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Xmipenioyoe

Ayamnteg kot ayanntol Zuvadehdol kal ZUVEPYATES,

Metd amd amoucia evog £€toug, n Emotnuovikn Alnpepida «ALEMLOTNHOVLKN
ekmaibevon yla tn Bepameia TwWV VEOTAACUATIKWY VOO UATWY» EMOVEPXETAL OTO
duokd NG XWpo Kal Xpovo kal Ba mpaypatomolnBel ota Xavid, oto Kévtpo
ApxLtektovikng Meooyeiou «Meyaho Apoeval», otig 22 kat 23 Oktwppiou 2021.

Kat p€tog, péAnpa tng Opyavwtikng Kal EmotnovikAng EmLtponig eivat n cuvavtnon
«UOC» va SLATNPOEL TOV TTOAU-TIOPOYOVTLKO XAPAKTHPA TNG KoL va TtpoadEpPeL OA
ekelva Ta oUGLWEN TTOU €XEL AVAYKN N OYKOAOYLKN Kowotnta. ISlaitepa Twpa, 6mou ot
ONUAVTIKEG avaBewpPrOELS KAl avaKOTATALELC TTou cupPaivouv otn Sldyvwon Kat
Beparmela TWV VEOTAACOUOTIKWY VOONUATWY eMBANAOUV VEEG cuppa)ieg Kal véa
epyaleia amokpumtoypddnaong.

H mavénpuia mou Buwvoupe €xel BonBrosL oTn SLAKPLON TWV OUCLWEWY YVWOEWY, EXEL
amokaAU el véoug TPOMOUG eMIKOWWVIaG Kal €xel emBAAAEL - (OwWG MAPOSIKA,
MPWTOYVWPOUC TPOMOUG eTikowwviag. ANA Kol péca o autd to paydaia
avadlapopdOUUEVO ETILOTNUOVIKO XWPO, TA KAXOOLKA YVWOTIKA QVTLKE(PEVA TNG
XELPOUPYLKAG, XNUeloBeparmeiag, aktivoBeparmeiog, HoplokAg PBloloylog Kol Thg
avoooBepaneiag, ocuvexilouv va mpokaloUv pe apeiwto evdladEépov Tov TPOTO
oKEPNG pag.

Katto 2021, kaAoU e 6Aoug Toug EmayyeApatieg Yyelog va MAALGLWoouV Thv Atnpepiba
pE TN dia Kal Tov evBoUCLAGHO TOUG, WOTE va KOAUWOULE TNV TIEPCUVH LG amouaia.

KoAn avtapwon ota Xavid.

Ot Npdedpot Ot Npdedpot
™ OpyavwtikAg Emitponng ™G Emotnuovikng Emtpornig
A. Kapdoapdkng - N. Av6poUuAdakng H. MmnioprtoAdkn - E. ZaloUotpog
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Meparrépuw mhnpogopiec GiariBevral and Tov kdveyo me dSaag kukhogoplag katdmy arToew.
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BonBroTe va yivouv Ta @dppaka mio acpakr Kat
Avagépete
ONEZ Tic avemBUpnTEG EVEPYELES Yia
OAA Ta pdppaka
ZupmAnpavovtag v «KITPINH KAPTA»

YNOrANEIEIA AIZKIA KITPIKHE GAINTANYAHE

TONIKOZ ANTINPOZQMOX:

5y anaBIO0sis

pharmaceuticals

A_P/Ana/ADV/05.2020

Abrva: Napankevpog A. Kbpng 3-7, TK 14122 Néo Hpaxdero Armikic,
mh: 210 2711020, fax: 210 271 2001

Oco/vikn: 9° ghy. Beo/vikng - Movdavidy, 55535 Beafvikn,

Tr: 2310 489360, fax: 2310 489396

email: info@anabiosis.gr - site: www.anabiosis.gr
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Emmponse

OPTANQTIKH EMITPOMH

MNpoedpor:  N. AvSpouAdkng, A. KapSdapdkng
MéAn: A.  Apuevadkn

I.  Apoaitng

A. Koaotavakn

E. Kovtomodng

M. MrmayAt{avakn
E. MAaitng

N. ZkavoaAdkn

. Xpokiwtakn

N. ZJupoepibng

0. ToaBapng

ENIZTHMONIKH ENITPONH

Mpoedpol:  H. MmopmoAdkn, E. ZaAoUotpog

MéAn: BapPoakdg
BapBaitng

. Tewpyakdmoulog
IKLOUAUTIOLOAVNG
Kapakwotag
Kapapmealng
Moawuwpoubng
Mrtollovélou
Manayewpyiou
Moodxag
Mopwvn
Idupldakn

. ToAa
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ETKEKPIMENO MAEON KAITIA TON METAZTATIKO OPMONOEYAIZ

‘Otav ot acBeveic oag mapovoialouv poXwpnHEVo KapKivo Tou MpooTdrn ival Kaipog yia Spaon.
To XTANDI™ gival pia and Tou oTouatog xopnyoupevn Bepaneia pe anodedelypévn anoTENCUATIKGTTA OTNY TIPWTN
yoapur Tou mHSPC, Tou uipnia kivdivow nmCRPC kal Tou acupmwaTtikel / rima oupimwpatikol mCRPC.!

APMAKEYTIKO MPOION MATO OMOIO AMAITEITAIIATPIKH EYNTATH

H otvtopn IMXT Tou mpoidvtog Snuooieletar atn oehiba 2. Tou napoviog eviimou.

Na nepatépw minpogopieg oupPouleuteite v MXN nou SiatiBeta and v Astellas Pharmaceuticals AEBE, katomv armroswg,
Nogoxoperaxr np (Kouti x 112 emxaloppéva pe kemtd upévia Sioxia - 40 mg /TAR): €2.261,67

Or nikvéow ouyvéc avemBipmreg evipyeeec elvan eSaoBévion/xdmoon, e§aipei, unépraon, kavaypata, kan oo
mHSPL: peraoanivig oppovoeuniafirog kapkivog Tou npootarn, nmCRPC: pn peraotaming, avBextindg o1ov uvouyioyd, xapkivag Tou npooTam,
mCRPCpetaotanikdc, avBexTiKic oTov suvouyiopd Kapkivag Tou npootdmm

1. Mepihnyn Xapaxnpeomikiy Npoidvrog XTANDI™, 2. Stemberg (N et al. N Engl ) Med 2020; 382: 2197-206, 3 Beer TM et al. Eur Ural 2017, 71: 151-54
4 Armstrong Al et al. ] Clin Oncal 2019;37(32): 297486, 5. Hussain M et al. N Engl ) Med 2018; 378(26}: 2465-74

BonBrioTe va yivouv ra pdppaka mo aopaki kai
AVU?EDETE
OAEL g aveniBapnTe eve pyeiee yio OAA Ta gpdppaxa
Eupnhnpdvovtag Ty «KITPINH KAPTA»

7&\1{‘1|J\'

Astellas Pharmaceuticals A.E. B.E.
Aynaikaou 6-8, 151 23 Mapabor, ABrva
TnA. 2108189 900, Fax: 216 8008 998
www.astellas.com/gr
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Eniatprovike Mpoypapya

09:00-09:30 TMpooéAevon - Eyypadeg

09:30-10:00 AidAeén
Mpoedpeio: £. Zuyad, X. Kwvotavtwidng

AlaypddovTag Ta xapaKkTnpLoTKa Tou OyKoAoyLKOU
NoonAeutn) A. Manayswpyiov

IxXoAlaopag: 2. Avudavtakn, N. ZkavSaAdkn

10:00-11:30 Ztpoyyulo Tpamell
Mpooeyyilovtag LéLaitepeg ouadeg acOevwv
Mpoedpeio: M. Mpamna, A. Aoupouvtoudakn

MNawdlatpikol oykohoyikol acBeveic M. NepSikapng
AcBevelg Tpitng nAtkiog H. Kpurtowtdakng, =. TUMMOKLOVAKN
Wuylatpikol oykoloyikol aoBevelg A. Mavaywwtou
Oykoloyikol aoBevelg pe vedpLkn avemapkela X. NtoAa

IXOALAOOG: A. APTEUAKN
11:30-12:00 AwdAswupa

12:00-14:00 Ztpoyyulo Tpamell
Kapkivog Mveupova
Mpoedpeio: £. AyyeAdkn, M. MamoakotolAag, M. ToOAla

E€eAlocOpevoG alyOplBog BepAMEUTIKAG AVTLLLETWTTLONG

petaotatikol MMKM xwpic 08nyéc peTaANGEELg l. ZToumng
Avtietwriion MMKT pe 08nyég LetalaeLg E. Kovtonadéng
H AKO oTov MPWwLHO Kat TOTiKA ekteTapévo MMKI Z. Kaxpng
Alaxelplon ynplatpikol aoBevoug pe MMKIM A. Kapapmnedng

14:00- 16:00 MeonuBpivi Atakomn

16:00-18:00 ZtpoyyulAo Tpamell
Kapkivog Maotou
Mpoebpeio: A. Maupoudng, H. Zavidag, A. AAe§omoulog

Atayelplon paoydAng LETA VEOETILKOUPLKT Bepareia X. Avtwviou
TLéxel aAAAG&eL otV akTvoBeparmela Tou Kapkivou

TOU HaoToU TNV Teheutala Sekaetia; K. ®nnartog
QepameuTIKOg ahyoplBuog oe HER-2 BeTikn vooo H. MmopmoAdkn
TPUTAQ QpVNTIKOG KAPKIVOG LAOTOU: UTIAPXOUV eEEAIEELG; A. Mala

Enihéyovtag tn BEAtiotn Beparmeia otnv 11 ypapun
Tou HR+/Her-2- mpoxwpnUéVou Kapkivou TOU LaoTou M. @soxapn

sponsored by ) NOVARTIS

18:00-18:30 AwdAswupa
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Stivargoa

(regorafenib) tablets

To Stivarga evdeikvural wg povobepaneia Y
~ yia Tn) Bepaneia evnAikwv acgBevav pe:

- uergomru&d opBokoAkd kapkivo (CRC) ol omolot EXouv TIPOTYOUHEVWS
AdBel Bepaneia pe, 1) dev Bewpolvral umioyn@lol yia, Slabgoleg
Beparneleg. Autég oupniepihauBavouy ynueloBepansia pe Baon ’
pBopronupidivn, Bepaneia pe avii-VEGF kat 6epaneia e avri-EGRR.

® 1N XELPOUPYNOIHIoUG 1] LETATTATIKOUG YaOTPEVTEPIKOUG aTpwiaTikolg
Gykoug (GIST) ol onoiol urtotporiaoay kaTd T SIdpKela TIPENYOUKNENG < 2
Bepaneiag e watviimm Kal gouviTivipmn 1 elval i avekTikol otn) T
Bepanela aut.

® rarokuTTapiké kapkivwpa (HCC)
01 OToioL EX0UV TIPONYOUNEVWS NABEL
Bepaneia pe gopageviprm.

Kdroxog g Goeas KukAo@oping:

Bayer AG; 51368 Leverkusen, leppavia
Tornmkés aviinpoowIos Tou KateYou adeds
KukAopopiag amy EMada: BayerEANGG ABEE
Zwpol 18-20, 151 25 Mapouo,

TomKOS AVTIMPOoLTIOS TOU KAToXou adeids
Kukhogoplag omy Kinpo:

Novagern Ltd, TnA:00357 22483858

v bEl00-HDLSdd

Turpo Emompovikrg Evnjuépwong
Tnh: +30 210 6187742, Fax; +30 2106187522
Email: medinfo.gr.ey@bayer.com

Mpw ™ ouvtayoypdpnan oupBoueuTelts mv Mepfingm
Ty Xapakmplotxdvrou Mpoidviog, Ma riepioodiepes
nAnpopapieg aneuBuBeie omy eraipeia Bayer Hellas.

Bonorc vo vous T 0pyeea o ool
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naraskeyH 22 OktwBplou 2021

18:30-19:00 AudAen sponsored by ¢ MSD
Mpoebpeio: E. De Bree, K. KAAMIAKNG mmerenue

O pOAoG TG avoooBepameiag oTnV EMKOUPLKA
Bepareia TOU HEAAVWUATOG A. NaoKapakng

19:00-19:30 AwdAeén
Mpoebpeio: A. BapBakag, A. XpiotornoUAou

Nedtepa Sedopéva TNV AVTLLETWITLON TOU
YUVALKOAOYLKOU KapKivou A. KaAukakn

19:30-20:00 AwdAeén
Mpoedpeio: M. TooAdkn, E. MiyanAdkng
I6LaLtePOTNTEG 0T BEPATEUTIKN TIPOCEYYLON
aoBevwy pe avola — (oa Sikalwpata; M.A. Kahoyepidn

20:00-20:30 AwaAeén
Mpoedpeio: A. ApdaBavng, I'. ZdaKLwTAKN

[6LaLTEPOTNTEG OTNV QVTILETWTILON VEWV gVNALKWY
e Kapkivo E. ZaloUotpog

20:30-21:00 Xoaupetiopoi — Evapktipla OptAia
Mpoebpeio: A. Kapdapakng, H. MriounoAdakn, N. Av6pouAdkng

H Staxeiplon g mavdnuiag COVID-19 otnv

77 YME KpAtng. Atbayuata Kot mapakatabnkeg E. Mnioppumnoudaxn
Awowkntpia 77 YMNE
saseato 23 OktwpRpiou 2021

09:30-10:30 Ztpoyyulo Tpamell
Kapkivog Kepahnig — TpaxriAou
Mpoedpeio: A. Kwtodkng, X. Manadakng, M. NavteAdkog

H avocoBeparneia aAalel To BepameuTikd alyoplOuo M. Katoaolvng
E€eAifelg otnv AKO I. BpouBag

10:30-12:30 Ztpoyyulo Tpamell
Oupoloykog Kapkivog
Mpoedpeio: M. Avelivng, B. MrtoQtovélou, M. Mopwvn

Kpttripla Beparmeutikwy emhoywy yla tTnv 17 kat 2"
ypappn Bepareiag Tou HETAOTATIKOU Kapkivou veppoU . MnAdkn

nnovation for paent core

Nedtepa Sedopéva otn Staxeipton tou mHSPC M. Pofifn
sponsored by 1215

Alyop1Bl0og Beparelag Tou MpoxwpenUEVOU

oupoBnALakol kapkivou E. Atavog
JUVEPYELX EEWOWUATWY KAl ~-OULKWY TIPOOEYYIoEWY

OTOV 0UPOBNALAKO KapKivo 0. Katoila

12:30-13:00 AdAsippa
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(darolutamide) e

BonBrjoTe va yivouv Ta ¢pappaka mo ao@aln Kai
Avagépere

OAEX 1ig avemBupnTeS EVEPYEIES YIa
OAA Ta pdppaka
ZupnAnpwvovrag TRy «KITPINH KAPTA»

Tonikég avr np%émﬂbq

EAAGSa: Bayer ENAag Al

Torikég avrinpdownog T
Kinpo: Novagem Lid, TnX:

Tpripa latpikrig MAnpogpdpnong
TnA: +30 210 6187742, Dok +3@2]Q 61
Email: medinfo. grcy@boyer com

[piv 10 cuvrayoypapnon onpﬁou)\suesﬁ‘@‘*! : oA _
v MepiAnyn Xapakmpiotikéy Tou Mpoidvreg:
PP-NUB-GRO006-1
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saseato 23 OktwpRpiov 2021

13:00-14:30 Ztpoyyulo Tpamel
Kapkivog Avwtépou MNemtikov
Mpoedpeio: X. AepPBévng, A. ABavaolasdng, I'. Moodkoag

AvocoBeparmeia og Kapkivoug 0lcopAayou-CTOUAKOU 0. ToaBapng
HITaTOKUTTAPLKO Kapkivwua: eva Taxews LeTaBaAlopevo Tomio  N. BapSakng

Xohayyelokapkivwpa- Kapkivog maykpéatog: Alokpivetat
bwg oto TolvEA; M. NikoAdou

H B€on tg AKO og Kapkivoug avwTEPOU TETTLKOU I. KoukoupdKng
14:30-16:30 MeonuBpivi Atakomn

16:30-18:00 ZtpoyyuAo Tpamel
Kapkivog Maxéog Evtépou
Mpoebpeio: I. ZouykAdkog, M. XplotoSouAdkng, M. Nanakwotag

Emikoupikn Bepareia. Ynapxouv aAhayec pe Baon vedtepoUg

TIPOYVWOTIKOUG-TIPORAETTIKOUC SElKTEC; Z. Zapldakn

Kapkivog maxeog eviépou: MTopoU e va elpacte Eumvol,

BeAtioTomolwvtag tnv akoloubia Twv Bepamelwv A. NwkoAaiidn
sponsored by BARRTK

MArpNG poeyxelpnTikh) XMO/AKO otov kapkivo tou opBou:
€xeL BEoN Kal o€ TOLOUG; E. Aupapdkn

XELPOUPYLKI QVTLLETWITLON LETAOTACEWV:
Evbeigelg kal meploplopol M. Kaotavakng
18:00-18:30 AidAsippa

18:30-20:30 Ztpoyyuldo Tpamell
Yoo tnpKTikr Aywyn
Mpoebpeio: I. BapOahitng, A. Appevakn, E. Aayoudakn

Blo-opoeldn dappaka & BLoloyikol mapdyovTeg yLo thy

QVTIHETWTILON TNG oLdeTEPOTIEVIOG 0TN Bepareia Tou Kapkivou I. Apocitng
sponsored by ) GENESIS

COVID-19 kat aoBeveic pe oupmayeic Oykoug M. MrayAtt{avakn

Alatapay€g cUUMEPLGOPAC KOL CUVALOONUATOG KATA

v neplodo tng Bepamneiag A. Kaotavakn

Kapbto- Oykoloyia: BaoikeéC kateuBUVOELG M. ZTpatvakn

O pOAog TG emepPatikng aktvoloylag otny
miapnyoptkn Beparmneia X. Pouvtag

20:30-21:00 AwaAeén
Mpoedpeio: E. Zapavtag, X. Koupouong

JUyxpovn BEPATTEUTIKY QVTILETWTILON CAPKWUATWY
paAakwy poplwv 1. MrtoukoBivag

21:00 Tuunepdacpata — An§n




AENORASIS

Intuition in Healthcare

Retacrit’
epoetin zeta

Bon@iote va yivouv Ta pappaka nio aopaki Kai
A

Kdroyoc Aberac Kukhopopiacg: Tomikdc Avtimpoownog:

e P zer I : ABHNA: TpaneZoovios 17 & A. Tanavpéou, 151 27 Mehiooia

TnA.: 210 61.36.332, Fax: 210 81.05.298

oncology LZENORASIS  ees/miks: achoiv 17, Muraia 555 35

Intuition in Healthcare TnA.: 2310 326.136, Fax: 2310 306.790
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Kardiloyoe Oidmav - NpoSdpwy

De Bree Eelco

Ayyehakn Zodla

ABavacladng ABavactog

Ahe€omoulog ABavaolog

AvSpoUNdkng NikoAaog

Avelivng MAouTtapyog

Avtwviou XapikAetla
Avudavtakn ZTuhlavn

ApbdaBavng AAéEavSpog

Appevakn ABnva
ApTepaKn Aduva
BapBakag Adumpog
Bapdakng NIKOAaog
BapBaAitng lwavvng
BpouBag lwavvng

AepBeévnc XproTog

Aoupouvtoudakn Aptepnoia
Apooitng lwavvng

Zuya odla

KaBnyntig Mevikng Xelpoupytkng - Xelpoupytkng OykoAoyiag,
latpikr) 2xoAn, Maverotruo KpAtng, KAWLKN Xelpoupylkng
Oykoloyiag, Ma.l.N.H.

KaBnyntpta Maboloyikrg Oykoloylag, MaboAoyikn-OyKoAoyikn)
KAwwkn, Ma.l.N. HpakAeiou, Epyaotrplo MetadpaoTikng
Oykoloyiag, Mavemotnuo Kpntng

MaBohoyog - OykoAdyog, ZuvtovioTtng AleuBuvtic, Tunua
KAwikrg Oykoloyiag, I.N. Adptoag «KouTAumavelo &
TplavtadUAAELO»

MaBoAdyog - OykoAdyog, MD, PhD, A.O.K.A. «Yyeia»

MaBoloyog - OykoAdyog, ZuvtovioTng AleuBuvtrc, OykoAoyLKO
Tunua, M.N. HpakAelou «BeviZéleto - Mavavelo»

Xelpoupyocg - Oupoloyog, Emtikoupog Kabnyntrig OupoAoyiag, T.
JuvtovioTng AteuBuvtng, Oupoloyikn KAwikn, I.N. HpakAelou
«BeviEAelo - Mavavelo»

Xelpoupyoc, AteuBuvtpla, B Xelpoupykn KAwikn, YreuBuvn
latpeiou MaoTtou, .N. Xaviwv «O Aylog Mewpylog»

NoonAeUtpla ME, PhD, Topedpxng NoonAeutikng Yrinpeolag,
Ma.l.N.H.

MaBoAoyog - OykoAdyog, AleUBUVTHG- ETILOTNOVIKOG
YrievBuvog, A" MaBoloykd OykoAoykod Turua, MA.O.N.A.
«O Aylog 2aBpag»

Wuyohoyog MSc, Oykohoyikr KAwikn, I.N. HpakAeiou
«BeviEAelo - Mavavelo»

NoonAeutpla, .N. Xaviwv «O Aylog Mewpylog», ZUUBOUAOS
T.N.O.EXNE.

MaBoloyog - OykoAdyog, AteuBuvtrg EZY, Maboloyikn -
OykoAoytkr) KAwikn, Mo.l.N.H.

MaBoloyog - OykoAdyoc, MD, PhD, ErpeAntic A, NMaboloyikr) -
OykoAoyikr) KAwikr, Mo.l.N.H.

MaBohoyog OykoAoyog - AotuwéloAdyog, AtevBuvtng, A’
Oykoloytkn KAwikr, «Eppikog Ntuvav» Hospital Center
AkTvoBepameuTn ¢ - OykoAdyog, ASAKTwP laTPLKAG 2XOANG
E.K.M.A., Tunua Cyberknife-Tomotherapy, Opuhog «latpomoAg»
KaBnyntng Xewpoupyikng, Mavernotnpo Kumpou, AleuBuvtrg
KAwiknc Xetpoupyikng Oykoloyiag & Xelpoupykig Hrarog-
XoAndopwv-MNaykpgatog, Nocokopeio «Metropolitan»
NoonAeutpla TE YreuBuvn Oykoloyikng KAwikng, I.N.
Hpak\elou «BevilgAeto - Mavavelo»

MaBohoyog - OykoAdyog, AtevBuvtrg EZY, Oykohoyikd TUAUa,
I.N. HpakAeiou «BevilgAelo - Mavavelo»

KaBnyntpla Turuatog NoonAeuTikng, ZxoAr Ermotnuwy Yyelag,
Maveruotiuo Melormovvrioou, Avtutputavng Epeuvag Kat Ald
Biou Ekmaibevong Mavermiotniou Mehomovviocou
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& Galenica ae.

@AKkynzeo

netupitant/palonosetron

‘Eva kawdkio nepiéxel 300 mg netupitant ka1 0,5 mg palonosetron

22 HELSINN

Building quality cancer care together

Abrva: EAsuBepiag 4, Knpioid 145 64, TnA.: 210 5281700,
©eooarovikn: Kouvroupiwtou & @aaiavou 2, TnA.: 2310 542685
Emornpoviké Tpripa tA.: 210 5281731

Turipa ®appakoenaypunvnong tnA.: 210 5281805
www.galenica.gr

Blavéyeral kardmy adelag mg Helsinn Healthcare S.A, EABetia

Bon@roTe va yivouv Ta @appaka mo aopalr kal
Avapepete m o A o AauBé
OAEZ 11 avemUpnTeg evépyetes yia epatépw nhnpogopieg nepthapBavovial ot
OAA Ta pappaxa ouvonukh MNeptypapn Xapakinploukav Mpoidviog

ZupmAnpwvovrag TV «KITPINH KAPTA»
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KATANODTOI

Qeoxdapn Mapia
KaApmakng Kwvotavtivog
KaAoyepidn Mapta AyyeAikn

KaAukdkn Avtwvia
Kapapmealng ABavactog

Kapdapakng Anuntplog

Kaotavakn Avactaoia

Kaotavakng Mtadng
Katoaouvng Mavaylwtng

Katoiha Ogodwpa

Kaxpng Ztédbavog
Kovtomodng Eppavouni
Koukoupakng lewpylog
Koupouong Xapdhaumog
Kpttowtakng HAlog

Kwvotavtwidng Xapng

Kwtodkng ABavadotlog

Aayoudakn Elprivn
AaoKapakng AmdoTtolog

Alavog Eudyyehog

OMIAHTON - DPOERLPON

MaBoloyog - OykoAdyog, EmpeArtpia B, A Maboloykn KAwikn,
M.F.N.A «Aaiko»

Maboloyog - OykoAdyog, AteuBuvtng EZY, MaboAoyikn -
OykoAoytkr) KAwikr, Mo..N.H.

AktvoBepamevtpla Oykohoyog, MD, PhD, ErueAntpla A, I.N.A.
«ANeEAVEpa»

MaBoloyog - OykoAdyog, MD, PhD, AleuBuvtpla EZY, Ma.l.N.H.

MaBoioyog - OykoAdyog, MD, MSc,PhD, AteuBuvtng,
Oykohoyikr) KAwikr, NIMTZ

AkTvoBepameutng - OykoAdyoc, KaBnyntig
AktvoBeparmeuTikng - Oykohoylag, AtcuBuvtrig, Movada
AkTvoBepameuTikr G OYKOAOYLAG KAl STEPEOTAKTIKAG
AktwvoBepareiag, latpkn 2XoAn, Maverot o Matpwy

MSc, PhD, WuxoAdyoc, Wuxtatpikdg Topéag - Kévtpo Wuykng
Yyelag - Kévtpo Huépag yta Wuxohoytkr) Strpén ATORWY Le
Oykohoykd Noorpata, I.N. Xaviwv «O Aylog Mewpylog»

levikog Xelpoupyog, AteuBuvtng, A’ Xelpoupyikr) KAwvikn, . N.
Xaviwv «O Ayloc Mewpylog»

MaBohoyog - OykoAdyog, A" Oykohoyikr) KAwikr), Noookopelo
«Metropolitan»

EvtetaApévn Epsuvntpla, Ermotnuovikr YreuBuvn Epyactnpiou
Avokdhung Blodeiktwyv & Metadppaotikrg Epguvag, Ivotitouto
Xnuikng BroAoylag, EOvikd 16pupa Epguvv

AkTvoBeparmeutng - OykoAdyog, AteuBuvtng EXY, Tunua
AktvoBeparmeuTikrg Oykoloyiag, Ma.l.N.H

MaBohoyog - OykoAdyog, EmpeAntig A', I.N. HpakAelou
«BeviEAelo - Mavavelo»

AktvoBeparmeutnc - OykoAdyog, MD, PhD, AleuBuvtrg,
rA.O.N.A. «O Aylog 2aBpag»

MaBoloyog - Oykohdyog, AteuBuvtr|g, MaboAoyiko - OyKoAoyLkd
Tunua, «lasis» Mevikn KAwikn FaBpakn AE

NoonAeutr|g TE, Oykohoytkr) KAwikr - XnueoBeparmetag, .N.
Hpak\elou «Bevigelo - Mavavelo»

RN, BSc, MPH, PhD, Emtikoupog KaBnyntrig OykoAoyiKkng kat
AvokoudLotikng NoonAeuTikng, Turpa NoonAeutikng, EAANVIKO
Meooyelako Mavermotruo

Avarinpwtng KaBnyntrc Naboloyiag - Oykoloyiag, latpikn
2xoAn, MNaverotrpo OecooAiag, AteuBuvtng, TuRua KAWIKNG
Oykohoyiag, M.I.N. Adptloag

Mabohoyog, AleuBuvtpla EXY, Mpdedpoc Emitponng Aoluwswy,
I.N. Xaviwv «O Aylog lewpylog»

MaBohoyog - OykoAdyoc MD, MSc, AleuBuvtric, OykoAoyLKO
Tunua, latpkod Kévtpo ABnvwy

MaBohoyog - OykoAdyoc, EmpeAntnc A, MaboAoyiko-
Oykohoyko Tunua, E.A.N.M. «Metaga»




CABOMETYX
+ NIVOLUMARB

Take control with
the TKI+CPI combination of choice

| i NEW INDICATION NEW AF

CABOMETYX®, in combination wi ‘Aﬂ}

is indicated for the first-line treatment o;
v cell carcinoma.in adult

Innovation for patient care
. IPSEN MON. EMNE
va yivouv o aodakn) kit . "
o e AFIOY AHMHTPIOY 63 , 174 56 AAIMOZ, AOHNA \CABOMETYX
by gy THA.: 210 9843324, 210 9858930, FAX: 210 9887911 (cabozantinib) tablets
ZupmAnpdvoveag v «KITPINH KAPTA®

E-mail: ipsenepe@ipsen.com + NIVOLUMAB

http://www.ipsen.gr

Zuvrayoypa@ikEg TAnpogopleg Tou Trpoidviog otnv oeAida (32, 33, 34, 35, 36)
1.Cabometyx lNepiAnwn XapaktnpioTikuwy MNpoioviog

EMA APPROVED
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KATAMNDTOI
Aupapdxn Eudpoacivn

Mahd Avaotaota
Maupoubng AnunTeLog

MnAdkn Tewpyla
MixanAdkng Eppavouni

MrayArtZavakn Mapla
Mrollovéhou Baot\ikn
MropmoAdkn HAGSa

Mropurtoudakn EAévn
MroukoBivag lwavvng

NikoAdiidn Adapavtia

NtkoAdou MixanA

NtoAa Xpiotiva
Mavayuwtou Acracia
Mavtehdkog Mavaylwtng

MNamayewpyiou AnuATeNG

Mamadakng Xapltwv
MarakotoUAag Mauviog
Marakwotag Mavlog

Mepdikapng MavteAenwy

Mwoodkag FewpyLog

Mouwvn Mapia

omirwTaN - DPOEDNPON

AktvoBeparmeutnc - OykoAdyoc, AteuBuvtpla E.2Y., Tunua
AkTvoBepameutikrg OykoAoyiag, Ma.l.N.H.

MaBohoyog - OykoAoyog, Emikoupikn latpdg, Maboloyikr -
Oykohoytkr) KAwikr, Mo..N.H.

KaBnyntng Maboloytikrg OykoAoyiag, latpikr ZXoAn,
Maverotnuo KpAtng

MaBoAoyog - OykoAOyog

Honorary PhD of Technical University of Crete, Téwg AteuBuvtng
Oykohoykrg Movadag, I.N.A. «I. Fevwnuotag»

MaBoloyog, Emikoupikn EmpeAntpla, Movada OykoAoyiag, I'.N.
HpakAelou «BevilgAelo - Mavavelo»

MaBohoyog - OykoAdyoc. EmpeAntpla A', MaboAoykn-
OykoAoytkr) KAwikr) Ma..N.H

MaBoloyog - OykoAdyog, AteuBuvtpla, Oykohoytkr) KAk, I.N.
Xaviwv «O Aylog lewpylog»

Alokntpla 7ng Yyetovopikng Mepubépetag (AY.ME. Kprjtng)
MaBoloyog - OykoAdyoc, MD, PhD, Emiotnuovikog YrieuBuvoc,
Oykoloytkr) Movada, «BlokAwikr» OeccaAovikng

MaBoloyog - OykoAdyog, AvarAnpwtpta AteuBuvtpla,
OykoAoytkn KAwikr, Nocokopelo «Mntépa»

MaBoloyog - Oykohdyog, MD, MSc, PhD, EmtpueAntrc A,

A’ MaBoAoykn - Oykohoyikr KAwikn, FA.O.N.A.

«O Aylog 2aBpag»

NoonAeutpla ME, RN, Msc, OykoAoyikry Movada Hueprolag
NoonAeiag, EupwirAvikr) ABnvwv

Emikoupog KaBnyrtpla, Tuiua NoonAeutikng, Maverotruo
Melomovvroou

AktvoBeparmeutnc - OykoAdyog, MD, PhD, Aleubuvtrc,
Cyberknife, Tomotherapy, Op\og «laTpOmoALg»

NoonAeutrc MNE, MSc, PhD, Mpoiotdpevog, OykoAoyikr
KAwkn, « EupwiAwvikr» ABnvwy, Mpoedpog AY Topéa
NoonAeutikrig Oykohoyiag (E.2.N.E.), Epyactnplakdg
Yuvepyatng T.E.I. ABrvag

Qropwolapuyyohoyog, ZuvtoviaTtng AleuBuvtng, QPA KAwikn,
I.N . Xaviwv «O Aylog lewpylog»

MaBoloyog - OykoAdyoc, AleuBuvtng, A’ XnueloBepameuTiko -
Oykohoyiko Turua, A.N.O. «Qsayévelon»

MaBoloyog - OykoAdyoc, AteuBuvtrg, B’ OykoAoyikr) KAk,
Noocokopelo «Metropolitan General»

Emikoupog kaBnyntrc Nawdiatpikng NoonAeuTikrg, Epyaotrplo
NoonAeutikwy Ebapuoywy, Turipa NoonAeUTIKAG, ZXOAN
Erotnuwy Yyeiag, Mavemotr o Melomovvroou

AkTvoBeparmeuTn - OykoAdyog, ZUVTOVIOTG AleLBUVTNG,
Tunpa AktivoBepareutikrc Oykohoyiag, M.N.A. «AheEavdpa»

AktwvoBeparmeutpla - OykoAoyog, ErpeAntpla A, Movada
AktvoBeparmeuTikrg OykoAoylag & ZTEPEOTAKTIKAG
AktwvoBeparneiac, MN.I.N. Matpwv




&
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KITPINH KAPTA»

pappaka nio aa

la neploodrepeg NAnpopopieg aneuBuvBeite otnv Etalpeia

(GD) . OAPMAZEPE - AIAAY A.E.B.E.
150 YN EBvikic 0500 ABnviav-Aapiag, 14564 Kngioid THA.: 210 6294600 Fax: 210 6294610

®@APMAIEPB info@lilly.gr www.lilly.gr
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KATANOT DI

Mpama Mapackeun
PoBiBn Mapia
Pouvtag Xpriotog

YahoUoTpog EppavounA

Japavtag Enapelvwvoag
Yavidag HAlag

Yapldakn Zévia

YkavSadakn Nektapla
JOUYKAQKOG lwavvng

JTOUTNG lwawvng
JTpatvakn Mapla

Jdakuwtakn Fewpyla
Tohla Mapta
ToaBaprg Ovoudplog

TooAdkn MaySainvn

Tupmaklavakn Zaveinnn

Outnatog Kwvotavtivog

Xplotodouhakng Mavouoog

XplotomouAou ABnva

omirwTaN - DPOEDNPON

NoonAeutpla, MSc, PhD, Mpoiotauévn, Oykohoyikr Movada, I
MNaveruotnuokn MNadoAoyikr KAwikr, F.N.N.©.A. «H Zwtnpla»

MaBohoyog - OykoAdyog, I.N. Aylou NikoAdou

AvarAnpwtng KaBnyntrig Aktivohoyiag kat EmepBatikig
Aktvoloylag, Tunua latpikng, 2xoAn Emotnuwy Yyeiac,
Mavemotnuo Oscoaiiag

MaBoloyog - OykoAdyog, Emikoupog KaBnyntric Oykoloyiag,
TuApa latpkng, ZxoAn Emotnuwy Yyelag, Maveniotiuo
QeoooAlag

MaBoloyog - OykoAdyoc, AteuBuvtrg, B’ OykoAoyLkn
KAwukn,Noookopeio «Metropolitan»

Xelpoupyodc Maotou, MD, FACS, . Entikoupog KaBnyntng
Xelpoupykng, latpkn ZxoAn, Mavemotnuo Kpntng
MaBoloyog - OykoAdyog, MD, PhD, Ermotnuovikog YrieuBuvog
OykoAoykoU TuApatog, «AckAnTiog AIATNQZIZ» - KAwikn
«AckAnrteiov Kprjtng», HpakAeto, Kprjtn - Mpdedpog A.3.
E.O.MN.E.

NoonAeutpla, MSc, MPH, PhD(c), Topedpxng NoonAEUTIKAG
Yrinpeotag, M.N. HpakAeiou «BeviléAelo - Mavavelo»
MaBohoyog - OykoAdyog, AvarAnpwtng Kabnyntng
MaBoloytkrc OykoAoyiac, latpikr) ZxoAn, Maverotriuo KpAtng

MaBohoyog - OykoAdyoc, EmpeAntic B, I.N. PeBUpvou
Kapblohoyog, Emikoupikn EmpeAntota B, Kapdohoyikr KAk,
I.N. HpakAeiov «BeviléAeto - Mavavelo»

MaBohoyog - OykoAdyog, EmpeAntpla A, Oykohoyikr KAk,
I.N. Xaviwv «O Ayloc lewpylog»

Avarinpwtpla KaBnyntpla AktivoBeparelag, latpikr) ZXoAn,
Maverotn o Kprntng

MaBoloyog - OykoAdyog, EmpeAntic B’ E.ZY., T.N. HpakAeiou
«Bevilelelo - Mavavelo»

NeupoAdyocg - Wuytlatpog, Kabnyrtpa Neupoloyiag A.M.0.,
Mpdedpog tng EAANVikn G Opoomovdiag Nooou Alzheimer kat
JUYYEVWV AlaTapaywy

NoonAeutpla TE, Oykoloyikr) KAwikn, I.N. HpakAeiou
«BeviEAeLo - Mavavelo»

AktvoBeparmeutn¢ - OykoAdyoc, EmpueAntnc B, Maverotnuiakn
KAwkn AktivoBeparmeutikng Oykoloyiag,
M.T.N. AAe€avEpoUToAng

Xelpoupyoc, AteuBuvtng, Xelpoupykn KAwikn, I.N. HpakAeiou
«BeviEAelo - Mavavelo»

MaBohoyog - OykoAdyog, AlevBuvtpla Maboloyiag -
Oykohoyiag, YrievBuvn, Oykoloyikry Movada, I.N. Matpwy «O
Aylog AvSpeagy, ALSAKTWP laTtpkng 2X0ANGg, Mavermiotr o
Moatpwv
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[evikGe Midnporpopise

Opyavwon:
EAAnviKn Etaupeia Mplatpikrig Oykoloyilag

Ie ouvepyaoia pe:

e Movada AktwvoBepareutikrg Oykoloyiag, M.N. Matpwv «Mavayia n BorjBsia»
e OykoAoyikod Tuniua I.N. HpakAelou «BeviZéAelo - Mavavelo»

e Oykoloyikr KAwvikn I.N. Xaviwv «O Aytog lewpylog»

e Etatpeia ZtnpLEng Avtkapkvikng Epeuvog (E.2.A.E.)

Y7o thv auyida:

 Etatpeiog OykoAoywv MaboAoywv EANGSacg (E.O.MM.E.)

* EAAnviKNG Etapeiag AktivoBeparmeutikig Oykoloyiag (E.E.A.O)
* Topéa NoonAeutwkrig Oykohoyiag (E.Z.N.E.)

Huepopnvia die§aywyng:
22-23 OktwpPpiov 2021

Tomnog Sie€aywyng:

Kévtpo ApxLtektovikng tng Meooyeiou «MeydAo Apoeva»
Akt Evwoewg & MAateia Katexakn

T.K. 73132 — Xavia

TnA.: +30 28210 34200

NMwooa:
H enionun yAwooa tg Ainpepidag eivat n EAAnvikn

Eyypadig

H eyypadn kat n mapakoAolBnon tng Atnpepidag elval Swpedv KoL EMITPEMETAL LOVO OE
ETIOYYEAUATIEG UYELQC KOL OE TIPOTITUXLAKOUC/UETATTUXLOKOUG POoLtnTEG. Ol CUIETEXOVTEG
elval anapaitnto va Bepatwvouv Tnv LBLOTNTA TOouC, pookouilovtag avtioTol o

oS ELKTIKO oToLKE(o.

0dnyieg yia mapakoAouOnon pe GpuoLK CUMETOXN

H Ainpepida Ba Sie€axOel Adapfavovtag OAa ta MPOANTITKA METPA KATA TNG SLACTIOPAS TNG
COVID-19 kat pe ¢puotki mapouoia mpokaboplopévou aplOpol atdpwy, oUWV UE TLG
Loxbouoeg dlataelg. H elocodog otn cuvedplakn aibouoa emitpénetal HOVoO o€ TANPWG
euBoAlacpEVOUC ) VOO OQVTEG TO TeEAsUTAlO €€AUNVO KoL artatteital n enibelén €ykupou
TULOTOMOLNTIKOU €UBOALAGHOU 1 TILOTOTOLNTIKOU VOO oNG.

Oa tnpnBel oelpd potepaLOTNTAC, N omoia adopd otnV AdPLEn oTo cUVESPLAKO XWPO KoL OTL
TO TMOTE MPAYHATONOWNONKE N eyypadr]. OcoL CUUUETEXOVTEG EMBUUOUV VO €X0UV GUGCLKN
napouoia, Oa MPEMEL VO TIPAYLATOTIOL)OOUV TNV TIPOEYYPAPH TOUG NAEKTPOVIKA HEOW TNG
LotooeAidag www.events.gr. Katom tng eyypadng, 6o toug amootalel nAektpovikd barcode
péow e-mail, To omoio Ba capwvouv katd tnv €icodo6 Toug otnv aibouoa.

H XpAion HACKOG TPOOTAOLOG EIVAL UTIOXPEWTIKN YL OAOUG TOUG OULUETEXOVTEG,.
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Ia mepioodtepeg mAnpogopies ancuBuvBeite oTnv eTaipeia

WIN MEDICA ®APMAKEYTIKH A.E.

