@viro oonyOv ypiong: IIAnpogopics yia Tov ac0evi)

Xtandi 40 mg koydxkio, poloKd
enzalutamide

AP aoTE TPOGEKTIKG 0AOKANPO TO QVAAO 0ONYLOV YP1ONGS TTPLY UPYIGETE VU TAIPVETE AVTO TO

QPapROKO, O10TL TEPLAAUPAVEL CNUAVTIKES TANPOPOPIES Y10 GOG.

- DvLaETE 0VTO TO PUALO 00N YLOVY Yprionc. Towg ypelaotel va to dafdcete Eavd.

- Edv éxete meportépw amopieg, p@TNOTE TOV Y1OTPO GOG.

- H ocvvtayn yio ovtd 10 ¢appoKo xopnyndnke amokAeloTikd yio 6ag. Agv TPEMEL VO SDGETE TO
@Aappako o€ AAAOVG. Mmopel Vo Tovg TPOKAAEGEL PAAPT], OO0 KOl OTOV TO GUUTTOLOTO TG
0o0éveldg Toug gival 101 e ta O1Kd GoC.

- Edv mapatnprioete kdmola avemBountn evépyela, EVUEPMOTE TOV YIOTPO GAG. AVTO GYVEL KOl Yo
Kké0e mBav avemBOUNTN evépyela TOV Oev AvaPEPETAL 6TO TaPOV PUAAO 0ONYIDV Ypriong. BAémre
Topaypapo 4.

T egpréyeL To TaPOV UALO 0ONYLOV:

T eivon to Xtandi ko ol givat 1 ypron Tov

T mpénet va yvopilete Tpv tapete 1o Xtandi

Idg va mapete to Xtandi

[TBavég avemBounteg evépyeteg

[Mog va puidooete To Xtandi

[epreyodpeva e cuokevLATing Kot AOUTEG TANPOPOpPLeS

ocouprwNE

1. Th givan To Xtandi kon wora givan 1 yp1o61 TOVL

To Xtandi mepiéyel T Spaoctikni ovsio enzalutamide. To Xtandi ypnoiponoteiton 6 eVAAIKES GVOpPES Yo TN

Oepameio TOL KapKivov TOL TPOGSTATN O 0TTOI0G:

- Aegv avtamokpivetar TAéov og oppovobepamneia 1 xeypovpyikn| Bepaneia yio n peiwon g
TEGTOGTEPOVIG

'H

- 'Eyxer e&omhwbei og G PEPT TOV CAOUATOG KOL AVTATOKPIVETAL GE Oppovobepameia 1| XEPOLPYIKN
Bepaneio yio T pelwon g Te6TO0TEPOVNG.

IIog dpa To Xtandi

To Xtandi givot éva @AaproKO TOL dpa OVACTEALOVTOG TN dpdon OppHoV®Y OV ovopalovtal avdpoyova
(6mwg n tectootePOVN). Me TOV OmOKAEIGHO TV avOpoydvmv, 1 enzalutamide otapatd tnv avamtuén Kot
dlaipeoT TOV KOPKIVIKOV KUTTAP®OV TOV TPOCTAT).

2. Tvpémer va yvopilete npv mapete To Xtandi

Mnyv napete To Xtandi

- Ye mepintmon adhepyiog otnyv enzalutamide 1 6€ omo100MmOTE GAAO OO TOL GLGTATIKE CLTOV TOV
QopudKxov (avapépovial 6TnV mapdypago 6)

- e mepinton Tov gioTte £YKVog 1 oL popel va peivete £ykvog (PAéme ‘Komon, Onhaopog Ko
YOVILOTNTA )

IIpog1domTou|6ELS KOl TPOPUAGEELS

Enunmrucég xpioeig

Emniinntwcég kpioeig avapépnkay oe 5 dropa yia kébe 1.000 dropa mov énapvav Xtandi kot og Aryodtepa
amo 3 dropa yio kéOe 1.000 dropo mov Ematpvay ewkovikd eapuako (PAére ‘Al eappaka kot Xtandi’
TOPOKATO Kol TNV mapdypoeo 4 ‘Ihibavéc avemBounteg evépyeieg’).

