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2 Uyxpovol Ouponoyikoi NpooPAnuatcpoi

XQlp€euopos

Ayanntol 2uvadeidot,

Me SLaitepn xapd kat T n OupoAoyikr KAwikn tou F.N.A. «I. Feywnuatag», cog
KoAWoopilel kol GETog oTnV Huepida mou Slopyavwvel oTig 6 Zemtepppiov 2020,
otnv AilyAn Zammeiou, pe Béua «20yxpovol OupoAoyLkol mpoBANUATIOOL».

Elvat yeyovog OTL Toug TEAEUTALOUC UVEC TIOAG SeSoUEVa TNG ETLOTNUOVLKAG HOC
oKkéPNG Kat Tou TPOToU avtaAAayng mAnpodoplwy €xouv tpomomotlnBel amod Tig
aMayég rou n mavdnuia tou kopwvoioL eméBaie. MapdAAnAa, OUWS, oL e€eAilelg
010 XWPo ¢ Oupoloylag elval TaxUTATEG KAl UTIOXPEWON OAWV Uag elval va Tig
TIPAKOAOUBOULE, VA TIC AVOTTOPAYOUHE, QAN KAL VO TLG ETILKOWWVOULLE.

Yré 1o mplopa auto, n KAwikn pag katefale kabe Suvatr) mpoonabela yia tnv
KOTAPTLON EVOG APTLOU KL OAOKANPWHEVOU TIPOYPAUUATOG HE OTOXO VA KAAUPEL
o€ BaBog éva peyalo dpacpa Oupoloyikwy karonBwv kal kakonBwv mabroewy
KoL va OTTOVTHOEL O€ TIOAG ONUAVTIKA €PWTNUOTA TIOU ONMACYOAOUV TnV
ElSwoTnTad pag. Apwyol oto €pyo pag Ba eivat Stakekplpévol Tuvadeidotl
OMIANTEG, oL omolol Ba efavtAnoouv pla eupeia Bepatoloyia kat Ba
TIOPOUCLACOUV TIC VEOTEPEC TIPOCEYYLOELC OE LA ETTOXN LOLALTEPN KAL OTTOLTNTLK).

Me tn BefaldtnTa OTL N EVEPYOG CUUUETOXN 00¢ Ba cupBAAeL oTnv emttuxia TNg
avtaAAayng amoPewv Kal TOU YOVIMOU EMLOTNHOVIKOU SlaAdyou, 0ag
TIPOOKAAOULLE KAl COC TIEPLUEVOUE 0TnV ekONAWON Hag.

Me ouvadeAdIkoUg XaLPETLOUOUG,

Ap. Kwvotavtivog NtoOpag
JUVTOVLOTHG AteuBUVTAG
Oupoloyikng KAwLkng
I.N.A. «T. Fevvnuatag»



Enponés

Opyavwtikr Emutponn

MUKag lwavvng

NtoUpag Kwvotavtivog
MNamnadomnoulog MewpyLog
taBolpog MewpyLog
®paykoUANG Aplotodnuog
DOpaykoUANG XapdAapunog

Ermotnpovik Emtponn

AeAnBeMwtng XapaAaumnog
Mntpomoulog Aloviolog
Mrmapiag ApLoToTéAng
NtoUpag Kwvotavtivog
MNamnadonoulog MewpyLog
>taBolpog MewpyLog
Stpafodnuog Kwotavtivog
Daocouldkng Xapaopmog
®paykoVANG ApLotoSnpog
DOpaykoUANG XapdAapumnog

y
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Eniotnpoviko MNpoypapuo

08:30-09:00 nNpooéAeuon Eyypadég

09:00-10:00 Kapkivog oupodoxou KUOTNG

Mpoebpeio: DaocovAakng X.
09:00-09:10 Moplakn uTtokaTnyopLlomoinan acBevwy Le kapkivo

oupodoyxou KUOTNG. Ebappoyn otnv KAwikn mpaén. Ztaotvonoulog K.
09:10-09:20 O pohog tng MpMRI (VIRADS) otn Stayvwon kat

otadlonoinon acBevwy e kapkivo oupoddxou KUOTNG NetpoAékag A.
09:20-09:30 Neotepeg Bepaneieg oe aobevelg peta anotuylia BCG Kopttouaéng .
09:30-09:40 H B£on NG POUTTOTIKAG PUUKNAG KUGTEKTOUNG. ZUYKPLON

LLE TNV avolxth FaAavakng I.
09:40-09:50 pTO oc MOPACKEVACUA PLUIKAG KUOTEKTOUNAG:

«Kakwg €Ryaia tnv KLOTN HOU;» Apiotag O.
09:50-10:00 >ulntnon
10:00-11:00 Kapkivog vedpot

Mpoebpeio: AsAnBeAiwtne X.
10:00-10:12 Aayelplon HKpwy VEDPLKWVY Halwv ABakiav P.
10:12-10:24 TeyVIKEG VEDPO-CUVTNPNTIKWY XELPOUPYELWV: AvoLxTh,

AQTTOPOCKOTILKN 1) POUTTIOTIKN; MEePLKN vedpeKTOUN 1

OYKEKTOUN; ZtaBoupog .
10:24-10:36 O pOAOG TNG KUTTAPOUELWTLKAG VEDPEKTOUNG OTN

LETAOTATLKI) VOGO Nanadonoulog I
10:36-10:48 Nedpo-OUVTNPNTIKA XELPOUPYLKH GE 0UPOoBNALaKO

KOPKIVO QVWTEPOU OUPOTIOLNTIKOU AvaocTtaoiou I.
10:48-11:00 Julnitnon
11:00-11:30 AwdAsippa — Kadég
11:30-12:30 Kapkivog mpootarn |

Mpoedpeio: Mntponoulog A.
11:30-11:40 O poAog tng MPMRI otV évtaén Kol evepyo

miapakoAouBnon acBevwy e kapkivo ToU TPOOTATN ZepadetvidngE.
11:40-11:50 ““Focal Therapy”: veotepa Sedopéva ®paykoUAng X.
11:50-12:00 ATIEIKOVIOTIKEC TEXVLKEG O€ BLOXNULK UTIOTPOTIN ETA

PULKN TIPOOTATEKTOMN Inupomoulog E.
12:00-12:10 Aegpdadevektour o BLOXNILKE UTTOTPOT UETA PL{LKN

nipootatektoun: Exel B€on; Tkpemetng K.
12:10-12:20 Pk Bepamela o€ OAYOUETAOTATIKN VOoO: Tt dedopéva

Slabétoupie; Nanatowpng A.
12:20-12:30 Julitnon




12:30-13:30 Kapkivog npootatn Il

Mpoebpeio: Ntouuag K.
12:30-12:42  AvOlxTH VS POUTIOTIKN PLILKI) T(POOTATEKTOWN KaAAn&wvng M.
12:42-12:54 QepamneUTIKN TIPOOEYYLoN LPNAOU KvEUVOU Kol TOTILKA

TIPOXWPNUEVOU KAPKIVOU TOU TTPOOTATN Itpapodnuog K.
12:54-13:06 Alaxeiplon opuovo-guaiobNTOU HETAOTATIKOU KAPKIVOU.

Yrdpyet Wbavikr Beparmela; Avayvwotou 0.
13:06-13:18 Mn UETAOTATIKOG EVLVOUXOAVTOXOG KAPKIVOG TOU TPOOTATN IkpLamnag K.
13:18-13:30 Julitnon
13:30-15:30 AidAswppa - EAadp yebpa
15:30-16:30 To Bripa twv OykoAdywv

Mpoebdpeio: Mmauiag A.
15:30-15:42 BoowkéG apxég AvoooBepareiag Advtog M.
15:42-15:54 O polog tng AvoooBeparelag oTov kapkivo Tou vebpou:

1S ypappng Bepaneia; Koutooukog K.
15:54-16:06 O polog Tng AvocoBepameiag Tov Kapkivo TnG KUOTNG Kwaotolpog E.
16:06-16:18 ‘Exel 6€on n XnueloBepameia otov oupoBnALako

Kapkivo Tou avwtepou OUPOTOLNTIKOU; Kwtoavtig I.
16:18-16:30 Zulntnon
16:30-17:00 To Brpa twv PortnTtwv Ko Twv EL8ikevopévwv

Mpoebdpeio: Ntouuoag K.
16:30-16:45 Kapkivog oupoddyou KUOTEWS O VEOUG 0.0Develg NtoUpag .
16:45-17:00 MpoPAnuatiopot otn ekmaidevon Twv EAAVwY

Edikeuopévwy otnv Oupoloyia rukog I.
17:00-18:00 KaAonOng YnepnAaocia Mpootdtn & Neupooupoloyia

Mpoedpeio: Mrouyag A.
17:00-17:10 Juvduaopol papuakwy otnv KYM: H clyxpovn tdon; Kamnoywavvng @.
17:10-17:20 Katavowvtag tn vuktoupia: NMaboduacioloyia kat

QVTLLETWTILON Nanadnuntpiov B.
17:20-17:30 O poAog tNg OupoSUVAULKNG TPV TNV ASEVWLATEKTOWUN:

Mropel va pag fonBroel otnv amoduyn AavBaouévwy

evlelfewy; Mntooytdvvng H.
17:30-17:40 Awayelpion KYM og aoBeveic pe xpovieg NEUPOAOYLKEG

TaBnoeLg DAwpartog A.
17:40-17:50 Mpaktikd mpoPAfuaTa ot SLEVEPYELD AUTOKAOETNPLACLWY Pamién A.
17:50-18:00 >ulitnon
18:00-18:30 AwdAsippa — Kadég
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18:30-20:00

18:30-18:40

18:40-18:50

18:50-19:00
19:00-19:10
19:10-19:20

19:20-19:30
19:30-19:40
19:40-19:50
19:50-20:00

Ztutiki AucAettoupyio/Yroyovipotnta, Aotpwéetg, Atbiaon
Mpoebpeio: ®paykovAng A.

AVTULETWTTLON ZTUTIKAG AUCAELTOUPYLAG LETA PLUKN

TIPOOTATEKTOUN Adapakng I.
OWpog Yrioyovadiopog (LOH): Moco cuyva avayvwpiletal

Kol QvTIPeTWieTay; Mpwtoyépovu B.
KipooknAn: TeAkd, TOTE xELpoupyeital; Makapouvng K.
YTOTPOTLA{OUGEG OUPOAOLLWEELG OTLG YUVALKEG MNopdupng O.
Oupoonyn: Mapdyovteg KSUVOU OTNV QVTILETWTILON.

Elvat mavta avaotpePun; Apuévng K.
Aldpeon kuotitda: NOooog «pavtaouay; NikoAomoulog M.
AiBog tuélou 2-3 cm: Mota N KOAUTEPN AVTIUETWTILON; Dpaykiadng E.

Acuprtwpatikn Abloaon: Mote xpelaletal mapeppfaon; Mnepbeunég M.

Juintnon - Khelowo



ABakiav Padon

ASapakng lwavvng
Avayvwotou Oe68wpog

Avaotaociou lwavvng
Apiotag Oduoogag
Appévng Kwvotavtivog
FaAavakng lwavvng

MUKag lwavvng
AgAnBeAiwtng XopAAapmnog

KaAAndwvng Mavaytwtng
Kardytavvng @iAurrog

Kopttowadng Mrewpytlog
KoutooUkog Kwvaotavtivog

Kwotoupog EuBupiog
Kwtoavtig lwavvng

Aovtog My aAng
Makapouvng Kwvotavtivog

MntpomouAog Alovuolog
Mntooyiavvng HpakAng

Mrnapag ApLototéAng

MrnepSepnég Mapivog
MrmoUyag AnurtpLog
NwoAdmoulog Mavaywwtng

Ntoupag Fewpylog
NtoUpag Kwvotavtivog

Katanoyos opiNntuy

MD, FEBU, ErpeAntric A’ Oupoloyiog, I.N. Mepatd
«Tlavelo»

Avari\npwtng KaBnyntrg Oupoloyiag, EKMA

PhD, FEBU, AteuBuvtrg E.Z.Y. - ETuotnpovikog YrieuBuvog
Oupoloytkng KAwikng, MA.O.N.A. «O Aylog ZaBBac»

AvarAnpwtng Kabnyntrig OupoAoyioag, Mavemothuo
ABnvwv

AlevBuvtng E.2.Y., Oupoloyikr) KAwikn, I.N.A.
«T. TeEvwnuotag»

MaBoAdyog-AowéloAdyog, ErpeAntig A, I.N.A.
«l. Tevwnuotag»

MD, PhD, FEBU, Xetpoupydg OupoAdyog, Av. AleuBuvtng
Oupoloytkng KAwvikig, Nautikd Noookopeio ABnvwv

Oupoloyog, I.N.A. «I. Fevvnuatdg»

KaBnyntrc Oupoloyiag, B Mavemniotnuiaky Oupohoyikn
KAwikn EKNA, T.N.A. «ZlopavOoyAelon»

Emikoupog KaBnyntrg EvEookorikig Kot AQmapooKOTIKAG
Oupoloyiag, Maverotrpio Matpwyv

Erwkouptkdg EmipeAntric, Oupohoyikny KAwikn,
I.N.A. «ImmokpdteLo»

