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netupitant/palonosetron

‘Eva kaydkio nepiéxel 300 mg netupitant kat 0.5 mg palonosetron

22 HELSINN

> Galeni

g “ cn ‘n n‘e‘ Building quality cancer care together
ABriva: EAeubepiag 4, Kngioid 145 64, Tnh.: 210 5281700, Aiavépetal katomy adelag me Helsinn Healthcare S.A, EABeTia
©eooahovikn: Kouvroupiwtou & ®agiavol 2, TnA.: 2310 542685
Emarnpoviké Tpripa th.: 210 5281731 Bongriore va M“" ‘Pﬁﬂilmm o aopahr Kai ) ) )
Turipa ®appakoenaypunvnong tA.: 210 5281805 OAEE Tig avemBupnTeS evEpyEIES yia Meparépw ninpopopieg nepthapBdvovial otn
www.galenica.gr OAA ouvonukn lNeptypagn Xopaktnpionkav Mpoidviog

Ta QappaKa
ZupmAnpwvovrag v «KITPINH KAPTA»
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XnueioBepaneio felaliilelelle]y
H epywéns evowpatwon tns Kaivotopias otnv kAIvIKn npagn Z'[C')XEUO N

Xaipeuopuos

Elval kowotomia mAéov va pAoU e yia Tnv «Emoxn tng Precision Medicine kat tng Precision
Oncology» emeldn eival nén edw. Eva kohooolaio mAnBog dappdkwy, ndn o xpron Kat
EMEPXOUEVWY, CUVWOTIZovTal ota caAdvia Kal Toug AaBupivboug Tng BEPAMEVUTIKAG TWV VE-
OTAQOUATWY Kol akOpa TEPLOCOTEPA SlayKwvilovTal oTLg TTUAEG TNG EVW N KATAOTPODLKNA
Mavdnpuia tou Covid-19, AELTOUPYEL WG KEUEPYETIKOGH KATAAUTNG YLl TV AVATITUEN Kall
OAAWV QVTIVEOTIAQGLOLTLKWV.

AUOTUXWG N EUTUXWG, O€ KABE «AMAVTNON» TIOU TIPOTELVETAL Ao TN Bacikr épguva VP w-
vovTaL TANB0G EpWTHHATA VW OL KALVIKOL OYKOAOYOL BPLOKOMACTE OAOEVA GUXVOTEPQ UITPO-
0Ta o€ {NToUpeva ou avaBAUlouv KpouvnNdov armd TNV KAWVIKA ebapUOoyr) TNG ZTOXEUTLKNG
Oeparmneiag. 000 yeviKeVETAL N XPrON TWV TOPAYOVIWY HOPLOKAG OTOXEVONG KAl TNG oUY-
XpPovng avoooBepamelag, TOGO MEPLOCOTEPO AVTIAAUPBAVOUACTE TNV QVAYKALOTNTA TNG OU-
{eu€nc Toug - Tautoxpova N SLaSOXIKA - PE Ta «EUPEDC PAopaToc» A& XxapnAotepou
BEePATEVUTIKOU CUVTEAEDTH KUTTAPOTOEIKA.

ZoUE O€ PO CUVAPTIOOTLKN €MoXN. To Mépaoua amno tn «XnueloBepamneia» otn Moplakn
JTOXEVON, CUVELPULKA TIAPATIEUTTEL OTNV TIOALTIOULKI) WOUWON AVAUESH 0T Pwpaikr yew-
TIOALTIK AKE KoL TOV Ttapakpaovta apxaio EAANVIkO Koouo.

To «Méya Ztolxnua» tng OykoAoylkng Kowotntag orpepa eivat va evowpatwBouv opoAd
otnv MpAgn oL KAVOTOULEG TTOU EMEAQUVOUV ATAKTA 1] CUVTETAYHEVA OTO AYKOGHLO « OLKOo-
ouotnua» TG Oykoloylag Kat xwpig va e€aveplotouy ta nén kektnuéva. Mua Stadikacia
epywdng aAAd CUVAPTIACTLK).

Odeiloupe: 1) aflomoLwvTtag Tn CUCCWPEUMEVN YVWaon Kal EUTEeLpla Kal kpadaivovtag wg
noAvepyaleia tnv Blotexvoloyia kat tnv Texvntry Nonpoouvn va pnv katedadilovpe doa
€XOUV XTLOTEL O€ €vav oXeSOV aLWVA ad TOUG OKAMAVELG TNG BaoLkng €peuvag Kat TnG Oy-
KoAoyiag aAAd va cuveXI{oUE VA OLKOSOUOUE TTAVW oTa BEEALA TOUG 2) va ATtoEVYOUE
Vv avativaén Twv yepupwv amo Omou MEPVOUE TIOPEUOUEVOL 0TO HUEANOV EMELSH LOWG
XPELOOTEL va emLoTpEPoupe o€ Kamola «kataduyla» tou mapeAbovtog 3) va SLocWOooUE
10 «METpOo» KaL To MpoTaypa Tou AVOPpWITOKEVIPLOUOU OTNV EMOXNA TNG «KaTalyidag TG ve-
WTEPLKOTNTAGY oTnV OyKoAoyia - Kat o)L uovo.

Me auTéGg TIG okEPELS, oag KaAwoopiloue oTo deTVO pavteBol tou AekEUPpn MPOoPAE-
TIOVTAG OE pLa akOpa apotlBala mapaywylkn cuvavinaon.

Ot Npdedpot Tou Zuvedpiou

ANEEavpog ApSapavng Frewpylog Moodkag
MuaAng NwkoAdou ANEEavEpog T{oBapag




¥ TRODELVY'Y

sacituzumab govitecan

200t e 8 a2 g Sy A, g )

EauFor 2L metastatic triple-negative breast can

Surwval-

EIevatéd

TRODELVY significantly improved survival in
_2L and later mTNBC in the PhaSe 3 ASCENT trlal“1

Med ,- an pFS nearl y 4.8 months with TRODEWVY (95% CL.41-58)  Madian OF pnearly 11:8months with TRODELVY (95%(l, 105-13.8)

vs 1.7 months with single-agent chemotherapy = -k vs 6.9 months with single-agent chemotherapy
2 X }J\ "'*il 5( o = [0 (95%C1,15-2.5); HR: 0.43 (95%C), 0.35-0.54) ‘H ‘”a,f" = AD (95% €, 5.9-7.7); HR: 0.51 (95% Cl, 0.41-0.62}
SX LA aEl P<0001" En P<.000111

than chemotherapy

* ASCENT was an international, Phase 3, multicentre, open-label, randomised trial of patients with unresectable locally advanced or metastatic TNBC (N=529), Patients were
randomised 1:1 to receive TRODELVY 10 mg/kg IV on Days 1 and 8 every 21 days, or single-agent chemotherapy of the physician’s choice (eribulin, vinorelbine, gemcitabine, or
capecitabine). The primary endpoint was PFS in patients without brain metastases at baseline (88% of the overall study population), as measured by BICR based on RECIST v1.1
criteria.!

! The improvements in PFS and OS in the primary analysis population were consistent with the ITT population (median PFS: 5.6 months vs 1.7 months; HR: 0.41; P<.0001; median OS:
12.1 months vs 6.7 months; P<.0001).

2L, second line; ADC, antibody-drug conjugate; BICR, blinded independent central review; Cl, confidence interval; HR, hazard ratio; ITT, intent-to-treat; IV, intravenous; mTNBC,
metastatic triple-negative breast cancer; OS, overall survival; PFS, progression-free survival; RECIST, Response Evaluation Criteria in Solid Tumors; TNBC, triple-negative breast cancer;
TROP-2, trophoblast cell surface antigen 2.

Biphoypagpia:

1. Nepiinyn Xapaxtnpiotikwy MNpoidvrog Trodelvy, lovhog 2022,
2. Tarantino P. et al. CA Cancer J Clin 2022; 72:165-182

la v nipn Nepiknwn Xapaktnpilotikwy tou Mpoidvrog anotabeite atov KAK.

W To gpdppako autd TeNel und oupmAnpwpatikr mapakohelBnon. Auté Ba emTpéel To ypriyopo Mpoadlopiopd VEWY MANPOYOPILY aog@aleiac,
Znreital and Toug enayyehuartieg vyeiag va avapiépouv onotecdrjnote mbavoloyoUpeveg avemBOpPNTEg EVEPYEIEG.

Tponog SiaBeong: Me nepiopiopévn latpikr) Zuvrayr). Mévo yia Noookopewakry Xprion ané yiatpo pe katahhnhn ewdikevon kai pneipia.

Mavikn Tipn: 1098,69€ ava gialibio.

(e )

MNapakaleiote va avapépete kabe ewaldpevn / BonBrjate va yivouv ta pappaka mo acpaln Kat TUV ‘
mBavohoyoUpevn avemBuunTn evépyela aneubeiag AVaQEPETE AUSTRIA
atov EO®, oUupguwva pe To eBvikd cuatnpa avagopdag OAEZ Tig avemBuunTeg evépyeisg yia OAA Ta pdapuaka HELLAS
. ” . | " EN IS0 9001:2015
QUEMIBDUNTWY EVEPYEIDV. ZupnAnpuvovrac Ty “KITPINH KAPTA No.: 01010148

w G I L E A D YrevBuvn we ekmpdownog Tou KAK yia tn culhoyr| AE:

Creating Possible Gilead Sciences ENAag M. ENE, EBvapyou Makapiou & Mwpaitivn 4, 175 64, Makad @ainpo, TnA: 210 89 30 100
Ap. TEMH: 004304401000

O1 cuvtayoypagike TANpopople Tou MpoidvTog Bpiokovral o AAAN oehiba Tou mapdvTod,

GR-TRO-0060 (11/2022)
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Enitponés

OpyavwTtikn Emtponn

Npoedpo: A.  ApbdaBavng
M.  NikoAdou
r.  Moodkag
A. TloBadpag

Emwotnuovikn Emitponn

MNpoedpo: X. Adau
M. Kapapoling
N.  MaAdpog
M.  NikoAdou
A. TloBapag

MéAn: r. ApdaBdavng-Aouképng 3. KokkaAn
X.  Bépog . Koukoupa@kng
X. Tewpyavtd M. KouooUtn
M. Tkepékou A.  Adylou
A. Aapatormoulou A.  Aitou
M. Aébde E. Mayyou
N. Aecoég X.  Mapaykog
K. Aoukdkn E. Mooa
M. Apilou A.  Ntokou
X.  Zaumatng A, Zeodlyyn
N. ZApag N. Mepyavtdg
A, ZOAng K.  Nepdwkapn
A.  Oegoxapng I.  Pnydtog
r.  lwavvidou 2.  Talayavn
M.A. Kaloyepidn E. 2. Tputodadkn
N. Kaloyepomoulog N.  XoAng
E. Kapatpdooyhou




Aiavikr Tip

ABINONE™ F.C.TAB 500MG/TAB BT X (60 X 1) TABS 1923,13€

ABINONE® TAB 250MG/TAB BOTTLE (HDPE) X 120 TABS | 1923,13€
Acghrio Tipwv: 06/2022

Z nepimwon £xkdoong véou SeATiou TiLGY Papydkwy, oYUYoV 01 VESTEPES TILES.

Tpdnog &iaBeong: Me watpixt) ouvtayn

Bon@4oTe va yivouv Ta papuaKa Mo aopaAy
el Mpiv ™ ouvtayoypdenon oupBoukeuteite v MXMN Tou mpoidviog,
wﬁWmm 1 onola undpyet BiaBEoyn and v etaipela, epdooy {ymBei.

¢
INNOVIS

Future health today

INNOVIS PHARMA A.EB.E

A, Knpiolag 44, 15125 Mapoloil ATtkhg
T: 2162005600, @: 2106664804

www.innovispharma.gr

ABI-SAD1-0722
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Eniotnpoviké lNpoypappa

Mapaokeun 2 AEKEU.BD(.OU 2022

10:00-12:00 EAc0OgpEG AVAKOWVWOELG
Mpoedpelo: M. NikoAdou, A. T{oBapag

12:00-13:30  ZTOXEUGH OPMOVLKWV 0SWV
Mpoedpeto: I. BapBaditng, I Narnadonouvlog, . ZapéAng

12:00-12:30  PIK3CA avaotoAeic. 2. Kokkaln
12:30-13:00 mTOR avaoctoAeic. A. Ztedpavou
13:00-13:30  Avdpoyovikol avacoTtolelc. OepameuTikeég e€eAiels. M. Tolatag

13:30-14:00  AwdAsippa Kope

14:00-15:30  Ztdxeuon tnG owkoyévelag HER
Mpoedpeto: E. MapaykoUAn, M. ManadonouvAog, N. Mepyavtdg

14:00-14:30  Avaotolr tou EGFR 0Tov KapKivo TOU TIAXEOC EVIEPOU. E. Mdyyou
14:30-15:00  Avaotoln tou EGFR otov Kapkivo Tou TveLova. A. ZUpEWVIdNG
15:00-15:30  Ztoxeuon tou T790M. X. B€pog

15:30-16:00  AuwdAeén
Mpoedpelo: M. BacAapatiig, A. Mnovtng, E. Zapavtag

Nedtepeg Bepaneieg Kat epwtrnuata ya tnv EGFR, Exon 20
Kot HER2 petaAhagn. X. Mapaykog

16:00-17:00  AuwdAeén
Mpoedpelo: N. Aéooeg, . Aaunpodipou, A. Tpudpwvonoulog

16:00-16:30  New data in HER2 mBC: The role of new generation ADCs. A. Koupapiovoo

Sponsored by AstraZeneca

16:30-17:00  HmpokAnon tou NGS yla tnv atpikr akptBeiag to 2023. I. NaotoUAag

17:00-17:30  H otoxevon tng PARP
Mpoebdpelo: X. lewpyavta, ®. Zayoupn, A. Koutpag
METAOTATIKOG KAPKIVOC TOU TTPOOTATN: EEATOMIKEUUEVES
€TIAOYEC e PARP avaoTtoAn. A. Arovucomnoulog

Sponsored by Q MSD

INVENTING FOR LIFE




«# MAPTE TON EAETXO ME

VCABOMETYX" | To cABOMETYX® MA
(cabozantinib) tablets | TOYZ AZ@ENEIE A%

To CABOMETYX® wg avaoToA£ag Tupooivikng kivaong (TKI) kai
a1rd TOU OTOPATOG BepaTreia eTTEDEIEE OTATIOTIKG OT|HAVTIK
BeAtiwon Twv PFS,0S,0RR? péow NG avaoToAnRg Twv

mmapayoviwv MET, AXL, VEFGR? og OA&g TIG KAIVIKEG MEAETEG!

Neg@pokutTapiké Kapkivwpa

1" Tpappn’
Z& eVINIKEG QOBEVEIS PE TTPOXWPNHEVO VEPPOKUTTAPIKG KapKivwpa evBidueons i
PTWXNG TTPOYVWONG, ol oTToiol Bev Exouv AdBel TTponyoudevn Bepareia.

Ze guvBuaopoé pe viBoAoupdpuTrn, evaeikvuTal yia TNV Bepareia TPWITNG Ypapupnig o
eVIAIKEG aOBeVEIG PE TTPOXWPNHEVO VEQPOKUTTAPIKG KApKivWHd.
2" Tpappry’

Z& eVANKEG 0IOBEVEIG HE TIPOXWPNHEVO VEQPPOKUTTAPIKG KAPKiVWHA PETA atTd
TrponyoUpevn oToxedouoa BepaTreia ayyeiakou evdoBnAiakol augnTikol Trapdyovia
(vascular endothelial growth factor, VEGF).

HmrarokutTapiké Kapkivwpa

2" Mpappry’

EvdeikvuTtal wg povoBepaTreia yia Tn BepaTieia Tou RTIATOKUTTAPIKOU
KapKIvWpaTog o€ evijAikeg aaBeveig TTou éxouv AdBel TTponyoupevn Bepatreia
UE COPAPEVIHTT.

A10QOopOTTOINHEVO KAPKiVWwHa BUpeOEIBOUG

2" Mpappny’

Ze eVIAIKEG aOBEeVEIC PE TOTTIKA TTPOXWPENHEVO | HETAOTATIKO, SIAPOPOTIOINUEVO
Kapkiviopa Bupeocidoug (DTC), avBekTikG i un KatdAAnAo yia Bepareia pe
padievepyo 1wdio (RAI), Tou éxouv TTapoucidoel eEENIEN TS VOTOU KaTtd Tn
BIAPKEIX 1) HETA aTTO TTponyoUHEVn cuaTnUaTikr Beparreia.

To CABOMETYX® £xe1 éva Siayeipicipo TTpo@iA aveKTIKOTNTAG KAl ao@AAEIAg, TO OTI0I0 EXEI
ammoSelxBei oe OAEG TIG KAIVIKEG NEAETEG TTPOCPEPOVTAG OTOUG aoBeveig TroioTnTa {wiig’

IPSEN MON. ENE i

ATIOY AHMHTPIOY 63 , 174 56 AAIMOZ, AOHNA p

THA.: 210 9843324, 210 9858930, FAX: 210 9887911 I . fSEN
E-mail: ipsenepe@ipsen.com Innovation for patient care
http:/fwww.ipsen.gr

TnAépuva papuakoeTiaypimvnong: 210 98 43 324, 210 98 58 930

1. Mepiknwn XapakrmpioTikwy Mpoidviog-AlariBetal ato Tnv eTaipeia mwﬁvw:wm-mw«mm

2. PFS:Progression Free Survival, 0S:Overall Survival, ORR:Overall Response Rate OAEX i avemBOpnTES EVEpYELES Yia
3. MET:Receptor Tyrosine Kinase, AXL:Receptor Tyrosine Kinase, OMw
VEGFR: Vascular Endothelial Growth Factor Receptor, Zu{IrAnpHiRovrs Tt MHITPIN KAFTAS

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

5 CABO-A/MAY2022
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MapaoKkeLn 2 AEKEIJ.BD(.OU 2022

17:30-19:00 Aopudopikég SLaAEEELG
Mpoedpelo: Z. AyyeAakn, E. Tkoyka, M. lkoUBepng

17:30-18:00  H BéAtiotn aAnAouyla Beparmelwy 0ToOV LETAOTATIKO
YaoTPLKO Kapkivo: o pohog tng trifluridine/tipiracil. M. @soxapn

Sponsored by SERVIER

18:00-18:30  Xtoyxevovtag tig NTRK ouvtiéelg atoug oupmayeic dykouc:
VEOTEPQ SESOUEVA TNG AYVWOTLKNG WG P0G TOV OYKO
OEPAMEVTIKIAC TTPOOEYYLONC. A. ZOAng

Sponsored by

18:30-18:50  ©¢on kat onpacia Twv otoxevuouowv Beparmelwy oto BRAF
HETOAQYUEVO LETOOTATIKO HEAQVWLLA: TEAeUTala Sedopéva. M. NkoUPepPnNg

©

Pierre Fabre

18:50-19:00  sulAtnon Sponsored by

19:00-20:00 H oykoMAoyia otn petd Covid emoyn
Mpoedpelo: I. Kwtowomoulog, 0. MniaAaoUpa, M. Maywvn

19:00-19:15  H petaBaon anod tnv aueon enadr otnv TNAELQTPLKN. B. Mnapumnouvng
19:15-19:30  TMpOKAACELC YLOL TNV ETUTPOT) AOLUWEEWV. A. Naradnuntpiov
19:30-19:45  [pOKANCELG yLa TOV VOGNAEUTH. X. Adau

19:45-20:00  zulntnon

20:00-20:30  AwdAeén
Mpoedpeto: B. KouhouAiag, I'. Moodkag, Z. Zapldakn

H A£LTOUPYLKY EVOWHATWON TNE KAOTopiag otnv
OYKOAOYLKI TtPAn kal n ouyxpovn avoooBepareia.
Elpuaote oto owotd §poo; X. EppavounAidng

20:30-21:15  TeAetq £vapéng
Mpoedpeio: A. Apdapavng, M. NikoAdou, A. T{oBapag

Xatpetiopol

Evapktrpla optAia

To Stapkég altnpa e€opBoloylopol ¢ latpikic AkpLBeiag:
TIOLOG GUVTOVITEL TO eyXElPNLL ONLEPQA KOLL TTOLOG TIPETTEL
VOl TO OUVTOVIOEL; I. MrtoukoBivag




Lynparza

olaparib

tablets 100 mg 150 mg

B To LYNPARZA evdeikvurtal w¢ yovofepaneia
yia Tn:
™ ® Bepaneia ocuvtApNong EvNAIKWV acBevayv e
= npoxwpnuevo (otadiou Il kar IV katd FIGO
(AigBvric Ouoanovdia lNuvaikohoyiag kar Mal-
EUTIKAC)) uPinhou Babuou kakonBeiag enmiBn-
AMOKO KAPKIVO TV WOBNKWY, TV WAYWYWY N
nEWTONABn KapKIivo TOU NEQITOVAIOU, NOU (E-
pouv ueTaAAayuéva yovidia BRCAT/2 (yevvn-
TIKGOV KA/ GWOUATIKWOV KUTTARWY) Kai Ol Onoi-
£C euavidouv avtandkpion (NAREN A PEPIKNA)
£neITa and TNV OAOKANPWON TNG XNUEIOBEPa-
neiac Np@TNS ypauung ue Baon tnv NAariva.
" | ®Bcpansia ouvTApnong EVNAIK®V aoBEV@Y UE
guaioBnTo oTnv nAativa unotponiddovta udin-
AoU BaBuol kakonBeiag enBnAIakd KapKivo
TV WoBNKWOY, TWV Waywywv N npworonadn
. KOPKIVO TOU MEPITOVAIOU, Ol OMOIEC EN@AVi-
‘ {ouv avTanokpion (MANPN N UEPIKN) GE XNUEID-
Bepaneia pe Baon tnv nAArtiva.
To LYNPARZA ot ouvduaoud pe uneBaaifou-
PAUnN evasikvuTal yIa TN:
®0epaneia cuvTApnong evihikov aoBevay pe  IRMGRLEEIZlelgiallek
npoxwpnuévo (aradiou Il kai IV katd FIGO) RREAleri=rSleilehil {glF-lelolgAleRMVIR el -10 )3
uinAou BaBuol kakorBeiag MBNNIAKS KapKi- TV aoBevmv xwpic eEEAIEN TR véoou
VO TV WOBNKWY, TRV waywywy 1 npwronadn oT1a 3 Xxpovia £vavTl 27% OTO OKEAOC EIKOVIKOU
KAPKIvo TOu NEPITOVAIOU, OI ONOIES EppaviCouy PAPUAKOU, (HR = 0.30; 95% Cl: 0.23-0.4T; P<0.0001) 2

avranokpion (MAnpn f YepIKn) ENETA and Tnv . : ) .
e e R AT e e n Rl 2 70% Leiwon Tou KIvBUVou eEENIENG TNG VOOOU

ypauuic ue Baon Tnv nhaTiva os cuvdUacUo rn Bavarou '
UE pNEBaCICOUpGUNN KAl TV ONOIWY O KAPKi- Y€ OUVBUAOUO WE UNERACIZoupann:
VoG oXeTideTal Ye BeTIKA KATAGTAON AVENGP- © 3 xp6via MPFS oTic HRDS+a0BEVEIC LE KAPKIVO

KEIAC opdAoyou avacuvduaopol (HRD) nou i . . :
opiZeTal ite and YeTGARGEN Tev BRCAY/2 kai/ ; " 72 wivec oraoKeNoc IYNPARZAHIRER amioupiiinn
2 < , A EvavT 17,7 UNviv 0To OKEAOG EIKOVIKOU Gapuakou+pneBaciZoutdunng
€iTE ano yovISIuaTikA acTabela. (HR = 0.33; 95% CI: 0.25-0.45)F

AWGTE TNV EUKAIPIT OTIC VEOBIaYVWOBOEIGEG
aoBeveic pe Kapkivo woBnkwy, ENIPNKUVOVTAC
TO DIACTNHA EAEYXOU TNS VOOOU TOUG GE Xpovia'?®

€dMSD AstraZeneca

YedBuvog ouy nf

www.astrazeneca.gr
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H epywéns evowpatwon tns Kaivotopias otnv kAIvIKn npagn

S&BBato 3 AskeuBplou

2022

09:00-10:00 Ztoxeuon tou ALK kat ROS1
Mpoedpelo: Z. Agpipn, X. Zuvoyadog, X. NMavomoulog

09:00-09:20  AvaoTtoAeig tou ALK.

