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Vectibix:

panitumumab

Tpamoc AaBearic: Me mepiopiojiévi) 1aTpiKr auveay:
ané yiatpo pe katahArAn eibikeuon Kat epmeipia,

Mavi Tz VECTIBIX C/S.S0L.IN 100MG/SML VIAL BT x 1V
VECTIBIX C/S.SOL.IN 400MG/20ML VIAL BT x 1

AMGEN

AMGEN HELLAS EINE
Ay. Kwvotavtivou 59-61
Green Plaza, xtipio I

15 124 Mapouoi

GR-VBX-0521-00001

BonBiaTe vo yivouv To @appoxa mo oogali kel AvogipcTe
OAEX i ovemBupnTes, cvEpyeies yio DAA 1o gdppoxa
oupmhnpuvovtog TNV “KITPINH KAPTA®

Avopépere KABE (nomm avemBinn evipyea olpguva g To sBvind adgmpa
avopopds ato Timwa AvernBuuniuoy Evepyeit Tou EBvinol Opyanapou Sapjdnuy
(EO®) T, 2132040380, Fax 7108540585, iz T yption e Kitpons Kapra, BinBeoym

wai oMy 10togeAda Tou EOO www eolgr via éviunn | mhextpavi) unoBokd Mpiv m ouvtayoypagnen oupPoukevBeire _Tnﬂ; 210 3447000 - Fax: 210 3447050

evakhaxtid oy AMGEN EAMGG Soppassuried ELE, Tk +30 2103447000,

v MepiAngn Xapaktnpiatikoy Tob Mpoovies. Email: info@amgen.gr, www.amgen.gr
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Xaipeuopuos

IXe60V TPELG SEKOETIEG ATO TNV ELCAYWYI TNG LOPLOKAG OTOXEUONG OTN BEPATEVTIKA TWV
KaKOROwV VEOTMAQOUATWY Kal TO TOTiO yivetal oAova 1o oUVOETO, PE TO EPWTAUATO VA
gemndoLv miow amo kabe MpOPANUa ToU HoLdlel va €xeL amavtnBei—€éva acUAANMTO o€
péyebog Fractal. To dalvopevikd XAog e Toug §IKOUG TOU VOUOUG TIou 8V €X0UV akOua
StatunwBOel aAG umApxov Kol urtdpxouv oto ABLOTO TNG CUVAPTIACTIKAG MVWGOLOKAG
MePUTETELOG KAL TIEPLUEVOUV VAL ATOKOAUPOOUV.

H enavdotaon tng Moplakic 2toxeuong apdlofritnoe tnv mpwrtokaBedpia tNng
KUTTOPOTOELKA G XNUELOBEpaTmelag av kal n TeEAeuTtaio MAPAUEVEL KALPLOG CUVEKTIKOG KPIKOG
™G T€xvng Tou MoAépou Katd Tou Kapkivou. Tnv teheutaia Sekaetia, n €kpnén tng Avoco-
OyKoAoyilag QTOPTLWVEL TO AVTIVEOTIAQCUATIKO OMAOCTACLO, HUETOKWVWVTOC TO OTOXO0TPO
NG BloAoylag amo To KApKIVIKO KUTTAPO OTO UKPOTIEPLBAAAOV TOU. EhUPWVOVTAG Ta KEVA
mou avarmddeukta adnVeL N L LEPOUG KOl cuVABWE 0loUVTOVLOTN GTOXEUON LOPLwY Kot
08wv npoabokoU e va ekmopBrooupe To alalovikd Telxog TNC amelpooTIkAG ETtepoyévelag
TwV KakonBwv NEOMAAGUATWY, QUTH TNV ETUTOMN TNG TTOAUTIAOKOTNTAG 0TN dUon. KL edw ot
npocdokieg aufavovtal KaBwe ta 1o TPEAG OVELPA TNG EMLOTNUOVIKAG Kovotntag daivetat
«va AaBaivouv ekdiknon».

H évatn cuvexng cuvavtnon KATw armo Tov TitAo «amo th Xnuelobepamneio atn Moplakn
JTOXELON Y TIPAYUATOTOLELTAL TIAVW OTNV QKL TOU TETAPTOU KUHATOG Tou Meydhou Aotpol
TOU €1KOOTOU PWTOU alwva. EATi{ou e va nv avartodoyuploet To okadog TwV MTPoadoKLWY
HaG KOLL VOL ITOPECOUE Vo cuvavTnBoU e Eava yla va culnTr)COUE Ta TILO EMiKapa OEpata
™G £€EALOOOUEVNG CUVOPTIAOTLKIG TIEPLTETELAG ATTO TNV «[poioTopiar tng XnueloBepaneiag
otnv «lotopla» tng MopLlaKng ZTOXEUONG.

OLmpoedpol tng OpyavwTtikAg Emitpomnic

ANEEavEpog ApSaBavng Frewpylog Miooaxkag
MuxaAng NwkoAdou ANEEavdpog T{oBapag




ETKEKPIMENO NMAEON KAITIATON METAZTATIKO OPMONOEYAIZOHTO KAPKINO TOY MTPOLTATH (mHSPC)
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'3 ZEKINHETE ME XTANDI™
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'Otav o1 acBeveic oag mapovoialovv mpoXwpnpévo Kapkivo Tov mpootdTn ival Kaipdg yia Spaon.
To XTANDI™ giva pia and Tou oTopates ¥opnyoUpevn Bepaneia pe anodedelyHévn anoTeAeCHaTIKETTA OTNV TPWTm
ypappr tou mHSPC, tou ugniol kivdivou nmCRPC kal Tow AoUUIMTWHATIKOU / fmia cuprmwpatikol mCRPC

QAPMAKEYTIKO NMPOION IMA TO OMOIO ANAITEITAI IATPIKH ZYNTATH

H atvropn NXM Tou npoidviog Snpocieveral o aehiba 26, Tou napéviog eviimou,

Na neparrépw minpogopieg aupfouleutsite v NMXMN nou SieiBera and v Astellas Pharmaceuticals AEBE, katdmv amioewe,
Noooxoparaxf npr (Kourix 112 emkahuppéva pe Nemmo vpsévio Sioxia - 40 mg /TAB): €2.261,67

O mhéow ouyvéc avemBpmTES evépyeicc eivan e§aoBévion/kdmoon, e€dpeig, onépraon, kardypara, ka maon'.
mHSPC: perooTatmig oppovacuniodirog kapkivog 1ou npoordr, amCRPC: pn peraotarikde, avBEXTIKGC 0TOV ELVOUXIOND, KGPKIVO TOU TIPOOTAT,
m{RPC:pevaoTanke, avBexnkic oTov Ewvouyiops KkapKivog 10U MpooTaTT

1. Mgy Xapaxtnpioni Mpaidvrog XTANDI™, 2.Sternberg CN et al. N Engl  Med 2020; 382: 2197-206, 3 Beer TM et al. Eur Ural 2017, 71: 151-54
& Armstrong Al etal, ) Clin Oncol 2019; 37(32): 2074-86, 5. Hussain Met al, N Engl ) Med 2018; 378(26): 246574

BonBriate va yVouv Ta GGPUCKS Mo 0opalr kai

_ . V(!?Ep['i
OAEE Tig aveniBopnTe evepyeiec yio OAA Ta pdppaka
Zupnhnpuvovrag Ty «KITPINH KAPTA»

7(‘;\1{‘”&\

Astellas Pharmaceuticals A.E. B. E.
Aynohaou 6-8, 151 23 Mapouat, ABriva
TnA. 2108189 900, Fax: 216 8008 998
www.astellas.com/gr
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MapayKkog
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Zeoduyyn
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MepSikapn
Pnyatog
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2. Tputodakn
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www.demo.gr

MpoonTIKA yia Thv

EAANnvIKA OIKovopia
AuTh gival n SpaoTIKA Nag ouoia

Ztn DEMO, nepiocdtepo and 50 xpovia,
SNUIOUPYOULE MOIOTIKA PARMAKA «ICXUPNG
dpdong» yia Tnv EAAnvikA Oikovouia.

Me ENiKEVTPO TNV £PEUVA, TNV KAIVOTOMIQ Kal
TNV UYIN ENIXEIPNPATIKN avanTtuén,
NapAyouHE TA PAPHAKEUTIKA Jag

npoiévta otnv EAAGDA, 0TO HEYAAUTEPO
epyooTtdoio Tng NA Eupdnng.

ZuvexiCouue TIC enevAUCEIS OTN XWPA KAl
oToug avBpwnoug, eEacpaiifovTag
EKATOVTAdEG BEOEIC EpyaTiag Kal VEEG
EUKQIPIEG aNAoXOANaNG.

AuTh gival n SIKn pag dpaadTIKn oucia:
Enevduosic otnv Avantugn Tng Oikovopiag.

EAANVIKG @dppaka pe NMaykdouia EuRéAcia

A \ DEMO aee

7 BIOMHXANIA ®APMAKQON
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Eniotnpoviké Npoypappa

MNapaokeun AEKELJ.BO'LOU 2021

13:00-13:15 nMpoocéAevon — Eyypadég

13:15-14:30  ZtOxXeUON OPHOVIKWYV 08wV (I)
Mpoedpelo: X. lewpyavtd, Z. Aspipn, M. Nonakwotog

13:15-13:35  PIK3CA avaotoAelc. . Kokkaln
13:35-13:55 mTOR avaotoAeic. A. Ztedpavou

13:55-14:15  Mwg n edappoyn otny mPagn cUUMANPWVEL TA KALVIKA
Sebopéva Twv avaoctoréwv CDK4/6 otnv 1" ypauun
Tou HR+/HER 2- peTaOTATIKOU KOPKIVOU HaoTOU. N. Motapaitiiav

Sponsored by epﬁlﬁl;
14:15-14:30  zulntnon

14:30-15:00 ZtOxeuon OpHOVIKWY 08wV (l1)
Mpoedpeto: I. BapBaAitng, E. Kwotoupog, M. Tolatdg

AvSpoyovikol avaoTtoAeic. E. Kovtomodng

15:00-16:30  Ztoxeuon TG owoyEvetag HER
Mpoedpeto: M. MNanaddénouvAog, N. Nepyoavtdg

15:00-15:20  AvaotoAn tou EGFR oTov Kapkivo Tou TTaX€0G EVIEPOU. X. Mapaykag
15:20-15:40  AvaoctoAn tou EGFR oTov kapkivo Tou Tvelova. A. Zupewvidng
15:40-16:00  Ztoxeuon tou T790M. A. ZUANgG

Mpoedpeto: N. Kevtenolidng, B. Mnapumouvng

16:00-16:20  Nedtepeg e€eli€elg 0T0 HER2+ HETAOTATIKO KOPKIVO
TOU UaoTOU. A. Tpudwvdnoulog

Sponsored by )ﬁEENF§!S

16:20-16:30  2ulntnon

16:30-17:00 AwaAeén
Mpoedpelo: E. Atavag, I'. ManadomouvAog, N. ToouKaAdg

Agikteg kaBodnynong yla tnv avocoBepaneia (PDLI,
TMB, MSI - High / MMR — Deficiency). MoU kat 1ote; 2. Nepoukidng

17:00-17:30  H otdxevon tng PARP
Mpoedpelo: ®. Zayoupn, I. ZapéAng, £. ITopatonovAou

Avaotoln g PARP. Aleupuvopeveg evbeitelc. M. Ogoxapn

17:30-18:00 AwdAsupa Kopé




@Akynzeo

netupitant/palonosetron

‘Eva kaydkio neptéxel 300 mg netupitant kat 0,5 mg palonosetron

02.2020/AKYNZEQ/adv 01

oy
§ Galenica ac. - HE{LS'N.QN

A8riva: EAeuBepiag 4, Knioid 145 64, Tn.: 210 5281700, Awavépetar karomv adeiag me Helsinn Healthcare 5.A, EAfetia
©eooahovikn: Kouvtoupiwtou & dagiavou 2, TnA.: 2310 542685

EmoTnyoviké Tpripa th.: 210 5281731 Bongfiore va vlvou\g'ru hppara mo agpak) ki ) )

Tunpa ®appakoenaypinvnong tnA.: 210 5281805 OAEZ g avemBUpnTes evépysies yia Nepauépw nhnpogopieg nephapBavoviat otn

www.galenica.gr ouvontikh Meptypagh Xapaktpiotikav Mpoidviog

OAA 1a @Gy
- ZupmAnpuvovTag TV mﬂﬂ KAPTA»
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Mapaokeun Aeke LLBO'LOU 2021
18:00-19:00 ApdAeyOUEVEG OEPATIEUTLKEG TTPOCEYYLOELG

Mpoedpelo: Z. AyyeAakn, I. KOUPAKNG
18:00-18:20  Flat-dosing avtveOmMAAOUATIKWY GAPUAKWY 0TNV

ETIOXN TNG LOPLOKIG OTOXEUONG. X. EppavounAidng
18:20-18:40  Evrtatikomoinon 660n¢ kal peyabeparela oToug

CUUTIAYELG OYKOUC: EETEPATILEVEC OTN CUYXPOVN EMOXN; A. TpudwvonouAog
18:40-19:00  zulntnon
19:00-19:30  AdAeén

Mpoedpeto: X. Kav, I. KuptdornouAog

H oUvBetn enibpaon Tou «XHIM» 0Tn clyxpovn oykoloyia. E. ZaloUotpog
19:30-20:00 AudAeén

Mpoebdpelo: Z. Tpappatdoylou, M. Nanakwvotavtivou, X. Dacilavog

EBeAOVTLONOG Kal kapkivog oTnv emoyr TN mavénuiag. M. Koukouytdavvn
20:00-20:30  AwdAeén

Mpoedpeilo: O. MmaAaoupa, I'. Moodkag

To AtttAov oTnv oykoloyia. A. ApdaBavng
20:30-21:00  TeAetA Evapéng

Mpoedpeilo: M. Naywvn, I. Pnydrtog, Z. Zapldakn

Ooocodia kat Oykoloyia. I. MnoukoBivag
S4BBoTo AegkepPplou 2021
09:00-10:00 Xtoxeuon tou ALK kat ROS1

Mpoedpelo: £. Zuvayaog, X. Mavomoulog, A. XplotornovAou
09:00-09:20  AvaotoAeig Tou ALK. E. Tputodakn
09:20-09:40  Avaotoheig Tou ROS1. Nedtepa Sedopéva. I. ApdaBavng-Aouképng
09:40-10:00  ulAtnon




CABOMETYX
+ NIVOLUMAB

Take control with
the TKI+CPIl combination of choice

Innovation for patient care
AT SR A IPSEN MON. EMNE ;
R e ATIOY AHMHTPIOY 63 , 174 56 AAIMOE, AGHNA CABOMETYX
R THA.: 210 9843324, 210 9858930, FAX: 210 9887911 (cabozantinib) tablets
Te=hh BRI Y E-mail: ipsenepe@ipsen.com + NIVOLUMAB

http://www.ipsen.gr

ZuvTayoypa@ikég TTANPOPOPIEG TOU TTPOIGVTOG OTnV CEAIBA
1.Cabometyx MepiAnwn XapaktnpioTikwy Mpoioviog

NOW EMA APPROVED

9 CABO-A/MAY 2021
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s4BBato AsgkepPplou 2021
10:00-11:30  H &ieupuvopevn «atiéviar» tng avocoBepamneiag (1)
Mpoedpeto: A. ABavaotadng, X. Avdpeadng, A. MroUtng
10:00-10:20  Anti-PD1. I. Mouvt{iog
10:20-10:40  Anti-PDL1. 0. ToaBapng
10:40-11:00  Anti-CTLAA4. A. NaoKapakng
11:00-11:30  SulAtnon
11:30-12:00 AwdAsippa Kopé
12:00-13:50 H &ieupuvipevn «atiévra» tng avoooBeparneiag (I1)
Mpoedpeto: A. Bappoakdg, M. Koopidng, X. XptotodouAou
12:00-12:20  H kAwkn agla Tou SUThol aVoCOATMTOKAELGUOU OTO
HETAOTATIKO MMKI. A. Ndaon
Sponsored by \'"' Bristol Myers Squibb’
12:20-12:40  ANTI-PD-1 & xnueloBeparneia. l. Zodatlng
12:40-13:00  ANTI-PD-1 & otoxeuTikn Beparmeia. A. Acon
13:00-13:20  ANTI-PDL-1 o€ cuvSuaGuOUG. N. Katcaouvng
13:20-13:50  >ulAtnon
13:50-15:20 AlaAE€elg
MNpoedpeilo: N. Avépouldkng, A. Kwtoakng, E. Zapavrtag
13:50-14:20  Neodtepa dedopéva otnv 1" ypappn Tou Un UKPOKUTTAPLKOU
KOPKIvoU Tou mveUpova: oTtdlovtog otny erpiwon. B. Papdidéng
Sponsored by e Mﬁ?w .
14:20-14:40  Mépa and tnv avoocoBeparmeia 1" ypapurng: BepanmeuTikd
odeloc tou Nindetanib og aoBeveic pe adevokapkivwua
KoL Ttpoxwpnuévo MMKIT. M. NikoAdou
Sponsored by |m| ?ﬁ;elﬁ.i:ign?
14:40-15:00  H povoBepamneia otnv 11 ypappr TOU TOTIKA TTPOXWENHUEVOU
Kal petaotatikol MMKIM. A. T{oBapag
Sponsored by SANOFI )
15:00-15:20  zulntnon
15:20-16:15 MeonuBpivi Stakomn
16:15-17:00 H otoxeuon tou BRAF
Mpoedpeto: M. MamnakotovAag, E. Peg
16:15-16:35  AvaoToAr Tou BRAF oto peAdvwpa. M. ApiZouv
16:35-16:55  AvaotoAn tou BRAF oto mayu. 1. Toupkavtwvng
16:55-17:00  2ulntnon

I




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

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

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

That's the standard of care in HER2+
breast cancer delivered in a fraction of the
time, >4 with the potential to minimise
drug wastage and liberate up to

70% & 90%

of staff of chair
time™* time*#s

*vs. IV treatment. Time and resource savings extrapolated from time and
mation studies with Herceptin SC vs Herceptin [V 2%

NAnpoypopies yia tnv aopdleia
lNa EmayyeApatieg Yyelag

O mo ouyveg ADRs (230%) mou avapépBnrav oe aoBlevelg mou urtoBAnBnkav
oe Gepansia pe PHESGO ry evbopAeBia neproulouudaunn o ouvbuaopd pe
Tpactouloupdunm kat xnueoBepanela fArav n alwnexia, n Gidppowa, n
vautia, navawla, n eEacBévion kai n apbpahyia.

Ma nepoodtepes Anpowopleg mapakaiolye onwg napaneppBelte oy
XM tou pappdxou Mou mapatiBetal KATwey.

MAnpopopieg yia tnv kinon
MNa EmayyeApartieg Yyelag

Edy pia aoBeviig peiver fykuog evis AapBavel PHESGO, 1] evidg 7 pnvey petd tnv
TeAeuTaia &oon Tou PHESGO, mapakahoupie va QVapERETE ApETWS TNV EYKUHO-
ouvn atnv Tamkr} Movada Dappakocemaypunvnong g Roche (HELLAS) AE, eite
nAextpovika péotw tng otooeAibag httosy//www.roche.gr/el/contact/drugsafety.
htm, efte péow nhektpovikol tayubpopeiou (hellas.drugsafety@roche.com), glte
péow TnAeopolotumias (210 6104 524) efte, TéAog, Jitow THAEPUVOU oTov apilBud
210 6166 100.

Emnpéobeteg minpowopieg Ba {nunBolv katd tn iGpkeia piag eykupoalvng
vE £kBeon oto PHESGO kal katd 1n Sidpkeia tou mpiitou xpovou {wiic tou
Bptgoug. Autd Ba buwaet atr Roche tn Suvatdtnta va kataverjoel kaAltepa
v acpdaela tou PHESGO kai va mapéxer KatdAAnAes minpogoples otig
UyElovopIkEG apxég, aToug mapdxouc Uyelovoprs TeplBaiiing kat otoug
aoBeveic, MNa meplocdtepes MAnpoyopies, maparkatolpe avatpébre otnv NXN
tou PHESGO.

¥ PHESGO®

PERTUZUMAB-TRASTUZUMAB
Go there
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PHESGO Tpérneg SiaBeans: Me mepiopiapévn atpikr ouvtayr}. Mévo yia voaokopeiaxr)
XPrion ard yiatpd pe KatdhAnAn eibikeuon kat epmelpia.

Phesgo 1200mg / 600mg
EXAGEce N.T: 571659 € AT: 687430 €

Phesgo 1200mg / 600mg
Kimpog; MAT: 7249,43 €

Phesgo 600mg / 600mg

Phesgo 600mg / 600mg
EAMGDa: NT: 363748 € AT 437413 €

Kinpog: MAT: 4710,46 €

¥This medicinal product is subject to additional monitoring. Reporting suspected adverse
reactions after authorization of the medicinal product is important. It allows continued
monitoring of the benefit/risk balance of the medicinal product. Adverse events should
be reported. Adverse events should also be reported to Roche (Hellas) S.A. Please contact
Roche (Hellas) S.A. Drug Safety Unit by emailing (hellos.drugsafety@rache.com), or calling
(+30 210 6166100).

Roche (Hellas) AE.

Adapdvag 4 & Achpdy

BongiioTe va yiveuv Ta @dppaka Tio ao@ald Kai

151 25 Mapouay, ATTixr =
Avagépere: TnA I’zro mﬁﬁmz. !?x: 210 6166159 g

3 email: hellos medinfo@roche.com
ONEENCmeIROUNTIEC vepieies v EA5a 800 111 93 00 5
OAA 1a pappaka (Buspedy ypappf] emkowtviag) =8
Zuprrhnpuvovrag Ty «KITPINH KAPTA» Kinpog 800 92 668 ﬁ
(Bwpedv ypapun emkorwviac) o
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S4BBato AekeuBplou 2021

17:00-18:00 Kapkivog Tou MENTIKOU oWARVA: £va HeTaBaAAopevo Tomio
Mpoedpelo: M. Baohapatlig, A. NikoAdién

17:00-17:20  H avoooBeparmeia 0TA KAPKWWHOTA TOU AVWTEPOU
TIETTIKOU. N. XapoaAapmndkng

Sponsored by \'"' Bristol Myers Squibb’

17:20-17:40  TMAorjyynon oto Torio Beparmeiag Tou Kapkivou Tou TIaXEOG
EVTEPOU E TO BAEUUA OTO LEAAOV. E. Mdyyou

Sponsored by PARRTIK

17:40-18:00  zulntnon
18:00-18:30 AwdAsiupa Kodé
18:30-19:30  AwaA€€elg
Mpoedpeto: A. Nektaoidng, A. Wuppn
18:30-18:50  Health economics of RCC: Focusing on efficiency. K. ABavacakng
Sponsored by %.IP.—.'_'.,E

n for patient care

Mpoedpeto: M. N’koUBepPnNg, K. Towyapidag
18:50-19:10  METOOTATIKOG KAPKIVOC TOU TIOYKPEATOC: TWG UMOpPEL
va emteuxBel mapataon emBilwong; A. ZTPLUITAKOG

Sponsored by ¥ =
"= SERVIER

19:10-19:30  zulntnon

19:30-21:15  H otOXEUON TNG QLYYELOYEVEDNG
Mpoedpeto: N. Asoogg, M. Kapapoulng, A. KoUtpag
MOVOKAWVIKA QVTLOWLOTA 0TV OYYELOYEVECT): OE TIOLEG VOOOUG OIOTEAEL
nén Baown cuvictwoa

19:30-19:45  Bevacizumab. N. Karnodiotplag

19:45-20:00  Aflibercept. K. Nepbikdpn
TKI’s tou VEGF-R

20:00-20:15 Sorafenib, Sunitinib, Pazopanib. X. B€pog

20:15-20:30  Vandetanib, Axitinib. N. XoAng

TUvBetn otoxevon twv VEGFR kat RET, MET

20:30-20:45  Regorafenib. E. KapatpdcoyAou
20:45-21:00  Cabozantinib. 3. Tahayavn
21:00-21:15  fulAtnon




\Z
TECENTRIQY

atezolizumab

CONNECT
H PURPOSE
Y o

TECENTRIQ® 1.200 mg nuxvé Sidhupia yia napaokevi daloparog npog éyxvon.

TECENTRIG® 1,200 mg: - EXKGBa AT 456000 € - 1. €3799,53 €« Kimpoc MA T 499357 € .8 PRIX GALIEN GREECE e
TECENTRIQ" 840 mg mukvé Siahupa yia mapaokeur) Slahdpatog npog éyyvon. Aiva 2 279

TECENTRIQ® 840 ma: « EdBa AT 293417 € - NT.: 242808 € « Kimpoc MATZ 312275 € . b

Tpémog AraBeoryc TECENTRIQ™: Me mepiopiojiéviy iavpikr] ouvTayi]: MOvo yia voooKojieikr ypion amd yiatpo jie katah\ahn edikeuorn kai gimeipia. KAAYTEPO BIOTE OTTRO TTPOION

wwwprixgalien.gr

Nepaitépu mAnpopopies Siaribevior and tov xitoxo T GSeiag kukhogoplo; katonw aqoeus,

ROCHE (Hellas) A.E. v To gdpyarn autd Tekel urd cuyminplopamid rapaxhadnon. H avagopd mavoleyoiyisvy
. " - OVEMBLATTIN EVEYENY JETS A T Xoprynon aBexag Kk i BonbrjoTe va yivouy Ta gd mio aopahi kal §
?::W;‘ﬂ;: li‘ﬁﬁ?nq’lzil‘?: DE: INQ;IT;;JUL Ak TpaiovTaC £vol quu:n Enmpénerm oy nupumhl?[ﬂqnm ﬂ}(ﬂ?{fm‘f; olpéhauc-Kubivoy : A""?"""“ ¥:
emall: hellzs medinfo@roche com TOU (papHIKEUTIKO! TIpOTovTOR, (Tpénel va yiverar avagopd Tav avemBiymTiov eve pyendt, Oh OAEE g avemBlpnTes evipyeieg yia =
. ovemBOjTEs EvépyeC Tpénel entiaryc va avagépovral atn Roche (Hellas) AE. Naparahaipe B OAA Ta gapuaka =
EéiBa 800 11193 00 (Swpedy ypopyr lag) y1e 1) Mo Gappiakaenaypo i Roche (Hellas) A £, &ite Zupmhnpavoviag Ty «KITPINH KAPTA» =
=

Kompoc 800 92 668 (Swpeav ypaypn emwowaviac) amoorébovtace-mail (hellas drugsafety@voche.com), £ite miequvikide (+30 210 6166100).
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AyyeAakn 2.

ABavaoaxkng K.

ABavaoladng A.
AvSpeadng X.
AvSpoulakng N.

Apdafadvng A.

Apdapavnc-Nouképng .

Acon A.
Bappoakag A.
BapBaAitng I.
BacAapating M.
Bépog X.
Fewpyavta X.
T'kouBepng M.
Fpoppatoylou Z.
Agpipn 2.
Aegooég N.

ApiZou M.
EppavounAidng X.

LUHETEXOVTES

KaBnyntpta Mabohoyikrg OykoAoyiag, MNMaboAoyikr-Oykohoyikr) KAk,
M.T.N. HpakAetlou, Epyaotriplo MetadpaoTtikrc Oykoloyiac,
Maverotnuo Kpntng

Enikoupog KaBnyntrg Owovoukwy tng Yyetag kat ASLoAdynong
Texvoloylwv Yyelag, Tunpa MoAtikwy Anpoaotoag Yyetag, xoAn
Anuootlag Yyetag, Mavermotr o AUTIKAG ATTIKAG
MaBohoyog-OykoAdyog, Zuvtoviotrg AteuBuvtr|g, Turua MNaboAoyikrg
Oykohoyiag, I.N. Adploag

MaBoloyog-OykoAdyoc, AteuBuvtng, I Turiuo KAwvikng Oykoloylag-
XnueloBepaneiag, A.N.O. «Oeayévelo»

MaBoloyog-OykoAoyog, Zuvtoviotrg AteuBuvtrg, OykoAoyikod TURua,
.N. HpakAeiou «Bevilgrelon

MaBoloyog-Oykoldyoc, AleuBuvtic-Emotnuovikog YrevBuvog, A’
MaBoloykr-Oykoloyikr) KAwikn, I.A.O.N.A. «O Ayloc ZaBBag»

Ewdikeuopevog Maboloyiag, I Oykoloyikn KAwikn, I.O.N.K. «Ot Aylot
Avapyupol»

MaBohoyog-Oykoloyog, A" OykoAoyikn KAwikn, «Eppikog NTuvav»
Hospital Center

MaBoloyog-Oykoloyoc, AtcuBuvtic E.2.Y., Maboloyikr-Oykoloykn
KAwikn, M.I.N. HpokAgiou

MaBoAoyog-OykoAdyog - AolpwELoAOyog, AleuBuvtrg, A" OykohoyLkr
KAwikn, «Eppikog Ntuvav» Hospital Center

MD, PhD, MaBoAoyog-OykoAdyog, ETLoTNHOVIKA KO ALOIKNTIKA
YrievBuvog, Oykoloyikr KAwikn, I.N.A. «O EuayyeAlopog» - MOAUKAWIKA

MD, MSc, EtSikeuopevoc Maboloyikrg Oykoloyiag, A Maboloyikod-
OykoAoyikd Tunua, MNA.0.N.A. «O Aylog ZaBBac»

MaBoloyog-Oykoloyog, AleuBuvtpla E.2.Y., A" Maboloyko-Oykohoyikd
Tunua, NA.O.N.A. «O Ayloc SaBRac»

MaBoloyog-OykoAoyog, EmipeAntrg A, B MaboAoyikn KAwikn,
rA.0.N.A. «O “Aylog 2apBoag»

MéMoc A.3., ENnvikr) Opoortovdia Kapkivou - EAAOK, Mpoedpoc,
YUMoyog Kapkwomabwy «K.E.D.1.» ABnvwv

MaBoloyog-Oykoloyog, AteuBuvtpia, B’ MaboAoyikd-OykoAoyko Tunua,
IA.O.N.A. «O Aylog 2aBBRag»

MaBoloyog-OykoAoyog, AteuBuvtng, A’ Maboloykn-OykoAoyikn KAwikn,
rA.O.N.A. «O Aylog 2aBBRoag»

MaBoAdyog-Oykoloyoc, B OykoAoyikr KAwikr), «Metropolitan» Hospital

MNaBoAoyog-Oykohodyoc, Mpwnv Av. KaBnyntrig Mavemotnuiou UCLA,
AlaoAkaviko Kévtpo Oscoalovikng
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Zayoupn O.

ZUANG A.
Ogoxdpn M.

Kawvi X.
Karnodiotplag N.

Kapapoulng M.

Kapatpacoylov E.

Katoaouvng .
Kevtenolidng N.

KOKKoAN Z.
KovtonoéngE.
Koouiéng M.

Koukouyiavvn M.

Koupakng .
KouUtpag A.
Kuptomoulog 1.
Kwotovpog E.
Kwtodkng A.
NAaokapakng A.
Aavog E.
Mayyou E.
Mapaykog X.

Mouvtog I.

Av. KaBnyntpla E.K.M.A., NMabBohoyog-Oykoldyog, Oeparmeutikr) KAk,
I.N.A. «<AAeEavEpa»

MD, PhD, MaBoAoyog-OykoAdyog, A" Oykoloykn KAwkn, «lacw»
MaBoloyog-Oykoloyog, EmpueAntpla A, A’ Mabohoyikr) KAwikn, M.I.N.A.
«\aiKO»

PharmD, PhD, Mpototapévn, Tunua Zxedlaopol kat MapakohotBnong
Xopnrynong Oapudkwy, AtevBuvon Gapudkou, E.O.MYY.

MaBoloyog-OykoAoyog, PhD, ErtipeAntrg B, OykoAoyko Tunua, M.r.N.
Motpwv

MaBoloyog-OykoAoyog, Kabnyntig, latpikr ZxoAn, E.K.M.A.

MD, MSc, PhD, Eldikeudpevn Maboloyikrg Oykohoyiag, A MaboAoyikn-
Oykohoytkr) Khwikr), IA.O.N.A. «O Aytog 2aBBag»

MaBoloyog-Oykoldyog, A’ Oykoloyikod KAwikr), «Metropolitan General»

MD, MSc, PhD, NaBoAdyoc-Oykoldyog, AteuBuvtrg, «Metropolitan
General», 251 T.N.A.

