DVLAo 0oLV ypriong: [IAnpoopics yia Tov acOeviy

Xtandi 40 mg emkolvppéva pe AeTTé VPEVIO droKin
Xtandi 80 mg emkolvppéva pe AeTTé VPEVIO SroKin
enzalutamide

A doTe TPOGEKTIKA 0ALOKANPO TO GUALO 00N YLAV YP1)ONG TPV UPYICETE VA TAIPVETE GVTO TO

QPaPHOKO, O10TL TEPIAAUPAVEL CNUAVTIKEG TANPOPOPIES YU GUGS.

- dvrdEte avtd TOo PUALO 0dNYIBY Yprions. Towg ypelootel va to duPdcete Eavd.

- Edv éxete mepartépm amopiec, potriote TOV Y0TpOd GOC.

- H cvvtayn ya avtd 1o papproako xopnyndnke amokAEIGTIKG Yo 60G. Agv TPEMEL VO ODGETE TO
QapuaKo o€ GAAovc. Mmopel va Tovg TPOKAAEGEL PAALT, OKOLO KoL OTOV TO GUUTTOUATO TG
acBéveldg Toug givon 1010 pLe ToL KA Gag.

- Edv mopatnpnoete kKamowo avemBOUNTN EVEPYELD, EVILEPMGTE TOV YITPO GOG. AVTO 1GYVEL KO Yol
Kkd0e mBavr| avemBountn evépyela mov dev avaPEPETAL 6TO TAPOV PUALO 00NV Ypriong. BAére
napdypapo 4.

T wgpréyer To mapov @OALo 00N YIOV:

T eivon to Xtandi kon o givo 1 gprion Tov

T mpénel va yvopilete npv mapete 1o Xtandi

g va mépete to Xtandi

[MBavég avemBOunteg evépyeteg

[og va puidoocete to Xtandi

[Tepreydpeva tng cuoKeEVOGING Kot AOITEC TANPOPOPiEg

ocoukrwppE

1. T givar To Xtandi kot wowa gival 1 yprjon Tov

To Xtandi mepiéyet ™ dpaotiky ovoio enzalutamide. To Xtandi ypnoomroteitat og evilikeg Gvopeg Yo T
Bepaneio TOL KAPKIVOL TOL TPOGTATN TTOL dEV AVTATOKPIVOVTAL TAEOV G Bgpameio GTEPTONG AVOPOYOVOV.

Mog dpa to Xtandi

To Xtandi givat £vo @appako mov dpa AvAcTEALOVTOG T SPACT] OPLOVMV IOV OVOUALOVTOL 0VEPOYOVa
(6mwg M TecTtooTEPOVT). ME TOV OMOKAEIGHO TV avdpoydvmv, 1| enzalutamide cTapotd Tnv avartuén Kot
dwipeon TV KapKIVIKOV KUTTEP®Y TOL TPOGTATY.

2. T npéner vo yvopilete Tpwv wapete To Xtandi

Mnyv aapete To Xtandi

- Ye mepintwon aAlepyiog otny enzalutamide 1 o€ omo10dNTOTE GALO OO TOL GLGTATIKG AVTOV TOVL
QOPUAKOL (OVAPEPOVTOL GTHV TOPAYPOPo 6).

- Y mepintwon mov giote £ykvog 1 mov pumopei va peivete Eykvog (PAéne «Kbdmon, Onlaouog kot
YOVILOTNTO)

IIpo£1d0TONGELS KOl TPOPVAGEELS

Emiinmrikég kpioeig

Enimmtikég kpioeg avapépOniay oe 5 dropa yio kabe 1.000 dropa mov Emarpvay Xtandi kol oe Aydtepo
amo évo dropo yio kabe 1.000 dropa mov Emarpvay €ikoviko eappoko (BAére , «AAko eappaka kot Xtandi»
7O KAT® Kot TV wopdypapo 4 «ITBavég avemBounteg evépyeleg»).

