G TO NTop Kal 1 Kopdtd. Ta @apuake wov amoKoAoOVTaL YAIKES EVDOELS
010%pOD, YPNOLLOTOIOVVTOL Y10 TV GQOIPECT) TG TEPIGGELNG GLOTPOV KO Y1 TN Uelmon Tov Kivdhvou

g TpdkAnomg PAAPNG opyavmv.

To Deferasirox Accord ypnowomoteital yio tnv Bepameio g xpdviag VIEPPOPTOGNE G3NPOV TOV
TpoKaAeitar amd cuyvég petayyioelg aipotog o acbeveig pe peilova B-pecoyelokn avaipio nAkiog
6 eTOV Kl AVO.

To Deferasirox Accord ypnoyomoteital eniong yuo tnv Bepameio e ¥poviag VIEPPOPTOOTG G161POV
otav 1 Oepaneia pe depepolapivn avrevoeikvotar 1 givorl avenapkng o€ acbeveig pe peilova B-
UECOYELNKT] OVOLUIO LE VTTEPPOPTMGT GLONPOL AOY® LT CLYVOV UETAYYICEMV aiplaToc, o€ acbeveic e



dAAovg THTOVE avopiog Kal og oot NAKiaG amd 2 £mg S5 eTMV.

To Deferasirox Accord ypnowomoteital emiong 0tov 1 Oepameio ue depepo&apivn avievdgikvotal 1
glvar avemapkng yio v Bepomeio acBevav nikiog 10 eTdv kol Gve o1 0moiot £x0VV VTEPPOPTOON
G1ONPOL TOV GYETIETAL [IE TAL GUVOPOLLN LEGOYELOKNG avoupiog amd To omoio TacyovV oAAL dgv
eEaptovrol and PeTayyioELs.

2. T péner va yvopilete npwy mapete To Deferasirox Accord

Mnyv napete to Deferasirox Accord

- og Tepintwon oAlepyiog oto deferasirox 1 og omol0dMmoTE GALO Ad TO GLOTATIKG CVTOV TOL
QoppaKov (avagépovol oty mapdypogo 6). Edv cuppaivel kdtt 161010 6€ 604G, EVINEPDOTE
70 YW Tpo cag wpw mapete to Deferasirox Accord. Edv miotevete 6Tt umopel vo, iote
aAAepyKOS, cupPfovAigvteite To YTPd GO,

- o€ MEPINTOON IOV £YETE LETPLA 1) GOPOPT| VEPPIKT VOGO.
o€ MEPIMT®ON TOL AOUPAVETE OTOLOONTOTE GALY PAPLOKO TTOL TEPLEYOVY Y¥NAIKO TOPAYOVTOL
G1Mpov.

To Deferasirox Accord dgv cuovieTdton

- O€ MEPIMTMGT TOL EIGTE GE TPOYWPTUEVO GTASI0 LVEAOOVGTANCTIKOV GUVIpOUov (MDS,
LELOUEVT] TTOPAY®YT KUTTAPMOV TOV CULOTOG OO TO LVEAD TMV 0GTMV) 1] GE TPOYMPNUEVO GTAOI0
Kapkivov.

Ipocdomomoeis ko TPoPLAGEELS

AmevBuvbeite otov yatpd 1 Tov papuakomold oag tptv tapete to Deferasirox Accord:

- €4V €xete TPOPANLQ UE TA VEQPA 1) TO TP GO,

- €4 €yete KAmo10 Kopdlokd TPOPAN LA e&artiog TG VITEPPOPTMGNG GLONPOL.

- edv mapoatnproete agloonueiot peiworn otov 6yko amoParlAdpevav ovpmv (onpeio veppLkcon
TPOPANUATOC).

- €dv eppavioete coPfapod e&avOnua, | dSuckora oy avamvon kot {aAn | TpHEuo Kuping Tov
TPOCHTOL Kol TOV Papuyya (onueia cofapng oAAepyikng avtidpaong, deite emiong
mapdypoeo 4 «[Tibavéc avemBounteg evépyeieo»).

- €4V TAPOVCIACETE GE GLVILOGUO T LEHOVOUEVO OTTOIOONTOTE 0td TO AkOAOVOO GCLUTTTOUATOL:
eEavOnua, epuBpod Séppa, PADKTAVEG GTA YEIAT], pdTio 1 OTOUM, EEPAOVIIGLLO TOV SEPUATOG,
VYNAO TUPETO CUUTTOUOTO OTWG TG YPITANG, OLOYKOUEVOLG AEUPADEVES (oMUadia GoPapng
depuotikng avtidpaong, dgite emiong mapdypoeo 4 «[Tbavic avemBounteg VEPYELED»).

