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JIMCTOBKA: UHOOPMALIMS 3A IOTPEBUTENS

o D@8, O\N08

Co0BPpEHO: vl ol

BHUMATEJHO TIPOYETETE TA3M JIMCTOBKA MNPEAA JIA

JAITOUHETE JA IIPUEMATE TO3U JIEKAPCTBEH NPOOYKT

- 3anazeme masu aucmoska! Mooce 0a ce umame HyHCOa 0a A npouememe OMHOGO.

- Ax0 umame HAKAKEU OONBIHUMETHU 6bHpOCU, nonumaiime Bawus nexap unu
ghapmayesm!

- Tosa nexapcmeo ¢ npeonucarno auiHo Ha Bac. He 2o npeomcmuwhnsaiime na opyeu
xopa. 1o moxce 0a um HABPeOU, HE3UBUCUMO O NOBA, Y€ MEXHUME CUMNMOMU CA
culyume xamo Bawume.

- AKO HAKOS Om HedceaaHume JNeKapPCMEEeHU PeaKkyuu CMAane CepuosHa Uil
3abenexcume Opyeu, HEONUCAHU 6 MA3U JUCMOBKA HENCEAAHU PeaKyui, MO
yeeoomeme Bawua rexap unu hapmayesm.

B TAZN JIMCTOBKA:

. KakBo npeacraBiasaBa bukycaH u 3a KakBo ce M3N0.13Ba
. Ilpeamn na npuemere bukycan

Kak ce npunara buxkycan

Bb3MOKHH HexKeJIaHH peakUuH

CouxpaHenue Ha bukycan

JonmbJIHATETHA HHpOpMALHA
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1. KAKBO ITPEACTABJISIBA BUKYCAH

bHKycaH € JeKapCTBEH NMPOAYKT, KOMNTO MOTUCKA OMPEAe/ICHU XOPMOHH (aHAPOT¢HH ) B
OpTaHU3Ma U 110 TO3M HAYHMH IIPEYH Ha pa3sBUTHETO HA TYMOPH Ha MpocTarara.

3icusan 150mg e nmokasaH KakTo CaMOCTOSITENTHO Taka H KaToO allOBaHTHO [ICYECHHE KbM
DAAHMKATHATA NPOCTATCKTOMUA WIH TBYETEPANHA NPH MALMEHTH ¢ JTOKATHO aBAHCHPal
KapLHHOM,

JledeHuwe Ha J0KATHO HAMpEeAHAI. HEMETACTA3Upasl pak Ha [OpocTaTtaTa  Korato
XUPYPIrUuyHaTa Wik XUMUUYECCKaTa KacTpalus Wik APYro MEAUKaAMEHTO3HO JICUEHUE HE €
OIXOIALIO KITH HE ¢€ ITOHACS OT IallMeHTa.

2. IPEAU JA IIPUEMETE BUKYCAH

bukycaH He ce mpHJara npu:
e JKeHu u geua;
 (CBpPBHXYYBCTBUTEIHOCT KbM AKTHUBHOTO H ITOMOIITHNTE BEUIECTBA Ha MPOIYKTA.
¢ (CBBMECTHO NPHIOKEHHE ¢ TEPPEHAIUH, ACTEMHA3O.T, IM3ATIPUI.

O0npHeTe cnelHATHO BHHMAaHHe P ynoTpebaTa Ha Bukycan:

bukycaH ce IpepadoTBa B TOIAMA CTENEH B uepHus apolb. [lpu muua ¢ TexKo
YEPHOLPOOHO YBPEKAAHE OTAENAHETO My MOXKE a € 340aBeHO, Fna ce CTHTHe 10
HATpYNBaHE HA Npoaykra. [Ipu Te3n NauMeHTH Mpo BT
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@T“'T]DH@B&#H&, ce mpuiara c
[OBUIIECHO BHHMaHHE U Ja ce NPOBexKAa nepuonnuydizcaensive HasgpHonpoduara
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Gy HKUUA [10paayd Bb3MOXKHOCT OT [IPOMEHM B uepHHUA Apo0. IT0-BeposTHO € TOBa 1a ce
[MPOSBU B IBPBUTE HMIECT MECELIA OT JICYEHHUETO.,

Panxko ce nHabmogaBaT TeXKH 4YepHOApOOHM IPOMEHM TIpu JedeHue ¢ 150 mg
OukanytamMuz, lIpu Tesu ¢iiyuau J1eueHueTo TpadBa Ja ce NpeKpaTHy.