E.Z. Tputoddkn

09:20-09:40  AvaotoAeig tou ROS1. . ApSafavng-Aouképng

09:40-10:00  ulAtnon

10:00-11:30 No6oo pnopei va avoifel n ounpéda tng avocoBepaneiag
KaOwg Suvapwvel n katoyida tou kapkivou; (1)
Mpoedpelo: A. ABavaoladng, X. Avdpeadng, K. Towyapidag

10:00-10:30  Anti-PD1. . ITapotonovlou

10:30-11:00  Anti-PDL1.
11:00-11:30  Anti-CTLAA4.

11:30-12:00 AwdAsippa Kope

12:00-13:30 No6oo pnopei va avoifel n opnpéda tng avocobeparmneiog
KaBwg Suvapwvel n katatyida touv kapkivou ; (11)
Mpoedpeto: A. Bappakag, M. Koopidng, X. XpiotodouAou

12:00-12:30  ANTI-PD-1 & xnuetoBepareia.
12:30-13:00  ANTI-PD-1 & otoxeuTikn Beparmeia.
13:00-13:30  ANTI-PDL-1 og cuvSuacououg.

2. Nepoukidng

A. NaoKapakng

N. TooukaAdg
M. Apilou

N. Katocaolvng

13:30-15:00 AwaA€€erg
Mpoedpeio: N. Avdpoulakng, A. Kuptaoylou, A. Kwtodkng

13:30-14:00  Néol Bepareutikol 0pilovteg LEOW TOU SLTAOU
QVOOOQTTOKAELGHOU 0TnV 11 ypapur Tou petaotatikot MMKIT.

A. Naon

Sponsored by U Bristol Myers Squibb”

14:00-14:30  Néeg emAoy£C e TV avoooBepareia otnv oupodoxo KLOTH.

®. Koivng

Sponsored by Ul Bristol Myers Squibb

14:30-15:00  Theranostics 0Toug veupoevOOKPLVEIG OYKOUG.
15:00-16:15 MeonuBpvn Stakomr) - EAadpu yebpa
16:15-17:00 H otoxevon tou BRAF
Mpoebdpeilo: A. MatBaiog, A. NikoAdidn, M. ManakotoUAag
16:15-16:30  AvaotoAn tou BRAF oto pedavwpa.

16:30-16:45  AvaotoAn tou BRAF oto mayu.
16:45-17:00  TuZitnon

I. Manaviwviou

A. Kopoyiavvog

1. Toupkavtwvng
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S4BBaTo 3 AskeuBplou 2022

17:00-18:00 Kapkivog Tou mentikol cwAnva: éva petaBaAAopevo tomnio
Mpoedpelo: M. Kapapoiding, . Matoidkou, A. XpiotornoUAou

17:00-17:15  HavoooBeparmeia 0T KAPKIVWLOTO TOU AVWTEPOU TEMTIKOU.  N. XopaAaUmaKng
17:15-17:30  Xtoxevovtag FGFR2,3. I. Nanagoivng
17:30-17:45 IDH1 and IDH2. A. ZTPLUITAKOG
17:45-18:00  >ulAtnon

18:00-18:30 AwdAsiwupa Kodé

18:30-19:00  AwdAeén
Mpoebdpelo: A. Mektaoidng, A. Wuppn

H otoxeuvon twv KRAS MUTANT Oykwv. N. Motapait{iav

19:00-20:00 Aopudopikég SLaAEEeLg
Mpoedpelo: A. Baywwvag, A. Mradaloukog, I. Toupkaviwvng
19:00-19:30  Nedtepec oTOXEUOUOEC Bepareieg ot BepameuTikn
Staxeiplon acBevwy e MMKII pe evepyormololg LETOAAEELG
¢vBeonc oto g€ovio 20 Tou EGFR. A. lpipag

&
anssen oncols
Sponsored by J ) )ty

19:30-20:00  Neodtepeg e€ehi€elg otn Bepaneia tou yohayyelokapkivwpatos. . Maragoivng

Sponsored by ﬁ;ENESIS

20:00-21:30  H oTOXEUON TNG AYYELOYEVEONG
Mpoedpeio: E. FaAavn, N. Znpag, E. Atavog
MOoVOKAWVIKO QVTIOWUAT OTNV QYYELOYEVEDN OE TIOLEG VOOOUG QITOTEAEL 1ON
Baoikn ouviotwoa

20:00-20:20  Bevacizumab. N. Kanoéiotplag
20:20-20:40  Aflibercept. K. Mepdikapn
20:40-21:00  Nintetanib. N. XoAng
21:00-21:20  Cabozantinib /Regorafenib. 2. TaAayavn

21:20-21:30  fulAtnon




BIOKOXMOX

RADIOPHARMACEUTICALS

LUTATHERA®

Lutetium ("""Lu) oxodotreotide

FOR GASTROENTEROPANCREATIC NEUROENDOCRINE TUMORS (GEP-NETS)

POWER AGAINST PROGRESSION

RNl Advanced Accelerator Applications

Accelerator IEPIVITERVETY

BUIEEl 01530 Sainfs Genis Pouilly
ANovartisCompany  France

Lty 03/05/22



Ano

XnueioBepaneio felaliilelelle]y

H epywéns evowpatwon tns Kaivotopias otnv kAIvIKn npagn Z'[C')XEUO N
z 7
UMHETEXOVTES
ATTEAAKH ZOQIA KaBnyntpla MaboAoyikrg Oykoloyiag, Maboloyikn-

Oykoloyikn KAwikn, M.F.N. HpakAeiou, Epyactrplo
Metadpaotikrg Oykoloylag, Mavemiotn o Kpntng

AAAM XPIZTINA NoonAeutpta ME,BSc, PhD(c), M.A.O.N.A. «O Aylog
2appag»

AOANAZIAAHZ AOANAZIOZ MaBoAoyog-OykoAoyog, Zuvtoviotrg AleuBuvtng, Tunua
MaBoloyiknc Oykohoyiag, I.N. Adploag

ANAPEAAHZ XAPAAAMMNOZ MaBoloyog-Oykohoyog, AteuBuvtic, I Tunpa KAWIKAG
Oykoloyiag-XnueloBeparmeiog, A.N.O. «Osayevelon»

ANAPOYAAKHZ NIKOAAOZ MaBoAdyog-OykoAoyoc, ZuvtovioTthg AleuBuvTng,
Oykoloytko Tunua, I.N. HpakAeiou «BeviZéhelon»

APAABANHZ AANEZANAPOZ MaBoAoyog-OykoAoyog, AleuBuvTrG-EmoTNLOVIKOG

YrteuBuvog, A’ MaboAoyikn-Oykoloyikr) KAwikn,
I.A.O.N.A. «O Aylog ZapRag»
APAABANHZ-AOYKEPHZ FEPAZIMOZ ESikeuopevog Maboloyiag, I OykoAoytkr) KAwikn,
.O.N.K. «Ot Aytot Avapyupol»
BATIQNAZ ANAZTAZIOZ MD, MSc, PhDc, MaBoAoyog-Oykohoyog, AteuBuvtrg
E.2Y., EmotnovIKOC Zuvepydtng, MveuOVoloyLKn
KAwikr) A.M.O., T.N. «I. MamavikoAdou»

BAMBAKAZ AAMIMPOZ MaBoAdyog-Oykoloyoc, AleuBuvtrg E.ZY., Maboloyikn-
Oykoloyikn KAwikn, M.M.N. HpakAelou

BAPOAAITHZ IQANNHZ MaBoAoyog-OykoAoyog - Aolpuwélohoyog, AteuBuvtng, A’
Oykoloyikn KAwikr, «Eppikog Ntuvav» Hospital Center

BAIAAMATZHZ MIXAAHZ MD, PhD, NaBoAdyog-OykoAdyog, EMLoTNHOVIKA Kot

Atowkntika YrievbBuvoc, Oykoloyikr KAwikr, I.N.A. «O
EvayyeAopog» - MoAUKAWVLIKE

BEPOZ XPH:TOZ MD, MSc, Eldikeuopevog NMaboloyikrg OykoAoylag, A’
MaBoloyiko-Oykohoyko Tunua, MA.O.N.A. «O Aylog
2apBoag»

FTANANH EAENH MD, PhD, NMaBoAoyog-Oykohoyog, Av. AtevBuvipla, B'
Oykohoyikn KAwikr, Nocokopeio «Metropolitan»

TEQPTANTA XAPIKAEIA MD, PhD, MaBoAdyog-OykoAoyog, Zuvepyatng, latplko
Kévtpo M. ®aAnpou, Nuvaikohoytkn KAwikr, «PEA,
ABrva

TKOrKA EAENH Maboldyoc-Oykoloyoc, Kabnyntptla Maboloyiag-
Oykoloyiag, latpikr ZxoAn, E.K.M.A., A" MaboAoyikn
KAwikn, M.F.NLA. «Aaiko»

TKOYBEPHZ NANATIQTHZ MaBoAoyog-Oykoloyoc, EmpeAntic A, B” Maboloyikn
KAwikn, MA.O.N.A. «O Aylog 2aBBag»
TPIBAZ ANAZTAZIOZ Maboldyog-Oykoloyoc, EmpeAntic A, B' Maboloyikr-

Oykoloyikn KAwikr - Movada Metapdoyeuong,
[.A.O.N.A. «O Aylog 2aBpag»
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AEMIPH 2TAMATINA
AEZZEZ NIKOAAOZ

AIONYZOMNOYAOZ AHMHTPIOZ

APIZOY MAPIA

EMMANOYHAIAHZ XPHZTOZ

ZATOYPH ®NQPA

ZHPAZ NIKONAOZ

ZYNHZ AHMOZOENH2
OEOXAPH MAPIA
KAMOAIZTPIAZ NIKOAAOZ
KAPAMOYZHz MIXAHA
KATZAOYNHZ NANATIQTHZ

KOINHZ ®IAINNOL

KOKKAAH ZTEDANIA

KOPOTIANNOZ AOANAZzIOZ
KOzZMIAHZ MNAPI2

KOYAOYAIAZ BAZIAEIOZ

KOYMAPIANOY ANNA

MaBoAdyog-Oykoloyoc, AteuBuvtpla, B' Maboloyiko
OykoAoy o Turua, MNA.0.N.A. «O Aylog 2aBpag»

MaBoAoyog-Oykoloyog, AteuBuvtng, A’ Maboloyikn-
Oykoloyikn KAwikn, I.A.O.N.A. «O Aylog ZapRag»

MD, PhD, NMaBohdyog-OykoAdyog, ErpeAntrg A, KAwvikn
MaBoloyikric Oykohoyiag, A.M.0., I.N.O.
«Mamayewpylou»

MaBoAoyog-Oykohoyog, B” Oykohoyikr KAWLKN,
Noocokopeio «Metropolitan»

MaBoAoyog-Oykoloyog, Mpwnv Av. KaBnyntng
Maverotnuiov UCLA, AtaBaikavikd Kévipo
@eocoalovikng

Av. KaBnyntpla E.K.M.A., Maboloyoc-Oykohdyog,
Oepameutiki KAwikn, M.N.A. «AAeEAVEpa»

MD, PhD, NMaBoAoyog-OykoAdyog, AteuBuvtng, KAWLk
«PEA», K. Melpatd «Immokpdtng», Mpdedpog EAANVIKAC
Etatpelag NevpoevSokplvwv Oykwy

MD, PhD, MaBoAdyog-OykoAdyog, EmpeAntng, A’
Oykoloyikn KAwikr, Noookopeio «lacw»
MaBoAoyog-Oykoloyoc, EmpeAntpla A’ A’ Mabohoyikn
KAwikn, M.FNLA. «Aaiko»

MaBoAdyog-Oykoloyoc, PhD, EmpueAntrg B’, Oykohoyikod
Tunua, M.r.N. Natpwy

MaBoAdyog-OykoAoyoc, Kabnyntrg, latptkr) XxoAn,
E.K.ITA.

MaBoAoyog-Oykoloyog, A" OykoAoyikr KAwLKN,
«Metropolitan General»

Emikoupoc KaBnyntric Maboloyiag-Oykoloyiag, latpikn
YXoAn, Mavemotiuo Oeocaliag, Oykoloyikr KAWL,
M.F.N. Adploag

MD, MSc, NMaBoAoyog-OykoAdyog, Emuerntola B, B
MaBoloyikn KAwikn kat Opwvupo Epyactrplo, latpikn
YxoAn, E.K.M.A., T.N.A. «Immokpdtelo»
MaBoAdyog-OykoAoyog

MaBoldyog-Oykoloyoc, AteuBuvtng, B' Maboloyikn-
Oykoloyikn KAwikr, Noookopeio «Yyeio»

KaBnyntrig AktivoBepameutikng Oykohoylag, latpikn
2xoAn E.K.M.A., B" Epyaotriplo Aktvoloyiag, Movada
AktwvoBepareiag, M.I.N. «ATTikOv», Mpoedpog EAANVIKAC
Etatpeiag AktivoBeparmeutikr)g Oykoloyiag

MD, PhD, AleuBuvtpla E.2Y., MaboAdyoc-Oykohoyog,
Atplatohoyikn-Oykoloyikn Movada, A’ Mavemotnuakn
MaBoAoyikr KAwikn, M.I.N «ATTIKOV»
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KOYTPAZ AITENOZ

KYPIAZOIAOY ANAZTAZIOZ

KQTZAKHZ AGANAZIOZ

KQTZIONOYAOZ INANNHZ

ANAMMPOAHMOY FEQPTIA

NAZKAPAKHZ ANOzZTOAOZ

AIANOZ EYAITEAOZ

MATITOY EANIAA

MAPATKOZ XAPINAOZ

MAPATKOYAH EAENH

MATOAIOZ AHMHTPIOZ

MATZIAKOY OQTEINH

MMNAAAOYPA OATA
MMNAPMMNOYNHZ BAZIAEIOZ

MMNA®AAOYKOZ AHMHTPIOZ

MMNOYKOBINAZ IQANNHZ

MMOYTHZ ANAZTAZIOZ

NAZH AEZNOINA

NAZIOYNAZ TEQPTIOZ

NIKOAATAH AAAMANTIA

MaBoAoyog-Oykoloyoc, Av. KaBnyntnc MaboAoylag-
Oykoloytag, Maverotipto Matpwy, AleuBuvtng,
OykoAoyko Tunua, M.M.N. Natpwy

MD, PhD, MaBoAdyog-OykoAoyog, B’ Mponatdeutikn
MaBoloyikn KAwikn, M.I.N. «ATTIKOV»

KaBnyntric MaboAoyiac-Oykohoyiag, latpLkr) ZxoAn,
Mavenotruo Oecoahiag, AteuBuvtrg, Oykoloyikn
KAwikn, M.F.N. Adploag

Fevikog Mpappatéag Ymoupyelou Yyeiog
MaboAdyog-Oykoloyoc, AteuBuvtpla E.ZY., T.N. Adploag
MaBoAdyog-Oykoldyoc MD, MSc, AleuBuvtrg,
OykoAoyLko Tunpa kat Kévtpo KAwikwv Mehetwy, latpkod
Kévtpo ABnvwv

MaBoAoyog-Oykoloyoc, EmpeAntig A, NMaboloyko-
Oykoloytko Tunua, E.AN.M. «Metaga»

Ewdko¢ Maboloyoc-Oykohdyog, Emuertpla B, A’
MaBoloyiko-Oykohoyko Tunua, MA.O.N.A. «O Aylog
2aBPag»

MaBoAoyog-Oykoloyoc, A’ Maboloyikr-Oykoloyikn
KAwikn, T.A.O.N.A. «O Aylog ZaBBag»
MaBoAoyog-Oykoroyog, A' MaboAoyikr) KAwikn, I.N.
TpKAAWY

MD, MSc, PhD, MaBoAdyog-Oykoloyoc, Emotnovikog
YrnieUBuvog, Movada XnueloBepareiag, Oykoloyko
Tunua, I.N. Podou

MaBoAoyog-Oykoloyog, AleuBuvtpla E.2Y., OykoAoyLkn
Movada, I.N.A. «ITmokpAteLlo»

Mpdedpog A.3. - Aowkntig, I.A.O.N.A. «O Aylog 2aBRag»
MaBoAdyoc-Oykoloyoc, AteuBuvtrg, E” OykohoyLkn
KAk, Noookopeio «lacw»

Opotpog Kabnyntrg Mavemotnuiov A. ATTIKAG,
AteuBuvtng, A’ Oykoloyikn KAwikr, Noookopeio
«Metropolitan»

MD, PhD, MaBoAdyog-OykoAdyog, EMLoTnUOVIKOG
YrieUBuvog, Oykohoyikr) Movada, «BLOKALVIKA»
@eooalovikng

MaBoAoyog-Oykoloyoc, AleuBuvtng E.ZY., A.N.O.
«OeayEVeLO»

Maboldyoc-Oykoloyoc, Empehntpla B, B’ Maboloyikr)-
Oykoloyikn KAwikn, I.O.N.K. «OL Aytot Avapyupol»

PhD, Moplakdg BloAdyog, Emotnpovikog AleuBuvtrg
Genekor A.E.

MaBoAoyog-Oykoloyoc, Av. AteuBuvtpla, Oykoloyikn
KAwikny, Nocokopeio «Mntepa»
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NIKOAAQOY MIXAAHZ

ZYNOrANOz zNYPIAQN

NArQNH MATINA

NANOMOYAOZ XPHZTOZ

NAMNAAHMHTPIOY APIZTOTEAHZ

NAMAAONOYAOZ TEQPTIOZ

NANAAOMNOYAOZ MANATIQTHZ

MAMAKOTOYAAZ NAYAOZ
NAMANTQNIOY IQANNHE
MAMNAZOINHE FEQPrOZ

NEKTAZIAHZ AHMHTPIOZ

NEPTANTAZ NIKOAAOZ
NEPAIKAPH KQNZTANTINA

NEPOYKIAHZ 2TAYPOZ

MNIZZAKAZ FEQPI10z

NIZTAMAATZIAN NIKOAAOZ
2AMANTAZ ENAMEINQNAAZ

ZAMENHZ TEQPTIOZ

MaBoAoyog-Oykoloyoc, EmpeAntig B, A’ Mabohoyikn-
Oykohoyikn KAwikr, T.A.0.N.A. «O Aytog ZaBBac»

MD, PhD, MaBoldyog-OykoAhdyog, Ateubuvtnc, E.A.N.T.
«Metaga»

Juvtoviotpla AlevBuvtpla, " MabBoloyikn KAwikn, F.N.A.
«I. Fevvnuatag», Emotnuovika Yrieubuvn Autdaluikou
latpeiou, I.N.A. «I. Tevwnuatdg», Mpodedpog
Emotnpovikol Zuppouiiou T.N.A. «I. Tevwwnuatdagy,
Mpoedpog A.Z. Etatpelag Maboloylag EANGSOG (E.M.E.),
Mpoedpog Avwtatou MetBapxikoL M.1.2., Mpodedpog
EINAN, Avtutpoedpoc OENTE

MaboAdyoc-Oykoloyoc, AteuBuvtrg, OykoAoyikd TUAUQ,
«EUpWKAWVLKN» ABNVWY

Eruokémnng Yyelag MSc, Wuyohoyog BSc, NoonAeutrg
Erutrpnong Aotpwéewv-ENA, T.A.O.N.A. «O Aylog ZapRac»

MaBoAoyog-OykoAoyoc, Emotnovikog Zuvepyatng, B’
Oykohoyikny KAwikr, «Eppikog Ntuvav» Hospital Center

MaboAdyog-Oykoloyoc, AteuBuvtrg, OykoAoytkr) KAwikn,
Nautikd Noookopeio ABnvwy

MaBoAdyoc-Oykoldyog, AteuBuvtrc, A’ XnUeLoBepaEUTIKO-
OykoAoytko Tunua, A.N.O. «Osayevelo»

MupnVIKOG laTpog, ETKoupLkog EMUEANTG, TUnua
Mupnvikig latpikng, M.N.A. «AAeEavdpa»

MaBoAdyog-Oykoloyoc, EmpeAntric B, B’ Maboloyikn
KAwikr), T.A.O.N.A. «O Aytoc SaBBac»

Oupotipog Kabnyntng, latpikr ZxoAn, E.K.M.A.,
AteuBuvtng, I OykoAoyikod Tunua, «Eppikog Ntuvav»
Hospital Center

MaBoAoyog-Oykoloyog, AteuBuvtng, A’ Maboloyikn-
Oykohoyikn KAwikr, T.A.0.N.A. «O Aytog ZaBBac»

Ewdikeuopevn Maboloyiag, A” Maboloyikr-Oykoloyikn
KAwikr), T.A.O.N.A. «O Aytoc SaBBac»

MD, MSc, PhD, MaBoAdyog-OykoAoyog, YrieuBuvog,
OykoAoyLko Tunua, Mevikod Mavapkadikd Nocokouelo
TpirmoAng

AktvoBeparmeutrc-OykoAdyog, ZUVToVLoTN G AleuBuvtr|g,
Tunua AktivoBepameutikng Oykohoylag, I.N.A.
«AAeEavEpar

MD, PhD, NMaBoAdyog-OykoAoyog, ETUeANTNG,
Oykohoyikn KAwikr, «Mntépa»
Maboldyoc-Oykoloyoc, AteuBuvtrg, B” Oykoloyikn
KAwikr, Noookopelo «Metropolitan»

MaBoAoyoc-Oykoloyoc, Emotnuovika Yriebbuvog,
AteuBuvtng, Oykoloyikry Movada, I.N.A. «ITtokpAaTeLo»,
Mpoedpog EAANVLIKNG Kat AleBvoug Etalpeiag Moplaka
YTOXEUEVWY EEQTOMIKEUUEVWY OEPATIELWY
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ZAPIAAKH ZAXAPENIA MD, PhD, MaBoAoyoc-Oykohoyog, Mpdedpoc Etalpeiag
OykoAoywv MaBoAoywv EANGSag (E.O.M.E.), AteuBuvTpLa,
A" Oykohoyikr) KAwikr), Noookopeio «Metropolitan»
ABnva, Emotnuovikog YriebBuvog, Oykohoyiko Tunua,
«ACKANTILOG Alayvwolg», HpdkAelo Kprtng

ITAMATOMNOYAOQOY Z00DIA MaBoAoyog-Oykohoyog, " OykoAoyikr KAWLk,
«Metropolitan» Hospital

ITEQANOY AHMHTPA MaBoAoyog-Oykoloyog, EmpueAntpla B E.ZY., M.I.N.A.
«AAKO»

ITPIMMNAKOZ AAEZI0Z MRCP, PhD, MaBoAdyog-Oykoloyog, AteuBuvtng, E’
MaBoloyikn-OykoAoyikr KAwikn, Nocokopeio «Yyeia»

IYMEQNIAHZ AAYIA MD, MSC, PhD, MaBoAoyoc-Oykohoyog, EmeAntnig A', B'
Oykoloyikn KAwikr, Metropolitan General Hospital

TANATANH ZODIA Eldwkeuopevn Mabohoyikng Oykohoyiag, A.O.N.A. «O
AyLo¢ 2aBBac»

TZOBAPAZ ANEEANAPOZ PhD, NaBoAdyog-Oykoloyog, Emipuentrg B, A’
MaBoloyikn-OykoAoyikn KAwikn, TA.O.N.A. «O Aylog
2aBPag»

TOYPKANTQNHZ IQANNHZ MD, MSc, PhD, NMaBoAdyog-OykoAoyog, EmtipueAntng B, B
MaBohoyikni-Oykoloyikr KAwikr, M.A.O.N.A. «O Aylog
YaBBac»

TPINOAAKH EAAH-ZODIA MD, PhD, MaBoAdyog-OykoAoyog, A' Maboloyikn-

Oykohoyikn KAwikr, T.A.0.N.A. «O Aytog ZaBBag»

TPYDOQNOMNOYAOZ AHMHTPIOZ MaBoAoyog-Oykoloyog, AteuBuvtng, B’ Maboloyikn-
Oykoloyikn KAwikn, I.A.O.N.A. «O Aylog 2apRag»

TZIATAZ MAPINOZ MD, PhD, BSc, MaBoAdyoc-Oykohdyog, latpikd Kévipo
ABnvwy, Zuvtoviotrg Ouadag Avooo-Oykoloyiag HeCOG

TZITAPIAAZ KONITANTINOZ MaBoloyog-Oykohoyog, Av. AteuBuvtnc, E” Oykoloyikn
KAk, Nocokopeio «Yyela»

TZOYKAAAZ NIKOAAOZ MD, MSc, PhD, MaBoAdyog-OykoAoyog, MSc

BlomAnpodoptikn, Av. AleuBuvtrg, Oykohoyikr KAwLKN
401 I.2.N.A., Emiotnuovikog uvepydtng, Noookopeio
«Eppkog NTuvavy», ABriva

XAPANAMMNAKHZ NIKOAAOZ MD, PhD, NMaBoAdyog-OykoAdyog, EmueAntrg B,
MaBoloyiko-Oykohoyko Tunua, E.A.N.M. «Meta&a»

XOAHZ NIKOAAOZ Edikeuopevog Maboloyikng Oykohoyiag, A' Maboloyikn-
Oykohoyikn KAwikr, T.A.0.N.A. «O Aytog ZaBBac»

XPIZTOAOYAOY XPH:ITOZ MaBoAdyoc-Oykoloyoc, AteuBuvtrg, B” Oykoloyikn
KAwikn, Nocokopelo «Metropolitan»

XPIZTOMOYAOY AGHNA MaBoAoyoc-Oykoloyoc, AteuBUvtpla E.2Y., Movada

XnuewoBepamelag, I.N. Matpwy, ASAKTWP, laTELKA ZXOAN,
MavemotiuLo MNatpwy

WYPPH AMANTA KaBnyntpla MNaboloyiac-Oykoloyiag, E.K.M.A.,
AteuBuvtpla, B' Mpomatdeutikn Madoloyikn KAk,
M.I.N. «ATTIKOV»
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[evikés [TAnpopopies

Opyavwon
EAAnvikr Oykoloyikr) Exkmaidevon kat Mpaén (EA.O.E.NM.)

