JIncroBka: nHpopMALIHA 32 NALHEHTA

HAyrpo3sen 0,5 mg/0,4 mg TBLpPAH Kancy.1H
Dutrozen 0,5 mg/0,4 mg hard capsules

JIYTaCTEPHUJI/TAMCY103HHOB XHIAPOXJIOPHI
(dutasteride/tamsulosin hydrochloride)

[IpoueTeTe BHHMATE/IHO USJIATA JIMCTOBKA, MPE/AH A 3aM04YHeTe 1a NpHeMAaTe TOBA JIeKaPCTBO,

Thil KATO T ChAbLPKA BaxkHa 3a Bac undpopmauus.

- 3anasere Ta3u JJUCTOBKA. Moxke J1a ce Hall0XkH J1a A Npo4YeTeTe OTHOBO.

. AKO ©MaTe HAKAKBH JOMBJIHUTEIHH BBIPOCH, NnonuTaite Bamus nekap, i papmaienT.

- ToBa nekapcTBo € npeanucaHo JuuHo Ha Bac. He ro npeorcrbnBaiite Ha Apyru xopa. To moxe
J1a UM HaBPE/H, HE3aBUCUMO Y€ MPHU3HALIMTE HAa TAXHOTO 3a00J11BaHe ca ChlIMTEe KaTo Bawure.

- AKO NOJIYYUTE HAKAKBH HEXKEJIaHH JIEKAPCTBEHH peakuUuH, yBeaomere Baius sekap, wiu
¢apmaueBT. ToBa BKJIIOYBA U BCHYKH Bb3MOXKHH HEXKEJIAaHW PeaKLIHH, HEOTIMCAHH B Ta3H
nuctoBka. Bukre Touka 4.
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1. KaxkBo npejacrasiiaBa /lyrpo3eH H 3a KaAKBO ce H3M0./13Ba

JlyTpo3eH ce M3I0J13Ba 3a JICYEHHE Ha MbXKE C yrojieMeHa npocrara (100pokayecTBeHa XUnepruia3us
Ha MPOCTAaTaTa) HEPAKOBO HaApacCTBaHE Ha MPOCTATHATA XkJ1€3a, KOETO C€ MPEJAU3BHUKBA OT
MPOMU3BEXKIAHETO HAa TBBP/IE I'OJIAMO KOJIHYECTBO XOPMOH, HApPEYeH JIMXHIAPOTECTOCTEPOH.

JlyTpo3eH npeacTaBisBa KOMOMHALUMSA OT 2 OTAEJIHHU JIEKAPCTBA, HAPEYEHHU 1YTACTEPU/L U TAMCYJIO3HH.
Jlyracrepu NpUHALJIEKH KbM I'PyNa OT JIEKApCTBa, HApe4eHH HHXHOMTOPH Ha S-anda peaykrasara, a
TaMCYJI03WH MPHHAMUIEKH KbM Ipyna JieKapcTBa, HapeyeHH anga-0okepH.

YBenuuaBaHeTO Ha pa3Mepa Ha NnpocTaTta MOXKe Ja A0BejAe A0 NpodsieMu NMpU YpUHUPAHE KaTo
3aTPYAHEHO MPEMUHABAHE HA YpUHATa U HEOOXOAUMOCT OT 4eCTO XO/AeHe 10 ToaseTHa. To Moxe aa
N10BeJIe U J10 No-0aBHa U Mo-Bsjia CTPYs YPHHA. AKO TOBAa CbCTOSSHHE ce OCTaBHu 0e3 jieueHue,
ChIIIECTBYBA PHUCK OT IMbJIHO OJIOKMpaHe Ha CTpyATa YpHHA (OCTPO 3a1bpiKaHe Ha YPUHATA), KOETO
M3UCKBa He3a0aBHO MEAULIMHCKO JieuyeHHe. B HAKOU ciiyyau ce Hajara XupypruyHa onepaums 3a
MbJIHO OTCTPAHABAHE WJIM HAMAJIIBAHE HA pa3Mepa Ha NpocTaTHaTa »xJiesa

