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TO NEOTEPO ANTIANAPOTONO METO EYPYTEPO ®AZMA ENAEIZEQN XTO NPOXNPHMENO KAPKINO TOY NPOZTATH '

MAPATEINETE

mHSPC

=EKINHZTE £
MEXTANDI™

4ETH’

'Otav o1 acBeveic oag mapouala{ouv mpoxwpnpéVo KapKivo Tou TTpooTdn ival Kaipdg yia Spdon.
To XTANDI™ elvai pia amé Tou oTopatog xopnyoupevn Bepanela Lie amodedelyiévn anoTENEUATIKOTNTA GV TRWTN
yeapr) Tou mHSPC, Tou uPnAol kivdivou nmCRPC Kal Tou aoupmtwiarikoU / fma cupmwiarikol mCRPC.

OAPMAKEYTIKO MPOION IA TO OMOIO AMAITEITAI IATPIKH IYNTATH

H otvropn MXIM Tou npoidvroc Snpoaievetal otn oehiba .30, tou napévrog eviinou.

Ta nepartépw minpopopisg oupPoukeuteite tv MXMM nou SiriBerar amd v Astellas Pharmaceuticals AEBE, kardmv artrjoew,
EXNaSa: Nooowopesaxr rpr (Kouri x 112 enahuyéva e emed upévio Sioxia - 40 mg /TAB): €2.261,67

Kimpoc; Auavixry iy pe ONA (Kourd X 112 emxohoppéva pe Aemd upéna Sioxda - 40ma/TAR): €3,009,25

Ormhs JHITTE EVEpyErES elval Vi %), ESGHIEIC, UITEQTOION, KOTAYJOTE, KDITTWON |
mHSPC: penoramed oppovoeuaioBryrog kupxivog tou npoaram), nmCRPC: jn eraotatsos, avEeKTivGG aTov EvoUyIopd, Kpiiveg Tou TipooTT),
m(RPCyeraoarid, avBerTodg aTov evouyopo kapkiveg Tou Tpoatdm

1.Nepvyn Xapampromman Npoioveog XTANDI™, 2.5temberg (N et L. NEngl ) Med 2020; 7-206,3. Beer M etal. Eur Ural 2017, 71: 151-54, 4. Ammstrong
Adetal.)Clin Oncol 2019;37(32): 297486, 5. Hussain Met al. N Engl] Med 2018; 378(26): 24 . Armstrong Al eal. L. Clin Oncol 2022, 40: 1616-22,7. thqun]
Kapaxmparww Mpoidviog Aumparepaviy, 8. Tepihnm Xopoxmpotwan Mpoidviog Anahovrapisng, 9. Mepilrypn Xapaxmpromiv Mpoiaviog Niapakoutapibig

=

Fastella Xtandi
Astellas Pharmaceuticals A.E. B.E.
Amoidou6-8,151 23 Mapodol, ABiva, L i
Trih. 2108189 900, Fax: 216 8008 998 enzaIUtamlde
wwwastellas.comvgr
BonBriare va yivouv 1a qpdppaka mio aopar kal

Tomké Avtinpoownod/ S o AvagEpeTe OAA
i o . 5 TIC AVENIBUUNTEC EVEPYEIEC IO Ta Ppappara
Aavopéag mpoidvry Astellas o Kimpo: iupnAnmeovm( m?;«l( INH K. .g e

Novagem Ltdv, Tnk: 00357 22483858
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MPOKANXELS KAI EP@UnMata

XAIPEUXMOS AY IMBE

To INSTITOYTO MOPIAKHS IATPIKHE kat BIOTATPIKHS EPEYNAS (IMBE) £MIKEVTPWVEL TIG SpOoTNPLOTATES
Tou ot Blotatpikn €peuva kat ekmaibevon, kKaBwg Kat otn SLacUvEEan TNG OPAYOLEVNG ETILOTNLOVIKAG
YVWong KE TNV Kowwvia.

Sta mAaiola TWV EKMALSEVTIKWY - EMLOTNUOVIKWY EKSNAWCEWV Tou, To IMBE Slopyavwvel MaveAAnvio
Juvédplo pe BEpa «H Moplakn latpikn amo to Epyactriplo otnv Mpdén — MpokAnoelg kat Epwtipata Vix.
Stnv ekdnAwon auth divetal n Suvatdtnta SLadpacTikig cUIATNONG yLa TIC VEOTEPEC e€eNiEeLg peTa gy
TWV CUPUETEXOVTWVY KOl OAWV TwV €L8IKOTATWY TTou eumAékovtatl otnv Moptlakr latpikrn, SnAadn otn
Bepaneia pe BAon TG LOPLAKES Slatapayég Tou KaBe aoBevolc. H kaAlTepn Katavonon Twy HopLaKWY
UNXOVLIOUWV TTaBoyEVEoNC KaKoRBwV VEOTIAACUATWY Kat AWV madrjoewv £xeL 08Ny oL oTNV avamntuén
Kol Xprion KavoTOUwY GpapUaKEUTIKWY TApayOvVIwy, oL omtoiol £Xouv BEATLWOEL TNV KAWVLKI TTOpPELQ TWV
a0Bevwv Kal €xouv Snuloupynoel peydlec mpoodokieg. Qotdoo, n moAudidotatn Kal Sounuévn
BEPATIEVTIK TIPOCEYYLON TWV ACHEVWY TTOU SLAYLYVWOKOVTAL UE TIPO KAPKWIKEG BAGBEG Ko Kakornon
VEOTIAACLLOTA, ELVAL TIPOATIOLTOU LEVO VL0 TO BEATLOTO OEPATIEVTIKO TOUG OITOTEAEG AL

To dpetwvo Tuvedplo Sivel I8laitepn Baputnta otnv épeuva adol amoTeAEL TNV ALY Tou SOPATOC oTNV
avakaAun Kovotopwyv dappdkwy. Oa mapouclacbolv EpEVVNTIKEG SPACTNPLOTNTEG OV Elval OE
€€ENEN amo EAANVIKEG EpeuvnTikég OUAdeC, evw Ba UTIAPXOUV EEXWPLOTEG EVOTNTEG OXETIKA UE TOUC
TPOTOUG TPOGEAKUONG VEWV EANAVWY EPELVNTWY ATIO TO EEWTEPLKO KABWCE KAl TTOPASELyaTA AVATTTUENG
vEODUWV ETIXELPHOEWV GTOV XWPO TNG Yyelag.

Jta mAaiola tou Zuvedpiou, mpookekAnuévol OUANTEG amo Tnv Eupwnn kot tig H.M.A. Ba tapouctdcouv
VEOTEPQ QUMOTEAECLOTA CXETLKA E TNV ELCAYWYH VEWV GAPUAKWY 0TNV BEPATTELQ TWV CUUTAYWY OYKWV,
EVW UTIAPXEL Kal EexwpLotn Zuvedbpla pe PEANOVTIKEG TAPAUETPOUG TNG OyKoAOyLag, N ELCAYWYH TWV
omoiwv otnv EAAnVIKN KAWLKNA Tpaén Bewpeital amapaitntn.

EruutAéov, to IMBE Slopyavwvel, oe cuvepyaoio pe tnv Emotnpoviky Etatpeia Qottntwy latpikng
EANGSag (EEDIE), mapaAAnAn ekdnAwaon pe titho «Pottntikr Aploteia VI, Ot dpottntég latpiknig €xouv
™ duvatdtnTa UTTOBOANG TPWTOTUTIWY ETLOTNOVLKA TEKUNPLWUEVWY TIPOTACEWV- UTIOBECEWV Epyaciacg,
miou Ba aflohoynBolv and emttpont Kal ol 6 kKaAUTtepeg Ba mapouactacBolv og oTpoyyulr tpdmnela Tou
Juvebpiou, evw oL poltntég avtol Ba €xouv tn Suvatdtnta VAoToinong Kat SNUocieuong Twv LOEWV TOUG
UE TNV urtooThpLen tou IMBE.

Ex uépoug tou AZ IMBE,

O Mpoedpog,
Kapapoiing MyaAng
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A3, DEMO asee

BIOMHXANIA ®APMAKAON

BINOCRIT

epoetin alfa

ZARZIO

filgrastim

BorBrrin va yivouy 1o pappone o oopakn
¥ Avogépere
OAEE 11g ovemBijanies evegeres yia
ORA 1 péppara
Supmnpivavics my cKITPINH KAPTA

Mpv T ouviayoypagnon
cupBouleuBeite my wAnen Nepidnyn Twy
XapakmpioTikav Tou kabe MNpoiovtag

MpowBziTar awo v eTaipeia:

A Novartis DEMO
SANDOZ :.::: N ABEE
KAK: Sandoz GribH BIOMHXANIA ®APMAKQON

Biochemiestrasse 10, A-6250 Kundi, Auorpia 21° yhp EBv. OBot ABnviv-Aapiag,
Iroixeia emkovwyiag omnv EAAada: Novartis (Hellas) A.E.B.E./Sandoz division 145 68 Kpuovepl, Atmikng, EAAada
OpaykokkAnoas 78, 151 25 Mapotor, ABqva, Tnh.: 210 2811712, ©af: 2106857655  T: +30 210 8161802, F: +30 210 8161587
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MpiBag Nétpog
Kapoapoulng MixaAng
ABLepdtog Avtwviog
MOoX0G ZTEPYLOG
Mmotowvng ABavaoclog
MamakotouAag NavAog
Mamalong AooTtoAog
Mamnatowpng ABavactog

JTapavtng Mavaylwtng

Ayyehdkn Zodia

MpiBag Nétpog

AnuomnouAog MeAétiog-ABavacilog
EAevowwwtng lwavvng

OeoxApng LTAUATLOG

KaAodpwvog XapdAaumnog
Kapopoulng MixaAng
Koupaptlavou Avva
KwvotavtouAdkng Mavoucog
Alakakog Oe0dwpog

ABlepdtog Avtwviog

MPOKANXEIS KAT Ep@InMatra

EITITPOIIES

Maupoudng AnuUATPLOG
Moaoyog ZTEpYLog
Mrmotowvng ABavaclog
Nwntéag NikoAaog
MamakotovAag MavAog
Mamalong Amootolog
Mamatowpng ABavactog
Swtnpomnoulog Mewpylog
YouykAdkog lwavvng

Delékoupag Evayyelog

Wuppr Apdvta
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www.demo.gr

NMpoonTiKn yia Thv
EAANnvVIKA OIKovouia

ZTn DEMO, nepioodTtepo and 50 xpovia, SnuioupyoU e NOIOTIKA
PAPUAKa «IoXUPNS dpdong» yia Tny EAAnvIKA Oikovouia.

Mg enikevTpo TNV EPEUVA, TNV KAIVOTOMIA KAl TNV UYIN ENIXEIRNUATIKA
avanTugn, NapdyoulE TA PAPUAKEUTIKA pag npoidévta otnv EAAGDa,
aTO HEYaAUTEPO EpyooTAcio TG NA Eupwnng.

Zuvexidoupue TIG ENevBUOEIG OTN XWPA Kal aToug avBpwnoug,
eEaogpalilovTag ekaTovTadeg BECEIC Epyaciag Kal VEEC EUKAIPIEG

anacxoAnong.

AuTn gival n dIkn pag dpacoTikn ougia:

Enevdloeig otnv Avantuén Tng Oikovouiag.

960+

gpyalouevol

57.000rT.u.

TUVOAIKA EKTOON

85+

XWPEG
dpaoTtnpionoinong

2.500+

EVKEKPINEVO
gkeuaouaTa

EAANnvIKG @dppaka
e Maykdéopia EpRErcia

fo@in

57%

TWV epyalopevwy gival
nAikiac KaTtw Twv 40 eTWV

4

HOVABEC NApAywyng

84%

TNG ETACIAG NAPAYWYNG
eEdyeTal og 5 nneipoug

27

BpaBeia yia Tnv
ENIXEIPNUATIKA NOPEia Kal
TNV KOIVWVIKA ungeuBuvoTnta

DEMO ABEee

BIOMHXANIA ®APMAKQON
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EIIIXTNMONIK O IIpolpaMMma

nemmm () IOUNIOU 2022
Eyypadég

08:00-09:00

09:00-11:45

09:00-09:15

09:15-09:30

09:30-09:45

09:45-10:00

10:00-10:15

10:15-10:30

10:30-10:45

10:45-11:05

11:05-11:25

11:25-11:45

EAe0OepeG AVAKOLVWOELG
Mpoebpeio: M. Tapaving

Ztpoyyuln Tpanela
®doutntikn Aploteia VII
Mpoebpeio: M. Kapauoulng, M. ManakotovAag, A. ManaAong

Mpoobloplopog Blodelktwy Tou MikpomepBaAovTog yia Tnv poPAedn TNG
€€ENLENG TOU TIPO-8INBNTIKOU Kapkivou Tou pactou (DCIS)

N. Npeketé

Abaktopikn @outntpie, Barts Cancer Institute, Queen Mary University of London

Immunogenic cell death (ICD): unxaviopot kat onuacia otn Bepareia Tou kKapkivou
E. Z6Ma

Qoutritpla 5% €tou¢ latpikrig SxoAng, E.K.I.A.

JUOXETLON TTIOAUHOPPLOUWY TOU UTIOKWVNTH Tou YoviSiou TNG IL-6 e TG TS LOTPLKES
Aeuxapieg

A. ZupakoUAn?, E. ZupakoUAn?

I@outrtpLa 5% étoug latpikrg ZxoArg, Mavemiotiuio Osooaliog

2@outntpLa 2° étoug latpiknc ZxoAng, Maveniotruo Osooadiag
Tumor-associated macrophages 0Tou¢ HETAOTATIKOUE CUUTIAYELG OyKoUC: exBpot
€V SUVAUEL CUUUAYOL;

E. MntouQuavn

Qoutitpla 4° €toug latpikrc ZxoArig, E.K.M.A.

O pOAOG TWV EEWOWLKWY KUKALKWY RNAS 0TOV KOpKIVO TOU TIAXEOG EVIEPOU: UL
TIPWTOTIOPLAKNA VAVOAUGON COE LLa LEYAAN HACTLYO

K. XplotodoUAou?, E. AAe§akn?

1 @outntri¢ 3% €toug latpiknc SxoAng, E.K.M.A.

HIV kol pAeyHOVOOWUQA: CUCXETIOLOL KOL TIDOOTTTLKEG

A. Avépoutoou?, I. Ztolpag?

1@outhtpLa 6% €toug latpikrg SxoArig, E.K.M.A.

2@ottntri¢ 3% €toug latptkrg ZxoAng, E.K.IT.A.

PoAog Twv micro-RNAs wg Selktng yla tnv mpoyvwaon Kal arokataotaon Heilovog
KapSLayyelakoU cuPBAUaToG-NEEG TEXVIKEG QVIXVEUONG UE TN XProN CAALOU

1.-N. Toetlav?, 2.-H. TowtodmouAogt

1 @outntric 4° étoug latpikrig SxoArig, E.K.M1.A.

MeAgtn tng ékdppaonc tou ovotrpatoc RANKL/RANK/OPG

OTOV KAPKIVO TOU HAOTOU KoL DEPATIEVTIKES TIPOCEYYIOELC —

Mapouaoiaon Stdaktoptkic StatptBrc A. Ziudrtou
MayKPEATIKOG KapKivog kal kaxesia - Mapouaoiaon

Stdaktopkng SlatpLpng A. Avtwviadou
JUYXPOVEG DEPATIEVTIKES TIPOCEYYIOELC OTOV TTAYKPEATLKO

Kapkivo - Mapouaciaon Post-Doc n. Zapavtng

11:45-12:00

AwdAsppa Kadé




OGIVRI/337/ 022022

givri
(trastuzumab)

Bon@iore va yivouv 1a pappoka o aopakn
e Avaptpere

OAEX rig ovemBOpnTeg evepyeies yia
DA 10

ppawa
Eupmhnpimovrog mv «KITPINH KAPTA»
Mpiv m ouviayoypagnan oupBoueubeite

mv mAfpen MepiAngn Twv
XapakmpigTikiv Tou TIpoioviog.

& VIATRIS

New KAK: Viatris Limited, Iphavsia
Generics Pharma Hellas
Ay. Anpnrpiou 63, 17456 Akipog

; MNpowBeiTe amwd Ty evaipeia:
) DEMO agee

21° yAy Ev. OBol ABnviuv-Aapiag,
145 68 Kpuovépl, Armixiig, EMada
T. +30 210 8161802, F: +30 210 8161587
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Aopudopikr Tpanela Sponsored by yasl ellas

Metaotatikog Oppovosuaiodntog kapkivog tou
TPOOoTATN: £Va EEEALOCOLEVO TOTO & pia StadpacTtikn
ouvEPYOOoia HETOEY TWV ELBLKOTATWV

Mpoebpeio: A. Mamartowpng

12:00-12:30 A. Manatowpng
12:30-13:00 M. Advtog
e BRIl Keynote Lecture

Chairs: M. Liontos, P. Grivas

The changing treatment landscape in metastatic

hormone-sensitive prostate cancer N. Agarwal
R BER Stpoyyuln Tpamela

H épsuva otnv EAAGSa - |

Mpoebpeio: X. Murtépn, O. Tpounh¢
13:30-13:50 Fine-tuning the anti-tumoral immune response using

the cytokine IL-15 A. ZtéNNag
13:50-14:10 The role of the non-coding genome in the establishment

of accurate cellular responses during Viral-infections M. AyyeAdnoudog
14:10-14:30  Neotepol Blodelkteg ota emBnALakd VEOTAACLATA TOU

Buuou adéva K. NaAapdpng
14:30-14:50 Myc as a cancer target: a challenge accepted l. Zwidng
14:50-15:10 Regulating MDA-MB-231 breast cancer cell adhesion on

laser-patterned surfaces with micro- and nanotopography A. ManadnuntponouAou
15:10-15:30 AwadpaoTtiki Zulntnon
15:30-16:00 Meonuppivn Atakonn — EAadpu Mevpa

16:00-17:30

16:00-16:20

16:20-16:40
16:40-17:00
17:00-17:20
17:20-17:30

Ztpoyyuln Tpanela
Business administration in Healthcare
Mpoedpeio: A. AtBieparog, H. MéotaAog

Opportunities for Funding, Networking and taking research

to the market in Health . Méyag
To napdadetypa tng CureCancer A. TaAitn
To napddetyua tg E-nios A. Xat{nuwavvou
To mapadetyua tng Purposeful l. Towikn

YxoAloouog: H. Méolahog




OMINOZ AIATNQZTIKQN KENTPQN

AMNEIKONIZH | ANAAYZH | AIATNQEH

H Affidea orjuepa amnoterel tov kopudaio BuwTKS dopia
TICPOYT|G IOTRIKWY LTI PECIV TRwToRABag TepiBaAyng oTtnv
Euptonr. Apaotnplonoteltal o8 16 Xpeg pHEoa amo eval ikTuo
319 wTpkwy kevipwy & 11 xA. emayyeAuaiy Lyelag.

Iy EMaéa Aettoupyet and to 2005 pe oToXo TV TOPOXT
ochokAnpwpEvwy TIpWTORAOUIWY UTINPETILY  LYElag  LYNANG
TIOOGTNTAG i OAOUG,

1o TAaiolo g Swiprols avaBaBuong TWY TIAPEXOUEVWY
umneeoidy TG Snuicbpynoe  éva lMovehhadikd  Alktuo
AoyvwoTikiy Kévipwy o8 TROTUTIoUG [TpIkols XWPous, oy

@ offidea

—mnéavw and 6Aa eival 1 vyeia

OUVEXWG ETIEKTEIVETAL, HE EUTIEDO LOTPIKO KOl VOOTAEUTIKO
TEOOWTTKG, efaadallovtag Ta uynAdtepa emtineda aadAAe.
H aptidtnta tou olyxpovou efomhiopol, n emBefaiwpévn
afloToTia kol N SleBvriq avayvwpLaT) TWY QTIOTEAECHATWY NG
Affidea katabervbovtal amd Tig SIakplTelg Kat TIC OTPOTNYIKEG
OLVERYAOLEG TNG OTO WO TNG LYEC,

Ola 1a kévipa tng Affidea eival motonomnpéva kata 1o
SleBvég mpdtumo 1ISO 2001 kat ta PlomaBoloyikdt epyaaTripial
Samoteupéva amod 1o EBvikd Zuatua Awmioteuong (E.XY.A)
kotd 1o ISO 15189.

\

affidea.gr [} O
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nevmn () TOUNIOU 2022
IAEDSERIEE >tpoyyuln Tpamnela

Nevpofrodoyia tng Mdadnong VI - Mépog 1°

Mpoebpeio: A. Zrauarakng, A. Mrotowvng
17:30-18:00 Emidpaon MPWLHWY EUTTELPLLV OTOV EYKEDOANO KaL TN oUTEPLPOPA A, ZTAUOTAKNG
18:00-18:30  TLevvooUUEe OTAV AEUE HOKPOXPOVN UVAUN; E. ZkaAopa
18:30-18:50 O poAoc tng Anonc otn uadnon E. KovooAdkn
18:50-19:10 AwdpaoTiki 2ulntnon
CRIOPARN Stpoyyuln Tpamela

NeuvpoBrodoyia tng Mdadnong VI - Mépog 2°

Mpoebpeio: Z. EuduutornovAog, M. Kapauouolng
19:10-19:30  H anmwAeLa TNG LVAKNG KAl GAAWY yVWOTIKWY AELTOUPYLWY

0Tn vOoo ANTOXALUEP 2. EuBupomoulog
19:30-19:55 Kavvapn & gyképalog - pidoL | exBpot; A. NMoAuoidn
19:55-20:30 H YUXOOWMOTIKI QVATTTUEN IO TN VEOYVIKN WG TN HeTednBikn nAkkia  A. ZnooUAn
20:30-21:00 Awadpaotiki Zulntnon
napaxkeun 01 TouaIOU 2022
(EHO DR EAsUOgpeg AVOKOLVWOELG

Mpoebpeio: M. Kapauoulng
ORI PX Ul Ztpoyyuln Tpanela

H épsguva otnv EAAGSa - I

Mpoebpeio: M. FalouAn, A. Kotaivag
10:00-10:20 O &1TTOG POAOG TNG auTodayiag oTov Kapkivo E. Kovotag
10:20-10:40 H emniSpaon g SlodavoAng A oTa TAYKPEATIKA KUTTAPA I. Avaotaciov
10:40-11:00  AvoocoloToxnuULKr LEAETN Ekdpaong Twv SelkTwv MMR kal

PD-L1 ota oupoBnAlakd kapKvwHaTa TG oupodoXou KUOTNG:

GUOYETLON HE KAWLKOTIABOAOYOQVATOMIKES TIAPAUETPOUG KaL

TO HopLakd TPodiA Twv Oykwv A. Toutag
11:00-11:20 Anintegrin axis induces IFN-B production in plasmacytoid

dendritic cells to protect from melanoma E. Kouperivn
11:20-12:00 AwdpaoTiki 2ulnTnon
P HBPIIN Aopudopikr AtdAeén Sponsored by sanofi

Mpoebpeio: M. Koouiéng

H B€on tng povoBeparneiag pe check point inhibitors
oTNV 1n YPOUUA TOU TOTUKA TTPOXWPNEVOU Kal
petaotatikol MMKI A. Mrnokag




H EMIKOYPIKH XOPHTHZH YTAGRISSO

AAAAZEI THN NMPAKTIKH
ITA MPQIMA XITAAIA

= a — - =
= - = e e e e e =
e — == = ~

H enikoupikn xopriynon Tagrisso o .I
MEIDVEI TOV KivVOUVO /o

unotponng ri Bavdrou kard

o =

L TALN

#iarn

TO TAGRISSO QX MONOOEPATIEIA ENAEIKNYTAI TA: ¥
= Tnv enikoupikA Bepaneia perd Ty nAdpn ektour Tou Sykou oe eviihikeq aoBeveiq Pe Pn PIKPOKUTTORIKG Kapkivo Tou
nvebpova (MMKTT) otadiou IB-lIIA, Twv onoiwy o1 dykol éxouv anakoipés oto eEwvio 19 1 ysmMuﬁ 1G
avrikardoraong oto eEwvio 21 (LB58R) Tou unoSoxéa Tou emdsppikoli augnTikol napdyovra |
+ tn Bzpansia npWTng ypapprg evidikwv acBeviy e Tonikd npoxwpnpéve A petactariké MMK
evepyonointikég petarrGeig Tou EGFR. 2
« 1n Bzpanzia evnhikwy acBevay pe Tonikd npoxwpnpéve i peractatiké MMKI Bz
EGFR. * -

quéppnmcmﬁ%un&wynknpmmm axohetBnon. Aurd B snpéys 1o ypriyope
TOUg :

-_—
—

BonBrate va yivouv 6Ad Ta q>épuum me umpul\q Kal
y Avagépere OAEL Tig avemIBUUNTEG EVEPYEIES
yig OAA Ta pappaka gupTTAnpavovtag TNy «KITPINH KAPTA».
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MPOKANXELS KA Ep@inyMata

napaskeun ()| TOUATOU 2022
Dopudopikri AtdAesn Sponsored by @P zer

12:40-13:30

12:40-13:00
13:00-13:20
13:20-13:30

13:30-14:00

14:00-15:30

Oncology

Mpoebpeio: M. Kapauoulng, A. Manarowpns

H avocoBepaneia wg standard of care otov oupoBnALakod kapkivo A. T{oBapag

Eriiotnpovikr AvtunapdBeon

Meta-gyxelpntiki vs Mpo-eyxXeLpnTiky XNHELO-aKTvoDepareia

o€ veonAdopata opOou

Mpoebpeio: N. Nikntéag, A. Kouuapiavou

Mpo-eyxelpNTIKA XNUELO-akTVOBEpameia A. Baywwvag
H amoin tou xelpoupyou I. TooupoudAng
Atadpaotikr Zulitnon

Aopudopikn AlaAegn Sponsored by U) NOVARTIS
Mpoedpeio: @. Zayoupn

CDK4/6 avacTtoAeis: aANAZovVTOg TIG TIPOOTITIKEG ETUBLWONG
yla tig acBeveic pe HR+/HER2- mpoxwpnuévo kapkivo Tou
gaotol A. XpLotomouAou

Ztpoyyuln Tpanela
Nedtepa Sedopéva amo tn Xprion LOPLAKA CTOXEVHEVWY
TAPAYOVTIWVY 0T BEPAMEVUTLKI TWV CUHITOYWV OYKWV

Mpoebpeio: A. ApdaBavng, E. Peg

14:00-14:20  H kAWikr) xpnotpotnta twv MammaPrint / BluePrint otov
TIPWLLO KAPKIVO TOU HaoTou E. Koouidng
14:20-14:40 Erudlwkovtag Ve TPOTUTIA EMLBLWONG 0TNV 3N YR TOU
HER2+ HETAOTATIKOU KAPKIVOU TOU HAOTOU A. NikoAaiién
Sponsored by )@EN‘Fﬂsy
14:40-15:00 Aué&ntikol mapayovteg AeUKwY Lakpag kat Bpaxelag Spdong.
Ot g€elielc otnv MPOKANGN TG XOpPnynong amo tov i5lo
Tov aoBevn A. Ztedpavou
Sponsored by %Winmdiqa
15:00-15:30 Oeparmeutiky avtipetwriton HRd aoBevwy pe —_
VEOSLaYVWOBEVTA KapKiVo woBnKwv sponsored by (55 1<
e H emdoyn ¢ povoBbepareiag pe PARPI M. NamnakotoUAG
e H emdoyn tou cuvduaouoU PARPI [LE QVTLOYYELOYEVETIKO
napdyovta 1. ZUpLog
15:30-16:00 MeonuBpivn Atakorr — EAadpu Medpa




D IMFINZI

S PRIX GALIEN GREECE s ¥ durvalumab

 Adriva 202/ Injection for Intravenous Use 50 mg/mL

KAAYTEPO BIOTEXNOAOTTKO TMTPOION

www.prixgalien.gr

ONOMAZIA TOY ®APMAKEYTIKOY MPOIONTOX
IMFINZI 50mg/ml Trukvo SidAupa yia mapaakeur) Slakopatog mpog Eyxuon

, NOIOTIKH KAI NOZOTIKH ZYNBEEZH

. Kabe ml mukvol SraAdpatog yia mapaokeur diahdpatog ripog Eyxvon mepiExet 50mg durvalumab. ‘Eva giaAibio twv 2,4ml ukvod
Biahipatoc mepiéxel 120mg durvalumab. ‘Eva uaiibio Twy 10ml mukvod Sladopatog mepiéyet 500mg durvalumab. To durvalumab
Tapayetal oe KOTTapa BnhaoTikay (woBikee and Kivelikoig Kpikntolc) pe Texvoroyia avaouviuaoyévou DNA.

