@viro oonYLOV ypions: IIinpoopics yia Tov a60evi)

Eltrombopag Accord 12,5 mg emkolvppéva. pg Aewtod vpuévio olokio
Eltrombopag Accord 25 mg gmkaioppéva pe Aemté vuévio diokia
Eltrombopag Accord 50 mg emkoivppéva pe Lentd vpuévio dokio
Eltrombopag Accord 75 mg emkaivppéva pe Lewtd vpuévio dokio

eltpopformayn

Awpdote TPoceKTIKG 0AOKANPO TO PVAAO 03N YIAV YP1)ONG TPV 0PYiCETE VO TAIPVETE AVTO TO
PappoKo, O10TL TEPLAAUPAVEL GNUAVTIKES TANPOPOPIES Y10 GUG.

DvrdEte avTo TO EOALO 0N YDV Yprone. Towg ypelaotel va to dofdacete Eavda.

Edv &yete mepartépm amopieg, pmTNoTE TOV Y1ATPO 1) TOV GOPUAKOTOLO GOGC.

H ocvvtayn yio avtd 10 eapproko xopnynonke amokAeloTikd yio 6og. Agv TPEMEL Vo dDOETE TO
@apuoko og GAAovg. Mmopel va Toug TpoKaAEael PAAPN, aKOU Kot OTAV TO, COUTTOUATO TG
acBéveldg Tovg eivar id1a pe ta Ok Gog.

Edv mapatnpricete kamowo avemBOUnTn evEpyeld EVILEPADCTE TOV YLOTPO 1] TOV PAPUAKOTOLO
c0g. Avtd 1oyvel kat yuo KaOe mhovn avemBOUNTN VEPYELN TOV OV OVAPEPETUL GTO TAPOV
@OALO 0OMyudV yprione. BAéne mapdypapo 4

T epréyel 1o Tapov UAA0 00N YIOV:

AN

1.

T etvon to Eltrombopag Accord kot oo givat 1) xpnon Tov
T mpéner va yvopilete npwv ndpete 1o Eltrombopag Accord
Iag va mapete to Eltrombopag Accord

[MBovég avemBOunteg evépyeteg

[og va puidcoete 1o Eltrombopag Accord

[epreydpeva g cvokevaciog Kot AOmEG TANpopopieg

T givar To Eltrombopag Accord kon wowa givar 1) yp1jon Tov

To Eltrombopag Accord mepi€yet eAtpopfomdyn 10 0moio aviKeL GE Lo, KOTNyopio QapUiK®V Tov
ovopdgovtol aymviotég vTodoxEmv tng Opopforomrivng. Xpnoonoteitol yo va fondfoet otnv
avEnon tov aplfpov tov aponeTalMov oto aipa coc. Ta aponetdiia eivar cpospaipia mov Bonbdve
o™ pelmon 1} TV TPOANYN aLopPayiog.

To Eltrombopag Accord ypnG1UOTOlEiTaL Y10 TV OVTILETOTION UI0G OULOPPAYIKNG OOTAPOYNG
mov ovoudletal avroavoon (mpmtomadng) OpouPonevia (ITP), oe acBeveig nhiog 1 £Tovg ko
Gvw o1 omoiot &yovv AdPet Tponyovuévmg Oepameia pe AL QapUOKo (KOPTIKOGTEPOEION 1|
aVOGOGPALPIVEG) TO. 0TTOl0, OEV NTOV OTTOTEAEGLOTUKC.

H ITP wpoxodieiton amd younio aptfud aponetariov (OpouPonevia). Atopa pe ITP datpéyovy
avénuévo Kivouvo epedvionc apoppayics. To CLUTTOUOTO TOL UTOPEL VA TAPOTNPOVY
acOeveic pe ITP meprhappdvouv metéyeieg (enimedeg epuOpég kniidec Katw amd to déppa
pey€Boug akidag Kapeitog), HOAWOTES, PIVOPPAYIES, OVAN TOV ALLOPPAYOVV KL VO, LNV
UmopovV va eAEYEOLY TNV aloppayic GV KOTOVV 1] TPOVUATIGTOVV.

To Eltrombopag Accord pmopetl eniong va ypnoiomom0et Yo, Ty avTIUETOTIGT TOV XOUNA0D
apBpod Tov aponetoriov (Bpopuforevia) oe eviilikeg acbeveig pe Aotudéelg and Tov 10 TG
ypéviog nrotitidog C (HCV),av éxovv mpofAniuota pe avembounteg evépyeleg evd Aappdvouv
Oepaneia pe wtepeepovn. IToAld dropo pe dropa pe nratitido C umopei va £xovv younAong
apBpods apometadiov, Oyt HOVO OG ATOTELEGHA TNG VOGOL OAAL Kol AOY® OPIGUEVOV OVTL-
UKDV QAPUAK®Y TOV ¥PNGLULOTOI0VVTOL Y1 TV avTueT®dnion g H Aqyn tov Eltrombopag
Accord pmopel vo oag 01eVKOAVVEL VO, OLOKANPOGETE Evay TANPT KOKAO AMynNE ovTuko
QOPUAKOV (TEYKIVTEPPEPOVT KOl pLumafipivn).



2. Tvpéner va yvopilete npwv mwapete to Eltrombopag Accord

Mnv napete 1o Eltrombopag Accord

. o€ TEPInTOON arhepyiog oty eATpopfondyn 1 o€ 0mo10dNTOTE GALO OO TO GLGTATIKE OV TOV

TOV PapUaKoL (avapépovial oty Topdypago 6 ue titho «Tt wepiéyet to Eltrombopag
Accordy).
= XouvevvonOsite pe Tov Y1aTpod 6ag edv vopilete 6Tt anTd 16YVEL Y10 EGAG.

Ipocidomomceis ko TPoPLAGEELS

AmevBuvbeite otov yiatpo cag mpwv ndpete to Eltrombopag Accord:

o eqv €xete nraTika apopinparta. Ot avBpwmotl Tov £xovv Yaunio aplfud aponetaAioy, Kobmg
KOl TPOYWPNUEVT 1POVIO (LOKPOYPOVID) NAATIKN VOGO SLATPEYOVY UEYOADTEPO KIVOLVO
TOPEVEPYELDY, GLUTEPILOUPAVOUEVOV TOV ATEIANTIK®V Y10, T (oM nratikdv PAaPdv Kot Tov
Opoupav oto aipa. Edv o yiatpog cag kpivet 6Tt o opéAn amd ) Ayn Eltrombopag Accord
avtiotafuilovv Toug Kivddvoug, Ba Tapakorovbeiote otevd KaTd T ddpKela TG Bepomeiog
o0,

o edv dratpéyete Kivovvo gneavieng Opoppov aipatog otig pAEReG 1 Tig aptnpieg cag, N eqv
yvopilete 6TL N epedvion OpduPov aiploTog eivatl cuyvy 6TV OIKOYEVELY GOG,

Mmopei va Siatpéyete HeYaADTEPO Kivouvo pgavieng Opopfov Tov aipartog:

- KaBdg peyaAdveTe

- €qv émpene va Topapeivete KAvipng yuo peydlo ot

- gy éyete Kapkivo

- €dv maipvete avTicVAANTTIKO Y 1| oppoviky Bepameio voKatdoTaong

- edv €xete vroPinOel TpOGPATA GE XEWPOVPYIKT EMEUPACT] 1| £XETE VTOGTEL COUOTIKY|
pAGSN

- e glote vépPopog (Tayboapiog)

- €dv glote KOmTVIOTNG

- €4V €xete TpoywPNUEVN YPOVIL NraTomdOE

=2  Edv kGmo1o amd avtd 1oy0eL Y10 E6OC EVIIUEPAGTE TOV YLUTPO 60G TPV TNV Evapén g
Oepaneiog. Aev mpénet va mapete o Eltrombopag Accord, ektog edv o y1atpds Gog
Oeswpnoel O6TL Ta avapevouevo opEAT avtiotaduilovy Tov kivduvo gpeaviong Opdupov
TOV OilOTOC.

o €4V €yete KATAPPAKTES (0 POKOC TOL 0POUALOD BoldVEr)

o €4v €xete AAAN cpoToroykn TadNoN, 6TOG TO LVELOSVGTANGTIKO cuvopouo (MDS). O
yYwTpodg cag Oa dievepynoet e&etdoelg mpiv Eekvnoete to Eltrombopag Accord mpokeipévov va
eréyEet OTL Ogv MACYETE OO QT TNV Ao TOAOYIKN TaOnom. Edv éxete MDS wot ndpete
Eltrombopag Accord, to MDS pmopei vo emidetvmdei.
=2  Evnuepdote Tov y1o1pd 60G av 16YDEL OTOL0ONTOTE OO TOL TAPATAV® Y10, EGAC.