- €dv aroBovOeite cuvdLAGUO VIIVNALNG, TOVOV GTO Ave deE10 UEPOG TNG KOAMAG, KiTpivioua 1
ahENOT TOV KITPIVIGUATOG TOV OEPUATOC GOG 1) TV 0PBaALGY Kot oKovpa obpa (onpueia
NTATIKOV TPOPANUATOV).

- €bv a160dvecte SuGKOAA GTN GKEYT], GTIV OVAKANGT TANPOQOPLOV 1] GTNV ETIALGN
TpoPAnuatwv, dev elote o€ eypryopon N epeavilete petwpévn avtiinyn N aicbdveote éviovn
vIVNAa pe YoUnAn evépyeta (onuadio LYNAOD EMTESOL OUUMOVING GTO Olio GOC, TO OTToid
umopel va oyetifovion pe NmaTikd 1 veepikd tpoPAnpata, oeite emiong mapdypapo 4 «ITibavég
AVETIOOUNTEC EVEPYELEDD).

- €4V Kdvete eUETO QipLO 1)/KOL EYETE LOOPO, KOTIPOVO.

- £av a1e0avbeite ovuyvd mdvo otV Kothid, Wraitepa petd to eaynto 1 Ty Aqyn Deferasirox
Accord.

- €dv aroBavOeite cuyvo KAYIIO 6TO GTOUAYL.

- € €yete younAd eninedo alponeTalMmy N AgvkokuTTap®Y oty EETAON ALATOC.

- €av €yete oA Opaon.

- edv €xete dappola 1 EPETO

Edv cog oupPel otidnmote amd autd, EVNUEPDGTE TO YIOTPO GOG AUECHG.

MapaxorovOnen g Ospansiag sac pe o Deferasirox Accord
®a vToPdAlecte o€ TOKTIKEG EEETATELC OILATOG KOl VPOV KOTA TN dtdpkeln TG Oepaneiog. Me avtég
0o mapakoAovbeital To T0Gd TOV G1O1POL GTO GO GOG (ETITESO PEPPITIVAG GTO OULLOL) Y10, VL,



exTiunBei mdéco kodd Aettovpyei to Deferasirox Accord. Me tig e€etdiosig Ba mapakolovdeitor emiong
N veppikn Agttovpyia (enimeda kpeatvivng oto aipa, Tapovsio Tp®TEiVNG oTa 0Vpa) Kot 1) NTATIKN
Aertovpyia (emineda Tpavoapvacov oto aipa). O/H yiatpog oag pmopel va oag {ntnoet va
vroPAnOeite o Proyia veppov edv vromtevdel onuovTikn veepikn PAGPN Mmopel emiong va Kavete
gEétaon payvntikng Topoypaiog yo va kafopiotei  mocoTTA G1O1POL 610 NIap cag. O yiatpog
cag Ba AaPet vrdyn Tov AVTES TIG AP TOAOYIKES EEETAGELS KOTA TN ANWT TNG andpacns Yo Tnv ddom
tov Deferasirox Accord mov eivorl katdAANAn Yo €666 Ko emiong Oo xp1eIUOTOIGEL AVTEG TG
e€etdoelg yo va anopacioet Tote Ba Tpénel vo otopatnoete va naipvete Deferasirox Accord.

H 6paon cog ko 1 axon oag Ba e&etdlovtor Tpoinmtikd kdbe ypdvo katd Tt didpkela TG Oepomeiog.

Alo eappoxa ko Deferasirox Accord

Evnuepmote tov yiatpd 1| 10V @opUaKOTOl0 6ag €6V maipvete, £xete mPOGPATA TAPEL 1] Umopel va

mhpete GAL0 pappoko. Avto mepthapupdvet Wiaitepa:

- GALoLG YMAKOOG TTapdryovTeg 61N pov ot omtoiot dev mpénet vo. AapBdavovtar pe Deferasirox
Accord

- avTo&va (PapUaKe TOL ¥PNCIUOTOOVVTAL Y10, T Oepameio TG KaoVPUC) TOL TEPLEYOLY
apyilo to omoia dev mpémet va AapBavovtat towtoypova pe to Deferasirox Accord,

- KUKAOGTOPIvY (YPTCULOTOLIOVUEVT Y10 VO, EUTOSIGEL TO GO VO OTOPAAEL EVaL LETOUOGYEVHEVO
OpYavo 1 Y10 GALEC KOTAGTAGELS, OIS PEVUATOEDN apBpitida 1 0TOTIK deppaTiTion),

