WVAHMIKH ETAIPEIA AEIKTON KAPKINGY
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Lynparza

olaparib

tablats w0 mg 150 Mg

To LYNPARZA svdsikvuTtal w¢ povoBepansia
yia Tn:
® Bepaneia cuvTAPNONG EVNAIKWY QoBEVWV LE
npoxwpnuévo (oradiou Il kar IV katd FIGO i . .
(AIgBvric Ou Sia Muvaikohoyiac kal Mai- : 1/, | /(" Ty
€UTIKAC)) uPnhou BaBuou kakonBeiac eniBn- i '
MNako TWV WOBNK®Y, TWV WAYWYOV N
) KAPKIVO TOU MEPITON *cuou nou ge-
ucw ~,fow6|u BR( i (yevvn-

NEITa and Tnv OAOKANPWON TNG xNUEIOBEPQ-
Neiac NPWTNE yRAUUNg PE Bdon Tnv nAariva.
® Oepaneia ouvTAPNONG EVNAIKWY QCBEVIIV WE
£uqicBbnTo oTnv nAativa unotponialovia udin-
Aou BaBuou kakonBelag eniBnAakd Kapkivo
TV WOBNKWY, TV Waywywv i npwronaén
KOPKIVO TOU MNEPITOVAIOU, Ol OMOIEC ENQAVI-
Zouv avtanokpion (NANEN 1 JEPIKNA) OS XNUEIO-
Bepaneia ue Baon Tnv nAariva.
To LYNPARZA ot cuvduacud pe uneBacifou- g’ r,;-\ “ .'
PAuNn EVSEKVUTAI VI TN: : TUMY "
® Oepaneia ouVTAPNONG evnAikwy aoBeviv e IIGSALS Tyt ey
npoxwpnuévo (otadiou Il kar IV katd FIGO) v EAalelf=¥e/Vohil{alcrolo iAo RV o N -1 ¢ /3
uniou Babuou kakonBeiag eniBnAiakod Kapki- Twv aoBevayv xwpic eEEMEN Thg vooou
VO TWV WOBNKWY, TWV Waywywy N npwronaén oTa 3 xpév“: EvavTl 27% oTo GKE'AOC EIKOVIKOU

KAPKIVO TOU NEPITOVAIOU, 01 ONOIEG EUPAVICOUV (POPHAKOU, (HR = 0.30; 95% Cl: 0.23-0.41; P<0.0001) 2
avranokpion (NAREN N LEPIKNA) ENEITA ano Tnv . ’ . .
ohokAfpwon Tnc xnueioBepansioc npatne  IRAAZIUAGER el KIvdUvou eEENENG TNG voooU

ypappic pe Baon Tnv nAaTiva o€ cuvduacoud rn Bavarou '2*
WE WNERACICOUPAUNN KAl TV ONOIWY O KUPKI- S oUVBUAoUS HE pneRaciZoupdunn:
vOG OXETICETAI JE BETIKN KATACTAON AVENAP- © 3 xpévia MPFS oTic HRD*+A0BEVEIC LE KAPKIVO

KEIOC opoAoyou avaouvduaouol (HRD) nou ONKEV* . - i
opiZetal eite and peTAAAaEn Twv BRCA1/2 kai/ i i e il R e
A % s i EvavT 17,7 pnvidv ato okéhog eikovikol gapudkou+unefaaifoupdunng
E€iTE ano yovidlwuaTIKA aoTaBeIa. (HR = 0.33; 95% CI: 0.25-0.45)F

LYN/ODO70/1/0721

AwaTE TNV eUKalpia oTIC veodIayvwaobEeioeg
aoBeveic UE KapKivo woBnKWY, ENUNKUVOVTACG
TO JIACTNUA EAEYXOU TNG VOGOU TOUC OE Xpovia?®

AStraZeneca
TPUII'IOEJ!\.I;G.E;H.ii.IIH EMENH TP R

N0A3HH 000

www.astrazeneca.gr
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») ETTITPOTIEY

OpyoavwTtikn Emitpornn
Npdedpog: A. Nextaoidng
Avtunpoeépog: I ApaBavtvog
Fev. Mpappatéag: M. Mutépn
MéAn: M. FaloUANn

I. NaotovAag
I. Nanagotvng
E. Pec

Eriotnuovikn Emitpornn
Npoedpol: I. ApaBavtvog
A.l. AapumpornoVAou
M. Mutépn
E. Pec




EFKEKPIMENO NAEON KAI I1A TON METALTATIKO OPMONOEYAIZOHTO KAPKINO TOY NMPOLTATH (mHSPC)

=,
W

*%% ZEKINHETE MEXTANDI™

‘Otav ot aoBzveig oag mapouvaidalouv poXwpnuévo KapKivo Tou TpooTdTn ival Kaipog yia Spaan.

[o XTANDI™ sivan pia and Tou oTOUATOE ¥opnyoulevn Bepansia pe anodedeyévn anmoTeEAeOUaTIKOTNTA GV TIRWT
YA Tou mHSPC, Tou uniol kivdivou nmCRPC kal Tou aoUUITTWHATIKOU / \Tic SUUITTwATIKoU mCRPC™
DAPMAKEYTIKO MPOION A TO OMOIO AMAITEITAIIATPIKH ZYNTATH

H atvtoun MM Tou mpeidviog Snpameleral ot oshida 29 Tou napdvtog svtimoL.

T mepartépw minpogopiss oupPoukeutere trv MXN now SwomiBeton and trw Astellas Pharmaceuticals AEBE, kordmy anrjoewe,
H s1akA e (Koutix 112 JpEva e hemtd pséven Biawia - 40 mg (TAB): €2.261,67

On mhéay ouyves avemBOpnTeC evépysiss fva £ padiv 1), EEQIENC, UME PN, KOTAYATA, KOl T
mHSPC: peraot oppavesuaiaBnro; kaprives Tou sposam, nmCRRC pn petantane, mertedc otav evvougiopd, kapkives Taw npoord,
mCRPCp RO, OVEERTIRGE GTOY 1106 KIPKIOG T0U NPoaTATY

, 3.Beer TM etal, Eur Ural 2017; 71: 151-54

1. Nepihaygr) Kopoxmmonmioy Mpoidvrog XTANDI™, 2.5temberg (N et al. N Engl J Med 2020; 382: 21 X
465-74

4 Armstrong Al et al. | Clin Oncol 2019, 37(32): 797486, Metal. NEngl ] Med 2018; 37826

BonBdare va yivouy 1o @dpuaxa nio aoqabd kan
AVOpEDETE
OAEL i aveneupnTec evepyeies yia OAA Ta xdppum
Fupnhngenovtac v «KITPINH KAPTA

Hastellas ngtandl

~~ enzalutamide

Astellas Pharmaceuticals A.E.B.E.
Aynothaou 6-8, 151 23 Mapoio, ABrva
Tk, 210 8189 900, Fax: 216 8008 998
www.astellas.com/gr
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») XAIPEUXMOS

Ayanntol cuvadeidol,

Ja¢ KaAwoopiloupe otn Atnueplda pe TITAO «ALAfHHATO Kol O€pata oyung otnv
OykoAoyia» 1ou Slopyavwvel n EAANvIKn Etatpela Aslktwy Kapkivou Kol JTOXEUHUEVNC
Oeparmeiog, 1-2 Oktwppiov 2021, otnv ABrva, oto Eevodoyelo Crowne Plaza.

H ETatpela €xel TOAUETY, {wvTavr] KAl GUVEXN TIOPOUGLA OTO EMLOTNOVIKWE SPWHEVO TNG
XWPAC KL AUTH TN CUVEXELD TIPOOTIAO0U UE KAl SLATNPOUUE O TTEICUA TWV KALPWY KAl TwV
UYELOVOULKWY SUCKOALWY, Bewpwvtag 6Tt §g Ba TPETEL VAL AVOKOY OULE TLC ETILOTNOVLKEG
Spaotnplotntec.

H mpwtn nuépa ¢ Atnpepidag pe titho «Afupata otnv Oykohoyia» gueATloTEL va
avadel€el TOV ETLOTNHOVLIKO TTPOPANUATIONO o€ B€pata tou elval akoun avtileyoueva. H
SelTepn nuEpa pe TiTho «O&pata alxpng otnv Oykoloyla» Ba mpoomadroel va ecTLAOEL
oTnNV Mpoodatn aAAd emikpatoloa TAEOV YWWan o€ TOANOUC Topelg tng Oykoloylag. 2to
oUVOAO TNG N Bepatoloyia mpoomabet va KaAUPEL Eva eupl GACUA TWV AVTIKELLEVWY TNG
rtaBoloy k¢ oykoAoyiag, KaBoOoov oL TaxUTATeC eEEAIEELS TWV YWWOEWY OE OAOUG TOUG
TOUELG TNG oykoloylag aAAAlOUV GNUAVTIKA TOUG TPOTIOUG SLaYVWOTIKWY TIPOCEYYITEWY
Kol BepameuTIkKWY MAPePPACEWY Kal KABLOTOUV ETUITAKTLKI) TNV OVAYKN Ylo CUVEXNH
EVNUEPWON HE QMAAG Kal codn UNVUPATA XWPLg Vo QmEUTOAEITAL N ETLOTNUOVIKN
apdLBoAia kal o cUYXPOVOC TTPORANUATIOUOG.

OLOANTEC SLABETOLY GNUAVTLKI KAWVIKA EUMELPO OTOV TOUER TOUG KAl N TApOoUGia TOUG
Bewpole OTL AMOTEAEL EXEYYULO YLO TNV EKTIANPWON TWV 0TOXWV TNG EKSAAWONG.

Y& ouvepyaola HE TOUG OUVIOVIOTEG TWV OTPOYYUAwV Tpamellwv Ba kAnBouv va
OXOALACOULV Ta BEATA UE KPLTIKY TIPOCEYYLON, EVOWHATWVOVTAS TIC VEEG YWWOELG OTNV
KaOnpePLVA KALWVLKY) TIPOKTLK).

J0C TIEPLUEVOUE, UE GUOLKA Kot SLadSLKTUAKN TOPOUCLA, VLo KLa YOVIUN avTaAAayn
aroOPEewWY Kot TPORBANUATIOUWY.

Me ektipnon
OL Mpodedpol tng OpyavwTikAg Ko EMLoTtnovikng Emtpomnig

-G I
Anpntplog Nektacidng Fepdaoipog Apapavtivog
— B _..':_-/.‘?- 3 ’-“.
Afuntpa-lwavva AapmnponovAou Mapia Mutépn EA£vn Peg




BINOCRIT ZARZIO

epoetin alfa filgrastim

Bon@note va yiveuy Ta gappaka mo aopakn
o AVOgEpETE
OAEE 1ig avemBUpnTeS evépyetee yia
OMATa

pappaka
Tupmhnpanoviag Ty eKITPINH KAPTA

Mpwv m ouvtayoypagnor cupBouleuBeite
v MNepiknyn XapakmpiaTikuwy Tou Mpaidvrog,

MpowBeital amwd Tnv eTaipeia:

\ DEMO nsee

/AMRION, BIOMHXANIA ®APMAKQN
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»» ETTIXTNMONIKO ITpOIpaMMda

MNAPAXKEYH 0 OKTQOBPIOY 2021

ALAQupata ctnv oykoAoyia

12:30-13:00 MNpooéAcvon - EyypadEg

13:00-14:30 Avunapabeon |
MMR HeTAOTATIKOG KOAO-0pOKOG KAPKiVOG:
avoooBepansia vs mpwtng YPOoRUAG XnHeELoOepaneia
Juvroviotéeg: . ManadéonovAog, X. ToAng, N. TooukaAdcg

13:00-13:15  Mapouciaon meplotaTiko. M. MNowvvokakou
13:15-13:45  Ymép avoooBepareiac. r. Nanagoivng
13:45-14:15  Ymép xnueloBepareiac. . ZapkaBEAng

14:15-14:30  ZulATNON-ZXOALAOUOG

14:30-16:00 AvtutapdaBeon Il
Kapkivog vedpou: emkouplkr Bepaneia o€ Tomkn vooo f oxL;
Juvtoviotéc: X. Manadénuntpiou, M. KwvotavtouAdkng,
0. MapioAng-Zayakog

14:30-14:45  Napouociaon MePLOTATIKOU. E. Zkadida
14:45-15:15  Ymép avoooBeparmeiac. E. MapayKoUAn
15:15-15:45  Ymép kAaoLkng mapakolouBnaong. M. O=oxdpn

15:45-16:00  ZulATNON-ZXOAMAGCHOC

16:00-17:00 AvuuapdaBeon lli
Metaotdoel KoAoopOKoU Kapkivou:
AQUTOLPOCGKOTILKI VS OLVOLKTH XELPOUPYLKN MEpBaon
Juvroviotéc: I. Kapaitiavog, I. KakAaudvog, I Tgipag

16:00-16:10  Tapouciacn MePLOTATIKOU. N. Mépog
16:10-16:30  Ymép Aamapookomikng e€aipeonc. I. Xat{apog
16:30-16:50  Ymép KAAOLKAG XELPOUPYLKNG e€aipeanc. 3. Pobitng

16:50-17:00  2ulATNON-ZXOALAOHOG

17:00-17:30 AiaAsitppa Kkadé




CABOMETYX"
+ NIVOLUMAB

Take control with
the TKI+CPIl combination of choice

cell carcinoma. in adu

Innovation for patient care
T IPSEN MON. EME 'Qk .
oz AFIOY AHMHTPIOY 63 , 174 56 AAIMOS, AOHNA YCABOMETYX
OhAa i THA.: 210 9843324, 210 9858930, FAX: 210 9887911 (cabozantinib) tablets
S o ki E-mail: ipsenepe@ipsen.com + NIVOLUMAB

http://www.ipsen.gr

ZuvTayoypa@ikég TTAnpogopieg Tou Tpoidvrog aTtny oehida 30
1.Cabometyx Mepiknwn XapaktnpioTikwy Mpoiovrog

EMA APPROVED

8 CABO-A/MAY 2021
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MNAPAXKEYH 0 OKTQBPIOY 2021

17:30-18:30 AvuunapdBeon IV

MeAdvwpa - eyKEPOAKEG LETAOTAOELG

Juvroviotég: E. Tkoyka, A. Mnagaldoukog, E. ASavaaciou,

K. Naurpomoudog

17:30-17:40  Tapouciacn TEPLOTATIKOU. E. NAwdkou
17:40-18:00  Zuotnuatikn Beparmela:

avt(-BRAF Bepareiec kal avocoBepareia. K. Towapidag
18:00-18:20  YMEP OTEPEOTAKTLKIG AKTLVOXELPOUPYLKNC. E. MniepoUKag
18:20-18:30  2ulATNON-ZXOALOCUOC
18:30-19:30 AvuunapdBson V

Kapkivog mpootdtn: pulikn aktivoBeparneia pe EMKOUPLKO

1) VEOETILKOUPLKO OPHLOVLKO XELPLOHO

JuvtovioTég: A. Mektaoidng, E. Atatoikog,

E. Mapaykoubdakng, O. Katwmnodn

18:30-18:45  Mapouciaon meplotatikol. 0. Navaywwtou
18:45-19:00  Ymép emikouplkol avEpoyoviKoU amoKAELTHOU. A. Ndon
19:00-19:15  Ymép VEOETIKOUPLKOU avEPOYOVIKOU OTTOKAELGUOU. I. Kwtoavtig
19:15-19:30  ZulATNON-ZXOAMAGCHOG
19:30-20:00 TeAetA Evapéng

2uvroviotécg: A. Mektaoidng, I ApaBavtivog, M. Munépn, E. Peg
19:30-19:40  XalpeTONOG TTPOoESpWY
19:40-20:00 Kt av KAvoupE KaAd Tov Kapkivo, T B. Mntappmnouvng




elgraz

pegfilgrastim

W - = Bon@rjoTe v mwm&gﬂummuw Kal
M Wl n e lca OAEE mig mmuy&rsq EVEPYEIES YIO
Serving Health for Life SupmAnpGvovTag v AITPINH KAPTA»

Ma mepioodTepeg mAnpogopieg ameuBuvBeite oTnv eTaipeia

WIN MEDICA ®APMAKEYTIKH A.E.

Owimodog 1-3 & Napddpopog ATtk OFoU 33-35, 15238 Xahavdpl

TnA.: 2107488821, Fax: 2107488827, info@winmedica.gr, www.winmedica.gr

Kdroyog Adewag Kukhopopiag:
Accord Healthcare S.L.U.

accord

The Evolution of Generics

¢

Global Generies
& Biosimilars
AWARDS 2018
COMPANY OF
THL YEAR
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XABBATO 9 OKTQOBPIOY 2021

OQépata alYHng otnv oykoAoyia

09:00-11:20

09:00-09:20
09:20-09:40

09:40-10:00

10:00-10:20

10:20-10:40

10:40-11:00

11:00-11:20

11:20-11:45

Kapkivog mvebpova
Juvroviotég: I Kovuakng, E. Zapavrag, M. Tpiydg, E. Atvapdou

Emikoupikn Bepamneia oe EGFR mutant NSCLC. M. Zkovépa

Néeg BepameuTikeg eTAOYEC 0T Beparela

1" ypapung pe avoooBepamneia otov MMKITI. I. Mouvt{iog

KRAS G12C: n 08nyog pet@Ahaén tou KRAS

OTOV N UIKPOKUTTAPLKO KAPKIVO TOU TveU ova. A. lpiBag

sponsored by AMGEH

AvoooBeparela o extensive LUIKPOKUTTAPLIKO

KOpKLVO TOU TVEU oVAL. B. T{oUéa
YrnokAaouatomnoinon otov limited pn
ULKPOKUTTAPLKO Kapkivo Tou Tivelova. I. TewpyakonouvAog

O poAog Tou SUTAOU aAVOCOATOKAELGUOU
otnv 1" ypauur tou MMKT. A. T{oBapag
sponsored by Il Bristol Myers Squibb

JulNTNON-ZXOALOOUOG

11:45-13:30

11:45-12:05

12:05-12:25

12:25-12:45

12:45-13:05

13:05-13:30

ALaAsippa kadé

Kapkivog paotol
Juvtoviotéc: B. Mnapurouvng, X. MavomouAog, X. XptotoSoUAou

PIK3CA peT@AAagn otn Bepamela ToU HLETACTATIKOU

KapKLvou TOU paoTou. M. AUKKa

OEPATTEVUTIKEG ETUAOYEG OTOV TIPWLHLO TPUTAL

QPVNTIKO KAPK(VO TOU HaaToU. A. XplotomovUAou

OePATEVTIKEC ETUAOYEC OTOV UETAOTATIKO TPUTAG

QPVNTLKO KOPKIVO TOU HacTOoU. E. ZaAoUoTpog

OePATIEVTIKEC ETUAOYEC OTNV UETAOTATLKN

HER2+ kat HER2- oppovoeuaicBtntn voco. K. MAowapyxomoUAou

JulATNON-ZXOALAOHOG




—
D IMFINZI

v durvaiumah

Injection for Intravenous Use 50 ma/iml

0 xpdvog eival rloAl’mpoq ot ﬂepmda 1" ypappAc tou extetapévou

mﬁmu pmpoxunuplxou Kupuwou nvsupovu (EZ-MKIT)

H YNEPOXH THE LYNEPTEIAL.
IMFINZI+EP (cisplatin or carboplatin)

Anobeberypéva dpedog otn ouvohkn emBiwon pe 1o IMFINZI ota 2 xpovia,
ES-SCLC Alatfipnan g noidtntag Jwhe Twv aoBeviov yio NEPOoGTEPO XPOVIKG

| Biudotnpa évavu tng xnpeioBepaneiac,

TonoTkd onpaviké épehog otn ouvohikh empiwan. 0 ouvbuaopdg IMFINZI+EP (cisplatin or carboplatin) eivat

. / 6vn év Bepanei x
Budpeon 05 13 prives (95% C1, 11.5-14.8) pe to IMFINZI+EP ‘:‘g‘p}wﬂ':;&c"mnvquﬁﬁmg:&vm Ryl e o
évavu 10.3 vy (95%C1, 9.3-11.2) pe EP povo'? XnpEL epun:iucmvkpnnxm 1™ ypappAc Tou exteTapévou

otabiou pikpokuttapikod Kapkivou nvedpova.??
Méon bidpkeia napakohouBnong 25.1 prveg

HR=0.73; 95% CI, 0.59-0.91; P=0.0047

ENEPIOMOIHEE
TH AYNAMH TOY ANOLOMOIHTIKOY*

LTOXEYZE THN ENIBINZH

© AEAOMENA ALOGAAEIAL

In pehétn CASPIAN, o1 mio ouxvég avemiBupnteg evépyeieg (20%) nepiehdpBavav oubeteponevia, avaia, vautia, oAwnekia kal
BpopPokuttaponevia.! 01 SiapecohaPolpeveg and to avooonointikd ouotnpa avemBipnteg evépyeieq OAwv twv PabBpav,
ave€aptitwg armohoyiag, ftav 20% otoug aoBeveic nou éhafav IMFINZI+ EP kai 3% otoug aoBeveic nou éhaBav EP povo.'

REFERENCES

1. Goldman JW, et al. Lung Cancer. 2020;14%:46-52.

2. IMFINZI EU Spc Feb 2021

3. Paz-Ares L, et al. Lancet. 2019;394(10212): 1929-1939.

&. Stewart R, et al. Cancer Immunol Res. 2015;3(9): 1052-1062.

10321

¥ To pdppako autd TeAei und oupninpwpotkn nopokoholBnon. Autd Ba enitpéwer Tov ypriyopo npooBiopiopd vewv nAnpopopid Ak
Znteitan and toug enayyehpartie uyeiog va avapépouv onoieodinote mBavohoyoupeves avemBipnteg zvsp\rnsq otov EBvikd Upwwwc mupuén.w
Meooyeiwv 284 GR-15562 Xohapydc, ABfva, Tnk: + 30 21 320460380/337, ®ak; + 30 21 06549585, lowdronog: hitp://www.eof gr

IMF/O0028/1

Aynmhdou 6-8, 151 23 Mopoton, ABfiva, Tnh.: 210 6871500, Fax: 210 6859195,  BonBfiote va yivouy 1o pappaxa nio aapakh kai Avapépere OAEL g avemBipnteg
AStfasza Tnk. nopayyehicov: 214 2000000, Fax: 210 5596973, www.astrazeneca.gr cvipyeieg yia OAA 1o @hppaxa cupnhnpisvavtas v «KITPINH KAPTA»
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LABBATO e OKTQOBPIOY 2021

13:30-15:15

13:30-14:00

14:00-14:20

14:20-14:40

14:40-15:00

15:00-15:15

15:15-15:45

FUVOLKOAOYLKOG KOLPKIVOG
Juvroviotég: I ApaBavtivog, Z. Zapibakn, M. MnaAagourta,
N. ZoUrto¢

OePATEUTIKOC AAYOPLOLOC KOl TTPOKANCELG
otn Staxelplon Twv acBevwy pe Kapkivo wobnkwv. K. Aaoyog

sponsored by e MSD

INVENTING FOR LIFE
Neotepeg Beparmeieg oTov MAATIVOAVTOXO
KOPKIVO TWV woBnKwv. E. NtouPBéAng

Aladoxikn xnueto-aktwobeparneia oe uPniol
KvOUVOUTIPWLLO KapKivo TOU TpaxnAou
™G UATPAG. M. XatZneuvotabiou

ALLOTOAOYIKEC TIAPEVEPYELEC TWV
PARP avaGTOAEWV. I. Kuplakiéng

YulATNON-2XOALOCUOG

15:45-17:30

15:45-16:05

16:05-16:25

16:25-16:45

16:45-17:05

17:05-17:25

17:25-17:30

AraAeitppa kKadé

Kapkivog oupomnountikol
Juvtoviotég: M. Koouidng, A. Kwrodkng, Atk. @wtomouAou

Néec BepameUTIKEG ETUAOYEG GTOV TIPOXWPNUEVO
KapKivo Tou vedpoU. M. ALdvtog

NEec BepATMEUTIKEG ETINOYEG GTOV TTPOXWPNUEVO
Kapkivo TG oupodoOXoU KUCTEWC. N. AAeBL{omoulog

Néeg BepameuTIKEG ETUAOYEG GTOV KOPKIVO
TOU TPOOTATOU. M. Kapapoiing

AktvoBeparteia 0TNV OAYOUETAOTATIKNA
VOO0 TOU TIPOOTATH. I. ZouAyuwtn

H onuaoctia tng Bepamneioag cuvtipnong otov
mAaTvoevaioBnto oupoBnALaKko Kapkivo PeTa
™ Oepameia 1" ypoppic. 0. ®DAwpog

sponsored by INABRRTK
JulATNoN-2XOALAGUOG




¢ PIQRAY"

(alpelisib) tablets

PIK3CA

MOALC ThV avaKaAUYELG,

n Bepaneia tng
elvalr capng

H npwtn eykekpipévn
Bepaneia €161kd yla aoBeveig Pe NpoxwpNpEVO
kapkivo tou paotou (aBC) kat petdMa&n PIK3CA

‘Evéeil€n

To PIQRAY® (alpelisib) evbeikvutal ae cuvbuaouo pe ouABeaTPAVIN yla T Bepaneia PHETEPUNVONAUCIOKWY YUVALKWY, KAl avpwv, He BETIKG 08 OPUOVIKO
unodoxéa (HR), apvntiké o unodoxéa avBpwnivou enbeppikol augntikol napdyovia 2 (HER2) tonikd npoxwpnpévo h HETaoTatiké Kapkivo Tou Jaotou pe
petdMagn PIK3CA petd v e€ENEN TG véoou petd and evookpvikh Bepaneia wg povoBepaneia.

