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trastuzumab deruxtecan

Znieftar ang

G EnayyeMIaTiEg Uy

Xohapyoq

roypageltal and

eywn enayyeipatio uyeiog, éunepou XOPNYNON OVIIKOPKIVIKOV POPUOKEUTIKDY

() Daiichi-Sankyo

BonBnote va yivouv 10 9AapuaKa nio aopahn kot

Kdroxog Abewag Kukhagpopiag: Daiichi Sankyo Europe Gmb Avagépete
Tonikag Aviinpoownog: Aslr C OAEE i aveniBUpNTeg eVEPYEIEG yia
OAA 1a papuaka =
ZupnAnpavovrag v «KITPINH KAPTA» i

Xovbun Tign: 1654 46€ | Noookopewakn Tipn: 1487,55€ | Auavikn Tuh: 1819,49€
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EAloodBet MNatnpakn
EAévn Peg

Mapta PoBifn
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«‘k MAPTE TON EAEMXO ME

NCABOMETYX" | TocABOMETYX®rIA
(cabozantinib) tablets | TOYZ AZ@ENEIE ZAZ

To CABOMETYX® wg avaoToAéag Tupooivikig Kivaong (TKI) kai oo Tou oToparog BepaTtreia
eTEDEIEE OTATIOTIKG onuavTIKi BEATiwon Twv PFS,05,0RR 2 péow NG avaoToArig Twv

mmapaydviwv MET, AXL, VEFGR?® o0& OAgg TIG KAIVIKEG pHEAETECS!

NegpokutTapiké Kapkivwpa

1" Cpappry’

Ze eVIIAIKEG QOBEVEIG HE TTPOXWPNHEVO VEQPOKUTTAPIKG KapKivwHa evBIGHETNS 1 QTWXNG TTPOYVWANG, Ol OToiol
Oev £xouv AdBel TTponyoUuevn Beparreia.

Z£ ouvBuUaopo He VIBoAoupduTrn, evBEikvUTal Yia TNV BEpaTrEia TTPWING YPAKKNS Ot eVAMKES AOBEVEIC HE
TTPOXWPNHEVO VEQPOKUTTAPIKG KApPKIVWHA,

2" Mpappn’

Ze evNIKEG QOBEVEIC JE TIPOXW PNHEVD VEQPPOKUTTAPIKG KAPKIVWHA HETA atrd TTponyoUuEvn oToxeUouoa Bepareia
ayyelakou evdoBnAiakol augnrikol Trapayovra (vascular endothelial growth factor, VEGF).

HrrarokutTapiké Kapkivwpa

2" Fpappn’

Evdeikvutal wg povoBepareia yia Tn Bepatieia Tou NTATOKUTTAPIKOU KAPKIVWHATOG OE EVIAIKEG OBEVEIG TTou
£youv AdBel TrponyoUevn Bepatreia pe copagevipTm.

Ala@opoTToINuEVO KApKivwpa Bupeoeidoug

2" Fpappn’

Ze eVAIKEG AgBEVEIG HE TOTTIKG TTpoXwpnHévo fi HETaaTaTIKG, SiagopoTroinuévo Kapkivwpa Bupeoeidoug (DTC),
avBekTIKO 1] pn katdAAnAo yia Bepatreia pe padievepyo 1wdio (RAL), Trou éxouv Trapouaidoel eEEAIEN TG vooou
Kard Tn Sidpkela rj HETA aTT6 TTponyoUKEvn cuaTnHaTikY Beparreia.

To CABOMETYX® é£x&1 éva Sla)eIpioipo TTPo@iA aveKTIKOTNTAG KAl aoQAAEING, TO OTToio £XEl arodeIXBei o€ OAEC TIg
KAIVIKEC HEAETEC TTPOCQEPOVTAC OTOUC aoBevEic TToIOTNTA JWHC!

IPSEN MON. ENE .

ATIOY AHMHTPIOY 63 , 174 56 AAIMOZ, AOHNA P

THA.: 210 9843324, 210 9858930, FAX: 210 9887911 l : SEN
P y Innovation for patient care

E-mail: ipsenepe@ipsen.com

http:/iwww.ipsen.gr

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

BonBore va yivouy Ta déppaxa mo aodak xat
» g , g Avadépere
1. Nepiknyn Xapaxmpiomikay Mpoidvrog-AiatiBetar améd myv eraipeia OAES Tig avemBUpnTES evépyeies ya
2. PFS:Progression Free Survival, OS:Overall Survival, ORR:Overall Response Rate DM
3. MET:Receptor Tyrosine Kinase, AXL:Receptor Tyrosine Kinase, VEGFR: Vascular Endothelial Growth Factor Receptor, DUpTARROVOVTIRS Vv & KTTPANH KAFTAS

4_DTC: Differentiated Thyroid Cancer, RAl: Radioactive lodine
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Stella Kyriakides

Anne Letsch
Berna Ozdemir

Solange Peters

Cristiana Sessa

EA£évn ABpapidou
Todia Ayyehdkn

AvOn AyyglomouAou
Zpapdyda AyopoyLavvn
Kwvotavtivog ABavaodkng

HAiag ABavaoladng

NektdpLog AAeBL{6mouAog
Avtlyovn AvSpedkn
Xpriotog AVTWVOTOUAOG
Awartepivn AntoctoAidou

Fepdoipog Apafavtvog

EAévn ApaBavtivou-Datwpou
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Ouinntés/Npoedpol/Lxoniaotés

European Commissioner for Health and Food Safety and responsible for the Europe’s Cancer Plan

Prof., Consultant Medical Oncologist, Head of the Cancer Center, University Hospital Schleswig
Holstein, Kiel, Germany - Co-Director of the University Cancer Center Schleswig-Holstein (UCCSH)

MD, PhD, Bern University Hospital, Bern, Switzerland, Member of the ESMO Gender Medicine Task
Force

MD - PhD, Chair Medical Oncology, Oncology Department — CHUV, Lausanne University. ESMO
President 2020-2022, Scientific Coordinator, European Thoracic Oncology Platform (ETOP), Annals
of Oncology Associate Editor

Professor, Director of EOC Clinical Trial Unit, Vice Head Medical Oncology and Clinical Research
Coordinator, Oncology Institute of Southern Switzerland, Bellinzona, Switzerland

Qountpla 4°° Etoug latpkig A.M.0.

KaBnyntpla Naboloyikrg Oykohoylag, MabBoAoyikr-Oykoloyikn KAwikn, Ma.l.N. HpakAeiou,
Epyaotriplo Metadpaotikng OykoAoyiac, Mavemotipo KpAtng

Anpoaotoypadog Yyelag
Anpootoypddog EPT, apuodia yia Bépata vyelag
Owovopoloyog Yyetag, Mavemotiulo AUTIKAG ATTLKNG

MaboAodyog - OykoAoyog, Ateubuvtnic, Oykoloyikr) KAwikr), Noookopeio «Mntépa», Emikoupog
KaBnyntric Oykoloyiag, Northwestern University, H.T.A.

MaBoloyog - OykoAdyog, I.N.A. «O EuayyeAlopoc»

Anpoaotoypddog - MNapouotdotpla

MD, PhD, EMBA A/vtrg, Tunua Oykoloyiag — Apatoloyiag, AstraZeneca EAGS0g
Mpoedpog A.Z., ENAnvikry Opoorovbia Kapkivou - EAA.O.K.

MaBoloyog - OykoAdyoc, EupwkALVIKY) ABnvwy

MaBoAoyog - OykoAoyog, MD, MSc, B'Oykoloyikny KAwikr, Nocokoueio «Metropolitan»




JErleada
(@palutamide) tablets

020 ZHMANTIKH EINAI H KAOYZTEPHZH THZ ANOAQY TOY PSA
A TOYZ AZOENEIX ME mHSPC;

H peiwon tou PSA ouvdéstal
/ ji€ mapdtaon ¢ empiwonc™®

v Hpeiwon Tov PSA ouvdéetat
pe Slatipnon e oxeT{opEvng
pe Tnv vyeia mowétnrac {wrig (HRQoL)*

oOv

H peiwon tou PSA o€ pn aviyveoipa enimeda
&  (<0.2ng/ml) ) =90% and Ty apyiki Ty
opileTat w¢ «Pabid peivon»**

/ To pappako avto Tehei und oupmAnpwpatikn mapakohotBnon. Autd Ba emtpépel To ypriyopo mpoodIopiopo VEWY MANPOpopIwy aopaleias, MaBeve meprocdtepa
Znreftar and toug enayyeAparieg uyeiag va avagépouy onoteadnnote mbavohoyo Upeves avemBOpNTES EVEPYEIEC. oto Janssen l
Medical Cloud

ADT: Bepaneia otépnong avdpoyovwy, 0S: ouvolikr empiwon, PSA: i61kd npootatiké avtiyovo,
QOL: mootnTa {whg, mHSPC: petaotatikog oppovoeuaioBntog kapkivog Tou npoatdrn.

Bifhoypagpia:

1. ERLEADA® Mepihnyn twv XapaktnproTikwy Tou MNpoidvtog. 2. K. N. Chi, et al. Prostate-specific antigen kinetics in patients with advanced
prostate cancer treated with apalutamide: results from the TITAN and SPARTAN studies. Poster presented at the APSHO JADPRO congress,
7-17 October 2021, 3, Thiery-Vuillemin A, et al. Oncologist 2021;26:¢1179-¢1188. 4, Lim DM, et al. Prostate 2018;10.1002/pros.23666.

5. ChiKN, et al.J Clin Oncol 2021;39:2294-2303. 6. Small EJ, et al. ASCO Genitourinary Cancers Symposium, 17-19 February 2022. Poster D1.

Bon®iote va yivouv ta pappaka mo agpaln Kat ﬂEpi&K‘(LK&?TnTﬂ B (TOMG'ITM’
Avagépere Tuokevaoia BTx112 biokia o€ blisters PVC/PCTFE/alu,

OAEE Ti avemBUpNTEC EVEPYEIEC yia Noookopeiakn Tipn-2.415,28 €, Atavikr TipR-2.918,66 €

OAA 1a papupaka
Tupmhnpwvovtag tnv «KITPINH KAPTA»

H Nepidnyn twv Xapaktnplotikwy tou Mpoiovrog
Bpioketal oe emduevn oghida.

“—
JANSSEN-CILAG ®APMAKEYTIKH A.E.B.E. janssen I Oncology

Aewpdpoc Eiprvig 56, 151 21, Nebkn, ABriva, Tnk.: 210 8090000
WWW.janssen.com.gr

(P-343370/ERL/0922/004
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Mapia AuyouctiSou
Natdoa Bepvadou
lwdvva FadovAn

EAévn FaAdvn
lwdvva FrAavou

ABavacia Mapia Mlswpya
Mapia MNnavvouléa

EAévn MkopAa

Ztedavia Nkovpa

ZwA Mpappoatoylov

P£a Mpnyopiou

EAévn TwvLwTAKn
Eppiovn Aeln

AyyeAkr) AeAnuAtoou
Mariva Aspipn

lwavva Aépou

ABavdaolog AnponouvAog

Mapia Apilou
NwkoAaog EvayyeAidng
DAwpa Zayoupr

Poupunivn ZakonoUAou

Main Zavvi

[uvaikes otnv Oykonoyia ony EARasa
Women 4 Oncology Hellas

yuverle

H Téxvn tns Oykonoyias o

opuooyis

MaBoAoyog - OykoAoyog, " MaboAoyikr - Oykoloyikn KAwikn, A.©.K.A. «Yysia»
MaBoAdyog - OykoAoyog, I" Oykohoyikr KAwvikr, Nocokopeio «Yyeia»
MaBoAoyog - OykoAoyog, EnpeAntpla, A” Oykoloyikn KAwikr, Noookopeio «Metropolitan»

MaBoAodyog - OykoAoyog, Avaminpwtpla AteuBuvtpla, B” OykoAoyikr KAwikr, Noookopeio
«Metropolitan»

Xelpoupyog Maotou,Nocokopeio «Mntépa», Eupwraikd Oykohoyikd Kévipo Regina Elena IFO
Clinical Trial Center, Pwun

Doutrtpla 5°° Etoug latpikrg Mavemotnpiov Matpwv

Qottitpla 5% Etoug latpikig Mavemotnuiov Matpwy

Doutritpla 4°° Etoug latpikng Mavemotnpiov lwavvivwy

MaBoAodyog - OykoAoyog, B Oykoloyikny KAwikr, Noookopeio «Metropolitan»

Mpoedpoc A.3., TUAoyog Kapkivormabwy - EBelovtwy - Didwy - latpwy «K.E.D.1.» ABnvwv
Albaktwp lotoplag - Apapatoloyiag

EWdwkn MaboAodyog, A.0.K.A. «Yyeia», Mélog ESMO

EWS1kO ALSaKkTIKO Mpoowriiko, Avwtdtn 2xoAr KaAwv Texvwy

BloAoyoc, MSc, PhD, BioPath Innovations S.A.

MaBoAoyog - OykoAoyog, AtcuBuvtpla, B’ Maboloyikd Oykoloyikd Tunpa, MA.O.N.A. «O Aylog
Yappac»
Avarinpwtpla AleuBuvouoa ZUpBoulog, DEMO ABEE

AktvoBepameutric — OykoAoyog Venia Docendi Mavemiotnuiou Biévvng, ESTRO Faculty Member,
AtevBuvtrg, KAwvikn AktivoBepareutikig Oykoloyiag, Noookopeio «Metropolitan»

MaBoAoyog - OykoAoyog, B Oykoloyikry KAwikr, Noookopeio «Metropolitan»
®ottntng 4° Etoug latpknig A.M.0.

MaBoloyog - OykoAdyoc, Avarminpwtpla Kabnyntpta, latpikr £xohn E.K.M.A., Ogparmeutikr) KAk,
I.N.A. «AAe€avdpa»

MaBoAodyog - OykoAoyog, Akadnuaikog Yrotpodog, B’ MMK, I.N. «ATTKOV»

Mpoedpoc kat cuvidputpla, Opyavwaon « Women Act»




T

KEYTRUDA

pembrolizumab) for Infusion 100mg

TMia v TARPN TEPIANYIN TwV XOpakTnPIoTIKWY Tou TIPp0idvTog, TrTapakaioupe va ameuBiveoTe oy MSD A®BEE,
Ayiou Anpnrpiou 63, 174 56, Alipog. TnA.: 210 9897 300, Ap. FEMH 121808101000

KEYTRUDA C/S.SOL.IN 25MG/ML BTx1 VIALx4ML : 2.593,93 € (X.T) 2.818,31 € (AT)2.332,24 €(N.T.)

MSD

INVENTING FOR LIFE

GR-KEY-00483 1309-23112021-KEY
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Fewpylog ZapkaBEAng
Navaytwtng ZwyomnouvAog

0Oéuooéag lwavvng Zwpag

Tdakng Oc0dwpomouvdog
Mapia Osoxapn
KaAAwonn KaAaitln

Apeti Kavt{iovpa
Xapiolog Kapavikiwtng
XpucouAa KapAou
AvBoUAa Kaoolavol
Ztuliavog Katoopoydkng
Nikn Kepapéwg

Fewpylog Keoiong

Napig Koopidng

Mapia Koupn

Kwvotavtivog Koutooukog
Nik6Aaog Koudag

Kwvotavtivog Kwotikag

lwavvng Kwtoltomoulog
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MaBoloyog - OykoAdyog, MD, MSc, PhD, Oykoloyikry KAwikr, TM.T.N. lwavvivwv
Neupoxelpoupydc, MD, PhD, YriebBuvoc latpeiouv Behoviopol Nocokopelo «Metropolitan»

Tevikog Mpappatéag Avwtatng Ekmaideuong tou Ynoupyeiou Mawdelag kat Opnokeupdtwy,
KaBnyntic Xewpoupytkrg Oykoloyiag

Zuyypadeag, ApBoypadog Kabnuepig
MaBoloyog - OykoAoyog, Emperntpla A, A’ MaBohoyikr KAwikn, M.I.N.A «Adikd»

MD, MSc, Yrondia Atdaktopag E.K.M.A., Lifestyle Medicine and Culinary Medicine Certified,
Tunua Ouotkng latpkig Kat Altokatdotaong AckAnTieiou BoUAag

MaBoAoyog - OykoAdyog, MD, MSc, PhDc, A.N.O. «Oeayévelo»

MaBoloyog - OykoAoyog, MD, PhD, Euromedica levikr) KAwikr) @ecoalovikng
Junvapxog, MSc, PhD, Mpotlotapévn NoonAeutikng Ekmaidevong, 251 M.N.A.
NoonAeUtpla TE, MSc, Oykoloyikr) Movada, I.N.A. «Immokpdtelo»

Entikoupog KaBnyntrig Avakoudiotikrg Opovtidag, Tpuipa NoonAeutikig E.K.M.A.
Yrioupyog Mawdeiag & OpnoKeUPATWY

MaBoAoyog-Oykoloyog, KAwikn «Aylog Aoukag», Oecoalovikn

MaBoAoyog - OykoAoyog, AleuBuvtnic, B’ Maboloyikni-OykoAoykn
KAwkr, A.©.K.A. «Yyeio»
Xelpoupyog Odovtiatpog, Addktopag OSovTlaTpkng 2xoAn¢ E.K.M.A., EMOTAROVIKY SUVEPYATNG,

KAwikn Ztopatoloyiag kat Noookopelakrg Odovtiatpikrg, Movada Avtipetwriiong OyKoAoyLkoU
AcBevr), Odovtiatpikr ZxoAn, E.K.M.A.

MaBoAdyog - OykoAdyog, Akadnuaikog Yrotpodoc, Ospameutikr KAwikr E.K.M.A., ETLOTNUOVIKA
YrieUBuvog Oykohoyikol TuRpatog, Evyevidelo Oepameutrplo

MveupovoAdyog - Qupatiohdyog, MD, ECFMG, PhD, Emtlotnpovikog YrievBuvog, Movada
EnepBatikng Bpoyyxookonnaong, Nocokopelo «Metropolitan»

Product Manager OncoEHR, Etatpela Dataverse

Fevikog Mpappateac Ynnpeowwy Yyelag, Ymoupyeio Yyeiag




IBRANCE Y
palbociclib

H AYNAMH THX
EMIMIZTOZYNHX

otn Bepansutikh entAoyn acBevwyv
pe HR+/HER2- mBC'

v/ KAvikh AnoteAeopatikétnta'
v/ Aebopéva Khivikig Mpaktikng®”
v Aebopéva ékBaong ané avapopéc acBevv (PRO)?
v KaBiepwpévo Mpogpil AapdAelag' 10"
v Evag ouviot@pevog €Neyxog napakohoBnong”

v Mia kdyoula, pia popd tn pépa’
BEPAMEYTIKEL ENAEIZEIE, AOLOAOrIA & TPOMOL XOPHIHIHE

To IBRANCE, 125mg pta popd tnv npépa and tou atopatog yta 21 pépeg o KUKAo 28 npepdv (oxnpa 3/1), evBeikvutat ya t Bepaneia Tou 10NKG NPOXWENREVOU i HETAOTATIKOU
Kapkivou tou paotou o onoiog eival BeTikog otoug oppovikous unoboxeis (HR] kat apvntikdg otov unoboxéa tinou 2 tou avBpnivou enbeppikol augntukol napayovia (HER2):

- o€ ouvbuaopd Pe avacToAéa TNG apwpaTaong

- o€ ouvbuaopd pe poukBeotpavin ot yuvaikeg nou £xouv AaBel nponyoUpevn evbokpivikn Bepaneia

Le npo- N NEpL-EPPNvonauoakeg yuvaikeg n evbokpwikn Bepaneia npénet va ouvbuadetat pe LHRH aywwiotn.!

[t 1o nAnpec kelpevo e Soooloyiag kat Tou Tpdnou xopnynons cupBoueuBeite v MepiAnyn Xapaktnpiotikawv tou Mpoldviog nou SiatiBerat and v etaipeia

IHMANTIKEL NAHPO®OPIEL ALQAAEIAL

To Ibrance avievbeikvurtal o€ nepimoeig unepevatoBnoiag otn Bpaogtikn ouaia f oe KAnolo and ta £kboxa, KaBwg Kol ot aoBeveic ol onoiot AapBavouy OKEUGOPATa NOU NEPIEXDUY UNEPIKG/BoAaapdxopto
(St. John's Wort). O1 nto ouxvEg aveniBupnteg evépyeleg (= 20%) onooubnnote BaBuol nou avopépbnkov oe noBevelg nou éAaBav palbociclib oe Tuxalonolnpéves KAWVIKES PEAETES ATav ouBETEpONEvia,

Ao Eeig, Aeukonevia, kénwon, vautia, otopatiube, avaipia, Sidppota, ahwnexio kat BpopBonevia. Ot nwo ouxvég (= 2%) aventBipnteg evépyeieg BaBpou = 3 tou palbaciclib ftav oubeteponevia, Aeukonevia,
AowpchEeig, avawpia, au§npévn aonaptikn apvotpavapepdon (AST), Konwon kai augnpévn apwvorpavogepdon g akavivng [ALT).

Tlpénetva extereital NANPNG atpatoAoyikas EAeyxog npty and v évapEn g Bepaneiac kat katd mv £vapEn tou kabe kiKMo, kaBwg ka v Hpépa 15 twy npatwy 2 kikAwy Kat dnwe evbeikvutal kKhvikd
LHRH = oppuévn aneheuBépwong g wxpwvotpénou oppdvng mBC = petaotatkég Kapkivog Maarod " " .

1. IBRANCE, Mepidnyn Xopaxtnpiotiktov Mpoidviog 07/2022. 2. Rugo H, et al. Breast Cancer Res Treat. 2019,174(3):719-729. 3. Finn RS, et al. N Engt J Med Eosiu e VWOU::::;‘::I:KG O COwaid ko
2016;375(20):1925-1936. 4. Cristofanilli M, et al. Lancet Oncol. 2016;17{4):425-439. 5. DeMichele et al. Breast Cancer Research [2021] 23:37. . Waller J, et al.

J Glob Oncol. 2019 May.5: JGO1800239 7. Taylor-Stokes G, et al. Breast. 2019 Feb; 43.22-7 8. Harbeck N, et al. Ann Oncol. 2016;27(4):1047-1054. 9. Ruge HS,
etal. Ann Oncol. 2018;2914).888-894. 10. Dieras V, et al. J Natl Cancer Inst. 2019;111(4):419-430. 11. Verma S, et al. Oncologist. 2016;21:1165-1175.

OAEX us avemiBUpntes eVEPYEIES YiO
OAA 1a pappaxa
Eupninpavovias tnv «KITPINH KAPTA»

PP-IBR-GRC-01465-0CT22

H ouvietpnpévn Meplinyn Xapaknplotikeyv tou fpoiéviog dnpoaieieral oe GAAn ogAl§a 1ou napdviog

> P PFIZER EAAAZ A.E. A. Meooyelwv 243, N. Wuyikd 15451, ABriva, EAAGSa, TnA. Erukovwviag 210-6785800, Ap18. I.E.MH. 000242901000
[Z@I"  PFIZER EANAS A.E. (CYPRUS BRANCH) Acwdbpog ABakdaaag 26, 2018 Acukaola, Kinpog, Tnh. Emkowvaviag: +357 22 817690

Oncology
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Fewpylog Aaivakng

Bdwa Aapmradiapn

STodia Aapmadkn
Itépavog Aapnponoulog

Zodia NéBPa
Eudyyelog Atavag
Mapia Euppooiivn AtBavod

EAévn Awdpdou
Mapio AUKKo

Tavia MavtouBdaAou

EA£vn MapoaykoUAn
NikOoAaog Metafwtog
Fewpyia. MnAdkn
Napaokevy MiyaAomouAou
EvayyeAwvag Muxelig
EvayyeAia Motpoywwpyou

lwavvng Mouvt{iog

AnunAtpLrog Mnadalolkog
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MaBoAoyog - OykoAoyog, AvamAnpwtrg Ateubuvtnig, A" Oykoloyikr KAwikr), Noookopeio
«Metropolitan»

Avarinpwtpta Kadnyntpta Naboloyiac-Xakyapwdn AtaBrtn, Evookpvoloyoc, B’ Mpomnaldeutikn
MaBoloyikn KAwikn E.K.M.A., Movada Epguvag kat Alantoloyikd Kévtpo, M.MN. «ATTIKOV»

Mveupovoloyog, MD, PhD, Akadnuaikog Yrotpodog A.M.0., Mveupovoloyikn KAk A.M.0., Turua
XnuetoBeparmetwy, I.N.O. «T. MamavikoAdou»

MaBoAoyog - OykoAoyog, AvamAnpwtrg AteuBuvtng, I MaBoloyikr) OykoAoyikr) KAwikn, A.©.K.A.
«Yyelo»

MaBoAoyog - OykoAoyog, MD, MSc, PhD, OykoAoyikry Movada, BlokAwvikr, @ecoahovikn
MaBoloyog - OykoAdyoc, EriueAntng A, Mabohoyikd - OykoAoyko Tunua, FA.N.M. «Metafd»
Qottntpla 6% Etoug latpikng E.K.M.A

Maboloyog - OykoAdyog, MD, PhD, AteuBuvtpla, A" Oykohoyikr KAwvikr, NoooKouEeLo
«Metropolitan», Atbaktwp Imperial College London

MaBoAoyog - OykoAoyog , Avarinpwtpta AleuBuvtpla A" OykoAoyikr KAwikr - Movada KAwikwy
MeAetwv, Eppikog Ntuvav Hospital Center

Anpoctoypddog

MaBoloyog — Oykoloyog, A” Maboloyikr KAwikr, F.N. TpikdAwyv

MD, PhD — Mpdedpoc «I LIVE FOR ME»

MaBoAodyog - OykoAdyog

Mpoedpog A.Z., MaveAArviog 2UAoyoc Muvalkwy e Kapkivo Maotol «AAua Zwrg»
Qottntg 4ou Etoug latpikng E.K.M.A, Mpdedpog A.Z. E.E.O.ILE.

MaBoAoyog - OykoAoyog, MD, MSc, A.0.K.A. «Yyela»

MaBoAoyog - OykoAdyog, MD, MSc, PhD, AleuBuvtrg, A" Oykoloyikr KAwikr kot Movada KAwikwy
Mehetwy, «Eppikog Ntuvav» Hospital Center

MaBoAoyog — OykoAoyog, AleuBuvtnc, A'OykoAoyikr KAwikr, Nocokopeio «Metropolitan»,
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Phesgo_08_032022

'Hmwwmm HER2+ kapidvo
XOOVSPAT ke Bivey iy Buvatéenta pieluwons T

Ot acBevelg pe HER2+ KapKivo Tou HaoToU aipleptvouy
£wg 100 wpeg kdBe xpdvo yia tnv Beparela toug

Nuwg pmopeite va npoowpépete Bepaneia uPnirg mowdtntag mou va eivat
TAUTOYPOVA AITOTEAECHATIKN Kal amodoTikn;

Tou paotol Moy Yopnyeital o8 moAd Mydtepo

g Béong kai Biverar va ameAeuBephoe duwg
.7Q3a & 90..

TOU XPOVOU TOu | TOU XPAVOU IO TIEPVEEL
voorheutinod ocnoﬂm_iégtrw Kapérha

H eEowovipnon xpévou Ko nédply MpoKUTTTE and TG aveiotoyEes
ouykptikés, peétes Tou Herceptin SC évavty tou Herceptin [V 8
NAnpogopieg yia tnv acpdl Ia Enayyehpatieg Yyeiag
O1 mo ouxvéc ADRs (230%) nou avawpépBnkay oe acBeveic mou
uroBAnBnkav oe Bepareia pe PHESGO ry evBopefia neproulouudpnm
oe ouvbuaopd pe Tpactoudoupdurm ko xnkeoBepantia frav n
ahunexia, n Sdppow, n vautla, n o.vqwlo. r| eEaoBévion ka1 n
pBpatyia MNa mEp oEG  TTAY AoUpE TS
napareppBeite oty XM tou papuaxou Tou apatiBeral kémwBev,

NAnpopopies yia v kinen: MNa EnayyeAparieg Yysiag

Edw pia aoBevrig pelvel éywuog evi hapPdvel PHESGO, f evrds 7 pnvuv
petrd v tedeutaln Bdon tou PHESGO, napakaholye va avapépets
GUESWE TNV Eykupooivn oty tormkr Movada Gappakceraypdmmnons
g Roche (HELLAS) AE ota napaxdtw otoiyela,

Emnpdofeteg mAnpogopies Ba {nnBolv ward tn Sidpkewe piag
eyKupooUVNg e éxBeon oto PHESGO kal kard tn SIdpKeia Tou mputou
¥pdvou Qwric tou Bpépous. Autd Ba Soe atn Roche T Buvardtnra va
waravorjoe: kahitepa Ty agpdakea tou PHESGO ko va mapéyet
wardhnheg TANPOWORIES OTIG UYEIOVOLIKES GEXES, OTOUS TIApdyoug
uyelovopwri mepBaMpng «at otoug aoBeveis. Ma mepoodtepe;
TAnpoYoples, Mapakaioue avatpéfee otny MXMN tou PHESGO.

