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"Jemperl

AN \ 1 DAILY DOSE
« SJA .
VaS Zejug

(dostarlimab) Injection 500 mg !!L%!E

Mpw tn ouvtayoypaynon cupBouteuvBeite trv MeptAndn Xapaktnplotkwy twy Mpoidviwy n onola elvat StaBgoiun katdmy attroew oty etatpela.

Zejula: AT:4.267,63 €, % emikopAynong ané toug opvcwlcuouq Kotvmvmmvncmahcsmu 100%, Kutomvsvruinc Tou npolovtcc atov Kum)\ovo
AnofnuLotpevwy Mappdkwy. Meploptopevn latpikn cvvayr. H évealn tng Ozpareiog yivetal og voookopeio kat pmopel va ouvexiGeta extoq voookopeiov umé
v apakoholBnon el5kol Latpod.

Mootk kat mocotikn oUvBean: To kabe okAnpo kapakLo MepLEXEL pOVOUSpLKT TOoUAKT ViparapipTn mou woduvapel mpog 100 mg vipamapipmm.

Jemperli: A.T. 6.463,80€, % EMX0PIYNTNE OO TOUC 0PYAVIOHOUC KOWWVLIKWY 0oWaAloewy: 100%, katomy Evragng tou mpoidvtog otov Katdhoyo
Anoalnuotpevuy Dappdkuwy. Mévo yio voookopelakd Xphan amé yiatpd pe kaTdAnAn e1dikeuon katepmeipla.

Mootk ke moootikn cUvBean: ‘Eva @akidio mukvol SLaApaToq yia apaokeun) SLaAHOTOS TPOg £y xuon twy 10 ml meptéxel 500 mg dostarlimab.

¥ Topdpuako uuto rs)\sl und SupTANpW patikn mapakololBnon. Auté Oa emtpéeL To vprwopc ﬂpDG&lOpLOUO VEWY n)\npowoptmv AoPAAELOG. Zm:s[tm amné
Toug emayyeApatieg uvsluq va avagépouv onoleodimote mBavohoyolpeveg avemBUunteg evépyetes. BA. mapdypago 4.8 yia tov tpdmo avapopds
avemBUuNTWY EVEPYEWDV.

Ta avwtépw LoX0oLV KATd Ty nuepounvia ovvrong tng Kataxwpnaong.

ﬂapaxa)\cuus ETIKOWWVAGTE e Ty etaipsia yia empPepalwon MApwG evnpepwpgvwy Se8opéviy, yia onoladrmote minpopopia f/kat
avawopd AvemOupntwy Evepyelwv oto TnAépuwvo 210 6882100,

Ta epmopikd ofpataavikouy f éxouv mapaxwpenOel otov Optio etatpetwv GSK.

©2023 ‘Opthog etatpeuwv GSK i Sikatomdpoxog tou Opihou GSK.
GlaxoSmithKline MONOMPOZQMH AEBE
M. Knyioiag 266, 15232 ABrva, TnA. 210 6882100
www.gr.gsk.com

BonBhote va yivouv ta pdppaka nio acparh kat Avagépete
OAEE g yia OAA 10 @apps
Zupnhnp@vowa; v «KITPINH KAPTA»
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XAIpPETIONOS
Ayanntoi YuvadeApor kai OiAol,

Me noAU 181aitepn xapd 0as KaAwWGoOPIZoUPE yia 5 ouvexn xpovid ato cuvedpIo Tns OYKOAOYIKNS
KAIvikis tou Maveniotnuiakou MevikoU Noookopeiou tns Adploas.

Yas euxaploToUpe Beppd via TN OUPETOXN 0aS OTNV EMICTNHOVIKA auth npoondBeid pas, n onoia
enioteydzel 1o BUOKOAO €pY0 TNS KAIVIKAS pas. H epneipia twv nponyoUPEVWY CUVEDPIWY, as ano-
deikvUel nepitpava ét n alnAenidpaon petatl 10IKwy, €ival Mpos dQeA0S TS latpikns Kolvotntas.

MapakoAouBoUpe 6Aol TIs oUyxpoves eCeAi€els atnv OykoAoyia pe 1biaitepn npoonAwan. Eival ye-
yovos Ot onpepa, nepicodtepo and note, N diayvwon kal Bepaneia twv kakonBwv veonAaopdtwy,
anartel, Tn ouvepyaoia Kal To GUVIOVIOUO MOAAWY cuVaPWV 1atpIKWY E1dIKothTwy. Eival nAéov oa-
(€S 0€ OAoUS pas Ot N avIIPETWNIoN ToU Kapkivou anoteAei cUAAOYIKA npoondBela, via epappo-
yn eAdxiota enepBatkwy pHeBOdwWY, LE AnNWTEPO OTOXO, TN OTOXEUEVN KAl EEATOMIKEUEVN avVTI-
petwnion tou OykoAoyikoU aoBevous. O1 vedtepes BepaneuTikés eEEAEEIS e TNV epappoyn VEwWY
(PAPUAKEUTIKWY Napayoviwy, AvIIayyEIOYEVETIKWY Napayoviwy, avoooBepaneias Kal GTOXEUUEVWY
Bepaneiwyv, kabws kal cuvduaopd autwy Petaty Tous N PE Ty aktvoBepaneia, dnpioupyoly VEous
opizovies otn Bepaneutikn Tou kapkivou. ¥ta nAaioia autd, o poAos tns Opdadas eivar avapgioBnitn-
Ta 0 MAE0OV ONPAVTIKOS Kal anoteAEl Tov akpoywviaio AiBo, Tdoo yia TV avipETwWNIoN ToU Kapkivou,
000 Kal yia Ty diatnpnon s KaAns nolétntas Zwns tou acbevous.

To napdv ouvédpio AapBavel xwpa, Pe Ty nenoiBnon 6t 6a avadeitel nepioodtepes avaykaies
MTUXES, PETACU, TwV ouvapwy €IIKOTTWY Kal Ba npodyel TV aviaAayn anoyewy Kal YWWaswy
HETACU TwV Katagiwpévwy, ald Kal Twy VEOTEPWY oUVadEAPWY Kal TEA0S Ba cULBAAAE! oTnv Ka-
AUtepn aAnAokatavénon kal cuvepyaoia petagy pas.

O&éAw va €uxapIoTNowW NPOCWIIKA 6AOUS TOUS GUVADEAPOUS, Yia TNV EUYEVIKN avIanokpion Tous
otnv NPOAoKANGN pas, aAAd Kal 6oous €xouv ekdNAWaEel Tnv enmiBupia yia Ty napakoAouBnon twv
€PYaOIWYV TOU ouvedpiou pas!

Me 181aitepn TIpn

ABavdaios Kwtodakns

pdebpos Opyavwrikns Enitporiis
Kabnyntns NaBoAoyias - OykoAoyias
Tunua latpikns, XxoAr Eniotnuav Yyeias,
laveriotuio Osaoalias

AieuBuvtris OykoAoyikis KAvikris [ENA
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Opyavwtkn Enitponn

Mpoebpos
A. Kwtodkns

Emotnpovikn Enitponn
Mpoédpol

A. Kwtadkns

K. Toanakions

From transformative medicines MéNR
that take on the toughest challenges, )
. = E. YahouUaotpos
to biosimilar and supportive care O, Kalvrs
outcome-enabling solutions we' re B. NanabonouAoS
l. Yapapds

ADVANCING ALL A e
ANGLES OF CARE

AMGEN

Oncology

GRC-980-0623-80001

nnm.;.::.;m;:?:;ﬂ: ::;ﬂ-:mu AMGEN HELLAS ENE
aumhpivorag v “KITPINH KAPTA® Ay. Kwvotavtivou 59-61

AT R e iy o ke s s L + Green Plaza, ktiplo I, 15 124 Mapouat
A e €arn more a Tnk: 210 3447000 - Fax: 210 3447050

1 MAextpovua)



Letrafem?®

Aiokia Aetpol6Anc 2.5 mg
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ARITI A.E. AGHNA: Agwg. Taroiou 52,
13677 Axapveg

ThA.: 210 8002650 - Fax: 210 6207503
www.ariti.gr - info@ariti.gr

awit”

SN W

e

¢

Sizda
6oV c'w?fuqa

5°OyKo)\oleé Yuvedplo Kevipikns EANGdOs

12-14 OktwpPpiou 2023 Larissa Imperial Hotel Adpioa

Mepntn 12/10/2023

09:30-10:40

10:40-11:30

11:30-12:00
12:00-13:50

12:00-12:40

12:50-13:20

13:50-14:50

Session | - YnootnpiKtikA aywyn
Mpoedpeio: B. Manadonoulos, E. ApvaoutoyAou

09:30-09:50 AvaAyntikn aywyn o€ oykoAoylkoUs acBeveis:
Dappakeutikos aiyopiBuos

09:50-10:10 AvunnkIikh aywyn: npoAnwn kai Bepaneia

10:10-10:30 Nautia kar épeon: npoAnwn kai Bepaneia

10:30-10:40 Yuzntnon

Session Il - AoipwEels og oykoAoyikoUs acBeveis
Mpoedpeio: E. Pnyonoulou, . XapnAds

10:40-11:00 KateuBuvtnples odnyies yia eppBoAiacpous
o€ oykoAoyIkoUs aoBeveis

11:00-11:20 loyeveis nnatitides o oykoAoyikoUs aoBeveis

11:20-11:30 Xuzntnon

AdAeippa kagé

Session Il - Napouacidoels oItNTWV
Mpoedpeio: K. Toanakidns, A. Tupewvidns

Mn-pIKpoKUTtapikos Kapkivos nvelpova
YnevBuvos goitntwv: K. Toanakiéns

1. Mapia AAegavrou, EKMA

2. Twrtnplos Mayyavas, EKMA

3. NikdAaos Znyds, ewpyia Tzrka,
AAEEavbpos Toékoupas, MNav. Bsooalias

12:40-12:50 ixoAiaopos: K. Toanakibns

Kapkivos OpBou
YnewBuvos @oitntwyv: A. ZUPEwVIdns

1. Mapia-EAévn AiBazdyAou, Mav. lwavvivwy
2. Xpiotiva ZépBou, Mav. MNatpwv

13:20-13:30 XxoAiaopds: A. Zupewvidns
13:30-13:50 Yuzntnon

Session IV - Yypn Bloyia

Mpoedpeio: B. FewpyouUAias, A. Boutaiva

A. XapaAapnidou
A. Aazdpou
E. Xavizapa

A. Ltépos
N. FatoéAns

13:50-14:10 Kukhopopouvta Kapkivika kuttapa - O poAos Tous

Kal N KAIVIKA onpaocia tous
14:10-14:30 E€wowpata

I. KaAAépyn
A. Zayapa
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14.30-14.50 H onpaoia tou popiakoU npo®iA otnv avadeign rN\lj
NS ETEPOYEVEIAS TOU KAPKIVOU M. Kwvotavtouldkns o
14:50-15:00 TuzAtnon g
a4y A - , 15:00-16330 EAa@pu Fedpa =
: , W = —— ™~
e ' : . 16:30-17:40 Session V- luvaikoAoyikéds kapkivos (1) —
L Mpoedpeio: A. PodoAdkns, M. ManakotoUAas =
C
Enfo rtumab VEdOtIn 16:30-16:50 Kapkivos woBnkwv: Mpwtoyevns Kai o
— ) ; ; €vOIApEDN OYKOPEIWaN A. Xaid6noulos —
Injection for [V infusion 20 mg & 30 mg vials 16:50-17:10 Suotnuanikh Bepaneia oty 17 ypappn
TOU KaPKIVOU TwV woBnKwv A. Mnokas
17:10-17:30 Updates on the Status on PARP Inhibitors
in Ovarian Cancer E. Mmigiwta

17:30-17:40 ruzntnon

17:40-19:10 Session VI- FuvaikoAoyikds kapkivos (I1)
Mpoedpeio: A. Aandvte, X. Manadnuntpiou

17:40-18:00 KAIVIKA Kal XEIpOUPYIKNA otadionoinon

0TO0 KapKivo TpaxnAou tns pntpas X. Kotavidns
18:00-18:20 MMpoBAhuata otnv epappoyn Tou Gpoupoy

Aeppadéva atov kapkivo tou evdountpiou 0. NMavookdaAtons
18:20-18:40 Mopiakoi undtunol ato Ca evbountpiou

Kal N KAIVIKA Tous onpaagia M. Aidvtos
18:40-19:00 O pdAos tns avoooBepaneias ato yuvalkoAoyiKd

Kapkivo E. Kovtonoééns

19:00-19:10 Yuzntnon
19:10-19:30 A1dAcippa Kape

19:30-20:00 AiaAegn (1)
Mpoedpeio: K. Ntagpoénoulos, M. Aidvtos

Aiatpnon yovIPOTNTas 0€ YUVAiKeS e YUVAIKOAOYIKO KapKivo A. PoboAdkns
20:00-20:30 AiaAegn (II)
¥ To gippake auto tehet umd oupAnpwiatiki TapakoholBnon. AT Ba eMTpéel Tov ypilyopo POoBlopIOUG Vewy TNPOPOpILY aopdheag. Zne(tat M po €0 pE io: E. Kovtondén S, . Toaolons
arié Tou, enayyeApaig Lyeiag va avapEpouy omoteodrmote mBavohoyoljievee avemBOpnTeg evépyeiec, BA. mapaypago 4.8 yia tov tpéro avagopdg
S e Artificial intelligence kai OykoAoyia E. Mnepoukas

,., <} r = 2 T mepartépw Thpopopiee oupBoueuteite v MXM o BlatiBerar and v
a S le l la ,S Astellas Pharmaceuticals AEBE, katom amoe,
Astellas Pharmaceuticals A, E. B. E. MEPIOPIZMENH IATPIKH ZYNTAI'H: MONO rlA NOZOKOMEIAKH

. : - LEECTCTEETOND CEETUMPETTOR UL XPHEH ATIO FIATPO ME KATAAMMAH EIAIKEYEH KAIEMNEIPIA.
Aynaaou 6-8, 151 23 Mapoua, Abrva. Tipn Tin pe DMA
TrA. 210 8189 900, Fax: 216 8008 998 | » - E )
astellas.com/gr BonBrote va Vluoux ‘lrs&:(xsm IO ACHAAR Kat
ONEX TIG QVEMBULNTEG EVEPYELES i ONA Ta pdppaka

Tornkdg Avnrpdowriog/ Aavojgag PADCEV KONIZ A MYKNO ZKEYAZMA A Zopmnpdvovtag v «KITPINH KAPTAS

Tipoiovtwy Astellas oty Kirpo: MAPAZKEYH AIAAYMATOZ MPOY EMXYZH 854,65€ 95055€  1063,00€
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RADIOPHARMACEUTICALS

[Mapaokeun 13/10/2023

09:30-11:00 Session VII Kapkivos KatwIePOU yaoTPEVIEPIKOU
Mpoedpeio: K. Kamposioras, I'. Tzopapas

09:30-09:50 BéATIOTN QVIILETWNION KANPOVOUIKOU

koAo-opBikoU kapkivou I. Mnaloyiavvns
09:50-10:10 Neoenikoupikn avoooBepaneia oto CRC:

MwWS OUVEXIZOULE; I. ZapkaBéAns
10:10-10:30 Watch and Wait npooégyyion peta ané nAnpn avianokpion

o€ Total Neoadjuvant Therapy M. NanavaoctacénouAos
10:30-10:50 XtoxeUovias TS acuVNBEIS LOPIaKES AAAOIWOEIS

ato naxu €viepo (KRAS, Her2, BAFKAM) N. Bapdakns

10:50-11:00 Yuzntnon

11:00-11:30 AiaAegn il
Npoedpeio: E. TinoBeadou, A. Kwtodkns

Clinical Controversies for Colorectal Peritoneal Metastases:
Is Cytoreductive Surgery and Intraperitoneal Chemotherapy
the Best Approach? K. Tenetés

11:30-11:50 AraAcippa Kagé

11.50-13.15 Session VIII: Kapkivos avwtepou yaotpeviepikoU
Mpoedpeio: A. ZaxapouAns, 6. Makatowpns

11:50-12:10 Eioaywyikn xnpeloBepaneia ae 0Aous tous aoBeveis

e e€alp€aipio Kapkivo naykpéatos: Unép kai katd  A. Zupewvibns
12:10-12:30 State of the Art kai vedtepes e€eAifels otnv aktivoBepaneia

TOU KapKivou naykpeéatros M. Tpixds
12:30-12:50 AvadulLEVES IOPICKES OTOXEUPEVES Bepaneies

OTO XOAQYYEIOKAPKIVWA Kal aTovV 0100(ayoyactpiko

Kapkivo l. Zapapds
12:50-13:10 AvoooBepaneia: napov kal HEAAoV
OTOV 0100(ay0yacTpIkd Kapkivo A. LTpIgndakos

13:10-13:15 Yuzntnon

13:15-13:45 AiGAe€n IV
Mpoedpeio: B. lewpyoUAias, I'. KoukoUAns

Tumor agnostic treatment: €ipacte Kovtd otnv aviikarGotaon

— , ) s naBoAoyoavatopikns didyvwons and tn popiakn? 0. ®Awpos
OTTIKOG AVTITI’QOO’CDI'I’OS.
BIOKOXMOX A.E.B.E. : ! .
MAPATQrH PAAIOGAPMAKON 13:45-14:15 Aiake€n V , ,
Karoxog Assiac KukAowopiac (MAH): 'ESpa: Okon Navoppoc, 19500 Aabpio Mpoebpeio: A. Bayiwvds, N. TooukaAds
Ymok/pa A': BINA Aakképarog, 63080 N. KaAhkpareia " 3 3 ,
Yrok/pa B’: Accxp. Bouhayuivng 150, 16647 Thopasa 0 poAos twv ADCs otov Kapkivo tou pactou K. MAoiapxonoUAou

THA: 22920 63900 | FAX: 22920 69235
www.biokosmos.gr
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OPDIVO.+ YERVOY <
(nivolumab) (ipilimumab)

UILT TO

Magc epumveel €va ovaodikd OpapaL: 5 L A S I

Na aAAGCoupe T (wr) Twv aoBevwv
aglonoui)vraq 'l:rlv E]‘[lOT]"‘l ur]m Nepihnyn Xapaktnpoukdov Mpoidviog OPDIVO, Mepihnyn Xapaktnpokiov Mpoidviog YERVOY.

Huepopnvia avaBedpnang keipévou, 27 OktwBplou 2022.  Huepopnvia avadewpnang ketuévou, 27 OkteaBpiou 2022. Avagopd mBavohoyolpevwy avemBopmwy evepyeiiv

EMdba Kinpog
EBuikdg Opyaviopts Oappdkwv DappaKEUTKES Ynnpeaieg
Meooyeiwy 284 Ynoupyeio Yyeiog
GR-15562 Xohapyoc, ABfiva CY-1475 Aeukawoia
Tnk +30 21 32040380/337 Tnk +357 22608607
Oat; + 3021 06549585 Oa: + 357 224086469
kl Il B ri Sto | M ye rS Sq u i b bTM lotétonoc; hitp://www.eof gr lotéronog www.moh.gov.cy/phs
Bristol-Myers Squibb A E Boytijots va yivouy T gappoKe mo ookl Ka
I . . o Atukng 49-53 & Mponovtibog 2, TK. 152 35 Bpinoota, Awkn Avagpépere
LI || BrIStC)l Myers Squ|bb T6 63883 - Bpihioota, TK. 152 03, At OAEE tig avembipnres evépyees yia
Tnh. 210 6074300 & 210 6074400, ®ag§ 210 6074333 OAA 0 géppuxa
ApBy6c I"E.MH 7453401000 Zupainp@vovrog my «KITPINH KAPTA»

0-ONCO 7356-GR-2300016/MAR2023

o meploodtepeg mAnpodopieg emiokedOeite Tnv LoTooeAId www.bms-greece.gr



OGIVRI/406/1 03/2023

Ogivri

(trastuzumab)

Tpomog didBeang: Mepiopiopévn 1aTpikA guvtayh: MOvo yia vogokopeiaki xprian amé yiarpd pe katéhAnAn eidikeuan kal pmeipia.

AT. olpguva pe 1o AT, 2/2023
OGIVRI 150MG BTx1VIAL: 346,86 €
OGIVRI 420MG BTx1VIAL: 995,36 €

MNpowBsital amd TNV ETAIPEIR:

\, DEMO ngee

Bonbiiote va yivouy 1u gpuaKa o doguk
Kal Avagipete
OAES 116 QVeTTIBUUITEG EVEDYEIEC yian
OAATa papuaka

Soumngivoriag 10y KITPINH KAPTA» . BIOMHXANIA ®APMAKQN
Mpiv T guviayoypaenan oupBoukeueite Kéroxos Adelag Kukhogopiag: 21° xAu EBv. OSe0 ABnvwv-Aapiag,
v PN MepiAnyn Twy XapakmpioTikdy Vialris Limiled, Iphavia 145 68 Kpuovépr, Armikijg, EMada
Tou TIpGi6VTOG, Trou dlariferal aTmo TV eTalpeia Tomikég: BGP MPOIONTA M.E.N.E. T: +30 210 8161802, F: +30 210 8161587
TATOVTAg aTo TIpakémw link www.demo.gr Tnh: +30 210 9891 777

Ay. Anpnpiou 63, 17456 Ahipog

OYAVAS

bevacizumab

OYAVAS 367/1 06/2022

W To gapuako autd Tekei urd oupmAnpwyaniki TapakohouBror). Autd Ba emrpéwel 10 ypiyopo Tpoodiopioud véwv Thnpogopihv aoeakeiac. Ziyefial
amé Toug emayyeAuariec uyeiag va avagépouy omroleadiTiote mbavooyolpevee avemBuunTec evépyeles. BA. mapaypago 4.8 yia Tov Tp6o avagopdc

QvemBUpNTWY evepyEIwY.

BanBijate va yivouv Ta gapuaka mo aogaky
Kal AVagEpETE
OAEZ 11g avemBOpNTEG EVEPYEIES YIO
OAA 10 gappaka
Zupmhnpavoviag my «KITPINH KAPTA»

Mpiv T cuvtayoypagnan oupBouleubeite
TV MepiAnyn XapaktpioTikwy Mpoidvrog

i
STADA

KAK: STADA Arzneimittel AG
Stadastrasse 2-18
61118 Bad Vilbel, Germany

MpowBeitar amd my eraipia:

"~\_DEMO ABEE

/A . BIOMHXANIA ®APMAKQON

21° Au E6v. Odou ABnvwv-Aapiag,

145 68 Kpuovépi, Ammikig, EMGSa

T: +30 210 8161802, F: +30 210 8161587




FULVESTRANT
INNOVIS

FULVESTRANT

Tpormog d1aBeonc: Me 1aTpIKr) cuvTayn
Atovikn Tipf A.T. 12.2022

FULVESTRANT/INNOVIS INJ.SO.PFS 250MG/5ML iy
BT X 2 PESYR (GLASS-TYPE 1) X 5 ML 305,83€

INNOVIS

Future health today
INNOVIS PHARMA A.E.B.E.
Aewo. Knowolag 44
Mapotol, 15125
T: +30 2162005600
F: +30 2106664804
www.innovispharma.gr

BonBroTs va yivouv Ta @ApHdKa IO AS)AAr
Kal AVaQEpPETE
OAEZ TIG aveMBUNTEC EVEPYELES YIat

OAA ta @dppaka
ZUPMANPWVOVTAC T «KiTtpivh Kdptas

Ful-KB01-1222

Mpiv mn ouvrayoypdenan cupBouleursite Ty XM 1ou npoidvrog n onofa undpxel
S1aBaipin and tnv etaipeia, epboov (ntnosi.

