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XAPETUOUOC

Ayarintoi ¢iloy,

To ®opoup OykoAoyiag oag kaAwoopilel 0To oUVESPLO TTOU SLOpyaVWVEL
28 & 29 Madiou 2021, ue titho “Overview oTIg VEEC Bepareleg yia Tov
Kapkivo 2021: Oswpla kot tpagn”. H cuveéyion tng mavénuiag COVID-19,
TIoU paG avaykalel va Ste€dyoupe uBpLdikda to ouvedplo, ev epmodilel
v e€EAEN kal mMPoodo TNG lATPLKAG EMLOTAMNG OTOV TOMEQ TNG
Oykoloylag, Tng omolag n cuyxpovn yvwon Kot Blotexvoloyia alxpng
amoTeAOUV TO QVTIKELEVO TOU.

EAMilw OTL pe autov tov tpomo Ba cupPBAAoOUUE OoTNV GUVEXLIOUEVN
OykoAoytkn ekmaideuon pe cUppaxo T Kedbahalomoinan TnS EUMEeLplog
Kal TNC yvwaong OAwvV 00wV 1660 GIAGTLUO CUUUETEXOUV, TOUC OTOLOUG
Kall euxopLOTW Oepud.

O mpoedpog tng OpyavwTlkAg Emttpornng

Ap. Kevtenolidng NwkoAaog
MaBoAdyog OykoAoyog, MD, MSc, PhD,
AteuBuvtrg Oykoloyikng KAwikric MetpomoAttav General / 251 T.N.A.
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H Siaeprjpion eival GUpguvn pE Ty I0x0ouca vopoBeaia -
Yroupyikd Andgaan AYT3(a)/32221 (OEK 10498/29-04-2013)
xan 1ov Kwbika Aeoviohoyiag Tou EOEE.

0OGI-2021-0034_GR
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21° Ay, EBv. OBol ABrvGw-Aajiag, 14568 Kpuovip, Ak, EANGBa
T: +30 210 8161802, F: +30 210 8161587, W: www.damo.gr
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Entponég

OpyavwTtikn Emtitponi

Mpogdpoc:

MéEAn:

NikoAaog Kevtemolibng

lewpyLog AvBoTOUAOC
lwavvng Altog
BaciAng Paudidng
KAeomadtpa Pamtn

Emwotnpoviki Emitponiy

Mpogdpol:

MéAn:

KAeomdtpa Parmtn

lwavvng Altog

BaciAng Paudidng

Mdplog Mmakoyewpyog
Mwpyog ZapéAng

MNaptg Koouidng

Mapia Mkotlapavidou
Ayyehkn-Mapia Aapmpdkn
BaoiAng KoAttlikng
Mavaywwta OlkovopomoUAou
lwavvng Kotoavtrg

Eudyyehog NtouPBéhng
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Enotpoviko npdypauua

28 Maiou 2021

Mapaokeun
11:00-13:00  YMOOTNPLKTIKI aywyr.

Mpoebpeio: I. AvdorouAog, Z. KovrouAn, 1. Mpdna
11:00-11:20  H Swaxeiplon Tou xpoviou coBapol oykoAoylkoU TOvou. A. Badalouka
11:20-11:40  Neotepa Sedopéva yia tn Staxelpton g SUCKOALOTNTOC

arto T Xpnon omoeldwv. A.M. Aopnpakn
11:40-12:00  AvTutnkTkn aywyn: tpoAndin kat Beparmeia. E. Datwpou-Apapavivol
12:00-12:20  Covid-19 kat XMO. M. Fkot{apaviéou
12:20-12:40  H umootnptn kat n ¢poviida twv Oykoloylkwyv acBevwv

otnv enoxn tou Covid-19. I. Todtoou
12:40-13:00  ZulATNON- OXOAAOUOG K. MuoTtakiéou
13:00-14:30 MeAdvwpa- Oykot S€ppatog.

Mpoeébpeio: E. Mkoyka, A. MaupaAoUkog
13:00-13:20  QepameuTikég e€elifelg oto mAakwdeg Ca S€pUATOG. I. Kwtoavtig
13:20-13:40  YtoxeLOUOEG Beparmeieg TNV MPWLUN KAl LETACTATIKA

vOoO. N. MotapaAtiiav
13:40-14:00  H 6¢on tng avoooBeparmelag oTny enkouplkr Bepameia

TOU HEAQVWHATOC. A. Mnadaloukog

Sponsored by i Bristol Myers Squibb”

14:00-14:20  Avamavinto epWTNUATA 0TNV avoooBeparmeia tng

UETOOTATIKAC VOOOU. E. Mkdyka
14:20-14:30  zulATnon- OXOAAOLOG
14:30-15:15 MeonpBpivn Stakomn
15:15-15:45  AwdAeén

Mpoeébpeio: N. Znpag, . Makpavtwvdakng
BRAF avaotoleic oe aoBevelg pe oupmnayeic Oykoug. N. ToouKaAdg
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TRAINED T

TAKE ACTION

IMPACT

BonBnote va yivouv 1a papuoKa nio aopain Kat Avapépere
OAEE 1 aveniBupnteg evépyeleg yia OAA 10 pappaKka
Tupninpwvoviag inv «KITPINH KAPTA»

la neplocdrepes nhnpogopleg aneuBuvBeite oinv Etaipela

D “z,

®OAPMAIEPB

OAPMAZEPB - AINAY AE.B.E.
150 yAp. EBvikric 0dou ABnvwv-Aapiac, 14564 Knguowd THA.: 210 6294600 Fax: 210 6294610

info@lilty.gr www.lilly.gr
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Mapaokeuh 28 Maiou 2021
15:45-17:30  ZapKwpota.

Mpoedpeio: X. Zaunarng, X. Kooudag, M. BacAauatine
15:45-16:05  XelpoupyLkr QVTILETWTILON COPKWUATWY UAAAKWY

popiwv. B. Kovtoyswpydkog
16:05-16:30  [POEYXELPNTIKA KAl LETEYXELPNTLKY) AKO eVIOTILOMEVNG

VOOOU. l. TEwpPyaKOTOUAOG
16:30-16:55  [pOEYXEPNTIKA KAl CUUMANPWHATIKY XNHeoBepamela

EVTOTIOUEVNC VOCOU. 21. KOKKaAN
16:55-17:20  E€ehifelg otn ouotnuatikn Beparmeia Twv CapKWUATWY. B. Papdiéng
17:20-17:30  ZulATnon- oXOAAoUOG
17:30-18:00 Aopudoptkn AlaAeén Sponsored by 6 MSD

Mpoebpeio: M. Kapauoulng, I. Avaotaciov

Nwg Stapopdwvetal n Bepameutiky aAknAouxia pe

v €l0080 TWV avocoBepameUTIKWY GUVOLACUWY

OTNV TPWTN YPOUUI TOU TIPOXWPNHEVOU KOPKIWVWLATOG

TWV VEPPWV. A. Kovtoivng
18:00-18:15  AwdAswupa
18:15-20:00 Kapkivog poaotou.

Mpoebpeio: A. Maupouénig, A. Koutpag, N. ZaAsunc
18:15-18:30  Neotepa Sedopéva 0T XELPOUPYLKT TNG LACXAANG. M. Audkou
18:30-18:50 O pOAoC NG yovISLakng umoypadng otnv emthoyr] Tng

ETILKOUPLKNG Bepamelag. M. NikoAdou
18:50-19:10  AvocoBepameia oTov TPUTAG apvNnTIkO Kapkivo paotou. K. Partn
19:10-19:30  CDK 4/6 avaotolelg: KAwikd dedouéva kat KAWVLIKA

TPaKTIKr) otov HR+/HER2- mBC. 1. Aitog

Sponsored by @Pﬂzer

19:30-19:50  OeparmeuTIkOG OAYOPLBUOG 0T peTaoTatiky Her2+ véco.  E. Molpoyuwpyou
19:50-20:00  zulATnon- OXOAMAOUOG I. Kamtipng
20:00-20:20  AdAeén

Mpoebpeio: A. Katowyn, £. Asuipn

Alatripnon TNG yoviuotnTag o€ VEeg aoBevelq e Kapkivo. @. Zraupidn
20:20-21:00  TeAetn évapéng
20:20-20:30  Xaupetiopol
20:30-21:00  Evoapktipla optAio

Mpoebpeio: X. KaAdopwvog, I. Kapaitiavog

Nedtepa Bepameutikd Sedopéva otn Covid-19. X. Mwyog




A
Verzenios

abemaciclib

VERZENIOS_Blank/ADV/06-2020

0 PAPHAKA N0 AoQaAn Kal Avag: AEZL g av I EVEQYELES 0 (papHOKQ v «KITPINH KAPTA»

D Lz,

®APMAZLIEPEB

o neploodtepec nAnpovopieg ansuBuvBeite oy Etalpeia

®APMAZEPB - AINAY A.E.B.E.
150 YAy E@viknic Odou ABnvav-Aapiag, 14564 Knewoia THA.: 210 6294600 Fax: 210 6294610
info@lilly.gr www.lilly.gr
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29 Maiou 2021

Y4BBarto
09:00-11:00 Koapkivog oupoyevvnTIKOU.

lMpoedpeio: N. MeptQiwtng, I'. ZauéAng, K. Bepiyog
09:00-09:20  Neodtepa dedouéva yla tnv oppovobepaneia otov

KopKivo TOU TIPOOTATN. I. Pnydkog
09:20-09:40  PI3K kat PARP avaoTtoleig: mwg aAAGlouv to

BEPATEVTIKO TOTILO OTO HETAOTATIKO KAPKIVO TIPOCTATN. N. Mntowunovag
09:40-10:00  H B€on Tng XMO 0TNnV QVTIHETWITLON TOU Kapkivou

TOU TTPOCTATN. E. MapaykoUAn
10:00-10:20  H avoooBepamela oTNV AVILLETWTLON TOU 0UpoBnALakoU

KapKivou. B. MNanadomnoulog
10:20-10:40  Kpurpla BeparmeuTikwy EMAOYWY yla tnv 10 kat 20

ypapun Beparneiag Tou LETAOTATIKOU Kapkivou vedppoU. M. Aovtog

Sponsored by %IE'SEMN

10:40-11:00  >ulATNON- GXOAACHOG A. Ndon
11:00-11:30  AwdAswupa
11:30-13:10  Kapkivog yaotpeviepiko.

Mpoeédpeio: . MNanakwotag, A. KopkoAncg, I. 2ouykAakog
11:30-11:55  QepameuTikdg alyoplBUOC LETAOTATIKOU KOAO-0pBLKOU

KapKivou. 0. Makatowpng
11:55-12:15  Qepaneia tou MSI-h kapkivou TTaxXE0G EVIEPOU. Z. ZapLbakn
12:15-12:35  TomK& mpoxwpnUEVoC kapkivog tou opBou:

BepamEUTIKEG ETUAOYEG. A. T{oBapag
12:35-12:55  Neotepeg e€eAlfel 0TNV QVTLLETWITLON TOU

XOAQLYYELOKAPKIVWLLATOG,. B. T{ouéa
12:55-13:10  ZulAtnon- oXoAMaopOg l. ZouykAdxkog, D. Mauri
13:10-14:00 AwaAE€elg

Mpoeébpeio: E. MeAékouvpag, =. BakdAng, N. Kevtermoliéng
13:10-13:25  Ewcaywylkn Beparmeia 0Tov Kapkivo GTOUAYOU:

XMO vs XMO-AKO. E. Z0yka
13:25-13:40  AvocoBepameia 0g LETAOTATIKO KAPKIVO

0Lo0hAyoU-CTOUAYOU. N. Katoaolvng
13:40-13:55  Neotepa SeSopéva 0NV QVTILETWITLON TOU HETACTATIKOU

KopKIvou TtayKPEATOC. A. KouhoUpng
13:55-14:00  TulAtnon- oXOAMAOHOC A. ALakog, 2. AgAng
14:00-16:00 Meonuppvn drakomn
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Merck A.E. EAAdg

Aew@. Knpioiag 41-45 (Ktiipio B)
151 23 Mapoval, ABriva

T: 210 6165100

www.merck.gr

BonBnote va yivouv ta @épyiaxa mo aopain ko
Avagpépete OAEL ns ovemBUpntes evépyeies yia

OAA ta pappaxa
Zupndnpavoveas my «KITPINH KAPTA»
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sessae 29 Malou 2021

16:00-17:15  Kapkivog ntveUpova I.
Mpoebpeio: K. Zupiyog, E. Zauavrdg, 3. AyyeAdkn

16:00-16:15  OeparmeuTiky TPOoeyyLon tou BRAF petalaypévou

N UKPOKUTTOPLIKOU KAPKIVOU TOU TIVEUHOVA. M. @soxadpn
16:15-16:30 O poAog tng petaraéng G12C oto NSCLC. M. Mnakoyewpyog
16:30-16:45  AvoooBepaneia og acBeveig pe 06nyouc HeTaAAGEELS. A. Xapridou
16:45-17:00  Neotepeg e€ehielg otn Bepameia tou SCLC. H. Kottéag

Sponsored by

17:00-17:15  ZulATnon- OXOAMAOUOG

17:15-17:45 AwdAeén
Mpoeébpeio: I. NaociwovAag, A. ASavaowadng, A. Wuppn

O poAog TG Lypn G Blodiag otn Stayvwaon Kat Tn BepameVTIKN

T(POGEYYLON TOU Kapkivou Tou mvelpova. M. OwovopomnoUAou

17:45-18:00 AwdAswupa

18:00-18:40  Kapkivog tveUpova Il.
Mpoebpeio: I. Ikiolog, M. Koouiéng, A. T{ouBeAékng

18:00-18:20  E&eAi&elg otnv avtipetwrion Tou EGFR & ALK Betikou

MMKI. A. AnpntpLddou
18:20-18:40  Rechallenge avocoBepaneiag: oe moloug aobevelg Ba

umnopouoe va epapuocBet. A. MnoUtng
18:40-19:10 Aopudoptki AldAeén Sponsored by i Bristol Myers Squibb’

Mpoebpeio: I. Toupkavtwvng, X. SToUATONoUAoU

O SUTAOC AVOCOATTOKAELOUOG OTNV 1N ypauur Tou Mn
MukpokuTttapkol Kapkiviou Tou Mvelupova. A. XpLotomouAou

19:10-20:45 TUVOLKOAOYLKOG KOLPKiVOG.
Mpoeébpeio: I. NanadonouvAog, B. Mrtapumnouvng, A. PoSoAdkng