- ocupactativn (YpNCIUOTOLODUEVT] Y10 VO LELDVEL TI YOANGTEPOAT)),

- Kol TavGinova 1 AVTIPAEYHOVAOIT @dpuaKa (TT.y. acmipivr, Bovmpoeaivn,
KOPTIKOGTEPOEIDN),

- a0 TOV GTOUOTOC SLPOOPOVIKA (XPNOUYLOTOI0VVTOL YLo. T Bepameia TG 06TEOTOPOONC),

- VTITNKTIKE @AppaKo (xpMooTolovvtal yio Ty Tpdinym 1 t Bepaneia g OpouPwong Tov
aipatog),

- OPUOVIKOVC OVTIGVAANTITIKOVG TOPAYOVTES ((PAPLOKA, Y10, TOV EAEYYXO TMV YEVVIGE®MV),

- UTETPIOIAN, EPYOTAUIVI (XPTOULOTOLOVVTOL Y10 KOPSIOK TPOPATUATO KOL TIUKPOVIES),

- purayAvion (ypnoyomolovpevn yuo ) Bepameio tov dapnTn),

- pLeauTIKivn (xpnoipomotovpevn yia tn Oepameio g puuatioong),

- QovuToivn, eowopapPirddn, kapPapalenivn (xpnoyomoloduevn yo ™ epameio tng
EMANYNG),

- prrovaPipn (ypnoyomolovpevn yia ) Bepaneio g HIV Aoipwéng),

- maxMtaéln (xpnopomotoduevo yia T Oepameia Tov KapKivov),

- BoLALIVY (ypnoyomolodevn Yo T Bepameios VOSWOV TOV avamveELCTIKOD OGS TO Aobua),

- Kholamivn (ypnotponoleitol yio ™ Bepameio yoylaTpikdv doTapaymdv OTmg 1 oxlloppévia),

- Tlovidivn (xpnoomoleital wg HuoyorlopmTiko),

- yoAeoTupapivn (XPNOUOTOIEITOL VIO Lo YOUNADGEL TO, ETLTED JOANGTEPOANC GTO QipLaL).

- BovcovApdvn (ypnopomoteitan wg Bepaneia Tpv amd T PHETAUOGYEVOT), TPOKELEVOL VoL
KOTOOTPAPEL O APYIKOG HVEADS TV 0GTAOV TPV ald TN UETAUOGYEVOT)).

- uoaoraun (YPNOUOTOLEITOL Y10 TV OVAKODPLGN TOL GyY0LG 1/Kal TG SLGKOAMNG GTOV VITVO).

Mmnopei va amaitnBo0v meplocotepes eEETAGELG Y10 TNV TOPAKOAOVONOT TOV EMTES®V GTO ClipLd
UEPIKMV OTd OLTA TOL QAP UAKAL.

Hiuaopévor acOeveic (nkiog 65 TV Ko Gvm)

To Deferasirox Accord umopei va ypnotpomondei and droua niikiog 65 etmdv Kot Gve otny 610 d6om
ue toug dAlovg eviiikec. Ot nukiopévol acleveic pmopei va eueovicovy meplocotepes avemifOUNTEC
evépyeteg (10taitepa d1appota) o’ OTL o1 vemTePOol 0oBeVeiS. Ba TPEMEL VO EAEYYOVTOL TOKTIKA OO TO
Y1TPO TOVG Y10 ELPAVIOT] AVETLOOUNTOV EVEPYELDMV Ol OTOIEG LITOPEL VOL ATTOLTOVY TTPOGAPLOYT TNG
doong.

Hoowd xon £pnpor

To Deferasirox Accord umopei va ypnotporombei o€ maidid Ko eprifovg mov Aapfavovy TakTikd
petayyioelg aipotoc nMkiog 2 eTmv Kot dve Kot 6€ Toudld Kot pnPovg mov dev AapPavouy ToKTIKE
petayyioeig aiparog nhkiog 10 etov kot dve. Kabog o asbevic peyakmvet o yrorpog Oa tpocappuolet
T 060



To Deferasirox Accord dev cuviotdtat yio mondid NAKiog KATm Tmv 2 ToV.

Kinon ko Onhaopog
Edv eiote éykvog 1 Onhdalete, vouilete 6T pmopel va giote £yKvog N oxedldlete vo amokTnoeTe modi,
{ntote ™ GLUPOLAN TOL YATPOL GOG TPV TAPETE AVTO TO PAPLLAKO.

