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XALPEWOHOS

Kapkivog onpaivel MoAepog, 600G vepoBpacTeq « DIAELPNVIKES» EKSOXEG KL AV £XOUV KATA KALPOUG
nipotaBel. Z€poupE TWG YEVVIETAL KABE OTWYUN HECQ Pag Kal av Katadeépel va EeduUyeL TNG
avooLlaKAG emtipnong, Sloykwvetal kal OLEKSIKEL OAO Kol HEYAAUTEPO XWPO, OAO Kol
TIEPLOCOTEPOUG «TTOPOUG: ETUOLWKEL TNV Kuplapxia. O kapkivog elval amolklokpdatng aAAd Kat
aUTOXELPOG, adou 0dnyel 0TOV LapaCUO Kal ToV BAvATOo ToV EEVIOTH TOU CUUMAPACUPOVTIAG ETOL
QUTOV ToV (610 oToV Xauo. MOAEHOG eUdUALOG 1) LETALU aAodUAWY; Aev €xel amavtnBel. Mota Ta
SlakuBevpata otV KALLAKA TOU QTOWLKOU 1 EUPUTEPOU OLKOCUOTNUATOG; H tyvnAdtnon twv
«OUUGEPOVTWVY» KAL N TAUTOTONON TWV TPAVWY LoXUOG (0w ITOpoUV VA alaVTCoUV €V UEPEL.

H 1tpoAndin Tou KapKivou -mpwToyeving KUPLw dAAG Kot SEUTEPOYEVNG LOLATEL UE TNV QTIOTPOTTN
€VOC TIOAEUOU, Kal amoteAel to Paoikd medio OmMou UMOPOUHE va E(HAOTE TIPAYUOTIKA
QMOTEAEOHATIKOL ATTO TNV AN TIAELPQ, N aduvapia pag va odnynBoupe €otw Kat Babutala otny
e€aleudin Tou Kapkivou, pag Buuilel To pnTo Tou Pwpaiov otpatnyou Vegetius “Igitur qui desiderat
pacem, praeparet bellum” (cuvenwg, omolog emBUUEl TNV €lprivn, g ETOLLATETAL yLa TIOAELLO).
Elvat mpodavng n ebappoyr] Tou oTig TTOAUETELS, TIUPETWOELS TPooTtAOeLeC TNG BACLKIG KOL TNC
UETADPAOCTIKAG EPELVAC YLA TNV TAUTOTOLNON TWV UNXAVIOHWY TOU KAPKIVOU Kal TNV avakaAun
TwV OMAWV Tou Toug pooBallouv -otav dnhadn o moAepog éxetl ma Eeomaoet. To SLapKwG
e€ehlooOpevo, oxedov GapaAWVIKO OMAOCTAGCLO TOTIKWY KOl GUCTNHATIKWY XELPLOKWY yLa TNV
QVTLLETWTTLON TNC EKSNAWUEVNG VEOTIAQOUATLKIG VOOOU, €XeL 6N HeTATPEPEL TTOAOUC GANOTE
Taxewg Bavatndopoug Kapkivoug o XPOVIO VOO UOTA &vavtl armoSekTAG TOEKOTNTAC KL
LKOWVOTIOLNTLKAG TtototNTaC {Wr)¢ Kot oL pooTtdBeteg ouvexilovtal o€ TIOAA HETWTA -SUOTUXWG
Bpadumopwvtag oTig PUXOKOWWVIKEC CUVIOTWOEG TOU KapKivou, Tng Bepareiog tou aAld Kat Twv
CUVETIELWV QULPOTEPWV.

AuOTUXWG, ot Sladopeg LaoTlyes TNG AvBpwnotnTag 6ev KataAayldlouy ot SLAPKELA TIOAE LWV
Kot QvBpWTILOTIKWY Kploewv. ATAWG epvoly o€ SeUTEPO TTAAVO, CUYKPLTIKA LE TIG TTEPLOSOUG
Elprivng mou paAov pikpd StaAelppata amoteAolV OTO JUVEXEG TNG PUTIOPNG AvBpwrivng
lotoplag.

H évatn etiola cuvavinon «kad’obov mpog To BEATLOTO» Tpaypatomnoleital otn divn piag
TIOYKOOULOG QVOTAPAXTG TTOU EEKIVNOE Ao TN YELTOVLA LAG EVW eV EXEL KOTIAOEL O KUUATIOPOG
¢ mavdnuiag. fag kaAwoopllovpe Pe TNV eAmida plag akopa SnULoUpYLKAC yla OAOUG
TIOAUTIAEUPNG aAAnAeTtiSpaong.

ANEEaVEPOG MuyanA FewpyLog ANEEavEpoCg
Apdafavng NikoAdou Mwoodkag T{oBapag
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BIOMHXANIA ®APMAKON

BINOCRIT

epoetin alfa

ZARZIO

filgrastim

Bon@aTe var yivouy 10 pApYIaKa o aopal
Kan Avaptpore
OAES 1ig averm iy evepyess yia
OM 1 géppaxa
Tugmhpinovios iy TKITPINH KAPTAS

Mpiv ™ cuvrayoypaenon
aupBoukeuBeire Ty ARen MepiAnym Twy
XapakmpioTikwy Tou kaBe Mpoidviog.

NpowBsiTal amd Ty eraipeia:

A Novartis DEM 0
SANDO Division A ABEE
KAK: Sandoz GmbH / BIOMHXANIA ®APMAKON
Biochemiestrasse 10, A-6250 Kundl, AuaTpia 21° Ay EBv. OBol Abnviwv-Aapiag,

Iroixeia emkovwviag oty EAAada: Novartis {Hellas) A E.B.E./Sandoz division 145 68 Kouovipi, Attikig, EAAada
PpayxokkAnoiag 7B, 151 25 Mapotor, Aiva, TnA: 210 2811712, Qaf; 210 6857655  T: +30 210 8161802, F: +30 210 8161587
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ENLTPONES

MNpoedpol:

A. ApbaBavng
M. NikoAdou

. Twoodkag

A. TloBdpag

Ermiiotnpoviky Enitponn

MNpoedpol:
ASau

>

K. Aoukakn
M. Kapapoulng
M. NikoAdou
A. TloBdpag

MéAn:

I. ApSapavnc-Aouképng
X. B€pog

X. Tewpyavta

A. AapatomnouAou
M. Agde

N. Aecogg

M. ApiZou

X. Zopmatng

A. ZOANgG

A. ©eoxapng

I lwavvidou

Tiuntkn Emtponi

M.A. KaAoyepidn

N. KaAoyepdmouAog
E. KapatpdooyAou
. KokkaAn

I'. Koukoupakng

A. Aaylou

M. AtakomouAou

E. Mayyou

3. NikoAoudn

X. Mapaykog

A. Ntokou

A. Zeoduyyn

N. Mepyavtag

K. Mepdikapn

2. TaAayavn

E. Zinuntpa

E. 2. Tputodakn
A. XatinBaoiAng
N. XoAng

X. Xouvtnig

E. Xplotod0oUuAng

N. Zrpag
N. MaAdpog
I. Pnyatog



@AKkynzeo

netupitant/palonosetron

‘Eva kaydkuo nepiéxet 300 mg netupitant kat 0.5 mg palonosetron

02.2020/AKYNZEO/adv 01

s HELSINN

- Zm

g Gn Icn i cn n'e' Building quality cancer care together
ABrva: EheuBepiag 4, Kngioid 145 64, Tnh.: 210 5281700, Awavepetat katomy adeing mg Helsinn Healthcare S.A, EABetia
Beooalovikn: Kouvroupiwtou & ®aaiavou 2, TnA.: 2310 542685
EmoTnpoviké Tprfipa . 210 5281731 Bonericreva "‘W"“”" wp"‘“‘" o aupak] Km ) ) )
Tpripa ®appakoenaypurvaong tA.: 210 5281805 mﬂmmmsﬁwmmmmm ﬂcpottgpw n:\npoqgomeq neplﬂuuﬁqvomt_fm
www.galenica.gr OAA Ta péppaka ouvonukn Meptypa@n Xapakinpotkwy Mpoidviog

Zupninpwvovrag v «KITPINH KAPTA»
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15 Anpidiou 2022

MAPAXZKEYH
09:30-10:00 Mpocéheuon -Eyypadég
10:00-12:00 Kabnpuepwvd mpofAfpata otnv oyKoAOyLKN Ttpd§n
Npoedpeio: X. Aday, I'. KapaAiepdrtog, I'. Nanadomoulog
Nautia kat €peon A. Ogoxapng
Kaxetla E. XpLoto60UAKg
J{Tlon péow yaoTtpooTopiag I. KaBaAiepdarog
Aepdoidnua: éva Staypovikd mpoAnua X. Twyywaykog
H meputétetla tng dAEPBIKAC TPOOTIEAQCNC: TIEPLDEPLKNA
1 KEVTPLKN; B. Kaptoolvn
12:00-14:00 H Suaxeipion ko n a§lomoinon tou BloAoywkol UALKOU
otnv enoxn tng latpikrg akpBeiag. MoLog, mote Kal nwg;
Npoebdpeio: I. NactovAag, M. KopkoAomouAou, K. Dpaykid-Toipou
KaBlepwpévol Blodeikteg H. Xatinavépéou
Yypn Blodia: mapodv kat uéAAov A. Mdpkou
Next Generation sequencing: EpyaAelo rj TOAUTEAELD TNV
KAWLKN TIPAEN; E. AnuntpLadng
@optio petaraywv (TMB): mpoodloplopog, cut-off kat n
avepxOHEeVN ONUAGLa TOU 0TI avoooBepareieg . Toaouong
Yypn Blodia kat kapkivog : amod tnv Blodoyila oTnv Texvoloyikn
T(POKANGN . NaoloUAag
14:00-15:00 Awaxeiplon Tou TOVOU oTnV Mopeia Twv KaKonOwv
VEOTAQOUATWV: TL, TTOTE, IWG;
Npoedpeio: K. lwavvidng, E. Atavog
ETeUBaTIKES KAl EVOANAKTIKEG TEXVLKES E. ZtaupomnouAou
Padlodpappuaka M. Mokrtapt
Alaxeiplon dapudkwy A. BaAcapidng
15:00-16:00 AwdAspupa Kagé
16.00-17.00 AwaAé€erg: Néeg NMpokARoelLg yia tnv BeAtiwon tou

BOepamneutikoV Seiktn oTNV aKTvoOEpameia
Npoebdpeio: . lewpyakomouvlog, I'. Moodkog

Qa elvat n «flash therapy» n Bepamneia tou péAovTog; I. TewpyakomouAog
AktvoBepareia Kol OAyOUETAOTATIKY VOOOG E. Mntepoukag
I'4
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INNOVIS PHARMA A.E.B.E.
Aew@. Kngioiag 44 | Mapouot | 15125 | T: +30 2162005600 | F: +30 2106664804 | www.innovispharma.gr
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15 Anpidiou 2022

MAPAXZKEYH
17:00-18:00 H Ogpamneia tov Kapkivou: n avaykatdtnta tng
ToAUSUVA NG AVTIHETWTILONG
Npoedpeio: M. KAnpidng, A. ZTpLundkog
YUV BOeLg eVOOKPLVIKEG SLATAPAXEG OTOV KAPKIVO 3. KoOkn
ETIUTAOKEG QO TO MEMTIKO GUOTNUA: VOUTa KOl EUean X. Bépog
H KapSLoTo&kOTNTA WG EUMOSLO 0TNV AVTIVEOTIAACHATIKY Bepareia K. Kepapuda
18:00-18:40 Agbopéva amno Sebvn ocuvédpLa
MNpoebdpeio: A. Nektaoidng, Z. Mepoukidng
ASCO 2021 I. Nanagoivng
ESMO 2021 E. KapatpdooyAou
18:40-20:00 Dopudopkég ALaAEEELG-OUPOAOYLKOG KAPKivOog
MNpoedpeio: M. Agpipn, N. Nepyavtdg, E. Peg
E€eAifel ot Bepameia TOU HETAOTATIKOU OppOVOELaioBnTou
KopKIVOU TOU TTPOOTATN A. T{oBapag
sponsored by |5
H avocoBepareia oTtnv aQVILETWITLON TOU VEGPOKUTTAPLKOU
KOPKIVWHATOC: ATtO TA TIPWLHOL 0TASL LEXPL TNV €EEALEN
™G vooou N. AAeBL{omoulog
sponsored by 9 MSD
H avoooBeparneia we standard of care atov OupoBnAlakd
Kapkivo M. Tolatag
sponsored by apﬁzer
20:00-20:30  Awhegn
Npoedpeio: N. Zrpag, M. NikoAdov, A. T{oBapag
latpikn akplpeiag atnv Oykoloyia: ASLEEOSA KAl TIPOOTITIKEG
UTEPPBACNC TOUG 1. MntoukoPivag
20:30-21:00 Npoedpeio: A. Apdafavng, O. MriaAaolpa, M. Zapwvng
H pdoTya TG pikpoBLakng avioxnig Kat o acBevng e Kapkivo.
To mpdypappa KAEIQ. 0. Zaoltng
$ABBATO 16 Anpidiou 2022
09:30-10:00  AudAefn
Npoedpeio: E. Fpould, N. Kevtenolidng
OpouPoeuPolikr) vOoog Kat Kapkivog: pia SUGKoAN e€lowan N. TooukaAdg
9



CABOMETYX
+ NIVOLUMAB

Take control with
the TKI+CPIl combination of choice

CABOMETYX?®; in combination with Nivolum
ndicated for the first-line treatment of advanced r
! cell carcino adults’

Innovation for patient care
o . IPSEN MON. EME .
va yivouv ta Ko ™
L ATIOY AHMHTPIOY 63 , 174 56 AAIMOE, AOHNA CABOMETYX
" OnAw odppmar THA.: 210 9843324, 210 9858930, FAX: 210 9887911 (cabozantinib) tablets
bl E-mail: ipsenepe@ipsen.com + NIVOLUMAB

hitp://www.ipsen.gr

ZUVTayoypagIkES TTANPOYOPIES TOU TTPOIOVTOG OTnV CEAID
1.Cabometyx MNepiAnyn XapaktnpioTikwy MNpoioviog

l

NOW EMA APPROVED
/ A

9 CABO-AIMAY 2021




pEVEaaae] ka8 000v nposto
pAnCeilll (Entioto otnv oykonoyia

S ABBATO 16 Anpifiou 2022

10:00-12:00 AvoG0-0yKOAOyia Kol LOPLAKE) OTOXEVUGN: TO TLOPOV
Ko To apeco péAAov (1)
MNpoedpeio: 2. AyyeAdkn, N. Av8pouldkng, E. Zapoavtdg

Kapkivog mveupova: MMKIM: e€eAlocdpievol ahyoplBuot N. KartodiotpLog

O poAog Tou SUThoU avocoatokAELGHOU oTnV 1n ypauun
Tou MMKTM M. NwoAdou
sponsored by i Bristol Myers Squibb’

Metaotatikdc MMKTT: eotialovrag otny emBiwon A. Zuwyag
sponsored by 0 MSD

Avayvwpllovtag Tov KaTdAAnAo aoBevn TNV KATAAANAN OTLyun.
H mepintwon tou EGFR 0. Téyog

sponsored by AstraZeneca(“?

Neodtepa Sedopéva otn Slaxeiplon Twv pn LEAQVOKUTTAPLKWY
KapKivwy Tou §€pUaTog A. Kopoytavvog
sponsored by Sanofi

12:00-12:15 AwdAswpa Kade

12:15-14:00 Av0G0-0yKOAOYiQl KOl LOPLOKI OTOXEUCN: L0 TIOLPATEWVOMEVN
koprodopia pe urtooxéoeig (11)
Npoedpeio: I. BapBaAitng, E. Fkdyka, . ManadonouvAog

KakonBeg pehdvwpa: AlyopiBuol oe avadlapopdwaon A. Naokapakng
Kapkivog kedahng kat tpaxnlou: pia petlwy petaBoAn

otnv 1" ypauun; 3. TaAaydvn
TOOTPEVTEPLKOG KAPKIVOG A. ftedpavou
NoUTég evbeifelc (MaoTOG-HMTOTOKUTTAPLKO) A. ZOAng

H adavng de€apevn ToEKoTATWY TNG cLYXPOVNG
avoooBepareiag N. MotaApatidy

14:00-15:30 DopudopLkEG ALAAEEELS
MNpoedpeio: A. NtkoAaidn, Z. Zaptdakn,

H duvapun tg povoBeparmeiog otig BRCAMuUt yuvaikeg pe

veodlayvwaoBévta Kapkivo wobnkwv E. ®ouvt{nAa
sponsored by k

YToxevouoa Bepamneia yia toug acbeveic pe KRAS G12C
petaraén oto MMKT] A. XplotonouAou
sponsored by AmEN

Kapkivog vedpou: Mwg petadpdlovral ta Sedopéva twv
KAWLKWV LEAETWV OTNV KABNUEPWVE KAWVLIKH TIPOKTIKA? X. Mapaykog
sponsored by % 1IPSEN

Innovation for patient care

15:30-16:00 Meonuppvi Stakomn -EAadpl yebpa

11
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Lectus adv.

ZTOTLOTIRA ONUOLYTIXO OQELOS
ovvolxng emPimonc'

O€ TTOO- A0l LETEUUNVOTIOVOLURES YUVOUIKES
ue HR+/HER2- petaotonind vaorivo paoton =

1. Hortobagyi GN, Stemmer SM, Burris HA, et al. Overall survival results from the phase il MONALEESA-2 trial of postmenopausal patients with HR+/HER2+ advanced breast cancer treated with endocrine therapy +
ribociclib. Presented at: Eurapean Society of Medical Oncology; September 16-21, 2021, 2. Tripathy D, Im 5-4, Colleoni M, et al. Updated everall survival (05) results from the phase Il MONALEESA-7 trial of pre- or
perimenopausal patients with hormone receptor positive/human epidermal growth factor receptor 2 negative (HR-+/HER2-) advanced breast cancer (ABC) treated with endocrine therapy (ET) + ribaciclib. Presented
at: San Antonio Breast Cancer Symposium; December 8-12, 2020; San Antenio, TX. Poster PD2-04. 3, Slamon DJ, Neven P, Chia 5, et al. Ribacidlib plus fulvestrant for postmenapausal women with hormone receptor-
positive, human epidermal growth factor receptor 2-negative advanced breast cancer in the phase Ill randomized MONALEESA-3 trial: updated overall survival. Ann Oncol. 2021;32(8):1015-1024,

HR+/HER2-: Benkd¢ ae oppovikd umodoyéa kal apymikag aTov umodoyéa 2 Tou avBpwmvou embeputkol avémixou mapdyovta

01 ouyvorepsc avemBUpNTEC £vépyeteq kat ol ougvoTepec avemBipnTec evépyerec Babipot 3/4 (o1 onolec avagépBnkav oe auyvotnTta =20% Kar =2%, avriotorya) ova ouykevTpwTIkd Sedojiéva yia Tic onoleg  ou-
yvotntatou Kisqali suv kaBe ouvduaayd unepBaiver T ouyvoTTa Tou eixoviko qappdkov auv kabe auvuaopd nTav Aoipwe, oudeteponevia, hevkonevia, kepaadyia, Brixac ooguakyia, vautia, komwor, Siap-
poia, £petog, duokohaTnTa, ahwnekia, kar ebavinpa katkopwée, oudeteponevia, Aevkonevia, avaipia pn guotohoyikéc dokipaoie nratikge Aswoupyiag, Aepponevio, unopuogartapia kat EPETog, avTioToa

EYIKEYALIA/TIMH: Evéewcnici N.1.: Kisqali® blisters BTX 63 bioxia 200mg: 3.151,53 € « Evbewcrikn) N.T.: Kisqali® blisters BTX 63 brawia 200mg: 2.614,37 €
(Hugpounvia beAtion Tiav: 29/06/2021 - o0& mepimmwan Tpomomainang Tou AT wayie i vedrzpn T, aupmepidapBavopévou ONA dnad ioyie)
Tpdmoc SiaBeang: Mepiopioyévi tatpixi) ouvtayrj and eidivo atpo ki mapaxoouBnon xkatd ty SidpKera Te aywyrc

() N 0 VA R T I S Moty auvrayaypacpnon oupBouAeuBeite my Nepidngn Xapaxtnpiotikav tav flpoioviag, nou Bariberar EAQ.

Novartis (Hellas) A.E.B.E.
122 xhy. EBvikii OBol ABnvav - Aapiag, Baace o Yo ms mu o aogah
144 51 Metapdpgwan, Tnh.: +30 210 281 1712 '

OAEZ Tiq QvEMBUMNTES EVERYEIES

- vio OAA Ta pappoxa o ®
Tpogeio Beooohovikng: Kmiplo Regus, SupnAnpiovoviag T «KITPINH KAPTAw

Bao\éwg Hpaxheiou 53 & Kapdhou NmA, \

54623 Oeooahovikn, TnA: +30 2310 424049 ¥ To papUAKEUTIKO Mpoidv . . .
URGKENTAL OF EMpGoBeT) I b el ll 200mg
OAPMAKOEMATPYNNHEH: +30 210 2828812 napakoAoUBnan. tablets




LABBATO

pEVEaaae] ka8 000v nposto
pAnCeilll (Entioto otnv oykonoyia

16 Anpidiou 2022

16:00-17:00

Meoeyxvpatikoi oykot: Mia Stapkng npokAnon
Npoedpeio: O. Koppag, M. NarayyeAomnouvAog, M. MNanakwotog

Ooteoocapkwua: pla otabepry amein E. Mayyou

JOPKWUATO LOAAKWY HOpLwV: €XOUV YIVEL BRHOTA TIPOOW; 3. KokkaAn

17:00-17:30

AGAegn
Npoedpeio: B. Mnapunouvng, @. Pwotrpa

H T'eveTikn ZUUBOUAEUTLKY TWV KANPOVOUOUUEVWY KAPKIVWY

KOLL TQt OPLA TNG: TTOLOG O OPHOSLOG, O YEVETLOTNG, O KAWVLKOG

OYKOAOYOG ) €va TTAVEA l8LIKWV pE Toug Puxoloyo/Puyiatpo/

KOLWVWVIKO AELTOUPYO OE KEVTPLKO PONO; ®. dwotrpa

17:30-18:00

Aopudopikn ALGAegn

MNpoedpeio: X. XptotodoUuAou

AvaokoTnon Twv cUYXPOVWY KAVIKWY SeSopévwy pe eotiaon

otnV emniteuén pakpdg emBiwong yla tig acbeveig pe HR+/HER2-

TIPOXWPNHEVO KAPKIVO TOU HaOTOU I. Keoiong

sponsored by U) NOVARTIS

18:00-18:30

Aopudopik ALdAegn
Npoedpeio: A. NikoAaidn, . ZtapatronovAou

Nedtepeg BepameuTIKEG ETINOYEG OTNV QVTLLETWITLON Tou HER2+
LETAOTATIKOU KAPKIVOU TOU HOoTOU M. OwovoponoUAou

sponsored by ﬁ;ENpEasrLSa

18:30-19:00

AwdAeppa kade

19:00-20:00

Maykpeato-XOAIKOG KapKivog: pia emwalopevn emdnpia;
MNpoedpeio: M. Kapapoulng, A. Kapapneading, M. NanakotovAag

YTOXEUON TOU OTPWHATOG yla BeATiwon Tou BepameuTikoU
QTIOTEAECHATOC OTOV KAPKIVO TOU TTOYKPEATOG M. Zapavtng

H eloaywyn véwv Beparelwy otn Beparmeia Twv
XOAQLYYELOKOPKIVWHATWY A. MatBaiog

Néog BepameuTtikog alyoptBuog oto HKK A. Mnokag

20:00-21:30

Alpornountikoi av§ntikoi mapdayovteg: pio Hei{wv petafaon
npog tn BEAtiotn epappoyn NG XnUetoBepansiag.
MNpoedpeio: X. lewpyavtd, A. Ziwvn

G-CSF’s . ApSafavng-Aouképng

EpuBporountivn: pia otabepn agla K.-X. Nepbikdpn

AuénTikol TapayovTeg aLomEeTaAlwY: TTIoU BPLOKOUOOTE; N. XoARg
13



Verzenios

abemaciclib

2Tn yuvaika pe
HR+, HER2- MBC

VERZENIOS/ADV/11-2021

MOavotata
n Katdotaon tng
Ba embeivwBei*
N ‘Exete to Verzenios'*

R 'V, _
. To Verzenios evbelkvutal yia th Bepanela yuvaikdv pe BeTiké yia oppovikolc unoboxelc (HR+), apvntikd yia tov unoboxéa 2
Tou avBpdnivou eniGeppikol auEnukod napdyovia (HER2-) ToMiKA NPOXwPNUEVO A HETAOTATKG Kapkivo Tou pagtod o

ouvbuaopd pe évav avactodéa apwpacaens (Al) A pouAPeotpaven wg apxikh evbokpivikn Bepanela f ge yuvalkeg nou
£xouv AdBel nponyoupevn evbokpivikn Bepaneia’

. L€ NPOEPLINVONAUCIAkeS M NEPIEPNVONAUOIAKES yuvaikes, n evbokpwvikn Bepaneia Ba npénet va ouvbuddetal pe Evav aywvioTn
EKAUTIKAG 0ppovNG TNG WXPIVOTponou opuovng'.

*Xapaktnplotikd g vooou nou pEAETABnkav oTig KAVIKEG SokIpEG kat Ba pnopodaav va odnynoouv ot AlYOTERO ELVOIKA NPAYVwWan.
AaBeveic pe anAaxvikn kplon ev oupnepIAngBnkay otig kKAvikée BokipEc tou Verzenios.

1. Verzenios MeplAnyn Xapaktnplatikwy tou Mpoidviog.

2.Di Leo A, O'Shaughnessy J, Sledge GW Jr, et al. Prognostic characteristics in hormone receptor-positive advanced breast cancer and
characterization of abemaciclib efficacy. NPJ Breast Cancer. 2018,4:41

3. Sledge GW Jr, Toi M, Neven P, et al. MONARCH 2: Abemaciclib in combination with fulvestrant in women with HR-+/HER2-
advanced breast cancer who had progressed while receiving endocrine therapy. ] Clin Oncol. 2017;35(25):2875-2884.

4. Goetz MP, Toi M, Campane M, et al. MONARCH 3: Abemaciclib as initial therapy for advanced breast cancer.
J Clin Oncol. 2017;35(32):3638- 3646, (GD) /
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KYPIAKH

pEVEaaae] ka8 000v nposto
AUVELTIN Béntiato otnv oykonoyia

17 Anpidiou 2022

10.00-10.30

10:30-10:45

Entikatpa O£pata Wuxokowwvikig OykoAoyiog

AdAeén
Npoebdpeio: K. AnuntpéAng, I. KapaBdava

HOWA AR Upata 0To TEAOG TG Lwhg E. Mavaywwtou
Julitnon

10.45-12.45

12.45-13.00

ZTpoyyulo TpameQ
Npoedpeio: K. Muotakidov, K. AnuntpéAng

AVTIEOOTNTEG OYKOAOYLKWY 0GDEVWY - ETAYYEAUOTLWY
Kowwvikwv Agltoupywv otnv enoxr covid E. Ztepylddn, E. ZavBomouvAou

MpoPAnpata kat SuckoAieg otn Slaxeiplon OyKOAOYLKWY
a0BeVWV UE GUVUTIAPXOUCES XPOVLEC TTABNCELG eV LECw covid E. Koutokoupn

O MoAUTIAEUPOG PONOC TOU LATPOU OTN Slaxelpton
TWV GPOVTLOTWV. K. ManaAa

TeAko 0TddLo Kat eveog E. Z. Tputodadkn

zuAtnon

13:00-13:30

AdAswpa Kope

13:30-15:30

15.30-16.00

ZTpoyyulo TpaméQ
MNpoedpeio: . Noodkag, Z. Fpappatoylou, E. WikomovAou

A. Npwtofaduia ppovtida kot acOeveig pe kapkivo

H Avacuykpotnon Tng NpwtoBdabutag Opovtidag uyelag
otnv EAGSa, peyaAltepn avaykn Twpa amnd moTe. A. MapLoAng

Ye molo eninedo Bploketal n avakoudloTikny dpovtida
otnv EAAGSa; X. Awovrig, M. TOAla

B. Kat’ oikov voonAeia: molol ¢popeig, moLeg approdLotnteg

Kat’ oikov voonAela: AvakoUdlon Twv aoBevwv kat GpovIloTwy,
OLKOVOLLOL OTOV KPATLKO TIPOUTIOAOYLOUO Yl TV LYELQ. I. Kwvotavtwvidng

H évtaén tg kat’ oikov voonAeiag ota Nocokopeia cuvepyaocia
Aylou ZaBBa -K.E.D.I. A. Aaylou