Op0aiporoykoi £reyyol

O y1atpoc oag Bo cag cuoTNoEL EAEYYO Yo KATaPPAKTES. AV dev vofdiieote oe cuviOElC
oBoApoloyiong eEAEYYOLG 0 Y10TpOg cag Ba kavovioet TakTikég eetdoelg. Mnopei eniong va
gleyyOeite yia TV guEAvioTn TGV ooppoyiag LEGH 1) YOP® 0t TOV OUEPANCTPOEdN Gag (TN
oTIfade poToELAicINTOV KVTTAP®V 670 TIo® UEPOG TOV 0POAALOD).

AnaTOOVTOL TOKTIKEG EEETAGE

Ipwv Eexvnoete va maipvete to Eltrombopag Accord, o ylotpdg cog Oa dieEaydyetl opatoroyikong
EAEYYOVG, MOTE VO EAEYEEL TO OLUOGPAIPLY GOC CUUTEPTAOUPBOVOUEV®Y TOV OULOTETOAM®Y. AVTOl 01
éleyyot Ba emavolapPavoviol Kot SlecTHHATO EVD TO TOiPVETE.

Alpatoroyikég e£eTd0EIG NTATIKNG AgtTovpyiag
To Eltrombopag Accord pmopei va tpokarécel amotelécpoto eEETACEMY ApLaTOg To 0OTolo HTopel va
glvar onpeio NroTikng PAAPNG — o advéEnom optopévey NraTKaV eviOI®V, 10101TEPMG TNG
YOAEPVOPIVIC, TNG TPOVOAUIVAGTC TNG OAVIVIG / TG ACTOPTIKNG Tpovoapvacnc. Eav naipvete
Oepaneiec mov Pacifovrol oty wrepeepovn poli pe to Eltrombopag Accord yio tnv avtipet@nion

TOV YoUNA00 apBpod TV aponetoliov Adyw nratitidag C, opiopéva nratikd TpofAnuate evosyetal

va emdstvevOov.



®a vroPAnbeite oe apatoroycos eELEYXOVS Yo va eleyyBel | nmoTikn cog Asttovpyia Tpv

Eexwvnoete va moipvete 1o Eltrombopag Accord kot Katd Stoctipoto eved To Taipvete. Mropel va

ypelotel va drakdyete tn Ayn Eltrombopag Accord gdv avénbei mdpa ToAd 1 TOGOTNTA AVTOV TOV

0VLGLMV 1 £V TOPOLGLACETE AAAL onpeia Nratikng BAAPNC.

=2  Awpaote Tic TAnpoopisg «Hratikd npoflijparay» 6Ty Tapaypa@o 4 Tov TapovTog A0V
03110V xpriong

Awyratoroyikég eEeTdoeis yio Tov aplpd Tov aponeTaiiov

Edv daxdyete ) Aqyn tov Eltrombopag Accord givar mBovov o aplfudg aypometoliov tov aipatog
oag vo, pewwbei ex véov. O ap1Buodg tov aponetariov Oa Tapakolovdeitan Kot o yroTpdg cog Oa
ocv{ntoet poli cog KatdArnieg TpoLAGEELS.

O o0 VYOG ap1BUog apomeTadiov, uropel va avénoet Tov Kivovvog epeaviong Opdupov aipatoc.
Qotdc0 Opopfor aipatog propodv emiong va oynUaticBoHV e PUGIOAOYIKOVG 1 OKOLLO KO YOUNAOVG
apBpoig apometariov. O yotpog cag Ba tpocapudacet ) 66on tov Eltrombopag Accord, dote va
dto@alicel 6Tt 0 aplBudg TV opoTeTaAlOY cag dev KabioTatol ToAd VYNAAC.

A Znmiote apécmg wTpikl] fodsia edv TopPOLGLACETE OTOONTOTE OO CLTA TO oTMEiD
Opéppov aiparoc:

. apfiéipo, wOVO 1 evacONGio 6TO TOSL
. aLpviore 6vomvore wiaitepo pali pe o&H movo 010 BdpaKa 1| YPRYOPT OVATVOT|
o TOVOC GTNV KO (GTOUMYL), SIOYKOUEVT] KOWMA, Gl OTO KOTPAVO GOG

Eetdosig Y10 Tov £AeY)0 TOV PUELOD TOV 0GTAOV GUG

Xe dTopa ov £govv TPOPANUATA LE TO LVEAD TMV 00TMV TOVG. PdppoKka 6mws to Eltrombopag
Accord pmopel va emdetvddcovy to TpoPAnua. Znueio petafoidv Tov HLEAOD T®V 00TMOV UTOPEL VoL
EUPAVIGTOVV UE TN HOPOT TAOOAOYIKGV aTOTELEGUATOV OTIC EEETAGELS TOV aipaTtdg coc. O YoTpog
oG eVOEyeTol va O1eEdyel eEETAGELS Y10 TOV GUECO EAEYYO TOL LVEALOD TV 0GTMV GOC KATA TN
duapxeta tng Bepamneiag pe to Eltrombopag Accord.

"EAgyyol 10 aipoppayic 6T0 TETTIKO GUGTN LA

Edv Aappdavete avti-ukéc Oepaneiec mov Pacilovrol oty wtepepepovn poli pe to Eltrombopag Accord
Ba TapakoiovbeioTe yio TVXOV oMUEiN ALOPPAYICG TOV GTO GTOUAYL 1) TO EVIEPO GOG HETA OO TN
dwokom Myng tov Eltrombopag Accord.

Hapaxorovdnon KapoloKig AerTovpyiag
O y10tpoc¢ oag umopel va Bewpnoet amapaitnt TV TapakoAovdnoT g Kapdldc Gog Katd T S1apKELL
¢ Oepameiog pe to Eltrombopag Accord kot va d1e&dyet NAEKTPOKAPIIOYPAPT L.

Hlxiopévor (65 e1®v Kot dvom)

Yrdpyovv nepropiouéva dedopéva amd tn yprion tov Eltrombopag Accord o acbeveic nAuciog
65 etV Kol Ave. Oo Tpénet vo divetan Tpocoyn otav yiveral ypron tov Eltrombopag Accord og
acBeveic nlikiag 65 eTOV KAl AVEO.

o kor £égnpor

To Eltrombopag Accord dev cuvietdrat yio Toudid nAiog Katw tov 1 €tovg mov £yovv ITP. Emiong
dgV GUVIOTATOL Y10 ATOUO NAKIOG KATO ToV 18 TV e younAd aptdud aporetalimy mov opeileTot
o€ nratitda C.

Alha gappoxo ko Eltrombopag Accord

Evnuepmote tov yiatpd 1| ToV popuaKonold cag edv maipvete, £xete TpOGPUTA TAPEL 1 LITOPEL VOl
mhpeTe GALO PApUOKO. T 0VTA TEPTAAUPAVOVTOL KOl TO PAPLOKO TOV ACUPAVOVTOL YOPIg 10TPIKT
ouvtayn Kot Brropive.