Edv maipvete kdmowo pdappoko mov pumopel vo TpokaAEsel EMANTTIKEG Kpioelg 1 Tov pmopel vo avEnoet tny
evatstnoia yo emdnmtikég kpioeig (PAéne «Alho gappaka kot Xtandi» mapakdto)

Edv mopovcidoete emAnmtikn kpion Katd T dudpkelo tng Oepaneiog:



Emokepteite Tov yiotpd cog 10 cvvropotepo duvatov. O yuorpog cag B anopacicet edv Tpémet va
otopatioete vo maipvete to Xtandi.

2Vvdpouo omichog avaotpéyung eykeparomddeias (PRES)

"Exouv avapepbet ondvieg avapopég tov PRES, o omdvia, ovastpéyin KatdoTooT Tov EYKEQPAAOV, G
acBeveic mov Elofav Oepancio pe Xtandi. Av éyete onocpode, EXBEIVOCT TOVOKEPAAOV, GOYYLOT, TOEA®GN
N Ao TPOPAUOTO OPACT|G, ETIKOWVMVNOTE LE TO YIOTPO GOG TO GUVTOUOTEPO duvaTod (BAEme emiong
mopdypoeo 4 «ITavéc avemBounteg evépyeteoy).

Kivdvvog vémv kapkivev (deutepoyeveic kbpleg Kokonoeleg)
Yrip&av avapopEc Yo vEoug (0evTeEPOYEVEIQ) KOopKivovg, CUUTEPIAAUPOVOUEVOD TOV KOPKIVOD TNG
0VPOAOYOV KHOTNG KoL TOV ToXE0G EVTEPOL o€ aobeveic mov Edafav Bepameio pe Xtandi.

YupPovAELTEITE TO Y10TPO GOG TO GUVTOUOTEPO SVVATO EAV TAPOTNPTCETE CLASL0 YOO TPEVIEPIKNG
awoppayiag, aipatog oto ovpa 1 cuyva ccbdveote enciyovoa avdykn ovpnong otav maipvete to Xtandi.

AmevBuvbeite 670 yoTpd cog Tpv mhpete To Xtandi

- Edv maipvete pdppoxa yo v IpdAnyr Tov oynpatiopov Opopfov aipatog (m.y. Pappoapivn,
GEVOKOVLLOPOAT, KAOTLOOYPEAT))

- Edqv Aappavete ynueobepaneio 6mmg viooeTta&éin

- Edv éyete mpoPAnpata pe To Nroap cog

- Edv éxete mpoPAnpata e Toug VEQPOLG GOG

HopakareicOs va evnpep®oeTe TOV Y1OTPO GOG EAV TAPOVGLAGETE KATOW0 oltd To. akOAovOaL:
Ono1ecdNmOTE KATUOTAGELG TNG KOPOIAG 1 TOV LOPOP®V OYYEIDV, CUUTEPIAAUPOVOUEVOV TOV
npoPAnpdrov tov Kapdiakov puBrov (appubuia), | ebv AapPavete Bepameio pe PappLaka Yo OVTES TIG
kataotdoets. O kivouvog eppdviong tpoPAinpuatmv mov oyetiCovron pe Tov kapdiokd pudud pumopet va
avénbei 6tav ypnopomoteite To Xtandi.

Ye nepintwon aAdepyiog otny enzalutamide, avtd pmopel va £xel wg amotéleopa TPRELLO 6TO TPOCHOTO,
otn YAMbooa, 670 ¥eilog 1 To Aaud 1 éva eEavOnua. Xe tepintmon arlepyiog otnv enzalutamide 1 og
OTOL0ONTOTE GALO OO TOL GUGTATIKA CLTOV TOV PAPUAKOL, PNV Tapete To Xtandi.

Eév kémowo a6 10 mapandve woyver yio e6dc 1 dgv eiote oiyovpol, amrevBuvleite oto Y0Tpo cOg TPV
napeTe TO PAPRAKO AVTO.

Howord xar £épnpor
To @dppaxo avtod dev Tpémet v AapPaveror amd mood Kot pnfoug.