JulAtnon




NIEPIAHYH TON XAPAKTHPIETIKON TOY NIPOIONTOL

W To pappoko outd Tekel und ougninpwyonxn napakohou@non. Autd Ba enapéyer 1o ypiyopo npooBioplopd véwv nAnpoipopiv oopaeins. ZnteltoL ona 1ouc enayyehuoties uyelog vo avopépouy onoieadnnote
niBovohoyodyeves ovenBpntes evépyeieg. ONOMALIA TOY GAPMAKEYTIKOY NPOIONTOE Verzenios 50mg. 100mg kot 150mg eniadupyeva e hentd upévio biakio MOIOTIKH KAI NOZOTIKH EYNBEEH Verzenios
50 mg: KaBe enwahuppéva e henta ugievio biokio nepiéxel 50 mg apnepaowAiynn kat 14 mg Aktadn povoiidpikn. Verzenios 100 mg: Kabe enwahuppiévo e Aema upévia bioki nepiexer 100 mg opnepaowAiinn
Kot 28 mg Aakeadn povaiibpikn. Verzenios 150 my: KaBe enwoAuppévo pe hema upévio buowio nepiexet 150 mg opnepaowAipnn kar42 mg hoktodn povoibpikn. Bepaneuikég evbelEew To Verzenios evbeikvutal
yio t Beponein yuvoikev pe Benko yia oppovikotg unoBoxeis (HR). opvnmiko yio tov unoBoxéa 2 tou avBpwnivou entbeppikol ougntikol nopayovra (HER2) tonikd npoxwpnjiévo A HETDOTOTIKO KapKivo 10U
pootol oe ouvbuaopo pe evay avootohéa opwpatdong n pourBeatpavin we opxixn evbokpkn Bepaneio n o yuvaikeg nou exouv AaBer nponyoUpevn evbokpwikn Bepaneio. Ie npo- i NEPIEPUNYONOUOIOKES
yuvaikex n evbokpwikn Beponeia Bo npenel va ouvbuadetal pe évav oywwiom exAUTKAG oppavng g wxpivarpanou oppavng (LHRH), Aooohoyin kot tpdnag xophynang H evapEn kot n eniBkeyn g Bepaneiog
pe 1o Verzenios Ba npénet va npoypotonoteital and ylotpoUc pe epnetplo ot xpnan oviwapkivikay Bepanewdv. Aooohovin To Verzenios ae auvbuaoye pe evboxpivik Beponein H ouviotmpevn Goon ng
apnepaowAipnng eivot 150 mg blo popés v npepa, drav xopnyeitot oe auvbuaoyo pe evbokpwikn Beponelo. Nopokoheiote vo ovarpeere omv Nepiayn wv Xapaktnplonkwy 1ou poiyiog tou nopayovia
g evbokpvkng Bepaneiag yio t guvigtwpevn boooAeyio. To Verzenios Ba npénet va AapBavernt ouvexwe, yia 0oo Sidotnpo n acBevng anokopilet kAwika opehog ano tn Bepanein 0 €wg 1y epgavian pn
onobektng wokwatnac. Meooopuoyéc me bdans H ovupenonion kanoiwy ovenBopniwy ovnbpdoewv pnopelva anowel Sioxonn kaun peiwon g boonc oo 100 mg bUo popeg v NPEPD WS NPWIN NPoSOpHOYA
boang kat ata 50 mg bUo popeg v npépa we bedtepn npoooppoyn Boong. Lugtdoeis xelpiojiou yio 1o Verzenios agopodv: Aiuatohoyikes ToEikotntes. Adppota. Aunpeves Tég apvotpavogepaowy, Mayeon
nveupovonaBeia (ILD)/nveupovinbe, AN pn-oyiatohoyikee tofwatnies [pe efaipeon m biappouw; 1g aubnpéves apvotpovopepane kat m biageon nveuyovendBeta (ILD)/nveupovinda) Ebikoi nAnBuayoi Aev
onoueitor npaaoppoyn e foong pe Bdon v nhikio. Aev eivol onopaitnin onoiabnnote npooappoyn g doong oe aoBeveig ye Ant N PEtpla vegpukn duohenoupyio. Aev undpxouv bebopéva oxeuka pe m
Xoprynan g opnepaokNipnng oe ooBeveic pe ooBopn veppwkn Guakenoupyio. veppikn vooo ekl otabiou n oe ooBeveic nou unoBakkoviol oe eEwveppikn kabapon. H opnepoawAipnn Ba npénet vo
xopnyeitat je npoooxn oe oobevels e ooBapn veppun Buohenoupyio. pe otevi nopakoAaliBnen yia anyleio tofikomiac, Aev eivar anapaitnin onowbnnote npoooppoyn ing boanc oe noBeveis pe nna (otabiou A
kaora Child Pugh) i pétpia (otabiou B wata Child Pugh) nnotwsn Suokewoupyio. e aoBeveis pe ooBopn [otabiou C kata Child Pugh) nnaukn Suohertoupyio, ouviotdtat peiwon g GoooAoyikng ouxvatniag oe pio
(popa mv npépo. H oopaAein kot n onoteAeopioTkoma TG opnepoowAipnn oe noibid Kot epnBoug nhikiog katw twov 18 ewv Bev Exouv oKopio TexpnpiwBel Aev unapxouv ioBeaiyo Sebopeva. Tpanog
xopynong To Verzenios npoopidetatyia xphon ond to o1dpo. Hboan pnopetvo AngBel e i xwpic tpogn. Aev Ba npénetvo hopBavetot pe yxpenppout n pe xupo ykpenppout. OraoBevelc o npenet vo AapuBavouy
g booewg nepinou ty ibio wpo kabe pépo, To Biakio Ba npénetvo kataniver oAdkAnpo. AveevbeiBels YnepeuaioBnoio on bpooukn ouaia i oe kanoio and ta éxboxo. EBKES npoeibonolnaelg kat npopuAdteig
kod tn xpion Oubereponevia AvopépBnke oubeteponevio oe aoBeveis nou AapBovav apnepaowdipnn. Tpononoinan e oang ouviotdral oe noBeveis nou eppovidouv oubeteponevio BoByod 3 n 4. Bavomngapo
oupBavio epgoviomkay oe <1% wwv ooBevav. OtooBevelc Bo npenet va koBobnyodvialva avapepouv onotoBnote eneoobio nuperol otov enoyyeApatio uyeiog nou ug nopokohouBel Nopweeic/nopaonwoeg
NowEeig avagepBnray oe aoBevelc nou AdyBavay apnepaowAipnn ouv evbokpwikn Bepanein oe uynhotepo noooatd and 6,11 og coBeveic nou AapBovay Bepanein e EwoVIKO QOPUOKD OUV EVBOKPVIKA
Bepaneio. MNveupovikn Aoipwen avopepBnke o aoBevels nou AapBavay opnepootkhipnn xwpis ouvundpxouan oubeteponevia. Bavainpapo oupBavio eppaviotkay oe <1% wv ooBeviv. OuoaBeveic Ba npénet
va napakoAouBauviotyio onpieio Kat oupm@pate AcipwEne Kot v oviwetwnidovionotpkwe kataAnho. OABun BpopBoepBoln OAeBika BpopBoeyBoAwa eneioabia avagepBnkov oto 5,3% 1wy aoBeviv nou
AapBovay Beponeio e opnepoowAipnn ouv poukBeotpdvin A avaotoAeis opwparaeng, oe clykpion pe 0.8% wy ooBeviov nou AapBavov Bepanelo pe ewoviko gappoko ouv pouNBeatpdvin i ovagtokeis
opwpardong. Ot ooBevei Ba npénet vo nopokohouBouvion yia onpelo Kot oupntwpora ev 1w BaBew pheBikng BpopBwang Kot nveupovIkAG esBoAnG Kol va avipetwniovion TpIKwG KotaAnAa. AuEnpéveg
opwotpavopepdoec Aughoe oug ALT kat AST avagépBnkav oe aoBeveic nou AdpBovav opneyaaikhipnn. Me Baon to eninedo o6Enang tng ALT A tng AST, pnopei va anoueiiol ipaoappoyf ing Baang g
opnepaowAipnng. Adppoia H iappota eivat n o ouxvi oveniBopntn oviibpoon. Eug kAwikes peRetes, o fiapeong xpovog 6g tnv eppavian tou npoiou bippoikod eneioabiou ntav nepinou 6 wg B nyepeg kot
n bidpeon Siapketa ing diappotag Atav 9 éug 12 npepeg (BoBod 2) kovb £wc B nyepec (BoBod 3). H bidppota pnopeiva suoxeuotel e agubatwon. 0iooBeveic Bo npénet va Eexwouv Bepaneto ye avibioppoikotc
napayovieg 6nwe n Aonepapibn, {e tv NpLN EXHAVION KANOIOU anpEioU XuATPLWY KoNpavwY, vo ouEdvouy tv npagAngin LYWV AN Tou TIBLOTOG KoL VD EVNPERLVOUY Tav enayyekpatio uyeiag nou tg
nopakoAouBet Tpanonoinan tng boong ouviotdtol og noBeveis nou eppavidouv Siappoio BoBpot = 2. Aupeon nveupovondBet (ILD)/Mveupovinbo Apeon nveupovondBewa (ILD)nveupovinbo ovopepBnke oe
ooBeveic nou AapBavav apnepoawhipnn. NapakohouBnote Toug naBevelc yio nveupovika oupnwpota evBewukd e ILDinveupovindog kot ovigetwniote Toug ioTpwwe kotaAnko. Me Baan tov BaByo e
ILD/nveupoviubog, n opnepnowAipnn evbexetat va anonel npooappoyh g Goong, Awkdye povipa v opnepaoikhipnn o ooBeveig pe BoBpou 3 n 4 ILD/nveupovinba. Luyxopnynon enaywyéwy CYPIAL H
ouyxopiynon enoywyewv CYP3AL Ba npenet va anogeuyetol Aayw tou KivBUvou peuspEVng onoteAeopoukomiag mg opneponwhipnng_Inkayxvin kpion Aev unapxouv Bebopeva oxenkd pe my
onoteeoponkamIa Koty oogahew ing opnepaoikhipnng oe aoBevels pe anhayxvikn kpion. Aokiadn D aoBeveis e onavio khnpovopka npoBArpota buoavegiog om yohoktadn. ohkng ovendpkewos Aaktaong
1 buoanoppognang ing yAukodng-yohoktadng bev Ba npénetva ApBavouy outd o pappoxo. NATpio To pappakeutike outd npoidy nepiexet Aiydtepn ano 1 mmol venplou (23 mg) ava Siokio. bnAadi ouotaoka
eivat «eheufiepo varpiou». ANnAeniBpaoetg ue GAAD poppaKeuTka npoidvia kot aAAes poppés akAnhenibpaong H opnepaoudipnn petaBoidera kupicwe and 1o CYPIAL. H ouyxopiynan tng apnepooikhipnng
pe avaotoheis CYP3A4 pnopei va ougnoet g ouykevipoels mg apnepooikAipnng oto nhaopa. H xprian toxupav ovaotohétwy CYP3AL oe ouvbunopo e my apnepoaikAiunn Bo npenet va anogedyerol Eay
onowefton n ouyxophynon (oxupwv ovaotohewv CYP3AL. Ba npénet vo pewsveron n Soon g oprepaowAiunng kot vo akohouBel npooexukn nopokohotBnon yio tofikomia. Anogpedyere v katavaAwon
YKRENQEOUT A Xupol YKpEnppout. Aev anoueita npocopyoyn tng Boong oe aoBeveic nou AopBavouy pérpiouc n noBeveic avaotoNeis tou CYPIAL pener, wotdoo. va undpxevotevn napaxkohotBnen yio anpiein
tfwarmtac. H ouyxoprynon wxupav enaywyewav CYP3AL Ba npénet vo anopetyetal Adyw tou KkivBlvou Pesyievng anoteAojnuKaINTag g apnepaowAipnng. Aev eival yvwora eni tou napoviog Kota naoov n
opnepaouAnn Pnopei v HEWHOEL TV onoTEAEOHOTKOTNTA TV OPHOVIKGY ovrioubAnnTK@Y cuatnjotkng Bpaong. lovipdnto, kinan kot yohouxio O yuvoikeg e Suvardtnia tekvonoinang Bo npénet va
xpnawonotolv taitepa anoieheapotkeg peBoboug avouhhnyng (n.x. aviguhAngn binAod ppoypod] kutd t Bidpketa g Beponeiog ko yia wukdxotov 3 elBopades petd v ohokAnpwan g Bepaneiag. Aev
Buonfeviol kAvika beBopéva oxenka Pe T Xpnon Ing apneRookApNNG o€ eykUoug yuvaikeg, To Verzenios Bev npénel va Xpnolponoleitol katd m Biapkeld tng eykupooivieg, koBWS Kot 08 YUVOIKeS g
OVONapoywyIKAG NAIKIDG Xuwpig v xpnon aviiUXAnyng. Aev eival yviwata eav n apnepaoikhipnn anexkpivetat oto avBpwnivo yaAa. 0 kivBuvog ot veoyevvnta/Bpepn bev pnopeiva onokAetotel 01 aoBeveic
nou hapBavauy opnepoohipnn Sev Ba npéner va BnAadouv. H enifipaon e spnepaokAlunng sy ovBpwnivn yovipainta eivar dyvwotn. EmBpdoeg oty ikavotnta obiiynang kot xeipiopod pnxavnpttwy To
Verzenios Exet pipn enibpuon oty wovatma 06Aynang kot xetpiopod pnxavnpatwy, O aoBevei Bo npénetva kuBobnyolvial v embewviouv Bloftepn npoooxn kaid ty obAYNON A TOV XEIPIGNG PNXoVRHGTLY
o€ nepinwan nou owoBavovial konwon n {aAn kotd tn Bidpkew g Bepaneiog pe to Verzenios. AvemBopntes evépyeeg Livoyn twu npopik nopadeiog Ot ouxvotepa epgovifopeves avenBupntes EVEpyELEg eival
n bidppota. ot AopweEeis. n oubeteponevia, n avapio, nKANwaN, f voutio, o EUEts koun petwpévn opetn. Ynepboookoyin Ie nepimuwan unepbooohoying e opnepooikApnNG. pnopei vo eppavioToly Kkanwaon
Kot Bidappoia. Ba npénet vo napeXetaL yevikn unoatnpikn ppovido. Doppokobuvopikes tntes Doppokobeponeutikn kamnyopio: Aviveonhaopatikol NopayoVIES. OVOSTOAES NPWIEVIKAY KIVaWwY,
Kkwhikae ATC: LOTEFD3 Koudhoyog exbaxwv Nupnvac bokiou kappehhadn votpuodxog Giootoupodpevn Aoxtodn povoubpikn, pikpokpuotahMKn kunapivn, votpio oteowAopoupopiko Enwdhuyn pe Aema upévio
Verzenios 50 mg enixodupyéva pe Aentd upévio Staxia. nohuBivukarkoon (E1203), waaviou Gio€eibio (E171), noduniBulevayhuxohn (E1521]. takkng (ES53b]. owbApou ofelbio kitpvo [E172) . aibinpou ofeibio
Kokkwvo [E172) Verzenios 100 mg emwoAupyéva pe Aentd uwevio Biaxio noAuBvurakkoodn (E1203) waviou hiofeibio (E171) nohuaiBurevoyhukaAn (E1521) takknc (ES530) Verzenios 150 mg emwoAuppéva e
Aend ypgvia GroxinnohuBvulorkookn (E1203). woviow bu€eibio (E171), nohuaiBuevoyhukodn (E1521), 1aAkng [E553b), ofeiio aibnpou kitpivo (E172) Ibuitepec npopukateis andppupng KaBe axpnaylonointa
(POPHOKEUTIKO NPOIOV N UNGAENIO MPENEL VO aNoppinTErnL oUHQLVE 1€ TS KOTa Tonoug Woxdouoeg oxenkes biotatei; KATOXOE THE AAEIAT KYKAD®OPIAL Eli Lilly Nederland B V.. Papendorpseweq 83. 35268
Utrecht. Ohavio. APIBMOEL(OI) AAEIAL KYKAQDOPIAE EU/1/18/1307/010, EUN/18/1307/012. EUN/16/1307/014 HMEPOMHNIA PTHE EMKPITHE/ANANEEHE THE AAEIAE Huepopnvio npang éykpiang: 27
IentepBpiou 2018 HMEPOMHNIA ANABEOPHIHE TOY KEIMENOY 19 loukiou 2021 Aentopepeic nAnpogopiec yua 1o napov @oppakeutikd npoidy eival ioBeoles otov biktuoke 1ana tou Eupwnaikou Opyaviopod
(MoppaKwv: hitp://www.ema europa eu Kot omv (o1ooekifo g DAPMATEPB-AIAAY. www lilly.gr. TPONOL AIABEZHE TOY MPOTONTOE Gupyiokeutiko npoidy yia 10 onoio 0MOUENOL NEPIOPIOPEVN GTPIKA
ouvioyn. MOPOEL/ TIMEE VERZENIOS F.C.TAB 50. 100 kou 150MGITAB BTx28 Sakio o BLISTERS PCTFE/PE/PVC/ALU: X.T.: 1.204,28 €. A.T.: 1.360.36E. N.T.- 1.062.78 € ENIXOPHTHEH AND TA TAMEIA: locoora
onodnpiwanc: 100%

Ta appaka Qakl 113 qappaxa Zupninps v «KITPINH KAPTA»

(GD) ®APMAZEPB - ANINAY A.EB.E. e e Vvt Bt
:ﬂf 150 YAu. EBvikrc 0dou ABnvav-Aapiag, 14564 Knowod o f You
GAPMALIEPB THA.: 210 6294600 Fax: 210 6294610 www.lilly.gr II'I
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Zuvebpio

Béntioto gtnv oykonoyia

opuAntEs - Npoedpol

Ayyehakn Zodla

Adau Xplotiva
ANeBoMOVAOG NEKTAPLOG
AvSpouAdkng NikdAaog

ApSaBavng ANEEavbpog

ApbaPavng-Aouképng Mepdaotiog
BaAoopibng AnpntpLog
BapBahitng lwavvng

Bépoc Xprjotog

[ewpPYaKOToulog Mpnyopng
Iewpyakomoulog lwavvng
lewpyavta XaplkAela

TkOyka EAEvn

IpappaToylou Zwr
Ipouln EAlodPBet
Agpipn Ztopativa

AnuntpéAng Kwvotavtivog

Anuntpadng Eubupiog

ZaoUtng OgokANg

KaBnyntpla MaboAoyikng Oykoloyiag, MaboAoyikn-OykoAoyikn
KAwikr, M.I.N. HpakAelou, Epyaotriplo MetadpaoTikrg
Oykoloyiag, Maverotnuo Kprntng

NoonAeutpla TME, PhD, MsC, Mpoiotauévn NoonAeutpla otn
A’ MaBoAoyikr) OykoAoyikn Tou Mevikol AVTIKAPKLVIKOU-
OykoAoyikol Nocokopeiou IA.O.N.A. «O Aylog 2aBRag»

MaBoAdyog - OykoAdyog, .N.A. «O EvayyeAlopoc»

MaBoAdyog-Oykohoyoc, Zuvtoviotrg AteuBuvtng, OyKoAOyLKO
Tunua, I.N. HpakAelou «BeviZéAelo»

MaBoAdyog - OykoAdyog, AleuBUVTHAG - ETLOTNUOVIKOG
YrievBuvog, A" MaBoloytko - Oykohoytkod Tunua, MA.O.N.A.
«O Aylog 2aBBac»

Edikeudpevog Maboloyikng Oykohoylag, A’ Maboloyikr)-
OykoAoyikr) KAwvikn, TA.O.N.A. «O Aylog 2apBag»

Avalobnolohoyog ,AleuBuvtng, Emotnpovikog YrevBuvog,
AvoucOnaotoloykod Tunpa, F.N.A. «AAeEavSpar

MaBohoyog OykoAoyog - AotwéloAdyoc, AteuBuvtng, A’
OykoMoyikr) KAvikr, «Eppikog Ntuvav» Hospital Center

MD, MSc, Eldikeuopevog Maboloykng Oykohoyiag, A’
NaBoAoyko-OykoAoyikd Tunua, MA.O.N.A. «O Aylog 2apBag»

AxtwvoBeparmeutric-Oykohoyog, AleuBuvtrc AKTIVOBEPATEUTIKNAG
Oykohoyiag K.H.N. «N. KoupkouAocg», IA.O.N.A.
«O Aylog 2apBac»

AktvoBeparmeutr - Oykohoyog, 401 .2.N.A

MaBohoyog-Oykoloyog, AleuBuvtpla EXY, A’ NMaboAoyiko-
OykoAoyikd Tunua, INA.O.N.A. «O Ayloc 2aBBac»

MaBohoyog-Oykoloyog, Kabnyntpla MaboAoyiag-OykoAoyiag,
latpikr) 2xoAn, Maverotiuo ABnvwy, A’ MabBoAoyikr) KAk,
M.ENLA. «Adiko»

Mpoedpog ZuAoyou Kapkivorabwy, EBeloviwy, Awv, latpwv
K.E.®.l. ABnvwv

Ap, Alpatohoyog, ZuvtovioTtpla AteuBuvtpia NY. Aiodoaotac,
rA.O.N.A. «O Aylog 2aBBag»

MaBohoyog - OykoAdyoc, AteuBuvtpla, B’ Mabohoyikd OyYKOAOYLKO
Tunua, NA.O.N.A. «O Ayloc TapBRac»

BSc(Hons) MD MRCPsych, Wuxiatpog-Tnpoluxiatpog, MéAog
Tou BaoikoU KoAeyiou Wuxldtpwy, ETkouptkog ETpeAnTng
Wuylatpkng - Wuxoykohoylag, MA.O.N.A. «O Aylog ZaBBac»

BloAOyoc-Epyaotnplakdg Mevetlotig AteuBuVTHG TOU TUAUATOG
revetikig, MA.O.N.A. «O Aylog ZaBpac»

MD, MSCE, PhD, KaBnyntr Mawdlatpiknig E.K.M.A., Nocokopeio
Natdwy «M. & A. KuptakoU», Opotipog KaBnyntrg Matdlatpikig,
latpikr) 2xoAn Perelman, Maverotruto Pennsylvania, Turpo
Nolwdwv Noonudtwy, Noookopeio Maidwv, Philadelphia
(CHOP)
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Znpag NiKoAaog

Zuwyog AnuntpeLog
ZUANG AnpooBévng
©eoxapng Ayyelog
lwawvidng Kwvotavtivog

KaBaiepdtog Mrewpylog

Kamnodiotplag NikoAaog
KapaBava lwavva

Kapapoulng MyaAng
Kapapnealng ABavactog

KapatpacoyAou EAévn
Kaptoouvn Biktwpla
Kevtemolidng NikoAaog
Kepapda KaAomnn
Keotong Mewpylog
KAnpidng Mavaylwtng
KokkaAn 2tedavia
KopkoAomoVhou Mnvelonn
Kopuag @eo0dwpog

Kopoytavvog ABavaotlog
Koukn Zodia
KoutaolkoUpn EAévn
Kwvotavtiéng lwavvng

Adylou AvBr

AOKaPAKNG ATtOGTOANOG

pEVEaaae] ka8 000v nposto
pAnCeilll (Entioto otnv oykonoyia

MD, PhD MaBoAdyog OykoAdyog EMOTNHOVIKOG SUVEPYETNG
KAwvikwyv PEA & IMMOKPATHE

MD, PhD, MaBohoyog-OykoAoyog, Mav. Yrotpodog,
Emiotnpovikog uvepyatng, A’ Maboloyikr) KAwvikn, M.7.N.A.
«N\aiikO»

MD, PhD, MaBoAoyog-OykoAoyog, A" OykoAoyikn KAWLk, «lacw»

Eldikeuopevog Ecwtepikng Mabohoyiag, A’ Maboloyikn -
Oykohoykr KAwkr, T.A.O.N.A. «O Aylog ZapBag»

latpdg, Aleubuvtrg, AvatoBnaotohoytko Tunua, MNA.O.N.A.
«O Aylog 2aBBac»

Xelpoupyoc, MA.O.N.A. «O Aylog 2aBRag»

MaBohoyog-OykoAoyog, PhD, EmtipeAntng B', OykoAoyiko Tunua,
M.I.N. Notpwv

Mpodedpog ZuAOyou Kapkivorabwy Adploag, Méhog A.3.
EAAnvikn ¢ Opoomovdiag Kapkivou (EAA.O.K)

MaBoAdyog-Oykohoyoc, Kabnyntnig, latpikr ZxoAn, E.K.M.A.

MD, MSc, PhD, AteuBuvtr)g OykoAoykou Turpatog NIMTE &
Juvepydtng Eppikog Ntuvav Hospital Center

MD, MSc, PhD, Etbikeuopevn MaboAoyikrg Oykoloyiag, A’
MaBoloyikn-Oykoloyikr KAwikn, I.A.O.N.A. «O Ayloc ZaBBag»

EmepBatikog AKTvoAOyog, AleuBuvTpla, AKTIVOSLOYVWOTIKO
Tunua, NA.O.N.A. «O Ayloc TapBRac»

MD, MSc, PhD, MaBoAdyog-Oykoldyoc, AleubuvTrg,
«Metropolitan General», 251 I.N.A.

MD, MSc, PhD, FESC, FHFA, F-ICOS, Kap&loAdyog, EmipeAntpla B’
oto Kapdlohoykd Tunua, Mevikd Avti-Kapkivikd, OyKoAOYLKO
Noocokopelo, Aytog 2apRag

MaBohoyog-OykoAoyog, KAk «Aylog Aoukdg», Oecoalovikn

AleuBuvtrg, Emotnpovika YrebBuvog KapSLoAoykoU T OTOG,
IA.O.N.A. «O Aylog 2aBBRag»

MD, MSc, MaBoAdyog-Oykohodyoc, Emiuehrtpia B’ I.N.A.
«ITmokpATeELo»

MaBohoyoavatopog, Kabnyntpla, A" Epyactrplo MNaboloyikrg
Avatouikng, E.K.M.A.

Ap., Xelpoupyodg OpBomatdikdg, Zuvtoviotng AleuBuvtng EXY,
OpBomatdikry Khwikn, MA.0.N.A. «O Aylog 2aBpag»

MaBohdyog OykoAoyog

Evbokpvohoyog, MA.O.N.A. «O Aylog ZapRag»
NoonAeutpla TE, MSCc, A.O.N.A. «O Aylog 2apBag»
MD, PhD, MaBoAdyog, Mpodedpog AX NoonAeiag

NoonAeUtpla TE, Msc, Mpoiotauévn Kat Otkov NoonAeiag,
Eldikeupévn Maboroyikou Topéa A.O.N.A. «O Aylog Zappag»

MaBoAdyog-Oykohoyog MD, MSc, AleuBuvtrig, Oykohoyko TAUa
kat Kévtpo KAwvikwv Mehetwy, latpko Kévtpo ABnvwyv”
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Alawvoc Eudyyelog

AlovrG XprioTog

Mayyou EAntiSa
Mapaykog Xapihaog
MaploAng Avapyupog
Mapkou ABnva
MatBaiog AnuntpLog

Moktdapt Mapika
MrmaAaoupa OAya
Mrmapumouvng Baoilelog

MrepoUkag EpvéoTog

Mrokag ANEEavEPOG
MroukoBivag lwavvng

MuaoTtakidou Kuptakr

NaoloUAag Mewpylog

NkoAatdn Adapavtia
NikoAdou MixanA

ZavBorouAou EuavBia

Owovoporoulou Mavayuwta

Mavaywwtou Ewprvn

MamayyeAdTouAog Mavaylwtng

pEVEaaae] ka8 000v nposto
pAnCeilll (Entioto otnv oykonoyia

MaBoAdyog-Oykohoyoc, EmpeAntrig A, Mabohoyiko-OyKoAoyko
Tunpo, FAN.M. «Metagd»

KaBnyntrig Meviknc latpikng kat Mpwtopabuiac Gpovtidag Yyeiag
latpikr) 2xoAn Maverotnuiou Kprtng, Emokentng Kabnyntng
oto Mavemotnuiou Linkoping Zoundiag, Méhog tng Opadag
Epyactag yia tig Emevduoelg otny Yyelag tng Eupwmaikng
Erutportng, Mpdedpog tng Opadag Epyaciog tng Maykoouog
Etatplag Fevikrc/Owoyevetlakng latptkng yia tnv Wuxikn Yyeia,
MéMog Tou Eriotnpovikol ZupBouliou Tou Eupwraikoy
Mpadeiov Qappdkwy yia ta EpoAa

MaBohoyog-Oykoldyog MD, A MaBoloyikr-Oykoloyikr KAwikn,
IA.O.N.A. «O Aylog 2aBBag»

MaBoAdyoc-Oykohoyoc, EmueAntic B, A’ MaBoAoyikr-
Oykohoytkr) KAwikr), IT.A.O.N.A. «O Aytog 2aBBag»

Mpbdedpoc ENnvikrc Akadnuiag Meviknc / OkoyeveLlaknc IaTptkng
Ka mpwtoBabuag dpovtidag vyeiag

Emtikoupn KaBnyntpla AvaAutikng Xnuetag, Turnpa Xnuetog,
E.KMA.

MaBoAdyog - Oykoldyog, MD, MSc, PhD, Erotnpovikodg YrieuBuvog,
Movada XnuetoBepareiag - Oykoloyko Tunua, I.N. P6dou

MuPNVIKOG laTpog
Mpoedpog A.3. - Aowkntng, MA.O.N.A. «O Aylog 2apRag»

MaBohoyog-Oykoloyog, AlcuBuvtic, I Oykohoytkr) KAk,
Noookopeilo «Metropolitan»

M.D., PhD, OykoAoyog AktivoBeparmeutric, Av. AleuBuvTrg
Turpotog AktvoBeparmeutikr)g Oykoloyiag, Noookopeio
«Metropolitan»

MaBoAdyog - OykoAdyog, A’ Mabohoyikry OykoAoyikr KAwikr,
A.N.O. «Ogayévelo»

MD, PhD, MaBohoyog Oykohoyog, Emotnuovikog YreuBuvaog,
OykoAoyikr) Movada, «BlokAwikr» Oecoalovikng

KaBnyntpla Avakoudlotikng Aywyng, latpikn ZxoAr, YrevBuvn
Movadag AvakoudloTikng Aywyng «TZévn Kapeln» (Mapaptnua
Apetaielou Noookopeiou), EBvikdv kat Kamodiotplakov
Maverotn o ABnvwy

PhD, Emiotnuovikog AleuBuvtrg Genekor A.E

MaBohdyog-OykoAoyog, Av. AleuBuvtpla, Oykohoytkr KAWLk,
Noookopelo «Mntépa»

MaBohoyog-Oykoloyog, Erpehntrc A, A’ MaboAoyikr)-
Oykohoykr) KAwkr, T.A.O.N.A. «O Aylog 2aBpag»

Kowwvikn Aettoupyog IA.O.N.A. «O Aylog 2apBag»

MaBohdyog Oykoloyog, B’ Maboloyikr) Oykohoytkr KAWLk,
M.7.N. «ATTIKOV»

Edikr MaboAoyog, Emperrtpia B, T A.O.N.A. «O Aylog ZaBpag»

OpBomatdikog, ATTKoV
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Manadomouvlog Fewpylog

MarakotoUAag Mavlog
Marokwotag MavAog
MamoAd Kwvotavtiva
Mamnagotvng Mewpylog
Mektaoidbng AnunTeLOg

Mepyavtag NikoAaog

Mepdikdpn Kwvotavtiva - Xplotiva

Mepoukibng Ztavpog
Moodkag Fewpylog
MiotaApatliay NikoAaog
Peg EAévn

Jopavtdag Emapevwvdag

Japwvng Fewpylog
Japavtng Mavayuwtng
Japldakn Zoaxapévia
Jwwvn Avaotaoia

JtapatonouAou odia

JTaupomnouAou Edn

Stepyladn Ewprivn
Ytedavou Anuntpa
STPUUITAKOG ANEELOG

pEVEaaae] ka8 000v nposto
pAnCeilll (Entioto otnv oykonoyia

MaBohoyog-OykoAoyog, ETLoTNHOVIKOG ZuvepydTtnc, «Eppikog
Ntuvav» Hospital Center

MaBohoyog-Oykoldyog, AleuBuvtnc, A" XnUELOBEPATIEUTIKO-
OykoAoyiko, Turua, A.N.O. «Osayévelo»
MaBohoyog-OykoAoyog, AleuBuvtic, B” Oykohoyikr) KAk,
«Metropolitan General»

MSc, AleuBuvtpla AktivoBeparmeutikig, IA.O.N.A.

«O Aylog 2aBBac»

MaBoAdyoc-Oykohoyoc, EmueAntiic B, B' MaBoloyikr) KAk,
rA.O.N.A. «O Aylog 2aBBRag»

Oupotog Kabnyntng, latpkn ZxoAn, E.K.M.A., AleuBuvtig, I
OykoAoyikd Tunua, «Eppikog Ntuvav» Hospital Center
MaBohoyog Oykohoyog, AleuBuvtnc, A’ MaboAoyikr - OykohoyLkr
KAwwkn, IA.O.N.A. «O Aylog 2aBBag»

Edikevopevn Maboloyiag, A Madoloyikn - Oykohoyikr) KAk,
r.A.O.N.A. «O Aylog 2aBBac»

MD, MSc, PhD, MaBoAdyog-OykoAdyoc, YrieuBuvog, OyKoAoyLkd
Tunpa, I.MN.N. TpirtoAng

AktivoBepameutrig-OyKOAOYOG, ZUVTOVLOTHC AleuBuvtic, TUnua
AktvoBeparmeutikng Oykoloyiag, I.N.A. «AkeEavEpa»

MD, PhD, MaBoAoyog-OykoAoyog, EmipeAntrg, Oykohoyikn
KAwtkry, Nocokopelo « MHTEPA»

MD, PhD, MaBoAoyog - OykoAdyoc, EmpeArtpla A, I.O.N.K. «Ot
Aylot Avapyupol»

MaBohoyog-Oykoloyog, AleuBuvtic, B” Oykohoyikr) KAk,
Noookopeio «Metropolitan»

OykoAOyog-AoluwElohdyoc, Op. Kabnyntric Maboloyiag
BloAdyoc, MSc, PhD

MD, PhD, MaBoAoyog - OykoAdyoc, Emotnuovikog YrieBuvog

OykoAoykol TuApaTog, «AckANTOg AIATNQIIZ» - KAwikn
«AokhnTielov Kprtng», HpdkAelo, Kpritn

Awpatoloyog, EmpeAntpa A, Awatoloyikny KAwikr, IT.A.O.N.A.
«O Aylog 2aBBac»

MaBoAdyog-Oykohoyoc, I Oykohoyikn KAwikr, «Metropolitan»
Hospital

MD, PhD, EDRA, AvatoBnotohdyog-Ahyoldyog, A/tpla EXY,
AvaloBnotohoyko Tuiua & latpeio Mévou, TNA «KAT»,

Mpoedpog ESRA Hellas (EAAHNIKO TMHMA EYPQIMAIKHE
ETAIPEIAZ MEPIOXIKHZ ANAIZOHZIAZ)

MSc, Kowwvikr) Aettoupyoc, IA.O.N.A. «O Aylog 2aBpag»
MaBohoyog-Oykoloyog, ErpeAntpla B' EXY, M.I.N.A. «Adiko»

MRCP, PhD, MaBoAdyog-Oykohoyog, AteuBuvtng, E' Maboloyikr)
Oykoloyikr) KAvikr, A.O.K.A. «Yyeia», Mpoedpoc EAANVIKAC
Opyavwonc MpoAnding Kat

Exmaidevong yla tov Kapkivo (EOMENK)
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Tahayavn 2odia

Téyog Oe6bwpog
TloBapag ANEEavEpOg
Tuyywaykag XopdAaumog
ToAla Mapia

Tputodakn EAN Zodia

Toaouong MNewpylog

Tolatdg Mapivog

TooukaAdG NIKOAQOG

®ouvtlnha EAévn

Opaykid-TolBou Kwvotavtiva

Owotrpa QAwpevtia

Xat{navdpgou HAévia
XoAr g NikoAaog
XplotoSouAnc EAeuBEpLog
XplotoSoUAou Xprotog

XplotomouAou ABnva

WilorovAou EAlodGReT

pEVEaaae] ka8 000v nposto
pAnCeilll (Entioto otnv oykonoyia

Edikeudpevn MaboAoyikrc Oykoloyiag, MA.O.N.A.