Owinodog 1-3 & Napdadpopog Attikrig Odou 33-35, 15238 Xahavdpt

TnA.: 2107488821, Fax: 2107488827, info@winmedica.gr, www.winmedica.gr

Karoyog Adeiag KukAopopiag:
Accord Healthcare S.L.U.

accord
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06nyieg Aladiktuaking NapakoAovuOnong:

BAOEL TWV VEWV UYELOVOULKWV TIPWTOKOAAWY, N Emiotnuoviky EkSnAwaon Ba mpoBaAAetal
Tautoxpova Sladiktuakd péow tng LotooeAibag www.livemed.gr.

e Edv elote véog xprotng mapakalolue motiote oto nedio Register/Eyypadn kot
akolouBnote tn dtadikaoia Snuloupyiag Aoyaplacpol cUUITANPWVOVTOC Ta amapaitnta
niebla. H Snuioupyia elval Swpedv Kol UTIOXPEWTLKA yLa TNV TAPAKOAOUONGON TwV OMALWY.

e Edv €xete N6 Aoyaplacpd oto Livemed, XpnOLUOTIOLOTE TOUG KWELKOUG 0ag yLa va
ouvbebeite, emAé€te amd to pevol Tnv katnyopia Live, To ocuvédplo mou BéAete va
TIopakoAOUBNCETE KAl OTN CUVEXELX TO £lkoViSLo Go Live i Go Virtual.

| 0 I 3TN cuvéxela yla va ouvSebeite pe tv aibouoa, emhéyete amod To pevol mou
iy eudaviletal oo KATW LEPOG TNG 006vNG oag, tnv «AiBouca ZuveSpLacEWV».

Edv oag evéladépel va mapaAdBete mLoTONMONTIKO tapakoAouBnong, Ba mpémnet
va Tpayuotonolioete tnv Eyypadr cag oto cuveSplo pECw TNG «ELKOVLKAG

Fpappateiagy, matwvtag To aviiotoo ekovidio «Eyypadn», wote va apxioeL va
Kataypddetal o xpdvog.

MopLa Zuvex{opevng latpikng Eknaidsuong
SOpdwva pe ta kptrpta tng EACCME-UEMS Ba xopnynBouv 16 popia uvexllopevng latpLkig
Eknaibevong (CME-CPD credits).

NapaAapn MNotonotntikoL

To TMLOTOMOLNTIKO TtaPakoAoUBNGNG Ba AmooTaAel NAEKTPOVIKA, HETA TO TEPAG TWV EPYACLWV TNG
Awinpepidag, oe 6ooug cuvéSpoug mapakohouBnoav to 60% TWV CUVOAKWY WPWV TOU
ETLOTNHOVIKOU TIpoypappatos. O aptbudg Mopilwv Zuvextlopevng latpikng Eknaidevong (CME-
CPD), Ba umoAoylotei Bdoel Tou xpovou mapakohouBnong mou Ba kataypadel oto cuoTuA
KaTapETpnong otnv elcodo tng aibouoag, kaBwg kat otnv MAatdopua Livemed.

Ol cuppetéxovteg ou Ba mapakolouBroouv Sladiktuakd uropouv va tapaldfouv to
mioTomnolnTkd Toug ot {Slot ameuBelag amnd thv mAatdopua péow tou nediou «Mapaiafn
Miotonontikou», To omoio evepyomoleital HeETd tn ARén tng ekdAAWONG.

Mpappateio

@ Events & Travel Solutions

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

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

AnayopevetaL pntd n avanoapaywyn, avadnuooieuon, aviypapr, anodnkevon, nwinon, uetadoon, Stavour,
£kbdoon, ektéAeon, Arjn (download), uetappaon, tpomomnoinon e omoLovSNIOTE TPOTTOo, XWPIG TN PNTI) TTPONYOUUEVN
Eyypacpn ouvaiveon ¢ Etatpiag, Tou ouvoAou 1 U€poug Tou mepLexouévou tou lMpoypauuaros. H E.T.S. Events &
Travel Solutions emipUAdOOETAL PNTWG TTAVTOG VOUIUOU SIKAULWUATOS TNG yla TN SlapUAaén Twv Stkalwudtwy
TIVEULATIKAG Kot Blopunxaviknig téloktnaiag. Mo avaAuTikotepeg mAnpogopieg emokepOeite To www.events.qgr
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BonBnote va yivouv ta @pappaxa nio ac@ali Kai
Avapépere
OAEE nis aveniBUpntes eVEPYEIES yia
OAA ta pappaka
Zupninpwvovras v «KITPINH KAPTA»

q@ Oncology
PFIZER EAAAZ A.E. A. Megoyeiwv 243, N. Wuxikd 15451, ABrva, EAAGEQ,

Tnk. Emkowvwviag 210-6785800, Api8, I.E.MH. 000242901000
PFIZER EAAAZ A.E. (CYPRUS BRANCH) Aewdopog ABahdooag 26, 2018 Aeukwola, Kinpog,
Tnh. Emkovwviag: +357 22 817690

[t nANpELS ouviayoypagIkég NANpopopieg oupBouieuteite Ty
MepiAnyn Xapakmplotikdv tou Mpoidviog nou GlatiBetat and v etapeia,

PP-INL-GRC-0025-APR20



Emomyoviki Ainyepion

Alemotnpovikn eknaideuon yia tn Bpaneia
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SANDOZ "

Serving Health for Life




lNa tn Bepaneia ouvtfipnons npatns ypapphs evnAikwv acBevav pe tonikd
npoxwpnpévo h petaotatiké oupoOnhiaké kapkivewpa (UC)'

‘Opendos otnv
OAdikn EniBiwon'

v#) BAVENCIO

avelumab 2o mgm

Muwkva Biahupo yin nopooKeun SIoAUPTIES NPog Eyxuon

/ To @dppako autd TeAel und oupnAnpwpatikn napakoAoliBnon. Autd Ba enttpesl 10 ypriyopo mpoadloptapo VEWY NANPopopLOY aopdAelag
Zmeltal ano toug enayyeAuaties uyelag va avag@epouy onoteodiinote NiBavoAoyoUpEVES avEMBUNNTEG EVEPYELEG.!

BGEPAMNEYTIKEL ENAEIZEIE'

« To Bavencio® eveikvutal we povoBepaneia yia tn Bepaneia evnAikwy 00Beviv e HETAOTATIKG KapKivpa Kuttdpwy Merkel (MCC)

* To Bavencio® evieikvutat w¢ povoBepaneia yia tn Bepaneia ouvtipnong npaing YpappniG evnAikwy aoBevay JE TOMKG Npoxwpniévo i
petactatikd oupoBnhiaks kapkivwpa (UC) ot onolot eivat eAeUBepol eEEMNENG peTd and xnpetoBepaneia pe Bdon tnv nAativa

* To Bavencio® os ouvduaops pe afuwvipgnn evBeikvutat yia tn Bepaneia 1% ypappnic evnAikwy aoBEVEV HE NPOXWPNHEVD KAOPKIVWLA VEQPIKLY
Kuttdpwy (RCC)!

AOZOAOTIA KAI TPOMOE XOPHIHEHE!

H Bepancia npénet va Eekivd Kat va napakohouBeital and yiatpd £uneipo otn Bepanela tou kapkivou. Aesohoyia H cuviotipevn déon Tou Bavencio wg povoBepansia
efval 800 mg xopnyoupeva eviopAepiwg oe 60 Aentd kdbe 2 efdopddec. H xopriynon tou Bavencio npénet va auvexiZetal oUppwya e To npoTevapEvo Xpovodidypappa
péxpl v eEEAEN Tng vooou fi pn anodextn tofikdtnta. H ouviotwpevn d6on tou Bavencio ge ouvBuaopa pe afimvipnn eivat 800 mg xopnyoupeva evdopAefing oe 60
Aenta kaBe 2 efdopadec kat afmvipnn 5 mg ané Tou otépatog AapBavopeva dlo popég npepnoiwg (He pecodiaotnya 12 wpdv) pe i Xwpic Tpopn PExpL TNy EEEAED ™G
vdoou r pn anodertng Tofikétntag. MNa nhnpogopieg oxenxa e T dogoAoyin g adimviunng. nopokaAeiote va ovatpéete ot nAnpogopieg npoidvrog g aguvipnng.

MNa 1o nAnpeg keipevo e Booohoyiag kat tou tpénou xophynong oupBoulkeuteite tny MeplAnyn Xapakmplonkdy tou Mpoidviog nou BlatiBetaw and v etalpeia

IHMANTIKEEZ NAHPO®OPIEE ALDANEIAL'

H apehoupdpnn avieveikvutal ge nepintosts unepevatoBnolag otn dpactikn oudia i og kdnoto and ta kdoxa. OL Nlo CUXVES avenIBUPNTEG EVEPYELEG PE TNV
afedoupdpnn ntav kénwon (30,0%), vautia (23.6%). Sidppoia (18.5%). duakohidtnta (18,1%). pewwpévn dpekn (17.6%). oxendbpeveg pe v Eyxuon avudpdoeig (15.9%). épetog
(15.6%) kat pewpévo owpatikd Papog (14,5%). OLnio ouxvég avenBipnteg evépyeieg BaBuou =3 ntav avawpia (5.6%). unéptaon (3.9%). unovatplaipia (3.6%). Slonvola (3.5%)
Kat Kathlakég névog (2,6%). ZoBapég avernBupnteg evépyeleg tav oxendGHeves Pe 10 avogonoinTikd aventBUpNTeg evEpyeleg Kal aXeT{GHevN HE TNV yxuon oviidpaan.

1. Nepidnyn Xapakmpioukwy Mpoiéviog Bavencio, 01/2021
H ouvretpnpévn MepiAnyn Xapokinpiotway tou MNpeldviog Snpootederal ge GAAN oeAiba Tou napéviog

Bon@iote va yivouv ta gappaka nio aopaki kai MQRCK BC-AVEBL-00005

Avapépete Merck AE. néuolag 41-45, Kripe B', 15123 Mapoloy, A8nva, EAAGSA. Tnh. 210-6165100
OAEE tis aveniBUpNTES eVEPYEIES Yia

OAA 1a papyaka ‘3
EupnAnpavovras mv «KITPINH KAPTA» ‘ Pﬁ.zer

PFIZER EAMAZ A.E. A. Meooyeiwv 243, N. Wuyiko 15451, ABriva, EAAGSa, Tk Ermkowvwviag 210-6785800, Api. .EMH. 0
PFIZER EAAAZ A.E. (CYPRUS BRANCH) Aewddpog ABahdooag 26, 2018 Aeukwoia, Kinpog, Tnh. Emkowwviag: +357 22 81
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MNa ouviayoypa@IkeEg nAnpo@opieg ENIKOIVWVACTE ota tNAEQwva tng etalpeiag

Bon@Bnote va yivouv ta gpappaka mo acgalr Kai
Avagépere
OAEE mic avemBUUNTES EVEPYELEG yia
OAA ta pdppaxa
Zupninpwvovrtag v «KITPINH KAPTA»

ADV / ABS / 04 / RAF / 12.2020

RAFARM A.E.B.E. BIOMHXANIA ®APMAKQN
A R M KopivBou 12, 154 51, N. Wuyiko, ABrjva, Tnh.: 211 176 1000, Fax: 210 6776552 « e-mail: info@rafarm.gr
www.rafarm.gr



HER2+ breast cancer patients may need
up to 100 clinic hours each year for treatment.'?

How can you offer quality care that's cost-effective and efficient?

PHESGO® combines the benefits of PERJIETA® and Herceptin®, but is given
subcutaneously as a fixed-dose injection in as little as 5 minutes’

That's the standard of care in HER2+
breast cancer delivered in a fraction of the
time, 2T with the potential to minimise
drug wastage and liberate up to

70% & 90%

of staff of chair
time®=® time*?s

*vs. IV treatment. Time and resource savings extrapolated from time and
metion studies with Herceptin SC vs Herceptin IV %

NAnpogopieg yia Tnv aopdleia
Ma Emayyehpatieg Yyelag

Ot mio auyvéc ADRs (230%) mou avagépBnrav oe acBevelg mou uroPArRBnkav
ot Bepareia pe PHESGO 1y evbopAifia neprouloupdurnn o ouvbuaopd pe
tpactouloupdunn Kai xnuewoBepansia rtav n olwnekia, n Sidppaia, n
vautia, navapia, n e€aabévion kai n apBeaiyia.

Ma neplocdtepes mAnpowoples napakaholye omwe mapanepbelte otnv
TXM tou pappdkou mou napatiBeral katwbey.

NAnpogoplieg yia Tnv kKUnan
Ma Emayyehpatieg Yyelag

Edv pia aoBevrig pelver éykuog evid AapBavel PHESGO, 1 evedg 7 pnviv PETA Ty
teAsutala B6ar Tou PHESGO, MapaxaAOUjE va avapEPETE QUEDWS TNV EYKULO-
ouvr| oty Tomkr| Movaba Qappaxoenaypimvnang tng Roche (HELLAS) AE, eite
nAektpovikd péow TG toteoeibag httpsy//www.roche.gr/el/contact/drugsafety.
html, gite péow nAextpovikol taxubpouelou (hellas.drugsafety@roche.com), site
peow tnheopoiotumias (210 61 04 524) site, téhog, péow TepOvoU oTovV aplBuc
2106166100,

EmmnpéoBeteg minpopoples Ba {ntnBolv kard tn Bidpkeia plag eykupoouvng
e €xBeon oto PHESGO kau katd tn Bidpkeia tou npwtou xpovou {wng Tou
Bptpous. Autd Ba el otn Roche tr) Suvatdinta va katavoriosl kahUtepa
v acpalea Tou PHESGO kal va mapéyer KataAAnAeg TAnpopoples otig
UYEIOVOHIKES CPYES, OTOUG TIapOXous UyElovopkrs meplBaling kal otoug
aocBeveis, MNa nepioodtepe minpogoples, napaxkaiolue avatpéfte atnv NXMN
tou PHESGO.

¥ PHESGO® %

PERTUZUMAB-TRASTUZUMAB
Go there
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PHESGO Tpénog 6idBeang: Me mepopiopévr iatpikn ouviayr). Movo yia voookopeiakr
¥pron and yiatpd pe kat@AAnAn eibikeuon Ko epmElpla

Phesgo 1200mg / 600mg Phesgo 1200mg / 600mg
EMaba: NT: 571659 € AT: 687430 € Kurpog: MAT: 7249,43 €

Phesgo 600mg / 600

mg Phesge 600mg / 600mg
EM\aba: NT: 363748 € AT: 437413 €

Kimpog: MAT: 471046 €

wThis medicinal product is subject to additional monitoring. Reporting suspected adverse
reactions after authorization of the medicinal product is important: It allows continued
monitoring of the benefit/risk balance of the medicinal product, Adverse events should
be reported. Adverse events should also be reported to Roche (Hellas) S.A. Please contact
Roche (Hellas) S.A. Drug Safety Unit by emailing (hellos.drugsafety@roche.com), or calling
(+30 210 6166100).
Rache (Hellas) AE.
Adapdvag 4 & Aehpiv
BonéfjoTe va yivouv Ta @appaxa o acpahd Kal 15125 Mapoual, At
AvagEpeTE: TnA;210 6166100, fox: 210 6166159

3 5 email: hellas medinfo@roche com
SNEE xg e ey eagyees e EXMéGa 800 11193 00
OAA 10 gadppaxa

[Bupsdv ypapi smkowwviag]
SupmAnpavovrag my «KITPINH KAPTA» Kéripog B0 92 668

(Bwpedv ypappr emuonvuwvicg)

Phesga_01.72021



' ZIEXTENZO

pegfilgrastim

_(ﬂ_l‘_ﬁeptizml GR2109011251

Tpénog 514Beang: MNepiopiopévn 1atpikn ouvtayn.
H Bigyvwon &/ n évap&n g Bepaneiag yivetal oe voookopeio

A Novartis
& pnopel va ouvex(Zetal ekT0¢ voookopelou und voooKopEelakn napakoAouBnon. Division
Noogokopeiaxh tiph: ZIEXTENZO INJ.SO.PFS 6MG BTx1 PESYR 314,07€
KAK: Sandoz GmbH
¥ To pdpparo autd telel = i = Biochemiestrasse 10, A-6250 Kundl, Auotpla
erd auprAnpeuon napareAcUBnemn et Sroyela emkowwviag oty EAAGEa:
TMptv tn ouviayoypdenon oupBouleuteite OAEZ Tﬁumﬁw Novartis (Hellas) A.E.B.E/Sandoz division
v MeplAnyn Xapaxtnpiotikuv tou Mpoidviog

Sopriniovovias v <KITPINH KAPTA» dpaykokkAnotag 78, 151 25 Mapauat, ABrjva
nou iatietal oe endpevn oeMiSa TnA.: 2102811712, ®ak: 210 6857655



KEYTRUDA

(pembr()llzumab) for Infusion 100mg

MNeparépw TTAnpogopicg SiatiBevtal amd Tov KAK, karémy amfoewg, 1 TepiAauBavovtal oTn GuvoTTTIKY TIEPIYPaQn XUpUKTNPICTIKWY TOU TIPOIOVTOS
MepiAnyn Xapaktnpiotikuwyv Tou MNpoidviog KEYTRUDA®, 24 louviou 2021
KEYTRUDA C/S.SOL.IN 25MG/ML BTx1 VIALx4ML : 2.610,63 € (X.T) 2.836,45 € (A.T) 2.347,25€ (N.T)

MSD

INVENTING FOR LIFE

MSD A®BEE, Ayiou Anuntpiou 63, Ahipog 17456, AtTikr
Ap. TEMH 121808101000

BonBroTe va yivouy 1a gpappaka mo aoalr] kai Avagépere OAEE 1ig avemBopnTeg
£vepyeleg yia OAA Ta papuaka ZupmmAnpuvoviag Tnv «KITPINH KAPTA»

GR-KEY-00449 1205-20092021-KEY



MEPIAHYH TQN XAPAKTHPIZTIKQN TOY NMPOIONTOX

1,ONOMAEIATOY OAPMAKEYTIKOY MIPOIONTOE

Xtandi- 40 mg emkahuppéva pe Nemo upévo iokla

Xtandi- 80 mgemiahupyva e Memd upivio Giokia

2.M0IOTIKH KAIMOZOTIKH EYNGEIH

Xtandi- 40 mg emkaly 1314} Giokia

KéiBe emiahupiygvo pe harrbumomdonapmwmg enzalutamide.
Xtandi - 80 mg emiahupyéva e Aermd upévio Gioda

Kafe emiahuppévo e Aermmd upivio Blokio nepiéyel B0 mg enzalutamide
3. GAPMAKOTEXNIKH MOPOH

Emahupévo e Ao upEvio diokio.

Ktandi-40 mg emkaluyiéva pe hermd upévio Giokia

1) ) EheydEwT) unéprran). AuTo Tpémer va hapfaveral unoyn av To Xtand ou-
viayoypageltol o€ auroik Tous aoBevek, H Bepansiaavbpoyovod anokdeioyo
‘mopei vaapareive to Sidotmyia Q. Ee aoBevei; jie 10Topikd 1 Unapén napayo-
mmﬁwnunupdmuntwﬁm@mocﬂmmm&ewkmuwm
TOUTOYPOVI (PAPHKEUTIKA IPOIGVTa ToU EVBEXETaI va TapaTeivouy To Sidotnjia
QT o1 Bepamovreg mpol npénel va aéiohoyol To woliyio opéhoud kvdivou
I, mBavdtrIac yia pdvion kot Tayukapdiag
ik pimiiou (Torsade de paintes) mpwv trvévapén Tou Xtandi
Xprion ye ynpaodepaneia: Haopakeia Kal 7 anoTENEOpTIKGTITI T TouTdpo-
VI Xpriong rou Ktandi e kuttaparou xneioBeparteia Gev éxet tekynpioBel. H
oupoprynen T enzalitamide bev &y kapla vk onuavaich endpaon am

lﬁmmpwvuhn EMKaAUIEVE i€ emrTd upsévio o

iﬁmmow emkahujpEva e AT upivio Biowia, yapaypéva e To E 80,

4. KAINIKEE NAHPOQOPIEL

4.1 @epaneutikéc evbeifag

ToXtandi edeiivutan yia:

=) Bepaneia Tou. pEaoTaTiod, oppovoeuaioBryTou kapkivou Tou mpoaTa)
(mHSPC) oz ouvbuaopo e Bepancia otépnone avpoybuuy (ADT) ae evijeg

avbipec,

~ ) Bepaneia Tou jin pevaorariou uritod kvdivou avBextikoU oTov EoUXT:
o6 kapkivou tou ipoata) (CRPC) oe evihikeq vipeg,

« ) Bepaneia tou petagTamkol CRPC e svikeq dvbipes oronolot eivataoupmu-
ol 1) fjma cuprrwpaTiKol EnErTa and anotuia G Bepaneiag aTépangav-
Spoyduwy Kl aToug omaloug 1 XjeioBepanela Sev evBelkvutal akdpa KAvKd.

- Bepanedaou petaatamiod CRPC oe evrihikec vbpes v onoliav n vioog &t
€eNyBe wad ) Gidpkein A pevaand Bepansia e viooeTag e,

4.3 Avtevbelteig

YrepevaioBroia om SpacTik ouaia f) ot Kkimoio and Ta ékboya, luvaikeg oy
ﬂvmflwmmwwmw

Eidikéc mpoeibomouiaeic ki mpogpuAgEIC Kard m xpiion
&MMHW I enzalutamide Exe1 QUOYETITTE e
emyméC kploec (3. mapdypago 48). H andeaan yia  ouveyon g Bepa- Tiv
el o¢ aoBevel mou eyipaviCouv emhikég kpioek npémel va AapBavetal avd
Tepimmwan,.

fva i TOE 40,

T

J foll] K erior ble
Encephalopathy Syndrome-PRES): Eyouv avapepBel ondviec avapopéc tou ouv-
Spdyiou amioBiac avaoTpéng eykepahondBaiag (PRES) e aoBevel Tiou Aoy
févouv Xtandi (Bhéne napypacpo 4.8}, To PRES eivan pia ondvia, avaotpéipn,
vzupo)\?ym Siaapayry N unciu‘pnopst vua(_éwed wpuyﬁq[ue&]\mgm
oupmdpata, cupnephalavopéway omacyiy, Kepahalyios, yuang Tughu-
o K dhde o o veupoloky Suapi, e 1 Yopk oEntopen
unépaan), Hidywwon tou PRESurmndan&ﬂaiuoqwmmﬁmxécs{am
ToveyKepihou, katd rpatiynon payviyT Tojioypagia tou eykepdhou (MR). Iu-
iordTon Siaxom Tou Xtandi o€ aofeveicnov avarmiooouv PRES.
Aeunepoyeveic Kipieg Karofeiec Exouv avapepBl nepiotatika Seutepoyeviv
Kipiav kakonBewiv o aoBevelc nou éhafavenzalutamide oe khwikéc peNéTeC. Ze
KAVIKES HENETER (paioms 3 Ta THo ouyva avarpepdyeva oupfdvia oe aoBevelg nou
£haPav enzalutamide kai peyaAdtepa amd To EKOVIK (ApHAKo, FTav kapkivg
oupoboyou kbomy (0,3%), abevokapkivuya mayEog eviépou (0,2%), kapkhwya
am perafankd emBriio (0,2%) kan pEtapanké kapkivipa cupodayou Ko
(0,1%). O aoBevei Ba npéne va oupouledovTan GHETT To YITPO ToU EQV T
pamproouy onpabia yaoTPEVTEPIKTI aoppayiag, JakpocKkomii] aysroupiary
M oupnidpaa dm Suooupia ) envtakui] avdyk odprong katd T idp-
ket G Bepaneiac e enzalutamide,

Tautdypown xprion e Ma pappakeunikd npoidviee H enzalutamide eivan vag,
10YUpOC EMaywyEas eV kal jmopel va obinyrioe! oe amiein TG anoTEle-
apaTkGTIag NoANDY EUpEiag Ypricews (ApHAKEUTIKGN TIpOIOVTLYY, EWVenig
o QVaoKTINET) T CUYXOPIYOUEVIV QapHOKEUTIKUV TIPOIOVTLWY MpEMEl va
Suearyeran kand mv évapér) Ty Bepaneia e enzalutamide, H rautdkpovn yprion
g enzalutamide i GappakeUTKA TipoidvTa Miou &lvar euaiobiTa unooTpdipata
ok petaBoNKkv eV ] HETOQOpEIC IDENEl YEWIKA Vo MOgECYETalEAV )
Bepaneutik] Toug Spaon elvan pey@hng anpiaciag yia Tov b, ki edv o1 fipo-
oapyioyéc g Soon Sev nopodv edkoka va nipayyatonoinBolv Pace g na-
pumlu;ﬂlm(nmnmdmmm&nnuc r]mwmm;mnm m?ﬂdﬂp&H
ouyyopiiyron pe fapoapiv kaavrmykTkd opioidovia e Kouaph ipénel va
anogevyeral Eav o ¥tandi ouyyopnyeial e éva avimrgakg nou peafolilera
and To CYP2C9 (6mu 1y Pappapi | acevokoupapohn), npénet va SickayBel em-
TipdoBem mapaxohodnan me AieBvol Opakonoinpévng yéon (intemational
Normalised Ratio-INR).

Nepoudi Sugherroupyia: Anaefrat npocoy| o¢ aoBeveic e oofiapr) veppia)
duoherroupyia kabiix ) enzalutamide dev éya pekemBel oe autd Tov mhnBucje
aoBevin,

ToBapr rmamkr} Suckerroupyia: Mia adénon Tou ypdvou nuiceag {wig S
enzalutamide éyei nopampnfel oe acBevelc pe cofiapr) namik] Guakeroup-
Via, mBavd cuayEniopaT e TV aunjvn Katavop oToug 1otodc. H k)
anpiaoia autrg TG napatipnang napapiével dpwaT). (oTéoo, avapeveTal éva
TIOOTETOEVE YOV GIG0Tra i Vel IA000Y O1 OUYKEVTDUEIG 0T 0TafEpo-
Tioljsévr KITGOTOOT Kal O YpovOl i va emteuyBel n péviom) pappiakooyi)
Spdon kaBlk ka1 ot Ypbvol o TV évepfy ko eiuan TG vy enayrc ¥
nopei enorc va auérfod.
Tipdogam kapSiayyaiai woog; Erig peNeTe; ghong 3 anokheiamiray aoBevei
ETIDOGTTO £ Py TOU LuokapSion (ad Toug TeNeutaiouc pived) | aota-
Wrrrﬂam (e Toug vehevtalou 3 pveq), kapbiaki) avendpkeia Kanyopiag
MlnNm New York Heart Association (NYHA) exroq av To kMo efabnong
apioTepri, koikiag (Left Ventricular Ejection Fraction-LVEF) > 45%, Bpabukapbia

pappiakoknTk] e svbophéPiag viooetaéghry, Cotdoo, ey pmopei va ano-

Xtandi

w enzalutamide

Pavopévuy Twv akdhouBv Tiponjpevuy Spx Tiou apamprBrkav o Tou-
Myiotov Bl aoBevei; oe TUYmONOIN{IEVEC ENEYXOHEVEG L EIKOVIKO (GApHaKo
EMTEC (pdon 3: omBiayym, otepaviaia Voo, éugpaypa Tou puokapbiou, ofd
Epppaypia Tou okopbioy, o) oTepaviaio aivbpopo, aoTaBric amEiyin,
aympa Tou puokapiou ke aptnpiookkipuvon ategavaiac aprplag.

# Meplayidver Ghou Toug MpoTiyievouC Gpous pe T M aidtarpion ot
00T,

epypg] ey cvemBi o evegyei: Eryrae ko g ke
LEveG KAIKEG pehéreg, 22 (0,5%) and Toug 4168 aoBeveic mou umofhinkav og
Bepancia e nepraia S6or) 160 mg enzalutamide eppivioay emnmi) kpion,
‘£vid Tpeig aoBeveic (0,1%) nouf‘)«:ﬁmﬂmmwuwummevu(uuﬁwmm%]
miou hafe B eppdv k) kplon. H d6on gaivetaivaane-

‘hetorel i acérion eppen oueTsponeviacenayopemcano EEN
Avmbpfoe unepeuachingiog AviSpices unEpeaicnglag exsnvovial e
oyt rou meptapfavou, akha dev nepoplovial oibnpa ipoaditou,
yudooag yelhous ) gdpuyya, ) efdvera éxou napampnBel e enzalutamide
(BMéne napaypago 48).
Exouv avarpepBel coPapéc eppaiic avemBiyinTex avidpoe (SCARS) pe v
enzalutamide. Kara m n} ot aoBeveic Ba npéme: va evnpeptivo-
VIal yia Ta orjeela Kl Y GupITjaTa kot va napakchouBodvial oTevd ya Bep-
pamkéc avribpaoe,
4.8 AvemBo e evépyeieg
Depfhngn 1ou npogih acxpdteiac; On mhéov ouxve avemBupTEG evepyeies eival
ebanBéviarykanwor, s6ayer, unépracn, Katdypara, kai Trwon. ARk onjia-
VIIKEG avemBoprTec. evépyaec nepiapfvouy vorytu) Bieapay kot ouere-
ponevia. Emrmixe kpion TapoucidaTiike oo 0,5% Tuwv aoBewiw mou éhapav
enzalutamide, 100, 1% Twv aoBeviv iou haPav exovikd papjiako kaioto 0,3%
T aofeva nou Ehapav Prakoutaitn. Bxouv avagepbel onivieg nepmuoeig
Tou oniofias avaoTpéyng eykepalondBeiac ot aoBevelc mou Eha-
ﬁuvenzalmamlde (ﬁMns Tapéypago44)
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<. Otarnyopi-
£ oupvOTITaG menm\m&:muumtz 110}, oupvéc
!2mmmc<l.'10] 1 ouve > 1/1.000 ¢ < 1/100), ondvieg (2 1/10.000 &
< 1/1.000), moN) amémie (< 1/10.000), jn ywwore (ev pmopoumamurﬁvae
fan o Suabéaa Sebopéva). Fvig KiBe katryopiac auxveTITIag eppamars, of
e BTG vepyeteg Taparifevian kad gBivouoa ceipd oofapdmrac,
Mivaxkag 1: AVemBOUNTES EvEpYEIES Mou avayvuipioTKaV o€ EheyyGpeves
KANVIKEC SOKIpIEC Ko HETA TV KuKkAO@Opia TOU pappdKou

Kemyopla/opyavike
aboTnpa zﬂ].uﬁuvu peto | AvemBupnrec evépyetec Kal ouyvoTnTa
MedDRA
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Ayyeiaéc Siatapayég Tohd cuyveg efdyeic unépaon
Awmapayég Tou X
A Mn ywooréc vautla, épetag Bidppoia
mmuunnggupmum Ehmﬁwrﬁq' h
QBwmapayeg Tou Huhﬂmmécmrﬁypm'

UOGKENETIKOH My ywworég: puakyia, puikol
ﬂmwuumﬁtlt"m{{ﬂmum wnmﬁmuhm i
Darapayé oy
AVanapapyIol - Tuyvec yuvaikopaotia
GUOTI|LTOC Kall TOU posTol
Tevikéc Biarapayée kal
KATGOTAOECTrIC 0000 Tk Guyvec eEdviAnan, kSmwon:
Yopfynang
Kawigeig, nhmmpu

mmﬁom&panmm Toh cuyvc mtion

’AvBos!mmmwecmwmmhumw kukhoopla Tou gapuaKou
'Omu afiohoyriBnie and Tumonompéva epurrpara MedDRA (SMQs) v

aInaopuy mmzpduyﬁwo,lémwmw OTIOLY, OTIACHWN yrvu(zu,ivq(m

g, oivBeTwn ok emry KplaLw, eamaKy e

W Kot status epllepticus. Autd meplhapavel ONAVIE TIEPITTWOEC amhrpmkw

Kpioewv e emmAokég o obnyoln ot Sdvaro,

T Omu agjahoyriBnke and tunonompéva Epun‘]pcm] MedDRA (SMQs) «Ey-

Gpayya Tou pwokapbious kot AN oyaK] Kapdiakr) voos, oupmephoy-

Tehel ompu TIPOWWOTIKO TIAPAYOVTa Tou KIVBUMOU Epkpavian emnmrikrig
Kplang, 6w avikaronpieval and Ta npokkvika Sedoyéva kar and ta ebo-
Héva amo i pehET) kNGOG TG B0arc. ETic EAEYYOHEVES KAMKEG PEAETEG,
e€apéinav o1 aoBeveic e mponyodev emATIN) Kpion r} pE TAAYOVTEG
KvBivou yia W eiqgdvion emhryrmir kplor. 2 i Bokiur ovol okehoug
9785-C1-0403 (UPWARD) yia v a§iohéynon g enimmwong Twv enthrymkiy
Kploewv e aoBeveic e npodiaBeaiolg napdyovteg yia exdifwon emhnmm-
Kiiv kpioeww (and Toug onoious, 1,6% elyav iotopikd emryikiy Kploewv), 8
and 366 (2,2%) aoBevei mou thaPav Bepaneia e enzalutamide ejigpévioav pia
emhnmicr} Kpion. H Bidyiean icpreia g Bepamelag frav 9,3 wives, Aev eivar
WLIGTOE 0 HnaVoOC HED ToU orTolou 1 enzalutamide pmopel va peooe Tov
0ubo Twv emAnkd Kpioewy, akkd Ba ynopodoe va oyeTioT e 1a dedopiiva
and invitro m\ﬁzcnwéumwdnqenzaluhmdemowm;mﬂohm
menpoodé Kall Jopei Ve fhouvn i Tra v Siathuy Ty
1oV Khuplou o GABA.
loyapa kopbiara] vdooe: EE TUyRIOMOMUEVEG. KAVIKEG, PEMETEC Ehey0ieveg
HE EROVIKG (ApYAKO, 1 10y} kapBiaki) V600G epgaviomKe oto 3,7% Ty
coBevin nov EaPav enzalutamide kan ADT ouyKpKG e 1,5% Tuv aoBeviv
niou EhaBav exoviko gdppoko ke ADT. Aexanévie (0,4%) aoBevels ou Ehapav
enzalutamide kan 2 (0,1%) aoBevelc mou Ehafav ek Gappiako Epgavoay
wpﬁwm}uwﬂqmpéumﬁc\duwmucﬁqmnzﬁmnm
) Ve EvepyEIin; H avapopd miavodo-
mﬂmnw w&mﬂw uﬂnﬂm m yoptyon abeiac kuKhogopiag
TOU (ApHAKEUTIKOY TTpORVTO Eival onpcnTikr}. Empérier T owey] mapake-
‘AobBron g aygong ogéhouc-kvbivou Tou pappakeuTkol MpoitvTog ZnTeftal
and Toug enayyehjaieg Uyeiag va avagépouy orioteabiote meavohopoupeve
vEMBUJIYTEG EVEPYEIEG A0k
EAMaba: EBvixag Opyaviopsc Dappidxuwy, Meooyeiwv 284, GR-15562 Xohapyog,
Adive. Tok: + 30 21 32040380/337, Mo + 30 21 06549585, lotdtonog: hitp/
www.eofgr
Kumpog; Qappakeutikés, Ynmpeoieg, Ynoupyeio Yyelag, CY-1475 Aeukwoia. Tnk:
+357 22608607, 0ot + 357 22608668, latdromog wwwmoh.gav.cy/phs
7.KATOXOE THE AAEIAZ KYKAOQOPIAL
Astellas Pharma Europe B, Sylviusweg 62, 2333 BE Leiden, ON\avia
8. APIOMOZ(Of) AAEIAL KYKAODOPIAL
EU/M3/846/002 {40 mg emycuppéva e hemo upvio Siowda)
EU//13/846/003 (80 mg empahupyéva e hemd upévio Siovda)
9.HMEPOMHNIA NPQTHE EFKPIEHE/ANANEOEHE THE AAEIAZ
Hyepoymvia mpdrmng éykpionc 21 lowiou 2013
Hyepopnvia Teheutaiog avavewang: 8 Defpovapiou 2018
10. HMEPOMHNIA ANAGEQPHEHE TOY KEIMENOY: 30 Anpihiou 2021

Aermiopiepeic TnpogopieS yia To Tapév pappiaKeUTIKG Tpoidv elval GioBéayeq
aov BikTuakd 1éno Tou Evpuaikod Opyavioyol Gapjidkuwv: hitp:/wwwema,
europaeu.

OAPMAKEYTIKO TIPOION 1A TOONOIQ AMAITEITAI IATPIKH ZYNTATH

Ehhaba*
Mepiexmdra MéyeBog Nogokopietaxr| T
40mg/TAB Kouri X 112 emkahoppéva €226167
e Ao vpgvio diokia
Kinpoc®
Neplexmdmnra  MéyeBoc Aavikr T pe OMA
40mg/TAB Kouri X 112 emkaduppéva €300925
pehemTo upéio Biokia

*Kukhogopolv jitvo T 40 mg emkahuppéva e e upévio Bioxia

BonérioTe va yivouv Ta (pdppiaka nio aogalr kal
= Avagepere i
OAEL i aveniBUpnTE EVEPYEIEC Yia 10 IaKa
[sjpn)\npmgowgtqnml(lgmmﬂ KAPT/ 'pp

,astellas

Astellas Pharmaceuticals A.E. B. E.

