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ErKYKJ\lor - AnO<l>ArH 

0EMA KaBoplol-loe; nEpfAfl4JrJe; XapaKTflPIOTIKWV TOU npol6vTOe; KOI <:PuMo OOIlVIWV Via TO XP~OTIl 
qJapl1aKEUTIKWV rrpoiOVTWV TTOU rrEpltxouV OPOOTIKO OUOTaTlKO 
BICALUTAMIDE, ETTIKOAUIJIJEVO IJE AETTTO UIJEVIO oloKio 150mg/TAB 

"ExOVTEe; Urr04JIl: 

a)TI<; OIOTO~EIe; Tfle; KOIV~e; YrroupVIK~e; Arroq)QOfle; L\yr3 (a) 83657/2005 "nEpl Evap~oVIOIle; Tfle; 

EMflVIK~e; NOlJoBwfoe; I-lE Tllv aVTioTOIXfl KOIVOTIK~ OTOV TOl-ltO Tile; KUKAoqJopioe; .. TWV 

qJapI10KEUTIKWV rrpoi6vTWV, rrou rrpoopi<OVTOI Via av8pwTTlvfl XP~OIl", 


(3)Tflv urr' api81-l. 43391/23-6-2010 ArroqJooll npOEOpOU EO<:P (<:PEK 10521TEUXOe; MUT£po/12-7-2010) 

«nEpi IJETO~I~OOEWe; OIKOIWI-lOTOe; urrovpoqJ~e; orro TOV npOEOpO EO<:P rrpoe; TOUe; TTpOiOTOl-ltvoue; 

OlEU8uvOEWV EO<:P» 

V)Tfl rVWI-lOTEUOfl TOU ETTlOT'lI-l0VIKOU L:ulJ(3ouAiou EVKpioEWV <:P-440/17-12-2010 


AnO<l>ArIZOYME 

1. 	 H riEpiArJ4Jfl XapaKTflPIOTIKWV TOU npol6vTOe; qJ0Pl-laKEuTIKWV TTpoloVTWV rrou TTEpltXOUV OpaOTIKO 
OUOTOTIK6 BICALUTAMIDE, ETTlKOAUIJf.JEVO IJE AETITO UIJEVIO olO"Kio 150mgITAB opi<nOl we; E~~e; 

nEPIJ\H'VH XAPAKTHPlrTIKON TOY npOIONTOr 

1.0NOMArIA TOY <l>APMAKEYTIKOY npo'ioNTor 

«<l>0PIJOKEUTIKO TIpoIov» 150 mg, ETTIKaAulJlJtva IJE AETTTO UlJtVIO oloKia 

2.nOIOTIKH KAI nOrOTIKH rYN0ErH 

KoBE oloKio mpltXEI 150 mg blcalutamide (INN). 

na TO tKooxa, ~Atm A~IJI-lo 6.1. 

3. <l>APMAKOTEXNIKH MOP<l>H 

ETTIKOAul-ll-ltva !JE AETTTO Ul-ltVIO oloKia 

4. KJ\INIKA rTOIXEIA 

4.1 0EPOTIEUTIKE<; EVOEi~EI<; 

To «<:Papl-l0KEuTIKO rrpol6v)} 150mg EVOEiKVUTOI EiTE !J6vo TOU EiTE OUfJTTAIlPwlJOTIKO OE PI<IK~ 
rrpoaTOTEKTOI-l~ ~ aKTlv08EparrEia OE ao8EVEie; IJE TOTTIKO rrpOxwP'llJtvo KapKivo TOU rrpomoTrJ fJE 
U4JIlA6 Kivouvo Via EStA1sfl Tile; vooou ((3A rrapovpaqJo 5.1.) 
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To «$aptJaKEUTIKO TTpoIov» 150 mg Ev5EfKvuTOI ETTior]C; Via Tr]V aVTltJETWTTlOr] 008EVWV tJE TOTTIKO 
TTpOXWPIWEVO tJr] tJETOOTaTlKO KOPKivo TOU TTPOOTOTr], OTOU<; oTToiouC; 0 XEIPOUPVIKO<; EUVOUXlopoC; 
~ oMr] IOTPIK~ TTOPEfl~OOr] OEV 8EWPOUVTOI KaToMr]AOI, OUTE aTTooEKTOi XEIP10fl0i. 

4.2 ~oO"oAovja KOI TPOTTOC;; XOPrlV'1O"'1C;; 

Ev~AIKE<; OVOPE<; OUj,JTTEpIAolJ~avolJtvwv TWV rjAIKIWIJEVWV: H 500oAovia EivOi tva oloKio TWV 150 
mg, AatJ~avotJEvo aTTo TO oTotJa tJia <popo Tr]V rHJtpa 

To «$OPIJOKEUTIKO TTpoiOv}) 150 mg TTptTIEI va AOIJ~OVETOI OUVEXW<; VIO ouo TouMXIOTOV XPOVIO 
EKTO<; EOV 0 008EV~<; TTOPOUOIOOEI orWEio E~tAI~rJ<; TrJ<; vooou. 