Ze ocuvepyaoia pe:

o A’ NMaBoAoyiko-Oykoloykd Tunua, MNA.O.N.A. «O Aylo¢ aBBag»
e lvotitouto Moplakng latpikng kat Bloiatpikng Epeuvag (IMBE)

o Tunua AktivoBeparmneutikig Oykoloyiag, I.N.A. «ANe€avEpa»

e latpikn Etalpeia Epguvag kat Ekmaideuong

Yno tnv awyida:
Etatpeio OykoAoywv MaboAoywv EAAGdSag (E.O.M.E.)

Huepounvia dieaywyng
2-3 AekepBplou 2022

Tomnog Ate§aywyng
Athenaeum Intercontinental
Newd. Avépéa Suyypol 89-93
A6rva 117 45

Eyvpadég
H eyypadr oto Zuvédplo eival Swpedv. H mapakoAoVOnon EMITPEMETAL LOVO OE €MAYYEALATIE
UYELOG KL OE TIPOTITUXLAKOU G-UETATTUXLAKOUG POLTNTEG.

08nyisg dpuokn napakoAoOnong:
JTOUG CUMMETEXOVTEG Ba otaAel nAektpoviko badge (barcode), To omoio Ba mpémeL va okavapouv
KaTA TNV €l0060 KaL €£060 Toug otnv aibouca.

0&nyieg Aadiktuakng MapakoAovOnong

Eav eloaote véog xpriotng mapakaAoU e akoAouBnote tn Sladikacia Snpoupylag Aoyoaplacol
cuumAnpwvovtag ta anapaitnta nedia oto www.livemed.gr (matrote oto medio
Register/Eyypadr). H dnuoupyia Aoyaplaopol sivol Swpedv Kal UTMOXPEWTIKA yla TNV
napakohoUBOnon Twv opAlwy. Eav €xete ndn Aoyaplacuo oto Livemed xpnoLUOMOLGTE TOUG
Kw&1koUG oag yla va cuvdebeite, emhé€te tnv katnyopla Live kot to cuvédplo ou BéNeTe va
TopaKOAOUBNCETE KAl OTN CUVEXELA TO £lKOViSLO Go Live ) Go Virtual.

3TN cuvéxela yla vo. ouvdeBeite pe tnv aibouoa, eMAEYETE Ao TO HEVOU TIOU
eudaviletal oto KATW HEPOC TNG 000vVNG oag, tnv «AiBouvoa ZuvedpLdcewv»

Eav oag evlladEpel va apaldBete miotomolntikd mapakololBnong, Ba mpémnet va
TIPOYHLOTOTIOLA OETE TNV £yypadn oag oTo ZepvApLo péow tng Etkovikng Mpapparteiog,
TIOTWVTAG TO avtioTtol o elkovidio «Eyypadn», wote va apxioel va kataypddetat o
XPOVOC.
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Mopla Zuvexilopevng latpikng Eknaideuong
JUpdwva pe ta kpttipla tg EACCME-UEMS Ba xopnynBouv Mopla ZuvexL{opevng latpikng
Exnaibevong (CME-CPD credits).

NapaAaPn MotonotnTikov
To mioTomonTko mapakoAoVOnong Ba oTtalel LETA TO MEPAG TWV EPYACLWV TOU Zuvedpiou oe
000UC¢ oUVESPOUC £XOUV KAVEL gyypadr. Arapaitntn mpoindbeon yia tnv nmapalaBr tou
TUOTOTIOLNTLKOU TtapakoAoUBnong eival n cUUMANPWON TOUAGXLOTOV ToU 60% TWV GUVOALKWVY
WPWV TOU ETLOTNLOVLKOU TIPOYPAMMATOS KoL N NAEKTPOVLKE) GUUTIARPWGCN TOU EpWTNMATOAOYIOU
aloAoynong tou cuvedpiou.

O aplBuoéc Moplwv Zuvexlopevng latpikng Ekmaideuong (CME-CPD), Ba umtoAoylotel BAceL Tou
XpOvou mapakoAouBnong mou Ba kataypadel otnv mAatpoppa livemed yia dooug €xouv
SLaSIKTUAKK) TTOPOUGLA KOl 0TO CUOTNHO KATAUETPNONG 0TnV (0080 tN¢ aibouoag ya 66oug
€xouv duoikn mapouaia.

lpaupateio E.T.S. Events & Travel Solutions A.E.
EA. Bevilélou 154, 17122 N. Zudpvn, TnA.: 210- 98 80 032
@FMW & Trevel souvone  @ag: 210-98 81 303 e E-mail: ets@otenet.gr, ets@events.gr
Website: www.events.gr

ArnayopeUeTaL pnta n avarapaywyn, avadnuooieuan, aviypaen, anodrkevon, nwinan, uetadoan, Stavour,
£kboon, ektérean, ArjYn (download), uetappaon, tporonoinan Ue omtoLovVENTTOTE TPOTTO, XWPIG TN PNTI) TTPONYOUUEVN
gyypapn ouvaiveon tng Etaipiag, Tou cuvoAou 1 UEPOUG TOU TiEPLEXOUEVOU ToU lMpoypduuatos. H E.T.S. Events &
Travel Solutions emLpUAGOOETAL PNTWE TTAVTOC VOUIUOU SLKALWUATOG TNG yla TN SLapuAaén twv SIKUWUATWY
TIVEUUATLKIG Kot Blopunyavikng tdloktnoiag. Ma avaAutikotepes mAnpopopies entokepVeite To www.events.gr.
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IYNTATOTPAQIKEL

- TRODELVY'Y

TIAHPO®OPIEE
sacituzumab govitecan ¥ To gappake dUveTERel LG -
NS - T

Autd Ba emmpéer To ypryopo
npocdiopopo vEwy minpopopuiv acpaheiag, Znteital and Toug enayyeApatisg
uyelag va avagépouv omoleadrijmote mBbavoloyoUpEvEC avemBULINTEG EVEPYEIEC.
BA. napaypapo AvemBipnTeC EVEpYEIEC Yia Tov TpOTO avapopag avemBupnTwy
evepyewy. ONOMAZIA TOY ®APMAKEYTIKOY MPOIONTOL: Trodelvy 200 mg
KOVIC yia TTUKVO OKeUaopia yia napackewr) SlaAuparog npoc éyxuarn. NOIOTIKH
KAI MOZOTIKH ZYNGEZH: Eva qiakidio pe kévi nepiéyel 200 mg sacituzumab
govitecan. Meta tnv avaclotaor, éva ml Siwahopatog nepigxel 10 mg
sacituzumab govitecan. To sacituzumab govitecan givai éva aulguypa avriod-
parog-gpapudkou (ADC) nou otpéperar kara Tou Trop -2. To sacituzumab eivat
£va avBpwnonomnpévo povokMoviko avtiowpta (hRS7 1gG 1) nou avayvwpile to
Trop -2.To pikpo popio SN-38 sival évag avaatohéag Tonmoicopepaang |, To omoio
OuvOEETaL OHOIOTOAIKA HE TO avTiowpa Péow evog ouvETn kavol va uSpolu-
Bei. Nepinou 7-8 popia SN-38 eival ouvdedepéva pe kaBe PopIo Tou avTicwpa-
To¢. KAINIKEZ MAHPO®OPIEL: @epanmeuTikéc evdeifeic: To Trodelvy we povo-
Bepaneia evBeikvutan yia tn Bepanela evijhikwy acBeviv pe aveyyelpnto f
HETAOTATIKG TPIMAG apviTikd Kapkivo Tou pactold (mTNBC), o1 onociot éxouv Aa-
Be1 Suo ) neplocoTEPEC MpenyoUlEVES cuaTnuaTiké, Bepanciec, cupnepthapfa-
vopévng Touhayiotov piag ef autiiv yia npaywpnpévn vooo. Aocchoyia kat
Tpomog xoprynong To Trodelvy npéne va ouviayoypageital kai va xophyeitat
aToug acBevelC povo and enayyeAlaTie LyEiag e EPMEPia oTn Xprion avTikap-
kivikwy Bepanewy kai va xopnyeital oe mepipaiiov onou eivan SiaBéaipog TAR-
pi¢ bonhiopog avavnyng. Aogoloyia: H ouviatdpevn doorn Tou sacituzumab
govitecan eival 10 mg/kg owparikot fapoug xopnyeUpevn we evdophéia yyu-
on pia popa v efdopada v Huépa 1 kai iy Huépa 8 twy kikhwv Bepaneiag
21 nuepwv. H Bepaneia Ba npémel va cuvexioTei péxpl Ty eppavion npoddou
e vooou 1y pn anodextric Tofikatnrag. Avrevdeifeig: Ynepevaiofinoia otn
Spaotikr oueiar ot karolo and 1a ékdoxa. Ei8iké mposiBomoIfoeig kai mpo-
puhaeg kard Ty xpron: lyvnlaowotnta: Mpokepévou va Bektiwbei n iyvnia-
QATNTA TwY BIOAOYIKWY QOPHAKEUTIKWY TROIGVTWY, T0 6Vopa Kai o apiBudg
napTidag Tou YepnyoUPEVOU GapparKey TIPETTEl va KataypageTal pe aagpriveia,
QOubeteponevia: To sacituzumab govitecan pnopei va npokahéoer cofapn n
aneldnTiki yia n wii oudeteponevia (BA. napaypagpo AvemBuunteg evépyeiec).
To sacituzumab govitecan dev Ba mpénet va yoprysitai eav o andhutog apiBpce
ouSEeTepSPINWY Eival kdtw and 1.500/mm’ tnv Huépa 1 oncioudrinote kikhou n
eav o apibuog Twv oubetepopilwv eivar katw and 1.000/mm? v Hpgpa 8
omotoudrinote kikhou. fNa Tov Adyo auts, guviotéral va mapakolouBeital To
nAfpeg alpodidypappa Twv acBeviv onwe evbelkvutal kAvika kara tn Sidpketa
¢ Bepaneiac. To sacituzumab govitecan dev Ba npénel va yopnyeital oe nepi-
WO OUBETEPONEVIKOU TUPETOU. BEpantia pe Mapayovta SiEyeparn anoikiby
KOKKIOKUTTapwY kal Tpononoinoeig tne Sdang pnopel va anarrnbioiv Aoyw co-
Bapric oubereponeviag (BA. napaypago AvemBuunreg evépyeie). Adppoa: To
sacituzumab govitecan pmopsi va mpokahéael aofapr] Siappoia (BA. napdaypa-
o AvemBounreg evépyeiec). To sacituzumab govitecan Sev Ba npénei va yopnyei-
Taloe nepintwon Siappotag Babpov 3-4 kara Tr) xpovikn oTiyur TG npoypagpa-
Tiopévr Bepansiag ka n) Bepaneia Ba mpénel va cuveIOTEl GVo GTav uNapéel
anobpopr o BaBupou < 1 (BA. napaypapo AvemBiurnrec evépyeiec). Kata v
evaptn g diappoiag, kal epdoov Sev unopei va avayvwpiotei Acipmdeg aitio,
Ba npénel va Eekiviioel Bepaneia pe honepapidn. Evbéxetai emiong va epappo-
oTobv Mpoobeta UNOOTNPIKTIKA HETPA (LY. UNOKATAGTAGH UYPWV Kat NAEKTPO-
Ahutav) onwe evdeikvutal khivika. O1 aoBeveic mouv napouoialouy unepfolikn
¥ohwepyikr anokpion otn Bepaneia pe sacituzumab govitecan (m.y. koihiakolg
puikoug onacpolc, Sidppoia, oieAdppoia kAn.) propoly va Mafouv katdhhnin
Bepaneia (ny. arpomivn) yia tig endueveg Bepaneieg pe sacituzumab govitecan.
YnepsuaigBnala: To sacituzumab govitecan pnopei va mpokahéoer cofapry kat
anethnTik yia ) {wr) unepevaiaBnoia (P napaypapo AvemBoipnTe evépyeleg).
Avaguhaktikée avnidpaoelg éxouv naparnpnfel oe kAwikéc SoKipéC HE TO
sacituzumab govitecan kai n xprion Tou sacituzumab govitecan avrevdeikvutal
ot aoBeveiq pe yvwotr unepevaicBnoia oto sacituzumab govitecan (PA. mapd-
ypago Avrevdeiler). Na toug aoBeveic mou Aapfavouv sacituzumab govitecan
TUVISTATaI aywyl) TIpo TNC £yxuang, N onola Ba mepihapPdver avtimupenixa, H1
kai H2 anokhewotég 1) koprikooteposdn (nx. 50 mg uSpokopulovng rj 1oodiva-
pou, amod aropareg 1 evdoghePiug). Ot acBeveic Ba mpénel va napakolouBou-
VTal gTeVd yia axeTICOPEVES JE TNV £yXuon avTiGpaoeic Kata Tr Sipkeia kabe
Eyxuorng Tou sacituzumab govitecan kat yia TouMdyiotov 30 Aemtd pHetd and tnv
ohoxhripwon kabe éyyuone. O pubudg éyxuong tou sacituzumab govitecan 8a
npémelva peiwbei 1y ) éyyuan va Siakonsl av o aabevig eppavics pia oxeTio-
pevn pe Tv éyxuon avtidpaon. To sacituzumab govitecan Ba mpénel va Siakd-
TTETAH OPIOTIKA EQV TAPOUOIATTOUV OXeTI(OPEVEG HE TNV EyXuon aviidpdoelg
nou gival ansiAnTikée yia Ty {wrj. Nautia kai épetog: To sacituzumab govitecan
elval epetoyovo (BA. mapaypago AvemBuiunTe; evépyetee). MpoAnmiki avnepetkn)
aywyn pe duo 1 ipiapapuakeuTkampoiovia (my. deapeBalovn pe évav aviayumoT) wv
unodoyéwv g S-ubpofutpumapivng 3 [5-HT3] i e évav avtaywvioTr| Twy umodo-
Xéwv g veupokwvivnc-1 [NK-1] kaBug kai pe GAAa pappakeuTIka mpoidvia onwe
evOEiKvUTaY) CUVIOTATAN YIA TNV TPOANYIN TNC VaUTIaE Kal Tou EPETOU TTOU TTPOKG-
Aouvtal ano T ynpeioBepaneia (CINV). To sacituzumab govitecan Sev Ba mpénel
va xopnyn@ei oe mepimwaon vautiag BaBpov 3 1) epérou BaBpoo 3-4 kara
XPOVIKI] OTIYHn TN Mpoypappatiopévng xopriynone tng Bepaneiag kai n Bepa-
neia Ba MPENET va oUVEXIOTED PGVO pE TN AP TPGaBETWY UMOOTTPIKTIKWY JIE-
Tpwv drav undpéel anodpopr) as BaBpow < 1. Evdéyetar enion va epappootolv
nPOoBETa aVTIEMETIKG Kat GAAG UTTOOTTPIKTIKG METPa Onwe EVOEKRVUTAl KAVIKA.
e 6houg Toug acBeveic Ba mpénel va So8olv pappakeuTIkéa poidvTa tiou Ba ta
napouv padi oto anit Toug pe cageic odnyieg yia v poAnyn kai t Bepansia

TNE vauTiag Kal Tou epETow. Xpron o AoBEVEIC LIE eIV Gpgmqglérnmmg
UGT1A1:To SN-38 (to pikpopiopiakd Tpnpa Tou sacituzumab govitecan) petafo-
Alerar péow e ouptdvikig  SipwoPoyAUKOUPOVUNKNG  Tpavogepdong
(UGT1A1). Fevetikég mapahhayég Tou yowibiow UGTTAT énuwg To akAnispopgo
UGT1A1*28 obnyoulv ae peiwpévn ev{upiki dpaatnpiatnra tng UGT1A1. Atopa
mou givai opoaluya yia o alnAopoppo UGT1AT*28 mibavig Siatpéxouv avkn-
évo kivbuvo yia oubeteponevia, eumupeTn oubeTeponevia kal availia kal evbi-
xetai va Siarpéyouv avfnpévo kivbuvo ya ahheg avemBUpNTEG EVEPYELEC HETA
and v evapén tng Bepansiag pe sacituzumab govitecan (BA. napaypago Avem-
Bupnreg evépyeiec). Nepimou To 20% Tou Matpou mAnBucioy, To 10% Tou Aeukol
mAnBuopou kat te 2% Tou mAnBuopol g Avarohikric Aciag, eivatopduyo yia o
ahknAdpoppo UGTTA1%28. Ze opiopévoug minBuopog pmopei va eival mapovia
akha arMnAGpoppa PEwPEVNS SpaaTnpotnTag ekTog Tou UGT1A1#28. Ot aobfle-
veig pe yvwaoTr) pewpévn Aerroupyikotnta e UGT1A1 8anpéne va napakohou-
Bolvral oreva yia avemBounTeg evépyeiec, Otav n kataotaor) g UGTT1AT dev
elval yvwaTr, Sev anaeitan e€éraon kabg n avTipeT@mon Twv avemBupnTwy
EVEPYEIDY, oupnepthapBavopévuy Tpononomoewy e déong, Ba eivar idua yia
Ghoug toug acbeveic, Epppuikr] tofikdtnta: Me faon tov nxaviopo Spaong tou,
To sacituzumab govitecan pmopel va npokahéoel Tepatoyevean kavT) epPpuikn
Bvntétnta 6tav yopnysital oe pia éykuo yuvaika. To sacituzumab govitecan ne-
pLExet £va yovotofike ouotatiko, to SN-38, kal otoyeDEl Ta taxéwe diaipolpeva
KUTTapa. O1 £yKUEC YUVaiKeg Kal ol yuvalkeg Ot avanapaywyikr nhkia 8a mpéner
va evijpepuvovTal yia Tov SuvnTiko kivuve yia to épfipuo. H kataotaon eyku-
HOCUVNG TwV yuvaikwy P Suvatdtnta avanapaywyric Ba npénel va enaknBeve-
TaLTpIv ano v évapén Tou sacituzumab govitecan. Natpio: H nepartépw mapa-
OKEUT auToU TOU PapHaKEUTIKOD TPoidvTog yia opriynan Ba yiverar pe Sidhupa
ou MEPIEXEL vaTplo Kat autr] Ba npénel va hapPaverar undyn o oxgon pe m
SUVOAIKT| NpEprigia NpoaAnyrn varpiou and OAEeg Tig TNyEC amd Tov aoBevr). Ave-
mBopnTeC evépyeiec: Zivoyn Tou npogik aagakeiac: O mo ouxva avagepdjie-
veg avemBupnteg evépyeieg oe aoBeveiq mou £AaBav Bepaneia pe sacituzumab
govitecan rjitav: Sigppoia (64,5%), vavrtia (64,2%), ovdereponevia (64,2%), konuw-
on (52,5%), ahwnekia (44,3%), avaipia (43,2%), éuetog (38,0%), SuokoidTnta
(36,3%), pewpévn opetn (28,1%), Prixac (22,7%) kai kothakd ahyog (20,8%). Ot
Mo ouxva avapepopeves cofapéc avemBUNTeC EVEpYEIEC Oe aoBeVEIC Iou Eha-
Bav Bepaneia pe sacituzumab govitecan frav epmdpeTn oubeteponevia (4,5%)
ka1 Siappoia (3,6%). Or mio ouyvig avemBupnTe evépyeie Babpou 3 fj peyalite-
pou nrav ovdeteponevia (49,5%), Aevkonevia (12,0%), Srappoia (10,7%), avapia
(10,1%), eunmipeTn OU(SE'[EpOKSViﬂ (6,6%), konwaon (5,2%), unogwopopiaipia
(5,2%), vautia (4,1%) kat épetog (3,09%). KardAoyog avemBUUNTWY EVEPYEIDV OE
popgn) nivaka: To npogil aopaleiag yia 1o sacituzumab govitecan npokdnter
ANG CUYKEVTPWTIKG Seboiéva amd BUO KMVIKE HEAETEG OTIG OMoleg auppieTEixay
366 aoBeveic, o1 onoiol éAafav sacituzumab govitecan 10 mg/kg owpatikou Ba-
poug yia ) Bepaneia Tou TNBC. H Sidpeon £kBeon oto sacituzumab govitecan
O£ auTo To ouvoho Sebopévwv rTav 4,9 prveg, E1ov Mivaka 1 mapousialovral ot
avemBupnteg evépyeleg now éxouv avagepBel e To sacituzumab govitecan. Ot
ouyvotnreg avemBuunTwy evepyewny Paocifovral oTic ouXVOTNTEG Twy avemBu-
prwy cupfavtwy onoladinots amohoyiag, Gmov éva NogoaTd Twv aupPavTLy
Hag avemBopnTnG evépyeiag pnopsi va ogeiletal o dlha aitia extdg Tou
sacituzumab govitecan, dnwe eival i vooog, GAha @appakeuTika npolovra rj un
axeTilopeva aima. H Bapitnra Twv avemBOUNTWY EVEPYEIDY Tou @appidkon afl-
ohoyriBnke pe Baon ta Kowa Kpreipia Opedoyiag yia AvemBopnteg Evépyeieg
(CTCAE), o1 onoieg opiCouv Tic avemBopnteg evépyeieg fabpou 1 = rjmeg, fabuot
2 = pérpieg, fabpon 3 = aofapéc, PaBpou 4 = anenmikéc yia T fwr kat fabpon
5 = Bavarog. O1 avemBupnTee evépyeieg mapatiBevian kard Katnyopia Opyavi-
koU YuaTrjparoc kal kata katnyopia ouyvornrac. Or katnyopieg ouxvotntag
opifovral w e€hc: MOAD ouxvec (= 1/10), ouxveg (= 1/100 éwg < 1/10), &1 OuxvEC
(= 1/1.000 £wg < 1/100), ondvieg (= 1/10.000 éwg < 1/1.000), moM ondwvieg
(< 1/10.000) ken pin yvwatég (Sev pnopouv va extipnBolv pe Baon ta Siabéoa
Sedopéva). Evtog kabe opddag ouyvotnTac, of avemBULNTEC EVEPYEIEG TIAPOUGT-
alovral kata @Bivouoa oeipd cuxvoTnTag yia dhoug Toug Babpoic Papltntag

Mivakag 1: Karahoyog avemBupntwy evepyeiwv

Togerma | S| Badyod
Katnyopia opyavixod yia éhoug Ba Bapirnrac
ouoThpatos MedDRA ;u:mac ‘B""me“'“‘ a{z
NoIPWEELS Kai TAPATGITWTELS
QupohelpwEn MoA ouxveic 15,3 1.1
vamenomasovaaro; | Noounes | 131 03
Pwogapuyyltida Zuyvég 52 0,0
Napappivokokninda Zuyvig ”4.4 T 0,0
Baoyiiba Fuyvéc 38 03
Mpinn Zuyvéc 25 05
ZTOPaTIKGE £pTTNG Zuyvéc 25 0,0
A payé e 1 U ken Tow Aepgikou ouaTtiiparog
Oubete p;rrEvlu MNoAd ouxvie 64,2 495
Avaipia Mo guxve 432 10,1
Agukonevia Mol ouxveg 194 120
Aepgonevia MolAU gukvee 109 25
Epmipetn oubeteponevia Zuyvég 6.6 66




Mapakaheiote va avapépete kabe eialopevn /
mBavohoyolpevn avemBupntn evépyela aneubelag
otov EOQ, oupgwva pie To Bviké ovotnua
avapopdg avemBUUNTWY EVEPYEIDV.