Opopéva kadnuepva eappoka ariniemopovy pe to Eltrombopag Accord —
GLUUTEPIAAUPAVOVTOL GLVTOYOYPAPOVLEVO KOL LT GUVTIOYOYPOPOVUEVO QAPLOKO KO LETUAAMKE
ototyeila. e autd mtepthapupdvovtat:

. avTIOEIVa EAPLLOKO Y10, TV OVIIUETOTICT TG OVOTEYING, TG KAOVPUS 1] TOV YOOCTPLKAV
EMKOV (PA. emiong «ote va To mApeTEH TNV TOPAYPAPO 3)

. @AapuaKa ToV oVoUAlovTal GTATIVEG Y10l TN NELMON TG XOANOTEPOANG

o OPIGUEVO PAPLLOKD Y10, TNV OVTILETOTION TS Aotpméng and Tov HIV, 61w 1 AomvaPipn kovn
N prrovaPipn

o Kvkhoonopivn mov ypnoyomoteitol 6 peTapocyevoels Kol qUTodvVosa VoG LOTO

. petaAlikd otoryeio, OmwG 6idNpoc, acPEcTIo, Loyviolo, apyiilo, GEANVIO Kol YELOEPYLPOG TTOV

umopel va GuVaVTOVTOL 68 PITARIVES KOl CUPTANPAOUATO PETUAMK®OV oTotyeimv (PA. emiong

«TOTE VA TO TAPETEN GTNV TOPAYPAPO 3)

QAapuoKa OTTmG 1 LeBOTPEEATN KO 1) TOTOTEKAVT] Y10, TV OVTILETOTIGT TOV KOPKIVOD

=  MiMjoTE PE TOV YI0TPO GOS EQV TAIPVETE OTOL0ONTOTE 0O 0VTA. Oplopéva amd avTd dev
npénet va AapPavovtar pe Eltrombopag Accord 1| va ypetdletal mpocappoyn n 66on 1 pmopet
va ypelaotel va oALGEeTe To ¥povo Ayng Tovg. O yrotpdc cog Oa emaveleTdoel Ta PApuaKa
7oV moipveTe Ko Bo TPoTEIVEL KATAAANAES VTTOKATAGTAGELS GV YpeldleTOL.

Edv maipvete akdun eappoka yio tny tpoinym tov 0poufov Tov aipotog vadpyel HeyaAdTePOg
kivduvog apoppayiag. O yatpdc cog Bo 1o cvintmoet pali cog,.

Edv maipvete kopTiKooTEPOELdN, davaloin 1/kot aladerompivy, umopel va xpeCTEL Vo TAPETE
YOUNAOTEPT 0OGM 1 VO SIOKOWETE TN AW TOLG KOTA T didpketo Tng Ayng Tov Eltrombopag Accord

To Eltrombopag Accord pe Tpo@i] kot w016

Mnyv mépete to Eltrombopag Accord pe yoAAKTOKOUKA TPOPLUA 1} TOTA, KOODS TO 0oPEGTIO oTa.
YOAOKTOKOWMIKG TTPOiOVTO, ETNpealel TV amoppodenon Tov eoapudkov. [a nepiocdtepeg TAnpopopiec,
BA. «llwg va To mapeTe» oV TOPAYPAPO 3.

Kinon kot Onraopog

Mnv ypnorpomoreite To Eltrombopag Accord £dv giote £ykvog, eKTdG K €0V GO TO CLGTNHOEL

GUYKEKPIUEVD O Y1aTpOg oag. H emidpaom tov Eltrombopag Accord katd tn didpkela TG €YKVUOGUVNG

dev givarl yvoot.

. Evnuepoote Tov T10Tpo6 60¢ €4V €loTE £YKVOG, VouileTe OTL umopel va elote ykvog 1
oY€014LETE VO OMOKTNOETE TOOH.

o Xpnowonoteite a&lomotn pébodo avticOAINYNG katd t Aqyn Eltrombopag Accord mpog
TPOANYT KUNGEDY

o Edv peivere éykvog katd 1 dwdpkera g Oepanciog pe Eltrombopag Accord, evnpepadote
TOV YlTpO GO,

Mnyv Onialete evo maipvere Eltrombopag Accord. Agv givat yvwotd v to Eltrombopag Accord
EPVE GTO PUNTPIKO YAACL.
=  Edav Onralete 1 oxonedete va Onldcete, eviuep®ote Tov Yorpd oag,.

001yNoN Ko LEPIOROS PNV LATOV

To Eltrombopag Accord propei va cog tpokaiicel {ain kot vo £xel AALEG avemBOUNTEC EVEPYELEG

OV LELDVOLV TNV EYPNYOPOT).

=  Mnv odnyeite ko pn 1EPILEGTE PNYOVIROTO EKTOG OV £160.0TE Glyovpot OTL dev ExETE
EMMPEOTEL.

To Eltrombopag Accord mepiéyel vaTpio kot 1oopaititoin
To @apuaxo avtd mepiEyel Aydtepo amd 1 mmol vatpiov (23 mg) avd 06om, ival avtd Tov
ovopdlovpe «ehevBepo vaTpiovy.

To @apuako avtd mepiéyel emiong iwoopuaAtitodn (E 953). Av o yiatpog oag, GOG EVNUEPMOE OTL EYETE
dvoavetia oe 0PIGEVO CAKYOPA, ETIKOIVMOVIGTE LE TOV YIOTPO GOG TPV VO, TAPETE AVTO TO
POPLOKEVTIKO TPOIOV.



3. I og va wapete To Eltrombopag Accord

ITavtote va maipvete to eApRaKo avtd CVGTNPE GOUPOVA LE TIG 00N Yieg Tov YiaTpo¥ cag. Edv éyete
apeiPoriec, pmtNoTE TOV Y1TPO 1) TOV POPROKOTOLd Gog. Mnv adddEete T dOON 1 TO TPOYPOLLLLOL LLE
Béon 1o omoio Aappdvete o Eltrombopag Accord extodg €4v 0 y1oTpOg 1 0 POPUAKOTOLOC GOG
ouppoviéyouy va 1o kavete. Oco hAappdvete o Eltrombopag Accord Ba gicaote vd v @povtida
ywTpov pe eedkevpévn epmepia oty Bepaneia g ndonong coc.

T 600n pémer vo TApETE

INo ITP

Evijlikeg kot wondnd (miwkiog 6 €og 17 etcdv) - ) ouviong apyikn o6on yio ITP givan éva diokio
Eltrombopag Accord T@v 50 mg v nuépa. Edv éxete xataywyn amd tnv AVOTOAKN-
/NotwoavatoMkn Acia propei va ypeloctel va EEKIVIOETE UE TN YopunAidtepn 6001 TOV 25 mg.

Howdwa (nhikiog 1 émg 5 etdv) — n suvRong apykn 06on Yo v ITP givar éva diwekio Eltrombopag
Accord Tov 25 mg v nuépa.

N nratitde C
Evijlikeg - | ouviOng apykn d6on yio nratitida C eivan éva dwekio Eltrombopag Accord tmv 25 mg
mv nuépa. Edv éyete xataywyn and v Avatoiikn-/Notiooavatoiikn Acia Ba Eexivioete pe tnv iowe
0661 TOV 25 mg.

Mmropei va ypetactovv 1 émg 2 gfdouddeg yuo va dpdoet to Eltrombopag Accord. Mg Baon v
avtandkpion 6og oto Eltrombopag Accord, o yiatpdc oag pmopel va GLGTAGEL TNV 0AAAYY| TNG

NUEPNOLUG 0OGNC GOC.

I®g va Tapete Ta diokio
Kortomeite 1o diokio oAOKANPO pE Alyo vepo.

Iléte va 10 TapeTE

2ryovpevTEITE 0TL —

o Koazd 116 4 ®peg wprv ) Ay tov Eltrombopag Accord
o Koatd 116 2 ®peg petd ™ Aqyn tov Eltrombopag Accord

AEV KATOVOADVETE TIMOT QIO TO, TOPOKATO:

. YOAOKTOKOMKES TPOPES, OTTmG TUpi, BoHTLPO, Y10OVPTL 1] TAYMTO

. Y@Ao 1] PAKGELK, POQTIUATO, TTOV TEPLEYOVY VAL, YILOVPTL ) KPEUD

. avTio&va, va €100¢ PapUAKOD Yo TN SVOTEYIN Kal TIG KOoVPES

. OPICUEVO GOUTANPONOTO. RETUAMKAY 6TOVYEIOV Kot friapivdy, cuprneptloufavouévon Tov

G131pPOL, TOL AGRECTION, TOV HOYVNGIOoV, TOV AAOLUIVIOV, TOV GEANVIOL Kol TOL WYELSAPYDPOL

Edv to kavete, T0 papuoko dgv Bo amoppopiTal GOGTE GTOV OPYUVIGUO GOC.



