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Exete to Verzenios
o e evdeikvutal yia tn Bepaneia yuvaikwv pe Betko yia oppovikols unodoxels (HR+), apvntikd yia tov unodoxea 2
ToU avBpwnivou endeppikod augntikol napdyovia (HER2-) tomikd npoxwpnpévo f HJetaotatikd Kapkivo tou paotol

LE €vav (Al) A WG apxikn evookplvikn Bepaneia n o yuvaikeg nou
€xouv AdPel nponyoupevn evdokplvikn Bepaneia’

. LE MPOEPUNVONAUGLaKES N MEPLEPLNVONAUOIAKES Yuvaikes, n evbokpvikn Bepaneia Ba npenel va ouvduadetal pe évav aywviotn
EKAUTIKAG 0ppOVNG TNG wxplvotpdrou oppdvng'.

*Xapaktnplotika tng véoou nou PEAETNBNKaV OTIG KAWVIKEG GOKILEG kal Ba pnopoloav va odnynoouv oe AtydTepo euvoikn Mpoyvwan.
AcBeveig pe onAaxvikn kpion dev oupnepIANMONKav oTiG KAWVIKEG SOKIPEG Tou Verzenios.

1. Verzenios MepiAnyn Xapaktnplotikwv tou Mpoidvtog.

2. Di Leo A, O'Shaughnessy J, Sledge GW Jr, et al. Prognostic characteristics in hormone receptor-positive advanced breast cancer and
characterization of abemaciclib efficacy. NPJ Breast Cancer. 2018;4:41.

3. Sledge GW Jr, Toi M, Neven P, et al. MONARCH 2: Abemaciclib in combination with fulvestrant in women with HR+/HER2-
advanced breast cancer who had progressed while receiving endocrine therapy. J Clin Oncol. 2017;35(25):2875-2884.

4. Goetz MP, Toi M, Campone M, et al. MONARCH 3: Abemaciclib as initial therapy for advanced breast cancer.
J Clin Oncol. 2017;35(32):3638-3646. (QD)

H MepfAnyn twv Xapaktnplotikwv tou MNpoidvtog Bpioketal oe endpevn oeAda OAPMAZIEPB
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Ayamnntol cuvadeAdot kat dpilot,

Me 18Laitepn xapad oag mpookalw Kot G£To¢ 6To 20° MeTekmalSeUTIKO Tepvaplo «EEeAiEeLg
otnv Oykoloyia», to omoio Ba AdBeL xwpa oto Tuvedplakd Kévtpo tou Mavemiotnuiov Matpwv
ot 10 kot 11 AskepBplouv 2021.

Eivat kown Slamiotwon wg n cuyxpovn Oykohoyia SLEPXETAL TNV TILO YOVLUN Tiepiodo otV
Lotopla g, Ke Evav IAyyuwdn Oyko VEaG yvwong va avadUeTaL CUVEXWE avadlapopdwvovTag
PLILKA TOV TPOTIO KATOVONONG KOL AVTLLETWITLONG TOU KOPKIVOU. H «EMOVAOTOCN » QUTH EXEL ETULTEIVEL
TNV avAykn yLo €yKaLpn KoL €YyKupn eVNUEPWON TNG EMLOTNUOVIKAG KOWVOTNTOC. ThV avaykn auth
OTOXEVEL VAL LKAVOTIOLNOEL KoL TO 20° METEKTALSEVTIKO ZUVESPLO. ZTOXOG HaG E(VOL N ETLOTNMOVIKN
QUTH €KSNAWGCN VOl CUVTEAEDEL OTNV EVNEPWON TNG EMLOTNOVLKAG KOWVOTNTOG KoL TNG KOWWVLAG
MG gUPUTEPA YL TOL EVIUTIWOLOKA EMITEVYMATA TNG OUYXPOVNG EPEUVAG KOL CUVAMA VA SWOEL
NV gukatpia yla yovipn Wopwaon yVwoewy Kal armoPewv avBpwnwyv and Stadopetikd nedia tng
ETILOTNHOVIKAG £peuvag. ETtiong, Tto ZuvESpLo pag oToxeVEL va hEPEL TOUG VEOTEPOUC cUVASEADOUC
oe enadn pe T ouyxpovn Oykoloyia, va yvwpioouv Ta EMOTAUOVIKA EMITEVYHOTA KAl VA yivouv
KOWWVOL TOU 0pAHATOG YLa TNV €kpilwaon Tou KapKivou ard TLG CUYXPOVEG KOWWVLEG.

Mpog €vdbwon TwV OKOTIWV QUTWYV, £XOUUE KAAECEL VA CUUUETACXOUV OTO 2UVESPLO
SlOKEKPLUEVOL ETILOTAROVEG amd tnv EAAGSa kal To €€wTEPLKO, oL omoiol Ba mapPoUCLACoUV Ta
veoTepa SeS0UEVA OTNV OVTLLETWTILON TWV KUPLOTEPWVY VEOTTAQOLWV.

Ek p€poug tng OpyavwTikig EMITpomng, avapévoupe e WoLaltepn xapa Kal avumopovnoia

va oag kaAwoopiooupe otnv MNatpa kot oto 20° MEeTekMALSEVTIKO ZUVESPLO, TPOCBAETOVTAG N
Tapoucia 0ag Vo GUVOPAEL OTNV ETUTUXN Kot kapmodopo dle€aywyr Tou.

Me BepoUC XOLPETIOHOUG

XapaAapnog KaAdodpwvog
KaBnyntng MNaboAoyiag-Oykohoyiag

— |




TIEPIAHWH TON XAPAKTHPIETIKON TOY NIPOTONTOE

W To pdppako autd tehel und oupnAnpwpatiki napakoAolBnan. Auté Ba enupéyet 10 ypryopo npogdiopiopd véwv minpogopladv aopahelag. Znteitar ané Toug enayyeApaties uyeiag va avapépouv onoteadnnote
niBavohoyoUpeves avenBupnteg evépyetes. ONOMAEIA TOY OAPMAKEYTIKOY NPOIONTOE Verzenios 50mg. 100mg kat 150mg enkauppéva pe Aem upiévio iokia MOIOTIKH KAI MOZOTIKH IYNBEZH Verzenios
50 mg: KaBe enwauppévo pe Aenté upévio dlakio nepiéxet 50 mg apnepaotkipnn kat 14 mg Aaktédn povoudpwkn. Verzenios 100 mg: KdBe entkahuppévo pe Aentd upévio dakio nepiéxet 100 mg apnepaotkAiynn
Kat 28 mg Aaktédn povoiidpikn. Verzenios 150 mg: KdBe entkoAuppévo e Aento upévio iakio neptéxet 150 mg apnepaaikAipnn kats2 mg Aaktédn povoudpukn. Bepaneutikés evbei€erg To Verzenios evoeikvuta
yia  Bepaneia yuvakav pe Betké yia oppovikods unodoxeic (HR), apvnukd yia tov unodoxéa 2 tou avBpwnivou entbeppikod augntkod napdyovia (HER2) tonkd npoxwpnpévo N PETOOTATKG Kapkivo tou
paotol o€ ouvbuaapd pe évav avaotoéa apwpatdang A (poulBeatpdvin we apxikn evookpivikn Bepaneia n oe yuvaikeg nou éxouv AdBet nponyoUpevn eviokpwvikn Bepaneia. Le npo- A nepleppnvonauoLaKEg
yuvaikeg n evbokpwviki Bepaneia Ba npénet va ouvbuddetal e évav aywvioTi eKAUTIKNG 0ppAvVNG Thg wxpwvotpdnou oppévng (LHRH). Aogoloyin kat tpdnog xopiynang H évap€n kat n eniBAewn tng Bepaneiag
pe To Verzenios Ba npénet va npaypatonoteitat and ylatpodg pe epnetpia ot xpAan avikapkwikwv Bepanewov. Aogohoyia 7o Verzenios ae ouvbuagyd pe evbokpuvikii Bepaneia H ouviatcpevn 6dan g
apnepaokhpnng eivat 150 mg 600 (opég v npépa, dtav xopnyeitat o€ ouvbuaapd pe eviokpwvikn Bepaneia. Napakaleiote va avatpegete oty Mepiknyn twv Xapaknplotkav tou Mpoidviog tou napdyovia
g evooKpWIKAG Bepaneiag yia t ouviatcpevn dooohoyia. To Verzenios Ba npénet va AapBdverat ouvexa, yia 600 didotnpia n aoBevng anokopiCet kAwike 6perag and tn Bepaneia A éwg v ep@dvian pn
anodeKtg tofikatntag. Mpogappoyés me 6dangH avupetnian kanotwv aveniBopntwy avibpdoewv pnopei va anawel dlakonn kaun peiwon tng 6dong ata 100 mg b0 popes TV NPEPa wG NPWIN NPosapoyh
b6ong kat ota 50 mg 6Uo popég tv npépa wg dedtepn npoaappoyn ddang. LuaTdaels xelptapoy yia 1o Verzenios agopodv: Apatooyikeg Tofkatnteg, Adppola, Augnpéveg tyég apwvotpavapepadwvy, Adpeon
nveupovondBeta (ILD)/nveupovitiba. AMe pn-aipatoroyikes tofkotntes (e e§aipean t didppota, 1 au§npéves apwotpavapepdaeg kat t didpeon nveupovondBeta (ILD)/nveupovitba) Ebkoi nAnBuapoi Aev
anaueitat npooappoyn e 6dang pe Bdon v nhiia. Aev eival anapaitntn onotadnnote npoaappoyh g ddang oe aoBeveic pe Anta i pétpla veppki Suoetoupyia. Aev undpxouv dedopiéva oxetkd pe
Xxopfynan g apnepactkhiunng oe aoBeveis pe ooBapn veppkn duahewoupyia, veppiki vooo tehikol otadiou f oe aoBeveis nou unoBaMovrat oe ewveppikn kaBapan. H apnepagwAiunn Ba npénet va
Xxopnyeftat je npooxn oe aoBevei pe coBapn veppkn duohettoupyia, e otevi napakoAoUBnon yia anpeia tofkdtntag. Aev eivat anapaintn onotadnnote nposappoyh e doang oe aoBeveic pe ina (otadiou A
katd Child Pugh) n pétpta (otadiou B katd Child Pugh) nnaukn duoAetoupyia. Le aoBeveis pe ooBapn (otadiou C kard Child Pugh) nnatkn duaAettoupyia. auviotdtat peiwon tng dogohoyikng ouxvotntag oe pia
@opd v npépa. H aopahela kat n anoteAespaTkéTNTa g apnepackAiinn oe nawdld kat epnBoug nAkiag katw twv 18 etdv bdev éxouv akdpa tekunpuwBel Aev undpxouv SloBéawa dedopéva. Tponog
xophynang To Verzenios npoopidetatyta xpAon and to atdpa. H ddan pnopeiva AngBel pe i xwpis tpogn. Aev Ba npénet va AapBaverat pe ykpéngpout A pe xupd ykpéngpout. OtaaBeveic Ba npénetva AapBavouv
16 boaerg nepinou v idla wpa kaBe pépa. To biakio Ba npénet va katanivetat oAdkAnpo. Avievbei€erg YnepeuaioBnaia otn Spaotiki ouaia h o€ kdnoto and ta ékboxa. Ewbikég npoeibonotiaetg kat npopuAdgel
Katd tn xpion Oubeteponevia AvapépBnke oubeteponevia oe aoBeveic nou AdpBavav apnepacikAiynn. Tpononoinan tg ddang ouviatdral oe aoBeveis nou eppavicouv oudeteponevia BaBpod 3 4. Bavatngdpa
oupBavra eppaviotnkav oe <1% twv aoBevev. O aoBeveis Ba npénet va kaBodnyolviat va avagépouv onotodhnote enelodbio nupetod atov enayyeAyatia uyeiag nou ug napakoAouBel Aowweeic/napaotwoelg
Nowerc avapépBnkav oe aoBeveic nou AdpBavav apnepaowAiunn ouv evbokpwiki Bepaneia oe uynAdtepo noooatd and 6.1t o€ aoBeveic nou AduBavav Bepaneia e EKOVIKG PAPpaKD LV EVBOKPVIKA
Bepaneia. Mveupoviki Aoipw€n avagépBnke oe aoBeveic nou AdpBavav aunepaotkAiunn xwpis cuvundpxouoa oubeteponevia. Bavatngpdpa oupBavia epgaviokav oe <1% twv agBevev. Ot aoBeveis Bu npénet
va napakoAouBodviat yia onpeia kat supntapata Aofpwéng katva avietwni¢oviat tpkwg katdMnAa. OAeBikn BpopBoeuBoAd MAeBikd BpopBoeyBod eneladdia avapépBnkav ato 5.3% twv agBevwv nou
\apBavav Bepaneia pe apnepaokhiunn ouv gouBeatpdvin fi avaotoleis apwpatdang, oe alykpian pe 0.8% twv aoBevv nou AduBavav Bepaneia pe ewovikd pappaKo ouv PouNBeatpdvin A avaotoAeis
opwpatdong. Ot aoBevels Ba npénet va napakoAouBolvrat yia anpeia kat oupmwpata ev 1w BaBet pAeBikng BpdpBwang kat nveupovikng epBoARg Kat va aviipetwni¢oviat Wtpikwg KatdAAnAa. Au€npéveg
apwotpavopepdoec Aughoeis ot ALT kau AST avagpépBnkav oe aoBeveis nou AduBavav apnepaowAipnn. Me Bdon to eninedo ai§nang g ALT A tg AST. pnope va anaueital npooappoyn g 6dang g
apnepaokhipnng. Adppota H didppota eivat n mo ouxvi aveniBipntn aviipaon. Lug KAIkeS pe€tes, o didpeang xpdvag wg Ty eppavion Tou npwrou Slappoikod eneaodiou fitav nepinou 6 éwg 8 npépeg Kat
n dudpeon diapketa g didppotag Atav 9 éwg 12 npépeg (BaBod 2) kau b €wg 8 npépeg (BabBuod 3). H bidppola pnopei va ouaxeuatei e aguddtwon. OtagBeveic Ba npénetva Eekwvolv Bepaneia pe aviblappoikols
napdyovieg 6nwg n Aonepapidn, Pe v NPWTN eppavion kdnolou anpeiou xaAapcv Konpavewy, va audvouv v NpéAnyn Lypcv and Tou GTOaToG Kal va evnpepwvouy Tov enayyeAuatia uyeiag nou g
napakohouBet. Tporionainan tng ddang ouviatdtat oe aoBeveic nou epgavidouv bidppota BaByou > 2. Adpean nveupovondBeta (ILD)/Mveupoviuda Adpean nveupovondBeta (ILD)/nveupoviuda avagépBnke oe
aoBeveic nou AduBavav apnepaatkAipnn. NapakoouBate toug aoBevels yia nveupovika oupntwpata evbewukd g ILD/nveupovitbag Kat avietwniote 10Ug TPIKWG KatdAnAa. Me Bdon tov BaBpd g
ILD/nveupoviudag, n apnepaotkAipnn eviéxetat va anarel nposappoyn g doong. Awkdyte povipa v apnepackAipnn oe aoBevelg pe BaByod 3 n 4 ILD/nveupoviuda. Luyxophynan enaywyéwv CYP3AL H
ouyxopAynon enaywyéwv CYP3A4 Ba npénet va anogelyetat Adyw tou KivBivou pewpévng anoteheopatikomntag g apnepagkAinng,_LnAayxviki kpion Aev undpxouv Sedopéva oxetkd pe v
anoteAeopaTk6TNTa Kat v aopdAeta tng apnepaowAipnng oe aoBeveic pe anhayxvikn kpion. Aaktédn Ot aoBeveis pe ondvia kAnpovopikd npoBAnpata dusavegiag ot yaAaktédn, oAkng avendpkelag Aaktdong
fi duoanoppd@nang tng YAuka{ng-yaaktadng dev Ba npénet va AapBdvouv autd o gdppako. Natplo To pappakeutiké aute npoidv neptéxel Ayétepo and 1 mmol vatpiou (23 mg) avd biokio, Snhadi ouatagtikd
eivau «eheuBepo vatpiou». ANnAenibpdoeg pe dAa pappukeutika npoidvea kot dAAeg poppég aMnAenibpaong H apnepaowAiynn petaBoAiletat kupitg and to CYP3AL. H ouyxopiynan tng apnepaotkAiinng
pe avaotoheis CYP3AL pnopei va au€noet T GUYKEVIPWEELS TG apnepaakAinng oto nAdopa. H xpAan oxupcv avaotodéwv CYP3AL ae ouvbuaopd pe v apnepactkhipnn Ba npénet va anogedyeta Edv
anawedtat n guyxophynan loxupcv avactohéwv CYP3AL, Ba npénet va pewavetal n 6don g apnepaotkAiinng Kat va akohouBel npooektki napakoAouBnon yia tofikétnta. Anopedyete v katavaAwan
YKpEN@POUT A xupol ykpéngpout. Aev anatefat npooappoy g 86ong o€ aoBeveis nou AapBdvouv peétploug n aoBeveic avaotoleic tou CYP3AL. Mpénel. wotdoo, va undpxet otevi napakoholBnan yia onpeia
tofwattag. H ouyxopAynon oxupv enaywyéwv CYP3AL Ba npénet va anopedyetat Adyw Tou KIvHGvou PelwpEvng anoTENESHOTKGTNTAG TG apnepaotkAunng. Aev eivat yvwatd eni tou napéviog katd néoov n
OpnepactkAunn PNopei va peloeL TV anoTeAEopaTkGTNTa Twv OPHOVIKWY avVIGUMNATKWY cuatnpatkig dpdang. lovipétnta, kinon kat yaAouxia Ot yuvaikeg pe duvatétnta tekvonoinang Ba npénet va
xpnayonotodv Blaiiepa anoteheapatikég PeBadoug aviaMnyng (n.x. aviigGMnyn dinkol @paypol) katd t Sidpketa the Bepaneing kat yia toukdxiatov 3 eBoopddeg petd v ohokApwan tng Bepaneiag, Aev
buatiBeviat kAwika Sedopéva oxetd pe T xphon tng apnepacikAiinng oe eykdoug yuvaikes. To Verzenios Sev npénet va xpnotponoleitat katd T HIGPKELD TG eykupoolvNG, KABWG Kat o€ yuvaikes g
avanapaywykAg NAKag xwpis v xphon avieGMnyng. Aev eivat yvwato edv n apnepackAiunn anekkpivetat oto avBpnvo yaha. 0 kivbuvog ota veoyévvnta/Bpépn Sev unopel va anokAetotei. Ot aoBeveis
nou AapBavouv apnepaaikAipnn dev Ba npénet va BnAadouv. H enibpaan g apnepaatkipnng oty avBpnvn yovipdtnta eivat dyvwotn. Emépdoerg otnv kavatnta obAynang kat xetpiapod pnxavnpdtwy To
Verzenios €xel {tkpn enibpaan atnv kavetnta odnynang Kat xetpiopol pnxavnpdrwy. Ot aoBeveis B npénet va kaBodnyouvial va enibetkviouv tbiaitepn npoooxi Katd v 0dAynan f 1ov Xepopo pnxavnpdtwy
o€ nepinmwon nou atoBavovratkénwan A {GAn Katd T didpketa ng Bepaneiag e to Verzenios. AveniBupnteg evépyeteg Livown tou npooik aoguAeiac Ot ouxvetepa eppavi(opeves aveniBupnTeg Evepyeles eivat
n fidppoa. ot Ao, n oudeteponevia, n avawia, n kénwan, n vautia, o éuetog katn pewpévn 6petn. Ynepboaoloyia Le nepintwon unepbocoAoyiag e apnepaakAINng, pnopet va epgpaviotody konwon
Kat bidppota. Ba npénet va napéxetat yeviki unootnpikuki gpoviida. Gappakobuvapkeg Wiotntes GappakoBepaneutkn katnyopia: Aviveonhaopatko{ napdyovies, aVAOTOAE( NPWIEVIKAV KIVAOWY,
Kkwdkag ATC: LOTEFO3 KatdAoyog exfoxwv Mupfivag biakiou kappeAadn vatplodxog SlaotaupoUpevn Aaktodn povoldpik, pikpokpuataAMki Kuttapivn, vatplo ateatulopoupapikd EntkGAuyn pe Aemd upévio
Verzenios 50 mg emaAuppéva pe Aemtd upévio Giakia, nohuBvuhakodAn (E1203). waviou bioeibio (E171). nohuaiBulevayhukdhn (E1521), tiAkng (E553b). atbnpou ofgibio kitpwo (E172) . atbnpou ofeiblo
KkoKkkwo (E172) Verzenios 100 mg emxoAupyéva e Aento upévio Gioia noAuBivuhahkodAn (E1203) waviou Sio€eibio (E171) noAuatBulevoyAukddn (E1521) waAkng (E553b) Verzenios 150 mg emwaduppéva pe
Aentd uyévio Stoxia noluBvulalkodhn (E1203). twaviou dio€eidio (E171). noAuaiBulevoyhukdn (E1521). tiAkng (E553b). ofeibio abnpou kitpwvo (E172) Ibiaitepeg npopuhdgels andppuyng KaBe axpnatyonointo
(UPHAKEUTKO Npaidv i undAepa npénetLva anoppintetal aGppwva pie TG Katd 1énoug loxUouae oxetkés diatdgels. KATOXOL THE AAEIAL KYKAO®OPIAE Eli Lilly Nederland B.V.. Papendorpseweg 83, 3528BJ
Utrecht, OMavbio. APIBMOL(OI) AAEIAL KYKAO®OPIAL EU/1/18/1307/010. EU/1/18/1307/012, EU/1/18/1307/014 HMEPOMHNIA NPATHE ETKPITHE/ANANENEHE THE AAEIAL Hyepopnvia npang éykpiang: 27
LemepBpiou 2018 HMEPOMHNIA ANABENPHEHE TOY KEIMENOY 19 louhiou 2021 AentopiepeiS nAnpopopieg yia 1 napdv pappakeutkd npoidv eivat duaBéayeg atov diktuaka ono tou Eupwnaikod Opyaviapod
Dopudkawv: http://www.ema.europa.eu Kat otnv (ot0oehiba g OAPMATEPB-AIAAY, www.lilly.gr. TPOMOE AIABEEHE TOY NPOTONTOL Qappakeutké npoidv yia T onoio anauefiat neplopiopévn (aipIKA
ouvtayn. MOP®EL/ TIMEE VERZENIOS F.C.TAB 50, 100 kat 150MG/TAB BTx28 biakia o BLISTERS PCTFE/PE/PVC/Alu: X.T.: 1.204,28 €. A.T.: 1.340.36€. N.T.: 1.082.78 € ENIXOPHTHEH ANO TA TAMEIA: Mooooto
ano{npiwang: 100%

BonBnote va yivouv ta gpdppaka nio acpain kat Avagépete OAEL tig aveniBupnteg evépyeleg yia OAA ta pappaka ZupnAnpavovtag v «KITPINH KAPTA»

(QD) ®APMAZEPB - MNIANY AEB.E. Tuvtadat e oA A
:ﬂf 150 yAW. EBvikiic 0do0 ABnvav-Aapiag, 14564 Knolola o f You
T THA.: 210 6294600 Fax: 210 6294610 www.illy.gr iNn
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OPTANQTIKH EMMITPOIH

MNpoedpoc: X. KaAddpwvog
Avtutpoedpog: M. Kapapoulng
Mpappatéag: I Okovouou
Tauiag: ©. Makatowpng
MEéAn:

A. AyyeAidou

E. lewpylAd

®. Anuntpakdnoulog

O. Kakkapag

®. Kahodwvou

Z. Kaptépn

A. Kottépou

I. Koukoupikou

0. KoupéAng

H. AdAng

E. MouZdxkn

A. NIKOAQLKOTIOUAOG

A. NwoAomoUAou

X. Owovopou

Z. Nanadnuntpiov

N. NanadomouAou

M. Mworupiykou

X. Zipwidav

E. Tapapmnikou

T. ®pavtin

| 05 |

EMIXTHMONIKH EMITPOIH

Mpdedpoc: X. Kahdodpwvog
Avtunpoedpog: M. Kapapoulng

MéEAn:

Z. AunvtouAdy

. Avtwvakng

A. Apyupiou

A. BAxa

n. Mpipag

M. KaAodpwvou
. KaAhodwvou

3. Kakkog

N. Karodiotplag
A. Kapatidag

A. KapSapakng
0. Koupéng

A. KouUtpag

0. Makatowpng
n. Méyag

B. Mnapunolvng
Z. Ntpouddkouv
N. NavaydénouAog
X. Navomnoulog
M. NanafactAonovAou
A. Nanayswpyiov
A. Nanayprictou
M. Piwloyiavvn

I. ZiBoAamnévko

A. ZTPLUIAKOG

N. ToouKaAdg

A. XpLotonoUAou
K. XpucavBomoulog
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¢ PIQRAY"

(alpelisib) tablets

PIK3CA

MOALC Thv avaKaAUYELG,

n Bepaneia tng
elvat capng

H npwtn eykekpipévn
Bepaneia €161ka yla aoBeveic e npoxwpnuévo
kapkivo tou paotoU (aBC) kat petdAagn PIK3CA

‘Evbei§n

To PIQRAY® (alpelisib) evbeikvutal oe cuvduaoud pe POUABECTPAVTN yla T Bepanela PETEUUNVONAUCLOKWY YUVAIKWY, Kal avdpwv, He BETKO 0€ 0ppovIKO
unoboxéa (HR), apvntkd og unodoxéa avBpwnivou endeppikol augntikol napdyovia 2 (HER2) Tonikd npoxwpnpévo N HETAoTATIKG KapKivo Tou paotol pe
petdMagn PIK3CA petd tnv e€€AEN tng véoou petd and evookpivikn Bepaneia w¢ povoBepaneia

Ou nto ouxvég aveniBupnteg evépyeteg (avapépBnkav oe ouxvotnta >20% otov ouvbuaopévo NANBUCHOG TG HEAETNG HE Kal XwpiG TN JETAMagn) Atav augnpévn yAUKGZn nAdopatog
(79.2%), augnpévn kpeauvivn (67,6%), Slappota (59,5%), algnon g y-yAoutapuotpavapepdon (53,2%), e€avBnpa (51,8%), peiwon tou apiBpoU Aeppokuttdpwy (55,3%), vautia (46,8%),
aUEgNon GAQVIVIKAG apVOTPavoPepaong (44,0%), avapia (44,0%), kénwon (43,3%), avgnon Andong (42,6%), pelwaon tng 6pegng (35,9%), otopatiuda (30,3%), £petog (28,5%), welwaon tou
Bdpoug (27,8%), unacBeouatuia (27,8%), peiwon g YAUKO{NG Tou MAdopatog (26,8%) kat napatacn Tou Xpovou evepyonotnpévng HEPIKAG BpopBonAactivng (aPTT) (22,2%) kat ahwnekia
(20,4%). Ot nio ouxvég avenBupNTeg evépyeleg BaBuou 3 h 4 (avagépBnkav og ouxvotnta 22%) htav au§npévn YAukddn nAdoparog (39,1%), e§avBnpa (19,4%), adgnon y-yAoutapulotpav-
0pepdong (12,0%), pelwon tou apBpol Aeppokuttapwv (9,2%), Sidppota (7,0%), au€npévn hindon (7,0%), unokahiawia (6,3%), konwan (5,6%), Peiwon tou cwpatkou Bapoug (5,3%), avat-
pia (4,9%), unéptaon (4,6%), aUEnon NG CAAVIVIKNG apvotpavopepdong (4,2%), vautia (2,8%), kpeatvivn au§npévn (2,8%) otopatituda (2,5%), unaoBeouaia (2,1%) kat pAeypovi tou BAev-
voyoévou (2,1%). Ot nto ouxvég aveniBUUNTEG eVEPYELEG MOU obrhynaav o€ Slakonn g Bepaneiag ftav n unepyAukaia (6,3%), e§avBnpa (4,2%), Sidppota (2,8%) kat kdnwon (2,5%)

o m ouviayoypdpnon ouuBouAeuBeite v MepiAnwn Xapaktnpiotikwv tou [Npoidviog, nou blatiBetat EAQ

) NOVARTI 12304, Eowe 500 Agmuoy - g

Bon@rate va yivouv Ta pdppaka o acpakr

144 51 Metapdpowon, TnA.: +30 210 281 1712 K AVagepeTe

OAEZ Tiq avemBupnteg evepyeleg
I'pageio Oeaoalovikng: Yia OMA Ta gdppaka .
12° yAu EBvikiiq 0dou Oeaoahovikng - N. Moudaviay, Supminp@voviag Ty «KITPINH KAPTA»

570 01 @¢pun, TnA.: +30 2310 424 039 o
Y To QUPHAKEUTIKO Npoidv unéKewal oe
OAPMAKOEMATPYNNHZH: +30 210 2828812 & 210 2897200 ennp6oBet napakohouBnan.