19:10-19:30  Aspdadévag dpoupdc oe aobevelg pe kapkivo evdountpiou

Kot tpaxiAou pHATpag. A. PoSoAdkng
19:30-19:50  Neotepa Sedopéva 0NV QVTLETWITLON TOU Kapkivou

Tou evdountpiou. E. NtouBéAng
19:50-20:10  PARP avaoToAelc kat punyaviopot avtiotaong. E. Tputodakn
20:10-20:30  OegpameuTikéG e€eAEeELg OTOV KAPKIVO WOBNKWY O

oxetiletal pe BRCA/HR deficiency. E. Alavog
20:30-20:45  YulAtnon- oXOALOCUOG . ITaOTOMoUAoU

20:45-21:00 AR&n ouvedpiou- TuunepdopoTa



Vectibix:

panitumumab

Tpérog MaBeong: Me mepiopopévn 1aTpikr ouvrayr: Mave yu
amd yiatpo pe karahknAn edikevon ka epmeipla. '

Maviki) T VECTIBIX C/S.SOL.IN 100MG/SML VIAL BT x 1 VIAL x
VECTIBIX C/S.S0L.IN 400MG/20ML VIAL BT x 1 VIAL x

AMGEN

AMGEN HELLAS EINE
Ay. Kwvotavtivou 59-61
Green Plaza, kripio I

15 124 Mapouo

GR-VBX-0521-00001

Bon@rate v yivouy To pdppoxa mo aopakd ko AvagEpLTe
OAEZ i avemBipnTes evipycies yin OAA Ta pdppaxa
oupminpavevtes Ty “KITPINK KAPTA™

AVOSEPETE KDL UNOMTY) QYEMIBUNTI EVERVEI OUNPOVO Bt 10 SBVIKG QUGTIO

avopopds oo Tia AvemiBopmtaw Evepytitv tou Efvicod Opyowopol Sappaxuy
(ED®) Tnh. 2132040380, Fax 2106549585, e ) xpfion e Kitpme Kaprag Sbémyn " ™
e L E LN SV [Tpwv T ouvtayoypadnon oupPouleuBeite Tni: 210 3447000 - Fax: 210 3447050

‘cvakhokmikd o AMGEN EAGS @apjiakeumd ELE. Trk. +30 2103447000,

v Nepidnipn Xapakmpiorikav tou Mpoioviog. I: info@amgen.gr, www.amgen.gr
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OpAnteg - [Npoedpot

Mauri Davide
AyyeAdakn Zodia
ABavaolaéng ABavaoiog

AvaocTtaciou lwavvng

Apafavtivou-Qatwpouv EAévn

BadaAouka ABnva

BakdAng Zevopwv

BaocAapatliic MyanA

Bepiyog Koopdg

FewpyakomouAog lwavvng

rkoZog lwavvng

Ikoyka EAeva

Fkot{apavidov Mapia

Twyog XapdaAapumnog

AeRg Znupidwv

Agpipn Ztapativa
AnpntpLadou Apeth

Zapmnatng XapaAapunog

Emnikoupog KaBnyntrg Oykohoyiag, Tuiua latpikng,
MavemnotuLo lwavvivwv

Av. KaBnyntpla Maboloyikng Oykoloyiag, latpikr ZxoAn,
Mavenotrpo KpRtng

MaBoAdyoc-OykoAoyog, ZuvToviaTg AleuBUVTAG, TUAKA
MaBoloyikr g Oykoloyiag, I.N. Adploag

Xelpoupyog - OupoAoyog, Kabnyntnig E.K.M.A., Oupoloyikr
KAwikn, M.IN.A. «Adiko»

MD, MSc, Etdikeuopevn MaboAoyikng OykoAoyiag, 251 I.N.A.

AvaleBnatoloyog, Avar. Kadnyrtpla AvateOnotohoyiag,
AteuBuvtpla latpeiou Mdvou kat Mapnyoptkng Opovtidag,
latpikd Kévtpo ABnvwv

JTPATIWTIKOG latpdc, AktivoBeparmeutrig OykoAdyog, MNpoedpog
EAANnvikng Etatpeiog Emtotnuovwv-Epyalopévwy
AktwvoBeparmeiag(E.E.E.E.A), EMLOTNHOVIKOG ZUVEPYATNG
latpikol Kévtpou ABnvwv

MD, PhD, MaBoAdyog-OykoAdyog, EMLoTNLOVIKA KAl ALOLKNTIKA
YrnievBuvog, OykoAoyikr) KAwikr, I.N.A. «O EvayyeAlopog» -
OdBaApiatpeio ABnvwv — MoAUKAWVLIKN

AktwvoBeparmeutric OykoAoyoc, AleuBuvtig, AKTIVOBepaeEUTIKO
- OykoAoyko Tuniua, 401 I.2.N.A., Zuvepydtng
AktwvoBeparmeutikol OykoAoyikol Turpatog IAZQ, Zuvepydtng
AktwvoBeparmeutikol Turnuatog CyberKnife latpdmnoAig

AktwvoBepameutrg-Oykoloyog, 401 I.Z.N.A., ETLOTNHOVLIKOG
Juvepydtng «lacw»

MveupovoAoyog, MD, PhD, FCCP, OykoAoyikry Movada, I
Mavemnotnuaki Maboloykr KAwikn, I.N.N.O.A. «H Zwtnpia»
MaBoAdyog-Oykoloyoc, Kabnyrtpla Nadoloyiag-OykoAoyiag,
latpikr ZxoAn, Mavemiotpio ABnvwy, A’ MaboAoyikr KAwikn,
M.I.N.A. «A\aikd»

MD,PhD, ElSikeuopevn NMaboAoyikrng Oykohoyiag, OykoAoyLkn
KAwtkn, 251 T.N.A.

MaBoAoyog- AolpwéLohdyog, Kabnyntr Nadoloyiag, latpkn
TxoAn, Mavemotpo Natpwv, MéNog tng Emttpornrg
Avtlpetwritong Ektaktwy SupBaviwyv Anpootag Yyeiog
Fevikog Xelpoupyog — Xelpoupydg Hratog Maykpéatog MD,
PH.D., ASTS, AteuBuvtnigc, Xelpoupytkny KAwikr, [.N.N.I
KwvotavtomnoUAetlo «H Ayia Olya»

MaBoAdyoc-Oykoloyog, AteuBuvtpla, B’ Maboloyiko-
Oykohoytko Tunpa, MA.0.N.A. «O Aylog ZapBag»

PhDc, MaBoAdyog-OykoAoyog, Emikoupikn latpog, OykoAoyikn
Movada, I.N.A. «Irtokpdtelo»
AktwvoBeparneutrig-OykoAoyoc, AleuBuVTG-EMLOTNOVIKOG
YrieUBuvog,AktivoBepameutiko-Oykoloyikd Tunua, MNA.O.N.A.
«O Ayloc 2aBBac»
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BonBriote va yivouv Ta ¢apyaxa o aopakr
Kal AVaDEPETE

OAEX 1ig avernBUunIES EVEPYEES

yia OAA ra gdppokn
Zupminpavoviag my «KITPINH KAPTA»

low v ouvtayeypapnon oupBouleuteite te 1X.11, nou dlariBerar EAQ

1. TAFINLAR®, lMepiAnym Xapaxtnpiotikwy fpolovrag, lavauapiog 2021
2. MEKINIST®, epfAnyn Xapaktnpiotikwy polovrog, favouaptog 2021.

_{

rafenih)

) NOVARTIS

Novartis (Hellas) A.E.B.E.
120 Ay EBvikric OGou
ABnvav - Aapiag

144 51 Metapdppwon

TnA.: +30 210 281 1712

Taflnlar + MeKinist.

(trametinib)

[pageio Beooakovikng:
12° yAu EBvikng Odod

Beooakovikng - N. Moudaviby,

570 01 Oépyn
TnA.: +30 2310 424 039

OAPMAKOENATPYNNHZH: +30 210 2828812
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ZApag NikoAaog

Osoxdpn Mapia

KaAdopwvog XapdaAapmnog

Kanipng lwavvng

Kapaitiavog lwavvng

Kapapoding MyanA
Katoaouvng Navaytwtng

Katowyn Aéomowa

Kevtenolidng NwkoAaog
KokkaAn Ztedpavia

KovtoBivng Aoukadg
Kovtoyswpydkog Bacilelog

KovtoUAn Znvaig
KopkoAng AnuntpLog
Koopdg Xpriotog
Koopidng Maptg

Kottéag HAlag

KouAoUpng Avbpéag
KoUtpag Ayyelog
Kwtoavtrg lwdavvng
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MD, PhD, MaBoAdyog-OykoAoyog, AteuBuvtng, I.K. Melpatd
«Immokpadtngy, Mpoedpog EAAnviknG Etatpeiog
Neupoevdokplvwy Oykwv

MNaBoldyog-Oykoloyog, EmpeAntpia B, A’ MaBoAoyikn KAwikn,
M.F.N.A. «Adiko»

MNaBoAdyog-OykoAoyoc, Opdtipog Kabnyntig Mavemiotnuiouv
Matpwy, AteuBuvticg, OykoAoyiko Turiua, OAOumLo
Oepamnevtnplo, Natpa

MD, MSc, Xetpoupydg, Av. AleuBuvtrg, Xelpoupytkr KAwikn,
251 T.N.A.

Ap. Emtik. Ka®nyntrg Xelpoupytkng, Navemiotiuio ABnvwy,
AleuBuvtnig, Xepoupytkn KAwikr, Nocokopeio Eppikog Ntuvav
Hospital Center, t. Zuvtoviotng AleuBuvtng, Oykoloyikr)-
Xelpoupyikr) KAwikn, IA.O.N.A. «O Aylog 2aBBag», Mpdedpog
EA\nvikng Etatpeiog Xewpoupyikng Oykoloyiag
MaBoAdyoc-Oykoloyog, Av. Kabnyntng, latpkn xoAn, E.K.M.A.
MaBoAdyog-OykoAoyog, A’ Oykohoyikd KAwikr, Metropolitan
General

MD, PhD, OykoAoyog-AktivoBepameutng, A.0.K.A. «Yyela»,
Adaktwp Naverotnuiov RWTH Aachen Mepuavioag, Npoedpog
AKOZ

MD, PhD, MSc, AteuBuvtrg Oykohoyog, Metropolitan General,
251 T.N.A.

Ertikouptkr) MaBoAodyocg - OykoAoyog, MD, MSc, A’ MaBoAoyikn
KAwikn, F.A.O.N.A. «O Aylog ZaBRag»

MNaBoAdyog-Oykoloyog, Oykoloyikry Opuada ONCOMEDICARE
OpBomnadikog Xelpoupyog, Avarinpwtrg Kabnyntng
OpBonaldikic, latpikr ZxoAr) Mavenotnuiov ABnvwv
AvaioBnotoAoyog, MD, MSc, PhD, FIP, AleuBuvtplia, latpeio
Mévou, Metropolitan Hospital

Xelpoupyoc, Aldaktwp, Mavemiotiuio ABnvwv

MD, NaBoAdyog-Oykohdyog, AtcuBuvtrc, Maboloyiko-
OyKOAOYLKO TuApa & MeTapOoXEUGNG ALLOTIOLNTLIKWY
Kuttdpwv, E.A.N.M. «MeTaga»

MaBoAdyog-OykoAoyoc, AteuBuvtrg, B’ MaboAoyikni-
Oykoloytkn KAwkn, A.0.K.A. «Yyeio»

MD, PhD, MaBoAdyoc-OykoAoyog, Av. Kabnyntng
Mavenotnuiov ABnvwy, Oykoloyikry Movada, M.N.N.©.A. «H
Twtnpia»

Eldikeudpevog Naboloyikng Oykohoyiag, Mavemotnuiakn
OykoAoyikn KAwikr, Mo.l.N.H

MaBoAdyog-Oykoloyoc, Av. Kabnyntrg Naboloyiac-
Oykoloyiag, Mavemotipo Natpwyv

MD, NaBoAdyog-Oykohdyog, EmpeAntng B’, B’ Navemniotnuiakn
NaBoAoykn KAwikr, M.I.N. «ATTIKOV»

Ewdikeuopevn Naboloyikng OykoAoyiag, Oykohoyikr KAk,
251T.N.A
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Xelpoupydg, AteuBuvtrg, Xelpoupytko TuRua, M.N. Aauiog

MD, PhD, FEBS, M'evikn Xelpoupyadg, Xelpoupyog Maaotou
MaBoAdyoc-Oykoloyog, EmpeAntig A, Maboloyiko-OykoAoyLko
Tunua, E.A.N.M. «Metaga»

MaBoAdyoc-Oykoloyog, Emikouptkdg EmpueAntrg, OykoAoyikn
Movada, I.N.A. «AAe€avSpa»

MaBoAdyog OykoAoyog, 251 I.N.A.

Av. KaBnyntrc Maboloyiag-Oykoloyiag, latpikr IXoAn,
Mavenotrpo Natpwv, OykoAoykd Tunua, M.I.N. MNatpwv
MSc, PhD MaBoAdyog-Oykoloyog, latpikd AloBaAKavIKO
Oeocalovikn

MaBoAdyog — OykoAoyog, A’ Mabohoyikn KAwikn, I.N. TptkdAwv
MaBoAdyog-OykoAoyoc, KaBnyntrg Maboloyikrg Oykoloyiag,
latpikr £xoAn, Mavemnotrpo KpAtng

Xelpoupyodc Oupoloyoc - Avdpohdyog, Abaktwp
Mavemotnuiou ABnvwy, AteuBuvtrc Oupoloyikng KAwiknG —
Mpoedpog EAAnvikNG Etatpeiog Eotiakng Osparmeiog, Npdedpog
Etatpeiog MpoAnmukng latpikig kat Mpwtofadutag
MepiBaldng

MaBoAdyog-OykoAoyog, Zuvepydtng, A’ Oykoloyikr KAwvikn,
A.0.K.A. «Yyeia»

MD, MSc, MaBoAdyog-Oykohdyog, A.O.K.A. «Yyeio»
MaBoAdyog-OykoAoyog, EmpeAntrg, OykoAoyikn KAwkn,
latpikd Kévtpo ABnvwv

MaBoAdyog-OykoAoyog, AteuBuvtng, " Oykohoyikr) KAwikn,
Nocokopeio «Metropolitan»

MaBoAdyog-OykoAoyog, AteuBuvtrg, A’ OykoAoyikn KAwikn,
Noookopeio «Metropolitan», Opdtipog Kabnyntng,
Mavemotuo A.A.

