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EFKEKPIMENO NAEON KAI TIA TON METAZTATIKO OPMONOEYAIZOHTO KAPKINO TOY NPOZTATH (mHSPC)

‘Otav o1 agBeveic aag mapoucid{ouv mpoXwpnuévo KapKivo Tou TIpooTdTn ival Kaipdg yia Spdon.
To XTANDI™ cival pia and Tou oToparTes xopnyoUpevn Bepansia e anodedeyUévn ancTENOUATIKGTTA OTNY TTRWTN
ypapur Tou mHSPC, tou uPnAcl kivdivou nmCRPC kal Tou acupmuwpaTikol / rma cuprmuwpatiko) mCRPC.

@APMAKEYTIKO MPOION I'A TO ONOIO AMNAITEITALIATPIKH EYNTAMH

H otvtopn MXT Tou mpoidvrog Snpooietetal ot oediba 21 Tow mapdvrog evtimou.

lia nepaité pl mAnpogopiec cupPoukeuteite Ty MXN mou SiaiBeral and v Astellas Pharmaceuticals AEBE, katémy amroewc,
Noookeyeraxr iy (Kouri x 112 emkaheyppéva pe hemo upéno Gexia - 40 mg /TAB): €2.261,67

O niéov ouyvéc avemBpnTeC evépyeied eivan eSaoBévion/komwan, 6die, Umépraan, KaTdyuaTa, kal mion .

mHSPC: peraaTaikds eppovoeuaiofnToc kaprivoc Tou npoatdmm, nmCRPC: jn pevaoTamikde, avBERTURGC 0Tov EUvouyepd, Kapkivag Tow IpoaTaT),
mCRPC:perananivog, avBiekTidc aTov Euvouxiopd Kapkiveg Tou npooTdim

1. Nepiknipn Xepoxmpomxdy Mpofdvioc KTANDI™, 2.5ternberg CN et al. N Engl | Med 2020; 18
4 Armstrong Al etal. ) Clin Oncol 2019; 37(32): 2071 86, 5. Hussain M et al. N Engl ) Med 2018; 3

206, 3.Beer TM et al. Eur Ural 2017; 71:151-54
26): 246574

BonBrioTe va ylvouv ™ q)éppuku mo OoPan ko

OAEL Tig aveEMBUpNTES E\-éppvsnec 0l Of\,’\ Ta x()ppdl(o
Zupnhnpevovtag Tnv «KITPINH K
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= enzalutamide

Astellas Pharmaceuticals A.E. B. E.
Aynathdou 6-8,151 23 Mapolal, ABrva
Tnh. 210 8189 900, Fax: 216 8008 998

www.astellas.com/gr
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XAIPETIZMOL

Ayarnintol cuvadehdol kat dpilot,

Me Slaitepn xapd ek LEPOUG TNG OPYAVWTIKAG ETILTPOTING 0AG TIPOOKAAW OTO CUVESPLO
™¢ Epeuvntikng Etalpiag Oupoyevvntikig Oykohoyilag mou Ba mpaypatonolnBel Stadt-
KTuoka oTLG 18-19 louviou 2021.

To cuvedplo Slopyavwvetal amod tnv Epeuvntikr Etatpeia Oupoyevvntikng Oykohoyiog
(E.E.0.0.) o ouvepyaoia pe tnv Mavemiotnuiokr Oykohoyikr Tou Aplototeleiou Mave-
TuoTNHiov @ecoalovikng Kat TG Mav/plakég OUPOAOYIKES KOl XELPOUPYIKES KALVIKEG TOU
Aplototeheiov Mav/piov Oecoatovikng kat Tou Mav/ulou Oecoaliag Kat TEAel uTtO TNV
atyida g E.O.M.E kat Tn¢ latplkng 2xoAng Tou Aplototeleiou Oeccalovikng.

Ta O€pata tov ouvedplou KAAUTITOUV TIPOKANTELS Kot SN AT OXETIKA e T VEQ Se-
Sopéva otnV avTUETWTLoN SLaddpwy VEOTAQCLWY, OTIWE TOV POAO, TNV XPOVIKH CNHOV-
TKOTNTA Kol TNV BEATLOTN aAAnAouxia TWV VEWY BEPATEVTIKWY ETUAOYWY, TNV XPNOLUO-
™mra Twv BLodelktwy, Tng mEoANPNg, Kat tng aAayr ¢ Tou Tpomou {whg.

Mwg 6An auth n yvwon mou efeAlooetal oav mavdnuila propet va odnyroeL otn ou-
valveon kal otn BEATIOTN xprion OAwv autwyv o€ éva medlo mou cuvexwg HeTaBAAAeTay;

TENOG n Slopyavwaon Tou ocuvedpilou CUVEEETAL LUE TIC TPEXOUTEG €eAIleLg TNC Tavdn-
piag Covid-19 kal mwe emnpealovtal oL Bepameleg TwV OYKOAOYLKWY acBeVWV.

Méoa amod TNV NAEKTPOVLKI Tpaypatomnoinon Tou cuvedplou eAmtifoupe va dSnuloup-
YNOOULE pa "elkovikn kolvotnta", 6mou mavouv va udlotavtal ol SLaXWPLOTIKES YR~
EC TIOU UTIAPXOUV OTOV TIPAYHATIKO KOGHO KAl Tou Ta mapadoolakd HEca aduvatouy va
EeMepAOOUV UKOAQ KOL VA KATOOTEL N ETIKOWVWVIA PECW TOU SLASIKTUOU AECT KAl Q-
di6poun wote va mapaxBel kpLTikr okEPn 0Tn yvwon LEow Twv Stadopwy amoPewy Kat
NG MPOUMAPYOUCAG EUMELPLAg yla TNV BEATLOTN AVTIUETWIILON TOU OYKOAOYLIKOU aoBe-
voUG HEoa amd TNV Apeon ocuvepyaoia twv Sladopwy eLSIKOTTWV.

Elval Tipun pag mou d€tog yla 12" cuvexn xpovid ota mhaiola twv ocuvedplwv pag Ba
Tipaypatomnoinfolyv aplokepdwe SUOKOAA OYKOAOYIKA XELPOUPYELQ LAOEWG (TANPELS
omLoOoTEPLTOVAIKEG AeUPASEVEKTOUES) O VeEapPOoUG acBeVelq e Kapkivo OpXeEwS Kat
UTIOAELTTOPEVN OTILOBOTIEPLTOVAIKY VOOO LETA amo xnueloBepameia amo tov Kabnyntn
Oupoloyiog tou Mav/ulou Osooahiog k. B. Twptln.

H avekTipunTn autr) laTpLkn Kot KoWwvik ipoodopd cuvdudletal eKTOC TwV AAAWY Kal
e ekmaibeuon véwv OUPOAOYWY OTIC TEXVIKEG AUTWY TWV SUCKOAWY EMEURACEWV.

H mapoucia oag kal n evepyog CULIETOXN 0ag 0TI oulNToELg Tou cuvedpiou Ba cuv-
TEAECEL OTNV EMITUXLA TNG ETILOTNOVIKAG auTnC ekdnAwonc.

Me JepuoUc xatpetiououg,
Xprigtog N. Maravépéou
Mpoebdpog Opyavwrtiki¢ Emttpornng
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Lynparza

olaparib
tablets 100 mg 150 Mg

v - - .

To LYNPARZA =vdeikvutal we povoBepaneia
yia Tn:
® Ocpaneia ouvTAPNONG EVNAIKWY QCBEVOV UE
npoxwpnuevo (otadiou Hll kar IV katd FIGO
(AiBvnc Opoonovdia Muvaikohoyiag kar Mai-
EUTIKNG)) ubinAhou BaBuou kakonBeiag enmiBn-
AIOKO KAPKIVO TV WOBNKWY, TWV WAaywywy N
npEWTONAdN KAPKivo TOU NERITOVAIOU, NOU (PE-
pouv petarhayuéva yovidia BRCA1/2 (yevvn-
TIKOV KQI/T COUATIKOV KUTTAPWV) Kal Ol 0noi-
£C guavidouv avtanokpion (NARpN N MEPIKA)
ENEITQ and TNV OACKANPWGoN TNS XNUEIoBepa-
Neiag NPWTNG YRAUKNG LE Bacn Tnv nAariva,
® Oepaneia cuvINPNoNg evNAIKWY acBeEVWY PE
evaioBnTo oTnv nAariva unotponialovta udin-
hou PBaBuou kakonBeiag eMBNAIGKO Kapkivo
TWV WOBNKWY, TWv Waywywv N npwronadn
KOPKIVO TOU MEPITOVAIOU, Ol ONOIEG ENGaVi- 1,
Zouv avtanokeion (MAREN i UEPIKA) OE XNUEIO- & ([\ «(ﬂmﬂ‘
Bepaneia pe Bdon Tnv nAaTiva. v ) = =
. - !
To LYNPARZA og cuvduacpo pe HneRaoIZou- A ““
paunn evdeikvuTal yia Tn: B )
® Ccpaneia cuvTRENONG EVNAIKWOY QOBEVQOY WE Movobepaneia:
([N R el RN CIVA CIcR oM © AnotehecuaTikn Bepanegia* ue 1o 60%
ulnAoU Babuol kakonBEeIas ENBNNIAKO KapkKi- Twy aoBevwv xwpig eEEMIEN TNG vOoOU
VO TWV WOBNKWY, TWV WAYWy®V 1 npwtonadn oTa 3 Xpévia EvavTl 27% OTO GKENOG EIKOVIKOU

KOPKIVO TOU NEPITOVAIOU, Ol ONOIEG Eppaviouy (DAPHAKOU, (HR = 0.30; 95% CI: 0.23-0.41: P<0.0001) 2
avTanokpion (MAnEn N JEPIKA) ENEITA and TNV 3 A 5 :
e e e R L T e Rl @ 70% pgiwon Tou Kivouvou eEENIENG TG vogou

VPOUUNAG e BAon Tnv NAaTiva og cuvduaousd n BavdaTou
ME MNERACIZOUNANNN KOl TWV OMNOIWV 0 KOPKI- Y& ouvBUaoHS E PNeBacIZoupdpunn:
vOG OXETICETAI PE BETIKA KATACTACN AVENAP- © 3 xp6via MPFS aTic HRD®+aoBeveic e KapKIvo

KeIOg opdioyou avacuvduacuou (HRD) nou A i eeA y
opiZeTal EiTE and YeTAANEN Twv BRCAT/2 kail/ : IR AN ek NG Hmeloatondduon
gvavm 177 pnviv OTo OKEADC EIKOVIKOU papudkou+unsacifoupdunng

gite ané YoVIélO}UOTiKh acTdBelq. (HR = 0.33; 95% Cl: 0.25-0.45)

v, A
)| JE

= AWOTE TNV EUKAIPIA OTIC VEOBIOYVWOBEICES

QOBEVEIC E KAPKIVO WOBNKWY, ENLNKUVOVTAC
TO SIACTNHA EAEYX0OU TNC VOTOU TOUG OE Xpoviah?®

Bifhioypagpia:
1. Lynparza [Nepik

-
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APAKOACYBHEH

) KAl Aylou Anpiplot

Ap TEMH 000638901000
www.astrazeneca.gr




Web Scientific Event

Kapkivog Ouponointikou
(Mpoaotdtou, Klotewg, Neppwv)