PIQ_ADV007_MAR2021/GR2103089862

Lectus adv.
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EMIZTHMONIKO MNMPOTPAMMA

Napaokeur) 10 Askepuppiov

09:00-11:00 ZUyYXpoVeG eEEAIEELC OTOV KOPKiVO TWV woBnKwv evéountpiou

Mpoebdpeio: I. Avtwvakng, . Avépoutodmoulog

JUyxpovol BLodeikteg oTnV mMaBoAoyoavaTOULKA EKTIUNGN
tou Kapkivou wobnkwv A. Mamnoypiotou

JUYXPOoVN XELPOUPYLKI QVTLUETWITLON OTOV KaPKivo
TwV WobNKWV N. Akpipog

E€eAielg otnv emikoupikr) Beparmeia Tou Kapkivou Twv wobnkwv  A. NikoAdidn
OepAMEUTIKOG AAYOPLOLOG GTOV POXWPNEVO KAPKIvo
TWV WobnKwWv X. Nanadnuntpiov

11:00-11:15 AlGAELppQ

11:15-13:00 Neotepeg e€eAiELG OTOV KAPKIVO TOU TPOOTATN

Mpoebdpeio: X. Nanavépéou, N. =npdg

E€eAIfeLG OTN XELPOUPYLKA QVTLUETWITLON TOU KapKivou

TOU TIPOOTATN N. KaAAnéwvng
Kapkivog Tou mpootdtn Kal OAlYOUETACTATIKY VOOOG M. Tolatdg

OepAMEUTIKOG aAyOPLOUOGC VLo TNV TTPWTN VP TOU
UETOOTATIKOU KOPKIVOU TOU TIPOaTATH ®. Koivng

E€eAIfeLG OTN QAVTIUETWITLON TOU HETOOTATIKOU KOPKIVOU TOU
T(POOTATN UETA TNV TIPWTN YPAUUA M. Awdvtog

13:00-13:30 AwGAeén

Mpoedpeio: @. ANUNTPAKOTIOUAOG

Yypn Bloyia kat cupmayeic oykot: Mota n agia tng;
To mMapadelya TOU KAPKIVOU TwV TIVEUUOVWY K. MianAiéou

13:30-14:00 MeonuBpun Atakomnn

L — |
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'TECENTRIQYV

atezolizumab

CONNECT
WITH PURPOSE

TECENTRIQ® 1.200 mg mukvo Sidupa yia mapackevi) Stahvpatog mpog éyxuon.

TECENTRIQ® 1.200 mg:  EMdda A.T.: 4569,00 € - N.T.: €3799,53 € « Kimpog M.A.T.: 4993,57 € w PRIX GALIEN GREECE %
TECENTRIQ® 840 mg mukvo Sidhupia yla mapackeur) Slahbpatog mpog éyxuon.

RAiva 2O/

TECENTRIQ® 840 mg: - ENdda A.T.: 2934,12 € - N.T.: 2428,08 € - Kimpog MA.T.: 3122,75 € Oiiva 2 o

Tpdmog AdBeong TECENTRIQ®: Me mepiopiopiévn 1atpiki} ouvtayr: Movo yia voookopielar} xprion ano yiatpd ke kataMnAn eidikeuon kat epmelpia. KAAYTEPO BIOTEXNOAOI'TKO POION

Neparépw mnpogopiec dlatifevtar and Tov katoyo ¢ ddetag kukhopopiac Katomv armoewc. » h

ROCHE (Hellas) A.E. v To gdpyao autd Teel und ovpmnpwpatiki napakohobBnan. H avapopd mbavohoyolpevwy

Ahapdvac 4 & Aehpiv 151 25 Mapobar, Atk OVEWGUWH,W CVEDYELLY KETd AT T JOPTYNON Baac 1090pI TOU QUPRIREUTRD BonBrioTe va yivouv Ta gdpiaka o acgaAn kat S
i ) Tipaidvroc efvar onpaveik. Emtpénel m ouvexi napakohouBnon e oyéang opéhouc-kvdivou AvaQépeTe: <

Tn).: 210 6166100, fax: 210 6166159 A , . R | . 4 p |
. ) ToU papyakeutikol mpoidvoc. Mpénet va yivera avagopd Twv avemBopnTwy vepyeiv. Ot OAEE Tig QueTiBUHNTEG EVEPYEIES Vi J

email: hellas.medinfo@roche.com i X ) i X X OMA Ta OaOLaK 2

avemBopnTeg evépyeteg mpénet emion va avagépovrat o Roche (Hellas) A E. Mapakahoupe . I e g
ENda 800 11193 00 (Bwpedy ypayy emkowwviac) emKonwvote pe T Movdda Oapyiakoenaypimnang ¢ Roche (Hellas) ALE, efte ZUE AR KT RNEIKA R A =
Kompog 800 92 668 (Swpeav ypappr nmkowwviac) anootéMovtac e-mail (hellas.drugsafety@roche.com), eite Teguvika (+30 210 6166100). =
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14:00-15:30 MpokAnoelg otnv Aviipetwrnion AcBevwv e Kapkivo
Mpoebdpeio: I. Abapomoulog, A. AKTUT

Cancer-associated thrombosis (CAT): 20yxpoveg e€elifelg
Kall BEPATIEUTIKOC aAyOpLOLOG 2. Kakkog

AM\ayr) otov Tpomo {wn¢ - TpoAnYn UTTOTPOTTNG KAPKivou 2. Ntpouddkou

Alaxeiplon Tng avauiog kat tng oudeteporeviag o
000eveig ue oupmayeic Oykoug A. Zupewvidng

IXOMaopOG: T. ZapéAng

15:30-16:30 E€eigelg otnv AvocoBepaneia tou Kapkivou

Mpoebdpeio: A. Kwtoakng, M. Mwomnipiykou

Nedtepol avaoToAelg TwV ONUELWV AvVOCOAOYLKOU
e\éyyou: TLvedtepo petd to ASCO21 katl to ESMO21; M. Manavaotaconoulog

O poAo¢ Tou SUTAOU AVOCOATTOKAELGUOU OTNV
1" ypapp tou MMKIM I. Aaivakng

Sponsored by (i gristol Myers Squibb®
IxoMaouog: I. Koupdkng

16:30 -16:45 AdAsppa

16:45-17:15 AwdAeén

Mpoebdpeio: O. Makatowpng

E€eAifelg otnVv avtipeTwrion tou MSS petactatikou
KoAoopBLKoU Kapkivou M. Kapapouing

17:15-19:00 Innovative Technologies for Cancer

Chair: P. Georgiou, V. Megalooikonomou, A. Skodras

Hexachromatic bioinspired camera for image-guided cancer surgery V. Gruev

Lab-on-Chip Diagnostics for Pan-Cancer Screening M. Kalofonou

In-memory sensing for prostate cancer S. Carrara

L — |




@ ENHERTU"

trastuzumab deruxtecan

Y To pdppako autd Tehel und CUPNANPWUATIKA NapakoAoUBnaon. Autd Ba enpéyel Tov yprhyopo NMpoadloplopd VEWY AopAleldas. ZnTeltat anod Toug

enayyeAdatieg uyelag va avagépouy onoteadnnote niBavoAoyoUpeveg avenBUPNTeG evepyeleg atov EBvikd Opyaviopd Gapudkwy. Meooyeiwv 284
GR-15562 XoAapyog, ABAva, TnA: +30 21 32040380/337, @ag; +30 21 06549585, lotétonog;: http://www .eof gr. Mpw tn cuviayoypddnon oupBouleuBelite tnv
Mepnwn Xapakinplotikwy tou lNMpotéviog nou dlatiBetat and tnv etaipeia AstraZeneca A E

AstraZeneca A E., Aynaidou 6-8, 15123 Mapouat, ABhAva
g TnA: 210 6871500, Fax: 210 6859195
o/ Daiichi-Sankyo ‘ AstraZeneca Ap. I EMH. 000638901000

www .astrazeneca.gr

BonBnote va yivouv 1a pdppaka no aspain Kat
Kdatoxog Adetag Kukhopopiag: Daiichi Sankyo Europe GmbH Avapépete
Tonkég Avtinpéownog: AstraZeneca AE OAEX 1G avenBUunTeg evépyeleg yia
OAA 1a pdppaka

ZupnAnpwvovtag v «KITPINH KAPTA»
Evbelktukn Awavikn Tiph 1800€.

ENH/00001/1/0421
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19:00-19:30 Lecture

Chair: M. Karamouzis

Immunotherapy of Hepatocellular Carcinoma D. J. Pinato

19:30-20:00 ENAPKTHPIA TEAETH-XAIPETIZMOI-EMIZHMH AIAAE=H
Mpoebdpeio: X. Kahopwvog, M. Piloytdvvn

Xatpetiopol
A. Maotopdakou
MNpbedpoc latpikol TUAAGYou MNatpwv

®. NanapactAémoulog
Mpoedpog A.Z & AteuBUvwy ZUUBoUAoG Mevikng KAvikng OAYMMION

Z. ZapLdakn
MNpbedpoc EONE

n. Méyag
Mpdedpog latpikou TuRpatog Mavemniotnuiov Matpwv

A. ABavaocomnoulog
Koountopag tng 2xoAng Emotnuwy Yyeiag Navemnotnuiov Natpwv

I. KapBEéAng
Awokntng 6n¢ YMNE

Knpuén Evapéng Epyaciwv
X. Mnioupag
Mputavng Navemnotnuiov MNatpwyv

20:00-20:30 Evapktipla AldAeén

APIZTOTEAHZ kat AAPBINOZ - Biot MapdAAnAot . Pétoag

20:30 TEAOZ EPTAZIQN NPQTHZ HMEPAZ




IBRANCE Y

palbociclib

H AYNAMH TH
EMIMIZTOXYNHX

oth Bepaneutikh ent\oyh acBevwv
pe HR+/HER2- mBC'

v Khvikh Anoteheopatikétnta’
v/ Aebopéva KAwvikag Mpakukig®’
v Aebopéva ékBaong ané avapopég acBevav (PRO)E?
v KaBiepwpévo MNpopik AopdAerag!-+10"
v/"Evag ouviot®dpevog €heyxog napakoAoGBnang*!

v/ Mia kGyoula, pia gopd ™ pépa’

To IBRANCE, 125mg pta gopd tnv nuépa yia 21 uépeg ae KUkAo 28 npepdv (oxnpa 3/1), eveikvutal yia tn Bepaneia tou tonikd
NpPoXwPNUEVOU N PETAOTATIKOU KapKivou Tou paotoU o onoiog eival BeTikdg otoug oppovikoUg unodoxeig (HR) kat apvntikdg otov
unodoxéa tdnou 2 tou avBpwnivou entdeppikoU au§ntikoU napdyovia (HER2):

- og ouvduaopd pe avactoléa tng apwpatdong

- og ouvduaopd e PouABeaTpAvIn o€ yuvaikeg nou éxouv AdBel nponyoUpevn evBoKkpvikh Bepaneia

Y& npo- N NeEPL-EPPNVONAUCLAKEG yuvaikeg n evBokpLvikn Bepaneia npénet va ouvdualetal pe LHRH aywviotn.!

Ta 10 nAnpeg keiuevo ¢ 6oooAoyiag kat Tou 1pérou xopriynang ouuBouleuBeite v MepiAnyn Xapaknpiotikwy tou lNpoidviog nou batiBetat and mv etaipeia.

THMANTIKEE MAHPO®OPIEE ALOAAEIAL

To Ibrance avievbeikvutal og NepINTOOELG unepeuaioBnaiag otn dpactikn oucia h oe kanoto and ta ékdoxa, kKaBwG kat o€ aoBeveig ot onoiot AapBdvouv okeudopata

nou neptéxouv uneptkd/Baaapdxopro (St. John's Wort). Ot mio ouxvég aveniBopnteg evépyeleg (= 20%) onotoudhnote BaBuoU nou avagépBnkav oe aoBeveig nou éAaBav
palbociclib oe tuxatonoinpéveg kKAvikég peréteg ntav oudeteponevia, AopdEelg, Aeukonevia, kénwan, vautia, otopatitda, avawia, Sidppota, adwnekia kat BpopBonevia.

Ou nto ouxvég (= 2%) avenilBopnTeg evépyeteg BaBpou = 3 tou palbociclib Atav oudeteponevia, Aeukonevia, AopEEL, avaiuia, au§npévn acnaptikn apwvotpavopepdon (AST),
kOnwaon Kat au§npévn apwvotpavo@epdon g aAavivng (ALT).

*Mpénet va ekteleital nARPNG atpatoloyikég €Aeyxog nptv ané tnv évap&n tng Bepaneiag kat katd v évap&n tou kGBe kUkAou, kaBg kat tnv Huépa 15 twv npdtwv 2 KUKAWY Kat 6nwg
evbeikvutal KAVIKA.

LHRH = oppévn aneAeuBépwong tng wxpvotpénou oppévng. mBC = petaotatkdg Kapkivog Maatou.

1. IBRANCE, MNepiAnyn Xapaktnpiotikav Mpoiéviog 07/2021. 2. Rugo H, et al. Breast Cancer Res Treat. 2019;174(3):719-729. 3.

Finn RS, etal. N Engl J Med. 2016;375(20):1925-1936. 4. Cristofanilli M, et al. Lancet Oncol. 2016;17(4):425-439. 5. DeMichele et al. BonBiiote va Vivwxw @dpuaka nio aopain kai
vapépete

Breast Cancer Research (2021) 23:37. 6. Waller J, et al. J Glob Oncol. 2019 May;5: JG01800239 7. Taylor-Stokes G, et al. Breast.
2019 Feb; 43:22-7 8. Harbeck N, et al. Ann Oncol. 2016;27(6):1047-1054. 9. Rugo HS, et al. Ann Oncol. 2018;29(4):888-894. 10.
Dieras V, et al. J Natl Cancer Inst. 2019;111(4):419-430. 11. Verma S, et al. Oncologist. 2016;21:1165-1175.

OAEZ us avemBupntes evépyeies yia
OAA ta pdppaka
ZupnAnpavovras v «KITPINH KAPTA»

H ouvtetunpévn MepiAnyn Xapaktnpiotikav tou Mpoidviog Snpooteletat oe GAAN oghiba Tou napéviog

’ PFIZER EAAAZ A.E. A. Meooyeiwv 243, N. Wuxiké 15451, ABriva, EAAGSa, TnA. Erukolvwviag 210-6785800, Api6. I".E.MH. 000242901000
Zer PFIZER EAAAZ A.E. (CYPRUS BRANCH) Aewdopog ABardaoag 26, 2018 Aeukwoia, Kirpog, TnA. Erkovwviag: +357 22 817690

Oncology

PP-IBR-GRC-0104-0CT21
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Zappato 11 Askeuppiov

Nedtepeg EEeAifeLg oTto POAO TG AKTIvoAoyiag otnv OykoAoyia

MNpoebdpeio: X. Kahoyepomoulou, K. Zravakng

O pbAog TNG ATELKOVLONG OTNV ToTikh otadlomoinan Kot
napakoholBnon tng avtanokplong otnv Beparneio otov
KapKivo Tou paotol M. NanapacthonovAou

O pdAog TNG amelkoviong otn Sldyvwon Kat otn Staxeiplon
TOU KaPKivou Tou mvelova K. Ztedavidng

ATELKOVIOTIKEG L€B0SOL oTNV oTadlomoinon Tou Kapkivou
Tou opbou A. Kapatldg

10:30-11:00 AwdAegn

Mpoebdpeio: X. Koopag

E€EAIEELC OTNV QVTLUETWTILON TOU UIKPOKUTTAPLKOU
KOPKIVWLOTOC TOU TIVEU OV 1. Mouvt{og

11:00-11:15 AlGAELppQ

11:15-13:30 Kapkivog Mvebpova

MNpoebdpeio: A. Aouyévng, E. Zapavtag

H avtipetwrnion tng Aepdadevikng N2 vooou oe otadio Il
Tou MMKT N. MNavayomnoulog

MR ULKPOKUTTOPLKO KAPKIVWLO TIVEUUOVWY e 08nyoug

petaAAagelc ota yovidia EGFR kat ALK: ZUyxpoveg €ehi€elg M. Xplotomoulog
MMKM xwpig 06nyoug petaAratels: Nwg dtapopdwvetal o

BePATEVTIKOG AAYOPLOOG OTNV TTPWTN YPOUUN; H. ABavaoladng
MMKIM xwpig oykoydvo pPetdAAaln: OcpaTMEUTIKEG ETUAOYEG

UETA TNV TPWTN VPN N. Kevtenolidng
JUyxpovn BepameuTIKY aAVTLUETWTLGN Tou MMK pe

0oyKoyovou¢ LETAAGEELG o€ yovidla ekTOg Twv EGFR & ALK A. Nanaddatog

IXOAaoUOG: N. AvpouAdaKng

13:30-14:00 Meonpupivr) Atakonr)




SYNTETMHMENH NEPIAHWH TQN XAPAKTHPIZTIKQN TOY MPOIONTOX

To papparo autd TEAE! UTIO CUMTANPWHATIKN TIAPAKOAOUBNON. AUTO Ba ETUTPEWPEL TO YPNYOPO MPOTDIOPIONO VEWV TANPOGOPLOY AoPAAELag. ZnTE(Tal arnd Toug eMayyeA-
Hartieg uyelag va avadépouv oroleadnrote iavoloyoupeveg averBuunTeg evépyeleg. BA. mapdypado «AvermnBuunteg Evépyeteg» yia Tov Tpdmo avapopdg averudu-
HNTWV EVEPYELDV.
IBRANCE (palbociclib) ZKAHPA KAWAKIA 75 mg, 100 mg kai 125 mg

ANTENAEIZEIZ: Yriepguaiobnoia otn paoTiki oudia 1y o KAmolo arnod ta £kdoxa. Xpncr] cKaUuopurwv TIOU TEEPLEXOUV urwleo/BaAcuuoxopro (St. John's Wort). EIAIKEZ
MPOEIAOMOIHZEIZ KAI TPO®YAAZEIZ KATA TH XPHZH: Flgo/ug;p £uunvonauolakég yuvaikeg. ‘Otav 1o IBRANCE xopnyeitat oe npo/rmpmppnvomumakac Yuvaikeg
O€ OUVBUAOHO [E aVAOTOAEQ APWHATACNG, £{val UTIOXPEWTIKT I WOBNKEKTOWN 1) 1 KATAGTOAN TNG AetToupyiag Twv wobnkdv e xoprynon aywvioth LHRH, Aoyw tou
HNXQVIoHOU 3pAong TwV avacToAEwV TG apwpatdong. O cuvduaouog Tou palbociclib He T ¢OUABECTPAVTN OE TPO/MEPLEUUNVOTAUCLIAKEG YUVAIKEG EXEL HEAETNOEL
Hovo oe ouvéuuuué pe éva aywvioth LHRH. Kpiown omayyviki vooog. H anoTeAeopatikoTnTa Kat QOQ)d)\Elu Tou palbociclib Sev £xouv pehetnBei o aoBeveiq pe Kpi-
Olun OTAAYXVIKN vO0O. AllaToAoyIkEG Slatapaxeg. Ma uaezvslq Tou epdavifouv oudeteponevia Babpou 3 A 4 ouviotdral dlakorm g d6ong, peiwon g doong i
Kueumspnon omv svap&n TwV KUKAWV ™G Sspanslaq Oa mpémel va dleEayeTal KATaAANAn nupuKo)\ouencn (BA. mapaypado «AvernBuunteg Evépyeieg»). Aldueon