MaBoAdyog-OykoAoyog, EmpeAntg A, A’ MaboAoyikr)-
Oykohoytkr KAwikr, A.N.O. «Oeayévelon»

KaBnyntpla Avakoudlotikng Aywyng, latpikn ZxoAn, E.K.M.A.
MaBoAdyoc-Oykoloyog, Zuvepydtng latpikoy Kévipou ABnvwv
-latpeio Kapkivou Oupomoloysvvntikol TUCTHUATOG,
EmLotnpovikog Zuvepydtng, Oykohoyikr) Movada I
MaBoloyikrg KAwikng MN.O.A. «H Zwtnpia», latpiki ZxoAn
ABnvwv

PhD, Emwotnuovikog AteuBuvtrc, Genekor LA.E.

MD, MSc, PhD, NaBoAdyog-Oykoloyog, EmpueAntng B, A’
MaBoAoywr—OykoAoyikr) KAwikn, MA.O.N.A. «O Aylog Zappag»
MD, PhD, MaBoAoyoc-OykoAoyoc, Mevikn KAwikn Képkupag,
Mavernotnpakog Yrotpodog, Oykohoyikr) KAwikr, M.I.N.
lwavvivwv

MaBoAdyog-OykoAoyoc, B’ Maboloyikr) Oykohoyikr KAk,
M.M.N. «ATTIKOV»
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TnA.: 2107488821, Fax: 2107488827, info@winmedica.gr, www.winmedica.gr

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

accord

The Evolution of Generics

¢

Elg.bal_G. nerics
iosimilars
AWARDS 20i8
COMPANY OF
THE YEAR




Overview

Nanadonoulog Bacileiog
NanadomnouvAog Mewpylog
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Mwotapaitiav NikoAaog
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Papdiéng Bacilelog
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Po8oAdkng AAE§avdpog
ZaAepung NwkoAaog
Japavidg Enapewvwvdog

ZapéAng Mewpylog

ZapLdakn Zévia

Joyka EAévn
ZouykAdkog lwavvng
JtaparonovAou Zodia
Itaupién GAwpa
Jupiyog Kwvotavrtivog
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MaBoAdyog - OykoAoyog, EmpueAntng B’, Oykoloyikn KAk,
M.r.N. Adploag

MaBoAdyoc-OykoAoyog, EmLoTtnoviKOg Zuvepydtng, B
Oykoloyikn KAwikn, «Eppikog Ntuvav» Hospital Center
MaBoAdyog-OykoAoyog, AteuBuvtrg, B” OykoAoyikr KAwikn,
«Metropolitan General»

MD, PhD, MaBoAdyoc-OykoAoyog, EmpueAntig, OykoAoyLkn
KAwkr), Noookopeio «Mntépa»

NoonAeutpla, MSc, PhD, Mpoiotapévn, Oykohoyikr) Movada, I
Mavemotnuiakn Maboloykr KAwikn, I.N.N.O.A. «H Zwtnpia»
MaBoldyog - OykoAoyoc, MD, MSc, Oykohoyikr) Movada, I’
Mavemotnuiakn Maboloyikn KAwikn I.N.N.O.A «H Zwtnpia»,
Oykoloytkn KAwtkn, 251 T.N.A.

MD, MSc, NaBoAdyog - OykoAdyog, Clinical and Research Fellow
- Breast Unit, University College London Hospital (UCLH)
MaBoAdyog-Oykoloyoc, EmpueAntig, I NaboAoyikn-
Oykoloytkn KAwikr, Nocokopeio «Yyeion»

KaBnyntrg Mruvawkoloyikng - OykoAoyiag, latpikr xoAn,
E.K.MN.A.

MD, Ph.D., FACS, AleuBuvtrg B’ Xetpoupytkig KAvikng &
Movadag Maotou, 401 I.Z.N.A.

MaBoAdyoc-Oykoloyog, AteuBuvtrc, B’ Oykoloytkr KAwikn,
Nocokopeio «Metropolitan»

MaBoAdyog-OykoAoyog, Emotnpovika YrieuBuvog, AteuBuving,
OykoAoyiki Movada, I.N.A. «Irmokpdtelo», Npodedpog
EAANvikAG kat AleBvouc Etatpelag Moplakd ZToXeEUUEVWY
E€QTOULKEVUEVWY OEPATIELWV

MD, PhD, MaBoAodyoc - OykoAdyog, Emotnuovikog YreBuvog
OykoloytkoU Tunpatog, «AckAnTiog AIATNQZIZ» - KAwikn
«AokAnrieiov Kpritng», HpdkAeto, Kprtn
MaBoAdyog-Oykoloyoc, EmpeArtpla B’, I.N.O.
«MNamnayewpylou»

MaBoAdyog-OykoAoyoc, Av. Kabnyntrg NMaboAoytkng
Oykoloyia, latpikn ZxoAn, Mavemotiuo Kpntng
MaBoAdyog-Oykoloyog, " OykoAoyikn KAwikr, Nocokopeio
«Metropolitan»

MD, MSc, MRCP, MaBoAoyoc-OykoAloyog, Care & Cure Oncology
Center

KaBnyntng Maboloyiag & Oykohoyiag, AteuBuvtAg, I’
MaBoloyikr) KAwikn, latpikn £xoAn, E.K.M.A.

PhD, MaBoAdyoc-Oykoloyog, EmpueAntrg B’, A’ Maboloyikn-
Oykoloytkn KAwkn, I.A.O.N.A. «O Aytog ZaBBag»
AvarAnpwtng KaBnyntrg Mveupovoloyiag, latpikng ZxoAn,
E.K.M.A., I.N.N.©.A. «H Zwtnpio»

Ewdikeudpevn Maboloylag, Zuvepyatng, OykoAoyikr Opada,
A.O.K.A. «Yygio»



H k&Be pac pépaq,
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T0 AUpIo0.

Ynv Astellas kaOe pépa Seopev-
OPaOLE VA IPOOEYYIOOUPE AKOpN
TEPIOCOIEPO US AVEKITANPOIES
1aIPIKES avayKes v acOevav,
paocizépevol omv epneipia pas
owous DepanevuKoUs opeis ns
oyKoAoyias, s oupoloyins Kai
NS JELAPOCXEVONS.

AkohouBoUE TV EMOTAKN

Kal e@apoloUpE TTPWTOTTOPIAKES
EPEVVEC OE TIEPAUTEPW TOMEIG
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TNV AMOOTOAT Hag, Va HETATPEYOUUE
TNV Kaivotouia os aia yia Toug
acBeveig pac.
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Changing tomorrow
@ June 2020 Astellas Pharmaceuticals A.E.B.E.
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M.D., MSc., Ph.D. NMaBoAdyog - OykoAdyog, Emipuelntrg B, B
MaBoloyikr) OykoAoyikn KAwikr, T.A.O.N.A «O Aylog ZaBBag»
MD, PhD, MaBoAdyog-OykoAoyog, A’ MaBoloyikr KAk,
I.A.O.N.A. «O Aylog 2aBBag»

Junvayog NoonAeUtpla Msc, PhDc, Turua Huepriotag
NoonAeiag, 251 I.N.A.

MD, MSc, PhD, NaBoAdyoc—Oykohdyog, MSc BlomAnpodopikr,
Av. AteuBuvtrg, Oykoloytkr KAwikr 401 FENA, EMLOTNHOVIKOG
Yuvepydtng Noookopeio «Eppikog Ntuvav»

Xelpoupyoc, Kabnyntig Xelpoupytkng, A’ Xetpoupykr KAwikn
E.K.M.A., F.N.A. «Aaiko»

MveupovoAoyog, MD, PhD, FCCP, AteuBuvtpla TUARUATOG
KAwikwv MeAetwy, I Maboloyikr) KAwikn, latpikn ZxoAn
E.K.M.A., T.N.N.O. «H Zwtnpia»

MaBoAdyoc-Oykoloyog, AteuBuvtpla Maboloyiag-Oykoloyiag,
YrievBuvn, Oykoloyikr) Movada, I'.N. Matpwv «AyLog
Avbpéacgy, Abaktwp, latpikr ZxoAr Navemotnuiov Matpwv

MaBoAdyoc-Oykoloyog, Av. Kabnyritpia Oykoloyiag, latpikn
YxoAn, MNavemotruo ABnvwy




o To XTANDI™ gival eyKeKkpipEvo
X'I'CI n | TOOO Yid TOV HI HETACTATIKO 0G0

enzalutamide Kal yla TOV HETAoTATIKG CRPC *'

-

ME METAXTAZEIZ; XQPIZ ME
=EKINHZTE ME XTAN

To XTANDI™ mpoo@pépel otoug acBeveic oag amodeSelypévn morehzouamérma mv C
amné TV mapouaia f 61 HETACTAGEWV, Kol £ival YEVIKA KOG avekTo, LE KaBlepwiévo mpogik

BonBrioTe va yivouv Ta pdppaka mo aopaid kal
o AVOPEPETE o -
OAEL nig avernBupnTeg EVEPYEIEC VIO 0 axa
Eupnmpm‘dovm( mevul(ﬂ INH KAPT(R fi

@APMAKEYTIKO I'IPOTON MATO OI'IOIO ANAITEITAIIATPIKH [YN'TAFH

Ta nepatép mAnpopopleg cupBouheuteite my MXN nou SiariBerar and my Asteilas Pharmaceuticals AEBE, katémv armrjoswc, as l L\] l as
Noooroperakr) i (Kouti x 112 emaduppéva pe heme oyévio Sioxia - 40 mg /TAB): €2.261,67 =

Astellas Pharmaceuticals A. E. B. E.
CAPC= avBeRTIKOG OTOV EUVOUYIOJIO KApKIVOG TOU TIpOOTATY) Aynaihdou 6-8, 151 23 Mapoual, ABva.
Tanpotplh v acBeviov eival mAaopaTkd karovianokpivovtal ota Kprifipia viafi¢ toug otig pehétes PROSPER kai PREVAIL. Tnh. 210 8189 900, Fax: 2168008 998

1. XTANDI™ MTXTN. 2. Hussain M-etal. NEIM. 2018; 378: 2465-2474. 3. Beer TM etal. Eur Urol, 2017;71:151-4, www.astellas.com/gr
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Opydvwon:
OOPOYM OIrKOAOTIAX

Huepopnvia die§aywyng:
28 & 29 Maiou 2021

Evvpadég

H eyypadn kat n mapakoAolBnon tng Atnpepidag eMITPENETAL LOVO OE EMOYYEALATIEG
UYelag Kal og TPOTTUXLAKOUG/UETAMTUXLAKOUG poLTNTEC. Ol CUUUETEXOVTEG Eival ara-
paitnto va BePatwvouv TV L8LOTNTA TOUG, TTPOOKOUI{OVTOG aVT{OTOLXO OITOSELKTIKO OTOL-
xelo.

SUMPETOXA
H cuppetoxn otn Awtnpepida sival Swpeav.

0d&nyisg Atadiktuakng NapakoAovOnong

H Emwotnuovikn EkdnAwon Ba mpoPAnBel Stadiktuakd HEOw TNG LOTOCEAISAG
www.livemed.gr

Eav elote véog xpnotng mapakalolue akohouBrote tn Sladikacia Snuioupylog
Aoyaplacpol cuumAnpwvovtog ta anapaitnta nedia oto Livemed (natfote oto
nedio Register / Eyypadn).

H énuioupyia Aoyaplacpol sival Swpedv Kol UTTOXPEWTLKA Yot TNV TtapakohovOnon
TWV ORALWV.

Eav €xete 6N Aoyaplacuo oto Livemed xpnotponotiote Toug kwlkoUg oag yLa Vo GUV-
Sebelte, eruhéfte amo To pevou v Katnyopia Live, To cuvéSplo mou BENeTE va mapako-
AouBnoete Kal ot cuvéxela To lkovidio Go Live i} Go Virtual.

[—] 3TN ouVéXeLla yla va ocuvSebeite pe tnv albouoa, eMAEYETE QMO TO PHEVOU TIOU
Pall epdaviletal oto kdtw PEPOG TNG 086VNG oag, TNV «AlBouca ZuveSpLACEWVY.

Inueiwon: Edooov BENeTe va MapaAdBETE TILOTOTIOLNTLKO, LETA TN CUVOEDH 0OG
oto Livemed, elvat anapaitnto va petafeite otnv ewkovikn «Mpappateio Suve-
Spilouy, MATWVTOC TO AVTIOTOLYO ELKOVISLO Kol voL OAOKANPWOETE TNV «Eyypadn»

00C OTNV EMLOTNUOVLKI EkSAAWGN Ttou emLBUEITE, WOTE va apxioeL va kataypa-
detal o xpovog mapakololBnonc.

Mopla Zuvextl{opevng latpkng Eknaideuong
Jupdwva pe ta kptipla tng EACCME-UEMS Ba xopnynBouv popla Tuvexlopevng
latpikng Eknaidevong (CME-CPD credits).



MEPIAHYH TQN XAPAKTHPIZTIKQN TOY NMPOIONTOX

1.0NOMAZIATOY OAPMAKEYTIKOY NPOIONTOE

Xtandi- 40 mg emkahuppéva e Nemm upévio Siokia

2MOIOTIKHKAI NOZOTIKH ZYN@EIH

Xtandi-40 mg em hero upsévio Siaxia

KB emkahupipevo e hemtd upévio Siokio mepiéye1 40 mg enzalutamide.

Kardhoyog exBoywy

Nupfvac Sioiou: Yripopehhdly o hextpikrl, Mixpoxpuotalhud) kuriapivn,
Kokhoeidiéc avubpo ofgidio Tou nuprriou, Kappehaln varpiodyos Siaotaupol-
pevn, Maywioio aTeamxo.

