DVLho ooV ypions: [IAnpoeopicg yia Tov yprioty

Sunitinib Accord 12,5 mg oxinpa koyaxio
Sunitinib Accord 25 mg okinpd koydxia
Sunitinib Accord 37,5 mg okAnpa koydxia
Sunitinib Accord 50 mg oxinpd ko axio
covviTvipnn (sunitinib)

AP aoTE TPOGEKTIKA OLOKANPO TO QVAAO 00N YLDV YP1ONGS TPLY UPYIGETE VO
TAIPVETE GVTO TO PAPUUKO, OLOTL TEPLAAUPAVEL ONUAVTIKES TANPOPOPIES VIO

Gag.

Durdgte avTo TO EOALO 0dNYIBV Yprione. Towg ypelaotel va to dofdacete Eavd.

Edv éyete mepautépm amopieg, pOTAGTE TOV YLUTPO, TOV PUPLOKOTOLO 1 TOV VOGOKOWO GOC.

H ocvvtoyn yio avtd 10 edppoko yopnynonke amokAEIGTIKA yio 60G. Agv TPENEL VoL SMCETE TO
@appako og GAlovg. Mmopel va tovg TpokaAécsl BAAPT, KOO KOl OTOV TO, GUUTTMOUOTA TNG
acBéveldc Toug eivor 101 pe Ta S1Kd cag.

Edv mapatnpnioete kamoto avemBOuntn evEpyeLa, EVILEPDGTE TOV YLUTPO, TOV PAPLOKOTOLO N
TOV VOGOKOUO 60G. AVTO 1oy0eL Kot Yo kKabe mhavn avemBOunt evépyeia mov oV avapEPETUL
OTO TTOPOV PUALO 0dNYIOV Ypomng. BAéme mapdypapo 4.

T TePLéYEL TO TOPOV PUAAO 00N YLOV:

SAINAIE e e

1.

Tt etvon To Sunitinib Accord kot oo givat 1) yprHoN Tov
T péner va yvopilete mpv Tapete To Sunitinib Accord
[ég va mwépete To Sunitinib Accord

ITiBavég avemBOUNTEG EVEPYELEC

IIog va puidooete to Sunitinib Accord

[epreydueva tng cuokevAGiG Kot AOUTES TANPOPOPIES

T givon To Sunitinib Accord kot wola givat n yp1jon Tov

To Sunitinib Accord mepiéyel ™ dPAGTIKN OVGIN GOVVITIVILITY, TTOL €IVl VO AVAGTOAENG
TPOTEIVIKNG Kivaong. Xprnoiponoteitat yia 1 Oepaneio Tov KopKivov, LE aVOGTOAN TNG
OPACTIKOTNTOG LOG EIOTKNG KATNYOPIOG TPMTEIVAOV, Ol OTTOIEG EIVOL YVAOOTEG OTL EUTAEKOVTOL GTNV
avAamTLEN Kol aENON TOV KOPKIVIKOV KUTTAP®V.

To Sunitinib Accord ypnotipomoteital yia ) Oepomeio v evnAikov Yo Tovg akdAoLOoVE THTOVE
Kapkivov:

ZTpOUATIKOC 0YK0G Tov Yootpevtepikob (GIST), évag thmog kopkivov Tov GTOUdYXOL KOl TOV
EVTIEPOV, GTOV OTOT0 dEV EMOPE TAEOV 1 ILOTVIUTT (VO GAAO OVTIKOPKIVIKO QAPUAKO) 1] Y10 TOV
omoio dev gvdgikvutal 1 Ay WOTIVIUTNG.

Mertactotikd veppokvttapikd Kapkivopo (MRCC), évag Tomog KapKivov Tov veppov Tov £xel
eEamlmBel kot o€ GAAL OpyOVa TOV GMOUATOG.

ITaykpeatikoi vevpoevdokpivikol 6ykol (pNET) (dykotl Twv 0pHovOTapoy®y®V KOTTAP®Y TOL
TOYKPEATOC), TOL TTAPOLGLALOVY TPOOSO VOGOV 1 TV OTOIMY OV €ival SUVATH 1 YEPOVPYIKN
apaipeon.

Edwv éyete amopieg oyetikd pe Tov tpomo dpaong Tov Sunitinib Accord 1} To Adyo yio. Tov 0moio cag
oLVTAYOYPaPONKE 0VTO TO PAPHOKO, POTHOTE TOV YIOTPO GOG.

2.

T péner va yvopilete mpv wapete To Sunitinib Accord
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Mnyv ntépete To Sunitinib Accord

- e mepinton ahiepyiag oT GOLVITIVIUN 1 G€ OTO10ONTOTE AAAO OO TO, GVCTOTIKA CVTOV TOV
QOPUAKOV (CVOPEPOVTOL GTNV TAPAYPUPO 6).

I poscdomou]osig Kot TPOPVAGEELS
AmevOuvOeite oToV YI0TPO 1 TOV QUPLOKOTOLO GG TPV TAPETE TO Sunitinib Accord:

- Eav éyete vyni aptnpraxn wigon. To Sunitinib Accord pmopel vo TpokaAiésel avénon g
aptnprokng mieonc. O yiutpog 6o HTopel vo EAEYYEL TNV OPTNPLOKT OOG THECT] KATA TN
duapketa g Bepamneiag pe Sunitinib Accord kot evogyopévac va oog yopnyndovv edproka yio,
™ Helmon g apTnNPLoKNG TieoNs, 0V ¥PELOCTEL.

