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BonBijore v yivouy 1o edppana mo sopuki wor Avopdpere
OAEE ic avemBipres cvpyeias yio OAA 10 gppoka
oupnhnpuvoviog v “KITPINH KAPTA™

Avapépete wide Unommy avemBUET CVERYEID Odppuvn pe TO efvid oboTga
avagopds @ Ty AvemBdpmiey Tou EBvikol Opyoviagiad Sapydeey
(EO®) Th. 2132040380, Fax 2108549585, e T pvjon mg Kinpui: Kagrag Buadcays)
o1 auy wnpackifia tou EQS. weweotgr o dvium 1 nhospoviky unoolf]
AMGEN EXkAg NE Ty +30 L

From transformative medicines

that take on the toughest challenges,
to biosimilar and supportive care
outcome-enabling solutions we' re

ADVANCING ALL
ANGLES OF CARE

AMGEN

Oncology

AMGEN HELLAS ENE

Ay. Kwvatavtivou 59-61

Green Plaza, ktipto I, 15 124 Mapouot

Learn more at TnA: 210 3447000 - Fax: 210 3447050
AmgenOncology.com Email: info@amgen.gr, www.amgen.gr



Eniamyoviki Ainpepion

Aiemotnpovikn eknaideuon yia tn Bgpaneia
WV VEONAAOUATUK®OV VOONHATwV

Xmipemioyoe

Ayanntég kot ayanntol Zuvadeidot,
Ayamntég Kol ayamnntol uvepyartec,

Me blaitepn xapad oag KahoU e kAl GETOC TNV EMLOTNUOVLKY) AtNpepSa « ALETILOTNOVLKN
eknaideuon yla Tn Beparnela TwWV VEOTAACUOTIKWY VOOHUATWY» TTou Ba ripaypatonotn el
0TO «DUGCLKO» TNG XWPO, 0Ta Xavid, oto Kévtpo Apxltektovikng Meooyeiou «MeydAo Apoe-
VAAW, otig 13 kat 14 OktwPplou 2023.

'OMnwc KAl OTLG TIPONYOUUEVEG 8 XPOVLEG, €TOL Kal GETOG LEANUA TNG OpyavwTIKAG kal Emi-
OTNUOVIKAG ETtpomn ¢ elval To mpoypappa va SlatnproeL Tov ToAU-Bepatikod Tou Xapa-
KT PQ, €0TLALOVTAG OTIG CWUATIKEG, WUXLKEG KOL KOWVWVIKEG QVAYKEG TOU OYKOAOYLKOU
acBevn.

IAUEPA BLWVOULE TNV AYYLWSN Kat ToAuoxtdn avamtuén Tng oykoloyiag mou emBAAAeL
OTOUG EMAYYEALATIEG UYELG VA TTPOGHEPOUV OAEC TIG VEEG SLOYVWOTIKEG KAl BEPATIEUTIKES
edapUOYEG 0TOV 0oBEVH, aKOMA KAl OTAV TO CUOTNIA TTAPOXNG UTtNPESLWY LYElag Sev SU-
VOTAL AOYW EYYEVWY OLKOVOLLKWY KOl AELTOUPYLKWY SUCXEPELWY VO AVTATIOKPLOEL.

Kat d€tog, kahou e OAOUG TOUG CUVASEADOUC KAl TOUC CUVEPYATEG EMAYYEAUATIEC LYELOG
VO GULLLETAOYOUV EVEPYQ 0TN Altnpeplda pag pe tov (6o evBouaolaouo mou e6eléay kal
OTA TIPONYOUEVA XPOVLAL.

KaAn avtauwaon tov OkTwpLo ota Xavid.

OLMpoebdpot OLMpoebdpot
¢ Opyavwtikng Emtpornng ¢ Emiotnuovikng Emtponng
A. Kapdoapdkng - N. Av6pouldaxng H. MrntopmnoAdkn - E. ZaAoVotpog




LIFE-CHANGING
INNOVATION

HAEMATOLOGY ONCOLOGY

PERSON LI ED
CANCER CARE




Eniamyoviki Ainpepion

Aiemotnpovikn eknaideuon yia tn Bgpaneia
WV VEONAAOUATUK®OV VOONHATwV

Emmponse

OPTANQTIKH ENITPOMH

MNpoedpor:  N. AvSpouAdkng, A. KapSdapdkng
MéAn: ApUEeVAKN
Apoaoitng
Kaotavakn
Kovtomodng

MAdittng
ZkavSaAdkn

YToAtidng

A

.

A

E.

M. MrmayAt{avakn
E.

N

A.

I, Idakiwtdkn
N

Jupoepildng

EMIZTHMONIKH ENITPOMNH

Npoedpor:  H. MmoumoAdkn, E. ZaloloTpog

MéAn: A.  BopBaxdg
I.  BapBalitng
lp. TewpyakOmMOUAOC
I.  TKlOUAPmaoavng
E. Kapakwotag
A. Kopopmeding
I, Katnvuwtng
A. Maupoudng
B. Mrmollovélou
A. Mamayswpyiou
r.  Mwoodkag
M. TMopwvn
M. Tohwa




TO NUBEQAY EINAI ETKEKPIMENO TOZO ZTON

M
NUBEQA

(darolutamide) i
YIMAPXEI

ERENIIBI®)

OZO0 KAI ZTON mHSPC

TO NUBEQA AAAAZEI TA AEAOMENA

EruBiwon nou diampei v kaOnuepivémta twv aobevoy' 3

TIOU EMITUYXGVEL PEiwoT) Tou Kivduvou Bavarou kard >30% otoy mHSPC kot toy nmCRPC! -3

ENAEIZEIZ:

To NUBEQA evdeikvuton yio ) Bepameio evnhikwv avdpwy pe:
* un petaototikd, ovBexTikG oTov EUVOUXIOUS Kapkivo Tou mpootdm (hmCRPC) ot onoiol Siarpéxouy

uynAé kivduvo va avartuéouy PETaoTOTIKY VOO0

* petaoToTikd oppovosuaiaBnto kapkivo tou npoatdtn (MHSPC) oe cuvduaoud pe dooetadéhn

ko Oepaneia otépnong avbpoydvwy

Bifhwoypapikic avapopic: 1. NUBEQA Meplnyn twy Xapakmpiomkdy
Tou Mpoidvrog (tehsutaia npdofacn Mdpniog 2023). 2. Smith MR,

Hussain M, Saad F, et ol; ARASENS Trial Investigators. Darolutamide and
survival in metastatic, hormene-sensitive prostate cancer. N Engl J Med.
2022;386({12):1132 - 1142. 3, Fizazi K, Shore N, Tammela TL, et al.
Nenmetostatic costration-resistant prostate cancer and survival with
darolutamide. N Engl J Med. 2020;383(11):1040 — 1049. 4, Smith MR, Soad
Chowdhury S, et ol. Apalutemide and overall survival in prostate cancer.

Eur Urol. 2021;79(1):150 — 158. 5. Sternberg CN, Fizazi K, Soed F, et ol.
Enzalutomide and survival in nonmetastatic, castration-resistant prostafe cancer.
N Engl J Med. 2020;382(23);:2197 - 2206.

BonBrioTe va yivouv To @appaka mo oogaki Kol
AvoQEpETE

OAEZ 1ic avemBUYNTES EVEPYEIES VIO
OAA T pappaka
ZuymAnpavovrag Ty <KITPINH KAPTA»

Kdroxog mg Adsiag Kukhogopiag:
Bayer AG 51368, Leverkusen, leppavia

Torikdg avnnpdownog tou Katdxou Adeiag
Kukhopopiag oy EXaSa:
Bayer EMvag ABEE, Zwpou 18-20, 151 25 Mapodot

AR (androgen receptor): untodoxgag avdpoydvwy,

mHSPC [metastatic hormone-sensitive prostate cancer): peractankég,
oppovoeuaioBrrog xapkivog Tou npooté, nmCRPC (non-metastatic
castrafion-resistant prostate cancer): pn petaototikés, avBextikég otov
EUVOUXIONG KapKivog TOu mpoaTdTm.

YTo pdppako autd TeAel und ouprinpapoTikr NnapakoholBnon. Autd
Ba erurpéyel 10 ypriyope npoodiopopd véwy MANpoopiby aopaAsIas,
Irjreftan oo Toug enayyehporieg uyelag va avagépouy onoleodrnote
mbavohoyoUpeveg averuduunteg evépyeiec.

MNepropiopévn atpixr| ouvrayr] ond eidikd wrpd kot napakohoubnon kot
M SIGpKEIE TG aYWYNG.

Tonukog cvtimpdowrnog tou Kerdyou Adeiag Kukhogopiag omy Kinpo:
Novagem Lid, TnA:00357 22483858

Tpripe latpirig Minpogdpnerng
Tnh: +30 210 6187742, ©ad: +30 210 6187522
Email: medinfo.gr.cy@bayer.com

Mpw m ouviayoypagnon oupBoukeutsite v Meplinyn twy
Xapaxmpiotiav Tou MNpoiéviog atov akdXouBo auvdeapo.

hitps://www.ema.europa.eu/en/documents/product-information/nubeqa-epar-
product-information_el.pdf

PP-NUB-GR-0047-1 (Map. 2023)
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EnigTpovike Mpoypapya

09:00-09:30 MMpooéAeuon - Eyypadég

09:30-10:00 AudAeén
Mpoedpelo: E. Kupiton, E. Matnpdkn

MeplBaAn oykoloyikwv aoBevwv f ppovtida
OYKOAOYLKWY acBeVwY; A. Manayswpyiov

YxoAlaopog: A. Nartadoupn, X. Tolpénag

10:00-10:30 AidAeén
Mpoebpeio: O. MkoBiva, O. Kwvotavtvidng

Aopika mpoPArpata otn dppovtida vyeiag twv aobevwy E. Makpakn
YxoAlaopog: M. Mpdmna, A. Kawyd

10:30-11:30 Ztpoyyulo Tpamel
Oépata Ppovridag Yysiag
Mpoedpeio: It. Katoapaydkng, £t. T{adépn, A. MaBaid

Opovtida owHATog E. OpouBdia
@Opovtida oto oritt A. ZTOUPOUAGKN
Kapkivikr kaxeéia 3. Zuya
H doknon wg Bepameutikd LECO K. ®ouvtouAdkng
MVeUHOTIKOTNTA — BPNOKEVTIKOTNTA M. AaBdavitn

YXOAOoUOG: |. KaAguKePAKNG, A. APTEUAKN
11:30-12:00 AwdAsippa Kadé

12:00-14:00 Ztpoyyulo Tpamel
Kapkivog Maotou
Mpoedpeio: E. De Bree, AB. AAe§dmoulog, M. ToAwa
H Staxeiplon g paoxaing umo To dwe Twv SeSopévwy
TWV VEOTEPWY UEAETWV X. Avtwviou
OpuovoBepareia oTov MPWLIHO Kapkivo paotou kal Slaxeiplon
™G avtloTaong oTn HETAOTATIKY VOOO M. Zkovépa

MNwg dtapopdwveTal o BepameuTIKOG aAyOpLOLIOG OTOV

HER2+ kal 6ToV TPUTAQ 0pVNTIKO KAPKIVO TOU HaoTOU; H. MriopnoAdakn

Nedtepng yeviag TKIs otov BepameuTtikd aAyoplBuo Tou

HER2+ HETAOTATIKOU KOPKIVOU TOU HAoTOU E. Molpoywwpyou
Sponsored by (GENESIS

pharma

Tt oMAlel oTnv aktvoBepaneia; Evu. Aupapdkn

14:00-16:00 Meonuppivn Atakonn




NepiAnyn Xapokmnpioukv Mpoidvrog OPDIVO,
Huepopnvia avaBewpnong kepévou, 27 OktwBpiou 2022

-
_—

N4
OPDNO <+ YERVOY *
(nivolumab) (ipilimumab)

BUILT TO

LAST

MepiAnyn Xapakmptonkwv Mpaidviog YERVOY,
Huepopnvia avaBempnong kepévou, 27 OktwBpiou 2022 Avopopa niavohoyoiyevwy averiBiINTWY EVEDYEIY

EMGBa Kinpog
EBuvikdg Opyaviopdc Gapydkwy DappakeuTkég Yanpeaieg
Meooyeiwv 284 Yroupyeio Yyeiag
GR-15562 Xohapydc, ABfva CY-1475 Asukwaia
T + 3021 32040380/337 Tk +357 22608607
Dot + 3021 06549585 Mot + 357 22608669
lovgronog: http:/fwww.eof.gr lottonog, www moh.gov.cy/phs
Bristol-Myers Squibb A.E. 10joTs va yivowy T (ip o acpaii Kut
I"l . . y ?mmé 1.9—;3 & I'Ipa]nu;m‘ﬁuqsz, T K. 152 35 Bpinooia, Atikn Avwipmwf
8 63863 - Bpinoowa, T K. 152 03, Atukn OAEE mig avem@ipnres svipyees yu
k Bristol Mye rs Sql-"bb 0. 210 074300 8§ 210 6076400, Dog210 6074333 OAA Ta gippaxe
ApiBudc I EMH 7453401000 ER N Ot 1V AKULEXNEL KA LS

0-ONCQ 7356-GR-2300016/MAR2023
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Algniotnpovikn eknaibeuon yia tn Bgpaneia

WV VEONAAOUATUK®Y VOONUATWY

naraskevyh 13 OktwpBpiov 2023

16:00-17:30 Ztpoyyulo Tpamel
Kapkivog Avwtepou MNemntikov
Mpoedpeio: M. Kapapoulng, I'. Zwtnpomnouvlog, M. MNavteAdkog

NETs: Mpbdodog kal mpokANoELg A. MaAa

JUyXPOVN XELPOUPYLKI QVTLHETWITLON KAPKiVWY
TIOYKPEATOG-XOANDOPWV X. AyaAtavog

Juotnuatikn Bepareia ntaToKUTTAPLKOU
KOPKIVOU-YXOAQYYELOKOPKLVWLLATOG M. Ogoxapn

H B€on tn¢ aktvobeparmelag 6Toug KApKivoug TOU VWTEPOU
TIETTTIKOU Z. Kaxpng

17:30-18:00 AwdAsippa Kadé

18:00-19:00 Ztpoyyulo Tpamél
FuvatkoAoywkog Kapkivog
Mpoebpeio: X. Koupouong, I'. ZPakiwTakn

Kapkivwpa evéopuntplou: O poAog tng popdoioyiag otn
LopLlakr) Tafvounon A. MNavviKakn

Moptako profil Ca evountplou: n agia tou otnv emhoyn
NG CUMANPWHATIKAG Beparmelag A. KaAukakn

O pohog ¢ povoBepareiag pe PARP avaoTtoleic otn

Staxeipton HRD acBevwv pe Kapkivo Qobnkwv: Mwg

Sladopomolovvtal LeTafl Toug we Beparmela cuvtpNong

otnv 1n ypauun; M. Pofibn

Sponsored by G S K

19:00-19:30 AwdAeén
Mpoedpeio: Z. Zaptdakn, . ZOUYKAGKOG

O pOAOG TOU ULKPOBLWHATOC OTOV KaPKivo Kal TV
QMOTEAECUATIKOTNTA TNG Bepareiog M. FafoUAn

19:30-20:30 ZtpoyyulAo Tpamel
Ofparta ARG
Mpoedpeio: A. Maupoudng, I. MrtoukoBivag, M. Mopwvn

MPOCUUMTWHATIKOG EAeyxog yia Ca mveupova K. Kapayiavvng
PSMA-PET: Amo tn Stdyvwon otn Beparmeia 2. Koukoupadkn

Wndlomoinon Yrinpeowv Yyelag: Mou Bplokdpaote
KOLL TTOLO TO OhEANOC Yo Toug aoBeveic; . MooxoBakng

20:30-21:30 TeAetr) Evopéng
Mpoedpeio: H. MntopurtoAdkn, A. Kapdapdkng, N. Av6pouAdkng

20:30-21:00 Xatpetiopoi
21:00-21:30 MpokAAOELG LYELAG OTN VEQ ETOXN) X. AepBévng




OGIVRI406/1 03/2023

Tpowog BiaBeong: Mepiopiopévn 1arpikr cuvrayr: Movo yio vogokopeiaks Xpriom amo yiarpd pe karaAAnAn eidikeuon kai epTeipia.

AT. glpgwva pe 10 A T. 22023
OGIVRI 150MG BTx1VIAL: 346,86 €
OGIVRI 420MG BTx1VIAL: 995,36 €

Ogivri

(trastuzumab)

BonBfoT va yivouy Ta papuaxa mo oopakl
wan Avogptic
OAEE tig oveTriBOnTe vipyeieg via
QM 1a papyoxn
TumAnpinoviog v eKITPINH KAPTAS
Iptv T ouviayoypagnon cupPoudsuBeire
mv AP NepiAnyn Twv XapakmpioTikiyv

Tou Tpaidviog, Tou SiariBeral amd My eraipeia
TIQTWVTAG 070 TIapaKdm link www.demo.gr

& VIATRIS

Karoyog Abeiag Kukhogoplag:
Viatris Limited, |phavbia

Tarmikés: BGP NMPOIONTA ME.N.E.
Tnk: +30 210 9891 777

Ay. Anprpiou 63, 17456 Alpog

MNpowBeiral amé v evaipeia:

DEMO nagee

. BIOMHXANIA ®APMAKON

21° xAp E8v. OBou ABnviv-Aaplag,
145 68 Kpuovipi, Amikng, EAMGSa
T: +30 210 8161802, F: +30 210 8161587




Eniamyoviki Ainpepion

Algniotnpovikn eknaibeuon yia tn Bgpaneia
WV VEONAAOUATUK®Y VOONUATWY

2ABBATO

09:30-11:30

11:30-12:00

12:00-14:00

14:00-16:00

14 Oktwppiov 2023

ZTpoyyulo TpamelL
Kapkivog Mayxéog Evtépou
Mpoedpeio: M. Nanrakwotag, I Nioodkag, M. XploTo80UAAKNG

Eloaywyikr Bepamneia otov kapkivo Tou opBou. Ti €xel

aM\dgeL amd to 1997 E. MmntepoUKag
Emkouptkr/veoemikoupikn Beparmeia oTov kapkivo Tou

TIO(EOG EVIEPOU 2. MavwAdkou
BLOSEIKTEG OTO HETAOTATIKO KOAOOPOIKO Kapkivo: TL EXEL

aMaeL ta Teheutala xpovia A. Kapaumnealng
OAlyOLETAOTATIKN VOOOG:

O pohog Tou Xelpoupyou E. AwAng
O poAog tou EmepPatikol AKTIVOAOYOU H. Kexayiag
AwdAsppa Kadé

ZTpoyyulo TpamélL

OupoAoyLkog Kapkivog

Mpoedpeio: M. Avelivng, Z. KafovAng, B. Mrto{tovélou

Ataxelplon unAou kwduvou evtomiopévou Kapkivou
TOU TIPOOTATN A. T{wpt{aKAKNG

O pOAOG TWV VEOTEPWY AVACTTOAEWY TOU AVEPOYOVLKOU
untoSoxea otn SlaelpLon TOU LETACTATIKOU
OpHOVOEULoBNTOU KaPKiVOU TOU TTPOOTATN E. Atavog

Sponsored by)asl(‘llas

Nedtepa Sedopéva yla t xpnon tng PARPI 0TO HETAOTATIKO
€UVOUXOAVTOXO kapkivo Tou mpoaotdtn (MCRPC) A. Ndon

Sponsored by 9 MSD

NedTePEC OPLOVIKEG Depareleg OTOV TPOXWPNUEVO
KOpKIVO TOU TIPOOTATN M. Towatag
Sponsored by Janssen)’ oncology

o oo e

Néol otoyol, Beparelec kal TOEKOTNTEG OTOV KAPKIVO
™G oupodOXOU KUOTEWG K. KoutoouUkog

Meonuppuvn Awakorn




BINOZAR/431/1 08/2023

7Y

BINOCRIT

epoetin alfa

ZARZIO

filgrastim

DEMO asee

BIOMHXANIA ®APMAKON

Bonfie va yhvouy 10 pipyoxe mo aogaA] kol
OAEL 1ig avemlaes eutpyests yio

Euyminpeivoviog my «KITRINH KAPTAs
Mpiv T cuviayoypagnon

XapakmpioTikiwy Tou kG8e Mpoidviog.

SANDOZ: ;"

NpowBeiral amwd TV ETQIpEia:

DEMO age:

KAK: Sandoz GmbH BIOMHXANIA ®APMAKON
Biochemiestrasse 10, A-6250 Kundl, Auotpia 21° YAy EBv. OBoul ABnviv-Aapiag,
oupfouheuBeite v TApn Nepilnyn 1wy Tomkdg avrmmpéowog: NOVARTIS (HELLAS) AEBE. 145 68 Kpuovépi, Amikag, EMada

Tnk: 210 2811712 T: 30 210 8161802, F: +30 210 8161587
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2ABBATO

16:00-18:00

18:00-18:30

18:30-19:00

14 OktwpBpiov 2023

ZTpoyyuldo TpaméQ
Kapkivog Mveupova
Mpoedpeio: £. AyyeAdkn, E. Zapavtdg, Mp. FewpyakomouvAog

MpOogYXELPNTIKN XNUELO-avoooBeparmeia oTtov MMKTT:
N OKOTILA TOU XELPOUPYOU I. KovAagoulidng

AvocoBepareia Kol OTOXEVTIKOL TAPAYOVTEG: EEENIEELS

0TN CUIMANPWHATIKY Bepareia Tou kapkivou Tou TveUpova I. ZTOoUTAG

Mpoodateg e€elitelg otn Bepaneia aobBevwv pe MMKI

ue mapdAeln tou agoviou 14 tou yovidiou Tou

napayovta MET N. TooukaAadg
Sponsored by NARRTK

Avtietwrion petaotatikol MMKM pe vnAn ékdpaon
PD-L1 E. Kovtonadéng

H aktwvoBepameia oTnv emoyr TNG Loplakng Bloloyiag M. A. Kaloyepibn

AwdAsippa Kadé

AwaAegn

Mpoedpeio: A. ApdaBavng, M. NarakotoUAag

AUENoN eMMTWONG CUUMAYWY OYKWVY O€ VEOTEPEG NALKIEG.

ALTLQ KQlL CUVETIELEG E. ZahoVatpog

19:00-19:45

ZTpoyyulo Tpamél

Yrnootnplktiky Aywyn

Mpoedpeio: A. Appevakn, . MnAdkn, E. Aayoudaxkn

MoAudappakio og NAKIWUEVOUG 0yKoAoyLkoUG acBevelg E. KpaBpapitn
MpoAnyn kat avtetwrion oubeteponeviag oe aobeveic

e cuUTayEelg OYKoug M. MrnayArt{avakn

19:45-20:15

AGAegn
Mpoedpeio: A. BapBakag, I. Apooitng

Kat olkov voonAeia: Epmetpla Kat TPOOTTTIKES M. NikoAdou

20:15-20:45

AwGAegn

Mpoebpeio: I. BapOaAitng, E. MiyanAdkng

EMUMTWoelg Tng mavonulag otnv oyKOAOYLKr GAPUOKEUTIKN

Sdamavn K. Zrmuptdakng




@AKkynzeo

netupitant/palonosetron

‘Eva kaydkio nepiéxet 300 mg netupitant kat 0.5 mg palonosetron

02.2020/AKYNZEO/adv 01

B ) | 8
& Galenica ac. . HEE'SINN

Adfiva: EheuBepiag 4, Kngicid 145 64, TnA.: 210 5281700, Aiavepetar kardry adeiag mg Helsinn Healthcare §.A, EAfetia
BGecoahovikn: Kouvroupiwtou & ®aciavou 2, Tnh.: 2310 542685

EmoTnpovikd Trpa tn.: 210 5281731 BonérjoTe va Y"me phppaxa mo aopalj xal . . )

Turipa ®appakoenaypunvnong tnh.: 210 5281805 OAEE Tig avemBUpnTES EVEpYEIES Yia Nepangpw nhnpogopieg nepihapBavovial otn
www.galenica.gr ‘OAATa aKa ouvontkn Meptypagn Xapakinploukay Mpoidviog

Py
Zupninpwvovrag Tnv «KITPINH KAPTA»
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Algniotnpovikn eknaibeuon yia tn Bgpaneia
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Kardiloyoe Odmav - NpoSdpwy

De Bree Eelco

AyaAiavag Xpriotog
Ayyehdkn Zodia

AAe&omoulog ABavaolog
AvSpoulakng NikoAaog

Avelivng MAoUtapyog

Avtwviou XapikAela

ApSapavng AAEEavdpog
Appevakn ABnva
Aptepakn Adpva
Bappoakdg Adunpog
BapBOaAitng lwavvng
FrapaAa Avaoctaocia
Fa{ouAn Mapia

Fewpyaxdénouvlog FpnyopLog

Mavvikakn Aivta

lkoBiva Oupavia

AepBevng Xpriotog

Apooitng lwavvng

KaBnyntrg Fevikng Xewpoupykng - Xelpoupytknc Oykoloylag,
latpikn) ZxoAn), Maverotuo Kpntng, KAwikr Xelpoupyikng
Oykohoyiag, Ma.l.N.H.