. Mrope{ va mapouotaotei Baptdg popdng, aretAntiki yia m {wn 1 Bavamdodpa ILD h/kat iveupovitida oe acbeveig mou EAapav Bepareia
ue IBRANCE, otav )\auBuvaml 0€ OUVBUAOHO PE EVOOKPLVIKT Bepareia. Z€ kAVIKEG ueAéTeg (PALOMA-1, PALOMA-2, PALOMA-3), To 1,4% Twv aoBevmv ou éAaBav
Bepareia pe To IBRANCE napouciace ILD/mveupovitida oroloudnmote Babpou, 0,1% napouciace Bueuou 3, ev dev avadépbnkav nspn'mbcslq Babpoul 4 1y Bavatn-
dOpeg MepuTOoelS. Eruméov nepurt@oelg ILD/mveupovitidag éxouv mapampenbei Hetd v KukAodopia otnv ayopd, ge v avadopd Bavatnddpwv MePLOTATIKOV
(BA. mapdypado «AvernBuunteg Evépyeieg»). Ot aoBeveiq Ba Tpémel va MapakoAouBoUvTal Yia TVEUHOVIKA OUPITOMATA eVOEIKTIKA ILD/mveupoviTidag (L. urogia,
BAxXag, duomvola). T& aobeveig TOU MAPOUIAZouVY vEa 1) ETISEVOUHEVA AVATIVEUOTIKA OUUITTMHATA Kat uridpxet 1 uroyia avarrugng ILD/mveupovitidag, To IBRANCE
0a rpémel va dakorretal apéowg Kat o acBevig Ba mpénet va aglohoyeitat. To IBRANCE Ba mpémet va SlaKkOrmeTal oploTikd oe aoBeveiq pe Baplag popong ILD N
mveupoviTida. AoldEels. Kabmg o IBRANCE £xel HUEAOKATAOTAATIKEG IBLOTNTEG, UMOpPEl va MpodlaBéoel Toug aoBeve(g yia AOILOEELS. AOGOEELS £Xouv avadepOel
o€ UYPNAOTEPO TIOC0OTO Ot aoBeveig mou éAaBav Beparneia pe To IBRANCE og Tuxaloromuéveg KAVIKEG HEAETEG 08 OUYKpLOM e aoBeveig ou éAaBav Bepareia oTo
avTiotol o okéAog oUykplong. AotuwEelg BaBpoU 3 kat BaBuou 4 epdaviotnkav avtiotolxa oto 5,6% kat 1o 0,9% Twv acbevav nou éAapav Bepareia pe to IBRANCE
0€ OToLOVENTOTE OUVBUAOO (BA. Mapaypado «Avermbuunteg Evépyeteg»). OLaobeveig Ba mpénet va mapakoAouBoUvTal yia onpeia Kat CUPITOMaTa AoiuwEng Kat Ta
oroia 6a MPEMEL va avTIHETWTICOVTAL CUUPWVA LE TIG LATPIKEG svésiEstq. Ot vlcnpo( Ba mpéreLva svnuspmoouv TOUQ aoesvsl’q WoTe va uvuq»’:pouv apéowg onotuér’]no‘rs
£MELOOBIA TUPETOU. Hnmu(n 6uu)\£nougqu To IBRANCE 6a mpéret va xopnyeitat pe npouoxn og aueavalq He ua\'pla N ooBapn nrumKn ﬁuc)\srroupvm uro crevn
napuKo)\ouenon ya onusla TOEIKOTNTAG. N: ngn duoAettoupyia. To IBRANCE Ba mpémet va xopnvsnal He npoooxn og aoBeveig pe usrpla 1 coBapn vedppikn duo-
)\alroupyla uno oTevn rapakoAoUBnon yla onueia ToEmommq aumxgovn espunzla e uvamo)\mg n emaywyeig Tou CYP3A4. Ot loxupm avacToAeig Tou CYP3A4
Hropel va 0dnyfHoouv oe auENPEVN TOEIKOTNTA. Oa MPEMEL va anodeUYETAL ) TAUTOXPOVN XPHON LOXUP®OV avacToAéwy Tou CYP3A katd tn didpkela g Beparneiag pe
7o palbociclib. To evdexoeVo GUYXOpNYNONG Ba MpEnel va eEETAZETAL HOVO META ard TIPOCEKTIK AELOAGYNON TWV SUVNTIKOV 0OPEADY KaLKIVEUVWY. EGv 1 auyxopriynon
He loxupd avaoToAéa Tou CYP3A dev uropel va arodeuxbel, petwote ™ d6on tou IBRANCE ata 75 mg pia popd v npépa. ‘Otav SL1aKoTel 0 loXUpodg avaoToAEag, 1
860n Tou IBRANCE 8a mpéret va augavetat (LeTd and 3 — 5 nuuneptddoug {wng ToU avaoToAéa) £wg T 5O0T TIoU XENOLHOTOLE(TO TPV TV £VAPEN TOU LoXUPOU ava-
otoAéa tou CYP3A. H ouyxoprynon enaywy£wv tou CYP3A propei va 0dnyhoet oe pelwpévn £kBear oto palbociclib kat katd ouvéreia o kivduvo EAAeWPNG aroTeAe-
OpaTIKOTNTAG. SUVETKG, N TAUTOXPOVN XpNan Tou palbociclib pe wxupolq enaywyeig Tou CYP3A4 Ba mpéret va anodelyetal. Aev anatteital Kapia mpooappoyn mg
5060ng yla ™ ouyxopnynon Tou palbociclib pe pETploug enaywyelg Tou CYP3A. Cuvaikeg oe avanapaywyiki nAikia 11 oL ouvTpodoi Tous. Muvaikeg oe avanapaywyikn
nAkia 1) oL Gvdpeg oUVTPodO( TOUG MPETEL VA XPNalHoTololV pia HEBod0o avTioUAANYNG UYNAHG anoTeAeopaTIkOTNTAg eve maipvouv To IBRANCE. Aaktoln. Auto To
DAPHAKEUTIKO TIPOIOV MEpLEXEL AaKTOTN. OLaoBeveiq He oTiavia KAnpovouikd mpoBApata ducavegiag atn yaAaktodn, minpen avendpkela AKTAaong 1 Kakn anoppodnon
YAUKOZNG-YAAAKTOENG BEV TIPETEL VA TAPOUV QUTO TO GAPHAKEUTIKS TIPoidV. NATPLo. AUTO TO GapUAKEUTIKO TPOTOV TEPLEXEL AtydTEPO amd 1 mmol vatpiou (23 mg) ava
Kaydkio, eival autd mou ovopdaloupe «eAelBepo vatpiou». ANEMIOYMHTEEZ ENEPIEIEZ: NepiAnyn tou mpodil acpdielag. To ouvoAikd mpodil aodpdAelag Tou
IBRANCE BaoiZetat oe OUYKEVTPWTIKA dedopéva anod 872 acBeveig mou éhapav palbociclib oe ouvduaopo pe evdokpivik Bepareia (N = 527 oe ouvduUaopo e AeTPOlOAN
kat N =345 og ouvduaoud pe GOUABETTPAVTN) OE TUXALOTOINMUEVES KAIVIKEG HEAETEG 08 HR-BeTIKO, HER2-0pvNTIKG TIPOXWPENHEVO 1) LETACTATIKO KAPK(VO TOU HAGTOU.
Ot rio ouxveég averuBUpunTeg eVEPYELES (= 20%) omoloudnrote Babpol mou avapépbnkav oe acBeveig mou éAaBav palbociclib oe Tuxaloromuéveg KAIVIKEG HEAETES
Ntav oudeteporevia, Nop®EELG, AeUKOTEEVia, KOTWON, vauTia, oTopaTtitida, avaipia, dlappola, akwrekia kat Bpopporevia. Ot Two cuxVEG (= 2%) AveruBUUNTEG EVEPYELEG
BaBpou = 3 tou palbociclib itav oudeteporevia, Aeukorevia, AopmEeLg, avarpia, auENHEVN aoTapTIKA apvoTpavopepdon (AST), KOTwON Kat AuENHEVN auvoTpav-
opepdon g akavivng (ALT). Melboelg g 560nG 1 TPOTOTIONJELG TNG 5O0NG AOYW OTOLACBNTOTE AVETIOUUNTNG EVEPYELAG avadépBnkav oto 38,4% Twv aoBeviv
mou £AaBav To IBRANCE o€ Tuxatomompéveg KAWVIKEG HEAETEG aveEapTiTwg ouvduaopou. OpLoTikn Slakorr) Aoyw averuBiuntng evépyelag avadpepOnke oto 5,2%
Twv aoBeviv rou £AaBav To IBRANCE o€ Tuxalomonpéveg KAVIKEG HEAETEG aveEapTTwG ouvduaouoU. Mapakdtw avadpEpovTal ot avermBUunTeg evEpyeleg and to
OUYKEVTPWTIKG 0UVOAO Sedouévmy 3 Tuxatoromuévmy pehetov. H diapeon didpkela g Bepareiag pe palbociclib 0To ouykevTpwTikd 0UvOAo dedOpEVWY KATd TNV
TeAK avaAuon g ouvoAikng eruBiwong (OS) ntav 14,8 piveg. OLavemBUPNTES evépyeleg napatiBevTal ava katyopia ouxvomTag. Ot katnyopieg ouxvoTnTag opi-
Zovtal wg akoAoUBwG: MOAU GUXVEG (= 1/10), GUXVEG (= 1/100 £wg < 1/10) Kat Oxt ouxVEG (= 1/1.000 éwg < 1/100). MpoTip@uevog 6pog? (PT) ToAU OUXVEG: NOLGEEIGP,
oudeTeporeviaY, Aeukormevia®, avapia®, Bpoppornevia’, pelwpévn Opegn, otopatitdas, vautia, didppola, EHeTog, eEAvOnua’, ahwrekia, Enpodeppuia, kKomwon, e£acOE-
vion, rupekia, ALT auEnuévn, AST auEnuevn. Suxvég: Epmupetn oudeteporevia, duoyeuoia, 6paon Baprm, dakpuppotla auEnuévn, EnpodpBalpia, ermiotagn, ILD/mveu-
poviTida" 8. ‘Oxt ouxvEG: AeppaTikog epudnuat®@dng AUkog'. ALT= apvotpavodepdon g akavivng, AST= aomapTiki apgvotpavadepdor), ILD=diapeon nveupovoradela,
N/n = apiBuoég acbevav. N/A=5ev epapuoletat. ‘AveriBiunt avtidpaon oTo GpApHAKo Mou eVTOTIZETAL ETA TNV KukAodopia oTnv ayopd. “Ot PT avaypddovtal oUp-
dwva pe To MedDRA 17.1. F-OL AotpdEeig mepthapBdvouv 6Aoug Toug PT rou anoteAolv pépog g Katmyopiag Opyavikol SUGTARATOG «AOIMGEELS KAl TAPACITMOELG».
YH oudeTeporevia nepihapBavet Toug akdAouBoug PT: Oudeteporevia, AptBpog oudetepodilwv peiwpévog. ¥H Aeukorevia mepihappavel Toug akdhouBoug PT: Agu-
korevia, AptBpdg AeUKOKUTTAPWY Helwpévog. #H avauia mepilapBavet Toug akdhouBoug PT: Avaipia, Aipoodaipivn Helwpévn, AIATOKPITNG HELWHEVOG. ““H BpopBo-
mevia mepthapBavet toug akdbAouboug PT: OpopBorevia, ApBpdg aporetaiioy pelwpévog. “H otopatitida nepihapBavet toug akdhouboug PT: ApBmdng otopatitda,
Xeitda, Mwooitida, Mwoooduvia, EEEAKwaN Tou 0TOHATOG, DAeypovH BAevvoyOvou, AAYOG TOU OTOHATOG, STOHATOPAPUYYLKY duadopia, STOHATOPAPUYYIKO
GAyog, Etopartitida. "To eEavOnua mephapBavet Toug akdhouboug PT: EEavenua, KnhidopAatidmdeq eEavinua, Kvnouamdeg egavinpa, Epubnuatmdeq egavonua,
BAaTdwdeg eEAvOnua, Aeppatitida, Aeppatitida opotafouca pe akpn, Togikd eEavonua d¢ppatog. ° H ILD/mveupovitida mepilapBavel kabe avapepopevo PT mou
anoteAel pE€pog Tou Turoroipévou Epwthpatog MedDRA yia T Slapeon TVEUHOVOTIABELA (e TN OTeVH £vvola). ZTov mapakdTte Mivaka avadpEpovTtat oL EpyacTnplakeg
TBOAOYIKEG TILEG TIOU TIAPATNENBONKAV OE CUYKEVTPWTIKG GUVOAO SEBOHEVWY 3 TUXALOTIOINHEVWY HEAETOV (N = 872).

Ibrance ouv AeTpoZoAn | GouABeoTpavTn 3KEAN OUYKPITIKOU mapayovrta*
Epyaotnplakég Kaee BaBuou 3 BaBuou 4 Kaoe BaBuou 3 BaBuou 4
TaB0AOYIKEG TINEG BaBpoul % % % BaBuou % % %
WBC pelwpéva 97,4 41,8 1,0 26,2 0,2 0,2
OudeTepOPIAA PEIWUEVA 95,6 57,5 11,7 17,0 0,9 0,6
Avatpia 80,1 5,6 AN 421 2,3 AN
ALLOTEETANA PELWHEVA 65,2 1,8 0,5 13,2 0,2 0,0
AST augnuévn 55,5 3,9 0,0 43,3 2,1 0,0
ALT au&nuévn 46,1 2,5 0,1 33,2 0,4 0,0

WBC pewpéva 97,4 41,8 1,0 26,2 0,2 0,2 Oudetepddiha pewwpéva 95,6 57,5 11,7 17,00,9 0,6 Avawuia 80,1 5,6 A/142,1 2,3 A/l AioretdAa pewwpéva 65,2 1,8 0,5 13,20,2 0,0
AST augnuévn 55,5 3,90,043,32,1 0,0 ALT augnuévn 46,12,50,1 33,20,4 0,0 WBC=Aeukd aipoodaipia, AST=aomapTikn apvotpavopepdon, ALT=auvotpavopepdon mg
ahavivng, N=ap1Bpog acbevav, All=dev 1oxUeL. Inpeiwon: Ta aroTEAETUATA TWV EPYACTNPIAK®Y eEETACEWY BaBpoAoyolvTat avaloya pe Tov Babud BaplTag mg €k-
500G 4.0 Twv NCI CTCAE. * AeTpolOAN 1) poUuABECTPAVTN.

Neptypadr) eAEYUEVWV QVETIOUUNTWV EVEQYELDY. ZUVOAIKA, OUBETEPOTEEV(a OToLOUBNTIOTE BaBUoU avadEpbnke oe 716 (82,1%) acBeveig mou €éAaBav IBRANCE ave-
EapTTWG ouvduaopoU, pe oudeTeponevia BabBpol 3 va exet avadepBei oe 500 (57,3%) aoBeveig kat oudetepornevia BabBpou 4 va éxel avapepBei oe 97 (11,1%) aobe-
veig. O 81apecog xpovog uéxpl TO TPWTO EMELOOBIO ouéa'raponzviaq oroloudnrote Badpol ntav 15 nuépeg (12-700 nuépeg) Kat n didpeon didpkela oudeTepomeviag
BaBpoU =3 01§ 3 TUXALOTIOMMEVEG KAVIKEG HEAETEG FTAV 7 NUEPES. EpmUpe oudeteporevia avapEpBnke oto 0,9% Twv acBevav rou EhaBav IBRANCE og ouvduaopd
He pOUABETTPAVTN Kal 0TO 1,7% Twv acbevmv rou EhaBav palbociclib oe quéuacuo He AeTpoldAN. Epriipetn oudeteporevia avapépBnke o€ Mepinou 2% Twv aoHevmv
Tou ekTEBNKav oto IBRANCE kata m éluszm TOU OUVOAIKOU KAVIKOU MPOYPAUNATOG. JMMWM H uvmpopa Tubavo-
AOYOUHEV®WY QVETIBUUNTWV EVEPYEIDV META arO Tn XOpiynaon Adelag KukAopopiag Tou GpapuakeuTikoU TPoiovTog eivat onpavTiky. Emtpénet T ouvexi| napakoAoU-
Bnon Tng oxéong opEAOUG-KIVEUVOU TOU GapHAKEUTIKOU TPOidVTOG. ZnTeiTal and Toug enayyeApatieq uyeiag va avadpépouv omoleodNToTe mBavoAOyoUNEVES
averuBupnTeg evépyeleg péow: EAAGSa: EBvikog Opyaviopog dapudkwv, Meooyeinv 284, GR-15562 Xohapyog, ABrva, TnA: + 30 21 32040380/337, ®ag: + 30 21
06549585, lotoTorog: http:/www.eof.gr. Kimpog: dappakeuTikég Ympeoieg, Yroupyeio Yyeiag, CY-1475 Aeukwaia, TnA: +357 22608607, ®a;: + 357 22608669, IoToTOMOG:!
www.moh.gov.cy/phs. KATOXOZ THZ AAEIAZ KYKAO®OPIAZX: Pfizer Europe MA EEIG, Boulevard de la Plaine 17, 1050 Bruxelles, BéAyto. TOMIKOZ ANTINPOZQMOZ ZTHN
EAAAAA: Pfizer ENAAG A.E., A. Meooyeiwv 243, 154 51 N. Wuxikd, ABrva, TnA.: +30 210 6785800. TOMIKOZ ANTIMPOZQMOZ THN KYIMPO: Pfizer EAAGG A.E. (Cyprus
Branch), Aew¢popog ABahacoag 26, Kthplo Stedavi), 2° ‘Opodog, 2018 Acukwoia, Kurpog, TnA.: +357 22 817690. APIOMOZ(Ol) AAEIAZ KYKAO®OPIAZ:
EU/1/16/1147/001, 003, 005. HMEPOMHNIA ANAGEQPHZHZ TOY KEIMENOY: 07/2021. 75 MG BT X 21 CAPS, 100 MG BT X 21 CAPS, 125 MG BT X 21 CAPS: AIANIKH
KAl NOZOKOMEIAKH TIMH - EAAAAA: A.T.: 3.023,49 €, N.T.: 2.508,14 €. AJANIKH TIMH — KYMPOZ: A.T.: 3.175,36 €. TPOMOZ AIAGEZHZ: Meploptopévn atpikn
ouvTayr ano edKo laTPO Kat MapakoAoUBnon Katd t SidpKela TG aywyng.

FIA MAHPEIZ ZYNTATOIPA®IKEZ MAHPO®OPIEZ MAPAKAAEIZOE NA AMEYOYNGEITE ZTON TOMIKO ANTINPOZQMO.
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14:00 - 15:00 AloAEEELG

Mpoedpeio: N. Nanakwotag, ©. KoupéAng

E€eAi&elc otV avTiueTwron tou MSI-high petaotatikov
KoAoopBOLKoU kapkivou X. Navémnoulog

Neotepa SeSopéva yLla TNV AVTLLETWTTLON TWV COPKWHATWY  |. MmoukoBivag

15:00 - 17:00 Kapkivog Maotou

MNpoebdpeio: A. Maupoudng, A. Koutpag, X. XplotoSoUAou

Mpoeyxelpntikr Oeparmeia: 2& moloug aoBeVELG KoL

BOEPATIEVTIKEG ETUAOYEG E. ZaAouoTtpog
Opuovoevaiocdntog HER-2 apvNnTIKOG HETAOTAOTLKOG

Kapkivog paotol: O pdhog twv CDK 4/6 avaotoléwy K. MAowapxomoUAou
Neotepa §eSoUEva TNV AVTLUETWITLON TG

avtiotaong otn HER-2 BeTikA vOOO TOU pactol B. Mntappurnoivng
E€eAifelg otov Tputha Apvntiko Kapkivo Maotou A. XpLotomoUAou

Sponsored by MSD

nnnnnnnnnnnnn

17:00-17:30 AlGAELppQ

17:30 - 18:00 AwdAeén

Mpoebdpeio: E. TynoBeadou

MEeTaoTaTIKOG KapKivog KEPAARG KaL TpaxAou:
Neotepa dedopéva A. Wuppn

18:00-19:30 Kapkivog vedpwv kat oupoBnAiou

Mpoebdpeio: N. Mpipag, Z. AUNVTOUAdy

Kpltiplo BepameuTikwy emdoywy yla tnv 11 kat 2" ypapun
Bepamneiog Tou YLETAOTATIKOU KapKivou Tou vedpou A. ZTPLUITAKOG
Sponsored by %'!,?'—.:'FN

MEeTaoTaTIKOG 0UPOBNALAKOC KAPKIVOG: ZUYXpOVN BEPATTEVTIKN
OVTLUETWTILON n. rpipog

YXoAaouog: X. Avépeadng, N. Zeviéng

I s — 1




ETKEKPIMENO MAEON KAI T'lA TON METAXZTATIKO OPMONOEYAIZOHTO KAPKINO TOY MPOXTATH (mHSPC)

‘Otav ot acBeveic cag mapouacialouv IPoXwWPENHEVO KAPKIVO TOU IPOCTATH Eival Kapag yia dpdaon.
To XTANDI™ gival pia amnod Tou 0TOUATOG XopnyoUpevn Bepareia e armodedelyéVN AmOTEAECHATIKOTNTA OTNV TIOWTN
yoeaupr Tou mHSPC, Tou uPnAoU kivduvou NMCRPC Kal TOU ACUITTWIATIKOU / ATl OUITTwpaTikow mCRPC.

®APMAKEYTIKO MPOION A TO OMOIO ANAITEITAI IATPIKH ZYNTATH

H auvtopn NXM tou mpoidvtog Snpoaievetal otn oehida 181ou TIAPOVTOG EVTUTIOU.

la mepartépw mAnpogopies cupBouleuteite v MXM mou Siatibetat and v Astellas Pharmaceuticals AEBE, katomv armoewe,
Nogokopetakr T (Koui x 112 emkahuppéva pe hemtd upiévio Siokia - 40 mg /TAB): €2.261,67

Ouméov ouyvég 0 evépyeteq eival e§aoBévion/komwon, edyerg, uméptaon, KatdypaTa, Kal TTaon'.
mHSPC: petaotatikdc opplovoguaioBntog kapkivog Tou mpootdtn, nmCRPC: jn) petaoTatikdg, avBeKTIKAC 0TOV EUVOUXIOpO, KApKivog ToU TpooTATr,
mCRPC:peTaotatikdg, avBekTikag Tov EUVOUXIOHO KapKiVog Tou POOTATH

1. Nepidnyn Xapakmpiotikav Mpoioviog XTANDI™, 2.Sternberg CN et al. N Engl ) Med 2020; 382: 2197206, 3.Beer TM et al. Eur Ural 2017; 71: 151-54
4.Armstrong AJ et al. ] Clin Oncol 2019; 37(32): 2974-86, 5.Hussain M et al. N Engl J Med 2018; 378(26): 2465-74

BonBrioTe va yivouv Ta pdpuaka nio ac@ain kai

P
OAEX TIG aveniBupnTeq zvg)pvas( FO OAATa txdppoko
TupnAnpwvovtag Ty «KITPINH KAPTA»

7astellas

Astellas Pharmaceuticals A. E. B. E.
Aynaothdou 6-8, 151 23 Mapouat, Abriva
Tn\. 210 8189 900, Fax: 216 8008 998
www.astellas.com/gr

"
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19:30-21:00 Néa Ddappaka otnv OykoAoyia - Auvatotnteg Ko MPoomTLKEG

Mpoebdpeio: I. ZiBoAamnévko, N. TOOUKAAAGG

CDK4/6 avactoleic-Nedtepa Sedopéva A. NikoAakOTouAog
KRAS avaotoleic - Neotepeg e€elilelg N. TooukaAdg
NTRK avooTtoAeic kot BepameuTikr) AVILUETWITILON

00Bsvwv e kokonBeleg I. ZapkaBEAng
BRAF avaotoAeic-TL vedtepo; N. KanodiotpLag

PI3K avaotoAeic-Neotepa Sedopéva I. Owovopomoulog




MEPIAHWH TQN XAPAKTHPIZTIKQN TOY MPOIONTOX

1.ONOMAZIATOY OAPMAKEYTIKOY MPOIONTOE
Xtandi-40mg emKa)\uuuevu u& )\emo upcvm &um
\

Xtandi- 8

2.MOIOTIKHKAI HOZOTIKH IYNOEZH

Xtandi-40 mg emauypéva e Ao upévio diokia

Kdbe V0 e Ao upié iomepiéye1 40 mg enzalutamidk

Xtandi- 80 mg emkohupipéva e Nermtd uuavm &am

Kabe V0 HE NETTTo Uévio O iéye 80 mg er

3. OAPMAKOTEXNIKH MOPOH

EmKaAUpHEvO e Nerrto upévio Siokio.

Xtandi - 40 mg emkahuppéva g Aemm upévio Siokia

Kitpiva otpoyyuhd - emkahuppévar pe Nemto upiévio Siokia, yapaypévat e To E40.

Xtandi - 80 mg emkalupyéva e Nemto upévio Siakia

Kitpiva ofdA - emaupipéva pe Nemto upiévio Slokia, xapaypéva e 1o E80.

4, KNINIKEZ NAHPOOOPIEZ

4.1 @epameuTiké evdeifeic

To Xtandi evSeikvutatyio:

T Bepaneia Tou HeTaoTaTikoy, oppovoguaioBTou Kapkivou Tou MpooTaT
(mHSPC) oe auvbuaopo pie Bepaneia atépnang avbpoydvwv (ADT) ot evifhikeg
avdpe,

T Bepaneia Tou pn petaoTamikol uPpnhol KivSivou avBeKTIKoU aTov Euvouy-
G6 kapkivou Tou mpoatdm (CRPC) oe eviihikeg Avdpeg.

T Bepaneiaou petaotarikol CRPC oe evihikeg Gvopeg ot omoiol eival aoupTw-
Ko } FTiCl OUITTWATIKOL €MerTal amd amoTuyia G Bepameiag atépnong av-
Spoydvewy kat aToug omoiou N yneloBepaneia dev evdeikvutal akopa KNVIKG.

T Bepaneia tou petaotarikol CRPC e evijhikeg AvSpeg Twv omoiwy  vooogéxel
£€ehyBei katd T didipreta  petd am6 Bepameia e viooetagéhn.