{

1N
e 0e;

14:15-15:50
15:50-17:40

17:40-18:50
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EAagpU Felpa

Session IX: Zapkwpata - Mehavwpata
Mpoedpeio: E. Tkoyka, |. MnoukoPivas

15:50-16:10 Mopiakn ta&ivépunon Twy 0apKwPAtwy Kal
Bepansutikn otdxeuan

16:10-16:30 MeAdavwpa kar ahAol dykol Tou 6€ppartos:
naBoAoyo-avatopikn NPoceyyion

16:30-16:50 MMepieyxeipntikh Bepaneia oto NpWIHo peAdvwpa

I. KékkaAn

M. lwavvou
A. Zivyas

16:50-17:10 Oepaneutikds alyopiBros ato npoxwpnuévo peAdvwpa E. Fkéyka
17:10-17:30 H epneipia tns OykoAoyikns lMNaveniotnpiakns KAIVIKAS
ToU MINA otn diaxeipion Twv PN HEAQVWLATIKWY KAPKIVWYV
K. Toanakidns
sponsored by SANOFI

To0U 6épparos

17:30-17:40 Yuzntnon

Session X: Kapkivos nveupova (1)
Mpoedpeio: I. kI6Zos, A. piBas

17:40-18:00 MNpooupntwuatikos EAEyXos (screening) Tou kapkivou
lMveupova kal Nées texvoAoyies nou nepidapBavouyv
Biobeiktes e BAon to aipa yia éykaipn avixveuon
18:00-18:20 EpyaAeia kal KAIVIKA epappoyn tou ctDNA
oToV NPWIHO Kapkivo nveupova
18:20-18:40 MMepieyxelpntikh Bepaneia otov kapkivo nvelpova
18:40-18:50 Xuzntnon

0. Oioté

®.l. Anpntpakonoulos
I. Kopavtzgns

18:50-19:00 AidAeippa

19:00-19:30

19:30-20:45

A1dAe€n VI
Mpoedpeio: A. Katoikovoupns, A. Kwtoakns

19:00-19:30 To O6(EAOS NS XPNONS TWV KAIVOTOUWY avocoBepaneiwy
yla v koivwvia & To guotnpa uyeias

otnv EANGda K. ABavaocdkns

sponsored by 0:0 MSD

INVENTING FOR LIFE

Session XI: O p6Aos tns kaivotopias otnv OykoAoyia
Mpoedpeio: X. Manayewpyiou, A. Katoikovoupns, A. Kwtodkns

19:30-19:40 And tn pepid twv acBevwv (EAAOK)

19:40-19:50 And tn pepida twv latpwy (EOME)

19:50-20:00 H evowpdtwon tou EupwnaikoU kavoviopou HTA
otnv EAnvikn npaypatikétnta (EOMYY)

20:00-20:10 O podAos tns YME otnv uAonoinon tns MoAitikns Yyeias
atnv Kevipikn EAGda (YTE) . Manayswpyiou

20:10-20:45 yuzntnon

I. KapaBava
M. NikoAGou

X. Kavn

Mapaokeun 13/10/2023




:‘ CABOMETYX'

MAPTE TON EAErXO ME
TO CABOMETYX® A

(cabozantinib) tablets | TOYZ AZOENEIZ ZAZ

To CABOMETYX® w¢ avacTtoAéag Tupoaivikig Kivaong (TKI) kai
aTTO TOU OTOUATOG BepaTTeia ETTEDEIEE OTATIOTIKA ONUAVTIKH
BeATiwon Twv PFS,0S5,0RR? péow 1Nng avaoToAlg Twv
Tapayoviwyv MET, AXL, VEFGR?® gg 6Agg TIG KAIVIKEG HEAETEG!

Neg@pokutTapiké Kapkivwua

17 F'poppn’
Z¢ eVAAIKEG agBeVEig e TIPOXWPNHEVO VEQPPOKUTTAPIKO Kapkivwpa evdidpeong i
QTWYXNES TTROYVWAONG, ol oTToiol dev £xouv AdBel TTponyoupevn Beparreia.

Z€ ouvduaopo pe VIBOAOUPANTTN, eVOEIKVUTAI YIa TNV BepaTtreia TTPWTNG YRAMUNAG OE
EVIIAIKEG QOBEVEIG UE TTPOXWPNHEVO VEQPOKUTTAPIKO KapKivwua.

2" Cpappn’

Z¢& evINIKEG aoBeVEig UE TIPOXWPNUEVO VEQPOKUTTAPIKO KapKivwpa PETA aTTo
TTPonyoupEvn aToxeUouod BepaTreia ayyeiakou evdoBnAiakoU augnTikou Trapdyovta
(vascular endothelial growth factor, VEGF).

HmaTtokuTtTapiké Kapkivwpa

2" [pappn’

Eveikvutal wg povoBepartreia yia Tn Bepatreia Tou NITATOKUTTAPIKOU
KapKIvpaTtog o€ eVAIKEG aoBeveic TTou £xouv AdRel TiponyoUpevn BepaTreia
UE copageviT).

AlagpopoTroinuévo KapKivwpa Bupeoeidoig

2" Cpappn’

Z¢€ eVAANIKEG aoBevEig ME TOTTIKA TTRPOXWPNMEVO ) HETAOTATIKG, SIAPOPOTTOINHEVO
Kapkivwpa Bupeosidoug (DTC)4, avBekTIKO i un katdAAnAo yia BepaTreia e
padievepyod 1WdIo (RAI)*, TTou Exouv TTAPOUTIdaEl EEEAIEN TNG VOTOU KATd Th
QIGPKEIQ ] META ATTO TTPONYOUNMEVN CUCTNMATIKA Beparreia.

To CABOMETYX® éxel éva Slaxelpioipgo TTpo@iA dveKTIKOTNTAS Kal do@AAEIag, To oTroio £Xel
atrodelyBei og 6Aeg TIG KAIVIKEG HeEAETEG TTPOOPEPOVTAG OTOUG aoBeveig TTo16TNTA {Wrig!

IPSEN MON. ENE

ArlQY AHMHTPIOY 63 , 174 56 AAIMOZ, A@HNA
THA.: 210 9843324, 210 9858930, FAX: 210 9887911

E-mail: ipsenepe@ipsen.com
http://iwww.ipsen.gr

TnAépwva gappakoemayplmvnong: 210 98 43 324, 210 98 58 930

1. Mepitnyn XapaktnpioTikwy Mpoidvtog-AlaTiBeTan améd Ty eTaipeia (oeA. 38-41)
2. PFS:Progression Free Survival, OS:Overall Survival, ORR:Overall Response Rate
3. MET:Receptor Tyrosine Kinase, AXL:Receptor Tyrosine Kinase,

VEGFR: Vascular Endothelial Growth Factor Receptor,

ONEZ Tk QvemBURNTES EVEPVELES Vit
OAATa

JuprAnpivovras T «KITPINH KAPTAD

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

1 CABO-A/JAN 2023

CIPSEN

Innovation for patient care

BonBiiote va yivouv ta dhéppake o o ka
A

5°OvKvolec’) Yuvedplo Kevipikns EANGdOs

12-14 OktwpPpiou 2023 Larissa Imperial Hotel Adpioa

20:45-21:15 TeAetn’Evapéns

MpoopwVvNoElS

lepd MntponoAis Aapions kai TupvaBou: EAAoyipwtatos KaBnyntis AyioAoyias,

AleuBuvns Ttou Ibiaitépou Mpageiou Tou YeBaopidtarou
Mepipepeidpxns Oeooalias

Anpapxos Aapioaiwy

Ynobdioikntis 5™ YME

Mputavns Maveniotnpiou Geooaias

Av. Mp6edbpos Tunpartos latpikns Maveniotnpiou ©ecoaAias
Mpdedpos latpikou TUAGyou Adpioas

Alolknts MNaveniotnpiakou MevikoU Noookopeiou Adpioas
AloIkntAs TevikoU Noookopeiou Adpioas «KoutAILnAveios
Mpdedpos LuAOSyou Kapkivonabwyv Adpioas

Mpdedpos tns Opyavwtikns Enitponns tou Yuvedpiou

2115 Cocktail KaAwoopiopatos

K. Zwtnpios MnaAatooUkas

K. Kwvotavtivos Ayopaotds

K. Anéotolos Kaloyiavvns

K. Ztaupos Manayewpyiou

K. XapdAapnos MniAAivns

K. Apioteidns Zipnns

K. Kwvotavtivos MavvakonouAos
K. Anpntpios KatoikovoUpns

K. lecpylos BAaxdkns

Ka. lwavva KapaBava

K. ABavaoios Kwtodkns

MNapaokeun 13/10/2023



(/ Erleadav

(apalutamide) tablets

YaBpato 14/10/2023
ERLE DA@ ZTON mHSPC 2 H eEPAnEYTlKH e Kﬂappol(sigs:iorzhllsl::l:lr:\l/t(z;, X. Mavénoulos

09:00-09:20 B©epaneutikn Npoogyyion s N2 vooou oto MMKI K. Motapns
09:20-09:40 Mnopei n aktivoBepaneia va avikataotnoel
N XEIPoUPYVIKN NapépBacn ato otadio Il tou MMKM?  T. @IAinnou
09:40-10:00 ©epaneutikes eniAoyes MMKTT e EGFR kal
ALK petaAAéels petd ty eE€NIEN tns vooou
otnv 1™ ypappns atoxevouoa Bepaneia A. TpiBas

HOY A(DHNEI OI\EZ TIZ GEPAnEIEZ 10:00-10:20 A)\yé,pleuos OYIIUEI(DHIOHS MMKTT1
ANOIXTEZ ZTON mCRPC*Z g i . oA ;(J);r,:in;;snta)\)\aﬁas D. Papadatos-Pastos

10:30-10:50 Ai1daAcippa Ka@é

10:50-12:00 Session Xlll: Kapkivos paatou (1)
Mpoebpeio: E. ZaloUotpos, A. Tpupwvonoulos

10:50-11:10 MpoAnyn kar eykaipn avixveuon

KANPOVOUIKOU Kapkivou pagtou L. AouPetzépns
11:10-11:30 AktivoBepaneia otov mpwipo Kapkivo
TOU paotoy E. Mapaykouddkns

11:30-11:50 MMws ol yovidiakes unoypapes BonBouv
NV Anwn e€atopikeEUpEVWY BEPanEUTIKWY anoPAacewy
oTnV KAIVIKA Npagn E. Toitodnoulos
H éykaipn xopriynon g Bepansiag pe ERLEADA® + ADT atov mHSPC ipoagpépel 11:50-12:00 Xruzntnon
otoug acBeveic TNV evkalpia va wpeAnBoiv ané to ERLEADA®, aprivovtag mapdaAAnia

AMN\EC EYKEKPILEVEC OUOTNHATIKEG Bepaneiec® yia peTEMeITa oTadia NG vooou? 12:00-13:35 Session XIV: Kapkivos paotou (1)

Mpoedpeio: X. XpiotodoUAou, A. MnouUtns

* H6epaneia pe ERLEADA® + ADT evdeikvutal atoug acBeveic pe mHSPC, 6x1 dpwg pe mCRPC. Irig Bepaneieg 17 ypappng o1o oTddio Tou mCRPC nepthapBavovtar 1200_1220 AVUUEIU’JI‘IIOI’I I'Ip(bILIOU Ipll‘l)\(ﬁ ClanUKOU
1 o&ikn apmpatepovitmpedvi{ohovr), dooetadéln, eviahoutapion kat dhheg el , ’ .
** ¥1n pehétn TITAN evidyBnke éva eupl paopa acBeviv [ HETAOTATIKG, OPHOVOELAIGANTO KAPKIVO TOU POGTATH GUPMEPIAALBAVO HEVV KAl EKEVWV [IE VOO0 XaUNnAGD Kal KGDKIVOU ou HGOTOU A mwtapE)\)\n
upnAod goptiou, vooo xapnhel kat upnhol Kivbovou, TponyoUpevn xopriynon dooetagedng (va f 6x1) kai mponyoupevn Bepaneia ony Tomka eviomopévn vooo (vai i oxi). 2 1220_1240 YHO)\SII‘IOUEVH VO’OOS us-[d Cll‘lé VEOEFHKOUD”(h egpal—lgl’a
To ERLEADA® evbeikvutar:! MaBete neprocotepa . . , . . 5
« y1a eVAAIKEC AvB pe¢ yia Tn Bepameia TOU PN LETAOTATIKOVAVBEKTIKOUGTOV EVVOUYIGHOKApKIVOU Tou MpoaTdtn (hmCRPC) a'rPoJanss'e:n 1 013 Ipln)\a ClanUKO KGpKlVO UOOIOU E- Papadlmltrakl
Tou S1aTpEXOLY LPNAS KiVEUVO Va avan TUEoLV HETAOTATIKI VOO0 Medical Cloud 12:40-13:10 H KAIVIKA C[a'(] s otdxeuons tou HER2 oto HER2-low
+ y1a evijhikeg v peg yia n Bepanzia Tov peTaocTatikod oppovoevaiodntou kapkivou Tou mpootdtn (MHSPC), , , , ,
oe ouvbuaopo pe Bepaneia otépnong avépoydvwy (ADT) . . L,IE'[C[O"[C['[IKO K(]pKlVO TOU UCIO"[OU r KEO’IGI’IS
Bifhoypagpia:
1. ERLEADA® Mepinyn twv XapaktnpioTikwv tou Mpoiovtoc, Aeképfprog 2022. 2. ChiKN, et al. J Clin Oncol 2021;39 z Sponsored by AStraZeneca

\ /To QAPPAKO AUTE TENET UTIG GUUMARPWHIATIKY TTAPAKONO! - AUTO Bd EMTPEPEL TO YPIYO PO TPOOSIOPIGUS VEWV TANPOPOPILV . . .
\/ aopaheiac, Zneital ané Toug enayyeAUaTiec Lysiag va avage pouv omoleadimoTe mBaveloyo BLEVEC avemBUUNTEC EVEPYEIEC. } 13:10-13:30 HER2+ MPOXWPNHEVOS KAPKIVOS HAaoTtou:
n 2 . 3
eprextbrnra FCTAB 6OMG/TA, veos Bepaneutikos akyopiBpos . Zapapas

Avagépete Zuokevaoia B"Fx 1 1; diokia ae blisters FAVC/P’CTFE,’ . =
OAEE Tic avem@UunTeg EVEPYEIES yia Nogokopetak T2 8€, Aavikr T E Sponsored by GENESIS

. OMATa @dppaka H Nepilnyn Twv XapaktnploTikav Tou Mpoidvtoc 13:30-13:35 ZUChmon
Zupmhnpivovtag T «KITPINH KAPTA» Bpioketal oe endpevn oehida. (oe. 42)

-
JANSSEN-CILAG GAPMAKEYTIKH A.E.B.E. janssen f Oncology 13:35-13:45 A1dAcippa kapé

Aewpbpog Eiprvng 56, 151 21, Nevkn, ABrva, Tnk.: 210 8090000
WWW.janssen.com.gr PHARMACEUTICAL COMPANIES shwen-felumon

BonBrotz va yivouv ta @pappaxa mo acgahij kat




medical

SUOMICON®

Dexamethasone

10mg/5ml, noo. diaA., 50ml
20mg/5ml, noo. 61G\., 30m

Me warpixn ouvrayn

PIRVER®

Prednisolone

5mg/ml, noo. diIGA., 60m
10mg/ml, noa. 61aA., 60ml

Me watpixn ouvrayn

convey COR-02-07/2023

BOnBAGTE va yivouv Ta GAPAKA NI0 A0GAAR Tia v MepiAnyn twv Xapartnpiotikev 1w Mpoidvwy,

Kal Avapépete ENIKOIVWVIIOTE € TOV EMIOTNPOVIKG UNEUBUVO
OAEZ s avenifUuntes evépyeies yia 1S (QTIPIKIIS EVAPEPWONS,
OAA 10 pdpuaKa A, emxotvwvias: 210 669603,
Eupmnpavovtas v “KITPINH KAPTA™ e=mail: phar igile dicair.gr, www.medicair.gr
TUv-ipoOnon SUOGMICON & PRVER
Medicair Bioscience Laboratories CY LTD
Zuv-npowonon PRELOCORTIL

S.J.A. PHARM E.MN.E. PRELOCORTIL® SOLU.TAB 5MG/TAB BT x 30 18,30€
YredBuvos lampikiis Fnypwons PRELOCORTIL® SOLU.TAB 20MG/TAB BT x 30 T3l
Medicair Bioscience Laboratories S.A. PIRVER ORAL SOL 5MG/ML BTx BOTTLE x 60ml 29,93€

Napions 10, 15351 Marvivn, ABrva,
1-f 2106669 603, e info@medicair.gr

www.medicair.gr

PIRVER ORAL.SOL 10MG/ML BTx BOTTLE x 60ml 59,8%€

SUOMICON ORAL.SOL 10MG/SML BOTTLE x 50ml 49,44€
SUOMICON ORAL.SOL 20MG/SML BOTTLE x 30m! 59,19€

13:45-14:15

14:15-14:45

14:45-15:15
15:15-15:45

15:45-17:40

5°OyKo)\oleé Yuvedplo Kevipikns EAAGdos

12-14 OktwpPpiou 2023 Larissa Imperial Hotel Adpioa

A1GAgEn VII
Mpoedpeio: X. Avbpeadns, A. Wuppn

Molol aoBeveis npénel va ndpouv Bepaneia pe Bacn tnv avoooBepaneia
o€ Bepaneia NPwWINS YpaupNs yia UNoTponiAazovia/Letaotatikd kapkivo
KEPAANS Kal TpAxnAou A. Mdpkou

AiaAegn VIII
Mpoedpeio: A. Kwtodakns, I. Kopyias

Yuvbuaopos avoooBepaneias pe aktivoBepansia M. Koukoupdkns

EAagppU levpa

AidAegn IX
Mpoedpeio: A. Bappakads, I. Tzitzikas

Mpiatpikn OykoAoyia A. Kapapnedzgns

Session XV: Kapkivos oupoyevvntikoU ()
Mpoedpeio: B. Tzwptzns, MN. Katoaolvns

15:45-16:15 H B6¢on tns AvoooBepaneias atnv Npwipn vooo

Tou NeppokuttapikoU Kapkivou ®. Koivns

sponsored by 0:0 MSD

INVENTING FOR LIFE

16:15-16:35 H atia s e€atopikeuons tou Bepaneutikoy MAAvou
oto tatibl Twv acBevwv pe Kapkivo veppou B. Manaddénoulos
sponsored by % IPSEN

16:35-16:55 Xelpoupylkn Aviipetwnion acBevous e oupoBnAiakd

Kapkivwpa peta and eicaywyikn Bepaneia K. Zkpidanas

16:55-17:15 H onpavtukdémntia tns Bepaneias ouvinpnons
oToV Kapkivo tou oupoBnAiou Z. Zageipiou
sponsored by BNARRTK

17:15-17:35 Néa Bepaneutikn Npoaéyyion Tou oupoBnAiakou

Kapkivou E-1. MepdikoUpn

sponsored by 78%1 C”aﬁ
17:35-17:40 Yuzntnon
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Abiraterone/

PharmaZac

Pharmazac S.A.

pharmazac@pharmazac.com

Naoulong 31, 104 47 ABriva

TnA: +30 21034 18889 - 97 | Fax: +3021034 18887
M. Natpddv Meppavou 27, 546 22 Oeaaalovikn

TnA: +30 2310 253 867 | Fax: +302310 933 524

www.pharmazac.com | m

Pharmazac 500mg

Abiraterone/
Pharmazac

ev0

" k
\ @ ES\;SHE;J :pawn fioxia

(4
Mz pharmaZ?

BonénioTe va yivouv Ta ¢Appaka mo ac@all Kai
Avapépete
OAEZ Tig avemBupunTeg EVEPYEIES YIa
OAA Ta pdppaka
ZupmAnpwvovrtag Ty «KITPINH KAPTA»

Mnopeite va fpeite wmv [IXN E
oopcvoviag tov (R Kwdiko

ABRT2/YB/07.2023/ADV

= §

{

ES850220:20

20.20
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17:40-19:30 Session XVI: Kapkivos oupoyevvntikoU (l1)

Mpoedpeio: ®. Kaivns, M. FewpyoUAias

17:40-18:00

18:00-18:20

18:20-18:40
18:40-19:00

15:.00-19:20
15.20-19:30

MNéoo ennpedzel TS KAIVIKES Kal BepaneuTikEéS anopAacels

0 YEVETIKOS €AEYX0S OTOV KAPKivo Tou npootdtn;  P. ZakonoUAou

Nedtepes e€ehiCels otn Bepaneia Tou oppovoeuaioBntou

KapKivou TOU NPOoOTATN: TPEXOVIES BepaneuUTIKOf

aAyopiBpol A. Ayopaaotds
sponsored by t@vwQ

BOepaneutikes enidoyes yia aobeveis pe mCRPC M. Katoaolvns
MpogyxEIPNTIKA Kal LETEYXEIPNTIKN aKTivoBepaneia

OTOV NPWIKO KApKivo Tou Npootdtn I. Kipyias
Theragnostics otov kapkivo Tou Npootdtn B. Balotdoiou
Yuzntnon

Session XVII: AvocoBepaneia
Mpoedpeio: A. Kwtoakns, A. Eayapad

19:30-19:50
19:50-20:10

20:10-20:20

Rechallenge avoooBepaneias: ndte kai g€ MoIous; A. KékkaAns

Alatpo@n Kal kapkivos - enidpaon s diatpo@ns
otnv avoooBepaneia I. Miydavns
Yuzntnon

fupnepdopata - AnEn ouvedpiou

YapBpBato 14/10/2023




IGRAPHIUM]

)‘V
TECENTRIQ

atezolizumab

é g 5°OyKo)\oy|Ké Yuvedplo Kevipikns EAAGd0s

TECENTRIQ® 1,200 mg nukvé &idhuua yia mapaokeun diaAiparog mpog yxuon,
TECENTRIQ®1.200 mg: - EAAGOa N.T.: 3.121,90 € - A.T.: 3.951,72 € » Kimpog: M.AT.: 4.073,42 €
TECENTRIQ® 840 mg mukvé SidAupa yia mapackeun SlaAUpatog mpog Eyxuan.

TECENTRIQ® 840 mg: » EANGB: N.T.: 2.053,66 € - A.T.: 2.618,66 € * Kirpog: MAT: 287355 € 28y PRIX GALIEN GREECE w2

Tpérog Aid8eang TECENTRIQ®:

i 2079

Me mepiopiopévn 1atpiki auviayn: KAAYTEPO BIOTEXNOAOTIKO TIPOION

Mévo yia voookopelakni xprion amé yiatpé pe kat@AAnAn eidikeuon kai epmeipfa.
Nepartépw mAnpodopieg dlatiBevtal and tov kiToxo g G3eIa¢ KukAopopiag Katémv artioewg.

MepiAnyn XapaknpioTikav
Tou Mpoidvrog (MXM).

ZuptrAnpwvovtag TV «KITPINH KAPTA»

&
la nepioodTepeg =0 Bon@noTe va yivouv Ta @dppaKa o do@alr Kal ﬁ.
mAnpogopies ] AvagepeTe: <
napakahoUpe Omwg OAEZ 71 avemBUNNTEG EVERPYEIES YIT z
avatpEgete oty OAA T1a @appaka ‘E’
B

www.prixgalien.gr

EAAGSa: Roche (Hellas) A.E.

