@viro oonyOv ypiong: IIAnpogopics yia Tov ac0evi)

Xtandi 40 mg emkoloppéva pe Aemtod vpévio diokio
Xtandi 80 mg emkoloppéva pe Aemtod vpévio diokia
enzalutamide

AP aoTe TPOGEKTIKG OLOKANPO TO QVAAO 0ONYLAOV YP1ONGS TPLY UPYIGETE VU TALPVETE AVTO TO

OAapPROKO, O10TL TEPLAUUPAVEL CNUAVTIKES TANPOPOPIES Y10 GOG.

- DvAGETE 0VTO TO PUALO 00N YOV Yprong. Towg xpelaoctel va to daPdacete Eavd.

- Edv éxete meportépm amopieg, pmTNGTE TOV Y1OTPO GOG.

- H ocvvtayn yio ovtd 10 edppoKo xopnyndnke amokAeloTkd yio 6. Agv TPEMEL VO SDGETE TO
QapLOKO 0€ GALOVG. MTopel var TOVg TPOKOAESEL PAGPT, AKOLO KOt OTOV TO GUUTTMOLOTO, TNG
acBéveldc Tovg eivat 01 pe Ta KA Gag.

- Edv mapatnproete kdmoa avemBountn evépyela, EVIEPMOTE TOV YIOTPO GaG. AVTO GYVEL KOl Yo
KGO TOAVY avemIBOUNTN EVEPYELQ TOV JEV AVAPEPETOL GTO TAPOV PVAAO 0dN YLDV YpNong. BAéme
Topaypapo 4.

T epréyel To TaPOV UALO 0ONYLOV:

T eivon to Xtandi kKo ot givat 1 ypron Tov

T mpénet va yvopilete Tpv tapete 10 Xtandi

[Mog va mapete to Xtandi

ITBavég avemBOunTEg eVEPYELEG

[ég va puracoete to Xtandi

ITepieydpeva TS GVLOKEVAGING Kot AOUTEG TANPOPOpPIES

S R

1. T givon To Xtandi kon wowa givon 1 yp1jon TOL

To Xtandi mepiéyet t dpaoctikh ovoia enzalutamide. To Xtandi ypnoonoteitat o eviilikeg Gvdpeg yio,
Bepamneio Tov Kapkivov ToL TPOGTATN O OTOI0G:.
- Agv avtamokpiveTon TAéov og oppovobepameia 1 xeypovpyikr| Bepameia yio T peiwon g

TEGTOCTEPOVIG
'H
- 'Eyxer eEomiwBel og GAAa péPN TOL COUATOG KOl avTamokpiveTal o€ oppovodepameio 1 XEpOLPYIKN
Oepameia yio T pelmon ¢ TE6TOGTEPOVIC.
Ilog dpa to Xtandi

To Xtandi ivat éva @appako mov dpo. avacTEALOVTOG T dpAoT] OPLOVAV TOL OVOUAoVTOL 0vdpoydva
(6mwg M tecTooTEPOVN). ME TOV UMOKAEIGUO TOV avOpOYOV@V, 1 enzalutamide otapatd tnv avamtuén Kot )
dlaipeoT) TOV KOPKIVIKOV KUTTAPWOV TOV TPOCTAT).

2. Tvpéner va yvopilete npwv napete 1o Xtandi

Mnyv napere 1o Xtandi

- e mepintoon aAlepyiog oty enzalutamide 1 o omolodfmote GALO Ao TO GLOTAUTIKA AVTOV TOV
Qopudrov (avapépovial oTny mapdypaeo 6)

- Y mepintwon Tov eioTe £yKvog 1) mov pmopel va peivete éykvog (PAéne «Kdmon, Onhacpog kot
YOVIUOTNTO»)

IIpogrdomon| oL KOl TPOPVAGEELS

Ernuinrnikéc kpioeic

Eniinmrikég kpioceig avagépdnkay o€ 5 dtoua yio kabes 1.000 droua mov émarpvav Xtandi kot og Arydtepa
amo 3 dropa yio kaOe 1.000 dtopo mov Emaipvay ekovikd apupoko (PAéne , « AAha apuaka kot Xtandi»
O KAT® KoL TNV Topdypoeo 4 «ITibavég avemBounTeg evépyeles»).