- Nanepoodtepeg ouvtayoypadikég mAnpodopieg ancuBuvBeite otnv etaipeia AstraZeneca A.E.

¥ To pappake autd TEAE] uTIO GUPTIANPWHATIKA TTapakeAolBnan. AuTo Ba eTTPEPE! TOV ypilyopo TTPOadIOpIOPG VEWY TTANpOGOpIWY
aogakeiac. Znteital and Toug enayyehpartie vysiag va avagEpouvy onoieadrimote mbavohoyodpeves averiBOpNTEC EVEPYEIEC OTOV
E6vikd Opyaviopo ®appdkwy, Meaoyeinv 284 GR-15562, Xohapyoc, ABrva, TnA: + 30 2132040380/337, dat: + 30 21 06549585,
lotéromoc;: http://www.eof.gr

Tponoc Siabeanc: Me nepiopiapévn 1atpiki ouvtayr. Movo yia vogokopelaki xprion and

= jahi Kol Avaditpers GAEE ne =
avernBipnTeg evépyeiee

IMFINZI C/S.SOL.IN 50MG/ML 1 vial x10ml: AT 2.487,34€, X.T 2.283,75€, N.T 2.053,35€. yio ONA ta dapyaka ouprtAnpavoviag trv «KITPINH KAPTA».

IMFINZI C/S.SOL.IN 50MG/ML 1 vial x2.4ml: AT 627,47€, X.T 548,10€, N.T 492,80€.

yiatpo pe karaAAnhn edikevan kai epnetpia. ond va yivouv 6ka

e AstraZeneca &

Aynathdou 6-8, 151 23 Mapodar, ABriva, TnA.: 210 6871500, Fax: 210 6859195, Tnk. mapayyehiby: 216 2000000, Fax: 210 5596973
www.aslrazeneca.gr

IMF/00033/1/0921
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napaxkeun Ol IOUAIOU 2022

16:00-17:45

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

16:40-17:00
17:00-17:20

17:20-17:40
17:40-17:45

17:45-18:15

18:15-18:45

Ztpoyyuln Tpanela
ZNMOVTIKA KAWLIKA EpWTANATA 0T Bgpaneia Twv
VEOTAOLGLATWV TOU TEMTLKOU CUCTAHHOTOG

Mpoedpeio: M. KwvotavtouAdkng, M. MavteAdkog, . Osoxapns

Mota elvat n kKaAUuTepn KALLaka afloAdynong TG Po-eYXELPNTIKAG

ouoTnuatikng Beparneiag; I. AypoyLavvng
E€eAifelg otn XEWPOUPYLKT BEparmeia TwV VEOMAQOUATWY TOU

QVWTEPOU TIETITIKOU 2. Xat{nkokoAng
NeoTEPEG TEXVIKEG akTvoBepareiag I. MrtéAn
Neodtepa Sedouéva oTn cuoTUATIKY Beparmeia Twy kakonBeLwy

TWV Xo0ANdopwv A. Matfaiog
LMWHs otn Beparela Twv VEOTAACUATWY TOU TIETTIKOU M. NMamnakotoUAaG

Aladpaotikn ZulAtnon

Keynote Lecture
Chairs: M. Konstantoulakis, M. Karamouzis

Pancreatic cancer: new avenues in pancreatic cancer treatment J.J. Yeh

Keynote Lecture Sponsored by

Chairs: M. Karamouzis, D. Mavroudis

TIGIT, an emerging immune checkpoint. Next steps towards
successful combination therapies I. Chau

18:45-19:00

AwdAsppa kodE

19:00-20:30

19:00-19:20
19:20-19:40
19:40-20:00

20:00-20:30

Ztpoyyuln Tpanela

Brain Gain otnv EAAGSQ — ZTPATNYIKEG Ko ZTOXOL

Mpoebpeio: A. ManaAdng, A. AAsééroudog

Mpog pia €BVIKA OTPATNYLKN LLE TIAYKOOWLO QVTIKTUTIO,

Brain gain. ©. WaAtonoUAou-AnpomnouAou
O pONOG TOU ISLWTIKOU TOMEQ KAl TNG ETIXELPNUATIKOTNTAG,

Brain gain kol TNV avamtuén g xwpeag Hag M. Evbupiou
O poAog twv Epeuvntikwy Kévipwy kat tou Mavemiotnuiou oto

Brain gain. To mapadelypa tou Kévipou “Thess Intec” A. T{oBapag

Atadpaotikn Zulntnon




v ¢ BAVENCIO’

ave Umab 20 mg/mL

Tt babsgst i spane o Biokigionos ngos éymuon

o ouvbuaapd e axitinib'

HAYNAMHT
Ltnv 1" ypapph m

W To gdppako auté tehel und oupnAnpwpatikn napakohatBnon. Auté Ba enttpéet To ypriyopo npooBioplopd véwy NAnpopopLev aopdAetag.
Znteitol and toug enayyeApatieg uyeiog va ovagépouy onoleodrinote niBavoloyoUpeves avenBUPNTEG evépyeteg,

OEPANEYTIKEL ENAEIZEIE'
« To Bavencio® evBeikvutal wg povoBepaneia yia n Bepaneio evnhikwy aoBeviv e petaotankd Kapkivwpa kuttdpuwy Merkel (MCC)
* To Bavencio® evieikvutal wg povoBeponeia yia T Bepaneia ouvifpnong NPWING ypopprc evnAikwy aoBeviv HE TOMIKG NPoXwpNPEVo A
HeTaoToTIKG oupoBnAioké Kopkivwpa (UC) ot onofot elval eheiBepot EEMENG petd ond xnpeioBepaneia pe Bdan v nAativa
* To Bavencio® o ouvBuaopd pe afmvipnn evdeikvutal yia tn Bepanela 1% ypoppnc evnAikwv aoBeviv JE NPoXwWPNHEVO Kapkivwpa VEQPLK@Y Kuttdpwy (RCC)!

AOEOAOTIA KAI TPONOL XOPHIHEHE'

H Beponeia npénet va Eekwvd kat va napakohouBeital and yiatpd Eépneipo otn Bepaneia tou kapkivou. Aogodoyia H ouviatwpevn Sdan Tou Bavencio wg povoBeponeia
eival 800 mg xopnyoupeva eviophepiwe oe 60 Aermmd kabe 2 £BBopddec. H xopriynan tou Bavencio npénet va ouvexiZetol olppwva He To npotevépevo xpovodidypappa
péxpt my eEENEN G vooou A pn anodextr tofikdnta. H ouviotdpevn 86on tou Bavencio oe ouvduaopd pe ainvipnn eivar 800 mg xopnyolpeva evboghepiwg oe 60
Aentd kdBe 2 efBopddeg kat agmviunn 5 mg and Tou otépatog AapPavipeva o gopeg npepnoiwg (pe pecodidotnpa 12 wpwv) pe A xwpig Tpowr péxpt v eEEMEN TG
véoou ri pn anodextic tofikétntag. Ma nAnpogopieg oxenkd pe T Sooodoyin g afmvipnng, nopakaAeiote vo avatpegete ang nAnpopopies npoidvog e afmvipnng,

IMa 1o nAnpeg keipevo e BoooAayiag kot Tou 1pdnou xophynong oupBouleuteite v MepiAnyn Xapakmpronikdyv tou Mpoidviog nou GatiBetat and v etaipeia

IHMANTIKEE MAHPO®OPIEEL ALOAAEIAL'

H aBeloupdpnn avievdeikvutal oe neptmwoelg unepeuaioBnoiag ot dpacukr ouoia f oe kdnoto and ta éxdoxa. Ot Mo ouxvég avenBUPNTEG EVEPYELES pe TNV
ofehoupdpnn fitav kénwon (30.0%). vautia (23.6%). Budppoua (18,5%). Suokothidtnta (18.1%). pewwpévn dpekn (17.6%). oxendbpeveg pe v Eyxuon avudpdoeig (15.9%). éuetog
(15.6%) kot pewwpévo owpatiké Bdpog (14.5%). Ot nio ouxvég aveniBipnte evépyeieg BaBuod 23 ritav avawia (5.6%). unépraon (3.9%). unovatpiawpia (3.6%). ddonvoia (3.5%)
Kat Kothtakdg névog (2,6%). ZoPapég aventBUpnTteg evépyeleg ftav oxenddpeved e To avooonoinTkd avemBUPNTES evépyeleg Kat oxendopevn e Ty €yxuon aviiGpaon.

1. MepiAnyn Xapaxkmnpioukov Mpoidviag Bavencio, 02/2022

mRCC: metastalic Renal Cell Carcinoma

To BAVENCIO [Avelumab] avantiooetal kai SiatiBetat otnv ayopd pe ouvepyacia tne Merck KGaA, Darmstadt leppaviac kat tng Pfizer

Mpwv 1 cuviayoypagnon oupBouleuteite v Mepiknyn Xapokmplonukdy tou Mpoidviog

H guvietunpévn NepiAnyn Xapakmpiotikddv tou MNpoidviog Snpootedetal oe GAAn oehiba tou napévrog

Bon@note va yivouv 1a @dppoka nio ac@ari Kai MERCK

Avapépere Merck A.E., A Kn¢rolag 41-45, Ktipio B', 15123 Mapotol, ABrva, EAAGSa. Tnh. 210-6165100
‘OAEE us avemBupntes evépyeies yia
OAA ta pappaxa

oot s KITPRK KAPTAs @Pﬁzer

PFIZER EAAAEZ A.E. A Meooyelwv 243, N, Wuyikd 15451, ABfiva, EAABa, Tnh. Emikowaviag 210-6785800, Apid, I.E.MH. 000242901000
PFIZER EAAAZ A.E. (CYPRUS BRANCH) Aewdopog ABakacoag 26, 2018 Aeukwola, Kimpog, TnA. Emikoivioviag: +357 22 817680

GC-AVEKI-00008 03/22
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08:00-10:00

10:00-11:30

Napovociaon NepLlotatikwy
Mpoedpeio: M. NanakotoUAag

Ztpoyyuln Tpanela
H xprion t¢ AvoooBepamneiag otnv KAWIKA paén
Mpoebpeio: . AyyeAakn, I'. ZauéAng

10:00-10:20 suvduaopol avocoBeparmelag oe A0OEVELG e LETACTATIKO
peAdvwua E. MmuQuwta
10:20-10:40 H avoooBepameia ot Bepamela TwWV yuvalkoAoykwy kapkivwy . MoAuxpovidou
10:40-11:00 TpuTAd 0PVNTIKOG KOPKIVOG LAoTOU — ZUVSUAOUOC
XMO-AvoooBeparmeiag otnyv 1n ypauun 0. Téyog
Sponsored by te\yq
11:00-11:20 O BepameuTIKES eEEAEELG OTA VEOTIAACLATA ATIATOC -
xoAndopwv M. Kapapoiing
Sponsored by AstraZeneca
11:20-11:30 AwdpaoTikn TulnTnon
R PRl Aopudopikn AtaAeén Sponsored by %
Mpoedpeio: 5. Zuvdyadog 4
Blopoeldn otnv Oykoloyia: eUmelpia Kat TTPOKANGCELG M. Apilou
PR REFVl Aopudopikd TpameQ Sponsored by U Bristol Myers Squioty
Mpoedpeio: E. Tiuodeabou, A. Mroutng
12:00-12:30 Néot Beparmeutikol opllovteg LEOW TOu SUTAOU
QVOCOQIOKAELOHOU 0TNV 1N ypaupn Tou Hetaotatikov MMKM I. Mouvt{iog
12:30-13:00 H afla tng avoooBeparmelag oTnNV AVIIHETWIILON TWV
KOPKLWVWUATWY TOU OVWTEPOU TIETTLKOU M. Kapapoiing
y y Y
IRV Aopudopiko TpanmelL o 0'0 M&EMFE
Mpoedpeio: A. Wuppn, N. TooukaAdg
13:00-13:30  EfatoptkeVovtag Tn OepamEVTIKY €AY YLOL TOV
TIPOXWPNMEVO KAPKIVO TwV woBNnKwv E. FaAdvn
13:30-14:00 Mpooeyyllovtag Tov BepameuTikd aAyoplBuo pe tnv elcodo
™G avoooBeparneiag otnv emkoupLkn Beparmela tou
KOPKWVWUATOG TWV VEGPWV A. KupraoyAou
14:00-14:30 Meonuppivn Atakon — EAadpu Mevpa
ITETEEELN Aopudopikd Tpamél SoonTorealEy %u:-se
Mpoebpeio: I. EAsuowiwtng, M. Kapauoulng, I. Zwtnpomnoudog
14:30-14:50 Kapkivoc Nedpou: mwe petadppalovtal ta SeSopéva Twv
KAWIKWV LEAETWY 0TNV KABNUEPWV KAWLKA TIPAKTIKA K. Koutooukog
14:50-15:10 HKK - MNapouciaon meplotatikol . MnapAa
15:10-15:30 HKK — Atemuiotnuovikr Mpooéyylon — OykoAoyiko ZupoUuAlo

I. EAevowwwtng, M. Kapapoulng, N. Mtwyng, I Zwtnpomoulog

17




v

I LIBTAYO'

cemiplimab

MNptv 1n ouviayoypdgnon cuppouvAeureite Tnv XN nou diatiBeran
otnv 101o0eAida g E.E.: www.ec.europa.eu i aneuBuvBeite oTnv eraipeia

Tponog Bi1GBEaNG Tou appdKou;

sano fi REGENERON BonBiote va yivouv Ta pappaka mio acpalil kar Avagépere

, . ) ] ) OAEE 1ig aveniBupnteg evépyeieg yia OAA 1a pdppaka
Sanofi-Aventis A.E.B.E. Acw. Zuyypou 348, Kripio A, 176 74, KahhiBéa, TupnAnpdvovrag my «KITPINH KAPTA»

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

MAT-GR-2000389 v3.0 01/2022
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sagsato ()2 TOUATOU 2022
R Emiotnuovikn Avtutapda®eon

Mepl-gyXelpntiki xnueloBeparneia vs Npo-gyxXeLpnTikn

XNMUELO-OKTIVOOEPATELN OE VEOTTAGLCHATA OLVWTEPOU TEMTIKOU

Mpoebpeio: X. KaAdepwvog, B. KouAouAiag, I. KapaBokupog
15:30-15:50  [lepl-eyxelpnTIKN XNUELOBepameia . Nanagoivng
15:50-16:10  [po-gyXELPNTLKI) XNUELO-OKTIVODEpATELQ I. FewpyakOmouAog
16:10-16:30 H amoyn Tou XELPOUPYOU A. Zxiag
R IVHV U Lecture

Chair: M. Karamouzis

Melanoma Brain Metastases — From bench to Bedside S. Moschos
VSVl Lecture

Chair: Z. Zafiriou

Antibody drug conjugates and targeted therapies in

urothelial cancer V. Koshkin
iy IBEP L Keynote Session

Chairs: K. Syrigos, P. Grivas
17:30-17:50 Updates in the Peri-operative Management of Renal Cell

Carcinoma T. Zhang
17:50-18:10  Optimal Treatment Algorithms in Advanced Renal Cell

Carcinoma (1st line and salvage) S. Pal
18:10-18:20 Q&A
18:20-18:30 Coffee break
P IEc{Ull Round Table

Unmet needs in Oncology in the Greek Health System

Chairs: A.-M. Dimopoulos, P. Grivas
18:30-18:50 The critical role of Palliative Care and Hospice D. Carozza
18:50-19:10  Organizing a Phase | Clinical Trial Program F. Meric-Bernstam
19:10-19:30  Somatic Tumor Genomic Testing C. Pritchard
19:30-19:50 Germline Testing in Oncology M. Dubard-Gault
19:50-20:10  Circulating tumor DNA: Implications in Cancer Screening M. Liu
20:10-20:30  Future perspectives in precision and personalized radiation

oncology A. Wang
pLR YA Keynote Lecture

21:00

Chairs: P. Grivas, M. Karamouzis

Biomarkers and future of personalized therapy in RCC B. Rini

Tupnepacpata — KAsiowo Tuvedpiov
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Bon@rote va yivouv Ta ¢pappaka mo ac@aln Kal AVapEépeTe:
OAEZ Tic avemBuopnteg evépyeieg yia ONA Ta pdppaka Zupminpuwvovtag Tnv «KITPINH KAPTA»
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OMIANTES - TIPOEAPOT

Agarwal Neeraj MD, Professor of Medicine, Senior Director for Clinical Research
Innovation, Huntsman Cancer Institute (HCI), HCI Presidential
Endowed Chair of Cancer Research, Director, Center of
Investigational Therapeutics, Director, Genitourinary Oncology
Program, Huntsman Cancer Institute, University of Utah (NCI-CCC),
USA

Carozza Desi MD, Staff Physician, Assistant Professor of Supportive and Palliative
Care, Roswell Park Comprehensive Cancer Center - Associate
Professor, Department of Geriatrics and Palliative Medicine, SUNY,
Buffalo Jacobs School of Medicine & Biomedical Sciences, New York,

USA
Chau lan Consultant Medical Oncologist, Royal Marsden Hospital
Dubard - Gault Marianne MD, MS, Medical Director of the Clinical Cancer Genetics Service at

the Fred Hutchinson Cancer Center. Affiliate Investigator in the
Clinical Research Division at the Fred Hutchinson Cancer Center.
Assistant Professor, Division of Medical Genetics, Department of
Medicine at the University of Washington, USA

Grivas Petros MD, PhD, Associate Professor, Clinical Director of Genitourinary
Cancers Program, Division of Medical Oncology, Dept. of Medicine,
University of Washington - Associate Professor, Clinical Research
Division, Fred Hutchinson Cancer Research Center, Seattle, WA, USA

Koshkin Vadim Assistant Professor, Division of Hematology and Oncology,
Department of Medicine, University of California, San Francisco,
USA

Liu Minetta MD, Professor and Research Chair, Department of Oncology,

Consultant, Department of Laboratory Medicine and Pathology,
Mayo Clinic, Rochester

Meric - Bernstam Funda MD, Chair, Department of Investigational Cancer Therapeutics
Medical Director, Institute for Personalized Cancer Therapy Nellie B.
Connally, Chair in Breast Cancer Research UT MD Anderson Cancer
Center, Houston, USA

Moschos Stergios MD, Associate Professor of Medicine, Division of Oncology,
Department of Medicine, UNC School of Medicine, Chapel Hill,
North Carolina, USA

Pal Sumanta MD, FASCO, Professor, Department of Medical Oncology &
Therapeutics Research, Co-Director, Kidney Cancer Program, “City
of Hope” National Cancer Institute, Duarte, California, USA

Pritchard Colin MD, PhD, Professor, Co-Director, Genetics and Solid Tumors
Laboratory Department of Laboratory Medicine and Pathology
Precision Diagnostics Head, Brotman Baty Institute for Precision
Medicine University of Washington, USA

Rini Brian MD, FASCO, Chief of Clinical Trials, Vanderbilt-iIngram Cancer Center,
Ingram Professor of Medicine, Division of Hematology/Oncology,
Vanderbilt University Medical Center, Nashville, Tennessee, USA

Wang Andrew Professor of Radiation Oncology, A. Kenneth Pye Professorship in
Cancer Research, Associate Vice Chair for Research, Department of
Radiation Oncology, The University of Texas Southwestern Medical
Center, Dallas, Texas, USA
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Yeh Jen-Jen

Zhang Tian

Ayyehakn Zodia

Ayyehomoulog Maplog
Aypoylavvng FewpyLog
Ale€akn EuBahia

ANe€omoulog Ayyehog

AvSpoutoou Avaotacia
Avaotaciou lwavva
Avtwviddou AnuntpoLAa
Apdafavng ANéEavEpog
Baylwvag Avaotaclog
FaZovAn Mapia

FoAavn EAévn

ToAltn Anuntpa
eWpPYaKOMOLAOG lwavvng
FouTag AnNUNTELOC
Anuonoulog ABavactlog-
MeAETlog

DApilou Mapia

EAevowiwtng lwavvng

EuBuponoviog Zruptdwv

woeva wEPlARTNPIOwTPAZN

MD, Professor of Surgery and Pharmacology, Director, Lineberger
Comprehensive Cancer Center, Pancreatic Cancer Center of
Excellence, University of North Carolina, Vice Chair for Research,
Department of Surgery, University of North Carolina

MD, MHS, Associate Professor, Division of Hematology & Oncology,
Department of Internal Medicine, UT Southwestern Medical Center,
Harold C. Simmons Comprehensive Cancer Center, Dallas, Texas, USA

KaBnyntpta MaboAoyikrg Oykohoyiag, Mabohoyikr - Oykohoyikn
KAwikn, M.1.N. HpakAelou, Epyactriplo MetadpaoTikig
OykoAoylag, Maveruotuo Kprtng

Blohoyog, PhD, Epeuvntg A, 18pupa latpoBloloyikwy Epguviv
Akadnuiag ABnvwv

MD, PhD, AvarmAnpwtrc KaBnyntnig lotoraboAoylag, A’ Epyactrplo
MaBoloykng Avatoptknc, latptkr 2xoAr, E.K.IM.A.

Qoutrtpla 3ou €toug latpikng 2xoAng, E.K.M.A.

Mpdedpog TopeakoL Emotnpovikol TupBouliou AvBpwrivou
Auvapkou kat Avapadiong Ae€lotritwy, EBViKO ZupBoUuAlo

‘Epeuvag, Texvoloyiag kat Kawotopiag

Qoutritpla 6ou €toug latpikng 2xoAng, E.K.M.A.

Moptakr Blohdyog, MSc, PhD, ETiotnpovikdg 2uvepydtng, 10
Mpormatdeutikn Maboloykn KAwikr kot Eldikr) Noooloyla,
latpikn) ZxoAn, E.K.M.A., T.N.A. «Adiko»

NoonAeUtpLa TE, MSc, PhD (c ), Avarmnpwtpta MpoloTapévn,
E€wtepko Oykoloyko latpelo, M.N.A. «Adiko»
MaBoAodyoc - OykoAdyog, MD, PhD, AteuBuvtr¢ - EMLoTNOVIKOG

YreuBuvog, A’ MaBoloyko - Oykohoyko Tunua, MNA.O.N.A.
«O Aylog 2apBag»

MaBoAoyoc - OykoAdyog, MD, MSc, PhDc, AleuBuvtig E.ZY.
Erotnovikog 2uvepydtng Mveupovoloykng KAvikng A.M.0.,
I.N.©. «T. MormavikoA&dou »

KaBnyntpla Bloloyiag - Navoiatpikic, latpukr 2xoAn, E.K.IM.A.
MaBoAodyoc - OykoAdyog, Avaminpwtpla AteuBuvtpla, B’
Oykohoykn KAwikr), Noookopeio «Metropolitan»

Obovtlatpoc, DDS, MSc, Yroyrida Aldaktopag OSovVTLATELKNG
2XoAng E.K.M.A., AteuBuvtpla CureCancer

AktvoBepareutnc - Oykohoyog, Enikoupog Kabnyntrg
AktvoBepareutikrg Oykohoylag, latpikr) ZxoAn, E.K.M.A.
Edikevopevog Maboloyoavatopog, MD, A’ Epyactriplo
MaBoloykng Avatoutkngc, latpikn ZxoAn, E.K.M.A., T.N.A «Aakd»
KaBnyntrg Auatoloyiag - OykoAloyiag, AleuBuvtnc,
Qepamneutikn KAvikn, I.N.A. «Ae€avdpan, Mputavng E.K.M.A.
MaBoAdyoc - OykoAdyog, B” OykoAoyikr) KAwvikn, Metropolitan
Hospital

KaBnyntrc Naboloyiag & HratoAoyiag, latpkn XXOAn, E.K.M.A,,
AleuBuvtnc, Maverotnuiakn MaBoAoyikr KAwikn, M.O.N.K.

«OL Aylot Avapyupol»

KaBnyntrg NeupoBloloylag, latpikr ZxoAr, E.K.I.A.
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EuBupiou Mavog
Zayoupn QAwpa
Zagelpiou Zadeipng

ZnooUVAn Avactaotia
Zwidbng Mpnyoptog

QeoxdpnC ZTALATLOC

KoAddwvog Xapdhapmog

KapaBokupog lwavvng
Kapapoulng MyaAng
KovooAdkn EAévn
Koouiéng Naptg
Koouiéng Evotpdriog
Kotoilvag ABavaoilog

KouhouAlag Baoiletog

Koupaptavou Avva

Kouperivn Evayyehia
Kouotag Eudyyelog
Koutooukog Kwvatavtivog
KuplagoyAou Avaotaotog
KwvotavtouAdkng Mavoluoog
ALBLEPAETOG AVTWVLOG

ALOVTOG MIxaAng

woeva wEPlARTNPIOwTPAZN

Fevikdg AteuBuvtric EMnvikr ¢ Evwaong Emixepnpatiwy,
ExteAeoTikog 2UpBoulog Aloiknong, Ouhog latpikol ABnvwv

MaBoldyoc - OykoAdyog, Avarminpwtpta Kabnyntpeta, latpikr 2ol
E.K.N.A., Ogparmeutikr) KAwikn, [.N.A. «AkeEavEpan

MaBoAoyocg - OykoAdyog, MSc, B' MaBoloyikn - OykoAoyikr) KAwikn,
AN.O. «Qeayévelon

MD, Maudtatpog, EBvikdg Opyaviopog Anuootag Yyelag (EOAY)

Avarinpwtng Kabnyntng Gappakeutikng Xnpelag, Tunua
DappaKkeuTIKAG, ZX0oAr Emotnuwy Yyetag, E.K.M.A.

KaBnyntrg MNaboAoyikrg Avatopikig, A Epyaotr)plo MaBoAoykng
AvaTopkng, latpkn ZxoAn, E.K.M.A.

MaBoAodyoc - OykoAdyog, OpoTipog Kabnyntig Mavemotnpiou
Matpwy, AleuBuvtng, Oykohoyko Tunua, revikr) KAwikn Matpwv
«ONOprtiov OepameuTriplo»

AvarmAnpwtng KaBnyntng Xewpoupykng, A’ Xelpoupykn KAwikr,
latptkry 2xoAn), E.K.MT.A., F.N.A. «Aaikd»

MaBoAodyog - OykoAdyog, MD, PhD, KaBnyntng, latpikr ZxoAn,
E.K.T.A., Mpoedpog A3, I.M.B.E.

Adjunct Professor, Psychology Department, Deree - The American
College of Greece

MaBoAoyoc - OykoAdyog, AleuBuvtng, B’ Maboloyikr - OykoAoyLKn
KAwwkr, A.0.K.A. «Yyeia»

AvarmAnpwtrc Kabnyntng, Epyactriplo Quactohoyiag, Turnpa
latpwkng, A.MN.0.

AvarmAnpwtrc Kabnyntng, Epyaotriplo lotohoyiag - EpBpuoloyiac,
Tunpa latpkng, 2xohn Emotnuwy Yyetag, E.K.M.A.

KaBnyntrg AktivoBepareutikrg Oykohoyiag, latpikr) ZxoAn,
E.K.N.A., B Epyactriplo Aktivohoylag, Movada AktivoBeparelag,
M.T.N. «Attkov», Mpodedpoc ENnvikr¢ Etatpeiag
AktivoBeparteutikrg Oykohoylag

MNaBohoyoc - OykoAdyog, MD, PhD, AleuBuvtpla E.LY,,
Atpatoloyikn-Oykohoyikry Movada, A’ MavermoTn ok
MaBooykr KAwikn, I.M.N.A. «ATTKOV»

Metadibaktopikr Epeuvntpla, 16pupa latpoBLoloyikwy Epeuvwv
Akadnpioag ABnvwv

MD, PhD, EtSikeudpevog latpog, 417 N.LMT.Z.

MaBoAoyog - OyKoAOyog, AKadNUAKOg YTIOTPohOC, OEpATTEUTIKN)
KAwikr) E.K.M.A., Eliotnuovika YrieuBuvog OyKoAoylkoU TUrHOTOG,
Euyevibelo Gepameutnplo

MaBolodyoc - OykoAdyog, MD, PhD, B’ Mponatdeutikry Maboloyikr)
KAk, T.T.N. «ATTKOV»

KaBnyntr¢ Xelpoupytknc, latpikr) 2xoAr, E.K.M.A., AleuBuvtng, B’
Xetpoupyikr KAkn, «Apetaielo» Noookopeio

Emikouvpog KaBnyntrc, Tunua Atolknong ETiyelproswy Kot
Opyaviopwy, EK.T.A.