ErpueAntig A" Oupoloyikng KAwikng, E.A.N.M. «Metagd»

MaBoAdyog-Oykohoyog, Akadnpaikog Ynotpodog,
Oepareutikn KAwvikn, EKMA, I.N.A. «AAe€avbpa»

MaBoAoyog-Oykohoyog, I.N.A. «I. Tevwnuatdacy»

MaBoAoyog-Oykohdyog, Emikoupikog EmpeAntic B,
M.I.N. ATTIKOV»

MaBoAoyog- OykoAdyog, Emikouptkog EmueAnTnc,
Oykoloytkr) Movada Oeparmeutikng KAWLIKNG,
I.N.A. «<AAeavpan»

MD, FEBU, FECSM, cPhD, OupoAdyog AvEpoAdyog
KaBnyntrc Oupoloyiag, EKMNA

AvarmAnpwtng Kabnyntrig Oupoloyiog EKMA,

I.N.A. «ZlopOVOYAELO»

MaBoAdyog-OykoAoyog, Kabnyntrig OepameuTtiking-
MaBoloyiag-Oykohoyiag, AteuBuvtrg, B’ Mpomatdeutikn
MaBoAoykr KAwikn, latpikr) ZxoAn, EKMA, M.I.N. «ATTKOv»
Erukouptkdg EmipeAntig, B' Maverotnpakr Oupoloyikn
KAwikn, T.N.A. «ZlopavOoyAelon»

AleuBuvtrig Oupoloyiag, YriebBuvog Oupoduvaptkol
Tunuatog, A" Oupoloykn KAwikn EKMNA

MD, PhD, FEBU, Xelpoupydg OupoAdyog, AleuBuvtng
Oupoloytkng KAwikng, 417 NIMTZ

®outntg latpkng, EKMA

FEBU, Zuvtoviotrg AteuBuvtric Oupoloytkng KAwKnG,
I.N.A. «T. Fevnpotag»
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Namnadnuntpiov Balog

Nanadonoulog MrewpyLog
Nanatowpng ABavactog

NMetpoAékag Avépéag
Nopdupng Opéotng

Mpwrtoyépou BaoiAelog

Panién Avaoctacia-Xplotiva

Zepadetvidng Eppaip
Zkpenétng Kwvotavtivog

ZkpLamnag Kwvotavtivog
Inupomnoulog Eudyyehog

ZtaBoupog MewpyLog

Ztaowonoulog Kwvotavtivog

Ztpafodnpog Kwvotavtivog

®aocouldkng XapdAaurmnog
DAwpdrog Atapavtig

DpaykLadng Euayyelog
®paykoUAnG ApLotodnpog

®DpaykoUAnG Xapdahaumnog

Xelpoupyodg Oupoloyog, I5LwTiko latpeio kat OupoSuvapLko
Epyaotrplo, Aauia

ErupeAntrig A Oupoloyikig KAwikng, F.N.A. «T. Tevwnuotdgy»

Av. KaBnyntrig Oupoloyiag EKMA, B’ MavemiotnLokn
Oupohoytkr) KAwikr, I.N.A. «ZiopavoyAelo»

MD, FEBU, AvarA. AteuBuvtng, B’ Oupoloyikn KAwikn,
Eppikog Ntuvav Hospital Center

ErpeAnting A’ Oupoloyiag, Mpolotapevog OupoAoykou
Tunuatog, . N. Aakwviag, N. Zndptng

Xelpoupyog Oupoloyog, AvarmAnpwtng Kabnyntng latpikig
IxoAn¢ ABnvwy, AteuBuvtrg B Oupoloyikrg KAwLKng
Metropolitan General, Euotnuovikog AleuBuvtng
Androclinic

Tunpa Quotkng latpkig Kot ATtoKOTAoTaoNG,
I.N.A. «T. Tevnuatag»

AtevBuvtng E.L.Y., I.N. AokAnreio BoUAog

Juvtoviotng AteuBuvtrig Oupoloyikrg KAWLKNG,
I.N. Meoonviag

Oupoloyog, AteuBuvtrig Oupoloyikrg KAWLKNG,
I.N. Adptoog

Xepoupyog Oupoloyog, Apxutholapyog (Y1) MN. ea.,
T. A/vtrig Oupoloyikng KAvikrigc NNA

ErupeAntig A, Oupoloyikn) KAwikn, I.N.A. «I. Fevwnuatag»
Oupoloyog, Emkouptkog EmpeAntng B’ I.N. Zndptng

Xepoupyodc Oupoloyog, KaBnyntric Oupoloyiag, latpkn
TxoAn EKNA

AleuBuvtric Oupoloyikng KAwiknc, I.N.A. «Irmokpdtelo»

MD, FEBU, PhD, OupoAodyog, YrieuBuvog Oupoduvaptkou
latpeiou, KAA O\oKTATNG

Xelpoupyog OupoAoyog, Akadnuaikog Yiotpodog A’
Oupoloyikng KAwikng EKMA

AteuBuvtng E.2.Y., Oupoloyiko Tunua, M.N.A.
«I. Tevwnuatag»

MD, MSc, OupoAdyog, I.N.A. «I. Tevwnpatag»
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{2 Lavipharm @ Meditrina %RM
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Opyavwon
lvotitouto Moptakng latpikng & Bloiatpikng Epeuvag

I€ oUVEpYOOiQ pE
v OupoAoyikn KAwikr I.N.A. «I. Tevwnuatdc»

Tonog Sieaywyng

AlyAn Zanneiou

(AtBouoa OAupmia)

Krmog Zammeiov, ABrjva 105 57
TnA.: 210 3369 300

Huepopnvia Sieaywyng
6 2emtepuPpiou 2020

EyypadEg - Motonoinon

H eyypadn kat n mapakoAouBnon tng Huepidag eival Swpedv kal EMITPEMETAL LOVO OF
ETIAYYEALATIEG UYELQC KAL O TIPOTITUXLAKOUG - LETATTUXLAKOUC GOLTNTEC. Ol CUUUETEOVTES
elvat amapaltnto va Bepatwvouy Tty I8LOTNTA TOUC, MTPOoKOUIZovVTag avTioToo ArmodELKTIKO
otolxelo. Baoel tng teAeutaiag eykukiiou tou EOQ, Ba umtdpyeL cUOTNUA KATAPETPNONG TOU
Xpovou mapakolouBnong. Me tn AnEn tng Huepldag Ba Slvetal TMLOTOMOLNTIKO
TiapakoAouBnong oe 6ooUG EXxOUV TaPakoAouBnoeL TOUAAXLOTOV 60% TWV CUVOAKWY WPWV
TOU Tpoypappatog. O aplBuog twv Moplwv Zuvexillopevng latpikng Ekmaideuong (CME-CPD)
1o Ba xopnynBel otov kaBe alvedpo, Ba urtoloylotel BAoeL Tou Xpovou mapakololBnonc.

Mpappateia Zuvedpiou

@ Events & Travel Solutions

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

EA. BeviZéhou 154, 171 22 N. Zuupvn
TnA.: 21098 80 032, ®a&: 210 98 81 303
E mail: ets@otenet.gr ¢ ets@events.gr
Website: www.events.gr

ATayopeUETAL PNTA N AVATIOPAYWYH, AVASNILOCIEUAN, QVTLYPAQr], amodnkeuon, mwAnaon, uetadoon,
Stavour, €kboan, ektéAean, Anyn (download), petappaon, tpomonoinon Ue omoLoveNmoTe TPOTO,
Xwpic TN pnTri TMPonyouuevn Eyypapn ouvaiveon tnG Etawpiag, tou ouvoAou N UEPOUG TOU
nieptexouévou tou lMpoypdupatog. H E.T.S. Events & Travel Solutions emipuldooetatl pntw¢ mavtog
VOUIUOU SIKXLWUATOS TNG Yl TN SlapuAaén Twv SIKAIWUATWY TIVEUUXTIKAG Kot Blounyaviknc
téloktnoiac. Ma avaAutikOtepes mAnpo@opie¢ emiokepVeite T0 TO wWww.events.gr (TOALTIKN
amoppnTou).
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@ Romm@ELIC TOU avKTEPOU AVANIVEUOTIKOT
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F it PharmaSWis _
A — — T Great
ol ANePANOl MAZ [T
—— # TOKINHTPO MAE  [ERLCUSTo 1o
AT.832€ Improving people's lives through our healthcare products
%
g MNa v TEPIANYN TWV XAPAaKTNPICTIKWY Tou TrpoidvTog ameuBuvBeite otnv eraipia.
@] . )
o BonBote va yivouv Ta pappaxa mo aogak kai Avagépere OAEE Tic avemBupnTeg evépyeieg A. MevieAng 53, 152 35 Bpidooia,
g yia OAA 1a gappaka ZupmAnpwvovrag Tnv «KITPINH KAPTA» Trh.: 210 81 08 460, www.bauschhealth.gr
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Aiyhwpibio Tou padiov Ra-223

ENEZIMO AIAYMA
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=9 Bayer

Kdroxoc g adelag kukhogopiag:

Bayer AG, 51368 Leverkusen, Mepuavia
Torkée avinedowrog Tou Katdxou adelag
KukAogopiag omyv EANada: Bayer EANANAG ABEE
Zwpou 18-20, 151 25 Mapouo,

Tomkog aviimpPoawog ToU KaToxou adelag
KukAogopiag armv Kunpo:

Novagem Lid, TnA:00357 22483858

Tunua Ermuompovikic Evnuépwong BonBriare va yivouv Ta gapuaka mo oogaAr Kot
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To XTANDI™ givan eykekpipuévo

\ Xta n d i TOOO YIa TOV PN HETACTATIKO 600

" enzalutamide Kal Yo TOV HETaoTaTtiké CRPC *!

ME METAXTAZEIZ; XQPIZ ME

ZEKINHITE ME XTANDE™

To XTANDI™ mpoopépel aToug aoBeveis oag amodedeypévn mro*r&)\aapufucémx__u uwﬁ CRPC,
ané Thv napouaia 1y Ot HETAOTATEWY, KAl £ival YEVIKA Kahd aveKTo, Lie KaBiEpwHEVO TIPogik

BonBrioTe va yivouv ta @appako nio acpohr kar
AVaQEpETe
OAEX Ti¢ avemBUpnTEC EVEPYEIEC yio OAA TQ HApPAKa
ZupnAnpavovrag v «KITPINH KAPTA»

®APMAKEYTIKO MPOION MATO O0IO AMAITEITAI IATPIKH ZYNTATH

Hotvtopn MXMN tou npoiévrog Snpooiedera ot oekiba 1817 vou napévrog evrimou.

la mepartépw ninpopopies oupfoueuteits Ty MXMN nou SiatiBetar and Ty Astellas Pharmaceuticals AEBE, karémv ammoswc.
Nooakopeinio} Ter (Kouri x 112 pakaxd xapdwa- 40 mg /CAP): €2.261,67

Noookojewks) g (Kout % 112 emxahjyséva pe hemd upévio Sioxia - 40 mq /TAB): €2.261,67

CRPC= avlextikdg atov envouxiops kapkivog Tou mpoardrm
Ta nporpik rav aofeviv eivm nhaopatik xai avianoxpivovtar ata kpiipia éviagic Toug omg pehéve PROSPER xar PREVAIL

References: 1. XTANDI™ NXIN. 2. Hussain M etal. NEJM. 2018; 378: 2465-2474. 3. Beer TM et al. Eur Urol. 2017;71:151-4.

Wastcllas

Astellas Pharmaceuticals A.E. B. E.
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www.astellas.com/gr



MEPIAHWH TQN XAPAKTHPIZTIKQN TOY NMPOIONTOX

1.0NOMAZIATOY GAPMAKEYTIKOY NPOIONTOX
Xtandi-40 mg katpekie, podaxd.

2. TIOIOTIKH KAl NOEOTIKH EYNGEEH: Xtand - 40 mg rajkia, pahak.
KaBe pehansd kepdxio nepiéye 40 mg enzalutamide.
Exboyo e wwom Spdon.

KdBe paokd o nepiy 578 mg ocpBslv

3. OAPMAKOTEXNIKH MOPOH: Kaydxio, pahakd, Aeukd éwe undheuxa,
emrjkn) pahaka kalpdkia (repinou 20 mm x 9 mm), pe Tunwpévo to ENZ" pe
Havpo peNav o pia mheupd.

4.KAINIKEE NAHPOOOPIEX

4.1 Oepamevmiic evbeieic: To Xtandi evbeivutal yio: « ) Beparela Tou pn
petaoTanikod upnhod kivBivou avBEKTIKOU OTOV EUVOUNIOHG KapKivOU Tou
TipooraT) (CRPC) oe eviihikec avbpeg, - Bepantla Tou petacTamikol CRPC ot
evijhikeg vBpe¢ ot onolol elvar aoupmwyaTkol ) fima cupmTTwemikol énema
and anotuyja Ty Bepanelag oTépnong avBpoytvuy Kot GToug amolow 1
XneioBepancia dev evbeikvural cxopa khwikd, « T Bepaneia Tou pETagTaikol
CRPC ot evijhixec avdpeq Tww orolwy r vioog et efehnel katd m digpraiary
eta and Beparteia e viooeTagEhn.