Edv maipvete kdmolo @AproKo OV UTOPEl VoL TPOKAAESEL EMANTTIKEG KPIGELG 1] TOV UTOPEL VO avENGEL TNV
evatstnoia yio emdnmtikég kpioeis (BAéne « Ao pappoxa ko Xtandi» mapakdto).

Edv mapovcidoete eminmtikn kpion kotd T didpkelo g Oepameiog:
Emokepteite tov yotpd oag 1o cuvtopotepo duvatov. O yarpdg cag Bo amopascicet edv mpénet va
otouatnoeTe va taipvere o Xtandi.

20vdpouo omichiog avactpéyiung eykeparonddeias (PRES)

"Exovv avaeepBel omaviec avoapopés tov PRES, pio omdvia, avastpéyin Kotdotoon Tov EYKEPIAOV, G
acBeveic mov Ehafav Oepameio pe Xtandi. Av £yete omacpoic, endeivwon TOVOKEPALOL, GOYYLON, TOEAMGN
N dAda TpofANpaTe OPAONGS, EMIKOIVMOVIGTE LE TO YIOTPO GO TO GLVTOUOTEPO duvato (BAéme emiong
napdypoeo 4 «[TiBovég avemBOuNTEG EVEPYELEDH).

Kivdvvog véov kapkivav (dgutepoyeveis kbplec KakonBeieg)
Ymip&ay avapopig Yo vEoug (deVTEPOYEVEIC) KOPKIVOLS, CUUTEPIAALUBOVOUEVOD TOV KOPKIVOL TNG
0VPOdGYOL KDGTNC KAl TOL TTAXE0G EVIEPOV o€ asbeveic mov ElaPav Bepomeia pe Xtandi.

Yvppovievteite 10 Y10TpO GOG TO GLVIOUOTEPO dVVATO EQV TAPATNPNCETE CNUASIO YOOTPEVTIEPTIKNG
alpoppoyiag, aiporog ota ovpa 1 cuyvd aicbdveste enciyovoa aviykn ovpnong 6tav taipvete to Xtandi.

Amegvboveite oto yaTpd cag mpwv Tapete to Xtandi

- Edv maipvete pappoka yio Ty tpoAnyn tov oynuatiocpov Opoufov aipatog (w.y. Papeapivn,
O.GEVOKOVLLOPOAT|, KAOTLOOYPEAT))

- Eav AapPavete ynuetobepaneio 6mmg viooeTa&éAn

- Edv éxete mpoPAnuota pe TO Hop Gog

- Edv &yete mpoPAfuota pe Toug veppoic 6og

[MopakareicOe va evnepdGETE TOV Y1TPO GAG EAV TOPOVCLAGETE KATO0 Od To, akOAovDaL:
Ono1ecOMMOTE KUTAGTAGELS TNG KOPIIAC 1] TOV ALOPOP®V Oy YEIDV, CUUTEPIAUUPAVOUEVOV TOV
TPOPANUATOV TOV Kopdiakoy puOuov (appvbuia), | edv Aaufavete Oepameio pe APUOKO Y10 CVTEG TIC
kataotdoels. O Kivouvog epeaviong TpofAnudteyv mov oyetilovtal pe Tov Kapdiako puiud umopei va
avéndei dtav ypnoonoteite to Xtandi.

Y mepintoon aAlepyiag oty enzalutamide, avtd umopei va £xel og amotéleopa TPREWO 6TO TPOCHOTO,
01N YA®GGO, 670 Yeilog 1 To Aoud 1 éva e&avOnpa. Xe nepintwon ailepyiag oty enzalutamide 1| oe
0MO10ONTOTE GALO OO TO GLGTATIKA ALTOV TOV PAPUAKOVL, unv Tapete To Xtandi.

