JucToBka: URPOPMAUHA 38 NOTPEOHTENR

Kaszogexe 50 mg puIMapans TabaeTkn
GuxanyTaMi
Casodex 50 mg film-coated tablets
bicalutamide

IposeTeTe BHEMATEING UAAATA AHCTOBKA, HPEAH A3 JAMOYHETE A NPHEMATE TOBA JEKAPCTBO,

Thil KaTo T4 CbIbp:KA BaKHA 33 Bac nRdopmanua.

- Janasere TazH AUCTOBKA. Moxe Na ce BAOKH 12 A NTPOYETETE OTHOBO.

- AX0 MMaTe HAKAKBY JONBLIHMTENIHA BHIPOCH, NonuTaiite Bamna nekap unn GapMauerr.

- Tosa nexapcTBo € Npeammcado 1HaHo Ha Bac. He ro npeoTcrhiBaiite Ha ApyTH Xopa. To
MOXE 12 MM HABPEIH, HE3aBHCHMO Y€ NPUIHALMTE Ha TAXHOTO 3a60/sBaHe Ca ChIUHTE KaTo
Bammre.

- AXO MOMy9nTe HAKAKBH HEKEIAKH JIEKAPCTECHM PeakIMH, YEeAoMeTe Bauind exap HiH
dapmanest. Toa BKIFOYMEA H BCHYKH BE3MOKHH HEKETaHHM PEakiHH, HEOMMCAHN B TA3H
JTHCTOBKA. BrkTe TouKa 4.
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ChabpikanKe HA OTIAKOBKATA W JOMBIHATENHA HHpopMau 18 01, m
1. Kakso npeactasiasea Kajoneke B 3a KAKBO ¢¢ H3N0/1384

Kasonexc cranpxa 1ekapcTBO, HapeyeHo Oukanyramua. To npuHaIekKH KbM IPYTIATA IEKApCTEa,
HapeyecH™ ,,aHTUAHAPOTEeHH .

. Kasohekc ce H3mon3Ba 1a ICUEHHE KA pak Ha NIPOCTarTara,
. Toit 6noxnpa aeHCTBHETO Ha MBRKHTE XOPMOHH, Ka8T0 TECTOCTEPOH,
2, Kaxkpo Tpabea na 3naere, npenu na npuemere Kazonexc

He npuemaiite Kazonexe:

. Axo cTe anepriudHy (CBPEXIYBCTBHTENHN) KbM OHKAMYTAMII HITH HAKOA OT OCTAHATMTE
CBCTABKH Ha TOBA NiekapeTso (M3GpoenH B To4ka §).

. AKO npHeMare AEKApCTBO, HAPEUEHO LIH3AMPH/, AW HAKOW AHTHXHCTAMKHE (TepdeHanuH
HJIH aCTEMH30I).

. Axo CTe JKeHa,

He npuemaiire Kazoaexc, ako HAKoe oT ropens0OpoeHuTe ce oTHacH 10 Bac. AKO He CTe CHIYpPHH,
TOBOpETE ¢ NEKaPH IWITH QapMaliesTa CH, MPSAH Aa 3anouHere Aa ApreMare Kazozexc.

Kasonexc ne Tpsbpa 1ia ce Japa Ha Zela.
IIpenynpeaxieana A npeaAnaz®yl MepKH

Tosoperte ¢ Bairag nexap widt GapmaiiesT, npeau Aa npremere Kazozexc:



] AKO ¥MaTe HAKOE OT ClIEJHMTE ChCTOAHMA: KAKBHTO W /1a ¢a ChCTOAHMA, CBBP3aHi ¢ Bamero
CBPIIE WIH KPLBOHOCHH ChI0BE, BKITIOYMTENHO PHTEMHHE HapylICHRs Ha ChpAeYHATA NCHHOCT
{apaT™Mug), WK 2K0 ce TEKyBaTe ¢ JeKapCTea, NpeaHa3HAYCHH 32 Te3H ChCTOAHMA. PHCKET OT
PHTBEMHHK HAPYWICHKA Aa CEPACTHATA ACHOCT MOXKE [ia C& TIOBHIIH, aKO Ce H3IIONBBA
Kazonexc,

. AKo nMare uepHoapoOHH npobneMu.