MD, MSc, MaBoloyog-OykoAdyoc, Emupelrtpla B, I.N.A. «ITmokpdtelo»
MaBoloyog-OykoAoyog, EmpueAntrc A', I.N. HpakAeiou «Bevilehelo»

MaBohoyog-OykoAoyog, AteuBuvtng, B’ MaboAoyikn-OykoAoyikr) KAk,
A.O.KA. «Yyela»

Suv-OpuTtpLa, Mevikn AteuBuvipla, Aotikry Mn KepSookorkr Etatpeia
KAPKINAKI, Evnuépwon yia tov Kapkivo otnv Madikn kat EdnPikn
HAwio

MaBoAoyog-OykoAdyog, EToTnHOVIKOG Zuvepydtnc, B” OyKoAoyLKN
KAwikn, A.0.K.A. «Yyela»

MaBoloyog-OykoAoyog, Av. KaBnyntng Maboloyiag-Oykoloyiag,
Maveruotn o MNatpwy, AteuBuvtr|g, Oykohoyikd Tunua, M.I.N. Matpwy
Opotog Kabnyntng Owovoptkwy tg Yyelag, EBvikr) ZxoAr) Anpoctag
Yyetlag (EZAY), Mpoedpog EANVIKAG Emlotnovikng Etatpeiag
Owovoplag kat MoAwtikng tng Yyetag

MaBohoyog-OykoAoyog, EmipeAntrg A, I.N.A. «I. Tevwnuatagk

Av. KaBnyntrig Maboloylag-OykoAoyiag, latpikr) ZxoAn, Mavermotruo
Oeoooliag, AteuBuvtng, Oykoloyikn KAwikn, M.I.N. Adploag
MaBoloyog-Oykoldyog MD, MSc, AleuBuvtric, OykoAoyLKO THrMa Kol
Kévtpo KAwikwv Meletwy, latpikd Kévipo ABnvwv
MaBoloyog-OykoAoyog, EmipeAntrc A, MaBoloyko-Oykohoyikd TUAua,
IA.N.M. «MeTaga»

MaBoAdyog-Oykohdyog MD, A’ MabBoloyki-Oykoloyikr) KAk,
IA.O.N.A. «O Aytog 2aBBac»

MaBoloyog-Oykoloyog, Empentrc B, A" Maboloyikn-OyKoAoyikn
KAwikr), F.A.O.N.A. «O Aytog 2aBRag»

MD, MSc, PhD, NMaBoAdyoc-Oykohoyog, AleuBuvtrg, A" OyKOAOYLKN
KAwkn kat Movada KAwikwv Meletwy, «Eppikog NTuvav» Hospital
Center
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MrnaAaoupa O.
Mrnapurolvng B.

Mrnoukofivag I.
MroUtng A.
Ndon A.
NwoAaiién A.
NwoAdou M.

Zuvoyalog 2.
Naywvn M.

NoavormouAog X.
Narnadonouiog I’
Narnadonoulog M.

NoarakotoUAag M.

Narnakwvotavtivou M.

Narnakwotoag M.
Nektaoiéng A.
Nepyavrag N.
Nepdkapn K.

MNepoukidng 2.

Npoedpog A.%. - Aowkntrig, IA.O.N.A. «O Aylog 2apBag»

MaBoloyog-Oykoloyog, AleuBuvtig, I Oykohoyikr KAWLk,
«Metropolitan» Hospital

MD, PhD, MaBoAoyog-OykoAdyoc, Emotnuovikog YrievBuvog,
Oykohoytkr) Movada, «BlokAwikr» OeocaAovikng
MaBoloyog-Oykoloyoc, EmpeAntric A, A’ Turua XnuetoBeparneiog,
AN.O. «Ogayevelo»

MaBoloyog-Oykoloyoc, Empelrtpla B', B’ MabBohoyikr-Oykohoyikr
KAwtkn, I.O.N.K. «Ot Aylot Avapyupot»

MaBohoyog-OykoAoyog, Av. AleuBuvtpla, Oykohoyikr KAWLk,
Noookopelo «Mntépa»

NaBoAdyog-Oykolodyoc, EmueAntig B, A’ Maboloyki-OykoAoyikr
KAwikr), [.A.O.N.A. «O Aylog ZaBpac»

MD, PhD, MaBoAoyog-OykoAdyoc, AteuBuvtng, FAN.M. «Metaga»

Juvrtoviotpla AleuBuvtpla, I MaboAoyikr) KAwikn, T.N.A. «T.
Fevvnuatagy», Emotnpovika YreuBuvn Auudatpikou latpeiou, M.N.A.

«[. Fevnuatag», MNpoedpog Emotnuovikol Zupouliou .N.A.

«T". Tevwnuatdgy, Mpoedpog A.2. Etatpeiag Maboloyiag EAGdoc (E.M.E.),
Mpdedpoc Avwtatou MeBapxikoL M.13., Mpdedpoc EINAT,
Avtinpoedpog OENTE

MaBohoyog-OykoAoyog, AleuBuvtig, OyKoAoyKO T, «EUpWKAWIKA»
ABnvwv

MaBoAoyog-OyKoAOyoC, EToTnHOVIKOG ZuvepydTtnc, «Eppikog NTuvay»
Hospital Center

MaBoloyog-Oykoloyog, AteuBuvtng, Oykoloyikn KAwikr, NauTikod
Noocokopelo ABnvwv

MaBoloyog-OykoAoyog, AteuBuvtng, A" XnueloBepameuTiko-OykoAoyLKO
Tunpa, A.N.O. «Oeayévelo»

Mpdedpoc A.3. «Tvonrc Ayamng», AleuBuvtpla Kowwvikig Ynnpeolag,
I.A.O.N.A «O Ayloc ZaBpag»

MaBoloyog-Oykoloyog, AteuBuvtng, B” Oykohoyikr) KAk,
«Metropolitan General»

Oupotpog Kabnyntng, latpkn ZxoAn, E.K.M.A., AleuBuvtnig, I
Oykooyikd Tunua, «Eppikog Ntuvdv» Hospital Center
MaBoloyog-Oykoloyog, AteuBuvtnic, A’ Maboloyikn-OykoAoyikr) KAwikr),
IA.O.N.A. «O Aylog 2aBBRag»

Ewdikeuopevn Maboloyiag, A Maboloykn-Oykoloyikn KAwikn,
rA.O.N.A. «O Aylog 2aBBoag»

MD, MSc, PhD, NMaBoAdyog-Oykohoyog, YrieuBuvog OykoAoyikou
Tunpatog, Meviko Mavapkadikd Nocokopeio TplmoAng
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Mwodxag .
MwotapoAt{iav N.

Paudidng B.
Peg E.

Pnydrtog .
ZaAovotpog E.
Sapavtag E.

ZopéAng .

Zapldakn Z.

Zodatngl.

ZTOpATOnoUAoU 2.
Itedavou A.
ZTPLUIAKog A.
JupewvVidng A.
TaAayavn 2.
TloBapag A.

Toupkavtwvng I.

Tputodakn E.Z.

Tpudwvonoulog A.

ToaBapng O.
Towatag M.

Towapidag K.

AktvoBeparmeutrig-OykoAoyog, Tuvtoviothg AteuBuvtng, Tunua
AktvoBeparmeutikng OykoAoyiag, I.N.A. «AkeEavEpa»

MD, PhD, MaBoAoyog-OykoAdyoc, EmipeAntrc, Oykoloykn KAwikn,
Noookouelo «Mntépa»

MaBoloyog-Oykoloyog, AteuBuvtng, OykoAoyikn KAwikn, 251 I.N.A.

MaBohoyog-Oykoloyog, EmpeAntpla A, I Oykohoyikr KAwikr, I.O.N.K.
«OLAylot Avapyupol»

MaBoloyog-OykoAoyoc, Au. Emtikoupog KaBnyntng, E.K.M.A,,
.. AtevBuvtnig, A.O.N.A. «O Aylog Zappac»

Enikoupog KaBnyntrg Oykohoyiag, TURua latpknc, MavemioTn o
Qeooaiag

MaBohoyog-OykoAdyog, AteuBuvtng, B Oykohoyikr KAwikr, Noookoueio
«Metropolitan»

MaBoloyog-OykoAdyoc, Emotnpovika YrevBuvog, AleuBuvtng,
Oykohoyikr) Movada, T.N.A. «ITmokpdtelo», MNpdedpog EANNVIKAC Kat
AleBvoug Etatpelag Moplakd ZToxeUEVWY EEATOMIKEU LEVWY
Oeparnelwyv

Dr, PhD, MaBoAdyog-OykoAdyog, Emotnuovikog YniebBuvog, Oykohoyikd
TuAua, «AckAnmog AIATNQSIZ» - KAikr «AokAnmieiov Kpritne,
HpakAelo, Kprtn

MD,MSc, MaBoAdyog-Oykohoyog, ErueAntrg, ' Oykohoyikr) KAk,
«Metropolitan» Hospital

MNaBoAoyog-Oykolodyog, I Oykohoyikn KAwikn, «Metropolitan» Hospital
MaBoloyog-Oykoloyoc, Empelrtpla B' EXY, M.I.N.A. «Aaiko»

MRCP, PhD, MaBoAdyog-Oykohoyoc, A.O.K.A. «Yyela»

Eldikeuopevog MaBoAdyog-Oykohoyog, MA.N.M. «Meta&d»
Ewdikeuopevn Maboloyikng Oykoloyiag, A.O.N.A. «O Ayloc ZaBBag»
PhD, NMaBoAdyoc-Oykohoyog, ErueAntrg B, A’ MaBoloyikr-OykoloyLkn
KAwwkn, I.A.O.N.A. «O Aylog 2aBBag»

MD, MSc, PhD, MaBoAdyog-Oykohoyog, EmueAntrg B, B’ MaBoAoyikn-
OykoAoytkr) Khwikn, IA.O.N.A. «O Aytog ZapBag»

MD, PhD, MaBoloyog-Oykoloyoc, A’ Mabohoyikr-Oykoloytkr KAk,
IA.O.N.A. «O Aylog 2aBBac»

MaBoloyog-OykoAoyoc, EmipeAntrc A, B MaboAloyikn-OyKoAoyLkn
KAwkn, I.A.O.N.A. «O Aylog 2aBBag»

MaBohoyog-OykoAoyog, EmipeAntrg B' E.2Y.,, I.N. HpakAeiou
«BevilElelo»

MD, PhD, BSc, MaBoldyoc-OykoAdyog, latpikod Kévtpo ABnvawy,
Juvtoviotng Opadag Avooo-Oykohoyiag HeCOG

MaBoAoyog-Oykohoyoc, Av. AteuBuvtrg, E” OykoAoyikr KAwikn, A.©.K.A.
«Yyeto»
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TooukaAdg N. MD, MSc, PhD, NMaBoAdyog-Oykohoyog, MSc BlormAnpodopikn, Av.
AtevBuvtrg, Oykohoyikr) KAwikr, 401 I.Z.N.A., ElLOTNHOVIKOG
Juvepyatng, «Eppikog Ntuvav» Hospital Center

®daotavog X. Avtutpoedpog AY - Avarmnpwtrg Alowkntrg, MA.O.N.A.
«O Aylog 2aBBac»

XapaAaprakng N. MD, PhD, MaBoAoyog-OykoAodyog, EmtiueAntrg B’, OyKoAoyLko-
MaBohoywo Tunua, MA.N.M. «Metagda»

XoAng N. Ewdikeuopevog Maboloyikng Oykohoytag, A’ MaBoloyikr-Oykoloykn
KAwikr, F.A.O.N.A. «O Aytog ZaBpac»

XplotoSoUAovu X. MNaBoAoyog-Oykohoyoc, AleuBuvtng, B” Oykoloyikr KAk,

«Metropolitan» Hospital

XplotomouUAou A. MaBoloyog-OykoAodyoc, AteuBuvtpla E.2.Y., Movada XnueloBeparmelag,
r.N. Natpwv, AdakTwp, latpikr ZxoAn, Maverotruo Matpwyv

WuppA A. KaBnyntpta MNabohoyiag-Oykoroyiag, E.K.M.A., YrtebBuvn, Oykoloyko
T, M.IN. «ATTKOV»
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Tpénog 61dBeang: Mepiopiopévn laTpikh guvtayn.

H Bidyvwon &/ n évap€n tng Bepaneiac yivetal oe voookopeio

& pnopei va ouvexifetal KTOC voooKopEeiou uNd vogoKopelakh napakohoUBnan.
Nogokopetakn tpn: ZIEXTENZO INJSO.PFS 6MG BTx1 PFSYR 314,07€

¥ To pdppako auto teAel
un6 ouprAnpwpaTIKe napakoAoUtinan BT P e o Cout)
Mpiv i cuvtayoypdgnon oupBouleuteite OREE ‘;‘f;‘a"mmmm

mv MNepihnyn Xaparmpiotkwy rou Mpoidvios  suyumnpavovios T «KITPINK KAPTA=
nou GiatiBetai oe endpevn oeAlba

QZIEXTENZO

pegfilgrastim

SANDOZ ;"

KAK: Sandoz GmbH

Biochemiestrasse 10, A-6250 Kundl, Auatpia
Zrotxela emkowwviag omv EAAdda:

Novartis (Hellas) A.E.B.E/Sandoz division
OpaykokkAnotag 7B, 151 25 Mapouot, ABrva

TnA.: 2102811712, 0af: 210 6857655
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[evikés [1Anpogopies

Opydavwon
EAAnvikn Oykoloyukr) Ekmaidevon kat Mpagn (EA.O.E.NM.)

I€ ouvepyaoia pe:

o A’ MaBoAoyiko-OykoAoykd Tunua, MA.0.N.A. «O Aylog Zappag»
¢ lvotitouto Moplakng latpikng kat Bloiatpikng Epeuvag

e Tunuoa AktivoBeparneutikiic Oykoloyiag, I.N.A. «ANeEavEpa»

* latpikn Etatpeia Epguvag kat Eknaideuong

Yo tnv auyida:
Etatpeio OykoAoywv Maboloywv EAAGSag

Huepopnvia Sie§aywynig
3-4 AekepBpiov 2021

Tomnog Ats§aywyng

=evoboyxeio Crowne Plaza Athens
MuxaAakomouAou 50, ABriva 115 28
TnA.: 210-7278000

To Zuvedplo Ba mpaypatomnolnBel UBPLEIKA - pe SladikTuakn Kal GUCLKH CUMUETOXN.

Eyvpadég

H eyypadr oto Zuvédplo elvat Swpedv. H mapakololBnon enttpénetal povo oe EmayyeApatieg
Yyelag Kot o MPOMTUXLaKoUG/UeTamtuxtakoug doltntég. OL poltntég eival amapaitnto va
BeBatwvouv TNV LBLOTNTA TOUG, TPOCKOWI{OVTOG OVTIOTOLXO QMOSELKTIKO OTOLXE(O.

0&nyieg dpuowkng napakoAovOnong:

BAOEL TWV UYELOVOULKWY TIPWTOKOAAWV TToU €ivat o LoxU Kot Adyw Tou €EALPETIKA TTEPLOPLOUEVOU
apLOUOU ETUTPEMOUEVWY CUUUETEXOVTWY 0T ouvedplakn aibouoa, n Opyavwtikn Emitpornh
TIPOTPETEL TOUG CUUUETEXOVTEG va TapakoAouBrnoouv SLaSIKTUOKA TO ZUVESPLO MECW TNG
LotooeAidag www.livemed.gr. H eil0080¢ 0TOUG GUVESPLAKOUG XWPOUG ETITPETETAL LOVO OE TTARPWG
eupoAacpévoug | vooroavieg to TeAeutaio §aunvo Kot amouteital n enidel§n £ykupou
TILOTOMOWNTIKOU EUBOALOCHOU 1) TILOTOTOLNTIKOU voonong. H xprion LAaockag npootaciog sivot
UTTOXPEWTLKN YLot OAOUG TOUG CUMUETEXOVTEG OTOUG OCUVESPLOKOUG XWPOUG. Ma tnv elcodo otnv
aiBouca Ba tnpnbel oelpd MpotepaldTNTAG, N omola adopd TNV APLEN OTO CUVESPLAKO XWPO KoL
OXL TO TOTE TpaypatonoiBnke n nAekTpovikn eyypadr. Itoug cuupetéxovieg Ba otalel
nAektpoviko badge (barcode), o omoilo Ba MPEMEL v oKavapouv Katd thv £l0o80 kal €€060 Toug
otnv aibouoa.

0&nyieg Atadiktuakig MapakoAovOnong

Eav eloaote veéog xpriotng mapakaAou e akoAouBnote tn Sladikacia Snpoupylag AoyapLlacol
CUMMANPwWvoOVTOG Tto amapaitnta nedla oto www.livemed.gr (matrote oto medio
Register/Eyypadn). H dnuoupyia Aoyaplacpol eival Swpedv Kal UTMOXPEWTIKA yla TNV
napakohoUBOnon twv opAlwy. Eav €xete ndn Aoyaplacpo oto Livemed xpnoLUOTOLOTE TOUG
KwOKoUG oag yLa va cuvdebelte, emAéCte Ty katnyoplia Live kot to cuvédplo mou BéNeTe va
TP AKOAOUBOOETE KOL 0T CUVEXELD TO €LKOVISLO Go Live | Go Virtual.
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3TN ouvéxeLa yla va ouvdeBeite e tnv aibouoa, eMAEYETE Ao TO HEVOU TTOU
epdaviletal oto KATW HEPOC TNG 000VNG oag, tnv «AiBouvoa ZuvedpLdcewv»

b

Eav oag evlladepel va mapaldBete motomolntikd mapakololBnong, Ba mpémnet va
T(POY LOTOTIOL OETE TNV €YyYPadr) 0aG 0TO ZEUWVAPLO LECW TNG ElkoVIKAG Mpappateiog,
@ TIOTWVTAG TO avtioTtol o lkovidio «Eyypadi», wote va apxiosl va kataypddetat o
XPOVoC.

Mopra Zuvex{opevng latpikrg Eknaidsvong
SUupdwva pe ta kpienpla tng EACCME-UEMS Ba xopnynBolv popta Zuvext{Opevng latpikng
Exnaibevong (CME-CPD credits).

NapaAafn MotonotnTikoL

BdoeL tng eykukAiou tou EOD, Ba uTtdpyeL UOTNUO KATAPETPNONG TOU XPOVOU TtapakoAolBnang.
To muotomolnTkd mapakoAouBbnong Ba eival SlaBéoipo PETA To MEPAG TWV EPYACLWV TOU
Juvedplou oe Oooug olvedpoug €xouv KAvel gyypadr. Anapaitntn mpoinobeon yia Tnv
mapaAaBn Tou moTonoLnTkoU apakoAoUOnaong sivat n cupnAipwaon TouldxLotov tou 60% Twv
OUVOALKWV WPWV TOU EMLOTNHUOVIKOU TIPOYPAUMUATOC KOl N NAEKTPOVLKA CUUTARPWGCN TOU
epwtnuatoloyiou aflohdynong tou cuvedpilou. O aplBuog Mopiwv Zuvextl{opevng latpikng
Exnaidevong (CME-CPD), Ba umoloylotel Bdaoel Tou xpodvou mapakolouBnong mou Ba
kataypadei otnv matdopua Livemed ylo 660ug €xouv SLadIKTUAKH TAPOUGLia KAl 6TO CUOTHUA
KATAPETPNONG 0TNV €l0o80 TG aiBoucag ya 6ooug €xouv Guaoikn apoucia. MoTononTikod b
urnopel va 800l yla Tnv on-demand mapakoAovOnon.

mAatpoppa Livemed péow tou medlou «Mapaiafr) Miotomolntikou», TO Omoio

@ OL ouppeTéXovVTeG Ba umopolV va mMapaAdBouv TO TILOTOTMOLNTIKG TOUG Ao ThV
evepyornoleital pe tn Anén tou Tuvedpiou.

lpappateio E.T.S. Events & Travel Solutions A.E.
EA. Beviélou 154, 17122 N. Zuvpvn, TnA.: 210- 98 80 032
@wa & Treve oo Qag: 210-98 81 303 e E-mail: ets@otenet.gr, ets@events.gr

Website: www.events.gr

AnayopeUeTalL pntd n avamapaywyr, avadnuooieuon, avtypapn, anodnikeuan, nwinon, uetadoan, Stavour,
£kdoon, ektéAean, Anyn (download), puetappaon, tpomonoinan e OmoLOVERIOTE TPOTTO, XWPLG TN PNTH TIPONYOUUEVN
Eyypapn ouvaiveon tn¢ Etaupiag, Tou cuvoAou 1 UEPOUG TOU TTEPLEXOUEVOU Tou [Mpoypauuatos. H E.T.S. Events &
Travel Solutions emipUAdOOETAL PNTWE TTAVTOG VOUIUOU SIKALWUATOS TNG yLa TN SLla@uAaén Twv SIKUWUATWY
TVEUUOTLKAG Kot BLopnxaviknG tdtoktnaoiag. o avaAuTikOTepes mANPopopies emtokepIeite To www.events.gr.




v

LIBTAYO

cemiplimab

Mpwv Tn cuvtayoypagnaon oupBoulcuteite Tnv NXN nouw diariBeral
otnv 10To0€Aida Tng E.E.: www.ec.europa.eu 1i aneuBuvBeite otnv eTaipeia

REGENERON | S A N O F | G E NZVM E ‘3 BonBriote va yivouv 1a pappaka nio aopaln kai Avapepere
. _ o : - g OAEE 1ig aveniBupnteg evépyeieg yia OAA 1a pdppaka
Sanofi-Aventis A.E.B.E. Aewqp. Zuyypou 348, Kiipio A, 176 74, KakhiBéa, TupnAnpdvovrag my «KITPINH KAPTA»

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

MAT-GR-2000389 v2.0 09/2021
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Xopnyoi

T .
#ENORASIS AMGEN 7astellas

™~ Boehringer M oo . \
11D Togelnetn. W Bristol Myers Squibh &E“MUAMBAEE

ﬁ'»{ E‘&BAN § Galenica ac. ) GENESIS

pharma

 J
- 0
janssen J§ oncology DKARYO 1
companies o olmson{oh LLavipharm

Kawotopia otnv Yysia

MBRCTK € MSD

INVENTING FOR LIFE

) NOVARTIS @P zer @

Oncology Pierre Fabre
FARMAKA S.A.

SANDOZ 5> SANOFI GENZYME g

* =

—= SERVIER te\yq

ST R EER




¢ PIQRAY

(@lpelisib) tablets

Lectus adv.

MOALC Thv avaKaAUYELG,
n Bepaneia tng

elvat capng

H npwtn eykekpipévn

Bepaneia £161Ka yia aoBevei Pe Npoxwpnpévo
kapkivo tou paotoU (aBC) kat petaAagn PIK3CA

‘Evbei€n

To PIQRAY® (alpelisib) evbeikvutal o€ ouvBuaopd pe poulBeotpdvin yio T Bepaneia PETEPPNVONTUCIOKWY YUVAIKWY, Kal avbpav, pe Betkd oe oppovikd
unoboxéa [HR), apvntikd o unoboxéa avBpwnivou endeppikol au§ntikou napdyovia 2 (HER2] tonika npoxwpnpéve i PETOOTANKG KapKivo Tou paotol pe
HeTdAagn PIK3CA petd v e€€MEn tng vooou peta and evbokpiviknh Bepaneia wg povoBepanela

O mo ouxvég aveniBupnteg evépyeteg [avapepd 0e guxvomnm >20% otov ouvbuaopévo nAnBuops g PEAENG HE Kat xwplG ™ petdAhaén] Atav ougnpévn yAukddn nAdopotog
[79.2%), ouEnpévn kpeanvivn (67,6%), Sidppota (59 aGgnon g y-yhoutapuhotpavopepdong (53,2 ' 00N 10U apBpol 'Aspepwxunonmv [65,3%), vautia [46,8%],
abénon ahavivikic apwvotpavapepaons (44,0%), avaia [44,0%), konwon [43,3%), adénon Aindong [42 (35.9%], oropariubo (30,3%), éperog (28,5%), pelwon tou
Bapoug (27 8%), unaoBeonaipia 27,8%), pelwon me yAukding tou nhdouarog [26,8%) kaw napdroon tou xpuvou Evepyonoinpuévng Pepiknc BpopBoniaotivig [aPTT] [22 2%) kar adwnexia
[20.4%). Ot o ouxvég aveniBupnteg evépyeteg BaBuol 314 [avapépBniav oe ouxvatnta =2%) Hrav auEnpévn yAukogn nidoparog [39,1%), eGavBnua (19.4%), ab§non y-yAoutapuhotpav-
agepao 2,0%], peiwon tou apBpod Aepporuttapuwy [9,2%), Giappota [7,0%), autnpévn Aindon [7,0%), unokahiawia (6,3%), kénwaon (5.6 eiwan tou owpankol Bapoug [5,3%), avar
pia [4,9%), unépraon [4,6%], aGEnan tng ahavivikiig apvotpavopepdong [4,2%), vautia [2,8%), kpeatvivn augnpévn [2,8%) oropatinba (2,5%), unooBeotiowia [2,1%) kat pAeypovn tou BAev-
voydvou [" %). Ot o guxvéc avenBUPNTES EvEPYELEG Now obhynoav oe émxnr:n mg Bepanelag frav n unepyhurawio (6,3%), efavBnpo | " %), SiGppaia [2.8%) kat kdnwon (2,5%)

Mow 1 ouviayoypdpnon oupBoudeubeite myv Mepidnyn Xapor v tou Mpoiviog, nou datiBeral EAQ

) NOVARTIS tommpemmases

BonBiioe va yivouy Ta pappaxa To aopaAr

144 51 Metauoppwan, TnA.: +30 210 281 1712 xa1 AVaQEPETE

OREZ ¢ averBOpnTES EVEPYEIES
Ipagelo Oeooahovikng: yia OAA To pappoKa
12° YAy EBvikiic 0ol Beooahovikng - N. Moubaviay, Zupminpavoviag iy «KITPINH KAPTA»
570 01 BEppn, TnA.: +30 2310 424 039

¥ To (POPUAKEUTIKG NPOIGY UNGKENaL O€
OAPMAKOENATPYNNHEH: +30 210 2828812 & 210 2897200 eninpdoBem napaxoiolBnan

PIQ_ADV007_MAR2021/GR2103089862




NEPINAHYH TQN XAPAKTHPIZTIKQN TOY NMPOIONTOX

1.ONOMAZIATOY GAPMAKEYTIKOY MPOIONTOE
Xtandi- 40 mg emkouppgva pe hemd upévio diokia
Xtandi- 80 mg emkaluppéva e ke upévio Siokia
2.MOIOTIKH KAINOZOTIKH ZYNGEIH

ndi- 40 m: v e hemd upévio Siokla
KuBEﬂMuppﬁwmhaﬁﬁﬂu&me&p«fﬁmmmmmﬂe
Xtandi-80 mg mkohupygva pe et upivio Siokia
Keie empaduppévo P emo upiévio Biowio nepiéye 80 mg enzalutamide
3. OAPMAKOTEXNIKH MOPOH
Emwaupgévo pe hermd upevio Sioxlo.
Xtand‘r-'SOmgmmAuumEsmm Giokia
Kinprva ompoyyuhd - emxahupéva e Aemmio upivio &

- 80 mg emkahy e Sigkia

Kirprvo ofidh - amn\uwumkmwmmmmupuwxmpsmsﬂ
4. KAINIKEE NAHPOQOPIEE
4,1 Gepamevtikéc evbeiferg
To Xtandi evbeboauran yio:
+Tn) Bepanela Tou peTacTamol, oppovoEValaBIToU KapKiiou Tou mpoaTdm
(nHSPQozaMwu;ﬂueﬂemhaﬁprpncuvﬁmy&uwﬂDﬂoeWm

avdpeg

+n Bepaneia Tou pn petacTamkol unAot kvbovou avBeKTKOU GV EvOUKH
05 kapiiuou Tou npoaim) (CRPC) o evrjieg dvpec,

+ T BepaneiaTou peraoTomkod CRPC o evrihikeg avbpeg o1 onolot elval aouym-
kol fima oupmwpiankol énerra and anotuyia g Bepanelag oTépnoncav-
Bpoycwa ke aToug omoioug n ynpeioBepancia Sev eveliura akdyia ki,

+Tn) Bepansia Tou petaoTatikod CRPC oe evrihiked Gubpeg Twy onioliv 1 vooog £el
e€ehyBe(kand m Gidprea 1 petd amo Bepaneia pe viooeTaCEAn,

43 Avrevbeifeic

YnepeuaioBnole o Spactia} ouaia r) oe kanolo amd Ta ékdoxa. Muvalkeg Tou
i\:nﬁrllpmpe!mmmt\mmc

HivBuvos emdryrmiy xpioswy: H pton T enzahtamice & ovoyeTore e
eminmic kpioex; (3 napdypapo 48). H andpaon yia m ouvéyon T Bepa-
neloc o noBevei; mou eppaviCouv emhrmikég Kpioeic mpémel va hapBaveT avd €.
Tepimar

Hivbpopo onioioc_ avoorpépyng eykegahondBeine (Posterior Reversible
Encephalopathy Syndrome-PRES): Exouv avaipeplei onavieq avaipopéc tou ow-
Spéyou omioBiag uqcmﬂpu}andﬂim (PRES) o aofevsic mou Moy
Bavouv Xtandi (BAéme napdypapo 48). To PRES eivan pia ondwvia, avaoTpéipn,
veupohoyia Siatapayr) 1 onola \mopet va kb e payBaia eéghioadgiei
upmpaTa, ovpmepiapPavopEvuy amaop iy, kepakayiac, odyuaTG TUghu-
an kai MW ok Ko veupohoykw Sirtapayy, e 1) yupic oyenioyiew)
umépraon, H Sidywuon tou PRES amarel emiefiaiwon e anemwoviomiés eferdoer;
Touykepahou, kd mporinor) payvr T Toyoypagia tou eykepdhou (MR, Eu-
viandma Giakom Tou Xtandioe aoBeveic nou avammioaouy PRES,
Aeurepoveveic Kipiec KaxoriBeec, Eyouv avapepBel neprotanka Seutepoyewiv
Kuplwv kakonBexinv oe acBeveic mou Ehafavenzalutamide oe khwikéc pehéTee, T
KAVIKEC, PERETEC pdiomG 3 Ta Mo ougvd avapepoyieva oupavia oE aoBeveig nou
£haflav enzalutamide kat pEYAMITEDQ AN T EIKOVIKG (ADHAKO, TV KAPKIVOY,
oupoBoyou kbay (0,3%), abevorapkivuyia mayéos evtépou (0.2%), kopkiwuyia
and perafiankd enihio (0.2%) ke petofiand kapihayia oupodéyou kiaT
0,1%), O aoBevelc Ba npénet va oupBouketovTal G200 To YTPO Toug &G Tia-
ATNpA00UY GTHAGIA YOTTPEVTERIKTC A0PRAYIOG, HAKPOOKOMK aiaToupia
(hhal qupiyiara G Suaoupia f enmakik aveyK o0prarnG katd T ddp-
e trp:szam:lqpsenEHJlamde
Tc puiakeuTIkd Mipoidvia: H enzalutamide eivarl évag
luxlpécmww‘ﬂ(ﬂ&wwmmpslwoﬁwmzmmmmmmﬂs
OpaTKGTITICG MONINV EUpElaq YPAOELC (apHAKETKUN TIPOIGVILI. EUVENTC
i aVagKGTTan TWV CUYXORMYOUREVWY GAPUOKEITIKWY TIPOIGVTLWY MpETE! va
Muysm:mﬁmvmp{qn;&mﬁbcp&enzalumme H tautéypovn yprion
mmalmmﬂemwpmw«ﬂmﬂmnﬂuw eualoBra unoaTpwaTa
oM pietaBoliin (O 1 PETQOpEIC TIpENEN yeViK va aroelyETal ev
Gepaneuia) Toug Gpaan v eyAkng onpiacia yia Tov B, Kt &dv oi ipo-
gappoyeg G Soong bev pmopodv edkoa va npayparonoinBolv facer mg nia-
paxohoUBONS TG QNOTEAEGUATIKGTTAS f) TWV OUyKEVTpLIGELN aTo Thaopa. H
GUYOPIIGN e Papeaph kal VTN ooIALoVTa i Kouopiv Tpénel va
anopelyetaL Edv 1o Xtandi ouyyopryeitai e éva avimnimid niou petapollerar

ia, yopayyéva 0 E40.

Eeic karrd m (prion

antTo CYP2C9 {omc 1 Bappapivn 1 acevokoupapohn), mpéne va iebayBel em-
Tipdofiem napakohotBinon mg Miebvodc Opakonoinyéun Exéong intemational
Normalised Ratio-INR).

Neppua) Suokertoupyia: Anarcfrat npoooyr| oe aoBeveic e oofapr veppik
Buakenoupyia kaBiix n enzalutamide Bev éxe pehemBel oe autd Tov nBuopo
aobewin.