YoBapd deppraticd eEGvONpIa 1 amOoAETIOT TOV SEPUATOC, PADKTOIVEG KON TANYEG GTO GTOU EYOVV
avapepbel e oxéon pe  Bepoameio pe 1o Xtandi. Zntote apéomg watpikn fondeia edv TapatnpioeTe
KOO0 0O OVTA TO GUUTTMLLOTO.

Ed&v kamowo and to mapamxdve eyl Y10 £64¢ 1 0€v gloTe oiyovpol, anevBuvlseite 6To YioTpd cog TPy
napeTe TO PAPROKO AVTO.

oo ko £@npor
To eappako avtd dev mpénet va AapPdvetal oamd Todid Kot Epnouc.

Alha @appoxe ko Xtandi

Evnuepaote to yuotpd cag edv maipvete, Exete mpdopata mdpel | propel va mapete GAia papuakoa. [Ipémet
va yvopilete To ovopoTa TV eapudKov Tov maipvete. Kpatote pio Moto amd avtd yio vo to dgiyveTe 610
YOTPO GOC OTOV GOC GLVTAYOYPUPOVY Eva VEO PAPLLOKO. Agv TPETEL VO OPYIGETE 1| VO CTOUOTGETE VOl
AapPdvete 0mo100NTOTE PAPOKO TPOTOV EXIKOIVOVIGETE UE TO YIOTPO OV GO GLVTHYoypdence To Xtandi.

Evnuepdote 10 yatpd cog edv Taipvete omolodnmote and o akdAovba eapuaka. Otav Aappfdavovion
Tavtoypova pe to Xtandi, avTd T pAppoKe UTopel va avENGOVY TOV KIVOLVO ETIANTITIKOV KPIGEDV:

- Optlouéva eapoKa Tov YPNCLLOTO0VVTOL Yo TN Bepameio Tov AcOpaTOG Kot GAA®Y
TVELLLOVOTTOOELDV (T0.). AUVOQULAALVY, BE0ULAAIVY),



- DéppoKa TOV YPNCYOTOIOVVTOL Y10 TN BEPUTEIN OPIGUEVOV YOYLOTPIK®Y SL0TAPUYDV OTTMG 1|
KkatdBAym ko 1 oylloppéveta (w.y. Kholamivn, oloviamivr, piomepdovn, {umpacidovn, Bovmpomidvn,
AlBwo, yAwpompopalivn, pesopidalivn, Betopdalivn, aputpurtuAivn, decurpapivn, do&emivn,
Wmpapivn, LompoTidivy, uiptalamivn),

- Opopéva pdppaxa yio ) Oepaneio Tov ToOvov (m.y. Tebdivn).

Evnuepdote 10 yiatpd cog edv maipvete To akdiovBo eapuako. Avtd o eapuaKo Lropel va ennpedcovy
T dpdon tov Xtandi, 1 To Xtandi pmopel vo eanpedosl T dpAGCT) AVTMOV TOV PAPUAKDYV.

Av16 epthapPdvel opiopéva PAPLOKO TOVL YPNGILOTOLOVVTOL Y0

- Meimon g yoAnotepding (w.y. yeueippoliin, atopfactativn, ciupactotivn)

- Ogpomeio TOV TOVOL (.. POVTOVOAN, TPALAOOAN)

- O¢gpaneio Tov kapkivov (m.y. kapralita&éln)

- Ogpancio g emAnyiag (m.y. kapPopalenivn, Khovalendun, eovutoivr, Tpyudovn, BaArpoikod o&h)

- Bgpaneio OPIGUEVOV YUXLTPIKOV dtatapoydv, Onws coPapd dyyog 1 oxlloppévera (m.y. dalemdun,
pdoaloAdpn, ahomeptdoAN)

- B¢pamneio Tov dratapay®v Hrrvov (1., COATIEUN)

- Avtipetonion Kopdlok®v Tadncewy 1 HeimoT TG apTnplakng ttieong (). PioompoArdin, dryo&ivn,
StAtialéun, eerodimivn, Vikapdutivy, vipedutivr, TpompavoAOAT, Bepamaptiin)

- B¢paneia cofapmv vécsmv mtov oyetiCovion pe reypovn (w.y. de&apnedalovn, TpedviLolovn)