Edv maipvete kdmolo @Aaproko Tov UTopel vo TPOKAAESEL EMANTTIKEG KPIGELG 1] TOV UTOPEL Vo avENGEL TNV




evatodnoia yio emAnmticég kpioeig (PAEne “Alda edpuoxo kot Xtandi’ TopoakdTm).

Edv mapovcidcete emAnmtiky kpion katd m ddpketo g Oepaneiog:
Emokegteite Tov yuotpd 6og 10 cuvtopdtepo duvatdv. O yotpog cog Ha omoeocicet edv mpénet va
otapotnoete va maipvete to Xtandi.

Zovdpopo omichiog avactpéyiung eykeparorddeag (PRES)

"Exovv avaeepbei omdavieg avapopég tov PRES, pio omdvia, avacTtpéyipn KatdoTooT ToV EYKEPAAOV, GE
acOeveic mov Ehafav Oeponeio pe Xtandi. Av €yete onacpolc, endeivioT TOVOKEPALOV, GVYYLGT, TOEAMGON
1 GAAa TpofArLata OpacTg, EMKOIWVMOVIOTE LUE TO YIUTPO GaG TO cLVTOUOTEPO duvatd (BAéme emiong
napdypoeo 4 «[Tbavég avemBounteg evépyeteo»).

Kivduvoc vémv kapkivav (devtepoyeveic kbpleg kakorfeies)
YmAp&ay avapopEég Yo vEoUG (0EVTEPOYEVEIC) KOPKIVOVS, CUUTEPIAUBOVOUEVOD TOV KOPKIVOL TNG
0VPOAOYOL KHGTNG KOl TOV TaXE0G EVTEPOL o€ aobeveic mov Ehafav Bepaneia pe Xtandi.

Yvupovievteite 10 Y10TpO GO TO GLVTOUOTEPO dVVATO EGV TAPATNPNCETE CNUASIO. YOOTPEVTIEPIKNG
alpoppoyiag, aiportog ota ovpa 1 cuyva aicbdveote enclyovoa avdykn ovpnong 6tav waipvete to Xtandi.

Amegvboveite oto yatpd cag mpwv mapete to Xtandi

- Edv maipvete @dpuaxa yio v TpdANyYN To0v oynraticpo 0poupav aipatog (m.y. fapeapivn,
O.GEVOKOVLLOPOAT], KAOTLOOYPEAT))

- Edv Aappdvete ynueobepaneio 01mg viooetaédn

- Edv &yete mpofAnuata pe To Nap GOG

- Edv &yete mpoPfAnuata pe Toug veppoc 6og

Hopakareiche va eveEPDGETE TO Y1ATPO COG EAV TOPOVGLAGETE KATO10 Ao To. akOAovOa:
Ono1ecdMmOTE KATUOTAGELS TNG KAPOLAG 1] TOV OHOPOP®V aYYEI®V, CUUTEPIAAUPOVOUEVOV TOV
TPOPANUATOV TOV Kapdiakod puouov (appvbuia), | edv Aapupdvete Bepameio Le PAPLAKA Y10 AVTES TIC
kataotdoels. O Kivovvog epeaviong TpoPfAnudtomv mov oyetilovtal pe Tov Kapdtako puiud uropei va
avénbei dtav ypnoyonoteite to Xtandi.

Y mepintoon aAlepyiag oty enzalutamide, avtd umopei va el og anotéleopo TpREWO 6T0 TPOCOTO, 6TN
YA®oG0, 670 YeiAog N To Aaud 1 éva e&dvOnpua. Xe mepintoon aAlepyiog oty enzalutamide 1| oe
0TOLOIMTOTE AAAO OO TOL GVGTATIKG AVTOV TOV POPUAKOV, PNV Tdpete To Xtandi.

YoBapd deppaticd eEGvOnIa 1| amOAETIOT TOV SEPUATOC, PADKTOIVEG KON TANYEG GTO GTOUO EYOVV
avapepbel e oxéon pe ) Beponeio pe To Xtandi. Zntiote apéomg wtpikn fondeia edv TapatnpioeTe
KOO0 0O OVTA TOL GUUTTMLLOTO.