NE<PPIK~ OVETTOpKEIa f'l.EV aTIolTEiTOI TPOTTOTTOiJlorJ TrJ<; ooooAoVio<; OE 008EVEi<; IJE VE<PPIK~ 
OVETTOPKEIO 

HTTOTIK~ OVETTOPKElO: f'l.Ev OTTOITEiTOI TpoTTOTToiJlOIl TJI<; ooooAovia<; OE 008EVEi<; tJE ~TTlO IlTTaTIK~ 
avmopKEIo. AU~IlIJEVrJ ouoowPEUOIl TOU <P0PtJ0KOU IJTTOPEi vo TTapOTrJprJ8Ei OE a08EvEi<; fJE 
IJETPIO EW<; oo~op~ rJTTOTIK~ avmopKEIa (~Mm A~lJlJa 4.4). 

4.3 AVH:voti~£IC;; 

To «$apIJOKEUTIKO TTpOiov» 150 mg aVTE vOEiKVUTOI OTl<; vuvaiKE<; Kal TO TTOIOIO 

To «$apIJOKEUTIKO TTpOiov» 150 mg OEV TTPETTEI va XOPrJVEiTOI OE 008EVEi<; TTOU EXOUV qJ<pavioEI 
UTTEPEUOI08rJ0ia OTO OpaOTIKO OUOTOTIKO ~ OE OTTOIOO~TTOTE aTTO TO tK50xa. 

AVTEVOEiKVUTOI rJ OUVXOP~VIlOIl «$aplJaKEUTIKO TTpoIOV» 150 mg tJE TEP<PEva5ivll, aOTqJI~oAIl ~ 
0I~oTTpi5rJ (~Mm A~lJtJo 45) 

4.4 EIOIKtC;; TTPO£IOOTTOIrlO"£IC;; KOI TTpoq>uAa~£IC;; KOTa T'1 XPrlO"'1 

H bicalutamide tJETO~oAi~ETOI EKTETOlJtva OTO ~TTap Ta 0la8tolIJa OTOIXE[O uTTooJlAwvouv OTi 11 
OTTO~OA~ TIl<; IJTTOPEi va E[VOI f3pooLmPrJ OE OTOfJO tJE ool3ap~ rJTTOTIK~ aVETTOpKEIa Kal aUTO 
I·JTTopEi va OOrJV~OEI OE aU~rJtJtvll ouoowPEuoll TrJ<; bicalutamide. ETT0tJEvw<; TO «$aptJoKEUTIKO 
TTpolov» 150 mg TTptml va XPrJOltJOTTOIEiTOI IJE TTPOOOX~ OE a08EvEi<; IJE IJETpia EW<; oo~ap~ 
IlTTOTIK~ aVETTopKEla 

I\ovw TIl<; TTl8avoTIlTO<; EtJ<PClV!Or]<; r]TTOTIKWV IJETO~oAwv 80 TTPETTEI VO ViV£TOI mploolKO<; EAEVX0<; 
TIl<; r]TTOTIK~<; AElTouPVia<; Ta TTEPIOOOTEPO TTEPIOTOTIKO OVOIJEVETOI vo EIJ<P0VI080uv OTOU<; 6 
TTPWTOU<; IJ~VE<; HI<; 8Epomio<; tJE «$aptJoKEUTIKO TTPOIov». 

Lo~apE<; IlTTOTIKt<; oMoVt<; KOI r]TTOTIK~ ovmopKEIO TTOPOTIlP~8IlKov OTTOVIO IJE TO «$OPtJOKEUTIKO 
TTPOIOV» 150 mg (f3MTTE 4.8). H 8EPOTTEio tJE «$apIJOKEuTIKO TTPOIOV» 150 mg 80 TTpEml vo 
OIOKOTTEi EOV 01 OAAOVE<; E[VOI oof3opt<; 

LE OOSEVEi<; TTOU qJ<povi~ouv OVTIKEIIJEVIKW<; E~tAI~1l TrJ<; vooou, TTOU OUVOOEUETOI OTTO oU~rJlJtvll 
TltJ~ PSA, 80 TTpEml va E~£TO~£TOI rJ OIOKOTT~ TIl<; 8Epamio<; tJE «$aplJaKEUTIKo TTPOlov}). 

npETTEI va OiVETOI TTPOOOX~ OTOV OUVXOPIlVEiTOI rJ bicalutam[de IJE <poPtJaKa TTOU tJETOI30Ai~OVTOI 
Kupiw<; aTTO TO CYP 3A4 (I3Mm MtJlJOTO 4.3 Kal 4.5), K08w<; EXEI TTapOTrJprJ8Ei OTI avaOTEMEI Til 
OpaOIl TOU KUTOXPWIJOTO<; P450 (CYP 3A4). 

01 aoSEvEi<; IJE EualoSlloia OTIl AOKTO~Il, Sa TTptTTEI va vvwpi~ouv OTI Ko8E OIOK[O «$aptJaKEuTIKO 
TTpoiOv» 150 mg mplEXEI 183 mg tJOVOOOPIK~<; AOKT6~1l<; 
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unoo~ooa ao8Evwv, 11 olaKon~ Tile; 8Epam:iae; ~E «¢apIJOKEUliKO npo'IOV» IJnopEi va tXEI OOV 
anOT£AEOIJO H1V EIJ<PclVIOIl TOU «OUVOPOfJOU OT£PIlOIlC; OVTlOVOPOYOVWV». 