JlyracTrepua HamansBa NpoAyKUMSTAa HA IMXUAPOTECTOCTEPOH, KOETO CromMara 3a HamaJisBaHe Ha
npocrarara U obJiekyaBaHe Ha cUMITOMHUTE. ToBa L1Ee HAMaJIM PUCKaA OT OCTPO 3a/IbpP)KaHe Ha ypHHaTa
M OT HEOOXOMMOCT OT XUpPYpru4yHa onepainus. TaMCy034H A€HCTBA KaTO OTITYCKA MYCKYJIMUTE Ha
npocraTHaTa B kJie3a, KOeTo npaBH Mno-j1eCHO NPeMUHABAHETO HA ypHHATa U Obp30 1noaoodpssa
cumnromute Bh.

2. KakBo Tpa0Ba aa 3HaeTe, npean Aa npuemere [lyrposen
He npuemaiite /lyrpo3sen:

- dKO CTC K€CHA (33].].[0Tﬂ TOBA JIEKAPCTBO € NPECAHAZHAYMECHO CAMO 32 MbKe)
- dKO €Te JA€TE¢ H/IH HWHOIIIA HA BB3pPacCT noa 18 roannn.




- aKO €T€ AJIEPrHYHH KbM AYTACTEPHI, Apyrd HEXHOHTOPH Ha S5-anda peaAyKTa3arTa,
TAMCYJIO3HH, COA, PbCTHLUM WK KBM HIKOSA OT OCTAHAJIMTE ChCTAaBKH Ha TOBA JIEKAPCTBO
(u30poeHm B Touka 6).

- aKO HMAaTe HHCKO KPbLBHO HAJSraHe, OT KOETO € YyBCTBAaTe 3aMasHH WiH MpHnanarTe
(OpTOCTATHUHA XHITOTOHHA).

- aKO HMATE TeXKKO YepHOApoOHO 3ad0uBaAHE.

AKO cHYUTaTe, Ye HAKOE OT MOCOYEHHTE NO-rope TRBPACHUS ce OTHacd 3a Bac, He npuemaiiTe ToBa

NEKapCTBO, AOKATO HE ce NnocbeeTBare ¢ Bauiug nexap

[Ipeaynpexaenns H NpeANNa3sHH MEPKH
[oBopete ¢ Bammns nexap unu, ¢papmanesT, npeau aa npueMerte JlyTposeH

B HAK0AKO KAMHHYHH NPOYYBAHKS NPH NOBEtUE NALMEHTH, MPHEMAIY JyTacTepUA H ApYro
NIeKapCcTBO, HapeueHo anda-0nokep, KaTo TaAMCYJIO3HH, C€ NMPOABABA ChpAeYHa HEAOCTATEYHOCT B
CpaBHEHHWE C NMAlHEHTHTE, MPUEMalliid caMo QyTacTepHa Wi caMo anda-bnokep.

CupaeyHa HeJOCTATBYHOCT O3HauaBa, Ye¢ ChplieTo BH He M3nomnBa KpbBTa Taxa Aodpe, kakTo TpsbBa

- YBeperte ce, ue Bamuat nexap 3nae 3a uepHoaApobnnTe Br npobaemn. Ako cTtpanare ot
3a0ongBane, koeTo 3acara yepHua Bu npob, Moxe aa ce HaynoxH Aa By ce nmposexaar
NOITBLJIHHUTENHH M3C/1eiBaHUA, A0KATO NpHemate JyTpo3eH.

- Yaeperte ce, 2¢ Bamna nexap 3nae, ako BHe EMATE TEKKH npobaemH ¢ 6nOpennTe.