Ed&v kamowo and to mapamdave eyl Yo £64c 1 0€v gioTe oiyovpol, anevBuvlseite 6To YiaTpd cog TpLv
TaAPeTE TO PAPUOKO CVTO.

Hoora kor £éenpor
To pappako avtd dev mpénet va AapPdvetal oamd Todid Kot Eprouc.

Ao @appoxo ko Xtandi

Evnuepaote to yuotpd cag edv maipvete, Exete mpdopata mdpel | uropel va mapete GAAa papuaka. [Ipémet
va yvopilete Ta ovopota TV eopudKov mov maipvete. Kpatote pio Moto amd avtd yio vo To dglyveTe 6T0
YTpd GOG OTOV GO GLVTAYOYPUPOVY EVa VEO PAPLLOKO. Agv TPENEL VO OPYIGETE 1| VO GTOUOTGETE VOl
AopPdavete 0mO100NTOTE PAPLOKO TPOTOV EXIKOVOVIGETE LE TO YIOTPO OV GO GLVTOYoYypdence To Xtandi.

Evnuepdote 10 yiatpd cog edv maipvete omolodnmote and o akdiovba eapuaxa. Otav Aappdavoviot
TavToYpova pe to Xtandi, antd T AppoKe UTopel va avENGoVY TOV KIVOLVO ETIANTITIK®V KPIGEDV:

- Opilouéva eAapLOKa TOL YPTCLLOTO0VVTOL Yo TN Bepameio Tov AcOpaTOg Kot GAA®Y
TVELLOVOTIOOEL®DV (T0.). GUIVOQUAAIVT, BE0QULAAIVY),



- DéppoKa TOV YPNCYOTOIOVVTOL Y10 TN BEPUTEID OPIGUEVOV YOYLOTPIK®Y SLOTOPUYDV OTTMG 1
KkatdBAym ko 1 oylloepéveta (w.y. Kholamivn, oloviamivr, piomepdovn, {umpacidovn, Bovmpomidvn,
AlBwo, yAwpompopalivn, pesopidalivn, Betopdalivn, autpurtuoAivn, decurpapivn, do&emivn,
mpapivn, LompoTidivy, uiptalamivn),

- Opopéva pdappoxa yio ) Bepaneio tov novov (m.y. nebidivn).

Evnuepdote tov y1atpd cog edv maipvete Ta akdAovBa appaKa. AvTtd To @ApUaKa LTopEl va nnpedoovy
T dpdon Tov Xtandi, 1| To Xtandi pmopel vo XnpeGoEl T OpACT] AVTOV TOV QUPUAK®V.

Av16 TeptlapPdvel opiopéva EAPLOKO TOV PN GILOTOLOVVTOL Y10

- Meiwon tng yoAnotepding (m.x. yeuepolirn, atopPactativn, cyufactativn)

- Ogpamneio Tov TOVOVL (.. PAVTOVOAN, TPOLASOAT)

- Ogpancio Tov Kapkivov (m.y. kapralita&éln)

- Oepameio tng emInyiag (w.y. kapPapalenivn, Khovalendun, avutoivn, Tpudovn, Paimpoikod o&)

- Ogpaneio OPIGUEVOV YLYLOTPIKOV dtatapaydv, Onws coPapd dyyog 1 oxlloppévera (m.y. dswalemdun,
pdaoAdpn, alomeptdoAN)

- O¢paneia Tov dratapaymv Hrvov (1. COATIEUN)

- AvTipeTOTIoN KOPOl0K®V TadNce®V 1 PEiOT TG apTnplakng Ttieong (w.y. Proompordin, dryoivn,
Sthtialéun, eerodimivn, vikapdutivn, vipeduriv), TpompavoArOAT, epomapiin)

- B¢paneia coPapmv vécsmv mov oyetiCovion pe ieypovn (w.y. degapnedbalovn, Tpedviolovn)

- ®epameio g HIV Aoipwéng (.. wdwapipn, prrovafipn)

- Ogpancio TV Paknplokdv Aopuméewnv (T.y. KhapBpopvkivn, do&vkvichivn)

- Bgpamneio TV dratapaymv Tov Bupeoeldovg (n.y. Aefobvpoivn)