Ou o ouxvég avenBUPNTEG evépyeleg (avapépBnkav oe ouxvotnta >20% otov ouvBuacpévo MANBUCKS NG PEAETNG HE Kal XwpiG T HETAANGEN) Atav augnpévn yYAUKOZN NAGoPaTtog
(79.2%), augnpévn kpeatwvivn (67,6%), Sidppota (59,5%), av€naon g y-yAoutapuhotpavopepdong (53,2%), e€avBnua (51,8%), pelwon tou apBuol Aepgpokuttdpwy (55,3%), vautia (46,8%),
augnon aAavivikng apvotpavopepaong (44,0%), avawia (44,0%), kdnwon (43,3%), avgnon Aindong (42,6%), peiwon tng 6pegng (35,9%), otopatiuda (30,3%), éuetog (28,5%), peiwan tou
Bdapoug (27,8%), unaoBeouaipia (27,8%), peiwan g yAukdng Tou nAdopatog (26,8%) kat napdtaon tou xpdvou evepyononpévng pepikng BpopBonAactivng (aPTT) (22,2%) kat ahwnekia
(20,4%). Ot nio ouxvég aveniBUPNTEG evépyeleg BaBuoU 3 1 4 (avagépBnkav oe ouxvotnta =2%) htav au§npévn YAukodn nhdopartog (39,1%), §avenua (19,4%), ab§non y-yAoutapuhotpav-
opepaong (12,0%), peiwon tou apBpol Aeppokuttdpwy (9,2%), Sidppota (7,0%), au€npévn Andon (7,0%), unokaAwaia (6,3%), konwon (5,6%), peiwon tou cwpatikot Bapoug (5,3%), avat-
pia (4,9%), unépraon (4,6%), algnon NG AAaVIVIKAG apvotpavopepdong (4,2%), vautia (2,8%), kpeatvivn augnpévn (2,8%) otopatitda (2,5%), unaoBeotiatuia (2,1%) kat pAeypovh Tou BAev-
voydvou (2,1%). Ot no ouxveg avenBUpNTeG evépyeleg nou odnynoav ae dtakonn g Bepaneiag ntav n unepyAukaipia (6,3%), e€avBnua (4,2%), didppota (2,8%) kat kénwon (2,5%)

[pw m ouviayoypdpnon oupBouleuBeite v Mepilnwn Xapaxtnptotikwy tou [Npoidviog, nou datiBetat EAQ

) NOVARTIS tonsposaneos

Bon6riate va yivouv Ta pdppaka o acpakr

144 51 Metapdpowon, TnA.: +30 210 281 1712 Kau AVagepETe

OAEZ 11§ avemBupnTeS EVEPYELES
'pageio Oeaaahovikng: yia ONA Ta péppiaka .
12° xAu EBvikiic 0doU Oeaaalovikng - N. Moudaviay, Suprnp@vovtag v «KITPINH KAPTA»

570 01 O€pun, TnA.: +30 2310 424 039 L
Y To QapHAKEUTKG Npoiév uNoKewat oe
OAPMAKOEMATPYMNNHZH: +30 210 2828812 & 210 2897200 ennpooBetn napakoAoUBnan

PIQ_ADV007_MAR2021/GR2103089862

Lectus adv.


https://www.medicalportal.novartis.gr/proionta/ogkologia/piqrayr/perilipsi-haraktiristikon-proiontos-piqrayr?hash=1fcbb934f2c886f53fd2bdcbd48c18a4
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LABBATO e OKTQOBPIOY 2021

17:30-18:00  AwdAeén
JuvtovioTtég: M. BaoAauartlng, M. Asuipn

AvoooBepanela o€ TPOXWPNUEVO TIAAKWEEG
Kapkivwpa 6€ppaTog. Z. lkoupa

18:00-18:15 AidAsippa KodE

18:15-18:45 AwaAeén
Juvroviotég: A. Katowyn, E. MavteAng, X. NMapaockevonovAou

O pOAOC TNG OTEPEOTAKTLKIG akTvoBepameiag
OTNV OALYOUETAOTATIKA VOTO. M. ToAwa

18:45-20:15 KopKivog TOU yOLOTPEVTEPLKOU
Juvroviotég: M. Nanakwotag, @. Stavpidn, £. Koouidn, E. Nektaoidn

18:45-19:05  AvoooBepaneia oe mpoxwpnuévn HER2+ vooo
TOU OTOMAXOU KAl TNG YOOTPOLo0dAYLKNG GUHBOANG. I. ANadng

19:05-19:25  AvoooBeparmela 0TOV HETACTATIKO
KOAO-0pBLKO KaPKIVO. 2. MIOUMTOUXEPOTIOUAOG

19:25-19:45  Total Neoadjuvant Beparneia otov borderline/
unresectable kapkivo Tou TayKPEATOG. 0. Téyog

19:45-20:05  XnueloBepameia vs Xnpelo aktivobepanela
OTOV KOPKIVO TOU TayKPEATOG,. I. Kpttoéhng

20:05-20:15  ulATNoN-2XOALACHOG

20:15-20:30 AAén-Iuunepdopata




Q' ZIEATENZO

pegfilgrastim

_001_Sept 2021 GR2109011251

§
Tponog 61aBeong: MNeplopiopevn OTPIKN ouvTayn.
H Bidyvwaon &/f n évapgn the Bepaneiag yivetal os voaokopsio A Novartis
& pnopel va guvexietal exktog voookopeliou und voookopeiakn napakohoUBnon. Division
Noookeopeiaxh tiph: ZIEXTENZO INJ SO PFS 6MG BTkl PESYR 314,07€
KAK: Sandoz GmbH
¥ To pdpuaro auts tekel Biochemiesirasse 10, A-6250 Kundl, Auatpla
und oupminpwpatiki napaxoioUnan e e Zroixsla emkovaviac omv EAAdSa:
Moty T ouvtayoypdpnan cupBouleuteie Mﬂ?m“nv:?ﬁrsmﬁm Novartis (Hgllas) A. E.B.E}"SEI‘IdO; division
mv Mepitniyn Xapokmpiotkedv tou Mpoldvios  suyminpivoviag my <KITPINH KAPTA= Opaykokkhnoag 7B, 151 25 MapoUat, ABriva

rou Giotl@etal oe enduevn oeAiba Tnh.: 2102811712, dak: 210 6857655
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»» OMIANTES - TTPOEAPOL

AOANAZIOY E.

ANAOHZ |
AAEBIZOMOYAOZ N.
APABANTINOZI.

BAZAAMATZHZ M.

TAZOYAH M.

FEQPTAKOMOYAOZ I.

FANNAKAKOY M.
FKOrKA E.
FKOYPA z.

FPIBAZ A.
AEMIPH z.
ZAPKABEAHZT.
OEOXAPH M.

KAKAAMANOS I.
KAPAITIANOS I.

KAPAMOYZHz M.
KATZQXH A.

KATQMOAH O.
KOzZMIAH z.
KOzMIAHZ M.

KOYMAKHZ T.

AktvoBeparmnetpla-OykoAdyog, Tuvtoviotpla AteuBbuvipla, THAHA
AktvoBepareutikr)g Oykoloyiag .O.N.K. «OL Aytot Avapyupol»
MaBohoyog-Oykoloyog, EMoTNUOVIKOG Zuvepyatng, A.O.K.A. «Yyela»
MaBoAdyog-Oykoroyog, I.N.A. «O EvayyeAopog»

Ap., MaBoAdyog-OykoAdyog, AGakTwp Mavemotnuiov ABnvwy,
Juvtoviotng AleuBuvtng, B’ MaboAoyikr) OykoAoyikr) KAk,
.0O.N.K. «Ot Aytot Avapyupol»

MD, PhD, MaBoAdyog-OykoAdyog, ETLOTNUOVIKA KOl ALOKNTIKA
YrtieuBuvoc, Oykohoyikn KAwikn, T.N.A. «O EuayyeAouocy-
OdBalulatpeio ABNVWV—TTOAUKAWVLKA

KaBnyntpla Biodoyiac-Navoiatpikic, Epyactrplo Bloloyiag, latpkn
TR, E.K.M.A.

Emikoupog KaBnyntng AktivoBeparmeutikr)g Oykoloyiag, latpikr ZXoAn,
E.K.M.A.

Eldikevopevn Maboloyiag, M.O.N.K. «Ot Aytot Avapyupol»
MaBoAoyog-Oykoloyog, Kabnyntpla Maboloyiac-Oykoloyiag, latpikn
YXoAn), Mavermotiuo ABnvwy, A’ Maboloyikn KAk,

M.I.N.A. «Aaikd»

Eldikevopevn MNaboloyikng OykoAoyiag, Mavemotnuakr OyKoAoyLKr)
KAwikn, M.F.N. lwavvivwy

MaBoAoyog-OykoAoyog, EmpeAntnc A, B’ MaboAoyikr-OykoAoyikn
KAwikn - Movada Metapdoyevong, I.A.O.N.A. «O Aylog Zappacg»
MaBoAdyog-Oykolodyog, AlevBuvtpla, B’ Maboloyikd-OyKoAoyikd
Tunua, MA.O.N.A. «O Aylog 2aBRag»

MaBoAodyog-OykoAoyog, MD, MSc, ETtikouptkog ETUEANTNG,
Oykoloytkn KAwikn, M.I.N. lwavvivwy

MaBoAoyoc-Oykoloyog, Empentpta B, A Maboloyikr KAwikn,
M.IF.N.A. «Adikd»

Xelpoupyog-OykoAdyog, Kabnyntic Xewpoupytkng, E.K.M.A.

ApL Emtik. KaBnyntng Xewpoupykng Mavemotnuiov

ABnvwy, AteuBuvtrg, Xelpoupytkn KAwikn, «Eppikog Ntuvav» Hospital
Center, T. ZuvtovloTtng AleuBuvtrg, OyKOAOYLKH XELPOUPYLKNA

KAwikr), T.A.O.N.A. «O Aylog aBBac», Mpoedpog EAAnVikA¢ ETalpeiag
Xelpoupykng Oykoloyiog

MaBoAdyog-Oykoldyog, Kabnyntnig, latpikr 2xoAn, E.K.M.A.

MD, PhD, Oykohoyoc-AktivoBeparmeutng, A.0.K.A. «Yyeiar, ABAKTWP
Maverotnuiou RWTH Aachen lepuaviag, MNpoedpog AKOZ

MD, PhD, MaBoAdyog-Oykohodyog, AteuBuvtpia, OykoAoyikn KAwikn,
«EupwKAWVIKA» ABnvwy

AktwvoBepameutrig-Oykohoyog, Av. AteuBuvtpla, Kévtpo
AktwvoBeparmeutikng Oykoloyiag, A.0.K.A. «Yyeio»
MaBoAdyog-OykoAdyog, AleuBuvtngc, B’ MabBoAoyikr-Oykoloyikn
KAwikn, A.©.K.A. «Yyela»

MaBoAdyog-OykoAdyog, ETLoTNUOVIKOC uvepydtng, B' Oykohoyikn
KAwikr, Nocokopeio «Yyeia»




KPITZEAHZT.
KYPIAKIAHZ T.

KQNZTANTOYAAKHZ M.

KQTZAKHZ A.

KQTZANTHZ I.

NAMIMPOMNOYAOZ K.

AAMMNPOMOYAOY A.l.

NAZXOZ K.

NIATZIKOZ E.

AINAPAOY E.

AIONTOZ M.

AYKKA M.

MAPATKOYAAKHZ E.

MAPATKOYAH E.
MAPIOAHZ-ZAWAKOZ O.

MEMOZ N.

MOYNTZIOZ I.

MMOAAADQOYTA M.

MMAPMIMOYNHZ B.

MNAG®AAOYKOZ A.

MMEPOYKAZ E.
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AktivoBeparmeutng-OykoAoyog, A.0.K.A. «Yyeia»
Eldikevopevoc Alpatoloyiag, Alpatoloyikr KAwikr,

I.A.O.N.A. «O Aylog ZaBpag»

KaBnyntig Xetpoupykng E.K.M.A., A" Mpomnatdeutikn
Xetpoupykr) KAwikn, I.N.A. «Irtmokpdtelo»

Av. KaBnyntric MNaboAoyiag-Oykoloyiag, latpikn ZXoAn,
Mavemotnuo Oecoaliac, AleuBuvtrg, OykoAoyikn KAWLk,
M.r.N. Adptoag

MD, MaBoAdyog-OykoAodyog, Emikoupkog Empehntng B,

B’ Mavemotnuiakn Maboloyikry KAwikn, M.1.N. «ATTIKOV»
Neupoxelpoupydg, YriebBuvog TUAUATOG AKTIVOXELPOUPYLKAG
Eykedahou Gamma Knife, A.©.K.A. «Yyela»

KAwog Gappakomoldg, PharmD, MSc, PhD, Abdktwp, laTpikn
YxoAn), E.K.MT.A., YreuBuvn Tunuatog KAwikwyv Mehetwy, B’
Oykoloytkr KAwvikn, T.O.N.K. «Ot Aytot Avapyupol»
MaBoAdyog-OykoAdyog, EMLoTNUOVIKOG Suvepydtng, B
MaBoAoyikry OykoAoyikr) KAwikr, T.O.N.K. «Ot Aytot Avapyupol»
KaBnyntric-AleuBuvtrg, OupoAoyikr) KAwikn, M.I.N. Matpwv,
Avtutpoedpoc EAAnvikr ¢ Oupoloyikig Etatpeiag, Mpoedpog
Eupwmnaikol ZyxoAeiou Oupoloyiag

MD, PhD, MaBoAdyog-OykoAoyog, Adbdktwp Imperial College
London, AteuBuvtpla A" Oykoloyikrg KAwikrc, Nocokopeio
«Metropolitan»

MaBoAdyog-OykoAodyog, Emikouptkog EmipueAntng, OykoAoyikn
Movada, MN.A. «AAe€avSpa»

MaBoAdyog-OykoAoyog, Av. AteuBuvtpla, A” Oykohoyikn KAwikn-
Movada KAwikwv MeAetwy, «Eppikog Ntuvav» Hospital Center
AktivoBeparmeutng-OykoAoyog, AleuBuvtng, Kévtpo
AktvoBeparmeuTikrg Oykoloyiag, Ouhog «lacw»
MaBohoyog-Oykoloyog, Emperrtpia A, M.I.N. Adploag

Av. KaBnyntic, E.K.M.A., Mavermotnuakr Xeipoupytkr KAwikn,
I.O.N.K. «Ot Aytot Avapyupol»

Xelpoupyog-Oykohdyog, B’ Xetpoupyikn KAwikn, E.K.M.A.,
M.IF.N. «Apetaielo»

MD, MSc, PhD, MaBohdyoc-Oykohoyoc, AteuBuvtrg, A'
Oykohoytkr) KAwikn kat Movada KAwikwv Mehetwv, «Eppikog
Ntuvav» Hospital Center

AktwvoBeparmneutng-OykoAoyog, Entikoupn Kabnyntpla,
MavernoTApLo AUTIKAC ATTIKAC (TTAAA)

MaboAdyog-OykoAoyog, AlevBuvtnc, I Oykohoyikr KAk,
Nocokopeio «Metropolitan»

MaBoAdyog-Oykoloyog, AlevBuvtrcg, A” Oykoloytkr) KAk,
Nocokopeio «Metropolitan», Opotiwog Kabnyntng,
MavermoTAULo AUTIKAG ATTIKAG

MD, PhD, AktvoBeparmeutic-OykoAoyog, Av. AteuBuvtng, Tunpa
AktwvoBepameutikrg Oykoloyiag, Noookopelo «Metropolitan»




MMNOYMMNOYXEPOMOYAOZ z.

NAZH A.

NAZIOYAAZT.
NTOYBEAHZ E.
MANATIQTOY O.

MANOMNOYAOZ X.

MANTEAHZ E.

MNAMAAHMHTPIOY X.

MAMAAOMOYAOZ M.

MNANAKQZTAZ M.

MAMNAZOINHE T.

MAPAZKEYOMNOYAOY X.

MEKTAZIAH E.
MNEKTAZIAHZ A.

NINEPH M.

MAIAKOY E.

MAOIAPXOMNOYAOY K.

PEZE.

POAITHZ 2.

2ANOYZTPOZ E.

ZAMANTAZ E.

2APIAAKH Z.
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MaBoAdyog-OykoAdyog, Emikouptkog latpdg, B’ Maboloyikn-
Oykohoytkr KAwikn, I.O.N.K. «Ot Aytot Avapyupot»
MaBoAdyog-OykoAdyog, Zuvepydtng, latpkd Kévipo ABnvwy,
latpelo Kapkivou Oupormoloyevvntikol ZUOTHATOG,
EMLoTnUoVIKOG Zuvepydtng, Oykoloyiky Movada, I Maboloykn
KAwikn, latpikr 2xoAn ABnvwy, T.N.N.©.A. «H Zwtnpia»

PhD, Emiotnuovikdg AteuBuvtng, Genekor A.E.

MD, PhD, MaBoAdyog-Oykohdyog, Mevikr KAwikr Képkupag
MSc, Eldikevopevn Maboloyikrg Oykoloyiag, B Oykohoyikn
KAwikn, M.O.N.K. «Ot Aytot Avapyupol»
MaBoAdyog-OykoAdyog, AleuBuvtncg, Oykohoyiko Tunua,
«EupwKAWVIKA» ABnvwyv

Enikoupog KaBnyntrg, Epyaotnplo latpikng Quoikng, latpkn
YXoAn, E.K.TT.A.

MaBoloyog-Oykoldyoc, Kabnyntg latpikig E.K.M.A,,
YrieUBuvog, Oykohoyikr) Movada, I.N.A. «Apetaielo»
MaBoAdyog-Oykohdyog, AleuBuvtic, Oykoloyikr KAk,
Nautikd Noookopeio ABnvwv

MaBoAdyog-OykoAdyog, AleuBuvtnc, B' Oykohoyikr KAwikr,
Metropolitan General Hospital

MaBoAdyog-OykoAdyog, EmipeAntrg B, B” MaBoloyikn KAk,
r.A.O.N.A. «O Aylog ZaBBac»

MSc, Aktivoduokog, ZuvtovioTpla Ynnpeolwy Kévtpou
AktwvoBeparmeutikng Oykoloyiag, A.0.K.A. «Yyeio»

Enikoupn KaBnyntpla, Harvard Medical School

OupoTpog Kabnyntnge, latpkn £xoAn, E.K.M.A., AtcuBuvtng,

I Oykohoyikod Tunua, «Eppikog Ntuvav» Hospital Center
MD, PhD, AktivoBeparmeutrg-OykoAdyog, Av. AteuBuvtpla,
«laTpoTtOALG» KEVTPO AKTIVOXELPOUPYLKNG-EALKOELSOUG
Qepaneiag

MD, MSc, MPH, Ztpart. latpog NN, Etdik. MaBoAoyikng
Oykohoyiag,

B’ MaBooyikn-Oykohoyikn KAwikr, I.O.N.K.

«OL Aylol Avapyupol»

MaBoAdyog-OykoAdyog, Adaktwp Mavemniotnuiov ABnvwy,
«EupwKAWVIKA» ABnvwyv

MaBoAdyog-OykoAdyog, Emperntpla A, I OykoAoyikn KAwikn,
.0.N.K. «Ot Aytot Avapyupol»

Xelpoupyog, EMkouptkog ETUUEANTNG, MavemioTnuLok)
Xelpoupytkr KAwikr, I.O.N.K. «OL Aytot Avapyupol»
Emikoupog KaBnyntrig Oykoloyiac, Turua latpikic,
MAVETLOTA L0 OeaoaAlag

MaBoAdyog-OykoAdyog, AleuBuvtnc, B” Oykoloyikr KAWLk,
Noocokopelo «Metropolitan»

MD, PhD, MaBoAdyog-OykoAdyog, Emiotnovikog Yreubuvog,
OykoAoyikd TuApa, «AckANTLog AIATNQIIZ» - KAWLKN
«AokAnrieiov Kpritng», HpdkAeto, Kprjtn




IKAOIAA E.
2KONAPA M.
ZOYAIMIQTHT.

20YNoz N.

ITAYPIAH O.

TEloz O.

TZIMAZT.

TZOBAPAZ A.

TZOYAA B.

TOAHZ X.

TOAIA M.

TPIXAZ M.

TZIFTAPIAAZ K.

TZOYKAAAZ N.

OAQPOZ O.

DOQTOMOYAOY AIK.

XATZAPAZ I.

XATZHEYZTAOGIOY M.

XPIZTOAOYAOY X.

XPIZTOMOYAOY A.
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Eldikeuopevn Maboloyiknc-Oykoloyiag, M.N.A. «Ale€avdpar
MaBoAdyog-OykoAoyog, «Eppikog Ntuvav» Hospital Center
AkTtivoBeparmeltpla-OykoAdyog, ErpeAntola A" EXY, Tunua
AktwoBeparneiag, I.O.N.K. «Ot Aytot Avapyupol»
MaBoAdyog-OykoAdyog, ETLoTNUOVIKOG Suvepydtng, B Maboloyikn-
OykoAoykn KAwikn, T.O.N.K. «Ot Aytot Avapyupol»

MD, MSc, MRCP, MaBoAoyog-OykoAodyog, Care & Cure Oncology Center
MaBoAoyog-OykoAdyog, MD, PhD, T.N.A. «O EvayyeAlopog»

MD, MSc, PhD, FACS, FRCS, Clinical Assistant Professor of Surgery,
University of Vermont, AteuBuvtrg Topéa Xelpoupyikn Hratoc,
Maykpeatog kat XoAndopwy, A.0.K.A. «Yyela»

PhD, NMaBoloyoc-Oykoloyoc, EmpeAntic B, A" Madoloyikr-
OykoAoyikr KAwikn, T.A.O.N.A. «O Aylog ZaBRag»

Eldikevopevn Maboloyiag, Tuvepydtng Oykoloyikng Opadag,
A.O.KA. «Yyela»

MaBoloyog-OykoAodyog, Emlotnpovikog YrieuBuvog, Oncoderm Center
(MHN) lwavviva

Av. KaBnyntpla AktivoBeparneiag, latpikr ZxoAn, MaveniotnuLo
Kpritng

AktvoBepameutg-OykoAoyog, EMoTNUOVIKOG TUVEPYATNG,
Nocokopelo «laocw»

MaBoAdyog-OykoAdyog, Av. AleuBuvtrg, latpkd Kévipo ABnvwyv

MD, MSc, PhD, MaBoAdyoc—OykoAdyog, MSc BlomAnpodopikr, Av.
AleuBuvtrg, OykoAoyikr KAwikr, 401 TENA, ETUOTNUOVIKOG SUVEPYATNG
Noookopelo «Eppkdg NTtuvav», ABrva

MaBoAoyog-OykoAdyog, Av. AleuBuvtrg, OykoAoykn KAk, NauTtiko
Noookopeio ABnvwy, EEwT. Tuvepydtng, 1n Oykohoyikr) KAwikn
Noocokopelo «Eppikoc Ntuvav», T. ResFac University of Pittsburgh
Cancer Institute

AktvoBeparmeltpla-Oykoloyog, EmpeAntpla B' EXY, Tunua
AktwoBepamneutikng Oykohoytag, .0.N.K. «OL Aylot Avapyupou»

MD, MPH, PhD, FACS, AteuBuvtng, Xelpoupyikn KAwikr, Metropolitan
General Hospital

AkTvoBepameuTtric-OykoAoyog, ETLOTNHOVIKOG SUVEPYATNG,

A.O.K.A. «Yyela»-«lacw»

MaBoloyog-OykoAodyog, AleuBuvtrg, B Oykoloyikn KAk,
«Metropolitan» Hospital

MaBoAdyog-OykoAdyog, AleuBuvipla EXY, Movada Xnuelobepameiag,
I.N. Natpwy, ABAKTWp, latpikr) ZxoAn, Mavermotiuo MNatpwy




N
"TECENTRIQ'Y

atezolizumab

#” 1" ypappn ouotnpankig Bepangiag
aoBevav pe npoxwpnpévo n AVEYXEIPNTO
nnarokuTTapiké xapkivo (HKK)

,‘ H dUvapn Tou cuvduaopou,
Yi0 T0 O0QEAOC TV a0BEV@Y

N /7 TECENTRIQ® + AVASTIN®

Néa évbeign’

To Tecgntug:‘@@;ﬁvﬁuuﬂuﬁ pe pneBacifoupapnn, evieikvutal yia m Bepaneia evnhikwy

_ Q0BEV@Y [I€ TIPOXWPNLIEVO i aVEYXElpNTo NNOTOKUTIOPIKG Kapkivo (HKK), o1 onoiol Bev éxouv
AaBer nponyolyevn ouotnpanki Bepaneia.

Bifhoypopia: XM TECENTRIO® kol Avastin®
Mepamépu nANpopopE SicwBEvTa! ond Tov KAK, Kamnv aimoewe,

\
. ——— £ AVASTIN
_ bevacizumab
atezolizumab i "
Tecentriq 1200 mg - Avastin 25 mg/mi
VO BIGAULC 1o ROpaoKELN SIaARIOTOG NPOG EyXuon. | UKy GNP Y10 NOPOOKEUT BITAU|OTOG TIPOS EYXUON.
Tpdnoc AiiBeant Tacentrig®: - Tpbnot AitBeonc Avastin®;
ME REpIDpIOLEVI impikr quviayi: MOVO Yo VODOKOUEITKS Xpiion ond yiorpé - Me nepiopiayiévn iarpike guviayri: Mvo yia voookapEiaksi xprian and yiarpd
JiE KaTahAnkn EIBIKEUON KOl EPNEIpio + e KamdhAnAn EIdikeuon koi Epnelpio
Tecentrig 1.200 mg: ENViGa AL T:: 4.569,00 €-N.T.: €3799,53 €, Kinpog MAT: 4993 57 € Ayastin 100mg; ENMGGa ALT.: 289,10 €-N.T: 218,96 €, Kinpog MA.T: 399,62 €
' Aastin 400mg; ENVGG0 AT 10070 €-N.T.: 809,70 €, Kinpog MAT: 127918 £,
&5
5
Roche (Hellas) A.E.: N:
"\— Ahopévac 4 & Aehpav, 151 25 Mopotor, AmKA P O e S LT 8
'TECENTR lQ"v mi: 210 6166100, fax: 210 6166159 Avagptpeie
e alanls email: hellas.medinfo@roche.com ARG s crbmec e E
atezolizumab 800 111 93 00 EMGD0 (Buwpedy ypopph emkoiveviac) EupnAnpaovovro v sKITPINH KAPTA &
=

800 92 668 Kunpog (Bwpedv ypopph enikoivwviag)

To mnw ourd TeRef und oupnAnpapanki napakohodBnon. H aovopopd mBovoloyodyeviy aveniBUpNTuy EVEQYERi LIETE oo T Xoprynon AGeine kukhopapiac Tou gappoKeunKol Npdidviog &fval
onpaviik. Enmpénel m ouvexi nopaxohotiBnan e axeonc opeAUC-KIVGDVOU Tou QapHOKELTIKOU npoitviod. Mpéng va yiverol avopopa Tww averiByntuwy evepyesiv, O avemiBGpNTES EVEPYEIEC NpEnel
er!bnc va ovopépovior om Roche (Hellas) A.E. NopakohoUye enikoniaviate e T Movado Gappakoenaypdmvnang me Roche (Hellas) A.E, eite anoréihoviog e-mall (hellasdrugsafety @ roche.com), it

AEPUVIK (+30 2106166100).




) TENIKES ITANPODOPIES

Opydavwon:

3 EAAHNIKH ETAIPELA AEIKTON KAPKINGY

W 4 KAl ZTOXEYMENHE ©EPAMEIAL

fu:‘ %,% / 3

i

Yno tnv awyida:
E@n E afonoran
IABOAOTON

Huepopnvia Sieaywyng:
1-2 OktwPplou 2021

Xwpog Sie§aywyng:
Zevoboxeio Crowne Plaza
MuxahakomoUAou 50
ABrva 115 28

TnA.: 210-7278000

H Ainpepida Ba mpaypatonoinBel uBPLSIKA - e SLASIKTUAKT) KL PUCLKY CULLLLETOXN.

Eyypadig

H eyypadn otnv Ainpepida eivat Swpedv. H mapakoholuBnon emiTtpénetal uovo oe Emay-
veApatieg Yyelag kal oe mpomtuxlakoUG/peTantuxlakolg dottntéc. Ol doltntég elval
amnapaitnto va Bepatwvouy tnv SLOTNTA TOUG, TTPOOKOUI{OVTAG AVTIOTOXO ATTOSELKTIKO
otoxelo.

