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brkycan 50 mg puamupanu rabaeTkn - K¢ 3?\
Bicusan 50 mg film-coated tablegs -.c A: gé/hﬁ’ﬁ/
(bicalutamide)

IpoueTere BHAMATENHO NANATA JRCTOBKA, HPEH I3 33N0YHETE A3 HPHEMATE TOBA JEKAPCTBO,

ThH KATO TH ChABLIoKA BakHa 3a Bac nadopmanus.

- 3amaseTe Ta3u IHCTOBKA. MoXKe Jla ce HANOXH J1a A POUETETE OTHOBO.

- AKO MMaTe HAKAKBY AOITBIIHHTEIIHH BHIIPOCH, IONHTAifTe Bains nekap wiM GpapMalesT.

- Toga nekapctBo ¢ npeamHcano 1HYHo Ha Bac. He ro npeorcronBaiite Ha npyrs xopa. To Moxke
Na ¥IM HABpE/IH, HE3ABHCHMO M¢ NMPH3HALIMTE HA TAXHOTO 3a0onaBane ca chIIMTE KaTo Bamure.

- AKO NofyqHTe HAKAKBH HEXENAHH Peaxiun, yseaoMere Bawuna nexap win dpapmauest. Tosa
BKJIKOYBA U BCHYKH BB3MOKHH HEXKEJIaHH PeakllUH, HEOIMCAHH B Ta3H JIACTOBKA, BinkTe
TOYKa 4,

KakBo chIbp:ka TazH JECTOBKA:

Kakeo mpeacrasnasa bukycas H 3a Kakso ce H3NOT3Ba
Kaxso Tpabpa na 3Hacte, ipeau Ja npueMere Bukycan

Kak ga npuemare BHkycan

BB3MOXKHN HeXXeNaHH peakiH

Kax aa cexpanspate bukycan

ChOppiKaHKe HA ONIAKOBKATA H JONBIAHHTEHA HHpOpMaHa

A e ol o e

1. Kaxso npeacraBasna BUKycaH H 38 KAKBO ¢¢ H3M0J13BA

PactexsT Ha TyMopHTe Ha IipocTaTaTa (NpH KApLUWHOMH Ha NPOCTATATA) 3aBHCH OT CTUMYITHPAHETO
Ha MBKKHTE MOIIOBH XOPMOHH (aHApOreHn), Bukycan ceappika aKTHBHOTO BEIECTBO GHKATYyTAMH,
KOETO NpeAOTBPaTABA TOBA CTHMyIHpane. bukycan ce ynorpefapa npH BE3pACTHH MEKe 3a ISUCHHE
Ha HaTpeTHAJ CTa/{Mii HA KADITHHOM Ha MPOCTATAaTa B KOMOMHAIMA C BHI JICKAPCTBEHH MPOAYKTH,
Hapeuend LHRH ananosu (anano3u Ha JTyTeMHH3HpALT XOpMOH-0cBoOOKAaBaImA dakTop) WK
OnepaTHBHEA KacTpalni.

2.  Kaxso TpabfBa fa 38aeTe, npead A3 npaeMete Bukycan

He npremaiite Bakycan:

- aKO CTE alepru4HH KhM OMKaTyTaMuA HIH KbM HAKOA OT OCTAHAJINTE ChCTABKH HA TOBA
JekapeTBo (M30poeHn B TOUKa 6).

- aKo CTe JKeHa WK JeTe

- aKo Beve NpHEMATe HAKAKBH JIEKAPCTBA, KOHTO ChIBPIKAT: TepdeHa nH, aCTEMH30M WIH
[M3aNpPHL.

IIpenynpexnenns @ Npeana3HA MEPKH

l'opopere ¢ Baima nexap, npeu a NpHeMeTe TOBa JIEKAPCTBO

- ako uMare npobneMH ¢ yepHHA Apo6 (BalmmaT Jekap MOXE Jia PEllIH Jia IPOBeAE KPBECH TECT,
3a Jia IPOBEPH JAITH YepHHAT BH Apo6 pyHKUMOHMpa NPaBIIHO, JOKATO IPHEMAaTe TOBa
JleKapCTRO),

- ako cTpagare ot quaber (ToBa IEKAPCTBO MOXKE J1a OKaXe BIHAHHE BBPXY
IJ1I0KO3aTa B KPbBTa),

Mons, kaxere Ha Baumma sekap, aKo HMaTe HAKOE OT CIIEJHHTE CHCTOAHHA:
- BCAKAKBY ChPACHHO-CBAGBH 3a00AKBaAHUA HAH NTPoGREMHU CHC CHPIe
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HJIM ce JIEKYBATE C JIEKApCTBa 3a Te3u 3abonaBarua. PHCKET oT npobneMH CbC CHpAeYHH
PHTBM MOXKE 1A HAPACHE NPH W3nosBaHe Ha brakycan.