- Edv &xete 1 eiyote kdmowo aypatoroyikn voco, Tpépinpa arpoppayiog | porones. H
Oepameio pe Sunitinib Accord pmopel vo Exel o¢ amotéAecpa avéEnuévo Kivouvo alpoppayiog n
umopel va 001 yNnoel o€ Petaforrn Tov aplfpov opIGUEVOV KVTTAP®Y GTO OijL0, TPOKUADVTOG
£tol avarpio 1 emnpedloviog v avotnta Téng Tov aipatog Edv Aapfavere Bapeapivn 1
O0CEVOKOVLLOPOAT, T OTTola EIVOIL PAPHLOKO APOi®MGTG TOL AiLOITOG Y10 TIV OITOTPOTT TOV
oynuaticpov Bpopupwv, evdoeyopévmg va vdpéel avénuévog kivouvog apoppayiag.
Evnuepdote tov ylotpd 6og, GV TOPOLGLAGHTE Oloppayic Katd T didpkela g Oepaneiog pe
Sunitinib Accord.

- Eav éyete kapowoka wpopiqporta. To Sunitinib Accord pmopei vo mpokarécet kopdiokd
mpofAquata. Eviuepdote Tov y10Tpd G0g €AV aiobaveste VIOV KOG, av £XETE SLGKOAN
otV avoamvon N €av stvar Tpnopéva Ta TN Kot 01 0GTPAYOAOL COC.

- Edav mapovedlete pun guororoyikég petaforég tov kaporakov pvOpov. To Sunitinib
Accord pmopel va mpokarécel un puG1oA0YIKd Kapdiakd puBuod. O yloTpog coc pmopel va
de&dryel nAeKTPOKAPSIOYPOPTLATE Yio TNV AE0AOYTON AVTOV TOV TPOPANUATOV KOTE T1
dudpkela tng Bepaneiag cag pe Sunitinib Accord. Evnuepmote tov y1atpo cag edv oaicbdavecte
CaAn, MmoBupio 1 €6V TAPATNPNOETE UN PVGIOAOYIKOVE TAUAUOVGS, EVOSH Aoufdvete Sunitinib
Accord.

- Eav giyate npéooata wpofinuna oynuoticpod 0poupov otic @rEPeg ko/Mq Tig apTnpics
060G (TOTOL ALROPOPOV AYYEI®Y), CUUTEPLLUUPAVOUEVEOVY TOV EYKEPUAKOD ETELGOOT0V, TNG
Kaporukig tpocPoiic, Tng epfoing 1 g Opoppmonc. Koréote apéowng tov yatpod cag, edv
TOPOVCIACETE GLUTTMOUATO, OTWS TOVO N TTieon 6To 6THB0G, TOVO GTa. XEPL, TNV TAATY, GTOV
avyéva 1 otn Yvabo, duskora GTNV avamvon, Lovdlacio 1 advvapio amd tn 1 TAevpd Tov
OOUOTOC 060G, OLGKOAD GTNV oM, TovokEPaAo 1) LOAN Kotd TN dtdpketla TG Oepaneiog pe To
Sunitinib Accord.

- Eav £xete M eiyote Katd To Toperl06v avevpuopo (010yKkmon kot e£acBEvnon Tov ToldOHOTOC
ALLOPOPOL 0yYEIOL) 1 SLOY®PIGUO TOL TOLYDUATOG OLLOPOPOV ayyEiov.

- Eav éyete M iyote po PLaPn oto pikpdtepa arpo@épa ayyeia, Tov Eivarl YvoGTi] G
Opoppotucn mkpoayysrondOsra. Evnuepmaote tov yiatpd cog edv eppavioete mopetd,
KOT®OoT), aicOnpa Kovpaons, LOA®TES, alpoppayia, TPNEo, chyyvor, andAelo OpaoNs M
EMANTTIKEG KPIGELC.

- Eav &yete mpofiquata pe tov Ovpeogdn adéva. To Sunitinib Accord pnopei va Tpokarécet
wpoPAnpata otov Bupeoeldn adéva. Evnuepoote tov yatpd cag edv Kovpdleote gukoAdTEPQ,
€av aoBdveote 10 KPHO MO £VIOVA 0O TOV VITOAOITO KOGHO 1 €V 1 POV GG YIVEL TTO UITACH
evoom Aappdvete o Sunitinib Accord. Oa pénetl va edeyydei n Aettovpyio Tov Bupeoeldong
cog TP AdPete To Sunitinib Accord Kot ava TOKTA ¥POVIKG SOGTHUOTO KOTE T SLAPKELL TNG
Oepaneiog cog pe avtd. Edv o Bupeoedng cog adévag dev mapdyet apketn Bupeoetdikn opuovn,
evoEYOUEVMG va. Gog yopnyn el Bepameio opUOVIKIG VTOKOTAGTACNG,
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Eav &xete M siyote moykpeaTikés orwotapayis 1 ootopayés TG YoAN06)0v KOGTNG.
Evnuepdote 1oV Y10Tpd GOg €AV TAPOVGLAGETE OTOLOONTOTE OO TO TOPAKAT® CTHEl Kol
CLUUTTOUOTO: TOVO GTNV TEPLOYN TOL GTOUAYOL (Avm KotAia), vavTtio, Epeto kot Topetd. Ola
oUTE PTopovV Vo TPOKANB0HV atd PAEYHOVY] TOV TOYKPEUTOG T} TNG YOANSOYOV KUGTIG.