Ahapdvag 4 & Aehidv, 151 25 MapoUal, ATTiki

Thi: 210 6166100, email: hellas.medinfo@roche.com
800 11193 00 (Swpedv ypapph emkovaviag)
Kumpog: A, Ztapdtng & Zia Atd.

A +357-2276 6276

12-14 OktwpPpiou 2023 Larissa Imperial Hotel Adpioa

AOPYOOPIKEYL AIAAEZEIX
Mapaokeun 13/10/2023

17:10-17:30 H epneipia tns OykoAoyikns Maveniotnuiakns KAIVIkns tou MINA
otn Siaxeipion TwV Un PEAQVWUATIKWVY kapkivwy tou 6éppatos K. Toanakidns

Sponsored by sanofi
19:00-19:30 To 6@eA0s NS XpNaNs TWV KAIVOTOHWY avoooBepaneiwy yia v Koivwvia &
10 oUotnpa uyeias otnv EAAGda K. ABavaagdakns
sponsored by 03 MSD

INVENTING FOR LIFE

*apBato 14/10/2023

12:40-13:10 H KAivikn aia tns otoxeuons tou HER2 ato HER2-low petactatikd
kapkivo tou pactou I. Keoions

sponsored by AstraZeneca

13:10-13:30 HER2+ mpoxwpnpévos Kapkivos paotoU: véos Bepaneutikds
aAyopiBpos I. Zapapads

sponsored by )(GENESIS

pharma

15:45-16:15 H B¢on tns AvoooBepaneias atnv Npwipn vooo
ToU NeppokuttapikoU Kapkivou ®. Koivns

sponsored by Q} MSD

INVENTING FOR LIFE

16:15-16:35 H atia ts e€atopikeuons tou Bepaneutikoy MAAvou

oto 1atibl Twv aoBevwv pe Kapkivo veppou B. Manaddénoulos
sponsored by % IPSEN
16:55-17:15 H onpavukdtnta s Bepaneias ouvinpnons
oToV Kapkivo tou oupoBnAiou Z. Zageipiou
sponsored by BNARRET K
17:15-17:35 Néa Bepaneutikn Npoaéyyion Tou oupoBnAiakoU Kapkivou E-I. MepdikoUpn
d b

sponsored ™ Al astellas

18:00-18:20 Neotepes e€ehitels atn Bepaneia Tou oppovoeuaioBntou kapkivou
TOU NMPOOTATN: TpEXoVes Bepaneutikoi aAyopiBuoiaiydpiBuol A. Ayopaaotds
sponsored by t@wQ
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. LIB IAYO Eniotnpovikoi TitAol

(cemiplimab)

K. Kamposioras MD, FRCP, PhD, Consultant in Medical Oncology, The Christie NHS Foundation
Trust, Manchester, UK

D. Papadatos-Pastos MRCP(UK), PhD, Consultant in Medical Oncology, Lung Cancer and Acute
Oncology, University College London Hospitals, The Princess Alexandra Hospital, UK

E. Papadimitraki MD, PhD, Consultant medical oncologist, Breast Unit and Early phase trials,
University College London Hospital (UCLH)

A. Ayopaatds NaBoAdyos - OykoAdyos, EmipeAntis A’, KAivikn MaBoAoyikns Oykohoyias Al.6.,
I'N. «Manayewpyiou» Becoalovikns

K. ABavaodkns OikovopoAdyos Yyeias, Maveniotpio AUTIKAS ATTKAS

X. Avépeadns MaboAdyos - OykoAdyos, AleuBuvins I Tunpatos KAvikns OykoAoyias -
XnueloBepaneias, AN.O. «Beayévelos, Oeaoalovikn

E. ApvaouUtoyAou KaBnyntpia AvaigBnaloAoyias, Maveniotnpio Geooalias, AicuBuvipia
AvaioBnaloAoyikns KAvikhs, MENA

A. Bayiwvas MD, MSc, PhDc, MaBoAdyos - OykoAdyos, AleuBuvins E.LY., Emiotnpovikds
Yuvepydtns MveupovoAoyikns KAivikns AT1.0., T.N. «. MNanavikoAdous, Beccalovikn

B. BaAotdaoiou Enikoupn KaBnyntpia Mupnvikns latpikis, Tunpa latpikns, Epyactrpio Mupnvikis
latpikns Maveniotnpiou Bgcoalias, M.INA.

A. BapBakas NaboAdyos - OykoAdyos, AieuBuvins E.L.Y. MaBoAoyikns OykoAayikns KAIVIKAS,
I.F.N. HpakAgiou

N. Bapddakns MD, PhD, MNaBoAdyos OykoAdyos, AleuBuvins E.LY. MaBoAoyikns -
OykoAoyikns KAvikns, M.IN. HpakAeiou

A. Boutaiva Msc, PhD, EMnviké Kévipo Movidiwuatikns, 16pupa latpofioAoyikwy Epeuviv s
Akadnpias ABnvwv

N. FatoéAns Avaninpwtis KaBnynts MaBoAoyias, Maveniompiakn MNaboAoyikn KAvIKA Kal
Opwvupo Epguvnuiké Epyactiplio, Keévipo Epneipoyvwpoolvns yia ta Autodvooa Noonpata tou
M T ouvtayoypdgnon cupBouheuteire v MXM nou SiariBerar 004 funé o aTiKfi NapaKoMoG8 ‘Hnatos, MAnpes peAos tou Eupwnaikou Aiktiou ERN RARE-LIVER, Mavemotnpiako Meviko
arnv iatoaehida Tng E.E.: www.ec.europa.eu 1i aneuBuvBeite atnv eTaipeia , ; ; .

P i Noookopeio Adpioas, Adpioa, EAAGda

Mavo yia vogo 0 g
Tt ndAong a:N.1: B : ' ' B. lewpyoUAias MaBoAdyos - OykoAdyos, Oudtipos Kabnyntis MNMaboAoyias - OykoAoyias, latpikn

Yx0An, Maveniotpio Kpntns, HpdkAgio

Sonofi REGENERON BonBiore va yivouv 1o pdppaka nio aopahi kai Avagépere
OAEZ TIg aveniBupnteg evépyeleg yia OAA Ta pdppaka
Sanofi-Aventis Movonpaownn AEBE Acw . Zuyypoi 348, Kiipio A, 176 74, KuAiBea, TupnAnpavovrac v «KITPINH KAPTA»

TnA.: 210 90 01 600, Fax: 210 92 49 129, www.sanofi.gr

MAT-GR-2000389 v4.0 01/2023




23-LON-C2-09B

J |

Lonsurf

T0IQAOUPIOIVIY/ TIMIPAKIAN

A&loAdynon tng KAWVIKAG
anoTEAECHATIKOTNTAG KAl aoPAAELag Tou
LONSURF® o€ ouv6uaop6 pe bevacizumab

évavtl povoBepaneiag pe LONSURF®

oc aoBeveig nou Sev éAaBav >2 Oepaneieg
ylta mCRC!

Trifluridine - Tipiracil and Bevacizumab

in Refractory Metastatic Colorectal Cancer
Prager GW et al. N Engl J Med. 2023;388(18):1657-1667.

To LONSURF® a¢ ouvbuaopé pe pneBaoi{oupdpnn evoeikvutal atnv aviHeT@nIon eVANKWY
aoBevav pe petactatiké opBokoAwkd kapkivo (CRC), ot onoiol éxouv nponyoupévwg AdBel
600 avuikapkivika oxhapara Bepaneiag, 6nwg xnpeloBepaneieg pe Baon tn pAouoponuptpidivn,
ofaAwAativn kat ipwvotekdvn, napdyovieg avii-VEGF kat napdyovieg avui-EGFR2.

1. Prager GW et al. N Engl J Med. 2023;388(18):1657-1667.
2. LONSURF® MepiAnyn XapaxinpioTik@v Mpoidvroc.

Mo nepaitépw nA i AcuBeite Tn 1l MepiAnyn XapoKTnpioTIK®V ToU MpoidvTog nou cupnepiAapBaveTal gTo nap6v npéypappa.
H dde1a kukhopopiag yio 1o LONSURF® éxel xopnynBei otn Servier and tnv Taiho, avantiooeTal kai and Tig 600 eTaIpeieg nayKoopiwg Kal 51atiBeral oTa aviioToixa

€0Gon diKalodoaiag TG KaBEpIAS.
ahe
SERVIER

[®1=5[®] romvniipnnxn  Lonsurf® (15+6,14) mg/tab BTx20: AT: € 593,25 NT: € 465,93

( )
o G N0POKOAOULE Lonsurf® (15+6,14) mg/tab BTx60: AT: € 1.709,70 NT: € 1.397,78
Al Py OKOVGpETE Lonsurf® (20+8,19) mg/tab BTx20: AT € 783,67 NT: € 621,23 moved by you
E TOV KwoIk6 OR Lonsurf® (20+8,19) mg/tab BTX60: AT: € 2.262,14 NT: € 1.862,90 c
SERVIER HELLAS ®APMAKEYTIKH ETIE.
BonBiigre va yivouv Ta pdppaka mo ao@oAn Kai Ava@épeTe: ®paykokAnaiag 7, 15125 Mapouat.

OAEL ng aveniBupnteg evépyeieg yia OAA 1o Odppoke ZupnAnpwvovrag nv «KITPINH KAPTA» Tnh 210 9391000, www.servier.gr

M. fewpyoUAias KaBnynths Mupnvikis latpikns, Epyaotipio Mupnvikns latpikns, Tunpa latpikns,
Mavenmotpio Ogaoahias, AieuBuvtns Epyaotnpiou Mupnvikns latpikns, Mavemaotnpiako Meviko
Noookopeio Adpioas

I. Tki6Zos MD, PhD, FCCP, MveupovoAdyos, Akadnpdikds Ynotpopos latpikns IxoAns EKTA,
OykoAoyikn Movada " MaBoAoyikns KAIvikns kal Opwvupou Epyactnpiou latpikns YxoAns EKTIA,
NA. «H Z(,L)'[npl’cl»

E. Mkdyka lNaBoAdyos - OykoAdyos, KaBnyntpia MaBoAoyias - OykoAoyias, latpikn IxoAn EKIMA,
A’ MaBoAoyikn KAIVIKN, TLEN.A. «Adikos»

A. IpiBas MaboAdyos - OykoAdyos, EmpeAntns A’, B’ MaBoAoyikn OykoAoyikn KAIvikn - Movdada
Metapdoxeuans, IA.O.N.A. «O Ayios XABRas»

A. Aanévte Kabnynts Maleutikns - FuvaikoAayias, Tpnua latpikns, MNaveniotpio ©ecoalias,
AleuBuvins Maleutikns - FuvaikoAoyikns KAvikns, Maveniotnpiako Mevikd Noookopeio Adploas

®@.l. AnpntpakonouAos MD, PhD, MaBoAdyos - OykoAdyos, OykoAoyikd Tunua kai Epyactipio
Mopiakns OykoAoyias, Tunpa latpikns, MNaveniothpio MNatpwy

%. AouBetzépuns MD, PhD, FRCS, FEBS, CEBS, Xeipoupyds Maatou, AieuBuvins A’ KAIVIKAS
Maotou, Noookopeio Metropolitan General ABnva, Av. KaBnyntnis latpikns, University of Nicosia,
Senior Lecturer King's College London

P. ZakonoUAou MD, PhD, MNMaBoAdyos - OykoAdyos, Akadnpdikds Ynotpopos, B’ MK,
TN. ATTIKON, ABrva

I. ZapkaBéAns MD, MSc, PhD, MNaBoAdyos - OykoAdyos, OykoAoyikn KAivikn, NN lwavvivwy
Z. Zageipiou MD, MSc, MaBoAdyos - OykoAdyos, BOsayévelo Avikapkivikd Noookopeio, @ecoalovikn
A. ZaxapoUAns MD, PhD, FRCS, FACS, KaBnyntis Xeipoupyikns, Maveniotipio Geooalias, Adpioa

A. Ziwyyas MaBoAdyos - OykoAdyos, Ematnpovikés Yuvepyams A’ MaBoAoyikns KAvikis, FN.A.
«N\TIKO»

M. lwavvou KaBnyntpia Mabooyikns Avatopikns, Tunpa latpikns, Maveniotipio @gocalias,
AleuBuvpia Maveniotnpiakou Epyactnpiou MaBoAoyikns Avatopikns, NN Adpioas

I. KaAAépyn Enikoupn KaBnyntpia Bioxnueias, Tunua BioAoyias, MNMaveniotmpio MNatpwy

X. Kavih Qappakonolds, Msc, PhD, MNpoiotapévn Tunpatos 2xediaopol & MNapakoAoUBnons
Xopriynons Qappdkwy, AlevBuvon Oappdkou - EOMYY

I. KapaBava lMpoedpos YuAdyou Kapkivonabwv Adpioas
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A. Kapapnegdzns MaboAdyos - OykoAdyos, MD, MSc, PhD, AiguBuvitns OykoAayikns KAIVIKAS,
N.IM.T.L

M. Katoaolvns MaboAdyos - OykoAdyos, EnipeAntis A OykoAoyiko Tpnpa, “Metropolitan
General”, ABnva

A. Katoikovoupns Aioikntis MaveniompiakoU levikol Noookopieiou Adpioas
I. Keagions MaBoAdyos - OykoAdyos, KAIVIKA «Ayi0s AOUKAS», @EcoaAovikn

®@. Koivns MD, PhD, MaBoAdyos - OykoAdyos, Enikoupos KaBnynths, latpikn IxoAn, Maveniotipio
Beooalias, Adpioa

. KékkaAn MD, MSc, EmpeAntpia B’, MaBoAdyos - OykoAdyos, B’ Maveniatnpiakn KAIvIKA kal
Opwvupo Epyaotplo, latpikn IxoAn EKTMA, T.N.A. «Innokpdtelo»

A. KokkaAns MaBoAoyos - OykoAdyos, MSc, PhD Candidate, Maveniotnpiakd Fevikd Noookopeio
Adapioas

E. Kovton66ns MaboAdyos - OykoAoyos, EnipeAntis A’, BevizéAeio IN. HpakAeiou
I. Kopavtzgns lNaBoAdyos - OykoAdyos, KAIVIKN «Ayios AOUKAS», @ecoalovikn

X. Kotavidns Aanapoaokomiki Xeipoupyikn - Xeipoupyikn Maatou- fuvaikoAoyikn OykoAoyia,
YneuBuvos MuvaikoAoyikns Oykohoyias IAXQ Beooalias, T. Av AieuBuvins Humboldt Clinic Berlin

I. KoukoUAns Opotipos kabnyntis MaBoAoyikns Avatopikns Tunpatos latpiknis, Maveniotpio
Beooalias, Eniotnpovikés YneuBuvos Epyaotnpiou MaBoAoyikns Avatopikns PATH

M. Koukoupdkns Kabnyntis AktivoBepaneutikns OykoAayias, Anpokpiteio MNaveniotmpio ©pdkns

I. Kbpyias Kabnyntis AktivoBepaneutikis OykoAoyias, latpikn IxoAn Mavemotnpiou Becoalias,
Adapioa

M. Kwvotavtouldkns Mopiakds BioAdyos - Mevetiotis PhD, Eniotnpovikds AieuBuvins Kevipou
FENOTYTOZ, ABnva

A. Kwtodkns KaBnyntis MNaBoAoyias - OykoAoyias, latpiki IxoAn, Maveniotipio Ogocalias,
AleuBuvtns OykoAoyikns KAvikis, TLEN, Adpioas

A. Aazgdapou Eibikeudpevos MNaboioyikns OykoAoyias, Maveniotnpiako Mevikd Noookopeio Adpioas

M. Aiévtos MaBoAdyos - OykoAoyos, Enikoupos KaBnyntis Bepaneutikins Oykohoyias, EKITA.,
Oykohoyikn Movada, IN.A. «AAe€avdpax

E. Mapaykoubdakns AxtivoBepaneutns - OykoAdyos, AleuBuvtns, Kévipo AkTivoBepansutikns
OvykoAoyias, IAXQ) Tevikn KAivikn, ABrhva

A. Mdpkou lMaBoAdyos - OykoAdyos, Enikoupikn latpds, OykoAoyikn KAIvikh, Maverotnpiakd
levikd Noookopeio Adpioas

0. Makatowpns Avanh. KaBnyntnis MNaBoAoyias - OykoAoyias, Tunpa latpikns Maveniotnpiou
Matpwyv, OykoAoyikd Tunpa MEN Matpwv

I. Miydavns RD, MSc, (MMedSci), PhD (c), KAivikds AlaitoAdyos - Alatpo@oAdyos, OyKoAoyIKN
KAIvikn, ‘Opihos Yyeias «E. Matoidny, Ematnpovikds Yuvepydns, latpikin IxoAn Maveniotnpiou
Beaoahias

I. MnaAoyidvvns Enikoupos KaBnyntis Xeipoupyikns, Tpnpa latpikns, Maveniotmpio Ogcoahias

E. Mngpoukas MD, PhD, AktivoBepaneutns - OykoAdyos, AleuBuvins KAO Xaviwv laas,
Av. Alvths KAO “Metropolitan Hospital”

E. Mmigicota MD, PhD, NMaBoAdyos - OykoAdyos, EmipeAntpia B’ TNIFNA
A. Mnékas MaBoAdyos - OykoAdyos, A’ MabBoloyikn Oykoloyikn KAvikn, AN.©. Beayeveio

I. MnoukoBivas MD, PhD, PharmaD, MaBoAdyos - OykoAdyos, Eniotnpiovikos YneuBuvos
OykoAoyikoU Tunpatos BiokAlvikns, @eaoaAovikn

A. Mnoutns MNaBoAdyos - OykoAdyos, AleuBuvins EXY, A’ MaBoAoyikn OykoAoyiki KAIVIKN,
ANG «Qeayevelo»

M. NikoAdou lMabBoAdyos - OykoAdyos, EmpeAntis A’ A’ MaBoAoyikr OykoAoyikis KAIVIKN,
I"A.O.N.A. <O Avios Xd&BBas»

K. Ntagonoulos Kabnyntis Maieutikis - FuvaikoAoyias Maveniotnpiou Ogcoalias,
Eniotnpovikés YneuBuvos Movadas latpikws YnoBonBoupevns Avanapaywyns kal Tpanezas
Kpuoouvtnpnons, Maleutikn - TuvaikoAoyikn KAvikn, NN Adpioas

A. Zayapa PhD, Mopiakds BioAdyos, Epyaatipio Oykohoyias, latpiki IxoAn, Maveniotipio
Oeooalias, Adploa

X. MavénouAos MD, PhD, MaBoAdyos - OykoAdyos, AlcuBuvtis OykoAoyikoU TUnpartos,
«EUpWKAIVIKA ABNVWV»

0. MavookaAtons MD, PhD, FRCOG, CCST (UK), ESPSO, luvaikoAdyos - OykoAdyos, Enikoupos
KaBnyntns EKMA, «Apetaieio» Noookopio, ABrva

. Manayewpyiou Ynodioiknts 5™ Yyeiovopikns Mepipépeias Beooalias
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X. Nanadnpntpiou MaboAdyos - OykoAdyos, KaBnynts latpikns EK.M.A., YnelBuvos, OyKoAoyIKh
Movabda, FN.A. «Apetai€io», ABrhva

B. ManaddnouAos MD, MaBoAdyos - OykoAdyos, EmpeAntiis B', TIFN Adpioas

M. NanakotoUAas MaboAdyos - OykoAdyos, Aieubuvns A’ XnpeioBepaneutiko OyKoAoyiKou
Tunpatos, AN.©. «Qeayéveios

M. Nanavactacdénoulos MSc, PgDip (Onc), MRCP (UK), CCT (UK), EmipeAntis E.L.Y. MaBoAoyikns
Oykohoyias, . Nogokopeio Matpwv «O Ayios Avdpéass

E.l. MepdikoUpn MD, MSc, PhD, MaBoAdyos - OykoAdyos, EnpeAntpia A’ T.N. BoAou,
«AXIN\OMOUAEI0»

K. MAoiapxonouAou MaboAdyos - OykoAdyos, AleuBUvipia I OykoAoyikns KAIVIKNAS,
“Metropolitan General”

K. Nétapns FICS, AicuBuvins EXY, Bwpakoxeipoupyikd Tunpa, TNNOA «H Ywinpias

E. PnyonoUAou KaBnyntpia MNMaBoAoyias, MNaBoAoyikin KAvikh kal OpwvUpo Epeuvntikd
Epyaotipio, Maveniotpio Oecoalias, Kevipo Epneipoyvwpioolvns yia ta Autodvooa Noonpata
‘Hnatos, MANpes Mélos tou EupwnaikoU Aiktiou «ERN-RARE LIVER», M.I'N. Adpioas

A. PodoAdkns KaBnyntis MuvaikoAoyikins OykoAoyias, EBvikd kar Kanobiotpiakd MNaveniotipio
ABnvwv, Mpdedpos EAANvVIkNs Etaipeias TuvaikoAoyikns OykoAoyias

E. ZaAouotpos Av. Kabnyntis OykoAoyias, Tpnpa latpikis, IxoAn Eniotnpwv Yyeias,
Maveniotipio Ogooalias

E. Zapavtds NaBoAdyos - OykoAdyos, AieuBuvinis B' OykoAoyikns KAvikhs, NOooKopEID
“Metropolitan”, ABrhva

I. Zapapas MNaBoAdyos - OykoAdyos, EnipeAntns B’, OykoAoyikn KAIvikn, Maveniotnpiako
Noookopeio Adpioas, Adpioa

K. Zkpianas Xeipoupyds OupoAdyos, AleuBuvins Oupoloyikns KAivikns TN Adpioas

A. Zté@os MaboAdyos - AolpwEioAdyos, EmpeAntns A’, Maveniotnuiakn MaBoAoyikh KAIVIKA Kal
Opwvupo Epgeuvnuikd Epyactnplo, Keévipo Epneipoyvwpoolvns yia ta Autodvooa Noonpata tou
‘Hnatos, Mavenotnuiako Mevikd Noookopeio Adploas, Adpioa, EAAada

A. Ztpigynakos MRCP, PhD, MaBoAdyos OykoAdyos, AicuBuvtnis E’ MaBoAoyikns OyKoAOYIKAS
KAvikns, Nogokopigio «Yyeiax

A. Zupewvidns Enikoupos Kabnyntis Xeipoupyikns, Maveniotnpio @gcoalias, Adpioa

K. Tenetés FACS, FEBS (SurgOncol), Kabnyntnis Tevikns Xeipoupyikns, AleuBuvins Topéa
Xelpoupyikns latpikou Tpnpatos, Maveniotipio ©eooalias

I. Tzitzikas Enikoupos KaBnyntis AktivoBepaneutikns OykoAoyias, Mevikin KAIVIKA «E. Matoidnss,
Népioa

I. TzoBapas KaBnynts Xeipoupyikns, Tunpa latpikns, Maveniotnpio Oecoalias, AleuBuvins
Xelpoupyikns KAIvikns TFN Adpioas

B. Tzwptgns KaBnynts OupoAoyias, Tunpa latpikns, Maveniotnpio Oeooalias, Adpioa

E. TipoBeadou Av. KaBnyntpia MaboAoyias - OykoAoyias A.M.0., AicuBuvipia, KAIVIKA
MNaBoAoyikns OykoAayias, AM1.0., I.N.O. «Manayewpyiou»