08nyieg duokig MapakoAovOnong:

BAOEL TWV UYELOVOLLKWY TIPWTOKOAAWY TIOU €lval O& LoXV KL AOYw TOU EEALPETLKA TEPLO-
PLOHEVOU apLBUOU ETITPEMOUEVWY CUUUETEXOVTWY OTN cuvedplakn atbouoa, n Opyavw-
TWKA ETUTpOTH TPOTPETIEL TOUC GUUUETEXOVTEC Va TtapakolouBrjcouv Stadiktuakd T Aln-
pepida péow tng LotooeAidac www.livemed.gr. H elcodoc otoug ouvedplakolg xwpoug
ETUTPEMETAL LOVO O TMANPWG ELPBOALACUEVOUG 1} VOO OOVTEG TO TEAEUTAO £§GNVO KoL
amnotteital n enidel§n €ykupou motonontikol epBoALlaciou 1 rotonowntikol voon-
on¢. H xprion HAoKag mpootacia eivol UTTOXPEWTLKN YL OAOUG TOUG CULLETEXOVTEG
OTOUG OUVESPLAKOUG XWPOouGE. Mo tnv eloodo otnv aibouoa Ba tnpnbel oelpd mpote-
patdTnTag, n omoia adopd TNV AdLEN oTo CLUVESPLAKO XWPEO KAL OXL TO TIOTE TPOYUATO-
TIOWNONKE N NAEKTPOVIKN eyypadr). TOUC CUHHETEXOVTEC Da oTaAel NAekTpovikd badge
(barcode), To omoto Ba TPEMEL va okavAPOUV KATA TNV 100806 Toug kal €086 Toug oTnV
alBouoa.

AIANMMATA & ©6EMATA AIXMINS
>»tnN O’ KOAOI'TA

1-2 OKTQBPIOY 2021 | Crowne Plaza | AGHNA



0d&nyieg Aradiktuakng MapakoAouOnong:

Eav eloaote véog xprotng mapakaAoV e akolouBnote tn Stadikacia dSnuoupylag Aoya-
plaopol cupmAnpwvovtag Ta anapaitnta nedia oto Livemed (natrjote oto medio Regis-
ter/Eyypadn).

H dnuloupyla Aoyaplacpol eival Swpeadv kal UTTOXPEWTLKN yLa TNV TapakoAouBnaon Twv
OUALWV.

Eav €xete N6 Aoyaplacpd oto Livemed xpnotpomnou)ote Toug KwdikoUg oag yLa Vo GUV-
bebelte, emAéfte TNV katnyopla Live kat To cuvedplo mou BéleTe va tapakolouBroete
KOL 0TN CUVEXELD TO €lKoViSLlo Go Live ) Go Virtual.

mn YT cuvéxela yla va ouvdebeite pe tnv atbouoa, emAéyete amnd To HevoL TOU el-
Lo daviletal oto kKatw UEPOG TNG 086vVNG oag, TNV «AiBouca ZUveSPLACEWV»

‘% Eav cog evlladépel va mapaAdBete IOTOMONTIKO TtapakololBnaong, Ba mpémnet
VOl TIPAYLATOTIOLAOETE TNV Eyypadn oag oto ouvedpLlo péow TN EtkovikAng MFpop-
MoTeiog, TOTWVTAC TO avTloTowo elkovidlo «Eyypadr», wote va apxioel va Ka-
TaypadeTaL 0 XpoOvoc.

MopLla Zuvex{opevng latpikng Eknaibevong:
YOpdwva pe ta kpttrpta tng EACCME-UEMS Ba xopnynBouv 14 puodpla Tuvexllopevng la-
ToKNC Exmaidevong (CME-CPD credits).

NapaAafr) MNotonowntikou:

To TLOTOMOLNTLKO TapakoAoUBnong Ba elvat SLABECLUO UETA TO TTEPAG TWV EPYACLWV TNG
Alnpeptdag og 6ooUC cUVESPOUC EXOUV KAVEL eyypadn. Alapaitntn mpolnobeon yla Tnv
miapaAafr] ToU TILOTOMONTIKOU TtapakoAolBnong elval N CUUTANPWGCN TOUAAXLOTOV TOU
60% TWV CUVOALKWY WPWV TOU ETILOTNUOVIKOU TIPOYPAUUATOS KAL N NAEKTPOVIKH CUU-
TARPWON TOL epwTnpatoloylou aflohdynong tng Ainpepidac. O apBuodg Moplwv Tuve-
XWopevnce latpikng Exmaideuoncg (CME-CPD), Ba urtoAoyLoTel BACEL TOU XPOVOU TAPAKO-
AouBnong mou Ba kataypadel otnv MAathopua Livemed yla dooug €xouv SLabLKTUOKN
Tapouasia Kal 0To cUOTNHA KATAUETPNONG otnv eloodo NG aibouacag ylo 6Goug £XouV
duoikn mapouaoia.

Ol CUUHETEXOVTEC Ba pumopoUV va MapaAdBouV TO TILGTOMOLNTIKO TOUG amd TtV
matpopua Livemed péow tou mediou «Mapadapr Miotonowntikou», To 0nolo
EVEPYOTIOLELTAL PE TN AREN TNG Alnuepidac.

pappateia Ainpepidag: ET.S. Events & Travel Solutions A.E.
EA. Beviéhou 154, 171 22 N. Zuupvn, TnA.: 210-98 80 032
Q Qa¢t: 210-98 81 303, E-mail: ets@otenet.gr, ets@events.gr
Website: www.events.gr

AnayopeVeTal pntd n avanapaywyn, avadnuooievon, avilypadn, anobrikeuon, wAnon, petddoon, Stavoun, €kSoaon, ekté-
Aeon, Abn (download), petddpacn, Tpomomnoinon pe omoLovENTOTE TPOTO, XWPLG TN PNTA TponyoUevn éyypadn cuvaiveon
¢ Etatpiag, Tou cuVOROU N HEPOUG TOU TEPLEXOHEVOU ToU MMpoypappatog. H ET.S. Events & Travel Solutions enuuldooetat
PNTWE TIAVTOG VOUIHOU SIKAWHATOG TNG yLa TN StadUAaEn Twv SIKALWUATWY TIVEUUATIKAG KAl BLORNXAVIKAG WELokTnolag. Ma
AVOAUTIKOTEPEG TIANpOdOpieg emlokedBeite TO TO www.events.gr (TOALTIKY artoppntou)

AIANMMATA & ©6EMATA AIXMINS
>»tnN O’ KOAOI'TA

1-2 OKTQBPIOY 2021 | Crowne Plaza | AGHNA
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ERBITUX

E:ETLIXIMABW

MERCK

Merck A.E. EAAag

Aew®. Kngioiag 41-45 (KTrpio B)
151 23 Mapolol, ABriva

T: 210 6165100

www.merck.gr

BonBnate va yivouv to pappaka mo oopaii ko
Avagépere OAEE ns avemBupntes evépyess yio

OAA o pappoxa
Lupninpwvovias ty «KITPINH KAPTAn




»» xopnlor

AMGEN

Oncology

7astellas

Ul Bristol Myers Squibb” & DEMO ABEE

\. BIOMHXANIA ®APMAKQN

> IPSEN

Innovation for patient care

e MSD b NOVARTIS
INVENTING FOR LIFE

b

Pierre Fabre
FARMAKA S.A.

1-2 OKTQBPIOY 2021 | Crowne Plaza | AGHNA

AIANMMATA & ©EMATA AIXMIS

sN O KOAOI'TA

AstraZeneca

() GILEAD

Creating Possible

MERRCK

@ Pfizer

Oncology

SANDOZ "

* = W winMedica

—= SERVIER M Serving Health for Life




PP-LOA-GRC-0007-JUNZO

BonBnote va yivouv 1a gpapy no acpakn ka )
Avapépete @ Oncoa'ogy

OAEE uis aveniBOpntes eVEPYEIES yIO
_ OMAta pappaka lNa nknpeis cuviayoypapikes nhnpogopies, oupfoukeuBeite us
Eupnanpipvoyras v «KITPINH KAPTA» Mepihiels Xapaktnplotkay twy Mpoidviwy nou SiatiBevtal and v exaipeia

PFIZER EAAAZ A.E. A. Meooyelwv 243, N. Wuyikod 15451, ABfva, EAASa, Tnh. Emkowvwviag 210-6785800, Api8. I.E.MH. 000242901000
PFIZER EAAAZ A.E. (CYPRUS BRANCH) Aswdopog ABakdooag 26, 2018 Asukwola, Kimpog, Tnh. Emkowvwviag: +357 22 817680



IBRANCE Y

palbociclib

“ H AYNAMH THZX
EMIIZTOXYNHZ

otn Bepansutikh enthoyn aoBevwy
pe HR+/HER2- mBC'

v KAwvikh AnoteAegpatikétnta'
v Aebopéva KAwvikng Mpakukng®’
v Aebopéva ékBaong and avaopég acBevav (PRO)’
v KaBiepwpévo Mpoil Aopaieiag' %"
v "Evag ouviotwpevog €Aeyxo¢ napakoAoUuBnong*

v Mia kGyoula, pia opd tn pépa’

To IBRANCE, 125mg pua gopa tnv npépa yia 21 pépeg o€ kikho 28 npepav [oxnpa 3/1), evbeirvurtal yia tn Bepaneia tou Tomika
npoxwpnpévou N YeTactatikod Kapkivou Tou padtod o onoiog eival Benikdg otoug oppovikodg unoboxeic (HR) kol apvnmikdg otov
unobox£a Tinou 2 Tou avBpwnivou embeppikol augntikol napdayovia (HERZ)

- 0£ ouvBuaopo pE avaotoAéa tNg apwpatdong

- o0& ouvbBuaopd pe poudBeatpavin oe yuvaikeg nou £xouv AaBel nponyoupevn evBokpivikh Bepaneia

Le npo- h nept-egpnvonauoiaxeg yuvaikeg n evbokpivikn Bepaneio npénet va ouvBualeta pe LHRH aywwioth !

M@ o nAnpeg Keipeve g Sooodoyiag kat Tou Tpdnou xopAynan¢ oupBouleuBeire mv Mepilnpn Xapaxmpronixwy Tou Mpoidvrog nou SiariBeror and mv etaypeia
IHMANTIKEL NAHPO®OPIEL ALDAAEIAL

To lbrance avtevBeikvural oe nepimocig unepevaoBnoiog otn Spoouknh ousio f og kanow ond ta Exboxa, kaobuw kol oe aoBeveic o1 onoiow AapBavouy oxeudopata

nou nepiéxouy unepikd/Baroapdxopto [St. John's Wort]. O mio ouxveg avemBupnteg evépyeieg (= 20%] onowoubhnore BoBuod nou aovapépBnkav oe aoBeveic nou éhaBav
palbociclib oe wxmononpéves khvikeg pereTeg ntav oubereponevia, howwEag, Afukenevia, konwon, voutia, otopatinde, ovawio, Suuppaoin, ahwnexia kot BpopBonevia
O mio ounvéc [z 2%) oveniBupnteg evépyeiec BoBpou = 3 rou palbociclib ntov oubeteponevia, Aeukonevia, AowEelg, avowia, ouEnpévn oonoptikn opvotpaovope paon [AST],
KONwon ka1 auEnpévn apwvotpavopepdon tng akavivng [ALT]!

*TMpéne va exteheito nAnpng auatoAoykog Eheyxog npw and v évepén g Bepanciog kat kama tny évapén 1ou kabe kukhou, kalidig ke v Huépa 15 v npwtwv 2 kikhy Kol onwg
evBeikvuTol khvikd
LHRH = oppéwn ancheuBépwong g wxpwotpbnou oppévng, mBC = peraotankds Kapkiveg Mootold
1. IBRANCE, Nepihngn Xopaktnpuonwcay Mpoidviog 05/2021. 2. Rugo H, et al Breast Cancer Res Treat 2019,174[31.719-729. 3
Finn RS, et al. N Engl J Med. 2016.375(20).1925-1936. 4. Cristofanilli M, et al. Lancet Oncol. 2016.17(4]425-43%. 5. DeMichele et al
Breast Cancer Research [2021) 23.37 é. Waller J, et al. J Glob Oncal 2019 May,5. JGO1800239 7. Taylor-Stokes G, et al Breast -
2019 Feb, 43.22-7 8. Harbeck N, et al Ann Oncol. 2016.27[61.1047-1054 9. Ruga HS, et al Ann Oncol. 2018:29(4.888-894. 10 OAEX mis “3‘::"'““"_‘“ Evbpyeies yiL
a1 “ . 3 230 4 F : y 112 0 PapPaKa

el ! 1 or Inest. 20019111 4] .41 9- > , et logist. 20162 L5 .

Dieras V, et al. J Natl Cancer Inst. 2019,111[4].419-430. 11, Verma 5, et al Oncologist. 2016,21.1165-1175. Fupninpdvovtas tv «KITPINH KAPTA»

BonBnote va yivouv 1o pappaxa mo aopaln Ko
AvogpEpete

H auvterpnpévn Mepidnpn Xopoktnpomxaw tou Mpoidviog Snpoowederm oe lkn oehibo Tou nopaviog

’ P PFIZER EAAAZ ALE. / :
IZ@I”  PRzER EAMAT AE. (CYPRUS BRANCH)

Oncology




ZYNTETMHMENH NMEPIAHWH TON XAPAKTHPIZTIKQN TOY NMPOIONTOZ

W To pappako autd Tehel und oupmhnpwuatik napakohollnan. AuTd Ba eMTpEYEL T Ypfyopo Mpoodioplopd véwy Thnpodopiby aodaheias. ZnTeital and Toug emy-
yehuatiec uyeiaog va avadépouy onoleodnnoTe mbavoioyolueves avermBupnTee evépyelee. BA. mapaypado «AvermBuunteg EvEpyelegs yia TOV TPOTO avapopag avern-
BOUNTWY EVEPYELDY.
IBRANCE (palbociclib) EKAHPA KAWAKIA 75 mg, 100 mg ki 125 mg

ANTENAEIZEIZ: Yn=peuaiofnola otn Spactikn oudia i 0 kdnow and Ta ékdoya. Xpraon OKEUAoUAaTwY Tou MERIEY oUY UTEpIKG/BakoapudyopTo (St. John's Wort). El-
AIKEZ MPOEIAONOIHZEIZ KAINMPO®YAASEIZ KATA TH XPHEH: Mpo/mepieppnvonauoiakes yuvaikes. ‘Otav 1o IBRANCE xopryeital o8 npo/MEpIE PUNVOTIUOIOKES
yuvalkee o ouvBuaoud HE avaotoiéa apwpartaanc, elval umxpsmmﬁ 1 WOBNKEKTOURA 1} 1 KATAOTOAN TN ASIToUpylac Twy woBnKoy LE XOprynon uvu:vto‘rf]
LHRH, Aoyw Tou pnyaviopol pdong Twy avagtohéwv TG apwpatdong. O ouvBuaopog Tou palbociclib pe Tr) oulBEoTpavTn 08 TPOMEPIEUUNVONAUCIAKES YUVaikes
EXEL ua?\amaa[ ué\ro 08 ouUVBUAoUO He &va aywviorh LHRH. . H anoTEAEOPATIKOTNTA Kal AoPAAELD TOU palbaciclib Sev Exouv pehetnBel
oe aoBeveig pe kpiown omhayyvikn vooo. Alpatohoyikes Siatapayes. MNa aoBeveis mou epdavifouv oudeteponevia BaBpou 3 1 4 cuviotatal Siakom) g doong,
uelwon Tne ddong { kaBuoTéprion oty évapEn Twy KUKAwY e Bepanelac. Oa npénel va SieEdyeTal Katahinin mpam?\ouan(m (BA. mapdypago «Avem8uunteg
Evépyeieg»). Adpeon nveupovormBeamveupovinda. Mnopei va napouoiaotei Boplag popdng, ansthnTikn yia ™ fwh 1 Bavatngopa ILD f/kal mveupovinda oe
acBevele mou éhafav Bepaneia pe IBRANCE, dtav AauBavetal os cuvﬁuucuo Ue evBoKpvikR Bepanzia. Ze KAVIKES Bomuéc (PALOMA-1, PALOMA-2, PALOMA-3),
T0 1,4% Twv aoBevav mou ehafav Bepanein pe To IBRANCE mapousiaoe ILDMveupovimda orowudnnote Babpod, 0,1% mapouciace faBpol 3, evid ev avapeplnkav
MepiM@osle Baduol 4 f Bavatngdpee Nepimaosic. Emméov nepimraoslg ILDMveupovitidac £xouy napatmpn8sl petd Ty Kukhogopla oty ayopd, Le Ty avapopd
Bavatddpwv mEploTaTIKGY (BA. Mapaypado «AvemBuunTee Evépvsrsq»]. MapakohouBnoTe Toug ucresvzit; yia mfzuuuvwi uuurrrd)uuru evdekTIKA ILDMveupovi-
Tidag (ry. unokia, fryag, Suorvoa). Ze aoBeveig nou mapouaidfouv vea ) emdevolpeva avVarVEUOTIKG OUNTT@HATA Kal utp)EeL N uroia avartung ILD/mveu-
uov[nﬁaq SlakdwTe To IBRANCE apéowce kal aflohoyhoTe Tov aoBevi. AlakOTE oploTika To IBRANCE os aoBevele e Bapléq popdne ILD f mveupoviTida.

- KaBag o IBRANGE £xe1 puehokataotakTikeg 1B16TNTEG, propei va nipodlabeael Toug aoBeveig yia AopbEeis. AopaEelg £xouv avadepei oe ulnhotepo
nooootd oz acBevelc nou éhafav Bepanzia pe To IBRANCE o8 Tuxalomompéves KAVIKES HeAETee oe alyKplon Ue aoBevele mou éhafav Bepansia oo avrioToko
okehog olykplong. AopnEelg BaBpol 3 kot BaBuol 4 epgaviotnkav avtioTtoya oto 5,6% kai To 0,9% Ttwv aoBeviv nou éhafav Bepaneia pe To IBRANCE oe onol-
ovﬁhm‘ra ouvBuaoud (BA. napdypado «Avsmeuunrec Evépyeiegs). O1 acesva[r:, Ba npérbal va mpaKo?\ouBofJ\rmL yia c'nus[a Kl QU@ aTa ?\o[um{nc Kol Ta onola
Ba npenel va avripeTwrifovtal obpgwva BE TIg laTpikeg evBEibels. Ot yiatpoi Ba MPETEL va EvUEPWOOUY TOUG QUBEVEIS WOTE VO avagEpouV apEowS oToladIoTE

EMELOGEIO nups‘rou . Xoprynote To IBRANCE pe npoocoyr og acesva[r:, Ue PETpIa R coBapn nm‘rlm BuohelToupyia, UTH oTEVT) mpaKo?\ou-
fnaon ya onpeia TofikotnTag. Nedpwr) dughemoupyia. Xopnynote to IBRANCE pe mpoooyr| oe acBeveig pe pETpia 1) cofapn vedpikn Suchemoupyia, umd aTevn
rapakoholnan yia onpela TofikémTag. Tautdxpovn Bepaneia Le avaotohsls N enaywyels Tou CYP3A4. Ouwoxupol avactohels Tou CYP3A4 punopel va odnyfgouy

o& auEnpevn TofikdTnTa. 80 MpEMEl va anmodeUyETal 1] TAUTOXPOVT] ¥PRoT WoXupwy avaoToréwy Tou CYP3A kata tn Si1dpkea g Bepaneiag pe to palbociclb. To
EVBEYOUEVD auyxophynone Ba npénsl va eEeTaleTal pdvo LETA and NpoosKTIKA aSloAdynor Twy SuvnTIKGY opeinv Kal Kivaivay. EAv r ouyxopnynon He 1oxupd
avaotoréa Tou CYP3A dev unopel va anogeuyBel, pewwote Tn 8601 Tou IBRANCE ota 75 mg pla ¢opd v nuépa. ‘Otav dlakonel o woxupdc avaatoréag, aunoTe
Tn doon Tou [BRANCE (petd amd 3 - 5 nuine piodoug {wng Tou avagTtoiéa) £we T 5001 TOU XPNOIHOTIDETO TPV TV Evapén Tou ioxupol avaoTohea Tou CYP3A,
H cuvxopﬁmo‘n am\am\aémv Tou CYP3A unopel va oﬁn\ar’]oal oE ualmuévn £kBean oto palbociclib kai Katd ouvénela oe Kivauvo éMau].!nc um‘ra]\acua'rmémmc Zu-
VEMG, 1| TaUTOXpovVn Xphon Tou palbociclib e 1oxupous emaywyeis Tou CYP3A4 8a mpémel va anogedyeTal, Asv anmiTeital kapia tpooappoyn g doong yia
auyxopnynon Tou palbociclib e HETpLOUG amvmva[c Tou CYP3A. [uvalke og avanapaywylkh nhwkia i oL olytpogel Toug. Muvalkes o avanapaywyik nikla 1y ot
avdpeg olvTpodoi Toug TPENEL va Xpnoponololv pia peéBodo avTioUAANYNG uYnAg anoTEAEOUATIKOTNTAG eV TRipvouy To IBRANCE. Aaktdln. Autd To ¢apua-
KEUTIKG Mpoidy nepléxel Aaktodn. OLaoBevele pe ondvia khnpovoplka npofAnpara duoaveElac ot yahaktdln), mMARpr) avenapkeld AQKTAONC 1 KAKF) anoppodnan
yhukoing-yahaktodng Sev MPETEL va MAPOUY AUTH To Gdpuako. NATPLo. AUTO TO PAPUAKEUTIKG Tpoidy TEPIEYEL MyoTEPD and 1 mmol vaTpiou (23 mg) ava kapakio,
elval autd nou ovopaloupe «ehelBepo vatplous. ANEMI@YMHTEE ENEPFEIEZ: Mepiinyn Tou npodih aogdheiag. To ouvohikd npodih aopdaheiag Tou IBRANCE
BooifeTal oe ouykevTpwTika Sedopéva ano 872 acbeveic mou éAaBav palbociclib o ouvduaopd pe eviorpivikn Bepaneia (N = 527 oe ouvBuaopd Pe AeTpofoin kal
N = 345 g guvBuaapd pe GoukBeatpavin) os TuXaONONPEVES KAIVIKES pehéTeg o8 HR-BeTiko, HER2-apvnTikd npo)wpnpévo ) peTaoTatikd kapkive Tou paotol.
O o guyves avemBOunTEG EVEPYEIEG (= 20%) onowudnmoTe faduol mou avageplnkav oe aocBeveic mou ehafav palbociclib o8 TUXQIOTOIMPEVES KMVIKESG EAETEG
fitav oudeTeponevia, Aolpw@Eelg, Aeukonevia, kbrwon, vautla, oTopatinda, avatpla, Sidppola, ahwnekia kat Bpopponevia. Oumo ouxveg (= 2%) avemBiunTeg evép-
yeleg BaBpol = 3 tou palbociclib fitav cudeteponevia, Aeukonevia, hopwieig, avapla, auEnpévn aonaptikh agivotpavodepaon (AST), kérwon kal augnuévn ap-
voTpavopepaan g akavivng (ALT). Mewboeig Tng S60Mg 1 TPOTIONOINOELG TNg S00NC AOYW ONMOIOCANTOTE avermBUunTNG evépyelag avadépinkay oto 38,4% Twv
aoBevav nou Ehapav To IBRANCE ot Tuyalonoinpéveg kAvikég pehéteg aveEapTfiTwg ouvduaopol. OploTikh ko Adyw avernBipun g evépyelag avapiplnke
oo 5,2% Twv agBeviv mou EAafav To IBRANCE ot Tuxaionomuéveg KAWVIKEG PEAETES aveEapTnTwe ouvduaoauol. NapakaTw avadEpovTal ol avemuBUunTeg EVER-
YEIEG and TO OUYKEVTpwTIKG olvoho Bedopévwy 3 Tuxalonompévey peheTov. H Slapean Sldpkeia g Bspanelag pe palbociclib aTo ouykevTpwTikd olvoko Sedo-
HEVWY KATA TNV TEAKT avaiuan Tng ouvohkng empiwong (OS) frav 14,8 prveg. OLavenBuunTeg evépyeleg mapaTiBevTal ava katnyopia ouxvotnTag. O kammyopieg
auyvotnTag oplfovral wg akoholBwe: Mohl ouxves (= 1/10), ouxvég (= 1/100 £wg < 1/10) kal &)L ouxvég (= 1/1.000 £wg < 1/100). NpoTipdpevog dpog® MoAd ouyvée:
AopmEeigh, oudeTteponeviaY, Asukonevia®, avaipia®, Bpopfonevia™, pewpévn opegn, oTopatinida’, vauTia, Siudppoia, ELeTog, EEavBnua", aiwnekia, Enpodeppia,
komwor), eEaoBévion, mupekia, ALT auEnuévn, AST autnuévn. Zuyvég: Epmipetn oudeteponevia, duoyeuola, dpaon Bapr, dakpdppola auEnuévn, EnpogBahuia,
emiotagn, ILDMveupovimda™®, Oy ouxveg: AspuaTikdg epubnuathdng Alkog’. ALT= apvoTpavodepaan g akavivng, AST= aomapTikn agivoTpavagepdar), ILD=81a-
peon MveupovonaBela, Nin = aplBpég aoBevav. NIA=Sev epappdletal. "AvernBipnTn avtidpaon oto ¢papuako (Adverse Drug Reaction, ADR) nou evroniZetal peta
v Kukhodopia otnv ayopd. *O1 mpoTiwmuevol opol (PT, Preferred Terms) avaypadovtal olpdwva pe To MedDRA 17.1. FO1 AopmEsig neplhauavouy oAoug Toug
PT mou anoteholv pépog tng Katyopiag Opyavikol ZugTuaTtog «ACINMEEIS KOl MTapamTooeig:. VH oudeTeponevia mepihapBavel Toug akdhouBoug PT: Oudete-
ponevia, ApiBpog oudetepodlhwy pewwptvog. *H Asukonevia nepihapPavel Toug akdhouBoug PT: Asukonevia, AplBuoc AeukokuTTapwy pelwpévos. *H avaipia ne-
praapBavel Toug akdhouBoug PT: Avaipia, Aloodaipivn petwpévn, AlJaTokpitng pelwpévog, ™H Bpopponevia nepthappavel Toug akdhouBoug PT: Gpopfonevia,
Apl8pog alporeTaMwy pewpévos. “H otopatinda nepihappdavel Toug akdhouBoug PT: ApBwdng otopatitida, Xehinda, Mwooltda, Mwoooduvia, EEEAkwon Tou
oTopaTog, PAEyHov BAevvoyovou, AAyog TOU OTOUOTOG, ETOUATOGapUyYIkn Suadopia, ZTopaTtodapuyyikd diyog, ZTopatinda. "To eEavenua nepihapfavel Toug
akbhouBoug PT: EEavBnua, Knhidophanidwdeg eEavenpa, Kvnopwdeg eEavenua, Epubnuatwdes eEavBnpa, Bhandwdeg efavenpa, Aeppatinda, Aspparinda
opolaiouoa Pe akun, ToEiko eEavenua dppatog. *H ILDMveupovitida ne pihapfavel kaBe avagepopevo PT mou anoTeAei pépog Tou Tumonomuévou EpwThuatog
MedDRA yia tr) S1apeon nveupovonaleia (We T atev évvola). ETov napakdtw MNivaka avapé povtal ol epyadtnplakés naBohoyikég Tipég Mou napatnpfBnkav oe
CUYKEVTPWTIKO oUvoho dedopéviov 3 Tuxalomoinpévuy JeAeTav (N = 872).