- Onepanug 32 JeUeHAE HA KATAPAKTA (mepAe HA OMHTE). AKO MMaTe IUTaHHPaHa onepauus 3a
OTCTPAHABAHE Ha KaTapakTa (nepae) Ha ouute, Baungar nexkap Moxe na Bu kaxe speMeHHO na
cnipete npueMa Ha JlyTtpo3seH npen onepaunara. [Ipeamn na ce noanokuTe Ha onepaLys KakKeTe
Ha Baiuns oueH nekap, ye npuemate JyTpo3eH WIH TAMCYNO03MH (MK CTE ro NMPHEMANH 1peau).
Toii wie npeAnpHEME NOAXOAALUMTE MEPKH 38 NMpeAna3BafHe OT YCJIOKHEHHA 110 BpEMe Ha
onepauusTa Bu.

- Kenn, fena H wopomn He Tpa6Ba na JoxocBaT Kancyau JdyTpo3seH ¢ HapyluieHa usnocT, TbH
KAaTO aKTHBHOTO BEUWECTBO MOXe Aa ce abcopdupa npe3 koxkata. [IpH KOHTAKT ¢ KOXKaTa
ne3abapno HaMENTE 3acernaTa 00J1acT CbC calyH W BoAA.

- H3non3BaiiTe npe3epBaTHB 10 BpeMe HA N00B KOHTAKT. JlyTacTepua ce OTKpHBa B
cCrepMaTa Ha Mbxe, npuemaiuy JyrposeH. Ako Balara napTHeOpKa € nny MoxXe Aa €
OpeMeHHa, T4 He TpAOBa Aa 6bAe B KOHTAKT ¢ Balnata cnepma, Thit KaTo AyTacTepHA MOXE Aa
NOBIHAE HAa HOPMAIHOTO pa3BHTHE Ha HedeTaTa OT MBXKKH M0J. Y CTAHOBEHO €, Y€ AYTAaCTEPHI
HaMansBa 6pog ¥ MOABHXKHOCTTA HAa CNEpMaTo30UauTe H obeMa Ha cnepmata. ToBa MOXxe aa
HaMmanH Baluarta [U1I0A0BHTOCT.

- JAyTpoien noBangBa KpLBHHTE TecToBe 3a PSA (npoctaTHo - crieuMpHYEH aHTHT€H), KOKTO
NOHAKOTA C€ M3MON3Ba 38 YCTAHOBABAHE Ha paKk HAa MpocTaTa. Bawuat nekap tpadbra na e
3aMO3HAT ¢ TO3M €dexT. Bunpeku ToBa TOH MOXE Aa H3NON3Ba TOBA H3C/IE/BAHE 32
YCTAHOBABAHE Ha pak Ha NpocraTta. AKO BH € HaszHa4eHo JiabopaTOpHO (KPBbBHO) M3CACABAHE Ha
PSA, yBenomere nekaps, ye npuemare Jlytposen. Mbixkerte, npuemMamn dyrpo3en Tpadsa aa
CHM OPABAT H3c/exBaHe HA PSA penosno.

- [To BpeMe Ha €HO KIMHHYHO M3NHTBAHE NPU MbXKE C MOBUILIEH PUCK OT KapLHWHOM Ha
NpOCTATATA, MBXKETE, IPUEMALIH OYTACTEPHI, Ca HMAIH CepHO3HA POPMA HA KAPIHHOM HA
NPOCTATA NO-YECTO OT MbXKETE, KOHTO HE ca MpUeMau ayTacrepul. EdexTsT Ha ayTacTepua
BBLPXY Ta3H cepHo3Ha popMa Ha KapUHHOM Ha NPOCTATATA HE € AACEH

- JyTpo3en Moke 12 IPHYBHH YrojieMaBaHe H HAOPEKEeHHE B I'hpaAHTE. AKO TOB& CTaHE
6e3nOKONTENHO WK aKo 3abenexuTe 6y4KkH B rbpAaTa WIH NOSBAa HA CeKpeT OT 3bpHaTa
yBeaoMuTe Baiiiusa nekap 3a Te3d NpOMeHH, Thil KaTo TOBA MoraT Aa 6baar Npy3HaLM 3a
cepHoO3HO 3a0oNnaBaHe KATO KapLIMHOM Ha I'bpAara.