Edv &xete M siyote nrotikd wpofifqpata. Eviuepmote Tov y1aTpd G0G €0V TOPOVGLAGETE
OTOL0ONTTOTE OO TO, TOPAKAT® OTUEID KO GUUTTOUOTO NAATIKOV TPOPANUATOV KOTA TN
duapkela g Oepamneiag pe Sunitinib Accord: ayovpa, KITpiviopua TV LATIOV 1) TOV SEPUATOG,
GKOVPOYPOLLO. 0VPO. KoL TTOVO 1) SLoPOPio 6TO EXAV® 64T TUNULO TNG TEPLOYNG TOV GTopdyov. O
Ywtpog cag Oa mpémel va dievepynoet eEETAGELS AILOTOC, TPOKEUEVOL VO, EAEYEEL TNV MTOTIKY
Aertovpyia cog, TPV Kot KoTd T didpkela g Oepaneiog pe Sunitinib Accord kot 6mwg
evoeikvTOL KAVIKA.

Eav éyete 1 eiyote veppika mpopiipata. O yiotpog oag 0o mapakorovdel T veppikn
Aettovpyia cog.

Eav npoxerton va vrofin0site o€ yeipovpywi) eméppaon 1 vropindikare tpéocpata o
yxerpovpykn erépfact. To Sunitinib Accord pnopel va ennpedost Tov TPOTO ETOVAMGNG TV
TpovpaTOVY. ovinbong, dtakdntetol 1 Ogpaneio pe Sunitinib Accord o€ mepinTmon TOL
arorteiton yeypovpykn enépPaon. O yuutpog cog Bo amopaciost mote Bo Eekivioel Kot TaAL M
Oepameio pe Sunitinib Accord.

Evogyopévag va 6ag ovot0sei £vag 000vTioTpikog éheyyog tptv amd v Evapén g

Oepameiog pe Sunitinib Accord.

- Edv vrogépete | vroeépate amd mOVo 6T0 GTOWO, TO, 0OVTIO KoM TN Yvdbo, amd tpné&o 1
oamd TANYEC 0TO E0MTEPIKO TOV GTOUATOC, €6V acBdvesTe povdtacua 1 T yvabo cog Popitd
N éva SOVTL YaAapO, EVIUEPDOTE AUECHOS TOV YIOTPO KOl TOV 000VTIOTPO GUG.

- Edv yperaletar vo vroPAnOeite oe ensuPotikn odovriatpikn Oepameio | 6€ 030VTIOTPIKA
YEPOLPYIKN EMEUPACT, EVIUEPDGTE TOV 000VTIOTPO Gog OTL AapuPdvere Oepameio pe
Sunitinib Accord, 1dwaitepa edv Aaufavete mopariinia 1 Exete APt evooQAEPia.
Spoopovikd. Ta S1p®GPOVIKA Elval GAPLOKA TOV ¥PTGLLOTOIOVVTAL Y10 TV TPOANYT] TOV
EMTAOK®V GTO 00TE Kol Uwopel var Egovv xopnynOei yio pio GAAN 10Tpikn KotdoToon.

Eav éyete 1 iyote orotapayis TOU HEPRATOG KAl TOL VT0d6pLov 16Tov. Katd tn didpkeia
AYMG 0LTOV TOV PAPUAKOL, UTOPEL VO EUPAVIGHET «yayypatvddeg TuOdepUOy (ETDIVYT
€EEMKMON TOL SEPHOTOC) 1 KVEKPOTIKT TEPLTOVITION (AOTUMEN TOL SEPUATOC/TOV UOAUKDY
10TV TOL EUTAMVETOL TOOTATA KOl 1] OO0 EVOEYOUEVMG VOl EIVOL OTEIANTIKY Yo T (on).
Enwowvovnote opécmg Le ToV Y1oTpo GOc, EAV TOPATNPNCETE GUUTTOUATO AOTHMENS YOP® OO
KATO10 TPAdLO TOV OEPUATOC, CUUTEPIAOUBOVOUEV®Y TOV TVPETOV, TOL TOVOL, TNG
epLOPOTNTAG, TOL TPNEINATOC T} TNG TOPOYETELONG THOL 1] AUATOC. AVTO TO TEPIGTATIKO Eivat
YEVIKA OVAGTPEYILO PETH ad SLOKOTN TNG GOLVITIVIUANG. Zofopd deppotikd eEavinuata
(oOvdpopo Stevens-Johnson, ToEkN emOEP KT VEKPOALOT), TOADUOPQPO £pOOM LX) £xoVV
avoeepOel LE TN ¥PNOT COVVITIVIUING, ELEAVICONEVO OTNV aPYN OC KOKKIVOTEG KNAIOEC TOV
potalovv e 6TOYOVE N KUKAIKEG KNAIOEG GUYVA [IE KEVTPIKEG POVOKAAEG GTOV KOPUO. To
eEavOnpa propel va eEehybel oe eKTETOUEVEG POVOKAAEG 1 AOAETIGT TOV SEPUATOG KO
umopet va givart aneiintikd yia tn (1. Av avortocoete eEavOnpa 1 Ta depraTIKE avTd
CLUTTOWOTO, GLUUPOVAEVTEITE OUECHG EVAV YIOTPO.

Eav &xete M siyote emumntikég kpioeis. Ewdomorote Tov ylotpd co¢ T0 GUVTOUOTEPO dLVATO,
€0V TAPOVCIAGETE LVYNAN APTNPLOKT THECT], TOVOKEPAAO 1| ATMAELD TN OPUCT|S.