Aymoidou 68, 151 23 Mapotiar, ABriva.Tn). 2108189900, Fax: 2168008 998
wwwastellas.com/gr

Tomxog Avnpdouwnod/fuavoptag npoidviu Astellas oy Kinpo:
Novagem Lid, Tnjk: 00357 22483858



NEPINAHWH TQN XAPAKTHPIZTIKQN TOY NMPOIONTOZ

To @dppako auUTS TeAel UTTG OUNTTANPWHATIKA TrapakoAouBnon. Auté Ba eTiTpéWel To Ypriyopo TIpoadioplopd vEwv TTANPoGopIY
ac@aAeiag. Znreital aTmé Toug ETTAYYEAUATIEG UYEIOS VO OVOQEPOUV OTIOIECBNTIOTE TNBAVOAOYOULEVES QVETTIBULNTEG evépyeies. BA.
Trapdypago 4.8 yia Tov TPoTTo avagopdc avemBuunTwy evepyeitv. 1. ONOMAEIA TOY ®APMAKEYTIKOY MPOIONTOX. CABOMETYX
20 mg emKkaAuppEva pe AeTTTo upévio diokia. CABOMETYX 40 mg emkaAluppéva pe Aetrto upévio diokia. CABOMETYX 60 mg
£TMKaAUPpEVa He AeTITO upévio Siokia. 2. MOIOTIKH KAI MOXOTIKH ZYNOEZIH. CABOMETYX 20 mg eTIKGAUUUEVT UE AETITO UPEVIO
Blokia. KaBe emKaAUppEVO He AsTTTG UPéVIo BIoKio TTEPIEXEI KuBoc’,GV'nviﬁn (S)-unAikn 1c080vaun pe 20 mg kaBodavTiviBng. Exdoyxa ue
yvwarh) dpdan. KABe emKaAUPPEVO PE AETITO upewo Biokio TrepiExel 15,54 mg Aaktodng. CABOMETYX 40 mg emkaAuppéva Pe AETTTO
upgvio Siokia. KdBe emKaAUMPEVO pE AETTTO UPEvio Blokio TTEPIEXE! KuBor’,ovann (S)-unAikry 100d0vapn pe 40 mg kaBolavTiviBng.
Ekboya e y_vwom Spdan. Kabe emmkaAuppévo e AeTrTé upévio Siokio Trepiéxel 31,07 mg Aaktélng. CABOMETYX 60 mg emKaAuppéva
ME AeTTTO UpEVIO Blokia KdBe ETTIKAAUMMEVO ME AETTTO UMEVIO BIOKIO TTEPIEXE! KuBoCmrrwan (S)-HnAIKA IcodUvapn pe 60 mg kaBodavTiviBng.
Exboya ue ygwo’rg‘ Opdon. KaBe emKoAUPHEVO pe AeTTo upévio Biokio Trepiéxel 46,61 mg J\cKTéCr]g. MNa Tov TARPN katahoyo Twv
ekBOywv, B:\ mopdaypago 6.1. 3. PAPMAKOTEXNIKH MOP®H. EﬂlKaAuppsvo pe Aemrtd upévio diokio. CABOMETYX 20 mg
emKaAUpPEVY e AeTITO Upévio Siokia. Ta Sigkia eival KiTpiva OTPOYYUAG Xwpig eyxdpagn kai gépouv Tnv évBeign «XL» otn pia Tr)\supd
Kal Tnv £vBeign «20» aTnv dAAn TTAeupd Tou Siokiou. CABOMETYX 40 mg emxkahuppéva e Aetrrd upévio Siokia. Ta Siokia eival Kitpiva

TRIVWVIKG XWpig EYXApagn Kal PEpouv TNV EVBEIEN «XL» an Hia TTAEUpd Kal v £vBeign «40» aTnv GAAN TTAEUPG Tou Biokiou.
60 mg emKkaAuppEva pe AeTITO upévio Biokia. Ta Siokia eival Kitpiva oBal Xwpig eyxapaln kai peépouv Tnv EvBelEn «XL» oTn pia TAgupd
Kol TNV Evoeign «60» oTnv dAAn TTAeupd Tou diokiou. 4. KAINIKEZ MAHPO®OPIEL. 4.1 eepunsmmag evdeigeig. nggoxm'mgu(o
To CABOMETYX ev&eikvutal wg HovoBepaTteia yia T Beparreia Tou TIPOXWANHEVOU VEQPOKUTTGPIKOU KAPKIVWUATOS
(RCC). - ot eviAIkeg TTou Bev £xouv AdBel TTponyouusvn Bepatrsia pe svBIAMEON A TITwYA TTRoyvwon (BAETe TTapdypago 5.1), - ot
eVIAIKEG HETA dTTO TTponyoUpevn aTo)euouoa Bepartreia ayyeiakol evdoBnhiakol aufnTtikou ﬁupqvov‘rd vascular endothelial growth
factor (VEGF). To CABOMETYX, oe quﬁuucuo HE wBoAnupuu‘rrr] evOEiKVUTal Yia TV BepaTreia TTPWTNG-YPAHPNG Ot EVAAIKEG agBevEig
HE TTPOXWPNHEVO VEQPOKUTTAPIKS Kapkivwpd (BA. TTapdypago 5.1). Hmymwug_(ﬂggj, To CABOMETYX evdeikvutal
wg povoBeparreia yia Tn Bepatreia Tou nTTaTokuTTapikoU kapkivwparog (HCC) og evijAikeg TTou £xouv AdRel TTponyoupévwe BepaTTeia pe
gopageviutm. 4.2 Aocoloyia Kal Tpotrog Xopnynong. H Beparreic ye CABOMETYX 6a TrpéTrel va TTpayHaToTTolEiTal atréd 1aTpd
EQTTEIPO OTN XOPHYNON AQVTIKAPKIVIKWY QUPHAKEUTIKWY TTpoidvTwy. Acooroyia. Ta Siokia CABOMETYX (kaBolavTiviin) Kai ol KAWoUAES
COMETRIQ (kaBolavmiviBn) dev cival BioicodUvapa kal dev TTpETTEl va XproipoTrolouvTal To éva avTi Tou dAhou (BA. Trapaypago 5.2). To
CABOMETYX we povoBeparreia. MNa 10 RCC kal 1o HCC, n ouvioTwpevn déon Tou CABOMETYX eival 60 mg plu popd npspnmwg H
Beparreia B TRETTE! VA OUVEXIOTEI PEXPI 0 agBeviig va unv emweeAeTal TAéov KAIVIKG aTré T BepdTTeid 1 UEXP! VO ENQAVIOTE! N
armrodexTr TofikétnTa. To CABOMETYX o auv&uaa,uo HE VIBOAUUGUTTN CTNV TTRWTN-YRAUMN npoxwpnpzvou RCC. H ouvioTwpevn
60oan Tou CABOMETY X eivai 40 mg pia gopd Tnv nuépa og ouvduaopod Pe viBoAoupdpuTrn Trou Xopnyeital evBopAeRiwg eite wg 240 mg
KBt 2 e3Bopddeg eite wg 480 my kdBe 4 eBdopdadeg. H Beparreia e CABOMETYX Ba TpETTel va OUVEXIOTET PEXPI TNV eEEAIEN TG Vooou
N N onobsxm TogiIkoTnNTa. H ViBoAouUduTIn Ba TTRETTEI VO CUVEXIOTE MEXPI TNV £EEAIEN TNG VOTOU, TN Mn ATTOSEKTH TOEIKOTATA I EWG
kal 24 rveg ot agBeveig xwpig eEENIEN Tng vooou (BA. Mepiknyn Twy XapaxTnpioTikwy Tou Mpoidvrog (MXM) yia T Sogooyia g
wBvoupuprrqg) Tponorrorqan n¢ Bepareiag. Tia Tn dlaysipion Twy UTTOTITWY aveTMBUUNTWY EVEPYEIWY TOU QOPHCAKOU uTropsl va
armaiTeiTal Tpoawpivr) SlakoTr Bepatreiag ry/kal peiwaon g déong Tng Bepameiag ue CABOMETYX (BA. Mivaka 1). Otav n yeiwon 1ng
doéang eival amapaitntn oTn HovoBepareia, ouvioTdral va pelwBei ota 40 mg nuepnoiwg kal kardmy ota 20 myg nuepnoiwg. Otav 1o
CABOMETYX xopnyeital o cuvBuaopo He ViIBoAoupdpTmn, ouviatdral n yeiwon tng doang ota 20 mg CABOMETYX pia gopd v
nUépa kai oTn cuvexela ota 20 mg kdBe Seutepn nuépa (avatpéEre atnv MXN TS viBoAoUPauTING yia Tn CUVICTWHEV TPOTTOTIOINGN TNG
Beparreiag yia tn viBohoupduTn). Na tn diaxeipion g TofikéTnTag Babuou 3 i peyaAiTepou cUPQWVA HE Ta KOIVA KpITrpla opohoyiag
yia avemouunTeg evépyeleg (CTCAE) 1 un avekTnig Togikdétnrag Babuou 2, cuviatdral n S1akoTrh g d6ong. ZuvioTdatal n Jeiwan g
Bdoong yia cupBdvTa, Ta oTroid, EGv EPPEVOUY, PTTopoUv va KataoTolv ooPapd i un avektd. Edv évag acBevric TTapakeiyel pia 8éon, n
8oon mTou Trapalsipbnke dev Ba TTpéTel va AngBei edv amropévouv AlyoTepeg atrd 12 Wpeg PEXPI Tnv eTopevn Boon. Mivakag 1:
ZuvioTwpeveg TpotTotrolfjoelg 86ong tou CABOMETYX yia avemBounteg evépyeieg. AvemBountn Evépyeia kai Of0TnTa.
AvemBounTeg avtidpdoelg Baduol 1 kol BaBuol 2 Trou eival avekTéG Kol eUKOAT avTipeTwTioue. Tpomotroinon Bepameiag. Aev
amaiTeital cuviBwg TTpocapuoyr Boong. MpooBéaTe TTapoxXn UTTOOTNPIKTIKAG @povTidas oUppwya pe TIG evaeielg. AvemBUunTn
Evépyeia kai OEUTnTa. AvemBupnTeg avidpdoeic BaBuou 2 TTou sival Jn avekTég Kal Bev eival BuvaTo va aVTIHETWITICTOUV HE WEIWOn
BSoang A UTToaTNRIKTIKA (ppovTida. Tpomommoeinon Bepameiag. Alakdyre T Bepateia £wg dTou n avemOUuNTN avTidpaan amokaraoTaBe
oe BaBuo =1. MpooBéare uTIooTNPIKTIKY @povTida clppwva Pe TG evdeitelg. EEetdoTe To evdexdpevo emmavévaping oe peiwpévn doon.
AvemiBUunTn Evépyeia kain OS0TNTA. AvetmiBuunTeG avmidpdosig Babuou 3 (ekTOg ammd KAIVIKA LN OXETIKEG EPYATTNPIOKES AVWHTAIEG).
Tpomromoinon Bsparreiag. AilakoyTte Tn Beparreia £wg OTou n avemBUUNT avTidpaon amokaracTadsi oc BaBud <1. MNpooBiaTe
UTTOOTNPIKTIKI] @povTida oUpeuva We Tic evBei€eic. Emavekkiviiote oe peiwpévn doon. AvemBuuntn Evépyeia kai OfUTtnTa.
AverTiBuunTeg avTidpdoeig BaBuou 4 (ekTdg atrd KAIVIKG N OXETIKEG £pyaaTnpliakés avwpahieg). Tpotrotroinon Bepameiag. AlakdyTe
n Bepareia. XopnynaTe katdAAnAn 1aTpikr @povTida. Edv n avemBuunm avridpaan amokaracTabei péxpl 1o BaBpd <1, emavekkiviate
o peiwpévn 86ar. Edv n avemBupnT avtidpaon dev emAubei, Siakoyte povipa 1o CABOMETYX. AvemBupnmn Evépyeia ka OgumnTa.
AUERTEIC NTTATIKWY stuqu yia aoBeveic pe RCC mou EAuﬁuv CABOMETYX g& cuvbuacpo Je VIBoAQUPAUTTN. Avemﬁuunm Evépyeia
ko OfuTnTa. ALT | AST > 3 gopég ULN aAAd = 10 gopéc ULN xwpic Tautdxpovin oAikr XoAepuBpivn 2 2 gopéc ULN. Tpomrotroinon
Bepameiag. Aiakoyte To CABOMETYX kai T VIBOAOUMGHTIN £wg OTOU aUTEG Of aveTBUUNTES EVEPYEIEG UTTOXWPRooUY ot BaBuéd <1 H
Bepameia pe KopTiKoaTepoeldr Ymopei va eEeTaoTei edv uTidpxel uTrowia avTiGpaong oxendOPEVNG HE TO avoooTroinTKGe cuoTnua
(avarpégre omv MXr g wBvouudunng). Mrropei va ETIAVEEETATTEI ETTAVEKKIVAON L Eva povo @dappako fi SIadoxIK ETTAVEKKIVNOT Kal
He Ta BUo QApUaKa HETd TNV avdppwon. Edv EeKIVATETE ek VEOU WE Th v:Bo)\ouyauTrn avarpégre atnv MXM g viBohoupautng.
Avameupnm Evépyeia kar OZ0TnTa. ALT A AST > 10 opég ULN i} > 3 gopég ULN pe Tautéxpovn oAikr XoAepuBpivn 2 2 gpopég ULN.
TmeoTro:ncm BEpaTrcmg Aluxoqm: opioTikd To CABOMETYX kai T wﬁo]\oupclpnr] H Beparreia e kopTIKOOTEPOEIDN UTTOPEI va
e€eTaOTEl £AQV UTTAPXEl uTTOWia avTidpaong OXeTI{OHEVNS HE To avogoTroinTike claTtnua (avarpé€re atnv MXMN tng viBohoupdapTng).
Znueiwon: O1 Baduoi TogIkdTNTUS cuPPWVoUV pe Ta Koivd Kpitipia Opohoyiag Tou EBvikoU AvTikapkivikoU IvoTiTouTtou yia AvETTBUpnTES
Evépyeieg ékBoon 4.0 (NCI-CTCAE v4). Zuyyopnyouusva QapUaKeUTIKG TIpoiovTd. Ta guyXopnyouMEVa QApPHAKEUTIKA TTPOIOVTA TTou
gival IoXupoi avaaToAtig Tou CYP3A4 Ba TTpETTE! va XPNJIHOTIoIoUVTal HE TIPOTOXT] KAl 1) XPOVIT XPrian GUYXOPNYOUHEVIY GAPHUKEUTIKWY
TTPOoIGVTWY TTou aTroTEAOUV IoXUpoUs eTTaywyeic Tou CYP3A4 Ba mrpérel va urruq::uvsml (BA. Trupuvpucpoug 4.4 ka1 4.5). Oa 1Tp£'lTEI va
HEAETNOEI N eTAOYN EVOC EVAAAGKTIKOU GUYXOPNYOUUEVOU QPUPHAKEUTIKOU Trpmowog ME KaBoAou 1 s.\axlc‘ro SuUVaIKS va S'ITC(VSI n va
avaoTéAel To CYP3A4. Eidikoi mAnBugpiol, HAKiwuévol goess@g Aev ouviotdral €18k TTpocapuoyn The d6ong yia Tn Xpnon Tng
kapolavTiviBng ot nAikiwpévoug (= B5 £tn). @uAd. Aev atraireital rpoaappoyn TG déong pe Baon Tnv eBvikdtnTa (BA. Mapaypago 5.2).
AcgbBevelc ue veppikr SucAemoupyia. H kaBolavriviBn Trpémel va Yopryeital Je Trpocoxry ot aoBeveic pe ATMIA 1 PETPIA VEQPIKNA
duaAemoupyia. H kaBodavTiviBn dev ouvioTdtal yia Xprion ot adBeveic pe aofapr] Ve@pikh Suoheimoupyia, KaBwg n ac@dieia Kal n
aTroTEAECUATIKOTNTA BEV £XOUV TEKUNPIWOEI O auTdv Tov TTANBUoWG. AgBeveic ue narkr dugAsiToupyia, Ze aoBeveig P AT NTTATIKA
BuoAeitoupyia Sev amraiteital Tpogappoyr Tng doang. Aedopévou 6T Hovo Treplopiopéva Sedopéva eival SiaBéoipa yia aoBeveig Ye pETpia
nIaTnkn 6ucrA5|Toupviu (Child Pugh B), 5ev pmropoulv va 5o08o0v ousTAOEIS Gocro.\oviug. ZuviaTdral UTEVf] TrapaxkoholBnon Tng cuvo:\lkr'](;
ao@AaAelag ot auToUg Toug aceevmg (BA. I'Iapotypmpo 4.4 kal 5.2). Aev uTtGpxEl K.NVIKI’] euTTEIpia O€ aOBevEIC PE cORAPR NTTATIKA
Suaoheiroupyia (Child Pugh C), omore Sev ouviatdrai n xprion g kapoZaviiviing ot autolg Toug aoBeveic (BA. Mapdypago 5.2). AgBeveic
Ta aTtoixeia yia aoBeveig pe kapdiakn duaheitoupyia sival Trepiopicpéva. Asv PTTopoly va TTpaypatotoinfoly
£18IkEG ouoTacelg Sooohoyiag. [Tadiarpixos mAnBuauos. H acpdAsia kai n amoTeAecpaTKOTATA TNG kaBolavTiviBng ot Taidid nAikiag <18




eTwv Bev £xel akopa TekunpiwBsi. Asv uttdpyouv diaBéoiua Sedopéva. Tpotrog xopriynong. To CABOMETYX poopiletal yia prion armo
To oTépa. Ta Siokia Ba TTPETTEl va KaTaTTivovTal oAokAnpa kai va pnv Bpupparidovral. Oa pétel va doBouv odnyieg oToug aoBeveig va
UNV TPWVE TITIOTA YIa TOUAAXIOTOV 2 WPES TTPIV Ewg 1 wpa Hetd T Anwn Tou CABOMETYX. 4.3 Avrevdeifeig. YTepeuaioBnoia otn
SpaacTIKr oucia i og KATToI0 atTd Tar EKDoXa TToU avagépovTal atny TTapdypago 6.1. 4.4 EidikéC TPoeIBOTTOINCEIS KAl TIPOQUAGEEIC
Kard T xprion. Kabwg Ta meploodtepa oUupBAvVTa TTPOKUTITOUV vwpic otnv Tropeia Tng Beparreiag, o 1atpdg TpéTrel va agioAoyei
axXOAOOTIKG TOV AOBEVH OTIC TIPWTES OKTW ERBopddes TN BepaTeiag yia va TTpocdlopioel eGv aTmrairouvTal TPOTTOTIOINCEIS TG 36ang.
ZUMBAVTa TTOU YEVIKWG £XOUV TTpWIHN ekdiiwan Trepihappdvouy utraoBeoTiaidia, uttokahiaipia, BpopBoTtrevia, utrépraan, ouvdpopo
epubpoduoaiobnoiag Tahapwyv-eApdTtwy (PPES), mpwreivoupia kai yaotpeviepika (FE) cuppdvra (kolthakd dhyog, @Aeypovn
BAevvoydvou, duckolNiéTnTd, didppold, €MeTog). H avriyeTwmon meaviy avemBuunTwy EVEQVEIWY UTTOPE VO aTICITEl TTROCWEIVA
SiakoTtrn f peiwon tng éang Tng Beparreiag pe kaBolaviviBn (BA. Mopdypa@o 4.2): F& vEQPOKUTTAPIKG KAPKiVWHA META ATTO TTPONYOUHEVD
aToXeUpEVN BepaTreia pe ayyeiakd evBobnAiakd augnTike apdyovia (VEGF), peiwasig kal SIaKoTTEG TNG BOoNG AOyw HIag avetmiBupnTtng
evepyeiag (AE) ouvéBnoav oto 59,8% kai 70%, avrigtoixa, Twv aoBevwyv Trou €éAaBav kaBolavrivin otn Bagiki kAivikn Sokipn
(METEOR). AUo peiwoeig Tng docoloyiag xpeidodnkay oto 19,3% Twv acBevivv. O BIAPECOS XPOVOS Ewg TNV TTPWTN HEiwon TS
Soooloyiag frav 55 nuéPeg, Kai Ewg TNV TTPWTN BiakoTrr) docoloyiag ftav 38 NUEPES. Ze VEQPOKUTTAPIKG KAPKiVWHA Xwpig TTponyoUpevn
Beparreia, eiwaelg Boang Kal SIakoTTEG TN Boang Trapatnperiénkav ato 46% kal 73%, avTioTolxa, Twv aoBeviuv Trou EAaBav kaBodavTiviBn
atnv kAvikr) dokiun (CABOSUN). Orav n kaBodavniviBn xopnyeital oe cuvduaouo e VIBOAOULGLTTN OE TIPUITNS-YRAMUIS TTEOXWPNUEVD
VEQPOKUTTApPIKG Kapkivwua, peiwon Tng Boong i Siakotn Tng ddong Tng kaBolavtiviBng Adyw AE ouviBn ot 54,1% kai 73,4% Twv
aoBevov atnv KAivikn dokiuf (CA2099ER).Amarmri@nkav duo peiwoelg Thg doong oto 9,4% Twyv agBeviv. O PEGOC XpOVOS Ewg TNV
TIPWTN Heiweon g 8oong ftav 106 nuépeg Kal We TNV TTRWTNBICKOTTT TNG 860ng fTav 68 NUEPES. ZTo NTTATOKUTTAPIKG KAPKIVWHA HETG
amo TponyoUNEVT CUCTNHIKN Bepareia, ol peiaelg TG doang Kal ol SiakoTrég doong cuvinoav ato 62% kal 84%, avTtioToixa, Twy
aoBevwv Tou éAaBav kaBolavTivifn otnv kAwvikn dokiun (CELESTIAL). Alo peiwoeig Sdoewv amaimiBnkay oo 33% Twy agbevwy. O
BIANECOG XPOVOS HEXPI TN HEIWON TNE TTPWTNE ddong ATav 38 NUEPES Kal PEXPI TNV DIGKOTTA TNE TTPWTN d6ong ATav 28 NUEPES. ZUVIOTATAI
oTevOTEPN TTapaKoAoUBNnon ot aoBeveic We ATTIA ] METPIC NTTATIKY BucAcmoupyia. HmarotofikétnTa. Mn @uUGCIOAOYIKES TIMEG OTIC EEETATEIC
NG NTaTIKAg Asiroupyiag (algnon Tng apivoTpavogepdons Tng alavivng [ALT], Tng aomapTikig apivotpavagepdans [AST] kal Tng
¥XoAepuBpivng) TraparnenBnkav ouxvd ot acBeveic Trou éAaBav Bepareia pe kaBodaviviBn. Zuviatdrai n Siefaywyn eEeTacEwWY NTTATIKAG
Aeitoupyiag (ALT, AST kai xohepuBpivng) Trpiv amé v évapén tng Beparteiag pe kafodavTiviBn Kal n TTROTEKTIKN TTapakoholBnan Katd
T didpkeia NG Bepameiag. Mo aoBeveig pe emdeiviuon Twy EETATEWY TNG NTTATIKAG A&IToUpYiag TTou BewpolvTal CXETIJOMEVES HE TN
Beparreia pe kapolaviviBn (BnA. otrou dev eival epgavic Kapia evaAAaKTIKA atia), Ba TrpéTel va akohouBolvral ol CUHBOUAEC
TpoTroTroinong Tng déang otov NMivaka 1 (BA. rapdypago 4.2). Otav n kaBolavTiviBn xopnyeital o ouvBuao o He VIBOAOUHAUTTN, £Xouv
avapepBei ouxvotepa BaBuol 3 kal 4 augnoeig ALT kal AST o oxéon pe Tn povoBepaTreia pe kaBolavTiviBn ot aoBEeVEIG UE TIPOXWPNHEVO
RCC (BA. Mapdypago 4.8). Ta nmaTikd éviupa TIRETTEN va TTapakoAouBouvTal Trpiv atré Tnv évapén kal TTepIodIkd Kard T SidpKela TRG
Beparreiag. MpéTel va akoAouBouvTal ol odnyieg IaTpIKig diayeipiong kai yia Ta duo edpuaka (BA. Mapdypago 4.2 kar avatpéfte otnv
MNXMN yia ) vioAoupduTm). H kaBolavriviBn amoBdaAAeTal Kupiwg péow TS nmankhig odol. ZuvioTdral aTevoTepn TrapakoAoldnan g
OUVONIKNG aopdAeiag oe aoBeveic Pe NI 1) pETpIa NTTaTKn duchAeroupyia (BAETe etTiong Trapdypago 4.2 kal 5.2). Mia upnAdTepn
OXETIKR avaAoyia acBeviov Pe pétpia nraTikh ducAeimoupyia (Child-Pugh B) epgdvioe nmmaTikn eyKe@ahoTiabela pe T Bepatreia pe
kaBoZavTivign. To CABOMETYX 8ev cuvigTdral yia xprion ot acBeveic Jie gofapn nmatikr dugAeroupyia (Child-Pugh C,BA. Mapaypago
4.2). Hmarikn eykepaiomadeia. Zrn peAérn HCC (CELESTIAL), n nmatkh eyke@aAoTrdBela ava@épBnke ouxvotepa oTnV opdda
kapoZavTiviBng amé autr Tou eikovikoU gapudkou. H kaBolavTivin £xel GUOXETIOTE pe Didppola, EUETO, Helwpévn OpeEn Kai SiaTapayég
nAexTpoAuTwy. Ze acBeveic ue HCC e eTTNPEQopEVN NTTATIKA AEITOUPYId, QUTEC Of PN NTTOTIKES ETTIOPACEIC MTTOPEI VA Eival TTAPAYOVTEG
emioTreuong yia TNV €§EAIEN TN nTTaTikig eykepahotrabeiag. O1 agbeveig TTpETEl va TTapakoAouBouvTal yia CnUEd Kal UUTITWHATA
nmaTkng eykepalomrdBeiag. AlaTpriosig ko gupivyia. ZoBapég ME diatpioeig kai cupiyyia, HEPIKEG POPEG HE Hoipaia £kBaan, £xouv
Traparnengei pe Tnv Kapolavtivipn. O aoBeveig Trou £xouv @Asypovwdn vooo Tou evtépou (Tr.X. vogo tou Crohn, eAkwdn KoAimda,
TIEPITOVITION, EKKOATTWHATITIOA I} oKWANKoeIdimda), £xouv di8non Tou 6ykou otn ME 086 f TTapouaiddouv ETITTAOKES ATTO TIPONYOUHEVN
XEIPOUPYIKH ETTEMRACT TOU YAOTREVTEPIKOU guaThpaTog (18iaiTepa oTav oXeTIZeTal P KABUGTEPNMEVN 1 aTeAR eTTOUAWGN) Ba TTPETTE! Va
agloAoynBouv TTpodeKTIKG TTPIV apxioouv Tn Bepatreia Ye kafodavTiviBn kal, oTn cuvéxeia, Ba TpéTel va TTapakoAouBoUvTal oTevd yia
CUUTTTWHATA BIATPAOEWY KAl SUpIYYiwy, CURTTEPIAGUBAVOUEVWY TWY QTTOCTNHATWY Kal Tn ofyn. Etigovn f eraveppavifopevn Sidppola
oTn Sidpkela TNG BepaTreiag PTropei va ival TrapdyovTag KivaUvou yid TNV avdTTTugn TTpwKTIKoU ouplyyiou. H kaBolavTiviBn TTpétel va
BiakoTITeETal O aoBeveic TTou eppavifouv IATPNCN TOU YUOTPEVIEPIKOU CUCTANATOS Il oupiyyio TTou Bev UTTOPEI VA QVTIMETWITTIOTE
emmapkwg. Faortpeviepikéc (FCE) Siatapayéc. H Sidppoia, n vauTid/épeTog, n Helwpévn opefn kai n atopatinda/otopankd dAyog ATav
HepIKEC QTTO Ta o CUXVE avaQepBiévia cupBdvia Tou yaoTpeviepikoU (BA. Tapdypago 4.8). Apean latpikn Slaxeipion,
TUUTTERIAQUBAVOUEVNC TNE UTTOOTNPIKTIKAG QPOVTIBAC HE AVTIEUETIKY, avTiBIappoikd rj avTidgiva, TIPETTEl va EpapHooBEi yia TRV TTPoANWN
NG APUBATWONG, TWV JIATAPAXWY TWV NAEKTPOAUTWY Kail TN aTTwAeIag Bdpoug. H diakoT i peiwan Tng 8dong, fj N HovVIUN dICKOTTA TNG
xoprynong kapolavTiviBng 8a TTpéTTel va AQUBAVETAI UTTOWN OE TTERITITWOT ETTIHOVWV I} ETTAVOAQUBAVOHEVWIV ONUAVTIKWY YUOTPEVTEPIKWY
avetmBUUnTWy evepyeiwy (BA. Mivaka 1). ©pouBoesuBolikd cupuBdvta, Me v kaBolavtivifn, £éxouv TrapatnenBei cupBdvTa QAERIKAC
BpoppoepBoAng, ocupTeplAapBavopéviuv oCUpBAvVTWY TIVEUHOVIKNAG EPBOANRG Kal apTnpiaknc BpopoepBoArg HEPIKES PopES Bavatngopa.
H kaBolavTiviBn TTPETTEl va XPnaIUOTIOIEITalI ME TTPOTO)XN de adBeveig TTou Trapoudidadouv Kivduvo fj TTou EXOUV ITTOPIKO QUTWV TwV
evEPYEIWY. ZTn peAéTn HCC (CELESTIAL), apatnen@nke TuAdia @AeRIkr BpouBwon pe kaBolavTiviBn, oupTiepiAapBavouévou eveg
Bavatngoépou guuPavrog. AcBeveig pe 1IoTopIKO TTUAdiag @AEBIKAG BiNBnong gavnke va diatpéxouv peyaAlTepo Kivduvo avdamTugng
TrUAdiag @AeBikng BpopBwong.H kaBolavTivin 8a TrpéTrel va SlakoTrei os aoBeveig Trou avaTrruooouv ol Epgpaypa Tou puokapdiou r
oTroladnTroTe AAAN KAIviKa anpavTikr BpopBoepBohikn eTritthokn. Ailoppayia. Me Tnv kaBodavTiviBn Exel TrapatnpnBei cofapr aipoppayia
MEPIKES popEG BavaTnedpa. O aoBeveic TTou £XoUV ICTOPIKG CORApn¢ aijoppayiag Trplv atmd Tnv Evapén Tng Bepatreiag Ba TTRETTE va
agloAoyouvTal TTPOTEKTIKG TTRIV aTTd TNV évapén Tng Beparreiag ue kaBolavTiviBn. H kaBolavriviBn dev rpétel va xopnyndei ot acBeveic
TIou £xouv 1) SlaTpéxouv kiviuvo yia ooPapn aipoppayia. Ztn peAétn HCC (CELESTIAL), avagépBnkayv Bavarngopa aipoppayika
gupPBdvra og uywnAdTepn ouxvotnTa pe KaBolavTiviBn ammod 1o eikovikd @dppako. O1 TrapayovTeg KivBuvou Trpodidbeang yia coBapn
aidoppayia otov TTANBuopo pe Tpoxwpnuévo HCC pmopei va TrepihapBdavouy Ty SIBnon ammo Tov Oyko Twv KUpIWY aIHoQOpwyV
ayyeiwv Kal TNV TTapoucia UTTOKEIMEVNS Kippwaong Tou ATTATOG TTOU £XEI WE ATTOTEAECHA TN SNUIoUPYIa OICOPAYIKWY KIPOWY, TTUAdIOg
utrEptaong kal BpopPoteviag. H pehétn CELESTIAL amékAsioe aoBeveic Pe TAUTOXPOVN QVTITINKTIKA Qywyr R avTicioTTETaAaKoUg
Tapdyovreg. AaBeveic Trou Sev AdpBavav Beparreia fj pe ANTTT BeparTeid, yia kIpooUg e alloppayia i Pe uwnAo kivduvo aioppayiag
efaipéBnkav emiong amo Tn peAET auth. H peAémn Tng kaBolavTiving ot ouvduacud pe T viBohoupduTn g€ TpoXwpnuévo RCC
ﬁpqug ypapunc (CA2099ER) amékAeioe aoBeveic pe ﬂVTI‘ITr]KTIKd ot Bcpum:u‘rﬂ(zg BoaElg. Aumunmmmﬁmm.@gxmﬂum H
xprion avacToAéwv Tng VEGF odol oe aoBeveig pe 1 Xwpig UTIEPTAON UTTOPE Va TIPOdYEl TOV OXNUATIOHG GVEUPUOUATWY 1) / Kal

apnpiakwy diaxwpicpwy. O kivBuvog autog TIPETEl va AapBdveral TIPOCEKTIKG uTroyn Tpiv amo Ty Evapgn Tng Bepareiag He
KkapoZavivipn oe acBeveig TToU TTAPOUCIALOUV TTAPAYOVTEG KIVBUVOU OTIWG UTTEPTAOT 1 I0TOPIKG aveupuoparog. @pouBorrevia, Zmn
uEAETn HCC (CELESTIAL), avagépBnke BpopBoTrevid Kai HEIWHEVA mporrz'rc.\lc Ta eriTreda aioTTETAAiWY TTPETTEI VA TTapakoAouBouvTal
KATA TN ﬁlapmu ™me espctmlctg He kapolavTivipn kail n d6an va TpoTToTIolEiTal avaAoya ue gofapdtnta TG Bpoupotieviag (BA. Mivaka
1). Me v kaoZavrivin £xouv Traparnen@el emmAokég TpaupdTwy. H Bepareia pe kaBelavmivign Ba TTpéTel va
SiakoTrei TOUAGXIOTOV 28 NUEPEG TTPIV OTTO TNV TTPOYPAHATICEVN XEIPOUPYIKN ETTEURUON, CupTepIAaUBavOpEVNS TNG 0BoVTIaTIKAG
XEIpoupYIKAG eTTEPRaoNS A Twy eTTEPRaTiKWY oBovTIaTPIKWY TTapepBdoewy, edv gival duvard. H amogpaon va ouveyioTei n Bepateia pe
KaBodavTiviBn PETA T Xelpoupyikn eTEPBacn Ba TpETel va BagioTei oTnv KAIVIKN Kpign yia Tnv eTTapkn eToUuAwan Tou Tpaluartog. H
kapoZavTiviBn Ba TTpETTel va BiakoTTel Ot acBevEig e ETTITTAOKEG ETTOUAWGCNG TPAUKATOS TTOU aTTaiTouV IaTPIKY TrapépuBaocn. Yépraon. Me




v kaBofavTiviBn £xel TrapatnpnBei utrépracn. H aptnpiakr Tiean Tpémel va eAEyXeTal kaAd Trpiv atrd Tnv évapén tng kafodavTiviBng.
Kard tn Sidpkeia tng BepaTreiag pe kafoavriviBn 6Aol o1 agBeveic Ba TrpéTrel va TrapakohouBoUvTal yid UTTEPTAOT) KAl Va avTIHETWITI{ovTal,
OTIWG QTTAITEITAl, PE TUTTIKR aQvTIUTTEPTAOIKY Bepartreia. ZTnv TePITTTWON £PPovVNG UTTEPTAONS TTApOT! YIVETAl XPron avTIUTTERTATIKWY, N
B6on kaBolavTiviBng Ba TrpéTel va peiweel. H kaBodavriviBn Ba Trpétrel va SIaKoTIEl eQv n UTTEPTAON Eival coBapr Kal eTTipovn TTapd TNV
QVTIUTTERTAOIKN BepaTreia kau TN peiwon déong Tng kaBolavTiviBng. Ze TEPITITWON UTTEPTACIKNAS Kpiong, N KapolavTiviBn TTRETTE! va
Siaxkotrei. OoTeovekpwaon. ‘Exouv TrapatnpnBei mepioTanikd ooTeovékpwong TG yvdBou (ONIM) pe tnv kaBolavriviBn. Ga mpémel va
Ble€ayBei oToparnikn e€€taon TTpiv atrd Tnv évapén Tng kaBolavTiviBng kal TTeplodikd katd Tn Sidpkeia TS Beparreiag pe kaBolaviivin. O1
aoBeveic Ba TIPETTEl va evnuepwBoUY GooV agopd TIS TIPAKTIKEG oTopamkhig uylevrig. H Bepareia pe kaBolavniviBn Ba Tpémel va
avaoTaAel TOUAGYIOTOV 28 NUEPES TTRIV ATTO TNV TTROYPAMUATICHEVN OBOVTIATPIKA XEIPOURYIKN ETTEURACN ) TIG ETTEURATIKEG 0BOVTIATPIKEG
TapedBaoeig, eav eival duvard. Amraiteital TTpoooyn o aoBeveic TTou AauBdvouv gpdppaka Trou oyeTifovtal pe TV ONIM oTwg
Sipwogovikd. H kaBodavTivipn Ba mrpémel va SiakoTTeTal ot agBeveig TTou epgavidouv ONIT. Zovdpopo epuBpoducaigbngoiag TraAapuv-
meAdTwyY. Me TnVv kaolavTiviBn £xel TapatnpenBel alvdpopo epubpoducalodnoiag TTaAdpwy-TreApdTwy (PPES). Orav 1o PPES eival
ooBapo, Ba Tpémel va AngBei utrown n SiakoT TN Beparteiag e kaBodavTiviBn. Mpémel va yivel favd évapén tng kaBolavving pe
XapnAotepn doan orav to PPES emAuBsi ot Babuo 1. MNpwreivoupia. Me Tnv kaolavTiviBn éxel mapatnpnBei mpwreivoupia. H Trpwreivn
oUpwv Ba TTpémel va TTapakoAouBeital TakTIKA KaTtd Tn Beparreia pe kafolavTivipn. H kaBolavTiviBn Ba mrpémel va SiakoTrei og aoBeveic
TTOU avaTITUCOOUV VEQPWOIKS oUvdpopo. ZUvdpouo oTriofiac avagTeEwIung eykeeaomdbelac. ‘Exel TapartnpnBei oclvdpopo otricBiag
avaaTpEWIPNg eykepadoTrdBeiag (PRES) ue Tnv kaBolavTiviRn. Autd 1o cuvBpopo Ba TTpETTEl va eEETAZETaN O KABE aoBevr) TTou epgavidel
TIOAAQTTAG CUNTTTWHATA, OTTWE OTTACHOUG, TIOVOKEQAAOUG, OTTTIKES BiaTapaxEg, auyxuon f ahhoiwpévn vonTikn Asitoupyia. H Separeia
HE kaBodavTiviBn Ba mTrpétel va SiakoTrTeTal ot aoBeveic pe PRES. Emunkuvon tou Siaornuaroc QT. H kaBolavTivipn Ba mpemel va
XPnoiJoTToIEiTal e TIPOOOYX O& aoBEVEIC HE IOTOPIKG TTapdTdong Tou diaoTripatog QT, ot acBeveig TTou AauBdvouv avTiappuBIkd, f o
aoBeveig pe OXETIKN TTpoUTIdpXouaa kapdiakn véoo, Bpadukapdia, i diatapaxéc nAekTpoAuTwy. OTav xpnolydoTroleital n kaBodavTivign,
Ba pétel va egetdleTal n TrepiodIkn TTapakoAolBnan katd T Sidpkeia NG Bepatreiag Tou HKI Ko Twyv nAekTpoAutav (aoBiéaTio, kAo
Kal payvrcio opol), AUCAE! ia Tou Bupeoeidolg. ZuvioTdTal BACIK epyaoTNPIaK PETPNON TNG AEIToupyiag Tou BupeoeiBolg ae
oAoug Toug aoBeveic. AgBeveig pe TTpoUTrdp)ov uTToBUPEOLIBIOUO N UTTEPBUpPEOEIBITUO Ba TTPETTEI VA avTIHETWITI(oVTal oUHpWVA HE T
ouviAen ITPIKIA TTRAKTIKR TTpIv aTTd TNV Evapén Tng Bepateiag pe kaBodavTiviBn. OAol ol aoBeveig TTpETTEN va TTapakoAouBolvTal oTEVA Yid
ONpEd Kal CUPTTTWHATG BUAEIToupYiag Tou BupeoeiBoug katd Tn Sidpkeid Tng BepaTeiag Ue kaBoZavivign. H Aemoupyia Tou Bupeoeidoug
Ba Trpémel va TrapakoAouBeiTal TreploSikd k€' 6An T Sidpkeia TG Bepatreiag pe kaBolavmviBn. O1 aoBeveig Tou avarriooouv
Bugheiroupyia Tou BupeoeiBoug Ba TIPETTEN VA QVTIHETWTIZOVTAN GUHQWVA PE TN ouvhdn aTpikr TRaKTkr. Mn QUOIOAOVIKES TILEC
Bioynuikiy epvaotnplakwy e€etdoewy. H kaBoloviviBn £Xel CUOXETIOTE He QUENHEVN CUXVOTNTA EPQPAVIONG U QUTIOAOYIKWV TIHWY
NAEKTpoAUTWY (CUPTTEPIAGUBavVOUEVNG TNG UTTO- KAl TNE UTTEpKaAiaipiag, TS UTTopayvnaidigiag, Tng uTracgBeoTiaigiag, Tng utrovarplaipiac).
ZuVIOTATal N TIapakoAoUBnan Twy BIOXNHIKWY TTApapuéTPWY KaTd Tn Sidpkela TN Bepartreiag pe kapolavTiviBn kai n eloaywyn KaTdAAnANg
BePATTEItS AVTIKATAOTAONS CUUQWVA UE TNV KABIEPWUEVN KAIVIKI TTPAKTIKA, Qv aTTaiteital. MEPITTTOEIS NTIATIKAS EYKEQAUAOTIABEING O
acBeveig pe HCC ptropei va amodoBolv atnv avamTugn nAekTpoAuTikwy Biatapaxwy. H Siakotmm fi n peiwaon Tng 86ang i n opiaTikn
BlakoT] TG Xopnynong kaPolaviiviBng Ba Tipémrel va efeTadeTal Of TEPITITWON ETIHOVWY 1 ETTAVAAQUBAVOUEVWY ONHAVTIKWY
Blarapaxwy (BA. Mivaka 1). Emaywysic kol avaotoAsic CYP3A4, H kaBolavtiviBn eival umréotpwua CYP3A4. H auyxopriynon
kaBolavTiviBng pe Tov 1oXupd avacToAéa CYP3A4, Tnv KeTokovaloAn, ixe wg atmroTéAeapa pia augnon e ékBeang kafolavmiviBng oTo
TTAGopa. ATraiTeital Tpogoyn Katd Tn xopriynon kaBodavTiviBng pe gdpHaka Trou eival ioxupoi avacTtoheic CYP3A4. H auyxopriynon
kaPodavTiviBng pe Tov 1oXupo emmaywyia CYP3A4, Tn pipapTrikivn, ixe wg amotéAegpa pio peiwon Tng £€xBeang kafodavriviBng ato
TAGoua. Zuvamug TIPETTEI Ve TTOQEUYBEI N XPOVIA XOPRYNOT) TWV QAPHAKWY TTOU EIVal IOXUPOT ETTAYWYEIC CYP3A4 pe v Kuﬁor;uvnviﬁn
(BA. TTapaypdpoug 4.2 kai 4.5). YTIooTpWUATY P-yhukomrpwreivng. H kapoavrivipn rfitav évag avaoToéag (IC,, = 7,0 M), ahdd oxi
unocn‘pmpa Twv SpacTNPIOTATWY HETAPOPAS P—VAUKOTrpmmvng (P-gp) ot dikateuBuvTIkG auaTnua Trpocﬁlnplapou xpnmuonmwvmg
kUTTapa MDCK-MDR1. Zuvetwg n kapolavTiviBn HTTOpEi va £XEl TNV IKQVOTNTA va QUEAVE TIG OTUYKEVTPUWOEIS CUYXOPNYOUHEVWY
utrooTpwudTwy P-gp oto TAdoua. O1 aoBeveic Ba Trpémel va TrpoeidotroinBouv doov agopd T Afyn utooTpwparog P-gp (T1.X.
pefopevadivn, aMoKIpEvn, auTTpioeviavn, eTefAikh Safiyatpdvn, Siyogivn, KoAxikivn, papaBipokn, TrooakovaloAn, pavoAadivn,
oagayhirTivn, arrayAITTTivn, TaAivoAGAN, ToABaTTdvn) evi AapBdvouv kaBofavtiviBn (BA. Tapdypago 4.5). Avaogtoheic MRP2. H
xoprwnor] avaotoAfwyv MRP2 ptropei va odnyrjoel og auénoEIC TWY CUYKEVTPUCEWY TNG KaBo{uV'nwﬁng aTo TTAdoja. Enopsvmg‘ n
muroxpovn xpron avaoTtoAéwv MRP2 (11.x. KukhooTropivn, e@aBipévln, amplalmﬁwn) Ba TpéTel va Tipoceyyiletal pe Trpogoxn (BA.
mapaypaego 4.5). MNposidomoinoeig Tou oxetifovial e EkSoxo. AoBEVEIg e oTrdvia kKAnpovopikd TTpopAruata Sucavegiag ot yahaktodn,
ME Lapp aveTtdpKeia AAKTAaNG 1 KE 6ucawoppo<pnon YAUKOING-yaAakTdlNng Sev TIPETTEI Val TIAPOUY QuTO To QdpHako. 4.8 Avmlﬂuuntar;
evépyeieg. KaBolavriviBn we ,Lrovoeepamm Mepih Tou TrpoiA acedAeiag. O1 Mo ouxvég coBapig avsmeupr]rsv; EVEPYEIEC OTOV
TAnBuopo RCC (21% cuyvortnta) gival To koiAlaké dAyog, n didppoia, n vautia, n utrépTaan, n ERoAN, n utrovaTpidiyia, n TIVEUHOVIKH
EHBOAN, 0 £PETOC, N CPUBATWOT), N KOTTWON, N EACBEVICT), N HEIWMEVN OPEEN, N eV Tw BABEI PAEBIKN BpouBwan, n {dAn, n uttopayvnaiaidia
Kal To oUvdpopo epubpoducaigbnoiag TTaAapwy-TreAdTWY (PPES). O1 Tio ouxvég aveTTIBUMNTEG EVEPYEIEG OTTOICOBNATIOTE CUXVOTNTAG
(Trou eppavilovral o€ TouhdyiaTtov 25% Twy agBeviov) atov TTANBuapé RCC mepiAddpBavay SiIdppola, KOTTIWaT, vauTid, MEIwWEV Opegn,
PPES, umépraon, peiwpévo Bdpog, Epeto, duoyeuoia, SuokolhiotnTa kai auénuévn AST. Ymépraon TrapatnerBnke TTio guxvd otov
TANBuoPo pe RCC xwpig rponyoluevn Bepatreia (67%) ot ouykpion e aoBeveic e RCC PeTd atrd TTponyoUdevn oToXEupEVn BepaTTeia
Me VEGF (37%). O1 mo ouxvég cofapég avemBuunTe evépyelieg oTtov TIANBuoud Tou HCC (2 1% ouyvoTtnta) eival n nmmamikn
eykepahoTiaBeia, n e§agBivion, n koTwan, To PPES, n Sidppoia, n utrovaTpiaipia, o £METOG, To kolliakd aAyog kai n BpopBotrevia. Oi o
OUxVEC avemBuunTeg avTidpaoeig otroloudnroTe BaBpol (TTou TTapoudidoTnkay ot TouAdyioTtov 25% Twv aoBeviov) oTtov TTAnBucpuod
HCC mepihapBavav didppoia, peiwpevn opegn, PPES, kémwaon, vauTtia utrépraon kai éPeto. AVEMBUUNTES EVEPYVEIEC O LOP®I TTiVaKd.
O1 aveTTIBUUNTES EVEPYEIES TTOU aVAYVWPIOTNKAV O KAIVIKEG MEAETES We kaBolavTiviRn w¢ JovoBepartreia f avageépdnkav e Tn xprion
kapolavTiviBng HETd TNV KukAogopia TG avagipovtal otov Mivaka 2, cUppuva HE TNV Katnyopia opydvou CUSTARATOS Kal T ouxvetnTa
katd MedDRA. O1 cuxvoTnteg Baagifovral o= 6Aoug Toug Babuoug kal opifovTal we £§1G: TTOAD auxveg (21/10), auxveg (21/100 Ewg <1/10)
oxl ouxvég (21!1.000 £wg <1/100), pn chrrs':g (Bev pmropolv va EI(TI|.|I'|90|JV He Baon Ta éluswipa Sedopéva). Eviag kdBe katnyopiag
quvormcxg euqucrng, ol o:varneuun'rsg EVEPYEIEC TTOPATIBEVTOI KATH (pelvouoc: GEIpG UoBupéang Mivakag 2: AvemBUUNTES
t:vspvs.lsg @apudxkou (ADRs) trou éxouv avagepBel oe KAIVIKEG HEAETEC 1| O€ )(pnon METG TNV Kund\otpop:c{ ot aoBeveig Trou
AGpBavav Beparreia pe kafolavTivifn wg povoezpm'mu /\mpmﬁslg Kal Trapaditwoelg. ZuXVvEg: amooTnua. Alatapdaxég Tou
aipoTroInTIKoU Kal Tou Aepgikou cuaTrparog: MoAl ouyvég: avalpia, BpopBoTrevia®. Zuyveg: oudeTepoTrevia®, AeppoTtevia®. Alarapayég
Tou evBokpivikoU cuoTriuatog. MoAl cuyvég: utroBupeoeiBionogs. Alatapaxég Tou WetTafoliopol kal Tng Bpéwng. MoAU ouxveg:
Mewpévn Opefn, uttopayvnolaiyio®, utrokaAicupia®, uttoaABoupivaipic®. Zuxvég: aguddTwaon, UuTToPwo@aTaIlia®, utrovatpiaipia,®,
utracBeoTicipia®, uTrepkaNiqipia®, uTrepxoAspuBpIvaipia®, uTrepyAuKkaipia®, utroyAukaipia®. Alatapaxéc Tou veupikoU ouoTriparog. MoAo
ouyVEC: Buoyeuaia, Ke@aAaAyia, {ahn. ZUXVES: TTEPIQEPIKT VEUPOTIABEIa (CupTrepIAapBavopévng TG aloBnTikrig). Ox1 ouXVEg: oTracpol.
Mn yVWOTEG: ayyelakod syke@alikd emelaodio. Alatapaxég Tou wrog kal Tou AaBupivBou. Zuyvég: eypois. Kapdiakég diarapayxég. Mn
YVWOTEG: Eugppayua puokapdiou. Ayyelakés Siatapaxéc. MoAl ocuxvég: uméptaon®, aipoppayia*. Zuxvég: ev Tw PdBel @AeBIKn
BpouBwon, @AsBIK Bpoupwan, aptnpeiakr Bpoufwon. Mn yvwoTég: aveuplopara Kal apTnpiakoi diaxwpiopol. Alatapaxéc Tou
QVaTIVEUOTIKOU OUCTAKATOC, Tou Bwpaka Kal Tou pecobwpdkiou. MoAl ouxvig: duopwvia, duoTvold, Brixag. ZUXVEC: TIVEUMOVIKN
epBoAd. Alarapaxéc tou yaotpeviepikol. MoAU ouyvég: Bidppola®, vautia, EPETog, oToparinda, SuoKoIAOTNTY, KOIAIKG c‘lhvog".
BuoTrewia, dAyog dvw Kolhiag. ZuXVEG: yaaTpeviepIKn didTpnon®, aupiyyio*, YaaTpooigopayIkn TIaAIVBPOUNON, QINOPPOIDEG OTOMATIKG
aAyog, EnpoaToplia, duapayia, y\woooduvia. 01 ouXVvES: TTayKpeaTiTida. Alu'rupcxsg TOU [TTATOS KAl TWY XOANPOpUV. quv:g NTTATIKA
eyKe@aAoTIABEeIa*. xohooTamikn nmarimda. Alatapaxég Tou Bépuarog Kal Tou uTodépiou loTou. MoAU ouyxvég: ouvdpopo