- ®epameio g HIV Aolpwéng (m.y. wdwapipn, prrovafipn)

- Bgpancio TV Paknplokdv Aotpuméewv (T.y. KhapBpopvkivn, do&vkvichivn)

- Bgpamneio TV datapaymv Tov Bupeoeldovg (m.y. Aefobvpoivn)

- ®gpameia TN ovPKNG apOpitidag (m.y. Kohyuivn)

- ®epameio S10TAPUYDV TOL GTOUAYOV (TT.). opempaloin)

- [TpodANYN KapdloK®V TOHHGEDY 1 AYYELKOV EYKEPUMKDV £NEIGOdImV (sTe€ehkn dafryatpdvn)

- TIpoAnyn amdppryng opydvou (w.y. TaKpOAUOVS)

To Xtandi evdéyetor va aAANAETIOPAGEL LLE OPIGUEVOL QAPOKE TOV YPTCLLOTOI0VVTOL Yo T Oepaneio Tov
TpoPAnUatoV Tov Kopdlakod puiuov (m.y. Kvidivy, Tpokaivauion, aumdapovn kot coTaAdin) 1 evoéyetol
va 0wENGEL TOV Kivouvo EUPAVIONG TPOPANUATOV TOL KopdlakoD puBuol dtav ¥pnclomoteital pe oplopuéva
GAXo @dppoka [y, HeBadovn (XPNOOTOLEITOL Y0 THY OVOKOVPIGT] TOV TOVOL KO Y10, TNV amoto&ivion
and vapkoTikd), poéipro&acivn (va avtiBloTikd), avinyuymotkd (xpnoorolobVToL Yo 6oBapEs Yuykég
ac0éveieg)].

Evnpepoote to yuotpd cog edv maipvete KAmolo amd To QAPLLOKAE OV avapEpoviat Tapandve. H d6om tov
Xtandi 1) TV GAA®V QOPUAK®OV TOV ToipveTE UTopel va ypetaotel vo aAldEovy.

KI)T]GT], Onioopldg Ko yovipotnTa
To Xtandi dev mpoopiletar yra yp1on 6€ yovaikes. Avtd 10 QAPUAKO PTopel va TpokaAésel PAGLN
670 ayévvnto wandi N mhavn amofoin edv Anebel amod yuvaikeg mov eivat £ykvec. Aev Tpémel va
Aoppdvetor amd yovaikeg Tov givan £YKveg, Tov pUmopel vo peivouv £ykveg, 1 mov OnAdlovv.

- To eappaxo ovtd Bo uTopoHoe eVOEXOUEVOC VO EYEL ETIOPACT) GTIV OVOPIKT YOVILOTNTO.

- Edv &xete oeEovaiikn emaen pe yovaiko mov umopel va peivetl £YKvogc, ¥pNCLOTOMGTE TPOPVANKTIKO
KoL pio emmAEoV omoTeEAECUATIKY LEBOOO avTIGOAANYNG, KaTd TN didpkela Tng Oepameiog kat yio
3 unveg petd ™ Oepamneio pe avtd 10 eappako. Eav éxete aeovalikn emaen pe £yKvo yovaika,
YPNOYLOTO|OTE TPOPLVAAKTIKO Y10 TNV TPOGTAGIO TOV AYEVVIITOL TS0V,

- O1 yuvaikeg ppovtiotég BAEmovy v mapdypoeo 3 «Ilog va tapete to Xtandi» ya yeipiopod kot

xpNon.

00N yNno1 KoL LEPIGUOS PNYAVIILETOV

To Xtandi evdéyetar va £xel LETPLOL EMLOPOCT) GTNV IKAVOTITO 001 YOG KO YEPIGHOD UIYOVILATOV. XE
acBeveic mov AapPdvovv Xtandi £xovv avapepOel emAnmTikég KpioELC.

Edv €yete vynAdtepo KivOUVo ETANTTIKGOV KPICEDY EMKOWVMOVIOTE LLE TOV YIITPO COG.