FEVIKOG XELPOLPYOC, Xavid

Kabnyntpla MaboAoyikrig Oykohoyiag, Maboloyikr - OyKoAOYIKA
KAwikn, Ma.l.N.H., Epyaotrplo Metadpaotikng OykoAloyiag,
MNaverotrpo KpAtng

MaBolodyoc - OykoAdyog, MD, PhD, A.O.K.A. «Yyela»

MaBoAdyog OykoAoyog, ZuVTovioTi AteuBuvtrg, OyKoAoyLkO
Tunua, F.N. Hpak\eiou «BeviZéAelo - Mavavelo»

Xelpoupyog - Oupoloyog, Emikoupog Kabnyntric Oupotoyiag, T.
Juvtoviotrc AteuBuvtrg, Oupoloyikr) KAwikn, I.N. HpakAeiou
«BevIZéeLo - MavAavelo»

Fevikog Xelpoupyog, MD, PhD, T. AleuBuvtpla, B Xelpoupykn
KAwikn, T.N. Xaviwv «O Aylog lewpyloc» YrieuBbuvn latpeiou
Maotou

MaBolodyoc - OykoAdyog, AleuBuvtng- Emotnpovikodg Yrievbuvog,
A’ MaBohoykd Oykohoyko Tunua, IA.O.N.A. «O Aylog apBag»

WuyoAdyog MSc, Oykohoyikn KAwikr, I.N. HpakAelou
«BevIZéeLo - Mavavelo»

NoonAeUtpla, Mpototapévn M.H.N. OykoAoyikou-
Atpatoloywou, T.N. Xaviwv «O Aylog Fewpylog»
MaBoAoyoc - OykoAdyog, AleuBuvtng E2Y, Maboloykn -
Oykohoytkn KAwikr), Mo.l.N.H.

MaBoAdyog - OykoAdyog - Aolwélohoyog, AleuBuvtng, A’
Oykohoyikn KAwikn, «Eppikog Ntuvav» Hospital Center

NoonAeUtpLa, TE, MSc, Movada Oykoloylag, I.N.HpaxAelou
«BeviZéAelo-Mavavelo»

KaBnyntpla Bloloyiac, Fevetikng kat Navoiarptkrc, latpikn
Yxohn E.K.T.A.

AktvoBepareutnc - OykoAoyog, AleuBuvTng
AktivoBepareutikng Oykoloyiag, K.H.N. «N. KoupkouAog,
rA.0.N.A. «O Aylog 26BBag»

MaBohoyoavatopog, Zuvtoviotpla AleuBuvipla EXY, Epyactriplo
MaBoloykng Avatouknc, I.N. HpakAelou «BeviZéAeLo -
Mavavelo»

NoonAeUtpla ME, MSc, PhD, KaBnyrtplia NoonAeuTikng,
Mavemotrpo AUTIKAG ATTIKNG

KaBnyntrg Xelpoupyikng, Maverotruo Kumpou, AteuBuvtrg
KAwikng Xetpoupyikng OykoAoylag & Xelpoupyikng Hmatog -
XoAndopwv - Maykpéatog, Noookopeio «Metropolitan»
MaBoAodyog - OykoAdyog, AleuBuvtng E2Y, Oykoloyko Tunua,
I.N. HpakAelou «BevilgAelo - Mavavelo»
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Eniamyoviki Ainpepion

Algniotnpovikn eknaibeuon yia tn Bgpaneia
WV VEONAAOUATUK®Y VOONUATWY

KATAANOTOL OMIANHTON - DPOERLPON

Zuya Zodia KaBnyntpla Turpatog NoonAeuTikng Mavemotniou
Melomovvrioou, MéNog ZupBouAiou Aloiknong Mavemotnuiou
Melomovvrioou, A", Avtutpoedpog EBvikol Yuvdéopou
NoonAeutwv EAAGSac (E.2.N.E.)

Oceoxapn Mapia MaBolodyoc - OykoAdyog, Erupehntpla A, A’ Mabohoyikr KAwikn,
M.I.N.A «Aaiko»

OpouBdAa Etprivn NoonAeUtpla TE, MSc, Movada Mnvatkohoyikou Kapkivou, M.I.N.
— Mateutrpto ABnvwv «EAeva Bevighou»

Ka{oUAng Zappag QOupolodyog, AleuBuvtng, Ouporoyikr KAwikn, M.N. Xaviwv
«O Aylog MewpyLog»

KaAgpkepakng lwavvng AvarAnpwtrc KaBnyntrig NoonAeutikng, Tunpua NoonAgUTIKAG,

Moverotr o AUTIKAC ATTIKAC

KaAoyepién Mapia Ayyehkr) AxtvoBeparmeltpla OykoAdyog, MD, MSc, PhD, AlcuBuvtpla
E.2Y, I.N.A.«ANe€avdpa»

KaAukdkn Avtwvia MaBolodyoc - OykoAdyog, MD, PhD, AlcuBuvtpta EXY, Ma.l.N.H.

Kapayiavvng Kwvotavtivog  lMveupovoldyog, Mveupovoloyikn KAwikr), I.N. HpakAelou
«Bevilghelo - Mavavelo»

Kapapoiing MyanA MaBohoyog - OykoAdyog, MD, PhD, Kabnyntng, latpikr) ZxoAn,
E.K.N.A., MNpdedpog A.Z. .M.B.E.

Kapapumnedlng ABavaolog MaBolodyoc - OykoAdyog, MD, MSc,PhD, AteuBuvtr)g, OykoAoyikn
KAwikn, N.I.LMTZ.

Kap&opdkng AnpAtpLlog AktivoBepareutrg OykoAoyog, T. KaBnyntrg TUAKATOC laTpIKAG
Maverotnuiou MNatpwy, MNpdedpog EAANVIKAC ETalpelag
MMptatpikng Oykoloyiag

Katoapaydkng ZTUALavog Entikoupog KaBnyntrig Avakoudiotikrg Opovtidag, Tunua
NoonAeuTikng, E.K.M.A.

Kawyad Avva AvarAnpwtpla Kabnynteta, Mavermotrpo AUTikng ATTKAG

Kaxpng Ztépavog AktvoBepareutnc - Oykohoyog, AleuBuvtng EXY, Tuiua
AktvoBepareutikrg OykoAoytag, Ma.l.N.H

Kexayuag HAlog EmepBartikdg Aktivoddyog, Ma.l.N.H.

Kovtomodng Eppovouni MaBoAoyoc - OykoAoyog, ErpueAntrc A, T.N. HpakAelou
«Bevglelo - Mavavelo»

Koukoupdkn Zodia KaBnyntpta Mupnvikng latpkng, Maverotnuo Kprtng,
AleuBuvtpla, Tunpa Mupnvikng latpikng, Mo.l.N.H.

KouAagoulidng Mlewpylog Xelpoupyos Owpakog, AteuBuvtrc, I.N. Xaviwv «O Aylog
FewpyLog»

Koupouong XapdAapmog MaBoloyoc - OykoAdyog, AleuBuvtrg, Mabohoyikd - OyKoAoyLkd
Tunua, «lasis» Mevikr KAwikn faBphakn AE

KoutooUkog Kwvotavtivog MaBoAoyog - OykoAdyog, AkadnUalkog YIIOTpohog, OepaImEUTIKN
KAwikn E.K.MM.A., ETlotnuovika YrieuBuvog OykoAoyikoU
Tunuatog, Evyevidelo Ogparmeutrplo

KpafBapitn Eupudikn Ewdkn MNaBoAdyog, Mpiatpog, MD MSc PhD, Akadnuaikr
Yrotpodog A’ M.11.K. kat YreuBuvn Zuvtoviopou MM
«@uotoloyia g Mpavong kat MNplatpika 2UvEpopay, laTpikr
2xoAn} ABnvwv
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Algniotnpovikn eknaibeuon yia tn Bgpaneia
WV VEONAAOUATUK®Y VOONUATWY

KATANOT DI

Kupiton EAévn

Kwvotavtwviéng Osoxdapng

NaBdavitn Mapia
Nayoudakn Ewprivn
Awavog Eudyyehog
Nupapakn Eudpocuvn
AwAng Evayyehog
Makpakn Ewprivn
MaAd Avactacia
MoavwAdkou - ToakaAn
ZtowpoUAa
Moaupoudng AnpnitpLog
MnAdkn Fewpyia

MuanAdkng Eppavouni

Motpoyuwpyou EvayyeAia

MooxoBakn¢ FrewpyLog

MrnayAw{avakn Mapia

MnepoUkag Epvéotog

Mrmo{lovélou BaotAki
MroprtoAdkn HALGSa
MnoukoBivag lwavvng

Ndon Aéomowa

omirwTaN - DPOEDNPON

Opotpn Kadnynteta NoonAeutiknc MAAA, Mpdedpog EBvikov
Yuvbéopou NoonAeutwy EAadag (E.2.N.E.)

AvarmAnpwtrg KaBnyntrig OykoAoyLknG kat AVOKOUPLOTIKNG
NoonAeuTtikng, Tunpa NoonAeuTikig, EMnvikd MeooyeLakod
Mavemotr o

KaBnyntpta, Turipa NoonAeutikig, AleBvég MaveroTr o Tng
EANGS0g

MaBolodyoc, AteuBuvtpla EXY, Mpoedpoc Enttportr)g Aowéewy,
I.N. Xaviwv «O Aylog Mewpylog»

MaBoAodyog - OykoAdyog, EmueAntrg A, MabBoAoyko -
Oykohoytko Tunua, MAN.M. «Metaga»

AktvoBeparmeutrc - OykoAoyog, AleuBuvtpla E.ZY., Tunua
AktvoBepareutikrg Oykohoyiag, Ma.l.N.H.

Xelpoupyog, ErpueAntig A, A’ Xelpoupyikr KAwikn, T.N. Xaviwv
«O Aylog lewpylog»

NoonAeUtpLa ME, MSc, MHA, PhD(c) AleuBuvon Anuoaotag
Yyetag, 7n Yyelovouukn Mepidépeta Kprtng

MaBoldyoc - OykoAdyog, Erkouptkr) latpdg, Maboloyikr) -
Oykohoykn KAwikr), Mo.l.N.H.

MaBoAoyoc - OykoAdyog, MD, MSc, PharmD, Suvepydtng
Fevikng KAwkng Frappakn IAZIZ, Xavia

KaBnyntrg NaboAoyikr g Oykohoylag, latpikr) ZxoAn,
Maverotrpo Kpntng

MaBoAoyog - OykoAdyog, Emotnpovikog YreuBuvog OyKoAoyikou
Tunuatog «Creta Interclinic»

Honorary PhD of Technical University of Crete, Téwg AteuBuvtrg
OykoAoyikng Movadag, I.N.A. «I. Tevwnuatdag»

MaBolodyoc - OykoAdyog, MD, MSc, EmueAntpla B, B’
MaBooykn-Oykohoyikn KAwikr IA.O.N.A. «O Aylog ZaBBag»
HAektpoAdyoc Mnxavikog kat Mnyxavikog H/Y, Msc,
Mpolotapevog AtebBuvong MANPodopLKAG, 7n YYELOVOULKN
Mepubépeta (Kpritng)

MaBolodyoc, MSc, Empelrtota B, B MaboAoyikr) Khwikn, T.N
HpakAeiou «BeviZéAelo - Mavavelo»

AktvoBepareutric Oykohoyog, M.D., PhD, AteuBuvtrc, Kévtpo
AktvoBeparneuTikng Oykoloyiag Xaviwv «laotg», AVarmAnpwtrg
AleuBuvtng, Kévtpo AktivoBepareutikric Oykoloylac,
Noookopeio «Metropolitan»

MaBolodyoc - OykoAdyog. Erupehntpla A, Mabohoyikn -
Oykohoyknr KAwikr) Mo.l.N.H

MaBoAodyog - OykoAdyog, AleuBuvtpia, Oykohoyikn KAwikr, I.N.
Xaviwv «O Aylog Fewpylog»

MaBoAodyog - OykoAdyog, MD, PhD, Eriotnpovikog YrieuBuvog,
OykoAoyikr) Movada, «BlokAwikn» @eocahovikng

MaBoldyog Oykohoyog, EmpeArtpla B, MaboAoyikr- Oykohoyikn
KAwtkn, T.O.N.K. «Ot Aytot Avapyupou»
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KATANOT DI

NwoAdou MyanA
MavteAdkog Mavaywwtng

Namnayswpyiov AnuntpeLog

MNamnadolpn Avva
NarakotoUAag Mauvlog
Namnakwotag MavAog
Natnpadxn EAlcapet
Mwoodkoag Mewpylog

Mopwvn Mapia

MNpana NMoapaockeun

PoBiOn Mapia
ZaAovoTpoG EppavounA

Zapavtdg Emapevwvsog

Taplbakn Zévia

Tkovépa Mapia
ZouykAdaKog lwavvng
InupLdakng Kwvotavtivog

ZTowpouAakn AyyeAkn
Zrounr|g lwavvng
Idakiwtakn Mewpyia

Zwtnpomnoulog MewpyLog

omirwTaN - DPOEDNPON

MaBoAdyog Oykohoyog, MD, MSc, PhD, EmpeAntng A, A’
MaBohoykn - Oykoloyikr) KAwikn, T.A.O.N.A. «O Aylog 2aBRag»

AktvoBepareutnc - Oykohoyog, MD, PhD, AteuBuvtr|g,
Cyberknife, Tomotherapy, OpAog «latpdmoAig»

Entik. KaBnyntrg NaboA. NoonA. Mav. Melomovvricou,
Mpototapevog ODC, EupwkAwikr ABnvwy, Mpoedpog Topea
NoonAeuTtikrg Oykohoyiog E.Z.N.E.

NoonAeUtpla ME, MSc, Mpoiotapévn, MO.N.K. «Ot Aylot
Avdpyupow»

MaBoAodyoc - OykoAdyog, AleuBuvtng, A’ XnUELOBEPATEUTIKO -
Oykohoyko Tunua, A.N.O. «Osayévelon»

MaBolodyoc - OykoAdyog, AleuBuvtng, B’ Oykohoytkr KAwikn,
Noookopeto «Metropolitan General»

KaBnyntpta, Tunua NoonAeutikig, ZxoAn Erotnuwy Yyeiag,
E.K.ITA.

AKTVoBepameuTr|g - OykoAdyog, ZUVTOVIOTHG AleuBuvTrc, TUpa
AktvoBepareutikr)g Oykohoyiag, I.N.A. «AkeEavbpa»

AktvoBepareltpla - Oykohoyog, AleuBuvtpla E.ZY., Movada
AkTvoBepareuTikrg OyKOAOYLOG & STEPEOTAKTIKAG
AktwvoBepareiag, M.I.N. Natpwyv

NoonAeUtpla, MSc, PhD, Mpototauévn, OykoAoyikr) Movada, 7
Maverotnuakn MNadoloykr) KAwikn, I.N.N.©.A. «H Zwtnpla»

MaBolodyoc - OykoAdyog, .N. Ayiou NikoAdou

AvarAnpwtrc KaBnyntrig Oykoloyiag, Tunua latptkng, ZxoAn
Erotnuwy Yyelag, Mavemotruo Oecoahiag

MaBolodyoc - OykoAdyog, AleuBuvtnc, B’ Oykohoyikr KAwikn,
Noookopeio «Metropolitan»

MaBoAoyog - OykoAdyog, MD, PhD, Emlotnpuovikog Yrieubuvog
OykohoytkoU TuApatog, «AckAnTog AIATNQZIZ» - KAk
«AckAnTitelov Kprtng», HpdkAelo, Kprjtn

MD, PhD, MaBoAdyog Oykohodyoc, Eppikog Ntuvav Hospital
Center, KAwikr) Péa

MaBoAdyoc - OykoAdyog, Kabnyntrc NMaboloyikrc Oykoloylac,
latpikn) ZxoAn), Mavernotio Kpritng

AtevBuvtrig, Gappakeio, I.N. HpakAeiou «BeviZglelo -
MavAavelo»

NoonAeUtpla, Epduxwtpla - ZuuBoulog Wuyikng Yyetag
MaBolodyoc - OykoAdyog, Ertpehntrc B, T.N. PeBUpvou
MaBoAdyoc - OykoAdyog, EmueAntpla A, OykoAoyikr KAk,
I.N. Xaviwv «O Aylog lewpylog»

KaBnyntng Xewpoupyikng kat Metapooxevoewy, MD, PhD, FACS,
FEBS, latpikr) xoAn, E.K.MN.A. & Maveruotrulo Essen,

Erotnpovika YneBuvoc, Movada Metapodoxeuon Hiatog,
I.N.A. «A\oiko»




# | NAPTE TON EAEFXO ME
NCABOMETYX" | 1o caBOMETYX® riA
(cabozantinib) tablets | TOYZ AX@ENEIX XAX

To CABOMETYX® wg avaoToAéag TUpPOTIVIKIG Kivaong (TKI) kon
OTTO TOU OTOPOTOG BEPATTEIO ETTESEIEE OTATIOTIKA OTHAVTIKI
BeAtiwon Twv PFS,08,0RR? péow NG avaoToArig Twv

Trapayoviwv MET, AXL, VEFGR ® og OA£G TIG KAIVIKEG HEAETEG!

NegppokuTTapiké Kapkivwua

1" Fpappn’!
Ze eVNAIKEG AOBEVEIG ME TTPOXWPNHEVO VEQPOKUTTAPIKG KapKivwUa eVOIGHEONG N
PTWYNG TTPOYVWGNG, ol oTToiol Bev £Xouv AdBEel TTponyoupevn Bepartreid.

Ze ouvduaops pe VIBoAoupduTTn, eVBEiKVUTAl yia TRV BepaTreia TTRWTNG YPAHHAG OF
EVIAIKEG QTBEVEIC ME TTPOXWPNHEVO VEQROKUTTAPIKG KAPKIVWHA.
27 Tpappn’

Zg eVAAIKEG QOBEVEIC HE TIPOXWPNMEVO VEQPPOKUTTAPIKG KapKiVWwUa PETA aTro
TIponyouUpEvn oToXeUouca Bepatieia ayyeiakol evBoBnAiakoU augnTikou TrTapdyovia
(vascular endothelial growth factor, VEGF).

HmrarokutTapiké Kapkivwpa

2" Mpoppn’

Evoeikvural wg povoBepartreia yid Tn BepaTieia ToU NITATOKUTTAPIKOU
KOPKIVWHATOG OF EVAAIKEG aoBeveic TTou Exouv AdRel TrponyoUpevn Bepameia
HE COPAQEVIUTTT.

AlagpopoTroinuévo KapKivwpo Bupeogidoug

2" Mpoppr’

Ze EVIAIKEG AOBEVEIG HE TOTTIKA TTPOXWPNHEVO I HETACTATIKG, SlagopoTroinpévo
Kapkivwpa Bupeosidolg (DTC), avBekTIkG N Un katdAAnAo yia BepaTreia pe
padievepyd 1wdio (RAI)Y, TTou £xouv TTapouaidoel e§EAIEN TNG vOOOU KaTd TN
BIAPKEIT 1] HETE aTTO TTpOnyoUHEV CUSTNHATIKY BEpaTTeid.

To CABOMETYX® éxe1 éva Siaysipicipgo TTpo@il aveKTIKOTNTAS KAl AoQAAEING, TO OTTOI0 £XEI
atmodeiyBei og OALC TIC KMIVIKEG HEAETEC TTPOO@EPOVTAC OTOUG aoBeveic Tro1oTNTa JWNC!

IPSEN MON. EME %

ATIOY AHMHTPIOY 63 , 174 56 AAIMOE, A@HNA P

THA.: 210 9843324, 210 9858930, FAX: 210 9887911 I ; SEN
ot ; Innovation for patient care

E-mail: ipsenepe@ipsen.com

http://www.ipsen.gr

TnAépuwva gappaxoeTTaypimvnong: 210 98 43 324, 210 98 58 930

1. MNepiAnwn XapaktnpioTikwy MpoiévTog-AlaTiBeTal ammé Tnv £TAIPEa '“vﬁ'ﬂh:‘ ™o aod

2. PFS:Progression Free Sumval. 08:0Overall Survival, ORR:Overall Response Rate ONEE ug avemBUnTes svEpyEEs yia

3. MET:Receptor Tyrosine Kinase, AXL:Receptor Tyrosine Kinase, _ OMATa ddpuaka
VEGFR: Vascular Endothelial Growth Factor Receptor, Zuprdnpuvoveag Ty “KITPINH KAPTA»

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

1 CABO-A/JAN 2023
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KATANOT DI

TQadEpn Ztuhavi
T{wptgakdkng Anpitplog
ToAa Mapia

Tolatdg Mapivog
Towpénag XpRotog

TooukoAdg NikOAaog

®ouvtouldkng Kwvotavtivog

Xprotodoulakng Mavoloog

omirwTaN - DPOEDNPON

AvarAnpwtpla KaBnyntpta NoonAeuTiknc, Mpoedpog TURUaTtog
NoonAeutikrc, Mavemotripio Melomovrjcou

Qupolodyog, ErtipeAntic A’, Oupoloyikn KAwikr), I.N. HpakAelou
«BeviZgeLo - Mavavelo»

AvarAnpwtpla Kabnyrtpta Aktivobepartelag, latpikr ZxoAn,
Maverotruo Kpntng

MaBoAoyog Oykohoyog, MD, PhD, BSc, latpikod Kévtpo ABnvwv
@outntrig NoonAeutikng, Tunua NoonAeuTkig, MaveroTn Lo
lMNelomovvrioou

MaBolodyoc - OykoAdyog, MD, MSc, PhD, MSc BlomAnpodopikn,
AleuBuvtng, Oykohoyikn KAwikr), 401 .2.N.A., ETULOTNOVIKOG
Juvepyatnc, Noookopeio «Eppikog Ntuvav»

Mportuxlakog Gottntig NoonAeUTIKAG, MaAVETLOT L0
MeAomovvricou.

Xelpoupydg, Tuvepydtng Creta Interclinic




SUOMICON®

Dexamethasone

10mg/5ml, noo. 1A\, 50mll
20mg/5ml, noo. S1dA., 30mll

Me 1atpin ouvrayn

PIRVER®

Prednisolone

5mg/ml, noo. SIGA., 60ml
10mg/ml, noo. &iIA\., 60m!

Me watpini ouvrayn

convey COR-02-07/2023

Bonfnate va yivouy 10 QapuaKa nio aopaAn
Kai Avapépete
OAEZ 1is avernifpntes evEpyeies yia
OAA 10 papjiaka
ZupnAnpovovtas v “KITPINH KAPTA™

Zuv-npowenon SUOMICON & PIRVER
Medicair Bioscience Laboratories CY LTD
Tuv-ripow8non PRELOCORTIL
S.J.A. PHARME.ME.
Ynelbuvos lapikis Evnpgpwons
Medicair Bioscience Laboratories S.A.
Aapions 10, 15351 MaXhivn, ABiva,
-f 2106669 603, e info@medicair.gr

www.medicair.gr

Tia tnv MepiAnyn twv Xapaxtnprotikewv twv Mpoidviwy,
ENIKOIVWVAOTE IE TOV ENOTNPOVIKG UNEUBUVo

NS [GTPIKNS EVNPEPWONS,

A, emkoivwvias: 210 6669603,

e-mail: pharmacovigilance@medicair.gr, www.medicair.gr

PRELOCORTIL® SOLL.TAB 5MG/TAB BT x 30 18.30€
PRELOCORTIL® SOLU.TAB 20MG/TAB BT x 30 13.17€
PIRVER ORAL.SOL SMG/ML BTx BOTTLE x 60ml 29.93€

PIRVER ORALSOL TOMG/ML BTX BOTTLE x 60ml 59.89€

SUOMICON ORAL.SOL 10MG/SML BOTTLE x 50ml 49.44€
SUOMICON ORAL SOL 20MG/SML BOTTLE x 30ml 59.19€



EniaTayovika Amyepidn _
Algniotnpovikn eknaibeuon yia tn Bgpaneia

WV VEONAAOUATUK®Y VOONUATWY

[evikée Minpogopise

Opydvwon:
EAAnvikn Etaupeia Mnplatpikig OykoAoyilag

Ze ouvepyaoia pe:

e Movada AktwvoBepareutikrg Oykoloyiag, M.N. Matpwv «Mavayia n BorjBsia»
e OykoAoyikod Tuniua I.N. HpakAelou «BeviZéAelo - Mavavelo»

e Oykoloyikr KAk I.N. Xaviwv «O Aytog lewpyltog»

e Etatpeia ZtnpLEng Avtkapkvikng Epeuvog (E.2.A.E.)

YTo thv awyida:

 Etatpeiog OykoAoywv MaboAoywv EANGSacg (E.O.MM.E.)

e EAAnviKNG Etatpeiag AktivoBeparmeutikig Oykoloyiag (E.E.A.O)
* Topéa NoonAeutwkrig Oykohoyiag (E.Z.N.E.)

Huepounvia dieaywyng:
13-14 OktwPplou 2023

Tomnog Sie€aywyng:

Kévtpo Apxltektovikng tng Meooyeiou «MeydAo ApoevaiL»
Akt Evwoewg & MAateia Katexdkn

T.K. 73132 — Xavia

TnA.: +30 28210 34200

NMwooa:
H enionun yAwooa tg Ainpepidag elval n EAAnvikn

Eyvpadég

H eyypadn kat n mapakolouBnon tng Ainpepldag eival SWPEAV KAl ETUTPETETAL LOVO OF
EMAYYENLQTIEC UYELOC KOL OE TIPOTTTUXLAKOUG/ LETAITTUXLAKOUC POLTNTEG. OL OLUETEXOVTEC lvall
anapaitnto va Befatwvouy tnv SLOTNTA TOUC, TPOCKOUIOVTAG avTLOTOLXO AMOSELKTIKO
otolxelo.

