®vrAho oony@dVv: [IApogopicg Yo Tov ypioTy

BIKALEN® 150 mg emkalvoppéva pe Aemtod vpévio diokia
Bicalutamide

AwPaote TPOGEKTIKG OLOKANPO TO VAL 00N YAV YP1ONGS TPOTOV UPYIGETE VO, TAIPVETE GVTO TO
Qapproko, 010t TEPLApPavel oNUAVTIKES TANPOPOPiES YU GUS.
- DdvrdEte avtd TO EUALO 0N YDV Yprione. Towg ypelaotel va 1o drafdocete Eava.
- Edv éxete mepartépow amopieg, pOTNGTE TO Y10TPO 1 TO POPUOKOTOLO GOGC.
- H cvvtayn y1” avtd 1o edpuaio yopnynonke amokAeoTIKA Yo GOC. Aev TPETEL VO SDGETE TO
@apuoko og GALovg. Mrmopel va Toug TpokaAésel PAGPN, akOUO Kol OTOV TO GUUTTOUOTA
TOVG etvan id1a e ToL S1KA GO,
- Ed&v mapatnproete kamowo avemBountn evépyeia, topakaieicle va evnuepdocete 10 yaTpd
N 10 eapuokomold cag. Avtd woydel kot yuo kdbe mbavr ovemBountn evépyela mov dev
AVOQEPETAL 6TO TTAPOV PUALO 0dNyidv. BAéne Tapdypagpo 4.

Thv TepréyeL 1o TaPOV GUAAO 00N YLOV:

T eivan to Bikalen® 150 mg kot oo ivan i xprion Tov

Ti mpéner vo yvwpilete npotod napete o Bikalen® 150 mg
ITog vo mapete To Bikalen® 150 mg

[MBavég avemBounteg evépyeteg

Mo vo purdooetar to Bikalen® 150 mg

[epieydpevo g GuoKELAGING KOl AOTEG TANPOPOPIES.
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1. T givon o Bikalen® 150 mg kau wowa givon 1 yprjon tov

e To Bikalen® 150 mg &ivar éva @appoxo mov mepiéyetl ™ dpactikh ovsio Pikadovtouidn. Avrkel og
Jio Kotnyopio @apudkmy mov ovoudlovrot “oviiovopoyova”. H Bucokovtapion ypnoiponoteital yio
T Oepameio Tov KapPKivOL TOV TPOGTATY.

o Apa mopeumodiloviag Tig EMOPACELS TMV OVOPIKMY OPUOVAV OTMG 1) TEGTOGTEPOVY).

2. T npéner va yvopilete mpv va mapete To Bikalen® 150 mg

Mnyv napere to Bikalen® 150 mg

. e mepintmon aAlepyiog otn PukarlovTapion 1| 6€ 0m01001)T0TE GAAO OTO TO GLOTUTIKE VTOD
TOV POPLAKOL (OVAPEPOVTOL GTIV TOPAYPOPO 6).
. Edv Mon AapPavete tepeevadivy 1 acstemléin ta omoia ypnoylomoovvtal yio tn Bepameio

aAdepyiov M owampion mov ypnolponoteitanr Yoo Begpameio oTOpOYIKOL Kavoov Kol O0&vng
YOGTPOOIGOPAYIKNG TOAVIPOUNONG.
. Edv eilote yovaika.

To Bikalen® 150 mg dev mpénet va yopnyeitar oe mardid 1 eprifovc.

Mnv népete to Bikalen® 150 mg edv kémoto and ta topandve cag opopd. Edv dev eiote oiyovpot, pikiote
LE TO Y1TpO 1 TO Popurokomold cag Tpv mhpete To Bikalen® 150 mg.

[pocdomon)oeis Ko TPoPLAGEES

AnevBuvOeite 6ToV Y10Tpd M) TOV Popuroxomod cag Tpotod mhpete To Bikalen® 150 mg

. Edv mhoyete amd kaportokés 1 ayyelokES KATAGCTAGELS, TEPIAAUPOVOUEVOV TOV TPOPANUATOV
Kopowokov poOpov (appodpia), 1 dv Aappdavete poppokevtikn Oepaneio yio avtég TIg VOGOLG,.
O xivduvog mpofAnudrov kapdiakod puOuod propet va avéndel dtav ypnoponoeite To Bikalen®
150 mg .

. Edv éyete nrotwkn véoco. O youtpdc cag pmopel vo amo@acicel vao, yivoviol  OOTOAOYIKEG
e€eTAoEIC MOTE VO, EAEYYETOL ] KOVOVIKT AELTOVPYiO, TOV Natog 660 AauPavete 10 QapuaKo.