apquoﬁuoachnmuq Trahapwv-TreApdTwy (PPES), e€dvBnua. ZuxvEg: kvnopog, ahwTrekia, Enpodeppia, Gapucmnéa utré pop(pn aKpAg,
ahhayr XpupaTog HaAAILY, UTTEPKEPATWET. AlATAPaxES TOU HUOOKEAETIKOU GUGTAUATOS Kail Tou GUvBETIKoU 1oTou. MoAl ouxvEg: TTévog
oTa akpa. ZUXVEG: PUIKoi oTraopol, apBpalyia. Ox1 OUXVEG: OTTEOVEKPLAT TNG YVaBoU. AIATUPOXES TWV VEPPLV KAl TWY OUPOPOPWY
odwv. Zuxveg: Tpwreivoupia. Mevikég dlatdpaxég Kal kataoTdoelg Tng odou xopriynong. MoAU cuxvég: KOTTwon, PAsypovr Twv
BAevvoydvwy, eEaoBEvion, TrepIpepIko oidnua. Mapakhivikés efetdoeic®. MoAU ouxveég: peiwpévo Bdpog, augnuéva ALT opou, augnuévn
AST. Zuxvég: ALP opou augnuévn, augnuévn GGT, augnuévn kpeaTivivi aijatog , augnuévn apuAdan, augnuévn Aimdon , augnpevn
XoAnoTepOAN aipatoge, augnuéva TpiyAUKERISIa aipaTtogt. Kakwaoelg, SnANTNPIGOEIC Kal ETTITTAOKEG BEPATTEUTIKWY XEIpIoPWY. OXI oUXVES:
ETITIAOKEG TpaUpaTog B. *BAgte evornTa 4.8 Meplypagr Twy £TMAEYHEVWY GVETTIBUUNTWY EVEPYEILY VIO TTEPAITEPW XAPAKTNPIoHS. O
akéAouBol 6pol £xouv OUVBUAOTEI, TIPOKEILEVOU VA TIPOKUWE! N KATAAANAN KaTnyoploTioinon ouxvorntag: ® Melwpéveg aIdaToAoyIKES
TIAPAUETPOI: AEHQOTTEVIQ KAl HEIWHEVOS APIBUOG Aep@OKUTTAPWY. QUBETEPOTTEVIT KAl HEIWHEVOS apIBUOC oudeTEPOPIAWY. OpopBoTTevia
Kal HEIWMEVOS apIBUOg aidoTTETaAIWY. © Melwpéveg Bloxnuiké TrapapeTpol: YTroaABoupivaipia Kol peiwpévn aABoupivn diparog.
YTraoBeoTiadia Kol EIWUEVO aoRECTIO QipaTog. YTToYAUKaIMia Kal MEIWMEVN YAUKGZN dipaTog. YTTOKaAIQIMIa KAl HEIWHEVO KAAIO dilaTOg.
YTropayvnalaiyia Kol MEHEVO HayvAoIo didatog. YTrovaTpiaiia Kol HEIWHEVO VATPIO QipaTtog. YTTOQWOQATaINIa Kal HEIWMEVOG
(puaopopog aiparog. CAugnuEVES BloXNHIKES TTapdUEeTpol: AuEnpEvn XoAnoTepoAn aipaTog Kail uttepyoAnoTepoAaipia. YrepxoAepuBpivaidia
kal au€npevn onEpquivn diparog. Ymepyhukaipia kal au€nuévn yAukodln aipdarog. YroBupeoeidioyde kal augnuévn opupovn difyepong
Tou Bupoeidols oTo aipa. YmepkaAiaipia kai uuﬁnptvo KGAIo aiparog. Augnuéva rpl\u\uxsp;&la Kal YTeptpiyAukepidaipia, ¢ KolAlako
chvog, KoINiaKr) duo@opid, KolAlakd GAyog oTnv dviw KolAia Kal KolAlaké dAyog oTnv KAaTw KolAid. © YTTépTaon Kal au&npavn qunplaKn
Trieon. 'Alarqpavuevn £TTOUAWGO Kal ETTITTAOKI oTo anueio Topng. H kaBolavriviin ae cuvBuaou e VIBOAGULGUTTN OE TTRWTNS-YOANLNS
mpoxwpnuéve RCC. NepiAnwn Tou TIpogid agealeiag. Otav n kaBolavTiviBn xopnyeital o cuvBuaoud pe VIBOAOUMAUTTN, avaTpéETe
otnv NMXM g viBoAoupduTng TpIv atmd Tnv évapgn Tng Bepateiag. Ma TTEPICCOTEPES TTANPOPOPRIEG TXETIKA HE TO TIPOQIA aoPdAsIag TNG
HovoBepaTreiag Pe viBoAoupdaptn, avatpégte atnyv MXM g viBoAhoupdputing. 1o glvoho Bedopéviy TG KapodavTiviBng 40 mg pia @opd
TNV Nuépa og ouvduaopuo pe viBohoupdptn 240 mg kdBe Suo eBdopadec oro RCC (n =320), pe eAdyiatn Tepiodo TrapakoholBnong
16NVLLY, 01 TTI0 CUXVES COBApPES aveTBUUNTES evEPYEieg (2 1% eTTiTriwon) ftav didppola, Trveudovinda, TIveudovik egBoAr, Tiveudovia,
utrovarpiaipia, Trupefia, aveTrdpkeld Twv ETIVEPPIBiwy, EueTog, apuddrwon. O1 o ouXveg avemBuunTeg evépyeieg (2 25%) Arav
Sidppola, KOTTWor), cUvdpopo epuBpoducalodnaiag TTAAQUWY-TIEAUAETWY, OTOUATITIBA, HUOOKEAETIKOG TIOVOG, UTTEPTAON, eEdvenua,
UTTOBUPEOEIBICHOG, HEIWOT OPEENG, VaUTid, KOINAKS AAYog. H TTAEIOVOTNTA TWV QVETTIBUMNTWY EVEPYEIWY ATAV ATTIEC WG METPIES (BaBuog
11 2). Nivakag avemBuunTwy evepyelwy. O avetmBUUNTES EVEPYEIEC TTOU EVTOTTIOTNKAY OTNV KMVIKR HEAETN TnG KaBolavmviBng ot
ouvBuaopd de VIBoAoupdutn avagépovral otov Mivaka 3, cUpgwya HE TNV KATnyopia opydvou CUGTAPATOS KAl T auxvetnTa Katd
MedDRA. O1 cuxvc')stg Bacifovral ot éAoug TOUG ﬁaepoﬂg Kai opifovral wg €€/ TTOAUD ouxvég (21/10), ouxvég (21/100 £wg <1/10) éxl
ouxveg (21/1.000 éwg <1/100), pn yvwaTég (Sev ptmopolyv va ekTipn8olyv He Bdon Ta 6|qeaclpa Bedopéva). Evrdg kdBe katnyopiag
oUXVOTNTOS EPQAVIONG, ol avemBuunTes evépyeleg TrapariBevial katd @Bivouca oeipd copapdTnrac. r‘Ilvumg 3. AVE‘ITIBU].II]TEg
EVEPYEIEG HE KuBoCuvanr; ot ouvBuaopo e viBoAoupdpTn. AoIpwEEIg Kai TTapaaimwaelg. MoAu ou)(vsc; Aoipwén Tou avwrepou
QVOTTVEUTTIKOU GUOTAWATOS. ZUXVEG: TTVEUHOVIQ. AIGTAPOXES TOU QUHOTIOINTIKOU Kal TOU AEH@IKOU GUCTAWATOS. ZUXVES: NwovogiAia.
Ala‘rapuxsg TOU QVOCOTIoINTIKOU ouaThpaTog. ZuxvEg: uTrepeuaioBnaia (cupmepiAauBavopivng Tng uvucpw\ax?rxng avTidpaong). 'Oxl
OUYXVEG: OXemi{OMEVN WE TNV Eyxuon avridpaan umepeuaioBnoiag. Aiatapayég Tou evdokpivikou cuotripartog. MoAl ouyvég:
UTTOBUPEOEIBIONOC, UTTEPBUPEOLIBIONOC. ZUXVEC: eTIVEQPPIBIaKN aveTtdpkela. Ox1 ouyvEg: utropuainda, Bupeosldinda. Alarapayéc Tou
HeTaPohiopol kal Tng Bpéwng. MoAU ouxvég: peiwpévn 6pefn. Zuyveg: aguddtwarn. Alatapaxég Tou veupikoU cuoThipatoc. MoAu
ouyvég: duayeuaia, {GAn, kepahahyia. ZuXVEG: TTEPIPERIKN veupoTTdBeia. OXi ouxvég: autodvoon eykepaAinida, ouvdpouo Guillain-
Barré , puaoBeviké cluvdpopo. AlatapayxEg Tou wrog kai Tou AapupivBou. Ox1 ouxvig: epBoéc. O@BaAuikég diatapaxic. Zuxveég:
gnpopBaApia, BapT 6pacn. Ox1 cuxvég: payoedinda. Kapdiakég diatapaxés. ZUXVEG: KOATTIKR papHapuyn, Taxukapdia. Ox1 cuxveg:
Huokapdinda. Ayyeiakég Dlatapaxég. MoAU ouxveg: utrépTaan. Zuxveg: Bpoupwon®. AlaTapayEg Tou avaTrveuaTIkoUu OUOTHHATOG, ToU
Buwpaka Kal Tou pHecoBwpdkiou. MoAU guxvig: duopwvia, duoTvoia, BRXag. ZUXVEG: TIVEUNoVITIBA, TIVEUHOVIKS EUBOAR, emmiaTagn,
uTredWKOTIKR cuAhoyr). Alatapaxég Tou yaotpeviepikol. MoAl ouyvég: didppola, £MeTog, vauTia, SuokolAidTNTa, oToparindd, , KoIAIdKO
dAyog, duoTrewia. Zuxvég: KoAimda, yaoTpinida, dAyog Tou oTépaTogEnpoaTopia, ailoppoides. Ox1 cuxvig: Traykpeatinda, SidTpnon
AemrroU evtépoub, yAwoooduvia. AlarapayEg Tou ATTATOC KAl Twy XoAn@opwy. Zuxvég: nmatinda. AlatapayEg Tou dépUATog Kai Tou
utroBépiou 1oToU. MoAU cuxvég: ocluvBpopo TaAapo-TreAparTiaias epuBpoducaicdnaiag, £§avenuac , kvnopog. ZuXVES: aAMwTTEKIa,
gnpodeppia, epuBnud, aAhayn xpwpatog TpIXWy. OX1 ouxvEeS: Wwpiaon, kvidwon. Alatapax£g Tou MUOCKEAETIKOU GUCTAHATOS Kai Tou
ouvBeTikoU 10700, MOAD CUXVEG: LUOTKEAETIKOG TTOVOG?, apBpaAyia, puikoi otracuoi. Zuxvég: apbpimda. Ox1 ouxvég: puomabeia,
OOTEOVEKPWON TNG yvaBou, oupiyyio. AIaTapaxEC TWY VEQPWY KAl TWY oupo@opwy 0dwv. MoAl ouxVES: TTpwTEivoupia, ZUXVEGS: VEQPIKA
aveTTdpKeld, ofeia ve@pikn BAABN. O ouxvEg: veppinda. Mevikég dlaTapaxéc Kal KaraoTtdoelg Tng odou Yopriynong. MoAl cuxvég:
koTwon, Tupetia, oidnua. Zuxveg: dAyog, Bwpakikd diyog. MapakAivikég e€etdoeice. MoAU ouxvég: auénuévn ALT, augnuévn AST,
uTIoQWo@aTaidia, uTTaoBeoTiaipia, uTTopayvnaiaipic, utrovatpiaipia, utrepyAukaidia, Aepgotrevia, auEnuévn aAkKaAIKh guoeardor,
auinuévn Arrdon, augnuévn auuAdon, Bpopfotievid, auénuévn Kpedativivn, avaidia, AeukoTrevia, utrepKaAicipia, oudeTepOTTEVId,
uTTEpaoBeoTicupia, uTToyAUKaIdia, utrokahaipic, augnuévn oAIKly XOAepuBpivn, UTTEPHAYVNOIQIMIA, UTTEPVATRIAINIC, HEWWHEVO CUUATIKG
Bdpog. ZuxvEg: augnpévn XoAnoTEPOAN cipaTog, UTTERTRIYAUKERIBaIMia. O1 guXVOTNTEG TWV QVETMBULNTWY EVERPYEILY TTOU TIapoUTIGZovTal
oTov Mivaka 3 prropei va pnv amodidovral TTANpweg povo otnv kaBodavTivipn, ahAd evOéxeTtal va euTTepikAgiouv TN guvelo@opd TNG
UTTOKEIJEVNG VOTOoU 1} atrd Tr VIBOAOUUGHTIN TTOU XproigoTioieiTal o ouvBuaopd. * H Bpdupwon eival évag alvBetog 6pog Trou
TrepiAapBavel BpopBwon Tng TuAaiag @AEBag, BpopBwaon TNG TIVEUpoVIKIG QAEBacg, Tveupovikny BpopBwaon, doprikn BpopBwon,
apTnplakr Bpoupwon, ev Tw BBl QABIK Bpoupwoarn, BpduBwan TS TUEAIKAS QAEBag, BpouBwon TG KoiAng @AEBag, @AEBIKA
Bpoupwaon, PAERIKN BpouBwon dkpou. " Exouv avagpepBei Bavatngopeg TERITITWOEIS. © To e€avOnua eival évag oUvBETOS 6pog TToU
TepIAapBdvel Tn Sepuatimda, TNV odoidloucd We akur SepuaTiTida, TNV TTOUQOAUYWAN SepUaTITIOA, TO aTTOPOAIBWTIKG e£dvOnua, To
epuBNuaTWdES EAVONpa, To BUAaKIWBES eEavONua, To KNAIBWdEG e€dvBnua, To KnAIBoPAaTIBWdEG e§avBnua, To PAamBwdeg eEavenua,
TO KVNOHWEEG eEavBnua Kal To QapuakeuTiko eavenua. ¢ O puookeAeikdg TTovog sival évag oUVBETog 6pog Trou TTepIAapBavel Tnv
oagpuaAyia, ToV 0OTIKG TTOVO, TO HUOCKEAETIKO Bwpakikd dAyog, Tn HUooKeAETIKN Suogopia, Tn Hualyia, Tnv auxevalyia, To dhyog oTa
dakpa, 1o dhyog omrovdulikgr] oTiiAng. © O1I guXvOeTNTEG TWY EPYACTNRIaKLIV OpWY avTITIPOCWITEUOUY TO TTOOOOTO TWY aoBevv TTou
ep@avicay emBEivan OTIC EPYAOTNPICKES HETPAOEIC O OXEON He TNV EvapEn TNS HEAETNS He e€dipeon TO HEIWUEVO CwWHATIKG Bdpog, ThV
augnpévn xoAnoTepoAn diparog Kal TRV uttepTpIyAuKepidaipia. [eplypagn Twy emAsYUEVWY avemBuunTwy evepyelwy. Ta Sedopéva yid
SiapopeTikEg avTidpdoelg Baaifovral oe aoBeveic TTou eAdpuBavay CABOMETYX 60 mg uia @opd nuepnoiwe ammé To OTOMO WG
HovoBeparTeia aTig Bamxég us.\étsg oto RCC petd amo TrponvoUusvn oToxeupévn Bepatreia pe VEGF kai oe RCC xwpig rrpon\(oousvn
Beparreia kal aTo HCC Wetd amd mponyoUpevn cuaTnpikn Beparreia rj ot aoBeveig ou EAaav CABOMETYX 40 mg ulu Popd NUEPNTIWG
Qmé TO OTONA O CUVOUAOS HE VIBOAQUUGHTIN Ot TTPWING-ypappns Trpoxwpnpévo RCC (mapdypagog 5.1). [aorpeviepikn (IE)

Sigrpnon (BA. mapdypa@o 4.4). Z1n peAétn Tou RCC PeTd Ao Trponyoudevn atoxsupévn Beparreia pe VEGF (METEOR) ava@epBnkav
['E diatprioeic oto 0,9% (3/331) Twv agBeviov pe RCC trou gAdpBavav kapolavmiviBn .Ta oupPdvta ftav BaBuou 2 i 3. O didpecog
XPOVOG Ewg TNV évupin Atav 10,0 epdouddeg. Molpaieg Slatprioelg ekdnAwBnkav oTo KAIVIKG TTpdypaupa yia Tnv kaBolavriviBn. Zmn
HeAéTn Tou RCC xwpic rponyoupevn Beparreict (CABOSUN), avagépBnkay ME diatprioelg oto 2,6% (2/78) Twv acBeviov e RCC TTou
AapBavav kaBolavTivipn. Ta cupBdavrd ftav BaBpou 4 kai 5. £ peAétn HCC (CELESTIAL), avagépBnkav diatprioeig M'E oto 0,9% Twv
acBevwy TTou EAaBav kaBolavTiviBn (4/467). OAa Ta cupBdvra nrav BaBuoo 3 r 4. O diduecog xpdvog epgaviong frav 5,9 eBdouddeg.
Ze guvBuaapo pe viBohoupduTrn ot Tipoxwpnuévo RCC o Tpwtng-ypappnc Bspareia (CA2099ER) n ouxvoTnTa eRgaviong SiaTproswy
TOU yaoTREVTEPIKOU GwAnva ritav 1,3% (4/320) ot acBeveig Trou EAapay Bepatreia. 'Eva cupBdv frav o Babuol 3, duo cupPavra Arav
PaBuou 4 kai éva cupPdv frav BaBuol 5 (Bavarngodpo). 1o kKAvikG Tpdypappa Tng kapolavTiviBng exdnAwenkav BavaTngopeg



Biatprioeig. Hmarkn eykepadomabeia (BA. mapcdypapo 4.4). £ peAétn HCC (CELESTIAL), n nmaTikh eykepaAomabeia (nmarikn
eyKeQaAoTTaBeIa, eykepahoTraBeia, uwzpc:pumv:mpmr'] eykepaloTraBeia) avagpepbnke ato 5,6% Twv acBevwy TTou é)\uBav mﬂo{cmviﬁn
(26/467). Ta cupBavra BaBuou 34 rrruv e TTooooTo 2,8% Kal éva cupfdy (0,2%) BaBpou 5. O didueoog xpovog epgpaviong frav 5,9
£BOopadeg. Aev ava@EpBnKav TIEPITITWOEIS NTTATIKAG avi(scpcmoncxesmg aTIg usAsTeg RCC (METEOR, CABOSUN kai CAZOQQER)
Aidppola (BA. mapdypago 4.4). Zin peAétn RCC petd améd mponyoUpevn oToxeupévn Bepareia pe VEGF (METEOR), n Sidgppola
avapépinke oto 74% Twy acBevv pe RCC trou éAaBav kaBolavriviBn (245/331). Ta cupBdvta BaBuou 3-4 fitav oo 11%. O didpegog
Xpovog gupaviang nrav 4,9 eBdopddeg. Zn peAétn RCC xwpig rponyoupevn Bepartreia (CABOSUN), n Sidppola avapépBnke oTo 73%
Twv acBeviov Trou EAapav kaBolavtiviBn (57/78). Ta cuppdvta BaBuou 3-4 frav ato 10%. Zrn peAétn HCC (CELESTIAL), n Sigppoia
avagpépBnke oto 54% Twv agBeviv Trou EAaBav kaBolavrivipn (251/467). Ta cupPdvra BaBuoU 3-4 ftav oo 9.9%. O diduegog Xpovog
ERPAVIONS VAWV Twv cupBavrwy fitav 4,1 efBouddeg. H didppola odrynoe gt TpoTToTroINoEIG SO0NG, SIGKOTTEC KAl OPICTIKN SlakoTT ot
84/467 (18%), 69/467 (15%) kai 5/467 (1%) Twv aoBeviwv, avtioTolxa Ze cuvBUAOHO e VIBoAoUPAUTIN Ot TTpoXwpnpéve RCC oe
TPWING-ypauuig Bepatreia (CA2099ER), n emitrwan Sidppolag avagepBke ato 64,7% (207/320) Twv acbevivy Trou EAaBav Beparreid,
oupBdvTa BaBuou 3-4 ot 8,4% (27/320). O uécog xpovog yia Tnv £vapgn Awy Twy cupBdavTwy frav 12,9 E.Bﬁouclﬁsg Kaeucrspncn n
ueiwon g d6ong ouvéRn ato 26,3% (84/320) kal SiakoTy oTo 2,2% (7/320) Twv agBeviov pe Sidppoid, avTioToixd. 2uplyyia (BA.

27N WEAETN TOU RCC HETG a1Td TTPONYOUNEVT aTOXEUHEVT BepaTreia pe VEGF (METEOR),Ta cupiyyia avagépBnkav aTo
1 2/n (4/331) Tqu aoBeviov TTou eAdpBavav kaBolavTivin kal TrepiAdpBavay TTpwkTIKA cupiyyia ato 0,6% (2/331) Twv acBeviuv TTou
Adeuvuv kaBofavriviBn. ‘Eva cupBdv frav BaBuol 3 kai Ta utréAoitra Arav BaBuol 2. O Sidpecog prvog Ewc Tnv Evapén nrav 30,3
£Bdopadeg. I peAétn Tou RCC ywpic Tponyolpevn Beparreia (CABOSUN), dev avagépBnkay TIEPITITWOEIS HE aupiyyia. ZTn HEAETn
HCC (CELESTIAL), Ta cupiyyia avagépBnkay ae 1,5% (7/467) Twv aoBevwov pe HCC. O Bidpecog Xpovog epgdviong ATav 14 efoopddes.
Ze ouvBuaopé pe ViBohoupdpTin ot Tipoywpenuévo RCC ot pwne-ypapung Bepameia (CA2099ER) n ouxvoTtnTta epgaviong cuplyyiou
avapépinke oto 0,9% (3/320) Twv aoBevivy Trou EAafav Beparreia kal n ocoBapérnTa ritav Baduou 1. Oavatngdpa oupiyyia ekdnAwenkav
aTo KAIVIKG TTpéypappa Tng kaBolavTiviBng. Aiwoppayia (BA. mapdypa@o 4.4). Zn peAétn Tou RCC peTd o110 TTPONYOUMEVT OTOXEUHEVN
Beparreia e VEGF (METEOR),T0 TTog0oaT6 £p@avians oupBaviwy gofapric aipoppayiag (BaBpou = 3) frav 2,1% (7/331) ot acBeveig
pe RCC trou AdpBavav kaodavtiviBn . O Sidpegog ¢ xpovog ewg Tnv évapén frav 20,9 efdopddeg. Zrn perérn Tou RCC ywpic
Tiponyoupevn Beparreia (CABOSUN), 1o TooooTd epgdavians oupBaviwy cgofapric aidoppayiag (Baduou 2 3) nrav 5,1% (4/78) oe
aoBeveic pe RCC Trou AduBavav kaBoZavniviBn. Zmn peAétn HCC (CELESTIAL), n ouxvatnra el@aviong ooBapwy aidoppayikuwy
eTelcodiwy (BaBudg = 3) Arav 7,3% otoug acBeveic Tou éAaBav kapolavtivifn (34/467). O Bidpecog xpovog epgaviong Atav 9,1
£pBopadeg. Ze ouVBUAOUO Ue VIBoAOUUAUTIN ot Tipoxwpenuévo RCC ot Tpwine-ypaupnc Beparreia (CA2099ER) n ouxvotnTa EUQAvIOng
umoppu\{lug 2= BaBuou 3 frav oto 1,9% (6.’320) TWv acﬂsvwv ‘l'I'DU EAaBuv Beparreia. G)cvchpopsg aijoppayieg sKBnAanKuv aTo
KAIVIKO TTPOYpAMMa Vi v KaﬁGCvwan BA ;
avagépBnkav TrepioTaTikd PRES atig us.\sng METEOR n CABOSUN n CA2099ER n CELESTIAL opwg EXEI cxvcupepect PRES oTdvia
0€ GAAeG KAIVIKEG BOKIUEG (oE 2/4872 dropa, 0,04%). Eva K& Evuua (o) lo] aBolavivi uvoUaoud LE
viBoAouudurn oto RCC. Ze Mia KAIVIKF) HEAETN aoesvwv pe RCC ol omroiol Bev eixav AdBel TTPONYOUHEVWG Bspcxrrala Kal EAapav
kaBodavTiviBn oe ouvBuaopo pe viBohoupduTtn, TraparnpeniBnke uynAotepn emitmwon BaBuol 3 kai 4 auEnuévng ALT (10,1%) kan
augnuévng AST (8,2%) ot oxéon pe Tn povoBeparreia pe kaBodavTiviBn aTtoug aoBeveig pe TTpoxwpnuéve RCC (n ALT augrénke kard
3,6% kai n AST augnenke katd 3,3% ot pehétn METEOR). O Sidpecog Xpovog Ewg TNV epgavion Tng Baduol > 2 atgnan Tng ALT i g
AST rirav 10,1 piveg (eupog: 2 £wg 106,6 £pdopadeg, n = 85). Zroug aoBeveic e BaBpou 2 2 avénon Tng ALT A Tng AST, ol au€nosig
utroxwpnoav otoug BaBuoug 0-1 ot 91% We didpeco Xpdvo £wg T amokardoTtaon 2,29 efdopdadeg (epog: 0,4 £wg 108,1 Bdouddeg).
MeTagl Twy 45 acBeviov pe Babuou 2 2 augnon Tng ALT fi Tng AST oToug oTroioug £yive eTTavaTTpokAnon pe kapolavmiviBn (n = 10) i pe
viBoAoupdputn (n = 10) pepovwpéva i Kal pe Ta duo (n = 25), emavepgavion au§npévng ALT  AST BaBpou = 2 onpeiwbnke ot 4 aoBeveig
Tou £AaBav kapolavTiviPn, ot 3 agBeveig Trou Ehafav viBoAoupduTmn Kai 8 agBeveig Trou Ehapav kapolavTiviBn kai viBoAoupdutmn pad.
YmoBupeoeidiouds. It peAérn oto RCC petd amo Tponyoupevn otoxelouca Bepameia pe VEGF (METEOR), n emitiwan Tou
utroBupsoeIdiopou fTav 21% (68/331). Zrn peAétn RCC xwpig Trponyoupevn Bepareia (CABOSUN), n emmiTrTwaon Tou utroBupeoeiBiopou
Arav 23% (18/78) ot aoBeveic pe RCC mou éhapav Bepatreia pe kaBolavniviBn. Ztn peiétn HCC (CELESTIAL), n emitwaon Tou
uTroBupeoeidiopou ftay 8,1% (38/467) ot aoBeveig Trou éhapav Bepameia pe kaBolavniviBn Kal Ta oupBdvta BaBuou 3 ot 0,4% (2/467).
Ze ouvduUaguo Pe VIBoAoudduTn ot Trpoxwpenuévo RCC ot Beparreia pwing ypapung (CA2099ER), n eTTiTrTwon Tou UTTOBUPEOEIBICHOU
Arav 35,6% (114/320) Twv aoBevidv Trou EAdapav Bepameia. Avagopd mbavoAoyoluyevwy avemBuunrwy evepyeidy. H avagopd
TNOAVOAOYOUHEVIIY QVETTIBUMNTWY EVEPYEILIV HETG QTTO T XORNYNON GBEIag KUKAOYORITG TOU PUPHAKEUTIKOU TTROIOVTOG £ival GNHAVTIK.
Emrpémel Tn ouvexn TapakoholBnon Tng oxéong opEAoug-kKivBuvou Tou QapUaKeuTIKoU TTPOIOVTOS. ZnTEiTal aTro Toug ETTayyEAPATIES
uyeiag va avagépouv oTroleadrirote MBavoAoyoUHEVEG uvemat'.lpnrsg EVEPYEIEG MEOW Tou EBVIKOU OCUOTAHOTOG avagopdg Trou
TTEPIYPAYETAl OTO Flggdgmgu V. 6.4 IBiaitepeg TTpouAGEsIc Katd Tn @UAagn Tou 'rrpolovrog Aev utrapyouv EeiBikég odnyieg
Siatripnong yia 1o Tpoidy autd. 7. KATOXOZ THE AAEIAZ KYKAO®OPIAL. Ipsen Pharma, 65 quai Georges Gorse, 92100 Boulogne-
Billancourt, TaAAic. 8. APIOMOZ(Ol) AAEIAZ KYKAO®OPIAZ. CABOMETYX 20 mg emkaAuppéva We AeTrTé upévio Siokia.
EU/1/16/1136/002. CABOMETYX 40 mg emmkaAuppéva pe AeTTTé upévio diokia. EU/1/16/1136/004. CABOMETYX 60 mg eTikaAuupéva
pe AetrTo upévio Siokia. EU/1/16/1136/006. 9. HMEPOMHNIA NPQTHZ EMKPIZHZ/ANANEQZIHEI THE AAEIAZ. Huepopnvia TTpwing
gykpiong: 09 ZetrrepBpiou 2016. Huepounvia teheutaiag avavéwaong: 26 Mapriou 2021. 10. HMEPOMHNIA ANAGEQPHIHE TOY
KEIMENOY. Aetrtopepeic TTAnpogopieg yia To TTApOV (PAPHAKEUTIKG TTpoidv eival SiaBéoipeg atov SikTuakd T6TTO Tou EupwtrdikoU
OpyaviopoU dapudkwy: http://www.ema.europa.eu.
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1. ONOMAZIA TOY ®APMAKEYTIKOY MPOIONTOE KEYTRUDA 25 mg/ml ukvo Sichupia yia rapaokeud Siakipatog Tpog éyyxuan. 2. MOIOTIKH KAI NOZOTIKH ZYN@EEH Eva giakidio Twv 4 ml Tukvol
BiaAUpatog mepiEyer 100 mg pembrolizumab. Kade mi ukvod SiaAlparog mepiEyer 25 mg pembrolizumab. To pembrolizumab eivan éva efavBpwmoTomuéve HoveKAWVIKG QVTIGWHIA KaTa TOU TIPaYPapHaTIO|EVOU
xuttapixol Bavarou-1 (PD-1) (IgG4/igdrumog kamma pe araBepomronmik ahAayr Tng aMnhouyiag oty mepioyr Fe) 1o omoio mapayeral ot kitrapa wodikng Kivedikol kpikntol (Chinese hamster) pe
Teyvohoyia avaouvBuaapévou DNA. Tia Tov whnpn karahoyo Twv exdoywy, PA. mapaypago 6.1. 3. ®PAPMAKOTEXNIKH MOP®H Nukvo &iahupa yia Trapaakeur diahuparog Tpog Eyyuor. Alauyig éwg
ehagpuug 1pididov, aypupo Ews EAARPLS KITpIVO ﬂuuhuuu pepH 5,2-58. 4, KAINIKEE NTAHPO®OPIEL 4.3 Avrevdeiteig Ymepeuaiotnoia o SpacTiki) oucia 1 Ot KGToIo ammd Ta EKBOXQ TTOU avapEpovTal
amv mapdypago 6.1. 4.4 Eibikég mpoeid joeig kan wpoguhaterg xara T xpRon lxvnhagipema Mpokeipévou va BeAtiwBei n vnAaoipamTa Twy BIoAOYIKWY PAPHOKEUTIKWY TIPOIGVTWY, TO OVOHa Kal
o apiBji6g Trapridag Tou yopnyoluEVOU pappakou TIDETE! va KaTaypagetal pe caprveia. Afiohdynan e ékepaang tou PD-L1 Kara my afohdynon mg qu)pmmg 1ou PD-L1 rou ovxou Elvm c'npuwm va
emAiyeTal pia kahwg emkupwpivn kai ioxupl] peBoSohoyia woTe va ehayioTotoinBolv of weudug apvnTikol f of Wweudlug Betikol TpoaBiopiapol.
EYENIOJIEVEG JE TO QVOCOTIOMTIKG avemBUpNTES evEpyeieg, oupmepiAapfavopivwy cofapwy kai Bavameopuy TEpITTATIKWY, Exou EpgaviaTe ot acBeveig Tou Aapfdvouy To pembrolizumab. O meplocoTepeg,
OYETIJOPEVES JIE TO aVOoOTIOINTIKG avemBUNTEG EVEPYEIEG TTOU epgaviamkay kara T Siapkeia mg Bepaneiag pe pembrolizumab frav avaoTpéyipeg kai avmiperwmiomxay pe Siakomég Tou pembrolizumab,
XopAynoT koptikoaTepoeidiv kailf uTroaTnPIKTIKY QpovTiBa. ZXEN{OPEVES He TO avoToToiNTIkG avemBUpNTES EVEPYEIES EXOUV ETTIOTIC EppaVIOTE! peta v TeAeuTaia B60r) Tou pembrolizumab. Zyenilopeveg pe
TO QVOOOTIOINTIKG QVETBUPNTEG EVEPYEIES TIOU ETMPEAOUV TIEPITOGTEPA aTTO Eva OpYavIKA guaTApaTa, pmopody va epgaviaToly TauTdypova. Na meavoAoyoUpeveg OXENCOUEVES JE TO QVOTOTIOMTIKG
avemiBupnTeg evépyeieg, Ba pimel va BiaogakioTei n emapkri afloAdynan woe va empBefaiwdi n hoyia f va amokAeigTolv aMeg arieg. Me Baon m cofapdmra g avemBipnmg evépyeiac, Ba mpémel
va yivel radon Tou pembrolizumab kai xoprynon koprikooTepoediv. Me T BeAtiwon ot BaBuo < 1, Ba mpémel va yivel ) évapén mg BaBuiaiag peiwong You KopTikooTepoeidols kai va guveyiaTel yia SiaoTnpa
TouAGiyioTov 1 prva. Me Baom Ta Teplopiopéva SedopEva amo KAIVIKEG PEAETEC OF QOBEVEI, OTOUC OTIOIOUS 01 OXETICONEVEC |JE TO GVOTOTIOINTIKG AVEMBUPNTES EVEPYEIES, BEV PTopoUaay va eheyxBolv je m
Xprion koprikeoTepoeidols, PTropei va EEETacTEi To EvdexOpEVD XopRynong GAAwy cuompankwv avocokaraataTikwy. Emravévapén Tou pembrolizumab pmopei va yiver eviag 12 efSopabv pera my TeAEuTaia
Boon Tou KEYTRUDA, epooov n avemBupnm evépyeia uroywpnoe ot BaBpo < 1 xai n Soan Tou koprikooTepoeiBolg exer peiwbei o < 10 mg mpedvilovng i icobivapou ava npépa. To pembrolizumab 6a
Tptmel va SlakeTTETa 0pIoTIKG OF omroiabiTToTe BaBuol 3 oyENI{OPEVN HE TO QVOCOTIOINTIKO avemBUUNTT EvEpyEia TTou emaveppavileral kaBug kal ot onoiadiote BaByod 4 ayenlouswn pe To avogomonmikd
rofikommTa amo avemBupn evepyeia, efaipoupeviw Twy eviokpivotraBeiwy, o1 OTIOIEG EAEYXOVTaI pE OppavES uTTokaraaTaan (BA. Tapaypagoug 4.2 kar 4.8). Zyendouevn pe 1o avogoToIKG MVEypoviTiéa
‘Exe1 avagepBei mveupovitiSa ot aoBeveic mou AapPavouv pembrolizumab (BA. mapaypapo 4.8). O1 aaBeveic Ba mpéme va ehéyyovtai yia onpeia ke cupmTipara Tvespovitidag, Midavohayolpevn mveupovinida
Ba mpémel va emBeBaveral pe akTivohoyikl amekovian kai va amokheiovial GMeg amisg. Xoprynon koprikooTepoediov Ba mpémer va yiveral oe oupBapata BaBuod = 2, (apyikA d6on Twy 1-2 mglkg/
npepnaiwg mpedvidovng A 1008Gvapou axohoudodpevn amé Babyiaia peiwon), Ba mpémel va yivel Tavan Tou pembrolizumab gt BaBpou 2 Trveupovimiba kai opioTiki Siakom Tou ot BaBpou 3, Badpol 4 1 gt
umerpomiéfouoa BaBuol 2 mveupovinda (BA. mapaypago 4.2). Zyendouevn we 1o avogemoinnikd kokinda Exer avapepbei kohinida ot aobieveic ou hapBavouv pembrolizumab (BA. mapaypago 4.8). O
aoBeveic Ba mpémel va ehfyyovial yia onpeia kai upTiipara koAindag kal va amokAeiovial ahkeg airieg. Xopiynon koprikoaTepoeibluv Ba péme va yiveral ot gupBapara Badol = 2 (apyik oon Twv 1-2
mg/kg/npepnaiwg mpedwnfovng i) icodivayiou akohouBoupevn amd Badpiaia pEiwan), Ba TipéTE va yivel Talar) Tou pembrolizumab ot BaByou 2 fy BaBpol 3 koAiTida kai opioTiki diakor Tou ot Babuoy 4 1
ot umotpomialouca BaBpou 3 koAinda (BA. mapaypago 4.2). O mBavag kivBuvog Siarpnong Tou yaoTpeviepikod cwhnva Ba wpemel va hapBaveral umoyn. Zyer{opevn e ro avogomoinnxo nrarinda Exel
avagepBei nmatinda ot aoBeveic Tou Aappavouv pembralizumab (BA. mapaypago 4.8). 01 acBeveic Ba péme va ehéyxoviar yia peraBohé oy nirariki Aemoupyia (kata Ty évapén g Beparteiag, Tepiodika
Kkaté T Sidpkeia g Bepameiag kal oTwe evBeikvutal pe Baon Ty kKAvikh afloAdynon) kaBwg kal yia oupTITwpaTa nTaTiTidag kol va amokAeiovia GAAEG arieg, Oa TPETEI va YiVEl XopAynoT) KOPTIKOOTEPOEIBWY
(apyikr) 8am Twy 0,5-1 mg/ka/nuepnoiwg [oe Babuol 2 oupfaparal kar 1-2 mglkg/npepnaiwg (ot BaBuol = 3 oupBapara) mpedwifovng 1 10o8ivapou axohouBolpevn amo Babpiaia peiwon) kai pe faon T
goBapdTmTa ¢ alfnong Twv TIHGY TV nrankwy eviipwy, Ba TpETe va yivel maton f Siakom) Tou pembrolizumab (BA. mapaypago 4.2). Zyen{opevn pe 1o avogomoinniko vegpinda Exer avapepbei vegpitida
ae aoBeveig mou hapBavouv pembrolizumab (BA. mapaypago 4.8). O1 acBeveic Ba mpimer va eAéyyovial yia peraBohic o vegpikn AEmoupyia kai va amokAeioviar Ghkeg arrieg veppikig SugAemoupyiag.
Xopiiynan koprikooTepoeidiv Ba mpémel va yiveral ot oupBapara BaBpod 2 2 (apyikn Boon twv 1-2 mgkg/nuepnoiwg mpedvidvng f 1oodivapou akohouBoupevn amd Babyiaia eivon) kar pe Baon m
ucﬁupo‘lnm Mg abnong Twv T!uwv mg xpeqnvwng. Ba mpémel va yiver Talon Tou pembrolizumab oe BaBpol 2 kai opioTik Emkorrn TOI.I ot BaBpol 3 f| of BaByol 4 vegpinda (B.\ Tapaypago 4.2).
‘Exouv mapampnéei cofapic evokpivomabeleg pe v aywyn pe pemt piAapBavopivne Mg emveppiBiaknig avemapkelag, g

