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Ayarmntot cuvadeAdoL Kal aLOTIUOL CUVEPYATEG,

H 6" Ekmatdeutikr) Ainpepida tng Maverotnuiakng Mabohoyikng KAWIKAG Kal TG HMATOyaoTPEVTEPONOYLKNG
Movadag Ttou levikou OykohoywoU Noookopeiou Kndiotdg «Ol ArOI ANAPIYPOI» og cuvepyaoia pe To
Ivotitouto Mehétng Neomhaopdtwy Memtikov (IMNEME) pe yevikd titho «Ilvwon-Kippwon-Kapkivog Hratog: Ma-
BoyeveTikd Movoratia Kat 2Uyxpoveg OepameUTIKEG MPooeYyIoELS» , N orola amoteAel MAEoV éval kKaBLlEpWEVO
Beou6 oTa EMOTNUOVIKA Spwieva TG xwpag pag, Ba Ste€axBel otig 2 kat 3 AekepBpiou 2022 otnv ABrva umd
v awida tg EMnvikng Etatpeiag MeAétng Hratog (E.E.M.H), tn¢ Etaipeiag Oykohoywv Mabohdywv EAGS0G
(E.O.M.E) kot tng EAAnvikA ¢ ETatpeiag Maboloyknic Avatopikng (E.E.M.A).

Onwg Ba mapatnpnoete and v emloyr Tng Bepatoloyiag tou Emotnuovikol Mpoypapupotos tng 6ng
Ekmatbeutikng Ainpeptdag pag emxelpeital adevog n olyxpovn HOpLaKn Kol TTABOYEVETIKN) TIPOCEYYLON TWV
UNXOVLOUWY TIOU SLETIOUV TNV QVATTTUEN TNG XPOVLOG NITATIKAG VOOOU amtd ETLOTHOVES UE TIOAVETH EVOOXOANON
Kol BaBLd yvwaon Tou QVTIKELUEVOU KOl APETEPOU N SLETILOTNLOVLKI) TIPOCEYYLON OUVOETWY KAVIKWY TIPORANUATWY
NG KABNUEPLVAC TIPOKTIKAC ATt EEALPETIKA EUTELPOUG KL SLEBVWE avayvwplopévouc cuvadéldoug Sladopwy
edwotnwy (MaboAdyouc, OykoAdyoug, TaoTPeVTEPOAOYOUC, XEPOUPYOUC, AKTIVOAOYOUG, AKTIVOBEPQTTEUTEG,
MaBoAOYOAVATOOUC K.Q) LE BACLKO OTOXO TNV AVASEUON TWV VEWV YVWOEWY TIOU TIPOKUTITOUV KaBnUepva Kat
v 8€ouoa eloaywyr TOUG 0TNV KAWVLIKNA TIPAEN Ttpog OheAOG TwV AoBEVWY HOG.

ISlaitepo adtépwpa yivetat otnv clyypovn mavdnuia TG Un-aAkooAkn¢ Autwdoug vOoOoU TOU MTTaToG KAl TLG
ooBapég eMUTAOKEG TTou Suvatal va emdEPEL KABWE KAl OTIG AALATWEELG EEEAEELC TTOU EXOUV TTPOKUEL OE OTL
adopd TN Slayvwon Kat EEATOMKEUEVN QVTILETWTTLON TWV A0BEVWY E NITOTOKUTTAPLKO KAPKIVWHA KAl XOAQy-
yelokapkivwpa 51adopomolwvTac onUAVTKA TNV KAWVLKA TTopela kat Ttpoyvwaon twv aoBevwy. OAeC oL elonynoeLg
KaL oL ooAlaopol Twv el8IKwy Ba ripooTabrcouv va sUUBEAAOLY SLayVWOTIKA Ko BEPATEUTIKA OTNY QVTILETWTLON
TEEPUTTWOEWY TN KAONUEPWAC KAWVLKAC TIPOKTIKAG TIou Bal tapouctacTouy arod 1atpols TN Maveriotnakig
MaBoloykng Kat TG Hatoyaotpevtepoloyikng Movadag tou TONK «OI ATI0I ANAPTYPOI» ota mAalola evog
oUYXpPOVoU Kal SLEVPUREVOU CLUUPBOUALOU avadelkviovtag MTOPAANAA TNV LeYOAN SUVALKY TOU KEVTPOU HAG
otn Slaxelplon aoBevwy e VOO LATA TOU NTATOG KAL TwV XOANGOpwV.

H Opyavwtikn kat Emotnpovikr Emtponr Bewpel ot 10600 n Bepatohoyia 600 koL n o€ Bdbog yvwon twv
YVWOTIKWY QVTIKELLEVWY, KaBwE kat n dlaitepn SLOAKTIKY eUMelpla Kol SEWVOTNTA TWV ETUAEYHEVWY OUVIOVL-
OTWV-OUANTWVY-CXOMACTWY TN 6Nn¢ EkmatdeuTikng Ainpepidag Staodaiilouv oe peydho BaBuo Tov eKMaSeUTIKO
XOPOKTAPA TNG eKONAWGONG YLO TOUG VEOTEPOUC CUVASEADOUC Kal TtapdMnAa Sivouv Tnv gukatpla avamtuéng
oUYXPOVOU SLETLOTNHOVIKOU SLAAOYOU KAl EMAVEKTIINONG TNC TPEXOUCAG TIPOKTIKAG YLat TNV EMAUCN CUVOETWY
KAWVIKWV TpOPANUATWY. EUENTILOTOUE OTNV TIApoUcia 6ag Kol KUPLWE OTNV eVEPYO CUMUETOXN oag TOoo Sla
{waong 600 kat Stadiktuaka adou n ekdnAwon Ba €xel LBPLOIKA popdh.

META TAG
0 Npdedpog TG Opyavwtikrg Emitpornig

i

s

lwavvng . EAsuowviwtng

KaBnyntng Naboloyiag & Hratoloylag
Mavernotnuiov ABnvwy
A/vtng Maverotnpiakng Madohoykng KAWLKAG
& Hmatoyaotpeviepoloyikng Movadag
levikol OykohoyikoU Nocokopeiou Kndiolag
«Ol AT10I ANAPTYPOI»




)=
TECENTRIQ (Roche)

atezolizumab

CONNECT
WITH PURPOSE

WY PRIX GALIEN GREECE ‘ees

TECENTRIQ® 1.200 mq mukvé Bidhupa yia nopaokeur Siahdpatog mpog €yxuon. S
TECENTRIQ" 1200 maq: * EAAGBa N.T.: 312190 € - A.T.: 395172 € » Kimpog: MAT. 4.073 42 €
TECENTRIQ® 840 mq nukvé Sidhupa yia napaokeud Siohdpatag mpog éyxuan. RAATTEPO BIOTEXNOAOTTRO TTPOION

TECENTRIQ® 840 mg: » EAMGa: N.T.: 2.053,66 € - A.T.: 2.618,66 € » Kimpog: MAT. 287355 €

T | Wy

Tpémog Aiﬂs:anc TECE‘NTRID": EAAdBa: Roche (Hellas) A.E.
Me nepiopioyiévn latpikd ouvtayr: Bon@ijoTe va yivouv mvdwfm o aopaki kat ) Ahapdvag 4 & Aehddv, 151 25 Mapodol, ATtk
Mévo yia vocokepiciakf xpfion and yiatpd WO peE: h: 210 6166100, email: hellas:medinfo@roche.com

Avape
e KatdhAnAn exdikeuon kot eneipfo. QEx “‘W“mm

Nepartépuw mhnpogopies SiatiBevia and tov SupmAnpivoviag v «KITPINH KAPTA»
Kdtoxo tng d3etaq kukhoopiag Katéniv ITriogws.

8001193 00 (Swpedv ypoppi emkovwviag)
Kinpog: A, Evopdrng & Zia Atd,
k: +357- 22766276

TECENTRIQ NSCLC.6_0922
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09:30-10:00 MpooéAeuon — Eyypadég
10:00-11:40 Ztpoyyulo TpamEQ

Juyxpova Sedopéva Kot poPAnpaTtiopoi yia acBeveig pe

Non-alcoholic/Metabolic dysfunction associated fatty liver

disease (NAFLD/MAFLD)

ZuVToVLOTEG: A. MNeTpadg - B. Zefaotiavog
10:00-10:20  ZUyxpOoVOL TPOTEWVOUEVOL 0pLopoL yla T Stayvwon thg NAFLD/MAFLD A. MavénAapa
10:20-10:40  Mnyaviopol nrmatikng BAARNC - maboyévela tng NAFLD/MAFLD E. Nanayswpyiov
10:40-11:00  NAFLD/MAFLD kat kapStayyeLakd voor ot I. Kovtog
11:00-11:20  NAFLD/MAFLD kat xpovia vedpki vooog H. Mavn
11:20-11:40  NAFLD/MAFLD kat e£wnTaTika VEOTAGGHOTA E. FeAadapn

SxoAwaoudg: X. ApakoUAng, B. MaradnuntponovAog
11:40-12:00 AIAAE=H

Juvtoviotég: E. BeZaAn — A. Kartdtang

JuvnBelg evBokpiIkeC Slatapayée kat NAFLD/MAFLD E. Alopdvtng
12:00-12:30 AwdAsyppa Kadé
12:30-14:00 ZtPOyyulAol TPOEQ

ZUyXPOVEG OEPAEVUTIKEG T(POTAGELG KOlL TIPOOEYYLOELS yLa

aoBeveig pe Non-alcoholic/Metabolic dysfunction associated

fatty liver disease (NAFLD/MAFLD)

ZuvtovioTG : A. AAe§ontoulou — K. ToUtouZoag
12:30-12:50  Emhoyr) umoATUS Atk G aywyng o aoBevelg pe NAFLD/MAFLD I. TKOUpGG
12:50-13:10  AvtiaiponetaAtakn f/KaL aQvIutnKTkr) aywyr] o acbeveic pe NAFLD/MAFLD l. ZKiadag
13:10-13:30  Emloyn avtdlofntikng aywync oe aobeveic ue NAFLD/MAFLD A. Maupoylavvakn
13:30-13.50 Evbeifelg, avtevOei€elc Kal amOTEAECUATIKOTNTA BAPLATOLKAG

XELPOUPYLKAC A. AAe§avépou

SxoAwaoudg: E. Pamtn , E. Zivakog
14:00- 14:30 ENINEFMENH AIAAE=ZH

ZuvtovioTég: |. EAevowviwtng - N. TevtoAoUpng

APACELG TWV VEOTEPWY QVTISLABNTIKWY TIAQAYOVTWY OTOUG UNXAVIOHOUG
NTATIKIG VOOOU KAl NTatokapkivoyeveong ota mhaiota NAFLD/MAFLD:
Qo TOUG LOPLOKOUG NXAVLIOHOUG OTLG SUVNTIKESG KAWIKEG EDAPUOYES

E. ZvaKog




«# MAPTE TON EAETXO ME

VCABOMETYX" | To cABOMETYX® MA
(cabozantinib) tablets | TOYZ AZ@ENEIE A%

To CABOMETYX® wg avaoToA£ag Tupooivikng kivaong (TKI) kai
a1rd TOU OTOPATOG BepaTreia eTTEDEIEE OTATIOTIKG OT|HAVTIK
BeAtiwon Twv PFS,0S,0RR? péow NG avaoToAnRg Twv

mmapayoviwv MET, AXL, VEFGR? og OA&g TIG KAIVIKEG MEAETEG!

Neg@pokutTapiké Kapkivwpa

1" Tpappn’
Z& eVINIKEG QOBEVEIS PE TTPOXWPNHEVO VEPPOKUTTAPIKG KapKivwpa evBidueons i
PTWXNG TTPOYVWONG, ol oTToiol Bev Exouv AdBel TTponyoudevn Bepareia.

Ze guvBuaopoé pe viBoAoupdpuTrn, evaeikvuTal yia TNV Bepareia TPWITNG Ypapupnig o
eVIAIKEG aOBeVEIG PE TTPOXWPNHEVO VEQPOKUTTAPIKG KApKivWHd.
2" Tpappry’

Z& eVANKEG 0IOBEVEIG HE TIPOXWPNHEVO VEQPPOKUTTAPIKG KAPKiVWHA PETA atTd
TrponyoUpevn oToxedouoa BepaTreia ayyeiakou evdoBnAiakol augnTikol Trapdyovia
(vascular endothelial growth factor, VEGF).

HmrarokutTapiké Kapkivwpa

2" Mpappry’

EvdeikvuTtal wg povoBepaTreia yia Tn BepaTieia Tou RTIATOKUTTAPIKOU
KapKIvWpaTog o€ evijAikeg aaBeveig TTou éxouv AdBel TTponyoupevn Bepatreia
UE COPAPEVIHTT.

A10QOopOTTOINHEVO KAPKiVWwHa BUpeOEIBOUG

2" Mpappny’

Ze eVIAIKEG aOBEeVEIC PE TOTTIKA TTPOXWPENHEVO | HETAOTATIKO, SIAPOPOTIOINUEVO
Kapkiviopa Bupeocidoug (DTC), avBekTikG i un KatdAAnAo yia Bepareia pe
padievepyo 1wdio (RAI), Tou éxouv TTapoucidoel eEENIEN TS VOTOU KaTtd Tn
BIAPKEIX 1) HETA aTTO TTponyoUHEVn cuaTnUaTikr Beparreia.

To CABOMETYX® £xe1 éva Siayeipicipo TTpo@iA aveKTIKOTNTAG KAl ao@AAEIAg, TO OTI0I0 EXEI
ammoSelxBei oe OAEG TIG KAIVIKEG NEAETEG TTPOCPEPOVTAG OTOUG aoBeveig TroioTnTa {wiig’

IPSEN MON. ENE i

ATIOY AHMHTPIOY 63 , 174 56 AAIMOZ, AOHNA p

THA.: 210 9843324, 210 9858930, FAX: 210 9887911 I . fSEN
E-mail: ipsenepe@ipsen.com Innovation for patient care
http:/fwww.ipsen.gr

TnAépuva papuakoeTiaypimvnong: 210 98 43 324, 210 98 58 930

1. Mepiknwn XapakrmpioTikwy Mpoidviog-AlariBetal ato Tnv eTaipeia mwﬁvw:wm-mw«mm

2. PFS:Progression Free Survival, 0S:Overall Survival, ORR:Overall Response Rate OAEX i avemBOpnTES EVEpYELES Yia
3. MET:Receptor Tyrosine Kinase, AXL:Receptor Tyrosine Kinase, OMw
VEGFR: Vascular Endothelial Growth Factor Receptor, Zu{IrAnpHiRovrs Tt MHITPIN KAFTAS

4. DTC: Differentiated Thyroid Cancer, RAI: Radioactive lodine

5 CABO-A/MAY2022
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14:30-15:30 AwdAsippa / EAadpl yevpa
15:30-16:00 AIAAE=H

Zuvtoviotég: I Kadipn — M. Ntoug

Neom\dopata Aratog oxeTwopeva e NAFLD/MAFLD I. ZakeAapiov
16:00-17:20 ZtpOyyUulAol TPOEQ

Z0yxpova SeSopéva yLa T enLTrpnon-rpwipn dtayvwon tov HKK

ZuvtovioTEG: 2. Ntoupdkng — Nt. TnviakoU
16:00-16:20 Tolol aoBevelg pe xpovia Loyevr nratitida xprnlouy ennpnong

yla HKK A. AuprtepOMOUAOG
16:20-16:40 Mapadoctakot kat cUyypovol BloSeikteg / scores yia T

SLOTPWHATWON TOU KVSUVOU A. Zupiya
16:40-17:00  Kpurrpla erthoyng a€ovViKNG N HayvNnTkng Topoypadiag ya tv

Stayvwon tou HKK X. TplavtonoUAou
17:00-17:20 Ta enupooBeta 0dhEAN TNG LOTOAOYLKAG SLAYVWong oTtnV