Eav &xete owopn. Ta enimeda Tov cakydpov aipotog oe dapntikodc acbeveic Oa mpémet va
EAEYYOVTUL TOKTIKA, TPOKEUEVOD Vo eKTIUNOEL GV ¥peldlETOL TPOGOAPLOYT TNG OOCNG TNG
avTdpntikng Oepaneiog, ®ote vo ehayiotonomBel o kivouvog epeaviong Yoapniod cakydpov
aipatoc. Edomomote tov y1otpd 6og 10 GLVTOUATEPO dVVOTO, EAV TAPOVGLAGETE OTOLOONTTOTE
ONUEIN KOl COUTTOUOTO YOUNAOD GOKYAPOL 0ipatog (KOT®oT, aicOnua TaApmy, pidpmon,
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melva, Kol OTOAELD CLVEIONONG).

IMoord ko Eenpor
To Sunitinib Accord dev cuvieTdToL Y10 XPOT| G ATOUA NAKING KAT®O TV 18 eTdv.
Alha @éppoxa kot Sunitinib Accord

Evnuepadote tov y10Tpd 1 TOV QOpLOKOTOLd GOC EAV TOIPVETE, £XETE TPOCPUTA TAPEL T LTOPEL VO
TAPETE AAAOL PAPLLOKO, CUUTEPIAAUPOVOLEVOV TOV POPUAK®Y TOL TPOoUnBevovtal Ywpig cuvtayn.

Kéanow pappoxa pmopodv va exnpedcoovy ta enineda Tov Sunitinib Accord oto
ompa cog. [Ipémel vo evnuepdoeTe TOV Y1ATPO GOG €AV AAUPAVETE PAPLLOKO TOV
TEPLEYOLV TIG AKOAOVOEC dPaOTIKEC OLGIEC:

. KETOKOVALOAN, 1TpakovalOAn — ypnoiorolovvTal yio T Bepameio LLKNTINGIKGOV AOUOEEDY

o gpvBpopvkivn, KhapBpopvkivn, prpoumikivy — xpnotponotodvio yio tn Oepaneio Aoudéemv

. prtovaPipn — ypnopomoteiton yio ) Oepaneio Tov HIV

o deapedaldvn — Eva KOPTIKOOTEPOELDEG OV YPNOLUOTOLEITOL Y10 S1hpopeg TabNGELS (OTT™G,
OAAEPYIKEG/ UVATTVEVOTIKEG OlaTOPOYEG 1) 00OEVELEC TOV HEPLOITOC)

o eawvutoivn, kapPoualenivn, eatvoPapPirdin — ypnoonotobvtat yio. T Oepameio g
emAnyiog kot ALV vevporoyikdv mabrcewy

o QLTIKA okevdopata mov tepieyovv St.John’s Wort (Hypericum perforatum) — yprnoiponotovvron

yw TN Bepomeio TG KOTAOAWY™NG KoL TOV GyYOLG.
To Sunitinib Accord pe Tpo@1 kou To1d

Oa TPETEL VO, ATOPEVYETE VO, TIVETE YVUO YKPEWPPOVT KTA TN dtdpkela g Oepaneiog pe Sunitinib
Accord.

Kionon kot Onhaopog

Edv elote éyxvog 1 OInidlete, vouilete 0tL pmopel va giote £yKvog 1 oxed1dLETE VO ATOKTICETE T,
{ntote 11 cuUPoVAN TOL YLOTPOV 1 TOV PUPHAKOTOLOD GOG TPV TAPETE OVTO TO PAPLLOKO.

Edv vrapyet to evdeydpevo eykopooivng, Ba tpénet va ypnoiponoteite pio a&iomotn pébodo
AVTIGVAANYNG Kot TN drdpkela ¢ Oepameiog pe Sunitinib Accord.

Edv 6nAdlete, evnuepdote tov yiotpod oag. Ag Oa mpémet va Inralete kotd tn didpketa g Bepaneiog
ue Sunitinib Accord.

Oonynon ko EPLoUOS PNy avnpdTov

Av vidoete (0An 1 acvvnBiotn KovpooT, TPOocELTE 110HTEPN KATA TNV 001 yNGT 1] TO XEPIGUO
UV UaToy.

To Sunitinib Accord wepiéyel vatplo

To @apuaxo avtd mepiéyel Arydtepo amd 1 mmol vatpiov (kapueAroln vatplohyog S10GTAVPOVUEVT))
(23 mg) avé koydkio, etval avtd mov ovopdlovpe «ehevBepo vatpiovy.

3. Ilog va wapete To Sunitinib Accord

[Tavtote va maipveTe To PAPUOKO CLTO CVGTIPE COUPOVO LE TIG 00N YiEg TOV YioTpo¥ cag. Edv £yete
ope1Porec, pOTAGTE TOV Y1I0TPO GOC.
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O ywTpog Ba cog yopNnyNoeL T SO0 IOV £ivol KATAAANAT Yo TV TEPIMTOGT A, AVAAOYQ [LE TOV
TOTO TOL KapKivov TTov ypetdletar Oeponeia. Edv eiote vtod Bepaneia yio:

— GIST 1 yio MRCC: n ouviing d06om etvan 50 mg pio popd TV nuépa, yio 28 nuUEPES
(4 efoopddeg), akorovBovpevn amd 14 nuépec (2 efdopdoeg) dtakonng g Bepaneiag, o
évay KOKAo 6 gfoopddmv.

— pNET: n cuvnOng d6on givor 37,5 mg pia eopd tnv npépa, xopig mepiodo d1okomnic.

O y10tpdcg oag B0 amoPacicel TNV KOTAAANAT 600T OV YPelGleTal Vo TAPETE, KAOMG KOl TO €AV KO
note O Tpémel va otapatnoete T Oepaneio pe Sunitinib Accord.