PHESGO Tpéniog SiaBeang: Me neploptopévn 1atpikr ouvayr.
MEVO Y VOCOKOUELKT) XPar ard Yierpd pe katéhnhn ebikeuon ke

Phesgo 1200mg / 600mg Phesgo 1200mg / 600mg
EMNaba NT: 531643 € AT:639310€ | Kimpog MAT: 724943 €
Phesge 600mg/ 600mg Phesgo 600mg / 600mg
EAAGScr NT:338285€ AT 406794€ | Kimpog: MAT: 471046 €

To PHESGO® ouvBualel Ta misovektrpata tou PERJETA®, Herceptin® ot pia éveon unoddplag
Lopprig, otaBepol ouvbuaopol rou pmropel va XxopnynBel péca o 5 remra

W PHESGO®
PERTUZUMAB-TRASTUZUMAB

Go there

Bifhioypapia

1. PERJETA Summary of Product Characteristics. 2. Herceptin Summary of
Product Characteristics. 3, PHESGO Summary of Product Characteristics. 4.
Tan AR, et ol. Lancet Oncol 2021,22:85-97.5, Ditsch N et ol. Breast Care 2019;

14: 224-245. 6, NCCN Guidelines Version 52020 - Invasive Breasl Cancer.
Published July 2020. Available at: https//www.ncen.org/professionals/physi-
clan_gls/defaultaspx 7. Cardoso F et al. Ann Oncol 2018; 29: 1634-1657. 8.
Cardoso F et al. Ann Oncel 2019, 30; 1194-1220. 9, Burstein NJ et ol Ann
Oncol 2019, 30: 1541-1557, 10. Pivot X et al Ann Oncol 2014; 25, 1979-1987. Tl
Ismael G et ol Loncet Oncol. 2012]13: 869-78. 12. De Cock E et ol European
Cancer Congress 2013, abstract #P128. 13, Maniadakis N et ol Journal of
Cancer Policy 2017. Accessed at: http:/dx.doi.org/\01016/ jcpo2017.05.001.
14, Lopez-Vivanceo G et al. Clin Transl Oncol 2017;19:1454-1461.15. De Cock E
et ol. Cancer Med 2016; 5:389-397,

¥ To pappaxo autd tehel uné oupminpupaniky napakoiodBnon. H avapopd
mBavodoyolpeviy avemBipnTwy evepyelv petd and T xopriynon abews
HUKAOPOOITG TOU PapUCKEUTIKO TIpGIdVIoS eival anpaviue. Emtpéne th ouvexr)
napaxokolBon tng axéong opéhoug - KVBUVOU TOU. PUDLICKEUTIKOU NPOTGVTCS,
Npéner va yivetar avagopd Twv avemBopntwy evepyeov. O avemBopntes
evipyaies Ba npénen va avapépovran wg effe EAMSa: oty Movaba
GQappakoenaypurmvnong g Roche (Hellosl AE. eite amootéhloviag e-mail
(hellos.drugsafety@roche.com), eite tnhepuviais (430 2106166100). Kimpog: oto
Tunpa Quppaxcenaypimvnong tng etaipsiag 1A Ivapdtrng & Zia Atd, eite
anootéMovrag  e-mail  (drugsafety@stamatiscoml. elte  Thepuvikiog  (+357
22-257200) f péow Daf (+357 22-257300).

EhAaba: ROCHE (Hellas) A.E.

yivouv Ta pdpara ) Ahcysdvar, 4 & Aekptiov,
Aveptpere. 15125 Mapoday, Aruxd, Tz 210 6166100,
OAEE 1 aveEmBOTES evipycitg yia emol: hellos medinfofroche.com
OAA o pdppaRa: 800 1193 00 (Bwpedy ypapr emkowwviag)
EupmAnpivovias Ty «KITPINH KAPTA» : [.A. Erapdung & Eia AB,

Tk +357 - 2276 6276
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Awkatepivn MmoAétn
lwdavvng MmnoukoBivag

Avaotdolog Mnoutng

Aéomowa Ndaon

BaotAky NikoBLa
Adapavtio NikoAdidn
Aiva NikoAakornouAou

MuyaiA NwoAdou

Oupavia NikoAdatou - FaAitn
FewpyLog OLKOVOUOTIOUAOG
Avaotacia Nafaitn

Mapia Naproukién

Fewpylog MovaylwtakOmnoulog

Avaotdotog Mavtalonoulog

Avva Manadoupn
Fewpylog Naruradg

Mapia Napapd
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Opotog Kabnyntng, Mavemotripio AUTIKAG ATTLKNG

MD, PhD, FRCP, Consultant Medical Oncologist and Lead for AOS/CUP, NCL Cancer Alliance,
Department of Oncology, Royal Free London NHS Foundation Trust

MaBoloyog - OykoAdyog, MD, PhD, Erttotnpuovikog YrieuBuvog, Oykohoyikr) Movada, «BLOKAWLKI»
@ecoahovikng

MaBohoyog - OykoAodyoc, ErtueAntrg A, A MaBoloyikr) Oykohoyikr) KAwikr, A.N.O. «Ogayévelo»

MaBoAoyog - OykoAoyog, Emperrtpla B, B’ MaboAoyikr)- OykoAoyikr) KAwikr, I.O.N.K. «Ot Aytot
Avopyupol»

Qottntpla 4° Etoug latpikng Mavemotnuiou KpAtng
MaBoAoyog - OykoAodyog, AvamAnpwtpla AteuBuvipla, Oykoloyikr KAwikr, Nocokopeio « MnTépay
MOWATELA KL OTLXOUPYOS

MaBoAoyog - OykoAoyog, MD, MSc, PhD, ErtipeAntrg A, A’ MaBoloyikr - Oykohoyikr KAwikn,
I.A.O.N.A. «O Aytog Zafpag»

Obovtiatpog, topatohoyoc, Kabnyrtpla kat AteuBuvipla KAwikr¢ Nocokopelakrg O5ovTLatpLkng,
Obovtiatplkn ZxoAn, E.K.M.A.

MaBoAoyog - OykoAoyog, EmpeAntrg, B Oykohoyikn KAwvikr, Nocokopelo «Metropolitan»

MD, PhD, FEBS, levikr Xelpoupyoc- Eldikr Xelpoupydg Maotou, ElSikr atnv OykoloyLkr Kot
EnavopBwTikn Xelpoupytkr) Tou Maotou, AteuBuvipla, KAwikr Xelpoupyknc Oykohoyiag Kat
Anokataotaong Maotou, Nocokopelo «Metropolitan General»

Anuoctloypddoc, Face Yoga Teacher

Avtutpoedpoc A.Z. E.0.AY., MabBoAodyog, Enikovpog Kabnyntrg KAwikng Qapuakoloyiag, Tunua
latpikng, Maverotnuo MNatpwy

MaBoAdyog - OykoAdyog, Oykohoyikry Movada, B' Mporatdeutikr Maboloyikr KAwikn, E.K.TT.A,,
M.F.N. «ATTIKOV»

NoonAeutpla ME, MSc, Mpototapévn, I.O.N.K. «Ot Aytot Avapyupol»

MaBoAdyog, AddakTwp Mavermotnuiou lwavvivwy

NoonAeUtpla ME, MSc, Movada Avakoudlotikng povtidag «Mahhaio»
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Avaotacia MaocakonovAou
Kopiva MatéAn - Bell
EAwoaBet Natnpakn

Zioou NavAomnovAou

Anpitplog Mektaoidng

TZévn NepyaAiwtou

EA€vn - lowSwpa MepSikovpn
Oeodwpa MikpovL Balevth
FevoBéda NoAuyxpovidou

Nwkndopita MouAakdkn

BaotAwkn Partn
Mapia PoBifn
EMOMEWVOVEAG SOUOVTAG

Zévia ZapLdakn

Eudyyelog Zappig
Ale§ia ZBwAou
NavteAng ZkapAog

Mapia Zkovépa

NwkoAaog Znadag
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Mpoedpog A.3Z., Ophog EBelovTwy kata tou Kapkivou «AykaAlaZO»
Mpoedpog Fairlife LCC - Opovtida kat tpoAnbin yia Tov Kapkivo Tou veupova

KaBnyntpla, Zuothpata NoonAeutikrg Opovtidag - Avakoudlotiky Opovtida, Tuiua
NoonAeutiknc E.K.M.A.

Awknyopog Map’ Apelw Mayw

OuoTIHog Kabnyntng, latpikr ZxoAn, E.K.M.A., AteuBuvtrg, I Oykoloyikd Tunua, Eppikog Ntuvav
Hospital Center

Mpoedpoc, JP Communications

MaBoAoyog - OykoAoyog, MD, MsC, PhD, EmpeArtpla B', T.N. BoAou «AYIAAOTIOUAELOY»
Mapaywyog KvNUAToypadKwY TAVLIWY KoL VTOKUAVTEQ

MaBoAoyog - OykoAdyog, MD, MSc, PhD, ErtipeAntpta B, I.N.O.«MarmavikoAdou »

Xelpoupyog Maotou MD,PhD,FEBS, AleuBuvtpla, KAwvikr) Maotou, latpikd Kévtpo ABnvwy, EBVIKOG
Avtupoowrog A.X., Europa Donna Hellas

MaBoAoyog - Oykoloyog, A.0.K.A. «Yyela»
MaBoloyog - OykoAoyog, T.N. Ayiou NikoAdou
MaBoAoyog - OykoAoyog, AteuBuvtng, B'Oykoloyikn KAwikr,Noookopelo «Metropolitan»

MaBoAdyog - OykoAdyog, MD, PhD, Mpoedpoc Etalpeiag Oykohoywyv MaboAdywv EAadag (EOME),
AteuBuvtpla, A" Oykohoyikr KAwvikr, Noookopeio «Metropolitan», ABriva, EMoTNHOVIKOG
YrieUBuvog OykohoykoU TuRUatog, «AckAnTog AIATNQIIZ», HpdkAeto, Kpntn

MaBoAdyog - OykoAdyog, MD, MSc, EmtiueAntrig, A'OykoAoyikr KAwikr), Noookopeio «Metropolitan»
Anuocloypddoc, To Brpa

AkTvoBeparmeutnc - OykoAdyog, MD, PhD, Albdktwp AplototeAeiou Mavemotnpiou O@ecoalovikng,
AteuBuvtng KAwikrg AktivoBepameutikrg Oykoloylag, Noookopeio «Metropolitan»

MaBoAdyog - OykoAdyog, «Eppikoc Ntuvdv» Hospital Center
MaBoAdyog — OykoAoyog, EmpeAntric, A" Oykoloyikn KAwikr, Nocokopeio «Metropolitan»
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DAwpa Ztawpidn
AnuAtpLog TouoouAng

InupldovAa Toapouxa

Supayw Toldpa

NikOAaog TooukaAdg

NikoAaog Xat{nvikoAdou
Zodia Xnviaddou - Kaurmadvn
Xpriotog XplotodoUAou

ABnva XplotomouAou

Xprotog Xwpevidng
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MaBoAoyog - OykoAoyog, MD, MSc, MRCP, Care & Cure Oncology Center
KaBnyntrc Kapdlohoylag, Avtutputavng E.K.M.A.

NoonAeUtpla, MSc, PhD, Alowikntika YriebBuvn Yrinpeotiag Matdlatpikrg AvakouhLoTikng
®povtidag oto Initt tng Mépiuvag, Mpoedpog tou A.Z. Tng EAANVIKAG

Etalpelag yla tnv Avakoudlotikny Opovtida

MNaduwy kat EdnBwv

AleuBuvtpla EBviknc MvakoBrkng - Mouoeio ANe€dvbpou FoUTtoou

MaBoAoyog — OykoAoyog, MD, MSc, PhD, MSc BlomAnpodopikr, AvamAnpwtng AteuBuvng,
OykoAoytkn KAwikn 401 I.2.N.A., Emotnpovikog 2uvepyatng, Noookopeio «Eppikog NTuvav,
ABrva

Head of Pfizer Oncology Greece, Cyprus, Malta
Alknyopog, UUBoUAOG MoALTloTikrg MoAltiknc & Atayxeiptong, BOYAH TON EAAHNQN
MaBoAoyog - OykoAoyog, AteuBuvtng, B Oykoloyikr) KAwikr), Noookopeio «Metropolitan»

MaBoloyog - Oykoloyog, AleuBuvipla Maboloyiag - Oykoloyiag, YrievBuvn, Oykohoyikry Movada,
I.N. Natpwyv «Aylog AvEpeagy», ASAKTwp, latpikr ZxoAn Mavemotnuiou Matpwy

Meloypadog

Oeodwpa WaAtonovAov - Kapivy Entikoupn KaBnyntpia, Tunua Mouoikwy Zmoudwy, A.M.0., MouatkouxoBepanettpla PhD,

Apdvta Wuppn

MA-CMT

KaBnyntpta Maboloyiag-Oykoloyiag, latpikr) 2xohn E.K.M.A., AtcuBivipia, B’ MpomatdeuTikn
MaBooyikr KAwikr, M.I.N. «ATTIKOV»
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11:30-12:00 nMpocéAeuon - Eyypadeg
12:00-14:30 Ztpoyyulo Tpamell
«H téxvn ™G voonAeutikng ¢ppovtidag acOevwv pe Kapkivo»
Mpoebpeio: E. Natnpaxn, . Katoopayakng
H téxvn Tng voonAeuTikng dpovtidag: Opovtilewv kat voonAelev X. KapAouv
Exmaideuon acBevwv-ppoviiotwy A. Kaoolavou
Opovtida oto TENOC TNG {wNC M. Napapad
AutodpovTtida Twv VoonAeuTpLwv/Wwv A. Nanadolpn
Hyeola In. Toapouxa
14:30-16:30  dowtnTko Tpaméq
«Women in medicine: breaking the glass ceiling»
Mpoebpeio: A. Wuppn, E. MixeAng
Women in medicine: Historical perspective B. NwkoBia
The impact of society and culture on the physician — patient relationship E. lkdpAa
Sexual harassment and gender bias in the medical profession A.M. lewpya
Mentorship and role models with regard to career advancement in female
medical students M. MNavvouléa
Women in oncology: Representation, leadership and unseen barriers M.E. AtBavou
Women in surgery - Still a taboo subject? E. ABpapidou
Is it only “for women, by women.”? The male perspective N. EvayyeAidng
16:30 - 17:00

AwdAeLppa
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17:00-17:30 AwdAeén

«H gmoyr tng mavdnuiog»

Juvtoviouog: T. MoavayLwTaKOmouAog

Ol emopeveg mavdnuieg — pabape KAty r. Nanmnag
17:30-19:30  ItpoyyulAod TpaméQ

«H TéXVN TNG QVTIHETWITLONG TOU YUVALKOAOYLKOU KapKivou»
Mpoebpeio: A. Nektaoidng, I Apapavtivog, A. Anponoulog

0O pOAoG NG avoooBepaTEelag 0TO YUVALKOAOYLKO KAPKIVO
H aktvoBbeparmeio 0Tov yuvatkohoyikd Kapkivo

Neotepa Sedouéva oTov kapkivo wobnkwv

2xoAtaoudg: P. ZakomoUAou, A. NikoAdidn

I. NoAuxpovidou
n. IkapAog

K. KoutooUkog
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[Napaokeun 09 AekeuBpiou 2022

09:00-11:00 MaveA

«H téxvn tnG clUNPA§NG»
Mpoebpeio: A. Avépedkn, I. Aépou, E. FTaddvn, Z. Zapldakn

JUUMETEXOVTEG:  A. AvdpedKn - Anpocloypadog - MNapoucldactpla
Awk. ArtootoAiou - European Cancer Patient Coalition
Z. Tpappatoyhou - ZUAoyog «KEDI»
M. Zavvn - Opyavwon «Women Act»
N. Meta§wtog - | LIVE FOR ME
M. MaAoroUAou - SUAOYOG «ANHO ZWHG»
A. NacakomoUAou - OUAOG «AyKaALGZO»
K. Natéln Bell - Fairlife LCC
@. MouAaxkadxkn - Europa Donna Hellas
A. ZBwAou - Anpoctloypddog
JxoAlaouog: . Ayopoylavvn

11:00-12:00 Ztpoyyulo Tpamélt ONEO
«ESMO Highlights»
Mpoebpeio: . Travpidn, It. Aapnpomnoulog, . AéBBa, A. Kavt{ovpa

Highlights otov opBokoAkd kapkivo — kKAwikr peAétn NICHE-2. I. NéBBa
Highlights ota capkwpata — Aeopoeldeic dykot A. NMavtaonoulog
Highlights oto NSCLC — n eni§paon Tng atHoodalpLkrG pUTAVGNG 0TOUG N KOTIVIOTEG N. Zrnabag
SxoAtaotég: N. ZnaBag, I. FafouAn, It. Nkoupa
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12:00 - 13:30

13:30 - 14:00
14:00 - 15:30
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ZTpoyyulo Tpamél
«H TéXVN TNG QVTLUETWTTILONG TWV KOPKIVWV TOU OUPOTIOLNTLKOU»
Mpoebpeio: Aik. MmoAétn, A. Naon

Kapkivog oupodoyou KUOTEWS

Kapkivog pooTdtn Kat KANPOVOULKOTNTA

Kapkivog vedpou

SyoAiaotéc: T. Aaiivakng, . MnAdkn

AlGAslppa

ITpoyyulo TparéQ

«H TEXVN TNG OWTIHETWILONG TOU KOPKIVOU TOu Tvelpovay
Mpoebpeio: MN. Koouidng, . AyyeAdkn

MPOCUUIMTWHOTIKOG EAEYXOG VLA KAPKIVO TIVEU IOV — TTOU BPLOKOUOOTE OHLEPQ;
AvoooBepareia oe mpwipa otddia MMKM

AvoooBepareia otnv 11 ypauur MMKM- poakpdypovn emipiwaon
YToxevouoa Beparmela- VEOL OTOXOL, VEQ GAPUAKA

xoAlaoteg: E. Zapavtag, £. Aoumnakn

E. MapaykoUAn
E.l. MNepSikolpn

M. AUKKQ

N. Koudog
. MouUvt{og
M. Apifou
E. Zapprig

15:30-17:00

ZTpoyyulo TpameQ
«H TéXVN TNG AVTLHETWTTLONG TWV KOPKIVWV TOU YOG TPEVTIEPLKOU»
Mpoebpeio: I. MmoukoBivag, X. XptotodoUuAou

BLoSEIKTEC OTNV TIPWLUN VOCO
0O pOAoG NG avoooBeparmeiag 0TOV KAPKIVO AVWTEPOU TETTIKOU
0O poAoG NG avoooBeparelag 0ToV KAPKIVO KOTWTEPOU TIETTIKOU

NEa HOVOTIATLA GTOXEUGNG OTO NITATOKUTTAPLKO KAPKIVWLA KAl XOANdOpwv
08wV: TIPOKANOELG KAL T(POOTITIKEG

SxoAiaotég: N. Tooukaldg, M. NikoAdou, I'. OlLkovouornouAog

1. MrtoukoBivag
M. Poifn
l. ZapkaBEAng

I. Keoiong
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MNapaockeun 09 AekepBpiou 2022

17:00-17:30 AwdAswupa
17:30-18:30 NaveA

«WnPpLaKOg HETAOXNHATIONOG OTHV OyKOAoyia»

Mpoebpeio: I. KwTolomouAog, Z. Zaptdakn

OutAntég: 1. KwtolonouAog, A. MnoUtng, K. Kwotikag, ®@. Zayoupn
18:30-20:30 TeAetn Evapéng

Suvtoviouoc: E. AyyeAakn, E. TaAavn, E. Awdpdou,
Z. Zapidakn, A. XpiotonoUAou, A. Wuppn

Q£aTpo Kal oykoloyia
T. @e06wpomoulog, P. Mpnyopiou

Enionun ‘Evapén pe XOUPETIOUO amo:

N. Kepapéwg — Yrioupyog Matdelag & ©pnokeLUATwyY

S. Kyriakides — Emtitpomnog Yyelag & Aobdalelag Tpodipwy EE

S. Peters — MpodeSpog ESMO

Z. Towapa — AlevBuvtpla EBvikAg MivakoBnkng — Mouoeio AAeEavbpou ZouToou

NaveA-oculntnon:

«H téxvn t™g npoodopdg Kat tng aAAnAeyying»

Juupeteyovieg: 0.l Zwpag, M. Koopidng, T. MavtouBdiou, A. Mnadalouvkog, I. Mroukofivag,
A. NikoAakoroulou, N. Madaitn, 2. NavAonovAov, T. Mepyaiiwtou,
O. Mikpou-BaAevtn, A. ToboouAng, N. XatinvikoAdou, X. Xnviadou-Kapmndvn
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09:30-11:00 ZtpoyyuAo Tpamel
«H TéXVN TNG AVTIHETWILONG TOU KOPKIVOU TOU LOLOTOU»
Mpoebpeio: M. Agpipn, E. Molpoywwpyou, E. Alavog

0 e€elMlocopuevog poAog g avoooBbeparmneiag otov TNBC @. Ztavpidn
Sponsored by e MSD

INVENTING FOR LIFE

H BeATloTonolnon TWV QMOTEAECUATWY yLa TIG A0BEVE(G UE LETAOTATIKO
TPUTAG QpVNTIKO KAPKIVO LaoToU Pe Baon T mpoodateg e€eAEeLg A. NikoAaidn
Sponsored by w GILEAD

Creating Possible

QepamevTIKOG ahyopLBuog yia tTnv HER2 vooo E. ApaBavtivou Qatwpou
OeparnevTikec e€elitelc otov ER+/HER 2- kapkivo TOu paotol M. Zkovépa

JxoAwaotpieg: A. Bepvadou, I. FTahavou, A. AeAnpntoou

11:00-11:30 AwdAswupa

11:30-12:00 Aopudopikr) AtdAeén Sponsored by AstraZeneca
«H téxXVvn NG MPAcBaong oTnV Kavotopion
Mpoebpeio: E. Aivapdou, A. XpLotormouAou

YxoAlootéc: K. ABavaoakng, M. MiyaAonoUAou, X. AVTwvOmoulog

12:00-13:00 Round Table
«Gender medicine and oncology»
Moderators: A. Psyrri, H. Linardou

What is gender medicine and is it relevant in oncology? C. Sessa
Sex differences as modulators of cancer biology A. Letsch
Sex and gender differences in anticancer treatment toxicity B. Ozdemir

Comments: |. Athanasiadis
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13:00- 14:15  Ztpoyyulo Tpamel
«H TéXVN TNG OALOTLKAG TPOCEYYLONGY
Mpoebpeio: Oup. NikoAdtou — FaAitn, M. @soxapn, M. Zkovépa
Integrative medicine (oAloTikn) X. Kapavikiitng
To mpwto Pampering Room otnv EAAGSQ yLla yUVAIKEC LLE KapKivo K. KaAaitn
Alatpodn B. Aapuradiapn
latpikr) xprion kavvaBng- pubot kat aARBeLeg N. AAeBil6moulog
Hospice care otnv EAada M. Auyouotidou
YXOALGoTpLleG: B. Pamtn, E. Twviwtdakn, M. Koupn

14:15-14:30 AwdAswpa

14:30-15:30  Forum luvatkwv otnv OykoAoyia
Suvtoviouoc: E. AyyeNakn, E. TaAavn, E. Awdpdou,

Z. Zapidakn, A. XpiotonoUAou, A. Wuppn

Alabpaotikn oulATNON KETAEY TWV LEAWV YLat AVTOAAQYT AmOPEWY Kot
TIPOYPAUUATIONO SpAcEWY

15:30-17:00 Ztpoyyulo Tpamel
«H téXVvn wg OEPATMEVTIKA MPOCEYYLON GTOV KOPKIiVO»
Mpoebpeio: A. Mnadaiovkog, E. FaAdavn, N. Xat{nvikoAdou
Q61 otn yuvaika : Téxvn kat BgpameuTtiky) oTnv oykoloyia A. AyyelomoUAou
Mouaotkn wg dapuako A. WaAtonouAou Kapivn
Ewaotikn Beparela, pa pun dapuakeutikn pébodog napéufaocng
oTov dvo Tou dAAoU E. AgAR
Noyoteyvia X. Xwpevidng
Face yoga M. NMapmnoukidn
latpkog Beloviopnog - H edpappoyn otov oykohoyko acBevn M. Zwyomnoulog

17:00 Iuunepdaopoata — KAeiowo Zuvedpiov
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W40 Hellas — l'uvaikeg otnv OykoAoyia

Huepounvia Sie§aywyng
8-10 AekepuPpiov 2022

Tomog Ate§aywyng

EBvikr MwvakoBnkn - Mouoeio AAe€dvSpou Zoutoou
Bao\éwc Kwvaotavtivou 50, 116 34 ABrva

TnA: 214 40 86 201

Eyypadig

H eyypadn kat n mapakoholBnon tou Forum gival Swpeav Kal EMITPEMETAL LOVO O EMAYYEAUATIEG UYELQG KOLL OE TIPOTITUXLOKOUG/ LE-
TantuxLokou g dottnTég. OL CUUIETEXOVTEG gival armapaitnto va BeBatwvouy Ty LOTNTd Toug, Tpookopilovtag avtiotowyo anodet-
KTLKO oTolxeio.

0d&nyieg ya NapakoAovBnon pe Muoikn Napouoia:

‘Oool CUPUETEXOVTEG ETLOUROUV va. €xouv puaoLkr Tapoucia, Ba mpemeL va tpoo€ABouv oTov xwpo Sleaywyng yLa tnv eyypadr Toug
1] VO (P LOLTOTIOL GOUV TNV TIPOEYYPAdH TOUG NAEKTPOVIKA HECW TNG LoTooeAibag www.livemed.gr. Katom tng eyypadng, Ba toug
anooTaAel nAekTpovikd barcode péow email, To onolo Ba capwvouv kaTd TNV €i00d0 Kal €£0606 Toug otnv aibouoa.

0d&nyieg Aradiktuakng MapakoAovBnong
H Ermotnuovikn EkénAwaon Ba mpoBarletat Tautdxpova SLadIKTuaKd HECWw TNG LoTooeAibag www.livemed.gr

e Edv eilote véog xprnotng mapakaloUpe matiote oto medio Register/Eyypadn kat akoloubrote tn Stadikacio Snulouvpyiog
Aoyaplacpol cupmAnpwvovtog ta anapaitnta nedia. H dnuoupyia eivatl Swpedv Kol UTTOXPEWTLKA yLa TV tapakololOnon twv
OMALWV.

® Edv £xete 1dn Aoyaplacud oto Livemed, XpNOLUOTIOLROTE TOUG KWwSLKOUG 0aG yla va cuvSeBeite, eTUNEETE Ao To pHevou TnV Katnyopia
Live, To cuvESplo mou BEAeTe va apakoAoU B OETE Kol 0T CUVEXELA TO £lKoviSLo Go Live ) Go Virtual.
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[—ol 2T CUVEXELX Yl va ouvdeBeite e tnv aiBouoa, emAéyeTe amo To pevou Tou epdavileTal oTo KATw PEPOG TNG 080vNnG oag,
P25y nv «AiBouca ZuvedpLdoewvy.

EGv oag eviladEpeL va TapaAdBETE TLOTOMONTIKO TtapakoAoUBnong, Ba TPETMEL va TPAYLATOTOLNOETE TNV Eyypadn cog oto
@ OLVESPLO PEOW TNG EwoviKAG Mpappateiog, matwvtag To avtiotoyo ekovidlo «Eyypadni», wote va apxioel va kataypadetat o

Xpovoc.

MoptLa Zuvex{opevng latpikng Eknaidsuong
Jupdwva pe Ta kpttipla tng EACCME-UEMS Ba xopnynBouv 19 popla Tuvexlopevng latpikng Ekmaidevong (CME-CPD credits).

Miotonowntiko MapakoAovOnong

To TLOTOTOLNTLKO TapakoAoUONonG Ba amooTtalel NAEKTPOVIKA, LETA TO TEPOC TWV EPYOCLWV Tou Forum, e 660U GUVESPOUG TTapa-
KoAoUBnoav to 60% TWV GUVOAKWY WPWV TOU ETMLOTAKOVIKOU TIPOYPAUatoc. O aplBudc Mopiwv Zuvextllopevng latpikng Ekmaideuong
(CME-CPD), 6a urtoloytotel Bdoel Tou xpovou napakololBnaong mou Ba kataypadel 0To cUOTNUA KATAUETPNONC, TOCO OtV €icod0
™ aibouaoag yia 6ooug €xouv puatkn mapoucia, 6co kat otnv mAatddpua Livemed yla 6couc mapakoAouBrnoouv Stadiktuakd.

Fpappateio Forum

@ Events & Travel Solutions

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

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

ATayopEUETAL PNTA 1) AVATTAPAYWYI], AVASHILOTIEVDT], QVTLYPAPL], AITOSIKEVOT, TTWANOY, UETAO0O0Y), Slavoul], EK600Y), EKTEAETN, Ajyn
(download), ustappaor, TPOTOTOINON UE OTTOLOVSITTOTE TPOTTO, YWPLS T1) PHTI] TIPONYOUUEVI EVVPAP OUVALIVEDT T§ ETauplas, Tou ou-
VoAou 1j uEpoug tou rrepteyousvou tou fpoypduuarog. H E.T.S. Events & Travel Solutions emipuldoosral pnrwg mavros vouiou Sikaw-
HATOC TG YL T SIaAPUAREN TWV SIKAUWUATWY TTIVEUUATIKIIS Kal BLOUNYAVIKIG OLOKTNOLAS. [1a aVaAUTIKOTEPES TTANPOPOPLES
ETUOKEPVIELTE TO WwwWw.events.gr
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Euxapioties

H Opyavwtikn Enitpornty tou 8°° MaveAAnviou Forum « Ot Muvaikeg otnv OykoAoyia otnv EAAGSa», LXAPLOTEL TG
KATWOL eTALPELEC, OL OTIOLEC UE TNV EVEPYO CUHLLETOXI) TOUG KOLL TNV OLKOVOULKH TOUC EVIOXUGH, CUVEBAAQV GNHUOVTIKA
otV Ipaypatonoinon tg ekdnlwonc.