Siadou: YnpoeAAols, Tewn, MahuaiBuhevoyhukshn (8000, Trawt-
ouGioggidio [£171), Zibrpou ofibio kitprvo E172.
3, QAPMAKOTEXNIKH MOPOH
Emmluwém e AerTd uEvio Bioxio.

gkia Kitpwa aTpoyyuhd - mxa-
humzw;ﬁknmwmoﬁwumuewpmfm
4. KNINIKEZ NAHPOMOPIEZ
4.1 Oepaneuniéc evbeiéa
To Xtandi evbelivuran o
+n Bepaneia Tou i peTaoTamkod upnhol kivBivou avBekTIKoD oTov Euvouy-
o6 Kapkivo Tou poaram (CRPC) o eviihikeq quBpeg,
+Tn Bepanela Tou petaoTamkod CRPC o evihieg avBpeg of omolol elval aou-
mpmqﬂmwmmmmnnmﬂumwth:&mu(mfm-
mwﬁpmmmo«mbxnxmﬁmmh&vmmu

@

+T) Bepaneia Tou petagankol CRPC ot evrhike dvdpec Twv ool ) véaog
Exue&)ux&inmdmﬁidpmnnmm&pmm viooeraéhn,
4.3 AvrevBeiteic: Ynepevaionaia o {om) Spaomi(éc) oucialeq) f oe kamoio
andia éxboya mou avagépovTan oy mapdypago 2. Nuvalkeciou efvat | ymopel
vapENOUY EYKUE,
44 Edbuic npoeibomou popuNaEiC KaTd T

Kivduvog em Mpmgmv KM H xpﬁon mg enzalmmnde £yel ouoyenioTe e
ey kpioe (. rapdypago 48). H anaan yio m owéygon e Bepa-
Teiaq o€ aoBeveig iou eppavifouv emhnrikéq kpioeig mpéneiva apPaveral ava
MEpITTLC)

0 n i
m@mdme—m Exmwmmq;ep@aundvm:uwpnp&wu

ouvdpdyiou omotia avaaTpéng eykeparontBeiac (PRES) oe aoBevel; nou
happévow Xtandi Lﬁlaﬁmpdvpo:po*wLToPRESew o ondvia, avaotpér-
mveupowm Giamapay, qwm;umpdvaznéqm 13 puv_ﬁuiuz?dmﬁ—
v oupTpiert, oumephapbavopévuy aTiacyaw; Kepahalyiac, ovyuong
Toghwong kot Gk ormikdv kal veupohoyikiv SiaTapayin, je 1 ywpls oyen-
{6pevn unépraon, H didyvwon tou PRES anarel emfPefaiwon pe anemévioTié
E€ETdoEIC Tou eykeqdhou, Katd MpoTiunan HeyvTi Tojoypagia Tou Eyeyd-
how (MRI). Zuwerrdnen Giakorm) Tou ¥tandi oe aoBevel; rou avammiooow PRES.
DBeurepoyeveic Kipiec KakoiiBetec Eyou avapepBei nepiarand Seutepoyewiv
Kuptuw KakonBeiiv o€ aoBevelg nou Ehapav enzalutamide o€ Kk peNETeC.
Ze KAVIKEG PENETEC (pdon 3 Ta mo auyva avagepbjieva oupPivia ot aoBeveig
ou éhaPav enzalutamide kar peyakiTepa ané To axovikd PAppAKO, fTav kag-
Kivag oupoddyou ki (0.3%), aBevoapkivupa magéog evezpou (0,2%), kog-
iviopia ané pevaarmid emrihio (0:29%) kan pevafiamid Kapivapia 0upoSdyou
ko (0,1%). Ot aoBeveic Ba mpénel va oupiBoukelovia Geca To Yiatpd Towg
v Mg pioou anadia YOTREVTERKIIC AIOPPaYIQG HOKPOCKMIAT alc-
Toupla 1| GXAa oupmTaTa Gt Sugoupla ) EMTAKTIK avdykn oUpNG KaTd
) bidpiceia g Bepanciag pe enzalutamide.

Tauréypoun yoran e G gappakeutikd mpolévre: Henzalutamide eivan évag
i0YupdG oy vy K pnoped vo oiyrioer o€ andiheia T anotehe-
opaTKGTTaG MOAMDY EUPEIG YpHCEWS (OpUAKEUTIKIV TTPOIGVTIN. ZUVEN(X
il QVOOKGTITO TV OUYYOPNYOUREVWV (OPHAKEUTIKIV MPpOIGVTLY Tipémel va
Biekayeral kara Ty évapéy T Bepaneing pe enzalutamide. H tautdgpovn ypr-
on ¢ enzalutamide e papy A mpoidvTa 1ou ioBta unoatpu-
prta kv peta ok ewDpv | HETagopelc Mpéme vk va amogedyeTal
v Bepameumi} Tou Spdon eiva ey onpaiad yia Tov aoev, kaidv o
mpooappioyéq ¢ Séang Sev mopoiv edkoha va npayparonoinolv oel g
TiapaKohoUBNONG TG AMOTEAEIATIKATITA I} TV QUYKEVTPWOELIV OTO TAGOL.
H oupyopriynon e Pappapivi ko vTITKTKA opoIGoVTa i Kouapiv Tipé-
er va anopedyeras Edv to Xtandi ouyyopnyetar pe éva aviumnimd niou peta-
Poherar ané To CYP2C9 (dmuwg n Papgapiv 1) acevokoupapthn), Ipéne va
et el enmpdoBem napakahouBion e Aisbvolc Opadomonpavng Eyéang
(International Normalised Ratio-INR).

Nepoua) Guakemoupyia: Anareitar npoaoy} o¢ ateveic e ooapr veppic
éuuhsrruupvhm&nm enzalutamicle Gev éye pehenBel o€ autd Tov inBuopo

&&m_n__ﬂomm bugke Maa auénon Tou Ypdvou npioeiag Juric T
enzalutamide éxel napampnBel oe aoBeveic e ooPapr nmami) Sucheroupyia,
mifavd UORETI(3yienn W TV auEEVY KaTavoj| GTOLK oTouc, Hidwike anjia-
oia auTic TG napaTpONG NapapEvel ot oTooo, avaéveral éva Ta-
m&wwﬁmmmwmwmwwmmm

£1) KATACTOON) KL YPOVOC XL el péyiom oy
ﬁmmmmmmmvmﬂinmwmvmwmmmw

pnopziaﬂmcvuuu{neow

g pehérec paong 3 anokheiomrav aoe-
velg e mpdatparo igppaypa Tou puokapdio (kand Toug Teheuaioug 6 rivee)
1) aoTabr) oty (vad Toug veeuTaioug 3 pfvec), kapBiaki avendpkein
kerryyoplag I IV kartd New York Heart Association (NYHA) extdc av o khGopia

ebnang apiaTepr koo (Left Ventricular fection Fraction-LVEF) > 45% Bpa-
Gukapbia f} jn eheyydpevn uméptaon, Autd Tipéne! va AapBaveTal unogn av T
Xtandi ouvtayoypapeiial e aurolc Toug aoBevelg,
H@epaniiaavdpoyoukod anoxheayol pnopeiva napateivel o diaompa Q.
Ie aoBevel; e 1oTopikd i Umapén apayovTv kSivoU yia Tapéaan Tou
6mmmm(QTmucm&wtnouwaomeWu PAPHOKEVTIKE
TipoiovTa nou evbéxeratva napareivouy To didonya QT, o B pimovreg yiatpol
ipénetvaatjohoyoiv Toigoliyio ogéhouc-avdivou oumepiapBavopéinc me
midavoTTyTa yia gigdvion kotalc Tayukaplag Stk pméioy (Torsade de
pointes) npw T évapéy Tou Xtandi,

mﬁmmammmmm Kl TOTEREOATIKGTTA TG TUTORpo-
VIIGYprion Tou Xtandi e kuTrapotofi ynjeio6epanela Sev éyel TexnoeL
H auyyoprynon T, enzalutamide Gev éxer kapia khwika anpavia) enibpaon
o qappakoknTk| T evbophéfia vioetatéhnc. Qotooo, dev pnopel va
cmckm[pn aunam) eppavion); oUSETEpOMEVIaS Enays|evn; and T vioge-

mmmm Avbpdaec unepeuaiotioio, exBlivovion pe
oupmmipicra ou mepiaypévow, akha Sev mepiopiloviar olbnja mpootimou,
yhwoaag yehouc wwm 1y e&énvinpia éxouv maparnpnde e enzalutamide
(Béme mapdypago

uAvmﬂupnm

: O mhéow auyveg avemBUpnTeg Evépyeieg eival
ebaofiévian/xonwon), ebdipe, unéptaon, kataypars, kat Tidorn. AMEC onpa-
Ve avemBopnTeq evépyeies nephapBivou vormia) Bianapay kal oudete-
ponevia. Emmia} kplon napouciéaTie oto 0,5% Tuv aoBevin ou Ehafav
enzalutam!de. 10 0,1% Twv aoBeveiv mou Ehaav EXOVIKG GApHOKO KDl OTO
0,3% 1w doBeviw ou E\aPav Pikahoutayibn. Exouv avapepBel ondwieg nept-
TOEK; Tou ouvipdyiou omoBiag avaaTpéiung eykepadondeiad ot aofeveic

niou hapavenzalutamide.
ae On avemBopnTeg evép-

Kahoyor avemBluntuy evepyeiiv Ge popgn nivaka:

yeleg, Tou mapamerBnkav kamd T Sipkela Ky peheTiv napaTifevial
Tiapakemy vl KTyopia ougvoTag eppdvions, Ot katmyopieg ougvomTag
epipdviang opifovial we axeho0Bug: oD augvéc (21/10), cupvég (217100 & <
110}, 6n0uyvée (1/1.000 &g < 1/100), ondaeg (= 1/10.000 éux < 1/1.000), ohd

le. - amtvieg {< 1/10.000), pry ywooés (Bev pmopot va exminBodv pe fon 1a Siaé-

oijia Bebopéval. Eviog ke kanyopiog ouvoTITTOG PGV, Of cvemBUTEC
evépyenec napatievta katd gBivouoa oeipd oaapdac.

Nivakag 1: AvemBUnTeg evépyeies mou avayVupioTrKay O EAEYNOHEVES
khivuiceg Sokipég i pErd Ty Kukhogopia ToU (papyiakoy

Kamyopla/opyavika
olomua U'I'IME;W peto | AvemBUpnreg evépyeiec kal ouyvotnta

Aiarapayéc Tou

0 ouxvéc heukonevia, ouberzponevia
ooty
ADuaropayécTou Mnyvworég offinua npootinou, ol
QVOOATIOITIKOD CUGTAGTES v?«:lmceiﬁnuux houc, oiBnpia pdpuyya
i " ZUyvec Gyyog )
e BaeaEs oy ouécami yenbaiobnon
Tuyvéc kegaalyia, emmpeacpévn pripn,
Ll éc o barapoyt endmcs
n ywaréc': auvBpojio omarag
Mm@lmcmmuhunwaac
+
s et beoyarcer
Ayyeiaxéc Siarapayés Mo auyvéc; e&@apeic, unépraon
m& M oo vouria stog Biappoa
8 b
e s
Diarapayég Tou Moo Kardyperat
HuookeheTixob cuaTjiatog  Mn wwotés: uakyia, puikol oragol,
KaiTou owbetikod ioTol puunnaéwumu.wawh
B
i R —
‘GUOTIHATOG Kol ToU HagTol)
rmntgéumpumm
mrmrémnx oy ouyvéc: Eévhnan, kbmwan
K
&mw ok ouyvéc: Ttbon
YEIpIopiY

* AUBOPITEG VIO OO T epMEIpic ETE TV KUKAOPOpI 10U (papikoy
¥ Onux; aiohoyifinke and tunonompéva. epwirpena MedDRA (SVIQs) Twv
«Imaopive oupnEpIBAVOLEVOY TV OTIGTHY, OTITYN VEVIKEUHEWNG M-
My, olnBemov eomowiov eIV Kploewy, EoTIakGV EAMITTIY KploE-
v Ka status epilepticus. AuTd nephapBavel OAVIES TEPITTLICEL ENANTTIKGY
Kplaeuw e smmhokég iou obnyolv og Advaro.
tOmucafiohoyibike and umonomnyéva epunipata MedDRA (SMQs) dEqigpay-
patoupuoxapSious ket AN oyage kapbiok] vooos oumepdcpovovy

Y Xtandi

~ enzalutamide

“Twv axdhouluu TpoTipipev Hpwv Tiow iapatneriBinkav o touldyiotov S
QOBEVEIC 0 TUyOIOTION Ve EAEYNDLEVEC [ EIKOVIKO Qappako pEAETeg gdonc
3: amayyn, oTepaviala woo, Epppayya Tou pokapbiou, ofd éppayia Tou
puokapBio, oy aTepavialo oivdpopo, aotafic otnBayy, 1oyaia Tou pue-
kapGiou kai appokkjpuvon oTEQaviagapTpiac.
Fmpwmdm&mnmwmﬂpm&vimhéinmﬂmmm
Emi kplom: Tic. ehepyopieves, Khwicg piehéteg, 22 (05%) amd Toug
4168 aoBevel; mov unofiinkav o Bepanea pe npepfioia Sdan 160 mg
enzalutamide eppdvioav ek Kplon, ewid Tpei; aoBeveic (0,1%) mou éhor
v etkovikd (ipyiaxo ka évag aoBeviic (0.3%) mou haBe piaroutapibn ejigd:
vioav mAnmmK Kpior) H G aiveral va amaTeNel onpiavTIKO pOYWoTIKG
napdyovTa Tou KNBIVOU eppauon ATk Kpiong, dmux, aviikatompilETal
ano Ta npokhvia Gedopeva kat and Ta SedojiEva and pua PENETn KipdKw-
ong ¢ Soomg. Znc eeyyOpeves kAVIKEG peNeeg, e€aipéBiniay of aoBevelg pe
TipoyoUpEVr EMATTKT) Kplon 1) e mapdyoviec kvBivou yia T gjipdvion
emATTII Kpiomig T ia Soki iovod okéhoug 9785-CL-0403 (UPWARD) yia
v afiohéynon TG EntmTen Tww EMAITIKGV Kpioewy 0 aoBevels e mpobi-
aBeawolc mapéyowtes yia exdrihwon ek kpioewy (and Toug onoloug
lﬂihs[pmmpxosml\mmupkmm/} Bamd 366/2.2%) aofeveic mou Ehaav
i kpion H dicpeon Gidpkeia
mtﬂfpmihqﬂrng pfrvs(. Deveivay JIOTEC O pryavioyoc o Tou orolou
nenzalutamide priopel va perdoe Tov 0ubd T enhryrmika Kpiogwy, ahd Ba
\ropotoe va oyenaTel e Ta Sebopva and in vitro pehéteg mou Seiyvouv dmn
enzalutamide ka o evepydc perafolimg e nposBévovTal Kan jmopel va ave-
oefhouy m SpaamikoTTa Ty Siathuw v VT hwpiou Tou GABA,
oy} kapdiaxrj vioog: Ze. Tugaononpeves kAVIKEG PENETeC eeyypieveq
Vi EIKOVIKD (pAPHAKD, 1} Ioyapkr) Kapdiak VoG Eugpaviamie oto 3, 7% Twv
aoBevin miou Ehaflav enzalutamide ka ADT ouykpmd pie 1,5% Ty aoBevin
nou Ehafav exovikd pappaxo at ADT. Aexanévre (0,4%) aoBeveic nou dhaPav
enzalutamide kai 2 (0,1%) aoBevelc mou £hafav eKovikd @lppaKo ipdvicay
aupﬁauwxuumc mp&mmvém: muoﬁWm&dmu