Jena B 0HOIIR
BHKkycaH He TpabBa aa ce ynorpebsiBa npH feua M IOHOIIH.

Apyra nexapcrea B Bakycan

Tpsbea na kaxere Ha Baiug nekap wix dapmanest, ako npHeMare/H3noN3BaTe, HACKOPO CTe

NPHEeMaIH/U3MOI3BATH HIH € BE3IMOXHO J1a IIPHEMETe/M3N0M3BaTe ApYrH JekapeTBa. bukycan Moxke

Ja OKKE BIIRTHHE FIIH A3 ObJe MOBAHSK OT CJICHHTE JIeKapCTBa;

- LMKJIOCTIOPHH, YIIOTPeOABaH NPy TpaHCIUTAHTALIMA

- 6J10KepH Ha KaNLMEBHTE KAHATH ( 33 JIeUeHHe HA BHCOKO KPHBHO HANLATAHE)

- LHMETHANH, KOWTO HAMANABA KOXHYECTBOTC Ha CTOMAINHATE BH kuce/THHK

- KETOKOHa301 (MpoTHBOrE0HYKOBO IEKAPCTBO)

- BappapHH (IPOTHBOCECHPBAILC CPEACTBO, KOETO Mpeanassa oT 00pa3yBaHEeTO Ha CLCHPEIH B
KPEBTa)

- MHAA301aM, KONTO ce H3MOI3Ba KaTo YCHOKOABAMIC CPEACTBO.

Bukte crino pazaen ,,He npuemaiite bukycan™.

Brxycan Moxe ia B3aHMOZEHCTBA C HAKOH JICKAPCTEA, H3MON3BAHH 32 JISYCHHE HA MPOONEMH Che
CBPACYHHA PUTEM (HanpHMep XHMHHAMH, MPOKAHHAMKI, AMHOJAPOH H COTANOI) HIH MOXKE J1a YBCJIHMH
PHCKa OT MpodJieMH ¢bC CHPICYHHS PHTHM, KOTATO ¢€ M3MNOJ3BA ¢ HAKOH APYTH JIEKAPCTBA (HaNpHMep
MeETaZIOH (M3NoN3BaH 32 of/eKkuaBaHe Ha GOMKATA H KATO 9acT OT JETOKCHKALANTA NIPH HAPKOMAHHA),
MOKCH{}IOKCcALMH (aHTHOHOTHK), AHTHIICHXOTHIIH, H3TION3BAHH 34 CEPHO3HH NCHXWIHH 3a00/19BaHHs).

BpemennocT H KbpMeHe
buxycan ve Tpabea na ce ynotpe6aBa oT JeHH.

IModrpane u padora ¢ MAIIAHH

Manko seposTHo e BuKycaH ja OKaKe RIMRHHE BBpXY cniocobHocTTa BH na modupare wiv na
pabotute c Mammnn. ITo Bpeme Ha neueHue ¢ BukycaH Moxke fia ce oSBH chHBOCT. He modupaiire
U He U3TON3BaiiTe MalllHHH, AKO CTE 3aCETHAT.

Baxycan coabpxka JakTo3a
Axo Bamnsar nekap By € xazan, 9 mMare HENOHOCHMOCT KBM HAKOH 3aXapH, CBBPKETE Ce ¢ HETo
MpeNH Na MpHEMETE TO3H NIEKAPCTBEH MPOIYKT.

Bukycan ¢hILpXkA HATPHI
Toga nexkapcTpo ChABPAKA NO-MIKO ot 1 mmol Harpmit (23 mg) na puiMupana TabneTka, T.e. MOXKe
Ja ce Kaxe, 4e NPaKTHYECKH HE ChABKa HATPHIA.

3.  Kax aa npaemare Bakycan

Bunaru npuemaiite ToBa TeKapcTBO, TOUHO KakTo BH e kasanm Bammar nexap. AKo He CT€ CHTYPHH B
HeLo, nonuraitre Bamus nexap wix papManesT.

[IpenoprunTentara 5o3a e eaHa TabneTka, MpHeTa BEIHEXK AHEBHO CHC WIH O€3 xpaHa.

Axo cTe mpHenH NOBeYe OT HeoOxoanmaTa 5032 Bukycan
AKO 10 HKaKBa MPUYMHA CT€ NPHEIIH NoBeYe 0T HeOOXOAMMOTO KOJIMMECTBO JIEKAPCTBO HL
NPHENO NIEKapCTROTO HHIMACHTHO, YBenoMere Bamnug nekap, 60MHHIHOTO 3aBEJICHHE.
HH}pOPMaUMOHEH LIEHTHP [0 OTPABSHHS, 34 A [IOJTYYHTE OLSHKA HA PHCKA H ChBET
KOHTO TpAOBa a NpeAnpHEMETE.