@ Pfizer pstrazeneca $ MSD

Oncology INVENTING FOR LIFE

@ GiLerd | GSK

A
janssen )’ Oncology

(ot (")
EUTICAL CO OF
4 0

)(GENpIEaSrLSa IPSEN | ovcoLoor MERCK

) SERVIER}

moved by you

Pierre Fabre
FARMAKA S.A.




ZYNTAFOrPA®IKEE NMAHPO®OPIEZ TOY MPOIONTOX

1. ONOMAZIA TOY ®APMAKEYTIKOY NPOIONTOEZ CABOMETYX 20 mg EMKaAUPPEVT pe AeTto upévie Biokia CABOMETYX 40 mg emkaAuppéva pe AETTTO upévio Siokia
CABOMETYX 60 mg emikaAuppéva pe Aetrtd upévio Siokia. 2, MOIOTIKH KAI TOZOTIKH ZYNOEEH CABOMETYX 20 mg emkaAuppéva pe Aetro ypevio Siokia. Kabe emmkalupy tvo
pe AETTTO upEvio Siokio TTEIEXE! KaBodavTiviBn (S)-pnAikr iooduvapn pe 20 mg Kaﬂo{uvnv:ﬂng Ekdoya pe yvwar) 6pGan Kabe emkaAuppevo Pe AETITo upévio Biokio Tepiéxel 15,
Aaktégne. CABOMETYX 40 mg emkahuppéva pe AeTrtd upévio Siokia KaBe enkaluppévo pe AeTio upévio Siokio Trepiéxer kaBolavrivipn (S)-unAikr iooduvapn pe 40 mg KoBoCuvnwﬁng
Ekdoya pe yvwal] opaan KaBe emmkaiuppévo pe AeTro upévio diokio Trepigxer 31,07 mg Aaktodng. CABOMETYX 60 mg emikaluppéva pe AeTro vpévio Siokia Kabe c‘rrlxcx.i\uupevo He
AeTTTo upévio Siokio Trepiexel kaBodavrivin (S)-pnAikn 10060vapn pe 80 mg KaBo(’,mang Ekodoxa pe ywworn 6pdorn KaBe ekaAuppevo pe AETTTO upévio Biokio T[Epl&)(&l 46,61 mg
Aaktégng. Ma Tov TTAGEN KatdAoyo Twy ekdaxwy, BA. TTapdypago 6.1. 3. PAPMAKOTEXNIKH MOP®H Emkaluppévo pe Aetid upévio Siokio. CABO X 20
Aerrr6 upévio Siokia Ta Siokia eival Kitpiva oTpoyYUAd wpi eyxapatn kai gEpouv Tryv évbeitn «XLy» otn pia TTAupd kai mv évbeign «20» oTnv aAAn TTheupd Tou Biokiou. CABOMETYX 40
mg emkaAuppéva e AETITO upévio Siokia Ta diokia eival KITpIVT TRIYWVIKG xwpig yXapagn kai gEpouy v EvBeign «XL» aTn pia TAeupd kai v £vBeign «40» o dAn TTAeupd Tou Biokiou.
CABOMETYX 60 mg emkahuppéva pe AeTito upévio Sigkia Ta Siokia eivar kitpiva ofak xwpic eyxdpaén kat pépouv Tnv £vBeiEn «XL» omn pia Aeupd kai Tnv £vdeign «80» otnv uMn
TAeupd Tou Siokiou. 4. KAINIKEEZ MTAHPO®OPIEE 4.1 @epatreuTikeg evbeieic NeppokuTTapikd kapkivwpa (RCC) To CABOMETY X evBeikvuta wg povoBepaeia yia 1o TIPOXWPNHEVD
VEQPOKUTTAPIKG KAPKIVWUA - W¢ BEpATIEia TIpWNG-ypappnc ot eviAikeg aoBeveic, Pe evidpeaT) N TTwyr Tpoyvwon (BAETe apdypago 5.1), - o€ evijAikeg PETd aTmd TTponyoUpevn
oToyedouoa Beparreia ayyeiakoy evBobnhiakod augnrikol Tapdyovra vascular endothelial growth factor (VEGF) (BAéme mapdypago 5.1). To CABOMETYX, oe ouvbuaoud pe
VIBOAOUUGTIT, EVOEIKVUTAN ia TV BepaTiEia TIPLTNG-YPAUHIG O EVIAIKEG aOBEVEIG LE TIpOXWPNPEVO VEQPOKUTTApIKG Kapkivwpa (BA. Tapdypago 5.1).
(HCC) To CABOMETYX evbeikvuTal wg povoBeparreia yia ) Beparteia Tou nmatokuttapikol kapkiviparog (HCC) o evijAIkeg TTou Exouv AdBer Tiponyoupevig BepaTTeia e COpagevipTm.
Bupe D To CABOMETYX evdeikvutan we povoBeparteia yia Tn Beparieia evijAikuy aoBeviov I TOTTIKG TIPOXWENHEVO [] PETACTATIKO,
diapopoTroinyevo kapkivwpa Bupeosidolg (DTC), avBexTiko i pun katdAAnho yia Bepatreia pe padievepyod 1wdio (RAI), Trou éxouv Trapouoidosl eEEAEN TNG vooou Katd Tr) Bidpkeia 1} JETa
armé TponyoUpevn cucTtnuarkl Bepareia. 4.2 AogoAoyia kai TpéTog Xoprynone H Beparmeia pe CABOMETYX Ba TipéTel va TipaypaToTroIETal amto iatpd EUTIEIPO OTn Xoprjynan
QVTIKAPKIVIKWY QapPaKeuTIKWY TTpoidviwy. Aogohovia Ta Siokia CABOMETYX kai o kawouheg kaolavrivipng dev eivar BIO'I'GOEI.'NGE%(GI BEV TIPETTE VO XPNOIHOTTOIOUVTAI TO éva avTi
Tou dhAou (BA. Trapaypago 5.2). To CABOMETYX w¢ povoBepareia MNa 1o RCC, To HCC kai 1o DTC n ouviatwpevn &6on Tou CABOMETY X eival 60 mg pia popd nuepnoiwg. H Bepenreia
Ba TpETEl va ouvexIOTEl péxpl o aoBeviig va pnv eTw@eAeTal TTAEoV KAIVIKG aTTd T BepaTreia 1) péxpl va ep@aviaTel pn ammodextr) Togikotnta. To CABOMETYX ot ouvouaauo e
viBoAoupdurn oty mpwm-ypauur poxwpenuévou RCC H auviotwpevn &6on Tou CABOMETYX eivan 40 mg pia gopd Tnv nuépa ot ouvduaopd pe VIBOAOUHATIT TTou Xopnyeital
evdopAeBiwg Eite wg 240 mg kaBe 2 efdopadeg eite wg 480 mg kdBe 4 epdopadeg. H Bepareia Ba Tpémer va ouvexioTel pexpl v eEENIEN TG vooou 1| T pn amodexTr Togikétnta. H
ViBoAoupdpTTn Ba TTPETTEl va gUVEXITTE pEXPI TV EEEAIEN TG vOTOU, Tr) N aTTodeKTr TOGIKGTTA 1 £ug Kal 24 prjveg o aoBeveig xwpic e6EAEN TG vooou (BA. MNepiAnyn Twv XapakmpioTiKwy
Tou l'lpoi‘c':vrog (MXr) yia m docohoyia NG ViBohoupaprnc). Tporormoinon m¢ Beparreiag Ma Tn Siaxeipion Twy GTTOTTWY avemBounTwy EVEDYEILV TOU QUPHAKOU PTTOPE vat aTrameiTal
Tipocwpivr Siakorttr| Beparieiag ffkai peiwar m%ﬁncnq (BA. Mivaxa 1). Orav n peiwan ¢ 660ng eival anapaitm oTr poveBeparieia, cuvigtdral va EEILUBEI aTa 40 mg npepnoiwg Kai
karomv ota 20 mg npepnoiwg. Otav To CABOMETYX yopnyeital oe cuvOuaapo pe VIBGAOUHAPTI, ouviaTdral n peiwon g 86ong ora 20 mg CABOMETYX pia gopd Tnv nuépa kai atn
ouvéxela ota 20 mg kGBe deltepn nuépa (avarpigre oty MXM mg viBoAoUpapTng yia T ouvicTwyevn TpotioTioinen g Bepareiag yia T viBohoupdutm). Ma 1 diaxeipion g
TogikoTnTag Babpol 3 1 peyaAiTEPOU CUNGWVA HE Ta KOV KPITpIa opohoyiag yia avemBipnTeg evépyeieg (CTCAE) f pin avetrg TogkétnTag Babuou 2, cuvmc’:ml n Siakor g 6ang.
ZuvioTdTai N peiwan Tng doong yia cupBdvra, Ta oTroid, eQv eppEVOUY, PTIopoly va karagtouv goBapd f yn avektd. Edv évag aoBevii¢ mapakeiye pia oo, TTou TrapaleipBnke
Sev Ba TpéTel va AngBei eav amopevouv AiyGTepES aTTo 12 wpeg pEXp! TV ETTOpEVN Boar. Mivakag 1: ZuvioTwjieveg TpoTToTroinoeig 56omg Tou CAB ME yia avetnBopnTEG
cvspvclcg Avemi@0unTn Evepv:lu Ko OguTnTa: AvernBupnTeg avnidpdoti BaBuou 1 kai Babuol 2 mou eival avekTég Kai eUKOAA aVTIHETLITIOIEG Tpotmromoinon Bepameiag: Aev
amaieital ouvriBuwg pooappoyr déang. MpocBiote TTapoxr UTCOTNPIKTIKIG @PovTidag aup@wva e TIg EVOEIEIS. Avt‘rl'l@upn‘l’l] Evépyeia ko OZuTnra: AvemBopnTeg avridpdoeig
BaBuol 2 rou eival pn avekTég kal Bev eival Suvaro va avIIPETWTTIOTOOV He peiwon 56ang | LTIOGTNRIKTIKY @povTida. Tpotromoinon Bepameiag: AlakoyTe m Beparieia éwg GToU N
avemBupnTn aviidpaorn amokaracTabei oe Babl6 <1.MpooBEaTe uTooTNpIKTIKY @pOVTIBa oUpPWVA e TIG evBEifels. EEETAOTE T0 EVBEXO|IEVE ETTAVEVAPENG OE PEKWEVT BOOT). AvETTIBUHNTN
Evépyeia kol OZuTnTa: AvemnBUpnTeg avridpageig (extdg aTt6 KAVIKG P epyacTrplaké aviwpakieg) TpoTroTroinan espm'rslag Diakoyre 1) Beparteia wg otou n avemBOpNT aviidpaor
amokataoTabei gt Pabué =1. Mpoobéate umoaTnpikTkn PpovTiBa oUppva e Tig evieites. EmavekkiviaTe o€ peiwpévn doar). AvEmBupnTn Evépyeia kai OguTnTa: AvemBuiunTeg
avTIBPAoEIg (EKTOG aTrd kKAIVIKG pn) epyaaTnpiakég avwpahies) Tpotrommoinon Bepameiag: Aakoyrte T Beparieia, XopnyroTe karaAAnAn iatpikr @povrida, Eav n avemBopnm avridpaon
armokatacTabel péxpl 1o Babud <1, eTavekkivijoTe ot peiwpevn doon. Eqv n avemBopnm avridpaan dev emAubei, Siakoyte povipa 1 Bepareia. AvemBUpnTn Evépyeia kan OgUTnTa:
Augnoeig nriankov eviUpwy yia aoBeveig pe RCC mou éAaBav CABOMETYX o€ ouvduaoud pe viBooupaptn, Avermnéuunmn Evépyeia kai Ofurnra: ALT i AST > 3 gopég ULN ala
< 10 gopég ULN xwpic Tautdypovn oAikr) XoAepuBpivn 2 2 gopég ULN Tporromoinon Bepameiag: Alakdwre o CABOMETYX kai 1r) viohoupdpmn £wg dtou autég of avemBupnTeg
EVEPYEIEG UTTOXWPIooUY OF BaBud <1 H Bepareia pe koprikooTepoeiBr) pTiopel va eEeTaoTel Edv UTIAPXE UTTOWIa avTidPAaNg OXETICOUEVNG HE TO QVOCOTIONTIKG aUaTNUa (avarpééTe oTnv
MXN mg viBoAoupapTmng) Mropei va emaveteTaoTei eTTavekkiviion pe Eva povo @dppako i SiadoxIKr) ETTAvEKKivnon Kal pe Ta dio @dppaka HETd Tv avdppwor). Edv EekivijoeTe ex vEou
pe 1) viBoAoupdprm, avarpégre omy XM mg viBohoupdpmmg. AvemBopnTn Evépyeia kar O0tnTa: ALT 1) AST > 10 gopig ULN 1y > 3 gopég ULN pe Tautéypovn ohikr xohepuBpivn =
2 gopég ULN Tpotromoinon 8epameiag: Aiakdwte opioTikd 1o CABOMETY X kai T viBoAoupapT. H Bepareia pe kopTiKooTepOEIST HTTOPEI Vot EEETACTET £V UTIAPXEN UTIOWI avTidpaong
OXETICOUEVNG HE TO avoooTIoINTIKG auammpa (avarpégre amy MXM g viBoloupdpmng). Znpeiwon: Or Babuoi TafikoTnTag oupgvaly pe Ta Koiva Kpimpia Opoloyiag Tou EBvikou
Avrikapkivikou lvaTmoutou yia AvemBuounTeg Evépyeieg éxdoan 4.0 (NCI-CTCAE v4). W@Mgh OUYXOPNYOUHEVa PUPHAKEUTIKG TTROIOVTA TToU givan
ioxupoi avaatoleig Tou CYP3A4 Ba TIpETTEl va XprOTHOTIOIONVTAH e TIPOGOXA KAl M XPAVIa XProrn OUYXOPNYOUHEVIWY GAPUOKEUTIKWY TIPOIOVIWY TI0U QTOTEAOUY I0XUPOUG ETIAYWYEIG TOU
CYP3A4 8a mipeTrel va armogelyeral (BA. Tiapaypdgoug 4.4 kai 4.5). ©a TipeTTel va peeTnBei n mAoyr evOg EVGAAIKTIKOU OUYXOPNYOUEVOU QapuaKEUTIKOU TTpoiovTog e kaBohou i
eAdyioTo Suvapikd va emdyel ) va avaoTéler o CYP3A4. Eidikol mAnBuopol HAkiwpEvor Asv ouvioTdral svﬁn(n TIpooappoyn g doan vla m prion ¢ kaBolavivipng ot nAikiwpévoug
ooBeveig (2 65 £1n). PuAf Aev aTrarreital Tipooappoyn Tng 8oong e Baon Ty eBvikomra (BA. Napdypago 5.2) Nepikr) dugAsimoupyia iBn TTpETTEr Va XopryeiTal Pe TTpoooxn
ot aoBeveig pe fyma N pérpic veppix) SuoAerreupyia. H kapolavniviBn Sev guvioTdTal yia xpror) oe aoBeveig e aoBapr VEQPIKS BUUAerroupvlu KaBG N aopAAEIT Kal N aTTOTEAEOATIKGTI T
Bev Exouv Tekpnpiwbel oe autoy Tov TIAnBuopo. Hmamki dugAsmoupyla Ze acbevei Pe nma nitamkn SuoAertoupyia Sev amameiial TTpooappoyr g d6ong. Aeopévou o1l udvo
Teplopiopéva Sebopéva ival BiaBEaipa yia aoBeveic pe petpia nmamiki Suoemoupyia (Child Pugh B), dev popolv va oBouv ouaTdoeig Sooohoyiag. Zuviatdral aTevr| TTapakohoenan
Mg ouvolikrg aopaleiag o autoug Toug aoBeveig (BA. Mapdypago 4.4 kal 5.2). Aev uTIapxEel KAVIKR epTTeEIpia o€ aoBeveig pe coBapr niariki SuoAemoupyia (Child Pugh C), ométe Gev
ouvioTdTal 1) xprion g kaodaviviBng o autolg Toug agBeveic (BA. Mapaypago 5.2). Kapdiakr SugAgroupyia Ta oToixeia yia aoBeveic pe kapbiakr SuoAeoupyia eival TEPIOPICPEVA.
Agv pmopouv va TipaypatoToinBolv eibikég ouatdoei Sogohoyiag. [TaoaTpikos MANBUILOS H aopaAeia kai n) atroreAeopamkoTTa TG kaBodaviviBng ot Taidia nhikiag <18 erwv Sev
Exel axopa Tekunpiwber. Ta i Tou Tapéviog SlaBéoiua Sedopéva TreplypdpovTal oty Trapdypapo 5.2, ald Sev PTopei va yivel olaTaon oxXeTika pie T SogoAoyia. Tpomog xoprynang
To CABOMETYX mrpoopilertan yia xprion amé To otépa. Ta Siokia 8a mpémel va katarrivovtal cAdkAnpa kai va unv Bpupparifovial. @a rpémel va doBolv obnyieg otoug aoBeveig va pny
TPUIVE TITTOTA YIa TOUAGYIOTOV 2 WpEG TipIv £wg 1 wpa petd 1n Afjyn Tou CABOMETYX. 4.3 Avtevdeiteig YepeuaioBnoia atn 6pacTiki ougia r] o€ kdTTolo oTrd Ta EkBoya TTou avagpépovTal
oy Tapdypago 6.1. 4.4 EiSIké TTpoeiBoTTonoeig Kail TTpoPUAGEEIS KaTd T Xprion Kabug ol Tepioo6Tepeg avemBUpNTES EVEPYEIES TIPOKUTITOUY Vipic aTnv Tropeia TG Beparteiag,
0 1aTPGG TIPETTE! Va agioAoyei o¥oAaaTIkG Tov aobevi) oTIC TTPUTES OKTw £BBopddeg e Bepateiag yia va TIpoodiopiot eV aTraITeUVIa TROTIOTIOINOEIS TNG 500NG. AVETBUNTES EVEPYEIEG
TIOU YEVIKWG Exouv Tipwipn exdrdwon TrephapBdvouy utracBeoTianpia, utrokahiaipia, BpopBorevia, utréptaon), alvbpopo epubpobucaictnaiag TraAapv-TeApdrwy (PPES),
TTpuJTEIVOUpIG Kai vucnpcw:plkd(l'E) oupBuwu(Koquo w\ycx; q»\:vpovn BAevvoyovou, éuckm)uomrcx Siappoia, £peTog). H avriperiwmon méaviy avemBuunTwy EVEPYEILY ITTOPE va
wpivi] Sia Eity A Moy 0 4.2); ZE VEQPOKUTTAPIKO KUPKIVWLIT JETA OO TTPONYOULIEVT OTOXEUpEVT BeparTeia pe
uwclm(o evdoBnAiakd cuﬁmmo Trapdyovra (VEGF) pclmoalg chl 5IGKOTT£<; g doong Adyw plag avemBupnTng evépyeiac (AE) ouvefnoav ato 59,8% kar 70%, avrigroixa, Twy agBeviov
mou £AaBav kaBodaviivin ot Backn khvikr) Sokiun (METEOR). Ado pegeig g degodoyiag peidadnkav oo 18,3% Twy aoBeviv. O Bidpegog Xpovog £wg TNV TIPLIT HEiWoT TG
Bdooohoyiag Atav 55 nuépeg, kai Ewg Ty TTpWwn diakot Sogohoyiag nrav 38 NUEPES. Ze VEQPOKUTTAPIKO KapKivwua xwpig Tiponyolpevn Bepatreia, Heoelg BOaNG Kal DIAKOTTES TG
Bdoone TaparpiBnkay ato 46% kai 73%, avriaTolxa, Twy aoBeviov TTou EAaBav kaBolavmivipn otnv khvikr) Sokiur) (CABOSUN). Orav n kaBodavniviBn xopnyeitar o ouvbuaauo e
VIBOAOUICILITT OE TTPWITIC-YPAUANS TIPOXWPNLEVO VEGPOKUTTAPIKG Kapkivauud, peiwan g déong i diakorm g d6ong g kapofaviviBng Adyus AE ouvepn oe 54,1% kai 73,4% Twv
aoBevibv oy kAwikr) Sokipr (CA2099ER). AmraimiBnxav dlo peosig Tng 86ong aTo 9,4% Twv aoBevivy. O PECOG XPOVOG EWG TNV TIPWIN HEiWaT n%g B6ong fArav 106 npEpeg Kai we Ty
TpwmBiakotT) g Soong nav 68 npépec. Z1o MITATOKUTIAPIKG Kapkiviwpia JETA AT TIpONyOoUHEVN CUCTNHIKN BepaTreia, 01 HEWGEIG Trg BOong Kai ol dlakoTreg doong ouvefnoav oTo 62%
ka1 84%, avricToia, Twy acBevtov Trou EAaBav kaBolavTiviBn oTnv kAiviki dokipr (CELESTIAL). Ato peiwaeig S6oewy amraimiBnkay ota 33% 1wy aoBevioy. O SIGUECOg Xpovog péxpl T