0d8nyieg yra mapakoAouOnon pe GpuUCIKr) GURMETOXN

Ooot cuppeTEXovTe emBupolV va €xouv LK Tapouaia, Ba pémel va poceABouv oTov
xwpo SleCaywyng yla v eyypadn Toug 1] va TTPAYUATOTOLL 00UV TNV TIPoeyypadn Toug
NAEKTPOVIKA LECW TNG LoTOCEASaC www.events.gr. Katory tng eyypadnc, Oa toug amootalel
nAekTpovikod barcode péow e-mail, To omoto Ba capwvouv katd TNV l0odo kal £€080 ToUG TNV
aiBouoa.




Eniamyoviki Ainpepion

Algniotnpovikn eknaibeuon yia tn Bgpaneia '
WV VEONAAOUATUK®Y VOONUATWY % .-

08nyieg Aradiktuakng NMapakoAovOnong:
H Emiotnuovikn ExkSrAwon Ba mpoBaietat tautoxpova StadikTuakd HECW TNG LOTOoEASAG
www.livemed.gr.

e EQv elote véog xpnotng mapakaloUpe matrote oto medlo Register/Eyypadn kot
akohouBrote tn Stadikacia SnuLoupyiag AoyapLlocpol CUUTANPWYVOVTAG Ta arapaitnta
niebla. H Snuoupyla eivatl Swpedv Kat UTTOXPEWTLKNA YLa TNV TTAPAKoAoUBNoN TwV OUALWY.

e Eqv €xete ndn Aoyoplacud oto Livemed, xpnolpomotnote Toug KwdlkoUg oag yla v
ouvbebelte, emNéCte amd To pevou TNV katnyopla Live, to cuvédplo mou Bélete va
TIopakoAouBnoeTe Kat ot ocuvéxela To elkovidlo Go Live | Go Virtual.

3TN ouvéxela yla va ouvoeBeite e tnv albouoa, emiléyete amd To UevoU ToU
epdaviletal oto KdTw HEPOG TNG 080VNG oag, TNV «AiBouca Tuvedplacewv»

Eav oag evlladépel va mapaAdBETe MLOTOMOLNTIKO TtapakolouBnaong, Ba mpémnet
VO TIPOYLOLTOTIOW OETE TNV Eyypadr cog 0To CUVESPLO HECW TNC ELKOVLKAG
Mpappateiog, TaTWVTOC To avtioTolXo lkoviblo «Eyypadni», wote va apyloel va
D KoTaypAdpetal o xpovog.

[EERE)

MopLa Zuvex{opevng latpikng Ekmaidsuong
JUpdwva pe ta kpuerpla tng EACCME-UEMS Ba xopnynBouv 15 Mopla Zuvexl{opevng latpikng
Exmaibeuong (CME-CPD credits).

NapaAapn MiotomnontikoL

To TLOTOTMONTIKO TapakoAoUBnong Ba amooTalel NAEKTPOVIKA, LETA TO TEPAG TWV EPYACLWV
™G Ainpepidag, oe 66oug cuvESpouC tapakoAouBnoav 1o 60% TwWV CUVOALKWY WPWV TOU
ETILOTNOVLKOU TIpOYpAUUaTos. O aplBpog Mopilwv Tuvexllopevng latpikng Exknaidevong (CME-
CPD), Ba umtohoytotel Bacel Tou xpovou mapakoAolBnaong mou Ba kataypadel 0To cUOTNUA
KATAUETPNONG TO00 oTnV £loodo Tng aiBouoag yla 6ooug €xouv GUOLKA Tapouaia, 60O Kal
otnv mhatdopua Livemed yia 6coug mapakoAouBncouv SLadIKTuaKd.

pappoateio Anpepidog

@ Events & Travel Solutions

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

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

AmnayopeveTaL pntd n avamapaywyn, avadnuooieuon, avilypagr, anodnkeuvon, nwinon, uetadoon, Stavour,
£kbdoon, ektérean, Afjn (download), uetappaon, tpomornoinon e omoLovSHTOTE TPOTTO, XWPIG TN PNTI TTPONYOUUEVN
Eyypapn auvaiveon t¢ Etatpiag, tou cuvoAou 1 U€poucs Tou mepLexouévou tou lMpoypauuartos. H E.T.S. Events &
Travel Solutions emipuUAdTOETaL PNTWE TTAVTOG VOUIUOU SIKAULWUATOS TNG yla TN SlapUAaén Twv Stkawudtwy
TIVEULATIKAG Kot Blopunxavikng téloktnaiag. Mo avaAuTIKOTEPEG TANPo@opieg emtokepVeite To www.events.qr




Eniamyoviki Ainpepion

Aiemotnpovikn eknaideuon yia tn Bgpaneia
WV VEONAAOUATUK®OV VOONHATwV
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KISQALI—it’s not just living longer. It’s living well.”

AdiappioPntnta Aedopéva

OMixns EmBiwons &

Ilo16tntas Zwns! '

L Honobaqyi GN et al. Overall survival with ribocclib plus letrozole in advanced breast cancer N Engl J Med 2022 Mar 10;386(10):942-950. doi: 10.1056/
NEJMoa2114663. 2. Lu Y-S et al, Updated overall survival of ribociclib plus endocrine therapy alone in pre- and 5uerimenopausai patients with HR +/HER2-
advanced breast cancer in MONALEESA-7: A phase lll randomized clinical trial. Clin Cancer Res. 2022 Mar 1;28(5):851-859. doi: 10.1158/1078-0432.CCR-
21-3032. 3. Slamon DJ et al. Ribociclib plus fulvestrant for postmenoEausal women with hormone receptor-positive, human epidermal growth factor receptor
2-negative advanced breast cancer in the phase Il randomized MONALEESA-3 trial: updated overall survival. Ann Oncol. 2021,32(8):1015-1024.

01 ouyvotepeg averuBounTeg evepyeleg (AE) (o1 oroieq avagépBnkav ge guyvimra =20%) ota puyxawﬁpmnxd dedoyeva yia TG onoieg 1) GUYVOTTTa Tou
Kisqall ouv kaBe ouvBuaoys UnepPaivel m oUXVOTITTA TOU EIKOVIKOU Pupuakou Ouv kaBe ouvBuaopd firav oudeteponevia, AoIpWEEL, vautia, kénwar, Siappoi,
Aeukonevia, Eietog, ke@ahahyia, duokothiomra, oAwnekia, Priyac, sEanrgm, oopuakyia, avawia, Kat jm gualo.\ovmé_q dokaaleg nnatkig Aerroupyiag.Ot
OUXVOTEPEG QVETIBULNTEC EVEPYELES (AE) BaBuoU 3/4 oTa OUYKEVTPWTIKG OEQOPEVE VIO TIG OMOLEG 1) oUXvOTNTa Tou Kisqali ouv kGBe ouvbuaapd uneppaivel
11 QUXVOTITTA TOU EIKOVIKOU GapUAKOU ouv KABE auvBUAoHO TiTav OUDETEPONEVIA, AEUKOTIEVQ, LN YUOOAOYIKES BoKIpaoiES natikiig Asttoupyiag, Aeyponevia,
hoyiwéere, ooguakyia, avaipia, KOTWOT, UNOPWOPATAILIA KAl EPETOS. Meiwon e ddong Adyw averuBupNTWV EVEPYELWY, OVEEAPTITWG QITIAS, OTUEIDBNKE
o010 39,5% Twv agBevev mou ehapay Kisqali omig peheteg @domg il uvsF,qurwq Tou guvBuaopou kat oplaTikT) Blakom) avapepBnke ato 8,7% Twv aoBevav
nou ehduBavav Kisqali kat ka6e guvbuaauo omig KAWIKES peAéTeq daang IIl.

IYIKEYAZIA/TIMH: Evieixnikn A.T.: Kisgali® blisters BTX 63 diokia 200mg: 2732,43 € ® Evdeikniki N.T.: Kisqali® blisters BTX 63 Swokia 200mg: 2261,17 €

(Huepopnvia deitiou tipwv: 05/01/2023 - oe nepinTwon Tpononoinong tou AT oxUeLn vEGTEPT TN, oupnepihappavopevou OMA 6nwg 1oxue)
Tpdnog S168ong: MNeploplopevn LATPIKT oUVTay ano eldiko 1aTpd kaL napakolouBnan katd Tn didpkela Tng aywyni.
Mow ) owvrayoypapnon oupBouleuBeite v MepiAnyn Xapakmpiotikay Tou Mpoiévrog, nou dwatiBerar EAD.

U NOVARTIS

Lectus adv.

4 ‘\ ®
Novartis (Hellas) A.E.B.E. iR e SR T @ K I S 0 A I I
120 xA. EBvikiiq Odou ABnvav - Aapiag, m'm@“’ s

144’51 Metapopgwan, Toh.: +30 210 281 1712 b . L 200mg
®APMAKOEMArPYMINHIH: +30 210 2828812 FDOCICLD tablets
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= SUTENT"

suriftinib malate

Bonfnote va yivouv ta @pappaxa mo aocpaln kai
Avagépere
OAEX us aveni@ipntes evEpyeies yia
OAA ta pappaxa Ta nhApeis cuviayoypaikés nAnpogopies oupBouleuBeite tnv
B MR VTS v R KT RN KAETAY Mepinyn Xapakmpiotikdy v Mpoidviwy nou SiatiBevial oné v etaipeia.

‘5 F)ﬁzer PFIZER EAAAEX A.E. A. Meooyeiwv 243, N. Wuyko 15451, ABfva, EAAGEa, TnA. Erikowvwviag 210-6785800, Api8. IM.E.MH, 000242901000

PP-INL-GRC-0031-FEB22

PFIZER EAAAE A.E. (CYPRUS BRANCH) Acwddpog ABardooag 26, 2018 Aeukwola, Kinpog, Tnk. Erkoivaviag: +357 22 817690
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Phesgo 08032022

Ot aoBevelc pe HER2+ KapKivo Tou UAOTOU aplEpWVOUV

£w¢ 100 wpeg KABe ¥povo yia tnv Bepaneic toug.™?

MNwg pmopeite va mpoowépete Bepameia uPnAng moldtntag mou va eivat
TAUTOXPOVA ATTOTEAECUATIKI KAl amoSoTIKn;

To PHESGO® cuvbudlel ta Asovektripata tou PERJETA®, Herceptin® oe pla éveon unmodoplag
popric, otaBepol ocuvBuacpou rou pmmopei va xopnynBei péoa os 5 Aerma

H eykaBibpupévn Bepanela yia tov HER2+ kapkivo
TOU Laogtou TTAtov ophyeltal oe oAl Aydtepo
xpova 4! kay Blver tnv Buvatdtnra pelwong tng
AMOPPIPNG TTOCOTHTWY (papudkou Adyw pUBuong
g Boong kau Buvaral va aneAeubeploEL £wg

70% & 90%

TOU XpOvou Tou TOU ¥POVOU TTOU MERVAEL
VOONAEUTIKOU o aoBleviig otnv kapékia
npooWwmKoUR ™ Eyxuong = ®

H eEoikovépnan xpdvou Kai TIOpwyY TIROKUTTTEL QrTé TIE GVTIOTOIES
OUYKPITIKEG PEAETES Tou Herceptin SC évavtt tou Herceptin [V ®®

MAnpopopies yia tnv acpakeia: MNa Enayyedpartieg Yyeiag

Ot mo. ouxvég ADRs (230%) mou avapépbnkav ce aoBevels mou
urieBABnkav oe Bepamela pe PHESGO ri evbophéBia meproudoupidpmn
oce ouvbuaopd pe tpugtouloupdyrmn kol ¥nuewBepaneia Arav n
ahwrekia, n SiGppola, n vautla, n avayia, n efacBévion kel n
apBpaiyia. MNa meplocttepe; TANPowoplec TapaxkcAoUps Gmuwe
mapaneppBeite atny MXN tou papudkou rou mapatiBetal katwdev.

MAnpotpopieg yia tnv kunor: MNa EmayyeApatieg Yyeiag

Edv pla acBevris pelvel éyikuog evid AdapBavel PHESGO, i evede 7 pnwviov
peta v teAeutaia §oon tou PHESGO, napaxalolpe va avapépete
QUESWE TNV EYKUPOCUVN atny Tomkr Movdba Gappakesnaypunmvnons
1t Roche (HELLAS) AE ota mapaxdrw otoixeld.

EmnpdoBeteg mAnpowoples Ba {ntnBolv kea ) Sidipkela piag
EyKUHooUVAG e exBeon oto PHESGO kal katd tn Sidipkeia tou nptitou
xpoveu fwris tou Ppépous. Auts Ba Bwoer ot Reche t Suvatduta va
Karavonoel koAutepa Tnv aopdieia tou PHESGO kai va Trapexel
KataAANAEG TTANPOWOPIES OTIS UYEIOVOUIKES aPXES, OTOUG Mapaxous
uyelovopikng TepiBaAPng kai otoug aobeveis. MNa mEeEplogttepeg
niAnpowopies, mapakaiolpe avarpegte otny MXN tou PHESGO.

PHESGO Tpérnog SiaBeong: Me nepiopiopévn rpikr) cuvayr.
Mévo yia voooKOUELaKT] XPrion artd Viatesd ue katdAAnAn ebikeuon kal
epmEepla

Phesgo 1200mg / 600mg
EMMGSa NT: 531643 € AT: 639310€

Phesgo 1200mg / 600mg
Kimpoc: MAT: 724943 €

Phesgo 600mg / 600mg
EAMGSa: NT: 338285€ AT: 406794 €

Phesgo 600mg / 600mg
Kémpog: MAT: 471046 €
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V¥ PHESGO®

PERTUZUMAB-TRASTUZUMAB
Go there

BifAtoypagia

1. PERJETA Summary of Product Characteristics. 2. Herceptin Summary of
Product Characteristics. 3. PHESGO Summary of Product Characteristics. 4. Tan
AR, et al. Lancet Oncol 202122:85-97. 5. Ditsch N et al. Breast Care 2019; 14:
224-245 6. NCCN Guidelines Version 52020 - Invasive Breast Cancer. Published
July 2020. Available at https/fwww.ncen.org/professionals/physician_gls/de-
faultaspx 7. Cardoso F et al. Ann Oncol 2018; 29: 1634-1657. 8, Cardoso F et al
Ann Oncol 2019;30: 1194-1220.9, Burstein NJ et al. Ann Oncol 2019;30: 1541-1557.
10. Pivot X et al. Ann Oncol 2014; 25: 19791987, 11. Ismael G et al. Lancet Oncol.
201213 B69-78. 12 De Cock E et al. European Cancer Congress 2013, abstract
#P128. 13, Maniadakis N et al Journal of Cancer Policy 2017. Accessed at:
httpy/dx.dol.org/10.1016/jjcpo 2017.05.001. 14. Lopez-Vivanco G et al. Clin Trans!
Oncol 2017,12:1454-1461.15. De Cock E et al. Cancer Med 2016; 5: 389-397.

¥ To gdppako autd TeAel umd oupmAnpwpatiky mapakoAolBnon, H avapopd
mBavohoyolpevwy avemBUpnTuwy EVEpYELDY HETA amié Tn xopriynaon Giewas kukhopoplag
TOU (PAPHAKEUTIKOU TIPOIGVIOS elval onuavtik. Emtpéne tn ouvexn napakoiotbnen tng
ayéong opéhoug - kKivBivou Tou appakeutikod Tipoidvrog. Mpéiet va yivetal avapopd
v avemBupntwy evepyeiy. O avernBpnres evépyeies Ba npénel va avapépovtal wg
efic EAAGBa: oty Movdba @appaxcenaypdnvnong tng Roche (Hellas) AE, eite
anootéMeviag e-mail (hellas drugsafety@roche com), slte Trepuvikix; (+30 2106166100).
Kumpog: oro Tprijpa Qappaxcerayplmnang g etatpeiag CA. Itapdmg & Zia At, eite
arcotéMoviag e-mail ([drugsafety@stamatis.com), eite tnAspuovikios (+357 22-257200) rj
péow Oak (+357 22-257300).

EAAGSa: ROCHE (Hellas) A.E.
Alapdvag 4 & Ashpiy, 15125 Mapotoy, Attkr, ThA: 210 6166100,
email: hellas medinfo@roche .com, 800 111 93 00 (Swpedv ypappr emikovuwviag)

Kinpog: IA. Erapatng & Eia AxS. : Tnk +357 - 227662 76

BonBnoTe va yivouv Ta @appaka o ac@ali Kai
AVaQEpPETE:
OAEEL 1i¢ avemBOUNTES EVEPYEIES VIO
OAA 1a pdppaka
ZupmAnpwvovtag Ty «KITPINH KAPTA»




ICRAPHIUMJ

"TECENTRIQ

atezolizumab

CONNECT
~ WITH PURPOSE
N D

TECENTRIQ" 1.200 mg mukvé didAupa yia mapaokeun SiaAUpatog mpog éyxuon.
TECENTRIG®1.200 mg: » EAMGSa N.T.: 3.121,90 € - A.T.: 3.951,72 € - Kimpog: M.A.T.: 4.073,42 €

TECENTRIQ® 840 mg nukvé BidAupa yia mapaokeur SiaAlpatog mpog éyxuon.

TECENTRIQ® 840 my: + EANGSa: N.T.; 2.053,66 € - A.T: 2.618,66 € » Kiripoc: MAT.: 2.873,55 € 28y PRIX GALIEN GREECE &4
Odwa 2049

Tpérog AtéBeang TECENTRIQ®:

M mepogouem A al i KAAYTEPO BIOTEXNOAOTIKO ITPOION

Mévo yia voookopeiakr xprion and yiatpd pe katGAAnin eidikeuon kai epmeipio. www.prixgalien.ge
Nepoitépw nAnpodoples SiatiBevial and tov katoxo Tng Gdelag Kukhopopiag katdmv aioews.

EAAGSa: Roche (Hellas) A.E.
Ahapdvac 4 & Aehdv, 151 25 Mapatiar, ATtk

Tla mepioodTepeg Bon8noTe va yivouv Ta @dppaka o acgali Kai

mAnpopopies Avagepere: h: 210 6166100, email: hellas.medinfo@roche.com
Aoy § OAEE 80 : P —— e
z:z:;&;?:;:mc o ';';‘;ﬁ:"ém‘”" ye 800 11193 00 (Swpetyv ypoppti enkovaviac)

Kampog: A, ETapdrng & Zia Atd.

ZupmAnpivovtag v «KITPINH KAPTA»
mh:+357-22766276

TECENTRIQNSCLC17_1222

MepfAnyin XapakTnpioTikiv
Tou Mpoiévrog (MXM).




Tpénog 6i6Beong: Meploplopévn wTpkh ouviayn,

H idyveoon &/f n EvapEn mg Bepaneiag yivetal o voookopeio

& pnopel va ouvexifetal extd¢ VOODKOREIDU UNd VeooKOPEIaKA napokoheuBnon
Noookopeiakh npn: ZIEXTENZO INJS0 PFS 6MG BTx1 PFSYR 271 64€

BonBriate va yivouy T gapyaxa mo aopakl
Kat Avagepete
OAEE 1ic avemBUUNTES EVEPYEIES
Tprv m ouviayoypdpnan ouuBouAeuBeite 1o ORA 10 @appoKD
v MlepiAnyn Xapaxmpionxcv ou Mpoidviog Zupmhnp@voviag my «KITPINH KAPTAx

nou &arifetor ae endevn oeAiba

@ ZIEXTENZO

pegfilgrastim

——
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SANDOZ ;'::"
Division

KAK: Sandoz GmbH

Biochemiestrasse 10, A-6250 Kundl, Augtpia

Itoiyeio emKoiveviag oy EAAaSo:

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

dpaykokkAnodg 7B, 151 25 Mapodol, ABiiva

Tnh.: 2102811712, 0af: 210 6857655



M |

Lonsurf

1pipAoupidivn/nnipakiin

A&loAdynaon Tng KAWVLKAG
anoOTEAEOHATIKOTNTAG KAL AOPAAELAC TOU

LONSURF® oe ouvbuaopé pe bevacizumab

évavtl povoBepaneiag pe LONSURF®
o€ aoBeveig nou 6ev éAaBav >2 Bepaneieg
ylta mCRC!

Trifluridine - Tipiracil and Bevacizumab

in Refractory Metastatic Colorectal Cancer
Prager GW et al. N Engl J Med. 2023;388(18):1657-1667.

To LONSURF® oe ouvbuaopé pe pneBaoifoupdpnn evBeikvutal oTnv avIPETWNION EVAALKWY
aoBevav e peraotatiké opBokoAiké kapkivo (CRC), ot onoiol £xouv nponyoupévwe AdBet
600 avrikapkivika oxnpata Bepaneiag, dnwg xnpeloBepanceieg pe Bdon tn pAouoponupiptbivn,
ofaAwnAartivn Kat Lpwvotekdavn, napdyovieg avii-VEGF kal napdyovieg avii-EGFR2,

1. Prager GW et al. N Engl J Med. 2023;388(18):1657-1667.
2. LONSURF® Mepiknyn Xopokinpiotikay Mpoidviog.

Na nepairépw nAnpo@opiec, oupBouAeuBeiTe Tn guvonTiKn MepiAnyn XapakTnpioTIKWV Tou Mpoidviog nou oupnepiAapBaveral oTo napdv npoypappa.
Hadeino kukhopopiag yioto LONSURF® éxel xopnynBei atn Servier and mv Taiho, avonriooeral kai ond g 6o e101peieg noykoopiwg kal diotiBeral ot aviiotoixa
£8apn Bikaiodooiag Tng KaBEIGE,

@ =%[®] romvidipnnxn  Lonsurf® (15+6,14) mg/tab BTx20: AT: €593,25 NT: € 465,93 s E RV’ E ¥
e H,  NOPaKahoUpE Lonsurf® (15+6,14) mg/tab BTx60: AT: € 1.709,70 NT: €1.397,78
Al . OKOVOpETE Lonsurf® (20+8,19) mg/tab BTx20: AT: € 783,67 NT. € 621,23 moved by you
E 1ov Kwdikd OR Lonsurf® (20+8,19) mg/tab BTx60: AT: € 2.262,14 NT: € 1.862,90

SERVIER HELLAS ®APMAKEYTIKH EIE.