MaBoAdyoc-Oykohoyoc, Emikoupkog Kabnyntrc OepameuTiknc
Oykohoyiag E.K.M.A., OykoAoyikr) Movada, I.N.A. «Ahe€avSpa»
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MatBaiog AnurTteLog
Maupoudnc AnuntpLog

Méyag Mewpylog

Moaotahog HAlag

Mouvtlog lwavvng

Mrapha Fewpyia

Mrtéhn 1BeAiva
Mruduwta Elprvn
Mrokag ANEEaVEPOG
Mrotowvng ABavaotog

Mroullavn EAévn
MroUtng Avaotaolog
Nikntéag NikoAaog

NikoAditdn Adapavtia

Zuvoyahog Zrupldwv

MoAapdpng Kwvotavtivog

Moawvtehakog Mavaylwtng

MNoaradnuntponoviou AvSplava

MamakotovAag Mavlog

woeva wEPlARTNPIOwTPAZN

MaBolodyoc - OykoAdyog, MD, MSc, PhD, Emiotnuovikog YriebBuvoc,
Movada XnueloBeparneiag - Oykoloywkod Tunpa, M.N. Podou

MaBoAdyoc - OykoAdyog, Kabnyntrc NMaboloyiknc Oykoloyiac,
latptkn) ZxoAr), Maverotn o Kprtng

EBVKO Znueio Emadng yia tov Opilovta Eupwrtn, ZuvtovioTng Tou
European Institute of Innovation and Technology in Health HUB ywa
v EMada, EBvikd Kévtpo Tekunplwong kat HAekTpovikoU
MepleXopEVOU

KaBnyntrg MoAwtikrg Tng Yyelag, London School of Economics and
Political Science (LSE), KaBnyntng MoAttikng kat Atolknong tng
Yyelag, Imperial College London

MaBoAodyog - OykoAdyog, MD, MSc, PhD, AteuBuvtrg, A" Oykohoyikn
KAwikr) kat Movada KAwvikwy Mehetwy, «Eppikog Ntuvav» Hospital
Center

Fraotpeviepoldyog, Akadnuaikn Yriotpodog, E.K.MA.,
Emiotnuovikog Zuvepydtng, Mavemotnuokr Maboloykn KAwikr),
.O.N.K. «Ot ‘Aytot Avapyupol»

AktvoBepareutrc - OykoAdyog TomoTherapy-CyberKnife, Ouhog
«latpomoAig»

MaBoAdyoc - OykoAdyog, MD, PhD, Emikouptkog latpoc,
Maveruotnuiakn Oykohoyikr KAwikn, M.1.N. AAe€avSpoUmolng

MaBoAodyoc - OykoAdyog, ErpueAntrc B!, A’ XnueloBeparmeutikod-
OykoAoytko Tunua, A.N.O. «Oeayevelo»

Blohoyog, PhD, KaBnyntric AeutepoBabuiac Ekmaideuonc, TakTiko
Méhog |.M.B.E.

Qoutrtpla 4ou £toug latpikng 2xoAng, E.K.M.A.
MaBoAodyoc - OykoAdyog, AleuBuvtng E.ZY., A.N.O. «@eayévelon

KaBnyntrg Xelpoupyikng, latpikr ZxoAn, E.K.IM.A., AleuBuvtng, B’
NponatdeuTikn Xetpoupytkn KAwikn, F.N.A. «Aaikd», AteuBuvtng
Mpoypappoatoc Metarmtuytakwy moudwv E.K.IM.A. “EAdyiota
EmepBatikr) Xewpoupykn, Poumotikr) Xewpoupykn”, AleuBuvtng
Xelpoupyknc, Kévrpo Mpooopoiwong Epyaotnpiou latpikng
Quolkng

MaBoAoyoc - OykoAdyog, Avaminpwtpta AteuBuvtpla, OyKoAoyikr
KAwkr), Noookopelo «Mntépa»

MaBoAoyoc - OykoAdyog, AleuBuvtng, MaboAoyikr - Oykohoyikn
KAwwr, FAN.M. «Metaga»

Eldikevopevog Maboloykng Avatoptknc, M.N.A. «Aaiko»

AktvoBeparmneuTr|g - Oykohdyog, MD, PhD, AteuBuvtr|g, Cyberknife,
Tomotherapy, Op\og «laTtpomoALg»

Metadidaktopikr) Epeuvrtpla, Epyactrplo Avarttuélakng BioAoylag
Ko BloAoytag Kapkivou, 18pupa latpoBloloyikwy Epeuvwy tng
Akadnptag ABnvwv

MaBoAdyoc - OykoAdyog, AleuBuvtng, A’ XnueloBepameuTIko-
OykoAoytko Turpa, A.N.O. «Ogayevelo»
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MoamaAong AdotoAog

Mama&otvng Mewpylog

Maratowpng ABavactog

Mutépn Xplotiva

MoAuoidn Aetia - Biktwpla

MoAuxpovidou revoBeda

Mpekete Nikn
Mtwyng NikoAaog
Peg EAévn

YaUEANG MewpyLog

Japavtng Mavaylwtng
Judtou Aplotodavia
JKaAopa Etprivn

YOha Elprvn
JTAOTAKNG AVTWOVLOG

JTENG AnunTPLog
Jtedavou Anuntpa
YToupag lwavwng
JUPOKOUAN Apyupw

JupakoUAn Evayyehia

»uwhuwphwrnpu»mﬂpu:n

PhD, KGSJ, AMACS, HEAL Academy by HHG, Ertilotnpovikn Emtponn
HealthCare Education and Advanced Learning Academy -
Emikepang MetadpaoTikng Epguvag Kat ZuveXl{OUevng
Exknaidevong -Mpoedpog Emotnpovikng Emitponng, Ekng
Movadag Bloiatpikrg Epeuvag kat Ekmaibeuong, latpikol
Tunuatog A.M.0. - Taktkd Méhog EBvikng Emtpornig Mepauatikng
Epeuvag -Taktikdo Méhog Topeakol ZupBouliou Ekmaideuong kat
Ag€lotntwy EBViKou TupBouliou Epeuvag, Texvoloylag kat
Kawvotoplag - Aaokwv MeTammtuxtakwy Mpoypauatwy latpikwy
Yxohwv kat BlonBikng OUC - Mevikog Mpappateag Executive Board
NASCE / UEMS - Visiting Professor, Harvard Medical School

MaBoldyoc-Oykohoyoc, EmpeAntrg B', B’ Maboloykn KAwikr),
rA.O.N.A. «O Aylog 2aBBag»

Xelpoupyodg Oupoldyog, MD, MSc, PhD, FEBU, FES, MpwtoBadpuiog
KaBnyntrig Oupoloyiag E.K.M.A., B Oupohoytikr) KAwikn, T.N.A.
«ZLOHAVOYAELO»

KaBnyntpla Bloxnuetac, latpikn 2xoAn, E.K.IM.A.

Suvepyalopevn Epsuvitpla, Kévtpo KAWIKNAG, MeEpapaTikig
Xelpoupytkng kat Metadpaotikng Epeuvag, 16pupa
latpoPlohoyikwy Epeuvwy Akadnuia ABnvwy kat Epyactriplo
Qappakohoyiag, latpikr) ZxoAr, Maverotruo lwavvivwy

MaBoAoyoc - OykoAdyog, MD, MSc, PhD, EmtpueArtpa B,
I.N.O.«lMamavikohdou»

Adaktopikr) dottrTpla, Barts Cancer Institute, Queen Mary
University of London

EmepBatikog Aktivoddyog, MD, MSc, PhD, EBIR, EmipueAntng A,
Tunpa ErepBartikng Aktvoroyiag, M.N.A. «I. Fevvnuotag»

MaBoAoyoc - OykoAdyog, Ertpelntpla A, I OykoAoyikr) KAwikn,
.O.N.K. «OLAylol Avapyupo»

MaBoAdyoc - OykoAdyog, AleuBuvtng, Oykohoyikr) Movada, I.N.A.
«Imrokpdteloy, Mpoedpog EANVIKAG Kal AleBvoug Etatpeiag
MopLaKd STOXEUEVWY & EEATOMIKEUHEVWY OEPATTELWY

MSc, PhD, Post-doc, Epyaotrplo Blohoykng Xnuetag, Turiua
Moptakrc Oykohoyiag, latpikr) ZxoAr, E.K.M.A.

Ewdikevopevn Maboloyikng OykoAoyiag, MD, MSc, I MaBoloykn
KAwikn, 417 N.LMT.X.

KaBnyntpla Nvwotakng Emotrung, E.K.M.A., Zuvepyalopevn
Epeuvntpla, 16pupa latpoBloloyikwy Epeuvay, Akadnuiag ABnvwv

Qoutritpla 50u €toug latpikng 2xoAng, E.K.M.A.

KaBnyntrg Blohoylag Zupmnepidpopac, Tunua NoonAeUTIKAG,
E.K.MT.A.

Epeuvntrc (Group Leader), EBvikO 16pupa Epguvwv

MaBoAoyoc - OykoAdyog, ErmueAntpla B E.ZY., [.N.A. «Adiko»
@outntrg 3ou €ToUG laTpikng 2xoAng, E.K.M.A.

Qourntpla 50u €toug latpkic 2xoAng, MNavermotrpo Oeooaiiag
Qoutritpla 20v €10UG laTtpikng ZXoAnG, MNaverotr o Osooaiiag
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Yuplyog Kwvotavtivog

JUpLlog lwavvng
2X{ag AnpnTpLog

JWINPOMOUAOG MEWPYLOG

Téyog Oe0dwpog
TloBapac ANEEavEPOC
TloBdpag AnprAtplog

TyoBeddou EAévn

Tpourtrg Oeddwpog

Toetav lwavvne-Mavaylwtng
ToWikn lewpyla
ToltoOmouAOG ZWKPATNG-HALG

TooukoAdg NikoAaog

TooupoUdANg MEpAcIUOg

Xat{ntwdavvou AploTOTEANG

XatlnKokOANG ZTauATng

XplotodoUuAou Kwvotavtivog

Xptotorovou ABnva

WaAtonoUAou-AnpomnouAou
Oeodwpa

Wuppn Apdvta

KaBnyntric Maboloyiag & Oykohoylag latpikng 2xohng EKMA,
AlevBuvtic I Maboloyikrg KAwikng kat Opwvupou Epyactnpiou
latpkng 2xoAng EKMA, T.N.A. «H Zwtnpla»

MaBoAdyoc - OykoAoyog, MD, MSc, PhD, Zuvepydtng, A.0.K.A.
«Yyeia»

Enikoupog KaBnyntrg Xewpoupykng, latpkn 2xoAn E.K.M.A.,
I.N.A. «\0iKO»

MD, PhD, FACS, FEBS, (HPB Surgery, Transplantation), KaBnyntrg
XelpoupyIkng kat MeTapooxeLoewy, latpikr 2xoAn, E.K.M.A. &
Maverotr o Essen, Emotnuovikd YrebBuvoc, Movada
Metapooyevon Hrato, I.N.A. «Adiko»

MaBoAdyoc - Oykohodyog, MD, PhD, ErpeAntg B', I.N.A. «O
EvayyeAlopogy»

MaBoAoyoc - OykoAdyog, PhD, EmueAntric B’, A” MaBoAoyikr) -
OykoAoyikn KAwikn, MA.O.N.A. «O Aylog 2aBRac»

Mpbedpog A.3., EBviko Kévtpo Epeuvag & Texvoloyikrg Avarmtuéng -
E.K.ETA.

MaBoldyoc - OykoAoyog, Avarnpwtpta Kabnyritpela Mabotoyiag -
Oykoloylag, A.M.0., AleuBuvtpla, KAwikr Maboloyikng Oykoloyiac,
I.N.O. «[Mamayewpylou»

FeviKog Xelpoupyodg, MD, PhD, KaBnyntrg & AteuBuvtr|g,
Epyaotrplo Avatopiag - «Avatopeio», latpkn ZxoAn, E.K.M.A.

@outntrg 4ou €ToUg laTpikng 2xoAng, E.K.M.A
Chief Operating Officer, Purposeful
@outntrg 4ou €Toug laTpikng 2xoAng, E.K.M.A

MaBodyoc - Oykohdyog, MD, MSc, PhD, MSc BlorAnpodoptkn,
Avarmnpwtnc AteuBuvrg, Oykoloykn KAwikn, 401 T.2.N.A,,
Eriiotnuovikog 2uvepyatng, Noookopelo «Eppikog Ntuvav»

Enikoupog KaBnyntng Xewpoupykng, latpikrg 2XoAng
Mavemotnuiov ABnvwy, B’ MXK, I.N.A. «Adiko»

AleuBuvtic Epeuvwy , Kévtpo Bloloyiag Zuotnudtwy, 16pupa
latpoBLlodoyikwy Epeuvwv Akadnuiag ABnvwy, Zuvidputng &
AleuBlvwy e-NIOS Applications PC

MD, ETotnovikog Zuvepydtng Euyevidelou Ogparmeutnpiou Kal
AguKoU 2Taupol ABnvwv

@outntrg 3ou €Toug latpikng 2xoAng, E.K.M.A.

MaBoAdyoc - OykoAdyog, AleuBuvtpla Maboloyiag - OykoAoyiag,
YrieuBuvn, Oykoloykry Movada, I.N. Matpwyv «Aylog Avopéagy,
Adaktwp, latpkn ZxoAn Maverotnuiov Natpwv

MaBooyoc, Kabnyntpla @epameuTiknc, Embnuoloylag kat
MPOANTTIKAG laTpikng, latpikn ZxoAn E.K.M.A.

KaBnyntpla Maboloyiag - Oykoloylag, latpikr) ZxoAr E.K.M.A,,
YreuBuvn OykoAoyikol Turuatog, B’ Mpomatdeutikn MaboAoyikn)
KAwkn, M.F.N. «ATTkOv»
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T'ENIKES TIANPO®OPIES

Awopyavwon
IlvoTitouto Moplakng latpikng & Blolatpikig Epeuvag

Ie ouvepyoaoio
A’ Tunua XnueloBepaneiag, A.N.O. «Oeayévelon»

Yo v Ayida
latptkn ZxoAn EBvikoU kat Kartodiotplakou Mavemiotnuiov ABnvwy

Huepounvia Ate§aywyrg
30 louviou — 2 louAiou 2022

Xwpog Ate§aywyng
Zevoboyelo Crowne Plaza
MuxaAakoroUAou 50
Abrva 11528

TnA.: 210 7278000

Evypadeg

H eyypadr) oto Zuvedplo eival Swpeav. H mapakoAolBnon emttpénetal Lovo oe EmayyeApatieg Yyelag
KOl O€ TIPOTITUXLAKOUC/eTamTuyLakoug dottntéc. Ot poltntég eivat anapaitnto va BeBatwvouy tnv
51OTNTA TOUG, TPOOKOWILOVTAC AVTIOTOLXO ATIOSELIKTIKO OTOLXELO.

08nyieg Duowkr¢ NapakoAovOnong:

‘000l CUUHETEXOVTEG eMBULOUV VA €X0LV GUGCLKA TIapoucia Ba TPETEL va TPAYATOTIOGOUY TNV
Tpogyypadr TOUG NAEKTPOVIKA LECW TNG LOTOOEALS G www.events.gr. Katomiv Tng eyypadnc, Ba toug
amooToAel NAeKTPOVIKO barcode péow e-mail mou Ba mpémel va capwvouv Katd thv eicodo Kat €060
Toug otnv aiBouoa. Na tnv elcodo otnv aibouca Ba tnpnBel celpd MpotepaldTNTAG BACEL TNG WPAC
AdLENC 0TOV CUVESPLAKO XWPO KAt OXL TO TTOTE TpayHATOTOoBNnKe N eyypadr oto cuVESPLO.

0dnyieg Atadiktuaknig NapakoAolOnong:

To Zuvédplo Ba mpoPfaiietal Tautoxpova SladkTtuakd o {wvTtavh LeTAdoon HEow TG LoTtooeAldag

www.livemed.gr.

e EQv eloaote VEOG XProtng mapakaloUpe akohouBrote tn Stadikacia Snuloupylag Aoyaplacpol
cupmnpwvovtag ta anapaitnta nedia oto Livemed (natriote oto nedio Register / Eyypadn).

e H dnpuoupyia Aoyaplaouou eival Swpedv Kot UTIOXPEWTIKNA yLa TNV MApakoAoUBNoN TWV OUALWY.
Eav €xete n6n Aoyaplacuod oto Livemed xpnollomotiote Toug kwdilkoug oag yla va cuvdebeite,
eTNEETE TNV Katnyopla Live kal to cuvéSpLo mou BEAeTE va TTOPaKOAOUBNCETE KAl OTN CUVEXELA TO
elkovi6lo Go Live fj Go Virtual.




© «MOPIAKN IATPIKN e
va wEPIAQRTNPIO:»TPAZEN

TPOKANXELS KAl EpwinMara

YTn ouvéxela yla va ouvOeBeite pe TNV albouoa, ETAEYETE A0 TO UEVOU ToU epdaviletal
OTO KATW HEPOC TNG 006vN¢ oag, tnv «AilBouca ZUVESPLACEWVY.

Eav cag evladépel va mapaldBeTe MLOTOMOLNTIKO tapakoAouOnong, Oa mpémnel va
TpayaTomnoLoete TNV Eyypadr cag oto cuvédplo péow NS «EtkovikAG Mpappateiogy,
TIOTWVTAG TO avTioTo o elkovidio «Eyypadi», woTe va apxioel va KataypadeTal 0 XpOvoq.

ODaE

Mopila Zuvex{opevng latpikng Eknaidsuong
JUpdwva pe Ta kpunpla tng EACCME-UEMS Ba xopnynBoUv 24 Mopla ZuvexllOMeVNnGg laTtpLkng
Exnaidevong (CME-CPD credits).

MNapaAapn Motonotntikov
Bdoel tng teheutailag eykukAiou Tou EOD, Ba umdpxel oUOTNUA KATAUETPNONG TOU XPOVOU
napakoAouBnong.

TWV OUVOALKWV WPWV TOU TPOYPAUUATOC, UTOPoUV Vo apaAdBouV TO TILOTOMOLNTIKO TOUG
aneuBeiag and v mMathopua péow tou mediou «Mapalapn MoTononTikou», To onolo
€VEPYOTOLELTAL LETA TN ANEN Tou Zuvedpiou. MiotomotnTikod de unopet va 506l ya tnv on-
demand mapakoAouBnaon.

@ Ol ouppetexovteg mou Ba mapakoAouBrioouv Sla {waong 1 StadikTtuakd mavw amo to 60%

O aplBpog Mopiwv Zuvexllopevng latpikic Eknaidevong (CME-CPD), Ba umoloytotel BAceL Tou Xpovou
napakoAoUBnong mou Ba kataypadel 0To CUCTNHA KATARETPNONG 0TNV €l00d0 TG aiBouacag, Kabwg Kat
otnv matdopua Livemed.

Fpappateia

@E\/ents & Travel Solutions

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

EA. Beviléhou 154, 17122 N. Zubpvn
TnA.: 210-98 80 032, ®af: 210-98 81 303
E-mail: ets@otenet.gr, ets@events.gr
Website: www.events.gr

AnayopeUETaL pNTA N avarapaywyr, avadniuooieuan, avtypapn, armodnkeuan, nwAnon, uetadoon, dtavour,
gkboon, ektéAeon, Anyn (download), uetdappaon, tpomornoinon pe omolovénmote Tpomo, xwpic ™ pnth
TIPONYOUUEVN Eyypapn cuvaiveon TG ETaupiag, Tou GUVOAOU 1 UEPOUG TOU TTEPLEXOUEVOU ToU [pOoypaUUATOG.
H E.TS. Events & Travel Solutions enupuAdoostal pntws mavtog VOUIUoU SIKwHUATog e yLa t dtapulaén
TWV SIKAUWUATWVY TIVEUUOTIKNAG Kot Blopunyaviknc tdloktnoiag. Mo avaAutikotepes mAnpopopies enttokepOeite
0 Www.events.gr
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NEPIAHWH TQN XAPAKTHPIZTIKQN TOY MPOIONTOX

1. ONOMAZIA TOY QAPMAKEYTIKOY NPOIONTOE
Xtandi-40 mg emKahuppEva e e upiévio Siokia
Ytandi - 80 mg emkahuppéva e Aermd upévio Giokia
2.NOIOTIKH KAITIOEOTIKH EYNOEEH
L Gioxia: Kate emiadupievo pe ermd
upﬁmﬁmlonspnixﬂwmgamam
Xtandi - 80 ma emkahupiiva Lie Ao upvio Siokia: KaBe emkahuppévo LE hermd
vpéio Siokio mepiéxel 80 mg enzalutamide
T Tov ikrjon katahoyo Twy exBoxwy, AL napdypagpo 6.1.
3. OAPMAKOTEXNIKH MOPOH
Emikouppevo pe Aemd upevio Siokio.
di - Kitpa atpoyyubd -

EMKaAUYEVE 1€ AenTd upaévto Bioxia, yapaypseva e To E40.

Xtandi - 80 mg emkahupyéva pe Aemé upévio Giokia: Kitpiva ofiah - emkaduppéva

e A upévio iokda, yapaypéva e To E 80,

4, KNINIKEZ NAHPOQOPIEL

4.1 Ospaneutikég evbeifag

ToXtandl evéeliovuna yo:

+Tn) Bepanela Tou PETOOTATKOU, OPPOVOELTIOBNTOY KaPKIVOU TOU TPOTATY
(mHSPC) o ouvbuaoyé e Bepanela oépnang avbpayoway (ADT) e evihikeg
GvBpeg (B napdypagpo 5.1).

0 48

Snomparog QT kar oe aobeveic Tiou AapBdvow Tautéxpova gap)
mmmmmqnmmmmwmmum[ﬁkmw 45].
ammcmnmlmmwmmcumwcm
pAMC TG MBaVATITAE yio eupdvion koakig Tayukapdiag
Biknw pmbiov (Torsade de pdnles) Tipn T évapén Tou Xtandl.
Xphon_pe_mpeoBepaneic H Kal N GMOTEAEOUATKSTTa TrC
Tautdypovng xpfiang Tou Xtandl pe kuttapotof ynpecBepanzia Gev tya
TekpnpiwBel, H ouyyoprynon e enzalutamide Sev éye Kapl KNvikG ompavTik
enibpaon o gapyakokvriuk e evboghéiag vioeratehng (BA nopaypago
45). oroo, bev jmopei var anokhaoTei pia ainon epgpavion ouderepomeviag
Enaydjevnc and T viooetaléhn.
Ambpaoe unepevaiatnoiac Avmbpaoei; unepeuaioBaiag exSnhdvovTal He
quyrtiara o nephapPdvouy, ahhd Gev neplopiiovial oibnpa npeadimou,
Yhogac, xeouc f papuyye, 1 ebénBiua Eyouy niapampnéel pe enzalutamide

Xtandi

enzalutamlde

Y

(MEY
E’-‘MWMIW‘?
I eheyyopevee khvikée pehéte, 24 (0.5%) and toug 4403 aoBeveic nou
unoBhiBnkav oz Bepantia e nueproia G6on 160 mg enzalutamide eppdviaay
emhrTikg Kpion, evid Técoepi; aofevels (0,29) nou EhaPav ekovikd gdppaxa
Kan évac aoBewric (0,3%) mou ehafe Piraroutapidn eugdvoay EmANTTIK Kpion.
H 860 gaiveral va anotehel onpavTikg TpoywaTikG napdyovia Tou Kvdivou

EpAVIONS EMNITTIRIG KQIOTC, OMWG avTIKATonpiCETalL and Ta- MpoKNVKG
Gebopéva kal ané Ta Sebopiéva mdwuuﬁtmdw,ﬂmwmﬁdwnim
ENeyyoueve KAMIKEG pieheTee, efaiptBnkav ol aoBievel e miponyoUevn

Kpian ) pe mopdy KIVBOVOU YIa TV EUQaVION EMANTTTIIC Kplorg.

3¢ jia Sow ovol oxehous 9785-01-0403 (UPWARD) yia Ty afiokéynon g
EMTTWON T ENMYTTIRGY Kpiceuwv 0 aoBevel pe npodiaBeaikols napdyovies

(BMne maptypago 48). Exow avagepbel oopapéc b avEmBUNTEQ
ambpﬂaﬂc(sct\ﬂs)psnwenzaumde Kmﬁmmmmvm,pﬂmm ol
aoBevelc Ba MPENEL Vo EVIEPEVOVTAN Yia Ta Onjela Kal T SUpMTHHPATA Kal va
mapaxohouBotvTal oTev yia SeppaTikés aviiSpoE;.

‘Exdoyc: To pappako autd mepiéxel Ayorzpo and 1 mmol varpiou (Arydtepo and
23 mg) ava emkahuppévo pe Aed upivio Sioxio, eival auto nou ovopalouye
he0Bepo varplous,

« n Bepaneia tou pn peractamikol upiod kv ivou
kapkivou Tou mpogaT) (CRPC) o viihikec avbpec (BA. vrrmwwni 1
«mn Bepaneia Tou pmc'm‘rlmj CRPC o€ evijhIKES avépic o onolot eivat

coupmwyaTkol f fma oupmwpTKol nera and arro‘:uxu mc Bepaneiog
orEpnong avBpoydviu Kat aTouS omoioug 1) xrpeioBepaneia Sev
axdyia khvikd (Bh. napdypago 5.1).

+Tn) Bepaneia Tou petasTamkod CRPC ot evijhiked GvdpeC Twv omolwy 1 voooc éxel
c&ﬂq@dmﬁmﬁbpxﬂunpﬂﬂmoﬂwﬂuui n.
4.3 AvevBeiten
Yhepeuam&]siu ot T womﬁftdam{u(zdn € kamoo and Ta éxdoya nou
CVOQEOVTaI OTTY TOpApapo
rmmzc nwewamwmpavu mlwwé‘mdﬁkﬂapwpmpm 46Ka66).

KaTa m xprion

(TP pog m
&MMW H xpncn T enzalutamide £xe1 cuaygnoTei
He emAITTIKEG Kploe: (B, 7iopGypago 48). H andgaan yia T ouvéyon TR
Bepanciag ot aoBeveic mou eppavifouy EMITTKES Kpioeis Mpéne va Muﬂd\mn
wansphmn

R ST b sk v
oudpdpou  onioBiag uvamptwlmc evmmmm: le 0 aoflevei

ITTEG EVEpYELEC

i Qrmhéov GUYVEC QVEMBUYITTEG EVEDYEIES Eival
£EaoBéviany kamwan), EEGJEIC, LTETOON, KATAYJATEL, KO TTTGOT. AMAEG ONpIaVTIKES
VEMBUNTES
evleixvurar  kpioeic. Enthnyria) kplon napoudidomke oto 0,5% Twv aoBeviv nou ehafav en-
zalutamide, oo 0,2% Tuv aoBevtiv nou EhaBav Ewoviko GAppaKo Kal aTo 0,3%
Twy doBeviy ou Eafay Bmo]\wmuﬁbn ‘Exouv avapepBel anavieq NEPITILITEK,
Tou cuwbpdpou onioBiag y ae aoBeveic nou Ehafiav
mmmﬂemmzmpdypnw 4}

EVEDYEIEC TIEDIGIBAVOUV 10YCHHIKT) KapSIoKT) VO0O Kal ETAITITIKES,  Kapdiaki voooc,

yia exBijhuan emAnTIiY Kploewy (and Toug omolou 1,6% Eixav 1oTopikG

Kploewv), 8 and 366 (2,2%) aoBeveic nou éhaPav Bepaneia e en-
zlutamide gupavicav ua ey kplon, H Sidpeon Sidpkeia e Bepanelac
ftav 8.3 prjvec.