43 Avrevbeiac Ynepevaiofinoia o) Spaomia} ouia 1j o€ kanoio ané Ta
Exboya. [uvaikeq mow eiva A pnopel va pevouy yKUeg,

4,4 BiiwécnposiBomonioa kaimpouhiEeg ke ypion;

Kivbuvoc emhrymkaw kpfoewy: H ypfion g enzalutamide éye ouayetioTel
e eminykéc, Kpioeic (B mapdypago 48). H andgaon yia m ouvéyion
g Bepaneag ce aofevelc nov eupavilouy emiké Kpioeic Tipéna v
NapBaveral ava nepimwon,

Tuvbpouo _omioiag_avaarpéling evkepahondBeiag (Posterior Reversible
Encephalopathy Syndrome-PRES): Exouv avapepBei omdvie; avapopég Tou

aubpdpou oniotiag avaotpéing eykepakondBeing (PRES) oe aobeveic Mivakag

niou hayBavouy Xtandi (Bhéne napdypago 48). To PRES elvar pia omdvia,
avaoTpépn, veupohoyk Skaapay’, 1) onola ymopel va exdhugel e
paybakn  efeNooduna oupTTPATD, O OMAOYN,
kepahahyiag, olyyuone TOEAwONG K GAMWY OTTTIKV KaI VEUPONOYIKAN
diarrapayiw, pe ) yupic oxenopevn unéptacn. H Sicywwon Tou PRES anarel
emPeBatwon e anewovoTiké; e€erdoei Tou eykeqxihou, katd mpotipinon
patyvyTi} Topoypatpla Tou eykepdhou (MRI). Euviordran Siakomt Tou Xtandi oe
aoBevel; nou avammiooouy PRES.

Tauréypown yprion e dhha pappareutikd mpoidvie: H enzalutamide efvar
£vag ioyupoc enapwyias e Kl opel va odnyfioel oe anleia e
QTOTENEOLIATKOTITAL MOANGV EUPEIRS YPrioEw: (POpHAKEUTIKGY TIPOKVIWNY.
LUVETIOXC 10 GVOOKOTINGT) TWV OUYXOPMYOUMEVWY (apy v TipoidvTLN

Xtandi

~ enzalutamide

éye1 Texpnpwbel. H auyyopriynon g enzalutarmide Sev éxa kapla ki Tou puokapdious ki AN o kapbiaw] vboos, oupmeplayBavopivay
onpavTIky €nidpaor) om) papiaxokvik TG evdophéfia viooetabehng.  Tuv akdhouBy mpoTpewa Gpuy Tiou Tapamprfinkay o Toukdyorov bo
Norboo, ev mopel va anoxheioTel o adénon eppdvang oudetepomevia  aoBevels o TUXmOMONEVE EAEYNOHEVES JIE EIKOVIK PhOHAKD HENETEC @AoTC
enayopswng and T vrooetacéhn. Exdoyer To Xtandi nepiéyer ooppdhn 3: ombdyyn, otepaviala vboo, éngpayya Tou pokapdiou, of) Eugpayua
(E420). Or aoBeveic pe oméva knpovopwd mpofiiuata Suoavetiag Tou puokapdiou, ofd orepaviaio divbpopo, aotafic aTRAY, I Tou
om ppoukraln Oev mpénel va Ndpow aUTd To papakeuTkG Mipoidv. - puokapdiou ka1 apmplooKkApUVON CTEpaviaial apmpiag.
Avubpdoag umepeuaioBnoloc: Avnbpdoei; unepevaioBnolaq exdnhivovtar $ MephapBdva Shoug Toug NpoTEvOUC Gpoug He T} M axdtaypas oTa
pe oupTwpara nov nepllapBavouy, akla dev mepiopilovial oe oibrpa 0oTA
npootro, yhooag, yeRous, i phouyya, A efévinpa éyouy napampnget e Mepiypagi emiheypivia avemBipmtav evepyeiiv:
enzalutamide (BAéne napdypagpo4 8, Emhrowafxoion
4.8 AvemBUpINTEC EVEPYEIEG: Ing eheyyopeves khvike pehéreg 13 (04%) and toug 3179 aoBevelg mou
Depngryrou npogih aagdreing Onmhéov ouyvé avemBlprme: evépyeceivor - umohiBkav oe Beparteia e npeprioia G6on) 160mgenzalutamide sppdvoay
eCaoévion/komwon, efigac kandypota, ko unéproor. AN onpaviikéq - emrpr kpion, evtd évag aoBevric (<0,19) mou €haBe ewovixd papjako Kal
avemBOpTEC evepyeieq mepdappvouy oo, vonmik Giatapay ke évo aoBevric (0,3% nou Ehafie fixadourapin eppdvioa emhnmd kplan. H
oubereponevia. Emhni] kplon napovoidaTnie oto 04% twv aofieiv nou - 56on (paiveTal va anoTeh onpaviikd MPoyVWOTIKG TapayovTa Tou kvBivou
€hapav enzalutamide, oo 0,1% Twv aoBeviv riov Ehapay eiovikd gappako - epdviong emhnmmic kplong omwg avikaronpileral and Ta MpokAMKA
kal oo 03% Twv aoBeviv mou EhaPov Pahoutapibn. Exouv avagepBel Sedopéva kar and Ta Sedopéva and pia pehém khpakwang g doang Iug
OTIGVIEG TIEDTTTWOEK, Tou ouvGpdyiou onoBiag avaotpéing ag  eheyyopeves Khvikéc pehéte, efaipeBnkav ol aoBeveic pe mponyoluevn
ot aoBevei nou Ehafav enzalutamide (Bhéne napaypago 44). emhmake) kpion ] je apdyovte KNGvOU yia TV Eppdvion Enyidi
avenid v oE mivaka: O avemBupneg

£vépyereg nounapatmprifnkavKaTd T SiGpkeia KAVIKU HENeTy riopaTiBevTal
TIGPOKATL AVl Kamyopia. QUYVETTTAC Epspdvionc, O keyopiq ougveTTaq
epipaviar opilovian w axoho0Bc:nokd ouyvéc (= 1/10} auyve (2 1/100 &g
< 1/10), &y ouyvec (2 1/1.000 éwe < 1/100), oméwveeg (2 1/10.000 €wg < 1/1000),
oAU ondwieg (< 1/10.000), un ywore (Sev pmopolv va extpnBolv pe faon
Ta SioBéoyia Sedopéva). Eviog ke kamyopiag ouyvdtiag eppdviang, ot

Kpiorg,

Ze o ok, povol okédoug 9785-CL-0403 (UPWARD) yia v aohdymon
G Enfmuwong Ty ETAITKIY Kpioswy o€ aoBevel¢ e mpodiaBeaikolg
TapdyovTeg yia exdijhwon endmkdv kpioewy (and Toug omoloug 16%
ef)av 10TOpiKS ENANITIKAN Kploeww], 8 and 366 (2,2%) aoBevel; nou thaPav
Sepaneia pe enzalutamide eppdvioay i emdi kpion, Héidpeon Sipreia
e Bepaneia frav 9,3 ivec,

Dev efvon ywwoTdg o pryavopos peow Tou omoiou ) enzalutamide pnopei va

avemBupTes evépyetec napatiBevial kard pBivouca oepa coPapdmmag,
ivakag 1: AvemBu i HewioEs Tov 0udG Tuw EMNITTIKN Kplogwy, akhd Ba nopolioe va oYETioTe e

EVEVEIEC

! fand ) | o
KAk Bokipiéc Kat peTa My Kukhogopia Tou pappdkou T Bedopéva and in vitro pehéreg mou Sefyvouy 6min enzalutamide kato evepydg
Katnvopicl : perafiohime i mpoa jropeiva avaatediouy m &p Ty
'mw:gu'u‘opv?“w AvemBUHRTEC EVEpyEieC Kat oTHTa vy K oplou Tou GABA
VTG GUMMVA E OpnTec evEpyeteckal ouRvoTIT RSB NN

ReBR 35 TUjOONUEVES Kk JENTEG ENYIOUEVES e KOV A, 1

npénei va Biekayerar katd my évapén me Sepanelog pe enzalutamide. H
Tautogpown xprion g enzalutamide e pappakevTka mpoidvTa mou elval
evaloBra unootpwyara noNv perapohiiy ev{wy ) HETagpopeic npémel
YEVIkd va amogetyera edv r) Bepameutiat Toug Spdon) eival peyalnc anpaciag
yia Tov aoBevr, Kal &6y O ipodapyioyes T Séang dev pnopolv elkoa va
npaypatonomBoiv fhoer TG mapaxoholBranG G anoTeAecuaTKGTTAC
1} TV OUevTpoEw oto Tidopa. H auyopiman pe Bapgaph kol
avionTka opoidlovTa e kouyiaphv mpéner va anopedyetaL Eav to Xtan-
di ouyyopriyefran pe éva avimniakd mou petapodierar and o CYP2C9
(6, ) Bopgopivn ] coevoroupapohry, mpéne va Sekoyfel enpdoden
napaxohoyBnon g Awvolc Ouahomoinuévng Zxéong (International Nor-
malised Ratio-INR).

Nepur) Suohemoupyia: Amareftal npoooyr) o€ aoBeveic e ooflapr veppik
Suohemoupyia koo r enzalutamide Gev éyer pehemBel oE autd Tov nBuopo
aoBaviv.

Zopapr o) Suchertoupyia: Mia aiénon Tou ypdvou npioeia fur; me
enzalutamide éye mapampnBel o aoBeveic e ooBapr nramk Suchemoupyla,
miove: cuayen{pewn pe Ty auénpén Ketavojn oToug ioTode, H khw)
onpasia QUTC TG napATENGNG MAPAEVE! G, 10T000, avaeveTal
£V TIOPATETALEVD YPOVIKD BIGOTILA Vi VA QTAGOLY 0L OUYKEVTPWOEK, TN
arafkporoinévn KITGTaon Kai 0 YEwX jép va entevyBel 1 pépiom
pappaxohoyi) Gpdon kau kat ot ypovol yia T Evapln Kai ko TG
evCupIkry; enaywyr; pnopel enjong va cauénooy.

[p6ogeom kapSiayyeiai) wooc Fric pehéTec pdon 3 anokheloav aoBevelg
e ipdopaTo Eppaypa Tou Huokapbiou (katd Toug Tekeuraioug 6 piveg)
nmumMBammWreJ\muhuﬁ pivec), kapiavs} avendpkea
warmnyyoplag 1§ IV ko New York Heart Assodiation (NYHA) exeog av o khdojia
efibnon apiotepric kothia (Left Ventricular Ejection Fraction-LVEF) 2 45%
PBpabukapdia i avetéheym unépraon. Autd mpéne va hapavera umayn av
o Xtandi ouviayoypaweiial o auTalg Toug aoBevels,
H gl 0 a 0 Iva elvel To fid

Le aoBeveic e 1Topikd fj imapn napaydviwy kivGivou yia napdraon Tou

Aiarapayéq Tou 1oyaupxr) kapiakr) voog epgauaTnike oo 2,5% Twv aoBevin Tiou Ehafav
QUOTIONTIKO( Kal ToU Bﬁ mk;ﬂmﬂ el enzalutarnide ka1 ADT ouykpmikd pie 1,3% Twv aoBewiv nou Ehafav exovikd
Aepitpikot quoTijaTog L i péppako Kal ADT.
y = . A y avenii wv: H avapopa
Aiarapayéc tou Mn ywworéc: oidnpanpoownou, oibnpa M&Mﬂ!ﬂw—m
: nifiavoloyodpienay QvEMBUUTILY EVEPYEN PET and T yoprynon GBeac
avogonoinTkad cuaTiateg yAdooag, oibnpaxeiloug, oifnpa pdpuyya KUKADOPIGE ToU QpHEHELTINOS MpOBVIOG Sk anpenic, ENpérnes T
5 Tupvec:ayoq ouvey) napakohovBinon e ayéang ogédouc-kviivou Tou (appaKeUTIKY
R £ Oyt ouyvéc ommi pevbaiobiion Tipoidvtog, Znetan amd Toug enayyehyariec roum;gnmcwaavq.umk
Tupvicmpeacpin i, apola, TepiBalng va avagépowv omoreabiinote mBavohoyoUpEvES avemBUNTEC
Sianapay oy npoocy, civdpouo i
. by ENdS: EBvkoC Opyemaapog Goppiikan, Meooysiuw 264, GRr 15562 Xohapyog,
AT ENIOD | e gt oot ABivo, Tk + 30 21 320403807337, (a:-+ 30 21 06549585, laoonoc hitpi/
SUTTIHATEE R ol ‘
M WGIOTEC : 0UV8poLD OTiOBIE Kimpoc: Qappakeuikéc Ympeolee, Ynoupyelo Yyeiog, CY-1475 Aeukwaia, Dak:
avaoTpEpING sYKEpahomaBeiag (PRES +357 22608649, lotdtonog www.moh.gov.cy/phs
7. KATOXOZL THE AAEIAL KYKAOQOPIAL:
Zuyvec; ioxaik] kapSiakr] vooog! Astellas Pharma Europe B, Syhiusweq 62, 2333 BE Leiden, ON\avdic.
Kapbiarég bianapayec Mn ywwatéc’ napdraon tou Saotipatog 8, APIOMOE(O) AAEIAT KYKAQOOPIAE: EU/1/13/846/001
ar 9. HMEPOMHNIA MPOTHE ETKPIEHI/ANANEQIHE THE AAEIAZL:
2 Hyepoynvia mpurmy; éykpiong 21 lowviou 2013, Hyepopnvia Teheutaiag
Anissoece e I (e daled i avovésiong8 Ocpotapiou 2018
Darapayéq Tou o 10.HMEPOMHNIA ANAGEQPHEHE TOY KEIMENOY: 23 Oxtwfplou 2018
e Tl Mn yvewotec: vaurio, éietog, idppoia
Manapayéc roubépparog  uyvc: Enpodepyia, kvopdg AermoLepeic NPOQOpIEC 0. T0 IOV (OpHaKELTIKG Tpoity eivol GioBéolpe
vaTouumoBGpoVITTal Mot eEdvenua arov SikTuaxd Téno Tou Eupwmaikot Opyaviopol Oappidkwv: htpswww.
Mavapayég Tou Mo guyvec: karayparat e
m;"m mﬂm‘:’“‘mwﬁma OAPMAKEYTIKO TIPOION ATO OMOI0 AMAITEITA IATPIKH EYNTATH
AunapayécTou Nepiextkdtma  MéyeBog ouokeuaviag NogokapeaKr T
il et e WmgCAP KourixT12pahaxd €226167
OUCTIATOS Kail TOU pagTod el Y e
Tevikec Sarapaygc kat
mmmt’xmgtnqoéou Mohd auveg:efaviAnan, kemuon BonfrioTe va yivouv Ta pappaxa nio aopal kai
e OAEE 1ic aveniBu mzA‘E"\:?épflf i OAA 10 pdppaka
Kaxboerg SAnmpidoeic zﬁpn)mpmﬂmngcmﬂvfm NH KAPTA
xen emihoxéc Bepaneutikdy  Eupvec mion
Yeipiopdy