E€eAielg otnv OykoAoyia

MpoPodn péow
www.livemed.gr

EMITPOMNEX

Opyavwtiki Enttponi

Npoedpog: X. Nanavépéou

Avtunpoedpog: E. Tipobeddou

Fpappatéag:
MéAn:

A. Apavatidou

Ayyehakn Zodia

Fwyog XapAAoUIog
AaAldvn Aavan
KaAodwvog Xapahaumog
Makpavtwvakng Mapiong
Maupoudng AnuATeLOg
MnALapdg Srupidwy
MoutloUpng FEwpyLog

MNanadnuntpiou Xplotog
MarmakotolAag MavAog

Yuplyoc Kwvotavtivog

Yuag Nikohaog

Tlwptlng BaciAelog

Toouldag Mewpylog

OW\mou AvaoTtaolog
Xatlnuoupatidne Kwvotavtivog

Ermiotnpovikn Enttponn

Npoedpog: X.Mamavdpéou

Avtunpoedpog: E. TipoBeadou

MéAn: Ayyehakn Zodia MavvouAng KAeaveng
Fwyog XapAaAoumog FKLOLATTACAvVNG lwavvng
Aahlavn Aavan EuBupadng Kwvotavtivog
Kahodwvoc XapAaAaumog Kapapoulne MixanA
Makpavtwvakng Mapiong Kovtakiwtng Oeddwpog
Maupoudng AnuntpLog KoukoutléAn Xpuodven
MnAlapag Srupibwy Kwtoavtng lwavvng

MoutZoUpng MewpyLog
Manadnuntplou Xpilotog
MarmakotolAaG MavAog
Juplyog Kwvotavtivog
20Pag Nikohaog

Tlwptlng Baoiielog
ToouAdag Mewpylog
OWitmou Avaotaclog
Xatlnuoupatidne Kwvotavtivog
Ay0paoTOG AVTWVLOG
Apoog Mewpylog

BaAoUkag AnpATpLog
BAayootépylog Mavaylwtng

(e )

Aoya Kwvotavtia
Makatowpng OWHAC
MapaykoUAn EAévn
MopuyoBitou AvOr
Mouvt{log lwadvvng
Mwuactbng Kuptakog
Ndon Agomowva
NaotoVvAag FewpyLog
MNanadonoulog Baoilelog
Nanaiwdvvou Todia
Manaoivng Mrewpylog
Mepdikolpn EAEvn-loldwpa A.
Toohakibng AnpnteLog

2/
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(nivolumab) (ipilimumab)

’,I

Mpwv n cuviayoypapnon cupBoukeuteite tny Meplnyn Xaparinplatikay Mpaldviog nou SlaTiBeTaL and Tov KAToxo d8e1ag KUKAOPopIag Katonw altnosws

Eﬂstcl—MyL‘rS Squlbh AE. Bonbijers va yivouy Te gappake mo aopaii e
< & w Amwncd9-53 & Mponoviibog 2. TK. 152 35 Bpihnoowa. Atukn Avanipere
Ll'h Br|st0| Myers Squ |bb T6 63883 - Bohfioola, TK. 152 03, Atukd OAEE 15 avembijures vipras e
To. 210 6074300 & 210 4074400, DoE 210 4074333 Tenmhapivereat o A TOINH KAPTAS
ApiBpée T.E.MH 7453601000 b
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EMXTHMONIKO NMPOIrPAMMA

NAPAKEYH 18 [OYNIOY 2021

09:00-10:00 Covid-19 ko Kapkivog
Mpoebdpeio: X. Twyog, N. ZuPag

09:00-09:30 Covid-19 mavdnpia kal Kapkivoc-amwIEPES
eTmAoKEG SARS-CoV-2 K. AkwvocoyAou

09:30-10:00 EuBoALa kat Covid-19 mavénuia N. 20y ag

10:00-11:15 Opédn -Acknon kat Kapkivog

Mpoebdpeio: NklouAunaocavng, A. ®kinmouv
10:00-10:30 O pdAog TG AoKNONG KAl TOU TPOTIOU {WNAG

yla tpoAnn kapkivou A. ®W\innou
10:30-11:00 NaBoPrloroyia-Oeparmneieg Kapkivikng kaxetlag /

Mrmopel n tpomomnoinon Tng BpéPng va PeTpLacet

TNV ToEKOTNTA TwV Bepamelwy; I. TKlovApunacavng
11:00-11:15 JuiAtnon

11:15-11:30 ALGAsilppa

11:30-14:15 Koapkivog Mvevpova
Mpoedpeio: K. Zupiyog, X. AyyeAakn

11:30-11:50 To petaBarAOpEeVO TOTO TWV KATEUBLVTHPLWY
odnylwv yla screening Kapkivou mvelpova 0. Kovtoakiwtng

11:50-12:10 Neotepeg neo-adjuvant kat adjuvant TPoOCeyyLOELg
OTOV EVIOTIOWEVO Kapkivo Vel ova X. KoukoutZéAn

12:10-12:30 OepameuTikég e€elitelc otnv Slayelplon
Tou MIKpOKUTTOApPLKOU Kapkivou TveLOVA- ETTPEL
HopLaKWY UTIOTUTIWY 0Tn Beparmeia K. EuBupadng

12:30-12:50 (Xnuelo)-avoooBepameia Mn-MKpoKUTTAPLKOU
Kapkivou mvelpova 2. AyyeAdkn

12:50-13:20 O SMAGG AVOCOATTOKAELOUOG GTNV
1" ypappur tou MMKTI A. Mmnoutng

Sponsored by I Bristol Myers Squibb

13:20-13:40 Emnpela BlodelkTwy otnv e€aTOUIKEVUEVN Slaxeliplon
apxtkou otadiov MMKIM I. Mouvt{iog

13:40-14:00 OepamMeVTIKN TPOCTIEAQGCN TNG AvVTioTAONC
0€ OTOXEUTIKA Bepamela kol avooobepareia E. Kapapntpolong

14:00-14:15 sulAtnon
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KAK: Sandoz GmbH, Biochemiestr. 10, A-5250 Kundl, Auopia BIOMHXANIA ®APMAKQON
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napaskeyH 18 IOYNIOY

14:15-17:00 MeonuBptlvn ALtakomn

17:00-18:35 Kapkivog Maotol
Mpoedpeio: . MnAwapdg, E. TipoBeddou

17:00-17:20 OepameuTIKEG e€eAilelc avaoToAéwv PARP

0€ Kapkivo paotol E. TypoBeddouv
17:20-17:40 OepameuTIKEC e€elifelc avaotohéwv CDK 4/6

otov HR+/HER2- mBrCa E. Mmuwwta
17:40-18:00 E&ehielc otnv avtipetwrnion HER-2+ mBrCa A. DwtapéAin
18:00-18:20 O pdAog TOU XELPOUPYELOU 08 HETAOTATIKO

KapKivo paotol KA. NMavvoUAng

18:20-18:35 julAtnon

18:35-18:45 ALGAcLppa

18:45-20:30 TluvaikoAoyikog Kapkivog

Mpoebdpeio: A. Mavpoudng, X. Nanadnuntpiov
18:45-19:05 H cupPoAr TG Aamopockomnaong otnv mloyn

™G Kat@AAnAng Beparmelog otov mpoxwpnUEVo

Kapkivo woBnkwv A. TooAakidng
19:05-19:25 E&ehielc otnv Bepamela cuvTHPNONG

OTOV KOPKIVO woBnkwv X. Nanadnuntpiov
19:25-19:45 OepameuTikég e€elitelg otnv Slaelplon Kapkivou

evdopntplou kal tpayniou E. TipoBeadou

19:45-20:30 Evapktripto OptAio
FoviSLwpaTikd TPodiA wg TAnpodopia BepaMEVTIKAG
ETAOYNG (OTOXEUTIKAG Kat avocoBeparmeiag) . NaoclovAag

20:15-20:30 >ulntnon

20:30 AAén 1" nuépag




ONCOLOGY

THE FUTURE BEGINS.

la neplooétepes nAnpopopleg aneuBuvBeite otnv Etapeia LO/ADY_Blank/02-2019 CONVEY

( ) . OAPMAZEPB - MAAY A.EB.E.
150 yhu. EBvuaic Ddoo ABrvav-Aapiag, 14564 Knguoud THA.: 210 6294600 Fax: 210 6294610

OAPMAZIEPBE info@lilly.gr www. lilly.gr
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zABBATO 19 |OYNIQY

09:00-11:15 KoAo-opBikog Kapkivog
Mpoedpeio: M. Kapapoulng, I Toouldag

09:00-09:20 O podAog TN MRI otnv akplBn otadlomnoinon

Tou CRC- KAWIKEC TIPOEKTACELG A. Mopiyopitou
09:20-09:40 O podAog Twv Blodelktwy otn dlaxeiplon tou CRC; A. BaoUkag
09:40-10:00 NeoTEPEC BEPATEUTIKEG TIPOCEYYIOELG 0TNV Slaxeiplon

TOU TOTIKA TIPOXWPNHEVOU Kapkivou opBou; 0. Makatowpng
10:00-10:20 OepameuTikdg alyoplBuog mpoxwpnuévou CRC M. Kapapouing

10:20-10:40 XelpoUPYLK) QVTIUETWTILON NTTATIKWY meta
amod KApPKLVo TIAXEOG EVIEPOU I. Toouhdag

10:40-11:00 AM\nAoUxLon Bepamelwy OTOV TPOXWPNUEVO
olgodayoyaoTpLkd Kapkivo I. Nanagoivng

11:00-11:15 suZitnon

11:15-11:25 AtGAeLppa

11:25-13:30 Kapkivog OupomnoloysvvntikoU - Kapkivog Npootatn

Mpoedpeio: X. MNanavdpéouv, I. Moutlovpng
11:25-11:45 O pdhog tng mpMRI otn Slaxeiplon kapkivou

TOU TPOCTATN . MNanaiwdvvou
11:45-12:05 Theranostics oTov Kapkivo TOU TPOOTATN . Apoog
12:05-12:25 ‘Exel onuacia n aAnAouxion Twv Bepamelwy;

Em\Uovtag T aviutapabEéoel... A. Ndaon
12:25-12:40 Mrnopouv ol Bepameleg pag va odnyroouvv

o€ éva VEO avOEeKTIKO UETAANQYEVO GalvOTUTIO; M. BAayootEpyLog
12:40-13:00 OepamMeUTIKEC TPOOEYYIOELC OTOV OALYO-LETACTTATIKO

KQPKLVO TIPOOTATN E. MapayKoUAn
13:00-13:20 Neotepeg BepameuTtikég e€elifelg oTov

KOPKIVO TOU TTpoOoTATN B. Nanadonoulog
13:20-13:30 fulAtnon

13:30-14:00 Aopudopiki AldAeén
Mpoebdpeio: A. KovtoBivng

MPOKANCELC OTNV AVTILETWITILON TWV 00TIKWY

UeTaoTdoEwyY otov mCRPC A. DwtapéAin
Sponsored by ‘Eﬂ'ﬁlm
SR
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Z

Tafinlar. + Meklnlst

Bon@rate va yivouv Ta gdppaka o aogar
Kat Avagepete

OAEZ Tig averuBupunTeg evépyeleq

ya ONA Ta pdppaka
Zupmnpwvovtag myv «KITPINH KAPTA»

o v ouvrayoypdenon ouuBouleuteite g I1.X.11., mou dtatiBetar EAQ

1. TAFINLAR®, lNepiAnyn Xapaktnptotikav lpoiévrog, lavoudptog 2021.
2. MEKINIST®, [TepiAnyn Xapaxtnptotik@v fpoidviog, lavoudptog 2021.