Awdwmmkapwup«mmomlwqwamambde |.|mpz|vu
JENDOEN TOV OUDO T EMATTIKLY Kpigewy, AN Bal |mopoUsE Vo OYETIOTE i
mﬁeﬁuuéwmmm vitro pekéec nou Befyvouv omt nenmimanldemuwspvd(

M Npoodéy Kol opel va | dp RS
Biathy Ty vty Yhopiou Tou GABA.
loyaik Kopdiar vooog
ZETUYaIOTIONEVEQ KAVIKE HENETEG ENEYNGEVE E EIROVIKO GODAKD, 1 YK

epavioTnke 010 3,9% Twy aoBeviv mou Ehafay enzalutamide
1t ADT auyrprmicd e 1,5% Twv coBeviv nou EhaPav eixovikd gdpjiaxo kai ADT.
Aexamévte (0,4%) aoBeveic mou ehafov enzalutamide kai 2 (0,1%) aoBeveis nou
Ehapay EKOVKD WOWO Eppavioay ouppav ioxagc kapbiakrc vaou mou
b (ETHEU)
o1

Avagopd mBavaAOyOUUEV UETIBOLINTILY EVEQYEN
Hmmpanﬁm&owuwwmmmwmmwmumornwﬁvm

@QQ&MMM_@MMOIWWMMH

Tiou mapatnafBkav kand T Siag MEAETUNY TapaTiBevTal T TpoidvTog glval onpavik, Enmpénel
avdl Katmyopla oUVGTITAS vam(Jlxmrwuplzcmet eupdvang nupamhmﬂqunrm OPENOUC-KIVBIVOU TOU PaPHAKEUTIKOY
opiloviar we axohouBwe Mokl augves (2 1/10), auxvég (2 17100 &wg < 1/10), 05 nmmuzmﬂmmmnmmmqmcwsuwmm@wmaﬁm
UYVEE (21/1.000 g < 1/100), omdviee (2 1/10.000 éw < 1/1.000}, mohd omévies  mBavoNoyoUEVES CVEMBULNTEC EVEDYEREC |Ecu:

(< 1/10000), pn yvwatéc (Gev ymopotv va extinBolv pe Bao Ta SiaBéora
Seboptva). Evioc kB Kamyopiag ouxvimTas eppdviong, of avemBlpnTeq
evépyeleg napaniBevial katd gbivouoa cepd cofiapatTac

e MMivakag 1: AvemBupec evépyeiec WWWHW“W
KMVIKEC SoKIpEC Kat peTa TV

EAMdBa: EvikoC Opyaviapids, Dappdkiuy, Meaoyeiwy 284, GR-15562 Xohapyde,
Aﬁﬂvu.Tq)«.+302 32040380/337, B + 30 21 06549585 , latotorioc httpy/

Krmpoq: Guppcmamw: Yrnpeoleg, Ynoupyelo Yyeiag, CV-1475 Asukwoila, Tnk:
+357 22608607, ag; + 357 22608669

lotéronog www.moh.gov.cy/phs
niou hapfdvowv Xtandi (BAéne napdypago 48). To PRES eivar pia onéwa, Kamnyopia/opyavike 7. KATOXOZ THE AAEIAL KYKNODOPIAZ
avactpéipn, veupahoyiks fmmpuxq 1 oroic priopel va exBwbel pe paydaic  ICGATLVITATETI L G gl L UL R Astellas Pharma Europe BLY, Sylvnuswegﬁz 2333 BE Leiden, ONavBia
efghioodpeva. oupmopaTa, oupmepdapBavoptvuy anaoyiav, Kegahahyiag, MedDRA 8. APIOMOZ(O] AAEIAZ KYKAOQOPIAT:
olyyuonG TOPMIONG Kal GNAWY OMTIKLY KAl VEUPOADYIKIIV 6mupuxw, I3 . S — EU/1/13/846/002 (40 mg emrkaloppéva e Aerrd uéwio Siowia), EU/1/13/846/003
1) ywpls oxendbuewy unépraon. H Siywwon Tou PRES anarei emBefaiuan 1p ponoiy Oy oupvec WOETED (90 mgemkahuppéva iz Aerré upévio Siokia)
Ve aneikovioTikés eEEIGOEIC Tou eykegdlou, Katd Tpotiinon pawnukg - KOTTOURERY s M oo Bpo 9. HMEPOMHNIA NPOTHE ETKPIZHZ/ANANEQIHE THE ANEIAT
Tojoypacpia Tou eykeqpdiou (MRI. Euviardra Siakonr Tou Xtandi o aoBeveis nou Hyiepoynvia mpunmg éykpionc: 21 lowviou 2013
Aiarapaygg Tou M ywworec olbrua npoodinou, ofénpa
MmuooouvPﬂES Hyepopnyia Tekeutalac avavéwonc 8 Qefpouapiou 2018
Eyoww vegepfel mepiotanic Seurepoyeny OMo0TPTIKGU uaTaTos  yhaoac, olfpia Yehoue OIBTHA GRS 41 L iute oM HNIA ANAGEQPHENE TOY KEIMENOY:
KOpIwY kakonBeiv os aofieveic nou Ehapay OF KAVIKECHEAETEC Z€ (o Tuyvéc fyxag 21 Anpihiou 2022
KAVIKEG HENETEC (paom; 3 Ta IO OUVE avagepdpEva oupiavia oe aoBeveic nou na o | reubaiobiy
éhafav enzalutamide kai peyahiTepa and To EIKoVIKG QApyaKD, fTaY Kapkivog Suyvic kepahahyia, Pmlrlf“'llﬂ\ﬂ-“'l,
oupabiyou kot (0,39%), alevokapkivapa nayéod evigpou (0,2%), kapkinayia Wﬁmevwwh Aerropepeic TAnpogOpiEC yia To NOPOV (APHAKEUTIKD rmdv &ival BiaBéope
ané perafanks emBrikio (0,.2%) kel peraPaTikd Kopkiviapa oupodtyou KiaTrg AatopargcTou cmﬁpn;pumwxum m&mmwm Tou Evpunaikol Opyavio ol Dapjikiv:
0,1%). On aoBeveic Ba npéner va oupBouleloval GUECT To WATPO Toug edv P ral i) 1payT), Emry hittp/ £Uropa.eu.
nnpnmpmowunuﬂﬁnwmpsvrspmmwan HOKpOOKOIKA auprroupic )
1 &\ oupmpaa énuw Suooupla 1) emTakTk aviykn obpRaNG Katd T Wf:wwmt OAPMAKEYTIKO NPOION MATO ONOIC ATAITEITAI IATPIKH EYNTATH
mmmmmmmm N QUOTPé NG EyvepalonaBiag
auToypovn) yprion e GNa gapuokeutkd mpoidvie: H enzalutamide eivar Eummummm vogoc!
mwmmwmwmmopslmoémoammmmm Kapiaké Siarapayéc YWOGTEC : ODETa0T Tou EAMaBa*
TNV EUPEinC YPICEL POPUAKEUTIKLY MPOIOVILY [Ilkmpu\vpéw.lcummﬂ MEPIEKTIKOTHTA  METEQOL LYIKEYAZIAZ NOZOKOMEIAKHTIMH
m napaelyuara omy nopaypago 45). IWETC wa_ avaokemnan Ty 40mg/TAB Kouri X 112 emkarupgva
HOULEVY GRUOKELTIXGY npoioveuy Tptnel va Bedyeras wand Ty Ve CKECBTOREEG Tlohd ouyeG eEtyer, unépraon £ Memmid usévio Bkl 226167
mp{rmqﬁspmdncuenzalmamﬂe Hmumypmnxpnmmmhﬁamﬂem Liavapayec Tou orée 5
mmm“powm@lwﬂwuwmaﬂnmmpupmnu)\Iw YOoTPEVTEpIKOL el FARUTE S Kimpog*
ew{puw 1 JETagopeic (BA. mapdypago 45) mpémel yeviKA va anogedveral edv THTA M ANIKHTI
1) Bepameutiia} Tou Gpdon v eyéng oniaaiag yia Tov agBevd, Kkan &y o1 m‘mm i qu ecwe:ﬁwwm 40ma/TAB Kourl X 112 emmahuppiéva
npocappioye; Trg Soang Gev pnopolv ko va npayuaononBouy acel g e Nemd upévio Sioxla €3009.25
TiapakohoUBnoTIC TG MGTENEOATIKGTITTON f} T OUYKEVTpUIOEWY OTO TAGONA.  AaTapayeq Tou | 3 Mol ouyvEC
H ouyxopriynon e Pappapivry ka1 avrnmiknkd opoialovia pe koupapin cwrﬂuamqmmuwvﬁmkou quwmir, mu?w,uuum{unmi. ik} *Kukhotpopolv povo Ta 40 mg emkahuppéva ie Aemmo upévio Siakia
npenavammwmidvmxmdlmmopnymummuwmmman ol uvajlia, oopualyia
and 10 CYP2C9 (6nux, QOEVOKOUGPOMN), Npénel va
uﬂo?;i(;mm mmmmm OuiohoTOEVC IO | ‘r“"' BonlrioTe va vaowmq;dppam o aopalri kai
(Intemnational Normalised Ratio-INR) (B\ napdypago 45). KarToU paatol OAEZ Tic uvsmeupnzscev :sq 1a ONATa
Negpua) bughenoupyia: Anameitar nipocoy| O€ aoBevelc He 00Bop VEOPIKY  feymcec irrapayéckan Tupninpuvoviag v «KITPINH KAPTA»
Buakerroupyia wafax; n enzalutamide Gev &xer pehemBel oe qurd Tov nBUOKS  waotaoeic me 0Bod ok ouyvéc eEdvihnon, kimwon
aoBeviN, Xopiynong
£ofapr nrank Suchenoupyic: Mia abgnon Tou ypovou npioeies S TG e Kmaioerc Sphmpidoas
zalutamide éxe mapampnBel oe aoBevelc e gofapr nnankr) Guchermoupyla,

miavé ouoxenitopEVn) pe TV aunuévn katavop ovoug iotolc. H khvk
mmmmcmmmlmmmmmmw

mummemmw Mokd ouyveg TTdion
‘A@bpunﬁcwawopécuﬂbmemaph ETA TN KUKAOPOPIO TOU appdxoy

V0 NOpaTETOpEVD Ypovikd SKioTUa Yia va GTAsoUV 0L OUYKEVIDI
oTofiepomompievn mﬁmwnmommmmnwxﬂdnm
pmhyuﬂﬁpdﬂnmﬂw(mmlmbuvmmv!mp&nmmmnm(
UG enayuyi (BA. napdypageo 4.5) pmopel emioric va
M@nﬂmmum muehmwﬁunt?vmﬂwmww&w
pOOpaTO épgpayia Tou pwoKkapdlou (katd 6 piivec)

Omwe afi amd Tunononpieva epwtijsana MedDRA (SMQs) v
ETOON PV TN GTIGOWLY, GTIGOUIN  VEVIKEVEVTC
emhniiac, ovBeTwy EoTIaKDY EMANTTIKOV KPIOELWY, EOTIKGN EMATYTTIRGY
kpioswy kat status epilepticus. AUTS mephappavel OMIAVIEC MEPITTWOEI
EMANITIKLY Kpicewy i€ Emmhokég nou obiyouv o Bdvaro.

VTN

mmﬂﬁ amBéyn (katd toug teheutaiou 3 uan Kapdiakr) avenGpkeia
kermyoplag il IV kawa New York Heart Association (NYHA) extdg av To khGopa
efidinong apiatepri koia (Left Ventricular Ejection Fraction-LVEF) 2 45%,
Bpabukapdia ) jn eeyyopEvn untpTaar. AuTe ipéne va apaverar umogn av
10 Xtandi amnavaoq)ﬁmw oemnoucroucmm
H anokheio; | va napaeivel 1o Sidav
Ezua&vacmwmpmnmup&]nupwéwwmwmmpmmmu

Omucagiohoy iDRA (SMQs) <Epppaypa
Tou puokapdious mEanmmpﬁmim~ oumephappavopivy
TWY aKOKOUBWV TIPOTIIHIIEVLIV OtV TIou TrapaTrpriBnkay oE ToukdoTo 500
aoBevei o Wuncllwévs; ENEYYOHEVES LIE EIKOVIK PApaKD HENETEC Qaang
3 ambayn, otepavaia vooo, Euppayie Tou Luokapbiou, of Eppayia
Tou ) 00 ote mﬂsncmﬂﬂm oyl Tou

HUOKaE
Ham\mﬁﬁmdhommuwpmpwumuwpwcuzmmmmwpmmomu

PO
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yastellas

Astellas Pharmaceuticals A. E. B.E.
Ameaou6-8, 15123 Mapoday ABiva.
Tk 2108189 900, Fax: 216 8008998
wwwastellas.comigr
Tonwog Avimpoownod/

avopéag npoioviuw Astellas oy K
Novagem Ltd, Tr: 00357 22483858
XTAZADV 1/06.2022



NEPIAHWH TON XAPAKTHPIZTIKQN TOY NPOIONTOZ

"TAGRISSO

osimertinib

~To pdpuako auté Tehei und oupnAnpwpatiki nopakohoUBnan. Auté Ba enitpéyel Tov ypnyopo
npooiopiops vzmv nAnpopopldv nmpukm: anehm and toug enayyehyatieg uyeiog va avapépouv
onoteabinote mBavohoyolpeveg unteg g. BA. nopdypago 4.8 yia Tov 1pono avopopag
aveniBupnTwy EvepyEIv.

PY

1. ONOMAZIA TOY ®APMAKEYTIKOY NPOIONTOL: TAGRISSO 40 mg enikahuppéva pe hemtd upévio
Gioxia. TAGRISSO B0 mg emkaluppéva pe Aento upévio Biokia.

2. MOIOTIKH KAl NOIOTIKH IYNBEIH: TAGRISSO 40 mg Giwkio: KdBe Giokio nepiéxer 40 mg
oawpepuvipnng (wg peaukiknc). TAGRISSO 80 mg Siokin: KaBe Sioxio nepiéxer B0 mg oopepuivipnng
{w¢ peaukixnc). Exboxo e yvwomn Gpdon: To pdppake auts nepiéxet 0,3 mg vatpiou ava Sioxio 40 mg
kai 0,6 mg vatpiou ava biokio 80 mg. lia tov nAnpn katdAoyo Twv exGoxwy, BA. napdypago 6.1

3. DAPMAKOTEXNIKH MOP®H: Enkaluppévo pe hema upévio Siokio (Biokin). TAGRISSO 40 mg
Giokia: Mne, 9 mm, kuxhiko, opgikupro Siokio, nou pépei ™ xdpan «AZ» Kol «40» and  pia nheupd
wai bev peper evbeifeig omv dMin mheupa. TAGRISSO 80 mg Siokia: MneZ, 7,25 x 14,5 mm, woeibég,
apgikupro Siokio, nou peper ™ xapan «AZ» kat «B0» and ™ pin nheupd ki Gev péper evbeifeig omv
dAAn mheupd.

4. KAINIKEE MAHPO®OPIEE: 4.1 Bepaneunikég evbeifeig: To TAGRISSO wg povoBepaneia
evbelkvutal yia: e v emkoupikh Bepaneia perd Ty nApn exTopn Tou oykou oe eviiikeg aoBevels
HE N PIKPOKUTIGpIKG Kapkivo tou nvedpova (MMK) otabiou (B-1IIA, twv onoiwv o1 dykoi éxouv
anadotpé oto eftivio 19 1 perakAafeic ovukatdotaang oto efwvio 21 (L85BR) tou unofoxéa Tou
embeppikot aunukol napayovia (EGFR) (BA. napdypapo 5.1). @ wn Bepaneia npiyng ypappng
evnhikwv ooBeviv e 1onika npoxwpniévo n petaotaurd MMKTT, pe evepyonomntikeg petahhageig tou
EGFR. ® n Bepaneio evnhikwv aoBeviov pe tonika npoxwpnpéve n petactauxd MMKN Beukd o
petahhagn T790M tou EGFR. 4.2 Aocoloyia kat tpénog xopiynang: H evapén g Bepaneiag pe 1o
TAGRISSO npénet va npaypotonoleital ana 1atpo ERNEIPo OTN XOPAYNON OVIKApKIVIKGNY Bepaneitv.
Orav eferaZeral n nepinwon xophynang tou TAGRISSO, n katdotaon perdhhagng tou EGFR (o2
Gelypata oykou yio enikoupikn Bepanela kai oe Gefypota dyxou n nhdopatog yia Bepanela tonika
npoxwpnpévou n petaotaukoy otabiou) npénet va npoabitopiZetar epopudloviag pio eniKupwpEvn

Autikn peBobo (BAéne napayparpo 4.4). Aogodoyin: H auvigrpevn Goan elvai BD mg oopepuvipnng
ana€ npepnolwe. Or aoBeveic oo maivio emkoupikng Bepanelog npénet va AapBdvouv aywyn
EXpI TV UNOTPONN TNG voaou h epgavion pn anobekng tofiamrag. H Giapkeia g Bepaneiag yia
nepoodtepa ano 3 xpovia Giev peketnBnke. O aoBevei pe Tonika npoxwpnpEvo N PETOTAUKG Kapkivo
Tou nveupova npenet va AapBdvouv Bepaneia pexp v e€ENiEN g vooou N eppavion pn anobextng
Iuﬁmﬁmtm: Eav nupul\ﬂmﬂsi wa boan tou TAGRISSO, n boon npénsl va avonAnpaveral EKTOC gav
Enuuwn npoypappauopévn Goan npener va Anplel evm; 12 wpdv. To TAGRISSO priopei va AngBei
pe N xwpis pogn mv {0 Wpa kabnpepiv. - Mnopei va anonnBel Biokonn

g Gooohoylag karn peiwon g Goong pe fdon v copakeia kar v avoxn kaBe aoBevoug, Eav
eivai anapaitnin n pelwon e Saang, 101 n Soon npénel vo pewBel oe 40 mg AapBavopeva anof
npepnoluwg. 0Bnyieg peiwong tng Soong yio wikdtnteg nou npokuntouv and aveniBupnteg evepyetes
napatiBevial otov Mivaka 1. Mivakag 1. Euviotiopeves tpononoifioels te G6ong rou TAGRISSO

Eykexpipévo keipevo 21.05.2021
Tnv EXAnvikn ayopa kukhogopouv ol ouokeuaoies twv 30 Biokiwv

fidang o noBeveig pe fima nnankn Guoheroupyia (Child Pugh A) i pérpia nnanikn Suakemoupyia (Child
Pugh B). Mapopoiw, pe Baon nAnBuopiaxn pappakokivnukn avaiuon, Sev ouviatdtar npooappoyn
g Sooohoylag oe aoBeveit pe imia nnatikn Suakertoupyia (oAikn xohepuBpivn <avibtepo puaicAoyiKo
dpio (ULN) kat aonaprikn apivotpavapepdon (AST) >ULN f ohikn xohepuBpivn >1,0 éwg 1,5x ULN kat
onotabinote npA AST) i péxpia nnotikh Suchertoupyia (oA xoAepuBpivn petagl 1,5 £we 3 popés tou
ULN kai onotaBnnote upfi AST). H aopdAera kal n anoteAeopaTIKGINTG QUTOU TOU POPHAKEUTIKOG
npoiovrog Gev exel TexpnpiwBel o aoBeveic pe ooPapn nnotikn Suchenoupyin. Mexpi va ¥

GioBéopa emnpooBeta SeSopéva, Gev ouviotdtal n xopiynon oe aoBeveic pe aofapn nnoukn
fiuchertoupyin (BAéne napdypago 5.2). Ne@puri GugAermoupyio: Me Bdon Tig KMVIKEG PEAETEG Kal Tnv
ninBuopiokh goppakokivitkn avaluon Sev anartetvial npooappoyeg tng Socohoyiag oe aoBeveiq pe
fima, pétpia n goPapn vegpikn Suokemoupyio. H oopdheia kai n anoteeopomikatnTa autod Tou
(pappakeuTikol npotdvrog bev éxer texpnpiwBel oe aoBeveig pe veppukn vooo tehikal otabiou [kaBapon
kpeanivivng (CLer) kamw ano 15 mL/min, unoAoyiopévn péow g eiowong Cockeroft ko Gault], f und
efwvegpikn kaBopon. H Beponeia aoBeviov pe oofapn kai tehwot otabiou veppikn Suckerroupyin
npénel va yiverar pe npocoxn (BAéne nopdypogoe 5.2). faiarpimdc nAnBuopdc: H aopadeia kal n
anoteAeopoukdtta tou TAGRISSO oe noiia i eprfoug nhikiag pikpdtepng twov 18 ewv Gev éxer
texpnpiwBel. Aev undpxouv GiaBéoipa GeSopéva. Tponoc xophynang: AUt 10 QOPUAKEUTIKG Npoiov
npoopi{etal yia xphon and tou otépatog. To Siokio npénet va kataniverar oAokAnpo pe vepo Kai Gev
npénei va ouvBAifieral, va Siaipeitar f va paoiéta. Edv o aoBevng afuvarei va kataniei 1o Siokio, To
Giokio pnopei apxika va Siaanapei oe 50 mL pn avBpakoixou vepod. Mpéner va pintetar oto vepo,
xwpig va ouvBAiBerar, va avafieletar Ewg 6tou va Slaonopel kai va katanivetal apéows. Mpenet va
npoatifierar emnAgov pad notipi vepot yia vo Sioopakifetar ou Sev napapéver kanoto undAerppa Kai
otn guvéxela va katanivetal apéows. Aev npénel va npoatiBieviar ala uypd.Edv anaueitar xophynon
péow pivoyaotpikod owhiva, npener vo axohouBeital n o Giobikavio onwg ovwrépw akda
¥pnolganoviag oykoug twv 15 mL yia v opxkn Siaonopd kat 15 mL yio mv éknAuon Tou
unoheippatos. Ta npokuntovia 30 mL uypod npéner va xopnyouvial adpgava pe ug obnyleg tou
nap N tou pivoyaotpikot owhiva pe enopkeic eknhboeic vepol. H Giaonopd xai ta
unoheippata npener va xopnyouviar eviag 30 Aentiv and mv npoofBinkn twv Biokiwv oto vepo. 4.3
Avrevbeierg: YnepeuaioBinola om paotikn euofa n oe kanoo ano 1 éxBoxa nou avapépovial omy
nopdypogo 6.1. To Bakoapoxopto fev npenet va AupB&v:ml pal pe wo TAGRISSO (BAéne napdypago
4.5). 4.4 Ebikég npoeibonownoeig kot npopulageig kata t xphon: [poobiopiopsc katdotagne
e perahhofne tou EGFR: Orav :Etmfnul n rlaplntman xophynang tou TAGRISSO we enkoupikn
Bepaneia pera ty nAApn ektopn 1ou Gykou ot aoBevels pe MMK, eiva onpavika n Betikn katdotaon
perahha€ng tou EGFR (anahoupés oto efivie 19 n petarhagers avikataotaong oto evio 21 LBSSR
(LB58R)) va unobewvier mv enikefipdinta g Bepantias. Mpenel va egappoleal emKupwpevn
pefolog avahuong oe khiviko epyactnpio xpnapenotdviag DNA tou 10tou tou Gykou, nou eAngln and
Browia n xeipoupyikd beiya. Orav e€eraZeral n neplwan xopnynong tou TAGRISSO we Bepaneln yio
OV TONIKG Npoxwpnpéve N petaotanxe MMK, elvai anpaviiko va npeabiopifetar Beukn kataotaon
perahhang 1ou EGFR. Mpénet va epappoeta emkupwpévn péBabog avahuong xpnoiHonoiwviag eite
DNA tou dykou e€axBev and Befypa 1otol n kukhogopotv DNA tou Gykou (ctDNA) AngBev and Gefypa
nhdopatog. 0 Beukag npooblopopog tng katdotaong g petakhalng tou EGFR (evepyonomuxes
petahhaer; tou EGFR yio tn Bepaneia npang ypoppig n perahha€erg T790M peta v e§ehiEn vooou
ka1a  Siapkeia i pend tn Bepanelo pe EGFR TKI) xpnoiponoiiviag peBobo avaluong Booopevn elte
oe ﬁz{yyu 1ot00 1 ge Gefypo nhdopatog unobewvier kataAAnAGtnta yio Bepaneio pe to TAGRISSO.
Notooo, EIIV xpnmpunaln&:i peBobog avaluong pe Baon 1o ctDNA nAaopatog Kat 1o unm?\t:auu eival

¢Enpeiwan: H eviaon twv khivikav aventBupntov aupBaviwy biafoBpifetar olppwva pe mv exboon
4.0 tv ZuvaBwv Kpimpiwv Opohayiog AveniBupntwy EupBaviwy (CTCAE) tou EBvikol Ivoutautou
yia tov Kapkivo (NCI).

HKT: HAextpokapbioypogn QOTc: Agomnpa QT GiopBupévo we npog, tav kapblako puBpc

Eifwol nAnBuopol: I.\zv anulreucl npooappoyn e Soocolaying olpguwva pe v nhikia, 10 CWRPOTIKG
Bapog, 10 guUAo, v eBvotikn npogheuon kal ng cuviBeles kanviopatog tou aoBevolg (BAéne

nopaypago 5.2). Hoankd SuoAeroupyia: Me Baon khivikeg peletes, Gev onarteital npooappoyn g

T Aidpeon ﬂvsuuluvumiﬂslu Aiakonin Tou TAGRISSO (BAéne napaypago " n Bievepy pnAnpLHCUKAG aviAuong pe Gefypa 1ol otov elvar egikan, Adyw
(ILD)/Mveupoviuba 4.4) (m: Bavatntag yeubwe of 1) Aeoy pe m xpnon peBabou avahuong pe Paon to
fpootopivii Siakond tou TAGRISSO éwg ’fmﬁf'g:n( ”:i"“ i Q"'""" e ""’:‘:u g lm" "E‘T';:‘m e soelres "f: i':
. . . . e u G avagop
f[f vﬂ;rl;gcr:;cp::nluﬁpu :3“:;&::::?{:2:::3:?;: ::g:ﬁpu petahhaer tou EGFR. A ugzun mzuuuvunuﬂt o (ILD .‘g Iuﬂupn fiyla '?,wr‘: n8 popog
touhiatov 2 Giogopenikd | T, edv o apxikg OTc eivan peyakirepo AII:I|.|EU‘I'! I'Iveupcvunuliﬂu' (ILD} f uputuiuuu!:‘ HE ™ A!uusun‘ ﬂveuuuwnuﬁau avenBupnteg
. s . . avubpaceig (n.x. nveupoviuba) exouv napatnpnBei oe acBeveis nou eAaBav Bepaneia pe TAGRISSO oe
Kapbiayyeians HKI and 11 ioa pe 481 msec, 1ate ex vEou BRAE AN 0 . , e : v p o
évapkn e pewpévn Séan (40 mg) wikés pehéves. 01 neploabrepeg nzpmm)uzu:'ﬁ udBniay i unoxibpnaav e  Siokend e
Bepaneiog. AoBeveic pe npoyevéotepo iotopiko ILD, wappokoenayopevn ILD, nveupoviuba ano
Noparaan tou Gioothyparog akuvofola nou éxpnie Bepanelog pe otepoebn, n onowbnnote evbefn whvika evepyng ILD
OTc pe onpeio/oupnudpara | Opiouki Giakonn tou TAGRISSO anokhelomkav ano ug khvikég pehetes (BAéne nopaypago 4.8). ILD n opoiclouces pe v ILD
ooPapng appubjiog oveniBupneg evepyeieg avapepBnkay oe 3, 7% wv 1. lo?‘! ooBeviov nou ehaPav TAGRISSO oug p:}\mq
AveniBGpnn evépyeia Npoawpivi Giakand tou TAGRISSO yia ADAURA, FLAURA xm AURA. Mévre B pOpeg nep ‘ épBnkav oe Tonixa npoxwpnuwu n
Badpou 3 f unAétepn Siaomnpa péyiome Sidpkerag 3 efbopdbuy petootauxd otabio. Aev avagépBnkav Bavamnyopee nepintiioei; o enkoupikn Bepanefa. H ouxvornta
. : 5 eppavions ILD rav 10,9% oe aoBeveig lonwvikng eBvoukng npoeheuonc, 1,6% oe aoBevels Amaukng
Eayn “_"*“_‘B”P"",‘ £vEpyel efivatikng npogheuonc kai 2,5% oe pn Aciates aoBevels (BAéne napaypaipo 4.8). Mpéner va Sievepyelal
Bagpoo 3' n umMD@n L L npooekukn afiohoynon oAwv Twv aoBeviv pe ofeia vapgn kai/n aveiynin enibetvwon nveupovikiv
BE‘)‘"me,E' e BaByod : Mnopel va yivel sk bivag evopln ou oupmwpdtwy (Gionvoag, Bxa, nupetou) npokeipevou va anoxkewatel n ILD. H Bepanela pe outo to
0-2 yeva and npoowpnvn TAGRISSO omy bio &éan (80 mg) fi oz GappaKEUTIKG Npaiov npénet va Biakontetal npoowpiva evaow exkpepel n Siepedvnon outidv Twv
5'?"““"‘0",' TAGRISS_D via | xapnhdtepn Baon (40 mg) oupmwpdiwy. Eav Goyvwotel ILD, 1o TAGRISSO npenet va Giakonel kor va opxiver xotaMnin
Ao 5|nmn;||:! péyiomng bidpkeiag Bepaneio onwe anareftal. H enavaxopiynon tou TAGRISSO Ba npéner va eferaerar povo petd and
3 efbopdbuy npooekukn aiohoynon ou ogéhous kai tou kvblvou yio tov kaBe auBevn Sexwpiotd. Livlipoyo
AveniBUpntn evépyela Stevens-Johnson: Avagopés nepiototiktdv ouvbpopou Stevens-Johnson éxouv onavia avagepBel oe
BaBpod 3 f ugnhdrepn nou uuvﬁunupé pe m Bepaneia uETAGRlSSU Mptv ané mv evapgn mg Bepanelag, o1 ooBeveis Ba npénﬂ vo
Gev Behuwveral o BoBpol zvnpepwvovml yio aneia kat uupntmpmu tou auvbpopou Stevens-Johnson. Eav qu)uwmuwsnu:lu
0-2 petd ané npoawpivi Optonkn Biakonn tou TAGRISSO Kal pata nou unobnk o “, o St Johnson, 1o TAGRISSO 8a npénet apeda va
Giakonn yia Sidomnpa ﬁlumnmul NpogwpIVA N OPIOTIKA. ggumm 1ou_bigoryatoc OTc: Ie aoBeveic nou AopPavouv
péyiotng fidpreiag 3 TAGRISSO epgovideral napa tou Bioompatog OTc. H nopa tou Slaowpatog OTc pnopel va
eBbopdbuv empéper aufnpévo kivbuvo kothiowiv taxuappuBpndv (n.x. kothakng axukapbiog Gikny pimibiou) n

aipvibio Bavaroe. Asv avapepBnkav enewaobia appuBpiog oug pehéreg ADAURA, FLAURA n AURA (BAEne
nopaypago 4.8). AcBevels pe khivika onpavuxeg Giatapaxeg tou puBpol kol tng aywyipoTIag Gnws
afiohoyouvial peow nhextpokapbioypagnpato (HKM) npeplog (nx. Bidopa GTc peyahinepo v
470 msec) anoheiomKav and auiEg ug pu\fmq (1% nupu'vpuqlu 4.8). Drav elvar :mmd n xopnynon
g ooipepuvipnng oe aoBevels pe uyyeves olvbpopo puxpou ar npzﬁcl va unuq::ulrmi Hpaﬂ:t va
eferafear 1o evbexopevo nepiobikng nopakolouBnong pe  Bievépyeia nhextpokap