Zopapr) o) Sucharoupyia: Ma adénan Tou Ypévou nuioeiag luc T
enzalutamide éxe1 mapampnBel o aoBeveic e oofapr mnankr Sugkemoup-
yia, mBav ouoyenlpenn e my aulrpéw katavop) aTous 1oTodc, H ki)
orjuaoia oUTT T TaPAToranG Aapapéve dywuom). (XoTooo, avaéveral éva
TIOPATETApEVO YpOVIKO GIGaTT|IO Vi va @TA0ou Ol UYKEVIPWOEIC 0T ataBepo-
TIONHEVT) KACTOOT) K 0 YpOwOC e va emeBel  éyiom gappaohoyui)
Bpdion kBl Kai o1 ypdvol yia T évaply) ket peuor) TG ewupaKiic enayu

{mopel emioncva

Tic pehéTeg pdon; 3 anokhelotrkav aoBevels
HE TIpOGETO EpoayHa ToU puokapSiou (katd Toug TeAeutaioug b pijve) i aoTa-
6y oy (kami Toug TeheuTaloug 3 puived, kapiakr avendpkei kamyopiag
Il IV ke New York Heart Association (NYHA) exé, av o khaopia efwbrong
apiotepfi kobiag (Left Ventricular Ejection Fraction-LVEF) 2 45%, Bpabuxapbia

1) pn eheyydyievn unépraan). Auté mipénet va dapdverar undyn av 1o Xtandi ou-
Viayoypagelta os autodc toug aoBevelc, H Bepansia abpoyovikol arnokheopod
umopel va riapareiver o Gibomyia I, £ aoBeveis e iaopiko ) drapén napayd-
vy kvivou yianapdraon Tou Giaompatog QT katoe aobeveic novAapbivouy
TOUTSKPOVE PApLOKEUTIKA TIpOIOVTG noua&)mmnaparzwwm&dumpu
@, o1 Bepdnoveg yiatpol nipénet va afohoyolv 1o woliyio ogéhouc-knBivou
oumeplhapfavopang TG MBEVOTIIG Yo gipaviar Koluakr; TaxukapSiog
Sikr pmblou (Tarsade de pointes) mpv v évapén Tou Xtandi.
Xprion pe ynpobepanelo: Hoopaleia kol n aoTeAecaTKGTIT T TaUTdypo-
VI Xprion Tou Ktandl e xurtapotoliks xnpeioBepanin Gev éyer tekjunpiabel. H
auyyoprynan T enzalutamide Gev éyel ki khvikd onpiavik enibpaon om
appakoiTyT| T evboghépiag viooeratéhny, (latooo, Sev mop va ano-
Khewel s alian eppdvienc oudeteponeviag enayyeveand m viooetagéhn.
Avribpoe unepevaioBolos AvnSpdoei; unzpeuioBgiac exbnhivovTal e
oupTwpara now nephapavouy, alka Bev nepiopiloviar oidnpa mpootinoy,
yaoac, yeihoue ) apuyye, f e€avena éouv napampnfel ue enzalutamide
(Néne napiypago48).
‘Eyouv avapepBel doflapéc Seppamiéc avemBinTEC avidpaoei; (SCARS) e v
enzalutamide. Kat ) ouviayoypdipran, of aofeveic a mpémel va evrEpino-
VTl W0l T OMjiEia Kal Ta ouyITTLpaTa kal va napaxchouBolvial oteva yia Sep-
vanké aviibpoe,
4.8 AvemBUjTeg evépyeieg
Depihnn Tou ipogih acxpdheiac; O héov ouyvéG avemBUpTE: EvEpYES vl
ebaoBéviorykimwon, efayer, unépraan, katdypata, ka T, AMeC onpia-
VIKEC avenBijnTes evépyeieg neplhapidvouy vorpTi Siaapa Kl oudere-
ponm Enﬂqmm Kplan TIapoUmAGTIKE a1 0,5% Tw aoBevin nou ehafav
o100,1%Twv aoBeviv mou Ehafiav EKoVIKO papiaKko Kot ot 0,3%
mboﬂmwnoumﬁov&mlwmummuvamepwmmmm
Tou owbpdpiou omioBiag avaoTpédng sykepaondBeiag ot aoBeveic Tow Eha-
favenzalutamide (BAéne napaypago 44).
Kandhovoc avemBUunTy EVEpYE O Lopgr TivaKa
Otuwmeuumsq svémuecnoumpmnpf‘ﬁnmvmﬁmwmm)uwm
KaTyopia aUROTIIEC Epigdvang Ot kamyopk
mwmwc sxpdviong opilovron wc akohoUug riokd auyvec (2 1/10}, ouxveg
Lzmmmdnmmmmu/ 000 £, < 1/100), oménec (2 1/10.000 éuxg
<1/1,000), N orvavieg (< 1/10,000), jr ywaoTEg wmmwwcwrﬁmwm
{idon Ta GiaBéana debopéval. Eviox kB katmyopiag ouvaTTag EppavaT, ot
vEmBUpINTEG EvepyeiEg apaTiBievral katd gBivousa ceipd cofapoTmiag.
Mivakag 1: AVemBOUNTES EvEpYELEG Tiow avayVWpioTKAY € ENEYYOUEVES
whiviké Sokipég kan peramy Kukhogopiatou pappakow

s

Kenyopia/opyaviké
MedDRA
e T m—
QIpoToiTIKoU Kal Tou 3
epoU ouariares Wh e o
Aiamapaygc Tou My v oinpa npoodinou ibnja
QVOOOMONTIKO0 CUOTIHATOG vidnmoﬁnmxw«nmumnuuw
T tiniac Dxnwxw‘cmn yeoioinon
Vi,
aumuiu.&mmqummmv
W“““Wﬁ ﬁlwxutcmmxﬂﬁm:mﬁ,mwmuc
Mn yuorec: aivdpopo oioBiac
avaoTpéyiyng eykepalonaBeiaq
) Euyvec toyai ik kapBiakr voood!
KapBiaxéc Siamapayég Mnywworec': napéraon Tou Slaoipearog QT
&numww-uums)
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* AuBGppnTEC AvaQopEC armd T Epmeipla JETA TV KUKAGGOpia TOU GapHaKoU
¥ Omu, afiohoyiinke and Tunanoinyéva spwnjpata MedDRA (SMQs) Twv
«Inaopiv oupmepRapBavVOLEVLY TWV OTIOJY, OTACHGN YEVIKEUEVTC EM-
Miplac, oivBeTwv EoTIaKuN EMNITIKGN KpIOEwN, ECTIaKGN ETTARTITIUY Kpioe-
(v kai status epilepticus. Autd mephayfiéve ondvie TepITTLOEKS MKV
Kploewy e enmiokéc nou odnyolv oc Bavato.
'+ Onuwe afjokoyiBke and Tunonomuéva epwmpara MedDRA (SMQs) «Fy-
gpaypia To puokapbiour ka WANNY 1oyKT KapSiakr] v6o0s, oupnEphay-

Y Xtandi

~ enzalutamide

mema»@lmﬂwnmmwdmwwmpampﬁﬂqmozm
Myotov St aoBevei o€ TUXTIOTOINEVES EAEYXOEVEG JE EIKVIKO QAPLIAKD
HEMETEG (pdan; 3 oy, oTepaviaia oo, épgpaypa Tou puokapdioy ofd
Eqigpayyia Tou puokapdioy, o€ otepaviaio aubpojio, aoTafic omBay,
0y Tou puokapBiou kan aptrpiooKNipuvon aTepavialag apTpicK.

# MeplhayiBaver Ghoug Toug TPOTIAEVOUG GpouC e T Mg exditayas ot

ave i EmATTTN Kpiony: 2T ke
;m:qxlwir,uslmg 21 (0,5%] mmﬂﬁﬁaﬂ&wknw m&q&mot
Bepancia pe npeproin doan 160 mg enzalutamide epgdvioay eminmia)
mmaxwﬂaﬁuml%)nwmeméqﬁpwmmmgo&wkmm
Tiou éhafie Piaioutapidn eppdvioay emhnrrke kpion. H 56an gaiveral vaano-
Tehel ampavTIK MpowwaTIKG MapdyovTa Tou kvbivou epipévian; emrymikg
VE piong, Gmwg avakarompiCera: and Ta mpoxkhivika GeSopéva kal and Ta bebo-
Jéva and i pehé Khidkuon g Boang. T Eeyyopeve KMKEC pehTee,
faiptBiean ol aoBeveic e riponyolyevn emTIXN Kplon A pe mapayovteq
KVOIOU Y TV g igdvion emrykic Kpiorc, E£ i Sorp povol okEhoug
9785-C1-0403 (UPWARD) yia v afjohyron G EmiTuwong Tuw emnrmkin
Kploewn oe aoBevels e mpodiaBeowols napdyovtec wa exbiikwan emhm
K Kplogww (amd Toug omolou 1,6% elyav iomopiko emAryTkiw Kpioews), 8
amd 366 (2,2%) aoBeveic nov EhaPav Bepancia e enzalutamide eypdvioay pia
emhrprki] Kpion). H iayieon &idpkeia g Bepaneiag frav 93 prvee. Aev eivar
YWWOTOG 0 Priyaviopdc péow Tou omolou ) enzalutamide ymopel va pEwioe Tov
0066 Ty emhnmmikv kploewy, akhd Ba pmopodoe va ogenioTe e T Bebopéva
amd invitro pehéeq mow defyvouv 6 ) enzalutamide kal o evepyd; peTaBohme
e mpoodévovral ka mopelva avacTeowy T SpaoTikTa Ty Sialhwy Tuw
1oviwy YAwpiou Tou GABA.
oyayia) kapbiaw} vioog: Ee TuyoionompEves KNVIKEG WENETEC eheyydueve
Ve E1kOVIKD (dppiako; 1 oK kapdiak vocog gupavioTike oto 3,7% Tuwv
aoBeviov nou ehaPav enzalutamide kan ADT ouykprmid pe 1,5% T aoBevin
Tiou Ehafiav eoviko qdppaxo kat ADT. Aekanévie (04%) aobevel; mou Ehafav
enzalutamide ka1 2 (0,1%) aofeveic nou Ehafav exovio pappaKo EPgavioay
oup v oyairc kapbiakic vooou o obiiyroe ae Bavarto.
Avoxgopd mavohoyoluewy aveniiiunti evepyein: H avagopd mévolo-
yoUpEVLY QVEMBOLNTWV EvEpYEIDN LERG amd T Kopiynan Ao kukhopapiag
TOU GApUOKEUTIKO TpOIGVTOG eivol omavike. Emipénet ) auveyj napako-
AolEron g oxEang opEhouc-KVEIvOU TOU PApHAKELTIKOU TipoidvTog. ZiTeital
6 Toug emayyeAaTie Uyelac va avagé pouy oroteodrnote meavokoyolyeveq
OVETIBOUNTEG EVEYEIEC O
EXMaba: Evikac Opyaviopo Qappdxwy, Mecoyekov 284, GR-15562 Xohapyog
ABijve. Trk: + 30 21 32040380/337, Mak; + 30 21 06549585, lotdramoc: hitp://
wwweofgr
Kimpog: Qappaxeunikés Ympeoizg, Ynoupyeio Yyeiac, CY-1475 Aeukwoia. Tk
+357 22608607, Mat; + 357 22608669, latdronog; vavwmahgovcy/phs
7.KATOXOLTHE AAEIAL KYKAOOOPIAZ
Astellas Pharma Europe BY, Sylviusweg 62, 2333 BE Leiden, Okhavbia
8. APIOMOE(OI) AAEIAZ KYKNODOPIAL
EU/N/13/846/002 (40 mg emxahupytéva e Memd upévio ikia)
EUM/13/846/003 (80 mg emouppéva e Nermd upévio Suokda)
9. HMEPOMHNIA NPQTHY ETKPIZHE/ANANEQEHE THE AAEIAT
Hylepopnvia nipdrmg éykpionc: 21 lowviou 2013
Huepopmviarteheunaio avavéwong; 8 QePpovapiou 2018
10. HMEPOMHNIA ANAGEOPHEHE TOY KEIMENOY: 30 Anpihiou 2021

Nemopepeic TAPoQapiEC yia To mapdv papjiaKevTiks npaidv eivar GioBéoyeq
arov Siktuakd 1o Tov Eupwniaikol Opyaviopod Gappdiuwn: hittp//wwwema.
europasl.
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EAMSa®
Mepiektvota  MéyeBog ouokeuaoiag Nogokopewakr TR
40mg/TAB Kouti X 112 emkahuppéva €226167

e hemTo upiéwio Siokia

Mepiexnkdmya  MéyeBog ovakevasiag Mgk Tpr pe ONA
40mg/TAB Kouri X 112 emkahuppéva €3009.25
pehemTd upévio Biokia

“Kukhogopolv pévo 1a40 mg emxahupyiéva e hemd upévio Siokia
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Astellas Pharmaceuticals A.E. B.E.

Aynothciou 68, 15123 Mapoda, ABrva.Tr. 2108189.900, Fax: 216 8008998
www.astellas.com/gr

Tomkax Avtmpdaumod/Aiavopéas ripoicvi Astellas oty Kimpo:
Novagem Ltd, Trjk: 00357 22483858
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MEPIAHWH TQN XAPAKTHPIZTIKQN TOY NMPOIONTOZ
To qpdpuako autd TEAEI UTTO QUPTTANPWHATIKA TrapakohouBnan. Autd Ba emTpEWsl To ypriyopo TTpoodiopigpd VEWY TTANPOQOPIWY
ag@dieiag. ZnTeital aTrd Toug ETTAYYEAMATIES UYEIDG va avagpépouv oTToleodnTToTe TNBavoAoYOUHEVES avetniBUUNTES evépyeieg. BA.
Trapaypago 4.8 yia Tov TROTIO avagopds avetmBUpnTwy evepyeiwv. 1. ONOMAZIA TOY ®APMAKEYTIKOY NMPOIONTOZ. CABOMETYX
20 mg emKkoAuppéva pe Aettd upévio Biokia. CABOMETYX 40 mg emikaAuppéva pe Aetrtd upévio diokia. CABOMETYX 60 mg
ETTIKAAUPMEVA pE AeTTTO upévio Siokia. 2. MOIOTIKH KAI MOZOTIKH ZYNGOEIH. CABOMETYX 20 mg emKkaAuppéva Pe AETITO UMEVIO
Siokia. KdBe emKkaAuppévo Pe AeTITo upévio diokio TrepiExel kaBolavniviBn (S)-unAikr 1coduvapn pe 20 mg kaBolaviviBng. Exdoxa ue
yvwaorn Spdar). KABe eTTIKaAUppPEVO Pe AeTTTO upévio diokio TrepiExel 15,54 mg Aaktolng. CABOMETYX 40 mg emKaAUPPEVA pE AETITO
upévio Biokia. KdBe eTTIkaAUppéVo M AETTTO Upévio Biokio Trepixel kapodavmivipn (S)-pnAikn icodivapn pe 40 mg kaolavTiviBng.
Exdoxa pe yvwarr) pdan. KAaBe emKAAUHPEVO He AeTITO upévio Biokio Tepigxel 31,07 mg Aaktolng. CABOMETYX 60 mg £TTIKQAUMHEVT
He AeTTTO UpEvio Biokia KABe eTTiKaAUHHEVO HE AETTTO UpEVio BIoKio TTEPIEXEI quoCuvnviBn (S)-pnAikn 1Icoduvapn pe 60 mg kaolavTivipng.
Exboxa ue zywom Spdan. KaBe etTikaAuppévo pe Aetmd upévio Biokio Trepiéxel 46,61 mg AaKToCng MNa Tov TTARPN KardAoyo Twv
EK50)(U\JV BA. apaypago 6.1. 3. PAPMAKOTEXNIKH MOP®H. EmikaAuppévo pe Aetré upévio Siokio. CABOMETYX 20 mg
ETKAAULILIEVT e AETITS upévio Siokia. Ta Siokia eival KiTpiva aTpoyyuAd Xwpic eyxdpagn kol @épouv T evBerdn «XL» ot pia Theupd
Kai TV EV6EI§I'| «20» oTnv daAAn TTAeupd Tou Siokiou. CABOMETYX 40 mg emkaAluppéva e AeTrTo upévio Siokia. Ta Siokia eival kitpiva
TPIVWVIKA Xwpic eyXapatn kai cp:pouv v EvBeIgn «XL» amn Hia TrAEupu Kal v cvﬁzlﬁn «40» oV uMn Theupd Tou Siokiou. CABOMETYX
60 mg emkaAupPEVY W AETITO Upévio Biokia. Ta Siokia eivan KiTpiva oBdA xwpic eyxapatn kal gpépouy Tnv £vdelgn «XL» ot pia Theupd
Kai Tnv evdeign «B60» aTnv aMn TTAeupd Tou Biokiou. 4. KAINIKEZ NMAHPO®OPIEZ. 4.1 @epamreuTikég evieigelg. NE@poKUTTARIKG
To CABOMETYX eveikvuTal wg HovoBEpaTTEia yia T BEpATTEI TOU TTPOXWPNHEVOU VEPPOKUTTAPIKOU KAPKIVWHATOG
(RCC) - Ot Evn}\lxsg Trou Bev EXouv ABBEI TTponyoUpEVn Bspunslu HE evdiGpeon i TITWXNA ﬂpovvwcn (BAETre TTapaypago 5.1), - o€
eVAAIKEG WETA aTrd TTponyoUpevn oToxeUouoa Bepatreia ayyelakoU evdoBnAiakoU augnTikoU nc:pqvovm vascular endothelial growth
factor (VEGF). To CABOMETYX, ot cuvduagpé pe viBoAoupdauTmn, evBEikvuTal yia TV BepaTTeia TTRWING-YPAUHNG Ot EVAAIKES aoBeveig
HE TIPOXWPNHEVO VEQPOKUTTAPIKG Kapkivwpad (BA. TTapdypago 5.1). HirarokutTapiko kapkivwpa (HCC). To CABOMETYX evdeikvutal
w¢ HovoBeparreia yia T Bepartreia Tou nTTaTokuTTapikoU kapkiviwparog (HCC) oe evijlikeg TTou £xouv AdBel Trponyoupevwe BepaTreia pe
gopageviuTm. 4.2 AocoAoyia Kal TpoTTog Xopriynong. H Bepameia pe CABOMETYX Ba Trpémel va TrpayparoTrolsital amo 1arpo
EUTTEIPO OTN XOPITYNGC GVTIKAPKIVIKWY (PAPUAKEUTIKWY TTRoidvTwy. AogoAovia. Ta diokia CABOMETYX (kapolavTiviBn) Kai ol Kaywouheg
COMETRIQ (kaBolavTiviBn) dev eival Bloicoduvapd kai Bev TIPETTEI VA XPNOILOTTOIOUVTAl TO Eva avTi Tou dAAou (BA, nupdqucpo 5.2). To
CABOMETYX wg povoBepareia. MNa 1o RCC kai To HCC, n cuvioTwyevn 86an Tou CABOMETYX eival 60 mg Hia gopd nuepnoiwg. H
Beparreial Ba TTpETTEl va CUVEXITTEl PEXPI 0 aoBeviig va NV emweAeiTal TTAEOV KAVIKG aTréd TN BepaTieia f MEXPI VO EPQAVIOTEN N
armrodexTtr) TofikotnTa. To CABOMETYX oe auvéuaopa e VIBOAQUUGHTIN OTNV TTRWTN-YRAUUN r.rpoxwpqpsvou RCC. H ouvioTwpevn
doon Tou CABOMETY X eivar 40 mg pia gopd Tnv nuépa ot ouvBuaopo pe viBohoupdauTrn Trou xopnyeital evBogheBiwg eite wg 240 mg
KaBe 2 efBoudadeg £ite wg 480 mg kaBe 4 £Rdopadeg. H Beparreia pe CABOMETYX Ba TrpéTrel va ouveXIoTel uéxpl Tnv £€EMIEN TNG vooou
f ™ pn amodekt TogikoTnTa. H viBohoupapTm Ba Tipémel va cuvexioTel pEXpl TV e§EMIEN TNG VOTOU, TN HN ATTOSEKTr TOgIKATNTA 1 £WG
kai 24 prveg oe agBeveig xwpig e5EMign Tng vooou (BA. Mepinyn Twy XapaktnpioTikwy Tou Mpoidvrog (MXM) yia ™ doceAoyia Tng
wBo.\ouuuuTrng) Tponurrof.qaq e Beparreiag. Ma T dlaxeipion Twy UTTOTITWY QVETTIBUMNTWY EVEPYEILV TOU (POpHAKOU yTropEl va
armmaiteital Tpocwpivr SlakoTh Bepareiag f/kal peiwan Thg déong g Bepameiag pe CABOMETYX (BA. Mivaka 1). Otav n peiwon g
doong eival amapditnTtn oTn povoBepaTreia, cuvioTdTal va ueiwBei ota 40 mg nuepnoiwg kal karémy ota 20 mg nuepnoiwg. Otav 1o
CABOMETYX xopnysital e cuvduacpd He viBoAoupauTrn, cuviatdral n peiwan tng déang ota 20 mg CABOMETYX pia gopd v
nuépa kai otn ouvéxeld ota 20 mg kaBe delTepn nuépa (avartpé€te atnyv MXI NG VIBoAOUPAKTING Yia TN CUVIOTWHEVN TpOTToTToinon TNg
Beparreiag yia T viBohoupaptm). MNa T dlaxeipion Tng TofikotnTag Badpol 3 i peyaAlTepou cUPGWVA UE TA KoV KpiThpia opohoyiag
yia avemBuunTeg evépyeieg (CTCAE) ) Un avekTrig TogIkéTnTag Babpol 2, cuviotdral ) SiakoTir TG ddong. ZuvioTdral n Jeiwon g
doong yia ouppavta, Ta oTroid, £dv sppévouy, PTTopolv va karaaTtolv aoffapd A pn avekTd. Edv évag aoBeviig TrapaAeiyel pia 36on, n
doon Tou TrapaleipBnke Sev Ba TTRETEl va AngBel edv amopévouv Aiyotepeg ammo 12 wpeg péxpl TNV eTropevn B6on. Mivakag 1:
ZuvioTweveg TpotroTroloelg 86ong Tou CABOMETYX yia avemBiunTteg evépyeleg. AvemBounm Evépyeia kai Of0TnTa.
AvemBOunTeg avmidpdoeic Babuou 1 kai BaBuou 2 Trou eival avekTéEG Kal UKOA avTIMETWTTIOIUES. Tpotromoinon Bepameiag. Acv
amaiteital cuvriBwg Trpocappoyr déang. MpooBioTe Tapoxr UTTOOTNPIKTIKAS @povTidag olpguwva pe TIg evdeifeic. AvemiBounTn
Evépyeia kan OZ0TnTa. AvemBupnTes avndpdoeig BaBpol 2 Trou sival Un avekTég kail Sev gival Suvartod va avTIHETWTTIOTOUY HE PEIWON
doong N uTToaTNPIKTIKNA ppovTida. Tpotrotroinon Beparmeiag. AlakoyTe T Beparreia £wg OTou n avetBOpNTN avTidpaon ammokataoTabei
ae BaBuo <1. MNpoobioTe UTTOOTNPIKTIKA @povTida cUHPWYa pE TIG evaeitelg. EEeTaoTe To evBeXOpEVD ETTAVEVAPENG OE WEiwpEV doon.
Avmleuunm Evépyeia kai OSUTnTa. AVEMBOUUNTES avmidpdoeig BaBuou 3 (exTog amrd KAIVIKG N OXETIKEG EQYAOTNPICKES AVWWHTAIES).
Tpononolnc'n Bepameiag. Alakéwte T Beparreia éwg 6ToU N AavemBUMNTN cwlépcxcrn amokataoTabei o Babud <1. MpooBiaTe
UTTOOTNPIKTIKY) @povTida gUppwva He TG evdeilelg. EmavekkiviioTe o peiwpévn doon. Avem@uupntn Evépyeia kai OfuTnra.
AvemBUunTeg avnidpdoeic BaBuou 4 (ek1og ammd KAIVIKG N OXETIKEG epYaOTNPIaKES avwpaAieg). Tpomrotroinon Bepameiag. Alakoyre
™m espcrrrsiq XopnynaTe kardAAnAn iaTpikn} @povTida. Edv n avemBounm avtidpadn amokaTadTalel péxpl To BaBud =1, emavekkiviaTe
ot peiwpévn doon. Edv n avemBuunTn avridpaan Sev emAudei, SiakoyTe povipa 1o CABOMETYX. AvemiOounTn Evspvt.lu Kal O&urnw
Augnosig nraTikuv sv{upwv yia ucesvm(; pe RCC mou £éAaBav CABOMETY X ot ouvduaopo pe viBoAoupduTn. AvemBupunTtn Evépysia
kol OguTnTa. ALT rj AST > 3 gopég ULN arAd = 10 gopég ULN xwpig Tautdypovn oAIKr XoAepuBpivn 2 2 popég ULN. Tpotrorroinon
Bepameiag. Aakéwre To CABOMETYX Kal T VIBOAQUUAHTIN £wg OTOU QUTEG Ol aveTNIBUUNTES EVEPYEIES UTTOXWPROOUY ot Balud =1 H
Bepartreia e KOPTIKOOTEPOEIDN MTTOPEl va eCeTaaTEl EQv UTTAPXEl UTTowia avTidpaong OXETIJOMEVNG HE TO QVOTOTIOINTIKG GUCTNHA
(avaTpé€re otnv MXIM Tng viBohoupdptng). Mmopei va eTravegeTaoTei eTTavekkivnon e éva povo pdppako fi Siadoyikn eTTavekkivnon kal
He Ta U0 pdpuaxa PETd TNV avdppworn. Edv EexivrioeTe ek véou pe Tn viBohoupdpTmn, avatpéére atnv MXM g viBoAoupdptng.
Avem0ounTn Evépyeia kan O§0tnTa. ALT | AST > 10 opég ULN i > 3 popég ULN pe Tautdxpovn oAk XoAepuBpivn 2 2 gopég ULN.
Tpomotmoinon Bepameiag. AlakdyTe opiaTikd 1o CABOMETYX kai Tn viBoAoupdpuTtn. H Beparreia pe KOPTIKOOTEPOEIBH PTTOPET va
eLETaOTEl EAV UTTAPXKE! UTTOWia avTidpaang oxeTilOpeVNG ME TO avoooTroinTiké cloTnua (avatpégre omv MXM Tng vIBoAOUNGUTING).
Znueiwon: O1 BaBuoi TofikoTNTag cupgwyvouly e Ta Koivd Kpitripia Opoloyiag Tou EBvikoU AvTikapkivikou lvoTiToUTou yia AVETTIBUHNTES
Evépyeieg ékdoon 4.0 (NCI-CTCAE v4). Zuyxopnyoupe AKEUTIKG TTROIOVTA. Ta ouyXopnyoUHEVd QUPHAKEUTIKG TTPOIGVTA TTou
eival ioxupoi avaoToAeig Tou CYP3A4 Ba TTRETTEN VA XPNOIHOTIOIOUVTAI HE TIPOCOXT KAl N XPOVIA XPHion CUYXopnYOUHEVWY QAPHAKEUTIKWY
TTROIGVTWY TToU aTroTEAOUV IoXUPOUS eTTaywyeic Tou CYP3A4 Ba TrpéTmel va aTToQeUyETal (BA. Tapaypdeoug 4.4 kai 4.5). Oa TIpETE va
HeAeTnBei n emAoyn evog evaAAakTiKoU cuyXopnyoUHEVOU QOPUAKEUTIKOU Trpo:o\rrog HE KaBohou n e.\uxloTo Suvapiko va EITCI\{EI f va
avaoTélher To CYP3A4. Eidikoi TTAnBugpoi. HAWLQQQ{M{[Q Aegv ouviotdral ei8IKn TTpogappoyn Tng doang yia Tn Xprion g
kapolavTivifng ot nAIKIwpévoug (2 65 £1n). DuAn. Aev amarreital Tpooappoyr TNg déong Ke Baan Ty eBvikdTnTa (BA. Mapdypago 5.2).
AaBeveic e veppikr) SugAsimoupyia. H kaBolaviiviBn TTRETIEl va XOPNYEITAl e TIPOCOXN OF GCBEVEIS HE ATIIC 1 METRIA VEPPIKN
Suchemoupyia. H kapolavTiviBn dev guviatdral via Xxpnon ot acBeveig pe coBapn vegpikn SucAsiroupyia, KaBWg n acpaAsia Kai n
aTTOTEAETHATIKOTATA OV EXOUV TEKHNPIWOE] Ot auTdv Tov TTANBuopo. AgBeveic e nirariky SuagAeiroupyia. & aaBeveig He MTTIA NTIATIKA
Suohemoupyia dev aTraiTeiTal TrRogapoyn NG doong. Acdopévou Tl povo Treplopiapéva Bedopéva sival BiaBéoia Yia aoBeveic Pe PETPIA
nmaTiki Suchemoupyia (Child Pugh B), Sev utropolv va SoBouv cuaTdasig Sogohoyiag. ZUVIOTATal OTEVH TIApAKoAoUBNaN TG CUVOAIKAG
ao@aAeiag o autoug Toug aoBeveig (BA. Mapdypago 4.4 ko 5.2). Aev uTidpxel KAIVIKF epTeipia oe agBeveig pe goBapri narikn
Buohermoupyia (Child Pugh C), omréte 8ev guviatdral n xprion g kafodavTivifng oe autoug Toug aaBeveic (BA. I'Iupuvpuq:ao 5.2). AgBeveic
ue_sgp_dmnMw Ta oTolXeia yia acBeveig He kapdiakn dugAeiToupyia eival TTEpiopiodEva. Aev HTTopoUv va TTpaypaToTroinBoly
e1BIké¢ ouaTdosig doooloyiag. [Jadiarpikos mAnBuaude. H aogdheia Kal n atmoTEALCHATIKOTNTA TS KapolavTiviBng ot Taidid nAikiag <18