Al eappoxa kon Xtandi

Evnpepdore 10 yiotpd cog edv maipvete, £xete TpoOc@ata mApeL 1) pnopel va mhpete GAla edppaxa. [Ipémet
va yvopilete ta ovopata Tov eapudkmyv mov maipvete. Kpatnote pio AMiota amd avtd yo va ta dgiyvete oto
YTpd GOG OTOV GOG GLVTOYOYPAPOVV £va VED Papuako. Agv TPENEL VoL APYIGETE 1) VO CTAUATICETE VOL
Aoppdvere 0mo100MTOTE PAPLAKO TPOTOV EMIKOVAOVIGETE LE TO YIOTPO TOL GG GLVTAYOYphPNce To Xtandi.

Evnpepdore 10 yiotpd cog dv maipvete omolodnmote amd o akodrovba edpuaxo. Otav Aappdvovtat
Tavtdypova pe to Xtandi, avTd To PAppoKa pTopel va vENGOVY TOV KIVOUVO EMANTTIK®V KPIGEWDV:

- Optopéva pdppoka Tov ypnoyomoovvtat yio T Bepameia Tov dobpatog Kot ALY
TVELUOVOTAOEIDV (.. AUVOPLAAIVY], BE0QULAALVT),

- Ddappaka TOL YPMGYLOTOLOVVTAL Yo TN Bepameio OPIGUEVOV WYOYLOTPIKOVY SloTapadV OTmG M
KkatdBlym ko n oylloepévewn (m.y. kKholamivn, ohavianivn, piomepdovn, {impacidovn, fovmpomidvn,
AMB10, YAwporpopalivn, pecopdalivn, Betopdalivr, aputpurtvorivn, decupapivr, do&emivn,
YWIpOpiv, pompoTidivy, wptalomivn),

- Opiouéva edppoka yio tn Oepomeio Tov TOVoL (T.y,. TeBdiv).

Evnuepdote 10 y1atpd cog edv Taipvete Ta akOAovBo pappaKa. AVTA To EAPULOKO LTOPEL Vo ETNPEACOVY
™ Opdon tov Xtandi, 1] to Xtandi pmopet vo ennpedoet T SpAct aVTOV TOV QOPUAK®V.



Av16 TepAapPavel OpIoUEVO PAPLLOKO TTOV YPTCLOTOLOVVTOL Y10

- Meiwon g yoAnotepding (w.y. yeueppoliin, atopPactativn, ciupactativn)

- Ogpameio Tov TOVOV (.. POVTOVOAN, TPOUASOAN)

- Ogpaneio TOV KapPKivoy (m.y. kapmalito&én)

- Ogpancia tng entinyiog (m.y. kapPopalenivn, Khovalendun, eovotoivr, Tpyudovn, BaArpoiko o&H)

- Oepameio OPIGUEVOV YOYIATPIKOV Sl0Tapay®mV, OTMG coPapd dyyog 1 oxioppévela (m.y. dalemdpun,
pdaoldun, oAomePIdOAN)

- Oepamneio TV doTopay®dv VIVoL (T.y. (OATIOEUN)

- Avtipetdnion kapdakmdv Tadncemv 1 Lelmwon tng aptnplakng tieong (m.y. Pioomporoin, dryo&ivn,
dutaéun, eehodumivn, vikapdimiv, vipeduniv, TPoTpavoroAn, Bepamaptiin)

- Oepamneio coPapdv vocmv mov oyetilovtar pe ereypovn (m.y. deEapebalovn, mpedviloddvn)

- O¢epamneio g HIV Aolpwéng (ww.y. wdwapipn, prrovafipn)

- Oepamneio TV Paktnplokdv Aopnasemv (T.y. kKhapidpopvkivn, do&ukvkAivn)

- Oepamneio TV dwTapay®dv Tov Bupeoedoig (m.y. Aefobvpoivn)

- Ogpaneia Tng ovpikng apbpitdog (.. Kokyikivn)

- Ogpancia Stotapay®dv Tov oTopdyov (w.). opempaloin)