IIapte To Eltrombopag Accord

-

T'a 4 opsc * .. KO YO 2
TPV TAPETE TO MPEC HETO
Eltrombopag

Accord...

OX1 yohokToKOpKG TPOiGVTA, ’ :

OVTIOSIVE 1] COUTATPOUATO
RETAMKOV GTOVEIOV

IN'o teprocoTEPES TANPOPOPIES GYETIKG NE KATAAANAX TPOQILO KAl pOP|LaTd, amevBuvieite
OTOV YI0TPO GUG.

Eév mapete peyorvtepn 66on Eltrombopag Accord amwd Tnv Kavoviki)

Emxowowviote apécmg pe yiatpo 1 eappokonrord. Edv eivar duvatd, dgi&te Tov T cuokevacia n
aVTEG TIG 00MYiEg xpNOoMG.

®a mopokolovdeiote Yo TVYOV oNueia 1| CLUTTOUATO AVETIOOUNTOV EvepyEL®V Kat Oa Gog yopnynOei
OUECMG KOTAAANAN Oepameio.

Eav Eeydoete vo mapete 1o Eltrombopag Accord
[épte v emdpevn d6on ™ cvvnBiopévn dpa. Mnv ndpete meprocdTePeg amd Lo SOGELG
Eltrombopag Accord péoa o pia nuépa.

Eév stopatiocere va naipvete 1o Eltrombopag Accord

Mnv ctapaticete va maipvete to Eltrombopag Accord ympic va pidnoete pe tov yiotpod cag. Edv o
YWTPOG GOG GLGTNGEL TN dtaKomn NG Oepamneiag, O eAéyyeton Emetta o apOUOg TOV OLUOTETAAIDV GOg
Kké0e efoopdda yio técoepig efdouddec. BA. emiong «Aiuoppayia 1§ uwiwmnos uetd amo ty olakxoni
)¢ Oepameiogy otV mopdypoo 4.

Edv éxete meplocdTepEg EPOTNCELS GYETIKA LLE T YPNOT] AVTOL TOV QUPHAKOV, POTIGTE TOV Y10TPO 1)
TOV QOPLLOKOTOLO GOG.

4. IIBavég avemBOUNTES EVEPYELES

Onwg 6ha Ta eAppOKa, £TGL KO AVTO TO PAPUOKO LITOPEL VO TPOKAAEGEL AVETIOOUNTES EVEPYELES, OV
Kot OgV TOPOLGLALoVTaL G€ OAOVE TOVG avOpmITOC.

TOUTTONOTO TTOV OTOLTOVV TPOGOYI]: EMOKEPTEITE Eva Y1OTPO

Ta dtopa wov Aaufdavovy Eltrombopag Accord gite yuo ITP gite yuo yopmiodg apifuovg aponetaiioy
o710 aipa eartiag nratitidog C propet vo avarntoéovv onueio Suvntikd cofapdv avemifdountov
evepyelmv. Eival onpaviiké va eviipep®oeeTe £va YIoTpO €AV EPPAVICETE AVTA TU CUUATONATO.

Yyniotepog kivouvog epedvienc 0poppov tov aipatog

Opiopéva atopo Pmopel va StaTpEYovy vYnAoTePo kivouvo eppdviong Opoupwv Tov aipatog kot
oapuaka 0nmg to Eltrombopag Accord pmopei va emdetvddsovy avtd to mpofanua. H Eapviky
amoepaén evoc apoedpov ayyeiov €attiag evog Opdupov tov aipaTog eivar pio pn cuyvn
avemBountn evépyela Ko propei va emnpedoet £éog 1 ota 100 dropa.



& Avalntiote apéong woTpikn fondsia v epgavicete onueia ko coprtOpeTe Opoépfov Tov
aipaTog, 0TMG:

. oidnpua, aryog, OeppéTnTa, EpLOPOTNTA, 1| ELGONGIN GE Eva TOO

o EapviKi] 0VoKOALX 6TV AVAATVOT], 10ig 6TaV GVVOdELETAL ATt 05V (Ayog 6To BdpouKa 1
Ypfiyopn avamvon

o KOWAL0KO (oTOHOYIKO) GAYOC, d1dTOoT TNG KOWAING, QL0 OTO KOTPAVA GO,

Hrotiwkd npopfiipata

To Eltrombopag Accord pmopet va tpokarécetl petaforés mov epeavifovtal 6TiG AATOAOYIKES
eEetdoeic ko pmopet va gfvan onpeia nrotkng PAGPnc. pofAnuata pe to frap (awénuéva évivpa
7o gppavifovtar 6Tig e£€TAOELS QipLOTOC) Elval cuyva Kot pumopel va exnpedoovy £og 1 ota 10 dropa.
Ao nratikd TpofApoTa tvar 6x1 cuyva Kot uropel va emnpedoovy £o¢ 1 ota 100 dropa.

Edv eppoavilete omoladnmote omd auTd T0 oMUEiN KOl GUUTTOUOTO NTUTIKOV TPOPANUATOV:
o Kvrpiviopa tov $€ppotog 1 Tov AevKov PEPOLS TOV PATIOV G0 (TKTEPOG)

o Acvvnifiota ckovpdypopa ovpa

2>  Evuep®cte opécg ToV YoTpd 60

Awyoppayio 1 POAOTIOROS PETA 0T6 TN OLaKomN TNG Ogpameiog

Méca og 600 eBdouddeg amd ™ drokom tov Eltrombopag Accord, o apiBuodg tov aiponetarioy Oa

pelmfel cuvnBmg Ko TaAL o€ ekeivov mov ftav mpwv Egkvioete to Eltrombopag Accord. O

YOUNAOTEPOG aPOLOG ALOTETOAM®Y Pmopel va avENoetl Tov kKivouvo alpoppayiog 1 poiomiopov. O

YwTpog cog Oa eEAEyyel Tov aplBud TV apomeTolimv 6ag Yio TOVAGYIoTOV 4 EBOOUAdES apoD

dwkoyete ) Afqyn Eltrombopag Accord.

=2  Eviuep@cTte TOV Y10TPO 60G 0V TOPOVCLAGETE OLILOPPOYio. | LOAMTES HETA OTd TN SLOKOT
tov Eltrombopag Accord.

Optopéva dtopo Pmopet va ELPavIcovy aipopparyic 6To TEATIKG GUOTNNHA LETE Ad TN SLOKOTY| TNG
TEYKIVTEPPEPOVNG, TNG prumaPipivng kot Tov Eltrombopag Accord. Ta copmtdpoata teptlapfavouy:

. Mavpa cav micoa kompava (O amoypmuUoTicds TV KOTpdvmy etvar pio un cuyvn
avemBount evépyela Tov umopei va emnpedost éoc 1 ota 100 dropa)

. Aipo ota KOTPOvVO GoG

. Epetd mov mepiéyet aipa 1 vAkd Tov potdlel pe KOKKOUG amd KapE

2  Evuepdocte opfcg Tov YLoTpd 60g £4v TOPOVCIAGETE 0TO100NTOTE OO OWTA TO!
GUUTTOUOTO

O mapokaTo avemBOuntes evépyeleg £xovv avapepOei og oyéon ne T Oepaneio pe Eltrombopag
Accord og evijhikeg ac0geveig pe ITP:

oAb ovyvéc avemBounTeg evépysieg

Avtég umopel va ennpedoovy meprecétepa amd 1 ota 10 dropo:

. Kowo kpvordynua

aicOnpa adwbecioc (vavtio)

duappoia

Prixes

AolU®EN ot HOTN, T LYUOPELD, KOL TIG OVATEPES OVOTVEVGTIKEG 0500¢ (AoimEN Tov avdTEPOL
OVOTTVELGTIKOD GUGTNLOTOG

o oGLUAYia

IIoA0 cvyvES avemOUUNTEG EVEPYELES TOV NTTOPEL VO EVTOMIOTOVV GTIS UINATOAOYIKES eeTdoeig:
. avénon nratikadv eviopwv (apvotpavepepdon g araviving (ALT))