To Sunitinib Accord pmopei vo AneOei pe 1 yopic Tpoen.
Eav mapete peyordtepn 66061 Sunitinib Accord amd Tnv Kavoviky

Edv mépete kot AaB0g TEPIGGOTEPA KOWYAKLN, ETKOVOVAOTE AUESHG LE TOV Y1UTPO cag. Mrmopel va
YPEWOTEITE 1OTPIKY TOPOKOAOVON O,

Eav &eyaoete va mapete 1o Sunitinib Accord

Mnv wépete SumAn 666N Yo Vo avamANpdGETE T 8001 ToL EeYAcATE.

4. IIBavéic avemBounTeg evépyereg

Onwg 6ha Ta eAppoKa, £TGL KOL AVTO TO QAPUAKO UTOPEL VO TPOKAAESEL AVETIOUNTEC EVEPYELEG, OV
KoL 0€V TOPOoVGLALOVTaL GE OAOVS TOVS OVOPAOTOVG.

[pémel vo emkovovnoete oUESMG LE TOV YIOTPO GUC, EAV TAPOVCIAGETE OTOLUONTOTE A0 AVTEG TIG
coPapéc avemBOunTeg evépyeteg (dcite emiong v mapdypago 2 Tu wpéner va yvopilete Tpiy
ndpete To Sunitinib Accord):

Kaopowka apopfipata. Eviiuepdote tov y101pd Gog edv oiobdveote Eviovn KOTwon, eqv £xete
dvuoKoAia oTNV avamvon N €av eival Tpnopéva To Tod Kal ot aotpdyarol cog. Ola avutd evogyetal
Vol V0L GUUTTMOUOTO KOPIOK®Y TPOPANUATOV, To 0Toio Hmopel vo TepIapPdvouy Kapdtokn
OVETAPKELN Kot TPOPALLATA TOV PLoKapdiov (Kapdlopworadeia).

IMpofMMjpota pe Tovg TVELHOVES KOL TV avamvor). Eviiuepmaote Tov yiatpd 6og 0V TapOoVGIACETE
PMxe, mévo oto othfoc, Eapvikn duemvola 1 g Le AOTTLGT. AVTA UTOPEL VO ATOTELODY
CUUTTOUOTO P0G KOTAGTAONG TOV OVOUALETAL TVEVUOVIKY] EUPOAT, 1 omoia cupPaivel Otav
uetapépovral Opoufot aitatog GTovg TVELUOVEG GOG.

AwTapayis Tov veppav. Evipepdote Tov yotpd 60g €4V TapovcIdceTe LETABOAT TG GLYVOTNTOGC
o0pNoNE N amovcic 0HPNONC, TO OTOLN EVOEYETOL VA EIVOL GUUTTOUATA VEQPPIKNG OVETUPKELNS.

Awyoppayio. Evinuep®dote Tov Y10Tpo 60G £V TAPOVGIACETE OTOLOONTOTE OO OVTA TO, GUUTTOUOTOL
N TpoPANUe coPapng arpoppayiog katd tn didpkela g Oepameiog pe Sunitinib Accord: wévoc kKaum
TPNEWO 6TO GTOMAYL (KOWMA), OUOTEREST, LODPES KOl KOAAMOELS KEVADGELS, OiLL0L 6T, OVP,
TOVOKEPAAOG 1] LETAPOAT TNG VONTIKNG KOTAGTAONC, PNY0G LE OUOTTUGT] 1] QLT PG TTUEAD OO
TOVG TVEVLLOVEG 1] TOVG ALEPAYYOVG.

Koataotpogn 6yKov mov £xel og amotélespna 11 o1a TP o1 Tov evrépov. Evnuepdote tov ylotpod
o0c, 0V Exete £vTovo KOIMOKS TOVO, TVPETO, VOLTIO, EUETO, ALLATNPEC KEVDGELS 1] GV
TOPOATNPNOETE OAAAYEG OTT] CUUTEPLPOPA TOV EVTEPOV.

Aleg avemBOuntec evépyeleg pe to Sunitinib Accord umopei va meptlopufavouv:

[ToAv ovyvéc: umopel va ennpedoovy tepiocdtepa amd 1 ota 10 dtopa
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Meiwon tov aptfpod TV aHoTETAAI®Y, TV EpLOPMY AUOCEAUPIOY KaUT TOV AEVKOV
OLHOcQUPIOV (T.). OVOETEPOPIA®V).

AvoKoAlo 6TV avamTVor).

YynAn aptnprokn mieon.

YrepPolikn| KOTWoT, OTOAELD SUVAUEDV.

[Ipn&o mov opeireTon 6€ LYPO KATM AO TO SEPLOL KOt YOP® amd TO HATL, fobD aidepyikd
eEvOn .

[16vog 610 016U/ EpEBIGOG TOV GTOUATOG, EAKT) TOV GTONOTOG /PAEY OV ENpdTNTa,
SLoTaPayES TG YELONG, CTOUOYIKES dLATAPOYES, VOULTIA, EUETOC, dLAPPOLd, SVGKOIAMOTNTA,
wovog/mpNn&o oty Kotd, avopeéio/peioon g 6peénc.

Meiopévn dpactnpiotnta tov Bupeoeldong (VToBVPEOEIBITUOG).

7oA.

[Movoképaiog,.

Pwoppayia (apoppayio amd tn potn).

[Tovog ot TAdTn, oTig apbpadoels.