QVTLLETWITLON KA TIPOYVWON Twv acBevwy X. Muwtépn

SxoAwaoudg: K. Mnapumndrn, N. MaradornouvAog
17:30-18:00 AOPY®OPIKH AIAAEZH

ZUVTOVLOTAG: Z. MavWwAAKOMOUAOG

Xpovia Hratitda B kat o kivbuvog avarntuéng HKK: o pohog tng

avtukng Beparmelag B. ZeBaoTiavog

Sponsored by [(J G”;Ef:‘wble

18:00-18:30 AidAsipupa Kade
18:30-20:15 Ztpoyyulo Tpamél

XELPOUPYLKI QVTLLETWILON KOKOOwWV VEOTTAACUATWY AIATOG-XOANGOpwv

ZuvtovioTEg: |. KakAapdavog — K. Kwvotavtviéng
18:30-18:45 Mapoucioon MePLOTATIKWY E. KaBoupn, I. Koutpadoupng
18:45-19:05 O 15aviKOG UTIOPTPLOG YA AATIAPOCKOTIKI) / POUTTIOTIKI) NTTATEKTOWN N. Mayaipag
19:05-19:25  Xelpoupykn avIleTwrion aoBevoug e evpeyedeg HKK I. Zwtnpomoulog
19:25-19:45  EvOelfelq KOl OMOTEAECLATIKOTNTA XELPOUPYLKNG Beparelag

evdoNmaTIKoU XOAQYYELOKOPKIVWLOTOG 2. KOkohog
19:45-20:05  Xelpoupylkn QVTLETWITLON EEWNTTOTIKOU XOAQYYELOKOPKIVWLLATOG I. Tqipag
20:05-20:15  Avrtetwrion - EkBaon mepLoTatikwy E. KaBoupn, I. Koutpadoupng

3xoAiaoudg: A. Apuovng, N. Mrwxng




Entecavir Accord

Aiokia enikaAuppéva pe Aentd UpEVIo

Serving Health for Life

0.5 mg
1mg
X ey \
AL @ oA
. .«’ J hu‘l“u“u\‘\\ .
Kdaroyog Adelag Kukopoplag:
Bon@roTe va yivouv Ta pdppaka mo acpar kai Accord Healthcare S.L.U.
.. ) AVaQEPETE
— W] n e dl ca OAEZ Tig avemBUPNTEG EVEPYEIES YIO
m OAA 1a pappaka

SupmAnpwvovrag Ty «KITPINH KAPTA»
The Evolution of Generics

Ia nepicootepes mAnpogopies ameuBuvBeite oTnv eTaipeia :
WIN MEDICA ®APMAKEYTIKH A.E. i

: - ‘ . - AWARDS 2018
Oi6inodoc 1-3 & MNapddpopog Attikrig Odol 33-35, 15238 Xahavdpt W

TnA.: 2107488821, Fax: 2107488827, info@winmedica.gr, www.winmedica.gr
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20:15 - 20:45

AOPY®OPIKH AIAAEZH
Zuvtoviotig: |. EAevowiwtng

To LEANOV OTNV QVTILETWITLON TOU KapKivou ATATog Kat xoAndopwv M. Kapapouing

Sponsored by AstraZeneca

AHZH EPTAZIQN NMPQTHZ HMEPAZ

ZaBBato 3 RGN 2022

09:30 - 10:00

AIANE=H
ZuvtovioTég: M. AltootoAdmoulog — 0. £66vag

NUAVTIKEG SLAPOPOTOLOELG OTNV QVTLLETWTILON A0BEVWV e TIuAaia
UTEPTAON We BAon Ta VEa kpLtrpla Baveno N. Md6ou

10:00 - 11:20

10:00 - 10:20

10:20 - 10:40
10:40 - 11:00

11:00-11:20

ZTPOYYUAO TpamEqL
ZUyXpPOoVoL TPOBANHATICHOL KoL SUVTOTNTEG OTNV AVTILUETWILON
aoBevwv pe Kippwon Amartog ko HKK

ZuvtovioTég: |. FouAng — A. Xplotodoulou

Child-Pugh, MELD 1) ALBI score yLa ekTiinon Tng NTATikng epedpeiag
oe aoBeveic pe HKK A. KapayLovvakng

Avtietwrion muaiag uméptaong oe aobevn pe HKK 0. 216npomnoulog

H Suvatdtnta emavacnpayyonoinong te rmuAaiag Kal oL VEEG EUKALPLEC
TIoU pag Slvel n cuyxpovn MeUBATIKY akTvohoyia N. Ntwxng

H cUyxpovn B€on tng ev60oKOTUKNAG UTtEpN)XOYPadiag oTnv Stdyvwon
KO QVTLULETWTTLOT TWV NTIATIKWY VOO UATWY M. rkoAdaxng

SxoAwaoudg: A. Mavou, I. ManavikoAaou, A. Xat{nbdakng

11:30 - 11:50

11:50 - 12:45

AIANE=ZH
JUVTOVLOTEG: 2. Bpakag — . MntdpAa

AvaBewpnon otadlonoinong-aAyopBuou avtipetwriong HKK katda BCLC 2. NMavtQog

AldAeppa Kadé




FER/SPEC-RD/ADV/10-2022

ferinject’

ferric carboxymaltose

BonBriote vo yivouv 10 qdppaka nio aopahri Kat

F

ONOMAZIA TOY ®APMAKEYTIKOY NPOIONTOZX: Ferinject 50 mg aibrjpou avd ml evéoipo
Siahupa/Siahupa yia £yxuon. MOIOTIKH KAl MOZOTIKH ZYNGOEIH: Fva mi SiaAiuatoc nepiéxel

\VOPEPETE:
OAEE 1 aveniBUUnteg eEVEPYELES Yio évwarn kapBofupartdlng He oldnpo mou avtioTolxel s 50 ma oidripou. KaBe prakibio Twv 10 mi
T § WWW?WNH KePTA TEPIExEL Evwon kapPBofupahtdldng pe oibnpo nou avtiaTtolxel oe 500 mg oidripou.

)(GEnESIS

V 4

KATOXOEX THE AAEIAZ KYKAOQOPIAE: Vifor France 100-101Terrasse Boieldieu, Tour Franklin
La Défense 8, 92042 Paris |.a Défense Cedex, lalia
(N.T): FERINJECT INJSO.INF 50MG/ML BT x 1 x 10 ML VIAL

Nepartépuw minpopopiec SiatiBevtar and v Méveai Gdpua AE

Evdenctikry Tipr

A. Kngiofos 274, 15232 Xohavdpl, ABriva

TnA.: 210 8771500, Fax: 210 6891918 v VIFOR
e-mail: info@genesispharma.com
www.genesispharma.com P H A R M A
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ZapBato = 3 PTG 2022
12:45-14:00 Ztpoyyulo TpamEQ
Tithog: Avtipuetwrion acBevav pe urtotporni) tou HKK petda anod
XELPOUPYLKN 1} TOTILKOTIEPLOXLKT) Oepameio
ZuVTOVLOTEG: A. BloBikng — Z. Zaptdakn
12:45-13:00 Tlapouciaon MEPLOTATIKWY 2. BAdyou, A. STPOUMUTILWTNG
13:00-13:15 O aoBevrig uPnAol KvEUVOU TPWLUNG LTTIOTPOTTAG UETA amod nratektopry  A. TacoBaciAn
13:15-13:30  H QIOTEAECUQTIKOTNTA TNG CUCTNUATIKAG Beparelag A. ZOpWVAKNG
13:30-13:45  H B£on NG VEOETKOUPLKNG / ETUKOUPLKNG Beparelag I. Feppavidng
13:45-14:00 Avtuetwruon - EkBaon mepLotatikwy 2. BAdyou, A. ZTPOUUTILWTNG
SxoAwaoudg: I. Zwtnpomoulog, E. XoAdykitag
14:00-14:30 AOPY®OPIKH AIAAEZH
ZuVToVLoTEG: |. EAeuowviwtng - 2. MavwAaKOmouAog
Alaelplon TOU NOTOKUTTAPLKOU KAPKWVWATOC LE atezolizumab
Kat bevacizumab. Tpéxouoa KatdoTaon kat LEAANOVTIKEC OTPATNYIKES
Bepamneiag 1. Kookivog
Sponsored by
14:30-15:30 AwdAsppa / EAadpl yeupa
15:30-16:00 AOPY®OPIKH AIANE=H
ZuvtovioTtig: |. EAeuowviwtng
HCC: Sequencing strategy after the entrance of 1% line new
treatment option I. NanaBsodwpidng
Sponsored by > !ﬂﬁ%&j}!
16:00 - 18:00  ZTPOYYUAO TPaET
H olUyxpovn B£on g aktvoloyiag otnv SLayvwon Kot AVTLLETWILoN Tou HKK
Zuvtoviotég: T. Meppavidng - A. Xat{ndakng
16:00-16:15 Mapoucioon MePLOTATIKWY I. Metaéa, A. Mavtalng
16:15-16.45  ATEKOVIOTIKN Tipooéyyilon HKK B. PadanAidng
16:45-17:15  Tomukomeploxikn Bepameia HKK A. ToéAkag
17:15-17:45  Amnewovion HKK peta amd tomnkomneploxikn Beparneia I. KaAhapakng
17:45-18.00  Avtuetwrion - EkBaon mepLlotatikwy I. Metaéa, A. Mavtalng

ZxoAlaouog: X. Bepyadng, A. Zauwvakng, E. Zvakog




GEN/KTX/FACEDNA/2202

S ELIGLITEoTNY Kawvotopia

H @appakeutikn Kawotopia avoiyel kGBe pépa véoug dpdpoug otn Bepaneia. Ooo n enotiun Ba napdyet véa yvwaon,
1a épia g uyeiag Ba Sieuptvovtal. To adlvaro Ba yivetal kaBe pépa nio duvard.

" autd, atnv GENESIS Pharma, eotidfoupe ekel 6Aeg pac g duvdpels. Elgaote n pdvn eAANVIKR QappakeuTIKA
etawpeia pe e€eidikeuan otn Blotexvohoyia £5w kal dUo dekaetieg, p€ow TG aNoKAEIOTIKAG Hag cuvepyaaiag Ye
npwrtondpeg diebvelc papuakeuTIKEG eTalpeieg nou avakaAdntouv Kat avantiaoouv Bepaneieg axpnc.

Epyaldpaate kaBnpepivd yia va Slaogaliooupe atoug aoBeveiq otn xwpa pag, dueon npdaBaon og uPnirig
1exvoloyiag gdppaka yua Xpovieg, ondvieg kal cofapég naBroels, Kupiwg atoug Tolelg Tng veupoAoyiag, Tng
awwatoAoyiag, Tng oykohoyiag, Tng depuatodoyiag, Tng peupatoroyiag Kal Ing ve@poAoyiag.

Enevdloupe atnv kawvotopia. Mapapgvoupe npooniwpévol oTov oTéxo yia pia Kahitepn {wn.

www.genesispharma.com

\ PLATINUG | (GENESIS
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L TULICINE B AckepBpiou 2022

18:00-19:00 Ztpoyyulo TpamEq
ZUYXPOVN QVTLUETWITLOH TIPOXWPNHIEVOU XOAAYYELOKOPKIVWLOTOG

Zuvtoviotég: E. Zapavtag - E. Peg

18:00-18:20  |OTOAOYIKA XOPAKTNELOTIKA EVEONTIATIKOU YOAQYYELOKAPKIVWLATOC KOt
piktov HKK/xohayyetoCa A. MntoUKAag

18:20-18:40 Oepareio 1" kat 2" YPOUUAG, VEOETIKOUPLKA-ETIKOUPLKN Beparela 0. Téyog

18:40-19:00  Avaykaiotnta eAéyxou NGS UTtO To Tiplopa TOU KOGTOUG KAl TNG
QTOTEAECOTIKOTNTAG TWV CUYXPOVWVY OTOXEUOUCWY BEpaTELwV A. Ndon

SxoAtaoudg: I. fyoupog, X. XptotobouAou

19:00-19:15 Zupmepdcpato

AHZH AIHMEPIAAZ
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O/M%rg’s - &wroverés - &xoflacrés

AAe€avdpou Avdpiag

AlegomouAou AAe§avdpa

AnootoAomoulAog MNeptkAng

Apuovng Avaotactog

BefaAn EAeva

Bepyadng XpuocoBaAdving

BloBikng Avaotdolog

BAdyou ZTéAAa

Bpakdg Inupibwv

reAadapn EAévn

Feppavidng Mrewpylog

koA akng Mapaokeudg

Fkoupdg Mrewpylog

FouARg lwavvng

Awopdvtng Eudyyehog

ApakoUAng Xpriotog

EAgucwviwtng lwavvng

KaBoUpn EvayyeAia

AvarAnpwtng KaBnyntig Xewpoupyikng, latpkn 2xoAn, E.K.M.A., A’
Xetpoupykn KAwikn, I.N.A. «Aaiko»

KaBnyntpta, B’ Maboloyikr) KAwikr), latpikr) 2xoAn E.K.M.A., T.N.A.
«ImrokpdTeLo»

Fraotpevtepoloyog, AleuBbuvtrc, Taotpevtepoloyikr KAk, «417
NIMTZ»

rootpevtepoloyog, Aldaktwp Maveruotnpiou ABnvwv
HrmatoAoyog, Zuvepydtng Hratohoyikol Tunuatoc, YTEIA

MD, MSc, PhD , Emtepatikog AktivoAdyog EriueAntg A', T.N.A.
«AaikO»

MaBoloyog -Oykohoyog, AleuBuvtrg EZY, I" Oykohoyikr) KAk,
I.O.N.K. «Ot Aytot Avapyupol»

Ewdikeuopevn, Mavemotnuakr Maboloykn KAwikn, I.0.N.K. «Ot Aylot
Avapyupol»

Faotpevtepoloyog, EmueAntng A, Faotpevtepoloyikr Khwikn, I.N.MM.
«TCavelo»

MaBoloyog, B' Mabohoyikng KAwikng kot Opwvupou Epyaotrplou,
E.K.M.A, T.N.A. «ImmokpdteLon»

KaBnyntng Notpevtepoloyiag A.M.0., A’ Maboroyikr KAwikr, M.I.N.O.
«AXEMA»

ErpeAntng B’ FNaotpevtepoloyiag, KwvotavtonouAelo-TNatnaoiwy,
. N.N. lwviag

Kapdlohoyog, AleuBuvtng Kapdlohoyikrg KAwIKAg, EUpwKAWVIKN
ABnvwv

KaBnyntng Notpevtepoloyiag, A.M.0., A’ MaboAoyikn KAwiwkn, I.N.O.
«Immokpatelon»

Evbokpvohoyog, Maverotnuiakr Mabohoyikr) KAk -
Hratoyaotpevtepoloyikr) Movada, I.O.N.K. «Ot Aytot Avapyupol»

MaBoloyog-Hratohoyog, T. AleuBuvtrig B Maboloyikng KAwIkNgG
I.N.N.M. «AyLog Mavteheruwv»

KaBnyntrg Naboloyiag & Hratohoyiag Mavemotnuiov ABnvwy,
AleuBuvtrg Naveruotnuakng Nadoloykng KAwikng &
Hratoyaotpevtepoloyikrg Movadag, M.O.N.K. «Ot Aylol Avapyupol»

Ewdikeuopevn, Maveruotnuiakr) Madoloykn KAwikn, I.O.N.K. «Ot Aytot
Avapyupol»




KakAapdavog lwdavvng

KaAapdkng Mewpylog

Kardtang Avopéag

Kapaytovvakng Anpitplog

Kapapoulng MyanA

Kadipn Mewpyia

Kovtdg Mewpylog

Kookivag lwavvng

Koutpagolpng lwavvng
Kukaog ZtéAog

Kwvotavtviéng Kwvotavtivog

Aupumneponoulog AnpuntpLog

MdaBou NikoAétta

MavénAapa Alovucio

Mavn HAava

Mavou Aéomowa

MavwAakomouvAog ZnrALtog

Maupoylavvakn Avactacio
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Xelpoupyoc-Oykohoyog,, KaBnyntrg Xelpoupyikng E.K.M.A., AleuBuvtrg
Mavernotn ok Xewpoupytknc KAwikng, I.O.N.K. «Ot Aytot
Avapyupol»

Aktvoloyog, Maverotnuiakd Noookopeio Karolinska, STokxoAun,
Younbla

MaBoloyog-Hratohoyog, Aleubuvtrc EXY, T.N.M.N T.N.A.A. «Ayila
BapBapa»

MD, PhD, Eldikog Maboloyog-Hratohoyog, Noookopeio «Metropolitan
General»

MaBoAdyog - OykoAdyog, MD, PhD, KaBnyntng, latpikr ZxoAn, E.K.M.A,,
Mpoedpog A.X. I.M.B.E.