- ITpoANY”N KopdakdV TabBNCEDVY 1| 0y YELKOV EYKEPUMK®V ENEIG0di0V (eTeEeMKN dafryatpdvn)

- [TpoANy”M amdppiyng opyavov (7). TaKPOALLOVS)

To Xtandi evdéyetan va aAANAETIIPAGEL UE OPIGUEVO. PAPLLAKO TTOV XPNOLOTO0VVTAL Yia. TN Bepaneio Tmv
TPOPANUATOV TOV KapdloKoD puOUOD (T.). Kvidiv, TPOoKAiVaUIdN, apmdapdvn Kot GoTahoAN) 1) VO Tl
va o0vENoet Tov Kivouvo gpeaviong TpofAnUAT®V Tov Kapdiakoh puBpod dtav ypnoLoToteiTol e OPIGUEVA
Al pappaka [Ty, pebaddvn (xypnoonoteitot yio TV ovakoHeLoT ToL TOVOL Kot yio TV 0moto&ivmon
and vapkoTika), po&ipro&acivn (éva avtifloTikd), aviyvymotkd (xpNoonToloHVToL Y10, GORapPES YUYIKES
acbéveieg)].

Evnpepdorte 10 yiotpd cog 6v maipvete KAmolo amd To @APLOKA IOV avapEépovial Tapandve. H d6om tov
Xtandi 1] T@v dAA®V @apudKoVv Tov Taipvete umopel vo xpelootel va aAAGEoLV.

Kinon, Onhaopoc ko yovipdtnra

- To Xtandi dgv apoopileTar yra ypon 6€ yovaikes. Avtd 10 AappaKo propet va tpokaiéost BAASn
010 ayévvnto moudi 1 mbavn amofoin edv AneOet amod yuvaikeg mov glvar £ykvec. Agv mpénet va
Aoppdveror amd yovaikeg mov glvan £yKveg, mov pmopet va petvouvv €ykueg, 1 mov Onadlovv.

- To @dppaxo avtd Bo pTopovGE EVOEYOUEVMS VA EXEL ETIOPACT) OTNV OVOPLKT] YOVILOTNTA.

- Edv éyete oeEovalikn emaon pe yovaika Tov pmopet vo petvel £yKoog, Yp1CILOTOMGTE TPOPVAUKTIKO
Kot pio emMmTAEOV amoTeEAEGLOTIKT HEBOOO OVTIGUAANYTG, KaTA TN d1dpKela TG Bepameiog Kot Yo
3 pveg petd  Bepancio pe avtod To pappako. Edv £xete oeEovolikn eman| e £yKvo yovoika,
YPNOUYLOTO|GTE TPOPVAAKTLKO Y10l TNV TPOGTAGIO TOV AyEVVITOL TodL0V.

- O1 yuvaikeg ppovtiotég fAEmovy v mapdypaeo 3 «Ilog va mapete o Xtandi» yo yeipiopd kot

xpnon.

001yN 01 KO YEPICROS PNYAVI|LATOV

To Xtandi gvdéyeton va £xel p€Tpila ENIOPACT] GTNV IKOVOTNTA 0O1YNONG KOL XEIPIGLOD UNYOVUAT®V. XE
acBeveic mov AapPavovv Xtandi £yovv avapepOel emAnmriké kpicelg.

Edv égete vynAoTEPO KIVOLVO EMANTTIKGOV KPIGEOV ETUKOWVMOVIOTE LLE TOV YIOTPO GOG.

3. Iog vo napete o Xtandi

[Tédvtote va maipvete To PAPUAKO OLTO OVGTNPE GOUPOVO, LLE TIG 001 YieS TOV YoTpo¥ cag. Edv £yete
apPories, pOTNOTE TO YTPO COG.

H ocvvictopevn d6om etvar 160 mg (téocepa emkadvppéva pe Aemtd vpévio dtokio tawv 40 mg 1 600
emKaAvppéva e Aemtd vuévio dtokio Tov 80 mg ) mov AapPdvetar Ty 1o dpa pio opd Ty Nuépa.



