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Future health today

BonBnoTe va yivouv Ta pAppaKa 1Mo ao@ain
Kal AVaQEPETE
ONEZX Ti¢ avemBUpnTeG eVEPYELES YIa
OAA Ta pappaKa
Jupminpwvovtag Ty «Kitpivn Kapta»
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Opyavwtikn & Enictnuovikh Enitponn

MNpoedpog: Paudidng Bacilerog

MéEAn:

Ayyehdkn Zodia
AypoyLavvng lewpylog
ABavaoldadng HAlag
AvtwvomouAog Xpriotog
AnootoAibou Kaitn
ApaBavtvot Qatwpou EAEvn
Baooog NikoAaog
Bepiyog Kooudg
BAétong Mewpyog
IkatQuwAng BaoiAelog
IkLoZog lwavvng
lkotapavidou Mapia
Fopdtou Mewpyia
Ipappovotiavou Mapia
Aamépyola ABnva
ApiZou Mapia
Evayyélou Mewpylog
Zuyag AnuntpLog
Zoupocg Euotpdrtiog
Oeoxapn Mapia
loaakidou ABnva
KaBoupdkng Mrewpytog
Kohaitln Zwn

KaAAég Baoilelog
Kapapmneding ABavaoclog
Kapaumehag HAlag

KapAou XpuoouAa

Katoapaydkng ZTuAlavog
Kevtemolidng NwkoAaog
KokkoAn Ztedavia
KoAwrtZikng Baoihelog
Kovtoylavvn Mepomnn
KovtoUAn Znvaig
Koouidng Mapaokeudg
KoUAn Mapia
KoupAaumna Mewpyla
Kuptagoyhou AvaoTtdolog
Kuptakou Fewpylog
Kwvotavtivou Qpdow
Aaivakng Fewpylog
Aaokapakng AltdoTolog
Aitog lwavvng

Makprg lewpylog-Maplog
MaploAn Avépovikn
Mépog NikdAaog
Metaéag Mrewpylog
Mntpoulaotag AOoToAoC
MoUvt{iog lwdvvng
Mrakoyewpyog MdapLog
Mrapumolvng BaoiAelog
MrmoukoBivag lwavvng
Ndon Aéomowa

NikoAdou MixanA

NtdAn Eun
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M

Ntapdykag Aploteidng
OLkovopdkng ApLoteidng
Mamayewpyiou AnprAtpLog
MNanaddtou Aavan
Maradonoulog MewpyLog
Mamaxpriotou AlovuoLog
Matnpdkn EAlcGBet
Mouhakdkn Nikndopita
Paykolon Evotabia
Parmtn KAeomdrtpa

Pokkd EAévn

Tapldakn Zévia
Ytedpdvou Afuntpa
StpatoUAlag Kwvotavtivog
JTPLUTIAKOG ANEELOG
Jupiyog Kwvaotavtivog
Zwtnpomoulog MNewpylog
Tieppng lwavvng

Tpixdg MAtLadng
ToaykoUAn Zodia
Todtoou lwavva
ToepkEloyhou ANikN
Towapibag Kwvotavtivog
TooukaAdg NikOAaog
DOAwpog Ogoddvng
Xapmibou Avéplavn

Xatlnuntakou MaplaAéva




THE TOUGHEST galis

CANCERS ARE
AGGRESSIVE.

Bon@riore va yivouv Ta papyaka mo a0gahr Kai AVapEpETE
ONE Tig avemBipnTES evépyeies yia OMA 10 gappaKa
oupnAnp@vovrag Tv “KITPINH KAPTA”

AVogéQETE KGBE UTOMT QVETIBGUTT EVEDYEW OUMQVA KE To £BVIKG OUoTIMa
vagopdg oto Tuipa AvemBUTTLY Evepyeiv Tou EBVIKod OpYavioou GapuaKuv
(E00) Trh. 2132040380, Fax 2106549585, e T xpiion m Kitpwic Kaprag duaBéaya
Kol oTV (0T00EADa Tou EO®: www.eof.gr yia éviumn 1 mextpoviki urooki
evaNakikd oy AMGEN ENNAG Gappakeutd E.TLE. T.: +30 2103447000

MUST BE
RELENTLESS.

TAKING ON THE TOUGHEST CANCERS.

AMGEN

Oncology
AMGEN HELLAS ENE

Ay. Kovatavtivou 59-61
Green Plaza, ktiplo
15 124 Mapodot

TnA: 210 3447000 - Fax: 210 3447050
Email: info@amge www.amgen.gr

GR-NPS-0621-00003



09:00-09:30

09:30-11:10

09:30-09:50

09:50-10:10
10:10-10:30

10:30-10:50
10:50-11:10

11:10-13:00

11:10-11:30
11:30-11:50
11:50-12:10
12:10-12:30
12:30-12:50

12:50-13:00

13:00-14:00

14:00-15:30

14:00-14:20
14:20-14:40

14:40-15:00
15:00-15:20

15:20-15:30
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MpoogAeuon - Eyypageés
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Divani Caravel

YMOOTNPIKTIKA ppovTida

Mpoedpeio: @. Kwvotavtivou, A. MaploAn

MownTikéG cuvopNieg pe aoBeveig: To mapdadetypa thg OYKOAOYLKNG

KAwikng tou 251 I.N.A.
Juvepyaoia oyKOAOYIKWY KAWVIKWY LE GUANOYOUG a.oBevwY

Motog elvat 0 pOAOG TOU KOWVWVLKOU AELToupyoU
ot SLEMLOTNOVLIK Opada;

A&L0AGYNoN SLOTPOdIKWY AVaYKWY TOU OyKOAOYLKOU aoBevr

JulAtnon-ZxoAoopog: H. Kapaurmehag, E. NtdAn, E. Pokkd

M. KoUAn

K. ArtootoAiSou

M. Xat{nuntakou

M. Kovtoyidvvn

AVAKOUPIOTIKN ppovTiSa

Mpoedpeio: A. Manayswpyiov, E. Matnpdkn

H amokpudn e oARBELOg KoL N CUVOUWGLA TNG CLWTTAG

H mpokAnon tng eknaibeuong otnv avakou Lotk dpovtida
Mote moapeppaivel n opdda avakoudLoTikng dppovtidag
BaOLKEC OPXEC QVTLUETWITLONG TOU TIOVOU

«[Mote Ba yivel KaAd;» - H otrplen maudiwv amno tn Stayvwon
£w¢ Tov BAvaTo YovIou UE KOPKIVo

JulAtnon-ZxoAaopoc: X. KapAou, E. Paykouon

MeonuBpvn Stakorn

A. ToepkéloyAou
2. Katoapayakng
|. Todtoou

Z. KovtoUAn

A. Nanaddtou

Mio ondviol éykol

Mpoebdpeio: A. Aaokapakng, ©. DAwpog

MeAdvwpa Kat n onuacio tou Aspdadéva ppoupol

1" ypappn Bepamneiog pehavwpatog: avocobeparneia
vs anti-BRAF otoxeuon

NeUPOEVSOKPLVELG OYKOL TIOYKPENTOG: BEPATIEUTIKOG OAYOPLOLOG

H B€on tg avocobeparneiog otov kapkivo kedahng tpaxniou

Zulftnon

|05 | I

A. NTopaykog

I. Topdtou
I. Evayyéhou
I. Kapoupakng



Mpw tn ouvtayoypdenon oupBouleuteite Ty MepiAnyn Xapaktnpiotikav Mpoiéviog nou diatiBetat ané tov kdtoxo Gdelag kukhopopiag katdny atnoews

Bristol-Myers Squibb A E. Bon01ots va yivouy Ta gappraxe mo acpoii ko
I"l B R ‘t I M S .bbw Atukng 49-53 & Mponovtibog 2, T.K. 152 35 Bpihnaota, Attkn Avogépete
T6 63883 - Bpingota, T.K. 152 03, Attikh OAEZ 7ig avemBbpmes evipyeies ia
\ ristol vlyers squl TnA. 210 6074300 & 210 6074400, ©a€ 210 4074333 o e R T T T
ApiBpdg I.E.MH 7453601000

0-ONCO 7356-GR-2200038/0CT22
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Divani Caravel

Mapaokeun 10 Maptiou 2023

15:30-17:00 > apKwpata

Mpoedpeio: N. Méuog, A. Namnayprhotou

15:30-15:50 STIAVLOL COPKWHLOTO LOAQKWY LOPLWV KAl N T(POYVWOT| TOUG I. Aypoylavvng
15:50-16:10 Jopkwplata omobormneptrovaikol xwpou: H BEAtiotn

XELPOUPYLKI) TIPOCEYYLON N. Bdooog
16:10-16:30 AKTIvOogLALOONTOL TUTIOL COPKWUATWY Z. KaAaitin
16:30-16:50 Aeopoeldeig OykoL: BeparmeuTKOg alyopLlOog . KokkaAn
16:50-17:00 JulAtnon-ZxoAlaouog: A. KupltaloyAou
17:00-17:20 AwdAsppa kadé

NOPUPOPIKES AICAEEEIS

Mpoebdpeio: M. Koouidng, A. Xapmnidou

17:20-17:40 H B€on tn¢ avoocobeparneiog emkouptkd otov pwio MMKII A. Kupragdyhou
Sponsored by
17:40-18:00 Néol Beparneutikoi opilovieg LEOW TOU SUTAOU OVOCOATOKAELGOU
otnv 1" ypappn tou petaotatikol MMKIM A. Zwyag

Sponsored by (i gristol Myers squibis
18:00-18:30 H pokpoxpovia emBiwon 6To EMKEVTPO Tou petactatikol MMKI I. Aaivakng

Sponsored by 6 MSD

INVENTING FOR LIFE

18:30-20:00 Kapkivos nveupova

Mpoebdpeio: H. ABavaoladng, I. Mmoukofivag

18:30-18:50 Mdte XPNOUOTMOLOUUE CTOXEUHEVEG Bepareieg otnv

TPWTN YPOUUT Bepareiog M. Mnokoyewpyog
18:50-19:10 Debate 1: ¥tad10 Ill: neo-adjuvant/surgery vs radical chemo/RT B. Paudidng
19:10-19:30 Debate 2: MoTe €lval IO AITOTEAECUATIKI N OTPATNYLKH

avoooBepanelog: VEO-ETIKOUPLKA I} ETILKOUPLKA l. MoUvt{log
19:30-19:50 TIGIT kat LAG3: n avoooBepaneia e€ehioostal M. Apiou

19:50-20:00 JulATNON-ZXOALOOHOG: . AyyeAAGKn




palbociclib

v/ K\vikhh Anoteheopatikétnta’
v Aebopéva KAvikng Mpakukng®’
v’ Aebopéva ékBaong ané avapopég acBevav (PRO)E?
v KaBiepwpévo Mpopil AopdAetag'-+0
v/ “Evag ouviotipevog éeyxog napakoAouBnong*!

v Mia kéyoula, pia popd tn pépa’

OEPAMEYTIKEZ ENAEIZEIZ, AOZOAOTIA & TPOMOX XOPHIHZHZ

To IBRANCE, 125mg pta popd tnv nuépa ané tou otépatog yla 21 uépeg o€ KUkAo 28 nuepwv (oxnpa 3/1), evbeikvutat yla tn Bepaneia
TOU TOMIKG NPOXWPNUEVOU A PHETACTATIKOU KApK{vou Tou pactou o onoiog eival BeTikdg atoug oppovikoUg unodoxeig (HR) kat apvntikég
otov unodoxéa tdnou 2 Tou avBpwnivou endeppikoU augntikou napdyovia (HER2):

- 0€ oUVBUaOPO e avaoToAéd TNG APWHATACNG

- o€ ouvbuaopd pe pouABeotpdvin o€ yuvaikeg nou £xouv AdBelL nponyoUpevn evBoKpLVIKA Bepaneia

Y& npo- h NePL-EPPNVONAUCLAOKEG YUvaikeg n evBoKpiKn Bepaneia npénet va ouvbudletat pe LHRH aywvioth.!

[a 1o nAnpeg keiuevo g §oooAoyiag kat Tou Tpdrou xoprynong ouuBouAeuBeite v lNepiAnyn Xapaktnplotiky tou [lpoidviog nou SiatiBetat and v etaipeia.

IHMANTIKEZ MAHPO®OPIELZ ALOAAEIAL

To Ibrance avtevdeikvutal og nepintcdoelg unepeuatoBnaoiag otn Spactikih ouaia h oe kanolo and ta €kdoxa, KaBwg Kat o€ aoBeveig ot onoiot AapBdvouv okeudopata
nou NepLéxouv unepik6/Bahaapdxopto (St. John's Wort). Ot nto ouxvég avemBUpnTeg evépyeleg (= 20%) onotoudnnote BaBpol nou avapépbnkav oe acBeveig nou éAaBav
palbociclib oe Tuxatonotnpéveg kAVIKEG peNéteg htav oudeteponevia, AopdEelg, Aeukonevia, kénwan, vautia, otopatitda, avawpia, Sidppota, aAwnekia kat BpopBonevia.

O1 nto ouxvég (= 2%) aveniBUpnTeg evépyeteg BaBpou = 3 tou palbociclib ftav oueteponevia, Aeukonevia, AopdEeLg, avapia, au§npévn acnaptikh apvotpavopepdon (AST),

kénwaon Kat au§npévn apwvotpavepepdon tng aiavivng (ALT).!

*Mpénel va exteAeitat NAAPNG atpatoloyikég ENeyxog Nptv and tnv évap€n tng Bepaneiag kat katd tnv évapén Tou kGBe KUkAou, kaBwg kat tnv Huépa 15 twv npdtwy 2 KUKAwY Kat 6nwg

evbeikvutal KAVIKG.
LHRH = oppévn aneheuBépwang tng wxpivotpdnou oppévng. mBC = petactatikég Kapkivog MaatoU.

1. IBRANCE, MepiAnyn Xapaktnpiotukv Mpoidviog 07/2022. 2. Rugo H, et al. Breast Cancer Res Treat. 2019;174(3):719-729. 3.

Finn RS, et al. N Engl J Med. 2016;375(20):1925-1936. 4. Cristofanilli M, et al. Lancet Oncol. 2016;17(4):425-439. 5. DeMichele et al. Bon6iote va yivouv ta @dppaka nio acpahi kai

Breast Cancer Research (2021) 23:37. 6. Waller J, et al. J Glob Oncol. 2019 May;5: JG01800239 7. Taylor-Stokes G, et al. Breast. Avagépete

2019 Feb; 43:22-7 8. Harbeck N, et al. Ann Oncol. 2016;27(6):1047-1054. 9. Rugo HS, et al. Ann Oncol. 2018;29(4):888-894. 10. OAEZ us aveniBujintes evépyeies yia

Dieras V, et al. J Natl Cancer Inst. 2019;111(4):419-430. 11. Verma S, et al. Oncologist. 2016;21:1165-1175. OAA ta pdppaka

H ouvtetunpévn MepiAnyn Xapaktnpiotikdv tou Mpoiéviog Snpooteletat oe GANn oghiba Tou napéviog

PFIZER EAAAZ A.E. \. Meooyeiwv 243, N. Wuxik6 15451, ABAva, EAAGSa, TnA. Erukowvwviag 210-6785800, AptB. I".E.MH. 000242901000

l Zer PFIZER EAAAZ A.E. (CYPRUS BRANCH) Asw¢popog ABardoaag 26, 2018 Acukwaia, Kimpog, TnA. Erukowvwviag: +357 22 817690

Oncology

IBRANCE Y

= H AYNAMH THX
EMIIZTOZYNHX

oth Bepaneutikn entloyn acBevav
pe HR+/HER2- mBC'

ZupnAnpavovtas tv «KITPINH KAPTA»

PP-IBR-GRC-0187-FEB23
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[ EBvcod wan Kanofonpesd OMIANOE IATPIHOY
Mlavernenmysion ABnvin AGHNAN
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20:00-20:45 Evapktpla TeAeTA

Mpoedpeio: B. Paudidng

20:00-20:10 E€eAifelg otnv Oykohoyikn KAwikr tou 251 I.N.A. t0 2022.

Xtiovtag To 0papd Hog B. Paudidng
20:10-20:15 BpaBeuon
20:15-20:45 Evapktrpla AlOAeEn: O¢pata BlonBng katd tnv doknon

™G latpikng otnv Yndrakr emoxn K. Zupiyog

>dBRato 11 Maptiou 2023

09:00-10:50 Screening

Mpoedpeto: I. Mkid{og, X. ToaykoUAn

09:00-09:20 Kapkivog mveupova I. Zwtnponoulog
09:20-09:40 Kopkivog rax€og eviépou A. OWKOVOMAKNG
09:40-10:00 Kapkivog paotou N. MouAakakn
10:00-10:20 Kapkivog tpayAou pitpag . M. Moakprg
10:20-10:40 Kapkivog pootdtn I. Kuplakou
10:40-10:50 JulAtnon-ZxoAlacpog: A. loaakidou, I'. KoupAaund

10:50-12:20 OuporoiNTIKAS KapKivos

Mpoedpeio: N. Kevtenoliéng, A. Naon

10:50-11:10 Anotuyio evSokuoTIKNG Bepareiag X. Avtwvamnoulog
11:10-11:30 AMnAouyia BEpATEWYV OTOV PETACTATIKO KAPKIVO TPOCTATH M. Fpappouctiavou
11:30-11:50 OepameUTIKEG EEEAIEELG OTNV ETULKOUPLKN KAL VEO-ETILKOUPLKK

Beparmeia Tou oupoBnALakol Kapkivou B. KoAwrt{ikng
11:50-12:10 AM\nAouyia Beparmeiwv otov kapkivo vedppou 1. Aitog
12:10-12:20 JulAtnon-2xoAlaopog: . Maraddonoulog, N. ToouKaAdg

12:20-12:30 AwdAeppa kadé




TO NEOTEPOQ ANTIANAPOTONO ME TO EYPYTEPO OAZMA ENAEIZEQN XTON MPOXQPHMENO KAPKINO TOY TPOXTATH '

MAPATEINETE

mHSPC

=EKINHZTE (R
ME XTANDI™

4ETH’

‘Otav o1 acBeveic oag mapovaialouvv mpoxwpnHEVo KAPKIvo TOU TPooTATtn givat Kapdg yia Spdon.
To XTANDI™ gival pial amd Tou oTouaTog xopnyoupevn Bepareia pe anodedely eV AmOTEAECUATIKOTNTA OTNV TIOWTN
yoauur Tou mHSPC, Tou uPnAoU kivdUvou nmCRPC kal TOU ACUUITTWHATIKOU / TTIA CUUITTWHATIKOU MCRPC.™

®APMAKEYTIKO MPOION FA TO OMOIO ANAITEITAI IATPIKH EYNTArH

H ovvtopn MXM tou mpoidvTog npocievetal otn oeNida 35.10u TIAPOVTOC EVTUTTOU.

Ta mepartépw mMinpogopieg cupBouleuteite v MXIM mou SiatiBetat and v Astellas Pharmaceuticals AEBE, katomy aitrioewe,
EMada: Noookopetakn Ty (Kouti x 112 emkahuppéva e Nemto upévio diokia - 40 mg /TAB): €2.261,67

Kompog: Avavike Ty} e OMA (Kouti X 112 emahuppéva e Aerro upiévio diokia - 40mg/TAB): €3.009,25

Oumé £ 0 evépyete eiva €aoBévion/komwan, e§aelc, uméptaon, Katdypara, Kaumtwon'.
mHSPC: petacTamikdc oppovoeuaioBytog kapkivg Tou mpootdmm, nmCRPC: in petaotaTikdg, avBeKTIkdg 0Tov EuvouyIopo, Kapkivog Tou pootar),
mCRPC:pietaotatikdg, aveKTIKOC OToV EUVOUKIOHO KapKivoG ToU TipooTdTn

1. Mepidnyn Xapaktnptotikav Mpoiovroc XTANDI™, 2.Stemberg (N et al. N Engl ) Med 2020; 382: 2197206, 3. Beer TMetal. Eur Ural 2017; 71: 15154, 4. Armstrong
Metal. J(IanncoI2019 37(32):2974-86, 5. Hussain M et al. N Engl ) Med 2018; 378(26): 2465 74,6, Amstrong AJ eal. .. Clin Oncol 2022; 40: 1616-22, 7. I'Izplmwn
Mpoiovroc Apmparepovng, 8. Mepiinyn Xapaxmpiotikav Mpoidviog 16, 9. Mepinyn Xapakmpiatikev Mpaidviog N

™
L]
7ol Xtandi
Astellas Pharmaceuticals A.E. B. E.
Aynothdou 6-8, 151 23 Mapouat, ABrjva. < i d
Tn\. 2108189 900, Fax: 216 8008 998 enza|Utam| e
www.astellas.com/gr
Bon6rioTe va yivouv Ta pdppaka nio ac@ain kai
Tomkdg Avtimpoownog/ -~ - AVaQEPETE 3
¢ iy ) o TICAVEMIDUPNTEG EVEPYEIEC VIO Ta GP}JGKG
ﬁf\y:gf;ﬂg?;ﬁx%ﬂggé;tggizg;?é Kompo: TupnAnpwvovtag Tnv «KIT¥’INH KAPTA»




12:30-14:00

12:30-12:50

12:50-13:10
13:10-13:30

13:30-13:50

13:50-14:00
14:00-15:00

15:00-16:30

15:00-15:20
15:20-15:40

15:40-16:00
16:00-16:20

16:20-16:30

16:30-18:00

16:30-16:50
16:50-17:10

17:10-17:30

17:30-17:50

17:50-18:00

>dpRarto 1 1 Maptiou 2023

AANNAZONTAZ

TO BepaneuTikO Tonio
AINENANTI ZTON KAPKINO

Divani Caravel

FQoTPEVIEPIKOS KAPKIVOS

Mpoedpeio: K. ZtparovAtag, A. ZTPLUITAKOG

OALYOUETAOTOTIKA VOOOG OTOV KAPKIVO TIOXEOG EVIEPOU
KOLL XELPOUPYLKI QVTLLETWITLON

E€apéoipoc, borderline kot pn e€apéotuog Kapkivog mayKpeatog

TNT (total neo-adjuvant therapy): anotelei to véo standard
of care otov kapkivo opBou;

Kapkivog FOZ: neoadjuvant xnuelo/RT vs TEPLEYXELPNTIKA

B. MkartQuwAng
I. Tiepprig

M. Tpyag

XnueloBepaneio E. ApafBavtivol Qatwpou

JulAtnon-ZxoAlaouog: E. Zoupog, M. @soxapn, M. NikoAdou

MeonuBpn Stakorn

Kapkivos paotou |

Mpoebdpelo: Z. Zapidakn, K. Toyapidag
Amewovion, screening kot follow up oe dtopa pe avénuévo
Kivouvo KANPOVOUOUEVOU KOPKIVOU HOoTOU

Emiloyr acBevwy, §00€Lg KoL KAaopatonoinon aktvoBoAiag
o€ a00eVelg e TPWIHO KapKivo paoTtol

OdEAN kat kivduvol oncoplastic breast-conserving xelpoupyeiou

Xelpoupyeio acBevwv o apyikd otadlo: Quo vadis?