43 Avrevdei€ei

YnepeuaioBnoia om SpacTiki} ousia 1 o€ kamoio a6 Ta ékdoxa. Muvaikeg mou

€vaur pmopeiva pewouv £yKueC

1 pn eheyyGpievn uméptaon). Auto mpémet vt AapBdverat umoyn av to Xtandi ou-
vruyoyputpehal e autolq Toug aoBeveic, H Bepameia avégomlkou unommgob
‘unopei va napareivel to Sidomya Q. Ze aoBeveic He 0TopIKO 1 Unapén apay6-

VTwv KivGvou yia mapdraon tou dlootrjpatog QT kat oe aoﬁsvslcnou )\auBavow

Y Xtandi
~ enzalutamide

Bavopéviwy Twv aKGNOUBWV TPOTIUWHEVLV GpWV ToU OETOU-
Mdyiotov o aoBeveic o wxmonoxnpévsc ENEYYOHIEVEC e EKOVIKO (PHaKO
uakmg (aong 3: omBAyxn, oTegaviaia vOoo, ELpaypa Tou puoKapdiov, o0
spwpwua Tou puokapdiou, o0 OTE(pavl(llo oUvdpoLo, ao‘laenc ambayxn,

Tautdypova tpuppuxmlm npmovm TIoU evgxeTalvat
QT, o1 Bepdmovres yiatpoi mpénet vt agjohoyolv 10 |co(uylo opéhouc KIV5UVOU
oupmeptapBavopévng TG mBavotrTag yia eqgavion Kothakig Tayukapdiag
Siknv pmdiou (Torsade de pointes) mpiv v évapén tou Xtandi.
Xprion pe ynueloBepaneia: H aopaNeia kal 1) GMoTeNeopamkaTT T Trg TauToxpo-
g, xpnun( Tou Xtandi pe kuttapotogik xnuzloezpunaa Sevé bl TekpnpwOeL H
ouyyopiynon mg enzalutamide Sev éxet koo KAIKG onpiavTiki auépuon om
wupuukomvnnm mwe wﬁow)\zﬂluc wooauée)\nc Qmoao, dev pmopei vt ano-
10Tl anom v
vn&gacelg unsgeumuenmag Avnépqmc unspeuulcenmuc £K6r|>\wvovrm pz
oupmwpata miou mepapBavouy, ala Sev mepiopiCovtat oidnya mpooumou,
YAwoaag, yeloug 1y pdpuyya, 1y e§avinuia éyouv mapatmpnBei e enzalutamide
(BNéme mapaypago 48).
‘Exouv avagepBei doBapéc Seppicrtikég avemBupnTeg avtidpacelc (SCARS) e v
enzalutamide. K T auvtayoypagnan, ot aoBevei B mpémet va evnpepavo-
VIOl Y10l T0l OTelct Kot Tal OUITT@prTa Kot val TiapakohouBouval otevd yia Sep-
erTikéG avTibpacelG,
4.8 AvemBopnTeq evépyeteg
Mepi\nn Tou mpogih aopdheiac: Ot méov GuyvEG avemBUpNTES evépyeleg elvat
s{uo@évton/xo’nwun, €€delc, umépraon, Kataypata, kot rwan. AMeG onpa-
VTIKEG avemBUpTeS vépyete mepthapiBdvouy vonTikij Siatapayry kat oudete-
ponewa Em)\nmm Kpion napoumamnkz 010 05% w aceevwv Tiou éhafav
Je, 0700,1% Twv 0B odou 01003%
Twv doBeviv mou EhaBav Bikahoutapidn. E)(ouv QvaepBel oMGVieG MEPITTOEIC
Tou auvdpdpou omioBiag avaoTpéYing eykepaomdBeiag oe aoBeveic mou é\a-
Bav enzalutamide (BAéme mapdypago44).
Kadhoyoc avemBUupnTwv evepyetiv oe popor mivaka

44EBIKEGTP Ka Kad T prion
Kivduvog mMnmewv Kplusw H xpnorl me ide éxet i pe

emAnTTTIKES Kpioei¢ (BA. mapdypao 48). H amogaon yia T ouvéyion g Bepa-

o] £VEpYele Tou TapamnpriBrkav Katd T SiapKela KAWIKWVY Hehe-
Tov mapaiBevtal apakdTw avd Katnyopia ouxvaTTag eupéviong, Ot kamyopi-

Tieia oe aoBeveic mou epgaviouy emhniiké kpioeig mpémel va Aoy ava € ouyvoTI T Elgpaviang opifovrat we akohoiBuwc: oN) ouvg (> 1/10), ouyvég
TiepimTwon. (21/100 € < 1/10), 61 ouveg (2 1/1.000 ug < 1/100), omavieg (> 1/10.000 éwg
Tovbpopo _omiofiag_avaoTpéyy \ondBelac_(Posterior Reversible ~ < 1/1.000), mohy omdvieg (< 1/10.000), pn yvewotéc (Sev pmopody vat extinBouv pe

Encephalopathy Syndrome-PRES): Eyouv avagepBe omdvieq avagopéc Tou ouv-
Spopou omioBiag avaotpéyiing eykeparondBeia (PRES) oe aoBeveic mou Aap-
Bavouv Xtandi (BAéne mapdypago 48). To PRES efvar pia omdvia,

PEQIN,

Bdon Ta SiaBéatpa Sedopiéva). Evidg kabe Kamyopiag ouyveTTac eupaviang, ot
QVEMBULINTES EVEQYELES nupu'rieanal Kad gBivouca UEIpd UoBap(')mmc
Mivakag 1: MNTEG EVEPYEIEC o uvavvawmmv 3

vsupo)\oylxr'] Slarapayr, nnono(a Jmopei va agén)\wesi 13 guvéaiu 12

KAIVIKEG SoKIpég Kat petd T Kukhogopia Tou papy

QUUTTTYTE, C DUEVIDV OTIAOYY, avyyuonG, TUghw- e
ong Kt M@V OTTIKAV Kt vsupo)\oynfwv 5IGTOPU)(WV pen xu:px( oxen(opevq oﬁmp‘l’a su m‘; peto | AvemBopnTeevépyeiec ke ugvoTTa
unspmm H élavvwon 0 PRES Bepaiwon p e€etaoei MeJls%A
Kl Tk 0}0yplp g IR0, 20- Alotapayéq Tou
vtomul 5IGKOTH1 o Xtandl us uuesvslc TIoU uvan'ruauouv PRES. apomoITIKoY Kol Tou Oy 0uxvég: heukonevia, oudereporevia
5 U Mn yvworec: BpopBorevia
Deurepoyeveic Kiptec KaroriBeiec Exouv avaepBel neploTamka Seutepoyeiav  heugikol GuoTipaog N
prav kaonBeiv oeaoBevenou hafovenzalutamide CeKAWKECENETEG B2 - [y oo M ywotéc ibnapooiimo, oidua
‘f)‘W'K“ pekérec aong 3tamo ouva avqguspousvu C,’U“?‘W Usrauezvslc !100 QVOCOTIOINTIKOU OUOTIHATOG  YAwoaag, 0idnua yeioug, o(énpﬁ Qapuyya
£\aBav enzalutamide kat HeyahUTepQ a6 T0 EKOVIKG PAPHAKO, TV KAPKIVOG T
oupoébxou Komg (0,3%), adevokapkivwpia mayéog z\népou (0,2%), KupKivmpu Yuyiatpikéq SiaTapayéc UXVEGAYXOC .
and petaBarikd emBrilio (0,2%) kat petaBarmiké kapkivwpa oupoéoxou Kuom( ‘Ox1ouyveg; omikr} YeudaioBnon
(01%. Ot caoBevelc 6 pée vt ougiBoubedovta ceoa To Yapd Toug edv ma- Zuyvéc: kepohalyia, Empeacévn purun,
paTPro0UY oNUAGIa YaOTPEVTEPIKI} HOKPOOKOTIK upia apvnoia, uoyevoia, diatapayr oy
Ma ouprmapata omwg Suooupia r EmakTIky uvdvm oUpnong katd ) &idp- Aatapayéc tou veupikou "pwoxnég%ﬁﬁﬂoé?m&m;ﬁmm ¢
kela G Bepaneiag e enzalutamide. OUOTNHATOG Kpmév W
Tautéypown ypr 0 Le Aa Qaguaxsled mipoidvta: H enzalutamide efvan évag Mn yvwotéc : abvSpopio omioBiag
\U)(Upé( enaywyeag evVpwV Kol propei va odnyroe! o€ amwheia g amoTehe- QVaoTPEYILING eykepahondBelag
Opu'l'lKOTq'EClc no)\)\mv EUpeiaC Yprioeuq cpapuaxzumfw ipoidvIN. Suvemiq SURVEG 1OXaIHIKT} KopBIaKA voooc
npOlovru)v npam va  Kopdiakéc Slatapayég Mn yvwotéc*: napdraon Tou Siaotrijiatog QT
6|E£ayem| Kmu mv zvap{n mc espunaac pz enzalutamide.H Tautogpovn xpnun (Bh.mapaypdpouc 44 ka43)
pe@ TipoiovTalmou eiva uaioBta umooTpwyaTa Ayyeiaxég MoNo éc: e§Qel, unépraon
no)\}\uxv petapohkev zvluuuw 1} PETOQOPEIC TPEMEl YEVIKA Va amopevyeTal v A .
Gspunswm Toug Spdon lvat pevu)m( onlaoiag yia Tov aoBevi), kat v ot mpo- vé%ﬁéﬁb Mn yvworéc: vautia, éyietog, Siappoia
oapuayec G doang Sev unopow £lkoha va mpaypiatomoinBoly fdoel mg mo-
1one e 1) TV OUyKeVTp@OEwy oto mdopo. H — Alatapayéctou Séppatog  SuRvec: énpodeppia, kviopoe
ouvxopnyncn e Bappapivn kat avrimnKTika opoiG{ovia pe Koupapwn Tipénelva  KAITou unodépiov (o1l Mn yvworec': e&avenua
YetaL Eéw o Xtandi auyyopnyetrat pe évat avimicnkd 1iou petaBoCeral  prrapayéctou oAU quvéc katdypata®
an6 10 CYP2CO (6mucn Bepgapim QOEVOKOUpONY), TpérteLva 6l€50X95l e puookeleniob avon‘]pmoc MnWwatec: puakyia, puikol amacpol,
Tipdafem Mo Bon g Atebvouc Op évng Zxéong (I KU ToU 0uvd puikr) uic, 00ualyi
Normalised Ratio-INR). NaropayégTou
Negpikr) duohermoupyia: Amareital mpodoyr) o€ aoBeveic pe coBapry vegpikr (PaYWYIKOU ZURVEGY !
Suaerroupyia kabx; n enzalutamide Sev éxet peNemBel oe autd Tov MnBUOHG  OUOTIAHATOG KAITOL HaoTOU
aoBeviv. Tevikéc Slatapayéc kat
ToBapr nramkr) duokemoupyia: Mia adnon Tou ypdvou nuicelag {wig ™g 10TG0ELG TG 0800 Mo\ ouyvéc: e§avihnan, Komwon
enzalutamide éxel mapanpnBei oe aoBevei pe ooBapr nramikr Suokemoup-  XoPAYAONG
Yio, mBavd ouoyer(opevn He Ty aunuen katavopr atoug iotoc, H kAviKY  Kakaoeig, Snhnmptdoeic
onyaoia auTc TG MapaTrionang mapapével ayvworn, oT0o, avapévetal éva Kol emmhoké Bepaneutikiy  Mohd ouyveg Tian
TIAPOTETAEVO XPOVIKO SIATTNHA Y10 VOl GTATOLV Ol GUYKEVTDW) \oTaBepo- _ XEIDIOHAV

TIoMNévI) KATAGTaoN Katl 0 Ypovog Héxpt v emreuyBei 1) péyiotn pappakohoyiki
6pacn KB Kat o povol yia v évapgn Kat peiwon TG ev{upIkic emaywyic
unopa emiongva auénBodv.

Mpéo oam g@lam\aKn V000G ch pf)\EIEC @aong3 (mot()\slcmmv aoBeveic
TOUG TeNeuTatious 6 priveq) foota-
6r| ome(mm Karu rouc m)\smmouc 3 prveg), Kapélam QUENGPKEL KaTnyopiag
Il IV katd New York Heart Association (NYHA) extoc av o khdopa e€oBnong
apiotepri koiag (Left Ventricular Ejection Fraction-LVEF) > 45%, Bpadukapdia

pempd

Aueoppmsc CVOQOPEC AT TV ELEIDia HETA T KUKAOQOpIaToU GapydKou
¥ Omwg alohoyriBnke amd owmuata MedDRA (SMQs) twv
oy oupmePINHBAVOHEVWY TwV GTIACHY, TIACHGV YEVIKEUPEVNG €T
Miag, ouvBeTwv 0TIV EMANTTKGV prswv, EOTIOKQV Em)\qmmwv Kpme

1oyatpio Tou puokapdi paviai upmpla:;

k4 I'Iepl)\apﬁava o)\ouc Toug nponpwuzvouq opou< e ™ Aén «kamaypon ota
00TA.

Teptypar emheypéva avemBUuNTwy evepyelv: Emnmikr] kpion: ZTig ekeyyd-
peveg Khiké pehéteg, 22 (0,5%) amo Toug 41 68 aoezvslc ou UnoB)\nenKuv (3
esp(rnsla penuepriota 66am 160 mg enzal

v Tpei aoBeveic (0, 1%) IOV e}\a&xv EIKOVIKO tpupuako KaLévag uaesvnc (03%)
Tiou é\afe Bikahoutapin e ke kpion. H 500n gaivetaiva amo-
Tehel ONpaVTIKO TIPOYVWOTIKO Tiapdyovta Tou K\véuvou upaviong eminmiig
Kpiong, omwg avtikatompiCetat amd T mpokAvika SeSopiéva kat ano Ta Sedo-
péva amo piar pehétn Khipdkwong g 86ong. ZTic eNeyyOpeves KAVIKES peNETeq,
eaupéBnkav ol aoBeveic pie mponyoUpevn emAnTTIKN Kpion 1} e mapayovteg
KIVEUVOU Yia TV ppavion emAikiiG kpiong. Ze i Sokipr povol akéhoug
9785-CL-0403 (UPWARD) yiat Tv alohdynan g emtmwon Twv emANTIKGV
Kpioewv e aoBeveic pie mpodiaBeatkou mapdyovteg yia exSihwon emhnm-
KV Kpioewv (amé Toug omoioug 1,6% eixav 10TOPIKO EMATTIKAV Kpioewv), 8
a6 366 (22%) aoBeveic mou éhaBav Bepareia e enzalutamide eupavioav ia
emhnmmiki] Kpion. H Sicipeon idpkeia T Bepaneiag rfitav 93 prveg, Aev eivat
YVWOTOG 0 HYaVIOHOG péaw Tou omoiou ) enzalutamide pmopei va peiwoe Tov
0U6 TV EMANTTIKWY Kpiogwy, a\d Ba pmopoloe va oxeTioTe e Ta Sedopiévat
and in vitro peNéreg mou Seiyvouv o enzalutamide ka o evepydc petaBohimg
¢ mpoadévovTat kat propei va avaaTei\ouy T SpacTikdTTa Twy Siaihay Twy
10vTwV Yhwpiou Tou GABA.

loyaki) kapdiakr) vooog: T Tuyaionoinuéves KAVIKEG HeENETeG eNeyyopieveg
€ EIKOVIKO QAPHAKO, 1) [OYaIIKI} Kapdiakr vOo0g ejpavioTne oTo 3,7% Twv
aoBeviov mou éhaav: enzalutamide kat ADT ouykprTikd: pie 1,5% Twv aoBevav
Tiou éhafav ekoviko pdppako kat ADT. Aekamévre (0,4%) aoBeveic mou éNapav
enzalutamide ka 2 (0,1%) aoBevei mou ENaBav EKOVIK pApHAKO eupavioav
OUpBAV layaIKrC KapdlaKric vooou mou odriynoe o€ Bavarto.

Avagopa mBavohoyoUuevw avemBuunTwy evepyeiwv: H avagopd mbavoo-
YoUpevwv avemBUpnTwy evepyelv LETd amd T Xopriynan dbeiag kukhogopiag
ou q;apuaxeunkoo TIpaidvTog eival onpaviki. Emmpénel m owexri TIOPAKO-
oBnon mg oxéong oqae)\ouc -Kvd0voU Tou q)appakzmkou Tipoi6vTog. Znteftal
Q6 TOUG EMa YENOITIEG UYEiG Vol avapépe mBavohoyoUpeveg
QVEIBUNTEG EVEPYEIES piéow:

ENAada: EBvikac Opyaviapog Dappdkuwy, Meaoyeiwv 284, GR-15562 Xohapydg,
ABfva. T\: + 30 21 32040380/337, Da; + 30 21 06549585, lotétomog; htp//
wwweofgr

Kimpoc; Qappakeutikeg Ympeoeq, Yroupyeio Yyeiog CY-1475 Aeukwoia. Tnk:
+357 22608607, Oa; + 357 22608669, lotdtonog; www:mohgov.cy/phs
7.KATOXOZ THE AAEIAZ KYKNO®OPIAZ

Astellas Pharma Europe BV, Sylviusweg 62, 2333 BE Leiden, OMavdia

8. APIOMOZ(OI) AAEIAZ KYKAODOPIAZ

EU/1/13/846/002 (40 mg emauppeéva pe Aero upévio dlokia)
EU/1/13/846/003 (80 mg emiauppéva pe Aero upévio dlokia)

9. HMEPOMHNIA MPQTHE ETKPIZHE/ANANEQZHE THE AAEIAZ
Huepopnviampamg éykpiang: 21 lowviou 2013

Huepopnvia teheutaiag avavéwonc: 8 GeBpouapiov 2018

10. HMEPOMHNIA ANAGEQPHEHE TOY KEIMENOY: 30 AmpiNiou 2021

P00 6 Tpoiov efvat Slaéaiileq
oTov SKTUGKO TETO Tou Eupwnaikol Opyaviapiol Gappckwy: httpy/www.ema.
europaeu.

OAPMAKEYTIKO MPOION FIATO OMOIO AAITEITAI IATPIKH ZYNTATH

A i EC Y101 TO TIOPOV (OIpL

ENdda*
Mepiektomra  Méyebog i ! elakr T
40mg/TAB Kouti X 112 emkahupyéva €2.26167
ue Aemt upévio Slokia
Kimpoc*
Nepiekmiomra MéyeBog ouokeuaaiag Navik Ty pe OMA
40mg/TAB KoutiX 112 emkahuppéva €3009.25
peemtd upiévio diokia

*Kukhogopouv pévo T 40 mg emKkahupipéva He NemTo upévio diokia
Bon@rioTe va VIVOUV Ta pdppaka nio ao@akri kai

OAEX 1 aveni@ipnTeg sv?pvazc\‘,u OAATa q&ﬂppum
TupnAnpavovtag tnv «KITPINH KAPT,

7astellas

Astellas Pharmaceuticals A. E. B. E.

wv Kat status epilepticus. Autd mepihapBdvel omavieq
Kpioewv e Emmhokég tou 0dnyouv oe Bavarto.

0w agiohoyiibne and unonoingéva epwtrpata MedDRA (SMQs) «Ey-
(paypa Tou puokapdiou» kat AN 1ok Kapdlakr) ooy, oupmepia-

8,151 23 Mapouoat, ABriva.Tr. 2108189 900, Fax: 2168008 998

wwwastellas.com/gr
Tomkag Avtimpoownog/Alavopiéag mpaidviw Astellas oy Kimpo:
Novagem Ltd, Th):00357 22483858

AN
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MAPAAAHAO NOZHAEYTIKO MPOTPAMMA
Zappato 11 OktwPpiov

09:00-09:30 Xatpetiopoli

09:30-10:00 AwGAeén

MNpoedpeio: E. Kupiton, I. Mixou

NoonAeutikn afloAoynon acBevoug und clyxpovn
XnNUelo-akTvoBeparmeia A. Nanayswpyiou

10:00-11:00 ZTPOYYUAO TpamEq

NoonAgutikr) afloAGynon Twv CUUTTTWHATWY.
To MPWTOo BrApA yLla TNV avakoUdLon TwWV OYKOAOYLKWY AloOEVWV.

Mpoedpeio: A. AnpomouAou, X. Mapvépag

EKTIUNON CWHATIKWV Kot PUXOAOYLKWY CUUTTTWHUATWY CE
YUVQUKEG PE KapKivo paotol ou umtoBallovtal o€
aktwoBeparmneia M. Aapéavitn

OykoAoyikr) KAk MAFNH: H pétpnon Tou movou 6Toug
voonAeuopevoug aoBeveig N. MoAitng

EkTipnon tng Suomnvolag o aoBevelg Tou dev EMIKOWVWVOUV
pe tnv KAlpoka R-DOS. Metddpaon Kot TIOATLOULKNA
T(POCOPLOYH Z. Avudavtakn

EkTipnon Aepudoldnpatog PeETA amd PaCTEKTOMUN E. OpouBaia

11:00-11:15 AlGAELppQ




CABOMETYX"
+ NIVOLUMAB

Take control with
the TKI+CPIl combination of choice

NEW INDICATION NEW APPROVAL

ABOMETYX®, in combination with Nivolumab,
icated for the first-line treatment of advanced I
~ cell carcinoma.ingadults’

N

> IPSEN

Innovation for patient care

Bon@rjote va yivouv ta dpéppaka o acdodr kot IPSEN MON. ENE A

L ATIOY AHMHTPIOY 63, 174 56 AAIMOS, AOHNA \CABOMETYX"
" o gapucs THA.: 210 9843324, 210 9858930, FAX: 210 9887911 (cabozantinib) tablets
ZuprAnpuvovrag my «KITPINH KAPTA» =il ipsenepe@ipsen.com + N | V O L U M A B

http://www.ipsen.gr

2UVTaYOYPAPIKEG TTANPOPOPIEG TOU TTPOIGVTOG OTNV OEAida 22
1.Cabometyx MepiAnwn XapaktnpioTikwy MNpoiovtog

NOW EMA APPROVED

y <
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11:15-12:30 ZTPOoyyUuAO Tpamel
20yxpoveg nPoKArosLg otnv OykoAoyik NoonAgutiki
Mpoedpeio: N. Mpamna, M. Kapya

AladIkTuoKEG Yinpeaoieg Yyelog oToug ppovITLoTES

Oykoloykwv AcBevwv. N. ZkavdaAdakn
EKT{UNON TWV CUMMTWHATWY TNG VOooU o€ aoBeveic pe

KakornBela umo Beparmeia E. Todtn
EpBoAlacog katd tng Covid-19 oe aoBeveic pe kakonBela X. Audakn

KaBuoteproelg oTov MPOCUUMTWHATIKO EAeyXO, T Sldyvwaon
Ko T Bepameia Tou kapkivou efattiag tng mavénuiagc:

MEeANOVTIKEG T(POKANOELG E. Makpdkn

O pOAOG TOU VOONAEUTH OTNV UTOOTAPLEN TWV ATUTIWV
dpovtioTwyv AK. AcAavién




MEPINAHWH TQN XAPAKTHPIZTIKQN TOY NMPOIONTOZ
To gappako auto Teei UTIO CuPTTANPWUATIKA TTapakoAoUBnan. Autd Ba eTITOEWE! TO YPIYOPO TIPOCBIOPIOUS VEWV TTANPOQOPIY
ao@AAeIng. ZnTeiTal AT TOUG snayya)\pamg uyeiag va ava(pepouv OTT0IE0OATIOTE TTIOAVOAOYOUUEVEG QVETTIOUUNTEG EVEPYEIEG. BA.
TTapdypago 4.8 yia Tov TpOTTo avacpopag avemBuunTwy evepyeiv. 1. ONOMAZIA TOY ®APMAKEYTIKOY MPOIONTOZ. CABOMETYX
20 mg emkoAuppéva pe Aetrté upévio diokia. CABOMETYX 40 mg emkaAuppéva pe AeTrto upévio diokia. CABOMETYX 60 mg
€TMKOAUPPEVa he AeTTTo upévio diokia. 2. MOIOTIKH KAI MOZOTIKH ZYNGOEZH. CABOMETYX 20 mg emKOAURPEVA PE AETITO UPEVIO
dlokia. Kd&Be etmikaAuppévo pe AeTrTo upévio diokio Trepiéxel kaBodavTiviBn (S)-unAikr 100dUvaun pe 20 mg kaBolavTiviBng. Ekdoxa pe
yvwarr) dpdon. KaBe etmikaAuppévo pe AeTrté upévio diokio Trepiéxel 15,54 mg Aaktédng. CABOMETYX 40 mg emkaAupuéva Pe AT
upévio diokia. KaBe etmkaAuppévo pe Aetd upévio diokio Trepiéxel kaBolavTiviBn (S)-unAiki 10o0duvaun pe 40 mg kaBolavTiviBng.
Exdoxa ye yvwaorn dpdan. Kabe etikaAuppévo pe Aetrto upévio diokio Trepiéxel 31,07 mg Aaktodng. CABOMETYX 60 mg eTTikaAuppéva
pe AeTrT6 upévio diokia KaBe emTiKaAuppévo pe AeTTTO upévio diokio TrepiExel kaBolavTiviBn (S)-unAikr 1I0080vapn pe 60 mg kaBolavTiviBng.
Exdoyxa pe yvwaorr) 6pdon. K&Be emmkaAuppévo pe AeTrtd upévio diokio Trepiéxel 46,61 mg Aaktodng. MNa Tov TTARPN KatdAoyo Twv
ekdoxwv, BA. Tapdypago 6.1. 3. ®PAPMAKOTEXNIKH MOP®H. EmkoAuppévo pe Aemité upévio diokio. CABOMETYX 20 mg
emkaAuppéva pe Aetrté upévio diokia. Ta diokia gival KiTpiva oTPoyYUAG Xwpig eyxdpagn kai @épouv Tnv €vOeign «XL» oTn pia TTAeupd
Kai TNV évdeign «20» otnv GAAn TTAeupd Tou Siokiou. CABOMETYX 40 mg emikaAuppéva ye AeTréd upévio diokia. Ta Siokia €ivail KiTpiva
TPIYWVIKG XWPIG eyxapagn kal @€pouv Tnv £vOeiEn «XLy» oTn pia TTAeupd kai Tnv €vBeIgn «40» oTnv GAAN TTAeupd Tou diokiou. CABOMETYX
60 mg emkoAuppéva pe AeTrtd upévio diokia. Ta diokia gival KiTpiva oBAA xwpig eyxapagn kai @épouv Tnv £vdeign «XL» oTn pia TAeupd
Kal TNV €vaeign «60» atnv GAAN TTAeupd Tou diokiou. 4. KAINIKEZ MAHPO®OPIEL. 4.1 OepatreuTikég eveigels. Ne@pokuTTapikd
kapkivwua (RCC). To CABOMETY X evdeikvuTal wg povoBepartreia yia Tn Bepatreia Tou TTpOXwWPENHEVOU VEPPOKUTTAPIKOU KAPKIVWHATOG
(RCC). - og gvrjhikeg TTou dev €xouv AdRel TrponyoUuevn Bepartreia pe evaIiapeon f TITwxn TPOyvwaon (BAétre mapdypago 5.1), - o€
eVANIKEG PETA aTTd TTPONnyoUPEVn aToxeUouoa Bepartreia ayyeiakoU evdoBnAiokoU augnTikou Trapdyovta vascular endothelial growth
factor (VEGF). To CABOMETYX, o€ guvOuaoué pe VIBOAOUPAUTIN, evOEikvuTal yia TV BepaTTeia TTpwTNG-YPaPUNAG 0€ eVANIKEG 00BeVEiG
HE TTIPOXWPNHEVO VEQPPOKUTTAPIKO Kapkivwpa (BA. TTapdypago 5.1). Hmatokuttapikéd kapkivwua (HCC). To CABOMETYX evdeikvuTal
wg povoBepaTTeia yia Tn BepaTreia Tou NTTATOKUTTAPIKOU KapkivwpaTog (HCC) ae eviAikeg TTou £xouv AGBel TTponyoupévwg Bepartreia pe
copa@eviutn. 4.2 Aogoloyia kol TpoTrog xopnynong. H Beparmeia ye CABOMETYX Ba mpétrel va TrpaypaTtoTiolgital amd 1atpd
£UTTEIPO OTN XOPRYNON QVTIKOPKIVIKWY PAPHOKEUTIKWY TTPoidvTwy. AogoAoyia. Ta diokia CABOMETYX (kaBolavTiviBn) kai of KGWouAeg
COMETRIQ (kaBoZavTiviBn) dev eival BioicodUvapa kail dev TIPETTEI Va XpNoIdoTTolodvTal To éva avTi Tou dAAou (BA. apdypago 5.2). To
CABOMETYX wg povobBeparreia. Ta 10 RCC kai To HCC, n cuviotwuevn déon Tou CABOMETYX eival 60 mg pia opd nuepnoiwg. H
Beparreia Ba TIPETTEI VO OUVEXIOTEI JEXPI O 00BEVAG va Unv eTTw@eAEiTal TTAEOV KAIVIKG aTrd Tn BepaTtreia 1 PEXPI VO EUQAVIOTEL Un
atodekTh TogIkoTNTa. To CABOMETYX 0¢ ouvduaoué e viBoAouudurrn otnv mpwrn-ypauun mpoxwpenuévou RCC. H cuvioTwuevn
06a0n Tou CABOMETYX ¢givail 40 mg pia @opd TNV NuEPA € GUVOUOOMO HE VIBOAOUUAUTTN TToU Xopnyeital evOoPAERiwg €ite wg 240 mg
KA&Oe 2 eBdouddeg eite wg 480 mg kGBe 4 eBdopadeg. H Bepatreia pye CABOMETYX Ba TipETTel v GUVEXIOTET HEXPI TNV €EENIEN TNG vEoOU
1 TN PN a1TodeKTA TOgIKOTNTA. H VIBoAOUPAUTIN Ba TTPETTEl va GUVEXIOTE PEXPI TNV £6EAIEN TNG VOTOU, TN N ATTOJEKTA TOEIKOTNTA 1 EWG
Kal 24 prveg oe aoBeveig xwpig §ENIEN TNG vooou (BA. MepiAnyn Twv XapaktnpioTikwy Tou Mpoidvtog (MXM) yia 1N dogoloyia Tng
viBohoupdpuTting). Tporrormoinon 1ng Beparreiag. MNa Tn diaxeipion Twv UTTOTITWY QVETTIBUUNTWY EVEPYEIWV TOU QAPUAKOU UTTOPEI va
aTTaITEITal TTPOCWPIVA SiakoTTA Bepartreiag r/kal peiwon Tng 86ong Tng Bepatreiag pye CABOMETYX (BA. Mivaka 1). Otav n peiwon g
860NG €ival aTrapaiTTn OTN PovoBePaTTEia, oUVIOTATal va pelwBei ota 40 mg nuepnaiwg kai Katoétv ata 20 mg nuepnaiwg. Otav 1o
CABOMETYX xopnyeital og ouvduaoud pe VIBOAOUPGUTIN, cuvioTdTal n peiwan TG 8éong ota 20 mg CABOMETYX pia gopd Tnv
nuépa kai oTn ouvéxeia ota 20 mg kGBe deUTEPN NUEPa (avaTpégTe oTnv MXIT TNG VIBOAOUPAPTING YIa TN GUVIOTWHEVN TPOTTIOTTOINON TNG
Beparreiag yia Tn viBohoupduTm). MNa Tn diaxeipion TG TO§IKOTNTAG BaBpoU 3 1) peEYOAUTEPOU CUPPWVA PE Ta KOIVA KPITHPIa 0poAoyiag
yia avemluunTeg evépyeieg (CTCAE) i un avekTng TogIkoTnTag Badpou 2, ouvioTdtal n SIakoTr TG 800NG. ZuvIOTATal N PEiwan TG
060NG yia cuhBAvTa, Ta OTToIa, €GV EUPEVOUV, HTTOPOUV va KOTaoToUV 0oBapd f Un avektd. Edv évag acBevig TTapaleiyel pia déon, n
d6on Tou TapaleipBnke dev Ba TIPETTEl va AngOei edv amropévouv AiydTepeg amd 12 wpeg PéXP!I TNV €mTopevn doon. Mivakag 1:
ZuVIOTWHEVEG Tpotrotroinoelg d6ong Tou CABOMETYX yia avemBuunteg evépyeieg. Avemi@uuntn Evépyeia kai OguTtnTa.
AvemmBuunTeg avmidpdoeig BaBuou 1 kai BaBuoU 2 tou eival avekTég kal eUKOA avTIUETWTTIOINEG. Tpotrotroinon Beparreiag. Agv
araiteital ouvABwg TTpocapuoyr déong. MpoaBéaTe TTapoxr) UTTOOTNPIKTIKAG @POVTIdAS oUUGWVa PE TIG eVOEIGEI. AVETTIBUUNTN
Evépyeia kai OguTnTO. AvemBUunTeg avTidpaaelg BaBuol 2 TTou gival pn avekTég Kai Sev €ival duvaTod va aVTIETWTTIOTOUV JE PEiwan
860NG fj UTTOOTNPIKTIKA PpovTida. Tpotrotroinon Beparreioag. AlakowTe Tn Bepartreia £wg 6Tou N avermBUPNTN AVTIdOPAON ATTOKATAOTABE!
o€ Babuo <1. MNpoaBéaTe UTTOOTNPIKTIKF) GPOVTIOO CUPPWVA WE TIG EVOEIEEIG. ECETAOTE TO £vdeXOUEVO eTTAVEVAPENG O€ PEIWPEVN dOON.
AvemOUunTn Evépyeia kai OZuTnTO. AveTBUUNTEG QVTIOPAoEIG BaBuou 3 (ekTOG atrd KAIVIKG N OXETIKEG EPYOOTNPIAKEG OVWHAAIEG).
Tpotromroinon Beparreiag. Aloakdyte Tn Bepatreia €wg 6ToU N avemOUunTn avtidpaon armokataoTabei oe Babud <1. MpoabéaTe
UTTOOTNPIKTIKI] @povTida oUupwva pe TIG evdeitelg. ETmavekkivijote o€ peiwpévn d6on. AvemOuuntn Evépyeia kou Ogutnra.
AvemBUuNTEG avTidpdoelg Babuou 4 (ekTdg atmd KAIVIKG Un OXETIKEG EpyaoTnpIakég avwuaAieg). Tpotrotroinon Beparreiag. AlakoyTe
Tn Beparreia. XopnynoTe KATAAANAN 1aTPIKA @povTida. EGv n avemBuunTn avTidpaon atrokaTaoTabei Exp! To BaBuo <1, eTTavekkiviioTe
o€ pelwpévn d6an. Edv n avemBuunTn avtidpacn dev £mAUBEi, diakowTe pévipa 1o CABOMETYX. Avem00unTtn Evépyeia kon OguTnTa.
AUgAOEIG NTTATIKWY ev{UpWY Yia acBeveig pe RCC Trou éhapBav CABOMETYX o€ guvduaouo pe viBoAoupduTmn. AvemmiBupnTtn Evépyeia
ka1 OguTNTa. ALT A AST > 3 @opég ULN aAAd < 10 gopég ULN xwpig Tautdxpovn oAIki XoAepuBpivn = 2 popég ULN. Tpotrotroinon
Beparreiag. Alokdywte To CABOMETYX kai Tn VIBOAOUPAUTIN £€wg OTOU AUTEG Ol aveTTIBUUNTEG EVEPYEIEG UTTOXWPNOOUV ot Babuo <1 H
Bepartreia Ye KOPTIKOOTEPOEIDA WTTOPEI VO €EETAOTEI €AV UTTAPXEI UTTOWia avTidpaong OXETICOMEVNG PE TO AvOCOTIOINTIKO GUCTNHA
(avatpégre atnv MXM NG viBoAoupduTng). MTTopei va eTTavegeTaoTei eTTavVEKKivNon HE £va HOVO @APPaKO A SIadoXIKr ETTAVEKKIVNON Kal
ME Ta BUO QApPaKka PETA TNV avdppworn. Edv EekivioeTe ek véou pe Tn vIBoAoupduTmn, avatpégte atnv MXM Tng viBoAOUPANTING.
AvemOUunTn Evépyeia kair OgutnTa. ALT A AST > 10 @opég ULN 1} > 3 @opég ULN pe Tautdxpovn oAikr) xoAepuBpivn = 2 popég ULN.
Tpotromroinon Beparreiag. AlokoyTe opioTikd To CABOMETYX kai Tn viBoAoupdutm. H Bepareia pe KopTIKOOTEPOEIDN PTTOPE] val
€CeTOOTEI €AV UTTAPYEI UTTOWia avTidpaong OXeTICOUEVNG PE TO avoooTroiNTIkG ouaTtnua (avatpégre otnv MXM TG vIBOAOUPANTING).
Znueiwaon: Or Babpoi TogIkéTNTag cupewvouv pe Ta Koiva Kpitpia OpoAoyiag Tou EBvikoU AvTikapKivikoU IvaTiToUTou yia AvemBuunTeg
Evépyeieg ékdoon 4.0 (NCI-CTCAE v4). ZuyxopnyoUueva QOpUAKEUTIKA TTP0IdvVTa. Ta GuyXopnyoUUEVa PAPHOKEUTIKG TTPOIGVTA TTOU
ival 1oyupoi avaoToAeig Tou CYP3A4 Ba Trpénsl va XpnoigotrolouvTal e TIPOCgOYN Kal N Xpovia Xprion cuvxopnvoopsvwv (pappaKsuan)v
TTPOIGVTWY TToU atroTeAoUV 1IoXUpoUs eTTaywyeig Tou CYP3A4 Ba pétrel va crro«pauvum (BA. Trupqypacpoug 4.4 ka1 4.5). Oa 'ITpE'ITEI va
UEAETNOEI N €TTIAOYN €VOG EVOAAOKTIKOU GUYXOPNYOUUEVOU QPAPHOKEUTIKOU npomwog pe kaBohou n e)\axw'ro SUVOMIKO va E'ITC(VSI I va
avaoTéAel To CYP3A4. Eidikoi TAnBuooi. HAWI_Q_Q@g& Aev ouvioTdral €18IKf) TTPOCApPPOYr TG dGoNG yia TN XPrRon g
KaBo§GVT|V|Bng (o3 n)uKlu)pavoug = 65 £1n). PUAA. Aev aTraiTeital Trpocappovr] NG déong pe Baon v sevu(omm (BA. I'Ic(pcxvpcx(po 5. 2)
H koBolavmiviBn mmpémer va xopnyeital pe TIPOCOXM) O QOBEVEIG e MTTIA ) HETPIA VEPPIKN
duoAeiroupyia. H kaBolavTiviBn dev ouvioTdral yia Xprion oe acBeveig pe coBapr] ve@pikry duoAeimroupyia, kKaBwg n acedAeia kai n
QATTOTEAETUATIKOTNTA DEV £XOUV TEKUNPIWOET € auTdv Tov TTANBUCHO. ACBevei Tarikn AgIT ia. & a0BEVEIG PE ATTIA NTTATIKNA
duaoAeiroupyia dev ATTaITEITAI TTPOGAPHOYH TNG dOoNG. Aedopévou 6Tl uévo TrepIopIoUEVa dedopéva gival SIaBETINA yia aoBeveig Ye PETPIO
NTTaTIKA Buo)\snoupvl'a (Child Pugh B), dev pmropouv va 5o8oUv ouoTdoelg éoovoviag. ZuvioTaTal c‘rt:vr'] TrapakoAouBnaon Tng cuvo)\lkr’]g
ao@AAelng o€ autoug Toug uoeavag (BA. I'Iapuqu(po 4.4 kai 5.2). Aev uttapxel K)\IVIKI'] epTIEIpia o€ aoBeveig pue coapr NTTOTIKA
ﬁuo)\snoupvla (Child Pugh C), omréte dev ouvIoTATal N XPrioN TNG KaBoldavTiviBng o€ auToug Toug aoBeVeig (BA. I'Iapavpcx<p0 5.2). AgBeveic
Ta oToIXEia yIa aoBeveig Pe kapdiakr) SUTAEIToupyia ival TTEPIOPITEVA. AV UTTOPOUV va TTpayuaToTroin8olv
€1d1kéG auaTdoelg dogoloyiag. [Naidiarpikds mAnBuouds. H ac@daAeia kai n atroteAeopaTikéTnTa TNG KapolavTiviBng o maidid nAikiag <18
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€TWV Oev €xel akdUa TekunpIwBei. Aev uttdpyouv diabéoia dedopéva. Tpdtrog xoprynang. To CABOMETY X mrpoopieTal yia xprion atréd
70 oTépa. Ta diokia Ba TTPETTEl va KaTaTrivovTal oOAOKANpa Kail va unv Bpuppatidovtal. Oa mpérrel va doBouv 0dnyieg oToug acBeveig va
UNV TPWVE TITTOTA yia TOUAGXIOTOV 2 WpPeg TTPIV €wg 1 wpa PeTd Tn Afyn Tou CABOMETYX. 4.3 Avtevdeielg. Ymepeuaiobnaoia otn
OpaaTIK ouadia ) o€ KATTOI0 aTTé Ta €KSOXA TTOU ava@épovTal aTnV TTapaypao 6.1. 4.4 Eidikég TTPoEIBOTTOINCEIG KAl TIPOPUAGSEIG
Katd Tn Xpnon. Kabwg Ta mepioodTepa CUPPBAVTA TTPOKUTITOUV VWPIG OTNV Tropeia TG Bepartreiag, o 10TpOG TPETTEl Vo aglooyEi
OXOAAOTIKG TOV a0BeVH OTIG TIPWTEG OKTW £BOOUAdEG TNG Bepatreiag yia va TTpoodiopioel eGv aTraitolvTal TPOTTOTIOINTEIG TG dOoNG.
ZUpBAvTa TTOU YEVIKWG EXOUV TTPWIMN ekdAAwaON TrepiAapBdavouv utraoBeoTiaipia, utrokaAiaipia, BpopBoTrevia, utrépTaacn, cUvopPouo
epubpoduoaiodnaoiog TTaAapwv-TreApdTwy (PPES), mpwreivoupia kai yaoTtpevtepikd (FE) oupBdavia (kolNiakd GAyog, @Asypovh
BAevvoyovou, duokoINoTNTa, BIdppoIa, EPETOG). H QVTIHETWTTION TOAVWY avemBOUUNTWY EVEPVEIWY UTTOPEI VO ATTAITEL TTPOCWPIVH
diakoTA A peiwon 1ng d6ong TnG Beparreiag ue kaBolavTiviBn (BA. Mapdypa@o 4.2): Z€ VEQPOKUTTAPIKO KAPKIVWHA IETA ATTO TTPONYOUHEVN
oToXeUPEVN Beparreia pe ayyelakd evdoBnAiaké augnTikd rapayovta (VEGF), peiwaoeig kai d1akoTrég TnG d6ong Adyw piag avetmoiunTng
evépyelag (AE) ouvéBnoav ato 59,8% kai 70%, avTtioToixa, Twv acBevwv TTou €éAaBav kapolavTivin otn Baoikr KAIVIKF SoKIuA
(METEOR). AUo peiwoelig Tng docoloyiag xpeidodnkav o1o 19,3% Twv aoBevwyv. O SIAPEcOG XpOVOog Ewg TNV TTIPWTN HEIWGN TG
docohoyiag ATav 55 NUEPEG, Kal Ewg TNV TTPWTN dlakoTTr) dogoloyiag ATav 38 NUEPES. Z€ VEQPPOKUTTAPIKO KAPKIVWHA XWPIG TTPONYOUHEVN
Beparreia, peIwoEelg dOaNG Kal SIAKOTTEG TNG dGONG TTapaTneRBnkav oto 46% kal 73%, avTioTolxa, Twv aoBevwy TTou EAaBav kaBodavTiviBn
otV kAvikry dokipr) (CABOSUN). Orav n kaBodavriviBn xopnyeirar oe ouvduaoué ue viBoAOUUGUTIN OE TTPWTNG-YPAUUAS TTPOXWPNUEVO
VEPPOKUTTAPIKO Kapkivwua, peiwan tng déong ) diakoT TG déong Tng kaBolaviviBng Adyw AE ouvépn ot 54,1% kai 73,4% Twv
aoBevwv otnv KAivikA dokipr (CA2099ER).AmraimBnkav dUo peiwaoelg Tng d6ong o1o 9,4% Twv aoBevwyv. O péoog Xpovog €wg TNV
TPWTN peiwon Tng déang fTav 106 NuEPES Kal wg TNV TTPWTNIKOTTH TNG dGoNG NTAV 68 NUEPES. ZTO NTTATOKUTTAPIKG KAPKIVWHO PETA
Q1T TTPONYOUHEVN CUCTNUIKA BepaTTeia, oI HEIWOEIG TNG BGONG Kai Ol BIOKOTTEG BOONG CuvERNnoav aTo 62% kai 84%, avtioToixa, Twv
aoBevwv TTou éAaBav kaBolavTiviBn otnv KAvikA dokiur (CELESTIAL). Ato peiwoelig d6oewv amairidnkav o1o 33% Twv acBevwv. O
BIAPETOG XPOVOG HEXPI TN HEIWON TNG TTPWTNG dOaNG ATaV 38 NUEPES KAl HEXPI TNV BIOKOTTA TNG TTPWTN 800NG ATAV 28 NUEPES. ZUVIOTATAI
aTevOTEPN TTapakoAoUBnon o€ acBeveig pe ATTIA 1) PETPIO NTTATIKA SUCA&IToupyia. HTTAToTogIkOTNTA. Mn QUGIOAOYIKEG TIMEG OTIG £EETAOEIG
TNG NTTATIKAG AeImoupyiag (algnan Tng apivotpavo@epdong Tng aAavivng [ALT], Tng aoTrapTikAg apivotpavo@epdong [AST] kal Tng
XOAepuBpivng) TTapaTnpRBnkav ouyvd oe aoBeveig TTou éAapav Bepatreia pe kaBolavTiviBn. ZuvioTdral n die§aywyn eCETACEWY NTTATIKAG
Aerroupyiag (ALT, AST kai XoAepuBpivng) Trpiv atmmd Tnv évapén Tng Bepatreiag pe kaBolavTiviBn Kai n TTPOCEKTIKA TrapakoAoudnan katd
TN didpkela TNG BepaTreiag. MNa acBeveig pe emOEivWON TwV EEETAGEWY TNG NTTATIKAG A&ITOUPYiag TTou BewpouvTal GXETICOPEVEG PE TN
Bepareia pe kaBodavtiviBn (dnA. 6mou dev eival eu@aviAg Kapia evaAAakTIKA aitia), Ba TTpéTel va akoAouBouvTal oI CUPBOUAEG
TpotrotToinong TnNg d6ang aTov lMivaka 1 (BA. Tapdypago 4.2). Otav n kapolavTiviBn xopnyeital o€ cuvduaopod PE VIBOAOUHGUTTN, £XOUV
avagepBei guxvoTepa Babuou 3 kai 4 augnoeig ALT kal AST o€ axéon pe Tn povoBeparreia pe kaBolavTiviBn o€ aoBeveig Ye TTpoxwpnuévo
RCC (BA. Mapaypago 4.8). Ta nmraTikd évqupa TTPETTEN va TTapakoAouBouvTal TTpIv atrd Tnv Evapén Kal TTEPIOBIKE KaTtd Tn SIAPKEIR TNG
Beparreiag. Mpémrel va akohouBouvTal ol odnyieg 10TPIKAG dlaxeipiong Kai yia Ta dUo @dpuaka (BA. Mapdypago 4.2 kai avaTpégte oTnV
MXM yia Tn viBoAoupapTrn). H kaBolavTiviBn amroBAAAETal KUPIWG PETW TNG NTTOTIKAG 0d0U. ZUVIOTATAI OTEVOTEPN TTAapaKoAoudnan Tng
OuvoAikAG aopdAeiag oe aoBeveig pe ATMa 1 PéTpia nmaTikh ducAsmoupyia (BAéTe etriong Trapdypago 4.2 kai 5.2). Mia upnAdtepn
OXETIKN avaloyia aoBeviv pe pétpia nmatik ducAeiroupyia (Child-Pugh B) epgpdvioe nTmaTikr eyke@alotraBeia pe Tn BepaTreia pe
kapolavTiviBn. To CABOMETYX dev cuvioTdral yia xprion o€ acBeveig pe gofapn nmatiki ducAeimoupyia (Child-Pugh C,BA. Mapdypago
4.2). Hmamk_eykepahomrdBela. >tn peAétn HCC (CELESTIAL), n nmmaTmikr) eyKeQaAOTIABeId ava@épBnKe ouXVOTEPD OTNV OUGda
KapodZavTiviBng atrd auTr| Tou eIKovikoU gapudkou. H kaBoldavTiviBn €Xel GUOXETIOTET ME BIAPPOIA, EUETO, PEIWHEVN OPEEN Kal DIATAPAXES
nAekTpoAuTwy. e aoBeveig pe HCC pe emrnpeaouévn NTTATIKA A&IToupyia, auTéG oI PN NTTATIKEG ETMIOPATEIG UTTOPET va €ival TTAPAYOVTEG
€TTioTrEUONG YIa TNV €§ENIEN TNG NTTATIKAG eykePahoTraBelag. O aoBeveig TTPETTEI va TTapakoAouBouvTal YIo ONPEia Kal GUPTITWHOTA
NTaTIKAG £YKEQaAOTTEBEIaG. AlaTpaelg kal oupiyyia. XoBapég ME diaTproeig kal oupiyyia, JEPIKEG POPEG PE polpaia €KBaon, EXouv
TrapatnenBei pe TNV kapolavtiviBn. O acBeveig TTou €xouv PAeypovwdn vOOO Tou evIEpPou (TT.X. vOao Tou Crohn, eAkwdN KOAITIdQ,
TrEPITOVITION, EKKOATTWHATITION i OKWANKoEIdiTda), £xouv diInbnan Tou dykou otn MNE 086 | TTapouaiadouv TTITTAOKEG OTTG TTPONyoUUEVN
XEIPOUPYIKA ETTEPBAON TOU YOOTPEVTEPIKOU OUCTAPATOG (1B1aiTEPa OTAV OXETICETAI PE KABUOTEPNUEVN 1 aTEAR £TTOUAWON) Ba TIPETTEN Val
agloAoynBolv TTPooeKTIKG TTPIV apxioouv Tn Bepartreia pe kaBodavTiviBn kai, aTn ouvéxeia, Ba TTPETTEl va TTapakoAouBolvTal oTevd yia
CUUTITWHATA SIATPAOEWY KOl CUPIYYiWV, CUMTTEPIAGUBAVOUEVWY TWV aTTOCTNUATWY Kal Tn afyn. Etipovn f emavepgavi{duevn didppoia
otn didpkela TNG Bepartreiag PTropei va eival TTapdyovtag KivoUvou yia TNV avaTrTugn TTPwKTIKOU ouplyyiou. H kaBolavTiviBn Trpétrel va
SIaKOTITETOI 0€ 00BeveiG TToU eP@avifouv dIATPNON TOU YOOTPEVTEPIKOU GUOTAMATOG 1} GUPIYYIO TTOU OEV PTTOPEI VO QVTIMETWTTIOTEL
eTTaPKWG. [aoTpeviepikég (FCE) diatapayég. H didippoia, n vauTia/€UeTog, N HEIWPEVN OPEEN Kal N OTOPATITION/OTOPATIKG GAyog ATavV
UEPIKEG aTTd Ta MO ouxva avaeepBévia oupBdvia Tou yaoTpeviepikoU (BA. Tapdypago 4.8). Apeon 10TpIKr dlayeipion,
oupTTEPIAAUBAVOPEVNG TNG UTTOGTNPIKTIKAG PPOVTIONG PE AVTIEWETIKA, avTIBINPPOIKA A avTIOEIva, TIPETTEI VO EQAPUOCBET yia TNV TIPOANWN
NG APUBATWONG, TWV JIATAPAXWY TWV NAEKTPOAUTWY Kal TNG atTwAelag Bapoug. H diakoTtrr A peiwon Tng d6ong, ) n péviun dIakoTr NG
Xoprnynong kapodavtiviBng Ba TrpéTrel va AapBAvETaI UTTOWN OE TIEPITITWON ETTIMOVWY | ETTAVOAAUBAVOUEVWY GNUAVTIKWY YOO TPEVTEPIKWV
avemBuunTwy evepyeiwv (BA. Mivaka 1). ©pouBoeuBolikd cupBdavta. Me v kapolavTiviBn, €xouv TTapartnenBei cupBavTa QAeBIKAG
BpopBoeuBoAnG, CUUTTEPIAGUBAVOUEVWY CUPBAVTWY TIVEUUOVIKAG EMBOANG Kal apTnpiakig BpouBoeUBoARG HEPIKES POPEG BavaTtnedpa.
H kaBodlavTiviBn TTpETTEl VO XPNOIUOTTOIEITAI JE TTPOCOX O€ AGBEVEIG TTOU TTAPOUCIAOUV KivOUVO i TTOU €XOUV IGTOPIKO QUTWV TwV
evepyelwv. 2Tn peAétn HCC (CELESTIAL), Trapatnpribnke TruAaia @AeBIkr Bpdupwon pe kaBolavTiviBn, cuptrepiAapBavopévou evog
Bavatnedépou cuppavtog. AcBeveig e 10TOPIKG TTUAGIOG PAERIKAG dINBNONG @AvNKe va BIATPEXOUV PEYAAUTEPO KiVOUVO QVATITUENG
TrUAaiog @AeBIKNAG BpduPwong.H kaBolavtiviBn Ba TpéTrel va diakoTTel o€ aoBeveig TTou avaTTUoooUV 0§U EUPPayHa Tou Juokapdiou 1
oTToIadATTOTE GAAN KAIVIKG anpavTiKA BpopBoeuBoAikn eTTiTTAOKR. Aioppayia. Me Tnv kaBodavTivifn éxel TTapaTnenBei coBapn aipoppayia
UEPIKEG PopéG Bavatn@opa. O1 aoBeveig TTou £xouv I0TOPIKG TORaPAG alpoppayiag TpIv atré Tnv évapén Tng Bepartreiag Ba TTPETEl va
aglohoyoUvTal TTIPOOEKTIKG TTPIV aTTo TNV évapén Tng Bepatreiag pe kaBolavTiviBn. H kaBolavTiviBn Sev TTpéTTel va xopnynbei og aoBeveig
TTou €xouv i diaTpéxouv Kivduvo yia cofapn aidoppayia. 2tn peAétn HCC (CELESTIAL), avagépbnkav Bavatnedpa aipoppayikd
oupBavta og uPnAdTEPN ouxvOTNTa PE KABoZavTiviBn atmd 1o €ikovikd @dppako. O1 TTapdyovTeg KivdUvou TrpodidBeong yia gofapn
aigoppayia otov TANBuoud pe Trpoxwpnuévo HCC ptropei va trepihapBavouv TNy dinbnon atmd tov GyKo Twv KUPIWV aIHoPépwy
ayYEiwv Kal TNV TTOPoUCia UTTOKEIPEVNG Kippwaong TOU ATIOTOG TTOU €XEl WG aTToTEAETHA TN dnMIoUpYia 0ICOPAYIKWY KIPOWY, TTUAaiag
utrépraong kai BpopBotreviag. H peAétn CELESTIAL atrékAeioe a0BeveiG pe TAUTOXPOVN AVTITINKTIKY aywyn f avTIQIMOTTETOAIOKOUG
TIOPAYOVTEG. Aoesvaig TToU Bev )\deavav Bepartreia ) pe EANITTA Beparreia, yia kipooUg pe aipoppayia i pe uwpnAd kivduvo alpoppayl’ug
sﬁmpsﬁnmv smong atré TN pEAETN auth. H peAéTn Tng KaBo(uvanng O€ OUVOUOOMO WE TN VIBOAOUHGUTIN OF rrpoxwpr]pavo RCC
Trpwmg ypappns (CA2099ER) atrékAeioe aoBeveig pe (]VTITTr]KTIKG o€ SspcxnsunKag do0¢Ig. Avaugucmam Kal GQTQQIGKOI 6|cxxw9|0110| H
Xxprion avaoToAéwv Tng VEGF 050U o€ aobeveig pe 1 Xwpig UTIEPTAON WTTOPEN Va TIPOGYE! TOV OXNUATIOUG QVEUPUCHATWY 1} / Kal
apTNPIoKWY Siaxwpiopwy. O Kivduvog autdg TpéTel va AauBAavetal TTPoaekTIKG utrdwn Tpiv atmé TV évapén Tng Beparreiag pe
kapolavTiviBn og aoBeveig TTou TTAPOUCIAZOUV TTOPAYOVTEG KIVOUVOU OTIWG UTTEPTACN I I0TOPIKO orveupUcpaTog. OpopBotrevia. ZTn
pc)\am HCC (CELESTIAL), ava@épbnke BpopfoTrevia Kal pElwpéva alpomm)\m Ta eTTITTESQ QUPOTTETANIWV TTPETTEI VO TTOPOAKOAouBoUvTal
Katd Tn didpkeia NG Bepartreiag Pe kaBolavTiviBn kai n ddon va TpoTToTTolgiTal avaAoya He™ ooBapdétnTa TG BpoppoTreviag (BA. Mivaka
1). EmmAokég Tpaupdtwy. Me Tnv KaBo{avann £xouv Trupampnea ETTITTAOKEG Tpauumwv H Beparreia pe kaBolavtiviBn Ba TTpéTel va
SlaKoTTei TOU)\C(XIUTOV 28 npapsg TIPIV OQTTO TNV TTPOYPAUMGTIOUEVD xapouplen aﬂsuBacn oupﬂapl)\apﬁavopsvng g 0d0VTIATPIKAG
XEIPOUPYIKAG ETTEPRAONG 1| TWV ETTEURATIKWV OBOVTIOTPIKWY TTApEURATEwWY, €av ival duvatd. H amdéeaon va ouvexioTei n Bepatreia pe
KapodlavTiviBn PETA TN Xelpoupyikn eTéuRaacn Ba TPETTel va BacioTei oTnV KAIVIKA Kpion yia Tnv eTTapkr| €ToUAwaon Tou Tpaupatog. H
KaBodavTiviBn Ba TTpETTel va dlakoTTel o€ aoBeveig Pe ETITTAOKES ETTOUAWONG TPAUPATOG TToU aTraiTolV 1aTPIKA TTapéuBacn. Ymépraon. Me
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TNV kapodavTiviBn €xel TTapatnenBei utréptacn. H aptnpiakn Triean TPETTEl va eAEyxeTal KaAd TTpiv atré Tnv évapén Tng kaBolavtiviBng.
Kard tn didpkeia TG BepaTreiag pe kaBolavTiviBn Aol ol acBeveig Ba TTPETTEN va TTapakoAouBoUvTal yia UTTEPTACT) KOI VA QVTIMETWTTICOVTA,
OTTIWG QTTAITEITAI, PE TUTTIKF AVTIUTTEQTACIKA BepaTreia. XTnVv TTEPITITWAON €UPOVNG UTTEPTAONG TTAPOTI YiVETAI XPAON QVTIUTTEPTAGIKWY, N
56on kapolavTiviBng Ba TpéTrel va pelwdei. H kaBolavTiviBn Ba TpéTrel va dlakoTTel v n UTTEPTOON €ival coBaph Kal ETTiMOVN TTapd TV
QVTIUTTEPTOOIKN Bepartreia kal TN peiwon d6oNg TNG KaBolavTiviBng. Ze TTEPITITWAON UTTEPTACIKAG Kpiong, n kaolavTiviBn TTpéTel va
Slakotrei. OaTeovékpwon. ‘Exouv TrapatnpnBei mepioTaTiké ooTeovEKpwong TG yvaBou (ONIM) pe v kaBolavTiviBn. Oa Tpétel va
diegaxOei aTopaTIKA £GETOCN TIPIV OTTE TNV évapgn TG kKaBodavTiviBng kai TepIodIKE katd Tn didpkeia TNG Bepartreiag pe kaBolavTivipn. O1
aoBeveig Ba TTPETTEl va evnuepwBoUv 6aov agopd TIG TTPAKTIKEG OTOMATIKAG uyielviig. H Beparreia pe kaBolavtiviBn Ba tpétrel va
avaoToAEi TOUAGXIOTOV 28 NUEPES TTPIV ATTO TNV TIPOYPAUMOTIONEVN ODOVTIATPIKN XEIPOUPYIKA ETTEPRAGCN 1) TIG ETTEURATIKEG OBOVTIATPIKEG
TapePPaoelg, €av eival duvard. Amaiteital TTpoooxy o€ aaBeveig Tou AapBdvouv @dppaka Tou oxetifovral pe TRV ONI, 6TTwg
Sipwoovikd. H kapolavTiviBn Ba TTpéTTel va dIakOTITETal 0€ 00BEeVEiG TTou epgavidouv ONI. Z0vdpouo epubpoducaicbnaiag TTAAQUWY-
meAudTwy. Me Tnv kaBodavtiviBn éxel TapatnpnBei cuvdpopo epubpoducaicdnaiag Tahapwv-reApdTwy (PPES). Otav To PPES eival
ooBapd, Ba Tpétrel va AneBei uTrdwn n diakoT TG Bepateiag pe kapolavtiviBn. Mpémel va yivel Eavda évapgn Tng kaBolavTiviBng pe
XapnAoTepn d6an 6tav 1o PPES emAubei o€ Babuo 1. Dpwreivoupia. Me Tnv kaolavTiviBn éxel TTapartnpenBei pwrteivoupia. H Tpwreivn
oUpwv Ba TTPETTEI va TTapaKoAouBEiTal TAKTIKG KaTd Tn Bepatreia pe kaBoldavTiviBn. H kaBolavTiviBn Ba pétrel va diakoTrei oe aoBeveig
TTOU aVOTITUOOOUV VEPPWOIKO UVOPONO. ZUVOPOoUO oTTioBiag avaoTpéwiung eyke@alotrddeiag. ‘Exel mapatnpnBei ouvdpopo otriabiag
avaoTpéWiung eykeparomadeiag (PRES) pe Tnv kaBolavTiviBn. Autd To oUvdpopo Ba TipéTel va eEeTACETaI O€ KABE aoBevr) TTOU ENPAVilel
TIOAOTTAG GUUTITWHATA, OTTWG GTTACPOUG, TTOVOKEPAAOUG, OTITIKEG dlaTapaxEg, alyxuon ) aAAoiwpévn vonTikA Acimoupyia. H Beparreia
ue kaBolavTiviBn Ba mpétel va diakoTTeTal o€ aoBeveig ye PRES. Emunikuvon tou diagtiuarog QT. H kaBolavTiviBn Ba trpérmel va
XPNOIUOTIOIEITAI JE TIPOCOXN O€ AOBEVEIG e I0TOPIKG TTapaTacng Tou diacTipatog QT, oe aoBeveig TTou AapBdavouv avTioppubuIkd, A o€
aoBeveig pe oXeTIKN TTpoUTTdpxouca kapdiakr vooo, Bpadukapdia, r diatapayEg NAEKTPoAUTWY. OTtav xpnaoipotolital n kagolavTivipn,
Ba TTpéTTel va e€eTACETAN N TTEPIODIKN TTapaKoAouBnan katd Tn didpkeia TG Bepartreiag Tou HKI™ kal Twv NAekTpoAUTWY (aoBE€aTio, KEAIO
Kal payvioio opouU). AugAeitoupyia Tou Bupeogldoug. ZuvioTATal BACIKr £pyOOTnPIaKn PETPNON TNG AgIToupyiag Tou Bupeoeidoug o€
6houg Toug aoBeveig. AaBeveig pe TTpoUTTap)oV UTTOBUPEOEISIONO i UTTEPBUPEOEIBIONOS Ba TTPETTEN v avVTIMETWTTICOVTAI CUPPWVA JE TN
ouvABN 10TPIKA TTPOKTIKA TTPIV atTd TNV évapgn Tng Bepartreiag pe kaBolavTiviBn. OAol ol acBeveig TTpETTel va TTapakoAouBolvTal aTevd yia
onuEia Kl CUPTITWHOTA SUGAEITOUpPYiag Tou Bupeoeidoug katd T didipkeia TnG BepaTreiag pe kaBodavtiviBn. H Asitoupyia Tou Bupeoeidolg
Ba mpémel va TrapakoAouBeital Trepiodika ka® 6An Tn didpkeia TG Beparreiag pe kaBolavTivipn. Or acBeveig TTou avamTiooouv
SuoAeiToupyia Tou Bupeoeidous Ba TTIPETTEI VA AVTIPETWTTICOVTAl CUP@WYA WE TN OUVABN I1aTPIKF TTPOKTIKA. Mn_ @QUOIOAOYIKEG TIEG
Bloxnuikwyv_epyaoTtnplokwy egeTdoewy. H kaBolavTiviBn éxel CUOXETIOTET PE augnuévn ouxvoTnTa ENPAVIONG HN GUGIOAOYIKWY TIHWV
NAEKTPOAUTWY (CUPTTEPIAGUBAVOUEVNG TNG UTTO- KO TNG UTTEPKAAIQIYIOG, TNG UTTOPAYVNOIQIKIAG, TNG UTTACBECTIQINIOG, TNG UTTOVATPIAIMIAG).
ZUVIOTATAI N TTApakoAoUBnan Twv BIOXNHIKWY TTAPAPETPWY KOTA T SIGPKEIa TNG BepaTTeiag pe kaBolavTiviBn Kal n eioaywyn KatdAAnAng
Beparteiag avTikatdoTaong cUPQWVA PE TNV KaBIEpWUEVN KAIVIKA TTPOKTIKR, €AV atraiTeiTal. MepITTTWOoEIG NTTATIKAG eYKEPAAOTIGBEING OF
aoBeveig ye HCC ptopei va ammodoBoUv oTnv avdamTugn NAEKTPOAUTIKWY dlatapaxwv. H diakoTtr  n peiwon TG d6ong A n opIoTIKA
BIOKOTIA TNG Xopnynong kafolavtiviBng Ba Trpémrel va eGeTAdeTal OE TTEPITITWON ETTIPMOVWY 1 ETTAVOAAUBAVOUEVWY GNHAVTIKWY
Siarapaxwv (BA. Mivaka 1). Emaywyeig kai avaotoheic CYP3A4. H kaBolavtivifn eival uméotpwpa CYP3A4. H ouyxopriynon
kapodlavTiviBng pe Tov 1Ioxupd avaoToAéa CYP3A4, Tnv keTokovaddAn, €ixe wg atroTéAeopa pia augnon Tng ékBeong kaBolavTiviBng oto
TIAGopa. ATTaiteital TTpogoyn KaTd Tn xopriynon kaBolavTiviBng pe @apuaka Tou gival iIoxupoi avaoTtoAeic CYP3A4. H auyyopriynon
KapodlavTiviBng PE TOV 10XUPO ETTaywYEQ CYP3A4, ™m pl(pumeivn, sixe wg on'roré)\wpa pia peiwon ™mg €kBeong kapolavTiviBng oto
TTAGOoa. Zuvsﬂwg TIPETTEI VO ATTOPEUYXBET N XpOVIa XOprynon Twv @apuAakwy Trou givail |0xup0| emmaywyeic CYP3A4 pe Tnv KGBOQJVTIVIBI’]
(BA. Tapaypagoug 4.2 kai 4.5). Ynomgwuum P-yAukomrpwreivng. H kaBolavTiviBn Arav svag avaoToAéag (IC,, = 7,0 pM), aMAd oxi
urrooprpa TWV OPACTNPIOTATWY PETAPOPAG P-v)\UKorrprslvng (P-gp) o€ diKateuBuvTIKO CUCTNUA Trpooéloplcpou xpnoluorromvwg
kOTTapa MDCK-MDR1. Zuvemwg n kaBolavTiviBn pTTopei va €xel TNV IKavoTnTa va augavel TIG GUYKEVTPWOEIG GUYXOPNYOUHEVWY
uTTooTpWHATWY P-gp 0To TTAGopa. O1 aoBeveic Ba Tpémel va TrpoeidoToinBolv doov agopd Tn Aqyn utrooTpwpaTtog P-gp (TT.X.
pegopevadivn, alioKIpévn, auTTPIoEVTAvN, €TEGIAIKA SafiyaTpdavn, diyogivn, KoAxikivn, papaBipokn, TrooakovaloAn, pavoAadivn,
oagayAiTtTivn, orayAiTTTivn, TaAivoAdAn, ToABamrrdvn) evwy AapBavouv kafolavTiviBn (BA. Trapaypago 4.5). Avaotoleic MRP2. H
xopAynon avactoAéwv MRP2 ptmopei va 0dnyAoel € QUEAOEIG TwV CUYKEVTPWOEWY TNG KaBolavTiviBng a1o TTAdopa. Etopévwg, n
TauTOXPOVN XPrion avaoToAdéwv MRP2 (11.x. kukhoaTropivn, epaBipévdn, eutpioitaBivn) Ba Trpétmel va Trpoaeyyiletal ye rpoooxn (BA.
Trapdypago 4.5). [poeidotroINoelg TTou oxeTifovTal ue Ekdoy0. AGBEVEIG pE OTTAvVIa KANPOVOUIKA TTPOoBAARpaTa ducavegiag oTn YOAaKTodn,
ue Lapp avemrdpkeia Aaktdong i ie Sucatroppd®naon YAUKONG-YOAaKTONG Sev TTPETTEI va TIAPOUV aUTO TO APUaKo. 4.8 AVETTIOUUNTEG
evépyeieg. KapBolavriviBn wg povoBeparreia. MNepilnwn Tou Tpo@iA ac@dAeiag. Or TTIo GUXVEG TOBAPEG AVETTIBUUNTEG EVEPYEIEG OTOV
TANBuopd RCC (21% cuyvotnTta) eivar To KoiAdlakd dAyog, n didppoia, n vauTia, n utrépTacn, N UBOAr, n UTTOVATPIAIMIA, N TIVEUUOVIKT
€PBOAN, 0 EUETOG, N aPUDATWON, N KOTTWON, N €E00BEVION, N PEIWPEVN OPEEN, N €V Tw BABEI PAERIKR BpduPBwanN, N &AN, n uTTopayvNalaidia
Kal To auvdpopo epubpoducaiodnaiag TTaAapwv-TTeAuaTwy (PPES). O1 TTio0 ouxvég avetiBUNTEG EVEPYEIEG OTTOIAGONTIOTE CUXVOTNTAG
(TTou epgavidovtal og TouhdxiaTov 25% Twv acBevyv) aTov TANBuopd RCC mepiAdpBavav didippola, KOTwan, vauTia, pelwpévn Opegn,
PPES, uméptaon, peiwpévo Bapog, éueto, duoyeuaia, duoKoINOTNTa Kai augnuévn AST. YTéptaon TrapatnpAdnke Mo ouxva oTov
TANBuop6 pe RCC xwpig TTponyoupevn Bepartreia (67 %) o€ ouykpion pe aoBeveig pe RCC petd atréd mponyolpevn oToxeupévn Beparreia
e VEGF (37%). O1 mmo ouxvég coPapég avemBuunTeg evépyeleg otov TTANBuopd tou HCC (= 1% ouxvoTnta) eival n nmaTiki
vascpa)\OTrdesla n e€aoBévion, n kémmwon, 1o PPES, n didppoia, n UTTovanlcxlpia 0 £UETOG, TO KOIAIaKO GAyog kail n BpopBotrevia. O1 To
OUXVEG QVETTIBUPNTEG QVTIOPAOEIG 0110|ou6r|1101£ Buepou (TToU mxpoumaommv ot TOU)\G)(IO'TOV 25% Twv aoBevyv) oTov TTANBucuS
HCC mepidauBavav didppoia, Heiwpévn opegn, PPES, kotwon, vautia utrépraon kai £peto. AvemBUUNTES EVEPVEIEC OE LOP@N Trivaka.
O1 avemBUUNTEG EVEPYEIEG TTOU AVAYVWPIOTNKAV OE KAIVIKEG PEAETEG pE KaBolavTiviBn wg povoBepartreia ) avapépbnkav Pe Tn xpron
KapodlavTiviBng PETA TNV KUKAOPOpia TNG avapépovTal aTov Mivaka 2, GUP@WVa JE TNV KATNYOPia 0pyavou GUCTANATOG Kal TN GUXVOTNTA
katd MedDRA. O1 ouxvéTnTeg Baaifovial og 6Aoug Toug Babuoug kail opifovTal wg eE€AG: TTOAU OUXVEG (21/10), ouxvég (21/100 £wg <1/10)
Ox1 ouxVvéG (21/1.000 €wg <1/100), pun yVwoTEG (dev UTTOpOUV va ekTiunBouv pe Baon Ta diabéaipa dedopéva). Eviog kaBe katnyopiag
ouUXVOTNTAG EPPAVIONG, O QVETTIOUUNTEG evépyeleg TTapaTiBevTal Katd @Bivouoa oeipd coBapdtntag. Mivakag 2: Avem@uunTteg
evépyeleg @apudkou (ADRs) TTou éxouv avo@epBei o KAIVIKEG HEAETEG | O XPON UETA TNV KUKAo@opia o€ aoBeveig TTou
AdpBavav Beparreia pe kapolavTiviBn wg povoBepatreia. AOIMWEEIG KAl TTOPACITWOEIG. ZUXVEG: ATTOOTNHA. AIOTAPAXEG TOU
aIpoTToINTIKOU Kal Tou Aep@ikoU auaTipaTog: MoAU cuxvég: avaipia, Bpopotrevia®. ZuxvEég: oudeTepoTTevia®, AeupoTrevio®. AlaTapayég
Tou €vOOKPIVIKOU ouaTANATOG. MOAU ouxvég: uTToBUPEOEIBIONAGE. AlaTapaxég Tou peTaBoAiopol kai NG Bpéwng. MoAU ouxvég:
Jelwpévn Opegn, uTTopayvnolaiyia®, utrokaAiaipio®, utTooABoupivaiyia®. Zuxvég: a@uddaTwaon, UTTOPWO@aTaIdia®, uTTovaTplaipia,®,
UTTaoBEeaTIONPIOR, uTTEpKaNiaIpia®, uTrepXoAepUBpIVaIpiaS, uTrepyAUKalpia®, uTToyAuKalpia®. AloTapax€EG Tou veupikoU ouaTriaTog. MoAu
ouxvég: duoyeuaia, KeaAaAyia, (aAn. ZUXVEG: TTEPIPEPIKN VEUPOTTAOEIa (CUPTTEPIAaMBaVOUEVNG TNG AlITONTIKAG). OXI OUXVEG: OTTACUOI.
Mn yvwoTég: ayyelakd eyKePANKS TTEI0dDI0. AloTapayEG Tou wTdg Kal Tou AapupivBou. Zuxvég: euBoég. Kapdiakég diatapayés. Mn
YVWOTEG: éu@payua puokapdiou. Ayyelakég diatapaxés. MoAU ouxvég: utéptaon®, aipoppayio®. Zuxveég: ev Tw PABer QAeBIKN
BpouBwan, QAeBIk BpouBwon, aptnpiakr BpdupBwon. Mn yvwoTég: aveupUopaTa Kal apTnpIokoi Siaxwplopoi. Alatapaxég Tou
QVATTVEUOTIKOU GUCTANATOG, TOU Bwpaka Kal Tou pegoBwpdkiou. MoAU ouxvég: duopwvia, dUOTIVOIQ, BrXaG. ZUXVEG: TTVEUMOVIKA
euBOAn. Alatapaxég Tou yooTpevTepikoU. MoAU ouyvég: didppola*, vauTia, €UETOG, OTOUATITIdA, SUOKOIAIOTNTA, KOIAIOKG GAyog,
duoTreyia, GAyog dvw KoINiag. ZUXVEG: YOOTPEVTEPIKN SIATPNON*, CUPIYYIO*, yaoTPOoOoIoO®ayIKr TTAAIVEPOUNOT, AIHOPPOIDEG OTOUATIKO
A@Ayog, EnpoaTopia, duoayia, yY\waagoduvia. Ox1 cuxvEg: TTaykpeaTiTida. Alatapay£g Tou ATTATOG Kal TwV XOAN@OpwV. ZUXVEG: NTTOTIKA
EYKEPOAOTTAOEI™. xoAoOTOTIKA NTTaTTION. AIATOPOXEG TOU OEPHOTOG Kal Tou utrodopiou 10Tou. TMoAU ouyvég: auvdpouo