. Edv mdte 670 vocsokoueio, evnuep®oTe 1o 1Tpikd npoconikd 6Tt taipvete Bikalen® 150 mg.



Aoxipéc ko €heyyor
O ywTpog oag pmopel va kdvetl apotohoyikés e€etdoetg yio va eEAEYEeL TuXOV OAAAYEG GTO QL0 GOC.

Alho @appoxo kor Bikalen® 150 mg

Evnpepoote tov yiotpd 1 10V OpLOKOTO100 Gag Qv Taipvete, Exete TpdSpata Thpel 1 prnopel va mipeTe

Ao eappaka. Avtd mePLOUPAVEL TO. PAPLOKO TOL YOPTYOUVTOL XMPIS WTPLKT] GLVTOYN KOl T QUTIKA

papuoka. Avtd ogeiletan oto yeyovog 6Tt to Bikalen® 150 mg pmopel va ennpedost T Spdon GAA®mV

popudkmv. Exiong, opiouéva dAa @dppaka umopet va ennpedoovy t dpdon tov Bikalen® 150 mg.

. Kvkloomopivy (mov ypnoylomoteitat yio TNy KOTOGTOAT TOV 0VOGOTONTIKOY GLGTILOTOS Yol TV
OTTOQLYY| KOl AVTILETOTION OOPOANG LOGYEOLATOG 0pYdvov 1] puedod TV 0oT®V). O AdYog elvan
6t 1o Bikalen® 150 mg pmopei vo avénoet T ovykévipoon piag ovoiag mov Aéyetonr Kpegotvivy
0TO TAGCUO GOG KOl Y10 VO TO TOPOKOAOVONGEL 0TO O YIOITPOG GO Umopel va Tapel detypoTo
aipatoc.

. Midalordpn (Qapuoko OV YPNOLUOTOLEITOL Yo TNV OVAKOVPIoT amd TV aymvio Tpwv omo
YEWPOLPYIKN emEPPaON 1 KATOLES SLUOIKAGIES, 1 ®C ovalcONTIKO TPV Kol kAT TN O1dpKELN
yewpovpyeiov). Ipénel vo evuepdoete 1o yorpd 1 Tov odovtiotpd cag ot dapPdavere Bikalen®
150 mg edv Tpémel va EYYEIPICTEITE 1) £XETE TOAAN OY®OVIOL GTO VOGOKOLETO.

. Tep@evadivn 1| AoTeILOAN TOL YPNGYLOTOLOVVTAL Y10, TV OVTLLETOTIOT CAAEPYLDV, 1)

. Yalampion mov ypnopomoleitor yio T Bepaneion TOL GTORAYIKOV KAGOV KO TNG
OGEWVNC-YAGTPOOIGOPYIKNG TaAVdpOunong (BA. evotnta 2, Mny mépete to Bikalen® 150 mg.)

. "Evag tomog @appdikov mov ovopdleTol amoKAELGTIS TOV 10V @V acfeoTtiov, m.y. AthTiolépn 1

Bepomapiin mwov ypnoluomolovvIol Y TNV GVIIUETOTICT] KOPSOAOYIKOV TPoPANUdT®V,
o Bdyyng Kot véptacmngc.

Oappoxa yo v TpoANy” TV BpduPov tov aipatog, m.y. fapeapivy.

2ipeToivn yuo 6EvN-yasTpPOOIcOPAYIKT TAAVOPOUNGT 1] GTOLOYIKO EAKOG

Ketokovaloin 1 omoia givol avTIHUKNTIOGIKO QAPLLOKO.

To Bikalen® 150 mg pmopei va oAANAETISPAGEL e OPIGUEVE. PAPUOKO TTOV YPNGILOTOLOVVTAL Y10
M Ogpameia TOV TPofinudTov Kapdakod puOpov (m.y. Kividivi, Tpokaivapnion, apodapovn
KOl 60TOAOAN) M pmopel vo avénoel Tov Kivouvo mpoPAnudtov kopdlokod pvduod oOtav
YPNOOTOEITOL  TAVTOYPOVE, HE GANO @apupoko [my. nedadovn (ypnolwomoigitor yoo v
avaKoVLeT TOL TOVOL Kol KATH £VOL LEPOG Y10, TV OOTOEIVAGT) amd TNV €£APTNON G VOPKMOTIKEG
ovoieg), porproéacivy (avtiplotikd), avTpuy®okd yio coPapés yoyikéc acéveiec].