Ibrance ouv AeTpolohn fi doukBeoTpavTn Ikéhn ouykpimkol nopayovra®
EpyaoTnplakég Kade BaBuol 3 BaBuou 4 Kabe BaBuou 3 BaBuol 4
naBoAoYIKES TIHES BaBuol % % % BaBuol % k. k.
WBC pewpéva 97.4 41,8 1,0 26,2 0,2 0,2
Oudetepogdiha HelwpEVa 95,6 57,5 1,7 17,0 09 0,6
Avaipia 80,1 5.6 A 421 23 Al
AlomneTdhia PewwpEva 65,2 1,8 05 13,2 0,2 0,0
AST auEnpévn 55,5 3.9 0,0 43,3 2.1 0,0
ALT auEnpévn 461 25 0,1 332 0.4 0.0

WBC-Asuka augoodaipia, AST-00TOPTIKY auivoTpavadepdor), ALT-auwvotpavopepdon Tng akavivne, N-apiBude acBeviv, Al-dev ioxiel. Znusiwor: Ta amoTeAé-
gpata Twy epyactnplakwy efetdoewy fadpokoyolvtal avahoya pe Tov fadud Papltntag g ékdoong 4.0 Twv NCI CTCAE. * Aetpolohn f) doulfeotpavin.
Nepiypagn emdeypevuy avemBUunTwy evepyelwy. Zuvokika, oudeteponevia omoloudnnote faBuol avapepdke oe 716 (82,1%) aoeveis nou hapav IBRANCE
aveEapThTwg ouvduaouod, pe oudetepomevia BaBuol 3 va éxel avagepdei o 500 (57,3%) aoBeveic kol oudeTe ponevia BaBuol 4 va éxel avadepBel og 97 (11,1%)
aoBeveis. O Blapeoog xpdvog HEXPL TO MpWTo ENeloddio oubeteponeviag onowudhnote faduol fitav 15 nuépeg (12-700 nuépes) kai n Siapeon Sidpkela oudeTe-
poneviag BaBuol = 3 oTig 3 TUYQLOTIOINUEVES KAVIKEG HEAETES ATav 7 nuépeg. Eumipetn oudeTeponevia avapepBnke oto 0,9% Twv aoBeviv mou ehafav IBRANCE
oe ouvBuaopo pe pourfeatpavin kal ato 1,7% Twv aoBevav nou thafav palbociclib oe ouvBuaopd pe Aetpolohn. Epnipetn oudistepanevia avagépbnke oe
nepimou 2% Twy acBeviv mou ekTEBNKav oto IBRANCE katd Tn Sidpkela Tou ouvohKol KAVIKOD TMpoypauuaToc.

evEpYEIWY. H avadopd mBavohoyolpevwy avenBipnTtwy evepyelwy HETA and Tn xophynan adeiag kukhodopiag Tou pappakeuTtikol nMpoidvtog elval onpavtiks.
EmuTpénel T ouveyn napakoioldnan e oxéone opéhoug-KIvaUvou Tou GapuakeuTikoD MpoldvTog. ZnTeital and Toug enayyeiuaties uysiog va avadépouy omnol-
eaBnnote mBavohoyolpeveg avernBupnTtes evépyeleg peéaw: EAMGSa: EBvikog Opyaviopdg dappakwy, Megoyeinv 284, GR-15562 Xohapyog, ABfiva, Tni: + 30 21
32040380/337, ®ak: + 30 21 06549585, lotéTonog: hitp:/www.eof.gr. Kbnpog: dapuaksuTikég Ymmpeaieg, Ynoupyelo Yyelag, CY-1475 Asukwola, TrA: +357 22608607,
®ak: + 357 22608669, lotoTonog: www.moh.gov.cy/phs. KATOXOZ THE AAEIAE KYKAO®OPIAZ: Pfizer Europe MA EEIG, Boulevard de la Plaine 17, 1050 Bruxelles,
Békyio. TONIKOE ANTINPOZOMOZ ZTHN EANALAA: Pfizer EAMGg A.E., A Meooyeiwy 243, 154 51 N. Wuyiko, ABfva, TnA.: +30 210 6785800. TONIKOE ANTINPOZONOZ
ITHN KYMNPO: Pfizer EAAGG AE. (Cyprus Branch), Aewddpog ABahdcoag 26, Ktfipio Ztegavr), 2% ‘Opodog, 2018 Aeukwoia, Kinpog, Tnh.: 4357 22 817690.
APIGMOZ(OIl) AAEIAZ KYKAO®OPIAZ: EUA/16/1147/001, 003, 005. HMEPOMHNIA ANAGEQPHEIHE TOY KEIMENOY: 05/2021. 75 MG BT X 21 CAPS, 100 MG BT X
21 CAPS, 125 MG BT X 21 CAPS: AIANIKH KAl NOZOKOMEIAKH TIMH - EAAAAA: A.T.: 3.023,49 € N.T.: 2.508,14 €. AIANIKH TIMH — KYNPOZ: A.T.: 3.175,36 €.
TPOMOZ AIA@EZHE: Neploplopévn atpik ouvtayr amd eidikd watpd kal napakoAolBnan katd m Sdpkew TG aywyng.

FIA MAHPEIZ ZYNTAMOrPA®IKEZ NAHPO®OPIEZ MAPAKAAEIZOE NA ANEYOYNGEITE ETON TOMIKO ANTINPOZQNO.
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ZYNTAMOrPA®IKEZ NAHPO®OPIEE TOY MPOIONTOZ

To pdppako auTd TeAsl uTTd quPTTANPLPATIKR TTapakoAouBnaon. Auto Ba eTTITpEYE! To ypriyopo TTpoadiopigpd vEwWY TTANPOPOPILIV adpdisiag. ZnTeital ammd Toug
emayyehparieg uyeiag va avagipouv omoieodnmore mBavohoyolpeveg avemBupnTeg evipyeieg. BA. Tapaypago 4.8 yia Tov TpoTio avagopdg avemBounTwy
evepyeiv, 1. ONOMAZIA TOY GAPMAKEYTIKOY MPOIONTOZ. CABOMETYX 20 mg emkohuppéva pe Aemmd upévio Biokio. CABOMETYX 40 mg
emkahuppeva pe AETTo upévio Siokia. CABOMETYX 60 mg emrahuppéva pe AeTmo upévio Siokia. 2. NOIOTIKH KAI NOZOTIKH ZYNOEIH. CABOMETYX
20 mg emKaAUUUEVE PE AETTTO upEvio Sigkia. KaBe emmikaluppévo pe AerTo upévio Siokio repiEyel kafolavTivipn (S)-pnhikn icodivaun pe 20 mg kaBolavnviBng.
‘Exboya pe ywiarr 6pdarn). Kabe emikahuppivo pe AeTrTo upivio Siokio mepigxer 15,54 mg Aaktalng. CABOMETY X 40 mg emikahuppéva P AETITo upévio Siokia.
KaBe emnkaiuppévo pe Aetmmo upévio Biokio mepiExe kaBolmvmiviPn (S)-pnhikn wodlivapn pe 40 mg Kct{ioiuv‘nviﬂng Exdoya pe ywwar) doaarn. Kdbe
arrlm.\uyuevo pe hemTd upévio diokio Trepigxer 31,07 mg haktddng, CABOMETYX 60 mg emkahuppéva pe Aemmo upévio Siokia KdaBe smmhuupam HE AETITO
uuewo Biokio Tepéxe kaPolovTiviBn (S)-pnhikn igodlvaun pe 60 mg mBoCavnwﬁr]q Exdoya pe yvwarr Spdon, Kabe emkahuppévo pe heTro upévio Sigkio
mepiEyel 46,61 mg hakrddng. Na Tov TAREN katdhoyo Twy exBoywy, PA. Tapdypagpo 6.1. 3. PAPMAKOTEXNIKH MOP®H. Emkahuppévo pe AeTmd upévio
Biokio. CABOMETYX 20 mg emkahuupéva pe AeTrro upévio Siakia. Ta diokia eival KiTpiva aTpoyyuld xwpig eyxdpatn kai gépouy Tv évieagn «XLy ot pia
TrAsupd kan v EvdeiEn «20» otnv dhhn heupd Tou Siokiou. CABOMETY X 40 mg emikahuppéva pe Aetimo upévio Siokia. Ta Siokia sival kiTpiva TpIywvikd Xuwpic
eyxapagn kai pepouv TV EvBaIgn «XL» otn pia heupd kai Tnv £vBeiEn «40» otnv ahAn AEupd Tou Biokiou. CABOMETY X 60 mg sTnkahuppéva pe AeTITo upévio
Siokia. Ta diokia sivar kitpiva ofdh xwpic eyxdpaln ko @épouy v EvBeifn «XL» atn pia heupd kal Tv EvBeign «60» otnv dAAn TTAeupd Tou Giokiou. 4.
KAINIKEE NAHPO®OPIEE. 4.1 OepameuTikég evBeifeic. NegpokuTrapikd kapkivwpa (RCC). To CABOMETYX evbeikvutal weg povoBepateia yia
Bepateia Tou Tipoxwpnuévou veppokuTTapikol kapkiviwpatog (RCC). - oe evijhikeg Tou Sev éxouv AdPel iponyolpevn Bepatreia pe evdidpeon f Triwyr
mpoyvwon (BAETe Trapaypago 5.1), - ot evijhikeg PETd ad miponyolpevn otoxedouoa Beparreia ayyeiakol evdoBnhiakol augnrikol Trapdyovia vascular
endothelial growth factor (VEGF). To CABOMETYX, ot ouvduaopo pe viBohoupapTr, evBeikvural yia Ty Bepateia Trpuitng-ypappnic ot eviiMkeg aoBeveig pe
TTPOKWPENUEVD VEPROKUTTApIKG Kapkivwpa (BA. Tapdypago 5.1). HmarokuTTapiko kapkivwua (HCC). To CABOMETY X evBeikvutal we povoBepareia yia
Beparreia Tou natokuTTapikod kapkviparog (HCC) oe evijhikeg Tou Exouv AdPel iponyoupiévuig Bepareia pe copagevipm. 4.2 Aocohoyia kai TpTTog
xoplwnclng H Bepamreia pe CABOMETYX Ba TTRETTEl va TIPayUOTOTIOIET aTTd IATPO EPTTEIRO OTN )(opn\,rnan AVTIKOPKIVIKIY wpuaxsumwv npotowwv
Ta diokia CABOMETYX (kaBolavtivipn) kai of kdyouheg COMETRIQ (kafolovtivipn) dev eivai Bdmaoﬁuvapa Kol BEV TIPETTE! vt xpnoluowolnuwm
To éva avTi Tou dhhou (BA. Tapaypago 5.2). To CABOMETYX wq povoBsparreia. No 1o RCC kal o HCC, n ouvioTwyevn Goan tou CABOMETYX eivan 60 mg
pia gopa nuepnoiwe. H Bepameia Ba mpémel va ouveyioTsl pEXp o aoBevrg va pnv emtuipeheital TTAEoY kKhvikd amd T Bepatreia R PEXPI va EppaVIOTED pn
arrodekt] TofikotnTa. To CABOMETYX 0f ouviuaous Ue ViBoACULIGUTT OTnv TpWT-ypauun mpoywpenuévou RCC. H ouviotwpevr) Boarn tou CABOMETY X
sival 40 mg pia popd Tnv nuEpa ot guvduaopo pe vifohoupdpTn Trou yopnyeitan evBopAeRiwe site we 240 mg kabe 2 fdopadec site we 480 mg kabe 4
epBopadec. H Bepareia pe CABOMETYX 8a mrpémer va ouveyioTsi péypi v eEENIEN TG vooou f T un amodexTr Tofikétnra. H vioAoupdptn Ba mpéme va
ouvexIoTEl pEypi TV eEEMEN TG vaoou, Tn pn ammodekT) TofikaTnTa 1) £we Kan 24 priveg oe aoBeveic ywpic EEMEN TN vaoou (BA. Mepiknwn Twy XapakTnpioTikwy
Tou Mpoidvrog (MXN) yia 1 dogohoyia g viPohoupapmng). Tpomomoinon g Bepameiag. Na T Siayelpion Twy OTIOTITWY avemBOPNTWY EVEPYEILY Tou
papudkou prmopel va amaimeiial Tpoowpivr Slakomn Beparreiag kol peiwon g Sdang Tng Bepareiag pe CABOMETYX (BA. Mivaka 1). Omav n peiwan mg
Boang eival ammapaltnn ot povobepareia, guvioTdral va peiwBel ota 40 mg nuepnoiwg kai kardmv ota 20 mg nuepnoiwg. Otav to CABOMETY X yopnyeitai
Ot OUVBUOONG HE VIBOADUPGUTTT, ouviaTdral n peiwon g doorng ata 20 mg CABOMETYX pia gopd v nuépa kai otn auvixeia ota 20 mg kaBe Se0tepn
nuépa (avarpétte otnv MXM g viPohoUPapTING yia T QUVIOTLIKEVT] TRoTTOTToINan g Beparreiag yia T viBohoupdutm). Ma Tn Siayeipion g TofikaTnTag
BaBpol 3 n peyadliTepou olppLIva PE Ta Kowd kpithipla opohoyiag yia avemBounTeg evépyeiec (CTCAE) 1 pn avektic TofkdtnTag BaBuou 2, ouviaTdTal n
BiakoTr TN Bdong. ZuviaTdrtal n peiwan Tng Boong yio gupBdvTa, Ta oTroia, edv eppévouy, pTropaly va kataaToly goapd i un avektd. Edv évag aoBievrig
Tiapakeiye pa doan, n Sdon mou mapaksipBnke dev Ba Tpéme va AngBel edv aropévouv MyaTepeg ammo 12 wpeg péypr TR eopevn Boan. Mivakag 1:
IuvioTWyEVEG TpoToTrolfjoelg 5oong Tou CABOMETYX yia avemBuunTeg evépyeieg. AvemBounTn Evépyeia ki Of0mTa. AvemBupnteg avndpdoeig
BaBpod 1 ko BaBpol 2 mou eivan avektic kan elkoha avniperwmioueg. Tpotomoinon Bepatreiag. Aev amaireiton ouvriBug Tipooappoyr) doong. MpooBiaTte
TIQpOYT| UTTOOTNRIKTIKAG PpovTidag oupguva pe Tig evBeifec. AveEmBUpnTn Evépyeia kan OEUTnTa. AvernBuunTe avndpaoeg BaBuo 2 mrou eivan pn avextig
Ko Bev eivan BuvaTo va avnipewmoToly LE pEiwor S00ng ) uToaTnpIkTIKr gpovTida. Tpotromoinon Bepameiag. liakoyTe T Bepameia £wg oTou n avemBupnT
avTiBpaon amokaracTaBei oe BaBpd =1. NpogBéate uoampikTikg ppovida olppuva pe Tig evBeitels. EEetdore To evdexdpevo emravévaping ge peipiévn
Boon. AvemiBopnTn Evépyaia ke OfuTnTa. AvemBipnTeg avnibpdoeg BaBuol 3 (extog amd kAvIKG pn OxeTIKES epyaaTnpiakég avwpahisg). Tpomomoinon
Bepamreiog. AiakowTe T Bepareia éwg 6ToU N avemBUUNTN aviidpaon amokataoTalel oe Babpd =1. MpooBioTe UTTOTTNPIKTIKA @POVTION TUNPUVE pE TIg
evieiteg. EmaverknvioTe og pewopévn Boorn. Avemi@iunTn Evépyeia ko OFUTnTa. AvemBipntes avnbpdoeg Babuol 4 (ek1og amd khvika pn OxeTikég
epyaommpiokic avwpahizg). Tpotrotroinon Bepameiag. Maxowre T Bepareia. XopnyroTe karahhnhn arpikn gpoviida. Edv n avemBopnmm aviibpaon
amokaTagTaBel péxp To BaBpd =1, smavekkiviioTe o peiwpévn déon. Edv n avemBapntn aviidpoon Sev emhuBei, Sakdyrte pévipa o CABOMETYX.
AvemBipntn Evépyeia kan Of0TnTa. Autroeg mmomkow eviipwy yio aoBeveic pe RCC mou éhafav CABOMETYX oe ouvBuoopd pe vifohoupdpry.
AvemBOpunTn Evipyeia kai Of0TnTa. ALT 1 AST = 3 gopéc ULN akhd s 10 gopig ULN xwpic Tautdxpovn ohikr] xohepuBpivn 2 2 gopég ULN. Tpotrotroinon
Bepamreiog. Makowre 7o CABOMETYX ko tn viBohoupdumn éwe otou autéc ol avemBopntes evépyeieg umoywpnoouy ot BaBuo =1 H Bepameia pe
KOPTIKOOTEPOEIBH PTTopel va EEETOOTE EQv UTTAPKE! UTToWia avTiBpaans OXENJOHEVNS HE To avoooTroinTikd atotnpa (avarpigre otny NXM g vipeAoupdprmg).
Mrropei va eTraveEeTaoTel ETTAVEKRKIVION HE Eva POVo QAapUako r} SIaBoxIKn ETTaVEKKIVROT Kal pe Ta 800 pdpuaka PETE Tnv avdppuwon. Edv EekivijoeTe ek vEou
pE T wiBohoupdym, avarpeEre oty NXN mg viBohoupdprne. AvemBopnTn Evépyeia ki OfuTnTa. ALT rj AST > 10 gopéc ULN 1 > 3 popic ULN pe
Tautoypovrn ok yohepuBpivn 2 2 gopég ULN. Tpomomroinon Bepameiag. Maxoyme opioTikd To CABOMETYX kar ) vifohoupdptn. H Bepameia pe
KOPTIKOOTEQOEIDN PTTopei va efeTaaTel edv urrcipxsl uTToia avTiBpadng oETIHOHEVNS PE To avoooTrainTikd alaTnua (avatpégre atny MXMN g viBohoupdpTmng).
Inpeiwan: O Babpoi TofikdTnTag cupguvolyv e Ta Kovd Kpimpia Opoi\cvlm; Tou EBvikou Avnmps(lvmou Ivatmodtou yia A\.remeuumag Evepyeieg éxdoon 4.0
(NCI-CTCAE v4). ZuyyopnyoUpEva QUpUAKEUTIKA TIpOIOVTA. Tat GUYXOPMNYOUHEVH QUPHAKEUTIKA TTPOTOVTA TTOU Eival IoXUpoi avao‘romg Tou CYP3A4 Ba péTTel
va xpnmponoaouwm pE TTpogoxr Kal ) Xpovia yprion ouv)(opr]\rmuuavwv (PUPHUKEUTIKIWY Hpmowwv TToU aTToTeAQUV IU)(upoug emaywyelg Tou CYP3A4 Ba
TrRETEl va aTrogeUyeTal (BA. Trapaypdpou 4.4 kal 4.5). @o TpeTal va peAeTnBel n emAoyr) evac evahhakTikold ouyxopnyoUpEvoU PapPaKEUTIKOU TIPOIGVTOG HE
kaBohou f ehdyioTo Suvapikd va emdayel 1 va avaoTédhe To CYP3A4. Eibikoi mhnBuopol. HAkiwpgvol agBevelc. Asv ouvioTaral eidikr) Tpooappoyr Tng doang
yia T Xprion me kaBofaviiviBng ot nAikiwpivoug (2 65 £tn). @uArd. Asv amamsitar pooappoyn Tng Boong pe Baon Tnv gBvikotnTa (BA. Mapdypago 5.2).
AoBevelc pe veppikr) SuoAsroupyia. H kaBolavtiviBn TIpETTE! va yopnyeiTal HE TTpoooyr ot agBeveic pe nma \ pEtpia veppikn duohemoupyia. H kaBolavTivipn
Bev guvioTdTal yia ¥prion o€ aoBeveig pe goPapn veppikn Suohemoupyia, KaBlg N aopaiea Ko N aTToTEAEOUATIKGTNTA Sev Exouv TEKUNPIWBE! ot auTtdv Tov
mAnBuopd. AcBevelc pe namnikn dugAsmoupyia. Ze acBeveic pe fma nrank duoAemoupyia Sev amaimeital Mpooappoyn Mg Soong. Asdopévou on pévo
nepiopiopéva dedopéva elvan dlaBéoipa yia aoBeveig pe pérpia nmankry duohemoupyia (Child Pugh B), dev prropody va SoBouv ouotdoelg dogohoyiug.
Zuvigraral oTevr] TrapakohouBnon tne ouvolkng aogaheiag ot autols Toug aoBeveig (BA. NMapaypago 4.4 ki 5.2). Aev uTrdpyer KMvIKR epTTeipia ot aoBeveig
pe ooBapn nmankr ducheroupyia (Child Pugh C), omére 8ev ouviatdran n xprion Tng kaBolavmiviBng oe autolg Toug aabeveic (BA. Mapdypapo 5.2). AgBeveic
e kapdiokn] SugAsmoupyia. Ta otoigeia yia aoBevei pe kapiiakr) duohemoupyia eival Treplopigpéva. Aev pTTopolv va TipaypatommonBoly abikég ouoTagElg
Sogohoyiag, Oadiarpikdc mAnBuausc. H aopahe kar n amoteAecpankdtnra Tng kafolavTiviBng oe Tadid nhikiag <18 eTwv Bev éxel akdpa TekunpiwBei. Ay
utrdpyouv Siabiopa dedopéva. Tpdmog Yopriynang. To CABOMETY X mpoopiletal yia xprion aTrd 1o oTdpa, Ta diokia Ba Tpémel va kararmivovTal ohdkAnpa
kal va pnv Bpupparifovral, Ga mpéme va SoBolv odnyiec otoug aoBeveig va prv Tpwve TiTToTa yia TouhdyioTov 2 wpeg Tipv Ewg 1 tpa peta T Afyn Tou
CABOMETYX. 4.3 AvrevBeifeig. YmepeuaioBnoia o Spaomkn ougia fj O kaTolo and Ta éxdoya Tou avagépovial atnv Tapdypagpo 6.1. 4.4 Eibikég
TpoeiBoTroINoEelg kal TTpoguAdEEIC KaTd T Xprion. Kabug ta mepioodtepa oupBavTa TpokUTITOUY viwpic oTnv Tropeia Tg Bepareiag, o 1aTpog TIRETTE va
atiohoyei oxohaoTikd Tov acBevr) oTig TTpWIES okTw ERBopddes Tng Beparreiag yia va Tpoodiopios edv amamolvTal TRoTTOTIOIROEIS Trig 8oons. ZupfdvTa TTou
YEVIKLIG Exouv TTpuipn exdBidwaon mepihapPdvouy umaoBeonaipia, umokahiaipia, BpopBomevia, uméptaon, olvBpopo epuBpoducagBnaiag Talapuv-
mehpdwy (PPES), mpwieivoupia kan yaoTpevtepikd (TE) oupPdvta (kohako diyog, pheypovr Bhevvoydvou, SuoroihortnTa, Sidppoia, épetog). H avniperwmorn
mSaviy aveTnBUUNTWY EVEPYEIWY LTTopel va arranel Tipoowpivr Siaxkom 1 peiwan g doong 1ng Bepamieiag pe kaBolaviviBn (BA. Mapdypago 4.2): Ze
VEPPOKUTTOPIKG Kapkivwpa PeTd ammd mponyoUpevn atoyeupévn Bepareia pe ayyeiaxkd eviobnhako augnnko Tapdyovia (VEGF), penwoeig kal Slakommég Tng
Go6ong Aoyw piag avemBounme evépyeiag (AE) ouvéBnoav oo 59.8% kai 70%, avrioToa, Twy acBeviwy ou Ehafayv kaPolovtiviBn otn Baoikr kAvikr Sokipn
(METEOR). Ao peiwoeig T Sogohoyiag xpeidoBnrav ato 19,3% Twv aoBevwv. O Sidpegog Xpovog £wg Ty TTpLTn Peiwaon Tng Sooohoyiag fitav 55 npépecg,
Kal £wg TV TTpwn diakoT docoroyiag fTav 38 nuépeg. Ze VEQPPOKUTTAPIKG KapKivwpa ¥wpig Trponyoulpevn Bepameia, pewuoeig S6ang kal BiakoTTég T Goang
Taparnpiénkav oTo 46% kal 73%, avTiaToiya, Twv aofeviov Trou EhaBav kaBolavmiviBn otnv kAvikri Sokipn (CABOSUN). Drav n kaBodavniviBn xopnyetal og
auVOUaaLO e VIBOAOUUIGUTTN OE TTOWTNC-YRaULNG TTROXWONUEVOD VEQPOKUTTARIKG KapKiviua, peiwon g Boorg 1} SlakoTn g Soong g mBo(uwi\r:Br]g M:\(t.u
AE ouvipn oe 54,1% kan 73,4% 1wy aoBeviov oy kAwikr Sokipr) (CAZ098ER). Anunr]ﬁm(u\.r Blo pmwomg e Boong oo 9,4% twv acBevuwv. O pioog xpovor;
£ Trv TR peiwaorn Tng Soong fitav 106 nuEpes kal we Ty TrpwmdakoT g Soong rrav 68 nuEpes. ZTo NMUTOKUTIApIKG KapKivwpa HETG aTTd TponyoupEyT
guoTnuikr Bepameia, o pewwoeig g doong ko o SlaketiEg Boong ouvifnoav oto 62% kai 84%, avrioToa, Twv aoBevioy TTou EhaBav kaBolavivipn otnv
rhivikr] Soxipr) (CELESTIAL). Abo pewwoeg dooswy amamn@nkay oto 33% Twv agBevwv, O Sidpegog ypovog HEXPI TN HEiwon Tng Tpwing doong ritav 38