Juvtoviotpla AteuBuvtpia Maboloyoavatopkou Tunuatog, .N.A.
«ITmoKkpATELO»

MaBoloyog, B’ Maboloyikr) KAwikr) E.K.M.A. T.N.A. «ITmokpdTtelo»

KaBnyntrg Naboloyiag-HmatoAoyiag, B Mavemotnuiakn MNadoloykn
KAwikn), I.N.A. «Irmtokpdtelo»

Eldikeuopevog Ecwtepikng Mabotoyiag, M.O.N.K. «Ot Aylol Avapyupol»

Enikoupog KaBnyntng Xewpoupytkng, latpikr 2xohn E.K.M.A., B’
Mpomatdeutikn Xeypoupykr KAwikn, M.N.A. «Aaiko»

AleuBuvtrg Mevikng Baplatpikrg, AQmapookorikng & POUTTOTIKAG
Xelpoupykng KAIKAG, latpikol Kévtpou ABnvwv

MaBoloyog, Emikoupkog latpog, I Maboloyko Tunua, M.N.A. «O
EvayyeAlopog»

raotpevtepoloyog, AleuBuvtpla EXY, “KwvotavtonouAelo - Matnoiwy”,
I.N. N. lwviag

Eldikeuopevn Ecwteptkng Maboloyiag, A Mavemiotnuakn
MaBohoyikr) KAk - Hatoyaotpevtepoloyikr Movada, M.O.N.K. «Ot
Aylot Avapyupow»

Maboloyog, MD, MSc, PhD, B’ Maverotnuiakn Maboloyikr KAwkn,
I.N.A. «Irmokpdtelo»

Fraotpevtepoloyog, AleuBuvtpla EXY, Noookopeio .O.N.K. «Aytot
Avdpyupou»

KaBnyntng, MNaboloyiag - Faotpeviepooyiag, B Mavemotn ok
MaBoAoyikr) KAwikr, F.N.A. «ITmokpdtelo»

PhD, MaBohoyog - Alantoldyog AleuBuvtpla B' Maboloyiknig KAIKAg
YrieuBuvn Awapntohoykot Kévtpou I.N.A. «NIMTE» Mpdedpog
EAANVIKAG AtaBntoloyikng Etatpelag




Mayaipag NikoAaog

Metaéa lwavva

MrnapAa Mlewpyia

Mnappnatn KoAvpw
MrmoUKkAag AnUATPLOG

Muwtépn XapikAeia

Ndon Aéomnowva

Ntottg MéAave

Ntoupadkng Znupibwv

Mavtadng AMootoAng

Navt{og Znupidwv

Manayswpyiov EAévn

Nanadnuntponouvlog Bacilelog

Narnadomoulog NikoAaog

NanaBsodwpidng Mewpylog

MamnavikoAdou lwdvvng
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Xelpoupyodc, AKadnUaikog YIotpodog, B’ Mpomaldeutikr XELpOUpYLKN
KAwikr, T.N.A. «Adiko»

Edikeuopevn, Navermotnuiakn Mabohoykn KAk,
I.O.N.K. «Ot aylot Avapyupou»

Fraotpevtepoloyog, Akadnpaikn Yrotpodoc, E.K.M.A., EMOTNUOVIKOC
Yuvepydtng, Maverotnpakr MaboAoyikr) KAwikn, I.O.N.K. «OL ‘Aytot
Avapyupol»

MD FRCPath PhD Yuvepydtng HBD, « latpikod Kévipo» ABnvwv

MaBoAloyoavatopog, MD, MSc, Akadnuaikog Yrotpodog,
MaBohoyoavatopko Epyaotrplo, latpkn 2xoAn, E.K.M.A., Nocokopelo
«Apetatelo», Mélog A.Z. EN\nvikn ¢ Etatpeiag MNabohoyikng
AVQTOWULKNG

MaBohoyoavatopog, Nocokopelo «ApeTaielo»

MaBoloyog-Oykoloyog, Empelntpla B', B’ Maboloyikr-Oykohoyikr
KAwikn, I.O.N.K. «Ot Aylot Avapyupol»

Avarnpwtpta KaBnyrtpta MNaboloyioag-Hratohoyiag, latpikr ZxoAn,
E.K.M.A., B’ MaBohoyikr) KAwikr, I.N.A. «Immokpdtelo»

MaBoloyog-Hratohoyog, Ouotipog Kabnyntng latptkng XXoAng
E.K.M.A., NMpoedpog Emotnuovikng Etatpeiag Eowtepikng Mabooyiag
Kot KAwikn g Hratohoylag

Eldikeuopevog, Maverotnuiakn Maboloyikr KAk,
I.0.N.K. «OLAylot Avapyupol»

Eldikevopevog Ecwtepikng Maboloyiag, A’ Mavermotnuakn
MaBohoyikr) KAwikr HratoyaotpevtepoAoyikny Movada, I.0.N.K. «Ot
Aylot Avapyupol»

Maboloyog, A’ Mavemotnuakn MNaboloykn KAwikn, O.N.K. «Ot
Aylot Avapyupol»

MaBoloyog-Hratohoyog, Aleubuvtrg EZY, B' Mavemotnuakn
MNaBoloyikr KAwikr, I.N.A. «Imrokpdtelon»

MaBoloyog-Hratohoyog, ASakTwp latpkng ZXoAng MNavermotnuiou
ABnvwy, ErtipeAntnc A TaBoloyikng kAwiknig, Noookoueio «417
NIMT2»

KaBnyntig Naboloyiac-Taotpeviepoloyiag, latpikr TxoAn E.K.M.A,,
AleuBuvtg Maverotn kg Faotpevtepoloykng KAwikng, I.N.A.
«A\aKO»

KaBnyntng Naboloyiac-Taotpeviepoloyiag, HMaToyaoTpeVTEPONOYLKY
Movada, B” Mpomnatdeutikn Maboloykn KAk, latpikng 2XoAng
Maverotnuiou ABnvawy, M.I.N.A. «ATTIKOV»




Netpdg AnUATPLOG

Mtwxn¢ NwkoAaog

Parttn Eyprivn

PadanAidng Baoilelog

Peg EAévn

ZakeAapiou ZTpatnyovAa

Zapavtag Enapewvwvrtog

ZopUWVAKNG AnUATPELOG

ZaplbAakn-Zwpa ZEvia

Zyoupog lwong

2806vag Osodwolog

ZeBaotiavog BaoiAelog

Z16npomnoulog Opéotng

Zwvakog EppoavounA

IS ag lwavvng

ZTPOUUTLWTNG ANUATPLOG

Zupixa Avtwvia

Zwtnpomnoulog Mewpylog
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NedpoAdyoc, AteuBuvtng, Nebpohoyikd Tunua, M.N.A. «ImmokpdTteLlo»

MD, MSc, PhD, EBIR, EntepBatikdg Aktivohoyog, ErpeAntng A, Tunpo
EmepBatikng Aktivooyiag, I.N.A «I. Tevwnuatag»

MD, PhD, Eldtkog Maboloyog-Hratohoyog, Suvepydtng MNaboloyikng
KAWKA ¢ kat Hrtatohoyikrc Movadag, «latpikd Kévipo» ABnvwv

MD MSc PhD EDIR , EmpeAntrig B EXY Axtwvoloyiag M.M.N.O. «AXEMA»
levikoc Mpappateéag g AKTvoAoyIKNC ETatpeiog Bopeiou EANGSOC

MaBoloyog-Oykoldyoc MD, PhD, ErpeAntpia A, I Oykoloyikr
KAwikn, T.O.N.K. «Ot Aylot Avapyupol»

MaBoloyoavatoduoc, Emikoupn Kabnyrtpia,lo Epyaoctrplo
MaBoAoyikng Avatopikig, «Adiko» Nocokopelo, latpikr ZxoAn,
E.K.M.A.

MaBoAoyog - OykoAdyog , AleuBuvtrg B” Oykohoykng KAWIKAG
Noookopelo «Metropolitan»

FaoTPEVTEPOAOYOG - HIatoAdyoc , AleuBuvtric EXY, MavemoTn K
Faotpevtepohoyikr) KAwikr Ma.l.N.H., Kontn

MD PhD, MaBohdyog Oykoloyog, Mpoedpog Etatpeiag OykoAdywv
MaBohoywv EAadag (EOTE), AteuBuvtpla otnv A” Oykoloyikn KAwikn
Metropolitan Hospital, ABrjva, ETilotnpovikog YrebBuvog OyKoAoyLkoU
Tunpotog “AokAnmog AIATNQIIS”, HpdxAelo Kprtng

MaBoAoyog OykoAoyog, Erotnuovika YrieuBuvog I OykoAoyLKAG
KAwiknc I.O.N.K. «Ot Aylot Avapyupol»

FaotpevtoAdyog, AleuBuvtrg EZY, I.O.N.K. «OL Aytot Avdpyupou»

MaBoloyog-Hratoloyog, A’ Mabohoyikr KAwikn, I.N.A. «O
EvayyeAlopog»

Eldikeuopevog Faotpeviepoloyod. Naotpevtepoloyikn KAwikr NIMTZ,
ABrva

AvarAnpwtng KaBnyntng MNaboloyiag - Hratoloyiag, A.M.0., A
MaBoAoyikr KAwikr, I.N.O. «IrmmokpdteLo »

Kapblohoyog, AleuBuvtnc, Emeppatikog HAektpodualoAdyog —
AppuBLLOAOYOG EUpWKAWVIKNG ABNVWY

Ewdikeuopevog, Maverotnuiakn MNadoloykn KAk, T.O.N.K. «Ot
Aylol Avapyupol»

Emkouptkn) latpog, Ewdikr MaboAdyog, Maveriotn ok MaboAoyikn
KAwkn- HnatoyaotpevtepoAoyikrny Movada, .0.N.K. «OL Aylot
Avapyupol»

MD, PhD, FACS, FEBS, KaBnyntng Xelpoupytkng kat MEeTapooxeUoewv
latpikwyv 2xoAwv Mavemotnuiwy E.K.M.A. kat Essen AleuBuvtrg
Movabdag Metapodoxeuong Hratog I.N. ABnvwv «Aaiko»




TacoBaociln ABavacio

Téyog O66wpog

TevtoAoUpng NikoAaog

Tqpog Frewpylog

TnviakoU Ntiva

ToUtoulag Kwvotavtivog

TplavronoUAou XapikAsia

ToéAkag AQunpog
Xat{ndakng Adayp

XoAodykutag Euayyelog

Xploto60UAou AnUATPLOG

XplotoSoUAou Xpriotog
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Faotpevtepoldyog, I.O.N.K. «Ot ‘Aytot Avapyupol»

MD, PhD, MaBoAoyog OykoAoyog, EmpeAntrg B, I.N.A. «O
EvayyehMopodg»

KaBnyntng MNaboloyiag, A" Mpomatdeutikr MaboAoyikr) KAwikn
latpikn g 2xoAng E.K.M.A. & AtaBntoloyikod Kévtpo, I.N.A. «Adikd»

MD, MSc(McGill), PhD, FACS, FRCS(Canada), AtevBuvtrg Tunpatog
Xelpoupykng Hitatog Maykpéatog XoAndopwy , A.0.K.A. «Yyeia,
F. Clinical Ass. Prof. of Surgery, University of VT, USA

KaBnyrtpta Maboloyikrc Avatopikrg, Apetaicelo NOGOKOUELD, laTpLkn
YX0Ar), EBviko kat Kamodiotplakd Maveriotr o ABnvwy &
Translational and Clinical Research Institute, Newcastle University, UK

KaBnyntnig Kapdlohoylag, YrievBuvoc latpeiou Sopitkwy
kapSlomabewwv kat Kapdlo-oykoAoyiag, A Mavemiotn ok
Kapdiohoyikr) KAwikn, M.I.N.A. «Immokpdtelo»

JuvtovioTpla AteuBuvTpla AkTivohoytkoU Tunuatog, Noookouelo
«KwvotavtomoUAeLlo»

Interventional Radiology, Gustave Roussy Institut, Villejuif , France

Emeppatikog Aktivoloyog, KaBnyntrg Aktivoloyiag A.M.0., M.I.N.O.
«AXEMA»

KaBnyntng Naboloyiag-Hmatoloyiag latpikng 2xoAng E.K.MM.A., A" MaboAoyikn
KAwkn, T.N.A. «A\aiko»

KaBnyntng Notpevtepoloyiag, Tunpa latpknc, Mavemniotr o
lwavvivwv

MaBoloyog-OykoAdyoc, AteuBuvtng, B' Oykohoytikr) KAWLk,
«Metropolitan» Hospital
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AstraZeneca

/s FARAN

NEPHROLOGY

) GILEAD

Creating Possible

SIPSEN

Innovation for patient care

novel

MNMedcddicacal

\V
W Vocate

WinMedica

Serving Health for Life
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OPTrANQ3zH:
Ivotitouto Mehétng Neomhaopdtwy Memtikou- I.M.NE.ME.

2E 2YNEPTAZIA ME:
Maverotnuokr Maboloyikr KAwikr & HiatoyaotpevtepohoyLkr
Movada tou .O.N.K "OI AT10I ANAPTYPOI"

HMEPOMHNIA AIEZATQIrHZ:
02 & 03 Askepppiou 2022

TONOZ AIEZAIQrHz:

=evodoyeio Caravel, (aiBouca Horizon)
Bao\éwg Ahe€avdpou 2

161 21 ABnva

EITPA®EZ:
H eyypadn otnv Ainuepida sivat Swpedv. H mapakoholOnon entpénetal pévo o EmayyeAuartieg Yyesiog
KOLL OE TIPOTTTUXLOKOUG/ LETATTUXLOKOUG HOLTNTEC.

OAHTIEZ ®YZIKHZ NAPAKOAOYOHZHS:
JTOoUG oUMUETEXOVTEG Ba oTtalel nAektpoviko badge (barcode), To omoilo Ba pEmMeL va oKaVAPOUV KATA TV
€loobo kal €€060 Toug otnv aibouoa.

OAHTIEZ AIAAIKTYAKHZ NMAPAKONOYOHZHZ:

Edv elocaote véog xprnotng mopakahoUpe akohouBriote tn Sladkacia dnuoupyiag Aoyoplacpol
CUMMANPWVOVTAG Ta amapaitnta nedia oto www.livemed.gr (matfiote oto nedio Register/Eyypadny). H
Snuloupyla Aoyaplacpou sivat Swpedv Kat UTTOXPEWTLKA YLA TV TTAPaKoAoUBNGN Twv oLV,

Eav €xete Ndn Aoyaplacud oto Livemed xpnolomoliote Toug KwdkoUg oag yla va cuvdeBeite, emtNé€te
Vv Katnyopia Live kol to cuvedpLo Tou BEAeTE va mapakoAouBrOETE Kol 6T GUVEXELD TO £lkoviSlo Go Live
1 Go Virtual.

3TN ouvéxela yla va ouvdebeite pe tnv aibouoa, emléyete amod to pevol mou epdavileTal oTo KATW
HEPOG TG 000VNG oag, TV «AlBouca ZuVESPLACEWVY.

Edv oog evbladépel va mapaldBeTe motononTikd mapakoAouBnong, Ba mpEmeL va mpayaTOMOLOETE TNV
gyypadn oag otnv Ainuepiba péow ™G Ewkovikng MPOUUOTEIOG, TOTWVTAG TO QVTIOTOLXO E€LKOVISLo
«Eyypadn», wote va apxioet va kataypddetal o xpovoc,.

MOPIA ZYNEXIZOMENHZ IATPIKHZ EKNAIAEYZHZ:
SOudwva pe ta kpeipla thg EACCME-UEMS Ba xopnynBouv 15 popLa SuvexZopevng latpikig
Exnaidevong (CME-CPD credits).
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MNaBoyeveukd povondria & oUyxpoveg BepaneuTikéG NPooeyyioeLg

Me AieBvn Xuppetoxn

MAPAAABH MIZTOMOIHTIKOY:

To MLOTOMOLNTIKO TtapakoAoUBONoNC Ba GTOAEL LETA TO TIEPOG TWV EPYACLWY TNG AtNUePiSag o 6ooug cUVESPOUG
£X0OUV KAVEL eyypadn. Artapaitntn mpoindBeon yla tnv mapalafr Tou TLoTomoLnTikou tapakoAouBnaong sivat n
GUUMARPWON TOUAGXLOTOV TOU 60% TWV GUVOAKWY WPWV TOU EMLOTNOVIKOU TIPOYPAUUATOC KOL N NAEKTPOVLKN
GUUIMARPWON TOU EpWTNHATOAOYiOU afloAdynong the ekSAAWONG.