- ®¢pameia TG ovPKNG apBpitidag (m.y. Kohyucivn)

- ®epameio S0TAPOUYDV TOL GTOUAYOV (TT.). opempaloin)

- [Ipdinym kapdlokdv TadNcE®V 1 AYYEWKOV £YKEPUMKOV eMelcodimv (ete&ehkn dafryatpdvn)

- TIpoAnyn amdppryng opydvou (w.y. TaKpOAMUOVS)

To Xtandi evdéyeton va aAANAETIOPAGEL UE OPLOUEVO QAPUOKA TOV YPNOLLOTOI0VDVTAL Yo T Oepaneio, Tov
TPoPANUATOV TOL Kapdlakod puBuov (1.y. Kvidivn, Tpokaivauion, aumdapovn Kol coTaAdin) 1| evogyeTol
va av&NoeL Tov Kivouvo eupaviong TpoPANUATOV ToL KapdlakoD puBuol dtav ¥pnoLomoteital Le optopéva
Al eappoko [Ty, pedaddvn (xpNooTolEiTaL Yo TV aVAKODPLGT TOL TOVOL KO Y10 TNV 0T0ToE VMO
amd vapkoTiKa), po&iproacivn (éva aviiploTikd), aviyvymoikd (xpnoiomotodvToL Yo, 6oBapic Yok
ac0éveied)].

Evnuepdote 10 yatpd 60¢ €0V TOUPVETE KATO10 md T PAPLOKA TOL avapEépovtal topandve. H d6on tov
Xtandi | TOV GAL®V QOPUAK®V TOL TAIPVETE UTOPEL VO, YPELNGTEL VO, AAAGEOVV.

Km]m], Oniaopdég kot yovipotnTa
To Xtandi dgv tpoopiletor yra yprion 6€ yovaikes. Avtd 10 PAPROKO UTopEl Vo TPOKAAESEL PAGST
670 ayévvnto wondi | mbavn amofoin edv Anedei amod yuvaikeg mov eivat £ykvec. Aev Tpémel va
Aappdavetor amo yovaikeg Tov eivat £ykvec, Tov pmopet va peivovv €ykveg, 1 tov Onidalovv.

- To edppaxo avtd Bo pTopoHcoe evOEXOUEVOS VO EYEL ETIOPAOT) GTNV OVOPIKT YOVILOTNTO.

- Edv éxete oeEovokn emaen e yovaika mov Uropel va peivel £yKvog, YpTOLLOTO|GTE TPOPUANKTIKO
Kot pio ETTAEOV amOTEAEGUATIKY HEBOOO AVTIGVAANYTG, KATA TN J1dpKeLn TG Oepameiog Kot Yo
3 unveg petd t Bepamneio pe owtd 10 Pappoko. Eav éyxete oeovolikn emaen pe £€yKvo yovaika,
YPNOUYLOTO|OTE TPOPVANKTIKO Y10 TV TPOGTAGIC TOV AyEVVITOL Tod10V.

- O1 yuvaikeg ppoviiotég BAEmovy v maphypaeo 3 «Ilohg va tapete to Xtandi» ya yeipiopd kot

xpnon.

0o yno1n KoL LEPLGROS PNYAVIILETOV

To Xtandi evdéyeton va éxetl pétpro, enidpacn oTny IKovOTTE 001 YNoNG KOl XEPICUOD UNYOVILATOV. XE
acBeveig mov AapPavovy Xtandi £xovv avaeepbel eminnrikég kpioeig.

Edv €yete vynAdtepo Kivouvo ETIANTTIKGOV KPIGEDV ETIKOVOVIOTE LE TO YIOTPO GOG.

To Xtandi wepréyer copPrroin



AvT6 T0 QappaKko TEPLEYEL 57,8 Mg copPitoing (éva idog caxypov) ava PLAANKO KOYAKLO.

3. Nog va wapete To Xtandi

[Tavtote va maipvete 10 PAPUAKO OVTO AVOTNPE COLPOVA LE TIG 00N YiES TOV YLoTpoV coc. Edv éxete
apeBoriec, pOTNOTE TO Y1IOTPO COG.