umoguainidag, Tou gakyapwdoug Siapim 1omou 1, mg Siafnnkig ketofiwong, Tou unuBupeu:lBlupuu Kal Tou umepBupeoeiBiopou. Muxpuxpuwu Bepamieia oppovIKiG UTIOKATEATAONS WTTOPE] Va Eival
anapaiTT OF MEPITTWOEIC OXEN{OPEVWY E To avoooTroimTiKo evbokpivomadeiwy. Exel Bei emveppiBiakn avemapkeia (Tl G kai b 1) o€ aoBeveic Tou Aappavouv pembrolizumab.
‘Exe1 avagepBei emiong uToguoinida ot aoBeveic Tou Aapfavouv pembrolizumab. (BA. nupul,'puw 4.8). O aoBeveig Ba mpémel va a.\c\[xovmr yia onpeia xcu qupTITG@PaTa EMVEQPIBIAKG QVETIAPKEIAS Kal
uTroguairidag (oupmepihapfavouévou Tou utoimoguaiopod) kai va amrokAeiovral GhAeg artie. Ga TIpEME! va yivetal xopriynan kop 1EpOEIBiV yia Tn ia Mg emvegpiBiaKiic avemapkeiag kabug kai
GMNG oppovikAg uTokaTagTaong omug evbeikvutal kAivika. Mavom Tou pembrolizumab 8a Tipémer va yiver or BaByoy 2 emveppiBiaki avemapkeia i ot uoguainda péxpl va emmeuyBel Eheyyog Tou
gupfapatog pe oppoviklj uokaraaraan. Madon f Slaker Tou pembrolizumab Ba péme va yiver oe BaBpol 3 A 4 emveppiBiakn avemapkeia fj oupmmwpaniki umoguainda. Zuvéyion Tou pembrolizumab
wrropei va efetaored, pera m BaBpiaia peiwon Tou koprikooTepoeidols, eav XpeialeTar (BA. mapaypago 4.2). H Aeroupyia Mg umdguong kai Ta emrineda Twv oppovivy Ba TpENEl va ehfyyovial WOTE va
etaoQaNOTEl N KaTahANAn oppOVIKA UToKaTaoTaoT. Zaxyapwdng diapimg Tumou 1, oupmephapBavopévng Mg SiaBnikic keTogwang, £xel avagepBel oe acBeveic ou Aappavouv pembrolizumab (BA.
mapaypago 4.8). O1 aoBeveic Ba mpimel va eAiyyovial yia umepyAukaipia i ahha anpeia kar oupmrwpata SiaBam. Oa mpémer va yivel xopynan vaoukivig o BiaBim tumou 1 kal va yivel radan Tou
pembrolizumab ot mepmwozig Siafim Tomou 1 mou ayetijoviar pe BaBuol = 3 umepyAukaipia ) keTogéwan péxpr va emmeuyBei peraBoAikag EAeyxog (BA. mapaypago 4.2). Exouv avagepBei diatapaygg Tou
BupeosBolc, oupmepihapBavopéviy Tou umoBupeosiBiapol, Tou umepBupeoeiBiapod kal ¢ BupeoeiBinBag, o aobeveig mou AapBavouy pembrelizumab kar pmopoly va epgaviatoly omolaBhToTe Xpovikd
aTiypn kara ) Siapkeia e aywyng. O umoBupeotiBiopog avapépBnke o ouXVa ot aoBEVEIS JE Kapkivwpa KEpahAg kai Tpaxnlou ek mhakwdwy kuttapwy (HNSCC), Tou éxouv AaBer mponyolpevn Bepameia
axtivoBohiag. Or aoBeveig Ba mpémel va eAéyyovial yia perafodég ot Aemoupyia Tou BupeoaiBolg (kara my évapfn mg Bepameiag, Tepiodika kara mn Siapkeia G Bepameiog kai oMwe evBeikvutal pe Baon my
khvikR afloAdynon) kabig Kal yia kAvIkG anpeia kal oupTmapata diatapayuwv Tou Bupeoeibolc. O utreBupeoeiBiapds pmopei va avTipeTwmioTei pe Bepameia uokaTaaTacng Xwpic  SiakoTr TG aywyng kai
Ywpig T YopAymon kopTikooTEpoeiduv. O uTepBupeotIBITPGE PTTOPET Va QVTIPETWITIOTE! GUpTTTWHATIKG. Ba TpEmer va yivel ralor) Tou pembrolizumab ot umrepBupeociBiopo BaBpol 2 3 péxpi m BeAriwor) Tou
ot Babpol < 1. H Aermoupyia Tou BupeoeiBolg kai Ta emimeda Twv oppoviv Ba mpémel va eAfyyovrar wate va efacalioTei i karaAnhn oppovik uTrokardoTaon. Ze agbeveic pe BaBpol 3 f Babpol 4
evBoxpivomraBeieg Trou BeAtiwBnkav o Babpol 2 ) yapnAdTepo kai eEAEyxovIal JE oppovIKT uTokaTaoTaor) eav evBeikvutal, pmopei va eégraatei n ouvéyion Tou pembrolizumab, pera m BaBpiaia peiwon Tou
Koprikoatepoeidolg, eav ypeialetal. AMiwg Ba Tipémer va Siakomei n Bepameia (B, mapaypagoug 4.2 ka 4 8). Zyen{ueves pe To avooomomnkd avemBounrec Seppankéc avnibpaoeic TENICOPEVEG PE TO
avogomoinmke cofapég Bepuarixég avnidpaoeig éxouv avagepBei ot aaBeveig mou AapBavav 1o pembrolizumab (BA. mapaypago 4.8). Or aoBeveic Ba wpéme! va mapakohouBolvial yia mBavohoyoUpeveg
goBapég Sepparikég aviidpaceig kai Ba Tpéme: va amokheiovar ahkeg amieg. Me Baon T cofapomra mg avemBupnmg evépyeiag, Ba mpémer va yiver abon Tou pembrolizumab oe BaBpod 3 Sepparikég
avribpaaeig pExpl TNV uToxpnon Toug ot BaByou < 1 fj opiaTikr Siakomn ot Babliol 4 deppatikég aviiBpadteis kal Ba wpEmel va xopnynBolv kopTikooTepoeidn (BA. mapaypago 4.2). MepioTatixa ouvdpdpou
Stevens Johnson (SJS) kai To§ikng emGeppikng vekpohuang (TEN) £xouv avagepBei ot aoBeveig ou Aappavay 1o pembrolizumab (BA. mapaypago 4.8). £ mepimmwon mavohoyedpevou SIS i TEN, Ba rpémer
va yivel ravon Tou pembrolizumab kai o aoBevig Ba mpémer va Tapamepg8el ot eideikeupévn povada yia afloAdynon kai Bepareia. Eav emPefaiuei 1o SIS i n TEN, 1o1e Ba mpémel va yive opioTikr Siakomi
Tou pembrolizumab (BA. mapaypago 4.2). Ba mpémel va emdekvieral mpogoy orav eferaleral n xpnon Tou pembrolizumab ot évav aoBevi), o oTiolog Exel eppavicel oTo TTapeABGV pia aoBapi f ameAnTikg
yia m {wd avemBUunTn Seppamixy avridpaon kara m AMyn Tponyolpevng Bepamreiag pe Ghhoug avooodieyepTikols avrikapkivikoUs Tapayovies. AMeC oxendOpEVEC LE TO aVOOOTIONTIKG avemTiBy,
evépyeieg O1 akohouBeg emmpdoBereg kAvika anpavikég, oyen{opeveg Ue 1o avogoToinTikd avemBupnTeg evipyeieg Exouv avapepBei ot kAIVIKES PeAETEG f kaTd ) yprom Tou TrpoidvTog PeTa TV kukhogopia:
payoeidinida, apbpinda, puoainda, puoxapdinda, maykpeatinda, olvdpopo Guillain-Barré, puaoBevikd olvipopo, apohunky avaipia, capkoeidwon, eykepakinda, puehinda, ayyeinda, oxAnpuvnki
yohayyeinda kal yaotpinda (BA. mapaypapoug 4.2 kai 4.8), Me Baon m cofapdmia kai Toy TUTo MG avemBiunmg evépyeiag, Ba pémer va yiver madarn Tou pembrolizumab ot BaBuol 2 f; BaBpol 3
gupBapata kal yopriynan koprikoaTepoeibiuv. Mmopei va yivel emavévapén Tou pembrolizumab eviog 12 epdopaduv pera v reAeutaia Soor) Tou KEYTRUDA, epogov n avemBipnTn evépyeia uToXwpnat! oe
Babpo = 1 kai i H6on Tou KopTikooTEpoeiBoUs Exel peiwBEi ot < 10 mg mpedvifovng f) ioodivapou ava nuépa. To pembrolizumab npémel va Blaxomei opiamika ot omoladimore BaByol 3 ayendopevn pe 10
avoaomoINTIkG avemBUpnTn evipyeia TTou emavepgaviletal kaBlg kol o8 onolabimote Babpou 4 oxeni{opevn e To avogomoinTiké avemBopunT evépyeia. To pembrolizumab Ba mpémer va BiakoTiel opioTiké
ot Babpol 3 i 4 puokapdinda, eykeqahinda f ouvbpopo Guillain-Barré (BA. mapaypapous 4.2 ka1 4.8). Zyen{dueves pe perauoayevan avemiBUuINTES EVEDYEIEC ATTOPPIYI LIOCKEUITOS CULITayOUS Opyavoy
Zm gaan mou émetal MG Xopiynang adeiag kukhogopiag avapipBnke amoppiyn pooxelpatog oupmayolg opyavou ot aoBeveig Tou EAafav Bepameia pe avaotoheic PD-1. H Bepameia pe pembrolizumab
pmepei va augnaEl Tov KivBuvo aTidppiyng Tou cupmayods opyavou aTous amodéxTes Hoayeupdmuy. Ze autolg Toug aaBeveic TipéTel va egeradeTal n axgon opehoug me Bepameiag pe pembrolizumab évav Tou
ivBivou mBavig amoppiyng Tou opyavou. EmmAaxés e ahoyevous Meraudaxeuans Apxéyovwy Aiomommiku Kurrdpwy (HSCT) Aboyevig HSCT pera amd aywyf pe pembrolizumab Meprmmiotig vooou
avtidpaong Tou poayedparog évavtl Tou Eeviam (GVHD) kai pheBoamoppaktikig nmaromabeiag (VOD) éyouv mapampnBei oe aoBeveic pe khaoikd Aéppwya Hodgkin (cHL) ou umofaAlovial ot alhoyevi
HSCT pera amd mpenyolpevn éxBeon oe pembrolizumab. Ewg 61ou karaotolv diaBeoipa mepioattepa dedopéva, Ba pémel va dievepyeital TpooexTik efEraon Twv evBexopevwy opeAtv amd my HSCT kai
ToU MBavg auénpEvou KIVBOVOU EPAVIONS OXETICOMEVWY JE TN HETOPOTXEUOT) EMITTAOKGWY Yia kabe Tepimmwan Exwpiata (BA. mapaypago 4.8). AMoyevig HSCT mpiv amd aywyn pe pembrolizumab Ze
aobeveig pe 10T0piko akhoyevolg HSCT, éxer avagepbei ofgia GVHD, oupmepihapBavopivng 96pou GVHD pera amd aywyn pe pembrolizumab. AoBevei mou epgavicay GVHD pera amd emépfaon
pETapooyEUONS pmopei va Exouv aufnpévo kivbuvo epgaviong GVHD pera amd aywyn pe pembrofizumab. ©a mpéne va eferaderal 1o opehog and v aywyl pe pembrolizumab évavn Tou mBavou kivdivou
eppaviong GVHD ot aoBeveic pe 1oTopikd akloyevols HSCT. Exenifopeves pe mv Evyuon aviibpdosic Tofapéc ayen{opeves pe my Eyyuan avmidpaceig, GUTEpINHBaVOREVNG TIC UTTEPEUC \oias kol me
avaguhagiag, Exouv avapepBei o aoBeveig mou AapBavouv pembrolizumab (BA. Tapaypago 4.8). Ze BaByou 3 n 4 avnidpaceig kara mv yyuor, Ba mpémel va mupmqm:! 1 &yyuon m va diakoel apm—nm
To pembrolizumab (BA. mapaypago 4.2). AoBeveic pe BaBuou 1 i 2 aviibpaon kard my Eyyuon pmopolv va guvexioouv va AapBavouv To pemt AhatBnan. To eveydpevo
TPOPAPHAKEUTIKAG aYyNC LE AVTITUPETIKG Kai avTioTapIvikS pmiopei va eferacTel. [popuhateic eiikéc we Tpog T vogo Xpian rou pembrolizumab oe aoBsveic Le xamvw;._ra rou oupoBnhiou. o1 ommoios Eyouv
AdBer mponyouyuevn aywyr xnueioBepaneia mou mepiciye mAariva O iavpoi Ba pémer va AapBavouy uoyn Ty kaBuoTépnon omv évapén mg Spaog Tou pembrolizumab mpiv Eexivigouy MY aywy oE
agBeveig e XEIPGTEPT TIPOYVWATIKG XapakmplaTika ffkal EMBETIKA vooo. Z1o kapkivwpa Tou oupoBnhiou, maparnprBnke peyakitepog apiBpog Bavanwy eviog Biaatiparog 2 pnvaw pe To pembrolizumab oe
olyKpion) HE T xmmuaapmm (BA. mapdypago 5.1). O1 mpuvo\rrtg Tow oxm(ovmx HE mug TIpLHOUS euw&wug r|ruv N Tayéws zta.\:m.vépzvn Vooog OE npoqvouunvn Sepmmu e Aariva mn ol nwmmg
HETOOTATEIS. Tou pembrolizumab gt aoBevel 108k i

exppadouy 1o PD-L1 pe CPS 2 10 Ta yapaxmpiaTika avagpopdag kal Ta TRoyvWaTIKG XapaktnpioTika mg vooou yia Tov hnBuapd g pehémg KEYNOTE-052, mepirapBavav éva mooooto aaBeviv mou frav
karahAnhor yia cuvduaaTiki ynpetoBepameia pe faon myv kapBomAarivn, yia Toug omoioug To ogeAog Exer afiohoynBei o pia ouykpimikn pehem (KEYNOTE-361). Zmv KEYNOTE-361, mapamprifnke
peyahiTepog apiBuog Bavamwy evidg BlaoThparog 6 pnvivy amd my évapin e aywyig, 1o omolo axohouBiBnke amé éva pakpoxpdvio dperog empBiwong otoug aoBeveic Tou EhaBav T povoBepameia pe
pembrolizumab ot oUyxpion pe m ynpeioBepameia (BA. Tapaypago 5.1). Aev pmdpece(av) va TautomonBei(oly) ouykexpipevn(ec) TapayeTpog(ol) Tou va axetilerai(ovial) pe Toug Tpwipoug Bavaroug, O
Bepamovreg 1atpoi Ba pemel va MaBouv umoyn Toug my kaBuatepnpévn evapén mg emidpaarg Tou pembrolizumab wpiv Eekivigouy T aywyr ot aoBeveig pe kapkivwya Tou oupoBnhiou, ol omoiol Bewpolvral
karéhAnhol yia ouvduaoTikr ynpeioBepameia pe Baon v kapBomhariv. H KEYNOTE-052 ouumepiéhaBe emiong acBevei rou Arav kataAinhol yia xnpeioBepameia pe povoBepameia, yia Toug omoioug Bev
eivar diaBéaipa SeBopéva Tuyaloroinamg. EmmpoaBéTu, Sev umapyouv SiaBiaipa Bedopéva acPAAEINS Kal CTOTEAETHATIKOTTAG OE EuTTaBEaTepoug aaBevelg (. karaoTaon AcmaupyikéTnTag kata ECOG
3) mou Bev Bewpolvral kataAAnAer yia xnpeioBepaneia. Amoudia autwy Twy Seopévwy, To pembrolizumab Ba Tipémel va ypnaipenoeital pe Tipoooy o aurd Tov TAnBuapd perd and mpogekTik £&fraon Tou




mBavel kivdivou-ogihoug ot efatopikeupévn Baon. Xpr ’ RiTen i 7 ] i ( LC) Tevik, n ouxvomnia Twy
QVETTIBOUNTWY EVEPYEIUV JIE TNV OUVBUGOTIKA aywyr pE pembrnllzumah napcnr]paml om eivar pzva.\umpq L3 stcrn pe ™ mvoﬂzmﬂuu pz pamhmllzumab r] m xquunﬁspmwu Jovo, avravakAwvTag
oupfolq kaBevag amé autd Ta ouatanikd (BA. apaypagous 4.2 kai 4.8). Aev eivar SiaBEgiun pia apeon obykpian Tou pembrolizumab érav xpnoponioieital ot cuvduaouo pe XnpeioBepaneia ot oyéon pe
povobepareia pe pembrolizumab. O 1atpoi Ba mpemer va Aapfavouv umown m ayéon opeAoug/kiviivou Twv BlaBéoipwy BepameuTikuv emAoytv (povoBeparreia pe pembrolizumab 1 pembrolizumab ot
ouvbuaapo pe xnpetoBepareia), wpiv my Evapln g aywyng ot aoBeveis Pe Pn pikpokuTTapikd kapkivo Tou Tveupova (NSCLC), Twv ommoiwy o1 dykol exgpalouv To PD-L1 kel o1 omoior Bev Exouv MiBel
Tponyoupevn Bepameia.
Zmv KEYNOTE-042, mapampnBnke peyahirepog apipde Bavarwy eviog Siaompatog 4 unviov amd my évapfn mg aywyrg, 1o omoio akohouBiiBnke and éva paxpoypdvio opetog empiwong oToug aoBeveig
mou éhaBay T povoBepareia pe pembrolizumab ae aUykpion pe T XnpeioBepameia (BA. mapaypago 5.1). Ta dedopéva amoTEALOUATIKOTATAG KA1 AOQAAEIAC Yia agBeveic nAIKIS = 75 eTtiv £ival TEPIOPITPEVD.
Ze aoBeveig nAikiag = 75 erav, n ouvbuaoTik uywvn |.it pembrohzumab 6a ITptTI'EI va xpncnpomurru\ e rrpucrum jEra amo npmmm z&raun g oxEang mBavol opéhoug/kivBivou e EEaTOIKEUpEVY
Baon (BA. mapaypago 5.1). Xorion rou pe Tevika, n ougvaTnTa Twy avemBopnmuy
EVEPYEIWY JE TNV OUVBUGOTIKN Gywyh HE p pampeital 6m mm peyakirepn o uan '3 1'r| povoBepameia |.|£ pembrohzumab f 1n xny:loacpamu pévo, avravakAuwvtag T cupBoln kaBevog
ambaura ta ouoTarika (BA. Tapaypago 4.8). Ot iatpoi Ba wpime va AapBavouv utioyn T oyion ogéougikivBivou Twy Siabiciuwy BepameuTikiv EMACYLV (HovoSepareia pe pembrolizumab i pembrolizumab
ae uuvbuoapa p: xqusluﬁ:purrﬂu) pw Tr]v rvupﬁn me nywmg ot uuﬁtvtlg e kapkivwpa kegakig kai Tpayfiiou ek mhakwdv kutrapwv (HNSCC), 1wy omoiwy o1 Gykol exppalouy 1o PD-L1 (BA. mapaypago
.1). Xeden rou pemb ITI 2] B Gvwpa MapampnBnke pia Taon av§npévng cuyvotnrag Twy coPapiy avemBopnTwy evépyeiwy ot aoBeveig nhikiag = 75 erwv. Ta
acaopsvu uu‘tpuJ\uuq w 1 pemhrcuzumah n'n']v mlxoupmq Bspumiu \ﬂn 1o peAavwpa oe aoBeveis nhikiag = 75 etuv, eivar Tepiopiapéva. Xoron rou pembrolizumab o guvduaouo we axitinb we aywyi
MRWIME VRauunic oc aoBeveic e kapKivwpia rwy vegpuy (RCC) Exouv avagepdei peyaiTepeg and Tig avapevipeveg ouyvotnres spgpavions Babpol 3 xai 4 auffoeig mg ALT ka1 mg AST oz aaBeveig pe
TpOXWENHEVD Kapkivwia Twy vegpuw (RCC), drav To pembrolizumab Siverai padi pe 1o axitinib (BA. mapaypago 4.8). Ta namixa éviupa Ga mpéTel va eAéyyovial Tpiv my évapén kai meplodika kara m Siapreia
mg Bepameiag. Mmopei va efgTaaTel 1o EvBeXOpEVD O ouXVoU EAEYYOU TWY NTTaTIKWY Ev{UpWY, OE TUYKPIOT] PE TO 6TaV Ta gappaka quumonomuvrul wg umﬂcpmna 0| nu'rsuauvrnplsg olSmﬂe; wu mv
aTpik avripEnwman kai yia Ta Slo pappaxa 8a mpémel va axohouBolvral (BA. Tapaypacpo 4.2 ka1 avagepBeite omv MXI tou axitinib), Xonan rov pe L
MSI-H/IMMR opBoxokixd kagkivo (CRC) Zrqv KEYNOTE-177, 1a moooata kivbivou yia oupBapara ouvohikig empiwang frav peyakitepa pe 1o pembruilzumab auvxpmxa uz m )(nunoﬂzpanuu crruug
TipuTou 4 piveg TN aywyrig, Ta oTroia axohouBiBrkav amé éva pakpoxpovio dgehog empiwang pe o pembrolizumab (BA. mapéypago 5.1). Xprion rov pembrolizumab we aywyr) TPWINC Veayic ge aaeveic
e xapxivwpia Tou oigogdyou Ta SeBopéva amoteAeapaTIkOTITAE KaI aopaAelas yia aoBeveic nAikiag 2 75 eriv eival meplopiopeva. Ze aoBeveic nAikiag 2 75 etwv, n aquuumlm m,'mvn 3 pembrohmmab
Ba mpémel va XprioIpCTIOIEITal HE TIpOTOYT) HETA Ao TipooEkTIK efftaam g axéong mBavol ogéloug/kiviivou ot efatopikeupévn Baon (BA. mapdypago 5.1).
peMiTee AoBeveic pe Tic axohouBeg kataoTdoei amokheiomkay amd kAviké peMETEC g evepyég petaotdoeig ato KNE, pe BaBuohoyia kataataong hemoupyikdmrag Km{'n ECOG 2 2 (ekaipoupiéviv Tou
KapKiviwyatog Tou oupoinkiou kar Tou kapkiviparog Twv vegpwy (RCC)), pe hoipwén HIV, pe hoijuwén nmatinag B | nratindag C, pe evepyd guampani autoavoor vogo, pe Sitipean TiveupovoTaBeia, pe
Tponyoupevn Tveupovingda mou ananolos cuatnpanikn Bepameia pe koprikooTepoeidic, e ioTopixd cofaprg umepeuaioBnaiag ot akho povokhwviko avtiowpa, Tou AapBavav Bepanzia avoookaraoTohng
Kai e 1gTopikd cofaply, oxendOPEVWY HE TO avoooTianTike avemBupnTwy evepyey amé Bepameia pe ipilimumab, Tou opiferal we omoiadnore BaBpol 4 rofikamra f Tofikémra BaBpol 3 mou amanei
Bepameia pe KopTikooTEPOEIBEC (> 10 mgimpepnaiwg Tpedviovng | 10odivapou) yia mepiogotepo amé 12 eBBopadeg. AoBeveig pe evepyég Aoipwkeig amokAEioTmKay aTTo TIG KAIVIKES HEAETES kal aTTaImABKe va
Bepametoouv ) Aoipwdn Toug TipIv T Afyn Tou pembrolizumab. AcBeveis Tou eppavioav evepyeg AoipwEeis kara T Siapkeia Tng Bepameiag pe pembrolizumab avriperwmioTnkav pe karakAnAn aTpiki
Bepamreia. AoBeveis pe kKAMVIKG OpPAVTIKES VEQPIKEG (kpeaTivivn > 1,5 X To avistepo puaotohayikd opto (ULN)) i nmamikég (yakepuBpivn > 1,5 x 1o avitepo puoiohoyiko apio (ULN), ALT, AST > 2,5 x 1o avuwrepo
puaiohayikd opio (ULN) pe amouoia namikwv petagiagewy) aviwpakie kara Tnv Evapdn, amokAeioTnkav amo Tig kAvikEG HeAETES Kal emopivwg elval Tiepiopiopéveg o1 TTAnpogopieg o aaBeveig pe oofapn
VEQPIKT Kal pETpia éwg oofapn nariki duchemoupyia. Ymapyouv mepioplopéva dedopéva yia Ty acgdakeia kai amroteAeapanikomra tou KEYTRUDA oe aoBeveic pe opBakuiko perdvipa (BA. mapaypapo
5.1). To pembrolizumab pmopei va ypaiyonomBei pe karahAnAn iarpiki avmipeTwmon ot auteds Toug aoBeveig, kardmy TpooekTIkNg eEiTaong Tou evbeydpevou aufpévou kivbivou. Kapra mpoeidomoinang
1ou_agBevy Ohol o1 yiatpoi ou guvtayoypagalv To KEYTRUDA mipémel va eivar efoikenwpiévor pe Tig MAnpogopieg yia Tov Tatpé kai Tig O8nyieg Aiayeipiong. O yiarpdg mou 1o guviayoypagei Tpémer va
aummm pe Tov aoBeviy Toug kivdivoug g Beparreiag Tou KEYTRUDA. @a mpémel va mapéxetar atov aofievr) n kapta npmlﬁom)lq(mg Tou agBevi) ue Kafe cruv‘luvmrpuwr]un 4.8 AvemiBupnTeg evipyeieg
MepiAnwn Tou Tpogik aogaAeiag To pembrolizumab &xel ouvBeBei mo guyva pe oxen{dpeveg pe To avooomoinmke avemBopnTes evépyeieg. O1 epigToTEpeg amo autég, oupmepihapfavopévuy Twv gofapuy
avemBapnTwy EVEPYEILV UTIOXWPNTav PETa My Evapgn e karaAnAng iarpikng Bepamziag f) mg madang Tou pembrolizumab (BA. «Mepiypagn emheypévuv avemBopnTwy evepyeitvs Tapakatw). H aogakeia
Tou pembrolizumab, we povoBepareia, Exel agiohoynBei oe KAIKES pedéTee, o€ 6.185 aoBievelg pe mpoyxwpnpévo perdvwya, pe pehavwpa Zradiou 1l wou Exer efaipeBei (emkoupikn Bepameia), pn PIKPOKUTTEPIKG
kapkivo Tou Tvebpova (NSCLC), khaoika Aépgpuwpa Hodgkin (cHL), xapkivwya Tou oupoBnAiou, kapkivwpa kepakig kar Tpayiiou ex mhakwdiwv kurrapwy (HNSCC) f opBokehiko kapkivo (CRC) o téouepic
dooeig (2 mgkg BX xade 3 efbopadeg, 200 mg kabe 3 efdopadeg 1) 10 mg/kg BX kae 2 1) 3 efSopadec). O1 ougvarnres mou epidapfavovral mapakarw kai atov Mivaka 2, Bagifovial ot 6Aeg ig avagepleioeg
avemiBlpnTeg evépyeieg, aveEapTiTwg TG agloAdynang e amwdous oyéong amd Tov epsuvnTi. Ze autd Tov TAnBuopd aoBeviw, o Siduecog xpovog mapakoholBnang Arav 7,6 piveg (edpoc: 1 nuépa éwg 47
pives) kai o o ouxvég avemBUpnTeS EvEpyelEs e To pembrolizumab Arav komwan (32 %), vautia (21 %) kar Biappoia (21 %). H mheioyngia Twv avemBipnTwy evepyeiiv Tiou avagéplnkav pe m
povoBepaneia Arav coPapdmrag BaBpwy 1 4 2. O1 mio ooPapég avemBipnTeg evépyeies firav axen{Opeves Pe To avogomommikd avemBipnTe evépyeleg kal goBapég oxeni{opeveg pe Ty Eyxuon avidpaceig
(BA. mapaypapo 4.4). H aopaeia Tou pembrolizumab o auvbuaapo pe ynpeioBepamzia, éxer afiohoynBei ot khivikég pehétec, ae 1.437 aoBeveic pe NSCLC, HNSCC f kapkivwpa Tou oicogayou Tou Adpfavav
200 mg, 2 mgkg BE 1y 10 mg/kg BE pembrolizumab kabe 3 efSopade. O ouyvommeg Tou meprhapPavovial Tapakdrw kai otov [Mivaka 2, Pagifovral o dAeg Tig avagepBeioeg avemBUpNTES EVEPYEIES,
avetaptitwg g aflohdynang me amwdoug oxéong armo Tov epeuv. Ze autd Tov mhnBuaio agBeviv, ol o ouyvi avernBipnTeg evépyeieg ftav vauria (55 %), avapia (51 %), kémwan (39 %), Suokothiornta
(37 %), pewpévn opeln (34 %), Biappoia (33 %), oudetepomevia (29 %) kai Epetog (28 %). O1 quyvomes epgaviang avemiBipnrwy evepyenuy BaBpwy 3-5 o acBeveic pe NSCLC frav 67 % yia m ouvbuaomiki)
aywyn pe pembrolizumab xal 66 % yia T xnpeioBspansia povo, oe acBeveig pe HNSCC frav 85 % yia Tn ouvBuaoTiki aywyr pe pembrolizumab kar 84 % yia 1 nueioBepaneia padi pe cetuximab kal ot
aofeveig pE kapkivwpa Tou oicopayou frav 86 % yia m ouvbuaaTiki aywyn pe pembrolizumab kan 83 % yia m xnpeioBepaneia pove. H agpaAeia tou pembrolizumab g guvBuaopo pe axitinib, £xer agloAoynBei
ot pia khivik) peAém pe 429 aoBeveic pe TpoywpnpEvo kapkivwpa Twy veepty (RCC), mou AapBavav 200 mg pembrolizumab ka8e 3 efdopadeg kar 5 mg axitinib duo gopég nuepnaiwg. Ze auto Tov mhnBuopd
BEVIV, 01 THo ouyvEg avemBOpnTeg evépyeieg fitav Sippoia (54 %), umépraan (45 %), komuwan (38 %), umreBupeoeiBiopsc (35 %), peiwpévn dpeln (30 %), ouvBpopo Takapo-TeApariaias epuBpoducaictnaiag
(28 %), vauria (28 %), aufnpévn ALT (27 %), auénuévn AST (26 %), Suopuvia (25 %), Brixag (21 %) kal SuoxoikiomTa (21 %). Or guyvomeg epgaviang avemBipnTwy evepyeiiov BaBuwy 3-5 frav 76 % yia m
ouvduaariki aywyi pe pembrolizumab kan 71 % yia T povoBepameia pe sunifinib. Zuvormkdg mivakag avemiBuuniwy evepyeiwy O avemBUpnTeg evépyeieg Tou aparnpriBnkav o€ KAIVIKEG PEAETEG Tou
pembrolizumab wg povoBepameia ) ot ouvduacpo pe ynueoBepameia i fi e ahha oyxohoyikd gappaxa iy avagépBnkav kard T xprion Tou pembrolizumab peta myv kukhogopia, mapariBevrar otov Mivaxa 2. O
aveTIBUPNTEG EVEPYEIES TIOU £ival yVwoTo 671 eppavilovTal e To b f) pe 11 XNpEIOBEpaTIEIES XOPNYOUNEVES HOVEG TOUS, PTTOPE! VO EPPAVIGTONV KATG TN BIGPKEIQ TG OYWYNC |E QUTA Ta GApHaKEUTIKG
TpoidvTa OE ouvBuagpo, akoun Kal EQv autég ol avTIBpAcEIg Bcv avagépbnkav ot kKhvikEG PeAETES pe ouvBuaaTikn aywyn. Autég o1 avemBopnTeg evépyeieg Tapoudialovial ava kamyopia opyavikd gloTnpa
kan ava guyvotnra. O1 guyvomes opifovial we: ToAl ouxvig (= 1/10), auyvig (= 17100 éuwg < 1/10), ox1 ouyvig (2 1/1.000 éwg < 1/100), omravieg (= 1/10.000 £wg < 1/1.000), oA omravieg (< 1/10.000) kai pn
yvwatég (Bev pmopolv va exTipnBoly e Baon Ta Slabéopa dedopéva). Eviog e kabe kamyoplag ouyvotnTag, ol avemiBULNTES evEpyEIEC TTapoucIalovial KaTa aeIpd pBivoucag cofapomrac. Mivakag 2:
AvemBopnTeg evipyeies o acBeveic ou £AaBav 1o pembrolizumab®
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*01 ouyvarmeg Twyv avemBupnTwy evepyeiuv Tou mapouaiafoviar atov Mivaxa 2 pmopei va pny amodidovial TAfpwg povo oTo pembrolizumab, akha pmopei va mepihapBavouv T aupBodn TG umokeipevng
voaou f| GMwv pappakeuTIkuy TIROToVIWY Trou xpnaigomreiolvial we cuvBuaaTiki aywyrh. TMe Baon éva Tumomompévo epawrnpa (standard query) gupmepihapBavopévwy Twy BpaBuappuBpiwy Kal Twy
rayuappuBpiu, O1 akdAouBol 6pol avTimpoowTEbouv pio opaba oxeniopevwy oupBapdTwy TTou TEPIYPAGOUY TIEPICTOTERO IO ITPIKT KATATTAOT Tapd Eva pepovwpévo oupfav: a. oyeniopevn Pe Ty
Eyxuan avridpacn (umepevaiodnaia ot gapuaxo, avaguAakTik aviidpac, avaguhaxtoeidig aviidpaan, unepevaioBnaia kai oOvBpopo ameheuBEpwong kurtapokivi), B. umoBupeoeBiopog (putoidnua), v
Bupeosidinda (autotvoon Bupeosidimda kar Siarapayr Tou Bupeoeidols), 8. uepBupeosiBiopoc (vboog Tou Basedow), £. emveppiBiaxi avemépkeia (vooog Addison, ofgia loloemivegpiBiakn avemapkeia,
Beutepomrabg averrapkeia Tou pAoiol Twv emvegpidiwv), . ureguainda (umolmoguaiopg), 1. cakyapwdng Siaprmg Timmou 1 (BiaBnmkn ketogiwon), B, eykegaAinda (autodvoon eykegakinda) 1. ouvBpopo
Guillain-Barré (afoviki veupomraBeia kai amapuel fj ToAuveupoma K. pueAinda (guy pBavopévng g eykapaiag puehindag), A. puaoBevikd alvpopo (puagBiveia gravis, oupTEpIApBavopEvng
mg mapafuvong), w. Ganmm pnviyyinda (unviyyinida, pn Aoipidng pnviyyinda), v. payoeidinda (YoploapgiBAnaTpoeidinga, ipinda kai ipidokukAinda), & puokapbinda (autoavoan puokapdinda), o. ayyeitida
(ayyeimba Tou kevTpikol veupikol guoTpatog), . Tveupovinida (Biapean TveupovomaBEela kal opyavwTIki TIveupovia), p. kotkiakd dhyog (koihiakr Sucgopia, ahyog dviw koIMakAg ywpag kai aAyog KaTw
xoihiakiic xwpac), o. kahimida (pixpoaxomki koAitida, eviepokoAinida, aipoppayixn eviepokoAinBa, autodvoan koAinda kal emayopevn amo To avogormomnTikd eviepokoAiniba), 1. Taykpearinda (autodvoon
maykpearinda kai aykpearitida ofgia), u. yagtpeviepixn efEAkwan (yacTpixd Ekog xai Swdekadaxtuhixo EAkog), ¢. narinida (autodvoon narinida, EMayopEVn aTTO TO QVOTOTIONTIKG NTIATITIAA, ETayopEVn
amé pappako namikn BAGRn kar ofgia natinda), x. efavenpa (epuBnuatide efavenpa, efavBnpa Bulakiwde, efavBnua knAidwdeg, efavenpa knhidoPhandudeg, ekavinua PAaTiddeg, efavenua kvnopwbEg,
efavBnpa gAuktantodeg kal efavBnua yEvVNTIKY opyavwy), . kvrapog (kvibwar, kvidwon BAaTiBwdng kal kvnopog yevwnTikwy opydviwy), w. oofapis Seppamkic avnidpaceis (Sepparinda moppoAuyidng,
yEviKeupEvn amagpohdwnkn Sepparinda, amopohdwnikd efavBnua, TEppiya kar BaBpol = 3 twv akdlouBwy: ofgia epmipern oudetepdgiAn deppdtwon, puwAwtag, £Akog katakhioews, amopoMBwWIK]
Bepparinda, ywpiacduopen Sepuarinda, gapuakeuTikd efavinua, ToAlpoppo epliBnpa, iKTEpOS, opahds AEXAVaS, ouakas AeiXivag Tou OTONaTOS, TELQIYOEIBES, KVNTUOG, KVNOUGE YEVWNTIKWY 0pyavy,
ekavBnpa, epunuarwbes eEavenpa, knhidofhandludes efavBnya, kvnopwdes efavBnpa, efavBnpa phuktavadec, BAaBn déppatag, vikpwar Sépuarog kai Tofiko efavBnpa 5épparog), aa. Aekn (amoypwaTIoPoS
Gtpparog, umoypwyaTiopog déppatog kal utoypwuanopas BAepdpwy), af. Aennvoeidic kepdtwon (oparég Aeiyfivag kal oxhnpuvtikag Aeixfvag), ay. puookeAenikdg movog (puookeleiki Sucavetia,




oapualyia, puookeAeTiki Suokapia, pUaoKeAETIKAE TIovog Tou Bupaka kai paifdkpavo), ad. puooimda (puakyia, puomraBeia, vexplriki puoainida, peupanxi ToAupuakyia kai pafdopuahuon), de. apbpitida
(oidnua dpBpwong, TohuapBpinda ko egidpwya apBpwong), af. TevovioBnkinda (revovrinda, upevinda ka dhyog tévovia), an. vegpinda (autodvoon veppinida, BiGueon vegpinda Twy oupogdpwy
ocwhnvapiwy kal veppikA avemapkela, ofeia vegpixr avenrdpkeia fj ofgia vegpixi BAaBn pe evieiteig veppiniBiag, vegpwaiké aldvbpopo, omei ppinda kal pepBpaviwdng omeipaparoveppimida), afl. cibnpa
(mpl(pcp Ko oibnua, v:vluupsvc olﬁnpu UTIEpQOPTWOT PE Uypd, katakpamon uypwv, oidnua BAepapou xai oidnpa xeihiwy, oidnpa Tpootou, eviomapivo oidnpa kai mepikoyy kG oidnpa) Jepiypagn