To «¢API\IIAKEYTIKO npOfON» (bicalutamide) 150 mg ~EAET~SIlKE we; SEpamia ylO 008EVEfe; IJE 
EVTOmOIJ£Vo (T1-T2, NO ~ NX, MO) ~ TOmKO npoxwPIl~tvo (T3-T4, onolao~nOTE N, MO; T1-T2, 
N+, MO) IJIl ~ETOOTOTIK6 KOPKivo TOU npooToTIl OE ~Ia oUVOUOO~EVf] avoAuoll 3 EAEYXOlJtvwv ~E 
£IKOVIKO <pOp~OKO omAci TU<PAWV ~EAETWV OE 8113 OOSEVEie; OTOUe; onofoue; TO «¢OP~OKEUTIK6 
npoIov» XOPlly~SIlKE we; OJjEOIl Op~OVIK~ SEpon£ia ~ oUJjnAIlPwJjOlIKO OE PI~IK~ npOOTaTEKTO~~ 
~ OKTIVOSEpanEia, (Kupiwe; E~WTEPIK~ EKnOlJn~ OKTIVWV). LE OlooTIlJja 7,4 ETWV KOTO Jj£OO opo 
napoKoAOUSllolle; TWV aoS£vwv, 27.4% Kal 30.7% TOU OUVOAOU TWV OOSEVWV nou tAa~av 

«¢OPJjOKEUTIKO npoiOv» ~ EIKOVIKO <pop~aKo aVTfoTolxa, napouoiaoav OVTlKEIJjEVIK~ E~tAI~1l Tile; 
VOOOU 

MEiwoll TOU KIVOUVOU OVTlKEI~EVIK~e; E~tAI~Ile; Tile; VOOOU nopOTIlP~SIlKE OTle; nEpIOOOT£PE<; OJjOOEe; 
ooS£VWV, ~TOV o~we; mo tKOIlAIl aroue; aoSEVEie; ~E ~EYOAUTEPO Kivouvo E~tAI~Ile; TIl<; vooou. 
EnofJtvwe; 0 lOT poe; ~nopEi va ano<paoioEI OTI 11 f3tATIoTIl IOTPIK~ npaKTIK~ ylO tvav acrSEv~ ~E 
xa~IlM Kivouvo E~tAI~Ile; Tile; vooou, IOlantpwe; KOTO Til oUJjnAIlPwIJOTIK~ SEponEia Jj£iO ana 
PI~IK~ npooTOTEKTOJj~, £ivai va ava~All8Ei 11 OpJjOVIK~ SEpamia EWe; OTOU EJj<pOVIOSOUV OllfJEia 
E~tAI~Ile; Tile; vooou. 

6E napOlIlP~SIlKE ola<popo OTIl OUVOAIK~ Emf3iwoll ora 7.4 XPovla Jjtoou Xpovou 
napaKOAouSllolle; ~E 8VllOIIJOTIlTO 229% (HR=0.99; 95% CI 0.91 t0109). EVTo(nole;, 
napOTIlP~SIlKOV KonOIEe; TOOEle; KOTO TIe; OVOAOOEIe; TWV uno tpEuva unOOIJOOwV aoSEVWV 

LTOIXEia yla TIlV Em~iwoll xwpie; EmoEivwOIl KaSWe; KOI yla TIlV OUVOAIK~ Em~iwOIl ylO TOUe; 
aoSEVEie; fJE TOmKO npoxwPIl~tVIl vooo nopouolO~OVTOI OUVOTITIKO OTOUe; OKOAOUSOUe; nivOKEe; 

niVaKO( 1 Em[3iwoo xwpiC; ETiiOEivWOIl OE TOmKO npOxwPlJbltvo vooo avo unoolJooa SEpanEioc; 

-nA'l9UUl-'oe; ovoAucrrp:;' nE:plcrTOTlKO (%) crTOue; , nE:plcrTOTIKo (%) n'lAiKO KIVOUVOU (95 % CI) 
O0'9EVE:ie; I-'E: O'TOUe; ocr9EvEie; 

«<J)°PI-'°KEUTIKO I-'E placebo 
npo'iov}) 

0,60 (0,49 twe; 0,73) 
nopoKoAOUSIlOIl 

AKTlvoSEponEia 

193/335 (57,6) 222/322 (68,9)npOOEKTIK~ 

66/161 (4 1 ,0) 86/144 (59,7) 0,56 (0,40 twe; 0,78) 

................._ ... 


0,75 (0,61 EWe; 0,91)PI~IK~ npooTOlEKTO~~ 179/870 (20,6) I 213/849 (25,1) 

nivoKac; 2 LUVOAIKr] EmSiwon OE TOTIlKO npoxwPOblEvn vooo avo unOOlJooa SEpanEiac; 

Savarol (%) crTOue; SavoTol (%) crToue; n'lAiKo KIVOUVOU (95 % CI)InA'l9uul-'oe;ovoAucr'le; 
ocr9EvEie; I-'E ocr9EvEie; IJE 

placebo«<J)°PIJOKEUTIKO 
npo'iov» 

164/335 (49,0) 183/322 (56,8) 0,81 (0,66twe; 1,01) npOOEKTIK~ 
nopaKoAouSlloll 


AKTlvo8EpanEia 
 49/161 (30,4) 61/144 (42,4) 0,65 (0,44 EWe; 0,95) 

! 