ABavaclog Kwtodakng

Mapia AaBdavitn

Fewpylog Aaivakng

MuanA Awévtog

XapikAeia AuSAkn

Owpdg Makatowpng

Ewprivn Makpdkn

Xprotog Mapvépag

Avva Maotopdkou

Anpntprog Maupoudnig
BaciAelog
MeyaAoolkovopou
KAeita MyanAidou

MNavaywwtng Méyag

lwavva Mixou

lwdvvng Mouvt{log

Baoilelog Mnappnovvng

lwavvng MmnoukoBivag

Xpriotog Mnovpog

Adapavtia NwoAaidn

AxAA£ag NikOAOKOTIOUAOG

StauvpouAa Ntpouddkou

NikOAaog Zevidng
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Av. KaBnyntn¢ NaBoloyiag - Oykoloyiag, latpikn ZxoAr, MavemiotiuLo
Oeooahiag, AteuBuvtrg, Oykoloyikr KAwikr, M.I.N. Adpioog

KaBnyntpta Turipatog NoonAeutikrg-AteBveég Mavemotriuo tng EAAGSog

MaBoAdyog - OykoAoyog, AvamAnpwtig Aleubuvtng, A' OykoAoyikn KAk,
Noookoueio «Metropolitan»

MaBoAdyog-OykoAoyog, Emkoupkdg EmpeAntng, OykoAoyiky Movada
Oeparneutikng KAwikig, MN.N.A. «AAe€avEpa»

RN, MSc, Anpooia Yyeia kat Aloiknon Yrinpeowwy Yysiag MSc EpBoAtacpot kat
MpoAnn Aolpwéewv og Nawdia kat Edrpoug

Avarinpwtng Kabnyntng MaboAoyiag OykoAoyiag, latpikr LXoAn,
Mavernotpo Matpwv, Oykoloyko TuAua, M.I.N. Matpwv

NoonAeUtpla MNE, MSc «Awoiknon Movadwv Yyetag», MSc  «Alpatoloyia -
OykoAoyia madiwv kat eprifwv», PhD(c), Atpatoloyikry KAWIKN «BeVLZEAELO -
Mavavelo» Mevikd Nocokopeio HpakAeiou

RN,MBA,MSc,PhD. Zuvtov. El81koT. Anp. Yyeiag - Kowotikig NoGnAEUTIKAG
6" Y.M.E.