To Xtandi wepr&yer vatpro
To @dppaxo avtd mepiéyet Mydtepo and 1 mmol vatpiov (Mydtepo amd 23 mg) avd eTKOAVUUEVO pE AeTTO
VUEVIO 010K10, ONAdN 0VGLUGTIKA Eival «EAeDBEPO vaTpiovy.

3. Iég va wapete To Xtandi

[Tavtote va maipvete 1o EAPUAKO aLTO AVOTNPE COLPOVE LE TIG 00N YiEG TOV YloTpoV coc. Edv éxete
aUPPBOMES, PMTAGTE TO YATPO OO,

H ocuvietduevn d6on eivar 160 mg (téocepa emkaivppéva pe Aemtd vuévio dtokio twv 40 mg 1 dvo
EMKOAVUUEVD PE AETTTO LUEVIO dlokio Tov 80 Mg ) mov AapPdvetar v idwa dpa pio popd v NUEPAL.

ANy tov Xtandi

- No kotarivete To LoAOKE KoyaKlo OAOKAT PO LE VEPO.

- Mn pocdrte, S10ADETE 1 0VOTYETE TO, LOAOKE KOWAKLO TPV TNV KOTATOON.

- To Xtandi umopet vo Aappdvetor pe N yopic tpoen.

- To Xtandi dev mpénet va 1o yepilovral GAha dropa ektdg amd Tov aobevn 1 Tovg epovTiotég Tov. Ot
yovaikeg Tov givar | popel vo peivouv €ykveg dev mpémet va xepifovrat to kaydkia Xtandi mov
&yovv vrootel PAGPN N Exouv avorytel yopic va opoldv TpocTasiol, Y., YAVTIOL.

O ywtpds cog Pmopel £MioNG VoL 60G GLUVTAYOYPAPNGEL GALA PapLaka evad Taipvete to Xtandi.

Edv wapete peyorvtepn 66on Xtandi amd Tnv Kavoviki

Edv mépete mepiocoTepa diokio amd oLTA TOV GO EYOVV GLVTAYOYPAPNOEl, CTAUATNOTE VA TAIPVETE TO
Xtandi Kot EMKOWVOVIOTE pE TO YoTpo 6oc. Mmopeite va €xete avEnpévo Kivouvo EMANTTIKOV KPIGE®V 1)
GAAEG aveETIBOUNTES EVEPYELEC.

Eav Egyaoete vo mapete To Xtandi

- Edv Egydoete va mdpete 1o Xtandi tn cvvnBicpévn wpa, mdpte T cuvnon 06on cag apEows LOMS TO
BounOeite.

- Edv Eeydoete va mapete o Xtandi Yo oAOKANPT TV NUEPA, TAPTE TN GLVNON OGN Gag TNV EXOUEVN
nuépa.

- Edv Eexdoete va mapete 1o Xtandi Yo meptocdTEPO Ao i NUEPA, ETKOIVOVIGTE LE TO YIATPO GOGC
apéocmc.

- Mnyv napete o1 d60n Yo va ovamAnpdcete tn 6001 mov EeYAoaTE.

Eav etapatioste va moipvete to Xtandi
Mn oTopat)oETE VO TAIPVETE OVTO TO PAPLOKO EKTOG EAV GOG TO TEL O YLOTPOG GOC.

Edv éxete meplocdtepeg epMTNCELG GYETIKE LLE T YPTOT CGVTOV TOL PAPUAKOV, POTNGTE TO YIOTPO GOC.

4, IMBavig avemBouNTEG EVEpPYELES

Onwg 6Ao To PAPUOKO, £TCL KOL 0VTO TO PAPUOKO UTOPEL VAL TPOKAAEGEL AVETIOOUNTEG EVEPYEIEG, OV KOl OEV
napovcidlovial 6e GAOVE TOVE avOp®OTOLG.

Eminmntikég kpicerg
Eniinnricég kpioeig avagépnkav og tepimov 5 dropa ya kabe 1.000 dropa mov ranpvay Xtandi kot o
Myotepa amo 3 dropa yio kdOe 1.000 dropo mov Emaipvay EKOVIKO PAPUOKO.