UEeiwaon g TpwNG Soong rrav 38 nuépe kai péxpl My Siakot Tng TpWTn 56ong ftav 28 nuépes. ZuvioTdral oTevoTEPN TrapakoAolBinan ot aoBevelg pe Ama i pETpia NTTCTIKY
Suohemoupyia. ZTo GI0POPOTTOINUEVO KapKivwpa Tou Bupeotibolc, o1 PEOEIS TN Boong kal o1 SiakoTreg g 56ong cuvéPnoav oto 58% ka1 72%, avioToiya, Twv aoBevwy Trou ekaBav
kaBofavrvipn oy khivikr dokipr (COSMIC-311). Ado peiwotig dooewv amaménkav oo 22% Twv aoBevwy. O Siapecog Xpovog PEXp! TN PEiwan TG TipwTng Soang fitav 57 nuépee kai
pExp! T SiakoTm) TG TpwTNg oong firav 30 npépeg. HrarotofikoTnra M QUOIOAOYIKEG TIHEG OTIG EGETAOEIG TG NTTATIKIG Aeoupyiag (abgnon g apvotpavagepdong Tng ahavivig [ALT],
NG aOTIAPTIKAG apivaTpavo@epdang [AST] kai Tng xohepuBpivng) TapatmpriBnkav cuxvd oe aoBeveig Trou éAaBav Bepareia pe kaBolaviivifn. Zuviotdral n Sieaywyr) EEETACEWY NTTATIKAG
hermoupyiag (ALT, AST kai xohepuBpivng) Trpiv atmo Tnyv évaptn Tng Bepareiag pe kaBolavriviBn kai n TpooekTikn TTapakohouBnon kard 1 Sidpkeia Tng Bepatreiag. MNa aobevei pe
emdeivwan Twy eEETA0EWY TNE NTTATIKAG AeToupyiag Trou Bewpolvral oxenddpeveg We T Beparreia pe kaBolavTivipn (BnA. dtrou Bev eival epgavig kapia evalaxtikr arria), Ba pémel va
axkoAouBolvial of cupBoukéc TpoTToTioinang Mg ddong atov Mivaka 1 (BA. TTapaypago 4.2). Otav n kaodavTiviBn xopnyeital o cuvduaoud pe ViBoAoupauTn, éxouv avagepBei
auyvorepa BaBuol 3 kar 4 augrjoeig ALT kai AST oe oxéon pe 1 povoBeparreia pe kaBolavnviPn oe aoBeveic pe Tipoywpnpévo RCC (BA. Mapdypago 4.8). Ta nrmarika év{upa TTpETel va
TrapakoAcuBouvTal TIpIV aTtd TV Evapgn kal Trepiodikd kaTd T Sidpkeia Tng Beparreiag. MpéTrel va akoAouBolvtal o 0dnyies aTpikig Siayeipiong kal yia Ta dUo papuaka (BA. Mapdypagpo
4.2 xan avartpégte oty MXM yia ) viBohoupaptm). H kaBodavTiviBn amodahAerar kupiwe pEow Tng nTraTikrc odou. ZuviagTdTal OTEVOTEPN TTapaKoAOUBnon TNS oUVOMIKNG ao@AAEIag Ot
aoBeveic pe ma f pérpia nmamkn ducAemoupyia (BAETe emriong TTapdypago 4.2 kai 5.2). Mia uynAoTepn oxenikn avaloyia acBevwv pe pérpia nrramkr) SugAsmoupyia (Child-Pugh B)
EPQAVIOE NTIaTIKY eykepalomdBela pe T Beparreia pe kaBoloviviBn. H kapolavmviPn Sev ouviotdral yia xprion ot aoBeveic pe coPapr) nmamkr duohermoupyia (Child-Pugh C BA.
MNapdypagpo 4.2). Hamkn eykegahomdbea Zmm peAetn HCC (CELESTIAL), n nmarikr eykepakotiabeia avapépbinke ouyvorepa oty opdda kafodaviving oTrd autr Tou £IKoVIKoU
papuakou. H kaBolaviviBn £xel ouoyenioTel pe didppoia, £peTo, peiwpévn opegn kai Siarapayég nAektpohutiov. Ze agBeveig pe HCC pe emmpeaoévn NTTaTK ASmoupyia, auTég ot pn
narikég emMGPATEIG HTTOpE! Va Eival TTapdyovTEg ETTIaTIEVaNG Yia Ty e&EMiEn g nmamikig eykepahomdbeiag. Or aceveig TipéTrel va TTapakohouBolvial yia anpeia Kai OUNTTTLHATA
NTatikig eyKeQaAoTIaBeIag. A;g‘_rgl_g;m_mwm ZoPapég I'E diatpriotig kal oUpiyyia, HEPIKEC YopEg pe oipdia éxBaar), Exouyv TrapampenBei pe Ty kaBolavviBn. O1 acBeveig Trou
£xouv @Aeypoviwdn vooo Tou eviépou (Tr.X. vooo Tou Crohn, ehkwdn koAinda, Tieprovitida, ekkoATwpaTtimda i okwAnkoadimda), £xouv dirBnon Tou dykou ot ME 086 i TTapouaiGdouy
ETMTAOKEG OTIO TIPONYOULEVN XEIPOUPYIKN ETTEURaON Tou yaoTpeviepikoU ouaTnuarog (Biaitepa otav oyeriferal pe kabBuaTepnuévn fj areAn emotAwon) Ba Trpérmer va agiohoynBouv
TIPOOEKTIKG TTpiv apyicouv T Beparteia pe kaBolavmiviBn kal, o1 cuvéxeia, Ba Tipémer va TrapakoAouBolvTal OTEVA yia CUPTITWHATA SIaTPRCEWY KAl GUPIYYiwv, CUPTIEPIAAUBAvOPEVWY
TWY aroomudTwy Kai T ofyn. Emipovn 1} emavepgavidopevn didppoia otn didpkeia g Bepareiag uropei va eival mapdyoviag kivdivou yia Tnv avamun Tipwkikod oupiyyiou. H
kaBolavTivin TipéTre va SiakoTITeTal o0& aoBeveic TTou epgavifouy SIATPNoN TOU YAOTPEVIEPIKOU OUCTHHATOS 1} cupiyyio Tiou Bev pTTopei va avTipeTwmioTel eTTapkws, FaoTpeviepikéc (TE)
Siarapayéc H Siappoia, n vautia/EpeTog, n PEIWPEVN OpEgn Kal n u'ropmiﬂﬁufmoumlkc‘: ahyog ftav pspméc aTro Ta Mo guyvd avucpapeéwu oupBdavTa Tou yaoTpevTEPIKOU (BA. Trapaypagpo
4.8). Apeon 1aTpikn Siayeipion, cupTTEpIAGUBavOPEVNG TNG UTTOTTNPIKTIKAG PPOVTIDAG JE GVTIEUETIKD, QVTIDIOPPOIK 1 QVTIOGIVE, TIPETTE! va EpapHoobEl yia Tryv TTROANYN TN¢ agpuddTwarng,
TWwv ﬁlmcpaxwv Twv nAekTpoAuTwY Kai ¢ amwheiag Bapoug. H Giakorm f peiwaon g 6ang, 1 n povipn diakotm g xoprynong kaolaviviBng Ba TIPETTEl VOl ,\upﬁdweml uTToyn ot
TIEPITITWON ETTHOVIV 1} ETTAVAAGHBAVOLEVWY CNHAVTIKGLY YAOTREVTERIKWY avETOUUNTWY evepyeiv (BA. Mivaka 1). OpopBospBohkd oupBdavia Me Ty kaBolaviiviBn, £xouv TrapatnpnBel
ouppavra phefikric BpoppoepBong, cupTepihapBavopéviuy aupBdvTwy Tiveupovikng egBoAng kal apmpiakri BpopBoepfoAng pEpikEG popEs Bavameopa. H kapodavivin Tpémel va
XPnoipoTToieiTal pe Tpodoyr| o aoBeveig TTou TTapouoiddouy Kiviuva 1 TTou £xouv I0TOPIKG QUTWY Twy EVepyerwy. ZTn peAern HCC (CELESTIAL), maparmpnBnke Trukaia gAepikr
Bpoppwan pe kapolavivipn, ouptrepihapBavopévou evog Bavarngopou cupBaviog. AoBeveic pe oTopikd TuAdiag @AeBIKnG diNBnong @avnke va diaTpExouv peyaAlTtepo Kivduvo
avaTTuéng Tulaiag gAeBikic BpopBwong.H kaBolavtiviBn Ba TrpéTiel va diakoTie ot agBeveig TIou avarTiodgouy ofU EP@Paypd Tou HUoKApdiou i oTrolaSTToTE GAAN KAIVIKG anpavTike
BpopBoepBoiikn etrTAokr). Aipoppayia Me v kaBodaviivipn el TapatnpnBei ooBapr) aipoppayia pepikég popig Bavameopa. O aoBeveic TTou £xouv I0Topikd gofaprig aijoppayiag
TIpIvV aTro T évapén Tng Beparreiag Ba TipéTrel va afloAoyouvial TTPOCEKTIKG TTpIv aTrd Ty évapEn g Beparreiag pe kafolavrivipn. H kaBolavriviBn dev TipéTrel va xopnynBei ot acBeveic
TIou Exouv R Siarpéxouv kivbuvo yia ooBapn aipoppayia. £ peAérn HCC (CELESTIAL), avagépfnkay avarngdpa aipoppayikd oupBdvia oe uynAotepn ouxvotnta pe kapolavivipn
arno To EKOVIKG pappako, O Tapdyoveg KivBivou TrpodiaBeong yia aofapr) alpoppayia otov TTANBUONG pe TTpoxwpenpéve HCC utropei va repihapBavouy Ty Sinbnorn amdé Tov éyko
Twy KUPIWVY CIJOPORLWY ayYEIWV Kal TNV TTapouoia UTIOKEIREVNG KIPPWOTG TOU ATTATOG TIoU £XEI WG aTTOTEAETLIA T Bnpioupyia cloopayikwy Kipawv, TIuhaiag uTiéptaong kal BpopBoteviag,
H peAérn CELESTIAL amréxAeioe aoBeveig Pe TauTOXpOV QVTITINKTIKY aywyr) i avTiaipoTeTaliakols TTapdyovTes. AoBeveig Trou Sev AdpuPavav Beparreia 1y pe eANTT BepaTreia, yia KipooUg
HE cipoppayia rj Pe uynAd kiviuvo aipoppayiag eGaipéBrikav ertiong armo ) peAem autr. H pehémn Tng kaBoZavriviBng oe ouvduaouo pe m viBoAoupdp ot Tipoywpnpévo RCC mpimg
ypappng (CA2099ER) amrékAeioe aobBeveig e avnimmkTikd o BeparreuTikég d6o€is. AveupuopaTa Kal apinpiaxol diaxwpiayoi H xprion avagroréwy g VEGF ool ot aobieveig pe i xwpig
UTTEPTAOT) UTTOPEI va TTPOdyel TOV OXNUATIOHS aVEUPUCHATWY 1} / Kal apTnpiakwy Siaxwpiopwy. O KivBuvog autog TIPETTE! va AauBGVETTl TIPOOEKTIKG UTTOWN TTPIV aTTo TNV Evapn Tng
Beparreiag pe kapolavnivifn oe aoBeveic Trou TTapouaiddouy TTapdyovTeS KIVBUvoU 6TTwG uTTépTaon f |crrop|Ko aveuptoparog. @popBorievia Zn peAétn HCC (CELESTIAL) ken an pehén
DTC (COSMIC-311), avagepbnke BpopBotievia kKai peiwpéva aipotretahia. Ta erritreda aipoTreTaAiwy TIPETTEl va TrapakoAouBouvtal kard T Siapkeia g Beparreiag pe kaBodavTiviBn Kal
n déon va TpotoToleital avakoya pe T coBapdrnTa mg BpopBomeviag (BA. Mivaka 1). EmmmAokég paupdrwy Me v kaolaviivin éxouv raparnpnBel emmmrAokég TpaupdTwy. H Bepareia
He kapolavnvipn Ba Tipémrel va SiakorTel TouAdyioTov 28 nuépeg TPV aTTO TNV TIROYPAPPATICUEVN XEIpoUpYIKN eMEUBaon, oupTrepiAauBavopévig TG oSovTIarpIKig XEIPOURYIKNG
eMEPBaong f Twv eTTEpBarnikiiv odovTiaTpikwy TTapeBacewy, edv eival Suvatd. H amogaon va ouvexioTe n Bsparieia pe kaBolavnvipn HET@ Tn Xeipoupyikr| enépBaocn Ba Tpéme va
BaoiaTei oy KAIVIKR Kpion yia Ty eTapkr] eTToUAwon Tou Tpadparos. H kaBolaviiviBn Ba Tipémer va diakoTie ot aoBeveig ﬁz ETITTAOKEG ETTOUAWONG TPAUUATOS TTOU ATTaITOV IaTPIKT
TrapépBaon. Ymépraon Me mv kaBolaviiviBn Exer raparnpnBei uniépraan, aupTrepiAapBavopévng g UTIEPTAOIKNG Kpiong. H aptnpiakn Trieon TipeTel va eAEyyeTal KaAd Tipiv armd my
Evapgn g kaBolaviiviBng. Kard mn Sidpkeia g Bepameiag pe kaPolaviviBn Aol o aoBeveig Ba TTpéTel va TrapakoAouBoldvTal yia UTTERTAOT KOl Va aVTIMETWITICOVTC, GTTWG CTQITETQN, JE
TUTTIKT] avTiuTIEpTaOiKT BepaTreia. ETnv TEpiTTTWoN EPpovng uTTépTaong TrapdT yiveral xprion avmiutreptacikwy, n kaBodavriviBn Ba mpémer va Siakotrel, £wg o0Tou EAeyxBel n aptnpiakr
Tiiean: karomv n kafolavivipn prropei va guvexioTei ot peiwpévn oor. H kaodavriviBn Ba mpéTrel va Siakorrei eqv n uTIEpTOOT) Eival coBapr] Kal ETIUOVI TTAPG TNV QVTIUTTIERTAOIKT
Bepareia kai ) peiwon Soone me kaBolaviviBng. Ze MepITITWOT UTTEPTAOIKNG Kpiong, n kaBolavmiviBn mpémer va Siakorel. Ooteovékpwan ‘Exouv Taparnpnbei mepioTaTika
00TEOVEKPWOTIC TG yvaBou (ONF) pe v kaofaviviBn. ©a TrpéTrel va SiefayBei oToparikn egETaon Trpiv aTmo Ty evapén e kaBolaviviBng kai repiodika kard ) Sidpkeia g epareiag
pe kaBolavivipn. O1 aoBeveig Ba Tipémel va evnuepwBouv Goov agopd TiG TIpaKTIKES aTopaTikig Lyienvrig. H Bepatreia pe kaBodavTiviBn Ba TpéTrel va avaoTahei TouhdyioTov 28 nuépeg
TIpIV 1o TNV TIpoypapyamopévn odovTiaTpiki XElpoupyikn eméppaan ) Tig emepBamkéc odovriatpikéG TTapepBAoeig, Eav eivan duvato. ATrameital TTpocoyr] Ot acBeveig Trou AapBdvouv
pdppaka Trou oxetifovtal pe Tnv ONI, 6Tiwg diguwapovikd. H kaBofaviviBn Ba mrpémer va Siakorretar oe aoBeveig ou epgavifouv ONI. Zovdpouo epubpoduoaaBnoiag TTaAauiv-
meAudrwy Me v kaBolavivifn éxel raparnpnBei ouvBpopo epuBpoduoaiobnoiag TTahapiv-reApdarwy (PPES). Orav 1o PPES eival coBapd, Ba tipéer va AngBei utroyn n Siakot Tng
Bepareiag pe kaBolavivipn. Mpeme va yivel Eavd évapén Tne kapolaviiviBng pe xapnAdrepn doon 6rav 1o PPES emAuBei ot Babpd 1. Npwieivoupia Me v kaBodavniviBn £xe TraparnpnBei
Tipwreivoupia. H Tipwreivn oldpwy Ba TpéTTer va nupuxm\ouez'rrm TakTIKa Kara Tr Beparreia pe kaBodaviviBn. H kapofavivipn Ba mipémer va diakotre o€ aoBeveic TIou avamTuogouy
VEQPWOIKO aUvBpopo. Z0vd omigfiac avaoTpéyl| aBeiac Exel maparmpn@ei auvBpopo omioBiag avaoTpéyipng eykegarotabeag (PRES) pe my kaBolaviviBn. Autd
10 oUvSpopo Ba TipéTel va eferaleral oe kaBe aobevr) rrou suq:aw(sl TroAAaTTAd oupTITwpaTa, omuc oTragpols, ﬂovoncstpu)\oug. OTITIKEC BIaTApaYEC, OUYXUON r) aAAOIWLEVN VOrTIKS
Aermoupyia. H Bepareia pe kaBolavriviBn Ba pémel va SiakomTeral ot aobeveig pe PRES. ou it T H kaBogaviviBn Ba TTpETTel va XpnoIHOTIOIETa Pe TIPOTOXT

o€ aoBEvEiS LE I0TOPIKO TrapaTaons Tou diaompatog QT, ot aobeveig TTou AapBdavouv cxvrlappuepma n ot aostslg HE OXETIKT TpoUTIdp)ouca kapdiakr véoo, Bpadukapdia, n
diarapayég nAekTpouTtiav. Otav xpnalponmanm n kapoZavivipn, Ga TpéTrel va egetaletal n repiodik) Tapakohotnor katd T Sigpkeia g Bepaeiag Tou HKI kai Twv nAekTpoAUTLY
(aoBeoTio, kakio kar payvrioio opou). AugAemoupyia Tou Bupgoeidoug ZuvioTdTal Badikr} EpyacTrnpiak HETPNON TN Aemoupyiag Tou BupeoeiBoug O GAoug Toug aoBeveic. AoBEveic Le
TpolTIdpYOV UTIOBUPEOEIBIONO N UTTEPBUPEOEDIONS Bal TIPETTE VA QVIILETWITI{OVTal OUHQLIVA e Tr) OUVABN ITPIKF TIPAKTIKA TIpIV aTtd TNy évapén Trg Bepatreiag e kaBodaviivin. Ohor
ol aoBeveig TIpETTEl va TrapakohouBolvial oTevd yia onpeia kal oupTTwpara SugAemoupyiag Tou Bupeosidoug kard T didpkeia g Bepareiag pe kafolaviivipn. H Aemoupyia Tou
Bupeoeidoug Ba TIPETTE! VX TapakoAouBeital TTepIodikd kad' o)\r] m Enpkslu mg Gepm‘mog HE Kaﬂo(mmvnﬁn Ol acoBeveic TTou avaTTiooouV Buchermoupyia Tou Bupeonéoug Ba mpéTTel va
avTIPETWTTIOVTal OUpGVaA e Tr) GuviiBn 1aTPIKr) TIPAKTIKT. IKEC T IKWV E eferaoewy H kaBolavnivipn £xel OUOXETIOTE e au§npévn ouxvemTa
EHQAVIONG U QUOIOAOYIKWY TIHWV NAEKTPOAUTLV (ouyﬁzpli\apﬁuvups\rqg NG uTTo- KC!I mg u‘nEchAl(tlplug Tr]g uTropayvnotaipiag, g unaoBecTiaipiag, Tng utrovarpiaipiag). Me v
kapolavriviBn £xel TraparnpnBei utaoBeoTiaipia ot unAcTepn ouxvoTnTa Kai' N augnpévn ooBapornTa (oupTrepihapBavopévwy BabBpou 3 kai 4) oe aoBeveig pe kapkivo Tou Bupeoeidolg
o€ oUyKpian He aoBeveig e GAMoug kapkivoug, ZuvioTaral n rapakoAoubnon Twy Poxnpikiy Trapapérpwy kard T Sidpkeia g Separeiag pe kapolaviviPn kai n eioaywyr) kardAnAng
Beparteiac avIKATGOTAONG OUNpWVA LE TNV KaBiepwpévn KAIVIK TIpaKTIK, edv ararreital. Mepimiwotig nmamikig eykepakortabeiag ot aobeveic pe HCC priopei va amodoBolv oy
avdrTugn nAektpohutikiv Siarapaytv. H Siakotm f n peiwaon Tng Boong fj n opioTikr dlakeT Tng xopriynong kafolavTivipng Oa TTpETTel va eEeTAZETal OE TIEPITITLWON ETTIHOVWV 1)
emavahapBavopevwy onuaviikwy Siatapaywy (BA. Mivaka 1). Emaywyeic kai avaotoeic CYP3A4 H kafocavnvin sival urreotpwua CYP3A4. H auyyxopriynon kaBolaviviBng pe tov
1o}upd avaotoréa CYP3A4, Tnv ketokovaloAn, eixe wg amoréAeopa pia atgnon g ékBeong kaBodaviiviBng oo TTAdopa. ATrarmeital Tipogoxr kard T xoprynon kaBolaviiviBng pe
(pappaka Tou eival ioxupol avaaToheic CYP3A4. H ouyyopriynon kapolavriviBng pe Tov ioxupo emaywyéa CYP3A4, T pipapTmkivn, EiXE weg ammotéAegpa pia peiwan g ékBeang
kapolaviviBng oto TTAAopa. ZUVETTG, TIPETTE! va aTTo@euxBel n xpovia XopAynon Twy gappdkwy Trou eival ioxupol etaywyeic CYP3A4 pe Tnv kaBolavnvipn (BA. Trapaypdgoug 4.2 kal




4.5). Ymootpwyara P-yAukotipwreivng H kaBoZaviviBn fArav évag avaotoAéag (IC,, = 7,0 pM), ala éx1 utrdoTpwa, Twy SpacmpioTiTwy petapopds P-yAukotpwieivng (P-gp) oe
BikareuBuvTiKo cuoTnpa TTpoodiopiopel xpnapoTolwvTag kuTtapa MDCK-MDR 1. Zuvemiog n xafolavriviBn pTropei va £l TNV IKavoTnTa va QUEAVE TIG TUYKEVTPLIOEIG TUYXOPNYOUHEVIIY
uTrooTpwHdTWY P-gp oTo TAdopa. O1 aoBeveic Ba Tipémer va TpoeidotroinBoly 6oov agopd T Afjyn uteoTpwpatog P-gp (T1.x. peCopevadivn, aNoKIpévr), apTrpicevTavn, ETEEINKT
SaPiyarpavn, Siyofivn, koAxikivn, papaPipokn, Trooakovalohn, pavohadivn, oatayAmTrivn, omayAmTrivn, TaAivoAdAn, ToMBardvn) evwd AapBdvouy kaBolaviiviBn (BA. TTapdypago 4.5).
AvaaroAeic MRP2 H yopriynon avaoToAéwv MRP2 pmropei va odnyrioel o auériosig Twy ouykevTpioewy Tng kaBolavTiviBng oto TAdopa. ETropéviug, n Tautdxpovn Xprior avacToAEwy
MRP2 (11.x. kukhooTropivn, epaBipéven, eptpiormaBivn) Ba Tipémer va TrpoosyyiCetal pe Tipoooxr (BA. Tapdypago 4.5). 'Exdoxo Aakrddn AoBeveig Pe oiavia kAnpovopikd TpoBAnpata
Suoavegfag otn XGACKKT(')CI], oMikr} aveTrdpkeia Aaktdong fj pe Suoarmoppdenan yAuke{ne-yaAakTodng Sev TIPETTEN va TIGPOUY auTd TO GAPHAKEUTIKG TTpoIdv. NATpIo AuTO TO (PUPHAKEUTIKG
TIpoiov TEPIEXE! AiyoTepo amé 1 mmol varpiou (23 mg) ava Siokio, SnAadn ougaoTikd eival «eAeUBepo vaTtpioun. 4.8 AvEmBUunTES evépyeieg KaBodavivin wg povebeparreia MepiAnwn
Tou TIpogiA agpdAeiag O1 o ouxvég oofapég avemBupnTeg evépyeieg otov TANBuopd RCC (21% ouxvétnra) eivar To kohiaké dAyog, n Sidppoia, n vauTia, n uméptaor, n epBoAr, n
uTrovaTpicipia, n Tveupovikn BoAR, o £ueTog, n aguddTwann, n koTwar, n eEacBévion, n pewpévn 6petn, n ev Tw Paber pAePikry Bpoppwor, n &iAn, n uopayvnoiaipia kai To glvBpopio
epubpoduoaiobnoiag Tahapwy-TreApdrwy (PPES). O1 mo ouyvég avemBOunTeG EVEPYEIEC OTTOIRTBNTIOTE ouyvoTnTag (TTou epgavifovial o ToukdyioTov 25% Twv aobeviov) oTov
TAnBuopé RCC mepiAdpPavav Sidppoia, komwan, vautia, pewpévny opegn, PPES, umépraan, pewpévo Bdpog, Eueto, Suoyeuoia, duokohotnTa kai augnuévn AST. Ymépraon
Traparneriénke o guxva atov TANBuapo6 pe RCC ywpic TiponyoUpevn Beparreia (67 %) ot olykpion pe aoBeveig pe RCC petd amo mponyoUuevn otoxeupévn Beparreia pe VEGF (37%).
O1 mo ouyveg ooPapeg avemBUpnTEG evepyeieg oTov TTANBuopd Tou HCC (2 1% ouyvornra) eival n nimamkn eykegahomraBea, n e§uobévian, n kémwor, 1o PPES, n Sidppoia, n
uTrovaTplaipia, o £UETog, To KoIMake dhyog kal n Bpopotrevia. O1 o ouxveg avenBipnTeg avnidpdoeis omoioudrote Babpol (1TTou TTapoucidoTnkav ot TouhdyioTov 25% Twv aoBeviov)
aTov TTAnBuops HCC mepihdpBavav Siappoia, peiwpévn opetn, PPES, kémwon, vautia uttépraon kal épeto. O1 o ouyveg coBapég avemBUpnTes evépyeieg otov TTANBuopué DTC (21%
emiTTwon) eivai n Sidppoia, n TIVEUPovIKE £pBoAR, n duaTvaia, n ev Tw Bade Aikr BpopBwon, n uTréptacn kal n uTTaoBeoTiaidia. O TNo ouXVEG aveTBUpNTES EVEPYEIEG OTTOIOUBITTIOTE
BabBpou (Tou epgpdvioe Touhayiotov To 25% Twv aoBeviov) atov TANBuopd DTC mepieAapPavav Sidppoia, PPES, umépraon kai komwor. AvemBuunTeg evEpyeieg o Jop@n Trivaka O
avemBUPNTES EVEPYEIEG TIOU avagEpBnKav OTo CUYKEVTpWTIKG olvolo Bedopéviwy yia aoBeveic Trou éhafav povoBepareia kafolaviviBng yia RCC, HCC kai DTC (n=1043) rj avagépBnkav
He T xpron kaolavtiviBng petd v kKukhopopia g avagépovial otov Mivaka 2. O avemBUpNTES EVEPYEIEG TIapaTiBevTal oUPQWVE PE TNV KATNyopia opydvou CUuGTHUATOG KOl TN
ouyvotnta kard MedDRA. Or ouyvernteg Baoifovial oe 6houg Toug BaBuoug ka opifovral we e€rig: TToAD ouxvée (21/10), ouyvég (21/100 £wg <1/10) 6x1 ouyvég (21/1.000 £wg <1/100),
N yvwaorég (Sev prtopolv va eknipnBouy e Baon Ta laBéoiya dedopéva). EVIog kdbe karnyoplag ouxveTnTag Eppavionc, of avemBUpnTeg evEpyeieg TrapariBevial kartd glivouoa oeipd
cofapomTac. Mivakag 2: AVETTIBOUNTEG EVEPYEIES pappdkou (ADRs) Trou Exouv avagepBei o€ KAIVIKEG HEAETEG I} OF XPrjOT) HETA TNV KUKAoQopia ot acBeveig Trou Adupavav
Beparreia pe kapolavTivipn wg povoBeparreia. AOIPWEEIS KAl TTAPATITWOEIG TuxvEg: amooTnya. AlaTapayég Tou aijoTromnTikod Kai Tou Aepgikol guoTriparog MoAl guyvic:
avaipia, BpopBotrevia, Zuxvec: oudeTepotTevia, Aeppotevia. AlatapayEg Tou evBOKpIVIKOU ouoTiparog MoAl ouyvig: utoBupeoaiBionoc”. AlaTapayég Tou petaBoAiouol Kal TNG
Bpéyng Mol ouyvec: peiwpEvn GpeEn, uTropayvnaiaipia, urokahaipia, uToahBoupivaipia ZuxveC aguddTwar, uTroguwogaTailia, uTovaTpiaipia, utTraoBeomiaiia, utrepkaNiaipia,
uTrepyoAepuBpIvaIpia, uTrEpyAukaipia, uTroyAukaipia. AlaTapayEg Tou VeEupikoU guoTijparog MoAl guyves: Suayeuoic, keparahyia, (AN ZuXVES: TIEPIPEPIKT VEUPOTIGBEID™ Oy OUXVE:S
amaopol, ayyeiako eykepakikd emeioodio Mn yvwaotés: ouvdpopo otrioBiag avaaTpéyipng eykepahomiabeiag AlarapayeEg Tou wrog kai Tou AaBupivBou Zuxvic: epfoéc Kapdiakég
Siarapayéc Mn yvwoTég éugpaypa puokapdiou Ayyelakég Biarapayég MoAl ouxveg: uméptaon, aioppayia™Zuxvec: QAeBik BpouBwon®, aptnpiakr BpopPwon Mn yvwoTég
aveuplopaTa kal apTnpiakol diaywpiopoi Ox1 ouyvé:g uTrepTaaikn kpion AlXTapayEG TOU aVATTVEUOTIKOU CUOTIPATOG, Tou Bwpaxka Kai Tou pEcoBwpdkiou MNoAl ouyvég: Suopuvia,
SuoTrvoia, Brixag Zuxvec: TIveupovikr epBoAr) Alatapayég Tou yaoTpevTepikol [NoAd ouyvig: Bidppoid”, vautia, Epetog, oToparimda, SuokoiiioTnTa, Kolhiakd GAyog, BuoTrewia Zuxveg:
yaoTpevTEPIKT DidTpnon®, Traykpeatinda, aupiyyio®, yaoTpooicogayiki TakivBpounan, aijoppoideg aTopaTike dAyog, EnpoaTopia, Suopayia, y\woooduvia AlaTapayEg Tou ITaTog Kai
TWV XoANQOpwY ZuyvEs: nTamkr eykepaiordbea™ Oy ouyvEs: xohooTarikr nratinéa Alatapayég Tou Séppatog kai Tou utrod6piou 10Tou MoAl auyvég: alvBpopo epuBpoducaioBnaiag
TaAapwv-TreApdwy (PPES), efdvnua Zuyveg: kvnopog, ahwrekia, npodeppia, Seppatimda utd popen akpnic, ahhayr xpuparog paAhiwy, uTrepkepaTwor, epuBnpa Alatapayég Tou
HUOOKEAETIKOU OUOTIHATOG Kal TOU OUVBETIKOU 10ToU MoAU guyvEg: TTovog oTa dkpa Zuxvég: puikol oTracpol, apBpalyia Oy ouyvég: ooTeovékpwan TG yvdbou AlaTapayEg Twv
VEQPUIV Kal Twv oupopopwy obwy Zuyvig Tpwreivoupia Mevikés Siartapayég Kal KaTaoTaoelg mg obol Yoprynong MoAu ouxvic: kOTIWOT), QAEYHOVH Twy BAEVVOYOVWY,
e€aoBévion, Tepipepiko oidnua MapaxAivikég eEeTdoEeIc® Mol ouyves: peiwpévo Bapog, autnuéva ALT opou, augnuévn AST Zuyvég: ALP opol augnuévn, augnuévn GGT, augnuévn
kpeamvivn aiparog , au§nuévn apuAdon, uuf,rluévq Arrdon , augnuévn xohnotepohn aipatog, augnuéva TpiyAukepidia aipatog Kakoelg, SnAnTnpidoeig kai EMITTAOKEG BEPATTEUTIKWV
XEIPIOUWY ZUXVEG: ETIITTAOKEG Tpadpatog® * BAeme evornra 4.8 Meplypaer] Twy EMASYPEVWY aveTBUUNTWY EVERYEILV YIG TIEPQITEPW XOPAKTNPIOG.* ZuptepihapBavopévng g
ToAuveupoTTaBEiag. n TTEpKpepIKN veupaTTaBeia eival kuplwg aioBnTnpiakr * ZupmepihapBavopévng Tng ETTIOTAENG WG TNG TTIO CUXVA avapePOUEVNG aveTNIBUPNTNG EVEPYEIIS © AEG O
PAEBIKES BpopPoE, aupTEphapBavopEvng TG ev Tw BaBer pAeBikig BpduBwang ¢ Me Bdorn Tig avagepBeioeg avetnBUpNTEG EVEPYEIEG * AlaTapaypévn ETTOUAWAT, ETTITTAOKY) OTO OnEiW
Topng kar didaTraon Tou Tpatpatog H kaBolaviviBn ot cuvbuaoud pe viBoAoupauTn Ot TTpWme-ypapurs mpoxwpnuévo RCC Nepiknwn Tou TTpogiA aggakeiag Otav n kapodavtiviBn
xopnyeitan ot auvBuaopd pe viBoAoupaptrn, avarpégte otnv MXM g viBoAoupdutmg Tipiv amd mv evapén Tg Bepameiag. [la TEPICOGTEPES TTANPOPOPIEG TXETIKA HE TO TIPOPIA AoPAAEIaG
NG povoBepatreiag pe viBohoupdptm, avarpéEre atnv MXMN mg vioAoupdapTmg. Zro ouvoho Sedopéviwy Tng kapolavmiviBng 40 mg pia gopd TRV NEépa ot guvBuaguo e viBoAoupdpTn
240 mg kdBe Goo efdopadeg oo RCC (n =320), pe ehdyiomn mepiodo TapakoholBnaong 16pnviov, ol o ouyveg ooPapéc avemBUpnTeg evépyeieg (2 1% ermiTmwon) Atav Sidppoia,
TveupovinSa, TIveupovikr ePBoAr, TTveupovia, utrovarpiaipia, Trupegia, aveTdpkela Twy eTveppiiwy, Epetog, aguddTwor). O1 o ouxveg avemBUpnTeG evépyeieg (2 25%) nrav didppoia,
kémwor, clvdpopo epuBpoducaicdnaiag TTaAapwy-TTEANATWY, oTopaTiTda, HUOCKEAETIKGG TIGVOG, UTTEpTaan, e€dvBnpa, utoBupeoadiopds, peiwarn opegng, vautia, kolhiakd diyog. H
TIAEIOVOTATA Ty avETTIBUHNTWY EVEPYEIY Tav (TTIES £wE HETPIEG (BaBudg 11 2). [i N wy O1 avemBUUNTES EVEPYEIES TTOU EVIOTHOTNKAY aTnV KAIVIKI) HEAETN TNG
kapolavmviBng oe cuvduaopd pe viBohoupapTn avagépovTal atov Mivaka 3, olpguva PE TV KaTnyopica opydvou guoTrparog kal T ouxvorna kard MedDRA. O1 cuyvéTnTeg Bagifovral
ae dhoug Toug Babuolg kal opifovial we e oA auxveg (21/10), auxvég (21/100 £wg <1/10) 61 ouxvég (21/1.000 éwg <1/100), pn yvwarée (dev pmopolv va exkmiunBoly pe Bdan Ta
SiaBéoipa Bedopéva). Eviog kdBe katmyopiag ouyvoTnTag EPPAVIoNG, o avetmBUUNTES EVEPYEIES TTapaTiBevTal kard @Bivouoa oeipd coBapétntag. Mivakag 3: AVEmMBUUNTES EVEPYEIEG
pe kapoZavTivin o€ ouvBuaopd pe viBoAoupapTn AOIHWEEIS Kai TTapaoITwoEelg Mol ouxvEg: Aoiiwén Tou aviyTEpOU avaTIveUdTIKoU CUTTHHATOG ZUXVEG: TIveupovia AlaTapayEg
TOU CIPOTIOMTIKOU KOl Tou AERQIKOU OUOTHHATOS ZuyveG: nwovopilia AloTapayEg TOU avooomoInTiIkoU ouoThparog Zuxvés: utepeuaiofnoia (oupmepihapBavopévng e
avapuAakTikig avTidpaong) Ox ouxvéc: oxendopevn pe Ty £yxuon avtidpaan umepeuaiobnaiag Alatapaxég Tou evBoKpivikoU guoTipatog MoAd auxvés: umoBupeoceibiopac,
uTrepBupsoedIoNGg ZUXVEC: ETveQPIBIarr avetrdpkeia Oy ouxveg: uToguoinda, Bupcoedinda Alatapayég Tou peTafoMiopoU Kai Trg 8péyng Mol ouxvig: peiwpévn dpefn Zuxvig:
agubddarwon Alarapayeg Tou veupikoU cuomiparog Mokl ouyvés: duoyeuoia, GaAn, kepahakyia Zuxves: TrEpIQePIKS veupoTiaBeia Oy ouxvec: autodvoon eykepahmba, cuvbpopo
Guillain-Barré, puaoBevikd olvbpopo Alarapayég Tou wrdg Kal Tou AaBupivBou Oy ouxvéc: epPoéc OpBalpikég Siarapayég Zuyvés: EnpogBalpia, Baptm opaon Oxi ouxvés:
payoeisimda Kapbiakég Siatapayég Zuyves: koAmikr pappapuyr, Taxukapdia Oy auxvec: puokapdimda Ayyelakég Siatapayég Mol ouyvec: utrepraan Luyveg: BpopBwor® AlaTapaygg
TOU aQVATTVEUOTIKOU CUCTIHATOG, TOU Budpaka kal Tou pegoBwpdkiou Mokl ouyveg: duoguvia, SuoTivoia, Brixag Zuxveg: Tveupovinda, Tiveupoviki egoAn, erriatagn, uTrefwkoTikr
aulhoyr) Alatapayég Tou yaoTpevieEpikoU MoAl ouxveg: Bidppoia, EHeETog, vauTia, SuakolAIdTATA, aTopaTinda, , kolMakd diyog, SuoTrewia Zuyvés: KOAIMBa, yaoTpindad, dAyog Tou
aTépatoctnpoaTopia, aipoppaiteg Oxi ouyvég: Taykpeartinda, didrpnon Aetrrol eviépou”, yAwoooduvia AlaTapayég Tou ATTATOS Kal TwY XoAn@opwy Zuxvic: nranmda AlaTapayég
Tou BéppaTog Kal Tou uTreBopIou 10ToU MoAl cuyvés: cuvdpopo TraAapo-TieApamaiag epuBpoducaictnoiag, eEavBnua’, kvnopog Zuxveg: ahwrekia, §npodeppia, epUBnua, aAAayr
XpupaTog Tpixwv Oy ouxvég: wwpiaor), kvidwaorn AlaTapayEG TOU HUOOKEAETIKOU CUOTHHATOG KAl TOU OUVBETIKOU 10ToU Mohd ouyvEC: HUOOKEAETIKGG TTOVog?, apBpahyia, puikol
amracyol Zuxveg: apBpimda Ox1 ouxveg: HUeTIGBEId, 0OTEOVEKPWAT TG YvaBou, ouplyyio AIOTAPAXES TWV VEPPLIV KAl TWY oupo@opwv 0B Mokl ouxvig: Tpwreivoupia Zuxvig:
VEQPIKT) aveTtdpkeia, ofeia veppikr) BAGBn Oxi ouyvés: veppinda Mevikeg Siatapayeg ko kataoTdoeig g obol xopriynong Mokl ouyvis: komwon, Trupedia, oidnua Zuyvég: dAyog,
Buwpakikéd diyog MapakAivikéS eEETaoeig® MoAl ouyvés: augnpévn ALT, aubnuévn AST, uTroguwagaraipia, uTracBeoTianpia, uTTopayvnaiaipia, uTrovarpiaipia, utrepyAukaipia, AepgoTevia,
augnuévn ahkakiki puoeardan, au§nuévn Amdon, aunpévn apuidaon, BpopBomevia, augnuévn kpeamvivr, avaipia, Aeukotrevia, uTiepkaliaipia, oudeTepotrevia, uTTepaoReoTiaipia,
uTroyAukaipic, utrokahiaipia, au§npévn oAikry xoAepuBpivn, UTTEppayvnolaibia, utrepvaTpialpia, PEIWHEVO owpaTikG Bapog ZuxvEg: augnpévn xoAnaTepoAn aipjatog, uttepTpiyAukepiBaipia.
Q1 ouxvOTNTEG TWY AVETIBUNNTWY EVEPYEILIV TToU Trapouoiddovral otov Mivaka 3 prmopei va pnv amodidovral TAfpwe Hovo oty kaPolaviivin, alhd evdéxetal va epiepikAgiouv Tn
OUVEIOPOPA TNG UTTOKEIPEVNG VOToU 1) ad T iBoAoUHGUTIN Trou xpnaidoTioleiTal oe ouvbuaapd. *H Bpoppwon eival £vag ouvBeTog 6pog Trou TrepthapBdvel Bpoppwon g TuAalag
PAEBaG, BpopBwaon TN TIVEUHOVIKAG GAERAC, Trveupovikr) BpopBwar, aoprikr BpdpBwan, aprnpiakr) Bpoppwon, ev Tw RdBel @AeBikh BpopBwan, BpopPwan Tng TIUEAIKAS @AERag,
Bpoppwar g KoiAng @AEBag, @AePikr) BpopPwan, AeBikn Bpopfwan drkpou YExouv avagepBei Bavarngopeg mepimrwosig “To efavBnua eival évag alvBeTog 6pog TTou TrepIAapBavel T
Sepparinda, Tv opoKifouaa pe akpry deppartinda, Ty TopgoAuywdn deppatinda, To amogohidTik eEdvBnua, To epubnuaTwdeg ekdvBnpa, To Bulakiwdeg efavBnpa, To KNAIBWBSEG
e§avBnpa, 1o knhidoBAamdideg efavbnpa, To Brandwdeg e&dvBnpa, To kVnopwdEg efGvBnpa Kal To appakeuTikd efdvBnpa. “O HUOOKEAETIKOG TIOVOG eival évag oUvBETog Gpag Tiou
TEpIAQpBAVEl TNV oo@ualyia, ToV 0OTIKG TIOVO, TO HUOOKEAETIKG Buwpakikod AAyog, T JuoakeAeTiki} Suogopia, Tn Juadyia, Tnv auxevadyia, To dhyog oTa dkpd, To dAyog aTrovBUAIKGH OTHANRG
01 GUXVOTNTES TWV EPYATTNPICKLY OpWY AVTITIPOCWITEUOUV TO TIOOOGTS TwY aaBEVIY TTOU EPQAvIcay ETBEIVLIOT OTIC EPYACTNPIKES HETPHOEI OE OXEAN HE TNV Evapén TNG HEAETNS HE