O apBudg Mopiwv Zuvexlopevng latpikig Exmaidevong (CME-CPD), Ba umoloylotel BAcel Tou xpovou
rapakoAoVOnong rou Ba kataypadel otnv mMathdpua Livemed yla 6coug £xouv SLASIKTUAKN TTapousial Kat 6To
oUOTNHO KATAPETPNONG OTNV £(0080 TNG aiBoucag yla 66ouG Exouv GUGLKN TTapouaia.

TPAMMATEIA:

@Evemts & Travel Solutions

E.T.S. Events & Travel Solutions A.E.

EA. Bevilélou 154, 17122 N. Tudpvn
TnA.: 210- 98 80 032, ®ag: 210-98 81 303
E-mail: ets@otenet.gr, ets@events.gr
Website: www.events.gr

ArtayopeUETaL pNTd ) Qvamapaywyr, avadnuoaoieuon, avtypaen, anodrkeuon, mwAnon, uetadoon, Stavourn, EkSoon, EKTEAEDN,
Anyn (download), uetappaon, tpomornoinon e omoLovVENIOTE TPOTO, YWPIS TN PNTH TPONYOUUEVN EYYPAPn TUVAIVEDN TNG
Etaupiag, Tou ouvoAou rj uépoug tou nepleyougvou tou lMpoypauuatog. H E.TS. Events & Travel Solutions entipuAdooetat pntwg
JTVTOG VoUiUoU SIkawuatog eyl ) StapuAaén twv SIKALWUATWY TIVEUUATIKAG Kot Blounyavikng tétoktnoliag. Mo
AVAAUTIKOTEPEG TTANPOPOPIEG EMLOKEPIEITE TO Www.events.gr

Amzvopaustm pnté n uvunapctvwvn avu&nuomsuun, uvnvpctd)n, anobrkevon, nw)\nun, uetadoon, Swavour, EK50CFr], ektéleon, An (download), uetadpoaon,
TPOTMOTMOINGN e OMOLOVSATIOTE TPOTIO, XWPIG TN pNTN nponvouuevn Evvpad)n ouvaiveon tng Etaupiag, Tou cuvOAoU 1} HEPOUG TOU TEPLEXOUEVOU TOU MPOYPAUUATOG.
H ET.S. Events & Travel Solutions emubuldooetal pnTwE MavTog VOUIHOU SIKALWHATOG TNG yia TN StaduAagn Twv SIKALWUATWY TIVEUMATIKAG KAt BLOMNXOVIKAG
dloktnoiag. Ma avaAutikdtepeg mAn-podopieg emokedBeite o www.events.gr.




ZYNTArOrPA®IKEZ MAHPO®OPIEZ TOY NMPOIONTOZ

1. ONOMAZIA TOY ®APMAKEYTIKOY MNPOIONTOL CABOMETYX 20 mg emkahuppéva pe AeTrto upévio Siokia CABOMETYX 40 mg ETKAAUPPEVT PE
AETITO ug:wo Biokia CABOMETYX 60 mg emkaluppéva pe AeTTo upévio Siokia. 2. MOIOTIKH KAIMOZOTIKH ZYNOEIH
e AETTTO upévio Siokia. Kdade emm)\upuevo pE AETTTO UpEvio Biokio TrepiExel kaBolaviviBn (S)-unhikr igoduvapn pe 20 mg KcBochvanng. Exdoxa pe yvworn
Jpdan Kabe smxu)\upp(»:vu pe AeTTT UpEvio diokio TrepiExel 15,54 mg Aaktolng. CABOMETY X 40 mg emkahuppéva pe AeTTo upévio diokia Kabe t:mm.?\uppr:vu
pe AeTITO upcwo Biokio TepiExel kafolavnivipn (S)-pniikn aooéuvupr] pe 40 mg KuBoi;uvanr]g Exboya pe yvwarr) dpaan Kabe EmKat\upucvo HE AETTTO Upévio
Siokio mepigxel 31,07 mg Aakrolng. CABOMETYX 60 mg emkaAuppéva pe AeTio upévio Siokia Kabe mlxui\uppi;vo HEAETTTO upzwo diokio TepiExel kaBodavnvipn
(S)-unAikr} 10odUvapn pe 60 mg kaBolavniviBng. Exdoya pe yvwotr) dpdon Kabe emkaAuppévo pe AeTTo upévio diokio TepiExel 46,61 mg Aaktocng. MNa Tov
TAfpn Katdhoyo Twy ekdoxwv, BA. mapdypago 6.1. 3. PAPMAKOTEXNIKH MOP®H Emkaluppévo pe Aemmo upévio diokio. CABOMETYX 20 m
emkahuppéva pe AeTrTd upévio Siokia Ta diokia eival KiTpiva oTpoyyuAd xwpig eyxapagn kal @Epouv Tnv EvBeIEn «XL» ot pia TTAeupd kal Tnv EvBeign «20» otnv
GAAN TTAeupd Tou diokiou. CABOMETYX 40 mg emmikaAupipéva pe AeTiTod vpévio Biokia Ta Siokia eival KiTpiva TpIywVIKA Xwpig eyxapadn kal @Epouv TV EVOEEn
«XL» ot pio TAEUpd kai Ty évbeign «40» oty dhhn Trl\eupc’: Tou Biokiou. CABOMETYX 60 mg emmikauppéva pe Aetrro upévio Sigkia Ta Siokia eival kitpiva
offaA ywpig eyxapaén kai pépouv Tnv EvoeiEn «XLy» ot pia TAeupa kai T évdegn «60» otrnv aAAn TTAeupd Tou diokiou. 4. KAINIKEZ NAHPO®OPIEE 4.1
ecpcn'rcmlxsg evBeifeig Negpokuttapikd kapkivwpa (RCC) To CABOMETYX evdeikvutal wg povoBepareia yia 10 TIpOXWPNPEvO vstppoxunapmo
chxlvmpu - wg BspuTrﬂu TIPWING-YPAUUNS O evijhikeg aoBeveig, pe EVﬁI(IlJF.Gr] 1 Ty Tpoyvwon (BAErre Trapdypago 5.1), - ot eviAKEG HETA ATIo
TiponyoUpevn atoxeUouoa Gepareia ayyeiakol evdobnAiakou augnmkou Trapdyovta vascular endothelial growth factor (VEGF) (BAéme Trapdypago 5.1). To
CABOMETYX, ot uuvﬁuaouo HE viBoAoupdpTm, evBeikvutal yiat TV Bepartieia TIPWING-YPAPHNG Ot EVANKES aaBeveiq HE TIpOXwpPNHEVO vsq)poxurmplm
Kc:pxlkuu (BA. mapdypago 5.1). Hrarokuttapikéd kapkivwua (HCC) To CABOMETYX evdeikvutal wg povoBeparreia yia Tn Bepartieid Tou NiaTokuTrapikou
kapkiviparog (HCC) oe evijhikeg Tou éxouv AdBel Tiponyoupévwg Bepareia pe oopageviumn. Aldgopomomnuévo kapkivwpa Bupeogidolg (DTC) To
BOMETYX evdeikvutal wg povoBepareia yia 1 Beparreia evnAikwy aoBeviv WE TOTIKG TTPOXWPNEEVO 1) HETAOTATIKG, SIGQOPOTIOINHEVO KapKivwia
Bupeoaidols (DTC), avBekTIKO 1) pun katdAAnAo yia Beparreia pe padievepyo 1wdio (RAI), Trou éxouv Trapouadidoel eEEMIEN TG vOOOU Katd T SIAPKEIa ) HETA aTid
TponyoUpevn cuatnuarik Bepareia. 4.2 Aogoloyia kai Tpomog xopriynong H Bepareia pe CABOMETYX Ba TipETel va TipaypaTtoTiolETal amé 1atpd
EUTTEIPO 0TI XOPIYNON QVTIKAPKIVIKWY QApUOKEUTIKWY TrpoidvTwy. Aooohoyia Ta Siokia CABOMETYX kai o1 kéwouleg kaBodavtiviBng dev eivar Bioioodivapa
Kal dev TIpETTEN va xpnoipoTioioUval To éva avri Tou dAou (BA. mapaypago 5.2). To CABOMETYX w¢ povo@eparelie NMa 1o RCC, 1o HCC kai to DTC n
ouviaTwyevn d6on Tou CABOMETYX eival 60 mg pia gopd nepnoiwg. H Bepareia Ba mpémel va ouvexioTel péxpl o aoBevrig va pnv eTTweAETan TTAEoV KAIVIKA
and 1 Beparreia ry péxpr va eppaviatei un aodek Tofikomra. To CABOMETYX ge ouvauaaciio pe VIBOAOUNGLTTH aTnv TTRWTn-ypappn Tipoxwoenuévou RCC
H guviotiwpevn S6on Tou CABOMETYX eival 40 mg pia @opd Tnv nuépa ae ouvBuaopd e VIBoAoUPGPTIN Trou Xopnyeital evBopAepiug eire wg 240 mg kabe 2
£RBopadec eite wg 480 mg kdBe 4 efdopddeg. H Bepameia Ba Tpémel va auvexioTel péxpl TR £EENEN Tng vooou 1 T Un amrodekTr TogikétnTa. H viBoAoupdpTn
Ba TpéTTel va ouveXIOTEl péxpl TNV EEMEN TNG vOoOU, TN PN aTTOBEKT TOEIKGTNTA 1 EWG Kal 24 prjveg oe aoBeveig Xwpig eEENIEN Tng vooou (BA. Mepiknyn Twv
XapakmnpioTikiy Tou Mpoidvrog (MXM) yia T dooooyia g viBohoupdpuTmng). Tpommomoinan 1ng Beparneiag Na T Siayeipion Twv OTIOTTWY avernBUunTwy
EVEPYEIWV TOU QUPUAKOU PTTOPET va aTraireital Tipoowpivr) SiakoTr) Bepareiag f/kal peiworn g déong (BA. Mivaka 1). Otav n yeiwon g doong eival amrapaitnn
ot povoBepareia, ouvioTtdra va pewdel ota 40 mg nuepnoiwg kar katomv ota 20 mg nuepnoiwg. Otav To CABOMETYX yopnyeital o ouvBuaopo pe
viBohoupdapTn, ouviaTdaral n peiwon g d6ong ota 20 mg CABOMETY X pia gopd v nuépa Kai atn ouvéxelia ota 20 mg kdBe Seutepn nuépa (avarpégre oy
MXMN g viBoAoupapTng yia Tr CuVIOTWHEVN TpoTroTroinon Tng Bepareiag yia T viBoAoupdptm). MNa ) Siaxeipion ¢ TogkémTag Babuol 3 fi peyaAiTepou
olp@wva HE Ta Kovd Kpirfpid opohoyiag yia avemBipnTeg evépyeies (CTCAE) iy pun avekTrg To§ikétTag abuou 2, ouviotdral n diakotr Tng 66ong. ZuvioTdral
n peiwon g d6ong yia oupBdvia, Ta oTroid, £Gv EPPEVOLY, HTIOPOUV va KaTaoTolv coPapd ) un avektd. Edv évag aaBevig mapakeiyer pia Soarn, n §6an mou
TapaheipBnke Sev Ba TrpETTer va AngBei edv amropévouv AiyoTepeg aTd 12 wpeg PExpl Tv emopevn Soon. Mivakag 1: ZuvioTWHPEVES TpoTToTTONNOEIG 5OOTIG
Tou CABOMETYX yia avcmﬂt’mmcg EvEpYEIEG AVETTIBUUNT Evépvslu Kai OguTnTa: AvaTnBGunTeg avTidpdaEIg Euepoo 1 ka1 BaBpou 2 Trou eiva av&x?ég
Kal edkoha avmipeTwrioipeg TpoTroToinan Bepareiag: Aev ammarteital auvriBug TTpooappoyr] d6ang. MpooBEcTe TTapoyr UTIDOTNPIKTIKAG @povTIGag olppuvVa
HE TIG eVBEIEEIC. Avsrrtﬂupnm Evépyeia kai OfuTnTa: AvemBopnteg avnidpdoeig BaBpol 2 Trou eival pn avexTég kal Bev eival Buvato va avTIPETWITIOTOUV PE
peiwan d6ang f erroo'rnplxnkﬂ ppovTida. Tpononomon Beparreiag: AiakoyTe Tr) Bepameia £wg 6ToU N cv:rneuprm avtidpaaon amoxataoTabel oe Babpd
=1.MpocBEcTE UTTOOTNEIKTIK PPOVTIda ouppwya pe TG evieigeg. ECETGoTe To evBEXOPEVO ETIAVEVAPENG OE peiwpévn Soor. AVETBOpNTN Evépyeia Kal
0goTnTa: AvemBounTec avmdpdoels (ekTOG amd KAVIKG Wn epyactnpiakés avwuahieg) Tpomrotroinon Bepameiag: Aakoyte T Bgpameia £wg dtou n
avemBounTn aviidpaon amokaracTtabel o Babud =1. MpooBéoTte uTooTNEIKTIKA @povIida olppuwva pe g evdeitelg, ETavekkiviioTe o Pekwpévn oo,
Avemeuuntn Evépyeia kai OfoTnTa: AvemBounteg avmidpdosig (ekTdg ammd KAVIKG pn epyaoTnpiakéc avwpadieg) Tpotrotroinon Beparreiag: AiakoyTe )
Bepameia, XopnynoTe katdAnAn iarpikr poviida. Edv n avem@uunTn avridpaon anokaraatabei péxp 1o Babuo <1, emavekkivijoTe 0t Pewpévn déon. Edv n
avermBounTn aviidpaon Sev emAuBEi, SiakoyTe povipa T Bepatreia. AvermiBupnTn Evépyeia kai O§utnTa: AuErioeig nmamikwv eviipwy yia aoBeveig pe RCC
mou éhapav CABOMETYX oe ouvBuacpd pe viBoAoupdpTn. Avemeounm Evépyeia kai OE0TnTa: ALT r) AST > 3 gopég ULN arrd s 10 gopég ULN xwpic
TauToypovn ohikr] xohepuBpivn = 2 gopég ULN Tpomrotroinon Bepameiag: Aiaxkowte To CABOMETYX kan ) viBoAoupdpTin £wg 6Tou autég ol avetmBUpnTeg
EVEPYEIEG UTTOXwWprioouv ot BaBuo s1 H Beparreia pe kopTikooTepoeldr| PTTOpE] va eEETACTE edv UTIAPYXE! UTToWia avTidpacng OXETICOHEVNG PE TO QVOTOTIOINTIKG
alompa (avatpégre omyv MXM g viBohoupdpTng) Mropei va etraveteTacTei emavekkivian pe éva povo gdapuako 1) Siadoyikr] eTTavekkivnon kal pe 1a dlo
@dppaxa Perd Tnv avdappwern. Edv exiviioete ek véou pe T viBohoupdprn, avarpéEre atnv NMXN g vifohoupdaprme. AvemopnTn Evépyeia kai OfuTnTa:
ALT i AST > 10 gopég ULN i > 3 popég ULN pe Tautdypovn olikr} xoAepuBpivn 2 2 gopég ULN Tpomotroinon 8epameiag: AakowTe opioTika 10 CABOMETYX
Kal T viBohoupduTn, H Bepatieia pe KopTIKOOTEPOEIDN) UTTOPE! va efeTaaTel edv uTTdpxel uTioyia avTidpaong oxeT{OPEVIG HE TO QvOOOTTOINTIKG CUCTRHO
(avarpé€te omyv NMXN g vifoAoupduTng). Inpeiwon: O Babuoi Togikémrag cuppuwvoly pe Ta Koiva Kpimpia OpoAoyiag Tou EBvikol AvTikapkivikod
IvatmodTou yia AvernBopunTeg Evépyeieg ékdoon 4.0 (NCI-CTCAE v4). ZuyxopnyoUlEva QapUAKEUTIKG TIPOIOVIa Ta auyXopnyoUHEVa QUPHOKEUTIKG TTpoIOVTa
Tiou eival ioxupoi avacToeic Tou CYP3A4 Ba ipérel va qumuonomﬁ\rrm HE TIPOTOXT] KOl 1) XPOVIG XPROT) GUYXOPNYOUHEVWY QAPUAKEUTIKGV TIPOIGVTWY TToU
arrotehouv loxupols emmaywyeic Tou CYP3A4 Ba Tipemel va amrogelyetar (BA. Tapaypagoug 4.4 kar 4.5). Ba TipeTiel va pc.\srqﬂen n emAoYr evog eVaAAaKTIKOU
GUYXOPNYOULEVOU @aplaKeuTikoU TipoiovTog pe kabohou i eAdyioTo Buvapiko va emdyer 1) va avaotédhel To CYP3A4. Eibikoi TAnBuoyol HAkiwpEvDl Aev
ouvioTdTal bk Tipooappoyn Tng Boang yia Tn xprion e kaolavTiviBng oe r‘].’\lKprEVOU; acBevelg (2 65 £m). @UA] Aev amrameital npoucppovn ™meg Gocrng
pe Baon my eBvikdtnra (BA. Napdaypago 5.2) Negpikn Eucdslmug)dg H kapofavrivifn wp!:rn:t va Xopnyeital Je TIpogoyr] ot aoBeveig Je ATTIA 1 PETPIT VEQPIKN
6ucr.\moupvlu H chBo(ch\tan Sev ouvioTdTal yia ¥prion oe aoBeveig pe goBapr vchplkn ﬁuci\arroupvlcx KaBuig n ao@daAeia Kai n cmma.'\ecpmlm'rnm Bev
£xouv rsxunplezl gE autdv Tov TTANBuapO. e uuesvelg ME r|1'nq nmankn ducAemoupyia dev amaireia Wpoauppovn mg ﬁoonq
AeSopévou om pdvo 'rrcp;opsouzva Sedopéva eival SiaBéopa yia aoBeveic pe |J£TplCl nmamikr duoAeroupyia (Child Pugh B), Sev prropouv va doBouv aucrruoclq
Soooloyiag. Zuviatdral oTevr) TTapakoAouBnan Tng ouvoNikrg aopaleiag oe autoug Toug acBeveic (BA. Mapdypago 4.4 kai 5.2). Aev uTIAPXE! KAIVIKA EpTTEIDIa
oe acBeveig pe coPapr) NTTaTIKN 5ucr)\gimupvlu (Child Pugh C), otréte 8ev guwviatdran n xprion mg Kaﬂor:cmlw[ing oe autolg Toug acBeveig (BA. ﬂapavpatpo
5.2). Kapbiakry SugAemoupyia Ta otoixeia yia agBeveic pe kapdiakr SuoAsiroupyia givar TTepioplopéva. Aev pTropouv va npcypmoﬂomﬂnw EI0IKEG Uummmg
éooohowag Oaidiatpixkds mAnBuoucs H uuqzul\suu Kain unom)\mpummnm me Kuﬁo(fuwwlﬁng oe aidict nAikiag <18 eTtov Bev £xel akopa TExpnp!me Ta e
Tou TTapoviog diaBéoipa 6ﬂﬁupavc nap:vputpowm omv mapdypago 5.2, ahAd dev pTropei va yivel aloTtaon OXeTIKA pe T Sogohoyia. Tgo]]og ¥oprjynong To
CABOMETYX mrpoopifetal yia prian amo 1o otopa. Ta Siokia Ba Tipémel va kararrivovTal oAékAnpa kai va pnv Bpuppariovral. ©a mipémer va doBolv odnyleg
aToug aoBEVEIG va v TPLIVE TiToTa yia TouhdyioTov 2 wpeg TTpiv £we 1 wpa petd ) Afypn Tou CABOMETYX. 4.3 AvtevBeifeig YmepeuaioBnoia ot SpacTikn
ouoia 1 oE kATOI0 Ao Ta ExSoxa TTou avagépovial atnv Tiapaypago 6.1. 4.4 Eibikég mpoeibomoiioeig kal TpoguAGgelg kard T xpron Kabwg ol
TIEPIOCOTEPEG AVEMBUUNTES EVEPYEIEG TTPOKUTITOUV Viwwpic aTnv Tropeia Tng BeparTeiag, o 1aTpdg TTRETTEl va afloAoyel oxoAaoTIKG Tov aoBevi) OTIG TTPWTES OKTW
£fBopadeg g Bepareing yio va TTPooSIopiTE! EGV ATTAITOUVTCN TPOTTOTIOINTEIS Trg Boong. AvETIBUNTEG EVEPYEIEC TTOU YEVIKWIG EXOUV TTPWIKN ekdrjAwon
miepihapavouy unraofeonaipia, utokahiaipia, BpopBorevia, utéptacn, ouvdpopo epuBpoduoaictnaiag TTaapwv-TreApdrwy (PPES), Tpwieivoupia kal
\,'ucrrpawaplm (TE) oupBavTa (koihiako q.\vog rp)\svyovr] BAevvoyovou, BuokoihidtnTa, Sidppoia, épetog). H evmpetwmon mBaviy avermBij V EVEQVEILWV
urropel va amairel Tpogwpiviy Biakor f Peiwon e déong e Beparreiag pe kaBolavniviBn (BA. MNapdypago 4.2); Ze VEQPOKUTTAPIKG KAPKIVWHA PETE aTTO
TponyoUpevn oToxeupévn Bepameia pe ayyeiakéd evBoBnhiako aubnmké mapdyovia (VEGF), pewnoeig kai diakomieg e d6ong Adyw pag avemBopnmg
evépyeiag (AE) ouvéBnoav oto 59,8% kai 70%, avTigToixa, Twy aoBeviv Tou éhaBav kaolavtiviBn otn Baoikr kAvikn Sokipr) (METEOR). Ao peitoogig g
Sooohoyiag xpeidobnkav oo 19,3% Twv aoBeviv. O Siapecog xpovog Ewg TNV TTpWTN peiwan g deoooyiag Arav 55 nuépeg, kai Ewg TV TTPWTN SlakoTin
dooohayiag ﬁmv 38 nuépeg. Ze VEQPOKUTTAPIKG Kapkivwpa xwpig TTponyolpevn Bepateia, peiwoelg S6ong Kal diakotrég mg doang mapatnpridnkav oto 46%
ka1 73%, qvncrro'xcx Twv aoBeviov ou EAaBav kaBodavTiviBn otnv KAlwm SoKipn (CABOSUN} Orav n kaBodaviviBn xopnyeira og ouvBuaopo pe vifoAoupdun
OF TRWTNG-YPAULNG TIPOXWPNUEVD VEPPOKUTTAPIKO Kapkiviuud, peiwan mg 6oang f diakott g doong g Kaﬂoﬁumwﬁng Aéyw AE ouvefn oe 54,1% kai
73,4% 1wv aoBeviv ot khviki Sokipr (CA2099ER) AraimBnkav Slo pElchElgTr]g doang o1o 9,4% Twv acBevwy. O pzoog xpovog EWG TNV TIPWT pgiwan
g Bdong frav 106 nuépeg Kal wg Ty TpwndiakoT| Tng d6ang fitav 68 nUEpES. ZT0 NTTATOKUTTARIKO Kapkiviwpa HETA aTré TrponyoUpevn ouaTnikr BepaTreia,
ol JEwoElg g doong kal o1 dlakarrég doong guvifnoav oto 62% kai 84%, avrioToika, Twv acBevwv Trou EdaBav kaBolavriviBn otnv khivikr) Sokipr
(CELESTIAL). Ao pendoeig S6oewy arrarmBnkav oto 33% Twv aoBeviv. O didpeaog xpovog péxpl Tn peiwarn Tng Tpwmg ddang rfitav 38 nuépeg kai PEXPI