To Deferasirox Accord dev cuviotdtat KoTd T dlapKele TG KONong ekTog GV ivol copmdg
amopaitnTo.

Av ypnoyomoteite Eva OpUOVIKO OVTIGUAANTTIKG Y10 VO, AToQUYETE M0l €YKVUOGHVT, Oa Tpémel va
YPMNOoLLoTOLEITE EMITPOGHETO 1 S1APOPETIKS €100¢ AVTIGVAANYNG (TT. % TPOPLAOKTIKO) KOOMG TO
Deferasirox Accord pmopei va LEUOGEL TNV OTOTEAEC LATIKOTITO TOV OPUOVIKDOV OVTIGVAANTTIKGDV.

Katd ) dudpkeia g oyoyng pe to Deferasirox Accord cuvietdror ) owo@uyn tov Oniacpoo.

O ynon kot yEPLoROS PNYAvVRATOV
Edav aioBavOeite (aAn petd t Aqyn tov Deferasirox Accord, unv odnynoete Kot pny xeipioteite
omoladnmote gpyoleio N unyovipoata £mg 6Tov aicbavieite Eavd KaAd.

To Deferasirox Accord mwepiéyer Aaktoln (pua popen cakydpov)
Edv &yete mAinpopopnBel and tov yiotpod cag 0Tt Exete ducavetio 6€ KATO GAKYOPO, EMKOVMOVIOTE
padi Tov TP amd T AYn aToD TOL POPUAKEVTIKOD TPOTOVTOG,.

To Deferasirox Accord mepiéyel vatplo
Av106 T0 POapLOKEVTIKO TPOIOV TTEPLEYEL AlydTEpO atd 1 mmol vatpiov (23 mg) avd diokio, dnhadn
glval ovo10oTIKA «EAeVOEPO VaTpiovy.

To Deferasirox Accord mepiéyel kaotopéioro
AVT0 TO POPUAKEVTIKO TPOIOV UTOPEL VO TPOKOUAECEL GTOUAYIKES SLUTOPOYES KOL OLAPPOLO.

3. Mo va mapete to Deferasirox Accord

H Oepaneia pe 1o Deferasirox Accord Oa emPBAéneton amod yiotpo pe gpnepio ot Bepaneia
VIEPPOPTMONG GLONPOL TOV TPOKOAAEITAL OO PETAYYITEL OUILOTOC.

[Tévtote va TaipVETE TO QAPIOKO CVTO AVGTNPA COUPOVA LLE TIC 00TYiES TOV YloTpoL coc. Edv €xete
apPIPoAiES, pOTAGTE TOV YATPO 1] TOV QPOPLOKOTOLO GOC.

IToco Deferasirox Accord va mapete

H 660m tov Deferasirox Accord oyetiletal pe to copotikd Bapog og dlovg Tovg acbeveig O yiotpdg

oag Bo vroloyioetl T 8o oL ypelaleote Kot Ba oag el mOGa diokia vo AapPdvete kdbe pépa.

o H ovuvnng nuepnota 66om tov emtkalvppévey pe Aemtd vpévio diokiov Deferasirox Accord
Katd v évapén g epomeiog Yo acbeveig mov AapuBavouy TOKTIKA HETAYYIGELS aipaTog ival
14 mg avd yAdypappo copatikov fapovg. Mropei va cuotnBel vynAdtepn N YoUnAOTEPN
3001 amd 10 YoTpo 60G pe Phon Tig aTtopkég avaykes Oepaneiag.

o H cvvihng nuepfoia 6601 Tov entkolvppévov pe Aertd vuévio dtokimv Deferasirox Accord
Katd v évapén g Oepomeiog Yo aobeveic mov dev AapuPavouy TaKTIKE PLETOYYIGELS OipnaTog
givatl 7 mg avd IAdYpopUUo COUOTIKOD BAPOvg.

. Me Baomn v aviandkpion cag oty Oepameia, 0 Y1aTpOc 60.¢ EVOEYETOL VO TPOCUPUOGEL
apyotepa T Bepaneio cog og VYNAOTEPT N XOUNAOTEPT dOON.
. H péyiot cuvictdpevn nuepnota 00T TV EXKOADUUEVOV PE AETTO VUEVIO JIOKI®V

Deferasirox Accord givat:
- 28 mg ava yIMOypappo copatikod Bapovg yio aobeveig mov AauBavouy ToKTIKA
petayylogilg aipatoc,
- 14 mg avd yrAdypappo copatikod Bapovug yio acbeveic mov dev AapPavouy TaKTIKA