Evnuepdote tov ytpd 1 10V QOpPULOKOTOLO GG 0V TAIPVETE, EYXETE TPOCPATO TAPEL 1] UTOPEL VL TAPETE
Ao EApLOKAL.

To Bikalen® 150 mg pe tpo@és kot motd,
Ta dwokia dev ypetdletor va Aappdvovtot pe eayntd, oAAd Tpémet va Katamivovtal OAOKAN PO e £V TOTNPL
vepo.

Kinon ko Oniaopog
Ot yovaikeg dev mpénel moté va Aappdavovy Bikalen® 150 mg.

Oodnynon Kot yepLopndg pnyovev

Av16 10 QAppaKo dev Ba TPEMEL VoL ENNPEACEL TNV IKAVOTNTAE GOG Vo 00N YEITE N VAL YEPLOTEITE UNYOVEG,
€VToNTOIG KAmolol vOpmmot evdéyetor vo acbaviovv vavniia eved Aappdvovv avtd to edpupoko. Edv
MoTevETE OTL TO PAPUOKO GOG GG KAVEL Vo acBdveste vavniio, TPENEL va, WANGETE LE TO YOTPO 1 TO
(OPLOKOTTOLO GOG TPV OO YNGETE 1| YEPICTEITE UNYOVES.

HMmoxé pog 1 vrepraong (UV) axtivofoiria
Amoiyete v dueorn €ékbBeon oV VAEPUETPT MAOKN T VIEPLOON oKTwvoPoMlMa 6co AouPdvete
BucaiovTopion.

To Bikalen® 150 mg mepiéyst haktolin
Av 0 710TpOC 00G G0G EXEL TIEL OTL EYETE dvoavesia 6€ HEPIKE GAKYOPA, EXUKOVOVAOTE Loll TOL TPV TAPETE
oVTO TO PAPLLOKO.



3. Mg va napete To Bikalen® 150 mg

[Tédvtote va TaipveTE TO PAPHOKO OVTO QVGTNPA COUP®VA LE TIG 0dNYIEG TOV Y1UTPOD 1] TOV POPUAKOTOIOD
cag. Eav éyete appifolieg, potote TOV Y1ATPO 1 TOV QUPLOKOTOLO GOG.

H ocvvietopevn do6om eivar éva dwokio pio popd v nuépa.
Ta diokia katomivovTal oAoKANpa pe T fonbeia kdmotov vypov. [Ipocmadnote va AapuPdavete To pappoko
v O Tepimov ypovikn otiyun kéOe pépa.

Eav napere peyodvtepn d6on Bikalen® 150 mg a6 tnv kavovikn

Edv éxete maper mold mepiocoTep S1oKiao o’ 6,TL TPEMEL, EMKOIVMOVNGTE LE TO YIUTPO GOG 1| TO TANGIEGTEPO
vocokopeio To cuvtopdtepo dvvatdv. Ilapte pall cog ta diokia mov Eyovv amopeivel 1 To KOLTi £T01 MOTE
0 YwTpog va yvopilel Tt £xete mapet. O yloTpdg Pmopel vo amoQocicel Vo TopaKOAOVONGEL T COUATIKN
oag Aeltovpyia £0G OTOV 01 EXOPAGELG TOL PUPLAKOV Eyovv e&ocbevicet.

Eav Egydoete va mapere To Bikalen® 150 mg

Edv motevete 611 evoéyetan va EYETE YAGEL Lo SOGT] TOV POPUAKOD, ANGTE UE TO YLOTPO 1 TO PAPUAKOTOL0
c0G. Mnv mdpete Smhr| 00N Yo VoL AVOTANPOGETE T 0001 ov Eeydioate. ATAG TAPTE TNV KAVOVIKN dOGM
Katd tn cvvnoicpévn opa.

Eav otapotioete va naipvere to Bikalen® 150 mg
Mnv otoapatioete va AapPdvete 1o pappoko axoun kot av aicfdveche vyielc, extdg €dv Gog TO TEL O
yiotpdg Gog.

Edv éyete meplocoTEPES EPMTNCELS GYETIKA LE TN YPNON CLTOV TOV POPUAKOV, POTNGTE TO YATPO 1 TO
(OPLOKOTOLO GOG.

4. MBavéc avemBOunTEg evépyreg

Onwg 0lo. To, papuaka, £T61 KoL 0VTO TO PAPLOKO UTOPEL VO TPOKUAESEL AVETIOVUNTEG EVEPYELEG OV KOl
auTEG Oev Tapovstalovtal 6 GAOVG TOVG AvOPMTOLG.