TNV SIAKOTTT TNG TipwTn S60NG rTav 28 nuépeg. ZuvioTdTal oTeveTEPN TTapakoAouBnan ot acBeveic Pe fma r) pérpia nramnkr duoAeroupyia. 10 SIA@OPOTTOINHEVO
Kapkiviwpa Tou Bupeoeidolc, ol peoEIg TG Boong kal ol SiakoTiég Tng S0oTnc ouvERnoayv oto 56% kai 72%, avTioToixa, Twy acBeviy TTou EAaBayv kaBolavmvin
oty kAwvikr) Sokipr (COSMIC-311). Ado pewaeig dooewy arraiménkav oto 22% Twv acBevav. O Biapecog xpdvog PExpI TN Peiwan mg TTpwng ddong ATav
57 nuépeg kai péxpl Tn dlakoTr Tng Tpwing doong frav 30 npépeg. Hmarorogikérnta Mn guoioAoyikég TIHEG OTIG ESETAOEIG TG NTTATIKAG Asiroupyiag (abEnon
NG apivoTpavopepdong Tng aavivng [ALT], Tng aoTraprikig apivotpavopepdong [AST] kai Tng xohepuBpivng) mapatnpriBnkayv ouxva oe aoBeveic Trou EAapayv
Bepameia pe kaBofavmvipn. Zuviordral n diegayyr efeTdoewy nramkng Aemoupyiag (ALT, AST kai xohepuBpivng) Tipiv amé v évapén g Bepameiag pe
kaBodavTviBn kai n TTPOOEKTIKA TrapakoAouBnon kard 1 didpkeia Tng Bepateiag. Ma aoBeveig pe emdeiviwon Twv eEETACEWY TNG NTTATIKAG AEIToupyiag TTou
Bewpolvral oxeniopeves pe T Bepareia pe kaBodavmviBn (8nA. 6trou Bev ivan epgaviig kapia evahakTiki amia), Ba TpéTer va akohouBoUvial of GUpBOUAEG
TpotTroTioinang mg doong atov Mivaka 1 (BA. mapdypago 4.2). Orav ) kaBoaviviBn xopnyeital oe auvBuaapd pe viBoAOUPAPTTN, Exouv avagepBei auxvoTtepa
BaBpou 3 kai 4 augrioeig ALT kai AST oe oxéan pe T povoBepameia pe kaBolavnivipn oe aoBeveig pe mpoxwpnuéve RCC (BA, Mapdypago 4.8). Ta nmarika
évlupa Trpémel va TrapakohouBolvTar Tipiv atmo T Evapén Ka Tepiodika kard  didpkeia Tng Bepareiag. Mpémer va akohouBolvial o obnyieg 1aTpIKig
Bayeipiong kai yia Ta dUo @dppaka (BA. Mapaypago 4.2 kai avarpégte oty MXMN yia T vifoAoupdpmn). H kaBofavmvifn amoBdaMeral kupiwg pEow Mg
nmaTikig 08ol. ZuviaTdTal OTEVOTEPN TTapakoAotBnan Tng ouvoAikrig aopdAeiag ot aobeveig e fimma f pETpia nTramkr SuaAemoupyia (BAETTE eTiang Tapdypago
4.2 ka1 5.2). Mia uypnAdtepn oxetikr] avahoyia acBeviv pe pérpia nirarikr] duohemoupyia (Child-Pugh B) epgavios nmamkr) eykegalomaBeia pe ) Beparreia pe
kaBolavnviBn. H kaBolavrivin dev ouviotdral yia xprion oe acBeveig pe gofapny nmamnkr duoAemoupyia (Child-Pugh C,BA. Mapdaypago 4.2). Hmatikg
evke@ahomrdBeia 1 peAétn HCC (CELESTIAL), n nmamkr eykegaiotidBeia avapépBnke ouyvotepa otnv opada kafolaviiviBng amd autr Tou eikovikou
pappdkou. H kaolavniviBn £xer ouoxenioTe pe Didppola, EPETO, Perupévr Opegn kal Siatapaxég nAekTpoAuty. Ze aoBeveig pe HCC pe empeaopévn nimatike
Aerroupyia, autég o1 pn naTnkég emdpdosig pTmopei va tival Tapdyovteg eioTrevong yia v eEENIEN TG nTTamkig eykepalomdBeiag. O1 aogBeveig TTpETEl va
TrapakohouBoUvTal yia OnpEia Kal SUPTITWHATA NITaTiking eykegahotrabeiag. AiaTpioeig kar gupivyia Zofapég ME diatprioeig kal oupiyyia, HEPIKEG Popic YE
poipaia ékBaan, £xouv TraparnenBei pe v kaBoovnvipn. O aoBeveig Trou Exouv pAeypovwdn vooo Tou eviépou (TT.X. vooo Tou Crohn, ehkwdn koAinda,
TrepiToviTida, ekkoATrwpaTimida i okwAnkeedimda), £xouv Sifenan Tou dykou ot ME 086 1 TTapouoidlouy ETITTACKES arTd TrponyoUuevn Xeipoupyikn eTéuBaan
Tou yaoTpeviepikol cuaTrpatog (iBiaitepa oTav oxeriferal pe kaBuoTtepnuévn i areAn emmolAwon)) Ba TTpéTel va agiohoynBolv TTPOOEKTIKA TTpIV apxioouv T
Bepareia pe xapolaviviBn kal, oTn ouvéxe, Ba TTpETTel va TapakoAcuBOUVTal OTEVA Yi CUTITWHATA SIATPAOEWY Kal CUPIYYiWV, CUTTEPIAGLBAVOPEVWY TV
anosThpdTwyY Kai T anyn. Erripovn eﬂavsuq}uvntopqu Bigppoia o Bidpkeia g BepaTieiag PTTOPED va eival TTapayoviag KIvBUVoU yia Ty avarmmugn
TpwKTIKOU oupiyyiou. H kapolaviviBn Tpémel va SiakoTrtetar o aobieveic TTou epgavifouv SIGTPNON TOU YOOTPEVTEPIKOU UOTIUATeG 1} oupiyyio TTou Bev
TTopEi va avripeTwmaTei eTapkug. [agtpeviepikéc (TE) Siatapayég H ﬁldppom N VaUTIQ/EPETOG, N HEIWHEVT GPEEN KaI N OTOATTIBA/0TOHATIKG GAyog fTav
HEPIKEC amd Ta THo cuxvd avagepBévia cupBavia Tou yaoTtpeviepikou (BA. Tapdypago 4.8). Apeon watpik diaxeipion, cupmepihapBavopevng e
UTTOOTNPIKTIKAG QPOVTISAG PE QVTIEPETIKG, avTdIappoikd f avriogiva, TIpEMEr va epapuoobel yia v TRoANYn g apuddTwong, Twy SiaTapaxwy Twy
nAEK‘lpoJ\Uva Kai g anw.\amg Bdpoug. H diakotmm 1y uslmcn g déang, 1 n povipn SlakoTr g xopnynang kaolavTiviBng Ba TrpéTel va AapBaverar utroyn
o€ TepiTTwan :mpovmv 1 emavaAapBAvOpEVIIV ONUAVTIKWY YAOTPEVTEPIKWY avemBUunTwy evepyeitv (BA. Mivaka 1). BpouBospPohikd cupBdvia Me mv
kapofavivipn, Eéxouv TrapatnenBei cupBdvia @AePikic BpopBoepBoArs, oupTiEpAapBavopiviy oupBdviwy Tiveupovikig  EBOATS Kkal apTpIaKg
BpoppoepBolnc pepikeg popéc Bavamgopa. H kaBolaviviBn TIpETTE! va XpNOIHOTIOIENal HE TTpOTOXT O€ aoBeveig Tou Trapoudiadouy kivBuvo i TTou éxouv
10TOPIKG QUTWV Twv evepyeiv. ETn peAérn HCC (CELESTIAL), maparnpnonke Tuaia gAepiki Bpoppwan pe kaBolavrividn, oupmepihapfavopévou evog
Bavamngopou oupBdvrog. AoBeveic pe 10TopikG TIvAdiag @AeBikrc BiBnong @dvnke va diatpéxouv peyaAltepo kivbuvo avamtuéng Tuhaiag @AePIkhg
Bpoppwong.H kaBoloavrivipn Ba mpémer va Siakotel ot aoBeveic Tou avarTiooouv ofl éugpaypd Tou Huokapdiou 1) ommoiadhiToTe dAAN KAIVIKG anpavTIki
BpopPoepBolikr ermmhokn. Alpoppayia Me v kaBolavriviBn éxer TraparnpnBei cofapri aipoppayia pepikéc @opéc Bavamedpa. O1 aoBevei Tou Exouv
ioTopIkd oofapric aipoppayiag TTpiv attd Tnv Evapén Tng Beparreiag Ba péTel va afloAoyouvTal TIpOTEKTIKG TPV aTTd TNV £vapén Tng Beparreiag pe kaBolavmvipn.
H kaBodavTivifn dev rpéTTel va XopnynBei ot aaBeveic Tou Exouv 1 diatpiyouv kivduvo yia coBapr] aipoppayia. Zin peAém HCC (CELESTIAL), avagépBnkav
Bavarngépa wpoppayikd oupBavia oe uynAdtepn ouxvernta pe kaBolavvin amo 1o eikoviko gdppako. O Tapayovieg KivBlivou TipodiaBeong yia oofapr)
aipoppayia otov TANBuops pe TTpoxwpnuévo HCC ptropei va mepihapfBdvouv v &ijnon amd Tov OyKo Twy KUpIwY aiogépwyv ayyeiwv kar TNV Trapoudia
UTTOKEIPEVNG Kippwaong Tou r')numg Trou £XE1 WG ATTOTEAETA Ty dpioupyia oloo@ayikwy KIpawv, TTuhaiag utrépraong kai 8popBoteviag. H peAém CELESTIAL
amérheIoe aoBeveig e TAUTOXPOVN avTITIMKTIKA aywyn A aviiaipoTrerahiakous Tapdyovie. AaBeveig Trou Sev Adupavay Beparreia i pe eAhimm Beparreia, yia
KIpooUg We aijoppayia fi e uynAo kivbuvo apoppayiac egaipéBnrav emiong amd 1 pedém auth. H peAém ng kapolaviviBng oe ouvduaopd pe
vao)\ouuuum ot Tipoyxwpnpévo RCC mipting ypapprig (CA2099ER) amékAeioe aoBeveic pE av-nrrnlcnm o€ BepaTreuTikég Gocrsu; Av_sgp_ugugﬂm]_qp_mgmsgl
H xprion avactoéwv Tng VEGF 0ol ot aoBeveig pe 1 Xwpig uTiépTaon PTTopel va TIpOdye! Tov OXNUATIOHG AvVEUPUGUATWY 1 / Kal apTnpiakiv
diaywpiopwy. O kivduvog autdg TIPETTE va AapBAveTal TIPOCEKTIKG UTTOWN TIpIv aTio Tnv evapén g Bepameiag pe kaBolavTiviPn oe acBeveig TTou rapouciddouv
TrapayovTeS KivBUvou 6TTwe UTIEpTaon rj 1oTopikd aveuplopatog. @popBorrevia Zm peAétn HCC (CELESTIAL) kai o1 peAém DTC (COSMIC-311), avagépBnke
BpopBoTrevia kKai Helwpéva alpgoTeTdAic. Ta emtimeda aipoTreTaAiwy TTpETel va TTapakohouBoivTal kard Tn Sidpkeia Tng Beparreiag pe kafolavTiviBn kai n déon
va TpotToTokiTal avahaya pe Tn ooBapdrnra g OpopBoreviag (BA. Mivaka 1). EmmAoké: arwv Me v kaBodavniviBn éxouv TaparnpnBei eTITTAOKES
Tpaupdrwy. H Bepameia pe kaBolavmivipn Ba Tipémel va Siakotrel TouAdxioTov 28 nuépec TPV aTO TRV TTIPOYPAPHATIOUEVN) XEIPOURYIKA €TéURaon,
oupmepihapBavopévng Tng odovnarpikic Xeipoupyikrig emépBacnc 1 Twv emepBankwy odovriatpikwv TTapeppdaewy, edv givar duvard. H amégaon va
ouveyioTei n Bepameia pe kaBolavrviBn peta T xeipoupyikn enépBacn Ba pétel va BadioTei aTnv KAIVIKR Kpion yia TNV eTTapkr eTrosAwar Tou Tpatparog. H
kapolavnivin Ba mpéTrer va SiakoTrel ot aoBevEiC Pe ETTITTAOKES ETTOUAWENG TPAUKPATOS TTou aTtarmolv iaTpikn) TapépuBaon. Ymepraan Me v kafolavTivipn £xel
TraparnenBei uTéptaon, oupTepIAapBavopévng TG UTTEPTacIkiG kpiong. H aptnpiakr Tiean Tipéme va eAéyxetal kakd Tipiv amro Ty évapén e kapolavivipng.
Kara m didpkeia g Bepameiag pe kapolavtiviBn 6ol ol aoBeveig Ba TpétTe va TrapakoAouBolvTal yia UTTEPTAN Kal va avTIPETLTTIovTal, 6TTwG aTraimeirtal, pe
TUTTIKE avTiuTTepTaaikn Beparreia, Zinv mepiTwon EUpovng uTTépTaong Trapd yiverar ¥prion aviutrepracikwy, n kapoelavnviBn Ba mpémel va dakoTrel, éwg
6rou eAeyyBei n aptnpiakn Trieon- karémyv n kaBodavriviBn pmopei va cuvexioTel ot peiwpévn door. H kapodavrivipn Ba mpémer va iakotTe edv n utrépraon
eivan oofapry Kai mipovn Tapd Ty avTiuTiepTaoikr) Bepateia kar ) peiwon 86ong e kaolaviviBng. Ze Tepitwan umepTacikig kpiang, n kaBodavmiviBn
mpémel va diakorei, Ooreovékpwon ‘Exouv TrapatnenBel mepioTanka ooteovékpworg g yvaBou (ONIM) pe v kaBolavnivipn. @a mipémer va diefaxBei
otoparky egétaon mpiv amo v évapén mg kapolavnviBng kai Tepiodika kard ) didpkeia ¢ Bepameiag pe kapolavmivipn. O acBeveig Ba Tpémel va
evnpepwBoly 6oov agopd TI TIPAKTIKEG oTopaTkig uyievns. H Bepameia pe kaBolavniviBn Ba mpéTrel va avacTtaAei TouAdxioTov 28 nuépeg TIpiv ammd my
TrpoypappaTiopévn odovmiaTpikr Xeipoupyikr eTEpPaon f T emepariké oBoviaTpikéc TTapepPaoelg, edv eival Suvard. ATTaiteiTal Tipogoyr} ot aoBeveig TTou
Aappavouv @dppaka Trou oxeti¢ovral pe Tnv ONF, o1Twg dipwogovikd. H kaBodavTiviBn Ba TTpéTrel va diakoTTeTal o€ acBevei Trou epgavifouv ONIT. Z0
epuBpoduoaioBnoiag Tahapwy-reApdrwy Me v kaBolavivipn éxel apampnBei ouvdpopo epuBpoducaioBnoiag Taapwv-TreApdrwy (PPES). Otav 1o
PPES eival goBapo, Ba Tipemrel va Angbei utréyn n Siakorr g Beparteiag pe kaodavivin. I'Ipé-na va yivel fava évapin Mg kaolaviviBng pe xapnAdtepn
Bdon orav To PPES emAubei o BaBpo 1. Mpwreivoupia Me v kaBolavivin éxer maparnpnBei mpwreivoupia. H iputeivn olpev Ba Tipémer va rapakohouBeital
TOKTIKG xmu M Bepareia e kapolaviviBn. H kaBolavnvipn Ba pémer va SiakoTiei o€ aoBEVEIC TTOU avaTTTioo0UY VEPPWOIKS ouvdpopo. ZovSpouo omiogtiag
‘Exel apatnpnBel ouvdpopo onicslug uvua'rpeq.urpng evxecpu.\onaeslug (PRES) pe v kapBolavnivifn. Auté To cuvﬁpopo Ba
TpéTiel va efeTdleral ot kaBe agBevr) TTou epgavider ToAaTTAd oupTTTWparTa, 6TIWG oTTAagpoUg, TTovokepdhoug, oTmkég SiatapayEg, alyyuon 1) aAAoiwpEvn
vonTiki Aemoupyia. H Bepareia pe kaBofavmviBn Ba TipéTiel va Siakotrreral o aoBeveic pe PRES. Emurkuvon tou Siacmuarog QT H kapodavriviBn Ba wpérer
va xpnalpononshm HE Trpocoxq ot aoBeveig Pe 10TopIKG TTapdTaong Tou diaaTripatog QT, ot aaﬁevch; TTou Aappavouv avnuppuﬂplm 1| O aoBEeVEiC Pe OXETIKI
Tpolmdpyouca chélukn vooo, Bpadukapdia, f Giatapayig nAekTpoAuTiiv, Otav xpnolgoTolEiTal n KuBoCuvanrl. Ba Tpémel va sEe'rcCr.Tul n rrcploﬁlm
TapakohoUBnan katd T vSrupKﬂcx mg Beparreiag Tou HKI kai Twv nAekTpoAut®v (aoBéoTio, kdhio kai payvigio opou). €|
Zuvigrarar Baoiki epyaoTnpiakl pétpnon Tng Aermoupyiag Tou Bupeoeidolg ok dAoug Toug aoBeveic, AoBeveic pe TipoUmdapxov UTTOBUPECEIBIOUG 1
uTTEPBUPEOEIBIONO Ba TTPETTEN VA AVTIUETWTTICOVTAN OUH@uVA [E Tr) ouvrBN 1aTpIK TIPAKTIKM Tpiv amo Tnv évapén g Bepaeiag pe kapolavivipn. OAoi o
aoBeveic Tpémel va ﬁﬁpGKOAOLIBOUVTCI OTEVA Yia onpeia Ko oupTTTwpata ducAeroupyiag Tou Bupeoeidolg kata T didpkeia Tng Bepareiag pe KaBoCGVTMBn
H Aemoupyia Tou Bupeoeidols Ba TipEmel va TiapakchouBeital m:ploélku ka@' 6An Tn Diapkea me Hepcmzlog pe kapolavviBn, Ot acBeveig Trou avarrtiooouy
ﬁucmerroupviu Tou Bupcozlﬁoug Ba mpéTe va C(VﬂptTumlCDVTCII oupq)wvu HE T ouvrien IaTpIKn rrpmmm Mn guaiohoyikéc TIEC BIOYNUIKWY EPYROTNEIAKWIV
eferacewv H kafolavnivin £xel OUOXETIOTED Pe QUENUEVN CUXVOTNTA EPQAVIONG N PUOICAOYIKWY TIHWY NAEKTpoAUTWY (GupTTEpIAapBavopévng TG uTTo- Kal TG
utrepkaNiaipiag, TG utopayvnoiaipiag, e umaoPeomiapiag, e umovarpiaipiag). Me v kaBolaviiviPn éxer TrapamnpnBel utraoBeoTiaipia oe uynAdTERN
ouxvornta kai/ f augnpévn cofapotnra (cupmepidapBavopéviwy BaBuou 3 kal 4) oe aoBeveig pe kapkivo Tou Bupeoeaidoug ot ouykpion pe aoBeveig pe dAhoug
Kapkivoug, ZuviaTaral n TrapakoAoutnon Twy Bioxnuikwy Trapapétpwy katd 1n Sidpxeia tng Bepamneiag pe kaBoZoviviPn kai n eiloaywyr kardAnAng Bepareiag
avTIKaTdoTaong olpQuyva PE Ty KaBiepwpévn kKAvikh TTpakTike, edv amameital. Mepmrwoeg nmamikhg eykepalotdeiag oe aoBeveig pe HCC pmopei va
ammodobolv otnv avamugn nAextpohutikwy diatapaywy. H Siakorm 1 n peiwon g d6ang 1} n opioTikn dlakoTr| ¢ xopriynong kapolavnvifng Ba mpémer va
eEeraletal ot TepiTTTwon emipovwy rj emavaiapBavopevwy onpovtikwy diatapaywy (BA. Mivaka 1). Emaywyeic kai avaotoheic CYP3A4 H kaBolavrivipn eival
utréoTpwpa CYP3A4. H cuyyopriynon kaBolaviviBng pe Tov 10xupd avactohéa CYP3A4, Tnv ketokovalohn, eixe we amotéheapa pia avgnon g ékBeong
kaPBolavmviBng oto TAdopa. Amraiteital Trpoooyn kata T xopnynon kaBolaviviBng pe @dppaka tou eival ioxupoi avaoToheic CYP3A4. H guyxopriynon
kaBolaviiviBng pe Tov 1oxupd emaywyéa CYP3A4, T prpapTTiKivn, eiXe W ammoTéAeopa pia peiwaon Tng ékBeong kaBolaviviBng oTo TIAdopa. ZUVETTLE, TTPETTE!
va amogeuxBei n Xpovia Xopriynon Twy gappakwy Trou eival ioxupoi eraywyeic CYP3A4 e v kaBodavivin (BA. mapaypagoug 4.2 kai 4.5). YTiooTpwpara