(HKI) kat m phpnun nhextpohutioy oe ooBevelg pe wwapnnm kapbiokn ovendpkeia, ﬁlampuxcq
Twv nhektpohutiv, f oe exeivoug nou AapBdvouv pappareutika npoidvia ta onoia evar yvwato ou




nopateivouv to Siaotnpa QTc. H B npénet va oo npoowpiva ot aoBevei nou
avantigoouv Hidgotpa OTc peyaritepo wwy 500 msec oe toukaxiotov 2 Giogopetika HKI £ drou to
Biaomnpa QTc kotaotei pikpotepo twy 481 msec n enavéNBel omnv apxikn Tipn Kot ev 10 opxike Tc
eivar peyohitepo and n ioo pe 481 msec, tote vo apxider ex véou n xopfiynon tou TAGRISSO oe
peiwpevn Boan 6nwe neprypagetar otov Mivaka 1. H oopepuvipnn npénet va Diakontetal opioTika oe
aoBeveic nou avantiooouv nopdtaon tou Giaotipatog OTc oe ouvbuaopd pe onoiobnnote and ta
axohouBa: Kotiakn taxukapbia ﬁumv plmﬁlou nolupupqm kothiakn toxukapbio, onpela/oupmuwpata
oofapnc appuBjiac. : Le oMec g kAvikeg Sokiec, o Khaopa
EfwBnang g Aplotepng Kml\scc (LVEF) PEIVETOL NEPIOOGTEPD and n (oo pe 10 nocoouinieg povabeg
kal pia peiwon oe Mydtepo ano 50% avékuye oto 3,2% (40/1233) 1wy coBevidv nou ehaBav Bepaneia
pe TAGRISSO, oi onoiol ixav pio apxikn Kol pia owohouBn extipnon tou LVEF. Ie aoBeveic pe
kapbiakoUg napdyovieg kivBUvou Kol OE EKEIVOUE PE KOTOTTACEIS Nou pnopolv v a ennpedoouy to LVEF
npénei va eferaZeral 1o evhexopevo napakohoufnang tng kapliakng Aertoupyiag, oupnepihapBavopevng
g ektipnong tou LVEF kata v évapEn kai katd n Gidpkeia tng Bepaneiog. Iz aoBeveic nou
avantiogouv OXetikd Kopblaka onpeio/oupnt@pato katd tn Hidpkein g Bepaneiag, npéner va
eeralerar o eviexopeva napakohotBnong e kopbiakng Aeroupyiag, oupnepiiapBavopévng tng
ektipnang 1ou LVEF. Ie pia Bokipn emkoupikng Bepaneiog eAeyxopevn pe eikovikd pappako (ADAURA),
10 1,6% (5/312) wwv aoBevav nou £\aPav Bepaneia pe TAGRISSO kot to 1,5% (5/331) wwv aoBevidv nou
£haflav elkovikS pappako eppavioav peioels oto LVEF peyahdtepes and n foeg pe 10 exatoomaieg
povabieg ka1 pra mawon ae Myotepo ané 50%. Kepariuba: Keparinba avapépBnke ota 0,7% (n=10) twv
1.479 aoBeviov nou éhafav Bepaneio pe TAGRISSO oug pehéreq ADAURA, FLAURA kai AURA. Oi
ooBeveic nou napouiGfouv onpefo kal oupmwpata eviiektikd kepatiuBag, onwg ofein
embevoupevn: pAeypovn tou ogBakpod, ﬂﬂﬂpl:lppn(ﬂ euaioBnoio oo puwe, Bapnn dpaan, novo tou
opBayol A/kar e§épuBpoug ogBadpols npénel va napanéunovial opéows ae ogBalpiatpa (BAéne
napdaypago 4.2 Nivaxa 1). HAikio ka1 owyoukd Bipoc: HAkiwyévol oaBevels (>65 ewv) n uaﬁzvﬂ( e
xapnAd owponko Bapog (<50 kg) evbexopévwe Bpiokaviar e oufnpévo kivbuve va avarmuouv
avemBUpnteg evépyeie; BaBpol 3 n peyalinepou. Ie autols Toug aoBevels GuVIOTATal NPOCEKTIKN
napakohoUfinon (BAéne nopoypapo 4.8). Ndrpio: To pdppako autd nepiéxer Miydrepo and 1 mmol
vatpiou (23 mg) ava Siokio 40 mg fn B0 mg, Gnhabn eivol oudiootkd «ekedBepo vatpious. 4.5

AMnemibpa pe dMha 6 npoidvia ka1 dMeg popgpéc unnhnuipmmq
mwummmm IJ| toxupol enaywyels tou CYPIAL pnopef va peitbaouy my exBean
me oopepuvipnng. H uulgzpnvlgnn pnopel va cunoel v éxBeon unoutpwGTWY TG NPWIEVIG
avtioraong tou Kapxivou tou paatod (BCRP) kat mng P-yhukonpwreivng (P-gp). W
MMWWW In vitro pekereg kaebeikav du o
petaBohopag ®aong | ng oopepuiviunng Gievepyeital kupitg péow wwv CYP3AL kai CYP3AS. Ie pia
pekemn kAvikG pappakokivitikng riou Sie€nxBn oe aoBevels, n ouyxopiiynan pe 200 mg npaxovaZohng
Bi npepnoiuwe (roxupds avaatohéas tou CYP3A4) Bev eixe khivika onpavakn enlbpoon omv exBean me
Dulu:pmﬂ'.unm (avgnon mml:pdmuqu&munémv vapnihn kot 26% kat peiwon g C__ kend 20%). Katd
ouvEne, ol mumhzl: wou CYP3A4 Bev eivar mBavo va ennpeafouv v exfeon g ooypepuvipnng. Aev
Exouv ﬂ:pnnzpm 0 Eviupa. W
- Le pia pehem khvikng pappaxokwvnukng nou GieEnxBn
oe aoBeveic, n AUC ¢ oopepuvipnng o otaBeponoinpévn karaotaon peitiBnke kot 78% owav
ouyxopnynBnke pe pupapnikivn (600 mg npepnoitwg eni 21 npepes). Opoiws, n éxBeon atov petafohit
AZ5104 peddBnke kard 82% oov agopd oty AUC kat 78% 6oov agopa o € Tuviotdtal n onopuyn

enfiwon (BAéne napaypagpo 5.3). Aev pnopei va anoxkAeiotei o kivbuvog yia to Bnhadov naibi. O
BnAaopdc npéner va Siakontetal katd n fidpkeia tng Bepaneiag pe to TAGRISSO. [ovipdtnta: Aev
unapxouv Gebopéva yia v enibpoon tou TAGRISSO otnv avBpwnivn yowipdtma. Ta anotehéopata
uehettdv oe nelpaparddwa eéxouv Beifer on n oopepuvipnn entbpa ota dppeva kai ta Brkea dpyava
uvanupcytu!rn( Kat Bu pnopotoe va uawazl n yovipotnta (BAEne napdypago 5.3). 4.7 Embpdoeig

omv ynong xat Xeipiopod pi i To TAGRISSO fev éxel kapia n éxel
aonpavin enibpaon omv (kavamnta obfynang KaL xeipia} 0 patwv. 4.8 AveniBipnreg
evépyete: [lepihnyn 10u npooik aopoeioc: ic ue M 6 Je

EGFR: Ta Gebopeva nou neprypag: IpaKAT NA afouv v €xBean ato TAGRISSO oe 1.479

aoBevelc pe pn pikpokuTiapikG kopkivo tou nvedpova Bemko yio peraMMéeig ou EGFR. Autol o
aoBeveic ehaBav TAGRISSO oe Gon twv 80 mg npepnaiwe oe Tpelg tuxalonoinpéves pekéteg Oaong 3
(ADAURA, enikoupikn Bepaneio, FLAURA, npwm ypappn ko AURA3, Beltepn ypappn pévo), Guo
pehgreg evog oxéhoug (AURAex kot AURAZ, Geltepn ypappn n endpevn) kat pio pedétn @dong 1 (AURAT,
npunn ypappn i endpevn) (BAne napaypag 5.|). O atepeg avenBupnteg evépyetes nrav
BafByou 1n 2 oe Bapd o oTEp P "',. ¢ evépyeiec pappakou (ADRs) fitav
Gidppoia (47%), efavBnpa (45%), nop (33%). Enpoleppia (32%) ko oroporinba (24%). Ot
avemBUpnte evépyeteg BoBpod 3 kai BoByod 4 ang peAéteg fivav 10% kai 0,1% avtiotoxa. Le aoBeveig
nou ehoflav TAGRISSO 80 mg dnof npepnaliwe, ol pewoeig g boong e€artiog avemBupntwy evepyeiiv
eppaviomsxav oe 3,4% twv aoBevdv. To nooootd Biakonng efamiog avemBUpntwy evepyaiiv Atav
4,8%, AoBevelc pe 1atpikd 1otopiko ILD, pappakoenayapevn ILD, povinfn and axtvofokia nou
&xpne Bepaneiog pe oteporsbn, n onotabnnote éveifn khivika evepyng ILD onokheiomkav and ng
Khvmr.q pqu AuBcvzlq e khivika unpumm; fiatapaxég tou puBpol Kat tng aywyipeTTag Gnwe
afiohoy péow pokapSioypapnpatog (HKM) npepiag (nx. fidonpa OTc peyahitepo twv
470 msec) anokAeiTKav ang autég TG, pehéteg. 01 aoBeveis afiohoynBnkav we npog to LVEF kata m
Siahoyn wai kaBe 12 efbopabeg ot ouvéxeio.

Karahoyoc avemBupntwy evepyewiv of yoppn nivaxka: Ot umnaupmu, EPYEIES EXOUV NP

oUppwvVa pE TIC Kamnyopieg ouxvétntag otov MNivaka 2, 6nou eivar Suvatdv, pe Baon  ouxvamia
Ep@aviong Twy ouykpiowv ovapoptov avenBipntwy evepyeidv ot éva aBpoionikd alvoko and
1.479 ooBeveis pe MMKN Beukodc yia pezahaer; tou EGFR, ot onoiol éafav TAGRISSO e Soon
wwv 80 mg npepnolwe ang pehéteg ADAURA, FLAURA, AURA3, AURAex, AURA 2 kai AURA 1. O
avemBupnies evepyeres napatiBevial oUpgwva pe v Komyopia Opyovikod Iuomipotog (SOC)
oto Ae€ike MedORA. Eviag kdBe kamyopiag opyavikot cuompatog, of avemBUpntes evepyeies Tou
oppakou eival wkivopnpeves Baoe: ac, PE TIG UXVOTEPEG evepyeles va napatiBevial npitec.

Eviog, kaBe opabog ouxvatniag, o1 aveniBUpNTes evepyeies Tou Quppdkou napoualafovial Katd celpa
@Bivouoag oofapomtag. EninAéov, n kamyopla cuxvotmog nou avuiotonel ge kaBe aveniBupnm
evépyela BaoiZetar om oupBaon CIOMS |1l kot opiZetar we e§ic: nokd ouxvég (21/10)" ouxvé (=1/100
£wg <1/10)" ox uuxvér; (21/1.000 t':mc <1/100)" onawvieg (z!ﬂﬂ 000 €wg <1/1.000)" nohd ondwvieg
(CH]D QI]D) un wmct:: (Bev pnapnuv vt exupnBodv and ta GwBtapa Gebopeva). Mivakag 2.
PEp ouig pehéres” ADAURA, FLAURA xat AURA

NG TAUTOXPOVRG XOPTYNONG 1oXupy enaywyéwy tou CYP3A (nx. awutalvng, pipopnikivag Kot Awatapaxég Tou Meiwpevn opekn Tohi guxvn (19%) 1,1%
nup;‘!-upu(snlvn:) pE 10 TAERISSEI Métpiou BaBpou mwmyu( tou CYP3AL (nx. Buumuvn peraPohopod kot tng
pafipevin, Bipivn, pobag unupﬂ :nlonc va pamuuuv wy ekBeon oty ualpq:mvlpnn Kat Bpéyng
npénelva xpnmuunoluuwm ps npnuuxn 1l vo anogeuyoviol otav eival zqumu ADev unépxouv BioBeopa ? 5
khivika Gebopieva npokewpevou va yiver olotaon yio mv npuuuppuvn ¢ Goong tou TAGRISSO. H Rscnpaxty m:n Enlorafn Bl (354) e
mumwovn xprmn ou Bu\unyuxupmu a (BAene nopaypago 4.3). Emﬁgmu_ﬁmmm cuovhpaTag, Tou Aidpeon ) Tuxvh (3,7%) 1,1%
: Le pa uzAzm K.\lvmm: mcppouomwmmc, B nveupovonaBeia
bpaxa Kal Tou
uuvxupm(nun up:npu[u)«n: Gev npokadese whivika onp Wy mg
pecoBupakiou
ooipepuvipnng. 01 napayovies nou 0 YOOTpIKG pH pnopolv va xpnoonoinBolv - - -
Toutoxpova pe 1o TAGRISSO xwpic neplopopolc. dﬁmﬁmwwmm: Miorapaxég Tou Miappoia NoAd auxvi (47%) 1,4%
Wmmmn&mm&ﬁﬁﬁ& Me Béon in vitro pekéteg, n umu:mwlunn elval YaotpeveepiKol Tropariuba® Mokdl oush (26%) 0,5%
nvm!rumu‘rmuc avagoAeas v HETOROpEWY m; BERP e o kAvikn peREn popp il :
ouyxopiiynon tou TAGRISSO pe m pooouf Bnto unootpwpn g BCRP) qunuEvaUC pBakpixég Buarapaxég | Kepatind Ot ounov (0,7%) 0,1%
Kat m‘ L‘w mg p»uuuuﬂnutml\fnc Kata 3?% Kai 72%, ovtictoixa. AoBeveic nou .l\nyﬂ?vuv mu}uxpovu Armapaxis tou EEavnyat Mlohd A (45%) 07%
aywyés pe GioBeon efopiipevn and v BCRP war oevd Bepanevtke beikn npenet va 5é
3 . d B 5 3 2 £ppatog Kat Tou . - =
nopakohouBotviar oteva yio enpela peraBohng tou BaBpod avoxng oy Tautdxpova xopnyoupevn unobbpten 1oTod Napovuxia® Mohd guxvn (33%) 0,4%
aywyn wg anoiehespn e ounpévng exBeong ko m Giapkeia Adyng tou TAGRISSO (Bhéne P =moobeouia? Mokd oush (32%) 0%
nopaypapo 5.2). Ie pia pehétn kAWIKAG Gappakokivaikig, n guyxopiynon tou TAGRISSO pe oo .
oipBactativn (euaioBnto undotpwypa tou CYP3AS) peiwoe v AUC kot tn L. M5 aipaotativag kata Kvnopag' MoAu guxvn (17%) 0,1%
9% wa1 23% aviiotowa. O pevaPoleg autés eivar pikpeg kat dev elvar niBavo va éxouy kKhvikn onpooia. A 7
01 khvikeg pappakekiviTikes alnhembpaoeig pe unootppote tou CYP3A4 bev eivar mBaveg. fAev Moonexia Zuwvi (5,5%) g
unopel va anokhetotel o kivBuvog peiwpévng £xBeon ota oppovika avuoulMnmuxd. Ze pla khivikd Kvifiwan Tunovn (1,9%) 0,1%
peremn aMnhenibpaong pe tov unofoxéa X tou npeyvaviou, n ouyxapiynon tou TAGRISSO pe - .
peCopevabivn (undotpwpe mg P-gp) uﬁEnuE v AUC kot C__ g ge€opevabivng kata 56% (90% CI [:xﬁpu""? nakayio- T (1,7%) 0
35, 79) s 76% (90% C1 49, 108} pexd an pia epén, Goon kau 1 279% (90% C1 11, 46) ka1 25% (90% C1 6, 5 “‘“‘g"“-’ o
Isa)mn Bep m 1, .01 cuBzvalcnuu AopBavouy TauToxpovn poppaKeUTIK epuBpoducnioinaiag
aywyn pe GiwBean efoprcdpevn and mv P-gp kai pe oteve Bepanevtkd Gelkmn (nx Biyo€ivn, Mohipopyo eplBnpa™ | Txi ouxvn (0,3%) 0
BaPiyatpavn, ohiokipévn) npénet va nupcmlauﬂm.iwm otEva yio unyziu usmBAnEziuuc avoxng, wg - ) A
anoteheapa uufnpzvnc exBeong om uuyxupnvcuu:vn poppakeUTIkn aywyn, evid AapBavouv 1o Beppanxi ayyetnba Ot ouxv (0, 3%) g
TAGRISSO (BA. napaypago 5.2). 4.6 e , KUnon kai yahouxio: MMMW Lovbpopo Stevens- Inavia (0,02%)
Brdewy gropwy: Muvaikes ovanapoywyikng n.\mluc npEneL va )muanuw ofinyieg yio v anopuyn Johnson
cwfuyuuuvnc‘umu m ﬁ‘IUpKE'lI‘.I Agng Tou TAGRISSO. O uuBEyalc npénei va .’ulipﬂuvul.:v obinyieg yiom Tapaxhivié eEevdoesg | Mopéroon tou Ox1 ouxv (0,8%)
xpnon HEQWV Mnpng yio ug akohouBeg xpovikeés nepiofouc pera mv s &
3 i % ety : A Biagmyatog Te!

ohokAnpwon tng Bepunziag pe OUTO 10 PAPHBKEUTIKO NPOIOV: ToUAGXIOTOY 2 PAVEG Y10 TI YuvalKe Kal - - - - -
4 prves yia tou¢ avBpeg. Aev propel va anokhetotel o kivbuvog peiwpevag exBeang ota oppovika (E"Pﬂlﬂﬂ_’ﬂﬂllfw APIGHQC Aeukoxuttapwv | Mohd guxwn (65%) 1.2%
avuoulhnnuka. Kungn: Aev undpxouv n efval nepiopiopéva 1o GeSopeva avagopikd pe T xpnon mg oE o Aéop peiwpevog”
amu:p}lvlipnnc uE‘é\'KuE: yuvuj'nzc. N!a\z'u;u: nElpu;futé?,um é:lcuuw bel€et uvunc:xpuvm:fmﬁ luEEmimm ‘t“m'f" nou ApiBpoc hepporurtdpey | Mok ouxvi (62%) 6,1%
(epBpuikn Bvnopodtnta, HetwpEvn avamugn tou epBpuou, kot Bvato 1wy veoyvay, Blzn: napaypago ouviotodv perafolég HEiwpévoR*
5.3). Me Baon tov pnxaviopo 6puum: Tou Kai @ npokhivikd Debopéva, n ooipepuvipnn unupel va g PoBpovipnong kard = = = =
npokahéoet B.lluBn 1ou epfptou owav uupnyclml oe i £YKUD vuvutnu To TAGRISSO ﬁw npénet va CTCAE) Ap|ﬂp:!q mtmrtﬂnhlhw Mokd ouxvr (53%) 1.2%
xopnyefta katd m Biapkeio g eykupootvng extog edv n kKhivikn kataotaon G yuvalkag anaref Helwpevor
Bepun:lu e mv oopepuvipnn. BpAgouoc Aw efvol yvwoto edv n oopepuvipnn n ot petafoliteg g ApiBpoc oubetepogihuwv | Mokl auivn (33%) 3.2%

oo avBpinivo yaha. 01 nAnpogopieg yio Ty Ekpion tng ooipepuvipnng i twv petaBolioy pEiwpEvOR”
mc 1o yoha v {dwv elval avenapkeis. Qotooo, n ooipepuvipnn kot ot perafoliteg g ovixvelnkoy Kpeanvlim oo Tuxeh (9%) 0
ot BnAaZovia koutaBia kai unnpEav ovemBuipnteg emibpaoeis oy avamutn wwv koutafidv Kol v cuEngian®




“Fuykevrwnka Gebopeva twv peherwv ADAURA, FLAURA kar AURA (AURA3, AURAex, AURAZ kat
AURA1)" ouvoyifovtal povov oupfavia aoBevidv nou élaBav touhdxiatov pia 66on tou TAGRISSO we
Tuxalonoingevn Bepaneia toug.

"fuviBn Kprnpia Opoloyiag AvemBipmwy ZupBaviwv (CTCAE) tou EBvikel Ivoutoltou yia tov
Kapkivo (NCI), exboon 4.0.

MepihapBavaviar: Giapean nveupovonaBeia, nveupoviudo.
ShvapépBnrav 5 nepimwaetg ouppa BoBpou 5 (8
“TepihapPaver: eEAkwon tou ordpatog, oropatiuba.
"MepihapPaver: EMeppa tou eniBnhiou tou kepatoeifouc, Giapwon tou kepatoeibolc, Kepotinba,
oukt kepatinba

TepthapBaver: akpn, Seppatinbe, Geppariuba opoiafovan pe akpn, pappokeutika eEavBnpa, epuBnpa,
Buhakiuba, ghiktowa, efavBnpa, efavBnpa epubnparwbes, efavBnpo Bulakible, yevikeupévo

) kara CTCAE.

5. WAPMAKOAUI'IKEI IA]DTHTEI. 5.1 © Suvopikig 1616 o B

yopia: avuiveonhaopaikol nopayovies, Aeil IVIKAG Kvaong Kmﬁmoc ATC: LI]lEBIM
Mnxaviopac Gpaonc: H eopepuivipnn eival Avnu'rulzu: mc Tupoowikng Kivaong (TKI). Anotehei pn
PEYIHO Aea twv Ynoboxéwv tou Enbeppikol Aufnukot Mapdyova (EGFR) nou gépouv

peralhateic euaaBnronoinong (EGFRm) kat TKI-ovBexuwkn petahhafn T790M. @apuakobuvapikec
emibpaoeic: In vitro pelérec éxouv xarabeiel 6u n oopepuvipnn €xer upnAn Bpaguikdmta Kat
avactahukn Gpaon évav tou EGFR oe éva eupl gdopa ohwv Twv KAIVIKA OXETIKWY KUTTOPIKWV
OEWPWY PN PIKp pIKOU Kapkivou Tou (MMKN) pe perarhagerc euaioBntonoinang tou
EGFR kot peraMafeic T7T90M (pawdpevec IC, and & nM ewg 54 M gvovn Tou puopopuliwpévou
EGFR). Autd enipéper avoatohn tng kuttapikng avantung, eved eppavifetal onpovika pixpotepn
Bpdon evavn tou EGFR oe kutiapikeg oepéc guokod tonou (pawdpeveg IC, ond 480 nM éwg
18 nM evavi pwogopuhiwapévou EGFR). H in vivo ano tou otdpatog xopnynon oOIpEPTIVIIANG

efavBnpa, knhibwbeg efavBnpa, knhibofhaudwbet efavBnpa, PAaubwbec efavBnpa, phuktavabes
efavBnpa, i efavBnpa, puoahibwbeg efavBnpo, BiaBpwon béppatac.

"MepihapBave:: Bratapaxn g Koitng Twv ovuxwy, AoipwEn TG Koitng ovuxa, pAeypovi TG Koitng
ovuxa, Suoxpwpanopds ovuxa, & i ovuxa, Guotpopia Gvuxa, AoipwEn Twy ovixw, xpion
ovuxa, pafoel ovixwy, tofwdtnta dvuxa, ovuxahyio, pr§n Gvuxo, ovuxohuan, ovuxopddnan,
ovuxopaAakia, napovuxia.

*NepihapBaver: Enpabeppio, Eklepia, pwypes beppatog, {npnbepuu Ehpwon.

‘ﬂzpmnpﬁuvsl Kkvnopog Twy BAepdpuv, KVNOPGE, KVNOPGE YEVIKEUHEVOS,

“flévte and toug 1.479 aoBeveic ong pehéreg ADAURA, AURA kai FLAURA avégepav noAupoppo
epliBnpo. EMgBnoav eniong avagopés yia noAlpoppo eptBnpa petd v kukhogopla Tou npoidviog,
oupnepihopPovopévav 7 avapopiv and o pehém napakohoUBnang petd v KukAopopia tou
npoiévrag (N=3.578).

OEknipcopevn ouxvemta. To avidtato 6pio Tou 95% Cl yia ™ onpewnkn extipnon (point estimate) eivar
3/1142(0,3%).

VAvapepBnike éva oupBav oe pia pekéTn peta v KukAapopia Tou NPoIBVIOG Kal N OUXVOTNTA APOEKUYE
ané ug peAéreg ADAURA, FLAURA kat AURA kot pehémn petd mv kukhopopia Tou pappdkou (N =
5.057).

“Avanopiotd ™ ouxvétnta eppaviong Twv aoBevidv ol onoiot efxav nopdtaon tou GaoTipatog
QTcF >500 msec.

ouppis Tou oykou 1aoo ot Eevopooxeupata MMKI nou pepouv EGFRm Kal T??I]M
xuﬂmc a1 oe Gioyowiblakd povieha Gykou nvelpova mOVIIKWY.
To Suvapikd nopdraong tou Giaothpatog OTc and to TAGRISSO afiodoynBnke oe 210 aoBeveic nou
thaPav ooipepuvipnn 80 mg npepnafwe o perm AURA2. EuMexBnkav Siaboxika HKIM pea ano
eipanof 86on kaBug kal otn p évou va afiohoynBel n eniGpaan g
ooipeprivipnng ota 5|n=m1;|ut:| DT: Mia uvulucm PapHOKCKIVTIKAC/ pappakouvepIkig npozBAsq:z
oxeudpevn e 10 papy pi Tou b [lT: Kata 14 msec r.rm 80 rng pe Gvw opio
16 msec (90% EI) 0 £ g i

unurd:uyunxnmm Kot n uuqm?«zlu 10U TAGRISSD vlu mv :mxnupmn Szpunezu uﬂBEVhW pE MMK[[
Bemkd oe EGFR pnu}\lﬂﬁﬂq (Ex19del n LBEHR) o1 onoiol eixav unofiAnBei o nhnpn extopn Tou dykou,

e 1 xwpic nponyolpevn :nlmupmn It 0 o pévn, Sinka
TUpAR, EAEYXOHEVN JIE EIKOVIKO (APHOKD yahzm (AI]AURA) 01 emAe€ipor aoBeveic pe :Empempnuq
Gykoug otablou IB-IIA (oUpguwva pe Ty Apepikavikn Kowh Enitponn yiatoy Kopkivo [AJCC) 7" éxBoan)
£npene va pépouv petahhageig tou EGFR (Ex19del i LBEHR] ol nrmu:g rautonoinBnkav pzum mg
Soxpooiag npmﬁlaplupnu petaMaEewv EGFR cobas nou Bievepy npoonTIkd Xpnoiy

uhikd and Poyia n xetpoupyixa Seiypa oe Eva mnplm epyaotpio. 01 coBeveig l:uxomnmanm 0 1

tare vo AdBouv TAGRISSO (n=339, 80 mg and tou otopatog ana npepnoiwg) n elkoviKo pappako
(n=343) pewa ano avappwen and xeipoupyikn enépBaon kol npownn enikoupikn xnpetoBepaneia,

“AVONGPIoTd T OUXVOTNIO EPPAVIONG TWV EPYQUINPIOKWY EUPNPATWY, OXI TWV OvOgEpGH
avenBopntuwy oupBaviwy.