efaipeon 10 pewpévo ocwparikd Bdpog, TV augnuévn xoAnoTepoAn diparog kal TNV uTrepTpiyAukepidaipia. Mepiypaen Twv emAeypévwv avemBuuntwy evepyeiv Ta Sedopéva yia
dlapopeTikég avnidpacelg Baoifovial ot aoBeveig Trou eAapBavav CABOMETYX 60 mg pia gopd nuepnoiwg ammd 1o otopa wg povoBeparneia otig Baoikég peAéteg oto RCC perd amo
TponyoUpevn atoxeupévn Beparreia pe VEGF kal oe RCC xwpig Tiponyoupevn Beparmeia,=oto HCC petd amd mrponyolpevh cuoTtnyikh Beparreia kai oto DTC ot aoBeveig avBekTikolg fi
Hn kardAAnAoug yia Beparreia pe padievepyo wdio (RAI) TTou Trapouciacav eEENEN TG vogou katd Tr) SidpKEia ) HETA aTmo TTponyoUpevn ouaTnuikr Beparreia fi oe aoBeveig Tou éAaBav
CABOMETYX 40 mg pia popd npepnoiwg amd 1o aTopa ot auviuagpo Pe VIBoAQUPGUTIN O& TTpWINg-ypappng ipoxwpnuévo RCC (apdypagog 5.1). Caaipeviepikr) (CE) diarpnan (BA.
Tapaypago 4.4) I peAérn Tou RCC peta ammd mpornyoupevr) otoxeupevn Beparieia pe VEGF (METEOR), avagépBnxav ME diatprioeig oto 0,9% (3/331) twv aoBevav pe RCC mou
eAapBavav kafolavrviBn .Ta oupBdvra Arav BaBuou 2 i 3. O diapegog xpovog Ewg myv evapén nrav 10,0 eBdopuades. Moipaieg diatprioeig exdnAwBnkav oTo KAIVIKG TTpOypappa yia Tnv
kaBodavnviBn. Zmn peAétn Tou RCC xwpig Tiponyoupevn Beparreia (CABOSUN), avagépBnrav I'E diatpriceig oo 2,6% (2/78) twv aoBeviuv pe RCC tou AdpBavav kaBodaviivipn. Ta
aupBavra frav BaBuol 4 kai 5. Zm perén HCC (CELESTIAL), avagépBnxav diarprioeig ME oto 0,9% Twv agBevivv Trou éAaBav kaBolaviviBn (4/467). OAa ta oupBdvra ritav BaBpou
31\ 4. O didpeoog xpévog eppaviong frav 5,9 eBdopadeg. Zm perém DTC (COSMIC-311), n Siarpnor Tou yaoTpevTepikold owhnva Babpol 4 avagépbnke ot évav aoBevr] (0,8%) and
Toug acBevei¢ Tou EAaBav kaBolavniviBn kal epgavioTnke perd amd 14 efdopddeg Beparreiag. Ze cuvouaopd pe viBohoupdapTn ot Trpoxwpnpéve RCC ot mpwing-ypappnc Beparreia
(CA2099ER) n ouxvotnTa epgaviong SIaTpriosv Tou yaoTpeviepikol owArva Arav 1,3% (4/320) os aocBeveig Trou éAaBayv Bepareia, ‘Eva oupBav ritav o Babuod 3, o ouppdvra firav
BaBuoU 4 kat eva cupBadv ftav Babuol 5 (Bavatngdpo). Zro kAVIKG Tipdypappa Tng kaBolavriviBng exdniwbnkav Bavarngopeg Siatprioelg. Hramkr sykepadondsia (BA. mapdypago
4.4) T pehén HCC (CELESTIAL), n nmamii eykeparoiaBela (nramkn eykegalomaBeia, eykeparonaBena, umepappwviaipike) eykepahordbeia) avagpepBnke ato 5,6% Twv aoBevivv Tou
eAaBav kaBodavniviBn (26/467). Ta oupBavia BaBpou 3-4 frav o TrocoaTtd 2,8% kai éva cuppav (0,2%) BaBpol 5. O didpecog Xpovog epgaviong fitav 5,9 efdopdadec. Asv avagépBnkav
TEPITITWOEIG NTTaTKAG eykepahotrabelag oTig peréteg RCC (METEOR, CABOSUN kai CA2099ER) kai ot peAérn DTC (COSMIC-311). Aidppora (BA. Tray 4.4) T pyehen RCC
HETA anTd TIponyoupEVn aToxeupévn Bepareia pe VEGF (METEOR), n Sidppoia avagépbnke oto 74% Twy acBeviv ye RCC mou éAaBav kaBolavnvipn (245/331). Ta cupBdvra BaBpou
34 rirav ato 11%. O Siapeaog Xpovog eppaviong fitav 4,9 eBdopdadec. Zm peré RCC xwpig mponyoupevn Beparieia (CABOSUN), n didppoia avagépbnke oto 73% Twv aoBeviov Trou
ehaBav kaBolavrivipn (57/78). Ta oupBavra BaBpou 3-4 frav oto 10%. X peAém HCC (CELESTIAL), n didppoia avagépBnke oto 54% twv aoBeviv Tou Ehaav kaBolaviivin
(251/467). Ta oupPdvra BaBuo 3-4 ritav ato 9,9%. O didpeaog xpovog eppavians dAwy Twv aupBaviwy frav 4,1 eRdopades. H Biappola odiiynae ot TpotroTionaelg S6ong, BIakoTTéEg
Kai oploTikr) diakoty oe 84/467 (18%), 69/467 (15%) kan 5/467 (1"::{ aoBeveig, avrioToixa. Zm peAérn DTC (COSMIC-311), avagépbnke didppoia oto 51% Twv agBevwv Trou éAaBav
kapodavmiviBn (64/125). Ta cupBavia BaBuou 34 rtav ato 7,2%. H didppoia odiynoe ot peiwon g déong kai diakotrr oe 13/125 (10%) kai 20/125 (16%) aoBeveig avrioToixa. Z&
ouvduaopo pe viBohoupdpTtm ot TTpoxwpnuévo RCC oe mplomg-ypappng Beparreia (CA2099ER), n emitrtwaon didppoiag avagepbnke oto 64,7% (207/320) 1wv acBeviwv Trou éAaBav
Bepareia, ouppavra Babpol 3-4 ot 8,4% (27/320). O péoog xpavog yia TNV evapén oAwv Twv cupfdviwy Arav 12,9 eBdopadeg. KabBuotépnon 1) peiwon g doong ouvéPn oto 26,3%
(84/320) kan BiakoT 070 2,2% (7/320) Twv acBevivy pe Bidppoia, avTiaTolya. Zupiyyia (BA. mapdypago 4.4) Zim peAétn Tou RCC petd atmd Tponyoupevn otaxeupévn Bepareia pe VEGF
(METEOR),1a gupiyyia avagipBnkav oto 1,2% (4/331) Twv aoBevivv Trou r;kdpépuvav kaPodavTiviBn Kal TTepiAdpBavay TPWKIIKA uupi\gm ato 0,6% (2/331) Twv acBevwv TTou AdpBavav
kaBodavmivipn. Eva ouppav frav BaBpou 3 kai Ta utrdAoimia fitav BaBpou 2. O didpecog xpovog Ewg Ty évapgn nrav 30,3 epdopddeg. £1n perérn Tou RCC xwplg iponyoupevn Beparreia
(CABOSUN), dev avapipBrikav TepiTIioElg Pe oupiyyia. Zm pehérn HCC (CELESTIAL), Ta oupiyyia avagépBnkav o 1,5% (7/467) Twv agBeviwv pe HCC. O didpecog Xpovog Epgaviong
frav 14 eBdopadeg. Zm peAérn DTC (COSMIC-311), dev avagépBnkav TIEPITTTWOEIS TUPIYYiWwY O :[uﬂwci% Trou éhaBav kaBolavTiviBn. Ze cuvBuaopo Pe VIBOAOUHALTIN OE TIpOXWPNUEVO
RCC ot mputng-ypappns Bepareia (CA2099ER) n cuyvatnTa epedviang auplyyiou avagépbnke oto 0,9% (3/320) twv acBeviv Tou éAapav Bepareia ko n coPapdTnra frav é]u Hou
1. @avarneopa aupiyyia exkdnAwBnkav oTo KAIVIKO Tipoypappa Tng kaBolaviivifng. Al I T 4.4) Ztn peAérm tou RCC petd armmd mponyoUpevn oToxeupévn Beparreia
ue VEGF (%0 TEOR),10 TOoOGTO ERQAVIONS SUMBAavVTWY cofapiic aipoppayias (BaBuou 2 3) ftav 2,1% (7/331) ot acBeveig pe RCC trou AdpBavav Kaﬁogqmviﬂr] . O didpeoog ¢ Xpovog
Ewg v Evapén rfrav 20,9 eBBopadeg. £1n peAiTn Tou RCC ywpig Trponyoupevn Bepatieia (CABOSUN), To To00aTo ep@avions oupBaviwy coBapri aipoppayiag (BaBpou = 3) fjrav 5,1%
(4/78) o€ aoBeveic pe RCC mou AduBavav kaolavmviBn. 1 peAérn HCC (CELESTIAL), n auxvotnta epgdavions copapiv alpoppayikay emeigodiwy (BaBpog = 3) firav 7,3% atoug
aoBeveig TTou EhaPav kaBolaviivipn (34/467). O didpecog xpovog eppdaviang frav 9,1 epdopadeg. Ze cuvduaopd pe viBoAoupduTm ot Tipoxwpnpéve RCC ae Tpltne-ypappnis Beparreia
(CA2099ER) n ouyvornra epgaviong aijoppayiag = BaBuou 3 rjrav oto 1,9% (6/320) Twv doBevidv trou EhaBav Beparreia. Zrmn peémn DTC (COSMIC-311), n ouyvammTa epgaviang
coBaptuv alpoppayiKwy emeigoditwy (Babuog 2 3) frav 2,4% o acBevei Trou éAaPav cabozantinib (3/125). O bdidueoog Xpovog evapéng ftav 14 eRdopddes. @avarngopss aijoppayieg
ekdnNALBNKaV 070 KAIVIKO ﬂpéypcﬂ.m yia v kaBolavnvipn. Zuvopopo ormiotiag avagTpéwiung eykeparomdBeaac (PRES) (BA. mapdypapo 4.4) Aev uvag)i\fgnmv TrepiaTanikd PRES o7
perereg METEOR,CABOSUN, CA2099ER r) CELESTIAL, 6puwg £xel avagepBei PRES ot évav acBevr) otn peAérn DTC (COSMIC-311) kal oTrdvia o€ GAAEG KAIVIKEG SoKILES (o€ 2/487.
dropa, 0,04%). Auénuéva niramxd éviupa katd 1n xopriynan mg kaodavivi aapo LE Vil aurrn oto RCC Ze pia kAviKr) JEAETN aoBeviv pe RCC ol otroiol Sev eixav AdBel
Trponyoupévwg Beparreia kai éAaBav kafolavivin ot ouvBuaopo pe viBohoupduTn, TrapatnphBnke uynAdTepn eTtimTwon BaBuol 3 kal 4 augnuévng ALT (10,1%) kai aunpevng AST
(8,2%) o€ oxtan pe T povoBepareia pe kapolavriviBn atoug aoBeveig pe TTpoxwpnuévo RCC (n ALT augrBnke kard 3,6% kai n AST auénBnke kara 3,3% otn peAém METEOR). O
Didpedog Xpovog Ewg TV eppavian Tng Babpol > 2 adgnon g ALT fj Tng AST Arav 10,1 prives (edpog: 2 éwg 106,6 efdopadeg, n = 85). Zroug aaBeveig pe Babpou = 2 avgnon g ALT
i g AST, o1 augnoeig uTtoxwpnoav atoug BaBuotg 0-1 oe 91% pe Bidpedo xpovo éwg T atmokardoTaon2,29 efdopadeg (eipog: 0,4 £wg 108,1 efdopdadeg). Metall Twy 45 agbeviav
pe BaBpol = 2 augnan Mg ALT 1} Tng AST aToug oTtoioug Eyive emavamporAnon pe kaBodavivin (n = 10) rj pe viBoAoupapT (n = 10) pepovwpéva r Kai Je Ta 600 (n = 25), eTTaveppdvion
auénpévng ALT | AST BaBpou 2 2 onpeibnke ot 4 acBeveic Trou éhapav kafodavrivifn, ot 3 aoBeveic ou éAaBav vifoloupdumm kar 8 aoBeveic Trou £Aafav kaBolavmviBn kal
viBohoupdprn pall. YroQupeoadiopds Zm perétn oto RCC petd amd mponyoupevn atoxetouoa Bepareia e VEGF (METEOR), n emitriweon Tou utroBupeoeidiopou ftay 21% (68/331).
Zm peAétn RCC xwpig Tponyodpevn Bepatieia éCABOSUN). n emitmwaon Tou utroBupeoediapou ftav 23% (18/78) ae aoBeveic pe RCC mou éAaBav Bepateia pe kaBolavivipn. Zm
peAérn HCC (CELESTIAL), n emritrmwon Tou uoBupeoeidiopol ftav 8,1% (38/467) ot aoBeveic Tou EAaBav Bepareia pe kaolavivin ka Ta oupBdavra BaBpol 3 ot 0,4% (2/467). £m
perérn DTC (COSMIC-311), n) emitiwan Tou utroBupeoeidiopol frav 2,4% (3/125), dha Ta ouppdvra Babuol 1-2, yia kavéva atrd Ta orroia dev amraimBnke Tpotromoinan g Bepameiag.
Ze ouvbuaopd pe viohoupduTn ot Tpoywpnuéve RCC otn Bepameia mipwrng ypappng (CA2099ER), n emitmwon tou utroBupsoadiopol fitav 35,6% (114/320) Twy agBeviov TTou
£hapav Beparreia. 1 TnBavoAoyou eI £ Wy H avagopd meavohoyoUpevwy aveTiBOPNTWY EVEPYEILV HETG aTTd T oprynon adeiag kukAogopiag Tou
QUPHOKEUTIKOU TTpoidvTOG Efval onpavTikn. ETimpéme T guveyr| apakoodBnon Tng oxEons o@EAous- KIVBUVOU TOU QUPHAKEUTIKOU TTpoidvTog. ZnTeiTal aTrd Toug eTTayyeApaTies uysiag
va avagépouv oToleadiTroTe TBavoAoyoUpEVES aveTnBUUNTEG EvEPYEIEG Péaw Tou Bvikol ouoTrpaTog avagopds Trou Trepiypdeetal oto Mapdptnua V. 6.4 IBiaitepeg TpouAageg
Katd Tn QUAagn Tou TPoIGVTOG Asv uTIdpxouv EIBIKEC 0dnyieg diarrpnong yia 1o Tipoidv autd. 7. KATOXOZ THE AAEIAZ KYKAO®OPIAE Ipsen Pharma 65 quai Georges Gorse
92100 Boulogne-Billancourt MaAAic 8. APIOMOZE(OI1) gAEIA}'. KYKAO®OPIAEL CABOMETYX 20 mg emkaAuppéva pe AeTté upévio diokia EU/M/16/1136/002 CABOMETYX 40 mg
EMKOAUPPEVT e AETITO upévio Biokia EU/1/16/1136/004 CABOMETYX 60 mg emkaAluppéva pe AeTmo upévio Siokia EU/1/16/1136/006 9. HMEPOMHNIA NMPQTHEI ErKPIZHE/
ANANEQIHZ THE AAEIAZ Hpepopnvia mpwing éykpiong: 09 ZetrrepPpiou 2016 Huepopnvia teAeutaiag avavéwarng: 21 Ampidiou 2021 10. HMEPOMHNIA ANA@EQPHEIHE TOY
KEIMENOY AcTrTopepeig TTANpo@opieS yia TO TIapoV (pApUaKeUTIKO TTpoidv eival diaBéaipeg oTov SikTuaké ToTT0 Tou Eupwaikold Opyaviopol @appdkwy: hitp:/Avww.ema.europa.eu.
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ioaay SIS/TEN anoioSiinore o) evbo Myipavos Erleada xa Ba rpénet va e6evaerar o aeybyievo evakartivi Bepanciag, AvemBORTEC (0,29%) nou éMaflav excovind pappiane aneBiwoay Moo toyoneic kapSiondBeiar (B nopdypago Eiréc p Ao, Kt npopuhaEei i 1) pron).

evipyec: lphngn rou npogid capaleiag Ormo wmmmwwxemmen (26%), bepper eivipn | 26% onoioudimore Bodiuod kot
6% Mmumd) umégaon (229), é6apn (18%), apBpakyia (17%), anpun(lﬁ%]. mcion (13%) kansekoon ool fapou, (13%). AMkec onpeviikig

e evépyeseq nepibapfidvowy xataypara (11%) won uno b (8%). Karihoyos aveniuntuv evepyesin o iopef nivard Of avemBiynte:
£uEpyeiec nou RapaTrpBrkoy katd 1) BiapKen KAVIKIN PEkETOY nnpmr’ﬁmul nopaxdTiy awd xatyapla ouyvaTrtag eygpdvians. Or wamyopie augppimiag
swwnq(opﬁovmhxumhouﬂuxmam[z 1110), ouyvéc (= 14100 fixg < 1/10), Gy ouyé (= 1/1 000 éug < 1/100), andwiec (= 1/10 000
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im pchérn TITAN, ioymyie Siatapagéc u ayyeluy h anflevel o ojide; ou e 1,5%)
K Tou el gappdou (1,5%). Suvahua, onic pehénec SPARTAN wai TITAM, 2 aoBeveic (0,236) nov Eafav apalutamide war kavévag and Tous ofevei;
nou ENafav Enovikd @upunmmuﬂmmamwwn(ﬁumm T ayyekov Tou sykspdhon (A, napdyporo Eidiré npoadanouoe a npogulate
watd 1) xpfon). ipeoad oépBwe oto 8% Ty aoBerlv mu hafiav apalutamide ko o1o 2% T acBewiw nou Saflav
o Wm e ﬁﬂﬂll w D{DWM e BupsaciBurpbion oppivic “5”? wi 4 wm MW'WIBW “‘U‘WMTE(MP\"JEEMW3 4

30% T aoBevdw nou hegiavay i n | ommﬁo(m' 1 mm!%
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l(mhlﬂmmﬁ qu'_n;gu AvemiipnTn evépyao kal T Epp v ot 7% n.:\rmewvmw.upw q;ammlde K ato 2% v aofeveiv o Ehaav exovixd gappax. Drov evieinvuial kg, nmam E,gmdﬂzpunm
Miatapayé i uu)wk' fupeoeibioyioe ¥ 1ou B i va bevan 1) oo . Avapopd { auemflyuntuy svepyein: H avogopd mBavolayolysaw
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sopon) APIOMOZ(O1) AAEIAL KYI(MOOPIAI Eyf1f13!lidlml. HMEFIJMHN]IA ANAOH]PHIHZTO\" !CEIMENO‘!" IOW 2022. Nemoyepeic
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ZYNTETMHMENH NEPIAHWH TON XAPAKTHPIZTIKON TOY NPOIONTOZ
To dapuake autd Tedel und oupmAnpwuatik napakohoUBnon. Auté Ba emTpéyel To ypiyopo neoodiopiopd vEwy Minpodopiiy aopaieiag. Znteltal and Toug enayyeApatieg uyelag va avadépouv
onoleodnrote mBavoloyolpeveg averniBipmTeg evepyeleq. BA. napaypado «AvemBuunteg Evépyeieg» yia Tov Tpono avadopdg avemBupnTwy EVEPYEIDV.
IBRANCE (palbociclib) ZKAHPA KAWAKIA 75 mg, 100 mg ka1 125 mg
ANTENAEIZEIZ: Yriepeuaionoia om 5pacTikn oucia 1) og KAnolo and Ta £kdoxa. XpRorn oKEuaouaTwy Mou NEpEXouY unepikd/Bakoapdyopto (St. John's Wort). EIAIKEZ NPOEIAONOIHZEIZ KAI
MPOGYAAZEIZ KATA TH XPHZH: mwmm ‘Otav To IBRANCE xopnyeiral e npnlrzplspunvomuamxaq yuvalkeg oe ouvBuacpt e avaoTohéa apwpataang, eivat
UMOXPEWTIKA 1 WOBNKEKTOWUN 1| N KQTAOTOAR NS ActToupylag Twv wobnkby pe xoprynon aywvioti) LHRH, Adyw Tou unxaviopou ﬁpdumq TWY avagToAtwy NG apwuataons. O ouvduaopos Tou
palbociclib pe ™ ¢ouAﬁsu—rden OE TPO/MEPIEUHNVOTIAUCIAKES YUVAIKES EXEL HEAETTBE] POV TE ouvBuacuo pe Eva aywviorh LHRH. Kpiown omiayyvikf] vogog. H ano TEAESUATIKGTITA Kal aoha-
Agla Tou palbociclib dev £xouv peAeBel oe aoBeveis pe Kplon omiayxvikr vooo. Alatohoyikés Siatapaxés. Ma aoBevelg mou epdavifouv oudeteponevia BaBuol 3 N 4 ouviotartal Siakorm
™G 80ong, peiwon e 56omg 1) kaBuaTEpnon aTnv Evapkn Twv KUkAwY NG Bepaneiag, Ga npéne va SIEEAYETAI kaTAMNAN TapakoAouBnon (BA. rapaypado «AvermBupuntes Evépyeieg»), Aldyean
. Mropei va nopouciaotei Bapiag popdrg, aneAnTiki ywa tn {wr 1 Bavameopa ILD fy/kal nveupovinda oe aoBeveig mou AaPav Bepareia pe IBRANCE, 6Tav Aap-

Bavetal ge cuvBUaous He evBoxpivikn Bepareia. Ze kAvikég pehéteq (PALOMA-1, PALOMA-2, PALOMA-3), 10 1,4% twv aoBeviy nou éhaBav Beparnela pe to IBRANCE napouciace ILDmveupovitida
oroloudnnote Babuod, 0,1% mapouciace Baduoy 3, eva Sev avadepbnrav nepmmoelg BaBpol 4 1 Bavamopeg nepmwoelg. Emmiéov mepiracelg ILDMveupovitidag £xouv mapatnpnBel
HeTa ™V KukAodopia v ayopd, ue v avadopd Bavampaopwv nepiotatik@y (BA. mpaypado «Avermm8iunres Evépyeieg»). Ot aoBeveig Ba npénet va rapaxoiouBolvTal yia MVEUHOVIKG Oup-
Trwpata evaekTIKG ILDMveupoviTidag (rLy. urogia, Bhxag, duorvola). Ze aobeveig mou Tapoucialouy véa 1] emdevoUIEVA QVATVEUOTIKG CULMTMUATA Kal UTEpXEL 1) uroyia avamugng ILD/mveu-
povitdag, To IBRANCE Ba mpénet va diakormmetar apéowg kat o aoBevig Ba npénet va afiohoyeital To IBRANCE Ba npénet va dlakommetal oploTika oe aoBevels pe Bapiag popdng ILD N
TveupoviTida. Aoatels. KabBag To IBRANCE £xel pUEAOKATAOTAATIKES (B1OTNTEG, uriopel va npodiabioel Toug aoBeveis yia AoIpmEELS. NolpwEelg £xouy avapepbel og uynAdTEPO NOOOOTO OE
aoBevei mou élaPav Bepansia pe To IBRANCE oe Tuxalonompéveg kAvikég PeAETeqg oe olykplon pe aoBevelg nou éhapav Bepaneia oto avtiotoxo oxéhog olykplans. AoaEelg BaBpod 3 kai
Babuol 4 euq:av(omxuv avtiaToixa oTo 5,6% kai To 0,9% Twv aoBeviy ou Eaafav Bspclnz:la He To IBRANCE og onolov3nmote ouvduaapd (BA. rnupdvpoqac «Avemsumrsc E vépvszsq») [s]}
uuBzvzlc; Ba npénet va mpum)\nuanuvml yia onpeia ka oupmmun'ru hoipwEng kat Ta oroia Ba NpENEL va avTipeTw{oVTAl CUPNPWVA HE TIC IATPIKES :vﬁzlEEIq Ot yiatpol 8a I'LpETI}:l va evnje-
pmoouv Toug aobevelq wWate va uvuq;spouv apéowe onoladnnote eneloddia nupeTol. Hmomk SugAeiToupyia. To IBRANCE 8a mpénel va Xopnye(tat ue npoooyi oc aoBeveiq ue HETPIO N aoaupn
nnatikn duoAeitoupyia, und atevn napakoAot8nan yia onpela ToEikomTag. Nedpikn dugheitoupyia. To IBRANCE Ba npénet va xopnyeitat ge npoooxn oe aoBevelg pe pétpia 1y copapr vedpikn
Buoerroupyia, und otevii napakohaténon yia onpela TokikétnTas. Tautdxpovn Bepaneia pe avaotoleis 1 enaywyels Tou CYP3A4. Ot loxupol avactoAels Tou CYP3A4 propel va odnyrnaouy oe
auEnpévn TOEIKGTNTA. Oa MPEMEL va anodEeUyETal 1) TAUTOXPOVN XPRoN (oXUphy avaotohéwy Tou CYP3A katd n Sidpkeia g Bepanelag pe To palbociclib. To evBex0Ouevo auyxopiynong Ba
Tipénei va eEETAlETaL pOVO HETA aMo MPOOEKTIKY agloAbynan Twv SuvnTiKav opeAdv kat KivBuvwy. Eav n ouyxopnynon pe ioyupd avaotohéa Tou CYP3A &ev pnopel va anogeuyBel, pewote
d6on Tou IBRANCE o1a 75 mg pia ¢popd Ty npépa. ‘Otav Slakornel o 10xupos avacTohéag, n ddon Tou IBRANCE Ba rnpénet va augaveTal (Letd an 3 -5 nuunepiddoug {wig Tou avaotoiéa) £wg
m ébtm TIou Xproiponoieito mptv v £vapEn Tou Loxupol avagtoAéa Tou CYP3A. H auyxopiynon r.mycuvtmv TOU CYPGA uriopel va odnyfoel o8 pewpévn EkBeon oto palbociclib xal kata
OUVENELQ OE KivBuvo EXAEWNG ano‘rs.\scuumommq Zuvendx, n Tautdxpovr xpnon tou palbociclib pe 1oxupois emaywyeig Tou CYP3A4 Ba Tipéne: va anogelyetal. Aev amaiteital kapia mpo-
ocapuoyr g 560mg yia T guyxoprynon Tou palbociclib pe péTpous enaywyeis Tou CYP3A, Fuvaixeg oe avanapaywyiki nAikia i oL obvTpooi Toug. Muvaikeg ot avanapaywyikh nAkia f ot
avdpeg olvipodol Tous npénel va xpnoonotoOv pia pEBodo aviioUAANYMG ugnAig anoTeheouatikotnTag eve maipvouy To IBRANCE. AakToln. AuTo T0 GappaKEUTIKS POIGY MEPIEXEL AAKTON.
Ot agbevelg pe onavia kAnpovopika npopApata ucavetlag o yahaktoln, mhipn avendpkela AaKTaong 1) Kakf anoppognon YAukeZng-yaAakTodng dev Mpémel va Mpouv auTd To GOPHAKEUTIKG
npoidv. Natpio. AuTé To GappakeuTIkG npoiov nepiéxet Atyotepo and 1 mmol vatplou (23 mg) ava kagakio, slvat autd nou ovepaloupe «ehelBepo vatpiou». ANENIOYMHTEZ ENEPIEIEX: Me-