BonBrioTe va yivouv Ta pdppaka nio ao@oAn Kai AvaQépere: OpaykokAnalae 7, 15125 Mapoual.
OAEE 1i¢ oveniBUpnTeg evépyeieg yio OAA 10 @dppako EupnAnp@voviag Tnv «KITPINH KAPTA» TnA 210 9391000, wwWw.Servier.gr

23-LON-C2-09B



ZALTRAP

aflibercept

Mpwv Tn ouvtayoypddnon cuppouieutelte v MXM. MNa tnv MXMN pnopeite va oKavapete

Tov KW&KS QR (QR Code) 1| umopeite va Tn ZNTroeTe amo TNy etalpla oto TnA. 210 9001600 1)

oto medicalinfermation.greece@sanofi.com. lNa neploodtepeg MANpobopies fn Tuxov avadpopd
AveruBupuntwy Evepyeubv napakaAoue eMikoWwvAoTe He: IATPIKH & ETIIZTHMONIKH AIEYEYNEIH,
TMHMA IATPIKHE MAHPO®OPHEIHE | TnA. 210 2001 600, medicalinformation.greece@sanofi.com

Tpomog AidaBsong: Me TIEPLOPLOMEVT] LATPLKI cLVIAy:
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IZYNTAMOMPA®IKEZ NAHPO®OPIEX TOY MPOIONTOZ

1. ONOMAZIA TOY ®APMAKEYTIKOY MPOIONTOE CABOMETYX 20 mg emikaAuppéva pe AeTrto upévio Siokia CABOMETYX 40 mg cmmhupusvu HE
Aetrté upévio Siakia CABOMETYX 60 mg emikaduppéva pe AeTTo upévio diokia. 2. MOIOTIKH KAI MOZOTIKH ZYNOEIH C
UE AETITO upévio Biokia. Kabe srnml\uppévo HE AeTTTO uuewo diakio epiExel kaBodaviiviBn (S)-pnhikr icoduvapn pe 20 mg KaBoﬁuwwlﬁng ‘Exboya pe ﬂ 1
Opdan KaBe emkaAuppEvo pe AeTto upévio Siokio TrepiExel 15,54 mg Aaktolng. CABOMETYX 40 ma emkahuppéva pe Aetito upévio Siokia KaBe emkaAuppévo
HE AETTTO uuswo dlakio epIExel kaBodavTivin (S)-pnAikr) icoduvapn pe 40 mg kaBolaviviBng. ExSoxa e yvwarr 8pdan Kabe errlxc)\uppsvc HE AETTTO UPEVIO
Biokio mepigxe1 31,07 mg Aaktolng. CABOMETYX 60 mg emkaAuppéva pe AeTrio upévio Siokia KaBe s‘rrlxul\uuus.vo HE AETITO uuzwc Diokio TepiEx el kaBodavTiviBn
(S)-pnhikr noﬁuvc:pn He 60 mg Kaﬂoﬁuvnvnﬁng Exboya pe yvwarn dpdan Kabe etnkaAuppévo Pe AeTTo upévio Biokio TYEplE)(El 46,61 mg Aaktédng. MNa Tov
AP Kardhoyo Twv exdoxwy, BA. Trapdypage 6.1, 3. ®GAPMAKOTEXNIKH MOP®H Emkaluppévo pe AeTo upévio Siokio.
emkahuppéva pe AeTo upévio Siokia Ta diokia eivar kiTpiva oTpoyyula xwpic eyxdpagn kal pépouv Ty EvBeign «XL» ot pia TTAeupa kai Tnv EvBEIEn «20» atnv
dAAn rrA:upc'x Tou diokiou. CABOMETYX 40 mg emnkaAuppéva e AeTmo vpévio diokia Ta Siokia eival KiTpiva TpIywvIKG Xwpig avxdpa?,r] Kal pEpouv v i:vﬁslgr]
«XL» ot pia Theupd kai TRV voeiEn «40» aTtnv dAAn n.\supu Tou diokiou. CABOMETYX 60 mg emkaluppéva pe AeTrto upévio Siokia Ta Siokia eiva kitpiva
OBdA xwpig eyxapagn kar gépouv TV EvBegn «XL» atn pia TTAEUpd kol TV évOein «60» aTnv GhAn TAEupd Tou diakiou. 4. KAINIKEE NMAHPO®OPIEZ 4.1
@Epu'l‘twrllu‘.; evBEeigeIg Nmsmm&m_ﬁ;ﬁ To CABOMETYX evdeikvural wg povoBeparreia yia 1o TTPOXWPNHEVO vsq;poxunaplxu
KUpKIVuJ!.IG - we Bepu‘nm TIPWTNG-YPaprg Ot evijhikeg aoBeveig, pe evdiapean f Twyr Tpoyvwan (BAéme mapdypago 5.1), - ot EVI'|I\IK£§ HETA aTTd
TIPONYOUEVT oToXEVoUTa Beparreia ayyeiokoy evionhiakol augnrikou Trapayovia vascular endothelial growth factor (VEGF) (BAéme rapdypago 5.1). To
CABOMETYX, ot ouvduaouo pe viBohoupduTm, evdeikvutal yia Tnv Bepatieia TTPWING-ypappnic ot eVAAIKEG QOBEVEIG PE TIPOXWPNHEVO VECppOKUTI’GpIKO
KapKivwpa {BA. Tapaypago 5.1). ﬂmyﬂgmmmmgmg} To CABOMETYX evdeikvutal wg povoleparreia yia ™ BEpaTIEia TOU NTTATOKUTTAPIKOU
kapkivipatog (HCC) ot evijhikeg Trou zxouv AdBer Tponyoupévwg Beparteia pe COPOPEVIUTITN. To
CABOMETYX evbeikvutal wg povoBepareia yia T Beparreia eviAikwy aoBeviov e TOTTIKA TIPOXWPNUEVO 1} PETAOTATIKG, SIAQOPOTIOINUEVOD KapKivwHa
Bupeoeidoug (DTC), avBekTikd ) pn katdAAnAo yia Beparreia pe padievepyo wdio (RAI), Trou éxouv Trapouoidosl eEENIEN TNg vOoOU KaTd TN SIGpKEId ] PETA aTid
TIponyoUpevn ouoTnpaTikn Beparreia. 4.2 Aoogoloyia kal TpoTrog Xoprynong H Bepameia pge CABOMETYX Ba TipéTel va TpaypatoTroleital armd 1atpo
EUTTEIPO 0T XOPriynan avTIKAapKIVIKWY QapHakeuTikwy TTpoidviwy. Aogohoyia Ta diokia CABOMETYX kai o1 kGyouheg kapolavtiviBng dev eival BioioodUvapa
Kkal Bev TIPETTEl va xpnoipoTrolouvTal To éva avi Tou dhou (BA. Trapdypago 5.2). To CABOMETYX wg povoBeparreia TNa 1o RCC, 1o HCC xai 1o DTC n
ouvioTwpevn doan Tou CABOMETY X eivan 60 mg pia popd nuepnoiwe. H Bepatreia Ba TipETer va ouvexIoTel pEXp o agBevrig va pnv eTw@eAeiTal TTAEOV KAIVIKG
amé 1 Bepareia f péxp! va epgavioTel pn ammodexTr| TofikatTa. To CABOMETYX 0¢ auvBuaouo e viBoAQUUGUTIN aTnv mpuin-ypauun mpoxwpenuévou RCC
H ouvigriwpevn d6on Tou CABOMETYX eivar 40 mg pia gopd Trv npépa ot ouvBuaopo Pe viBohoupdpTin Trou xopnyeital evdogheBiwg eite we 240 mg kade 2
epBopdadeg eite wg 480 mg kdaBe 4 efdoudadeg. H Bepareia Ba wpémrer va auveyioTel uéxpl Tnv eEENIEN TNG vooou f Tn pn ammodekth TofikémTa. H viBoAoupduTn
Ba TIPETTE! va GuveXIOTel péxpl Ty eEENIEN TG vOaou, TN Hn aTtodexTr TOEIKOTNTA 1) Ewd kal 24 piives ot aoBeveig Xwpig eEENEN TG voaou (BA. Mepiknyn Twy
Xapaxkmpiomkwy Tou Mpoidvrog (MXM) yia T dogokoyia g viBohoupdpTmg). Tporormeinan mg Beparneiag Tia Tn Siaxeipion Twy GTTIOTTTWY avemBupnTwy
EVEPYEIDV TOU (pappdkou PTTopel va arraimeital Trpoowpiviy diaxoTt Bepareiag f/kan peiwaorn tg doong (BA. Mivaka 1). Otav n peiwon Tg Sdong eival amrapaitnm
aTn HovoBepareia, cuvioTdral va peiwBei ota 40 mg nuepnoiwg kar karamv ota 20 mg nuepnoiwg. Otav To CABOMETYX xopnyeital oe ouvBuaopé pe
VIBoAoUpGpTIT, cuviaTdTa r Peiwaen Tng déong ota 20 mg CABOMETYX pia gopd Tv nuépa kai otn auvéxeia ata 20 mg kdBe Seutepn npépa (avarpéfre oty
MXM g viBoAoupapTing yia T OUVICTWHEVN TPOTIOTTOINGN Tng Bepareiag yia 1 viBohoupdpmn). Ma m diaxeipian g TogikdTTag BaBuol 3 i peyaAurepou
oUpPQWVE PE Ta Kova KpiTrpia opoAoyiag yia aveTniBupnTes evépyeleg (CTCAE) i pn avekTrig TogikoTnrag BaBpou 2, ouviotdral n diakormm Tng Saong. ZuvioTdral
n Heiwon g 6ong yia cupBava, Ta otroid, edv ePpEVoUY, PHTTOPOUY va kataoTolv aofapd fj pn avektd. Edv évag aoBeviig Tapakeiyel pia d6on, n 6an Trou
napadeipBnke Sev Ba TTpEmel va AngBEl eav ammopévouv Aiyotepeg amd 12 wpeg pExpl TNV eTTopevn oo, Mivakag 1: ZUVIOTWHEVES TPOTTOTIOIOEIS Soong
Tou CABOMETYX yia avemBUpnTeg evépyeieg AvemBopunTn Evépyeia kai OfoTnTa: AvemBipnTeg avnidpdoeig BaBpol 1 kai BabBpol 2 Tou eivan avekTeg
Kal eUkoAa avripeTwTiopeg TpoTtrotroinon Beparreiag: Asv amaireital ouviBwg Tpoaappoyr) 8oong. MpooBEoTe TTapoxr) UTIOCTNPIKTIKAG PPOVTIBAS oUN@WVa
He TiG evdeibeic. AvemBounTn Evépyeia kan OfuTnTa: AvemBupnTeg avnidpdosic BaBpol 2 Tou eivan pn avekTég kal dev elvar Suvard va auTIHETWITICTOUV [E
Helwan doang fi uTrooTnPIKTIK @povTida. Tpomroroinon Bepameiag: AiakoyTe T Beparieia £wg dTou n avemBUUNT aviidpacn amokaraaTabei oe Babud
=1.Mpoobiéate uTTOOTNPIKTIKA PEovTIda olUppwva pe TG evBeifeig. ECETAoTE To evBexOpEvo emavévaptng oe peiwpévn doorn. AvemBountn Evépyeia kai
OfuTnTa: AvemBupnTeg avmidpdoel (xTO¢ ammd KAIVIKA pn epyacTnpiakés avwpahieg) Tpomomoinon Bepameiag: AakdyTe T Bepareia éwg 6ToU N
avemBopnm avridpaon amokatactalel o Babud 1. MpoaBioTte utooTnpiknKn PPovTida olppuwva pe g evieifeg, EmravekkiviioTe oe peiwpévn Boorn.
AvemiBopnTn Evépyeia kal OfuTnTa: AvemBupnteg avmidpdoeig (ekTog ammd kKAVIKG pn epyaoTnplakég avwpalieg) Tpotrotroinon Bepameiag: AiakoyTe T
Beparreia. XopnyrjoTe karahAnAn iatpikr gpovtida. Edv n avemBopnm aviidpacn anmokaraotabei péxpr To Bubpd <1, emavekkiviioTe o€ peiwpévn doon. Edvn
avetnBopnT avridpacn dev eTnAUBEI, diakoyTe povipa Tn Beparreia. AvetriBupnTn Evépyeia kai OgutnTa: Augnoeig nramnkwy eviipwy yia aoBeveig pe RCC
Tou éAapav CABOMETYX ot ouvduaaud pe vifoAoupdutrr. Averm@upnn Evépyeia kair O§utnta: ALT rj AST > 3 popég ULN aAld = 10 gopég ULN ywpig
Tautoypovn oAk xoAepuBpivn 2 2 gopéc ULN Tpotromroinon 8epameiag: AakowTe 1o CABOMETYX kai 1 VIBoAoUpGTIN £wg 610U QUTEG O aveTBUPNTEG
evépyeieg uTroxwproouy ot BaBpé <1 H Bepatreia pe KOPTIKOOTEPOEIDH) PHTTOPET va EEETAOTEN Ediv UTTAPYE! UTTOWIa avTIBPACNg OXETICOHEVNG HE TO AVOTOTIONTIKG
ovoTnua (avarpégre arny MXMN mg viBoAoupduTng) Mmopei va emaveEeTaoTe eTiavekkivion He éva povo gappako i Siadoyikr eTavekkivnon kal Y 1a dUo
@dppaka HETA TNV avdppwor). Edv §exivijoeTe ek vEou pe T viBoAoupdpm, avarpé€re atnv MXM g viBohoupaprng. AvemBopnTn Evépyeia kal OfUTnTa:
ALT 1 AST > 10 @opég ULN ) > 3 popég ULN pe Tautdxpovr) oikr xohepuBpivn = 2 gpopég ULN Tpotromroinon Beparreiag: AiakdyTe opioTika 10 CABOMETYX
kal T viBoAoupapTn. H Bepameia pe KOPTIKOOTEPOEIGH PTTOPEI va EEETAOTEl £Gv UTTAPXE! UTTOwia avTiBpaong OXENIOPEVNG HE TO AVOOOTIOINTIKG oUOTNHA
(avarpégre atnv MXN g viBoAoupdptmg). Znueiwon: Or BaBpoi TogikéTnTag aupguwvolv pe Ta Koiva Kpitipia Opohoyiag Tou EBvikoU AvTiKapKivikoUd
lvonitodTou yia Avs'rneﬂpmsg Evépyeieg Exdoon 4.0 (NCI-CTCAE v4). Zuyxopnyouueva KEUTIKC Ovia Ta ouyxopnyoupeva rpcxppukzurlkd TipoiovTa
Trou gival loxupoi avagtoAeic Tou CYP3A4 Ba TTpETTel va XproiHoTIoIo0vTal He TIPOOOX( KAl I XpOVIa Xprion OUYX0pnyOUHEVWY QapPUAKEUTIKIV TTPOIOVTWY TIou
amoreAolv |cxupnu-; emmaywyeig Tou CYP3A4 Ba nipémel va unmpauvcml (BA. nc:puvpacpoug 4.4 kot 4.5), @a ipErel va peAeTnBEl n eTiAoyr evog s.quuKTlKou
OUYXOPMYOULEVOU QUPHAKEUTIKOU TIpoidvTog He kaBoAou i ehdyioTo Suvapikd va emdyel 1) va avaoTédhe 1o CYP3A4. Eidikol TAnBuapio] Agv
guviaTdTal eidIKr) TTpooappoyr Tng doong yia Tn Xprian Tng kaBolavriviBng ot nAikiwpévoug aoBeveig (2 65 £tn). PuAr Acv aTraireital Tipooappoyr Tng doong
HEe Bdon v eBvikotnTa (BA. Napdypago 5.2) Newpixr duaAeroupyla H kaBodavriviBn Tipémer va xopnyeital pe Tipoooxr] o€ aoBeveig PE fmna ) pETpIa VEQPIKD
duohemoupyia. H kapolaviiviBn Sev ouviataral yia xpron ot aoBeveic pe ooBapr) veppikry Suohemoupyid, KaBwg n ag@aieia Kal n amoteAeopankoTnTa dev
£xouv TEKpNprwBei oe autov Tov TTAnBuops. Harkr dudAsmoupyia Te aoBeveic pe fmia nramkr ducAeroupyia Sev amaiteital Trpocappoyr g doong,
Aedopévou 6m pévo Trepiopicpéva Sedopéva eival SiaBéoipa yia aoBeveic Pe pétpia nmarikr SucAemoupyia (Child Pugh B), Sev prropoly va So8olv cuoTdoeig
SoooAoyiag. Zuviotdral oTevr) TapakohoUBnon ¢ ouvohikric aopdAeiag oe autolg Toug aoBeveic (BA. Mapdypago 4.4 kai 5.2). Aev unidpyel KAvikn epTreipia
oe aoBeveig pe ooBapr) nianikn EquclToupyic: (Child Pugh C), otrore Sev ouviatdran nj xpRon meg Kcﬂe(awMBnc ot autolg Toug aoBeveic (BA. F'Ic:pdvpc@o
5.2). Kapdiakr dugAsiroupyia Ta aToixeia yia aoBeveig pe kapdiakr) SuoAemoupyia eival TIEpiopiopéva. Aev pTropolv va npcwparonomeouv eIBIKEG ouo-rucslg
Eoooa\ovlug MNadiarpikd¢ mAnBuouée H qotpm\:tu Kkai n amoreAeoparikornta g kaBolaviviBng oe Traidid nAikiag <18 ety Sev Exel akopa 15Kunp|w8£l Taemi
Tou TrapovTeg diabEaipa Esﬁopwa neplvpﬁcpowm arnv Tapdypago 5.2, ahAd Sev ptopel va yivel ouaTacn axeTIKG pe Tn dogoloyic. To
CABOMETYX mpoopifetal yia xprion amo 1o otopa, Ta Siokia Ba ipémer va kararivovral oAékAnpa kai va pnv Bpupparifovial. @a tipémel va doBolv odnyieg
aTOUC AOBEVEIG VO [NV TPLIVE TITTOTA yia TOUAGKIOTOV 2 Wpeg TipIv £w 1 wpa PeTd Tn Afjwn Tou CABOMETYX. 4.3 AvtevBeiteig YmepeuaioBnaia otn dpaomikn
ouoia ) o€ KaTolo armd Ta ékdoxa TTou avagépovial otV Tapdypago 6.1. 4.4 E1SIkéG TPOEIGOTTOINCEIG KAl TTPOQPUAGEEIS Katd T Xprion KaBwg ol
TEPIOOOTEPEG AVETBUUNTES EVEPYEIEG TIPOKUTITOUV VWPIG OTNV TIOPEIa TG Bepcrrrziug. 0 1aTpOG TIPETTEN Va agiohoyel oxoAaoTIKG Tov aoBevr arig TIPWTEG OKTW
€pdopddeg TG Bepareiag yia va Tpoadiopioel edv aTamolvTal TpoTToTiok|oElg TG Boang. AVETIBUUNTEG EVEPYEIEG TTOU YEVIKUIC £XOUV TIpLIPN ekdnAwor
nepl]\uuﬁavwv untaofeonaipia, utrokakiaipia, BpopBorevia, unépraon, ouvdpopo epuBpoduoaicBnaiag TTakauwy-TrEApdTwy (PPES), mpwreivoupia kal
vampwrspmu {fE) cupﬁcw'ra (|<0|Aicn<o a}\vog. tp?\:vuovn Ehswovovou GucKchoTnTu ﬁicrppma apemg) HMMJMMBM&V&M
f an BA. [ 4.2); e VEQPOKUTIAPIKG Kapkivwpa PETa aTrd
rrponvouuavn moxsuusvn Sepurr::a HE awsmxé sv&anAluKo auf,nnxo ‘rrapcn,'owu (VEGF) p:twoslg Kal éaamm:g me anqg Aoyw piag uvrrneuprrrns;
evépyeiag (AE) ouvéBnoav oto 59,8% kai 70%, avriatorxa, Twv acBevev Trou éhaBav kaBofavnivipn ot Baaikr) khivikr Sokipry (METEOR). AUo HEDOEIS TNG
Sooohoyiag xpedabnkav ato 19,3% Twv aoBeviv. O Siapecog Xpovog £wg TNV TpWTN peiwon g dooohoyiag frav 55 NuEREG, Kal Ewg TV TIPWTn diakoTT
Soaohoyiag fTav 38 nuépeg. Ze VEQPOKUTTAPIKG Kapkivwpia Xwpig Tponyolpevn Beparreia, peitaelg doang kal diakotrég g 66ong Tapampridnkav ato 46%
kai 73%, avrigToixa, Twv acBevwy mou EAaBav kaBolavrivipn atnv kAivikr Sokipry (CABOSUN). Orav n kafodavniviBn xopnyeital oe ouvduaoud e viBoAoupaur
OF TTPUWITNG-YPapNG TTPOXWPNUEVO VEQPOKUTIApPIKO Kapkivwua, peiwan g déong r Siakotm| Tng éang g kaBolavriviBng Adyw AE ouvéfn ot 54,1% kai
73,4% 1wv aoBevwyv otnv kAivikr dokiur (CA2099ER).AtrammiBnkav 600 peiwceig g doang a1o 9,4% Twv acBevwy. O pEcog Xpovog Ewg TNV TTPWTN peiwan
e déong frav 106 nuEpPES kal we TV TTpuwTndiakoTn g B6ong Arav 68 NuEpeg. 10 NTIATOKUTTAPIKG KapKiviwpa JETA amd TrponyoUdevn ouaTnuikn Bepatreia,
ol PEaEIG TG Boong kal ol diakotrég doang ouvéBnoav ato 62% kal 84%, avrioTola, Twv acBeviov Tou EAaBav kaBadavTiviBn otnv kAiviki Sokipr
(CELESTIAL). Ao pennoeig Séoewy amariénkav ato 33% Twv aoBeviov. O didpecog xpovog PEXPI TN peiworn TG TipwTng Soong frav 38 npépeg kal PEXP!




Tnv SiakoTm Tng TpwTn doang fiTav 28 nuépeg. ZuvioTdral oTevoTepn TTapakohoUBnon ot acBeveic pe fima ) pétpia nraTikr SucAemoupyia. Zro SiapopoTroinpévo
Kapkivwpa Tou BupeoeiBouc, ol pHeEwoEIg Trg doong kai o1 SiakoTrég g ddong ouvéBnoav oto 56% ka1 72%, avTioToixa, Twy acBeviwv Trou EAaBav kaBolavnvifin
atnv kAvikr) Sokipr (COSMIC-311). Ato peiwoelg dooewy amrammBnrav o1o 22% Twy aoBevioy, O BIPETOG XPOVOG PEXPI TN HEILIOT TG TIPWTNG BOTTG ATAV
57 nuépeg kan péxp! T rakoTri G TTpWwIng doong fitav 30 nuépeg. Hirarorofikétnra Mn @uOIoAoyIKEG TIHEG OTIC EEETAGEIS TG NTTATIKAG AeToupyiag (algnon
NG apvoTpavopepdang g ahavivng [ALT], Tng aoraprikig apivotpavogepdong [AST] kai g xoAepuBpivng) Traparnpriénkav ouyvd ot aoBeveic Trou EAapav
Beparreia pe kaPolavniviBn. Zuviotartal n dieaywyn efeTacewv narikrg Aermoupyiag (ALT, AST kai xoAepuBpivng) Tpiv amé v évapén tng Beparreiag pe
kaBolavrvifn kai n TpoaekTIkn TTapakohoUBnon kata T didpkeia Tng Bepameiag. MNa aoBeveic pe emdeivwon Twy efeTdocwy TG NTATIKAG AsiToupyiag Tou
Bewpolvial oxendopeveg pe ) Beparteia pe kafolavnivin (SnA, érmou dev eival epgaviig kapia evaliakTikn aimia), Ba pémer va akohouBolvial ol cupBoulé
TpoToTToinang g ddang otov Mivaka 1 (BA. Tapaypagpo 4.2). Otav n kaBodavnvin xopnyeital ot ouvduaoud pe viBoAoupdpTn, Exouv avagepBei ouxvotepa
BaBpou 3 kai 4 augfjoeig ALT kai AST oe oxéon pe Tn povoBepareia pe kaBolavmviBn ot aoBeveig e rpoxwpnpévo RCC (BA. Napdypago 4.8). Ta nmamkd
Eviupa TpEmel va TapakohouBolvTal Tipiv aTo v évapén kai Teplodika kard T didpkeia Tng Bepameiag. Mpéme va akohouBoulvtal o odnyieg 1ATPIKAG
diaxeipiong kai yia 1a dlo @dppaka (BA. Mapdypago 4.2 kar avarpette atnv MXMN yia T viBoAoupdaptn). H kaBodaviiviBn amofdiieral kupiwg péow g
nraTikrg odoU. ZuvigTdTa oTEVOTEPN TrapakoAouBnan ¢ ouvolikrc aopdAeiag ot aoBeveig Le fimna ) ETpia nTaTikr ducAemoupyia (BAETE eTriong TTapdypapo
4.2 ka1 5.2). Mia uypnAdTtepn oxeTikr) avahoyia acBeviv pe pETpia nriatikr) dugAeroupyia (Child-Pugh B) epgavioe narikr eykepaiomdabeia pe 1r) Beparreia pe
kaBodavrvipn. H kafodavniviBn Sev ouviotdral yia xprion ot aoBeveig pe oofapr) nrarkr duoAeitoupyia (Child-Pugh C,BA. Mapdypago 4.2). Hiankn
eyke@aorabeia Etn pehérn HCC (CELESTIAL), n nmatiki eyke@ahoTidBeia ava@épbnke ouxvatepa oty opdda kaodavTiviBng armé auTi) Tou eIKOVIKOU
pappdkou. H Kqﬁo(uwwiﬁn éxa OUOXETIOTET P BiGppoIa, EPETO, PEIWPEVT] 6ps?,r1 ko Siarapayig nAekTpoAuTwy. Ze acBeveig pe HCC pe etmpeaopévn I'|TIClTIKf}
Aermoupyia, QUTES of Un NTTATIKES EMBPAOEIC PTTOPE va eival TIAPAYOVTES ETHOTTEUONG Yia TNV EEENEN ¢ NTaTikic eykegahomrdBeiag. Or acBeveig Tpémel va
TapakoAouBolvTal yio GNpEIa Kal CUPTITLRATA NTTATIKAG EyKEpaAoTTaBeiag. MQMM ZoBapég E Biarprioeig kai auplyyia, PEPIKES QOPEC pE
Hoipaia ékPaar), Exouv TraparnpnBei pe mv kaBolavriviBn. O aoBeveig Tou £xouv @Aeypovwdn voco Tou eviEpou (T1.X. vooo Tou Crohn, eAkwdn koAinda,
TEPITOVITIDA, EKKOATIWHATIMSA 1) okwANKoedinda), Exouv SiBnon Tou dykou ot ME 066 1 Tapouciadouy ETITTAOKEG aTTd TIPONYOUHEVN XEIPOUPYIK ETTENBaTN
TOU YUOTPEVTEPIKOU ouaTpaTog (BiaiTepa 6Tav oxeTi(eTal pe kaBuaTepnuévn 1 atehr emoldAwan) Ba TpéTer va afiohoynBolv TTpodekTIkG TIpIv apyicouv T
Beparreia pe kaBolavmviBn kai, oTn ouvexela, Ba TiRETE va TTapakoAouBolvial oTeVa Yid oUPTITWHATA SIOTPATEWY KAl GUPIYYiWY, UPTIEPIAGUBavOpEVV Twy
rrrroo-rnpc'nmv Kal T ofyn. Emigovn i eﬁavcptpuw(épzw] Bdidppoia oTn didpkeia NG Beparieiag Pmopel va eiva 'rrﬂpdvowug Kivdlvou yia mv avaruén
TPWKTIKOU ouplyyiou. H kaBolavriviBn mpéel va SiakdmTeral oe aoBeveig Trou epgavifjouv SiGTPNON TOU YaOTPEVTEPIKOU OUTTAHATOG ) CUPIYYIO TTou B&v
umopei va avnipetwmatel enapka. [aotpeviepikéc (TE) diarapaxég H diappoia, n vouncxfapsmg n Hewpévn Opegn Kal n otoparinda/otoparnké aAyog frav
HepIKEG amd Ta MO ouyva uvutpr.pﬂmu gupBavia Tou vnmpswzpmou (BA. mapaypago 4.8). Apcon larpik diaxeipion, cupmepihapBavopévng mg
UTTOOTNPIKTIKAG @POVTIOUG pE QVTIEPETIKG, avTidlappoikd 1) avniofiva, TTPETE! va epappodBe yia Tnv TTpoAnyn TG apuddTwong, Twv SaTapaywy Twy
NAEKTROAUTWV Kal TNG aTiwAeiag Bapoug. H Siakotm f peiwan Tng 6ong, 1 n poviun diakorn Tng Xoprynong xapolaviivipng Oa mpéme va AapBaverar utrdyn
ot TiEpiTTwon swipovwv 1 ETavaAapBavOpEVIWY GNPAVTIKWY YAOTPEVIERIKWY avemBUpnTwy evepyeiwv (BA. Mivaka 1). emuﬁosuﬁomm gupBdvra Me mv
kaBodavrivin, Exouv TapatnpnBei oupBdvia gAefikig BpopBoeppforg, oupTrepihapBavopévwy oupBdviwy TIveupovikig ePBOANG Kal apTnpiakng
Bpouﬁospﬁm\ng HEpIKES q>op£g Bavarngopa. H kaBolavmviBn TTPETTEN va XpnoIHOTTIOIEITal PE TTPOCOXT} OF aoBEVEIS TTou TTapoudidlouy KivBuvo 1 Trou zxouv
10TOPIKG QUTWY Twv Evepyeltv. Zm) peiérn HCC (CELESTIAL), maparnpriBnke mrukaia @Aefikn Bpoppwon pe kaBolavrivifn, ouptrepiAapBavopévou evog
Bavarngeopou oupBdvrog, AcBeveig pe 10Topikd TuAdiag @AeBikic BiInBnong gdvnke va diatpéxouv peyahltepo kivbuvo avamruéng Trulaiag @AeBikrg
Bpoppwong.H kapolavriviBn Ba Tpémer va Siakomei oe aoBevei TTou avamTigoouy ofl éugpaypa Tou puokapdiou 1) oTroladATTOTE AAAN KNIVIKG OmHavTIK
BpopPoepBoAikry emnhokn]. Apoppayia Me v kaPBolaviviBn éxel TapatnpnBei coPapr aipoppayia pepikég popig Bavatngopa. O1 acBeveig TTou Exouv
IaTopiKG coPapt|c aipoppayiag Tipiv até Tnv évapén Tng Bepareiag Ba rpéTrel va aflohoyouvTal TIPOTEKTIKG TTpIv atrd Tnv évapén Tng Bepameiag Pe kaBolavmvipn.
H kaBodaviviBn Sev rpéTTel va xopnynBei ot acBeveic Trou Exouv i diatpéxouv kiviuvo yia coBapr] aigoppayia, Zn peAém HCC (CELESTIAL), avapépBnkay
Bavarngopa aipoppayikd auppdavta gt uwnAoTepn ouxvoTnta pe kaBolavnviBn armod To eikovikd @dppako. O Tapayovteg KivBUvou TrpodidBeong yia coBapr
aipgoppayia aTov TANBUOHG pe Trpoxwpnuéve HCC ptropei va repihapBdvouv v Sinon ama Tov 6yko Twy KUPIWY aIoQOopwy ayyeiwy Kal Ty TTapoudia
UTTOKEIHEVNS Kippuam g Tou r']mrrog TTOU £XEl wg arro‘rt':l\ccpa n Snpioupyia o;ootpaymd.\v KIpowv, TruAaiag utrépTaong Kai BpopBom_viag. H pehérn CELESTIAL
amékAelos aoBEVEIC e TAUTAXpOVI VTITIMKTIKA aywyr] f avTiaipoTieTakiakoug rapdyovies. AoBeveic Trou Sev AdpBavav Beparreia 1j pe eAAmr Bepareia, yia
Kipoolg We aipoppayia r e uynAd Kivbuvo mpoppavlqu efaipéBnkay emiong amd Tn peAétn aur. H peAérn Tng kapolavmiviBng o3 ouvbuagps pe m
VIBDJ\OUUCIU‘ITH oe poxwpnpéve RCC mpuing ypapprg (CAZDEQER) QATTEKAEICE QOBEVEIG JE awmnknm o€ BepatreuTikég BOOEIG,