BonBioTe va yivouv Ta pappaka mo acgahr kat

OAEE i avemBopunTeg evépyeteg yia ONA ta pappaka
Zupnminpwvovrag v “KITPINH KAPTA"

Mwarapayis Tou i iHaTog efeTdoElg
YnepevaioBnaia’ MoAl ouyvég | 36,6 1.9 Twpatikéd Bapoc pewpévo MoAu ouxvEg 101 0,0
_nmuen}_é_c_ Tou _u:tqt_}olwgoo m__l_'ns_?pél{l?f ) - AWKaMKT pwaogpatdon alpatog T 85 14
Mewpévn opeln Mok ougvég 281 14 avénuévn
. Naparterapévog xpdvor
Ynokahaipla NoAU ouxvég 16,7 25 % e R Supvks 41 05
Yropayvnoaipla Moku ouyveég 150 03 BpoupBonkaoctivng
Ynepyhukaipia Nokd cugvég 17 1.6 BT B i i ; o ’ 4
: T - T :Ta oupBavra unepevaoBnoiag avagépBrkav PEXp! To TEADG TG NUEPAE HETA
Tnoguogopaiuia Zugves 87 32 anoé ™ xoprynon e Bepaneiac. Tupnepihapfavouy oupfavia nou kwdikonol-
Ynaofeotiaipta Tuyvéc 7l 0.8 olvral pe Toug akdhovBoug npoTipwpEvou dpoug: duomvoia, undtaocr, £Eayn,
Wuyiatpikéc Siatapayéc epubnua, Bwpfmkﬂ 6umpopi.u. oUpPIYHGE, oidnua, Kvin!.iwan. QVaPUACKTIKT
Aomvia ok ouyve 17 00 a\rfiﬁpcxrnj EEEAKGJUI'] ToU OTGHATOG, anogohibwon dépparoc, SloykwpEvn
yhwooa, ouopiyktiks aioBnua oto Aapd.
A ZUyVE 6,3 03
‘YXDE = = — Ui - Neprypacpry emheypgvwy avemBuunTwy evepyeiiv: Oudetepomevia: O SiGHESOC Xpo-
(LS TOU VEVRHKOU oUdr VOG £0G TNV EPPAVION TNG oUSETEPOTEVIag HETA and Tnv Evapér Tou MpWTow KUkAou
Kepaahyia Mot ouyvég 194 0.8 Bepaneiag frav 15 nuépeg. H didpeon Sidapkeia g oudeteponeviag ftav 8 nueEpsg.
ZéMn oAt quyvéc 137 00 Oudeteponevia MapoucIAOTNKE 0To 64, 2% (235/366) Twv acBewiv niow hafav Bepa-
3 neia pe sacituzumab govitecan, oupmepihapPavopgvng ouereponeviag BaBpou 34
Auoyziola UXvEQ 24 04 ©o10 49,5% Twv aoBeviav. H ovdeteponevia ritav i armia pelwong e Soong oto 6,3%
A £¢ TOU Tikod JHartog, Tou Bawp KaiTou (23/366) Twv aoBeviv. ELmipetn oLSETEPOTIEVIA TTAPOUCIACTNKE OTo 6,6% (24/366)
negoBupdkiou Twv aoBeviv nou Ehafav Bepaneia pe sacituzumab gavitecan. H epniopetn oubetepo-
Bryxag | NoAo OURVEC 22,7 0.0 mevia rjrav nartia peiworng e doang ato 1,9% (7/366) twv acbeviv. Xprior) os ao -
[ VElG L perigvn Spaatnpiotnta g UGTTAT: H enimwon g oudeteponeviac BaBpol
P Zuyves 6,6 0,0 5 : 5
véppo ne 34 rfrav 57% (40/70) oe aoBeveic opéluyous yia To alMniopoppo UGT1A1%28,
Pivikn ougdpnan Zugvéc 60 0o 47% (115/246) oe aoBeveic £1epoluyous yia 1o aMnAopopgo UGTTAT*28 kai 45%
Eniotagn Luyvéc 52 | 0.0 (117/261) oe aoBeveic opodluyoLs yia To ahANAGHOPMO | HETaMaypEvou Tunou, H
AVOTIVOIG HETA KOMWOT) Tuyvég 41 0.0 enimwon mg epmupeme oudereponeviac BaBiod 3-4 fitav 19% (13/70) oe aoBevelc
= e i - 1— opdluyous yia o akkndopopgo UGT1AT*28, 4% (10/246) oe acBeveic etepdluyouc
Il‘iﬁ“'f“""“" Brixac ZUxvEC 38 00 yia 1o alniopopgo UGT1AT*28 kai 4% (10/261) oe aoBeveic opaluyoug yia To ak-
ZovBpopio rixa Twy avirtepwy Suxvic 27 00 AAGHoppo N petahiaypivou Tumou, H enimwan e avaipiiag BaBpol 3-4 rjrav
QEpaYWYDY | ! 1™ 24% (17/70) oe acbeveic opdluyoug yia To adniopopgo UGT1A1*28, 8% (20/246)
Ararapayéc Tou yaoTpevTEpIKOU ot aoBeveig erepoluyouc yia o alnAdpopgo UGT1AT1%28 kai 10% (26/261) oe aobe-
= veic opGEUYOUC ia To aAAAGHOPO pn peTalhaypévou Tinow. Midppoia: O Sidpecog
Aiappoia nom:' ouxvic 645 107 ¥POVOS Ewe TV epgpavion Tng Sidppolag Petd and v évapén Tou npwtou kikhaw
Naurtia Mokl ouyviq 64,2 41 Bepaneiag rrav 13 nuépec. H Siapeon Siapkeaa g, Siappoiac fjrav 8 npépec, Aidp-
EHETOC oA ouyvég 380 3.0 poia TapoUoIGaTNKE oTa 64,5% (236/366) Twy aoBeviv nou éAaBav Bepaneia pe
P — Tloh cuxve 363 05 sacituzuma‘b goviteca n. Tuppdvra BaBpou 3 nupqmldmnkqv a0 10._7% :35_1/356)
. : . Twv aoBevibv. Evag and Toug 366 aoBeveic (< 19) diékee ) Bepaneia Aoyw diappot-
Kothak éhyoc Mok ovxvéq 208 | 22 ac, Oubeteponevikr| koNmiba napatnpiiBnke ot < 1% (1/366) Twv aolewiy. Yepeu-
Tropatitida Zuyvég 9,6 038 aigbnoia: Avudpaoeig unepevactnaiag o1 onoleg avagépbnkav péxpl To TEAOG g
ARYOC v KOG XWPag Sugvéc 68 03 NHEPAG HETA ano Tn Xopriynarn e oong napouciaotnkav oto 36,6% (134/366) twv
N N aoBeviv ou éafav Bepaneia (e sacituzumab govitecan, Ynepeuaiofinoia BaBjiou
agTPOOITCQAYIKA NAAGPOHIKR Tuyvég 57 0,0 3 Kal dvw MapOUCIGOTNKE aTo 1,9% (7/366) Twv acbeviv mou éAafav Bepaneia e
V6oog 3 i z i A A
sacituzumab govitecan. H enimuwon Twv avnidpacewy unepevaiofnaiac nou odiyr-
Léraon Tng koihiag Zuxvég 55 0.0 gav os opioTikN Siakom) Tou sacituzumab govitecan rjtav 0,3% (1/366). Avoooyovi-
Alarapayéc Tou Sépp Kai Tou uTIeS6pIoU 1oTOU kornra: Ta SiaBéopa Sebopéva sivar neproplapéva. Tuventoc, Sev pmopel va efayBel
A " Moo ‘ 143 0.0 CULNEPAOLA YIa TIC ENITTWOEIS Twv opeihdpswuy atn Bepaneia aviiowpatwy Kard
bz o 11 - i T - Tou gappikou (ADA) 0TV amoTEAEOpATIKATITA Kai TV aopdheia Tou sacituzumaby
EgavBnpa Tohu ougvéq 158 " govitecan. Avagopa mBavohoyoupevwy avemBountwy evepyeidv: H avagopd mba-
Kvnouog Mok cuyvig 12,0 0.0 vohoyoUpEvwv avemBULNTWY EVERYEIDY LETA and T xopriynon adeac kukhogopiag
Enpodeppia Supvec 90 00 ToU QAPUAKEUTIKOU TIPOIOVTOG gival onpaviiir. Emmpénel T ouveyi mapakoholdn-
: = on TG OXEONG OPEACUC-KIVOUVOU TO (PAPHAKEUTIKOY NipoiovTag. ZnTeftat and toug
KnitSofihambides efivinia By &8 99 enayyehuartieg uyeiag va avagépouv onoteodinote mbavohoyolpeves avemBupnteg
payéc Tou ) CUOTARATOS Kal TOU GUVSETIKOU 10TOU EVEPYEIEG PE0Ww Tou Bvikol ouoTrpatog avapopac ENNGBa: EBviko Opyaviopag
Qoguarvia Mohougvéc | 183 08 Dappdrwy, Mecoyeiwv 284, GR-15562 Xohapyag, ABriva, Tn: +30 21 32040380/337,
, @af: +30 21 06549585, lotdronog: http//www.eofgr. Kimpog: Qappakeu-
Apfpavia fchapopve.  [137 o Tiké Ynmpegie, Ynoupyeio Yyeiog, CV-1475 Aeukwaia, Tnk +357 22608607,
Muookehetikog dvog Tou Bipaka | Zugvég 63 00 Gaf; +357 22608649, latotonog www.moh.gov.cy/phs. KATOXOE THE AAEIAL
Muikoi onaapoi Fuyvéc 52 0,0 KYKAO®OPIAZL: Gilead Sciences Ireland UC, Camigtohill, County Cork, T45 DP77,
A LOTa e T VP Kl VIV DU Ao o5 oY Iphavbic. APIOMOZ(Ol) AAEIAZ KYKAO®OPIAE: EU/1/21/1592/001. HMEPOMH-
Lauts i Laidu NIA ANAGEQPHEHE TOY KEIMENOY: 07/2022.
Aucoupia Tuyvig 44 03 ’
. i Tamv nkijpn NXM tou mpoidviog anotabeite atov KAK.
Aparoupla Zuyveg 27 03
Tevikég Siatapayés kal kataoTacel g obov xoprynong
Kénwan oG ouyvéc 525 52 Tpomnog 8iabeonc: Me nepiopiopévn latpikr} Zuvrayry. Mévo yia Nogoko-
Névoc Tuvec 71 08 Helakn Xprion amé ylatpd pe katahhnin aidikevon kat epmepia.
Piyn Zuyveg 55 0.0 Mavikn Tipr: 1098,69€ ava @iahidio.
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IYNTAIMOrPA®IKEZ NAHPO®OPIEZ TOY MPOIONTOZ

1. ONOMAEIA TOY ®APMAKEYTIKOY MPOIONTOE CABOMETYX 20 mg emkaAuppéva pe AemrTo upévio diokia CABOMETYX 40 mg emkaluppéva pe
Aermté upévio Siokia CABOMETYX 60 mg emmkaAuppéva e AeTTo upévio Siokia. 2. NOIOTIKH KAI MOZOTIKH ZYNGEZH CABOMETYX 20 mg emkahuppéva
WE AETTTO upévio diokia. KdaBe f.TnKlIAuppEvu HE AETTTO upz\no Biokio TiepiExel kapodaviivipn (S)-pnAikn iooduvapn pe 20 mg annCmmqug Exdoxa pie yvwatn
Bpdon Kabs emKkaAuppévo He AeTTTO Upévio Biokio TrepiExel 15,54 mg Aaktodng. CABOMETYX 40 mg emkaluppéva Le AeTrTo upévio Siokig KdaBe E1TIKC(1\U[.I|.IEVO
HE AeTTTO Upévio diokio mepiExel kaBolavnviBn (S)-punhikr Ioodivapn pe 40 mg Kcﬁo(avnvn[ing Wmmas smxaﬁmpucvo PE AETITO UpEVIO
Siokio repigxer 31,07 mg Aaktodng. CABOMETY X 60 mg eikaAuppéva pe AeTmo upévio Sigkia Kabe tnn(u)\uppevc HE AETTTO upswo Siokio TEpIEXE! KaBolavTIviBn
(S)-unhikry 10080vapn pe 60 mg kaBolavniviBng. Exdoya e yvwarr) dpdon Kabe eTIKAAUPEVO pe AETTTO upévio Biokio Trepiexel 46,61 mg Aaktodng. Ma tov
TApn Kardhoyo Twy exkdoywv, BA. Trapdypago 6.1. 3. PAPMAKOTEXNIKH MOP®H Emikaluppévo pe Aemié upévio diokio. CABOME 0
emkaAuppéva pe AeTrtd upévio Sigkia Ta diokia eival Kitpiva oTpoyyuAd Xwpig eyXdpagn kai pépouv Tnv EvBeign «XL» oTn pia TTAeupd kai Trv EvBeign «20» otnv
dAAn 'nl\cupc’: Tou diokiou. CABOMETYX 40 mg emkaAuppéva pe AeTro upévio diokia Ta Siokia elval KiTpiva TRIVWVIKG Xwpig eyxdpain Kal pépouv mv €V5EI§F|
«XL» o1n pia mAeupd kan v EVOEIEN «40» oty aAAn TTAeupd Tou Siokiou. CABOMETYX 60 mg emkahuppéva pe Aerrtd vpévio diokia Ta Siokia eival kitpiva
oBdA xwpic eyxapatn kar gépouv Tnv £vdeign «XL» ot pia TAeupd kai Tnv Evdeign «60» aTnv GAAn TTAeupd Tou diokiou. 4. KAINIKEEZ NAHPO®OPIEE 4.1
B:ptmaunng evBeifeig NegppokutTapiké kapkivwua (RCC) To CABOMETYX evdeikvutal wg povoBepatieia Yid TO TIPOXWPNEVO VEPPOKUTTAPIKG
KupKlvqua - wg Szpcmﬂu TIPWING-ypapprc ot eviAiKeg aoBeveig, pe evdiduean ) TTwy Tpdyvwon (BAeme mrapaypago 5.1), - oe Evr])m(ag HET@ aTo
TIponyoUevn aToyevouoa Bepatieia ayyeiakoy evboBnAiakol augnmikol Trapayovra vascular endothelial growth factor (VEGF) (BAémre Trapdypago 5.1). To
CABOMETYX, ot cruvéuaopo pe viBoAoupduTtrn, eveikvuTal yia TV BepaTieia TIPWTNG-YPAPHNG Ot EVAAIKEG QOBEVEIG HE TIPOXWPNHEVO VEQPOKUTTAPIKO
Kapmkuc: (BA. mapaypago 5.1). Mmgui_y_w_ug_m To CABOMETYX evbeikvuTal wg povoBepu'rrm yia ) Beparreia Tou nwmoxuncxplxou
kapkivioparog (HCC) oe evijhikeg TTou Exouv AdBel TTponyoupévig Beparreia pe copagevipTm. mem
CABOMETYX evBeikvutal we povoBeparreia yia T Beparmeia evnAikwy aoBeviov PE TOTIIKG TIpOXwpnUéve 1 PETaoTamiko, dlagopoTronpéve KapKiviwpa
Bupeozidolg (DTC), avBekTiko fi pn katdAAnAo yia Beparreia pe padievepyo odio (RAL), ou £xouv mapouoidoel eENIEN TG vooou Kartad 1 didpkeia i perd and
TponyoUyevn guaTtnuarkn Bepareia. 4.2 Aoogohoyia kai Tpoog Xopriynong H Bepaneia pe CABOMETYX Ba TpéTTel va TTpaypOTOTIOETAlI OTTO IaTpd
EQTTEIPO OT) XOPIYNON QVTIKAPKIVIKWY GUPHOKEUTIKGWY TTpoidvTwy. AoooAoyia Ta diokia CABOMETYX kal o1 kawouAeg kaBolavriviBng dev eival Bioicoduvapa
Kai Sev TIPETTEN va XpnoipoTTololvial To Eva avri Tou dAou (BA. Tapdypago 5.2). To CABOMETYX wg povoBeparreia Na 1o RCC, 1o HCC kai o DTC n
ouvioTwyevn doarn tou CABOMETYX eival 60 mg pia popa nuepnoiwg. H Bepatieia Ba Tipétel va ouvexioTei péxpl o aoBeviig va pnv emrweAeital TAéov KAVIKG
amo Tn Beparreia rj péxpl va epavioTel Py ammodexTr TofikdmTa. To CABOMETYX o¢ ouvBuaoo L ViBoAOUUGLTIN a1V TTRWIN-ypapur mpoxwpnuévou RCC
H ouviottopevn 56on Tou CABOMETYX eivan 40 mg pia gopd v nuépa oe ouvduaapd pe viBohoupduTtrn Tou yopnyeitar eviopAeBiwg eite wg 240 mg kabe 2
epdopadeg eite wg 480 mg kabe 4 eBdopadeg. H Bepameia Ba Tipémel va quvexioTe péxpi TNV EEENEN g vooou 1 1 pn amodextr Togikotnta. H vifoAoupapTn
Ba péTel va ouvexiaTel péxpl v EEEAIEN TNG vooou, T un amrodekT TogikdTNTa i Ewg kat 24 priveg ot aoBeveic xwpig eEENEN Tng vooou (BA. MepiAnyn Twv
XapakmnpioTikwy Tou Mpoiovrog (MXM) yia T dogohoyia g viBoAoupduTng). Tporrormoinon ¢ Bepareiag Na T diayeipion Twy UTIOTTTWY avemBuunTwy
EVEPYEIWV TOU Qappdkou pTTopel va amareital mpoowpivr) diakotr Beparreiag f/kal peiwan tng déong (BA. Mivaka 1). Otav n peiwon Tng S6ang eival amapaitm
o1 povoBeparteia, ouvioTdtal va penwBei ota 40 mg nuepnoiwg kal katémv ata 20 mg nuepnoiwg, Otav 1o CABOMETYX xopnyeital o ouvduacud pe
ViIBoAOUpPAPTIN, oUVIaTATA N HEIWON me &oong ota 20 mg CABOMETYX pict opd Tv nuépa kol oTn ouvéxeia ota 20 mg kdBe Seltepn nuépa (uvcrrpé&rz amv
MXM 1ng violoupapTing yia Tn ouviaTwpevn Tpotroreinan g Bepareiac yia 1 viBooupdpTm). Na 1 Siaxeipion Mg TofikotTag Babuov 3 r peyakiTepou
ow.upwvu HE TO KOIVG KPITT|pict opooyiag yia uvsmeupmeg :vépvelsg (CTCAE) Ry Hn QVEKTAG TOZIKOTNTAG Bcapou 2, ouviotaral n) diakoTn Tng Boong. TuvioTdTal
n Heiwan g déong yia DUI.IBGVT(]‘ Ta omroia, eav zppavﬂuv prropoly va karaatolv oofapd r] un avextd. Eav évag aoBevrig mapaleiyer pia d6aon, n doan Tou
TrapaheipBnke dev Ba TipéTel va AngBei edv amopévouv AiyoTepeg ammd 12 wpeg péxpi v emopevn 5oon. Mivaxag 1: ZuvioTwpeveg TpotToTroioeig Soong
Tou CABOMETYX yia avemBupnTeg evépyeieg AvemniBupnTn Evépyetd kai Og0TnTa: AvermBipnies aviidpdoeig BaBuou 1 kal Bubuol 2 mrou eivar avekTeg
Kar eUKoAa avTIpETWITIoHEG TpoTToTroinon Beparmsiag: Aev amairetal ouvijBuwg TTpooappoyr éocrng r'IpocBEcm: Tapoxn m'rocTnpucrlKng ppovridag cupqawva
HE TIG evdeiteic. AvemBupnn Evépyeia kai Ofumpra: AvemBupnieg avnidpdoeig BaBpou 2 rou eival pn avexTég kal Sev eival Suvaro va avTIPETWITIOTOUV JE
peiwon déong f unomnpnmkn ppovTida. Tponmrmr]o'l] Bepameiag: Aiakdyte T Beparreia £wg oToU N cvsmeupmr] avtidpaan amokaractabel oe Babud
<1.MpooBEaTe UTTOOTNPIKTIKA @povTida cupgwva pe Tig evdeiteg. EEetdote To evbexdpevo emavivaping oe peiwpévn doon. AvemBounm Evépyeia Kai
OfutnTa: AvemBounTteg avmidpdoerg (EkT6G ammd KAIVIKG pn epyacTnpiakéc avwpahieg) Tpotromoinon Bepameiag: Aiakdyte Tn Beparreia éwg otou n
avemBounTn avtidpaon amokaractabel oe Babué <1, MpooBiote utTooTnPIKTIK PPovTida oUppwva e Tg EvBeitag, EmavekkivijoTe oe PEWpEVN Bdon,
AvemiB0pnTn Evépyeia kai OZ0TnTa: AvemBipnTeg avridpdoelg (EKTOG aTtd KAIVIKG pn) epyaoTnpiakég avwpalieg) Tpotromoinon Bepameiag: Aiakoyre T
Bepareia. XopnyroTe katdhAnAn 1atpiki @povrida. Edv n avemBopnmn avridpacn amokataoTabei pExpl 1o Babud <1, emavekkivijoTe ot peiwpévn 8oon. Edv n
avemBupnTn avtidpaon dev emAuBel, SlakoyTe povipa Ty Beparreia. AvemB8opnTn Evépyeia kai OfuTnTa: Augroeig nmamkwy ev{ipwy yia acBeveig pe RCC
Trou éAdaBav CABOMETYX og ouvbuaopd pe viBohoupdaprm. AvemBopnTn Evépyeia kai Ofotnra: ALT ) AST > 3 gopég ULN alrd = 10 gopég ULN xwpic
Tautoypovn oAIKr) xoAepuBpivn = 2 opég ULN Tpotromroinon Beparreiag: Aiakowte To CABOMETYX kat Tn VIBOAQUHGHTIN £wg 6TOU auTég O aveTniBOpnTeg
EVEPYEIEG UTTOXWPN ooy ot BaBpo <1 H Beparreiu e KopTIKOOTEPOEIDI PTTOPE Va EGETOOTET £CV UTIAPXE! UTTOWia avTidpaong OXETIOPEVNG HE TO aVOTOTIOINTIKG
auotnpa (avarpégte atnv MXM e viBohoupduTng) Mmopei va emravefeTaoTel emavekkivnan pe éva povo pappako 1 diadoxikr) eTTavekkivnon kal pe Ta duo
PAppaKa PETa Tnv avdppwarn. Edv fexivijoete ek véou pe n viBoAoupdpTn, avarpéEre atnv MXM g viBohoupdurng. Avemi@uunTn Evépyeia kai OfuTnTa:
ALTAAST > 10 gopég ULN 1} > 3 popég ULN pe Tautdypovn oAikr) xoAepuBpivn 2 2 popég ULN Tporrotroinon Bepameiag: Aiakbyre opioTikd 1o CABOMETYX
kai T viBohoupdptn. H Bepameia pe kopTikooTepoeldr PTTOpEl va eEETaOTEI £dv UTTGPXEI UTToWia avTidpaong OXeTI{OPEVNG HE TO AVOOOTIOINTIKG CUTTNUG
(avarpéfre omyv MXMN g viBoAoupdpTmg). Enpeiwon: O1 PaBuol TogikéTnTag cupguvolv pe Ta Koiva Kpimipia Opoloyiag Tou EBvikel AvTikapkivikol
IvoToutou yia AvemBupnteg Evépyeie ékdoon 4.0 (NCI-CTCAE v4). ZuyxopnyoUueva @apUaKeuTiKd Ipoidvia Ta ouyopnyouueva POPPOKEUTIKA TpoiovVTa
TIou eivail loxupoi avaaToAeic Tou CYP3A4 Ba TipéTTel va XpraiHoToiouvTal Le TIpooo Kal i xpovid xprian OUYXOPNYOUHEVIOV PUPPOKEUTIKLV TIPOIGVTWY Tiou
amoTeholv |0xupoug emraywyeic Tou CYP3A4 Ba Tipémel va a'rqueuv:rul (BA. rrapavpc:q)oug 4.4 ka1 4.5). ©a ipEmrel va peAetnBei n emAoyry avon; evarAakTikol
OUYXOPNYOUHEVOU PaPPAKEUTIKOU TTpoioviog pe kaBoAou fi eAdxioTo Suvapiké va emiayel 1 va avaotéhe 1o CYP3A4. Edikoi mAnbuayol HAIKiwWpévor Aev
ouvioTara eidIKr Tpegappoyr g doong yia Tn xprion g kaodavniviBng o nAikiwpévoug aoBeveic (2 65 £1n). PuAf Aev amareital TTpocappoyn TG dOTng
pe Bdon v eBuvikotna (BA. Mapdypago 5.2) Negpikr GuaAsmoupyia H kaBolavtiviBn TIpéTte va Xopnyeital Je TIpooox | 0t aoBevei§ Pe a1y PETpIC VEQPIKT
Guohermoupyia. H kapodavTivipn dev ouvioTdrar yia xprion ot acBeveic pe coBapn veppikr) Suchermoupyia, kabweg n aopdAeia kai n amoTeEAeopaTikoTTa SEV
£youv TekunpeiwBei o autdv Tov TAnBuopo. Hmarikr) dugAsmoupyia Ze aoBeveig pe fma nrrankn duoAemoupyia dev arrarmeital TTpooappoyr TG daong.
Aebopévou om povo Treplopiopéva dedopéva eival Siabioipa yia acBeveic pe pétpia nramikr duohemoupyia (Child Pugh B), ev pmopouy va SoBoly ouaTdoelg
SoooAoyiag. Zuviataral oTevr) TapakoAouBnan Tng guvolikrig aogaleiag o autolg Toug aoBeveic (BA. Mapdypago 4.4 kai 5.2). Aev UTIAp)El KAVIKT EUTIEIpIa
gt aaBeveic pe coBapr nmarikr duoAemoupyia (Child Pugh C), omrate Sev ouvioTdral n xprion g KuBotuvnviBng o€ autoug Toug aoBeveig (BA. Mapaypagpo
5.2). Kapdiakr ducAeroupyia Ta otoiyeia yia aoBeveic pe kapdiakn SucAerroupyid eival TTIEQIOPICHEVA. A&V HTIOPOUV VA TTpayHATOTIOINBOUY EIBIKEC ouo‘rctcmc;
Gouoi\ovlug MNaibiarpixég mAnBuopds H C[U(pﬂn\ilﬂ Kain a-rrms.\wpmmomm mng KaBo(',uvanng ot randid nAikiag <18 ety Bev £xel axopa TekpnpiwdeL. Ta et
Tou TrapovTog diabéaipa éaﬁupf.vcl Trr.plvputpowul omy Trapaypago 5.2, aAhd dev pTropei va yivel ouoTaan oXeTIKa pe T dooooyia. Tgomng xoprynong To
CABOMETYX mpoopietal yia xprion amé To otépa, Ta diokia 8a mpémel va katarrivovral oAdkAnpa kai va pny Bpupparifovial. @a mpémel va Scbolv odnyieg
oToug aoBEVEIG va PNy TRWVE TiToTa yia TouAdyioTov 2 Wwpeg Tipv éwg 1 wpa petd ) Afjyn Tou CABOMETYX. 4.3 Avtevdeiteig YiepevaioBnoia ot Spaatikn
ougia fj ot kAol aTmod Ta ékdoya Trou avagpépovial oty Tapdypago 6.1. 4.4 EiSikég mpoeioton|oeig Kal wpoguldgelg kara 1 Xprion Kabug ol
TIEPIOOOTEPEG QVEMBUNNTES EVEPYEIEC TIPOKUTITOUV VWWpig oTnv TTopEia g Bepameiag, o 1aTpdg TIRETTEI va agloAoyel OXOAQOTIKG Tov agBevi] OTI TIPWTEG OKTW
epBopadeg TG Bepareiag yia va Trpoodiopicel edv amamolvial Tpcmorrogﬁoslg G B6onG. AvemBUUNTEG EVEPYEIEG TIOU YEVIKWIG EXOUV TTPWIHN exBrjAwon
m:pl)\ﬂpﬂu\muv utraoBeoTiaipia, uokahiaipia, Bpopfotevia, umépraor, ouvdpopo Epuﬂpoﬁurmlaer]mug nuAcdev—nf.Apdﬂuv (PF'ES)l nmeETvuupia Kcu
vum'pcwsp!m (FE) ouchchx (xomc:xo a.\vog. q:)\evpovn BA&Wovovou 6uc|<o|)\|07r|w ﬁlcppolu :pnog) TWV EVE
i areid 1 B C F.r. ch:poxunupmo KUpKIVuJIJU peta uTro
rrpor]voupavn c'roxcupavn szm'rcla HE C(WEIUKO :vﬁoenﬁucxé qué,r]m(o napdvovm (VEGF) pslwcztg «al Siakotrég TG S60NG Adyw piag uverneupr]mg
evépyelag (AE) ouviBnoav oto 59,8% ka1 70%, avtioToixa, Twv agBeviwy Trou éAaBav kaBolavniviBn ot Baoikr) kKhvikn dokipny (METEOR). AUo peloeig Tng
Sooohoyiag ypeidoBnkay ato 19,3% Twy agBeviy. O Bidpegog xpdvog £wg TNV TTpWwTn Heiwan Tng Sogohoyiag rfitav 55 nuépeg, kal £wg Ty TTPWTN SiakoTm
Soooloyiag frav 38 nuépeg, Ze VEPPOKUTIAPIKG Kapkivwpa xwpig Tiponyoupevn Bepareia, pewioeig doong kal diakorrég e doong mapamprbnkav oto 46%
ka1 73%, avrioTonya, Twv agBeviov Trou Edapav kaBodaviiviBn otnv khvik Sokipr} (CABOSUN). Orav n kaBodavnivin xopnyeital oe auvbuaauo LE viBoAoupdurr
O TTPWINS-YPAUUS TTROXWPNUEVO VEPPOKUTTAPIKO Kapkivwua, peiwan Tng 6oong n Biakorn mg d6ong e kaBolavnviBng Adyw AE ouven oe 54,1% kai
73,4% Twv acBeviv otnv khivikr) Sokipn (CA2099ER). AmraimiBnxav 800 peiigelg Tng Soong ato 9,4% Twy acBevisy. O pégog Xpovog £wg TNV TIPLITN HEiwon
e dGong ritav 106 nuépeg kai we Tnv TipwmdiaxoTm Tng doong firav B8 nuépec. ZT0 NTTATOKUTTAPIKG KAPKIVWHA PETE aTTd TTponyoUpevn cuaTrpikn Beparreia,
ol peDoEg Tng doang kal o Siakotég S6ong ouvéBnoav ato 62% kai 84%, avrioToika, Twv aoBeviov TTou Eaav kaBolavmiviBn oty KAVIKY Sokipr
(CELESTIAL). Avo penvoeig dooewv amramiénkay oto 33% 1wy aoBeviv, O diapecog Xpovog PEXp! TN Peiwarn g Tipwing doong frav 38 nuépeg Kal péxpl