Axo uMate nuaber u Beue npuemare LHRH auanor. Tosa BXI0uBa ro3epenns, SycepenuH,
JAeypOPeHH # TPHOTOPETHR.

Axo By npuemar B Gonuua, yBeoMeTe MeAMIWHCKHA Tlepcodan, ye npuemare Kasonexce.
Axo npuremare Kazonexc, Bue w/unu BammusT naprHeop Tpa6Ba 2 H3MOM3BaTe METOIH 38
KOHTpALETHIAS N0 BpeMe Ha mpueM Ha Kasoaekce, kakro B 130 gau cnen cnHpake Ha
Kasonexc. I'opopere ¢ Bammia ekap, ako HMaTe BEIPOCH OTHOCHO KOHTPATICTIIHA.

JApyrm aexapcrea W Kazonexc

Mona, ssthopMupatite Bamma nekap #nn GapMaLieeT, ako NpHEMaTe WIH HACKOPO CTe IIPMEMAaITH
IpYTH NIEKapCTBa, BUIOYKTENHO H TAKUBA, OTMycKann Oe3 perenTa H SHIKOBM NeKapCTBa.

He npuemaiite Kazoaekc, ako seue npHeMate HAKOe OT CJICAHHTE TCKAPCTRA.
. Lizanpua (M3M0N3BaH NPH HAKOH BUAOBE JIOLIO XPAHOCMHIIANE).
. Hsxod aBTID(ACTAMBHY (TepdeHANMH WIH aCTEMM301).

VeegoMere cpmo Bantud nekap, ako ipHeMare HAKOE OT CIICAHHTE JIEKapCTsa:

. JlexapcTea, paspexIamu KpLBTA, karo BapdapuH.

. HuknociopHH (3a moTMCKae HA KMYHHATAa CHCTEMAa}.

. KanurepH aHTaroHMCTH {22 Ie9eHHE Ha BHCOKO apTEPHANTHO HANATAHE HIIH HAKOW CHPACYHH
CHCTOAHUS).

Kasonekc MOxKe Jia IOBNANE ACHCTBHETO HA ICKAPCTEA, H3NOI3BAHN 34 ICUEHHE Ha PHTBMHH
HapylIeHHS Ha ChPACIHATA ACHHOCT (HANp. XHHHINH, NPOKaUHAMKN, AMHONIAPOH H COTANON), KAKTO H
Ja MOBKINY PHCKA 32 TE3H HAPYIICHH, AKO C¢ MPUiara B KOMOHHAIMA ¢ HAKOM APYTH JieKapCcTBa,
HanpyMep METaAoH (M3M0/I3RAH 34 oOIekyaBane Ha Goika, XakTo W MPH JETOKCHKALMA Ha AHIa ¢
APHCTPAacTABAHE KbM HADKOTHYHH BeHIECTER), MOKcr(IToKcamH (aHTHOHOTHE), AaHTHIICKXOTHIIH,
H3MOI3BaHH MPH CEPHO3HA NCHXWTECKH 3a00/IABaHHA.

BpeMeHHOCT, KbPMeHe M GePTHIANTET

Kasonexc ne Tpabpa aa ce NpHEeMa OT XKEHY, BKTIOTATENHO 0T OpeMEHHH JKeHH HIIH MaiKH, KOHTO
KBpMAT cBonTe Gebera.

Kaszonekc Moe 1a uMa edekt BEPXY MEXKHS HHbepTwIMTET, KoeTO MoXe Aa Gune obparumo.

ojnpane 1 paboTa ¢ MAMHHA

. Kazozexc He 3acara cnocobuoctra Bu na wodmpare wix fa paboTHTe ¢ HHCTPYMEHTH WiH
ManmHHH.