(A - To guvoAiko npodlA acpakeiag Tou IBRANCE Bacifetal o uykevTpwTikd Sedopéva and 872 aolevelg nou £Aapay palbociclib oe guvBuaoud e evBokpwvIki Be-
pareia (N = 527 oe ouvduaoud pe AetpoloAn kat N = 345 oe ouvduaoud pe GouABECTPAVTN) OE TUXQIOTOMUEVEG KAIVIKEG pEAETEG ot HR-BeTikd, HER2-apvnTikG MpoxwpnHEVO 1) HETACTATIKO
Kapkivo Tou paorou. Ot rio ouxveg averuBiunTeg evépyeieg (= 20%) onowoudnmote BaBuol mou avagepBnkav ot acBeveiq mou Aafav palbociclib o2 TuyalomoINEEVEG KAVIKES HEAETES TV OU-
Seteporevia, AolpmEeig, Aeukonevia, kérwan, vautia, oToparinda, avawla, Sidppola, ahwnekia kai BpopPorevia. Ot o ouxvéS (= 2%) avernBUUNTEG evépyeieg BaBpou = 3 Tou palbociclib firav
oudeteponevia, Aeukomevia, AoimEeS, avawia, auEnpévn aomaprikn apivotpavodepdaan (AST), kérwon kat auEnuévn apivotpavogepaaon e akavivng (ALT). Meiwoeg g 86ang 1) Tporonow|oeig
mg Boong Adyw omolacdNoTe avemBUUNTNG EvEpyelag avadgépbnkay oTo 38,4% Twy aoBevav mou éhaBav 1o IBRANCE os Tuxaionoinuéveg KAVIKEG peAETES aveEapTITWG ouvduaopol.
OptoTikn Siakor Adyw averuBUpn g evépyeiag avadpépbnke oto 5,2% Twv acBevav mou dafav To IBRANCE oe Tuxaionoinpéves khivikég HeAéTeg aveaptitwg ouvduaopol. Mapaxkatw ava-
®EpovVTal oL QveETIBUUNTESG EVEPYEIES AMO TO OUYKEVTPWTIKO GUVOAD SeBopévav 3 TUXQLOTIOINPEVWY HEAETOV. H BiGuean Sidpkeia g Bepaneiag pe palbociclib oTo ouYKEVTPWTIKG 0UVOAD BEd0-
HEVWY KaTd TV TeAIKT avaluan g ouvolikng erfiwang (OS) frav 14,8 pveg. O avemBupnTeg evépyeieg napati@evial ava katnyopia auxvotnrag. Ot katnyopieg ouxvamTag opiovral wg
akoAoUBwE: MOAD auyveg (= 1/10), ouxvég (= 1/100 Ewg < 1/10) kat 6X1 ouxvée (= 1/1.000 £wg < 1/100). MpoTipwpevog dpog® (PT) MoAu ouxvéc: AoipnEeic?, oudeteponeviat, Aeukonievia®, avaiula®,
Bpopponevia®, uewpévn opekn, atopatindal, vautia, Siappoia, éuetog, e§avBnua’, akwnekia, Enpodeppia, kérwan, eacBévion, nupetia, ALT auEnuévn, AST auEnuévn. Zuxvég: Eunipetr ou-
Seteponevia, ducysuola, dpaocn Baur, Sakpuppoia auEnpévn, EnpodBaipla, etiaTtatn, ILD/mveupovinida™?, ‘Oxi ouxveg: AeppaTikdg epubnpatidng AUkog'. ALT= apwvotpavodepaarn mg ahavivig,
AST=acmpTtiki apvotpavagepdon, ILD=51Gpeon nveupovorBeia, N/in = apiBpdg acBevav, N/A=dev edapuoletal. "Avern8upnTtn avridpaaon oro ¢pappako nou evioniCetal ETA TNV KukAogopia
oty ayopa. “OL PT avaypadoviat alpdwva pe to MedDRA 17.1. 2O hotp@Egig nephapBavouv 6houg toug PT nou anetelotv pépog g Katnyoplag Opyavikod Zuompatog «AoIRGEE kat na-
paoitwoeig». *H oudeTeporevia nephapBavel Toug akbhouBoug PT: Qudeteponevia, ApiBpog oudeTepodilwy peiwpévog. *H Asukorevia nepihappavel Toug akdhouBoug PT: Asukorevia, ApiBuog
AEUKOKUTTApWY pewpévog. “H avaipia nepihapBavel Toug akohouBoug PT: Avawpia, Aipoodaipivry pewwpévn, Aipatokpltng pelwpévog, ™H Bpouponevia nepihapPavel Toug akdrouBoug PT:
BOpopporevia, ApiBuog aiponeTaAlwy pewpévos. *H otopatinda nepirapuBavel Toug akdhouBoug PT: ApBm3ng otopatinda, Xehlnda, Mawooltida, Mwocoduvia, EEEAKwanN Tou aTdpatog, PAsy-
povi) BAevvoydvou, AAyog Tou OTOUOTOS, ZTopatodapuyyikn duadopla, ZTopatopapuyyikd akyog, ETopatinda. "To eEavenua nephappave: Toug akdiouBoug PT: EEGvenua, KnuBophaTidhdeg
eEavenpa, Kvnouwdeg eEavinpa, Epubnpatades eEavBnpua, Bhatdwdeg eEavenua, Asppatinda, Aepparinda opotaiouca pe axur, ToEiko eEavBnua Sépuarog. °H ILDmveupovitida repihapfavel
kaBe avagpepopevo PT mou aroteAe( pépog Tou Tunomeinpévou EpwTiparog MedDRA yia T 8iGeon Mveuovonaela (Ke T OTEVH Evvola),
Zrov mupakatw Mivaka avagpEpovral oL epyactnplakeég naBoloyIkEg TIHEG TIOU Mapatnpenénkav o ouykevTpwTiko alvolo dedopévay 3 Tuxalonompévay pehetav (N = 872).
WBC=Aeuka aipoodaipia, AST=a0TapTIKI] QUIVOTpAVOPE-

Ibrance ouv Aetpof6An 1} poulBeoTpavrn ZkEAn ouykpiTikol tapayovra* paon, ALT=apivotpavopepdon mg ahavivng, N=apiBuog

. " - P’ aoBeviv, A=5ev ox0eL Inpeiwon: Ta anoTeAEopaTta Twy

EPV““"IP'“"‘:‘: K66§ BaBpol 3 BaBpol 4 KﬁBF;: BaBpod 3 BaBpol 4 | ¢pyaompiakiv sEstaoswy BaBuohoyolvrar avaioya pe
naBoloyikég TIpEG BaBpou % % % Babpou % % % Tov Badué Bapimrag g éxBoang 4.0 twv NCI CTCAE. *
WBC psiwpéva 974 418 1,0 262 02 02 AetpotoAn 1 pouhBeaTpdve. -
Oudetepddira pelwpéva 95,6 57,5 1,7 17.0 09 06 AlKQ, oudeTteponevia onoloudnnote BaBpol avagépbnke
Avaipia 80,1 56 M 42,1 23 All oe 716 (82,1%) aoBeveiq nou £AaPav IBRANCE avefapth-
z Twg ouvduaopou, pe oudeteponevia BaBuol 3 va £xel
AonETaNA pelwpéva 652 1.8 0.5 132 02 0.0 avagepBel ae 500 (57,3%) aoBeveig kal oudeteponevia
AST auEnpévn 55,5 3.9 0,0 43,3 21 0,0 BaBpov 4 va EXEL avagepBel oe 97 (11,1%) acBeveig. O
ALT auEnuévn 46,1 25 0,1 33,2 0.4 0,0 BIAPEDOG XPOVOG HEXPL TO MPWTO EMEIOOSI0 OUSETEPOTEE-

viag onotoudnnote BaBuod fnrav 15 nuépeg (12-700 nue-
peg) Kai diapean Sidpkela oudeteponeviag Babpol = 3 oTig 3 TuXalOTOMUEVES KAIVIKES HEAETEG Tav 7 NuEpEG. EpnUpeTn oudeteponevia avapépbnke oto 0,9% Twv acheviv nou Exafav
IBRANCE o€ ouvduaopd pe poulBeotpavin kat oto 1,7% twv aoBevav nou éAaBav palbociclib oe ouvduaopo pe AetpoloAn. Epmipetn oudeteponevia avagEplnke o nepinou 2% Twv
acBevav Moy enn’:enmv oto IBRANCE katd 1n S1apKeia Tou ouvolikol KAWVIKOU TIpOypapupaTos,. mmmmﬂgywy_m&ummm H avacpopa rbavohoyoupevwv
averBuunTwy EVEPYELLY HETA and ) Xopriynon ddeiag kuxhopopiag Tou GapHakeuTikol poibvToeg slval onpavTiky. EmTpénel T ouvexih napakohoUBnon g ox£ang opEAOUS-KvBivoU
Tou papuakeuTikol npoiovtog. Znteital and toug emayyehparieg uyeiag va avapépouv onoeodnnote moavoloyoUpeves avemBuunTeg evspvatsc péow: EAAGSa: EBvikog Opyaviopdg
®appdkay, Mecoyelwy 284, GR-15562 Xohapyog, A8fva, TnA: + 30 21 32040380/337, ®ak: + 30 21 06549585, lotdTorog: hitp:/www.eof.gr. Kinpog: ®appakeuTikég Ympeoieg, Ynoupyelo
Yyeiag, CY-1475 Aeukwoia, TnA: +357 22608607, ®ak: + 357 22608669, lotéTonog: www.moh.gov.cy/phs. KATOXOZ THE AAEIAZ KYKAO®OPIAZ: Pfizer Europe MA EEIG, Boulevard de la Plaine
17, 1050 Bruxelles, BéAyio. TOMIKOZ ANTIMPOZOMNOZ ZTHN EAAAAA: Pfizer EAAAG A.E., A. Megoyeiwv 243, 154 51 N. Wuyixkd, ABfva, Tnh.: +30 210 6785800. TOMIKOZ ANTINPOZONOZ
ZTHN KYNPO: Pfizer EAAag A.E. (Cyprus Branch), Aewdopog ABakacoag 26, Ktnplo Zregavn), 2° ‘Opodog, 2018 Aeukwoia, Kinpog, Tnh.: 4357 22 817690. APIOMOZ(0l) AAEIAZ KYKAO®O-
PIAZ: EU/1/16/1147/001, 003, 005. HMEPOMHNIA ANAOEQPHIHZ TOY KEIMENOY: 07/2022. 75 MG BT X 21 CAPS, 100 MG BT X 21 CAPS, 125 MG BT X 21 CAPS: AIANIKH KAl NOZOKOMEI-
AKH TIMH - EAAAAA: AT.:2818,72 € N.T.: 2.332,58 €. AIANIKH TIMH - KYNPOZ: A.T.: 2.764,36 €.

TPOMOZ AIA@EZHE: Meploplopévn GTPIKA OUVTaYN and £18IKG 1aTpd Kal IapakoAolBnon Katd T Sidpkeia TG aywyne.

FIA MAHPEIZ ZYNTAFOMPA®IKEZ NAHPO®OPIEZ NAPAKAAEIZOE NA ANEYOYNOEITE ZTON TONIKO ANTINPOZAMNO.



vTo PAPPOKO QUTO TEAED umb wum&npwuunxn Tmpuonoancm Auto Ba
ETITPEWE! TO YPIYOpD TTD PIOPG VEWY TTANp c. Znieha
amd Toug EMayYEANGTIE LyEiac va avagipouy nnmsobnm: rnauvomvou-
Heveg avemBupnTeg evipyeieg. BA. Tapaypago 4.8 yia Tov TpoTIo avagopac
avETIBUNNTWY EVEPYEILIY.
Phesgo 600 mg/600 mg evéoipo SidAupa
Phesgo 1200 mg/600 mg evégipo SidAupa
Evéoipo Sdhupa. Mauyég mipog 1pibilov Bidlupa, dxpwpo TIPOg shagpiig
kaatavd, pe pH 5.2-5.8, wopwnkdmra 270-370 ka1 275-375 mOsmolikg yia
Ta Siahvpara 1200 mg/600 mg kar 600 mg/B00 mg, avrioToixa. 2. MoloTikn
Kai ToooTiKi oUvBeon: Phesgo 600 mg/600 mg evéaiye SigAupa: Eva
pakidio 10 mL SieMipareg mepiExel B00 mg Treproudoupdptmg kar 800 mg
TPACTOUlOUPARTITIS.
Kage mL Siahipatog mepiéxer 60 mg meproudoupdpnng kai 60 mg TpaoTou-
Zoupdpting. Phesgo 1200 mg/600 myg evéaipo SidAupa: Eva giokiBio 15
mL Sahdparog Tepigxer 1200 mg meprouloupapmmg kai 600 mg TpacToudou-
papTng. Kade mL Siahupatog mepigxel 80 mg weproulpupapmg kal 40 mg
rpumuCouuﬂpwn; H 'rrapmu(aupuuﬁn Kl 1) YPOOTOUGOUNGHTIT eival eEav-
HEva d aviowpaTa o paipivng (1g)G1, Ta omoia
rrcpuvcwm O£ KUTIapa BNAGOTIKWY (aTrd Tig woBriKeg KIVE(KOU KPIKNTOU) PE
TExvohayia avaouvBuaoptvou BeaofupiBovoukAtivikol oftog (DNA). MNa Tov
TARPN Katdhoyo Twy exBaywy, BA. mapaypapo 6.1.
4.3 AvrevBeiteig: YmepeuaioBnala oTig 8paoTikég oudieg ) O kdTToI0 GMG TO
ExBoxa Trou avagipovial o TTapdypago 6,1 4.4 EISIKES TpoeiSoTToInaelg
Kai wpooqu,m; Kard ™ xpnon. IxvnAagiuornra: Mpokepévou va BeATiw-
B¢l n iyvnAcopcnra Twy Biokoy TWY, 10 Gvoja Kal
o apiBuse mapriBag Tou XopryoUpEvou Tpaiovios Ba ﬂpirra: va xu'm-,'puqmm
HE cagiveld. AvgAsroupyia apioTeplis KolAiag fcuymmapﬂuvoyévm;
me ¢): Exouv peplei pEIWOEIG
aro Mdcud eEuBnﬁnv; apiaTeprig xclAlug (LVEF) pe pappakeutikg mpoidvia
Tou Tapepmodifouy T SpacmpidTnra Tou HER2, oupmepihapavopévng g
TeproufoupdpTmg Kal g TpactoufoupduTme. H gugvenia ep@dviong Thg
QuUTTTWHATIKAG gudTohikils Buohenoupyiag g apioTeprg koihiag (LVD [oup-
popnmikn kapSiakr avemdpkeial) fitav uynhdtepn ot aoBeveig umd BepaTeia
pe TreproufoupduTn o ouvduaaps pe 1pumou{wuuunn Kal xnpeiodepantia
OE OUYKPION WE TNV TP mr| mela. Zro Thaioo mg

g OTTOIGHTIOTE oUTTNRATIKA avTiBPAaon PE CUPTTTLPATE GTIWE TIUPETSS, piyr,
Ke@aiohyia, TMBaving Adyw ameAEUBEPWONG KUTOKIVIUY, Trou eppavigBnkay
EVTOG 24 wplov amo T xopriynon Tou Phesgo. ZuvioTdral oTev] TTapakohou-
Bnan tou aoBevols kard 1 SidpKeia kal yia 30 AeTITG petd amd T xoplynon
e doong epodou kal Kard Tn SidpKea kai yia 15 AeTITa PETd amé ) Xophynon
g Boong ouvifipriong Tou Phesgo. Eav onueiwBel onpavnk avridpaon mou
OXETILETa PE TV Eveon), n évean Ba wpéite va emBpaduvBei ) va SiakoTel kal
va yeprynBolv kardAAnAeg aTpikég Bepameieg. O aoBeveig Ba mpémel va afl-
oAa'vouwol Kal va nupaonouBouvlm 'r!pwsx‘rlmﬁ PEXp TV TIARPN amobpopn
Twy ONHEiWY Kal Twy gupTTwpdTwy, Ga Tpémer va efeTaoTel 1o evBEXOHEVD
opioTiklis Slakamg oToug aoBeveis pe ooPapéc avnIBRAOEIS OXENTONEVES HE
v éveon. H khvikr autr exTipnon Ba mpETEl va ﬁuaitﬂul om Bapimra me
TIRONyoUPEVHS uvmﬁpual]g Kai gy av
yia Ty avemBapunm evépyeia (Bh Trupc:vpaqm a 2) nnpo.\o TTou Bev Exouv
TrapampnBei Bavarnpopeg ekBAoti ol oTIoiEg TPOKUTITOUY aTTd avTidpAoEig
oxen{dpeves Je v Eveon pe To Phesgo, Ba Tipéel va Sidetal ipogoxr, Ka-
B¢ Bavameopeg aviBpaceig OXETICOPEVES HE TNV EyXUTN EXOUV OUTYETIOTEL
e TV evBopAERia ﬂtp?oul;oupcyn'n ot guvBuaopd pe sv5owhﬁla 1pocrrow
GoupgpTn Kai X

§ia: O1 aoBeveic Ba Tpime va ncpukMouﬂuuwul mevcr vla rxvnbpcluu;

UTIEPEL woiag. ZoBapkc avnid UTTEPEUC yolag, oupmepihapBavo-
HEVWY me uvumu'AnElug KOl CUPBavVTWY PE ﬂclvmr]npope; ekBaoelg, Exouv Ta-
HE TNV 1T OE GUTIN Kal

HE

XnpeoBepareia (BA. mapdypago 4.8). H n)\s\omnwﬂl Twy uvrxw}\uxrl:wv avn-
Bpaoewy auviPn eviog Twy TpWwIwy B-8 kixhwy Bepamieiag, 6Tav n TEpTOU-
ZOUPApTIn Kai 1) TpactouloupdpTrn Xopnyhienkay o ouvBuadpd pe xnueiode-
pameio. Oa TpéTel va SiatievTal yia Gpean XPrOT PUPHAKEUTIKG TIPOIOVIT yia
TNV QVTIPETWITION QUTGY Twy aviiBpdoewy, kabtig ka) eEoTAIGHGE avTIeTwT-
ong eneiyougdg kardgraong. To Phesgo TipEmel va SIGKGTITETAl OPIOTIKG OF
TEpiTTwon avndpdoewy umepeuaioBnoiag (avapuaatia) 4ou BaBpol kata
NCI-CTCAE, BpoyyaaTiagiiou fj ouvBpopou ofgiag avativeuaTikig Suayéper-
ag (BA. moapdypago 4.2). To Phesgo avTevBeikvutal ot agBeveig pe yvwaorn
uTiepeuaiofnaia aTmny TERTOUZoUNAETIT, OTNY TpagToU{oUapTIN i O oTTolo-
&rimore aT 1a éxboyd Tou (BA. Tiap P ):

Q1 aoBevei umo B:pa'rl:lu HE F'hesgu ot c'uvbuacpé p: mﬁuvn Eimptxouv
augnpévo kivBuvo epTripetng ouberepomieviag. O aoBeveic umé Bepareia pe
evBopAiBia TEpTOUZOUHANTIN Ot SUVBUAaS e TpacTouloupapTm kal SoceTa-
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Kav f1av yia acBeveic Tou EAaBav xn-
peioBepaTeia pe fdon 'rnv meuxuMlvn (BA, Trapdypaga 4.8), O agBeveig ol
aTroin! Exouv AGBel Tponyoupevn Beparreia pe avBpakukAiveg A Exouv uTroBAn-
@& oe mponyelpevn aktivoBepaTieia oTnv Weploxn Tou Bwpaka evBExeTal va
Siatptxouv uynAéTepo kivBuvo peiwang Tou LVEF Bdoe peheriav e evBo@Ae-
ﬂia TEPTOUCOUHGHTIT OE cuv&uaauo ME Tpamuu{cuucpnn Kan xnusm&muv
weia, O1 aoBeveig pe 10TopiKG cofapng Kapdiakng vooou f GAMWY 1GTRIKGY
KQTAOTATEWY, ITTOPIKG KOINIOKWY BUCPUBHIGY f) TApAYOVTES KIVBUVOU yia TNV
avarrugn kothakwy SugpuBuiiy eEmpéBnkay amd v (vEo) emkoupikn Bepa-
meia yia Tov MKM otn Baoikr Sokipn FEDERICA pe Phesgo. To Phesgo Bev
£xel peheTnBei oc aoBevelg pe: Tipn LVEF < 55% (MKM) ri < 50% (MKM) mpiv
amo m szu'rfm nponku:vu vu'mplr\u auuq!opnnr\n; kapBIakng aveETapKE-
ag (ZKA] ¢ Tou Ba pTop: p ™ Asimoupyia g
up:mtpﬁc Kowhiag, &Tiwg eivai N pn a\wxbp:vn untpm:m. 10 Tpbapatoe £l
ppaypa Tou puokapdiou, n oofapr kapbiaxn appudpia, n oTroia xpAge Bepa-
meiag fj r aBpoiaTiki TponyoUpevn ExBeon os avBpakukhivn Ewg > 360 mg /
m2 BofopouPikivag 1 dAAng avtiotoixng. Emmatov, n meproufoupdpTm oe
guvBuaopo pe 1pc|a'mu(,oupc|um Kai xnpauacpqmn Bev zxu HeAsTnBEl OF
aoBeveic pe peboeg oto LVEF <50% kara m Sidpkeia TponyoUpeyng ETIKOU-
pikg Bepameiag pe TpagTouloupduTn. EXTIPACTE To kAdapa e§wBnong api-
aTEpRG Kolhiag (LVEF) TpIv amd v Evapén Tou Phesgo kai avd TakTd xpovikd
Sagripata xmu m idpkeia TG Bzpamziac (WX, pia opd katd T Bidpkeia
mg YwyIKAG Kai kaBe 12 efdopddeg oy EmKoupikf BepaTeia
K1 oT0 pETaoTaTkG oTadio) yia va Siaogakiotte o 1o LVEF Pploketal eviog
Twy puotohoyktiv opiwv. Eav 1o LVEF éxer peiwBei dmwg umodeikvieral oty
Tapaypapo 4.2 kai Sev Exel BeATIWBE, 1) £xel peiwBEl TTeploodTEpo aTNV £TTE-
pevn extipnon, 8a mpémel va eeraleran iSiamépg n Siakot Tou Phesgo,
EKTOG £dv 10 OPEAN yia kGBe aoBev aropika Bewpeital 611 UTEPTEPOUY TwV
KivBivav. O kapdiakag kivBuvog Ba pEmel va AapBAveTal UGN TIPOCEKTIKG
KQI VO IGOPPOTIETal EVavTl TG IaTRIKAG avaykng KGBE aoBevoug aropikd mpiv
armmé 1 xprion Tou Phesgo pe pia avBpakukhiviy. Me Baon Tic pappakohoyikig
BPACEIS TwY TIAPAYOVTWY TTou aToXebouy atov HER2 kai Twy avBpakukAvGv,
o kivBuvog kapBiakrig Tofikdmrag avapévetal mBaviig va Eival peyaAuTepog
KaTA TNV TOUTOXpOV Xpron Tou Phesgo kal avBpakukAiviy ame én kard T
GiaBoyikr} Toug xprion. H Sadoxikf xprion Tou Phesgo (ot ouvbuaayd pe 1a-
Eavn) aohoyrBnke perd 1o okédog e Sofopoufikivng B0o oxnudtwy pE
Bdon v avBpaxukhivry o perém FEDERICA, evis n Siadoyikn xprion g
evBopiiBiag meproufoupduTing (ot ouvBuaapsd pe 1pau10u(oupau'rm Kai pia
Tagavn) agloAoyABnke et To akEAog TG ¢ 16 1 TG O

ToAMuy oxnuaTwy Baciopévwy o avBpakukhivy :m; uv.M:ﬂ:; APHINITY xar
BERENICE. Ta Scdopéva aogahetag Trou sival SiaBéaipa yia Ty Tautdxpovn
Xprian Mg evbopAéPiag TEpToUloUPGUTITIC OF CUVBUGOPO e TPaoTou(oUPa-
HTTN Kai pig avBpakukAivn eival Tepiopiopéva. Z1n peritn TRYPHAENA, n ev-
BogAEpia TEPTOULOUNGUTT O ouvBuaopod Pe TPaaTouloUpGHTIN XopnyrBnKe
TauToXpova PE EMPOUBIKiv), wg pEpog Tou oxnpaTog FEC (5-gBopiooupakiin,
eTmipouPiKiv), kukhoguiapapidn) (BA. Tapaypdpoug 4.8 kai 5.1). Mévo aaBe-
VEG Trou Bev efyav AdBel mponyoupéviug XnueioBepameia Aafav Bepareia kai
ehafav yapnAég aBpoiaTikég Booeig empoupikivig (Ewg 300 mg/m2). Ze autr
N pEAéTN, N kapSiokr 0opaAsa ATaY TIAPGUOI PE exeiv) TTIoU TIapaTTprfnke
ot aoBevEis aToug omoioug XopnynBnke 1o iBio oxfipa akAd He Siadoxikn xopri-
ynan mg frsmuu(ouuau'rmr, (pera m xnpeoBepareia pe FEC). Avnidpdosig
mou G pETV € S TOU OXET HE TNV Eyxuon
(fRRs} To Phesgo £xe: OUOXETIOTET i avTIBRACEIS GXETIZOPEVES e TNV Evean
(BA. Trapdypago 4.8). O avniSpaoeic Trou oxeTifovral e Ty Eveon oploTnray

EEhn v auEnpeve KivBuvo eypdviong epmiperng oubeTepomeviag ou-
YKPITIKG pE Toug aodeveic umé Bepaela pe exovikG papuako, TpaoTouloupa-
prn kai Sogeragéhn, ebikd Katd T Sidpkela WY TRWTWY 3 KOKAWY TG
Bepameiag (BA. Tapdypago 4.8). Imn perin CLEOPATRA, gTov peTaotankd
Kapkivo TOU pagTol, O KATWIATOG GpPIBPGS OUBETEPOPIAWY FTaV TTapBHoIOg
aToug aoBeveic uTTo Beparieia He TEPTOUGOURANTIN Ka Toug aoBeveig UTTS Be-
paTTEia PE EIKOVIKG PAppaKo. H uynAGTERN OUXVOTNTA EHGAVIONG TNG ETTUPE-
g ouberepomeviag oToug godeveic uTo Hzpumlc pe wspvw{aupuuﬂn axeti-