Biagmripatoc QT kai o€ aofevei( 1iou MayPavowy TAUTGHPOVA QAPUOKEUTIKE + p avagopicand o ety kukhogopla Tou gapidkoy
npoiﬁwunoun&xz'mmmplmﬁwwmﬁléﬂm!nQ'i’.ul&ap@wtswmpo{ ¥ m%wﬁ mmmpﬁ; Tsxm‘]wm MedDRA (SMQs)
Tipéner va agohoyolv 1o 1wo{Vyio opéhouckivivou oupmepihayBavopivng <ENOGGV» GUMEPMLPAVOEAN TLV OTAGULY, GTIOCGN YEVIKEIE,
g mavdmTag ya eyigtvion koliarc Tayukapiog Sk pmbiou (Torsade  emniag. aivBeruw eoTioKi ETAYITKGN KpIOEY, EGTICKGN ST
de pointes) mpw v évap Tou Ytandi ) Kplogww kan stahus epllepticus. AUTO MepUPAVEL CMAVEC TEQUTIGE,
Kprion e yrpeoBepaneia: H opdlea kal MOTKOTITIA. TG ey Kploeww e EITAOKEC Tiou 0Bryoty o Béato.

Tadypovr, xpriong Tou Xtand e kurrapotoiie ynpeioBepanela S6V o ooy and unonoin v eptiyaa MedDRA (SMQS) Epopaypa

)astel_las

Astellas Pharmaceuticals A.E. B. E.
Aynokdou 6-8, 151 23 Mapotoy, ABriva.Tn. 210 8189 900, Fax: 216 8008 998
www.astellas comigr



MEPIAHYH TQN XAPAKTHPIZTIKQN TOY MPOIONTOX

1.0NOMAZIATOY GAPMAKEYTIKOY NIPOIONTOX

Xtandi-40 mg emkaluppva pe hemo upévio Siokla

Xtandi- 80 mg emkahuppéva e Aemeo upvio Giokia

2.MOIOTIKH KAIMOZOTIKH ZYNOELH

Xtandi-40 mg emkahupgva e hermd upivio Sioxla

KdiBe emxahupyévo pe Aemro upévio Siokio nepiéye 40 mg enzalutamide.

Xtandi - 80 mg emkahuyva e hemd upvio Siokia
Kabe emxadupyévo pe Aero upévio Siakio nepiéye 80 mg enzalutamide

Xtand| ouvtayoyparpeital o€ autodc Toug aoBevelc,
H €0 U anokheigliol iva Ve Tod
I aoBevelc e woTopid f) Umapén napayoviwy kvSivou yia mapdTaon Tou
Siaoniparog QT ket o¢ aofievels mou MapBAvouy TAUTORPOVE (PAPLIAKEUTIKA
TipoidvTamou evbéyeraiva naparevouy To Sidomya QT, ol BepanovTes yatpol
mpéntt va afohoyoiv 1o 10o{iyo opehoug kivdivou oupmepiiapBavopivng
¢ mBavoTrag yia epavion kothakrig tayuxapSiag Sikn pmdlou (Tarsadede

Kaathoyoc exboyuv:

Muprivac Biokiou: YipapehTn ofukn) nhextpie) jakpokpuoTakhii] KuTTopivy, - Xpovne
kohhoaidéc awbpo ofgidio Tou muprriou, kappeNdln vatpiodyog Siaataupod-
Jevr), ayvrioio OTEQTIkD

Emicahugn Siokiou:Ypopehhalr, tahing nohuaiBukevoyhusdhn (8000), travi-
ou Sio€gidio [E171), dripov ofidio kitpiva E172

3. OAPMAKOTEXNIKH MOPOH

Emahuppiévo pe herreé upévio Siokdo.

Xtandi-40mg mmhuppzvumlsrrrc upiévio iokia

Kitpvarotpoyyud - emwauppéva e A pévio Bioxia, yapaypévapieToE40.
und\ mMmMgsmugm&mm

Kirpiva ofch - emkaupyéva e Aemo upévio Stokia, Yapaypiéva e 1o E80.

4. KAINIKEE TAHPOOOPIEE

4.1 @epaneumikég evieifeig

ToXtandi eveikwar yia:

+Tr) Bepanzia Tou pn HETaoTaTikod LPnhod KivG ivou avBEKTIKOU oTOV ELVOUY-
o6 kapkivou Tou npoota (CRPC) o evijhikeg dvbpec,

+ ) Bepanein Tou peraorankod CRPC oe evihixeg avpeg ot oroiol elva aou-
wmaparol fj fima oupmwyankol énera and anotuyia T Bepaneiag
aTEpRon; audpoyiMa Kat aTous amolous 1 yHeBepania Sev evdelkwuar
aKopa KiK.

+Tn) Bepaneia Tou petacTamko CRPC ot ewihikeg dvdpec Tuv anolwv n vdoog
yertehiyBel kv T Gidpiela f etd oo Bepaneia e viooeTatén,

43 Avtevbeifac: Ynepeuaodnoia om Spacik) ovola  o¢ kimoio ané Ta

ExBoya. Tuvaikeq Tou eivai  Hmopei va JEvouY EyKUEC,

4.4 Exbucéc npoeibomoiroeic kaimpoipulageic katd m yprion

Kivbuvoc emnyrakiw kpioewv: H yprion i enzalutamide éye ouoygnote e

EMAITIKEC Kploe (B napdypago 48), H andeacn yia m ouvéyian e Bepa-

nelag ot aoBevelc nou sppavifour emhnyixes kploeig pémel va MapPavera
avmepimwon.

Zivbpoyo_oniothac avaotpéyyng eykepolondbeia; (Posterior Reversible

Encephalopathy Syndrome-PRES): Exouv avagpepei ondviq avagopég Tou
auwdpbpou onioBiag avaatpéyin eyxepakondbeias (PRES) oe aobeveic mou

AayBavouy Xtandi (Bhéne mapdypapo 4.8). ToPRES evai pia ondvia, avaotpé

in, veupohayikr) Siatapayr,  orioia mopel va exSnhubel pe paydala efehiood-

eva oupaate, ouynepikayfavopévi aapy; kegalalyiag, obyuon
Mmmﬂwommmmmmwﬁawuxwpmwlcm

{6pevn umépraon, H Sidywaon Tou PRES i em ek

eferdoeC Tou eykepalou, kad npotinon uuwnmmnwumama

Aou (MRI). Zuviodran Siaxon tou Xtandi e aoBeveic mou avarmuooouy PRES.

TaurGypown yprion e ahha popuaxeunkd mpoiovia: Henzalutamide siva évag
1o}updx enaywyéag ev{ipwy ki pmopei va ofnyrioe o anwheia mg anotehe:

OpaTKATITTAG TGV EUPEIDG YPFCEWS (PAPHAKEUTIKIN TpOIGVTWY, Tuveni

o aVaoKSTINGT) TWV OUYXOPNYCULEVLV (POPHAKEVTIKY TIpOKVTIWY TpEEL

var Biskyeran kend my evapén e Bepamelag pe enzalutamide. H Tautdypo-

W) yprion e enzalutamide pe pappaxeuTik npoidvia Tou elval evalofina

unoaTp@pata MoV petapolikiv ev(ipwy r PETQOpEL; MpEme YEd Wt

anogevyetal e 1) Bepaneutixr Touk Spdon eivar ey onpacia ya Tov
aoBev), ka v ot mpoogppoyéc g Bdang Sev pmopoly ebkoha va mpay-
paroroinBolv oei TG napaxoholinong e anoteleopankdTAS A WV

OUPKEVIpUIOEWN 00 TGO, H auyyopriynan 1e Bappapiv Kal aviimiTike

opoialovia e Koupaphvn mpénel va amogelyenal Edv To Xiandi ouyyopnyetar

e éva avromnnikg mou petapoherat and To CYP2CY (6mu ) Pappapim

00EVKOUapAN) péne va ieéayBel enmpdofem napakohodeinan g Aie

ol Opadonomnpévng Zytong dRatio-INR).

Neppua) Suohemoupyia: Anarteital npocoyr o€ aoBeveic pe coPapr) veppiky

Suokemoupyia kabtu n enzalutamide Sev éyel pehenBe ot autd Tov ihnBuopé

aoBeviv.

Zopapr ek Sucherroupyia: Mia avgnon Tou xpdvou niceiac {wi TG
enzalutamide éye1 naparnpnBel oz acBevelc pe cofiapr, nmami] Suakemoup-
yia, mBovel ouogen(oyiewn e IV auénjiswn katavoy) otoug iotolk, H kv
Onjieoia auTric TC MapaTrpnang Napapével dyvuo). (1aTooo, avapiveral
£va MGPATETOYEVD XOUKD BIATT Yo va TA00UY Of CUYKEVIPAOEIC 0T
oTadk oMoV KITGOTacT) ka0 Xpovad pépi va eniteuyBed  pévio) pap-
HakoNaykr) Gpdon kafkix kal ot Ypovol yia Tr évapén ka ek T evupirc
Enaywyric jmopei niong va augrBot:

Tpbogam kapiayysiak véaoc I1i; HENETES (hory; 3 anokheiomrav aobe-
vﬂ:pﬁnpdmpﬁméwrwmump&bu[ﬁm&mucmmubucﬁmm
1) aovah} omBayyn (kard Toug Teheutaioug 3 prvec), kapdiakdy

pointes) piv rv évap€n Tou Xtandi.
Xprion e ynpeoBepaneio: H aoqdhaa Kkai ) anoTekegpianKGTIIa TG TAUTG-
Xpovng Kprong Tou Xtand! jie kurraporoiie] ynpetoBepania Bev £xe Texpn-
puubel. H ouyyopriynon g enzalutamide Gev éyer kapia khvikd onpavTi
enibpaon o) gappiakokvk T evboghéiag viodetatehng wotédo, dev
Hnopeiva anokheaTe paaidnon eppdvion ouberepaneviag enaydevrc and
myviooaahy
Avmbpaaag unepevatofinoiag Avnbpdoe; unepevaioBnoiag exbhivovtar e
oupmmopaa miow nepiayBavouy, akk Gev nepiopilovial oifinua npootmoy,
Yhuooa, yeout | pdpuyya, i e&dvenuayow mapamnpnfel pe enzalutamide
(BAéne napiypago 48).
4.8 AvemBUpnTeG evépyeieg
Tepitingn Tou Tpogih aogaheiag O mhéov ouyvec avemeipTee evépyeie ek
vau EgoBeryitmaon, e£4pei Ky, at uriptoon, AN o
avemBupnTec evépyeieq nepiapfidvouy o), vorrikr Satapay, ka ouBeTe-
pomevi, Emdyid kpion TapauoiGaTE om0, % Ty aoBevtviou hofay
enzalutamide, oo 0,1% Twv aofiewiv nou éhaBav exovik @apjaxo, kal oTo
0,3% Twv ooeviv Tiou Ehafav Pradoutayitn. Exouv avagepBel ondvieg nept-
TwoeK Tou ouvipdpou oniofag avaotpéying eykepadondbeiag oc aobeveic
Tiou éhapav enzalutamide (BAéne napaypaga 44).
Kadhoyog avemBuinTuv evepyery o poper mivaka: Or avemBOpnTeg evép-
Yeteg mou napamprBnkav katd T Sidprea KNVIKOY pENETUY mpar&wm