. Bce nak, ako NOYYBCTBATE CHHIHBOCT, OAXOXAAINTE ¢ NOBHOIEHO BHHMAHHE KBM TE3H
JEHHOCTH.

Baxua mHgopManug 0YHOCHO HIKOH 0T CheTaBiHTe Ha Kasozeke

Kasonekc ChABpKa N2KTO3a MOHOXHAPAT, KOATO € BHA 3axap, Ako Bammar nekap Bu e kasan, qe
HMATE HEMOHOCHMOCT KEM HAKCH 3aXapH, CEBPKETE CE ¢ HETO, IPSAH Aa 3aM0vHeTe 1a MPHEeMAaTe TO3H

JEKapCTBEH IPORYKT.



Crabpxanne Aa HaTphil B Kazopexe
ToBa nexkapcTBO ChABPKA Mo-ManKo oT | mmol narpuii (23 mg) ka Tabnerka, Taka Ye NPAKTHUECKR
HE ChABPKA HATPHIA.

3. Kak na npuemate Kasoneke

BrHarn npremalite T0Ba JeKAPCTBO TOYHO KAKTC € ONHCAHO B Ta3H JTMCTOBKA WM KAKTO B e kazan
Bammar nekap. Ako He CTe CHIYPHM B HeII0, nmonuTalite Bamus sexap win dapMalesT.

] O6uyaiinaTta 7033 NpH BL3PACTHH € €IHA TaONETKa JHEBHO.

. Tormeimaiire TabneTkara N8na ¢ Yama BoAa,

. CrapaiiTe ce 1a nmpueMaTte TabNeTKATa MO SAHO U CHILC BPEME BCEKH JiEH.

. He compaiite a2 npHeMaTe TOBA NEKAPCTBO, IOPH AKO CE MOTYBCTBATE i10-A06pe, OCBEH axo

nexapat He Bu Kake 1a ro HanmpasuTe.
AKo cTe npHeJn NORee OF HeoGxoammara no3a Kazonexe

Axo npremere mopede Kazonekc, orxonkoto Bu e npeanucan Bamud nekap, yBEIOMETE ICKaps CH
MIIM BenHara ce obanere B HonHuua.

AKoO CTe MPOTYCHAAY A8 npHemeTe Kazozexe

] AKo TIponycHeTe 13 IPHEMETE /1033, PECKOYETE NPOMyCHATATa 1034 H MPHEMETE caeaBanaTa
I03a B 00H4aiiHOTO BpeMe.

. He B3emaiite mBoiina no3a (qpe 1031 eNHOBPEMEHHO), 3a 1a KOMIICHCHPATS NPONyCHATATa
Jo3a.

4. BbIMOKHR HeXeaHKE peakniy

KakTo BCHUKH NexapeTha, TOBA JIEKAPCTRO MOsKE A2 MPeAH3BHKA HEXENaHH PeakiHl, BEIPEKH e He
BCEKH TH [OMy4asa.

AJepragynu peaxnnm;

Te ca wevectH (3acarar 1 no 10 ra Becekn 1 000 aymn). CHMIITOMHTE MOTAT 2@ BIUIIOYBAT BHe3alHa
[I0ABA Ha:

. O0pus, cepbex NTH YPTHUKAPHA HA KOKAETA.
. OTok Ha nHUeTo, YCTHHTE, €3HKa, MHPIOTO MM IPYTH JacTH Ha TANOTO.
. HenccTur Ha BB3yX, XpANTEHE WIH 3aTPYXHEHO THIIAHE,

AKo ToBa Ce cllydn Ha Bac, mocerere Jiekap peaHara.
Begiara yseqoMeTe JeKaps cH, axo 3afenemure HAKoe 0T CJIeHUTE:

Mpmoro 9ecty (3acarar nosede ot 1 Ba Beekn 10 gymmu):
. Bonku B kopema.
® Kpsp B ypunara.