IIpoMeHH B HACTPOCHHETO H JAeNpecHs
[lpy naueHTH, KOMTO NIPHEMAT Npe3 yCTaTa APYro JIEKapCcTBO OT ChlllaTa rpyna (5-an
HHXHWOUTOP), MMa CLOOILIEHNA 38 AeNPeCHBHO HACTPOCHUWE, JCMPECcHs U, MO-PAAKO — M
caMoyOMiicTBO. AKO BBb3IHHKHE KOWTO U Aa OWIO OT TE3H CUMITTOMH, CBRPKETE c¢ ¢ BA
MEJHLIHHCKa KOHCYJITALHSA KONKOTO € Bb3MOXHO MO-CKOpoO.




OO6BpHeTe ce kbM Bawns nekap wiu gpapmaneBT, aKO UMATe BBIIPOCH MO OTHOHIEHHE HA MPHEMA Ha

dyTpo3aeH.

JApyra nekapcrsa v yrpoien
UHdopmupaiite Bamns nekap win ¢papMaLEeBT, ako NpHeMaTe, HACKOPO CTE€ NPHEMANH WK €

Bb3MOXKHO 1a MPHEMETE APYrH JI€KapCTBa.

He npuemaiite dyTpo3eH ¢ T€3H NeKapCcTRa:
- Apyru anda-6nokepn (3a neveHHe Ha YBEIHYEHA NTPOCTATA HAK BUCOKO KPBBHO HafTaHe).

He ce npenopbuba ynorpedara Ha JlyTpo3eH ¢ Te3H JIEKapCTBa:
- KeTOKOHA30J1 (M3M0/13BaH 3a JieueHHe Ha rbOH4YHH HHPEKLIMK).

Hskou nekapersa Morat Aa BzanmoacencTsar ¢ JIyTposeH H Ia MOBHLUAT BE3MOXKHOCTTA 3a pasBUTHE

Ha HeXKeJIaHH JICKAPCTBEHM peakuuH. Takusa ekapcTBa ca:

- PDES uuxubuTOopH (M3n0a3BaHH 3a NOANOMAraHe NOCTUIaHETO WK NMOANbPMKAHETO Ha
epeKuua) kato BapaeHadun, cunaeHadun uurpat U Taganadui.

- BepanamMun Win JWiTHa3eM (3a Ie4EeHHE Ha MOBHLIEHO KPBBHO HAJISraHe).

- Puronasup unu HHAMHABHD (3a JeyeHne Ha HIV).

- HTpakoHa301 WK KeTOKOHA300 (3a leueHHe Ha reOUYHH HHPEKLIMH).

- Hedazonon (aHTnaenpecanr).

- [ [uMeTHAHH (32 ICYCHHE HA A3Ba HA CTOMAXA).

- BapdapuH (3a npegorepaTaBaHe o0pazyBaHETO Ha ChbCHpELIH).

- EprTpoMuULIMH {AHTUOMOTHUK, W3MO0A3BaH 3a JleYeHHe Ha HHEKLIMHU).

- [lapokCeTHH (AaHTHOENPECAHT).

- Tepbunadun (M3n013BaH 33 NeYeHHe HA MEOUUHH NHPEKLHN).

- Huxnodenax (M3non3BaH 3a JeueHHe Ha OONIKa U Bb3NalieHue)

HudopMmupaiite Bawna nekap, ako npueMarte HAKOE OT TE3H JICKAPCTBA.

AyTpo3eH ¢ XpaAHA H HANNHTKH
JyTtpo3en TpabBa fa ce npvemMa 30 MUHYTH Cliell €/IHO H CBILUO XpaHEHe 3a JeHA BCEKH IEH.

BpeMeHHOCT, KbpMeHe B QepTHAHTET
JyTpo3eH He TpaOBa [a ce 1IpUeMa OT XKEHM.