2ulrtnon

I. BAétong

K. Bepiyog
B. KaAA£g
A. Mntpouotag

Kapkivos paotou |l

Mpoedpeio: A. Kapaumnealng, B. Mriapumnouvng

Xelpoupyeio paotol petd amnod neo-adjuvant Beparneia

Post-neoadjuvant emuAoyég oTov TPUTAG apVNTIKA KapKivo:
PARPi, capecitabine, checkpoint avactoleig

Extipnon kwduvou otov ER+ kapkivo: Motot Ba AddBouv
CDK 4-6 avaoTtoAe(g;

ALGpKeLa EVOOKPLVLKIG BEPATELQG OTOV TPWLHO KOPKIVO HaoToU

JuiAtnon-ZXoAaopog: A. Eteddavou

10| I

I. Metagag

A. Aartépyola

K. Pamtn

M. Mkot{apavidou



Pierre Fabre

g

FARMAKA A.E. 5

BonBriore va yivouv To edppaxa nio aopahd ko z
A , <

OAEE Tig uvu;ﬂ‘:'l:?;:wfpwpq yio A. Megoyeiwv 350, X
sirapdplioed 15341 Ayia NMapaokeun, &

g
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& NAPTE TON EAEFXO ME
CABOMETYX" |T0CABOMETYX®rIA

(cabozantinib) tablets | TOYZ AZ@ENEIZ TAZ

To CABOMETYX® wg avaoToAéag Tupoaivikng Kivaong (TKI) kai
o1Té TOU OTOUATOG BepaTTeio ETTESEIEE OTATIOTIKA GNMAVTIKA
BeAtiwon Twv PFS,0S,0RR? péow TNG avaoToANG TWV

mapayoviwv MET, AXL, VEFGR? o€ 6Agg TiG KAIVIKEG eAETEG!

Ne@pokuTTapiké Kapkivwpa

1" Fpappn’
>¢€ eVAAIKEG QOOEVEIG PE TTPOXWPNUEVO VEQPPOKUTTAPIKO KapKivwua evOIAUETNG i
PTWYNG TTPOYVWONG, 01 0TToioI BV £x0uv AdBel TTponyoUpevn Bepartreia.

>€ ouvOUAOUO e VIBOAOUNPANTTN, evOEiKvUTal IO TNV BEPATTEIQ TTIPWTNG YPAUMUAG O€
eVAAIKEG OOEVEIG PE TTPOXWPNHEVO VEQPOKUTTAPIKO KAPKIVWUAL.
2" Tpappn'

> € eVAAIKEG QOBEVEIG UE TIPOXWPNUEVO VEQPPOKUTTAPIKG KAPKIVWHO PETE aTTO
TIponyouuevn atoxelouoa Bepatreia ayyeiakoU evdoBnAiakou augnTikoU TTapdyovTa
(vascular endothelial growth factor, VEGF).

HmratokutTapiké Kapkivwua

2" Tpappn’

EvoeikvuTal wg povoBepaTreia yia Tn BepaTTeia TOU NTTATOKUTTAPIKOU
KOPKIVWUOTOG O€ eVAAIKEG a0oBeveig TTou £xouv AGBEI TTponyouuevn BepaTreia
ME COPOPEVIPTTN.

Ala@opoTtroinpévo KapKivwua Bupeogidoug

2" Tpappn’

> eVAAIKEG A0BEVEIG PE TOTTIKA TTPOXWPNMEVO 1 HETACTATIKO, SIAQOPOTIOINUEVO
Kapkivwpa Bupeoeidols (DTC)*, avBekTIkO 1) pn KatdAAnAo yia BepaTreia pe
padievepyo 110010 (RAI)*, TTou €xouv TTapoucidoel £EEAIEN TNG vOTOU KATA TN
OIGPKEIO ) HETA OTTO TTPONYOUUEVN CUCTNUATIKA BepaTreia.

To CABOMETYX® éxe1 éva Si1axeipioigo TTpo@iA AVEKTIKOTNTAG KAl AO@AAEING, TO OTToio £XEl
atrodeix0ei og OAEG TIG KAIVIKEG MEAETEG TTPOCPEPOVTAG OTOUG AoBeveig TroIoTNTA {WNAS!

IPSEN MON. ENE "

ATIOY AHMHTPIQY 63, 174 56 AAIMOZ, AOHNA P

THA.: 210 9843324, 210 9858930, FAX: 210 9887911 I } SEN
L . Innovation for patient care

E-mail: ipsenepe@ipsen.com

http://www.ipsen.gr

TnAépwva @appakoeTTayputrvnong: 210 98 43 324, 210 98 58 930

1. MepiAnwn XapaktnpioTikwv MpolévTog-AlatiBetal atméd Tnv eTaipeia e T R L D Y

Avacdé
2. PFS:Progression Free Survival, OS:Overall Survival, ORR:Overall Response Rate OAEZIKﬂVﬁ!l"B‘:'ﬁTlnp;?E\Iéwilt:vm
3. MET:Receptor Tyrosine Kinase, AXL:Receptor Tyrosine Kinase,  OMA T pppaka
VEGFR: Vascular Endothelial Growth Factor Receptor, e v BN KRR

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

1 CABO-A/JAN 2023
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Ayyehdkn Zodia

AypoyLavvng MewpyLog

ABavaoladng HAlag

Avtwvomnoulog Xpriotog

AnootoAiSou Kaitn

Apapavtivol Qatwpou

EAévn

Bdooog NikdAaog

Bepiyog Koopdg

BA£tong Mlewpyog
rkatQwAng BaoiAelog

koo lwavvng

rkot{apaviov Mapia

Fopdrou Mewpyia

Mpappovctidvou Mapia

Aanépyola ABnva

Apifou Mapia
EvayyéAou MewpyLog

Kaonyntpla Naboloyikrg Oykoloyiag, Maboloyiki-OykoAoyikn KAwikr, Ma.l.N.
HpaxAeiou, Epyaotriplo Metadpaaotikrg Oykoloyiag, Mavemotiuo Kpntng

Avari\npwtrg Kabnyntig lotonaBoloyiag, A’ Epyactripto Maboloyikig
AVOTOLKNG, latpikn ZxoAn, E.K.M.A.

OykoAdyoc-Maboloyog, AleuBuvtrig Oykoloyikng KAwikng «Mntépa, Emikoupog
KaBnyntng Oykohoyiag, Northwestern University, H.M.A.

MSc, PhDc, FEBU, Xetpoupydg Oupoloyog - AvEpoAdyoc , KEvipo AVamAaoTIKAC &
Mponyuévng Xelpoupyikig Oupoloyiag, latpko Kévipo ABnvwv

Mpwnv Mpdedpog - Npodedpog Emotnuovikng Emtpornric ECPC - European Cancer
Coalition, Mpdedpog EAAnvikrig Opoomovdiog Kapkivou - EAA.O.K.

MD, MSc, MaBoAdyog OykoAdyog, B’ Oykohoytkr KAwikr, Metropolitan Hospital

MD, PhD, FEBS (SurgOnc), MHBA, M'evikog Xelpoupyoc - Xetpoupyog OykoAdyoc,
KaBnyntig Xewpoupyikng MNaverotnuiov XaideABEpyng, Mepuavia,
AteuBuvtrc KAwvikng Xeypoupytkric Oykoloyiag,

Kévtpo Zapkwpatoc, Mehavwpotog & Sraviwv Oykwv, latpikod Kévipo ABnvwv

MD, PhD, AktvoBepareutr|g - OykoAoyog, AleuBuvtrig Tuiuatog
AKTWVOBEPATEUTIKNG - OykoAoyiag KOl ZTEPEOTAKTLKNG AKTIVOXELPOUPYLKNG, 401
I.2.N.A., ETot. Zuvepydtng AktivoBeparmeuTtikoU-OyKoAoyLkoU

Tunuarog, IAZQ

Tevikog Xelpoupyog, EmpeAntng B', Xetpoupykn KAwikn, 251 I.N.A.

Md, PhD(c), EmpeAntng, B’ Xetpoupyikn}, 251 I.N.A., AleuBuvtrig XELpoUupyLKAG,
EupwKAWVLKA

MD, PhD, FCCP, MNMveupovoAdyog, Oykohoyikr) Movada, I’ Mavemotnuakn
MaBoAoyikr KAwikn, I.N.N.©.A. «H Zwtnpio»

MD, PhD, OykoAoytkr) KAwikr), 251 T.N.A.

Edikevopevn latpog Maboloyikrig Oykoloyiag, I’ Naverotnuiaxn Moadoloyikn
KAwvikn, T.N.N.©.A. «H Zwtnpla»

Edkeuopevn Maboloyikng Oykoloyiag, OykoAoyikr) Movada I’ MaBoAoyikig
KAk kat Opwvupou Epyaotnpiou latpikng 2xoAng E.K.M.A., I.N.N.©.A.
«H Zwtnpio»

Ewdikeuopevn Maboloyiac, I Mavemotnpakr NaboAoywkn KAwikn, I.N.N.O.A.
«H Zwtnpio»

MaBoAdyog Oykohoyog, Emuelntpla B, Mevikd Noookopeio Xiou «Zkulitoelon

MaBoAdyog-OykoAoyog, Emkouptkog EmtipeAntrc B, I Mavemotnuakn
MaBoroyikr KAwikn, I.N.N.©.A. «H Zwtnpio»




AL 24 )
, LB 8% &

, . Néa Evéei&n

YA s

d 9 ‘ X

IENO ['A ASOENEIS ME HR
O KAPKINO TOY MAZTOY (E
ETIKOYZ AEMOAAENEE, [}

ENIZXYXTE
.= THN EAIIAA
.

= v o - -
7 A W

-,

o
W
’

BonOnote va yivouv ta @dppaka mo ac@aln Kat Ava@épeTe:
OAEX Tig avemBupnteg evépyeteg yia OAA ta gappaka Zupminpwvovtag tn «KITPINH KAPTA» ={

A
k-_v g
e - ) 5 &
% i ?‘4-:. i A\ e :‘
" MNa nepiocdTEPEGAA ?Tocpppisg‘ansu@uv@%:‘i \rrq?\ E'ﬁsl';)sia ” 2
d = pee’ ~ >
= e e | ph ey
“H Nepidnyn Twv quqg;rlpla'rlko'ov Tou‘ﬂpo'l'bvrog sivai otn 81a0so1) oag. o g
- AvaQnTAoTe TNV and eKNPOOWO TNG ETAIPEIAG I} OTOV UNEPCUVSECHO g‘
» 1m sl i ttps://www.lilly.gr/landing-pages/verzenios-2022-kk/ ) cvv&pafs oV kwdik6 QR &, E
5 — - % . P i . ~. . ‘ . <
— ==L 2 : e i \
®APMAZEPB-AIAAY A.E.B.E. Suvbebeite pe TN GAPMAZEPB-AIAAY
(QD) A 15°xAu. EBvikng 0800 ABnvwv-Aapiag, 14564 Kngioid, OTa KOIVWVIKA SiKTUa

THA.: 210 6294600, FAX.: 2106294610
OAPMAZEPB infoalillygr, wwwlilly.gr f [ > ] m



251 Mevued Nooosopeio

Ynd v ayiba:

@

WIPKOE
TYAADrOD
ABHNON

E@nE R
FABIAGTTIN
et

Aepomoplog

o ko Kanobompeonsd

OMIAOE IATPIHOY
@ ABHNON

AANNAZONTAZ

TO BepaneuTikO Tonio
AINENANTI ZTON KAPKINO

Divani Caravel

KATAAOIOZ OMIAHTQN - NMPOEAPQN

Zwwyag AnpATPLOG

Zoupog Evotpdrtiog

Osoxdpn Mapia

loaakibou ABnva

KaBoupadxkng Mewpytog

KaAaitln Zwn

KaAA£g BaoiAelog

Kapapuneaing ABavactog

Kapadumnehag HAlog

KapAou XpucoUAa
Katoapaydakng ZTuAlavog

Kevtenolidng NikdAaog

Kokkon Zredpavia
KoAwrt{ikng BaoiAelog
Kovtoywdvvn Mepornn

KovtoUAn Znvaig

Koopidng Napaockeuag

KouAn Moapia

KoupAaurma Mewpyia

MaBoAdyog - OykoAdyog, Maverotnuakog Ynotpodoc, Emotnovikog
Juvepydtng, A’ Mabohoyikr) KAwikn, M.I.N.A. «Adiko»

TEVIKOG XELPOUPYOG - ZTPATLWTIKOG latpog, ASAKTwp laTpLkng ZXOANG
Mavemotnuiov ABnvwy, Xelpoupytkn Hiatog-XoAndopwv-Maykpéatog (HPB
Surgery), EAdxLota Emeppatiki Xelpoupykn - AQmapooKoTiky AloKatdotoon
KnAwv KottakoU Tolwpatog

MNaBoAdyog-Oykoloyog, Erpelntpla A, A Madoloykr KAwikn, N.FN.A. « Adiko»

MaBoAdyog-OykoAoyoc, Alsdktwp Maverotruou ABnvwvy, Meppavikd Oykohoyikd
Kévtpo Aepeooc, Kumpog

MaBoAdyog-OykoAoyog, Oykohoyikr) Movada, B’ Mpomaldeutikn
MaBohoyikn KAwikn E.K.M.A., M.I.N. «ATTIKOV»

AktvoBeparmeutrig OykoAoyog, ETotnovikog Suvepydtng latpikol Kévtpou
ABnvwv

MD, MSc, PhD, FEBS, l'evikdg Xelpoupyog - Xelpoupydg Maaotou, EmpeAntng A,
Xetpoupykr KAwikr), Nautikd Nocokopeio ABnvwv, TURUa XELPOUPYLKAG
Oykoloyiac & Movada Maotol Mediterraneo Hospital

MD, PhD, NMaBoAdyog - OykoAdyog, AteuBuvtrig OykoAoyikol Tunuatog, 417
N..LM.T.2.

MD, MSc, El8ikd¢ MaBoAdyog, ErpeAntrc OykoAoyikig Movadac, latpikd Kévtpo
ABnvwv

Tunvapyoc, Tunuatapxng NoonAeutikig Eknaibevonc, MSc, PhD, 251 I.N.A.
Entikoupog KaBnyntrig Avakoudiotikrc Opovtidag, Turpa NoonAeutikng, E.K.M.A.

MaBoAdyog-Oykoldyog, MD, PhD, MSc, AleuBuvtric A’Oykohoyikrc KAWIKAG,
Metropolitan General

MD, MSc, NaBoAdyoc-Oykohdyog, ErmpeAntpla B’ I.N.A. «Immokpdtelo»
Edikeuopevog MaboAoyikrig Oykoloyiag, 251 I.N.A.
Avarinpwtpta Kadnyntpla KAwikng Atotpodrg, Xapokdmelo Maveniotruo

MD, MSc, PhD, FIP, Emepartikr) latpog Novou, latpeio Movou, latpiko Kévipo
ABnvwv

MaBoAdyog - Oykohoyog, AleuBuvtrg, B’ MaBoloykn-Oykoloyikn KAwikn, A.0.K.A.
«Yyeiay

STPATLWTIKOG WuxoAdyoc, Wuxtatpik KAwikr, 251 I.N.A., MSc AlaGUVSETIKAG
Wuylatpkng, Exm. Méhog tng EAnvikn¢ Etatpeiog WuxavoAuTikAg
WuyoBeparmeiag Opadag

Emtikoupog Kabnyntplia MeBodoloyiag Epeuvag, Turpa NoonAeUTIKAG,
Mavemothuo MNelomovvrioou

[ 17| I
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Tonikég avrinpéownog 1o
EAGda: Bayer EANGG A
Tonikég avTinpéownog T
Kénpo: Novagem Lid, TnX:

Turipa latpikrig MAnpogdpnong
TnA: +30 210 6187742, ®a&:#30210,618
Email: medinfo.gr.cy@bayer.com < E
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KATAAOIOZ OMIAHTQN - NMPOEAPQN

Kupraoyhou Avaotdaolog

Kuplakou Mewpylog

Kwvotavtivou ®poow

Naiivakng Mewpytog

Naokapakng AltootoAog

Aitog lwavvng

Makprig lewpytog-Maprog

MapLoAn AvSpovikn

Mépog NikoAaog

Metagag rewpyrog

Mntpouoiag AootoAog

Mouvt{og lwavvng

Mrnakoyswpyog MdpLog
Mnappunouvng Baoilelog

MrmoukoBivag lwdvvng

Nadon Aéomowa

NwoAdou MyanA

NtdAn Eon
Ntapdykag Aploteiéng
OWKOVOMAKNG APLOTELSNG

MaBoAdyog - OykoAdyog, B’ Mpomawdeutikn Maboloyikr) KAwikr, M.I.N.A.
ATTIKOV»

MD, PhD, FEBU, AleuBuvtng Kévtpou EAdyxiota Emeppoatikiic OupoloyLkng
Xelpoupykng, latpikd Kévipo ABnvwv

MaBoAdyog

MaBoAdyog - OykoAdyog, AvarAnpwtrg AteuBuvtrc, A" OykoAoytkr) KAk,
Noookopelo «Metropolitan»

MaBoAdyog-Oykoloyog MD, MSc, AteuBuvtrg, Oykohoytkd Tunua kat Kévtpo
KAwikwv MeAetwy, latpikd Kévtpo ABnvwv

MaBoAdyog Oykohoyog, ZUyxpovn MoAukAwikr Adploag

MD, PhD, MSc, El8tko¢ MNuvaikohoyog OykoAdyog (EBCOG ESGO accredited),
AteuBuvtrc, N'uvatkoloykn KAwikr, latpko Kévipo ABnvwv

PhD, Eld1kdg MaBoAoyog, Empehntpla OykoAoyikng Movadag, latpikd Kévtpo
ABnvwv

Xelpoupyog OykoAdyoc, Movada SapKwUATwy Kot Zraviwy Oykwy,
B’ Xetpoupywn E.K.M.A., Apetaicio Maveniotnuiokd Noookoueio

MD, MSc, PhD, Mphil, CEBS, FEBS, FRCS, Xelpoupydg Maotou, AteuBuvtr|g,
B’ Xelpoupyko Tunua, latpeio Maotou, I.N.M.A. «EAeva BeviZélou»

MD, MSc, Xelpoupyog Maaotou, EripueAntrig Xelpoupytkng, 251 I.N.A.

MD, MSc, PhD, MaBoAdyoc-OykoAdyog, AleuBuvtrig A OykoAoyikig KAWVLKAG Kat
Movadag KAwikwv Mehetwv, «Eppikog Ntuvav» Hospital Center

MD, MSc, MaBoAdyog OykoAdyog, latpikd Kévtpo ABnvwv

MaBoAdyog-OykoAoyog, AteuBuvtng, I OykoAoyikr KAwikr, Nocokopeio
«Metropolitan»

MD, PhD, PharmaD, MNaBoAdyoc-OykoAdyog, Emtotnuovikdg Yrebuvog
OykoAoyikng Movadog, BlokAwikr) Oscoahovikng

MaBoAdyog - OykoAdyog, EmpeAntpla B, B’ MaboAoyikn-OykoAoyikn KAWLk,
I.O.N.K. «OLAytot Avapyupo»

MaBoAdyog - OykoAdyog, MD, MSc, PhD, EripueAntrig B, A’ MaBoAoyikn -
Oykohoykr) KAwikr, I A.O.N.A. «O Ayiog ZapBag»

KAwikr) Wuxohoyog, MSc, PhD, 251 I.N.A., EAAnvikr) Avtikapkivikr Etatpeia
MAQOTIKOG Xelpoupyoc, AteuBuvtrc KAwikng MAQoTIkrG Xelpoupykig, 251 I.N.A.
Fraotpevtepoldyog, EmpeAntrc Mraotp/kng KAwikig, 251 I.N.A.




BIOKOXIMOX

RADIOPHARMACEUTICALS

LUTATHERA®

Lutetium ('""Lu) oxodotreotide
FOR GASTROENTEROPANCREATIC NEUROENDOCRINE TUMORS (GEP-NETS)

POWER AGAINST PROGRESSION

Advanced Advanced Accelerator Applications
Accelerator EPIFTTN AT
WLIUCIE 01630 Saints Genis Pouilly

A Novartis Company France
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Nanayswpyiov AnuATPLOG

MNanaddatov Aavan

Nanadonoulog FrewpyLog

Manaypriotov Aloviolog

Matnpdkn EAloafet

MouAaxkadkn Nwkndopita

Paykouon EvotaBia

Papudidng Baoilelog
Parttn KAsomdtpa

Pokkd EAévn

ZapLdakn Zévia

Zteddvouv Afpntpa

ItparovAlag Kwvotavtivog

ZTpunakog ANEELOG
Jupiyog Kwvotavtivog
Zwtnponoulog MewpyLog

Tieppng lwavvng

Emtikoupog KaBnyntric MaboA. NoonAeutikrc, Mavemotrpio MNehomovvricou,
Mpoiotapevog ODC, EupwkAwikn ABnvwv, Npoedpog Topéa NoGNAEUTIKAG
Oykoloyiag E.Z.N.E.

Opotun Kabnyntpla KAwikng Wuyxoloyiag, ZxoAn Emotnuwy Yyeiag, Tunua
NoonAeutiknig, E.K.M.A., Mpdedpog A.Z. «MépLuvar

MaBoAdyog-Oykohoyoc, Emiotnpovikog Zuvepydtng, «Eppikog Ntuvav» Hospital
Center

MD, PhD, NaBoloyoavatduog, Kabnyntrg latpikig ZxoArig Mav/pou Natpwy,
Professor (Ad].) of Pathology, University of Pittsburgh, School of Medicine
Pittsburgh, PA, USA, Avtutpoedpog EAANVIKAG OUadag ZopKWHUATWY KAt Zmaviwv
‘Oykwv (EO220)

KaBnyntpla NoonAeutikng, Tuipa NoonAgutikic, E.K.M.A.

MD, PhD, FEBS, CEBS, Xelpoupyog paotou, AteuBuvipla, KAwvikry Maotou, latpikd
Kévtpo ABnvwy, Mpdedpoc I6pupatog Build a Bridge

Tunvapyoc, NoonAeUtpla MNE, MSc, Mpototdapevn Tunpatog Hueprnotag
NoonAeiag, 251 I.N.A.

MaBoAdyog - OykoAdyog, Aleubuvtrg, Oykoloyikr KAwikr, 251 I.N.A.
MD, MSc, NaBoAdyoc OykoAdyog, EmpeAritpla OykoAoyikng KAwikng, 251 I.N.A.