[Ipy maumeHTH ¢ OOEKTHBHO YCTAHOBCHO HAIIPEABAHE Ha 3a00JSBaHCTO W ITOBUIIEH
CHIEIAPHYEH TpocTaTeH aHThreH (PSA), medyennero ¢ bukycan TpsOBa aa ce npekpary.
JlokazaHO €, Ye OPOIYKTHT MOTUCKA ONPEACACHA ¢H3MMHA CMCTEMa B UepHUS Apod
(uutoxpom P450 (CYP 3A4) u nopaau Toa TpadBa Ja c€ BHUMABA KOraTo ¢€ npuiara

€AHOBPEMEHHO C TeKapCTBa, KOUTO c¢ mpepaloTBaT MpeaAHMHO ¢ MOMOUITA Ha Tasu
cuctema (CYP 3A4).

IIpuem Ha apyru JekapcTBa

Mona, kaxceme Ha aekyeawua Cu aexap uau apmayeema ci aKko 63uUMAmMe Wil cme
GIUMAQIU CKOPO OpYy2u JeKAPCMEA, BKAIOHUWNEAHO N1eKApCcmeda, KOUmo ce omnyckam 0e3
peyenma!

Hsma naHHu 3a HIKaKBU (papMaKOAUHAMUYHHU U PapMaKOKHHETUUHH B3aUMOICHCTBHUSA
MEXIY OMKalyTaMHA U AHAJIO3UTE HA JIYTEMHU3UpALl XOPMOH-PUWIMH3MHI XOPMOHA
(LHRH).

CpeaHaTa €KCro3uUus Ha MHIasojiiaM ce yBenuuasa ¢ 10 30% ciiell €IHOBPEMEHHO
MPUIIOKEHUE Ha bUKyCaH B NIpOIB/HKEHHE Ha 28 THY. ToBa YBETHYEHHE UMA 3HAUCHUE
Mpu JIEKApCTBa ¢ TCCCH TepaneBTHMeH HHAeKe. [lopaan ToBa eaHOBpeMeHHaTa
ynoTpeda Ha TepPeHAAUH, aCTEMU30:1 U LIU3anpUl € NPOTUBOIOKA3aHa U TpsadBa 1a ce
BHUMABA IIpH €IHOBPEMEHHOTO TNPWIOKEHHE HaA MPOAYKTA ¢ JIEKApCTBAa KaTo
IUKIOCIIOPUH U KAIUUEBU aHTAroHUCTU. MoOXe Oa ¢€ HaJOXH HaMaJIiBaHe Ha J03aTa
IIpH T€34 JeKapCcTBa, 0COOEHO aKO MMa JAaHHU 34 3aCHIBAHE HA €(PEKTa M HeXeIaH!
JIEKapCTBeHH peakidd. llpemophuBa ce€ HAONIONCHWE Ha IUIA3MEHWTE HUBA Ha
OUKJIOCTIOPUH M HA KIIMHWYHOTO CBCTOSHWE CJIEI 3all0YBAHE WIIH IIPEYCTAHOBABAHE HA
JEYEHUETO ¢ bHUKYyCaH.

[IOBUILEHO BHHMAHHUC CC HM3UMCKBA NpM NpyiI1arad€e Ha DbHKycaH ¢ UMMETHAMH WU
KETOKOHA30/, ToBa TEOPETHYHO MOXE Ja JOBEJEC A0 MOBHUIEHHM KPLBHU HHBA Ha
MPOAVKTA . KOETO Ja NpeANU3BHKA 3aCHJIBaHe Ha HEXENaHUTE €EKTH.

JoxkazaHo e, 4ye Oukanyrtamua 150 mg Moxe 1a U3MECTH KYMAPUHOBHUS aHTUKOAI'YJIaHT
BappaphuH OT MecTaTa Ha CBBP3BAHE C ILIA3MEHUTE TPOTEeHHH. llpu IMmanmeHTH,
3aT0YBAId  JICUEHHE C TO3M PEKAM Ha HO3MpaHe TpsaOBAa Ha ce clieau
IPOTPOMOMHOBOTO BpPEME.

Mons, umatime npeodsuo, ye mazu uH@OpMayus ce OMHACA U 34 1eKapcmeda, NPUeMani
HacKopo!