NUEPES Ka PExp1 TNV SlakoT Tng mpwn Soong frav 28 nuépeg. ZuvioTdral oTevoTepn TrapakoholBnon ot aoBeveig pe fma f pETpia nrmaTkr) duoAemoupyia.
Hmarorofikétnra. Mn guoiohoyikéc TIHES oTig efetdoelg Tng nmmamkrg Asmoupyiag (algnon tng apvotpavopepdong tng akavivng [ALT], Tng acmapTikrg
apvoTpavopepdang [AST] kal Tng ¥ohepuBpivrg) TapatnphBnkay ouyvd ot acgBeveig Tou éhaBav Bepameia pe kaPoloviviBn. Zuwviatdrar n Sieaywyn
eEeTagewv nITamkig Aemoupyiag (ALT, AST kan yohepuBpivng) piv ammd Ty évapén Tng Bepaeiag pe kaPodavmvipn ko n TTpogekTikl TrapakohodBnan katd Tn
Bidpkeia g Bepameiag. Na agBeveig pe emSeivioan Twy eEETATEWVY TN NITAmKAG Aemoupyiag Tou Bewpolvial oyeni{opeveg pe Tn Beparieia pe kaPolovTiviPn
(BnA. dmou Bev eivan epgpavrg kapia evahhakTikn amia), Ba mpéme va akohouBoldvial o gupBouhkég Tpotomoinong g ddang otov MNivaka 1 (BA. Tapdypago
4.2). Orav n kapolovTivifn xopnyeital oe ouvBuaopd pe viBohoupdptn, Exouv avagepBei auyvotepa BaBpol 3 kan 4 auffiosic ALT kot AST oe axéon pe
povoBepaTrsia pe kapofoviviBn oe aoBeveig pe poywpnuévo RCC (BA. MNapdypago 4.8). Ta nmamkd éviupa Trpémsl va TapakohouBolvTal TTpiv amo v
Evapén ko eploBikg katd T Sidpkeia Tng Bepareiag. Mpémel va akohoubolvTal o oBnyieg 1aTpikrg Biayeipions kal yia Ta d0o gpdppaka (BA. Mapdypago 4.2
kal avatpegte amnv MXMN yia mn viBohoupdpTmn). H kapolavtivifn amopdAreTal kupiwe péow Tng nmaTkrg obol. Zuviotdral oTevoTepn TapakohoUBnon Tng
guvolikrig aopaheiag ot aoBeveig Pe fma f pérpia nrankn Suoheroupyia (BAETe emiong mapdypago 4.2 kan 5.2). Mia upnhdtepn oxenikn avahoyia aoBeviy
pe pEtpia nrramkr Suohermoupyia (Child-Pugh B) eppdavioe nmmankr eykegahotrdBea pe 1) Bepameia pe kafolavrivipn. To CABOMETYX Sev ouviotdral yia
¥prion oe aoBeveig e ooPapr) nrankr Suohermoupyia (Child-Pugh C,BA. Napaypagpo 4.2). Hankn eykegpahomrdBe, 21 pehérn HCC (CELESTIAL), n nmankr
eykegalomaBela avapepBnke ouyvoTepa otnv opdda kaBolavriviPng améd autr tou eikovikoU gappdkou. H kafolaviviBn £xe ouoyenoTel pe Bidppoia, £pETo,
uslmpi\.rr] épsﬁr] Kal Dlatapayéc NAEKTpoAUTWY. ZE aaSEvsig He HCC pe emnpeagpévn r]TraTmr‘] Aermoupyia, auTég ol pn r]‘rraTlKég emBpdosic PTopei va gival
TapdyovTeG emioTIEuang yia TN eEEMEN Tg namkic eykepalomdBeiac. O acBeveic Tpémer va TrapakohouBolvTal yia GNpEia KOl CUPTITWHATA NTTATIKAG
eykepahoTabeiac, ﬁ_gwg_m_q. Ioﬁcng re 5ICITpI’]CF€I§ Kol oupiyyia, PEpIKES QOREG PE Holpaia EkBaar), Exouv rrccpmnpnaa HE TRV KGBOCCW“VIBY]
Q1 acBeveic TToU £xouv pheypovindn vooo Tou evTépou (.. vooo Tou Crohn, ehkwdn koAinda, mepmovimda, ekkoATwpatinda i okwhnkoedmda), £xouv
&irenon tou éykou ot M'E 086 | mapouociddouy emTTACKES aTrd TTponyoUPEVT XEIpOUpPYIK ETTERBaOT Tou yaoTpeviepikol cuoTrpaTog (iIBiaitepa otav axetiferal
He kaBuoTepnpévn 1 ateAr emolAwon) Ba pEmel va aflohoynBolv TpooekTIKA TTIV apyioouy Tr) BepaTreia pe kaPolavTivifn ko, oTn ouvexeia, Ba TTpEmel va
TrapakohouBolvTal OTEVd Yia CUPTITWHATA SIaTPATEWY Kal guplyyiwy, oupTmepiAapBavopéviy Twy atrooTnudTwy kal T ofyn. Emipovn 1 emavepgavildpevn
Siappoia otn didpkeia Tng Bepateiag pTmopel va sival rapdyovtag kKivBUvou yia Ty avamTugn Tpwknikol oupiyyiow. H kaBolavtiviBn Tpémel va SiakoTTeTal oE
aoBeveic TTou eppavilouv SiIdTpnon Tou YaoTpevTEpIKOU CUoTAPaTog 1) oupiyyio Tou Sev pTropei va avTipeTwmoTel eTapkwg. FaoTpeviepikéc (TE) Siatapayic.
H &idppoia, n vautialéueTog, n peiwpévn opegn kan n oToparimda/oTopamkd ahyog ATav Pepikég amd Ta To ouyvd avapepBévia oupBdvia Tou YyagTpevTEpIKoU
(BA. Tapdypago 4.8). Auean watpikn Siaxeipion, oupTrEpAapPavopEvng TG UTTOTTNPIKTIKAG gpovTidag PE avTigPeTkg, avniBiappoikd fi avniogiva, Tpémel va
epappogbel yia Ty TTpohnyn TS apuBdTwang, Twy SiIaTapaywy Twy NAEKTpoAUTWY Kal Tng amwAeiag Bapoug. H Siakomn 1 peiwon Tng d6ong, f n pévipn
Giakotrr g Yopriynong kapodaviivifng Ba mpémen va AapBaveral utrdyn g TEPITITWOT ETTPOVLWY 1) ETTavaAapBavopeviy OnuavTIKIY YaoTpEVTEDIKUY
avemBopnTwy evepyeiwy (BA. Mivaka 1). @popBoepfohikd oupPdvra. Me Tnv kaBolavriviBn, éxouv mapatnpnBei cupBdavta @hefikric BpoppospBolnc,
aupTrepAapfavopévioy  oupBdvTuy Tiveupovikic epBohnc kan aptnpiakric BpopPospfolfic pepikéc gopéc Bavarngopa. H kafolovtiviPn mpémel va
¥pnolpoToEital pe Tpogoyr ot acgBeveig Trou Trapoucidlouy KivBuvo r) TTou £X0Uv IOTOPIKS QuTWV Twy evepyeiwy. Zn Pehétn HCC (CELESTIAL), mapatnprifnke
Truhdia pheRikr BpopBwon pe kafolaviivifn, cupmepidapBavopévou evag Bavatngdpou cgupBdvtoc. AoBeveic pe 1oTopikd TTuAaiag @AePIknS BINBNone pavnke
va Slatpéxouv PeyahlTepo kivbuvo avarmtuine truhaiag gAeikng BpoppBwone H kapolavtivipn Ba mpemel va Siakotrel ot aoBeveig TTou avatriogouy ofl
Epppaypa Tou puokapdiou r ommoladrmote alhn khivikd anpavtikr) BpoppoepBolikn emmrAokn. Alpoppayia. Me tnv kaBolaviiviBn £xer TapatnpnBei cofapn
aipoppayia pepikEs popig Bavarngopa. O1 aoBeveig TTou Exouv 1I0TopikS cofapr|c aipoppayiag Tpiv ammd Ty Evapén tng Bepareiag Ba mpéme va aglohoyolvial
TIPOTEKTIKG TTpIV aTTd Trv Evapén Tng Bepareiag pe kaBodavtivipn. H kafolovmiviBn Sev ipéter va xopnynBei oe aoBeveic Trou Exouv i Biatpéxouy kivBuvo yia
gofapr| aipoppayia. Z1m pehéty HCC (CELESTIAL), avagpépnkoy BavaTngopa aijoppayikd gupBdvia ge uynhdtepn auyvotnra pe kaPoloviivipn amé 1o
EIKOVIKO @dppako. O TTapdyovTeg kivdlvou TrpodidBeong yia cofapr] aipoppayia atov TAnBuopd pe Tipoxwpnpévo HCC pmmopel va mepihapBdavouv v
SinBnon amd Tov dyko Twy KOpIWY CIPoPOpWY ayyeiwy Kol TV TIApoudia UTTOKEINEVTS Kippwang Tou ATIarog TTou £xel wg amoTéheapa T dnuioupyica
omoqnxvn@v KIpowv, TTuhdiag UTTEpTaoNG kol Bpop Bonevictg H perétn CELESTIAL amérheioe ucﬁavaig HE TAUTOY POV AVTITINKTIKD ::tvl.uvr‘] f av‘naluomwi\la KOU{;
TIapdYOVTEG. Ac:rBEvalg Trou Sev AdpRavav Bepameia i pe eAhimr Bepartreia, yia kipgolg pe a|p0ppc|~,r|a 1 HE uqu]ho kivBuvo aipoppayiag efapéBnkay emiong amo
TN HEAETN CILHT‘| H peAétn Tne kaBolavmivipng o ouvBuaopd pe mn viohoupdpTmn os ﬂpo)(wpnpevo RCC mpwing ypappnig (CAZOQQER) amékhelos aoBeveig pe
avTITTNKTIKG o€ BepatreuTikéc Booeic. Aveuplopara ko aptnpiakol Siaywpiopoi. H yprion avactohiwy Tng VEGF odol ot agBeveic pe i xwpic utréptacn ptropei
va TTROAYEl ToV OXNUaTIopG aveupuopdtuwy r / kal aptnpiakwy Siaxwpiopwy. O kivBuvog autdg TTpETTEl va ApBAvETI TIPOCEKTIKG UTTOWN TTpIV aTTd TNV Evapén
g Beparreiag pe kaPolovtiviPn ot aoBeveig Trou Trapoucialowy Trapdyovieg KivBlvou OTTwe UTIEpTaOT ) I0Topikd aveuploparog. @popBotrevia, Z1n PeAitn
HCC (CELESTIAL), avagpipbnke BpopPormevia kol pewwpéva aipometdhia. Ta emimeda aipotrerakivy TpETel va TapakohouBolvtal kard T Sidpkea g
Beparmeiag pe kafolaviiviPn kal n déon va Tpotrotroleital avahoya pe T coPapomra e Bpoppomeviag (BA. NMivaka 1). Emhokéc tpauvpdrwy. Me v
kapodavnivin £xouv TrapampnBei emmhokég Tpaupdrwy. H Bepameia pe kaPolavivipn Ba mipEme va SiakoTel TouldyioTtov 28 nuEpeg TTpIV ammo TV
TIPOYPAUHOTIOUEV  ¥EIpOUPYIKN eTéPPaan, cupmepihapBavopévng TG oBoVTIGTRIKNG XEIPOUPYIKAG EMEURAONS 1) Twv ETTEURATIKLV oBOVTIATPIKWY
TapepPdaoewy, edv eivarl Suvard, H amogpacn va ouveyioTei n Bepareia pe kafofaviivipn petd Tn xeipoupyikn eTERPaan Ba Tpétel va BaaioTel aTv kKAIVIKE
Kkpian yia T eTapkn eTolhwan Tou Tpadparteg. H kaBolavtivifn Ba ipétel va SiakoTrel ot agBeveic Pe eTITTAOKES ETTOUAMUNOTIS TPAUKNATOS TIOU CTTaimouy IGTRIKN
TapépPacn. Ymépraan. Me Trv kaPolavtivipn £xe maparnpnBel urépraan). H aptnpiakn Tieor) pETTel va eAéyyeTal kahd v atrd Ty évapén Tng kaPolavtivipng.
Kard m didpkeia g Bepameiag pe kaPoloviiviBn dhol ol aoBeveig Ba TpéTme va TapakohouBolvTal yia UTIERTOON Kol Vo avTIHETWTICoVTal, GTTwG amTaimeital, pe
TUTTIKT avTIUTTEpTadIKr) BepaTreia. ZTnv TTERITITWON EPPoVNS UTIEpTOONG TTapoT yiveral Xprion avriuTreptacikwy, n doon kafolavnvipng Ba TpEmel va peiwBei.
H kapolavtivipn Ba mpémer va SiakoTrei edv n uTrEpTacn eival coPapr Kal eTripovn TTapd Tnv avTiuTTepTaadikr Bepareia kal T peiwon doang e kaPolavniviBng.
Ze TrEpiTITWaT) UTTEPTAOIKNAG Kpiong, n kafodavtiviBn mpémen va SiakoTrsi. OoTeovikpwaon. ‘Exouv apatnpnBei mepioTanikd ooTeovekpuwang g yvaBou (ONI)
pe v kaPolavTivifn. @a mpémal va SizayBei atopankn e€raan Tpv amd Ty Evapgn Tng kaBolovnviBng kar Trepiodika katd T Sidpkaia g Bepameiag pe
kaBolavnivipn. O aoBeveig Ba Tpétel va evnuepwBolv d6oov agopd T TTpakTikég oTopaTikig uyievng. H Bepameia pe kaPolavtivipn Ba mpémer va avaotahel
TouhdyioTov 28 nuépeg TTpIV aTTd TNV TIPOYpAPPaTIoUEVn oBovTiaTpik Xeipoupyikr) eTTERBacn ) Tig emepPankég oSovnatpikég TapepBdoeig, edv eival Suvard.
Amaireital Mpoooyr) ot aoBeveig TTou AapBdvouy gpdppaka Tou axetifovial pe Ty ONI, omwe Sipwogovikd. H kafolavrivipn Ba mipémel va SiakémTeral o
aoBeveig ou epgavidouv ONIT, Zdvdpopo epuBpoduoaoBnoiag mahapwv-reAudrwy. Me Ty kaBolovnivipn £xel maparnpnBel olvdpopo epuBpoduoaiobnoiag
Trahapwv-reApdrwy (PPES). Otav to PPES cival coPapd, Ba Tpémer va AngBei utrdyn n SiaxoT Tng Bepareiog pe kaPolovmivipn. Mpémen va yivel {avd évapén
Tne kaBolavTiviBng pe xapnidtepn doan dtav o PPES emAuBsi oe Babps 1. Dpwreivoupia. Me Tnv kaBolavtiviBn £xe maparnenBei mpwreivoupia, H Tpwreivn
oUpwy Ba TpéTel va TTapakohouBeital TakTkG katd Tn Bepameia pe kaBoloviviBn. H kaPolovtviBn Ba Tpémel va SlakoTrel of aoBeveic TTou avamTigoouy
vegpwakd olvipopo. Zovipopo omigBag avagTpéyiung eykegaromdbeag, ‘Exel maparnpnBei olvipopo omioBiag avagTpéyipng eykepahomdbeaag (PRES)
pe Tnv kaPolovivipn. Autd To ouvSpopo Ba Tipetel va egetaleral ot kaBe aoBevr) Trou eppavilel TTOAGTTAG CupTTTWPATY, OTTWS OTIacpoUG, TTOVOKEPAAoUC,
OTITIKEG BlaTapayEs, ouyxuorn ) akhoiwpivn vonmkr Aemoupyia. H Bepaeia pe kaBolavnivipn Ba mpéme va SiakémTetal ot aoBeveig ye PRES. Empnkuvaon tou
Guomparog QT. H kapolovivipn Ba mpémme va ¥pnoiyoTolEital ye Tpogoyr ot aoBeveig pe 1oTopikd Trapdraong Tou Siaotipatog QT, oe aoBeveig Tou
Aappavouv avmiappuBpikd, f o aoBeveig pe oxenkr] mpolmapyouoa kapdiakr) vooo, Bpadukapdia, i dimapayic niskTpoiutiov. Otav ypnoipoTrosital n
kaBolavnvipn, Ba Tpémel va efetdleran n mepiodikr MapakoholBnan kard ) Sidpkeia g Bepareing Tou HKM kan Twy nAekTpohutwy (aoBéomo, kdho ko
payvrioio opoU). Augheitoupyia Tou Bupeoeidouc. ZuvioTartal Baoiki epyacTneiakn PETpnan Tng Aemoupyiag Tou Bupeoeibolg ot dAoug Toug aobieveic, AaBeveig
pe TpolTdpyov uoBupeoaiBiopd fi urepBupecediopd Ba TIPETel va avTIPETWIfoVTal SUP@VA HE T ouviBn IaTpIKA TIPAKTIKS TPV otTd Ty évapén g
Bepomeiag pe kaPolovTiviPr. Ohol on aoBeveig Tipémel va TapakohouBoldvial otevd yia onpeia kal oupTwpata duchemoupyiag Tou Bupeoeidolg katd T
Sidpreia e Bepatreiag pe kapolovTiviPn. H Asmoupyia Tou Bupeosidolc Ba Trpémel va TTapakohouBeiTal Teplodikd kaB' 6An T Bidpkeia Tng Bepameiag pE
kaBofavTivipn. O aoBeveic Tou avatTiooouv duohemoupyia Tou BupsoaiBols Ba TTpETEl va avnpeTwmifovTal cOpguva Pe Tn ouviBn aTpikh TpakTikn. Mn
quaichoyikéc TipEC Bloynukwy epyaaTnpiakwy efetdoswy. H kafolovnviBn £xel ouoyeTioTel pe auénpévn ouyvotnTa eP@AVIonS Hn QUOIOAOYIKWY TIHWY
nAekTpohutv (oupTrEpAapBavopévng TNG UTIo- Kal TNg uTepkahiaipiag, TNG uTropayvnolaigiag, Tng umacfeomaipiag, TN utrovaTpiaigiag). ZuvioTdral n
TrapakohoUBron Twy Bloxnuikiy TapapéTpwy katd ) Sidpkeia g Bepameiag pe kaPolovnivipn kan n eoaywyr) kardAhnAng Bepameiag avikardotaong
alpgwva PE TNV KaBiepwpivn kAVIKD TTpakmikn, edv arraireital MNepmmwaElg nmankhig eykepatomdBeag oe aoBeveig pe HCC pmopel va amodoBolv oty
avarruén nisktpoiunikuiy Siatapaywy. H oot n n peiwaon g doong f n opioTikn Siakorm g xoprynong kaolaviiviBng Ba mpeme va egetaletal oe
TrEpITITWOT ETTIROVWY 1) ETavakapBavopevuwy onpavTikwy dlarapaywy (BA. Mivaka 1). Emaywyeic kol avaotohsic CYP3A4. H kafolavnivipn eival ummdotpuwpa
CYP3A4. H ouyxopriynon kaBolovniviBng pe Tov ioxupo avaotoréa CYP3A4, v ketokovaldhn, eixe we amotéAeopa pia adgnon tng ekBeang kaBolavnvipng
aTto TTAdopa, ATIaiTeiTal TTpocoyr| katd Tn xopriynon kafolaviviBng pe pdppaka Trou eival iIoyupoi avacTtoheic CYP3A4. H ouyxopriynon kaBoloviviBng pe Tov
ioupd emoaywyéa CYP3A4, T pirpapmikivn, eiye we amotéheopa pia peiwan Tng éxkBeang kafolavivipng oto TAdgpa. ZuveTtuig, TIRETTEI va aTTogeuyBei n
¥POvia Yopriynan Twy gappdrkwy TTou eival igyupol emmaywyeig CYP3A4 pe v kaBodaviivipn (BA. Tapaypdpoug 4.2 ko 4.5). YmooTpwpara P-yAukoTTpwieivng.
H kapodavTivipn frav évag avacTodéag (IC, = 7,0 uM), ahAd 6y uTmdoTpwpa, Twy dpaaTnploTiTwy peTagopds P-yAukotpwreivng (P-gp) ot SikaTeuBuvTIKO
aglotnpa Tpoodiopiopod ¥pnoporrowvtag kiTtapa MDCK-MDR1. Zuvetmig n kafolavTiviPn pmopel va €1 Tnv IKavaTnTa va aufdvel Tig OUYKEVTPOEIS
guyyopryoUpevwy uTodTpwpdtwy P-gp oto hdopa. O aoBeveig Ba Tipémel va mpoeabomonBolv ooy agopd Tn Ajyn uTooTpwpatog P-gp (..
petopevadivn, ahigkipévr), apmpioevidvn, eteblhikr dafiyarpdvn, Siyogivn, kohyikivr, papaPipdkn, mooakovalohn, pavohalivn, cafayhmivn, amayhimrivn,