i H xprion avaotohéwv g VEGF 080l ot aoBeveic e 1} xwpig uTrépTaon piropel va Tmpodyer Tov OXNUATIONG aveupuopATwY 1 / Kal apTnpiakwy
Baxwpiopwy, O kivduvog autdg TTPETTEN va AapBAVETAl TIPOOEKTIKG UTTOWN TTPIV amid Tnv Evapén Tng Beparteiag pe kaolavnvin oe aoBeveig Trou Trapouaialouv
TIapAyovTe KivBUvou GTTwG UTTEpTaON 1 IoTopIkG aveupucparos. @pouBotrevia Zin perémn HCC (CELESTIAL) kai ot peAétn DTC (COSMIC-311), avagépbnke
BpopPotevia kar perwpéva aipoTeTdha, Ta emmeda aipoTreTaAiwy TTPETTE! va TTapakohouBodvial katd 1 Sidpkeia Tng Beparreiog pe kaBolavnvifn kai n doon
va TpoToTroleiTal avahoya pe Tn coBapdtnta Tng BpopBomeviag (BA. Mivaka 1). EmmAokég Tpaupdtwy Me Tnv kaBodavriviBn éxouv TaparnpnBei emTAokég
Tpaupdrwy. H Bepameia pe kaBolaviiviBn Ba mpémer va diakotel TouAdyioTov 2B nuEPEG TIPIV ATIO TNV TIPOYPAUUATIOPEVN XEIPOUPYIK ETTEBaon,
oupTrepiAapBavopévng Tng odoVTIaTPIKIG XEIPOUPYIKAG ETTEPRAONG 1 Twy ETEPRATIKWY oSoVTIATPIKWY TIapepPaoEwy, v eivar duvard. H amdpaon va
ouveyioTei n Beparreia pe KaBolaviviBn HeTa Tn Xeipoupyikr| eEpBaon) Ba TrpéTTel va BaoioTei oTnyv KMVIKI) Kpion yia Tnv eTTapkr £TToUAworn Tou Tpatparog. H
kaBolavmivipn a Tipéel va SiakoTiel ot aoBeveig Pe eTTITAOKEG ETTOUAWONG TpaUpaTog TTou aTramoly IaTpikr) Tapéppaon. Ymépraon Me v kaPolavTiviBn £xel
Traparnpn@ei utrépraon, cupTiepiAapBavopivng TG UTTERTACIKNS kpiong. H aprnpiakr) Tiiean mpére va eAéyxetal kahd rpiv amd Tny évapén g kaofaviving.
Kard m Sidpkeia mg Bepareiag pe kafolavtiviBn dAol ol aoBeveic Sa rpémel va rapakoAouBolvTal yia UTIEPTACT) Kal va avTIHETWITICOVTaI, GTTWG aTTaIteTal, pe
TUTTIKF] avTIUTIEPTAOIKS| Beparreia. ZInv WEPITITWON EUHOVNG UTIEPTAONG TrapoT yiveral xprion aviiuTreptacikwy, n kaBolavriviBn Ba mpémer va SiakoTrei, £wg
orou eheyxBei n apmpiakn Triean: karémv n kaBolavTiviBn putropei va cuvexioTel g peiwpévn doarn. H kaBodavmiviBn Ba mpémer va SiakoTie edv n utrépTacn
eival coPapr} Kai eTTipovn TTapd TNy aviuTTEPTaoik Bepartreia Kal T Heiwon d6ong Mg kaBolaviiviBng. Ze TEPITITWON UTTEPTACIKAS Kpiong, n kaBolavnviBn
Tpémel va Biakotrel. OoTeovikpwon Exouv mapatnpnBei TrepioTatikd ooTeovékpwaong Tng yvaBou (ONIM) pe mv kaBolavtivifn. @a mpéme va SiefayBei
oTopaTK egETaon Tpiv amo v évapén g kaBolavivipng kai epiodika kata Tn didpkeia TG Bepareiag pe kaBolavmiviBn. O1 acBeveic Ba Tpétral va
evnuepwBolv Goov agopd TIC TIPAKTIKEG aTopaTikig uyienvric. H Bepameia pe kafofavmiviBn Ba Trpémel va avaaTalel TouAdyioTov 28 nuépeg TrpIv atmd v
TTpOYpappanopévn odovTiaTpiKr XeIpoupyikn eépBacn i Tig emepBarikéc odovriaTpikég TTapepBaoelg, edv ival Suvard. Anarmeitan ipoooyn ot aoBeveig Tiou
AapBdvouv pdpuaka Trou axetidovtal pe Ty ONF, ommwg dipwaogovikd. H kaBolavniviBn Ba mpéme va diaxéTrreral ot aoeveic Tou epgavifouv ONI.

guﬁgoﬁucﬂlaﬂnclag nahapwy-reApdrwy Me v kaBolavrivin £xer mapatmpnBei otvBpopo epubpoducaictnoiag TaAapwy-eAudiwy (PPES). Orav 1o
PPES eivar ooPapo, Ba Tipéme va AngBei urown ) Siakorrr g Beparreiag pie kapolavnivin. Mpérmer va yive gava Evupﬁn g kaBolavTiviBng He XapnAGTepn
oo érav 1o PPES emiAuBei oe BaBpé 1. Npwreivoupia Me v kaBolavniviBn éxer nupumpqasiwpmmvouplu Hmpwreivn oUpwv Ba Tpérmel va TrapakohouBeital
TakTka Katd T Bepareia pe kaBofavTiviBn. H kafolavTiviBn Ba TrpéTre va SiakoTrei ot aoBeveic Trou avamTiogouy VEQPwaikéd olvSpopo. Z0vdpoyo otricBiag
avaoTpéyiung evkegahotraBeiag Exer maparnpnei oivdpopo omioiag avaoTtpéyipng eykepahomradeiag (PRES) pe v kaBofavriviBn. Autd To olvdpopo Ba
Tpémrer va efeTdleTal o€ kdBe aoBevr) TTou eppavidel TTOAATTAG oupTTwpaTa, 6TTwg aTTaopoUg, TTovokepahoug, oTmkEG Biarapayég, olyxuar 1 aAhoiwpévn
vonikr Aeiroupyia. H Bepameia pe kaBodaviviBn Ba mpéTel va Siakdmeral o aoBeveic pe PRES. Emunkuvan tou diaotrparog QT H kaBolaviivifn Ba mpérmer
va XpnolpoToieital pe pogoyr| of aoBeveig e 10TopIKG TTapdracng Tou diaotpatog QT, ot aoBeveig Trou AapBdvouy aviappuBpikd, rj ot aoBeveig pe OXETIKN
TipolTdpyouoa kapdlakr vooo, Bpadukapdia, fj diatapayéc nAekTpoAutiv. Otav Ypnoidotroleital n kaBodaviiviBn, Ba Tipémel va e€eTddeTal n Trepiodikr
TrapakohoUBnon kard T Sidpkea TG Bepamreiag Tou HKI kar Twv nAextpolutwv (aoféaTio, kdhio kai payvrigio opou). Aughermoupyia Tou Bupeoeibolg
Zuviotdral Baoikn] epyactnpiak pérpnon g Aermoupyiag Tou Bupeoeidolc o Ghoug Toug aoBeveic. AoBeveic pe Trpolmdpyov umoBupeoeidioud f
utrepBupeoceBiopé Ba TPETTEl va avmipeTwTiovTal aUp@wva HE T ouvriBn aTpikr TTpakTikn Tpiv amd v évaptn g Bepareiag Pe kaBolavrivipn. OAol o
aoBeveig TIpETEl va TTapakoAouBoUvTal aTEVA yid onpeia ko cupgTTwpaTa duchemoupyiag Tou Bupeoeidolg katda T Sidpkeia g Beparreiag He kafolavivifn.
H Aermoupyia Tou Bupeoeidolg Ba TTpémel va TTapakoAouBeital TTepiodikd kab' 6An T Siapkeia TG BepaTreiag pe kaBodavmivipn. Or aoBeveig TTou avaTTTiooouy
Suchemoupyia Tou Bupeoeidolg Ba TpETTel va avipeTwTTifovial cu@uva He T ouvien 1aTpiki TTPakTIKl. Mn QUOICAOYIKES TIHEC BIOXNUIKWV EpYETTNOIOKWY
eerdoewv H kapolaviviBn £xel CUCKETIOTE! pE QuUENPEVN CUXVOTNTA EUPAVIONS JN PUOIOAOYIKWY TIHGV NAEKTPOAUTWV (CUTTEPIAQUBAVONEVNG TNE UTTO- Kal TG
uTrepkaAiqipiag, TNg uTropayvrnolaipiag, g utragBeaTiaipiag, Tng utrovarpiaigiag). Me v kaBolavriviBn £xel TraparnpnBei utraoBeoTiapia o uwnAGTEPN
auyvernta kai/ 1 au§npévn coPfapétnra (ouptrepiAapBavopévioy BaBpol 3 kai 4) ot aoBeveig pe kapkivo Tou Bupeoeidols ot alykpion pe acBeveig pe dAhoug
Kapkivoug. ZuvioTdTal n TrapakohoUBnon Twv Bioxnuikwy TrapapéTpwy katd tn didpkeia g Bepareiag pe kaBoldavmiviBn kal n eigaywyr KatdAAnAng Bepareiag
QVTIKATAOTaonNG oUP@WYa PE TNV KABIEpWEVN KAIVIKR TIpakTIK, Edv atrateital. Mepmmwoeis namikng eykepahomdBeliag ot aoBeveic pe HCC propei va
amodoBoiv aTnv avamtugn nAekTpoAuTikwy diatapaywy. H Siakot 1j n peiwon g ddang i n oplaTiki diakoTTr) g Xopnynang kaBolavivipng Ba TipéTrel va
eEetadeTan o€ TepiTITWOon emipovwy i emavaAapBavopevwy onpavtikwy diatapaxwy (BA. Mivaka 1). Emaywyeic kai avaoToheic CYP3A4 H kaBofavrivipn eival
umreaTpwipa CYP3A4. H ouyyopriynon kaodaviviBng pe tov 1oxupd avactodéa CYP3A4, Tnv ketokovalohn, ixe we amotéheopa pia atgnon mg ékBeang
kaBolavrivipng oto Thdopa. Amaiteitan TTpocoxn katd Tn ¥opriynon kapolavmvipng pe gdppaka Trou eival ioxupoi avaaTtoieic CYP3A4. H guyyopriynon
kaBodavnviBng pe Tov Ioxupo erraywyia CYP3A4, T pipapTrikivn, EiYE wg amoTEAsopa pia peiwan Tng ékBeong kaodaviiviBng oo TTAGoHa. Zuverwg, TTPETTE!
va amegeuxbEei n xpdvia xopriynon Twv gappdkwy Tou eivarl ioxupoi emaywyeic CYP3A4 pe v kaBolavmiviBn (BA. mapaypdgpoug 4.2 kai 4.5). Yrootpwpaia




P-yAukompwreivng H kapodavrivipn fitav évag avaoTtoléag (ICW =7,0 uM), aAhd oy umboTpwH, Twv SpaoTnpioTiTwY HeTapopds P-yAukompwreivng (P-gp) ot
BikareuBuvTikd ouaTnua Tpoodiopiopol xpnoiporoiwviag kuttapa MDCK-MDR1. Zuverwg n kaBofavnviBn ptiopei va €xel v ikavommra va aufdver Tig
OUYKEVTPWOEIG TUYXOPNYOUHEVIWV UTTOOTpWwATWY P-gp oto Adopa. O aoBeveic Ba Tpémel va TpoeidoroinBolv doov agopd T Arfjyn umoaTpwpatog P-gp
(11X @etopevadivn, ahiokipévn, apTrpioevTdvr, eTegilikr) daBiyarpavr), Siyogivn, koAyikivn, papapipékn, mooakovalohn, pavohadivn, oagayArTrivn, omayATTive,
Tahivohohn, ToABarrrdvn) evid AapBdvouv kaBolavtiviBn (BA. Trapdypago 4.5). Avaogrohsic MRP2 H xopriynon avaotohéwv MRP2 prropei va odnynoel ot
QuENOEIG TWV CUYKEVIpWOEWY Tng kaBolaviiviBng oto TAdopa. Emopévig, n tautdxpovn ¥prion avactoAéwv MRP2 (m.). kukhooTropivr, egaBipevdn,
epTpiomapivn) Ba TpéTel va pooeyyileTal pe TTpoooxr (BA. Tapdypago 4.5). Exdoyo Aakrddn AcBeveig pe amravia khnpovopikd TrpopAfpata Suoavegiag om)
yahaktodn, ohik) averdpkeia AaKTdong 1) He duoaropponorn YAUKO(nc-yahaktolng dev TIPETTE! va TIAPOUV auTo TO QAPUAKEUTIKO Tipoidv. NdTpio Autd To
QApPAKEUTIKG TIpoidv TIEPIEXEI AiydTEpO amd 1 mmol varpiou (23 mg) ava diokio, dnAadr ouciacTikd eival «eAeUBepo vatpious. 4.8 AVETIBUPNTES EVEPYEIES
KapBodavnivifn w¢ povoBeparreia Mepinwn Tou Tpogi aoedieiag O1 o ouxvig gopapéc avemBUpNTES evépyeleg oTov TTANBuapé RCC (21% ouyvotnta) eival
7o Kothlakd GAyog, n Biappoia, n vautia, n uTiEpTaon, n epBoAn, n utrovarpiaipia, n TVEUPovikn EPBoAR, 0 EPeTog, N aguddtwarn, n koTwan, n efaaBévion, n
Heiwpévn Opegn, n ev Tw BdBel pAefikr] BpduPwan, n (@An, n uttopayvnolaiia kai To alvdpopo epuBpoducaicBnoiag TTaAapwy-TreApdrwy (PPES). O1 o
ouxvég avemBiunTeg evépyeleg oTrolaadritote ouxvotnTag (Trou epgavifovtal oe Touhdyiotov 25% Twv aoBeviv) atov TANBuopd RCC mepidapBavay
diappoia, KOTIwar), vautia, Peiwpévn opegn, PPES, utiépraon, peiwpivo Bapag, Epcto, duoyeuoia, duokoihioTnra kKar augnuévn AST. YTrépraon TraparnpriBnke
o ouyva otov mAnBuopé pe RCC xwpic ponyoupevn Bepareia (67%) ot ouykpion pe aoBeveic pe RCC PETd amd Tponyoupevn OTOXEUPEVT Bepareia pe
VEGF (37%). O1 mo ouxvéc oofapéc avemBupnTeS evépyeieg oTov TTAnBuopd Tou HCC (2 1% ouyvotnTa) sivan n nTramkn eykegalomdBeia, n e§aobévian, n
komwon, 1o PPES, n Sidppoia, n umovarpiaipia, o EUEToG, 1o Kotkiakd dAyog kal n BpopBormevia. O1 Mo ouyvég avetnBUpnTeg avridpaoei oTToloudnTIoTE
BaBuou (mou nupouclémnkuv o€ TouhdyioTov 25% Twv agBeviv) otov TAnBuoud HCC mrepiAdppavay ﬁldppom:. peiwpévn 6pegn, PPES, kémwan, vautia
uTéptaaon kai £eTo. O1 o guxveg ooﬁupeg QvemBUuNTEG evapvswg arov TAnBuopo DTC (21% emimmwon) eival n Sidppoia, ) TIVEUHOVIKT aquAn n &voTvoa,
n &v Tw BaBel @AePikr} Bpoppwan, n uépracn kai n utracBecTiaipia. O1 mio OUXVEG ctvsrneupq‘rr:g evépyeieg omoioudrote BaBpol (TTou epgavioe TouAdyioTov
70 25% Twv aoBevav) otov TAnBuope DTC YTEpIE.M}lpBCIVuV Siappoia, PPES, uttépraon kai kéTrwon. AvemBounTeg evépyeiec ot popn Trivaka O1 avemBupnTeg
EVEPYEIEG TTOU avapEPBnKav aTo OUYKEVTPWTIKG alvoho dedopéviv yia aaBeveig ou EAapav povoBepareia kaBofavvifng yia RCC, HCC kai DTC (n=1043)
i avagépBnkav pe 1 xpron kapodavniviBng petd tnv kukhogopia Tng avapépovial otov Mivaka 2, O avemBUPnTES EVEPYEIEC TTAPATIBEVTAI OUPGQWYA HE TNV
Kumyopiu opydvou Uumr'\pcnog Kai T auxvérnm kard MedDRA. O1 cuxvémn:q Bcoiﬁovrm ae dhoug Toug Babpoug kar opifovtal we e§r¢: TTOAD gUXVES {211‘10).
cruxvcg (21/100 ¢ £wg <1/10) oy1 guxvég (21/1.000 Ewg <1/100), pn yvwoTég (dev urropouvvu exTIpNBoUV pe Baon Ta diaBéoipa Gsﬁoucvu) Evrog kaBe katnyopiag
OUXVETOTAG EQPAVIONG, O QVETTIBUUNTEG EVEDYEIES Trc:pcmaawcu Katd <p6|vuuocx aeipd coapoTnTag. MNivakag 2: Avmlﬂuun'reg :v:pv:tsg papudKou (ADRS)
TTou £XouV ava@epBEi oe KAIVIKEG HEAETEG n OE XpIjon HETA TNV KUKAO@oOpia o uaeevug Tou Adppavav BEp(ﬂTEId HE xupo(t:nrrwlpr] wg HovoBepareia.
Aopwéelg kal TTapaoImwoelg Zuxvés: amdomua. Alatapayég Tou aipoTronTikoU Kal Tou Aepgikod ouoTtriparog MoAb ouyvég: avapia, BpopBorevia,
Zuyvég: oudetepotrevia, Aepgotrevia. AlaTapayEg Tou evBoKpivikoU ouaTriparog Mokl ouyvig: urroBupeoadiopog”. Alatapaxég Tou HeTaBoAioHoU Kal TG
8péyng Mohu ouyvéc: peiwptvn Opetn, uTopayvnoiapia, uTiokakaipia, umoahBoupivaipia Zuxvec: apuddrwon, uToguogaTaipia, uTiovaTpialpid,
uTTaoBECTICNYia, UTrEpKaAaipia, UTrprc:\EpUBprdluiﬂ umpw\umnulcx unov.\umlplu Alarapayég Tou VEUPIKOU cuc‘rﬂuu‘rog MoAL ouyvic: 6uc'vsuclc|
kepakahyia, ZaAn Zuxveg: TEpIPepIKT veupotraBeia® Oy ouxveig aTIac|iol, ayyelakd eykepahiko eTeioddio Mn yvwoTéc: ouvdpopo oTioBiag avacTpéyipng
eykepaomadeiag Almupuxtg Tou wrdg Kal Tou AaPupivBou Zuyveg epPoég Kupﬁlaxsg Siarapayés Mn mesg sptppm,'pu puokapdiou AyYEIOKES
Elumpﬂxcg MoAU ouxvéc: UTIEpTGUr]. aipoppayia™ Zuxvee: pAeBikr BpopBwons, apmpiakn BpdpBwan Mn yvwaTéc: aveuplopara kal apmpiakoi Siaywpiopol
'Oy ouxVE:G UTTEPTUOIKY prm AlaTOpayES TOU aVATTVEUOTIKOU msa'mpmog, Tou Bwpaka Kai Tou pwoewpuxtou MoAU ouyvég: duopuwvia, dloTTvola,
Brixag Zuxvég: Trveupovikr] epfoin AlaTapayég Tou yaoTpevTepikoU MoAd ouyvig: Siappoia®, vautia, Epetog, otoparinda, SuokoMoTnTa, KOIAIaKS dAyog,
duotreyia Zuyvég: yaoTpeviepikry SidTpnon®, Taykpearinda, ouplyyio®, yagTpooicogayikr nuAlvﬁpépqan, aipoppaideg oTopatikd dlyog, EnpooTopia,
Bduogayia, y\woooduvia AlarapayEg Tou RTITaTog Kal Twv XoAn@opwy Zuxvéc: nmarkr eykepalomdabea® Oy ouxveg: ohootarkn nrarinda Alatapayég
Tou SEpparog Kail Tou utrodopiou 1oTou Mol cuyvés alvdpopo epubpoducaictnoiag Trahapwy-eApdTwy (PPES), egdvBnua Zuxvig: kvnopog, ahwTrekia,
Enpodepyia, depparinda uTtrd pop@ akprig, alayr] XpwWHateg HaAAY, UTTEpKepATWan, epuBnua AlaTapay£g TOU HUOOKEAETIKOU CUOTIHATOS Kal TOU
ouvBETIKOU 10TOU MoAU oUXVEG: TTGVOG OTa dKpa ZUXVEG: puikoi aTracpoi, apBpalyia Oy ouxvEeS: ooTEOVEKPWAT) TG yvdBou AlaTapayEg TWV VEQPUWV Kal
TWV OUPOPOPWY OBWV ZuxVviG: Tipwreivoupia MEVIKEG BlaTapayEéG Kal KATAOTAOEIS TG obold Xopnynong MoAd ouxvég: KOTIWaT, QAEYHOVI] TwV
BAevvoyovwy, e§aoBévior, Trepipepiko oidnua MNapakAivikég eeTaoeig® Mol ouyveg: pewpévo Bapog, aufnuéva ALT opol, augnuévn AST Zuyvég: ALP opol
aufnuévn, auénuévn GGT, auénpévn kpeamvivn aipatog , auénuévn apuddon, auénpévn Amrdon , auénuévn xoAnoTtepoAn diparog, augnuéva TpIYAUKERISIa
aiparog Kakwoeig, SnAnTnpidoeig Kal ETITTAOKEG BEPUTTEUTIKWY XEIPICHWY ZuyVEG: ETTITTAOKES TpalpaTog® * BAETE evotnTa 4.8 Mepiypagr] Twy ETTIAEYHEVIWVY
QAVETBUPNTWY EVEPYEIWV YIa TIEPAITEPL XUPAKTNPIOWO.? ZUPTIEPIAQHBAVOREVNG TG TIOAUVEUPOTIGBEIRG. 1 TIEPIPEPIKI) VEUPOTIGBEIT Eival Kupiwg aloBnTnpiakn
b ZupmrepiAapBavopévng NG ETHOTAENG WG TG TTI0 TUXVA avapepopevne avemBupnmg evépyeiag © Aeg o1 pAeBikEC BpouBwoeig, oupTrepIAapBavopEvng TnG v
Tw BdBer pAeBikrg BpopPwong © Me Baon i avagepBeioeg avernBUPNTES evépyeleg * Aiatapaypévr eTToUAwWON, ETITTAOKT OTO OnyEiw Toprg kai SidaTracn Tou
Tpatuarog H kaBolavnvifn oe ouvduaapo e viBoAoupauiTn oe mpuwine-ypauns mpoxwpenueve RCC Mepinyn Tou Tipogi acgahsiag Otav n kaBolavmivipn
Xopnyeital oe ouvduaopé pe vifoAoupdun, avarpégie oty MXMN g viBoAoupaurmg Tipiv améd v évapén mg Bepareiag, MNa epioodiepeg TAnpogopieg
OYETIKG pe To TTpogiA acpdAsiag TG povoBeparieiag pe viBoAoupdapTm, avarpégte atnyv MXM e viBohoupdutmng. Zro alvolo dedopéviwv Tng kaBolavTivifng
40 mg pia @opa TV nuépa oe guvduaapd pe viBoAoupdutn 240 mg kabe o efdopddeg ato RCC (n =320), pe eAdyiom Trepiodo TrapakohotBnang 16pnviy,
ol Mo ouxvig ooPapég avemBUUNTES EVEPYEIES (2 1% emiTwon) frav didppoia, Tiveupovimda, Tiveupovikn epPohr, Tiveupovia, uttovarpiaipia, Trupetia,
QAVETIAPKEIA TwV ETIVEQPIDIWY, EueTog, aguddrwaon. Of o auxveg avermBUNNTEC evEpyeies (2 25%) frav didppoia, koTwon, ouvpopo epuBpoducaioBnaiag
TIAAGPOV-TIEAPATWY, o'ropu‘rinﬁcx. HUOTKEAETIKOG TTOVOG, UTrEpTaar), efavBnpa, utoBupeoeiBiopdg, pigiwan Gpegng, vauTia, KoIAake dAyog. H mheiovemTa Twv
avemBOuNTWV EVEPYEKLV fitav (TTeg Ewg péTpiec (Babuog 1 1 2). Mivakac avemBupuntwy Evipxslwv O avemBUpNTEG EVEPYEIEG TTOU EVIOTHIOTIKAY OTNV KAVIKF
peAET e kaolavving oe ouvBuaopd pe viohoupdpTn avagépovial oTov Mivaka 3, cUP@LVA HE TNV KATNyopia opyavou auaTrUarog Kai Tr GUXVOTTa
kard MedDRA. O cuxvomu:g Bucntovral ot dAoug Toug Babpolg kai opiovTal we £E€ig: TTOAU aguyveg (21/10), cruxch (>1f100 fwg <1/ 10) Oy ouxveg (21/1.000
£wg <1/100), un yvwortig (Sev pmopolv va ekmipunBolv pe Bdon 1a diaBéoipa dedopéva). Eviog kdbe katnyopiag ouxvotntag EPPAviong, ol avemnBuunTeg
evépyeleg Taparifevial kard @Bivouoca ceipd coBapdtnrag. Mivakag 3: AvemBOpnTeg evépyeieg pe kaBodavmvin oe ouvBuaopd pe viBoAoupduTn
NoIpEEIS Kal TTapaoImwoEelg MoAl ouxves: AoipwEn Tou aviuTEPOU avaTTVEUOTIKOU OUCTAPATOG ZUXVEG: TIVEUpOVia AlaTapayEg TOU aiJoTToINTIKOU Kai Tou
Aepgikol cuoThparog Zuxvéig: nuwovogidia AlaTapayfG Tou avooomomTikoU ouoThparog Zuyvég: umepeuaioBnoia (oupmepihapBavopivng Tng
avaguAakTikrg avtidpaong) Oxi auxves: oxeni{opevn HE TNV Eyxuon avridpaon umepeuaioBnoiog AlaTapayég Tou eEvBOKPIVIKOU CUTTHHATOS MoAl OUXVEG:
utroBupeoeidiopoe, uTrepBupecediopds Zuxvég: emveppidiakr) aveTidpkeia Oyl ouxvés: uTroguomda, Bupeoeidinda Alatapayég Tou peTaBoMiopol Kai TG
Bpéyng Mok ouyvis: pewpévn Opetn Zuxvis: aguddtwon AlaTapaxég Tou VEUpIKOU ouaThiparog MNMoAl ouyvig: duoyeuoia, {aAn, kepalahyia Zuxvig:
‘ITEp!(pEpIKﬁ veupomdBeia Oy ouyveg: autodvoon eykepahinda, aivdpopo Guillain-Barré, puacer_wxé olvdpopo AlatapayEg Tou wrog Kail Tou AapupivBou
Oy ouyvic: epfoic O@BaApikég Siatapaxég Zuxvi: EnpogBahpia, Bapmm opaon Oy guxvic: payoeidinda KapBiakés Siarapaxég Zuxveig: KOM'IIKI’]
pappapuyn, Taxukapdia Oxi ouxvég: puokapdimda Ayyelakég Siarapayég MoAo ouxvég: umréptaon Zuxvég: BpopBuwon® AlaTapayég TOU AVATIVEUOTIKOU
ouoTHHATOG, TOU Bwpaka Kai Tou PEcoBwpdkiou MoAl ouyvig: _duoguwvia, duotrvola, Brixag Zuyve: Tiveupovimida, Tiveupovikn epBoln, emioTadn,
urredwkoTikf] guhhoyr] Alatapayég Tou yaoTpeviepikoU Mohl ouyvég: Bidppoia, épeTog, vautia, SuokoihoTnTa, atoparimda, , kohiaké dAyog, Suatreyia
Zuyvig: KoAinda, yaoTpinda, dhyog Tou oTdpatocEnpoaTopia, aipoppoideg Ox1 ouxvig: Traykpearinda, Sidrpnon Aetrrol eviépou®, yAwooobuvia AlaTapayég
TOU RTTATOG Kal Twv XoAngopwv Zuyvég: nmarinda Alatapayég Tou SEppaTog kal Tou utrobopiou 10Tol MoAl ouyvég: olvBpopo TTaAapo-TreApaTiaiog
epuBpoduoaiobnoiag, eEavBnua®, kvnopog Zuyveg: ahwekia, Enpodeppia, eplBnpa, alhayn xpwiatog Tpixwy Ox1 ouxveg: Wwpiaon, kvidwon AlaTapayég
TOU HUOOKEAETIKOU CUCTHPATOG Kol TOU cuvBeTiKoU 10To0 MoAl ouyveg: HUOOKEAETIKOG TIOVOCY, apBpaAyia, puikoi oTracpol Zuyvig: apBpimida Oy guxveg:
HuoTraBeia, ooTeovEkpwon NG yvaBou, oupiyyio AlTAPAXES TWV VEQPWY Kal TwWV oupopopwy obwy MoAi ouxvis: Tpwreivoupia Zuxveg: VEQPIKT
avemdpkeia, ofgia veppikn BAABn Oy ouxvég: veppinba Mevikég BiarapayEg kal KAaTaoTdoelg TG o6ou Xoprynorng Mol ouxveg: kémwan, Tupegia, oidnua
Zuyvig: alyog, Bwpakikd dhyog MapakAivikég eeTdaeic® Mohl ouyveg: aufnuévn ALT, augnpévn AST, utropuoparaipia, utraoBeaTiaipia, uTropayvnoaipia,
uTrovaTpiaipia, utepyAukaipia, Aepgotevia, augnpévn alkalikn guaopardon, aufnuévn Amrdon, aufnuévn apgudon, Bpoppotrevia, aufnuévr kpeamvivn,
avaipia, Aeukotrevia, umepkaAiaipia, ouBetepotrevia, umepaoBeoTicapia, utroyAukaidia, uttokaMicipia, augnpévry oAikny xoAepuBpivn, uTeppayvnoiaipia,
uTTEpVaTpIaipia, pelwpéve owpanikd Bapog Zuyvéc: aunuévn Xohnotepdhn aipartog, utreptpiyAukepidaipia. O guyvOTNTES TwV AVETNIBULNTWY EVEPYEIY TTOU
Trapougiadovral atov Mivaka 3 priopei va unv amodidovral TApwg povo arny kaBolaviiviBn, aAAa evBEXETAI va EPTIERIKAEIOUV T OUVEIOQOPG TNG UTIOKEIMEVNG
vogou i amrd Tr) VIBoAoUpHdUTIT TIou XpnoiyoTioieital o€ ouvduaoud. *H Bpoppwon eival évag ouvBetog 6pog TTou TepiAapBavel Bpoppwon g TruAaiag pAERac,
BpoépBwon g Tveupovikng @AEBag, Trveupovikr] BpopBwon, aoptiki BpopBwan, apmpiakn BpopPwor, ev Tw Baba @AeBikr BpopBwan, BpopBwon g
TrueAIKriG pAERag, BpopBwan TG koiAng PAEPag, pAePikr Bpoppwan, gAePIkn Bpoufwon dkpou YExouv avapepBei Bavameopeg TepmTwoeig “To e£dvenpa
eival évag ouvBeTog Opog Trou TiepiAapBavel T Sepparinda, v opoidlouoa pe akpn depparinda, v TopgoAuywdn deppatinda, To armogoAdwniké efavBnpa,
To epubnuaTdeg efavBnpa, To Buakideg egavenpa, To knAIBWSEG efdvBnua, To knhiBoPAamdwdeg efavBnua, To BAandwdeg efavinua, To KVNopPWOEG
eEavBnpa kal To pappakeuTk e§avBnpa, O pucoKeAETIKGG TToVOC eival Evag ouvBeTog Opog TIou TiEpIAapBavel Ty oopualyia, Tov 0OTIKO TIGVO, TO HUOOKEAETIKO
Buwpakikd dhyog, T HuookeAeTikr) Buogopia, Tn puakyia, T auxevadyia, To dAyeg oTa dkpa, To GAyog aTTovBUNKST aTRANG *Ot CUXVOTNTEG TWY EPYACTNPICKWY
OpWV AVTITIPOCWTTEUOUY TO TTOO0OTO Tuiv A0BEVLY TTou EPJ@Avioay EMBEIVWON OTIG EPYAOTNPITKES HETPIOEIG OE OXEQN HE TNV évapén TG HEAETNG HE e€aipean