4



petayyloelg aipatoc,
- 7 mg avd yMdypaLLo COUATIKOD PApovg yio Todid Kot epfous mov dev Aapfdavouy
TOKTIKA PETOYYIoES OipLoTOC.

e oplopéves ywpes, to deferasirox pmopet eniong va dratifetan og daomelpopeva diokia, Tov Exovv

mapoyBel and dAhovg mapackevaotés. Edv alidlete and tétoo daomelpdpeva diokia oe

emkoAlvppéva pe Aemtd vuévio drokio Deferasirox Accord, 1 66om cog Oa odArdéet. O yiatpog cog Ha

vroloyicel T d6om mov ypetdileote Kot Ba cog el TOGA eTKOAVUUEVA e AETTO VUEVIO OloKia Vo

naipvete kabe pépa.

Iote vo mapete To Deferasirox Accord

o Na hopPavete to Deferasirox Accord pio @opd nuepnoing, kadnuepvad, Tepizov v idlo dpa
KG0e pépa pe Alyo vepo.

o No Aappdavete ta emkoroppéva pe Aemtd vuévio dtokia Deferasirox Accord eite pe adgio
otopdyt N pe éva ehappl yed L.

H Aym tov Deferasirox Accord v idia dpa kabe pépa. Oa oag fondioet emniong va Bopdote mote va

Aappdvete Ta diokio Gog.

"o Tovg acbeveig Tov dev HTOPOvHV Vo KATAMOVY OAOKAT PO d10Ki0, TO EXUKOAVUUEVE Pe AETTO VUEVIO
dwokio Deferasirox Accord pmopobdv va cuvOAiBovton kot vo xopnynbodv dacreipovtag tny TAnp”
d00m Thve 6g LaAAKT TPOEN, T.X. YIoUPTL 1 cdATea ufAoy (Toltomompuéva unia). H doom Ba mpémet
VO KOTOVOADVETOL AUESHOG KOl TANP®S. MNV TV QLAACGCETE Y10 LEAAOVTIKT XPNOT).

TN oo draotnua vo tapete to Deferasirox Accord

Yvuveyiote va happavere to Deferasirox Accord kaOnpepva Yo 660 ypoviko draetnpa 6og AEEL 0
TwTpog oog. [Ipdkettar yo pokpoypovia Beponeia, mov mhavotata Oo dtapkécel unveg i ypdvia. O
YwTpog Gog Oo TapaKoAoVOE] TAKTIKA TNV KOTAGTUGT GOg Y10 va. ELEYYEL OTL 1 Bepomeio Exel TO
emBounto anotéhespa (PAEne emiong mopdypao 2: «llaparkorovbnon g Bepaneiog cag pe 10
Deferasirox Accordy).

Edv éxete amopieg oxetikd pe o ypovikd didotnua e Aqyng tov Deferasirox Accord, potfiote to
Ywtpd coc.

Eav napete peyorldtepn d6on Deferasirox Accord amé tnv kavoviki)

Edv éxete MaPel peydin mocotnta tov Deferasirox Accord, 1| edv kémotog dALog Tapet T diokio
TUYO0, ETKOWVOVIOTE AUECHG LLE TO YLOTPO GOG 1) TO VOGOKOLELD Yo cupfovAiés. Emdeilte oto yiatpod
1 Gvokevooia Tov diokimv. Mropei va arartn el enelyovoa wtpikn Oepameio. Mropei va,
EUPAVICETE CUUTTMOUATO OTMG KOWAKO AAYOG, dldppota, vautia kol EPeTo KaOdS Kot TPpoPAn Lot
OT0 VEPPA 1) OTO NP OV Umopel va eivar cofapd.

Eav Egyaoete va mapete to Deferasirox Accord

Edv mapodeiyete pia 66om, vo TV mépete 660 T0 SuvaTO TO GOUVTOHO Amd TN GTLYUT oL Ba To
BvunOeite exeivn v nuépa. No tépete TNV enduevn 6001 OTTMG EYEL TPOYpappaTIoTel. MnV TTdpete
SN 066M TV emdUEV NUEP Vi Vo, avorAnpdcete To(a) diokio(a) mwov Eeydoarte.

Eav stapaticste va maipvete to Deferasirox Accord

Mnyv otopatfoete vo maipvete 1o Deferasirox Accord ektdc edv cag 10 6VGTHGEL 0 YLTpog cac. Eav
OTOHOTNOETE VA TO TOIPVETE, 1 TEPIGOELN GLONPOV dev Bol LITOPETL VOL ATTOpLOKPOVETAL TAEOV OO TOV
opyovicud oag (PAéme emiong Vv mopondave Tapdypoo «I'1o Téco ddot e Vo TAPETE TO
Deferasirox Accordy).