Tahivohohn, mABaﬂ'rc’wn) Eviw hapBdvouv kapolaviiviBn (BA. TTapaypago 4.5). Avuo‘ro.hsfg MRP2. H yoprynon avaotohiwy MRP2 pmopel va odnyroe oe
auinoEg Twv cruyxmpwc:rsmv e kapofavviBng oTo mAdopa. Emopévwe, n Tautaypovn xphon ovaoTohiwv MRP2 (my. KUKAoc:TrupNn spaPipévin,
epmpiamapivr) Ba TpéTel va Tpooeyyileral pe Tpoooy (BA. TTapaypapo 4.5). Opoadomongeig TTou axeTifovic ye éxboyo, AoBeveig pe aidvia khnpovouikd
mpoBAfpara Sugavetiog oty yahaktodn, e Lapp avemidpreia AakTaong ) pe Sugamoppdgnon yhukadng-yahaktodng Sev TTpETTEl va TTApouY autd To GApUako.
4.8 AvemBopnTeg evépyeleg. KaBodavnivipn wg povoBepareia. Mepihnwn tou rpogih agpdkeiag. O o ouxveg coBapég avemBUUNTEG EVEPYEIEG OTOV
TrAnBuopo RCC (21% ouyvornra) eival To koiMako akyog, n Sidppoia, r vautia, n umépracn, n egfohrn, n utovarpiaipia, n Tiveupovikn eppoln, o £PeTog, n
apuddTwarn, n kémwor, r EagbBévian, n pewpévn opefn, n ev Tw BaBe phefikn BpopBuwan, n dain, n uopayvnolcipia kai To civBpopo epubpoducaobnaiag
Tahapwy-eApdrwy (PPES). O mo guyvég avemBOunTeg evipyeieg omoiaoBnTmore guyvaTniag (TTou epgavilovial ae Touhdyiotov 25% Twy aocBeviuv) atov
mhnBuoud RCC mepihapPavay Sidappoia, KOTTWor), vauTia, peiwpévn opetn, PPES, utrépraan, peiwpévo Bdpog, éueto, duoyeuoia, SuokohoTnta ka autnuévn
AST. Ymipraon maparmprBnke mo ouxva otov mAnBuopd pe RCC ywplg mponyolpevr Bepatreia (67%) oe olykpion pe aoBeveig pe RCC perd amd
Trponyoupevn aTtaxeupévn Beparreia pe VEGF (37%). O mo ouyvég oofapéc avemBupnTeg evépyeieg atov TTANBuaué Tou HCC (2 1% ouyvemra) eival n
nmankn eykepakondbeia, n eEaoBévion, n kémwan, To PPES, n Sidppoia, n umovatpiaipia, o éueTog, To koihiakd diyog kai r BpopBomevia. O1 o ouyvig
avemBopnTeg avndpdoeig omoioudnmore Pabpod (Tou TTapoumdaTnkay ot ToukdyioToy 25% Twv agBeviv) atov TTAnBuopd HCC mepihdpBavay Sidppoia,
peiwpévn opetn, PPES, komwar), vautia umrépraoT) ko épeto. AvernBounTeg evipyelec o Joppr Tivaka. O avemBUpnTeg EVEPYEIES TTIOU avayvwpioTrnKay OF
khivikég pehéteg pe kafolovnivipn we povoBepatreia i avagépBnrkay pe T xprion kafoloviviBng petd v kukhogopia Tng avagépovTtal otov NMivaka 2,
olp@uva JE TV Kammyopia opydvou guoTrjpatog kai T ouyvemTa kard MedDRA. O ouyvatnreg Baagifovial o dhoug Toug BaBpols kol opifovTal wg egAg:
oAl auyveg (21/10), ouyvég (21/100 Ewg <1/10) oy ouyvég (21/1.000 éwg <1/100), pn ywwoTég (Bev prropotv va exnipnBoly pe Baon Ta SiaBéoipa Sedopéva).
Evrdg kdBe katnyopiag ouxvaTniag eppdvions, ol avemBiunTeg evépyeleg TapatiBevial kemd ¢Bivouca geipd coPapdtniag, Nivakag 2: AvemBopnTeg
evépyeieg pappdkou (ADRs) mou éxouv avagepBei oe kAvikéS HeAETEC 1) O€ Xprion PeTd TV Kukhogopia ot agBeveic Trou Adppavav BepaTreia e
kapodavTivipn wg povoBepameia. NopwEng kol Tapacmuoag. Iuyveg: amoommua. Mdatapayic Tou aipotomTikold kol Tou Aspgikol cuothparog: Mokd
ouyveég: avaipia, BpopPomevia®. Zuxveg: oudetepomievia®, Aepgorevia®, Aiatapayés Tou evdokpivikol cuatriparog. MoAl ouxvég: umoBupeoeBIopGGC:.
Mamapayég Tou peTafohiopol ko g Bpéwng. Nohd guyveg: pewpivn opetn, umopayvnoiapia®, umokaohimyia®, utroahBoupivaipia®. Zuyvég: apuddanwor,
uToguogaraipia®, umovarpiapio,t, utaoBeomopia®, umepkahaipio®, uTTepyoAepuBpivaipia®, uTepyAukmipio®, uToyhukaipio®. fioTapayEc TOU VEUPIKOU
ouoTtipatoc. MoAd ouyvég: Suoyeuoia, kepahohyia, foAn. Euyvég: mepipepikr veupomdBeia (cupmrepihapPavopivng e aioBnmikrg). DY OUXVES: oTraoyoi.
Mn yvwoTég: ayyaiakd eykepahikd emeicodio, Aiatapayis Tou wrog kal Tou AaBupivBou. Zuyvég: epPoic. Kopdakic diomapayic. Mn yvwoTéc: épugpaypa
Huokapdiou. Ayyelakéc diatapayic. MoAd ouxvég: umépraon®, aipoppayia®. Euxvéc: ev 1w BdBe phefikry BpouPwor, @Aefikn Bpoupuwon, aptnpiakn
Bpoppwon. Mn yvwoTég: aveuplopaTa kol apmpiakol Siaywpiopoi. AaTapayéc Tou avaTTveuo kol ouoTAPaTog, Tou Bupaka kal Tou pecoBwpdrkiou. Nokd
ouyvEg: Suopuwvia, SuoTvoia, Briyoc. Zuyvég: Tveupovikr epfohn. Mdartapayéc tou yaotpeviepikod. Mokl ouyvég: didppoia®, vauria, Epetog, otoparinda,
BuokohaTnTa, kothako dhyoc?, SuoTiewia, dhyog dvw koihiog. EUYVES: yooTpevTepIKn BIGTpron®, cupiyyio®, yaoTpooigopayikn TrakivBpounaorn, aipoppoibeg
oTopankd dhyog, EnpooTopia, Suopayia, yhwooobuvia. V) ouxvég: moykpeatinda, MAatapayéc Tou ATATOg Kol Twy XoAngopuwy, Zuxvég: nmamkd
eykepahoTabe®. yohootankr) nmarimda. Mdatapayéc Tou déppatog kal Tou uTrodopiou 1oTol. Mokl ouyvég: olvdpopo epuBpoducaioBnoiag TTahapuv-
mehpdmwv (PPES), ebavBnua. ZuXveg: kvnopdg, ahwtekia, Enpobeppio, depparinda umd poper akpng, ahhayr] ypwparog palhuy, UTTEPKEPATWOT].
luarapayic Tou puookeAETIKOU CuOTApOTOS Kol Tou ouvBenikol 1oTou. Mohd ouyveég: movog ota akpa. IUYVEG: puikol omracpoi, apBpahyia. DY ouyveg:
ooTEOVEKpWOT TNg yvdBou. Aiarapayéc Twy VEQPWY kol Twy oupopopuwy obuwv. EZuXvég: Trpwreivoupia. Mevikés Siatapayéc kol KaTaoTAoElg g obol
yopriynong. Mokl guxvég: komwan, pheypovr Twy BAevvoyovwy, efaaBévian, Tepipepikd cidnpa. Naparhvikég eetaceic®. Mol ouyvig: peiwpévo Bapog,
aunuéva ALT opou, augnuévn AST. Zuxvég: ALP opol augnuévn, augnuévn GGT, auénuévn kpeamvivn aipatog , augnuévr apuhdaon, avgnuévn Amdon |,
auEnuevn XoAnoTepohn dipatoge, autnpéva TpiyAukepidia dipatog®. Kakwaelg, SnAnTnpiaoelg kol EMTTAOKEG BEpUTTEUTIKGY YEIPIOUWY. OXI OUXVEG: eTIITIAOKESG
Tpalpartog . *Bhéme evatnTa 4.8 Meprypagr] Twy emAeypévioy avemBOpnTwy evepyeiy yia TEpamépu ¥apaktnpiopd. O akdhouBol dpol £youv guvbuaoTei,
Tpokelpévou va Tpokdyel N katalhnAn karnyopiotroingn ouyvemrag ° Mewpéveg apatohoyikéc Tapdpetpor Aepgotrevia kol peiopévog apifiuog
heppokutidpwy, Oudetepotievia ko penupévog apiBudg oudetepopihwy. GpopPomevia kol pewpévog apiBudg aipommetahiv, ® Mewpéveg Pioyxnuikég
TapdapeTpol: Y moahBoupvaipia ka peiwpévn ahBoupivn aiparog. YmaoPeonaipia ko pewwpévo aopéomio aiparog. YmoyAukopia ko penwpévn yAukddn alparog.
Ymoxkahaigio ko peiwpévo kdhio aipatog. Ymopayvnoiaipia kol peispéve payvioio aipatog. Y movatpiaigia kol peiwpéve vaTpio gipatos. YToguogaTaipia kal
pEiwpévog puwogopoc aiparog. © AuEnpéves Bloynuikéc Trapdpstpor: AuEnuévn xohnatepohn dipatog kal utmrepyxohnoTepohapia. YTrepyohepuBpivaipia kal
aufnuévn xohepuBpivn aipatog, YepyAukaipia ko aufnpévn yhukddn aipomog. YmoBupeoadiopdg ko aufnpévn oppdvn Biyepang Tou Bupoabols oTo aipa.
Y1eprahaipia ko auénpévo kahio aipartog. AuEnpéva TpiyhukepiBia kol YTepTpiyAukepibanpia, @ Kowhiakd alyog, kothakn Suagopia, koihakd alyog atnv dvw
koihin ko kolhiako dhyog aTrv kaTw kolkia. *YEpTaon ko auEnuévr aprpiokr] Tieorn. 'Muatapaypévn emolhwan ko eTrirhokn oTo onpeio Topng. H kaBodovivign
de quvBUaous pe ViBoAoupauTIn OE TRWIMC-ypapuns mpaxwpnpévo RCC. Nepinwn Tou pogih aogakeiag. Orav n kaBolavtivifn xopnyeital oe ouvBuaopd
HE viBohoupapTn, avarpéfte oty NXN g viBohoupdautme Tpiv amd v Evapén Tng Bepameiag. MNa TeploooTEPES TTANPOPOPIES TYETIKG PE TO TTPOPIA
aopaheiag Tng povoBeparreiag pe viohoupdpTm, avarpéére amy MXM g viBohoupduting. Zro olvoho deBopéviay Tng Kapodavmivipng 40 mg pia gopd v
nNUEpa o ouvduaopo pe viPohoupaprn 240 mg kaBe &lo efdopddeg ote RCC (n =320), pe ehdyiom) mepiodo mrapakohouBnang 16unvisy, of o ouyvig
ooPapég avemBuunTeg evipyeleg (= 1% emimmwaon) Arav Sidppoia, TIveupovinda, TVeupovikr epfoAn, TIveupovia, uTrovaTplaipia, Tupetia, aVETIAPKEID TwY
emvEpPIGiwy, EpeTog, aguddtwon. O Mo ouyvig avemBopnTeg evépyeieg (2 25%) rrav didppoia, kéTwon, ouvipopo epubpoduooiotnoiag Takapuv-
TEApdTWY, oTOpaTMda, PUOOKEAETIKOC Trovog, uttéptaon), sfavBnua, umoBupeosidiopde, peiwon opefng, vautia, kohakd dhyog. H mhAsiovarnma Twv
QveETNIBUUNTWY EVEDYEILY TjTav e éwg pérpieg (BaBuoc 1 1 2). Divak VETTIE ey, O avemBUOPNTES EVEPYEIES TTOU EVIOTTIOTNKAY OTNV KAIVIKE
HeAETn g kaPolavtiviBng ot ouvduaouo pe vifohoupapT avagiépovial otov Mivaka 3, olpguva PE TNV Katnyopio opydvou ouoTiparog Kai T ouyvornta
kora MedDRA. O guyvornTec Pagifovial oe dhoug Toug BaBpols kan opifovral we eERG: TTOAD ouyvis (21/10), ouyvig (21/100 £wg <1/10) ox1 ouyveg (21/1.000
£wg <1/100), pn yvwortig (Bev pmmopoly va exknunBolv pe Bdon ta SioBiopa dedopéva). Evidg kdbe katnyopiog ouxvotntag epgpdvions, o avemBopnTeg
evipyeieg TapatiBevton kot plivouoo ocuipd coPapotnrag. Mivakag 3: AvemBopunTeg evépyeieg pe kapolavTivipn oe ouvBuaopd pe viBohoupdpTn.
NopwEeg ke mopaoimwosg. Mokl ouyvég: oipwen Tou avisTepou avaTiveuaTikol ouoTrpatos. Zuyvég: mveupovia. Aiarapayic Tou cpoTroinmkol kai Tou
AEppIkoU oUOTIIHATOC. Euxvzn; nwovopikia, mumpct;(cg Tou avoooToiTikod cuaTrpaTog. Zuyveg: utepeumatnaia (Uupnsm!\apﬁmpwqg TG avapUATKTIKAG
avTidpaong). O ouXVES: oxenopEvn HE TV EY)(UO’I'| avTidpaon utepeumobnaiag. AlgTapayEg Tou EVBoKpIVIKOU oUTTAGTOS. MNoAu guyvig: utroBupeosBiopos,
Unspeupzocléiouog Luyvég: emveppidiakr] avemdpkeia. 0¥ ouyveg: unocpuc|1|6u Bupeoeidinda. mumpaxcg Tou peTaPohiopol ka g Bpéwng. Mokd
ouyvig: peiwpévn opetn. Zuyvég: apuddrwaon. Matapayéc Tou veupikol guotiparog. MoAd ouyveg: duoyeudia, {dhn, kepahahyia. ZuXVEG: TIEDIPEDIKT
veupotrdBeia. 'Oy ouyvEg: autodvoarn eykegpainda, oivdpopo Guillain-Barré , puaoBevikd olvBpopo. Miarapayéc Tou wriog ku Tou AaPupivBou. Oy ouyveg:
epBoic. OpBahukéic datapayéc. Iuyveg: EnpogBahpia, Baptm) opaon. Ox1 ouxvég: payoedinda. Kopdiakic Satapaytc. ZUXVES: kohmikr papuapuyr,
Taxukapdia. 'OY1 ouxveég: puokapdinda. Ayyeiakig diatapayic. MoAD ouxvég: umépraor. Euxveg: BpopBwon?, AlaTapayg Tou avaTivEUaTIKOU UaTIHHATog,
Tou Bpaka Ko Tou pecoBwpdriou, MoAU ouyveg: Suogpuwvia, SuoTvoia, Brixag. ZUXVES: TTveupovinda, TiveupoviKn epBoAn, emioTagn, utrelwkotiki oubhoyr.
Lucmapayéc Tou yaoTpeviepikoy. Mol ouyvig: Siappoia, £peTog, vauTia, SuakoiMaTnTa, aToparimda, , kohiakd dhyog, duateyia. Zuxveg: kohinda, yaoTtpinda,
ahyog Tou otopatocEnpooTopia, aipoppoibec. V¥ ouxvég: Taykpearinda, Sidtpnon Aemmou eviépoub, yhwoooduvia. Aiotapayéc Tou AITATOC KAl TV
yohngopwy. ZuXveg: nmatinda. Aatapayig Tou déppartog kol Tou utroBopiou 1aTol. MoM cuyvEg: olvBpopo TTaiapo-TreApamaiag epuBpoduoaictnaiog,
ebavBnpa® | kvnopdg. TuyvEg: alutrekia, Enpodeppia, epiBnpa, alhayn ypwpatog Tpwy. VX guXveg: wuwpiaan, kvibwan. Matapoayég Tou puodkeheTikol
gugTApaTog Kol Tou guvdenkol 1oTol. Mok ouyveg: puookehemikdg ovoc, apBpahyia, puikei aomagpol. Zuxvig: apBpinba. Oy ouyvég: puomdBen,
OOTEOVEKPLWON TN yvdBou, oupiyyio. AlaTapayéc TwW veppuv kal Twy oupopopwy obwy. NMolhd ouyvég: mpwreivoupia. Euyveg: veppikn avemdpred, ofeia
veppikr) BAapn. 0¥ ouyvég: veppinda. Mevikéc Biatapayic kal kaTaoTaoeg T odol xopriynone. Mokl ouyvég: komwarn, upetio, oidnua. Zuyvég: dhyoc,
Buwpakikd dkyog. Mapakhivikéc eEerdoac’. MoM ouyvéc: auEnuivn ALT, augnuévn AST, utogwopaTaipia, uaoBeonaipia, uTropayvnoaipia, uTrovaTpigiyia,
umepyhukaipia, AeppotTevia, auEnpévn ahkahikn puapartdan, auEnpévn Mmdan, auEnuévn apuhdon, BpopRotrevia, auénpévn kpeativivn, avaipia, AeukoTTevia,
umepkahopia, oudeTepoTevia, uTepadBeomiaipia, uToyhukaipia, uokahaipia, auEnpévn ohikr xohepuBpivr, UTTeppayvnOIIpia, UTEpVaTEICIKa, HELIPEVD
owpankd Papog. Zuyveg: auEnupévn yohnoTepohn aiparog, ueptpiyAukepiBaipio. O ouyvoTnTES Ty avemBOUNTWY EVERYEILWY TTOU Trapoudialovial atov
Mivaka 3 prmopei va pnv amodidovran TAfpwe povo oty kafoloviiviBn, alhd evBixeTal va EpTTEpIKAEIOUY Tr OUVEIT@OPA TNG UTTOKEIPEVNS vOoOouU f amd
viBohoupapTin Tou xpnoipoTrolsital ot guvBuaopd. H BpopBwaon eivar Evag ouvBeTog Opog TTou TepihapBdve BpdpBwor Tng uhaiag pAiBag, Bpdpfwan Tng
TVEUpOVIKIC AEBag, Tveupovikn Bpopfwan), aopTikr Bpopfwan, aptnmakn Bpoppwaon, ev Tw Bdber @hefixn BpopBwaon, Bpoppwan g Tuehikng @AERac,
Bpoupwon g koiAng eAEPag, pAeikr Bpoupwon, ehefikn BpouBwor dxpou. "Exouv avagepBei Bavarngopeg Tepimrwoel. © To e§avBnua eivar Evag oluvBeTog
opog Tiou TepiAapBdver T Sepuatinda, v opodalouca pe akpr] Sepparinda, TNy TToppohuywdn depuatinda, To amopohidwTiko efavBnua, To epubnuatideg
stavBnpa, To Bulakides efdvBnua, To knhidwdeg efavBnua, To knhidofAandwdes efdvBnpa, To BAanbwdeg efavBnua, To kvnopwdeg efdvBnpa kal To
pappakeuTikd efdvBnpa. ¢ O puookehenikog Trovog eivan Evag olvBeTog Opog Trou TephapPdvel TNV ooguakyia, Tov 0OTIKG TIOVD, TO HUOOKEAETIKG Bluparkikg
ahyog, TN puookehetikr Suopopia, TN puakyia, TNV auyevahyia, To dhyog oTa dkpa, To dhyog aTrovdukiker) OTAANC. © O CUXVOTNTEG TWV EpYQTTTPICKWY OpLv
AVHTTPOOWTTENOUY TO TIo000TE Twy aoBeviy TTou egpavicay EMSEVWON OTIC EpYaTTNPIaKES PETPAODEIS T8 axEon e Tnv Evapén Tng HeAETng pe efaipeon 1o
HEIWNEVD owpaTkd Bdpog, Tnv auénuivn xoAnotepohn ciparog kal TV utrepTpiyAukepidaipia. Meplypapn Twy emheypivioy avemBounTwy EVEpYEILWY. Ta




Bedopéva yia diapopeTikéc avndpaceig Baoifovtal o aoBeveig Trou ehdpBavay CABOMETYX 60 mg pic gopd npepnaiulg amm To aTopa we povoBepatreia aTig
Baowkic pekéteg oto RCC petd amd mponyolpsvn oToyeupevr Beparreia pe VEGF kal o RCC ywpic mponyolpevn Beparreia ke oto HCC perd amo
TponyoUpEevT) ouaTnikn Beparieia | o8 aoBeveig Trou Ehapav CABOMETYX 40 mag pia gopd nuepnoiwg atréd 1o aTépa o8 ouvBuaopd pe viohoupduTn o
TRWMC-ypappng TTpoywpenuive RCC (mapdypagog 5.1). foorpeviepikn (ME) Sidtpnon (BA. rrapayopapo 4.4). I pehém 1ou RCC pera amd mponyolpevn
aroyeupivn Bepatreia pe VEGF (METEOR), avagpepdnrav ME diatprigeig oto 0,9% (3/331) twv agbevwv pe RCC Trou ehdpBavay kaPodavivipn .Ta oupBdava
firav BaBuod 2 ) 3. O Sidpecog ¥povog Ewg trv Evapin nrav 10,0 eBdopades. Moipaicg Siarpriocig ekdnAuwBnkay oto kAVIKS Tpoypapua yia v kafolavnvipn.
Zn pekétn Tou RCC ywpic ponyoUpevn Bepameia (CABOSUN), avagipbnrav TE Siarprioeic oo 2,6% (2/78) twv aoBeviov pe RCC mou AduBavav
kapolavtivign. Ta ouppavra frav BaBuol 4 ko 5. Zm peiétn HCC (CELESTIAL), avageép8nkay Siarprioeig NE oto 0,8% twy aoBeviy ouw £daPav kapolaviiviBn
(4/467). Ohat T oupBavra Atav Badpoo 3 r 4. O Sidpedog xpovog epgaviong fTav 5,9 epdopadeg. e ouvduaapo pe VIBoAoUpauTn o8 poxwpenpévo RCC oe
TpwS-ypappns Bepareia (CA2099ER) n ouxvotnia epgavions SaTpioewy Tou yaoTpeviepikod cwhiva ATav 1,3% (4/320) oe aobeveic ou éhafav
Bepameia. Eva oupBav fitav o BaBpion 3, St guppavia frav faduol 4 kal éva cupfav frav Babpol 5 (Bavatngdpo). Z1o khivikd Tipdypappa g kafolaviivipng
exdnhubnray Bavarngpdpeg Satproeag. Hoamk sykepadomdSaa (BA. mapdypapo 4.4). Tin pehétn HCC (CELESTIAL), n nmamkr eykeqahomaBen (nmamikn
eykepoAomdBeia, eykepalomabeia, uTTEpappwvicipikn eykepahoTrdBea) avapepBnre oTo 5,6% Twv acgBevwy Trou EhaPayv kaPodavivipn (26/467). Ta oupPdvta
Babpol 3-4 frav e mogoaTo 2,8% Kkai Eva ouppdv (0,2%) Babuol 5. O Hidpegog ¥povog epgaviong frav 5,9 efdopddes. Aev avagepBnkay TERMTTWOEIG
nrankng eykepalomabaac ong pehéiteg RCC (METEOR, CABOSUN kar CA2099ER). Aidppoia (BA. mapd 4.4). T pehim RCC petd amd mponyolpevn
oroxeupivn Bepateio pe VEGF (METEOR), n Siappoia avagépBnre oto 74% twy aoBevaoy e RCC tou EhaBav kapolavtiviBn (245/331). Ta oupPdavia
Babpold 3-4 frav ato 11%. O Sidpegog ypovog eppaviang frav 4,9 efdopadeg. Zm pehérn RCC ywpig mponyolpevn Bepameia (CABOSUN), n Sidppoia
avapepdnke ato 73% Twv agBeviay TTou £Adafav kafBolovTviBn (57/78). Ta ouppdvra Babuoo 3-4 ritav ato 10%. Zmn peiétn HCC (CELESTIAL), n Sidppoia
avagépdnke ato 54% Twy agbevwy Tou EhaBav kaPolavivipn (251/467). Ta cupPavta BaBuol 3-4 Arav oto 9.9%. O Sidpecog Xpovog ER@aviang Ghwy Twy
gupBdvTwy Arav 4,1 efdopadec. H Sidppola odfiynoe oe Tpomomaifasig Séang. HiakoTég kal opiaTike Siakomr oe 84/467 (18%), 69/467 (15%) kai 5/467 (1%)
Twy aoBevwy, avtioToa Ze ouvduaopd pe vifohoupdutn o mpoxwpnpéve RCC os mpwrne-ypappric Bepameia (CA2099ER), n emitrmwon Sidppolag
avapepbnre oto 64,7% (207/320) rwv aoBevioy TTou EAaBay Beparrein, oupfdyvta BaBuol 34 ot 8,4% (27/320). O pioog xpovog yia Ty Evapln ohwy Twy
cuuﬁdwwv Arav 12,9 ¢Rdopadeg. KaBuotipnaon 1) peiwon g 660r1g ouvéﬂr] oTo 26,3% (84/320) kai SiakoTi) ato 2,2% (7/320) Twv aoBeviov pe Sidippoia,
avTigToa. Zuplyvia (BA. mapdypago 4.4). Zrn perén tou RCC pera amo mponyoupevn otoxeupivn Beporreia pe VEGF (METEOR),1a oupiyyia avagipbnkay
o10 1,2% (4/331) 1wv aoBeviwv Trou eAdpBavay kaBolavivipn kai TepihdpBavay TpwKTKG oupiyyia oto 0,6% (2/331) rwv aoBeviv Tiou AduBavay
rkapolavmivipn. Eva aupBav fitav BaBpod 3 kai ta urrdhorma rirav BaBpoo 2. O Sidpeaog ypovag éwg Ty Evc:pir] firav 30,3 efbopddec. Zm peAém Tou RCC
Ywpig TTponyolpevry Beparreia (CABOSUNY), Bev avagépbnkay Trepmmuwatlg pe gupiyyia. I peiérn HCC (CELESTIAL), Ta cupivyia avagpepBnkay ot 1,5%
(7/467) Twv acBevuv pe HCC. O Sidpecog ypdvog epgdviang Atav 14 efdopadeg. Ze ouvduaopd pe viohoupdutn oe poxwpnpéve RCC oe npu'nng-
ypappnc Bepateia (CA2089ER) n ouyvoTnTa eppdvions ouplyyiou avapépBnke oto 0,9% (3/320) twy aoBeviov Trou Edafav BepaTteia kal n coBapdTnTa frav
BabBpol 1. @avarngopa cupiyyia exdnAbBnkav oto kAvike mpodypappa e kapofaviiviBne. Awoppayia (BA. mapdyoa@o 4.4). Zrn pehétn Tou RCC petd améd
TiponyoUpevn oToxeupévn Bepameia pe VEGF (METEOR),10 TIooooTd epgaviong oupfaviwy ooBapnc aipoppayiag (BaBuou = 3) frav 2,1% (7/331) ot
aoBeveig pe RCC trou AdpBavav kaPodovtivifin . O Sidpecog ¢ xpovog Ewg v Evapén fitav 20,9 efdopadeg. Zmn perétn Tou RCC ywpic mponyolpevn Bepatreia
(CABOSUN), 10 T10000To epgavions ouppaviwv oofapng auoppayiag (BaBiol = 3) frav 5,1% (4/78) ot aoBeveic pe RCC mou AdpBavav kaBofavmivin. Zmn
peAET HCC (CELESTIAL) n aux\mmm £;J¢0VIOT]§ goBapwy aipoppayikuy eTeicodiuwy (BaBudg 2 3) Arav 7,3% aToug aoBeveic Trou Ehapay Kaﬁ-niawwlﬂn
(34/467). O 6|a|_|mog ¥povog zptpawcng Arav 9,1 efdopadeg. Ie ouvBuaopd pe vifohoupapTn o Tpoxwpnpéve RCC o mpwing-ypappns Szpcmﬁa
(CAZ089ER) n guyvotnTa epgavions aipoppayiag = Babpou 3 frav oto 1,9% (6/320) Twy aoBevidy Tiou éhapav Bepameia. Gavarn@opes aipjoppayieg
exBniwbnkay oto kKAvIKG TTpdypappa yia Ty kaBolovivifn. Zivépouo omioBiag avaorpepiuns eykepadordBerac (PRES) (BA. mupdypago 4.4). Aev
avagepBnkav epioTanika PRES ong pehitec METECR rj CABOSUN ry CAZ099ER rj CELESTIAL, dpwc £xel avapepBei PRES omdwvia oe dhlheg khivikig
Bokipeg (oe 2/4872 dropa, 0,04%). Augnuéva nrankd vivpa Kard 1 ¥opiynan mg kafodavnivifng e ouvivaopt ue viBoAoupdumn oro RCC, Ze pia kAvIKR
pehETn aoBevioy pe RCC ol otroiol dev eiyav AaBel mponyouptviwg Beparreia ko EhaPav kaBolavivipn oe guvdbuaopd pe vipohoupapmn, Tapampenonke
uynAdtepn emmitrwon Babuol 3 kan 4 augnuévng ALT (10,1%) kai augnuévng AST (8.2%) ot oxton pe ) povobepareia pe kafolavnivifin otoug aobeveig pe
mpoxwpnpévo RCC (N ALT augiBnke kata 3,6% kai n AST augnBnke kard 3,3% orn perétn METECR). O didpecog ¥pdvog Ewg TV eppavion Tng BaBpod > 2
augnon me ALT f Tng AST nrav 10,1 prves (edpog: 2 éwg 106,6 £fBopadeg, n = 85). Troug aoBeveic pe BaBpol = 2 avfnorn Tng ALT i Tng AST, ol auéfosag
utoypnoay otoug BaBpolg 0-1 oe 91% pe didpego ypovo éwg Ty amokatdoTaon 2,29 efdopadeg (edpog: 0.4 £wg 108,1 efdopadec). Metal Twv 45
aoBeviov pe Babpol = 2 avgnon g ALT 1] g AST otoug omroioug £yive eTravapokhnon pe kafodavnvifn (n = 10) f pe viBohoupdprm (n = 10) pepovwpéva
f kan pe Ta &0o (n = 25), emavepgpdvion auvinpévng ALT i AST BabBuol = 2 onuewstnke ot 4 acbeveig mou ehafav kaBolaviivifn, oe 3 aoBeveic mou Ehafav
viPohoupapTn kal 8 aoBeveic Trou EéhaBav kaBolovnvipn koan viBohoupiauTrn padi. YmoBupeoaiSigudg. Zin peiétn oto RCC perd ard mponyoUuevn oToyelouod
Bepameia pe VEGF (METEOR), n emitmwon Tou umoBupesosiBiopol ritav 21% (68/331). Zmn pehén RCC ywpic ponyolpevn Beparreia (CABOSUN), n
ETITITWN Tou utTroBupecediopou frav 23% (18/78) ot aoBeveig pe RCC mou ehaPBav Bepareia pe kaBodlaviiviBn. Zin peAtm HCC (CELESTIAL), n emitriwon
Tou utroBupeoeidiopou ftav 8,1% (38/467) oe noBevelg mou éhaPav Beparreia pe kaodavrivin kal Ta cupBdvia BaBuol 3 oe 0,4% (2/467). Ze auvduaopo pe
vifohoupautin ot Tpoxwpnpéve RCC ot Bepameio TpwTng ypapprc (CA2099ER), n emritrmwarn Tou utroBupeoaiBiopol ftav 35,6% (114/320) Twv acbeviowv
Trou £haav Beparreia. Avagpopd meavoloyouuevwy avemedunrwy svepyadyv. H avapopd mBavohoyolpsvwy avemBUpNTWY EVEPYEILWY HETA aTTd T ¥ophynon
Adeing KUKAopopIag Tou @appaKeUTIKoU TTROIovVToS Eival anpavTikr. ETTpeTTel Tn cuveyr) TapakohoUBnon Tre oxéong ogpihouc-kivBivou Tou gappaKeuTIkol
TIpoiovTog. ZNTeiTal ot Toug ETTayyeApdTieg uyeiog va avapépouy omoieodnimote mBavohoyolpeveg avemBUunTeg evEpyeleg péow Tou eBvikol ouoTrpaTog
avagopdc Trou Treplypapetal oto Napapmua V. 6.4 1510iTEPES TTpoPUAGEEIC KaTd T gpUAAEN Tou TPoIdVTOS. Aev UTidpyouv dikEc 0dnyieg Biatrpnong yia
1o Tipoidv autd. 7. KATOXOE THE AAEIAL KYKAO®OPIAE. Ipsen Pharma, 65 quai Georges Gorse, 92100 Boulogne-Billancourt, MaAhia. 8. APIOMOZ(OI)
AAEIAZ KYKAOQOPIAZ. CABOMETYX 20 mg emkahuupéva ye Aetrio upévio Siokia. EU/1/16/1136/002. CABOMETYX 40 mg emrkaluypéva ye AeTrio
upevio Siokia. EUM/16/1136/004, CABOMETYX 60 mg emkabipuiva Pe AeTTo upévio Sokia. EUM/16/1136/006. 9. HMEPOMHNIA NPQTHI EMKPIZHE!
ANANEQEHE THEZ AAEIAE. Huepopnvia mpuwtng éykpiang: 09 ZemrepRpiou 2016. Huepopnvia TeAeutaiag avavéworng: 26 Maptiou 2021. 10, HMEPOMHNIA
ANASEQPHEIHE TOY KEIMENOY. Acmrmopepeic TTAnpopopiec yia To Trapov apUaKeUTIKG TTpoiov eivar SiaBempec oTov dikTuakd ToTTo Tou Eupwitoikol
Opyaviopol dappdkwy: http:/lwww.ema. europa.eu.
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MEPIAHWH TON XAPAKTHPIETIKAN TOY NPOIONTOE

1. ONOMAEIA TOY ®APMAKEYTIKOY MPOIONTOE: Lynparza 100 mg enikahupjéva e
Aento upévio Biokio. Lynparza 150 mg enikahuppéva e hema upévio Biokia

2. NOIOTIKH KAI NOZOTIKH EYNOEIH Lynparza 100 mg emkohuppéva e Aemmo upé-
vio Giokin KaBe enkahuppévo pe Aemmo upévio Biokio nepiéxel 100 mg oAanapipnne,
Lynparza 150 mg enkaAuppéva pe Aem upévio Siokia KaBe enikahuppévo pe hemd
upévio Biokio nepigxer 150 mg okanapipnng. ExBoxo pe yvwoni bpdon: Auté 1o pap-
pakeutika npoiov nepiéxer 0,24 myg varpiou ava fiokio 100 mg kal 0,35 mg vatpiou ava
Biokio 150 mg.