Aopxog (YN), (ME), MSc, AvariAnpwtpta Mvn 6B NIM, OyKoAOyLKr - ALLOTOAOYLKN)
KAwkn

MD, PhD, NaBoAdyog-Oykohoyog, Mpoedpog Etatpeiag OykoAoywv Maboloywv
EAadag (EOME), AleuBuvtpla, A’ OykoAoyikn KAwikr, Nocokopeio
«Metropolitan» ABrjva, Emotnpovikog YrneuBuvog, OykoAoyiko Tunua,
«AokAnTog AIATNQZ1Z», HpdakAelo Kpitng

MNaBoAdyog Oykohoyog, Erpehntpla B, I.N.A. «Aaiko»

AleuBuvtncg, KAk AarmapooKkortikng XELpoUpyLKNG Kat Xelpoupyikrig Oykoloyiag,
Nocokopeio latpikou Kévtpou ABnvwv

MRCP, PhD, NaBoAdyoc-Oykohoyog, A.0.K.A. «Yyela», AleuBuvtng,

E’ MaBoAoyikng Oykoloyikng KAwikng Yyela

MaBoAdyog - OykoAdyog, Kabnyntrg Maboloyiag & Oykoloyiac, AteuBuvtrc,
" NaBoAoyikr KAwikn, latpikr £xoAn, E.K.M.A. ' M, I.N.N.G.A. «H Swtnpia»

MD, PhD, Xelpoupyog Owpakog, EmpueAntric Nautikol Nocokopeiou ABnvawy,
ETotnHovIKOG Zuvepydtng latpikol Kévtpou ABnvwv

MD, PhD, levikdg Xelpoupyoc, Addktwp Maverotnuiov ABnvawv, Av. A/VTig
KAWLKNG AQTtapOooKOTTLKIG, POUTOTIKNAG XELPOUPYLKNG & Xelpoupyikng Oykohoyiag,
latpikd Kévtpo ABnvwv
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Tpyag MAtiadng
ToaykoUAn Zodia

Todtoou lwdavva

Toepké{oyAou AAikn

Towapidag Kwvotavtivog

TooukaAdg NwoAaog

DAwpog Osodavng

Xaprniéou Avépravr

Xatnuntakou MaplaAéva

AktwvoBeparmeutric OykoAoyog, EToTnoVIKOG Zuvepydtng, Noookopeio «laow»
MD, MveupovoAoyog, Emotnuovikn Zuvepydatng, latpikr ZxoAn, E.K.M.A.,
EripeAntpLa, Oykoloyikr) KAwikr, latpikd Kévipo ABnvwv

Sunvayoc, NoonAeUtpla MNE, MSc, PhD(c), 251 I.N.A.

FuvatkoAoyog-OykoAdyoc, AteuBuvtpla Movadag Avakoudlotikig Opovtidag
«FaAhaion

MaBoAdyog - OykoAdyog, AvarAnpwtng AteuBuvtrg, E' Mabohoytkr) - Oykoloykn
KAwtkr), Noookopeio «Yyegia»

MD, MSc, PhD, MaBoAdyoc - OykoAdyoc, MSc BlortAnpodoptkr), AvarA.
AteuBuvtrc, Oykoloyikr KAwikr 401 I.2.N.A., EMOTNHOVIKOG SUVEPYATNC
Nocokopeio «Eppikog Ntuvav», ABriva

MD, MaB.-OykoAdyoc, ZTPATIWTIKOG latpag, AteuBuvtrg, E Oykohoyikr) KAk
Metropolitan General Hospital, Av. A/vtric, Oykohoyikr] KAwikr) NautikoU Noo.
ABnvwyv, T. ResFac, University of Pittsburgh Cancer Institute (UPCI), UPSOM

MD, PhD, FCCP, MveupovoAoyog, Akadnuaikn Ynotpodog E.K.M.A., YiiebBuvn
Tunpatog KAwikwv Mehetwy, I Maboloyikrg KAwikng kat Opwvupou
Epyaotnpiou latpkn ZxoAn E.K.M.A., [.N.N.O. «H Zwtnpia»

Kowwvikni Aettoupyog MAD «Fahaio», MSc.

—
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TnA. +30 210 72 07 000

* Eyypadig
H eyypadn kat n mapakolouBnon tou Juvedpiou eival Swpedv Kal EMITPEMETAL PUOVO OF
ETIOYYEALATIEG UYELQC KOL OE TIPOTTUXLAKOUG / METATTUXLAKOUG HOLTNTEG.

* 08nyieg MNapakolovOnong pe Ouokn MNapouoia

‘Ocol cuppetéyovteg emBupolv va £xouv duaotkn mapouaia Ba mpeneL va pocEABoUV GToV XWPOo
Sle€aywync yla tnv gyypadn Toug f vo TPy LOTOOL|CoUV TNV TIPoeyypadr TouG NAEKTPOVIKA
UEOW TNG LoTooeAbag www.events.gr

JTOUG CUMHETEXOVTEG Ba otalel nAekTpovikd, barcode mou Ba MPEMEL Vol COPWVOUV KATA TV
£{0060 toug otnv aibouoa.

* 08nyieg Aradiktuakr MapakoAovOnong

To Juveédplo Ba avapetadobei Stadiktuakd péow tng totooeAibag www.livemed.gr. Edv eiote
VEOC xprotng mapakaloV e akohouBrote tn Stadikacia dnutoupyiog Aoyaplacpol oto Livemed,
cupumAnpwvovtag ta anapaitnta nedia (matiote oto nedio Register / Eyypadn). H Snuioupyia
Aoyaplaopol eival SwPeAV Kol UTTOXPEWTLKA YL TNV TtapakoAoUOnon Twv opALWY.
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Edv €xete né6n Aoyaplaopd oto Livemed XpnoLUOMOLROTE TOUG KWOLKOUG oag yla va ocuvdebeite,
eMNEETE amd TO pevol TV Katnyopla Live, To Tuvédplo mou BéAete va mapakoAouBnoeTe Kal otn
ouvExela To elkoviblo Go Live ) Go Virtual. Itn cuvéyela, yia va cuvbebeite otnv aibouoa, emihéyete
Qo to pevoul Tou epdaviletal 0To Katw UEPOg TG 006vng oag, to medio «AiBouca ZuveSpLldoewv»

nueiwon: Edv oag evbladépel va moapaldBete motomolntikd mapakololBnong, Ba mpémel va
T(POYLATOTIOLNOETE TV gyypacdr oog oTo TUVESPLO HEow TNG EKOVIKAG Mpappatelog, matwviag o
avtiotolyo ekoviblo «Eyypadr», wote va apyioel va kataypddetal o xpovog.

° MopLa Zuvextl{opevng latpkng Eknaidsvong
SOupdwva pe ta kpueipla tng EACCME-UEMS Ba xopnynBoulv 16 popla Tuvex{Opevng latpikig
Eknaidevong (CME-CPD credits).

* MNapalaPrn Niotomotntikov

To mioTononTkod mapakohouBnong Ba oTaAel LETA TO MEPAC TWV EPYACLWY TOU Zuvedpiou og 6GOUG
OUMMETEXOVTEG £XOUV KAVEL eyypadr. Artapaitntn mpoundBeon yia tnv opalaBr) TOU LOTOMOLNTIKOU
TiapakoAoUOnong elvat n CUPITANPWON TOUAAXLOTOV TOU 60% TWV CUVOALKWY WPWV TOU ETLOTNLOVIKOU
T(POYPAULOTOC KL N NAEKTPOVIKH CUMITARPWGN TOU EpWThaToAoyiou agloAdynaong. O aptOuog Mopiwv
Juvexopevng latpukng Eknaidevong (CME-CPD), Ba umtoAoyLotel Baoel Tou xpovou mapakololBnaong
nov Ba kataypadei otnv mAatdopua Livemed yla 6ooug ouppeteixav Sladiktuakd Kot 6To cUoTnua
KATOUETPNONG 0TV £l0060 TNG aiBouoag yia 660U CUMMETEIXAV UE HUGCLKN TTapousia.

pappateio

S

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

EA. BeviZélou 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

ravel Solutions

AnayopeUetaL pntd n avanapaywyr, avadnupooievon, aviypadr, amobrikeuon, mwAnon, petddoon, Siavour, ékdoon, ektédeon, Aqin (download),
HETAdPaAON, TPOTOTOINON KE OMOLOVEATIOTE TPOTO, XWPIG TN PNTA TponyoUpevn éyypadn cuvaiveon tng Etatpeiag, Tou cuvolou fj PEPOUG TOU TIEPLEXOUEVOL
Tou Mpoypdppatog. H ET.S. Events & Travel Solutions ermipuldooetal pntwe mavtog VORIHOU SIKAWHATOS TNG yia T StapuAadn Twv SIKALWUATWY TVEULATIKAG

Kat Blopnxavikig dloktnotag. Na avaAutikotepes mAnpodopieg ertokedBeite to www.events.gr
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SERVIER *

moved by you
SERVIER HELLAS ®APMAKEYTIKH ENE. ®paykokAnaidg 7, 15125 Mapoual. TnA 210 9391000, www.servier.gr

H adeia kukAogopiag yia 1o LONSURF® éxel xopnynBei otn Servier and tnv Taiho, avantiooetal kai and 11 800 eTalpeieg naykoopiwg Kai SiatiBeTal
oTa avrioToixa €édd@n dikalodoaiag Tng KABEWIAG.

Mpiv Tn ouviayoypd@non, cupBouAeuteite Tnv MepiAnyn XapakinpliaTik@v Tou Mpoiéviog nou diatiBetal and tov Karoxo tng Adsiag KukAogpopiag.

Lonsurf® (15+6,14) mg/tab BTx20: AT: €593,25 NT: € 465,93

( BonBrioTe va yivouv Ta pdppaka mo ac@aln Kal AVaQEpETE:
Lonsurf® (15+6,14) mg/tab BTx60: AT: €1.709,70 NT: € 1.397,78 5 ¥ Sapu o DEPETE:

(

t

OAEX 11 avemBUupnTeg evépyeleg yia ONA Ta ddppaka
LupnAnpavovrtag tnv «KITPINH KAPTA»

Lonsurf® (20+8,19) mg/tab BTx20: AT: € 783,67 NT: €621,23
Lonsurf® (20+8,19) mg/tab BTx60: AT: € 2.262,14 NT: € 1.862,90
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The EndoPredict Second Generation Advantage
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ZYNTAIOMPA®IKEE NMAHPO®OPIEZ TOY NPOIONTOZX

1. ONOMAZIA TOY ®APMAKEYTIKOY MPOIONTOZ CABOMETYX 20 mg emkaAUPUEVA We AeTITS Upiévio diokia CABOMETYX 40 mg emmkaAuppéva pe
AerTé upévio diokia CABOMETYX 60 mg emmkaAuppéva pe AeTrto upévio diokia. 2. MOIOTIKH KAITIOXOTIKH ZYNOEZH CABOMETYX 20 mg etmikaAuppéva
e AeTrd upévio Siokia. K&Be eTTikaAuppévo pe AeTrTo upévio diokio Trepiéxel kaBodavTiviBn (S)-unAikr) icoduvapun pe 20 mg kaBolavTiviBng. Ekdoxa ue yvwaorr
Opdan KaBe eTKaAUPPEVO pE AETTTO Upévio Biokio TrepiExel 15,54 mg Aaktddng. CABOMETYX 40 mg emmikaAuppéva e Aetrtd upévio diokia KABe emmkaAuppévo
He AeTTT6 Upévio diokio Trepiéxel kaBodavTiviBn (S)-unAikrA 100d0Uvapn pe 40 mg kaBolavTiviBng. Exdoxa pe yvwarr 5pdan KABe eTTIKAAUPUEVO PE AETTTO UpEVIO
diokio TrepiExel 31,07 mg Aaktodng. CABOMETY X 60 mg etmikaAupuéva ue AeTiTo upévio diokia KABe eTTIKAAUPPEVO pe AETTTE upévio SIoKio TTEPIEXEI KaBodavTIvin
(S)-unAikry 1I0080vapn pe 60 mg kaBolavTiviBng. Exdoxa ue yvwaorh dpdan KaBe etTIkaAUppéVo Pe AeTTTd upévio diokio Trepiéxel 46,61 mg Aaktodng. MNa Tov
TAAPN KOTAAoyo Twv ekdOXwv, BA. TTapdypago 6.1. 3. PAPMAKOTEXNIKH MOP®H Emkaluppévo pe Aemrtd upévio diokio. CABOMETYX 20 mg
emkaAuppéva pe AeTrTé upgvio diokia Ta diokia ival KITpIva TPOYYUAG Xwpig eyxapagn kai @épouv Tnv €voeign «XLy oTn pia TTAeupd kai Tnv évaeign «20» otnv
GAAN TTAeupd Tou diokiou. CABOMETYX 40 mg emmikaAuppéva ue AeTrtd upévio diokia Ta Siokia gival KiTpiva TRIYwVIKE xwpig eyxapagn kai gépouv Tnv EvOeIEn
«XL» oTn pia TAeupd Kai TNV €vOeIEn «40» otnv GAAN TTAeupd Tou diokiou. CABOMETYX 60 mg emmkaAupuéva pe AeTrtd upévio diokia Ta Siokia gival KiTpiva
OBAA xwpig eyxdpagn kai @épouv Tnv £vdeign «XL» oTn pia TTAeupd kail TV évdeign «60» atnv GAAn TTAeupd Tou diokiou. 4. KAINIKEZ MAHPO®OPIEZ 4.1
OeparreuTikég evdeifelg Ne@pokuttapiké kapkivwpa (RCC) To CABOMETYX evdeikvuTal wg HOVOBEPATTEIO Yia TO TTPOXWPNMEVO VEQPPOKUTTAPIKO
KapKivwpa - wg BepaTtreia TTPWTNG-YPauUAG o€ evAAIKEG aoBeveig, pe evdidpeon 1 TTwyn TPoyvwon (BAETe Tapdypago 5.1), - o€ eVANKEG PETE aTTd
TIponyoUPevn aToxeUouoa Bepartreia ayyeiakou evdoBnAiakoU augnTikou TTapdyovta vascular endothelial growth factor (VEGF) (BAétre Trapévpacpo 5.1). To
CABOMETYX, o¢ 0uv6uacpo ps VIBOAOUNGUTIN, eVOEIKVUTAI VIO TNV BepaTreia TIPWTNG-YPOPUNAG OE EVANIKEG QODEVEIG PE TTPOXWPNHEVO VE(PpOKUTTGpIKO
mpmvaa (BA. apdypago 5.1). H 1T(1TOKU1TGQIKO KOPKivwpa (HCC) To CABOMETYX evdeikvutal wg povoespomela yia T, Beparreia TOU F]TIC(TOKUTTGpIKOU
kapkivwpatog (HCC) og eviAikeg TTou €xouv AARel TTponyoupévwg Bepartreia pe oopa@eviptn. Alag@opomroinuévo kapkivwua Bupgosidoug (DTC
CABOMETYX evdeikvutal wg povoBepartreia yia Tn Bepartreia evnAiKwY a0BeVWV PE TOTTIKA TTPOXWPENHEVO i PETACTATIKO, SIAPOPOTIOINUEVO KapKivaa
Bupeosidoug (DTC), avBekTIKO 1y pn KatdAAnAo yia Bepartreia pe padievepyo 1wdio (RAI), TTou £xouv Trapouacidosl eEEAIEN TNG vooou Katd Tn didpKeia A HETG aTTd
TIponyoUuevn ouoTnuartikr) Beparreia. 4.2 Aocoloyia kai TpoéTTOg Xoprynong H Bepatreia pe CABOMETYX Ba Trpérel va TrpayuaToTiolgital armd 1aTpd
ENTTEIPO OTN XOPHYNON QVTIKAPKIVIKWY QAPUAKEUTIKWV TTPoidovTwy. Aocoloyia Ta diokia CABOMETYX kai or kadwouAeg kaBolaviviBng dev eival Bioicoduvapa
Kal OeV TIPETTEN VO XPNOIPOTIoIoUVTal TO €va avTi Tou dAAou (BA. Trapdypago 5.2). To CABOMETYX wg povoBeparreia lNa 10 RCC, 1o HCC kai o DTC n
ouvioTwpevn d6on Tou CABOMETYX gival 60 mg pia popd nuepnoiwg. H Bepatreia Ba TTPETTEI va GUVEXIOTET MEXPI 0 AOBEVAG va PNV eTTW@EAEITal TTAEOV KAIVIKG
aréd Tn Bepartreia fj HEXPI va EPPaVIOTET PN atrodekTr) TogIkoTNTa. To CABOMETYX 0¢ ouvduaod e viBoAouuauTn atnv mpwrn-ypauun mpoxwpenuévou RCC
H ouviotwpevn 86on Tou CABOMETYX gival 40 mg pia popd TV NuEPa o€ ouvOUAOHS PE VIBOAOUPGUTTN TTOU XOpnYEiTal EvOOPAERiwG €ite wg 240 mg k&Be 2
£BOOPAEdES eiTe WG 480 Mg KABe 4 eBdopades. H Bepartreia Ba TTPETTEI v GUVEXIOTET PEXPI TNV £EENIEN TNG VOTOU A TN KN aTTodeKTH TOEIKOTNTA. H VIBOAOUPAUTIN
Ba TIPETTEl VO GUVEXIOTET PEXPI TNV EEENIEN TNG VOOOU, T Wi OTTOSEKTH TOGIKATNTA 1) WG Kal 24 priveg og aoBeveig Xwpig eEENIEN TNG voaou (BA. Mepilnyn Twv
XapaktnpioTikwy Tou Mpoidvtog (MXM) yia Tn dogoloyia TG viBoAoupduTng). Tporromoinan g Bgparreiag MNa Tn dloyeipion Twy UTIOTITWY avetmoUunTwv
EVEPYEIWV TOU PAPUAKOU PTTOPET VO ATTAITETAI TIPOOWPIVA DIOKOTT BepatTeiag ri/kar peiwan Tng déong (BA. Mivaka 1). Otav n peiwon Tng 560ng ival atrapaitntn
oTn povoBeparreia, ouvioTaTal va Pelwbei ota 40 mg nuepnoiwg kail katdmmy ota 20 mg nuepnoiwg. Otav To CABOMETYX xopnyeital 0 guvduaoud Pe
viBoAoupdpuTm, ouvioTdaTal n peiwon Tng déong ota 20 mg CABOMETYX pia gopd Tnv nuépa kai oTn ouvéxela ota 20 mg kaBe SeUTepn NP (QVaTPEETE OTNV
XM TNG VIBOAOUPAUTING IO TN CUVIOTWHEVN TPOTTOTTOINON TNG BepaTreiag yia Tn viBoAoupduTm). MNa Tn Siaxeipion g TogIkoTNTag Baduou 3 1) peyaAutepou
oUPeWVa PE Ta KOIVE KPITHpIa opoAoyiag yia avemBiunTeg evépyeleg (CTCAE) ) pn avekTAg TogIkoTNTag Babuou 2, cuvioTaTal N SI0KOTTH TG 560NG. ZuvioTaTal
n peiwon TNg d6onNg yia cUPBAvTa, Ta OTTOI, EQV EPPEVOUV, UTTOPOUV va KaTaoToUv ooBapd fi un avektd. Edv évag aoBevrig rapaAeiyer pia 86an, n 56an Tou
Trapaleipdnke dev Ba TTPETTEl va An@Bei ediv atropévouv AyoTepeg aTrd 12 wpeg PEXPI TNV £TTOPEVN S6oN. Mivakag 1: ZUVICTWUEVEG TPOTTOTTOINCEIG BOoNg
Tou CABOMETYX yia avetmB0unTeg evépyeieg AvetriO0unTn Evépyeia ko OgUTnTO: AvetmBUunTeg avridpdoeig BaBuou 1 kal BaBuou 2 Trou gival avekTég
Kal eUKoAa avTipeTwTTioIuEG TpoTrotroinon Bepatreiag: Asv amaiteital ouviiBwg TTpooappoyr d6ong. MPoaBEaTe TTAPOY UTTOGTNPIKTIKAG PPOVTIdAG CUMPWVA
Ue TG evdeigelg. AvermuunTtn Evépyeia ko OguTnTa: AvemBupnTeg avtidpdaoelg BaBpou 2 Trou eival pun avekTég kal dev gival duvaTod va avTIHETWITIOTOUV HE
Heiwon 86ong A UTTOOTNPIKTIKA @povTida. Tpotrotroinon Beparreiag: AiakdyTe Tn Beparreia £wg Tou n avemBUUNTN avTidpaon atokataoTabei o Babud
<1.MpooBEoTe UTTOOTNPIKTIKY) PPOVTIdA CUPQWVA e TIG eVOEILelG. EEETAOTE TO evDeXOpEVO ETTaVEVOPENG OF pelwpévn doan. AverriBuunTn Evépyeia kai
0OguTnTa: AvemBuunTeg avridpdoelg (ekTdg ot KAIVIKG Un epyaoTnplakés avwpoAieg) Tpotrotroinon Bepartreiag: AlokowTe Tn Bepatreia £wg 6TOU N
avetiBupunTn avtidpaon amokaraoTabei oe Babud <1. MpoobEaTe UTTOOTNPIKTIKA PPOVTION CUPPWVA e TIG EVOEIEEIS. ETTavekkIVAOTE o€ Pelwpévn déon.
AvemB0puNTN Evépyeia kai OgUTNTO: AveOUuNTEG avTIdPAoElG (EKTOG aTrd KAIVIKG Wn epyaoTnpiakég avwpaAieg) Tpotrotroinon Bepartreiag: AIOKOWTE Tn
Bepatreia. XopnynoTe katdAANAN 10TpIkr @povTida. Edv n avemBiunTn avridpaon atmokataoTabei péxpl 1o Babud <1, eTTavekkivioTe o€ Pelwpévn doan. Edv n
avetmupunTn avtidpaaon dev eMAUBEL, dIoKOWTE poévipa T BepaTeia. AverriO0OpNTN Evépyeia ko OguTNTA: AUEAOEIG NTTATIKWY EVUPWY Yia aoBeveig e RCC
mou éAaBav CABOMETYX o€ ouvduaopé pe viBoAoupapTn. AvemriB0untn Evépyeia kai OgutnTta: ALT ) AST > 3 @opég ULN aAAd < 10 gopég ULN xwpig
TaUTXPOVN ONIKA XoAepuBpivn = 2 opég ULN Tpotrotroinon Beparreiag: Alakowte To CABOMETYX kai T VIBOAOUPGUTIN €wg 6TOU QUTEG Of aVETTIBUUNTEG
eVEPYEIEG UTTOXWPrIoOUV 0€ BaBpod <1 H Beparreia pe KOPTIKOOTEPOEID) UTTOPET va £GETAOTET EGV UTTGPXEI UTTOWia avTidPaong OXETICOUEVNG E TO AVOTOTTIOINTIKO
ouoTnua (avatpégte otnv MXIM Tng viBoAoupduTtg) MTTopei va eTTaveSETAOTEl £TTAVEKKIVNON PE éva HOVO QAPHOKO 1 SIadOXIKN TTaveKkivnon Kai Ye Ta dUo
@dppaka PeTd TNV avappwon. Edv gekiviioeTe ek véou e T viBoAoupdpuTm, avarpégre otnv MXIM g viBoAoupdutng. Averm@upnTn Evépyeia kai OguTnTa:
ALT A AST > 10 gopég ULN 1) > 3 popég ULN pe Tautdxpovn oAikr| xoAepuBpivn = 2 opég ULN Tpotrotroinon Bepatreiog: Aiakoyte opioTikd To CABOMETYX
Kal TN viBoAoupdpTm. H Bepateio e KOPTIKOOTEPOEIDN UTTOPEI VO ECETAOTEN GV UTTAPXE! UTTOWia avTidpaong OXeTIZOMEVNG PE TO AVOOOTTOINTIKG GUCTNUA
(avatpégte otnv MXIM TG viBoAoupduTnNgG). Znueiwaon: Or Babuoi TogikéTNTag cupewvoly Pe Ta Koiva Kpimpia Opoloyiag Tou EBvikoU AvTikapkivikoU
IvoTitoUTou yia AvetiBuunTeg Evépyeieg ékdoan 4.0 (NCI-CTCAE v4). ZuyxopnyoUueva @apuakeuTiKa mpoidvia Ta GuyXopnyoUHEVa QapUOKEUTIKE TTPOIOVTA
TToU gival IoXupoi avaoToAeig Tou CYP3A4 Ba TTpETTel va XpnaIUoTToIoUVTal JE TTPOCOXT Kal N XPOVIa XPrion GUYXoPnYOUHEVWY QAPPOKEUTIKWY TTPOIOVTWY TToU
arroteAoUv 1o0XUpoUg eTraywyeig Tou CYP3A4 Ba rpétrel va ammogelyetal (BA. Trapaypdpoug 4.4 kai 4.5). Oa Trpémel va JeAETNOEI n £TTIAOYH £VOG EVOAANAKTIKOU
OUYXOPNYOUHEVOU PAPHAKEUTIKOU TTPOIOVTOG HE KaBOAou fi eAdxIoTo Suvapikd va emtdyel i va avaoTéAel To CYP3A4. Eidikoi TAnBuopoi HAkiwuévor Aev
ouvioTdTal eI5IKA TTpogappoyn TN ddong yia Tn Xerion Tng KaBodavTiviBng ot nAKIwpévoug aaBeveig (= 65 €Tn). PuAn Aev atrarTeital Trpoocapyoyr| TG d6ong
He Bdon v eBvikoTNTa (BA. Mapdypago 5.2) Neppikr dugAsiroupyia H kaodavTivin TTPETTEl va XOpnyeiTal JE TTPOCOXT O€ AGBEVEIG JE ATTIA 1) HETPIT VEPPIKD
SuoAeimoupyia. H kaBodavTiviBn dev ouvioTdTtal yia Xprion o€ aoBeveig ue coBapn ve@pikr) duaAeimoupyia, KaBwg n ac@aAeia Kal n aTTOTEAETUATIKOTNTA JEV
€XOUV TEKUNPIWOEI o€ auTdv Tov TTANBuouo. Hrrarkr dugAsimoupyia e aoBeveig pe ATMa NTaTkf dUCAEIToUpyia dev OTTAITEITAI TTPOGAPUOY TG dOaNG.
Aedopévou 6Tl uovo Trepiopiopéva dedopéva eival diabéoiua yia aaBeveig pe pérpia nTraTikr) duoAemoupyia (Child Pugh B), ev ptropolv va oBouv cuaTdoeig
SoooAoyiag. ZuvioTaTal OTEVH TTapakoAoUBNan TNG CUVOAIKNG ao@AaAeiag o autoug Toug aoBeveig (BA. Mapdypago 4.4 kai 5.2). Aev uTrdpxel KAIVIKA ePTTEIpial
og aoBeveig Pe cofapr| NTTaATIKA Buc)\snoupviu (Child Pugh C), omréte dev ouviaTdral n xprion ™ng KaBo(avnviBng oe auToUg Toug aoBeveig (BA. I'Iapdvpa(po
5.2). Kapdiakr) duaAsiroupyia Ta oToixeia yia aoBeveig pe kapdiakr) SUCAeIToupyia gival TrepIopIoPEVa. Agv UTTOPOUV va npavpoﬁorromeouv €I0IKEG cuomoag
Boovovlug [aidiarpiké¢ mAnbuouoég H acr(pcx)xaa Kaln GWOTaAscuaﬂKomTa ™mg chBoiavanng oe TaIdId nAIKiag <18 eTwv dev Xl aKOPA TstnpmGal Ta eTi
Tou TTapdvTog diabéaipa Baéousva 'I'[Eplvp(](pOVTUl aTnV TopAypa@o 5.2, aAAG dev UTTopei va yivel oUoTaon OXeETIKA e Tn doooAoyia. Tgorrog xopriynong To
CABOMETYX trpoopigeTal yia xprion atré 1o oTtépa. Ta diokia Ba TrpéTel va KatatrivovTal oAOKAnpa kai va pnv Bpuppartidovral. Oa mpéTel va do0oUv odnyieg
OTOUG ACBOEVEIG VO NV TPWVE TITTOTA Y1 TOUAGXIOTOV 2 WPES TTPIV £wg 1 wpa petd T Afjyn Tou CABOMETYX. 4.3 Avtevdeigelg YepeuaioBnaoia oTn dpaoTIKN
oucia 1} o€ kdTolo amd Ta ékdoxa TTou avagépovtal aTnv Trapdypago 6.1. 4.4 Eidikég TPoeIdOTToINCEIS KAl TIPOQUAGEEIS KaTd Tn Xprion Kabwg ol
TIEPIOCOTEPEG AVETTIOUUNTEG EVEPYEIEG TTPOKUTITOUV VWPIG OTNV TTOPEia TNG BePaTTEiag, 0 10TPAG TTPETTEI VO agloAOYEi OXOAATTIKG TOV 0BEVA OTIG TTPWITEG OKTW
£ROOpAdEG TNG BepaTreiag yia va TTPoodiopicel GV aTTaIToUvVTal Tporrorrou’]at:lg NG 86oNG. AVETTIOUUNTEG EVEPYEIEG TTOU YEVIKWG EXOUV TTPWIMN EKORAwON
ﬂapMapBavouv uTTaoBeoTiaiyia, uttokaAiaipia, BpopBotrevia, utépTacn, oUvdpopo epubpoducaiocdnaiog Trcx)\cxuwv TreAudTwy (PPES), Tpwreivoupia kai
vuo-rpswcpmu (I’E) cuchwi (KOI)\IGKO or)\vog @Aeypovh BAevvoyovou, 6UOK0|)\|01n1cx Blappom spt:Tog) H avriyetwimon moavwy cxvemeuumwv svsgyawv
o] Jole ¢} A T 4.2): Y& VEQPOKUTTAPIKO KAPKIVWHA PETA aTTd
Trponvouusvn OTOXEUPEVN BepaTreia Ye ayyeIOKO svéoenNaKo augnTikd Tapdyovta (VEGF), peiwoelg kai Siakotrég TG d6ong Adyw pIag cxvsmeuunmg
evépyelag (AE) ouvéBnoav ato 59,8% kai 70%, avTioToixa, Twv acBevwy Trou éAaBav kaBolavTiviBn otn BaoikA kAvikr) dokiuy (METEOR). AUo PeIoElg TNg
BdoooAoyiag xpeidadnkav a1o 19,3% Twv aoBevwv. O BIAUETOG XPOVOG £wG TNV TTPWTN HEIWaT TNG docoAoyiag ATav 55 NUEPEGS, KAl £wG TNV TTPWTN BIGKOTTT
SoooAoyiag ATav 38 NUEPES. Ze VEPPOKUTTAPIKO KAPKIVWHO XWwpig TTponyoUdevn Beparreia, PEIWOEIG dGaNG Kal SIOKOTTEG TNG dGaNG Trapatnpriénkav aTo 46%
Kai 73%, avrioToIxa, Twv aoBevwv Tou éAaBav kaBolavTiviBn otnv kAvikr) dokipur (CABOSUN). Orav n kaBodavriviBn xopnyeital o auvduaoud e viBoAoupdurn
O€ TTPWING-YPAPUNS TIPOXWPENHEVO VEQPOKUTTAPIKO KapKivwya, peiwan Tng déong A diakotrA Tng ddong tTng kaBolavTivipng Adyw AE ouvéRn ot 54,1% kai
73,4% 1wv aoBevwv oTnv KAviki dokipf (CA2099ER). AraitriBnkav 800 peiwaelg Tng d6ang oTo 9,4% Twv acBevv. O HEGOG XPAVOG £wG TNV TTPWTN PEIWON
NG d6ang fTav 106 NUEPES Kal WG TNV TTPWTNBIOKOTTH TNG d60oNG ATAV 68 NUEPEG. ZTO NTTATOKUTTAPIKG KAPKiVWHA JETG aTTd TTpoNnyoUHEVN CUCTNUIKY BepaTTeia,
ol PEIWOEIG TNG OoNG Kal ol dIOKOTTEG dooNG ouvéRnaav ato 62% kai 84%, avtioTolxa, Twv acBeviov TTou éAaBav kaBolovTiviBn otnv KAIVIKF SoKIur
(CELESTIAL). AUo peiwoeig 86oewv amraribnkav aT1o 33% twv acBeviwyv. O dIGUESOg XpOVOG PEXPI TN HEiwonN TNG TTPWTNG 86ong ATav 38 NUEPES Kal PEXPI