«O Aylog 2aBpag»

MD, PhD, MaBohoyog Oykohoyog, EripueAntng B, I.N.A.

«O EuayyeAlopoc»

PhD, MaBoAdyoc-Oykohoyog, EmpeAntng B, A” MaBoloyikn-
Oykohoykr KAwkn, TA.O.N.A. «O Aytog 2aBRag»

MSc, QuotkoBepameutng, KEvTpo AETOUPYIKNG ATIOKOTACTAONG
«PHYSIO - n appovia otn AettoupytkodTnTa»

Avarinpwtpta Kabnyntpla, latpikr 2xohrn Maverotnuiou
Kpntng, AleuBuvtpla AktivoBeparmeutikou Turpatog, MATNH

MD, PhD, MaBoAdyog-Oykohoyoc, A" MaBoAoyikr-Oykohoyikn
KAwikr), F.A.O.N.A. «O Aylog ZaBpagc»

PhD, YreuBuvog BlomAnpodopikng, Genekor AE

MD, PhD, BSc, MaBohoyog Oykoloyog, latpko Kevtpo ABnvwy,
Juvtoviotng Ouadag Avooo-Oykoloylag HeCOG

MD, MSc, PhD, MaBoAdyog — OykoAdyog, MSc BlormAnpodopikn,
AvarAnpwtng AteuBuvtng, OykoAoyikr) KAwikr) 401 TENA,
EmotnUovikog Zuvepydtng, «Eppikog Ntuvav» Hospital Center

MaBohoyog Oykohoyog Clinical Associate Professor,
EUCAKadNnuaikog umdtpodog AMOTevikr KAwikr Euromedica

MaBoloyoavatopog, MD, PhD, Emtotnpoviki AleuBuvipla,
HistoBio Diagnosis AE (HBD)

PhD, KAwikr) Epyaotnplakn Fevetiotpla, ErCLG, EvieTaAuévn
Epeuvrtpla, Epyactrplo Moplakng AlayvwoTikrg, EKEQE
AnNUOKPLTOG

BloAdyog, Akadnuaikn Yrotpodog, A’ Epyactriplo Maboloyikng
Avatouikng, latpikn 2xohn, E.K.M.A.

Eldikevopevog Maboloyiknc Oykohoyiag, A’ MaboAoyikn-
OykoAoyikr) KAwvikn, MA.O.N.A. «O Aylog 2apBag»
Edikevopevog Maboloyiog A Maboloykn- OykoAoyKr KAVLKY,
r.A.O.N.A. «O Aylog 2aBBac»

MaBoAdyog-Oykohoyoc, AleuBuvtng, B” Oykoloyikr) KAk,
«Metropolitan» Hospital

MaBohoyog-Oykoloyog, AleuBuvtpla EXY, Movada
XnuetoBeparmeiag, I.N. Matpwy, AGAKTwWp, laTpikr ZXoAn,
MaveroTnLo MNatpwv

Avtutpoedpog SulMdyou Kapkivorabwy, EBedovtwv, DAwy,
latpwv K.E.D.1.ABnvwv




¢ EndoPredict’

Mia E&étaon - Tpeig ATavTioElg

Avwtepn NMpoyvwoTiKN Kat
MpofAemtikn Ikavotnta

‘Epmota E§atopikevpéva
AmnoteAécpata

» H povadikn mpoyvwoTikr e€€taon mou pmopei va amavinoel
- av n acBevrig oag UMoPEl va ano@Uyel e acpdAela Tn Xnueobepaneia
- MOo0 Ba eival To dPeAOS amd TN xopriynon xnHelobepansiag
- av n acBevric oag umopel va Slakdpel Tnv evbokpivikr) Bepaneia pe acpaleia
MeETA Ta 5 €T

» H peyahitepn «alnBivry» opdda xauniol kivdivou yia Tnv ac@aln Heiwon g

XnueloBepaneiag
- IEPIOCOTEPO amo To 70% Twy acBevv ue apvntikd SinBnuévoug hepgpadiveg (NO)
- £w¢G 30% pe 1-3 SiNBnuévoug Aeppadéveg

« Tovidiakn e€€étaon 2n¢ yevedq yia avwTepn TPOYVWOTIKY SUvaun

» Movadika emieypéva yovidia yia v akpifry alohdynon tou Kivdivou tng mpwipng Kat Tng
QATTOMOKPUOHEVNG UTTOTPOTING

« Mehéteg opBd oxedlaopéveg pe oTaBepd Sedopéva Tow emmédou g TIEAG Staywpiopo (cut off)
aANG Kal TWV OTOIXEIWVY TWV EUTTAEKOUEVWV A0BEVWV OTIC EMAEYUEVEC KOOPTEC

« AITtd anotéleopa Kivuvou (xapnhol 1 upniol)

» Tayela amoteAéopata o€ 2 nuépeg OTavV eKTEAE(TAL OE
TOTIKA EPYaOTrpla

To NICE tov Hvwpévou BaoiAgiou
ovotnvel 1o EndoPredict

H a&lohoynon karédeiée 611 1o EndoPredict ival
KMVIKA QITOTEAECHATIKO KAl OIKOVOLUKA armodoTIKG

Arokeicin Avrnpoawnog yia Tiv EMada, v Kinpe, tiv ZepBia ka1 Mg xiopeg

Gene Analysis

{a ° Myriad Genetics GmbH
Natpiapyou Mpnyopiov E'2 5 Leutschenbachstrasse 95
G E N E 56123, Beoachovikn - I l I r | a 8050 Zurich
GnGI SiS info@geneanalysis.eu H ®  switzerland
y 4302311211686 WHEN DECISIONS MATTER  www.myriadgenetics.eu
www.geneanalysis.eu . www.endopredict.eu

Sl

Myriad, the Myriad logo, EndoPredict, and the EndoPredict logo are either trademarks or registered trademarks of Myriad Genetics, Inc. and its subsidiaries in the United States
and other jurisdictions. ©2020 Myriad Genetics GmbH. Net for distribution in the US.



pEVEaaae] ka8 000v nposto
pAnCeilll (Entioto otnv oykonoyia

revikés nAnpogoples

Awopydvwon:
EMNnvikn Oykoloyikn Exkmaibevon kat Mpaén (EA.O.E.M.)

I€ ouvepyaoia:

e latpikn Etalpeia Epeuvag kat Ekmaideuong

* Etatpela AKOZ Oepamneia Twpatog kat Yuxng

e lvoTitouto Moplakng latpikng & Blotatpikng Epeuvag (IMBE)

e A’ MaBoloyko - Oykoloyiko Tunua MA.O.N.A. «O Aylog ZaBpac»
e Tunua AktwvoBeparmeutikrg Oykoloyiag IN.A. «AAeEavEpar

Huepopnvia die§aywyng:
15-17 Antpihiou 2022

Tonog Ale§aywyng:
zevoboxelo Grand Hyatt
Juyypou 115, 11745 ABrva
TnA: 21 4402 1234

Evypadec:

H eyypadn kat n mapakolouBnon tou ocuvedplou elval Swpedv KAl EMUTPEMETAL HOVO OF
ETMAYYEALATIEC UYELAC KAL O TIPOTTUXLAKOUG/UETATUXLOKOUG dottnTég. Ol CUUUETEXOVTEG elval
amnapaitnto va BeBatwvouv TNV I8LOTNTA Toug, TPOOKOUITOVTAC AVTIOTOO ATOSELKTIKO OTOKELO.

06nyisg napakoAoOnong pe puoikr mapoucia:
H emotnuovikn ekdnilwon Ba Sie€axBel AapBdavovtag OAa Ta TPOANTITIKA HETPA KATA TNG
Slaomopdg Tou COVID-19, cuudbwva UE TIG LoxUoUoeg SLOTALELS.

‘000l CUUETEXOVTEC TLOBUHOUV Va €xouv GUOLKA TTapoucia Ba TPEMEL va T(PocéABoUV GTO XWPO
SLe€aywyng yla tnv eyypadr Toug f Vo TpayOTOTOL)COLY TV TTPOEYYPAdH TOUG NAEKTPOVIKA LECW
NG LotooeAibag www.events.gr.

YTOUC CUUUETEXOVTEG Ba oTaAEL NAeKTPOVIKO barcode mou Ba TpEMeL val capwVoLV KATA Ty 10060
Toug otnv aibouoa.

H eicobog otn ouvedplakn aibouca emupémetrar povo ot TARPwWG euBoAlacuévous A
VOONoaVTeG TO TeAeutaio €§Aunvo Kol omouteitot n emibelfn €yKupou TILOTOTOLNTLKOU
gMBoAlacHOU 1 TiioTOMONTIKOU voonong. H Xprion HAoKOG MPooTaciog Eivol UTIOXPEWTIKN yLa
OAOUG TOUG CUHHETEXOVTEG.

0&nyieg Atadiktuakng NapakoAouOnong:

BAoEL TWV VEWV LYELOVOULKWV TIPWTOKOAAWY, To 6UVESPLO Ba TtpoBAAAeTaL TaUTOXpOVA SLadIKTUAKA
HEOW TNG LoTooehibag www.livemed.gr. EQv elote véog xpnotng mapakoAoUpe akohouBrote Tn
Sadikactia Snuoupylag Aoyaplacuol oto Livemed, cuumAnpwvovtag ta amapaitnta media
(matnote oto nedio Register / Eyypadn). H dnuioupyia Aoyaplacpol eival Swpedv Kat UTIOXPEWTLKN
ylo TNV apakoAouBnon Twv ouALwy.

Eav €xete ndn Aoyaplaouod oto Livemed yxpnolomolnote Toug KwdkoUg oag yla va ouvdebeite,
eTUAEETE atO TO WevoL Tnv katnyopia Live, To cuvéSplo Tou BENeTe va apakoAouBroeTe kal oTn
ouVEXELa TO elkovidlo Go Live ) Go Virtual.
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pEVEaaae] ka8 000v nposto
pAnCeilll (Entioto otnv oykonoyia

m 2Tn ouvexela yla va cuvoebeite pe TNV albBouoa, ETAEYETE ATO TO UEVOU TTOU epdavileTal
s OTO KATW PEPOC TNG 006vNC oag, Tnv «AiBouca SuveSpLAcEWYY.

™ ouvbeor) oag oto Livemed va petaBeite otnv ekovikr «Fpappateio Zuvedpiou» kat
va OAOKANPWOETE TNV «Eyypadn» cag 0TnV EMLOTNLOVLIKY EKSAAWON TIATWVTAG TO AVTL-
oTow0 €lkovidlo, woTe va apxioel va kataypadeTat o xpovog mapakoAouBnong.

Inueiwon: Epoocov embupeite va mapaAdBETE MLOTOMOLNTLKO, £(val amapaitnTo HETA

Mopla Zuvexl{opevng latpikng Ekmaidsvong:
Shudwva pe ta kputipla tg EACCME-UEMS Ba xopnynBouUv popla SuvexllOpevne latpiknc
Exnaibeuong (CME-CPD credits)

MNapalafn MNiotomotntikoL:

Bdoel tng eykukAiou Tou EOD, Ba uTdp)EL CUOTNHA KATARETPNONG TOU XPOVOU TtapakoAolBnaong.
To TLoTOMOLNTIKO TtapakoAoUBnaong Ba elval SLaBEatpo PeTa To MEPAG TWV EPyACLWY Tou 2uvebpiou
0 000UG oLVESPOUG €xouv KAvel gyypaodr). Amapaltntn mpolnobeon yla thv mopaAafr) Tou
TULOTOTIONTIKOU TtapakoAouBnong elvat N cUUMARPWON TOUAAXLOTOV TOU 60% TWV GUVOALKWY WPWV
TOU EMLOTNUOVIKOU TIPOYPAUUOTOC KOL N NAEKTPOVIKH) CUUMANPWON TOU E€PWTNUATOAOYIOU
a&lohoynong tou ouvedpiou. O aplBuog Mopiwv Zuvexllopevng latpikng Exmaideuong (CME-CPD),
Ba umoloyLotel BAcel Tou xpdvou mapakohouBnong mou Ba kataypadel otnv MAatdopua Livemed
ylo 600U¢ €xouv Sladiktuakr) mapouacia Kot 6To cUOTNUO KATAUETPNONG oTnV elcodo ¢ alBouoag
yla 6oouc €xouv duoikry mapoucia. Miotomontkd &e upmopel va Sobel ywa tnv on-demand
napakolovBnaon.

OL cuppetéxovieg (eite pe ouowkn eite pe Sadiktuakn mapoucia) pmopolv va
TIoPaAdBouv TO TOTOMOLNTIKO Toug ameuBeiag and tnv mMAatdoppa pHéow Tou Tediou
«MoTomoNTIKG», TO OT0L0 eVEPyOTOLE(TaL LT TN ANEN Tou Zuvedpiou. To CUYKEKPLUEVO
nieblo Ba elvatl evepyd €wg Kat 6 UAveg amd tn Anén g ekdnilwonc.

Fpapparteio:

@EVEHEE & Travel Solutions

ETS. Events & Travel Solutions A.E.

EA. BeviZéhou 154, 17122 N. Zubpvn
TnA.: 210-9880032 » ®af: 210-9881303
E-mail: ets@otenet.gr, ets@events.gr
Website: www.events.gr

AmayopeUEeTaL pNTA N avamopaywyr, avadniuoaieuon, aviypaen, amodrkevon, nwAnon, uetadoon, Stavourj, ékéoon,
ektédeon, Anyn (download), petdppaon, tpormomoinan Ue omoLOVENTTOTE TPOTTO, XWPIG TN PNTH TIPONYOULEVN Eyypapn
ouvaiveon tn¢ Etaipiag, Tou ouvoAou 1j uépoug Tou mepLeyopévou tou Mpoypauuatog. H E.T.S. Events & Travel Solutions
EMIPUAROOETAL PNTWE TTAVTOS VOUIUOU SLKALWUATOE TNG yLa TN StapUAaén Twv SIKAUWUATWY TIVEUUATIKIG Kot
Blounyavikrg tdtoktnoiag. Mo avaAutikOTEPEG TANPOYOPLES EMLOKEQPIEITE TO www.events.gr (TIOALTIKY atoppTou).
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CRAD

Phesgo_08_032022

OL acBeveig pe HER2+ kapkivo Tou pactol aglepwvouy
£wg 100 wpeg kaBe xpdvo yia tnv Bepareia Toug,?

MNwg pmopeite va mpoopépete Bepaneia uPnAng motdTnTag mou va eivat
TAUTOYPOVA ATTOTEAECHATIKI KAl AIToSOTLK;

To PHESGO® cuvbudlel Ta TTAEoVEKTHHata Tou PERJETA®, Herceptin® oe pila éveon uttoddplag

Loppng, otaBepou cuvBuacpoU Tou prmopei va xopnynOei péoa os 5 Nemea 4

H eykaBibpupiévn Bepaneia yia tov HER2+ kapkive
TOU paoTou TAéov xopnyeltal ae oAU Aydtepo
¥pove 4! ka Bivel thy Suvarstnta pelwong g
AnGEPEIYNG MOCOTITIWY Pappakou Adyw puduiong
g Bdonc kal blvaral va anmeheuBeptigel Ewg

70% & 90%

TOU xpoVou Tou TOU XPOVOU TIOU TIEPVAEL
VOOMAEUTIKOU o aoBevrig otnv
HpooWMKoU="* kapérkhag dyxuong™

H efowovdunon xpovou kL TTepwy TIROKUTTTEL arfd TG AVTIOTOXES
ouykpiikég pehéteg Tou Herceptin SC évavti tou Herceptin IV #®

MAnpowopieg yia tnv acpdleia: MNa EmayyeAparieg Yyelag

O1 mo ouxveés ADRs (230%) mou avagpépBnkav e aoBeveig mou
urtoBArBnkav e Bepareia pe PHESGO ry evbowpAéRia meptououpdprm
oe ouvbuacpd pe tpactouloupaumn kal xnHewBepareia rfrav n
adwnexla, n Buappoa, n vautia, n avawia, n efactévion kau n
apBpalvia. [a MepocOTEPES  TIANpOWopleg MapakaloUpe  onwg
napareppOeite oty MXIMN Tou pappdxkou mou napatiBeral katwlev,

MAnpotpopleg yia tnv konon: MNa EmayysApartieg Yyeiag

Edw pia acBevric pelvel gykuog evid AapBavel PHESGO, rj evtdg 7 pnviiv
petd tnv teAeutaia Hdon tou PHESGO, nopakaAoUpe va avapepete
QpECWE TNV EYKUpoaUvn otnyv tomkr Movada Qappakoenaypunvnong
tng Roche (HELLAS) AE ota rmapakdtw otolyeia.

EmnpdoBeteg mAnpowpopies Ba {ninBolv karta T Sdpkea piag
EyKUpoouvng Le ekBeon oto PHESGO kat kata tn Sidpkea Tou Tiputou
Xpovou {urig Tou Bpepoug. Autd Ba &wael otn Roche T Suvatdtntava
KoTavoloel KaAUtepa Tnv aowdisia tou PHESGO kat va Tapexet
KATAAANAEG TTANPOWOPIES OTIC UYEIOVOUIKES CPXEG, OTOUG TTAROXOUG
uyeiovopkrs TieplBaking kal otoug acBevels. Na TEploodtepes
TAnpoypopies, Napakaioupe avatpete otnv MNXMM tou PHESGO.

PHESGO Tpénog SiaBeong: Me Meploplopév «atpikr ouviayr].
MEVO yia vOOOKOWEIGKT] XPron and yiatpd pe KatdAAnin abikeuon kat
EpTEpRIA.

Phesgo 1200mg / 600mg
EAMAGSa NT: 531643 € AT: 639310 €

Phesge 1200mg / 600mg
Kimpog: MAT: 724943 €

Phesgo 600mg / 600mg
EM\aba N.T: 3.38285€ AT 406794 €

Phesgo 600mg / 600mg
Kimpog: MAT: 4.710,46 €

W PHESGO® =

PERTUZUMAB-TRASTUZUMAB
Go there

BifAioypagpia

1. PERIETA Summary of Product Characteristics. 2. Herceptin Summary of
Product Characteristics. 3. PHESGO Summary of Product Characteristics. 4.
Tan AR, et al. Lancet Oncol 2021,22:85-97.5. Ditsch N et al. Breast Care 2019;
14 224-245 6. NCCN Guidelines Version 52020 - Invasive Breast Cancer
Published July 2020. Available at: https//www.ncen.org/professionals/physi-
cian_gls/defaultaspx 7. Cardoso F et al. Ann Oncol 2018; 29: 1634-1657. 8.
Cardoso F et al. Ann Oncol 2019, 30: 1194-1220. 9. Burstein NJ et al. Ann
Oncol 2019; 30: 1541-1557.10. Pivot X et al. Ann Oncol 2014; 25: 1979-1987. 11,
Ismael G et al. Lancet Oncol. 201213: 869-78. 12, De Cock E et al. European
Cancer Congress 2013, abstract #P128. 13. Maniadakis N et al. Journal of
Cancer Policy 2017 Accessed at: http://dx.doil.org/101016/ jepo 2017.05.001.
14. Lopez-Vivanco G et al. Clin Trans! Oncol 2017;19:1454-1461.15. De Cock E
et al Cancer Med 2016; 5. 389-397.

¥ To wappake autd teAel und ocupmAnpwpartikn napakoholBnon. H avagpopd
mBavoloyolpevily avemBUpnTwy EVEPYEWV HETA and Tn xoprynon dbeag
KukAowpopiag Tou gappakeutikol Tpoidvtog eival onpavtikr. EmTpenet ) ouvexr
rapakoAalBnon trg oxéong opEAous - KIVBUVOU TOU (PapHaKEUTIKOU TTROIGVTOG.
Mpéner va yivetar avagopd twv avemBiuntwv evepyewsv. O1 avernBipnteg
evépyeieg Ba mpéner va avagpépoviar wg &g EAAGba: ot Movdba
Qappakoenaypinvnong tng Roche (Hellas) AE, eite amootéAlovrag e-mail
(hellas.drugsafety@roche.com), gite tnAspuvikig (+30 2106166100). Kimpeg: ato
Tufpa OQoppakoeraypunvnong tng etaipelag A, Itapdrng & Lia A, eite
amootéArovtag e-mail  (drugsafety@stamatis.com), elte  tnAepuvikdg  (+357
22-257200) fj péow Oaf (+357 22-257300),

EAMGBa: ROCHE (Hellas) A.E.

Bon@nore va yivouv Ta @dpyaka o aopalr ka  Adapdvag 4 & Ashgy,

AVAREPETE: 15125 Mapotal, Attr, TnA: 210 6166100,
OAEE i avemBULnTES EvEpyEiEG yia email: hellos medinfo@roche.com
OAA Ta pdpuaxa 800 11193 00 (Swpedv ypapur emxovwyviac)

ZupmAnpivovTag Ty «KITPINH KAPTA» Kunpog: I'A. Exapdtng & Kia Atb.

Tnh: +357-2276 6276
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Y=
TECENTRIQYV

atezolizumab

CONNECT

WITH PURPOSE

Ne'pwr

TECENTRIQ" 1,200 mg mukvd Gidhupa yia mapaakeun SiaAupatog mpog Eyxuan.

TECENTRIQ®1.200 mg: * ENAaGa A.T: 4569,00 € - N.T.: €3799,53 € « Kumpog MA.T; 499357 €

TECENTRIQ* 840 mq nukvé Sighuya yio apooksun diahdyavog npog Eyxuan.

TECENTRIQ® 840 mg: » ENMGBa A.T: 293412 € - N.T.; 2428,08 € » Kunpag MAT: 312275 €

Tpomog Aideong TECENTRIQ®: Me nepiopiopévn iatpikn ouvtay: Movo yio voookopsiaki xprion and yiatpd pe katdAknan eidikeuan kai euneipia.

Mepartépw mnpogopies, Siatifievtal ond tov kdtoxo Tng abeiac kuxhodopia Katon oiioews.

EAMada: Roche (Hellas) A.E.
Ahopdvag 4 & Achdiv,
16125 Mapotay, ATon

nk: 210 6166100, fax: 210 6166159
emait: hellas.medinfo@rache.com
8001193 00 (Buwpeav ypappn

v

ppono ot e ud g Jon. Havogosé il
EVEPYERIV T3 and T xapnynan o8z; Kukhodopiag Tou GappaxeuTiod npaiaviog eival onpaviid, Enmpéne T
auvexr napakohoUBnan tg aeons opEhous - kndlvou tou pappokeuTIxold npoltvios, Npgns va yietm ovodopd
T GvEMBOUNTaY evepyendv. Ot ovemBUpNTE evépyeses Bo Mpémer va avadépotal ix eEAc:

[ENNada: otn Movaba Bapuakoenaypdmvnang tng Roche (Hellas) AL, eite anootéd hovrag e-mail

Kimpog: A, Zropdtng & Eia Atd.

ki +357-2276 6276

fetyroche com), eite mAeduvin (+30 2106168100) f péow Ok (+30 210 6104524).
Kimpog: oto Tunya Gapyoxaeniaypimvnan tng I.A. Exopdmn & Eio Avd, eite anoatéhhovtag e-mail
(drugsafety@stamatis.com), zfte hedaviix, (4357 - 22 76 62 76) i péow ®ak (+357 - 22 257300).

“aay PRIX GALIEN GREECE &
Adhiva 209
KAAYTEPO BIOTEXNOAOTTKO ITPOION

wiwwpeigalirngr

Bon@roTe va yivouv Ta gappaxa mio aopali kai
AvVOQEDETE:

OAEX Tic QVEMBOLINTES EVEPYEIEG YIc
OMATa o

TupmAnpivovTag T «KITPINH KAPTA»

TECENTRIQ NSCLC_1.0222




" WLUIBTAYO

cemiplimab

Npiv T ouvrayoypdgnon oupBouleureite mv XM nou Biarierm
ornv 1otoo£Aida g E.E.: www.ec.europa.eu i ansuBuvBeite otnv eraipeia

Tpdnog BiGBeang 1ou YapPaKoU:

sanofi REGENERON BonBrioTe va yivouv Ta pappaka nio aopahi Kot Avagépete
OAEE 11 aveniBupnTeg evépyeieg yia OAA Ta gdppoka

Sanofi-Aventis A.E.B.E. Aew®. Luyypou 348, Kripio A, 176 74, KaAhiBéa, TupnAnpevoviag Tav «KITPINH KAPTA»

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

MAT-GR-2000389 v3.0 01/2022




Tafinlar, + MeKinist.

(dlabrafenib) metinib)

" -
-
o
L]
5 i
3
for Bon@nore vo yivouv 10 pappaxa mio aopolr
X0t AVOPEPETE

OAEE Tig QveEmBUITTES EVEPYEIER nﬂ‘ v v ouvzayoypagnaon
£ < 12 OAA 18 phppona oupBouAguteite Tic X1,
3 ZYZKEYAZIATIMH: Evoewcuxr AT. MEKINIST FCTAB 0.5MG: 1.004,63€ o MEKINIST Tuurnpivoviag my «KITPINH KAPTA» nou iatiGetal EAD
= F.C.TAB 2MG: 3.858,90€, Evbewmia) N.T. MEKINIST F.C.TAB 0.5MG: 803,91 € s MEKINIST
o F.C.TAB 2MG: 3.209.01 €. (Huepopnvia deAtiou Tipwy: 20/12/2021- o RepiTT(on 1p0mo-
= moinan Tou AT wxuet 1) veoTepn T, ouprepiauiavopevou 9I1A 6rws (oyuet). Tponag '
f&' GiaBeanc;: MNeploptopevn aTpikn ouvtayn. H evapén mg Bepaneiad yiveTal OE VOOOKOHED N O V A R T I S
S Kat_propel va ouvexleTal exToq voookojelou urd mv napaxohoUnon eidixol tatpol
o ZYIKEYAZIA/TIMH: Eviercric) A.T. TAANLAR CAPS 50MG: 951,86 € » TAFINLAR CAPS
S 75MG: 1.266,30 €, Evbetctikr) N.T. TAFINLAR CAPS 50M@: 761,69 € » TAFINLAR CAPS Novartis (Hellas) A.E.B.E. I'pogeio Beaonhovikng:
£ T5MG: 1.022,95 €. (Huepounvia deAtiou Tpwv: 20/12/2021 - o NepiTwon TooNOM0l- 3
3' nomng tou AT wydet  veorepn ), ouimepiAauBavousvou @fTA omwg toxuer). Tponog 12° YA EBvikic 0dod Ktipio Regus, Bﬂm’)‘a_mq
= G1aBeang; Mepioplojev wTpikr ouvTay. H évapén e Bepaneiac yiveTal o8 voooKoyeio ABnvay - Aapiag Hpakheiou 53 & Kapdhou Ninh
=] Kat pmopel vir ouvexieTal exTg voooxopelou UMd Ty mapakohodBnan edikou Loy 144 51 Metapoppwon, 54623 Oeoohovikn,
é' g TnA.: +30 210 281 1712 | Tnhk: +30 2310 424049
= 1. TAFINLAR®, MepfAnyn Xapakmpiotikav lMeoiovtog, AekEupptog 2021
= 2. MEKINIST®, lMepiAnun Xapaxmptetikgy Mpeiovros, Aexéuppiog 2021 GAPMAKOEMATPYNINHEH: +30 210 2828812
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YTevaGrastim

somu, 48y "
*
KAK: TEVA GmbH, GERMANY
Tpénog BidBeong: MNepiopiopévn aTpikf ouvTtayn. H Sidyvwaon kai/f) n évapén
TnG Bepansiag yiveTal 08 VOTOKOUEIO KaI Pnopei va ouveyileTal ekTog
VOCOKOUEIOU UNO voookodelakn napakcholBnor.

Myocet liposomal \
2mg/ml(50 mg) (liposomal doxorubicin) J
KAK: TEVA B.V., THE NETHERLANDS

Tponog diaBeang: Me nepiopiguévn 1QTPIKA ouvTayr.
Movo yia vogokopeiakn xpnorn.

Pazenir:

5 mg/ml
(paclitaxel formulated as albumin
bound nanoparticles)

KAK: RATIOPHARM GmbH, DEUTSCHLAND
Tponog BidBeang: Me nepiopiopévn 1aTpikn ouvtayr).
Move yia vogoxoueiakn xprion.

Armisarte®

25 mg/ml  BTx1VIALx20ML
(pemetrexed as pemetrexed diacid)
KAK: ACTAVIS GROUP PTC EHF., ICELAND
Tponog diabeong: Me neplopiapévn 1QTPIKE cuvTayr|.
Mévo yia voookopeiakn xprion.

Acti ﬂ@

(fentanyl ci
200 mcg, 400 mcg, 600 mcg, 800 mcg, 1.200 mcg

KAK: TEVA PHARMA B.V., HAARLEM, THE NETHERLANDS

Tponog diabeong: EidikA auvTayr yia @dppaka nou
unayovtai oTig Siatageig Tou N.1729/87, Mivakag I

www.teva.gr

Ze nepintwon exBoang véou Aehtiou Tipdv Qappdkwy, IGXUOUV I VEGTEPES TIHEG.
Nocokopsiakig Tipgg: » TEVAGRASTIM INJ.SO.INF 30MIU BTx 5PF.SYR: 122,83€. » TEVAGRASTIM INJ.SO.INF 48MIU BTx 5PF.SYR: 198,23€.
s PAZENIR PD.SUS.INF SMG/ML BTx1 vial x100 mg: 123, 14€ « MYOCET PD.S.CD.I ZMG/ML BT x 2: 698,45€
* ARMISARTE C/S.SOL.IN 25MG/ML BTx1VIALx20ML: 712,92€ « ACTIQ LOZ 200MCG/LOZEN BTx30: 126,65€
¢ ACTIQ LOZ 400MCG/LOZEN BTx30: 135,51€ « ACTIQ LOZ 600MCG/LOZEN: 136,35€
* ACTIQ LOZ 800MCG/LOZEN BTx30: 736,35€ « ACTIQ LOZ 1200MCG/LOZ BTx30: 136,35€
MNeparépw nAnpowpopieg SiatiBevral and Tn Specifar A.B.E.E., katoniv arrfjoswg,.