£TWV Bev EXel akopa TEKUNPIwWBEL. Asv uttdpyouv diaBéaiua Sedopéva. Tpomog xopriynans. To CABOMETYX mrpoopiletal yia Xpron amo
10 oTopd. Ta Siokia Ba TTPETEl va KataTtivovTal oAdKANPa kai va unv Bpupuarifovral. Oa mpémel va SoBolv odnyieg oToug agBeveig va
Unv TpWVE TiTToTa yia TOUAGXIoTOV 2 WpEg TPV £wg 1 wpa petd Tn Anyn Tou CABOMETYX. 4.3 Avrevdeifeig. YmepsuaioBnoia otn
SpacTikn ouadia i ot kAol aTTé Ta £kSoXa TTou avagépovTal oTnv Trapdypaeo 6.1. 4.4 EISIKEC TIPOEISOTTOINCEIC KAl TIPOPUAGEEIC
KaTd TN Xprion. KaBwg ta TepioodTepa oupBdvTa TTPoKUTIToUY vwpic oTnv Tropeia Tng Bepameiag, o 1aTpog TIPETEl va agloloyei
OXoATTIKA TOV aoBevn) OTIG TIPWTEG OKTW £fdopadeg g Bepatreiag yia va TTpoadiopicel eGv aTraIrouvTal TPOTTOTTOINOEIS TN Boong.
ZupPavTa TTou YEVIKWG EXouv TTpwipn exdniwon trepidapfdvouv utracBeomiaiyia, utrokahaipia, BpopBotrevia, uTréptaon, ouvdpopo
epubpoducaiobnaiag TraAapwv-TeAudrwy (PPES), Tpwreivoupia kal yaotpevtepikd (TE) oupBdvra (Kolhiakd dAyog, @Asypovn
BAevvoyovou, duokoIMiéTnTa, Bidppoid, EUETOC). H avTipeTwimon moavwy avemBUuunTwy EVEQVEWLY WTTOPE] VO OTTAITEL TTROCWOIVE
SiakoTtrA A peiwon tng doong Tng Bspareiag ue kaBolavTiviBn (BA. Mapdypago 4.2): Te VEQPOKUTTAPIKG KAPKIVWHK HETA ATTO TTRPONYOUHEVN
oToxeupévn Bepatreia pe ayyeiako evdoBnhiakd augnriké Trapdyovra (VEGF), peiwaoeig kai Siakotrég Tng d6ong Adyw piag avemBUpnTng
evépyelag (AE) ouvéfnoav oto 59,8% kai 70%, avrioTtoixa, Twy aoBeviv Tou £AaBav kaBolaviivifn otn Baocikr kAvIKG Sokipn
(METEOR). Auo peiwoeig Tng docoloyiag xpeidabnkav oto 19,3% Twv acBeviwv. O JIdUECOG XPOVOS EWE TNV TTPWTN MEIWaN TNG
dooohoyiag frav 55 nuEpeg, Kal éwg TV TTPWTn diakoTr) dogohoyiag RTav 38 NUEPES. ZE VEPPOKUTTUPIKG KAPKIVWHA XWPIg TTRONYOUMEVN
Bepareia, peiwoeic doang kal Siakotrég TN Soang TapatnpriBnkav ato 46% kai 73%, avrioTolxa, Twy aoBeviv Trou EAaBav kafodavTivipn
amv kKAvikry Soxkipry (CABOSUN). Orav n kaBodavnviBn xopnyeirai o ouvduaoué te VIBOACUNGUTTH O TIpWTNS-YRAUIUNS TTPoXWPNEVO
VEQPOKUTTAPIKG Kapkivwya, Jeiwan Tng déong 1) didkotrh Tng ddong g kapolavrivipng Adyw AE cuvéRn oc 54,1% kal 73,4% Twv
acBeviv oty kKAvikn dokipn (CA2099ER). AtraitiBnkay S0o peitioeig Tng oong oo 9,4% Twy acBevidv. O péoog Xpévog Ewg TNV
TpwTn Weiwan g doong frav 106 nuépeg kai wg Tnv TTpwindiakoTtr TNg doong ATav 68 nuépeg. ZT0 NTTATOKUTTAPIKO KAPKivWHA HETA
armo TrponyoUlevn cuoTnuikn BepaTreia, ol Hewoelg TNG doong kal o1 dlakoTrég doong cuveRnoav oo 62% kal 84%, avrioToixd, Twv
acBevwv Tou éAaBav kaoZavTiviBn otnv kAvikh dokiur) (CELESTIAL). Ato peiwcelg S6cewv amamienkav ato 33% Twy agBevuv. O
BIGieTOg XPOVOG MEXPI TN HEiwon TG TTRWTNG B6ong fTav 38 NUERES Kai PEXPI TNV SICKOTTA TNG TTRWTN 860N fTav 28 NUEPES. ZuvioTaTal
oTeVOTEPN TTapakoAoUuBnan e aoBeveig Pe a1y pETpia nTarikn Suchemoupyia. Hmartotofikétnra. Mn @ualohoyikég TIHES OTIC EEETATEIS
TNG NTTaTIKAG Asitoupyiag (augnon Tng apivoTpavagepdong Tng ahavivng [ALT], Tng aoTrapTikig apivotpavaogepdaons [AST] kai Tng
XoAepuBpivng) TrapaTnprBnkav cuxvd ot acBeveig Tou EAaBav Beparreia e kaBolavmiviBn. ZuvioTdral n diefaywyn eEeTATEWY NTTATIKAG
Aeitoupyiag (ALT, AST kai xoAepuBpivng) Tipiv atro v évapén Tng Bepatreiag pe kaBolavTIviBn Kai n TTPOCEKTIKN TTapakoAouBnon katd
N Bidpkeia g Bepareiag. Ma aoBeveic pe emdeiviwon Twv eEETACEWY TNG NTTATIKAG AeiToupyiag TTou BewpouvTal OXETICOMEVES HE TN
Bepareia pe kapolaviiviBn (BnA. étrou dev eival ed@avig Kapio EVaAAGKTIKA aitia), Ba TTPETTEl va akohouBoUvTal ol CUPBOUAEG
Tpetromoineng Tng 8oang atov Mivaka 1 (BA. Tapdypapo 4.2). Otav n kaBolavTiviPn xopnysital o€ guvduaopo PE VIBOAQUUGHTT, £xouv
avapepBei ouyvorepa BaBpou 3 kail 4 augrioeig ALT kal AST ot ox£on pe Tn povoBepaTTeia Pe kaBodavTiviBn ot aoBeveic e TTpoXwpnHEVO
RCC (BA. Mapaypago 4.8). Ta nmraTiké éviupa TTIPETTEN va TTapakoAouBoUvTal TIPIV atrd TNV Evapgn Kol TrepIoBIKA Katd Tn dIGPKEIa TNG
Beparreiag. Mpémel va akohouBolUvtal ol odnyieg 1IaTpIKAG Siaxeipiong kai yia Ta dUo @dpuaka (BA. Mapdypago 4.2 Kal avaTpéETe oTnv
MXM yia T viBohoupduTmn). H kaBodavTivifn amoaAleTal kupiwg HECW TNG NTTaTIKAg odoU. ZuvioTdTal OTEVOTEPN TTapakoAolenan Tng
OUVOAIKNG aopdAeiag oe aoBeveig e ATTIa ) PéTpia namikn dugAeitoupyia (BAéme emiong Tapdypago 4.2 kal 5.2). Mia uynAdTepn
OXETIK avahoyia aoBeviv pe pétpia nrankn dugAeiroupyia (Child-Pugh B) epgdavioe nmaTikn eykegpaloTideia pe Tn Bepatreia pe
kaBoZavTivipn. To CABOMETYX dev ouvioTdral yia xprion ae acBeveig pe oofapn narikn ducgAeroupyia (Child-Pugh C,BA. Mapaypago
4.2). Hmamikn eykeqpahommdBeia. Zmn pehétn HCC (CELESTIAL), n nmamkn eyke@alomdBeia avapépBnke ouxvotepa otnv opada
kaBodavTiviBng aTmo auTr Tou EIKovikoU cpuppdxou. H KqBoﬁuvnviBr[ £XEl cucxsno'r:i HE Eldppcncx, ELETO, HEIWHEVD épzﬁn Kai ﬁlampaxég
NAeKTpOAUTWY. Ze aoBeveig e HCC pe ETMPEQoEV NTTATIKA AEIToupyia, auTég of Un NTTATIKEG EMSPATEIS UTTOPED Vel eival TIApayovTEg
smcm:uong yia Tnv €€ENEN TNG NTTamIKAG eykepaioTrabeiag. O acBeveig TTpETTEl va TrapakoAouBouvTal yia onpeia Kal JURTITWHAT
nTaTIkrg EykepaoTabeiag. AIaTPATEIC Kol aupivyia. ZoBapég ME SITPACEIS Kal GUPIYYIG, HEPIKEG POPES WE Holpaia £kBaar), Exouv
TrapatnenBei pe Tnv kaBolavniviBn. O1 acBeveig Tou £xouv pAeypovwdn vooo Tou eviépou (T1.X. vooo Tou Crohn, eAkwdn koAinda,
TrEPITOVITION, EKKOATIWHATITIOA 1 CKWANKOEIBITI®A), Exouv SinBnaon Tou dykou atn ME 086 1 TTapoucidlouv ETTITTAOKES amoe nponvo(lpsvn
XEIPOUPYIKN ETTEPRAON TOU YAOTPEVTIEPIKOU ouaThparog (1IBiaitepa dtav oxeTiletal pe KaBuoTepnpévn f ateAr emolAwon) Ba TTRETTE Vo
aglohoynBoUv TTPOCEKTIKG TTpIV apxioouv T Bepareia Ye kaBolavTiviBn kai, oTn cuvéxeia, Ba TTpETTEl va TrapakohouBolvTal oTevd yia
QUUTTTWHATA SIaTPRCEWY Kal CUPIYYiWV, CUUTTEPIAGHBAVOUEVWY TWY ATTOCTNHATWY Kal TN afyn. Emigovn fi emavepgaviZopevn Sigppola
oTn BidpKeia TNG BepaTreiag PTTopel va eival TrapdyovTag KIvBUVoU yid TNV avaTTuén TrpwiTikol guplyyiou. H kaBolavtiviBn TpéTel va
OIOKOTITETAl OE QOBEVEIG TTOU Euavifouv BIGTPNON TOU YOOTPEVTEPIKOU CUCTANATOS I} oupiyyio TTou Bev UTTOPEl VA CVTIMETWITIOTE
emapkwg. [aoTpeviepikég (TE) Siarapayxéc. H didppoia, n vautia/épeTog, n HeiwpEvn Opeén kal n oToparimda/oToparikd dAyog rfitav
HeEpIKEC amd Ta MO Ouxvd avagepBévia cupBdvia Tou yaoTpeviepikoUu (BA. Trapdypago 4.8). Apeon iaTpikn Siaxeipion,
CUMTTEPIAGHBAVOUEVNG TNS UTTOOTNPIKTIKAG @POVTIDAS e AVTIEUETIKA, avTIBIappoikd f avTIOgIva, TTPETTE va epApHooBEi yia TV TTpOANYn
NG apUBATWONG, TWY BICTAPAXWY TWV NAEKTROAUTWY Kal TNG aTTwAeiag Bdpoug. H Siakotm A peiwon Tng 86ong, i N MoVIUN SIaKoTr TNG
xopnynang kaBolavTiviBng Ba TTpéTTel va AQUBGVETC UTTOWN OE TIERITITWEN ETTIHOVWIV 1) ETTAVAAQUBAVOLEVIIY CNUAVTIKWY YATTREVTEPIKWV
avemBUupnTwy evepyeiwy (BA. Mivaka 1). @pouBoeuBohikd gupBdvia. Me tnv kaBodavTivifn, £xouv TraparnpnBei oupBdvia QAeBIKAg
BpopBocuBoAig, CUPTTEPIACUBAVONEVWY CUHBAVTWY TIVEUHOVIKIIS EPBOANS Kal apTnpIaKig BpopBoepBoAg HepIKES YOoPES Bavatngopa.
H kafolavTiviBn TTRETTEI va XPNOIMOTIOIETAl We TTPOCOXH Ot AOBEVEIC TTOU TTAPOUTIAZOUV KiVOUVO 1] TTOU £XOUV IOTOPIKG QUTWYV TWV
evepyeiwv. Zmn peAétn HCC (CELESTIAL), mapatnenBnke uldia @AeBikn Bpopfwon pe kaBolavTiviBn, cupmepidapBavopévou evog
Bavarngpopou oupPdvrtog. AoBeveic Ue 10TopIKO TTuAdiag pAeRikng BinBnong gavnke va diatpéxouv peyahlTepo Kivduvo avdTmruéng
TruAaiag @AeBikng BpouBwong.H kapolavTiviBn Ba TpéTel va dlakoTrei e aoBevEic TTou avamTiogouy ofU Eugpaypa Tou puokapdiou 1
otroladnTroTe GAAN KAIVIKA anpavTikh 8pouBoepBoAikn emtiTAokn. Aigoppayia. Me Tnv kaBoZavTiviBn £xel TTapartnpenBei coapr aipoppayia
UepIkEG popég Bavatngopa. O acBeveig TTou Exouv I0TopIKG coRapng aipoppayiag Trpiv amoé Tnv evapén Tng Bepateiag Ba TTRETTE! va
aglohoyouvTal TTPOTEKTIKA TTRIV aTro Tnv évapén Tng Bepameiag pe kaBodavTiviBn. H kaBodavtiviBn Sev TTpéTTel va xopnynBei oe aoBeveig
TTou €xouv 1) SlaTpéxouv Kivduvo yia gofapr aigoppayid. Ztn pehétn HCC (CELESTIAL), avagépbnkay Bavarngoépd dipoppayika
OuMBAavTa ot uwnASTEPN auxvoeTnTa We kaBolavtiviBn amd 1o eikovikd @dpuako. O apdyovTes kivdivou TrpodiaBeang yia cofapr
aipoppayia arov TTANBuapd pe TTpoxwpnuévo HCC utropei va mepiAapBdvouy v 3IRBnon atré ToV OYKO TWV KUPIWV QINOPOPWY
ayyeiwy Kal TNV TTdpoudia UTTOKEIPEVNS Kippwaong Tou NTTATOG TToU £XEl WG atroTéAecua Tn dnpioupyia oloopayiKwy Kipawy, TTuAdiag
unép‘racng Kal BpopBorreviag. H peAérn CELESTIAL amrékAeioe aoBeveig pe 'rauréxpovn c(wmnK'nKﬁ aywyn i GVTlcuuonem.\lqKoﬂg
mapdyovTeg. AcBeveig rou Sev AduBavav Beparteia i he eAAITTH Bepartela, yia KipooUg e alpoppayia f Je upnAd kivBuve aipoppayidg
egaIpéBnkay smcnr; ammé Tn MeAETn auth. H peEAETN TG kapolavmivipng oe ouvBuagpd pe TN VIBoAOUPAHTIN ot TTpoxwpenHévo RCC
TPWMG ypapuns (CA2099ER) amékAeios aoBeveig Pe avTITNKTIKG g€ BepateuTikég 500elc. AvEUpUOUATY Kal apTNEIAKO] Siaxwpiaoi. H
xprion avaaTtohéwv Tng VEGF odou ot ucBavstg He | Xwpig UTTEPTAON WTTOPEI va TI'pDCl\{EI TOV anuuncpo aveupuoudtwy i / kal
apTnEIckWY Siaxwpigpwy. O kivbuvog autég TIpETTEl va AGUBAVETCl TIDOCEKTIKG UTIOWN Tpiv amé v évapgn Tng Bepameiag We
kapoZaviviBn oe agBeveig TTou TTApoUCIAfouV TIapdyovTeg KIvVBUVOU OTTWG UTTERTACT 1 10TopIKG aveupUojatos. ©pouomevia, Zm
ueheTn HCC (CELESTIAL), avagép8nke Bpoporevia kal peiwpéva aipomreraMia. Ta eTrimeda aioTeTaAiwy TTPETTE va TrapakoAouBolvTal
Kard Tn Sidpkela TG Beparreiag pe kaBolaviviBn kal n 86on va TpoTToTioleiTal avaAoya He Tn goBapdtnta Tng BpopBotreviag (BA. Mivaka
1). EmmAokéc Tpaupdtwy. Me Tv kaBodaviviBn £xouv Traparmpn6el emmTTAokE Tpaupdrwy. H Beparreia pe kaBolavmivipn Ba TipéTel va
SickoTTel ToUAdyIoTOV 28 NUEPES TTPIV amd TV TTPOYPOUHaTICUEVD XeElpoupyIKn eTTéuRacn, cupTepiAauBavopivng TG oBovVTIaTRIKAG
XEIPOUPYIKAG ETTEPRACNS i TWV ETTEHRATIKWY oBovTiaTpIKWwyY TTapepdaswy, edv eival duvard. H amogaan va ouvexiaTel n Bepareia Ye
raBodavTiviBn HETA TN Xeipoupyikn eTrépBaan Ba mpémel va BagioTei otnv KAIVIKA Kpion yia Tnv eTrapkn emoUAwon Tou Tpaupartog. H
KaBolavTiviBn Ba TTRETTEl va BIAKOTTE! Of AOBEVEIC WE ETTITTAOKES ETTOUAWONG TPAUPATOC TTOU aTTaIToUV 1aTPIKNA TrapéuBaon. Yépraan. Me




v KapBolavTiviBn £xel TrapatnpnBei utréptaon. H aptnpiakn Trieon TTRETTE! va EAEYXETAI KOAG TTpIV aTTd TNV évapén Tne KapolavtiviBng.
Kard tn didpkeia Tng OepaTreiag pe kaBolavTiviBn 6Aol o aoBeveic Ba TIPETTEI VA TTapakKoAoUBoUVTHI YIQ UTTEPTACT) KO VO AVTIMETWTTIOVTA,
OTTWG aTTAITEITAI, ME TUTTIKI QVTIUTTEPTACIKR BepaTreia. ZTnV TTEQITITWON EUHOVNG UTTEPTAONG TIAPOTI YIVETAI XPrion aVTIUTIEPTATIKWY, N
doon kaBolavTiviBng Ba Trpémel va peiwBei. H kaBoavniviBn Ba péel va SiakoTrel edv n uTrépTacn eival ooapr Kal eTTipovn Trapd Tnv
avTIUTTEPTAOIKS Bepartreia kai Tn peiwon déong Tng kaBolavtiviBng. Ze TepiTTTWaON UTTEPTATIKAS Kpiang, n kaBolaviviBn Tpétel va
Biakotrel. OoTeovékpwan. Exouv TTapatnenBei TTEPIOTATIKG 00TEOVEKpWONG TNS yvaBou (ONIM) ue Tnv kaBolavriviBn. ©a TTpéTel va
Bie€ayBei oTopankn eE€Taon piv ammo Tnv évapén Tng kaodavTiviBng kal Trepiodikd katd Tn Sidpkeia Tng Bepameiag pe kaBolavivipn. O1
aoBeveic Ba TpéTel va evnuepwBolv 6oov agopd TIC TIPAKTIKEG oTopamikng uyieviic. H Beparreia pe kafolavriviBn Ba mpémel va
avaoTaAel TOUAGYIOTOV 28 NUEPES TIPIV ATTG TNV TIROYPAUHATIOUEV OBOVTIATPIKN XEIPOUPYIKN ETTEURAON ) TIS ETTEURATIKEG OBOVTIATPIKES
TrapeuRdoeig, edv eivar duvard. ATaiTeital TTpogox) Ot aoBevei¢ TTou Aaupdvouv @pdpuaka TTou oxetifovial e Tnv ONI, OmTwe
Sipwogovikd. H kafolaviiviBn Ba Tpéel va SIoKoTTETal Ot aoBeveig Tou epgavifouv ONT. ZUvBpouo epuBpoduaaicBnaiag TTAAAUGV-
mehydrwy. Me mnv kaBodavTivipn EXEI TraparnpnBei ouvBpopo epuBpoducdiagbnaoiag mAapmv—ns:\ua‘rmv (PPES). Otav 1o PPES &ival
cofapo, Ba TPETTEl va AngBei utTroyn n SlakoTn TN Bepareiag pe kaBolaviiviBn. Mpétel va yiver Eava Evapén Tng mﬁomwwlﬁng He
xotpq)\orqu 8oan érav 1o PPES emAuBei ot BaBpd 1. Mpwreivoupia. Me Tnv kaBodavmivipn éxel TapaTnpenee Tpwreivoupia. H Tpwreivn
oUpwyv Ba TTPETTEI VA TTAPAKOAOUBEITAI TAKTIKA KaTd T Bepateia pe kapolavtivipn. H kaBolavmiviBn Ba Trpémel va SiakoTiel ot agBeveig
TTOU avamTUooouV VEQPWOoIKS cuvdpopo. ZuvBpopo omioBiac avaoTpewiung eyke@ahomdBeiac. ‘Exel maparnpnBei ouvdpopo otricBiag
avaoTpEWipng eykepaiomdBeiag (PRES) pe Tnv kaBodavrivifn. Auté To ouvpopo Ba Trpétrel va eEeTaletal oe kdBe aoBevr) TTou ep@avilel
TIOANATIAG CUPTITWHATA, OTTWE OTTAoUOUS, TTOVOKEPAAOUG, OTITIKES BlaTapaxEg, olyxuon f aAholwpévn vonTike Asitoupyia. H Beparreia
He kaBodavnviBn Ba TTpéTTel va dlakoTITETal o€ aoBeveic pe PRES. Emunkuvon tou Sigomiuaros QT. H kafolavTiviBn Ba TTpéTer va
XPNOIJOTIOIEITC PE TTPOTOXT Ot aoBEeVEiG e I0TopIKG TTapdTacng Tou SlaotiuaTog QT, ot aoBeveig TTou AduBdvouy avTiappuBuUIKG, I o
aoBeveic pe oxeTikn TTpolTrapyouoa kapdiakn vooo, Bpadukapdia, i Siatapayéc nAekTpohutwy. Otav xpnaoipotoleital n kaBodavtiviBn,
Ba Trpémel va e€etaleTal n mepiodik TTapakoAoUBnaon kard T didpkeia Tng Bepareiag Tou HKIM Kal Twy nAsktpoAutwv (aoBéotio, kAo
Kal payvricio opol). AucAsitoupyia Tou Bupeoeidolg. ZuvioTdral BACIKI EPYACTNPIAKY PETPNON TNG AciToupyiag Tou Bupeotidoug ot
oGAoug Toug acBeveic. AoBeveig pe TTpoUTIAPXOV UTTOBUPECEIBIOUS 1) UTTEPBUPEOEIDIONO Ba TTRETTEI VA QVTIMETWTTICOVTAl CUMPWYA ME TN
ouvnen 1IaTpIkn TTPAKTIKA TTpIv atro Tnv évapén tng Beparreiag pe kaBolavTiviBn. OAol ol aoBeveic TpETel va TrapakohouBolvTal aTevd yid
onpeia Kal cupTrTwpara Sucheitoupyiag Tou Bupeoeidolg katd Tn Sidpkeia Tng Beparreiag pe kaBodavtiviBn. H Asitoupyia Tou SupEozlﬁoﬂg
Ba Trpémel va TrapakoAouBeital TTEpIoBIKG KaB' 6An Tn didpkeia TG Bepareiag pe kaBolavnivign. Ol cu:resvag TIou avamTuocouv
Buohemoupyia Tou Bupsoslﬁoug Ba TIpéTTEl va avTIHETWTTIdovTal CUHQWVaA HE TN ouvien IaTpIKA TIPaKTIKS. Mn QUGIOAOVIKES TILEC

o (3 H kafodavtiviBn £xel GUOXETIOTE e QUENUEV CUXVOTNTA EPPAVIONG N QUCIOAOYIKWV TIHWY
NAEKTPOAUTWOV (CUpPTTEPIAQPBavOpEVNG TNE UTTO- KAl TNG UTTEPKAAICIYITg, TG uTTopayvnolaipiag, TS UTTacBecTiqipiag, TNg uTTovaTpiaipiag).
ZuvigTdTal n TrapakoAouBnan Twy BIoXNHIKWY TIapapéTpuy Katd T Sidpkeia TG Bepareiag pe kaBodavTiviBn Kai n eloaywyr KAaTdAAnAnG
Beparieiag avTikatdoTaong cUN@WYA PE TNV KABIEPWHEVN KAIVIKN TTPAKTIKY, Qv amaitsital. MepmTwaoslg nTranikng eykepaiotrabeiag ot
aoBeveig pe HCC propei va amodoBouv atny avdmTuén nAekTpoAuTikwy Slatapaywy. H Siakotm i n peiwon g d6ong f n oploTikA
diakoT) TG Xopnynong kaBolavriviBng Ba Trpémel va e€eTAleTal Ot TIEPITITWAON ETTIMOVWY ) ETTAVAACHBAVOUEVWY CNHAVTIKWY
diatapaywy (BA. Mivaka 1). Emaywyelg kot avaoTtoheic CYP3A4, H kaBolavmivipn eivan uméoTpwpa CYP3A4. H ouyxopriynon
kaBoZavmiviBng pe Tov Ioxupd avaatohéa CYP3A4, Tnv keTokovaddAn, eixe we atmotéAeopa pia atgnon tng ékBeang kafolavTiviBng ato
TAdopa. ATTaITEITal TIpodoxr Katd T xopriynon kaBoldavTiviBng He gdppaka Tou eival iaxupoi avacToAeic CYP3A4. H ouyxoprynon
kaBolavniviBng pe Tov 1oXupd emaywyéa CYP3A4, pupapmmvn EI)(E wg a'rrore.\eapu Hia Heiwaon e £kBeong kKaBolavtiviBng oto
TAGTWA. ZUVETTWG, TTPETTE VO cmocpauxﬁel n xpowq xoprwncn TWV QAPUGKWY TTou eival Ioxupol emrayuwyeig CYP3A4 He TV kaRoZaviivin
(BA. Trapaypdpoug 4.2 kai 4.5). Y- wreivng. H kapolaviviBn Arav évag avaoToAéag (IC,, = 7,0 uM), aAAd oxi
UTTIOOTPWHA, TwV dpaaTnpIoTHTWY psra(popag P- vhumﬁpwrzlvng (P-gp) ot SIKaTeuBuvTIKG olaTnua ﬁpocﬁloplouuu XPNOIHOTIOIIVTAG
KOTTapa MDCK-MDR1. Zuvetrtog n kaolavTiviBn UTTopei va £Xel TNV IKQVOTNTA VA QUEAVEI TIC CUYKEVTPWOEIC OUYXOPNYOUHEVWYV
uTToaTpwWATWY P-gp oT1o TAdopa. O1 acBeveic Ba Tpémel va TpoeidotroinBolv 6cov agopd Tn Aqyn utrooTpwuarog P-gp (TT.X.
pefopevadivn, akiokipévn, apmpioevidvn, eTefidkr SaPiyatpdvn, Siyoivn, kohyikivn, papafipokn, Trooakovalohn, pavohadivn,
cafayAirTivn, oimayhiTrriviy, TahivoAéhn, ToABarrtdvn) eviy AapPdvouv kaBolavtiviBn (BA. Trapdypago 4.5). Avaoroheic MRP2. H
xoprnynon avaogtoAéwv MRP2 prropei va odnynoel o8 augfoeig Twy CUYKEVTPWOEWY NS KaBolavTiviBng oto TrAdopa. Emopévig, n
Tautoxpovn xpnon avactoAéwv MRP2 (T1.x. KukAooTropivn, e@apBipévln, epTpiomaBivn) Ba TTpETTEl va TTpodeyyiletal Pe TTpogoxr (BA.
Trapdypage 4.5). MNpoeidotoInoelg Trou oxeTifovial Ue EkBoxo. ACBEVEIC e OTTAVIA KANpovouika TTpoBARMaTa ducavegiag oTn yahaktoln,
He Lapp aveTrdpkeia AaKTdang fi Ke Buaatroppd@non YAUKOZNG-yaAaKTOZNS BV TTRETTEI VA TIGPOUV QUTO TO GAPUAKO. 4.8 AVvEmIBUUNTEG
evépyeieg. KapodlavriviBn we povoBepareia. MepiAnwn Tou Trpogih aopdAsiag. O1 o guxvig cofapég avetmBUUNTES EVEPYEIEG OTOV
TANBuopd RCC (21% ouyvornta) eival To Kolhiakd dAyog, n Sidppola, n vautia, n utrépTaan, n edBoAr, n umrovarpiaipia, n TVEULOVIKA
eMBOAR, 0 EPETOC, N aguUBATWOT, N KOTTWGN, N EEACBEVIOT, N HEIWPEVN OPEEN, N eV Tw BABEI PAEBIKT BpopBwaon, n ZdAn, n uttopayvnoiaidia
Kal To ouvdpopo epuBpoducaiodnoiag TTaAapwv-TeApdTwy (PPES). O1 o guxvég avemBUUNTEG EVEPYEIEC OTTOIATBITIOTE CUXVOTNTAS
(Trou epgavifovtal o€ TouhdyloTov 25% Twv aoBevivv) atov TANBuapé RCC mepidduBavav didppoia, KOTTwon, vauTia, HElwEVn 6pegn,
PPES, umépraon, pewpévo Bdpog, £peto, duoyeuaia, duokollidtTa Kal auénuévn AST. Ymépraon TrapatneiBnke o guxvd oTov
TANBUouS pe RCC xwpig rponyoupevn Bepateia (67%) ot alykpion pe aoBeveig e RCC petd amo TmponyoUpevn oToxeupévn Bepareia
pe VEGF (37%). O1 mio ouxvéc gofapéc avemBuunreg evépyeieg atov mANBuopo Tou HCC (= 1% ouyxvérnra) eival n nimomik
E\{KEq;qunueclu n e€aoBévion, n koTwaorn, To PPES, n &idppoia, n UTTDVGTpIGIlJIG 0 £METOC, TO KOINIaKO Ghyog kai n BpopBoTrevia. O o
CUXVES QveIBUUNTES avTIBPAOEIG ormlouﬁrrnors Baauou (TToU TTC(pOUUIdCITr]KCN ot mui\dxlc"rov 25% Twv aoBevwv) otov TTANBuad
HCC mpu\apﬁavav didppola, YelwpEvn opeﬁn, PPES, kdTwaon, vauTia UTTEPTACT Kal EPETO. AMMMM@MM&&
O1 avemBUUNTES EVEPYEIEG TTOU avayvwpioTnKay ot KAIVIKEG peAETES pe kaBolavTiviBn we povoBeparreia i avagépdnkav We Tn Xprion
kaBoavmiviBng peTa Tnv Kukhogopia Tng avagépovtal atov MNMivaka 2, cUPguva JE TNV KATnyopia opydvou CUCTRAPATOS Kal T guyvoTnTd
kara MedDRA. O1 guxvotnTteg BaaifovTal ot 6Aoug Toug BabBuoug kal opifovTal we £§AG: TTOAL guyveg (21/10), ouxveg (21/100 Ewg <1/10)
Ox1 ouxveg (21/1.000 £wg <1/100), un yvwoTég (dev ummopouv va ekTiunBolv pe Baon Ta diaBioiya dedopéva). Evidg kaBe katnyopiag
cuxvetnTag epgdviong, o uvsmeupnrsg EVEPYEIEG TTapaTiBevial katd @Bivouca oeipd coBapdtnTac. Mivakag 2: Avem@UPNTES
svspvslsg rpupuunou (ADRs) Trou sxouv avapepbel ot Mlvn(sg HeMETEG 1| O€ xpnon HETG TNV xund\otpopict ot aoBeveig Trou
Adupavav Gzpuwslu 113 quo§UVT|ViBn wg povoBapurrzm f\0||..|w§£|o; Kal TIOpacITWOEIG. ZUXVEC: amooTnua. AlaTapayeg Tou
aigoTroinTIKoU Kal Tou Aepgikou auaTthpaTog: MoAu ouxvég: avaipia, BpopBotrevias. Zuxveég: oudeTepoTtevia®, AepgoTrevia?. AlaTapayEg
Tou evBokpivikou auoTtipaTtog. MoAl cuxvég: umoBupeoaiBioposs. Alatapayég Tou peTapoMiopol kal Tng Bpéyng. MoAl cuyvig:
HEIwWpEVN Opefn, uTTopayvnaiaiyia®, uttokaAicupic®, utroaABoupivaipio®. Tuxveg: a@uddTwaon, UTTOPWO@TAIMIa®, uTTovaTpiaipia,®,
uTracBeoTiquyia®, utrepkaMiaipia®, utrepxoAspuBpIvaidias, UTTEPYAUKaIMIa®, uTToyAuKaipia®. AlaTapaxEg Tou veupikoU ouoTriparog. MoAd
ouXVEG: duoyeuaia, kepahahyia, JAn. ZuXVvES: TIEPIPEPIKN VEUPOTIABEId (CUpTTEPIAAUBavOPEVNG TS AITBNTIKAG). OX1 CUXVES: OTTaoOI.
Mn yVWwOTEG: ayyelakd eyke@aAiké eTeioddlo. AldTapaxég Tou wrdg kal Tou AaBupivBou. Zuxvég: eppotés. Kapdiakég diatapaxég. Mn
YVWOTEG: éuppaypa puokapdiou. Ayyeiakés diatapaxés. MoAl ouxveg: utréptaon®, aijoppayia*. ZuxvEg: ev Tw BdBel @AsRIKA
BpopBwon, @ARIK Bpoupwan, apmpiakn BpouBwon. Mn yvwoTéS: aveupUopara Kal apTnpiakoi diaxwpiopoi. AlaTapaxig Tou
avaTveuaTIKoU CUCTAHATOg, Tou Buwpaka Kal Tou pegoBwpdkiou. MoAl ouxvég: duoeuvia, duaTvoia, BRxag. ZUXVEG: TIVEULOVIKNA
eUBoAr. Aatapaxég Tou yaoTpevtepikol. MoAU ouyvég: didppoia®, vautia, £UeTog, oTopatinda, SuoKoIAIOTNTA, KOIAIKS Ghyog?,
BuoTreyia, dAyog dvw KolAiag. ZUXVEG: yaoTPEVTEPIKN SidTpnon®, aupiyyio*, yagtpooigogayikr TTaAivEpounar, diioppoideg TOMATIKOG
dAyog, EnpoaTopia, Suopayia, yAwoooduvia. Ox1 ouxveg: TTayKpeaTimida. AiarapaxEg Tou ATTATOE Kal Twy XoAnpopwy. ZUXVEG: NTTATIKA
eykeqaAomiabeia®. XohooTamikny nmarinda. Alarapaxig Tou dépuatog kal Tou UTodopiou ioTou. MoAU ouxvig: ouvdpopo