4, KAINIKEZ NAHPO@OPIEX 4.1 Bepaneumikeg evbeifeig: Kapkivoc v wobnkiw To
Lynparza evieikvutal we poveBepaneio yio m: « Bepanein ouvmpnong evniikwy aofe-
ey pe npoxwpnpévo (otbiou Il ke IV kotd FIGO {AeBvng Opoanovbia Mvaikohoyiog
Kan Maieunkng)) uynhol BaBpod kakonBeiag emBnhiokd kapkivo Twv woBnkoy, Twy
waywyav h npwionabh kopkivo 1ou neprovaiou, nou pépouy petaMaypéva yovibia
BRCAT/2 (yevunuikov koi/f OwpoTIKi KUTEGpawy) Kal of onofeg eppaviouy aviandxkpl-
an (nhipn i pepikn) €nerta and my oAokARpwan T xnpeioBepaneiog NpWING ypappng
i€ Baon my nhariva. « Bepaneia ouvinpnong evnhikuy aoBevay e euaioBnto omv nha-
tiva unotponiadovia upniol BaBpol kaxonBelac enBniakd kopkivo oy woBnKuwy, Twy
waywywy N npwronobh kapkivo tou neprovalou, ol onofeg eppavifouy avianokpion
(mhnpn 1 pepikn) o xnpetoBepaneia pe faon v nhativa. To Lynparza oe ouvbuaopo pe
prefaoifoupapnn evbelkvutal yio : « Bepaneia ouvimpnong evnhlkwy ooBeviv e
npoxwpnyéve (oablou Il kan IV kad FIGO) uynhod 2 BaBol kakonBeiog entBnhako
Kapkivo Twv woBnktiv, Twv waywytv 1 nprtonaln kopxivo ou neprtovaiou, ot oroleg
eppavidouv avtanokpion (nAnpn i pepiki) £nerma and mv oAakhnpwan T xnpeioBepa-
nelag npune ypappnc pe Baon my mhativa oe ouvbuaopd pe prefooifoupapnn ko wy
onolwy o kapkivog oxetidetal pe Beukn katdotaon avendpkeiog opdAoyou ovaouvbua-
opol (HRD) nou opieta eite and petarhabn wv BRCAT/2 kai/elte ond yovibicpoukd
aoaBein. Kapwivog tou paorot To Lynparza evbelkvutan we povoBepaneio yia m Bepa-
nela evnAikwy ooBeviy e TnIKa MpoXwpNREVD 1 PETOOTOTIKG KOpKive Tou pootol Kol
yopenwe perada€elc wwv BRCA1/Z, kot v onoiwv o dykog efval apvntikag yia Tov
unofioxéa winou 2 tou avBpnivou enibieppikol augnuikol napdyovea (HER-2). O aoBe-
veic Ba npenet va exouv nponyoupéveog unoPAnBel oe Bepaneio pe avBpakukhivn kat pia
fdvn €iTe yio EVIOMopEVN efte yia PETOOTOTKA VOO0 EKTAG €av o aoBeveis Gev ntav
watahAnkor yio auteg ng Beponeie: O aoBeveic pe Benko atouc oppovikols unoboxelg
{HR) xapkivo 1ou pogtod npenel eniong va nnp:}uald(ouv e€ein kata m Bidpkeia n perd
and nponyoUpevn eviokpvikn Bepanein, f va Bewpotivial akardhinhar yio evbokpvikn
Bepaneio. Aﬁ_exqmm_uct_m_n_u_mm To Lynparza evbeikvutar we povoBepaneia
yio m Bepaneio ouvmpnong evnikuwv aoBevioy pe yapenkéc petahhageic twv BRCA1/2,
ol onolol éxouv peTooTamKe abevokapkivipa Tou NoyKpETTOG Kal Twy onoiwy n vogog
bev exer eEeAidel perd and oukaviatov 16 efbopabec Bepaneiag pe nhativa eviog evag
mpatog xnpeioBepanelog npuyme ypoppng. Kopkivag tou npootan To Lynparza evbel-
wvuTal we povoBepaneia yio m Bepaneia evnhikwy ooBeviv pe petaotank euvouxod-
vioxo Kapklvo Tou npootamn kot petaMhaEeic BRCAT/2 (yopetkec kal/n owiatkés), twy
onoltwv n vooog éxel eEehixBel énena and nponyolyevn Bepaneia nou nepihapBave évay
vEo oppovikd nopdyovia. 4.2 Acoohoyio kai tpdnog xophynong: H Bepanelo pe
Lynparza npénel va Eewiva kal va enifAénetat and (atpo pe epneipia om xphan avrikap-
KIVIKLOV (pappakeunikiv npoidviwy. Aogooyia To Lynparza eivar BioBéoipo ot Biokia
100 mg wat 150 mag. H ouviotwpevn 6oon tou Lynparza o povoBepaneia i ot ouvbua-
o6 e Pnefamoupdpnn eivar 300 mg (60 Biokia 150 mg) nou AapRdvovial Blo popeg
npepnolug, iwobivapn pe ouvohikn npepnota boon 600 mg. To biokio 100 mg eivar bia-
Beopo yia m pelwon me Goone. Tpgnog xopavnang To Lynparza npoopleta yia xphon
and tou oroparog. Ta Bioxla Lynparza npénet va katanivovial oAdkAnpa kai va {n pacw-
viat, ouvBABovral, SoAvovral f Epvovtar Ta Biokio Lynparza pnopel va AngBolv ave-
tapmia and 1a yedpora. 4.3 Avievbei€eis: YnepeuaioBnoio om Gpoaikr ousia fi oe
kanolo and ta éxBoxa. Brkaapoe katd m Gidpketa e Bepaneiog kai yio Sisampa 1 pn-
Vot perd my teAeutaia Goon. 4.4 Eibikeg npoeibonotnoelg ki npopulateig katd m
xphon Aiarohoyikn tofikotnma e aoBevelc nou AopBdvouy Bepaneio pe Lynparza éxel
avapepBel aiparohoyikn Tofikdtnta, nepihapBavopevay kKhivikiv Sloyvwoeay kai/n
EpYOOTPIOKCV EUpNATwY VEVIKA Antag f pétplac (BabBuod 1 12 kata CTCAE) ovaiplog,
oubeteponeviag, BpopBoneviog kar Aepponevia. 01 aoBeveic bev npéner va Eekvoly
Bepaneia pe 1o Lynparza péxpig otou avakdpyouy and mv aipatohoyikn wfikomma nou
exel npokhnBel and nponyolpevn aviikapkivikn Bepaneio (ta eninefio mpoopaipivng,
aiponerahiuv Kot oubetepdpihwy npénet va eival < BaBpol 1 kara CTCAE). Iuviotdial n
bievepyera eerdoewy kard mv évapén mg Bepaneiog kal okohoUBwe napakohoiBnon
Twv yevikwv eEerdoewy aipatog oe pnviaia Bdan yio Toug npuwroug 12 pive Bepaneiag
Kal ev ouvexeia kard nepiobika Siaompara yia v eppavion kAvika onpavaikey petafio-
Auv onolgobnnote nopapgtpou kard m Giapreta me Bepaneiog (BA nopaypago 4.8). Eav
wanoiog aoBevig avanti€el apatohoyikn wikdmra Bopidc poppnc A efdpman and
petayyioer; aipatog, n Bepancio pe 1o Lynparza npénet va biokdnetal kol va Eexivoly
kataAAnhec aiparohoyikés efetdoeic. Edv ol aipatolayikeg nopayetpol napapetvouy khi-
VIKG pn puoiohoyikeg petd and m Biakonh g Boong tou Lynparza yia & efbopdbec,
ouviotamal e€étaon tou puekol Twy ooty Kai/n KuTIapoyEvETIKA avahuon aluatoc, Mu-

ehobuornihaoriko ouvbpopo/OFsia yuehoyevne Aeuxapla H ouvohikn enimmwon puehobu-
onhaotixot ouvbpdpou/otelog puehoyevolc Asuxaiplog (MAL/OMA) oe aoBevelc nou
¢haflav Bepaneio oto nhaioo khwikey pedemov pe povoBepaneia Lynparza, oupnept-
hapBavapévng e napakoholBnang pakpoxpaviac eniBicans, fitav <1,5%, e upnhdre-
pn enintwan aroug aoBevei pe eugioBnto oty nhativa unotpomiadovia kapkivo Ty
wolbnkedy pe perakkofn BRCA, o onoior eixav AaPer rouhdxiotov 6o npenyolpeveg
ypappés xnpeinBepaneiag pe fdan tv mhativa kat nopakohouBrBnkay yia 5 xpavia (BA.
napéypapo 4.8). H nheoynplo wwv oupBiviww elxav Bavampdpo éxfaon. H Gidpkeia
i Bepaneiag e mv ohanapipnn ge aoBevelc nou ovemuav MAL/OMA kupdvBnke ono
< b pveg ewg > 4 xpovia - Bebopéva e peyahinepeg Bidpeies éxBeang efval neploplopé-
va. Edv undpxet unoyio MAZ/OMA, o aoBevic npéner va napaneppBel oe apatoldyo yia
nepanepw napakhivikes eberdoerc, aupnepihapBavopévng e avakuong puekad Ty
ooty kol mg GeryporoAnyiog alyato yia Kuttapoyevenkn avahuan. Edv, petd m bie-
petvnan yio noparetapévn aipotohoyikn tofkommo, emifefmwBei n nopouoio MAL/
OMA, 1o Lynparza npénet va biakonei kot o aoBeving va Aafet kataMnkn Bepaneio. [veu-
uovinba Mveupovinba, oupnepihopBavopévy twv oupBaviwy pe Bavampopo exPaon,
Exel avapepBel oe noooatd <1,0% twv aoBeviv nou éhafav Lynparza oe KAWIKES Pehé-
teg, oupnepihapfavopévwy twy oupBaviwy pe Bavatnpopo éxPoon. Ot ovapopés nveu-
poviubag Bev efxav otaBepn khivikn gikava kal nepimAéxoviay and pia oeipd npobiaBeoi-
KWV MOpayovTo (Kopkivou Kau/n HETOoTagEwY oToug nVEUHOVES, UNOKEIPEVG NVEUH0-
VIKNAG vooou, 1otopikol kanviopartog, koi/f nponyoUpevng xnueioBepansio kal aktivo-
Bepanelag). Eav o aoBevelg eppavioouv veoeppavi{opeva n emibevolpeva avanveuot-
«a ouprdpat, onwe Glonvoin, Brixa kai nupeto, n edv napampnBi £va naBohoyiko
Buwpakikd akuvohoyiko elpnya, n Bepaneia e o Lynparza npéner va Siokonera kat va
Eewiva apeoa n bievepyeia eberdoewy. Edv eniBeBaiwBel nveupovinba, n Bepanela pe o
Lynparza npénet va Blowdnetal kal o aoBevelg va avipetwniovial katahnho. Epfpui-
m_m&mmm Me Baon tov pnxaviopo Bpaang (avaotoAn ng PARP), to Lynparza fBa
pnopotioe va npokakeoel BAaBn oto epBpun otav xopnyeital ot pia eykuo yuvaika. 01 pn
KAVIKEG pehEtet ok enipuec Exouv Beifer on n ohonapipnn npokahel avernBipmec evép-
yeieg omv epBpuikn emiBiwan ke enipépen peifove Suanhaoles Tou epfplou e exBe-
OEIG XapNAGTEPEG NG EKElVES NoU avapgvovial Je T ouviotwpevn boon twv 300 mg big
npepnoiwe yio tov avBpwno. Eykupoodvn/avnoiMnyn To Lynparza Gev npénel va
¥pnotponoleftal katd m Bidpkera e eykupootvng. O1 yuvaike ot avanapaywyikn nhi-
Kia mpénet va xpnaiponotoly Glo poppec afieniome aviioiMnyng npiv mv evapén e
Bepaneiag pe Lynparza, kard m Bidpkeia e Bepaneiag kar yia Sidompa 1 pnvag perd m
Ayn e eAeutaia Bdang tou Lynparza (B\. napaypapo 4.6). Tuviorwwvia oo (Bioie-
pui¢ anoteheopaTIKEG KOl OUPNANPWHATIKEG popipec avtialibhnyng. 01 appeves aoBeveic
Kat ot Brikeig oUvIpogol Toug ge avanapaywylkA nhikia npénet va xpnalponololy agioni-
ot avieiAAnyn katd T Gidpketa me Bepanelog kal yia Sidompa 3 prvay perd T AMgn
g eAeutalog Boonc tou Lynparza (BA. nopaypago 4.6). AMnhenibpagec Asv ouviotdtol
n ouyxopnynon tou Lynparza e wxupo N petpio avaotoAga tou CYP3A (BA. nopaypupo
4.5). Eav npenet va ouyxopnynBel ioxupoe i pepiog avaoohéag tou CYPIA, n boon tou
Lynparza npéne: va pewoBei (BA. nopaypapous 4.2 kai 4.5). Aev ouviotdral n ouyxopnyn-
on 1ou Lynparza pe oxupolc i pétploug enaywyelg tou CYP3A. Ie nepinmwon nou évag
noBeyns o onolog hapPaver nbn Lynparza anael Bepanelo pe ioxupd i pépio enaywyéa
tou CYP3A, o owtayoypdpay Ba npénel va yvupiler 6u n anoteheopamikdma Tou
Lynparza pnopel vo peiwBel onpavaka (BA- nopaypago 4.5). Narpio To papuako auto
nepiéxer Aiydrepo and 1 mmol vatplou (23 mg) ava Biokio 100 mg i 150 mg, elvat aute
nou ovopdoupe «eheliBepo vatplous. 4.8 AvemiBupnteg evépyereg Nepfnyn ou npo-
i\ aopahelac To Lynparza xer ouoxenoBel e aveniBluntes evépyeles yevika nmag n
perpiac Bapiitag (BaByou 1 2 katd CTCAE) nou Bev anonoly o yevikes ypappes Bi-
axonn g Bepanelos. Oi ouxvotepa nopampolpeves aveniBUpNnes evepyeies oug khivi-
Keg peAeteg ooBeviy nou ehofav povoBepaneia pe Lynparza (=10%) fitav vauria, konw-
on, avaipio, épetog, Siappoia, peiwpevn petn, kepahakyia, buoyeuoia, Prxac, oubete-
ponevia, Buorvoia, {okn, buoneyio, Aeukonevio kol BpopPonevia. 01 aveniBUpmeg
evépyetec Bofpod = 3 nou eppaviomikay oe nogootd > 2% twy aoBeviv ftav avalpia
{16%), oubereponevia (5%), konwan/e§aoBevion (5%), eukonevia (3%) kai BpopPonevia
(3%). 01 averiByneg evépyeteg mou ofnynaay Mo ouxva o npoowpives Biakonég kau/n
peioelg me Gdang kard n povoBepaneio ftav avalpia (16,7%), éuetoc (6,3%), vautia
(6,2%), konwaon/ eGooBeévion (6,1%) ko oubereponevia (6,0%). O avemBUpnteg evepyeieg
mou obfynoov nio ouxva ot opiokn Siakonn ftav n avaipia (1,7%), n BpopBonevia
(0.8%), n kdnewan/e§ooBévian (0,7%) kar n voutia (0,7%). Trav to Lynparza xpnaipionol-
eftal oe ouvbuoopo pe pneBoodoupdpnn to npopik aoipaheiag eivar YEVIKG OUVERES e
autd T pepovpéviay Bepaneicdv, O aveniBlpnteg evépyetec offiynaav ae npogwpivi
Biokonn kal/n peicoon me Séong g ohanapipnng oto 57 4% v aoBeviuy, Grav xpnot-
ponoinBnke o ouvbuaopo pe pneBooioupagnn, Kat obnynoav oe opionikn Slakonn tng
Bepanelag pe ohanapipnn/pneBacifoupdunn Kkal Ekovikd pappako/unefamidoupaynn
oto 20,4% wat 5,6% wwv aoBevidv, avilotowa. 01 avemiBpmte evépyeieg nou obnynoay
fio ouxva o€ npoowpivn Biakonn kau'n pelwon me Soan ftav n avala (21,5%), n
vautia (9,5%) kat n konwon/e€aoBévion (5,2%). 01 aveniBlpnteg evépyeteg nou obiynoay
o ouxva g opioukn Siakonn Atav n avaiplo (3,6%), n vautla (3,6%) kat n Kenwon/



e€oobewion (1,5%). Kotahovoc eppdvior IVE DVEIGV UNO Popn ni-
vaxa To npogik oopaleiog fooidel ot ouykevtpuwnka otoixeio and 2,901 aobeveis pe
gupnayels dywoug nou ehaBav povoBepaneia pe Lynparza oe khivikés pehétec om auvi-
ouwpevn Boon. 0 oxkohouBes aveniBUpnteg evépyeieg exouv tautonoinBel oe khvikeg
jiekéteg pe aoBeveic nou EhaBav povoBepanein pe Lynparza, onou n éxbeon twv aofe-
vty elvar yvwor. O avenBUpnTEG evepyEEg ToU pappakou kataypagovial ava Kamyo-
pla/Opyavikg Ldotnpa (SOC) kata MedDRA ki akoholBog ava npouppeve 6po Katd
MedORA otov Mivaka 1. Evidg kaBe Kamyopiog/OpyavikoU Euomipatoc, of nponpipevar
Gpot napoumadoviar katd pBivouca ouxvatta kat akohoUBws kara gBivouoa oofiopa-
. Ot ouxvoTIe epgavions v aveniBUpnTtwy evepyettv opifovial wg: noky ouxvég
(=1/10), ouxvée (1/100 éwg <1/10), dwi ouxvéc (=1/1.000 éwe <1/100), ondwieg
(=1/10.000 éwe <1/1.000}, noAd ondvieg (<1/10.000), pn yvwaréc (Bev pnopoly va exu-
priBoly pe Baon 1 bioBeoipa bebopeva). Nivakag 1: Katahoyog eppaviong wov ave-
niBlpntwy evepyewhy und poppn nivaka

AvemBipnteg Evépyeieg
Kamyopia/Opyavikd Luxvoenta Dhwy Euxvétnta faByod 3 kat
Ldotnpa kavd MedDRA | tev PaBucov kavd CTCAE | peyahitepou katd CTCAE
Neonhaopota kahonBn, | Ok Zuxvég: O ouxvig:
kakonAn kai jin Mughobugnhaotika Mughofuonhoomka
kofopiopéva otivBpapo/DEein ouvGpopo/Ofeio puehoyevig
(nepihopBavovtal puehoyevng Aeuxaipio Aeuxaipla
kiotew kol nohdnobeg)
Aiotapaxég Tou MoAd guxvéc: Avaipia®. Mokt ouxvég: Avaipia®
CIEONOINTIKOY Kal ToU Dubewponevia®, Euxvég: Oubeteponevia®,
Aepipikoll ouompatog BpopBonevie®, Aeukonevio® | BpopPonevio’, Asukonevio®
Luxvég: Aepponevia® ‘Ox1 guxvég: Aepponevia®
Miatapoxég Tou ‘Oxi ouxvég: YnepeuaioBinola®, | Enavieg: YnepeuaioBnaio®
avopanointikol Ayyewoolbnpo®
oUOTAPTOG
LDiarapaxég Tou MoAb ouxvég: Meopévn ‘Ox1 quxvég: Mewwpévn opetn
pemPohopol kot g opekn
Bpéying
Aiatapaxég tou veupikol | Mokl ouxvéc: ZaAn, ‘D1 ouxvég: ZaAn,
OUOTALIOTOE Kepahahyio, Auoyeuaia Kegahakyio
Miotapaxgc tou Mokl ouxvég: Brnac”, Euxvés: Alonvoig”
avanveuotkol Abgrvoig® ‘Oxu ouxvég: Brxog®
ouoThpatoc, Tou Bipaka
Kl Tou PeaoBuwpdxiou
Miatapaxeg tou MoAG ouxvéc: Eyetog, Tuxvég: Eperag, Aiappoig,
VOOTpEVTEIKOU Midppoia, Nautio, Auonewia, | Noutia
Luxvég: Fropotiubo® Alyog | 'Oxn ouxvée: Doparibe’,
vt KOMOKAG Xwpag Alyoc dvw kothowng xwpag
Endviec: Auoneyla
Miatapaxéc tou Beppatoc | Luxvég: EEavBnpo’ ‘Ox1 guxvé: EEavinpa’
kol tou unobapiou otod | O ouxvég: Aeppatinbo”
Indwvieg: Ofwhec eplfingo
[evikéc Blomopaxég Kol Mokl ouxvéc: Konwan Euxvéc: Konwan
kotogaoe; e obol (nepihapPavopevng (nepthapPavopevnc
Xophynong efaoBEviang) eEacBéviang)
Mopaxhivikeg efetacer; | Euxvég: Kpeanvivn aipomog | 'Oxe ouxvég: Kpeatvivn
aunpévn aipatoc aufnpévn
01 ouxvég: Méoog
KUTIpIKOG dykos aupevog

“H avaipio nepiapfdver npouptipevous dpout avaiplog, HOKPOKUTIOPIKAG avalpiag, epu-
Bponeviog, peiwpévou mparokplin, pewpEnG cipoopaipivng, voppOxpwnG avaiplor,
VOPHOXPWUNG VOPUOKUTIOPIKAG avalpiag, vopokutopikic avaiplos kol pewwpévou aplB-
ol epuBpokumtdpwy - H oubeteponevia nepihapBaver NpoTIHLPEVOUE OPOUC OKDKKIDKUT-
wpmiplog, epnipems oubeteponeviog, peiwpévou apiBipol KOKKIOKUTIOPWNY, KOKKIDKUTIO-
poneviag, bionaBolc oubeteponeviag, oubeteponeviag, oubeteponevikic Aoiuwene, oube-
TEpONEVIKAG oNPNG Kal peiwpévou apiBuol ouberepagitwy - H BpopBonevia nepitapBaver
npoupwpEvous opoug perwpevou opifipol awanetaliwy, pEwPENE NopoywWYNG Twy ai-
ponetahity, pelwpévou apatonetahiokpit ko BpopBoneviag - H heukonevia nepthopBavet
MPOTIRGIHEVOUG GpoUG AEUKonEviag Kat perwpiévou apiBpod Aeukowutdpwy - H Aepponevia
nepihapfaver npouppevoug opout pewpevou apifipol B-Aeppokumapawy, pewpgvou
apiBuol Aeppokumidpey, Aepponeviac kol pewopévou apiBuod T-Aeppokumdpwy - 0 Bi-
x0¢ nepihapBavel npoupcpevous Gpoug Brixa kal nopaywykol Bxa - H unepevaioBneia
nepihapPaver nponptipevou opous unepeumolinolog oe pappoka ko unepeumolinolog - H
Buorvoia nepthapPavel nporppevous dpoug Slonvaiag kai Biomvoiag kénwane - H otopa-
tmba nepthapPavel npotpwpevous Gpout apBubout Elkous, EEEMkONG Tou oTOTOG Kol
oroparindac - To efavBnpo nephapPaver nponpdpsvoug opoug anopohbenkol eEovBn-

patag, yevikeupeveu epuBnpatag, efavBriotag, sbavBnpatog epuBnpordbous, efavBrpatag
yevikeupevou, ekovBripatog knhbboug, efovBrpato; knhibofhoubwéous, efovBhpamog
Bhauibicaboug wan efavBrparo knopwbous - H Geppatinba nepopBavel npoupwpevous
opoug Sepparinbag, Geppatiuboc alepyikng ko Seppotinbag onopohibwnmng.
* Onwe, nopatnprBnke oto nhaloio perd mv kukhapopio.
Avopopd niBovehoyoiyeviv aveniBiyuntwy evepyeiiw H avapopd niflavohoyodpevuy
aveniBUpntwy evepyeliv Petd and  xopiynan dbewac kukiopopiog Tou pappakeut-
woU npoidvrog elval anpovukn. Enitpénel  ouvexn napakohoUBnan g axéong olpé-
houg- kivbivou tou pappakeutikoU npoioviog. Znteitar ond toug enoyyehpatleg uyelag
va avoipépouy onoteobnnote mBavohoyoUpeves avemBUpNTeS evépyeies peow tau eBvi-
#oU ouompatog avapopas: EAbaSa: EBvikag Opyaviopos Qapuakwv Meooyeiwy 284,
GR-15562 XoAapydg, ABrva Tk +30 21 32040380/337, ak; + 30 21 06549585, lotdto-
nog: http://www.eofgr. Kinpoc: ®appakeunkés Ynpeiec Ynoupyeio Yyeiog. CY-1475
eukwaia Qaf: + 357 22608649, lowdtonog: www.moh.gov.cy/phs
7. KATOXOL THE AAEIAT KYKAO®OPIAL:
AstraZeneca AB,” SE-151 85 Sadertalje, Lounbin.
8. APIGMOL(0I) AAEIAE KYKAO®OPIAL:
EU/1/14/959/002 56 emkahuppéva pe Aentd upévio bioria (100 mg)
EU/1/14/959/003 56 enkahuppéva pe Aentd upévio Biowia (150 mg)
EU/1/14/959/004 112 enwaluppéva pe hentd upévio Siokio (2 ouokeuaaieg twv 56)
(100 mag)
EU/1/14/959/005 112 enwahuppéva pe Aento upévio biokio (2 ouokeuaoleg wv 56)
(150 mg).
9. HMEPOMHNIA NMPATHE ETKPIEHL/ANANENEHE THE AAEIATL:
Hpepopnvia npwmeg eyxpiong: 16 AexepBplou 2014,
Huepopnvio ekeutalag avavéwone: 01 Okwwpplou 2019,
10. HMEPOMHNIA ANAGEAPHEHEZ TOY KEIMENOY: 6 Maiou 2021.
Aemopepelc nAnpopopieg yin 10 napov poppakeuTIKo npoidv eivol GioBeoipeg otov
Biktuaxa tono Tou Eupewnaikot Opyaviopol Qappdkwy: hitp://www.ema.europa.eu.

Mpotewvopeveg upéc: LYNPARZA F.CTAB 100MG/TAB BTx56 o Alu/Alu Bliister XT-
£2385,47 / AT €2598,13/ NT: € 214481, LYNPARZA F.C.TAB 150MG/TAB BTx56 oe
Alu/Alu Bliister: X.T: €2497,15 / AT:€2719,77/ N.T.: € 224522

BonBriote va yivouv ta gdppaka nio aogadn Kat
Avagpépere OAEE us aveniBUpntes evépyeles yia
OAA w pappaka
Zupninpovovias t «KITPINH KAPTA»

LYN/00070/1/0721

Ast raZenecaé?

Aynowidou 6-8, 151 23 Mapouol, ABrva

TnA.: 210 6871500, Fax: 210 6859194,

TnA. Nopayyeriov: 2162000000, Fax: 210 5596973
Ap. FEMH 000638901000



Q‘Z I E‘\ TENZU TYNONTIKH NEPIAHWH TON XAPAKTHPIZTIKQN TOY NPOIONTOZ
«a v To pApHaKD aUTO TEAET UTG OUPTTANPWHATIKY TapakokoUBnon. Auto Ba emTpéyel T0 YPRyopo
Tipoodlopiopd vewv TIANpopoplwY aogdhewng. ZnTeital ano ToUC emayyehpatiec Uyeing va

pegfﬂg rastim avapépoly onoieadnnote mavohoyolpeves avemBUuntes evépyeiec. BA. napaypogo 4.8
i Tov TpGMo avagopag avemiBUpTmy EVERYELDY.