M. Tpixas AxtivoBepaneutns OykoAdyos, Emotnpovikos Tuvepydtns «laows», ABnva

A. TpupwvonouAos MaBoAdyos - OykoAdyos, AieuBuvins B’ MabBoAoyikns - OyKoAoyIKNS
KAvikns, T A.O.N.A. «O Ayios XaBBas»

I. ToaoUons PhD, Group Leader of Bioinformatics, Genekor Medical S.A.
K. Toanakidns MNaboAdyos - OykoAdyos, MNaveniotnpiakd Fevikd Noookopeio Adpioas

E. Toitodnoulos Mopiakds BioAdyos, MSc/PgDiplBA, AieuBuvins Epyactnpiou FevwvIKns -
levetikns Opidou latpikwyv Etaipeiwy IATPOMOAIX

N. TooukaAdas MD, MSc, PhD, MaBoAdyos - OykoAdyos, MSc BionAnpo@opikn, AileuBuvins,
OykoAoyikn KAvikn, 401 TZINA, Enotnpovikos Xuvepydatns Nogokopeio «Eppikos Ntuvavs, ABrva

I. ®IAinnou AktivoBepaneutis OykoAdyos, TUNpa AKTIVOXEIPOUPYIKNAS Kal EAkogidous
TopoBepaneias, CyberKnife - TomoTherapy, OpiAos «latpénoAiss, ABrva

Q. ®iot€ MaboAdyos - OykoAdyos, Eniotnpovikds Zuvepyatns latpikns IxoAns EKMA,0ykoAoyikn
Movabda I MaBoAoyikns KAvikns kai Opwvupiou Epyactnpiou latpikns XxoAns EKMA,
FNN.G.A. «H fwinpia»

0. ®DAwpos MD, MaboAdyos OykoAdyos, AicuBuvns 5™ Oykoloyikns KAIviKns, NoGoKopEo
“Metropolitan General”, Av. AleuBuvths OykoAoyikns KAIvikis, Nautiké Noookopeio ABnvwvs

A. ®wrtapéAAn MNaBoAdyos - OykoAdyos, EmpeAntpia B, I’ Tunpa KAivikins OykoAoyias -
XnueloBepaneias, AN.O. «Beayéveios

A. Xaiddnoulos AvanAnpwtns KaBnyntis fuvaikoAoyikns OykoAoyias, EKTIA, Nogokopigio
«A)\EE(j.V6pCl»
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I. XapnAds KaBnyntis KAvikns MikpoBioAoyias - MikpoBiakns MaBoyéveans, latpikn IxoAn rEV | KE'S I‘I)\n p 0 q) 0 p |,ES
Mavematnpiou Kpntns
E. XGVIZC'IPCI MD, MSc, PhD(c), Eibikeudpevn OykoAoyikns KAvikns M.IN. Adpioas TitAos Yuvedpiou 5° OykoAoyikd YuvedpIo Kevipikns EAAAO0OS
A. XapaAapnidou AvaioBnaioAdyos, AicuBuvipia EXY, AvaioBnaioAoyikn kAiviki NN Adpioas . Ewpd
Opyavwan ég&m“pfﬁaﬂ Etaipeia KAvikns kal Epyaatnpiakns Epeuvas atnv OykoAoyia
X. XpiotodoUAou MaBoAdyos - OykoAdyos, AieuBuvtns, B* OykoAoyikn KAivikn, “Metropolitan” N A

Hospital

A. Wupph Kabnyntpia Naboloyias - Oykoloyias EK.MA., AieuBuvipia B’ MponaiSeutikis ¥noé mv Aryida tev

MNaBoAayikns KAIvIKns, M.IN. «ATUKOV»

Hpepopnvia 12-14 OktwpBpiou 2023
Xwpos AieEaywyns Tevodoxeio Larissa Imperial, ®apadAwv 182, Adpioa 413 35, T 2410687600

Eyypaon H eyypapn kai n napakohouBnon eivar dwpedv. H npoeyypaen eivalr anapaitntn kai
npaypatonoleital povo péow s IotooeAidbas www.livetime.ar, péow s onoias, Ba npoBAnBei bi-
abiktuaka to ouvedpio. H dnpioupyia Aoyapiacpol xpnotn eival dwpedv kal anapaitntn. Edv éxete
ndn Aoyapiaopd, eMIAEETE 10 ouvEDPIO kal matote oto nedio mou epgavizetal «Eyypageite oty
ExbnAwan. Edv €iote vEos XpNoTns, MApaKaAoULIE OMwWS NMPOXWPNADETE OTNV EYypaPn ads.

Mwaooa
H enmionpn yAwooa tou ouvedpiou eival n EAANVIKNA.

Mopiodotnaon - Miotonointikd

To Yuvédpio poplodoteital pe 24 popia (Credits) Tuvexizopevns latpikns Eknaibeuons. Anapai-
NN NpoUndéBean yia tnv xopnynaon Miotonontikou eival N gupnAnpwan eAAxioTou Nogoatou
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ZYNTAMOIPA®IKEE NMAHPO®OPIEE TOY MPOIONTOZ

1. ONOMAZIA TOY ®APMAKEYTIKOY MPOIONTOZ CABOMETYX 20 mg emikaAuppéva e Aerto upévio diokia CABOMETYX 40 mg emkaluppéva pe
AeTITO upéwo diokia CABOMETYX 60 mg etmkaAuppéva pe AemrT6 upévio diokia. 2. MOIOTIKH KAINOZOTIKH ZYN®EZH CABOMETYX 20 mg Eme\Uu[._lévu
e AeTrTd upévio diokia. Kdbe sme\uuuzvo HE AETTTO uuswo diokio TrepIEXel KaBoavTiviRn (S)-unAikn ioodlvaun pe 20 mg KuBoCavnw?;ng Exdoxa ue yvwarrj
Jpdat) KaBe emikahuppévo He AeTTTO Upévio diokio TrepiExer 15,54 mg Aaktolng. CABOMETYX 40 mg emkahuppéva e AeTrro upévio diokia Kabe z:nn(u)\uppsvo
HE AeTTTO UpEvio Bigkio TrepIExel KaBolavTiviPn (S)-unAikr) 1IcodUvaun pe 40 mg kaBolavniviBng. Exdoxa pe ywworh dpdon KaBe eTTIKAAUHPEVO HE AETTTO UPEVIO
oiokio TrepiExel 31,07 mg Aaktodng. CABOMETY X 60 mg emmikaAuppéva pe AeTTTo upévio Siokia KABE eTTIKAAUPPEVO e AETTTO UPEVIO BIOKIO TIEPIEXEI KaBolavTiviBn
(S)-pnAikn} 10080vapn pe 60 mg kaBolavnviBng. Ekdoxa e yvwarr] dpdan KaBe etmikaAuppévo pe AeTrtéd upévio diokio Tepiéxel 46,61 mg Aaktodng. MNa tov
TAfpn kartdAoyo Twv Exﬁéxu;v, BA. mrpdvpcupo 6.1. 3. PAPMAKOTEXNIKH MOP®H Emkaluppévo pe Aetrio upéwc Siokio. CABOMETYX 20 mg
emkaAuppgva pe AeTTo upévio Siokia Ta diokia sival Kitpiva mpowu)\u xwplg eyxapagn kal (pspouv mnv £vOeIgn «XL» am |,||u TTAeUpa Kal TV 5v6£|§n «20» oV
dAN TrAsupc Tou diokiou. CABOMETYX 40 mg emkahuppéva pe AETITo upévio diokia Ta SIoKia ival KiTpiva TRIYWVIKG Xwpig evxﬂpnir] Kal pépouv nv svﬁ&lin
«XL» ot plu TIAEUpd Kal mv EvOelEn «40» otV GAAN n)\Eupc( Tou diokiou. CABOMETYX 60 mg emmkahuppéva pe Aeriié upévio diokia Ta diokia givar KiTpiva
OBdA Xwpic eyxdpagn ko épouv TV £voeign «XL» oTn pia TTASUpd kal TV £vaeign «60» atnv GAAn TTAeupd Tou diokiou. 4. KAINIKEZ NAHPO®OPIEZ 4.1
@epatreuTikég evdeifeic Ne@pokutTapiko kapkivwpa (RCC) To CABOMETYX evdeikvutal w¢ HOVoOBepATTEid yia To TTPOXWPNHEVO VEPPOKUTTAPIKO
Kapkivwpa - wg Bepartreia TPWTNG-ypappniG ot evijAikeg aoBeveic, pe evdidpeon rp Tmwyr Tpodyvwon (BAETe Trapdypago 5.1), - g€ eviiAIKEG PETE aTTd
Tponyoupevn oToxedouoa Bepatieia ayyeiakol evobnhiakoy augnTikod Trapayovra vascular endothelial growth factor (VEGF) (BAéme mrapaypago 5.1). To
CABOMETYX, o¢ ouvéuuopo He viBoAoupduTin, evOeikvuTal yia Ty BepaTtieia TPWING-YPAPHNG Ot eVAIKEG aaBeVEiG e TIPOXWPNUEVO VSLPpOKUT[Gp!KD
mpklvmuc (B/\ Trapdypage 5.1). Hnu'roxunugmo KapKivwya {HCC[ To CABOMETYX evdeikvutal wg uovoecpansm yia Beparreia Tou nmnoKunaleou
kapkivwpatog (HCC) oe evijhikeg Trou £xouv AdBer TTponyoupévwg Beparreia pe Uopq(ps\npnq To
CABOMETYX evdeikvutal wg povoBepartreia yia Tn Bepareia evnAikwy agBeviv e TOTTIKG TIPOXWPNUEVO 1) PETACTATIKO, OIPOPOTTOINUEVO KAPKIVWHC
Bupeoeidoug (DTC), avBexTikd ri un kardAAnAo yia Beparreia pe padievepyd iwdio (RAI), Trou Exouv TTapoucidoel e€ENIEN TG vooou KaTd T SIGPKEIT ) HETA aTT
TrponyoUpevn ouoTtnuaTiki Bepameia. 4.2 Aogoloyia Kal TpoTrog xoprnynong H bepareia pe CABOMETYX Ba mpéTel va TipaypaTomoleital amo iarpd
EUTTEIPO OTN XOPIYNOT QVTIKAPKIVIKWY QaPHAKEUTIKWY TTpoidvTwy. Aocolovia Ta Siokiac CABOMETYX kai o1 kdwouleg kaBolaviviing Sev eivai Bioicoduvaua
kai dev TIPETTEl va XpnoilpoTroloUvTal To éva avti Tou dhdou (BA. TTapaypago 5.2). To CABOMETYX w¢ povoBeparreia MNa 1o RCC, 1o HCC ka1 to DTC n
auviaTwypevn ddan Tou CABOMETY X eival 60 mg pia popd npepnaiwg. H Beparreia Ba péTmel va ouvexiaTel Péxpl 0 agBevig va pnv eTTweeAeiTal TIAEOV KAIVIKG
atro Tn Beparteia ) PEXP! va EPQavioTE P atrodekn TogikotnTa. 7o CABOMETYX o¢ auvauaoo e VIBOAOULGUTTN OTHV TTRWTN-yoau Tpoxwpenuévou RCC
H guvioTipevn d6on Tou CABOMETYX gival 40 mg pict popd TNV nuépa g€ cuvOuao o pe VIBOAGUUAUTTN TToU XopnyEital eviopAeBiwg ite wg 240 mg kdabe 2
eBBopadeg £ite wg 480 mg kaBe 4 eBBopadeg. H Beparreia Ba Trpétel va cuvexIoTel PEXpI TV £CENIEN TNG voOooU 1 T pn atrodekTh TodikétnTa. H viBoAoupdpTrn
Ba TIPETTEl va oUVEXITTET PEXPI TV £EENIEN TNG vOGOU, TN pn aTTodeKTH TOGIKOTNTA 1} £WG Kal 24 priveg o€ aoBeveic xwpig eEENEN TNG voaou (BA. MepiAnyn Twv
XapaktnpioTikwy Tou Mpeioviog (MXM) yia ) Soooloyia g viBoAouudpTng). Tpomomnoinon g Gepareiag Na T Siaxeipion Twy UTTOTITWY averm@uunTwy
EVEPYEIWV TOU QUPHAKOU UTTOPE] va aTtaiTeital Trpoowpivr) diakoTrr Bepareiag ri/kal peiwaon Tg 66ong (BA. Mivaka 1). Otav n peiwon g doong gival atrapaitntn
aTn povoBepaTreia, cuvioTdrarl va peiwdei ota 40 mg nuepnaiwg kal karémv ota 20 mg nuepnoiwg. Otav To CABOMETYX xopnyeital o€ ouvduagud pe
VIBOAOUNGIUTTN, SuvISTATAl N PEiwan TG 6o ¢ ota 20 mg CABOMETYX pia gopd Thv npéEpa Kal OTN SUVéxEla oTa 20 mg Kae deUTepn NHEPT (AVATPESTE OTHV
MXM TG VIBOAQUUIQUITING VI T GUVIOTWREVN TROTTOTTIOINGN TNE BepaTeiag yia T viBoAoupdptn). Ma Tn diaxeipion Tng TogikdTTag Babuou 3 i) peyaAiTepou
oUpgpuva pE Ta Kovd KpITipia opoloyiag yia avemBopnteg evépyeieg (CTCAE) r pn avekTrg TogikéTnTag Babpol 2, cuvioTdTal n SiakoTir Tng B6ong. ZuvioTdral
N Heiwon g doong yia cupBdvTa, Ta oTroia, av EUPEVOUV, UTTOPOUV va KataoTolv ooPapd i un avektd. Edv évag acBevr|g TapaAsiper pia d6on, n d6on mou
TrapaAeipBnke dev Ba TpETTEl va AngBei edv atropévouv MyoTepeg armo 12 wpeg péxpl v emmopevn doarn. Mivakag 1: ZuvioTWPEVES Ipmmrron']uzlg Gbong
Tou CABOMETYX yia AVETTIBUPNTEG EVEPYEIEG AVETTIOUUNTN Evt‘.pvtla Kol OZ0ThTa: AvtmGupnTEg avTIOPACEIG Bqﬂpou 1 kai Baepou 2 mou gival avtKTtg
Kai eUkoAa avmipeTwTioueg TpomoToinon Beparreiag: Aev amaimeital guviiBuwg TTpocapuoyr Bocrr]g I'IpocBec'ra TTapoxn urroc'rr]lenKng @povTibag cup@wva
He Tig £VOEIgEIG. Avsmeuunm Evtpvem Kol Og0ThTA: AvemBUpNTEG avTidpdoeig BaBuol 2 Tou eival pny avekTéG Kal Sev eival SUvaTO VO AVTIHETWITIOTOUV HE
Heiwan d6ong urrocrrnlerlKn ppovTida. Tpo‘anomon Bepatreiag: Alakdyre Tn Bepameia £wg 6Tou n avmleuunm avTidpaan atmokataoTabel ot Babud
<1.MpooBéoTe UTTOOTNPIKTIKA PpovTida aupru)vcx HE TIG EVOEICEIS. Eﬁzmo‘re 10 EVOEXOHEVO ETTavEVAPENG OF pelwpévn doon. AVETIBopnTH EvEvalu Kal
OLoTNTa: AveTniBUpNTEG QVTIBPAOEIG (eKTOG aTTO KNVIKG PN epyaoTnplakég ukua}\lsg) Tpo1TOTrOIn0l] Bepameiag: AlakoyTe Tn Bepatreia Ewg étou n
avermBupnTn avridpaon amokatactadei oe BaBud <1. MpocBéaTe Ul‘l()(!TI']QIKTlKr] ppovTida uup@mvu pe Tic evdeifeic. EmavekkiviioTe o€ peiwpévn door.
AVETIBOUNTH Evépyela Kal OZOTNTA: AvemBOUNTEG avTIOPATEIG (EKTOG ATTO KAIVIKG [N EpYAcTNPIakéS avwiaAieg) TPOTTOTIoiNGT Bepareiag: Aiakoyte T
BepaTreia. XopnynoTe katdAAnAn 1aTpikr @povTida. Edv n avemBiunTn aviidpaon amokataoTabei PExp! To Babud =1, emavekkivijoTe ot pelwpévn Soan. Edv n
avemmBopNnTn avTidpacn dev eTAUBE, SIGKOWTE Povipa T BepaTieic. AVETTIBUHNTN EVvEpyeia Kal OZUTNTA: AUEAOEIS NTTATIKWY eVUHWYV yia aoBeveig je RCC
Tou éAaBav CABOMETYX o ouvduaopuo pe viBoAoupdpmmn. AvemBountn Evépyeia kan OZ0TnTa: ALT 1 AST = 3 gopég ULN aAAd < 10 gopég ULN xwpic
Tuu'réxpovr] oAk xo}\apuepivr] = 2 popég ULN Tpotrotroinon Bepameiag: AldKéLpTE 10 CABOMETYX kai m VIBoAoupdpTn £ 6TOU AUTEG O1 uvsmBl’Jpr]Ts:g
evepyeleg uTroxwprioouv o BaBpd =1 H Bepaeia pe KoprikooTepoeidN Tiopei va eeTacTel edv UTIApXE UTTOYia QVTIBPAOTIG OXETICOPEVNG PE TO QVOTOTIOINTIKO
cuomuu (uvmpsirs amy AXA g wBvouuuum}g) Mmopei va ETTaveLETaoTEl ETTAVEKKIVNON ME £Val MOVO QAPHOKO 1] BIadOXIKI ETTAVEKKIVNGT KAl ME Ta SUO
q}uppm(u HETE TV cxvn:(ppwcrn Edv isquant €K VEOU [E T VIBOAOUPCHTT, otvchptETt otnv MXM g viBoAoupduTing. AVETTIBOUNTH Evepv:la Kol OguTnTa:
ALTRAST > 10 @opég ULN 1} > 3 @opég ULN pe Tautdxpovn oAIki xoAepuBpivn 2 2 gopég ULN Tpotrotroinon 8gpameiag: Aiakdyte opioTikd To CABOMETYX
Kal T viBoAoupdpTr. H Bepatreia pe KOPTIKOOTEPOEIBH UTTOPE] Vol £EETAOTEN EGV UTTGPYXE! UTTOWid avTidpaong OXETICOHEVNG HE TO AVOTOTTOINTIKO CUCTHHA
(avatpégre atnv MXM g viBoloupdutng). Znueiwan: O BaBpoi TogikémTag cuppwvolv pe Ta Koivd Kpimipia OpoAoyiag Tou EBvikol AvrikapkivikoU
IvonitoUTou yia AvemBounTeg Evépyeieg éxdoon 4.0 (NCI-CTCAE v4). ZuyxopnyouUeva QapUakeuTiKa mmpoiovia Ta cuyxopnyoUpeva papUakeuTIKa TIpoidvTa
TTou gival Ioxupoi avacTokeig Tou CYP3A4 Ba TpéTTel va XpnoihoTIooUvTal HE TIPOTOXT KAl N XPOVIA XPrion CUYXOPNYOUHEVWY QUPHAKEUTIKWY TTPCIOVIWY TTou
atmoteolv 1oxupols emraywyeic Tou CYP3A4 Ba Trpémer va amrogelyetal (BA. Tapaypdpoug 4.4 kai 4.5). ©a Tpétrel va peAeTnOei n emmiAoyr evog evaAAakTIKoU
TUYXOPNYOUEVOU (PUPHUUKEUTIKOU TIPOIGVTOS HE KaBOAoU 1) eAdXIoTO SuvApIKG va eTrdyel ) va avaoTtéel To CYP3A4. Eidikoi rAnBuaiol HAIKitEVD! Aev
oguvioTdTal eidIKr) TTpogappoyr Tng 6ong yia TN xprion ¢ KaBoavTiviBng ot nAikiwpévoug aoBeveic (2 65 £tn). $uAj Aev amarreital Tpocappoyn Tng ddang
pe Baon v eBvikoTnTa (BA. Mapdypapo 5.2) Ne@pikr] dugAeitoupyia H kaBolavTiviBn TTIRETTE! va XopnyeEiTal He TIpOaoXT) 0& aoBeVEig Pe RTTIA 1) HETPIO VEQPIKT
SuoAeroupyia. H kaBolavTiviBn dev ouviatdral yia xprion ot aoBeveig pe goBapr] ve@piki| dughsimoupyia, kKaBwg n ao@AAeia Kal N aTTOTEAECHATIKOTNTA Sev
Exouv TekpnpiwBel oe autdv Tov TTANBUoUO. HITamikr) duodAsitoupyia Ye acBeveic pe fma namkr) SucAeToupyia Sev amaiTeital Tpooappoyr TG doone.
Aedopévou oT1 pdvo Treplopiopéva dedopiva eival SiaBéaipa yia aoBevzig pe pérpia nirarikr) duoAsiroupyia (Child Pugh B), v prmopouv va doBolv ouatdoeig
Soaohoyiag. ZuvioTaral aTevr TapakoholOnan Tne ouvoAikri¢ acpdAeiag ae autols Toug acBeveic (BA. Mapdypago 4.4 kai 5.2). Aev uTrdpyel KAIVIKF epTTEIpial
[+3 ctcresveig He goPapry nraTike ducAeroupyia (Child Pugh C), omrére Sev auviotdral n XpAon ¢ kapodaviiviBng oe autols Toug aaBeveic (BA. Mapdypagpo
5.2). Kapdiakr) duogAsiroupyia Ta oTtoixeia yia aoBeveig pe kapdiakr] SuoAemoupyia eival Treplopiopéva. Aev pTropouv va TrpaypaTernoin@oly EdIKES OUOTATEIS
6000A0y|ag Maidiapiké¢ TAnBUTLGE H ac«pc()\alu Kaln m'rou)\wumucomm ™G KuBola\mang o TTaIdIA NAIKIaG <18 eTWyv dev EXEl akOpA T6K|.lr]plw9€i Ta et
Tou TrapdvTog diaBEoipa 6eﬁopsva 'rrsplvpa(pov‘ral atnv Trapaypago 5.2, aAkd dev ptropei va yivel cUoTaon oxeTikd pe Tn Socoloyia. Tgorrog ¥opriynong To
CABOMETYX Tipoopiletal yia xprion ato 1o oTépa. Ta diokia 8a Tpémel va KataTtivovial oASkAnpa kai va pnv 8pupparifovial. @a mpémel va o6ouv odnyieg
aToUg aoBEeVEIG va NV TPLWVE TITToTa yia TOUAGXITTOV 2 tpeg TIpIv éwg 1 wpa peTd T Ajyn Tou CABOMETYX. 4.3 AvtevBeielg Ymepeuaiobnaia ot SpacTiki
ouoia 1j o€ KdTolo atméd Ta ékdoxa Trou avagépovial oty Tapdypago 6.1. 4.4 EiSIKEG TTPOEIGOTIOINCEIS Kal TTPoQUAGEEIC Kard Tn Xprion Kabwg ol
TIEPIOTOTEPES AVETIIBUNNTES EVEPYEIES TIPOKUTITOUV VWPIC OTHV TTopeic TNE BepaTTeiag, o 1aTpd¢ TTPETTE! vt aElohoyEl TXOAATTIKG ToV GoBEVH GTIC TIPWTES OKTW
eBOopadeg g Bepareiag yia va TTPooGIopicEl €AY aTIAITOUVTAl TROTIOTIOINTEIS TNG S0oNG. AVEMIBUUNTES EVEQYEIEG TIOU YEVIKWG EXOUV TTpWIKN exdnAwan
TI'EpIA(!deVOUV uTraoPeaTialpia, uTTokaAiaipia, BpopBoTTevia, UTEpTaoT), civdpopo epubpoducalodnaiag Tm)\aul.ijv TreAparwy (PPES), Tpwreivoupia kal
vncnps\rrzplm (I'E) crupﬁavm (Kcn)um(o ﬂ)\voq Lp)\svpovr] BAevvoydvou, (SUUKOWGTr]Ta élﬂppon epzTog) H avripeTiwman mbaviv ﬂvzmeuunmjv svspvmwv
T ¢ Oepareiag e KaBo apaypa : ZE VEPPOKUTTORIKG KAPKIVWUA HETA aTTo
Trponvoupevn OTOXEUPEV Bepatreict pe ayyelako svéoen/\lcmo augnrikd Tapdyovra (VEGF), pslwcilq Kal 6|cxKD'rrig ™G d6ong Adyw piag uvsmeupnmg
evépyelag (AE) ouvéBnaav ato 59,8% kai 70%, avriaToixa, Twv agbeviv Tou éhaBav kaBolaviiviBn atn Baoikn kAivik dokipy (METEOR). Alo peikaeig g
doooAoyiag xpeidoBnkav a1o 19,3% Twy acBevwy. O didpecog XpoOvog £wg TV TTPWTN HEiwan Tng doogoAoyiag fTav 55 nUEPES, Kal £wg TNV TIPWTN SIAKOTT
Sooohoyiag frav 38 nuépeg. Se VEQPOKUTTAPIKO KapKivwa Xwpig Trpenyoupevn Beparreia, peiwoelg d6ong kai SiakoTreg TG 66ang Tapatmpiénkav oto 46%
Kal 73%, avTioTolxa, Twv aoBevwy Tou EAaBayv kapolaviivipn otny khivikr dokiun (CABOSUN). Orav n kapodavriviBn xophyeital G GUVOUAOLO LE VIBOAOUUALTTH
O€ TTPWINS-YPAUUIAS TTPOXWENHEVO VEPPOKUTIAPIKO Kapkivwia, peiwan Tng d6ang 1 diakotr Tng ddong g kaBodavTivipng Adyw AE cuvéPn ot 54,1% kai
73.4% 1wy aoBevwy otnv kKAivikn dokiun (CA2099ER).Amanmnkay dUo perwoelg Tng doong o1o 9,4% twy aoBeviwy. O HECOG XPOVOS EWG TNV TTPWTN PEiwon
NG d6ang nrav 106 npEPES Kal we TNV TIPWTNSIAKOTIT TS 80aNG ATav 68 NUEPEC. ZTO NITATOKUTTAPIKG KAPKIVWLIA PETE ammd TTponyoupevn ouoTnpikh Beparreic,
o1 penvoelg e doong kai o diakotrég doong ouveBnoav oto 62% kai 84%, avrigToixa, Twv acBeviv Tou EAaBav kaBelavrivifn atnv kAvikr Sokiur
(CELESTIAL). AUo peiwoeig 060wy amaimiBnkay oto 33% Twy aoBeviv. O dIAPECOG XPAVOG HEXPI T HEIWST TNG TIPWTNG d0onNg ATav 38 NuéPEg Kal X!