epubpoducaioBnoiag TaAapuv-TreApdrwy (PPES), egavBnpa. Zuxvég: kvnouog, alwrrekia, Enpodeppia, Sepuartinda UTTé Hopr akpric,
ahhayn XpWHATog LCAAILLY, UTIEPKEPATWAN. AlTapayEg TOU HUOTKEAETIKOU OUSTALIATOS Kall Tou ouvBeTikoU 1aToU. MoAd guyVvEC: TTovog
oTa dkpa. ZUXVES: HUIKOI oTTao o, apBpalyia. DX1 OUXVES: 00TEOVEKPWOT TNG YVABoU. AlaTAPUXES TWV VEQPUV KOl TWV OUPOPOPWY
oduv. Zuxvég: Trpwreivoupia. Mevikée diatapaxég Kal KataoTdosig TG odou xopnynong. MoAl ouxvég: KOTTwon, QAEyHovh Twy
BAevvoyovwy, sEaoBEvion, TrEpIQEPIKG oidnua. MapakAivikég eEstaosic®. MoAU guyVES: pelwpivo Bdpog, augnuéva ALT opou, augnuévn
AST. Zuyvég: ALP opou augnuévn, auénuévn GGT, augnuévn kpeativivn diparog , augnuévn dpuAdon, augnpévn Aimrdon , auénuévn
¥oAnaTepOAN aiparoge, augnuéva TpIyAUKepidIa aipaTtog:. Kakwoelg, SnANTNRIGOEIS Kal ETTITTAOKEG BEPATTEUTIKWV XEIPIOMWY. OXI oUXVEG:
emTTAOKEC TpaUpaTog ®. *BAéme evotnTa 4.8 Mepiypa@ry Twy £TAEYHEVWY aQveTBUUNTWY EVEPYEILV YIO TTEPAITEPW XapakTnpIioHo. Ol
axkdAouBol opol Exouv cuvBuaadTei, TTPOKEIEVOU va TTPOKUWEl N KatdAAnAn karnyopiotrainon cuyxvetnrag: ® Melwpéveg aidatoAoyikeg
TIOPAMETPOI: AEUQOTTEVIT KaI HEIWHEVOS aPIBHOG AEUPOKUTTAPLIV. OUBETEPOTTEVIA KOl HEIWHEVOS apIBOS ouBeTEPOPIAWY. OpopBoTevia
KAl MEIWHEVOS CIPIBMOG QIMOTTETAAIWY. ® Mewpéveg BIOXNMIKEG TTapdueTpol: YTToaABoupIvaipia Kol Heiwpévn aABoupivn aipartog.
YTaoBeaTiaupio Kl MEWMEVO aoBETTIO dipaTog. YTToyAUKaIMia Ko Helwpévn YAUKSZn aipatog. YTrokaAiaidia Kal MEIWHEVO KaAio aiiaTog.
Ymopayvnoiaigia Kal pewpévo payvrolo aipatog. YTovaTtpiaidia kKal pelwpévo vdtplo aipartog. YToQuogatalpia kal HEWwUEVOS
PWOPopog ailaTog. AUENHEVEC BIOXNHIKES TIAPAUETPOI: AUEnPEVN XoAnoTEPOAN aipdTog Kal uTTEpXoAnoTEpoAaipia. YTTepxeAspubpivaipia
Kal augnuévn xoAepuBpivn aijarog. YmepyAukaipia ki augnpévn YAUkoZn aiparog. YmoBupeoelBIouog Kal augnuévn oppovn Sityepong
Tou BupoelBoug oTo aipa. YTepkahiaipia kol augnuévo kaAio aiparog. Augnuéva TpiyAukepidia kal YTreptpiyAukepidaipia, @ KolAiako
dhyog, kolhiakr) Suogopia, koihakd diyog oTnv dvw Kolhia kal koihiakd dhyog oTnv KATw Kolhia. © YTéptaon kal auénpévn apTtnpiakn
Triean. 'Alatapaypévn eTToUALON Kal ETTITTAOKT OTO onueio Topung. H keBodavriviBn oe ouveuaauo Le VIBOAOULGLITTN O TTRWTNSC-YPaUUNS
mpoxwpenuévo RCC. NeplAnwn Tou Trpogih aogasiag. Otav n kapolavtiviBn xopnyeital oe cuvBuaapd Pe VIBOAOUUAUTIN, avaTpegTe
atnv MNXM g viBoAoupduTng TIpIv atréd Tnv évapén Tng Beparreiag. MNa TepICaOTEPES TTANPOPOPIES OXETIKA LE TO TTPOPIA aoPAAEIag TNG
HovoBeparreiag pe viBoAoupdpuTm, avarpégte otnv MXM g viBoAoupdutng. Z1o alvoAo dedopéviy Tng kaBolavivipng 40 mg pia gopd
NV nuépa oe ouvbuaouo pe viBohoupaptn 240 mg kdaBe duo eBdopadeg oto RCC (n =320), pe ehayiotn mepiodo TrapakoholBnong
16uNVWY, 01 TTIO CUXVES TORUPEC AVETTIOUUNTES EVEPYEIES (2 1% £TTiTTTWON) fTAV SIpEOIA, TIVEUMOVITISA, TTVEUMOVIK EPBOAN, TTVEUPOVid,
uTTovarplaipia, Tupedia, aveTTdpKeia Twy emveppidiwy, éuetog, apuddtwon. O o cuxvég aveTBUUNTES evépyeles (2 25%) Atav
Bidppoia, koTTwon, aluvdpopo £pubpoducaiodnoiag TTAAQPWY-TIEAPNGTWY, aTopaTinda, HUOCKEAETIKOG TTOVOG, uTTEpTacn, egavenua,
uttoBupeoEIBIOUOG, pEiwan Opegng, vauTia, Kolhiakd dhyog. H TTAElovoTnTa TWY aveTTIBUUNTWY EVEPYEIWV ATAV NTTIEG £WC HETPIES (BaBuog
11 2). Nivakag avemmBuunTwy evepyeiwy. O avetmiBUUNTEG EVEPYEIES TTOU EVTOTTIGTNKAV TNV KAIVIKR MEAETR Tng KapolavmiviBng ot
ouvduaoguod de viBohoupdutn avagépovtal atov Mivaka 3, cUpgwva Pe TNV Katnyopia opydvou GuCTAPATOC Kal T guyvotnTa Kard
MedDRA. Oi cruxvémm; Bacilovral ot él\ouq TOUg Baepoﬁg Kai opifovral we e€Rg: TTOAD ouyveg (21/10), cuxveg (21/100 £wg <1/10) r’)xl
ouxvég (21/1.000 éwg <1/100), pn yvwaoTég (Sev Pmopolv va sKnunGouv e Bdon Ta SiaBtaipa Sedopéva). Evidg kdBe Katnyopiag
CUXVOTNTAG EQAVIONS, of avemBiunTes evépyeieg TrapariBevial katd @ivouda oeipd copapdTnrac. r‘IlvuKm; 3. Avsmeupmcg
EVEPYEIEC HE Kuﬂo(cxvrmﬁr] ot ouvduaopo HE viBoAoupdpTm. Aoipwéeig kal TTapaciTwoslg. MoAu quvsg hoipwén Tou avwrepou
QvaTvVeUaTIKoU ouoThAHaTog. ZuXVEG: TIVEUHoVia. AlaTapay£g ToU QIHOTToINTIKOU Kal Tou AEH@IKoU guaTripaTog. ZUXVEG: NWaIvo@IAia.
Aiarapayég Tou avoootroinTikoU cuoTiparog. ZUXVES: UTTEpeuaioBnoia (CupTrEpIAAUBavopEVNG TS avapuAAKTIKAG avTidpaong). Oxi
OUXVEG: OXETIJOMEVN PE TNV Eyxuon aviidpaon umepevaioBnaiag. Aiarapayég Tou evBoKpIVIKOU ouoTrhuatog. oAl ouxveg:
uTroBuUpEoEIBIoNOS, UTTEPBUPECEIBITNOG. Zuxveg ETVEPPISIAKN aveTrdpkeld. Ox1 OUXVEG: uTTopuaiTIOA, eupsoaémﬁu Aiatapayég Tou
psTaﬁoAlcpou Kal NG Bpéwng. MoAU CUXVEC: pelwpEvn opsf,rl Tuxvéc: utpuﬁcm.ucr; Alumpaxc; TOU VEUPIKOU ouoThuaTog. MoAu
ouxVEG: duoyeuoia, {GAn, KepaAaAyia. ZuxvES: TrepIQepIKN] veupoTTaBela. ‘Ox1I OUXVES: autodvoon sykegalitida, cuvdpopo Guillain-
Barré , puaoBeviké cuUvdpopo. AlaTapayxEg Tou wrdg Kal Tou AafupivBou. Ox1 cuxveég: eufoés. OQBaluIkEG BiatapayEg. ZUuXVEG:
EnpopBaApia, Bapti 6paar). VX1 CuXvEg: payoeidinda. Kapdiakég Siarapaxéc. ZUXVEG: KOATTIKA papuapuyn, Taxukapdia. Ox OUXVEG:
puokapdiTida. Ayyeiakés diatapaxéc. MoAu ouxveg: umiepraon. Zuxvég: Bpoppuwan®. AlaTapayEg ToU aVaTIVEUOTIKOU ouaTiHaATog, Tou
Bupaka Kal Tou YecoBwpdkiou. MoAU cuxvEg: ﬁucq)wwcl duoTvoia, Brxac. quvag nvz-:uuownﬁu TIVEUHOVIKI] EpBOAR, emrioTagn,
utredwkoTiKr gulhoyn. Alatapaxég Tou yaoTpevTepikou. MoAd ouxvEg: 6|upp0|q EUETOG, VaUTid, BUOKOIAIOTNTA, OTOMATITI®A, , KOIAIOKO
dAyog, duoTrewia. Zuxvég: Kohimda, yaoTpimida, dAyog Tou aoTdpaTocEnpoaTopia, aipoppoideg. Ox1 ouxveg: TTaykpeatinida, didTpnan
AetrTou evrépoub, yAwaooduvia. Alatapaygg Tou ATTATog Kal Twv XoAn@opwy. Zuyvég: natinda. Alarapayég Tou SEpPATog Kal Tou
utTodopiou IoTol. MoAU cuxvég: olvdpopo Trahapo-TreApanaiag epuBpoducaioBnoiag, eavBnua® , Kvnopog. ZuxXvEég: aAwTrekia,
Enpodeppia, apﬂenua, arhayn xpu’;uarog TPIXWY. OXI ouxvES: Ywpiaon, Kviéwcrn. Amrctpqxég TOU HUOOKEAETIKOU ouo-rr’]pmog Kall Tou
auvdeTikou 10To0. MoAl ouxvcg HUOOKEAETIKOG TTOVOC?, apBpalyia, Wuikei oTragpol. Zuyvég: apBpinda. Oxi ouxvag HuoTaBeia,
0OTEOVEKPWOT TNG yvdBou, oupiyyio. L\[ampaxsg TWV VEQPLV Kal TV oupopopwy oduwy. MoAl ouxvig: mpwreivoupia. Zuxveg: vscpler]
aveTrdpkela, ofgia ve@pikn BAGRN. Oxi ouxveég: veppitida. MevikEg BIATAPAXES KAl KATAOTACEIC e o0dou xopriynong. MNMoAd cuxvég:
KoTwon, Tupetia, oidnua. Zuxveg: diyog, Buwpakiké dAyoc. MapakAivikég sEetdoeict. MoAs ouxvég: augnuévn ALT, augnuévn AST,
UTTOQWO@aTaIdial, UTTGCRECTICIMIC, UTTOHayvnoldipia, utrovatpiaidia, utrepyAukaidia, Aepgotrevia, auénuévn aAKaAIK @woeatdon,
augnuévn Nimdon, au§nuévn apuidan, BpopPotrevia, aufnuévn KpeaTivivi, avaipia, ALukoTTevid, uTTepkaMaipia, oudEeTEpOTTEVId,
utrepacBeaTiaipia, utroyAukaidia, uttokaAicupia, augnpévn oAikn XoAepuBpivn, UTTEpHayvVNOITIMiC, UTTEPVATPICIYIT, HEIWHEVO CUWHATIKO
Bdpog. ZuxvEG: auEnuévn XoAnoTepOAn aipatog, uTrepTpIyAUKEpISaIpia. O GUXVOTNTES TWY AVETTIBUUNTWY EVEPYEILV TTOU TTapouaiddovTal
otov Mivaka 3 ptropel va pnv amodidovral TARpwS povo oTnv KaBolavTiviBn, aAAd evOEXETAI va ENTTERIKAEIOUV TN CUVEICPOPA TNG
UTTOKEIYEVNG VOGOU 1| amré Tn VIBOACUNAUTIN TToU XpnoidoTioleiTal o8 ouvduaopo. * H BpdpBwon cival évag alvBeTog dpog TTou
TrepiAapBaver BpopBwon NG TuAciag QAERag, BpouBwon TG TIVeupovIKAG QALRag, TTveupovikn BpouBwan, aopTikn BpouBwan,
apTnpiakr BpopBwan, ev Tw PBdBel PAeRikn BpopBwan, Bpoppwon TG TTUEAIKNS PAERag, Bpoppwan TS KoiAng @ALRag, QAERIKA
BpopBwon, PAePIKr BpoupBwon dkpou. ® Exouv avapepBei Bavatngdpeg TepImTwoelg. © To e€dvenua eival évag oUvBeTog Gpog TTou
TrepIAapBavel Tn depuatinda, Tnv opoidlouca We akur SepuaTimidd, TNV TTOMpoAuywdn Seppatitida, To amogoNdwTIkS eEdvenua, To
epubnuartwdeg efavBnua, To Bulakiwwdeg favBnua, To kNAIBWaeg e§avBnua, To knAiBoBAandwdes eEavBnua, To BAanduwdeg eEavBnua,
To KVNOHWAES €EAVBNUA KAl TO QUPHOKEUTIKG e€GvBnua. ¢ O HUOOKEAETIKOG TrOvVOG eival évag aUVBETog 6pog Trou TrepIAapBavel Tnv
0OQuUAAYia, TOV OTTIKO TIOVO, TO HUOOKEAETIKO BwpaKIKG GAyog, TN HUOOKEAETIKA Buagopia, Tn HuaAyia, Tnv auxevadyia, To dAyog ata
dkpa, T0 dAyog oTTOVBUAIKGH oTAANG. ¢ OI GUXVOTNTEG TWV EPYUCTNRICKWY OPWY CVTITIPOTWITTEUOUV TO TTOTOOTO TWV QoBEVWV TTOU
gppavioay emdeivwan OTIC EPYOTNPIAKES HETPROEIS OE oXEan HE TNV Evapén Tng peAétng pe e€aipean To peiwpévo cwyankd Bdpog, TV
aufnuévn XoAnoTEPOAN aipartog Kal TNV uTTEpTPIyAUKEpIBaipia. [epiypagr] Twy eTHAEYUEVWY avemBUUNTWY eVEPYVEIWY. Ta dedopéva yia
SlagopeTikég avTidpdoelg Baoifovial oe aoBeveig Tou eAdpBavay CABOMETYX 60 mg pia @opd nuepnaiwg amd 1o oTopa wg
povoBeparreia aTig Bacikég peréteg oTo RCC petd amo mponyoupevn oToxeupévn Bepameia pe VEGF kai e RCC xwpig TponyoUuevn
Bepareia kal oTo HCC petd amd mponyoUpevn cuaTnuikr Bepareia fj o acBeveig TTou EAapav CABOMETYX 40 mg ulu Popd nuepnoiwg
armo To oTOpO OF cruvauucrpo HE VIBoAOUPGUTIN OE Trpurrr]q vpuupng ﬂpoxwpnpsvo RCC (mapaypagog 5.1). [aorpevrepikr (I[E)

gy A, 1T a@o 4.4). Zn PeAéTn Tou RCC perd amd mponyoUpevn oToxeupévn Bepareia pe VEGF (METEOR), avagépBnkay
e 51cnpr‘1cssng aro 0,9% (3/331) Twv aoBevwy pe RCC mou ehdapfavav kapolavtivipn .Ta cupBdvia Atav BaBuol 2 f 3. O didpecog
xpovog £wg v évapgn frav 10,0 efdopddeg. Molpaieg Siatpriceig ekdnAwenkayv ato kKAIVIKG TTpéypappa yia TNV kaBolavmiviBn. Zm
HeAETn Tou RCC xwpig mponyouuevn Beparreia (CABOSUN), avagépBnkav ME Siatprioeig oto 2,6% (2/78) Twy aoBeviov e RCC TTou
Aappavav kaBodavTivipn. Ta gupBdvra Arav BaBpol 4 kai 5. Ztn peAétn HCC (CELESTIAL), avagépBnkav Siatpriceig MNE ato 0,9% Twv
aogBevwy TTou EAaBav kKaolavTivin (4/467). Oha Ta oupRdvTa ATav BaBuou 3 i 4. O diduscog xpovog epgaviong frav 5,9 eRSouddeg.
Z& ouvBuaouo pe ViBohoupduTrn o Trpoxwpnuévo RCC ot rpuotng-ypapung Bepareia (CA2099ER) n ouxvoTtnTa epgpaviong Siatprioswy
Tou yaoTpevTepIKoU awArva fTav 1,3% (4/320) ot aoBeveig Trou éAaPav Beparreia. ‘Eva cupBdy frav o Baduol 3, dio cupBdvTa frav
BaBuol 4 kai éva gupPav frav BaBpol 5 (Bavatngopo). Zto kAvikd Trpoypappa tng kaBolaviviBng exdnAwenkav Bavarngopeg




Siarprioeig. Hmarikn eykegalomdBeia (BA. mapdypapo 4.4). Im peAétn HCC (CELESTIAL), n nmamikr eyKe@aAoTidBeia (NTraTikl
EYKEQOAOTTABEIQ, EYKEQAAOTIABEIN, UTTEQUUUWVITIMIKY EYKEPAAOTIABEI) avapépBnke oTo 5,6% Twy acBeviwv Trou EAaBav kaBolavtivin
(26/467). Ta cupBavta BaBuou 3-4 rfitav ot TTooooTd 2,8% kai éva cupBav (0,2%) Babuou 5. O didueaog xpovog epgaviong fitav 5.9
eBdopadeg. Aev avagépbnkav TTEPITITWOEIC NTTATIKIG eykepahotrdBelag omig peAétec RCC (METEOR, CABOSUN kai CA2099ER).
Aidppoia (BA. mapdypago 4.4). Zmn pehétn RCC perd amd mrponyolpevn oToxeupévn Beparreia pe VEGF (METEOR), n didppola
avaépBnke ato 74% Twv aoBevwv he RCC mrou éhaBayv kaBolavTiviBn (245/331). Ta cuppdavta Babuol 3-4 itav oto 11%. O diguecog
Xpovog epgaviong Atav 4,9 efdopddeg. Ztn peAétn RCC xwpig Tponyouuevn Bepateia (CABOSUN), n didppola avagépbnke ato 73%
Twyv aoBevwy Trou EAaav kapodavTivipn (57/78). Ta cuppdvra BaBuou 3-4 Arav ato 10%. Ztn yeAétn HCC (CELESTIAL), n Sidppoia
avapipBnke o1o 54% Twv agBevwy Trou éAaBav KaBodavTiviBn (251/467). Ta oupBdvra BaBpou 3-4 frav oto 9.9%. O Siduegog xpovog
EPPAVIONS OAWY TwV oupBdavTwy fTav 4,1 efdopddec. H didppoia 08riynoe ot TPOTTOTIOINCEIC BOONG, BICKOTIEG KXl OPITTIKN BIAKOTIT) O
84/467 (18%), 69/467 (15%) kan 5/467 (1%) Twv AoBevwy, avTioToIXd Z& CUVOUACOMO WE VIBOAOUMAUTIN ot TTpoxwpenuévo RCC ot
TTPWTNG-ypapung Beparmeia (CA2099ER), n emitmwon didppoiag avagipBnke ato 64,7% (207/320) Twyv agBevwv TTou éAaBav Bepatreia,
gupBdvra BaBuou 3-4 ot 8,4% (27/320). O péoog Xpdvog yia Tnv Evapén oAwy Twy cupBaviwy Arav 12,9 efdoudadeg. KaBuoTépnon 1
Heiwan g déong ouviRn oto 26,3% (84/320) kal diakot oTo 2,2% (7/320) Twv acBevwv e didppola, avrioToixa. Zupiyyia (BA.
mapdypago 4.4). Ztn PeAétn Tou RCC petd amo ponyoupevn otoxsupévn Bepareia pe VEGF (METEOR),1a cupiyyia avagépBnkav aTo
1,2% (4/331) Twv agBevwyv TTou eAduPavav kafolavTivifn kai repiAdpBavay TTpwiTiKG oupiyyia ato 0,6% (2/331) Twy agBevwy TTou
AapBavav kapodavtivifn. ‘Eva oupPav frav BaBuou 3 kai Ta utrdhoitra frav BaBpol 2. O didpegog ¥povog Ewg Tnv évapén nrav 30,3
£BOopddeg. Ztn peAETn Tou RCC xwpic ponyoupevn Beparreia (CABOSUN), Bev avagépBnkay TTEQITITWCEIS HE aupiyyid. ZTn HEAETN
HCC (CELESTIAL), Ta oupiyyia avagép8nkav ot 1,5% (7/467) Twv acBeviuv pe HCC. O Biapecog xpovog epgaviong rrav 14 epSouadeg.
Ze guvduaopo pe viBohoupdpTn as Trpoxwpnpévo RCC ot Trpwitng-ypappng Beparreia (CA2099ER) n cuxvotnTa EPQAvIoNS cuplyyiou
avagEpBnke oo 0,9% (3/320) Twv acBevivv TTou EhaBav Beparreia kail N dopapdTnTa frav BabpoU 1. @avameopa oupiyyia ekdnAwenkav
OTO KAIVIKO TTPOYPUPMT TNG KaBoCavnvIBng Jgog,gazra (BA. mapdypago 4.4). T psAzTn Tou RCC WETA aTTd TTPONYOUEVN OTOXEUMEVT
Bepareia e VEGF (METEOR), 10 TToo000T6 gugdviong cuuBdvTwy copaprg aioppayiag (Babuol 2 3) Atav 2,1% (7/331) ot acBeveig
pe RCC mou Adppavav kafodavmivipn . O Sidpecog ¢ xpovog éwg Tnv évapén frav 20,9 epSopddec. Zrn peAétn Tou RCC xwpic
Tponyolpevn Beparreia (CABOSUN), 1o TToo0ooTéd el@dviong cupBdviwy oofapric aijoppayiag (BaBuol 2 3) Arav 5,1% (4/78) os
aoBeveic pe RCC mou AduBavav kapolavriviBn. Zmn peAétn HCC (CELESTIAL), n ouxvotnTa £p@dviong coBdpwy aitoppayikwy
emeigodiwy (BaBuog 2 3) Arav 7,3% otoug aoBeveig Tou EAaBav kaBolavmiviBn (34/467). O Bidueoog Xpovog ep@dviang nrav 9,1
sBéopoG:g Ze ouvduagpé e viBoAoupduTn ot Tipoxwpenuévo RCC ae Tpwng-ypauuns Bepareia (CA2099ER) n ouxvormo EPPAvVIONG
aipoppayiag = BaBuol 3 Arav oto 1,9% (6/320) Twv aceviv Trou EAaPav Beparreia. Oavatneopeg mpoppavlr.g sxénl\wenmv oTo
KAIVIKO TTpoOypaupd yia mv mBoqam\an Suvdpouo ormigBias avagTpéw eykegpadomaBeias (PRES, . Agv
avagépdnkav Teplotarnikd PRES orig usAs'rsg METEOR R CABOSUN n CAZGSQER n CELESTIAL OHWCG EXEI ﬁva:papem PRES cn'rcmce
o€ GAAeg KAIVIKES BoKIlEG (oe 2/4872 dropa, 0,04%). a

viBoAouudurn oro RCC. Ze i KAIVIK HEAETN QOBEVIV HE RCC ol oTToi0I ﬁev ixav AdBel TTponyoupévwg Bepareia xcu EAaBav
kaBodavTiviBn ot cuvBuacuo pe viBoAoupduTm, TrapatneR8nke uywnAoTepn emitiwon BaBpol 3 kai 4 augnuévng ALT (10,1%) ke
augnuévne AST (8,2%) ot oxéon We Tn HovoBeparreia pe kaBolavTiviBn otoug aogBeveig pe Tpoxwpnuévo RCC (n ALT au€nBnke kara
3,6% ka1 n AST auénenke kard 3,3% oTn ueAétn METEOR). O Sidpecog Xpovog £wg TNV ep@davion g Babuoul > 2 alénon Tng ALT 1y g
AST firav 10,1 priveg (e0pog: 2 £wg 106,6 £fdouddeg, n = 85). Zroug acBeveig ye BaBuou = 2 augnon g ALT rj Tng AST, or augnoeig
uTToxwpnoav atoug BaBuolg 0-1 gt 91% pe Bidueco xpovo £wg Tnv amokardaTtaaon 2,29 efdopddeg (sUpog: 0,4 £wg 108,1 efBopadeg).
MeTagU Twv 45 aoBevwv pe Babuol 2 2 atgnon Tng ALT rj Tng AST oToug oTToioug £yive eTTavaTttpokAnon He kaBodavrivipn (n = 10) A pe
viBohoupdputn (n = 10) pepovwWUEVA 1 Kal pE Ta BUO (n = 25), eTraveppavion augnuévng ALT A AST BaBpou 2 2 onuelwdnke ot 4 acBeveig
Trou EAapav kaBolavTiviBn, ot 3 acBeveig Trou EAaBav viBoAoupduTrn kai 8 acBeveig Tou EAaBav kaBolavTiviBn kal VIBoAOUGUTN padi.
YmoBupeoeidiguds. 21 WeAETn oto RCC peTd amd mponyoUusvn oToxeUouoa Bepareia pe VEGF (METEOR), n emimmwon Tou
utroBupeoeidiopol frav 21% (68/331). Zrn peAétn RCC xwpig rponyoupevn Beparreia (CABOSUN), n emtiTriwon Tou utroBupeoeiBiopou
Atav 23% (18/78) ot aoBeveic pe RCC mou éAaBav Beparmeia pe kaBolavriviBn. Zmn peAérn HCC (CELESTIAL), n emimmwaon Tou
utroBupeoeiBiopol fTav 8,1% (38/467) ot aagBeveig Trou EAaBav Beparreia pe kaolavmiviBn kail Ta oupfdvra BaBuou 3 ot 0,4% (2/467).
Ze guvbuaapo pe viBohoupauTn oe poxwpnuéve RCC otn Bepameia pwtng ypappnig (CA2099ER), n emitriwan Tou U‘ITDGUpEOElﬁIGpOU
fnrav 35,6% (114/320) Twv acBeviov TTOU EAuBuv Bepm'rs:u Ammmgwmumm%gmgmmm H ava@opu
meavo.\ovoupsvwv QVETTIBULNTWY EVEPYEILV PETE ATTO T Xopriynon ddeiag KUKAOQopIag Tou QUpUAKEUTIKOU TIpOIGVTOG Eival CUAVTIKR.
Emitpémel Tn ouvexr| TrapakohoUBnan g oXEong OPEAOUC-KIVEUVOU TOU QUPUAKEUTIKOU TTPOIOVTOS. ZNTEiTal aTrd Toug eTrayyeAparieg
uyeiag va avagépouv otoleadnoTe TiBaveAoyoUpeveg avetniBUHNTES evépyeles PEOw Tou eBvikoU GUOTHATOG Qvagopdg TTou
Treplypagetal oto [l ggg nua V. 6.4 IBiaitepeg mpo@uAdeic kard Tn @UAagn Tou Trpom\n'oq Agv uTidpyouv eldikég odnyieg
diatpnong yia o Tpoioy autd. 7. KATOXOL THZ AAEIAZ KYKAO®OPIAL. Ipsen Pharma, 65 quai Georges Gorse, 92100 Boulogne-
Billancourt, MaAAia. 8. APIOMOZ(OIl) AAEIAL KYKAO®OPIAZ. CABOMETYX 20 mg emKaAUPpEV UE AETITO UPEVIO BioKid.
EU/1/16/1136/002. CABOMETYX 40 mg emkaAuppéva pe AeTré upévio Siokia. EU/1/16/1136/004. CABOMETYX 60 mg emkahuppéva
ue AeTrTo upévio Siokia. EU/1/16/1136/006. 9. HMEPOMHNIA NMPQTHE EFKPIZHZI/ANANEQEIHE THI AAEIAZ. Huepopnvia Trpwng
éykpiong: 09 ZemrepBpiou 2016. Huepopnvia teAeutdiag avavéwong: 26 Maprtiou 2021. 10. HMEPOMHNIA ANAGEQPHEIHI TOY
KEIMENQY. Aetrropepeic TTANPOPORIES IO TO TTAPOV QAPHOKEUTIKG TTpoidv eival BiaBéaiyeg atov BikTuakd ToTTo Tou Eupwraikou
Opyaviopou ®appdkwv: hitp://www.ema.europa.eu.
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NEPIAHYH XAPAKTHPIZTIKON TOY MNPOIONTOL

W To gappako qutd TeAei UG oupTANpWATIKA TTap G8non. Aute Ba 0 ypiiyopo
TpoaBlopIapé vEwy TANpopOpIIV aogaktia. Zntital ard 1oug nayyeharics uysiag va avagipouv
nnmm&qwnu: : 4.8 yia Tov TpoTIO avago-
pag AvemBOUNTWY evepvslmv

Phesgo 600 mg/600 mg evégipo SidAupa

Phesgo 1200 mg/600 mg evéaipo SidAupa

Evéoipo Bichupa. Mauyég mpog ipibifov Bidhupa, dxpwpo Tpog eha@puig kaotava, pe pH 52-58,
wopwrikdtra 270-370 kai 275-375 mDsmolﬁkg yia Ta Siohopara 1200 mg/600 mg xai 600 mg/600
mg, avtioToa. 2. MoleTIKA kai TToooTik olveson: Phesgo 600 mg/600 mg sviaipo b’lw\wm

s HITES PYEEG. paypag

Phesgo pmopei va anokatactalei. Mveupovixkd auppdvra: Exouv avagepfei coBapa Tveupovia
guppdvia pe m xpdon TG TpacToudoupduTINgG HETA TRV KukAogopia aTnv ayopd. Autd Ta guppdvra
umnpéov TeploTaoiaxa Bavameopa. ETiTAEov, £xouv avapepBel TEPITIIGIOEIG BIGPETNG TIVEUPOVIKAG
vooou, cupmepihapBavopiviov Twy BinBrgcwy Tou mvedpova, Tou ouvBpdpou ofgiag avaTTVEUOTIKAG
BuoyxEpeiag, g TIVEupoviag, ¢ TIveupovindag, TG uTredwkaTikrg auhhoyrg, TG aVaTIVEUCTIKAG Bu-
oxépeiag, Tou offog TIVEUHOVIKOD Kai g T IKAg a ol . O TapdyovTEg Kiv-
BUvou TIou OXETICOVTal PE Tr) BIGPEDT] TIVEUM: ] vooo d v TIpoNyouUpEvn N TauToxpovn
Bepatreia pe alheg avii-veamhaopatikeg Beparieies TTou eival ywwaTe ot oxeTifovial ge aumv oTiwg oi
Tagaveg, n yeporraBivn, n BrvopeABivny kal n akmvoBeparteia. Autd Ta cupBavia pTropel va mpokuouy
wg pEpog piag aviidpaaric Trou ayetiferal pe my Eyxuan  pe kaBuotepnuivn évapén. O acBeveig Trou
Brivouv SuoTrvola ot npepia Adyw ETITAOKWY TTPOXWPNPEVTIS KOKONBEIRS KAl QUVVOTTIPOTATWY UTTO-

‘Eva giahiBio 10 m SiahGpatog Tepiéxel 800 mg meprouloupdpming kar 600 mg 1pag

KaBe mL Em)mpu—mg Tepigxer 80 mg meproufoupapmng kar B0 mg TpacTouloupdpTng. .Pnnsgo
1200 mg/600 mg evéoipo SidAupa: Eva giadidio 15 mL Siahiparog trepigxer 1200 mg mreproudoupd-
prmg kan 600 mg TpaoToufoupautng. Kage mL SiaAdparog 'r!&olml 80 mg mpwu(oupuurlng Kal 40
mg TpacTouloupapnng, H TeprouloupduTn kel n 1pac T Eivar e

rAwVIKG avTiowpara avosoogaipivng (Ig)G1, 1a omoia HQWVUWI g& KuTTapa BnAaoTikww (cnﬂ m;
wolnkeg Kivedikou kpikrTou) e Texvohoyia avaguvBuaopivou SeoofupiBovourieivikat oféog (DNA).

Na Tov wAfpn kardhoyo Twy exBoxwy, BA. mpwpuqo 6.1.