137/870 (15,7) 122/849 (14,4) I 1,09 (0,85 EWe; 1,39)PI~IK~ npooTOlEKTO~~ 

5 



9 

AM<;1)OlOrlodI311 AM1 9AA03A OLD ,)~Aoyyo 13Dl,JA3~odll 
OA 3LD<;1 101j3110110 nOll Al,J1no QllO Ud31QyurlOX IOA!3 l,J1no 01U1QDOll H6>1I6rl £'0 3rl nOll!d311 

101l)ODI 10~ l,Jd~lrl 10AP l,Jdm1l3 ALa 91O~ 0d'JOd1AOD ULD 1013d~d'J013rl 9~11UAnQ nOll aplw8lnl8olq 

')U1 O1lH9DOll Hlw/6rl 6' v A01l,J 6w 09 ~ «AQ.lodll Q~l1(3)1orldoctl» J\080y~ nOll A<;1A38DO AM1 
Orld~llD OLD (aplw8lnl8olq SU1) SOOd3rlOllAOA3 (0) nOl UDMdlA~)lAnD uD~rl U uqy3rl l,J~IAIY~ Olrl 31 

9LDODOll OIQ! nOllld311 3D Sl,JyoX 

SU1 10~ A<;1dd'J3A AM1 MD~rl 101AOYY990110 nm ')311yog013rl 10 (OIQIAodno)fnyA 3D Sl,JllodlO13rl 

10)1 SUDMQ13~0 MD~rl) OA~rl0131)13 101311Y08013rl 10)1 (%66 < 9LDODOll 3D S~d3rlOIlAOA3-0 01 '%96 
QLDODOll 3D orlAjrl Q>llrl3>10d 01) S3A,I31Mdll ')11 3rl Q1DODOll Qyurhn 3D 1013~QAnD aplW8lnl8:Jlq H 

Orl°9Yll 
01 QllO Od31f)QOdg 1013YY980110 S~d3rlOI1J\OA3-(0) 01 'omd9ll3AO l,J)lllOllU l,Jd080D 3rl orl019 OLD 

010110 01 3rl OAMd'Jrl(1D Oj3XIOLD AnoXd911A '013~d9113AO l,J)fl1011U oldqrl SM~ 01lll,J ALa l,J 013)ld9113AO 

l,J)fldd'J3A U1 'O!)lIYU AU1 9110 1013193dull3 A3Q SOOd3rlOIlAOA3-(0) n01 l,J~I1UAI)lO)lorldod'J H 

. A<;1d3rlOIlAOA3 AM1AOodod'Joy~n)l AMI nOYQAno 

n01 %66 01 j3Y310110 S~d3rlOI1AOA3-(0) Q)lILDodQ AOoXDld311n 01 UDOLD~:)1Q)1 UA~rlUIOllOd3801D Ul1 

SMjDUd3rlu «AQlodll O>lll(3)1orldoctl» 6w 09 ~ AM3DOQ uDuAl,JdoX U1 (10)1 'S~d3rlOI1AOA3-(~) 01 OIA 

101AoodulOdoll UDOLD91O)f UA~rlUIOllOd380LD 3D Iw/6rl z:z: nOll!d311 orlD9Yll OLD ')I3D<;1d1A3)1An1 

n01 Sl,JM) SOI3D!rlU SUY9A3rl ')U1 OriD3Y~10110 SM 'orlD9Yll OLD S~dod'J O~ nOll!d311 
1013n3d(Y)DDnD S~d3rlOIlAOA3-(C/) 01 '6w 09 ~ «AQIOdll O)llln3>1orldoctl» uDuAl,JdoX l,JAld3rlU80)l 31 

OQ9rlOQ83 ~ nOllld3il Sl,JMl SOl3Dlrlu 
OAQdX I3X~ OjOllO 01 'S:?d3rlOI1AOA3-(C/) 01 3rl UD~XD 3D SM~XOl 1013YY990110 S~d3rlOI1AOA3-(S) 01 

OlU10rllD380lQOl8 ULD Sl,Jd'JOd1 SU1 ')uDodQj1l3 Sl,J)fUAOrluD 9)fIAIY)I S0101l9)1 Oj3XIOLD 

AnoXd91HI A3\]orlQlD 01 QllO uDuAl,JdoX U1 913rl l,JYO)l 10A]3 aplw8lnl8olq ')U1 uDud'JQddollO H 

S~d3rlOIlAOA3-(C/) OlD 9)1llD13Y)lOllO 

AQQ3XD 1013)IAOd'Jrl3 UDI;dQ SUI l,J)lIAOAodQAO-11AO U 10)1 UOMA~ l,J)tlrl3)fod IOAj3 aplW81nl8:Jlq H 

. A <;113 G')UDM!81ll3 OAQdX 

OD~rl 3rl UO~XD 3D (')3Q9rloQg3 9) ')3d~riu (;17 01OA98 A01 ')M~ oAQdX 01A~80lAoyolln AOlD 9dodmlQ 

l,Jmurl8ldo Olrl 3rl '([99' ~ SM~ 170' ~ 1:)1 O£' ~ =Oq8J pJ8Z8lj) uDM191ll3 AU1 SOdll SM 'QrioIXnOAn3 