TNV SlaKoTTT TNG TIPWTN d00NG MTav 28 NuEpES. ZUVIOTATAI OTEVOTEPN TrapakoAoUBnon o acBeveic e ATTia ) PETPIC NTTATIKN SUCAEIToupyia. ZTo SIagopoTToINpEVO
Kapkivwa Tou Bupeosidolc, ol JEIWTEIC TNS BOTNE Kal ol DIGKOTTES TNE DOaNE ouVERNTay aTo 56% kal 72%, avTiaTolXa, Twv aagBeviy TTou éAaBav kaBolavriviBn
oty khivikr Sokipr) (COSMIC-311). Abo peiwotlg doocwv amramiBnkav oto 22% Twv acBevv. O SIdpEcog Xpovog PEXPI T HEIWOT TNG TIPWTNG B6oNG ATav
57 nuEpeg kal PEXP! TN dIakoTr TNE TTPWING ddong rtav 30 nuépeg. Hmarorofikétnia Mn @ualoAoyikég TIHES OTIG eEETATEIS TNG NTTATIKAS AgiToupyiag (algnon
TNG GHIVOTPAVOPEPACNG THE aAavivig [ALT], T aoTIapTIKAG apivoTpavopepdong [AST] Kai ThG XoAepuBpiviG) TrapaTnpriBnkay ouyvd ot aoBeveis TTou EAaBav
Oepameia pe kaBodaviiviBn. ZuvioTatarl n digaywyn eetdoswy nrrarkng Asimoupyiag (ALT, AST kai xohepuBpivng) Trpiv atmd Tnv évaptn Tng Oepatreiag pe
KapBolavTiviBn Kol n TIpOCEKTIKY TrapakoAoUBnon Kard T didpkeia TG Beparreiag. MNa aobeveig pe emdeiviwon Twv ECETATEWY TG NTTATIKAC AEIToupyiag Tou
Bewpolvtal oxendopeveg pe T Bepameia pe kaBolavriviBn (BnA. otrou Sev eivar epavrig kapia evallakTikr armia), Ba TpETTel va akoAouBouvTal ol cupBoulég
TpoTioToinong Tng doang atov Mivaka 1 (BA. TTapaypago 4.2). Otav n kaBolavtivifn xopnyeital o€ cuvduaopo Pe VIBOAOUPAUTIN, Exouv avagepBei ouxvoTepa
BaBpoU 3 kai 4 augfioeig ALT kai AST oe oxéon pe Tn povoBeparreia pe kaBolavTivipn ot acBeveig pe Tpoxwpnuévo RCC (BA. Mapdypago 4.8). Ta nTraTikd
£VCUMT TIPETTEN Va TTapakoAouBouvTal Tiplv aTmd TNy £vapén kal TTepIodika KaTd T didpkeia Tng Beparreiag, MpeéTel va akoAouBouvTal ol 0dnyieg 1aTpIkig
Blaxeiplong kal yia Ta duo ¢dppaka (BA. Mapdypapo 4.2 kai avarpégte otnv MXM yia ) viBohoupdpTn). H kaBolaviiviBn amroBGAAETal KUPIWEG PEOW ThG
NTATIKIG 000U, ZUVIOTATAI OTEVOTERN TIAPAKOACUBNGT TG CUVOAIKIG AOQUAEINg Ot aoBeveig e T 1 WETpIa NTTATIKS duoAeimoupyia (BAETTE £TTioNG TIAPAYRAPO
4.2 kat 5.2). Mict uynAGTepn OXETIKA avaAoyia aoBeviov pe pETpia NTTaTike ducherroupyic (Child-Pugh B) epgpdvios nTraTikh eyKEQOAOTIAOEIN e T BepaTTeia pe
kaBolavnivifn. H kaBolavrviBn dev ouwiotdrar yia xprion ot aoBeveig pe ooBapn nmarikr) duchermoupyia (Child-Pugh C,BA. Mapdypago 4.2). Hmatkn
evkeQoAoTIdBela 2 peAén HCC (CELESTIAL), n nmamik eyke@aAoTrdBeia avagépbnke ouxvorepa aTnv opdda KafolaviviBng amo autr) Tou eIKovikoU
pappdrou. H kapolavtiviBn £xel cuoxeTioTel pe didppoia, EUeTo, peiwpév 6pegn kal dlatapayég nAekTpoAutwy. Ee aoBeveig pe HCC pe emnpeacpévn nrarikn
Aeimoupyia, AUTEG 01 PN NTTOTIKES ETNIOPACEIC UTTOPET VO Eival TTaPAYOVTES ETTIOTTEUONS VIa TNV €EENIEN TS NTTaTIKNE eykepaAoTradeiag. O acBeveig TTpETEl va
TIAPAKOAOUBOUVTAI VI CHUEIC Ketl GUUTITWHATA NTTATIKAG EYKEQAAOTIABEING. AIMTPAGEIC Kal gupivyia ZoBapés ME IATPACEIS KAl SUPIYYIL, PEPIKES QOPEC HE
polpaia ékBaon, éxouv Tapatnendei pe v kaBolaviviPn. O acBeveig Trou Exouv @Aeypovwdn vogo Tou eviépou (TT.X. vooo Tou Crohn, eAkwdn koAimda,
TIEPITOVITIOM, EKKOATTWHATITION 1) OKWANKOEIBITIOA), Exouv BINBNon Tou 6ykou aTn IM'E 066 A TTapoUGIA(OUY ETTITTAOKES GTTO TTPONYOULEVN XEIPOUPYIKH ETTEURAOT
TOou yaoTPeVTEPIKOU ouoTripatog (1IBiaitepa oTav oxeTi(eTal pe kaBuaTepnuévn i arehn emmoUAwon) Ba TipéTrel va aglohoynBouv TTPOCEKTIKG TTpIV apxicouv Tn
Bepareia pe kaBolavnviPn kal, oTn ouvéxela, Ba TTPETTEI VA TIAPAKOAOUBOUVTAI OTEVA YIQ CUPTITWHATA DIATPROEWY Kal TUPIYYIWY, CURTTEPIAAUBAVOUEVWY TwV
amooTpdTwy kai TN ofyn. Emipovn A emavepgavidopevn didppoia oTn didpkeia Tng Beparreiag PTropei va eival TrapdyovTag kivalvou yia Tnv avamTugn
TIPWKTIKOU cupiyyiou. H kaBolavTiviBn Tipémer va SiakoTmeTal o€ aoBeveic TTou epgavifouv JIATPNON TOU YaOTPEVTERPIKOU TUCTIHATOC 1) Cupiyyio Trou Jev
HTTOpEl Vo avTIPETWMOTEl eTTapkws. [CaoTpeviepikéc (TE) Siatapayéc H didippoid, n vauTia/EUeTog, N Hewpévn dpegn Kai i oTopatimda/oToparikd dhyog Arav
HEPIKEG ammd Ta o ouxvd avagepbBévia oupPdvia Tou yaoTpeviepikoU (BA. mapdypago 4.8). Apeon iatpikr diaxeipion, cuptepidapBavopévng g
UTTOOTNPIKTIKAG PPOVTIOAG HE QVTIEHETIKG, AVTIOIGPPOIKA 1 avTIOGiva, TTPETTEl VA e@APHOOBE yia ThV TTPOANWN TG AQUOGTWONG, TWY SIATAPAXWY TwV
NAEKTPOAUTWV Kal TG atr@Asiag Bapoug. H diakotm i peiwan g do6ong, i n povipun diakoT Tng Xoprynong kapodaviiviBng Ba mpétel va AapBdveral utroyn
OF TIEPITITWON ETTIHOVWY ] ETTAVOATUBAVOPEVWY CNUAVTIKWY YOOTPEVTEPIKWY avemOuuntwy evepyeiwy (BA. Mivaka 1). ©OpouBoeuBolika oupBavia Me v
kapBolavmiviBn, éxouv TrapatnpnBei cupBdvia @AePiknG BpopBosuBoAng, cupTrEpIAapBavopévwy CUPBAVTWY TIVEUHOVIKAG €UBOANG Kal apTnpiakng
OpoupoepBoNic HepIKES Qopeg Bavarmeopa. H kaBodavTiviBn TTRETTEl va XPNOIMOTIOIETaI JE TIPOCOXT| Ot aoBeveig TTou TTapoudidlouy KivOuvo I} TIoU £xouv
I0TOPIKG AUTWV TWv evepyelwy. ) peAétn HCC (CELESTIAL), mrapatnpriBnke Trulaic @AEBIKR BpodpBwon pe KABolavTiviBn, cupTrepIAapBavopévou evog
Bavarngopou cupBdvrog. AcBeveic pe 1oTopiké TuAdiag AeBikig diNBnong @dvnke va diarpéxouv HEyaAUTEPO KivOuvo avdmtugng Truhaiag @AeBikng
Bpoppwone.H kapolaviivipn Ba Tpémel va diakoTiel o0& aoBeveig TTou avaTTiooouy 00 £ugpaypa Tou puokapdiou f oTroladiTIoTe GAAN KAIVIKG OnpavTikn
BpopBospPoliki emmTAokr). Aipoppayia Me tTnv kaBolaviiviBn £xer TrapatnpnBei coBapr| aipoppayia pepikég gopég Bavatngépa. O aoBeveig TTou Exouv
10TOPIKG cOBapng alpoppayiag eIV armo Ty Evapén Tng Oeparreiag Oa TIpETTEl va agloAoyouvTal TTPOTEKTIKA TIPIV aTTd TNV évapén Tng Oepareiag pe kaBolaviivipn.
H kapodavniviBn dev Trpémel va xopnynBei o aoBeveig Tou £xouv 1 Slatpéxouv Kivouvo yia oofapr| aipoppayia. It peAétn HCC (CELESTIAL), avagépBnkav
Bavatngpopa aipoppayikd oupRavia oe uwnAGTEEN auxvaTnTa pE KaBolavTiviBn armd To ekovikd gappako. O TrapdyovTeg kivauvou TTpodidBeang yia aofapn
aigoppayia oTov TTANBuopo pe Trpoxwpnpévo HCC ptmopei va mepihapfavouy v SIRBnon atmé Tov 0yko Twv KUPIWY AIo@Opwy ayyEiwy Kal TNV TTapoudia
UTTOKEIIEVNG KIPRWONE TOU ATTATOS TTOU £XE1 WG ATIOTEAETLIA TN SNUIoUPYI 0ITOPAyYIKWY KIPTWY, TTUAdiag UTTEpTaong kal BpopRomeviag. H peAémn CELESTIAL
QATTEKAEIOE QOBEVEIG E TAUTOXPOVN AVTITINKTIKI aywyn 1 aviiaipjoTreTahiakoUg Trapdayovies. AoBeveig Tiou dev AdpBavay Beparreia rj pe eAITTH Beparreia, yia
KipooUg pe alpoppayia | pPe uwnAd kivouvo aipoppayiag egaipiéBnrav emmiong amd TN peAémn autd. H peAém tng kaBolavmviBng oe cuvduacud pe Tn
viBohoupduTm ot Tpoxwpnuévo RCC mpwing ypapurg (CA2099ER) atrékAeioe aocOevEIg e QVTITINKTIKG ot BEpATTEUTIKEG DOOEIG. AVEUPUOUATA KOl apTNPIAKOL
diaxwpigpoi H xprion avaatoAéwy mg VEGF odol og aoBeveic pe 1 Xwpig UTIEPTACT) PTTOPET va TTPOdyEl TOV OXNUATIOUO AVEUPUSHATWY 1 / KAl apThpIaKmy
Siaxwpiopwy. O KivBuvog autog TIPETTE va AapBAVETaI TIROTEKTIKG UTTOWN TIpIV atTd Tnv évapén g Bepateiag pe kaBolavTiviBn oe agBeveig TTou TTapouaiddouv
TIAaPAyOoVTES KIVOUVOU OTTWG UTTIEPTAGC 1] I0TOPIKO aveupuopaTog. @pouBotrevia 2 peAétn HCC (CELESTIAL) kot ot peAérn DTC (COSMIC-311), avagépbnke
BpopRotevia Kal peiwpéva aipotTeTdAia. Ta eTTiTeda cipoTTeTaAiwy TPETTE va TTapakoAouBoUvTal katd Tn didpkeia Tng BepaTreiag pe kaolavTiviBn kal n d6on
va TpOoTToTToIEITal avdAoya pe Tn coBapdtnta g BpopBoteviag (BA. Mivaxka 1). EmmmAokég tpaupdtwy Me v kaBolavmviBn éxouv TrapatnpnBei eTTITTAOKEG
Tpavpdtwy. H Bepameia pe kaBolavmiviBn Ba Tpémel va diakoTrel TOUAGXIOTOV 28 nuépeg TTPIV ATTO TNV TTPOYPOUUATIOREV XEIPOUPYIKY emépBacn,
ouptrepihapBavopévng g odovTIaTpIKAG XEIPOUPYIKAG EEUBacnc 1 Twy eMepBaTikwy odoVTIOTPIKWY TrapepBdoewy, edv eival duvard. H amégaon va
ouvexlaTei n Bepatreia pe kaBolavTiviBn HETA T XeIpoupyikr eTTERBaon Ba TpETTel va BacioTei oTnv KAIVIK KpioT yia TNV £TTapKn eTToUAWGT Tou Tpadpartog. H
kaBodavTiviBn Ba TpETTEl va diakoTrel ot aoBevEig HE ETITIAOKES £TTOUAWGNG TRAUHATOS TTou aTramouy 1aTpikr TrapépBaon. Yneprtaon Me Tnv kaBolavnvin £xel
TIAPATNPNBET UTTEPTACT), CUUTTEPIAGHBAVOHEVNG THG UTTEPTATIKNG Kpiong. H apTnpiakr Triean TTpETEl va eAEYXETAI KOAA TTPIV aTTd TNV Evapgn The KaBolavTivipng.
Katd ) didpkeia g Bepareiag pe kapolavTiviBn oAol of acBeveig Ba TTpETel va TrapakoAouBolvTal yia UTTEPTAON KAl Va QvTIHETWITI(oVTAI, OTTWG aTtaiTeiTal, Je
TUTTIKF) QVTIUTTEPTAOIKT Beparreia. ZTnv TTEPITITWGN EUHOVNG UTTEPTAONG TTAPOTI YivETal XPrion QVTIUTIEPTAOIKWY, N KaolavTiviBn Ba TTpETEl va SIOKOTIE], £wg
&Tou gAsyyBEi n aptnplakr Tieon: Katdmv n kaBolaviiviBn propel va cuvexioTel o peiwpévn doon. H kapolavniviBn Ba mpétrer va SiakoTrel £dv n utréptaon
eival coapn Kai eTmigovn TTapd TNV avTiuTTEpTaOIKr Bepatreia kai Tr) peiwon d6ong ¢ kaBolaviviBng. Ze TePITTWON UTIEPTATIKIG Kpiong, n kaBolavivipn
TIpéTrel va diakotrei. OoTeovikpwon Exouv TapatnpenBei TrepIoTaTIKa 0oTeovVEKPpWONG TG yvaBou (ONIM) pe v kaBolaviiviBn. Qo Trpémel va diegayBei
aTopartiky £€ETaon TpIv atmd v évapgn e kaBolaviiviBng kai meplodika kata Tn didpkeia NG Bepareiac pe kaBolavTivipn. O agBeveic Ba TpéTTEl va
evnueEpwBOUY GO0V apopd TIG TIPOKTIKEG OTOATIKNG uyievng. H Bepateia pe kaBolaviiviBn Ba mpétrel va avaoTaAei TOUAGXIOTOV 28 NUEPES TTPIV ATTO TV
TTPOYPUMHATIOHEVH OOOVTIOTPIKI] XEIPOUPYIKN ETTEURACN 1 TIS eTEPBATIKES 0OOVTIATPIKES TTaPEUPACTEIC, v gival SuvaTd. ATraiTeiTal TTpooo)I) Ot agbeveic TTou
AapBdvouv pappaka TTou oxeti(ovtar pe Tnv ONF, 61mwg Sipwopovika. H kaBolavnviBn 8a mpétrel va diakoTrTeTal ot aoBeveic Trou epgavifouv ONI. Zivdpouo
£pubpoducaicBnoiag Tahapwyv-reAudrwyv Me v kapolavTiviBn €xel TrapatnenBei olvdpopo gpubpoducaicBnoiag Taiapwv-reApdrwy (PPES). Ortav To
PPES eivai coBap6, Ba mrpémel va AngBei uttdwn n Siakomir| g Bepareiag pe kaBodavTivipn. Mpémer va yivel {ava évapén g kapolaviiviBng pe xapnAdtepn
&oon otav 1o PPES emAuBei og fabpo 1. Mpwreivoupia Me v kaBolavTivipn £xel raparnpenBei mpwisivoupia. H rpwreivi oupwy Ba TTpéTrel va TrapakoAouBeital
TaKTIKG KaTd T BepaTeia pe kaBolavTivipn. H kaRolavtiviBn Ba rpétrel va diakoTrei oe agBeveic TTou avamTiooouy veppwaiko alvipopo. Zivipopo omaBiac
avaoTpéwiung eykeearotraBeiag ‘Exel maparnpnBei ovvdpopo otriobiag avaoTpéyipung sykepaiomaBeiag (PRES) pe v kaBolavTiviBn. Auto 1o olvdpopo Ba
TIpéTTel va e€eTdleTal O€ KABE aaBevr) TToU ep@avidel TTOAATTAG CUUTITWHATA, OTTWE TTAgHOUC, TTOVOKEQAAOUG, OTITIKEC dlaTapaxEc, auyXuan r aANOIWPEVN
vonTikr) Aeitoupyia. H Beparreia pe kaBolavniviBn Ba mpémer va diakomreral oe aoBeveig pe PRES. Emunkuvon tou Siaomparog QT H kaolavTiviBn Ba mrpéTer
VO XPNOIHOTTOIEITaI € TTIPOTOXT O€ aoBevEig e I0TORIKO TIapdTacng Tou diaoTrpartog QT, ot aoBeveig TTou AapBdvouy avTiappuBuIKd, 1} ot aoBEeVEig e OXETIKN
TIpalTdpyouca Kmpélm(n vooo, Bpadukapdia, i diatapaxéc NAEKTpoAuTwY. OTav XpnoipoTTolETal n KuBoCﬂv‘ann Ba TTpETTEl Va s&s‘rﬂicral n mploﬁlkn
TrapakoAoubnon kard T 51c1pmu mng Bepameiag Tou HKIM kai Twv nAektpoAutwv (aoBEoTio, kAo kal payvicio opou).