P-yAukoTTpwTElvs ne H kaBodavTiviBn frav évag ovc:c'ro.\sag (ICSQ =7,0 yM), aAra@ dy1 uTTOOTPWHA, TWV BPACTNPIOTHTWY pemq}opag P- vAUKorrpmrs'\:ng (P-gp) ot
SikarteuBuvTikd ouaTNpa TIpoodiopiopol xpnotpoToiwviag kuttapa MDCK-MDR1. Zuverug n kaofavivipn pmopei va £Xel Ty IKavaTia va augavel Tig
TUYKEVTPLICEIG OUYXOPNYOUHEVWY UTFooTpwidTwy P-gp oto mAdopa. O aoBeveig Ba rpémel va mpoeidorroinalv 6oov agopd T Afyn utroaTtpwyarag P-gp
(11.%. @eLoevadivn, ahokipévn, apTrpigevidvn, eTe§ihikn daPiyatpdvn, diyokivn, koAxikivn, papaBipokn, TooakovaléAn, pavoiadivn, oatayhirrrivn, omayAmrrivn,
TaAIvoAGAN, TOABGTTTGVN) £vid Aappavouy kapolaviiviBn (BA. Tapdypago 4.5). A_q_mg}\_s_gMEEz H xopriynon avaatohéwv MRP2 pmopei va odnyroel ae
au€noElg Twv guyKevipwoewy Tng kaBolavnviBng oto TrAdopa. Emopévwg, n Tautaypovn xprion avactoAiwv MRP2 (m.x. kuxhoomopivn, egaipévin,
epTpiomapivn) Ba TpéTTel va Tpooeyyiletar pe Tpoooxr (BA. TTapdypago 4.5). ExSoxo AakTédn AoBeveic pe omdvia kAnpovopikd TrpoArjpara ducavetiag otn
yahaxTodn, oAkn avemrdpkeia Aaktaang f) pe duoaroppoenan yAukolnc-yahaktodng Sev TIPETTEl va TIGPOUV aUTO TO PAPHAKEUTIKG TTpoidv. NdTpio Auté To
PAPHAKEUTIKG TIpoiov TrEPIEXEI NiyoTEpO atréd 1 mmol vatpiou (23 mg) avd Siokio, dnAadr| oudiaoTikd eivar «eAedBepo vatpioun. 4.8 AVEMIBUMNTEG EVEPYEIEG
KapolaviviBn wg povoBeparneia NepiAnwn Tou pogiA aggdaheiag O1 o ouyvig coBapég avemBipnTeg evepyeleg otov TAnBuopa RCC (21% cuyxvamra) sival
To KolNiako dAyog, n Siappoia, n vautia, n uTrEPTac n, n eYBoAn, N uTrovarpiciyia, N TIVEupovikr) egBoAr, o EpeTag, n apuddrwaon, n koTwaon, n eagbévion, n
HEelwHEVD Gpegn, n ev Tw BB @AePikn BpopBwan, n ZaAn, n utropayvnoiaipia ke To olvBpopo puBpoducaiobnoiag MaAapwy-TreApdrwy (PPES). O1 mo
guxvig avemBUPnTeg EVEPYEIEG OTIOIAODNTTOTE OUXVETNTag (TTou epgavifovial o TouAdyioTov 25% Twv aoBevwv) otov TTAnBuopd RCC mepiAapBavav
Siappola, koTwan, vautia, peiwpévn opegn, PPES, utrépraon, peiwpévo Bapog, épeto, Suoyeuaia, SuokoilioTnTa kan aufnuévn AST, Yniépraon rapampribnke
Mo ouyvd oTtov TTAnBuopd pe RCC ywpig TTponyoupevn Beparreia (67%) oe aUykpion pe acBeveig pe RCC perd armd mponyoUpevn oToXeupévr) Bepareia pe
VEGF (37%). O1 mo guyvég coPapéc avemBupnTes evépyeieg aTov TTANBuopo Tou HCC (2 1% ouyvornra) eivar n nramik eykepahomaBeia, n €acbévion, n
KoTiwar, To PPES, n didppola, n utrovarpiaipia, 0 EPETOE, TO KOIMAUKS dAyog kai n BpopBoTievia. O o ouxveg avemBupnTeg aviidpaoelg otroloudnmore
Babuou (Trou TapouaidoTnkav ot TouhdyioTov 25% Twv aoBeviv) otov TTAnBuopd HCC wepihdpBavav Sidppoia, peiwpévn opegn, PPES, kémwon, vautia
utrEpTaan kal £peto. O1 o ouyvég ooPapéc avemBiunTes evépyeieg aTov TTANBuaps DTC (21% emitmiwon) eivar n Sidppeia, ny Tiveupovikr epBohr, n Suotvoia,
n ev Tw Babel pAeBikn BpopBwarn, n utiépraon kai n utracBeaTicupia. O1 o ouyveg avemBUPNTES EVEPYEIEG oTToloudrTIOTE BabBpol (TTou ep@avias ToUAdyIoToV
10 25% Twv aoBeviuv) oTov TTANBuopd DTC mepieAduBavay didppoia, PPES, utriépracn kai KGTiwaor). AVEmBUUNTES eVEPYEIEC OF HOp@N TTivaka O1 avermBupnTeg
EVEPYEIEG TTOU avapépBnkav OTo OUYKEVTPWTIKG auvoio dedopévwy yia acBeveig mou ehaBav povoBepareia kaBolaviivipng yia RCC, HCC kai DTC (n=1043)
i avagépBnkav pe T xprion kafolaviiviBng petd Tnv kukAopopia Tng avagépovtal atov Mivaka 2. O avemBUUNTES EVEPYEIEC TTAPATIBEVTI OUPPLVA HE TNV
Katnyopia opydvou ouoTripaTog Kai Tr) ouxveTnTa katd MedDRA. O1 ouyvétnTeg Bacifovial o 6Aoug Toug BaBpolg kai opilovral wg eERc: TIoAU auxvég (21/10),
ouxvig (21/100 éwg <1/10) dx1 ouyveg (21/1.000 éwg <1/100), pun yvwotég (dev prmopoly va extipnBouv pe Baon Ta diaBéoipa dedopéva). Eviog kaBe xarmyopiag
guXvOTNTAC EYPAVIOTIC, Ol QVETTIBUPNTEC EVEPYEIES TTapaTiBevial Katd @Bivouca oeipa ooPapotnrac, Mivakag 2: AvEmBUunTeg EVEpYEIEC pappdkou (ADRs)
Tou Exouv avaepdei o€ KAvikéG HEAETES ] O Xprion PeTd TNV KUkAogopia o€ agBeveig Trou AdpBavay Bepameia pe kaBolavTivifn wg povoBepameia.
AOINWEEIS KOl TTAPUTITWOEIG Zuxvig: amoaTnua. AlATapayég Tou aipoTromTIKoU Kal Tou Aep@ikol cuatrparog Mol ouyvég: avaipia, BpopBorevia,
Zuyvig: oudetepotrevia, AeppoTrevia. AlaTapayEg Tou evBoKpivikoU ouoTijparog MoAd ouyvég: utroBupeoeidiopdc”. AlaTapayEg Tou HETAROAITHOU Kal TNG
Bpéyng MoAU ouyxvée: peiwpévn Opefn, uTopayvnoiaipia, umokaMiaidic, uTocABoupivaipia Zuxveg: a@uddrwon, uToguogaraipia, unovmplmpiu,
utraoBeoTiaipia, utrepkaiaipia, uttepxoAepuBpivaipia, utepyAukaipia, utroyAukaipia. AlaTapaxég Tou veupikoU ouoTipatog Mol ouxvéc: Suayeuoia,
kepahadyia, ZaAn Zuxveg: TrepIpepIkr veupoTidBela® Ox1 ouxve:g oTracpol, ayyeiako eYKeaAiko eTreicddio Mn yvwaTic: ouvBpopo oioBiag avacTpeyiung
eyKepahorddeiag Almupqxeg TOU WTOS Kal Tou AdPupivBou Zuyxvec: epBoig chﬁluxsg Siarapayég Mn chrreg suq:puyga puoxupélou Ayyeiakég
6|u'mpﬂx£§ MoAG Guxvst; uTTéprao), apoppayia® Zuyves: Aepiki Bpoppwany, aptnpiaxn 8poppuwaon Mn yvwaTég: aveupiojiata kai aprmpiakoi iaywpiopol
Oy ouxve:g UTEPTACIKY] Kpion AlaTapayEg Tou avATTVEUOTIKOU cruo-rnpmog, Tou Buwpaka Kal Tou pwoswpuxlou MoAU ouyvig: duoguwvia, dloTvoid,
Brixag Zuxvéc: Tveupovikn epBoAr Alatapayég Tou yaoTpevTepikoU MoAd ouyvig: Bidppoia*, vautia, épetog, otopartinda, SuokoliomTa, Kolhiakd dhyog,
Suomrewla Zuyvég: yaaTpevtepikr] didrpnon®, maykpearmba, guplyyio®, yaaTpooigogayikr mﬂ\lvﬁpépnoq, aipoppoiBeg aTopaTikd dAyog, EnpooTopia,
Buogayia, yAwoooduvia AlaTapayEg TOU TTATOS Kai Twv XOAN@Opwv Zuxvig nramiki eykepahomabeia® Oxi ouxvég: xohoatarikr nrarinda Alarapayég
Tou SépparTog kai Tou uTroGopIou 1Tol MoAl auxvég: auvdpopo epubpoducaicBroiag Trahapwv-reApdiwy (PPES), eEavBnpa Zuxvig: kvnopog, ahwekia,
gnpodeppia, deppatinda uTid Hoppn akprg, aldayr] xpwparog paANwy, UTIEpKEPATWON, EpUBNUa AlATAPAXES TOU HUOOKEAETIKOU CUOTIHATOG KAl TOU
ouvBeTikol 10Tol MoAl guxvEc: TTOVOG OTa Gkpa ZuXvEC: UIKoi oTracpol, apBpalyia Ox1 ouxvéc: ooTEOVEKPWOT) TNG YvaBou AlaTapayEg TWV VEQPWV Kal
TWV oupo@opwv oBuv Zuxvig Tipwreivoupia FEVIKEG SlaTapayég Kal KaTaoTdoelg TnG 080l Xopiynong Mol ouxvég: KOTIwan, @AEYHOV Twv
BAevvoyavwv, eEaoBévian, Tepipepiko oidnpa NapakAivikég egetaoeic® Mokl ouyvég: pewpévo Bapog, augnuéva ALT opou, augnuévn AST Zuxvig: ALP opou
aufnuévn, avgnuévn GGT, augnuévn kpeamivivn aipatog , auénpévn apuAdon, auvgnuévn Amdon , augnpévn xoAnatepoin aiparog, augnuéva TpiyAukepidia
diparo¢ Kakwaoeig, SNANTNPIAoEIS Kal ETTITTAOKEG BEPATTEUTIKLOV XEIPITHWY ZUXVES: ETTITTAOKEC TpaUuaTog® * BAETTE evoTnTa 4.8 Mepiypa@r) Twv eTTIAEYHEVIIY
AVEMBUUNTWY EVERYEILV YIa TIEPAITEPL) XAPAKTNPIOHS.” Zuuﬂspu\cxpﬁavouéqu ™mg ﬂoAuveupom’rBaag. n MEPIPEPIKN VEUpOTIABEia eival Kupiwg aloBnrnpiakr
b ZupmrepiAapBavopévng TNg ETHOTAENG wg TNG TTO JUXVA avagepOPEVNG uvr:mBupnmg evépyelag © Aeg o1 phePikeg BpopPuwotic, cupTepapBavopvng g ev
Tw ﬂdea @AEPIkric Bpoupwong ¢ Me Bdon Tig avagepbeioes uv:meuumcg evépyeleg © Aiarapaypévn eTrolAwan, ETIITTAOKR 0T oneiw Toprig kal BidoTraon Tou
TpaupaTog H kaBodavnvifn oe cuvduaouo pE VIBOAOUHGUTIN OF TTRWING-yoaupns mpoxwenuéve RCC Nepihnyn tou rpogid aogaleiag Otav n kaBolaviiviBn
Xopnyeital ot cuvduaopo pe viBohoupdpTn, avarpégre oty MXM g viBohoupduTng mpiv amé v évapgn mg Bepameiag. Ma meploodTepeg TTANpogopieg
OYETIKG HE TO TIpogiA aogdAeiag Tng povobBepameiag pe viBohoupdutm, avatpétte onyv MXM g vifoloupapTmg. Zio olivoho Bedopévwy g kapolavTiviBng
40 mg pia gopa Tnv NuEpa ot ouvduaopo He viBohoupduTin 240 mg kade Soo epdopadeg oto RCC (n =320), pe eAdyioTn Trepiodo TrapakohouBnang 16unviov,
ol mo ouxvég ooPapég avemBupnTeg evépyeleg (2 1% emimrwon) firav Sidppoia, Trveupovinda, Tveupovikry PBoAr, Tveupovia, uTrovarpiaipia, Tupetia,
AVETTGPKEIT TWV EMVEQPIDiWY, EPETog, apuddarwarn. O1 o ouxvég avemBopnTeg evipyeieg (= 25%) rrav didppoia, kKoTTwar, ouvdpopo epubpoducaicBnaiag
TIAAGPWV-TIEAPATWY, OTOPATITI®A, HUDOKEAETIKOG TIGVOG, UTTEpTaoT, e€dvBnua, utroBupeoeidiopdg, peiwon opegng, vautia, koliako dAyog. H TTAeiovoTnTa Twy
avemBUUNTWV EVEPYEILV fTav eg éwg pétpieg (BaBuog 11 2). Mivakag avemBupnTwy evepyeiwy O avemBUUNTES EVEPYEIEC TIOU EVIOTTIOTNKAY OTNV KAIVIKY
HeAET g kaPodavriviBng ot ouvduaopd pe viBohoupduTrn avagépovial otov Mivaka 3, olp@wva PE TV Katnyopia opydvou CuaTriparog Kal T ouxvoTnTa
kard MedDRA. O ouyvoTnTeg Baoifovral oe dAoug Toug BaBuoug kar opifovTal wg e6NAG: oAU ouxvég (21/10), ouxvig (21/100 £wg <1/10) oy1 cuyvég (21/1.000
Ewg <1/100), pn yvwaortég (Sev pmopouv va exmiunBouy pe Bdon 1a diabéopa dedopéva). Eviog kdBe karmyopiag ouyvotntag epgpaviong, ol avemBupnTeg
evépyeieg TrapariBevial katd Bivouca oeipd coBapétrag. MNivakag 3: AvemBUunTeg evEpyeleg HE kapolavTivipn ot ouvBuaopd pe viBoAOUHGTIT
NOIPWEEIS KAl TIAPATITWOEIG MoAD OUXVEG: AOIHWEN TOU avITEPOU AVATIVEUOTIKOU CUOTAHATOG ZUuXvEG: TIveupovia AlaTapay£g TOU QIPOTTOIMNTIKOU Kai Tou
Aep@IkoU ouoThparog Zuxvis: nwaovogihia AlaTdpaxéc Tou avooomoinTiKoU ouoThparog Zuxvic: umepeuaiofnoia (cupmepidapBavopévng g
avaguAakTikig avTidpaong) Oxi auxvEg: oxeni{opevn Pe TNV yxuon avtidpaon umepeuaioBnaoiag AlaTapayeg Tou EvBoKpIvIKoU guoThparog MoAl ouxvig:
utroBupeoeiBiopog, utepBupeoeiBiopds Zuxveg: emvegpidiakn avemdpkeia Oy ouxvie: umoguamda, Bupeoedimba AlaTapaxég Tou peTaBoMopoU Kal TNG
Opéwng Mohi ouxvég: peiwpévn opetn Zuyveg: aguddrwon AlaTapayég Tou VEUPIKOU ouoThparog MoAd ouyvés: duayeuoia, {GAn, kepahahyia Zuyveg:
TIEPIPEQIKT veupotiaBeia Oy ouyvig: autoavoon eykepakinda, olvdpopo Guillain-Barré, puaoBevikd alvBpopo AlATAPAXES TOU WTdg Kai Tou AaBupiveou
Oy quvzg eupoic Oweu.i\umcg Siarapayég Zuyvic: EnpogBahpia, Sapmn dpaon Oxl ouxvig: payoeidinda Kapbiakég Siatapayég Zuxveg: Ko.\mm
Happapuyn, Taxukapdia Ox1 OUXVEG: puokapdiTida AYYEIOKEG 6|arupcxég MoAl auyvég: utépraon Zuxves: BpopPwon® AINTapAXES TOU AVATIVEUTTIKOU
CUOTIHATOG, TOU BWPaKA KAl Tou pecoBwpdkiou MoAl ouyxvic: Buoguwvia, duoTvoia, Prixag Zuxvic: Trveupovinda, Tiveupovikr epBol, emioTagn,
utrelwkoTiK ouMoyr) AlaTapayxég Tou yaoTpevTepikoU MoAd ouyvig: Biappoia, Epetog, vautia, duokolhidmra, otoparinda, , kothiakd dhyog, Suatrewia
Zuyvic: koAimda, yaoTpimda, dAyog Tou oTopaTocEnpooTopia, aigoppoideg Oy ouxvig: Traykpearitida, Sidtpnon AeTrmol eviépou?, yAwoooduvia Alarapayég
Tou fTratog Kol Twv XoAngodpwy Zuxvig: nmarinda Alarapayég Tou Bépparog Kal Tou uTrodopiou 1oTol MoAl cuyvig: auvBpopo TraAapo-TreApamiaiag
epuBpoducaiobnaiag, eEavBnpa®, kvnopog Zuyvis: ahwiekia, Enpodeppia, eptBnua, alayr] Xplparog Tpixiy Ox1 ouxves: ywpiaon, kvidworn AlaTapayég
TOU HUOOKEAETIKOU OUOTHHATOS Kal ToU ouvBeTIKOU 10Tol Mol ouyvES: puookeAeTIKOS Trovog!, apBpalyia, puikoi oTragpoi Zuyveg: apBpimda Oxi cuxveg:
HuoTIdBeia, ooTeovékpwarn TG yvdbou, oupiyyio AlaTapayéc TwY VEQPUIV Kal TwY oupo@opuwv odwv MoAl ouxvég: TpwTeivoupia ZUXVES: VEPPIKT
aveTdpkela, ofeia veppikr) BAGBN Ox1 auyvég: veppinda Mevikég SiaTapayEg kai karaoTdoelg Tng obol xopriynong Mol ouyvig: kémwon, Tupetia, oidnua
Zuyvig: ahyog, Buwpakikd dhyog Mapakhivikég e§eTdoelg® MoAl ouyves: augnuévn ALT, au§nuévn AST, uoguagparaipia, uraoBeaTiaipia, utTiopayvnolaipia,
umovarpiaipia, utrepyAukaipia, Aeppotievia, auénpévn arkalikn pwogpardon, augnuévn Amdon, aufnpévn apuidon, BpopBorevia, aufnuévn kpeamvivn,
avaipia, Aeukotrevia, utrepkaMiaipia, oudetepoTTevia, uTiepacBeoTiaipia, uTroyAukaipia, utrokahiaipia, aufnuévn ohikri XoAepuBpivn, uTTEpuayvnolaipia,
uTTepvatpiaipia, HEWPEVO OwHaTKG Bapog Zuxve: augnuévn XoAnaTepdAn aipatog, uTrepTpiyAukepidaipia. O guvoTATES TWY avETBUUNTWY EVEPYEILY TTOU
napouaialovrar otov Mivaka 3 pmopel va pnyv amodidovial TARpwg pove atny kaBolavnviPn, ala evBEXETal va EPTTEPIKAEIOUV TN OUVEIOPOPG TNG UTTOKEIHEVNC
vooou ) arrd 11 VIBoAoUpAUTIN TTou XproigoTToleiTal ot ouvduaopo, *H 8popBwon eival Evag ouvBetog dpog Tou epiAapdvel 8popBwan Tng ukaiag AEBag,
Bpoppwaon Mg Tveupovikng @AERag, Tiveupovikh Bpoppwaon, aopTiki BpopPwan, appiaxr Bpdpfwon, v Tw PdBel APk Bpoppwon, BpduPwaon g
TIUEAIKNC PAERaG, BpOPRwWON TN KolAng PAEBaC, pAeBIKN BpouBuwan, @heBikr Bpoppwon dkpou Exouv avapepBei Bavatnpdpeg Trepimmwoei “To e€Gvonpa
eivan évag alvBeTog 6pog TTou TrepthapBave Ty depparinda, Tnv opoiddouaa pe akpr Sepparinda, Tnv Tropgoiuywdn deppatinda, To amopohidwrikd eEavlnua,
10 gpubnuaTwdeg efavenpa, To Bulakideg efavBnua, 1o knABWSeg efavBnua, 1o knhBoPAamibwdeg efdvBnpa, To PAandbes efdvBnpa, To KVROPWdSES
e€avBnpa kai To upHakeuTIkG efavBnpa. ‘O HUOTKEAETIKGS TrovOS eival Evag CUVBETOE GpOG TTOU TIEPIAGUBAVEI TNV 00QUaAYia, TOV 0OTIKS TIOVO, TO HUOOKEAETIKO
Bwpakikd aAyog, T puookeAeTIk duopoapia, T pualyia, Ty avxevalyia, To dAyog oTa akpa, To ahyog oTTovBUAIKGT OTANG *O1 oUXVOTTES TWV EQYCTNPIaKWY
GpWV avINTEOCWITEUOUV TO TTOC0OTO Twv aoBeviuy Trou eppdavicav EMOEIVWOT) OTIG EPYACTNPIakES HETPrOEIG OE OXEOT) WE TNV Evapgn TG HEAETNG pE eCaipean