Kenn, KouTo ca GpeMennH (AR MOKke A& ca Opemennn), He TpR6Ba 12 ¢a B KOHTAKT ¢
noBpeaeHA KancyanTe. Jlyractepua ce abcopbupa npes KoxaTa H MOXKe Ja MOBITHAE HOPMAJIHOTO

pa3BuTHe Ha 6eberaTa OT MBKKH NO. PUCKBT € 0coOeHO BHCOK Mnpe3 MbpBUTE 16 ceaMHALM OT
OpeMeHHOCTTA.

H3non3eaiite npe3epraTHR NO BpeMe Ha NOJIOB KOHTAKT. JlyTacrepHa ce OTKpHBA B cliepMaTta Ha
MBaKke, npueMaiy JytposeH. Ako Bawara napTHbOpKa € WK MOXe Aa € OpeMeHHa, T4 He TpadBa aa
Obae B KOHTAKT ¢ Bawara cnepma,

YcTaHoBeHoO e, ue JlyTposeH HaManaBa Opos ¥ NMOABMKHOCTTA Ha CIIEPMATO30MINTE, KaKTo H 00eMa
Ha cnepmara. ToBa MOXE Aa AOBEAE OO HAMasBaHE Ha MBKKATa TUICAOBHTOCT.
ObbpHeTe ce KbM Balung nekap 3a cbBeT B cry4aii, ye OpeMeHHa xxeHa e Ouna B koHTaKT ¢ JyTpo3eH.

Illo¢upane n paboTa ¢ MALIHHH
Hsakou xopa ce 4yyBCTBAT 3aMasiHH OT npHeMa Ha JlyTpo3eH, Taka 4e JICKapCTBOTO MOXE 18 NOBIHAE
criocoOHocTTa B 212 wogmpare win aa paborure ¢ maumHy Oe3onacHo. He wodwupaiite U He

paboTere ¢ MalIMHM, aKO TOBA c€ OTHacs 3a Bac

HyTpo3eH Chabpika HATPHH H MIPOMKWICHITHKON MOHOKANPWIAT H COCB JICLIMTHH.

Tora nekapcTBO chaAbPXKA NO-ManKo OT 1| mmol HaTpuit (23 mg) B kancyna, Taka
,,0€3 HaTpHii™,




JyTposen cpAbpkKa 299,46 mg npONWICHINIKKOA MOHOKANpUNaT (ekBHBaneHT Ha 112,80 mg
MPONMIEHTIHKOMN) BBB BCAKA Karcyna H cJiedy OT NPONMWICHITIHKON B 4€PHOTO MacTHNO.

Tosa NeKapCTBO CHABPXKA CHEAH OT COEB JIELUHTHH. AKO CTE aneprudHi KbM PbCThLUH WIH COM, HE
H3TNOJI3BAATE TO3H JIEKAPCTBEH NMPOAYKT.

3. Kak aa npuemarte yrposen

Bunaru npuemMaiite ToBa 1ekapcTso TOYHO kakTo By € kasan Bawuar nekap unm gapmaleBT. AKO He
ro NpHeMare peAOBHO NMpocieasBaHeTo Ha Bamute HUBa Ha PSA Moxe na 6bae noBanaHo. AKO He
CTe CHIFYPHH B HELIO, nomnutakite Bauiua nexkap unu ¢papMalienT.

KakBo KONIHYECTBO 0T JIEKAPCTHOTO TPAOBA A2 NPHEMATE
[TpenoprunTeNnHaTa 1032 € €4HA Karcyja, NpUeMaHa BEANBX JHEBHO, 30 MHUHYTH Cii€ll €HO H CBILO
XpaHeHe 3a ACHA.

Kak a3 npreMarte
Kancynure Tpsatsa na ce nornsuiat ueny ¢ Boga. He ansuere unun orpapaitte xancysara. KoHTakTeT

ChC CHABPKAHHETO HA KANCYJIUTE MOXeE JAa A0BEJE A0 BB3NAJICHHE HA yCTaTa WiIH rbpnoto Bu.

AKO cTe npHenn noBe4e OT HeoOxoagumaTa ao3a JlyTposen
CebpkeTe ce ¢ Balua nexap win gapMaLeBT 3a ChBET, aKO MMPHEMETE NoBeYe OT HEOOXOAUMHA OpoH

Kancyau JdyTposeH.