(dabrafenih)

> NOVARTIS

Novartis (Hellas) A.E.B.E. 'pageio Beaoahovikng:

12° xA. EBvikrig 0000 12° xAu EBvikng 0dou
ABnvav - Aapiag, Begoahovikng - N. Moudaviwy,
144 51 Metaudpowon, 570 01 B€ppn,

TnA.: +30 210 281 1712 TnA.: +30 2310 424 039
OAPMAKOENATPYNNHZH: +30 210 2828812


https://www.medicalportal.novartis.gr/proionta/ogkologia/tafinlarr-mekinistr/tafinlarr-mekinistr-perilipsi-haraktiristikon-proiontos?hash=6ff72e0d9cafc67d094a78b5475f93f3
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E€eAi€elg otnv Oykoloyia ww vl

1ABBATO 19 |QYNIOY

14:00-16:30 MeonuBpiv ALakomn

16:30-18:30 Kapkivog Nedpou
Mpoedpeio: M. MamakotovAag , B. T{wpting

16:30-16:50 AvoocoBeparmeia oto mRCC M. Aldvtog
16:50-17:20 1" ypappn mRCC: EmAoyec kat AUOELG B. Nanaddénoulog

Sponsored by U Bristol Myers Squibb”

17:20-17:40 NedpeKTOUr| KAl LETACTACEKTOMN
uTtd To Mplopa Twv cUyXPoVWY Beparelwy . Mout{oupng

17:40-18:00 H 1" ypapuun tou mRCC o€ VEO LOVOTIATL HE GUVEUACUO
avoooBepaneiag kat TKI A. KovtoBivng

18:00-18:20 AM\nAouxLlon Bepamelwy UTO TO TIPIOHA TWV VEWV
BepameuTikwy eMAOYWY — Kpttrpla I. Kwtoavtig

18:20-18:30 julAtnon

18:30-18:40 ALGAsilppa

18:40-19:50 Kapkivog OupoBnAiou

Mpoebdpeio: A. AaAiavn, K. Xat{npovpartidng
18:40-19:00 O POAo¢ TNG AepudadevekTOUNC OTOV EVIOTILOUEVO

kapkivo OupoBnAlou K. Mwiciéng
19:00-19:20 Mrmopel n poptakn Tagvopnon va cUpPBAAeL

OTIC DEPATIEVTIKEC ETUAOYEC OTOV TIPOXWPNUEVO

Kapkivo oupoBnAiou; M. BAaxooTtEpyLog
19:20-19:50 Elvat n avoooBepareia to véo standard-of-care

OTOV 0UPOBNALAKO KOPKIVO; E. I. Nepdikolpn
Sponsored by NARRTK

19:50-20:10 Ymapyouv e&elifelc 0TI BepameuTIKEG ETUAOYEG
peta amno dtaduyn anod avooobeparneia; A. Baylwvag

20:10-20:20 ulntnon

20:20-21:30 MeAdvwpo
Mpoebdpeio: X. Kahddpwvog, M. Makpaviwvakng

20:20-20:40 Adjuvant Bepaneia oto Mehdvwpa A. AyopaoTtog
20:40-21:00 ‘Exel poho n neo-adjuvant avoooBeparmeia oto Mehavwua; K. Widvou

21:00-21:20 AAM\nAoUXLON BEPATELWY OTO HETACTATIKO EAAVWUQL K. Adya
21:20-21:30 ulntnon

21:30-21:45 Xuunepdacparta - AREn Tuvedpiov
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lNa tn Bepancia ouvtipnons npwtns ypappns evnAikwv acBevav pe tonikd
npoxwpnpévo A peraotatikéd oupoBniiaké kapkivwpa (UC)'

‘Opedos atnv
Odikn EniBiwon’

Y BAVENCIO

avelumab =

Muscwds Budhupn Yo napaaxeun buakujarog npoc eyxuon

"/ To pdppako autd teAel und oupninpwpatikr napakoAodBnan. Autd Ba emiTpé et 10 ypriyopo npoodioplopd vEwWY NANPOQOPLWY aopaAELag
Znteltat and toug enayyeAuatieg vyeiog va ava@eépouv onoteadrinote niBavoloyoUpeves avemBUpNTEG EVEPYELEC

OEPANEYTIKEL ENAEIZEIZ

» To Bavencio® evdelkvutal we povoBepaneia yia T Bepaneia evnAikwy aoBevdv Pe HETAOTATIKG Kapkivwpa kuttdpwv Merkel (MCC)

® To Bavencio® evdeikvutal we povoBepaneia yia tn Bepaneia ouvtipnong Npwing Ypappng evnAikwy aoBeviy Je TONIKA NPOXwPNPEVO
petaotankd oupoBnAtakd kapkivwpa (UC) ot onolol eivar eAeUBepot eE£MENG PeTA and xnpetoBepaneia Pe Bdon tnv nAativa

* To Bavencio® ot ouvduaopd pe afimvipnn evBeikvutal yua tn Bepaneia 1™ ypoppnc eviAikwy aoBeviv PE NPOXWPNUEVD KOPKIVWHA VEQPPLKGY
kuttapwy (RCC)

AOZOAOrIA KAI TPOMOE XOPHIMHEHE

H Bepaneia npénet va Eeriva kat va nopakohouBeital and yiatpd €uneipo otn Bepaneia tou kapkivou. Aosoloyin H ouviotwpevn ddon tou Bavencio wg povobepaneia
elvar B00 mg xopnyolpeva evBo@hefiwg oe B0 hentd kaBe 2 efSopddeg. H xopriynon Tou Bavencio npénel va guvexiletol oup@wva Pe To NpoTeEvOpEvo xpovodidypappa
pExpL v eEEMEN TG vooou N pn anodextn tofikdtnta. H ouviotipevn &don tou Bavencio oe ouvduaopd pe aguvipnn eival 800 mg xopnyolpeva evophefing oe 60
Aentd kaBe 2 efdopddeg kot afmvipnn 5 mg and tou otépatog AapPavipeva duo gopéc nuepnaiwc (pe pegodidanpa 12 wpwv) HE i xwpic Tpopn pexpl Ty eEEMEN g
véoou fi pn anobektng TofikdtnTac. Mo nAnpogopieg oxenkd pe T dogohoyia me afuvipnng, nopakaheiote va avotpeédete otig nAnpopopleg npoidviog g afimvipnng

IMa 1o nAnpeg kelpevo tng booohoylog kal tou Tpénou xopnynong oupBouAeuteite tnv MepiAnyn Xapakmpiotikwy tou MNpoidvrog nou SiatiBetal and mv eTapeia

IHMANTIKEE NAHPO®QOPIELZ ALQAAEIAL

H afehoupdpnn avievleikvutal og nepintwoelg unepevaloBnoiog o dpootikn oucia A o kanowo and ta £kdoxa. Ot mo ouxveg avenBUPNTES evEPYELEG PE TV
apedoupdunn drav kénwan (30.0%). vautia (23.6%). Budppota (18.5%), Suokothidtnta (18.1%), pewwpévn épeln (17.6%). oxendépeveg |.|a v éyxuon aviibpdoei (15.9%). petog
(15.6%) ko pe: wur»o ‘,,;uuwr 6 Bapog (14.5%). Ovmo guxvég avemBupntec evépyeieg BaBpod 23 Atav avapia (5.6%). unépraon (3.9%). unovarpiawpia (3.6%). Suonvoua (3.5%)
Kal kothtakde ndvog (2.6%). ZoPapég avenBuunteg evépyeleg fitav oxendGPevEC e To avogonotnTikd aveniBUpnTeg evEpyeleg Kal axenfdpevn pe v éyxuon aviiSpaon

1. Nepihnywn Xopoktnponkay MNpeidviog Bavencio, 01/2021
H ouvietpnpévn Nepiinpn Xopoktnplotikdv Tou Mpoidvtog Snpooietetal o GAAN oeAiba Tou napoviog

BonBnote va yivouv Ta @dppaka mo ao@ain Kal MQRCK ' 3L-00005 (0
Avagépete Merck A.E., N Knduolag 41 { ', 15123 Mapod 0
OAEE us aveniBlpntes evépyeies yia

OAA 1a pappaka 3
EupnAnpdvovias wy «KITPINH KAPTA» Q ’)ﬁ zer

PFIZER EAAAZ ALE. £o00YEiwy 243, N
PFIZER EAAAZ A.E. (CYPRUS BRANCH




Web Scientific Event

Kapkivog Ouponotntikou @

(Mpoatatou, Kuotewc, Neppwv)
E€eAi€elg otnv Oykoloyia ww vl

OMIAHTEXZ-NMPOEAPOI - XXOAIAXTEX

Ayyeldkn Zodia

AyopaoTtog AVTwvLog
AKwoooyAou KapoAiva

Apoog MewpyLog

Baylwvag Avaotdctog

BaAoUkag AnUATPLOG

BAayxootépyLog Mavayuwtng

MavvouAng KAeavong
FkwovAunaocavng lwavvng

fwyog XapaAaunog

AaAdvn Aavadn
EuBupadng Kwvotavtivog

KaAodwvog XapaAapunog

Kapauntpouong EudyyeAog
Kapapoiing MyanA
Kovtakiwtng O66wpog
KovtoBivng Aoukadg
Koukout{éAn Xpuodven

Kwtoavtrg lwavvng

Avarinpwtpla KaBnyntpta MNaboloyikrg OykoAoylag, latpikn
YXoAn), Maverothuo KpAtng, Maboloyikr) OykoAoyikn KAk,
Ma.l.N.H., Epyactriplo Metadpaotikrg Oykoloyiag, MavVeNLOTULO
Kpritng

MaBoAdyog Oykohoyoc, EmpeAntic B', Oykohoyikr KAk,
I.N.O. « Namnayswpylou»

MaBoAdyoc-AotpweloAdyog, Entikoupn Kabnyrtpla Maboloyiag,
MavemotApLo Matpwyv

KaBnyntic Mupnvikng latpikng A.M.0. AleuBuvtng I Epyaotriplou
Mupnvikng latpikng, latpikol Tunuatog A.MN.0.,

r.N.Q. «Manayswpyiou»

MD, MSc, PhDc, NMaBoloyoc - OykoAdyog, AteuBuvtng E.ZY.
ETILOTNHOVIKOG Tuvepyatng Mveupovoloyikng KAwikng A.MN.0.,
IN.@. «I. MamavikoAdou»

MaBoloyog Oykohoyog, EmpeAntrg A, KAwikn Maboloyikrg
Oykohoyiag, I.N.O. «Mamayswpylou»

MD PhD, MaBoAdyog — Oykohdyog, T. Entikoupog Kabnyntic
Maverotnuiou Cornell, HMA, EMOTNHOVIKOG Zuvepyatng IAZQ
Oeooahiag

AvarAnpwtng KaBnyntrg Xelpoupykng A.M.0., A’ Xelpoupykn
KAwikr) A.1M.0., T.N.O. «Manayswpyiou»
OykoAoyog-MaBoloyocg, Atbaktwp Maverotnuiou HpakAeiouv,
Juvepyatng levikng KAwikng Adaploag “E.Matoidng”
MaBoAoyog-AotpwéloAdyog, Kabnyntric MaboAoyiag, latpikn TXoAn,
Maveruotnuo Matpwv, MENog TG Emtponic AVTLLETWTTLONG
ExTaktwy ZupBaviwy Anpooctag Yyeiag

MaBoAoyog -OykoAdyog, AleuBuvipla, A" Oykohoyikr KAwikn,
«EupwKAWIKA» ABnvwy

MaBoAoyog -OykoAdyog, KAwikn Maboloyikrg OykoAoylag,
I.N.O. «Manayewpyiou»

MaBoloyog — Oykohoyog, KaBnyntrc Maboloyiag Oykoloyiag,
M.F.N. Natpwy, AlevBuvtrg Movadog Mabotoyikrc Oykohoyiag,
ONUurov @eparmeutrplo Fevikr KAk Matpwy

MD, MSc, BSc, MaBoldyog Oykohdyog, EmipeAntrg B, KAwikn
MaBoAoyikr g Oykoloyiag A.M.0., I. N. O. «Mamayewpylou»
MD, PhD, MaBoAdyog -OykoAdyog, AvamAnpwtnc, Kadnyntng,
latpikn ZxoAn, E.K.M.A.