H ocvvictoduevn 66on eivar 160 mg (técoepa Lohokd Koyakio) wov Aapfdvetat Ty idto mpo pic popa tnv
nuépa.

ANy tov Xtandi

- No kotoanivere To LoAoKE KOWAKLo 0OAOKAT pa. [LE VEPO.

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

- To Xtandi umopel va Aapfavetat pe 1 xopic Tpoem.

- To Xtandi dev mpénet va 1o yepilovtal GAho dropa ekTdg amd Tov 0oBevi 1 Tovg epovTictég tov. Ot
yovaikeg Tov givorl 1 puwopet var peivouy éykueg dev mpémet va yewpifovton ta koydkio Xtandi mov
&yovv vrtootel BAAPN N Exovv avorytel xopic vo popodv Tpootacia, T.y., YavTi.

O ywtpdg cag propel emiong va oag cuvtayoypagnoel GAla pdpuaka evd taipvete to Xtandi.

Edav mapete peyorvtepn 66on Xtandi amwd TV Kavoviki

Edv mdpete mepiocdTEPO PLOAOKE KOWAKLO OO OVTA TOV GAG £XOVV GLVTAYOYPAPNOEl, CTALOTAGTE VO
naipvete to Xtandi Kol EXKOWVOVAOTE LE TO Y10TpO 60G. Mmopeite va £xete avENUEVO KIVOLVO ETANTTIKOV
kpioewv 1 GAAeg avemBOunTEg EVEPYELES.

Eav Eeydoete va mapete To Xtandi

- Edv Eeydoete va mapete o Xtandi T cuvnOiopévn opa, Tdpte T cvuvinOn d60oM cog APECOS LOALG TO
BounOeite.

- Edv Egydoete va mdpete to Xtandi yio oAOKAN PN TNV NUEPQ, TAPTE TN GLVHOM 0OCT GOG TNV ETOUEVN
nuépa.

- Edv Egydoete va mépete to Xtandi yio meplocdTEPO ATO Hic NUEPA, EMKOIVOVIGTE LLE TOV YIUTPO GOG
opécmC.

- Mnyv ntapete SuTAi 0661 Y10 VO AVOTANPDOGETE T1) 006N TOL EEYOCATE.

Edav ctopoatiosete vo naipvere To Xtandi
Mn GTOUOTACETE VO TAIPVETE OVTO TO PAPHOKO EKTOG EAV GOG TO TEL O YLOTPOG GOC.

Edv éxete meplocatEpEG EPMTIGELG GYETIKA LLE T YPTOT AVTOV TOV POPUAKOV, POTIOTE TOV Y1ATPO GOC.

4. IMOavég avemOOuNTES EVEPYELEG

Onwg 6Aa To QAPLOKO, £TCL KOL QVTO TO PAPUOKO UTOPEL VO TPOKAAEGEL AVETIOOUNTEG EVEPYELEG, OV KOl OEV
Tapovoldovtol oe OAOVG TOVG AVOPOTOVG.

Emimntikég kpiceig
Emiinntucég kpioeig avapépnkay o mepinov 5 dropa yio kaOe 1.000 dropo mov énapvav Xtandi kot og
Myotepa a6 3 dropa yio kébe 1.000 dropa Tov Emaipvay EKOVIKO PAPLAKO.

O emnmtikég kpioelg etvor o mhaveg, edv TAPETE PEYOADVTEPT OO TI GUVIGTOUEVT SOOT| CLLTOV TOV
(QOPUAKOV, EGV TAIPVETE OPIOUEVE AAAL PAPLLOKO, 1] EAV EXETE VYNAOTEPO TOL GLVIBOLS KIVOLVO ELPAVIONG
EMANTTIKNG Kpiomnc.

Eav éyete pio eminmtikn Kpioct, ETIGKEPTEITE TO Y10TPO GOG TO GLVTOUOTEPO SvvaTov. O YaTpog cag Oa
ATOPAGICEL EAV TPEMEL VO GTAROINOETE Vo Taipvete To Xtandi.