Zuv-npowBnon: Specifar AB.EEE,,

Bonfijote va yivooy Ta @appaKa mo aopuii] Ko 'Edpa/Epyootaaio:
Avagépers 28nc Oktwpfpiou 1, Ay. BapPRape, 123 51
OAEZX i avemBopnteg evépysies na Tpacpeia Epynopikot Tufpatog:
OAA ta gpappoka Newp, Kngigiag 44, Mapoua, 151 25
Zopmiqgpavevras Ty « KITPINH KAPTA» Tnh: 211 8805000 Fax: 211 8805120

Ap. lE.MH.: 000228201000
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'Kdroagg(A&r’q; KukAopopiac ?

w PRRE . AccordHealcare LU
-y WinMedica accord

Serving Health for Life The Evolution'of Generics

Healthcare Professionals Abgllt Neut

H alvtopun NXMN tou npoidvrog Snpocielstal oe AAAn ceAiba Tou evilnou.
MNpw tn cuvtayoypdenon cupBouleuteite Tnv MXMN and tnv Win Medica A.E. katéniv altioewg,

Orlik G, Vishal V, Gorniewska-

Fa nepicodTepes mAnpopopics ameuBuvBeite T
arnv ETalpEfﬂ: WIN MEDICA ®APMAKEYTIKH A.E. qmpuum mo aoPaAd Kai

PETE

Owdinodog 1-3 & Mapadpopog Attikrig Odou 33-35 OAEE,.FMWGUW;C

15238 XanavGp! oo
TT]?\ 12107488821 , Fax: 21074888 IupmAnpuvovTag TNV

info@winmedica.gr, wwa SHITFINE KASTA#



A Novartis
Division

SANDO
@ ZIEXTENZO

pegfilgrastim
W To gpdppako auto TeAel uné oupnAnpwpaTkn napakoholBnan

KAK: Sandoz GmbH
Biochemiestrasse 10, A-6250 Kundl, Auotpia

Tpénog BidBeang: MNeploplapévn wtpwn ouvtayh
H Buayvewaon &/f n évapn tng Bepanelag yiveral ae voookopeio
& pnopel va ouvexideral ex1dg voookopeiou und voookopelakh napakoAolBnan.

Pemetrexed/Ebewe

25mg/ml (BTx1VIALx20ML, BTx 1VIALx4ML, BTx 1VIALx40ML)

KAK: EBEWE Pharma Ges.m.H. Nfg.KG, Mondseestrasse 11,
4866 Unterach am Aftersee, Auatpia

Tpénog 81a8zong:
Me nepiopiopévn iarpikii cuvrayh: Mévo yia Nogokopeiakh xprion

Sunitinib/Sandoz

12,5MG / 25,0 MG /50,0MG

KAK: Sandoz Pharmaceuticals d.d., Verovskova 57, SI-1000 Ljubljana, ZxoBevia

Tponos &1aBeons:
MNeplopiopévn 1atpikin auviayh. H évapEn tns Bepaneias yiveral o€ VOOOKOUEID Kal pnopei va
OUVEXIZETOI EKTGS VOOOKOMEIOU UNG TV NopakoioUBnon atpol

Le mepimmwon ekSoong véou AgAtiou Tipwy GappdKwy, I0XUOUV O VEOTEPES TINEC

Noookoperakég Tipég:

ZIEXTENZO INJ.SO.PFS 6MG BTx1 PF.SYR 292,09€
PEMETREXED/EBEWE C/S.SOL.IN 25MG/ML BTx 1 VIAL x20 ml: 430.00€
PEMETREXED/EBEWE C/S.SOL.IN 25MG/ML BTx 1 VIAL x4 ml: 86.00€
PEMETREXED/EBEWE C/S.SOL.IN 25MG/ML BTx 1 VIAL x40 ml: 860.01€
SUNITINIB/SANDOZ CAPS 12.5MG/CAP BTx30 CAPS (oz BLISTER Alu-OPAJALU/PVC): 590.18€
SUNITINIB/SANDOZ CAPS 25.0 MG/CAP BTx30 CAPS (ot BLISTER Alu-OPA/ALU/PVC): 1179.66€
SUNITINIB/SANDOZ CAPS 50.0MG/CAP BTx30 CAPS (ot BLISTER Alu-OPA/ALU/PVC): 2356.01€

SANDOZ: "

Bonrjote va v[vou; il ggpuum o aopak

kol Avagpepete . )
OAEZ Tic QvemIBULITES EVEPYEIES KAK: dnwc avapgpovral napanave
it OAA To gappoKa ZIToigeio emkovwviog omv EANGS0:
Euprcknpavovtag v «KITPINH KAPTA» Novartis (Hellas) A.E.B.E/Sandoz Division

Opaykokkhnowdg 7B, 151 25 Mapouot, ABriva
ADV ONCO /April 2022 GR2204078026 Tnk.: 2102811712, ®ak: 210 6857655



IZYNTATOrPA®IKEZ MAHPO®OPIEZ TOY NPOIONTOZ

1. ONOMAZIA TOY ®APMAKEYTIKOY NPOIONTOXCABOMETYX 20 mg emikaAuppéva e AeTITo upévio Siokia. CABOMETYX 40 mg eTTikaAUppéva e
AeTrTé upévio Siokia. CABOMETYX 60 mg emikaAuppéva pe AeTrTo upévio Siokia. 2. MOIOTIKH KAI MOZOTIKH ZYNOEIH CABOMETYX 20 mg emikaAupuéva
us AeTIT6 Upévio Biokia. KaBe emmikaluppévo pe AeTTTo upévio Siokio Trepiexel kaBodavivin (S)-unAixr iocoduvapn pe 20 mg kafolavmivipng. ExSoya pe yvwarr
Spdarn. KaBe emikaAuppévo pe AeTrTé upévio Siokio TrepiExel 15,54 mg Aakténg. CABOMETYX 40 mg emkahuppéva e AeTrTé upévio Siokia, KaBe emkaiuppévo
He AeTTTO Upévio Biokio TTepIEXEl kaBolavTiviBn (S)-unAikr ioo80vapn pe 40 mg kaBolaviviBng. Exdoxa pe ywwarr Spdan. KABe emkaAuppévo pe AETITo UpEVIO
Giokio Trepigxel 31,07 mg Aaktodng. CABOMETYX 60 mg emikahuppéva e AeTrio upévio Siokia. KaBe emikahuppévo pe Aetrmé upévio Siokio TTepiéxel
kapolavrivipn (S)-unAikr 1IcodUvaun pe 60 mg kaBodavrivipng. Exdoxa ue yvwar) dpdon. Kabe emikaAuppuévo pe Aetmo upévio Siokio Trepiéxer 46,61 mg
hakrodng. Ma Tov TTARpN katdAoyo Twv ekdoxwy, BA. Tapdypapo 6.1. 3. PAPMAKOTEXNIKH MOP®H. EmkaAuppévo pe AETTTO upévio diokio. CABOMETYX
20 mg emkaAupuéva pe Aeréd upévio Siokia. Ta Siokia eival kiTpiva aTpoyyuhd xwpig eyxapagn kai gépouv Tnv évdeign «XLy» oTn pia TTAeupd kai Tnv évBeign
«20» otV GAAn TTAeupd Tou iokiou. CABOMETYX 40 mg emkahuppéva pe AeTréd upévio Siokia. Ta Siokia eivar Kitpiva Tpiywvika Xwpig eyxapatn kel gépouv
v évdeign «XL» otn pia TTAeupd kan v EvBeitn «40» atnv dAAn TTheupd Tou Siokiou. CABOMETYX 60 mg emkahuppéva e AeTiré upévio Siokia. Ta Siokia
eival kitpiva offdA ywpic eyxdpagn kai @épouv Tnv EvBeiEn «XL» orn pia TTAeupd kai Tnv évBeign «60» otnv dAAn TAeupd Tou Siokiou. 4. KAINIKEE
MAHPO®OPIEE. 4.1 Oeparreuikeg evOeifeig. Ne@pokuttapikd kapkivwua (RCC). To CABOMETYX evBeikvuTal We MOVOBEPQTTEIT YIA TO TIPOXWPNUEVO
VEQPOKUTTOPIKG KAPKIVWUG - WG Beparreia TIPWITNG-YPapprg oe eVANIKeG aoBeveig, e svﬁldpwn A TTwxn Tpéyvwon (BAEme Tapdypago 5.1), - ot eViAIKEG
HeTd armd TiponyoUMEevn aToxeuouda BepaTreia ayyeiakol evdoBnAiakol augnrikeu Trapdyovta vascular endothelial growth factor (VEGF) (BAéTre Trapaypago
5.1). To CABOMETYX, ot auvéuacpé pe viBohoupduTm, evBelkvuTal yia TV Beparreld TpWTNG-ypapprg ot evijhikeg aoBeveig He TIPOXWPENHEVO VEPPOKUTTAPIKG
Kapkivwpa (BA. Tapdypago 5.1). HmatokutTapiké kapkivwpa (HCC).To CABOMETYX evdeikvutal we povoBeparreia yiamn Bepcmsm TOU NTTATOKUTTApIKOU
kapkiviparog (HCC) oe evrilikeg TTou £xouv Adel TTponyoupévuwe Bepareia pe gopageviuTmn. 4.2 Awo.\oyw Kal TpoTog Yopnynong. H Bepareia pe
CABOMETYX Ba TTpETTel va TTpayUaToTIolEiTal amé iaTpé EUTTEIPO aTn XOPryNom avTIKapKIVIKIY QapHaKeUTIKWY TTpoidvTwy. Aogohoyia. Ta Siokia CABOMETYX
Kkal ol kdyouhegkaBolavmiviBng dev eival BioloodUvapa kot dev TTRETTEI va XpnoipoTTololvTal To Eva avti Tou dAou (BA. Tapdypago 5.2). To CABOMETYX wg
povoBeparefa. MNa o RCC kai To HCC, n ouvioTwpevn 66on Tou CABOMETYX eivar 60 mg pia @opd nuepnoiwg. H Bepareia Ba TpETEl va guVEXIOTE! HEXPI O
aoBevig va pnv eTrweeAeital TTAEovV KAIVIKG atrd T BeparTeia ri MEXPI va ep@avioTei Un amodekTr Tofikétnra. To CABOMETYX oe ouvduagud pe viBoAouudurn
otV mpuwrn-ypauun mpoxwpnuévou RCC. H auvicTwyevn 86an Tou CABOMETYX eivar 40 mg pia @opd Tnv nuépa o ouvduaopd de VIBOAOUPANTIN TTou
xopnyeital evdopAeiwg eite wg 240 mg kdBe 2 efBopddeg eite wg 480 mg kdBe 4 ¢fSopddeg. H Bepameia pe CABOMETYX 8a mpéTel va guveyioTel péxpi Tnv
e€ENEN TNG vooou ) TN pn atrodexTr TogikaTnTa. H viBoAoupdpTrn Ba TTpéTel va auvexiaTel péxpl v eEENIEN TNG voaou, T Hn aTrodekTr To§IkOTTA ) £WG Kal 24
Hriveg og aoBeveig xwpig eEEMEN TN voaou (BA. MepiAnwn Twy XapakmmpioTikwy Tou MpeiévTog (MXM) yia T Sogohoyia Tng viBohoupduting). Tpomemoinan
e Bepamelag. Mo T Siayeipion Twy UTTOTITWY AVETMBUHNTWY EVEPYEILIV TOU GapHdKou HTTopEl va aTtaimeital Trpoawpivi SlakoTTr Bepareiag fi/kal peiwon Tng
Boang tng Beparmeiag pe CABOMETYX (BA. Mivaka 1). Otav n peiwon tng ddong eival amapaitntn ot povoBepareia, ouvioTdtal va peiwBel ota 40 mg
nHepnoiwg kai karémiv ota 20 mg npepnoiwg. Otav o CABOMETYX xopnyeital oe ouvBuaoud Je viBohoupdpmn, ouvioTdral n peiwon Tng 86ong ota 20 mg
CABOMETYX pict popd Tnv nuépa Kal oTn ouvéxeia ota 20 mg kdBe deltepn nuépa (avatpégre otnv MXMN g viBoAoupapTing yia Tn GUVICTWHEVN TpoTIoToinon
NG Beparmeiag yia T viBoAoupdutrn). MNa T diaxeipion Tng TofikéTnTag BaBuol 3 1) HeyaAUTEPOU CUMQWVA HE Ta KOIVA KpITrpia opoloyiag yia avetn8uunTeg
evépyeieg (CTCAE) 1 un avekrig Tofikotnrag Babuol 2, guviotdral n Siakorrr Tng déong. ZuvioTdral n peiwan Tng 86ang yia cupBavTa, Ta oTrola, GV EHHEVOUV,
pTTopoUV va kataoTolv goBapd f pn avektd. Edv évag aoBeviig mapasipel wia Soon, n d6on Tou TrapakeipBnke dev Ba TTPETTEl va AngBEi edv aTopévouy
AiyoTepeg ammd 12 wpeg péxpl TV eTopevn doon. Mivakag 1: ZuvioTwpeveg Tpotrotroinoelg 56ong Tou CABOMETYX yia avemBOpnTeg evEpyeieg.
AvemBuunTn Evépyeia kai OZUTnTa. AvemBuunTes avnidpdoeig BaBuou 1 ko BaBuou 2 Trou eival avekTég Kal eUKOAG avTIMETWTTioINES. Tpommotroinon
Beparreiag. Aev amaireitar guviBuwg TTpogappoyr] doang. MpocdicTe TTAPOXT UTTOSTNPIKTIKAS @PovTIdag cupewva pe Ti evieiteig. AvemBipnTn Evépyeia
kai O§urnra. AvemBupnTeg avndpdoeig BaBpou 2 mrou eival pn avekTég kal Sev eival SuvaTté va avTIPETWTTIOTOUV HE peiwan 86ang f UTToaTNRIKTIKY @povTida.
Tpomotroinon Bepameia. Alakéwre T Bepatreia £wg 6Tou N avermBuunT avridpaon amokaracTaBel ot BaBud <1. MpooBECTE UTTOCTNEIKTIKY @ROVTISA
cUppuwva pe Tig evBei€eig. EEeTdoTe To evbexdpevo eTavévapéng ot peiwpévn B6an. AvemBopnTn Evépyeia kai O§0TnTa. AvernBuunTeg avnidpdoeig BaBpou
3 (extdg QM6 KAWIKE W OXETIKEG EpyaoTnpiakés avwialies). Tporrotroinon Beparreiag. Alakowte T Bepareia £wg dTou n avemBuunTn aviidpaon
arokaracTabel ot Babud <1. MpooBETTe UTTOOTNPIKTIKY PPOVTIOA CUNPWVA WE TIG evBEeitels. ETravekkivijaTe e pelwpévn Boon. AvemBopnTtn Evépyeia kai
OgoTnTa. AvemBupnTes avndpdoeig BaBuol 4 (ekTog aTréd KAIVIKG [N OXETIKES epyaaTnpiakég avwpalieg). Tpotromoinon Beparmeiag. Alakoyre Tr Bepareia.
XopnyrRoTe KataAAnAn iaTpikr gpovTida. Edv n avemBounTm avridpaon amrokaraoTtabel péxpl 1o BaBud 1, eTTavekkIvijoTe ot pelwpévn door. Edv n avemBountn
avTidpaon Bev eTAUBE, SlakowTe povipa To CABOMETYX. Avem@opnTn Evépyeia kai OfutnTa. Augroeig nmaTikiov eviUpwy yia acBeveig pe RCC Trou
éhapav CABOMETYX ot ouvBuaopéd pe vifohoupdpmn. AvemB@opntn Evépyeia kar OfutnTa. ALT i AST > 3 gopég ULN aihd < 10 gopég ULN ywpig
TauTaypovn ohikr XohepuBpivn 2 2 popég ULN. Tpotromoinon Bepameiag. Alakéyre o CABOMETYX kai Tn VIBoAOUHANTIN £W¢ GTOU QuTES Of avemiBUPNTES
evEpYEleg uTToXwprioouv ot BaBuo 1. H Beparreia pe kopTikooTepoeidr ptropel va efetacTel edv utrdpyel uTrowia avTiBpacnc oxeTICOUEVNG HE TO QVOCOTTOINTIKG
cuoTnua (avarpégre atnv MXM g viBoAoupdpTng). Miopei va emavegetaoTel ETTaVEKKIVNON PE Eva POvVo Qdpuako | BiadoyIKr ETTAVEKKIVNON Kai PE Ta GUo
QApHaKa YETd TNV avdppwor). EQv EekivijoeTe ek vEou e T viBohoupduTn, avarpé€re atnv MXM ¢ viBoAoupdurmg. AvemBupntn Evépyeia kar Og0tnTa.
ALT RAST > 10 popég ULN 1 > 3 popég ULN pe autdxpovn oAikr xoAepuBpivn 2 2 popég ULN. Tpotromoinan Beparreiag. Alakéiyre opioTikd 10 CABOMETYX
Kal T viBohoupdpT. H Bepareia pe KopTiKoaTepoeidr) HTTopel va egeTaaTel edv UTTApYXEl UTTowia avtidpacng oXeTi{OHEVNE HE TO AVOCOTTOINTIKG cuaTnpa
(avarpére otnv MXN Tng viBoAoupdung). Znueiwon: O Babpol TofikéTNTag cupgwvoly pe Ta Kovd Kprmpia Opoloyiag Tou EBvikoU AvTiKopkivikoU
IvarimouTtou yia AvemnBupnTteg Evépyeieg ékdoan 4.0 (NCI-CTCAE v4). Zuyyopnyouueva gapuakeutikd mpoldvra. Ta guyxopnyoUpEva QApUAKEUTIKE TIpoIoVTa
Trou elval Ioxupol avaaToAeic Tou CYP3A4 Ba TTpéTTel va ¥pnoiuoTTolcUvTal HE TIROCOXH Kai N XPOVIQ Xprion OuyXopnyoUHEVWIY QOPHOKEUTIKUNV TTPOIOVTWY TToU
amreteAolv IoxupoUg eTTaywyeic Tou CYP3A4 Ba Tipémel va amrogelyetal (BA. Trapaypdpoug 4.4 kai 4.5). Oa pémel va PeAetnBei n emAoyn evog evaAhakTikou
CUYXOPNYOUHEVOU PUPHAKEUTIKOU TTPoiovTog e kaBohou 1) eAdyioTo Suvapikd va emmdye i va avaoTédhel To CYP3A4. Eidikoi rAnBuopol. HAkiwuévo) Aev
ouviotaral eiSIkr Tipooappoyr Tng 8oong yia T xprion g kafolavtiviBng ot nAikiwpévoug aoBeveig (2 65 £mn). PuAs. Aev amaneital mpooappoyr) Tng Séong
He Bdan Tnv eBvikétnTd (BA. Mapdypapo 5.2). Negpikr SugAsiroupyia. H kafolavmiviBn TTpéTTel va Xopnyeital ue Tipocoxr ot acBeveig pe fma | JETpIa VEPPIKN
SuoAemoupyia. H kaBofavmiviBn &ev ouvioTdral yia Xprian ot agBeveig pe ooBapr vegpikr dughemoupyia, KaBwg N ao@AAEIR KAl N ATTOTEAECHATIKOTNTA Sev
£xouv TEKuNPEIwBEl o autov Tov TTAnBuoué. Hrrankl SucAsiroupyia. Ze aoBeveig Ye Amia namkr) ducAemoupyia dev amaiteiral Tpooapuoyn TNg S6ang.
AeBopévou 611 pévo Teplopiopéva dedopéva eival SiaBéoipa yia acBevelg pe pérpia nmarnikr SuaAemoupyia (Child Pugh B), Sev propouv va SoBouv gucTtdoeig
Booohoyiag. ZuviatdTal oTevr) TTapakoAoUBnon Tng cuvolikig aopdisiag ot auTolg Toug aoBeveig (BA. Mapdypago 4.4 kai 5.2). Aev utrdpyel kKAvikr egTreipia
ot agBeveig pe ooBapri naTikr SuoAemoupyia (Child Pugh C), omére dev ouviardral n Xprion Tng kapedavTiviBng ot autolg Toug aaBeveic (BA. Mapdypagpo
5.2). Kapdiakn dugAemoupyla. Ta atoixeia yia aoBeveig pe kapSiakr) Suoheroupyia eival Tepiopiopéva. Aev pTropelv va TTpaypateToinBoly eifikég guoTdoEelg
Bocohoyiag. [Jaidiarpikés mAnbuoudc. H aopdAeia kai n amoteAeopankétnta Tng kaBodavniviBng oe Traidid nAikiag <18 et Oev EXEl axOua TEKUNPIWEEL Aev
uttdpyouv diaBéaipa dedopéva. Tpémoc yoprynone. To CABOMETYX trpoopiletai yia Xprion atré 1o otépa. Ta diokia Ba TipéTrel va KataTtivovTal oAGKAnpa
Kal va pnv Bpupparifovtal. @a mpétel va SoBouv odnyieg aToug aoBevelg va PNy TPUWVE TITTOTA yid TOUAdXIOTOV 2 WPEG TTPIV Ewg 1 Wpd HETA TN Afyn Tou
CABOMETYX. 4.3 Avrevdeifeig. Ymepeuaigbnoia oTtr SpadTikr ougia rj ot KdTIolo ammé Ta ékdoyxa TTou avagépovial oTnv Trapdypago 6.1. 4.4 Eibikég
mpoeiBotoinoeig kal mpoguAdgelg kard Tn Xprion. KaBug ol TepIoadTepeg avemBUPNTEG EVEPYEIEG TTPOKUTITOUV Vwpig TNV Topeia Tng Bepareiag, o
10TPAG TIPETTE! va agloAoyEl oxoAacTiKd Tov agBevr) OTIG TTPWTEG oKTW efBouddeg Tng BepaTeiag yia va Trpoodiopioer edv amairoUvTal TROTTOTTOINTEIS TN S6ang.
AVETTIBUUNTEG EVEPYEIEG TTOU YEVIKWG Exouv Tipwipn exdriAwaon TepidapBdvouv utaofeomaidia, utoxkahiaipia, Bpopfotevia, uméptacn, cuvdpopo
epuBpoduoaicBnoiog TaAapwv-TreAudTwy (PPES), mpwreivoupia kal yaoTtpevtepikd (TE) cuppdvra (kolhiaké dAyog, gpAeypovr) BAevvoydvou, BuokolieTa,
Bidppola, éuetog). H avriyerirmion moaviy avemiBuunTwy evVEpYEILY uTTopel va aTraitel TTpocwpivi SidKoTT eiwon _1ng ddong Tng Beparmeia
kaBoZavrivipn (BA. Napdypago 4.2): Ze VEQPOKUTTAPIKG KAPKIVWHA HETA aTrd TTponyoUpevn aToxeupévn Beparreia He ayyeiakd evdoBnhiakd augnTikod TTapdyovra
(VEGF), peiwoeig kol Siakotég Tng Soang Adyw piag avermnBuunTng evépyeiag (AE) ouvéBnoav ato 59,8% kal 70%, avrioTolya, Twv acBevisv Trou éhaBav
kapoZavmivipn otn Baaikn khivikr) Sokiuf (METEOR). Auo peiwoeig Tng SocoAoyiag Xpeidodnrav ato 19,3% Twv acBevivv. O Bidpecog Xpovos Ewg TV TTPWTN
Heiwan g Bocohoyiag frav 55 nuépeg, kai Ewg Tnv TTpWwTn SiakoTr Soocohoyiag ftav 38 nuépeg. Z& vEQPOKUTTAPIKG Kapkiviwpa Xwpig Trponyelpevn Beparreia,
peiwaoeig doong kal diakotég Tng S6ong Tapatnerienkav oto 46% kai 73%, avrioToixa, Twy acBeviuv Tou éAaBav kaBolavtiviBn otnv KAk Sokiun
(CABOSUN) Orav n kaBodaviviBn xopnyeitar oe guvduaoud pe viBoAouuduTn oe TTRUWTNC-YPALLING TTOOXWRNUEVD VEQPOKUTTaPIKG Kapkivua, PEiwWan TNG
Bocmg i diakerm) g doang Tng kaBolavmviPng Adyw AE ouviBn oe 54,1% kai 73,4% Twv aoBeviov atnv khivikr okipr] (CA2099ER).AtraimriBnkav 0o
Helwoeig g doang oTo 9,4% Twyv acBevwy. O PEcog Xpovog Ewg TNV TTpWTn Heiwon Tng doang ftav 106 nuépeg Kal wg TNV TpwrndiakoTtr Tng déong rtav 68
NHEPES. ZTO NTTUTOKUTTAPIKG KapKivwHa HETE atTd TTponyoUpevn cuoTnikh Beparreia, ol peiwoeig TN Séong kai o1 Siakotrég oong ouvéBnoav oto 62% kal
84%, avriaToiya, Twv acBeviov Trou éhaBav kaBofavtiviBn atnv kAivik dokipr (CELESTIAL). Auo peitoeig Sooewv amarienkav ato 33% Twv acBeviov. O
Biduecog Xpovog péxpl TN Helwan Tng TpwTng Soong frav 38 nuépeg kal pExpl TRV SiakoTr| TR TPWTn Béong riTav 28 nuépeg. TuvioTdTal oTEVOTEPN




TrapakoholBnan oe acBeveig pe ATTIa f PéTpia nTamkr SucAemoupyia. Hrarotofikétnta Mn @uaiohoyikég TIHEG OTIG EEETACEIS TG NTTATIKAG Aemoupyiag (augnon
NG apvoTpavopepdong Tng ahavivng [ALT], Tng aomaprikic apivotpavapepdong [AST] kai Tng xohepuBpivng) Tapampriénkav guyvd oe agBeveig Trou EAaBav
Bepameia pe kaBolavtiviBn. Zuviotdaral n diegaywyry egetdoewy nmatikhg Asrmoupylag (ALT, AST kai xoAepuBpivng) Tpiv améd v évapén tng Bepareiag pe
kafodavnvin kai N TRPOCEKTIKY TrapakoAoUBnan kard Tn Sidpkeia Tng Bepameiag. MNa aoBeveig pe emdeivwon Twy egeTdoewy TG NTTATIKAG AeToupyiag TTou
BewpolvTal oxendoueveg pe Tn Bepameia pe kaBolaviviBn (BnA. oTrou Bev eival epgavrig kapia evaArakTikr aimia), 8a TTpémel va akoAouBolvTal ol cupBoUAEg
TpoTroToinang Tng déong atov Mivaka 1 (BA. Tapaypago 4.2). Otav n kaolaviviBn xopnyeital oe cuvBuaopé pe viBoAoupauTn, Exouv avagepBei ouxvéTepa
BaBuo0 3 kai 4 augrioeig ALT kai AST oe ayéon pe T HovoBeparreia ye kaBodavtiviBn oe acBeveig He Tpoxwpnpévo RCC (BA. Mapdypage 4.8). Ta nratika
&vlupa TrpéTrel va TrapakoAouBouvTal TIpiv aTmé Tnv évapgn kal Trepiodikd katd Tn didpkeia Tng Bepameiag. Mpémel va akoAouBolvtal o odnyieg 1ATPIKAG
Siayeipiong kai yia Ta dvo @dppaka (BA. Mapdypago 4.2 kai avarpéfre otnv MXN yia T viBoAoupdptm). H kaBodavTiviBn amoBdarhetal Kupiwg péow g
nmarkrg obou. Zuviatdral oTevoTepn TTapakohoUBnon TN ouvolikrg acpdAeiag ot aoBeveig pe fimid fy péTpia nramikr dughemoupyia (BAéme emriong Tapdypago
4.2 kau 5.2). Mia uynAérepn oxetik avahoyia aoBeviov pe pérpia nmatikr SucAemoupyia (Child-Pugh B) epgdvioe ntmamikr eyke@alomdBeia pe T Bepareia pe
kapolavrivipn. To CABOMETYX &ev ouviardral yia xprion ot aoBeveig pe ooPapr nmamikr) Sughemoupyia (Child-Pugh C,BA. Mapdypago 4.2). Hmamkn
eykepahom@Beia I peAétn HCC (CELESTIAL), n nmarikd eykeparomdBeia avapépBnke ouxvoTepa oty opada kafolavTiviBng amd autr Tou eIKovIKoU
pappdrou. H kaBolavtiviBn éxel ouayenoTel pe Sidppoia, Eueto, perwpévn opegn kal Siatapayés nAextpohutiuv. Ze aoBeveig pe HCC e emmnpeaopévn nramkn
Aeitoupyia, QuTég ol PN NTTATIKES ETTIOPATEIS PWTTOPET VA Eival TTapdyovTeg eTTioTIEVONG yia TV e§ENEN TNG nimaTikig eykepaiotdbeiag. O1 aoBeveic TTpETEl va
TrapakohouBoUvTal yio onpeia Kol CUPTITWUATA NTTATIKAS eykepalomdBelag. AiaTpriaeic kal oupiyyia. ZoBapég ME Slarprioeig Ko auplyyia, HEPIKES POPES HE
Holpaia ékBaar), éxouv TraparnpnBel pe Tnv kaBodavmviBn. O1 acBevelg TTou £xouv @AeypOVWAN vogo Tou evtépou (TT.X. vooo Tou Crohn, eAkwan kohitida,
Tepirovinida, ekkoATwpaTinida f akwAnkoedimda), xouv SinBnon Tou éykou ot E 086 | Tapouaiddouv eTTTTAOKES aTTO TIPONYOUKEVT XEIPOUPYIK ETTERBaAON
TOU YOOTPEVTEPIKOU auoTripaTog (iIBiaitepa 6Tav oxeTiferal pe kaBuaTtepnuévn fj ateAr emoUAwan) Ba TpéTe: va aloAoynBolv TTPOCEKTIKG TTpIv apyigouv Tn
Bepameia pe kafodavmviPn kai, otn cuvéxeia, Ba TTpETTEl va TTapakohouBolvTal TeVd yia gupTITWHaTa SiaTprocwy Kol ouplyyiwv, cupTrEpiAapBavopévy Twy
amooTnuatwy Kai T ofyn. Emipovn f emavepgavifopevn didppoia otn Sidpkeia Tng Bepareiag pmmopel va elval TTapdyovtag kivduvou yia Tnv avamTuén
TIPWKTIKOU cupiyyiou. H kaBolavmivin Trpétel va Siakdmretal gg aoBevelg Trou epgavilouv SIGTPNON ToU YAOTPEVTEPIKOU cuaTrjuates rj ouplyyio Tou dev
UTTOPEI va avTipeTwmoTEl ETTapkwg. TaoTpeviepikéc (TE) Siatapayée. H didppoia, N vauTia/éPeTog, n peiwpévn 0pefn kai n aTouatinida/oTopankd diyog frav
UepIkEG amd Ta IO guyvd avapepBévia cUPBAvTa Tou yaoTpeviepikoU (BA. mapdypago 4.8). Apeon iatpikn Siayeipion, oupTTepiAapuBavopévng Tng
UTTOOTNPIKTIKAS PPOVTIOOS WE QVTIEMETIKG, avTidlappoikd f avTio§iva, TrpéTrel va e@apuoaBel yia v TpoAnwn TS aguddrwaong, Twv dlarapaxwy Twy
NAEKTPOAUTWV Kal TG aTmwAeiag Bdpoug. H SiakoT i) peiwan ¢ 8oang, ) n Hévipn SiakoTr| Tng Xopriynong kaBolavtivipng Ba Tpémer va Aapdverar utroyn
o€ TIEPITITWON ETTIHOVWY 1 eTTavaAapBavOPEVWY CNHAVTIKWY YOOTPEVTEPIKWY aveTmBUpUnTwy evepyeiv (BA. Mivaka 1). OpopBoeuBolikd cupBdvra. Me Tnv
kapolavmiviBn, éxouv TrapatnpnBei cupBdvia @AeBiknig BpopPoeufoAng, ocupTepidapBavopéviy  oupBAvTWY TIVEUHOVIKNG EMBOAAG Kal apTRPICKIS
BpoppoepBoArig HepikEG Qopég Bavatnedpa. H kafodavTiviBn pémel va Xpnaoipotroleital ye Trpogoyn ot aoBeveig Tou Tapouadiddouv kivbuvo fi TTou Exouv
IoTOpIKG auTWV Twy EVEpyEIV. ZTn pehémn HCC (CELESTIAL), maparnpriBnke uhaia gAeikr 8poppwon pe kapolavTivin, oupmepidapBavopévou evog
Bavarngopou cupBdvtog. AoBeveic pe 10Topikd TTuAalag @AERIKAG SINBnong @dvnke va Siatpéxouv peyahutepo Kiviuvo avdmuéng muhaiag @AEBIKAG
Bpoppwong.H kaBolavmiviBn Ba Trpémel va SiakoTrel o aoBeveig TTou avaTrTucoouv ol Edgpaypa Tou puokapdiou fi otroladhTiote GAAN KAIVIKG OnUavTIK
BpoupoepBolikry emTrAokr. Aioppayia. Me Tnv kafodavniviBn éxel TrapatnpnBel cofapr) aiyoppayia pepikég popég Bavarngdpa. O aoBeveig TTou Exouv
1oTopIKG goPapric alpoppayiag piv atrd Ty évapén Tng Bepareiag Ba TrpéTrel va agloAoyoUvTal TTPOCEKTIKA TTRIV aTtd TNV Evapén Tng Beparreiag pe kaodavtivipn.
H kaBolavTivifn dev TpETTel va xopnynBei ot agBeveig Trou Exouv 1} Siatpéxouv Kivduvo yia oofapr] aioppayia. Zmn peAé HCC (CELESTIAL), avagépBnkav
Bavatngdpa aipoppayikd cupBdvra ot uynAdtepn ouyvétnTa e kafoovniviBn amé To eikoviké gdpuake. O1 Trapdyovteg kivBivou TrpodidBecng yia coBapr
aigoppayia oTov TTANBuoud pe poxwpnuéve HCC ptropsi va mepihapBdvouy Tnv dienon armé Tov 6yKo Twy KUPIWY aIopOpwyV QyYEiWY Kal TNV Trapoudia
UTTOKEIHEVING KippLiong Tou ATTATOg TToU £XEl WG aTTOTEAETHA Tr) Snpioupyia olgogayikwy Kipawy, TTuhaiag uTréptaong Kal BpopBorreviag. H peAétn CELESTIAL
amékAeioe aoBeveig Pe TAUTOXPOVN QVTITINKTIKA aywyn r avriciporetahiakoug Trapdyovteg. AoBeveig Trou Sev AdpBavav Beparreia fj pe eANTTH Beparreia, yia
KipooUg pe aipoppayia ry pe uywnhéd KivBuvo aipoppayiag eaipéBniav emmiong amé Tn HeAérn autr. H pehétn Tng kapolavtiviBng oe ouvBuaopd pe T
viBohoupdauTm ot Tpoxwpenpévo RCC mpwtng ypappng (CA2099ER) amékAeioe acBeveig pe avTITKTIKG o€ BepatreuTikég dOTEIG . AveupUOUATA KAl ApTnpIaKol
Siaywpiopol. H xprion avacToAéwy tTng VEGF oboU ag aoBeveic pe i) xwplg utTépTaon HTTopEl va TTROdYEl TOV OXNUATIONS QVEUPUCHATWY 1 / Kal apTnpiakwy
Siaywpiopwv. O KivBuvog autdg TIRETTE! va AapBAvETal TIPOTEKTIKG UTroWn TTpIv atrd Tnv évapén Tng Beparreiag pe kafolavTiviBn ot aoBeveig Trou Trapouaiddouv
TrapdyovTeg KIVBUvou 6TTwg uTTépTaan I ioTopikd aveuplopatog. OpopPortrevia. Zn peAérn HCC (CELESTIAL), avagépBnke BpopBorrevia kai Helwpéva
aigotrerdhia. Ta eTrimeSa alpotreTahiwy TRETE va TrapakoAouBolvTal kard Tr Sidpkeia Tng Bepareiag e kaBodavTiviBn kal i 6o va TpoTIoTIoIETal avaAoya
WEe Tn coBapdtnta Tng Bpopporreviag (BA. Mivaka 1). EmmrAokég tpaupdtwy. Me v kaBolavTivipn £xouv TapatnpnBel emmAokég Tpaupdrwy. H Beparreia e
kapodaviviBn Ba TrpéTTel va SiokoTTel TOUAdYIOTOV 28 NUEPES TTPIV TTTO TNV TTROYRUMHATITHEVT XEIPOURYIKI ETTEURATT, CUNTIEPINGUBAVOMEVNG TNG OBOVTIATPIKIG
XEIPOUPYIKIG eTTEURaoNG r Twy eepBaTky oSovTiaTpikiyv TTapepBdoswy, edv eival duvaréd. H amdeaacn va auvexioTei n Bepareia pe kafolavriviBn Perd
Xelpoupyikr eTTépBaon Ba TrpéTel va BaoiaTel aTnv kAvIKA Kpion yia Ty eTTapkr eToUAwen Tou Tpatpartog. H kapolavnivin 8a Tpémel va Siakotrel ot agBeveig
He eTITTAOKEG ETTOUAWGNG TPAUHATOS TIoU aTraitouv laTpikh TrapéuBaan. Ymépraan. Me v kaBolavmiviBn éxel TapatnpnBel utrépraon. H aprnpiakn Tieon
TIPETTEl VO EAEYXETAI KaAd TTpIv amd Tnv évapén Tng kapodavtiviBng. Kard ) Sidpkeia Tng Bepamreiag pe kafolavTiviBn olol of aoBeveig Ba Tipéme va
TrapakohouBouvTal yia UTTEPTOON Kai va avTIdeTwTTIdovTal, OTIWE aTraiTeltal, Je TUTTIKY avTiuTTEpTaaikn Bepamela. Ztnv TTepiTTTwon Eupovng uTTEpTaong TTapéT
yiveTal xprion avTiuTiepTacikwy, n 66an kafodavmviBng Ba pémel va pewdel. H kaBolavniviBn Ba TrpéTel va SiakoTrei edv n uTrEpTacn eival coBapr Kal eTTipovn
TIapd TNV avTiuTiEPTAoIKr) Bepareia kai Tn peiwon déong Tng kapolavriviBng. Ze mepitTTwon umeptaoikig kpiong, n kafolaviviPn Tpétel va diakoTrel.
Ooteovérpwaon. Exouv apatnpnBei TrepioTaTikd ooTeovEKpWENg TG yvabou (ONT) ue Tnv kaBolavTiviBn. ©a Trpétel va Sie§ayBel oToparikr e§éTaon Trpiv atréd
mv évapén T kaBodavmving kai TiEpiodika katd T didpkeia Tng Bepatreiag pe kaPolavmiviBn. O aoBeveig Ba TipéTrel va evnuepwBoly éoov apopd Tig
TIPAKTIKEG oTopaTIKAG LyiEvrS. H Beparreia pe kaBolavmviBn Ba TpéTe! va avaoTaAei TouAdyioTov 28 NUERES TTRIV ATTO TNV TTPOYPANMCTIONEVN 0BoVTIaTPIKN
Xelpoupylkry emEpBaon i Tig emepParikég odovTiaTpikEg Tapepfdotlg, edv eivar duvard, Atrarmeital Trpocoyr ot aoBeveig TTou AauBdvouv @épuaka Trou
oyeTidovtal pe Tnv ONF, émwg dipwaogovikd. H kaBolavTiviBn Ba mpémer va diakéTTetal oe aoBeveig Tou epgavifouv ONI. ZuvSpopo epuBpoducaiabnaia