Tnv SiakoT| g TTpTn Sdong fitav 28 nuépeg. ZuvioTdTal oTeveTERN Trapakohotenon ot aoBeveig pe fima A pétpia nrraTik SuoAeroupyia. ZTo diagopoTroinuévo
Kapkivwya Tou Bupeoeidolc, ol PEwaElg TNg Soaong kai o1 BiakoTTég Tng d6ang ouvéBnoav ato 56% kal 72%, avriotoixa, Twv acBeviv Trou EAaBav kaBolaviivipn
otnv khivikr Sokipr} (COSMIC-311). Avo peboeg S6oewy amramienkav oto 22% twv aoBeviv. O didpeoog xpovog PEXPI T peiwaon TG Tpwing 86ong riTav
57 nuépeg kai péxpr T Slakor Mg mpwing doong fitav 30 nuépeg. Himarorofikdtnra Mn @uoioAoyIKES TIHEG oTIg eEeTdoEig TNG NTTIATKG Asitoupyiag (augnon
G apivoTpavapepdang Tng ahavivng [ALT], Tng aomapTikng apivotpavagepdang [AST] kai Tng xoAepuBpivng) Traparnprénkav ouyva oe aoBeveic Trou éAapav
Bepareia pe kaBofavriviBn. Zuviotdral n diefaywyr] eferdoewv nramkng Aeoupyiag (ALT, AST kai xoAepuBpivng) Tipiv ammé v évapén Tng Bepameiag pe
kaBofavmvin kai n TTPOCEKTIKA TTapakoAouBnar kard 1n didpkeia m¢ Bepareiag. Ma acBeveic pe emdeivwon Twy eEETACEWY TNG NTIATIKIS AEmoupyiag Trou
BewpolvTal oxeTI{OpeEvEG He T Beparreia pe kaodavTivipn (SnA. 6tTou ev eival epgavii kapia evalakTikn amia), Ba TTpémer va akohouBouvTal ol cupBoukéc
TpomoToinang g 86ong atov Mivaka 1 (BA. mapdypago 4.2). Orav n kaBofaviiviBn xopnyeital o€ cuvbuaopd pe viBohoupdpTn, £xouv avagepBel ouxveTepa
BaBpoul 3 kai 4 auffoeig ALT kai AST oe oxéon pe T povoBepameia pe kaBolavniviBn ot aoBeveig pe Tpoxwpnpévo RCC (BA. Mapdypago 4.8). Ta nmamkd
év{upa Tipémel va TrapakoiouBolvral TTpiv ammo Ty évapgn kal mepiodikd katd T didpkea g Beparreiag, Mpémer va akohouBolvial ol odnyieg IaTPIKAC
Biayeipiong kai yia Ta Suo @dppaka (BA. Mapdypago 4.2 kai avarpégre atnv MXMN yia m viohoupdutmn). H kaBolavmivifn amopdAAeral kupiwg péow g
nrramkrg odol, ZuvioTATal oTEVATEPN TrapakoAolBnon TnNg ouvolKrig acpdAeiag ot aoBeveig e rima r) PErpia niariki SuoAemoupyia (BAETTE ETTiong Tapdypago
4.2 kan 5.2). Mia unAétepn oxenikr} avaoyia aoBeviv pe pérpia nariki duohemoupyia (Child-Pugh B) epgdvioe nirarikr| eykepahonidBeia pe T Bepareia pe
kapofavnviBn. H xaBofavnviBn dev ouvigtaran yia xprion oe aaBevei pe ooBapr] nmankn duoAemoupyia (Child-Pugh C,BA. Mapaypago 4.2). Hmankn
eykealomdBeia Iy peAétn HCC (CELESTIAL), n nmmamkr} eykepakomdBela avagépbnke ouxvorepa otnv opdda kafolavmiviBng amd auTr Tou EIKovIKoU
pappdrou. H kaBolavriviBn éxsl OUOXETIOTE] PE ﬁldppo:a EPETO, pEIWPEVN OpEEN Ko BiaTapayég nAekTpoAuTwy. Ze aoBeveic pe HCC pe eTpeaopévn nmaTikn
AeIToupyid, QUTEG o1 N NTTATIKEC emﬁpccmq UTTopei va eival TrapdyovTeg eTTIOTIEUONG yia TNV eEENIGN TG NTTaTIKg eykepaiomdabeiag. O uoBevsng npmm va
ﬂcpuxo}\oueouwul yia OnuEia Kal CUPTTTWPATA NTTATIKAG yKepaAoTTdeiag. ngngug_g_;_ggp_m ZoBapéc ME Eicrpnacng Kal guplyyia, HEPIKEG POPEC HE
Holpaia éxBaar], £xouv TraparnenBei pe mv kapolavniviBn. O1 aoBeveig Trou Exouv pAeypovudn vooo Tou eviEpou (11.x. vooo Tou Crohn, eAkwdn kohinda,
TrepITovinda, ekkoATrwpaTinidu rj okwAnkoedinda), £xouv diBnan Tou dykou otn ME 086 1} Tapouciddouy eTITTAOKEG aTTé TTPoNYyoUHEVT XEIPoUpYIKT ETTEPRaon
Tou yaaTpeviepikoU ouatrpatog (Siaitepa étav oxeTiCetal pe kaBuoTtepnuévn f atehn emmolMdwaen) Ba Tpémel va agiohoynBolv TIPOCEKTIKG TIpIV apxioouy Tn
Bepameia pe kaBofavmvifn kai, aTn cuvexeia, Ba TTPETTEl va TTapakoAouBoUvTal oTeVd yia UPTITWHATA BiIaTpRTEWY Kal GUpIyYiwy, CUPTIEPIAGHBavOpEVWY TWV
amooTnudTwy kail T anyn. Emipovn i emmavepgpavilopevn diappoia otn didpkeia TG Beparteiag PTTopei va eival Tapdyovtag KivBuvou yia Tny avarugn
1'rp|.u|<'m<ou cuplyyiou. H KuBoQa\rrm’Bn Tipémel va BlakoTeTal o aobeveig TTou epgavifouv BIGTPNON TOU YaOTPEVIEPIKOU CUGTIHATOE I} Gupiyyio TTou Bev
pTropei va avTipeTwmoTel emapkwe. Cactpeviepikée (TE) Siatapayéc H Sidppoia, n vauTia/perog, n PEwpEvn 6pegn Kai n oTopaTimba/oTopariko dAyog frav
HEpIKEG AT Ta o ouxvd avagepBivia oupPdvia Tou yaoTpeviepikou (BA. Tiapdypago 4.8). Apeon latpikn Biayeipion, oupTepihapBavougvng g
UTTOOTNPIKTIKI G @POVTIBAG HE QVTIEPETIKG, avTidlappoikd f| avmifiva, TIpémer va epappoobel yia Ty TipdAnyn Mg agubdTwong, Twy BloTapaywy Twv
r]J\EKTpoAuva Kal g uﬁm.\(-:lug Bapoug. H diakorm f pr;lmm] Mg déong, f n uovIUn diakorin g xupﬁ\moqg kapolaviviBng Ba TpéTel va AapBaverar utrown
o€ TepiTTwan eTmipovwy 1| emavaAapfavopevioy onPavTIKWY YOOTPEVTEPIKWY aveTiBuunTwy evepyeiwv (BA. Mivaka 1). Qg_m;u_&o_u@ﬂgﬂuﬁg_q Me mv
kaBodavmvipn, £xouv rrapo'rnpqﬁa oupBavra  QAEBIKIG BpopﬁosuBo;\ng. oupnsps;\cpﬁcvopszv OUHBAVTWY TIVEUHOVIKIG €HPOANG Kal upmplcucng
BpoppoeyBolic pepikég opig Bavarneopa. H kaBolavniviPn Tipémer va xpnoipoTolEital pe Tipodoyr) o acBeveig Tou Trapoucialouv kivouvo f Trou £xouv
I0TOPIKG QUTWY Twv evepyeiv. Emm pehétn HCC (CELESTIAL), maparnpnBnke muhaia @Aefikr 8poppwan pe kafofavrivipn, oupmepiAapfavopévou evog
Bavarngopou oupBdviog. AoBeveig pe 10Topikd TuAaiag @AeBikig BiBnong avnke va diatpéxouv peyaAiTepe Kivbuve avammugng Trulaiag @AeBIKAg
Bpoppwonge.H kapolaviivin Ba mpémer va diakotrel oe aoBeveig TTou avarTiaoouy o€l éugpaypa Tou puokapdiou ) orroladriroTe dAAN KAIVIKG anpavTik)
BpopfBospPolikr) emrmAokn. Aigoppayia Me tnv kaPofavriviBn éxel Taparnpn@el coPapr) aipoppayia pepikéc popic Bavatngopa. O aobeveic Tou Exouv
IoTopIKo cofapnic apoppayiag Tipiv armo Tnv évapén mg Beparreiag Ba TipéTTel va aloAoyoUvTal TIROCEKTIKG TRV atro Tnyv évapén g Beparteiag pe kaBodavrivipn.
H kaBolavtivin dev Tpémrel va xopnynBei ot aoBeveic Trou éxouv 1 Siampéxouv kiviuvo yia ooBapr] aigoppayia. £ peAém HCC (CELESTIAL), avagépBnkav
Bavamngopa aipoppayikd cupBavia oe upnhotepn cuxvornTa pe kaBolaviiviBn armé 1o eikoviké @dppako. O1 TrapayovTeg Kivbuvou TipodidBeong yia coBapr
aigoppayia otov TTANBuopé pe TTpoxwpnuévo HCC pmopei va repihapfdvouy Ty SirBnon ammé Tov 6yko Twv KUPIwY aIJo@opwy ayyeiwy Kal TNV Trapoudia
UTTOKEIPEVNG KipPWOT|G TOU ATIATOG TTOU EXEN WG amoTéAeopa TN dnpioupyia cicopayikwy Kipowv, Tulaiag utrépraong kai OpopBomeviag. H peAém CELESTIAL
aTékAeioe aoBevElg PE TaUTOXPOVN AVTITINKTIKY aywyr| 1 aviiaipoterahiakolg Tapdyovteg. AaBeveig Tiou dev AdpBavav Bepareia i pe AT Bepameia, yia
Kipoolg pe aigoppayia rj Pe uynAd kivBuvo aipoppayiag eEaipéBnkav etriong amd Tn peAémn aut. H peAérn mg kaBolavniviBng oe ouvBuaopé pe
viBoAoupdpTin oe TTpoxwpnpéve RCC mipwing ypappnig (CA2099ER) amékAeioe aoBeveig Pe avniTinkTika ot BepaTieunikég dooelg. AveuplopuaTta Kal apTnpIaKoi
iopoi H xprion avaotoAéwy Tng VEGF odol oe aoBeveig pe i xwpic utrépraon HTTopel va TIpodyEl Tov OXNHaTIoRS aveupuoHATwy 1 / Kai apTnpiakwy
daywpiopwy. O KIvBuvog ambg Tpémielva .\ach'rveml rrpooernxd uTroyn TTpiv aTto Tnv évapén Tng Bepameiag pe kaBolavTiviBn ot aoBeveig Trou Trapoudiadouv
TIapAyovTEG KIVBUVoU orrwg UTTEPTAOT ) IOTOPIKO aveupUOUaTOS. mgﬁomv a Zm peAém HCC (CELESTIAL) kai atr gehérn DTC (COSMIC-311), avapépbnke
BpopBomevia kan peiwpéva aiporrerdhia. Ta emrimeda aigoTretaliwy TTPETTEN va TTapakoAouBoivial katd Tn Sidpkeia Tng Gr;pm'rzicc pE kaBolavtiviBn kai n doan
va TpoﬂOTTOIEITGI avaioya pe T coapdTnTa TG Bpouﬂm‘rsv ag (BA. Mivaxa 1). EID]IM&IDQW Me v kaBodavTiviBn cxouv napcnnpnecl ETTTAOKEG
Tpaupdtwy. H Bepameia pe kaBofavriviBn Ba mpémer va Siakotrei TouhdyioTov 28 nuEpEg TIPIV GTG TNV TIPOYPAPUATIOUEVN XEIpOUpYIKF ETEPBaan,
oupTIEpIAapBavopEVNG TNG oBOVTIATPIKIG XElpoupyikig TTEpPBaong f Twy emepBarnikiwy odovriaTtpikiv TapepBaoewy, eav eival duvard. H amogaon va
ouvexioTei n Bepareia pe kaBodavniviBn peta ) xeipoupyikn eméppaon Ba Tpémel va BaoioTei aTnv KAIVIKI Kpion yia Tryv eTTapkr eTTolAwaorn Tou Tpadpatog. H
kapolavnvipn Ba TrpérTer va SiakoTiel o8 aoBeveiG Pe ETITTAOKES £TTOUAWANG TPAUHATOE TIOU aTrarouy aTpikn TrapépBacn. Ynéptaon Me v kaBolavTiviin £xel
TraparnpnBei urépraan, cupTrepIAapBavopévng Tng uTrepTacikig kpiong. H aprnpiaxr) Trieon mpéTel va eAEyxeTal kahd Trpiv aTro Tnv Evapén Tng kaBolavmiviBng.
Kara  didpkeia g Beparreiag pe kaBolaviivifn ohol or aoBeveic Ba TrpéTTel va TrapakohouBolvTal yia UTTEPTAOT) Kal VA avTIHETWTIoVTal, OTIWE aTraiTeital, pe
TUTTIKI avTiuTTepTacikn) Beparreia. ZTnv TepiTTwon éupovng UTTERTAOTC TIapdT yivetal Xprian avTIuTIERTacIkuwy, n kaBolavriviBn Ba Trpémel va diakoTrel, £wg
orou eAeyxBei n aprnpiakn Tieon: karémy n kafolaviiviBn pmopei va ouvexioTel oe pewpévn 8dorn. H kaBolavmiviBn Ba Tipémel va SiakoTei edv n uTIEpTAON
elval coBapry kai £TTigovn TIapd TV avTiuTIEpTaoIKy Bepamreia kal Tn peiwon Soong g kapolavmiviBng. Ze mepiTTwan utrepTaoikig Kpiong, n kaolavivifn
Tpémer va diakotei. OaTeovikpwon ‘Exouv maparnpnBei mepioTarikd ooTeovékpwaong Mg yvaBou (ONF) pe v kaBolaviviBn. @a mipémel va dieayBei
oToparikr eEétaon Tpiv amd v évapén ¢ kaBoldavmiviBng kar TepIodIKG katd T Sidpkeia ¢ Bepameiag pe kaBolavtivipn. O aoBeveig Ba Tipéer va
EVNpEPWBoUY 600V agopd TIC TIPAKTIKES oTopaTkrg vyievic. H Bepameia pe kaBofavniviBn Ba Tipémel va avaoTtaAei TouAdyioTov 28 nuépeg TIpiv armoé v
TIpoypappaTIoUEVT OBOVTIATPIKT| XEIPOUPYIKT| ETTEMBaan 1 Tig eTepBarnikég odovTiaTpikEg TTapepBdaotlg, eav eival duvard. Atrarteital TTpoooyr) ot acBeveic TTou
AapBdvouv @dppaka Trou axeTifovtal pe Tnv ONI, 6T Sipwogovikd. H kaBolavrivin Ba mpéten va SiakéTTetan oe aoBeveig TTou epgavifouv ONI.
epuBpoducaiobnoias raAapwv-reApatwy Me Tnv kaBodaviivin éxer rapatpenBei ouvdpopo epubpoducaioBnaiag TraAapwy-mreApdrwy (PPES). Otav 1o
PPES &ival ooBapd, Ba mipétrer va AngBei umdyn n Siakorm g Beparreiag pe kaolavmivipn. Mpémel va yivel favd évapgn tg kaodavnviBng pe xaunAoTepn
doon orav To PPES emAuBei oe BaBuo 1. Npwreivoupia Me v kaolavniviBn éxel mapampnBei mpwreivoupia. H pwreivn oupwy Ba rpémer va mapakoAouBeital
TaKTIKG KaTd T Bepamreia pe kaBodavTiviBn. H kaBolavriviBn Ba TrpéTer va SiakoTrel og aoBeveic TTou avamTicgouv ve@pwaoiké alvdpopo. Zuvdpopo omigdiag
avaoTtpéwipng evkegahotdbeiag ‘Exer rapatnpnei olvpopo omioBiag avaoTpéyiung eykegahomabeiag (PRES) pe v kaBodavrivin. Autd To olvdpopo Ba
Trpémrel va eEeTadeTal o€ kaBe aoBevr) Trou ep@avidel TIOAMATTAG ouPTITWHATA, OTTWG OTIAoHOUS, TTovoKEpaAoug, oTTTIKEG Biatapax£g, alyxuaor 1 aAoiwpivn
vonTIKT Amoupvim H Beparreio pe kaBodavmivipn Ba 1'rp£:1'r5| va Siakomretan o€ aobeveiq e PRES. Empikuvon Tou Siaotriparog QT H Kuﬁotuvnviﬁq Ba mpémer
va XpnOIHOTIoIEITal I TIpOo oY) Ot aoBEVEC e 10TopIkG TTapdTaong Tou diaatripatog QT, oe acBeveig Tou AauBdvouv avTiappuBpIKd, fj o8 aoBevelg pe OXeTIKr
TpoUTidpyouoa kapdiakr) voao, Bpadukapdia, r diarapayég nhektpoAutiv. OTav ¥pnoipoTroieital n kapofavivipn, Ba TipETEl va egeTaleran n Trepiodikn
TrapakohouBnon kard m Sidpkeia g Bepareiag Tou HKI kar twv nAexTpodutiov (aoBéoTio, kaAio Kar payvijoio opou). Aucheroupyia Tou Bupeoeidoug
Zuviotarar Baoikr| epyaotnpiakr pétpnan g Aemoupyiag Tou Bupeosidolg ot Ghoug Toug aoBeveiq. AoBeveic pe TTpolmidpyov utroBupeoceiBiopd 1
urepBupeoEBiopd Ba TTPETTEl va aviHETWTI{ovTal cUPQUva e T ouvriBn IaTpIkr TIRAKTIKF TIpIv amd Tnv évapn g Beparreiag pe kaBolavriviBn. Ohol ol
aoBeveig TpéTrel va TrapakohouBoUvTal oTeEVd yia onpeia ko gupmTwparta duoAemoupyiag Tou BupeoaidBoug katd T Sidpkeia TG Bepameiag pe kaBolavmvifn.
H Aermoupyia Tou Bupeoeidolg Ba TTpémel va TapakoAouBtital TTepiodikd kal' 6An 1 didpkeia g Bepameiag pe kaBodavnviBn. O aoBeveig TTou avamTiooouy
SuoAemoupyia Tou Bupeoeidolg Ba TpéTrel va avnipeTwTifovial cOp@uva PE T ouviABH IaTPIKN TIPAKTIKA. Mn QUOIOAOYIKES TILEC BIOXNUIKWY EQYAOTNPIAKWY
eferdoewy H kaBolavnvin £xel CUCXETIOTET HE QUENMEVN OUXVOTNTA EPPAVIONS KN} QUOTOAOYIKWY TIWV NAEKTPOAUTWY (CUPTTEPIAGUBAvVONEVNG TNG UTTO- Kal TNG
utrepkahiaipiag, g uTropayvnolaipiag, g umracBeomiaipiag, TG umovarpiaipiag). Me v kaBolavmiviBn éxer TrapartnpnBei utracBecniaipia oe uwnAoTepn
auyvéTnTa kai/ fj augnpévn copapétnra (ouptepidapBavopévuwy Babpol 3 kal 4) ot aoBeveig pe kapkivo Tou Bupeoeibol ot alykpian He aoBeveig He dAAoug
Kapkivoug, ZUvIOTATal N TrapakoAoUBnon Twy BloxNHIKWY TIapapeTpwy Karta T Sidpkeia g BepaTreiag pe kaBolavmiviBn kai n eicaywyr] KaraAAnAng Bepareiag
QVTIKATACTAOTG OUMQWVaA PE TV KaBiepwpévn KAIVIKT) TTPaKTIKr, edv amaiteital Mepimmoeig namkig eykepaotdBeiag ot aoBeveic pe HCC pmopei va
arrodoBouv oTnv avdrTugn nAekTpoAuTikwy diatapaxwy. H Siakomr fi n peiwan g doong r n opioTikr dlakoTr g xopriynong kaBodavnviBng Ba Trpémer va
e€eTadeTal o8 TIEPITTTWAT ETTiHOVWV 1} ETTavalapBavopevwy anpavTikay diatapaywv (BA. Mivaka 1). Emaywyeic ko avaotoheic CYP3A4 H kaBodavivif siva
urtéoTpwpa CYP3A4. H auyyopriynon kaBolavnvifng pe Tov 1o0xupé avaotohéa CYP3A4, Tnv ketokovaloAn, eixe we amotéAecpa pia abgnon g EkBeong
kaBodavnviBng oto TAdopa. ATrarteiTan TTpocoyr] Kara n Yopriynon kaBolavniviBng pe (pdppaka TTou eivan ioxupoi avaaToAeig CYP3A4. H ouyyopriynon
kapodavmviBng pe Tov Ioxupd emaywyéa CYP3A4, T pipapmikivn, eiXe wg amotéAeopa pia peiwon Tng ékBeong kafodavrivipng oto TTAdOpA. ZUVETTWG, TTPETTE!
va aTrogeuxBEi n xpovia Xopriynan Twy @appdkwy TTou eival ioyupoi ettaywyeic CYP3A4 pe Tnv kaBolavTivipn (BA. Tapaypdeoug 4.2 kai 4.5). YTooTppara