Zuviotdtal Bagiki epyacTnpiak PETPNAan TG Aemoupyiag Tou Bupeoedols ae GAoug Toug aabeveic. AaBeveic pe TTpoUTIdpxov UTTOBUPEOEIBIONS i
uTtePBUPEOEBIoNO Ba TTPETTEN VO QVTIPETWTTICOVTAI CUP@WYVA HE T ouvhBn IaTPIKT TIPAKTIKA TIpIv amd Tnv évapén Tng Beparreiag pe kaBodaviiviBn. OAor ol
aoBevelg TIPETTEN VA TIAPAKOAQUBOUVTAI OTEVA YIa ONUEIR Kal SUPTITWHATE duoAsmoupyiag Tou Bupeoeidol Kard Tr didpkeia TG Bepamsiag pe kaBolavivipn.
H Aermoupyia Tou Bupeoeidolg Ba TrpéTel va TrapakohouBeital TrEpIodIKG kaB' 6An T Sidpkeia Tng Beparreiag pe kaBolavTivipn. O aoBevei¢ TTou avatTiocouy
duoAemoupyia Tou Bupsoedolg Ba TIPETTE! va avTINETWTTICOVTAl CUPGWYA JE T ouvnon Iatpikn TIPAKTIKr. Mn @uaioAoyikég TIEC BIOXNUIKWY £PYACTNRIAKWY
eCeTdoewv H kaBodavTiviBn £XEI CUOXETIOTE JE AUENEV GUXVOTNTA EPPAEVIONS KN PUSIONOYIKWV TIHWY NAEKTPOAUTWV (CUUTTEPIACBAVOPEVNE TG UTTO- KaI THE
umepkaAiaipiag, TG UTToHayvnolaigiag, TG uTracRecTiaidiag, Tng utovaTpiaipiag). Me v kaBodavriviBn éxer TapatnpenBei utracBeomiaipia o€ uynAGTepn
cuxvoTnTa Ka/ i) augnpévn copapdtnTta (GupTrepiAapBavopévwy BaBuou 3 kal 4) oe aoBeveig pe kapkivo Tou Bupeoeidoug oe GUYKPIOoN We aoBeveig pe GAAOUG
Kapkivoug. ZuvioTdral n rapakeholBnon Twv BloxNUIKWV TTapapéTpwy katd Tn Sidpkeia Tng Beparreiag pe kaBolavTiviBn kal n eioaywyn katdAAnAng Beparreiag
QVTIKATACTAONS CUHPUIVA HE TNV KaBIEpWHEVN KAIVIKI) TTPAKTIKN, £dqv amaiteital. MepimTwoelg nmamkhig eyke@ahomrdbelag o aoBeveic pe HCC pmopsi va
amodoBoulv oTnv avaTTugn nAekTpoAuTikwy dlatapaywy. H SiakoTrA i N peiwaon g 86ong i n opiaTKr SIakoTm TN Xoprynong kapolavtiviBng Ba mpémel va
£EeTAlETQN OE TTERITITWON ETTIHOVWV 1] eTTavaAap Bavopevwy onuavTikwy diarapaywy (BA. Mivaka 1). Emaywyeic kai avaoToAsic CYP3A4 H kaBolavmivipn sival
utréoTtpwpa CYP3A4. H ouyxopriynon kapolavriviBng pe Tov ioxupd avaotoéa CYP3A4, Ty keTokovadoAn, eixe w¢ amotéAeopa pia avgnon e £kBeong
kaBolavTiviBng oto TAdopa. ATiaiteital TIPoooxr Kard T xopnynon kaBolaviiviPng pe gdppaka Trou eival Ioxupoi avaoTokeis CYP3A4. H ouyxopriynon
KaBolavTiviBng pe Tov Ioxupd emraywyéa CYP3A4, Tn pIauTTkivn, €iXe W ammoTéAeapa pia peiwan g ékBeang kapolavTiviBng ato TAAOUA. ZUVETIWC, TIPETTEI
va atropeuxBei n xpovia xoprynon Twy gapudxwy Trou ivar ioxupoi emaywyeig CYP3A4 pe v kaBolavtiviBn (BA. mapaypdgoug 4.2 kai 4.5). Yrootpwpara




P- yAUKorrguJTelvng H kaBolavtiviBn Atav évag ctvao‘ro)\eag (IC =7,0 uM), aMAd dx1 uTTEOTPWHA, TwV BPACTNPIOTATWY us'rc«popag P- vAUKonpu)'rclvng (P-gp)os
SikateuBuvTIKO oUCTNHA TTPOCBIOPICHOU XPNOIHOTIOIVTAG Kurrapu MDCK-MDR1. Tuvermwg n kaBolavTivifn ptiopei va £xer TNy IkavotnTa va auédver Tig
OUYKEVTPIOEIG OUYXOPNYOUHEVWY UTTOOTPWHATWY P-gp oTo TTAdopa. O1 aoBeveig Ba TTpETTel va TrpogidotroinBolyv doov agopd T Afjyn uttooTpwpatog P-gp
(11.X- peCopevadivn, aNiokipévn, apTrpioevTavn, eTeCIAkn daBiyarpdvn, Siyogivn, koAxikivn, papafipdkn, TocaxkovaloAn, pavoadivn, oagayAirTivn, arrayAmrivn,
TaMvoAOAn, ToABaTTavn) evy Aappdvouv kaBolavtiviBn (BA. Tapdypago 4.5). Avaogtoheic MRP2 H xopriynon avacTohéwv MRP2 utropei va odnyrioel oe
QUEATEIC TWV CUYKEVTPWOEWY TG kafolavTiviBng oto TAdopa. Emopévwg, n Tautoxpovn Xprion avactodéwv MRP2 (11.x. kukAooTropivn, epaBipéven,
eptpiamrapivn) Ba TpéTrel va Tpooeyyiletal pe Tpooox (BA. rapdypago 4.5). ‘ExGoxo AakT1odh Aabeveic pe otrdvia kAnpovopikd TrpoAnpara duoavetiag omn
YAAGKTAEN, ONIKH AVETTAPKEIA AQKTAONG 1) HE SUCATTOPPOPNON YAUKOLNG-YUAAKTAENG Oev TTPETTEN Va TIAPOUV auTo To (APHOKEUTIKS TTpoldy. NdTpio AuTé To
(PAPHAKEUTIKG TTPOIOV TrEPIEXE! AlyoTEpO amtd 1 mmol vaTpiou (23 mg) avd diokio, SnAadr ousiaoTikd eival «eAeUBepo varpiou». 4.8 AVETTIOUMNTES EVEPYEIEG
KaBodavnvipn w¢ povolepareia OepiAnwn Tou Tpo@iA ac@dAeiag O1 o oUXVES COBApEG QVeTTIBUUNTES EVEPYEIEG OTOV TTIANBUOUO RCC (21% ouyvorna) eival
To kolhiaké dAyog, n Bidppoia, n vautia, n utrépraacn, n egBoAr, n uTrovaTpiaiyia, n TVeUHOVIK £pBoAR, o £eTog, N aguddrwan, n kémwan, n e€acBévion, n
HewpEVN Opegn, N ev Tw Badel @AeBIKn BpouBwon, n {dAn, n utropayvnoiaipia Kai 1o ouvdpopo epubpoducaloBnoiag TTaAapwyv-TreApdatwy (PPES). O o
GUXVEG AVETTIBUUNTEG EVEPYEIEC OTTOIGBNTIOTE CUXVATNTAS (TTou epgavidovTal ge TouAdxioTov 25% Twv acBeviv) otov TANBuapd RCC mrepihdpBavay
Siappoia, KOTTWOT, vauTia, Jeiwpévn opetn, PPES, utiépraon, peiwpévo Bapog, EpeTo, Suoyeuaia, duokoihiotnra kai augnuévn AST. Yépraon TraparnpriBnke
MO GUYVE oToV TIANBuopd pe RCC xwpig ponyoUpevn Bepartreia (67%) ot oUykpion He aoBeveig e RCC petd ammd TrponyoUEvn aToXEUHEV BepaTTeia e
VEGF (37%). O1 o ouyvég ooPapég avemBupnTeg evépyeleg atov TAnBuou6 Tou HCC (2 1% ouyxvotnta) eival n nmamikr eykepahotrddeia, n e€aaBévion, n
komwon, 1o PPES, n didppola, n utrovarplaipia, o €UETog, To KOIAIKO dAyog Kal ) BpopBotrevia. Or o OuxvEG avemBUPNTEG avTiBpAcelg OTIOIOUBNTIOTE
BaBpoU (Trou apoucidoTnkav ag TouAdxioTov 25% Twy agBevivv) atov TTANBuopd HCC mepiddpBavay didppoia, peiwpévn opegn, PPES, komwon, vauria
utrépraon kai Epeto. O1 o ouxveg coPapeg avetriBuunTeg evépyeleg atov TAnBuopd DTC (21% emitrmwaon) eivai n Sidppoia, n veupovikn epfoAr, n dtoTvoia,
N &V Tw BAaBel PAEPIKA BpoUBwon, ) uTrEpTaan Kal 1 uTraaBeoTiaipia. O TTo GUXVEG AVETTIBUPNTES EVEPYEIEG OTTOIOUBHTIOTE BABIOU (TTOU EPGPAVICE TOUAAXIOTOV
10 25% Twv aoBevwv) otov TANBuopd DTC mepiehapBavav diappoia, PPES, utiépraon kai koTworn. AvemBuunTeg evEpyeleg ot Jop@r Trivaka Or avemBopnTeg
EVEPYEIEG TTOU AVAPEPBNKAV OTO OUYKEVTPWTIKG 0UVOA0 deSONEVWY Y aoBeveis TTou EAaBav povoBepareia kaBolavTivipng yia RCC, HCC kai DTC (n=1043)
1 avagépbnkav pe T xprion kaBolavtiviBng HETd TV kukhogopia Tng avagépovial atov Mivaka 2. Or avemBUpNTES evépyeleg TaparTiBevial olp@wva HE TRV
Karnyopia opyavou CUCTIAHATOG Kai T ouxvoTnta katd MedDRA. Q1 ouyvétnteg Bacifovial oe 6Aoug Toug BaBpouls Kal opidovtal wg e&rg: oAU ouxvég (=1/10),
auxvég (21/100 Ewg <1/10) Ox1 ouxvég (21/1.000 £wg <1/100), pn yvwoTEG (dev PTTOpoUV va ekTiunBoly pe Bdon Ta diaBéaipa dedopéva). Evrog kdbe katnyopiag
ouxvoTtnTag eppaviong, of avetndUuNTeS evEpyeieg Trapartifevral katd glivouca oeipd coPapomrag. Mivakag 2: Avem@ounTeg evépyeleg @apudkou (ADRs)
TTOU £X0UV AVAPEPBEI O& KAIVIKEG HENETEG 1} O£ XPIOT LETA THV KUKAOPOPIa O€ AOBEVEIC TTOU AdpBavav Bepatreia Pe KABOZavTIVIB W HOVOBEpaTTEId.
AOIPWEEIG Kal TIAPACITWOEIG ZUXVEG: ATTOOTNUA. AIQTAPAXEG TOU QIHOTTOINTIKOU Kai ToUu AEN@IKoU guaTrparog MoA auxvég: avaipia, Bpopporevia,
ZuxVvEG: oUBETEPOTTEVIA, AEPOTTEVIa. AOTAUPAXES TOU EVBOKPIVIKOU GUCTHHATOG MoAU ouxvég: uTroBupeoeidiopoc*. AlaTapayég Tou HETABOAMGHOU Kal THG
BpEwng MohU ouxvég: peiwpévn Opeln, uTTopayvnoiaipia, uTlokaAiaipia, umoaABoupivaigia Zuxvég: aguddTworn, UTToQWO@ATaIpia, UTTovaTpiaipia,
uTTaoBecTianpia, UTTEpKaNIQIia, UTTEpXOAEpUBpIVaIpia, uTTEpYAUKQIpia, uTToyAUKalpia. AlQTAPOXEC TOU VEUPIKOU OUCTAHATOS MoAU ouxvég: duoysuoia,
ke@aAahyia, {ahn ZuxvEég: TTEPIPEPIKT VEUPOTTABEIa® OxI GUXVEG OTIAoON, ayyelakd eykepaliko eTTeicddio Mn yvwoTég: olvdpopo otmiobiag avaoTpéyiung
eykegaAotdBeiag AlTapayeg Tou wrdg kal Tou AdBupivBou Zuyveie: epBois Kapdiakég Siatapaxés Mn yvwotéc: épugpaypa puokapdiou Ayyelakég
GI(ITC(pu)(E(; oAU ouxvz-:g unspmcn, alpoppayia®*Zuxveg: np)\sﬁlm Bpopﬁwoq aptnpiakr Bpdppwon Mn yvwoTég: aveuplopara Kal apTnpIakoi diaywplo ol
Ox1 guxVE:G UTTERTATIKI Kplcr] Alarapaygg Tou avaTIvEUSTIKOU oumr]puTog, Tou Bwpaka Kal Tou ueaoempumou Mokl ouyvég: duopuvia, duoTvoid,
BrXag ZUXVEG: TIVEUHOVIKS EuBo)\r] Alarapayég Tou Vaancerpllcou MoAU cuxvéc: quppom vauTid, EUETOG, oToHaTITdA, 6UOK0|)\|omm KOINOKO GAYOG,
OuUOTTEWIa ZUXVEG YAOTREVIEPIKN BIGTPNON®, TTayKPEaTITIOW, CUPIYYIO®, YaOTPOOICOPAYIKN| Tra)\lvﬁpouqon AIOPPOIdES oTopaTIKO dAyog, §npoaTolia,
Suopayia, y\woooduvia AlaTapayég Tou |'|1'rcrrog Kal Twv XoAn@opwy Zuxvég: nratikn eykegahomiddeia® Oxi ouxvég: xohooTarikn nratinda Alatapayég
TOU BEPPATOG KOl TOU UTFOBOpPIoU 10TOU MoAU ouxvég: oluvdpopo epuBpoducaioBnoiag TTaAapwy-TreApdTwy (PPES), efdvBnua Zuxvég: kvnopog, aAwTrekia,
Enpodeppia, depparinda umd pop@r akung, aAayr XPWHATOS HaAAIWY, UTTEPKEPATWAT, eplBnua AlaTapayég ToU HUOOKEAETIKOU CUCTHHATOS KAl TOU
OUVBETIKOU 10TOU MOAU OUYVEG: TTOVOG OTa AKPa ZUXVEG: HUIKOI OTTaapol, apBpahyia Oxi CUXVEG: 0OTEOVEKPWAT TNG YVABou AINTAPUXEG TWV VEPPLIV KAl
TwV oupo@opwyv obwyv Zuxvéc: Tpwreivoupia FevIKEG BlaTapaxEC Kal KATAOTACEIS TG 080U Xoprnynong MoAU ouxvég: KOTIwan, @AeyHovr Twv
BAevvoyovwy, eEaaBévion, TTeplpepikd oidnua MapakAIVIKEG e§eTATEIC? MoAU ouxVEG: pelwpévo Bdpog, augnuéva ALT opol, augnuévi AST Zuxvég: ALP opol
auénuévn, augnuévn GGT, auénuévn KpeaTivivn aipatog , augnuévn apuAdon, augnuévn Nmdon , augnpévn xoAnoTepOAn diparog, augnuéva TpiyAuKepidia
aiparog Kakwaoeig, ﬁnhnrnpldcrzlg Kal ETTITTAOKESG ezpunw'nxdw XEIPIOPWV ZuxvEG: eTITTAOKEG TpalpaTog” * BAETTE evotnTa 4.8 I'Icplypucpr’] TWV ETTIAEYHEVWV
aveTIIBUPNTWY EVEPYEILV YIG TIEPAITEPW XAPAKTNPIOUO.? ZUpTTEPIAGBAVOPEVNG TNG TTOAUVEUPOTIABEING. N TTEPIPEPIKT) VEUPOTTABEI eival KUpiwg aioBnTnplakr
b TupmrepIAapBavopévng TG Emmming WG TNG TTIO CUXVA avapepOHEVNG (xvmleupr]mg EVEPYEIAG ° Ae¢ ol PAEPIKEG BpopPliaeis, aupTepIAapBavoLiEvng TG ev
w |3q68| pAePiknig BpopPwong ¢ Me Baon Tig avagepBeioeg uvsmeupmsg evepyeieg  Alarapaypévn eToUAWGT, ETTITTAOKI OTO CNEiWw TOpNG Kai SIGoTTAoT) Tou
Tpauparog H kaBoedavriviBn ae auvouaauo e VIBOAQUUANTTN aE TTRWTNC-ypauuns mpoxwenusve RCC NepiAnwn tou Trpogii agealeiac Otav n kaBolaviivifn
XOpNYEiTal o0& oUVOUATHG e VIBOAOUNAUTTN, avaTpéére atnv MXIM Tng VIBoAOUPGUTING TrpIv amd Ty évaptn Tng BepaTreiag. Ma TTEPIoCOTEPES TTANPOPOPIES
TXETIKG [E TO TTPOYIA agpdAciag TG povoBeparreiag pe VIBoAouUduTIN, avatpégte atnv MXM ¢ viBoAoupduTng. 1o guvoio dedopévwy TG KaBolavTiviBng
40 mg pia qmpd ™V Nuépa o€ cuvduacHo HeE viBoAoupdpTmn 240 mg kdBe SUo efdopddeg oto RCC (n =320), pe eAdioTn TrEpiodo ﬂapum)\oﬂﬁqﬁng 16unvay,
ol TTIo OUXVEG oofapég aveTniBUpnTeg evepyeleg (2 1% emimrwon) frav didppold, TIVeUpovimda, TTveupovikr) edoAr), Trveupovia, utrovarpiaipia, Trupegia,
QVETIGPKEIQ TWV ETMVEPPIBIWY, ELIETOC, apuBATWOT. O1 THo gUxVES avemBUpNTES EvEPYEIES (2 25%) Arav Bidppoia, koTIwaon, ouvBpopo epubpoducaiotnaiag
TIAAAPWY-TTEAPATWY, o‘ropmméu puooxs}\snkog TIOVOG, UT[EpTUUr], g€avlnua, uﬂoeupsoslélopog, Heiwon opegng, vauTia, KOIAIGKO u}\vog H mAgiovotTa TwWV
QVETTIBUUNTWY EVEPYEIY ATAV ATTIEC W PETPIES (BaBudc 1 1 2). ivakac avemBupunTwy evepvelwv O aveTTBUUNTEC EVEPYEIEC TTOU EVIOTTIOTNKAY aTNV KAIVIKH
pehémn g kaBolavniviBng oe ouvduaopo pe viBohoupdptm avagépovtal otov Mivaka 3, olp@Wva PE TV KATNyopia opydvou CUCTAHATOG Kal T GUXVOTHTa
kard MedDRA. O1 ouxvotnTeg Bacifovial o 0Aoug Toug BaBuoug kal opidovtal wg e§ng: TTOAD ouxvég (21/10), ouxveg (21/100 twg <1/10) Ox1 ouxvég (21/1.000
£wg <1/100), pPn yWwoTEG (Bev pmropolv va ekTIunBolv pe Baon Ta diabéoiua dedopéva). Evidg kABe karnyopiag ouxvoTntag EHQAvIONG, ol AveTTIBuPNTES
evEpyeleg TrapatiBevial katd @Bivouoa oeipd coPapotnrag. Mivakag 3: AVETTIBOPNTEG EVEPYEIEG PE KABOZavTIVIBN Ot OUVBUAOHO HE VIBOAOUPANTTN
NolpwEeis kai Trapaaimoelg MoAl cuxvES: AoiuwEn Tou aVWTEPCU aVATIVEUCTIKOU GUCTANATOC ZUXVEC: TIVEUpovia AlaTapayEg TOU QIPOTTOINTIKOU Kal Tou
Aep@IKOU OUGTANOTOG ZuxvéG: nwoivogihia AIGTAPAXEG TOU GVOCOTIOINTIKOU CUCTAHATOS Zuxvég: umepeuaioBnoia (cupmepidapBavopévng g
AvaQUATKTIKAG avTidpaang) Oxi quxvés: axemi{Opevn He TNV éyxuon avTidpaon utepsuaiotnaiag AlaTapayEég Tou eVEOKPIVIKOU GUGTAMATOS MOAU GUXVEG:
utroBupeoaidiopog, utrepBupecediopog Zuxvég: emveppidiaxn averrdpkeia Oxi ouxvég: utoguainda, Bupeoeidinda Alatdpayé Tou peTafoAiopol Kal ThE
OpEYng MoAl ouyvég: pelwpévn Opegn Zuxves: aguddtwon AlaTapaxES TOU VEURIKOU oUOTAMATOS MoAU ouxvig: duoyeuoia, CaAN, kepaAalyia Zuxveég:
TTEPIPEPIKT vEupoTTaBela OxI CUXVEG: autodvooT eyke@aAimda, olvdpopo Guillain-Barré, puacBeviké olvdpopo AlaTapayég Tou wTog Kai Tou AaBupiviou
Ox1 ouxvés: epPoés O@BaApikég Biarapayés Zuxves: {npogpbalpia, Bautm) opaon Oy ouxvés: payosidinda Kapdiakeg SiaTapayEg Zuxveg: KOATTIKN
papuapuyn, Taxukapdia Oxi ouxveS: puokapdimida AyyEelakég Slatapaxég Mol ouxvée: uTrépTaan ZUXVES: BpapBwon® AIGTAPAXEC TOU AVATIVEUOTIKOU
ouoTHpaTog, Tou Bwpaka Kal Tou peooBwpdkiou Mol ouxvég: duoguwvia, duomvoia, Brixag Tuxvég: Tveupovinda, Trveupovikn epBoln, emioTagn,
uTredwkoTikiy guAoyr] AlaTapayég Tou yaoTpevTepikol Mol guxvés: didppola, EpETog, vauTia, duoKoINOTNTA, aTopaTinidq, , KoIAlakd dAyog, duaTewia
Zuxvéc: koAimda, yaoTpinda, Ghyog Tou aTopaTocEnpooTopia, aipoppoideg Oxi ouxves: TTaykpeartitda, SidTpnon Aemrtol eviépou®, yAwoooduvia AlaTapayEég
TOU NTTATOS KUl TWV XOAN@OpwY Zuxvég: NTIATINO AIATAPAXEG TOU BEPUATOS KOl TOU UTTOBOPRIoU 10TOU MoAU ouxvég: OUVOPOMO TTaAAHO-TIEAMaTICIag
epuBpoducaictnoiag, eEavBnpar, kvnoude Zuxvég: ahwtTekia, Enpodeppia, pibnua, aAlayr xpwpaTog Tpixwy Oyl CUXVEG: Wwpidon, Kvidwon AlaTapayeg
TOU HUOOKEAETIKOU GUOTIHATOG KAl TOU OUVSETIKOU 10TOU oAU ouxvEG: puookeAeTIKOG TIovog?, apBpalyia, Juikoi oTracpoi Zuxvée: apBpitida Oyl ouxveg:
HUoTIdBEIa, 0aTEOVEKPWAN TG YvdBou, oupiyyio AIATAPAXEC TWV VEGPWV KAl TWV OUPOPOPWY oBwV MoAl ouxvég: Tpwreivoupia ZUXVES: VEQPIKA
aveTrapkela, ofgia veppikr BAGRN Oxi ouyvég: veppinda Mevikég SiaTapayEg Kal KATAOTAOEIG TG 050U XopRynong MoAl ouyvés: komwon, Tupetia, cidnua
ZUXVEC: AAYOC, BwpakIKO dAyog MapakAIVIKES EEETAOEIC® MOAU ouxvEC: augnuévn ALT, augnuévn AST, UTTOQWOQATAIMIC, UTIOORECTICNUI, UTTOHQyVNOIQia,
uTtovarplaipia, UTEpyAuKaipia, AepgoTrevia, augnpévi aAkaAKy puoeatdon, autnuévn Aimdon, augnpévn apuldon, BpopBotrevia, augnpévn Kpeativive,
Qvaipic, AEUKOTTEVIQ, UTTEPKAAIIMIA, OUDETEPOTIEVIO, UTTEPAORECTICIMIO, UTTOYAUKaIMia, utiokaAicidia, augnuévn OAIKM XoAepubpivn, uTreppayvnoidipia,
UTTEPVATPICINIT, PEIWPEVO CWHATIKG BAPOg ZUXVEC: autnuévn XoAnoTepdhn dipatog, utrepTpiyAUKepIdaipia. O GUXVOTNTEG TWV AVETTIBUUNTWY EVEPYEIDV TTOU
Trapouciddovral otov Mivaka 3 propei va pnv armodidovial TTAfpwg povo oty kaBolavTivin, ahAG evOEXETAI VA EUTTEPIKAEIOUV T GUVEICPOPG TNG UTTOKEIPEVNG
VvATou | a1To TN VIBOAQUUAUTTN TTaU XPNOIPOTIOIETal e auvduaap6. °H Bpoppwan eival évag aivBeTog 6pog TTou TTepIAapBavel BpopBwan Tng TTUAdiag @ALRac,
BpopBwon g Tveupovikng QAERag, Trveupovik BpopBwon, aoprikr BpopBwan, aptnpiakr BpopPwor, ev Tw BdBer @AePikr BpopBwon, BpopBwan g
TIUEAIKI|S QAERag, BpduBwaon TG KoIANg PAERAS, QAERIKI BpOpBwOoN, PAeBRIK BpduRwaon dkpou YExouv avapepBei Bavarn@opeg TrepITITWoElS “To e£avBnua
eival évag oUvBETOG 6pog Trou TrEPIAAUBAVE T deppaTinda, ThY opoIdlouca pie arpr deppatimda, ThV TTOHPOAUYmSH SepATTIdA, TO amopoMdwTIKé eEdvBnpa,
T0 gpUONMaTWOES €€avOnua, To BuAakiwdeg eEdvenua, To kNAIBWIES £€avBnua, To KNAIBoRAaNGWdES e€avONua, 1o BAATIOWDES EAVONUA, TO KVNOHWOES
£EAVBNUA Katl To ApHAKEUTIKG £§GVON A, ‘O HUOGKEAETIKGE TTOVOG £ival Evag TUVBETOS 6pOgG TTOU TrEPIAAKBAVEI THV 0OPUAAYIT, TOV OTTIKS TTOVO, T0 HUOTKEAETIKG
Bwpakikd dhyog, T pucokeAeik Suoopia, Tn pualyia, TNV auxevalyia, 10 dhyog oTa dkpa, To dAyog oTTovdUAIKGH) oTHANG "0l CUXVOTNTEG TWY EPYAOTNPIAKWY
OpWV aVTITIPOCWTTEVOUY TO TIOOOOTO TWY QOBEVV TIOU ELPAVIOAV ETIBEIVWOT OTIG EPYAOTNPIAKEG HETPNOEIG O OXECT WE TNV Evapén TG HEAETNG pE egaipeon