Yoy vES avemOOUNTES EVEPYELES
Avtég umopet va emnpedosovv péxpt 1 ota 10 dropa:
. TOVOG GTOVG VG, HVTKOC GTACUOG, LVIKT ddLVOLIa



TOVOG GTOL 0GTA

Bapia ppmvog poon

TOVOLOLOG KOl OVGKOALD GTNV KOTATOGOT

0OoALIKE TPOPALOTA TOV TEPIAAUPBAVOLV U1 QLGTIOAOYIKEG 0QOaALIKEG EEETAGEL,
EnpooBaipia, o@BaApio movo Kot BoAn dpaon

€1ETOC

ypinn

emyeiMog Epmng

TveL OVl

gpeBiopog Kot Aeypovn (0ldNHa) TV YUOpELDV

@Aeypovn (oidnpa) Kot AoTU®EN TV apvYdeAmV

AOTU®EN TV TVELUOVAV, TOV TYUOPEI®Y, TNG HOTNG KOl TOL A0V

QAEYLLOVT] TOV 10TOV TOV 0VA®V

ammAEL TNG OpeENg

aicOnpo popUNYKIGGHOTOC TOIUAAIOTOC 1 LOVSIAGLOTOC OTTMG AEYETAL KOWVE «OaV KOPPIToEG
Kol BeAOVeESH

UEI®MEVT aicOnon Tov dépuaTog

aicOnpa {ading

TOVOG GTO AT

ovog, oidnua Kot evasncio og éva omd To TOd 6og (cLvnBwg ot Yaura) pe (eotd dépua
oV pocPePinuévn meproyn (onueia OpouPov aipotog oe po pAEPa mov Ppicketal g Babog
EVIOMIGUEVO oidNHa pe aipo omd T pNéEN evOg apo@opov ayyeiov (opdtmpo)

eEdyelc

TPoPAUATA GTO GTOWN TTOL TEPAAUBAvoLY EnpocTopio, TOVO 6To GToUa, EvacOncia 61N
YADGOGO, OLLOPPayio GTO 00N, EAKT) GTO GTOUA

QoI TTOL TPEYEL

TOVOSOVTOG

KOIALOKOG TTOVOG

U1 QLGIOAOYIKT] NTATIKN AELITOVPYiN

aArayéG 610 6€pUa TOL TEPLOUPAVOLV VITEPPOAMKO WOPDTA, KVNOUDOEC ETOPUEVO EEAVOMUQ,
KOKKIva onpeio, aAAAYEG OTNV ELPAVION TOL SEPLOTOC

ATTOAEL LOANDV

aPpmON N Ue PLoaAideG 0Vpa (oMueia TAPOVGING TPOTEIVIG GTO 0VPOL)

vynAn Oepuokpacio, aicOnua (otng

ovog 610 otniog

aicOnpo advvapiog

TpoPARUOT [LE TOV VTIVO, KOTAOAY™

Nupavio

HelwUEVT OpaoT

aicOnpa mepiotpoeng (iAryyog)

TEMTIKG, aEPLOL /aépaL

Yoy vES AveEmMOOUNTEG EVEPYELES TOV PTTOPEL VO, EVTOTLOTOVY GTIS ULULATOAOYIKES EEETAGEG:

UEL®UEVOG aplOuog epvbpokuTTapmy (avarpio)
UEL®UEVOG aplOuog arpometarioy (Opoupomevia)
UELMUEVOG aPOUOG AEVKOKVTTOP®V

UELMUEVO, ETITESO, ALULOCPULPIVIG

avENUEVOG aplOoc NOCIVOPIA®Y

aLENUEVOG aplOOC AEVKOKLTTAP®Y (AELKOKVLTTAPMOT))
avénuéva eninedo ovpikov 0EE0C

pelopéva emineda KoAiov

avénuéva emimeda KpeaTviving

avénuéva emimeda aAKOAIKNAG POSPOTAONS

avénon Nratikdv eviouwv (acTapTikny apvotpaveeepdon (AST))



o avénon yorepubpivic oto aipa (ovcia Tov TapdyeL TO NIApP)
. avENUEV ETITESD OPICUEVOV TPOTEIVOV

Oy ovyvég avemBOuNTES EVEPYELES

Avtég pmopet va ennpedoovv péxpt 1 ota 100 dropo:

. aAAEPYIKN avTidpoom

. TOPEUTOIIOT TOV EPOSIOCUOV UE GOl TUNLOTOG TNG KApILhg

. a1pvidto Suokora oIV avamvon, Wiaitepa dTav cuvodeveTal and o0& TOvo 6To Bdpaka KoM
Yp1yopn avamvon , mov Ba pmopei va eivor onpeio Opoppov aipatog otovg mvedpoveg (PAEme
«Yyniotepog kivovvogs supavions Opoufav tov ainatos» oty mapdypoeo 4 Topamive)

o ATMOAELN TNG AELTOVPYIOG TUALOTOG TOV TVELHOVOV OV TPOKAAEITOL d TOPEUTONON TNG
TVELLLOVIKTG apTnpiog

. mOovog TOVOC, oidnpa, /Kot gpuBpdtnra YOpw amd pio eAEPa mov pmopel va givor onueio
Opoupov aipotog oe pio pAEPa

o KITPIVIGUO TOV SEPLOTOC T)/KaL KOTMOKOC TOVOG TTOL UTopeil va givar onueio amoepaéng twov

KON POp®V, NOTIKNG PAGPNG, nratikng PAAPNS e&ortiag eAeynovng (PAEne «Hratika
mpofipuatay TOPATAVE GTNV TAPAYPopo 4)

o BAGPN ToL NTOTOC TOL OPEIAETAL GE PUPUOKEVTIKT OY®OYY|

o YPMNYOPOTEPO XTUMNUA TNG KAPILAG, AKOVOVIGTOG KAPSOKOS pLOUOG, WITAE ATOYPOUATIGHOS TOV
d€pLOTOC, dtaTopayég TOL Kapdtakoh puduov (emyumkovven QT) to omoio umopel va eivar onueio
SloTapaynGg IOV GLVIEETAL LE TNV KAPOLA KOl TO ALLOQOPO. aryyEio!

o Opoupog aipotoc

e £&oym

o EMMOVVEG TPNGUEVEG apOpDGELG TOL TPOKAAOVVTAL 07T0 TO 0LPIKO 0EL (oVpik1 apbpitida)

o ATOAEL EVOLAPEPOVTOC, OALAYEG 0T O1dfeam, KAGLLO TTOV dEV LUITOPEL VO GTOUATAGEL N
EKONADVETAL GE U1 OVAUEVOUEVO YPOVO

o TPOPANOTA [LE TNV 1GOPPOTTIEL, TO AOYO KOl TNV VEVPIKY| AELTOVPYICL, TPEUOVAM

o 00VVNPY N U1 PLGIOAOYIKN aicOnomn Tov dEPUATOC

o TapdAvoT 6N pio TAELPE TOV GMOUATOG

. nupavia pe avpo

o vevpikn PAAPN

o dudTaon 1 oldNpHa TOV AUOPOPOV AYYEIDV TOL TPOKUAEL TOVOKEPAAO

o opBoiporoyud mpoPAnpata, Tepapfavopévng e avénuévng mapaywyng dakpHmv, ToL
Oolopévou eakod Tov HaTIoD (KOTappaKTng) aoppayic Tov aueiAnctpoetdoic,
Enpopbaiuia

o TPOPANOTA [LE TN HOTY, TOV PAPLYYO. KOl T, LYLOPELD, AVOTVEVGTIKG TPOPANUATA KATE, TOV
VTVO

o OAOKTOVEG/TANYES GTO OTOUA KOt TOV AU

o ammAeln Opeéng

. TPOPANUOATA TOV TETTIKOD GLUGTIHHOTOS TOV TEPILAUPAVOVV: GLYVEG KEVDGELS, TPOPIKN
dmAntmpiaon, aipa oto KOTPAVa, EUETOC UE O,

o alpoppayio omd o 0pho, aAlayr) 6TO YPOUO TOV KOTPAVOV, KOIAMOKO POVCKMLLOL,
dvokootnTo