A01 QllO Q)lllOrlD3Y31OilO Od31QAIY A01l,J 110 3)1U8Xj3QOllO 6w 09 ~ «AOIOdil O)lIl(]3)1oridoctl» 

01 '%£\7 ')01U1Qri1DlJA8 OlDODOil 3rl 'SMA~rinoAuodll opllod38 3D J38uygoiln AOXj3 A3Q 1010110 10 

'oD9A l,J)tllOLD013rl 3rl S]3A38DO 908 3ri S3QY3rl Of)Q OilO AM]3XIOLD uonY9Ao uA~rlDonQAnD Olrl 31 

9)11LDIlOlD J38XOAnO OA pdOilri A3Q A<;113ilOd38 O(1Q AM1 OjriOAnQODI U '')101001A3 

([9£' ~ ~M:? ~ 8' 0 1:)1 90' ~=0Il8J pJ8Z8lj) QrlDIXnoAn3 A01 10)1 «IIQ!.odil Q)llln3)1oridoctl» 3rl 0pilod3e 

ULD OD3rl9Ao 'UDMjglll3 AULD 9dod'J01Q l,J)l11AOrlUD 3~dl,Jiln A3Q 'oIAQdX £'9 SUou8(10Y0)todoil 

OQOjd3il UD~ri 10>1 %99 S01u10riiDuAe OLDODOil 3rl '0j311od38 UA3rl(1oAuodil ')!dMX 'U191D0dil 

nOl ollj>ldw Q)lllOlDo13ri uri 3ri S]31138DO 0817 3rl S3QY3ri l OilO AMj3XIOLD uonY9Ao uA~rlDonQAnD 
Olrl 30 3)1UeXpQOilO '0j3110d38 l,J)lllIorldo UD3ri9 101nll)lj3Q1I3 SnOjOilO SnOLD 'U191Dodil 

nm Ollj)tdO)l 9)fllOlD013rl url OA:?riudMXodil 9)11ll0I 3rl A<;1A3eDO UDlil<;113riIIAO AUI olA Bw 09 ~ 
«AQIOdil o)l11n3)forldoctl» nOI 01UIO)fllOrlD3Y31OilO U 'A<;1rll>lOQ A<;1)1II1IY)I orirlodAodil 0YY9 OA:? 31 

Q)I.IOAn3 

I01pdfYl38 A3Q Sj3A38DO Snoi S(10lnO 3D «AoJ.odil 9)t11n3)torldoctl) n01 LJDl,JdX Lll olA nOA(lQAI)I 

-SOI3y~d>M Yjd>Odil 01 Qlno 3ri UD~XD 31 iL£ ~ 01 660 I:) %96 ~m ~ =oH) oqao81d AOAOgri9Y3 
nOil SI31\38DO Snol 3rl 9>1111d)lAnD UD(Y)!81113 UA~rlMI3rl AU! SOdll UD91 Ojrl SUDj1l3 3Xdl,lllrl Spf\38DO 
Sn01 S~101no 31 UD(y)flPQI1l3 Sjd0'lX UDMj81il3 AUlD 9dod'J01Q l)lI1AOrlUD 3Xdl,Jlln A3Q '0j3ll0d380Aorl 

SM « N OJOd U O>lllA3>l\fll\Jd\fctl» flOAOg rl9Y3 nOll ODOA UA:?rlDlll01A3 3ri Sj3A38DO SnoI1 

(DpO 
~!E (-0:;;:: V3-[J3Avv 



L 

J0.1N0J.0dU AO>iI.1A3>i'o'lI\ld'o'(J) JOlfllJldOIVJOdlJ ." 

H.1JHdX 0.1 'o'1J NUIJHVO OVVA(J) 

5~d3 
)(Y) 101311do '8'0'lJ/3w as" 0PIDIQ OIA~rtn 91113V 3rt oA~rlrtnVD)lIl13 '3a1I1\l'o'.1nl'o'~18 Q)lllOlDflO 

Q)flloodQ AnoX~ld3li flOli A(y)lAQIOdli A<;1)llln3)lorldodl LJlo~dx 01 OIA A<;1IAuQO oYY0ct> o.1G 

AON311\l13>i AO.1 JHJHdU30'o'N'o' 'o'iNHII\lOd311\lH "01-

1H1U3N'o'N'o'11'o'ldO(J)OV>iA>f 1'o'I3V'o' 1H.1UdU 1H.1 'o'iNHII\lOd311\lH "6 

1'o'ldO<l>OV>fA>f 1'o'I3V'o' 101lll01d'o' "S 

1'o'ldO(J)OV>fA>i 1'o'I3V'o' 10X0.1'o'>f "L 

)130~110liO )~)lIQI3 AnOXdQlin A3\] 

IJDI~ld311 nOl 9)11101,Ono 10)1 uO/)(J) S"g 

"10131Qrldodn A3\] 

'o'I3XI0.11 'o'>fI.1A3>i'o'lllld'o'<l> "g 

oli(Y)d8AQ AOLD )OlUIQdl3lo 

~ )OlUIQrllAoAolin )OQOld3li oln 1013A}rlOAO OA 13li}dli oe A(Y)QQnoQ83 L L )uouA~doX nOQQld3li 
)oln )OY~l 01 Q13rl )3QQrlOQg3 L )~A(Y)AodoliOAO )31}Y3n 3D )~Aodlri3 AOl~ ~dlodlDlll\O V)fIAdn0ll3Y 