O emnmtikég kpioelg etvon o mBoveg, edv TAPETE LEYOADTEPT OO TN GUVIGTOUEVT SOCT] LTOV TOV
QOPUAKOV, EAV TOPVETE OPLOUEVE AALD PAPUAKA, ) EAV £XETE LYNAOTEPO TOV cLVIBOVE KiVOLVO EUEAVIONS
EMANTTIKNG Kpiomg.



Eadv éyete pio eminmTikng Kpict, ETICKEPTEITE TO Y1IOTPO GOG TO CLVTOUOTEPO SvvaTov. O YaTpog cag Oa
AOPOGICEL EAV TPETEL VO GTAPOTNOETE Vo TaipveTe To Xtandi.

Yovépopo omicOiog avaotpiyiung sykeparonadsiog (PRES)

"Exovv avaeepbei ondvieg avapopég tov PRES (pmopet va emnpedoovv émg 1 ota 1.000 dtopa), pia ondvia,
AVOOTPEYIUN KOTACTOOT TOL EYKEQALOV, o€ aobeveic Tov éhaPav Bepancio pe Xtandi. Av éyete onacuovg,
EMOEIVOOT TOVOKEPAAOV, GUYYLOT], TOPA®SN 1| GAAL TPOPANLOTO OPACTG, EXKOIVMVIGTE LLE TOV YIOTPO GOG
TO GUVTOUOTEPO dLVATO.

Adreg mOavég avemOOUNTES EVEPYELEG TEPLAGUPAVOLY:

IMolb ovyvég (Lmopel va emmpedoet teprocdtepovs amd 1 ota 10 dropa)
Kovpoaon, ttdon, onacpéve ootd, eEAWELS, VYNAT apTNpLlaKn TTieon

Yuyvég (umopel va emnpedoet éog 1 oto 10 dropo)
ITovoképaiog, aicOnua avnovyiag, Enpodeppia, Kvnopds, SVGKOAIN GTNV UTOUVILOVELGT], ATOPPAEN
apTNPLOV oTNV Kapdld (1oyopikn] kapdiomddeia), LeyéBuvon Tov HOGTOV 6TOVG AvOpES
(YyovaikopaoTtio), GOUTTOUO GULVIPOUOV OVIGLY®Y TOODV (Uia aveEEAEYKTT avAayKN Kivnong HéPoug
TOVL CONOTOG, GLVINOMG TOV TOS10V), EAATTOUEVT] GLYKEVTPMOT), EXNPEUCUEVT] VUM, GAACYT] OTN
yevon

Oy svyvég (Lmopel va emnpedoet €06 1 ota 100 dropua)
Yevdaiobnoelg, SuokoAia GTNV KOVOTNTO Vo GKEPTESTE KOOaPA, YOUUNAOS aptBIOC AEVKOKVLTTAP®V

Mn yvoetég (n cuyvotnta dev pumopel vo ektiun0el pe faon ta Stabéca dedopéva)
Mvuoahyia, poikoi oroaopot, poikn advvapio, oceuaiyia, Letaforég 6TO NAEKTPOKAPIIOYPAOT|LLA
(mapdraon tov daotipatoc QT), otopayikéc datapayéc GLUTEPIAAUPAVOUEVOY CUUTTOUATOV OTWG
aicOnpa adrbeciog (vavtia), depuatikn avtidpacn mov npokoarel epubpég kNAidec 1| TAGKeG GTO
déppa o1 omoieg pmopei va Lo1dovv cav «oToOYo (OHOKEVTPOL KOKAOL) LE KEVIPO YPMUATOG GKOVPOL
€pLOpoV, 10 omoio meptPdAietar amd epvOPOIDdEIS dakTVAiovS (TOADHOPPO £phONLA), EEGvON L,
adabecio (EUETOC), OIONUA TPOGOTOV, YEMDY, YADCGCOS KOUUT TOV ANLLOV, LEIMOT TOV
awponetariov (1 omoio avEAvel TOV KivOLVO Gloppayicg 1 ELPAVIONS HOADTOV), didppola