4.3 Avrevbeigeis: Ymepevaiofingin ong SpacTikég oudieg f O kdTroio amé 1a ékSoxa TTou avagEpovTal
omv mapaypago 8.1, 4.4 EiBikég (0EIG kat TPoQUAGLEIS kaTd T Xpron: ixvaAaaro-
ra: Mpokepévou va BeAtiwBei n lxvnl\nmpumtu Twv Brooyikwy WPPmu:u"xwv TROIGVTWY, 10 OVo-
pa Kol o apiBpoS TapTidag Tou XopnyoUdevou npmdnog Ba mpémer va m:rwpqu:ml ve aalonvuu

AucAsiToupyia apiaTeprs KolAiag (oup S g ave-
rrupxuu'{) ‘Exouv avapepBei penuoelg oTo kAdopa :{anang cpmtpﬁg Kothiag :LVEF) HE wppaktu»
TIKG TpOIGVTA TToU TrapepTioBifouy T Emmplumm Tou HER2, Buprrnpl,\uuﬂ:wuusvn; Mg TEpTOU-
JoupdpTg Kkal TNG TpaoToudoUUAPTING. H ouxvVOTITG ERGAVIONG TNG TUPTITWLATIKAG TUTTOAKAG
Buohemoupyiag Mg apiateprg xathiag (LVD [ouppopnmi kapBiaxd avendprea]) Arav uynhérepn oe
uoSwt:l; uTTo Bepanreia pe TeproufoupdumT oF ouvBuaoud PE TPac T Kl

OF CUYKPIOT] HE TNV TRaOTOU{oupapTIT ouv xnpuoﬂzpcmﬂn Em rrAmmo me mlmuplm; Bapmmu;, n
TALIOVETNTA TwY TEPIMTUICEWY TURTITWHATIKAG KapS! Tou ATav yio
aoBeveig rou EhaBav xnpeioBepaneia pe Bacn v uvﬂpawu,\lvn (BA. mopaypapo 4 8). O1 aaBeveig ol
omoiol €xouv AdBel mponyoupevn Bepareia pe avBpakukAivig i Exouv utrofAnBel ot Tponyoupevn
axnivoBepatieia amv TiEpioxr] Tou Swpaka evBExeTal va SiaTpExouy uynhdTepo KivBuve peiwong Tou
LVEF pdos peAetiv e evBophéBia TeptouloupapTin ge auvBuaopo He TPAcTOULOUPGHTTN Kal XNWED-
Beparreia. O1 acBeveic pe 10TopikG cofapfic kapSIakng vooou f GAMLY IITRIKWY KaTaoTATEWY, IGTOPIKG
Kolhitkiy SuopuBpiuy i TapdyovTeg KivBOvou yia v avamTuén koikiaxiy Sucpuduiiy efaipednkay
amé my (vio) emkoupiki Beparieia yia Tov MKM ot oo Soxipr FEDERICA pe Phesgo. To Phesgo
Bev Exer pehetnBel oe aoBeveig pe: Tpr LVEF < 55% (MKM) f| < 509% (MKM) mpiv amé ) Sepameiar
TponyoUpEvO ITTORIKG CUHPOPNTIKTG kapdiakng averdpreag (ZKA) karagtdaoeg mou Ba pmopovoay
va emBapivouv T Aenoupyia TG apiatepric Kothiag, aTiwe eival i pn eheyxdpevn utépracr), 1o Tpe-
ogaro éugpayua Tou puokapdiou, n cofapr kapdiaks appuBuia, n omola xpge Bepatieiag f n aBpol-
amkn TiponyoUpevn éxBeon oe avBpakukhiv ewg > 360 mg / m2 dofopouBikivg fj alng avtioToixng

EmmAéav, n meprouloupdumn ot ouvBuaopo Ue TpagToudpupdpTin Kal XnueioBepaneia Bev Exel pehe-
TnBel oe aoBeveic pe penvoeig ara LVEF <50% kard m Sidpkeia mponyoupevng emkoupikrc Bepaneiag
pe TpactoufoupduTn. ExmipfoTe To kAopa efwenong dpiotepric kakiag (LVEF) mpiv amé v Evapsn
Tou Phesgo kai ava Takrd ypovikd SBaompara kard 1m depm‘.lu mg B:pumu:u; (. ulu @opa kara m
Bidapkeia TG Bioaywyikng Bepameiag ka KaBe 12 efBop amv. P Kal OT0 HETO-

oranks g1adio) yia va SiaceaAioeTe 611 T LVEF Bpioketa eviog Twy puaiohoyikwy opiwy. Edv To LVEF
Exe1 penwBei oTwg utroBeikvieTal oy Tapdypago 4.2 kar Sev Exel BeAtiwei, ) £xe1 penwlel Tepioos-
TEPO OV ETTOpEVT £xTipnon, Ba Tpéme va sfetaleral iBiaitépwe n Sakorr Tou Phesgo, extog edv a
ogEAn yia kdBe aoBeviy aropika Bewptital on uTEETEpODV Twv KivBUvWY. O kapdiakeg kiviuvog Ba
TRETTE va AapPaveral UTIOWn TIPOCEKTIKG KA1 Va ITOPPOTIETGI EvavTl TS IaTPIKIS avaykng KABe aobe-
voUg aTopiKG TTRIv aTré T Xprion Tou Phesgo e pia avBpaxukhivn, Me Baan 1ig pappaxohoyikés Bpd-
OEIG TWY TTapaydvTwy Trou aToxevouy otov HER2 kai Twy avBpakukhivay, o kivBuvog kapBiakng 1og-
KOTNTaG avapévetar mBaviyg va Eival peyaAlTepog Katd v Tautdxpovn xprion Tou Phesgo kal
avBpakukAvioy amo o kara m Siaboyikn Toug xprion. H Biadoxikn xprion Tou Phesgo (o ouvduaopd
e ragavn) afiohoynBnke Perd 1o ahﬂ\ug me Eo{epnuﬂlkivn; Buo axnuatwy pe Baan Ty avBpakukhivn

peiva pE aufnpévo KivBuve Trveupovikiwy gupfdviwy, Emropévig, autoi o aoBeveig Sev TpE-
el va AapBavouv Phesgo. MNpéma va 8ideral mpogoyr] otnv Tiveupovinda, eilbika oe aoBeveig Tou
AapBavouy rautaypova tafaves. ExBoxa: AUTS TO QUPHAKEUTIKG TTPOIGY TTEpIEXE! AyoTepo amrd 1 mmol
vatpiou (23 mg) ava Boan, SnAadi eival ouciaoTikG «eAeUBepo vaTpious. 4.8 AVEMBUPNTEG EVEPYEI-
g mvoum rou n'pogaﬂ mé‘.\ztug O1mio cuyvég ADRs (230%) mou avapéplnkav oe aoBeveig Trou
Phesgo n evBoghéfia TrepTououpapnn o ouvBudops e TpacToulou-
HapTTn Ka xquuoﬁnpu—rﬁdu qm n ahwekia, n Sidppoia, n vautia, n avapia, n efaoBivian kai n ap-
Bpaiyia. Ta mo guyva gofapd avernBiunTa cuppavta (SAE) (= 1 %) Tou avagépBnkay ot aodeveig
mou uTroBARBnkav ot Bepamcia pe Phesgo r evBophé Bra meproudoupdpTn ot ouvduadpo Pe TpacTou-
foupdpTm frav n sumUpeT oubetepomevia, n kapdiakn avemdpkeia, n upekia, n oudeteportevia, n
OUBETEPQITEVIKT] Oy, © yslwutvog apiBpog oudetepopilwy kai n Tiveupovia, To Tipogik dogalsiag
Tou Phesgo fitav ouvoAKa QUVETTEG PE TO wwa'lo TrpogiA aopdAeiag e tvBopAERiag ncpmm:ouuu—
WM o€ ouvBuaoyG PE Tpucrluu@upumm ue pia mpooBem ADR g aviidpaong oTo enysio g &ve-
ong (14,8% évavn 0,4%). K yog avemeupnTwy av e popen mivaka: H aopdhea
g TEpTouloupapTng of ouvBUGoNG PE TPAaC §Tin ot 3344 aoBeveig pe
HER2-8e1iKo kapkivo Tou paoTou aTig Bacm:; éomu:g CLEOPATRA NEOSFHERE TRYPHAENA xm
APHINITY. Hrav \u:vmu OuVETTAG PETall Twy PEAETUY, av Kal n URVETIIG EHPGVIONG Ka Ol THO OuXVEg
avemBipnTeS evEpyeieg pappdkwy (ADRs) Troikihav mtu.hnvc ME TO £GV 1) TIEpTOU{OURGNTIT) OE OUVOUL
GOHO pe TNV TpAcTOL{OUNGHTIN XOpNYNBNKaY pe | XWPIC BUYXOpNYOUEVOUS
TapdayovTes. To npmpaA acpdheiag Tou Phesgo éxel afiohoynBei o 248 uaacva; pe HER2- Etmm rrpm
Ipo Kapkivo Tou paaTed ot Baoikn Sokip FEDERICA. O Mivakag 2 mopoumiader 1ig ADRs trou éxouv
avagepBei oxETKd pe T xpRan mg evBoghiBiag meprouloupdpTng ot ouvbuaoud Pt TpacTouloupd-
WM Kat XnueoBepansia oTig TapakdTw Bagikes khvikés Bokipgg (n = 3344) kai u:n‘: mv Kukhopopia
Toug. EmmpéaBera, pia ADR aidikn yia Tnv odd xupﬂvnun; Tou Phesgo n omoia £xei avagepBei atn
perérn FEDERICA mmﬁnpﬁévnm aTov Trivaka 2.
« CLEOPATRA, omnv oTroia n TrepTouloupduTm xoplwn&nxt ot ouvBuaoud PE TpaaTouloupduTn Kal
Booetakihn o aoBEvEiG PE PHETAOTATIKG KapKivo Tou pacTou (n = 453)
» NEOSPHERE (n = 309) ka1 TRYPHAENA (n = 218), omig omoleg ny rrcpmu.’,ouuﬂpnn XopnyABnke we
:lcuvcuwm o o (o] HO HE TPAT AT Kl XM ot aoBeveig pe TomKd
TIPOXWPNEEVO, PAEYHOVILEN f rrpulpn xapkivo Tou pagTod
 APHINITY, oTnv omoia n meproufoupdyTn yopnyRBnke we emkoupikn Bepamela oe ouvBuaopd [e
TpacToufoupdpTn Kal xnpEicBepaTeia Baoiopévn fj pn ot avBpakukAiviy, r omola epieAapPave Taga-
VN Ot QoBEVEIC WE TIPLWIKO KapKivo Tou paoTol (n = 2364)
« FEDERICA, omnv omoia 1o Phesgo (n=248) n TN Kal TRaoTououpdpTn
(n=252), SaBnkav ot ouvBuaopd pe xnueioBepancia u: ucﬂ:w; HE Trplul].lo KapKivo Tou pagtol

Emeidi n mepToudoupGHTIT XPNMHOTTOETOI OE O HO pE TPacTOUoU CHTIT) Kt YT

eivan Buokoho va empeBawdei n aimohoyikn oxéon pag 1c £ Eva Tuy

pévo gappakeuTikd Tpoidy. OI ADRs mapatiBevial Tapaxdiw oUppuwva e mv Kmnvoplm‘opvawku
guompa (system organ class, SOC) rou MedDRA ka1 1§ kamyopieg ouxvotntag: MoAd gugvég (=
1/10) - Zuyvég (= 1/100 éwg <1/10) - Oxi ouyvég (= 1/ 1.000 &wg <1/100) - Zmavieg (= 1/ 10.000 £wg
<1/1.000) - NoAv omavieg (<1 / 10.000) - Mn yvwortég (Sev pmopoiv va eknpnBoulv pe Baon Ta ia-
Béoipa Bebopitva). e kdbe katyopia ouxvenitwy kal kamnyopia/opyaviké ouatnua (SOC), of ADRs
TapouoiGovTal e oeipd pBivoucag u‘uﬂupcrrnlr.(g

Mivakag 2 EGvoyn Twv ADRs ot ¢ TTou d\nﬁm p ia pe TEpToud
JoupapTrn o Bagikég KAIVIKEG ﬂwux“. KaI PETA TNV KuKAogopia 1

TpagTOU-

o peAém FEDERICA, eviu xprion g evBopAERIag TIEPT! (oz ouvBuaoud ue Kamyopidiopyaviké Mokl guyvéc Euxvic | 0¥1 guyvic ‘ Emdvieg
rpcu'rou(oupuunn Kai pia Tagavn) uﬂoﬁuvﬁenu HETd To OKEADS TNG ivng A TG gloTnua
VNG oAV oxnpaTwY Baoiopéviuv oE avBpakukAivn omig peAETEC APHINITY kar BERENICE. Ta Sebo- AopwEes kai mapa- | Prvogapuyyimd: Nap: i
Héva agpaieiag Tou cival BiaBEcipa yia TV TauTdXpOV Xprion TG Euﬁow,\tﬁlug TEpTOUlOUPGETIAG TE MWL Aolpwén Tou avi-
ouvBuaguo Je Tpumou{ouquﬂn Kal pia avBpakrukAivn eival meplopiopéva. m peAém TRYPHAENA, TEPOU QVOTTVEUDTI-
n evBophifia Ty T Ot oL HO HE TPaaTOUL xopnyrenke XPOVA HE ETT- KoU ouaTipatog
pouBmhm wg PEpog Tou oxfiparog FEC (5-pBopiooupaxiin, empouBikiv, kukAogwopapibn) (BA. ma- Awatapayég Tou EpTUpeTn OUBETEPOTIE-
paypapous 4.8 ka1 5.1), Move aoBevelg ou Bev eigav AdPel Tponyoupévwg xnpeioBepantia EAafav aipoToInTIKoy ke Tou | via®, OuBerepoevia
Bepameia ka1 EhaBav xaunAég aBpoioTikeg Booeig empoupikivag (Ewg 300 mg/m2). It autr T PEAETN, Aeukomevia, Avaipia
n kapdiax aogakeia frav Tapdpoia PE Ekevn Trou TapatnprBinke o aoBeveig oToug oToioug Xopr- AviSpaon oty Yrepeuaiotin- AvaguhaxTik | ZovBpogo
yrenke To iBio oxripa aAhd pe Biaboyikn xoprynon Mg mp‘zouﬁcu:uc’rmmt; (peTd TR Xnpe ia pe Eyxuon™, * aia® paon’, * AEUBE
FEC). AvniSpdosic mou ayerifovral pe v ovral pe rv Eyxuan Ympeuclmﬂnau | KUTOKIVGV®
(IRRs): To Phesgo éxe ouoxenarei pe aviidpdoeig cxmbﬁutvu; u: mv zvrcln (PA. mapdypago 4.8). O1 aro gappaxe®, *
avTiBPACEI TTIOU GXETIZOVTal HE TNV EVECT) OPITTT) wg oT Il paaT PE Ou- Aiaapayéc Tou TMERNEYn O | TovEpoLo
TG paTa o'rrmq nup:w; prvn, s:w.\a,\vla meaviag Adyuw ms.lcuezpwcng KUTOKIVIUY, TTOU EpQavi- umﬁm‘gﬁoﬂ xat e HEvn Gpetn Auomp?ﬁ‘\:muf
oBnkav evidg 24 wpwv ama 1 xoprynan Tou Phesgo. Xuviotdtor otevr) mapakahotBnon Tou aole- Bpéyng
voug katd T Sidpkea kal yia 30 Aetrra petd amé ) xopiiynon g 8oong epodou kal katd T Sidprea @Jxmpmé; Biara- AlTvia
kai yia 15 AeTrrd peta amé T xoprynon e Soong ouvipnong Tou Phesgo. Edv anuewBei onpaviikg payéc
aviibpaon Tiou oxeTi(ETal e TV Eveon, névean Ba mpémel va emPBpabuvBei f va Siakomel kai va xopr- z
ynBouv katahhnheg 1arpike Beparreies. O aobeveic Ba mpeme va afiohoyouvial kar va TiapakohouBou: ‘iumx‘q AWV n;Pﬂl@:lel‘l aupomi-
WTQI TIPOTEKTIKG PEXPI TNV TTARPN aTOSPOPR TWY ONPEIWY KaI TWY OUPTITWEdTWY. @a TpéTre va efeta- M L\ucr;fwc;fu ﬂGQWEPIKI'I
oTei 10 £vBEXOpEVD épnm'rmi( Eluuum‘]; oToug acBeveig pe cofapéc avidpaoeis oXET{OEVES HE TNV aioBATIKA vEupOTIGBET
Evean. H x}nmxn auTt| exTipnan Ba Tpémer va Bagifeta o BaplTiTa ME TRONYOUHEVTG avTiopaans Zahn, Napaiosnaia
Kai 0TV aVTaTOKpIan o1 Xopnyoupevn Beparteia yia my avemBupnTn evépyeia (BA. mapaypago 4.2), OpBahuinéc Biata- Ampiappm‘ﬁ-aﬁ_ﬁny:vn
Mapdio ou Sev Exouv TapampnBel Bavatngopes exBdoeig of cm:uu; TTPOKUTITOUV o umépumi; axEC
oxen{ppeves pe TV éveon pe 1o Phesgo, Ba mpére va Sideral Tpogoyr, kaBuxg Buvrnmpépz; uvnEpu— P i E AUOALITOUpYIG Opi- | EU) KA
OEIG OXETIGBHEVES HE TV EYXUGN EXOUY CUTETIOTE] HE TV evBopAERia Tiep JPGYTIN Gt OUVE iaric mnbc"p‘- Kuggw
pe evBoghifia TpaoToufoupauT xm xape pareia, Av Ep / IAvnwlMﬂ{l:r' veTapkea™
O1 aoBeveig Ba TpETTE! va Tiap OTEVd IO BpdoEig ¢. ZoPapég avri- P
Bpaoeig uTep AapBavopevwy g Kal m.,.,. HE Bavatngopeg Ayyeiakeg Biatapaxes | Efayn
expaoeig; &youv mpampneel ua TY TIEPTOUCOUHAETIT O TUVBUaORO pE 1pamnu§nu|.|dum1 Kl XTpei- TBrvac
oBeparieia (BA. Tapaypapo 4.8). H Thzioyngia 1wy avaguAGKTIKWY avTiBpdoEwy Juvepn eviog Twy ?Mm'_::ﬁ m:u- ggmﬁ:ﬂ ratn ﬁm&w
Tpwrwy 6-8 KUKAwy Bepameiug, GTav n TMEPTOUOUPGHTIN Kal N TpacTouloupduTIn Xopnynenkay oc Tog, Tou BWPAKa Kal Ytraﬁum'mﬁ
auvBuacpo pe xnpeioBepaneia Oa Tpéme va BiatiBevian yia apEoT Xprion PAPHAKEUTIKG TTROIGVTA Yia mu'uwo&updxnou ouhkoyr}
TV GVTIMETEITTION QUTDY TwV avTIBPAoEWY, KaBUIS Kal cE0TAIONOS QVTIHETWTNIONG £TTElyouoag KaTaoTa-
ong. To Phesgo Mpémer va SlaxGTITETa) OpioTIRG O TIERITTTWOT avTiBpdoEwy uTrepeuaioBnalag {avagu- x — % Eperog
Aatia) 4ou Bagpol katd NCI-CTCAE, BpoyxdoTraapou i ouvBpopou ofeiag avamveuamikig SuayEpe- VOOTPEVTEPIKOU Sroparinda, Nﬂ'l.l‘l.lﬂ
ag (BA. mapdypago 4.2). To Phesgo avievBeikvutal oe aoBeveic pe yvworh unepeumaBnaia otnv 7 lﬂTT;T\I s
TEPToUfoUNGNTIT, TNV TPAcToUloupauTT 1 Ot oTroieBhTIoTe aTié Ta EkBoxd Tou (BA. Tapdypago 4.3) Auomewia,
Epmupern ouSerspomevia: O aoBeveic umd Bepatreia pe Phesgo oe ouvBuaopd pe Tafdvn Siatpé- Koaka ﬁ'o\vog
xouv auEnpévo kiviuvo epmmipeTng oubetepoTeviag. O aoBeveic uTd Bepamela pe evBopAEBia TEpTOU-
% 4 : oy 5 Aiarapayég Tou Ahwnekia, E£avBnua
GoupapTm oe guvBuaopG PE TPATTOULOUNANTIT Kal BooeTatehn SIaTpéxou augnpEve KivBuvo elpavi- Béppatog xai Tou Avrapayéc Twv
ang epmipeTg oubETEpOTIEVIAG OUYKPMTIKG pE Toug coBeveis UTTG BEpaTiEia WE EIKOVIKG PAPHAKO, UTTOBapIU 170U ovoxv, KYnapoe
TpaaToulpupapnn kai Sooetagéhn, aidikd katd Tn SIApKEIa Twy TpWTwWY 3 KUkAWY TG Beparreiag (BA. Znoodepuia
Trapdypago 4.8). Zi peAétn CLEOPATRA, OTov PETAOTATIKG Kapkivo Tou paoTod, o KaTwrateg apif- p— %M o
pog ouBeTepbpibwy fTav TapoPoIog oToUG oBEVEIS UTTS BepaTreia e TEPTOUCOUPGHTIA Kal Toug aoBe- ¥ ?:m‘ ;mu Advo Vm‘a A v
VEig UG Bepaneia pe eIkovIKG @appaka. H uynAoTepn ouxvaTnTa EH@AVIONS TS ENTIUPETNG oUBETEPO- guo‘r R ¥og i
meviog oroug oaBeveic uno Bepatrein pe MEpTOUfOUPAUTIT OXETIOTNKE PE UWPnAGTEPN OUXvaTITG ﬁmjmoggmnu
epgaviong Bhevvoyovinbag kai Sidppoiag oToug cuvksxanuévouc aoieveic. Ba mpima va eferagTeito et o Ty Brer N
EVBEXOHEVO XOPAYTONG CUNTTT am frida kan T Bidppoia. Aev ava evikEg BiarapayEs Kai| @heypoviy BAevvo- YN, Ayog
KOHEVD XOpIYanG oul ki s Tcen e KATaOTAoEIS TNG 000U |yovou, MNEpIpepIKE Oidnua
Brke kaviva gupPav EFTUPETNG uuﬁn:pmr:vlu; HETG r.mn 'm Siakonn g Sooctalehng. Aidppoia: To oftin u Nupetia
Phesgo pmopei va mpokakéaz: ooapd| Bidppoia. H Sidppoin eivar ouyvetepn xard ) Biapkeia taurs- | XOPIONS Ha, Epsgosii
Xpovne Xopiynanc e Separieia e Tagdyn, Of nAKIEVe! CoBevEic (2 B5 ETV) EXOUV UYNAGTERO Kiv- KL, Elarptvn
Buvo BIGPPOIOG OF TUYKPION HE VEGTEPOUS aoBEVEIC (<65 eriv). H SIdppoia TIpETIEl va avnpeTwmoge EV;:VPU‘JG_‘::‘W'WE'D

oUppwva pe Nig ouviiBeig TTpakTikég kai odnyieg. Mpéne va efetaaTei n Tpuipn mapépfaon pe Aomepa-
pidn, Uypa KaI ATIOKATGOTAON NAEKTPOAUTLY, IBIGITERT TE NAKIWPEVOUG QoBEVEIS KaI OE TTEPTTWOT
oofaprig i mapatetapévng Sappoiag. Mpéne va efetaobei n Siaxorn mg Bepaneiag pe Phesgo eav
Bev emreuxBei BeAtiwon g karaoTaong Tou aoBevods. Orav n Sidppoia Te8E uTd EALYXD, N aywyr] B

A O Mivakag 2 apoudidlel 1a guyKEvTpwTKG BeBopéva arré 11 cuvohikr epioBo Beparreiag a1 pehé-
T CLEOPATRA (karahnkTikn npepopnvia Sedopévwy 11 @eBpouapiou 2014° o Sidpegog apiBpog k-
Kkhwy TG TeproudoupdpTMS ftav 24)° ko amé Ty TepioBo eioaywyikig Bepamicias atn NEOSPHERE



{0 Sidpeoog apiBpdg KikAwy g TeproufoupdpTing ftav 4, ot oMa Ta okéAn Bepameiag) ko oy
TRYPHAENA (o Siapecog apiBpog kikhwy g eptouloupaptmg nrav 3 — B ot dAa 1a okéAn Bsparei-
ag)’ kaBug ka amd my MepioSo Bepameiag otnv APHINITY (o Sidpegog apiBpos KUkMwyY TNG TTEPTOU-
Zoupapmmng firav 18). EmmAéov, o Mivarag 2 rapoudialer pia ADR eiBikr yia v 084 xoprynang Tou
Phesgo mou £xel avagepdei atn peAémn FEDERICA (o Sidpecog apiBuog kUxkAwy Tou Phesgo rfitav 7).
* NepihapPavovial ADRs yia g oTroieg £xel avapepbei Bavarneopog éxfaor.

** Ma ™ ouvoriks mpfoﬁo Bepaneiag ong 4 peAéreg (CLEOPATRA, NEOSPHERE, TRYPHAENA,
APHINITY), H uuxvumn: eppaviang g Buohemoupyiag uplmpqg koikiag ka1 Mg wpwpqﬂxq;

neépa, ol Mo guyveg avndpaoeig TToU oXETI(OVTal PE TV :\rxu.:m (21.0%) omy opdda umd Bepameia pe
napmu{nuuup‘nn fiTav kéTTwon, utrepevaioBnoia ot :pupumm aumfaumn umepeuaioBngia, puakyia
Kkai épetog (BA. Tapdypago 4.4.) Ing YEAETES EiTaywWY nr foupd-
) yopnynlnxe v iSia npEpa pe T ahheg Beparieieg Tm; uﬂvﬂnc ExenZojicves e My Eyxuon avi-
Spdoeig mapouciace 1o 18,6% - 25,0% Twv aoBevY KaTd TV TTRWIN NUEPa XopHAYNang Tg TEPTOU-
foupayTng (oe ouvBuaops pe 1pacToulpupapTn ko XnueioBeparrsia). O 1UTog Kal ) coPapbTnTa Twy
OUPBAVTWY fiTay CUVETT PE QuTd TIou TrapatnpdBnkay oty pehérn CLEOPATRA, ye v mhcioyngia
Twv avTIBpAoEwWY va Eival TMES ) PETPIES o coBapaTia
Aafi

KapBiakAg avETIGpKEIas aviavakAd Toug TTRoTIRWPEVOUS Gpoug katd MedDRA Tou avapép ang.
ETNPEPOUC HEAETEG

° H unepeuaaBnoia/avapuiax ik aviiSpaon Paoifera oe pia opdda 6puwv.

** H avridipaon omv éyyuan hapBave eva eupog Siagop! BpWY OF EVa XPOVIKG rrkuimu Tou

Phes;ﬂ oE ;wduuu'pd p:l ){q;zmas;a'nﬁyw
Tmv Paaikr Soxip] FEDERICA, n A T TWY CuPBavIwy umepeuaiobn-
oiag/avaguAagiog Trou oxerifovrav e moxsuptvq oto HER2 Beparreia frav 1,6% otoug aodeveig

opifovial we oTroIabTTOTE CUCTNHATIKG CUPBGVTE TIoU avagEpBnKav g L Jig

xfj avtidpaon, oftia uvrlﬁpuuq omy £yyuor i ouvbpopo crrn:heuet‘.pwong KUTOKIVIOV TIOU tymw(ovrm
kard T SIGPKEI TG EYXUONG 1] EVIOG 24 wpllv ammo v Eyxuan.

“** Napatnpriénke pdvo pe 1o Phesgo

1 ADRs Tou éxouv avagepBei petd Ty kukAogopia atny ayopa

Neprypapn smAsypévwy avemOuunTWY avrispacewy

AugAcitoupyia apioTepiis Kothfag

Phesgo ot ouvBuaoue s xnueodepanzia

Emv Bagikn Soxipr FEDERICA, n ouxvémTa spgavions gupmm n G (Ka-
Tnyopiag Il f IV kard NYHA) pe peiwon Tou LVEF Touhdyiotov kard 10% amd v Tipn Evapng me
HeAéIng Kkan o€ A < 50% firav 1,2% Twv agBeviov Tou urioPAiBnkav o Bcpaicia pe Phesgo evavii
0,8% Twv uy TIou uTroBAR BN gE ia pe evBopAtfia xopiynon mmau(oupauﬂng Kal
Tpuu'mu(cuucu-!m’l( A6 Toug aoBEVEIS TTOU EUPAVIOY CUHTITWHATIKT KAapBIOKT) QVETTAPKEID, Kavi-
vag amo Toug agBeveis TTou eixav utrofAnGei ot Bspu'rrdu ME Phesgo Bev it avakapys! kamd TNy
Katahnkmikn nuepopnvia cukhoyrg Twy Sedopivy kar Evag aoBievii amooUpBnKe amd 1 Bepancia
He Phesgo Adyw evog oUuPBaviog oupTTwyaTkng kapSiakng avemdapkeiag. ATUPTIT £

Tou UTIoBAS ae pe Phesgo évavn 1,2% otoug aoBeveig Trou uTroPAfBnkay ot Bepa-
Teia pe evBo@hépia epToudoupGHTIT KA1 TPaCTOUOUNGHTIT, EK TwY oTrolwY Kavéva Bev fitav Jou- 4ou
Babjiod kara NCI- CTCAE (éxSoon 4.0) (BA. apdaypage 4.4). Evag aoBevig eppavioe Eva oupPav
umepevaoBnaiag/avapuiagiag xard T SiGpKeia f apETwW PETa TN Xoprynon Tou Phesgo’ atov TpwTo
KdkAo To atroio odfiynoe oe a‘rruuupan ané mn Stpcm:iu (BA. TTapdypago 4.2 kai 4.4)

EvBopA£Bia mep]  Kai X

Imv Baoixf Soxipr CLEOPATRA ato ynumu'n:ﬂ mpxivu Tou puu‘mu nauvo)um QUXVETNTA TWV ava-
PepBEvIWY aTd Tov EpeuviTn oupBdvTwY uTEpeuaioBnaiag/avapuiatiag kard Tn SidpKeia GASKANPNG
g TEpaBou Bepaneiag rirav 9,3% oy opdBa uTo Bepameia pe exovikd gdppaxe kai 11,3% omv
opada uTid Bepameia Pe TEPTOUZOUUAWTIN, EK TOU oTTolou To 2,5% kai To 2,0 % rjtav 3ou-dou BaBuold
kar@ NCI-CTCAE, avrigroixa. Zuvohikd, 2 acBeveic oTny opdBa uTré Beparmeia ps IKOVIKG QApUaKo xal
4 aoBeveic oty opdda uTd BepaTeia PE TEPTOUCOUNGTIT EYQAVIoTY CUNBAvTa, TO OTToIa TTERIYPAQN-
Kay ammé Tov epeuvnT we avapuiaia (BA, Tapdypapo 4. 4),

{uvo.\lxd n mheioyngia Twy avnBpdaEwy urt:pzumuﬂncrlu; rm:w AMEG N PETPIEG OF ToPapdTnTa KAl

oupTwparikég peiwosg (kamyopiag || kara NYHA) tou LVEF kata touhagiorov 10% amé myv nipr
Evapgng TNg PEAETNG Ko O TN <50% (emPBefanwpévn Seutepn pérpnan tou LVEF) avagépBnrav ato
0.8% Twv acBeviuv Trou uTroBAnBnkay ot Beparteia pe Phesgo ki o1o 4% Twv aoBeviov TTou uTroBAr-
Bnkav o£ Bepateia pe evBopAifia TIEPTOUOUPANTIT KOl TPUCTOULOUHGHTIT, CTTd TOUG oTToloug Evag
and 1cm; aoBeveig ik r.i;(mi uTiofiAnOei o Sepaieia pe Phesgo eiye avakapyer kard Ty KaTaAnKTKa

via GUAA T xai BUo aoBevelg eixav amooupBei and T Beparreia pe Phesgo
(B,\ nupﬁypuq:n 42, m:l 4 4;

Kai y

P Kara m Bdoz wy Tou Eyivav atny Beparieia g pehimg, ot
n Ama avTiby ¢ EKTINREN) / we Seuepedoudeg oTig eyxUgErg Gounaﬁzi\n;
Ing us.l\.evs; Yy .,xm ETIKOUpP. 1a ouppavra Elag firav