Oepwvaagd. eniheyuévwy aveniBiyntwy oviBodoewy. Auyeon nveyuovendBero (ILD) Tug pehéres
ADAURA, FLAURA wat AURA, n ouxvamnta eppavions ILD ftav 11% oe aoBevels lanwvikAg eBvotkng
npoehevang, 1,6% oe uaﬂsveiq n lanwvikng Amtmnn: eBvoukng npogheuang kat 2,5% oe pn Aoiateg
ucEzv:lc 1] Elup:uoq XpOvog mp{nc g ILD A v avemBupnwy avubpaoewy nou opolafouy pe my
ILD ftav B4 npepeg (BAene napaypago 4.4). ﬂmmmmu_ﬂumunm{j‘l’c Ano toug 1.479 acBeveic
Twy peketiv ADAURA, FLAURA ke AURA uno Bepansio pe TAGRISSO 80 mg, to 0,8% v aoBeviiv
(n=12) GiomotwBnke ou eixe OTc peyohitepo twov 500 msec kot 10 3,1% wy aoBeviov (n=44) slxz
abnon tou apxikos OTc peyahitepn twy 60 msec. Mia avahuon gapy mmu,nm-- paxobuvapIKng
pe 1o TAGRISSO npotBheie sopripevn ano tn ouykévipwon abnon g napataons tou Giaompatog
OTe. dev avapepBnkav appuBpfes axeufdpeves pe 1o Bidompa OTc oug pehéres ADAURA, FLAURA
fi AURA (BAéne napaypagou 4.4 xoi 5.1). Empmdoeic toy vaotpeviepikod guomiyaroc: Tug pekéreg
ADAURA, FLAURA wa1 AURA, avapépBnke Bidppota ato 47% twv aoBeviy, ek wov onolwy 1o 38%
ntav oupPdvia BaBpot 1, 0 7,9% ntav BaByod 2 xai 1o 1,4% ntav BoBpol 3 « Gev avapepBnxav
oupBavio BoBpou 4 i 5. AnaunBnke peiwon g boong oo 0,3% twv aoBeviov kai Biakonn g boong
ota 2%. Tesoepa oupBavia (0,3%) obnynoav ge Giokonn g Bepanefag. Zm pehén ADAURA, FLAURA
kat AURA3 o Biapeoog xpavos £we v evapEn ftav 22 npepes, 19 npépeg kat 22 npépeg, avilotoxa,
kat n Guapeon Gidpkeia twv oupBaviwy BaBpod 2 itav 11 npépeg, 19 npgpeg kat b npépes, avilotoxa.
Aarodeyixd _oupBava: Exouv nopompnBel nptoipes peidoes wov Giopeowy epyoomplakiv
petpnoewy Ty Aeukokutapwy, Aeppokuttapwy, oubetepopihey kol aonetahivy oe aoBeveis
nou €hofav Bepaneia pe TAGRISSO, ot onofeg araBepononBikav pe v napobio tou xpovou kat atn
OUVEXEID NOPEPEVAY NOVLY ONO 10 KatWtepo opia Tou guaichoyikol. Exouv avopepBel aveniBupnta
oupBivia Aeukoneviag, Aepponeviag, oubeteponeviag ki BpopBoneviag, 1 neproodtepa and 1o onola
Atav nmag i pégprag oofapatag kai bev obnynoav ve Biakonn g boong. HAiktwuevor Tug pehereg
ADAURA, FLAURA ka1 AURA3 (Nﬁl 479) 10 63% 1wy aoBevidv fitay n)uhiu( 65 entv ka1 peyahdrepng

6nou xopnynBnke. Ot aoBeveis nou Gev ehoBav enikoupikn xnpeinBepansio tuxaononBnkay eviog
10 Eﬂﬁupnﬁm at ot ooBevels nou ehaBav entkouptkn {o eviog 26 efopdbuwy petd m

oy tpBaon. H {non ot pe Baon tov wno perdAho€ne tou EGRF
(Ex19del n LBSAR), tnv eBvoukn npoedeuan (Aotaukn n pn-Actotikn) kat i otabioroinon pe Baan m
Siobeppirn BiaBwparikA Broyla pe Behdva (pTNM) (1B 11 i IHA) otpipuva pe myv AJCC 7 éxBoon. H
Bepanela xopnyABnke péxpl v unatponn g vogou, pn anobexth tefikatnta i yia 3 xpovia._To pérpo
Kuptag ékBaong anotekeapankémiag nrav n emBiwon ehevBepne vooou (OFS) kata v afiekdynon
Tou epeuvnt otov nAnBuapd atabiou II-IIA. H DFS katd v afieAaynon tou epeuvin otov nAnBuopa
orabiou IB-IIIA (ouvohkog mAnBuopdg) ntav éva eninpdoBeta pétpo &xBoong unoteheopatikémag.
‘AMa eninpooBeta perpa exfoong anoreheopoukomiag fav 1o nooooto DFS, n ouvohkn emPiwon
(0S), 1o nocootd 0S kai o xpévog éwg my embelvwon om oxeudopevn pe v uyela nowinta Jwig
(HRQoL) oto SF-36._Ta Gnpoypatpikd XapaKImpIOTIKG KOL T0 XGPAKINPICTIKG TG VOgOU Tou duvolikod
nhnBuopod firav: Bidpeon nhikia 63 etdv (edpog 30-86 exdv), =75 exv (11%), Bkeig (70%), Agiateg
(64%), aoBeveig nou Bev nrav note kanviotég (72%), Katdotaon Aettoupyikng tkavatntag 0 (64%) n
1 (36%) pe Baon v khipaka tou Naykoopiou Opyaviapod Yyeia (MOY), arafio 18 (31%), axdbo It
(34%) kat A (35%). Doov ogopa v kataotaan petahhang tou EGFR, 1o 55% ftav analoipn oto
£Evio 19 kat to 45% frav petahaters avukataotoong oto efwvio 21 LBSBR, 9 aoBeveis (1%) elxav
eniong tautoxpovn de nove peraMan T790M. H nhewopnipia (60%) wv ooBeviov ehafe emkoupiki
xnpeioBepaneia npiv and my txatonolnon (26% 1B, 71% IIA, 73% 11B, 80% NIA). Kata t xpovikn ouypn
g onokenng Twv Gebopeveov, 205 (61%) aoBevelg nrav oxopn und evepyn Bepaneia, ano toug 73
(11%) aoBeveic, o1 ool eixav v eukalpio va ohekAnptdoouv v tpieth neplobo Bepaneias, 40 (12%)
ftav oo okehog g ooipepnivipnng kat 33 (10%) oo okelog tou sikovikol gappdrou. Ynnpxay 37
aoBevels, o1 onolol elxay unotponn g vocou und 1o TAGRISSO. 01 nio ouxva avapepopeves Beoeig
unotponng mav: nvedpovag (19 acBevelc), hep ¢ {10 aoBeveic) kau KNI (5 aoBevels). Ynnpxav
157 aoBeveis, o1 onolo eixav unotponn mg vogou und 10 ElKoVIKD pappako. Oi Mo guxva avagepopEeves
Beaeig ntav: nvedpovag (61 aoBevelc). Aepgpabeves (48 aoBeveic) kat KNE (34 aoBevelc) _H ADAURA
webeife & onpavakn peiwon otov kiviiuve unotponng e vogou n Bavdtou yio aoBeveis nou

wai 1o 12% nav nhikiag 75 ey ml pzyuhumpnq Ie DU\'leDI'I pe vegtEpa Gropo (<65) NEPIODDTEPTL
noﬂw:lczﬁ LV avEpEp H sv:pyals:ul onoieg enepepav 1por g 6oong 1ou
papudkou e pereme (Giaxoneg A peitdoeic) (16% evavi 9%). Ta eibn twv avemBopntwy ouppa

thaPav Bepaneia pe TAGRISSO oz olykpton pe 0oBevels nou eAoBav eikovikd pappako atov nAnBuopd
otobiou II-IA. Napdyoia anoteAéopata naponpiBnkav otov nAnBuopo owbiou IB-IIIA. Ta Gebopeva

ouvohikng empi (0S) bev rvav Wpipa Kata t xpovikd ouypn g avahuang e OFS. Ta Gebopeva

nou avapépBnrav ftav napopoia aveoputwe nhkiog. O peyalitepor oe nhixia aoBevels avéwpep)
neploootepeg aveniBupnte evepyeies BaBuol 3 n uignA U JUYKPITIKG HE ToUG VeaTepou aoflevels
(13% évavu 8%). Aev nupumpﬁﬁnaﬂv OUVOAIKEG ﬁluq)upéc unmdmpunmimmc petol v aropwy
UV Kai Ty veotepwy atopwy. MopompnBnke éva owBeps npatuna ota unum\zupum uuqmlﬁluq
Kkat anoteheopatxotmac omy avahuon twy peledv AURA Bdong 2.
Ie ouBml: HE xupn.\n amumnu Bapog (<50 kg) nou i\uuﬂuvuw TAGRISSO 80 mg uvumapﬂnuuv
pyEI) BcBuou 23 (46% évavu 31%) ka1 nopataon tou QTc
E]?% £vava 5%) ano uuﬁavelq |.|z ps\lu.hmpu owpauka Papog (50 kg). Amuﬂunﬁw
mmﬂuuwmy H ovapopa mBavoloyoupeviy uv:mEupnmN evzgv:m.w peta ano m
xoprynon GBeia kukAooplag Tou eppakeutikod npoidviog eivar onpavukn. Emitpenet tn ouvexn
nopakohodBnon me oxéong ogehoug-kivbuvou Tou appakeutked npoidviog. Zntefar ané Toug
enayyehuatieg uyela va avagpepouy onoieabnnote mBavohoyolpeves aveniBUpntes evepyElEg pEow
1ou Bvikol ovompatog avagopds. EAaSa: EBvikag Opyaviopog Qoppakwy, Meooyeiwy 284, GR-
15562 Xohapyos, ABrva. Tnk: « 30 21 320403B0/337, ®af;: + 30 21 06549585, lovotonog: hitp://www.
eof.gr Kinpos: Qappakevtikec Yanpeoieg, Ynoupyelo Yyelog, CY-1475 Asukwoie. Tnk: +357 22608607,
®af: + 357 22608669, lototonog: www.moh.gov.cy/phs. 4.9 \’mpﬁwalnvin- Iug khvikeg Gokipeg
pe TAGRISSO E\ll:ll: ncplnplupsvuc apiBpog aoBeviov ehafe Bepaneia pe npepnotes; Saoer; ewg 240 mg
xwplg my epp 106 ov g Soong. Tug pehéreg autes, ol uoSMN; nou ehafav
Bepaneio pe npepnaieg booeig TAGRISSO 160 mg ka1 240 mg epipavioay alnon g cuxvamiog Kat g
Baputnag evog apiBuoy ouvnBwv AL enayopeviov and tov EGFR TKI (kuplwg Biappoia kai beppaniko
efavnpo) ouvxpmué e ™ Boon twv 80 mg. H epneipia ano EIHDI:'BIEI; unzpéacmluyisc otov avBpwno
lva nepmpmyzvn 'Dk: ol NEPUTHIICELS apopoloay ge pzu-vmuwu neplotatika aoBeviov nou ehaBav
wma A pepnoa oon TAGRISSO, xwpic va npokuyouy kKAvikd enakoAouBa. Aev
uﬂupm eibikn Bepaneia oe neplntwan unepocohoyiog tou TAGRISSD. Le nepimwon ekadopevng
unepbocohoyiag, 1o TAGRISSO npéner va Giokometal npoowpiva kot va apxifel oupnwpotki
Bepanein.

and n pehen ADAURA kata v afiohéynon tou epeuvmtn ouvoipifoviar otov
Nivaa 3.
Nivakag 3. Azboy

g ADAURA kara tnv a§loAéynon tou epeuvntn

EniBiwan ehedBepn véaou

‘“P's‘“" Tupfivuay 26(11) 130(s5) 37 (1) 159 (46)
YnutpomuZouuu

vooc (%) 26010 129 (54) 3T 157 (46)
Bavaror (%) 0 1(0.4) 0 2(0,6)
Aiapeon, Mnveg NC (38,8, NC) 19,6 (16,6, NC(NC,NC) | 27,5(22,0, 35,0
(95% C1) 24,5)

HR (99,04% Cl), P-uipn 0,17(0,11, 0,26), <0,0001* 0,20 (0,14, 0,30), <0,0001°
Nooootd DFS oroug 12 97 (94, 99) 61 (54, 67) 97 (95,99) 69 (63,73)
pnveg (%) (95% CI)

Movouta DFS otoug 24 90(84,93) 44.(37,51) B7(85,92) 52 (46, 58)
piveg (%) (95% CI)

Noooaté DFS otoug 36 78 (65, 87) 28(19, 38) 79 (69, 86) 40 (32, 48)
piveg (%) (95% CI)-*

HR=Avahoyia Kivbivau, Cl=Aigotnpa Epniorocivng, NC=Mn Yrohoyiopo



Ta anotehéapata g DFS Booifovear oty aflohoynan tou epeuvntn. H Avadayia KivBivou < 1 euvoei 1o
TAGRISSO. 0 diapeaos xpovag napakohouBnanc yia v DFS Atav 22,1 prveg, yua aoBeveic nou éhafav
TAGRISSO, 14,9 pnvec yia aoBeveig nou ehafov ekovikd gappako (nhnBuopag otabiou 1HIIA) kat
16,6 privec yio aoBeveic nou éAaPov eikoviko pdppako (nAnBuapac otabiou 1B-11A).

* pocapyoopevn yia eviapean avakuan (33% wpipaven Gebopgvawv), p-upn< 0,0094 anannBnke yia
v enitevEn oranonkAg onpavukontag.

* Mpooapyooyevn yia evbidpeon avahuan (29% wpipavan Gebopevav), p-upn < 0,0088 anannbnke yia
v enitevEn oranonkAg onpavukontac.

v 0 apiBpog 1wv aoBevwv oe kivbuvo aroug 36 pnveg mav 18 aoBeveic oto okédac tng oopepuivipnng
kat 9 aofBeveic oto okeAag Tou emovikol pappdkou (mAnBuapoc otabiou [1-11A).

% 0 apiBpog v aoBevwv e kivbuvo atoug 36 pnveg mrav 27 aoBeveic oto okEAeg g ooIpepTIVIENNG
kat 20 aoBeveic ot okehog Tou eovikal @appakau (mAnBuopac otabiou IB-IIA).

Eixéva 1. KopniAn Kaplan-Meier tng EmBiwong EAedBepng Nooou oe aofieveis orabiou II-11IA
kard v afeAéynon Tou epeuvni
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Ewova 2. KapnoAn Kaplan-Meier g Emiwong EAetBepng Nooou oe aoBeveig orabiou
IB-1HA (ouvohwxd nAnBuopag) kava mv a§ioAéynon tou gpeuvnti
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To opehoc mg DFS pe to TAGRISSO oe adykpion pe 10 sumvmu lpupucua oy Duven:t: 0 0Aeg UG
npokaBopiopeves unoopabeg nou avahuBnkav, oupnepihapp g &b ¢ npoekeuang,
g nhikiag, 1ou pulou kal Tou Wnou pnuMuEr\q 1ou EGFR (unquupn oto evio 19 n LBSBR). Mia
Biepeuvnukn avakvon ng DFS tou KNI (xpovog wg v unotponn oe KN i tov Bavara) yio coBeveic
und TAGRISSO oe otykpion pe toug noBevels und ewovikd goppaxo E6eie HR 0,18(95% CI: 0,10, 0,33,
p <0,0001) yio tov ouvohixo nhnBucpo (orabio 1B-1IIA). ExBaoeis mou AvapepBnkav ano AcBeveic: H
axengopevn e mv uyela nolamia Jwng (HROL) own pehém ADAURA ofihoynBinke xpnoonoiiviag
10 epwinpaoAdylo 1ou Liviopou Eviinou (36) Epsuvag yia v Yyela exboon 2 (SF-36v2). To SF-36v2
BoBnke oug 12 efbopabes, oug 24 efbopabeg ko om ouvexeln koe 24 efbopabeg ve oxéon pe v
Tuxaienoinan péxpl mv ohekhnpwaon g Bepaneiag n m Siakonn ng. Zuvohika, n HROL Gampnfinke
kat ota Bio okéhn éwg kat 30 pivec, pe toukaxiotov 1o 70% v aoBevidv atov nnBuopd oabiou

II-1lIA va pnv eppavider khvika anpovukn enbelvioon oy exdpnon g cwpankag Aemoupyiks

napouciale nkéov kKAviko ogeho. MNa toug aoBeveic nou EAafav EGFR TKI ouykpiuka nopayovia,
n peraPoon pera v efehEn oe B {o pe ovoikeng pavong TAGRISSO enitpendtav uné v
npoundBeon 6u ta Beiypata dykou ftav Beuka otn peralraln T790M. To npuwietov kataAnkTika onpeio
g anoteheopanikatntag ntav n ehelBepn efeMEng tng vooou emiPiwon (PFS) dnwe aflohoynBnke
and Tov epeuvntn. Ta Gnpoypapikd XopaKINPIOTIKG KAl 10 XOPOKINPIOTIKG TG VGooU 10U guvolikou
nAnBuopol tng pehéng kata tnv évapén ntov: Bidpeon nhikia 64 €tn (edpog 26-93 £n), =75 edv (14%),
Bneig (63%), Aeukoi (36%), Aoidteg (62%), aoBeveig nou Bev Mav note kanviotég (64%), karaotaon
heroupykng wovétntag 0 1 (100%) pe Baon v khipoka tou Mayxoopiou Opyaviopod Yyeiog
(NOY), pe petaorankn vooo twv ootwv (36%), pe efw-Bwpokikes onhayxvikég petaotace (35%), pe
petaotaoel; 1ou KNE (21%, npoobiopiopeveg ana tn Beon BAafng oto KNE Ncn:n MV apxIkn emynrm.
10 (GTPIKO 10TOPIKS, KON NPONYOUEVA XEIPOUPYIKN 1, Kai/fi nponyou f
oe peraotaoel; tou KNI).To TAGRISSO katebei€e pio khvika onpaivouoa kal 0 ONpaVTIKA
Bektiwon v PFS oe olykpuon pe toug EGFR TKI ouykprikalc napdyovieg (Bidpeon Giapkeia
PFS 18, pnveg kai 10,2 pnveg, avtiotaixa, HR=0,46, 95% Cl: 0,37, 0,57, P<0,0001). Ta Gefopéva
anoteAeopankomtag g FLAURA kotd v afioAéynan tou epeuvni cuvoyiCovial atov Mivaka 4, kot n
wapnUAn Kaplan-Meier tng ekeiBepng e§ghifng tg vaoou eniBiwong paivetar oy Ewdva 3, H rehikn
avahuan g ouvoikng eniBiwong (0S, 58% wpipavon Sebopéviwy) katébeie pio otanonkd onpovikn
BeAtiwon pe pio Avakoyia KivBuvou (HR) 0,799 (95,05% C: 0,641, 0,997) kai évav KAVIKG Onpoviko
Giapeco xpavo eniBiwong o acBeveig nou wxalonowBnkav oto TAGRISSO oe alykpion pe Tov EGFR
TKI uykpiuka nopdyovra (Mivakag 4 kat Ewéva 4). Meyohitepo noooato aoBeviov uné Bepaneia pe
TAGRISSO frtav ev {wh otoug 12, 18, 24 ka1 36 phveg (89%, 81%, 74% ka1 54% avtiotoixa) og olyKpion
pe toug aoBeveig und Bepaneia pe EGFR TKI ouykpruxd napdyovta (83%, 71%, 59% kai 44% ovtiotoixa).
H avahuon twv kataAnktikav onpeiwy perd v eEeMEn katébee 6 to dpehog oty PFS GiatnphBnke
a1 gug enakohouBe ypoppes Bepaneiac.

NMivakag 4. AcSopéva anoreAeoparucdtntag g FLAURA kard tv afioddynon rou epeuvnti

EGFR TKI ouykpiuxég

Mopdpetpog AnoteAeopaTike TAGRISSO napayovrag (yeimvipnn
(N=279) ii ephovipnn)
(N=277)
EhedBepn EEEMENG tng Naoou EmPiwon
ApiBuog v ZupBaviwy (62% wpipavon) 136 (49) 206 (74)
Mapean, Miveg (95% CI) 18,9(15,2, 21,4) 10,2(9,6,11,1)

HR (95% Cl), P-upn 0,46 (0,37, 0,57); P<0,0001

Euvehikn Emfiwon

ApiBpog Twv Bovatwy, (58% wpipavan) 155 (56) 166 (60)
EGFR TKI ouykpinixég
Nopépetpog Anoteheay 3 TAGRISSO napéyovrag (yeqimvipnn
(N=279) fi ephouvipnn)
(N=277)

Aiapeon Tuvohikn EmBiwan oe prveg

38,6 (34,5, 41,8) 31,8(26,6, 36,0)

(95% CI)

HR (95,09% CI), P-upn 0,799 (0,641, 0,997), P=0,0462"

n 6 Avikeievixfic Avianékpiang’”

ApiByog 1wy avianokpioewy (n), Nooootd 223 210
Aviandkpiang (95% CI) 80% (75, 85) 76% (70, 81)

Adyog, mBavotiwy (95% CI), P-tpn 1,3(0,9, 1,9), P=0,2421

Aidpxeia mg Avianékpiong (DoR)
Midpean, Miveg (95% CI) I 17,2(138, 22,0) [ 85(73,98)

Aelrepn EhedBepn EEEMENG mg Néoou EniBiwan petd tav évapn tng npltng
enaxdhouBng Bepancing (PFS2)

ApiBuoc aoBeviby pe bedrepn eEehin (%)
Mdpean PFS2, prveg (95% CI) NC (23,7, NC) 20,0(18,0, NC)
HR (95% Cl), P-upn 0,58 (0,44, 0,78), P=0,0004

Xpévog and v tuxatonoinan €wg ™y npwt enakdhouBn Bepaneia i rov Bavare (TFST)

73(26) 106 (38)

EGFR TKI ouyxpiuxdg

Nopdpetpog AnoteAeopanikéTntag TAGRISSO napayovrag (yeqimvipnn
(N=279) fi ephotvipnn)
(N=277)
ApiBpog Twv aoBevidv nou haPav
mv npan enaxéAaubn Bepaneia n 115 (41) 175 (63)
aneBiwoav (%)
Mdpegog TFST, phveg (95% CI) 23,5(22,0, NC) 13,8(12,3,15,7)

HR (95% C), P-upn 0,51 (0,40, 0,64); P<0,0001

pe 10 SF-36 n Bavaro (70% evavn 76% yio TAGRISSO évavu eiwovikou q)apu:'muu) N omy ektipnon g
PUXIKAG uye‘tuc e 1 SF 361 n Bavaro (TI]% svavn 71% vtu TAGR{SSD Evavil anuv:m:u lpeppumu)

MM H unu(a’neﬂummmm Kal n uui]lu.l\zlu wou TAGRISSD yio  Bepaneia uoﬂzvu]v HE
Beuko yia unuMuEm: tou EGFR, tonika npoxwpnpévo, nou Gev enibéxetal xeipoupyikn B fa i

Xpovog and tnv wwxaionoinon £wg m Sedtepn enaxdhouBn Bepaneia i tov Bavaro (TSST)

ApiBuog twv aoBevtiv nou ENaPav

axuvoBepaneia, n peraotauxko MMKI, o1 onoior Sev eixav AdaPet npony

n bednepn enakakouBin Bepanefa n 75(27) 110 (40)
anePiwaoav (%)
Upevn oL g szundu Mdpecog TSST, prvec (95% C1) NC (NC, NC) 25,9.(20,0, NC)

Yia npoxwpnyEvn vooa, Bnke oe plo wxaononpévn, Hinka twiphn, eheyxopevn pe bpoouko
napayovia pehemn (FLAURA). Ta Belyparo ot oykou aoBevols ogehav va £xouv pio ano ug Guo
wowveg petadhaer; EGFR nou elval yvwotd om oxetidovial e mv euaioBnola ooug EGFR TKI (Ex19del
1 LB3BR), enwg npoabiopiZovial and tonikn n kevipikn eEétoon.01 aoBevels wxaionoinBnkav 1:1, hote

HR (95% C1), P-value 0,60 (0,45, 0,80), P=0,0005

HR=Avaoyla Kivbivou, Cl=Miaotnpa Epmiatootvng, NC=Mn Yrokeyioipo
To anotehéopata g EAevBepng EEEMENG g Nooou EmiBiwenc (PFS), tou Mooootod AvuKelpeviking

va hafouv TAGRISSO (n=279, 80 mg and oopotoc anak npepnolwe) n EGFR TKI auykpiuka napay

(=277, yegruvipnn 250 mg and atopatog ana€ npepnaiwg A ephotvipnn 150 mg and otopatog dnaf
npepnoiwe). H wxaonoinon otpwyatonoinBnke pe faon tov wno petahhagng tou EGRF (Ex19del i
L85BR) ki mv ebvotikn npoeAeuon (Acwomkn n pn-Aciankn). D1 aoBeveig éhoBav m Bepanelo g
pehéng péxpt v eppavion buoovelag on Bepaneio i Bianiotwon tou peuvnin ou o aoBevig bev

A akpiang (ORR), g Awdp mg A OKp (DoR) kat g Aedtepng EAelBepng EEEAENG
g Nooou Emfiwong peta mv évopEn g nptoing enakohouBng Bepaneiog (PFS2) Booioviai amnv
afiohdynon tou Epeuvn oUpQWva We Ta kprnpla afloASynong g ovianokpiong ge oupnayelg
oykoug (RECIST). *Me Baon pn enifefawpévn aviandkpion. O Bidpeoog xpovog napokohouBnong
fav 15,0 pnveg yia aoBevelc nou EAaPav TAGRISSD kot 9,7 pives yio aaBeveis nou éhaBav EGFR



TKI ouykprukoUg napayovees. O Biapecog xpavog napakohouBnong g eniBiwong ntav 35,8 paveg

HR (95% Cl), P-tipn 0,48 (0,26, 0,86), P=0,014

yia aoBeveic nou éhaPav TAGRISSO kai 27,0 prvee yia aoBeveic nou ehaBav EGFR TKI o 0g
nopayovtes. Ta anoteAéopata g EAeuBepng EEEMEng g Nooou EmBiwang (PFS), tou l'Iaunr.rmL'i
Avuretpevikng Avianakpiong (ORR), tng Aiapkeiag g Avtandkprang (DoR), g Aeutepng EAetBepnc
EfghiEng g Nooou Enifiwong peta mv évapEn g npuwing enakodouBng Bepaneing (PFS2), tou
Xpdvou and v Tuxatenoinon éwg mv npwin enaxkdhoubn Bepaneia n tov Bavaro (TFST) kot tou Xpévou

EheuBepol efehing oo KNE kot {wvieg otoug 6 87 (74, 94) 71(57,81)
pnveg (%) (95% CI)

EheuBepor e§ehing oo KNE kot {wvieg otoug 77 (62, 86) 56 (42, 68)
12 priveg (%) (95% CI)

and v Tuxalonainon €we t Geltepn enokohouBn Bepaneio n tov Bavara (TSST) npoép and
Gebopéva pe npepopnvia anokonng 12 louviou 2017. Ta anoteAéopata g Euvohikng EniBiwang (0S)
npogpxovial ond Sebopéva pe npepopnvia anokonng 25 louviou 2019. H Avohoyia KivBivou <1 euvoei
10 TAGRISSO, o Adyog mBavotftwy >1 euvoei to TAGRISSO

'Mpooapyocapeévn yia eviiapeon avakuon (25% wplpavon Gebopevwy), p-upn < 0,0495 anaunBnke yia
v enitevEn oranonkAg onpavikontog.

'Ta onoteh tou [l 0 A ng A i (ORR) péow Tuphanoinpevng
Avefapining Kevipikng Enrponng AEmlovnam; (BICRJ NTav OE OUVENEID e eelva NoU Kataypagnkav
Baon tng aflohoyneng tou epeuvnin, To Mocootd Aviikeipevikng Avianokpiong peow afiokoynong BICR
fitav 78% (95% CI:73, 83) yia to TAGRISSO kan 70% (95% CL:65, 74) yia touc EGFR TKI ouyxprukalc
NOpayovIES.