Yovépopo omicOrog avaotpiyiung sykeparonadsrog (PRES)

"Exovv avaeepbei omavieg avapopéc tov PRES (umopei va emnpedoovy émg 1 oto 1.000 dtoua), o omavio,
AVOOTPEYIUN KOTAOTOOT TOL EYKEQALOV, o€ 0oBeveic Tov haPav Bepaneio pe Xtandi. Av éyete omacuovg,
eMOEIVOOT TOVOKEPAAOV, GUYYVGT, TOPAMON 1 GAAX TPOPANLATO OPOCTG, EXIKOIVOVIOTE LLE TOV YITPO OO
TO GUVTOUOTEPO dVVATO.

AAAeg mBavEg avembounteg evépyeteg mepAapBavouy:

oAb ovyvéc (umopel va emnpedost teptocodtepovg omd 1 ota 10 dropa)
Kobpaon, ttdon, otacuéva 0otd, EAWELS, VYNATY apTNPLoKT Tieon

Yoyvég (umopet va emnpedoet Eo¢ 1 ota 10 dtoua)
Movoképarog, aicOnua avnovyiog, Enpodepuia, Kvnopods, Suokorio GTNV ATOUVNUOVELGT], ATOPPUEN
apTNPLOV otV Kopdld (1oyopk Kapdtomddeia), peyéBuvon Tmv HooT®V 6Tovg AvOopeg
(yovaukopaotia), GOUTTOIN GUVIPOLOL OVIGUYWOV TOSLOVY (Lo oveEEAEYKTN avAyKT Kivong LEPOVC
TOVL CAONOTOG, GLVINOMG TOV TOS10V), EAATTOUEVT] GLYKEVTPMOOT), EXNPEACUEVT] LVIUN, GAAOYT] OTY|
yebon

Oy ovyvég (Lmopel va emmpedoet Eog 1 ota 100 dtopa)
Yevdaionoelg, SuekoAio 6TV KAVOTNTO Vo 6KEPTESTE KaBOpd, YOUNAOG apOIOG AEVKOKVTTAP®V

Mn yvoetés (1 cvyvotnta dev pumopel va ektiundet pe faon ta dtabécipa dedopévar)
Mvadyia, poikol omacpoi, poikn advvapio, oceLodyia, LeTOPOAEG 0TO NAEKTPOKAPOIOYPAPT LA
(mopdtaon Tov dwotnpatog QT), oTopoyikéc dSoTapayEs COUTEPILOUPBAVOUEVOY GUUTTOUATOV OTWOG
aicOnpa adwbeciog (vavtia), depuatikn avtidpacn mov tpokorel epBpég KnAidec 1| Thdkeg 6TO
dépua ot omoieg umopet vo Lotdlovv Gov «oTdYo (OLOKEVTPOL KOKAOL) IE KEVTPO YPDUATOG CKOVPOL
gpuOpoY, 10 omoio mepIPaiietal amd epuOpPoiDdElg daKTLAIOVG (TOADHOPPO £pOONUW), eEavOna,
adafecia (E1ETOG), OIONLA TPOSOTOV, XEMDV, YADGGUS KA/ TOV AapoD, PHei®on T®V OUOTETAAIDY
(n omoia aw&avel Tov Kivévvo apoppayiog 1 EUPaviong LOADGT®Y), Sidppota

Avo@opd avemOdunTov gvepysi®v

Edv mapatnpnoete kamolo avemBOUN T evEPYELD, EVILEPDGTE TO YIATPO GaG. AVTO 1GYVEL KAl Yo KGOE
OOV avemBOUNTN EVEPYELD TOV OEV AVAPEPETAL GTO TAPOV PUAAO 0dNYIdV Ypriong. Mmopeite miong va
avaQEPETE avemBOUNTESG EVEPYELEG amevBeiog (Yo AemTopépeleg ovatpéEte TapoKaT®). MEGm NG avapopdg
avemBOUNTOV evepyeldV umopeite va fondnoete otn cLALOYN TEPIGGHTEP®V TANPOPOPLDY GYETIKA LE TNV
AGPAAELD TOV TAPOVTOG PAPUAKOV.