10 PEIWHEVO owparnikd Bdpog, Tnv augnuévn XoAnaTepdAn aiparog kal my uteptpiyAukepidopia, Oepivpagn 1wy emAeypévwy avemBiunTwy evepyveryv Ta
Sedopéva yia dlagopenikég avTidpdosig Buaifovial oe aoBeveig TTou eAdpBavav CABOMETYX 60 mg pia gopd npepnoiug amé To aTépa we povobepareia ang
Baaikég peAEreg oTo RCC peTa armd Tiponyoupevn otoxeupévn Bepareia pe VEGF kai oe RCC xwpig mponyoupevn Beparieia,=aro HCC perd armd miponyoluevn
OUOTNHIKN Bspuﬂeia kai oo DTC o acBeveic avBexTikolg ﬁ pn karaAAnAoug yia Bepareia pe padievepyd ibdio (RAI) Trou Trapouciaoav e{é)uﬁn NG véoou Katd
1n SIdpKeia ry HETA aTTd Trpor]\ruupwn ouoTniki Beparreia f ot acbeveic Tou a\uBuv CABOMETYX 40 mg pia (pupct NHEPNTIWCE aTTO To OTOHa Ot oUVDUaoHO
pe viBohoupdptmn oe 1Tpurrng ypapurg Trpoxwpenpévo RCC (mmapdypagog 5.1). [aorpeviepikn (CE) diarpnon (BA. mapdypago 4.4) Tm peAérn Tou RCC petd
aro TponyoUpevn atoxeupévn Bepareia pe VEGF (METEOR), avagépbnkav ME diatprioeig ato 0,9% (3/331) twv acBeviv pe RCC Tou eAdpBavav
kaBolavnvipn .Ta gupBdvta firav BaBpol 2 fj 3. O didpeoog xpovog éwg Tnv évapén ritav 10,0 epdopddeg. Moipaieg Siatprioeig exdnAwbnkav oto KAIVIKG
Tpéypappa yia v kaBodavrivin. Z1n peAérn Tou RCC ywpig mponyoupevn Beparreia (CABOSUN), avagépBnkav 'E Siatprioeig aTo 2,6% (2/78) Twv agBeviov
pe RCC trou AapBavay kafolavivifn. Ta cupBavra fitav BaBpol 4 kar 5. Zm peAén HCC (CELESTIAL), avagépBnkav Siarprioeig M'E oo 0,9% 1wy aoBeviy
Trou éhaBav kaBolaviviBn (4/467). OAa Ta oupBdvia itav BaBuol 3 ) 4. O Siapecog xpévog eppaviang fitav 5,9 eBdopddeg. Z1n perétn DTC (COSMIC-311),
n idTpnan Tou YaoTpEVTEPIKOU owhArva BaBuol 4 avagépbnke ot évav aaBevr (0,8%) amé Toug acBeveig rou EAaBav kaBolaviiviBn kal eppavioTnke PETE ammo
14 epbopddeg Bepameiag. Ze cuvﬁuaopé pe viBoAoupdpmn ot Tipoywpnuévo RCC ot Tpwtng-ypappng ecpm'reicr (CA2099ER) n auyveTTa EppAvIong
BiaTPAOEWY TOu YaoTpevTepIKOU owhrva frav 1,3% (4/320) o aoBeveig Trou EAaBav Beparteia. ‘Eva ouppdv firav o BaBpou 3, 8uo ouppavra fav adpou 4
Kkal éva oupPdyv frav BaBpol 5 (Bavatngdpoe). Z1o kKAVIKO Trpovpaupcx ¢ kaBofavTiviBng exdnAciBnkav Bavameopeg Siatprioeig. Hamikn eyke@atomdeeia (GA.

mapdypago 4.4) Tm pehémn HCC (CELESTIAL), n nrariki eykegalomaBela (narikr) eykeahotaBela, eykeparomiabea, utiepappwviaipik eykepahomdbeia)
avagpepdnke oTo 5,6% Twv aogBeviov Tou EaBav kaBolavnivipn (26/467). Ta oupBdvra Babuou 3-4 ritav ot TrogooTd 2,8% kal Eva oupPav (0,2%) BaBuou 5.

O diapecog xpovog epgaviang frav 5,9 eBdopddeg. Aev ava@épBnkav TEPMTTWOEIG MITATKg eykepaloTidBeiag aTig peAéteg RCC (METEOR, CABOSUN kai
CA2099ER) kan otn peAétn DTC (COSMIC-311). Aidppoia (BA. mapdypapo 4.4) Etn peAérn RCC petd amé mponyoluevn oToxeupévn Beparreia pe VEGF
(METEOR), n diappoia avapépBnke oto 74% Twy acBeviuv pe RCC trou éAaBav kaBolavTivifn (245/331). Ta cupBdavia Babuou 3-4 ritav oo 11%. O didpuecog
Xpovog eppaviang frav 4,9 efdopadeg, Zmn peAérn RCC xwpic mponyoupevn Bepareia (CABOSUN), n Sidppoia avagépbnke oto 73% Twv aoBeviov oy
eAapav kaBolaviviBn (57/78). Ta oupBdvra BaBpou 3-4 fitav ato 10%. It perén HCC (CELESTIAL), n idppoia avapépbnke o1o 54% Twv aogBeviv TTou
eAaBav kaolavriviBn (251/467). Ta oupBdvra BaBuol 3-4 rrav oto 9,9%. O didpecog xpovog ERpAvIons OAwV Twv cupBdviwy rfitav 4,1 eBdopadec. H
didppoia odriynoe ae TpoToTroinaelg doorng, diakotrég kal opioTikr SiakoTr oe 84/467 (18%), 69/467 (15%) kai 5/467 (1%) acBeveig, avrioToxa. £1n peAém
DTC (COSMIC-311), avagépbnke didppoia ato 51% Twv acBevwv Trou EAaBav kaBolavrivin (64/125). Ta oupBavra BaBuou 3-4 ritav o1o 7,2%. H diappoia
odrynoe ot peiwan g d6ang kal diaxorm oe 13/125 (10%) kan 20/125 (16%) agBeveic avrioToiya. £ ouvduagpd He VIBoAOUHANTTN Ot Tipoxwpnuévo RCC ot
TpWING-ypappng Bepareia (CA2099ER), n emritriwon didppoiag avagépBnke oto 64,7% (207/320) twv acBeviwv Tou EAaBav Beparreia, cupBavia BaBpou 3-4
ot 8,4% (27/320). O péogog ypovog yia v evapén ohwv Twv oupBdviwy fitav 12,9 eBdopddeg. KaBuotépnon 1 peiwan g S6ong ouvéPn oto 26,3% (84/320)
kai diakorr| oo 2,2% (7/320) Twv aoBevwy pe Sidppoia, avrioToika. Zuplyyia (BA. mapaypa@o 4.4) Zm peAérn tou RCC petd armo TTponyoUpEvn GTOXEUPEVD
Beparreia pe VEGF (METEOR),1a oupiyyia avagpépbnkav ato 1,2% (4/331) Twv aoBeviwv Trou eAdapPavay kaBolavniviBn kal repihdppavay TpwkTikd auplyyia
a1o 0,6% (2/331) Twv agBeviov Trou AdpBavav kafolavnivipn. Eva cupBdy ritav BaBpou 3 kai Ta uttéhorma fitav BaBpou 2. O Sidpecog xpovog Ewe Tnv Evapén
firav 30,3 efdopddeg. I peAém tou RCC ywpig mponyolpevn Bepameia (CABOSUN), dev avagépBnkav TEPITTTWOEIS Pe oupiyyia. Zin peAérn HCC
(CELESTIAL), 1a oupiyyia avagipBnkav ot 1,5% (7/467) twv acBeviv pe HCC. O Biapecog xpovog eppdvions Arav 14 efBopadeg. Zm pehétn DTC
(COSMIC—311) Sev avagEpBnKay TIEPITITLIOEIG cuplwlwv ot aoBevelg TTou £AaBav kaBolavniviBn. Ze cuvduaopo pe viBohoupdptn ot Trpoxwpenpévo RCC ot
nprng ypappric Beparreia (CAZDQQER) N OUXVOTNTA EPPAVIONG cruprwluu avagépBnke o1o 0,9% (3/320) Twy aaBeviy Trou EAaBav Bepareia kai GoBupuana
r|rcrv BaBpou 1. Bcvmntaopu ouplyyia ekBNAWBNKav aTo KAIVIKO npovpuupu ™meg kafolavmivipng. AMM@QQM Zm u:AzTr; Tou RCC petd
aré Tiponyolpevn otoxeupévn Beparreia pe VEGF (METEOR),10 TTooooTo epgaviong cupfaviwy cofaprig aipoppayiag (BaBuol 2 3) frav 2,1% (7/331) ot
aoBeveig pe RCC mou Adppavav kaBolavrivipn . O Sidpecog ¢ xpdvog éwg Ty évaptn ftav 20,9 epSopddeg. Z1n pehém Tou RCC xwpig iponyolpevn Bepatreia
(CABOSUN), To TToooaTo ep@aviong oupBaviwy coBapri¢ aipoppayiag (BaBuou 2 3) fitav 5,1% (4/78) ot acBeveic pe RCC trou AdpBavav kaBofavnivifn. Zm
pehérn HCC (CELESTIAL), n ouxvotnTa spgdvions oopapwy aipoppayikawy emeicodiwy (BaBpdg 2 3) frav 7,3% otoug acBeveig Trou éhaBav kapolavrivitn
(34/467). O diapeoog xpovog eugdviang fitav 9,1 efdopddeg. Ze ouvbuaopd pe viBohoupdautn oe Tpoxwenuéve RCC ot mpwing-ypapprc Bepareia
(CAZOQQER) N OUXVOTNTA ELPAVIONS ulpoppavfag 2 BaBpuou 3 Atav ato 1,9% (6/320) Twy acBeviov Trou EhaBav Beparreia. Zmn pehérn DTC (COSMIC-311), n
quvmr]m EHAvIoNg coBapwy aijoppayikwy eneigodiwy (Babpog 2 3) mcv 2,4% ot aoBeveig Trou zAuBav bozaﬁtinib (3/125).0 Eldpscog Xpovog évapéng
frav 14 efdopddes. @avatneopeg aipoppayieg cxﬁnmanmv 10 KAWIKG TTpOYpappa yia v kafolaviivipn. Z 0 onfoBiag avaory EyKkeQaAOTTGBET

(PRES) (BA. mapaypago 4.4) Aev avagépBnkav nepiotarnka PRES omig peAéteg METEOR,CABOSUN, CAZOQQER i CELESTIAL, ﬂpujg £xel avagepBei PRES
ot évav aoBevr) ot peAén DTC (COSMIC-311) xan omravia o dAAeg kAivikég DokipEg (oe 2/4872 dropa, 0,04%). Auénuéva narika £v4upa Kard 1 yoprynon
m¢ kapolavivine os ouvBuagud ue viBoAouudurn aro RCC Ze pia khivik} peAérn aoBeviov pe RCC ol otroiol Bev eiyav AdBel TTponyoupévg BepaTreia kai
eAaBav kapolavTiviBn o ouvduaopo pe viBohoupautrn, TTapampriénke uwnAdtepn emitwon BaBpol 3 kal 4 augnuévng ALT (10,1%) kar augnuévng AST
(8,2%) oe axéan e Ty povoBepatreia pe kaBodavivin otoug aoBeveig pe rpoxwpnpévo RCC (n ALT augibnke katd 3,6% kai n AST aughbnke kara 3,3% am
peAétn METEOR). O Sicpegog xpovog Ewg Ty epgavion g fabpod > 2 augnon g ALT A ng AST rtav 10,1 prjveg (eUpog: 2 Ewg 108,6 £Bdopddeg, n = 85).
Z10U¢ t0Beveig pe BaBpol 2 2 avgnon tng ALT r) Tng AST, o1 augfoeig uTroxwpnoav otoug BaBpoig 0-1 ot 91% pe didpeao xpovo Ewg Tnv atrokatdaTaon2,29
eBdopadeg (eupog: 0,4 éwg 108,1 eBdopadeg). Metagt Twv 45 acBeviv pe BaBuoo 2 2 augnon g ALT 1} Tng AST oToug oToioug £YIVE ETTaVaTTpokAnGn pe
kaBolavmivipn (n = 10) i pe viBoAoupdpTm (n = 10) pepovwpéva iy kan pe Ta 0o (n = 25), emavepgavion aufnpévng ALT rj AST BaBpou 2 2 onpeiwdnke ot 4
acBeveic ou éAdapav kaBolavrviBn, o 3 aoBeveic Tou £AaBav viBohoupdumn kai 8 aoBeveic mou éAaBav kaBolavivipn kal viBohoupdptn padi.
YnoBupeoeidiopdg I peAém oto RCC petd ammd mponyolpevn atoxelouoa Bepareia pe VEGF (METEOR), n emitriwon tou utroBupeoeibiopod fitav 21%
(68/331). Zmn peAétn RCC xwpig iponyouuevn Beparieia (CABOSUN), n emritrwon Tou utroBupesoeidiopou fray 23% (18/78) oe aoBeveig pe RCC trou EAaBayv
Beparreia pe kaPofavivin. Em peAérn HCC (CELESTIAL), n emitwon Tou utoBupeoediopod frav 8,1% (38/467) ot aoBeveig Trou eAafav Bepareia pe
kapodavmiviBn ko Ta gupBdavTa Buepou 3 ot 0,4% (2/467). Ztn pehétn DTC (COSMIC-311), n emitriwon Tou uroBupeoediopol rtay 2,4% (311 25), 6ha Ta
oupBavia BuBuou 1-2, yia kavéva amé Ta omoia dev amrairiBnke TpoTroToinon Tng Bepaeiag. Ze ouvduaopo pe viBoAoupduTn oe Tipoxwpnpéve RCC om
Bepamreia TpwING ypappng (CA2099ER), n emimmwon Tou umroBupeoeibiopol frav 35,6% (114.'320) Twv aoBeviov Trou éhafav Bepameia. Avagopd
meavg.\gyggumgv uv;mﬂuumgv evepyeiv H avagopd mBavoloyoUpevwy avermnBipnTwy EVEPYEIWV PETA ammd Tn xoprynon adeiag kukAogopiag Tou
(PapHOKEUTIKOU TIpoibvTOG Eival onpavtikr. Emmpémel ) ouvexri TapakohoUBnan Tng ox£ong ogihoug- Kivdivou Tou appakeuTikol TTpoidvTog. ZnTeital amd
TOUG ETTAYYEAPATIEG UYEITG Va avapépouy oToIEcBNTIOTE THOAVOACYOUPEVES QveTIBULNTEG EVEPYEIEG MEOW TOU EBVIKOU GUOTAHATOG QVapOPAC TTOU TIEPIYPAPETAI
oto Mapdptnua V. 6.4 IGiaiTepeg TTpo@uAGEels kaTd Tn @UAagn Tou TpoidvTog Asv uTidpyouv eBIKEG obnyieg Siamipnang yia To Tpoidv autd. 7. KATOXOZ
THZI AAEIAL KYKAO®OPIAL Ipsen Pharma 65 quai Georges Gorse 92100 Boulogne-Billancourt FaAAia 8. APIOMOE(OIl) AAEIAZ KYKAO®OPIAL
CABOMETYX 20 mg emkaluppéva pe Aertd upévio diokia EU//16/1136/002 CABOMETYX 40 mg etnkaAuppéva pe Aetrréd upévio Siokia EU//16/1136/004
CABOMETYX 60 mg emkaluppéva pe Aetmo upévio diokia EU/1/16/1136/006 9. HMEPOMHNIA NMPQTHI ErFKPIZHI/ANANEQIHE THEI AAEIAX
Huepopnvia mpwmg éykpiong: 09 ZemmepPpiou 2016 Hpepounvia TeAeutaiag avavéwang: 21 Ampihiou 2021 10. HMEPOMHNIA ANAGEQPHEIHE TOY
KEIMENOQY Actriopepeic TTAnpogopieg yia 1O TTapdv @apHakeuTiko Tpoidv eival &iaBéoipeg atov diktuakd 1omo Tou Eupwirdikol Opyaviopol ®appdkwy:
hitp://www.ema.europa.eu.