Xtandi

enzalutamide

N

0 afiohoyryBrike amd Turomounéva epwiyiata MedORA (SMQs) «Eyigpay-

: juoTou puokapSlous kot eANn oy kopbioid} wboos, oumepiapBavopivay

1in

Tuw aHGNOUB TIDOTJLAJEVY OpUY T TRpaTTKay CE dio
aobevelq O TUYCHOMOINEVEC ENEYYOEVEL P EIRoVIKD QAPHaKD PENETES pdare 3:
oy, otepaviola wbao, éigpaya Tou uokapbiou, ofd yxppayua Tou puo-
apGiou o€ oregavaio cirpopo, aotaic oy, 1ajaipia Tou puoxapSiou
Kl apip0Kpuvon) otepavaiat apTrpla o

# NMepthayBiver Shoug Tou npoTiEVOLS Bpoug e T M akiaypar ata
oot

Emdrcipton

I eheyydpeves Kk peNETe 13 (0,4%) and Toug 3179 aoBievelc nou uno-
PAriBrkav oe Bepanela pe npepriona Soon 160 mgenzalutamide gpavoay em-
ke kpian, v évag acBevry; (0,1%) mou éhaBe eixovikd Gappako katdvag
aoBevric 0.3%] mou Ehae Puahoutapibn epigpdvioay endrymid) Kpion, Hoan
(paivetal va anoTekel oTaVIIKG MPOYVWOTIKG TIapdyovTa Tou knbivou epd-
viong emmiaic kplong, 6muc avmkoronpileral and Ta mpokhvika Sedopéva
Kol ano Ta Gebopéva amd pia pekEm Khgidkwang g Goone, Inc eheyyopEveg
i EhErec, eEaipeBingcnv ol ooBeveic e miponyode emdnm Kpion f
HE RapAYOVTEC KIVGIVOU Y1 T Epipdvion emryTTIC Kplanc

Ze pia Sowapr povod oxhoug, 9785-CL-0403 (UPWARD) yia v ajordynon
MG ENiTRONG Twv ENATTTIKEY Kpioewy ot aoBevel pe mpodinBeaikols na-
pyovTe yia exdijhwon emhnTkGY Kpioew (and Toug omoioug 16% ehav
1oTopikd EmAnmikeiv kplogw), 8 and 366 (2.2%) aoBeveic mow E\aav Bepa-
eia e enzalutamide eppavicay a emnyriua) kpion. H Gidyieon Sidpxeia mg
Bepanciog v e

A elval ywoTds 0 InyaMopdc pEaw Tou anoioy 1) enzalutamide pmopei va
JEWHOEI TV 0USG T EmATTIKUN Kpioewy, akha Ba pmopolioe va ayeTioTe pe
T edopéva and in vitro pehéteg nou delyvouv om ry enzalutamide kai o evepyoc

TIGPOKATLY GV KTmyopka GUVGTITIOG Epdvone. Or komyopisc ouywamy
pepévian opifovral we akoholBue ok auyvég smo},auxvéckmmm
< 1/10), 63 ouyvéc (< 1/1.000 &g < 1/100), anded (< 1/10.000 éuw < 1/1.000),
ok ondvieg (< 1/10.000), jn yvworég (Gev pmopodv va excrpnBodv e Béon ta
Binbeowa SeSopeva). Evidg kaBe kamyopiag ouyvaTITIac Eppavian, of aven-
Buynrec evépyetec mapaiBevial kand pBivouoa oeipd ooapdTag

Mivakag 1: AvemBojnTes evépyees ov avayvuwpioTrKav o EAeyKGpeves

Khovucc Gorpéc kan evd T Kukhoopia Tou pappdkou

Kenyopia/opyaviko
ouaTa. wﬂpﬁw peto | AvemBUpnTeg evépyeies xal ougvoTITTa

Al o Oxiouxvéc Aeukomevia, ouSeTeponevia
kol 5
Shomla i oo
Drapayég Tou Mn yvwaréc: oibnpanpoatimou, oifnua
QVOOONOITIKOU CUCTHcrTog vhuoou;dénuuxﬁ.\cmu&wqaupww
UYVEG Byy0g
Wuyatpikeg Siatapayéc Dmumcmﬁ Sealkfon
Iwcmwahm EMpEATET VT,
mmpaxnmnwwxﬂ
m‘”‘"""m CVOr TN itapgf, EMATTTEG
Min yWioTéc ot omiofhag
avaoTpéping eykepatondfeng
uxvtclquum kapbiaxi) voooc!
KapBiaxéc Sarapayég
(Hmﬁ\pﬁmuumm
Ayyelaxsc Siatapaye Mok ouyvéc: fanpeic unépraon
A Tou .
) Moo, o, Sppo
Tou Sépyatogkal  Zugvéc i 0
ot ot i
Buatopayéc rou Iohd ougvéc:kardyyiata*
UOOKEN Mn yvwaréc: iikol i
"mmua%m pﬂ:ﬁuﬁuﬂﬂwﬁm et
AiopayécTou
QVanapayuKod ZURVEG YIVaIKOHOOTIG
QUOTITEG Kol Tou HaaTol
Tevikgq Siamapaygc kal
KaTaoTageIC TG nbol okl ougvec; eéavinan, kimwen
Yopiynong
Kooz,

Kol ENTAOKEG Btpurrwrﬁw Tugvéc muon

YEIPIOpIV

* AuBoppnTeg avagopéq and T eynetpia petd T kukhogopia Tou gappdkoy
¥ Omu afohoyrifike ané Tunonoingéva epumiuata MedDRA (SMQs) Twv

kamnyopiag qudNewYoﬂ(HeartAssmanon(NYHA}emcuvaMwu
ebiBinong apiaepric koag (Left Ventricular Ejection Fraction-LVEF) = 45%, pa-
Gukapdia rj n e\eyyGyevn unépraon. Autd npéne va AapBaveraruméyn av o

Py e THD PUBAVOUEVWY TV OTIAOEN, GTIGDYLIN YEVIKEUMETC Emt-
Mrypiag, civBETuv KV EMATTTIRY Kpioew, EoTIaKUY ETTTTTIKG Kpioe-
wv ko status epilepticus, AU mEpNGPAVE OTIAVIES MEPITTUIOEIC EMANTITIKY
Kploewy e emmAokeg mow odnyodv ok Bavaro,

Bkt mimpood ke pmopetva avaoTeowy T SpaoTroTia Twy
Stk 1ovTu yhwplou Tou GABA.
oo kepbia oo
I HEVEG KAVIKEG. JENETEC ENEYXOUEVEC e EIKOVIKG (ppIaKo, 1
YK} kapiakr) VEoog epavioTnie 1o 2,5% Twv aoBeviv mou Ehafiav
enzalutamide ka1 ADT auykprmké pe 1,3% TwvaoBevin nou Ehafav exovike
pdppaxo katADT.
Avapopd mBavaoyolueoy avEBUUMIY EVERVEIN
H avagpopd mbavohoyoUpevuy avemBUNTLY svepyeRv perd and T yoprt
ynan adeia kukhogopiag Tou GapyOKEUTIKOU TPOIGVTOC elval aMpiavTIK,.
Enmpémel ) cuveyr) napakohoUBnen g axéong opEhouckivdivou Tou pap-
HakeTKOD IpIGVIO, ZNTEfTal ano TouC enayyeTs uyeiag va avapépouv
onoiod S)OYOUEVES VETTEITEC EVEYEIEC HEOUE
EN\aba, Mwmuﬁ.mw Mmuvmwl&% GR-15562 Xohapyoc,
ABrva, Trik: + 30 21 32040380/337, Dak; + 30 21 06549585, lowaromog; hitp://
www.eofgr
Kimpog, QappiakeuTies Yrnpenieg, Youpyeio Yyelag CY-1475 Aeukwoia, Dak:
+357 22608649, lavétomog www.moh.gov.cy/phs
7. KATOXOZ THE AAEIAT KYKAOQOPIAZ
Astellas Pharma Europe BV, Sylviusweg 62, 2333 BE Leiden, OMavdia
8. APIOMOZ(Ol) AAEIAZ KYKNOQOPIAL
EU/1/13/846/002 (40 ma emiahuppiva pe Nem upévio Sioxia)
EU/1/13/846/003 (80 mg emwalupipéva e Aermo upévio Siokia)

9, HMEPOMHNIA MPOTHI ETKPIEHE/ANANEQEHE THE AAEIAT

Huepopnvianpumg eykpiong: 21 louviow 2013
Hyepopnyin Teheutaiag avavwong
10. HMEPOMHNIA ANAGEQPHIHE TOY KEIMENOY: 23 Oxtwpplou 2018

Aenmopiepeic Minpogopieq yia To TIapdv pappakeuTIkO Tpoidv elval BiaBéoieg
otov Siktuakd Tamo Tou Eupluraikol Opyaviopcd Qapyiakwy: httpy/www,
eMa.europa.cu.

DAPMAKEYTIKO MPOION A TO OMOIO AMAITEITAIIATPIKH LYNTATH

MéyeBo i Noaokop
Kwri X 112 smmhu;?;évu €226167

NepiexTicdmra Al

40mo/TAB

BenBriate va yivouv To pdppiaka mo aapaki ka
R

OAEL b Evenveie: OAA i
Tig AVEMIBURNTES EVEPYEIEC IO 1a L]
( PRTEC EVEDYH INH KAPT pRa

TupninpavoviagTny «K|

,astellas

Astellas Pharmaceuticals A.E. B.E.
Aynathdou 6-8, 151 23 Mapooi, ABrjva.Trh. 210 8189 900, Fax: 216 B00B 998
www.astellas.com/gr
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29 Arvekape 11,25mg

triptorelin

BonBrote va yivouv ta ddappoka mo acdolrn Kot
AvadEépete
OAEE 11 averuBUpNTEG EVEPYELEG yio
OAA ta pappaxa
ZuprmAnpavovrag tnv «KITPINH KAPTA»



IYNTATOrPA®IKEE MAHPO®OPIEX TOY MPOIONTOX

Arvekap 11,25 mg ®. 1. ONOMAZIA TOY ®APMAKEYTIKOY NMPOIONTOX: Arvekap 11,25 mg. 2. MOIOTIKH KAI NOZOTIKH IYN@EIH: Triptorelin 11,25 mg ava piahibio.
MNa Tov mhpn katdhoyo Twy exdoywy BAéne mapaypago 6.1. 3. PAPMAKOTEXNIKH MOP®H: Kovig kat SiahiTtng yia evéotpo evawwpnpa (EM i YA). 4. KAINIKEE
MAHPO®OPIEX: 4.1 Oepanevtineg Evbeifeis: - Kapkivog Tou mpootdtn: Oepaneia Tou TomiKA MPOXWPNKEVOL Kapkivou Tou TPooTdTn, we povoBepaneia i)
OUYXOPNYOUREVN Kal EMIKOUPLKI OTNV aKkTIvoBepaneia. Bepaneia Tou PETAOTATIKOU KAPKIvOu Tou mMpooTdtn. - Evbopntpiwon: MevwnTiki Kal eEwyevwnTIKA
evbopnTpiwon (atdbio V). - Ivopuwpata piTpag: Oepaneia Twy wopLwWHATWY PRTPag. - Mpwipn (BN: Mpo TNg nAtkiag Twv 8 eTwy oTa KopiTola kat Twy 10 eTwY
ota ayopta. 4.2 Aosohoyia Kat Tpdmog xopiynang: - Kapkivog Tov npootdtn: Mia evbopuik f unobdpia évean Tov Arvekap 11,25 mg kaBe Tpelg priveg. Aldpketa
¢ Bepanelag: PAENe map. 5.1. Ze agbevei¢ pe avBeKTIkO GTOV EUVOUXIOHO PETAOTATIKO KAPKIVO TOU MPOOTATN i XELPOLPYLKA EUVOUYLOpEvOL aoBeveic ol omolot
AapBavovy aywviati) GnRH, 6nwe 1 triptorelin, kau eivar emhégupot yia Bepaneia pe abiraterone acetate, évav avaotohéa Te BloobvBeong Twv avbpoyovwy, i pe
enzalutamide, évav avaotohéa Tng Aettoupyiag Tou avbpoyovikol uroboxea, n Bepaneia pe GNRH npénet va ouvexioTel. - Evbopntpiwon: Mia evBopuikn éveon Tou
Arvekap 11,25 mg kaBe Tpeig pveg. H Bepaneia mpénel va apxiZet Tig MPWTEC MEVIE NUEPES TOU katapfviov kokAou. Aldpketa Tne Bepaneiag evbopntpiwong:
autr efaptdtal and Tnv apxiki Baputnta Tng evbounTpiwong kai Tig akAayEq o mapatnpolvTal aTnv KAWIKA ElkGva (AEITOUPYIKEG KOl QVATOMIKES) KATA T
Bidpketa tng Bepaneiag. Mevikd, ouviotaral n evbopnTpiwon va Bepanevetal yia Sridotnpa 3 prviov kat povov av anobeiyBei otoug 3 priveg ot n Bepaneia anéduwoe
pmiopei va cuvexioBel To avitepo pexpt b prives. Aev TpEmel va xopnyeital Sedtepn celpd 8epameiag pe auTd TO PAPHOKEUTIKO mpoiov i GAAo avdhoyo
yovadopehivnc. - Ivopuwpara: Mia evbopuiki evean tou Arvekap 11,25mg kabe Tpeig prived. H 8epaneia npénel va ap)ifel TI MPWTES MEVTE NPEPES TOU KATAYAVIOU
KkOKkhov. evikd, ouvioTdrat Ta wopuwpata va Bepanedovrat yia didotnpa 3 prvwy kat povov av anodetyBel atoug 3 priveg otL n Bepanela anédwoe propei va
ouveyo8el To avwTepo PEXPL 6 prveC. - Mpwipn (Bn: H Bepaneia nawduwy pe triptorelin mpénet va Bploketat urd Tnv oAk emtipnon naboevbokpivokoyou i
nabiarpou f evdakpivehdyou pe epmelpia ot Bepaneia KEvIpikig mpwipng APng. Aosohoyia: Mia evbopuikn éveon triptorelin kale 3 prve. Ma Aentopepeis
odnyieg o1n peBodo xoprynong, PAEne napdypagpo 6.6 “0dnyieg xpriong / xeipopov”. To Arvekap 11,25 mg dev npénet va evietar evboayyetakd. H unodopia
Xopnynon bev Exet peAetndel oe yuvaikeq kai nadid. 4.3 Avrevbeieis: -Ynepevawlnoia otn GnRH, ta avahoyd g f o€ onotodinote dAho ouoTatikd Tou
g;apudxou (BAene napdypago 4.8 AveruBipnTeq evepyeteq). -epiobog konong kat yahouyias: Mpiv Ty Evapén Tng aywyng npenel va emBefatvetal 6Ti n acBevig