o TPOPAAATA GTO GTOWA, TTOL TTEPIAAUPAvVOVY ENPd I EXDOSVVO GTOWA, TOVO GTT| YADGGA, OVA
OV OLOPPayohV dSUGPOPIa 6TO GTOUA

o NAako Eykavpo

o aicOnpa {éotng, aicOnua dyyovg

o gpLOpOTNTA N OO U YOP® OO pic TANYY

o alpoppayio yopw amd kabetnpo (av VIGPYEL) GTO SEPUA

o aicnon evog EEvov cmdpaTog

o TPOPANUOTA GTO VEPPE TEPIAAUPOVOUEV@V: PAEYHOVIG TOV VEPPDV, LITEPPOAKNG 0OVPNONG

KOTA TN VOKTO, VEQPPIKT OVETAPKELN, AEVKE OLOCQAipla 6TO 00pa
Kp0OG 10pOTAG

o YeVIKO aicOnpo adiabeciog

o Aoipwén Tov déppotog



o aAAOYEG OTO OEPLLO TTOL TEPILOUPAVOLY ATOYPOUOTIGHO TOV EPUATOG, EEPAOVOIGHLO,
gpLBpdTTA, KVNOUO Kot EPIdpwon

o Huikn advvapio

. KapKivog Tov 0pHov Kot TOL TaXEOG EVIEPOV

Oy svyvég avemOBOUNTES EVEPYELES, TOV PUTOPEL VA EVTOTLGTOVY OTIS EPYUOTIPLOKES EEETACELS:

o aArayég oto oynpa TV epubpokutTdpmv avEnuévog apldpnds apomeToliov

. TOPOVGIO, AVOTTUGGOUEVOY AEVKMV OLOGPALPpi®V Tov UTopel va eival EVOEIKTIKT OPIOUEVOV
acBevelimv

o pelmpéva eminedo acPectiov

UEL®UEVOG aplOUOg EpLOPOKLTTAP®VY (AVaLUiN) TOV TPOKAAELTOL 0O VITEPPOAIKT] KATUGTPOPT|
TV gpLOPOKVLTTAPOV (CULLOAVTIKY CVOLLLicL)
AVENUEVOG aPtBLOG LLLEAOKVTTAPMOV
ALENUEVO OVOETEPOPIAL

avENUEVN ovpio apoTog

avénpéva eninedo TpOTEIVIG 6TO 0VPOL
avénpéva eminedo Aevkopativng oto aipo
avENUEVA ETITES O GLVOAIKNG TPMTEIVNG
Lelpéve emimedo AeVKOUATIVIG OTO aipol
avénuévo pH tov obpov

avENUEV EMITEDD ALLOCPOLPIVIG

O TopokaTo emahiov avemBOUNTES evEPYELES £xovy avapepBel o€ oyéon pne Ty Ogpaneia pe
Eltrombopag Accord og mondrd (nhkiog 1 émg 17 erov ) pe ITP:

Av avTég o1 avemBOUNTES EVEPYELEG YIVOUV GOPOPES, TAPAKOAEITTE VO EVILEPMDGETE TOV YLATPO TOV
POPULOKOTOL 1] TOV VOGOKOUO GO,

IoAd ovyvéig avemOOunTES EVEPYELEG

Avtég umopel va emnpedoovy teprecotepa amd 1 ota 10 Toudid:

. Aolpwén otn poTn, To LYHOPELD, TOV AULUO KOl TOVG OVATEPOVG ALEPAYMYOVS, KOO KPVOAGYN O
(Aolpmén Tov OVATEPOL AVATVELGTIKOD GLUGTIILOTOC)

duappoia

KOIALOKOG TTOVOG

Prixes

VYNAR Beppokpocio

aicOnpa adrobeciog (vovtio)

Yoy véG avemOOUNTES EVEPYELES

Avtég umopei va emmpedoovy £0¢ 1 ota 10 Toudid:

dvokorio otov vrvo (abmvia)

TOVOSOVTOG

TOVOG GTNV UOTN KOl TO AQLO

Qoyovpa, PVIKN Katappon 1 fovAmuévn pot

TOVOLOLLOG, LOTT) TTOV TPEYEL, PLVIKT] GLUUPOPNOT KOl PTEPVIGLLOL

TPOPARUATA GTO GTOWN TTOV TEPLOUPAVOLY EnpocTtopio, TOVOo 6T0 6TON, gvaictn YA®GGa,
00A0 TTOL CLLOPPOYOVV EAKT) GTO GTOLUN

O TopokaTo emahiov avemOOUNTES EVEPYELES £xovy avapepOel o€ oyéon pne Ty Ogpaneia pe
Eltrombopag Accord 6€ cuvovOONUO pNE TEYKIVTEPPEPOVY] Kot prumafipivy o€ acBeveic pe HCV:

oAb ovyvéc avemBounTeg evépysieg
Avtég umopet va emnpedcovy teprocotepd o6 1 ota 10 dropa:

. KEPOAOAYi0L
. anmielo 6peéng
e Pixag
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aicOnpa adwbeciog (vavtia), Sidppota
TOVOG GTOVG HVES, PVTKT advvapio
payovpa

aicOnpa kémwong

TUPETHG

acvvOioTn TpLYYdTTOON

aicOnpa advvapiog

v660G oL potdlel e ypim

TPNEO TOV XEPLOV N T®V TOSLDV

piyn

oAV ovyvég avemOUOUNTES EVEPYELEG TOV NTOPEL VA EVIOTLGTOVV GTIC ULLATOAOYIKEG EEETAOELG:
. pelpévog apipog epvbpoxvttdpmv (avarpia).

Yoy véG avemOUUNTEG EVEPYELES

Avtég pmopel va ennpedoovy péyxpr 1 ota 10 dropo:

o ovporoinmén

o QAEYLLOVT] TOV PVIKOV 00DV, TOL GAPLYYO KOl TOV GTOUATOS, YPITAMON CUUTTOMATO, ENpod

oTOUO, GTOUO, e APOEG 1) PAEYLOVADOES, TOVOSOVTOC

ATMOAELN COUATIKOV Bépovg

SlTapayEc VIVOL, UN PUGIOAOYIKT VITVNALL, GUYYLON, KOTAOAIYT, GyYOG

CaAn, TpoPAuoTa TPOGOYNG KOl VAUNG, dALYEG d1dfeong

LELOUEVT EYKEPOAAIKT AelTovpyia ®¢ emakdiovdo Nratikng PAGPNS

LUPUYKIOGHO 1) LOVSLUGLO TV XEPLDV 1) TOV TOIDV

TVPETOG TOVOKEPAAOG

opBoiporoykd TpofAnuata, copmeptlopfavouévev: Baundc eakds otov 0POuAUO

(kotappaktng), Enpoedoiuia, pikpég kitpiveg evamobicelg 6Tov ap@IPANGTPOELdT], KITPIVIGUA

TOV AEVKOV HEPOG TV 0POOAUDV

alpoppayio Tov auEPANGTPOEd0DS

aicOnpa teprotpoeng (IAryyoc)

YPYOPOS 1 OKAVOVIGTOG Kapdlakog puBuodg (aichnua maApdv), SuoKoiio 6TV avamvon

Brxog pe mrogha poTn mov TpEYEL, YpImn, emyeilog Epmng, TovOAALLOG Kot SuoKoAia GtV

KOTATOOo

. TPOPANUATA TOV TETTIKOD GLGTNHOTOS, CLUTEPIAAUPAVOUEVAOV: EUETOV, TOVOV GTO GTOHIYL,
dvomeyiag, SOLoKOMOTNTOC, TPNEINNTOC 6TO GTOUAYL, JATAPUYDV TNG YEOONC, ALOPPOIdMV,
GTOUOAYKOD TTOVOL/SVGPOPIOG, TPNOUEVOV ALOPOPOV OYYEIDV KOl ALOPPAYING GTOV 01G0PAYO

o TOVOSOVTOG

o NTATIKA TPOPANUATO, CUUTEPIAAUPBOVOUEVOV: OYKOG GTO NTTOP, KITPIVIGLLO TOV AEVKOD TOV
LTIV 1 Tov dEpUaTog (iktepog) nmatik] PAAPN amd ) eapuaxevtiky aywyn (PAéne «Hratikd
wpofinuaroy Topondve oy Topdypopo 4)

o depuotikég petaforés, mepropuPavouévmv: eEdvinua, Enpodepuia, Exlepa, eppdpdmmra TOL
SEPLOTOC, GOyoUPa, VITEPPOAIKT EPIOPMOT], LN PLGIOAOYIKA dEPLATIKG E0YKDNOTO,