OTNKE WE UWMAGTERT OUXVOTNTA EPp g Kkai
oToug cuvmpluévaug uchcvug @a nprm:l vu :ﬁ:mmtl T :vésxﬂpwo xupn-
YNONG CURTIT yig T BA Ba ko 1 B Aev

avapépBnke Kaveva upBay euTIupeETng uuﬁ;ﬁpﬂﬂtvhg peTd amo m SiakoTr
g SooetatEAng. dlﬁppom To Phesgo umopEi va npoxcu\m:l gofapiy Sidp-
poia. H Sigppeia eivar guyvotepn katd Tn SIGPKEI TAUTGXPOVIG XOPIHYNONG HE
Beparieia pe tafdvn. O1 nhikiwpivor agBeveic (2 65 eTWy) éxouv uynhsTEpo
KivBuvo Bidppoiag Ot cUYKpIoT PE vedTEpou aoBeveig (<65 £twv). H Sidppoia
TIPETTE! va avTipeTwmoBel olppuwva Pe g ouviBerg TTpaknkeg kal obnyleg.
Mpémel va eEeTaoTel n Tpdipn Tapéupacn Pe AoTrepapidn, uypd kai amokaTd-
oTaon NAEKTRoAUTWY, 1BI0iTEpa OF NAIKIWpEVOUG aoBEVEIQ KOl OF TEpITTTWOT)
gofapiic 1y TapareTapévig Biappoiag. Mpémel va sﬁsmuﬂ;i n Biaxorm Mg Be-
pm‘miﬂg pe Phesgo eav Sev ETTHI:UXB‘E\ Behriwan Mg katdoTaong Tou aole-
voug. Orav n Sidppoia TeBei umd Eheyxo, n aywyn pe Phesgo pmopei va ammo-
karaotabel. Miveupovikd oupBavra: Exouv avagepBei gofapd mveupovika
SuPBavIa e T xprion g TpacTouloupauTIng HeTd TV Kukhogopia oy
ayopd. Autd Ta oupBdvia ummpfav TepigTagiakd Savatngépa. EmmThéov,
Exouv avapepfel TEpITTWOEKS SidPEoNg TVEUPoVIKAG vooou, oupTiepiAapBa-
vopgvuy fwy SinBriocwy tou Trvedpova, Tou auvBpdpou ofciag avamveuoTikng
BuoXEPEITG, TG TIVEUHOVIaG, TNg TIVEUPOVINBag, TNG uTrEdWwKoTKAG aulhoyrig,
Tng avanveuaTKAg Buayipeiag, Tou ofEog TTVEUPOVIKOU OIBRUATOG Kal TG ava-
TIVEUOTIKAG avendpkeiag. O Tapdyovies kivBUvOU Trou aXeTidavial pe T Sid-
HECT) TIVEUOVIK VOO0 TIEpIAapBdvouy TrponyoUpevn f Tautdxpovn Bepameia
e AAAEG avTi-veoTTAOOpaTIKEG BepaTieieg Trou eivan yvwaTo 611 OXETI(OVTal He
auTiv OTwE o Tagaveg, n yepaimaBivn, n PivopeABivi kai n akTivoBepatreia.
AuTd Ta gupBdvTa PTTopET va TRoKUYOUY we BEpog piag avridpaong Tou oxE-
TigeTan pe Ty Eyxuon 1 pe kaBugtepnpévn évapfn. Or agBeveig Trou Prwvouv
BuaTveia ot Npepia Aoyt ETITTACKLY TTROXWENHEVTIS KaKoNBEIag kal ouvve-
onpoTATWY PTopEi va SiatpExouv aufnpévo KivBuvo TIVEUHOVIKWY TUPBAVTWY.
Emopévwg, autol o agBeveig Sev pemer va AapBdavouv Phesgo. Mpéme va
SiSetal mpogexf oty Tveupovinda, eiika ot aoBieveig Tou Aappdvouy Tautd-
xpova Tafaveg. ‘ExBoya: AuTo To GOPUOKEUTIKG TTIPOIGY TTEPIEXE! AiYOTEPO aTTO
1 mmol varpiou (23 mg) ava &éon, SnAadn cival ouciaoTika «ehedBepo varpi-
our. 4.8 AVETIBUNNTEG EvEPYEIES: ZUVOWN TOU MPOIA aogdAsiag: Oi o
ouxvéc ADRs (230%) mou avagépBnrav o agBeveig Tou umofARBnkav ot
Bepaeia pe Phesgo f evBophéfia mepTouloupdpmn ot ouvBuUaopoS Pe Tpa-
aroufoupdpT kal XnpeoBepatela frav n ahwekia, n Sidppoia, n vauTia, n
avaipia, n e§aoBivion kai n apBpaAyia. Ta mo ouyxva cofapd avemBuunta
aupPavia (SAE) (= 1 %) ou avagpépBnkay o coBeveig Trou uTofArBnkav o
Bepatreia e Phesgo f evBopAifia n:p‘mufpuuﬁm‘m ot ouvbuacps je Tpa-
mucuupdurrrt Arav f tuﬂupmn oude , N KapSiakr pKeig, n
Tupetia, n P LN A Gign, 0 ewlEvos apiBiics ou-
ﬁn:pawi.\t.uv Kai n mveupovia. To TTpogiA ucmh:ucxg Tou Pmego ftav guvohi-
KA GUVETTEG p: T0 vvu:cné TPOPIA acqm.huag me Lv&oq:h:ﬂlag meproudoupd-
prmg o€ UG e TPOOTOUl HE pia Tip 1 ADR g
avrisipaang ato anpeio Mg éveang (14, 9% évmm 0,4%).




KardAoyog avem@uunTwy avridpaoewy ume popen mvaxa: H uuwu.\zlu
g TeproudoupduTng oF pe pe Tpag i) Exen agjok

oe 3834 aoBevelg pe HER2-8emikd kapkiva Tou pactod lrng Pagikig éomuég
CLEOPATRA, NEOSPHERE, TRYPHAENA, APHINITY kai FEDERICA. Hrav
YEVIKG OUVETITG HETAEU TWy PEAETWIV, GV KaI N CUXVOTNTO EPGAVIONS Kal O To
ouyvEg avemBUpNTES EvEpyEIES pappdkwy (ADRs) moikihav avahoya pe 1o eav
1 TERTOULOUPGHT Ot GUVBUAONS pe TV TRAOTOULOUHGNTIN XopnyriBnkav e
1 XWpIG CUYXOPNYOUPEVOUS GVTIVEDTIAQOUATIKOUG TrapdyovTes. O Mivakag 2
Tiapouaialel Tig ADRs Tou -’:xuuv avapepBel oxeTika Pe T Xprion TG TEp-
TOUlOUNGNTING OF G i) Kai XnpeloBepatieia ang
nnpcm'n.u Bucmm; KAIVIKES Bomm:g (n= 3334) xur p:m Y Kukhopopia Toug.
« CLEOPATRA, arnv omioia n TiepToufoupapmn xopnyrénke ge ouvBuaopc
HE TpacTouloupdpTrn kai SooeralEAn oe aoBEvEic PE PETAOTATIKG KAPKivo Tou
pagTol (n = 453) » NEOSPHERE (n = 300) kat TRYPHAENA (n = 218), omig
omoieg N MEPTOUEOUPAUTIN XopnynBnke we ecaywyikn Bepameia o8 ouviua-
op6 pe TpacToufpupdpTn Kai XnpsioBepaneia os aoBeveic P TomKG TIpOXW-
pruévo, pAeypoviobn f Tpuipo kapkivo Tou pagtou « APHINITY, oy omoia
N TEPTOUdOUPAETIN Xopnynenke we emKoupiki Bepameia oe ouvBuagpo He
TpagToufoupdauTIn Kai XnueioBepameia Bagiopévn [ pn ot avBpakukhivn, n
omola mepiehapBave tagavn ot acBeveic pe TpuIpo kKapkiva Tou pagtou (n =
2364) - FEDERICA, oty omoia 1o Phesge (n=243) fj evBopAifia meproufou-
papTm Kan TpagToudoupdpTn (n=247), So8nkav ot ouvBuaopo Pe XnueioBepa-
Teia oF aoBeveig pe TpUWINo kapkivo Tou paotou. Emaidn n meprouloupdpTn
XpnoipoTioEiTal g Buvﬁum:mﬁ p:tpumu;aupﬂpnn Kai xqp:mﬁ:pq‘rrm Eiven
Buokoho va £ n amohoyikn oxéan pag avTidpaang
HE EVO OUYKEKPIPEVO QUPUTKEUTIKG npomv O1 ADRs TrapatiBevial TIapaKaTy
ouppwva e TV katnyopia/opyaviké ouotnpa {system argan class, SOC) tou
MedDRA kai Tig kamyopieg auxvaTntag: « MoAd guxvég (= 1/10) = Zuxvég (2
11100 £uwg <1/10) » O quyvég (= 1 /1,000 éwg <1/100) - Emdvieg (= 1/ 10,000
£wg <1/ 1.000) + Mokd otrdvieg (<1 / 10.000) » M yvwaoTég (Bev prropolv va
exTipnBodv pe Bdon Ta SiaBecipa Bedopéva) Ze kaBe katnyopia cuxvoTiTwy
Kai katnyopia/opyavikd auatnpa (SOC), or ADRs mapougidlovial Je oeipd
p8ivouoag ooapdrnrag.

MNivakag 2 ZGvoyn Twv ADRS ot agBeveig Tou éAapav Beparreia pe mep-

Katnyopia/op- 7 i ic | Dyiouxvic Emaviec
K6 oloTnHG [leAu guxvéc Zuyvéic

Aiarapayés Tou | Alwmexia, EEGv-
Sépparog kai Tou |Bnpa, Aarapayég
UTTOSGPIOU ITTOU | TWY OVOXWY

Kvnopeg, Znpo-

Seppia

g7ou | Muakyia, ApBpai-

HUOOKEAETIKOU yia, Alyog oTa
OUOTANGTOS KA1 (GKpa
Tou oUVBETIKOU
1oy
Tevikég Siatapa- | PAeypovr) Bhevvo- | Piyn, Alyog
KEG KO KATAOTA- | YOVOU, Oidnua
oeig TG obou f‘icpwcplxé
Xopriynong oidnpa,

Nupegia, K-

EfaoBé 1, AvTi-

Epuun aTo anpeio

me éveong®™”

A Q Nivakag 2 Tapouoiadel Ta guykevipwnka Sedopéva and 1 ouvohikn TEpio-
5o Beparieiag ot perén CLEOPATRA (xataAnkmik nuepopnvia SeBoptvwy 11
Defpouapiou 2014° o Bidpeoog dpiBPag KUKAWY TNG TEPTOUJOUPGUTING fTav
24)" ka1 amd My MEpindo eicaywyikng Bepameiag oty NEOSPHERE (o Sidueoog
apiBpog kikMuv Tng TreproudoupapTmg frav 4, oe dha Ta okéAn Bepamtiag) kal
oty TRYPHAENA (o Sidpegog apiBpog KiKhay TG TrepToufoupdpTng fitav 3
— 6 oe 6Aa Ta okEAn Bepameiag) amé Tnv mepiodo Bepameiag oy APHINITY (o
Biapeang apiBpog kukhwy TG TrEproufoupauTmg fitav 18) kar amé v Tepio-
B0 Bepateiag g FEDERICA (o Biapecog apiBpog kukhwy tou Phesgo frav
7). * Nepidappavoviar ADRs yia Tig omoleg £xel avagepBel Bavaneopog éxfa-
an. ** Mo T ouvohikr mepiodo Bepareiag omig 5 peAétes (CLEOPATRA,
NEOSPHERE, TRYPHAENA, APHINITY, FEDERICA), H ouyvornra eppdvi-
ang g Suohemoupyiag apiaTepfig KOIAlag Kal TG TUHPOPNTIKAG KapBIaKig
QVETIAPKEIQG QvIavVaKAd TOUg TIROTIHWYEVOUS dpoug kata MedDRA mou ava-
H umepevaioBnoia/avaguiaknikh avridpa-
“* H avridpaon ot éyxuon mepihappave
£va edpog BIOOPETIKIN Spuv OF Eva Xpoviké Trhaioio, Trou opifovidl we

3 guppavta Tou (EPBN W¢ UTIEp

cntu:pu)uuxmn mnibpucq ofgia avtidpaan atny Eyxuon f| aUvGpopo ameey-
BEpwang KUTOKIVIY TTou epgavifovTal kata Ty Siapkeia TG Eyuang rj eviag 24
wpwwy amé Ty Eyxuon. *°° MNapamprRBnke povo e To Phesgo (oxenfopevn Je
mv urro!iopn: xopqqu) ‘t‘ ADRs Trou Exouv Wuvzpsu peTd 'rrw Kun.\woplu
amv ayopd. - Il : Au-

ipyia apioTephc noMl‘a; Phesyo ae cruvﬁuaapo pe J{r)mmﬂtpu—
meia: Tmv Baoikn bckluq FEDERICA, n ouxvemnTa epgpaviang CUPTITWHaT-
ki kapbiakng avermdpkeiag (kamyopiag NIl A IV kata NYHA) pe peivon Tou
LVEF touhdyiotov kard 10% amd Ty nipr évapéng e HEAETNG kar OF TiPR <
50% fitav 1,2% Twv aoBeviv Tiou uTroBAfBnkav ot Beparicia pe Phesgo éva-
wTi 0,8% twv aoBeviov Trou urofAnBnkav ot Beparreia pe evbopAEBia xopriyn-
arn TepToulouUPdETING kai TpacToudoupauTng. ATId Toug aoBEVEI TIoU EP@aVI-
oav QUPTITWHATIKY KapSiakr) avermapkeia, Kmfivn; ané Toug mﬂn:ig Trou
eixav utrofAnBel ot Bepamneia pe Phesgo Sev £ixe avakdpwe! katd Ty karahn-
KTIKA npepopnvia oubheyng Twv ﬁzﬁopsvwv ka1 évag aoBevrig amooUpBnke
amo T Bepaneia pe Phesgo Aoyw evog oupfaviog oupmTwyaTikhg KapSiakig
AVETIGPKEINS. ACUNTTTWHATIKES f) f{THIX CUPTIIWHATIKES pPeEitioels (katnyopiag 1|
katd NYHA) tou LVEF kata touddyiotov 10% amé my nipn Evapéng Tng HEAE-
Mg kan ge Tipr <50% (emBefaiwpevn Seutepn pEtpnon Tou LVEF) avagéptn-
kav ato 0.8% 1wy aoBeviwy TTou uroBAnBnkay oe Bepateia e Phesgo kal oo

1 TRAT ot Bagikég KAVIKEG BOKIPECH, Kal PET
Vv kukAowopia 1 PEPOVTAN TTIG EMPEPOUG PERETEG. ©
: on agileral oe pa opdda Gpuv.
Ve buompa | MeAdouric | Zuvis |ouour Edis
Mopasteig kan Pivopapuyyimda Jl'lqpowxiu
TAPACTTWOEIS Mnipu.\ﬁn
| Tou avii-
TEPOU aVa-
TIVEUOTIKOU
guatiijarog
Marapayég Tou | Epmupern oudere-
QOTIOINTIKOU pomevia®
kai Tou Aepgikol | Oubetepotrevia
ouoTpaTog Meukorevia,
Avaipia
Mgrapayéc Tou | Avtidpaon oty | Ymepeual- [ Avagui Zuvbpopo
avogomoinTikol | éyxuon®™®, * |oBnoia®, * |k aviidpa- | ameheu-
gquoTipaTag |Ymepeua-  fon®, * BEpwang
|ofinoia aTo KUTOKI-
| pappako®, * v
LQiarapayég Tou | Melwpévn opegn Tuvdpopo
perapoliopoy kal Adang
ms Bpéyng oykout ooy dakm
Yuyiatpikég AdTvia Jum. oy
Siarapayég
Awrapayég tou | Mepigepikn
VEUpIKOU OUOTT- | vEupoTaBei,
Haroeg Kepahahyia,
Auvoyeuaia
Nepipepikn
aigBnkn veu-
pondBeia, Zahn,
NapaigBnaia
OpBaAUIKES Aakpippoia
Suarapayég augnpévn 4 ¢
KapSiakég Siata- Auohei- Tupgopnti- Soyumn) (BA._Thopdypige. 44),
payég Toupyia K kapSiakn
apiotepric  |avemap-
[P xoiog™ " |keia®t Ehape
Ayyeiakic Biara- | EEayn
‘Aarapayéc Tou | Brixac, Emiataén, Aidpeon Tiou éhape M TiEpTOU
avamveuaTikou | AvaTvoia TIVEUPOVO-
ouOTARATOS, ToU TaBeia, K
BlpaKa Kai Tou Ymeqwkor £hae Bepareia pe TrepT
HETOBWPGKIOY ] pooupaxiln, EMPOUNTIKiVE,
Aiarapayéc 1ou | Aidippoia,EpeTog,
yaoTpeviepikod | Zropatinda,
Nauria,
AugkoihiormTa,
AuvoTieyia,
Koihiako dhyog

BABI ot pE evBo@AEPia TiepToudou-
HAPTIT ka1 TRAoTOU{pUPGETN, aTId Toug oTroloug £vag ame Toug aobeveic TTou
eiyav utroBAnBei ot Bepamieia pe Phesgo eixe avakapiel katd Ty KaraArKTKe
nuepopnvia oubhoyrg Twy Sedopiviuy kai Blo aaBeveig tixav atroaupBel améd
m Bspcmﬂn |.|z Phesgo (BA. mapdypago 4.2 kal 4.4). EvGo@AEia rrzprou-
123 nKarx

Baa»m Buxlpﬂ CLEOF‘ATRA n ouxvaTnTa xpw:maqg rx]; Eua’,\zrmup\rmg Tl]g
apiaTephg Kothiag (LVD) katd 1 Sidpkeia g peAéTng fTav uwnhotepn oty
opada ou EhaPe Beparreia PE EIKOVIKG QAppaKo O OXEoN PE TV opdda Tou
£hape Bepaneia pe reprouloupapTin (8,6% xa 6,6%, aviotoiga). H ouyvemnta
eppavions Tg cupTTwpankig LVD fArav emiong pixpétepn oty opdda o
EAape Bepareia pe meproufpupapTm (1,8% otnv opada mou EAaBe Beparreia
HE EIKOVIKD pappako Evavrl 1,5% oy opdda Trou £haBe Bepameia pe epToU-
Im pehitn ewcaywyikng Bepameiag
NEOSPHERE, omv omoia o1 agBeveis AaPav Téooepig KikAoug TiepToulou-
HAPTING we¢ sioaywyikn Bepameia, n ouxvemnra epgavions g LVD (kata m
Biapkeia TG ouvoMkng MepidBou Bepareiag) nray uynAdtepn atny opada mou
Bepaticia pe TepTOUZOURGUTIN, TPAcTOLZOURGKTN Kkai SogetagEhn
(7,5%) ouykpimika pe My opdSa TTou EAaPe BepaTEia Pe TRACTOUZOUNGNTIT Kal
BooerageAn (1,8%). Ymmpée Eva mepioTankd ouptmwparnkng LVD omy opdda

apTmn Kar Tp foupapmn, Em pehém
cioaywyiknig Bepameiag TRYPHAENA, n ouxvernia epgaviong g LVD (katd
T Bidpkeia TG ouvolikng mepiddou Beparreiag) Arav 8,3% oty opada mou
3uTm ka1 FEC (5-pBo-
ﬂ“D TIEpTOU-
ZoupduTin ouv TpaaToulouPauTIn Kc(l ﬁuaﬂaﬁs.hn 9,3% cn'nv ouuﬁn Tou EAa-
Be Bgpameia pe meprouloupapnn ouv TpagTouloupdpuTn kay Sooetagéhn pETd
amo FEC, ka1 8,6% oty opada wou éhafe Beparreia pe mepToudoupdyTn oe
ouvduaopo ps TCH (Booetagihn, kapBomAarivn kai TpacToeudoupauTn). H ou-
XvOTnTa ERPAvVIoNS oupTTwiaTKhg LVD (oupgopnTiki kapdiakr avedpkeia)
frav 1,3% omy opaba Trou £haps BepaTiia pe TERTOUOUPGPTIT CUV TPAOTOU-
oupépmm kan Socetathn pera ano FEC (auré amokAeiel évav aobevr, o ommoi-

T OUV TPaT




0¢ eppavice gupmrwpank LVD kard ) Sigpkea g Bepamneiag pe FEC mpiv
amd m Afyn Teproufoupapnng ouv TpagToufoupapTn Kal SooeTalehn) kai
ermiong 1,3% oy opada mou EAae Beparitia Pe TeproufoUGUTTN Ot ouVBy-
aopé pe TCH. Kavévag aoBevric avnv oudau mou ehape Bspcrrreno Ve TrepTou-

EvBogAzpia meproud He TP Kar
XnpeoBgpansia: Ty purm(q 50|(||1J'| CLEOPATRA o0 HETAOTATIKG Kapkivo
TOU PaagTol, i GUVOMKN GUXVOTITA Twy QVagepBEVILV aTTo TOV EPEUVATT CUp-
Baviwy umrepeuaiatinolaciavaguAatiog katd n Siapkeia OAGKANPRE TG TIEPIG-

foupapTIn ouv Tpag tin kai F 1 Qo
HTIN UV wpnmnu.:uuuuunn Kan Bnozm&m BEV EQAVIOE au;mrwpcrnm LVD.
Im mepiobo eioaywyikng Bepameiag g pehimg BERENICE, n ouyvorna
EHQavIong oupTmwpankig LVD g karnyopiag 1 / 1V kard NYHA (cupgopn-
Tk kapdiakn avendpkeia ouppwva pe 1o NCI-CTCAE, éxdoan 4) frav 1,5%
omv opdada ou Ehafe Bepaneia pe dose dense Bofopoufikivi kal kukApopu-
agapidn (AC) akohouBoUpEvn amd TIEPTOULOUNANTIN Ouv TpaoToU{DUNGNTIN
ka TrakhmagEAn kan kavivag amo Toug aoBevei (0%) Bev eppavioe oUPTITWHGA-
Tk LVD ot opada mou thape Bepameia pe FEC, akohouBolpeve amme Twep-
ToufoupdpTn o ouvBuaoud pe TpacToulpupduTn kar SoaetakEAn. H auyve-
Rl eppdviong acupTTwpanikng LVD (psiwon Tou xhaouarog efwBnong
oUpguwva Pe To NCI-CTCAE uﬁuo'n 4) frav 7% omv opdSa Tou EAape Bepa-
Teia pe dose dense AC, (pevn amé oupapTIn ouv TpagToU-
ﬁnuudpm wai Traxhragéin kar 3.5% omy opdda Trou £hape Beparreia pe FEC,
0 aTmo meproufoupdpTm auv TpaoToudoupapTn kal SogeTagEAn.
I perémn APHINITY n auvam!u EHPAVIONG TUPTTTWHATIKS Kapdiakrig ave-
Tapkeiag (karnyopiag Il /) IV xard NYHA) pe peiwon tou LVEF TouAdyiotov
10% amro v Tipn Evaping Tg perETng kar ae Tipn <50% frav <1% (0,6% Twv
aoBeviv oraug omaloug xopyiBnke Beparreia pe TiEproufoupapTm Evavii
0.3% Twv aoBevisy OTOUS OTTOloUS xopnyﬁenxt EIKOVIKD wépuuxa) Ao Toug
aoBeveig Trou mxpouulm:uv SupTITWHaTIKA kapBiakr avenrdpkeid, oto 46,7%
Twy agBeviev TToUG oToioug Xop Tynen Bepareia pe ) foupdumn Kai
aTo 57,1% Twv agBeviuv oToug oTIoious XopyRenke zlxavn:u pUppaKo Tapa-

Gou frav 8,3% omy opaba umo BepaTiEia PE EIKOVIKO PAPUOKD KAl
11,3% amnv opdda uméd Bepareia pE TEpToUOUPGETIN, EX TOU oTojou To 2,5%
*a1 10 2,0 % ritav 3ou-4ou BaBpol kara NCI-CTCAE, avriotoa. Zuvohxd, 2
aaBevelg oy opddo uTIo BepaTreia e exovIKG pdppako kai 4 aoBeveis oty
opdda utd Scpmlu pE mmw{nuydum tuwvboqv auyﬁcu’:ﬂ Ta oToia Te-
PIYPAPKAY aTTO TOV EPEUVIITT WG { yp 4.4), Tuvokikd,

n MALIOWN@ia Twv avIiSpaTewy un:ptumcenmug nmv e 1) PETPIEC OF To-
BapoTnTa Kai UTFoYWPNaay Kard 1n Baos: Twv Tp Tou
£yivav oTr Beparreia g HEAETAG, Of TIEPITOGTEPES aVIIBPATEIg t«m.lannnv wg
{S:uupwuwu; ang eyxuoe SooetaEAng. Ing PEAETEG uauvwwmg Kol ETm-
Knupn(q; Bepareiag, 1a guppavia unepeuaioBnoiag/avaguAatiag rirav ouve-

T HE autd Tou TopamprBnkav ot pehén CLEOPATRA. Im pehémn
NEOSPHERE, &Uo aoBevzic oy opdda g TeprououpduTing Kal oTnv opd-
Ba mou ehaPe Bepareia pe SooeTagiln eppdvicay avapuiagia. Tooo atn HeAE-
T TRYPHAENA éoo kai oy APHINITY, n ouvoMki ouxveTnra utrepsuicdn-
giag/avapuiagias Arav uynhdtepn oy opada mou Ehafe Bepamein pe
Treproudoupdapn kal TCH (13,2% kai 7,6%, avrioToiya), X Tou omoiou TO
2,8% ka1 10 1,3%, avrigroixa, agopoloe cuppdvia 3ou-4ou BaBpou kara NCI-
CTCAE. Eumupern Phesgo ot e X

parmeia: I Bacikr Sokin FEDER{CA EYTTUPETT cubutpoﬂcvla Tmpu'lnpn-
Bnke oto 8,5% twv aoBeviv Tou uroBARBnkav oe Bepatieia pe Phesgo kal
avo 5.6% Twv aoBeviv Tiou uTroPAfBnkav ot Bepameia pe evBo@AéBia TepToU-
ZoupapTm kar TpacTouloupdpnn. Omwg kal oTig Baoikég Sokipég evBophéfiag

TpiBnke avéikapywn (n omoia opiferal wg 2 HeTphioeg Tou LVEF
Tdvw aTmoe To 5{!%) Kata my xu'mAmmm nuepopnvia ouhhoyrg ‘n.uv SedopE-
vwv. Ta Trep: oupBavia ot aofeveig Tou Adufavay Be-
pameia pe uvﬂpuxux.hlvn AvagépBnxav QUUHTTTWHATIKES 1} FTNA CUPTITWHAT-
xeg (kamnyopia 1l kata NYHA) peboeig Tou LVEF kara Touhgyiotov 10% Tng
Tipfg EvapEng g pehémg kat oe Tip <50% oto 2,7% Twv aoBeviov oToug
oToioug yopnynenke Bepameia pe TEpToufoupduTm Kai ato 2,8% Twy aole-
Vv oToug oTroloug XopnyABnKE EIKOVIKS @APPAKo, EK Twy oTroiwy 79,7% Twv
aoBeviuv oToug oTToioug XopnynBnke Bepareia pe mepTouloupdumn kal 80,6%
Twv agBeviy OToug OTIoIoUS XOPNYABNKE EIKOVIKG GGPUAKS EiXaV avakapye!
Kard v karahnknikg nuepopnvia guhhoyig Twy Sedopéviwv. AVIIGPATEIS
TXEN(OPEVES e TV Evean/fyxuon: Phesgo ot ouvBuaapd pe xnpeobepa-
Treia: Iy Paown Sexipry FEDERICA, wa aviiBpaon oxendopevn pe myv Eve-
an/éyyuon opilEtal wg omolaBimoTE CUTTNRATIKG avIiSpacn Tou avapEpenke
EVTOg 24 wplv armd T xopriynon Tou Phesgo n mng evBogheBiag meproulou-
HapTINg ot ouvBuaopd pe TpagtouloupdpTn (BA. Tapdypago 4.2 kai 4.4).
Zyendppeveg pe v Evean avniBpdoeg avagépBnkav oo 0,8% Twv aoBeviv
Trou EhaBav Bepameia pe Phesgo kal oxen{opeveg e TV Eyxuon avnBpaceig
avagépbrkay ato 10,7% Twv aoBeviv Tou EhaBav Bepameia pe evBoghifia
TrepTououpapTn Kal TpaoTouloupdlTn. O TTEPICOGTERES ATIG TIC CUOTAMATI-
KEG avTIBPAOEIC OXETGOUEVEG HE TNV EVEOTYEYXUON TTou TrapamprBnkay e To
Phesgo i mv evBogpAifia TreproufoupapTn Kar TpacTouloupduTm frav piyn,
Tupeia fj £uerog. O avnBpdoeig 010 ONYEID TNG EVECTIC OPIOTAKAY WG oTToIa-
Brimote Tomikr} avTiSpacn Mou avapEPBNKE EVIOS 24 WpWv amd T Xopiynon
Tou Phesgo kai avapépBnxav oo 14,9% Twv acBeviov TTou utrofAnBnkav oe
Bepariela pe Phesgo xai Arav oha oupBavia 1ou A 20u fabyod. O Teplogdre-
pEG AT TIg TOTMKES avTIBEATEC aTo anptio Tg Eveang TTapanpABnkay e T
Phesgo firav eite ahyog oo mu:lo g Eveong f epdBnua oto onucio g Eve-