Avapopd mBay Havagopa
mmm&wwmmwmmmmmﬁﬂm:mﬁucmu
PapUIKEUTIKOU TipORdVTOK Efval ok, Emipéne ) ouvey} napakohouBi-
an g oyéan ogéhouc-Kvdivou Tou pappaKeuTkol TipoidvTod, ZnTeital ano
ToUG ENAYYENYTEC, UyEiag va avagépow omoieodiote. mavahoyolieveq
VEMBULITEG EVEPYEIEG JéOW:

ENMBex Edvikog Opyaviapioc Dappduy, Meooyeiuv 284, GR-15562 Xohapydc,
Abrva. Tnk: + 30 21 320403801337, Dok + 30 21 06549585 , lardronog: hitp:/
wwweofgr

Kimpog: Qappakeunec Yimpeoieg, Ynoupyeio Yyeiag, CY-1475 Aeukwaia, Tnk:
+357 22608607, Dak: + 357 22608669, lovéromog; www.moh.gov.cy/phs
7.KATOXOL THE AAEIAZ KYKAOGOPIAZ

Astellas Pharma Europe BY, Sylviusweq 62, 2333 BE Leiden, ONavdia

8. APIOMOZ(OI) AAEIAL
EU//13/846/00 (40 mg emwahupyéva pe hemo upiévio Giawdo)
EU/1/13/846/003 (80 mg emkahupipséva e Ao upévio Siakia)

9, HMEPOMHNIA NPOTHE EKPIZHL/ANANEQIHI THE AAEIAL
Hysepopnvia nparmg éyxpionc 21 lowviou 2013

Hpepopnvia tehevtaiag avavéuwan: 8 Qeppouapiou 2018
10.HMEPOMHNIA ANAGEQPHIHE TOY KEIMENOY: 28 lavovapiou 2021

RN

Aermmopepei nkjpopOpIEC yia T0 TGy (PApHAKEUTIKG Tpoidv ehval SioBecipeC
aov BiTuaKd 160 Tou Eupumaikot Opyavioiod Qappdkw: hittpy/wwwema.
eUropa.eu,

OAPMAKEYTIKO POION 1A TO ONOIO ANAITEITAIIATPIKH EYNTATH

EXAaSa
NepiekTé @ MéyeBog ovoeuasiag INoookopielaxr T
40mg/TAB Koutl X 112 emkahupéva €226167

pehemsd upéio biokia
Kimpog
Meplekmkoma MéyeBog Nk g pe ONA
40mg/TAB Kouri X112 mmnhwpsva €300925

e herro upévio diokia

BonOriate va vaaux (1} lp(:ppum 1o ao@air kai

OAEE Tig avenity nrzg[v? eiEgyia OAATO QK
Zupnk npuxwru( m%vuKﬁ“NH x»m

)astellas

Astellas Pharmaceuticals A.E. B. E.
Aynoiou 6-8, 151 23 Mapoda, ABrivaTrA. 2108189 900, Fax: 216 8008998
www.astellas.com/gr
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NapaAaPn Motonowntikov

Bdoel tng teheutaiag eykukAiou Tou EOD, Ba umtdpxeL cUOTNUA KATAUETPNONG TOU XPO-
vou mapakoAoUBnong. To MLoTOMoLNTIKO TtapakoAoUBNong Ba oTalel NAEKTPOVIKA LETA
TO TIEPOG TWV EPYACLWVY TNG Emiotnpovikig EkSAAwong oe 6ooug cuVESPOUG TapaKoAoU-
Bnoav 10 60% TWV CUVOALKWV WPWV TOU ENMLOTNOVLKOU TIPOYPAUUATOG,.

O apBuog Mopiwv Tuvexllopevng latpikng Eknaibsvong (CME-CPD), Ba umoAoyloTel
BdaoeL Tou xpovou mapakohouBnong mou Ba kataypadel 0To CUCTNUA KATAPETPNONG TG
LotooeAibag www.livemed.gr.

Bouv to motonontkd Toug aneubeiag anod tnv mMatdpopua Livemed péow tou
niebiou «MOTOMOLNTIKO», TATWVTAC TO AVTLoTOLXO £lkoviblo Tou BplokeTal TNV
€LKOVIKN «Tpappateio Zuvedplou» KaL To omoilo evepyomoleital HeTd Tn AREn TNG
ekdNAwong.

@ Ol OUMHETEXOVTEG TTOU Ba mapakoAouBrnoouV SLASIKTUOKA UIopoUV Vo TTapad-

l!g ESw unopeite va Bpeite to «Mpdypappa» tng EMotnovikng EkSnAwong

fpappoteia:

@Events & Travel Solutions

E.T.S. Events & Travel Solutions A.E.
EA. BeviZéhou 154, 171 22 N. Tuupvn, TnA.: 21098 80 032, ®ag: 21098 81 303
Email: ets@otenet.gr ¢ ets@events.grr ® Website: www.events.gr
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Bonijore va yivouy ta (pdppaxa mo acpaif xat
Avapépete

H Nepiknyn Xapakmplotkwy Tou Npoidviog dnpooteteTat o emdyevn oehiba Tou napoviog.
OAEE 1ig avemBipunTes evépyeis yia
pdppaxa

Zuv-npowBnon:

TevaB.,
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NEPIAHWH TON XAPAKTHPIETIKON TOY NPOIONTOZ
1. ONOMAZIA TOY GAPMAKEYTIKOY NPOIONTOX Lonquex 6 mg evéowo Sihupa 08 TpOYEIOuEVT

anopdkpuvan tou napdyovia G-CSF. BAEne eniong napdypapo 4.8. AoBeveig pe SpenavokuTtapwn avaipia
K.p(!m dpenavokuTtapwic avapiog £yel ouoyenotel ye m xprion G-CSF n nopaywywy oe acfieveis pe

auptyya
2, NDIOTIKH KAI NOZOTIKH EYNBEZH KaBe npoyemapsv auptyya nepiéxet 6 mg Mneykgypootijng*
oe &idAupa 0,6 ml. KaBe ml Tou evéopou Biahipatog nepigxer 10 mg Ameykeiypaotipng. H paotuai

apicr| avaipio (BA. mapdypago 4.8). O1 yiatpol 8 NPENE ENOHEVINS va Eival POOEKTIKOI KOTA TN}
xﬂpmmnn tou Lonquex 0e aoBeVe(S PE SpemavokuTIapikT avalia, va napakohouBouv TG KOTAAAMAES
KAIVIKES TIPAUETPOUS K1 TQ EpYacTNPIaKd anoteA€opata kat va AauBavouy undyn my mubavr ouaxgtion me
Mneml.\vpuur{un: e ) BidyKwon 10U OTAIVE KOl TV ayy Kpion. Yrokahoylo Evdéxeta va

ougia eivar éva opoonohkd oufeuypa me pypaotipng** pe peBoku-noAuaiBukevoyhukodn (PEG)
péow evoq ubatavBpakikol ouvdem). *Autd Baoiletal omy MEPIEKTIKOTT 0E MPWTEVE] povo, H
ouykevipwan eival 20,9 mg/ml (BrA. 12,6 mg ava npoyepiapEvn oUpiyya) £av oupnepAngBel T Tprua
PEG kat 0 uBatavBpaxixog ouvBEme. **H phypaatium (uvﬂauvbuuauéum; peBetovuligg avBpurivog

napayovtag BEYEPANG anomIbY Tapwv [G-CSFl) payetal og KOTIApD ia colf peow
Texvohoyiag avaouvbuaopévou DNA. H Spootikdrmia uu‘rou Tou mupumu:unxou TIpOIOVIOG BEVIDENEIVE o )
ouykpiveral us m Op J1a pag liMnc Y T 16 e (Biag

T (Bh. napaypago 4.8). Na uueev:{q £ uEnuEvo kivBuo unokakiawiag Aoyw
véuuu T} OUYXOpTYOU: Gapudxwy, napaxohoibnon Tou smnsbuu
Kkahiou opol kai 1 unokatdotaon kaohiou edv elval nnupmmm b ppinda Exel avapep
aneypapatoveppiuda o€ a0Beveig mou £kapav gypaatiun, AEvoypaoTiyum 1 MEYKgUypaaipn. Mevikd, Ta
ouppdvia unsmumavaw(n&uq enidnkav uarﬁ m peiwan me S6ong 1 my andoupon Mg PIAYpASTILNG,
iBnon péow ovakuong olpwv (BA.

St
5 TNPOGOES, Bh. NapOYPOgO 5.1. ExBoya e yvua

1Yopiag. Tia nep

fm
4.8). Enaoxn us yvumﬂ Bpaon Autd 10 PApUAKELTIKG NpoIdY NEpIEXe! aopRToAn. O1 aaBeveig pe
onévia xAnpovopikd npopAnuara duoavekiag om gpouktdln Gev mpénel va pnowonomoouwy autd o

Bpdon Kabe "DWWWHEWI avpiyya "mﬂ 30 mg oopfrdAng. Natpio. Ta Tav mknpr Yo TV npoicv, To QuTe Mooy MEpEXe! AiydTepo omd 1 mmal vatpiou (23 mg) avd
KoYy, B ropdypago 6.1. 3. GAPMAKOTEXNIKH MOPOH Eveatso B13hua GE ROVEMIONEV OUPYYD  rioayeuuouévn adpeyya, Sk 0UcIa0Td «EAEUBERD varpioue. 4.5 AMAACmIBRAaEKS e dhka

(evéoio). Aauyég, Gypwyo didhupa, 4. KNINIKEZ MAHPO®OPIEX 4.1 Bcpmumnéq evBeieg ToLon-  ppgigura ko Ghheg popeés oAhnheniBpoong Adyw ™G mBavic v 1axéwg b

quex evBEIKVUTAL IO XPNOn 0F EVANKEG Yio ) pelwon G BiGpreiag mg ¢ Kai Mg B

enimwong me eundpemg oudeteponeviag oe aoBevels nou unofdMlovial gg kutapotofud]
¥nusioBepaneia yio KakofBew (ie rr|v eEaipson MG Ypoviag UEAOYEVOUS Aeuyaiuiag kai Twv
HUEN KAV auvpo Aoyio ko Tpomog Xopriynong H Bepanein pe 1o Lonquex
npénet va Eexva kol va nupoxohcl.ﬁwul and yiatpous ENepous oy oyxohoyia fj myv aparoloyia.
Boooloyia Mia Boon Twv 6 mg Aneykgl (uin epanag np olptyya Lonquex)
ouvoTatal ia KaBe KUKko XTEIoBepaniag, XopnyoUNEwT) MERINoU 24 WOEG KETE TV KUTIApOTOEI

Edicol_miné { HAKiwg aofeveis Ing KAVIKEG PEAETEC UE MEPIOPIOPEVD
opiByo nhikuspevwy aoBevav, dev napampnnke onuavikr diogopd oyen{opev Ue TV Awkia 6oov
apopd Ta npogih anotekeopatikdmag 1 aopdAewag ™ Ameykpiypaatipng. Iuvendog, Sev eivar
OnapaiTTIT avanpooapuoyn ms Boang ya nhikuwpévoug aoleveic. Aofevels pe vepou) duoAeoupyia
Ta napdvra Sabémpa 0Ly 1 5.2, akd Bev propei va yiver adotaon
yia ) doooAoyia. AoBeve(s ue nram) marmupy{u Ta rcupnvm muetmuu hsﬁuutuu napwpdq»wtal
omy nopdypago 5.2, akha dev pnopel va yivel ougtaon yia m G000k Guouos H

KuTrdpwy oy Kuttapotogin ynpetoBepaneia, To Lonquex npénet va yopnyeitar nepinou 24
hpeg petdl m xopfyman me KmﬂﬁmﬂEIlﬂ\Q XnhewBepaneias. H ouyyopAynan me Mneykpiypoatiung pe
npoidv Gev £xet aiohoynBel oe aolevelq. Ze povigha pe
{wa, uwxopnm(m G- CSF Kat S-Wnpmupwm: (5-FU) 1) aMwv aviigetoBohitay €xel katadernBel dn
EVIOYUEL T PUEN paAEwD KAt 1) anote Tou Lonquex Bev Exouv afohoynBel os
aofevelc nou J\uuﬁuvouv ymuetoBepanein  oxen{opevn pe kabuotepnpévn puehokataotohn, LY.
vipoloupieq. H mBavémra aAnhenidpaong pe AiBio, to onoio eniong npodyer my aneheuBépwon
oubetepopihawv, dev Exer biepeuvnBel E1bikd. Aev undpxouv oTolEia mou va anodewviouv 6T pa TEtol
aknhenidpaon pnopel va eivar ermpAapic.