l Ta Bebopéva amd Tig axdhoubeg oxenfOpeves e 1o avodomoinTike avemBupnTeg evépyeies Pacifovial ae aoBevei o) ooiol EAafav To pembrolizumab aTig Téoaepic
Boaohayieg (2 markg kade 3 efdopadeg, 10 ma/kg kade 2 7 3 sﬁﬁopnﬁeg 1 200 mg xoBE. 3 eBﬁnpﬂﬁaq) ot m\lwxa-; uir\STEC (ﬁv\ m:puvpnw 5.1). O1 kareuBuvirpieg oBnyieg yia TV QTIHETWITION QUTWY Twy
avemBipNTWY EVEPYEIWY TIEPIYpaQOVTal aTnV Tapaypago 4.4, EVe B pys qypago 4.4] Zyendbpevn pe ro avodomonriko mveupovinda Mveupovinda
eppaviomke ot 286 (4,6 %) aaBeveis, oupmephapBavopivy rrzpmunmv Buauou 2 3,4 n ] uz !28 (2,1 %} oe 73 (1 2 %] uz 17 (0,3 %) kai oe 9 (0,1 %) agBeveic avrioToiya, Tou hapfavav To
pembrolizumab. O Biapecog xpovog Ewg TV TP Epgavion TS Tiveupovinbag frav 3,5 prveg (e0pog 2 Apepeg éwg 26,7 pive). H Biapeon Sitpkeia Arav 2,0 prveg (e0pog 1 npépa éwg 33,0+ pveg). H
TIvEupoviTiGa eppavioTnke o ouyva ot acdeveig pe 1gTopikd Tiponyolpevng aktivoBoliag ato Bupaxa (8,2 %) ot oxéon pe acBeveig mou Sev édaBav Tponyelpevn axmivofohia oo Bwpaka (4,2 %). H
Tveupovitida obiynoe ot Siakot mg aywyrig Tou pembrolizumab oe 117 (1,9 %) acBeveig. H mveupovinda umoywenoe ot 166 acBeveic, atoug 4 pe emmhokég. Ze aoBeveig pe NSCLC, mveupovinda
epgavioTnke ot 160 (5,7 %), oupmepihapBavopévwy TepiaTankwy BaBpol 2,3, 4 7 5 oe 62 (2,2 %), oe 47 (1,7 %), g€ 14 (0,5 %) kan o 10 (0,4 %) codeveic avrigroiya. Ze aoBeveig pe NSCLC kal pe 101opikd
TponyoupEvng akmivoBoAiag oTo Bwpaxa, Tveupovinda eppavioTnke ot 8,8% Twv aoBeviv. e aoleveig pe cHL, n ouyvotnTa epgaviang mg mveupovinidag (Ghor o BaByoi) mapoudiaoe éva edpog amo 5,2 %
twg 10,8 % o¢ aoBeveig pe cHL amv KEYNOTE-087 (n=210) xan ov KEYNOTE-204 (n=148) avriotoixa. Zyendopevn pe ro avooomomuiko koAinda Kohinda epgaviomxe oe 121 (2,0 %) aoBeveig,
oupTephapBavopévwy TEpioTamikiy BaBpou 2, 3 /4 ot 35 (0,6 %), oe 67 (1,1 %) kal 0¢ 5 (0,1 %) aobeveic avrioToa, Tou AduBavay 1o pembrolizumab. O Sidpegog Xpovog Ewg TV TPWT Epavian TG
koAimibag frav 4,7 pAveg (e0pog 7 nuépeg Ewg 24,3 prveg). H Biapean Siapkeia qrav 1,0 prvag (edpog 1 npépa £wg 12,4 prveg). H koAinda obfynot ot diakorm g aywyrg Tou pembrolizumab ot 34 (0,5 %)
aoBeveic. H kohinBa umoywpnoe ot 99 aoBeveic, otoug 2 pe emmhokég. e aoBeveic pe opBokohikd kapkivo (CRC) mou £haBav To pembrolizumab we povoBepaneia (n=153), n ouxvetnra eygaviang Mg
Kkohindag firav 6,5 % (0ho1 o1 BaBpol) pe 2,0 % BaBpou 3 kar 1,3 % Babuol 4. Zxendopevn e ro avooemomnriké nnarinda Harinda eppaviotnke ot 61 (1,0 %) agBevei, aupmepihapBavopévuy TEPITTATIKWY
BaByoU 2,374 0e8 (0,1 %), ot 41 (0,7 %) ke o€ 8 ( 0,1 %) aoBeveic avrigroiya, Tou AapBavav To pembrolizumab. O Siapecog Xpovag éwg Ty TpLw M epgavion g nrrarimidag frav 3,8 prveg (e0pog 8 npépeg
£wg 26,3 prveg). H Siapean didpkeia Arav 1,1 prveg (edpog 1 nuépa éwg 20,9+ prveg). H nmarinda ofynoe ot Siakom g aywyrg Tou pembrolizumab ot 24 (0.4 %) agBeveic. H natinda umoywpnot ot 46
aocBeveic. Zyen{opevn e ro avocomomnTike veppinda Negpinda eppaviomse ot 25 (0,4 %) aoBeveig, oupmepihapBavopéviy mepiotanikiwy BaBuol 2, 3 74 oe 5 (0,1 %), ot 15 (0,2 %) ka1 0e 2 (< 0,1 %)
aoBeveic avTioTolya, mou Adjfavav To pembrolizumab wg povoBepameia. O HIAUETOS XPOVOS Ewg TNV TIPWTN Eugavian T vegpmbdag firav 5,1 pAve (epog 12 npépes fwg 21,4 piveg). H Siapeon diapkeia
firav 3,3 prveg (e0pog 6 nuipeg éwg 19,6 priveg). H veppinda odynoe ot Siakomn g aywyrg Tou pembrolizumab o 10 (0,2 %) agBeveic. H vegpinda umogwpnoe ot 15 acBeveic, atoug 4 pe emmAokig. Ze
aoBeveic pe un mhakwdn NSCLC, ou éAaBav To pembrolizumab oe cuvBuaaud pe xnpeioBepareia pe meperpefidn kal mhativa (n=488), n cuxvémra eypavions mg veppindag firav 1,4 % (oot o BaByoi) pe
0,8 % Badpou 3 ka1 0,4 % Babou 4. Zyen{ojevec Lie To avooomoInTIkG evBokpivomadere EmveppiBiakn avemapkeia epgaviomke ot 52 (0,8 %) aoBeveic, oupmepiAapBavopéviov TepiaTamikwyv Badpou 2, 3
14 0e23 (0,4 %), ot 21 (0,3 %) kan o€ 4 (0,1 %) aoBeveig avtioToiya, mou Adpfavav To pembrolizumab. O Siapegog povog Ewg TV TPLTN Eppavion MG EMvegpIBiakng avemrapkeiag Arav 5,5 pveg (edpog 1
nuépa éwg 23,7 prvec). H Biapeon diapkeia Sev emmedyBnke (0pog 3 nuépeg Ewg 32 4+ privec). H emveppidiaki averapkeia odiynoe ae Siakom mg aywyrg Tou pembrolizumab oe 5 (0,1 %) agBeveic. H
emveppidiak) avemapkeia unoywenae ot 18 aobeveic, atoug 5 pe emmhokéc. Yoguoinda epgaviomke oe 38 (0,6 %) aoBeveic oupmepihayfavopévwy mepioTanxay BaBpou 2, 37 4 ae 15 (0,2 %), 08 19(0,3
%) kan ot 1 (< 0,1 %) aoBeveig avrioToixa, mou AduBavav To pembrolizumab. O Siapeaog xpovog éwg Ty TIPWTN epeavion T utrepuaitidag rav 5,9 prveg (elpog 1 npépa éwg 17,7 prAveg). H Siapeon Siapkeia
firav 3,6 prveg (e0pag 3 nuépeg Ewg 30,4+ prveg). H umopuainda obiynae ot Siako g aywyrg Tou pembrolizumab ae 9 (0,1 %) aoBevei¢. H umoguaimda umoywpnoe ot 17 aoBeveic, aToug 8 pe emmmAokEg.
YmepBupeoeBiopog epgaviommke ot 261 (4,2 %) agBeveic oupmepidapBavopévwy epiatamikwy BaBpol 2 ) 3 oz 64 (1,0 %) ka1 o 7 (0,1 %) agBeveig avrioTeiya, ou AapBavav 1o pembrolizumab. O Sigpeoog
XpOvog Ewg TV Tpwn eppavian Tou umepBupeoeidiopol fitav 1,4 piveg (ebpog 1 npépa éwg 23,2 piveg). H Siapeon Siapkea frav 1,8 prveg (epog 4 nuépeg Ewg 27 6+ pvec). O umepBupeosiBiapag odiynae
o BiakoT TN aywyng Tou pembrolizumab ot 3 (< 0,1 %) aoBeveic. O umepBupeoeiBiopog umroywpnoe at 207 (79,3 %) aoBeveig, aToug 5 e EMTAOKES. YToBupeoeIBiopog epgaviaTnke o 699 (11,3 %)
acbeveic gupmepihapBavopivwy mepiotanikav BaBpold 2 [ 3 ot 510 (8,2 %) kar ge 7 (0,1 %) aoBeveig aviiarolya, mou AdpBavav To pembrolizumab. O Bidpecog xpovog Ewg My TPWIN Ep@avion Tou
umroBupeoeidiopol firav 3,4 prveg (eUpog 1 nuépa &g 25,9 pAveg). H Siapean Siapxeia dev eminedyBnke (e0pog 2 nuépeg £wg 53,9+ prveg). Ao agBeveig (< 0,1 %) Biekoyav v aywyr Tou pembrolizumab Adyw
Tou uTreBupeoerBiopol. O utroBupeoeBiopos umroywpnoe ot 171 (24,5 %) aoBeveic, otoug 14 pe emmhokéc. Ze aoBeveic pe cHL (n=389), n emitmwan) umoBupeceibiopol frav 17 %, pe BaBuo cofapomrag 1
1) 2 oe OAeg I MepiTwOEIS. Ze aoBeveic pe HNSCC mou éAaBav aywyn povoBepameiag pe pembrolizumab (n=809), n emimweon umoBupeoeiBiapod frav 16,1 % {yia dhoug Toug BaBpolg oofapdmmac) pe 0,3
% yia BaBpou 3. Ee aoBeveic yg HNSCC mou £AaBav 1o pembrolizumab o€ ouvbuaopd pe ynueioBepameia pe whativa kai 5-gBopiooupakidn (5-FU) (n=276), n emimwon Tou unoBupeoaidiopol firav 15,2 %,
pe Babou 11 2 ot oAeg Tig MEpITIWOES. Zxen{OMEVES HIE TO avOTOTTOINTIKG avemBUuNTES Seppiarikes avmidpdatic Lyen{OLEVEC JE TO avogoToINTIKG goBapeg Sepparikég avTidpaoe epgavioTnkav ot 102 (1,6
%) aoBeveic, cupmepihapPavopévwy mepioTarkwy Babpod 2, 3 1) 5 o 11 (0,2 %), 0e 77 (1,2 %) kan oe 1 (< 0.1 %) aoBeveig avrigToika, Tou AduBavav To pembrolizumab. O Biapeaog xpdvog Ewg TV TIpWT
epgavion Twv cofaptv deppamikiv aviidpacewy frav 3,5 prveg (edpog 3 npépe £wg 26,5 prveg). H Siapeon Sidpkeia firav 1,9 pveg (e0pog 1 nuépa éwg 33,0+ piveg). O cofapéc depparikéc aviibpaoeig
odnynoav at diako Tou pembrolizumab gt 13 (0,2 %) aobevei. O1 coPapég Geppanikéc avmibpaceig umoywpnaav ot 71 aobeveic, atov 1 pe emrhokés. Imavia mepioTamika SJS kai TEN, opiopéva ané Ta
omoia pe Bavamgopo éxaon, Exouv mapatnpnBel (BA. mapaypagoug 4.2 kai 4.4). EmmmAokéc 1n¢ aAMoyevoic HSCT aro kAaoixé Aéupwya Hodgkin (cHL) Ao Toug 14 aoBeveic otnv KEYNOTE-013 mou
mpoywpnaav oe akhoyeviy HSCT pera amd aywyi pe pembrolizumab, oe 6 aoBeveic avapépbnke ofgia GVHD kai ot 1 aoBeviy avapépBnke ypovia GVHD, kapia amd Tig omoieg Sev frav Bavamgépa. Ao
aobeveic Tapougiagay ghefoamogpakTiki vogo Tou frarog VOD, n pia amé Tig omoieg Arav Bavameopa, Evag acbeviig mapoudiage To ouvBpopo epglTeuang PETa m PeTapooyeuan). Ao Toug 32 agBeveig
omv KEYNOTE-087 mou mpoywpnoav ot ahoyevi) HSCT pera amd aywyr pe pembrolizumab, ot 16 aoBeveic avapépdnke ofgia GVHD ka1 ot 7 aoBeveic avagpépBnke ypovia GVHD, amd ric omoieg o1 Glo
firav Bavatnpapes. Kavivag aoBevrg dev mapouoiaoe pAeBoamogpaktik voao tou firratog VOD. Kavévag acBeviig Sev mapouciaoe To olvBpopo EPQUTEUONG PETA T PETaHGOYEUAT). ATa Toug 14 aoBeveic
omyv KEYNOTE-204 mou Tipoxwpnaav ot ahoyev) HSCT petd and aywyr pe pembrolizumab, ot B aoBeveic avagépdnks ofgia GVHD kai ot 3 aoBeveic avagépbnke xpovia GVHD xapia amé Tig omoleg dev
firav Bavampopa. Kavévag acfeviig Sev mapoudiaoe pAefoaroppakTiki vooo Tou qmatog VOD. Evag aoleviig mapoudiaot To olvdpopio EppuTeuang pera m perapooyeuor. Aubnpéva nranka éviupa xard
10 guvduaoud rou pembrolizumab ue 1o axitinib o1o kapkivwia rwy vegpwy (RCC) Ze pia kAviki pehém aoBeviov pe kapxiviopa rwy veppiv (RCC) mou Bev eixav Aaper ponyoupevn Bepania kai AapBavav
10 pembrolizumab ot ouvBuagpo pe To axitinib, mapamphBnke peyaiTepn amé T avapevopevn ouyvornTa eppavians BaBpuwy 3 kar 4, aulnpevn ALT (20 %) kar aufnpév AST (13 %). O SiGpecog Xpovog Ewg
v mpwm eppavion mg aufnpévng ALT firav 2,3 priveg (e0peg: 7 npépeg éwg 19,8 prveg). Ze aoBeveic pe ALT2 3 popég To avwrepo guoiokoyiké opio (ULN) (BaBpoi 2-4, n=116), n ALT umoytpnot ot BaBpolg
0-1 ovo 94 %. NMogooTd mevivia evvéa Toig exard Twv aoBeviy pe aufnpévn ALT, éhaBe ouoTnuaniki Bepareia pe koprikooTepoEiBr. ATa Toug agBeveic Trou avappwaav, atoug 92 (84 %) éyive emavivapén g
povoBepameiag eite Tou pembrolizumab (3 %) eite Tou axitinib (31 %) fj kau Twv Blo (50 %). ATe autolg Toug aoBeveic, To 55 % Bev eixe kapia uretpoT) g ALT> 3 gopéc To avitepo guatohoyixé opio (ULN)
Kai amo ekeivoug Toug aoBeveic pe umotporm g ALT> 3 gopéc 1o avwrepo guaioAoyiké opio (ULN), ool avappwoav. Acv utmpav nmarika oupBavia BaBpol 5. Mn guoloAoyikéc epyaomnpiakee TiEs Ie
aoBeveic mou EAafav povoBepameia pe pembralizumab, Ta mocooTa Twy aoBeviv Tou epgaviaay petaBoln oe un qualohoyiki epyaompiakd Tiph BaBuou 3 1 4 g oygon e v évapln g peAéng qrav 1a
akdhouBa: 10,8 % pe peiwpéva Aeppoxkimiapa, 8,3 % pe peiwpévo vampio, 6,4 % pe peiwpevn aipoagaipivn, 5,4 % e peiwpéva puogpopika, 5,0 % e aufnpévn yAukoln, 3,1 % pe aubnuévn AST, 3,0 % e auinuévn
ALT, 2,7 % pe aufnpévn akkahikn pwogaraoT, 2,4 % e peiwpévo kakio, 2,1 % pe peiwpéva ouderepdpira, 2,0 % pe pewpiva aporrerahia, 1,9 % pe augnpévo aoBéomo, 1,9 % pe auénpevo kahio, 1.9 % pe
aufnpévn xohepuBpivn, 1,6 % pe peiwpivn Acukwyarivn, 1,5 % pe peiwpévo aoféomio, 1,5 % pe auénpévn kpeanvivr, 0,9 % pe perwpéva heukokirrapa, 0,7 % pe aufnpévo payvioio, 0,6 % pe perwpévn yAukaldn,
0,2 % pe peiwpévo payvioio kai 0,2 % pe aufnpévo varpio. e aoBeveic ou éAaBav pembrolizumab ot auvBuaopd pe ynueioBepaneia, Ta TocooTd Twv agBeviov Tou eugavigav peTafoln o€ pn eualoAoyiki
epyaompiaxn TR BaBjoU 3 i 4 oe oxéon pe Ty évapn Mg peAEmS frav Ta akohouba: 33,0 % pe peiwpiva oudeTepopiAa, 25,5 % pe perwpEva Aeppokimrapa, 20,3 % pe pewpévn aipoopaipivi, 19,3 % pe
peiwpiva AsukokGrrapa, 13,9 % pe peiwpévo varpio, 10,8 % pe pewpéva aparierahia, 9,7 % pe peiwpéva pwotpepikd, 8,4 % pe peiwpévo kakio, 7,6 % pe aubnpévn yAukdln, 3,9 % pe aulnuévn AST, 3.8 % pe
aufnpévo xakio, 3,7 % pe perwpévo aoBéatio, 3,6 % pe augnpivn ALT, 3,1 % pe auénuévn kpeamivivn, 3,0 % pe perwpévn Acukwparivy, 2,2 % pe augnpévo aoBéomio, 1,6 % pe auénpévn akkahixn guagaraaon,
1,2 % pie auinpevn xohepuBpivn, 0,8 % pe penopévn yhukoln kai 0,4 % pe avinpévo varpio. Ze aoBeveic mou éhaBav 1o pembrolizumab ot ouvbuaapd pe o axitinib, 1o mooooTa TwWY aoBeviy TIOU Eppavicav
perafohn ot pn puciohoyikn epyaampiakn Tipf BaBpol 3 1 4 rrav ta axdhouba: 20,1 % pe aufnpévn ALT, 13,2 % pe aufnpévn AST, 10,8 % pe pewpiva Aepgokirrapa, 8,9 % pe aufnpevn yAukoln, 7.8 % pe
penwpEvo varpio, 6,4 % pe peiwpiva puagopikd, 6,2 % pe aufnuévo kakio, 4,3 % pe aufnpévn kpearivivr, 3,6 % pe peiwpévo kahio, 2,1 % pe auénuévn yokepuBpivn, 2,1 % pe pewpévn aipoagaipivy, 1,7 % pe
autnpivn alkahikq guagardon, 1,5 % pe augnpévn v mpoBpoppivn AieBvoig Opakotroinpévng Zxéong (INR), 1,4 % pe peiwpéva AeukokiTiapa, 1,4 % pe peiwpéva apotrerahia, 1,2 % pe aparetapévo xpovo
evepyorroinuévng pepixng Spopfommhaaivig, 1,2 % pe penwpéva oubetepogira, 1,2 % ye augnpévo varpio, 0,7 % pe perupivo acpéomio, 0,7 % pe aubnpéve aoBeaTio, 0,5 % pe pewpivn Asukwparivn kai 0,2 %
pe peiwpévn yAukoln. Avogoyovikonra Ze khivikég peAéteg oe aoBeveig ou éhapav pembrolizumab 2 mg/kg kaBe Tpeig epdopadeg, 200 mg kaBe 1peig epdopadeg i 10 mg/kg kaBe Sla A Tpeig efBopades, wg
povoBepareia, o€ 36 (1,8 %) amd Toug 2.034 acBeveis Tou afiohoyiBnkay, avixvelBnkay avriowpara, aTnv aywy pe pembrolizumab, amé Toug omoioug o1 9 (0,4 %) aoBeveic tiyav efouderepwikd avrigpara
Kkara Tou pembrolizumab. Aev uTpée kapia évBeifn perafioAng Te gappakekvTIKAG 1} Tou TIpogiA acgakeiag pe my avamuln avnigwpdrwy katd Tou pembrolizumab f EfQUBETEPWTIKIY QYTICWHATWY.
MNaidiarpikég mAnBuoude H aogaleia Tou pembrolizumab wg povoBepameia éxer afiohoynBei oe 161 madiarpikeds aoBeveig nAikiag 9 pnviov éwg 17 etwv pe Tpoywpnuévo pelavwpa, AEppuwpa f
TIpoYwpnuévous, utrotpomalovres i avBexTikols cupmayei dykoug pe Bemikr éxppaon Tou PD-L1, ota 2 mg/kg kabe 3 efdopades o perém Gaang Ill KEYNOTE-051. O mAnBuopidg Tou kAaoixol Aepgipartog
Hodgkin (cHL) (n=22) oupmepieAaBe aodeveic nhikiag 11 £wg 17 etwv. To Tipogih aogaleiag ot TaidIATPIKOUG AOBEVEIS TaV YEVIKA TTAPAHOI0 PE EKEIVO TIOU TTapampliBnke o evAAIKES Tou EAapav Tnv aywyr
pe pembrelizumab. O mio ouyvg avemBopnTeg evepyeieg (avapepBnkav ot Togoato Toukdyiotov 20 % twy madiarpikuiv acBevav) Arav upegia (33 %), Eperog (30 %), kepahahyia (26 %), kotkiakd akyog (22
%), avapia (21 %), Brixag (21 %) ka1 duokorhiomyra (20 %). H mheiovémra Twy avemBUpnwy evepyeitv mou avapépBnkav pe m povoBepantia firav ooBapomrag Baduou 1 A 2. ERSopdvra é§ aoBeveic (47,2
%) eixav 1 i mepioodTepes avemBupnTES EvEpyeies BaBpol 3 Ewg 5, amé Toug oTroioug o1 5 agBevels (3,1 %) eiyav 1 | TEpIoodTEpEC avemBUKNTEC EvEpyEIES Tou obfiynaav ato Bavaro. O1 guyvétne Bagilovial
oe 0Aeg Ti¢ avapepBeiotg avemBUpNTES EVEPYEIES Tou pappdxoy, avefapritwe mg aflohdynong e amwdoug oxEang amo Tov epeuvnTr. Avagopd mavohoyoUuevwy avemBiunTwy evepvelv H avagopd
mBavoloyolpevwy avemBUNNTWY EVEPYEILY PETa amd T Xopriynon abeiag kukAogopiag Tou gapuakeuTkol TIpoidvTog eival onpaviiki. Emmpémer m ouvexr) mapakohaUBno g oxéong opélouc-kivaivou
TOU QAPUAKEUTIKOU TIpOIovToq. ZnTeital amo Toug emayyeAparies uyeiag va avagépouv oTioiegSimoTe mBavoloyolyeves avemBipnTes evépyeieg oTov EBviké Opyaviopd Pappdrwy, Megoyeiwy 284, GR-15562
Xohapyog, ABva, TnA: + 30 21 32040380/337, @af: + 30 21 06549585, lovoromog: hitp:/iwww.cofgr. 7. KATOXOE THE AAEIAZ KYKAO®OPIAL Merck Sharp & Dohme B.V., Waarderweg 39, 2031 BN
Haarlem, OkAavia 8. APIOGMOE(OI) AAEIAL KYKAC®OPIAL EU/1/15/1024/002 9. HMEPOMHNIA MPQTHE ETKPIEHI/ANANEQEIHE THE AAEIAL Hpepopnvia mpamg éykpiong: 17 loukiou 2015
Hyepopnvia teAeutaiag avaviwong: 24 Mapriou 2020 10. HMEPOMHNIA ANA@EQPHIHE TOY KEIMENOY 24 louviou 2021 TPONOE AIAGEIHE NMepiopiopévn iaTpiki ouvtayn. Mévo yia Noookopeiaki
Xprian amd yiarpd e karahnhn eibikeuon kai epmeipia. Tia v TARPN TEPIANYN TWV XOPAKINPIOTIKWY Tou TIRoIovTog, TapakakoUpe va ameuBiveate otov Tomkd Avrmpoowto MSD A®BEE, Ayiou
Anpnpiou 63, 174 56, Ahipog, EAMGGa, Ap. Mrrpiau FTEMH 121808101000, TA.: +30 210 9897 300, dpoc_greece@merck.com

Bon@riaTe va yivouv Ta gépuaka o aopakn kar AVagEpeTe OAEE Ti avemBpnTeg
evépyeieg yia OAA Ta pdppaka ZupmAnpivoviag my «KITPINH KAPTA»
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MEPIAHYH XAPAKTHPIZTIKON TOY NPOIONTOE

v To wappum autd Tehel \ma cuum\npwpuﬂm TiapakohoGenar. Aurc Ba emIpEYEr TO ypﬂ\«npa

Phesgo pmopei va TaBei. MM T ‘Exouv avagepBei oupclpu TIVEUHOVIKG
ouppavia pe m KP"IU"I me vpumnuﬁnupupm]q m:m !l]v nuﬁ]\mpnpm aTny ayopd. Autd Ta oupfdvia

4O VEWV TTAr G. Znreital ama Toug ¥
cmclmﬁrmm: meavol\ovcupf.v:g uvr.maupnm; evipyeieg. BA. mapdypago 4.8 yia Tov TpaTTo avapo-
pag aveTBUPNTWY EVEPYERLY.

Phesgo 600 mg/600 mg evéopo Sidhupa

Phesgo 1200 mg/600 mg evéoipo Biahupa

Evéoipo Sidhupa. Alauyég Tpog ipiBidov SidAupa, dypwpo Tpog eAappwg Kadtave, pe pH 5.2-5.8,
wapwtikeTnTa 270-370 kan 275-375 mOsmolkg yia Ta SiaAiparta 1200 mg/600 mg kar 600 mg/600
mg, avriotoixa. 2. MoloTIKA Kai TogoTikg oUveeorn: Phesgo 600 mg/600 myg eviopo SidAupa:
‘Eva giakidio 10 mL Siahdparog repiéxe 800 mg meproudoupdpting kai 600 mg rpagtouloupdpTmg.
KaBe mL SiahGparog Tiepiéxa 60 mg meproufoupdpmng kai 60 mg TpaotoufoupGuTing. Phesgo
1200 mg/600 mg evéaipo SiaAupa; Eva giakidio 15 mL SiaAoparog Tepiexel 1200 mg Teproujoupd-
g kai 600 mg 1pac sapmng. KaBe mL Trepigxer 80 mg mepToudoupapTmg kan 40
mg TpagToulou 5 HAPTTN Kal N Tpag JGuTTn £ival t§avepwIToTToInpéva pova-
KAWVIKG QVTIOWGTA Gvogoopaipivig (19)G1, Ta oTioia TapayovTal Ot KUTTapa BrAaaTIKLY (AT TIC
woBrikeg kivedikoU kpiknTou) pe Texvodoyia avaouvbuaopévou SeooupiBovoukheivikol ofEog (DNA).
i Tov AN katahoyo Twy exdaywy, BA. Topaypapo 6.1

4.3 AvrevBeigeig: Ynepeuaiotnaia oig BpacTikég ouTiEg fj Ot KATIoI0 aTrd Ta EKBoYa TToU avagépoval
oy Tiapaypapo 8.1, 4.4 EIBIKES TPoeIBOTOINOLIS KAl TTPOPUAALEIS KaTd m xpf;oﬂ: lxvnkuu'ryd-
mra: Mpoxeipévou va BEATIWBET N itvAGTUGTNTA Twy BIOAOYIKWY QUPUAKEUTIKWV TIPGIOVTWY, T0 vo-
pa ka o apidyds maptidag Tou )(nprwaupsv:m Tipoioviec Ba ﬂpéﬂn va Kmu\'pmpmm pe mx:pqulu
AvgAziroupyia apioTepns KoiAiag ave-
mpnmg} ‘Exouv avapeplel p:m:am; o010 x}\uupn I.E,wﬂqon; uplmlﬂﬂc kaikiag (LVEF) pe pappaxeu-

TIKG TP ToU TIapep r(ouv m s Tou HERZ uuumpmupﬁuvoutvn; ™G TERTOU-
foupauTng Kkai g 1p c H Ty e 16 TG oUpTTT OUCTONKAG
Euc.\srroupwug ™ apioTeprig koilag (LVD [oupgopnmikr kapSiaxry avemd fiTav ugnAGTERN OE

unﬁs.vm; umo Bepareia pe m:pmu{,aupuprm oe HO WE TPaaTOU{oUNATIN Kal KNy paTisia
O OUYKPIT) PE TNV TpaC AT ouv xnp:macpdwclu o w}\nlmo TG emKoupikig Bepameiag, n
TIAZIGVOTTTA TWV TIEPITTTWOEWY GUHTITU TTou Arav yia
aoBeveig Trou EAaPav xnueoBepameia pe Baon Ty avBpakukiiv (BA. Tapdypapo 4.8). O aoBeveig o
omolol éxouv hafel Tiponyoupevn Bepameio pe avBpaxukhiveg 1 Exouv uTroBAnBel o TponyoupEevn
aknvoBepatizia oy Treploxn Tou Bupaxa evBiExetal va Siatpéxouv uynAétepe KivBuvo peiuang Tou
LVEF paoe peretwv pe evBopAeBia mieprouloupapTm ot ouvbuaoud pe Tpagtoufoupdyumm kar xnpeio-
Beparreia. O1 aoBeveig pE ITopIG cofaplic kapdiakng veagou f GAMuY IGTRIKWY mwmuauuu 1aToptke
koakwy SuapuBpiy i mapdyovteg KivBUvou yia v avamTugn koiaxwy 5u

ama my (véo) emkoupikn Bepameia yia rov MKM ot Baowkr Soxipry FEDERICA e Phesgo. To Phasgu
Bev £xel peAeTnBei o aoBeveig pe: Tpn LYEF < 55% (MKM) | < 50% (MKM) mpiv amé Tn Bepamreia
npurnlwucvu 1gTOPIKG Uuutpopnmm; xapSiaxng averapkeiag (ZKA) kataoraoeig Tou 8a pmopoloay

uTpay Tep , Exouv uvc:w:pe:i TEPITTTWOEIG SIGUECTS TIVEUPOVIKAG
uyeiag va PEP: vooou, wupcvmv rmv 1en Tou pova, Tou ouvdpapou ofgiag nvnrrvzumrm;
Buoxtpeiac, T TIVEUpoviag, TG TIveupovindac, Tng u'rrs{mmrlkng guAOYRG, TNE aVATIVEUOTIKAG Su-
oxEpeiag, Tou ofEog " JHaTog Kal Mg KNG Q1 TapAyovTES Kiv-

Bivou Tiou oxeTiZovTan KE TN BIGHESN TveuoviKA veco TEpapBAvoUY TIponyaspevn f Tautéxpovn
Beparreia Pe GAAES QVTI-VEOTTAGOHATIKEG BEpaTTEiEg TTOU EiVal YWWATO &1 OXETICOVIaN PE GUTAV GTTWG Of
Taggveg, n yepomapivn, n BivopeABivn kan n akmvoBeparicia. Autd Ta oupfavTa pTopel va Tipokdpouy
WG PEPOS Piag avTiBPaoTC TTou oETICETal pe v Eyxuon 1 pe kaBuatepnpévn évapén. O aoBeveig rou
Pidsvouy BUoTIvoia gt NEEpia Adyw ETITAOKWY TIROXWRNNEVTS KOKOABEIRS KAl CUVWOOT|POTHTUY HTTo-
pei va Biatpéxouv aubnpévo kivBuvo Trveupovikiy oupBdviwy. Emopévig, autol o aoBeveig Sev pé-
Tiel va Aappavour Phesgo. Mptmal va Sidetan mpoooxf} oTnv Tiveupovinda, ebikg oe aoBeveig Tou
AMappavouy Tautdxpova tafaves. Exboya: AuTd TO PAPPAKEUTIKG TIpoidY TIEPIEXEI MyoTEpD amd 1 mmol
vatpiou (23 mg) ava Boorn), SnAabi eival cuciaoTikg «eAeuBepo vartpious, 4.8 AVEMBOUNTES EVEPYEI-
£¢: Zuvoyn Tou mpogiA aopaisiag: O mo auyvic ADRs (230%) mou avagépBnkay ot aoBeveig Tou
utroBAfBnrav ot Beparreia pe Phesgo f evBoghéfia Treproufoupautin ot ouvBuaout ye Tpactoulou-
papTm kai xnueoBeparreia Arav n ahwmekia, n Siappoia, n vautia, n avaipia, n e§acBévion kal n ap-
Bpakyia. Ta mo cuyvd cofapd avemBupnTa oupBavia (SAE) (= 1 %) Tou avapépdnkav oE aoBeveig
Trou uTroBARBnKay ot Bepameia pe Phesgo fj evBogatBia Treprouloupdumn ot ouvBuaopd Pe TpacTou-
foupaptm Arav spwi'pcm oudeteporievia, n kapdiakd averrapkeia, n mupekia, n oudetepomevia, n
OUBETEPOTTEVIKT] aTjyn, © pvalwu(vog apiBpog uube'upovmu)v Kal n nvcuuovm To npmp!}\ ucm:m\uag
Tou Phesgo fjrav ouvoAikd guveriEg pe To ywwaoTd TTpogik aogpdleiag g @AERIOC TrED pa-
HTTNG O guvBuaoud pe pa GUTIT, HE pid Tip 1 ADR ¢ aviidpaang oto onutio mg tve-
ong (14,9% évavn 0,4%). KardAoyog ave ip uITe popen mivaxa: H aopahea
G MEPTOULOUPGLTING O TUVBUGOWS HE 1pumau¢:updu'nn &xer afiohoynOei oe 3344 aoBeveig pe
HER2-8emiko kapkivo Tou paoTou onig Baoikeg Sokipeg CLEOPATRA, NEOSPHERE, TRYPHAENA kai
APHINITY. Hiav yevikG ouveririg Hetal Twv JEAETIV, QV KaI N OUXVETTA EPQAEVIONS Kai Of TI0 SUXVES
avemBupnTeg evipyeieg gappaxwy (ADRs) moikihav avahoya pe to £av n TepTouloupapTn OE ouvBu-
aoud PE TNY TpaaToufoUHGHTIN XopnyRBnKkav pe f Xwpi guyXopnyoUREvouS avTiVEOTIAQONaTIKOUG
Tapayavreg. To mpopid aopaheiog Tou Phesgo éxe afiohoynBel o 248 aoBeveic pe HER2-8emikd Trpwo-
1o kapkivo Tou paoTol ot Bagikn Sokipn FEDERICA. © Mivakag 2 mapoumade 1ig ADRs Tou éxouv
avapepbei axeTka pe T xprian g evBoghéBiag TepTouloupaTING ge oUVBUAOPO e TpacToudoupd-
WM Kai XNpeloBeparicia oTig TiapakdTw Baoikic kKAvikéc Soxipég (n = 3344) Kai Perd TNV Kukhogopia
Toug. EmmrpooBera, o ADR eibikr yia v o806 xopriynong Tou Phesgo n omoia €xer avapepBei ot
HeAETn FEDERICA TrepidapBaverar aTov mivaka 2.
* CLEOPATRA, omv aTroia n TrepToulpupdumrn xopnynenke ot ouvduaopd Je TpagToufoupdpTn kal
GooeTagEhn o aoBevEig PE PETAOTATIKG KapPKivo Tou pacTou (n = 453)
- NEOSPHERE (n =308) kan TRYPHAENA (n = 218), omig oToigg n TepTououpapTim xopnyienke we
13 4] HO pE TPAC ™ Kai ot aoBeveig pe ToTKG

va emPap m PG Kolkiag, oTiwg tivar n pn :waupwn , TO TIpG-
opato tprppcwuu TOu uuauﬂpﬁicu. n uuﬁcpn Kapﬂuun cppuemu n omoia XpriCe Brpa'r::yuq i n afpol-
ankn | ékBean ot ) éwg > 380 mg / m2 Sofopoufikiviig 1) AANG avrioToixng.
EmTrM:uv r| n:pmu(ouuﬂruﬁn ot uuvﬁuuwb He 1pumautuuuuun11 Kal xquuuﬂspmuu Bev EXEl pEhE-
Bl o aoBeveig pe pewoeig oto LVEF <50% kard m Sidpkeia Tiponyoipevng emrkoupikig Bepareiag
HE TpaaTouloupdpTn. ExnpioTe 1o kAdopa e§wBnang apioTepric Koikiag (LVEF) piv amd myv évapén
Tou Phesgo kai avd raxta ypovikd Slactipara kard m didpkeia g Bepameiag (mx. pia popd kara
ﬁIGFKEIB me :louyw\rimg Beparel ag kal kdBe 12 zﬂbapclbu; omv. EmKoUpIKT BepaTTEia kal gTo PETO-
oTanké aradio) yia va bi i én 1o LVEF B EVTOG TWY P h v opiwv. Edav 1o LVEF
£xen peiwbel dnuwg urro&:xvu:rm amy rrapc:vpmpo 4.2 xkan Bev Exer B:M:mﬂ: " €xn HewBei MEpIOTD-
TEpo OtV EMAUEVT EXTiUnon, Ba TipéTie va eEetaletan iBiaimépwe n Siakonn Tou Phesgo, exTog edv Ta
opEAN yia ka8t acBevr) atopikd BewpeiTal 6T UTIEPTEROUY Twv KkivBivwy. O kapdiakag kivbuvog Ba
TpEmel va AapBAveTal UGN TIPOCEKTIKG Kal v ICOPPOTIEITAl £VaVTI TNG IaTPIKAG avdykng kabs aoBe-
volg a1opIkG Tipiv aTé T Xprion Tou Phesgo pe pia avBpakukhivi. Me Baon Tig puppakodoyikég Spa-
OEIG TWY TIapayovTwy Tou oToxelouy otov HER2 kai Twv avBpaxukAiviuy, o kivbuvog kapdiaknig 1oé-
koTTag avapéveran mBavirg va eival peyal(TEpog KaTd TV TauTéxpowry xpran Tou Phesgo kan
avBpakuKAVY aTid on kaTa éludumxn Toug xpron. H Siadoyikr xprion Tou Phesgo (o oukuclué

t*vo pAeypovibdn A T kapkive Tou paated

. APHINIT\‘ amv omoia n rrzpmu(nuuuuﬂn Xopnynenke wg mxuupmﬂ szcrm:lu ot wubuuuuo pE
TpaC IHEHTIT kel XN paTTEia ﬂumcu:vn 1 yn ae avbp: 1. N onoia TiepieAdpBave 1afd-
VN O£ auﬂwslg ye TIPUWIPO Kapkivo Tou pagTol (n = 2364)

= FEDERICA, omnv omoia 7o Phesgo (n=248) f evBoghifia meproulpupdyTn kal TpagtouloupdapTn
(n=252), 568nkav ot ouvBUAOUG HE XNPEIBEPATIEIa OE GOBEVEI PE TIPUIPO KAPKIVO TOU paaTol

Emeidn n mep UGPTIT XPNai fron oE @ O YE TPOT HARTIT KaI )

eivan SGoxoho va mlﬁsﬁmm&:l n mlinhnvim oxion piag avemBupnTng avtidpaons e Eva uuvnupt-
HEvo gappaxkeuTikd Trpoidv. O ADRs TapariBeviar MapaxdTw aUp@va Pe TNy Katnyopia/opyavikd
augmya (system organ class, SOC) Tou MedDRA kai Tig kamnyopieg ouxvatniag: oAl guyxveg (=
1/10) - Zuyvig (2 1/100 Ewg <1/10) - Oyt ouyvég (2 1/ 1.000 £wg <1/100) - Emdvieg (= 1/ 10.000 Ewg
<1/1.000) - Mot omavizg (<1 / 10.000) - Mn yvworég (Sev pTiopouv va exnpnouv pe Baon 1a Sia-
Béopa SeSoptva). Ze kaBe kaTnyopia ouyveritwy Kal kamyopia/opyaviké ouotnpa (SOC), ot ADRs
Tapouaiddovral pe oeipad @bivoucag oofapoTnrag.