QUVETTT| HE QuTG Tiou TrapaTnprBnkay cm] peAém CLEOPATRA. I umm NEDSPHERE 8o aoBe-
veig omv apada g TepToufoupdpnng kai oy opdda Trou Ehape Beparrcia pe SooeraléAn eppaviaay
avaguiaia. Tooo atn peairn TRYPHAENA éoo ko atnv APHINITY, n guvolikr cuyvémnTa umepeval-
ofnoiag/avaguiatiag frav uynAdTepn oy opada Tou EhaBe Bepameia pe mepTouloupapnn kar TCH
(13,2% xan 7,6%, aviigroixa), ek Tou omnolou To 2,6% kai To 1,3%, aviigToixa, a@opolce auppavia
3ou-4ou BaBuou kata NCI-CTCAE

o HETP
Zmv Booikn Sokipn CLEOPATRA n ﬂuxuumru EPRAVIONS TNG ﬁuo.\moupvlug mg uplmspn; kothiag
(LVD) katd T Bidpkeia Mg pehemg frav upnhérepn oy opada Tou Eape Bcpareia Pe £ikovikd gdp-
Hoko ge axEon We v opada Trou EhaBe Bepameia pe meprouloupapmm (8,6% kal 8,6%, avrioToixa).
H ouxvémra eppaviong g ouptmwpanikic LVD frav eTriong pikpotepn oty opada Tou haPe Be-
pareia pe meproufoupapTm (1,8% oty opdda Tou eAafe Beparieia e ekovikG pdppako évavn 1,5%
oTnv opdba rou éAaBe Bepatreia pe epTouloupapTm) (BA. Mapdypago 4.4).
2T pehéTn eioaywyikig Bepameiag NEOSPHERE, atnv omola of acBevelg éhafav 1éogepig kikhoug
TrepTouloupapTING WE Eloaywyikr Beparieia, n ouxvornTa epgavions mg LVD (kata tn Siapkaa g ou-
vohiknig repioBiou Beparreiag) Arav uynAaTepn oty opaba o EAape Beparreia pe wepTououpapTm,
TpaoTouloupduTn kai Sooetalihn (7.5%) guykpimikd pe Tnv opdda Trou £hafe Bepareia Pe TpagTou-
Joupdapmn kar BogeTageAn (1,9%). YrifpEe éva TepIoTaTIKG gupTTwyaTkAg LVD otnv opdba Tou éhape
Bepameia pe meproudoupdpTTn Kai TpagToufoupduTn.
£ pehrétn noaywyikig Bepatieiag TRYPHAENA, n ouxvornta epgaviong g LVD (kard mn Siapkeia
NG ouvolikig TepiGSou Bepareiag) ftav 8,3% oTny opdda Tou EAaBe Bepatreia pe TMEpTOUOUGHTIT
ouv TpactoufoupapTn kai FEC (5-pBopooupaxiin, empoupmikiv, kukhopuagapidn) akoAouBolpevn
amné meproufoupdyTn ouv TpacToudoupdunn kal SooeraZéin, 9,3% oty opdba Tou EAafe Bepamizia
e TepToudoupapTIn ouv TpacTouloupduT kal Sooetagéhn perd ane FEC, kar 8,6% oy opdda mou
€hape Beparreia pe wtpmu{ouuuurrn ot cuvﬁuuupo HE TCH (Wcm(ﬁn xapBo'nmrwn K@i TpacTou-
Zoupapmn). H ouyvotnta epeg: QUTTT g LVD (oupg | avemdpreid) fTay
1,3% otnv opdBa Tou £hape Emmlu HE ncmau{uuuupﬂn ouv wdu'muzouudum kai SogeTaféin
pera amé FEC (autd amokheier évav aoBevr, o omaiog epgavios cuptwpankd LVD kara ) Sapkeia
6 Bepamelag pe FEC mpiv amé m Mjpn GUTING TUY TP AT Kai EEAN)
kan emiong 1,3% oy opada nou £hafe Bepansia pe meprouloupdumn ot ouvBuaapd pe TCH. Kavé-
vag aoBeviic atny opdda mou ehafe Bepameia pe TepToufoupdunn ouv TpagToudoupduTn ko FEC
akoAouBoupev and meptouloupapTin ouv TpactouloupapTm kal Sooetalin Bev EPAVIOE OUPTITW-
ok LVD.
Zm mepioBo swaywykAc Beparreiog g pehsrng BERENICE, n ouyvémmia epgdviong aupTiiwpar-
kg LVD mg kamyopiag Il / IV kard NYHA oUpguva pe To NCI-
CYCAE, éxboon 4) firav 1,5% omnv opGlia ou thaBe Btpu—nsm e dose dense BotopauBikivn kal KUKA-
popuagapitn (AC) akoh HEVT) AT TTERTO IGUTIT) UV TPAgTOUGOURGHTT Kot TTaxAITaEEAn kar
xavévag ame Toug aoBeveig (0%) Bev eppdvios oupTTwpanks LVD oy opdda mou éhafe Bepaneia
pe FEC, axchouBolpevo amnd mieprouloupaum ot ouvBuaopd pe TpadtoudoupapTm kar SocetagtAn.
H ouxvétnTa epgdavions acupmrwpanikig LVD (peiwon Tou kAdopatog efwnang oup@uwva pe o NCI-
CTCAE éxboan 4) fitav 7% otnv opdda mou éAafe Bepareia pe dose dense AC, akohouBoUpevn amé
TEeproulpupapTn ouv TpactoulpupdpTm ka rakkitagehn kal 3.5% oty opdSa mou Eafe Bepatreia pe
FEC, axohouBloupevo amé meprouloupdun ouv tpagtouloupaptm kal Sogeragéin,
I peiém APHINITY, n ouxvotnra epgdviong oupTTwpaTkis kapdiakhg avemapkeiog (katnyopiag
I A IV kata NYHA) pe peiwon Tou LVEF Touhaxiotov 10% atrd tnv Tin évapéng Tng peAéng kai o
TpR <50% rray <1% (0,6% twv aoBeviuy aToug otoioug xopnyrénke Bepameia pe meprouloupdyTm
Evavn 0.3% 1wy aoBevioy oToug omeious XopnynBnke exovikd @appake). AT Toug acBeveis Trou
TIapouCiaoay gupTITwyaTikn kapdiakr aveTrdpkeid, oTo 48,7% Twy agBeviv gToUg oTIoioUS XopnyT-
9r|u Bepatreia pe mepTouloupdpTn kal oo 57,1% 1wy aoBeviiv GToUS OTTOIOUG XOPYTBNKE EOVIKG

Phesgo o¢ ouvBuaopd e xnueodepantia

Zm Baoiki Boxipf) FEDERICA, epmiipetn ouBerepomevia TrapamnpiBnke oo 8,5% Twv aoBeviy oy
utroBAnBnkav gt Beparreia pe Phesgo kal oto 5.6% Twv aoBeviov Tou utroBARBnxkav oc Bepameia pe
evBoghéBia Treproudoupapn kal TpacToufoupapTn. Omwg kai oTig Baoikég Bokipeg evbophefiag wep-
TouloUPGTING Kal TPaTTOLZOUHGHTING, TTAPATHAABNKE LWPNAGTERN CUXYETNTA ERPAEVIONS EUTIUPEMG
ouberepomeviag petalu Twy AgaTwy aoBeviuy TTou EAafav evbopAéPia Beparreia pe TrepTouloupdpTIn
Kai TpacToufoupdpTn (13,0%), opoiwg, N OUXVOTITA ELQAVIONS EUTIUPETNG ouBETEpOTIEVIaG fTav Uyn-
Aorepn oToUG AmdTeg aoBeveig rruu £Aapav urobopia Beparreia pe Phesgo (13.7%)

EvSopAipia mep! HE 0 Kai X
Zmy Baoikr Sokipr CLEOPATRA n wAzlowqq;Ic: TWV GoBEVIV Kal OTIG bun ouclﬁu; Beparreiog epgdvi-
o Touhdy Eva gupBdv (63,0% 1wy v oy opdda uTd Bepateia e MeEpTou-

Joupdprn kar 58,3% nwv aoBeviov oTnv opdda umd BepaTeia PE EIKOVIKG GAPHOKD), EK TWV OTOIWY N
Theioyngia frav gupBavia cudetepoteviag (BA. mapaypago 4.4). MapampnBnke epmopemm oubeTepo-
Tevia ato 13,7% Twv acBeviyv uto Bepareia pe TepTououpaETIN Kal oo 7,6% Twy aoBevioy umm Be-
parcia pe akovikd pappaxo. Kai amig 500 opdbeg B:pu‘rr:{uq. 70 TTOCOOTO TwY AoBEVUIV TTOU EPPAVIcE
EQTTOPETN ouBeTepomevia n'ruv o uwnp\u'repo aTov TTPUJTO KUKAD TNG Gspmuzg Kai utmﬁnk: oradiakd
aTn ouvExeia. AUENPEVT OUXVOTTTa EPp 16 EPTTUPETAG 1PABnKe peTali Aci-
aniv aoBEviv Kal amig SUo opdBeg BepaTTeiag CUYKPITIKG pE Toug auB:v:i:; ﬂrre GAAEG lpuizq Kal GAAEG
Yewypagikeg Tepiogés. Metagl Twy Aaiamiov aoBeviav, 1 ouXvOTHTa EPAVIONG TNG EPTTUPETTS OUBETE-
poTreviag frav uynAoTepn oty opdda utd Beparreia pe MEpToUloupapTTT (25,8%) CUYKPITIKG PE TV
opada ud Geparreia pe ewovikd gapparxo (11,3%). Zm peiém NEOSPHERE, 1o 8,4% Twy aoBevioy
Tou thaBe eioaywykn Bepcm:lu pe Trcpruu{oupﬂpﬂn, TpactouloupauTn kal BogetalEAn eugdvioe
5% Twv oy EAaBe pE TpagTou

un’n xm&cumi:l\n pag} usM'rn TRYFHAENA n EuTIGpETN QUdETEPOTTEVIa ONUEILBNKE aTo 17,1% vwv
agdeviv Tou hafav coaywyikn Bepareia pe meprouloupapmn + TCH kar 1o 9,3% Twy aoBeviy
Tou Eapav eioaywyikn Bepameia pe TEpToLfoUNGUTIT, TPpaCTOUlOUPAYTTN Kai 5 EEAN WETA TG
FEC. Zm pehérn TRYPHAENA, n emimmwon mg epmiperng oudetepotreving fiav uynhoTepn o1oug
agBevels Tou éhapav £ kUkhoug TepTOUfOUPGHTING OUYKPITIKG [e Toug acBeveig TTou éhafav Tpeig
KkUkAoug mepToufoupdpTng, aveddptnTo and m opnyneioa xnueoSeparneia. Dmwg kar o pekém
CLECPATRA, pia uynAaTepn guyvetnta eppdvions ouBETEpOTEViaG Kan ERTTURETNG ouBeTEpOTTEViag
TapaInpABnke petatl Aoiariv aoBEVIUY OUYKPITIKG PE GAAOUG OUBEVEIS OE QPQOTERES TIC PEAETES &1
oaywyirng Beparreiag. Im pchérn NEOSPHERE 1o 8,3% tuwy Acwamiv aoBeviov mou tAaBe cioayiwyiki
Bepareia pe TeproufoupauTm, TpacToudoupapTin kal Sooetagehn zywdwut :urruprm oubetepomevia
UYKPITIKG pe To 4,0% Twy AciaTiv agBevi Tou Ehape ¢ HE TpacTol T
Ka Booerafehr. Im pehém APHINITY, epmiipemn oubmpo‘!tst mpmmmos 10 12,1% Twv aoBeviv
gToug ofoioug XopnynBnke Bepaticia pe meprouloupaptm kan 1o 11,1% Twy coBeviy aroug oTroioug
XopnyniBnke sikovikd pappako. Omwg kal oTig peréTeg CLEOPATRA, TRYPHAENA kai NEOSPHERE,
TiapaTNEABNKE LWPNABTEPN CUXVATNTA EPQAvIaNG ENTIUPETNS ouBcTepameviag oToug AdidTes aoBeveig
oToug oToioug XopnynBnke Bepomeia pe MEPTOUlDUPANTIT OF OXEOT) HE TOUG QoBEVEIC GAAWY PUALY
g pehémg APHINITY (15,9% twv aoBevisy otoug omoioug xopnynnke meptouloupdpmn ka 9,9%
Twy aoBEVUY OTOUG OTTOIoUG XOPNYRBNKE EIKOVIKG GApHaKe).

TIapatnpiBnKe pyn (n omoia opifetal we 2 Biaboyikég perproeig Tou LVEF mavw ama
o 50%) Kara my kataknkkn npepopnvia uuuﬂvqg T Bcﬁuusvmv Ta vvr.pnmmr.pn ouppavia ava-
q:zpenmv Of uuBcw:ig Trou Adppavav hivry. Ay pepan! QOUPTITWHATIKEG i
Ama gupmmwpanikég (katnyopia |l kard NYHA) gzlmung Tou LVEF kara rouhdyiorov 10% tng npng
évaptng g pEAMEMC kal OF Tip <50% o070 2,7% Twy acBeviov aToug oToloug Xopnyrienke Sepamieia
e meproufoupapTn xa ato 2,8% Twy agBeviov OTOUG OTToIoUS XOPNYHBNKE EIKOVIKG QAPPAKD, EK TWV
omolwy 78,7% Twv aoBeviuv atoug omoloug xopnyiiBnke Bepameia pe Teproufoupdumn kai 80,6%
Twy aofevioy aToug oTToIoug XopNYHBNKE EIKOVIKO PAPHaKD EiXay QVOKAUWE! KOTa TNV KatankTiKeg
nuepopnulu uuMovnq T méopwmv

< pe v éveanyéyyuon

Pﬂesgo oe Uwﬁuaopo p'( XnueioBepareia
v Baown ﬁaxipq FEDERICA, pia avrispoon oxendopevn pe My éveon/éyxuor) opifeta wg oroia-
Brymote | avTiBpaon mau EvTOG 24 wplsv amd T xoprynon Tou Phesgo fy g
evBophifiag TTeprouloupduTng o8 auvﬁmwub pe TpagrouloupapTm (BA. mpdvpuupc 42 xm 4.4).

Phesgo oz guvBuaouo pe xnpeiodepameia

Im Poowr Soxipg FEDERICA, Sdppoia unpuuﬁnus a1 61 T% WY uuﬂzvu.lv umé Beparneia pe
Phesgo kai o1o 59,1% Twv agBeviov umd JOUNGHTIN Kai TpagTou-
Goupdpmn, AvagépBnke Sidppoia = 3ou BaBjod oto 7 3% Twy aoBEviY Tou okéhoug Tou Phesgo
Evavm 5,2% oTo OkrEADG NG rvﬁatp.\rﬁlu; TrepToufoupdpTInG Kan TpagToufoupduTmg. H TrAsioyngia
Twy avagepBiviwy oupBdviwy fray 1ou f| 2ou BaBpol wg Tpog v Bapunrd Toug. H uynhdtepn
ouyvoTnTa cpgdviang Sidppolag (Ghwy Twy BaBudv) avagepBnKe katd Tn SIGpKela TG OTOXEUWEVNG
Bepareiag kal ynpeoBepareiag pe 1agavn (57,7% twv aoBeviv rou oxéhoug Trou EAaPe Bepareia pe
Phesgo évavm 53,6% Twv agBevibv Tou okéhoug Tiou EhaPe Bepameia pe evBoghéBia TiepTouloupGuTIn
Kal 1pacToulpupdpTn) (|3A nupdypnwn 4.4)

EvSopAipia mep T ys TpaC d, Kai ia: £tn pa-
ok Boxipn CLEOPATRA 010 pr:mmmm Kapkivo Tou paarou, Biappoia onpewenke oo 68,4% Twy
aoBeviv uTd Bepamieia pe TepTououpdpTIT) Kol aTo 48,7% Twv agBeviov uTd Bepatieia pe EXovIKG
wupum&o (BA. mapaypago 4.4), Ta mepioodTepa ouppavia Aray Ama &wg péTpia ot BaplnTa Kai

Ixenfopeves e v éveon oto 0,8% 1wy EhaBav

HE Phesgo kan oxendopeves pe Ty Eyxuon avnidpaoeg avapépBnkay oto 10,7% Twy aoBevav Trou
£haBav Bepatreia pe evBoghéBia TreproudoupapTm kar TpagroufoupdpTn. O TEPIOOGTEPES GG TIg
ouompankég avnidpdoeig oxendopeves Pe Ty EveoniEyyuon Trou TrapatnpriBnkav pe 1o Phesgo [ my
evBoPALRIa TIEPTOUCOUPGHTIN Kol TpagTaUdoUpGHTIN fATav piyn, Tupefia f éperog. O avmidpdoeis oTo
onueio g éveong opiotnkav wg omroladoTe Tomkn avridpaon mou avagéplinke evidg 24 wpwv amd
n xepriynan tou Phesgo kai avagépdnkay oo 14,9% 1wy acBevwy Tou uofhnBnkav os Beparizia
pe Phesgo kai fitav 6Aa ouppavia 1ou fj 2ou PaBpol. O MEPIOTOTEPES OTTO TIG TOMIKEG AVNIOPACEI
oTo eneio g Eveang TapamenBnkay pe To Phesgo frav eite dhyog oTo onptio g éveong f epuBnua
070 onpeio Mg cv:u'n;

EvSogAifia ) O CUVBUAONG pE Kai

H oxen{opevn Pe m xopn\man avribpaan opltnrpcc amg Boam:; bomp:q mg crnolodt']m'r: oupPdv
avagéperan we unepeuaiobnaia, avaguakTiki aviidpaon, ofeia aviiBpaon oty éyxuon i oivBpopo
AMEAEUBEPWONG KUTOKIVIUY Trou EpgavifeTal kard Tn Sidpkeia Tng Eyxuong f v iSa npépa pe myv
£yxuon, Zm Baoikr Soxiprg CLEQPATRA, n apyxr) 860 g meprouloupdping xopnydinks mv nuépa
TIpIV amd TV Xopfiynon Tng TpagToudoupduTInG Kai TNG anmtcln; i va EmTpaTiel n eEETaon Twy
OXEN{OHEVLWY HE TNV m:pmu(oupupm] aviidpdoewy. Kata myv mpwn npépa mou xnpqw]ﬂnu Héve n
mpmu(oupupm n guvolixi m.rxvumm Twv avTIBPAoEWY TIou aXETIfovTal PE TNV ;vxuu'n fitav 8,8%
omv opdda und BeparTeia Pe EKoVIKG pappako kal 13,2% oy opada ung pE

Hohig oToug mpttoug Kokhoug Bepariciag. H ouxvémra epgaviong Siappoiag 3ou-dou
BafBpou kara NCI-CTCAE frav 9,3% oTtoug aaBeveig umd Beparmeia pe meproufoupaprm évav 5,1%
oToug agBeveig uTo Bepatieia P cikovikd @apparo. H Sidpcon Sidpkaa Tou pryakitepou encicodiou
frav 16 NUEpES oToUg OOBEVES lmo Btpo:rr:(u pE ﬂ:pmu(uuuuurm ka1 8 npépeg oToug aoBeveic uTd
P HE EIKOVIKG QappaKo. M Kav KoAd aTnv TpoknTmikn Sia-
Xelpian pe avnidiappoikoug ﬂupdyo'ﬂr; I Soxipr NEDSPHERE Bidppoia onpewdnke oo 45,8%
Twyv aoBeviw Tou EAape eicaywyikn Bepatieia pe meptouloupdpTn, TpacTeuloupduTin ki Socetagéhn
guykpmkd pe 1o 33,6% Twv aoBeviy Tou EAaPe Bepameia pe TpaoToudoUPATIT) KO ﬁaoaruE:An m
Boxipn TRYPHAENA, Sidppoia onpeiidnke ato 72,3% Twv v Trou EAape Wy
pe meproudoupdptm + TCH kai oto 61,4% Twv aoBeviv rou Ehafe cwuvwvlm Bepareia ut TiEpTou-
LoupapTm, vpumuu(pup:lpm] ko Booetaféhn peta and FEC. e appérepeg Tig PEAETES Ta TEPIGOO-
Tepa oupPdvra firav Ama éwg YETpia ot Paputnra. Zmn Sokipn APHINITY, avagipBnke uynAotepn
ouyvéia epgavians Sidppoiag oto akthog Twy aoBevibv atoug aToicug xopnyrienke Beparcia pe
TreproudoupdpTn (71,2%) ot oUYKPIOT) HE TO OKEAQS OTO OTTDI0 XOPMYTIBNKE EKoVIKG Pappaka (45,2%)
Avagipbnke Bidppoia = 3ou BaBpod ato 9.8% Twv agBeviov Tou okEAoUE TS TTEPTOULOUPGHTITIC EvavTl
3,7% gTo axéAog Tou EikovikoU @appdkou. Ta 'rrcploaovzpu mwzpﬂ:wc oupfdvta firav 1ou i 200
BaBpou we Tipog 1M PapumTa, H uwi],\orzpq auxmmm zpwwm]; Gmppmu; (Ghwv Twy BaBptiv)
CIVUWBT}K: Katd mv TEpiodo TG aToxEu + XN paTteiag pe Tagavn (61,4% Twv
8 T0U arEAoug MG nxpruu{uupupnq; Evavn 33 E% Twy aaBeviv TOU OKEAOUG TOU EIKOVIKOU

HapTn, pe Ty mhsiowneia Twy avnidpdaewy va evar fmeg A pérpieg. OI o ouxvég aviBpdaelg Tou
oxeTigovial pe MV Eyyuon (21,0%) oty opdda utd Bepamieia pe neprouloupaptn firav mupeia, piyn,
KOTIwon, keaiahyia, e£aoBEvion, uTTEpeuaiodnaia Kal EJETOC.
Kara T Bidpkeia Tou BeuTepou KUkhou, OTav GAa Ta Gapy

a TpoiovIa mv iSia

AE

pupydxou). H guy € me 10V TIOAG JapUnAGTERN PETd T BIaKOTIT) TG XNUEIo-
Bepareiag, znqpr.utnvmg 10 18,1% Twv acBeviov Tou okéhoug TG TeproudoupapTme Evav 8,2% Twy
agBEviv Tou OKEAOUS TOU EIKOVIKOU QUpUGKOU KaTd TNV Tepiodo Tng oToxeupévng Bepameiag perd 1o
TEADS Trig XnpeioBepaneiag,




Egivonpa
Phesgo oz ouvBuaous pe xnueodepameia

Ty Baowikr Sokipf FEDERICA, zf,ﬂVan anueuBnke ore 18,1% twy aoBevioy uTro Beparreia pe
Phesgo kai oTo 21,8% Twv agBeviv uTid Bepameia pe evSo@AéBia Treprouloupdumn km TpagToulou-
uuprrr[ H TAEIOYINEIT TwY uup]ﬁmm.uv s{uvﬂnymog r|mv 1our 2nu Euapuu

HE
1 Baoik Sokipr CLEOPATRA ato p:.ramnmﬂ xupxivo T0U paoTod, rmpavqpqﬂqxz eEavlnyia oto
51,7% Twv aoBeviuv utrd Btpmlu HE 'rr:muu{ouuum'rn auvxplnxu HE To 38,8% Twv aoBeviiy UG
BE EKOVIKG e fArav Tou rj 2ou Eﬂﬂpou ot Bapurnra, on-
HEIBKaY OTOUS TIpaIToUS SUo xukAou; Kai @ v OTIG Kadl AT efval
1 TOTIKA A ) aTIo Tou aTopaTog BepaTicia yia TV akpn).
Z1n Sokipn NEOSPHERE, efavBnua anpeidnke oto 40,2% Twy aoBeviv ou EMafe eigaywyikr Be-
pamzia pe TepToulouPauTIn, TPaCToUlOUPGUTIN Kol BOOETAgEAN ouykpiTKa pE To 29,0% Twv aoBeviv
Trou £hafe Bepameia pe TpaaToufoupduTin kal Sooctafihn. Im Sokipi TRYPHAENA, cfavBnpa on-
penBnke ato 38,8% twv aoBeviov Tou £hafe eioaywyikh Bepareia pe meptououpdpmn + TCH kai
aTo 20,0% mwv aoBeviov Trou EAQBE EioaywyIKA BEPUTIEID PE TIEPTOUZOUNGHTIT, TROOTOUZOUHGHTIT Kal
BooetateAn petd and FEC. H ougvémra epgpdviong Tou egavnpareg fray uynhdTtepn otoug aoBeveic
mou ehaBav E§ kikAoug TIEPTOUZOUPARTING OUYKPIMIKG pe Toug aoBeveis Tou thaBav Tpeig kikAOUG
TeproudoupdpTIng, avegdpTnra amo T xopnynBeioa xnueiobepaeia.
Z1n Sokipn APHINITY, To avem@d guppav efavBnparog fomke oTo 25,8% Twy agBevibv Tou
ORERDUG TG TEpToUfoupapTING Evavi 20,3% Tuv nuﬂsvwv ToU OKEADUG TOU £IKOVIKOU pappakou. Ta
P pa oupBavra ckavBiparog frav 1ou r 20u BaBuod
Mn ¢ ¥ d
Phesgo og awﬁuuapo HE Jmuzmetpcrrma
I Baowkn Soxipry FEDERICA, n ouxvatTa eppaviong oudetepomeving 3ou-dou BaBpou, karda NCI-
CTCAE éxSoan 4, firay isoppatnuévn orig SUo opdBeg Bepariciag (14,5% twv aoBeviv utid Beparreia
pe Phesgo ke 13,9% twv aoBeviov umd Beparrein pe evBoghiBia TeproudoupdpTn kai Tpagtoulou-
papTn).
E aprn o O pE TP G Kal
Zn Paoig Box:urj CLEOPATRA a1 usmmmmb Kapkive Tou paarol, n OugveTTa £pdviang g
ouderepomeviag 3ou-4ou BaBpou, kara NCI-CTCAE &xboan 3, frav icoppomnpévn onig Suo opddeg
(B86,3% twv v uTie He Tiep! Kai 86,6% Twy aoBeviv uTrd
HE EIKOVIKG @a opévou Tou 60,7% km 64,8% pe ouBerepotrevia dou
BaBpou, avrigtorxa). Im Sonpy NEOSPHERE, n ouyvotnia epgaviang mg oubereponeviag 3ou-
4ou BaBpov, kara NCI-CTCAE éxdoon 3, frav 74.5% otoug aoBeveic Tou £hafav eioaywyikn Bspa-
Tieka pe TeproufoupduTm, TpactoudoupduTin kar SoocTakEhn ouykpiTika e To 84,5% oToug aoBeveig
Trou Edapav Geparieia pe TpacToufoupdpTn ko BooetadeAn, oupmepihapBavopévou Tou 50.9% kal
80,2% oulieTeponeviag 4ou BaByou, aviiotoga. Im Sokipd TRYPHAENA, n ouxvémra spgaviong
ouderepoteviag 3ou-dou BaBpou, kata NCI-CTCAE &xdoan 3, fitav B5,3% atoug aoBeveig Tou £ha-
Bov soaywykr Bepameia pe Teproufovpdptm + TCH ouykpimikd pe 1o 77.0% oTtoug aoBeveig mou
£hapav sioaywykn Bepatisia pe TepreuloupapTm, TpactouloupapTn kal BoarragiAn pera ama FEC,
oupmepiAapfavopévou Tou 66,7% kan 59,5% % oubetepotreviag dou BaBuou, avrioToixa. Imn Soki-
m APHINITY, n cuxvétnra epgavions oudeteponeviag 3ou-dou BaBpod, kara NCI-CTCAE éxdoon
4, firav 40,6% atoug aoBeveic aToug oTroioug XopnyrBnKE TEPTOLLoULGLTM, TpaTTOUoUPGNTT Kal
mpuuﬂzpcmdu Evavr 39,1% oToug mﬁ:vng OTOUg OTTCIoUG XOPYBNKE EIKOVIKD
ia, oup pévng T oubetepotieviag dou Buﬂunu ot nuuwﬂ
28 3% Kat 23 5%, aviigToya. Avoanvowmrnm Omwg oe Gheg Tig BEPUTTEUTIKEG TTPWTEVE, UTHGp-
XEl n mBavoTnTa avoooADYIKAS OTTOKPIONG OTNV TIEPTOU{OUPGHTIT Kal oTnV rpuwuu(pvuﬁpwn aToug
aonng Tiou AupBuvouv S:pmma pe Phesgo. Zm pehén FEDERICA, n uuxvu'mm EQQAVIOTIC Twy
W amd T dTwv Katd TN GUTIMG Kal KaTd ¢ TpaoToudpupd-
pming frav 3% [71237) Kai 0, 4% t1 1237), avricToixa, cmu; uas:vth; uTro Bepaneia pe evBogheBia ep-
TouloupapTm kal TpagToudoupayTn. H uuvam'ru :wﬂvlunt; TWV EKAUGPEVIWY crrm m Btpcm‘:lu avti-
OUWPATWY KaTd TS TEPTOUOUPARTING, KaTd TG TRa 1 Kai kara g B
dahgpa Arav 4,8% (11/231), 0,9% (2/232), xm 0,8% (2/225), avTioTol¥a, oToug uoewan uTTa B:pcrrr:fu
e Phesgo, Meragd twy aoBeviv on orroion Slayviamyay Benikol 0Ta aviicwpaTa xatd Mg meprou-
JoupapTmg, efouBeTepwTikG avTIoWATa KaTd TNE TEpToufoUPaETING ovixveuBnkav ot Evav acBevr)
Trou EhaPe Bepateia pe evBophéBia TepTouoUpdNTIN ka1 TPaOTOULOUNANTIT kal oF Evav aoBevi] TTou
Ehape Bepamreia pe Phesgo. Metagl twy aoBeviuv of oTroiol SiaytaTnkay BeTikol oTa avmigwyara xatd
g TRAaTOULOUNANTING, eE0UBETEPWIIKG aVIIoWHATA KaTd NG TpacTouloupduTng aviyveuBnkay ge
Evav aoBevi Tou EAaPe Bepatreia pe Phesgo. H ouxvamTa ep@dvions Twy avTioWHGTWY KaTd g
TrepTouloUPGRTING Kal KATa TNG TRagToL{oUNApTITG Trou avixveuBnxav g oTIoiaBATToTE XPOVIKS OTIVHA
(melhﬂpﬁﬂvbué\dn; mg wupﬁrqt;mq Bspu—rrelar;) frav 7, 1 % (18/252) kan 1,2 % (3/252), avrioTom,
aroug agBeveig uTio 113 T kai TpagToudoupdptr. H Duxvrfrmm
:uwwuq; Twy AVTITWRETWY KaTA TG n:pwu{oupuu'rrng ket NG TpACTOUOUPAUTING, KAl KaTG NG
15 Ghpa Tou aviy, Qv GE OTIOIaBNTIOTE XPOVIKT aTiypn (oupmepihapBavopevng
Tl1;' tvcp{ng me Bepareiag) frav 8,5% (21/248), 2.4% (6/248), ka1 6,7% (16/240), avrigTona, aToug
aoeveig umd Bepamcia Ye Phesgo. Meragu twv aoBeviv of omoiol Siayviatnkay Beikei o1a aviigu-
pata kard g meprououpduTmg, EEOUBETEPWTIKG aVTICWHATA KATA NG TERTOUOUNANTING avIXVED-
Bnkav oe Suo aoBeveic mou EAaPav Bepameia pe evBopAifia mepTouloupdpTn K TpaaTOULDUHANTIT
kal oe 5o aoBeveic Tou EAafav Bepameia pe Phesgo. Meragd Twy agBeviuv ol otroiol SiaywaoTnrav
BeTikoi oTa avwiowpaTa Kata mg TpagToulpupapTng, tEouBETEPWTIKG QVTICWHATA KATA THG TPATTOU-
Joupdaptmg uv:xvtusnxm ot évav aoBeviy ou EAafe Beparreia pe Phesgo. H kAvIKA onpacia g
uvﬂm’ui,n; b uvnumynmw Kara mg nr.pmu(uupﬂpﬂ’n{ KATG NG TPOOTOUIOUPGUTITC KA1 KaTd TN
ahpa urm m pe Phesgu eiven ayvwoTn. AAAGyn ¢ Bepameiac amo
mv SopAER xai aro Phesgo (1} avriotpoga): H pekim
M040623 E::p(uvnc: v ampd)\m mne u?«mm; avdpeoa atny evioghéBia TIEpTOUOUPGUTIT) Kal Tpa-
arouloupdpTin kai oTo uTIeBapio Phesga (Txkehog A) kai avrioTpoga (Fkéhog B) pe mipwiapyiké a1oxo
va afiohoyrioel v TTpoTiENOT Twy agBeviv yia To Phesgo (BA. TTapdypapo 5.1 yia Ti¢ AETITOPEPEIES
oxediaopou g peAETNG). Metafy Twy aolevioy oo Ikéhog A, n ougvdTnTa epgaviang Twv AEs xara
T Sidpkeia Twy Kikhwv 1-3 (evbopriPia 8epameia) frav 77,5% (62/80 aoBeveic) ouYKpITIKG HE TOU
Kukhoug 4-6 (umobopia Bepareia) mou Arav 72,5% (58/80 coBeveic). Metady Twv aoBeviwv a1o Eké-
Aog B, n ouxvotnta epgdviong Twy AEs kard T Sidpkeia Twy Kikhwy 1-3 (umoSopia Beparreia) frav
77.5% (62/80 aoBeveic) ouykpimika pe Toug Kurhous 4-6 (evBophéfia Beparreia) mou fiav 63,8% (51/80
aoBeveig), xuplwg Adyw TG UPNAGTEPNG CUXVOTNTAS EUPAVIONG TwY TOTIKWY avTISpaTEwWY OTo ontio
Mg éveang (oAeg PaBuou 1 A 2) kara T Sidpkeia g xoprynong Tou Phesgo. Ta moooaTd Trpo g
ahhayng (Kukhor 1-3) yia 1a coPapa avem@upnta oupfdvia, Ta avem@ounTa cupfdvra Badpol 3 kal
Twy Saxoov Mg Gepareiag Adyw avemBUpntwy oupBaviwy frav xapnAd (<6%) ko Tapopoia pE
Ta TOOOOTE WETd Tnv akhayn (Kokhor 4-6). Aev avagépBnxav avemBiunTa oupPdvia BaBuol 4 f 5.
HAnwpgvor ac8sveic: T FEDERICA, Sev apampriBnkav ouvoMké SIa@opeg oTnv aopaieia Tou
Phesgo gt aoBeveig nhikiag = 65 e ka < 65 etwv. QoTéoo, ang Paoikég x.\lvim; BoKipEg ™G mep-
ToufoupapTing pe evbopAéfia TEpToUloUPARTIN OE OuVBUUOKG HE TPAD G, onpetoln
peiwpévn opekn, avaipia, peiwon Papoug, efaoBévian, Suay T n , UTTONG-
yvnowpia kai 6luppora ME TN ouy vt cyucwong va eival = 5% umqmrcpn 3 uo‘Bcvag unlan; =85
£nwv (n=418) oz ouykpion e aoBeveig < 65 ety (n=2026). Mepiopioptva SeSopéva KAVIKGWY SoKIPGY
eivan SioBeoipa yia aoBeveig nhikiag >75 evwv o1 onoiol Eafiav Bepaneio pe Phesgo 1) evBoghefia
mprau{,oupdunn Kal rpclo'mu@oupnurrn Ta SeSopéva |.|e1u mv ﬁumoplc: oy ayopd Beiyvouy én
Bev g o1V aopéha Trig TiepToulo """"wsm Buacpd pe 1pacTouloupGuTn oF
auecvnq nl\mﬂgzes m.w Km<65 ETGIV. popd
AvVEMBULNTWY EVEPYEIL pzv& urra ™ xoprynen ﬁm:m; xuulwopl—
ag Tou wapunksurmau npmﬁwoq eivar onpavnik. Empéniel T ouvexr mapaxoiolBnan Tng oxeang
mpﬂ\uu; 10U P P og. Znremal u.'m: Toug Lﬂ:\n,'nl\pr.m:; Tou mp:u g uyEr-
OVOMIKAS TIEpIBaAyng va uvuwepouv oToleodAToTe ME e
ETrTopEpEEg MTapakaTw). KGTpog: PappakeuTIkeS YTINpeoieg, Yﬂnupvslu Yyeiag, CY 14?51\zuxwum
T #357 22608607, ak; + 357 22808559 lotéronog; www.moh.gov.cy/phs
EAAGSa: EGvikag Opy iwv 284, GR-15562 Xohapyog, Afrva, Tnk: + 30 21
32040380/337, v-‘Da( + 30 21 08549585 tcnmnrlog http:/fwww.eof gr
10. HMEPOMHNIA ANAGEOQPHEHX TOY KEIMENOY: 24 IUUVEDU 2021
Aetrropepfy mnpocpupmxu gToixeia via 1o Tapov nKé Tpoidv civar amy 1oToochiSa
Tou Ev 0@ http:/www ema europa.eu.
UaKé 16O Tou Eupwrralxou Opvawauou Papparwy.