U IIQdoli ')3QQrlOQ83 17Z QliO Q13rl 3eVVil3 A(y)3XdQ A(y)1 )oJdlodlO )LJl ~dlodLDI!AO ~)lIYO U At;lAUrl 

ZL OrlUIOQIQ olA uouA~doX UA3riQAOtjrlOYOAOli3 3ri )nOlodnodo 3D )OlUIQ)lI~OI Uljy3rl Olri QliO 

Q13If\/J38U13Y3rl AnOX} nOli 'uQ]3 01 0YQ 3D l3eudLuodoli I3X} 10)1 A(y)AQAodQAOIIAO AMI )OQprio 
)Ul LJOodQ]li3 UA3riQA3rlOAO OHi 10A]3 AM3XdQ A(y)1 A(Y)ldoAuY(y)D A<;1)1llOrld3liO A(y)l OjdlodlO H 

UH;lloodli nOI OA1)ldO>l 3rl A<;1A38DO 0j3liod38 UI 3ri UD~XD 13X} IIQ 

101!3d(y)38 A3Q pino olOri~dn3 01 QliO OA}AO)l 10)1 ~A(Y)AOli3 V)llrin1A3 oli(Y)d8AJ) AOLD l3eUdULOdoli 

oX} A3\])313Ad}A3 )11 );llnO 3ri 101A01113XO '(dOli~ ')OA}QO )VQl30dfle '51plifn OdOll(l>I) 
0<;11 OlD A(Y))lAQ SUOUY)lQdli )UI )UA}rioAo£jrioYldmrinD ')(lOXQlD-OAOAdQ OLD )}AOYY\:;/0<;11 OLD 

A0100Q13'jO AcYH Suopdg SVI)llri So~A(Y)ADli3 10>1 oAQAodQAOllAO QdnXol OA} IOAJ3 eplW8lnle:Hq H 

(nj?Z) 

<;/E I-O<;cV]-U3A'V'V 

http:o'I3XI0.11


66YEn-E.4250-J3/5 
(24u) 

1.2 IUvlh:o'l 
LlpOOTIK~ ouoio : Bicalutamide 

1.3 <J)0PIJOKOTEXV1Krl lJopq>rl 
EmKOAulJlJEVO IJE AEmo UlJtVIO oloKio 

1.4 nEpIEKTlKOT'lTO OE OpooTlKrl ouoio 
KoBE OIOKIO TTEPIEXEI 150mg bicalutamide. 

1.5 nEplypOq>rl~ruoKEuooio 

1.6 <J)0PlJoKoBEPOTTEUTIKrl KOHlyopio: AVTIOVOPOYovo 

1.7 YTTEUOUVOC; KUKAoq>opioC;: 

1.8 nOpOOKEUOOTrlC;: 

2. TI nPEnEI NA rNOPIZETE riA TO <J)APMAKO noy rAr XOPHrHrE 0 rlATPOr rAr 
01 oorlYIEC; OUTOU TOU <puMoolou ova<pEpovTOI tJovo OTO OUYKEKpllJtVO <poPtJOKo TTOU 00<; 
XOP~YflOE 0 YIOTpO<; 00<;, TO «Q)0PIJOKEUTIKO npolov» '150 mg nopoKOAoulJE OIOpOOTE TI<; 
TTpOOEKTIKO. eo 00<; owoouv OflIJOVTIKE<; nAflPo<popiE<; oMo OEV IJTTOPOUV VO 00<; TO E~rw~oouv 
oAo. Eov EXETE KOTTOIE<; EPWT~OEI<;, ~ OEV EioTE oiyoupol YIO KOTI, PWT~OTE TOV YIOTp6 ~ TOV 
<POPtJOKOnOIO 00<; 

2.1 rEVIKiC; nAllPoq>opiEC; 

To «Q)OPIJOKEUTIKO TTpOYOV» 150 mg OV~KEI OE IJIO OIJOOO <P0PIJOKWV nou oVO!JO~OVTOI 


OVTlOVOPOYOVO. AUTO OIwoivEI OTi TTOpElJnooi~EI OPIOlJtVES OTTO TI<; OpOOEIS TWV ovopoyovwv 

(OVOPIKtS YEVVflTlKtS 0PIJOVES) OTOV OPYOVIOIJO. 


2.2 EvoEi~EIC; 

To «Q)0PIJOKEUTIKO TTPOfOV» 150mg EVOEIKVUTOI EITE IJOVO TOU EiTE oUIJTTAflPWIJOTIKO OE pli;IK~ 

TTpOOTOTEKTOIJ~ ~ OKTlv08EpoTTEio OE 008EVEi<; IJE TomKO TTPOXWPfllJEVO KOPKIVO TOU TTPOOTOTfl IJE 
U4JflM Kivouvo YIO E~EAI~fl H]<; vooou. 