1. ONOMAZIA TOY OAPMAKEYTIKOY NPOIONTOZ: Ziextenzo 6 mg evéoyio BldAupn oe Tipoyepopév olptyya. Pegfilgrastim (peofilgrastim). 2. NOIOTIKH KAl
MOZOTIKH IYNBEZIH: KadbBe npoyemopsvn olpryya nepiexel 6 mg pegfilgrastim* (pegfilgrastim) og 0.6 ml evéoou Suwhlpatog. H ouykévipwon, paoer pdvo
me npwiehme, elvar 10 mg/mi**. * Napayetol og kittapa Escherichia coli, pe epapuoyn Texvohoyiog avaouvduaopevou DNA, akohouBoluevn and ollguln
L& moAuaiBuhevoyiukohn (PEG). ** H ouykévipwaon eival 20 mg/ml edv oupmepthngBel To TuRpa PEG. H SpaoTikdmTa Tou mpoidviog autol Gev Ba mpénet va
ouykpivetal pe T SpagTikomTa AMwv meyKUMwUEVWY T) 1M TEYkUAMwpEVWY MpwTeividy g Diag Bepaneutikng kamyoping. MNa neplogdTepeg mAnpopopied, PA.
napdypago 5.1. Exboya e yvwot dpaon:

KaBe mpoyepuopevn ouptyya neptexet 30 mg copBiidhng (E 420). MNa Tov mhfpn katdhoyo Twy exdaywy, BA. napdypago 6.1. 4. KAINIKEZ NAHPOOOPIEZ: 4.1
Beponeunikeg evdeifeie: Meiwon mg Sidpkewag e oudeteponeviag Kol G oUXVOTTAS eppdviong e epnlpeTou oubetsponeviog oe eviAkeg aoBevelg
nou axohouBoly kuTtapotofwn ynuetoBepaneia yio TV avTipeTwmon kakonBoug voool (ue ekaipeon m ypovia puehoyevr heuyaiia kol T puehoduomhaoTika
auvdpopa). 4.3 Avrevaeifeig: YnepeualoBnoia o GpaoTiki ougia ) 02 karolo and Ta kdoya MoU avapepovTal amy Mapdypago 6.1. 4.4 Eidikég npoeidonolfjoeig
Kol mpoguAageic kota T Xprion: lymiaopomra: Mpokewevou va pehnwBel n yomhaopdtnTa Twy napaydviwy SiEyepons anowwv kokkiokutTapwy (G-CSFs), To
OVOHa Kal 0 apiBReg MapTidag Tou YopnyoUpevoU @apuakoy TIPEMEL VA KATAYPAPETAL e 0agrveln. TEVIKEC TIDOEIBOTIONOELS kal poguAGEELS: Meploplopéva KAVIKG
Bedopéva Unodelkviouy apdpowa emidpaon g pegfilgrastim gvavti me filgrastim otov ypdvo avavnyng amé ooBapr oudeTeporevia oe aoBevelc e de novo okela
puehoyevr) Asuyawia (AML) (Bh. nopdypago 5.1). Qotdoo, Ta pakponpoBeoun anotehéopata g pegfilgrastim omyv AML Sev £youv TekpunpuwBei km ouvenwe Ba
NPENEL VA YPTIOWOTOLETAL e TIpOooYT 08 auTdy Tov mhnBuopd aoBevay. 0 mopayoviac SIEYEPONC aNOKIWY KOKKIOKUTTApWY PMopel va evioyuoet Ty avdartugn
LUSAOYEV@Y KUTTAPWY in Wiro Kol mapopoa enidpaon pnopei va napampnBel oe opiopéva i puehoyevn kOTtapa in vitro. H aogalein kal 1) anoteAsopatikomTa
e pegfilgrastim Gev €xouv SiepeuvnBei oe aoBeveig pe pueloduomhaoTikd olvBpouo, ypovia puehoyevr) heuyaia kol oe aoBeveic ue Beutepomafn AML,
OUVETIWG DeV Ba MPEMEL va XpnolpomoleTal 08 autols Toug aoBeveic. IBwitepn npoooy Ba TPEMEL va divetal MPOKEIEVOU va Yivel BLAKpLoN TS dlayvwang Tou
LETAOYNHATIOHOU TV BAAOTWY TIC Xpoviag puehoyevolg heuyaiac ard mv AML. H aogakela Kal i) anoTEAEOPaTIKATITA TG Yopnynong pegfilgrastim oe aoBevelc
e de novo AML nhwkiog < 55 etwv pe kuTtapoyevvetikn 1{15,17) Gev €youv texmpuwBel. H aopalein kal n anoteheopatikdmra me pegfilgrastim oe aoBeveic
Tou umoBahhovtal oe uYnAEg dooelg YnuetoBepansiag dev £xouv BlEpeuVnBEL. AUTO TO POPLAKEUTIKG TIPOTOV OV TIPETEL Va Ypnollonoleital yia algnan mg Boong
KUTTapOTOEKNAG ¥nuctoBepaneiag népa and Ta kaBoplopgéva doookoyika oynuata. Mveupovika avermBounTa oupBavia: MVEUNOVIKES QVETBULNTEC EVEQYSIES, Kal
ouykekpipeva diapeon nveupovia, £xouv avagepBel peta m yoprynom G-CSF. AoBeveic e Mpoogato WTopIko TvEUHoviKLY dnBroewy 1| nveupoviag evigyetal
va Glatpeyouy ugmhotepo kivauvo (BA. mapdypago 4.8). H elgavion MVEULOVIKGY onpelwy, 6nwg Bryag, MUPETOS Kal SUoTvold, 08 oUVDUAOWG [E GKTIVOADYIKG
onjeia TIVEUPOVIK@GY SINBroewv Kal 1) emdsivion g TIVEULOVIKIG AetToupyiag og ouvauaopo e auEnuevo aplBpo oudeTepo@lwY EVBEXETAL Va amoTeholv
npuipes evdeifes ofog ouvlipopou avanveuotikng duoyépeias (ARDS). Ze téToeg ouvenkes, Ba mpénst va Suakdntetal 1 xoprynon me pegfilgrastim kata my
Kpio) ToU Latpol Kal va didetal katdAnin aywyn (Bh. nopdypago 4.8). Ineipayatoveppinda: Exel avagepBel onslpapatoveppitda oe aoBevelc mou AdpBavay
filgrastim xat pegfilgrastim. Mevikd, Ta oupBdvia onepapatoveppindag emAUBNKay PeTa  peiwon mg doong 1 m Siakorr xopnynone filgrastim kot pegfilgrastim.
Zuyigtatal n nopakoholBnon pe avakuon olpwy. Z0vdpopo Supuync Tpoeday: Exet avapepBei olvdpopo Sagpuyne tpyoeduy ENELTa and ¥oprynon napdyovia
BIEYEPONC ATOKIOY KOKKIOKUTTAP®Y Kal To orolo Xapaknplletal and undtaon, unoAsukwpativaipia, oibnpa kat apoouykevtpworn. 0L aoBevelc mou eppavifouv
oupnTwypata ouvBpopou Saguyrc Tpyoebuy Ba Mpenel va napaxkohoubolvTal oTeva kal va Aappavouv v kaBiepwEvn oupnTwpatikr Bepaneia, n onoin pnopei
va nepthapfdvel Ty avdykn yia eviatikn gpovtita (BA. mapdypago 4.8). Inknvoueyakia kai priEn omhnvoc:

TEVIKA AOUPTTOHATIKG TIEPIOTATIKG OTIATVOUEYAAIOC KOl TIEPUTIWOELS PHENG OMANVOS, OUUMEPIAQUBAVOUEVIWV OPLOHEVWY TIEPIOTATIKWY e Bavatnedpo Katahngn,
£youv avapepBel petd and yoprynon pegfilgrastim (BA. nopdypopo 4.8). Enopévwc, To péyeBog Tou omhnvdc Ba mpemel va mapakohouBeital MPOOEKTIKG
(mx. khwvir eEgtaom, unépmyoc). Ba npenel va efetdfetal To evleyopevo prEng onmAnvdc oe aoBeveis mou avapEpouy MOvo OTO MAvw QPIOTEPD WEPOS
™G KOIALIKNC Xwpag | oTo akpo Tou wyou. BpoyBonevia kat avaiia: H Bepaneia povo e pegfilgrastim dev anokAelet T Bpopporevia kat Ty avaia SLoTt
mnpng &don puehokataoTahtikng ynuewBepaneiag Siampeital oTo koBoplopevo Mpoypapua. ZUMOTATAL TAKTK napakohoUBnon Tou apiluol aponetakivy
Kol ToU mpatokpim. IBaitepn npoooyn npenet va Givetal katd v xoprynon epanak | ouvbuaopol ymueloBepaneuTIKGY NOpayGvTwy oL onoiot Elval YvwoTo
om mpokakoUv coBapn BpopBonevia. MushobuomhaoTikd ouvBpopo Kol mism pushoyevnc Aeuyaio o noBeveic e kapkivo Tou paoTol Kol kapkivo Tou
nvelpova: 210 mhaiglo HEAETNC Napampnong wetd v kukhopopia, ) pegfilgrastim og ouvBuaoyo pe ynueloBepaneia fykal axTivoBepanein £xel QUOYETIOTEL e
avanTuén puehoduonhaotikol ouvBipopou (MDS) kat ofging puehoyevolc Aeuyapiaog (AML) oe aoBeveis Le kapkivo Tou paotol Kol kapkivo Tou mveluova (BA.
napaypago 4.8). Na mapakohouBeite Toug noBevelg [e Kapxivo Tou paoTol Kal Kapkivo Tou TveUjiova yia onpela kat ouprtopata MDS/AML. ApemavoKuTTapikn
avaipio: ApenavokUTTOpIKES KPIOEIS EXoUV OXETOTEL jie T xprion pegfilgrastim oe aoBeveic pe otiypa SpenavokuTiapikne avaipiag f SpenavokuTIapkn vooo
(BA. napdypago 4.8). Na Tov Adyo autd, ot wTpol Ba mpénel va eival Wiaitepn mpooekTkol katd ™ ouviayoypdagnon e pegfilgrastim oe aoBeveic pe otiyua
DPEMAVOKUTTAPIKIG avaipiag 1} BPEMAVOKUTIAPIKT vooo, Ba Mpénel va napakohouBolv TIC kaTAAANAES KAVIKEC TIApAPSTPOUC KAl TIC EPYAOTNPIAKES aVAAUOELS Kal
Ao mp£nel va MpooEyouy TV mBavr) guoyEnar Tou pappdxou autol pe Sidykwaorn omAva Kal ayYEoanoppaKTIKES Kpioelg. Aeukokuttdpuwor). Exouv nopampnei
apBpol Aeukokuttapwy (WBC) 100 x 1041 1) peyahitepol, oe Aydtepoug and 1o 1% Twv aoBevav nou ehaBav pegfilgrastim. Asv gyouv avagepBel averuBuunTES
avTIBpAcELC TIoU va amodidovtal GUeoa og auTov Tov BaBA ASUKOKUTTAPWONG. AUTH 1 aUEnan Twv ASUKOKUTTApWY £lval Mapodikn, epeaviietal ouvnBwg 24 e
48 wpeg YETA amd 1M yoprynan kal ouppadilel ye g qiupuuxobwuuméc; emdpaoeg autol Tou pappdkou. ZUPWYa e TIC KMVIKES eMOPAOEIS kal TV TBavdTnTa
heUKOKUTTApWOT|C, Ba MPENEL va mpaypatonoleral EAeyyog Tou apiBuol Twy ASUKOKUTIGPWY 08 TAKTA YPOoVIKA SlaoTripata katd ) didpkela me Bepansing. Av
0 0piBpee Twy AeukokuTtdpuwy Egmepaoet To 50 x 10%1 petd and o avapevopevo vadip, To gdppako autd Ba mpénel va dlakdmTETal Apeoa, YnepsuaioBnoia;
Zg noBevelc und Bepaneio pe pegfilgrastim £xel avagepBel unepeuaioBnoia, oupnephapfavopevwy avaguAGKTIKLY avTidpdoewy, MoU naopoudlaleTal katd my
apyIk 1} TV enakchoudn Bepaneia. H pegfilgrastim mpémnet va Slakomel povia oe aoBevelg e KAVIKG onuavTik uniepsuatoBnoia. Mn xopnyeite pelfigrastim og
a0BeVe(g e 10TOPIKO UnepeualoBnoiag omy pegfilgrastim 1y o filgrastim. Zmy nepimtwon sppdviong coBapng alepykng aviidpaong, Ba TPEMEL va Yopnyeitat
kataiinin Bepaneia kol 0 aoBevic va napakohouBsital oTeva Yo apkeTEg nuepe. ZivBpoyo Stevens-Johnson: ZivBpopo Stevens-Johnson (SJS), To onoio pnopei
va eival anethnuko yia m Lwn f Bavampopo, £xel onaving avagepBel og oyéon pe ) Bepansin pe pegfilgrastim. Av o aoBewc £yel avarTtiEst SIS pe ™ xprion
¢ pegfilgrastim, n Bepaneia pe pegfilgrastim dev TPENEL 08 Kapin MepMTWOT Vo EEKIVA EK VEOU OTOV OUYKEKPIEVD noBevr). Avoooyovikdtnta: ‘Onwg oupBaivel
e OAEC TIC BEPANEUTIKES MPWTEIVES, Undpyel uBavotnta avoooyovikdmtag. 01 puBpol mopaywyng aviowpdtwy evavil e pegfilgrastim gival yevika yapnhol.
EppavilovTal SEoPSUTIKG QVTIOMUATA GNe avapévetal Pe oAn Ta BogappakeuTka mpoidva. NoTéoo, GV £X0UV OUOXETIOTEL ETIl TOU TAPOVTOG e EEOUBETEPWTIKY
Gpoompomnra. Aopritiba: ‘Exel avapepBel aoptinda peta m yoprynon tou napdyovia G-CSF o uyr atopa kot oe kapxivoraBeic aoBevels. Ta oupmuwpata
nieplhapBavouy TUPETO, Kothakd akyoc, kakouyia, ooguakyin kol auknugvoug deikteg pheypovnc (my. C-aviidpuwon npwigivn koL enineda Aeukwy Qiioopalpivy ato
alpn). ITC MEPIOOOTEPES TIEQUTTWOELS 1] A0PTITIHA DIAYVWITTKE L& EOVIKT TOHOYPaia Kat aVTIHETWIIIOTNKE Jie aTopakpuvon Tou mapdyovia G-CSF. BAéne smiong
napaypago 4 8. Alkec npoeibonomoeig: H aopakei kaun anoteheauatikomra mg pegfilgrastim omy kKiwntonoinon twv npédpopwy ayoopaipivy os aoBeveis 1 oe
uyieic Gdtec dev £youv afiohoynBel enapkws. AUEnuEVT miponomTkn GpaompIeTTa ToU HUEAoU Twy 00TWY WG aviandkpior o Bepaneia pe auEnTiko napdyovia
£YEL OYETIOTEL e TapOBIKES BETIKES aAAaYES TG ATEIKOVIONE TWV 00TWY, To yeyovde autd Ba mpénel va AapRdvetal unoyn) 6Tav aElohoyolvial To anoTeAéopara
TG aNEKOVIOTS Twy odTwy. AUTG To pappakeuTkd mpoiov nepiéxel 30 mg coppuokng oe kdBe mpoyeapevn oUpryya To onoio woduvapei pe 50 mg/ml. H
aBpowomkn eniGpaon MG TAUTEYPOVIS XOPTYNONS MpoiovTwy Mou NEpIEXoUV oopPlidhn (f epouktoln) kot n pe mv Sutpogn Anyn copBledhng (1 ppoukTolng)
TpEneL va AayBavovTal umayn. To papuako autd nepléyet Aydtepo and 1 mmol vatpiou (23 mg) ava Gdon 6 mg, elval auté Tou ovopaloupe «eAeliBepo vatpious,
4.8 AvemBunTec evépyeieg: ZUvoyn Tou npogik aopakeiag: Oi Mo ouyvd avapepoueves avemBUUNTES EVEPYELES MoU avapepbnkay nTav novog ota ootd (moAu
guyves [= 1/10]) km puookehetikog noved (guyveg [= 1/100 ewg < 1/10]). O ndvog ota ooTd £iXe KOTA KaVOVa Mo EwS LETPW EVIAQT, ATaV Napodikoc
Kai nopolos vd aVTETWMOTE Je KoWa avahynTika oToug MEpLoooTEPOUS 00BeVE(C. AVTIGPACELS TUMOU Unepeualabnoiag, oupmepappavopéviy GeppaTikou
ekavBrpatog, wvibwong, ayyswolnuatog, dlomvolag, epuBnuatog, efayng wal undTaomg Mpogkuav KaTd MV apXIk 1) TIC eNakoAoUBEC YOPMYNOEIS HE
pegfilgrastim (gy1 ouyveg [= 1/1.000 fug < 11 [}OL)_ ZoPapec alhepyikec avridpdosig, oupnepthauPavopgvne e avaguhaking propei va eppavicbolv oe
noBevelc mou Aappdvouv pegfilgrastim (dy ouyvég) (BA. napdypapo 4. 4). To olvipopo Saguynic Tpiyoelddy, To onoio evByeTal va elval anethnTixo yua Tn {wr edv
KaBuotepnoet n Bepansin Tou, £xel avapepBel oy ouxva (= 1/1.000 éwg < 1/100) os aoBeveic e Kapkivo nou hapdvouv ynuewdepaneia £nema ano yopRynon
MapayovTwy HIEYEPOTIC AMDIKIOY KOKKIOKUTTAp@Y. BA. mapdypapo 4.4 xal TV mapaypago «Meptypagr) STIASYHEVWY avemBUPNTWY EVEPYEIGY» Mapakdtw, H
omAnvopeyakin, YEVIKG aoUPTTT@HATIKG, £ivat XL ouyvi). H priEn omnvec, oupmephapBavopeviy HEpIKGY Bavatnoopwy MEPITIBIEWY avagepBnKe oY1 ouyva peTd
and 1 oprynon pegfilgrastim (BA. napdypapo 4.4). ‘Eyouv avagepBei 0yl oUXVES TIVEUPOVIKES avemBUuntes aviibpacele, oupnephapfavopevns me ddueanc
MVEULOVIOS, TOU TIVEULOVIKOU OWBNUATOC, TWV MVEUHOVIKGY dIBroswy Kal e mveupovike vwong. Oyt ouyvd, KANolEg MEPUTIOOEIC £V WE AMOTEAEONA
AVATVEUOTIKY avemapkela 1) ARDS, Ta onola priopei va £xouv Bavamgopa katdknEn (BA. napaypago 4.4). MepovoEVES MEPITTWOELS PEMAVOKUTIOPIKGY Kploswy
£youv avapepBei oe aoBeveic pe otiyun SpenavokuTtapikng avapiog 1 GpenavokUTIopk vooo (dyl ouxveg og aoBeveig pe Gpemavokuttapwn avayua) (BA.
napdypago 4.4). Kardhoyog avermBupnToy EVEPYEIY O€ LOpyI nivaka:
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Ta Sefoygva oTov MapakaTw mivaka NEpypapouv avemBUpNTES evEPYEIES ToU avagepBnkav o khvikes Bokipee km auBopyunTe avagopes. Ze vabe kamyopia
ELPAVIONS oUYVATNTAC, 0L avermBUpNTeC evEpyeles TapatiBevial katd pBivouoa oelpd cofapdmrac,

Kmnvo[.:;’n.-’ ) . AvemBipnTec evEpyeieg
opyaviko auoTnHo CURGLVE Noki guyvie Tuyveg 0y auyveg Inavi
pe 7o MedDRA (= 1,-'1x|)) (= 1100 ewg < 1/10) (= 1/1.000 éwg < 1/100) (= 1/10.0 Eémt
; < 1/1.000)
Neonhéopoto xohof@n, kokorBn Kol MughoSuonhaonkd olvipoyp
un koBopiopéve (nepihopBavovtal Ogeia puehoyewc heuyaipia
KUOTEC Kol moAUnodec)
AloTapoygg Tou oijonoinTiKoU Kol Bpoppornevin’ ApenavoxkuTrapikn avaioc?
TOU AEfQIKoU OUOTAROTOS Meukokuttdpuwon’ Imhnvopeyahin?
PriEn omhnvdc®
AinTapoygg Tou ovogomoInTIKoOU Avudpaoelg unepeumioBnoing
ouoTioTog Avapuhafia
AioTapuyes Tou peraBoAiopod Kol AUENOELS TV EMIMEDWY TOU OUPLKOU 0EE0C
Tng 8pEgng
MioTopoygg Tou veupikod Kegahakyia'
ougTHEaTog
Ayyelokec dioTapoyes Tivipopo Slapuyic Tpyosibuoy’ Aoptinda
AloTapoyEg ToU OVOTIVEUOTIKOU LOvBpopo oEglac avanvsuaTikng duoxepetag’ | Mveupovikn ayoppayla
ouoTipaToc, Tou BupoKko Kol Tou Mveupovikes avemBUunTeS evEpyeles (Buapear
pecobwpaxiou MIVEUOVIa, TVEULOVIKG 0[0njia, MVEUHOVIKEG
BmBnoelg kal veupovikn ivwon)
Alpdmuan
AloTapoygg ToU YoOTPEVTEPIKOU Nauria!
Aiotapoyég Tou SEpPoTog Kol Tou TivGpopo Sweet {ofeln epnipem ZUVDPOYO
unodopiou 10Tod oubetepophikn Seppdtwan)’? Stevens-Johnson
Aepparikn ayyeinda'?
AioTapoyEg Tou PUOCKEAETIKOU Oomwog MUOOKEAETIKOG TIOVOS
ouoTAPaToc Kol ToU oUvBeTIKoU mavoc (puahyio, apBpahyia, movog
1070l oTa dkpa, oopuakyia,
LUOOKEAETIKOS TIOVOC,
auyevahyia)
MinTopoyEg TwV VEPPWY Kol TwV Inelpapatovegpinda?
oUPOPOPWY DAWY
Fevikéc SloTopoy£C KOl KOTOOTAOEIS Movog om Béon e eveong' | Avidpdoeic om BEon me Eveong®
¢ odod Xopnynong Mn kapBlokde Bupakikde
TOVOC
NMapokhivikée eZeTaoeig AuEnoeic M yohakTikic aguipoyovaome Kal
me akkahikng gwogaraanc'
Napodikeg augnoelc me ALT i me AST oTig
Dokipaoieg nnatkng Aeoupyiag!

7 BA. napdypago «Meptypagr] emASyUEVLY averBUUNTLY EVEPYELLV: TIOPAKATW.

£ AuTn 1) avEMIBUPITTT EVEPYELQ TIPOOBIOPIOTTKE AMd TNy mapakohouBnom WeTd v kukhopopia aARd Bev napamprBnKe O TUXDLOTIONUEVES, EAEYXOHEVES KAVIKES
BoKIES oe eViihikeg. H katmyopin ouyvoTTag NpoodlopioTKe ameé &vay OTATIOTIKG UNohoylopd pe Rdor 1.576 aoBevelc mou éhafav pegfilgrastim os svwwéa
TUXOLOTIOMPEVES KAIVIKES BOKIES.

MNeptypagn emieyusvuy avemBoiunTwy svepysiwy: Oyt ouxvad neploTatikd ouvBpopou Sweel youv avagepBel, av KQL OE OPIOUEVES MEPIMTWOELS, UMOKEIEVES
aatohoylkee KakorBeiee pnopei va Gindpapatifouy kamoto pao. Tyt ouyva oupBavta deppatkneg ayyeundoc £youv avagepBel oe aoBevelc nou éhapav Bepansia
(e pegfilgrastim. O pnyaviopdg me ayyeindag otoug aoBeveic nou haypdvouv pegfilgrastim eival dyvwotog. Aviidpaoeig g BEong Eveang, oupmephappavopgvoy
Tou epuBnuatog me BEoc Eveonc (01 ouyvec) kaBuwe kal dhyouc ot Beang me éveong (ouyvég) £xouv napoucaoTel oMy apykn i 0c enakdhouBeg Bepaneiee
e pegfilgrastim. ‘Exouv avapepBel ouyva MEQOTATIKA AEUKOKUTTApWOTC (apiBudg Aeukokuttapwy = 100 x 1091) (BA. nopaypago 4.4). AVOOTPEPIIES, NMIES Ew
PETplEC auEnoelc Tou smmédou Tou ouplkol offog Kol TG ahkaAkc puwogataome, ywplc oxeTdueves khvikéc embpacelg NTav oyl ouyvéc. AvaoTpédiyec,
NMEC Ew¢ PETPIES nuENOElC Tou emmEDoU e yahakTuag apulpoyovdonc, yupic oyenfopevec khvikéc embpdoelc frav 6yl ouyveg oe noBevelc mou EhaBay
pegfilgrastim peta ano kuttapotofwn ynuetoBepaneia. Ze noBevels mou Aaupavav ynueoBepaneio, nopompnénke nohd ouxva vautia km kepahahyia. Oy ouyvec
QUENDEIC TNC auIvoTpavopepdons me akavivig (ALT) 1 TC aomapTikic apwotpavogepaonc (AST) oe Sokiunolse nnamtkng Asmoupylac £xouv napatnpnBel
og aofeveic petd m Agn pegfilgrastim UoTepa and kuTtapotofa ynueioBepaneio. 01 auEnoels QuUTEG MTav MOpoBIKES KOl EMECTPEPAY OTIC APXIKES TIHEC.
‘Exouv avagepBel ouyvad neplotanika BpopBoneviac. Auknuévoe kivuvoe MDS/AML énerta ano Bepaneia le To Ziextenzo og ouvBuaopd pe ynueloBepanein /K
axknivoBepaneio £yel napampnPel og jua emdnuokoyikn pekem o€ aoBeVEIS Ye Kapkivo Tou paoTol kal kapkivo Tou nveluova (BA. mapaypapo 4.4). Neplotatika
ouvBpdpou nguync Tpiyosbuy £xouv avapepBel PETA TV £YKPLOT) TOU papUAKoU e TN Xprion TapaydvTwy SIEYEROTIC aMOKLIV KOKKIOKUTTApWY. Ta MEpIOTATIKA
auTd £youv yevika ouppel os noBeveic e Npoywpnpéva KakonBn voonyata, onyn, os aoBevelg Mou AapBavouy MoAamid gapuakeUuTika Mpoidvin ynusioBepangiog
1 unofakhovTal og apaipeon (BA. mapaypago 4.4). Nadatpwée nnBuopds: H epnepin ota nofia eival nepopiopevn. Exel nopampnBel upnhotepn ouyvotnia
oofapyv avemBUpnTwY eVEpYELDY OF JIKpGTEpa Tatbia nhwiog 0-5 eTwv (92%) ouykpiiika pe peyahitepn nabla nhwiog 6-11 kat 12-21 etdv (80% kot 67%
avTiotoya) ko evijAikes. H mo ouyva avapepdpevn avemBuunm evépyeia fTav ooTikde movog (BA. mopaypdpouc 5.1 kol 5.2). Avagopa miBavohoyolypevwy
avemBopnTwy evepysiav: H avapopd mBavokoyolpevuy avemBOpnNTwy eVEpYEIDY UETA amd Tr yoprynon adelng kukhopoplog Tou pappaxeuTKol TIpoIovToC
gival onpavTik. Emtpenel ) ouveyn napakohoUBnom me oyéone opEhouc-Kivilvou Tou QappakeuTkol mpoidvtog. ZnTeital and Touc enayyshuatiee uysia va
avapepouv onoecdnnote mBavokoyolpeves avemBUpNTES EVEPYEIES LEOW ToU EBviKol oUOTIPATOS avapopag nou avaypapetal napakdtw. EBvikde Opyaviopog
Oapudkwy: Meooyeiny 284, GR-15562 Xohapyadg, ABrva, Tnk: + 30 21 32040380/337, dak: + 30 21 06549585, latétonog: hitp://www eof ar
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KAK: Sandoz GmbH

O 5000 o M N R Biochemiestrasse 10, A-6250 Kundl, Auotpia
Kill Avagep

e Zroiyela emkowvwvias omv EAAGSa;
OAEZ f‘:fu u;inmmm”;“n;ﬁu S:EF"(EFER‘ Novartis (Hellas) A.E.B.E/Sandoz division
Suprinpivovrac my -KITPINK KAPTA dpaykokkhnolag 7B, 151 25 Mapouol, ABrva

Tnh.: 2102811712, Onf: 210 6857655