AV TOPATNPNGETE 0TOLOONTOTE OO TIC 0KOLOVOEG AvVEMOVUNTES EVEPYELES, NTTOPEL VO YpELBLEDTE
EMELYOVGA LOTPIKT GPOVTIOW:
Alepyikég avtidpaosrg (0t ovyvég avemBounteg evépyeieg, umopei vo exnpedoovv émg 1 oto 100
dtopa):
To cvuntdpate propel va teptiapfdvouy apvidla Evapén ToV TopaKiTm:

o E&avOnua, kvnoudc 1 kKvidmon 61o dEpUaL.

e Oidnua ToL TPOSOTOL, TOV XEMEWDV, TNG YADCOCAS, TOL Adpuyyo 1| BAADV HEPDV TOV CAOUATOG.

e Avomvola, cGuPLYHO KOl QUGKOALD GTNV AVOATVON.

Exiong, evuep®ote apéocmg To YIoTpoé 60 EGV TOPATNPGETE 0TOL0ONTOTE 06 TO aKOLOVOO:
Yuyvég avemBounteg evépyeteg (umopel va ennpedoovy émg 1 ota 10 dropo):

o Kupiviopa tov $£ppatog 1 Tov Agukol TV potidv (iktepog). Avtd pumopel va eivatl cuurtdpaTo
NTOTIKOV TPOPANUATOV 1 O€ OTAVIEG TEPIMTAOGELG NTATIKNG AVETApPKeLOG (Lmopel va eppavioTel
é¢wc 1 ota 1.000 dropa).

e [I6vo oty Kowmd.

e Aiua ota ovpa.

Oy svyvég avemBounteg evépyeteg (umopel va exnpedoovy £og 1 ota 100 dtopa):
o Yofapn dvorvoln kKot SOeTVole ToL Eapvikd emdevaveTal. Mmopel va mepthapfavet Briyo 1 vymin
Bepuokpacio (mopetdg). AvTd 10mMG va €ival GCUUTTOUATO PG PAEYUOVIG T®V TVELUOVAOV OV
ovoudleton "Awdueon Ivevuovoradeio.

Mn yvooTég avemBOunTE eVEPYELEG (0EV UTTOPOLY Vo EKTUN B0V pe Baon To Staféciia dedopéva):
o Alayéc oto HKT (emyumkvvon dactiuotog QT).
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AAlec mBavEC avemBOLUNTEG EVEPYELEG TOL PAPUAKOV:

oAb ovyvéc avembdunteg evépyeieg (Umopei va. emnpedcovy teptocotepa amd 1 oto 10 dropa):
o Agppotikd &avonpua
e  Oidnua kot evocOnoio LOoT®
e Tvvawopaoctio
o AicOnua advvapioc.

Xoyvéc avemBounteg evépyeieg (umopei va ennpedoovy émg 1 oto 10 droua):
o E&ayeig

AicOnuo vavtiog

Kvnopog

Enpodeppio

[TpopAnuata otHiong (oTuTiKn SvGAEITOLPYia,)

AvEnon copatikov Bapovg

Mewwpévn ce€ovaiikn didbeon Kot yovipotnTa

ATOAEW LOAAMDV

Enaveppdavion tpryopuiog 1 avamtuén véag tpiyoeuing

XopnAd eminedo epuOpmdv apoceaipiov (avaio). Avtd propetl va cog Kavel vo aioBiveote

Kovpaomn 1 va cag divouv wyxpn oym.

Andrera 6peéng

Kotabiwym

YmvnAio

Avoneyia

TAvyyou

Avckootnto

Metemplopog

OwpokiKdc TOvog

ITpn&ino

O y10tpOg 60G UTOPEL VO KAVEL AUOTOAOYIKEG EEETAGELS Y Va, EAEYEEL TUYOV OANUYEG OTO QUG GOG.
Mnv avnovyeite and ovt ) Alota Tov mBavov avemBountov evepyeidv. Mmopel va unv epeovicete
Kapio amd auTEC.