AKo cTe nponycHa H A3 npaeMere Baxycan {
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Axo cTe 3abpaBiiH a NpHeMeTe 033, IPOIyCHETE 4 H APHEMETE CIIGABAIIATA 1034, KAKTO
obukHoBeHo. He p3emaifte ABoHHA 033, 3a 1a KOMIIEHCHpATe NpOIycHaTaTa Tabnerka.

AKo cTe cnpesna npaeMa B3 Bukycan
He cnupaiite npreMa Ha TOBa 1€XapcTBO, AOPM H JA Ce UYBCTBATe Beue A00pe, ocBeH ako Bamuar
nexap By e xasan fa ro Hanpas#Te.

AKO HMATE HAKAKBH JIOITWIHUTCTHH BBIIPOCH, CBBP3aHy ¢ YNoTpebara Ha TOBA JICKAPCTBO NONHTAalTe
Bamua nexap unu dhapManesT.

4. BBiMOoXkHE HeXeJJAHK pPeAKIHE

KakTo BcHYKH ekapcTBa, TOBA JIEKAPCTBO MOXKE Ja peH3BUHKA HEeXe/laHH peakiliH, BLIPEKH Ye He
BCEKH T'H TIOMy4aBa.

Cenpxere ce ¢ Bamasg nexap BJH NoThpceTe BeAHars MeJHIHACKA OMOII, AKO NOJyIHTE

HAKON OT CAETHHTE HEUECTH HEKEIAHE PeakynH { MOTAT Aa 3acersaT Ao 1 ma 100 nanuenTH):

- TEXKBK 3aKyX, KOHTO MOXKe /12 € MPpUAPYKEH ¢ KALUTHIIA WIH BHCOKA TeMniepaTypa. [IpusHaum
Ha Getonpof0Ho Br3naneHne, Taka HAPEYSHATa HHTEPCTHIMANHA [THEBMOHNSA.

- CIIC/IHHTE ANICPTHYHH peaKLMH (CHMITOMH Ha aHTHOSHICM): NNOAYBAHE Ha JIMLETO, YCTHHTE,
€3MKA WITH IBPJIOTO, 3aTPYAHEHO NperTbiiate, ypTHKApHI H AMXATENHH NpobneMH.

Jpyra BexkeNanA PeaKNHA, KOHTO MOTAT A& ce HAG/0aaBAT ca:

Muoro "yecTH: Morar jga 3acerHar noseue or 1 Ha 10 naumeHTH

Hucsk 6poii Ha uepBeHHTe KPEBHH KIETKH (AHEMHN), 3aMaliBaHe, ropeit BhiiHn, Golka B oOnacTTa
Ha KOpeMa, 3anex, Fafiexe, Kpoe B yprHaTa, GonesHenoct B o6actTa Ha TEPAVITE WK YTOACMABAHE Ha
I'bPAKTE, YYBCTBO HA cnabocT, moayraHe (OTOK).

Yecu: Morar aa 3acersar o 1 Ha 10 nauueHTH

Hamanes anerur, HaMaIeHO CEKCYAITHO RIIEYEHHE, IeNpecHs, YyBCTBO Ha ChHIIHBOCT, ChpeUueH
MPHCTBI, CPIEYHA HEOCTATHYHOCT, HAPYHICHO XPaHOCMIUIaHe, razose (hnaTyneHLma), NPOMEHH B
yepHoApoOHaTa QYHKIMA, TOMHEITABAHE HA KOKATA HIIH O4YHTE ((KBITEeHHIIA), KOCONA/l, HOBHINICHA
OKOCMEHOCT Ha THROTO, CyXa KoKa, Chpbex, 0OpHB, MMNOTEHTHOCT, GONIKH B 00/1acTTa Ha rbpAMTe,
YBEIHYaBAHE HA TETJIOTO.

Peaxu: morart aa sacersar ao 1 ga 1 000 narmesTH
YeproapobHa HEAOCTATHYHOCT, ¥YBCTBHTEHOCT KEM CBETIIHHA.

C Hew3pecTHa YecTOTa (OT HATHMYHHTE AAHHH He MOKe Ja Objie HANpABEHA OLIEHKa)
¥ awkasane Ha QT HHTepBana Ha eEKTPOKAPAHOTpaAMATA.