KaBnyntric Mveupovoloyiag, uvtoviotrg AleuBuvTng
Mveupovoloyikng KAwvikng A.M.0., KAwikn Aylog AoUKac,
@eooahovikn

MaBoAoyog- OykoAdyog, ONCOMEDICARE, ©eccalovikn
MaBoAdyog-OykoAoyog , EmipeAntpla B Mavemiotnakng
OykoAoytkng KAwikng I.N.O. «Mamayswpylou»
MaBoAoyog-OykoAdyog B T.M.K M.I.N «ATTIKOV»




Web Scientific Event

Kapkivog Ouponotntikou
(Mpoatatou, Kuotewc, Neppwv)

E€eAielg otnv OykoAoyia

MpoPodn péow
www.livemed.gr

Aldvtog MiyanA
Aoya Kwvotavtia

Makatowpng OwHag

Makpavtwvakng Napiong
MapaykoUAn EAévn

Moaupodig AnpitpLog

MnALapdg Zrupidwv
MopixoBitouv Aven

MoUvtiog lwavvng

Mout{oUpng lewpylog
Mnuiwta Elprivy
MrmoUtng AvaotdoLog

Mwioidng Kuplakog
Ndon Aéomnowva

NaotoUAag MewpyLog
Nanadnuntpiouv Xpiotog

Nanadonoulog Baoilelog
Nanaiwdvvou odia
NarnakotoUAag MavAog

Nanavépéou Xpriotog

Nanagoivng FrewpyLog

MaBoAdyog - OykoAoyog, Emikouplkog latpdg OEpATEUTIKNG
KAwikng, Noookopeio «ANeEGVSpa»

Edikeuopevn Maboloyikrg Oykoloylag, KAwikn MaboAoyikng
Oykoloyiag A.M.0., M.I.N.O. «Manayewpyiou»

MD, MSc, PhD Avaminpwtng KaBnyntric MNaboAoyiag -
Oykoloyiag, Tunua latpikng Mavemotnuiov Matpwy, OyKoAoyiko
Tunua, N.F.N. MATPQN

MD, MSc, PhD MaBoAdyog OykoAdyog, latpikd AtaBaikavikd
Kévtpo @eocoahovikng

MaBoAdyog-OykoAdyog, Emperntpla A, OykoAoyikr) KAk,
M.r.N. Adploag

KaBnyntng MNaboAoyikrg Oykoloylag, latpikig ZxoAng,
MNaverotnuiou Kpntng, Alcubuvtrc Maboloyikrg-OyKoAOYLKNG
KAwikng, Mavemotnuakot Nocokopeiov HpakAeliou
KaBnyntig Xewpoupykng A.M.0., A' Xelpoupytkn KAwvikn A.M.0O.
M.I.N.O. «Mamayswpylou»

AKTWVOAOYOG, AleuBuvTpla EXY AktivoloyikoU TUARATOC,

r.N.O. «Manayswpyiou»

MD, MSc, PhD MaBoAdyog- Oykohdyog, AteuBuvtrg A’
Oykohoytkng KAwikng kat Movadag KAwikwv MeAeTwy,
Noocokopelo Eppikog Ntuvav

Emikoupog KaBnyntrig Oupoloyiag, ZuvtovioTtrg AlevBuvTng,
QOupoloyikn KAwikn, I.N. Apyoug

MD/PHD, MaBoAdyoc- Oykohoyog, Emikouptkdc latpdg,

M.I.N. AAe€avdpoumoAng

MaBoAdyog -Oykohoyog, EmpeAntic A', A’ MabBoAoyikr) OykoAoyikn
KAwikn, A.N.O. «@eayévelo»

Enikoupog KaBnyntrig Oupoloyiag, A.M.O.
MaBoAdyog-OykoAdyog, Tuvepydtng, latpkd Kévipo ABnvwy,
Emiotnpovikog Zuvepydatng, Oykohoyikry Movada, " Maboloyikn
KAwikn, latpikny ZxoAn, Maverotruto ABnvwy,

F.N.N.©.A. «H Twtnpio»

Emiotnuovikog AteuBuvtric Genekor A.E.

KaBnyntng latpkng E.K.M.A., YeuBuvog Oykoloyikng Movadag
Noocokopelou «ApeTaielon

MaBoAoyog-OykoAdyoc, EmpeAntng B’, Oykoloyikr KAwikn,
M.I.N. Adploag

Erpelntpla A, AktivoSiayvwotikol Epyaotnpiou,

M.I.N.©. «Manayewpylou», Yroprda Atdaktwp A.M.0.
MaBoloyog - Oykohoyog, B” Turiua KAwikrc Oykoloylag -

X/0, A.N.O. «Ocayévelo»

MD, PhD, KaBnyntrg MaboAoyiag Oykoloyiag, A.M.0., Aleubuvtrg,
KAtk MaBoloyikric Oykoloylag,

r.N.O. «Namayswpyiou»

MaBoAdyog-OykoAdyog, EmipeAntrg B, B’ Maboloyikn KAk,
I.A.O.N.A. «O AyloG 2aBBag»

—/
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Kapkivog Ouponointikou @

(Mpoatatou, Kuotewc, Neppwv)

E€eAielg otnv OykoAoyia

MpoPodn péow
www.livemed.gr

Nepbikovpn EAévn-lodwpa

Jupiyog Kwvotavtivog

20y ag NikoAaog

T{wpting Baoilelog
TipoBeddou EAévn
TooAakiéng AnuntpLog

Toouldag MewpyLog

®uWinnov Avaotdaolog

DOwtapéAAn AyyeAki
Xatinpoupatiéng Kwvotavtivog

Widvou Kwvotavtia

MD,MsC,PhD, MaBoAdyog-Oykohdyog, EmpeAntpla B,

.N. BoAou «AxIAomoUAEL0»

MaBoloyog - Oykohoyog, Kabnyntrig MaboAoyilag &
Oykohoyiag, latpikn Zxohry ABnvwy, E.K.M.A., T’ MaBoloyikn
KAk latpiknic ZxoAng ABnvawvy, T.N.A. «H Zwtnpla»
MaBoAdyog — Aotwétohoyog, KaBnyntrg E.K.M.A.,
YreuBuvoc Movadag Aotpuweewv MaboAoyikng Guctoloyiag,
I.N.A. «\QiKO»

KaBnyntric Oupoloyiag, Mavemiotruio Oscoaiiog
Enikoupn KaBnyntpla Naboloyiag Oykodoyiag, A.M.0.
Emikoupog Kabnyntric MateuTikrg MNuvatkohoyiag,

A Mateutikn-Tuvatkoloyikr) KAwikn, A.M.0.

Avariinpwtrg Kabnyntig XeLpoupyLkrg - XELpOUPYLKAG
Metapooxevoewy, A.M.0., AleuBuvtig Xelpoupykng KAWIKAG
Metapooxevoewy , A.M.O.

Avarinpwtrg Kabnyntig Mewpapatikig Guotoroylag,
Epyaotriplo Quaololoyiag, latpikn ZxoAn, E.K.M.A.
MaBoloyog Oykohoyog, A.N.O. «Qeayevelo»

KaBnyntrig Oupoloyiag A.M.0. AteuBuvtng B” Oupoloytkng
KAwiknc A.M.0., T.N.O. «Mamayewpylou»

Erukouptkr) latpdg Maboloyikrig OykoAoylag,

A’ XnueloBeparmeutikn KAWLKN, A.N.O. «Oeayévelo»




¥ To pdppako auto tedel und
oupnAnpwparkn naparkodoluBnan

Mpw tny ouvtayoypdenon oupfouleuteite
v MNepfAnyn Xapakmnprouxcv

tou Mpoiovrog mou GatiBetan
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ONEZ 115, QvEmBUUITIES EVERYEIES
'yio OAA ra pdpjoxa
Eupminpévoviag v «KITPINH KAPTA=
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SANDOZ: "
Division

KAK: Sandoz GmbH

Biochemiestrasse 10, A-6250 Kundl, AuaTpla

Zrowgeia emkowvwviag amyv EAAGda:

Novartis (Hellas) A.E.B.E/Sandoz division

OpaykokkAnolig 7B, 151 25 Mapouot, ABrva

TnA.: 2102811712, ®a&: 210 6857655

d ZIEXTENZO
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(Mpoatatou, Kuotewc, Neppwv)

E&eAi€elg otnv OykoAoyia FooBoh peco

www.livemed.gr

XOPHIOI

AMGEN 7a stellas

AstraZeneca U Bristol Myers Squibb’

& DEMO gt “1IPSEN

BIOMHXANIA ®APMAKON Innovation for patient care

(D%, MERTK

) NOVARTIS @ Pfizer

Oncology

g, SANDOZ:::"

Pierre Fabre
FARMAKA S.A.
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Kapkivog Ouponointikou @

(Mpoatatou, Kuotewc, Neppwv)
E€eAi€elg otnv Oykoloyia ww vl

FENIKEX NMAHPOOOPIEX

Awopydvwon
Epeuvntikn Etalpeia Oupoyevvntikic Oykohoyiag

Huepounvia die§aywyng
18 -19 louviou 2021

Tponog Ae§aywyng
Atadiktuakn Ainpepida/Web Scientific Event

0&nyisg Atadiktuakig MapakoAovOnong:

Edv eloaote véog xpriotng mapakalolpe akolouBriote tn Stadikacia Snutoupyioag Aoyaplacpuou
cupmAnpwvovtag ta anapaitnta nedla oto Livemed (ratriote oto nedlo Register / Eyypadn).
H dnuoupyia Aoyaplacpol elval SWPedV Kol UTTOXPEWTIKA YL TNV TAPAKOAOUONGN TWV OUALWV.
Edv éxete ndn Aoyaplacpod oto Livemed xpnoldomolote toug kwdikoUg oag yla va ouvdebeite,
€TUNEETE TNV KaTtnyopla Live kal To cuVESPLO TTou BEAETE VA MAPaKOAOUBNOETE KAl 0T GUVEXELQ TO
elkovidlo Go Live i Go Virtual.

| 3TN ouvéyela yla va ocuvbebeite pe tnv aibBouoa, emidéyete amod To pevoL mou epdaviZetat
0TO KATW HEPOG TNG 000VNC cag, Tnv «AiBouca Zuvedpldoewv»

Edv oag eviladépel va mapaAdBETE MLOTOMONTIKG TTapakoholBNong, Ba MpEMeL va Tipay-

LATOTIOLNOETE TNV Eyypadr cag 0To cUVESPLO HECW TNG ELKOVIKAG Mpappateiog, matwvtag
@ To avtioTowo ekoviblo «Eyypad», wote va apxioet va kataypddetal o xpdvoc.