P-yAuEunm;T;wgg H kaBolavnvin ritav évag avumm\mg {IC =7,0 pM), aAAG 6x1 uTTOaTpWA, Twv SpaaTnpIoTATWY pnaq)npug P-w\uxnﬂpmmvng (P-gp) ot
SiKaTeuBUVTIKG TUOTNUA TIPOCBIOPICHOU XPNOTHOTIOILVTAG Kumxpu MDCK-MDR1. Zuvertog n kaodavmivin pmopei va éxer v ikavotnTa va augdvel Tig
CUYKEVTPLITEIG TUYXOPNYOUHEVWY UTTooTpwudTwy P-gp aTo mhdopa. O1 acBeveic Ba Tpémer va ipoeidotroinBolv dgov agopd T Afjyn utrooTplpatog P-gp
(17.x. pe€opevadivr), ahiokipEvr), apTpioevTavn, eTegihikry daPiyartpavn, diyogivn, koAxikivr, papaBipokn, Trooakovalohn, pavoiadivry, cagayAimivr), omayAimTiv,
TakivoAdAn, ToABarrrdvn) evid hapBdvouv kaBolavmiviBn (BA. Tapaypago 4.5). Avaogrodeic MRP2 H xopriynon avactoAéwyv MRP2 prropei va odnyriosl ot
auEoEIg TwY OUYKEVTPWOEWY TG KaBolavTiviBng oto TAdopa. Emopévig, n Tautdypovn Xprion avaotohéwv MRP2 (T.x. kukhooTropivn, e@aBipévin,
eptpionaBivn) Ba mpére va pooeyyiletal pe ipoooyr (BA, Tapaypage 4.5), Exdoxe AakTodn AcBeveic pe omidvia kAnpovopika ipoBAnipara duoavegiag atn
yahakTodn, oAikr) averdpkeia Aaktdong i pe Bucatoppoenarn yAukognc-yahaxktdlne Sev TIETE! va TIGPOUV auT6 TO PapPHAKEUTIKG TTpoidv. NdTpio Auté To
QApHOKEUTIKG TTpoi6V TrepiExel AiyoTepo amd 1 mmol varpiou (23 mg) ava Siokio, dnAadr ouciaoTikd eival «eAeUBepo varpious. 4.8 AVEmBUNNTEG EVEPYEIES
Kapolavivign wg povoBeparreia Nepiinwn Tou mrpogiA aoedAeiag O o ouyvig ooPapég avemBupnTeg evépyeieg atov TANBuopd RCC (21% auyvatnra) eivan
T0 Kohiako dAyog, n Sidppoia, n vautia, n utréptacn, n gPPoAr, n uTrovaTplaipia, n TTveupovikr eJBolr, o éuetog, n apuddTwan, n kéTwon, n e§aobévion, n
pelwpévn 6pegn, n ev Tw BaBel @AePik) BpdpBuwan, n daAn, n uTopayvnaiaipia ke To ouvBpopo epuBpoducaioBnoiag TaAapwyv-TrEApdTwy (PPES). O1 o
ouxvég avemBipnTeg evépyeieg omoiaodhiToTe guxvetntag (Tou epgavifovial ot TouAdyiotoy 25% Twv aoBeviov) otov AnBuopé RCC mrepidapBavav
Bidppoia, koTwan, vautia, peiwpévn 6petn, PPES, uméptaon, peiwpévo Bapog, Eucto, Suoyeuoia, SuokohoTnTa kai aufnuévn AST. YTrépraan mapatnpriBnke
mo auxvd atov TANBuopo pe RCC ywpig rponyolpevn Bepareia (67%) oe alykpion pe aoBevelg pe RCC petd amd ponyoUpevn OTOXEUREVT BepaTTeia pe
VEGF (37%). O1 o cuxvég oofapég avemBupnTeg evépyeieg atov TTAnBuopo Tou HCC (2 1% guxvornra) eival n nirarkn eykepaiomabeia, n e§aoBiévion, n
k6mwon, 1o PPES, n Sidppoia, n umevatpiaiyia, o EPETog, To kolhlakd dhyog kai n BpopBotrevia. O1 o ouxvég avemBuunTes avnidpdoelg otroloudimoTe
BaBuol (Tou TrapoudidaTnkav ot TouAdyiotov 25% Twv agBeviiv) otov TAnBuopd HCC mrepiddpBavay didppoia, peiwpévn opegn, PPES, komwan, vautia
utrépraor kai épeto, O1 o ouxvég coBapéc avemBupnTeg evépyeieg otav TTANBuopd DTC (21% enimmwaon) eival n Siappoia, n Tiveupovikr] epBohr, n doTvoia,
n v 1w BdBer pAePikr) Bpoppwon, n utréptacn kai n uraoBeomaipic. O1 o guyvég avemBUuNTE evépyeleg otroloudnTroTe Baduol (TTou Epavioe TOUAGYIOTOV
10 25% Twv agBeviuv) oTov TTANBuapé DTC mepieAauBavav didppoia, PPES, utréptacn ka koTTwon. AvEmoupnTeg evEpVEIEg ot Hopr] Trivaka O avemBupnTeg
EVEPYEIEG TTOU avagépBnkav oTo oUYKEVTPWTIKG auvolo dedopévwy yia aoBeveig rou ehaBav povoBeparreia kaBolaviivifng yia RCC, HCC ka1 DTC (n=1043)
i avapépbnkav pe 1 xprion kaBolavniviBng petd Tnv kukAopopia g avagépovial atov Mivaka 2. O avemBuunTeg evipyEeieg TTapaTiBevial oUW He TNV
KaTnyopia opydvou cuaTiparog kal T ouxveTtnTa kard MedDRA. O cuxvarnTeg Baaifovial ot dAoug Toug Babpolc kail opidovial wg £€r¢: TToAU ouxvég (21/10),
ouyvég (21/100 Ewg <1/10) 61 ouxvig (21/1.000 Ewg <1/100), un yvworég (Sev pmopolv va ekmipnBouyv pe Bdon Ta diabioipa Sedopéva). Eviog kaBe karnyopiag
oUXVOTNTOG EPPAVIONG, O avETNIBUNNTEG EVEPYEIEC TIapaTiBEVTaI KaTd pBivouoa oeipd coBapotnrag. Mivakag 2: AVETTIBUUNTEG EVEPYEIES pappdkou (ADRS)
Trou Exouv avapepBei o€ kKAIVIKEG HEAETEG 1) O€ Xpriom PETd TNV KukAogopia ot agBeveig TTou AdpBavav Bepameia pe kafoavTivifn wg povoBeparreia.
NOIPWEEIS Kal TTAPACITWOEIS ZuxvEg: amoaTmua. AlaTapayéS TOU aipoTroinTikoU Kai Tou Aepgikol auoTiiparog Mol auxvég: avaipia, BpopBorevia,
Zuyvég: oudeTepotievia, Aepgorevia. Alarapayég Tou evBokpIvikoU cuoTrjparog MoAl cuyveg: utroBupeoeiBiopos®. AlaTapayég Tou peTaBoAiopou Kal TG
Bpeyng MMohl ouyvéc: pewpévn Opekn, umropayvnoiaipia, utiokahiaipia, utroaABoupivaipia Zuxvic: aguddiwan, uTloQwogaTtaipia, uTiovaTpiaipia,
uTraofeomaipia, urepkakiaipia, uTrepxoAepuBpivaipia, uTepyAukaipia, uToyAukaipia. Alarapayég Tou VEupikoU cuoTriparog Mokl ouyvée: duoyeuaia,
keahahyia, Zakn Zuxvéc: Tiepigepikn veupotiaBeia® Oy OUXVE:C aTTaoOi, ayyEIOKG EyKeQaAkd eTTEI00BI0 M) yvwoTés: ouvBpopo oTrioBiag avacTpEyiung
eykegahomiabeiag Aldwpdxeq Tou wrdg Kol Tou AaPBupivBou Zuxveg epfoig Kupélul(cg Siarapayég Mn \,rvumsg Eucppuyun puompﬁmu Ayyelakég
Siarapayég MoAd ouyvéc: urr&pmcn aipoppayia®™ Zuyves: Aefikn BpopBwon®, apmpiakn Bpoppwaon M yvwoTég: aveuplopara kai apmmpiakoi Siaxwpiopol
Ox1 ouxvé:c UTEPTAdIKI} Kpior AlaTapayEg TOU avaTTvEUOTIKOU oucrrnua'rog TOU BWpaKa Kail Tou pet:roswpumou MoAU ouyvig: duopuwvia, duaTtrvoia,
Brixag Zuxvéc: Trveupovikn edfoAr) Alatapayég Tou yaoTpevrepikoU MoAl ouxvig: Didppoia®, vautia, Euetog, oToparimda, SuokolNGTnTa, Koakd dAyog,
Suomeyia Zuxvég: yaoTpeviepikl OidTpnon®, maykpearinda, oupiyyio®, yaoTpooigogayiki TIGAIVpOUNON, aijoppolde otopariké dAyos, §npoaTopia,
Bduogayia, yswoooduvia AlaTapayég Tou ATTAToS Kal Twv XoAngopwv Zuyvic: nmarkr eykepakomdBea* Oy ouxvéc: xohootanikr nrarinda Alarapayég
Tou Béppartog Kail Tou utroSopiou 10ToU MoAl ouyvég: auvdpopo epubpoducaicBnoiag malapwyv-reApdrwy (PPES), eavBnua Zuyvég; kvnopbde, aAwrekia,
Enpodeppia, Seppatimda uttd pop@n akpric, ahAayr] XpuwHaTes HaAAItyY, UTTEPKEPATWOT), £pUBNUa AIOTOPAXEG TOU HUOOKEAETIKOU CUOTIHATOS KAl TOU
OUVBETIKOU 10TOU MoAU CuxVvEG: Traveg oTa dkpa Zuxveg: Huikel amaopoi, apBpakyia Ox guyvés: ooTeovikpwan NG yvaBou AlaTapayEG TWV VEQPLV Kal
TWV oupopopwY obwv Zuxvic Tpwreivoupia Mevikég Biarapayés kai KaraoTdaoelg Mg odol Xopnynong Mol ouxvéc kOTWon, QAEYHOVH Twv
BAevvoydvwy, eéacBévian, Trepipepikd oibnua NapakAvikég efeTaoeig® MoAl ouyves: peiwpévo Pdpog, augnuéva ALT opou, aunuévn AST Zuxvég: ALP opol
augnuévn, auénuévn GGT, augnuévn kpearivivn aipartog , auEnuévn apuidon, aufnuevn Aimrdon , augnpévn xoAnatepoAn diparog, aunpéva TpiyAukepidia
aipaTog Kakoeig, SnAnTnpIaoEeig Kai ETITTAOKEG BEPATTEUTIKWYV XEIRITUWV ZuxVEG: ETTITAOKEG TpaUpaTog® * BAETTE evotnta 4.8 Mepiypagr Twy ETHAEYHEVWY
aveTIBUHNTWY EVERYEILDV VIO TIEPAITERW XUPAKTPIOHS.® iuunspl.\upﬂwouévng NG TTOAUVEUPOTTABEITG. N TTERIPEPIKY| VEUpOTIaBEa eivan Kupiwe aioBnTnpiakn
® ZupTrepihapBavopévng g srnu‘raf,ng We TNG MO GUXVA avVAEPSHEVNS avemBOPNTNG EVEPYEITS © Aeg of PAeBIkES BpopPwotig, aupTrepihapBavopévng e ev
W Bcchl pAeBikic BpopPwong ! Me Bdon Tig avagepBeioeg avsrrleupnteg EVEPYEIEG ° AlaTapaypEvr ETTOUAWOT, ETHTTAOK OTO OnpEiw Toprg kal BidoTracn Tou
rpuupmog H kaBodaviiviBn ae ouvBuaopo pE VIBOACULGLTTT OF TTPWTNS-yeaupns mpoxwpenuévo RCC Nepihnwn Tou T1pogiA aogalsiag Otav n kaBolaviividn
Yopnyeital oe ouvduaopo pe vifohoupapTn, avarpefre atnv MXM g viBoAoupdummg piv ammé myv évapén g Beparreiag. Ma mepicooTepeg TTANpogopieg
OxETIKG HE TO TIpogiA aogpdleiag Tng povobepameiag pe viBoloupdpT, avarpé€re oty MXM g viBohoupdptg. 1o olvoho Sedopévwv g kapolavtiviBng
40 mg pia gopd TV nuépa ot guvduaopo e viBoAoupdpTrn 240 mg kaBe Suo eBdopddeg oto RCC (n =320), pe eAdyioTn Tepiodo apakoAotBnoang 16unvioy,
ol Mo ouyveg ooBapég avemBiunTeg evipyeleg (2 1% emitmwon) fArav didppoid, Tiveupovinda, TIVEuPoviKry eBoAr, Trveupovia, utrovaTtpiaipia, Trupeia,
aveTrdpkela Twy emveppiiwy, Euetog, apuddiwon. O1 o ouyvég avetnBiuNTeG evEpyeieg (2 25%) frav didppoia, kéTwan, ouvdpopo epuBpeducaicdnoiag
TraAQuV-TIEANATWY, oToparinda, HUOOKEAETIKOG TTOVOG, uTTépTaar, efdvBnpa, uTloBupeosiBIopGS, peiwan dpegng, vauTia, koiNakd diyog. H TTAEiovaTnTa Twy
avemBUunTwy EVEpYEIWV fTav Neg éwg péTpieg (Babuog 1 i 2). Nivakag avemBuunrwy evepyeiwy O avemBUpPNTES EVEPYEIES TIOU EVIOTTIOTNKAY OTNV KAIVIKN
pehETn ¢ kapolavmvipne o ouvduaopo pe viBohoupdutn avagépovial otov Mivaka 3, glp@wva Pe TNV Katnyopia opydvou ouaTHpaTog Kai T ouxveTnTa
kard MedDRA. O1 ouyvéTnTeg Baaifovral ot 6Aoug Toug BaBuoulc kar opifovral we e€rg: TIoAU auxvég (21/10), auyveg (21/100 £wg <1/10) 61 ouxveg (21/1.000
twg <1/100), un yvwotég (Bev ptropolv va ekmipnBolv pe Baon 1a diaBioipa dedopéva). Eviog kaBe karnyopiag ouxvotntag EHQAviang, o avermBounTeg
evépyeieg TrapariB@evial katd @Bivouoa oeipd coBapotnrag. Mivakag 3: AvemBUpnTes evépyeieg pe kapolovrivipn oe ouvBuaopd pe viBoAoupaurn
Noipwéeis kol TTapaamwoelg MoAd ouxves: AciHwEn Tou avwTEpOU avaTTVEUdTIKoU ouaTripaTog Zuxvég: Tiveupovia AlaTapayx£g TOU QIJOTIOINTIKOU Kai Tou
Agpgikol ouaTiparog Zuxvic: nwaivo@ihia AlTapayég ToU AVOCOTOINTIKOU CUOTHHATOS Zuxvig umeptuaioBnoia (oupmepihapBavopévng g
avaguAakTIKAG avTidpaanc) Ox1 ouxvéc: oxeTilopevn pe TV £yxuon aviidpaon utrepeuaicBnaiag AlaTapayEg Tou EvBOKpPIVIKOU ouoTipaTog MoAl auyveg:
utroBupeoeiBiopog, umepBupeoeiBiopog Zuyves: emveppidiakn aveTtdpkeia Oy ouxvég: utropuoimba, Bupeoeibimda Alarapayég Tou peTaBoAiopol Kai g
Bpéwng Mohi ouxvég pewpévr) Gpefn Zuyves: apuddrwar AlaTapayég Tou veupikol cuaTiparog Mohd ouyvég: Buoyeuoia, {aAn, kegahahyia Zuxve:
mepigepikn veuporraBeia Ox1 ouyvég: autodvoor eykepahinda, oivdpopo Guillain-Barré, puaoBevikd ouvBpopo AlaTapayEg Tou wrog Kai Tou Aapupivou
Oyl ouxvéc: epBokg OgBaApikég Siarapayés Zuxvég: EnpogBahpia, Bapmm opacn U)p OUXVECG: payoedinba Kapdiakeg diarapayég ZuxveC: KOATTIK
pappapuyn, Taxukapdia Ox1 ouxveg: puokapdinda Ayyelakég GICITapu)(:g Mokl auyvig: umiéptaon Zuxvég: Bpopfwan” AlATApayXEéC TOU AVATIVEUOTIKOU
ouoTHHATOG, TOU Bwpaka K Tou pecoBwpdkiou Mol cuyvés: Buoguwvia, SuoTvoia, Prixag Zuxvéc: Trveupovinida, Trveupovikr epfolr, emioTatn,
uttedwkoTkr] guhhoyr) Alarapayég Tou yaoTtpeviepikou MoAl ouyxvig: Bidppola, £petog, vautia, SuokoiliotnTa, otoparinda, , kokiakd dhyog, Suatewia
Zuyvig: kohimda, yaoTpinda, Ghyog Tou otopatogEnpoatopia, aipoppaoideg Ox1 ouxvég: aykpearinda, Sidtpnon Aetrrol eviépou®, yhwoooduvia AlaTapayég
TOU fITaTog Kal Twv XoAn@opwy Zuyvig: nmatimda AlaTapayég Tou SEppaTog Kai Tou utrodopiou 1oTou MoAl ouyvég: oUvdpopo TraAapo-TreApaniaiog
epuBpoducaicBnaoiag, efdvenua’, kvnopods Zuxveg: ahwTekia, Enpodeppia, epiBnua, alhayl Xpuwparog Tpixwv Ox ouxvég: Wwpiaan, kvidwon AlaTapayég
TOU HUOOKEAETIKOU CUOTIHATOS KAl Tou ouvBeTIKoU 10To0 MoAl ouxvEg: puookeAeTikog TToveg?, apBpalyia, puikoi omraopol Zuxveg: apBpinda Oy ouxvig:
HuoTdBeia, ogTeovékpwon NG yvdBou, oupiyyio AlaTapayég TwY VEQPWY Kol TwV oupo@opwv odwv Mol cuxvig: Tpwreivoupia ZUXVvEG VEQPIKT
avemdpkeia, ofeia veppikr) BAaRn Ox ouxvég: vegpinda Mevikég Biatapay€g kai kataoTdoeig Tng 06od xopriynong MoAl ouyvég: kotwor, Tupetia, oidnpa
Zuyvig: alyog, Bwpakikd ahyog MapakAIvVIKEG eEeTATEIC® MoAl ouxveg: auEnuévn ALT, augnuévn AST, urroguwaopataipia, urracfeaTiaipia, utropayvnaiaiyia,
uTrovarpiaipia, utrepyAukaipia, Aeppotrevia, augnuévn aikahikn @uogardon, augnuévn Amrdon, augnpévn apuddorn, BpopBorevia, augnuévn kpeamvivn,
avaipia, Acukotrevia, umepkahiaipia, oudetepomevia, umepaoBeoTiaipia, uToyAukaipic, umokaAicapia, au§nuévn olikr] xohepuBpivn, uTrEppayvnalaipia,
uTIEpVaTpIaIpia, PElwpREVO owpaTike Bapog Zuxvee: aunuivn xoAnotepdAn aipatog, uneptpiyAukepidaipia, O1 guxvoTnTEG TWY QVETIBUHNTWY EVEPYEIDY TTOU
mrapouaialovral oov MNivaka 3 pmopel va pnv amodiBovtal TAfRpwe povo oty kaBofavniviBn, aAhd evBExeTal va epTrepikAeiouy T CUVEITQOPA TNG UTTOKEINEVNC
véoou 1 arré T VIBoAOUPGHTIN Trou XpnoljoTToleiTal ot auvBuaopo. °H BpopBwon eival évag ouvBeTog 6pog Trou TrepidapBdvel BpépBwan T TuAaiag @AERacg,
Bpoppwon g Tiveupovikig @AEBag, Trveupovikr Bpoupwon, aopTikr) BpopBwarn), aptnpiakr] 8popBwar), ev Tw BaBel ARk Bpoppwon, Bpopfwon Mg
TueAIKNAG QAEBag, BpopBwan g koilng @AEBag, AT BpopBwon, pAeBiki Bpoupwon dkpou YExouv avagepBei Bavatneopeg mepimwoeig “To efdvBnua
elvan évag ouvBeTog dpog Trou TiepiAapBavel Tn Sepparinda, Tnv opoidlouca pe akpr depparimda, Tnv ToppoAuywdn Seppatinda, To amopohdwnkd eEdvenpa,
T0 epuBnuaTwdeg efavBnua, 1o Bulakiwdeg egavBnua, To kNAdWSEg e€avBnua, To knABoBAaTdWdEG efavBnua, To BAandwdeg efavBnpa, To KVNOPWOES
eEavenpa kai To pappakeuTiko eEdvBnpa. ‘O pUcoKEAETIKGE TTOVOG eival évag oUvBETog pog Trou TrepIAapBave TV ooguahyia, TOV 0aTIKG TIOVO, TO HUOTKEAETIKG
Bupakiko dAyog, T HUOOKEAETIKT) Suagopia, Tr) puahyia, TNV auxevaAyia, To GAyog oTa dkpa, 1o diyog oTTovBUAIKGT) oTrANG “O1 oUXVOTNTES TWV EPYATTTPIaKWY
OpwVY avINTPOTWTTEUOUY TO TTO000TS Twy acBevwv Trou eppdvioayv emBEIVWOT] OTIG EPYACTNPIGKEG METPIOEIG OE OXECN UE Trv Evapn TNg MEAETNG PE E€aipean