[Tovog ota yépta Kot To, O,

Kurpwvoypopo 6€ppo/duoypmUaTIiGOG TOV SEPUOTOC, VTEPPOAIKT YPDCT) TOV SEPUATOG,
aAAOYT XPDOUOTOG TPV, EEAVOMNU 0TI TAAALESG TOV XEPIDV KOl TO TELLOTO TOV TOSLDV,
gEavOnua, Enpotnrta oto dépua.

Brxoag.

[Mvpetoc.

Avokolio otV apyr| TOL VITVOV.

Yuyvéc: umopet va emnpedcovy £o¢ 1 ota 10 dtopa

®pdupor aipoartog ot apoPdpa ayyeio.

AvendpKelo, Tapoyng AiLOTOG TPOG TOV KAPILOKO LL, AOY®m andppaing 1| 6TEVOGCNG TOV
GTEPOVIOIMV 0PTNPLOV.

[16vog 6to otnbog.

Meimon tng mocdTNTG TOV OiLOTOS TOV OVTAEITAL OO TNV KOPOLAL.

Kotakpdtmon vypov, copmepthapBovopuévng tng TepLoyng YOp® ond TOVG TVEDLOVEG.
Aooéers.

Emumloxn cofapng Aoipwéng (n Loipwén eppaviletor otnv KukAo@opio TOL GiLATOC), 1) OOl
umopel va 0dnynoetl og PAAPN 10T00, opyovikn averdpkelo Kot Odvato.

Mewopévo eninedo cokyapov aipatog (PAEne mapdypapo 2).

AndAelo TPOTEIVIG GTO OVPO, TOV OPIGUEVEG POPEG 0dNYel og TpHELuo.

XHvopopo mov powalet pe ypimmn.

[MaBoroywkég Tipég e&eTdoemV QiOTOG, CUUTEPIAAUPOVOUEVOV TOV TAYKPEUTIKOV KOl TOV
Nnatik®v eviOpwv.

YymAo eninedo ovptkod 0£E0G 610 aipLa.

Aoppoidec, TdOvog ato 0pho, aupoppayio ota 0OAM, SVGKOAIN GTNV KATATOCT 1| AVIKAVOTNTO
KOTATOONG,

Kayiuo f enddovn aicOnon ot yAd®cca, AEYHOVH TOV eXBNAion TG YAGTPEVTEPIKNG 000V,
VIEPPOAIKT TOGOTNTO ALEPI®Y GTO GTOUAYL | TO £VIEPO.

Andrewo fapovg.

MvookereTikdg TOVOC (TOVOG 6TOVG UHES KO TO 0GTE), LVTKN adLvapiol, HOTKY KOTMG, MUTKOC
TOVOG, LiKol GG oL,

Pwikn Enpodtrta, BovAwuévn pot.

YrepPoiikn pony dakpO®v.

Mn @ucloroyikn aicnon Tov dEPUATOG, KVNGUOC, EEPAODIIGUE KOl PAEYLOVT TOV SEPUATOG,
PAVKTOIVEG, OKUT], SUGYPOUATIGUOG TV VUYLV, OTMAELN LOAMDV/TPLYDV.

Mn gucloroyikn aicOnomn ota dkpa.

Mn @uctloroywkd petpévr/avnuévn evactnoia, E101KA oTNV Q1.

O&ela kaovpa 6To GTOUAYL.

Apudatmon.
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E&dawyerc.
Mn @LGLOAOYIKOC YPOUATICUOS T®V OVP®V.
Koatddiwym.

Piyn.

Oy ovyvég: umopet vo emnpedoovy €mg 1 ota 100 dtopa

Ametintikn yia tn {on Aoipmén Tov podakod 16100, CLUTEPIAAUPOVOUEVG TNG
TPOKTOYEVWNTIKNG TTeployng (PAEne mapdypapo 2).

Ayyeloxo eyKe@oAkod ENEIcOO10.

Kopdiakn mpocsPoin mov Tpokadeitol amd dlakonn 1| pelmon g Tapoyns oipatog tpog Ty
KapoLd.

Metaforéc oty nAexTpiky SpactnpdtnTa TG Kapdidg 1 L GUOLOA0YIKOS KapdloKos pududc.
YvAhoyn vypol YOp® amd TV Kapdid (TEPKAPIIOKT GLAAOYY).

Hrotw avendpxeta.

[16vog 6t0 oToudyt (Ko1kia), ToL OPEIAETAL GE PAEYLLOVT] TOV TOYKPEATOG,

Kotaotpopn dykov mov £xel 0g amoTEAEGLO T1 O1ATPNGT TOV EVTIEPOL.

Dreypovn (mpn&yo kot puBpdTnTa) TNG YOANOOGYOL KUGTEMC, LE 1| X0pig oxeT{oneEVOLg
yoAOA00VC.

Mn @ucloroyikn 61060¢ pe TNV LopeN cvplyYiov (cAnvapiov) amd |io QUGLOAOYIKT] GMOUOTIKY
KOWOTNTA G pia GAAN 1 6TO L.

[Tovog 6t0 oToUA, TO dOVTIL Ka/f TN Yvabo, TpRELO 1 TANYEG GTO E0MTEPIKO TOL GTOUATOG,
povdacua i éva aictnua Bapovg atn yvabo 1 yorldpmon dovtion. Avtd umopei va gival
onueio Kot CLUTTOUOTO 0GTIKNG PAAPNC 6N Yvdbo (ocTteovékpman), BA. Tapdypago 2.
YrepBolikn mopaywyn BUPEOEIOIK®Y OPLOVAVY, Ol OTOIEG ALEAVOLV TNV TOCOTNTO TNG
EVEPYELOG TTOV YPNOULOTOLEL TO OO KATE TNV avATOVoT).