TNV dIAKOTTA TNG TTPWTN d60NG ATAV 28 NUEPES. ZUVIOTATAI OTEVOTEPN TTAPAKOAOUONON O€ 0TBEVEIG pe ATTIANA PETPIA NTTATIKF) SUCAEITOUPYIA. ZT0 dIAPOPOTIOINKEVO
Kapkivwpa Tou BupeoeIdoug, Ol HEIWTEIG TNG dOONG KA OI DIAKOTTEG TNG dGaNG ouVERNTaV 0T0 56% Kai 72%, avTioTolxa, Twv acBevwy TTou EAafav kaBolavTiviBn
otnv kAvikr) dokiury (COSMIC-311). Ao peioelg d6oewv ammairiénkav aT1o 22% Twv aoBeviv. O dIGPECOG XPOVOG HEXPI TN PEIWGN TNG TTPWTNG dGONG ATAV
57 nuépeg kai péxpr TN diakoTr TG TPWTNG ddong Arav 30 nuépeg. HmatotogikdtnTa Mn QUOIOAOYIKEG TIMEG OTIG ECETAOCEIG TNG NTTATIKAG AsIToupyiag (augnon
TNG GMIVOTPAVOPEPAONG TNG aAavivng [ALT], TNG aoTTapTiKAG apivoTpavo@epdong [AST] kai Tng xoAepuBpivng) Trapatnerbnkav cuyva oe acBeveig TTou EAaBav
Beparreia pe kaodavTiviBn. Zuviotdtal n diegaywyn egetTdocwy nIaTikig Asiroupyiag (ALT, AST kai xoAepuBpivng) Tpiv atmé Tnv évapén g BepaTeiog pe
KaBodavTiviBn kai n TTPOOEKTIKA TTapakoAolBnaon katd T didpkeia TG Beparreiag. MNa aoBeveig pe emdeivwon Twy EETACEWY TNG NTTATIKAG AEITOUPYiag TToU
BewpolvTal OXETICOUEVEG PE T BepaTreia pe kaBolavTiviBn (SnA. otrou dev eival egpavig Kayia eVOAAOKTIKA aitia), Ba TTpETTel va akoAouBoUvTal ol CUPBOUAEG
TpoTToTToinoNG TNG 8éong aTov Mivaka 1 (BA. TTapaypago 4.2). Otav n kaBodavTiviBn Xopnyeital o€ GUVOUOOHO PE VIBOAOUMAUTT, £XOUV avagepBei ouxvoTepa
BaBuou 3 kai 4 augoeig ALT kai AST o€ axéon pe Tn povoBeparreia pe kaBodavTivifn oe aoBeveig pe Tpoxwpnuévo RCC (BA. Mapdaypago 4.8). Ta nmraTikd
évqupa TTPETTEl VO TTapakoAouBouvTal Tipiv atrd Tnv évapén Kai TTepIodIkG Katd Tn Sidpkeia Tng Beparreiog. Mpétel va akoAouBouvTal o1 0dnyieg 10TPIKAG
diaxeipiong kai yia Ta duo gapuaka (BA. Mapdypago 4.2 kai avatpé€te atnv MXIM yia m viBoAoupdutn). H kaBolavTiviBn ammoBaAeTal Kupiwg péow TG
NTaTIKAG 080U. ZUVIOTATAI GTEVOTEPN TTAPAKOAOUONGTN TNG CUVONIKAG ACPAAEIOG O a0BeVEiG e ATTIAN PETPIO NTTATIKY) SUCAEIToUpYia (BAETTE £TTioNG TTAPAYPAPO
4.2 ka1 5.2). Mia upnAdTepn oXeTIKN avaAoyia aoBevwv pe péTpia nrraTikr) ducAsroupyia (Child-Pugh B) epgdvioe nmratikr eyKepaAoTrdbeia pe Tn Bepatreia pe
kapolavTiviBn. H kaBolavtiviBn dev ouviotdtal yia xprion o€ aobeveig pe coBapr) nmartikr) ducAeiroupyia (Child-Pugh C,BA. Mapdypago 4.2). HmatikA
eykepahomrdBeia ¥tn peAétn HCC (CELESTIAL), n ntmamikr eyke@alotrdBeia avagépbnke auyxvotepa oTnv oudda kaBolavTiviBng ammd auTr) Tou €IKOVIKOU
@apudkou. H kaBolavTiviBn £xel CUCXETIOTET pE DIGPPOIA, EUETO, HEIWMEVN OPEEN Kal BIATAPOXES NAEKTPOAUTWY. e acBeveig pe HCC pe eTnpeacpévn NTTaTikn
AeIToupyia, auTég Ol UN NTTATIKEG ETOPATEIG PTTOPET VA €ival TTAPAYOVTEG ETTIOTTIEUCNG YIa TNV €EENIEN TNG NTTATIKAG eyKePaAoTTaBelag. O aoBeveig TTPETTEl va
TIOPOAKOAOUBOUVTAI VIO GNUEIC KOl CUPTITWHOTA NTTOTIKAG £YKEPOAAOTTABEIaG. AlaTproelg Kal oupiyyia ZoBapég ME diatpAcEIg Kal oupiyyia, MEPIKES POPEG HE
Hoipaia €kBaon, éxouv TTapatnenBei e Tnv KaBolavtiviBn. O1 aoBeveig TTou €xouv AEYPOVWBN VOOO Tou eVTEPOU (TT.X. VOO0 Tou Crohn, eAkwdn KoAimida,
TIEPITOVITION, EKKOATTWHATITION F OKWANKOE£ISITIdA), £xouv dIBnon Tou dykou otn M'E 086 i TrTapouciddouv TTITTAOKEG OTTG TTPONYOUHEVN XEIPOUPYIKA ETTEUBAON
TOU YAOTPEVTEPIKOU CUOTANATOS (1IB1aiTEPa OTOV OXETICETaI e KaBuaTEPNUEVN i aTeAr eTTOUAWGON) Ba TIPETTEN va agloAoynBoUv TTPOCEKTIKA TTIPIV apxioouv Tn
Beparreia pe kaBolavTiviBn kal, oTn CuvEXEIa, Ba TTPETTEI VO TTAPAKOAOUBOUVTAI GTEVA VIO CUMTITWHOTA SIATPACEWY KAl CUPIYYIWV, CUPTTEPIAAUBAVOUEVWY TWV
amooTNUdTwy Kal TN onfyn. Emipovn A emavepgaviddpevn didppoia aTn SIdpKEIa TNG Bepartreiag PTTopei va gival TTapdyovTag KivOUvou yia TNV avarTuén
TIPWKTIKOU ouplyyiou. H kapolavTiviBn Trpétel va SIokOTITETal € a0BeveiG TTou ep@avifouv dIGTPNON TOU YOOTPEVTEPIKOU CUCTANATOS i UpiyyIo TTou dev
UTTOPEl VO avTINETWTTIOTET ETTAPKWS. CaaTpevtepikég (FE) diatapaxég H Sidppoia, n vauTia/éueTog, n Helwpévn 6petn kai n aTopartimda/otopatikd GAyog ATav
HEPIKEG aTTO Ta MO OUXVA avapepBévia oupBdvta Tou yaoTpevtepikoU (BA. Trapdypago 4.8). Auean 1aTpIKr dlaxeipion, cupTtepIAauBavopévng TG
UTTOOTNPIKTIKAG (PPOVTIOOG PE QVTIEPETIKG, QVTIBIAPPOIKA 1 avTIogiva, TTPETTEl va £QapPOoBEl yia TNV TTPOANWN TNG aQUBATWONG, TWV SIOTOPAXWY TWV
NAEKTPOAUTWV Kal TNG aTTwAEIag Bapoug. H SiakoTm 1 peiwan g d6ong, A N HovIUN SIOKOTTA TNG Xopriynong kapolavTiviBng Ba Trpétrel va AapBAavetal utroyn
o€ TIEPITITWON ETTIHOVWV 1| ETTAVOAGPBAVOPEVIWV CNUAVTIKWY YOOTPEVTEPIKWY QVETTIBUUNTWY evepyelwv (BA. Mivaka 1). OpouBosuBoAikd oupBdvia Me Tnv
kapolavTiviBn, €éxouv TraparnenBei cupBavia QAERIKAG BPouBOEUBOANG, CUUTTEPIAAUBAVOUEVWY CUHBAVTWY TIVEUMOVIKAG €MBOANG Kol apTnpIaKnS
BpopBoepBoAng HEPIKES PopEG Bavatneopa. H kKaBodavTiviBn TTPETTEl VO XPNOIMOTTOIEITAI PE TTPOCOXK) OE QOBEVEIG TTOU TTAPOUTIAZOUV KivOuvo f TTou €Xouv
10TOPIKG QUTWV TwV evepyelwyv. Xt YeAétn HCC (CELESTIAL), apatnprinke TTuAaia @AeRIK BpouBwaon pe kaBoldavTiviBn, cuptrepiAauBavopévou evog
Bavatneopou ouppdavtog. AcBeveig pe 10TopIkd TTUAGIOG QAEBIKAG dINBNONG @AvNKE va BIaTpEXOUV PEYaAUTEPO KivOUVO avdaTTugng TTuAdiag @AEBIKAG
Bpoupwong.H kapolavtiviBn Ba TrpéTrel va dlakoTTei o€ aoBeveiG TToU avaTTUoooUV 00 £UPPaypa Tou Juokapdiou fi oTToladATIoTE GAAN KAIVIKE GNUAvTIKA
BpopBoeuPoAikry emmiTTAoKR. Aloppayia Me Tnv kaBodavtiviBn éxel TTapatnpnBei coBapr| aigoppayia PePIKEG popég Bavatneopa. Or aobeveig TTou £xouv
10T0pIKS TOBAPAG aloppayiag IV aTro TNV évapén Tng BepaTreiag Ba TTPETTEI val agIoAOYOUVTaI TIPOOEKTIKA TTPIV aTTd TV £vapén TnG Bepartreiag pe kaBodavTiviBn.
H kaBogavTivin dev TpéTel va XopnynBei og aoBeveig Trou £xouv 1y diaTpéxouv kivduvo yia ooapr) aiyoppayia. Xt peAétn HCC (CELESTIAL), avagépbnkav
Bavatneopa alpoppayikd CUPRAVTA og UPNASTEPN ouxveTNTa e KaBolavTiviBn atrd To eIKovikO @appako. O1 TrapdyovTteg KivdUvou TTpodidBeong yia coapr
aipoppayia oTov TANBuopé pe poxwpnuévo HCC ptropei va repidapBdavouy Tnv dinenaon até Tov 6yKo Twv KUPIWY GIHOPOpWY ayYEiwv Kal TNV Trapouaia
UTTOKEIMEVNG KippWwOoNg TOU ATTATOG TTOU €XEl WG ATTOTEAECHA TN SNUIOUPYIa 0I0OPAYIKWY KIPOWV, TTUAdiag utrépraong kal BpouBotreviag. H pehétn CELESTIAL
QTTEKAEIOE QOBEVEIG e TAUTOXPOVN QVTITINKTIKA aywyr) fj avTIaIPOTTETAAIOKOUG TTapdyovTeg. AaBeveig TTou dev AdpBavav Beparreia rj ye eANITTA Beparreia, yia
KIpooUg pe aipoppayia i ge uwnAd kivduvo aipoppayiag e§aipéBnkav emmiong amd tn peAétn autr). H peAétn g kaBolavTiviBng o€ ouvdBuaoud Je Tn
viBoAoupdpTmn o€ Trpoxwpnuévo RCC mpwtng ypapunig (CA2099ER) atrékAeioe a0BEVEIG PE QVTITINKTIKG OE BePATTEUTIKEG DOTEIG. AVEUPUOUATA KAl APTNPIOKO]
Siaxwpiogpoi H xprion avactoAéwv TG VEGF 0d0U o€ a0Beveig He 1) Xwpig UTTEPTAON PTTOPET VO TTPOAYEl TOV OXNHATIOUS aQVEUPUOUATWY 1 / KOl apTNPICKWV
Siaxwplopwy. O Kivduvog auTdg TTPETTEN va AapBAVETaI TIPOTEKTIKG UTTOWN TIPIV atTd TV évapén Tng Beparreiag pe kaBolavTiviBn og acBeveig TTou TTapouciddouv
TIapdyovTeG KIVOUVOU OTTWG UTTEPTAON 1 I0TOPIKS aveupuopaTog. @popBorevia X1 peAétn HCC (CELESTIAL) kai otn peAétn DTC (COSMIC-311), avagépBnke
BpopPoTtrevia kal Pelwpéva alpotreTaAIa. Ta emTireda aigotreTaAiwy TPETEl va TrapakoAouBoUvTal Katd T didpkela TnG BepaTreiag pe kaBolavTiviBn kai n d6on
va TpoTToTTolEITal avaAoya pe Tn coBapdtnTa TG BpopBotreviag (BA. Mivaka 1). EmimAokég Tpaupdtwy Me Tnv kaBolavtiviBn €xouv TrapatnpnBei eTTITTAOKEG
TpaupdTwy. H Beparreia pe kaBolavtiviBn Ba TpéTTel va SIakoTTel TOUAAGYIOTOV 28 nUEPEG TTPIV aTTd TNV TTPOYPOMMATIOUEVN XEIPOUPYIKY €TTEPRaoN,
oupTrepIAapBavopévng TNG 0DOVTIATPIKAG XEIPOUPYIKAG ETTEUROONG i TwV ETTEURATIKWV ODOVTIATPIKWY TTapeuBacewy, edv eival duvard. H améeaon va
ouvexIoTel n Beparreia pe kaBolavTiviBn YETA TN xelpoupyikn eépBaan Ba TTpéTTel va BaciaTei aTnv KAIVIKH Kpion yia Tnv £TTapkr emoUAwon Tou Tpauuarog. H
kaBolavTiviBn Ba TTPETTEN va SIAKOTTET 0€ AOBEVEIG PE ETTITTAOKEG ETTOUAWONG TPAUKNATOG TToU aTTaiToUV IaTpIKr TTapéuBacn. Ymépraon Me Tnv kaBolavTiviBn €xel
TIapaTnenBei uTTépTaon, CUPTTEPIAABAVOPEVNG TNG UTTEPTOCIKAG KPiong. H apTnpIakn Triean TTPETTEl va EAEyXeTal KAAG TTPIV aTTé TV évapén TnG kaBodavTiviBng.
Katd 1 didpkeia Tng Beparreiag pe kaBolavTiviBn 6Aol ol aoBeveig Ba TIpETTEl va TTapakoAouBouvTal yia UTTEPTACN Kal VO QVTIMETWTTICOVTA, OTTWG ATTAITEITAI, PE
TUTTIKA QVTIUTTEPTACIKN BepaTreia. XTnv TIEPITITWON EUPOVNG UTTEPTOONG TTAPOTI YIVETAI XPAON QVTIUTIEPTATIKWY, N KaBodavTiviBn Ba TTpéTTel va dIOKOTTEl, £wg
610U eAeyXBei N apTNPIaKN TTiEON: KATOTTIV N KABOlavTIviBn PTTOPEi va ouvexioTei o€ pelwpévn doan. H kaBodavTiviBn Ba TTPETTel va SIOKOTTEN EGV N UTTEPTAON
eival goBapn Kal TTipovn TTap& TNV QVTIUTTEPTAOIKY BepaTreia Kal TN peiwan dd6ong TNG KaBolavTiviBng. Ze TTEPITITWAON UTTEPTATIKAG Kpiong, n kaBolavTiviBn
mpémel va diakotrei. OaTeovékpwan ‘Exouv TrapatnpenBei TepioTaTikd ooTeovékpwaong TG yvaBou (ONIM) pe Tnv kapolavtiviBn. Oa mpémel va diegayOei
oTOUOTIKA €E€Taon TTpIv atrd Tnv évapén TG KaBolavtiviBng kai Tepiodikd Katd Tn didpkeia Tng Beparreiag pe kaBolavtiviBn. Or acBeveig Ba Tpémel va
evnuePwOoUV 600V apopd TIG TIPOKTIKEG OTOUATIKAG Lylevig. H Bepartreia pe kaBolaviviBn Ba TTpéTmel va avaoTalei TOUAdXIOTOV 28 nuépeg TTpIv atmd TV
TIPOYPAUHATIOPEVN ODOVTIATPIKA XEIPOUPYIKH ETTEURACN 1 TIG ETTEPRATIKEG OSOVTIOTPIKEG TIAPEPRAOEIG, €AV ival duvaTd. ATTaITeiTal TTPoCcoXT| O€ a0BEVEiG TTou
AapBdvouv @dppaka Trou axetidovTal pe TNV ONI, 6TTwg dipwaoovikd. H kaBolavtiviBn Ba TTpétrel va dlakoTITETaI O€ aoBeveig TTou egpavidouv ONT. Zuvdpouo
gpuBpoducaiodnaiog TTaAapwv-TreEApdTwY Me TV KaBolavTiviBn €xel TTapatnpnBei ouvdpopo epubpoducalodnaoiag TTaAapwv-TreAuaTwy (PPES). Otav 10
PPES eival coBapo, Ba mpétrel va AngBei urdwn n diakoTtrA TG Bepatreiag pe kaBolavTiviBn. Mpémel va yivel avda évapin Tng kaBolavTiviBng e xaunAdtepn
ddon étav 10 PPES emAuBei o€ Babud 1. Mpwreivoupia Me Tnv kaBolavTiviBn éxel rapartnpnBei rpwreivoupia. H Tpwreivn oupwv Ba TTpéTrel va TrapakoAouBeital
TOKTIKG KaTd T BepaTreia pe kaBoldavTivipn. H kaBolavTiviBn Ba TTpéTrel va dlakoTTel o€ aoBeveig TTou avaTITUOo0UV VEPPWOIKG OUVOPOUO. ZUVOPOUO OTTiBiag
avaoTpéwIung eyke@aoTTdBelag Exel TTapatnpnBei oUvdpopo oTtriabiag avaoTpéwiung eykeparomdBeiag (PRES) pe Tnv kaBodavTiviBn. Autd To olvdpopo Ba
TIPETTEl Va €EETACETAI OE KABE aoBevr TToU ep@avidel TTOAATTAG CUPTITWHATA, OTTWG OTTAOHOUG, TIOVOKEPAAOUG, OTITIKEG SIaTapaxEG, oUyxXuan A aAAolwuévn
vonTikr Aeimoupyia. H Bgparreia pe kaBodavTiviBn Ba péel va diakdtrreTal o€ aoBeveig pe PRES. Emiprkuvon tou diaotriuarog QT H kaBolavTiviBn Ba TrpéTel
VO XPNOIUOTIOIEITaI JE TTPOCOXT| O€ AOBEVEIG PE I0TOPIKS TTapdTacng Tou diaoTApatog QT, oe aoBeveig TTou AauBavouv avTiappuBuIKG, i Ot QOBEVEIG JE OXETIKN
TpoUTTapxouca kapdiakr véoo, Bpadukapdia, i diatapaxés nAekTpoAuTwy. OTtav xpnoipoTtroieital n kaBolavTiviBn, Ba TpéTel va egeTAleTal N TTEPIOBIKN
TrapakoAouBbnon kard 1 didpkeia NG Beparreiag Tou HKIM Kal Twv NAeKTPoAUTWY (aoBEoTio, KGAIO Kal payvrolo opou). AucAsiroupyia Tou Bupeoeidolg
ZuvioTatal BaoIKf epyaoTnpiakn pETPNON TNG Aermoupyiag Tou Bupeoeidolg ot OAoug Toug aoBeveic. AoBeveig pe TTPOUTIAPKXOV UTTOBUPEOEIBIONO 1
uTTEPOUPEOEIBIoPO Ba TIPETTEN VA AVTIPETWTTICOVTAI CUP@WVA PE TN GUVABN ITPIKY TIPAKTIKA TIPIV aTTO TNV évapgn Tng Bepatreiag pe kaBodaviviBn. OAol ol
aoBeveig TTPETTEl va TTapakoAouBoUvTal OTEVA yIo GNPEia Kal CUPTTTWHATA dUCAEITOUPYiag Tou Bupeoeidoug Katd Tn didpkeia Tng Bepartreiag pe kaBolavtivipn.
H Aeiroupyia Tou Bupeoeidoug Ba TTpéTTel va TTapakoAouBeital TrEPIOdIKG kaB' 6An T didpkela TnG Beparreiag pe kaodavTivifn. O aoBeveig TTou avatTiooouv
SuoAeiroupyia Tou BupeoeidoUg Ba TTPETTEN VO AVTIPETWTTICOVTAI CUPQWVA PE T OUVABN IaTPIKA TTPAKTIKA. Mn @UGIOAOVIKEG TIHEG BIOXNUIKWY EQYACTNPIOKWV
egetaoewv H kaBolavTiviBn €xel CUOXETIOTEN e aUENUEVN CUXVOTNTA EPPAVIONG UN QUCIOAOYIKWYV TIHWV NAEKTPOAUTWV (CUPTTEPIAGPBAVOUEVNG TNG UTTO- KaI TNG
uTTEPKaNIaIpiag, TNG UTTOJAyVNOIQIPIag, TNG UTTAOBECTIQINIOG, TNG utrovaTpiaipiog). Me tnv kaBodavTiviBn éxel TTapatnpenBei uracBeoTiaipia oe uwnAdTEPN
auxvoTnTa kai/ i augnuévn oopapdtnta (cupTtepihapBavopévwy Babuou 3 kai 4) oe aoBeveig pe kapkivo Tou Bupeoeidoug o€ oUYKPIOoN pE aoBeveig Je GAAoUg
KAPKIVOUG. ZUVIOTATAI N TTAPOaKoAOUBNaT Twv BIOXNMIKWY TTAPaPETPWY KaTd T didpkeia TG Beparreiag pe kaBodavTiviBn kai n eloaywyr) KatdAAnAng Bepatreiag
avTiIKatdoTaong oUP@wva Pe TNV kaBiepwpévn KAIVIKA TTPAKTIK, €Gv atraiteital. MepIMTWOoEIG NTTATIKAG eykepaAoTrdbelag ot aoBeveig pe HCC ptopei va
armrodoBouv oTnv avdaTTugn NnAekTPOAUTIKWY diatapaxwy. H diakott A n peiwon Tng 86ong ) n opIoTIKr dIAKOTTA TNG Xoprynong kapolavtiviBng Ba Tpétrer va
€CETALETOI OE TIEPITITWON ETTIHOVWV 1| eTTAVOAGBavVOpEVWY anuavTikwy diatapaxwy (BA. Mivaka 1). Eaywyeig kar avaoToAsic CYP3A4 H kaBodavTivin gival
utréoTpwpa CYP3A4. H auyxopriynon kapodavTiviBng pe Tov ioxupd avaotodéa CYP3A4, v keTokovaldAn, €ixe wg ammoTéAeopa pia aignan Tng €kBeang
kapolavTiviBng aTo TTAdopa. ATTarreital TIPOgoxr Kard T xopriynon kaBolavmiviBng pe @dappaka TTou eival ioxupoi avaoToAeic CYP3A4. H ouyyopriynon
kaBodavTiviBng pe Tov Ioxupd emmaywyéa CYP3A4, Tn pipapTTikivn, €iXe WG aTToTEAECUA Hia Peiwon TNG ékBeong KaBolavTiviBng oTo TTAGOUA. ZUVETTWG, TIPETTEI
VO OTTOPEUXOET N XPOVIA XOPrynan Twv apudKwy TTou gival ioxupoi eTaywyeic CYP3A4 pe v kaBodavTiviBn (BA. TTapaypdgoug 4.2 kai 4.5). YTrooTpwuaTta