TPYOTTOON

o TOVOG 611G apBpdoelg, 06PLOAYin, TOVOC GTA 00TE, TOVOG Gt dicpa (XEPLa, TOdL, TAAAUES
TOTOVGES), LVTKOL OTTAGHOL

o gvepebiotoTa, Yeviko aicOnua adwbeciag, deppatikny avtidpacn 6nwg epufpoTnTa 1 oidN U

Kot TGVOG 6T0 oNuEio éveong, TOVOG 6To BmpaKe Kol SLGPOPIN, CLECMPEVCT VYPOD GTO GMUOL
M T0 dKpa TOV TPOKAAEL o1dM UL

. Aolpwén otn poTn, To tYHopEL, TO A Kol TOVG VM 0EPAYMOYOVS, KOWVO KPLOAOYT LA
(Aolpmén tov avVOTEPOL AVATVELGTIKOD) GAEYUOVT TV PAEVVOYOVOV TV BpoyymV
o Koatabiwym dyyog, dtatapayéc Tov VTVOL, VEVPIKOTN T

Yoyvég avemOBOUNTEG EVEPYELES TOV UITOPEL VO EVTOTIOTOVV OTIS UIRUTOAOYIKES eEETAGELS:
. avénuévo cdxyapo (YAukoln) aipotog
. UELOUEVOG aptBOG AEVKDV OLOcQUpimV
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UELOUEVOG aPIOOG OVIETEPOPIA®V

UELMUEVO ETTITED O AEVKOUATIVIG OTO Lol

UELMUEVO ETITEDO AULOCPULPIVIG

avénuévn yolepvbpivn (pia ovsio Tov TapdyeTon 6To NIAP)
petaforég ota Eviupa Tov EAEYYOLY TNV TNEN TOV AipOTOg

Oy ovyvég avemBOUNTES EvEpYELES
Avtég pumopet va ennpedoovv péxpt 1 ota 100 dropo:
. TOVOS Katd v ovpnon

. Sdwatapayéc Tov kapdiakoy pubpol (rtapdtacn Tov dractiuatog QT)

. YOGTPEVTPITION, TOVOAULLLOG

. OAOKTOVEG/TANYES GTO GTOUA, PAEYLOVT] GTO GTOUAYL

. petaforég oto 6éppa mov meplapfavovy aAlayég oto Ypdua, Eeprovdioa, puBpdtnTa,
KVNGUO KOl VOYTEPIVI EPIOPmOT)

o Opoupor aipatog oe pAEPa Tov NIatog (TBavr PAALT TOL NTOTOC 1)/KOL TOL TEXTIKOV
GUGTNHLOTOG

o avopoAn TEN aipatog e LIKPA ayyeio e VEQPIKT OVETAPKELL

o eEavinua, pdroneg oto onueio g éveong, dSuspopia 6to 6Tnhog

o HelpEVOS aptBpog epubpdv aipoceaipiov (avaipio Tov TpokoAeital amd vTepPoALKn
KATOOTPOPT| TOV EPLOPOV AUOCPUIPI®Y (AUOAVTIKT ovaLpio)

o GUYYLOT], avnovyio

o NTOTIKN AVETAPKELDL

Or ax6rovBec avemBOuNTES EVEpYELEg Exovv avapepOel va oyetilovran pe T Ogpaneia pe
ektpopforndayn oc acOeveic pe cofapn amhactikny avarpio (SAA):

Av 0uTég o1 avemBOUNTEC EVEPYEIEG YIVOUV GOPOPEC, TAPAKUAEITTE VO EVIUEPMDGETE TOV YIUTPO TOV
POPLOKOTOLO 1] TOV VOGOKOLO GOG.

oAb ovyvéc avemBounTeg evépysieg

Avtég pumopet va emnpedoovv neptocotepa and 1 ota 10 dropa.
Prixes

TOVOKEPUAOC

7TOVOC GTO GTOLO KO TO AQLLO

duappoia

aicOnpa adwabeciog (vavtia)

wovog oTig apbpmacelg (apOparyia)

oVog oTa GKpa (¥éEpia, OO, TOAAUES KOl TOTOVGES)
Cakn

alcOnpa kovpaong (kénwon)

TpeTHC

piyn

KVNOUOG OTO PATLO

OAVKTOLVEG GTO GTOLO.

aoppayio twv oOA®V

TOVOG GTNV KOWALAL

powkoi oracpol

=
S
e

0 GUYVES UVETOVUNTEG EVEPYELES TOV PTTOPEL VO ERPUVIGTOVV 6TIG ££€TAGES AipOTOG
L1 QLGIOAOYIKEG OAAAYES GTO KOTTAPO TOL LVEAOD T®V 0GTMV GOG.
o avénpéva eminedo NroTikdv eviOpmv (acmoptikn apwvotpaveeepdor (AST))

Yoyvég avemOOuNTEG EVEPYELES
Avtég pumopet va emnpedcovv £o¢ 1 ota 10 dropa.

e ayxog
o KaTdOAym
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o aicOnpa kpvov

o YeVIKO aicOnuo adiabeciog

o opBoAkd TpofApata Tov TEPAaUPavouy: TpofAuato otny dpacn, Boaurn dpacn, B6Awon
TOV PaKOV TOL ATV (KaTappdKTng), otiypata 1 ot evamofécels oto pdtt (eE0pmpata Tov
VOA0EW00C), EnpoeBadpic, eayodpa 6TO HATL, KITPIVIGHO TOV AEVKOD TOV LATIAV 1) TOV

OEPLOTOC
. apoppayio omd ™ poT
. TPOPANUATA TOV TEMTIKOV GLGTHUATOG OTWS: OLVGKOALD GTNV KOTATOGT), TOVO GTO GTOL,

TPNOUEVT] YADGGO, ELLETOG, ATMAELD TNG OpeENS, TOVOG/ducpopia 6To oToUdyL, TPHELLO GTO
oTopdyL, TETTIKA 0épla, SOLCKOIAMOTNTA, JLOTAPOYT TNG KIVNTIKOTNTAG TOV EVIEPOL OV UTOPEl
Vo 001 YNGEL G€ SQVGKOIAMATNTO, POVCKMLE, O1APPOLO T)/KOL TO TPOUVOUPEPOLUAVO CUUTTMLOTOL,
OAAOYT OTO YPDU0 TOV KOTPAVDV

o AmoBupia

depuotikd mpofAnpata 0tmg: Mikpd KOKKIvVO 1] Lo onueia Tov TPoKaAOVVTOL ad aloppoyio:

péca oto dépua (metéyeteg) eEavinpo, kvnopdc, kvidwon deppatiky PAGPN

0GPLOAYiN

HoiKog Tdévog

TOVOG GTOL 0GTA

advvopia (e€acbévion)

oldN o TOV KATO® AKPOV, AOY® TNG GVCCHPELGNS VYPDV

U1 QLGIOAOYIKO YPDUN TOV 0VPOV

SLOKOT TNG TAPOYNG QUOTOG TTPOG TOV GTAN VA (EUPPOKTO GTANVOG)

QO TTOL TPEYKEL

2oy vES aveEmMOOUNTES EVEPYELES TOV PTTOPEL VO, ERPAVIGTOVV 6TIG ££€TAGES OipaTOS
o avénon og Evlupo oQelouevn og PAAPN TOV OOV (POCEOKIVACT] KPEUTIVIC)
GLGGMPELGT GLONPOV GTO GO0 (VTEPPOPTMGT GLONPOL)

UEIMOT TOV ETTES®V cakyGpov (VITOYAVKOLic)

avénuévn yolepvOpivn aipatog (Lo ovcio TOL THPAyETUL 0O TO NIAP)
UELMUEVO ETITEDD AEVKDV OUOGPAPimY