4, IIOavég avemBOUNTES EVEPYELES

Onwg 6ha Ta eApUOK, £TGL KO AVTO TO QAPUOKO LITOPEL VO TPOKAAESEL AVETIOOUNTEG EVEPYELES, OV
ka1 6gv Tapovoldlovral o€ OA0vG Toug avBpmdTovs. Ot TEPIETOTEPEG AVEMIBOUNTEG EVEPYELES Eival
Nmog N LETPLAG PapdTNTOg KOl YEVIKA Bo EAPOVIGTOVV LETA OO LEPIKES NUEPES EMC Myeg efdopddeg
g Bepomeiog.



Mepikég avemOounteg evépyeleg propel vo eival cofapéc Kar va ypelaoTel GUEST) LOTPIKI)
@povtioa.

Avtéc o1 avembBountes evépyeieg eivor o1 avyveg(umopel va exnpedoovy éwg 1 arovg 100 aobeveic) 1
onavies (umopet va exnpeaoovy éwg 1 arovg 1.000 acbeveig),

o Edv gpeavicete cofapd e&avOnua 1 duckoAia katd tnv avamvon 1 {aAn 1 oidnua Kuping 6To
TpOc®To Kot Aapd (onueio coPapng aAlepykig avtidpaong),
o Ed&v mapovcidcete e GuvoLaoUd 1| LELOVOLEVO OTTOL0ONTTOTE Od o akOAoVBO cuUTTONATO!:

eEavonpua, epubpod 6Eppa, PAVKTAIVEG GTA YEIAT], TO LATIO 1] TO GTOUA, EEPAOVIICUO TOV
SEPLOTOC, VYNAO TVPETO, GLUTTMOUATO OTMG TNG YPITMNG, SLOYKOUEVOLG AePPadEVES (onueio
coPoapng deppratikng avtidpaong),

. Ed&v mapotnpricete agloonueiot peioon otov éyko amofoiidpevov ovpmv (onueio epedviong
TPOPANUATOG GTOVG VEPPOVC),
. Edv aieBavOeite cuvdvacpd vrvniiag, tévov 6to avem deE1d Pépog TG Kothdg, Kitpiviopa 1

aOENOT TOV KITPIVIGHATOC TOV OEPUATOC GOC ) TOV 0PBaAUGY Kot oKobpa 0bpa (onueia
NTATIK®OV TpofAnudtwv),

o Edv aioBdveote Suokoiio otn okéyn, oTNV aVAKANGN TANPOPOPLAY 1) GTNV ETIALON
TpoPANpuaGTeV, dev elote o€ gypryopon N epneavilete petwpévn avtiinyn 1M aiobdveote Eviovn
VIVNALG LE YOUNAT EVEPYELD (CUUTTOUOTO VYNAOD ETTESOL OUUOVING OTO QL0 GOC, TO OTTOiN
umopel va oyetilovion pe NIoTicd 1 VEQPUKE TPOPANLATA Kot VoL 001 yCOVY GE AAAYY| GTN
Agrtovpyio TOV EYKEPAAOV GOG).

o Edv xévete epetd aipa 1/kon éxete pavpa kéTpova,

o Edav aioBavbeite cuyvo movo otny kotlid, daitepa petd to @ayntod 1t Anyn Deferasirox
Accord,

o Edv aisBovbeite cuyvd kdyyo 6to otoudyt,

. Edv cog mapovolactel pHepIK amdAELL TG OpaGNC,

o Edv aicOovOeite coPapd dhyog ynAd 6to otopdyt (toykpeatitidon),

AWKOYTE TN AMYN 00TOD TOV GUPRAKOL KOL EVI|HEPDGTE TO YLATPO GUS UPECOG.

Mepikég avemBOunTeg evépyereg pmopel vo. yivouv cofapéc.
AvTES 01 avemIOOUNTES EVEPYEIES EIVAL OY1 OVYVEG,

o Edv eppavicete 00Amon M 0apupog dpacng

. Ed&v mapovcidoete peiwon g akong cag,

EVILEPDGTE TO YLATPO GG TO GLVTOUOTEPO OVVATO.

Addeg avemOVUNTES EVEPYELEG
100 ovyvég: (evoéyeton va eupoviaTody o€ mepiocotepovs amd 1 atovg 10 acbheveig).

. Awtopayéc oTig EETACELS VEQPIKNG AEITOVPYiOg

2oyvEg: (EVOEYeTaL Vo EUPAVIGTODY 0 EUPaVIOTODY g€ éw¢ 1 atovs 10 aobeveig).