4.6 Tovipdrnto, Kinan kor yahouyio Konon Eivar nokd nepopiopiéva ta Sedopéva (nepumiaoeg £kpaong
EYKUpOOUVIIC Aty61epeg and 300) and my xprion me MNEYKPIYPAOTIHNG 0TS EYKUES yuvalkeg. MEAETEC 08
{wa katedeikav avanapaywyikn Tofikdmra (BAene napdypago 5.3). Zav npoknmmikd KETPO, Eival NpoTNTED
va ariogedyetal n ypron Tou Lonquex katd m Sidpketa Mg eykupootvng. Onhaauog Aev eival yvwoto eav n

aogdheta kot 1 anoteheopankdtia Tou Longuex o0& naibid kai egnpoug nAuduc £wg 17 eiv dev sgnuv
akdpa texpnpiwBel. Ta nopdvia SuBEapa Bedopéva neprypapoviar onig napaypdpous 4.8, 5.1 ka1 5.2
Tpdnog yopfynong To Buhupa evietal unoBopia (SC). Ot eVEOEIS NPENEL va XOpTYoUVTaL oY KothiakT)
¥wpa, o10 Ppayiova f 010 unpd. H outoxoprynon Tou Lonquex mpénel va Blevepyelial povo ond
aoBgvels nou uaBgtouy v kaTaAAnAn Jon, enapxr | Kat
eidiwon. H npatn £veon npéned va Sievepyeltat und dueon wrpii enifhegn. Ma odnyieg oxemkd pe Tov

aoTiry ot peTaBoli P 1o avBpenva yaha. O KivBuvog a1o Bpégag nou Braler

Bev pnope( va onokAewtel, O Bhaopog npéne va diaxdrrerar katd my Hidpkeia mgs Bepaneiag pe Lon-
quex. Movipota Aev undpyouv SiaBéowa Gedopéva. Meléteg oe {wa pe tov G-CSF kol mapaywya Gev

KEIPIOPG TOU POPPAKEUTIKOU MPOIOVTOG Mptv and m xoprynon, pA. napaypugo 6.6. 4.3 Av
YnepevawBnaia o Spaonki ouoia i 0 kdnow and Ta éxdoya nou avapépavial oy napdypago 6.1.
4.4 Eidikeg npocidonoifocig ki npoguAateis kord T ¥pijon Ivihoowdtmia Na m Bekriworn mg
VIAQOWOTIIOE, 1 ENMOPIKT] OVOPOO KOl O pIBUGS NAPTIBAG TOU XOPMYOUHEVOU $OPUAKEUTIKOU
TPOidVIOG PENEL va kataypagpovial ke oagivera 010 apyeio Tou aoBevous. Nevikd H aopdAeia kat
anotedeopanxdmta Tou Lonquex Bev éxouv BlepeuvnBel oe aoBeveis nou hapBavouy xnueoBepansin
upniwv ddoswv. To Lonquex Bev npéner va ypnowonowhar yia mv aufnon mg ddong mg
kuttapotofunic ynuewBepaneiog népa and ta kabwepwpsva docohoyikd oxfipara. AMEQYKES

emfhapeic ¢ om yovipdmra (Bh. mapaypago 5.3). 4.7 Emdpdoeig o1y kavdrra

fynong Kol i arwv To Lonquex Bev et kapin 1) £xel aorpavm nibpaon oV wavdtmTa

1S 0uBOUAES  gBymonc Ka 00 48 pyeieg Zovoun Tou npogik aogakeiag Ot mhgav
QUYVEQ nvamﬂuumss: svépyateq £1Y01 UOOKEAETIXGG MGvog Kt vautia. To 0uvBpopo Siaguyns Tpoeday,

0 onoio evdexeTal va eival 1o my {ton edv T Bep! T0U, £XEl { kupiag

oe aoBevelg pe kapkivo mou hapPdvouv ympeioBepaneia énena and xoprynon G-CSF ) napaywywv (BA.
napdypage 4.4 kai napdypago 4.8). Mivakag avemBounuwy evepyeusy H oogdhein me Ameykpiypaotiung
afwohoynBnke pe Bdon T aNOTEALOPATA and umnsq peréteg nou oupmepighafav 506 aoBevelg kai 76
uyteig e6ehavieq mou hapav AEYKQIA iun ToukdyioTov pia gopd. Ot avenBOUTIES EVEQYEIES oy
nopatiBeviar nopaxdw otov nivaka 1 poUvIal avd Katnyopin/opy otompa. On kamyopleg
ouyvoTTIag sppdvionq kaBopifovtat oupgpwva e my axehoudn oupaon: noky ouyveg (=1/10), auyveg
(=1/100 éwg <1/10), by ouxveg (=1/1.000 Ewg <1/100), ondvieg (=1/10.000 £we <1/1.000), nokd

VTIBDACEIS KL ¢ Y 1 AoBeveic pe otov 6-CSF 1) napdywya SOpexow  guaviee (<1/10.000), pn yviotég (ﬁav unopouv va exwyndolv pe Bdon ta Siabéona Sedoptva). Evidg
eniong tov kivbuvo avbpdoewy uncpevaioBnoiog om  Mmeykquypaotym AOyw TWBAVAS  kage kamyopiag GUXVOTITAC R ol JTES EVEPYEIES (BevTaL KaTd @ oeipd
Buagtaupotpevis avidpagnikatrac. Aev Ba npéngt va Eexvijoet Bepaneia pe Mneykeyp
autolg Toug aoBeveis Adyw Tou Kivdivou Buotaupoliewne aviidpaong. Ta nepioodtepa PoAoyka Sies
I MpoTovIa Ov kAnolou Bou andvinon g aVTIOWRATa EVaVTL TOU Papuakou.
Autij n andvinon pe QVTOWLUOTA PNOPE], OE OPIOHEVES NEPUTILOEL, VA ubﬂyﬂust e uvamﬁuumsq Mivaxas 1: AveruBuLTes EVEPYEIES
EVEYEIEG 1} O AN@AEID TG anoteheapankoTas. Eav Evag aoBevig dev av : =
0 aoBevii Ba TPENEL va UNOPANBEL OE NMEONEPW QEIOAGYNON, & MEIMILON ERpaviong ﬂﬂWﬂQ Kamyopio/opyavixd avotnua Zuyvomia AvemBopn evépyela
akhepyixric aviibpaang, Ba npenet va yoprynBei n katahinhn Bepareia pe oTev) mapaxkakodBron Tou »
00BEVOUG £NM OPKETEQ NUEPES. ougTypa H [ paatipn dev anokh ?;ﬁffﬁigu’;’ﬂ;gﬂ&"’"m i Buves Sroupores
Bpe ia kai avaipia g and puehokataoTakikn 1. H o " AEUKOKUTTOPWAT®,
pnopei eniong va npokakéoer avaotpéyyn Bpopfonevia (BA. napdypago 4.8). Zuwotdrar n taxtd) ULV ZEnhnvopeyahio*
NAPAKOAL ToU apiBj metakiuy Kot Tou apatoxpim. E va MPENEL va
,Efn T: ;“mﬁﬂﬂﬂmmm 2 pﬂu o u.\ = YO Ko "Eplu o '"‘,mmf,],_w 0w Aiarapayés toy avosoromTikod ouarpatos | Oxi ouxvég AvtiBpdoeig unepeumatinoiog®
&fval yvwoté dn npa:u)muv oofapr BpopBonevia. Evﬁexr.ml va mpuumms{ hsumunapm(m B Awtapayés tov petofohapod Ko TG Bpgyns | Tuyveg Yrokahaipia®
napaypago 4.8). Asv £xouv avapepBel avenBUPNTES EVEPYEIEC MU va propody va dpeon
ot Aeukokuttapwon. H atknan Ty Aeukty ayoopaiplay (WBC) eivat auppam Je Tic papuakobuvapikes Auarapayés Tou veupixoU oUOTIHITOS Tuyveg Kegahahyia
enidpaoelg me neykptiypaotiung. Mérpnon tou WBC npénet va Sievepyeital oe TaxTkd Soompara Ayyeiaxés darapayés M yvwatég TOVBpOU0 DIOGUYHS TPXOEBIV®,
katd m Bidpken me Bepansing Adyw Twv kKhivikdv emibpdoswy e AMEYKGRYPAOTHMG kat Mg aoprinda*
mBavétTag yia Aeukokuttdpuwon. EGv o petprioelg Tou WBC unepBaivouv ta 50 x 10% petd 0
uevo vabip, N Mneyxpiypaotiun npénet va Biakonel opéows. AUENUEVT auiomomTd Aarapayss tou Zugves Adnuan
Bouumplﬂmru Tou pueAoU Twv ooTwv Of andvimon om Bepansia pe ouENUKG naopdyova €xel Tou Bapaxa Kot Tov PE00BwPaKIOY O ougveg Tiveupovikeg avemBupnTes
OUOXETIOTEL JIE NapoBIKa BETIKG EUPTUATT 0TV AMEKGVION 00TWY. AUTO TIPENEL va AngBEl undyn kata EVEPYEIEC* , TIveupoviT) aipoppay
cpunveia Twv unulsﬂsu ATwy QNEKOVIONS 00TwY. AoBEvE UE! >
:',,T:. gl i % v T‘; nupa\znv‘éuq unnm“ﬁnmﬁxﬁgwygﬁmﬁrﬁp%:‘g AaTapayEs Tou yaoTpEvIEPIKOU Mokl ouyveg Nautia*
v avknom Twv uucinmbmv KUTTAPGWY Kai nptuusvmv Hn-pueAoEB@Y KUTTApWY in vifro. H aopdhela kain AlaTapayés Tou SEpUaTog Kot Tou unodepioy | Tuxveg DEPPOTIEC QVTIBPAOEIC*
anotedeapankémmta Tou Lonquex Sev éxouv BiepeuvnBel os aoBevelg pe ypdvia pughoyevr) Aeuxaitia, (o100 . =
JUEAGBUOTAGOTIKG 0UVBPOD 1 | 0Eeia puehoyev Aeuxauia. Zwvenac, Bev Ba npenet va Oxt auyveg Avubpaoeig mg Beang Eveang
XProwonolsitaL og autous Toug aoevels. EIbikN uepyva pénet va AouBdvetal yia T Bidkpion TG Aurapayéc Tou puookeAetoU ouomiparos | Moho ouyveg MuoaKeAETIKOG novag™
Biéyvwong Tou PETAoYTHATIONOY Twv BJ\amuv mg xpdviog puehoyevols Aeuyoyiog and mv uiuu Kat Tou ouVBETIKOG (aTOU
jpuehoyevi Aeuxaipio, ZnAViKES _evEpyeleg Mevikd g =
OTATVOREYAAIGS £X0UV OVOgERBE PETA ) xnpﬂmun NEVKGIAYPAOTNG (BA. nnpaqpuqm 4.8) kat dx1 levikeg Biatapayes Kot katatdoets mg odod | Zuxveg Bupakikd Ghyoq
OUXVEQ MEPUTIGOEIS PAENG OMANVOG, OupmEpi) 100puwy e . Exow Xapiiyang
avagepBel ped m xophynon G-CSF i napayoywy (BA. nnpaypow 4.8). To péyedog Tou unmva npénet |
EMOPEVWE va napaxohoubE(tal paoekTka (mX. khwikn EEETaon, unépnyog). Ba pénei va eketadetal ook Slatdoss D oues :;Eﬂi\? :ﬁ;:ﬁmwm&:ﬂ
10 evieyopevo Bidyvwaong prifng anhnvog oe aoBEVEIS TOU QvapéPouV NGV TNV apIoTERT v Kw.\mm uwapw;mm aiarog*
X0pa f novo oy GKpn ToU GRoU. MVEUPOVIKES QVEMIBUPNTES EVEPYEIES TVEULOVIKES
EVEpYEIES, E1fikdTepa Bidueam niveupovia, Exouv avapepBel umﬂm xnpﬂmn‘q MreyK@ypaoTijng {BA *BA. napaypago «Nepiypagr it 1T] Py napaxdiw
napdypogo 4.8). AoBevels pe npéopaTo 10TOPIKG NVEUpO ] poving pnopel va
BlatpExowy UUMAGTEDD KivBUvD. H EvapEn MVEUIOVIKGY OUMNTWNGTY, Onwg BiiX0G, MUpETAS Kai < 2 2
BUonvold, OF OUVBUQOUG HE OKTIWOAOYIKEQ EVDEIEELS TIVEUL Kat yme  Meprypagn Yue uvamaup!mmy pye Exouv KO AEUKC (Bh.
nveupovikig Aetroupylag pall pe auénuévo opiByd ynopei va - 4‘4). Exet ava I Y " YEVIKA N (B\. napdypago 4.4) Eviéxeral
oneia Tou ouvBpoou ofeiag avanveuatiig duoxepeiag (ARDS) (BA. nopaypogo 4.8). Te tétoieg V@ G, Gnug B G GMEPYIKEG aVTIBPATEL, Kvidwo,
TIEPITTGIOEIC, T0 LONqueX MPEMEl va BIOKOMTIETal KATA TV KpioT] TOU YIOTpOd Kai va yopnyeiraun  AvYEwoidnpa xkat aofopec uM:pvutqﬂmbpnmc Exet avag il (Br. 4.4).
KaTGAANAN Qywyr. AYYEIKEG untee evépyeiss Exet avagepBe auvBipopo Slapuyric ticeBav Nautia JKE oA ouyva 08 nou hapf ‘Exouv avagepBei nveupovikes
génema and yopfiynon G-CSF f nopoyeywy kai to onolo xapaxmpietat omé  undraon, avemBUpntes evépyeieg, ediwdrepa Gidpean nveupovia (BL napdypago 4.4). Autéc ot nvzuummﬁq
oifnpa kat apoouykEvipwar,. Ot acBeve(g nou eppavilouv oupmtdpata cuvdpduoy averBUpnIe evépyeles unopel enlong va nepy O oibinua,
Blapuyrig Tproetdy Sa npénet va Aoulolvial O1evd Kat va AQuBAVOUY TV TUTIK ouprTwparu)  TVEUHOVIKT] (Von, avanveuotin 11 ARDS (Bh. ) 4.4). Eviéyeta va “"9'3“‘“““1““"

Bepanein, 1) onoia pnopel vo neptapBaver mv avaykn yio eviatn epoviida (BAEne napdypago 4.8).
‘Exet avagepBei aoprinda petd m yopriynan Tou napdyovia G-CSF oe uyr dtopa ka1 g kapkivonadelg
aoBeveis. Ta oupmwpara nephapfdvouy nupetd, kotaokd dhyos, kakouyia, ooguakyia kai aunpgvoug
Beinteg pheypoviiq (. C-ovudpwoa npwreivn kot eninedo Aeukdv ayoogaipiwy 010 aiya). Zug
MEPIOTGTEPES MEPIMTIWOEL 1| aoptinda Bioyvaomke pe aEovikn TopoypOPIa KAl OVTILETWIOTKE P

Gepuatikes aviidpdaetg, 6nwe epuBnpa kot eEavenua. EvBExeTalL va napouaiaotolv avibpaaelg mg Beong
EVEOTG, OMws oKANpUVaT) TG BEaTG EVEANS Kal Tavog g BEoTg Eveong. Ot mAov oUXVES averuBupmTeg
evépyeleq aupmepAapBavouv HUOOKEXETIKOUG NAvoug, dnwg ooTkd ndvo xkai puahyia. O puookeketigs
novag £ivat yevika fimag g pétpiac oopapdmrag, napodids kat propel va eAeyyBal je Tumka avaAynTika
0ToUg MEPIOOOTEpOUG aoBevei. atooo €xouv avapeplel NEPITIWOEIS 00PapoU PUOOKEAETIKOG MOVOU