10 PEIWHEVO OwpaTIKG BAapog, v augnuévn xoAnoTepoAn aipatog kar Ty utrepTpiyAukepidaipia. Mepiypagn Twy eTnAeyuévwy avemBopntwy evepyeiv Ta
Bedopéva yia SlagopeTikég avTidpdoeis Baailovial o aoBeveig Trou eAdpBavav CABOMETYX 60 mg pia gopd nuepnaiwg atré 1o aTéua we povoBepaTreia oTig
Baoikég peAiteg oTo RCC perd ammé mponyoupevn oToxeupévn Beparreia pe VEGF kai oe RCC wpig Tponyoupevn Beparreia,=oto HCC peta aré npnﬂyodpwr]
GUOTTHIKT espcmeiu kai oto DTC o€ aoBeveig avBancnKougi} Hn katdAAnAoug yia Bepatreia pe padievepyd wdio (RAI) Tou Tmpouoiucmv €GENEN TNG vooou Katd
™ SiapKeia fj HETA aTo npunynupwr] TUOTNHIKN szmmc: 1 ot aoBeveig Trou éAaBav CABOMETYX 40 mg pia qopd npepnoiwg aro To oToud oe quﬁuuupo
HE viBoAoupdpin o€ Trpw‘rng yYpapprig mpoxwpnuévo RCC (mapdypagog 5.1). [aorpeviepikn (TE) Sidrpnon (BA. rapdypago 4.4) En pehétn Tou RCC petd
amd Tmponyoluevn o‘mxﬁupsvr] Beparreia pe VEGF (METEOR), uvmpf:pﬂnmv e Blmpnaalg oro 0,9% (3/331) tTwv aoBeviov pe RCC trou ehapBavav
kapodavtivipn .Ta cupBdvra firav BaBpod 2 fj 3. O Sidpecog xpovog ewg Tnv évapén rrav 10,0 epdopddes. Molpaieg Siatprioeig exdnAtbnkav ato kAvikG
Tpbypappa yia v kaBodavniviBn. Zin peAétn Tou RCC xwpig rponyolpevn Beparreia (CABOSUN), avagépbnkav I'E darprioeig ato 2,6% (2/78) Twv acBeviov
pe RCC trou AdpBavav kaBodavriviBn. Ta oupBdvra ritav BaBpou 4 kai 5. £ peAém HCC (CELESTIAL), avagépBnkav Siatprioeig IM'E o1o 0,8% Twy aoBeviov
Tou £AaBav kaBodaviiviBn (4/467). OAa 1a cupBdvia ritav BaBpou 3 1) 4. O didpecog Xpovog epeaviong firav 5,9 eBdopddeg. Zin pehérn DTC (COSMIC-311),
n diarpnon Tou yaoTpevTepikol owAriva BaBpol 4 avagépBnke ot évav aaBevr) (0,8%) ammd Toug aoBeveig Trou EAaBav kaBolavTiviBn Kol EPpavIoTNKe PETA aTTd
14 eBdopadeg Beparreiag. Ze quvduaoud pe viBohoupdptn oe Tpoxwpnuévo RCC oe mpwine-ypappic Bepareia (CA2099ER) n ouxvatnta eppaviong
BiaTpriocwy Tou yaoTpeviepikol cwArva ftav 1,3% (4/320) ot aoBeveig Trou Ehafav Bepareia. 'Eva oupBav fitav o BaBuou 3, dlo cupPdavra fitav BaBuol 4
Kkal éva guppav frav fadpol 5 (Bavarngopo). Zro kAiviké TTpdypappa TG kaBolavnviBng exkdnAwenkav Bavameopeg Siatprioeig. Hmank sykeparomdOeia (BA.
mapayoago 4.4) Zn pehérn HCC (CELESTIAL), n nmamkn eykegaiomabeia (nrarikn svxzqaa)\ondezeu. eykepalomadeia, unspuuuwwmulkﬁ eykepalomabeia)
avagépBnke oTo 5,6% Twy aoBevisy Trou EAaPav kaBolavTivipn (26/467). Ta aupﬁcwc Baﬂpou 34 fj1av oe MogooTd 2,8% kai £va oupPav (0,2%) BaBpou 5.
O Bidpegog xpovog eugaviong ftav 5,9 epdopddeg. Aev avapépBnkav TEPITTTWOEIS NTTATIKAG wkecpc:)\onuﬁclug oTig pehéreg RCC (METEOR, CABOSUN kai
CA2099ER) kai atn pehétn DTC (COSMIC-311). Aidppoia (BA. rapdypago 4.4) En peAérn RCC perd amé mponyolpevn OTOXEUPEVT) Bepareia pe VEGF
(METEOR), n &iappoia avapépbnke aTo 74% 1wy acBeviy pe RCC mrou éAaBav kapolavriviBn (245/331). Ta oupBavra BaBpow 3-4 rfirav oto 11%. O Siapecog
Xpovog eugaviong rfrav 4,9 £fdopddeg. Zm peAén RCC xwpig mponyoupevn Beparreia (CABOSUN), n Sidppoia avagépbnke aTo 73% Twv agBeviv TTou
thaBav kafolavtivifn (57/78). Ta cuppavia BaBpou 3-4 rirav oto 10%. Zmn peAérn HCC (CELESTIAL), n didppoia avagpépBnke oto 54% Twv acBeviuv TTou
EhaPav kaBolaviviBn (251/467). Ta oupBdvia BaBpol 3-4 frav oto 9.9%. O Sidpecog xpodvog eppavions oAwv Twy oupfaviwy frav 4,1 efdopddeg. H
Siappoia odriynoe ot TpoToTioinoeig doong, diakomég kal opioTikn SiakoTn oe 84/467 (18%), 69/467 (15%) kai 5/467 (1%) aoBeveig, avrioToixa. £ HeAEm
DTC (COSMIC-311), avagépbnke didppoia ato 51% Twv acBeviuv Trou éhafav kapodaviviBn (64/125). Ta oupBdvra BaBpou 3-4 fitav ato 7,2%. H Sidppoia
odrynoe gt peiwon g doong kai diakotr oe 13/125 (10%) kar 20/125 (16%) aoBeveic avrigToixa. Ze ouvBuaouo pe viBohoupdpTmn ot Trpoxwpnuévo RCC ae
TIpWING-ypappng Beparmeia (CA2099ER), n emitrmwon Sidppoiag avagépbnke ato 64,7% (207/320) twv aoBeviuv Tou EhaBav Beparreia, oupBdvra BaBpol 3-4
oe 8,4% (27/320). O péoog xpovog yia Tnv évapén oAwv Twy oupBaviwy ftav 12,9 efdopddes. KaBuatépnar ) peiwon g doong ouvépn ato 26,3% (84/320)
kai Siakot o1o 2,2% (7/320) Twv aoBeviov pe Bidppoia, avrioToixa. Zuplyyia (BA. Tapaypago 4.4) T peAémn Tou RCC petd améd Trponyolpevn OTOXEUHEVD
Beparreia pe VEGF (METEOR), 1a aupiyyia avagép8nkav ato 1,2% (4/331) twv aoBeviov Tou eAdpBavav KuBuCu\mw’Br] Kai napl)\fxpﬂuvav ﬂp(.uKrn(d aupiyyia
aTo 0,6% (2/331) Twv acBeviwv Trou AdpBavav KcBoCmrn\an ‘Eva ouppav rirav Babuol 3 kal Ta urrdAoima firav BaBuod 2. O Siipecog )(povog £wg Vv évapén
frav 30,3 epdopadeg. Zmn peAtm Tou RCC ywpic TiponyoUpevn Oepareia (CABOSUN), dev avagépbnkav TepmTwoelg pe ouplyyia. 2 peAem HCC
(CELESTIAL) Ta oupiyyia avagépnkav ot 1,5% (7/467) Twv acBeviov pe HCC. O didpecog xpovog epgaviong frav 14 epdopddeg. Zm HEAETN DTC
(COSMIC-311), Sev avagépBnkay TIEPITTTIWOEIG oUpIyyiwy oe aoBeveig Trou EAaBav kaBolavrivipn. Ze ouvduaopo pe vifoAoupduTn ot Trpoxwpnpévo RCC ot
TIPWING-ypap s Beparreia (CA2099ER) n ouyvornTa egpaviong auplyyiou avagépBnke oo 0,9% (3/320) Twv aoBeviv Trou EhaBav Beparreia kai n ooBapétnta
rfirav BaBpou 1. @avarngopa aupiyyia ekdnAwenkav ato kAiviké Tpoypappa g kaBolavmvipng. Awoppayia (BA. mapdypapo 4.4) Z1n pehém tou RCC perd
amé TponyoUpevn aToxeupévn Beparreia pe VEGF (METEOR),T0 Troo00To epgaviong cupBaviwy ooBapng aipoppayiag (BaBpou = 3) frav 2,1% (7/331) ae
aoBeveic pe RCC mou Adppavav kaBolavTivipn . O Bidpecog ¢ xpovog Ewg Tnv Evapén nrav 20,9 efdopadeg. Zmmn peAétn Tou RCC ywpig Tponyoupevn Bepareia
(CABOSUN), 1o TrogooTd epgdvions oupBdviwy ooBapric aijoppayiag (BaBuou = 3) Atav 5,1% (4/78) ot acBeveic pe RCC mrou AdpBavav kafolavriviBn. Zmn
peAémn HCC (CELESTIAL), n ouxvomra epgaviong cofapwy aipoppayikwy emeicodiwy (Babuocg = 3) frav 7,3% aroug aoBeveig Trou éAaBav kaBolavivin
(34/467). O 6|c'(pecroq Xpovog cpqx’mung frav 91 :ﬁéopdﬁeg. Ze ouvbuaopd pe viBoAoupduTn oe Tpoxwpnpévo RCC oe mpwine-ypappns Bepareia
(CA2099ER) n ouyvomTa epgpdaviong q;yoppcxvlcxg 2 BaBpou 3 Arav oto 1,9% (6/320) Twv acBevwv Tou EAapav Bepameia. Zmn pehétn DTC (COSMIC-311), n
TUXVOTNTA EPQAVIONG coBaptov aigoppayikwy eTeoodiwy (BabBpog 2 3) fi frav 2,4% ae aoBeveic rou EAapav cabozamlmb (3/125). 0 6ic!pscog Xpovog Evaping
firav 14 efdopadeg. @avarnpopeg aipoppayieg exdnAwBnkav oTo KAWIKO TTpoypappa yia Tnv kaBolavrivipn. TTGBE
Aev avagépBnkav TiEpIOTATIKG PRES orig peAéte¢ METEOR,CABOSUN, CA2099ER n CELESTIAL, 6pwg :xsl avagepBei PRES
ot évav aoBevr) ot peAérn DTC (COSMIC-311) kar omdvia o€ aMAeg kAvikég Bokipég (oe 2/4872 dropa, 0,04%). Aulnuéva nmanikd Evaupd Kard 1 xoprynon
1n¢ kaBodaviviBng oe ouvduaoud pe viBoAoupdumn aro RCC Ze pia khivikr) peAétn acBeviov pe RCC ol oroiol Bev eixav AMdBel rponyoupévuig BepaTreia kal
EAaBav kaBolavnviBn oe ouvBuaoud pe viBohoupdurmn, TrapampriBnke uwnAdtepn ermimmwon BaBpou 3 kai 4 augnuévng ALT (10,1%) kai augnuévng AST
(8,2%) oe axean pe T povoBepareia pe kaBodavmivipn atoug aabeveig pe Tpoxwpenpévo RCC (n ALT augrienke kard 3,6% kai n AST augribnke kard 3,3% om
pehétn METEOR). O diipeoog Xpovog £wg T epgavion g BaBuol > 2 atgnon g ALT A Tng AST frav 10,1 priveg (eupog: 2 éwg 106,6 eBdopadeg, n = 85),
Zroug agBeveic pe BaBpou = 2 avgnon Tng ALT fj Tng AST, o1 augrioeig utroxwpnoav atoug BaBpolg 0-1 oe 91% pe didpeco Xpovo Ewg Tnv atrokatdoTtaon2,29
eBdopadeg (eUpog: 0,4 Ewg 108,1 efdopadeg). Metabld Twy 45 acBeviv pe BaBuol 2 2 algnon g ALT 1} ng AST aToug oTToioug £yIve ETTavaTIPOKANCT) E
kaolavtivipn (n = 10) fj pe viBohoupdpTm (n = 10) pepovwpéva 1) kai Pe Ta 8o (n = 25), emavepgavian au§nuévng ALT | AST BaBpou 2 2 onpeiBnke oe 4
aoBeveic Trou EAaBav kaBolavivipn, oe 3 acBeveig ou éAaPav viBohoupdumn kan 8 aoBeveig Tou éAaPav kaBolaviivipn kal viBoAoupduTin padi.
YroBupeoeiBiouods Zn peAétn oto RCC petd amd mponyolpevn otoxelouoa Bepareia pe VEGF (METEOR), n emimrwan Tou umoBupeoeBioyol frav 21%
(68/331). Zrn peAémn RCC xwpig rponyoupevn Beparreia (CABOSUN), n emitriwon Tou utroBupeoediopol frav 23% (18/78) ot aoBeveig pe RCC mou EAaBav
Beparreia pe kapolavnivipn. Zm perérn HCC (CELESTIAL), n emitirwon Tou utroBupeoediopou fitav 8,1% (38/467) oe aobeveig Tou éhaBav Beparreia pe
kapolavmivipn kai Ta oupBdvia BaBpol 3 oe 0,4% (2/467). Zm pehétn DTC (COSMIC-311), n emimrwan Tou utroBupeoeibiopol frav 2,4% (3/125), 6Aa Ta
oupBavra BaBpol 1-2, yia kavéva ard 1a oroia dev amaimiBnke Tpotroroinen Tng Beparieiag. Ze ouvduaopo pe viBohoupdutn ot Tpoxwpnuéve RCC om
Bepareia TpWNg ypappns (CA2099ER), n emimwan Tou umoBupeoeidiopol nrav 356% (114/320) twv aoBeviv Tou éhaBav Bepareia. Avagopd
mBavoloyolUpevwy avetnBuuntwy evepyeiov H avagopd mBavoloyolpevwy avemBUunTwy eVEPYEDY PETd amd T Xoprynon ddeag xukhogopiag tou
(papHAKeUTIKOU TTpoiovTog eivar onpavrikr. Emrpémel 1n ouvexn mapakoAoUBnan Tng oxéong ogpéAouc- Kivdivou Tou gappakeuTikol TTpoiovTog. ZnTeital amo
TOUG ETTayYEApaTIES UYEIaG va avagépouy oTroiadriote TnBavoloyoUpeveg avemBUUNTEG EVEPYEIEG PETW Tou £BViKOU TUCTIATOG aVaQOpPAG TIOU TIEPIYPAPETa
ato Mapdprmpa V. 6.4 1Biaitepeg wpopuAdéeig kard T UAagn Tou TpoidvTog Aev uTitpyouv £15iIkéG odnyleg Siamipnong yia To Tpaoidv auté. 7. KATOXO
THE AAEIAZ KYKAO®OPIAL Ipsen Pharma 65 quai Georges Gorse 92100 Boulogne-Billancourt MaAAia 8. APIOMOEZ(Ol) AAEIAZ KYKAO®OPIAL
CABOMETYX 20 mg emkaAuppéva pe AeTrtd upévio Siokia EU/1/16/1136/002 CABOMETYX 40 mg emkahuppéva pe Aemrrd upévio Siokia EUM/16/1136/004
CABOMETYX 60 mg emkocAuppéva pe AeTrto upévio diokia EU/1/16/1136/006 9. HMEPOMHNIA MPQTHEI EMKPIEHI/ANANEQIHEI THEI AAEIAZ
Huepopnvia pwng éykpiong: 09 ZemmepBpiov 2016 Hpepopnvia TeAeutaiag avavéwang: 21 Ampikiou 2021 10. HMEPOMHNIA ANAGEQPHEIHEI TOY
KEIMENOY Aetropepeic TAnpopopieg yia 10 TTapov gapuakeuTiko Trpoidv. eival SiaBéoipeg oTov dikTuakd 1o11o Tou Eupwridikol Opyaviopol Pappdkwy:
http:/fwww.ema.europa.eu.
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NEPIAHYWH TON XAPAKTHPIZTIKAN TOY NPOTONTOE

1. ONOMAEIA TOY ®APMAKEYTIKOY NPOIONTOE: Lynparza 100 g EMKaAuPyEva
pe Aentd upevio diokio. Lynparza 150 mg enkahuppéva pe Aemd upévio biokia

2. NOIOTIKH KAI NOZOTIKH LYNBEIH Lmﬂalz_a_ﬂﬂ_mmm&uumue_hmg
upgvio Biokia KaBe enkahuppévo pe Aema upawu Bwkm nepis.xsl 100 mg ohanapi-
pnng. KaBe enkaluppévo pe
Aend upévio Biaklo nepiéxer 150 mg ohanapipnng, ExBoxo pe ywoth Gpdon: Auto
10 (PAPUAKEUTIKG npoidv nepiéxet 0,24 mg vatplou ava Biokio 100 mg ka1 0,35 mg
vatplou ava Biokio 150 mg.