MopLa Zuvextlopevng latpikig Ekraidsuong
YUpdwva pe ta kpttipla tg EACCME-UEMS Ba xopnynBouv podpta uvexllopevng latpikrg Ekmad-
Sevong (CME-CPD credits).

NapaAafn Miotomontikov

0 TILOTOTOWNTIKO TtapakoAoUBNong Ba eival SLABECLUO LETA TO TEPAC TWV EPYACLWY TOU Juvedplou
o€ 6o0UG OUVESPOUG tapakololBncav To 60% TWV GUVOALKWY WPWV TOU ETILOTNUOVIKOU TIPOYPA-
patog. O aplBpog Moplwv Zuvexllopevng latpikng Exkmatdbeuong (CME-CPD), Ba utoAoylotet Bdoet
TOU XPOVOU TapakolouBnang mou Ba kataypadel 0To CUOTNUA KATAUETPNONG OTNV TTAATHOPUA
Livemed.

Ol CUMUETEYOVTEG UMOPOUV va TIAPAAGBOUV TO TILOTOTIONTIKO TOUC ameubelag amo tnv
matdoppa péow tou mediov «MapaAapn MiotomownTikoU», To OMolo evePyOTOLE(TAL JE-
Ta ™ ARén tou Zuvedplou.

lpappoateio:
ET.S. Events & Travel Solutions A.E.
EA. BeviZéhou 154, 171 22 N. Zuupvn, TnA.: 210-98 80 032
@EWM e St Qat: 210-98 81 303, E-mail: ets@otenet.gr, ets@events.gr
Website: www.events.gr
AnayopeUetat pntd n avanapaywyr, avadnuooieuon, aviypadr, anobrikeuon, mwinon, petadoon, Stavopr, ékdoan, ekté- Aean, Afn (down-
load), petadpaon, Tpomonoinon pe omolovEHOTE TPOTIO, XWPLG TN PNTA TPONYOUKEVN Eyypadn cuvaive- on tng Etalpiag, Tou cuUVONOU 1 HEPOUG

Tou TEPLEXOLEVOU ToU Mpoypdppatog. H ET.S. Events & Travel Solutions emipuldo- GETaL PNTWG TTAVTOG VOULHOU SIKALWHATOG TNG yia T Stadula-
€N TWV SIKALWHATWY TIVEULATIKAG KL BLOMNXAVLKAG LBLOKTN- olag. Ma avaAUTIKOTEPES TAnpodopleg emtokedBeite To www.events.gr.

(o0
20
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MEPINAHYH TQN XAPAKTHPIZTIKQN TOY NMPOIONTOX

1.ONOMAZIATOY GAPMAKEYTIKOY MPOIONTOZ

Ktandi - 40 mg enmrahuyva e hemd upino Siokia

Ktandi - 80mg emkahuppEva e Ao vno ickia

2.M0IOTIKH KAI NOZOTIKH EYNOEZH

Xtani- 40 mg emyahu|ayséva e hemed upio Biokia

Kabie emahuypevo e hermd upivio Suakdo mepiéye 40 mg enzalutamide,
Xtandi - 80 mg emkahujva pe emmd o Sickia

Kafe empahupyvo e hemd upivio Sowdo nepiéye: 80 mg enzalutamide
3. DAPMAKOTEXNIKH MOPOH

Emmoiuppévo pe K upgwo Giokio.

Xtandi - 40 mg emahuppéva e Aemd upéwo Bickia
mmuowﬂM rnmwuutmpemmmﬂmmmmmwm

K!wlwoﬁq.l\ mm\uwﬁw mkmuwp&wlaxﬂm{m peToE 80,

4. KAINIKEZ NAHPODOPIEE

4.1 GepameuTikic eubeifag

To Xtandi ewdeikvuro ypa:

«Tn) Bepamela To PETOTTATIOL, OpPOVDELTIOBITTOU KApKVOU TOU TpoGTA
ﬂ;"ﬂ 0 ouvbuaopd pe Bepanela aTépnanc avpoyduun (ADT) oe surfhukeg

9

=11 Bepamia Tou jn jETooTankod Lol kndivow aviEKTIKOD GToV ELvoUy:
00 Kapihviou Touipoai (CRPC) ae evtjlikec ndpec

« T Bepameia Tou petaoamikol CRPC oe evrhikes, indpecotonolotefva aguymri-
eIk i QUITTLICTINGS EMEIT amd anoTuia TG Bepameio aTéprong av-
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Zovbpoyo omioBioe avootpéying eykepatonddeinc Posterior Reversible
Encephalopathy Syndrome-PRES}: Eyouv avarpepBel amivie avapopéq Tou ow-
Bpbuou enioBiog avaotpéiyng eyepatondbas (PRES) oe acBevel; nou hay-
Pavouy Xtandi {Bheme napdypago 48). To PRES ehven o omdvio, avactpégipn,
vevpahoyikr) Simapoy), n omoia pmope vo gxdnhwbe pe paydain §ehoodpevn
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TAUTGNPOVD Pap|IKELTIKA Mpaiidvia Mou evdéyeTal va napateiou to BidoTnua
Qo &pﬂnomc yatpol mpénet va aéiokoyotv To woliyio oghouc knbivou
cupmeplhapfavopiwng G TBWITTIOE o gugdvior Kook, Tayvkapio;
Gk pimibio (Torsade de pointes) mpn v évapén Tou Ktandi
oo pe yreicepaneio: H oop(ihein Kol aNOTENEGITKAT T TG TAUTS4p0-
WG xprionc Tou Xtandi e kuTrapotoua ynyeBepansio Sev &gel Taknpiobel. H
auyyopynan Ty enzalutamide Sev éxe kapia khvikd opavTer enibpaan om
popuakoknTaK) Tr; evdophéfiac viooetathng, Qotoao, Gev pmope va ano-
Khexgrel pa abnon epgdvionc oudeteponeviag enaydewncand T vioostaéhn.
Ambpdoe unepevaotinaiag Avnbpdoe; unspeuoainaiag exbnfdvoviar e
oupmTpaTa mou mepthapfdvouy, alhi ev mepiopiovtal olfnua mpoodmoy,
yhawaoag, yeous f pdpupya, | effvnpa &yow napampnbel je enzalutamide
(Bhéme mapdypago 45).
“Exouv avapepBei oofapés Geppomikéc avemBUprTe; avnibpdoeig (SCARs) pe v
enzalutamide. Kama ) cuvtayoypdpnon, ol oofevelc Ba npéneL va sunepuve-
VTOI A0 O G ia KOl TO CUpITTUpTa kan va napakchouBolvial otev wa Bep-
pamiég avTibpaDEC.
4.8 AvemBi|nTeG evépyeieg
Deplhryyr) Tov mpoxdh acpdheiac O mhéow UYVER CNEMBULITIES EVEYELEC Elven
etooBévorykdnwan, edge, unégroon, katdyuaa, kal oo, Ake onua-
VTIKEC avemBUpTES evEpyeieg, nepihapBavouy vore Sioopayr] kot oubete-
pomevio. Emhnmrir Kplan) napoucdaTnke oo 0,5% twv aobevin mou hafav
enzalutamide, 010 0, 1% Tuw aoBevin iou EhaPov exoviko pappako kaioto 3%
T dofiewin mou Ehapav ikahoutayiSn, Exouv cvapepBel anavie; mepimTLicer;
Tou auwdpdylou omioBiag avaoTpeyng eykepatondBeag e aoBevel; nou tha-
ﬁuvenzalutam'de (B\éme napaypago4.4).
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£ OUVOTI TG Epipaviony; opiovTal we axkohooBug mokd auyveg (= 1/10), cugvég
(21/100 & < 1/10), 6yt ouyveg (2 171000 éwg < 1/100), andvizg (> 1/10,000 g
<1/1,000), mokd améwieg (< 1/10.000), i ywaateg (Sev mapody va ekTiunBody e
i) Ta dioféoya Bebopieval, Evig kife knmyopiac quyvaTTIag Eupaviand, ol
avemfupnes evépyee nopaniBevial kard gBivouca ceipd oofiapamiag
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TROMMEVT) KCTAOTOON) Kill © YPOHOG JéD v EMTELGeL 1 LEOT) gappakohovkey
Bpéon knBc kan o ypvor ya Ty évapd) kot peioon T evupric enayuyc
mopeieniong v

mmﬁmm ‘g pehéTec gorg 3 anokheloTrkav aoBevei
HE TIpOCKITo éxppaya Tou |oKkapdiou (ko Tou Tekeutaiouc prived f aoto-
B oy (kandt Tou, Teheuaious, 3 pved), knpdiakr) avendpken kamyapiog
Iy IV e Mews York Heart Association (NYHA) extoc ov To khdoja efubnang
opraTepric koiiag (Left Ventricular Biection Fraction-LVEF) > 45%, PpoGukapdia

* AUBOPINTER avagopEC and T e|meipla LETA T kukhogopla Tou qappidkou
¥ Omw afohoyiBnke and Tunomoinpéva epwmpata MedDRA (SMQs) Tuv
«Imaopiv: oupmephapBavOpIEVIY TV QTGN CTIaUUN YEVIKEUEVTC EF
Anpiag, OvBETwy ETTIOKUN EANTTEIRIY KPIOEWN, ETIOKY EMMYTTIRWY Kpioe-
v Kkai status epllepticus. Autd mepthopPaver omdvieg mepTTdaE EmtnTRGDY
KpicEL s EmmoKEC Tiov odryodv o BavaTo,

+ Omuwg afjohayrBrke and Tumomotuéva spujjiara MedDRA (SMQs) <Ejr
ppayal Tou LuokapBious ko AN iyak kapdiakr vooos, Gupmeptop-