Trahapdv-TreApdrwy. Me v kafodavmiviBn éxel apampnBei alvBpouo epubpoducaicBnaiag mahapwv-TreApdrwy (PPES). Otav 1o PPES eival cofapd, 8a
Tpémel va AngBei uréyn n Biakotr TG BepaTreiag pe kapodavTivin. Mpémer va yiver avd évapén g kaBolavtiviBng pe xaunAotepn déon 6tav 1o PPES
£mAUBEl o BaBpod 1. Mpwreivoupia. Me Tnv kafodavTiviBn £xel TTaparnpenBei mpwreivoupia. H Tpwreivn olpwy Ba TipéTel va TTapakohouBeiTal TAKTIKG Katd T
Bepameia pe kaBolavmiviBn. H kaBolavmviBn Ba Tpémel va Biakotrel ot agBeveig TToU avaTTiogouy VEQPWAIKS ouvdpopo. ZUvdpouo omigdiag avaoTpEwIung
eykepahotrdBeiag. ‘Exel apatnpnBei alvSpopo omioBiag avaoTpéyipng eykepahomrdBeiag (PRES) pe v kafodovmivipn. Auté To ouvBpopo Ba Tpémel va
egeTaletal ot kaBe aoBevr) TTou eP@avifel TTOAAGTTAG CUNTTTLNATA, OTTWG OTTACHOUG, TTOVOKEQAAOUG, oTTIKES Siatapayeg, alyxuon rj aAhoiwpEvn vonTik
Aermoupyia. H Beparmreia pe kapodavriviBn Ba mrpémel va diakétreral oe aoBeveic pe PRES. Emurikuvon tou Siaotriuarog QT. H kaBolavnviBn 8a mpémer va
XpnoipoTTolelTal pe TIpocoxXr ot aoBeveig pe IoTopiké TTapdracng Tou SiaaThpateg QT, oe acBeveig TTou Aapfdvouv avTiappuBuikd, fi ot aoBeveig pe OXETIKA
TpoUmdpxouca kapdiakn vooo, Bpadukapdia, ) diatapaxég nhektpoAutwy. Otav xpnoipoToieital n kaBodavriviBn, Ba TTpéTrel va egeTdadeTan n TepIodIKr
TrapakohouBnan katd Tn Sidpkeia NG Beparelag Tou HKI kan Twv nhektpohutwy (aoféaTio, kdAio kai payviicio opoul). AugAeroupyia Tou BupeoelBouc.
Zuviotdtal Baoik epyacTnpiakr pétpnan Tng Aeimoupyiag Tou BupeoeiBolg ot GAoug Toug aoBeveig. AoBeveic pe TTpoUTdpxov umoBupeoeBiopd N
uTrepBupeoceiBioud Ba TTPETTEl va avTIHETWTTIOVTal GUH(pWYA W Tr) cuvriBn IaTPIKH TIPAKTIKA TTpIv arrd Tnv évapén e Bepaeiag e kafodavmiviBn. Ohol ol
aoBevelg TTpETTEl va TrapakohouBoUvTal oTevd yia onuela kal gupTmwpaTa SugAeroupyiag Tou Bupeoeidolg katd Tn Sidpkeia TnG Bepamelag He kafodavTivipn.
H Aermoupyia Tou Bupeoeidolg Ba TTpéel va TTapakoAouBeital TrepioBikd kaB' 6An T Sidpkeia Tng Bepameiag pe kafodavmvipn. O agBeveig TTou avarTiooouy
duoheiToupyia Tou Bupeoeidoug Ba TTPETTE! va AVTIMETWTTI(OVTalI GUNQWYA PE TN ouvABn iaTpikn TTpakTikh. Mn @uoloAoyikég TiNES BIOXNUIKWY EPYAOTNRIAKWY
e€erdoewy. H kaPolaviviBn £xel CUCXETIOTE! HE aUENUEVN CUXVOTNTA ERQAVIONG KN PUOICAOYIKWY TIHWY NAEKTPOAUTWY (oupTrEpIAGUBavopEVnG TNG UTTE- Kal
NG uTrepkaMicipiag, NG uTropayvnoiaipiag, g UTTaoBeaTialpiag, NG umrovaTpidipiag). ZuvioTdrdl n TapakoAouBnon Twy BIOXNMIKWY TIapapETPWY KT TN
Bidpkeia G Bepareiag pe kaBolavTiviPn kai n eicaywyr katahAnAng BepaTteiag avTikatdoTacng oUPQWVA He TNV KaBlepwipévn KAVIKH TIPaKTIKY, eGv aTTaiTeiTal.
MepmTioeig naTikng eykepahotdbeiag ot aoBeveig 9 pe HCC popel va ammodoBouv otnv avdmTugn nAektpoAutikwy Biatapaywyv. H diakoTm iy n pelwon g
Bdoéong iy n opiaTikr SiakoTr| TNE Xoprynong kaolavtiviBng Ba Trpéel va egeTdleTal Ot TIEPITITWOT ETTIHOVWY ) eTTavaAQHBavOHEVWY anHAVTIKUY SiaTapayv
(BA. Mivaka 1). Emaywysig kai avaoTtosic CYP3A4. H kaBolavmiviBn eival utréotpwpa CYP3A4. H ouyxopriynon kaBodavTiviBng pe Tov IoXupd avaatoléa
CYP3A4, v ketokovaldAn, ixe we amotéAegua pia avgnan g éxBeang kaBolavriviBng oo Adoua. AtTaiTeital Trpogoy Kard Tn xopriynon kafolavmiviBng
He @dppaka TTou eival ioxupol avaatoAeic CYP3A4. H auyyxopriynon kapolavnviBng pe Tov ioxupd emaywyia CYP3A4, Tn pipaptrikivn, el weg ammotéAeopa
pia peiwon g EkBeang kKaBolavTiviBng oto TTAdopa. ZUVETIWG, TTRETTEI val aTTogeUXBEI N xpévia Xoprynon Twy Qapudkwy Tou eival 1oxupol eTraywyeic
CYP3A4 pe Ty kapolaviivipn (BA. Trapaypdgoug 4.2 kal 4.5). YrooTpwuara P-yAukotrpwreivng. H kaBodaviiviBn frav évag avagtohéag (IC,, = 7,0 pM), aAAd
O UTTOOTPWHA, TV SPaCTNPIOTATWY HeTapopds P-yAukotpwreivng (P-gp) ot SikateuBuvtiké cuoTnua Tpocdiopiopol XpnaidoTroiwvTag kuttapa MDCK-
MDR1. Zuvernig n kaBofavTiviBn pTropel va £xel TNV IKaVOTNTA va aUEAVE! TI CUYKEVTRUICEIS TUYXOPNYOUHEVWY UTTooTpwidTwy P-gp oTo TAdopa. O aoBeveig
Ba mpémel va TpoeidotroinBolv doov apopd T Afjyn utreoTplwparog P-gp (.. pefopevadivn, ahiokipévn, apmpicevtdavn, eTe§ihikn Safiyarpdvn, Siyogivn,
KoAXIKIV, HapaBipokn, TogakovaddAn, pavohadivn, aagayMTrriv, airayAmTivn, TaAivoAohn, ToABarrrdvn) evi AapBdvouv kaBolavriviBn (BA. mapdypago 4.5).




Avaartoheic MRP2. H xopriynon avaaTtodéwv MRP2 ptropei va odnyrioel ot augfoeig Twy CUyKEVTpWOoewY TnG kaBolavtiviBng ato TTAdopa. Emopévig, n
Tautéypovn xprion avaatohéwv MRP2 (11.x. kukAoaTropivn, egafipévln, eptpiaraBivn) Ba Tpéer va TTpoaeyyidetal pe TTpocoyn (BA. TTapdypago 4.5). Exdoxo
Nakrddn. AcBeveig pe aTrdvia kKAnpovouiké TrpoBAnpara ducavetiag ot yaAakTddn, oMKr aveTrdpkeid AakTaang i He Sucamoppdpnan YAUKSIng-yahaktodng
Bev TIPETTE! va TTGPOUV QUTO TO PAPHAKEUTIKG TTpoldv. NdTpio. AuTo To QappaKeuTIKG TIpoidv TrepiExel AiyoTepo amd 1 mmol varplou (23 mg) avd Siokio, SnAadr
ouoiaaTkd eival «eAelBepo vatpiour. 4.8 AvemBOpnTeg evépyeieg KaBolavnivin we tovoBepareia. MepiAnywn Tou rpogih agedheiag. O1 o guyvég cofapég
avemBupnTeg evépyeieg oTov TANBuopé RCC (21% ocuyvétnTa) eival To kothiakd dhyog, n Sidppoia, n vautia, n uméptaon, n edfor, n uTovarpiaipia, n
TIVEUHOVIKT EPBOAN, 0 EpETOG, N auddTtwan, n kéTwan, n e§acBévian, n perwpévn 6pegn, n ev Tw BdBel EAePik BpopBwon, n daAn, n uodayvnoiaidia kal To
ouvdpopo gpuBpoducaigbnoiag TraAapwv-TreApdrwy (PPES). O1 o guxvég avemBUpNTeG EVEPYEIEG OTTOIQODNTTOTE CUXVOTNTAG (TTou eugavifovral ot
TouhdyioTov 25% Twy acBevivv) atov TTAnBuopd RCC mrepiddpBavav Sidppoia, kémmwon, vautia, pewpévn 6petn, PPES, unépraon, pewpévo Bdpog, éueto,
Suoyeuoia, duokoihioTnTa Kal augnuévn AST. YTrépraon TapatpriBnke o ouyvd otov TTAnBuopé ue RCC xwpig TponyoUuevn Bepameia (67%) ot ouykpion
e agBeveig pe RCC petd amd mponyoUpevn aToxeupévn Bepameia pe VEGF (37%). O1 mo ouyvég coPfapég avemBupnTeg evépyeieg oTov TTAnBuoud Tou HCC
(= 1% guyvornra) eival n nmaTkr eykepahomdBeia, n efaobévion, n kémwaon, To PPES, n Sidppoia, n uovatpiaipia, o EUETOG, To KoMak® dAyog Kai n
Bpoupomevia. O1 o ouyvEg avemBupunTeg avTidpdoeig otroioudrTrote BaBuol (TTou TTapouoidoTnkay oe TouAdyioTtov 25% Twy agBeviuv) oTov TTAnBuopd HCC
mepiAdpBavav Sidppoia, Hewpévn opeEn, PPES, xémwon, vautia umrépraon kal £PeTo. AveTBUUNTEG EVEDYEIEG OE WO ka. O1 avemBUPNTEG EVEPYEIES
TTou avayvwpioTnkav e kKAVIKES SokiuEG ue kaBolavTivifn we povoBepareia i avagipBnkay pe Tn xprion kafolavnviBng HeTd TNV KukAogopia TG avagpEpovTal
oTov Mivaka 2, cUMQWvVa We TNV Katnyopia opydvou cuaThpaTog kai T ouxvernta kard MedDRA. O guyvornteg Bacidovral ot GAoug Toug BaBuolg Kal
opidovral we e€Ng: oAU ouyveg (21/10), ouxvég (21/100 wg <1/10) dxi ouxvég (21/1.000 éwg <1/100), Pn yvwaTég (dev pmopoly va ekTiinBolv e Bdon Ta
SiaBtoiua Sedoptva). Eviog kdBe kamyopiag ouxvotnTag epgaviong, ol avemBupnTeg evépyeieg Taparidevial kard Bivouoa oeipd oofapdrmrag. I'Ilvuxug 2
AvemBlpnTeg evépyeleg @appdkou (ADRs) Trou éxouv avagepBei o KAIVIKEG HEAETES 1} 0 XpAON HETA TNV KuKAogopia o€ uvﬂtvrzl; Trou Auuﬂwuv
Bapcmem pe kaBolavTivipn wg povoBepatreia. ACIHWEEIS Kal TAPACITWOEIS, TUXVES: aTTOOTNHA. Aurrupaxsg TOU mporromrlxou Kal Tou AgpgikoU
ouoTiparog. MoAl ouxvég: cwcxlpiu BpopBorevia, Zuxvég: ouﬁs‘rzpu‘rrsvu Aepgorrevia. Alarapaxés Tou evBOKpIVIKOU ouoThparog. Mokl ouxvés:
uTroBupeoeBiopds. Alarapaxég Tou peraBoliopol kai Tng Bpéyng. MoAl cuxvés: peiwpévn 6pefn, uTopdayvnoiaibia, utrokahiaipia, utteaABoupivapic,
ZuyvegapuddTwon, uToguapataipia, uTrovaTpiaipia, uTracBecTialpia, uTrepkakiaipia,uTrepxoAepuBpivaipia, utrepyAukaipia, uTToyAukaipia. Aiarapayég Tou
veupikoU guoTrparog. MoAt auyvég: Suayeuaia, kepahahyia, ZaAn, Zuxvtg TIEPIPEPIKT) VEUPOTIGBEIa (CupTIEPIAAHBavopévng TNG aicBnTikng), OxI ouxveg:
aTracpol, Mn yvwaTég: ayyeiakd eykepahikd eTeigddio. AlaTapayEg Tou wTog Kal Tou AaBupivBou. Zuyvéc: epBoic. KapBiakég Siarapayég. Mn yvwaTéc:
£u@paypa Huokapdiou. Awuclng Siatapayig. Mohu ouyvig: uTTEpTaon, aldoppayia*, Zuxves: eV Tw BdBer pAePikr) BpopPworn, phefikn Bpoppwon, apmpiakr
Bpoppwon, Mn yvwotég: aveuplouara kal aptnpiakol Siaywpiopol. AlaTapayég ToU avaTTvEUoTIKOU u'um‘nuu'rog TOU BpaKa Kai Tou HECoBWPAKIoU.
Mol ouyves: Buouvia, duatvoia, Brixag, Zuxveg: TIVeEupovikn epPoAn. Alatapayég Tou yaoTpeviepikol. MoAu guyvég: Sidppoia®, vautia, éHeTog,
oTopartinida, duokoiléTnTa, KoINlakd dAyog, SuoTteyia, dAyog Gvw Kolhiag, Zuxveg: yaoTpevTepik didTpnan®, UUplWIO yaoTpooloogayikr TaAvdpounon,
aijoppoideg, aToparnké dhyos, EnpooTopia, Suopayia, yAwogoduvia, Oy ouxveg: Taykpearmda. Almapung TOU NTTATOg Kal TwY XOAN@Opwv. ZUXVEC:
nmamkn eykepaAomdBeia®, Oy ouxvég: XohooTamikr nmatinda. Alarapaxég Tou Bépparog Kal Tou utrodopiou loTol. MoAl guxvés: ouvBpopo
epuBpoduaaiobnaiag Tahapliv-TreApdrwy (PPES), eEavBnua, Zuxves: kvnopog, ahwrrekia, Enpodeppia, Seppatitida utd pop@r akuri, ahhayr xplparog,
paAAIY, uTrEpKepdTWon, epUBnpa. AlaTapayég TOU HUOOKEAETIKOU CUOTHHATOS KAl TOU auvﬁeﬂxoil 1oToU. Mohd ouyvEC: TTOVOC aTa AKpd, ZUXVES: HUIKol
amracyol, apBpahyia, Oy guyveg: ooTeovékpwon TN yvdBou. AlaTapayeg TwV VEQPWY Kal Twv oupo@opwv obwv. Zuxvég: Tpwreivoupia, Mevikég
Siatapayég Kal karaoTaoeig m¢ obol Xopriynong. Mohl guyvég: koTrwan, gAeypovr Twv Bhevvoydvwy, e§aaBévion, Tepipepiké oidnpa. MapakAvikég
e€erdoeig™. Mohu ouyves: peiwpévo Bapog, au§nuéva ALT opol, auénuévn AST, Zuxvés: ALP opol auénuévn, augnuévn GGT, auénuévn kpearivivn aiparog
auénpévn apuddon, aufnpévn Mmdon, auénpévn xohnoTepéhn aipatog, augnpéva TpiyAukepibia aiparog. Kakwoeig, SnANTnpIdoeic Kal eMITTAOKEG
BepammeuTiKwv Xeipiopwv. Oy guxvés: eTTTAOKEG TpaupaTog b, *BAETTe evétnTa 4.8 Meplypagr| Twy EMAEYHEVWY AVETTIBUMNTWY EVEPYEIWY VIO TIEPUITEPW
Xopaktnpiopé. a Me Bdon Tig avagepopeveg avemBUpnTeg evépyeleg. b Alatapaypévn eTroUAwan Kai ETTITTAOKH aTo onpeio Topng. H kaBolavniviBn oe cuvduaaué
e viBoAoupdurm ot mpwmc-yeauuric mpoxwpenuévo RCC. MepiAnwn tou rpoiA aggaheiag. Otav n kaBodavmviBn xopnyeital oe cuvBuaopé pe viBohoupdpurrn,
avatpé€re amyv MXM mg viBoAoupdutmg mTeiv amé v évapén g Beparreiag. Ma TEPIOTOTEPES TTANPOPOPIEG OXETIKG HE TO TIPOQIA ac@Aleiag g
povoBeparreiag He viBohoupduTtrn, avatpéére otnv MXMN g vifohoupdurng. Zro ouvoho Sedopévwyv g kafodavTivipng 40 mg pia gopd TV nuépa oe
ouvduaopd pe viBoloupdputm 240 mg kdBe &Uo efBopdadeg oto RCC (n =320), pe eAdyiotn Tepiodo TrapakoAouBnang 16unviv, ol o auyvég aofapég
avemBUunTES evépyeieg (2 1% emirrwaon) frav Sidppoia, Tveupovimda, Trveupovikr epBohn, Trveupovia, uTrovatpiaipia, Tupegia, aveTTdpKela TWY ETTIVEQPISIWY,
£peTog, aguddrwan. O1 TTie guxvég avemBupunTeG EVEPYEIES (2 25%) fiTav Bidppoia, koTrwan, ouvdpopo epuBpoducaliodnaiag TTaAapwv-TrEAPdTWY, oTopaTiTida,
HuooKeAeTIKOG TTOVOG, UTTEpTact, efavenua, utroBupeoceiBiouog, Peiwon 6peEng, vauria, kKolhiakd dAyog. H TTAElovOTNTA TWY AVETTIBUUNTWY EVERPYEIWV ATav
e éwg PETpIEG (BaBuog 1 i) 2). Nivakag avemBiuntwy evepyeiwy. O avemBUUNTES EVEPYEIEG TTOU EVIOTHOTNKAY aTnv KAVIKR) HEAETN TNG KafodavTiviBng ot
ouvbuaopd pe vifohoupdpTn avagépovtal atov Mivaka 3, oupg@uva PE TNV Katnyopia opydvou oucTiHATOS Kal m ouyvotnTa kard MedDRA. O1 guyvéTtnreg
Buci(pm: ot GAoug Toug BaBpolc kai opifovTal wg egrig: oA guyveg (21/10), auyvég (21;‘100 £wg <1/1 D) oyl ouyvég (21/1.000 Ewg <1/100), pn yvworég (dev
pTopodv va exmiunBouy pe Bdon Ta SioBéoipa Bedopiva). Eviog kaBe karnyopiag guxvétnTag eupdviang, ol avemBUUNTES evepyeleg Trapatievial Katd
@Blvoucu oelpd c'oBupé'rnTu-; Mivakag 3: Avs'rn&uung evépyeieg He kafodavniviBn oe cuvBuaopo He viBoAoupdpTm. AoIHWEEIS Ka Trupuoltwcrslg MoAY
guyvES: AoipwEn Tou aVWTEPOU QVATTVEUCTIKOU GUOTHHATOS, ZUXVES: TIVEUROVia. AlaTapaxEg TOU aIHOTIOMTIKOU Kal Tou AEppikol ouoTipaTog. Zuxvég:
nwoivopiAia. AlATApayEg TOU AVOTOTIOINTIKOU CUTTHHATO. Zuyvég: utrepeuaioBnaia (cupTepiAapBavopevng g avaguAaKTIKNG avtidpaang), Ox1 cuxves:
oxenZOUEVN HE TNV Eyxuon avTidpaon utrepeuaioBnaiag. AlatapaxEg Tou evBoKpIvikoU ouaTApaTog Mokl auxvés: uTToBUPEEIBICHAS, UTTEPBUPECEIBIOHES,
Zuyveg: emveppidiakn averrdpkeia, Ox ouxvég: utropuoimda, Bupeoeidinda. Alarapayég Tou peTaBoAiopol Kai TG Bpéyng. MoAU cuxveg: HelwPEVN Gpegn,
ZTuxvég: aguddtwan. Alarapayég Tou VeupIKoU ouaThparos. Mok auxvég: Suoyeuoia, ZaAn, kepahahyia, ZUXVES: TIEPIPEPIKN VeupaTiaBeia, OXI CUXVES:
auTtodvoan eykepaiinda, covdpopo Guillain-Barré, puaaBevikéd ouvdpopo. Alarapayég Tou wrég Kal Tou AaBupivBou. Oy ouxves: eufoég. OpBaApikég
Siarapayég. Zuyveg: EnpogBahpia, Baut dpaan, Oy ouxvég: payoeidimda. Kapbiakég Siatapayég. Zuyveg: koATikr pappapuyr, Taxukapdia, Ox ouyvig:
Huokapditida. Ayyeiakég diatapayég. MoAU auxves: uTTéptaan, Zuxvég: BpopBwon?. AlaTapayég TOU aVATIVEUGTIKOU CUCTHHATOS, Tou BipaKa Kal Tou
pecoBwpdkiou. MoAl ouyvég: duopuvia, duoTivoia, Brixag, Zuxveg: Tveupovinda, Tveupovikr elBolr, emioTagn, uTredwkoTiKh ouhhoyr. AlaTapayég Tou
yaorpeviepikoU. Mol ouxveg: Sidppola, épeTog, vauTia, duokolkiétnTa, oToparinda, Kollakéd diyog, Buameyia, Zuxvég: kohimba, yaoTpimda, dAyog Tou
aTéparog, EnpoaTopia, aipoppoideg, Oy ouxves: Taykpeatinda, Sidtpnan Aerrtol eviépoub, yAwoooduvia, AlGTapayES TOU HTTATOS Kal TWV XOANPOpwY.
Zuyvég: nmarimda. Alarapayég Tou Sepparog Kal Tou utroSopiou 1oTou. Mol ouyvég: ouvdpopo Traiapo-TieApaTiaiag epuBpoducaiobnoiag, eEGvenua”,
KVNoupog, Zuxveg: ahwekia, §npodeppia, epuBnua, ahhayn xpliparog Tpixv, Oyl ouxvés: wwpiaon, kvibwaon. Alatapayég Tou HUOTKEAETIKOU TUCTAHATOG
Kail Tou ouvdeTikoU 1oTol. MoAU ouyvég HUOOKEAETIKOCTTOVOCd, apBpahyia, pulkol oTracpoi, Zuxvég: apBpimida, Oy ouyvég: HUOTIGBEIL, OOTEOVEKPWON TNS
yvdBou, oupiyyio. AlaTapayEg Twv VEQPUWV Kai TwY oupopopwv obwv. Mokl auyvés: Tpwreivoupia, Zuveg: VEQPIKN aveTrdpkeia, ofeia veppikr) BAABR, Ox
ouxvég: veppinda. Mevikég BiaTapayég Kal KATAOTACEIG TG 0dou Xopynong. MoAu cuxvég: koTwon, Tupegia, oldnpa, Zuxvés: dAyog, Bwpakiké dAyog.
NapakMvikég eZeTaoeic®. Mohu ouyvég: auénuévn ALT, auénuévn AST, uopwaopaTalpia, UTTacRecTiaidia, utTopayvnoiaipic, UTrovaTpiaipia, UTTepyAUKaIpia,
Aepgotrevia, au§nuévn aAkaMikn @wogardon, au§nuévn Amdaon, au§nuévn apuidarn), BpopBorevia, augnpévn kpearivivn, avaipia, Aeukotrevia, uttepkaAiaipia,
oudeTepoTrevia, uttepacBeoTiaipia, uTroyAukaipia, utrokahiaipia, aunuévn oAikr xohepuBpivn, umeppayvnolaipia, utrepvaTpiaipia, HElWHPEVO owaTiké Bapog,
Zuyveg: augnuévn xoAnoTtepohn alparog, utreptpiyAukepiBaipia. O1 guxveTnTeg TWY aveTBUUNTWY EVEPYEILWY TTou Trapouaiddovtal atov Mivaka 3 pmopei va pnv
amodidovral TAfpwe pove oty kafolaviiviBn, aAhd evdéxetal va epTrEpIKAEioUV TN cuvelopopd TG UTToKElPeEvNg voaou 1} améd Tn viBoAoupduTn TTou
Xpnoipotroieital o guvBuaopé. a. H BpépBwon eival évag ouvBeTog 6pog Trou TrepiAapBdvel BpopBweon e TuAaiag eAERag, Bpoupwaon TG TVEUpoVIKTig
PAEBag, TTveupovikr) BpopRwaon, aopTikr Bpoufwan, aptnpiakr BpouBwaon, ev Tw BaBel PAERIKA Bpoupwaon, Bpdupwon Tng TVeAKS PAEBaG, BpouBwon g
KoiAng pAERag, @heBikr BpopBwon, @Ak Bpoupwon dkpou. b. Exouv avagpepBei Bavarngopes Tepmmwoeis. €. To efavBnua eival évag ouvBetog 6pog TTou
TepiAapBavel T depparinda, Tnv opoialouca e akun Sepupatinida, TV TTopgoAuywdn Seppatinda, To amopohiBwrikd eEdvBnua, To epuBnuaTwdeg eEavBnua,
10 Buhakiwdeg efavBnpa, To knhidwdeg eavBnua, To knAiBoPAandwdeg egavBnua, To BAaTBdeg e§avBnpa, To KVNoUWdES EEGVBNUA Kal TO PAPHOKEUTIKO
eavenua, d. O puooKeAeTIKEG TTévVog elval Evag oUvBeTog 6pog Trou TTEPIAQUBAVE! TNV coualyid, Tov OCTIKS TTOVO, TO HUOCKEAETIKG BlpakIKe dAyog, T
HuookeAeTIKA) Buogopia, TN puahyia, TNV auxevadyia, To dAyog oTta dkpa, To dAyog omovAuAikgr) oTAANG. e. O ouXVOTNTES TWV EPYOCTNPICKWY OpwY
QVTITTPOTWTTEUOUV TO TTOTOOTO TWY agBeViIV TToU ERPAVIoay ETIBEIVWOT OTIG EPYAOTNRIAKES HETPNOEIS O OXETN WE TNV Evapén Tg peAETNg e eSaipeon To
MeEUEVO cwHaTKG Bdpog, TNV au§npévn XoAnoTepoAn aidarog Kai Tnv utrepTpivAukepidaipia. Meplypa@r) Twy ETAEYUEVIWY avemBUUNTWY eVEpYEILY, Ta
Sedopéva yia SlagopeTikég avTidpdaeig BaaifovTal ot acBeveig Tou eAdpBavav CABOMETYX 60 mg pia gopd nuepnoiwg armé To oTépa we HovoBepdTreia oTig
Baoikég peréteg ato RCC petd amé mponyoupevn otoxeupévn Bepareia pe VEGF kai o RCC xwpig TrponyoUuevn Bepareia kol oto HCC perd amd
TrponyoUdevn cuaTnIKY Beparrela 1 oe agBeveig TTou é:\aﬁcxv CABOMETYX 40 mg picl opd nuepnallg aTd To oTopA GE ouvduaapé pe VIBOAOUPGHTIT Ot
TPWTING-ypapung Tpoxwpenuévo RCC (Trapdypagog 5.1). Faarpeviepikr (TE) Sidy A, mma; 4.4). Biarprioeig ato 0,9% (3/331) Twv agbeviov pe
RCC mou eAduBavav kaBolavrivipn .Ta cupBdvra ritav BaBupot 2 4 3. O ﬁldpeaag xpévog Ewg v évapén nrav 10,0 eRdopdadeg. Moipaieg Siatpraeig
exBnAwBNKkav oo KAIVIK6 TTpoypappa yia Tnv KaBolavtiviBn. Zn peAérn Tou RCC xwpig mponyoupevn Beparreia (CABOSUN), avagépBnkav [E Siatpriceig aTo
2,6% (2/78) Twv aoBeviuv pe RCC trou AduPavav kafodavmivin. Ta cupBdvra fitav BaBpou 4 kai 5. Z1n peAétn HCC (CELESTIAL), avagépnkav diatprasig