To «Q)0PIJOKEUTIKO TTpOIOV» 150 mg EVOEiKVUTOI ETTioflS YIO Tflv OVTllJETWmOfl 008EVWV IJE TomKO 
TTPOXWPfllJEVO IJfl IJETOOTOTIKO KOPKivo TOU TTPOOTOTfl, OTOUS OTToiouS 0 XEIPOUPYIKOS EUVOUX10IJOS 
~ oMflIOTPIK~ TTOptlJPOOil OEV 8EWPOUVTOI KOTOMflA01, OUTE OTTOOEKTOi XEIPIOlJoi 

2.3 AVTEvoEi~EIC; 
nplv TTOPETE TO Q>OPIJOKO 00<;, EVfllJEPWOTE TOV YIOTPO oos EOV EXETE TTOPEI TToAOIOT£PO 

«Q)0PIJOKEUTIKO TTpOIOv» 150 mg KOI EIJ<povioOTE OMEPYIK~ oVTiopOOfl OTO OPOOTIKO OUOTOTIKO 

TOU (bicalutamide) ~ OTTOIOO~TTOTE OTTO TO mplEXOIJEVO EKOOXO. 

To «Q)0PIJOKEUTIKO TTpOiov» 150 mg OEV TTpEnEI vo AOIJ f3ovETOI OTTO YUVOiKES, 

oUlJmplAolJ(3oVOIJEVWV EYKUWV KOI YUVOIKWV TTOU 8flAoi;ouv. 

To «Q)0PIJOKEUTIKO TTPOIOV» 150 mg OEV TTptTTEI VO AOIJf3ovETOI 1J0~i IJE TEP<PEvooiv'l, OOTEIJI~oAil ~ 


OIi;OTTpiOil. 

* To «Q)0PIJOKEUTIKO TTPOlov» 150 mg OEV TTptTTEI VO AOlJpOVETOI OTTO TO TTOIOIO. 

2.4 EIOIKiC; TTpoq>uAa~EIC; KOI TTPOEIOOTTOlrlOE1C; KOla HI XPr'J01l 
2.4.1 rEVIKa: nplv TTOPETE TO <pOPIJOKO OOS, EV'lfJEPWOTE TOV YIOTp6 oos EOV TTooxnE OTTO 
Konoio ouoAmoupyio ~ 008tVEI0 TTOU EnflPEoi;EI TO OUKWTI. To «Q)0PfJOKEUTIKO TTpolov» 150 mg 
npETTEI vo XPIlOlIJOTTOIEiTOI IJE npooox~ OE 008EVEiS IJE IJETPIO EWS oo(3op~ flnOTlK~ OVETTOPKEIO 
/\6yw TIlS m80voTIlTOS EIJ<PclVIOilS IlnOTIKWV oMoywv KOI flTTOTIK~S oVEnopKEloS 80 npETTEI va 
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riA THN OP00AOriKH XPHrH TON <l>APMAKON 
aUTO 00<; TO typOl.jJ£ 0 YIOTPO<; 00<; IJOVO YIO TO OUYK£KPllJtVO IOTplKO 00<; TTP0f3A1WO 


[:,£V 80 TTP£TT£I VO TO l5iv£T£ O£ oMo OTOIJO ~ VO TO XPilOlIJOTTOI£iT£ YIO KOTTOIO oMil m:'l8'l0'l. xwpi<; 

TTpOilyoUlJtvwe; VO tX£T£ OUIJf3ouA£u8£i TOV YIOTPO 00<;. 


Eov KOTO T'l1510PK£10 Hle; B£pomioe; £1Jq>ovloB£i KOTTOIO TTpOf)A'lIJO IJ£ TO q>OPIJOKO. £VI']IJ£PWOT£ 

0lJtOwe; TOV YIOTPO ~ TOV q>OPIJOKOTTOIO OOe; 


• * Eov tX£T£ OTTOIOI5~TTOT£ £PWTI']IJOTIKO yupw OTTO TI<; TTAI']POq>opi£e; TTOU oq>opOUV TO q>OPIJOKO TTOU 
AOIJf)aV£T£ ~ Xp£lo~£OB£ KoMmpI'] £v'1lJtpW0'l VIO TO IOTPIKO ooe; TTpOf)A'lIJO 1J111510TOO£T£ VO 
~I1T~O£T£ TI<; TT ArlPoq>opi£e; OUTte; OTTO TOV ylOTpO ~ TOV q>OPIJOKOTTOIQ ooe; 

flO va £ivol OTTOT£A£OIJOTIKO KO! ooq>oAte; TO q>OPIJOKO TTOU ooe; XOPl1y~B'lK£ 80 TTptTT£1 VO AOIJf)OV£TOI OUIJq>wvo IJ£ 
TIe; ol51']yi£<; TTOU Ooe; 15681'] KOV. 
* 	 flO Trlv OOCPOA£IO 00<; KOI T'lV uy£io ooe; £ivOi OlTOPOiTI']TO VO 1510f3o~£T£ IJ£ lTPOOOX~ KoB£ 


TTA'lpOq>opio lTOU oq>opo TO q>OPIJOKO lTOU OOe; XOP'1V~BI']K£ 


No IJ'lI5IOTI']p£iT£ TO q>OPIJOKO OTO AOUTPO. OIOTI I'] ~tOTil KOI I'] uypooio IJlTop£i VO oMolwoouv TO 

<pOPIJOKO KOI VO TO KOTOOT~OOUV £lTIf3AOf3~ YIO TI']V uy£io ooe; 


[:,IOll']P~OT£ TO q>oPIJOKO OTOV 0PXIKO IT£pltKT'l TOUe;. 