INpuiaoxkenue HAa BHKYCaR ¥ NMpHeM HA XpAHH H HANTUTKH
Hava HeOoOXOIHMOCT OT CHEUMANICH XPaHHUTEICH PEXKKUM IO BPEME HA JICUEHWETO C
TO3H MPOAYKT.

BpeMeHHOCT H KbpMeHe
IIpedu mnpuem Ha KaKeumo u 04 e JeKapcmeeHu npooyKmu ce_xaucvimupaume ¢
nexveaujus Bu nexap uiu ¢ hapmayesm Zan
BuKycaH He ce IIpu/Iara Ipu KeHH.
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LLiopupane n paboTa ¢ MAIIHHHA
Manko BepoOATHO € MPOAYKTHT Ja OKaXKe BIMAHHE BBPXY mmodupaHero u padorata ¢

MallMHH. BBIpeKkd ToBa HE MOXKeE Ja €€ H3KIIOUH CBHJIMBOCT, 33 KOETO € HeoOXOIUMO
MIOBUHICHO BHIMAaHHUE.

/1aHHH 32 NOMOIIHHTE BelIeCTBA

JIeKapCTBCHUAT MNPOAYKT CbAbPXKA JaKTO33, KOETO o NpaBM HENOIXOAALL IIpHU
NAllUEHTH ¢ JIaKTa3Ha HEAOCTATHhYHOCT, TAJaKTO3EMHA WIW TJIIOKO3€H/TATaKTO3ECH
CHHAPOM Ha ManabcopOuusl.

3. KAK 1A TPUEMATE BUKYCAH

Bunazu npuemanme buxycan mouno xaxmo Bu e xazan Bawus nexap. Axo me cme
CUSYDHU 8 HAKOU Hewa, nonumaume Bawusa nexap wuru hapmaesm.

Bb3pacTHU MbKe, BKIIOUUTENHO M B HanpeaHala Bb3pacT: ¢aHa Tabnerka ot 150 mg
BEIHBX AHEBHO. JleueHueTo ¢ MpoaykTa TpAOBa ja 3amodHe TMOHE 3 JAHHU MPEeau
neyenureTo ¢ aHanora Ha LHRH wnu oneparnsrara kactpanns.

[IpoaykTeT TpabBa Ja ce npueMa MoCTOSHHO B NPOABKESHUE HA HAl-MAJIKO 2 TOJMHH
HJIH O IIPOrpecUpaHe Ha 3ab0/15BaHETO.

Heya

bukycaH He ¢e npuiara [py acua.

Hayuenmu ¢ 6v0peyHo vepexcoane
He e HeoOXoauMo KOpUrupaHe Ha 103aTa [pH MauueHTH ¢ O0PeYHOo YBPEXKIaHe.

[Tayuenmu ¢ ueprHoOpoOHO yepecoane

He ¢ HeoOXomumo KOpUTHMpaHe Ha Jo3ara IMpH MALHEeHTH ¢ JIEKO YePHOAPOOHO
yBpexaaHe. [Ipy TakuBa ¢ YMEPEHO A0 TEXKKO YBPEKIAHE MOXKE Aa ce HaOsroaaBa
MMOBUIIICHO HATPYIBAaHE HA MPOAYKTA.

AKO CTe IpHEJH NMoBeYe OT HeodOXxoaumaTa no03a bukycan

Hsima HaTpynaH ondT 3a npeaosupane npu xopa. He € U3BecTeH crneundrIeH aHTHIOT.
JleueHweTo TpsOBa da Ovde cMNTOMartwuHO. JJuanu3ata MOXKe Ja HE IIOMOTHE, ThH
KaTo OWUKAIyTAaMHI ce€ CBBP3Ba B rogsiMa CTENEH ¢ TLIAa3MEHUTE TIPOTEHHU H HE CE
OTAE/I B HCNPOMCHCH BMA B ypuHaTa. [lpunarat ce o0l noaabp:Kalld MEPKM M
4EeCTO MPOCIEAABAHE Ha BUTATHUTE NOKA3aTEH.