(kuplwe ooTikdg ndvog kat oopuakyia), cuunsm)\umuvﬂuevuv nepuTTwoswy nou obfynaav oe voonieia
e EvBéxetal va G, NS £0G PETPIES QUENTEIS TG BAKOAKNG Mivaxag 3: AX0, 20 ka1 EQ orov kukAo 1 g peAemng XM22-04 (mAnBuopdg e 118)
PWOPATAONS ka1 TS YOAAKTIKNG apudpoyovdong, xwpic 1 khwikég emdpacers. 01 aukrnoeig
MG AAKOAKIG PWOPATAONS Kal MG YAAAKTKIG apudpoy 16 Katd raon POENXOVIaI ANO Eikoviké gappako Aneyxpivypaotipn 6 mg
mv auknan tev oudetepogiluy. OpPEVES avernBUITES EVEDYELES UMOPEL va prv £xouv napammpnBel {n = 125) (n = 250)
akdpa pe m hneykothypaatipn, ahAd eivar yevikd anodextd 6 anodidovian atov G-CSF kat nopdywya:
Aiarapayé oy amanmmtmu Kai Tou Aeppikou ouatiuarag - PREN anhnvdg, oupnepihapBavopevuy ED
WV T (BA. 4.4) - Kpion dp jTrapikc avaipiaq ot aoBevelq pe Enimwon (%) 56 | 24
Bpenavokutrapir avagia (Bh. napdypago 4.4) Ayysiaxés &t ¢ - ZUvBpojio Slapuyie B 95 % AF 0121w 1,260
Nepotanika ouvBpdpou Slapuyns Tproeday Exouv avagepBel oTo PETEYKp pIBaAAoV e TV Xprion - .
G-CSF 1) napayaywy. Ta nEPIOTANKG autd £X0uv Yevika oulBel 0 Q0BEVELS |1e NPoYWONEVa KaKorBn Ty p 015
vooruata, ongayia, ae aoBevei nou happdvouv noAhanhd gopuokeuTd Tpoidvia ynuewBepaneiog AF0
1 unofdhovial o agaipeon (BA. nopdypago 4.4). - Aoprinda (B.A nupavpuw 4.4). Aiarapayés tou Mean = TA (niL) 2325 | 0611
¢ Kat oY iwtou - OFgia epripem 1 (ouvBpopo Sweet) -
Aspuanik ayyeunba Aarapayes Twv VEPpAY Kal Twv 08y - Tnepay gpiuda (Bh. Méon & ET 1661
napdypago 4.4) Nadiatpwde nAnBuopde H epnetpia o1a naibid e(val neplopiopévn 0 o REAET £panak 95 % AE -2,088 £ug -1,232
déang gdong 1 oe 21 naburpwois aoBeveis nhikiag 2 £wg <18 erdv (BA. napaypago 5.1), n onola T p < 0,0001
Bev karedeie ingopd oo nipogih aopaelng TG AneykguypaoTing ota nibid oe 0lyKpIOn P EXelvo ?
otoug evikes. Ot OYETICOPEVES ye ) Bepaneia Q EVEPYEIES v 00TIKOG 20
nAVOS Kal QUENKEVOS apIBjdg oudeTepopihov (1 oupBav and To kaBéva). Avpopp,ﬂ TUBaVOADYOULEVWY Enirtvwon (%) 59,2 [ 321
avern@upntov evepyeoy H avagopa mbavohoyodpevuy averBUpmTey eVEpYeI@Y yetd and m xopiynon Nbyog TuBavoT WY 0.325
Be10¢ Kuxho@OpInG TOU PAPHAXEUTIKDU NPOIGVIOS Sival onuaviud]. Ennpenel m ouvext napaxohovBnon 05 % AE 0,206 £ws 0,512
an oxéong wéa\w:-mbuvuu o wpuuanxau npum\rmq Znreltan and Toug EnayyeAatieg u'rsluq - -
e b Epyeies iéow Tou EBvikod Opy Ty p < 0,0001
nupunmv M:uemmv 284, GR-15562 Xohapydc, ABiva, TqJ\ +30 21 32040380/337, G0k +30 21 Mean A ET (uton & (oY TETpRYGVY Y ATEYKgURYpO FET Ry T
06548585, lovdtonos: hitp://www.eof.gr. 4.9 YnepdoooAoyia Aev undpyer epnepla pe unepdoooroyin AEETAE i) Eluﬂ Wﬁfiuﬂ‘m uvu}‘:puu: A : m E\'W;:mipsu?m PR
JE T Mneykgiypaoiyn, Ze nepimuwon unepdoookoyiag, perproe WBC kol ayonetalwy npénet va ,\qu TuBavoTTwv (MEYKPIRYPOTIL / s1XoviKG papyaxo), AE kol T p and
BIEVEPYOUVTaI OE TaKTIKT Baan Kai 10 UEYEBOG Tou oTIAMVA MPETEL va NOpaKOAOUBEITL NMPOOEKTIKA (LY. payovTikn avahuon Aoyiorikng nakwBpopnang

Kkhwvikr) eEgTaan, unépnyog).

5. ®APMAKOAOFIKEZ IAIOTHTEZ 5.1 HIKES 1BI0TATES JTIKT] :
AvoooBlEyepTIKG, MOPAYOVIES BIEYEPONG QMOWIDV, mﬂlxd: ATC: LO3AA14 Mm{uvmuﬂq ﬁpuun::
H Aneykguiypaotiyn eivol éva opoonohiko oGlguyus ™G @AYPAOTUNG pe Eva popio ueBogu-
nohvaiBulevoyhukdhng (PEG) péow evde uboravBpokiou ouvdEm nou amoteheital and yhuivn,
N-okeTuhaveupapviko ofu kai N-akeTukoyahaxtodapivi). H pgan popiaxr pada eivar nepinou 39 kDa ang

Mia peteykpurkt] pehem aopdkeiag XM22-ONC-40041 dievepynBnke yia ) oukhoyn) Gedopevav
eEEMENS me vooou km Bvmodmiag og aobeveld pe mpoywpnuevo mardn 1 un nhakadn xapkivo Tou
TVEUHOVE 01 Onoion Ehapav 1 om He Bdon mv mAativa.
Aev mapampAdnke auEnuévog kivbuvog eEEMENG ™G vooou f Bavdtou pe ™ Ameykgdypaotium,

MV onoia 10 THNRA NPWIEIVRG onotekel m:pmcu 10 48 %. 0 avBpwruvog G-CSF eivar a y pwTEiv]
nou puBIZEL TV TIpaYwYT) Kat Qe PYIK@Y oudeTepopRLY aNd 10 PUEAD TWV DOTGV.
H givypaoriyn eiva évag pn 'rhuxoium:uevo: avaouviuaopsvog peBeiovuhikag avBparvog G-CSF. H
Mneyrpiypaatiin %{W Iﬂﬂ WPO"I 15 me Adyw me £
VEQPIKTIQ ypaotiyun auvde aTov Tou uvﬂpumvuu G-CSF dnwg
n ﬂypﬂﬂﬂm um n newmpucmun DapparoduvapKES H hiney paoTiyn Ka n
GhypaoTipm TTDOKMSOQV pa gviow augnon atoug wiﬂuouq wﬁampwﬂuv TIEPPEPIKOU aljiaTog
EVIOC 24 wpwv, HE PIKPEC aUEROEIS pOvOKUTIdpWY f/kal AEupokuTIdpwy. AUTG 10 onoteEhéopara
unodewviouy 6n to Tuipa G-CSF me hineykpiypaatiung npooBiet my avapevopevn Spaommétia
autol Tou auENTIKOU mapdyovra: BIEYEPOT ToU NoAAar 0 Ty

avdkuon Twv avTIcWPaTWY Evavn Tou papudkou oe 579 noBevelg
Xl wnalq aBaJ\om‘.c nou é?\uﬂnv Bepaneia e Mneykpypaatipn, 188 aoBeveis kai uyeiq eBehoviég nou
£\apav Bepareln pe neykgiypoatipn kat 121 aoBeveig nou hapav Bepaneia pe ewovikd pappaxo. Edwd
¥ia 10 PAPUAKO QVTIOWLT MoU Ep@avioTTKaY petd v evapln mg Bepaneiog avivestnkav ato 0,86
% Tov atéjwy nou EAaBov Aneykpikypaotiun, 010 1,06 % tav atéuw nou Ekaay RevkphyoaoTiun Kai
oto 1,65 % 1wv ardpwy nou EAafav EWKOVIKO Gappako. AEv T
Evavit ™G MneykprypaoTimg. ﬂmﬁmplm; infuopds 0 Eupnunulluic Opyaviopds dappixuwy éxsl
Bmoet avaBohn ard mv Boing Twv TWV PEAET@V PE To Longuex o€ dheg
TG UNOKATIYOPIES 10U rlulﬁm'rplmu m\nauuum om Bepanegia MG enaydpewng and ynuewBepancia

Kkuttapwv, Siapoponoinon e WA KUTIGPE kal aneAeuBEPWaN OTo MEPIGERIKG aipa. Aum 1y r.mbpuun
nepikappaver oyt povo ) yeveaoyla oudetepogiuy oM EMEKTEIVETOL O£ GMAQ MPoyOVIKG KUTTapa
piag yeveahayiag 1 noAAar@v yEveEahoyiaw kot noAudivaua aonouusd Blummu kuTrapa. O G-CSF
eniong oukavel my avtioxmmpiaxt Wy oud SRUN
qayokuTtapwong. Kiwik anoteheopatikdtria kai aopdreia AodoAayia g Ame\'KWYDﬂmlmc pia popa
avd kixho SiepeuvnBnke o S0 Packéc Tuymonomueves, BINAEC-TUPAES KhvikEQ PEAETES OE aoBeveig
nou unopdhoviav £ puehokaaotaktn ynpewBepaneia. H npam Boou] (@dong ) xkhwak perém
JM22-03 rirav jua eAeyxOpewT) e EVEPYG papyako peAEm oe 202 noBevels pe kapkiva Tou poatol otodiou
-V ou EhaBav £w ka4 kikhous ynuetoBepaneiag rou nepiaypave Sokopoufuiv ket doosfatehn. Ot
aoBeveig TuxaoniomBnkav 1:1 yia va AdBauv 6 mg A tiyng f 6 mg neykpiypaotipng. H pehém
karebeite un-kawwepdua me Sdang 6 mg AmeykpiypaoTipng ws npoeg m doan 6 mg neykguypaatiung
Yio To KOpio TeAko onueio, didpkeia aopagric oudeteponeviag (AZ0), oTov MpaTo Kikko Xnje0Bepans(ag
(BA. nivaxa 2).

Mivaxac 2: A0, oofapi ovdstsponevia (20) xat epnipen oudereponevia (E0) otov kurAa 1
e peAgmg XM22-03 (nAnBuauds ue Nro)

oud G Kai oMy nponym MG Enayduevne and ynpewodepansia sunUpeMS oudeteponeving
(BAEne nn.pdypnoo 4.2 yia TAnpogopies oXeTIKd JE My nabiatpn xprion). Z& ja pEAET paong 1 o 21
naibid niiag petako 2 kat 16 eTwv pe owoyévela dykwv Ewing  poBiopuoodpkwya,  Aineykgypaatiun
Yopnynenke wg endgad, unobopia d6an 1wv 100 pg/kg (Ewe pEyoto 6 mg, n onoia ival n otaBepn ddor
yia Toug evijhieg) 24 wpeg petd 1o hog me aywyie kard mv efdopdda
1 mg Bep c. H EO rtav kupawvdpevn avadoya pe my nhikia {and 14.3 % ewg 71.4 %),
e My wnAdtepn ouxveTiia omy nhwiak opdda peyahdtepn niwiag. H xpron 1piev SlgopeTikiv
omuaTwy ynpewBepaneing, pe nOKMAES pUEhOKATOOTOATKEG EMBPACEIS KAl MAKIOKES KATAVOMES,
NEPENAEEE ) GUYKMOT TG anoTEAEC HeTagd Twv nh opddwy (BA. napaypago 4.2).
5.2 GapuoxkokmTIKES 1BIGTTES [EviKa Yyielc efedovie S 3 pedéteq (XM22-01, XM22-05, XM22-06)
0€ uyiele eBEAOVTEC, 1) JEVIOT OUYKEVTpWON 010 aiya enetelydn petd and Siipeao 30 £wg 36 wpuv
Kat 0 TEAKGE Xpovag Muioeiag {wnc Kupdvenke xatd pEoo 6po and nepinou 32 Ewg 62 mns: uetd and
epdnag unodopa éveon 6 mg Aneykpikypaotiyng. Metd and pla veor B mg MneykgiypaoTiung o
Tpelg diapopenikeg BEoeig :apuxinmq Kothaxi x@pa kai pnpoc) oe uyieig eBehovieg, 1 PodiaBeaydmmra
(HEyiomn OUYKEVIpWOT Kol NEPLOY KATw and v kaunukn [AUC]) frav yaunAdtepn petd and unodopia
Evean 0T |inpd og oUyxkplon jie unoddpia Evean oy koax| Xdpo Kkai oo Bpoyiova. Te auTiv TV
MEPIOPOMEVT pekém XM22-06, n mg e Kat ol

Bogopés petaky twv Bfogwv Eveong frav utmldmpn otoug GvBpeg O oUyKplon pE TG vuvuinaq
MNapoX’ outd, o pappakobuvapikes embpdoel; Mrav nopdyoes kal avefdpmyies and o iko kal m
Béon eveang. MetaBohopog H Ameykgihypaatiyn peraBoifetol péow evBokuTtapikig f niwxunuplmq
anowodéynang ano npwreouTikd eviupa. H AReykplypacTipn and Ta oud

(un Ypopyur) Biepyaoia) Kat 0T OUVEXED GROIKOBOYEITaI EVIGE TOU KUTTBROU QMo EVDOYEVT] NMPWTEAUTIKG
évlupa. H ypoppkr) 08dc ogelhetar evBEXOUEVWS 0TIV EEWKUTIOPIT ufwutoﬁounfm v npwtswuv
ang myv alnu'rﬁun wy wﬁa‘[spowm KOl GAAES TPWTEAOES MAGS