Mpoedpog latpikol TuAAGYou Matpwv

MaBoAdyog - OykoAoyog, KabBnyntrg Maboloyikrg Oykoloyiag, latpkn
ZxoAn, Navemotio KprAtng

KaB®nyntng TuApatog Mnxavikwyv HAEKTPOVIKWY YTTOAOYLOTWY Kall
MAnpodopikic, MoAutexvikn xoAr, Navenotiuio MNatpwyv

BloAoyog, Metadidaktopikn Epguvrtpla, Epyactriplo MetadpaoTikng
Oykoloyiag, Mavemotpo KprAtng

KaBnyntrg OpBonaudikng NMpdedpog latpkol Tunuatog Mavemotnuiov
Matpwv

ME NoonAegutikig, MSc, AteuBUvipla NoonAeuTikAg Yiinpeoiag

MD, MSc, PhD, MaBoAdyog-OykoAoyog, AteuBuvtrg, & OykoAoyikr) KAWLk Kot
Movada KAwikwv Mehetwy, «Eppikog Ntuvav» Hospital Center

MaBoAdyog-OykoAoyog, AteuBuvtng I OykoAoyikng KAwvikng, Nocokopeio
«Metropolitan»

MD, PhD, PharmaD, NaBoAdyog - OykoAdyog, Emiotnpovikdg YrielBuvog
OykoAoytkng Movadog, BlokAwvikr Oecoahovikng

MpUtavng Navemotnuiov Natpwv, Kabnyntng TuAuatog Mnxavikwy H/Y kot
MAnpodopLkng

MaBoAdyog - OykoAoyog, AvamAnpwtpla AteuBuvtpla, Oykoloyikr) KAk,
Noocokopeio «Mntépa»

MNaBoAdyog-OykoAdyog, Emkoupkdg latpog, Oykoloyikd Tunua, M.r.N.
MNatpwv

MaBoAdyog - OykoAoyog, " Maboloyikr Oykohoyikn KAwikr, Metropolitan
Hospital

MaBoAdyog-OykoAoyog, Enikoupog KaBnyntrg KAwikng Oykoloyiag, A.M.0.
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epuBpoduoaiobnaiag TTahapwv-TreAudTwy (PPES), €avBnua. Zuxvég: kvnoudg, ahwtrekia, Enpodepyia, SEpPaATITION UTTO HOPPNA OKMAG,
aAayr XpwHaTog HOANIWY, UTTEPKEPATWON. AIOTAPAXEG TOU HUOOKEAETIKOU GUOTANATOG Kal TOU OUVOETIKOU 10TOU. MOoAU ouxVvEég: TTOVOG
oTa AKpa. ZUXVEG: PUIKOi oTTaopol, apBpaAyia. OXI CUXVEG: 0OTEOVEKPWAT TNG yvABou. AIATapaxXEG TWV VEQPWY KAl TWV OUPOPOPWY
odwv. Zuxvég: Tpwreivoupia. Mevikég dlaTapayég Kal KATaoTaoelg TNG odou xoprynong. MoAU cuxvég: kOTTwan, @Aeypovr Twv
BAevvoyovwy, egaaBévian, Tepipepikd oidnua. MapakAivikég e¢eTdoelg?. MoAU ouxvég: peiwpévo Bapog, augnuéva ALT opou, augnuévn
AST. Zuxvég: ALP opou augnuévn, augnuévn GGT, augnuévn kpeaTivivn aipatog , augnuévn aguAdon, augnuévn NITTdon , augnuévn
X0AnoTEPOAN aipaToge, augnuéva TpiyAukepidia aipaTog®. Kakwaoelg, dnANTNpIACEI Kal ETTITTAOKEG BEPATTEUTIKWV XEIPIOPWY. OXI CUXVEG:
ETMITTAOKEG TPAUPATOG . *BAETTE evoTnTa 4.8 MEPIYPa®r) TWV ETTIAEYPEVWV AVETTIOUUNTWY EVEPYEIWV VIO TTEPAITEPW XOPAKTNPIOWS. Ol
akoAouBol 6pol £X0UV OUVOUAOTEN, TTPOKEINEVOU VO TTIPOKUWEI N KATAAANAN KOTNyopIoTToinon ouxvoetnTag: * MEwPEVEG QIMATOAOYIKEG
TTaPAUETPOI: AEPPOTTEVIA KAl HEIWPEVOG APIBUOG AEUPOKUTTAPWY. OUdETEPOTTEVIO KAl PEIWUEVOG aPIBUOG OUDETEPOPIAWY. @poufoTTevia
Kal PEIWPEVOG apIBPOG aigotreTaAiwy. ° Melwpéveg Bloxnpikég TTapdueTpol: YToaABoupivaipio Kal pelwpévn oABoupivn QipoTog.
YmaoBeoTiaiyia Kal geiwpévo aoBEoTIo aipaTtog. YTToyAUKalpia Kol pelwpévn YAUKOZN aipaTtog. YTTokaAiaIpia Kal HEIwPEVO KAAIo aipaTog.
YTropayvnoldigio Kol PEIWPEVO PayVAOIO QiPaTog. YTTovaTpIaidia Kal HJEIWPEVO VATPIO QiaTog. YTTOQWO@ATAIYIa KAl MEIWMEVOG
PWOPOPOG aipaTog. CAuENUEVES BIOXNMIKEG TTapapeTpol: Augnuévn XoAnoTePOAN aipaTog Kal uTTEpXOANaTEPOAaipia. YTTEpXOAEpUBpIVaIpia
Kal augnuévn xoAepuBpivn aipatog. YtrepyAukaipio kai augnuévn yAukodn aipatog. YTroBupeoedIonog Kal augnuévn oppovn diEyepong
Tou Bupoeidolg oTo aipa. YTepkahiaiyia kal augnuévo KaAio aipatog. Augnuéva TpiyAukepidia kai YTreptpiyAukepidaipia, ¢ Kolhiako
GAyog, KolAiakr) duo@opia, KoIAlakd GAyog oTnv avw KolAia kail KOIAIaKG GAyog oTnv KATw KolAia. © YTéptaon Kal augnuévn apTtnpiakn
Triean. fAlatapaypévn ToUAwaon Kai ETTITTAOKN aTo anpeio Topng. H kaBodaviviBn os ouvduaoud e viBoAouuauTTn o€ TTPWTNG-YPaUUAS
mpoxwpnuévo RCC. MepiAnwn Tou Tpo®iA acealeiag. Otav n kaolavTiviBn xopnyeital o€ guvOUaoud e VIBOAOUUAUTTN, avaTpESTe
oTnv MXM NG viBoAoupauTINg TTpIv aTré TNV évapén Tng BepaTreiag. Ma TeEPIoTOTEPESG TTANPOPOPIEG OXETIKA E TO TTIPOPIA AOPAAEIG TNG
povoBeparreiag Ye viBoAoupauTm, avatpégte otnv MXIM NG VIBoAoUPAUTING. ZT0 GUVOAO dedopévwy TG kaBolavTiviBng 40 mg pia opd
TNV nuépa o€ ouvdUaopo pe VIBoAoupauTn 240 mg K&Be dUo £Bdouddeg oto RCC (n =320), ye eAdxioTn Tepiodo Trapakoolbnong
16uNVWY, o1 TTIo GUXVEG OOBaPEG aVETTIBUUNTEG EVEPYEIEG (2 1% eTTITITWAON) ATAV SIGPPOIA, TIVEUUOVITIOA, TIVEUHOVIKH EPBOAN, TTVEUPOVIa,
UTTOVATPICINIO, TTUPESia, QVETTAPKEID TWV ETTIVEPPIdiWY, €UETOG, audATWON. O1 TIo CUXVEG QVeTTIBUNNTEG evépyeieg (= 25%) Atav
didppola, KOTTWan, oUvdpopuo epubpoducaicOnciag TTAAGPWY-TTEAUETWY, OTOPATITION, PUOCKEAETIKOG TTOVOG, UTTEPTaON, £&dvOnua,
UTTOBUPEOEIBITHOG, PEiWaN OpegNG, vauTia, KOIANIOKO dAyog. H TTAEIovOTNTA Twv aVETTIBUPNTWY EVEPYEIWV ATAV ATTIEG WG PETPIES (BaBudg
11 2). Mivakag avemBountwy evepyeliwy. Or avetmBUuNTeG EVEPYEIEG TTOU EVTOTTIOTNKAV OTNV KAIVIKF) PEAETN TNG KaBolavTiviBng o€
ouVOUAOUO6 HE VIBOAOUNGNTIN avagépovtal aTov lMivaka 3, oUu@wva PE TNV KATnyopia opyavou GUCTHHATOG Kal T GUXVOTNTa KaTd
MedDRA. O1 auyvoTtnteg Baaifovtal o€ dGAoug Toug Babpolg kai opifovTal wg e§AG: TTOAU ouxVEG (21/10), ouxvég (21/100 €wg <1/10) o1
ouxVvég (21/1.000 €wg <1/100), un yvwoTég (dev ptmopouv va ekTiunBolv pe Bdon ta diabéoiya dedopéva). Eviog kaBe katnyopiag
ouXVOTNTAG EPPAVIONG, O QVETTIBUUNTEG evépyeleg TTapaTiBevTal Katd @Bivouoa oeipd coBapdtntag. Mivakag 3: Avem@uunTeg
eVEPYEIEG PE KaBolavTiviBn o ouvduaopo pe VIBOAOUMAMTTN. AOINWEEIS Kal TTAOPAoITWOEIG. MOAU TuXVEG: Aoipwn Tou avwTEPOU
QVOTIVEUOTIKOU OUOTAPOTOG. ZUXVEG: TTveupovia. AIOTapay£G ToU QIPOTIOINTIKOU Kal TOU AEU@IKOU OUCTAMATOG. ZUXVEG: NwoIVO@IAia.
AlaTapay€g Tou avoooTToINTIKOU CUCTAPOTOG. ZUXVEG: UTTEpEUaIoBnaia (CUPTTEPIAGUBAVOUEVNG TNG AVAPUAAKTIKAG avTidpaang). Oxi
OUXVEG: OXeTI{OpEVN pE TNV €yxuon avtidpaon utrepeualobnaiag. Alatapayég Tou evOOKpIvIKoU OuoTApaTog. MoAU ouyvég:
UTTOBUPEOEIBITPOG, UTTEPBUPEOEIBIONOG. ZUXVEG: ETTIVEQPPIDIOKNA aVETTAPKEIA. OXI CUXVEG: UTTOQUOITION, BUPEOEIBITIdA. AIOTAPAXEG TOU
peTaBoNiopou kai TNG Bpéwng. MoAU cuxvég: peiwpévn Opegn. Zuxvég: aguddTwan. Alatapaxég Tou VeupikoU ouaThipatog. MoAu
ouyVvég: duayeuaia, COAn, kepahaAyia. ZUXVEG: TTEPIPEPIKT VEUPOTIABEIa. OXI ouxVvég: autodvoon eykeaAiTida, ouvdpopo Guillain-
Barré , puaoBevikd oluvdpopo. Alatapaxég Tou wrdg kal Tou AaBupivBou. OxI cuxvég: euBoés. O@BaAuikég dlaTapaxés. ZUuXVEG:
gnpopBahpia, BapTr 6paacn. Ox1 cuxvég: payoeditida. Kapdiokég Siatapaxég. ZUXVEG: KOATTIKF) BOpUapuUyn, Taxukapdia. OXI CuXVEég:
puokapdiTida. Ayyelakég diatapayég. MoAU ouxvég: utrépTacn. ZuxvEg: BpouBwon?. AlaTapayEg TOU aVATTIVEUSTIKOU CUGTAPOTOG, TOU
Bwpaka kal Tou peooBwpdkiou. MoAU cuyvég: duogwvia, duoTrvola, BAXag. ZuxVEG: TTVEUHOVITIOA, TIVEUHOVIKY €UBOAN, etrioTagn,
UTTEQWKOTIKF GUAOYR. AlaTapay€ég Tou yaoTpevTepikoU. MoAU ouyvég: didppola, EUETOG, vauTia, SUCKOINIOTNTA, OTOATITIOA, , KOIAIOKO
GAyog, duoTrewia. Zuxvég: KOATIda, yaoTpiTida, GAyog Tou OTOPATOGENPOCTOI, aIpopPOideg. OxI ouxVvEég: TraykpeaTiTida, diIGTpnon
AetrToU eviépoub, yAwoooduvia. AIGTapayEG ToU ATIATOG KAl TwV XOANQOpwY. TUXVEG: NTTOTITIdA. AlOTapaxEG ToU dEPUATOG Kal Tou
utrodopiou 10ToU. MoAU cuxvég: auvdpopo TTahapo-TreApaTiaiag epubpoducaiodbnaoiag, £§avONuaC , KvNOPOG. ZUXVEG: aAWTTEKIA,
Enpodeppia, epuBnua, aAAayr XpWHATOG TPIXWV. OXI CUXVEG: Wwpiaan, Kvidwan. AlaTapaxEéG TOU HUOOKEAETIKOU GUOTHAUATOG Kal TOU
ouvdeTIKOU 10ToU. MOAU CUXVEG: PUOOKEAETIKOG TTOVOGY, apBpalyia, puikoi oTracpoi. Zuxvég: apBpiida. ‘Ox1 ouxvég: puotdeia,
00TEOVEKPWON TNG YVaBou, aupiyyio. AIaTapaxEG TwV VEQPWV Kal Twv oupo@dpwv 0dwv. MoAl ouxvég: TTpwreivoupia. ZUXVEG: VEQPIKNA
aveTTapkela, o&gia veppikry BAABN. OXI ouxVvEg: veppiTida. MevikEG dlaTapax£g Kal KATAOTAOEIG TNG 030U xopriynong. MoAU cuxvég:
KOTTWON, Tupegia, oidnua. Zuxvég: aAyog, Bwpakikd dAyog. MapakAivikég egeTdoeice. MoAU ouyvég: augnuévn ALT, augnuévn AST,
UTTOQWOPATAIYIC, UTTAOBECTIOIYIO, UTTOMayVNOIaIyia, UTTovaTpiaipia, UTTEPYAUKaIia, Aep@otrevia, auénuévn aAkalikhy woeatdon,
augnuévn Aimmaon, augnuévn aupuidon, Bpopfotrevia, augnuévn Kpeativivn, avaipio, AEUKOTTEViQ, UTTEPKAAIQIUIO, OUDETEPOTTEVIA,
uTrEpacBeaTiaiyia, uTToyAuKaidia, utrokaAiaidia, augnuévn oAikr) XoAepuBpivn, UTTEPUAYVNOIaIYIa, UTTEPVOTPINIYIA, PEIWUEVO OWHATIKO
Bapog. Zuxvég: augnuévn xoAnaTepOAn aipatog, utrepTpiyAukepidaipia. O ouxvaTNTEG TWV AVETTIOUUNTWY EVEPYEIWV TTOU TTApOoUCIdlovTal
oTov Mivaka 3 pmopei va pnv amodidovral TTARPwG povo aTnv KaBolavTiviBn, aAAd evOExeTal va eUTTEPIKAEIOUV TN GUVEICQOPA TNG
UTTOKEIPEVNG VOOOU i atrd Tn VIBOAOUPGUTIN TTOU XPnOIdoTIoIEiTal 0 ouvduaopo. * H BpopBwon eival évag olvBeTog 6pog TTou
TrepIAapBavel BpopBwon NG TUAaiag GAERag, BpduBwon TG TIVEUPOVIKAG QGAEBag, Trveupovikhy BpduBwaon, aopTik BpouBwaon,
apTnpiokf BpouBwon, ev Tw BAaBel PAePIKr BpopBwon, BpduPwaon Tng TUENIKAG PAEBag, BpouPwan TNG KoiAng QAEBag, @AeBIKA
BpoupBwan, eAeRIk BpduBwaon Gkpou. P 'Exouv avapepBei Bavatngdpeg Tepmtwaoels. © To e¢avOnua gival évag ouvBeTog 6pog TTou
TrepIAapBavel Tn depuatinda, TNV opolddouaa Ue akur SEPUATITION, TNV TTOUPOAUYWIN depuaTimda, To aTro@OAMdWTIKG ££avONnua, To
£pUBNPOTWOEG £¢AvONUa, To BUAOKIWSES £EAVONPA, TO KNAIBWAEG £§AVONUA, TO KNAIBOPBAATIBWAES £§AVONUa, To BAATIOWEG £EAvONnua,
TO KVNOUWJEG £6AvVONUO KOl TO QAPHOKEUTIKO €&dvOnua. ¢ O PUOOKEAETIKOG TTOVOG eival évag oUVOETOG 6pog TTou TTEPIAAUBAvEl TNV
00@UOaAyia, TOV 00TIKO TTOVO, TO HUOCKEAETIKO BwpakiKd GAYOG, TN HUOCKEAETIKA duo@opia, TN HUaAyia, TNV auxevaAyia, To GAyog oTa
AKpa, To GAyog OTTOVOUAIKGH OTAANG. © O1 GUXVOTNTEG TWV £PYACTNPIOKWY GPWV AVTITTPOCOWTTEUOUV TO TTOCOCTO TWV ACBEVWV TTOU
EPPAVIOQV ETTIOEIVWON OTIG EPYOOTNPIOKEG PETPHOEIG OE OXEDN WE TNV évapgn TG PEAETNG pE Eaipean To PeiwpEVo owpaTikd Bdpog, T
augnuévn xoAnoTePOAN aipaTog kai TNV UTTePTPIYAUKEpIdaipia. [eplypa@n Twy ETAEYUEVWY QVETTIBUPNTWY EVEPYEIWY. Ta dedopéva yia
SlapopeTIKEG avTIdpdoelg Baoifovial oe aoBeveig Tou eAduBavav CABOMETYX 60 mg pia @opd nuepnoiwg oméd 1o OTOHA WG
povoBeparreia oTig Bacikég peAéTeg oTo RCC petd atmd mponyoupevn atoxeupévn Beparreia pe VEGF kai oe RCC xwpig Trponyoupevn
Beparreia kal oto HCC petd a1méd Mponyoupevn ouoTnuikr Beparreia r) o€ aaBeveig Tou éAaBav CABOMETY X 40 mg pia @opd nuepnaiwg
atmd 70 OTOPA O€ OUVOUAOHO HE VIBOAOUUAUTIN OF TTPWTNG-YPAUMAG TTpoxwpnuévo RCC (Trapdypagog 5.1). [aorpeviepikr (I[E)
didrpnan (BA. mapdypago 4.4). 3tn peAétn Tou RCC petd ammd Tponyouuevn otoxeupévn Bepartreia pe VEGF (METEOR), avagépbnkav
I'E diatproeig oto 0,9% (3/331) Twv aoBevyv pe RCC tou eAdpBavav kaBolavTivipn .Ta cupBavta Atav Babuol 2 ) 3. O didpecog
XPOvog £wg Tnv évapén frav 10,0 eBdopadeg. Moipaieg diatprioelg ekdnAwBNkav aT1o KAIVIKO TTPOypaupa yia Tnv kaBodavTiviBn.
peAéTn Tou RCC xwpig Trponyoupevn Bepatreia (CABOSUN), avagépBnkav M'E diatprioeig o1o 2,6% (2/78) Twv aoBevwv ye RCC Tmou
AapBavav kapolavtiviBn. Ta cupBavta Atav BaBuou 4 kai 5. X1 peAétn HCC (CELESTIAL), avagépBnkav diatprioeig ME aTo 0,9% twv
aoBevwv Trou éAaBav kapolavTiviBn (4/467). OAa Ta cupBdavTa Atav Babuou 3 r 4. O didiuecog Xpovog eupdviong frav 5,9 eBOoUAdES.
> ouvOuaou6 e viBohoupduTrn o Trpoxwpnuévo RCC og mpwtng-ypaupng Bepartreia (CA2099ER) n ouxvatnTa EPpAviong diaTpAoewy
TOu yaoTpevTepIKoU owAfva ATav 1,3% (4/320) oe aoBeveig Trou éAaBav Bepartreia. ‘Eva oupBav Atav o Babuou 3, dUo cupBavTa ATav
BaBuol 4 kai éva cupBdav Atav Babuol 5 (Bavatngedpo). 210 KAIVIKG TTPdypappa TNG KapolavTiviBng ekdnAwbnkav Bavatngdpeg
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NwoAaog =npadg MD, PhD, MaBoAdyog Oykohdyog, «IAZQ», ABrva

rewpytog OwkovopomouAog MaBoAdyoc-OykoAoyoc, EmpeAntrg, B' Oykoloyikr) KAwvikr, Noookopeio
«Metropolitan»

NikoAaogMavayomoulog  MD, PhD, Xelpoupyog Bwpakog. ZUVTOVIOTAHG OwPaKOXELPOUPYLKOU TUAUATOG,
OAUpumov Oeparneutrplo-evikr KAwvikr Notpwv

Xprotog Mavomoulog MaBoAdyog-Oykoloyog, AteuBuvtrg, Oykoloyikd TUAA, «EUPWKALVLIKA»
ABnvwv

Dwrtiog Manapacidémouvdog Mpoedpog A.2 & AteuBuvwy ZUpBoulog Mevikng KAwvikig OAYMMION

Mapia MNanapactlonovAou AktivoAdyog, YrieuBuvn Kévtpou Maotou kat Tuipatog Mayvntikou
Juvtoviopol, OAU oV OeparmeuTrplo

Anpitplog Manayswpyiouv  Emikoupog KaBnyntig MaboA. NoonAesutikrig Nav. Mehomovvroou,
Mpotiotduevog Oykohoyikng KAwikng EupwkAvik ABnvwv

Awovuolog MRCP(UK), PhD, Consultant in Medical oncology, UCLH and The Princess

Nanadatog - Nootog Alexandra Hospital Lung Cancer | Mesothelioma | Thymic tumours
CRUK UCL Clinical Trials Centre, lead for lung cancer

Xpiotog MNanadnuntpiov MNaBoAdyog Oykohdyog, Kabnyntrg latpikic E.K.M.A., YmeUBuvog, Oykoloyikn
Movada, I.N.A. «Apetaielo»

MavAog Narakwotag MaBoAdyog-Oykoloyog, AteuBuvtrg, B’ Oykoloyikr KAwikr, Nocokopeio
«Metropolitan»

Mavog MSc, PgDip (Onc), MRCP, CCT (UK), EmipueAntrig OykoAoyog, Movada

MNanavaoctaconoulog XnuetoBepameiag I.N. Matpwv «O Aylog Avopeag»

Xprotog Manavépéou MD, PhD, KaBnyntri¢ NaboAoyiag-Oykoloyiag A.M.0., AtcuBuvtrg, KAvikn

MaBoAoyikrig Oykohoyiag, I.N.O. «Manayswpyiou»

Awovuotog Mamaypnotou  lotonadoloyog Kabnyntig latpikng ZxoAng Nav/uou Matpwy, AleuBuvtig
TuAuatog MNaboloyikrg Avatoptkng «ONOpurov» Fevikl KAwikn Matpwy,
Professor (Adj.) of Pathology, University of Pittsburgh, Pittsburgh, PA, USA

Mapiavva Mionipiykou MaBoAdyog OykoAdyog, OykoAoyikod Tunua Maboloywkou Topéa,
Mavemniotnpako Fevikd Noookopelo Matpwv «MANATIA H BOHOEIA»

Kuprakn MAotapyomovAou MaBoAdyog OykoAoyoc, Atddktwp Mavemotnuiov ABnvwv
NwoAaog MoAitng NoonAeutig TE, MSc, MaBoloyikry OykoAoyikr KAwikr MalrNH

MNapaockevn Mapia Npdana  Mpoiotapévn Oykoloyikng Movadag Huepriowag NoonAeiag, I”
Mavemnotnpaky Maboloykn kAwikn, I.N.N.G.A. n «Zwtnpio»
KaBnyntpta (ZEM) MXN 64, EAAnvLKS Avolxtd MavemnioThpo

Inupog Pétoag Mpoedpog, tng Evpwnaiknig Etatpeiag lotopiag tng Oykoloyiag

Mapiva Pioyidvvn Anpootoypacdog, Apxtouvtaktpla Ednuepidag «MEAOMONNHIOZ»

EppavounA Zakolotpog Enikoupog KaBnyntrg OykoAoyiag, Tunpa latpikng, Mavemniotruo Oscoaliog

Enapewwvdog Zapavrds  Maboloyoc-Oykoloyog, AleuBuvtrg, B’ Oykohoyikr KAwikr), Noookopeio
«Metropolitan»