4. Bb3MOXXHH HEXEJIAHU PEAKIITUHU
Kaxmo ecexu Opyz nexapcmeer npodykm, bUKYCaH Moxce 3a npeou3luka HeNCeaan
JNEKAPCMEEHU peaKyyuu
MHoro vectn HexenaHu peakuuu (>1/10);, uvectn (>1/100 go <1/10); nHeuectH
(>1/10000 1o <1/1000); peaku (<1/10000); MHOro peaku (); HEU3BECTHHU (He MOrar Ja
CE€ OTIPEALTIAT OT HAJITWUHHUTE JaHHHU).
HapyilleHns Ha HMYHHATA CHCTEMA g

» " ,“ |

W

Heueemu — peakuM Ha CBPBXYYBCTBHUTETIHOCT, B 1MOHEeBPAT, ICH €M H
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Hevuecmu — aenpecus;

HUXaTe/IHU, rphAHU U MEANACTHHATTHH HAPYINEHUS
Hewecmu — nHTepcTULIMANIHE Oen0apobHa DolecT;
[ acTpOUHTECTUHATHN HAPYIIECHU

Hecmu — nuapus, TaJIeHe:

Pedxu — 11OBpBIUAHE:,

Kb4HO-4epHOAPOOHH HAPYILIECHHNA

Yecmu — uyepHOApOOHU MNpPOMEHH (eneBalidg Ha TpaHCaMHUHA3HMTE, XOJIECTasa U
KBJITEHHIA): YEepHOAPOOHNTE MPOMEHM MHOIQ PAAKO Ca TEXKKM U OOHKHOBEHO Ca
MPEXOAHY, OT3BYYABAIIM WU TOAOOpsBAIllU Ce [IpH IIPEKpaTsBaHE Ha JICYCHHUETO,
yepHOApoOHa HEOOCTATBYHOCT HACTHIIBA MHOIO PIAKO IPU NAllUEHTH, JEKYBaHH C
O6uKycaH, HO MPUYHHHA BPH3Ka HE € YyCTaHOBEHAa. HeoO0XoauMo € MepuoauyHo Ja ce
n3ciiefBa YepHoApoOHaTa HyHKUNA.

Mnoeco pedxu — vepHOAPOOHA HEIOCTATHYHOCT;

KOWHU U NOAKOXHHN ThKAHHU HAPYIICHUS

Hecmu — yIopuUT CHpPOEK:

Peoxu — ¢cyxoTa Ha KO)KaTa;

bb0OpeyHU ¥ YpUHAPHU HApPVIIEHUS

Heuecmiu — KPBB B YPHWHATA;

PerpoIvKTHBHA CUCTEMA ¥ HAPYIICHUS B MICYHUTE JKIIC3U

MHo20 wecmu — 4yBCTBUTEIHOCT HA MbPAUTE, YBEJIMYEHUE HA IbpaUTe (MOXKe Aa Obae
PEAYLUPAHO IPU KacTpalus;

OO0 HapYHIEHUS U TAKUBA HAa MACTOTO Ha NMPUIOKEHUE

Mnoeo wecmiu — TOIIIN BBIHHU;

Hecmu — 0TNIAIHANOCT.

Kato gomeiiHEHMe ca IOKJIaIBAHHM CJIEIHUTE HEKETAHW PEAaKIHW TIpH KIMHUYHH
H3TTUTBAHNA

KpbB ¥ auMdHa cuctema

Yecmu — anHeMuUA,

Mnozo vecmu — TPOMOOUMTONICHNUS,

MeTaboauTHH U XpaHUTEIHN HApYIISHUS

Yecmu — nuader, HaagIaBaHe Ha TETJIO,

Heuecmu —0e3arnieTHTHE, TIOBHIIEHA KPBBHA 3axap, 0TC/IadBaHe;

Hapviu¢eHus Ha HepBHata CUCTEMaA

Heemu — 0OBPKAHOCT: OE3CHHUE:

Heuecnii — CbHAMBOCT H YHECCHOCT:

ChbpACUYHN HAPYIISHUS

Mroco peoxu — ¢bpieuyHa HEIOCTATHYHOCT, I'pbAHA 00MKa, Ae(PEeKTH B MPOBEKAAHETO
KaTo yabokaBaHe Ha PR u QT-untepBana, Hapyuied puThbM, HECITCHHPUYHN IPOMEHU
B EKI;

JUXaTeaHU, TPBAHN U MEAUACTHHAIHA OPOMEHHU
Hevecmu — 3a0yX;

[[acTpOMHTECCTUHATIHW HAPYLICHHS

Uecmu — 3ariek:

Hevecmu — cyxoTa B ycTaTa, AUCHENCHS., PIaTYICHLINA;
KQXKHHU 1 TNTOJKOXHHU HAPYIIIEHUS

Hecmu — 0OpHB, W3NMOTIBAHE. OKOCMSBAHE,




Hewecmu — onajaHe Ha Kocata,

brOpeynu ¥ ypUHapHU HapYUICHUS

Hewecmu — HOLHO YPUHUPAHE;!