TO EIWHEVO OWHPATIKG Bapog, v auénuévn xohnotepoAn aiparog kai Tv uTiepTpiyAukepidaipia. Mepiypagr) Twv emMAeypEVWY avemBUunTwy EVEPYEIWV Ta
Sedopéva yia SiapopeTikég avnidpaceig Baoilovial o aoBeveig Trou eAdapBavav CABOMETYX 60 mg pia gopa Npepnoiwg amma To oTopa we povoBepaTreia oTig
Baoikég pehéreg o1o RCC perd amd mponyoupevn atoxeupévn Beparteia pe VEGF kai oe RCC ywpic Tipanyoupevn Beparteia,=oto HCC HETd amé TiponyoUpevn
guaTNUIKA aapcrnau kai oto DTC ot aoBeveig uveex'mcouc nun karahAnAoug yia Bepareia pe padievepyd wdio (RAL) rou mpouolaouv ets,\lin G vooou Katd
n SiGpKeIa f) PETG aTTd Tiponyolpevn ouommpikr Beparteia ri ot aoBeveig Trou £Aapav CABOMETYX 40 mg pia (popa npspnozwg amd To OTOHa Ot guvbuagpo
HE w[io.\oupupnq OE ﬁpunng ypappnc Trpoxwpenuéve RCC (mapaypagog 5.1). [aarpeviepixn (FE) Sidtpnon (BA. mapaypa@o 4.4) Zrn peAetn Tou RCC peta
améd TponyoupEvn muxr:upevr] Beparreia pe VEGF (METEOR), uvu&pepﬁrlkuv re 6lu1pr]t3£u; oo 0,9% (3/331) twv aoBeviuv pe RCC Trou ehapBavav
kaBofavmiviBn .Ta oupBavra rfjtav BaBpou 2 fj 3. O didpecog Xpovog Ewg v Evapén fitav 10,0 efdopadeg. Moipaieg diatprioeig exdnAwbnkav ato KAVIKG
pdypappa yia Tnv kaBofavniviBn. Zim peAérn Tou RCC xwpic mponyoupevn Beparreia (CABOSUN), avagépBnkav I'E diarprioeig oto 2,6% (2/78) Twv agBevwv
pe RCC mou AapBavay kaBofavnvin. Ta oupBdvia fitav BaBuou 4 kai 5. Z1n peAétn HCC (CELESTIAL), avagépBnkav iatprioeig I'E o1o 0,9% Twv agBeviov
Trou EAaBav kaPBolavTivipn (4/467). OAa Ta cupBdvta fitav BaBpol 3 1 4. O Biduecog xpovag epgaviong fitav 5,9 eBSopddeg. Zm peAétn DTC (COSMIC-311),
n Sidrpnon Tou yaoTpevTepikol owhrva BaBpol 4 avapipbnke ot évav agBevr| (0,8%) atmd Toug aoBeveig TTou EAaBav kaBolavTiviBn Kal EpQavioTnKe JETE amo
14 efdopddeg Bepareiag. Ze ouvduaopd pe viBohoupdpTn ot TTpoxwpnpévo RCC ae mpwtne-ypappns Beparreia (CA2089ER) n guxvétnta epgaviong
DiaTprigEWY Tou yaaTpeviepikoU owhrva rfirav 1,3% (4/320) oe aoBeveig Trou éAafav Beparreia. ‘Eva oupfav rfitav o BaBuou 3, duo cupPavra rfirav Babuol 4
Kkai Eva gupBav frav Babpod 5 (Bavarngopo). Z1o kAvikd TTpoypappa Tng kaBodaviviBng exdnAwBnkav Bavamgopeg diatpriceig. Hank!) eyke@atoraeia (BA.
nmapdypao 4.4) I pehétn HCC (CELESTIAL), n nmarikn eykegaiondaBeia (nTmarnikn eykepaiomdbeia, eykepaionadela, utrepappwviaipikn eykegaiorabeia)
avapépBnke o1o 5,6% Twv aobeviwy Trou éhaBav kaBolavrivipn (26/467). Ta cuppdvia BaBpou 34 fitav ot oogooto 2,8% kai éva oupPdy (0,2%) BaBuou 5.
O Bidpeaog xpovos epgaviong fitav 5,9 efdopdde. Aev avapépBnkav TEPITTWOEG NTTATIKAG EykepalomdBeiag omig peAéteg RCC (METEOR, CABOSUN kai
CA2099ER) kai o1} perém DTC (COSMIC-311). Aidppoia (BA, rapdyeapo 4.4) Zm pehém RCC perd amd mponyolpevn oToxeupévn Bepareia pe VEGF
(METEOR), n didppoia avagépbnke oto 74% twv aoBeviov ye RCC trou éAaBav kapolavnivipn (245/331). Ta oupBdvra BaBuou 3-4 frav oto 11%. O Sidpecog
Xpovog epgaviang fitav 4,9 eBdopadeg. 1 peAétn RCC xwplc Tponyolpevn Beparieia (CABOSUN), n didppoia avagépBnke ato 73% Twv aoBeviov Trou
eAaBav kaBalavniviBn (57/78). Ta oupBdvra BaBpou 3-4 fitav oto 10%. Zmn peAérn HCC (CELESTIAL), n &igppoia avagépbnke oto 54% Twv acBevv Trou
eAaBav kaBolavtvipn (251/467). Ta oupBdavra BaBpou 3-4 rirav ato 9,9%. O Sidpecog Xpovog eppaviong oAwv Twv gupBaviwy frav 4,1 efdopades. H
didappoia odriynoe ot TpomoTtonioeig Soong, diakoTég kal opioTikr diakoTr| ot 84/467 (18%), 69/467 (15%) kan 5/467 (1%) aobeveig, avrioToixa. Z1n pehém
DTC (COSMIC-311), avapépBnke Sidppoia a1o 51% Twv agBeviuv Tou éhaBav kaBolavnivipn (64/126). Ta oupBdvia BaBpol 3-4 frav oto 7,2%. H didppoia
odrynoe ot peiwon Tne oong kal Siakorr) ot 13/125 (10%) kar 20/125 (16%) aoBeveic avrioToiya. Ze ouvduaopd pe VIBoAGUHGUTIN o€ TTpoxwpnpévo RCC ot
TIPWMNG-ypappng Bepareia (CA2099ER), n emitwon Sidppoiag avaeépdnke oto 64,7% (207/320) Twv acBeviov Tou éhapav Bepareia, cupBdvia BaBpou 3-4
ot 8,4% (27/320). O péaog Xpdvog yia TNy évapén GAwy Twv aupBaviwy frav 12,9 efdopades. KaBuotépnon n peiwan g doang ouviRn oto 26,3% (84/320)
kai diakorm| oto 2,2% (7/320) Twv acBeviov pe Sidppoia, avtioToixa. Zuplyyia (BA. mapdyoa@o 4.4) T pehén tou RCC petd armd mponyoUpevn aTOXEUpEVD
Bepareia pe VEGF (METEOR),Ta oupiyyia avagépBnkav ato 1,2% (4/331) Twv aoBeviov Trou eAdppavay kaBolaviivin kol mepidduBavav TIpwkTikd oupiyyid
oTo 0,6% (2/331) 1wy acBeviwv Trou Adpfavav kaBolavTivipn. ‘Eva ouppav ritav BaBpou 3 kai Ta utrdhoima ritav BaBpou 2. O diduecog xpévag Ewg Ty Evapén
frav 30,3 epdopadeg. Zin perémn Tou RCC xwpig mponyoupevn Bepameia (CABOSUN), Sev avagépbnkav TEpIMTWOEIG Pe cupiyyia. ZTn peAérn HCC
(CELESTIAL), Ta oupiyyia avagépBnkav oe 1,5% (7/467) twv aoBeviv pe HCC. O diapecog xpovog epgaviong nrav 14 efdopadeg. Zm perémn DTC
(COSMIC-311), Bev avagépBnkav TIEPITTTWCEIS oUpIyYiwv o& aoBeveig Trou EAaBav kaBofaviivipn. Z& ouvBuaopo pe viBoAoupdunn ot Tpoxwpnuévo RCC ot
TpWmMe-ypapunc Beparreia (CA2099ER) n ouyvotnTa epgaviong oupiyyiou avagpép8nke oTo 0,9% (3/320) twv aoBeviuv Trou EAaBav Beparreia kai n ooBapdtra
frav BaBpou 1. @avarngopa cuplyyia ekdnAwbnkav oto kKAiviké Tpdypapua TG kapolovtiviBng. Aiwoppayia (BA. mapdypapo 4.4) ) peAérn Tou RCC petd
ammé TiponyoUpevn aTaxeupévn Bepameia pe VEGF (METEOR),T0 ToooaTd eppawviong oupBaviwy goBapri¢ aipoppayiag (Babuol = 3) ftav 2,1% (7/331) oe
aoBeveig pe RCC trou AapBavay kaBolaviivipr) . O diapecog ¢ Xpovog éwg v évapén fjrav 20,9 eBdopadeg. 1 peAérm tou RCC xwpig mponyoupevn Beparreia
(CABOSUN), To TroooaTo epgaviang ouppaviwy oofaprig alpoppayiag (Babpou = 3) frav 5,1% (4/78) ot aoBeveig pe RCC rou AdpPavav kapodavrivin. Zmn
pehémn HCC (CELESTIAL), n ouyvotnTa eggpdaviang cofapwy aipoppayikwy emeigodiwy (Babuaog 2 3) Arav 7,3% otoug aoBeveig mou éAaBav kaBolavrviBn
(34/467). O Bidpecog ypovog epgdviong rrav 9,1 epopade. e ouvduaopd pe viBohoupdprm o Tipoxwpnuéve RCC ot Tipwing-ypapprs Bepareia
(CA2099ER) n cruxvomTo: EPPAVIONG ctucppc\,':ug 2 Babpol 3 frav oto 1,9% (6/320) Twv aoBevv Trou EAaBav Bepameia. Zrn peAém DTC (COSMIC-311), n
ouxvoTnTa EpAdViang cofapuy ajoppayikiv emeigodiuwy (Babpog 2 3) frav 2,4% ot aabeveig Trou AaBav cabozantinib (3/125). O 6wpzoog Xpovog évapéng
frav 14 efdopadeg. ©avarnépeg aigoppayieg exﬁr}AquKuv oT0 KAIVIKO TTpoypappa yia Ty kaBodavivifn.