Ava@opd avemBOpNTOV EVEPYELOV

Edv mopatnproete kdmolo avemBountn evépyela, EVUEPDOGTE TOV YIUTPO GG 1) TOV PUPUOKOTOLO GUG.
AvTO 1oy0eL kot Yo kGO mhov) avemBOUNTN EVEPYELN TOV JEV AVAPEPETOL GTO TTAPOV POAAO OONYIDV
xpnone. Mmopeite emiong vo avaeépete avembounteg evépyeleg amevbeiog otov EOvikd Opyoavioud
Dapudxov (Meosoyeiwv 284, 15562 Xorapydc, www.eof.gr) 1 otic opuakevtikég Yanpeoieg e Kdmpov,
Ynovpyeio Yyeiag, CY-1475, www.moh.gov.cy/phs, Fax: +357 22608649. Méocw g ovapopig
avemBupNToOV EVEPYEIDVY pmopeite vo, fonNnceTe 6T GLALOYN TEPIGGOTEP®Y TANPOPOPIDV CYETIK( LIE TNV
OCQUAELL TOV TAPOVTOG PUPLLAKOL.

5. Mg va puidoseton o Bikalen® 150 mg
To @dapuaxo ovtd TPEMEL VoL PUAACGETOL GE PEPT] TOV OgV TO PAETOVV Kol OV TO POAVOLV TA TOdLA.

No un xpnoonoleite avtd 10 ApUaKo PETE THY Nuepounvia ANEng mov avaeépetat oto blister kot otnv
eEmtepikn ovokevacio petd v évoelén “EXP”. Ta dvo tpodta yneia deiyvovv 10 Piva Kot To TEAELTIN
téooepa yneio deiyvouv 1o étoc. H nuepounvia AMéng sival n tedevtoio nUEP TOV UAVO TOV OVOPEPETOL
eKet.

To mapov papuarkevticd Tpoidv dev amaitel kamoleg Waitepeg cuvONKes EOAAENS.

Mnyv mtetdte PAPLOKO GTO VEPO TNG ATOYETEVCTG 1) GTU GKOVTTIOI. POTNGTE TO QUPIOKOTOIO GG Y10, TO TMG
Vo TETAEETE TOL PAPLLOKA TTOV OgV YpTOULOTOLEiTE . AVvTd Ta pétpa Bo fondnicovy otnv mpoctacic Tov
nePPAAAOVTOC.


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

6. Iepreydpeva TNG GVOKELUGTUG KL AOUTES TANPOPOPIEg
T aepréyer To Bikalen® 150 mg
e H dpaoctikn ovoia givar n Prcarovtapidn. Kabe diokio mepiéyer 150 mg bicalutamide.
e To dAa ovotatikd sivar lactose monohydrate, magnesium stearate, crospovidone, povidone K-
29/32 ko sodium laurdsulfate.
To Aentd vuévio mepiéyet lactose monohydrate, hypromellose, macrogol 4000 kou titanium dioxide
(mapbyovrog ypopaticpov E171).

Epgavion tov Bikalen ® 150 mg kot wepieyépevo g 6voKevUGIaG

Ta dwokia eivat AevKd, GEUPLKY, OUPIKVPTA, EMKOAVULEVO IE AETTO VUEVIO, LLE YOPAYULEVT OTN pia TAELPA
v évdeitn BCM150.

Kovtid pe blisters mov mepiéyovv 5, 7, 10, 14, 20, 28, 30, 40, 50, 56, 80, 84, 90, 98, 100, 140, 200 1 280
dlokia.

Mmnopet va. unv KuKAOQopoLV OAEG Ol CUGKEVAGIEC.
Karoyog adsiog kvkhogopiog

ELPEN A.E. DAPMAKEYTIKH BIOMHXANIA
Aew@dpoc Mapabdvog 95, 19009 TTwéput Attikng, Tni.: 210 6039326-9.

Tomkdg Avtumpdcwnog yo tnv Kompo: COSTAKIS TSISIOS & CO. LTD, TnA.: +357 25343150
Hopaymyoc

SYNTHON Hispania S.L.
Iomavio.

ApOpég Adsrog Kvukiogopiog

EXLGSa: 44919/30-6-2015 (Avovémon)
Kbmpog: 21302/8-3-2012

Ovopaoia Tov @appoxkevtikov Ipoidvrog
BIKALEN® 150mg

AvTO TO QUPNOKEVTIKO TTPOTOV £YKPIONKE 0T KpdTN — PéEA Tov Evponaikod Owkovopikod Xmpov
pe 1o axéiov0a ovopoara:

Fl Bicusan 150 mg tabletti, kalvopadllysteinen

AT Androbloc 150 mg — Filmtabletten

Cz Lanbica 150 mg, potahovana tableta

DK Bicalutamid medac 150 mg, filmovertrukket tablet
EL Bikalen 150 mg, film-coated tablets

UK Bicalutamide 150 mg, film-coated tablets

Hpepopnvio tehevtaiog avadsdpnong tov wapévrog dvilov Odnyrdv: 07/20109.