ANy tov Xtandi

- No Kotamivete To LOAOKE Koyakio OAOKATpa LE VEPO.

- Mn pocdrte, S10ADETE 1 OVOTYETE TO LOAOKE KOAKLO TPV TNV KOTATOGT.

- To Xtandi umopei va Aappdvetar pe 1 xopic tpoemn.

- To Xtandi dev mpémet va to yepilovron Al dtopo eKTdC 0o TOV AGOEVT] Kol TOVG PPOVTIOTEG TOL,
KoL €101KA 0L yuvaikeg mov givon 1) pmopet va, peivouv €ykuec.

O ywtpdg oag umopel emiong va 560G cVVTAYOYPAPNGEL GAla. Pdpuaka evd maipvete To Xtandi.

Eav napete peyorvtepn 06on Xtandi amwd v Kavoviki

Edv mépete meplocoTepa S10Ki0 Ao QUTA TOL GG EYOVV CLVTAYOYPAPNOEL, CTAUNTNOTE VA TAIPVETE TO
Xtandi kot EMKOV®VIAOTE UE TO YTPO Gag. Mropeite va £xete avénUévo Kivouvo ETANTTIKGV KPIGE®DVY M
GAAEG avemBouNTEG EVEPYELEG.

Eav Eeyaoete va mapete To Xtandi

- Edv Egyxaoete va mdpete to Xtandi T cvvnbiopévn dpa, mhpte T cuviOn 6001 oog aUES®S LOALS TO
BounBeite.

- Edv Eeydoete va mapete o Xtandi yio oAOKANPT TNV NUEPW, TAPTE TN GLVNON 0OCN Gag TNV EXOUEVN
nuépa.

- Edv Eeydoete va mapete o Xtandi yio meptocoTEPO 0nd pio NUEPA, EMKOWVMOVIGTE LE TO YTPO GOg
apECMG.

- Mnyv ntépete Surhi] 6061 Y10 Vo, AVOTANPOGETE T 00T ToL EEYACATE.

Eav ectopoticete va naipvere o Xtandi
Mn otopatiGETE Vo TOPVETE 0VTO TO PAPLOKO EKTOG €4V GOG TO TEL O YATPHG GOG.

Edv éyete meprocoTEpEg EPOTNOELG TYETIKA LLE TN YPTOT] CLTOV TOL POPHAKOV, POTNOTE TO YITPO GOG.

4. MBavéc avemBOunTeg evépyereg

Onwg dha ta pappoka, £T61 Kot dLTO TO PAPUOKO UITOPEl Vo TPoKaAESEL avemBOUNTES EVEPYELEG, AV KOl OEV
Tapovclaloviol e OAOVS TOVG avBpdOTOVC.

Eminntikég kpioeig
Eniinrnrikés kpioelg avapépbnkav o nepinov 5 dropo yio kabe 1.000 dropo mov Eranpvay Xtandi kot g
Myotepo amd €va dropo yuo kabe 1.000 dropa mov Emaupvay KOVIKO GAPLAKO.

O emmtikég kpioelg etvon mo mboavég, edv TApeTe PLEYOADTEPT OO TN GLVIGTMUEVT OOGT AVTOD TOL
papudrkov, qv Taipvere opiopéva dala eappoka, 1 edv £xete VYNAGTEPO TOL GLVNBOVG KivdLVo epPdviong
EMUMTTIKNG Kpiong.

Edv &gete pio eminmtiki) Kpicr), EMOKEPTEITE TO Y10TPO GAG TO CLVTOUOTEPO dvvatov. O YTpdS cag Ba
amoPacicel v TPENel va oTopatioste va maipvete to Xtandi.

YOvépopo omicOwng avasTpiyung eyksporonddciog (PRES)

"Exovv avapepOel omdviec avapopés tov PRES (umopel va emnpedoovy €émg 1 ota 1.000 dropa), po ordvia,
AVOOTPEYIUTN KOTAOTOOT TOL EYKEQALOV, o€ aobeveic mov éhafav Bepameio ue Xtandi. Av éyete omaouong,
eMOEIVOON TOVOKEPEAOL, GOYYLOT, TOPAWOOT 1] AGAAN TPOPALLOTO OPOCTG, EMKOWVMVIOTE LE TOV YIOTPO GO
TO GLVTOUOTEPO dLVATO.