I'E o7o 0,9% Twv aoBevivy Trou Ehafav kaBoZavtiviBn (4/467). Oha Ta oupBavta frav BaBuou 3 rj 4. O Sidpecog Xpovog epgpaviong fitav 5,9 efdopdades. Ze
ouvduaopé pe viBoAoupduTtm ot TTpoxwpnpévo RCC ae TrpwTng-ypappng Bepameia (CA2099ER) n ouyvoTnTta ep@AvIong SIaTprigewy Tou yaoTpevTEPIKOU
owhrva frav 1,3% (4/320) oe aoBeveig Tou EAafav Bepateia. ‘Eva guppdv frav o Babpol 3, duo oupfdvta Atav Babuou 4 kai éva cupPdv frav BaBpou 5
(Bavartngopo). Zto khvikd Trpdypappa Te kaBolavTiviBng exdnAwenkav Bavarngopeg Siatprioelg. Hrank: eykepalomddeia (BA. mapdypapo 4.4). T1n peAémn
HCC (CELESTIAL), n nmaTikr eykepahomrdBeia (narmikn eykegaromdBeia, eykegaomdBeia, utrepappwvialpikn eykepaiomaBeia) avagépBnke oto 5,6% Twv
aoBeviov TTou EAapav kaBolavtivifn (26/467). Ta oupPdvta BaBuou 3-4 ritav ot Tooootd 2,8% kai éva gupfav (0,2%) Babuou 5. O Biduecog Xpovog
EHpdviang ATav 5,9 efBouddeg. Aev cvuq;speqxuv TIEPITITWTEIG NTTATIKIG eykeparomdBeiag oTig peAéTeg RCC (METEOR, CABOSUN kai CA2099ER). Aidppoia
(BA. mapdypago 4.4). Zm peAérn RCC perd amé mponyoUpevn otoxeupévn Bepareia e VEGF (METEOR), n Sidppoia avagépBnke aTo 74% Twv agBeviov pe
RCC mou éhapav kaBolavTivin (245/331). Ta oupBdvta BaBuou 3-4 ritav oto 11%. O Sidpecog Xpovog eppaviang fitav 4,9 efdopddeg. Zn perétn RCC xwpig
Tponyoupevn Bepareia (CABOSUN), n didppoia avapépBnke oto 73% Twv aoBeviov Trou éhapav kaBolavriviBn (57/78). Ta ouppdvta BaBuou 3-4 rirav oto
10%. Zmn peAérn HCC (CELESTIAL), n Sidppeia avagpépdnke oto 54% Twy aoBeviuy Trou EAaBav kafolavivipn (251/467). Ta oupBdvra BaBuou 3-4 Arav oto
9.9%. O Sidpeaog Xpovog epeaviang dhwv Twv oupBdvwy Arav 4,1 epdopddes. H didppoia odriynoe ot Tpototroiroeig dOang, SIAKOTIES KAl OPICTIKI SiakoTT
oe 84/467 (18%), 69/467 (15%) kan 5/467 (1%) Twyv agBeviov, avrioToixa. Ze cuvduaopd pe viBohoupdptn ot rpoxwpnpévo RCC ot Tpwing-ypappnig
Bepameia (CA2099ER), n emitriwon didppoiag avagépbnke oto 64,7% (207/320) twv agBeviuv Trou EAapav Bepateia, cupBdvia BaBuou 3-4 o 8,4% (27/320).
O péoog xpovog yia TV Evapgn 6AwWv Twv cupBdaviwy frav 12,9 epdopddes. KaBuatépnon rj peiwan g 86ong cuveRn oto 26,3% (84/320) kel Siakerri oTo
2,2% (7/320) Twv aoBeviwv pe Sidppoia, avriaToixa. Zupivyia (BA. mapdyoawo 4.4). i peAétn Tou RCC petd amrd Trponyoupevn aToxeupévn Beparreia pe VEGF
(METEOR),1a auplyyia avagép8nkav oo 1,2% (4/331) Twv agBeviv TTou eAdppavay kafolavtivifn kai TepiAduBavay TTpwkTIKG cuplyyia oo 0,6% (2/331)
Twy acBevioy Trou AdpPavay kafolavTivipn. Eva oupBav ritav BaBuol 3 kai Td utrdAonta firav BaBuou 2. O Sidpecog xpovog Ewg Tnv Evapgn frav 30,3
efBopadeg. Zn peAétn Tou RCC xwpic rponyouuevn Bepareia (CABOSUN), Sev avagépBnkav Trepimricelg Pe oupiyyia. Zmn peAém HCC (CELESTIAL), ta
ouplyyia avagépbnkav ot 1,5% (7/467) Twv aoBeviov ue HCC. O Siduecog xpovog eppaviong frav 14 efdopddeg. Le ouvdbuaopd pe VIBOAOUPAUT O
Tpoxwpnuévo RCC oe TPWING-YPaPHAG Beparreia (CA2099ER) n ouyvéTtnTa eppdvions oupiyyiou avagépbnke ato 0,9% (3/320) Twv acBevivy Tou s.\uﬁc:v
Bepateia kai n ocofapémTa fTav BaBuou 1. @avamgeopa oupiyyia exdnAwbnkav oto kAiviké TTpéypappa TG kapedaviviBng. Al la (BA. oy 4.4
Zn pehémn Tou RCC petd amd mponyoupevn aTtoxeupévn Bepareia pe VEGF (METEOR),To TrocoaTé epgdvions oupBaviwy cofaprig aipoppayiag (Bauou =

3) frav 2,1% (7/331) oe agBeveig pe RCC trou Addupavav kafodavmivipn . O didpecog ¢ xpévog twg Tnv évapén frav 20,9 eRopdadeg. Z1n peAétn Tou RCC xwpig
Tponyouuevn Bepameia (CABOSUN), to TTocooTéd eupdviang oupBdviwy cofapric aipoppayiag (Babueu 2 3) Arav 5,1% (4/78) oc aoBeveic pe RCC Tmou
Aappavay kaBolavniviBn. Zrn peAétn HCC (CELESTIAL), n ouxvaTtnTa ejgdviang cofapwy aijoppayikwy emreicodiwy (BaBudg 2 3) rirav 7,3% otoug aoBeveig
mou éAafav kaBodavriviBn (34/467). O Bidpeocog xpbvog eppdviong frav 9,1 efdopddeg. Ze ouvduaoud e viBodoupduTn ot TTpoxwpenuévo RCC ot Tplotng-
ypappng Bepameia (CA2099ER) n cuxvétnTa epgdviang aijoppayiag 2 BaBuou 3 frav oo 1,9% (6/320) Twv acBevisy Tou ehafav Bepatreia. Gavatneopes
aipoppayieg exdnAwdnkav oto kKAIVIKd TIpoypappa yia TNV kapolavmivin. Zuvd; omigBiac avaarpéwine evkepatomddeiac (PRES) (BA. may aQo 4.4).
Aev avagpépBnkay TrepioTaTikd PRES omg peAéreg METEOR i CABOSUN rj CA2099ER rj CELESTIAL, 6pwg £xel avapepBel PRES omdvia ot dAAeg KAVIKEG
Bokipeg (o€ 2/4872 dropa, 0,04%). Aulnugva nratiké Eviuua kard 1 xoprynon e kaBodaviiviBne oe auvbuagud e viBoAouudurn oro RCC. Ze pia KAIVIKR
HeAETn aoBeviov pe RCC o orolol Sev eixav AdBel rponyoupéviig Beparreia Kai EhaBav kaBolavmiviBn oe ouvBudodo pe viBoAoupdpTrn, Trapatpribnke
uynAétepn emmitmwan BaBpou 3 kai 4 au§npévng ALT (10,1%) kan au§nuévng AST (8,2%) ot oxéon pe Tn HovoBepameia pe kafolavmiviin oTtoug aoBeveig He
mpoxwpnuévo RCC (n ALT augriBnke kota 3,6% ka1 n AST augribnke katd 3,3% atn peAé METEOR). O Sidpeoog xpovog Ewg Tnv epgavion g Babuod > 2
augnon TG ALT 1 Tng AST Arav 10,1 priveg (e0pog: 2 éwg 106,6 eBdopddeg, n = 85). ZToug aoBeveig pe BaBuou 2 2 au§nan g ALT rj Tng AST, ol auénoeig
uTroxwpnoav otoug BaBuoug 0-1 oe 91% pe Sidpedo xpévo Ewg TV amokatdoTaon2,29 efdopdde (eupog: 0,4 éwg 108,1 epdopddeg). Metagu Twy 45
aoBeviov pe Babuol = 2 augnon g ALT rj Tng AST aToug otroioug éyive eravarTpokAnon pe kafodovtiviBn (n = 10) fj pe viBohoupduTtrn (n = 10) pepovwpéva
1 Kal pe Ta duo (n = 25), emaveppdvion augnpévng ALT | AST BaBuou 2 2 onpeiwbnke ot 4 acBeveig Trou éAafav kaodavmivipn, oe 3 aoBeveig ou éAafav
viBohoupdpTn kol 8 acBeveig Trou éAapav kaBolaviiviBn kal viBoAoupdpTn padl, YmoBupeoeibioude. Zm pehétn oto RCC pera ammé mpenyoupevn oToxelouoa
Bepameia pe VEGF (METEOR), n emimmwon Tou umoBupeceiBiodou frav 21% (68/331). Zrn pehétn RCC xwplg ponyoupevn Bepameia (CABOSUN), n
EMiTTTWON Tou uTtoBupeoeiBiopou riTav 23% (18/78) ot aoBeveig ye RCC Tou éAaBav Bepareia pe kapodavmvin. Zm peAérn HCC (CELESTIAL), n emimmwon
Tou uTroBupeosiBiopol frav 8,1% (38/467) oe aoBeveig TTou EAaBav Bepareia pe kafolavnvipn kal Ta cupPdvra BaBuou 3 ot 0,4% (2/467). Ze ouvBuacpd pe
viBoAoupdpTm oe Tpoxwpenuéve RCC o Beparreia Tpwtng ypapprig (CA2099ER), n etrimwon Tou utreBupeoeiBiopou frav 35,6% (114/320) Twv agBeviov
Tou éAafav Bepatreia. Ava TfavoAoyoUuevwy avemBUuNTWY evepyeltwy. H avapopd mBavoloyoUpevv avemBUunTwy EVERYEILY HETA aTrd Tn Xoprynon
dadeiag KukAogopiag Tou QopPHAKEUTIKOU TTRoidvTog ival onpavTikn. ETripéel T ouvexr) apakohoUBnan Tng oxéong opEAoUG-KIVBUVOU TOU PapHaKeUTIKOU
TpPolGVTeS. Znreital amé Toug eTayyehdaTies uyeiag va avagépouy omoiccdriTrote MBavohoyolpeveg avemmBUNNTES evEpyEiEg HECW Tou eBviKoU guaThipartog
avapopdg Trou TrepiypageTal ato Mapdptnua V. 6.4 ISiaitepeg mpoguAdgeig kard Tn guAagn Tou poidvTog Aev utrdpyouv eidikég obnyieg diatipnong yia
10 TIPOIGY auTtd. 7. KATOXOZ THEI AAEIAZ KYKAO®OPIAL Ipsen Pharma 65 quai Georges Gorse 92100 Boulogne-Billancourt l'aAAia. 8. API@MOZ(OI)
AAEIAY KYKAO®OPIAZ CABOMETYX 20 mg emikaAuppéva Je AeTTTod upévio Siokia EU/1/16/1136/002 CABOMETYX 40 mg eTTKaAUppéva HE AETTTO UMEVIO
Siokia EU/1/16/1136/004 CABOMETY X 60 mg etmikaAuppéva pe AeTrmé upévio Siokia EU/1/16/1136/006. 9. HMEPOMHNIA NPQTHEI EFKPIZHE/ANANEQEIHE
THIAAEIAZ Hugpopnvia mpuwtng Eykpiong: 09 ZetrrepPpiou 2016. Huepounvia teAsutaiag avavéwong: 21 AmrpiAiou 2021 10. HMEPOMHNIA ANAGEQPHIHZ
TOY KEIMENOY /\eTrTopepeic TTAnpogopieg yia To TTapdv @apuakeuTike Trpoidv eival SiaBéoipeg atov SikTuake TéTmo Tou Eupwirdikot Opyaviopol ®appakuwy:
http://www.ema.europa.eu.

XOPHIEITAI ME NEPIOPIZMENH IATPIKH ZYNTAIH AMO EIAIKO MATPO
KAI MAPAKOAOY®@HZIH KATA TH AIAPKEIA THE ATQrHZ

 IPSEN

Innovation for patient care

EakNa nviios “Wm“"“'"“’“" cobaMt A T 2311212021 IPSEN MON. ENE
QNEE g averBipure evépyeies yia ATIOY AHMHTPIOY 63 174 56 AAIMOE, AGHNA
_ONATa déppara CABOMETYX 20MG T.M.: 4755,63€ THA.: 210 9843324, 210 9858930, FAX: 210 9887911
ELETORPSOEG TN RICIPIN KARTA CABOMETYX 40MG T.M.: 4755,63€ E-mail: ipsenepe@ipsen.com, hitp://www.ipsen.gr

CABOMETYX 60MG T.MN.: 4755,63€ Tnhépuva gappakoemaypimmong: 210 9843324, 210 9858930
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VTo (PAPUAKO QUTO TEAET UTTO OUPTTANPWRATIKA TrapakoiolBnon. Aute Ba
ETITPEWE! TO YPryopo TTPOCDIOPIoHO VEWY TTANpogpopiwy aopaleag. Znreital
amé Toug ETTayyeAATIES UYEiag va avagépouy oTTolegdRTIOTE TBavohoyou-
Heveg avemBUpNTES evEpyeieg. BA. Tapdypago 4.8 yia Tov TpATo avagopdg
AVETBUUNTWY EVEPYEIGIV.

Phesgo 600 mg/600 mg evéoipo SidAupa

Phesgo 1200 mg/600 mg evéoipo SidAupa

Evéoigo digAupa. Alauyig Tipog Ipidifov SidAuda, GXPWHO TIPOC EATQPLIC
kaoTavo, pe pH 5.2-5.8, wopwnkamra 270-370 kar 275-375 mOsmol/kg yia
Ta SiahUpara 1200 mg/600 mg kar 600 mg/600 mg, avriaToixa. 2. MoloTiK
Kal TroooTiKn] ouvBeon: Phesgo 600 mg/600 mg evéaipyo SigAupa: Eva
piadidio 10 mL Siahopatog TepiExer 600 mg TeproufoupapTng kai 800 mg
TPAOTOUCOUHAUTING.

KaBe mL diahUparog Trepiéxel B0 mg meproudoupdpTng kar 60 mg Tpaatou-
CoupapTmg. Phesgo 1200 mg/600 mg eveoipo SidAupa: Eva @iaAidio 15
mL SiaAvpatog TepiExer 1200 mg meproudoupduTng kal 800 mg TpacToulou-
papTng. Kage mL diahipartog mepiExsl 80 mg meproudoupdptng kar 40 mg
TpacToudoupduTng. H mepToudoupduTn kai n TpacTouloupduTn eival efav-
BpwriToToINpEva POVOKAWVIKA avTiowyata avoooagaipivg (Ig)G1, Ta omoia
TapAayovTal OE KUTTOPA BnAGOTIKWY (aTTO TIC WOBAKES KIVECIKOU KPIKNTOU) WE
Texvohoyia avacuviuacpévou decofupiBovoukAtivikol ofEog (DNA). MNa Tov
TARPN KaTdAoyo Twy ekBoxwy, BA. TTapdypapo 6.1.

4.3 Avrevdeifeig: YmepeuaiaBnoia oTig SpacTiKEg OUTIEG | O€ KATTOIO aTTé Ta
ekBoxa Tou avagépovial aTny TTapaypago 6.1. 4.4 EISIKEG TpoEIBOTIOINCEIG
Kai mpouAdEeic Katd Tn Xpnon: IxvnAaoiuornra: MNpokeipévou va BeATiw-
Bei n ixvnAaoipoTTA TWY BIOAOYIKWY QAPHAKEUTIKUV TIROIGVTWY, TO Ovopd Kal
0 apiBpéc TTapTIdAg Tou XopnyouHEVOoU TTpoIovVTeg Ba TTPETTEN va KaTaypa@eTal
He cagrveia. AUTAsIToupyia aploTephic KolAiag (oupmepiAauBavouEvng
NG CUUPOPNTIKNS KAPSIGKNS aVEAPKEIAS): Exouv avagepbei PEIOEIC
oTo khaopa e§wlnang apioTepric kolkiag (LVEF) pe @appakeutikd mpoiovia
mou TrapepTrodifouv n SpaatnpieTTa Tou HER2, oupmepirapfavopéving mng
TEPTOU{OUPAUTING Kal TG TpaoToudoupdpTng. H ouxvomnTa epeaviang g
CUpPTITWHATIKAG ouaToAikng SuaAemoupyiag g apioTepng Kokiag (LVD [oup-
popnTiK kapdiakn averrdpkeia)) ATav uynAoTepn ot aoBeveig uTTo Bepameia
HE TTEPTOUCOUNAUTIN O CUVBUGCHS UE TPATTOUJOUUAETTN Kal XnpeloBepaTieia
o€ OUYKpION HE TV TpadTtoufoupduTn ouv xnueioBepareia. Z1o mhaioio g
ETTIKOUPIKAG Bepartieiag, n TAEIOVOTNTA TWY TTEPITITWOEWY CUUTITWHATIKAG
kapBiakrg aveTdpkelag Trou avagépBnkav frav yia acBeveig Tou éAaBayv xn-
peoBepareia pe Baon v avBpakukAivn (BA. Tapdypago 4.8). O1 agBeveig ol
oTToiol Exouv Adfel Trponyeupevn Bepatreia pe avBpakukAiveg i Exouy utroBAn-
Bei o ponyoupevn akTivoBeparreia oy MepIoY Tou Bwpaka eVIEXETAI va
Siatpéxouv uwnAoTepo Kivduvo peiwang Tou LVEF Baoel HeAETWY P evOOpAE-
Bia meprouloupduTin o guvBudopd PE TRACTOUJOUPGUTIN Kal XMueioBepa-
meia. O aoBeveic Pe 10TopIKG goPBapng kapdiakng vooou f dAAwv 1aTpiKlv
KOTAOTACEWY, IOTOPIKO KOIAIaKWY BuopuBuitiv 1 TrapayovTeg kivBivou yia Tnv
avarnrugn koihiakwy duopuBpiwy eaipéBnkav amo Tnv (véa) emmkoupikn Bepa-
meia yia Tov NMKM otn Baoikn dokiun FEDERICA pe Phesgo. To Phesgo dev
Exel peAeTnBei oe aoBeveig pe: Tipn LVEF < 55% (MKM) i < 50% (MKM) mpiv
aTrd Tr) Bepatreia TPONYOUHEVO I0TOPIKG CUHPOPNTIKIG KAPBIAKAC AVETIAPKEI-
ag (ZKA) kataotdaeig Tou Ba propolgav va emBapUvouy T Aermoupyia Tng
apIgTEPNG KOIAIQG, OTIWG Eival N P EAEYXOUEVN UTTEPTAOT, TO TTPOCQATO E-
ppaypa Tou puokapdiou, n goBapr kapdiakn appubuia, n omoia xpRdel Bepa-
meiag i n aBpoiaTikn Tponyoupevn ExkBeon oe avBpakukAivn éwg > 360 mg /
m2 dofopouBikivng i aAAng avrioToikng. EmimAéov, n TrepToufoupauTin Ot
ouvBuaop6 He TpacTouloUPGUTIN Kal XnpeloBepaTieia Sev £xel peAeTnBei o
aoBeveig pe pewoeig oto LVEF <50% kartd 1 Sidpkeia TTponyoUHevng ETMKOU-
pikig Bepatreiag pe TpacTouloupdpTn. ExnipnoTe 1o kAdopa eEwlnong api-
atepng kothiag (LVEF) mpiv amé v évapén Tou Phesgo kai avad TakTd xpovika
GiaoTAPaTa Kard Tn didpkeia NG Bepateiag (W.). Hia popd Katd T dIGPKEIT
™G el0aywyikng Beparreiag kai kabe 12 efdopadeg oTnv eMKoupikn Bepameia
Kal gTO JETAOTATIKO oTddio) yia va diaogalioete 6T To LVEF Bpioketal eviog
TWV QuUOIoACYIKWY opiwv. Edv To LVEF éxel peiwBei oTrwg uTrodeikvuetal atny
napdypago 4.2 kar dev Exer BeAniwBEei, 1} Exel pewBE TEPIOTGTEPO OTNV ETTO-
pevn extipnon, Ba mpémel va eferaletal damépwe n Siakotr Tou Phesgo,
EKTOG Edv Ta O@EAN yia kaBe aoBeviy aropika Bewpeital OT UTTEPTEPOUY TWV
KIvBUvwy. O Kapdiakog Kivduvog Ba TIpETE! va AauBaveral uTioyn TIPOCEKTIKA
Kdl VO I00PROTIEITal £vavTi TMG IaTRIKAG avdykng kabe acBevoUs aTopikd Tpiv
armo Tn Xpnon Tou Phesgo e pia avBpakukhivn. Me Baon Ti¢ appaKoAoyIKEG
Bpaoeig TwY TapayovTwy Tou atoxelouv otov HER2 kai Twy avBpakukAvwy,
o kivduvog kapdiakng TogikoTnTag avapEveral mBavig va eival HEYOAUTEPOG
KaTd v Tautdxpovn Xpron Tou Phesgo kai avBpakukAVWY atrd 6T KaTd 1T
Biadoy ki Toug xprion. H Siadoxikn xpnorn Tou Phesgo (ot ouvBuaopd pe 1a-
gavn) agiohoynBnke petd 1O OKEAOG TNG SofopouPikivng BUo OXNUATWY HE
Baon Tnv avBpakukAivn otn peAetn FEDERICA, evuw n Siaboyikn xprion g
evOO@AERIaG TTEPTOUCOUPANTING (08 OUVOUQCHO HE TPAOTOUJOUHAHTIN Kai Hiat
tagdvn) aflohoyri8nke PeTd To okéAog TN empouBikivng f Tng dofopoufikivng
ToAMWY oxnpdTwy Baoiopévwy ot avBpakukAivny oTig peAéteg APHINITY kai
BERENICE. Ta &edopéva aopaieiag Tou sival SiaBégipa yia TV TauToypovn
xpnon g eviopAEBiag TTepTOuloUPAHTING O CUVBUATHO HE TPaCTOUJOUHG-
M Kai pia avBpakukAivn eivar Tepiopigpéva. Z1n peAétn TRYPHAENA, n ev-
SopAtBia TTeprouloupdpTIn 08 CUVBUOOHO HE TPACTOUZOUHANTTR Xopnynenke
TauToxpova pe eMpauPikivr, wg HEpog Tou axrpatog FEC (5-gpBopiooupakiAn,
empoufikivn, Kukhopwogapidn) (BA. TTapaypdpoug 4.8 kal 5.1). Mdavo acBe-
veig ou dev eixav AdBer Tponyoupevwg XnpeioBeparreia EAapav Beparreia kai
eAaBav xapniég abpoloTikég Booelg empouBikivig (Ewg 300 mg/m2). Ze auth
TN HEAETN, N KapBIOKN ao@AAEia RTav TapopoIla PE EKEIVN TTOU TTApaTnprenke
ae acBeveig aToug oTToioug Xopnynenke To idio oxAua arAd pe diadoxikn xopn-
ynon g TeprouloupduTIng (HETa TN XnueloBeparrsia pe FEC). Avridpdosis
TOU OXETI{OVTAI € TNV EVECH/AVTISPATEIC TTOU TXETIOVTAl [IE TNV EyXucn
(IRRs): To Phesgo £xel GUOXETIOTEI HE avTIDPACEIC OXETICOPEVEG PE TNV EVEDN
(BA. Tapaypago 4.8). O1 avTiBpAacElg TIOU OXETI{OVTAl PE TNV £VEDT] OpIoTNKAV