. Taotpeviepikég dlatapoyss, OTMS VaVTio, EUETOC, O1APPOLa, KOIMOKO GAYOC, POOCKMUA,
dvokototnta, dSvoTeyio

E&avOnua

Kepaiaryio

AwTopayn TV SOKILOCIOV NIOTIKNAG AETovpyiog

Kvnouog

Awtapoyn Tov e€etdocmv ovpmv (TPOTEIVN oTo 0VP)

Edv omowadnmote and awtd cog ennpedoet coPfapd, EVIUEPDGTE TO YLOTPO GOC.

Oy ovyvég: (evoéyetou va gupaviatody ae éwg 1 otovg 100 aobeveig).
74N

TTvpetog

TTovoloupog

Odnua TV YepLdV 1 TOV TOOLOV

AAAOyN 6TO PO TOL OEPUATOC

Ayyog



. Awtapoyn vvov
. Kénwon
Edv omowadnmote and avtd cog ennpedost coPfapd, EVIUEPDGTE TO YLOTPO GOC.

Mn yvootég (dev umopobv va ektiunBovv pe Baon to dabécio dedopéva).

. Meiwon tov aptfpod Tev KuTtépmv mov gumiékovtatl 6t OpouPwon Tov aipaTog
(Bpopporvtonevia), otov apBud TV epLOpdV cpoceapinv (emdsvodeico avaipio) otov
apBud TV AEVKOKLTTAP®Y TOV aipoTog (ovdetepomevia) 1 TOV aplBd OA®V TOV EWOV TOV
KLTTAP®V TOV OiHOTOS (TOVKVTTAPOTEVID)

AmoAielo LoAM®V

[Tétpeg ota veppd

XopnAn veppikn améKKpion

P1én otopdyov 1 evigpikod Toy®UATOG TO 0oil0 PUmopel va eivat enimovo Kol Vo TPOKAAEGEL
voavtio

YoBapod ahyog ynAd oto oTopdyl (ToyKpeatitidn)

o Mn @ucloroyikd eninedo o&€og oTo aipa

Ava@opd avemOOunTOV gvEPYELOV

Edv mapotnpfoete Kamolo avemBOunTn evEpYyeLd, EVILEPMDGTE TOV YITPO 1| TOV QOPLOKOTOLO GOG.
Av10 1oyt Kot Yo kdOe mhavr avemBountn evEpyELn TOL OEV AVOPEPETAL GTO TOPOV PUALO 0ONYIDV
xpnons. Mnopeite emiong va avagépete avemBounteg evépyetleg anevbeiog, pécw Tov Bvikob
GLGTNLOTOG OVOPOPAGC:

Kvmpog

DQoappoxevTikég Ynnpeoieg
Ymovpyeio Yyelog

CY-1475 Asvkooio

TnA: +357 22608607

dag: + 357 22608669

Iotétomog: www.moh.gov.cy/phs

EAlhada

EfBvikog Opyaviopog @apuakmv
Meocoyeimv 284

GR-15562 XoAiapyog, ABnva
TnA: + 30 21 32040380/337
dag: + 30 21 06549585
Iotétomog: http://www.eof.gr

Méow g avapopdg avemBOuNToOV gvepyel®v pumopeite va fondncete 6t GLAAOYY TEPIGGOTEP®V
TANPOPOPLDY GYETIKA LLE TNV ACPAAELN TOV TOPOVTOG POPLAKOL.

5. Mo va puidosoere To Deferasirox Accord

o To @apuoko ovTd TPETEL VO PUAACCETAL GE PEPT] TOV OgV TO PAETOVV Kol Ogv TO POAvVOLY Tl
ToLdLd.
. Na pn ¢pMoLHOTOLEITE AVTO TO PAPLAKO HETA TNV NUEPOUN VIO ANENG TTOV AVAPEPETOL OTN

KLUWEAN Kot 6To kouti petd tnv évdeitn EXP/AHEH. H nuepounvia Anéng eivar n televtaia
NUEPO TOV VO, TTOL OVOPEPETOL EKEL.