Aev avapépbnkav mepioTarkda PRES omg peAéreg METEOR,CABOSUN, CA2099ER 1} CELESTIAL, opwg E)(EI avagepBei PRES
ok evav acBevr) ot peAérn DTC (COSMIC-311) kan oTrdvia o dhAeg kAivikég dokipég (oe 2/4872 dropa, 0,04%). AuSnueva NiTanka £vEuua Katd 1 Xoprynan
m¢ kaBolaviviBng oe guvSuaoud pe vifoAoupdun oio RCC Ze pia khivikn peAETn aoBeviv pe RCC o omroiol Bev eixav AdBel rponyoupéviwg Beparreia kal
EAaBav kaBolaviviBn ot guvduaouo pe viBoAoupduTn, Tapampriénke uynAdtepn emimmwon BaBpou 3 kai 4 aufnpévng ALT (10,1%) kar avinuévng AST
(8.2%) o€ oxéan pe T povoBeparteia pe kaBolavmivipn otoug aoBevei pe Tpoxwpenpévo RCC (n ALT auériBke kard 3,6% kai n AST aufriBnke kard 3,3% om
peAé METEOR). O didpecog Xpovog £wg TV ERgavian g Pabuol > 2 augnan Mg ALT i ng AST frav 10,1 prjveg (e0pog: 2 éwg 106,6 efdopdadeg, n = 85).
Zroug aoBeveig pe BaBpol = 2 avgnon g ALT rj g AST, ol augfiosig utroywpnoav atoug BaBpolg 0-1 og 91% pe digpeoo xpovo £wg v arfokardoTaon2,29
eRGopadeg (eipog: 0,4 Ewg 108,1 epdopadeg). MeTall Twy 45 aobeviv pe BaBpol = 2 avénon g ALT £ Tng AST oToug oTToioug £yive eTTavaTipokAnan He
kaBodavnvipn (n = 10) ) pe vioAoupdpTm (n = 10) pepovwpéva i kai pe 1a 0o (n = 25), emaveppavion augnuévng ALT i AST BaBpou = 2 onpeiwbnke ot 4
acBeveic Tou éAafav kaPolavrivin, oe 3 aoBeveig Tou EAaBav wBoAnupcxprrn ka1 8 aobBeveig Tou r)\aan xapoZavriviBn kai viBoAoupdytm pagi.
Ynobupsoediouds T peAétn oto RCC usru and TponyoUpevn moxeuouoo Beparmeia pe VEGF (METEOR) n eTiTTWON Tou uTroBupeoeidiopol ftav 21%
(68/331). Zmn peAén RCC xwpig mponyoupevn Bepareic (CABOSUN), n emitrmwaon Tou utreBupeoeibiopol ftav 23% (18/78) ot acBeveic pe RCC ou éhapav
Bepameia pe kaBofavivin. Zm perémn HCC (CELESTIAL), n emimwon Tou utoBupeoeiBiapol frav 8,1% (38/467) oe aoBeveig mou éhafav Beparreia pe
kapodavmivipn ko Ta cupBavia Babpol 3 ot 0,4% (2/467). Zrn peAétn DTC (COSMIC-311), n emimmwon Tou utroBupeoeidiopol frav 2,4% (3/125), 6ha Ta
oupBdvra BaBpou 1-2, yia kavéva arré ta orroia dev arraimBnke TpotroTioinon Tng Bepareiag. Ze ouvduaopd pe viBoAoupapTn ot mpoxwpnHéve RCC om
Bepameia pwing ypappng (CAZ099ER), n emimmwon Tou umoBupeceidiopol frav 35,6% (114/320) Twv aocBeviov Tou éAaPav Bepameia. Avagopd
mBavoioyoUuevwy avemBuuntwy evepyeiv H avagopd mBavoAoyoUpevwy avemBUipnTwy EVEPYEIWY PETA Ao T XOprynorn adeiag KukAopopiag Tou
PappaKeUTIKOU TIpoidvTOG eival onuavTikr. ETmpeTer T ouvexr) TapakoAoUBnan Tng oxéong opéAouc- kivBUvoU Tou QapUaKeUTIKOU TTpaiovTog. ZnTefral amo
TOUG ETTAYYEAHATIEG UYEITG VO ava@EépouV OTToIEaBI|TIOTE TNBavoAOYOUHEVES aveETIIBUNNTES EVERYEIEG HETW TOU EBVIKOU OUOTILATOG avagopds TIOU TIEPIYPAQETa
oto Napdptpa V. 6.4 IBiaitepeg TpoguAGgelg kard Tn @UAagn Tou TpoidvTog Acv uTidpxouv BikéG obnyieg Siatrpnang yia To TTpoiov autd. 7. KATOXOE
THE AAEIAL KYKAO®OPIAL Ipsen Pharma 65 quai Georges Gorse 92100 Boulogne-Billancourt MaAhia 8. APIOMOZ(Ol) AAEIAZ KYKAODOPIAZ
CABOMETYX 20 mg emkahuppéva pe AeTrté upévio Siokia EU/1/16/1136/002 CABOMETYX 40 mg etnkaAuppéva pe Aerto upévio diokia EU/1/16/1136/004
CABOMETYX 60 mg emkaAuppéva pe Aemio upévio Siokia EU/1/16/1136/006 9. HMEPOMHNIA NMPOQTHEI EMKPIZHI/ANANEQIHI THE AAEIAL
Huepopnvia mipdng éykpiong: 09 ZemrepPpiou 2016 Hpepounvia Teheutaiag avavéwong: 21 Anpidiou 2021 10. HMEPOMHNIA ANA®EQPHEIHE TOY
KEIMENOY Actrropepeic mAnpogopicg yia 1o Tapdv @appokeuTiké Tipoidv eival Bia8éoipeg otov BikTuakd ToTo Tou Eupwiaikol Opyaviopol Pappdkwy:
http://www.ema.europa.eu.
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