Y Xtandi

enzalutamide

Bavopévuy T axihouBuy MpaTULPEWAY G TTow Tiapamprfinkay o Tou-
Myoov Gl aoBevels ot Tuymononves ENEYNOUEVES E EXOVIKD PApUOKD
PERTEG epdion 3: omnBiyyn, otepaviaic vao, Epppaypa Tou puakapdioy, ofd
Eugpayy Tou pokapbioy, o0 aTepaviai civBpopo, aoTafi; amBay,
OapiaTou uokapSiou kal fipuvon) oTepaviaia apmpia.
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QVETEULITIN EVEYERN; EMATI] Kol ETIC ENeyG-
eve KAVIKEG eheneg, 22 (0,5%) and Toug 4168 aofevei; nou unofShibrkav ot
Gepamela pe npeprion 5oon 160 mg enzalutamide eppévioay emrymer] kpion,
e e oofevel (0,1%) mou Ehaay exovikd papyako ko vag aoBewrc (03%)
Tiow hafe PikchoutopiSn eppdwaay emnmki kplon. H 86 galveravaanc-
Tehel oMaVTIRG IPOWIGTIKG TIpdyoVTal ToU KGIVOU Lo sminmmig
kplomg, émuwg ovmkaronpilgtar cmé Ta mpokvikd Sebopéva ko and Ta dede-
éva o pa pekém Khpdkwon; T, Gdan, Eng eheypopeves Kimkéc pehétes,
eEapeBKey of aaSevelc e mponyoljiewn AT Kplor 1 | napdyouTes
iavdivou yia T epduon emATTIG kpior, 2¢ ua Sory) Hovod okENoug
9785-C1-0403 (UPWARD) o v afjahéymon e enfimaon Tuw emirmeiv
Kpiceww o¢ aoBevelc e pobiaBeakoi; napayove yia exdifhwon -
Kiw kploeww (and Toug omoloug 1,6% elyav 1oToped emmay kplosw), 8
and 386 (2,2%) aobieveic mou éhapav Bepaneia e enzalutamide ppdvioay pa
emhayrii] Kplon). H Guipeon Giipkeia T Bepanelas oy 93 pivec. Aev shval
YWUIOTOF O POV 40w Tou omoiow 1) enzalutamide (mopei va peiioe Tov
0BG T Emhnmmkiv kploewn, akhi Ba pmopotice va ayemiotel pe 1a Sedojiéua
and in vitro peNETE Mo Sefyvouy 6T N enzalutamide Ko o EVEpYG; PeTaBolim
¢ mpoobévovTal kal mopelva avagTeiou T SpooTiko T To Ty Siauhuy Twv
I0vTUY hiupiou Tou GABA.
Ioyaynia) kaptiana] vooog: Ze ymonompvec khwiké peETeC Eheyyopeve
e EIROVIKD pdppiaKo, 1) 1ok kapdiokr vooog eppavioke oto 3,7% Ty
aofewiv mow EhaPav enzalutamide ko ADT ouyvpmd pe 1.5% Tuv aofewiv
Tiow éhaPav exovikd gdppcko kan ADT. Aexamévte (0,4%) aobevelg nov ehafav
enzalutamide kol 2 {0,1%) aoBevelc nou EhaPav exovikd Gappaxo eppdnaay
ouppdvayakry; kapBiakri wdaou mou obifynoe oe Bavaro.
Puapopd mbavahoyoljieva avEmBIUMTLY evepyeiin: H avapopd memoho-
YOUMEVY VEMEGITN EVEQYEIGN HETA and T yopryrion aBeiag Kukdogoplag
TOU (appakeuTkod mpaitvtog svan onpovie. Enmpémel T owveyr) nopako-
JotBnon meoyEong opélouckvB (VO Tou YapPOKELTKO) TIROIVTOG, ZnTefTal
and Tous, encryyehpatier, uyelac va avagé pouv omotsadrnote nBavohoyoljieves
QuEMBITEC EVEpYEleC péona:
ENMaGex EBvixog Opyaviayio Qpyicun, Meaoyelw 284, GRA15562 Xahapyds,
A, Tk + 30 21 32040380/337, Bk + 30 21 06549585, lotdtonog; http.//
waweofgr
Kimpog: (Gappaxeunikeg Ympeoizg, Ymoupyeio Yyeiog CY-1475 Meukuwaia. Th:
+357 22608607, Dak; + 357 22608669, lotoromog www.mehgovcy/phs
7. KATOXOZTHE AAEIRZ KYKNODOPIAZ
Pstellas Pharma Europe BV, Sylviusweg 62, 2333 BE Leiden, ONvavbia
8. APIGMOZ(ON) AAEIAZ KYKNODOPIAZ
EU/M/13/846/002 (40 mg emiahuppiéva pe Aemmio upévio Suowia)
ELN/13/846/003 (80 mg emkadwpipeva pe hemd upévio Sokia)
9. HMEPOMHNIA NPQTHE ETKPIZHE/ANANENEHE THE AAEIAL
Hyepopmvia mpirmg éykpiang 21 kowviou 2013
Hysepopnia reheutaiag avavéwon: 8 ePpouapiou 2018
10.HMEPOMHNIA ANAGEQPHEHEZ TOY KEIMENOY: 30 Ampikiou 2021
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oTow iTuakd Tomo Tou B Opyavopod Gappdeu: httpyA
europasl.
DAPMAKEYTIKO MPOION 1A TO ONOIO AMAITEITAI IATPIKH ZYNTATH
EAada®
Nepextomma  MéyeBog quawevagiog Nogowkopeikr T
40mg [TAB Kouti X 112 emwahuppéva €2.26167

ie AETTTO upévio Siokla
Kimpoc*
Nepuextdmra  MéyeSiog ouaxevagiag Mucnvar) T e ONIA
40mg TAB Kourl X 112 emxahuppéva £€3009.25

e NemTd upéwio Slokia

*Kurhopopat ovo T 40 mg EmKahupEve e Ao upigvio Bikia

Bondriote va yivouv Ta gpdppaka o aopalr kai
OAEE B0y o] =i OAATa g
TIG avENIBOpNTEG EVEPYEIEC \1a Ta pApHaKD
Epnknpml.vlquaq rnF:'vf EwINH KAPT ’pp

)astellas

Astellas Pharmaceuticals A.E.B.E.

Aynoiaou 68,151 23 Mapoia, ABrvaTrj. 2108189 900, Fax: 216 8008958
wawwastellas.com/gr

Tomwac Avmmpéaunog/Aimvopag npaidvi Astellas oty Kimpo:
Novagem Lid Tk 00357 22483856



MEPIAHWH TN XAPAKTHPIETIKON TOY NPOIONTOE

1. ONOMAZIA TOY ®APMAKEYTIKOY MPOIONTOE: | ynparza 100 mg enxahupéva pe
hentd upevio biokia. Lynparza 150 mg enikohuppeva pe hemo upévio biokia

2. NIOIOTIKH KAI NOZOTIKH EYNBEIH Lynparza 100 mg enikahupuéva ye Aemo upe-
vio bigwia KaBe emmahuppévo pe hento upévio Biokio nepiéxer 100 mg ohanapipnng,
Lynparza 150 mg enikohuppéva e Aentd upévio Biokia KaBe enikauppévo pe hemo
upgvio biokio nepiéxer 150 mg ohanapipnng. Exboxo pe yvwom bpaon: Autd to pap-
pakeutikd npoidv nepiéxel 0,24 mg vatpiou ava Giokio 100 mg kat 0,35 mg varpiou ava
Bigkio 150 mg.

L. KAINIKEL NAHPO®OPIEL 4.1 Bepaneunkég evbeifeig: Koprivos twv wobnkwy To
Lynparza evbelkvunal we povoBepansio yia m: « Bepaneia ouvtnpnang evnikwy ooBe-
Vv pe npoxwpnpeévo (otabiou Il kat IV kard FIGO (AieBvig Opoonovbio luvaikohoyiag
kat Maieutikng)) uynol PaBpol kakonBeiag emBnhiakd kapkive Twv wobnkwy, wy
waywywv i npwionaln kapkiva Tou nepovaiou, nou pépouv Petalayuéva yovibia
BRCA1/2 (yewnukav kay/n owpank@v Kutapwv) kal ot onoleg epgavifouv avianokpt-
on (nkpn A pepikn) énena and v ohokAnpwaon g xnpetoBepaneiog NpaNg ypappng
pe Paon mv nhativa. « Bepaneia ouvthpnong evnhikwy aoBeviv pe euaioBnro oty nha-
tiva unotpormadovia uynhol BaBuol kakenBeiog eniBrliaks kapkivo Twv woBnkwv, Twv
waywytv n npwionofin kapkivo tou neprtovaiou, ol onoieg eppaviZouv aviandkpian
(m\hpn A pepikn) oe xnpeioBepaneia pe Paon v nhativa. To Lynparza oe ouvbuaoyo pe
pneBaaioupdpnn evbelkvutal yio : « Bepaneia cuvinpnong evnhikwy aoBeviv pe
npoxwpnpévo (otadiou NIl kai IV katd FIGO) uynhol 2 BaBuol kakonBeiag eniBnhiako
wapkive twv woBnkuv, Twv waywytwy A npuwrtonalh kapkivo Tou Nepitovaiou, ol onoleg
eppavidouv aviandkpion (mAnpn A pepikn) éneta and v ohokAnpwan g xnpeloBepa-
neiag npetng ypappng pe Baon mv nhativa oe ouvbuaopd pe pnefomdoupdynn kal Twyv
onoluwy o kapkivog oxetidetal pe Beukn katdotaon avendpkeiac opdAoyou avaouvbua-
ool (HRD) nou opifetal efte and perahhafn v BRCAT/2 kal/site and yowibiwpanka
aotdBelo. Kapkivog tou poatod) To Lynparza evbelkvutal we povoliepaneia yia m Bepa-
nefa evnhikwv aoBeviv e ToniKa Npaxwpnpiévo i PETATTOTKG KAPKIVO Tou paatol Kat
yopenkes petahhatec wv BRCAT/2, kan wwv onoiwv o Gykog eival apvnmikog yia tov
unoboxéa tinou 2 tou avBpwnivou embeppikol auEnuikol napdyovia (HER-2). O aoBe-
velg Ba npénel va éxouv nponyoupevg unoBAnBel oe Bepaneia pe avBpakukhivn kar pio
1a€dvn eite yio evioniopévn &ite yio Petaotatikn vooo ekt edv ol aoBevels Bev Atav
katahnhol yio autég i Bepaneiec. Or aoBeveic pe Benkd otoug oppovikolc unoboxelg
(HR) kapkivo tou paotol npénel eniong va napouoiadouy eEENEN kard  Bidpkela A peta
and npanyoUpevn evbiokpivikn Bepanein, n va Bewpolvial akataMinat yia evbokpivikn
Bepaneia. Abevokapkiviopa 1ou naykpéatog To Lynparza evbeikvutal we povoBepaneia
yia T Bepanein ouvinpnonc evnAikwy ooBeviv pe yopenkés perahhages wov BRCA1/2,
01 onoiol £X0UV PETACTTIKG A0EVOKPKIVWY TOU NAYKPETLOG KAl TwV ONoiwy N vooog
Bev éxe efeAxBel petd and touhdxiotov 16 eBbopabeg Bepaneiag pe nAativa evidg evog
aufpatog xnpeioBepaneiog mpciie ypappne, Kopklvoc tou npoatim To Lynparza evBel-
wvutal we povoBepaneia yia  Bepaneia evnhikwy aoBeviv pe petaotanxka euvouxod-
VIOXO KOpkive Tou npootatn kot petadhateig BRCAL/Z (yopenkes kaw'n owpamkec), wv
onofwv n vooog £xel eehixBel énerta and nponyoUpevn Bepaneia nou nephdpBave évav
VEQ oppovikd napayovia. 4.2 Aoooloyio ket tpdnog xopyneng H Bepaneio pe
Lynparza npénei va Eekiva kat va enifAénetal and ioTpd pe epneipla atn Xphan ovTIKap-
KIVIKWV (pappoKeuTIkiv npoioviwy. Aocohoyia To Lynparza efvar GioBéompo oe Biokia
100 mg kot 150 mg. H ouviotdpevn baon tou Lynparza oe povoBepaneia f oe ouvbua-
opé pe pnefoaioupdpnn sivar 300 mg (6l diokia 150 mg) nou AapBdvovial Slo popég
nuepnoiwe, 10oGlvapn e ouvolikn npepnoa Gaan 400 mg. To Biokio 100 mg eival bia-
Béoipo yia  peiwon g boone, Tpdnog xophynang To Lynparza npoopiZetar yia xphan
and ou atdparoc. Ta biokia Lynparza npenel va katanivovial ohowhnpa kol va pn poow-
via, ouvBhiBovial, Biahioviar f épvoviar. Ta Giokia Lynparza pnopel va AngBolyv ave-
Eapta and 1a yelpara. 4.3 Avievbeifeig: YnepeuaoBnoia o Bpaouiki ouoia f oe
kanoto and ta ékboxa. Bnhaapde kotd n Bidpkein g Bepaneloc kai yio idompa 1 un-
vog petd mv eheutala Hoon. 4.4 Efikég npoerbonoinoeig km npopulageig kard m
xpiion Awatohoyikn woikotta e aoBevelg nou hapBavouv Bepaneia pe Lynparza éxel
avapepBel apatohoyikn o§ikotmta, nephapfavopévioy Khivikwv Siayvwoewy kaun
EpyaTTNPIOKILY EUpNWATWY YevIKG Amac A pétplac (BaBuol 1 A 2 kata CTCAE) avaipiag,
oubeteponeviag, Bpoyfoneviag kal Aepgoneviag. O aoBeveic Bev npénet va Eexvolv
Bepaneia pe 1o Lynparza péxpig dou avakduyouv and mv awatohoyikn to§kdmia nou
£xel npokAndei and nponyoUpevn aviikapkivikn Bepaneia (w eninebo apoapaipivng,
aiponeTadiwy Kal oubetepdpihuwy npénel va eival < BaBuod 1 katd CTCAE). Luviardral n
Bievepyein efetdoewy katd v évapén e Bepaneiog kai akoholBwe napakohoiBnan
Twv yevikav eferdoewy aipatog oe prviala Bdon yia toug nptotoug 12 pivee Bepaneiog
Kat £v ouvexeia kand nepioBikd blootpata yia T eppavion kAIVIKG anpaviKkwy petapo-
v onotaabinote napapétpou Katd  Bidpkeia e Bepaneiac (B\. napdypapo 4.8). Edv
kanotog aoBevng avarmU€el opatohoyikn tofikénta Bapidc poppng n eaptnon ano
petayyloeig aipartog, n Bepaneia pe 1o Lynparza npénet va Blakéntetal kat va Eexivolv
katahneg aiparohoyikér eetdoes. Ev o aipotoloyikég napdpetpol nopapeivouy khi-
VIKA pn puolohoyikeg HETd and T Siakonn g boang tou Lynparza yio 4 efbopabec,
ouviotdta e€€taon tou puehal Twv 0oTwY Kou'A KUTIAPOYEVETKN avahuon oipatog, Mu-