wg OTIOIABATIOTE CUTTNHATIKI aQvTidpaar Pe TUPTITWHATA OTIWG TIUPETAG, Piyn,
KegaAahyia, TBavwe AOyw aTEAEUBEPWONG KUTOKIVWDY, TToU £dpavioBnkay
EVTOC 24 wpwv amo T xopnynon Tou Phesgo. Zuviotdral oTevrj mapakoAou-
gnon Tou aoBevoug katd T Sidpkeia kai yia 30 AeTrTd peTd amméd Tn Xopnynon
NG S6ong epédou kal kard T Sidpkeia kal yia 15 AeTrTa peta ame 1 xopriynon
e daong ouvtipnaong Tou Phesgo. Eav onuewBei onpavriki avridpaor ou
OYETICETAI PE TNV EVEON, N EveaT Ba TTPETTEI va eMIRBPaduVBE ) va diakoTTEl Kai
va xopnynBouv karaAAnAeg iaTpikég Bepateieg. O acBeveig Ba Tpemel va afl-
oAoyouvTal Kal va TTapakoAouBolvTal TIPOTEKTIKA PEXPI TNV TTARRN atrodpoun
TWY ONUEIWY Kal TwY gUupTITwpdaTtwy. @a Trpémel va efetaatei To evBexopevo
apioTikrig diakotrg oToug acBeveig pe cofapég avndpacels oXEN{OpEVES HE
tnv éveon. H kAivikr) autr] extipnon 8a trpémel va Baocifetal ot BaputnTa Tng
TrponyoUpEVNg avTiBpaang kail oTny aviaTmakpion ot Xopnyoupevn Beparreia
yia TNV avemmeuunTn evépyeia (BA. TTapdypago 4.2). Mapoio Tou dev £xouv
TrapartnpnBei Bavarngopeg ExBAOEIC 01 OTIDIEG TTPOKUTITOUY Ao avTIBPATEIG
OXETICOPEVEG pE TNV Eveon Pe To Phesgo, Ba TipéTel va BideTal TTpogoxn, Ka-
Bl Bavatngopeg avTidpaoElg OXETIJOPEVEG HE TNV £yXUOn EXOUV CUTXETIOTEI
pe v evBo@AERia TepToudOUPAUTN O ouvBUaoHo HE evBoQAERIa TpaaTou-
Joupdpmn Kol xnpeloBepameia. AvniSpdosgls umepsuaiobnaias / Avaguia-
&ia: O aoBeveic Ba mpémel va TapakoAouBouvial oTevd yia avTidpdoeig
uTepevaloBnoiag. ToBapég avTiBpATElg UTTEPEUaICBNTiag, cupTTEpIAauBavo-
HEvwy Tng avaguAatiag ka oupfavTwy pe Bavatngopeg ekBdotlg, Exouv Tra-
pampnBei pe TNV TEPTOUOUPANTIT OE CUVBUAOHG PE TPAOTOUZOUPAUTIN Kal
xnueoBepateia (BA. Tapaypago 4.8). H rAsioyngia Twy ava@uUATKTIKWY avTi-
Spacewy ouvePn eviog Twy TTpwTwy 6-8 KUkAwy Bepameiag, Grav n TrEPTOU-
COUPGTIN Kal N TPacTOU{OUNAUTIN XopnyRenkayv ot guvBuaouo PE XNUEIoBE-
paneia. Oa Tpémel va SiaTievial yia GUEOT) XPaN QAPHAKEUTIKA TrpoiovTa yia
TNV QVTIFETWITION QUTWV TWV QvTISPATEwWY, KaBwe Kal EEOTTAITUOE aVTIMETWTT-
ong emeiyoucag kardotaong. To Phesgo Trpémel va SiakOTTETal OPIOTIKG OF
TrepiTiwon avnidpdoswy uTepeuaiaBnaoiag (avaguiagia) dou BaBpol karta
NCI-CTCAE, Bpoyxoomagpou rj ouvBpopou ofeiag avarrveuaTikng duayEpel-
ag (BA. Tapdaypago 4.2). To Phesgo avrevdeikvutal ot aoBeveig pe yvwaoTn
uTrepeuaIoBnaia aTnNy TTEPTOULOUPNTIN, OTNY TPAoToudOUNGHTIT) 1] OE OTToIo-
Bnmote amé Ta ékdoxd Tou (BA. Tapaypago 4.3). EumUpeTn ouberepomevia:
O1 aoBeveig utro Beparreia pe Phesgo oe ouvduaopo pe tafavn diatpéxouv
augnuévo Kivduvo euTTupeTnG oudetepotreviag. O1 acBeveig uTté Bepameia pe
evbogAEPia TreproudoupdauTn ot ouvBuaopo pe TpaoToudoupdpTn kal SooETa-
EeAn Biatpéyouv auinuévo KivBuvo EPQAvIaNg EPTTUPETNG OUDETEPOTIEVIOG OU-
YKPITIKG pE Toug acBeveic uTrd Bepatreia pe eikoviKG @dppako, TpagTouloupd-
TN Kal SooetafEAn, eidikd kard Tn dApKE TwV TPWTWY 3 KUKAWY TNG
Bepareiag (BA. Tapdypage 4.8). Ztn peAétn CLEOPATRA, aTov HETQOTATIKG
KQPKIvo TOU paaTol, O KaTwTiaTog apiBpds ouBeTepo@Iidwy fTav Tapopoiog
oToug aoBeveic UTTO Bepatieia Pe TTEPTOUZOUHAUTIN Kal Toug aoBeveig uTro Be-
pareia pe eKoviKo @dppako. H ugnAdtepn cuyvoeTnTa epgAaviang Tng epTTUpe-
NG oudeTepoTTeviag oToug aoBevei uTto Bepatreia pe TTEpTOULOUHANTIN OXETI-
aTNKe HE UYPNAGTEPN ouyvornTa epgaviong BAevvoyovimdag kal didppoliag
aTOUG OUYKEKPIPEVOUG aoBeveig. Oa TIPETTEl va eEETAOTE! TO EVOEXGHEVO XOPT|-
ynNong oupTITwHaTIKAG Bepartteiag yia Tn BAevvoyovimda kal T digppoia. Aev
avapepBnke kavéva oupPav ePTrUpeTng oudeTepoTreviag petd amo T SiakoTn
g doaetageing. Ardppora: To Phesgo pmopei va pokaréoel aofiapr Sidp-
poia. H &idppoia ival ouyvotepn kata Tn SiIdpKeia TAUTOXPOVNG XOPRYNang HE
Beparmeia pe Tagavn. O nukiwpévol aoBeveig (= 65 eTwv) Exouv uynAcTepo
kivduvo didppoiag oe gUyKpIoN e VEOTEpOUG aoBeveig (<65 etwv). H didppoia
TIPETTEl V& QVTIPETWITIOBET oUppwva Pe TI OUVABEI TTPaKTIKES kal odnyieg.
Mpétel va eEeTaaTei n TTpWiIKn TrapéuBaan Pe AoTrepapidn, uypd Kal aTToKaTd-
otacn nAskTpoAuTwy, ISiaiTepa ot NAKIWHEVOUS aOBEVEIS Kal OF TIEPITITWEN
gofapng | maparetapévng diappoiag. Mpémer va e€etacBei n diakotn g Be-
pameiag pe Phesgo eav dev emimeuyBei BeAtiwon Tng karaocTaong Tou aoBe-
voug. Otav n Sidppoia TeBei uTro EAeyxo, n aywyn pe Phesgo pmopei va arro-
kataatadel. Mveupovikd ouppavra: Exouv avagepBei cofapd TVEUpHOVIKE
gupBdvta pE TN Xprion TS TPaoToudoUHAUTING PETA TNV kukhogopia atnv
ayopd. Autd Ta oupPavia unnpéav TepioTagiakd Bavarngopa. EmimAéov,
Exouv avagpepBei TTepIMTWoEIg SIdUETNS TIVEUHOVIKAG vOTOU, oupTIEpIAauBa-
VOHEVWY Twv BINBrioewy Tou Trvelpova, Tou guvdpopou ofeiag avaTveuaTIKNG
SuoxEpElag, TNG TIVEUOVIAG, TNG TIVEUHOVITIBAG, TNG UTTEWKOTIKAG GUAACYNC,
TNG avaTveuaTikig SUoxEpEiag, Tou 0Eog TIVEUHOVIKOU 0IBMHATOG Kal TG ava-
TIVEUOTIKNG aveTrdpkeiag. O Trapayovieg KivBuvou Trou oxeTifovtal e 1 did-
HECT] TIVEUHOVIKR OO0 TrepihapBdvouy TrponyolUuevn f Tautéxpovn BepaTreia
HE GAAEG avT-vEOTTAQOHATIKEG BEPATIEieg TTOU Eival yVwaTO OT1 OXeTifovral He
authv 6Twg ol Tagdveg, n yeparraivi, n BivopeABivn kal n akTivoBepameia.
Aurd Ta gupBavTa UTTOpEi Va TTPOKUWOUY WE HEPOG HIaG avTiGpacng TTou axe-
TifeTan pe TV Eyxuon A pe kaBuoTepnuévn evapén. O1 aoBeveic TTou Brvouv
SUgTTVoIa OE NpEpia AGYw ETITTAOKWY TIPOXWPRNHEVIG KaKonBEIag Kal guvvo-
aNPOTATWY HTTOPEI Va SIATPEXOUV QUENUEVO KivOUVO TIVEUHOVIKWY TUHBAVTWY.
Emopévwe, autoi o acBeveig Sev Trpetrel va Aapfavouy Phesgo. Mpémer va
BideTan rpogoyr oTnv TVEupovinda, eidika ot aoBeveig TTou AapBavouv TauTo-
¥pova Tataveg. ExSoxa: AUTO TO QUPPAKEUTIKG TTPOIOV TTEPIEXEI AlYOTEPO AT
1 mmol vatpiou (23 mg) ava doan, dnAadn eival ougiaoTikd «eAeUBepo varpi-
ou». 4.8 AVETIBUUNTES EVEPYEIEG: ZUVOWN TOU MROQIA aogdAeias: Oi Mo
aguyvéc ADRs (230%) mou avagépBnrav ot acBeveic Tou umrofArBnkav ot
Bepameia pe Phesgo 1 evBopAEBia TrepToulQUHANTIN OE CUVBUAOHO HE TPO-
aToufoupapTm kai xnueioBepaTieia frav n ahwekia, n Sidppoia, n vautia, n
avaipia, n eEaoBévion kai n apBpahyia. Ta mo ouxva cofapd avemBuunTa
guppavta (SAE) (= 1 %) Tou avagepBnkav ot agBeveic TTou uTToPANBNKav ot
Beparieia pe Phesgo i evBoghéfia TreproufoupdpTn gt guvBuaopd PE Tpa-
oTouloupdauTIn ATAY N EUTTUPETN OUBETEPOTTEVIA, N KApSIaKN QVETIAPKEID, N
Trupetia, n oudeTepoTrevia, n OUBETEPOTTEVIKR OTjYn, © HEIWHEVOS apIBuog ou-
SeTepogihwy kal n Trveupovia. To rpogiA aogpdAeiag Tou Phesgo rfitav auvoAr-
KA OUVETTEG HE TO YVWOTO TTpo@ik ao@aAeiag Tng evBo@AEBiag TTepToudoupa-
ptng ot ouvbuaopd pe TpaoToudoupduTn, pe pia mpooBetn ADR Tng
avTidpacng oTo gnpeio Tng éveong (14,9% évavr 0,4%).



KaraAoyog avemBuuntwy avriSpdoswy UIro gopen mvaka: H aogaieia
NG TEPTOULOUPAUTING OF OUVBUAOUO WE TpacTouloupauTn £XEl agiohoynBei
oe 3834 aoBeveic pe HER2-Bemikd Kapkivo Tou pacTou oTig Baoikég SoKIPEg
CLEOPATRA, NEOSPHERE, TRYPHAENA, APHINITY ket FEDERICA. Hrav
VEVIKG OUVETTAG PETagU Twy PEAETWOV, AV KAl N CUXVOTNTA ERPAVIONE Kal Ol TTIo
OUyVEG aveTnBUPNTEG evEpyeleg pappdkwy (ADRs) TroikiAav avahoya pe 1o eav
N MEPTOULOUPAUTIN O€ CUVDUAOUO PE TNV TPUCTOULOUHARTIN Xopnynenkav He
N Xwpig ouyxopnyoUpevoug avTiveoTTAaopaTikoug Trapdyovieg. O Mivakag 2
mapouaiadel Tic ADRs Trou £xouv avagepBei OXETIKA PE TN XpRon TNg TEp-
TOU{QUHAUTING OF OUVBUOUOG PE TPaoTOU{OUPAHTIN Kai XNHEIOBEpaTIEia oTig
TapakdTw Paoikeég khvikég dokipEg (n = 3834) kan peTd TNV KUKAOPOpia Toug.
« CLEOPATRA, atnv omoia n TeprouloupduTn xopnyrnenke oe ouvduaouo
He TpacToudoupapTn kal Sooetaéhn ot aoBeveig He HETAOTATIKO KAPKivo Tou
paoTou (n = 453) « NEOSPHERE (n = 309) kot TRYPHAENA (n = 218), oTic
oTroieg N TepToudoUpAPTIN Xopnynenke wg elcaywyikn Bepareia o ouvdua-
OO PE TPAOTOULOUUGNTTN Kal XNUEIOBEPATIEIR OF AOBEVEIG PE TOTTIKG TTPOXW-
pnuévo, @Aeypovidn i Tpwipo kapkivo Tou paatou « APHINITY, atnv omoia
n TepToudoupAaHTIn XopnyriBnke wg emkoupikn Bepareia oe ouvduagpd He
TpaoTouloupduTIn Kal XnueioBepatreia Baoiopévn f pn o€ avBpakukhiviy, n
otroia mepieAdpBave Tagavn ot aoBeveig PE TPWIHO KapKivo Tou paaTou (n =
2364) » FEDERICA, otnv omeia 1o Phesgo (n=243) 1§ evdopAERia TrepToulou-
papTrn kai TpacToudoupdpTn (n=247), 568nkav ot guvBuaauo e xnueioBepa-
Teia oe aoBeveig pe TPLIPO Kapkivo Tou pacTtou. Emeaidn n mepTououpauTn
XPNOIPOTToIEITal 08 ouvBUaouO PE TpagToulouPauTIN Kai XNuEeioBepaTeia, eivai
Blokoio va emBefaiwBei n amohoyikn oxéon piag avemBupnTng aviidpaong
HE EVO OUYKEKPIPEVO PUPUPAKEUTIKO Trpoiov. OI ADRs TrapaTiBevTal TapokdaTw
aup@wva Pe Ty katnyopia/opyaviké giatnua (system organ class, SOC) tou
MedDRA ka1 Ti¢ kamnyopieg ouxvorntag: * MoAu ouyvég (2 1/10) » Zuyveg (=
1/100 Ewg <1/10) = Oy ouyveg (= 1/ 1.000 éwg <1/100) = Zmavieg (= 1/10.000
£wg <1/ 1.000) * NoMd omavieg (<1 / 10.000) = Mn yvworTég (Bev pmmopolv va
ekTiunBo0v pe Pdon Ta SiaBéoipa Sedopéva) Ze kABe Katnyopia guyvoTHTWY
kal kamyopia/opyavike ouomua (SOC), of ADRs Trapouoiadovial Pe ogipd
pBivouoag oofapotnrag.

Nivakag 2 Zovoyn Twv ADRs ot aoBeveic mou éAapav Bepameia e ep-
TOUZOUNGHTIT], TPOTTOUTOUNANTTN O BAOIKES KAIVIKEG BOKIMEG™, Kal HETA
™V KukAogopia

Karnyopidalop- = 2 - . .
|yaviké cvoTa oAb guxvic | ZuxvéS |Dxiouxvec) Zmdvies
ACIHWEEIS Kal Pivogapuyyinda | Mapovuyia
TAPATITWTEIS Aoipwén
TOU Qv
TEPOU ava-
TIVEUTTIKOU
guoTHpaTog
Aiatapayég Tou | Epmipertn oudete-
aipoToInTIKoU pomevia®
Kol Tou Aep@ikol | OuBeTepoTTevia
OUOTHHATOg Neukorevia,
Avaiyia
Aatapayég Tou  |Avtibpaon oty |Ymepeuar- | AvagQuAakTi-| Z0vSpopo
avoooTromnTikou | &yxuon®’, * agbnoia®, * K avTidpa- |oTeAeu-
ouoTAHaTEg Ymepeuar |on®, * Bépwong
obnaia oTo KUTOKI-
pappako’, * Vv
Aarapayég Tou | Meiwpévn opetn Zuvdpopo
HeTaBoAiopou Kal Auong
Mg Bpeyng oykout
Yuyiarpikég AlTrvia
SiaTapayég
Aiatapayég Tou | Mepigepikn
VEUPIKOU OUOTR- | veupoTradeia,
Harog Kepahahyia,
Avoyeugoia
Mepipepikn
aigBnTikn veu-
pomrdBeia, ZdAn,
MapaioBnoia
OpBahpikég QAakpuppoia
BiaTapayig au§nuévn
Kapdiakég diara- Auoher- ZupgopnTi-
paxeg Toupyia Kr Kapdiakn
apigTEPNC | avemap-
KolAiag** Kela**
Ayyeiakég diata-  |'ESayn
paxeg
Aiatapaxég Tou | Bryag, Emioragn, Aiapeon
avatveuoTikol | AvoTiveia TIVEUHOVO-
guUOTHHATOG, TOU Taleia,
Buwpaka Kai Tou Y1redwkorTi-
HecoBwpdKIou Kkr] guhhoyn
Aarapayég tou | Aidppoia, Eperog,
YOOTREVTEPIKOU | ZTOpATITI®q,
Nauria,
AvokoihornTa,
AvoTeyia,
Kothiako aAyog

Karnyopia/op- 5 . ;
yaviko gvornpa | [CAUOUXVEC | Zuxvec
Alatapayéc Tou | AhwTrekia, EEav-
Séppatog kai Tou | Bnua, Alatapayeg
utrodopiou 10TOU | Twv OVUXWY

Kvnopég, =npo-

Bepyia
Aiarapayég tou | MuaAyia, ApBpak-
HUOCKEAETIKOU yia, Alyog oTa
CUOTANATOG Kal | dKpa
Tou guvdeTiKoU
1oTou
levikég diatapa- | PAeypovi BAevvo- | Piyn, Alyog
XEG KOl KATAOTA- | yovou, Oidnpa
OEIg TNE 0doU MNepigepikd
Xopriynong oidnua,

MNupegia, Ké-

TTwaorn,

EfaoBévion, Avti-

&paan oTo onpeio

g éveang®

O Mivakag 2 TTapoudIGder Ta TUYKEVTPWTIKG SsdopEva aTTd T ouvVolIKr TTEpIo-
Go Bepatreiag ot peiérn CLEOPATRA (kataAnkTik nuepounvia dedopévwy 11
®Pefpouapiou 2014° o diapecog apBpog KUKAwY TNG TEPTOU{OUHANTING ATav
24)" a1 ard TNV Tepiodo eloaywyikng Bepameiag oty NEOSPHERE (o Sidueoog
apBpog kUkAhwy ¢ TreprououpauTmg fTav 4, oe oha Ta okéAn Bepatreiag) Kai
oty TRYPHAENA (o Sidpecog apiBuog KUKAWY TNE TTERTOU{oupauTnG ATay 3
— 6 ot oha Ta okéhn Beparreiag) amo tTnv mepiodo Beparreiag oTnv APHINITY (o
Siapeoog apiBudg KUkAwY Tng TepToudoupdpTng fitav 18) kai amé v mepio-
So Bepareiag Tng FEDERICA (o Sigueoog apiBuog kikhwyv Tou Phesgo frav
7). * Nepihappavovtal ADRs yia Tic oToieg £xel avagepBei Bavamngopag kfa-
on. ** MNa 1 ouvoAikn Tepiodo Beparmeiag aTig 5 peAéteg (CLEOPATRA,
NEOSPHERE, TRYPHAENA, APHINITY, FEDERICA). H ouxvotnTta eugdvi-
ang Mg SUCAEITOUPYIag apioTEPRG KOIAAG Kai TNG CUHQOPNTIKAG Kapdiaknig
AVETTAPKEITG aVTavaKAQ ToUg TIpOTIHWHEVEUS 6poug Katd MedDRA tou ava-
pEpovTal OTI EMPEpoUS PeAETeS. © H utrepeuaioBnaia/avaguiakTik avridpa-
on Baoiferal oe pia opada opwv. *° H avridpaan oty éyxuon TepIAapBavel
£va eUpog DIaQOopETIKWY OpWY OF Eva Xpoviko TrAgioio, Trou opifovtal wg
oTroladiroTe guoTnuaTikd cupBdvra TTou avagépBnkav we uTepeuaiodnaia,
avaQuAaKTIKn avTidpaarn), ofeia avridpaon oTnv Eyxuon 1| oUvVOPOHO TTEAEU-
BEpPWONG KUTOKIVWY TToU eppavifovial kaTd Tn SIdPKEIR TNG EyXUang n eviog 24
wplv aTro Ty eyxuan. °°° MNaparnpniBnke povo pe To Phesgo (oxenifopevn e
v uTredopia xopriynon) T ADRs Trou éxouv avapepBei peTd TV KukAopopia
atnv ayopd. - lMeplypagn EMALYHEVWY avem@uunTwy avridpdoswy: Au-
gAEIToUpYia apIgTEPNS KolAlag: Phesgo of quvduaopo pe Xnuelodepa-
meia: v Baoikn dokipry FEDERICA, n ouxvetnia ep@aviong guptiuwpar-
KNG kapdiakng avemapkeiag (karnyopiag lll i IV karé NYHA) pe peiwon tou
LVEF touAgyioTov kard 10% amd v TipnA évapéng Tng PEAETNS kal OE TP <
50% ritav 1,2% Twv acBevwy Tou uTroPAnBnkav oe Beparreia pe Phesgo éva-
vT1 0,8% Twy agBevav Tou uTroBAfBnkav ae Bepatreia e evBopAEBIa xopryn-
aTn MEPTOULOUHANTING Kai TpacToudoupdapTing. ATrd Toug aoBevEig TTou Epgavi-
oay OUPTITWHATIKA KapdIiakn aveTrapkeid, kavévag ammo Toug aoBeveig Tou
eixav urofAnBei oe Beparreia pe Phesga Bev gixe avakapyel kard TNV KataAn-
KTIKR nuepopnvia aulroyng Twy dedopéviuy kal évag agBevic amooupdnke
aTo T Bepareia pe Phesgo Adyw evog oupfaviog CUPTITWHATIKAG Kapdiakng
QVETTAPKEIAG. ACUPTITWHATIKEG f (TG CUPTITWHATIKEG HEiwoElg (katnyopiag |1
kard NYHA) Tou LVEF kard toukdyiotey 10% amo mv Tipn évapéng Tng HeAé-
NG kai o€ Tipr <50% (empBefaiwpévn deltepn pETpnan Tou LVEF) avagepen-
kav oTo 0.8% Twy agBeviyv Trou uTroPAnBnKav ot Bepameia e Phesgo kal oto
4% Twv aoBevwy Trou uTroPANBnKav ot Beparreia pe evBogAéfia TepToulou-
HAPTIN KaI TPROTOUCOUHATTN, GTTO TOUG OTT0IoUS EVag aTrd Toug aaBeVveic TTou
eixay uropAnBei ot Bepareia pe Phesgo eixe avakdpwel katd Tnv KataAnkTikn
nuepopnvia ouhhoyrg Twy dedopévwv kal duo aoBeveig eixav amoogupBei amo
TN Bepatisia pe Phesgo (BA. Tapdypago 4.2 kai 4.4). EvSopAéBia meprou-
JoupduTn o€ CUVSUQOU0 UE TPAOTOUOUNAGUTT Kai XnueloBeparmeia: Ztnv
Baaoikn dokip CLEOPATRA, n ouxvotnTa ep@aviong tne dugheimoupyiag g
apioTepng kolhiag (LVD) kara Tn Sidpkeia Tng peAETG fTav uynAdTEpn otV
opada TTou EAaBe Bepartreia PE EIKOVIKO QAPUAKO OE OXECT HE TNV opada Tou
£Ahafie Beparreia pe reprouloupduTn (8,6% kai 6,6%, avtigtoixa). H ouyvarmta
eppaviang g oupTTwyarikng LVD frav emiong pikpotepn otny opdda mou
£haBe Bepatreia e TepTouloupduTm (1,8% oTnv opdda Tou éAaBe Beparreia
HE EIKOVIKO (pdppako EvavT 1,5% otnv opdada ou EAafe Beparteia pe TrEpTOU-
Coupdutmn) (BA. Tapdypago 4.4). ZTn HEAETn EelgaywyiKng Beparieiag
NEOSPHERE, omv omoia ol aoBeveig éAaBav TEooepig KUKAoug TrepToudou-
HapTING W eioaywyikni Bepareia, n ouxvornta epgdaviong mg LVD (kard
Bidpkeia TNG ouvoliKig TEPIGdoU BepaTreiag) ATav uywnhdTepn atnv opdda TTou
£haPe Bepameia pe TepToudoUPAPTIT), TPAOTOUZOUHGHTIN Kai DooeTaféAn
(7,5%) guykprmika pe TNV opada Trou EAaBe Bepartreia pe TpOaTOUOUHANTIN Kai
Sooetagéin (1,9%). YrmipEe éva mepioTanké ouptriwpanikig LVD oty opada
Tou €haPe Bepameia pe TTEPTOUZOUPANTIN Kal TPAATOUZOUHANTIN. ZTT HEAETH
eigaywyikng Bepateiag TRYPHAENA, n ouxvotnra epgaviang g LVD (kara
™ Sidpkeia TG OUVoAIKIG TTepiodou Bepameiag) Atav 8,3% oy opdda Tou
£haPe Bepameia pe TepToUfOUPAUTIN cuv TpaoToudoupduTtm Kal FEC (5-¢8o-
pooupackiin, empoupTIKiv, KukAopwopapidn) akohouBoUpevn amé TrepTou-
CoupdauTin ouv TpacToudoupauTIn Kai SoosTagéAn, 9,3% otnv opada Trou EAa-
Be Beparreia pe TepToudoupauTn ouv TpacTouloupdyuTn kal Sogetaféhn pETa
amé FEC, ka1 6,6% otnv opada ou eAaBe Bepameia pe mepTroudoupapTn ot
ouvbuaapo pe TCH (dooeTakéhn, kapBotAarivn kai TpagToudoupdpTmn). H ou-
¥vOTNTa Eppaviong oupTwparikhg LVD (oupgopnTkn Kapdiakr] aveTrapkeia)
Arav 1,3% otnv opdda Tmou EAaBs Bepatreia pe TEPTCULOUPGUTIN CUY TPACTOU-
JoupapTm kal SooerafeAn perd amd FEC (autd amokAeiel évav agBevi, o oTroi-



og eppavioe cupTrwpankn LVD kara 1 Siapkeia g Beparreiag pe FEC mpiv
ammd T AQwn TERTOUCOUPAUTING OUV TPAOTOULOUPANTIN Kal BooeTaEAn) Kal
emiong 1,3% omv opada mou EhaPe Bepareia pe TepToudoupdpTI CE OUVBU-
aopod pe TCH. Kavévag aoBeviig oTnv opada Trou £AaPe BepaTreia ye TEpTOU-
CoupapTn ouv TpagTtouloupduTn kal FEC akohouBoUpevn amé meproudoupd-
HTn ouv TpacgToufoupdpT kai doceTagéhn Gev epgavioe oupTTwpankni LVD.
ZTn Tepiodo clgaywyikng Bepatieiag TN weAéTng BERENICE, n ouxvétnta
epgaviong ouptmwparikig LVD e karnyepiag Il / IV kara NYHA (oupgopn-
TIKA Kapdiakn aveTtapkeia oupgwva pe To NCI-CTCAE, ékdoon 4) nrav 1,5%
oy opdda Trou EAafe Bepameia pe dose dense SofopouPikivn kal KUKAQOpW-
ogapidn (AC) akohouBolpevn amd TEPTOULODUHANTIN OUV TPAOTOUZOUNANTIN
ka rakhiTagéAn kal kavévag aTo Toug acBeveig (0%) Sev eppavice cupTITwHa-
Tikr) LVD otnv opada mmou éAaBe Bepaneia pe FEC, akohouBoupevo amd mep-
TouloupauTn g& cuvBuacoud pe TpaaTouloupduTin Kal SoceTagéAn. H ouxvo-
mra epgaviang acuptrtwpankig LVD (peiwon Tou khdoparog e§wenong
gupgwyva ue 1o NCI-CTCAE ékdoan 4) Atav 7% oTnv opada Trou éAafe Bepa-
meia pe dose dense AC, akoiouBoupevr amo TePTOU{OUPGUTIN OUV TPATTOU-
CoupapTm kal TakAiragéan kai 3.5% oty opada Trou éhaPe Bepameia pe FEC,
aKOAOUBOUKEVO OTTO TTEPTOULOUHGHTIN OUV TPACTOULOUNAHTIN Kal BOTETAEEAN.
Zn pehém APHINITY, n ouyvotnta eHeavions CUHTITWHATIKAG Kapdiakng ave-
mapkeiag (katnyopiag 1 Q IV kara NYHA) pe peiwon Tou LVEF TouAdyioTov
10% arré Ty Tipn évapgng Tng HEAETNGS Kal ot TiPH <50% fTav <1% (0.6% Twv
aoBeviuv oToug oToioug xopnyrBnke Bepatieia pe TepTOUdOUHAUTIN EvavTi
0.3% Twv aoBeviuv 0TOUG OTToIOUG XOPNYRENKE EIKOVIKG (pAppako). Ao Toug
aoBeveig TTou TTApousiaoay CUPTITWHATIKA Kapdiakn averrdpkeia, oto 46,7%
TWV aoBEVY TTOUG OTroioug Xopnynenke Bepameia ye TEPTOULOUPAUTIN Kai
ato 57,1% Twv agBeviov aTOUG OTTOIDUG XoPNYNENKE EIKOVIKO pappako Trapa-
menBnke avakauyn (n omoia opiletal we 2 diadoyikég PeTpnoeig Tou LVEF
mdvw ammo 1o 50%) kard TNy KaTtaAnkTikn NUEpopnvia guAhloync Twy Sedopé-
vwyv. Ta mepioooTepa cupBavia avagépBnkav oe aoBeveig Tou Adpfavay Be-
parreia pe avBpakukhivn. Avapépbnkav QoUPTITWHATIKEG 1) ATNA TUPTITWHATI-
Kkég (kammyopia Il katd NYHA) peiwoeig Tou LVEF kard Touhayiotev 10% Tng
TiPAg Evapgng TG HEAETNG kai o Tiun <50% oTo 2,7% Twy agBeviov aToug
ottoioug xopnyrinke Bepartreia pe meproufoupauTn Kar oto 2,8% Twv aoBe-
V@V OTOUG OTT0IoUG XOPnyrBnKe EIKOVIKG QAPUAKO, £K Twv oTioiwy 79,7% Tuwv
aoBeviuv aToug oToioug XopnyriBnke BepaTeia ye TrepToudoupdpTm Kai 80,6%
Twv aoBevuIv oTOUG OTTOIOUG XOPNYNBNKE EIKOVIKO PAPHAKOD EiXav avaKkdpe!
KATG TNV KATaAnkTIKf nUEpounvia ouAhoyng Twv Sedopévwy. AVIIGPAoEls
axenfopeves pe TNV éveon/éyxuon: Phesgo ce cuvBuaopo pe xnueioBepa-
meia: Zmyv Baaikn dokipry FEDERICA, pia aviidpaon oxeTi{OHevn HE TNV £Ve-
on/éyxuon opifeTal wg oTTOIABATIOTE CUCTNHATIKA avTidpaaon TTou avageépOnkKe
EVTOG 24 wplov amd T xoprynon Tou Phesgo f g evBopAéfiag Teptoulou-
HauTING 0€ ouvduaopd pe TpaoToufoupapTrn (BA. Tapdypago 4.2 kai 4.4).
ZxeTI(OPEVES HE TNV Eveon avTiBpdoeig avagepdnkav ato 0,8% Twv aoBeviov
Tou éhaBav Bepamreia pe Phesgo kal oxendopeveg pe Tnv £yxuon aviidpdoeig
avagépbnkav oto 10,7% Twv aoBeviuv Tou EAaBav Bepatreia pe eviopAERia
meproudoupdapTIn Kal TpacToudoupdpTn. O TIEPIOTOTEPES ATIG TIG CUOTNHATI-
KEG aVvTIOPATEIC OXETICOUEVES HE TNV EVEST)/EYXUOT) TToU Trapatnpnénkav He 1o
Phesgo 1| Tnv evBopAEfia TTEPTOUCOUNANTIN Kal TRAcToudouPdUTIn fTav piyn,
mupegia rj égerog. O1 avTIdpACEIS OTO ONHEID TNG EVECNG OpIOTNKAY W¢ oToia-
Srmote Tomikn avTiGpaon Tou avagEpBnke EVIog 24 wpwv aTma Tn Xopnynorn
Tou Phesgo kai avapépBnkav oto 14,9% Ttwv aoBeviuv ou utroBAnBnkav ot
Beparreia pe Phesgo kai ftay éAa oupBavra 1ou fj 2ou BaBuol. O TEpIoTOTE-
PEG OTTO TIC TOTNKES avTIBPACEIC OTO ONEID TNG EVECNC Traparnpridnkay pe 1o
Phesgo ntav eite aAhyog oTo onueio TG éveang f epuBnua oTo anpeio NG éve-
ong. EviopAéBia meproudoupduTn o ouvSUAoHO HE TPACTOULOUNANTTT
Kai xnueobepameia: H oxendOpevn Ye T Xopriynarn aviidpacn opioTnke aTig
Baokéc Bokipég we oToIodATIOTE oUPBAY ava@EépeTal We UTEpEUaioBnaic,
avaQuAakTIK avridpaon, ofeia avridpaon atnv éyxuorn 1| oUuvdpopo aTmeAeu-
BEPWONC KUTOKIVILY TTOU EPQaviCeTal Kata Tn SiGpKeia TRG Eyxuang f Tnv idia
nuEpa pe v éyxuon. Zmn Baogikn dokipn CLEOPATRA, n apyikr doan g
mepToudouPAUTING X¥opnynenke Tnv nuépa TPV aTmd TV Xoprynen Tng Tpa-
oTouloupdpmng kal Tng Sogetagehng yia va emmparei 1 e€ETaon Twy oxXeno-
HEvwY pE TNV TreproudoupapTmn avridpdcewy. Kard Ty TpwTn nuépa Trou ¥o-
pNYABNKe POVO N TTERTOUOUHGUTIN, N CUVOAIKA CUXVOTNTA TWy avTidpagewy
Tou oxeriovral ge v Eyxuon nrav 9,8% ornv opada uto Bepareia pe EIKOV-
KO @appako Kail 13,2% oTnv opdda uTtrd BepaTreia Ye TEPTOUCOUPGHTIN, WE TRV
TAeloWngpia Twy avndpdoewy va eival fmeg N péTpieg. O1 Mo guyveg avidpd-
OEIg TTou oXEeTigovTal pe Tnv eyxuon (21,0%) otnv opada uttd Bepatreia pe Trep-
toudoupduTtn frav Tupetia, piyn, kKoTwaon, KepaAahyia, eacBivion, uTepey-
aioBnoia kai épetog. Kard Tn didpkeia Tou BeUTEpOU KUkAoU, Gtav OAd Ta
PUPUAKEUTIKA TTROIOVTA XopnynBnkav Tnv idia nuépa, ol o OUXVES avTidpa-
OEIg TIoU aXeTifovTal pe TV £yxuon (21.0%) otnv opdda utrd Beparreia PE TTEP-
TOUCQUUAUTTN [TaV KOTTWAT, UTTEpevaioBnaoia oTo @dpuako, duayeuaia, utre-
peuaioBnoia, puahyia kal épetog (BA. Trapdypago 4.4). ING HEAETEG
EITayWYIKIG Kal EMKoupIKg Bepatreiag, n mepToudoupduTn xopnyndnke Tnv
idia nuépa pe TiIG AAAeg BepaTreieg TNG PEAETNG. ZXETICOUEVEG PE TNV EyYXUaT
avndpdoeig mapougiaoe 10 18,6% - 25,0% Twv acBevwy kara Ty TPWIN NUE-
pa Xopnynang TnG TEPTOUOUHAPTING (O OUVDUUOUO HE TPAOTOUCOUMAUTIT
kan xnueoBepareia). O TiTrog Kai n goBaponTa Twy CuPBAVTWY ATaY CUVETTT] HE
auTd Trou TraparnpnBnkav oty peAérn CLEOPATRA, He v TAEloyngia Twy avi-
Bpaoewy va eival TMES 1 PETpieg ot coPapoTra. Avridpdosis urepsuaiodnaiag/
avaguAadia: Phesgo o ouvSuaauo pE xnueofepaeia: iy Bagikn dokipr
FEDERICA, n ouvoAIKn guyvotnTa Twv avagepBeviwy cupBaviwy utrepeuar-
ofnoiagiavaguhatiag Trou ayetifovtav pe TN oToxeupévn oto HER2 Bepareia
Arav 1,6% oToug aobeveic TTou uTtoPARBnKav ot BepaTreia pe Phesgo évavti
1,2% oroug aoBeveig TTou uTToPABnKkav oe Beparreia pe evBopAEBIa TrEpPTOU-
COUpApPTIN Kal TPaaToUfOUPANTIN, EK TWY OTIoiwY Kavéva dev frav 3ou- 4ou
BaBpou kard NCI- CTCAE (ékSoan 4.0) (BA. mapdypago 4.4). Evag aoBeviig
epgavice Eva cupPav utrepeuaioBnaiag/avaguiatiag katd Tn didpkeia f apé-
oweg PETA TN Xoprynon Tou Phesgo™ oTov TpwTo KUKAO To oTroio odiynoe ot
amdoupon atrd T BepaTreia (BA. TTapaypagpo 4.2 kai 4.4).