EALada

EBvikdc Opyaviopuog @apudrmv
Meooyeimv 284

GR-15562 Xolapyos, ABnva
TnA: + 30 21 32040380/337
®ag: +30 21 06549585
Iotétomnog: http://www.eof.gr

Kvnpog

Dappaxevtikés Ynnpeoieg
Ymovpyeio Yyeiog

CY-1475 Asvkooio

TnA: +357 22608607

daf: + 357 22608669

Iotétomog: www.moh.gov.cy/phs

5. Iog va puidcoete To Xtandi


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

To eappako avtd TPEMEL va pUAACOETAL GE PUEPT TTOL OgV TO PAETOVV Kat dev TO POGVOLVY T TOd1E.

Na un gpnoyLonoteite qvtd T0 PAPHOKO META TNV MUEPOUN VL ANENGS TOV AVOQEPETAL GTNV AVAOUTAODUEVT|
0NN amod yaptovi kat to eEmtepkd kovuti petd ™ AHZEH. H nuepounvia Anéng eivar | televtaia npépa tov
UVOL TTOL OVOQEPETOL EKEL.

To poppakevtikd avtd TPoidv dev amartel Wiaitepes cLVONKEG PVAAENG.

No punv maipvete omto1odnToTe HOANKO KoWaKlo oTAlEL, eivol KateoTpapplévo, 1 epeavifet onpeia
oAloiwong.

Mnyv metdite QAPLAKO GTO VEPO TNG OMOYETEVONG 1| OTA OIKIOKE amoppippata. PoTnote ToV opUaKonold
00 Y10 TO TMG Vo TETAEETE TO PAPLLOKO TTOV OgV ¥PNOLoTToLEiTE o, AvTd To. péTpa Oa fondicovv oty
TpocTacic Tov TEPPAALOVTOG.

6. Iepreyopevo TG GVGKEVAGINS KOl AOUTES TANPOPOPIES

T nepréyer to Xtandi

- H dpaotikn oveio givar ) enzalutamide. KéOe poiaxd koydxio tepiéyet 40 mg enzalutamide.

- Ta GAA0 GLOTATIKAE TOV LOAOKOD KOWOKIOU ival KATPLAKOT KATPLKol E0TEPES YAVKEPOANG
moAvafvAevoyAukoAnc-8, fovtviobdpoivavicoin (E320) kot Bovtvroddpo&utorovévio (E321).

- Ta cvotatikd TS ETKAALYNC TOV LaAoKoD Koyokiov eivar {ehativn, copPitdoing copPirdvng
StdAvpa (PAéne Topdypapo 2), YAvkepOAn, Trtaviov dto&eidio (E171) kot kekabappévo Homp.

- Ta cvotatikd g peddvng etvat: XidMpov o&eidio pédav (E172) ko eBoiikdg 0&ucog
TOAVPIVOAEGTEPOLG.

Epgavion tov Xtandi kor wepieyopeva g 6v6KeLO6Giog

- To poiakd kaydkio Xtandi eivor Agukd £0¢ VTOAEVKO, EXUNKN LOAOKE KaydKio (Tepimov
20 mm exni 9 mm), pue Tvropévo to “ENZ” ot pia mhievpd.

- KaBe xovti mepiéyet 112 poiaxd koydkio g 4 ovadimhovpeveg ONKec o€ KOWELEG TV 28 KayoKioy
£KaoT.

Karoyog Adgrog Kvkhogopiog ko Ilapaockevaotig

Astellas Pharma Europe B.V.
Sylviusweg 62

2333 BE Leiden

OMavdia

INo omoladnmote TANPOPOPic. GYETIKA [LE TO TAPOV PAPUAKEVTIKO TPOTOV, Topakareiche vo amevBuvieite
GTOV TOTIKO avTimpocsmno Tov Katdyov g Adeiag Kvkiopopiag:

Belgié/Belgique/Belgien Lietuva

Astellas Pharma B.V. Branch Biocodex UAB

Tél/Tel: + 32 (0)2 5580710 Tel: +370 37 408 681
Buarapus Luxembourg/Luxemburg
Actenac ®apma EOO/] Astellas Pharma B.V.Branch
Tem.: +359 2 8625372 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 pvilo 0dNYLOV xpioNS avadempOnke Y10 TeEAsVTAIO 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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