AKO cTe nponycHAa | Aa npaeMere JdyTpo3en
He npuemaiite qsoitHa n03a, 3a Ja KOMIIEHCHpATE NpoIycHaTaTa n03a. BaeMere cnensawnara 5o3a B

0OHYaHHOTO CH BpeMeE.

Axo c¢te cnpend npaeMa na Jiyrposen
He cnupaiite na nprueMare JyrposeH 6e3 npeaun ToBa na cre roeopwiH ¢ Bawns nexap.

AKO HMaTe HAKaKBH JOMBIHHTEIHH BBNPOCH, CBBP3aHM ¢ yrnoTpedara Ha TOBA JICKapCTBO, MONUTaiTe
Bawms nekap win papMaLeBT.

4. Bb3MOXHH HeXeJIaHH PEAKIIHH

KakTo BCHUKH JIEKapCTBa, TOBA JIEKAPCTBO MOXKE Aa MPEAN3BHKA HEXKENAHH peakKlliH, BBIPEKH Ye HE
BCEKH I'd MOTy4aea.

ANepravsa peaknHg

[Ipu3HauMTe Ha anepruvyHn peakurn MoXe ha BKITIOYBAT:

- KoxeH obpus (koiito Moxe na e cupbain)

- {lonyBaHe Ha KJenauvre, JHLETO, YCTHHTE, PBLIETE HIH KpaKaTa.

- AKO NMOMIYYUTE HAKOH OT TE€3H CUMITTOMH

AKO Noy4HTe HAKOH OT TE€3M CUMITTOMH, He3abaBHO ce cBbpikete ¢ Balus nexap H cripete np1Hema

Ha JlyTpozeH

3amaliBane, NnpEMaJISBAHE H NIPANAJAAHE
JlyTpo3eH Moxe 1a NpUYHHM 3aMaiiBaHe, MpUMaisBaHE U B peAKY Cay4yad npunagaHe. J{okaro He
pa3bepeTe KaK BH BIIHAC JIEKAPCTBOTO, BHUMATENHO CE H3MPABAWTE OT JIETHANIO WM CEAHAIO
NoNnoXeHHe, 0CODEHO HOLHO BpeMe. AKO Ce NMOYYBCTBATE 3aMadAHH HIIH BH NPHMaJEe 10
NeYeHUe, CeIHETE WIH JIETHETE 10 OTMHHABAHE HA CHMITTOMHTE

CepHoO3ER KOKHH peaKknHH
[pu3sHaunTE Ha CEPHO3HH KOXHH peaKUMH MOXeE 1a BKJIIOYBAT




- reHepaiu3upan oOpuB ¢ 0Opa3yBaHe Ha MEXYPH H JIOLIEHE Ha KoXaTa, 0co0eHo okono ycrara,
HOCA, OYHTE H NMOJNIOBHUTE opraHy (cHHApoM Ha Stevens-Johnson)

Yeenomere HesabaBHo Balling nekap, ako noJryumMTe Te3H CHMITTOMH H cripete ynorpebara Ha

JyTpo3eH

APpyru HexeJIaHH PeaKInHH

YeeTn (MoraTt Aa 3acernar a0 1 na 10 axymmn)

- 3amMasHOCT, BKITIOYHTENHO 3aMAAHOCT NPH H3NpasaHe (BHKTE ChHIIO MO-TOPE B Ta3H TOYKA)

- HUMAOTEHTHOCT (HEBBE3MOXKHOCT 32 NOCTUIAHE WIH NOAAbPXKaHE Ha epeKLus )*

- Hamaneno cexcyanHo xenanue (mubuao)*

- 3aTpyAHEHa €KY 1alHs, KaT0 HAlIPHMEP HaMAJISBAHE HA KOJIMYECTBOTO CIEPMa OTAENICHA NO
BpeMe Ha cekc*

- YBenHuaBaHe WIHM HATIPEKCHHE HA I'bpJUTE (THHEKOMAaCTHA )

- 3amaiiBaHe

* [1pu Manbk Opoit XOpa HAKON OT TE3H HEXEJIAHH PEAKLHH MOXE A& NMPOOB/DKAT CIIEA KaTo CTe
cripeny npuema Ha JlyTpo3eH.