Addeg mBavég avemOBounTeg evépyereg mepriapfdvouv:

IToAd cuyvég (umopel va ennpedost Teptocdtepovg omd 1 ota 10 droua)
Kovpaon, ttdon, onacpuéva 0otd, eEQYELS, DYNAN opTNPL0KT Tieon

Yuyvég (umopei va emmpedoet éo¢ 1 oto 10 dtopa)



IMovoképarog, aicOnua avnovyiog, Enpodeppia, Kvnouds, Suokolio GTNY ATOUVIUOVELGT], ATOPPOEN
apTNPIOV oTNV Kopold (1oyoykn kapdomddeia), peyéBuvon Tov LoeTOV 6ToVG GVOPES
(yovaukopaotia), COUTTOHO GLVIPOLOV OVIIGLY®V OV (U1, AVEEEAEYKTN AVAYKN KivNong HEPOLS
TOV GOWATOG, GVVIOMG TOL TOd10V), EAUTTOUEVN CLYKEVTPMGT], EXNPEACUEVT] LLVIUN

'Oyt ovyvég (umopel va emmpedoet éo¢ 1 ota 100 dropa)
YevdarsOnoeig, SuGKOAIN GTIV KOVOTNTA Vo, OKEPTESTE KBOPd, YOUNAOG aptOUOC AEVKOKLTTAP®OV

Mn yvootég () cuyvotnta dev pmopet vo ektiun el pe faon ta dSabéoa dedopéva)
Mvaiyio, poikoi oracpotl, poikn advvapio, ooeuaAyia, LetafoAiés 6To NAEKTPOKAPIIOYPAPT|LA
(mopdraon Tov dwotnuatog QT), otopayikéc dotapayts CLUTEPIAAUPOVOUEVOY GUUTTOUATOV OTWG
aicOnpo adwbeoiag (vovtia), e£avOnua, adrobecio (HeETOG), 0idNUO TPOGHOTOL, YEMDY, YADCGCOG
KoM TOV Aapod, peimon Tov apometoliov (1 omoio owEAveL TOV Kivouvo aloppayiog 1 ELeAvIong
LOADTTOV), d14ppota

Avo@opa avem@iunTmv gvepyerdv

Edv mopatnproete Kamowo avemBOUNTN EVEPYELD, EVILEPMDGTE TO YTPO GOG. AVTO 1oYVEL Kot Yo kafe
mOavr| avemBOUNTY EVEPYELQ TOV OEV OVOPEPETOL GTO TOPOV PUALO 0dNYIDV Ypriong. Mmopeite eniong va
avapépete avemBounteg evépyeieg anevbelog (Yo Aentopépeleg avoTpéste mapoKaTm). MEom TNg avapopag
avemfBounTOV evepyeldv uropeite va fondnocete 6T GLAAOYY TEPIGGOTEPMV TANPOPOPLDY GYETIKA LE TNV
OCQPUAELD TOV TOPOVTOG POPHAKOV.

EALGoa

EfBvucog Opyaviopoc @appdxov
Mecoyeimv 284

GR-15562 Xolapyog, AbBrva
TnA: + 30 21 32040380/337
dag: + 30 21 06549585
Iotétonoc: http://www.eof.gr

Kvnpog

Dappokevtikég Ynnpeoieg
Yrovpyeio Yyelog

CY-1475 Asvkooia

TnA: +357 22608607

dog: + 357 22608669
Iototonoc: www.moh.gov.cy/phs

5. Iog va gvidocste To Xtandi

To @dpuaxo avtd TPEMEL va PLAACGGETOL GE LEPT) WOV OgV TO PAETOVV KoL OV TO POAVOLV T TOOAL.