P-yAUKonngswng H kaBolavTiviBn ftav évag avao-ro)\wg (IC =7,0 uM), aAAG 61 UTTOOTPWHA, TWV dPACTNPIOTATWV pf_w(popag P- y)\UKOTrpralvng (P-gp) o€
OIKOTEUBUVTIKG oUOTNHA np006|op|cpou xpncluonomvmg Kurrupc MDCK-MDR1. Zuvsnwg n kaBolavTivipn p'ITOpil va EXEI TNV IKaveTNTa Va augdvel Tig
OUYKEVTPWOEIG OUYXOPNYOUUEVWY UTTOOTPWHATWY P-gp oTo TTAdopa. O acBeveig Ba TTpéTTel va TTpoeidoTroinfolv 6oov agopd Tn Ajyn utrooTpwuatog P-gp
(T7.X- PeCopevadivn, aNioKIpEVN, auTTPICEVTAVN, TESINKA SaBiyaTpdvn, diyogivn, KoAXIKivn, papaBipdkn, TTooakovadoAn, pavoladivn, cagayNiTTTivn, oImayAImTivn,
TaAIVOAGAN, TOABaTTTAVN) evd AapBdavouv kaBolavTiviBn (BA. apdypago 4.5). Avaotoheic MRP2 H yopriynon avaotoAéwv MRP2 ptropei va odnyfioel o€
QUEATEIG TWV CUYKEVTPWOEWYV TNG kafoldavTiviBng oto TAdopa. Emopévwg, n tautdxpovn xprion avactohéwv MRP2 (1r.x. kukAooTropivn, eapipévdn,
epTpioimaBivn) Ba TTpéTTel va TTpooeyyideTal pe Tpocoxr (BA. TTapdaypago 4.5). ‘Exdoxo Aaktédn AcBeveig pe oTravia KAnpovouika TrpoBAfuarTa ducavegiag atn
YOoAaKTOEn, ONIKA aveTTdpkeia AakTédong i pe duoatoppd@non YAUKOZNG-yaAakTddng dev TTPETTEN va TIAPOUV aUTO TO PAPHPOKEUTIKG TTPoIGV. NdTpio Autd To
PAPHAKEUTIKO TTPOIGV TTEPIEXEI AlyOTEPO OO 1 mmol vaTpiou (23 mg) avd diokio, dnAadr ouciaoTIkA eival «eAeUBEPO vaTpiour. 4.8 AVETTIBUNNTEG EVEPYEIEG
KaBolavriviBn wg povoBeparreia MepiAnwn Tou TrpoiA ac@dAeiag O1 TTo cuxvég ooBapég avetriBuunTeg evépyeleg otov TTANBuoud RCC (21% cuxvotnTa) eival
T0 KOIANIOKS GAyog, n Sidippoia, N vauTia, n uTrépTaan, n eYROAR, n uTrovaTpiaiyia, n TIVEUUOVIKT EUBOAN, 0 £PETOG, N apudATWON, N KOTTWON, N £§a0Bévion, N
HelwpPEvn Open, N ev Tw BABel PAEBIKA BpdpBwaon, n {GAN, n uttopayvnoiaiyia Kai To oUvdpopo epubpoducaicdnaiag TaAapwyv-TreAudrwy (PPES). O1 o
OUXVEG QVETTIBUUNTEG EVEPYEIEG OTTOINOONTIOTE OUXVOTNTAG (TTOU epgavifovtal o TouAdxioTov 25% Twv acBeviyv) otov TTAnBuopd RCC mepiddupavav
didippoia, kOTTWaOnN, vauTia, peiwpévn 6pegn, PPES, utréptaon, peiwpévo Bapog, £ueTo, duoyeuaia, duokolNidTnTa Kai augnuévn AST. YTTépTaon TTapatnpriOnke
o ouxvd atov TTAnBuapd pe RCC xwpig Trponyolpevn Bepatreia (67%) ot ouykpion pe aoBeveig e RCC petd armd mponyoUdevn oToxeupévn Beparreia e
VEGF (37%). O1 Mo ouxvég ooBapég avemBuunTeg evépyeieg atov TTANBuapd Tou HCC (2 1% ouyvoTnTa) eival N NTTamikn eyke@aAoTrdbeia, n e§aoBévion, n
kémwan, 1o PPES, n didppoia, n utrovarpiaipia, o €UETOG, To KOINaKO GAyog Kai n Bpoppotrevia. O1 Mo ouxvéG aveTmBUUNTEG avTIBPACEIS OTTOIOUBATTOTE
Babuou (TTou TTapouaidoTnkav o TOUAdXIoTov 25% Twv aaBeviv) aTtov TTANBuopd HCC trepidduBavav didppoia, peiwpévn 6petn, PPES, kéTwon, vautia
utTépTaon kai £ueTo. O1 TTIo GUXVEG 0OBapEG aveTIBUUNTES eVEPyElEg aTov TTANBuad DTC (21% emrimrrwan) gival n didppoia, n TIveupoviknA eUBoAR, n duoTrvoia,
n v Tw BABeI PAeBIKR BpSpBwaon, N uTTEpTaon kai n uttacBeoTiaiyia. O1 TTo GUXVEG AVETTIOUUNTEG EVEPYEIEG OTTOIOUBATIOTE BaBUOU (TTOU EPPAVIOE TOUAGXIOTOV
10 25% Twv aoBevwv) otov TTANBuopd DTC mrepieAduBavav didppoia, PPES, uépraon kai kKOTrwar. AvetmiBuunTeg evépyeleg o€ pop@n trivaka Or avemOuunTeg
EVEPYEIEG TTOU avaPEPONKAV GTO GUYKEVTPWTIKG GUVOAO dedopévwy yia aoBeveig Tou éAaBav povobepatreia kaBolavTiviBng yia RCC, HCC kai DTC (n=1043)
i ava@épOnkav e Tn xprion kaBolavtiviBng PETE TNV KukAogopia Tng avagépovtal atov MMivaka 2. O avemBuunTeS evEPyElE TTapATIOevVTal CUMPWVA HE TNV
KaTnyopia opy&vou GUCTAHATOG Kal Tn auxvotnta katd MedDRA. O1 ouxvétnTeg Baaiovtal og GAoug Toug BaBuoug kai opidovTal wg e§AG: TTOAJ ouxvEg (21/10),
OUxVEG (21/100 éwg <1/10) 61 ouxvEG (21/1.000 £wg <1/100), pn yvwaoTég (dev ptropolv va eKTIuNBoUv pe Baon Ta diaBéoipa dedopéva). Evidg kaBe katnyopiag
auXVOTNTAG EYPAVIONG, Ol AVETTIBUUNTES EVEPYEIEG TTAPATIBEVTAI KOTG PBivouca oeipd ooBapoTnTag. Mivakag 2: AvetriB0uNTEG evépyeieg @appdkou (ADRs)
Trou £XouV ava@epBei o€ KAIVIKEG MEAETEG ) € XPAON HETA TNV KUKAO@Opia o€ aoBeveig Trou Adppavav Bepatreia pe kafodavTiviBn wg povobeparreia.
NOIPWEEIG KAl TTOPACITWOEIG ZUXVEG: OTTOOTNHA. AlTAPAXES TOU QIMOTTOINTIKOU Kol Tou Agp@ikoU ouaThpartog MoAU ouxvég: avaipia, BpoupoTrevia,
Uy VvEG: oudeTepoTrevia, AeppoTrevia. AlaTapax£ég Tou evEOKPIVIKOU GUCTAMATOG [MOAU OUXVEG: UTTOBUPEOEIDIoONSOG*. AlaTapayEg TOU METOBOAICHOU KAl TNG
Bpéwng oAU Ouyxvég: pelwpévn OpeEn, uTTopayvNoIaIpia, UTTOKOAIoIYia, UTToaABOUpIVAIPia ZUXVEG: Q@UOATWAN, UTTOQWOQATAIMIC, UTTOVOTPICIMIC,
uTtaoBeaTioupia, utrepKaNiaipia, UTrEPXOAEPUBpIVaIia, utrepyAukaiyia, uttoyAukaipio. AlaTapayég Tou VeEUpIkoU oucoThpaTtog MoAU cuxvég: duoyeuaoia,
kepaAaAyia, {AAN ZuxveéG: TIEPIPEPIKA vEUPOTTABeIa® OxI OUXVE:G OTTAOUOI, AYYEIOKO EYKEPOAIKO ETTEICOBIO0 Mn yVwaoTéG: GUVOPOUO OTTICBING avaoTPEWING
eyKepahotraBeiag AlaTapaxég Tou wrdg kal Tou AaBupivBou Zuxvég: epfoég Kapdiakég diatapaxés Mn yvwoTég: éugpayua puokapdiou Ayyelokég
Siarapayég MoAU ouxvEG: UTTEPTOOT, alpoppayia®*ZuxvEG: GAEBIKA BpopBRwons, aptnpiakr BpduBwan Mn yvwoTég: aveuplouaTa Kal apTnpIaKoi SIoXwpIoHOT
Ox1 ouxvE:G UTTEPTOOIKN Kpion AlOTOPAXEG TOU AVATIVEUCTIKOU GUCTAHATOG, TOU Blpaka Kal Tou uecgoBwpdkiou MoAU ouxvég: duagwvia, dUoTTvoia,
BAxag Zuxvég: Tveupovikh ePBOAR AlatapaxEég Tou yaoTpevTeEPIKOU MoAU ouyvéG: dIGppoIa™, vauTia, EUETOG, OTOMATITION, SUOKOINIGTNTA, KOIAIOKO GAYOG,
SuoTTeiar ZUXVEG: YOOTPEVTEPIKT dIATPNON®, TIAYKPEQTITIdQ, CUPiyyIo*, yaoTpooioo@ayikh TTaAivEpounon, QIHopPOidEG OToHaTIKG GAYog, EnpoaTopia,
duogayia, YA\ woooduvia AlaTapax£EG TOU ATTATOG Kol TWV XOANPOPpWY ZUXVEG: NTTOTIKF EYKEQAAOTIABEIO™ Ox1 GUXVEG: XoAoOTaTIKA NTTaTmda AlaTapaxég
TOU SEPPATOG KOl TOU UTTOS6pIov 16TOU MoAU OUXVEG: oUVEpopo EpuBpoducaiodnaiag TTAAAUWV-TIEANETWY (PPES), e§dvBnua Zuxvég: KvnouAg, aAwTTekia,
&npodepuia, deppaTitida UTTO HOPPr) AKUAG, GAAYA XPWHOTOG HAANIWY, UTTEPKEPATWON, £pUBNUA AlTAPOXEG TOU HUOOKEAETIKOU GUOTAHMATOG KAl TOU
ouVvBEeTIKOU 10TOU MOAU GUXVEG: TTOVOG OTa GKPO ZUXVEG: HUIKOI OTTaoMoi, apBpaAyia Ox1 GUXVEG: 00TEOVEKPWAN TNG YVABou AlaTapayEég TWV VEQPWYV Kal
TWV oUPOPOPWV 0BWV ZUXVEG: TTpwrTeEivoupia Mevikég SlaTapaxég Kol KATAOTAOEIS TG 030U xopnynong MoAU Ouxvég: KOTTWOT, QAEYHOVH TwV
BAevvoydvwy, e€aaBévion, TTEpIPePIKG oidnua MapakAivikég e§eTdoeig? MoAU ouyVvEG: peiwpévo BApog, augnuéva ALT opou, augnuévn AST Zuxvég: ALP opoU
augnuévn, augnuévn GGT, augnuévn kpeativivn aipatog , aug¢nuévn apuAdon, augnuévn Aimaon , augnuévn XoAnoTepdAn aipatog, augnuéva TpiyAuKepidia
aipatog Kakwaoeig, SNANTNpIdceig Kol ETTITTAOKEG BEPATTEUTIKWV XEIPIGHWV ZUXVEG: ETTITTAOKEG TPAUNATOGE * BAETTE evOTnTa 4.8 MEPIypa@n TwV ETTIAEYUEVWV
QAVETTIBUPNTWY EVEPYEIWV VIO TTEPAITEPW XAPOKTNPIOHO.2 ZUPTTEPIAAUBAVOUEVNG TNG TTOAUVEUPOTTABEIAG. N TTEPIPEPIKH VEUPOTTABEIX Eival KUPIWG aioBnTnpIaKn
b YupmrephapBavopévng TNG £TTICTAENG WG TNG TTIO CUXVA QVOPEPOUEVNG AVETTIBUUNTNG EVEPYEIAS © AeG Ol PAEBIKEG BPOUBWOEIS, CUUTTEPIANAUBAVOUEVNG TG €V
Tw BABel PABIKAG OpouBwWaNG ¢ Me Bdon Tig avapepBeioeg avemBUUNTES EVEPYEIES © AlaTapaypEvn ETTOUAWGT, ETTITTAOKI OTO ONWEiw TOPAGS Kal SIGaTTaon Tou
Tpaupatog H kaBolavriviBn o ouvduacoud e viBoAouuauTn o€ TPWTNS-ypauuns mpoxwpenuévo RCC MepiAnwn Tou Tpo®iA ac@alsiag Otav n kaBoldavrivipn
xopnyeital o€ cuvduaoud pe viBoAoupduTtn, avatpééte otnv MXIM NG viBoAoupduTng TIPIvV attd Tnv évapén tng Beparreiag. MNa TePIOodTEPES TTANPOYOPIES
OXETIKA PE TO TIPOPIA ao@dAeiag TNG HovoBepaTreiag pe viBoAoupduTmn, avatpééte atnv MXIM TG VIBOAOUPAUTING. ZT0 oUvoAo dedopévwy NG KaBolavTiviBng
40 mg pIo @opd TNV NUEPQ 0 UVOUAOHO e VIBOAOUPAUTIN 240 mg K&Be dUo £Bdoudadeg oto RCC (n =320), pe eAdyioTn Trepiodo TTapakoAolBnong 16unvwy,
Ol MO OUXVEG OOBaPEG aveTTIBUUNTEG eVEPYEIEG (= 1% eTTiTrTwaon) ATav dIGPPOIA, TIVEUPOVITIOA, TIVEUMOVIKA €UBOAR, TTveupovia, utrovarplaiyia, TTupegia,
QVETTAPKEIN TWV ETTIVEPPIBIWY, £METOG, apudaTwaor. O1 o UXVEG aveTTIBUUNTES EVEPYEIES (= 25%) ATav didppoia, KOTTworn, oUvdpouo epubpoducaiobnaiog
TIOAQHWV-TTEAJATWY, GTOUATITION, HUOTKEAETIKOG TTOVOG, UTTEPTAOT, £6AvONUa, UTTOBUPEOEIBICUAGS, Keiwan Opegng, vauTia, KOINAKS GAyog. H TTAEIovoTnTa TWV
QVETTIBUPNTWY EVEPYEIWV ATAV ATTIEG £WG PETPIEG (BaBOG 1 A 2). Mivakag avemBuunTwy evepyeiwy O aveTrIBUPNTEG EVEPYEIEG TTOU EVTOTTIOTNKAV GTNV KAIVIKT
HEAETN TNG KaBolavTiviBng o€ auvBuaouo pe VIBOAOUPAUTIN avagépovTal aTov lMivaka 3, CUNPWVA KE TNV KATNYOpia OpyAavou CUCTHUATOG KAl TN GUXVOTNTA
katd MedDRA. O1 ouxvétnteg Baaifovtal o€ 6Aoug Toug Badpoug kal opifovTal wg €ENG: TTOAU ouxvég (21/10), ouxvég (21/100 éwg <1/10) dxi ouxvég (21/1.000
£€wg <1/100), pn yvwoTég (dev PTTopolv va ekTiunBouv pe Bdon ta diabéoipa dedopéva). Evidg kdBe Katnyopiag ouxvotntag UQAVIONG, Of AveTriBUPNTEG
evépyeleg TrapaTiBevTal katd @Bivouca oeipd ooBapdtnrag. Mivakag 3: AvemBUuNTeG evépyeleg pe kafBolavTivifn oe ocuvBuaopud pe viBoAoupduTrn
Noipwéeig kai TTapaoITWoelg MoAU SUXVEG: AOINWEN TOU AVWTEPOU AVATIVEUCTIKOU OUCTHUATOG ZUXVEG: TIVEUHOVIO AIOTOPOXEG TOU QIOTTOINTIKOU KOl TOU
Aep@IkoU OUOTANATOG ZUXVEG: NWOIVOPIAI AlOTAPAXEG TOU QVOOOTIOINTIKOU OCUOTAMATOG ZUXVEG: UTTEPEUaIoBnaia (oupTtrepIAapBavopévng Tng
QAVaQUAGKTIKAG avTidpaong) Oxi GuxVEG: OXETICOMEVN PE TNV €yXUON avTidpacon utrepeuaiodnaoiag AlaTapayég Tou EVBOKPIVIKOU ouoTAMATOG MOAU OUXVEG:
UTTOBUPEOEIBIONAG, UTTEPBUPEOEIBITUOG ZUXVEG: ETTIVEPPISIOKT aveTtdpkeia OxI ouxvEéG: uTToQuOiTIdA, BupeoeldiTida AlaTapayég Tou HETABOAIGHOU Kal TNG
Bpéwng MoAU ouxVEG: peIwpévn OpeEn ZuxvEG: apuddTwaon AlaTapayég Tou veupikoU oucThpaTtog MoAd ouxvég: duoyeuaia, {aAn, keQaAaAyia Zuxveég:
TIEPIPEPIKT) VEUpoTTaBeIa Ox1 OUXVEG: auTodvoan yke@aAimda, auvdpopo Guillain-Barré, puaoBevikd ouvopopo AlaTapayég Tou wrdg kal Tou Aapupivbou
Ox1 ouxvég: euBoés O@BaApikég Blatapayég ZUXVEG: Enpo@Baluia, Baut 6paon OxI ouxvég: payoeldinda Kapdiokég SIoTapayEg ZUXVEG: KOATTIKN
Happapuyn, Taxukapdia OxI ouxvég: puokapdinda Ayyelakég Siatapayég MoAU ouxvég: uTEpTaon ZuxvéG: BpouBwan? AlaTapayEg TOU AVATIVEUCTIKOU
CUCTHAHATOG, TOU BWwpoKa Kol Tou pecoBwpdkiou MoAU ouxvég: duogwvia, dUOTIVOIA, BAXOG ZUXVEG: TTVEUMOVITIOA, TTVEUMOVIKA €UPOAN, eTmioTagn,
UTTECWKOTIKF) CUAAOYA AlaTapayég Tou YaoTpevTeEPIKOU oAU OuxvEG: didppola, EUETOG, vauTia, SUCKOIANIOTNTA, OTOHATITION, , KOIANIOKO GAyog, duoTreyia
ZUXVEG: KOAiTISA, yooTpiTda, GAyog TOU OTOPATOGENPOCTOWIA, QIoPPOideg OXI OUXVEG: TTayKPeaTiTida, didTpnon AeTrToU eviépou®, yAwoooduvia Alatapayég
TOU ATTATOG KAl TWV XOAN@opwv ZuxveéG: natimida AlaTapayég Tou dEPUATOS Kal TOU UTTod6pIou 16ToU MNMoAU OUXVEG: OUVOPOUO TTAAQUO-TTEAUATIAIOG
£puBpoducalodbnaiag, eEAvONUAc, KVNOPOG ZUXVEG: aAwTTEKia, Enpodepyia, epUBnua, aAlayr) xpwHaTog TPIXWY Oxi oUXVES: Wwpiaon, Kvidwon AlaTapaxég
TOU JUOOKEAETIKOU GUCTAHOTOG KAl TOU CUVSETIKOU 10TOU MOAU OUXVEG: HUOOKEAETIKOG TIOVOG?, apBpalyia, puikoi oTracpoi Zuxveég: apBpimida Oxil oUxVEG:
HUOTTABEIO, OOTEOVEKPWON TNG YvAaBou, cupiyyio AlOTOPAXES TWV VEQPWYV Kal TwV oupo@opwyv odwv Mol ouxvég: TTpwreivoupia ZUXVEG: VEQPIKA
QVETTAPKEIQ, o&gia ve@pIKr) BAGRN Ox1 ouxVEG: veppimda Mevikég SlaTapayEg Kal KATAOTATEIG TNG 080U Xopnynong MoAU GuXVEG: KOTTWAON, TIUPESia, oidnua
ZUXVEG: GAyog, Bwpakikd aAyog MapakAivikég e§eTdaeige MoAU ouyvég: augnuévn ALT, augnuévn AST, utropwao@artaiyia, UTTAoBETIAIYIA, UTTOUAyVNOIaIpia,
uTToVaTPIaIYia, UTTEPYAUKaIYIC, AEP@OTTEVIA, augnuévn aAkaAIK @wogaTdaon, augnuévn Aimrdon, augnuévn apuAdon, BpopBotrevia, augnuévn kpeatvivn,
avaiyia, AeukoTTevia, UTTEPKaAIQIYia, OUSETEPOTTEVIQ, UTTEPAOREOTIOIYIO, UTTOYAUKaIMia, UTToKaAIcupia, augnuévn oNikfp XoAepuBpivn, utreppayvnolaiyia,
UTTEPVATPICIMIO, MEIWPEVO OWHATIKO BAPOG ZUXVEG: augnuévn XoAnaTePOAN aipaTog, utrepTpiyAUuKePIdaIpia. O oUXVOTNTEG TWV QVETIBUUNTWY EVEPYEILV TTOU
Trapouciddovtal atov Mivaka 3 ptropei va pnv atrodidovTal TTARPpwG HOVo oTnv KaBodavTiviBn, aAAG evOEXETAI VO EUTTEPIKAEIOUV TN OUVEICPOPE TNG UTTOKEINEVNG
vooou fj attd Tn VIBOAOUNAWTTN TTou XpnoidoTroleital o ouvduaopd. 2H Bpoupwan gival évag auvBeTog 6pog TTou TrepIAapBdvel BpopBwaon Tng TTUAaiag GAERag,
BpouBwan TNG TIVEUHOVIKAG GAEBAG, TIVEUROVIKY BpouBwaon, aopTikr) BpduBwon, aptnpiakr BpduBwon, ev Tw BdBel EAeBIkr BpduBwon, Bpdupwon NG
TIUEAIKAG QAEBag, BpduBwan TNG koiAng GAEBAg, PAERIKA BpouBwan, AeRIKr BpduBwon dxkpou "Exouv avapepBei Bavatneopeg TepImTwoelg °To egavonua
eival évag ouvBeTog 6pog Trou TrepIAapBAvel T deppaTimida, TNV opoIGdouca Pe akur SEPUATITIDN, TNV TTOUPOAUYWAN deppaTiTida, TO aTroPONIdWTIKS £EAvONua,
TO £PUBNUOTWIEG €AVONUA, To BUAaKIWOEG €§avONuUa, To KNAIBWOEG §AvONUa, To KNAISOBAATIdBWSEG £§AvONua, To BAATIBWSEG £6AVONUA, TO KVNOUWOESG
€§avONua Kal TO PaPUOKEUTIKG £EAvONUA. °O HUOOKEAETIKAG TTOVOG givail évag GUVOETOG 6pOg TTou TrEPIAAUBAVE TNV 00QUAAYia, TOV OOTIKO TIOVO, TO HUOCKEAETIKO
Bwpakikd GAyog, T HUOCKEAETIKF duopopia, Tn JuaAyia, TNy auxevaAyia, 1o dAyog oTa dxkpa, To dAyog oTTovBUAIKGH OTAANG 01 CUXVOTNTES TWV EPYAOTNPIAKWY
OpwV avTITTPOOWTTEUOUV TO TTIOOOOTO TWV ACBEVWV TIOU EPPAVICAV ETTIDEIVWON OTIG EPYACTNPIOKEG HETPAOEIG OE OXEON HE TNV Evapgn TNG MEAETNG pE €Caipean