. Na pn xpnoHLoTolEiTe 0TOONTOTE GUCKELOTIN TOV VAL KUTECTPAUUEVT 1 ELEavVilel onueia
KOTOGTPOPNG.
. Mnv metdite eAPUAKO GTO VEPS TNG AMOYETELONG N OTA OKLOK(A amoppippata. Potmote tov

(QOPUOKOTOLO GOG Y10 TO MG VO TETAEETE TO, PAPUOKO TTOV OEV YPTCILOTOIEITE T, AVTA TOL
pétpa Bo fondncovy 6Ty TpocTacio Tov TEPIPAAAOVTOG.
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6. Iepreyopeva TS 6VOKELAGIOG KO AOUTTEG TANPOPOPiEg

T epiéyer to Deferasirox Accord:

H dpaotikn oveia eivar to deferasirox.

KdBe emkadoppévo pe Aemto vuévio diokio mepiéyxel 90 mg deferasirox.
KéOe emkatoppévo pe Aemntd vuévio diokio nepiéyet 180 mg deferasirox.
KdOe emkatoppévo pe Aemntd vuévio diokio nepiéyet 360 mg deferasirox.
Ta dAlo cvotatikd givar:

ITupnvag dokiov: kKuttapivn, pkpokpuotaAiikt], KappueAloln vatpiohyog dtectavpovpevn,
vdpoéumponviokuTtTapivn YoUnAng vrokatdotoong, [lofiddvn, [Tolo&apepn, Aaktoln povoiidpikn,
KOALOELOEC (vLOPO S10EE1610 TOV TVPLTIOV, VATPLO GTEATVAOPOVUAPIKO, VOIPOYOVMUEVO KAGTOPEAALO
(BX. mapaypapo 2).

EmwcdAoym diokiov: vpopuerloln (E464), tpomvievoyiokoin (E1520), taikng (E553b), ciompov
o&eido kitpwvo (E172), Trraviov do&eidwo (E171).

Epgavien tov Deferasirox Accord kan wepleydpeve TG 6VGKEVAGIOG:

To Deferasirox Accord 90 mg givot KiTtpivov YpOUATOC, ELKGAVUUEVO PUE AETTO DUEVIO, MOELON,
apoeikvpta diokia pe AoSotopunuéva akpa, pe yopaypévn tny £voeitn «Dy» ot pia mhievpd Kot v
évoen «90» o pia GAAN Thevpd.

To Deferasirox Accord 180 mg givat kitptvov yp®OUATOG, ETKOAVUUEVE UE AETTO VUEVIO, WOELDT,
apoeikvpta diokia pe AoSotopunuéva akpa, pe yopaypévn tnyv £voeitn «Dy» ot pia mievpd Kot v
évoeiln «180» oe o GAAN Thevpd.

To Deferasirox Accord 360 mg sivat Kitptvov ypdOUATOG, ETKOAVUUEVE UE AETTO VUEVIO, WOELDT,
apeikvpta diokia pe Aofotounuéva akpa, pe yopayuévn v évoeitn «Dy» ot pia Thievpd Kot v
évoelln «360» og o GAAN TAevpd.

To emkaivppéva pe Aemtd vuévio diokio Deferasirox Accord 90 mg kot to emkadlvppéva pe Aemtd
vuévio diokia Deferasirox Accord 180 mg dwtibevian og koyéreg (blister) PVC/PE/PVAC-
aAovpviov, o€ povég ouokevacieg mov meptéyovyv 28 X 1, 30 X 1, 56 X 1 1 90 X 1 emkaAvppéva pe
AemTo LUEVIO dlokio.

To emkaivppéva pe Aemtd vuévio diokio Deferasirox Accord 360 mg dwtifevtar oe koyéheg
(blister) PVC/PE/PVdC-olovuiviov, o€ povég cuokevaoieg mov meptéyovy 28 X 1, 30 x 1, 56 x 1, 90 X
11300 X 1 emxoroppéva pe AemTd LUEVIO d1OKIO.

Karoyog Adsrog Kvkhogopiag

Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona s/n,
Edifici Est, 62 Planta,

Barcelona, 08039

Iomavia

IHopoackevaotig

Accord Healthcare Polska Sp.z.0.0.
Ul. Lutomierska 50,

96-200, Pabianice, TToAwvia

Pharmadox Healthcare Limited
KW20A Kordin Industrial Park,
Paola PLA 3000, MdaAta



LABORATORI FUNDACIO DAU
C/ C, 12-14 Pol. Ind. Zona Franca,
Barcelona, 08040 Barcelona, Iomovio

To wapov AL 03N YLOV yprioNS avabewpiOnke Yo TELEVTAIN Popa oTig 3/2023

Aentopepeic TANPoQopieg Yo TO PAPLOKO LT givar S1BEGIUES 6TO dIKTLOKO TOTO Tov Evpmmaikod
Opyavicpov Papudkmv: http://www.ema.europa.eu



http://www.ema.europa.eu/