Yecern (3acarar 1 go 10 Ha Beeku 100 gymn):
. TlokBITABAME HA KOXKETa MM Ha ovwre (xpNiteHHia). Toa MoKe 13 ca NPU3HALH Ha
YBpEXKIaHe Ha 9epHUs Opod.

Heuectn (3acarar 1 g0 10 Ha seeku 1 000 aynmm):



) Texsk 3aayX WK BHe3aneH, nporpecapam 3anyX. Tora Moxke na 6b€ CHIPOBOCHO OT
KaliIila K BACOKA TeMIepaTypa (Tpecka). Tosa Moxe 1a ca NpH3HAlLY HA BB3NANCHHE HA
Benure ApoGoBe, HAPEUEHO ,,AHTEpCTHIMAHA GenoapotHa Gonect”, koeTo Moxke a Obae
KHBOTO3GCTPAUIABAIIO.

JIpYrR Bh3MOMHHE HEKEAAHH PEAKLIME:

Mpnoro gecrd (3acarar noseue ot 1 ga 10 gyms)
BornesHeHn WIH YBENWMEHH TBPIH.

Tonnu BERAY.

I'apene.

3arek.

JaMarAHOCT.

OOpus.

OTtnamHanocT.

Orok.

AHeMus.
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Yecern (acarat 1 o 10 Ha seexn 100 gynin):
3aryba Ha aneTur.

TToumxeno AUGHIO.

Jenpecus.

CHHIHBOCT.

Tlpo6GreMn B XpaHOCMUIAHETO.
Iazose.

Crpbex.

Koconaz.

TTosuineno okocMABaHE UITH NOBTOPHO H3PACTBAHE HA KOCA.
Cyxa koxa.

HmnoTtenTHOCT.,

TNokausane Ha TernoTO.

I'venHa Honxa.

CrpneveH ynap.

IMonmwxena copneuHa dbyHKiMA.

Penka (3acarat 1 xo 10 Ha Beexn 10 000 aymm):
. YeproapobHa BeAOCTATHIHOCT, KOFTO MOXe Ja ObJe X HMBOTO3ACTpAIABAILTA.
. TorAmeHa KOKHA TYBCTRHTETHOCT KBM CII'HUEBA CBETIIHHA.

Heu3secTHA Y€CTOTA (OT RANHYHATE AAHHHA He MoKe Aa 61L,a¢ HATPaseHa ONCHKA)
» TIpomeHu B enekTpoxapauorpamara (yabnkasare Ha QT-HHTepBana).

Baumar sexap Moxe 12 Ba Hanpaed KpbBHH M3CTeIBaHHsA, 34 Ja POBEPH 3a TPOMCHH B
NOKA3ATENHTE HA KpBETa By,

He ce TpeBoXkKeTe OT TO3H CIHCHK ¢ BB3MOKHH HeKellaHH peakuHH. Bie MoXke 1a HE MOMY4YMTe HUKOA
OT TAX. AKO HAKOA OT HEKENAHHTE JIEKapCTEeHY PeaklMi CTAHE CEPHO3HA HITH safemenire qpyrH,
HEOTIACAHH B TA3H IACTOBKA HEXENAHN PEAKIHH, MOJHL, YBeJoMeTe Batlns iekap WiH ¢apManesT.

CrobmasaHe Ha HeHKEJIAHH PEAKIHH

AKoO HONy9HTe HAKAKRH HEXETAHH JIEKapCTRCHH Peakiyl, ypeaoMere Bawus niekap, papMauesT wik
MEIMIMHCKA cecTpa. ToBA BKIIKOUYBA BCHYKH BR3MOMKHH, HEOIIHCAHH B TA3H IACTOBKA HEXENaH|
peakumii. Mokere chinlo Aa choOImMMTE HEKeNanH PeakiHK JUpeKTHO (BX. NoapobHa rHOpPMALHs



no-nony). Karo crobmasare HesxenaHu peakLii, MOXKeTe Ja JaZieTe CBOs NPHHOC 3a MoJIyyaBaHe Ha
noseye HHGOPMALHA OTHOCHO 6e30MacHOCTTa Ha TOBA JIEKapCTBO.