ehobuonhaours olvbpoyo/0Fzio puehoyevic Aeuxapio H ouvohkn enintwon puehobu-
onhaoukoU ouvBpopou/ofgiog puehoyevols Aeuxaiog (MAL/OMA) oe aoBeveic nou
ehaPav Bepaneia oto nhaioio Khiviky pekerddv pe povoBepaneia Lynparza, oupnepi-
\apBavopévng g napakohoUBnong pakpoxpoviag eniBiwong, Atav <1,5% kat n nAeio-
wnpio 1wv oupfaviwy eixav Bavompdpo exfaon. H Giapkein e Bepaneiag pe mv
ohanapipnn oe aoBeveit nou avémuéav MAL/OMA kupavBnke and < 6 prveg Ewg > 2
xpovia Bebopéva pe peyahltepeg Bidprereg exBeonc eival neplopiopéva. Dhot ot aoBeveic
elxav duvnukd emBapuvtikols nopdyovieg yia Ty avanwén MAL/OMA, éxoviag AdBet
nponyoUpevn xnpeioBepansia pe napdyovieg nhativac, Apketol eixav AdPer eminhéov
aMouc nopayovieg nou npokaholv fAafn oto DNA koi eixav unofAnBel oe okuvoBepa-
nefo. H nhetownepia wv ovagopdv fitav peta€l yowbiwy 17 2 npobidBeong kapkivou
Tou paatol (GBRCAT/Z). H ouxvatnita eppdviang nepimwoecwy MAZ/OMA fitav nopapoia
petal Tov aoBeviov pe yopenkée petalaEeic gBRCATm ka gBRCAZm (1,6% wai 1,0%,
ovtlotoixa). Opiopévor and toug aoBeveic elxav otopikd nponyoUpevou kapkivou f Bu-
onhaoiag tou puelod wv ootwv. Eav eniPeBaiwBei n napouoia MAT kai/n OMA kata m
bidpreta ng Bepanelag pe 1o Lynparza, ouviotdtar n Giakonn tou Lynparza kat n xopnyn-
an kataknAng Bepaneiac otov acBevn. Mveupovinda Mveupoviuba, oupnepihapfavops-
vy Twv oupPaviwv pe Bavatngopo exfaan, éxer avapepBel o nooootd <1,0% twv
aoBevv nou éaPav Lynparza ae khivikég pehéteg, oupnepthapPavopéviov Twy ouppd-
viwv pe Bavamnpdpo éxBaon. 01 avapopés nveupovinbag bev eixav otaBepn khoakd ei-
Kkéva kal nepAékoviav and pia oeipd npobiaBeawkwv napaydviwy (kapkivou Kau/n pe-
TOOTA0ELWY OTOUC MVEUOVEC, UNOKEUEVNG NVEUOVIKNG vOOOU, IoTopikol kanviopartoc,
Kal/fh nponyolpevnc xnpetoBepaneiac kal axvoBepaneiag). Edv o aoBeveic eppaviaouy
veoeppavidpeva n enbevolyeva ovanveuomika oupmtwpata, Gnw blanvoia, Brixa kat
nupetd, 1 edv nopatnpndel éva naboloyiké Bwpakikd aktvoloyikd elpnpa, n Bepansia
ue 10 Lynparza npénel va Blaxontetal kol va Eexiva dpeoa n ﬁlevépyam efetdoewy. Edv
enifefmwBel nveupoviube, n Bepaneia pe o Lynparza npénet va Siakontetal Kai ol
aoBeveic va aviperwnifoviar kardMna. EyBpuikn 1ofkdmig Me Bdon tov pnxaviopd
fpaonc (avaotohn g PARP), 1o Lynparza Ba propotos va npokahéoer BAGBn oto ép-
Bpuo dtav xopnyeital o pia éykuo yuvaika. Ot pn khivikég pehéTeg oe enipueg Exouv
Gei€e1 o n ohanapiunn npokake! aveniBupmeg evepyeieg oy epBpuikn emiBiwon kat
ermpépsl peifovec duonhaoiec tou epBplou os exBéaelg xapnhdtepeg and exeiveg nou
avopévoval pe n oumaripevn boon twv 300 mg &ig nuepnoiwe yia ov dvBpwno.
E]ﬂsuumumiqﬂmld\uun To Lynparza bev npénet va xpnmuunmsuﬂl Kava m ﬁlupwalu
¢ eykupoatvng. O yuvaikes oe avonapaywyikn nhikia npénet va xpnaiponaiody Glo
popipéc afidniomg avieUMnyng npwv mv évapEn g Bepaneiag pe Lynparza, katd m
bidpkewa e Bepaneiag kot yio Biaotnpa 1 pnvag petd m Anyn e ekeutaiag béong Tou
Lynparza (BX. nopaypapo 4.6). Euviotcoviar blo ibiarépwe anoteheopauses kai oupnin-
pupankés poppe avioiAnyng. Or dppeveg aoBeveis kat o1 Bhleig odvipopol toug ae
avanapaywyikn nkikia npénel va xpnaiponoiolv a§iomiam avioUAnyn katd n Gidpkeia
¢ Bepaneiog kat yia Gidompa 3 pnvidv petd m Adyn g teeutaiag béong tou Lynparza
(B\. nopaypogo 4.6). AMnhenibpaoeic Aev ouviotdral n ouyxopnynon Tou Lynparza pe
10xupd 1 pEtpio avaotohéa tou CYP3A (BA. napdypago 4.5). Edv npénel va ouyxopnynBel
10XUpac N HETpIOG avaatohéag tou CYP3A, n Soan tou Lynparza npénet va peicBel (BA.
napaypapou 4.2 kal 4.5). Aev ouviatdtal n ouyxopAynon Tou Lynparza pe ioxupalc A
pépioug enaywyeis 1ou CYP3A. Ie nepimwon nou évac aoBevig o omoiog AapBaver Abn
Lynparza anauel Bepanela pe 1oxupd 1 pEtpio enaywyéa tou CYP3A, o auviayoypdpwy
Ba npénel va ywpile ou n anoeleopankstma tou Lynparza pnopei va pewwBel onpa-
viwa (B nopéypoipo 4.5). Ndtpio To pdppako autd nepiéxel Myotepo and 1 mmoal varpi-
ou {23 mg) ava fiokio 100 mg n 150 mg, ival autd nou ovopaZoupe «ehelBepo varpi-
ous. 4.8 AvemBipnteg evépyeieg [lepidnyn tou npopil aopaleiog To Lynparza éxel
ouaxetoBel pe aveniBUpneg evépyeleg yevika nniag n pétpiag Bapumtag (BaBuol 12
katd CTCAE) nou Gev anamoUv ae yevikeg ypappec Siakonn g Bepaneiac. Oi ouxvatepa
nopatnpolpeves avenBUUNTES evépyeleq oug KAvIKEG pehETes aoBeviov nou EhaBav
povoBepaneia pe Lynparza (=10%) ftav vautla, épetog, Biappoia, buonewia, kdnwan,
kegakahyio, Guoyeuoia, pewwpévn opegn, {akn, Brixag, Blonveia, avaipio, oubetepone-
vio, BpopBonevia kat Aeukonevia, Or aveniBUpneg evépyereg BaByol = 3 nou eppavio-
Kkav og nooatd > 2% wov aoBeviv Atav avaipia (17%), oubeteponevia (6%), kdnwan/
e€aoBévion (5%), Aeukonevia (3%), BpopPonevia (3%) kai éuetog (2%). Or avemBUpnteg
evépyeleg nou obnynoav nio ouxva oe npoowpivég Blakonég kal/n peioel; g Goong
kata  povoBepaneia ftav avaipia (16,2%), épetoa (6,8%), vauria (6,2%), oubeteponevia
(6,2%) ka1 kénwan/efacBévion (6,0%). O1 aveniBUunteg evépyeieg nou obfynaav nio
ouxvd ot opiotikn Glokonn ftov n avaipio (1,8%), n kdnwen/efoaBévian (0,7%), n vautlo
(0,7%) kar n BpopBonevia (0,7%). Otav 10 Lynparza xpnaiponoleital o ouvbuaopd pe
pneBaaidoupdunn to npopil aopakeiag sival YEVIKG GUVENES LE QUTO TwV HEHOVIWMEVWY
Bepangiov. Or avemiBlpunteg evépyeiec obnynoav os Npogwpivi BlakonA Kal/n peitan
g Gaong mg ohanapipnng oto 57,4% twv aoBevtiv, dav xpnatponanfnke ot auvbua-
opd pe pneBaaioupdpnn, kat odhynoav ae opotikn Siaxonf mg Bepanelac pe ohanapi-
pnn/pneBomoupdpnn Kai ewovikd pappako/unefamfoupdpnn oto 20,4% kat 5,6% wwv
aoBevwv, aviiotoa. O aveniBUuntes evépyeieg nou odnynoav Mo ouxva g Npoowpvi
Giakonn kay/n peiwon mg Boong Atav n avaipia (20,6%) kar n vautda (7,5%). Or avemBU-