Mivakag 2 Zivoyn Twv ADRs o aoBeveig Tou EAaBav BEpOTTEIT PE TTEPTOUTOUPATTT, TPATTOU-
Joupdpmn o Bagikég kAVikEG SOKIPEG™, KaI PETA TNV KuKAopopia

e Tagavn) afiohoyrBnxe petd G TG 16 Buo e Bdon my ave,

o peieérn FEDERICA, evi n BiaBoyikn xprion tng evBoghéfiag reproudpupdummg (ot ouvduaoyud u:
Tpactoufoupdunn Kal pia Tagavn) aiohoyrBnke PeTa To okéhog Tng empouBikivg f Tng Sofopoufiki-
vng ToAMY oxnpdTwy Baoopiviy oe avBpakukAivn omg uchtrsgAPHlNlTY Kal BERENICE Ta Btm
péva gogiheing mou eivar Siafioipd yia my Taure 1 xprian mg evd e TG
ouvBuaapd PE TpagToufoupdpTIn Kal Wia avBpakukAivn Eival TEplopiopEva. ETr| pmnn TRYPHAENA
n evBogAefia meprouloupdpTin e ouvBuaapo pe tpucm:u{ouuaynn xuprwnanms TAUTOXPOVE HE ETTI-
puuﬂian we pépog Tou oxnparog FEC (5-¢ iAn, i6n) (BA. Tro-
paypagpoug 4.8 kai 5.1). Movo aoBeveig mou Sev eixav MBH rrpunvuup:vm( xqpr.raﬁtp(m:m Ehapav
Beparreia kal EAafav xuunl\:g aBpOIoTIKES 660‘;"; empoufikivng (Ewg 300 mag/m2). e autr T peAEm,
n kapdiaxn uuw,\slu ATav Tapdpoia PE exeivn Tiou TrapampiBnke ot aoBeveis aToug oTojoUg xupq-

vanwt 10 B0 oxnuu uMn e Biaboyixr) Xoprynon TG TEpTou (Werd ) xnp HE
FEC, 1 e MV E mou [< e TV Eyyuon
(IRRs): To Phesgo Exe1 uuaxmcnel e uvnﬁpuuug an:{cuev:; pr. mv wzan (BA. mpaypuw 4.8). O
avnBP&ETEIS TTOU OXETICOVIl HE TNV EVEON OPITTAKGY WS oTIodrToTE ougTNHaTK’ avTiBpaan pe ou-
WTITWHGTG GTTWG TIURETOG, pivn, Ke@aiahyia, mMBavilg Adyw ameAcuBEpWIONS KUTOKIVWY, TIOU EHQaV-
oBnkav eviog 24 wplv amo T xopfiynon Tou Phesgo. Zuviotdrar otevr) TrapaxohouBnom Tou ooBe-
voug kard T Sidpxea kal yia 30 AeTTd HeTd atmé T xopriynon e doong epddou kai kard T SiGpKeia
kel yia 15 Aetria perd amo 1 xoprynen g eong ouvifprang Tou Phesgo. Edv onyeiwel onpaviikeg
avIiBpaon Tou oxeTigeTai pe Ty Evean, n tveon Ba Tpéme va emPpaduvBe f va SlakoTrel kai va Xopn-
ynBouv kardAAnAeg iaTpikég Bepatreieg. O aoBeveig Ba Trpémmel va afjohoyouvan kai va TapakahouBod-
VTa TIPOTEKTIKG PéX P TNV TTARPN aTroeSpopr Twy ONMEIWY KA Twy JUPTTWRGTwY. Ba Tpéme va eEeTa-
OTel To EvBEXOHEVO OPIOTIKIG BIOKOTIAG OToUG aoBEveic Pe CoBapég avIIBPACE; OXETIEOPEVES HE TNV
€vear), H khivik autr) extipnon 8a Tipémer va BaoiZeral ot Bapitia TE TponyoUpevng avTidpacng
Kal oTnV QvTaToKpion aTn xopnyoupevn Bepatreia yia my avemBounTtn evipyeia (BA. Trapdypagpo 4.2).
Mapdho Tou Bev Exouv TTapatpnBel Bavarnpopeg exPAOEIC O OTIOIEC TIPOKUTITOUY aTId avTIBPGoEI
oxenlopeveg pe Ty Eveor pe To Phesgo, Ba Tipeme va Bidetal mpoooxr, kaug Bavateopes avndpa-
GEIg GXENIBYIEVE LE TV EyXuon EXouY ouaXeTTei i T evBophéRia mpmu{uupa;mq oE avBuaoHG
HE evBo@AEfia TpagTouloUPaTIT Kal X ¢ UTTEPE it
O1 aoBeveig Ba Tpéme va nupmcc?«nuﬂnuvnm tevé yia vIiBpaaei u'rrtp:uumannlug Zoﬁupég avt-
Spdoeig uTrepeuaiobnaiag, oupTEp Bavopévwy TNg P {
exPaoeig, Exouv TrapatnpnBei pe Ty TiEp pGpTT oF
oBepameia (BA. Tapdypago 4.8). H mAooyneia Twy avapuAGKTIKWY avTIBpdoewy UVERN EVIGS Twy.
Tpwiwv 6-8 kukhwy Bepameiag, Grav n mepTouloupduTn Kai n
uuvﬁuuu‘pé HE xnpuo&zpmiu Ba nptrm va Siarifevral yla upw‘n xpncn PUPHAKEUTIKG TIDOIOVTIJ yia
TV avTip ] QUTLDV Ty avTis . kaBug kal g€

Katnyopia/opyaviké . " "
guoTEa Doiv guyvég Euxvig Oy ouxvic Emdvieg
Aoipwteic kal Tapa- PAPUYYITID TMapovuxi
TITUOEIG Aoipwén Tou avis-
TEPOU QVATTVEUDTH
Koy guaTiparag
Aiatapayég Tou EpTripeTn OUBETEPOTIE-
aipoTromnTked kai Tou | via®, QuBetepomevia
|Aepgikod guaTiuarog | Aeukomevia, Avaiuia
Aiarapayég Tou Avnﬁpuun amy Ymepeuaiatn- AvaQUAGKTIKT Zuv!ipupo
JTIKa0 £yxuon™, * aig®, * aviipaon®, * | ameAeudé
OUOTAKATOG YnepeuaioBnoia KUTOKIVGV"®
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ong. To F'hesgc TIPETIE va SIGKGTTTETTI OPIOTIKG OF wepl‘rmu:!n uwﬁpuctwv P 1
Aatia) 4ou BaBuou kara NCI-CTCAE, Bpoyxoomacpou n ouvbpayou oftiag avarmveuomkig SuoxEpe-
ag (BA. mapdypago 4.2). To P‘hesgo avrevBeikvuTal OF aoBEVEiS PE yWWaTH uTepeuaioBnoia oty

TEPTOU{OUHANTT, OTNY TPAoTOUZpUPANTTN 1] OE oTioiodrTToTe ammeé Ta £xkboya Tou (BA. mapdypago 4.3).
Epmupemn ouderepomevia: Oi agbeveic uid Bepareia pe Phesgo oe OuVBUAOHO e TafGvn Siatpé-

xouv aunuévo kivBuve epmiupeng ouBeteponeviag. Or aoBeveic umd e evBophEp
oupduTrn ot guvduaoud pe Tpaarouloupdumn ka SooerabéAn Siatpéxouv aufnpévo KivBuvo eppdvi-

ang ENTTUPETTG OUBETEPOTTEVIOS OUYKPITIKG e Toug aoBeveic utro Bepamieia e Elkoviko

TpagroufoupdpTn ko SoceTageEAn, eibikd kard Tn SidpKEIT Twy TIpWTWY 3 KUkAWY Trg Bepameiag (BA
mapaypago 4.8). I pehétn CLEOPATRA, otov petaoTanké kapkivo Tou pagTou, o kanwrareg apit-
16 auBetepdpihy fTav Trapépolog aToug aoBevelg uTré Bepateia e TiepToulouPGHTN Kal TOug coBe-
veig uTo Bepameia pe EKOVIKG PAPHAKO. H unASTEPN TUXVOTIITA EPPAVIONG TNG EPTTUPETNG DUSETEPD-
Teviag gToug aoBeveic umd Bepatiela pe TEPTOULOUNGUTIT OXETIOTNKE PE UWNAGTEPN OuXvaTNTA
sppaviong PAevvoy G kal Bid aToUg oUyKEKpIPEVoUS aoBevels. a TipEmel va eeTaoTel To
evBExOPEVD Xoprynang oupTrwpanikng Bepareiag yia m BAevvoyovina kai 1 Sidppoia. Aev avapép-
Bnke kavéva ouppdv epTropemg ouBeTepoTeviag peta and  Siakorn g SooetatéAng. Aigppora: To
Phesgo pmopti va ipokaréol ooBap Sidppoia, H Sidppoia eival ouxveTERN KaTd T SIGPKEIS TAUTE-
XPovng xoprynong e Bepameia e Tafdvn. O nAikiwpévor aoBeveig (z 85 emwv) Exouy UYNAGTEPO Kiv-
Buvo BIGPPOIGG TE CUYKPIT| E VEGTEPaUS GoBEVEiS (<65 eiov). H Bidppoia TIpEms! va aviiperwmael
aUpQuUVE e ngouvnaug Trpmmnoq Kai oﬁnwcg, Mpémel va ctnumz: n Tpwipn Tapéppacn pe Acncpu-
uidn, uypa ka ', 1Biaitepa ae nA )i acBeveic Kol ge TIEpITTTWON
copapng f TapaTeETapEVNg élappolag Mpéma va e€etaoBei n Siakomm mg Btpcmtlag pe Phesgo edv
Bev emreuyBei BeAtiwan g kataataong Tou aoBevoug. Drav n Sidppoia Tefei uto Eheyxo, 1) aywyr He
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A O Nivaxag 2 rapoudidfel 1a ouykevTpuwTika Sebopéva ammd T ouvolikr mepioBo B;pu‘r{z:u; T HEAE-
1 CLEOPATRA (katahnkmiki nuepopnvia SeBopévwy 11 ®efpouapiou 2014° o Sidueoog apiBuog ki-
khwv Tng TEpToudoupapTng frav 24)° ka amd my mepioBo eroaywyikng Bepaneiag oty NEOSPHERE
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(o Bidpeoog apiBpog kUKAwY g TEpTouloupdpTng fitav 4, of 6Aa Ta okéAn Bepamieiag) ka otV

TRYPHAENA (0 Bidpcong apiBuée kUKMbY TG TepToufoupduTmg ftav 3 - B oe 6Aa 1a okEAn Beparer-

ag)’ kabug xa amé my Tepiodo Bepareiag oy APHINITY (0 Sidpcocog apiBudg KUKAWY TG TTEPTOU-

Joupdptng firav 18). EmimAoy, o Mivakag 2 mapoudiadel jia ADR eifikn yia v 086 xopriynang tou

Fhesgc Trou £xel avagepBei oty peAém FEDERICA (o Sigpecog uplaubg KUKkMwv Tou Phesgo frav 7).
* Mepihappavoviar ADRs yia 1ig omoieg Exe avapepBel Bavangoépog xBaor)

** Tia m guvoliki rr:ploﬁo Bspcn'rziut; ang 4 HEMETEG (CLEDF'ATRA NEOSPHERE, TRYPHAENA

nNpépa, ol Mo ouyvég avTIGpAaEig Tou oxeTidovial u:mv £yxuon (2! 0%) oy opdda urd Bepareia pe
Wzmuulauuu}mn fTav KTWaT, UTIEPEL Brigia, puakyia
ka1 Eperog (BA. Trapaypapo 4.4.) ITig PEAETEG ncruvwvrmﬁg Kai m!xcuplkn; Gzpcm;nu; n MEpTOUdoUpG-
W XopnyrBnke T iBia nuépa pe nig ahheg Beparieieg Mg pehétng. Ixenfopeves pe Ty Eyyuon avi-
Spdoug Tapougiage 10 18,6% - 25,0% Twy uoaevwv Kam mv npt»m nucpu XOPRYNONG TG TERTOU-
JoupdpTne (o ouvBuaoyd e Tp n kai e} ). O Timog ka n coBapaTnTa Twv
uuuﬂawuv Aray cuvmﬂ ue autd oy Truparnpn&rpmv atnv peAétn CLEOPATRA, pe v TAeioyngia

APHINITY), H uuxvmr]m epgaviong g Buohemoupyiag upimqug Kolhiag Kal TG CUPPOPNTIKIG

xapdiakrig avETdpKEIag aviavakhd Toug TRoTHWHEvoUS dpoug kard MedDRA Tou avapépovial onig

ETMPEPOUG PEAETEG.
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opifoviail w¢ oToiadiToTe CUCTNHATIKG OupBavVTa Trou avagEpBnkav we uTepeualodnoia, avaguAakT-
kR avtiSpaon, ofcia avtiSpaon oTnv Eyxuon fj gUvBpopo amEAEUBEDWONG KUTOKIVUY Trou Epgavifovial
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Phesgo oz ouvBuaouo pe xnpelobeparmeia

Zmy Bumxﬁ Sorpn FEDERICA, n ﬂuxvﬁmm EHPAVIONG OUPTITWHATIKAG KapBIOKng avemdpkeiag (ka-

Tyopiag Il i IV katd NYHA) pe peiwon Tou LVEF TouMdyiotov katd 10% amé v migR tvup{ng g

pehéme ka oe Tipn < 50% frav 1,2% Twv acBeviv Tou um:B?«anmv oe BepaTreia ps Phesgu Evavr

0,8% Twv agBeviuy Tou uTloPARBnKav gt BepaTreia pe evBOPAER m_puu i Kan
TpacTouloupdpTng. ATé Toug acBeveic Trou Epa aup Kave-

vag amé toug aoBeveig Tou ciyav umopAnBei ot Bepamicia pe Phesgo Sev cixe avaxdpyel kata v

xarahnkTikn npepopnvia oulhoyrig Twy BeSopéviy Kar Evag aoBevic amooupBnke amo 1 Bepateia
pe Phesgo Aoyw evég oupBaviog oupmmuwpatikig kapSiaknig avemapkeiag. AoupTrwpankég f fma

oupTITWYATIKES peiwaErg (Katnyopiag |l kard NYHA) Tou LVEF katd touhdyiotov 10% atrd v Tipg

&vap&ng Tng PEAETNS kan o Tipn <50% (emBepaiwpivn Sedrepn pétpnon Tou LVEF) avagépBnkay oto

0.8% Twv aoBeviuy Tou utrofAnBnkay ot Bepatrela pe Phesgo ka oo 4% Twy aoBevwy Tou umoPAr-

Bnkav oe Bepaneia pe evBopAEBia TepTouloupayT Kal TpagTouloupdaur), amd Toug oTioioug £vag

amd Toug aogBeveig TTou efav uroBAnBei ot Bepameia pe Phesgo Eie avakauye! Kard Ty KaTaAnKTikg
npepopnvia aukoyrig Twy BeBopevwy ka Suo acBeveig elxav amooupBei ano T Bepaneia pe Phesgo
(BA nupavpuw 42 xm 4 4)

Wy va eival ATNEG 1 peTpie ot oofapata

AvriGp <
Phesgo oz ouvduagpc p: ,qu:mszpmin
Imv Bacikd Boxipr FEDERICA, n ouvohikd ouxvotnia Twy avagepBiviuy ouppdviwy uniepeuaadn-
oiag/avaguiatiag TTou oxetidoviav ye 1 atoxsupévn oto HER2 Bepatreia nrav 1,6% otoug aoBeveic
Trou utroBAnBnKav ot Beparreia pe Phesgo évavn 1,2% atoug aoBeveig ou utofAdBnkav ot Bepa-
Treia pe evBopAEfia TepTouloupdpTm Kot TPACTOUOUNGRTIN, EK TWY OTToiWY Kaveva Bev frav 3ou- dou
BaBpod kard NCI- CTCAE (éxSoon 4.0) (BA. apdypago 4.4), ‘Evag acBevrg eppavioe Eva oupfdv
umepevaiodnalag/avapuhatiog kard m Sidpkeia A GPETWE Petd T xopfiynan Tou Phesga’ oTov Tipwro
KukAO To oTioio o8iynae ot aneaupan ana m sza‘rrclu (BA rapdypago 4.2 km 4.4)
EvBopAépia mep or pemp T Kal X
Imv Baoikr Sokipn CLEOPATRA 010 pcwmumm Kapkivo 100 pumou r1 nuv:wm aux\dﬂvqm TV aVa-
@EPBEVTLWV aMG ToV EpEuviTT oupRdvTwy umepeuaioBnoiag/avapuiagiag katd m Sidpkeia cAdkAnpng
g mepiodou Bepamtiag frav 9,3% omy opada ure Beparieia e eikoviké @appako kal 11,3% omy
opada uTé Bepameia Pe TEPTCUCOUPGUTIN, K Tou oTmoiou To 2,5% kai To 2,0 % fArav 3ou-dou BaBpod
kata NCI-CTCAE, avrioToya. Zuvohikd, 2 acBeveic oty opada uTio BepaTieia PE EIKOVIKG QAPHAKD Kal
4 aoBeveig oTnv opada uTid BepaTreia we MERTOULOUHGNTIT Ep@avioay aupPdyia, Ta oTola Tepiypden-
Kav o Tov epEuvnTY we avapuhatia (BA. Tapaypago 4.4),
Zuvohikd, n TAcioyngia Twv aviidpdoewy uniepeuaicbnoiag Arav Amieg A pitpies ot cofapdTnra kai
XGpnoay kara m Baoe v Tou Eyivav o1 Bepameia mg peAéng, of
'm:ploaon‘.pt; aviiBpdacig exTipfnKay we Seutcpeiouatg oTi eyxUoeig Soastagéng
INg peA YLOYIKAG Kal £ Ta guppavia utrepeuaioBnoiag/avagpuiagiag frav
ouvETT uz mmx Tou apamnpiBnkav oty peAém CLEOPATRA. I peAén NEOSPHERE, Suo aoBe-
vEiG OTNY opdda T TEpToufoupdpTInG KAl oTny opdaba Tou ehaPe Beparmeia pe SooetafeAn eppavicay
avaguhatia. Tooo o pehérn TRYPHAENA oo kai amv APHINITY, n ouvolikf] guxvernra utrepeuai-
oBnoiag/avaguAadiag frav uynAdtepn oy opdda Trou EhaBe Bepaeia pe TepTouloupdpTn kal TCH
(13,2% kan 7,6%, avriatoixa), ek Tou omaiou 1o 2,6% kal 1o 1,3%, avrigToixa, apopouge ouppdvia
3ou-4ou BaBpou katd NCI-CTCAE

HE TP 7 Ka Xnp
Imv Bamxn BoKiuf CLEUFATRA n uu)(vomra EPPAVIoNS 1r|; 5ucrl\f.rreupvfu; mg -:lpacmpng Koihiag
(LVD) kata tn Sidpkeia Tg peAEmg Arav uyinAdtepn omy opdda Trou EAaPe Bepareia P siKOVIKG pdp-
pako ot oyéan pe v opaba Tou éAaBe Bzpameia pe meprovoupdpTm (8,8% kai 6,6%, aviiataiya).
H guxvemra epgaviong Tng oupTmwpanknig LVD ftav emiong pikpéTepn oy opdSa Tou ehape Be-
parreia pe TeptoudpupdpTtn (1.8% oty opdada Trou EAaBe Bspurmu HE EKOVIKG @appako evavn 1,5%
omy opada Tou Ekafe Beparitia pe Tep papTm) (BA. 4.4)
I pehETn eioaywyikig Etpcmtln; NEOSPHERE oy omoia ol aoBeveic EAaBayv TECOEPIC KUKAOUG
TEp JHAPTING W yusyikn n ouyvermTa eppaviong g LVD (kard m Sidpkeia g ou-
vaMan TepioSou Bepareiag) firav uPnAGTERR OTNV oua&u Tou EAafs Beparteia PE TrepToudoupdpTn,
Tpaotoulpupdpmn ka Sooerafin (7,5%) ouykpmika pe mv opada Tiou Ehafe Beparreia ye TpaaTou-
Zoupdprm kar Sooetagean (1,9%). Ynripe éva mepiaTatike oupmTwpankig LVD oy opdada ou éAafe
Bepareia pe wzp‘mu(ﬂupﬁuwn Ka TpacToufoupauTn,
I pehéTn ewwaywyiknig Bepateiag TRYPHAENA, n auyvétia eppaviang Tng LVD (katé ) Sidpkeia
g auvokikig Trepiodou Beparieiag) firav 8,3% r.rrnv opada oy tluﬁa Bepania ve 'r!‘cpmu{uupuurrn
TUV TP foupdprrn kai FEC (5-@8ops
o WEPTOU{oUPapTIn ouv Tpucruu(wudpnn Kai bmnaf,th 9, 3% omv opuﬁn Tou £hafe aapunm
HE TrEpTOLZOUGNTIN Ouv TpaoToufoupdauT Kkal Sooctakén perd amd FEC, kai 6,6% oy opada mou
tAape Beparmeia pe meproufoupdpTn ot guvbuaopé pe TCH (Booetagéhn, kapBotAarivn kol TpagTou-
Zoupapmn). H ouxwédnra egpdviong oupmmwpankig LVD (oupgopnmikn kapdaxs avemdpxena) ftav
1,3% omyv opada mou EhaBe Bepameia pe meproudpupdpTin ouy TpaoTouloupapTn ko Booeragiin
perd amé FEC (auto anokAeia Evav agBevr), o omoiog eppdvios ouptmwpaTikg LVD katé T Sidpxeia
¢ Bepameiag pe FEC mpv amd ) Afyn m.p'mu(nupuu'rm; quy TpadToudpupdumn kai SogeTageAn)
®an gmriong 1,3% omy opada mou éhafe Bep pE pGpTn Ot ouvBuaapd pe TCH. Kavé-
vag aoBeviig omy opada Tou EhaPe Bepameio pe TepToupupduTm ouv Tpumuu{ouuupnn xai FEC

4 L
Phesgo gt guvBuaopo uE xnpelo8epaneia
Zm Baoikr} Sokipry FEDERICA, epmipern oudetepomevia nupmnpﬂﬂnxt aTo. ﬂ 5% ruw uuﬁswuv TIou
umoBAfiGnkav ot Bepameia pe Phesgo kot o1o 5.6% Twy aod Tou Ut pe
av&mph:ﬁ:n TIEPTOULOUNGUTIT KOl lpcmou(ouuqu Omwe kar amig faaikég 5ox||.|é\; :\rﬁow.\zﬁmc TEp-
Kal TpaoTe g, ABNKE UYNAGTEPN TUXVOTATE EPPAVIONG E
uuﬁmpmrzvmg peTagl Twy Aciatily aoBeviay Trou éhaBav evBoghifia Beparreia pe eprouloupapTm
Kkai TpagToufoupapT (13,0%), opoiwg, n SUXVETHTE EPAVIONG EUTTURETNG OUSETEPOTIEVIOG fTav Uy
Aérepn otoug AoidTeg unBzv:ﬁ; vuu Ehapav er)&épm Bepaneia pe Phsxgo (13.7%).
EvBopAipia UG E TP 1 Kai XN
Zmyv Baown ﬁo«mr‘g CLEDPATRA n wheoyneia Twy - aoBEvisy Kol m'J; Bio upnﬁzq B&pm'rs.lug EPpavi-
ot TouhdyigTov Eva oupBav Asukorreviag (63,0% Twy aoBeviy otnv opdSa umd Bepareia pe MERTOU-
foupapTrn kot 58,3% Twv qoBeviuv oty opdda UTTO BEpamEia PE EIKOVIKS PAPPCKO), EK TWY OTIOIWY 1]
Theowngia fitav gupPdvia cuSerepomeviag (BA. mapdypagao 4.4). NapamnpiBnke epTrIpeT oUBETEPO-
Trevia o1 13,7% Twv aoBevwy utrd Beparreia pe eproulpupapTn kai oTo 7,6% Twv aoBeviyv umd Be-
pcmelc He eikovIKG papuako. Kai aig 800 opadeg Ezpunelu;‘ T0 TTOgoOTo Twy aoBeviy TTOU ERPAVIoE
evia fiTav To UPNAGTEPO OOV TIPWTO KUKAD Trg Bepareiag kar penwlnke otadiaka
o7 cuvExeia. AuEnpivn ouxveTNIa ENpAvIOng epTipeTng oudetepomeviag TapatnpiBnke peTagd Aai-
arwy aoBeviy Kai omig 5o opdSeg Bepatreiag ouyKPITIKG JE TOUG QOBEVEC aTo dANEG PUAEG Kal GAAEG
YEWYPAQIKEG TTEpIoKES. MeTagl Twy AciaTiy aoBeviv, N UXVETNTA ERQAVIONG TG EPTUPETNG ouBETe-
pomeviag Arav uyniotepn oty opdda ud Bepameia pe meproudpupapTm (25,8%) ouykpmikg pe v
opada uno Beparieia pe exovikg pdppcko (11,3%). £ perén NEOSPHERE, 1o 8,4% twv aoBeviv
Tou :.M:ﬂc uccvwwxn Bcpam:u: e TWepTOufouPapTn, TpaoToudoupdpTn Kol SooeTagEAn ENQAVIOE
pe 10 7,5% Twy acBevisy Trou EhaBe Bepameia pe TpacTouloupa-
pTrn Ka hm{e!\n Xm pz.\rm TRYFHAENA n EpTTUpETN ou&'rzponwln anpednke ato 17,1% Twv

axohouBopevn amé TreptoufoupdapTin ouv Tpaatouloupapnn kal Sooetatiin Sev epgp: TUYTTTW-
pamkr LVD.

Im mepioBo aoaywyikic Bepameiag g peAémg BERENICE, n ouxvéTnra spgavions cuptrmwpar-
Ki¢ LVD g karnyopiag 111/ 1V kard NYHA (oupgpopnmkr kapSiakn aveTdpkeia oUp@wva pe To NCI-
CTCAE, £xdoor 4) nrav 1,5% oy opada mou éAape Separeia pe dose dense Bogopoufikivr kar KukA-
poguapapitn (AC) axohouBolpEVN TTIO TERTOUCOUPGEHTIN TUY TRAATOUZOUPGHTIT) Kol TTaRATaEAN Kol
xavévag amo Toug aoBeveig (0%) Bev eppavioe guptrwpanikn LVD omy opada mou Ehafe Bepateia
pe FEC, akohouBolpeve arrd meprovoupduTm oc ouvBuaoud pe TpactoufoupauTn kar Sooetagiin.
H guyvérnra epgaviong acupmwiankng LVD (peiwon tou kAdopatog e§wdnong oupgpuwva pe 1o NCI-
CTCAE éxBoan 4) fjrav 7% otnv opdda mou £hape Bepatieia pe dose dense AC, akohouBoupevn ame

Tiou Ehafav e mepT + TCH ka1 010 9.3% TWwv a0BeviY
Tou Exafav elcaywyikr Btpmlu HE 'r!zp'mu(ouudwn TpacrouloupduTm kal Sooetalghn petd amo
FEC. Zm pehérn TRYPHAENA, n emitriwon ¢ epmiperng ouBeTepoTieviag firav uynAGTepn oToug
aoBeveic Tou Ehafav E§ kUKAOUG TIEPTOUOUHGUTING OUYKPITIKG e Toug aoBeveig TTou Ehafav Tpelg
KukAoug TrepToufoupdyTng, avetdprnra awd T xopnynBeioa xnueeBepaneia. Omwg ka ot pehém
CLEOPATRA, pia uynAGTEPN QUXVOTNTA ERPAVIOTC OUBETEPOTTEVIOS KOl ENTIUPETNG OUBETEPOTTEVIaS
Traparnprifnke perati Aciatuv aoBEviov TUYKPITIKG pe GAAOUS ooBEveic OF appOTERES TIC PEMTES &l
oaywyikig Bepareiag. Zin pehétn NEOSPHERE 1o 8,3% 1wy Agiatdv aoBeviv iou Ehae eioaywyikg
Beparrein pe mepToudoupdayTm, TpacTouloupduTm kar SoceTaEAn e EPTTOPETN oUBETE;

e To 4,0% Twv AciaTiy 00Beviy Tou EAGPE EIOGYWYIKA BEpaTTEld Pe TRaaTOUOUNAHTI

mmuu(nuuﬁun‘n ouv Tpuo’luuCoUuiﬁum kal rakhmaggan kai 3.5% oy opdba ou £hafe Bepareia pe
Boupeva amo JGYTIT) GUV TPACTOU(PUNGLTTY Kall SoTETAEEAN
E'ln u:?u:m APHINITY, n guxvétnta EP@AVIONG CUPTITWHATIKAG KapSiakig avemdpkeiag (karnyopiag
111 IV katd NYHA) pe peiwon Tou LVEF touhdyiotov 10% amé my npr EvapEng Tng pehéme Kai of
TR <50% fitav <1% (0,6% Twy aoBeviov oToug omoloug xopnynBnke Beparreia Pe TepTouoURdNTIT
évavii 0.3% 1wy gofeviby oToug omioloug xopnyrBnke kovike gapyako). AT Toug aaBeveic oy
Napoudidoay CUPTTIWUATIKA Kapdiak avemdpkeia, 0To 46,7% Twv agBeviv oToug oToious Xophyr-
Bnke Beparreia pe weprououpapTn kar ate 57,1% Twy aoeviv aroug oToioug EIKOVIKG

ki Booeratédn. I pehem APHINITY, epripemn oubetepomievia Tapoudiaos 1o 12,1% Twy aodeviy
aToug aTroioug xopnynBnke Bepareia pe TepToudoupdpTrn kai To 11,1% Twy aoBeviv otoug omoloug
Xopnyf8nke eikovikd papparo. Vg kan amig peAéteg CLEOPATRA, TRYPHAENA ka1t NEOSPHERE,
TapampRBnke uwnASTEPN TUXVOTITA EpPAvIang EPTTUpETNG oubeTepomeviag oToug Adiates aoBeveis
gToug omoioug xopnyrRénke Bepareia pe TEPTOUOURGHTIT OF OXEOT HE TOUG aOBEVEIQ GAAWY QUALV
e pehétng APHINITY (15,9% twv aoBeviuv oToug omoioug xopnynBnke meproudoupapnn kai 9.9%
Twy aoBEVIDY OTOUS OTTOIOUS XOPNYABNKE EIKOVIKG @appaKo).

pdppaxo TTapatnpenBnke avaxkapyn (n omoia opl(nul wg 2 SiadoyiEg peTpAoEic Tou LVEF TIavwW amd
10 50%) kard Ty kaTaknkTKA NEEpopnvia gubloyrg Twv Sedopévwy. Ta TrEpioudTEpa oUPBaVTa ava-
@épBkav o aoBeveic Tiou AapPavay Bepaticia pe avBpakukAiv. AvapépBKav QOUNTIIWHATIKES f
Ama oupTrepankég (katnyopia Il kata NYHA) peisoeig Tou LVEF kara touhdyioTov 10% Tng g
Evaping g pehémg kan o T <50% oto 2,7% Twyv aoBeviv oToug oToioug xopnyRenke Beparicia
HE Tramoumuuamrn kai ao 2,8% Twy aoBeviuv oTOUG oTToloug XopNYRBNKE EIKOVIKS pAPPAKO, EK TWV.
omoiwy 79,7% Twv caleviiv atoug omoioug xopnynenke Bepameia pe meprouloupdpTn kar 80,6%
Twy aoBevivy oTOUG OTIOIOUG XOPMYTIBNKE EIKOVIKG Eixav (o] KaTa v Ka 1l 1l
npzpﬂll']vlu quhkoyrig Twv ﬁzﬁuptvuv

(OUEVES PE TNV EVECT/EYXUTT)
Phesga or auvﬁuwupn £ XnpeoBepaneia
Zmv Baowrj Sokipn FEDERICA, pia aviibpaon gxeniopevn pe v Eveon/éyyuorn opiETal wg oToio-
BRmoTe guaTpankn aviiSpaon Tou avapepBnke Eviog 24 wpuv aImd T Xopriynon Tou Phesgo i g
evBogAtfiag TiEpTouloupauTIng ae guvBuacusé pe TpacToufoupdpTm (BA. Tapdypapo 4.2 kal 4.4),
Exen{opeveg pe Ty Eveon o pEpBrkay oo 0,8% Twv wv Trou EAaBav Bepameia
He Phesgo kai OXeN{OHEVES HE TRV £yXUOn avniSpdotic uvnq:épﬂnmv oo 10,7% Twv aoBeviv Tou
£hapav Beparrein pe evSopAERia TIERTOLTOUNAYTIT KAl TPATTOULOUPAYTIT. O1 TIEPICOGTEPEG ammo Tig
ougTnpanikig avTidpaces axendOPEvEg Pe TNV EvEoT)/Eyxuon TTou TraparnpriBnkay pe 1o Phesgo f v
svbophéfia TreproudoupapTn kat TpagToufoupdpTn frav piyn, Tupekia ) épetog. O1 avnibpaotig oTo
ONEI0 TG Eveang opioTikay we oTroiaBriTioTe Tommke aviiBpacn Tiou avapépBnke evidg 24 wpdv ané
™ xoprynon Tou Phesgo kal avagépBnkay oto 14,9% Twv aaBeviv Tou utofArienkav ot Beparreia
pe Phesgo kar fiav 6Aa oupfdvia 1ou f 2ou BaBpou. O1 MepioodTEpes and Tig ToTkég aviBpAcEr;
oT0 onytio g éveong TapamprBnkay ue To Phesgo niav efre dAyog oto anpeio g éveong i epuBnpua
oTo onyEio Mg EVEaS,

1ot HO UE TP LTI} Ka X
H crxn'l(npzuq pc m ;(upfwr!ﬂn avtidpaon opioTnke oTig ﬂnnlxag Bom;m; we un’ulnﬁr’inmt ouppav
ava@eEpeTal we utrepeuaiotnoia, avaguiaxTikn aviibpaon, ofgia avridpaon omv Eyxuan f ouvipouo
aneALUBEPWONG KUTOKIVWY TTou sppaviferar kata T Sidpkeia TG Eyxuang f v ida nuépa pe v
Eyxuon, Zmn Baoixn Soxipf) CLEOPATRA, n apyikd Séon g Teproufoupdpmng xopnyRBnke Ty npépa
TPV aTTa TNV Xopfynon g TpacTouioupapTng kai g SooeraggAng yio va emmparnei n eféraon Twv
OYEMZOHEVLV PE TNV TEPTOUZOUPGNTT avTiBpdaoewy, Kard v TpWwTn npépa Tau XopnyriBnke pévo n
TIEPTOUZOULARTIN, N OUVOAIKA CUXVETNTA TWv avTIGPATEWY TTou axeTijovTal ye Ty éyxuun firav 9,8%
omy opdda uo Beparrein pe cikovikd gdppako kar 13,2% omy opada utd

Phesgo ot guvSuaouo pE xnuelo8epameia

Zm Paoikn Soxipn FEDERICA, Sidppoia onpeiwenke oto 81,7% twv aoBeviv umé Bepameia pe
Phesgo kai oo 58,1% wwv aoBeviay und Beparieia pe evBoghéfia TEpToLloUPAUTIN Kal TRaaTOU-
foupaytn, AvapépBnke Siappoia = 3ou BaBuou o1o 7,3% Twv agBevav Tou okéhoug Tou Phesgo
€vavn 5,2% oo okéhog Mg evBoghiBiag TeproudoupduTg kal TpaoTouloupapTng. H mheiowngia
Twy avapepBEyTwy ouppdvTwy frav Tou fj 2ou BaBuol wg Tpog v Bapdmrd Toug. H uynAdTepn
auyvanTa epeaviong Sidppoiag (Ghwv Twy BabBudhv) avapiplnke kard 1r) SIGPKEI TG OTOXEUPEVNG
Beparreiog kan ynuenBepareiag e Tagavn (57.7% twv aoBevav Tou oxkéAoug Trou ENaBE szcrm:lu HE
Phesgo £vavt 53,6% Twv aoBeviyv Tou okéhoug Trou EAape ia pe evBopAER:
Kai TpPagToulouuauTIn) (ﬂ}\ napal,'puqm 4.4).

EvSopAsfia G JE T : Zrn Ba-
o Sokipr CLEOF‘ATRA aro uuamu'mco Kapkivo Tou pumou élcppalu a'npumankz aTo 68,4% Twy
agBeviuv uTTo Gepatieia pe TreproujoupdpTn kar aTo 48,7% Twv coBeviov uTd BeparTeia PE EKoVIKD
@dpuaxo (BA. mapdypago 4.4). Ta mepioodiepa cuuBtma r‘nm fima éwg pérpia oe Papltmia kal
Unueluankcv HOAIC OTOUG TIPLITOUG KUKADUG H o ' Sudppoiag Jou-dou
BaBpol kard NCI-CTCAE fArav 9,3% atoug agBeveig e Sepurr:\u He TepToufoupdpTIn évavn 5,1%
aroug aaBeveig uto Beparieia pe ekovikd appaxo. H Siapeon Biapkeia Tou peyakutepou emregobiou
firav 18 nuépeg aToug aabieveig o Bepaticia pe TreproujoupapT Kal 8 nuEpeg oToug aoBeveis UTG
Bepameia pe eovikd pappaxo. Ta ouppavia KkaAd oy wpoAnmrkn Sia-
xeipion pe avnBiappoikoug Tapdyovies. Im Soxii NEOSPHERE, Sidppoia onpeiibnke oto 45,8%
Twv aoBeviuy ou EAae eicaylyikr Bep i pe ncprou{ouuqurm TpaoToulpupapTn ko Soocratéin
ouykpmka pe 1o 33,6% Twv aoBeviv Trou Ehafe pe Tpaatouloupdpnn kar SooetaléAn. Tm
Bokipri TRYPHAENA, Bidppoia onpewdnke oto 72,3% Twy aogBeviov Tou t)uqﬂs Eioaywyikr Bepareia
pe meproufoupdapTm + TCH kat oo 61,4% Twy aceviov Trou EAaPe eioaywyikn Bepameia pe TEpTOU-
foupdpTrn, TpaoToudoupduTn kai SogeTabéAn perd amo FEC. Ze apgotepeg Tig PeAETES T TIEpIOOG-
Tepa oupBavra fitav fma éwg pérpia oe Paputnta I Soxpf APHINITY, avapépBnke upnAotepn
ouxvoTnTa ERPAaVIONS Sidppolig OTo OxEADS Twy agBeviuy aToug omoloug xopnyrBnke Beparreia pe
weprououpaptrn (71,2%) oe ouykpion e 1o oxkélog aTo oTolo XopnyrBnke EKovike gappako (45,2%)
AvagipBnke Bidppoia = 3ou Badpou aTo 9,8% Twv aoBeviy Tou okEhoug Tng TepToudoupdpTing Evav
3,7% oTo oKEAOG TOU EiKoVIKOU pappdkou. Ta mepioooTepa avagepBivia oupBdvia Arav Tou fj Zou
BaBpol wg pog T Baplmia. H uynAbTepn ouxvetnta epgaviong Sidppoiag (GAwy Twy BaBudv)
avapépBnie katd MV TEpioBo Tng oToxeuptvng Oepaeiag + xnueloBepaTieiac pe Tagavn (61,4% Twv

HAWTT, WE Y TACOWNQIO Twy avniSpAacewy va eival fmeg f pETpies. O1 o guxveg avnbpdau; Trou
oyerifovrar pe v gyxuan (21,0%) omy opdda utro Beparrzia pe meproudoupapTn frav Trupetia, piyn,
KoTrwon, kepaAaAyia, efaoBévion, uTrepevaioBnoia Kol EETOS.

Kara m Sidpkeia Tou Sedtepou kOkAou, Gvav oMo Ta PAPLAKEUTIKG TIROIOVTA XopnyhBnkav v g

Tou oKEAOUS TG w:prcu(uupuum]; Evavrl 33,8% twy aoBeviov TOU OKEAOUS TOU EIROVIKOG
papudkou}). H guyvémmTa epgaviong g Sidppoiag fTav ToAd XaunATepn PETE TN SIGKOTIT TNE XMHEIO-
Beparreiag, ennpeddoviag 1o 18,1% Twy aoBeviov Tou okEAoug TG TreptoufoupayTmg Evavn 9,2% rwv
aoBevidy ToU OKEAOUS TOU EIKOVIKOU @apudrou Katd Tnv TepioBo g aToxeupévng Sepameiag YeTd To
1Ehog TG xnueioBepareiag.



Egavenua
Phesgo o0& cuvduaoud ye Xnpelo8eparreia

Ty Baowr Bokip FEDERICA, efavBnpa onpewsnke oto 18,1% Twv aoBeviov utra Bepatreia pe
Phesgn Kal g7o 21,8% Twv agBevav utd Bepameia pe evBopAéfia TepTouloupdpTI Kol TpagToulou-
papTm. H mhsiogngia twy nupaawwv egavenyiatog frav Tou 1 2ou Bnepnu

EvSogAtpia HE TP Kal

Em paciki 5oluu|1 CLEOPATFU\ ato pcIao‘rcmub ch:hto Tou pucrrou Tapamprienke tkdvenua oo
51,7% Twv aoBiviv uTd BcpaTieid pe TEPTOLZOUGNTI, OUYKAITIKG WE To 38,9% Twy aoBevwy uTd
Bepareia pe eikovikd papuako. Ta TEpITOTEP uuyﬂdvm frav 1ou ff 2ou BuBuuu oE Bupu'mru on-
pumﬁqm\r ateug np(.umug Buo kuKAOUg ka1 avia oTig GTTWG Eival
1 TOMKI f} N aTé Tou oTéuaTog Beparieia yid TV akpr.

Em Euxlpn NEOSPHERE, efavBnua onpsiBnke ote 40,2% Twy acBevivy TTou EAaBe eiocaywyikr Be-
pameia pe wcpmuﬁnuyupm, TpaoTouloupdun km GooetaféAn ouykpimikd pe To 268,0% Twv aoBeviuy
Tou £haPe Bepareia pe TpagTouloUPARTIN Kal Boﬂzmgdn T Bokipry TRYPHAENA, efavBnpa an-
HEWBNKe oTo 36,8% Twv aoBevioy Tou EAGPe Eigaywy HE Tiep + TCH xai
oo 20,0% Twv aoBeviv Trou EhaBe eloaywyikn Sepameia pi: Treproudoupaun, 1pacTouloupauTn kal
BooerabEhn perd and FEC. H gugvemta eppaviong Tou efavBripartog dray uwnAdrepn atoug aoBeveig
Tou £hafav E§) KUKAOUS TEPTOUZOURGHTING TUYKPITIKG e Toug aoBeveic Tou EAaBav Tpelg KUKAOUG
TeproulpupdpTmg, aveiapina ame m xopnynbeioa xnpeBepareia.

£ BoxipA APHINITY, 1o avemBupnTe ouppav ssavBrparos eppaviomke oto 25,8% Twv aoBeviy Tou
unﬂau( g meproudoupapTtmg Evavn 20,3% 1wy coBeviv Tou okEAoug Tou eikoviKoU pappakou. Ta
mgxuuﬂupu oupﬁawa tﬁavﬁnpumg n'mv 1ou f 2ou BaBpol.

Phesqo oz Wvduaupd ;.'t xrmzaaazpu'mfu'

¥rn Baown okipn FEDERICA, n guyverna spgpaviong oubereponeviag 3ou-dou Bafpou, xara NCI-
CTCAE éxSoon 4, fitav umppnmw:vn onig B0 opadeg Bcpurr:luc (14,5% Twv agBeviv uTio BepaTicia
pe Phesgo kai 13,9% twv umg HE @ P JGPTIN ka1 TpacToulou-
uapTm). . .