HeuecTH (Morar na 3acernar 20 1 ua 100 pymn)

- ChpaeyHa HEAOCTATBYHOCT (CHPLETO CTaBa MO-MANKO €PEKTHBHO NPH U3MOMIBAHETO Ha
KPBBTA 10 LAJIOTO TAIO

- Hucko kpbBHO HaNAraHe Npy W3NpPaBgHE

- CopuebueHe(nannurauum)

- 3anek, Auapus, NOBpPbLUAHE, rageHe ¢naboct UK 3aryba Ha cuna

- ["nasobonue

- Cop04ii, 3amyuieH HIH Teuyatl HOC {PHHHT)

- Koxen obpuB, ypTHKH, ChpOeK

- 3aryba Ha oKocMsBaHe (OOMKHOBEHO MO TAIOTO) WIH YBEJIHUABAHE HE OKOCMABAHETO

Penxn (Morart aa 3acernar ao 1 na 1 000 aymn)
- [Tonypaxe Ha KINeNayHTe Ha OUHTE, JIMLETO, YCTHHTE, PbLETE WIH KPaxaTa (AaHIHOEAEM)
- [Ipunanane

Muoro peaxu (Morart aa 3acernat a0 1 na 10 000 aymn)
- [Tpoas/okHTenHa Goie3HEHa epeKLHA Ha NEHUCA(TTPHANTHIEM)
- Cepro3HH KOXHH peakLHu (CHHpOM Ha Stevens-Johnson)

[Tpu Mansk Gpoit MbXkKe ca HACTBNIIN APYIH HEXKENaHU peakKLHH, HO TOYHETa UM YECTOTa He €

H3BeCTHA (OT HANHYHUTE JAHHHU HEe MOXe Aa Objie HanpaBeHa OL{CHKA 34 YECTOTATa)

- AbHopManeH Wik Obp3 CupAeUeH pyuTbM (APUTMHUSA WIH TaXHKapHs, WIH NMPEACHPAHO
MBXKICHE)

- HenocTyr Ha BB3OYX (AUCTHEA)

- Henpecus

- bonka 1 noayBaHe Ha TecTHcHTe Bu

- KbpBeHe OT HoCA

- Texxko u3paseH oOpUB 110 KokaTa

- [IpoMEHH B 3pEHHETO (3aMBIIEHO BHIKIAHE LM HAPYIUEHHE HA 3PEHHETO)

- Cyxora B ycrara

CrofmaBane na HeXxe/IAHH PeaAKIAA
AKO NONy4YHTE HAKAKBH HEXETAHH JIEKAPCTBCHH PeaKkuMWu, yseaomere Bamus nnu dapm
BKJIIOHBA BCHYKH Bb3MOXKHHK HEOIMHCAHK B Ta3H JIHCTOBKA HEXKENAHH peakuuu. Moxere



peaKkliHH, MOXETe [1a JafieTe CBOA MPHHOC 3a NMOJy4yaBaHe Ha noseye HHPOPMALIHA OTHOCHO
6e30nacHOCTTa Ha TOBA JIEKAPCTRO.

5. Kak na cexpasssate JyTpoien
Hla ce chbxpaHaBa HA MACTO, HEROCTBITHO 33 ELA.

He u3non3saiite TOBa 1eKapCcTBO ClIe] CPOKA HA FOAHOCT, OTOCNA3aH BLPXY KAPTOHEHATA ONAKOBKA U
Oyrunkata cnea “I'oaeH ao:”. CpokbT Ha FOAHOCT OTroBapsa Ha NOCACAHMS IEH OT MOCOYEHHS MecCell.

Ha ce coxpansasa noa 30°C. a ce nsnonsea a0 90 auu cnen mbpBO OTBapAHE.