O'Z I E\ TE NZD“’ FYNONTIKH NEPIAHWH TON XAPAKTHPIZTIKQN TOY NPOIONTOX
a v To pdppaxo auto Tehel uno oupmAnpwiatikn napakohotBnarn. Autd Ba eTTpEYEL TO Ypriyopo
npoodloplopd véwv Tnpogoplav agpaleiag. Znteital and Toug enayyehpatieg uyeiag va

pegfilngﬁm avagépouy omoleodrnote mBavoloyoUpeves averuBuunTee svépyeles. BA. Tapaypago 4.8
yla Tov Tporo avagopds avermBupnTwy EVEPYELWY.

1. ONOMAZIA TOY GAPMAKEYTIKOY NMPOIONTOZ: Ziextenzo 6 mg evéoyo didAupa oe mpoyepiopévn olptyya. Pegfilgrastim (pegfilgrastim). 2. MOIOTIKH KAl
NOZOTIKH ZYNOEIH: KaBe mpoyeopévn alpiyya mepiéxel 6 mg pegfilgrastim® (pegfilgrastim) og 0,6 ml evéowou Siahdpatog. H ouykévipwan, Bdoel pdvo
mg mpwrteivng, elvat 10 mg/mi**. * Mapayetal oe kiTrapa £scherichia coli, ye epappoyn texvohoyiag avacuvbuaopévou DNA, akohouBolpevn ané oleudn
ue ToAuaiBuhevoyAukodn (PEG). ** H ouykévipwon eival 20 mg/ml edv ouprepthngBel to tppa PEG. H dpaotikdmra Tou npoidviog autol dev Ba nipénet va
OUYKpiveTal je T BpacTIKOTTA GAAWY TIEYKUMWUEVWY 1] |1 MEYKUMWHEVWY TpWTEIVGVY TG (Blag BepaneuTikig kamyopiag. Ma MeploodTepes mAnpogopies, PA.
napaypago 5.1. ‘Exdoya pe yvwotr Bpdon:

KaBe mpoyepiapgvn ouptyya nepiexel 30 mg ooppiteAng (E 420). Na tov nAnpn katdhoye twv ekdoxwv, BA. napdypago 6.1. 4. KNINIKEE NAHPO®OPIEL: 4.1
BepomeuTikes evdeitelg: Melwon ™G didpkelag ¢ oudeTEpOMEVIAS Kal TG OUXVOTTAS EPQAVIONS ™S eumupeTou oudeteponeviag oe evijAikes aoBevels
Tiou akoAouBouv KUTTapoToEikn) XnueloBepaneia yia v aviipeToion kakoriBoug vooou (ue eEalpean T ypovia uehoyev) Aeuxailia Kal Ta JUeAoBUOTAQOTIKG
oUvdpopa). 4.3 AvrevaeiZeig: YnepsuatoBnoia otm Spaotikn ouoia 1} og kdrtolo ano Ta £kdoya mou avapepoviat oty napaypagpo 6.1. 4.4 Eidikég mposidonoijoelg
kol mpopuAaEeic kata T XpRon: Ixvnhaowdmra: Mpokewevou va BekniwBei n yvnaoda Twv napaydviwy SIEYEPOTC anolkiwy KokklokuTiapwy (G-CSFs), 1o
6vopa Kat 0 aplOpGg napTidas Tou XopnYoULEVOU GapUAKoU TIPETIEL Va KATAYPAPETal Ue oagrvela. [EVIKES TIPOEIBOMOOELS Kat TIPOQUAGEEIS: Meploplopéva KAVIKA
Bebopéva urodetkvuouy mapopola enidpaan e pegfilgrastim Evavtt mg filgrastim otov xpovo avavnyne ané copapr) oudeteponevia oe aoBeveic e de novo ofein
pughoyevr) Aeuyaipia (AML) (BA. mapaypago 5.1). Qotdoo, Ta pakponpoBeopa anotehéopata mg pegfilgrastim omy AML dev £)ouv TekunpuwBei kal ouveng Ba
TIPETIEL VA XPNOIHOTIOIELTAL [E TIPOOO)T] O€ QUTOV Tov MAnBuopd acBevav. 0 napdyoviag DIEYEPONG QMOIKIOY KOKKIOKUTIAPWY HIopE( va evioyUuoel v avartun
HUEAOYEVAV KUTTAPWY in Vitro kai mapépola emidpaar) propel va mapampnBel oe oplopéva un puehoyeviy KUTTapa /n vitro. H aogpaheia kal ) anoTeEAEoUaTIKeTTa
me pegfilgrastim Bev £youv BiepeuvnBel oe aoBeveig pe puehoduomhaotiké alvBpopo, ¥povia puehoyevr Aeuxawia kat oe acBeveic pe Geutepomabry AML,
ouvenwg Oev Ba MpETel va yprowlonoieital oe autolg Toug aaBeveiq. Idiaitepn npoooyr Ba npenet va divetal poxeevou va yivel Buakpion g didyvwong Tou
HETAOXMUATIONOU Twy BAQOTGV TG XpovIas puehoyevoug Aeuxaipiag and mv AML. H aopdheia kal n anoteAeopamikémTa e xopnynong pegfilgrastim oe aoBevelq
ue de novo AML nhikiag < 55 etwv pe kuttapoyevwetikn t(15,17) Gev éxouv tekumpuwBei. H aopakein kal n anoteheopankdmra me pegfilgrastim oe aoBeveig
Tou unoPaihoviat oe UYnAES Gooelg ynuetoBepaneiag Gev £xouv BiepeuvnBel. AuTa To QappuakeuTikd rpoildv Gev MPEMel va Yprowonoleital yia avgnan mg doomg
kuttapoto€ikng ynpeloBepareiag mepa and Ta kaBoplopéva dogohoyikad oxnpata. Mveupovikd averuBupnta oupBavia: NMveuPovikeg averuBUUNTES EVEPYELEG, Kal
OUYKekpLUEva dlapean mveupovia, £xouv avagepBel petd m xopriynon G-GSF. AoBeveig pe ipoopato 10TOPIKO TIVEUHOVIKGY dnBrigewv 1) Tiveupoviag evoExeTal
va BlatpExouv UYnAotepo kiviuvo (BA. mapdypago 4.8). H eppavion nveupovikdy onpeiwy, 6nwe Prixag, MUPETOS Kat SUaTvola, 0& OUVDUAOKG HE OKTIVONOYIKA
onueia mveupovikav Bmenoewv Kal n emdevoan TS MVEUHOVIKAG Aermoupyiag oe ouvbuadpd pe auEnuévo aplBpo oudeTepdpiwy eVBEXETAL va AMOTEAODY
nipwipes evdeitelg okgog ouvdpdpou avanveuotikne duoyepeiag (ARDS). Ze 1€Toleq ouverikeg, Ba mpenel va Sakdnretal n xopriynon me pegfilgrastim katd mv
kpion Tou 1atpol kat va didetal katdaknin aywyn) (BA. napdypago 4.8). Inepapatovegpinda: Exel avapepbei onelpapatoveppinida oe aoBeveic nou AdpBavav
filgrastim kat pegfilgrastim. 'evikd, Ta oupBdvta omelpapatoveppindag emAuBnkay petd m pelwon me doong fj ™ dakor xoprynong filgrastim kat pegfilgrastim.
Zuviotdtal n mapakoAouBnan pe avaiuan aupwy. Zuvapopo Slaguyng Tpixoedwy: Exel avagepBel olvapopio Hiaguyg TpixoelbwY EMELTA aro Xopynon napdyovia
OIEYEPONC AMOIKIWV KOKKIOKUTTAPWY Kal T omoio apakmpietal and undtaor, unoheukwpativaiia, oidnua kat aipocuykévipwar). 01 aoBeveic nou epgavifouy
ouPMTOUATa oUVBPGHOU BLaguYNG TpIXoetdwy Ba MpéneL va napakohouBolvial 0TeVA Kat va hapBavouv Ty KaBlepwiévn oupmwuatiki Bepaneia, 1 onoia propet
va mephayBavel Ty avaykn yia evianiki gpoviida (BA. mapdypago 4.8). ZrAnvopeyahia kat prgn omAnves:

evikd agUUMTWHATIKG TIepLOTATIKA OTANVOPEYaAIaG Kal MEPITTAEIS PriENS OTANVOG, OULTEPINAUBAVOLEVWY OPIOPEVIV TIEPIATATIKIY I Bavameopo katdAngn,
gyouv avapepBel petd and yoprynon pegfilgrastim (BA. nopdypapo 4.8). Emopévwe, to peyeBog Tou omhnveg Ba mpemel va napaxohouBeltal MPOOEKTIKA
(Y. KAk eEétaom, umépnyog). Ba mipénel va eEetdletal To evdexOpevo pPRENG OTANVGG 0e Q0BEVEIS TIOU avapepouy MOvo 0To MAvw aploTePd pPEPOS
G KOWNAKTG XWPag n oTo akpo Tou @hou. Bpopforevia kat avaiio: H Bepareia pove pe pegfilgrastim dev amokAeiet ™ BpopBorevia kat v avaia dioT
mAnpng d6on puelokataotaATikie xnueloBepaneiag Slamnpeltal 010 KABOPIOPEVO MpOypappa. Zuviotdral TakTikn napakoAoUBnon tou apBpol aonetahivy
Kal Tou awlatokpim. IBwitepn npoooyr] npénel va divetal katd my xoprynon egdnaf n auviuaopol XnueloBepaneuTikdy Mapaydviwy ol omoiol gival yvwoTtd
6T nipokakolv ooBapy BpopBortevia. MuehoduoThaoTikG oUvGpolo Kat ofela pUehoyevnS heuxaiia oe aoBevelg Pe Kapkivo TOU PaOTOU KAl KAPKIVO ToU
nivedpova: 1o mAalowo HEAETNG Mapampnong Hetd v kukhogopia, i pegfilgrastim oe ouvbuaopo e nueloBepansia ri/kal akTivoBepaneia EXEL GUOXETITTEL e
avantuén puehoduomhaotikol ouvdpdpou (MDS) ka okgiag puekoyevoug Aeuyxapiag (AML) oe aoBeveic pe kapkivo Tou paotol kal Kapkivo Tou mveUpova (BA.
napaypago 4.8). Na napakohouBelte Toug aoBevels (e Kapkivo ToU HaoTou Kat kapkivo Tou Tivelpova yia onueia kat oupnt@pata MDS/AML. ApenavokuTTapikr
avaia: ApemavokuTIapikeS kplaelc xouv axeTlatel e ) ¥prion pegfilgrastim oe aoBeveic pe otiyua Spemavokutrapiknc avaliag 1 SpenavoKuTIapikt voao
(B\. mapdypago 4.8). Na Tov A6yo auto, ot latpol Ba TipEnel va eival Wiaitepa mpooekTkol katd ™ ouviayoypagnon g pegfilgrastim oe aoBeveig pe otiypa
DpenavoKUTIapIkng avaidiag r SpenavokuTIapikn vooo, Ba npénet va napakohouBolv Tig KatdhAnAeq KMVIKES NApaUETPOUS KAl TIC EPYAOTNPIAKES avaAUoels Kat
Ba npénel va MpooExouy TV rbavi) UGYETION TOU gapuakou autol pe doyKwar) OTARVA Kal ayYEL0anogeakTIKES KPioelg. AeukokuTTdpwan: ‘Exouv napatnpendel
apiBpoi heukokuttapwyv (WBC) 100 x 10%1 i peyahutepot, o€ hydtepoug and 1o 1% Twv aoBevwv mou £haBav pegfilgrastim. Aev £xouv avapepBel avermBounTeg
avridpaoelg nou va anodidovial dueoa oe autov Tov BaBud AeukokuTtdpwong. Autr) 1 augnon twv AeukokuTTdpwy eival napodikn, epgaviietal ouvnbwg 24 pe
48 wpeg Petd and m xopriynan kat ouppadiZel pe TI§ papuakodUVapIKES ETOPAOELS auUTOU TOU Gapyakou. ZULPuVa HE TIC KAWIKES emdpAaoelg kal Ty mbavetmra
AEUKOKUTTApWONG, Ba MpEmel va Tpaypatornoleital €AeyYog Tou apiBpol Twv AEUKOKUTTAPWY O£ TAKTA Xpovika dlaoTnpata katd m didpkela e Bepaneiag. Av
0 apiBpog Twv Aeukokuttdpwy Eenepaael Ta 50 x 10%1 petd and 1o avapevopevo vadip, To pdpuako auté Ba mpénel va dlakomTeTal Gueoa. YnepeuaoBnoia:
Ze noBeveic und Bepaneia pe pegfilgrastim €xel avapepBel unepevaoBnoia, oupnepapBavopevay avaguhaktikey aviidpaoewy, Mou napouolaletal katd my
apyIkn 1 v enakoAoudn Bepaneia. H pegfilgrastim mpémet va Slakonel povila oe aoBeveiq e KAVIKG onpaviky unepevaieBnaia. Mn xopnyeite pelfigrastim og
a0BeVeig e 10TopIKG unepeuatoBnoiag omv pegfilgrastim 1) ot filgrastim. Zmv nepimmwon eypaviong cofapng akkepylknc aviidpaang, Ba TpENEeL va Yopnyeitat
xatdhknAn Bepaneia kat o aoBeviq va napaxohouBeital oTEVA Yia apKETES NUEPES. ZUvpopo Stevens-Johnson: Zuvdpopo Stevens-Johnson (SJS), To omoio pnopei
va elval anethniko ya m {wn f Bavamecpo, £xel onaviwg avapepBei oe ayean pe m Bepaneia pe pegfilgrastim. Av o aoBevrig xel avantigel SIS pe m xpRon
¢ pegfilgrastim, 1) Bepaneia pe pegfilgrastim dev mpénel oe kapla MepimTwon va EEKIVa e VEOU 0TOV OUYKEKPIEVO aoBevi). Avoooyovikdmra: ‘Onws ouppaivet
Je GAeg TIC BEPAMEUTIKES TIPWTELVES, UMdpYel TBavotnTa avoooyovikdtmTag. Ot puBpol mapaywyng aviiowpdtwy evavit mg pegfilgrastim eivat yevikd xapnhol.
Epgpavidovral SegpeUTIKA avTIoHATA Onwe avapeveTal je oha ta flopappakeutikd npoidvia. Qotdao, dev £X0UV OUOYETIOTEL £Mi TOU TIAPOVTOS pe EEOUDETEPWTIK
Bpaompiémra. Aoptinda: Exet avagepBel aoptinda petd m yopnynon tou napdyovia G-CSF oe uyn) dtopa kal o& kapkivonadeiq agbevelq. Ta oupmwpata
TiepapBavouv MUPETO, KOAaKo Aryog, kakouyla, oopuakyia kat augnuevoug eikteg pAeypovng (my. C-aviibpion MpWTEIv KAl EMIMEda AEUKWY Qpoopaipioy oto
aiji). £TIG NEPIOOGTEPES MENITTWOELS T 00PTITIGa BIAYVROTIIKE |IE AEOVIKT TOHOYPAPIa Kal AVIETWITIOTNKE Ji& aTopAKpUVaT ToU apayova G-CSF. BAéne emiong
napaypapo 4.8. Alkeg nipoeidonoiroelg; H aopdheta kain anoteheopankémra me pegfilgrastim oy kivntonoinon twv npédpopwy aioopalpiwy oe aoBeveic n oe
UYIEIG BOTES DeV EXOUV aEl0AOYNOEL EMAPKWG. AUENUEVT QILOTIOMTIKY GpaoTPIOTNTA TOU HUEAoU TWV 00TV WG AVIATOKPIoN 0Tn Bepaneia He auénTikd napdyovia
£xel oyeTIoTEl e MapodIKES BETIKEG aAAaYES TC anelkoviang Twv ootwy. To yeyovag autd Ba npénel va Aaupdvertal unoyn dtav aflohoyolvial Ta anoteAéopata
S AneKoviong Twv 0oTwy. AUTO TO PapUOKEUTIKG npoidv nepiéxel 30 mg oopBroAng oe kaBe npoyeplopévn olptyya To onoio woduvayei pe 50 mg/ml. H
QBpOLOTIKY) EMIGPaOT) ™S TAUTOXPOVNG XOPNYNONG MPOIOVIWY TIOU TIEPLEXOUY 0OPBLTOAN (1) GPOUKTALN) Kai 1) pe v Blatpogr Afyn oopBroAng (1 poukTolng)
Tipénel va AapBavovtat unoyn. To papuako auto neptéxet Aydtepo ané 1 mmol vatplou (23 mg) avd doon 6 mg, eival auté mou ovopdloupe «eAeUBEQ0 vatpiour.
4.8 AvemBupnteg evépyeieg: Zuvoyr tou ipogih acpaAeiag; 01 o ouxva avagepopeves avernBUNTES EVEPYEIES TIOU avagepBnkav nTav névoeg ata ooTa (oAl
oUXVES [= 1/10]) kai pUoGKeEAETIKOE TIOvoS (auxveg [= 1/100 €wg < 1/10]). O mévog ota ootd iye kata kavéva fima Ewg PETPIA EviaoT, fTav naposikeg
KaL Propouce v QVTIHETWITIOTEL JE KOG avaAynTika 0Toug MeplaooTepous aoBeveis. Avnidpaoelq TUMou unepeuatabnoiag, auunephayBavouéviv deppatikol
eEavbnpatog, kvidwong, ayyewodnyatog, duomvalag, epubnuatog, eEayng kal UTGTAONIC TIPOEKUYAV KATA TNV apylkr T TIC EMAKOAOUBEC XOPMYNOEIC e
pegfilgrastim (Gt ouxveg [= 1/1.000 éwg < 1/100]). ZoPapeg akhepyikeg avudpdoeig, oupnepthappavopevng me avaguiagiag pnopei va eppavioBolv o
aoBeveig oy happavouv pegfilgrastim (o1 ouxveg) (BA. napdypago 4.4). To oUvBpopo Slapuyng TpLoeldwY, To onoio evBEXETAL va eival anetinTko yia m {wr) edv
kaBuatepnoel n Bepareia Tou, £xet avagepBel oyt ouxva (= 1/1.000 £wg < 1/100) oe aoBevelg He kapkivo Tou AapBavouv ynuetoBepaneia £netta aneé Xopriynon
napaydviwy GIEYEPOTIC amolkIOV KoKKLoKUTTGpwY. BA. mapdypago 4.4 kat v napaypago «(lepiypagn emAeypsvwy avemBUpnTwy Evepyelwv» mapakatw. H
OTIATIVOHEYaMia, YEVIKA QOUMITTWHATIKR, Eival axt ouxvi. H prin omhnvog, oupnepilappavopévuv pepikwy Bavamedpwy MEPITIDOEWY avapeEPBnKe 0xL ouxva Hetd
anod T opiynan pegfilgrastim (BA. mapaypago 4.4). ‘Exouv avagepBei 61 OUXVES TIVEUPOVIKES aveTuBupnTes aviidpdoelg, oupnepthapBavopéwmg me dldpeong
Tiveuploviag, Tou TIVEUHOVIKoU olbripatag, Twy TIVEUOVIKDY BinBrioewy kat ¢ Mveupovikic (viwong. Uyt ouxva, KGMOIES MEPITTWOELS ei¥av wWC amoTEAEOUa
avanveuaTikn avendpkeia i ARDS, Ta onoia pnopei va xouv Bavamgdpa katdngn (BA. mapdypago 4.4). MegovapEves MEPITIWOELS BPENAVOKUTTAPIKWOY Kpioewv
£xouv avapepBei oe aoBeveiq pe otiypa GpenavokUTIapikhG avayiac r OpENAvOKUTIOpPIK vooo (Gx1 oUXVES oe aoBeveig pe Gpenavekuttapikn avaipia) (BA.
napaypagpo 4.4). Katdhoyog avemBUUNTWY EVEPYELWY O£ LOP@N Mivaka:
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Ta Bedojéva aToV TIaPaKATW Tivaka TEPIYPAPOUY QVETIBUUNTES EVEPYELEC TTOU avagépBnKav oe KAVIKES DOKIHES Kal auBopuTes avagopés,. Ze Kabe kamyopia
£PAVIONG OUXVOTNTA, 0L AVEMIBUPNTEC eVEPYeLeS TapatiBevial katd pBivouoa oelpd coapdTac,

Kanyopio/ AvemBupnTeg avapvalaq
0pyovikG 0UoTAUD CUPpuYVD MoAu ouyVES TUVES 0y ouxVéS Inavieg
We To MedDRA (= 1/10) (= 1/100 £wg < 1/10) (= 1/1.000 £wg < 1/100) (= 1/10.000 éwg
< 1/1.000)
NeomAdojoTa kohoriBn, KokoR8n Kai MughoduarhaoTikd cﬂvﬁpoup
uﬂ kaBopiopéva (mepiAappavovtal OZeia puehoyewiq Aeuyapia
KUOTES Kol moAumodeg)
AwaTopo)gc Tou aijionoinTiKoU Kol BpopBonevia’ ApemavokuTiapikn avawyliag?
TOU AepQIKoU oUOTHPaTOS AeukokuTtdpwon' Imnvopeyahia®
Pi&n ormnvag®
Awatapo)gc Tou avooonoinTiKol Avtidpaoelq unepevaoBnoiag
ouoTHPaTOS Avaguhatia
Aiatopoygc Tou peToBohiopod Kol AuEroelg Twv ermedwy Tou oupiKoU 0EE0S
g BpEYng
AloTapay€g Tou veupiKou Kegahahyia'
ouoTHEaTog
Ayyeiokeg Siatapay€g ZUvBpouo Dlaguyne TpLXoedwy’ Aopritda
AloTapayEg TOU aVoTVEUOTIKOU Y0vdpopo ofeiag avarveuaTikig duoxepelaq® | Mveupovikn aipoppayia
QugTHpaToS, Tou BupoKa Kal Tou [veupovikee averuBUUnTeg evepyeleq (Blapeon
pegoBwpaxiou TIVEUHOViA, TIVEUPOVIKG 0(Bnua, MVEUHOVIKES
DINBAOELS Kal MVEUOVIKT) ivwon)
Awarttuon
AloTopo)Eg ToU YoOTpevTEPIKOU Nautia’
AaTapoxeq Tou SEppaTO Kai ToU Yovdpopo Sweet (ofela sumupe Z0vdpopo
unodopiou 1oTol oUBeTEPOPINKY DeppdTwon)'? Stevens-Johnson
Aspyatik ayyeimnda'?
AloTopo)Ec Tou PuooKeAeTIKOU OoTikdg Muoake\eTikog Tovog
OUOTAPATOS Kal TOU OUVBETIKOU T6vog (uuahyla, apBpakyia, movog
1oTol 0Ta akpa, 0oguaAyia,
{UOOKEAETIKAE MOVOC,
auyevahyia)
AnTopo)Ec TWV VEQPWV Kol TWY Inepaypatovepinda?
0UpPOPOPWV 03WV
TevIKEG SlaTapayEq Kal KaTOOTACEIS MNévog o Béon g éveong’ | Aviidpaoelg o BEan g Eveang?
g 00U Yoprynong Mn kapdlakog BwpakIkog
mévog
Napakhivikee eEeTa0EIC AuEnoelg e yahakTikng apudpoyovaang kat
™G ahKaAKT|g puopataong'
Mapodikeg augnaeig me ALT 1 mg AST atig
dokpaoies nrankng Aetroupyiag'

' BA. napdypapo «Meptypagr] ETAEYUEVWY QVETUBULNTWY EVEPYELDV» TIAPAKATW.

2 AuTi ) averBupnT evépyela mpoodlopiomKe and mv napakohoUBnon HETA TV KUKAOYopia aAkd ev mapampendnke oe TUXQLOMOMUEVES, EAEYYOUEVES KMVIKES
OokIpsg oe evihike. H kamyopia ouxvoTiTag mpoosloploTnKe ano evav gTatioTike UTohoylopo e Baon 1.576 aoBeveiq nou €rapav pegfilgrastim oe evvéa
TUXQLOTIOMMEVES KAVIKES BOKIES.

Meprypagn emheypévwy avemBupntwy evepyeiov: Oxt ouyva nepiotatikd ouvdpopou Sweel xouv avapepBel, av Kal 0€ OPIOPEVES TIEPIMTWOELS, UTIOKEILEVES
aylatohoyIkeg KakonBeleg unopel va dladpapatilouv kamoto pore. Oxt ouxva oupPavra eppatikig ayyeltidag £xouv avagepbel oe aoBevels nou éAapav Bepaneia
ue pegfilgrastim. 0 pmyaviopdg mg ayyeitdag otoug aoBevelg mou happdvouy pegfilgrastim eivat dyvwotog, Aviidpdoetg g Bong Eveong, oupnepihapBavopévou
Tou epuBrparog me BEang Eveang (o)1 ouxveg) kaBuwe kat dhyouc atn Beang me Eveong (OUXVES) £xoUv MapouclaaTer oy apxik fj & enakdhouBeg Bepaneieg
ue pegfilgrastim. ‘Exouv avagepBel ouxva MepLOTATIKG ASUKOKUTTAPWATG (aptBpog AsukokuTtdpwv > 100 x 10%/1) (BA. napaypago 4.4). AVaoTpEYILES, TES £G
LETPIEC QUENOEIG TOU EMMEGOU TOU OUPIKOU 0EEOG Kal T AAKAAIKNG GwoQatdons, Xwpiq oYXeTOHEVES KAVIKES ETUBPAOELC TiTav 0L OUXVEC. AvaaTpeyIE,
Nrieg Ewg PETPIES AUENOEIC TOU ETUMEDOU TC YAAAKTIKNG apudpoyovaong, Xwpic ayeti{dpeves KAWIKES eTudpdaelg fjrav oyt auxveg oe aaBeveig mou £Aapav
pegfilgrastim peta ané kuttapotofik xnpeioBepansia. Ze aoBevelg mou hauBavav ynpewobeparneia, napamprBnke roAl ouxvad vautia kat kegahakyia. Ox ouyveg
auknoelg e apwotpavopepaons e akavivig (ALT) 1| Mg acmapTikig auwotpavagepdons (AST) oe Gokiaoieq nnatikng Aettoupyiag £xouv mapampndei
og aoBevelq petd m Anyn pegfilgrastim Uotepa ané kuttapotofkn ynuewoBepaneia. Ot auEnaelg autég frav MapoBIKES Kal ETMECTPEYAV OTIC APYIKES TIIEC.
‘Exouv avapepBei ouyva neplotatika Bpopporeviag. Augnuevog kivuvog MDS/AML £netta ano Bepaneia e 1o Ziextenzo e ouvduaouo e xnpetodeparteia fy/ka
aktodepane(a £xel napammonBel o¢ Hia endnpoloyIkn HEAET e A0BEVEIQ e Kapkivo Tou paaToU kal KapKive Tou miveUpova (BA. napdypago 4.4). MeploTatika
QUVBPOHOU BIAUYNS TPIXOEBWY EXOUV avapepBEl LETA TNV EYKPIOT) TOU GAPUAKOU JiE TI) XPIOT) TIAPaYOVTWY BIEYENONG ATOIKIWY KOKKIOKUTTApWY. Ta MEPIOTATIKA
Qutd £x0Uv yevika oupBel ae aoBeveig |ie mpoxwpnjieva kakorBn voonuara, oy, oe aoBevelg Tiou AapBdvouv ToAAarAd gappakeuTika npoidvra ynpetoBeparneiag
1) unopakhovial oe agaipeon (BA. napaypago 4.4). Nawbiatpeg mhnBuopde: H epmelpia ota nadid eival neploplopévn. Exel napampnBei uynhotepn ouyvommia
ooPapav avemBUUNTLV EVEQYEIWY 08 WikpdTepa madid nAwkiag 0-5 eTwv (92%) ouykptika pe peyahitepa nadld nAwkiag 6-11 kat 12-21 1wy (80% kaL 67%
avrioToka) Kat evijAikes. H mio auxvd avagepGuevn avemBuymTn evépyela rfirtav ooTikog move (Bh. mapaypagoug 5.1 kat 5.2). Avagopa mBavehoyoupevawy
avemBuuntwy evepyewsv: H avagopd mBavohoyoUpevwy avermBuunTtwy vepyelwy PeTA and m xoprynaon adsiag kukhopopiag Tou pappakeuTikol mpoioviog
eival onpavtikn. Emtpénetl m auveyn napakohoUBrion me oxEang ogehoug-Kivilvou Tou pappakeUTIkoU Tpoiovtog. Znteital ano Toug enayyehpatieg uyeiag va
avagePoUV omoLeadnoTe mMAavoloYOULEVES QVETBULNTES EVEPYEIES HEOW TOU EBVIKOU OUOTIHATOC avagopdt mou avaypdgetal apakatw. EBvikog Opyaviapog
Oappdaxwv: Meogoyeiwv 284, GR-15562 Xohapydg, ABnva, Tnk: + 30 21 32040380/337, dak: + 30 21 06549585, lotatorog;: hitp://www eof gr

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

8. APIOMOZ(01) AAEIAZ KYKAOOOPIAZ: EU/1/18/1327/001

9. HMEPOMHNIA NPATHE EFKPIZHZ/ANANENEIHE THE AAEIAZ:

Huepopnvia npémg €ykpiong: 22 NoeyBpiou 2018

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

Aemtopepeic MAnpoopies yia To Mapov GapHAKEUTIKG TPOIGY A Novartis
elval BlaBgoweg otov DiKTuako Tono Tou Eupwraikol Opyaviopol dappdkwy: Division
http://www.ema.europa.eu.

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

Bonrote va yivouv Ta pdpuaka mo acpal
Kl Avagep!

ETE Zroixeia emkovwviac oy EAAdda;
OAEX Ti¢ avemIBUpNTES EVEPYELE
qu OMN%JWW S Novartis (Hellas) A.E.B.E/Sandoz division

bpaykokkAnoiag 78, 151 25 Mapouat, ABrva

i gl T 2102811712, Oak: 210 6857655