T0 pEIWPEVO owpaTikd Bapog, TNy augnuévn xoAnoTepoAn aiparog kai Tv utrepTpiyAukepidaipia. Mepiypaen Twv emAeypévwyv avemnBipnTtwy evepyeiwy Ta
dedopéva yia dlapopeTikeg avTidpdoelg BaaifovTal o aoBeveig TTou eAdupavay CABOMETYX 60 mg pia @opd nHepnoiwg aTrd To oTOPa w¢ HovoBeparteia oTig
Baoikég peAéreg 610 RCC PETd amrd TTponyoupevn atoxeupévh Beparreia pe VEGF kai oe RCC xwpig Trponyolpevn Bepatreia, =oto HCC petd amd TrponyoUpevn
ouaTnikr Bepareia kol o1o DTC o€ aobeveig avBekTkoUG 1) pn KaTdAAnAoug yia Bepareia pe padievepyo wdio (RAI) Trou Trapousiacay 6NN TNG vooou Katd
TN BIGPKEI 1} HETE aTTd TTponyoUpevn CUTTNUIKEA Bepareic i ot acBeveic ou éAapav CABOMETYX 40 mg pia popd nuepnaiwg armé 1o oTtdpa ot suvduaod
HE VIBOAOUHAUTIT OF TTPWING-ypappng Trpoxwpenpévo RCC (rapaypagog 5.1). [actpsviepikr (IE) didtpnon (BA. mapdypago 4.4) Zrn peAemn Tou RCC peta
amd mponyoluevn otoxeupévn Bepameia pe VEGF (METEOR), avapépbnrav ME diarpriosig ato 0,9% (3/331) Twy aoBeviov pe RCC tou eAdupavav
kaBodavmviBn .Ta oupPdvra Arav BaBpot 2 i 3. O didpecog xpovog éwg Ty évapén Arav 10,0 eBdopddeg. Moipaieg diarprioeig exkdnhwbnkay oto kAivikd
TIPOYPappa yia TNV KaolavTiviBn. Z1n HeAétn Tou RCC xwpig mponyolpevn Bepatrsia (CABOSUN), avagépBnkay M'E diatpriosig o1o 2,6% (2/78) Twy acBeviv
pe RCC mou AdpBavay kapolavnvipn. Ta cupBdvia Atav BaBpol 4 kai 5. Ztn peAétn HCC (CELESTIAL), avagépbnkay diarpiozig M'E 610 0,9% Twv aoBeviyy
Trou éAapav kaBodavriviBn (4/467). OAa Ta oupBdvTa nrav Babpou 3 1i 4. O diapgoog xpovogs eneaviong niav 5,9 eBdopades. Zm peAém DTC (COSMIC-311),
n 8idTpnon Tou yaoTpevTepiKoU awArva Baduou 4 avagépdnke ot évav acbevr (0,8%) ammé Toug acbeveig Tou édapav kapolavTiviBn Kal EPpavioTnKe PETd aTtd
14 £Bdopadsg Bepatrsiag. Ze ouvduaopd pe viBohoupaumn ot mpoxwpenpévo RCC ot mpwing-ypapung Beparreia (CA2099ER) n ouyvotnTa eggaviong
dlatprigewy Tou yaaTpeviepikoU awhijva ATav 1,3% (4/320) ae agBeveic ou éhaBav Beparreia. ‘Eva oupRdy ftav o Babuou 3, So gupBdvra Arav abuolt 4
kal éva cupBav frav Babpol 5 (Bavarngopo). ZTo kAwiko TTpoypappa g kafolavTiviBng ekdnAwBnkav Bavatneopeg diatprioeig. HITaTikh eykepaAomdOeia (BA.
mapaypao 4.4) zn pehétn HCC (CELESTIAL), n nmramiki eykeparoTraBeia (NTTATIKr) eYKEQAAOTIGBEIQ, £YKEQUAOTTABEIL, UTTERUMWVITIHIKI EYKEPUAOTTABEIX)
avapépBnke oo 5,6% Twy acBeviov Trou éhaBav kapolavTivipn (26/467). Ta cupBdvra BaBpol 3-4 Atav ot TooooTé 2,8% kal Eva oupBdv (0,2%) Badpou 5.
O dipeaog xpodvog eppaviong frav 5,9 efdoucdes. Asv avapépBnkav TTEPITITWOEIG NTTATIKAG eykeparoTdBeiag oTig peAéteg RCC (METEOR, CABOSUN kai
CA2099ER) ka1 ot perétn DTC (COSMIC-311). Aidppoia (BA. mapdypago 4.4) 2 peétn RCC petd amé mpenyoupevn atoxeupévn Gepomeia pe VEGF
(METEOR), n dicippoia avagépBnke ota 74% Twy acBevwyv pe RCC mou éhaBav kaolavtivipn (245/331). Ta cupBavrta BaBpol 3-4 frav oto 11%. O didpecog
Xpovoc eppdaviang ftav 4,9 eBdouddec. Zmn pehétn RCC xwpic Tponyouuevn Gepameia (CABOSUN), n didppoia avagépbnke ato 73% Twy agBeviv Trou
EAapav kaBolaviviBn (57/78). Ta cupBdavra BaBpol 3-4 frav oto 10%. Zn peétn HCC (CELESTIAL), n didppoia avagépdnke 610 54% Twv acBevwy TTou
£AaBav kaBolavivipn (251/467). Ta oupBdavia BaBuol 3-4 frav oto 9,9%. O diduecog Xpdvog edeaviong OAwv Twy cuppavTwy frav 4,1 ¢Bdopddeg. H
didppola 0BrynoE Ge TPOTIOTIOINCEIG BOONG, DIAKOTIES KAl OpIOTIKY dlakoTr ot 84/467 (18%), 69/467 (15%) kai 5/467 (1%) aobeveic, aviioToika. Z1n PEAET
DTC (COSMIC-311), avagpépbnke dicppoia aTo 51% Twv aabeviv TTou éAapav kaolavnivipn (64/125). Ta oupBdvTta BaBuou 3-4 fitav oto 7,2%. H didippoia
odjynoe oe peiwaon g déong kai diakotr ot 13/125 (10%) ka1 20/125 (16%) acbeveig avtiaToixa. Ze cuvduaopo pe viBoAoupduTn oe poxwpnuévo RCC oe
TpWING-ypappng Beparreia (CA2099ER), n eTrimrTwon didppolag avagépbnke oto 64,7% (207/320) Twv acBevwv Trou £éAaBav Beparreia, cuppavta Babuou 3-4
a€ 8,4% (27/320). O péoog xpovog yia TNy évapin oAwv Twy cupBdvtwy ATav 12,9 £fdopddec. KaBuatépnan i peiwan Te d6ang auvéRn ato 26,3% (84/320)
kai SiakoTrr 010 2,2% (7/320) Twv acBeviv pe Sidppoia, avtioToixa. Zuplyyia (BA. mapdypago 4.4) T peAétn Tou RCC petd atmo mponyoUpevn moxcupé:vr]
Bepameia pe VEGF (METEOR), Ta oupiyyia avagépBnkav ato 1,2% (4/331) Twv aoBeviuv Trou eAdppavav KuBoQﬂv‘ann Kt Trzpu\apﬁavav Trpu)v('nm oupiyyia
0710 0,6% (2/331) Twv aoBeviov Trou Aapavav kaelavivipn. Evaou pRdv firav Badpou 3 kai ta umiéhora firav Ba@pol 2. O Sidugoog xpovog éuwg Ty évapgn
Arav 30,3 epdopdadeg. It peAétn Tou RCC xwpic Tponyoluevn Beparreia (CABOSUN), dev uvu(psper]mv TrEplTrrwcslg He oupiyyia. Xt pehém HCC
(CELESTIAL) Ta oupiyyia avapépbnkav ot 1,5% (7/467) Twv acBeviv pe HCC. O diapegog xpdvog eppdviong nrav 14 efdopadeg. Zmn peAémn DTC
(COSMIC-311), dev avagpépBnkay TTEPITITWOEIG OUpPIYYiwv ot acBeveig Trou éhaBay kaBolavTivipn. Ze cuvduaopd pe viBohoupaumn ot poxwpnuévo RCC oe
TPWING-Ypauunig Bepatreia (CA2099ER) n ouxvotnTa e@Aviang ouplyyiou ava@épBnke oTo 0,9% (3/320) Twv agBevivy rou £Aafav BepaTreia kal  ooBapotnTa
rfirav BaBpou 1. @avamgopa ouplyyla ekdnAwBnKav aTto KAIVIKO TIpoypappa TG KaBodaviiviBne. Aipoppayia (BA. mapdypa@o 4.4) Zin peAérn tou RCC peta
atré TponyoUpevn aTtoxeupévn Beparteia pe VEGF (METEOR), 10 roooaté epgaviong cupBaviwy coBaprg aipoppayiag (Babpot 2 3) Arav 2,1% (7/331) ot
acBeveig e RCC rou AauBavav kapolaviivipn . O diduecog ¢ xpovog Ewg Ty évapgn nrav 20,9 eBouadeg. 2 peAemn Tou RCC xwpig rponyoupevn Oepareia
(CABOSUN), To TrogooTo ep@daviong oupBdviwy aoBaprig aijoppayiag (BaBpol = 3) frav 5,1% (4/78) ot acBeveig e RCC mou AdpBavav kaBolavmviBn. X
pehérn HCC (CELESTIAL), n ouxvotnta epgdviong coapwv aipoppayikwy emeigodiwy (Baduag 2 3) frav 7,3% otoug aoBeveig ou éAaBav kaBolavivipn
(34/467). O didpecog xpdvog eppdvions Atav 9,1 epdopddeg. e cuvduaopd pe vIBoAoupduT ae Tpoxwphpévo RCC o TPWTHG-ypappiG Bepareia
(CA2089ER) n ouyvortnta epgaviong aipoppayiag = BaBpou 3 frav oto 1,9% (6/320) twv acBeviyv mou éAaBav Bepareia. 21n pehém DTC (COSMIC-311), n
ouxvorr]m EMPAVIONG 00BapwV ulpoppuvl:(wv £T1E1000iWV (BaBUOG = 3) r]mv 2,4% o€ aoBeveig Trou EAaBav cabozantinib (3/125). O didpeoog Xpovog Evapgng
frav 14 sﬁéopaésg BOavarnopeg aloppayieg exd r])\mer]va aT0 KAIVIKO TTpOYpappa yia Ty kaBodaviiviBn. U végogc onigBiag uvamgzg,y:gggzy}(s@)\ orTaBeIag
(PRES) (BA. rapdypago 4.4) Aev avagépOnkav mepioTankd PRES omi¢ ueAéreg METEOR CABOSUN, CA2099ER rj CELESTIAL, 6w éxer avagepOei PRES
o€ évav agBevn ot pehétn DTC (COSMIC-311) kai oTrévia og AMeg KAIVIKEG doKIPEG (a€ 2/4872 dropa, 0,04%). Aushuéva NTATIKE EV{ULIC KaTd TH Xo, Jo
¢ kaBolavivipng og auvouagud e vioAouuaurn ato RCC Ze pia kAvIKS peAETn aoBeviov pe RCC ol otroiol Sev eixav AdBer Trponyoupévwg Oepartreia kai
EAaBav KaBolavTiviBn ge ouvBUAOPG [E VIBOAOUUGUTTH, TrapaTnpienke uwnAdtepn emtiriwan BaBpou 3 kai 4 augnuévng ALT (10,1%) kal augnuévng AST
(8,2%) o€ oxEon pe T povobBepareia pe kaBolavTivifn otoug aoBeveig pe TTpoxwpnpévo RCC (n ALT augnBnke kard 3,6% kai n AST autriBnke kara 3,3% ot
peAéTn METEOR). O dicpecog Xpovog £wg TV epgavion g Babuou > 2 atgnon g ALT } g AST rtav 10,1 prveg (e0pog: 2 £wg 106,6 efdopadeg, n = 85).
Z10ug aoBeveig pe BaBpol 2 2 autnon g ALT r) ng AST, o aufjoeig uroxwpnoav otoug BaBuoug 0-1 oe 91% pe Sidpeco xpdvo £wg Tnv atmokatdotaon?2,29
£fdopadec (eUpog: 0,4 éwg 108,1 efdopadec). MeTa€l Twv 45 aoBeviuv pe Babuou = 2 avgnon g ALT 1} Tng AST aToug 0TIoIoug Eyive ETTAVATTROKANGN HE
kaBodaviviBn (n = 10) f pe viBoAoupdpTrn (n = 10) pepovwpéva A Kal pe Ta S0o (n = 25), emmavepgavion augnpévng ALT A AST BaBpou 2 2 onpeiwbnke ot 4
aoBeveig Tou £AaBav kaBolavnviBn, og 3 acBeveig TTou éAafav viBoAoupdutn kai 8 aoBeveig Trou £AaBav kaBolavTiviBn kai viBohoupduTn padi.
YrroBupeoetdiopog £ peAétn oto RCC petd amd mponyolpevn otoxelouoa Bepameia pe VEGF (METEQOR), n emimrtwon Tou umroBupeoeidiopol frav 21%
(68/331). 21 peAétn RCC xwpig Tponyoupevn Bepatreia (CABOSUN), n emrimtwon tou utroBupeoeidicpot fitav 23% (18/78) ot acbeveig pe RCC mou éAaBav
Bepareia pe kaBodavnviBn. Zmn peAém HCC (CELESTIAL), n emitriwon Tou uttoBupeoeidiopou ritav 8,1% (38/467) ot aoBeveig Tou EAaBav Beparreia pe
kaBodaviviBn kai Ta cupBdvia BaBuol 3 ot 0,4% (2/467). X1n pehém DTC (COSMIC-311), n emimrmwon Tou umroBupeoeidiopol frav 2,4% (3/125), dha Ta
oupBdvTa BaBpou 1-2, yia kavéva ammd Ta omoia dev amaitiBnke TpoTToToiNgn TS BepaTieiag. Ze uVOUAOMO He VIBOAQUMAUTN ot TTpoxwpenuévo RCC ot
Bepameia WpWING ypappRe (CA2099ER), n emimmwon Tou utroBupeoediopol Arav 356% (114/320) Twv acBeviv Tou EAapav Bepareia. Avagopd
mBavoroyolpevwy avemBountwy evepysiwv H avagopd mlavoAoyolpevwy avemBOuNTwWyY EVEPYEILY PETA ATIO TN Xoprynon ddeiag kKukAogopiag Tou
papPAKEUTIKOU TIPOiGVTOG Eival onpavTIK. ETITPETE T ouvEXH TTapakoAoUBnan TS oXEoNg OPEAOUC- KIVEUVOU TOU PUPUAKEUTIKOU TIPOIOVTOG. ZnTeital ammd
Toug eTTayyeApaTieg uyeiag va avagépouv oTrolecdrroTe TMBavoAoyoUpeveg avemBUuNTEG eVEPYEIES HECW TOU £BVIKOU CUCTAPATOG AvVa@opdg TIOU TIEPIYPApETAl
o1o Mapaptnya V. 6.4 IBINITEPES TIPOPUAGEEIS KATA T PUAGEN TOU TTPOIOVTOG Aev UTIAPXOUV EIBIKES 0BNyieg dIaTpnang yia To TTpoidv autd. 7. KATOXOZ
THEZ AAEIAZ KYKAO®OPIAZ Ipsen Pharma 65 quai Georges Gorse 92100 Boulogne-Billancourt MaMia 8. APIGMOZ(Ol) AAEIAZ KYKAO®OPIAZ
CABOMETYX 20 mg emkaAUHpéVa pe AeTTTO upévio diokia EU/1/16/1136/002 CABOMETYX 40 mg emkaAuppéva pe AeTrTd upévio diokia EU/1/16/1136/004
CABOMETYX 60 mg emkahuppéva pe Aemrré upévio Siokia EU/1/16/1136/006 9. HMEPOMHNIA MPQTHE ErKPIZHE/ANANEQIHEI THI AAEIAZ
Huepopnvia pwing éykpiong: 09 ZemmepPpiou 2016 Huepopnvia TeAsutaiag avavéwong: 21 Ampidiou 2021 10. HMEPOMHNIA ANAGEQPHEIHE TOY
KEIMENOY Aetrropepeic TTANpogopieg yict To Trapdv @appaKeuTikd Tpoidy eival diaBéoipeg otov dikTuaké ToTTo Tou EupwTidikol Opyaviopol Pappdkwy:
http://iww.ema.europa.eu.

XOPHTEITAI ME MEPIOPIZMENH IATPIKH ZYNTAIH AMO EIAIKO MNATPO KAI MTAPAKOAOY®HEIH KATA TH AIAPKEIA THZ AFQrHZ

S IPSEN

Innovation for patient care

BonBicteveyivovy i bppamamo sode MMt 2 10p: 16 /12 /2022 IPSEN MON. ENE
ONEE g aver@opures evépyeies ia ATIOY AHMHTPIOY 63 174 56 AAIMOE, ABHNA

 OM e dhpum CABOMETYX 20MG T.M1.: 4517,89€ THA: 210 9843324, 210 9856930, FAX: 210 9887911
Zopapboves i SRITRINH KAPTAS CABOMETYX 40MG T.N.: 4517,80€ E-mail: ipsenepe @ipsen.com, hitp/www.ipsen.gr

CABOMETYX 60MG T.M.: 4517,89€ Tnhégwva pappakoemaypdmvnong: 210 9843324, 210 9858930



ERLEADA® MepiAnyn twv XapaktnploTikev Tou Mpoidvtog

v To appako autd tehei und oupmnpwpatki napasohodBron. Avio Ba aipéper 1o Ypl]yl)pﬂ IpPoOSIOPIOp VEWY

A ' B¢ Kaltou

Tiokd auyvéc: Sepjuaikd eCiven) it

mnpopopitv aopdkeiac. 7teitar and Toug uyslac va avagépowy iy
avemOipnteg evépyeiec. BA. napaypago AvemOUpTE evépyeleq yia Tov Tpomo avagopdc avemDipnTwy evepyerdy.

ONOMAZIA TOY ®APMAKEYTIKOY MPOTONTOE: Erleada 60 mq emalopyséva pe hemo upévio Giokia. MIOIOTIKH KAl
NOZOTIKH EYNOEIH: Kafe emkaluppévo e hemid upévio Siokio mepiéyer 60 mq apalutamide. @APMAKOTEXNIKH
MOP®H: [nxahvypévo pe Aemd upévio Siaxio (Siokio). Dragpax kpwewna mpog ykpi(onpdowa, emyprk),

PIoV 10TOD QUVEC: KVadc, ahamekia
N YvoTé: pappaxeutike avriSpaon e nwenopiNia kal ouotnuativd
oupnupata (DRESSYM?, olvpopo Stevens-Johnson/ & endeppikiy

vexpihuon (SISTEN)
nlnmpn)(éc TOU uuoa«dnlm’l Tiokd auyvéc: kemayya, apBpalyia
Kat 0 10100 OUYVEC JUKGC omaojioe.

e hemo uévio Biokia (16,/ mm pijko x 8,/ mm nhdroc), pe yapaypévn upv évdeitn «AR 60> o pio nheupa. KAINIKEZ
NAHPO®OPIEE: Gepaneunikéc evbeiarg: To Erleada avbeiwrar « yia 1) Bepaneia wu ) peraotaukod, avBekuiol
oV vouyIoja kapxivou Tou mipoordn (nm-CRPC) oe evijhoug uvﬁpsg, ol omoiot tSmrpE)(uw qu)\n Kivbvo va uvmrranw
ETa0TaTIKr Va0, « 0¢ Evihikoug, uvép;gvm m Bsponﬂn iy I ip 1 (mHSPC)
¢ ouvBuaopd pe Oepaneia otépnong avspoy (ADT). Avevdeitec: Y ia ot dpaotik cuoia 1 o€ Kanolo
ano 1a Ekdoya. [walkeg mou elval i evdEyeal va ieivou Eykues, EIBIKES MPOEIBOMOIRTEIS Kat TPOQUAASEIS Katd T
xXpijon: Enyruxée kpioeig: To Erleada Sev evbeikvutar ot aoBeveic pie 10 lUleu enthryrukav kpiogwy 1) hAwy npodlaBeotkuy

|ietagh dhhao TpabpaToc, MpGagATOU ayyeiakol

fswxcdilumpuxcc KAl KATAoTaoag TG | Moh UYvEc: Komwon

Napaxhwikéc egerdoeic 110k OUVEG: pEwpEvo owpatikd Bapog
Kakwozig, Snhnmpidoeic katemmhoké | 110h0 ouyvéc: mwon
BEEIIHIUIIK(LW KE Elﬂ E\l
*Q wv 0 EVEPYEIDY

v K}\Wlk{b\l peherav
o 5 5

EIKOVIKG (eippiako mepiodo

eneioodion (svioe evdg é1oug), mpuronafiv Oykwy ykepdhou | epcepahikev petaoTdoswy. Fav napouaiooti emhnmia
Kpian katd T Sidpkela T Oepaneiac pe rleada, n Oepaneia Oa mpéme1va Slakomei oploTikd. O Kivduvo yia emAnmLkéS Kpioel,
EVDEXETQIVQ ENVI QUENWEVOS € QOBEVEIC TTow AauB Avouy TAUTOYPOVA PAPHAKEWTIKA TpOIOVIQ Ta Oiola WEKIVOLY Tov 0udd Twy
enhnmukev Kpivewv. Le 8o wyawonouppéves pekées (SPARTAN kot TITAN), endapruxé rpioeic epgavioukav oto 0,6% v
aoBevev nou £aBav apalutamide kat ato 0,29 Twv aoBevv nou EhaBav Bepameia e EXOVIKD (APUAKD. ZE QUTEC TIC KAVIKEC
Jiehéreg amokAeioTn e 1) auppieTox aoBeviov jie aTopikd emAnmikv Kpioswv | poSiaBeaixol apayovTes yia emMTIKE
Kpiaetc. Aev un@pyel KAWIKA euneipia oty ek véou yoprynon [rleada o€ aoleveic mou eupdvioay emAnmuiki kpion. [rioe
KaL kandyuarg; I1taoe ka karaypata onpeidkav oe aoBevei nou éhapav apalutamide (BAéne napaypago Avembijnte
evépyeiec). Ot aoBeveic Ba npéne va afwhoyodvial OgeUKd e tov KVBLVO Yl TGO Kal Kodypeata npw v évapén
Tou Erleada kau 1 napaxohodBnon kat 1) Sayzipion Toug Ba mpéme va auveyiCerar alpguva pe Tc kaBiepwpiveg ovatdoel
Bepaneiac ka1 Ba npéner va eferdderal o evBeydpevo xpAang napaydviuv atokevang Tav ootay. loxaipike kapSiondBeia
Kal_loyaikéc Siarapayéc tav ayysiwy Tow gykspdou: loyaikg Kal oyai i Biatapayéc Tov ayyeiov Tou
&yKepdhou, oupméephaBavopiéviy cupBavio mou obijynaav o¢ Odvaro, eugaviotnkav oe aoleveic mou éhapav Depaneia pe
apalutamide (Bh. napdypago AvemBipntes evépyetes). H ahewyngia twv aoBeviov eiyav napdyovie kvbivou kapdakri /
Loy ayyewaxig eyxepahiki vaoou. Or aoBeveic Ba mpénet va napaxohouBoivial yia onpeia xat oupMGHATA WOYaRIKAG
KapdlondBelag kel ayatkdv Siatapayuv Tov ayyeioy Tov eyrepdtou. H Slayzipion napaydviwy Kvdlvou, onwg 1 unépraan,
0 Siapimg A n SvakmGapia Ba npénei va Pemotonoleitar, alypuva e Tv kaBiepupiévn gpovtita, Tauraypovn ypion pe
(@Ma papuakeuTikd mpaidvra: To apalutamide eival évag 1oxupde enaywyéag eviipwv kal unopel va odnyioel e anbleia
116 anoteheopatkduias NOANGY QapuaKevtIky NIpoidviwy gupeiac xpAoews, Juvenwg, Ba nipénel va yivelal enavetéioon
WV OUYKOPIYODEYWY PUPHAKEUTIKGV TIpoidvTwy Kata TV évapén T Bepaneiac pe apalutamide. H tautdgpovn ypiion tou

vetal 6c, auEnpéva ni ppovAC oto aijia, Pewyivn Bupogivn, autodvoon
Hetwpévn ekeddepn Oupoi, pewpévy i