v elval Eykuog. 4.4 Ewdikeg npoetbomownoeig kat mpopuhageis kara ) Xpon: H xprion aywviotwv GnRH propei va npokahEcel peiwon NG 00TIKAG MUKVOTNTAC.
Itoug avbpeg, undpyouv bebopeva OTi N yprion evog dipwaopovikol o8 ouvbuaopo Pe vav aywviotr) GnRH priopei va eEAATTWOEL TNV AMWAELR OOTIKAC TUKVATNTAS.
Xpewd{etar wbaitepn mpoooyn oe acbevelq pe emmpooBeToug mapdyovteg Kvbivou oateomdpwang (m.y. )(pévm kataypnon akkood, kAnviopa, pakpoypovn
Bepaneia pe Gappaka mov EAQTTWVOLY TNV OGTLKI MUKVOTNTA, TLY. QVTIEMANTTIKA fj KOPTIKOELDN), OIKOYEVELQKO IOTOPIKG OCTEOMOPWONG, unoamapéqv. Mpénetva
enipepatwvetar 0T n acBeviig dev eival €ykuog mpw Tg ouvtayoypagnon tne triptorelin. Indvia, n Bepaneia pe aywviotéq GnRH pmopel va anokahoyet Ty
napoucia nponyoupévwe abtayvwotou yovadotrpdpou abevipatog g udpuong. Autol oL acBevels pnopei va napouciadgovy unopuotakr anonAngia n onoia
xapaktnpiZetat ano §agvikn kepaahyia, Epeto, npoPAipata opaocng kat opBakponinyia. Ynapyet avnpevog kivbuvog Eppavions kataBAwng (n orola propei va
eival soPapr) o€ aoBeveic nov unoBarhovrat o Bepaneia pe GnRH avakoya, onwe n triptorelin. Eav eppaviotoby gupntwpata oL aoBeveic TpENEL va EvpepwvovTal
5edvTwg kal va avTipeTwniZovral katdAAnAa. AoBeveic pe blayvwopévn kataBAwyn nipénet va apakohovBodvTal oTeva katd T budpketa e Bepaneiag. PUBpLan
TN¢ avriuneptacikic Bepanciag pnopei va anateitat oe acBeveic ol onoiot AapBavouy TéTola aywyr. Anaiteital pocoyn pe TV evbopuikn Eveor) oe agBeveiq
mou Aappdvouv Bepaneia pe avTimnkTikd, Adyw tou miBavol kivbivou apatwpdtwy aTo anueio Tng Eveong. Kapkivog Tov mpootdrn: Apyikd, n triptorelin, dnwg kat
dAAot aywvioTég GnRH, npokaAel pia napodiki ab€non Twyv emnédwy Tne TeaToaTEpOVNC oTOV 0po. (¢ OLVEMELD, KATA Tig MpwTEG eRBopabeg Tne Bepanelag,
pnopel va EppavioTolY MEPLOTAGLAKA PEUOVWHEVEC TIEPINTWOELS TApodikng embeivwong Twy CUNNTWHATWY TOU Kapkivou Tov MPeoTATN. Katd Tnv ap)iki pdan
g Bepaneiag, npénet va e§eTacTel N MpooBETN Xoprynon evag katahAnhov avii-avbpoyovou, WOTE va avTIPPOTIOTEL N ApXLKT) alENON TwY ETUNESWY TETTOGTEPOVAG
OTOV 0pO KL N EMUBEIVWON TWY KAIVIKWY SUPTTWHATWY. Mikpdg apiBpdg aoBeviv propel va napovoidoet napodiki embEIVWON TWY CUPRTWHATWY TOL Kapkivou
TOU TipOOTATH (étupun TOU OYKOU) Kal MpoowpLvr abgnon Tov MOvou Tov OXETITETaL PE TOV KAPKIvO TOU TPOOTATA (PETAOTATIKOG MOVOC), 0 onolog propei va
QVTIPETWIOTEL oupmTwpatikd, Onwe kat pe alhoug aywviotég GnRH, éxouv mapatnpnel peEpovVWYPEVES MEPINMTWOELS oupnieong Tov vwTiaiou puehol R
anoppang Tne oupriBpag. Av eppavioTel oupTieon vwTiaiou puehod fj EKMTWAN TG VEQPIKAC AELToupyiag, Tipemet va xopnynBei n ouviibng Bepaneia yia auTeg Tig
EMMAOKEG Kal OF QKPaiEC MEPIMTWOELS va e§ETaOTEL N mEpiMTWOn AUEONC opXEKTOHAG (XELPOLPYIKOG EVvOLXIONOS). Kata Tn Sidpkeia Twy TpwTwy epbopdbuy
Bepaneiag evbeikvutal mpocexTiki) mapakohovBnon, biaitepa o8 aoBeveic pe omovBUMKES PeTAOTACEIS kal OE aoBeveic pe anogpatn Twy oupopdpwy odwy.
META anod YELpoUPYLKO EVYOUXLOPO N triptorelin Gev EMAYEL NEPAITEPW PEIWON TWY ETUNESWY TNG TEOTOOTEPOVAS OTOV 0po. H pakpoypovn oTépnan avbpoyovwy eite
Noyw apgpinhevpne opxekTopic f Adyw yopnynong avahoywv GnRH oxetiZetar pe avEnpevo kivbuvo amwAetag ooTikng pdgac kat pmopei va obnynoet oe
00TEONOPWON KaL auEnpévo kivbuvo oatikol Katdypatoc. EmmAéoy, and emibnuiohoyika bedopéva éxer napatnpnBei 6Tt aoBevelq pnopel va epgavicovy ahhayeg
oto petapohapd (my duoavegia otn ylukoln) 1) av§npevo kivbuvo kapbayyelakwy nabhoewy katd ) Sidpkela Bepaneiag pe atépnon avbpoyovwy. Notogo,
npoopara atotyeia bev emBepaiwoav tn obvbeon avdpesa otn Bepaneia pe avahoya GnRH kat otny abgnon g kapdiayyelakng Bvnopdtntac. AcBeveis pe upno
Kkivbuvo petaBolikwy i kapblayyelakwv nabioswy NPEneL va aflohoyodvTal RPOEKTIKG pWY TNV Evapén Tng Bepaneiag kat va napakoAouBouvTal Enapkwe katd
0 bidpkeia Bepaneiag otepnong avbpoyovwy. H xopflvnun triptorelin oe Bepaneutikég HOOEIC EXEL WG AMOTEAEOPA TNV KATACTOAN TOU UNOPUOLaKoD yovabiakol
a€ova. H puolohoyikn) Aeitoupyia ouvnBwg amokaBiotatar pe tn Siakonr tng Bepaneiag. Emopévwe, diayvwoTikoi EAeyyol TG umoguolakig yovabiakig
Aettoupyiag o1 onolot dre€dyovral katd tn Sidpkeia f kat petd tn Sakonr tng Bepanelag pe avahoya GnRH pmopei va eivar mapanhavntikol. H Bepaneia otépnong
avBpoyovwy pniopel va napateivel To didotnpa QT. Ee aoBeveic pe oTopIKO | Pe mapdyovTeg kivbivou yia napdtaan tou Sracthparog QT kai oe agBeveic ot onoiot
Aaypavouv Tautoxpovn Bepaneia pe appakeuTika npoiovta Ta onoia pnopei va napateivouv To Staatnpa QT (BA. EvotnTa 4.5) ot yiatpol npénet va eeTaiouy o
Katd nooov Ta oPENN UNEPTEPOLY TwY MBavwy Kivbuvwy nepthapBavopévng tne buvatdtnrag yia kothiaki tayukapdla diknv piubiov (Torsade de pointes) mpwv
v évapgn g Bepaneiag pe Arvekap 11,25mg, Fuvaikeg: H xprion GnRH aywviotwy eivai mBavo va npokakéaet peiwon r%q 00TIKAC MUKVOTNTAE Katd 1% ava pnva
kara tn Sidpketa piag neplodou Bepaneiag EEL pnvwy. KdBe pelwon TG 00TIKAS MukvatnTag kata 10% ouvbeetat pe B0o Ewg TPELS YOPEC augnuévo Kivbuvo
katdyparog. Npoopara Gluaémpu otowgela deixvouv 0Tt N 0oTIKN anwAela anokaBioTatal 0TV MAEIOVOTNTA TWV YUVALKWY, HETA and navon tng Bepaneiag. Aev
undpyouv SlaBEain CUYKEKPIPEVD OTOIXEL Yia agBeveic pe 16 undpyouoa oaTEONOPWAN 1 Pe MapdyovTEg KWHDVOL yia 00TEOROPWON (MLY. XpOVia Katdypnon
aAKoOM, KAMVLONA, pakpoypovn Bepanela pe @apuaka mou EAQTTWVOLY TNV DOTIKA MUKVOTNTA, TLY. QVTIEMANTTIKA fj KOPTIKOELSN, OLKOYEVELGKO \OTOPIKO
OOTEOMOPWANG, UMQOITIONOS LY. VELpOYEVAG avopegia). Aebopévou 6TL 08 auTolg Toug aoBeveic n Peiwon TNC OOTIKAC MUKVOTNTAC £ival mbavo va eival
nepLooaTepo emBAaBnc, n Bepaneia pe triptorelin Ba mpénel va efetdleTal o8 ul’cuuu(r‘]I Baon kat va EEKwa povo av Ta opEAN NG Bepaneiag UNEPTEPODY TwY
KivbOvwy, HETA amo MoAG MpooekTiIkA aflohéynorn. Oa npénet va eEeTdleTal n Ajyn MPOoBETWY PETPWY WOTE va AVTLPPOTELTAL N AMWAELD OOTIKAG MUKVOTNTAC.
Ivopuwpata pritpag kat evbopntpiwen: H triptorelin dtav ypnotponoteitar oty cuvioTwpevn Boon npokakel ouveyri unoyovabotpogiki apnvéppota. Edv peta tov
npwro piva mapatnenBel aipoppayia yevvnTikuwy opydvwy, Ba pénet va petpnBoiy ta enineda tng ototpadiohng oto thaopa kat av ta enineda eivat katw ané 50
pa/mL, npénet va e€etactoiv mBaveg opyavikég BAaBeg. Metd tnv andovpon tng Bepaneiag, n Aettovpyia Twy wobnkwy enavépxetal kar woppnéia yiveratl
nepinov 5 priveg petd v teheutaia éveon. Mpénet va Ypnowonoieitat pia pn oppoviki peBobog avtiabAAnynG katd T Siapkeia g Bepaneiag £wg Kat 3 piveg
petd Tnv Teheutaia éveor). KaBug katd tn Siapketa tng Bepaneiag pe triptorelin n Eppnvog prion Ba mpénet va otapatd, npénet va didovial odnyieg otnv acBevi
WOTE Va EVPEPWVEL TOV ylatpd TG £dv cuveXieTal n TakTiki eppnvoppota. Katd tn Sidpkela Bepaneiag Twy wopuwpdTwy TG PATPAG CUVIOTATAL O TAKTIKOG
npoabioplopde Tou peyEBoug Tou opuwpartod. Exouv undp€el avapopég apoppayiag ot acBeveig pe umoPAevvoydvia vopuupata PeTd and Bepansia pe avaloya
GnRH. Zuvnbwg, n aoppayia éxel eppaviotel 6 - 10 epbopdbeq petd v evapén g Gepaneiag. Mpwipn ABn: H Bepanela nabuwiv pe e§ehioodpevoug
eykepalLkolg dykoug Ba npenet va akohovBel pia MPOOEKTIKA aTOPIKA EXTIHNCN TwY KIVBOVWY Kat opelwv. ETa kopitotla, n apxikn diéyepon Twy wobnkwy kata
v évapgn Tng Bepaneiag, akohouBolyevn and Thv andoupon TwWY 0LOTPaYOVWY TNV onola endyet n Bepaneia, propel katd Tov npwTo priva va obnynoet oe KOATK
apoppayia Arag i petplag évraong. Meta t diakor Tng Bepaneiag Ba eppavioTel avanTugn Twy YapakTPLoTIKWY TN epnpeiac. O nAnpogopieg doov apopd
TNV PEANOVT KT yovipoTTa eEakoAouBolY va eival NEPLOPIOPEVES. ZTA MEPLGOOTEPA KOPLTOLA, I} TAKTIKY Eppnvog prion Ba EekvioeL katd péco 0po éva Xpovo PeTad
oV TEpPATIONO TG Bepaneiag. Wevbo-mpwipn APn (6ykog yovadwy f emweppibiwy 1 unepmAaoia emveppidiwy) kat npwipn nPn nov dev eEaprarta and
yovabotpowpiveg (TecToTofikwan, oikoyevelakr uneprihacia Twy kKuTTdpwy Leydig) Ba npénel va anokAeietar. H ootikn nukvotnta (BMD) pmopei va pewwBei kata
N Bepaneia TG KEVIPIKAS mpwipng ABNG pe GnRH. Qotooo, petd T Siakomi Tng Bepaneiag, n enakohovdn ab§non tng ooTikAg patag diatnpeitat kaw n péyotn
ootk pdZa ota TEAn NS epnpeiac dev paivetal va ennpedleTal and tn Bepaneia. Mnopei va mapatnpnBei empuotoAicdnon petd Tnv andoupon tng Bepaneiag
pe GnRH. H mpotewopevn Bewpia eival 6Tt oL YapnAEC OUYKEVTPWOELS OLOTPOYOVWY katd T Hidpkela tng Bepaneia¢ pe aywviotéq GnRH efaoBevolv tnv
enupuotaki haka. H abénon tng Taxitntag avantugng petd tn diakomd g Bepaneiag obnyei otn guvéxela oe peiwon tng divapng bidtpnong nov anarreitat yia
0 petarémon g enipuang. 4.8 AvemuBipnreg evépyeteg: Epmerpia anod Tig khwikég peréteq: Fevikn avoy ae avdpeg: Epocov ol acBeveig nov ndayouv and
TOTUKA MPOXWPNHEVO I HETAOTATIKO, OPPOVOEEAPTWHEVD KAPKIVO TOU MPOGTATN Eivat YEVIKA NAIKIWHEVOL KAt EXOUY Kal GAAES YOOO0UE 0L OMOLEC anavtoldy cuyva oe
auTo TOV YNPaoPEVO TANBUOHO, MEPIOCOTEPOL ANO TO 90% Twv aoBevwy o1 onoiol CUPMEPIANPBNKAY 08 KAVIKES PENETEC QVEPEPAV QVETILBUPNTES EVEPYELES Kal
ouyva n ovoxétian eivat SookoAo va exTipnBel. Onwe Exet napatnpnBel kal pe AAAeg Bepaneieg pe aywvioTeq GnRH f PETA aNG XEIPOUPYIKO ELVOUXIONO, OL
OUXVOTEPQ TAPATNPOUUEVES QVEMIBUUNTEG EVEPYELEG OXETIKEG pe TN Bepaneia pe triptorelin opeikoviav oTiC avapevopeves papuakohoyIKES TNG EMOPADELS.
AuTég oL evépyeieg mepehapfavay efayeis kal pewwpevn oefovakik embupla. Me tnv efaipeon Twv avooo-ahhepyikwy aviibpdoewy (omAvieg) kat Twv
avTibplocewv oto anpeio Tng eveong (<5%), OAeg o1 avemBUPNTES evepyELES ival yvwoTo 6TL oyeTi{ovial pe Tic ahhaye oty TE0TOOTEPOVN. AvapepBnkav ol
akoAouBeg avemiBipnTe EVEPYELEC OL omDiEG BewpolvTal Tovhaylotov mBava oxeTiopeveg pe tr) Bepaneia pe triptorelin. Ot meploo0TEPEC QMO QUTEG TIQ
avTibpdoelg eivat yvwato OTt oXeTidoval ye To BLoXNPIKG ) XELpOUPYLKO Euvouxiopd. Ot avemBupnTEG evépyeteg TagvopadvTal pe Baon T cuyvoTnTa we e€ig:
Moko ouyveg (>1/10), Zuxvéc (> 1/100,<1/10), Mn ouyveg (>1/1000, <1/100), Mn yvwaTi ouxvatntac (Sev pmopoly va exTipnBoly pe Bdon Ta biaBeoiya debopéva),
Awarapayég atpomotnTikod Kau Aepgikod ovetiparog Mn ouxveg: OpopPokuTtapwon. Knpgmuzc biatapayég: Mn ovyvéc: AloBnpa mahpwv, Mn yvwotng