TO PEIWPEVO OWHATIKG BAPOG, TNV augnuévn xoAnoTepdAn aipaTog Kal TNV uTrepTpIyAuKepISaipia. Meplypaen Twy eTAEYUEVWVY QveTTIBUUNTWY EVEPVEILV Ta
Sedopéva yia dlagopeTikEG avTIdpdaelg Baaifovtal og acBeveig TTou eAduBavavy CABOMETYX 60 mg pia popd nuepnaiwg atré 1o oTOPA WG HovoBepaTTEia OTIG
Baoikég peAéteg oTo RCC petd armd mrponyoupevn aTtoxeupévn Beparreia pe VEGF kai og RCC xwpig Tponyoupevn Bepatreia,=a1o HCC petd armé rponyoUpevn
ouaTnuIkr Bepatreia kal oto DTC o€ aoBeveig avBexTIkoUg i Pn KatdAANAoug yia BepaTreia pe padievepyd iwdio (RAI) Trou TTapouadiaoav eEENIEN TNG vOToU KaTA
N SIdPKeIa 1} METG aTTd TTPonyoUpEVN GUCTNUIKY BepaTreia 1) oe aaBeveig Tou éhaBav CABOMETYX 40 mg pia @opd nuepnoiwg aTrd To OTOA € oUVOUACTHO
HE VIBOAOUPAUTIN O€ TTPWTNG-YPauung Tpoxwpnuévo RCC (Trapdypagog 5.1). Laotpeviepikr (TE) didrpnon (BA. mapdypago 4.4) 1n uehétn Tou RCC petd
até Trponyoupevn oToxeupévn Beparreia pe VEGF (METEOR), avagépbnkav ME diatprioeig oto 0,9% (3/331) twv acBevwv pe RCC mou eAduBavav
kaBodavTiviBn .Ta cupBavta Atav BaBpou 2 1) 3. O diduecog xpdvog £wg Tnv évapgn frav 10,0 eBdopddes. Moipaieg diaTpAoEelg ekdNAWONKAV 0To KAIVIKO
TPOYpappa yia Ty kaBolavtiviBn. Xt peAétn Tou RCC xwpig rponyoupevn Bepatreia (CABOSUN), avagépbnkav 'E Siarprioeig oo 2,6% (2/78) Twv aoBeviov
pe RCC tou AdpBavav kaBolavTiviBn. Ta oupBdvra fitav BaBuou 4 kai 5. Z1n peAétn HCC (CELESTIAL), avagépBnkav diatprioeig I'E aTo 0,9% Twv acBeviov
Tou éAaBav kaBodavTiviBn (4/467). Oha Ta oupBdvTa fTav BaBuou 3 f 4. O diGpecog Xpovog epgaviong Atav 5,9 eBdouddeg. mn peAétn DTC (COSMIC-311),
n 81dTPNON TOU YOOTPEVTEPIKOU OwArva Baduol 4 avapépOnke ot évav aaBevr (0,8%) atrd Toug acBeveig Trou EAafav kaBolavTiviBn Kai avioTnke PeTd oo
14 eBdoudadeg Bepateiag. Ze ouvduaoud Pe VIBoAOUPAUTN ot TTpoxwpnuévo RCC og pwing-ypapuns Bepatreia (CA2099ER) n ouxvotnTa epueaviong
dlaTprioEwy Tou yaoTpevTepIKoU owArva ATav 1,3% (4/320) oe aobeveig TTou éAapav Bepartreia. ‘Eva cupBav ftav o Babuou 3, dUo cupBdvta frav Baduou 4
Kal éva oupRav Arav Babuol 5 (Bavatnedpo). ZT1o KAIVIKO TTpdypauua TNG KaBolavTiviBng ekdnAwbnkav Bavatneopeg diatpoelg. Harikr sykepaiomddeia (BA.
mapdypa@o 4.4) ¥m peAétn HCC (CELESTIAL), n nTraTikr) eyKEQPAAOTIABEIQ (NTTATIKF) EYKEPAAOTIAOEI, EYKEPANOTTABEIQ, UTTEPAUMWVIAIMIKY EYKEQAAOTTABEIN)
avagépbnke o1o 5,6% Twv aoBevwy TTou éAaBav kaBolavTivipn (26/467). Ta ouuﬁdvm BaSpoU 3-4 Atav o€ TooooTo 2,8% Kail éva oupRav (0,2%) Babuou 5.
O diGpecog Xpdvog eppaviong Atav 5,9 eBéopaéeg Aev avacpspenkav TTEPITITWOEIG NTTATIKAG vasgoa)\orraealug oTIg ps)\sreg RCC (METEOR CABOSUN «kai
CA2099ER) kai otn peAérn DTC (COSMIC-311). Aidppoia (BA. mapdypago 4.4) >t pehétn RCC petd ammé mrponyoluevn cToxsupavr] Beparreia ye VEGF
(METEOR), n dicippoia ava@épbnke aTo 74% Twv aoBevwy Pe RCC mou éhaBav kaBolavtiviBn (245/331). Ta oupBavTa BaBuou 3-4 Atav o1o 11%. O didpecog
XPOvog epgaviong Arav 4,9 eBdopddeg. X peAétn RCC xwpig mponyoUpevn Bepatreia (CABOSUN), n didppoia ava@épbnke aT1o 73% Twv aoBeVWV TTou
é\aBav kapodavniviBn (57/78). Ta oupBavta BaBuou 3-4 Atav oto 10%. X1 peAétn HCC (CELESTIAL), n didippoia avagépBnke o1o 54% Twv aoBeviv TTou
é\aBav kaBolavTiviBn (251/467). Ta cupBdvia BaBuou 3-4 Atav o1o 9,9%. O diduecog Xpovog epgaviong 6Awv Twv oupBdaviwy frav 4,1 eBdopddeg. H
S1Gppoia 0dryNoE O€ TPOTTOTTIOINCEIG dOONG, SIOKOTTEG Kal OPIOTIKY dIakoTTA o€ 84/467 (18%), 69/467 (15%) kai 5/467 (1%) acBeveig, avtioToixa. XTn PEAETN
DTC (COSMIC-311), avapépbnke dicippoia aTo 51% Twv acBevwv Tou éAaBav kaBolavTiviBn (64/125). Ta cupBavta Babuou 3-4 rrav oto 7,2%. H didppoia
odnynoe o€ peiwon Tng d6ong kai diakoTrr o€ 13/125 (10%) kai 20/125 (16%) aoBeveig avtioToixa. e guvduaoud pe VIBoAoupduTn ot mpoxwpnuévo RCC ot
TIPWTNG-ypauung Bepatreia (CA2099ER), n eTmitriwaon didppoiag avapépBnke aTo 64,7% (207/320) Twv aoBevwv Trou éAaBav Beparreia, cupBavia Babuou 3-4
ot 8,4% (27/320). O péoog Xpovog yia TNV évapin 6Awv Twv cupBdaviwy frav 12,9 eBdoudadeg. KaBuoTépnon 1 peiwon Tng 6ong ouvéRn aTo 26,3% (84/320)
kai diakoTtA aTo 2,2% (7/320) Twv aoBevwv pe didppoia, avrioToixa. 2upiyyia (BA. mapdypago 4.4) ¥1n peAétn Tou RCC petd amrd TTPOoNnyoUHEVn OTOXEUPEVN
Beparreia pe VEGF (METEOR),Ta aupiyyia avagépbnkav a1o 1,2% (4/331) Twv acBevwv Trou eAdpBavav kaBolavTiviBn kai repIAauBavay TIpwKTIKG cupiyyia
010 0,6% (2/331) Twv acBevwv TTou AduBavav kaBolavTiviBn. ‘Eva cupBav fitav Babuou 3 kai Ta utréAoima ftav Babuou 2. O diduecog Xxpovog éwg Tnv évapgn
Arav 30,3 eBOopddeg. Ztn peAéTn Tou RCC xwpig Trponyoupevn Bepartreia (CABOSUN), dev avagépBnkav TEPITTTWOEIG PE oupiyyia. XTn peAém HCC
(CELESTIAL), Ta oupiyyia avagépbnkav o 1,5% (7/467) Twv aoBevwv pe HCC. O diduecog xpdvog eppaviong frav 14 £Bdopddeg. Ztn peAétn DTC
(COSMIC-311), dev avao@EPBNKAV TTEPITITWOEIG CUPIYYiwV o€ acBeveig TTou éAaBav kaBolavTiviBn. Ze ouvduaopd pe viBoAoupduTn oe Trpoxwpnuévo RCC oe
TPWTNG-ypapung Bepatreia (CA2099ER) n cuxvoTnTa epaviong cuplyyiou avagépbnke oto 0,9% (3/320) Twv acBevwv Trou EAaBav Beparreia kai n cofapdtnta
ATav Babuou 1. @avatngedpa oupiyyia ekdnAwenkav aTo KAIVIKO TTpoypappa TG kaBolavTiviBng. Aiwoppayia (BA. mapdypago 4.4) ¥1n pehétn Tou RCC petd
aro Tponyouuevn otoxeupévn Beparreia pe VEGF (METEOR),10 TToo00TO €p@dviong cupBdaviwy coBaprg aipoppayiag (Babuou = 3) Atav 2,1% (7/331) ot
aoBeveig pe RCC tmou Adupavav kapodavtivin . O diIGuEoog ¢ xpovog £wg Tnv évapén ATav 20,9 eBGouddeg. 2Tn PeAETn Tou RCC xwpig TTponyoluevn Bepartreia
(CABOSUN), 10 TT0000T6 £p@dviong cupBavTwy goaprg aipoppayiag (Babuou = 3) Atav 5,1% (4/78) ot aoBeveig ue RCC 1Tou Adupavav kaolavTiviBn. Ztn
peAétn HCC (CELESTIAL), n ouxvétnTa €UQAVIONG GORAPWV QIHOPPAYIKWY ETTEI00dIWY (BaBuodg = 3) Atav 7,3% oToug aobeveig Trou EAaav kaBoldavivin
(34/467). O diduecog xpovog eugaviong nrav 9,1 efSoudadeg. Ze ouvduaoud PE VIBoAoUpduTn ot Trpoxwpnuévo RCC oe Tpwitng-ypapung Bspatreia
(CA2099ER) n auyvétnta eupdviong aipoppayiag = Babuou 3 Atav ato 1,9% (6/320) Twv acBevwy Trou éAaBav Beparreia. Zrn peAétn DTC (COSMIC-311), n
cuxvémm EUPAVIONG coBapwyv ulpoppavu@v €TTEI00diWV (BaBuog = 3) r’]Tav 2,4% o€ aoBeveig Trou éAaBav cabozantinib (3/125). O éldpsoog XPOVOG évapgng
nrav 14 sBBopaésg OavatnPopeg aIpoppayieg sKén)\wenmv 0710 KAIVIKG TIPOYpappa yia TNV kaBolavTivipn. 2t Uv6gogo orriofiag avaargay/ggg sykepaomaBeiag
(PRES! (BA. mapdypao 4.4) Aev ava@épbnkav n£p|0'ruanx PRES orig peAéteg METEOR,CABOSUN, CA2099ER n CELESTIAL, ouwg £l c(va(pspeal PRES
og évav aaBevr| otn peAétn DTC (COSMIC-311) kai oTrdvia o€ GAAEG KAIVIKEG BOKIUEG (O€ 2/4872 dTopa, O 04%) §gg£va nmarnkd év{uua Kard 1n xopnynon
¢ kaBolaviiviBng oe ouvduaouod e viBoAouudurrn ato RCC Ze pia KAIVIKA PEAETN aoBevwv pe RCC ol otroiol dev gixav AdBel Trponyoupévwg Beparreia Kai
é\aBav kaBolavTiviBn og ouvduaoud pe VIBOAOUUAUTIN, TTapatneiBnke uwnAdtepn emtitriwon Babuou 3 kai 4 aug¢nuévng ALT (10,1%) kai augnuévng AST
(8,2%) o€ oxéon pe T YovoBepatreia pe KaBodavTiviBn oToug acBeveig pe TTpoxwpnuévo RCC (N ALT augnénke kard 3,6% kai n AST augnénke kard 3,3% otn
peAéTn METEOR). O d1Gpecog Xpovog £wg TNV eNeAvian Tng Babpou > 2 atgnon g ALT A Tng AST rtav 10,1 prjveg (eUpog: 2 éwg 106,6 fdopddeg, n = 85).
>T10Ug 00Beveig pe Babuou = 2 avgnon ng ALT 1) Tng AST, o1 aurioeig utroxwpnoav aToug BaBuoug 0-1 o€ 91% pe SiGpeco Xpdvo £wg TNV aTrokardoTacn2,29
€BOopadeg (eUpog: 0,4 £wg 108,1 eBdoUAdES). MeTagy Twyv 45 aoBevidv pe BaBuol = 2 augnon Tng ALT ) TG AST OTOUG OTTOIOUG £YIVE ETTAVATTPOKANCN HE
kaBodavTivipn (n = 10) ) e viBoAoupduTmn (n = 10) pepovwpéva i kai he Ta do (n = 25), emavep@davion augnuévng ALT A AST BaBpou = 2 onpeiwdnke ot 4
aoBeveig Tou éhaBav kaBolavTiviBn, oe 3 aoBeveig Tou éAaBav viBoAoupdutn kai 8 acBeveig Tou éAaBav kaBolavTiviBn kai VIBOAOUMGMTIN padi.
YmoOupeoeidiouds 2 pehétn oto RCC petd atmd mponyoupevn atoxevouoa Bepatreia pe VEGF (METEOR), n emritrtwon Tou utroBupeoeidigpou frav 21%
(68/331). Ztn peAén RCC ywpig Trponyoupevn Bepatreia (CABOSUN), n emitrrwaon Tou utroBupeoeidiopol Atav 23% (18/78) ot aaBeveig pe RCC trou éAaav
Beparreia pe kaBolavTivipn. Xt peAétn HCC (CELESTIAL), n emirmwon Tou utroBupeoeidiopol Atav 8,1% (38/467) ot aoBeveig TTou €Aafav Bepatreia pe
kaBodavTiviBn kai Ta cupBavia BaBpou 3 ot 0,4% (2/467). Ztn peAétn DTC (COSMIC-311), n emitrrwaon Tou utroBupeoeidiopol ATav 2,4% (3/125), 6Aa ta
oupBavTa BaBuou 1-2, yia kavéva atmd Ta oTroia Sev aTraITABNKE TpoTToTToinon TG BepaTtreiag. Xe ouvduaoud pe VIBoAoupdauTn o TTpoxwpnuévo RCC otn
Bepareia TPWTNG ypauung (CA2099ER), n emitrrwon Tou utroBupeosidiopol Atav 35,6% (114/320) Twv aobevwdv TTou éAaBav Beparreia. Avapopd
mBavoloyouuevwy avemBuunTwy evepyelwv H avapopd TOavoAoyoUpevwy aveTTIBUUNTWY EVEPYEILV PETA atid TN Xopriynon A&deiag KUKAo@opiag Tou
QAPHAKEUTIKOU TTPOIOVTOG €ival onuavTikh. ETTpETTEl TN ouvexr TTapakoAouBnan TnG oxéong oPEAOUG- KIVOUVOU TOU QPAPHOKEUTIKOU TTPOIOVTOG. ZNTEiTal aTrd
TOUG £TTOYYEAUATIEG UYEIOG VO ava@EéPOUV OTTOIEGONTTOTE TTIBAVOAOYOUEVEG AVETTIBUUNTEG EVEPYEIEG HETW TOU EBVIKOU GUOTANATOG QVaPOPAS TTOU TTEPIYPAPETAI
oto Mapdptnua V. 6.4 I81aiTepeg TTPOPUAGEEIS KaTA TN QUAAEN TOU TTPOidVTOG Agv UTTAPXOUV £IBIKEG 0BNYiES BIaTrPNONG yia To TTPoidV auTd. 7. KATOXOZ
THZ AAEIAZ KYKAO®OPIAZ Ipsen Pharma 65 quai Georges Gorse 92100 Boulogne-Billancourt FaAia 8. APIOMOZ(OI) AAEIAZ KYKAO®OPIAZ
CABOMETYX 20 mg emkaAuppéva pe AeTrté upévio diokia EU/1/16/1136/002 CABOMETYX 40 mg emmikaAuppéva pe AeTtd upévio diokia EU/1/16/1136/004
CABOMETYX 60 mg emikaAupgpéva pe Aetrté upévio diokia EU/1/16/1136/006 9. HMEPOMHNIA MPQTHZ EFKPIZHI/ANANEQZIHX THZ AAEIAZ
Huepounvia mpwtng €ykpiong: 09 ZemreuBpiou 2016 Huepounvia TeAeutaiag avavéwong: 21 Amrpihiou 2021 10. HMEPOMHNIA ANAGEQPHZIHZ TOY
KEIMENOY AeTrTopepeig TTANPOQOpIES yIa TO TTAPOV PAPUOKEUTIKG TTPOidV gival SiaBéoipeg aTov BIKTUakd ToTTo Tou Eupwraikol Opyaviopol Papudkwy:
http://www.ema.europa.eu.