TIpoPAnua pe TV ETOVAMOT YEPOVPYIKOD TPUVLLATOC.

Avénpévo erninedo eviOUov (POGEOKIVAGCT TNG KPEATIVIVIG) OULOTOG Atd TOV L.
YrepPorikn avtidpaon o€ KATOl0 GAAEPYIOYOVO, GUUTEPIAAUPAVOUEVOD TG EMOYIKNG
OAAEPYIKNG pviTida, eEVONLOTOC 6TO dEPUM, KVNGLOD TOV dEPHOTOC, KVidmang, Tpn&ipatog
0€ OTOLOONTOTE PEPOG TOL CAOUATOG KO TPOPATUA TNV OVOTTVON].

DLeypovn 1oV TaYE0G EVIEPOL (KOAMTION, IGYALLIKT KOAITION).

Xrdvieg: umopet va enmnpedosovv £og 1 ota 1.000 drtopa

Yofapn avtidpacn Tov dEPUATOG KOUT TV PAevvoyovey (cbvopopo Stevens-Johnson, To&ikn
EMOEPUIKT VEKPOALGT], TOADLOPPO EpLOMNUQ).

XHvdpopo Avong tov 0ykov (TLS) — To TLS mepiiapfdver pio oepd omd petoforucég
EMTAOKEG TOL PTOPOVV VO TPOKVLWYOLV KOTA TN SLAPKELN TNG OVTIKOPKIVIKNG Oepamneiag. Ot
EMITAOKEG OVTEC TPOKAAOVVTAL 0T TOL TPOIOVTO, AITOOOUNOTG TOV KAPKIVIKOV KUTTAP®OV TOL
Bavatmvovion kKot uropel va mepthapuPavouy Tig ENG: vanTio, SLGKOAMN GTNV AVOTVOT, 1N
QLVOIOAOYIKOC KOPOLOKOC TOUAUOC, LVIKEG KPAUTES, EMANTTIKEG Kpicelg, BoAoTNTO TV 00pmV
Kol KOT®GON oYETICOUEVT LE UM PVGLOAOYIKE OTOTEAECUATO, EPYACTNPLOKDV EETdoE®V (LYNAY
emineda kaAiov, ovpkod 0££0G Kol POGEOPOL Kol YOUNAG ETiTed 0oPEGTION GTO i), TO.
01010 UTOPOVV VO TPOKAAEGOVY OAAAYEC TNG VEQPIKNG AEITOVPYIOG KOl 0EELN VEPPIKT
OVETAPKELQL.

Mn @LGLOAOYIKY| LVTKN KATAPPELGT], 1| OTOi0 LIwopEl va 0dNYNGEL 6 VEPPLIKE TPOANLLTOL
(papdopvdivon).

Mn @vcloloyiKég LeTAPOAEC GTOV EYKEPALO, O1 OTTOTEG UTOPEL VO TPOKAAEGOVY £VOL PAGLLOL
CUUTTOUATOV, COUTEPIAAUPOVOUEVOD TOV TOVOKEPOAOV, TNG CVUYYVONG, TOV EMANTTIKMOY
KPIGE®V KL TNG OTOAELNG TG OpaonS (GUVOPOUO avasTPEYLUNG OTticOlg
AevKoeykePaAomafELng).

Enddvvn e&éhkmon Tov dEpUaTog (Yoyypovddes TuOdEPLL).

dLeypovn Tov NTOTOG (NTOTITON).

DLeypovn Tov Bupeoctdos adéva.

BAaPn ota pikpdtepa apopdpa ayyeia, mov eivar yvooti o Opopfotikn kpoayysionddeia
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(TMA).

Mn yvootég (1 ovyvotnta dev pmopel va ektyun et pe faon ta dtabéoipa dedopéva):
. Adykmon kot e£acBEvnon Tov TOLYOUATOG ALOPOPOL aYYEIOV 1 S1oy®PIoUOS TOV TOLYMOTOC
LLOPOPOL 0yYEIOL (AVEVPLGHLO KOl PTNPLOKOL SLOYOPIGHOTL).

Ava@opd avemOounTOV evepysLt@v

Edv mapotnpioete Kamoto avemBountn evépyeia, EVNUEPDOCTE TOV YLUTPO, TOV
(QOPUOKOTOLO 1 TOV/TIV VOGOKOUO0 Goc. AuTd 1oy0el kot yo kKabe mbavn avemBount
EVEPYELDL TTOL OEV AVOUPEPETOL GTO TOPOV POUALO 0ONYIOV YpNoNG. Mropeite emiong va
AVOQEPETE AVETBVUNTEG EVEPYELEG amevBeiog, HECH TOV EBVIKOD GUGTILOTOG
ava@opdg Tov avaypdpetor oto Hopdaptnua V. Méow e avagopdg avemBountov
EVEPYELDV UmOpEiTe Vo, fon0NcETE 0TI GLAAOYN TEPIGGOTEP®V TATPOPOPIDV GYETIKA
LE TNV AGPAAELD TOV TOPOVTOC PAPLLAKOV.

5. IIog va purdccete To Sunitinib Accord

- To @appako avTd TPEMEL VO, PLAAGGETOL GE UEPT] TTOL dEV TO PAETOLY KOl OV TO POAVOLY TaL
TodLd.

- No pn xpnoLoToLETE ALTO TO PAPLAKO LETE TNV NUEPOUN VIO ARENE TTOV OVOPEPETOL GTO KOLTI,
TN PLAAT Kot TV KuywéAn petd v «AHEH». H nuepounvia AnEng sivor ) tehevtaio nuépa tov
UNVa IOV OVOpEPETOL EKEL.