guyvoTntag: Napdraon biaotipatoc QT* (BAéne mapaypagpoug 4.4 kai 4.5). Awarapayéc akovoTiKEG Kan AapupivBou: Mn ouyvéc: EpBor, Ttyyog. Oqaﬂm\uméc
buarapayée: Mn cuyvec: Ennpeaopévn opaan, Indvieg: M puoiohoyikn aioBnan opakpwy, Alatapayé opaanc. lagtpeviepikés bratapayés: Znpoatopia, Navria,
Mn ouyveg: Kothtako ahyog, AvokotAatnta, Audppota, Epetog, Znavies: Adtaon kothiag, ANoiworn yevong, MeTewpiopog. Meviké Slatapayég Kat KaTaoTaceLy
oTo onpeio yoprynong: Mokl ouyveg: E§aoBevnan, Zuyvec: Avtibpaon oto onpeio tng éveong (nepihapPavovral eptBnpa, pheypovi kat Novog), 0ibnpa, Mn ouxveg:
AnBapyog, Mepupepiko oidnpa, Movog, Piyn, Yavnhia, Inavieq: MNoveg oto otfog, Alatapaxeg otagews, fpumnudng ouvbpopn, Mupetia, M yvwotng ouyvéTnTag:
Kakouyio. Awatapayéc avooomounTikon: Luyvec: Ynepevatodnoia, Indvie: AvapuhakTtikr avtibpaor, Mn yvwotng ouxvatnTag: AvapulakTiko cok. AolpwEerg kat
MapaoITWoElg: Imavieq: PwogapuyyiTibo. Efevdoelg: Zuyvéq: Bapog auvgnpévo, Mn ouyvéq: Apivotpavagepdon Tng ahavivig au§npévn, Aomaptikh
apwotpavopepdon avEnpévn, Kpeatwivy aiparog augnpévn, Aptnpiakn nieon augnpévn, Oupia aigatog avgnpévn, fdppa-yhoutapuktpavopepdon avgnpévn, Bdpog
pewwpevo, Inavieg: AAkahik pwopatdon aipatog avgnpévn. Atatapayés perapohopou kat Bpéyng: Mn ouyvec: Avopegia, Taxyapwong uaprtng, Oupikn
apBpitida, Ynephuubaipia, Avgnpévn opefn. Alatapayeg PUooKEAETIKOU OUOTIPATOG Kar ouVBETIKOY toTov: MoAD ouXvEQ: Oopuahyia. ZuxveG: MUOOKEAETIKOG
navog, Naveg ata drkpa, Mn ouxveg: ApBpahyia, OoTikag mavog, Muikr kpapmna, Muiki abvvapio, Muahyia, Zndvieq: Avokapyia apBpwoewy, ALoykworn apBpiioewy,
Muoakehetikn dookapyia, OoteoapBpitiba. Awarapayeg veupikod ouatiparog: Moo ouyvec: Napatclnoia kdTw dakpwy, Zuyveg: ZaAn, Kepahakyia, Mn ouyvég:
NapaioBnoia, Indvieg: Ennpeaopévn pvipn. Yoyikée Siarapayée: Mok ouyvée: Ie€ovahikl embupia pewpévn, uyvéc: Katddhipn*, Anwlela oefoualikic
emBupiag, AMAayE Tneg 61aBeanc*, Mn ouyves: Ainvia, EvepeBiotoTnTa, Indvieg: Zuyyutikr Katdotaan, Mewwpévn dpaatnplotnta, Evpopiki 1dBean, Mn yvwatng
ouyvoTnTag: Ayxog. Atarapayég veppuv Kat oupotrotntika: Mn ouxvég: Nuktoupla, Katakpatnon otpuwy, Mn yvwotc ouyvoTntag: Akpateta obpuwy. Atatapayég
avanapaywytkov cuotiparog Kk pactwv: Mokl ouyves: ITutikh buokettovpyia (mepthapBavoval anotuyia eKoneppationg, Slatapayy EKOTEPHATIONG), ZUYVEC:
Muehikog movog, Mn ouyvég: Nuvatkopaatia, Novog oo o1riBog, Atpopia dpxewy, Novog oToug OPXEL;. AVOMIVEUGTIKES, BwPaKIKES Kal pECOBWPAKIKES SlatapayEg:
Mn auyveq: Avomvola, Eniotagn, Indvieg: OpBonvoia. Alatapayég Sépparog kat umodopiov 1otow: Mohd ouxveg: Ynepibpwaia, Mn ouyxveg: Akpn, Alwnekia,
EpuBnpa, Kvnopoc, EEavenpa, Kvibwaon, Indvieq: duoadiba, Moppupa, Mn yvwoTrg ouyvoTnTac: AyyeloveupwTiko oibnpa. Ayyerakéc dratapayéq: Mokl ouyvec:
E€dyeLg, Tuyveq: Ynépraan, Indvieg: Ynotaar). *Autr ) ouyvotnTa Baoietal oe ouxvoTNTES TNG KaTNyopiag auThc Twy pappdkwy (class-effect), kowvég yia dhoug
Tou¢ GNRH aywviaTéc. H triptorelin, péoa otnv npwtn efdopdba petd Tnv apyikn EVEon TG Hopng napateTapévng anodecpevong, npokahel napodiki abgnon Twy
EMUNEBWY TNG TEOTOOTEPOVNS 0TV KUKAOWOpia. Me autr Tv apxikr avEnon Twy EMNESWY TECTOOTEPOVAE GTNY KuKAopopia, Eva pikpd Noaooto aoBevwy (< 5%)
UTIOPEL v EPPAvicEl TIPOoWPLVY ETUBEIVWON TWY UPTITWPATWY TOU KAPKIvou Tov Tipoatatn (E§apan Tou Oykou), N onoia ouviBwe ekdnAwveTal e avgnon Twy
CUPMTWYATWY 0TO DUPOTOLNTIKG (< 2%) Kat Tou peTactatikol movou (5%), Ta omoia pmopolyv va QVTIPETWMIOTONY CUPTITWHATIKG. AUTd Ta oUPNTWHATA Eival
napodikd kat ouviBwe e€apavilovial oe pia fwe boo epbopddec. Exouv TpoKOWeL PEHOVWHEVES MEPIMTWOELS OELUVONG CUPMTWHATWY TNG aoBévelag, eite
anoppatn ouprBpag i oupmieon vwtiaiov puehod Aoyw petdotaonc. Enopévwe, acfeveis P PETAOTATIKES anovBukiKES BAABeC Kay/ 1) andppatn Twy avw 1 KaTw
oupogpopwy odwv Ba mpenel va napakohouBolvtal oTevd katd T Sidpkela Twy npwTwy efdopabwy Tng Bepaneiag (BAEne napdypago 4.4). H xprion GnRH
QywvioTWY aTr Bepaneia Tou Kapkivou Tov MPOOTATN Unopei va oxeTileTal pe avEnuévn anwlela 00TKAG patag kat propei va odnynoel oe 0oTEONOPWON KAl va
avEAoet Tov Kivbuvo ooTiko katdypatog. Meviki avoyn o€ yuvaikeg (BAERe napaypapo 4.4). (¢ CUVENELD TWV PEWWPEVWY ETUNEBWY OLOTPOYAVWY OL IO CUXVA
avapepopeves avemBOpnTeg evepyeteq (avapevopeves oo 10% Twy yuvakwy ) napandvw) ftav kepahahyla, pewwpevn oeovakiki embupia, Sratapays onvou,
petapodn Biabeong, buemapevvia, duopnvoppota, alpoppayia yevwnTIkWY opydvwy, alhvBpopo uniepdiéyepans wolnkwy, LNEPTPOPLa WOBNKWY, TUEAIKG dhyog,
Kothiako dhyog, atbotokohmikr EnpdtnTa, unepidpwoia, edyelc kal e€aoBévion. AvagepBnkay oL MapakdTw avemBOPNTEG EVEPYEIEC Ol omoleg BewpolvTal
mlavwg oyeTi{opeveg pe T Bepaneia pe triptorelin. Ol MepiocoTEPEC ANG QUTEG TIG EVEPYELEC eival yvwoTd OTL oxeTi{ovTal Pe BLoXnHIKS f| XELPOUPYLKD
guvouylopo. O avemBupnTeg evépyeleg tafvopoovral e Pdon tn ouyvotnta we e€ng: Noko auxvég (> 1/10), Zuxvég (> 1/100,<1/10), My ouyveg (>1/1000, <1/100),
Mn yvwotig ovyvotntag (bev pnopodv va ektipnBolv pe Paon ta SwaBeoipa debopeva). Kapbiakée batapayeg: Mn ouyvég: AloBnpa naipuv. Awatapayég
aKovoTIKEG KaL AapupivBou: Mn cuxve: TAtyyoc. OwBakpikeg Satapayee: Mn ouxve: ZnpogBalyia, Ennpeacpevn opacn, Mn yvwotng ouxvotnTag: Atatapayeg
opaang. Fagtpeviepikés Satapayée: Zuyvec: Nautia, Kothiaké ahyoe, Kothaxi buopopla, Mn ouxves: Awdtaon kothiag, =npogtopia, Metewpiopds, Itopatikn
eCEhkwon, Epetoc, Mn yvwotig ouyvotntac: Aldppoia. Tevikég Siatapayéc Kai KataoTdoels ovo onpeio Yopiynong: Avtibpaon oto onpeio Tng eveanc
(nepihappavovtal mvog, oibnpa, epiBnua kat pheypovi), NMepupepikd olbnpa, Mn yvwoTiig cuyvotnrag: Mupetia, Kakouyia. Alatapayéc avooomoinTiKo: ZUYVEC:
Avtibpaon unepevaiaBnaiag, Mn yvwoTng ouyvoTnTag: AvaguhakTike cok. EEevdaers: Tuxvés: Abgnan Bapoug, Meiwon Bdpoug, Mn auxves: Ahkahiki puopatdon
aipatog avgnpevn, Aptnpakn nieon avgnpévn. Atatapaxég pooKeAeTIKOD cuoTipaTos Kat cuvbeTikou toTod: Tuyvee: ApBpahyia, Muikoi omtaopoi, Mévog ota
akpa, Mn ouxvec: Oapuakyia, Muahyia, Mn yvwatig ouxvotntag: Muikn abuvapia. Awatapayéc veupikoi ouotiparog: Mok ovxves: Kepahahyia, Tuxvee: Zakn, Mn
ouyve: Avoyevoia, YnoaloBnoia, Zuvkomn, Ertgpeuopévn pvipng, Alatapayn npoooxnc, Napaiebnaia, Tpepouho. Wuyikeg dratapayéc: Mohy ouyveg: Alatapayég
tmvou (mepthappdvetal abnvia), Metapohrj biaBeonc, Mewwpevn cefovahiki emBupia, Zuyveg: KatdBhpn*, Neupikotrta, Mn ouyvée: EupetapAnrotnta
ouvaloBripatog, Ayxog, KatdBhipn**, AnonpooavatoAlopdg, Mn yvwoTiq ouyvéTnTag: IuyyuTikn Katdotacr. Alatapayé¢ avamapaywylkol GUGTAPATOG Kal
paotwv: Mokd cuyvég: Alatapayi) otoug pactolg, Avonapevvia, Zovbpopo unepdiéyepong wobnkwy, Yneptpoplia wobnkwy, Muekikd aiyog, Atbotokohmuki
Enpotnta, Alpoppayia yevvnTikwy opydvwy (tepilappavovtal koAmikr alpoppayia, aipoppayia ano anocvpon), Luxvés: Movog paotwy, Mn cuxvés: Awpoppayia
kata ) oe§ovahikn enagn, KuoteokoiAn, Alatapay eppiivou puoews (nepthappavovrat duopnvoppola, pntpoppayia, kat pvoppayia), Qo8nKiki k0oTn, KOATKN
EKKPLON. AVaMVEVOTIKEG, BwpakiKES Kat pegoBwpakikes Satapayég: Mn ovyvec: Abonvoln, Eniotagn. Awtapayég b€pparog kat vmodopiov 1oTob: MoAd guxveg:
Akpi), Ynepibpuwoia, Zpnypatappola, Zuyveq: ANAwnekia, Znpodeppia, Aaoutpiyiopoe, EvBpavototnta oviywy, Kvnopog, EEdvenpa, Mn yvwotig ovxvotntac:
Ayyeloveupwtiko oibnpa, Kvibwaon. Ayyetakeg Srarapayég: Mokl ouyve: EEapelg, Mn yvwoThg ouyvoTnTag: Yngptaon. Aatapayéc perapolopol kat Bpeyne: Mn
ouyvég: Melwon opegne, Katakpdtnon vypwy. *Makpdypovn xpron. Autd n ouxvatnta paciletal oe cUXVOTNTEG TN KaTnyopiag auTAg Twv appdkwy (class-ef-
fect), kotvég yia Ghoug Toug GnRH aywvioTég. **Bpaybypovn Xpnon. Autn n ouxvotnta Pacietat ge oLUYVOTNTEG TNG KaTnyoplag avTng Twy pappakwy (class-ef-
fect), koweg yia 6Aoug Toug GnRH aywviotéq. Katd tnv évapgn tng Bepaneiag, ta oupntwpata tng evbopntpiwong cupnepiapfavopévwy kothiakod dhyous,
duapnvoppolag propei moAl ouyva (= 10%) va embelvwBolv kata tr Srdpkela Tng apxikig napodikig adénong Twv emnedbwy Tng oloTpadiong oo mAdaopa. Autd
10 oupmTwyata eivat mapodikd kat cuviiBwe e§apavitovral oe pia pe boo epdopadec. Katd To priva nou akohovBel Ty mpuTn Eveon pnopel va mpokUyeL atpoppayia
YEVVNTIKWY 0pyavwy cupnepihapBavopevwy pnvoppayiag, pntpoppayiag. O cuvbuaopog pe yovabotpogiveg yia Tn Bepaneia Tng umoyovipdTnTag, Pnopei va
obnynoet oe covbpopo unepdigyepong Twy wobnkwy. Mnopet va napatnpnBolv uneptpopia wobnkwy, Tuekikd kay/ i Kolklakd akyoc. Mevikn avoyn oe mabud
Eﬂhéns napdypapo 4.4). Ot avemBOpnTes evépyeleg Tagvopolvtal pe faon Tn ouXVOTNTA we egAC: MoAd auxvég (> 1/10), Zuyveg (> 1/100 ,<1/10), Mn ouyvég
>1/1000, <1/100), Mn yvwotig cuxvotntag (bev pnopouv va extiunBouv pe Baon ta dlaBeatua debopéva). OpBarpikés Satapayéc: Mn ovyvéc: Ennpeaopévn
opaon, Mn yvwotng ouxvotntag: Alatapayég opaons. laotpeviepikes buatapayég: Tuxveg: Kothtako akyog, Mn ouyvee: Epetog, AvokotAotnta, Nautia. Fevikég
biatapayEg Kai KATAOTAGELS 0TO aNpEio Yoprynong: Zuxveq: Avtibpaon ato anpeio Tng Eveang (nepthapfavovtal novog, oibnpa, eptBnpa kat pheypovij), Mn
ouyveq: Kakovyia. Aratapayéc avosomotnTikoo: Zuxvec: Avtibpaon unepevaiodnoiag, Mn yvwoThg ouxvoTnTag: AvapulakTike ook (Exet mapatnpnbel oe evijlikoug
dvbpeg xat yuvaikeg). EEeTdoeng: Tuyvéc: AbSnon Bdpoug, Mn yvwoTic ouyvotnTag: Mpohaktivn aipatog avgnpévn, Aptnpiaki mieon avEnpevn. Awatapayég
PuooKEAETIKOU ouaTipaTog kat cuvbeTiKov LoTod: M ouyvég: Movog atov avxéva, M yvwothg ouxvatntag: Muahyic. Atarapay£g vEupLKol CUOTAHPATOG: TUXVEG:
Kepahahyia. Wuyikée biatapayée: Mn ouyvéc: MetaBoln 6udBeong, Mn yvwotng ouyvotntag: Eupetavhntétnta cuvaioBijpatog, KatdBAupn, Nevpotnra.
AtatapayE avanapaywytkov GuoTAPATos Kat pactwy: Mo ouxveg: Aipoppayia ano tov koAmo (neptapBavovtal KoAmuki atpoppayia, Alpoppayia ano andovpon,
Awpoppayia pitpag, KoAmki ekkpion, KoAmukn apoppayia nepihapfavopevng Tne otayovoetboue apoppayiag), Mn ouxves: Movog paoTwy. AVATVEUGTIKES,
BwpakiKEC KaL pecoBwpakikeg datapayéc: M ouyveq: Eniotaén. Aatapayeg deppatog kar umobopiou LoTon: Zuxveq: Akun, M ouyves: Kvnopdg, ESavenua,
Kvidwan, Mn yvwotig ouyvoTNTAg: AyyEloveupwTikd oibnpa. Ayyelakee buavapayée: Iuyvéc: ESdypelc, Mn yvwotng ouyvotntac: Ymépraon. Awatapayéc
petaohiopod kat Bpeyng: Mn ouyvee: MNayuoapkia. Exovv avapepel augnpeves TIPEG AeppokLTTapWY O aoBevelg ou Exouv uoBAndel oe Bepaneia pe avahoya
GnRH. AuTi 1 Seutepoyeviic Aep@okiTTWon OXETIZETAL MPOPAVWS [E TOV EUVOLXIOUO OV endyeTal and Tnv GnRH Kat paivetal va unodNAGIVEL 6TL ot YoVabIKES
oppOvVES epTIAEKOVTAL OE UTOOTPOPA Tou Bupou adéva. Avapopd miBavoloyoupevwy avemBopnTwy evepyetwv: H avapopd ruBavohoyoupevwy avermBopntwy
EVEPYELWV HETA and Tn xopynon dbelag kukAopopiag Tou pappakeuTikod npoiovtog eival onpavTikn. Emitpénet tn ouvexn napakohoiBnon tng oxEong opeoug-
K1vbUVOU TOU (pappakeuTIkoU MPOLOVTOG. ZNTElTal and Toug EayyeAPaTies Tou TOPED TNG UYELOVOPIKAG NEPIBahynE va avapepouy omoteabnToTe mBavoAoyolpeves
avemBUpNTES EVEPYELE PEOW Tou £Bviko) ouoTripatog avapopds: EBvikdg Opyaviopog dapudkwy, Megoyeiwy 284, GR-15562 Xohapyog, ABrva, TnA: +30 21
32040380/337, ®ag:+30 21 06549585, lotatonog: http://www.eof.gr. Kinpog: ®appakevTikég Ynnpeaiec, Ynoupyeio Yyeiag, 1475 Acukwoia. ®at;: + 357 22608649,
lotdtonog: www.moh.gov.cy/phs. 6.4 16waitepec mpopuhdgele kard v pohatn Tov mpoidvrog: GONaEn oe Beppoxpasia Ewg 25° C. Metd tnv avaclotaor va
Xpnowponoteital apéowe. 7. KATOXOZ THE AAEIAZ KYKAO®OPIAZ: IPSEN MON. EME, Ay. Anpntpiov 63 Ahigog 174 56, ABrva, TnA.: 210 9843324, Eknpdownog Tou
Katoyou Abetag Kukhogopiag atnv Kompo: X.A.MAMAEAAHNAL ATA, T.K.24018, 1700 Aeukwola. TnA: 00357 22741741. 8. APIOMOL AAEIAL KYKAO®OPIAL:
EAAGda: 63652 - 28/07/2017. Kimpog: 19629. 9. HMEPOMHNIA MPOTHE AAEIAL / ANANEQIH THI AAEIAYI KYKAO®OPIAL: 13/06/2000 - 04/09/2008.
10. HMEPOMHNIA THE (MEPIKHE) ANAGEQPHIHE TOY KEIMENOY: 28/07/2017.