EvsogAsfia mep 0 it Tp 4 } Kat

Em Baoikn okl CLEOPATRA OT0 PETACTATIKG KApKive TOU puo‘mu n uuxvmrn‘u EHQAVIONG TG
oubetepotreviag Jou-dou BaBpol, kata NCI-CTCAE exdoon 3, fitav icoppotmpévn omig SUo opddeg
Beparieiag (86,3% Twv aoBevioy utrG Bepareia pe MeptouloupdpTn kal 88,6% Twy aoBeviiv uTre
Bepameia pe EKOVIKO @AppaKo, qupTrEpiAapBavopévou Tou 80,7% xai 64,8% e ouBttepomevia dou
BaBpou, avriotoixa). Im Sokiyg NEOSPHERE, n ougvemnra eppaviong g ouderepomeviag 3ou-
4ou BaBpou, kata NCI-CTCAE éxdoon 3, firav 74,5% oToug aoBeveig Trou édafav eioaywyikn Sepa-
Tizia pe TeprououpapTm, Tpactouloupaunn kal SooetafEAn ouykpinka e To 84,5% oroug aoBevei
Tou Ehapav Bepameia pe TpacToufoupdutn kai Socetatin, pEvou Tou 50,9% Kkan
60,2% oubetepotreviag 4ou BaBpou, avriotoika. Im Sokipry TRYPHAENA, n guyvemmra epgaviong
ouderepotreviag 3ou-4ou Bubpol, xard NCI-CTCAE #kSoon 3, fitav 85,3% oToug acBeveig Tou £ha-
Bav eigayuwyi Bepameia pe Tr:p‘:ou(eupdpm + TCH auykpmkd pe To 77.0% atoug aoBeveis ou
EAapay eigaywykn TpaoToul Ka 6oonu§cil1 pera amé FEC,
oupmepihapfavopivou Tou 56 T% ke 59,5% % ouBerepotreviag dou BaBpou, avtigtoka. Im Soki-
A APHINITY, n ouvéTnia eppaviong ouBerepotieviag 3ou-dou BaBpou, kata NCI-CTCAE éxBoon
4, frav 40,8% otoug aoBeveig oToug oTioioug xﬂprwﬂel]l(: TiEf T, Ka
xnueoBepameia évavn 39,1% otoug aoBeveig oToug oTroioug XopnyrnBnke EIKDUIKO PAPHAKO, TPATTOU-
Zoupapmn kai ouj 1¢ G ouderepomeviag 4ou Babpol oe ooooTd
28,3% kai 26,5%, avrigToia. Avmvovmdmm‘ Omnwg ot 6ALg Tig BEPATTEUTIKES TIPWTETVES, UTTdp-
X&i 1 MBaveITa avooohoyikig aTTOKPIONG OTNV TIEPTCUOUNGHTIT Kai OTNV TRAOTOUIpUNARTIT aToug
agBeveig Tou AauBdvouv Bepﬂ'rrtm He F'hesgo Im pehém FEDERICA, n guyveTnTa epedviang Twy

ExAUOpEVWY aTd Tn Bepar ara g TepTe TMG Kal KaTd Mg TpagToudoupd-
urng frav 3% (7/237) kar D 4%  (1/237), uvﬂownxa. aToug acBevelg uTo Bepatreia pe evBophéfia Tep-
TIn Kl TP . H gugvémra eppaviong Twy exhusEvwy amié T Bzpareia avr-

umpu‘rwv Kard mg n!pmu(uupdpm]; KaTa TG 1pumw(pupcynn(, Kai kata mg Bopuahoupovibaong
dhpa rjTav 4,8% (11/231), 0,9% (2/232), kar 0,9% (2.‘225)‘ avTIoTONG, OToUG cwe:vnq uTrd Bepareia
ue Phesgo, Meta€d twy v o1 oTroiol BiayviaTnkay BeTikol aTa MaTa KGTA TG TTERTOU-
Coupdpmng, eEOUBETEPWTIKG QvmowpaTa Katd TG TEpToufoupduTnG aviXvedBnkay ot évav acBevii
Tou EAape Bepameia pe evBopAifia TepToudoupdpTn kan TpacTouloupduTn Kal o€ Evay aobevn Tiou
:mﬂ: Beparela pe Phesgo Meragd Twv aoBeviy o oolol SiaywaTnKay BeTikol oTa avTiowuaTa Katd
KOTd MG TP oE
tvev naecuﬂ Tiou EAaRe Bl:prm:la He Phesgo. H QUXVOTTTA EPPAVIONS Twv uwaawumuv ncm‘x me
TEPTOUTPUPALTING KAl KETd TG TPAOTOULOUPATITG TToU avixvEUBNKaY O OTIOIBITTOTE XPOVIKY aTivHn
(oupmephapBavopévng Tng évapgng Tng Bepameiag) Arav 7,1 % (18/252) kai 1,2 % (3/252), avricToixa,
otoug aoBeveig uTTd Bepameia pe evBophéBia neproufoupapTn kol TpagToudoupapTn. H ouxvomra
EPQPAVIONS TWY QVTIGWHATWY KATA TG mlcu{uuuuum;. nunx mM§ TPaUTOUfOUNGUTIAG, Kal KaTd TG
PBopuahol sl aApa Trou avixved POVIKR OTIVHR (CUPTIEpIAOPBavOREVIC
g evapEng Tng Bepatieiag) fiav B 5% (211‘248) 2,4% (EI248) xm 6,7% (16/240), avtigioa, gToug
agBeveig uTd Bepameia e Phesgo. Metagy Twy aoBeviv ol omoior Siayvisomxay Benikoi oTa aviiguw-
para katd g MeproufoupapTng, e5OUBETEPWTIKG QYTICWLETA KATG TNG TERTOUOUNGHTING avIXVED-
enkav ot Slo agBevelg TTou tAaPayv Bepameia pe evBophéfia TEpTOU{OUNGPTIN Kai TPATTOUZOUHGHTI
ka ok SUo aoBeveig ou Ehapav Bepomieia pe Phesgo. Metagl twv aoBeviov o1 otoiol SiaywaTnkay
BeTikol OTa QVTICWYPATA KATd TNG TPaoToUdoUNGHTNG, ESOUSETEPWTIKG OVIICWHATA KaTd TG TRPaaTOU-
foupdpmng avixveoBnxav oz évav aoBevry mou hafe Bepamein pe Phesgo. H kAwikr onpaocia mg
QVATITUENS TWY aVIICWHGTWY KaTd TG TERTOU{OURGHTITC, KaTd TG TPACTOUJOUNELTING Kal KaTd TNg.
PBopuahoupovibidang ahpa perd T azpurrzm we Phesgo eivar ayvworn. AAayr mg Bepameiag amo
MV evEopAERia mep oTo Phesgo (fj avrigrpoga): H pehémn
MO40628 Biepeuvnoe TNy ageaieia mg u?wzwig avapeoa oty evBopAERIa TEpToudouPduTIM Kal TPa-
orouloupdpTn kal oTo uTobapio Phesgo (Ikéhog A) kai avtioTpoga (Ikéhog B) pe pwrapyikéd otéxo
va agioAoyioe! Ty TIpoTipnon Twv agBeviv yia To Phesgo (BA. Tapdypago 5.1 yia T AETITOPEREIEG
oxediaopou g peAgmmng). Meragl Twy aoBeviov oto Ixélog A, n) guxvernta eppdviong Twv AEs xatd
™ Sidpkeia Twv Kikhwy 1-3 (evBophéfia Bepaeia) frav 77,5% (62/80 aoBeveic) ouyKpITIKG PE Toug
Kokhoug 4-8 (umroBopia Bepariein) Tiou firav 72 5% (58/80 aoBeveic). Meragu Twv. acBeviwv 1o Ixe-
Aog B, n ouxvotnra epgdviong Twy AEs kard Tn Sidpkeia Twy KokAwy 1-3 (uToBopia Bepareia) ftav
77 5% (82/80 acBeveic) ouykpimka pe Toug Kikhoug 4-8 (evbophefia Bepameia) mou Arav 63,8% (51/80
acBeveig), kupiwg Adyu TG UPNAGTERNS OUXVOTNTAS EPPAVIONG Twv TOTIKWY avTIBPACEWY 0T anpcio
mg Eveang (GAeg BaBuod 1 A 2) xara m Siapkeia Mg xopiynong Tou Phesgo. Ta mogooTd mpo g
arrayic (Kukhoi 1-3) yia Ta copapd avemBupnta ouppdvra, Ta avemBopnTa cupfdvia faBpol 3 xkai
Twy Biakotwy ¢ Sepateiag Adyw avemBopnTwy gupBdvTwy ftav xaunAd (<8%) kal m:pbualu HE
Ta mogooTd perd v alhayr (Kukhor 4-8), Aev avagpépBrkay avemBupnta oupfavia Babuou 4 A 5.
HAikiwpévor aoBeveis: I FEDERICA, Sev 'm:pu'lnpneﬂmv ouvolikEg Blagopés oy aopdheia Tou
Phesgo ot acBeveig nhikiag = 85 ettv kai < 85 eriv. (QoTeoo, otig Baoikig khivikég BoKipEg TG TTEp-
ToufoupapTng pe evBopAéfia TeprououpduT OE auuﬁuuaua HE TPaoTouZouPauTTT, OnHELEnKav
penwpévn opekn, avaia, peiworn Papoug, efaoBévian, Buoyeuoia, Tepipepikn veupondBela, uTopa-
yvnaaipia kol Bidppoia, HE T GuxveTATE eppaviang va eiva 2 5% uynhdtepn o aoBeveig nhikiag = 65
et (n=418) o ouykpion pe aoBevei < B5 env (n=2928), Nepioplopéva Sedopéva kAVIKuv Sokijpiy
eival BiaBéaipa yia aoBeveic nhikiag >75 ety oi omolol EAaPav Bepareia pe Phesgo fy evBoghéBia
TEpTouloupayTT kai TpacToudoupapTn. Ta SeBopéva Petd TV KUkAOpOpia oV ayopd Beixvouv on
Bev uTidipyouv SIaQOpES aTRY Ao@AALia TG TEPTOUZOULGLTING O OUVBUAONS Le TpadToufoupduTn Ot
aoBeveig n?uxlag Z B5 gviv km < B5 eTwv. Ppop £
H avapopa mGumAuvoupwl.w :rvtm&upmwv sv;pv&lu)v pm ama m Xopriynon uﬁ;:u; xux)mqmpl—
ag ToU PapHAKEUTIKOU TIPoidvTog Eival anpavike. ETTpéTmel T ouveyr TapakolouBnorn Tng oxtong
OPEAOUG-KIVEUVOU TOU PUPHAKEUTIKOU TTPOidvTog. ZNTEITa) OO TOUS ETTAYYEAPTTIES TOU TOPEQ TNS UYE
OVOHIKAG Tr:preal\wq; va uvuw:paw cn'rolscr&nvor: mBavokoyoUpeveg avemBopnTeg evEpyaieg (BA.

AemTopEpeieg ). K Ynnpeaieg, Y moupyeio Yyeiag, CY-1475 Aeukwaia,
TnA: +357 22608607, $af; * 357 22605669 Imalonag www.moh.gov.cy/phs
EAAGBa: EBviksg Opy veiuv 284, GR-15562 Xohapyog, ABfiva, Tnh: + 30 21

32040380/337, @aﬁ + 30 21 065495&5 IaTérm'ro: hitp:iiwww.eof.gr
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AETTTOpERH TANPOGOPIGKE GTOIKET Y1 10 TTApGY PApHAKEUTIKG TPOIGY Eival BIaBEcipa oty I100eABa
Tou Eupwaikou Opyaviopos Qappdxwy hitp:/iwww ema europa eu

uaka 16110 Tou Eupwrigikot Opyaviopols Pappdkwy.



a'z I E\ TE NZD“’ FYNONTIKH NEPIAHWH TON XAPAKTHPIZTIKQN TOY NPOIONTOX
a ¥ To pdppako autd Tekei und oupnAnpwyankr napakoholBnon. Autd Ba emtpEPet To ypriyopo
npoodioplopd véwv Tnpogoplav agpaleiag. Znteital and Toug enayyehpatieg uyeiag va

pegfilngﬁm avagépouy omoleodnnote mBavoloyoUpeves averuBUunTee evépyeles. BA. Tapaypago 4.8
yla Tov Tporo avagopds avermBuunTwy EVEPYELWY.

1. ONOMAZIA TOY GAPMAKEYTIKOY NMPOIONTOZ: Ziextenzo 6 mg evéoo didAupa oe mpoyepiopévn olptyya. Pegfilgrastim (pegfilgrastim). 2. MOIOTIKH KAl
NOZOTIKH ZYNOEIH: KdBe mpoyeopévn alpiyya nepiéxel 6 mg pegfilgrastim® (pegfilgrastim) og 0,6 ml evéowou SiakOpatog. H ouykévipwaon, Bdoel pdvo
me mpwteivng, eivat 10 mg/ml**. * Mapayetar oe kuttapa Escherichia coli, e epappoyn Texvohoyiag avacuvBuaopevou DNA, akohouBolpevn ané ouleugn
ue ToAuaiBuhevoyAukodn (PEG). ** H ouykévipwaon eivat 20 mg/ml edv oupmnepihngBel to tprpa PEG. H dpaotikdmra Tou npoidviog autol dev Ba nipénet va
OUYKpiveTal je T BpacTIKOTTA GAAWY TIEYKUAWUEVWY 1] |1 MEYKUMWHEVWY pWTEVOVY G (Blag BepaneuTikig kamyoplag. Ma MeploodTepes mAnpogopieg, PA.
napaypago 5.1. ‘Exdoya pe yvwot Spdaon:

KaBe mpoyepiopgvn auptyya nepiexel 30 mg ooppiteAng (E 420). MNa tov nAnpn katdhoye twv ekdoxwv, BA. napdypago 6.1. 4. KANINIKEE NAHPO®OPIEL: 4.1
BepomeuTikeg evdeigelg: Melwon ™G didpkelag ¢ oudeTEpOMEVIaE Kal TG OUXVOTTAS EPQAVIONS ™S eumUpeTou oudeteponeviag oe eviiAikes aoBevels
Tiou akoAouBoUv KUTTapoToEkn) XnueloBepaneia yia v aviipeTomnion kakoriBoug vooou (ke eEalpean T ypovia uehoyev) Aeuxailia Kal Ta JUeAoBUOTAQOTIKG
olvdpopa). 4.3 AvrevaeiZeig: YnepsuatoBnola otm Gpaotikn ouoia 1} og kdrolo ano Ta £kdoya mou avapepoviat oty napaypagpo 6.1. 4.4 Eidikég mposidonoijoelg
kol mpoguAaEeic kata T XpRon: xvnhaawdtna: MNpokewevou va BehniwBei n yyvnhaoyda Twv napaydviwy SIEYEPOTC anolkiwy KokklokuTiapwy (G-CSFs), 1o
6vopa Kat 0 aplOp6g napTidas Tou XopnYoULEVOU GapUAKou MIPETIEL Va KaTaypageTal te oagnvela. FEVIKES POEIBOTOOELS Kat POQUAGEEIS: Meploplopéva KAVIKA
dedopéva umodelkvuouv iapopola enidpaaor e peofilgrastim gvavr mg filgrastim otov ypovo avavnyng and cofapn oudeteponevia oe aoBeveic Le de novo ofela
pughoyevr) Aeuyaipia (AML) (BA. mapaypago 5.1). Qotdoo, Ta pakponipoBeopa anotehéopata mg pegfilgrastim omy AML dev £xouv TekunpwBei kal ouverng Ba
TIPETEL VA XPNOIHOTIOIELTAL JE TIPOOO)T] OE QUTOV Tov MAnBuopd acBevav. 0 napdyoviag DIEYEPONG QMOIKIOY KOKKIOKUTIAPWY HMOpE( va evioyUugel v avartun
HUEAOYEV@V KUTTAPWY /N Vitro kai mapopola emidpaar) propel va mapampenBel o€ oplopéva un Huehoyevi) KUTTapa /n vitro. H aogpaheia kal ) aneTeAEolatikeTTa
me pegfilgrastim Bev £youv BiepeuvnBel oe aoBeveig pe puehoduomhaotiké alvBpopo, ¥povia puehoyevr Aeuxawia kat oe acBeveic pe Geuteporabry AML,
ouvenwg Oev Ba Mpemel va yprowlonoie(tal oe autolg Toug agBeveiq. Idiaitepn npoooyr Ba npénet va divetal poxeevou va yivel Budkpion g didyvwong Tou
HETAOXTUATIONOU Twv BAQOTGV TG Xp6vIas puehoyevoug Aeuxawuiag and mv AML. H aopdAeia kal n anoteAeopatikémTa e xopnynong pegfilgrastim oe aoBevelq
ue de novo AML nhikiag < 55 etwv pe kuttapoyevetikn t(15,17) Gev éxouv tekunpuwBei. H aopahein kal n anoteAeopankdmra me pegfilgrastim oe aoBeveiq
Tou unoPaihoviat oe ugmAES Gooelg ynuetoBepaneiag Gev xouv BiepeuvnBel. AuTta To QappuakeuTikd rpoidv Gev MPEMel va yprowonoleital yia avgnan mg domg
kuttapoto€ikng ynueloBepareiag nepa and 1a kaBoplopéva dogohoyikad oxnipata. Mveupovikd averuBupnta oupBavia: NMveupovikeg averuBUUNTES EVEPYELES, Kal
OUYKEkpLUEVa dlapean Tveupovia, £xouv avagepBel petd m xopriynon G-GSF. AoBeveig pe poopato 0TOPIKO TIVEUHOVIKGY dnBrigewv 1) Tiveupoviag evogxeTal
va BlatpExouv LYnAoTepO Kiviuvo (BA. mapdypago 4.8). H epavion nveupovikdy onpeiwy, omwe Brixasg, MUPETOS Kat SUaTvola, 0& OUVDUAGKO HE OKTIVONOYIKA
onpeia mveupovikov dmengewv kat 1 emdeiviwan ™S TVEUHOVIKNC Aermoupyiag oe ouvbuaapc pe auénuévo apiBpo oudetepogwy evBEXETAL va anoteholv
nipwipes evdeitelg okgog ouvdpdpou avanveuomikne duoyepeiag (ARDS). Ze 1€Toleq ouverikes, Ba mpénel va Sakdnretal n xopriynon me pegfilgrastim katd mv
kpion Tou 1atpol kat va didetal katdahnin aywyn) (BA. napdypago 4.8). Inewpapatovegpinda: Exel avapepbei onelpaparoveppinida oe aoBeveic nou AdpBavav
filgrastim kat pegfilgrastim. 'evikd, Ta oupBdvta omelpapatoveppindag emAuBnkay peta m pelwon me doong fj ™ dakor xoprynong filgrastim kai pegfilgrastim.
Zuviotdtal n mapakoAouBnan pe avaiuan aupwy. Zivapopo Slaguync Tpixoedwy: Exel avagepBel olvapopo Haguyc TpiXoeIbwY EMELTA amo Xopiynan napdyovia
OIEYEPONC AMOIKIWV KOKKIOKUTTIAPWY Kal To omoio apakmpietal and undtaor, unoheukwpativaiia, oidnua kat aipocuykévipwar). 01 aoBeveic nou epgavifouy
ouPnTOUATa oUVBPGHOU BLaguyng TpiXoetdwy Ba Mpénet va napakohouBolvial 0TevA Kat va hapBavouv Ty KaBlepwiévn oupmwpatiki Bepaneia, 1 onoia propel
va mepihayBavel Ty avaykn yia evianiki gpoviida (BA. mapdypago 4.8). ZrAnvopeyahin kat prgn omAnves:

eVIKQ OUUMTWHATIKG MEPLOTATIKA OTIANVOEYAAIOS Kal IEPUTTOEIS PIENS OTANVOG, GUMMEPIALBAVOUEVWY OPIOPEVIV TIEPOTATIKWY |1 Bavampopo KataAngn,
gyouv avapepBel petd and yoprynon pegfilgrastim (BA. nopdypapo 4.8). Emopévwe, to peyeBog Tou omhnvag Ba mpenel va napakohouBeltal MPOOEKTIKA
(Y. KAk eEétaom, umépnyog). Ba mipénel va eEetdletal To evdexopevo pRENG OTANVGE 0E Q0BEVEIS TOU avapepouv MOvo O0To MAvw aploTePd pPEPOS
G KONAKTG XWPAag n oTo akpo Tou @hou. BpopBorevia kar avaiio: H Beparela povo pe pegfilgrastim dev amoxkAeiet ™ BpopBorevia kat v avaia dioT
TAnpng d6on puelokataotaATikie xnueloBepaneiag dlamnpeltal 010 KABOPIOPEVO MpOypappa. Xuviotdral TakTik napakoAoUBnon tou apBpol aonetahivy
Kal Tou awlatokpim. IGwitepn npoooyr] npénel va divetal katd my xoprynon egdnaf n ouviuaopol ynueloBepaneuTikdy mapaydviwy ol omofol gival yvwoTtd
6T nipokakolv ooBapy BpopBortevia. MuehoduoThaoTikG oUvGpoLo Kat ofeia puehoyevis heuxaiia oe aoBevelg Pe Kapkivo ToU Pa0TOU KAl KAPKIVO ToU
nivedpova: 21o Aaiolo PeAENG Mapampnane Hetd v kukhogopia, n pegfilgrastim oe ouvbuaapo e ynpeloBepaneia ry/kal axTivoBepaneia EXeL CUOKETIATEL e
avantuén puehoduomhaotikol ouvdpdpou (MDS) kau okgiag puekoyevoug Aeuyapia (AML) oe aoBevei pe kapkivo Tou paotol kal Kapkivo Tou mveUpova (BA.
napaypago 4.8). Na napakohouBelte Toug aoBevels e Kapkivo ToU HaoTou Kat Kapkivo Tou Tivelpova yia onueia kat oupnt@pata MDS/AML. ApenavokuTTapikn
avala: ApemavokuTIapikeS kpiaelc xouv axeTlaTel e m xprion pegfilgrastim oe aoBeveic pe otiypua Spemavokutrapikic avaliag 1 SpenavoKuTIapikt vooo
(BA. mapdypago 4.8). Ma tov Adye autd, ol 1atpol Ba mpénel va eival Wiaftepa mpooekTkol Katd ™ ouvtayoypdpnon e pegdfilgrastim oe aobevelq pe otiyua
DpenavoKUTIapIknG avaidiag r SpenavokuTIapikn vooo, Ba npénet va napakohouBolv Tig KatdhAnAeq KMVIKES NApaUETPOUS KAl TIC EPYAOTNPIAKES avaAUoels Kat
Ba npémel va mpoogxouv my Tueavi oUOYETION ToU papuakou autol pe DIGYKWwar omAIVa Kal ayyELoanoppakTIKES Kpoels. AeukokuTTapwon: Exouv mapatnpnfel
aptBpoi Aeukokuttdapwy (WBC) 100 x 10%1 i peyakitepot, o8 Aiy6tepous and To 1% twv acBevov mou éAapav pegfilgrastim. Aev éxouv avagepBel avemBuunTeg
avridpaoelg nou va anodidovial dueoa oe autov Tov BaBud AeukokuTtdpwong. Autr) i augnon Twv AeukokuTTdpwy eival napodikn, epgaviietal ouvnbwg 24 pe
48 wpeg Petd and m xopriynan kat ouppadiZel pe TIg papuakodUVapIKES ETOPAOELS aUTOU TOU Gapyakou. ZULPWVa HE TIC KAWIKES emDpAoelg kal Ty mbavetma
AEUKOKUTTApWONG, Ba Mpémet va Tpaypatoroleital €AeyYog Tou aplBpol Twv AEUKOKUTTAPWY O£ TAKTA Xpovika dlaoTnuata katd m didpketa e Bepaneiag. Av
0 apiBpog Twv Aeukokuttdpwy Eenepaael Ta 50 x 10%1 petd and 1o avapevopevo vadip, To pdpuako auté Ba mpénet va dlakomTeTal Gueoa. YnepeuaoBnoia:
Ze noBeveic und Bepaneia pe pegfilgrastim exel avapepBei unepevaoBnoia, oupnephapBavopevay avaguhaktikay aviidpaoewy, Nou napouolaletal katd my
apyIkn 1 v enakoAoudn Bepaneia. H pegfilgrastim mpémet va Slakonel povila oe aoBeveiq pe KAVIKG onpavikg unepevateBnaia. Mn yopnyeite pelfigrastim o
aoBevelg pe 0TopIKG unepeuaodnoiag omy pegfilgrastim fi o filgrastim. Tmv nepintwon eppaviang copapric akkepyiknc aviiGpaonc, Ba npenet va yopnyeital
xatdhnAn Bepaneia kat o aoBeviq va napaxohouBeital oTEVA Yia apKETES NUEPES. ZUvpopo Stevens-Johnson: Zuvdpopo Stevens-Johnson (SJS), To omoio pnopei
va elval anethniko ya m {wn f Bavamecpo, £xel onaviwg avapepBei oe ayean pe m Bepaneia pe pegfilgrastim. Av o aoBevrig xel avamtigel SIS pe m xpron
¢ pegfilgrastim, 1) Bepaneia pe pegfilgrastim dev mpénel oe kapia MepimTon va EEKIVa eK VEOU 0TOV OUYKEKPIEVO aoBevi). Avoooyovikdmra: ‘Omws ouppaivet
Jle GAeg TIG BEPAMEUTIKES TIPWTEIVES, UNdpYel TBavotnTa avoooyovikdtnTag. Ot puBpol mapaywyng aviiowpdtwy evavit mg pegfilgrastim eivat yevikd xapnhol.
EpgpaviCovral SEgpEUTIKA avTIonpATa Onwe avapeveTal je oha Ta flopappakeutikd npoidvia. Qotdao, dev £XouUv OUOYETIOTEL EMi TOU TIAPOVTOS [e EEOUDETEPWTIKT
Bpaompiémra. Aoptinda: Exet avagepBel aoptinda petd m yopnynon tou napayovia G-CSF oe uyn) dtopa kal o& kapkivonadeiq aoBevelq. Ta oupmwpata
TiepapBavouv UPETO, KOAaKo Aryog, kakouyla, oopuakyia kat augnuevoug deikteg pAeypovng (. C-aviibpaon MpWTEiv Kal ENIMeda AeUKWY apoopaipioy oto
aiji). £TIG NEPIOOGTEPES MENITTWOELS 1) 00PTITIGA BIaYVROTIIKE |1E AEOVIKT TOHOYPAPIa Kal AVIETWITIOTNKE i aTopdKpuVaT ToU apayova G-CSF. BAéne emiong
napaypapo 4.8. Alkeg nipoeidonoimoelg; H aopdheta kain anoteheopanikémra me pegfilgrastim omy kwvntonoeinon twv npédpopwy aocpalpiwy oe aoBeveic n oe
UYIEIG BOTES BeV EXOUV aloAoYNBEl eMaPKWMG. AUENUEVT QILOTIOMTIKY GpaoTnPIOTNTA TOU HUEAOU TWV 00TV WG AVIATAKPLoN oTn Bepaneia He auénTikd napdyovia
EXEl OYETIOTE( e TIAPODIKES BETIKEC AARAYEC TNC AMEIKOVIANC Twy ooTwy. To Yeyovag auté Ba npenel va Aappdvetal unoyn dtav aflokoyolvial Ta anoteAéopata
S aneikoviong Twv 0oTwy. AUTO TO PaPUOKEUTIKG npoidv nepiéxel 30 mg oopBoAng oe kaBe npoyeplopévn olptyya To onoio wwoduvayei pe 50 mg/ml. H
QBpoLOTIKY) EMIGPaOT) ™E TAUTOXPOVNS XOPNYNONG TPOIOVIWY TIOU TIEPLEXOUV 0OPBLTOAN (1) GPOUKTALN) Kat 1) pe v dlatpogr Afyn oopBroAng (1 poukTolng)
Tipénel va AapBavovtat unoyn. To gapuako auto neptéxet Ayotepo ané 1 mmol vatplou (23 mg) avd doon 6 mg, eival auté mou ovopdloupe «eAeUBEQ0 vatpiour.
4.8 AvemBupnTeg evépyeieg: Zuvoyr tou ipogiA acgaAeiag; 0L Mo ouxva avagepoieves avernBUUNTES EVEPYEIES TIOU avagepBnkav nrav néveg ata oot %mm
gUXVES [= 1/10]) kat pUoGKeAETIKOS TOvoS (ouxveg [= 1/100 €wg < 1/10]). O névog ota ootd iye kata kavova fima Ewg PETPIA EviaoT, fTav naposikeg
Kal PUrMopouce Vel QVTIHETWITIOTEL JE KOG avaAynTIka 0Toug MeplaooTepous aoBeveis. Avnidpaoelg TUMou unepeuaabnoiag, auunephayBavouéviy deppatikol
eEavbrpatog, kvidwong, ayyewoodnyatog, dUomvalag, epubnuatog, eEayng kal UMGTAOTIC TIPOEKUYAV KATA TV apyikr 1 TG eMakohouBeg Xopmynoelc e
pegfilgrastim (6t ouxveg [= 1/1.000 éwg < 1/100]). ZoPapeg akhepyikeg avudpdoeig, oupnepthappavopevng me avaguiagiag pnopei va eppavioBolv e
aoBeveig mou happavouv pegfilgrastim (o1 ouxveg) (BA. mapdypago 4.4). To oUvBpoyio Slapuyng TpLoeldwWY, To onoio evBEXETAL va £ival anethnTko yia m {wr) edv
kaBuatepnjoel n Bepareia Tou, £xet avagepBel oyt ouxva (= 1/1.000 £wg < 1/100) oe aoBevels He kKapkivo Tou AapBavouv ynuetoBepaneia €netta aneé Xopriynon
napaydviwv GIEYEPOTIC amolKIKV KoKKLoKUTTGpwY. BA. mapdypago 4.4 kat v napaypago «(lepiypagn emheypevay avemBUpnTwy EVepyeldv» mapakdtw. H
arhnvopeyahia, YEVIKG aoupmTwpanikn, eivat axt ouyvr). H prifn emnveg, oupnepihapBavopévuv pepikay Bavampopwy MEPUTIWOEWY avapepBnKe Ayl ouxva etd
anoé T opiynan pegfilgrastim (BA. mapaypago 4.4). ‘Exouv avagepBei 61 OUXVES TIVEULOVIKES aveTuBUpNTeS aviidpdoelg, oupnepthapBavopéwmg me dldpeong
TIVEUOVIG, TOU TIVEUPOVIKOU O1BNuatog, Twy TVEUHOVIKGY SinBrioewy kat g mveupovikig vwong. Oyl ouxva, KATolES TIEPIMTWOELS eiXav WC anoTéleoua
avanveuaTikn avendpkela i ARDS, Ta onoia pnopei va xouv Bavamgdpa katdhngn (BA. napdypago 4.4). MegovapEves MEPITIWOELS BPENAVOKUTIAPIKWLY Kpioewv
£xouv avapepBei oe aoBeveiq pe otiypa GpenavokUTIapikhG avayiac 1 pENavokUTIapik vooo (dx1 oUxveg oe aoBeveig pe Gpenavokuttapikn avaipia) (BA.
napaypapo 4.4). Katdhoyog avemBUUNTWY EVEPYELWY O£ LOp@N Mivaka:
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Ta Bedojéva aTOV TIAPaKATW Tivaka TEPYPAPOUY aVETIBUUNTES EVEPYELEC TTOU avagépBnKav oe KAVIKES DOKIHES Kal auBopunTes avagopés,. Ze Kade kamyopia
£PAVIONG OUXVOTNTA, 0L AVETIBUPNTEC eVEPYeleg apatiBevial katd pBivouoa oelpd coapdTac,

Kanyopio/ AvemBupnTeg avapvalaq
0pyoviKG 0UoTAH CUPpwYD MoAu oURVES TUXVEG 01 oUXVES INGvieg
We To MedDRA (= 1/10) | (= 1/100 éug < 1/10) (= 1/1.000 £ag < 1/100) (= 1/10.000 éwg
< 1/1.000)
NeomAdojota KohorijBn, Kokon8n Kai MughoduarhaoTikd uﬂvﬁpoup
uﬂ kaBopiopéva (mepiAappavovtal OZeia puehoyewiq Aeuyapia
KUOTES Kol moAumodeg)
AwaTopo)gc Tou aijionoinTiKoU Kol BpopBonevia ApemavokuTIapikn avawyliag?
TOU AepQIKoU oUOTHPaTOS Aeukokuttdpwon' Iminvopeyahia®
PiEn omnvag?®
Aiatopo)gc Tou avooonoinTiKol Avtidpaoelq unepevaoBnoiag
uoTHPaTOS Avaguhatia
Aiatopoyg Tou peToBohiopod Kol AuEroelg Twv emmedwy Tou oupikoU 0EE0S
g BpEYng
AlaTapayg Tou veupikou Kegohahyia'
ouaTHEaTog
Ayyeiokég Siatapayég ZUvBpouo Dlaguyne TpLXoedwy’ Aoptitda
AloTapayEg TOU avoTVEUOTIKOU Y0vdpopo ofeiag avarveuaTikig duoxepelaq® | Mveupovikn aipoppayia
ouoTAPaToC, Tou BwpoKa Kal Tou Mveupovikee averBUUNTeS evepyeleg (Blapean
JecoBwpakiou TIVEULIOVIQ, MVEUPOVIKG o{Bnpa, MVEULOVIKES
DNBAOELS Kal MVEUOVIKT) ivwon)
Awarrtuon
AloTopo)E ToU YoOTpeEVTEPIKOU Nautia’
AaTapoxeq Tou SEpPaTOg Kai Tou Lovdpopo Sweet (ofela symupem Z0vdpopo
unodopiou 1oTol ouBeTepOPINKY Deppdtwon)'? Stevens-Johnson
Aeppatikn ayyelnba'?
AioTopo)Ec Tou PuooKeAeTIKOU Oomkdg MuookeAeTIKOG AvOS
OUOTAPATOS Kal TOU OUVBETIKOU T6vog, (uuahyla, apBpakyia, movog
1070l oTa GKkpa, 0oQUaAYIa,
MUOOKEAETIKGG MOVOG,
auyevahyia)
AnTopaxEg TWY VEQPWY Kal TWV Inepapatovegpinda’
0UpPOPOPWV 03WV
TevIKEG BlaTapayEq Kal KaTOOTACEIS MNévog o Béon g éveong’ | Aviidpaoelg o BEan g £veong?
g 00U Yoprynong Mn kapdlakog BwpakIkog
mévog
Napakhivikee eEeTa0EIC AuEnoelg e yahakTikng apudpoyovaang kat
™G aAKaAKTG puopataong'
Mapodikeg augnaeig me ALT 1§ mg AST atig
dokpaoies nratkng Aetroupyiag’

' BA. napdypapo «eptypagr] ETAEYUEVWY QVETUBULTTWY EVEPYELDV> TIAPAKATW.

2 Aumi ) averBunT evépyela mpoodlopiomKe and v napakohoUBnom HETA TV KUKAOYopia alhd ev mapampendnke oe TUXQLOMOMUEVES, EAEYYOUEVES KMVIKES
OokIpsg oe evihikes. H kamyopia ouxvoTTag mpoosloplaTnKe ano evav gTamioTike UTohoylopo e Baon 1.576 aoBeveiq nou éhapav pegfilgrastim os evvéa
TUXQLOTIOMMEVES KAVIKES BOKIES.

Meprypagn emheypévwy avemBupntwy evepyeiov: Oxt ouyva nepiotatikd ouvdpopou Sweel Exouv avapepBei, av Kal 0£ OPIOPEVES TIEPIMTWOELS, UTIOKEILEVES
aylatohoylkeg KakonBeleg unopel va dladpapatiouv kamoto pore. Oxt ouxva oupPavia deppuatikig ayyeltidag £xouv avagepbel oe aoBevels nou éAapav Bepaneia
ue pegfilgrastim. 0 pmyaviopdg mg ayyeitdag otoug aoBevelg mou happdvouy pegfilgrastim eivat dyvwotog. Aviidpdoetg g Bong Eveong, oupnepihapBavopévou
Tou epuBrpatog me BEang Eveang (o)1 ouxveg) kaBuwe kat dhyouc atn Beang me Eveong (OUXVES) £xouv NapoucladTer oy apxik fj & enakohouBeg Bepaneieg
ue pegfilgrastim. ‘Exouv avagepBel ouxva MepLOTATIKG AEUKOKUTTAPWATG (apIBPog AsukokuTtdpwy > 100 x 10%/1) (BA. napaypago 4.4). AVaoTpEYIUES, TES £wg
LETPLEC QUENOEIG TOU EMMEDOU TOU OUPIKOU 0EEOG Kal ™ AAKAAKNG GwoQatdons, Xwpiq oyeT{OHEVES KAVIKES ETUBPAOELC TiTaV OXL OUXVEC. AvaaTpEYIlEG,
HMIES £WS PETPIES AUENTEIC Tou emmESoU ™E yahakTikne apubpoyovdong, ywpic ayenldpeves khvikée embpdaelg fitav 6yt ouxvéc oe aoBeveic mou EhaBav
pegfilgrastim peta and kutrapotof xnpeoBepansia. Ze aoBeve(lg nou hauBavav ynpewoBeparneia, napamprBnke roAl ouxvad vautia kat kegahakyia. Ox1 guyveg
auEnoelg e apwotpavopepaons me akavivig (ALT) 1| Mg acmapTikiq auwotpavagepdons (AST) oe Gokiaoieg nnatikng Aettoupyiag £xouv mapatmpndei
og aoBevelg petd m Anyn pegfilgrastim Uotepa ané kuttapotofkn ynueoBepaneia. Ot auEnaelg autég frav MApoBIKES Kal EMECTPEAV OTIC APYIKES TIIEC.
‘Exouv avagepBei ouyva neplotatika BpopBoreviag. Augnuevog kivuvog MDS/AML £netta ano Bepaneia e To Ziextenzo e ouvduaouo e xnpetodeparteia fy/ka
aktodepane(a £xel napatmonBel o¢ Hia endnpohoyIkn LEAET o€ a0BEVE(S e Kapkivo Tou paaToU kal Kapkivo Tou veUpova (BA. napdypago 4.4). MeploTatika
QUVBPGHOU BIAQUYNS TPIXOELBWY EXOUV avapepBEl LETA TNV EYKPIOT) TOU QAPUAKOU JiE TI) XPIOT TIPAYOVTWY BIEYENONG ATOIKIWY KOKKIOKUTIApWY. Ta MEPIOTATIKA
autd £x0uv yevika oupBel ae aoBevelS |ie mpoxwpnjeva kakor|Bn voorjuara, onyn, oe aoBevelg ou Aapfdvouv mohAanAd pappakeuTikd mpoidvia XnHetoBeparneiag
1) unopakhovial o agaipeon (BA. napaypago 4.4). Nawbiatpikég nhnBuopde: H epmelpia ota nadid eival neploptopévn. Exet napampnBei uynhotepn ouyvommia
ooPapav avemBUUNTLV EVEQYEIWY 08 WkpdTepa madid nAwkiag 0-5 eTwv (92%) ouykpitika pe peyahitepa nadld nAkiag 6-11 kat 12-21 1wy (80% kat 67%
avrioToka) Kat evijhikes. H mio auxvd avagepGuevn avemBuyunTn evépyela rfirav ooTikog moveg (Bh. mapaypagoug 5.1 kat 5.2). Avagopa mBavehoyoupevuv
avemBuuntwy evepyewnv: H avagopd mBavohoyoUpevwy avermBuunTwy veEPYEIWV HETA anmd T Xoprynan adsiag kKukhopopiag Tou pappakeuTikol mpoioviog
eival onpavtikn. Emtpénet ) ouveyn napakohoUBron me oxeang ogehoug-Kkivilvou Tou papuakeUTIkoU Tpoiovtog. Znteital anod Toug enayyehpatieg uyeiag va
avagePoUV omoleadnoTe mMAavoloYOULEVES QVETIBULNTES EVEPYEIES HEOW TOU EBVIKOU OUOTIHATOS avagopds Tou avaypdgetal apakatw. EBvikog Opyaviapog
Oappdaxwv: Meooyeiwv 284, GR-15562 Xohapydg, ABnva, Tnk: + 30 21 32040380/337, dak: + 30 21 06549585, lotatorog;: hitp://www eof gr

7. KATOXOZ THZ AAEIAZ KYKAO®OPIAZ: Sandoz GmbH, Biochemiestr. 10, 6250 Kundl, Auotpia

8. APIOMOZ(0I) AAEIAZ KYKAO®OPIAZ. EU/1/18/1327/001

9. HMEPOMHNIA NPATHE EFKPIZHZ/ANANENEIHE THE AAEIAZ:

Huepopnvia npéme €ykplong: 22 NoeyBpiou 2018

10. HMEPOMHNIA ANAGEQPHIHE TOY KEIMENOY: 07/07/2021

Aemtopepeic MAnpoopieS yia To Napov GapHAKEUTIKG TIPOIGY A Novartis
elval BlaBgoweg otov DiKTuako Tono Tou Eupwraikol Opyaviopol dapudkwy: Division
http://www.ema.europa.eu.
KAK: Sandoz GmbH
Biochemiestrasse 10, A-6250 Kundl, Auotpia
Zroiyeia emkovwviag omy EAAdda;
OAEX ?rlcunmm"y%:ﬁ ipyan Novartis (Hellas) A.E.B.E/Sandoz division

. " bpaykokkAnoiag 78, 151 25 Mapouat, ABrva

il Rl T 2102811712, Oak: 210 6857655

BonBriote va yivouv Ta pappaka ro acgair
Kat Avagepete