XOPHIEITAI ME NEPIOPIZMENH IATPIKH ZYNTAIH AMO EIAIKO IMATPO KAI MAPAKOAOY@HEIH KATA TH AIAPKEIA THE AFQrHI
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e IYNOMTIKHNEPIAHWH TQN XAPAKTHPIZTIKQN TOY MPOIONTOZ
d ZIEXXTENZO

pegfilgrastim

NEPIAHWH TQN XAPAKTHPIZTIKQN TOY MPOIONTOZ 1. ONOMAZIA TOY ®APMAKEYTIKOY NPOIONTOX Ziextenzo 6 mg evéaipo Sidhupa ot Tpoyepapévn alpiyya Pegfilgrastim (pegfilgrastim)
2. MOIOTIKH KAI MOLOTIKH EYNOEZIH Kabe mpoyepiopévn oupiyya mepiéyel & mg pegfilgrastim® (pegfilgrastim) oe 0,6 ml evéoipou SiaAuparog. H guykévipwan, Bacer povo mg mpwreivng, eivar
10 mg/ml**. * Mapayera oe kGrTapa Escherichia coli, pe epappoyn Texvohoyiag avacuvduaopévou DNA, akohouBolpevn amd olleuln pe roAuaiBulevoyhukohn (PEG). ** H ouykévipwon eival 20
mg/mi eav gupmepiAngBei 1o TpApa PEG. H dpacmikétra Tou Tipoidviog autol Sev Ba mpémel va ouykpiveral e T SpaomikdTTa Gy EyKUAIWPEVIY A 4N TEYKUAKWpEVWY TIpWTETWGY TG 1Biag
Bepameunikig kamyopiag. 'a mepioodrepeg mAnpogopicg, BA. mapaypage 5.1 Exdoya ye ywworr Spaon: KaBe mpoyepiopévn oupiyya mepiéxet 30 mg ooppimaing (E 420). MNa tov mhfpn karaAoyo Twy
exdoywv, BA. apaypago 6.1. 3. PAPMAKOTEXNIKH MOP®H Evéoiuo iaAupa (Eveon). Aiauyég, aypwpo éwg ehagps Kitpivwmo evéaipo SidAupa. 4. KAINIKEEZ NAHPO®OPIEE 4.1 Gepameutikég
evBeiteig Meiwon g didpkeiag TG oudETEpOTIEVIAS kal TG TUXVOTTAG EPPAVIONC TG EUTTUpETou oubeTepomeviag ot evihikeg aoBeveic Tiou axohouBolv KuTTapoTofiki XpeioBepameia yia v
avmpETwmon kakofBoug voaou (pe efaipean T xpovia puekoyevn Asuyaipia kan Ta pueAoducTrhaomika oivBpopa). 4.2 Aogoloyia kar TpoTrog xopriynang H Bepameia pe Ziextenzo 8a mpemel va
apyider kai va apakohouBeita amd yiarpals eidikoUs amyv oykohoyia kal' my aiparodoyia. Acgokoyia Mia Goon Twv 6 mg (uia mpoyepiopévn oUpiyya) Ziextenzo eival n Soon Tou guvioTaral yia
K@Be kikho ynpeioBepameiag, xopnyoupevn TouhdxioTov 24 (ipeg petd amo Tnv kuttapotoiki xnpeioBepameia. Eibikol mAnBuayoi Maidiatpiks mAnBuapes H aopakeia kal n aTroteAeapaTikomTa
¢ pegfilgrastim oe aidia Sev éxouv akdpa TekpnpiwBei. Ta mapovra SiaBioipa Sedopéva Tepiypapoval aTig Tapaypagoug 4.8, 5.1 kai 5.2, aMka Bev pmopei va yiver aliataon yia T Sogoloyia.
Negpixij GuoAerroupyia Aev guviotatal akhay mg Goong ot acBeveic pe veppikn Suohemoupyia, cupmepidapBavopiviy autwy pe vegpotradeia Tehikou otadiou. Tpdmog yopnynang To Ziextenzo
TipoopileTal yia umebopia xprion. O evigeig TpEmes va yopnyolvTal aTov unpd, TV koihiakr xwpa f) To Gvuw pépag Tou Bpayiova. Mo odnyieg OXETKA e ToV YEIPIOPG TOU (PappaKEUTIKOU TIpoioviog
Tipiv amd m xopriynom, BA. mapaypago 6.6. 4.3 AvrevBeiteig Ynepeuniobnaia om Spaomik ougia fj ot kamoio amd Ta éxdoya ou avagépovial o mapaypago 6.1, 4.4 Eibikég mpoaibomoinoeig
xai wpogukateig kard Ty xpion lxvnhaciuémmra Mpoxkeipévou va BehriwBei n iyvnAacipomra Twy BioAoyikuV PAPPUKEUTIKWY TIPOIOVTWY, To dvopa kal o apiBuog Trapridag Tou yopnyolpevou
GapuaKou TIPEE! va xataypapetan pe gaghveia. [evikéc TposiBoToIRgEIC Ko mpopuAatic Meplopiopéva khivika Bebopéva umrobeikviouy Tapopoia emidpaon mg pegfilgrastim évavn mg filgrastim
aTov ypdvo avavnyng amd aofapn oubetepomevia ot acBeveig pe de novo ofgia puehoyeviy Aeuyaipia (AML) (BA. mapaypago 5.1). Qaréoo, Ta pakpompoBeopa anotehicpara g pegfilgrastim
oty AML Bev éxouv TexunpiwBei kar ouveriwg Ba TpéTiel va YpnoipoToIEiTal WE Tipocoyf o autav Tov mAnBuapo aoleviov. O Tapayoviag diEyepang ammoiki@y kokkiokuTTapwy (G-CSF) ymopei
Vol EVIOYUTE! TNV avamTuly] puehoyeviov KUTTapwy in vitro kal Tapopoia emidpacn propel va TapampnBel o opiopEva pn pughoyev kUTapa in vitro. H aogakeia kai ) amoTeAgapamkamia me
pegfilgrastim Bev éyouv diepeuvnBei ot acBeveic pe pushoduomhaoTikd oUvBpopo, Xpovia pueoyevr) Asuyaipia kai o aoBeveig pe Seuteporalin AML, ouvemug Sev Ba Tipeme! va ypnoipomoigital
ot autotc Toug aoBeveic. IBwaitepn mpogoyh Ba mipémel va iverar TpokeIpEvoy va yiver Biakpion Mg Siayvwaong Tou pETaoynuaTiopod Twy BAaCTWY Tng Xpoviag Huehoyevous Acuyaipiag amd my
AML. H aopakeia ka1 n amoteheopamkoa Mg xopAynong pegfilgrastim oe aoBeveic pe de novo AML nAikiag < 55 ety pe kuttapoyewerikn t{15,17) Bev Exouv tekpnpiwdei. H aopakeia kal
anoreAeoyankemra g pegfilgrastim o acBeveic mou umofaAlovial ot uynAég Sooeig YnpeloBepameiag Bev Exouv BiepeuvnBei. AuTd TO PapUaKEUTIKG TTPOIOV Bev TIPETIEI va XpNOIOTOIEITal Yia
aignan mg Béang kutrapotofikig xnpeioBepaneiag mEpa amo Ta kadopiopéva oxnpara Goorwy, Mveupovika avemBiunTa guufavia MNMveupovikes avemBUNTES EVEPYEIEG, KAl OUYKEKPIPEV Biapecn
TIveupovia, £xouv avagepBei pera m yopAynon G-CSF. AoBeveig pe ipoogaro IoTopikd Tveupoviki SinBRoewy fj Tiveupoviag evdéyeral va Siatpéxouv uwnAdtepo Kivbuve (BA. mapaypago 4.8). H
EPPAVIOT TIVEUPOVIKWY anpeiuy, OTwe By, TupeTds kal B0omvola, ot auvBuaopd e axTivoloyikd anpeia veupovikuy SindRaewy kai n emdeiviwan e mveupovikng Aeimoupyiag ae ouvBuaaps
e aunpévo apiBpo ouBetepogibwy evlEyeral va amoreAoly Tpwipes evieifeis offog ouvBpopou avamveuaTikig Suaxtpeiag (ARDS). e téroieg ouvBnkes, Ba mpémel va Siaxdneral n xoprynon mg
pegfilgrastim kara my kpion Tou iatpol kai va Gideral xaraMnhn aywyr) (BA. mapaypago 4.8). Ineipauarovegpinda Exel avagepBei omieipaparoveppinda o aoBeveic ou AapBavav figrastim kai
pegfilgrastim. Mevika, Ta oupBavia oeipapatove@pimidag emAUBNKav perd T peiwaen mg déang 1y m diakon xopfynong filgrastim ko pegfilgrastim. Zuvioténal n mapakokoGBnom pe avahuon olpwy.
ZuvSpoyo Siaguyng Tpixoeiduv Exer avagepBei ouvBpopo Biaguyng Tpixoeiduwy Emema amd yopRynan Tapdyovta SIEyEpOTC QTOIKIWY KOKKIOKUTIApWY Kai To oTioio xapaktnpieral amo umoraon,
umoheukwyarivapia, oidnua kai aoouykévipwar. O1 aoBeveic Tou epgavifouv ouptmopara ouvdpapou Siaguyng Tpixoaiduyv Ba pémel va mapakolouBolvral oTeva kai va AapBavouv my
KkaBIEpwyEVn oUPTITWaTIKY Bepamieia, N omoia PTopEel va TEpIAaPPAvE! Ty avaykn yia eviariki poviida (BA, mapaypago 4.8). ZmAnvopeyahia kai pgn oTANVOS MEVIKG QCUPTITWHATIKG TIEPIOTATIKG
omAnvopeyahiag kal Tepimwaei pliéng amhnvog, aupmepihapBavopévy opiopEviuy TepiaTankwy e Bavamnedpo katanén, Exouv avagepBei petd and yoprynon pegfigrastim (BA. mapaypago
4.8). Emopévwe, 1o péyeBog Tou omAnvog Ba mpemel va mapakchouBeitar mpooexkTika (.. khivik egEraor), unépnyoc). Ga mpémen va efgralerar o evbexdpevo pREne omAnvag oe aaBeveic Tou
QVapEPOUY TIGVO OT0 TIAvVW apIaTEPS PEPOG NS KOINIGKAG Xupag f oTo akpo Tou wiou. Bpoufonevia kar avaipia H Bepareia povo e pegfilgrastim dev amokAeiel m BpoyBomevia kal v avaipia
Gion Afpng 86on puehokaracTaAtikrg yxnueoBepameiag Siampeital ato kaBopiopivo Tpdypappa. Zuviotarar TakTiki TapaxohodBnon Tou apiBuol aipomerahivy kai Tou aiparokpim. ISaitepn
Tipoooyf TpETEl va Siveral kard my yoprynon epdmat A cuvBuacpiol XnpeioBEpATIEUTIKIY TTapayoVIWY 01 oTroiol £ival yvwaTd on ipokakolv cofaph BpopBomevia. MuehoBuoTrAacTikd oivBpouo

kai ofeia puehoyevig Aeuxaiyia o€ aoBeVES ye Kapkivo Tou LaoTo Kal kapkivo Tou Tvedova ETo TAaoIo peEAETNG TTapaTAprong peTa My kukhogopia, n pegfilgrastim o€ ouvBuaouo pe
XnueioBepareia f/kal akTivoBepaneia Exel cuoyerioei pe avantun puehobuahaoTikel ouvBpopou (MDS) kar ofiag pueroyevol Asuxaipiag (AML) oe aoBeveig pe kapkivo Tou paaTol kan kapkivo
Tou Tvedpova (BA. rapaypago 4.8). Na mapakohouBeite Toug aoBeveig pe kapkivo Tou pagTol kal kapkivo Tou Tvedyova yia onpeia kai ouprmipara MDS/AML. ApemavokuTidpikd avaipia
ApeTravokuTTapikeg kpioeig Exouv ayeTIaTel pE T XpAom pegfilgrastim ot aoBeveig pe oTivpa SpemavokuTrapikig avaipiag 1) SpeavokuTrapiki vooo (BA. mapaypago 4.8). ['a Tov Adyo aure, ot 1apoi
Ba mpémel va eival Biaitepa pooexmkol katd m ouviayoypaenon mg pegfilgrastim ot aoBevei pe oTiypa Spemavokuttapikrg avaipiag fj SperavokuTrapiki) vaoo, Ba mpémel va mapakoAouBoly Tig
karahines kAIvikéG TTapapéTpoug Kal Tig epyaammpiaxés avarioeis kal Ba Tpénel va mpoggxouv TV mlavi cuoyETion Tou gappdkou autol pe BIoykwoT) OTIAVA Kai QYYEIOQTIOPRAKTIKEG KDIOEIS.
Aeukokutrapwon Exouv apampnlel apiBpol Aeukokutrapwy (WBC) 100 = 10 1y peyahitepor, o hybrepoug amd 1o 1% Twy aoBeviv Tou éhapay pegfilgrastim. Aev éxouv avagepBel avemBiunTeg
avmidpaotig ou va amodibovral dpega ot autdv Tov BaBud heuxokutrapwong. Aut n aufnon Twv Aeukokutrapwy eival Tapodikd, epgaviferal cuvABug 24 pe 48 tpeg petd amod m xopynon kai
oupBadilei pe i pappakoduvapiké¢ emdpacei autod Tou gappdxou. ZOpgwva pe Tig kAvikés emBpaceig kan my mBavornta AeukokuTrapwang, Ba mpémel va Tpayparomoleital £Aeyyog Tou apiBjol
Twv AEUKOKUTTApLWY OF TaKTa Xpovika SiaaTipara kard ) Bidpkeia mg Bepameiag, Av o apiBpog Twy Acuxokutrapwy Eemepacel Ta 50 * 10° pera amé To avapevopevo vadip, To pdppaxo auto 8a
mipémel va Slakommetal Apeca. YnepeuaioBnoia Tt aoBeveig umd Bepareia e pegfilgrastim éxer avagepBei unepevaiotnaia, oupmepiAapfavopévwy avaguhakTikiy avnidpaoewy, Tou Tapoudialeral
Kata mv apyiki f| mv emakdhoudn Bepameia. H pegfilgrastim wpémel va diakomei povipa o aoBeveig pe kAivika onuaviikg urepeuaioBnoia. Mn yopnyeite pelfigrastim oe aoBeveig pe ioTopikd
umepevaiodnaiag omv pegfilgrastim i o filgrastim. Zmv mepimwan epgaviang cofapng arkepyikns avibpaong, Ba Tpémel va yopnyeital kataAAnAn Bepamreia kar o aoBevig va Tapakoioudeital
aTevd yia apketég nuepes. ZuvBpopo Slevens-Johnson Zivdpopo Stevens-Johnson (SJS), 1o omoio pmopei va eivar ameiAnmiko yia 1 Jwi f Bavameopo, Exel omaviwg avagepBei o oxEan e T
Bepameia pe pegfilgrastim. Av o aoBievi¢ éxei avamiger SIS pe T xprion T pegfilgrastim, n 8epemeia pe pegfilgrastim Sev Tpémel o€ kapia TepTTWON va EEKIVE EX VEOU OTOV GUYKEXDIPEVD aaBev)

Avogoyovikemra Ommug oupBaiver pe 6Aeg Tig BEpameuTIkES TpwWTEIVES, UTapyel mBavamra aveaoyovikemrag. O puBol Tapaywyng aviowpdTwy Evavti Tng pegfilgrastim civar yevika yapniei.
Epgavifovial Seopeunka avnowpara 61w avapéveral pe 6Aa Ta Bropapyakeutika mpoiovia. Qatéco, Bev Exouv guoyenoTei £ Tou Tapoviog pe efouderepwriki SpaoTnpiotnia. Agprinda Exer
avagepBei aoprinda pera m xophynon Tou mapayovia G-CSF ot uyin dropa kar o€ xapkiverraBeic aoBeveic, Ta oupmwpara mepthapBavouv TTupeTd, kothiakd dhyog, kakouyia, ooguakyia kai
aufnpévoug Beikteg gAeypovig (. C-avndpwoa Tpwreivn kar emimeda Asukwy aipooalpiwy 010 aipa). ETIC MEPICTOTEPES TIEPIMITWOELS ) aoptinda SiayvioTnke pe afovik Topoypagia kal
QUTIPETWTTIOTNKE e amopdkpuvan Tou Tapayovia G-CSF. Bhéme emiang mapaypago 4.8. AMeg mipoeiSomoifioeic H aogakeia kai n awoteheapanikarma g pegfilgrastim amy kiviromoinon Twv
Tipodpopwy aijoapaipiuy ot aobeveic i ot uyielg BoTeg Sev Exouv afiohoynBei emapkwe. Aufnpévn ook SpacTmEIGTRTa Tou PUEAOD TWY OGN WS AVTATOKpION oTn Bepameia e aufnmikd
TIapayovTa ExE OXETIOTE PE TTapodikég BeTikEG aAhayeg TG ameikoviong Twy oaTwy. To yeyovog aute Ba Tipeme va AapBaveral umoyn orav afiohoyolvial Ta amoTEAEGHATT TG OTEIKGVIOTS TWY OOTWY.
Exdoya Auto 1o pappakeuikd Tipoidv mepiter 30 mg copPohng ot kaBe mpoyepiopEvn oupiyya To omoio icoduvapei pe 50 mg/ml. H aBpoiariki emiSpaan T Tautaxpovng Koprynang TpoiovIwy
Tiou TiEpiExouy copimodn (A ppouktdln) kai n pe v Siatpogn) Awn copBireAng (i ppouktdlng) TpEmer va AapBavovtal urdyn. To gapuako aurd Tiepigxel AyoTepo amd 1 mmel varpiou (23 mg)
ava oon 6 my, eival auto Tou ovopaldoupe «ekelBepo varpious, 4.5 AMAnAemiBpaceig pe GAAa pappakeuTika Tpoiovra kal GAeg popyes alnAemibpaong Adyw g Suvnmikng euaioBnaiag
Twy TayEwg diaipoUpevwy puehokuTiapwy oy kuttapatogiki xnueioBepaneia, n pegfilgrastim Ba mpémer va yopnyeital TouhdyiaTov 24 wpeg peta m yopynon mg Kunupomijmq xqptruﬁeprml:lug
Ze khvikég Sokipg, n pegfilgrastim xopnvqenxz pe aopdheia 14 npépeg Trpiv aTtd T xnpeloBepantia. H tautdxpovn xphon e pegfilgrastim pe omolovdly pay byt P ¢ Bev Exet
afiohoyngei ot agBeveic. H Tautaypovn xpron mg pegfigrastim pe 5-pBopooupaxiin (5-FU) i aMoug avmiperaBodites éxer amoderyBei oni evioylel T puehokataotohn ot {wikd poviea. Ol mavig
ahlMnAemBpaotis pe alhoug aiatomoinTikels aufTikolg TapAayovIES Kal KUTOKiVEG Bev Exouv yivel avikeipeve eiikig Epeuvag ota mAaiona kKhivikuv Sokipwyv. To evlexopevo ahnAemiBpaong pe 10
AiBio, Trou emriong mpodyel v ameAsuBEpwar cudeTepdpiAwy, Bev Exel yiver avTikeipevo £181KAC Epeuvag. Aey UTGpxouy aTorxeia 6T wia TEToiou TUTou aAknAeTridpaon Ba frav emBAaBic. H aggaheia
xai rj anoreheopanikomra mg pegfilgrastim dev éxouv afiohoynei o aoBeveig ou Aapfavouv ynueioBepareia n omoia oxeTiCETal pe xaﬂumzpquévn pueAokaragTtohn, Ty, vipofoupieg. Aev Exouv
TpayparomomBei edikEC peAETES aAAnAemBpacEwy ] peraBoMiopol, waTooo, ot kAvikg Sokipég Bev umodeixBnke akAnhemiBpaan g pegfilgrastim pe aMo papy 0 mpoidv. 4.6 Fovipémra,
Kunon kai yahouyia Kingn Aev SiemiBevran f eival mepiopiopéva Ta khivika dedopéva oyeTika pe m XpAom g pegfilgrastim ae éykueg yuvaikeg. Ms.\m; ae {wa kaedeigav avaTrapaywyiki TofikeTTa
(BA. mapaypago 5.3). H pegfilgrastim dev wpémer va ypnoipomoieital kara m SiGpkeia g eykupoouvag kabuig kal Ot yuvaikeg avamapaywyikng nAikiag xwpic my xpron avmaotinyng. OnAaguog
Ymépyouv avemapkeig MANpopopieg OxETKG pE TNV améxkpion mg pegfilgrastim/perafolimiv mg aTo avBpumive yaka. O kiviuvog ota veoyévvnia / Bpéen Bev priopel va amokheioTei. MNpémer va
amogaadioTei £av Ba diakomel o BnAacpds i Ba Biakomei/Ba peuyBei n Bepameia pe pegfilgrastim, Aappavoviag umdyn To opeAeg Tou BrAaapol yia To Trasdi kal Te 6gehe T Bepameiag yia T
yuvaixa. [ovipénra H pegfilgrastim Sev emnpeader mv avamapaywyikn amedoon f m yoviomra oToug apaevikolc i Toug Bnhuxolc emipueg ot aBpoioTikeg efopadiaieg Sooeig mepimou 6 pe 9 gopéc
uynAGTEpEG aMd T GUVIoTWHEVN avBpumivy Soon (Bagiopévn oto epBadov emeaveiag oapatog) (BA. mapaypago 5.3). 4.7 Embpaceig oy ikavoTnta obiynong kai Xeipiopol pnxaviparwy H
pegfilgrastim Sev £xe1 kapia ) Exer agipavim emidpaon oty IkavomTa odAYNONG kai XEIpIopoU pnyavnuéamwy. 4.8 AvemBopnreg evépyeieg Zivown Tou mpogiA aggakeiag O o ouxva avagepopeveg
avemBOpnTes evipyeieg Tou avapipBnxav Arav moveg ata oata (mokd guyvig [Z 1/10]) kai puookeAeTikog Tavog (ouxveg [ 1/100 éwg < 1/10]). O movog oTa ooTa gixe katd kaviva AMa Ewg
WETpIa €vraom, firav Tapodikag Kal PTTOPOUOE va QVTINETWITIOTE e Kova avahynTika otoug meploodrepous aoBeveis. Avridpacels Timmou umepeuaioBnoiag, oupmepihapBavopévuy Sepparikol
ebavBipaTog, kvidwarg, ayyeloodRparag, duamvolag, epuBparog, EEaWnG kal UTIGTAONC TTPOEKUYAV KATA TNV apXIKN f TIC EMakohouBe¢ xopnyAoeis e pegfilgrastim (0y1 ougvig [2 1/1.000 éwg <
1/100]). ZoPapég akhepyixés avniBpaaeig, cupTepihapBavopévng e avaguAatiag pmopei va eppavioBolv ot agBeveig ou Aapfavouy pegfilgrastim (6x1 cuyvic) (BA. mapaypago 4 4). To olvBpopo
Blaguyng TpixoeIBLv, To omoio evBéxetal va tival anelAnTiko yia Tn dwn eav kaBuoTepioe n Bepameia Tou, £xel avagepBei o1 ouxva (= 1/1.000 wg < 1/100) oe aaBeveic pe kapkivo Tou AapBavouy




XnueloBepameia EMENa AT Xopiynon TrapayovTwy SIEYEPOTIC aTTOIKIWY KokkiokuTTapwy. BA. mapdypapo 4.4 kai v mapaypago «MEpypagh ETIAEYHEVWY QVETIBUINTWY EVEPYEIWVY TIapakaTw. H
amAnvopeyahia, yevika aoupTwaTikn, eivar 6x1 ouyvi. H prién omAnvog, oupmepidapBavopévi pepikiv Bavamgopwy TEPITTWOEWY avapipSnke ox1 ouxva perd amé m xopAynon pegfilgrastim
(BA. mapaypago 4.4). Exouv avagepBei oyl ouxveg Trveupiovikég avemBOpnTe avridpaoeig, aupmepihapfavopivng g Bidpeong TVEuHoviag, Tou Tveupovikod 01BiHaTog, Twy TIVEupovIKWY dinBRoewy
kal Trg Tveupovikig Ivwang. Oyl ouyva, kamoleg TEpITIWOEIS Eiyav we amotéAeapa avarrveuaTiki avemapkeia i ARDS, Ta omola propei va Exouv Bavamedpa katahngn (BA. mapdypago 4.4).
Mepoviwpiveg TepITTUIOEIS SpeTavokuTTapIkiv Kpioewy Exouv avagepBei ot aoBeveig e aTiypa dpemavokuTrapikiic avaipiag f Spemravokurapikn vooo (o1 ouyvé o agBeveic pe Spemavokuttapikn
avaipia) (BA. mapaypago 4.4). KaraAoyoc avemBounTwy evepveruy ot yopen mivaka Ta Sedopéva orov Tapakarw Trivaka Teplypagouv avemBUpnTes evepyeleg iou avagepBnxav ot kAIVIKEG Sokipég
Kxal auBoppnTeg avagopéc. L& kaBe xamyopia sppaviang ouyvomTag, ol avemBipnTes evépyeies TapatiBevian kard glivouoa oeipd goPapdtriac.