AvemOOuUNTES EVEPYELES UE N1 YVOOTY] CVYVOTNTA
H cvyvomto dev punopei va vroloyiotel omd to Stafécio dedopuéva

. ATOYPOUOTICHOG OEPLOTOG
. GKOVPOTEPO OEPLLOL
o BAGPN TOL NTOTOC TOL OPEILETAL GTN POPUAKEVTIKT Cy®YN

Ava@opd avemOOunTOV EvEPYEL®OV

Edv mapotnphoete KOmolo, avemBountn evépyela, EVIUEPMDGTE TOV YIATPO, TOV PUPUOKOTOLO 1) TOV/TNV
VOGOKOWO GaG. AVTO 1oYvEL Kot Yio kéOe mhavr avemBountn evépyelo TOv dEV AVOPEPETOL GTO TUPOV
@OALO 0OMY1DV Yprionc. Mmopeite emiong va avapépete avemBounteg evépyeleg anevbeiog, LEow

EBvikog Opyavicpdg @appdkov

Meocoyeimv 284

GR-15562 Xohapyodc, Adnva

TnA: +30 21 32040337

Iotétomog: http://www.eof.gr, http://www kitrinikarta.gr

Méow ¢ avagopdc avembdunTmv evepyeldv pmopeite vo fondncete 6t GLALOYN TEPIGGOTEPMV
TANPOPOPLOY GYETIKA LLE TNV OCPAAELN TOV TOPOVTOG PUPUAKOV.

5. Ilog va puraccete To Eltrombopag Accord

To @apuako 0LTO TPETEL VO PUAACCETAL GE PEPT] TOV OEV TO PAETOVV KoL OV TO POAVOLY TO TOdLA.
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Na pn ¥pnoHOTOoLEiTE AVTO TO PAPUAKO LETA TNV UEPOUNVIL ANENG TOV avaypAPETOL GTO KOVTI KO
TNV KOYEA.

To @appaxo avtd dev amattel Waitepeg cvvONKeg POAAENG.

Mnv metdte appoKa 6To vepd TG amoyETELONG 1 OTA OKLOKA amoppippata. Potiote tov
(QOPUOKOTOLO GOG Y10l TO TMG VO TETAEETE TO, PAPLOKO TTOL OEV YPTCLOTOIEITE M. AVTA ToL LETPA Oa
BonBnocovv oty mpoctacia Tov TepPaiiovtog.

6. Iepreyodpeva TS 6VOKELAGTOG KOL LOUTTEG TANPOPOPIEg

T nepréyer To Eltrombopag Accord
H dpaoctikn ovoia givail n eAtpopfomdyn.

12,5 mg emkaioppévao pe Aentod vpévio diokia
Kd&be emucoroppévo pe Aemtd vpévio diokio mepiéyel olopuvikn ertpopfondyn woodvvapo pe 12,5 mg

eltpopfomdym.

25 mg gmkaioppévo. pg Aento vpuévio owokia
KdéBe emucoloppévo pe Aemtod vuEvio S1oKio TEPIEYEL OAUULVIKT EATPOUPOTAYT 160UV pE 25 mg

geltpopfomdym.

50 mg emuxaioppévo. pe Aento vpuévio dokia
Kdabe emxatvppévo pe Aemtd vpévio diokio mepiéyel ohapuvikn eErtpopfomdyn wwodvvapo pe 50 mg

eltpopfomdym.

75 mg emkalvoppévo. pe Aemto vpuévio owokia
Kdabe emxatoppévo pe Aemtd vpévio diokio mepiéyel ohapuvikn eErtpopfomndyn wwoddvapo pe 75 mg
gltpopformdym.

Ta GAAa cvoTaTikd givat: HOVVITOAT, KPOKPLGTOAALKT KuTTapivr, duvio Kapfovpebuiiopévo
vatTplovyo, 6TeaTIKO Hayviiolo, toopadtitodn (E 953), mupitikd aoPéotio, vipopeAholn, dto&eidio tov
titoviov (E171), tplaketiv, o&egidio aidmpov gpubpd (E172), odnpov o&eidio kitpivo (E172) [extdc
ano ta 75 mg].

Epeavien tov Eltrombopag Accord kol mepieyOpeva TG 6VGKEVUGIOG

Emxoivpuéva pe Aentd vuévio dwokio Eltrombopag Accord 12.5 mg

IoptokaAl £mg KaPE, GTPOYYVAD, AUPIKVPTO EMKAAVUUEVO e AETTO VUEVIO S10KI0, E aVAYAVPO TO
apykd «I» otn pio mhevpd kai SidueTpo wepimov 5,5 mm.

Emwcaioppéva pe Aertd vpuévio dwokia Eltrombopag Accord 25 mg
2Kovpo pol, GTPOYYLAD, AUPTKVPTO EMKAAVUUEVO UE AETTO DUEVIO S10KI0 LE AVAYAV(O TO. OPYIKA
«II» ot pio mAevpd Ko S1GueTPO TEPiTOL 8§ mMm.

Emucaioppéva pe Aertd vpévio dwokia Eltrombopag Accord 50 mg
Pol, otpoyyvAd, apeikvpto emKaAVUUEVO pe AETTO DUEVIO O10Ki0 [E avaylveo to apyikd «II» ot
pio TAevpd kot diapeTpo mepimov 10 mm.

Emwcaivppéva pe Aertd vuévio diokia Eltrombopag Accord 75 mg
Kokkivo £m¢ Kapé, oTpoyyLAd, apeikvpTo EMKOAVUUEVO UE AETTO DUEVIO O10KI0 LE aVAyAvQa TO
apyd «IV» otn pio mhevpd kot didpetpo mepinov 12 mm.

Iopéyovtal og Koyéreg alovpuwviov (OPA/Alu/PVC-Alu) g kovti mov mepiéyovv 14, 28 1 84 diokio
Kol ToAvoLGeKeLOGieg mov TepEyovy 84 (3 cvokevacicg Twv 28) diokia 1 6e SATPNTEG KOYEAEC
arovpviov (OPA/Alu/PVC-Alu) o kovti mov mepiéyel 14 x 1, 28 x 1 1 84 x 1 diokia ko
moAvcvokevaciec mov meptEyovy 84 x 1 (3 ovokevacieg Tov 28 x 1) diokia.
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Mmropei va pnv dratiBeviat OAEg 01 GLGKEVAGIEG GTN YDPA GOS.

Karoyoc Aderag Kvkhogopiag

Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona, s/n,
Edifici Est, 6* Planta,

08039 Barcelona,

Iomavio

Hopackevaoctig

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

95-200, Pabianice, ITolmvio

Synthon Hispania S.L.

Castello, 1

Poligono Las Salinas

08830 Sant Boi de Llobregat, lonavia

Synthon B.V.
Microweg 22
6545 CM Nijmegen, OALovdio

Accord Healthcare Single Member S.A.
64 Km National Road Athens,
Lamia, Schimatari, 32009, EAAdda

I'o omoladnmote TANPOPOPio. GYETIKE LLE TO TAPOV PAPUAKEVTIKO TPOTOV, TAPAKAAEITTE VO
amevbuvleite oTov TomIKO avTITPOc®TO ToL Koatdyov tng Adstog Kvuihopopiog:

AT/BE/BG/CY/CZ/DE/DK/EE/ES/FI/FR/HR/HU/IE/IS/IT/LT/LV/LU/MT/
NL/NO/PL/PT/RO/SE/SI/SK

Accord Healthcare S.L.U.
Tel: +34 93 301 00 64

EL

Win Medica A.E.

TnA: +30 210 74 88 821

To mapév ¢vAro 00OV YpfioNS avabempiOnke Yo TeELEVTALN Popd oTig 10/2025

Addeg TNYEG TANPOPOPLOV

Aentopepeic TANpoopieg Yio To paproKo avtd eival dtabéoipeg 610 dikTvakd TOTo ToL Evporaikon

Opyaviouod @apudxkmv: https:/www.ema.europa.eu. YTApY0UV EXIGNG GUVOEGHOL UE GANEG
16TOCEAIDEG IOV APOPOVV oTdvieg achéveleg kot Oepameies.
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