Cro0masane Ha HEKENAHH PEAKIHE

AKO NoTyYyHTE HAKAKBH HEKelIaHH NeKapCTBEHH peaku#M, yeeaomere Bamg nekap wid gapmanesr.
Topa BKIIOYBA BCHIKH BE3MOMHH HEOTIMCAHH B T3 IMCTORKA HEXenanu peakuwn, Moxkere cuuio xa
CLOOUIMTE HEXETaHH peakLuy AMpeKTHO Ype3 MambinuTenta areHuus o nekapersara, yiu. ,,Jlamax
I'pyes” Ne 8, 1303 Codus, Ten.: 02 8903417, yeGeaiit: www.bda.bg. Kato crobiasare HexkenaHu
PCAKIHH, MOXKCTC J1a AaNeTe CBOA NMPHHOC 3a TMIOJIYYaBaHe Ha [MOBEYe nH(bopmaum OTHOCHO
6e30macHOCTTa Ha TOBA JIEKAPCTBO.

5.  Kak na ce cbxpansea Bakycan

Ila CC CBXpaHABa Ha MACTO, HEAOCTRITHC 32 AcHA.
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He n3nomzpaiite ToBa ekapcTBO Cliell CPOKa Ha FOAHOCT, OTOENA3aH PBPXY ONAaKOBKaTa ClieH
CHKpaMIEHHETO ,,] '0fIeH 10, H3MOM3BAHO 3a OTOENIA3BAHE HA CPOKA HA roAHOCT. CpOKBT HA TOAHOCT
OTTOBaps Ha TIOCAENHUA AEH OT NOCOYEHHA Mecel]

To3n nexapcTBeH NPOAYKT He K3UCKBA CIIELHAIHY YCIOBHS 23 ChXpAHEHHE.
Camo 3a HDPE 6ymuiku: Ja ce wanonsga 1o 6 Mecela clie OTBapaHe Ha OyTHikara.

He m3xpwpiidiiTe exkapeTearta B KaHanusaupaTa. [lonpraiire Bamms ¢gapMalesT Kak A3 HIXBBpIATE
NeKapCTBaTa, KOWTO Bede He H3nonssare. Te3d MepKH IIe CIOMOTHAT 34 ONA3BaHe Ha OKOMHATA Cpeaa.

6. CrAnpAafBe HA ONAKOBKATA H JONbJIHHTENHA HEGOPMANEN

Kakgo cbabpxka Buxycan
- AKTHBHOTO BemiecTBO ¢ 50 mg GukamyTaMHa.

- JIpyTHTE CHCTABKH Ca:
Tabnemno A0po: NaKTO3a MOHOXHAPAT, MOBH/IOH, HATPHEB HHUIIECTEH IMIMKONAT (THN A),
MAarHe3HEB CTeapar.
Tabnemno noxpumue: maxporoi 3350, no/IMBHHHIOB aIKOXO]1, TAIK H THTAHOB JHOKCHA

(E171).

Kak m3rnexna BEKycan H KAKBO ChALPKA ONAKOBKATA

Onucanue:

buxycan 50 mg rabneTku ca KpsritH, ABOMHOM3INBKHAMH, Oesn, ¢ pasmep 7 mm B JWAMETED, ¢ HANIIHC
"B 50" or enHaTa cTpaHa.

Budoee onaxosxu:
bnucrepn: 10, 14, 28, 30, 40, 50, 56, 84, 90, 98 n 100 TabneTkH.
Byrunku: 10, 14, 28, 30, 40, 50, 56, 84, 90, 98 u 100 TabneTkn.

He BcHUKHM BHOOBE OIAKOBKH MOTAT ha G'B,IlaT MIYCHATH Ha Ma3apa.

IIpATexaTes Ha paspemeHHETO 3a YNoTpeda:
Actavis Group PTC ehf.

Reykjavikurvegur 76-78

220 Hafnarfjordur

Henapmus

Ilpou3soanETeN
Actavis Group PTC ehf.
Reykjavikurvegi 76-78,
Hafarfjorour 1S-220
Hcnanpus

To3m nexapcTBen NpoayKT ¢ paspelien 3a ynoTpeda B AbpxannTe wieHkn aa EHII noa
CICAHATe HMEHA:

IIsenmsa Bicacta

ABcTpus Bicacta 50 mg Filmtabletten

Brarapusa Buxycau 50 mg ¢primupanu TabneTkn ~

Kumsp Brectasa 2.

Yewka Pemry6mixa Bjorgeina 50 mg potahované tablety %

Ectonus Bjorgeina S AN

I'epuua Brectasa : . _:.:

i -
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Hcnannus Bicacta

Hpnanaus Bicalutamide Actavis 50 mg Film-coated Tablets
Jlutea Brectasa 50 mg plévele dengtos tabletés

Jlateua Bjorgeina 50 mg apvalkotas tabletes

Manra Bicalutamide Actavis

Hopgerns Bicacta

Pymbuus Bicalutamida Actavis 50 mg comprimate filmate
Cnopaxus Brectasa

O6¢nHHEHOTO KPaNCTRO Bicalutamide 50 mg Film-coated Tablets

Jdara na nocaegno OPePAINILKAAHE HA JIHCTOBKATA
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