Ewéva 3. Kapniheg Kaplan-Meier g EheGBepng EEEAing g Néoou Empiwaeng, dnwg
afodoyfiBnkav and epeuvnti otn pekém FLAURA
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Ewova 4. Kopnileg Kaplan-Meier m¢ Iuvohiii¢ EmPiwong om pedéwn FLAURA
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To ogehog m¢ PFS pe 1o TAGRISSO oe olykpion pe toug EGFR TKI mrwpmmuc mpwum: fitay r.ruven:c
peraty Ghwv Twv npokaBopiopevev unoopabiwy nou avahiBrkav, cupnepiapBavop: mg
npogkevan, g nhikiag, Tol PUAGU, TOU ITOPIKOL KANVIOPOTOE, TV KTGOTAoN Twv Hetactdoewy Tou KNI
Kad v m:aﬁn trmua)\zm Kol Tou IUFiDU pmMoEncmu EGFR (unu?uxqm amo e€vio 19 1 LB5BR). dedoyeva

AURA: AoBeveic pe petactdoeig tou KNI
nou Gev expnlav :m:puaﬁmv Kal je oroﬂapn ipodoyIK Katd yia 1oukd Buo efibopdbec pera
v ohokinpwon e pigikng Bepaneiog kot Twv orepoabuy, fitav enthéfpot yia uxatonoingn ot peAém
FLAURA. Ano toug 556 aoBeveic, ot 200 aoBeveic eixav GiaBémpo onewovionivo €heyxo eykepakou Katd
v apxn extipnan. H a§ioAéynon and m BICR autwy twv anewovionk@v efetaoewy Tou eyKeparou eixe
g onotéheapa v Tautanoinan piag unoopadag 128/556 (23%) aoBeviav pe pernotdoe tou KNE kai ta
Bebopiéva outd ouvoyifovtar otav Mivaka 5. H onoteheopaukdtnta aro KNI oUpquva pe ta kprpia RECIST
v1.1 om FLAURA katéBei€e pia otanouka anpavakn Bekricoon omv PFS tou KNI (HR=0,48, 95% CI 0,26,
0,86, P=0,014).

Mivakag 5. AnoteAeopatikérnta eni rou KNI Bdon BICR oe noBevei pe peraordoeig rou KNE pe

HR=Avahoyia Kivdivou, Cl=Aaompa Epmortootvng, NC=Mn Ynohoyiopo

H Avahayio KivBivou <1 euvoel o TAGRISSO, o Adyog miBavotfitwy >1 euvoei to TAGRISSO

! H PFS oto KNI nou kaBopiomse pe ta kpipia RECIST v1.1, and m BICR eni tou KNE (petphoipeg kat
pn petphaipeg BAaPeg KNE katd v évapn faon BICR) n=61 yia 1TAGRISSO ot n=67 yio Toug EGFR TKI
QUYKPITIKOUG Napay eival pn eniPef

TEC, Ol E
Mia npoxaBopiopévn avahuon unoopabag yia v ehedBepn efghn g vooou emiiwon, pe Bdon
MV Katdotaon petaotacewy Tou KNE (npoobiepicopeveg ano m Béon Phafing oto KNE katd mv
UPXIKA EKTIINGN, 10 ITTPIKG (0TOPIKG, Kal/fi nponyolpevn xeipoupyikn enépfiaon kayh nponyoupevn
akuvoBepaneia petaotaoewy tou KNI) kata mv éviafn om pehém npaypatonoinBnke om pelétn
FLAURA kot nopouaiddetar omv Eidva 5. Avefaptnta and v ketdotaan BAaBng oto KNI kotd mv
éviafn om pekém, or aoBevei oto okélog ToUTAGRISSO nmopoudiaonv opelog avogopika pe mv
anoteAeopaTKOTT O xéon pe exeivoug oto okehog Twv EGFR TKI ouykprukiv napayoviwy, Kai
unnp€av Mydtepot acBeveig pe véeg fAafeg tou KNI oto okehog tou TAGRISSO oe ouykpian pe to
okéAag wv EGFR TKI auykprukiov napayoviwy (TAGRISSO, 11/279 [3,9%) oe olykpion pe 1o okélog
wv EGFR TK! ouykpruwev napayoviy, 34/277 (12,3%]). Imv unoopaba aoBeviv xwpic BAdReg tou
KNI wared v éviagn, o apiBpog wv véwv BRaBdv tou KNI ftav pispotepog ato oxélog tou TAGRISSO
oE olykpion pe 1o okéag Twv EGFR TKI ouykprmkov napayovay (7/226 [3,1%] évavn 15/214 [7,0%]
aviiotowxa).

Ewéva 5. Euvohikn EAeiBepn E§EAiEng tg Néoou EmiBiwon katd tnv afiodéynon tou epeuvnri
@ Mpog TNV KotdoTaon Twv peractdocwv tou KNE xotd mv éviafn omn pelém, xapnihn
Kaplan-Meier (n\fipng avdluan) otn pehétn FLAURA

Meromiioag KNJ= i Meromieag KN NAL
TAGRISSD (N=226] TAGRISS( (N=52)
104k hubyeon fdpanin 19,1 vy e buonon 15 s
LI TMpdnuan Beroricio (N=214) o Ueramein (M=)
Autgeon Budprin 10,1 piveg Auiyaeon Suigeesa 9,6 v
i o 4 A Kodiogy = A7
5% (10,36, 1.59) 5% € 0.0, 0,74)

Benph <0,000%
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ExBdaeic nou AvapépBnkoy oe AoBeveic (PRO): To oupntbpata nou avapépBnkav and toug aoBeveiq
o ta Gebopéva g oxenddpevng pe v uyela noérnta Zwng (HROL) oulkéxBnkav nhextpovikg,
xpnotgonoiviag 1o epwinparohdyio EORTC OLA-C30 o1 v evétnta outol YIa Tov Kapkivo Tou
nvevpova (EORTC OLO-LC13). To LCI3 opxika B6Bnke pio gopd v efbopdba yia ng npireg 6
efbopabeg, omn ouvéxeia kaBe 3 efbopdbieq npiv kat perd v eEeNi€n. To €30 afiohoynBnke kaBe 6
eBbopadec npiv kai petd v eEgNiEn. Katd v opxikn extiynon, bev napampnBnkav Siogopég ata
oupnpate nou avapépBnkav and toug acBeveic, ™ Aemoupyic A ™ oxendopevn pe v uyela
noiétnta wng (HROL) petagl twv okehiv tou TAGRISSO kol twv EGFR TKI ouysprukay nopaydviey
(yepimvipnn f ephotivipnn). H ouppdppuon katd to Sidompo Twv npwTwv § pnvav Atav yevika
unhn (=70%) kat napoycia oe appeTepa Ta okeAn. AviAuon Bocikiv oupnTWEGTWY TOU KOpPKIVOU Tou
nvedpovo: Ta Sebopéva nou ouléxBniav ond v évapn é gugTov ;Anwu 9 eber€av ncpoualﬂ: ﬁshlmoslq
aTig npmiec Tou TAERISSU ml tou EGFR TKI ouykp pay Yio névie

np nou avaipépBnkav oe aoBeveic (Brixag Sbonvoia, Bmpumm m\ynq.
KONWoN Kal anm\slu opegng), pe Pedricwon oto Prxa, zmrmpmvuwaq v KaBiepuwpévn KAIVIKG OXETIKA
anokonh, Ewg tov phva 9 bev g KAMVIKG onjy b £¢ OE QUPNTLATG NoU
avapépBnkav oe aoBeveig perafl wwv opabuwy tou TAGRISSO Kat tou EGFR TKI guykpmkoU napdyovia
(6nwg afiohoynBnkav ano pia Siopopa =10 PaBuwv), Ixendopevn e v Yyelo Mowwmra Zwhic kot
avahuon PeAtiwonc tne owpankic Aeroupyiag: Ko o1 Suo opddeq avépepav napdpoleg Behnoelg
0TOUg NEPIOOBTEPOUG Topieig Aeoupyiog kai tv kaBoAiki katdotaon uyeiag/oxengdyevn e v uyela
noiétnta wng, unobewviioviag 6u n katdotaon g uyeiag Twv aoBeviv BehuwBnke ouvohixa. Euwg
Tov pva 9, Bev nopouiaotnkov khivika anpaviikeg Siagopéc peragd twv opabiwy Tou TAGRISSO kat
wv EGFR TKI ouykpitiov napayviwy om Aemoupyia h T axengdpevn pe v uyeia noiotnta Jwig.
TpoBepaneupévor aofeveic e MMKI Beriko o perdAAaln T790M-AURA3: H anoteAeapauikatnta Kat

6 EAeyxo ey Xaté v apxiki exxignon otn peAén FLAURA n oogaieia tou TAGRISSO yio tn Bepaneia aoBeviv pe Tomika npoxwpnpévo n petootatikd MMKI pe

perdhhatn T790M, twv onoiwv n vooog éxet e€ehBel A petd and B ia pe EGFR TKI, katabeix8
Nopéperpog AnoreAeapankdmrag TAGRISSO EGFR TKI ouykpiukdg 0 pio TuxalonoInpévn, OVOIKTAG EMIOAOVONG, eAeyxopevn pe Spactik pappako pehém @dang 3
N=61 napéyovra (yeqimvipnn f (AURA3). Tio 6Aoug toug aoBeveic anariBnke va éxouy MMKN Beniké o perdMatn T790M rou EGFR, n
ephonvipnn) onoia rautonoinBnke péaw e Gokipaciog npoabiopiopod petaMagewy EGFR cobas nou BievepyfiBinke
N=67 OE KEVIPIKG EPYOOTAPIO NPIv anod Tnv Tuxalonoinan. H kardataon petdMagng T790M aiohoynBnke
EAeéBepng e€6MEng g véoou empiwon eniong xpnoonoiwviag o Kukhopopotv DNA tou dykou oto alpa (ctDNA) nou éxer efoxBel and
KNE' Geiypa nAdopatog AngBevrog katd tn Siapkeia g Slakoyng. H kipia éxPaon anoteAeopaukdérntag itav
- . n eAelBepn e€ENEng mq voaou mlsuuﬂn (PFS), onwg afjokoynBnke and zpauvntn Ta emnpooBeta
ApiBube Tay Eupfidviay (3) 18(30) 30 (45) pépo exfi : thaPav 10 nncuu“:ln avrlmpe\nnn:avmnoupmnq (ORR),
Auapeon, Mives (95% CI) NC (16,5, NC) 13,9 (8,3, NC) n Bidpkea g aviandkpiong (DoR) kat t ouvohikA emiBiwon (0S), dntwg afy ané epeuvnTA.
0t aoBevelc wxaonoBnkay ge avaloyia 2:1 (TAGRISSO: xnpeioBepaneia pe Sl napayovieg pe Baon



v nhativa), yia va napouv TAGRISSO (n=279) n xnpeioBepaneio pe Sio nopayoveg pe Boon v
nAativa (n=140). H tuxaionoinan otpopatonoinBnke avaAoya pe v eBvotikn npogheuon (Aciatikn kat
pn Aowanikn). O aoBeveic oto okéhog TAGRISSO eAaBav TAGRISSO B0 mg and aropatog anaf npepnoiwg
péxpi Guoaveio om Bepaneio n Gianiotwon Tou epeuvin dn o ooBeviig Bev nopoudioZe nAfov khvikd
opehoc, H xnpetoBepaneia anoteholviav ana nepetpetibn 500 mg/m’ pe kapBonativn AUCS n neperpe€ibn
500 mg/m’ pe aanhativn 75 mg/m?) 1w Hyepa 1 kaBe kikhou 21 npeptov Euwg 6 kukAoug. Ot aoBeveic,
1wV onoitwv n vooog bev éxer efehixBel perd ond tEocepic Kukhoug xnpeioBepaneiog pe Baon mv nAative,
pnopouv va napouv Bepaneia ouvmnpnong pe nepetpefibn (neperpekitn 500 rnqr‘rn’ mv Hpepc 1 wabe
KikAou 21 npepwv). Ta aropa oto oxkedog xnpeioBepaneiag nou eixav pevikn aktvoAoykn efElEn
(and tov epeuvmn ket eniBefaiwpévn and aveEaptm Kevipikn avaokGnnon aneikaviang) eixav v eukaipia
va apxicouv Beponeia pe TAGRISSO. To Gnjoypagika XapoKMPICTKA Kl 10 XOPAKINPIOTIKG TG VOoOU
Tou ouvokikod nAnBuopiol tng peketng kata mv évapEn nav: Sidpeon nhikia 62, = 75 exv (15%), Brkerg
(64%), Aeuxoi (32%), Amareg, (65%), aoBeveic nou Bev nav note kanviateg (68%), katdotaon Aettoupyikng
wavatmag 0 1 1 (100%) pe Baon mv khipaka tou Maykoopiou Opyoviopou Yyeiag (TOY). Hevmrm 1war.pn

H aovahuon euowoBnaiog ng ehelBepng efeMng g vooou emPiwong (PFS) GienxBn peéow
Tughonainpévng AveEaptning Kevipikng Emtponng A§ioAdynang (BICR) kot katébei€e pio Biapeon PFS
11,0 pnvewv pe TAGRISSO oe ouykpion pe 4,2 piveg pe xnpewoBepaneio. Autn n avahuon katebete
ula oraBepn enibpoon g Bepaneiog (HR 0,28, 95% Cl- 0,20, 0,38) pe auti nou napatnpnBnke kata
v afiodoynon tou epeuvntn. Khwvika onpavukeg BeAnawoec tng ehedBepng e§eMEng e vooou
emPiwong (PFS) pe avahoyieg kiviivou (HRs) Aiyotepo and 0,50 unép twv aofeviov nou éhaBav
TAGRISSO oe oUykpion pe ekeivou nou ehaPav xnpeioBepaneia napatnpolviav otoBepad oe oheg ng
npokaBopiopéves unoopabeg nou ovahuBnkav, oupnepthapBavopévwy eBvitmtag, nhixiag, guloy,
1atoptkou Knnvmuutoc Kal psmMcaEn( tou EGFR (cnuhcuqzn oto efwvio 19 kat LBSBR). Aefopéva

il twy : 01 aoBeveic pe ooupntwpoTKég,
otoBepeg eykepalikes petaotace, nou Sev xpnfouv otepoeibiov yia toukaxiotov 4 efBopabe npiv v
evapén g Bepaneiag tng peAénc, ntav enikefipor yio tuxalonoinon om pedémn. H afloAdynon péow
BICR tng enoteAeopanketnag eni tou KNE oupguwva pe ta kprepia RECIST v1.1 ownv unoopaba twv
116/619 (28%) ooBeviov nou evioniotnkav va éxouv petactdoels tou KNI oe éva onivBnpoypagnya

101G exato (54%) twv aoBeviv eixov efw-Bwpowiés anAayxvikeg | v au pakou Kota v evopEn ouvoyiletar arov Mivaka 7. Mivakag 7. Anuul:upmutimln eni Tou
3% pe peraoracec wou KNE (npwﬁmpl!opeve: and m Béan Bhnﬂnc T1ou KNE katd tnv evupEn 0] un'pu-cn KNI péow BICR oe aoBeveis pe | ¢ tou KNE pe Bnpoypdpnpa eykepalov kard
1aTopiKd, AlKal npmywpevn xsspaupymn enéyuBaon, f/kol nponyolyevn Bepania petooThoewy Tou v évapEn otn pedén AURA3
KNE) kat 23% pe nnaukeg petaotdoes;,. Zapavia GUo Toig exatd (62%) wv aoBeviv eixav petaotann vooo o 8 y
Twv ootav. H pehém AURA3 katébei€e pia oranonxa onpavakn Bektiwon omv eAetBepn e§EMEng g vooou Napiycipeg ; TAGRISS0 f anu: .p::;:( ,
eniBiwan oe aoBeveig und Bepaneia pe TAGRISSO ot otykpion pe ™ xnpeoBepanela. To anoteAéopata mg AnwrEleoyamebmg ( l]J!‘Plﬁ[ n/Ey mv," 1
anotekeopauMoTTag and ™ peAén AURA3 katd mv afohdynon tou epeuvin ouvolpifovrar otov Mivaka Nepetpefifin/KapPonhativn)
& wat n kopnUAn Kaplan-Meier mg ehedBepng e€eAiEng g vooou emiBiwong gaiverat onv Ewova 6. Aev n 6 OVTIKEIPEVIKAG oxprong KNE'
napampnBnke otanomikd anpavink Siogopa petagl Twv nxd\wv g Bepaneiog omv 1Ak ovaiuon Tng A s "
ouvohikng emiBiwong (0S). Mivaxag 6. A Atopara } & ¢ ané tn peAétn AURA3 &a(l:;:;c evnokging KNE 70(9; 1(281;:; 0) (a‘llii;ﬁm;;;:;
katd v afleAdynon Tou epeuvnTh (95% CI) g >

Napéperpog TAGRISSO XnpeioBeponeia Adyog nBovotitwy (95%

AnotehzoponikéTnTag (N=279) (ﬂ:pztpt&ﬁnl!wnlmvn f o), P-tph 5,1(1,4, 21), P=0,015

ifin/Kapfiond .
) ilmﬂ ,‘rm ! Avdpxeia g Avianokpiong KNE

EAeiBzpn EE£MEng tng Néoou Emiiwon Miapean, Miveg (95% CI) 8,9 (4,3, NC) | 5,7 (NC, NC)

ApiBpti v Euplaveay 06 140 (50) 10(79) Mogoové eAéyxou me végou KNE

ohorAipwan) Nogootd eAéyxou g vioou B7% (65/75) | 68% (28/41)

Aiépean, Mive (35% C1) 10,1(8,3,12,3) 44 (42,56) KNE {77,%3) G282

HR (959%C1), P-tin 0,30 (0,23,0,41), P <0,001 sln;y:q mﬂ‘uvorﬁ]mv (95% 3(1,2,7.9), P=0,021

, P-upn
Zuvolixd I 0s)'
vahich emplsiam (05) EAedBepng zE€MEng g N=
ApiBu6ie Ty Bovérav (% 188 (67,4) 93 (66,4) vboou enifisoon KNE' bt =4
oharAnpwan) . =
- 5 ApiBpog v ZupPaviwy (% 19 (25) 16 (39)

Miapeon 0S, Miveg (95% CI) 26,8(23,5,31,5) 22,5(20,2, 28,8) ohoxMipwan)

HR (95,56 %Cl), P-upn 0,87 0,67, 1,13), P=0,277 Aigpean, Miveg (95% CI) 11,718, N©) 56(62,97)

Mooootd avukelpevikig avianékpiong’ HR (5% Cl), P-tpn 0,32 (0,15, 0,49), P=0,004

Ap1Budc Twv avianokpioewy, 197 44
Nogooté Avianskpiang (95% CI) 71% (65, 76) 31% (24, 40)
Adyog mBavotiwy (95% CI), 54 (3,5, 8,5), P<0,001

P-upn

1 Ta Mogootd Avukeipevikng Avianokpiong KNI kat n Awpketa g Avtanokpiang kaBopiomikav

oUppwva pe ta kpitnpia RECIST v1.1 péow BICR tou KNI otov ofioAoynoipo yia aviandkpion
nAnBuopd (petpnotpeg BAafes KNE kata mv evapén peow BICR) n=30 yia o TAGRISSO kot n=16 yia m

Aidpkera g Avtandkpiang (DoR)
Mipson, Miveg (95%C) |

4,1(3,0,5,6)

9.78,3,116) |

HR= Avakoyia kivBivou, Cl= Biaotnpa epniotaolvng, NC=pin unchoyiopo, 0S=Euvohkn EniBiwaon

‘OAa ta AE ¢ Baoidovtor atnv aflohaynon Tou epeuvntn oUPpWVa pE Ta
wpimnpia afloAdynang Ing aviandkpiong oe gupnoyeig dykoug (RECIST).

'H tehikn avahuan tng ouvohikng emBicong (0S) GievepynBnke katad 1o 67% e wpipavong. To idotnpa
epnioToglvng yio tw avahoyio kivGlvou npogappd yio nponyoUpevn evbidpeon avdAuon. H
ovahuan g 05 bev npocappoatnke yio uig Suvnukad ouyxutkeég embpaoers g Gloctadpwang (79
[71%] noBeveig oo oxelog xnpuoﬂepunulu: ehuBav enakohouBn Bepaneia pe oopepuvipnn).

* To anotehéopoto tou QVTIKEIPEVIKNG  VIanG {ORR) ko g GiGpkeiag g
avranokpiong (DoR) kata v ofeAdynan tou epeuvnT ftav oUpguwva pe exeiva nou avapepBnkav
péow Tuphonoinpévng Avefaptming Keviping Enitponng Afiohdynong (BICR), 1o ORR kata v
ofioAdynon péow BICR fitav 64,9% [95% Cl: 59,0, 70,5] yia tv oopeptivipnn kat 34,3% [95% Cl: 26,5,
42,8] yra  xnpeioBepaneia, n DoR kota v afioAdynon peow BICR ftav 11,2 paveg (95% Cl: 8,3, NC)
yia v ooipepuvipnn kot 3,1 piveg (5% CI: 2,9, 4,3) yia  xnpetoBepaneio.

pata anoteheay

Ewdva 6. Kapnéleg Kaplan-Meier EAedBepng EfEMEng wg Néoou EmPiwong dnwg
afodoynBnxav and epeuvnta otn pekétn AURA3
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B Movo pe Bdon aoBeveic pe ovtandkpion
w¢ ©0 Xpovog Ond TV NPEpOpNVia T NpWING YEYPOPUEVNG  OVIGNOKP
{mhnpng  ovtanokpion 0 pepikn  ovanokpion) péxpl  efghEng n oupBaviog  Bavatou
» 10 nogootd ehéyxou g vaoou (DCR) kaBopiotnke we to nocooto Twv aoBeviv pe aviondkplon
{mAnpnc avtanokpion N pepikn ovianokpian) n otaBepn vooag =6 efbopabeg

3 H eheuBepn efeMiEng g vooou emBiwon KNI kaBopiotke aupq:mva peTa kprnpia RECIST v1.1
uéow BICR tou KNE amnv nAnpn avaAuan tau ouvorou tou nhnB |IEG KOU PN PETp
BAaPec KNE kata mv évapfn péow BICR) n=75 yia to TAGRISSO KDI n—&l yia m ane\nﬂepunzlu H
Avahoyio Kivbuvou <1 euvoei 1o TAGRISSO

Mia avdluon unoopdabog npokaBopiapévng eAedBepng efegng g vooou emiPiwong, pe faon v
Katagtaon petaotaoewv tou KNE kotd v ewaywyn otn pekétn, oxnpatiomke o perétn AURA3 kat
napoudiaetal amnv Eikava 7.

«n Giapkeln g oviandkpiong kaBopiotnke

Ewkdva 7. Euvohikn EAedBepn E§EMiEng tng Nooou EmBiwan kavd tnv afloAéynan tou epeuvnti
@G Npog TV Katdotaon Twv petaotdoewy tou KNE kotd tnv eloaywyn otn pedém, kapniAn
Kaplan-Meier (nAfipng avdluon) otn peAérn AURA3

Metaauioe; KNE= Not

TAGRISSD (N=93}
104 Mdpeon Bdpxaa 8,5 piveg Aigpeon
054 i Xnpeoberaneia (N=51)
i g 6yl
084
vakoylo Ko =0.32
07 (T 955 010,21, 0.49)

P-upi <0.001
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H pehétn AURA3 eﬁzﬁElEz pm OTOTIOTIKG - ONPAVTIKA ﬂﬂnmnn omv eheiBepn E&MEnq mg
vooou eniBiwon yia toug aoBeveic nou ékaBav TAGRISSO oe ouykpion pe eelvoug nou €haPav
xnpeioBepanela, avefdptnta and mv katdotoon Twv ;szmnnamv tou KNI kot tnv eloaywyn otn

pehétn. ExBdaeic nou AvageoBnkay and AoBeveic: Ta oupntapiata nou ovapépBnkay and Toug acBevelg



ka1 n HROL ouMexB A a, Xpr ¢ 10 epwinpatoAoyio EORTC OLO-C30 kot v
EVOTNTA GUTOU YIa TOV KapKivo mu nveupuvn (EORTC QLQ-LC13). To LC13 apxika 6oBnke pin gopa
v efbopaba yia ug npureg 6 efopadec, o ouvexela kaBe 3 efbopalbe npiv kar peta v efehifn.
To €30 afiohoynBnke kaBe 6 efbopabe npiv kai petd v eehiEn. Avaduon Baoikdv oupnmwpdtwy
Tou kapkivou tou avedyova: To TAGRISSO Behtiwoe to gupmpata Tou Kapkivou Tou nvedpova
nou avagepBnkav and aoBeveis, oe atykpion pe tn xnpzioBepanein, embekvioviag pia orauouka

-

onpavtikn Biapopa otn péan petafoln ano v évapgn oe oxeon pe t xnpeloBepaneia kata T cuvoMKn
xpovikn nepiobo and v Tuxaionoinon péxpt & piveg yia 5 npokaBopiopéva npwrielovia oupnTwyata
ekPaoewv nou avapepdnkav oe noBeveic (anwheia opelng, Braxag, Bwpakika akyog, Guonvoia kat
xanwon), anwe paivetal otov Mivaka 8.

faols

Mivaxag 8. Mikté Moviédo Enavelapfavépevwy Metphoewv - Baoikd oupntdpata tou Kap Tou nvedpova - péan p and tnv évapfn oe aoBeveig und TAGRISSO e ouykpion pe ™
xnpetoBepaneia
AncAeia 6pekng Brixag BwpaKixd dAyog Atdanvoia Kénwon
Knpeio- Xnpeio- Xnpeto- Xnpero- Xnpelo-
Ixén TAZR:;SG Bepaneia TAE?’??U Bepaneia TA(F;?;I::}SD Bepaneio TA:;';I;SU Bepanein TAF;E)SU Bepaneia
(140) {140) (140) (140) (140)
N 239 97 228 113 228 113 228 13 239 97
Mpogappoapévog Méoog Dpoag <551 273 -12,22 -6,69 -5,18 0,22 -5,61 1,48 -5,68 471
Exup@-pevn Aapopd -8,24 -5,53 -5,36 -7.09 -10,3%
(95%CI) (-12,88, 3,60) (-8,89,-2,17) (-8,20, -2,53) (-9,86,-4,33) (-14,55,-6,23)
P F, 8 ﬂ.nhl f ﬂ}gul B n'gg| ;—ﬂlga‘l B nlgg1

0 npoooppoopéva péaog 6pog Kat ol ektip@peveg Siapopés AapPavoviat ané v avahuan tou Miktod
Movtéhau EnavahapBavopeviv Metpnoewy (MMRM), To poviého nepihdpBave Gebopéva ono aoBevn,
Bepaneio, eniokeyn, ohnhenibipaan Bepaneiog avd eniokeyn, BaBuohoyia oupntwy Kata mv

ougo@pevan evid ot exBioeig o muezpunumyevn Kummuon znnuw.uvunm eviog 15 npeptov
xupnynunq Iin i , 0l KUKAOPOPOUOEC OUYKEVIPWOEIC OTo nAdopa

evapfn kai aMnkeniGpoon PoBpochoyiag oupmwpotwv kawd v évapfn ovd eniokegn kal
xpnatponoiotoe éva pn Gopnpéve nivaka cuvBiokupdvoewy. Ixen{ouevn pe mv uyela noiomra Qe
Kar avedvon PeAtiwone me owpanxic Aemoupyloc Ot aoBeveic und TAGRISSO eixav onpovika
peyahitepes mBavotmeg eniteufng piog khvika onpavakng Bektiwang peyahitepns ana i long pe 10
BoBpotg omv noykdopia katdotaan uyelag Kai g owpoTIKAG Asrtoupyiag tou epumpatohoyiou
EORTC-C30 ae odyxpion jie n xnpetoBepaneio kata m Giapkein e pehémg pe Adyo niBavoriuwy (OR)
noykoopiag katdotaong uyelag: 2,11 (95% CI 1,24, 3,67, p=0,007), Adyo mBavomtwy Cwpatikig
Aeoupylag 2,79 (95% CI 1,50, 5,46, p=D,002). MooBepaneupevor aoBevelc e MMKIT Benxe om
petadatn T790M-AURAex ka1 AURAZ: Ao khivikés pehetes evag okEAQUS, OVOIXING Entonpavans, n
AURAex (@aon 2 koopmg Enéktaang (n=201)) kai n AURA2 (n=210) Gie€rxBnoav oe aoBevelg pe Betko
omn petdhhagn T790M tou EGFR kapkivo twv nveupévay nou eixav epgavioe npéobo g véoou pe pia
f neplooGiepes nponyoupeves auonpanikeg Bepaneies, nephapfavopévou evog EGFR TKL. Mo choug
1oug ooBeveic ononnBrke vo Exouv MMKM Beukd omn perdAhofn T790M tou EGFR, n onofa

péow tng Sowpaoiag npeobiopiopol petailafewv EGFR cobas nou BievepynBnke oe

Ovial tunika evieg ebpoug 1,6 gopiv kotd to peoobidotnpo tng 24wpng xopnynong.
Anoppopnon: Meta v and Tou aropatoc xopnynon tou TAGRISSO, ou péyioteq ouykevipwoelg
nhdopatec g ooweptivipnng enedxBnkav pe Bidpeoo (EAaxioto-peyioto) {6 (3-24) wpay, pe
OPKETES EYIOTEG OUYKEVIPWOEIS VO Napamnpolivial ato HIGoTnpa Twv NpUTWY 24 wptv 08 opiapEvoug
aoBeveic. H andAutn BiobioBeaipdtnta Tou TAGRISSO eivar 70% (90%CI 67, 73). Me Bhan pia pehén
m\:vmm; q:uppakomvmmnc oe auﬁevs!t: nou éxofav  S6on wwv BO mg, n tpoph bev ennpealer ™