PToUloUHGHTING Ko TPAOTOULOUNGUTING, TTapaTnpBnKe UYNAGTERN TuXVE-
mia zuwwcmg au'mlpnng ouSerepoTeviag unu{u Twy AoIaTwy aoBevuy TTou
£hafav HE TTER HaETIM KAl TP papTIn
(13,0%), uuolu.u; n QuYvVOTIMa EppAaviong cu‘nuprm(; ouétupo‘rn:vlug nmv
uynhatepn oToug Aciateg ooBeveic Trou z)m[inv umroBopia B.:pmuiu pr.
Phesgo (13.7%). EvBopA£gia mep oe W6 pe T

n Kar X Zmv Eamm Bokipry CLEQPATRA, n
ﬂ,\aownwlu mv uc&vwv Kai G‘ng oo opddeg Bepatciag epQAVIOE Tourdx-
arov Eva cupBayv Asukomeviag (63,0% Twy aoBeviuv oy opdda utd Bepamzia
pe Treprouloupdpmn kar 58,3% twv acBeviov oty opada umé Bepameia pe
EIKOVIKG (PAPHAKO), EK Twy GTToiWY fj TTAEIoYN@ia ftav gupPavia oubetepoTre-
viag (ﬂA mapaypago 4.4). l'lupmnpnennc EHTIUPETN OUBETEPOTTEVIa OTO 13,7%
Twv ume kal o710 7,6% Twy aoBevisy
UTIG BEPATTEIT PE EIKOVIKG :pupg.tuxc Km c'm; S0 opddeg Beparmeiag, 10 TOTO-
aTd Ty aoBEVV TIOU EPY EpPTIOPETN O frav 1o uynAéTepo
aTov Tpwro KUkAo TG Bepatreiag Kal HENLBNKE oTadiakd oTn cuvexed. Augn-
HEVN QUXVATNTA EPPAVIONG EPTIOPETNG QUBETEPOTIEVIaG nupmnpneqns peTaty
Adarioy aoBevioy ke oig Suo opabeg BepaTreiag ouykpITka pE Toug acBeveig
amd GAReg QUALS kal dhheg v:vacwlxéc n:pioxé: MEeTags Twv Aclurmv aoBe-
VWV, N OUXVOTATA P 1
amy opada uTd Bepamlu HE nmou{ouudpnn (25,8%) uuvnprrlxd pE Tnv
opada utrd szpcrmu HE EIKOVIKG qxxppuko(ﬁ 3%). ['m pehemn NEOSPHERE,
7o 8.4% Twv aob TIou Ehafe pe foupdpTm,
TPAoTOULOURGHTIT Kal bcumztu\n Luwwc: :ynup:rn ouB:rr,po.vlo OUYKpI-
TIKG pE T0 7,5% Twv ehafe Je Tpag’ I Ka
Boactagehn. Lm pehim TRYPHAENA N epTiUpeTn ouBETepoTIEVia anpEiBNKe
ato 17,1% Twy aoBeviv Tou EAaPav eloaywyiki Bepameia pe Teprouloupd-
putm + TCH ka1 aro 9,3% 1wy acBevisv Tou eAaPav eioaywyikr Beparicia pe

ang. EvGogA£fia mep ot HO JIE TpaCTOU]

Ka xnpeioBepameia; H oxeniépevn pe 1 xoprynan aviidpaan ophnnxt. :mg
paoikég Sowipig we otrolodijote oupPav avapépetal we uTrepevaioBnoia,
avapuhakikn aviipaan, ofeia aviidpaon oty £yxuon f oUvEpopo aTreAsu-
BEpwong kuTokiviy Trou eppavideral kard m Sidpkea g £yxuang f Ty iSa
nuEpa pe v Eyxuan. Zmn Baowr Soxipy CLEOPATRA, n apyiki ddon g
TEPTOUGOULCHTING XOPNYABNKE TNV Npépa TpIv aTmo TV xoprynon g Tpa-
arououpdpTIng kal TAg SooeraEAng yia va emTpartei n eEEraon Twv axenife-
HEVWY pE TNV TiepTouloupdpTIn aviiBpdatwy. Katd my Tpwn nu:pu TIou xo-

mER: JaPTT, TpaaTtoufoupapTn Kal SogeTatéhn perd amo FEC. Zm HeAE-
m TRYPHAENA, n emrimiwan g epmipetng oudeTepomieviag Arav upnAotepn
aroug aoBeveig Tou EdaPav £§1 KUKAOUS TTERTOUIOUNGNTITG TUYKPITIKG JE TOUg
aofeveig Tou £Aafav Tpeig KUkAoug TreproudoupapTmg, aveapTnTa amé m
xopnynBeica xnpeioBepareia. Omwg ket otn peAém CLEOPATRA, pia uypnio-
TEPN CUXVOTTO ENQAVIONG OUBETEPOTIEVIAG KOl EPTTUPETNG cuSETEpOTIEVIQG
TapampAenke petagl AoiaTiv goBEvv ouyKpimkd pe dAhoug aoBeveig ot
appdrepes TG PEAETEG cloaywyikAg Bepameiag. Im pehétn NEOSPHERE 1o
8,3% Twv AciaTwv uchvuv Tou EAape zlau\n.owkn Bspu'nslu HE TEpTOUdOUNG-

priyriBnke pove n nzpﬂm{uupupwn ) GUVOMKR uuxvnrr]m Twy @
ou axerifovial Pe v £yyxuan fArav 9,8% omv opdda umé Bzpameia ue EIKOVI-
Ko @dppako kal 13,2% oy opada uTo Bepameia pe MepToufoUPGUTIN, PE TNV
TAEIOWNPIa Twy aviIBPAcEWY va Eival fmieg A pErpieg. On o ouxvég aviiBpa-
aEig mou oxeTifovral pe Ty Eyxuon (21,0%) oty opdda umo Beparreia PE TEP-
ToufoupdpTn frav Tupegia, piyn, koTwon, kegahkahyia, efaoBévion, utpeu-
aigBnoia kal Epetog. Kara Tn Sidpkeia Tou SeUTEpOU KUKAou, G6Tav GAa Ta
PAPHTKEUTIKG TTpoiGvIa XopnynBnkav Ty iBia npépa, ol o auyveg avndpd-
aeig Trou axetifovrar pe Ty Eyxuon (21.0%) oty opaBa umé Beparrsia pe ep-
TOUGOULAWTIN ATaY KOTIWOT, UMEpEUaiaBnoia oTo gdppake, Suoyeuoia, ute-
peuaioBnoia, puahyio kai Epetog (BA. mapdypago 4.4). Ing periteg
EIgaywyIkrg Kai EmMKkoupikng Bepameiag, n TEpTOUZOUPANTIN XopNyRBNKE TNV
iBia nuépa pe T dAkeg Bepareieg TG peAETng. IXEM{apEveg pe TV Eyxuon
avmiBpdoei TTapoudiacE 1o 18,6% - 25,0% Twv aaBeviov KaTd TV TIpWTn nuE-
pa xoprynong g mmouc’.cuudwnc (08 ouvbuaops pe TpacTouloupdyT
Ka xnp O miTrog Ka TWY CUPBAVTWY TGV OUVETTT JE
aurd Tou TiapatpfBnkay aTnv pﬂtrn CLEOF'ATRA HE TV TIAIOWNIa Twy avii-

pTm, TpacToufoupGpTIT Kol SoOETAEEAN ENQAVIOE EPTTUPET nuﬁﬂwﬂn’avm
OUYKPITIKG PE TO 4, U% Twv AgiaTv agBeviuy TTou EAaBe eloaywyikh Bepareia
pe TpacTouloupauTn kat Sooetagéhn. Im pehérn APHINITY, epmipern oudete-
pomevia Tapousiage To 12,1% Twv aoBeviuv aToug omoioug xopnyABnke Be-
pameia pe TeproudoupduTn kan 7o 11,1% Twv aoBeviov oTOUg OTIDIOUG XOPN-
yriBnke eicovikd pdppaxe. Omwg kai atig peaiteg CLEOPATRA, TRYPHAENA
ka1 NEOSPHERE, apampnéinke uynASTepn ouxvoTnTa ERQAVIONG EPTIUPE-
g oudeTepomeviag oToug AoiaTeg acBeveig aToug oTroloug xopnynBnke Bepa-
TiEid pe TiepTouloupauTTT OF oxEon WE Toug aoBeveis GAAwY GUALIV TG Hehé-
e APHINITY (159% twv aofeviov  otoug omoloug  yopnynfnke

saptn kat 9,9% Twy aoBevisv OTOUS OTIoIoUE XOPNYNBNKE EKoVIKG
q;c(ppuxo] Aidppoia: Phesgo ot guvBuagpo pe xnpeioBepameia: £n Baoiki
Bokipn FEDERICA, Bigppoia anueiwenke o1o 81,7% rwv aoBsvay utd Bepa-
Treia pe Phesgo kal ato 59,1% Twv agBevisy umd Beparreia pe evBoghifia
TreprououpapTn ka TpagToufoupapTn. Avapépenke Sidppoia = 3ou BaBpou
o1o 7,3% Twv aoBeviov Tou okédoug Tou Phesgo évavn 5,2% ato okEhog g
evBoghifiag TiepToufoupdpTng Kai TpacToufoupdyTing. H Atioyngia Twv

Bpaoswy va eivan (TNEG 1 PETPIES O of:

avaguAaia: Phesgo oe ouvBUaopo pe XnueioBepareia: Ziny Baoikr Sokip
FEDERICA, n guvoMKr guyvornTa Twv PEPBEVTWY aupPdvTWY
ofnoiag/avaguAatiag Trou oxeTilovTay pe T oToxEupEvn ovo HER2 B;pam:kx
frav 1,6% aroug aoBeveic mou umoBAfBnkav o Bepameia pe Phesgo £vav
1,2% otoug aoBeveis Tou uroBARBnkav oz Beparmeia pe evBophéBia TepTou-
ZoupduTn Kal TPacToufoupapTIT, €K Twy oTioiwy kaviva Bev frav 3ou- dou
BaByou kard NCI- CTCAE (éxBoan 4.0) (BA. mapdypago 4.4). ‘Evag aoBevig
epgavioe éva oupfdv umepeuaigBnoiag/avagpuhatiog kata T Sidpkeia fy apé-
owg peTd TN Xopriynon Tou Phesgo™ oTov mpwr o KiKAo To oTroio obiiynoe ot
ambdaupon amd ) Bepameia (BA. mapdypago 4.2 km 4.4).

Arav 1ou fj 2ou BaBpou wg mpog v Baputnid
Tcug H utunAérspn auxvém‘la eHgaviang Bidppoiag (Ghwv Twv BaBudv) ava-
pEpONKE kKard T SidpKeia TG aToXEUPEVNG BEpaTiziag Kal XNUEIOBEPUTIEIRG HE
Tagavn (57,7% Twv agBeviuy Tou okéAoug Trou Aae Bepaeia pe Phesgo va-
w1t 53,6% Twv aoBeviv Tou okéhoug Trou £hafe Bepamieia pe evBopAERia Tiep-
ToudoupdpTn Kal wpumu(ouudpnq) (BA. mopdypago 4. d) EvSopAipia mep-

pE Tpa
Em Bumm] ﬁompn CLEOF’ATRA =20) pncm'rcmxé mpr.lvn mu uumou Elup-
oo 88,4% Twv ol umd
Kai aTo 48 7% Twv agBeviuv UTTO BEpaTTEia IE clxowxo q;appuxc :BA rmpﬂvpu
(o 4.4). Ta mepigodrepa oupBdvia frav Ama Ewg pEtpia o BupUinTa Kl on-




HenuBNKay pahic oToug TTpwToug kikhoug Beparreiag. H auxvaThTa epgaviang
Bigppoiag ou-dou BaBpou kard NCI-CTCAE rirav 8,3% otoug aoBeveig umo
Bepaneia pe meprououpapTm évavn 5,1% oroug aoBeveig utd Bepareia pe
ekovikG pappako. H Sidpeon Sidpkea Tou peyaiitepou eneigodiou firav 18
nHEPEG oToug aoBeveig uTo Bepatreia ps mepToulouPauTIn Kai 8 NPEPES aToug
aoBeveig uTro Bepameia pe exovikd pdppako. Ta Siappoikd oupPdva aviamo-
KpiBnkav kahd omy mpoAnTmkd Siaxeipion pe avniSiappoikolg TTapdyovTES.
Z1n Bokipn NEOSPHERE, Sidppoia onpeituBnke oto 45,8% twv aoBeviov Tou
Ehafe eioaywyik Bepaeia pe mepToUfoUPARTT, TPaTTOUlOUNAUTIT) KOl BO0E-
Tagéhn ouykpimka pe To 33,6% Twy agBevisy mou ENape Bzpameia pE TPAOTOU-
Coupdptn kol Sooetakéan. Zin Sonipr TRYPHAENA, Bidppola onpeiwsnke
oTo 72,3% Twy aoldeviay ou éhaPe eioaywyikn Bepameia pe wepTouloupdyTm
+ TCH kai oTo 81,4% twv aoBeviov mou EAafe eioaywyikn Bepameia pe mep-
ToufoupduTm, Tpuu‘ruuﬂuuudum Kai anmﬁ:hn pera awo FEC. It appore-

avnowyara kard tng TeproudoupdpTng ot Slo agBevels. H auxvamra eppd-
VIONG TWV 7 Kard TG TEP ITING KQ1 Katd TG TpaoToudou-
papTng Tou avixveuBnkav oe omoioSAToTE Xpovike amypr (oupTepihapBa-
vopévng g évapéng g Beparreiag) frav 10,3 % (26/252) ka1 1,2 % (3/252),
avriotoga, oe aoBeveic una Beparreia pe evbopAifia TeprouloupdpTn Kai
TpacTououpdpTn. Metaglh auTiv Twy aoBeviy, eEOUBETEPLITIKG avTIoWHO-
Ta KaTa NG TEpToUlpupNaUTING avixvelBnkav Ot Tpeig aalicveic. H ouxvomnia
E£pQAVIONG Twy EKAUSHEVWY OTTS T BEpaTicia aVIICWRATWY KATd TN TIERTOU-

Kard mg Tpac UAUTITG, KOl Katd NG Sopual\oupovlﬁcmr;
akpa frav 8,3% (20:‘2-41) 1,7% (4/241), kot 3,8% (9/238), aviioToxa, otoug
aoBeveig uTio Bepatieia pe Phesgo. Metagl autwy Twy agBeviy, efoudeTepu-
TIKG avTIoWyaTa KaTa TG TrEpTouloupapTng avixveubnkav os uo aoBeveig,
Kal eEoUBETEPWTIKG avTioWpaTa Kard g TpacToufoupduTing aviyvelBnkav
ot tuuv aoBevry. H ouyvémta :uwwu-nt; Twv uvnoouun'lwv Kad Mg mplau—

PEG Tig PEAETES Ta TIEpIOOOTEPA oupBavTa frav Ama Ewg pETpia at Bap u

Zm Boxipn APHINITY, avagépénke uwnkur:pn ouxvoTIT :uq:uwung 6|uppok
ag oTo oKEhog Twy aoBeviby oToug oTroioug yoprynBnke Beparreia je TepToU-

Coupdurm (71,2%) o ouyKpion KE 1o GKEAOS OTO OTTOI0 XOPNYIBNKE EKOVIKO
gappako (45,2%). AvapépBnke Sidppola = 3ou BaBuot o1o 9,8% Twv aoBe-
VY TOU OKEADUG TNG TIEpTOUZOUNANTING EvavTi 3,7% OTo OKEAOG TOU EIKOVIKOU
pappdkou. Ta TepioooTEpa avagepBévia oupBdva firav 1ou f 2ou BaBpol
wg Tpog T Bapummra. H upnAdrepn cuxveimTa eppaviong Sidppoiag (hwv
Twy BaBplv) avapépBnke kard v Tepiodo Mg oToyeupévng Bepameiag +
xnueioSepaneiag pe Tafavn (61,4% rwv aoBeviuv Tou okéhoug g TepToUloU-
papmng évavn 33,8% Twy aoBevalv Tou OKEAOUS Tou EiKovikol @appdxkou). H
guyvotnTa eppaviang mg Siappoiag ATav oAU yapnAotepn perd T Siakor
g xnueioBepareiag, emnpeagovrag 1o 18,1% twv aoBeviy Tou arihoug TG
mmwﬁcuuuunng Evavm 9,2% Twv aoBeviy Tou cm:?mug TOU EKOVIKOU pap-
pakou kata My TIEpioBo TNE GTOXEUHEVIC ﬂzpmrdu; HETa TO TEAOG TG )(r"mu—
Beparieiag. Efavenpa: Phesgo ot He v
Poows Soxipn FEDERICA, efavlnua quasmﬁqx; aro 18,1% Twv aoBevi

Kara g Tpag HGWTIG, Kal kata e P

uma TIOU avixvEUBnKay Ot 0110lﬂ5ﬂm7! XPOVIKT mlvpn (ouum‘.plhauﬁcwo
péEvng Tng Evapéng Tng Bepameiag) Arav 12,1% (30/248), 3,2% (8/248), ke 9%
(22/245), avrigroiya, oToug aoBeveis utrd Bepateia pe Phesgo. Metagl autiw
Twy aoBevioy, EEOUBETEPWTIKG aVTIOW Kard g Tep quTIng avi-
XVEUBnKay gt Tpeig aoBeveis, coUBLTEPWTIKG QVTICWLATA KATA TNG TRAGTOU-
(ouuuurrn; aviyveuBnkav o Evav auewﬁ Ka Eﬁcubncpwnm avTiowpata
kara mg BopuakoupoviBaong GApa avixvelTnkav ot Evav acfevr].

H khvikfy onpaoia mg avdmru§ng Twy aviiowPaTwy Kkara g meptouloupd-
pTING, Kard Tng TpaoTouloupduTng f karé Tng Popuakoupowvibaong diga
unﬂ rn Bcp:mm HE Phesgo eivai uwwo‘rn AAAayn ¢ Bepameiag amo v
n oro Phesgo (n avri-
aTpoRa): H eheT MO40628 !il:peuvnct MV aogdieia NG akhayiig avépeaa
omyv evBoghiBia TepToudoupdpTn kal TpaoTououpduTm Kal oTo uToBopIo
Phesgo (Ixéhog A) kai avrioTpoga (Ekéhog B) pe mpwrapyikd oTéxo va afio-
.\ovﬂcel ™Y TipaTiUNgn Twv acBeviy yia 1o Phesgo (BA. Tapdypago 5.1 yia

U6 Bepamcia pe Phesgo xai oo 21,8% Twv agBevivy umd Bepareia e evBo-
pAEia mepToudoupdpTm kal TpagToufoupdpTn. H TAsiowngia Twy ouppd-

g g pehémc). Metagl Twy aoBeviuv ato Exéhog A,
n cuvalnm :utpuulong Twv AES katd Tn Sidpkeia Twy Kokhwy 1-3 (evBopht-
ﬁlu Bsptmtiu) firav 77 ,5% (62/80 aoBeveig) ouykpmkd pe Toug Kikhoug 4-6

viwy efavBriparog ﬁmv 1ou f} 2ou Badpoo. PAES
ot ve I« 1 Kai X J [rr[ Baalur\ bo«k
] CLEOPATRA o7o pnnmumm mplmm Tou pacTou, TTaparnpRBnke e§avern-

pa ote 51,7% Twy acBeviov uTié Bepameia pe mmnu(ouuﬂunn CUYKPITIKG e

Tou frav 72,5% (58/80 nqung) Meragu Twv aofeviv
crm ZkeMg B.n wxvom?u EpQaviong Twv AEs kard T Sidpkeia Twv Kikhwy

1-3 (uTroBopia Bspameia) Arav 77,5% (62/80 aoBeveic) ouykpmika pe Toug Ku-
KAoug 4-6 (evBogAiPia Bepameia) Tou fitav 63,8% (51/80 aoBeveig), Kuplwg

10 38,8% 1wy aoBeviv uTrd ME EIKOVIKD
cupBdvta fitav 1ou fj 2ou BaBpol ot BapuTnTa, anp:lmﬂnmv rrfouq TIPTOUE
500 KUkhoug Kai av piBnkav omg kaBiepwpéves Beparreicg, GTwg eival n
TomKA A 1) a6 Tou OTGpaTog Bepareia yia Ty akpn. I1n Sokipn NEOSF‘HERE
eEavBnua unpuw&ns: aTo 40,2% Twv agBeviv Tou EAaPe nsuvumm Bepa-
TiEia pe TEpTOU T ’ ko BooeTafEAn auykpmKa Pe 10
29,0% Twv aoBeviv mou Aape Bepamcia pe TpaoTouloupGuTn Kal SooecTagé-
An. Zmmn Bokipn TRYPHAENA Eiuvsnuu anueuBnke oto 36,8% Twv ooBeviny
oy éafe eioay pe foupdpTm + TCH kai oTo 20,0%
Twv aoBeviyy TTou :Auﬂz Mcrvwvlm B:pc:m:lcr e TeprouloupduTn, TpAaOTOU-
Goupapmn ke SooerageAn peta amo FEC. H ouyvormia eppaviong Tou ehaven-
Harog fitay upnAGTepn atoug aoBeveig Tou EhaBav €5 Kukhoug TepTouZoupG-
PTG CUYKPITIKG pE Toug auBeveic Trou EhaBav TpEig kUkAoug TreprouloupdpTme,
avegpmmra amé m xopnynBeioa xnpewoBepameia. Zin Sokiur APHINITY, 1o
avem@uunto oupfav efavBripartog eppaviomke ote 25,8% Twv aoBzviv Tou
oxehaug TNg Teprouloupapmng evavn 20,3% Twv aaBeviov Tou oKEAOUG Tou
£ikoviKol pappdrou. Ta TepioodTepa oupBavra e§avBiparog firav 1ou fi 2ou
BaBpol. Mn puaioAoyikés epyaompiakés eferdoei: Phesgo oe ouvdua-
oud pe xnpeioBeparreia; Zm Baoikg Sokipn FEDERICA, n ouxvetnra epgdv-
ong ouﬁncpurrcv{uc 3ou-4ou BaBpod, katd NCI-CTCAE :x5oan 4, firay |oop»

Adyw TG AGTEPNG CUXVOTNTAG ERPAVIONS TWY TOTIKWY avTibpdoewy ato
anueio Tng éveong (6Aeg BaBuol 1 1 2) kard T Sidpreaa Tng Xopfynang Tou
Phesgo. Ta mogootd Tpoe mg akrayrig (Kukior 1-3) yia Ta gopapd avemey-
pnTa gupBavia, 1a avemBupnta ouppavia Badpod 3 ke Twy SiakoTiwy g
Bepareiag Adyw avemBOpnTwy cupBaviwy Arav xapnha (<6%) kal Tapapoia
Ve 1 TrooooTa perd Tv akhayr] (Kokhor 4-6). Aev avagépSnrav avemBipnTa
oupdvra fajod 4 n 5. HAmiwpgvor agdeveis: Tin FEDERICA, Bev maparn-
pnsnmv A amy aopd Tou Phesgo ot aoBeveic nAiKiag
65 enov ko < 65 ey Gmum: amig Pacikég khivikeg SokipEg T TTEpToUdoU-
papTmg pe evBophERia TEPTOULOUPANTIT) OF JUVBUAONS PE TpacToOUfoUpPGHTIN,
onpewBnKay perwpivn open, avaipia, peiwon ﬂupau; eEaoBévion, Buayeu-
aia, TEPIPEPIKR VEUP , uTTOpay Kai & HE TN guxveTn

Eppaviong va eival z 5% uwn}\t‘mpn o aobeveic nAikiag = 65 etwv (n=418) ot
alykpian pe aoBeveig < B5 eTwv (n=2026). Mepropiopiva Sedoptva KAMVIKGY
Boxipwy eivan SiaBéopa yia aoBeveig nhixiag =75 eTwv o1 omoior éAafav Bepa-
Tieia pe Phesgo 1 evBoghéfia reproudoupapTn kai pactouloupapT). Ta Ge-
Boptva PETG TNV Kukhogopia aTny ayopd Seixvouv o1 dev uTTdpxouv SIagopig
oIV aoPAAEIT TNG TIEPTOULOUPAaPTITG OF CUVBUaoHO Pe TpacTouloupayTn o8
aoBevelg nAikiag = 65 e1v kal < B5 e,

pormpévn oTic Slo opadeg Bepameiag (14.5% Twy agd

Phesgo ka1 13,8% Twy aoBeviyv ummo Bepamzio pe zvéclp)\tﬂm mp‘mu(puud—
uTm Ka TpaoToudoupapT).
EvBogAipia mep d TE OUV HG WE TPOOT G Kai
Xxnpeofepameia: I Baowkr Soxp] CLEOPATRA 070 LETOCTATIKG KOPKIVO
Tou paatou, ) ouxveTnIa eppdawiang g oudeteporeviag 3ou-dou BaBuod,
kara NCHCTCAE Ekﬁoun 3, frav luoppoﬂnuavq u'm; 800 opadeg Bepamei-
ag (86,3% Twv aol: ute spapmn kai 86,6% Tuy
ooBeviyy uTrd BepamEia PE EIKOVIKD q;dppuxo oupTEpiAapBavopévou Tou
60,7% xan 64,8% pe oudetepomevia 4ou BaBpou, avtiotoxa). Im Soxiun
NEOSPHERE, n ouxvérnTa epgdviang Tng oudietepotreviag 3ou-dou BaBuod,
katd NCI-CTCAE éxboan 3, frav 74,5% otoug aoBeveic TTou Ehafav cioayw-
yikf) Beparreia pe MeproudoupapTn, 1pacTououpduTn kat Soaetatihn ouykpr-
TIKG pe 10 B4,5% oToug aoBeveic Trou Erafav Bepameia pe TpaoTouloupdpTn
kan Sooeratedn, oupmepiaapBavopiévou Tou 50,9% kai 80,2% oubeteporieviag
4ou BaBpol, avriatoixa. It Sokipfy TRYPHAENA, n ouxvOtnTa ep@avians
ouderepomeviag Jou-dou BaBpou, kata NCI-CTCAE éxboon 3, frav 85,3%
otoug aoBeveig Tou EAaBav eioaywyikd Bepaneia pe meprouloupdpTm + TCH
ouykpimka pe 1o 77.0% otoug aoBeveig Tou EAafay eigaywyikn Bepameia pe
TreprouloupapTmy, TpaoToudoupapTn kar SooetagéAn peta ame FEC, aupTIE-
pihapBavopévou Tou 66,7% kai 59,5% % uﬁn(pcmtwu; dw Buapnu avti-
aroixa. I Soxipn APHINITY, n ouy; c 3ou-
4ou BaBpod, kard NCI-CTCAE éxdoan 4 mav 40 8% aToug uuezvelg atoug
oTroioug xopnynBnke meproufoupdunn, TpacTouloupdpTm kal ¥npcoBepaneia
évavi 39,1% oToug agBeveig aToug omoioug xcpnvﬂﬂnnt EIKOVIKO (pAPUAKO,
TDClo'mi"' a Kai g oudete-
pmvr.vlm; Aoy Buﬁpnu oE TrogoaTo 28 3% kar 26,5%, uvnﬂ'mlxu Avogoyo-
vIKOTTa: UG O Gheg T BEpaTIeuTikeg npw‘rr.M:;, urdgyer 1 mBaveTnTa
avoooloyIkig aTTeKpIong aTny {oUpGUTIN Kal OTNV Tpat Japmn
atoug aoBeveig Tiou AapBdvouy szumln e Phesgo. I uw‘ln FEDERICA,
| CUXVOTNTA EPPAVIOTC TwY ERAUGHEVWY aTTo Tr BepaTreia avnowpdTwy kard
g nzpmu{uupdgrmg Kal KaTd me rpumnu{oupdemg frav 6,1% (15/245) kan
0,4% (1/245), avrigroiya, oToug aoBeveig uTTo Bepameia pe evBopAEPia TEp-
ToulpupapTin ken TpagTouloupapTm. Metagl 1wy acBevisv ou BpeBnkav Ber-
Kol gE avTIow Kard g Tep IGHTING, EVIOTiCTNKaY eEouBETEpWNKG

Pop you: H avagpopa mBa-
avemBo h pm amé m xoprynon aeiag Kukho-
wapmc fw wupucw:unnou Trpnluwoq EIVGI onpaviiki. ETpémel 1 ouvex

1 TG OXEOT £A TOU P 3 TIPOIGYTOS,
Znreial and mu; mawmuamg 1ou Topia Mg uvumoulan TepiSahyng va
avagépouv omoleodiimote mBavohoyoupeveg avemBupnTeg evipyeieg (BA. Ae-
TITOEPEIES TTAPAKATW)
Kimpog: PappokeuTikeg Yrnpeoieg, Ymoupyeio Yyeiag, CY-1475 Acukwaia,
Tnh: +357 22608607, baf + 357 22608669, loetomog. www.moh gov.cy/phs
EARGSa: EBvikag Opyaviopog Pappdxwy Megoyeiwy 284, GR-15562 Xohap-
o5, ABriva, Tnk: + 30 21 32040380/337, ®ak: + 30 21 06549585, lovétomog:
hittp:/iwww.eof gr
10. HMEPOMHNIA ANAGEQPHIHE TOY KEIMENOY: 13 lavouapiou 2022
Aemopepeic TANpoPopiEs yIa To TApaV PapuaKEUTIKG Tipoldy tival BiaBioieg
oTov SiKkTuako ToTo Tou Eupwiaikod Opyaviopou ©appdkwy http://www.ema.
europa_ eu.
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Ertikowwvia pe tig "Tuvaikeg otnv Oykoloyia"
AlevBuvon: Bao. Yodlag 54, 11528 ABrjva
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Website: www.w4ohellas.org
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