Ava@opd avemBOunTmyv gvepystadv

Edv mapatnprioete Kamowo avemBOUnTn evépyeia, EVIUEPMGTE TO YIUTPO GaG. AVTO 1oYVEL Ko Yo KéOe
mOoV OVETLOOUN TN EVEPYELDL TTOV OEV OVAPEPETUL GTO TTAPOV GUALO 0ONYIDV ¥p1ions. Mmopeite emiong va
avoeépete ovembounteg evépyeleg anevdeiag (Yo Aemtopuépeieg avotpélte mapaxdt®). Méow NG avoeopdg
avemBOUNTOV EVEPYEIDV Umopeite va Bondnoete 6T GLALOYN TEPIGGOTEPMY TANPOPOPLDV GYETIKA UE TNV
AGQPAAELD TOV TALPOVTOSG PAPLLAKOV.

EirGoo

EBvikdc Opyaviopog @apudxmv
Meooyeiov 284

GR-15562 XoAlapyog, AOnva
TnA: +30 21 32040380/337
®ag: +30 21 06549585
Iotértomog: http://www.eof.gr

Kvzpog

DoppaxevTikés Ynpeoieg
Ymovpyeio Yyeiag

CY-1475 Aesvkooia

TnA: +357 22608607

®ag: + 357 22608669

Iotétomog: www.moh.gov.cy/phs



http://www.eof.gr/
http://www.moh.gov.cy/phs

5. Iog va puidesste To Xtandi
To @dépproko ovTo TPEMEL VAL PLAACCETOL GE LLEPT) TTOL deV TO PAETOVVY KO dEV TO POAVOLY TO TOOLA.

Na pn gpnoyLonoteite ovtd T0 PAPHOKO PETE TNV MUEPOUN VL ANENG TOV AVOQEPETAL GTNV AVAOUTAOVUEVT|
OMKkn amod yaptdvi kat to eEmtepkd kouti petd ™ AHZEH. H nuepounvia AMéng eivor | tehevtaio nuépa Tov
UAVa IOV OVOQEPETOL EKEL.

To @appokevTiKd avtd Tpoidv dev amaltel Wiaitepeg cuvinKes POLAAENG.

Mnv metéite @APUAKO GTO VEPO TNG AMOYETEVONG 1] 0TA OKIOKE amoppippata. Potiote Tov papakonold
00G Y10 TO TMOG Vo TETAEETE TA PAPLLOKA TOV dgV ypnoiponoteite mo. Avtd to pétpa Oa fondcovv otnv
TPOGTAGia TOV TEPPAALOVTOC,.

6. Iepreydpevo ™G 6GVOKEVAGTOG KO AOUTEG TANPOPOPIES

T egpréyer to Xtandi

H Spaotikn ovesia ivar 1 enzalutamide.

KdBe emcoloppévo pe Aentd vpévio diokio Xtandi 40 mg nepiéyer 40 mg enzalutamide.
KéBe emcoloppévo pe Aemntd vpévio diokio Xtandi 80 mg mepiéyer 80 mg enzalutamide.

Ta GAL0 GLOTOTIKA TOV EMKAAVUEVOV e AETTO VUEVIO JIOKIWMV Elval:
e [Tupnvag diokiov: YrpopeAroln o0&k nAEKTPIKY], LKPOKPUOTAAAIKT KLTTOPIVY, KOAAOEWES Bvudpo
0&eidto Tov moptriov, KapUeAAOLN VOTPLOUY0G O10GTAVPOVUEVT], LAYVIGLO GTENTIKO
e Emwcdloym diokiov: YrpoueAroln, tdikng, mtoivaibvievoylukoin (8000), titaviov dio&eidio (E171),
ownpov o&eido kitpvo E172

Epg@avien tov Xtandi kol mepieyopeva e 6V6KeLOGi0g
Ta dioxia Xtandi 40 mg sivat kitpva oTpoyyvAd emikaAivppéva pe Aemtd vuévio kat yapayuéva pe to E 40.
Kd&0e wovti mepiéyet 112 diokia og 4 avadimAovpeveg Onkeg, o kuyéleg TV 28 diokinv €kaoTtn.