YKQUYPQOTIUN €XEL LIKDES 1) Oxt dueoes 1) peoohafoupeveg
and 10 QvoonoayIkG oUomya emidpdosg om dpaompidmra twv CYP1A2, CYP2B6, CYP2C8, CYP2CS,
CYP2C19 kmu C\'PSAUE Euvcnml; n .\mzvxqm\vpum(un Bev eival mBavo va annpzﬂm ™ uemsuhwuo

HEAETEG (XM22-02 ka1 XM22-03) o€ aaBevels pe kapkivo mu HaoTo Moy .\ﬁpﬂavuv XMHEtoBepaneia nou
ka1 BOOETAEENN, Ot PEOEQ PEYIOTES OUYKEVIPWOEIS OT0 aiya twv 227 kat 262

Neykpiypaatiyn 6 mg Aneykgvypaotipn 6 mg
(n=101) {n=101)

430
Méon = TA () 0909 0710 AsBiougva in Wro Jou 61 1 &
Méan A ET -0,186
95 % AF -0,461 £ 0,089
10 s B
Enimwan (%) ‘ 515 | 436
E0
Enimmaan (%) | 30 | 10

Nra = mnBuopds pe npoBeon yia Bepaneia (Aot ot TUXaOTOMUEVOL QOBEVELS)
TA = tumkr andshian

ML = nuépeg

AE = ddamua egrioToouvng

Méon A ET (péon Biapopd shayiotwy TETpaydvtoy yia 1-
and noAunapayoviikn avakuon nakvapdunong Poisson

in) kat AE

YRQUYP

H Betren Baow) (pdon M) khvea) pEAEm XM22-04 fiov pa eheyxGuew Je exovid Qapliaxo HEAET) OB
375 QOBEVEIG |E |IN-UIKPOKUTIOPIKG KAPKVO TOU TVEDHOVD Tiow EAABaV £wG Kot 4 KUKhOUG YTEI0BEpanEing
Tiou nepiapBave awomhativi) kai €tonodidn. O aoBevelq TuymonomnBnkay 211 yia va AdBouv eite 6 mg
AmeyipiypaoTimg eite exovikd papyoko. To GNOTEAEOUTA MG PEAEG Tiapoucilovial oTov Tivaka 3,
“Otav ohoKATPWBIIKE 1) KUpIG PEAET, T} Eimwan Tou BaviTou firav 7,2 % (exovikd papuoxo) kat 125 % (6
mg AneyxgaypaaTiung) av KL HErd and my nepiofio napakohoulnang 360 nuepd, 1 ouvaked enimiean
Tou BaviTou f1av OG0 IETAED Tou EIKOVKOU GOPIAKOU KaL TG MMEYKGAYPADTUNG (44,8 % kL 44,0 %,
togakeiag).

ng/ml ENETEGYBOAV HETA QNG BIAUETOUG XPOVOUS PEYPL T PEYIOTT QUYKEVTpWON) (1, ) 44 Kai 48 wpav. Ot
JEgo Tehwkoi Ypdvor npioetag {wic ftav nepinou 29 ka1 31 @peg Jetd and epara unobopia £veon 6 mg
AneykguypaoTiing xatd  Sidpkeia Tou Mpdou KiKAou YMuetoBepaneiag. Metd and epdnaf unodopa
£veony 6 mg MneykgpypaoTiung katd ) SidpKeia Tou TETOPTOU KOKAOU, OL JEYIOTEG DUYKEVIPWOELS OTO
aiya frav xaunAGTEPES and TS NAPAMPOUNEVES OTOV NPWT0 KUKAO (p€oeg Tpég 77 kat 111 ng/mi) xat
enetevyBnoav petd and Bidueoo 8 wpwv, O pédol Tekixoi xpdvol npioeiag {wriq aTov TETOPTO KiKAO
v nepinou 39 kai 42 wpeg.
Ie ma perém (XM22-04) oe noBeveiq pe pn-UKpPOKUTIAPIKG Kopkivo Tou mvelpova nou AdpPavav
nou nephdufave alomhativ) kat 1, T BEQT PEYIOTT OUYKEVIPWOT] OTO aija Twv
317 ng/ml enetedydn perd and Suipeoo 1 24 wpwv KoL 0 KECOS TEAKOS Xpovos npioswag {wig frav
nepinou 28 wpeg petd and epdnak unodopia veon 6 mg Aneykeihypaotiung katd m Sidpkea Tou np@Tou
KUkAou XnpeioBepaneing. Metd and epanag unodopua £veon 6 mg MneYkpIYPAOTIING katd T Bidpkela
TOU TETApTOU KUKAOU, 1) PEOT) PEVIOTN OUYKEVIPWAN 0T0 aiya Twv 149 ng/mi engtedyBn perd and Bidpeoo
1, B WPV KOl 0 PEdDG TEAKAE Xpdvog yloetag {wrig frav nepinou 34 tpe.
H Aneykpiypaatipn paiverar 6u anofaiie rat kupiwg peow xabapang pecokafoipevne and oudetepdpia,
T onoia yivetal kopeopéwn o¢ uynhdtepes Bogeig. Onwg ouvadel pe evav autoppuBIoTIKG IXavVIop0
KaBopong, 1 QUYKEVIPWOT OTOV 0p0 TG MNEYKPUYPaoTiUNg peidveral Bpadéws kata m Bidpkeia Tou
enaydpevou and ynuewBepaneia napodikod vodip oudetepopihwy kar taxgws katd my enakdhoudn EvapEn
e avakapymg Twv ouBetepogilwy (BA. oxrua 1).




Exiua 1: Mpopik TG Bi6je0Ts OUYKEVTLOTS 0p0d TG AmeykgukYpaoTI I Kt Bidyeaog ANC o aoBevels

und ynuetoBepanela petd and epanaé Eveon 6 mg Aneyxpypaatiung

£ 250 r30
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HUSOEQ Hekemg, evean i\mevmmvnuununc Kara mv nuepa 0

Aa&am‘qus vegpixij 1) nnai] duok ia Aoyw Tou it and oudeTepopih HoU
hng Bev avapeveTal va Emmp and w:wum ]

rmu'rmﬂ buahslmupy{u Hmmpévaz aoevels ﬁcploplcrusvu Bedopeva 0e noBEVEIQ UMobekvUOLY OTI

n me Mneykglhypaotiyng oe Evous aofeveic (65-74 stwv) eivar napduoa

Hig exelm og vedtepoug noBeveis. Aev urmpxnuv BaBeowa papyakokimkd Bedopeva og uneaveu;
= 75 ewv. Modiarowds nAnBuopog Ie wa pekém gdong 1 (BA. mapdypago 5.1), pe xprion 10 mg/
mi Biokipatog yia unoddpia Eveon nou i eidikd yia g PIKEG PEAETEQ, O1 PEOEQ
UEVIOTEQ OUYKEVTPWOEIS 0To aipa (C, ) firav 243 ng/ml omy oudda 2 fwg <6 etwv, 255 ng/ml omy
opada 6 wg <12 etwv ki 224 ng/ml omy opdda 12 éwg <18 eTav PeTa and epdnak unoddpia Evean
100 pg/kg (éyioto 6 mp) Aneykpypaatiung pe Tov npwio KkAo e ynyew8epancias. O1 péyioteg
QUYKEVIP@OES 010 aipa enetevxBnoav petd and didueoo ypdvo (t,,) 23.9 wpdv, 30,0 wpwv kat 95,8
wpwv, avtiotorya. BA. nopdypago 4.2. Ynépapor aaBevels MNapampnBnke wa taom mpog pelwan
g ExBeong e Ameykpypaotiung pe 1o cufnpévo Papog. Autd propei va oBnyOEL OE PEIWPEVES
pappaKoBUVAIKES avianokpioeiq oe aoBevelS ye peydho Bapog (> 95 kd). Enakdhoun peiwon mg
unnm.\wun‘rmdmmq OE QUTOUS TOUG aoBEVELS Bev Inopel va anokhEIoTel pe Ta TpeExovTa dedojigva. 5.3
yio Tqv oogaAetn Ta pn khvikd Sedopéva dev anokahurtouv ibiaitepo kiviuvo yia
Tov avBpwno ye faon 1 oupBaTikég peAétes papuakoAayiric aopaketac, Tofkdmiac epdnag oong
Kai enavohapPavopevv BO0EWY, KAl TOMIKAG avoxfS. ZE Wa PeAE ToEKGMTAS oV avanapaywykr
wavatTa kot avantuEn oe kouvehia, auEnpévn ENINTWOT PETERPUISUPOTIKIG ONWAEIRS KOl unnﬁumq
NopampABNKe 08 UPNAES BO0EIG AMEYKGH Tung, mBavae Adyw ur A
enidpaons eBIKG yia 10 kouveha. Aev unﬂpxnuv OTOWE(D TI0U Vo anodEewkviou 0TI 1| hm:\gmuvpnuﬂm
elval Tepatoydvog. Autd Ta eupfipata eival oupBatd pe ta anotehéopata and tov G-CSF kol napdywya.
Anpooieupgveg Thnpogopies crxermd |ie Tov G-CSF l(tll. paywya eniong dev AU KOVEVD
aroiEl nou va Kkai My epBpuikn avamuén oe
apoupaious 1 TPo-/HETAYEVVTITIKES EMBPAOELS d.Maq c[nd eKelveg mou ayetiloviar pe toEwdmna yia
™ pntépa. Yndpyouv otoneia niou anoBewviouy GTL N @UypaoTiun kai 1 mEykgUypaoTiyn propolv va
JetagepBoly O yapnAd enineda oTov MAGKOUVIA TOUS OpoUpaious, av kai Bev undpyouv BlaBEaieg
MANpopopies yia ™ Aneykpiypaotiyn. To katd ndoov autd Ta £upfuata £ival onpavikd yia Toug
avBparioug dev elval ywoto, 6. ®APMAKEYTIKEZ NAHPO®OPIEE 6.1 Kardhoyog exBoxwy Maydpoppo
ofikd ofy, Ydpoeido Tou vaxpiou (yia piBuion tou pH), ZopBruokn (E420), NoluoopBd 20, Ydwp
yia evéopa 6.2 Acupforarnres EAheiper peeTav oxenkd pe mm oupp 110, 10 NApdv papy
npoidv Bev mpEnel va avaperyvietal ge akla gappakeutikd npoidvio. 6.3 Aiapkein fwig 2 xpivia
6.4 IGnitepeg npoguAaker; kard T guAakn Tou Rpoioviog Guhdooete oe Yuyeio (2°C - 8°C). My
Katayuxete. QUAGOOETE TNV Mpo! ] oUpiyYa 0T & 0 KOUT( Yia val rip: ang 1o
9we. To Lonquex pnopel va anojakpuvBel and 1o Yuyeio kar va purayBel o8 Bepuoxpagia pkpdtepn
Twy 25°C yw péyiom pepovwpévn neplodo £wg kat 3 nuepuv. Agou anopaxpuvBel and 1o Yuyelo, 1o
PAPUOKEUTIKG TPOIdV MPENEt va xpnawionomBel eviag autic g nepiodou 1 va anoppgBei. 6.5 ®uon
KO OUOTOTIKG TOU MEPIEKTY npnvsumutvn ouptyya (yuahi Tomou I) pe nwpa zlﬂ}(wpnurlt: Euﬁﬂkou

[BpwyoBoutukikd ehaomke £VI0-OUV-]
BeAdvn oupiyyas (avogeidwrog yGhupac, EBG [0,34 mm] 1} 27G [0,4 mm] x 0 5 inch [12 ? mmj). Kaee
TIpOYE{HOEVT OUptyya mepiExet 0,6 mi Biakij Meyedn mpo oupIyYag

ue 1y xwpic Gidrakn aopakeing (n onoia unmpém 0V Tpaupanopd ang 'tpurmuu Jie ) Berdwn kat my
enavayproyionoinon). Mnopei va ymv kukhopopouv 6Ae ol ouakeuaoies. 6.6 IBinitepeg npoguhageig
anoppipng xoi dhhog xeipiopog To Gudhupa npenel va euBewpeital ontka npw m xphan. Npéngt va
Xpnowonowiviar pévo Siauyr, dxpwpa Sakvpata ywpiq owpatidia. To Rdhupa npénet va agrivetal va
pBAoeL o avext Beppokpaaia (15°C - 25°C) yia évean. H £viovn avatapogn TPETEL va aMOPEUYETaL.
H unepBokur] avardpakn unopel va NpokaAEoEr QUODWPATWON TS AMEYKQUhypaoTiung, kafatwviag
‘mv Biohayikd avevepyr. To Lonquex Sev nepiexet kaveva ouvmpntd. Aappavoviag undyn tov niBave
Kivbuvo pikpoiakniq empiéAuvang, ol aupryyeg Tou Lanquex mpoopiCovial péve yia pia yphon. KaBe
AYPNOIEONOINTO PAPPAKEUTIKG NPOIGY 1) UNGAEYIN NPENEL va QNOPPINTETAL QUPGLVA HE TIS KATA TAMOUS
1oyuouces OXETKE Dlaraeis. 7. KATOXOZ THE AAEIAX KYKAO®OPIAE Teva B.V., Swensweg 5, 2031
GA Haarlem, OMavdlo 8. APIBMOZ(0I) AAEIAZ KYKNO®OPIAL EU/1/13/856/001, EU/1/13/856/002.
9. HMEPOMHNIA MPOTHE ETKPIZHE/ANANENIHE THE AAEIAZ Huspopnvia npwme Eykplonc: 25
Iouhiou 2013, Hyepoprvia Teeutaiag avavéwone: 08 Maiou 2018. 10. HMEPOMHNIA ANABENPHIHI
TOY KEIMENOY 25 louhiou 2019. Aemopepeic mnpogopleq yio 10 napév PapUaKEUTIKG Mpoidv eival
BiaBéaeg otov Bituaxd Téno tou Eupwnaikod Opyaviopuot ®appdkwy: hitp://www.ema.europa.eu.
Tpdnog &idBeong: Nepopiopévn 1pixi ouvtayr. H Sidyvwon Kavi ) évapen me Bepumq yiverai og
VOOOKOWE(D KOl Bnopel vo ouvexICETa1 EKTOG Ve J UNo oo Bnon,

AIANIKH TIMH (Ashtio oy 25/02/2021): 639,65 €

Mifpeoog ANC {x 10 ® kittapa/)
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