Noa pun xpnoyLonoteite ovtd T0 PAPHOKO LETE TV UEPOUNVia ANENG TOV OVOPEPETOL GTNV AVASITAODUEVT
0Nk omd xaptovi kot to eEmtepkd kovuti petd t AHZEH. H nuepounvia Anéng eivar n tedevtaio nuépa tov
U1VO, TOL oVoQEPETOL EKEL.

To @appaxevtiKo avtd Tpoldv dev amartel Witepeg cuvinKeg EOAAENS.

Mnv metdite @APLLOKO GTO VEPO TNG AMOXETELONG 1| GTA OKIOKA amoppippato. Potote Tov @aplokonold

00 Y10 TO TMOG VO TETAEETE T PAPLLOKA TOV OgV ypnoionoteite mo. Avtd ta pétpa o fonbicovv otnv
TPOGTAGi0 TOV TEPPAALOVTOC.

6. Mepreydpevo ™S 6VOKEVAGING KOl LOITES TANPOPOPiES


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

T wepréyer o Xtandi

H dpaotikn oveio eivar ) enzalutamide.

Kabe emcorvppévo pe Aemntd vpévio diokio Xtandi 40 mg nepiéyet 40 mg enzalutamide.
Kabe emcoroppévo pe Aemtd vpévio diokio Xtandi 80 mg nepiéyet 80 mg enzalutamide.

Ta GAA0 GVGTOTIKG TOV ETKOAVUEVOV e AETTO VUEVIO dloKimV glival:
o [Tupnvag diokiov: YrpopeAholn ok nAekTpiki], MKPOKPLGTOUAAIKY] KUTTOPIVY], KOALOEWES AvLOpO
0&eidto Tov moptriov, KapueALOln VaTplovyog S10.6TAVPOVLEVT, LOYVIOL0 GTEATIKO
o Enucdioym diokiov: YpopeAddln, Tarkng, mtoivaibuievoylokdin (8000), Titaviov dio&eido (E171),
ownpov o&eido kitpvo E172

Avto 10 Papproko mepEyel Aydtepo amd 1 mmol vatpiov (Aydtepo amd 23 mg) avd emkalvpUpévo pe Aemtd
vUéVio d1okio, SnAad| OVCICTIKA Eival «eAevBepo vaTpiovy.

Epeavien tov Xtandi kou epieopeva TG 6VOKEVOGIOG
Ta diokio Xtandi 40 mg givon kitpva 6TpoyyvAd emkodvppéva pe Aentd vuévio kat yapaypéva pe to E 40.
Kd&0e kovti mepiéyer 112 diokia og 4 avadumlovpeves Onkec, o€ Koyéreg TV 28 diokinv EkaoTt).

Ta diokio Xtandi 80 mg givon kitpva ofdA emcaivppévo pe Aemtd vuévio kat yapaypéva pe to E 80. Kabe
KouTi ePLEYeL 56 dokia o€ 4 avaduthovpeveg OMkeg, o€ kKuyéreg Tv 14 diokinv Ekaot.

Kdéroyog Adsrag Kukhogopiog ko [lapackevaostig

Astellas Pharma Europe B.V.
Sylviusweg 62

2333 BE Leiden

OALavdia

IMo omodnmote TANPOPopia CYETIKA LE TO TOPOV PUPULOKEVTIKO TPOoidV, mapakaieiches va arevbuvleite
61OV TOTKO avTurpocwno Tov Katdyov g Adsiog Kukhogpopiag:

E\Ldda
Astellas Pharmaceuticals AEBE
TnA: + 30 210 8189900

Kvnpog

Astellas Pharmaceuticals AEBE
EM\Gdo

TnA: + 30 210 8189900

To mapov vilo 0dNYLAOV YpoNs avadempnOnke Yo Tedsvtaio popd 01/2021

Agmtopepeic TANpoPopieg Yo 1o ApHOKO VT givol Staféceg 6TO dKTLOKO TOTO ToV Evpmmaikod
Opyavicpov Ooppdaxmv:_http://www.ema.europa.eu.



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