unte; evépyeiec nou obfynoav nio guxva o oplatikh Biakonn ftav n avayia (3,6%), n
vauria (3,4%) kat n kénwon/eaoBévion (1,5%). Katahoyog epgdviong twv aveniBlipntuwy
evepyelv und popen nivaka To npogik aopaleiag Buoiletal oe ouykevipwika otoixeia
and 2.351 ooBeveig pe oupnayeic dykoug nou éhaPav povolepaneia pe Lynparza ce
khvikée pehétec om ouviotwpevn béon. Oi akdhouBeg aveniBUuntee evépyeiee Exouv
tautonoinBel oe kAivikég peréteg pe ooBeveic nou éhaPav povoBepanela pe Lynparza,
onou n éxBeon twv aoBeviv eival yvwoth. O avemBOPNTES evEpYEIEC ToU apudKou
kataypagovtal ava Katnyopia/Opyavikd Zlompa (SOC) katd MedDRA kot axoholBuwg
avd npoup@yevo 6po katd MedDRA otov Mivaxa 1. Evidg kdBe Kamyopiag/Opyavikod
Tugmpetog, ol NpoTIHWLEVD! dpol napouaiaZovial katd pBivousa ouxvoTnTa Kal akohol-
B kata pBivousa cofapdmta. i suxvattes eppaviong twv aveniBUpnTwy evepyewy
opifoviar wg nohd ouxvég (21/10), ouxvég (21/100 éwg <1/10), ox ouxvég, (21/1.000
£we <1/100), andvieg (21/10.000 £wg <1/1.000), mou onavieg (<1/10.000), pn yvwatég
(6ev pnopoUv va exknpnBolv pe Baon ta GiaBémpa Sebopéva). Mivaxag 1: Katdhoyog

eppaviong twv aveniBUpnTwy evepyelwv und pop@n nivaka

petaBoopod kat mg
Boéync

open

AveniBipnteg Evépyeieg

Kamnyopia/Opyaviké Luxvomta Dhwv Luxvétnta BaBpol 3 kal
LUotnpa katd MedDRA | wwv PaBucv katd CTCAE | peyaMitepou katd CTCAE
Ligrapaxég tou Moké ouxvég: Avaiia®, Mokl ouxvég: Avaiia®
miponoINTiKoU Kai Tou QOubeteponevio®, Euxvée: Oubeteponevio®,
heppikod ouotApatog BpopBonevio®, Aeukonevin® | BpopPonevio®, Asukonevin®

Tuxvég: Nepiponevia® ‘0x1 quxvég: Aepiponevia®
Moopaxés tou Tuxvég: Efgvnpua® Indvieg
avVogonoInTIKoU ‘Oxi ouxvég: YnepevaioBneic®, | EEavBnpc®, YnepeuaoBnaic®
ouUaTApAaTOG hepparinbo®, Ayyeiocibnpa®
LMiotopaxég tou Mokl guxvég: Meiwpévn ‘0x1 guxvég: Mewpévn opetn

Ligrapaxég tou veuptkol
OUOTAQATOG

Mok ouxveg: Zakn,
Kepahahyia, Auoyeuoia

‘0x1 ouxvég: Zakn,
Kepohahyla

Ligtapaxég tou
avanveuatikol
ouatnparog, 1ou Bupaka
Kol tou peooBwpdriou

Mokd ouxvég: Brxac®,
Avonvoia®

Luxvég: Alonvoia®
‘0x1 ouxvég: Brixag®

‘Ox1 quxvég: Méoog
KuTapIkAc dykog auEnpévog

Liotopaxég tou MoM ouxvé: Epetog, Luxvéc: Epetog, Aidppoia,
yootpeviepikald Ndppota, Nautia, Auoneyia, | Noutia
Tuxvég: oparinbo’, Akyog | '0x1 quxvég: Dropatiba®,
dvw kothiokng xwpag ‘Ahyoc avw KolMaknG Xwpag
Miotapaxes tou Séppatog | Endvieg -
kal tou unofdpiou otod | OZwdeg eplBnpa
levikéc Diotapaxéckat | Mohu auxvé: Konwan Luxvic: Konwan
kataotaoelg me obol (nepthapBavopévng (nepihapBavopévng
xophynang ebaoBevionc) efaobBéviong)
Napakhivikég efetdoerg | Tuxvég: Kpeauvivn aipotog | '0x1 ouxvég: Kpeatvivn
aufnpévn aipatog au§npévn

LYH/00062/140221

BonBnote va yivouv ta gpdppaka Nio aogain kat
Avapépete OAEL us aveniBUpntes evépyeles yia
OAA 1o péppoka
Zupninpuvovtas v «KITPINH KAPTA»

*H avaipia nepiapfdvel NpompwyEvoUS Gpoug avaipias, HaKpOKUTIGpIKAG avaipias, epu-
Bponeviag, pewwpévou aipatokpim, pelwpévng aloopalpivng, VopuGKpLwpING avaipiag, vop-
HdXpWwLING VOPUOKUTIOPIKNG avaipiac, VOPLOKUTIOPIKNG avaipiag kal peiwpévou apiBpol
epuBpokutidpwv- H oubeteponevia nepihapPavel NpoTHKEVOUE GPOUG OKOKKIDKUTIOpaI(-
ac, epnipemng oubeteponeviag, Pelwpévou apiBHOU KOKKIDKUTIAPWY, KOKKIDKUTIOPONEVIac,
ibionaBlol oubeteponevios, oubeteponeviac, oubeteponevikic holpwéng, oubeteponevikig
afyng Kkal petwpévou apiBuol oubetepdpilayv: H Bpopfonevia nepapBaver npotiptpe-
voug Gpouc pelwyiévou opiBipot aiponetakicov, peipévng nopaywyng Twv aijonetaliu,
perwpévou aiparonetahiokpitn ai BpopPonevioe H Aeukonevia nepihapBavel mpotywipe-
voug 6pout Aeukoneviog kal pelopévou apiBpol Aeukokumdpwy « H Aepponevia nephop-
Baver nponpevoug Gpouc peiwpévou apiBuol B-Aeppokutidpuwy, Pelwpévou apiBuol
heppokumidpwy, Aepponeviag kai peiwpévou apiBipol T-Aepporumdpwy O Prixag nepi-
happéver nponpcopevoug dpoug Priva kai nopaywyikol Prixa To efdvBnpo nepthapBdver
npotp@yevous 6poug anopohibwikod efavBipatog, yevikeupévou epuBinpatag, efavBnpo-
1o, efovBnpatog epunpatwouc, efavBnuarog yevikeupévou, efavBnpatog knhibwboug,
efavBripotog knhiboBhaubiboug, efavBrpatag Bhaubious kar eovBrpatog kvnopthboug
H unepeuaioBnoio nephapfdvel npompthpevoug dpouc unepeuaiobnoiog oe pdpuaka Kai
unepeuaioBinaiag H beppatnba nepilopBave nponpwyevaug dpoug beppatimbac, Seppa-
tinbiag abhepync kol Seppatnbos anopohbwkhe, H Slonveia nepihapBével nponpye-
voug dpoug Blonvoiag km Glonvoiag konwone H atoparinba nepihayufdver nponpwpevoug
opoug opBwboug Ehwoug, eEhkwanc Tou aépaTog Kal otopatiubag,

*Onwe napatnprABinke oto nAaloio peta v kukAopopia.

Avapopd niBavohoyoluevwy avenBluntwy evepyeiiv H avapopa niBavohoyoUpevwy

avemBUpnTwy evepyeiwy JETa and T xophynan Gbelag Kukhopopiag Tou papuaKeUT-

Ko npoidviog efvar onpavikn, Enipénel t ouvexn napakoholUBnan mg oxéong ogpe-

Roug- kivbivou Tou papuakeuTKol npoidviog, Znteital and toug enayyehuaties uyeiag

va avapépouv onoteabnnote miBavohoyoUpeveg aveniBUuNteS evépyeieg péow tou Bvi-

kol ouotnparog avagopdc: EAdba; EBvikag Opyaviopds Qoppdwwy Meooyeiwy 284,

GR-15562 Xohapydc, ABrva Tnk: + 30 21 32040380/337, ®ak; + 30 21 06549585, lotdro-

nag; http://www.eof gr. Kinpog: Qappaxeutkét Ynnpeoleg Ynoupyelo Yyeiog. CY-1475

Neukwoia Oak; + 357 22608649, lardtonog: www.moh.gov.cy/phs

7. KATOXOL THI AAEIAL KYKAODOPIAL:

AstraZeneca AB,” SE-151 85 Sadertalje, Lounbia.

8. APIOMOEL(0I) AAEIAL KYKNO®OPIAE:

EU/1/14/959/002 56 emkaluppéva pe hentd upévio Biokia (100 mg)

EU/1/14/959/003 56 emkahuppéva pe Aento upévio biakia (150 mg)

EU/1/14/959/004 112 enaluppéva pe hentd upévio Biokia (2 ouokeuaoieg twv 56)

(100 mg)

EU/1/14/959/005 112 emikaluppéva pe hené upévio Biokia (2 ouokeuaoie Twv 56)

(150 mg).

9. HMEPOMHNIA NPATHL ETKPIZHZ/ANANENZHE THE AAEIAL:

Hugpopnvia npwng éykpionc: 16 AekepPpiou 2014

Huepopnvia teheutaiog avavéwone: 01 Oktwppiou 2019.

10. HMEPOMHNIA ANAGENPHIHE TOY KEIMENOY: 3 NoepBpiou 2020.

Aentopepeis nAnpogopieg yio To nopdv appakeutkd npoidv eivar bioBéopec atov

Biktuakd 6no tou Eupwnaikol Opyaviopol Gapudkey: hitp://www_ema.europa.eu.

Tipéc: LYNPARZA F.C.TAB 100MG/TAB BTx56 oe Alu/Alu Bliister: X.T: € 238547 / AT €
2598,13/ N.T-€2144,81. LYNPARZA FCTAB 150MG/TAB BTx56 oe Alu/Alu Bliister: XT:
E209715/ AT-€279.77/ N1 €2245,22.

AstraZenecaC?

Aynowiaou 6-8, 151 23 Mapouot, ABriva

Tni.: 210 6871500, Fax: 210 6859194,

TnA. Nopayyedicov: 2162000000, Fax: 210 5596973
Ap.TEMH 000638901000
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