Eov 0 YIOTpOe; ooe; OlToq>ooim:1 vo OTOIJOl~O£T£ TI'] 8£polT£io, KOTOOTptllJT£ TO UlTOAOIllO q>OPIJOKO. 

MI']V lToipvm: TO q>OPIJOKO IJ£TO Hlv I']1J£polJ'1vio A~~I']<; lTOU oVOYP0q>£TOI OlOV mpltKTI']. 


KOTOcnptllJT£ TO. 

CDuAO~T£ TO q>OPIJOKO O£ ooq>oAt<; IJtpo<; OlTOU TO lTOl1510 l5£v IJlTOPOUV VO TO oouv r'] vo TO <pTOOOUV 


To <pOPIJOKO OOS IJTTOPEi va f3MlIJouv TO TTo11510. 


4. 	 TPOnOL fllA0ELHL 

XOP'1V£iTOI IJE IOTPIK~ OUVTOy~ 

3. 	 Or I5IKOIouxol KOI OVTlTTPOOWlTOI UlTOXP£OUVTOI Ylo Hlv £q>0PIJOYr'] T'le; OVWTtpW £YKUKAiOU. 

ATTootKH~ Via ~vtpV~la : 
H ANAnl\HPQTPIA rlPQ'iLTAMENH fl. flYEn 

1. 	 fEE8A/[:, Yf 
1\. M£Ooydwv 136 
155 61 AB~vo ANNA KATLlCl>H 

2 YlTouPV£io AlTOOXOA'lO'1e; & KOIVWVIKr']e; npooTOoioe; 

f£vIK~ fpolJlJOl£io KOIVWVIKWV Ao<poAio£wv 

LTOl5iou 101 10 AB~vo 


(IJ£ T'1V lTOPOKA'lOl'] EV'1IJtpWOl']e; TWV A0<P0AIOTIKWV 

TOIJEiwv TTOU lTOptxouv YY£IOVOIJIK~ nEpiBoAlj.!'1) 


3. 	 nov£M~vlo IOTPIKO LUAAOYO 

nAOUTOPXOU 3, 106 75 AB~vo 


(IJ£ T'1V lTOpOKAI']Ol'] EvrWtpw0'1 TWV 

TOlTIKWV IOTPIKWV LuMoywv T'le; xwpoe;). 


4. 	 flov£M~vlo CDoPIJOK£UTIKO LuMoyo 

n£lpOIWe; 134 & AyoBI']IJtpou 

118 54 AB~vo 


(IJ£ T'1 V lTOPOKA'lO'l £V'1lJ t pwo'l<; TWV 

TOlTIKWV <P0PlJoK£UTIKWV LUAAOVWV T'1e; xwpoe;) 


5. 	 flov£M~vlo 'Evwo'l <P0PIJOKOlTOIWV 

N00'lAWTlKWV Il5pulJclTWV 

MIXOAOKOTTOUAOU 99, 115 27 A8~vo 


6. 	 IKA-<PoPIJ/K~ YlT'lp£Oio 

AyKwv/vou 8,10241 A8r']vo 
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7. 	 orA KMoo<; <l>0PIJOKEUTIKr'j<; nEpi8oA41Il<; 

nOTlloiwv 30, 10677 A8r'jvo 


8 	 OiKO<; NOUTOU nElpOIW<; 

K noAmoMyou 15 

185 35 nElpOlC1<; 


9. 	 O[KO<; NauTOu A8r'jva<; 

rAaUOTWVO<; 2 & nOTlloiwv 

106 77 ASr'jva 


10. 	 KEVTPO 61lAilTilPIOOEwv 

NOOOKOIJEio noiowv "n& A KUPIOKOO" 

11527 rouoi 


11. l:<l>EE 

/" !\EW<p. KrJ<Ploia<; 280 & Ayplviou 3 
'-.-"" 

152 32 XaMvopl, A8r'jvo 

12 	 navEMr'jvla "EvworJ <l>aplJaKo!310IJrJxavia<; 

!\0lJljJa 7,11524 AlJmMKIlTTOI, A8r'jva 


13. 	 LOMoyo AVT/TTWV <l>apIJaKWTIKwV Elowv & EIOIKOTr'jTWV 
OMC; TOTOYOU 
180 XAIJ. E8vIKr'j<; 0000 A8Ilvwv-l\olJia<; 
146 10 N. EPYGPAIA 

14. 	 MArio AyopavolJia<; 

navmloTrJlJiou 42, 10679 A8r'jva 


15. 	 OAEE - <PaplJaKWTlKE<; YTTrJPwiE<; 

Ay. KwvomvTivou 5 

10351 AGHNA 


16. 	 Mil IJtArJ LuM6ywv 

(OTTWC; 0 TTivaKO<;) 


ErOTEPIKH .6IANOMH: 
1. 	 6/vorJ <l>ap/Kwv MEAuwv & ''Epwva<; 
2. 	 bJvorJ 6/KWV YTTrJPWIWV EMyxou npOIOVTWV 


TIJr'jlJa 'EK000rJC; & Kwo ATTO<pOOEWV 

3. rpaIJIJOTEia ETTlOTrJlJOVIKOO LUIJ!3ouA[ou EYKpioEWV 
4 r pOlJlJOTda MUTEP0!3081J10u ETTlOTrJlJOVIKOO LUIJ!3ouAiou 
MLIErK-2011 
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