4. KNINIKEE NAHPO®OPIEL 4.1 Bepaneutikéc evbelfeig: Kapkivog twv wobnikiy
To Lynparza evbeikvutal wg povoBepaneia yia t: « Bepaneia ouvinpnong evnhikwv
aoBevidv pe npoxwpnpévo (atabiou Il kai IV kata FIGO (AieBvng Opoonovbia Muvaiko-
Aoyiog ko Mateunikng)) uynhal BaBpod kakonBeiag emBnMakd kapkivo twy woln-
KLV, TV waywywy i npetonalh kapkivo tou nepitovaiou, nou @epouv Petahhaypé-
va yovibia BRCA1/2 (yewwnukay kal/n owpotikev Kutidpwv) Kal ol onoieg eppavi-
Zouv aviandkpian (NAApn N pEpIKN) éneia and v ohokAnpwan e xnpeioBepanelag
npang ypappne pe Baon mv nhatlva. » Bepaneio ouvipnong evihikwy aoBeviv pe
evaioBnro oty nhativa unotpomadovia uynhol PaBpol kokonBeiag enBnhiaka kap-
Kivo Twv woBnkv, twv waywywy A npwionabh kapkive tou neptovalou, ot onoieg
eppaviouv aviandkpion (nAApn f pepikn) oe xnpeioBepaneia pe Bdon mv nhativa. To
Lynparza ot auvbuaopd pe pnefaoidoupdunn eveikvutal yia t: » Bepaneio ouviipn-
ang svnhikwy aoBeviv pe npoxwpnpéva (ctabiou 11l kat IV katd FIGO) uynAot 2 Bab-
poU kakonBewag eniBnhioko kapkivo twv wolnkuv, Twv waywywv i npwronabn
Kapkivo tou nepitovaiou, o1 onoieg epgavidouv aviandkpion (NAApn A HEPIKA) Enetta
ané v chokAnpwon g xnpetoBepaneiag nping ypappng pe fdon mv nhativa oe
ouvbuaopd pe pneBaaifoupapnn Kal v onoiwv o Kapkivog oxetiletal pe Benxn Ka-
1dataon avendpkelag opohoyou avaguvbuaapot (HRD) nou opidetal eite and petaMa-
& twv BRCA1/2 ka/efte and yowiblwpankn aotdBen. Kapkivog tou paatod To
Lynparza evbelkvutar we povoBepaneio yia tn Bepanela evnhikwv ooBevdv pe tonikd
NPoXWPNEEVO N PETOOTATIKG KAPKIVO TOU POOTOl KOl YOPEUKES PetaMaBers twv
BRCA1/2, ka1 tov onoiwv o Oykog eival apvntikag yia tov unoboxea winou 2 tou av-
Bpnivou embeppiot aufnukol napayovia (HER-2). Oi aoBeveic Ba npénei va éxouv
nponyoupévwg unofinBel oe Bepaneia pe avBpakukhivn Kat pia 1avn eite yia evio-
niopévn efte yio HeTaoTaTIKN Voo ekT6C £6v o1 aoBeveis bev fav katalnol yio outég
¢ Bepanelec, 01 aoBeveic pe Bekd otoug oppovikolc unoboxeic (HR) kapkivo tou
paarol npénel eniong va napousidfouv eEEMEN katd tn bidpkeia N petd and nponyol-
pevn evbokpivika Bepanefa, i va Bewpolvial okatdMnhor yio evBoxpivikn Bepaneio.
Abevoxapiviwpa 1oy noykpéatag To Lynparza evBeikvutar we povoBepaneio yio
Bepanelo ouvtipnang evnhikwy aofBievtdv pe yapenkeg peralateic wwv BRCAT/Z, ot
onoiol €xouv petaatank obevoxkapkiviupa Tou NayKpEaTog Kot Twy onoiwy n vooag
bev éxer eEehixBei peta and toukaxiotov 16 efbopabec Bepaneiag pe nhativa eviag
v oxnpatog xnpetoBepansiag npang ypappnc. Kapkiveg 1ou npogramn To Lynparza
evBelkvutal we povoBepanelo yia t Bepaneia evnAikwy aoBevidv e petaotanikd eu-
vouxodvioxo kapkivo Tou npoatdtn kai petahhaEeic BRCA1/2 (yapeukég kay/h owpa-
TKE), 1wv onofwy n vaoog éxel eEehxBel énera and nponyoUpevin Bepanela nou ne-
pAapPave évav véo oppoviké napéyovio, 4.2 Aoaohayla kat tpanog xophynang: H
Bepanela pe Lynparza npénel va Eekiva kai va eniBAenerat and (atpad pe pneipia om
Xpran QVIIKAPKIVIKWY (pappakeutikav npoioviwy. Aoookoyla To Lynparza eivai 6iaBé-
aipo oe Biokia 100 mg kat 150 mg. H ouviowpevn Sdon tou Lynparza oe povoBepa-
neia f oe ouvbuoopd pe pnefoooupdpnn eivar 300 mg (Blo Giokia 150 mg) nou
AapBdvovial BUo popég npepnoiwe, 100B0vapn pe ouvohiki npeprioia G6an 600 ma.
To Biokio 100 mg eivar GiaBéopo yio ™ peiwon g béong, Tpdnog xophynang To
Lynparza npoopiZetar yia xpfon and tou atdpatoc. Ta ioxia Lynparza npéne va ka-
Tanivovia ohdkAnpa kai va pn pacivial, suvBABovial, Siahdevial i Epvovtar Ta bi-
okia Lynparza pnopei va AngBolv avefaptnta and ta yedpato. 4.3 Avievbe(§eig:
YnepeuaioBnoio o dpaotkn ousia N oe kdnoio and ta £kboxa. Bnhaoydg katd m
Giapkeia g Bepaneiag kai yia Bidompa 1 pnvog petd my teheutaio Gaon. 4.4 Ebikég
npoeibonoinoeig kat npopuAdgeig katd T xprian Aaroloyikn Tofikota Le aoBe-
veic nou AapBdvouy Bepaneia pe Lynparza éxer avapepBei apatoloyikn to€ikdmia,
nepihapfavopéviy kKhivikiv Siayvioewy Kai/fi EpyacTNpIaKIY EUPNHATWY YEVIKG
fimag f pérpiac (BaBpot 17 2 kord CTCAE) avaipioc, oubeteponeviag, BpopPoneviag
kat epponeviag. Or aoBevelc Sev npéner va §exvolv Bepaneio pe to Lynparza péxpig
Grou avakdpyouv and v aipatohoyikn tofwotnta nou éxel npoxAnBel and nponyou-
pevn avikapkivikn Bepanela (ta enineba apoogaipivng, awonetakiwy kai oubetepd-
@Awy npénet va eival < BoBpod 1 kotd CTCAE). Luviotdran n Bievépyeia efetdoewv
katG my £vapén e Bepaneiag km axoholBwg nopakoholBinan twv yevikwy efetdoe-
wv aiparog oe pnviaia Bdon yia toug nptmoug 12 pAveg Bepaneiag kai ev ouvexeia
Kkaa nepiobika bioothpata yia Tv eppavion kKAVIKG onpavikwy petaBoAdv onoiag-

Snnote nopapétpou wata t Gidpkeia g Bepaneiag (BA. napdypapo 4.8). Eav kanotog
aofevng avanti€er opatohoyn ofikomta Bapiag poppnc n eEapmon ano petayyi-
oeig aipatog, n Bepaneia pe 1o Lynparza npéner va Biokometar kot va §ewivolv katdh-
Anhe aipatohoyikéc e€etdasi, EQv ot aipatoAoyikeg napapetpol napapeivouy kKAVIKG
un puaiehoyiKe perd and tn Bakonn tng aong tou Lynparza yia 4 efbopddeg, ouvi-
otéral eétaan tou puehol Twv ootwv kay/f kuTtapoyevenkh avaluon alpotog. Mue-
Ahobuonhaauko olvbpapio/OFeia puehoyevic Aeuxaiio H ouvohkn enimwan pugho-
Suanhaotxol ouvBpopou/ofelag puehoyevols Aeuxaiplag (MAZ/OMA) oe aoBevelc
niou éhaPav Bepaneia oto nhaloo kKhvikdv peketv pe povoBepanela Lynparza, ou-
nepihapBavopevng tng napakoholBnong pakpoxpoviag emiPiwang, ftav <1,5%, pe
uynAdtepn enintwon otoug aoBevels pe evaloBnto oty nAativa unotponadovia kap-
kivo 1wy wolnkwy pe perdMaén BRCA, ot onolot eixav AdBe toukdxiotov Blo npon-
yoUpeveg ypappeg xnpeiBepaneiog pe Baon mv nhativa kot napakohouBnBnkav yia 5
xpovia (BX. napaypago 4 8). H nheioyngia twv oupBaviwy eixav Bavampdpo ékPaon.
H Biapkeia g Bepaneiag pe mv ohanapipnn oe aoBevei nou avémufav MAL/OMA
KkupavBnke and < 6 prve £wg > & xpovia - bedopéva pe peyolltepes Didpreteg exBe-
ong elvar nepopiopiéva, Eav undpxer unoia MAL/OMA, o ooBeviig npénet va napa-
neppBel e apatoAdyo yia nepaitépw napaxhikeg eetdoeig, oupnepthapBavopévng
g avahuang puehol Twv oatdv Kar g SeypatoAnyiac alparog yia KUTIOPOYEVETIKA
avahuon. Edv, petd m Sipedvnan yio napotetapévn apatohoyikn tofkdma, enife-
BaiwBel n napouaia MAZ/OMA, o Lynparza npénei va Siakonei kat o aoBeviq va AdBel
katMnAn Bepaneia. [veuyoviuba Nveupovinba, oupnepidapBavopéviwy wov oupfa-
viwy pe Bavamnedpo ékBaon, £xe avapepBel oe nocootd <1,0% twv aoBevidv nou
ehafav Lynparza oe khivikég pehéteg, oupnepthapBavopéviy Twv oupBavicy pe Ba-
vamngapo ékPaon. 01 avagopég nveupoviubag ev eixav oraBepn kAvikn ewdva kat
nepinAéxoviav and pia oelpd npobiaBeaikiv napaydviwy (kapkivou kai/n Petaotdoe-
(WOV OTOUG NVEUHOVEG, UMOKEIHEVNG MVEUPOVIKAC VOOOU, LoTopiKoU Kanviopatog, Kai/f
nponyoUpevng xnpetoBepaneiag kar aktvoBepaneiag). Edv o aoBevels eppavioouy
veoeppaviZopeva fi embevolpeva avanveuotikd oupntwpata, onwe Blonvoia, Brxa
Kai nupetd, h edv napatnpnBel éva noBohoyikd Buwpakiko akuvoloyikd elpnya, n Be-
panela pe 1o Lynparza npénet va biakometal kat va Eexiva apeoa n bievépyeia e€era-
oewv, Eav eniBeBaiwBel nveupoviuba, n Bepaneia pe 1o Lynparza npénel va biakdme-
1a1 kat ot aoBeveic va avipetwnidovial kotdMnho. EpBpuikn 1fixémia Me Baan tov
pnxaviopd bpaong (avaotodn tng PARP), 1o Lynparza Ba pnopoloe va npokakéoet
BAdBn oto épPpuo d1av xopnyelai o pio Eykuo yuvaika. Oi pn khivikég pehéte oe
enipueg éxouy BelSer 6u n ohanapipnn npokakel aveniBUpmeg evépyete omv epBpu-
i emPiwon kat enigpéper peifoves buonaoieg tou epBpliou oe ekBéoeig xapnhdrepeg
and exeiveg nou avapévovial Pe m ouviorwpevn Soon twv 300 mg big npepnalwe yio
1ov avBpewno. Eykupootvn/avnaUMnyn To Lynparza Sev npénet va xpnaiponoieital
atd  Bidpkela g eykupootvng. O1 yuvaikeg oe avanapaywyikn nhikia npénet va
xpnaiyonoioly Glo popeég a§idomatng aviouMayng npwv v évapén tng Bepanelag
e Lynparza, katd tn Bidpkeia tng Bepaneiag kai yia Sidotnpa 1 pnvog petd m Adpnng
tekeutaiag oong ou Lynparza (BA. napdypapa 4.6). Luviawiviai blo iBiarépug ano-
TEAEOHATIKES Kal OUpNARpWHOTIKES Hop@és aviaUMnyng. Or Gppeves aoBevels kat ot
Brikeig alvipoot Toug oe ovanapaywyikn nhikia npénel va xpnotponolody afiéniom
avuisUMnyn kata n Sidpkeia g Bepaneiog kat yia Siaotnya 3 pnvy petd  Anyn
¢ teheuratag G6ong tou Lynparza (BA. napaypago 4.6). AnAeniBpdoetg Aev ouvi-
o1aTa1L N guyxapnynan Tou Lynparza pe 10xupd n pétpio avaotoréo tou CYP3A (A
nopdypago 4.5). Eav npéner va ouyxopnynBel 1oxup6s N péTpiog avaotodéag Tou
CYP3A, n b6on tou Lynparza npénet va peiwBei (BA. napaypdpoug 4.2 kai 4.5). Aev
ouviordtal n guyxophynon tou Lynparza pe ioxupolc n pétplouc enaywysig Tou
CYP3A. Ze nepintwon nou évag aoBevig o onofog AapBaver ndn Lynparza ananel Be-
paneia pe 10xupd A pétpio enaywyéa tou CYP3A, o ouviayoypdguwy Ba npéner vo
yvwpiet 6u n anoteheopaukotnta ou Lynparza pnopel va pewBel onpavika (BA.
napdypago 4.5). Natpwo To pdppako autd nepiéxer Aiyotepo and 1 mmol vatpiou (23
mg) ava biokio 100 mg n 150 mg, eival autd nou ovopadoupe «ehetBiepo vatpious
4.8 AvemiBUpnteg evépyete [lepidnyn tou npoik aapaleiog To Lynparza xer ou-
oxenioBel pe avemBUpnteg evépyeieg yevikd imag f pétpiag Baplmrag (BaBpol 10 2
kard CTCAE) nou Bev anarmolv oe yevikéc ypappég Siakonn mg Bepaneiag. Ot ouxvo-
1epa napanpolpeves avemnBUpnteg evépyeies ouig kKAvIKEG peréteg aoBeviv nou
€haPav povoBepaneia pe Lynparza (=10%) fitav voutio, kénwen, avaiplo, épetog, bidp-
pota, pelwpévn opegn, kepohahyla, uoyeuoia, Brxac, oubeteponevio, Slanvoia, Jakn,
Suaneyia, heukonevia kar BpopPonevio. O aveniBipntes evépyeieg BoBuol = 3 nou
eppaviomkav oe nogeotd > 2% twv acBevav fitav avaipia (16%), oubereponevia (5%),
w6nwon/e€aoBevian (5%), Aeukonevia (2%) ai BpopBonevia (3%). Or averiBupnteg
evépyeteg nou obAynoav nio ouxvd o npoowpivé biakonég kay'n pewaeg g doang
atd m povoBepaneia Atav ovaipia (17%), épertog (6%), vautia (6%), konwon/eEaoBE-



vion (6%) kat oubeteponevia (6,0%). O aveniBUpnteg evépyeieg nou obnynoav nio ou-
xva oe opioukn Biakenn ftav n avaipia (1,8%), n BpopPonevia (0,8%), n kdnwon/
efaoBévian (0,7%) n vaurtia (0,6%), n oueteponevia (0,5%) ko o épetoc (0,5%). Oravto
Lynparza xpnoiponoieftal oe ouvbuaapd pe pnefaadoupdpnn to npopik aopdeiag
eival yEViKa OUVENEC e aud Twv pepovwpéviov Bepaneiiv. O aveniBUpnteg evépyer-
e offiynoav g npoawpivi Biakonn kol pelwon e Gdang e okanapipnng ota
57.4% wv aoBevidv, otav xpnatponoinBnke oe ouvbuaopd pe pnefoooupcpnn, Kai
obnynaav oe opioukd Siakonnh g Bepaneiag pe ohanapiunn/pneBaoifoupdpnn kat
EKoVIKO (appako/pneBamfoupdpnn oto 20,4% kat 5,6% twv aoBevidy, aviiotoxa. Ot
aveniBUpnteg evépyeteg nou obhynoav nio ouxva oe npoowpivn Siakonn kav/n pelw-
on tng Goong Atav n avarpia (21,5%), n vautia (9,5%) kat n kdnwen/e€aoBévion (5,2%).
01 aveniBupnteg evépyzieg nou obiynoav nio ouxva ot oplotkn HiakonA fitav n avai-
pio (3.6%). n vautio (3,4%) kai n konwon/eaoBévion (1,5%). Kardovog eupdviong
1w aveniBiuntwy evepyeidyv und wopgh nivaxa To npogik copadeing Paailera oe
ouykevpwika ototxeio and 3.077 aoBeveis pe aupnayei dykoug nou éhaBav povaBe-
panela pe Lynparza oe khwikég pedétes o ouviotdyevn 5oan. 01 akdhouBeg aveni-
BUpneg evépyetes éxouv tautonoinBel oe k\ivikeg peréte pe ooBevelc rou éNaPav
povoBepaneia pe Lynparza, onou n éxBeon twv ooBevav eival yvworn. Ot avemBUpn-
TEC EVEPYEIES ToU OpHdKou kataypdgovia ava Katnyoplo/Opyovikd Elotnpa (SOC)
katd MedDRA ka1 akohoUBwg ava nponpwpevo 6po katd MedORA otov Mivaka 1.
Evtde kale Kamnyopiag/Opyavikol Luompatog, ol npotgwyevol opol napouciadovial
Katd (pBivouga cuxvania Kai akohoUBuwg katd pBivousa cofopdrnra. Or ouxvdmieg
eppaviong v oveniBUpntwy evepyeiv opifovial wg noAd ouxveg (21/10), ouxvég
(17100 éwg <1/10), éx1 ouxvég (21/1.000 éwg <1/100), ondwieg (21/10.000 éwg
<1/1.000), nohd onavie (<1/10.000), pn yvwatég (bev pnopolv va ekupnBolv pe
faon 1 S10B2oipa Beopéva), Mivakag 1: Katdhoyog eppdviong twv aveniBipntwy

EVEPYEIGV UNd popgh nivaka

petaBohiapol kar g
Bpéyng

opekn

AveniBUpnteg Evépyeieg

Katnyopia/Opyavikd Tuxvémta Dhwv Luxvétnta BaBpod 3 xkat
Liotnpa xatd MedORA | twv BaByv katd CTCAE | peyahutepou katd CTCAE
Neonhdopata kakonBn, | ‘Oxi Euxvég: Ot ouxveg:
KkaronBn kal pn MuehoGuanhoomixg Muehobuonhaamka
koBopiopéva olvipopo/Ofela olvbpopo/Oela puehoyevric
(nephapPavoviar puehayevic Aeuxaipia® Aeuxaipia
KUoteig kol noAUnobeg)
liarapaxég Tou oAl guxvég: Avaipia®, Mok ouxvég: Avaipio®
aiponoinTKod Kal Tou Oubezeponevia®, Euxvég: Oubetsponevio®,
Aepgiol ouotipatog BpopPonevia’, Aeukonevio® | BpopPonevia®, Aeukanevia®

Tuxvé: Aepponevia® ‘Oxt ouxvég: Aepponevio®
Niaropaxég Tou ‘01 ouxvéc: YnepeumoBnoia®, | Endvieg: YnepeuaioBnaio®
avogonoinKol Ayyetooibnpa”
ouoTpaTog
Maropoxég Tou Mohb ouxvg: Meiwpévn Ox1 guxvég: Meiwpévn opefn

Matapoxéc tou veupiked | MoAd ouxvég: ZdAn, Ox1 ouxvg: Zakn,
quoTipaTog Kepahahyin, Auoyeuaio® Kepahakyla
Maropaxég Tou NoAl ouxvég: Brixac, Tuxvég: Alonvoia®
avanveuamikol Alenvoia® ‘Ox1 quxvég: Brixag®
ouatipanog, tou Bupaka
Kol tou peooBupdkiou
Niapaxég tou MoAd ouxvég: Epero, ZLuxveég: Eperog, Aidppoia,
yaorpeviepikol Aibppoia, Noutia, Auanelo, | Nautia

Tuxvég: Fropatinba’, Alyoc | 'Oxt ouxvég: Tropariufo?,

Avw kotNioKAG XWpag Alyog dve kothiokng xdipag

Endwvieg: Auoneyia

Matopaxég tou Gépparog | Luxvég: EEGvBnpa® Oxt ouxveg: EgavBnya”
Kat tou unobiopiou 1otol | Ox1 guxve: Aeppotinba’

Indwieg: 0Zwiec epiBnpa
Tevikéc Biotapaxés kat Mo)d guxvg: Kénwaon Luxveg: Kénwan
Kataotaoe ¢ obod (nepihapBavopévng (nepihapPavopévng
xopfiynang EaoBéviang) efaoBéviang)
Mapakhvikeg eketdoer; | Tuxvég: Kpeanvivn afpatog | Endwies: Kpeanvivn aipatog

aufppévn aufnpvn

‘0x1 ouxvég: Méoog

Kuttapikag Gykos aufppévog

"To puehobuanhaotkd alvbpopo/H ofgia puehoyevig Aeuxalo nepiapPdvouv
npouppevous opous (PTs) ofgiag puehoyevols Aeuxaipiag, puehobuonhaotkol

ouvbpdpou kal puehoyevous Acuxaipiag. H avapia nepapBdvel PTs avaipiag,
pakpoKuTIapIkAG avaipiag, epuBponeviagpewpévou olpatoKpit, PEWHEVNG al-
oogaipivng, voppoKUTIapIKAG avalpiag Kai peiwpévou opiBpol epuBpoxumdpowy.
H oubeteponevio nepihapfdver PTs epnipeng oubeteponeviag,oubeteponeviag,
oubeteponevikng AoipwEng, oubeteponevikic onyng kal peiwpévou apiBpol oube-
epopiwy. H BpopBonevia nepihapBaver PTs pewpiévou apiBpot aiponetahiwv kai
BpopPoneviag. H heukanevio nephopPaver PTs Aeukoneviag katpetwpévou apiBpod
heukokutdpwv. H Aepponevia nephapBaver PTs petwpévou opiBpod Aeppokutia-
pwvkal hepgoneviag. H unepeuaioBnoia PTs nephapBaver npotptpevous dpoug
unepeuawoBnaiag oe (pdppaka kai unepeuatoBnalac. H buoyeusio nephapBaver PTs
buayeuoiag kai datapaxng yedong. O Brixag nepthapPaver PTs Prixa kal nopayw-
yiko0 frixa. H Guonvoia nepihapBaver PTs Gbonvoiag kai Sdonvoiag kénwang. H
otopatiuba nepihapPaver PTs apBwboug éAkoug, e§éhkwang tou otdpatog Kal oto-
vatfubog,. To eEavBnya nepihapPaver PTs epuBhpatog,anopohibwrikol eEavBhyatoc,
eEavBiparoc, ebavBhuatog epuBnpatwbouc, efavBhpatog knhibwboug, efavBApatog
knhiboBhoubwbouc, efovBrpatog Phaubbouckal efavBruatog kvnopwdoug H
Seppatiuba nepopBaver PTs Geppotindag ka Seppatiubag aMepyikng,

* Onwe napampnBnke oto naioio petd v kukhopopia.

Avapopd niBovohoyolpevwy aveniBluntwy evepyeiow H avagopd mBavodoyolpe-

vy aveniBUpnTwy evepyelty etd and th xophynan abeiag kukhogopiag Tou pappa-

KeutikaU npoidviog lvar onpavakn. Enpénet m ouvexn nopakoAeUBnan g oxéong

opéhouc- Kivbivou Tou pappakeutkol npoidviog. Zneital and Toug enayyehpatieg

uyeiag va avapépouy onoieabnnate mBavohoyolpeves aveniBUpnteg evépyeieg peow

tou efvikol ouotipatog avagopds: EMaba: EBvikag Opyaviopog Qappdkwy Meoo-

yeiwy 284, GR-15562 Xohapyos, ABAva Tn: + 30 21 320403807337, ®at: + 30 21

06549585, lotdronoc: http://www.eof.gr. Kinpog ®apyokeutikég Yanpeaieg Ynoup-

veio Yyeiag, CY-1475 Aeukwoio ®at; + 357 22608649, lotdtonog: www.moh.gov.cy/

phs

7. KATOXOL THE AAEIAL KYKAQ@OPIAL:

AstraZeneca AB," SE-151 85 Sodertalje, Tounbia.

8. APIGMOZL(01) AAEIAZ KYKAQOOPIAL:

EU/1/14/959/002 56 enikahuppéva pe Nemd upévio biokia (100 mg)

EU/1/14/959/003 56 enikauppéva pe \emd upévio biakia (150 mg)

EU/1/14/959/004 112 enikahuppéva pe Aento upévio Biokia (2 cuokeuooieg Twv 56)

(100 mg)

EU/1/14/959/005 112 enialuppéva pe Aemé upévio Biokia (2 ouokeuaoieg twv 56)

(150 mg).

9. HMEPOMHNIA NPOTHE EMKPITHE/ANANENIHE THI AAEIAE:

Hpepopnvia npang éykpiang: 16 AexepPpiou 2014,

Hyepopnvia tekeutaiag avavéwang: 01 OkrewoBpiou 2019.

10. HMEPOMHNIA ANABEOPHIHI TOY KEIMENOY: 11 NoepBpiou 2021.

Nermopepeic nAnpopopies yia 1 napdv pappakeutiko npoiov eivar dBéopeg otov

Biktwaka 16no tou Eupwnaikod Opyaviopot Gappdkuwy: hitp://www.ema.europa.eu.

BonBnote va yivouv ta pdppaka nto aopain Kau
Avagépete OAEE us avemBUpntes evépyetes yia

(ONA 1@ @dppaka
ZupnAnpavovtas v «KITPINH KAPTA»

LYN/DDG79/1/0422

AstraZeneca@

Aynaiidou 6-8, 151 23 Mapouot, ABrfva

TnA.; 210 6871500, Fax. 210 6859194,

Tni. Nopayyefiwbv: 2162000000, Fax: 210 5596973
Ap.TEMH 000638901000