- To @dppakxo avtd dev amartel Waitepeg ouvOnKes EOAAENS.

- Na pn ypnoiponoteite avtd 10 APUOKO €GV TOPATNPNCETE OTL 1| GLOKELOGIN TAPOLSLALEL
omotadnmote pHopd M paivetar va Exel avorydet.

Mnv metdite @APUAKN GTO VEPD TNG AMOYETELONC N OTA OKLOK(A amoppitpota. Potiote tov
(POPLOKOTOLO GOG Y10l TO DG VO TETAEETE TO. PAPUAKO TTOL EV YPNOIUOTOlELTE T AvTd T péTpa Oa
BonBncovv oty tpoctacia Tov mepBdiiovtog.

6. Mepreydpeva TG GVOKEVOCING KO AOWTEG TANPOPOPIES
T epréyer 1o Sunitinib Accord

H 6poaotikn ovsia etval n covvitvipnn. Kabe oxinpd kawydxio tepiéyet 12,5 mg, 25 mg, 37,5 mg 7
50 mg covvitvipnng Ta dAla cvuotaTikd etvar:

- Tepigyouevo kopoxion: KOTTAPIVY, MKPOKPLGTIAAKY, povvitodn (E421), kapueAdoln
vaTplovyog dtactavpovuevn, tofdovn (E1201), payviolo oteatiko.

- Hepifinua kopariov: {ehativn, Titaviov dto&eidio (E171), oonpov oeido pérav (E172) (T
ta 25 mg ko o 50 mg), oo pov ogido epuBpd (E172) (IN'a ta 12,5 mg, 25 mg, 50 mg),
odnpov o&eido péhav (E172) (Mo ta 25 mg, 37,5 mg, 50 mg).

- Melovt extdmwong.: kOppea Aaxag, titaviov dto&eido (E171), sidnpov o&eidio pérav (E172),
TPOTLAEVOYAVKOAN, VOPOEEIDIO TOL OUU@VIOV.

Ep@dvion tov Sunitinib Accord kot wepieyopeva TS 6LOKEVAGIOG

Sunitinib Accord 12,5 mg okAnpd koydxio

Koaydxio Celativng (unrovg 14,3 mm mepinov) pe Toptokaii KAAD L0 Kot TOPTOKOAL KOPLo UEPOG, Ta
ool PEPOVY TUTOUEV e AEVKO HeAdVL TNV Evoelén «12.5 mg» 6To KOPLo HEPOGC, TO OTOI0 TEPIEXEL
KOKKia K{TptvoLv £m¢ TOPTOKOUAM YPDATOG,

Sunitinib Accord 25 mg okAnpd KoyaKio
Kaydxio Cehativng (unkovg 15,9 mm mepimov) e KOoTOVOKITPIVO KAV KOt TOPTOKAAL KOPLo
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UEPOC, T OTTOT0L PEPOVY TUTTMEVT] LE AEVKO HEAGVL TNV €VOEIEn «25 mE» GTO KVUPLo UEPOC, TO 0010
mePLEYEL Kokkia Kitptvov €m¢ mopToKaAl ¥pOUOTOC.

Sunitinib Accord 37,5 mg okAnpd koydiio

Kaydxio Cehativng (ukovg 18,0 mm mepimov) pe Kitptvo KAALLO Kot KITptvo KOp1lo PEPOG, T ool
PEPOLY TUTOHEVT LE HOPO HeAdvL TNV Evoelln «37.5 mg» 610 KOHPLo HEPOS, TO OTOT0 TEPLEYEL KOKKIN
KITPIVOU £®G TOPTOKAAL YPOUATOG,.

Sunitinib Accord 50 mg cxAnpd Kayakio

Koaydxia Celativng (unovg 19,4 mm mtepimov) pe KaoTavokitptvo KAADLLO KOl KOGTAVOKITPIVO
KOPL0 PEPOG, T OTTOTO PEPOVY TUIMUEVT] e AEVKO HeAAVL TNV EvOeEn «50 mg» 6To KUPLO HUEPOC, TO
omoio mePLEYEL KOKKio KITPVoL £m¢ TOPTOKOA YPDLOTOC.

To Sunitinib Accord SiatiBetan og prikeg Tov 30 kayokiov kol o cuokevaciec KuyéANg (blister) wov
TEPIEXOVV 28 KoKl Kot S1iTpnTeg cvokevaciec KuyéEANG (blister) povadwy 6066MC TOL TEPIEXOLV
28 x 1 kaydxo.

Mmropel va unv KukAoQOpoOV OAEG 0L GLCKEVAGIES.
Karoyog Adsrag Kvkhopopiag

Accord Healthcare S.L.U.

World Trade Center, Moll De Barcelona s/n,
Edifici Est, 6° Planta,

Barcelona, 08039,

Iomavia

HopookevaocTiig

Remedica Ltd.

Aharnon Street, Limassol Industrial Estate,
Building 10, 3056 Limassol,

Kbmpog

Pharmacare Premium Ltd.
HHFO003 Hal Far Industrial Estate,
Birzebbugia, BBG3000

MdAto

To mapév @viro 0dNYLOV YpiioNS avade®pOnke yro TELEVTAIN POPA OTIS
Alreg INYEG TANPOPOPLAOY

Aentopepeic mTAnpoopiec Yo 10 Qappako avtd gival dabéoipes 1o dkTVaKd TOTO ToV Evpomaikod
Opyaviopov @apudrmv: http://www.ema.europa.eu
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