¢ odipepTvipnng oe kAivika anpavaiké PoBps (alfnon g AUC kata 6% (0% CI -5,
19) ket ptimun meC wata 7% (90% CI -19, 6)). Ee uyieig eBehovieg aroug onoioug xopnynBnke éva
Biokio 1wv 80 mg 6nou 1o yootpiké pH aufnBinke péow xophynang openpafdAng eni § npépeg, Gev
ennpedotnke n éxBeon tng ooipeptivipnng (ad€non g AUC ko g € katd 7% ka1 2% ovriotoixa), pe
10 90% Cl yio tov Adyo tng éxBeang va nepihapBdveral evidg tou opiou BO-125%. Katavoun: H
nhnBuopiakit extipnan Tou péoou Bykou katavoph om otaBeponoinpévn Katdotaon (V. /F) yia v
ooipepuvipnn eivor 918 L, unob G EKTETOPEVD ph otoug 1otelc. H in-vitro npuwteivikd
olviean ot nhmpn me nulpzpuvtpnnc elvat 94,7% (5,3% erelBepn). Exel anumt; katadendel du n

KEVIPIKO Epyounpio npiv ano m Bepaneio. H kataoraon peraMhatng T790M ofiohoynBnke eniong
avabpopika xpnatponaitiviag 1o kukAogopodv DNA tou Gykou oto aipo (ctDNA) nou exet eSaxBel ano
Befypa nhaopatog AngBeviog kata m Giapkein mg Giakoyng. Ohor o1 ooBeveig ehaBav TAGRISSO oe
Baon B0 mg ano€ npepnaiws. To kipio pexpo exfaong mg anotehsoponikomiag oug blo auteg bowpeg
ntav 1o ORR oUpipava pe 1o kprmpia RECIST 1.1 énwe exupnBnke péow Tuphanompevng Avefapmng
Kevipwng Eniponng A€iohoynong (BICR). Ta Beutepetiovia pétpa exfiacewy anoteheopaukotmniag
oupnepiehaBav m Awpkeia me Aviondkpiang (DoR) kot v EAedBepn EEeMEng g Nooou EmBiwon
(PFS). Ta xopakmpiouka kata my évapEn tou cuvohikeu nAnBuopol tng pekéme (AURAex kai AURAZ)
nrov we akoholBuwg: Giapeon nhikia 63 exwy, 13% twv coBevidv ntav nhixiog 275 exdv, Bnkeg (68%),
Aeukol (36%), Aoidtes (60%). Dhot o1 ooBeveis efxav haBe touhdxiatov pio nponyolpevn ypoppn
Bepaneiog. Toidvia éva toig ekatd (31%) (N=129) eixav AaBer 1 nponyodpevn ypoppn Bepaneiog
(Bepaneia pe EGFR-TKI povov), 6% (N=282) sixov Aafler 2 n neplooatepes nponyoUpeves YpappEs.
Efiiopnvia Buo toig ekatd (72%) twv aoBevtby Bev fav noté xanviotés, 100% twv aoBeviy eixav
katdotaon Aeroupyikig tkavatmag 0 7 1 pe Baon v kMpaxa tou Maykoopiou Opyaviopol Yyelag
(MOY). Nevivia evvea toig exatd (59%) twv ooBeviv eixav eEw-Bwpokikes onhoyxvikés petaotagerg,
oupnepihapBavopevioy 39% pe petaotaei; tou KNI (npoabiopilopeves ano m Beon BAaBng tou KNI
Katd v £vapEn, To 10TPIKG 10TOPIKS, N/KOl NPONYOUREVN XEIPOUPYIKN n/kal nponyodpevn
awuvoBepanein petaotdoewy tou KNE) kat 29% pe nnatkég petootaoel. Lopavia emtd 1oig exoto (47%)
1wv ooBevidv elxav petaotatikn vooo twv ootwv. H Bidpeon Biapkeia e nopakoAouBnong yia v

unn Ak pe 1i¢ npweelve nAé Kot avBpwnoy, v
aVSpmnwn NPWIEVN ToU npnu EUTRO] nnuwkunupu apoupaiou Kﬂl avﬂpmnnu Bioperaoxnyamopse: fn
vitro pekéteg unobeikviouy ou n oopeptiviinn petoBoAilerol kuping péow Twv CYP3A4 kot CYPIAS.
Notéoo pe ta onpepivd BiaBéaipo otowelo, evalakukéc peroPohikég ofiol Gev pnopolv va
anokAeiotodv nAnpwe. Me Bdon in vitro pehéteg, éxouv avixveutel 2 poppakoloyika Gpootikoi
petaBolitec (AZ7550 kai AZ5104) oo n.\napu npokAVIKWY e|ﬁmv Kor avBpinowv pnu ond xophynon
and Tou otéyiatos pe ooipepuvipnn o AZ7550 epgd pOpoi0 papy yiko npopid pe to
TAGRISSO evi 0 A75104 eppavioe peyahinepn Gp Ta 100 o¢ petahhaypévo 600 Kal & PuOIKOU
wnou EGFR. Kai o1 Blo usmﬁehuzt; eppavionkav Bpabéwe oto nhdopa perd T xopAynon Tou
TAGRISSO oe aoBeveic, pe bidpeoo (eAdxiato- unrlm)tml 24 (4-72) ka1 24 (6-72) wpdv, avtiotomo. Ito
ovBpnivo nhdopa, n PnTpiKA oolpEpTIviinn avtiotoixatioe o 0,8%, pe toug 2 petofoliteg va
ouveiopépouv 0,08% xoi to 0,07% g ouvohimng pabievépyeiog pe 1o peyalltepo nuﬂomo ng
pabievépyeiog va eivol opotonohixa ouvbed Ve TG Npuwreivec Tou nhday H yewpetpiki péon
€xBean Twv AZ5104 ko AZ7550, pe Paon ty AUC, ftav kata npoogyyion 10% zmmn g ékBeong tng
oopepuvipnng otn oraBeponoinpévn katdotaon. H kipia petaBohikn ofidg g oaipepuvipnng ftav n
n&lﬁmcrn kot n anaAkuhitoon, Hupampnﬂnmv mu.\uumov 12 ouotauké oo s.vnnumpzvo belypora
olpuwv Kol Bpu onou 5 ¢ v oe>1% g ﬁnanc and v onoia n
apetdBAntn ooipeprivipnn, o AZ5104 kot o AZ7550, 0€ Katd npooéyyion 1,9, 6,6 kot
2,7% ¢ bdong eved pio kuoteivuhikn evwon npooBikng (M21) kot évag dyvwarog petaBohitg (M25)

eheuBepn efelifng tng vooou emBicon (PFS) Atav 12,6 prveg. Itoug 411 npoBepaneupévoug aoBeveig
Beukoug omn peralhafn T790M tou EGFR, to ouvoNKo nocootd aviikelpevikng aviandkpiong (ORR)
péotw Tuphc ¢ Avefapining Keviping Entponng AfioAdynang (BICR) fitav 66% (95% Cl: 61,
71). Ie aoBeveic pe eniBefaiwpévn oviandkpion pécw BICR, n Giapeon Bidpkela g ovianokpiang
(DoR) fitav 12,5 pAveg (95% CI: 11.1, NE). To ORR péow BICR atn pehémn AURAex fitav 62% (95% CI: 55,
68) w1 70% (95% Cl: 63, 77) otn pehérn AURAZ. H Biapeon eAedBepn eEeMiEng tng vagou eniiwan (PFS)
fitav 11,0 prveg 95% CI (9,6, 12,4). Nooootd avuikeipevikng aviandkpiong peaw BICR dvw tou 50%
nopatpnBnkav oe ohe 1g npokaBopiopéves unoopabeg nou avahiBnkav, nephapBavopéviov g
ypoppnc Bepaneiag, g eBvonkng npoéheuang, g nhikiag Kot tng neploxng. Itov afokoynapo yia
avanokpion nAnBuopo, B5% (223/262) eixav tekpnpiton TG aVIaNoKpIONG KOTA TOV XPOVO TG NPAITNG
Topoypapiac (6 eBiopaliec) 94% (247/262) eixav texpnpiwan g munnnp:cmc xm'n TOV XpOvo g
Bedepng mpwpuq)luc(iZ effopabec). Aedoutva anorel

Am-epvnﬁnxs pia afioAoynon péow BICR tng
anoteheapatikotntag eni tou KNE olpquve pe ta kprnpia RECISTv 1.1 oy unoopaba wv 50 (and
toug 411) aoBevwv nou evioniomkav va Exouv petphoipes petaotacel; tou KNI ce éva
onivBnpoypagnua eykepakou kot v évapn. MopompnBnke 54% nooodtd  ovuKelpevikng
avtanokpiong tou KNE (27/50 aoBeveig, 95% Cl: 39,3, 48,2) pe 12% outwy v avianokpioewy va elval
nAnpeig avianokpioeig.Aev exouv BiefaxBel khivikeg pedéteg oe aoBeveic pe MMKI Betka oe de novo
petahhabn T790M tou EGFR. Maibiotpikéc nAnBuopsc: 0 Eupwnaikdg Opyaviopds Qappdkwy exel
buooet analhayn ano v unoxpéwan unoBoAng 1wy anoteAeopdtwv twy peketwy pe 1 TAGRISSO oe
oheg g unckatnyopies tou nabiatpikoy nAnBuopou otov MMKM (BAéne nopaypago 4.2 yia
nhnpogopie; oxeuka pe v nabwtpikn xpnon). 5.2 Qoppakokwnukég 6ibtneg: O
(PAPHAKOKIVATIKEG NOPAYETpOL TNG oalpeptivipnng éxouv npoabiopiotel o uyin Gtopa kot aoBeveig pe
MMEKN. Me Baon avahuon nAnBuopiakng gappakokwnTKng, n paivopevn kaBapon mAdopatog g
ooipepuvipnng eivar 14,3 L/h, o gavapevog oykog katavopng 918 L kai o tehixag xpévag npioeiag Jwng
katd npooéyywn 44 wpes. H AUC kain C__ aufBnkav avahoyikd pe  Sdon o Goooloyika edpog 20
€wg 240 mg. H xopfiynon tng cowpepuvipnng dna npep EMIpEPET Katd npootyyion 3nkaoia

Goav oe 1,5% ka1 1,9% g 66ong, oviotoixa. Me Bdon in vitro pehéteg, n ocipepTivipnn
ana'rr)slmaymwmm ovaotohéa twv CYP3AL/5 ohAa oxi twv CYP1AZ, 2A6, 2B6, 2C8, 2€9, 2C19, 206
ko1 2E1 0e KAIVIKG ONPOVTIKEG OUYKEVIpWOEIS. Me Baon in vitro peléteg, n ooipepuvipnn Bev elval
avagrohéag Twv UGTIAT kat UGTZB7 oe khivikd onpaviikEq auykevipwoeig oe eninebo nnatag. H
eviepikh avaatod tou UGT1AT eivar mBavi alAa n khivikn tng enibpaon Gev eival yvword. Anofokh:
Mera and epdna and tou otdpatog Saon 20 mg, o 67,8% mg Goong avakmBnke ota konpava (1,2%
wg pntpiKn évwan) evio 14,2% tng xopnyoUpevng oong (0,8% we pntpikn éveoon) aveupéBn ota olipa
péow aukhayne Serypdrwy olipwv yia éuq B4 npépeg. H aperaBAntn ooipeptivipnn aviioroixoloe oe 2%
Katd npnnz\,'ywn \m; anoPoAng pe 0,8% ota olpa ko 1,2% oo kénpavo. AMnkenibpaosic pe
LETOPOpIKES NpWTEIVES: n vitro pekétes éxouv Beifel o1 n oopepivipinn bev onotehel undotpwpe Twv
OATP1B1 kat DATP1B3, In vitro, n ooipepuvipnn Gev avaotéMel toug OAT1, DAT3, DATP1B1, DATP18B3,
MATE1, OCT2 ko MATEZK oe whivikd onpaviikéq ouykevipwoeig. Me Paon in vitro pehéteg, n
ooIpeprIvipnn anoteAel undatpwpa g P-gp Kal g BCHP wat6oo ong kKvikd xopnyoUpeveg Gooeig
e eivor niflavd va AnBoUv KAMVIKG ONPaVIIKEG Aenifipa Me Baon in vitro Sefiopéva, n
odipepTvipnn eival avootokéag tng BCRP kai g P-gp (B.\zmz nﬂpm,'puqm 4.5). Eiikoi nhnBuguoi: Te
avahboeig nAnBuapiaokng mﬂppnun«r\m‘rlnnq (n=1.367), bev nvlweumunv khivikd  onpaviikol
ouoxetiapoi petafl mg npofiken pevng éxBeang o otab: d (AUC ) kar tng
nhikiag Tou aoBevols (edpog: 25 éwg 91 ém), Tou pUAou (65% Bnhzlc) g eBvoTikAg npnz.\r;uanq
(nepthapBavopévaov Aeukd, Aciotty, londviy, Kivedwv Kol pn Aciativ pn Aeukiov aoBeviov),
ypappng Beg Kal 1wy Beiw potog (n=34 vuv kanviatég, n=419 npwny kanviotég). H
nknBuapiakn pappokokivaTiki avdiuon éBeie o ta owpanikd Bapog ftav onpavikA oupperaBhntn pe
Hikpétepn ané 20% peraBoA g AUC g ooieprivipnng ovajievépevn e elipog owpomkol Bapoug
and 88 kg éwg 43 kg avtiotomxa (95% éwg 5% nooootnpdpia), drav ouykpiinke pe v AUC yia idpeao
owpatike Bapog &1 kg. Aapfdvoviag undyn g akpaieg g Tou owpatikod Bapoug, and <43 kg £wg
>88 kg, ta nocootd tou perafolitn AZ5104 kupdvBnkav and 11,8% éwg 9,6% eva yia tov AZ7550
wupavBnkav and 12,8% éwg 8,1%, avriotonxa. Me Bdan tnv nhnBuopiaxi pappakokiviTiki avakuon, n
heurwyativn. opol TautonoiBnke we onpoviikh ouppetaBAnth pe petafoln <30% ot AUC, tng

peprvipnng oe edpog A ivng and 29 éwg 46 g/L ovtiotoixa (95% €wg 5%




nogogtnpopia) 6tav ouykpiBnke pe mv AUCss yio tn Siapeon Aeukwpativn kata v vapfn 39 g/l
Autég ol peraBohéc tng exBeanc e€arlag Glogopdiv Tou umpmlkuu ﬂupouc 111G AeuKwpativg kata v
evapfn Gev Bewpouvial KAIVIKG onpaviikec. : H ooipepuivipnn anoBalhetal
Kupiwe péow Tou Ainatog. Iz o kAvikn Bokipn, aoBeveic pe 6|nq;upmuuq TUNOUG NPOXWPNHEVWY
gupnaywy oykwv kal pe nnta nnatikn Suokertoupyia (Child Pugh A, péoog 6pog BaBpokoyiog=5,3, n=7)
n pérpia nnauka Suohertoupyia (Child Pugh B, péoog opoc=8,2, n=5) bev nopouoiaoav kapia oufnan
omv exBeon oe oUykpion pe ooBeveic pe puolchoyikn nnatkn Aertoupyia (n=10) pera ané pia Goon
TAGRISSO 80 mg. H yewpetpikn peon avahoyia (70% C1) g AUC kai tng €t oowpepuvipnng fitav
63,3% (47,3, B4,5) ka1 51,4% (34,6, 72,3) oe ooBeveic pe nnia nnatikn Suokerroupyia kat 68,4% (49,6,
94,2) ko1 60,7% (41,6, 88,6) ovriotoixa oe aoBeveic pe petpia nnatikn Guoheroupyia yia tov petofokitn
AZS104n AUCKainC_ nav 66,5% (43,4, 101,9) kar 66,3% (45,3, 96,9) oe aoBeveic pe Ama nnaukn
Guohertoupyia ko1 50,9% (31,7, 81,6) ket 44,0% (28,9, 67,1) avtiotoixa o€ aoBeveig pe pEtpia nnatikn
Buokemoupyio, e oUykpion pe v exBeon ce ooBeveic pe guotohayikn nnotikn Aetoupyia. Me Baon
nAnBuopiakn pappakokiviTikn avaluan, bev unnpfe ouoxenopag petafl v Gektdv tng nnoukng
A pyiag (ALT, AST, xokepuBpivng) kat g éxBeang tng oopepuvipnng. 0 Beiking g nnatikng
heroupyiag, Aeukwpartivn opou, £6ei€e eniSpaon ot OK tng oopepvipnng, Ot khivikeg pehétes nou
BienxBnoav anékheicav aoBeveig pe AST n ALT >2,5x avirato quoiohoyiké opio (ULN), n e€ariog
unakeipevng kakonBeiag, >5,0x ULN n pe ohwn xohepuBpivn >1,5x ULN. Me fdon gappakokwnmikn
avahuan 134 aoBevawv pe Ama nnatkn GuoAeroupyia, 8 aoBeveig pe pétpia nnankn Suoheroupyia Kat
1.216 aoBevidv pe puotchoyikn nnamiki A pyia, o1 exBETEIG TG popEpTIVIPNNG Atav ncpépult‘t Aev
undpxouv SiaBémpa 6ebopéva yia noBeveig pe coBaph nnotikn Guchertoupyia (BAéne napaypago 4.2).
N:mn_ﬁuqﬁmma It pia kAvikn Gokipn, aoBeveic |.!: ooflapn veppiki uohertoupyia (Cler 15
£w¢ kaw and 30 mL/min, n=7) nopoucindav 1,85-popég alfnon g AUC (90% CI, 0,94, 3,64) kot
1,19-popég atknan g C_ (90% CL: 0,69, 2,07) oe alykpion pe aoBeveis pe puaiohoyikn veppiki
Aemoupyia (CLer peyahtepn and n ion pe 90 mL/min, n=8) petd and pia 6an TAGRISSO 80 mg and tou
otopato, EminAgav, pe Bdon nAnBuopakn poppokokivnukn avakuon 593 aoBevibv pe nma veppikn
Suoheroupyia (CLer 60 éwg kdwo ana 90 mL/min), 254 acBeviov pe pétpia vegpikn SucAeroupyia
(CLer 30 €wg katwo and 60 mL/min), 5 aoBevebv pe Bapid veppuwn Suokeraupyia (CLer 15 éwg kamw and
30 mL/min) ka1 502 acBeviov pe quatoAoyikn vegpixn Aerroupyia (peyahdtepn and n ion pe 90 mL/min),
ot exBEneig g oopepTvipnng ftav napdpoteg, AoBeveic pe Cler pikpdtepn ané i ion pe 10 mL/min Gev
oupnepiehngBnoay oug khivikég Bokipes. 5.3 Mpoxhvika Gebopéva yia v aopadea: To kipla
eupnpata nou napamnpiBnkav oug pekétes wikamag enavahopfavopeviy Gocewy oe opoupaloug
ka1 okihoug ouviotavio oe atpogikeg, pheypovidbes kau/n expuhionikes petaPohés nou enebpaoay oto
emBiio tou kepatoeibi xitdiva (ouvobevapeves and npiblapavela kat Bodepdtnta tou kepatoebols oe
oklhoug kata mv opBudpohoymn efézaon), tov yoowpeviepika owhiva (nepihapBovopgvng g
yh@ooag), 1o BEppa KAl 10 AVANaPOYWYIKG CUOTNGTE ToU GPPEVOC Kal Tou Bikeot; pe BeuteponaBeic
petaPokés otov onhfva. Ta eupnpota outd eppovioKOY O OUYKEVIPWOELS NAGOHOTOG nou mav
xapnAorepes and exelveg nou nopampnBnkav oe aoBeveit pe  Bepanevukn Goon wv B0 mg. Ta
EUPN|ITT, IOV NOPGUCIGTTNKAY Hetd and 1 piva xopAynons, fitav ot peydho BaBuo avaotpeyipn eviog
1 pnvog akoholBwe g Biakenng me xopiynong, pe v efolpeon g pepikng anckardotoong
oplopévtoy £k 1ov perafoltv tou kepatoeiBous. H oopepuvipnn Slanepva tov dBikto aipatoeykegoling
ppayps tou mbnkou cynomolgus (evBophéBio xapnynan), Tou apoupaiou kat tou novaked (and tou
aropates xopnynon). Ta pn khivika bebopgva urobetkviouy on n copepuvipnn Kai o petaBoliing g
(AZ5104) ovaoteMouv tov blovko nou kwhikonowelior ond to yovibio h-ERG kai bev pnopei va
anokheotel n enibpaon oy noparoan tou Bic OTc.H ak

pepuvipnn bev P ywetmé:
BhaBeg oe in vitro ke in vive Gowipaoies. H umpzpuvlunn Bev ebeie kaprivoyova buvapikd otav
xopnynBnke ano Tou o10}aT0g o8 ﬁmyuvzﬁmauun: noviikous Tg rasH2 yia 26 eBGopabe. Avanopaywyika
1ofikamnta: Expuhionkés perafolés nopoumidomkav oroug Gpxei apoupaiwv Kai okUhwy nou
ekteBnkay omv oopepuvipnn yia 2] piva kor unapfe pelwon g apoevikNG yovipGTmog Twv
apoupaiwy pew ano éxBeon oy ooipepuvipnn enf 3 prves. Autd ta supnpata napotpBnkav oe
KAIVIKO  OR{OVUKEG OUYKEVIPWOEIS nAdopatos. Ta naBoloyikd euphpoto otoug OpXeis nou
nopampnBnkay petd and 1 pnva xopiynong Mav avaotpéyipa otoug apoupoloug” wotdoo, Bev pnopel
va eaxBei oplouko oupnepaapa yia v avootpeipda qutiv v BhaBiv otous okohous. Baget
pekettiv oe {ia, n yovipotnta oe Bikea dropa pnopei va ennpeaotel and tn Bepanela pe oopepuvipnn.
Ie peketeg tofwomntag enovohopBovopevioy Gooewy, nopamprBnkav oubnpeves ouxvomieg
avolotpou, exguliopol Tou wxpod owpatiou oug woBnkeg kat Aémuveng tou eniBnilou o phtpa Kai
Tov koAno oe opoupaioug nou exteBnkav omy coipepuvipnn yio 21 pivo oe KAVIKG OnpOVOKES
ouykevipthoet nAdoparos. To euphpata nou nopompiBkav oug woBrkes petd and 1 piva xopAynang
ntav ovootpeyipa. Te pio peAen yovipomiag ge Bnhukols apoupaious, xopnynon oowepuvipnNg
20 mg/kg/npépa (neplnou fon pe ™ ouviotdpevn npepnoia khvikn Goon twv 80 mg) Bev eixe
emimuwelg otov kUkAo tou olotpou A tov apiBuo twv Bnhukiv nou pevouy gykues, ahha npokaece
nptious pBpuikeus Bavitouc. Ta eupnpata outd £beiav evielfeic avaotpeyipotmag perd ana 1

pnva Bluxunnq g Goong. [e pa pdzm rpnnnnolnunc e, epfpuikng uvurrtuEnc otov apoupaio, n
P npiv
and v epBpuikn epgu . Ta Aéopata autd nopetnpnlnkav oe avekn and tn pmepa boon
20 mo/kg dnou n ékBzon firav igobivapn pe v avBpwnivn éxBeon ot guviatwyevn Son v 80 mg
npepnoiwg (pe fdon tm ouvolikn AUC). ExBean oe Gooeig 20 mg/kg kar dvw katd tn Gigpkeia g
C npuudlacnv pEva epfip potixa Bapn akAa oxi aveniBupnteg evepyeie atnv
nnmn n popgoioyia tou epfpuou. Trav n ooepuvipnn xopnynBnke oe KUOPOPOUVTEG
BnAth apoupaioug katd T Gidpkela N KUNONG Kal OTN OUVEXEW Ecog Kal TNV apxd g yahouxiac,
unnpge epgavag éxBeon oty oowepuivipnn kot toug petafoliteg tng ora BnAalova veoyva kot
eninAgov peiwon e eniBivong twv veayviov kai eAinng avantugn (oe Booeig 20 mg/kg kat dvaw).

)
pepuivignn np pBp p btav xopny W U K0 OpOINVIES Of

"r: Y

6. ®APMAKEYTIKEE MAHPO®OPIEE: 6.1 Kovdhoyog exBoxwv: [upnvag Biokiou: Mavvidhn,
Mikpokpuotahhikn kutiapivn, YopoaEunponulokuttapivn xapnAng unokatactacns, IteatuAogoupapiko
vatpio. Enikdluyn Bigkiou: MoluPivuladxoodn, Aweibio nraviou (E 171), MohuaiBulevoyhuxdin
3350, Takkng, Kitpivo oeibio aibnpou (E 172), EpuBpe ofeifio oibnpou (E 172), Mehav ofeibio aifinpou
(E 172). 6.2 AoupPavdwnteg: Aev epoppoletal. 6.3 Mdpxewn Jwig: 3 xpovia. 6.4 IBwitepeg
npopukdgeig xatd ™ @ikafn Tou npoidvrog: To goppakeuTIKG outo npoidv Sev anarei iBioitepeg
ouvBrkeg pUlafng. 6.5 Obon kmi ougtatikd Tou mepiékm: AdTpnTEg Kuyeheg Goooloyikiv
povabwv AI/AL Kound twv 30 x 1 Biokiwv (3 kupehdv), Midtpnreg kupeeq Sooohoyikdv povabuv
AV/AL Kound twv 28 x 1 Biokiwv (4 kupehiv), Mnopei va pnv kukhogopouv GAeg 01 CUOKEUODIES.
6.6 |Biaitepeg npopuafeig andppupng: Kabe axp 0into oy 6 Tipoidv N unBAEelp
npénes va anoppinTetal oUppava pe TG KaTh 160U IoxUouces axetikég Biotageig.

7. KATOXOI THE AAEIAL KYKAOQOPIAL: AstraZeneca AB, SE-151 85 Sodertalje, Lounbia.

8. APIBMOL(0I) AAEIAL KYKAD®OPIAL: EU/1/16/1086/001 40 mg 30 emikakuppéva pe Aemo
upévio Biokia, EU/1/16/1086/002 80 mg 30 emkaAuppéva pe Aemd upévio Giokio, EU/1/16/1086/003
40 mg 28 emkauppevo pe hento upévio Gioxia, EU/1/16/1086/004 80 mg 28 emkaluppéva pe Aemmo
upévio Biokia.

9. HMEPOMHNIA NPNTHE ETKPIZHE/ANANENEHE THE AAEIAL: Huepopnvia npimg gykpiong 2
WeBpouapiou 2016.Hpepopnvia weheutalag avavéwong: 12 AekepBplou 2016

10. HMEPOMHNIA ANABEOPHEHI TOY KEIMENOY: 21 Maiou 2021. Aemopepels nAnpogopleg
Y10 10 napov YappokeuTike npoiov eivar BiaBéopeg atov Bikiuaxo wno tou Eupwnaikol Opyavicjiod
@opparewv: hitp://www.ema.europa.eu.

Tponog BiaBeons: Meplopiopévn totpikn ouviayn ano &iBiko 1atpd kar napakohouBnan katd mv
Biapken tng Bepaneiag

= YNOAOFIZOMENH
nPoioN NOZOKOMELAKH Tiwi | XONAPIKH TIMH | AIANIKH TIMH
TAGRISSO F.C. TAB
40MG/TAB 30- Buokia oe 5059,21 5626,69 60838
Buarpnreg kuehec - alw/lu
TAGRISSO F.C. TAB
8OMG/TAB 30- Buoia oe 5059,21 5626,89 60838
Biarpnteg kupehec - alu/lu
BonBnote va yivouv ta gappaka
nio aogaAn Kai Avagépete
OAEE ug aveniBUpnteg evépyeieg yia
OAA ta pdpjiaxa
ZupnAnpcvovrag mv «KITPINH KAPTA»
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