XOPHIEITAI ME NEPIOPIZMENH IATPIKH ZYNTAIH ANO EIAIKO MNATPO KAI MAPAKOAOYOHZH KATA TH AIAPKEIA THZ AFQrHz

S IPSEN

Innovation for patient care

10fcTE vavivoul e dlpRaKaTIO GSOIMICL A T.00; 16/ 12 /2022 IPSEN MON. EME
OAEZ T QuemBUMNTEG EVEPYELEG yLaL ArlOY AHMHTPIOY 63 174 56 AAIMOZ, AOHNA
OMA ta déppiakct CABOMETYX 20MG T..: 4517 89€ THA.: 210 9843324, 210 9858930, FAX: 210 9887911

ZEEAPUNO oS SRR AR CABOMETYX 40MG T.IM.: 4517,89€ E-mail: ipsenepe@ipsen.com, http://www.ipsen.gr

CABOMETYX 60MG T.IM.: 4517,89€ TnAépwva gappakoeTayputvnang: 210 9843324, 210 9858930



NEPIAHYH TQN XAPAKTHPIZTIKQN TOY MPOIONTOX

1.ONOMAZIATOY ®APMAKEYTIKOY MPOIONTOX
Xtandi - 40 mg emkoAupéva pe Ao upiévio Siokia
Xtandi - 80 mg emKkahuppéva e Ao upévio diokia
2.MOIOTIKH KAI MOZOTIKH ZYNOEZH

Xtandi - 40 mg emkahuppéva e Aemo upévio Slokia: KaBe emkaluppévo pe Aemo
upévio Siokio mepiéye 40 mg enzalutamide.

Siaotrpatog QT kat o aoBeveic mou Aappa (QOPHAKEVTIKG

Y Xtandi
~ enzalutamide

A VEQVEIY

DNepypagn,

Tmpoiovta mou evéxetat va mapareivouv 1o didatnpa QT (BA. mapdypago 4.5),
ol Bepamovteg yiatpoi mpémel va agohoyotv 1o 10oluyio o@ENoUS Ko
cupmepthapBavopévng e mBavoTTag yia eppdvion kothiakric Tayukapdiag
Siknv pimdiou (Torsade de pointes) mpv T évapén Tou Xtandi.

Xprion _pe ynuewoBepaneia: H aogdle kat n- anoteNeopamkoma MG

Xtandi - 80 mg emkahuppéva e Aemo upévio Slokia: Kadk MUEVO e Ao
upévio Siokio mepiéyel 80 mg enzalutamide

it ov mhrjpn katdhoyo Twv ekoxwy, BN mapdypago 6.1.

3, OAPMAKOTEXNIKH MOPOH

Emkahuppiévo pe Aemo upiévio Siokio.

Xtandi - 40 mg emkaluppéva ye Nem6 upévio diokia: Kitpiva otpoyyuld -

emKauppéva pe Ao upévio Siakia, xopaypéva pe to E 40,

Xtandi-80 mg emkahupéva e \errtd upévio Slokia: Kitpiva oBdh - emkauppéva
e A€TTTO upévio Slokia, yapaypéva pe To E 80.

4. KNINIKEZ MAHPOOOPIEX

4.1 OepaneuTikég evdeifeig

To Xtandi evSeikvutat yio:

+T Bepaneial T0U HETAOTATIKOU, OPHOVOELAioBTO Kapkivou Tou mpooTdm
(mHSPC) o€ ouvéuaopo e Bepaneia otépnong avpoydvwv (ADT) o eviihikeg
avbpeg [3)» napcwpawo 5.1).

.

6XpOVNG Xpriong Tou Xtandi e kuttapotogikn ynpeloBepaneia dev éxel
TekpnpwBei. H ouyyopriynon e enzalutamide Sev éxel kapia KNIKG onpavTikig
enidpaon o wpuakox\vmlm NG evBopAePiag vrouzm&)\nc (B\. mapaypagpo
45). Qot600, dev Hmopei va anokAeloTe i avénon eppaviong oudeteporeviag
snuvopzvnc ané m viooetagéhn,
jiac: Avibpdoeiq i i3
OUUITTGATA TIOU nepO\uuBavouv, aMa Sev mepiopilovat 0|5rwa TIpOOwTIOY,
YAwooag, )(EI)\OUC 1} @apuyya, 1 eavBnpia éxouv mapatmoenBei pe

S\

=

EmAnmrike kpion

TTG eNeyyOHeveq KAVIKEG HeNETeG 24 (05%) amd Toug 4403 aoBeveic mov
unopNiBnav oe Bepanteia pe nueprioia doon 160 mg enzalutamide eppavicav
emAnmTikr Kpion, eve) Téaoepic aoBeveic (0,2%) mou éhaPav EKoVIKO QapuaKo
Kat évag aoBevii (0,3%) mou é\aBe Bikahoutapidn eupdvicav emnmair Kpion.
H 860 gaivetat va amoteNe onuavTIKG MPOYVWOTIKO apdyovTa Tou Kivdivou
EUOAVIONG EMANTTTIKIG KpionG, Omuwg avtikatonpileral and Ta mPoKkAVIKA
Sedopéva kai amd Ta Sedopéva and pa peNét Khipdkwong mg 60ong. g
eNeyyOpeve KNVIKEG peNéteq, efaupéBnkav o1 aoBeveic pe mponyolpevn
EMANTTTIKT Kpion 1} He TApayovTEG KIVEUVOU i TV EUpavion EMAYTTTIKIC KpionG.
Te pia Sokipr povou akéhoug 9785-CL-0403 (UPWARD) yia v agiohdynon g
EMIMTWONG TWV EMANTTTIKGV Kp{cewv o€ aoBeveic pe npoémGsmxoOc napdvo\rrzc

(BAéne mapaypago 48). Exou uva¢£p86| aoBapéc Sepuatikég avsmeupmec

v exdrihwon Kpioewv (amd Toug omoioug 1,6% eixav 10ToPIKO
EMANTTIKGV Kpmewv), 8 and 366 (2, 2%) aoesvslc iou é\aav Bepareia pie en-

avtibpdoel; (SCARs) pe v Katd ™ ouvtayoypdgnan, ot
aoBeveic Bal Mpémel va evNEPWVOVTA Yia Tal ONeia Kall Ta CURITTWHOTA Kall Va
napaKo)\oueot‘le OTEVd 1o SEPHATIKE AVTIOPATEIC.

‘ExSoya: To pdppako autd mepiéxel ydtepo and 1 mmol vapiou (Mydtepo amd
23 mg) ava zmm}\uppévo e Nerrto upévio Biokio, elvat autd mou ovopdloupie

«E)\suezpo VOTpIOU»

KupKlvou TDU npocrmm (CRPC) 0 Evn)\u(sc avSpec (BA. mapdypago 5.1).

T Bepaneia Tou petactarkod CRPC oe evijhikeg Gvdpeg ol omoiol eivat
QOUHITTWHaTIKO 1) 1ol GUpITTWHaTIKOL éMerta amd amotuyia TG Bepanteiog
0TépoNG avBpoydvwy Kat aToug omoioug 1) XneoBepanteia dev evdeikvutat
aKGpa KAVIKG (BN nnpavpaq)o 5.1).

+Tn Bepaneia Tou petaotamkod CRPC e eviikeg AvBpeq Twv onolwv V600G £xel

zg\)\nmn Tou mipogik aopdheiac: Ot mhéov GuRVEC aVemBULINTEC EvépyeleC lval
§aoBévian/komwan, eEAPEIC, umépTaon, KaTaypaTa, KatTon. AMEG onpavTIkeG
avemBUpNTeC evépyeleg mepapBavouy IoYaILIKr KAPSIaKr| VOGO Kat EMANTTIKEG
Kpioel, EmAnrruikn kpion mapouciaotnke a1o 0,5% Twv aoBeviov mou éhaBav en-
zalutamide, 070 0,2% Twv aoBeviv mou éhaBav elkoviKO (pdpudKO Kat 010 03%
W uoesz/ v z}\aﬁuv Bch)\ouwplén “Exouv avagepBei omdvies mepUTTwoEIC

€eNixel kara ) Sidpkela r petd ano Oepareia e v

4.3 Avtevdeiéeig

Ynapsumoenuia om (oTig) SpacTiki(ég) ovataleq) 1y ot karolo and Ta ékdoya mou

avagépovat omy napcwpqqzo 6.1.

Fuvalkec v eivat r1 wopzl Val peivouy EVKUEC B\ nupavpa<p0u<4 6Ka16.6).

44EBIKéC Karam xpRon

Kivuvoc m)\umlxwv Kpioewv: H xpnnn G enzalutamide éyel ovoyeTioTel

pe emhnrikég kpioeig (BN mapdypago 48). H andgacn yia  cuvéyion Mg

Bepanceiag o aoBeveic mou epgavilouy EMNYTTIKES Kpioelg mpémet va AapBavetat

avd mepimwor.

Zivbpopo _omioBiac_avaotpédiung eykepahondBelac (Posterior Reversible

Encephalopathy Syndrome-| PRE ‘Exouv avanpepea OTAVIEG aVAPOPEG TOU
Spopou  omioBlag d (PRES) e aoBeveic

v AapBavouy Xtandi ({ B)\zns napwpqtpo 48). To PRES eivar pia omvia,

avumpswlpn, vaupo)\oymn Siatapayi, n onom Hropei va sKén)\wezl '3 pavécuu

vy OTaop@y, Kegahaly
ouyxuunq, mq))\wunc Kot My ok Kat VEUPOAOYIKWV élmupuxwv, 13

0g aoBeveic mou éhaPav

ToU
enzalutamide (BNéme: nupuypawo 4.4).

Karédhoyoc avemBy Ty £VEQVEIDV OE op@i Tiivaka: O avemBUpnTeS avépvaec
‘Tiou raparnprBnKav Katd T Sidpkela KAWIK@V HENET®V mapariBevtal mapakdtw
avd Kanyopiat UYVOTTaC EipdvianG. Ot Kamnyopieq ouyvGTTTa epgaviong
opl(ovml G akohoUBwG: oA ouyvé (> 1/10), ouxvzg (2 1/100 €wg < 1/10), ot
QUYVEC (21/1.000 €wg < 1/100), omdwvieg (> 1/10.000 €wg < 1/1.000), TOA) omdvieq
(< 1/10.000), pn yvworég (Sev pnopouv va mlpneouv e Bdon Ta Bluesa\ua
Sedopéva). Eviog kabe katmyop 110G eppaviong, ot
evépyete¢ mapariBeviat katd pBivouoa oelpd coBapdtnTag.

Mivakag 1: AVEMBUNTEC EVEPYEIEC TIOU AVaYVWPIOTNKAV O ENEYYOpEVES
KMVIKEG SOKIMEG Kall HETA TNV KUKAOQOpia ToU pappdKou

Kamnyopia/opyavié

OUCTN}HO CUHPWVA PETO AvemBUpnTEC Evépyele Kat ougvoTTa
MedDRA

zalutamide epigx ua  kpion. H Siapeon Sidpketa ™G Bepanteiag
1jtav 9,3 prjveg.

Aev ival ywoTog 0 UXavIoHog péow Tou omoiou 1 enzalutamide propei va
pelwoel Tov oudo Twv EMANTTIKWY Kpioewy, aA\a Ba Hmopolioe va OxeTIoTe pe
Ta dedopiéva amé in vitro pehéteg mou Seixvouv ot 1) enzalutamide kat o evepyog
petaBoling e mpoadévoval Kat ropei va avaoTeiouy T SpaoTikGTTa Twv
Stavhwy Twv VTV Yhwpiou Tou GABA.

loyanuki kapdiakri vooog

€ TUXAIOMOINHEVEG KAVIKEG HENETEG ENEYXOMEVEG LIE EIKOVIKO (APHAKO, N (OYaILIKT)
Kapdlakr} vOoog EupavioTnke oto 3,9% Twv acBeviv mou éhaav enzalutamide
Kat ADT guyKprtika e 1,5% Twv aoBeviv mou éhaBav elkoviko @dppako kat ADT.
Aexamévte (0,4%) aoBeveic mov éhaBav enzalutamide kat 2 (0,1%) aoBeveic mou
£NaPav EKOVIKO PAPHAKO ELPAVIOAV OUBAV I0XAIIKIG KapSiakiig vogou Tiou
odiynoe o Bavaro.

Avagopd mBave EVEQYEIN

H avagopd mBavohoyoUpevwy aVEMBUINTWY EVEPYEIDY PETd and T xopriynon

Gdeia¢ Kukhopopiag To PappaKeuTIkoU poiovTog eivat onpavik. Empémel
™ ouveyl mapakohoubnon g oxéong coé)\ouc-KWBUvou TOU (PUPHOKEVTIKOU
Tpoidvtoc. Zntefrat ané Touc enayyehpatiec uyeiag va avagépouy omoigadinote
TBAVONOYOUEVEG QVEBUNTES EVEPYEIES PETw:

EMada: EBvikdc Opyaviopog Gappdkwy, Mecoyeiwv 284, GR-15562 Xohapydc,
ABriva. Tok: + 30 21 32040380/337, Dat: + 30 21 06549585 , lotdtomog: httpy/
www.eofgr

Kumpog: Qappakeutikéq Ynnpeoieq, Ymoupyeio Yyeiag, CY-1475 Aeukwoia. Thk:
+357 22608607, Do + 357 22608669

lotétomoc; www.moh.gov.cy/phs

7.KATOXOZ THZ AAEIAZ KYKAODOPIAZ

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

8, APIOMOZ(0I) AAEIAT KYKAOOOPIA:

EU/1/13/846/002 (40 mg emkaNupévat e Neto uptévio Siokia), EU/1/13/846/003

1} xwpic c)(m(ousvn unéptaon. H Sidyvwon tou PRES amarei emBeBaiwon Q £CTOU Oyougvéc X (80 mg emikaNuppeva He Nerto upiévio Siokia)
JE QMEKOVIOTIKEG  ECETAOEIC TOU EyKE@ANOU, Katd mpotipnon payvuk)  KUTOVAEHQ T Mn yvworéc: 9. HMEPOMHNIA MPQTHE ETKPIZHZ/ANANEQZHE THE AAEIAZ
Topoypagpia Tou eykepdhou (MRI). Zuviotarar Stakor Tou Xtandi o€ aoBeveig mou Aatapayé M oibnua Hi {ampwmg éykpiong: 21 lowviou 2013
avamiocouy PRES, pagecton, N R Hugpopnvia te\eutaiag avavéwong 8 OeBpouapiou 2018
ztrrsgoyavzlg Koptec KakorBetec: Exouv avapepBel MEPIOTATIKA SEUTEPOYEVIV ocoaRob ovoTiimocll] siopaceionii Ehous oG ‘PGPUWO 10. HMEPOMHNIA ANAGEQPHEHE TOY KEIMENOY:
KUplwv v € aoBeveid rou EAal ide o KAWIKEG peNéTe, e . 5 SUyVEG:dyxog 24 Maiou 2022
KAVIKEG MENETEC (pdonG 3 T Mo Guyval avaq)spopzvu 0u|.1|3uv1a e aoBeveic mou AT TS ‘Ox1ouyvéG: olen Peudaiobnon
éhaBav enzalutamide ka1 peyaNiepa a6 To EIKOVIKO QApHAKD, FTav Kapkivog —— évn v,
P Soxou koot (03%), ad ipKivwpa agéog zvrzpou (02%), Kapmvau apvnoia, dlatapaxr oy mpocox, Suoy (POPIEC YIdl TO TAPOV Gapy 6 mpoiov eiva SlaBéotpeq
and petaBarid emBrihio (0,2%) kar peraBatiko Kapkivipa ovpoﬁoxou Kuotng NCTCpOYEC TOU VEUPIKOD 00vpoL0 avriouywy MBIV otov SKTUAK6 TOMO ToU Eupwnaikot Opyaviopot Qappdkwv:
(0,1%). Ot aoBeveic ?l:ii’f \v/? Kzl:‘;fow\euowm Qjeoa 10 ympo ouC eV aToc %Xl.(;\l,é‘, :vonTikA Siatapay, htp: europael,
(pATNPIGOLY BN Hoppay f p e § .
1} dMa ouprmTpaTa 6mwg Sucoupia 1 EMTAKTIKT avayKn oupr](m( Kata m Mn WNFQ:ECZUWEPOUKO oggyeluc OAPMAKEYTIKO MPOION A TO OMOIO AMAITEITAI IATPIKH ZYNTATH
6ldeElam:9£pa"£lG( pe enzalutamide. QVAOTPEYING EyKeparomabelag
Tautypovn prion pe dMa @apuakevtikd mpdidvia: H enzalutamide eivat JUYVEG (OXaUpIKI] Kapdiakr) véoog!
£vag 10Yup¢ emaywyéag ev{Upwv kat pmopei va odnyrioet o€ amwheia g Kapdiakég Siatapayég Mn YwoTEC : apértaon tou AuotocQT  EANGSa*
QroTENEOATIKGTTAG TIONWV EUPEITG YPrOEWS (POPHAKEVTIK@V TIpOIOVTWY (B\. napaypapou 44 kar4.5) MEPIEKTIKOTHTA _ METEQOX 2YZKEVATIAY NOZOKOMEIAKHTIMH
(BN napnés[ypam omy nupdypuq)o 45). Zuvemwg pio avaokomnon Twv o a PR o 40mg/TAB Kouti X 112 emkahuppéva
OUYXOPNYOUHEVWV wupuaxsmn(wv npmov‘lwv Tipénel va 6|5£avnu| KGTCI -y PRI N O e Neto upévio Siokia €2.261,67
évapén e Bepaneiac e H povn xprion e fepe ECTou M e Iy
(APHAKEUTIK TTOidVTa Tov €ivatl evaioBTa umooTp@HaTa MO VOOTPEVTED! L s S Kimpoc*
ev{Upwv 1 petagopeic (BA. mapdypago 4.5) Tpénel yevika va anoq}sl}yml v : Sépuatogkal  SURvEG EnpoSeppia, KOG MEPIEKTIKOTHTA MEI’EQOX YZKEYAZIA; NANIKHTIMH ME ONA
1 Bepaneutik Toug Spdan elvar peydhng onaciag yia Tov aeBewr, Kat Qv 0L 1oy yo56pIOV TOD Mn WooTéC: e6uinuat 40mg/TAB Kouti X112 gnlka)\uguzvu
npocuppovsc g Soong dev w'ropouv £0KOA Vet npuvpmonoxneouv Baoet g e Ao vpévio diokia €3.00925
10NG TG 1w P 010 n)\acpa éCTou Mo\ .
H cwxapnynan Le Bapgapivn Kat av‘nnnmku ouotalovra Ve Koupapivn  OUOTIHATOGKAITOY ouvSeTikoy Ng1 vvmgre‘c‘; puau})\\yﬁa, wikof omraoyiof, puikr)  *Kukho@opouv p6vo Ta 40 mg emkahuppiéva pe AemTo upiévio Siokia
TIpnel va 0 . Ev 10 Xtandi i £éva avTImnKTIKG oy 10TV aouvapia, oopuaAyial
petaBoNiCetaland o CYP2C9 (6w n Bapgapivn 1 aevokoupapohn), EMEIVA  pgrapayéc Tou .
Sie€ayBei emmpoabetn mapakohouBon g AieBvolc Opahamompévng Ixéong S " XVEG YUVAKO Bonbriorz va V'VOUXJg&%‘Z‘T‘E“m nio dogakikal

(Intemational Normalised Ratio-INR) (B\. napdypago 4.5).

Negptkr) Suokemoupyia: Amareitat mpocoxr| oe aoBeveic e coPapr] veppik
Suaherroupyia kaBuwg n enzalutamide Sev Exer pehetBei oe auto Tov TnBuopo
aoBeviv.