¥ MNepapBaveral napodikG wxaIKD Enewidio, ayyeiakd eykepahikd uluouém, Slatapayr wav ayyeiv 10U eykepdroy,
Iagaiko ayysiako syxepakikd enginddio, apmpioakhipuven kapuiSac, arévon kapwtidag, nundpeon, fobpiutd
£UgpaKio, Bobpitd ayyeiakd eykepahikd eneiodio, OpopBuiikd eykepuMkd ELpPAK IO, QyYEIKI| eykepakoniBei,
ugpurio napeykepuliduc, £ykepahio Epgpakio kat eykepaiki wya i

* Nepihayavel Saykwpa Te yhdooag

© llephayBaver ornBayyn, cotadr ouBayy, pgpayua 1ou puokapbiov, 080 Eyppaypa tou pokapdiou, andppe
aTepaviaiag apTrpiag, OTévwoN aTspaviaia aptpiac, 00 otepaviaio avpopio, aptploskhipuvan oTepaviaiag
apTplac Gokiacia KTOOEK i GUBIOAOYIKI), AUSHHIEVT TpOMOVIVR, IoKalpia Tou juokapdiou

& Bhéme « Aeppamio eédvinpas oy eviiyia lepypagi emiheypdvay avEmBOpITGY EvepyEIY

" AvemBipnT evépyewa jierd v kukhogopia

© Bhéne mapdypago Eidikég poedorouioei kal mpogulddels kata T ypron

' NephapBdveral kdtaypa meuptv, kdraypa oopuiknd onovaihou, cruummmo mmvun anovémmnc m‘nML mmvua
anovdulikrg oTAng, kdtayya dxpou noddg, kitaypa (oiou, kdtaypa Bpay| ), Kataypa O
KEaya v Kpov, Kiaypa kpod 0otod, Kdtayua dkpac geipac, katayua nikod ool kdtayia m(uhn(, Kdtayua
aoTpaydow, GUMEGTIKG KiTaypia, kdTaypia Mheupixol) ovbpoy, KATayjia 0OTGY Tob APoataL, KATayjia KATw AKpou,
QOTEONOPAWTIKG KATayNa, KTaywa Kapnod, anooaomikd r«rmvua Ka[avua TEpovIK, Ka‘[avu(l KOKKUYa, kdTaypa ]’IU{}\O\!,
Kdtaypa kepkidag, kG £pyou, kAtaypa and Kdtaya, K

Y POALKI] ENICPWON, LETaTpaj Y

anovdiidou, kdtayyia Tou auyéva Tou pnpiaio odtoy, kdtayjia kvinc BAéne napakdta.

Nepuypagr]_emheypiévov

evepyendv; Aspuankd &avéinpa: To Seppamikd e€dvéinua mov oyetiCetan e 1o

apalutamide p papuaksuTika npatdvra mow cival suaioBia pwHaTa TOMGY petaBodikav sv(ipwy | Hetapop:

Ba npénel v;wxn va nnmym\lnm sy q Bepaneurik} Toug Spdon sival ps\m)\q( anpaoiag yia Tov aoBevij kar Sev |nmpmn va
T ddong, fdoame T i

010 nhdopa. H ouyyopiynon tu apalutamide pe Pappapivy kat koupapwikd avinmkukd Ba npénet va anogedyeian kv 10
E[kddd uuyxupqymm pe éva aviunkukd riou petaBohidetar and 1 CYP2C9 (6nwe 1 appapiv 1 1 uczvumupupo?\n) 6a
Guanap itato Awburig Aéyoc (INR). ipdogamn kapGiayysiak voog. AcBevei
Jie khvika anpavrik] kapdiayyeiak] vooo katd Toug Tekeutaioug 6 pivec, aupmeptapBavopéung ¢ ooPaprc/aataBoi
am0dyxng, Tou ugpaYNaTas Tou HUOKapdio, TN OURITTHATIKIG CUppopnTIKi Kapdiakfc avemdpkeiac, Twv apmpiakay i
Qheprxiov BpopBoeyPolikiv enewwodivav (m.y., mveupiovikr} epfold, ayyeiakd eykepakikd eneioddio, aupnepiappavopéviv Ty
TPOSIKGV IOYAIKGY ENEI00BHaV) 1) 1wy KAVIKG ONPaVIKGY KOMAKEY appuBiov anokheiotkav and TG KAVIKES pehéres,
Q¢ = Totoy, Sev éga1 Teknpuabsi 1 aopahsia Tov apalutamide oz autol Toug aoBeveis. Edv o Erleada ouvtayoypagnBsi,
ol aaeveic pe mwm anjavTIk mp&mwsmm vooo fa mpénel vn napaxohouBolvTal yia napéyovree kvGIvoU G
fa f dheg & Siatapayés (P, napdypago AvemQupnTes evépyeles).
Qv aoBeveic Ba mpéner va Mappavowy Bepancia yia Qutéc TIc kataotdoelG, epdoov anarteltal, petd Ty évapén Tou brleada,
ULV PE TG KaBlEpwpves ouotdoel Bepareiud, H Bepancio utéprong avBpoyovwy wiopei va napateivel 10 Sido g
QT. Z¢ aoBeveic pe wtopid i) mapdyovtes knvGivou yia napdtaon Tou Siaotiparoc O, kabix kat e aoBeveic mov AapPdvowy
TauTGYpOva GapjiakeUTIKG Mpoidvra Ta onoia evbéyetal va napateivow To Sidotnpa QT, on iaTpoi Ba npénet va alodoyoiv
v avahoyia opéhoug-kwdivou, aupmeptappavopévns T mbavotnTag eugdviong Koihiaki Taxukapiag Sikny pmSiou
(Torsade de pointes) mpn TV evupm o rleada. 2oBapéc Aepliatikéc AvemBoynTec Evépyeiec (SCARS): Avaq;opt( SCARS ped
v kukhogopia, pupp il aviibpaory; pe 1 piia Kat ) (DRESS)

DIYpAPNKe awiBug we KNNBOSEC 1 kAbophaTIBudeC. 2To Sepparikd edvinua nepilapcveral eédvenpa,
knhbofhandudes efdvbnua, yovcupivo sédvinpa, wvidwan, wiopodes séavbnua, knhdode; £6avinpa, meguxinda,
ToNGHopgo eplBnpa, Bhamdidec eavinuia, anogohiBwan Sépuatoc, eEavOnua yawnTikv opydvay, epudnuatide eédvonua,
otopatiuba, pappakevtixd e&avlpa, otopauikd ek, phuktawides &avenua, pAoktaves, Bhatides, nepgiyoedéc, Biappwor
Tob Séppatoc, Seppatitida kal Kuatikd sEvBnpa AvemBijnTe: evépys \EC Beppiamikot efavBrpaToc avaipépBnKav oto 26% Tuv
aoevav mow éhaPav apalutamide. BaOioo 3 Seppiamixa e§aviijiara {opiatrrav wg exeiva nov kakbmowy > 30% T empdvelag
awparos [BSAT) ﬂvuw(penw e T Bepancia e apalutamide oto 6% Twv aoBevay. O Sidyiecog Ypovos Ew TV gigavian
Beppamixon efavBijiatag mnv 83 npépec. 510 78% T uoﬂsvmv 0 i{rlveripa amébpayse, e Bidjienn Ypovo fuc Ty anobpopr
78 nuépec. Tta G mpoidvia mov Tomkd fl, and otépatog
avtnatapvikd kat 1o 199 v aoBevav haPav ovatnpatikd mpnmmpo(m Troug aoBeveic p(&ppanm €@vBpia, n Hoon
Biexdmn ato 28% Twv acleviv kal elatradnke ato 14% . To Geppiamikd eSavonua L ke @10 59% Tuw
aoBeviov otoug onoiov, npaypatonomBike npoowpwi Sakonr} e doorc. To Geppaukd edvlnpa obiynoe oe Suakonr g
fBepaneia e apalutamide ato 7% Twv aofeviy now fuumwnnv Gepyarikd e¢avenpa. Mraaei kar kamdyuara: im Jehémn ARN-

3, Kd ¢ o010 11,7% v 0 ide kai 010 6,5% v Tiou éhaPav erovikd
phpparo. 01 wiovi aoBeveic ciav muon péoa ot Bidonpa 71| uww TP N 10 Katayua koot b0 ouades Bepunciog, Miwoer
avagépBkav ato 15,69 Twv aoBeviv now édapav apalutamide, évavri 9,0% Twv aoBevav mou AaPav ewovird pdpparo ().
Tapdypago EIdIkés TpoeidomoaEI Kat TpOPUAGSELS KTA TN Xpron). foxanikr Kapdiomadeia Kt IgyanaKeS Slatapayés Tav
ayyeiav Tou epkepddov: Le pia tugaonoiyiévr pehémn (SPARTAN) oz aoBeveic pe nmCRPC, 1oyayu kapSiondaBeia eppavion e
1o 4% 1wy aoBewdv mov éNaPav Bepaneia jie apalutamide kar oo 3% Twv acBeviw mov Eaflav exovikd pdppako. Te pia
v pedén) (T1TAN) oe aoBeveic pe mHSPC, toyayusi kapdiondBeia epgaviotke 010 4% wv aoBevav nou éhaPav

KaL ouvdpopou Stevens JohnSunllDElmc embeppudc vexpdhvang (S)S/TEN), a omoia pmopei va civar aneihud yia ) fwn
1| Bavamgopa, éxow mmmmﬂﬂ i3 m)n)(ﬂmn e T Bepania pe Frleada (Bhéne napdypago AvemBipnTes evépyetec). Ot
aobleveig npéne va evnjiep 1 onpieia kat DRESS A SIS/TEN. Fav naparnpn oty
QTG Ta OUNT@ATa, 1o Lrieada O nipénel va laxomei apéows kal o1 aodeveic Oa mpénel va avadrTioouy Geon WTpik
oupoul. To Erleada dev npéne: va §exwd ex véou o aoBeveic nou napouoiaoav DRESS 1} SJS/TEN onotabijnote ouypr evdow
Nppavav Erleada ka1 8a mpémet v e€edletan to evdeydpevo evakhaktikic Bepaneiac, AvemBopnTes evépyere: Nepitnpn
ou mpogik aogdheiac: Or o auyvéc svépysiss sivan xomoan (26%), Ssppatikd séavBnpa (26% onoiovdinots
PaBpod kat 6% BaBpad 3 1 4), umépraon (229%), £6aun (18%), apBpadyia (179), idppola (16%), maan (13%) kai peiwon
owparikol Bapoug (13%). Ake onuavtixé avemOuneg evépyeies nephapBdvouy kardypara (11%) kai unofupsogibiopd
(8%). Kaudhoyoe evepyendy e popoi) nivaa: Ot aveniBl @vépyetes nou napaupiBrav kad ) didpkeia
KAWIKGY peheTav TaparniBevial Tapakiw avd kamyopia qugvotias epgaviond. Ot Katnyopiss ouxvaTITaG eppaviong
opilovtatwg akohoiBug: okl ouyvé (= 1/10), ouguéc (= 1/100 éwg < 1/10), Gy ouyvéc (= 1/1 000 éwg < 1/100), omdvisg,
(> 1/10 000 éw < 1/1000), mok andviec (< 1/10 000) ki jin Yot (n ougvoTTa eupdviang dev pmopei va extinBei
g Baon a Biabéaipa Sebopéva). vtéq kale katmyopiag ouyvéTnTag ugdvion, ot avemdopnres evépyetes naparidevial katd
@Bivouou oeipd voBapotnuac.

Bepansia pe apalutamide ran ot 2% Twv adBevoy mou ShaPav skovikd gdppako. Tovehd, otig pehérsg SPARTAN ko TITAN,
6 anfevelc (0,5%) mou Ehapav apalutamide ka1 2 aoOeveic (0,2%) mou é\aav ekovikd gdpyiaro anepiwoay Ay wyaikic
kapbonaBeis (B). napaypago kidikée npoedonorioei kat vlpowuiu{w, Kata u ypijor) . i pehéu SI’ARMN e pia bluqu
EkBean 32,9 pnvivyia Kat 11,5 pnveov yia (APKAKD, layatpIkéS Slatapayéc

epaviotnkav 010 4% Twv aoleviv nou Eapav Depaneia e apalutamide Kai 010 1% Twv aodevav mov Ekafiav Ewovikd
(pdppako (BA. Tapandvw). ¥ pehémn TITAN, wyaipikée Slatapayés Twv ayyeiay 10U eykepdlow eppavioTnkav o Tapojioid
avahoyia ovoug aoOeveic aTic opddec Tov apalutamide (1,5%) Kai Tov exovikod pappdrou (1,5%). Zuvohika, otig pehéreq
SPARTAN kat TIAN, 2 aoBeveic (0,2%) riou éaBav apalutamide kai kavévac and Toug asBeveic mow ENaav eKoVIKD Qapiiako
aneBivoav Myw oxapikic ﬁlumpaxqc Tov aypeioy 100 [yxupuhou (BX. napdypago Eikéc npozidonorioe ki mpoguAGEEt
Katd T yprion). 010 8% Twv acOeviv mou éhaBav apalutamide kal oto 2%
twv aoBeviv niow hapav eixovikd papparo, pe Bdor ug adiohoyioe g Bupeoedoipdnov oppovie (TSH) avd 4 pijvee, dev
naparnpiifnkav avemBijnTeg evépysie Badon 3 1 4. YnoBupeoediopdg epgpaviomke oto 30% Twv aoeviv mov Adyavay
1i6n Bepaneia unoxataatacng Tou DupeoeiBolc ato okéhog Tou apalutamide ka1 oo 3% Twv aoDevidv oTo oxékoG Tou xoviKol
puppdrov. Ziovg auBevei nou bev AuBavay Bepareia unokaidotaons tov Bupeoeidods, unodupeociBlopds eupaviotnke 010
79 Twv aoBeviov nou éhafav apalutamide kai oto 2% twv aoBeviv nou Eafiav exovikd @dppako. Orav evbeikvutal khvid,
npénel va ek Bepaneia unokadotaon 1ou Bupeoedol i va npooappddetar 1 8oon 1, Avagopd mBavoroyolyeuwy
avemBopnTwv evepyeiv: H avagopd mBavohoyolpevwy avemBOpITIoV evepyeiay PETa and T xopiynon ddeiag kukhogopiag

Nivakag 1: 1 SVEPYELEC o KAVIKEC prehéTeg Tou O mpoidviog, £fva nr||mvm<q Frpémer T ouveg mmmlmﬂqnq g oyéong mpf)mug Kwﬁmmu Tou
Katnyopia/Opyavikd E0oTnpa AVEMBOUTI) EVépyEId KA1 CUVETT EPgdvionc’ QupH 0 ipoibyto. Zieitar i 10w enyyehatieq uyeias va avagépour
A Zc 100 £V6 o . Ui s o vépyeiec jiéow Tou Fwiko Opyavioyid apydwy, Meooyeiww 784, GR-15562 Xn)mmng ABiva. Tok: + 20 ﬂ 3704(]280/137
P S— Km;;( 7000 OO e 008 @a¢:+ 30 2106549585, lorgTonog: htp://www eofr KATOXOE THE ABEIAZ KYKAO®OPIAL: Janssen-Cilag International
ﬂpé\ﬂl;(" A " = 0, B-2340 Beerse, Békyo. APIOMOZ(01) AAEIAZ KYKAO®OPIAZ: £U/1/18/1342/001. HMEPOMHNIA
- - - oug FF " - - - - ANAB[nPHIHZ TOY KEIMENQY: 09 Ackepfipiov 2022. Aemrojiepeic minpogapisC yia 0 Mapov gappakeuTiks mpoiov ival
[PUXEC TOU VEUPIKOU GUOTI OUYVee: ?““VL““'“' LN Olaapayés wy ayyeiw 1ov eyeep d BiaBéoleg otov Siktuakd 1o Tou tupuriaikod Opyaviopod Dapparey hitp://wvw.ema.ewopa.eu. TPONOE AIAGEEH:
G ouyvég: emdnrme kpion” (B). napdypago Fidiréc mpoeid L I & aTpiki f amd &idird 1aTpd kau KAt T fidpkela e ayyfc
TIpogUAGgEKC katd T ypran)
KapBiaég Satapayéc OUyvEG oy kapSiond ZYIKEYAZIEL/TIMEX
Hn wum&z mapdtacn Tov Siaotipartog Q1 (Bh. nopéypago kibikég Nepiektsmra_| SugKeUasia [ Noookoperawi T Mavai T
Kl MpaguAdEeIC katd T ypfion) FCTAB 60MG/TAB | BIx112 Sioxia os blisters PVC/PCTFE/alu [ 241528€ 2918,66€
Ayyeiakéc datapagéc | Tk quyvéc: Ekan, unépraon o ’ jore e xaipeio Janssen- Clag Quppaccun A EBE. A, Eipiync 56,
XEC TOU YATPEVTEP KO Mok augvéc: Bidppoa
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Lectus adv.

KISQALI—it’S not just liVing lo ger. ltali ving WeH_H

AdiappioPninta AeSopéva
OMixns Empiwons &

| 1-3

Ilo16tntas Zwns

1L Honobaqyi GN et al. Qverall survival with ribocclib plus letrozole in advanced breast cancer N Engl J Med 2022 Mar 10;386(10):942-950. doi: 10.1056/
NEJMoa2114663. 2. Lu Y-S et al. Ug:dated overall survival of ribociclib plus endocrine therapy alone in pre- and;erimenopausal patients with HR+/HER2—
advanced breast cancer in MONALEESA-7: A phase Il randomized clinical trial. Clin Cancer Res. 2022 Mar 1;28(5):851-859. doi: 10.1158/1078-0432.CCR-
21-3032. 3. Slamon DJ et al. Ribociclib plus fulvestrant for postmenopausal women with hormone receptor-positive, human epidermal growth factor receptor
2-negative advanced breast cancer in the phase Il randomized MONALEESA-3 trial: updated overall survival. Ann Oncol. 2021;32(8):1015-1024.

Ot cu?gvo'repsq averuBuunteg evépyeleg (AE) (ot onoleg avagépBnkav oe ouxvetia =20%) 0Ta OUYKEVIPWTIKG Bedopéva yia TG omoleg 1 ouxveTnta Tou
Kisqali ouv kdBe ouvduaopo unepBaivel T oUXVOTTa TOU EIKOVIKOU GUPPAKOU GUV KABE GUVDUAOHO NTav OUDETEPOMEVIT, AOIMWEELS, VauTia, KOTwoT, dlappola,
AsUKOTIEVia, ESTOS, KeuAahyia, 6u0K0|Morrgu, ahwriekia, Brixag, s€avlnya, oogualyia, avaipia, Kaw pn QUOIOAYIKES DoKIpaIES NratIkng Astroupyiag.Ot
OUXVOTEPES QVETIBUUNTEG EVEPYELES (AE) BuBUOU 3/4 0T GUYKEVIPWTIKA OEDOPEVA YIa TIG OMOIES | OUXVOTTa Tou Kisgali ouv kGBe ouvduaoHO uTEpBalveL
M OUXVOTITTA TOU EIKOVIKOU Gapudkou ouv KABE guvduaapd fTay oudeTepoTievia, AeUKoTtevia, in QuOIOACYIKES BOKILATIES NMATIKIG ASToUpYiac, Asugomevia,
Aoweéelg, oopuakyla, avaia, kOmwon, uropwoparayila kat Euetog. Melwon mg d6ong Aoyw averubupntwy evepyelwv, avegapTiwg ammiag, onpetonke
010 39,5% Twv aogBevav nou ghapay Kisqali atig Kske{sq 0dong Il qu&ur:ran TOU OUVDUAOKOU Kal OPLOTIKT BLAKOTT avageNBNKe 0T0 8,7% Twv aaBevav
nou ehdpBavav Kisgali kat kaBe ouvduaope otig KAWIKEG peréteg ¢aamg Il

ZYZKEYAZIA/TIMH: Eveikmix A.T.: Kisqali® blisters BTX 63 dwokia 200mg: 2732,43 € e Evdeiktiki N.T.: Kisqali® blisters BTX 63 diokia 200mg: 226117 €
(Huepopnvia deAtiou Tipwv: 05/01/2023 - o¢ epimtwon Tporonomong Tou AT oy UeLn vedtepn Tiun, ouprepthapBavopevou ®MA nwg oxuel)
Tpdmog d1d8ang: MNeplopiojiévn WaTIKT ouvTayn and eidikd 1aTpo kat apakohoudnamn katd m dLapkela g aywymg.

oy m auvrayoypdenon oupBouieubelte my MeplAnyn XapakmpLotikwv Tou flpoidvios, mov diatibetar FAQ.
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https://www.medicalportal.novartis.gr/proionta/ogkologia/kisqalir/perilipsi-haraktiristikon-proiontos-kisqalir%3Fhash%3Dbdd381c70f4cb376a958055c3e2847a7
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