EvSopAifia meproudouudum o0& cuVSUAOUG UE TPUOTOUJOUUGHTT Kal
XxnueioBepameia: Ty Baoikn dokiyry CLEOPATRA OTo HETUOTATIKG KAPKIVO
TOU PaaTou, 1 CUVOAIKR CUXVOTATA TWY avapepBEVTWY aTro ToV EPEUVATH CUH-
BavTwy utrepevaioBnaiag/avapuiagiag Katd T SIAPKEId OAOKANPNE TNE TTEPIG-
Sou Bepameiag Arav 9,3% otnv opada uTd BepaTieia PE EKOVIKG QAPHAKOD Kal
11,3% omv opada utrd Beparreia pe TepTOUJOUPAPTIT, EK TOU oTroiou To 2,5%
Kai 70 2,0 % fTav 3ou-4ou BaBpou katd NCI-CTCAE, avrioToixa. Zuvolika, 2
aoBeveig oy opada uTtd Bepatieia e exovikG Qdppako kai 4 aobeveig atnv
opdda utrd Bepareia pe TTERTOLIDUPAUTIN EYPavIOaY TUPBAvVTA, T oTToia TTE-
plypagnkav a1meé Tov epeuvnTh wg avaguiatia (BA. mapdypago 4.4). ZuvoAikd,
n TAsiowngia Twy avnidpddewy uTrepeuaicBnoiag frav [Imeg 1 HETPIES OE TO-
BapdTnTa Kai uTToXWPNoav katd T Bepateia. Bdoel Twy TpoTIOTOINTEWY TTOU
£yivav aTn BepaTeia TG HEAETNG, O TTEPIOTATEPES avVTISPATEIS EKTIUNBNKaV wg
OEUTEPEUOUTES OTIC EyXUCEIC BOGETAEEANG. IMIC PEAETES EI0AYWYIKAG Kal ETTI-
koupikrig Bepatreiag, Ta gupfavra umepevaigBnoiag/avaguAatiag frav guve-
T HE QuTd Trou Tapatnphenkav ot peAétn CLEOPATRA. Ztn peAemn
NEOSPHERE, &uo aofeveig oTnv opdda Tng TepToudoupduTING Kai aTnV Opa-
8a Trou ehafe Beparreia pe SooeTageAn eppdvicav avaguiadia. Tooo oTn Peké-
TN TRYPHAENA 6oo kai otnv APHINITY, n ouvoliki ouxveTnTd uTepeuaiotn-
oiag/avaguiaiag fTav uynAdtepn omv opdda Tou EAaPBe Beparreia HE
TepTouloupduTn Kal TCH (13,2% kai 7,6%, avTioTolya), €K Tou oTroiou To
2,6% xai 10 1,3%, avrigToixa, agopovce cupfdvra 3ou-4ou BaBuou kara NCI-
CTCAE. Epmupern ouberepormevia: Phesgo Ot ouvauaauo e XnuEiode-
parmreia: I1n Baokr Sokipn FEDERICA, epmipetn ouSetepotrevia Traparnpr-
Onke oto 6,5% Twv aoBeviuv Trou uTroBAriBnkav e Beparreia pe Phesgo kai
aTo 5.6% Twv acBeviy TTou uTreBANBNKay ot Bepareia ue evdo@AEPIa TIEpTOU-
JoupapTm xai paaToufoupdpTm. OTwe kai oTig faoikég BokipEg eviopAERIag
TIEPTOULOUPANTING K&l TRACTOUCOUHAKTING, TTApaTNPeRBnKE UYnASTEPN OUXVO-
TNTA EPQAVIONG EPTTUPETNG oubeTepoTTEviag PETAgU Twv Aciatwy acgBeviwv Trou
ehaPBav evbopAefia Bepatreia pE TEPTOUJOUMAUTIT] Kal TPAOTOUZOUHAUTIN
(13,0%), opoiwg, n ouxvotnTa eppaviong ePTUpeTns oudetepoteviag Arav
uynAdTEPn oToug Adidteg acBeveic Tou éhafav umeBopia Beparmeia pe
Phesgo (13.7%). EvSo@AEéBia meproudoupauITn ot ouvSuaouo e Tpa-
oroufoupduTn Kai xnueioBepameia: Iy Paoikh Sokiuf CLEOPATRA, n
Theloyneia Twy aoBevwy kai oTig dUo opadeg Bepameiag EPPAVIOE TOUAAXI-
aTov éva oupBav AeukeTreviag (63,0% Twy aoBevibv aTnv opada utd Separtreia
pe weproudoupapTn kal 58,3% Twy aoBeviy oty opada umo Bepareia Pe
£IKOVIKO QAPHAKO), EK Twv OTroiwv N TTAslown@ia nTav oupfdvia oudetepoTe-
viag (BA. mapaypago 4.4). NapatnpriBnke epmripeTn oudetepomevia ato 13,7%
Twy aoBevav utrd Bepareia pe reproufoupdpTn kai ato 7,6% Twv agBeviov
uTro Beparreia He eiKoVIKG pappako. Kal oTig duo opdadeg BepaTeiag, To Togo-
aT0 Twv QoBEVY TTOU EPPAVITE EPTIUPETN oudeTepoTEVia fTav TO UYNAGTERD
aTov TTpWwTo KUKAO TNG Beparreiag kal pelwdnKe oTadiaka aTn cuvexeia. Augn-
HEVIN OUXVOTNTA EPQAVIOTG EPTIUPETNG oubeTEpoTTEViag TapatpRenke HeTaly
Aoiarwy aoBevwy kai oTig dUo opadeg BepaTreiag CUYKPITIKG HE TOug aoBeveig
aTre GAAEG QUAES Kl GAAEC YEWYPA@IKES TrEpIOYES. MeTafl Twv AoiaTiv aoBe-
VWV, N GUXVOTNTa EPPAVIONG TNG EPTIUPETNC OUDETEPOTIEVITG fTav UYPnAGTEPN
oty opada uto Bepatreia pe TeEpToUfOUNGUTTN (25,8%) CUYKPITIKG WE TNV
opada uTré BepaTreia pe Elkovike appako (11,3%). £t perén NEOSPHERE,
10 8,4% Twy coBeviv Trou £Aafe eloaywyikn Bepameia pe TrepToudoupduTn,
TpagTeufoupdpTin kal Socetatéhn epgdvioe epTTOpETn oudeTepoTievia ouyKpI-
Tika pe 10 7,5% Twy aoBevwy TTou EhaBe Bepameia pE TPAOTOUZOUPGHTIN Kal
BGooeragéhn. Ztn peAéTn TRYPHAENA, n epmiUpeTn oudeTepoTrevia onpeiwdnke
ato 17,1% Twv aoleviov Tou EAaBav elcaywyikn Bepameia pe TepToudoupd-
HTn + TCH Kai o1o 9,3% Twv aoBeviv Trou éAaBav sigaywyikn Bepatreia Ye
meproufoupdpTn, TpagTouloupapTrn kai SooerateAn peta amé FEC. Zrn pele-
™ TRYPHAENA, n emitrTwon g ePTTUPETNG OUBETEPOTIEVIAG NTAV UYNAGTERN
aToug aoBeveig TTou ehaBav £§1 KUKAOUG TIEPTOUCOUPGUTING CUYKPITIKA UE TOUG
aoBeveig ou éhafav Tpeig kKUKAOUG TrEPTOUJOUPANTING, aveEdpTnTa ama n
xopnynBsioa xnueioBeparreia. Omwe Kai otn yeAétn CLEOPATRA, pia uynio-
TEPN CUXVOTNTA EHQAVIONG OUBETEPOTIEVIAS Kal EPTIUPETNG oUBETEPOTTEViag
Taparnpriénke petatl Aociatwy aoBeviuv ouykpeImKd pe GAloug aagBeveic o
apQATEPES TIG HEAETES Eicaywyikig Bepameing. I peAétn NEOSPHERE 10
8,3% 1wy Agiatwy acBevay Trou EAaBe elcaywyikr) Beparreia Pe TTEpTOUfoupa-
HTN, TPACTOUOUNAUTIN Kal DOCETAtEAN EUPAVIOE EUTTUPETN OUDETEPOTIEVIR
OUYKPITIKA pE To 4,0% Twy Aoiatwy agBeviyv TTou EAafe eioaywyikn Bepareia
He TpacTouCoUNAUTIN Kal dooeTagéAn. Z1n peAéTn APHINITY, eptripern oudeTe-
potrevia Tapouagiace 1o 12,1% Twv acBevwy aToug oTroioug Xopnynenke Be-
pameia pe mepTououpaptn kai to 11,1% Twv acBeviuv oTaug oToioug xopn-
yriBnke elkoviko @appaxo. Omwg kai oTig peiéteg CLEOPATRA, TRYPHAENA
kai NEOSPHERE, mrapartnprifnke ugnhotepn ouxvotnTa EPQAvIONG EHTTUPE-
NG oudETEPOTIEVIAS OTOUC ACIATES aoBeveic oToug oTroioug Xopnyrenke Bepa-
TIEiQ YE TTEPTOUTOUNANTIN OF OXEAT HE TOUG aTBEVEIC AAWY QUALYV TG HEAE-
me APHINITY (159% Twv aoBeviov aToug oToioug  Xopnynenke
mreprouloupdpTin kan 9,9% Twv acBevidy aToug oToioug XopnyrBnke EIKOVIKG
pappako). Arappoia: Phesgo oe ouvduaopd pe xnupeioBeparreia: I Baoikn
Soxip) FEDERICA, Sigppoia onpeiwenke ato 61,7% twv aoBeviwyv umd Bepa-
Treia pe Phesgo kai oo 59,1% Twv agBeviov utd Bepameia pe evdopAEfia
TIEPTOUCOUHANTIN KOl TRPAOTOU{OUHANTIT. Avageplnke diappoia = 3ou BaBpou
aTo 7,3% Twv agBevwyv Tou okéloug Tou Phesgo évavn 5,2% oto okéAag Tng
evBopAERiag TrepToudoupdpTing Kar TpaoToulougaumng. H mAsloyngia Twv
avapepBéviwy oupBaviwy frav 1ou i 2ou BaBuol wg mpog Tnv Bapitnta
Toug. H uywnAdtepn guxvetnta egpaviong diappoiag (oAwv Twy Babuwv) ava-
PEPBNKE Kard Tn DIGPKEIT TNG OTOXEUPEVNG BepaTieiag Kal XnuelobepaTeiag Je
taavn (57,7% Twv acBeviv Tou akéhoug Tou EAaBe Bepateia pe Phesgo éva-
V11 53,6% Twv agBeviv Tou OKEAOUE TTou EAaPe BepaTteia pe evBOQAERIa TTEP-
ToudoupdpTtm kal TpacToudoupapTn) (BA. Tapaypago 4.4). EvSopAéBia mep-
rouloupauTT Of CUVEUAOO [E TPAOTOUJOUNAUIT Kai XnueloBspameia:
2 Baoikn dokipn CLEOPATRA oTo HETAOTOTIKO KapKivo Tou pagtou, didp-
poia onuewdnke oto 68,4% Twv acBevivy uTro Bepartreia pe TepToufoupduTn
Kai 070 48,7% Twy aoBevay UTTG BepaTreia PE EIKOVIKO gpdpHako (BA. Tapdypa-
o 4.4). Ta mepioodTepa oupPavTa Arav [ma éwg PETpia ot BapuTtnTa Kal orn-



HewBnkav HoAig oToug TTpWToug KukAoug Beparreiag. H ouxvatnTta eppdviong
diappoiag 3ou-4ou BaBpou kara NCI-CTCAE frav 9,3% oToug agBeveic uto
Bepameia pe meproudoupduTn Evavm 5,1% oToug acBeveic uTTd Bepameia pe
EIKOVIKO @dppako. H Biapeon didpkeia Tou peyahutepou emeicodiou Atav 18
nuEpeg oToug aoBeveig uTd Bepareia pe TrepToudoUPAUTIN Kal 8 NUEPEG aTOUG
aoBeveig UTTO BepaTeia PE EIKOVIKO @dppako. Ta Siappoikd oupBavra avraTo-
KpiBnkay kaAd atnv TTROANTITIKA Biaxeipion pe avTiBiappoikous TIapdyovTES.
Zmn dokipry NEOSPHERE, Siappoia onpeiwdnke oto 45,8% 1wv agBeviov Trou
£AaBe sioaywyikr Bepatreia pe TERTOULOUPAUTTN, TRAOTOUOUPAUTIN Kol Boge-
Tatéhn ouykpimika pe 1o 33,6% Twv aoBeviuv TTou £Aafe Beparreia pe TpagTou-
foupapmn kai Gooetagehn. Zm dokipy TRYPHAENA, diappoia onpeiwsnke
aTo 72,3% Twy agfeviov TTou EAaBe eigaywyikr SepaTieia pe TEpTOLIOUPANTIT
+ TCH kai oto 61,4% Twv acBeviv Trou Aafe elcaywyikr Bepareia pe Tep-
TouloupapTn, TpacToudoupdauTn Kol SoceTagédn petd amé FEC. e apgore-
PEG TIG HEAETEG Ta TrEpIOCOTEPA oUPBavTa ATav Ama Ewg PETpia ot BapuTnTa
Ztn Sokipn APHINITY, avagépBnke uwnAGTEpn oUXVOTNTA EJPAVIONG didppor-
ag oTo okéAog Twv aoBevilv aToug omoioug Xopnyrénke Bepatreia pe TrEpTOU-
foupapTm (71,2%) ot oUyKpIOn pe To OKEAOG OTO OTIoIO XOPNYRBnKe EIKOVIKG
pappako (45,2%). Avagpipbnke diappoia = 3ou BaBpou oto 9,8% Twy aoBe-
VWV Tou okEAoug TG TrepToudoupdpTng EvavTl 3,7% oTo OKEACG TOU EIKOVIKOU
pappdkou. Ta TERPICOOTEPY avapepBivia cupBdvta ATav 1ou rj 2ou BaBuou
wg Tpog T BapimnTa. H uynAdtepn ouxvornTa epgdviang Siappolag (GAwv
Twv Babpwy) avagépbnke kara tnv mepiodo ¢ oToxeupévng Bepameiag +
xnueoBepameiag pe Tagavn (61,4% Twy aoBeviov Tou okEAoUg TG TTEpTOUlOU-
paptng évavn 33,8% Twv aoBeviyv Tou OKEAOUG TOU EIKOVIKOU gappdkou). H
quXVOTNTA EPPAVIONG TNE SIdpEOoIac ATav TTOAU XaunAGTEPN HETA TN SIGKOTIR
mg xnpeioBepareiag, emmpealovrag 1o 18,1% Twy acBeviuv Tou OKEAOUG TNG
TEPTOUOUUAUTING EvavTl 9,2% Twy agBeviuy Tou okEAOUC TOU EIKOVIKOU Qap-
HdKou Katd Tnv TTEpiodo TG oToxXeupEvng BepaTreiag PETA To TEAOG TG XNHEIO-
Bepameiag. E§avlnua: Phesgo o ouvduaouo ps xnuero@spameia: Iinv
pacikn doxipry FEDERICA, egavBnua onpeiwbnke oto 18,1% twv agBeviv
uTTd Bepareia pe Phesgo kai ato 21,8% Twyv aoBevv umd Separieia pe evdo-
pAEBIa TrEpTOUZOUPGNETIN Kal TpaoToudoupdpTin. H TAsioyneia Twv oupfa-
vTwy eEavBrparog frav 1ou fj 2ou BaBuou. EvSopAiBia meproudoupdpmn
0& CUVOUAOHO0 [E TpaoTou{oUNAGUT Kal XnuEloBgpameia: X Baoikr Soki-
un CLEOPATRA oTo pETQOTATIKG KAPKiVO Tou JaoTou, TraparnprBnke eEaven-
pa oo 51,7% Twv aoBevisv uTTo Bepartieia P TTEPTOUZOUNANTIT), CUYKPITIKA HE
10 38,9% Twv aoBeviv UTTO BepaTreia HE EIKOVIKO @dppako. Ta TEPITOGTEPT
oupBdvra frav 1ou f 2ou BaBuol ot BaplTnTa, onEIwBNKay oToUg TIPWTOUS
Buo Kukhoug Kal avrarokpiBnkav aTic kabiepwpEveg Bepareieg, OTIWG eival 1)
TOTTIKA 1) ) AT76 Tou aTépaTog Bepareia yia Ty akpn. Z1n dokipy NEOSPHERE,
efavenpa onuewdnke oo 40,2% Twy acBeviov TTou EAaPe elcaywyikh Bepa-
TIEia Ye TIEPTOULOUHANTTN, TRAOTOUZOUNGHTIN Kal DOTETAEEAN CUYKPITIKG HE TO
29,0% Twv agBevisy TTou EAafe Bepameia pe TpagTouloupdpTm kal dooeTage-
An. Zn Sokipn TRYPHAENA, e€avBnpa onpenwdnke ato 36,8% Twy agBeviov
Tou EAafe sloaywyikn Bepatreia pe meproufoupapTn + TCH kar oto 20,0%
Twv agBeviyv Tou EAaBe elcaywyikl Bepareia pe TTEPTOUZOUNANTIT, TPATTOU-
CoupapTmn kal dooeTageAn pera amo FEC. H ouxvernTta egeaviang Tou egaven-
parog ATav uynAoTepn otoug acBeveic Tou EhaBav £€1 kUkhoug TrepToudoupd-
HTING CUYKPITIKA HE TOug aoBeveic TTou EAafayv TpeIg kUkAoug TTepToudoupdpTIng,
avefdptnta amo 1 xopnynBeioa xnpeioBepameia. Zn Soxipf APHINITY, 10
avemBuunTo cupBdv e§avBnuartog eppavioTnke oo 25,8% Twv aogBeviyv Tou
akéNoug TNG TepToudoupapTng evavn 20,3% Twy agBeviyv Tou okéAoug Tou
eIkovIKoU pappakou. Ta TrepliocoTtepa oupBdvTa e§averparog Arav 1ou fi 2ou
BaBuol. Mn @uUOIOAOYIKES EpyaoTnpiakes eferdoeis: Phesgo ot guvBua-
opd pe xnpeioBepareia; £1n Bacikn dokipry FEDERICA, n ouxvotnTa epgpdvi-
ong ouderepoTreviag 3ou-4ou BaBpou, kara NCI-CTCAE éxSoon 4, fitav 10op-
potrnuévn aTig lo opadeg Bepatreiag (14,5% Twy aoBeviov uTé Beparreia He
Phesgo ka1 13,9% Twv aoBevwy uto Bepateia pe evBoghéfia Treprouloupd-
HTTN Kal TpagToudoupduTn).

Ev3opAéfia meproufoupdumn oe ouvBuagpo pe TpacToudoupauT Kai
Xnueio@spameia: Tm Baoikn dokiyn CLEOPATRA OTo pETAOTATIKG KAPKiVO
TOU pagTol, N ouxvoeTnTa tugdviong Tng oudetepoTreviag 3ou-4ou Babuol,
kara NCI-CTCAE £kBoon 3, frav i0oppotmuévn oTig duo opadeg Beparrei-
ag (86,3% Twv agBeviov uTté Bepateia Pe TTepTouloundpTTn kai 86,6% Twv
aoBeviav uTIO Beparieia pe EIKOVIKG QApHaKo, oupTepiAapfBavopévou Tou
60,7% ka1 64,8% pe oudeteporevia dou BaBpou, avriotoixa). I Sokipn
NEOSPHERE, n ouyvornta epgaviong Tng oudetepotreviag 3ou-dou Babuou,
kara NCI-CTCAE ékdoon 3, ritav 74,5% oToug aoBeveig TTou éAaBav eioayw-
yikr Bepatreia pe mepToudoupapTn, TpacToudoupdpTrn kal SooeTagéAn ouykpl-
TIKG pe 10 84,5% otoug aoBeveig ou éhafav Bepameia pe TpaoTouloupAuTIT
Kol BooeTagérn, oupTtepihapBavopévou Tou 50,9% kol 60,2% oudeTepoTTeviag
4ou BaBpou, avrigToya. I Gokipr) TRYPHAENA, n guxvétnra epgdviong
oudetepotreviag 3ou-4ou BaBpou, katd NCI-CTCAE £xkdoon 3, Arav 85,3%
oToug aoBeveig TTou EAaBav ewcaywyikn Bepatreia pe meproufoupdpTn + TCH
auykpimikd pe 10 77.0% oToug aoBeveig ou éhaPav eigaywyikr BepaTieia He
meproudoupdpTn, Tpactouloupaumn kar Sooetatihn pera amo FEC, oupte-
piAapBavopévou Tou B6,7% kan 59,5% % oudetepomeviag 4ou BaBuou, avri-
aToixa. Z1n Sokiur) APHINITY, n ouyvornra eg@dviong oudeTepoTreviag 3ou-
4ou BaBuou, karda NCI-CTCAE ExBoan 4, frav 40,6% oToug acBeveic atoug
oTToioug Xopnynenke TrepToudoupdpTIT, TRaoToU{oUHAUTIN Kai XnpeioBepameia
evavtl 39,1% oToug aoBeveic oToug oTroioug XopnyRBnKE EIKOVIKO (pApUaKo,
TPaOTOUOUNANTI Kal XnpeioBeparneia, gupTepidapBavopévng TG oudete-
poTreviag 4ou BaBuou ot oooaTd 28,3% kai 26,5%, aviigTterya. Avoooyo-
vikoérnra: Omwe ot 6Aeg TIG BepaTEUTIKES TIPWTEIVES, UTTApXEI N TBaveTnTa
avooohoyIKAEG ATIOKPIONG OTNY TIEPTOULOUPGHTIN Kol OTNY TPaoTOUZOUPGUTIN
oToug aoBeveig TTou AapBdvouv Bepameia pe Phesgo. It peAétn FEDERICA,
) QUXVOTITA EPQAVIONG TWY EKAUGHEVWY aTTo Tn Beparieia avTigwpdTwy Katd
NG TTEPTOUOUUGUTITIC KAl KATA TG TpaaToudoupautng Arav 6,1% (15/245) kai
0,4% (1/245), avrioToixa, otoug aoBeveig urd Bepareia e eviopAERIa Trep-
ToudoupauTTn Kai TpaoTouloupauTn. MeTall Twy aoBeviwy TTou BpeBnkay BeTI-
Koi OE avTigwaTta Katd ¢ TEPToUudoUNdUTING, EVIOTTHIOTHKAaY EEDUBETEPWTIKG

avriowpara kard tng Teproufoupapmng ot duo acBeveic. H ouxvarnra eppa-
VIONG TWY QVTICWUATWY KATA TNS TTERTOUCOUNAUTING K KATd Tng TpaaToulou-
HapTmg Tou aviXvelBnkav oe oTrola8iTaTe Xpovikh oTiypn (oupTrepiAappa-
VOUEVNE TN Evaping Tng Bepatreiag) Atav 10,3 % (26/252) ka1 1,2 % (3/252),
avTigToixa, oe aoBeveig umd Bepameia pe evBopiiBia TepToufoupdpTIn Kail
TpacToufoupapTn. Metagl autwv Twv aoBevidv, eEOUBETEPWTIKA avTIoWHA-
TA KATA TNG TrEPTOUCOUHAUTING avixVeUBnKay o€ Tpeig aoBeveic. H auyvernta
EHQAVIOTG TWY EKAUGHEVWYV aTro Tr) Bepatieia avTICWHATWY KaTtd Tng TrEpTou-
COUPAUTING, KaTd TN TPUOTOUOUUAUTING, Kal KaTd Tng Bopuaioupoviddong
ahpa frav 8,3% (20/241), 1,7% (4/241), kan 3,8% (9/238), avrigroixa, oToug
aoBeveig uTrd Beparreia pe Phesgo. Metagu autwy Twy aoBevwy, e§oudeTepw-
TIKG avTiowpaTa Katd g TeproudoupduTing avixvelBnkav oe SUo aoBeveig,
Kal e§OUSETEPWTIKA avTIoWHATA KaTd TNG TRAoToudoUpAuTMG aviXveluBnkav
o Evav aoBevil. H cuxvoetnTa EPQAvIong Twy avTICWHATWY KAaTd Trg TTEPTOU-
oupdpTING, Katd Tng TpacToudoupduTIng, Kai kata g Bopuaioupoviddong
aAga Trou aviyveubnkav ot oToIaSATIOTE XPOoVIKN OTIypA (CupTEphapBavo-
MEvng TG Evapng Tng Bepameiag) frav 12,1% (30/248), 3,2% (8/248), ka1 9%
(22/245), avriaToixa, oToug aaBeveig uTo Bepareia pe Phesgo. Metafu autiv
Twy acBeviwy, sEOUBETEPWTIKA QVTICWHATA KATG TNG TTERTOULOUHAMPTING avi-
XveuBnkav oe Tpeig acBeveig, EEOUGETEPWTIKG avTIoWHATA KATA TNG TPATTOU-
JoupduTng avixveuBnkav oc évav aoBevr Kal eOUBETEPWTIKA avTioWaTa
kard Tng Popuaioupoviddang dApa avixvelTnkav oE Evav agBevr).

H kAvikf) onpagia ¢ avamrugng Twv avTIgWHPATWy Katd Tng TTepToudoupd-
WTNg, Katd g TpacTtoudoupduTng f katd Tng Popuahoupoviddang aiea
peTd T Bepareia pe Phesgo eival ayvwaotn. AAAayn tn¢ @sparreiag amo rnv
EvEOoQAEBIa mepTOUfOUUAUTT KaI TpaoToudoupdurn oro Phesgo (n avri-
oTpoga): H peAétn MO406828 diepelvnoe TV ao@dAeia TNG arhaync avapeoa
aTtnv evOoQAERIa TTEPTOULOUNANTIT Kal TPaoToUZOUPAUTIN Kal OTo uTrodopIio
Phesgo (Zkéhog A) kar avrioTpoga (Zkéhog B) pe pwrapyike oToxe va afio-
hoyrjoel v TrpoTipnon Twy acBevwy yia To Phesgo (BA. Trapdypago 5.1 yia
Tig AeTrTopEpEIEg OxeSIaopoU TG PeAETNG). MeTagl Twv aoBeviv oTo ZkEAOGA,
n ouxveTnTa epgdviong Twy AEs katd Tn Sidpkeia Twy KokAwy 1-3 (evBogAé-
Bia Bepameia) Arav 77,5% (62/80 aoBeveig) ouykpimkd pe Toug Kukhoug 4-6
(uttododpia Bepareia) Tou Atav 72,5% (58/80 aoBeveic). MeTagl Twv agBeviov
ato Zkéhog B, n ouxvotnTa epgpdviong Twv AEs kard T Sidpkeia Twy KukAwv
1-3 (uTrodopia Bepatreia) ATav 77,5% (62/80 aoBeveic) ouyKpImiKa pe Toug K-
khoug 4-6 (evBopAefia Bepameia) Tou ftav 63,8% (51/80 aoBeveig), kupiwg
Aoyw TNg uYnASTEPNG OUXVOTNTAG EHPAVIONG TWV TOTIIKWY aviidpdoswy oTo
anpeio Tng Eveong (6Aes BaBpol 1 1 2) katd T Sidpkeia TG XopRynong Teu
Phesgo. Ta TrooooTtd mpo g arAayng (Kikial 1-3) yia Ta coBapd avemBu-
unTa oupBavra, Ta avem@ounTta oupBdvra Baduou 3 Kal Twv SlaKeTTwyY TG
Separeiag Adyw avemBUunTwy oupBdaviwy ATav Xapnid (<6%) ki Tapopoia
HE Ta TTOCOOTA WETA TNV aAAayr (KUkAo 4-6). Aev avapépBnkay avemBupnTa
gupBdvra BaBpou 4 i 5. HAIkiwpévor aoeveig: £1n FEDERICA, 8ev raparn-
priénkav ouvohikég Siagopég oTnv aopdaAeia Tou Phesgo ot agBeveig nAikiag =
65 eTlov Kan < 65 eTwv. QoTé00, OTIC BAOIKEG KAIVIKEG BOKINEC TG TTEpTOUdOU-
HAPTING e evBoPAERIa TTEpTOUOUPAPTIT) OE OUVDUAQONO HE TPOOTOUZOUPANTIT,
onUEBnKav HEKWEVN OpEEN, avalyia, peiwon Bapoug, efaoBivian, Suayeu-
oia, TEPIPEPIKN VEUPOTIABEIa, UTTopayvnoiaipia kal Sidppola, PE T ouXveTnTa
ep@aviang va eival = 5% uynAdrepn oe aoBeveig nAikiag = 65 etwy (n=418) ot
olykpion pe aoBeveig < 65 etiov (n=2926). Meplopiopéva Sedopéva KAVIKWY
Sokipwy eival diaBéoipa yia aoBeveig nAikiag >75 eTwv ol omoiol Ehafav Bepa-
Treia e Phesgo n evoo@AéBia TrepToudoupdpTrn kal TpacTtoufoupduTn. Ta de-
Gopéva YeTd TNV KukAogopia otnv ayopd Seiyvouv om Sev utrdpyouv Siagpopig
aTnV ao@AaAsia TG TERTOUOUNAUTING Ot oUVBUACHO HE TPAOTOUOUUAUTIN OF
aoBeveig nhikiag = 65 eTwy kai < 65 eTwv.

Avagopad mieavoAoyoUHEVwWY aveEmBUUNTWY VEPYEIWY: H avapopd miBa-
VOAOYOUHEVWY QVETTIBUUNTWY EVEPYEIWY HETA OTTO T XOpnynon adeiag KukAo-
(popiag Tou QApHaKeUTIKOU TIPCIOVTOG Eival anuavTikn. Emrpémer T ouvexn
TrapakeAoUBnaon NG OXETNG OPEAOUG-KIVBUVOU TOU QUPUAKEUTIKOU TTROIOVTOC.
Znreital amo TOUG ETTAYYEAPATIES TOU TOHER TNG UYEIOVOMIKAG TTepiBaiyng va
avagpépouv otroleadoTe TBavoloyoUupeveg avemBUPNTEG EVEPYEIEG (BA. Ae-
TITOUEPEIES TIOPAKATW).

KUTrpog: ®appakeutikés YTnpeoieg, Ymoupyeio Yyeiag, CY-1475 Aeukwaia,
TnA: +357 22608607, ®ag: + 357 22608669, lorétomog: www.moh.gov.cy/phs
EAAGSa: EGvikog Opyaviopds Pappdkwy Meooyeiwy 284, GR-15562 Xohap-
yoc, ABAva, Tnh: + 30 21 32040380/337, @at: + 30 21 06549585, loToToToG:
http:/www.eof.gr

10. HMEPOMHNIA ANAGEQPHEHE TOY KEIMENOY: 13 lavouapiou 2022
AETTTOUEPEIG TTANPOQOPIES YIT TO TTAPOV PUPHAKEUTIKG TTPoioY Eival SIaBETIPES
aTov BIKTUaKS ToTI0 Tou Eupwitaikou Opyaviopou ®appdkwy http/iwww.ema.
europa.eu.
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