ToBapr NOTKY Suaermoupyia: Mia avénon Tou ypdvou nioetag {wig e en-

Ka TOUFUGVOTIOU
Tevikég Siatapayég kat
KATAOTACEIC TNG 0800
Yopfynong
Kakwoeig,

oAU ouyvéG eEavTAnon, komworn

zalutamide éxer mapatnpnOei oe aoBeveic pe uoBapn naikr Guoh

mBava auo)(m(ousvn He Ty aunpiévn Kumvoun otoug totog. H K)\lVlKn
onaoia quTrC TG NapaTENoNG mapayével ayvwotn. QoT00, AVapévETal
V01 TIOPCTETAHEVO YPOVIKO SIGOTNHA Yidt VAl GTACOY Ol OUYKEVTPWOES 0T
otaBeponoinpiévn Katdotaon Kat 0 Xpovog péxpt va emmeuyBel n péyiom
PapHaKoNoyIK épuan KaBug Kat ot xpovot ya mv évapgn Kkat peiwon e
szumKnc enaywyn (B tapdypago 4.5) propei sm(mc va au{neouv

KQLEMIMAOKEG Moy cuyveG: mtwon

XEIPIOHGV

* AUBOPHINTEC AVAPOPEC A TNV EUMEIpial META TV KUKAOGOpIa TOU QapHAKOY
0w aohoyiibnke and tumomoinéva epwrpata MedDRA (SMQs)  Twv
«XMao@V» cupnzpﬂauﬁavopz’vmv wv cmaupu’)v, OTIOOHWY  VEVIKEUUEVNG
emhnyiog, oOVBETWY €OTIOKWV EMANTTTIKAV KPIOEWY, EOTIOKWY EMANTTIKAV
Kpioewv Kau status epilepticus. Autd mepihapBavel OTIAVIEG MEPITTRITEI

goam KCIQBI(IWEH]KQ V600G 2TIC HENETEC @dang 3 JKav 00Beveic
L TPOOYATO £pPPayUa Tou puokapdiou (Katd Toug TeNeutaioug 6 prveq)
1} aotaBr omBayxn (kata Toug Teheutaioug 3 priveq), kapdiakr| avemdpkela
kamnyopiag lll i IV katd New York Heart Association (NYHA) ektoc av To Khdopa
£6wBnong aplotepric kokiag (Left Ventricular Ejection Fraction-LVEF) > 45%,
Bpadukapdia f un s}\svxouzvn unzpman Auto pémet va AapBvetat umoyn av
70 Xtandi ouvtayoypageftal o€ autolq Toug aoBevei.

v\ylu WV e zmn)\om; Snyouv oe Bdvaro.
Omual) ¢ DRA (SMQs) Epigpayiia
Tou uuomp&lou» Kat «A)\)\n mxulplm Kupélam V600», oupTEPNaHBAVOUEVWY
TWV akGNoUBWY POTIHWHEVWY GpwV TIou Tiapatnprenkav o€ Touldyiotov duo
aoBevelc o€ TuyalomOINpEVES ENEYYOUEVEC e EKOVIKO QAPLAKO PENETEC Qdang
3: omBayyn, otegaviaia V0o, Euppayua Tou Huokapdiou, o0 éuppayHa
Tou puokapdiou, oEu crrsq)avtmo a0vSpopo, amaenc omBayyn, 1oxaiia Tou

H Bepaneia avd 00 amokhelopou propei va mapareivet To didotnua QT:
e aoBeveic pe 10TopkO 1) Unapgn mapayvwy Kvdvou yia mapdtaon Tou

Kal apTnpiookAjpuvon oTeq aptpiac,
*MephapBavel o)\oucrouc TIPOTIHWHEVOUG OPOUG He T AEEN «kdtaypay 0Ta 00TA.

OAEZ TG avenBUPNTEG EVEPYEIEG \{;o OAATa @dppaka
YupnAnpwvovrag v «KITPINH KAPTA»

7astellas

Astellas Pharmaceuticals A. E. B. E.
Aynathdou 6-8, 151 23 Mapoual, ABrva.
Tn\. 2108189900, Fax: 2168008 998
wwwastellascom/gr

Tomog Avimpdownog/
Aiavopéagmpoiovwv Astellas v Kumpo:
Novagem Ltd, Th\: 00357 22483858

XTA/ADV 2/07.2022



SYNTETMHMENH MEPIAHWH TON XAPAKTHPIZTIKQN TOY NPOIONTOZ

To ¢pappako auTod TEAEL UTIO CUPTANPWHATIKI TIAPaKoAoUBNaN. AuTO Ba ETUTPEWEL TO YPIYOPO MPOGBLOPIONO VEWV TANPOdOPLOV aopaelag. ZnTteital and Toug emayyeA-
uatieg vyeiag va avapépouv ornoleodnmoTe mOavoAoyoUpeveg averuBipunTeq evépyeleg. BA. mapdypado «AvernBuunteg Evépyeieg» yia Tov Tpdmo avadopdg averuu-
UNTWV EVEPYELDV.
IBRANCE (palbocmllb) ZKAHPA KAWAKIA 75 mg, 100 mg ka1 125 mg

ANTENAEIZEIZ: Yriepeualofnoia otn paoTiki| oucia 1} oe karoto aré ta £kdoxa. Xprjon cKeuaouuva TIOU TEEPIEXOUV Unsleo/Bu)\cauoxopm (St. John’s Wort). EIAIKEZ
MPOEIAOMOIHZEIZ KAl MPO®YAAZEIZ KATA TH XPHZH: ﬂpo/neplsuuuvonauolm(sg yuvaikeg. ‘Otav To IBRANCE xopnyeitat oe npo/nzplspunvomumumq yuvaikeg
oe ouvéuuouo He avaotoAéa apwpatdong, ivat UT[O)(pSLUTlKT] N WOBNKEKTOUN N 1 KATAGTOAN TNG AELTOUPYIAg TWV WOBNKWV HE XOprynon uymvtcm LHRH, Aoyw Tou
unxavtouou dpdong Twv avaoToAéwv Tng apwpatdong. O auvﬁuaauoq Tou palbociclib pe Tn pouABeoTtpavin oe npo/nsplsuunvonaumm(sq yuvaikeg €xet ps)\smea
HOvVo oe ouvduaopo pe éva aywviot) LHRH. Kpiown omhayyvikn vooog. H arnoteAeopatikdmTa kat acpaAeta tou palbociclib dev éxouv peAe el oe aoBevelg pe kpi-
olun orayxvikn vooo. Alatohoyikég dlatapayég. Ma acbeveiq mou epdavitouv oudeteporevia Babpol 3 1 4 ouviotdrat dlakorm) g d6ong, peiwon g doong n
kaBuaTépnon otnv évapEn Twv KUKAwV ™G Bepareiag. Oa rpémet va dleEayetal KataAnAn rmapakohoudnon (BA. mapaypado «AvermBuunteg Evépyeteg»). Aldpueon
mveupovorddela/mveupovitida. Mmopei va napouotactei Baptdg popdng, anetAnTiky yia ) Zwn 1) Bavatndopa ILD ¥/kat rveupovitida oe acbevelg rou éAapav Bepareia
He IBRANCE, 6tav AapBavetal oe ouvduaopod e evOOKPLVIKY Beparneia. Ze kAvikeEG peAéTeq (PALOMA-1, PALOMA-2, PALOMA-3), To 1,4% Twv acBevav mou éAaBav
Bepareia pe To IBRANCE rapouciace ILD/mveupovitida orotoudnriote Babuou, 0,1% napouciace BabuoU 3, evd dev avadépbnkav neptrr@oelg Babpou 4  Bavatn-
doOpeg nepuTtoelg. Eruméov nepurtt@woelg ILD/mveupovitidag £xouv mapatpndei HETA TV KUKAodOpia oy ayopd, pe TV avadopd Bavatndopwy MeEPLOTATIKOV
(BA. mapaypado «AvermBuunteg Evépyeieg»). Ot aoBevelg Ba mpénet va napakoAouBolvTal yla MVEUHOVIKA CUMMTOMATA eVEIKTIKA ILD/mveupovitidag (. umogia,
Bnxag, duorvola). e aoBeveig Mou mapouctalouv véa N eTudelvoUEVa AVANVEUOTIKA CUNITTOHATA Kat Undpxet 1 uroia avarruéng ILD/mveupovitidag, To IBRANCE
Ba mpéneL va dlakorreTal apéows kat o aoBevig Ba mpénet va aglohoyeitat. To IBRANCE Ba mpérmel va dlakOrmeTal oploTika o aoBeveiq pe Baplag popdng ILD i
mveupovitida. AolEelg. Kabwg To IBRANCE £xel HUEAOKATAOTAATIKEG IBLOTNTEG, UMOPE( va MPodlaBioel Toug aoBeVe(q yia AOIOEELG. AOIUWEELG £Xouv avadpepBel
og UYPNAOTEPO TO00OTO Oe aoBeveig mou éAapav Bepareia e To IBRANCE oe Tuxalomompéveg KAVIKEG HEAETEG Oe oUyKpLoT e aoBevelg Tou EAaBav Beparneia oto
avtioTolo okéNOG OUYKPLONG. AOILWEELG BaBpoU 3 kat BaBpou 4 spdaviotnkav avtiotola oto 5,6% kat 1o 0,9% twv acbeviv rou éAapav Bepareia pe to IBRANCE
o€ orolovdNmoTe ouvduaopd (BA. mapaypado «Avernbuunteg Evépyeleg»). Ot aoBeveig Ba mpémet va mapakoAouBouvTal yla onyela kat cuprrmpata Ao{UwENg Kat Ta
oroia Ba MPETEL va avTIHETWIoVTAL CUHPWVA e TIG LaTPIKEG eVOEIEELG. Ot YiaTpol Ba MPETEL VA EVIUEPHMTOUY TOUG AOBEVEIG WOTE Va AVAPEPOUV AUETWG OTIOLASHTOTE
£MEL00B10 MUPeTOU. Hatikn ducAettoupyia. To IBRANCE Ba mpéret va xopnyeital e mpoooxy) oe aoBevelg pe PETPLA  coPapr Nratiki SucAettoupyia, urd otevh
mapakoAoUBnon ya onyela TogikoTTag. Nedpikh Suchettoupyia. To IBRANCE B8a mpérnet va xopnyeital e mpocoxn oe aoBevelg pe HETPLA 1) coBapn VEPPIKT SUo-
Aettoupyla, uméd otevi mapakoAoUBnon yia onueia ToEiko™TAg. Tautdypovn Bepareia pe avactoleig i emaywyeig Tou CYP3A4. Ot loxupoi avaoTtoAei Tou CYP3A4
Wropei va 0dnynoouv oe QUENUEVN TOEKOTNTA. Od MPETEL va aropeUYETAL ) TAUTOXPOVN XPHON LOXUP®Y avacToAéwv Tou CYP3A katd ) didpkela Tng Bepareiag pe
10 palbociclib. To evexopevo auyxoprynong 8a rpéret va eEeTAZeTal HOVO LETA ard TPOCEKTIKN AELOAOYNON TWV SUVNTIKAV 0peA®Y KAl KIvdUvwy. EQv 1) ouyxopfynon
He 1oxup6 avaotoAéa Tou CYP3A dev uropei va arnopeuxBel, petwote ™ d6on tou IBRANCE ota 75 mg pia popd tnv npépa. ‘OTav dlakorei o loxupdg avacToAéag, 1
860n tou IBRANCE 8a mpérmet va augavetal (HeTd ard 3 — 5 nuimeptoédoug Zwng Tou avaoTtoAéa) wg Tn SO0T Tou XPNOLOTOLE(TO TPV TNV £VapEN TOU LoXUpOU ava-
otoAéa Tou CYP3A. H ouyxopnynon enaywyewv tou CYP3A prnopei va odnynoet oe petwpévn £ékBeon oto palbociclib kat katd cuvénela oe kivouvo EAAEIYNG AMoTEAE-
OHATIKOTNTAG. SUVETIOG, 1 TAUTOXPOVN XeNon Tou palbociclib pe 1oxupolq emaywyeig Tou CYP3A4 Ba mpéret va anogelyetat. Aev anatte{tat kapia mpoaappoyr mg
860ng yla ™ ouyxopfynon tou palbociclib pe pétploug emaywyeiq tou CYP3A. Fuvaikeg oe avamapaywyiki nAikia ) ot 60vipodoi Toug. Fuvaikeg oe avamnapaywyikn
nAkia f ol avdpeg aUVTPOPOi TOUG TPETEL VA XPNOLHOTIOLOUV pia HEB0S0 avTICUAANYNG UPNARG AMOTEAECHATIKOTNTAG £V® Taipvouv To IBRANCE. Aaktdln. Auto To
DAPHAKEUTIKO TIPOIOV TEEPIEXEL AAKTOLN. Ot aoBEeVE(G pe oTavia KAnpovouikd mpoBAfpata ducavegiag otn yaAakTtogn, TAfpn avendpkela AaKTaong 1 Kakr aroppodnon
YAUKOING-YAAQKTONG SV MPETEEL VA TIAPOUV AUTO TO GAPHAKEUTIKO TPOioV. NATPLo. AUTO TO GAPHAKEUTIKO TIPOIOV MEPIEXEL AtydTEPO amd 1 mmol vatpiou (23 mg) ava
kaydklo, eival auto mou ovopaloupe «eAelBepo vatpiou». ANEMIOYMHTEZ ENEPFEIEZ: NepiAnyn Tou mpodiA aodpdAelag. To ouvoAiko mpodih acpdaAelag Tou
IBRANCE BaoiCetal oe ouykevTpwTikd dedopéva ard 872 acbeveig mou éAapav palbociclib oe cuvduaopo pe evdokptvikh Bepareia (N = 527 o oUVSUAOUO e AeTPOZOAN
katN =345 oe GuUVBUACUO PE GOUABETTPAVTN) OE TUXAUOTIOINMEVEG KALVIKEG HEAETEG O HR-BeTIKO, HER2-apvNTIKO MPOXWPENHEVO 1 HETACTATIKO KAPK(VO TOU HaoToU.
Ot o ouxvég averuBiuNTeg evépyeleg (= 20%) oroloudroTe Babuou mou avadépbnkav oe acbeveig mou éhaBav palbociclib oe TuXalOMOMUEVES KAIVIKEG HEAETEG
NTav oudeTeporevia, AoIHOEELG, Aeukorevia, komwon, vauTia, oTopatitida, avaidia, Siappota, akwrekia kat Bpopporevia. Ot Mo oUXVEG (= 2%) averiBUuNTeg evEpYeleq
BaBuol = 3 Tou palbociclib htav oudeteponevia, Aeukomevia, AOIHOEELS, avatuia, auENUEVN aoTapTiKi apvoTpavadepdon (AST), KOTwar Kat au§nuévN apvoTpav-
opepdon g ahavivng (ALT). Meiwoeig g 360ng 1j TPOTOMOMaELG TNG 36oNG Adyw orolacdnroTe averBiunTg evépyelag avadepbnkav oto 38,4% Twv acbeviv
mou éAaBav To IBRANCE og Tuxalomomuéveg KAMVIKEG HEAETEG aveEapTwg ouvduacpoU. OpLoTIKY SlaKoTT) Adyw averuBiunTng evépyelag avadpépbnke oto 5,2%
Twv aoBevav rou éhaBav To IBRANCE og Tuxatomoinpéveg KAIVIKEG HEAETEG aveEapTATWG ouvduaopou. Mapakatw avadEpovTal ol averBUuunTeg EVEPYELEG aTd TO
OUYKEVTPWTIKO 0UVOAO dedopévmy 3 TuxaloTomuévmy HEAET@V. H diapeon dlapketa g Bepaneiag pe palbociclib 0To ouyKeVTPWTIKO 0UVOAO SESOUEVWV KATA TNV
TeAkn avaAuon Tng ouvoAlkig eruBiwong (OS) Tav 14,8 prveg. OtavemBupnTeg evépyeleg mapatiBevral ava katnyopia ouxvotntag. Ot katyopieg ouxvoTnTag opi-
Zovtal wg akoAoUBwG: MOAU ouxVEG (= 1/10), ouxvEg (= 1/100 £wg < 1/10) kat Oxt ouxvEg (= 1/1.000 £wg < 1/100). MpoTipdpevog 6pog® (PT) M10AU ouxvEG: AoGEEIG?,
oudeteporeviaY, Aeukonevia®, avapia®, Bpopporevia’, petwpévn 6petn, otopatitida’, vautia, idppola, EpeTog, e§avBnuan, awrekia, Enpodeppuia, kérworn, e§acOE-
vion, twpekia, ALT auEnuévn, AST auEnpévn. Zuxvég: Epmipetn oudeteponevia, Suoyeuoia, opaon Baurt, dakpuppota auEnuévn, EnpodpBarpia, emotagn, ILD/mveu-
povitida"®. ‘Oxt ouxvEg: Aepuatikog epubnuat@dng AUkog". ALT= auvotpavopepdon g alavivng, AST= aomapTiki apvotpavopepdaor), ILD=51apeon nveupovornddela,
N/n = ap1Buo6g acBevav. N/A=dev edpapuodletal. ‘AveruBipnt avtidpaon oto Gpappako rou evromileTal HETA TNV KukAopopia oty ayopd. Ot PT avaypadovtal olp-
dwva pe To MedDRA 17.1. OL hotpmEelg mepthapBdavouy 0Aoug Toug PT rou aroteAolv pépog g Katnyopiag Opyavikol Suotipatog «AOIUOEELG KL TIAPACITOOELG>.
YH oudeteporevia nephappavel Toug akéAouBoug PT: Oudeteporevia, ApiBHog oudeTepodidwv HElwEVOG. ¥H Aeukomevia mephapBavel Toug akéAouBoug PT: Agu-
Korevia, ApIBOG AEUKOKUTTAPWY PELWPEVOG. *H avatpia mepihapBavel Toug akoAouBoug PT: Avaipia, Aitoodaipivn Hetwpévn, AlHaTokp(tng petwpévog. °“H Bpoppo-
nevia nepihapBavet toug akdAouboug PT: ©@popBorevia, AptBuog atponeTahinwy pelwpévog. *H otopatitida nepthappavel Toug akdAouboug PT: ApOmdng otopatitida,
Xeitda, Mwooitida, Mwoooduvia, EEEAKwoN Tou 0TOHATOG, PAeYHOVN BAevvoyovou, ANYOG TOU OTONATOG, STOUATO(GAPUYYLK duodopia, STopatodpapuyykd
A&ayog, Ztopatitida. "To e§avonua rmepihappavet Toug akdhouBoug PT: EEAvONnua, KnAdoBAaTidwdeq e§avonua, Kvnopwdeg eEavOnua, Epubnuatmdeg eEavenua,
BAaTidmdeg eEAvONnua, Asppartitda, Aeppatitida opotdfouaa e akun, ToEko eEavonua déppatog. °H ILD/mveupovitida nepthappavel kabe avadpepodpevo PT mou
anoteAel pépog Tou Turorompévou Epwtipatog MedDRA yia ) didpeon nveupovondBela (He T oTevn) €vvola).

Z1ov napakdtw Mivaka avapEpovTal oL pyacTnpLaké MaBOAOYIKES TIIES TIOU TIAPATNPIBNKAV 08 CUYKEVTPWTIKO GUVOAO SESOUEVMV 3 TUXALOTIOINUEVWY HEAETOV (N = 872).

Ibrance ouv AeTpoZ6An fj pouABeoTpdvTn 3kéAN ouykpITIKOU Mapdyovra*
EpyaoTnpiakég Kale BaBpou 3 Babpou 4 Kabe Babpou 3 BaBpou 4
naboloyikég TIpéG Babpou % % % Babpou % % %
WBC pelwpéva 97,4 41,8 1,0 26,2 0,2 0,2
OudeTepOPINA HEIWUEVA 95,6 57,5 11,7 17,0 0,9 0,6
Avapia 80,1 5,6 Al 42,1 2,3 Al
AworetdAla delwpéva 65,2 1,8 0,5 13,2 0,2 0,0
AST au&npévn 55,5 3,9 0,0 43,3 21 0,0
ALT auEnpévn 46,1 25 0,1 332 04 0,0

WBC=Aeukd aidoodaipla, AST=a0TapTIKi apvotpavopepdon, ALT=apvotpavadepdon g aravivng, N=apibpédg acbevav, A/l=dev oxUel. Inueiwon: Ta arote-
AEOpATA TWV EPYACTNPLAK®V EEETACEWV BabpoloyolvTal avaloya pe Tov Babud Bapltntag g £kdoong 4.0 Twv NCI CTCAE. * AeTpoloAn 1) $oUABETTPAVTN.
MNeptypadn eMAEYUEVWY AVEMIOUUNTWY EVEPYELQV. SUVOAIKA, OUBETEPOTEEVIA OTOIOUBATIOTE BaBpol avadpépbnke ot 716 (82,1%) acBeveiq rou éAaBav IBRANCE
aveEapTTwg ouvduacopoU, pe oudeTeporevia Babpol 3 va éxet avapepbei oe 500 (57,3%) aoBeveiq kat oudeteporevia Babuou 4 va éxet avapepbei oe 97 (11,1%)
aobeveig. O 1apecog XpOVog PEXPL TO TIPWTO EMELTOBI0 OUBETEPOTEEVIAG OTOLOUBNTIOTE BaBuOU fTav 15 nuépeg (12-700 NUEPES) KL 1) SIANECT BLAPKELA OUBETE-
poreviag BaBpoU =3 aTig 3 TUXaLoTIOINMEVEG KAIVIKEG HEAETEG iTAV 7 NUEPEG. EUMUPETN oudeTeporevia avadpepBnke oto 0,9% Twv acBevav rou éAapav IBRANCE
0g OUVBUAOPO Pe POUABECTPAVTN Kal 0TO 1,7% Twv acBevav rou éAaBav palbociclib oe cuvduacpd pe AeTpoloAn. EUmupetn oudeteporevia avapépbnke oe
mepinou 2% Twv acbevav mou ektéBnkav oto IBRANCE katd tn Sldpkela Tou GuvoAlkoU KAVIKOU Tipoypdupatog. Avadopd mbavoloyoUuevwy avermiuntwv
evepvel®V. H avadpopd mbavoloyoUpevmy averiBUupunTwV EVEPYEIOY HETA amd Tn xopnynon adetag KukAopopiag Tou pappHaKeUTIKOU TIPOIOVTOG eival ONUAVTIKY.
Emutpénet Tn ouvexn mapakohouBnon tng ox£ong opEAOUG-KIvEUVOU TOU GAPHAKEUTIKOU MPOoidVTOG. ZnteiTal and Toug enayyeApatieq uyeiag va avapépouv orot-
£0BNMOTE TIOAVOAOYOUHEVEG AVETIOUUNTEG eVEPYELEG pEow: EAAGBa: EBvikOG Opyaviopog dappakwy, Meooyeinv 284, GR-15562 Xohapyog, ABrva, TnA: + 30 21
32040380/337, dak;: + 30 21 06549585, loToToMOG: hitp:/www.eof.gr. Kinpog: ®apuakeuTikég Yrmpeoieg, Yroupyeio Yyeiag, CY-1475 Asukwoia, TnA: +357 22608607,
®ag: + 357 22608669, loToTOTOG: Www.moh.gov.cy/phs. KATOXOZ THZ AAEIAZ KYKAO®OPIAZ: Pfizer Europe MA EEIG, Boulevard de la Plaine 17, 1050 Bruxelles,
BéAylo. TOMIKOZ ANTIMPOZQMOZ ZTHN EAAAAA: Pfizer EAMGG A.E., A. Meooyeiwv 243, 154 51 N. Wux1ko, ABrva, TnA.: +30 210 6785800. TOMIKOZ ANTIMPOZQMNOZ
ZTHN KYMPO: Pfizer EAAGg A.E. (Cyprus Branch), Aew¢popog ABardcoag 26, KThpto Ztedavn, 2° ‘Opodog, 2018 Acukwoia, Kimpog, TnA.: +357 22 817690.
APIOMOZ(OIl) AAEIAZ KYKAO®OPIAZ: EU/1/16/1147/001, 003, 005. HMEPOMHNIA ANAGEQPHZHZ TOY KEIMENOY: 07/2022. 75 MG BT X 21 CAPS, 100 MG BT X
APS, 125 MG BT X 21 CAPS:
AIANIKH KAl NOZOKOMEIAKH TIMH - EAAAAA: A.T.: 2.627,80 €, N.T.: 2.169,30 €.
AIANIKH TIMH - KYNPOZ: A.T.: 2.615,27 €.
TPOMOZ AIAGEZHE: MeploptOpévn LATPLKY CUVTAYR ard e181KO 1ATPO Kal MapakoAouBnon katd tn dldpkela g aywyng.
TA NMAHPEIZ ZYNTAFOIPA®IKEZ MAHPO®OPIEZ MAPAKAAEIZOE NA ANEYOYNOEITE ZTON TOMIKO ANTIMPOZQMO.