Ta drokio Xtandi 80 mg sivar kitpva ofdd exicadlvppévo pe Aemtd vpévio kot yopaypéva pe to E 80. Kabe
Kkovuti TepLEYeL 56 diokia og 4 avadimAovpeveg Onkeg, o Kuyéreg TV 14 diokimv £KaoTn.

Karoyog Adsrog Kvkhogopiog ko Iapackevoostic

Astellas Pharma Europe B.V.
Sylviusweg 62

2333 BE Leiden

OAovdia

I"o omoladnmote TANPOPOPiN GYETIKA LE TO TAPOV PUPLAUKEVTIKO TPOTOV, mapakareicOe vo arcuBuvieite
67OV TOTIKO avTimpocmno Tov Katdyov e Adsiag Kukhopopiag:

Belgié/Belgique/Belgien Lietuva

Astellas Pharma B.V. Branch Biocodex UAB

Tél/Tel: + 32 (0)2 5580710 Tel: +370 37 408 681
Buarapust Luxembourg/Luxemburg
Actenac ®apma EOO/] Astellas Pharma B.V.Branch
Temn.: +359 2 862 53 72 Belgique/Belgien

Tél/Tel: + 32 (0)2 5580710



Ceska republika
Astellas Pharma s.r.o.
Tel: + 420 221 401 500

Danmark
Astellas Pharma a/s
TIf: + 45 43 430355

Deutschland
Astellas Pharma GmbH
Tel: + 49 (0)89 454401

Eesti
Biocodex OU
Tel: + 372 6 056 014

EALGoa
Astellas Pharmaceuticals AEBE
TnA: + 30 210 8189900

Espafa
Astellas Pharma S.A.
Tel: + 34 91 4952700

France
Astellas Pharma S.A.S.
Tél: + 33 (0)1 55917500

Hrvatska
Astellas d.o.o.
Tel: + 385167001 02

Ireland
Astellas Pharma Co. Ltd.
Tel: + 353 (0)1 4671555

island
Vistor hf
Simi: + 354 535 7000

Italia
Astellas Pharma S.p.A.
Tel: + 39 02 921381

Kvzpog

Astellas Pharmaceuticals AEBE
EM\Gdo

TnA: + 30 210 8189900

Latvija
Biocodex SIA
Tel: + 371 67 619365

Magyarorszag
Astellas Pharma Kft.
Tel.: +36 1 577 8200

Malta
Astellas Pharmaceuticals AEBE
Tel: + 30 210 8189900

Nederland
Astellas Pharma B.V.
Tel: + 31 (0)71 5455745

Norge
Astellas Pharma
TIf: + 47 66 76 46 00

Osterreich
Astellas Pharma Ges.m.b.H.
Tel: + 43 (0)1 8772668

Polska
Astellas Pharma Sp.z.0.0.
Tel.: + 48 225451 111

Portugal
Astellas Farma, Lda.
Tel: + 351 21 4401300

Romania
S.C.Astellas Pharma SRL
Tel: + 40 (0)21 361 04 95 /96 /92

Slovenija
Astellas Pharma d.o.o.
Tel: + 386 14011 400

Slovenska republika
Astellas Pharma s.r.o.,
Tel: + 421 2 4444 2157

Suomi/Finland
Astellas Pharma
Puh/Tel: + 358 (0)9 85606000

Sverige
Astellas Pharma AB
Tel: + 46 (0)40-650 15 00

United Kingdom (Northern Ireland)

Astellas Pharma Co., Limited
Tel: +353 (0)1 4671555

Free call from Northern Ireland: 0800 783 5018

To mapév pvAlo 0dNYLOV xpRoNS avabempOnke Yo TELEVTOiIO Popd Tov 04/2022.



Agmtopepeic TAnpopopieg yia 1o PappoKo avtod gival dabéoyeg oto diktvaxod tomo tov Evponaikon
Opyaviopov dappdrov:_http://www.ema.europa.eu.



http://www.emea.europa.eu/
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