XOPHTEITAI ME IATPIKH EYNTAH S I pSEN

Innovation for patient care

i WPMV: oo aoal kat IPSEN MON. ENE
OAEE 0 a0 sty Ar10Y AHMHTPIOY 63 174 56 ANIMOZ, AGHNA

_ ONA ta dipuaka TN: 153.62€ THA.: 210 9843324, 210 9858930, FAX: 210 9887911

L T L RS AT: 19473 € E-mail: Ipsenepe@ipsen.com, http:/fwwiw.ipsen.gr

AT9.:13/12/2019 TnAépwva papuakoemaypumvnong: 210 9843324, 210 9858930
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To Téloc TG AiBivng ETToxn¢c-
CALCULASE® Il

ZooTtnua Holmium laser yia Tnv ammOTEAECHATIKI QVTIMETWTTION
AiBwv & 10TWV.

® ATTOTEAEOMATIKOC KATAKEPUATIOUOC AiBwy STORZ

* ‘Etoipya TTpoypaupara Asitoupyiag KARL STORZ — ENDOSKOPE
° EL'IKO)\OQ XEIDIO‘}J('JQ “écw oeévng CI(PI"]Q THE DIAMOND STANDARD
* AuTOUOTN QVaYVWPIoH VUV

KARL STORZ SE & Co. KG, Dr.-Karl-Storz-Strafie 34, 78532 Tuttlingen/Germany 5
KARL STORZ Endoskope Greece Ltd., Patriarhou Grigoriou E' 34, 54248 Thessaloniki/Greece Y

www.karlstorz.com
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Clinical workflow
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Bon@nore vo yivouy Ta pappoka mo copakn kai AvogEpeTe
(OAEE mic avemBupnTes evipyeies yio OAA Ta pappoKn
gupmAnpuvovrog v "KITPINH KAPTA™
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