Nivakag 1. AvemBipnTeg evépyeieg

Kamyopialopyaviko cUoTnpa cuppwva pe AvEmBUpNTES EVEPYEIES
10 MedDRA = - = .
Tokd guyvig Luyvig Oy ouyvig Emavieg
(2110) (21100 £wg < 1/10) (2 11.000 £wg < 1/100) (2 1110.000 éwg < 1/1.000)

NeoAdopara kahonfn, kakoifn kai pn MuehoBuomhaaTixd cﬂvﬁpopo‘
kabopiopéva (mepihapBavovrar KUOTEIS Kal Ofgla puehoyevig Aeuyaipia
ToAUrobeg)
QMiarapayég Tou aipoTromTIKoD Kal Tou Opopponevia’ ApemavokuTiapiki avaipiac®
Aepgikol guaTiiparog Aeukokuttapwaon' Imhnvopeyahia®

Prién amhnuag?
Atatapayig Tou aVoCoTTONTIKO( CUTTARATOS Avnidpaoeig umepeuaiobnoiag

Avaguhatia
Diarapayég Tou perapohapol kal Tg 8péyng Augnoeig Twv emmedwy Tou oupikel offog
Awarapaygg Tou VEUpIKoU guoTijparog Kegahahyia'
Ayyeiaég Siarapayég Tivpopio Siaguyng Tpiyoeidiuy’ Aoprinda
DMiarapayég Tou QvaTVEUOTIKOD GugTRpaTOS, TOvBpopo ofeiag avammveuoTikig SuoyEpeiag? Mveuyovikn aipoppayia
Tou Bipaka kai Tou pegobuwpdaxiou Mveupovikég avemBupnreg evépyeieg (Biapean Tveu-

povia, TveupovikG oidnpa, Tveupovikés SindRaeig
KaI TIVEUOVIKT Ivioon)

Apomruan
Aiarapayég TOU yaOTPEVTEPIKOU Navria'
DMiarapayig Tou dépparog kai Tou utrodopiou ZivBpopo Sweet (ofia epmupemn ouderepogiAikd
1aTol Bepucmuon)
Aepparin ayyerinda'? Zivdpopo
Stevens-Johnson

Asarapayég Tou PUoTKEAETIKOD CUaTApaTOg OaTikég oveg Muoaxehenikdg
Kai Tou guvBeTikol 10TO0 mévog (pualyia,

apBpakyia, Tovog

oTa Gkpa, ooquakyia,

HUOTKEAETIKOG TIOVOG,

auyevahyia)
Liarapayig Twv VEQPWUY Kal TWY 0Upopopuy Ineipaparovegpinida’

P
Fevikég Siatapayég kar kavaoraoeig Tng odol Moveg om Béon Mg
Xopiyneng Eveang'
Mn kapBiakog Buwpakikog wovog Avndpaoeig atn Bean
g éveong?
Napaxkhivikig egerageig Auaeig g yaAakTikig aguBpoyovaong kal g
akkahikig pwogaraarg’
I'Iupoéiug auffaeig g ALT i TS AST omig
paoieg nmaTikig Aeroupyiag!
'BA. Tiapd aMepiypagh emeypévey avemi epyeIL
2 Aurfy n avemBopnm evépyeia mpooioplaTmxe oma v 0 peta my akhd Bev ¢, eheyyopeves kAvikgS Soxipig ox evijhieg. H xarnyopla ouyvémrag TpoaBiopioTne am
£vav gramoTikg uTrohoyiopo pe Baon 1.576 aoBevelg rou tAafav pegfilgrastim ae evvéa Tuxaiomoinpeveg KAVIKES 6cmm‘.g
[epiypagn emmtheyuéviy avemBpnTwy evepyerny D) oUxva TEpIoTaTIK cuvBpopiou Sweet xouv avageplei, av KOl GE OPIHEVES TIEPITITWIOEIC, it £G kaKofBeles pmopei va

Siadpaparifouv kamoio poo. Ox1 ouyva aupBavra Sepparikig ayyeindag Exouv avapeplei e aoBeveig ou éhaPav Bepameia pe pegfilgrastim. O pnyaviopag Tng uwsunﬁug oToug agBeveig Tou
hapBavouv pegfilgrastim eivan ayvwotog. Avndpaaeig g Beang éveong, oupmepihayBavopivou Tou epuBiparog M BEong éveang (6x1 auxvic) kaBg kai ahyoug oTn Béang g Eveong (ouyveg)
£YOUV TIAPOUCIOOTEl aTNV apyIK 1y OF eTaxoAoudeg BepaTreieg e p ‘Eyouv avagepbei guyva mepioTamika AeuxokuTtapwang (apiBpog Aeukokutrapuwy > 100 x 10%) (BA. mapaypago 4.4).
AvaoTpéyipeg, fmieg Ewg péTpieg au§ioeig Tou emmédou Tou oupiked offog kal TG akaAkig puapataang, ywpic ayen{opeves khivikés emBpaceig ATav OX1 TUVEG. AVaoTPEWIHES, MITIES EwG HETPIEG
augjoeig Tou emédou TG yaakTikig aguipoyovaons, Xwpig oxeni(opeves KAIVIKES emiBpactic firav oyl ouyvig ot aoBeveic rou EhaPav pegfilgrastim petd amo kutraporogkn XnueicBepansia. Ze
acoBeveig Tou Adppavay xnueioBepaeia, mapampnBnke ToA gquyva vauia kai kegarakyia. Oy ouxves auEnoEig Mg apivoTpavagepaong me aAavivng (ALT) f mg aomapTikig apIvOTpavapeEpacS
{AST) ot dokipaaicg nmamknig Aeioupyiag Exouv maparmpnBei ot aoBeveic pera tn Aqn pegfilgrastim GoTepa amd kurtapotofid xnpeioBepaneia. O auffoeig autég frav Tapodikés kal EMETTpEYaY
amig apyikég Tipég. Exouv avapepBei ouyva mepiotanka Bpopfomeviag. Aufnuévog kiviuvog MDS/AML mrerra amé Beparteia e 1o Ziextenzo o ouvduaopd pe xnpeioBepaneia ffkar aknivoBepareia
£xe1 mapampnBel o€ pia emBnpiodoyixn peAéTn oe acBevelg pe kapkivo Tou paaTol kai kapkiva Tou Trvedpova (BA. mapaypago 4.4). MNepioTamixa ouvBpopou dlaguyig Tpixoeidwy Exouv avagepBel
HETQ TNV EYKPIOT) TOU appdKou P T xpAon TapayovTwy SiEyepong amoikiwy kokkiokuTTapwy. Ta TeEpIoTaTika auta Exouv yevika cupBel oe aoBeveic pe Tpoxwpnpéva kakorBn voafipara, onyn, ot
aoBeveig Tou AapBavouv ToAGTAG papuakeuTIka TIpoidvTa xnueoBepaneiag i uroBakhovial ot agaipeon (BA. mapaypago 4.4). Naibiarpikeg mhnBuoyog H epmeipia g1a maidia eival TEpIopIoyEVN,
Exei mapampnBel uynAdepn ouyvoria coapiy avemBUPNTWY EVEPYEILWY OF PikpoTepa Trandid nAikiag 0-5 erwv {92%) cuykpmka pe peyarirepa maibia nAikiag 6-11 kar 12-21 eraw (B0% kai 67%
avrigTorya) kal EvijMkeg. H o ouyva avagepopevn avemBOpnTn evepyeia fitav oaTikog Tovog (BA. nupwpmpouq 5.1 ka1 5.2). Avagopa mBavohoyolpevwy avemBiunTwy evepyeiwy H avagopd
mBavoloyoUpeviuy avemBUpNTWY EVEPYEILV LETA aTio T ¥oprynan adeiag kukhogopiag Tou QupuaKEUTIKOU TIpoidvTog eivar onpavikr. Emipéner m ouvex mapakahoiBnon g oxEong ogéAous-
¥ivBivou Tou pappakeuTikod TrpeibvTog. Znreitar amé Toug emayyeAUaTieg uyeiag va avagépouy omoiadnmore mBavoAoyoUpeves avemBUUNTEC EvEpyEiEs Ppiow Tou £BVIKOD CUOTARATOS VAaPOPaS
TIou avaypagetal Tapakdnw. EBvikog Opyaviopog Pappaxwy Meooyeiwv 284 GR-15562 Xohapyos, ABAva TnA: + 30 21 32040380/337 Qat; + 30 21 08549585 |orotomog: htfp:/iwww.eof gr 4.9
YmwepSoaohoyia Exouv yoprynBei umodopiwg pepovwpéves dooeig Twy 300 meg/kg oe mepiopiopévo apiBud uyiuv eBehoviy kal aoBeviov e I PIKPOKUTTOPIKG KApKivo Tou TIvelpova Ywpic
ooPapéc avemBUpnTe¢ evipyeieg. O avemBUpNTEC evipyeieg fTav TapdpoIEg e auTEC Twv agBeviyy ou AdpPavav YapnAotepeg dooeic pegfilgrastim. 7. KATOXOZ THE AAEIAL KYKAO®OPIAL
Sandoz GmbH Biochemiestr. 10 6250 Kundl AuaTpia 8. APIOMOE(OI) AAEIALZ KYKAO®OPIAE EU/1/18/1327/001 9. HMEPOMHNIA NPAQTHE EFKPIEHL/ANANEQEHE THE AAEIAL Hpepopnvia
Tpmg Eykpiong: 22 NoeuBpiou 2018 Huepopnvia teheutaiag avavéwong: 26 Ampihiou 2023 10. HMEPOMHNIA ANAGEQPHEHE TOY KEIMENOY 04/2023 Aetropepeic mAnpogopieg yia 1o mapov
QapHaKeuTIKG Tipoidv gival BiaBEoipeg aTov Siktuaxd Tamo Tou Eupwmaikod Opyaviopou @appdxwy: hifp//www.ema europa.eu.
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Lonsurf

1pipAoupIOivn/Timpakiin
NEPIAHWH TON XAPAKTHPIETIKON TOY NPOIONTOL

ONOMALIA TOY ®APMAKEYTIKOY NPOIONTOE

Lonsurf 15 mg/ 6,14 mg enkouppéva pe Aento upévio iokia

Lonsurf 20mg/ B.19 mg enikaAuppéva pe kento upevio biokia

NOIOTIKH KAI NDZOTIKH IYNBELH

Lonsurf 15 mo/ 6.14 mg eniko Auppiéva pe Aentd upévio biokia

KaBe enwoluppévo pe Aemto upévio Biokio nepiéxet 15 mg trifluridine war .14 mg tipiracil (wg
hydrochloride).

Lonsurf20mg/ B.19 mg entkaAuppeva ue Aentd upevio biokia

Kofe emukohuppévo pe Aento upévio fiokio nepiéxet 20 mg trifluridine ko 819 mg tipiracil (wg
hydrochloride),

‘Exboxa pe yvworn Gpaon: povolibpikag hoktadng.

Bepancuikeg evbeifeig

Optiokohikoc Kapkivog

To Lonsurf o ouvbuoopd pe pneBooidoupdpnn evBelkvutor otny avupetwnion eviikwy ooBevav
pe pewotanka oplokohika Kopkivo (CRC). ov onofot éxouv nponyoupévwe AdBet toukdxiotov bia
nponyolipeva ovtikapkikaoxnpata Bepaneiog onwexnperoBepaneieg e Baon nvphouoponupipibivn,
ofahmAativn kot ipivatekavn. napdyovieg avi-VEGF kounapdyoviec ovi-EGFR.

To Lonsurf evbeikvutal wg povoBepaneio otnv ovipetwnion eviAikwy 0oBeviy pe HETOOTOTKG

AvemBipntes evépyeies nov avopépBnkov oe KAvikég pedétes ae noBevei nou éaBav Lonsurf

opBokohikd kapkive. o onoiot Exouv nponyoupeviag AdBet Beponeln f Gev Bewpodvial

yuo Beponein pe ug boBeawies aywyég, onwc xnpewoBepaneieg pe Baan my lp;\uunpuﬂuplplhwn

ofahinAotivn ko ipivotekavn, napayovieg ovii-VEGF katnopdyovieg avi-EGFR

[ao1pIK6C KO pHivag

To Lonsurf evBeikvutar we povoBepanein otnv aviperwnan evidikwy oBevay pe petootanko

YOOIPIKG KOpKivo oupnepthopBavoyevou 1ou oBevoKOPKIVIPOTOG ING YOOTRODLOOGOYIKAG OupBaME,

0L onoiot Exouv nponyoupévas unoBAnBei oe Beponeia pe Touhdxiotov GUo nponyolpeva oxnpato

ouatnpotikic Bepaneiog yla npoxwpnpévn vaoo.

Aogohoyia kot tpdnog xopiynong

To Lonsurfnpénetva ouviayoypapeitolona ylotpodcEPneLpoug otn xopAynan avikapk vk Bepaneiag

Aoaohoyia

H ouviotwpevn Goon €vapEng tou Lonsurf oe evihikes, we povoBeponein A o ouvbuoopd pe

pneBoofoupdpnn ivor35mg/m?/Gon. xopnyodpevnona tou otépatog bio popég tnvnpépa. ugHpepeg 1

£we 5 koG HpepecBEwe 12 yio koBe kukAo 28 npepwov liﬁmgfrn‘lﬁu'unymauBevchchunBupnveuppum

ﬁum\eunupyinlKalegéunvs‘mnupumpnﬂsiﬁmelocﬁémcﬁmunupumpnﬂs[ununn ek TEIKaTNTa

Ttav 1o Lonsurf oe ouvbuaopa pe pneBaoifoupapnn xpnatponoieital 0TnV OVILPETWNON PETOOTATIKOD

CRC. n boan g pneBoarfoupdpnng eivor 5 my/kg awpatikod Bapoug xapnyolpevn pia popa kabe 2

eBbopdbec. Avorpétre ougnAnpeis nAnpopopiec npaiovogyia T pneBaoifoupapnn,

H fidon unohoyideror Booer empavewae owpotog (BSAL H Sooohoyio bev npénet vo uneploivet @

80 mg/Boan.

Mpogoppoyeg g Goookoyiog pnopel vo onowouviol pe Bdon mv otopwn oopdkeln Kot ovoxn.

Enrpénoviot katd oveytoto 6pio 3 pewioei o1n boaohoyio, péxpttnv eAdxiatn bdon wy 20 mg/m* Bio

Eups‘: tnv npépa (15 mgim?6oon yio ooBeveig pe coBapn veppikn buoheuwupyiol. Khipdkwon twv
Q0EWY BEV ENTPENETOLPETE Tn Peiwan.

Avievbeifeg

YnepeuoiaBnoio nuchpauunscuumecn 0eKaNo10 and 1o €kboxa.

Eibixéc np QuAEelc katd T xpon

Karootodn 1oy vedoy va oa'rw n}mpem efedoeig oipatog NpENel va npoyPATONOIOLVIOI NpY TNV

evapEn tng Beponeing kou onote xperddetal Wote vo eAEyXetal n TofkoTnTa, T AyGTepo. pwe, npIv

ond k6Be Beponeuuko kiAo, H oywyn Bev npénervo §ekivacr, eav o andhutog apiBpac oubetepogiAwy

cival <1.5x10%L. edv o opiBuog aonerahinv eivat <75x10°L fi e6v o ooBevi Exet pio avenikut pn

oyotohoyd oxeudopevn rofiwornra BaByou 31 & and nponyoipevec Bepaneice. 0iooBeveig npéneivo

napokohouBiouvial oteva yia tnv epgavion AoipwEewy katva hapBavovioi ta katdnka pétpa pe Baon

g khikeg evbeiferg.

[ogipeviepik tofikarnio: Avuepend, avabioppoikd kot ahAeg oywyéc, Bo npénetva xopnyolvial pe

Baon g kAwikeg evbeifere, npooappoyectng boong npénetva smuppdgnvmlw:unuushm

Msggxn buaierroypyie: hev quviatatal oe aoBeveis pe vegpiki vaoa Tekwkod otabiov. Ot aoBeveig pe
l]l{l‘Kn Suokeroupyio Bo npénetvo napakohouBodviot oteva. otaoBeveic pe petpio n ooBopn veppikn

ewroupyio Ba npeneiva napokohouBosviatnio suxva ylo aipatokay ki ofkotmo

Hﬁarmﬂ buadetroupyie Dev ouviotdto yio xphon o ooBevel pe opxikd pétpio f ooBopi nnoukn

buokewoupyio

Mpwieivaupio: Fuviatdtol n napakoAodnon tng npwieivoupiag pe Tawia e€Etaong odpwy, npv v

évapEn kaikotd tn Bidpketo ng Bepaneiac,

Exdoxe Nepiéxehoktodn.

AMnkemibpdoers pe GAha poppaoxevTika npotévia kat GAAes poppéc oAAndenifpoang

Anaueital npoooxn GTav XpNOWONOIOUVITE POPPOKEUTIKG NPOOVTD Ta onoio aAANAEnIGpoUY pE TOUC

petapopeig voukheoobiwv CNT1. ENT1 kau ENT2. avaotodeic tou OCT2 kor MATEL unootpipata

ovBpwnivagkivaong tng Bupibivng. (n.x. dboBoubivn). oviiouhAnntika oppovikig puoswe.

Tovipdinta

0t ooBeveic nou enBupolv vo oudkdBouv naibi Ba npénet vo oupBouletoviar vo ava{ntioouv

ovanapoywylkn oupBouAeuTIKA KOt KPUDTUVIAPNAN EITE TOU WOPioU EE TOU ONEPPATAG NPV ONG TNV

evapEn g Bepaneiog pe Lonsurf.

Kinan kat yohouxia

Aev ouvigtotol

Emibpdeets otnv ikavtnta obfiynong katxetprogod pnxavapitov

Konwan. {8An aioBnpa kakouxiog pnopeiva epgovioBody katd  fidpkeia g Beponeiog.

AvemBipnteg evépyeteg

Luvoyn tou npo@il aopakeiag

0t mio ooBopég avenBipnteg mugﬁuxwuuéq ovubpdoets nou nopatnpodviol oe ooBeveis o1 onoiot

hapBavouv Lonsurfeivatn katootoAn Tou puehol Twv 00TV KON YOOTPEVIEPIKN TOEKATNTO.

01 mo ouxvég oveniBApnTeC poppokeutike avibpdaei; nou nopatnpouviar oe aoBeveig nou hapBavouy

Lonsurf eivain oubeteponevio, n vautio. nkonwan, navoipio.

To Lonsurfwe peveBepaneia

Ot nio ousveg avzmﬂu#ntz: POPHOKEUTIKEC avLbpaoelg ol onaieq katehnfav og Buakonn tng aywyAg,

jeiwon 1ng boong. kaBuatépnon tng Goang n biakonn g Bdang. Atav n oubeteponevia, n avaipia. n

kanwan, nAeukonevio, nBpopBokutonevia, n fidppoto koin vautio.

To Lonsurfae auvbyaopd pe preBagiloupaynn

Trav 1o Lonsurf xpnowonotouviay o ouvbuoopo pe pneBomdoupapnn, n ouxvatnia twv okohoubwy

oveniBapntwy evepyewv ouEnBke oe odykpion pe to Lonsurf wg povoBepaneio: oubeteponevio,

ooflopn oubeteponevio, BpopBokutonevio, atopatindo

Nivakag aveniBipntwy vepyewiy

OvaveniBupnteg evepyeiec eivoropadononpeves avaroya pe g ouxvamteg toug. 0t opabeg ouxvamrag

«aBopifovral pe Baon tny oxahoulin oipBoon nokd auxveg (21/10). ouxve [21/100 éwg <1/10) kot dxt

ouxveg [(21/1.000 éwg <1/100).

Kanyopia/ Luxvétnio
lpflli:::n;li:l:nyn Aveniipntec evépyeteg Mevessontin p:-:‘lr:::(:ﬁ% ::n
o o o .
Oubeteponevik ofyn Oxtouxveg -
AoipwEn twyxoAngdpwy | Dxiouxvég -
Aoipwtn Dx1ouxveg Luxvég
OupohoipwEn Dx1ouxveg Txtouxveg
Bakmpiakn AoipwEn Dxiouxveg s
. MoipwEn ono Candida Dxtouxveg -
fu:_"m&!‘ "?Rf Ennegurinbo Oxtouxveg =
Epnng {wotip Ox1ouxveg =
[pinn Oxtouxveg -
nvgmﬁdg?llxu:ﬁnnﬁtt;ﬂ?nc Txiauveq B
Motpwbng eviepiuba INGVIEC -
Innuki katanAngio® Inovieg
Ouhiubo Indvieg Dx1ouxveg
Tpixogutia twv nobiwv Inavieg -
Neomhdopara
kahonfn,
KkokonBn kaupn
kofBopopevo Kopkviko ahyog Oxtouxveg -
[nepihopBavoviat
KUOTEICKOL
noAunofeg)
Avoipio Nohu ouxvee TloAu ouxvee
Oudeteponevio MoAl ouxveg Mokl ouxveg
Aeukonevio [loAu ouxveg Fuxvég
BpopBonevio NoAl ouxveg Noku ouxveg
Siovapaég ou Epnupern uuﬁsts.pun:viu [uxve:c Dulnux.véc
iy i Nepponevia Tuxvég Tuxvég
KoUtou Aepgikod Novkutioponevia i ouxveg 01 DuxXvEg
CUATDHELDS Epuponevia Dt ouxvég -
Neukokutidpwon T ouxveg -
Movokuttapongvia Ox1ouxveg -
Movokuttdpwon Oxtouxveg -
Kokkiokutroponevia Inavieg -
Dpebn pewwpévn Mokl ouxvég Mokt ouxvég
YnoohBoupwoipio Luxvég Dyt ouxveg
Apubdiwon Txiouxveg -
YnepyAukoiyio Oxouxveg Dxtouxvig
Auatopoxég Tou Yneprahiaia OxLouxveg -
petafoMopotxal YnooBeouoipio Oxiounveg -
¢ Bpeyng YnokoAiowio Dx1ouxveég -
Ynovatplowio Dyt ouxveg -
Ynopwopopaiio Ot ouxveg -
Oupik opBpiud Inavieg -
Ynepvapiaipio Indvieg =
Vynatpikég Ayxog Dkt guxveg z
buotopoxég Aunvio D1 ouxveg -
Avoyevgia Luxvég Fuxveg
Z6hn Dxiouxvég Tuxvéc
Kegohohyia s ouxveg Fuxvég
Nepupepikn veupondBeta Uxiouxveg Oxtouxveg
NopowBnoio Ot ouxveg Ot ouxveg
A“"“Pm‘:. AnBopyog Txtouxveg -
ov 4 .
uumnumuc Neupotofikotnia Ox1ouxveg -
AigBnan eykadpatog EnGvieg =
AvooioBnain Inavieg -
YnepawaBnoio Indvieg -
YnowBnaio Lnavieg -
Luykonf Indvieg -
Kotappdkng Inavieg -
; AinAwnio Indvieg -
%Tfﬂ;'ﬁ':fé ZnpopBo Mo Indvieg -
Dpoon Baynn Indvieg 7
Onmkn ofltnro pewwpgvn Indvieg -
Aiatopaxeg tou Thiyyog Dxiouxveg =
widgKatou - - -
AaBupivBou Auagopiotou widg Indvieg -
. LinBayxn Txiouxveg -
:lg':g';ﬁii Appufipia DX10URVEG -
AioBnpo noApcy D1 ouxveg -
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Kotnyopial Luxvitnia Kamyspia/ Luxvbtnia
opyaviké gdotnpa | AvemBdpnteg evépyeteg TuvBunopdc pe opyovikd adotnpo | AvemBipnres evépyeie TuvBuaapic pe
(MedDRA)* MoveBepaneio F'itﬂwlfﬂl:l;%::ﬂ (MedDRA)* MavoBepaneia el :"r‘:!
Ynéptoan DOxtouxvéc Llxveg Muikoi onoopoi Oxtouxveg -
AYYELOREG Efoyn Dxiouxvég - Mioykwon dpBpwang Inavieg =
biotapaxeg Ynataon Ox1ouxvég - NMpuwreivoupio Luxvég Oxiouxveg
EpBoin Indvieg - Nepptkn avendpkeln Dx1ouxveg -
Alonvow Luxvég Luxvég Ahiotopoxe¢ wv Apotoupi Xt OUXVEG -
; = 3 - VEQPIOV KL TWY =" :
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