Buarapus

HsnbneuTeNHA areH1Hs 1o JeKapcTBaTa
yn. ,,Jaman [pyes” Ne 8

1303 Codus

Ten.: +359 2 8903417

yebcaiit: www.bda.bg

5. Kak na coxpansiBate Kasomekc

CopxpansBaiite TabneTkure B OpUrHHATHATA OMAKOBKA.
Jla ce cbxpansBa noa 30°C.
CuxpaHsBaiite TabneTkuTe cH Ha 6€30MacHO MACTO, KBAETO J€LaTa HE MOTaT J1a TH BHIAT WIH
cTurHar. Bamure TabneTku Morart fia UM HaBpeZAT.

. He npuemaiite TabneTkute cH cies W3THYAHE CPOKA HA FOJIHOCT, OTOENA3aH BHPXY
KapTOHEHaTa OMaKoBKa.

JIeKapcham HE TpHﬁBa Ja Ce U3XBBPIAT B KaHAIIH3allUATa UK B KOHTCﬁHCpa 3a AOMAIlHH OTNaAbLIH.
IMonmraiite Baiuus gapmaiieBT Kak 1a YHHILOKHTE HeHY>kHHTe Bu nekapctsa. Te3n MepKH Lue
CMIOMOTHAT 34 OMna3BaHE HA OKOJIHATa cpena.

6. CrabpixaHHe HA ONAKOBKATA H AONbJIHHTeHA HHPOpMALHS

Kakso csabpxka Kazoneke

AKTHBHOTO BelecTBo € Gukanyramua. Beska Tabnetka ceabpika 50 mg OuxamyTaMu.
Jlpyrute chCTaBKH ca: lakTo3a MoHoxuapat Ph. Eur., Harpues Humecten rmukonat Ph. Eur.,
nonueunoH Ph. Eur., marnesues creapar Ph. Eur., metwixuapokcunpomwinenynosa Ph. Eur.,
nonuetuneH rnukon 300 Ph. Eur. u TutanoB nuokcua Ph. Eur.

Kak n3raexna Kazoneke H KaKBO ¢bIBLpiKa 0NaKOBKATa
Kazonekc 50 mg Tabnerku ca G6enn puimupann tabnerku. Kasoaeke 50 mg ce mpoussexaar B
onaxkoBKH OT 28 Tabnerku.

IMpuTexaTen HA pa3pemIeHHeTo 3a YHOTpeba H MPOH3BOAHTE

I[purexaren Ha pa3pelieHHeTo 3a ynoTpeba:
Laboratoires Juvisé Pharmaceuticals

149 Boulevard Bataille de Stalingrad

69100 Villeurbanne

Opanuus

[Tpoussonuren:
AstraZeneca AB
Giértunavigen
SE-151 85 Sodertilje
IBenus

Corden Pharma GmbH,
Otto-Hahn-Strassc,
68723 Plankstadt,



Tepmanus

3a nomeaHMTENIHA HHbOPMALHA OTHOCHO TOBA JIEKAPCTBO, MOJIA CBBPIKETE CE C JIOKATHHS
npeJCTaBUTEN Ha IPHTEXATeNs Ha Pa3pelleHHETo 3a ynoTpeda:

Marna®apm Benrapus EAJ]
Temn.: +359 2 890 39 13

JlaTa Ha mocaeHO nNpepasrjexaaHe HAa AHcToBKaTa: 12/2021

Casodex e Thproscka Mapka, cobctBeHoct Ha Laboratoires Juvisé Pharmaceuticals