PenpoAyKTHUBHA CUCTEMA U HAPYIICHUS B IbDINTE

MHoz2o wecmu — HaMasIeHo JTMOUI0, EPEKTUIHA AUCOHYHKUNS, MMITOTEHTHOCT;

(O0MmY HapYIIEHUA U Ha MACTOTO HA NPU;TAraHe

Hecmu — 0TOLM. 00111a OONKA, OOJIKA B Ta3a: TPHIIKU;

Hevecmu — KopeMHa O0Ka., rpbaHa 00:1Kka, riapobonue, 00aKa B repda ¥ luATa.

Aro 3a0enexcume KaK8UMO U OQ € HENCEAAHU PeaKytll, KOUMO He CA OMPA3eHl 6 ma3il
AUCMOBKA, MOJSL CHOOUeme 3a MOBA HA NEKYBAIYUA NeKap Wil (hapmayesm.

5. CbXPAHEHHWE HA BUKYCAH
be3 cienmanHy yCJIOBHS HA CbXpaHCHHWE B OPUTHHAJHATA ONaKoBKa!
CpXpaHaBalTe Ha MACTO, HEJOCTBNHO 34 Acnal
He n3non3paiite bukycaH cien ¢cpoxka Ha FOAHOCT, OTOEIA3aH BbPXY OINAKOBKATA.
JlexapcrtBaTa He TpAGBa Ja ¢€ M3XBBHPAAT B KaHAAM3AlMATa WIHM B KOHTeHHepa 3a
goMaiHu ortnaasuM. Ilonuraiite Bamus nexap win GapmaueBT KaK Ja YHUIIOXKUTE
HeHYXXHUTe BH nekapcTBa. Te3n MepKH 1€ CIOMOTHAT 3a Olla3BaHE HA OKOJIHATA

cpeaa.

6. AOI'bJIHUTE/IHA HHOOPMAILINA

KakBo ¢baAbpKa bHKycaH

Axmusnama cocmaexa ¢ OUKanyTaMua

Jlpyeume cvcmaexku ca: JAKTO3a MOHOXHAPAT, IIOBUIOH, KPOCIIOBUAOH. HATPHEB JIaYPHII
cyJupar, MarHesueB creapar.

Cvcmas nHa mabaemuomo NoKkpumue: JaKT03a MOHOXUApAT, XUIIPOMENo3a, THUTAHOB
anokcun, Makporoda (PEG 4000)

Enna dunmupana tabnetka cbabppxa 150 mg duxanyramun

Kak m3rnekaa bUukycaH H KAaKBO CHABPKA ONAKOBKAaTAa

Onucanue - KPbIriy, ABOMHO-N3MNBbKHAIN QHIMHPAHH TAaOJETKH ¢ 01 LUBAT, ¢ HAAIMUAC
“BCM 1507 ot eaHara crpaHa

Onaxkoexa

Bicusan 150 mg tabaetku, nmo 10 6posa B dauctep ot PVC/PVDC/Al donuno, no 3
Omucrepa B KyTus.

Bicusan 150 mg ta6aerkn, no 14 6pos B Omuctep or PVC/PVDC/Al doano. mo 2
OnucTEpa B KYTHS.

IIpurekaTe)1 HA pa3pelIeHHETO 32 yIIOTpeda
“AKTaBuc EAJ]

ys1.” AtaHac Jykos”Ne 29,

1407 Codus, bbarapus

IIpousBoaurenn:
Synthon Hispania S. L.
Castello 1, Poligono Las Salinas




08830 Sant Boi de Llobregat
Vcnanns

++34 93 640 1516

++34 93 640 1146

Synthon BV
Microweg 22

65345 CM Nijmegen
Xonhanaud

31(0)24 372 7700
31(0)24 3727739

3a JONBJIHUTENIHA UHPOPMALHMS OTHOCHO TO3U JIEKAPCTBEH MPOAYKT, MOIS CBBPIKETE
CE C JIOKANHUA NPEACTABUTEN HA NPUTEKATENS HA Pa3PEeLICHUETO 3a ynoTpeoda:
“AxraBuc” EAJ]

yai.” Atanac JIykos” " Ne29

1407 Codust, brarapus

Ten. ++359 2 9321762, ++359 2 9321771

[Tocneana akTyann3anns Ha TekcTta: Mai 2008