Fewpylog ZapéAng MaBoAdyog - OykoAoyog, Emotnuovikd YrieBuvog - AleuBuvtrg, Oykoloyikn
Movdda, I.N.A. «Immokpdtelo», Mpdedpog tng EAANVIKAG Kal AleBvoug
Etatpeiog Moplakd ZToXEUMEVWY - EEATOULKEUUEVWY OEPATIELWY
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dlarpnoslg. Hmarikn eykepatomdBeia (BA. mapdypapo 4.4). 1n peAétn HCC (CELESTIAL), n nmamikf eykepahomdBdeia (nmamikn
EYKEPOAOTTABEIN, EYKEPAAOTTAOEID, UTTEPAUMWVITIMIKE EYKEQAAOTTABEIR) avapépBnke aTo 5,6% Twv aoBevwyv TTou EAaBav kaBodavTiviBn
(26/467). Ta cupBavta BaBuou 3-4 Atav o€ mTooooTd 2,8% kai éva oupPav (0,2%) Babuou 5. O diduecog Xpdvog eugpaviong Atav 5,9
€BOONAdEG. Agv avapépBnKav TTEPITITWOEIG NTTATIKAG eykeparotdBeiag oTig peAéteg RCC (METEOR, CABOSUN kai CA2099ER).
Aidppoia (BA. mapdypapo 4.4). Zin peAétn RCC petd amd mponyoupevn otoxeupévn Beparreia pe VEGF (METEOR), n didppoia
avapépBnke ato 74% Twv aoBevwv pe RCC trou éhapav kaBolavTiviBn (245/331). Ta oupBdvta Babuou 3-4 ritav aT1o 11%. O didpecog
XPOVOG pgaviong nrav 4,9 eBdopddeg. Z1n peAétn RCC xwpig Tponyoupevn Bepartreia (CABOSUN), n didippoia avagépbnke oto 73%
Twv aoBevwyv Trou éAaBav kaBolavTiviBn (57/78). Ta ocupBdvta BaBuou 3-4 Atav oto 10%. Ztn peAétn HCC (CELESTIAL), n didppoia
avapépBnke a1o 54% Twv aoBevwy Tou éAaBav kaBodavTiviBn (251/467). Ta cupPavTa BaBuou 3-4 Arav 010 9.9%. O diduecog xpovog
EMPAVIONG AWV Twv oupBdvTwy fATav 4,1 edoudadeg. H didppola 0driynoe o€ TpoTroTroINoEIG dO0NG, DIAKOTTEG Kal OPIOTIKA SIOKOTTH o€
84/467 (18%), 69/467 (15%) ka1 5/467 (1%) Twv 00BeVWY, avTIOTOIXO Z& CUVOUOOMNO WE VIBoAoupdutn ot TTpoxwpnuévo RCC oe
TPWTNG-ypaupng Beparmeia (CA2099ER), n eirrwaon didppoiag avagépOnke oTo 64,7% (207/320) Twv acBevwv Trou éAaBav Bsparreia,
oupBavta Babuou 3-4 o€ 8,4% (27/320). O péoog XpoOvog yia Tnv £vapgn OAwv Twv cupBaviwy Atav 12,9 eBdopddes. Kabuatépnon
peiwon TG d6ong ouvéPn oto 26,3% (84/320) kai diakotmy a1o 2,2% (7/320) Twv acBevwv pe didppola, avrioToixa. Zupiyyia (BA.
mapdypa@o 4.4). 1 peAETn Tou RCC petd amd mponyoupevn atoxeupévn Bepateia e VEGF (METEOR),Ta oupiyyia avagépbnkav oTo
1,2% (4/331) Twv acBevwyv Tou eAduBavav kaBolavTiviBn kar TTepIAduBavav TTPwKTIKG cupiyyia oT1o 0,6% (2/331) Twv acBevwv TTou
AauBavav kaBolavTiviBn. ‘Eva cupBav Atav Baduou 3 kai Ta utréAoima fTav Babuou 2. O diduecog Xpdvog éwg Tnv évapén rrav 30,3
£BOopGdES. 2N peAETN Tou RCC ywpig Trponyoupevn Bepatreia (CABOSUN), 8ev ava@épBnkav TTEPITITWOEIG PE GUPIYYIQ. XTn MEAETN
HCC (CELESTIAL), Ta oupiyyia avagépbnkav o€ 1,5% (7/467) Twv aoBevwv pe HCC. O didiuecog xpdvog epeaviong ntav 14 eBSouadeg.
& ouvduaopo pe viBohoupduTrn oe Tpoxwpnuévo RCC o pwng-ypaupnig Bepatreia (CA2099ER) n ouxvotnTa £UPAVIONG CUPIYYioU
avagépBnke a1o 0,9% (3/320) Twv aoBevwv TTou EAafav Beparreia kal n coBapdtnta ATav Baduou 1. ©@avarng@dpa gupiyyia ekdnAwbnkav
070 KAIVIKO TTpOYpappa TnG KaBodavTiviBng. Aiwoppayia (BA. mapdypago 4.4). ¥t uehétn Tou RCC petd amod TponyoUpeVn OTOXEUHEVN
Bepareia ye VEGF (METEOR),T0 T0000TO €u@aviong cupBdaviwv cofaprig aiyoppayiag (Babuou = 3) Atav 2,1% (7/331) ot acBeveig
pye RCC mou AdpBavav kaBolavTiviBn . O Siduecog ¢ Xpovog €wg Tnv évapén ATav 20,9 efdouadeg. ZTn peAétn Tou RCC ywpig
Trponyoupevn Beparreia (CABOSUN), To TTocooTd epgdviong cupBdaviwv cofaprig aipoppayiag (BaBuol = 3) Atav 5,1% (4/78) oe
aoBeveig pe RCC mou AduBavav kapolavtiviBn. Xtn peAétn HCC (CELESTIAL), n ouxvotnTa eupaviong coBapuwv alhpoppayikwy
emelcodiwv (Babudg = 3) Arav 7,3% oToug acBeveig TTou éAaBav kaBolavTiviBn (34/467). O diduecog xpovog eupaviong Arav 9,1
sBéopdng >€ guvOUaouO e viBohoupduTrn o€ Tpoxwpnuévo RCC og TpwTng-ypapung Bepatreia (CA2099ER) n ouxvéTr]Ta ENQAvIoNG
oupoppuylcxg = BaBuou 3 fArav o1o 1,9% (6/320) Twv acBevov TToU a)\aBav Bepatreia. Oavarn@opeg aiyoppayieg EKén)\wenKuv aTo
KAIVIKO TTPOYpapua VIO v KaBo(avann 20vopouo angﬁlgg QAVAOTREWIUNG EVK! gggg/\g 1Td0e1ag (PR S) (BA. mapdypago 4.4). Aev
avagépbnkav TrepioTatikd PRES oTig ua)\smg METEOR 1 CABOSUN r] CA2099ER R CELESTIAL OpWG £xel avu(pepea PRES omxwa
o€ AAAeg KAIVIKEG BoKIUEG (o€ 2/4872 dtopa, 0,04%). A £va nrrarikd Ev{uua Kard T kaBolavriviBng o ouvduaouéd
viBoAouudurn oro RCC. e pia KAIVIKF WEAETN acesvd)v ue RCC o1 omoiol dev sl’xav )\stl Trponvoupévwg Beparreia Kal éAchv
kaBolavTiviBn oe ouvduaopud pe VIBOAOUPAUTIN, TTapatnpAdnke uwnAéTepn emimtwon Babuou 3 kai 4 augnuévng ALT (10,1%) kai
auénuévng AST (8,2%) oe oxéon e Tn povoBepaTreia pe KaBolavTiviBn otoug aoBeveig pe poxwpnuévo RCC (n ALT augnenke katd
3,6% ka1 n AST augriBnke katd 3,3% otn peAétn METEOR). O 81dipecog xp6vog Ewg TNV eppavion Tng Babuol > 2 atgnon tng ALT r Tng
AST Atav 10,1 prjveg (eUpog: 2 éwg 106,6 eBdopddeg, n = 85). Xtoug acBeveig e BabBuou = 2 aug¢non Tng ALT i Tng AST, o1 augnoeig
uTToxwpnoav otoug Babuoug 0-1 o€ 91% e BIGUETO XPOVO Ewg TNV aTTokaTaoTaon 2,29 eBdouddeg (eUpog: 0,4 £wg 108,1 eBOOUADES).
MeTagu Twv 45 aoBevwv pe Babpou = 2 atgnon Tng ALT f Tng AST oToug otroioug €yive eTTavatrpokAnan pe kaolavTiviBn (n = 10) fj pe
viBoAoupdpuTrn (n = 10) pepovwpéva ry kal Pe Ta duo (n = 25), eTravep@avion augnuévng ALT A AST BaBuou = 2 onpeiwbnke o€ 4 aoBeveig
Trou éAaBav kapolavTiviBn, og 3 acBeveig TTou éAafav viBoAoupduTmn kai 8 acBeveig Tou éAaBav kapolavTiviBn Kail VIBoAOUPAUTTN Yadi.
YrroBupeoeidiouds. X peAétn oto RCC petd amd Tponyolpevn oToxeUouoa Beparreia pe VEGF (METEOR), n emimtwon Tou
uTToBupeoEIBIopoU ATav 21% (68/331). Z1n peAétn RCC xwpig rponyoUpevn Bepartreia (CABOSUN), n emitrTwaon Tou uTroBupeosidiopou
nrav 23% (18/78) ot aoBeveig e RCC mou éAaBav Bepareia ye kaBoloavtiviBn. Ztn peAétn HCC (CELESTIAL), n emimtwon tou
uTToBupeoeIdiopou fTav 8,1% (38/467) oe aoBeveig TTou €AaBav Beparreia pe kaBolavTiviBn kai Ta cupBavta Babuou 3 ot 0,4% (2/467).
>€ OUVOUQONO pe VIBoAoupdauTtn o€ TTpoxwpnuévo RCC otn Bepatreia rpwTng ypapungs (CA2099ER), n TriTrTwon Tou uTroBupeoeIdITOU
frav 35,6% (114/320) Twv acBevwov TTou éAaBav Bepartreia. Avaopd mbavoAoyoUusvwy avemBuuntwyv evepyeiwv. H avagopa
TNBavoAOyoUHEVWY QVETTIBUUNTWY EVEPYEIWV HETE aTTO TN XOoprAyNaon Ade1ag KUKAOQOPIaG TOU QOPUAKEUTIKOU TTPOIOVTOG Eival ONUOVTIKN.
Emitpétel Tn ouvexn TrapakoAoUBnon TG oxXEong OPEAOUG-KIVOUVOU TOU PAPUAKEUTIKOU TTPOIGVTOG. ZNTEiTal ATTO TOUG ETTAYYEAUQTIEG
uyeiag va avagépouv otroleodrTrote TBavoAoyoUueveg avetmiBUUNTEG evEPyelEG PECW Tou €BVIKOU GUOTAPATOG ava@opdg TTou
Teplypdgetal oto Mapdptnua V. 6.4 1810iTepeg TTPOPUAGEEIS KaTA TN QUAASN Tou TTPOIOVTOG. Agv UTTAPXOUV EIDIKEG OOnYieg
diarripnong yia 1o poidv autd. 7. KATOXOZ THZ AAEIAZ KYKAO®OPIAL. Ipsen Pharma, 65 quai Georges Gorse, 92100 Boulogne-
Billancourt, ToANia. 8. APIOGMOZ(Ol) AAEIAZ KYKAO®OPIAZ. CABOMETYX 20 mg emkahupuéva Ue AETITO UUEVIO dIoKia.
EU/1/16/1136/002. CABOMETYX 40 mg emkahuppéva e Aetrtd upévio diokia. EU/1/16/1136/004. CABOMETYX 60 mg emmkaAuppéva
ue Aetréd upévio Siokia. EU/1/16/1136/006. 9. HMEPOMHNIA MPQTHEZ EFKPIZHZ/ANANEQXZHZ THZ AAEIAZ. Hugpopnvia Tpwing
€ykpiong: 09 ZemrrepPpiou 2016. Huepopnvia teAeutaiog avavéwaong: 26 Maptiou 2021. 10. HMEPOMHNIA ANAGEQPHZHZ TOY
KEIMENOY. AeTrTopepeig TTANPOQPOPIEG yia TO TTOPOV PAPUAKEUTIKO TTPOidV eival dlaBéaiyeg oTov SIKTUOKS TOTTO Tou Eupwtraikou
OpyaviouoUu Papudkwv: http://www.ema.europa.eu.

XOPHIEITAI ME MNEPIOPIZMENH IATPIKH ZYNTAIH AlO EIAIKO IATPO
KAI MTAPAKOAOY®HZH KATA TH AIAPKEIA THZ ArQrHz

S IPSEN
4 CABO-A/ ZEM 2020

Innovation for patient care

BonBrjote va yivouv ta pédppaka mo achai Kat A.T.®.: 22/12/2020

Avadépete IPSEN MON. EMNE

OAES Tig QVETUOUUNTEG EVEPYELEG Yl ArlOY AHMHTPIOY 63 174 56 AAIMOZ, AOHNA
 OMA Ta pppiaka CABOMETYX 20MG T.M.: 4755,63€ THA.: 210 9843324, 210 9858930, FAX: 210 9887911
Zuprnpivoveas Ty «KITPINH KAPTA» CABOMETYX 40MG T.IM.: 4755,63€ E-mail: ipsenepe@ipsen.com, http://www.ipsen.gr

CABOMETYX 60MG T.IM.: 4755,63€ TnAéowva pappakoemaypiTvong: 210 9843324, 210 9858930
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MD, PhD, NaBoAdyog-Oykohdyog, Emiotnpovikog YnieuBuvog, OykoAoyLkod
Tunpa, «AokAnmog AIATNQZIZ» - KAwikr «AckAnriieiov Kpritng», HpdkAeLo,
Kpritn

AvarAnpwtng KaBnyntng, Epyaoctriplo Qappakokvntikig, Aleubuvtng
Tunpatog Goppakeutikng, Navemotipo Natpwv

NoonAeUtpla, MPH, MSc, PhD(c), Topedpxng NoonAeutikng Yninpeaoiag,
«BeviZéhelo» I.N. HpakAeiou

AlevBuvtng Epyaotnpiouv Wndlakng Emetepyaciog onudtwy KoL LKOVWY,
Tunua HAektpoAoywv pnxavikwy & Texvohoylag YrmoAhoylotwy, MoAuTeEXVIKA
ZxoAn, MNavemotuo Natpwv

ErupeAntic B” Aktivoloyiag, TuApa latpikng Antewkdviong NMATNH

MD, PhD, MSc, AktivoAoyog EmipueAntig A', « Metagd» AVTIKAPKLVIKO
Nocokopeio, Honorary Consultant King's College Hospital

MRCP, PhD, MaBoAoyog-OykoAoyog, AleuBuvtig, E’ Maboloyikr) OykoAoyLkn
KAwkn, A.0.K.A. «Yyeion», Mpdedpog EAAnvikng Opydvwong MpoAnding kat
Exmaidevong yla tov Kapkivo (EOMETK)

KaBnyntng Atnatohoyiog Mavenotnuiov MNatpwyv AteuBuvtrg Aluatoloyikou
Tunuatog NaboA. KAwikAg

Avariinpwtpta Kabnyntpla Nadoloyikng OykoAloyiag, Turiua latpikng, A.MN.0.
MSc, TE NoonAeutpta, HECOG Study Coordinator, EMLOTNHOVIKOG ZUVEPYATNG
OykoAoyikr) Movada, I'.N. Matpwv «O ArOZ ANAPEAZ»

MD, PhD, BSc, MaBoAdyog OykoAdyog, latpiko Kévipo ABnvwy, ZUVTOVIOTAC
Ouadag Avooo-Oykoloyiag HeCOG

MD, MSc, PhD, MaBoAdyog — OykoAdyog, MSc BlomAnpodopikr, AvamAnpwtig
AleuBuvtrg, OykoAoyikr) KAwikr) 401 F’ENA, EMLOTNUOVIKOG ZUVEPYATNG,
«Eppikog Ntuvav» Hospital Center

MaBoAdyog - OykoAoyog, AteuBuvtng, B’ OykoAoyikn KAwikr, Nocokoueio
Metropolitan

MD/PhD, Hematologist/Medical Oncologist, Thoraxklinik and National Center

for Tumor Diseases (NCT) at Heidelberg University Hospital, Heidelberg,
Germany

MaBoAdyog-Oykoloyog, AteuBuvtpla EXY, Movada XnueloBeparneiog,
I.N. Natpwv, Adaktwp, latpikh ZxoAn, Navemiotiuo Natpwv

KaBnyntpla Maboloyiag - Oykohoyiag, latpwkr ZxoAn E.K.M.A., YevBuvn
OykoAoykoU Tunuatog, B’ Mpomatdeutikr) MabBoAoyikn KAwikn, M.I.N.
CATTIKOV»




LIFE*

v 11 yovoireg ue HR+/HER2- petaotatind raoxivo pootov =

1. Waks GA and Winer EP rev, Breast Cancer Treatment; JAMA. 2019; 321: 288-200, 2. Im SA et al., Overall Survival with Ribociclib plus Endocrine
Therapy in Breast Cancer; N Engl J Med. 2019 Jun 4. doi: 10,1056/NEJMoa1903765, 3. Slamon DJ et al, Overall survival with Ribocicblib plus
Fulvestrant in Advanced Breast Cancer, N Engl J Med Feb 2020; 382:514-524

HR+/HER2-: 6T1k0G 0€ 0pLOVIKG UTOO0XEQ KAt apVITIKGS OTOV UNod0XEQa 2 TOU avBpwItvou EMOgpIKOU auéntikou napdyovia

Ot guyvGTepes averuBupnTeq evEpyeleg Kat oL auxvoTePES averBUunTeg evépyeleg Babuol oL oToieg avapepdnkav ag ouyvotnta =20% kat =2%, avtioTol-
X0) 0Ta OUYKEVTPWTIKA dedopéva yia Tig omoieg n ouxvotnta tou Kisqali ouv KaBe auvduaoud unepBaivel m ouyxvoTTa TOU EIKOVIKOU GAPUAKOU Ouv KGBE auv-
Ouaopo fitav Aonéelg, oudeteporevia, Aeukorevia, kepahahyia, Brixag ooualyia, vautia, kénwaon, dlappola, EUETOC, BUOKOWNLGTNTA, AwTEK(a, Kat eEavenua
Kau howagelg, oudetepomevia, Aeukomevia, avaiia un euatoAoyIkES doKuaoieg NMatiknig Aettoupyiag, Aepgonevia, unopwaatayia kat EUeTos, avtiatoya

Lectus adv.

Mot m ouvtayoypaenan oupBoureubeite v Mepidnyn Xapaktmptatikawv Tou lpoidvrog, nou datibetar EAQ.

NOVARTIS

Novartis (Hellas) A.E.B.E.
12° yAp. EBvikng 0dou ABnvav - Aapiag,
144 51 Metapdppwo, Bonériote va yivouv ta gpiaxa o aogak

TA.: +30 210 281 1712 LGRS
OAEZ Tiq averBupnTeg evépyeles

I'pageio Oeooalovikng: S ®
: Supk «KITPINH KAPTA>»
12° yAu EBvikng 0600 Oeagahovikng - SHmperovas Y

N. Moudaviv, 570 01 B€ppn,
200m

/GR2103036970

. Y To GappaKeUTIKO TIPOIGV . . .
Tnh.: +30 2310 424 039 uriékettat oe mrpoobem rl b O C | C l | g
OAPMAKOEMATPYMNNHZH: +30 210 2828812 napakohouenan. tablets
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FENIKEZ MAHPOOOPIEX

Awopydvwon
IlvotitoUto Moplaknig latptkig kat Blotatpikng Epeuvag

Huepounvia
10 - 11 AekepBpiou 2021

Tonog Ate§aywyng
Juvebplakod kat MoAtttotiko Kévtpo Mavenotnuiov Matpwyv

Eyvpadég
H eyypadn kot n mapakolouBnon tou cuvedplou eMTPEMETAL LOVO OE EMAYYEAUATIEG LYELOG KOl OE
T(POTTUXLOKOUG/UETATTTUXLOKOUG doltnTeC. Ol CUUUETEXOVTEG eival amapaitnto va BeBalwvouv tnv
LOTNTA TOUC, TPOOKOUIZOVTOG aVTIOTOLXO ATTOSELKTIKO OTOLKELO.

ZUMMETOXN
H cuppetoyn oto Tuvédplo sivat Swpeav.

08nyieg napakoAovOnong e dpuoikn mapoucia:
H Eruotnuovikn EkénAwon Ba Sie€ayxBel Aapupavovtag OAa Ta TPOANTITIKA KETPA KOTA TNG SLACTIOPAS
tou COVID-19 kat pe puaotkn mapouacio mpokaBoplopévou aplBuol atopwy, cUUPWVA LE TG LOXUOUGCES
Slatatelg otnv aibouoa.
H elcodo¢ otn ouvedplakn aibouvoa enttpenetal PoOvo oe TARPWE ELBOALACUEVOUC f} VOO OOVTEG TO
televtaio €€aunvo Kkal anatteital n enidelén €yKupou TMLOTOMOLNTIKOU EUBOALACHOU i} TILOTOTOLNTIKOU
voonong. Oa tnpnOei oelpd mpotepaldTnTOC.
(H oepd mpotepardotnrag Oa adopd tnv adLn otov CUVESPLAKO XWPO KAl OXL TO TOTE
nipaypatonot}dnken eyypadn otnv Entotnuoviki Ek6AAwaon)

‘000l CUMUETEXOVTEG eMIBUKOUV va €xouv GUoLKA Tapoucia Ba mpénel va mpooéNBouv aTov XWwpPo
Sle€aywyng yla tnv eyypacdr Toug 1) va PayUATOTIOLU|C0UV TNV TPoEyypad TOUG NAEKTPOVIKA HECW

¢ LotooeAibag www.events.gr
JTOUG OUMMETEXOVTEG Ba otalel nAektpoviko barcode mou Ba mpPEmeL va 6OPWVOULV KATA TtV (0080

Toug otnv aibouoa.
H Xxprion paokag mPooTaciog €ivol UTIOXPEWTLKN YLot OAOUG TOUG CUUETEXOVTEG.
08nyieg Atadiktuakig MapakoAouOnong

BAOEL TWV VEWV LYELOVOULIKWV TPWTOKOAWY, n Emotnpovikr EkdAAwaon Ba mpoBAAAeTaL TauTOXpOvaL
SLadIKTUaKA PECW TNG LoTooeAiSag www.livemed.gr.

Edv elote VEog xprotng mapakalol e akolouBrote tn Stadikacia Snuloupyilag Aoyaplacuol oTo
Livemed, cuprAnpwvovtag ta anapaitnta nedia (matrjote oto nedio Register / Eyypadn).

H dnuioupyia Aoyaplacpol eivat Swpedv Kol UTIOXPEWTLKN YLA TNV TTAPAKOAOUONGCN TWV ORUALWY.

EQv €xete n6n Aoyaplacpod oto Livemed xpnotponotiote toug kwdikoUg oag yia va ouvdeBeite, eTuhéfte

ard to Hevou tnv katnyopia Live, To cuveSpLo ou BEAETE va apakoAOUBCGETE KaL 0T CUVEXELD TO
elkovidlo Go Live 1) Go Virtual.
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3TN oUVEXEL yla va ocuvdebeite pe tnv aiBouoa, ermAéyete amd to LevoL Tou gpdaviletal
0TO KATW HEPOG TG 000VNC oag, TNV «AlBouvoa ZuveSpLAcEWV»

[ 2]
p="-"="=%
Inueiwon: Epocov O£Aete va mapaAdBETE LOTOMOLNTIKG, UETA T oUVSECH 0ag OTO
% Livemed, ivat anapaitnto va petafeite otnv elkovikn «Mpappoateio Zuvedplou», matwvtag

TO QVTLOTOLXO ELKOVISLO KL va oAokAnpwoete TNV «Eyypadi» oag otnv EMLOTNLOVIKA
ekdnAwon mou embupeite, wote va apyioetl va kataypddetal o xpdvog mapakoholBnong

Mopla Zuvex{opevng latpikig Eknaideuong
JUpdwva pe Ta kpLtrpla tng EACCME-UEMS Ba xopnynBouv popla Zuvexlopevng latpikng Ekmaideuong
(CME-CPD credits).

NapaAafn Niotonotntikov

BdoeL g teleutaiog eykukAiou Tou EO®, Ba umdpxel oUOTNUA KOTOUETPNONG TOU XPOVOU
mapakoAoUBnong. To TLOTOMOLNTIKO TapakoAoUBNnong Ba oTaAel NAEKTPOVIKA WETA TO MEPAG TWV
gpyacLwy tng Emotnuovikng EkdAAwong oe ooug cuveéSpoug apakololBnoay to 60% TwV GUVOAKWY
WPWV TOU EMLOTNUOVIKOU TIPOYPAupatog. O aplOpog Mopilwv Zuvexllopevng latpkng Ekmaibeuong
(CME-CPD), Ba umoloytotei Bdoel Tou xpovou mapakololBnong mou Ba kataypadei oto cloTnua
KoTapétpnong otnv elcodo tng aibouvoag (kabwg kat oto Livemed yla 6ooug to mapakoloubricouv
SLaSIKTUOKA). STOUG CUUIETEXOVTEG e GUOLKI TTAPOUGIA, TO TLOTOMOLNTIKO Ba amoctalel oto e-mail
TIou €X0uV SNAWOEL KOTA TNV gyypadn TOuG.

Ol ouppetexovteg ou Ba mapakoAouBroouv Stadiktuaka (novo live, 6xL on demand)
MIopoUV va TopaAdBouV TO TILOTOTIOLNTLKO Toug ameuBeiag and tnv mlatdopua Livemed
péow Ttou TieSiou «IMOTOMOLNTIKOY, TATWVTAG TO OVTLOTOLXO £LKOViSLO Ttou BplokeTal otnv
€lKOVIKN «Tpappateia Zuvedpiou» Kal TO OMOLO EVEPYOTOLETAL LETA TN AREN TNG
ekSNAwong. O oUVEECUOC TTOPAUEVEL EVEPYOS UEXPL TNV OUECWE ETIOUEVH EPYAOLIN

nuépa amnod t AREn touv cuvedpiou.

!g ESw umnopelte va Bpeite to MNpoypappa tng Emotnuoviking EkSnAwaong

Mpappateio Zuvedpiov

E.T.S. Events & Travel Solutions A.E. EA. Bevi{élou 154, 17122 N. Zuvpvn TnA.: 210- 98 80 032,
@®af: 210-98 81 303, E-mail: ets@otenet.gr, ets@events.gr, Website: www.events.gr

AnayopeUetal pntd n avanapaywyr, avadnuooicuon, avtypadn, arobrikeuon, twAnon, petddoon, Siavour, ékdoon, ektéAeon, Ayn (download), petddpaon,
TPOTONOINGN K OMOLOVEHTOTE TPOTO, XWPLG TN PNTr TponyoUuevn yypadn cuvaiveon tng Etalpiag, Tou cuvOAoU 1 LEPOUG TOU TIEPLEXOLEVOU TOU
Mpoypdppatog. H E.T.S. Events & Travel Solutions emupuAdooeTal pntwe mavtog VORHou SIkatwpatdg tng yia tn StadUAagn Twv SIKALWHATWY TIVEULOTIKAG KoL
Blopnxavikig 8loktnotag. MNa avalutikdtepeg mAn podopieg emokedOeite To www.events.gr.
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