He u3xabpnsifte nexkapcTbaTa B KaHAH3ALMATA WIM B KOHTEHHEpa 38 AOMALIHH OTNAaXbLH.
[Tonuratite Bainna dapMaueBT Kak 1a M3XBBLPATE JIEKApCTBATa, KOHTO Beue HE Hanonassare. Tesun
MEPKH 1lle CTIOMOTHAT 32 Ora3BaHe Ha OKOJIHATa Cpela.

6. ChabpxaHHe HA ONAKOBKATA H (ONLJIRHTENHA HHQOpPMaLHs

Kaxkpo coabpxka AyTpoien

- AxTusHHTE BeulecTBa ca aytacrepun (0,5 mg) u TamcynosnHoB xuapoxaopuz (0,4 mg
ekBHBaNeHT Ha 0,367 mg TaMCyNO3HH).
Ipyrure cbCTaBKH ca:
Hytacrepua Mexu kancynu: [Iponunenrnnkon monokanpuiaar, tvn l1; XKenatuu; I nuuepon;
TuranoB auoxcua (E171); byrmnxuapokcuromyes (E321); Tpurneuupuau (CpeIHOBEPHIKHH
Tpuranuepuan)* CoeB JeUUTHH (MOXKe J1a ChbABPKa COEBO Macio)*
*BBb3MOXKHH C/IEAH OT NPOK3BOJACTBEH NMPOILIEC.
TamMcyn03HH NENETH ¢ H3IMEHEHO ocBoOOXKNaBaHe: MuUKpokpycTanna uenynosa; Metakpunosa
kucenuHa — Ernn akpuaat cenonumep (1:1) 30% aucnepcHs (Chbabpka HATPHEB Jaypwicyadar v
nonucopbat 80) Aubyrun cebauar; CunuimeB quokcua, konouaeH xuapar; Ionucopbar 80;
Kanuuep creapar.
Tevpau kancynu: XKenatud; Turanos auoxcua (E171); Kenesen okcna, uepseH (E172); Kenesen
okcua, xunt {E172); XKeneszeH okcua, depeH (E172)
YepHo mactuno. Ilponunenrnukon (E1520); Kanues xuapoxcua; KoHueHTpupaH aMOHHEB
pasTtBop; XKeneseH oxcua, yepeH (E172); wemnak

Kak naraexaa /{yTpo3eH H KAKBO CbABPKR ONAKOBKATA

JlyTpo3€eH € npoaABIroBaTa TBbp/a KeJlaTHHOBA Kancyna ¢ pazMepu 24,2x7,7 mm ¢ kadsaso 1o U

Oexcopa Kanauka ¢ Haanuc C001 HaneyaTaH ¢ YepHO MacTHIIO.

Beaka kancyna CeabpiKa:

- Enana npoawnroeara, MEKa, XKEJIATHHOBA Kancylla gyractepul (mpudausurenHo 16,5x6,5 mm) cuc
CBET/IO XK BJIT UBAT NMBJIHA ¢ NPO3PayHa TEYHOCT.

- HNpuonusurenHo 183,8 mg neneru TamMcyno3uH ¢ H3MEHEHO ocBoOOaaBane 6enu 10 noyry denn
HA LIBAT.

Buaose ONaKoBKH:
HyTtpo3sex ce npeanara 8 6ana HDPE OyTrnka ¢ 6s1a kanayka oT nOAMMNponHieH CbAbpaKallla

H3CYLLIMTES CHIIMKa ren.
7, 30, 90 TBBPAH KaANCynH.

He BcHukKM BUAOBE ONAKOBKH MOrar 2a ObLAAT myCcHaTH B npojaxo0a.




IIpuTexaTes1 HA pa3pelIeHHETO 3a yNoTpeda

Zentiva k.s.

U kabelovny 130,
Dolni Mécholupy
102 37, Prague 10

Yewka peryOnnka

IIponiBoauTen

LABORATORIOS LEON FARMA, S A.

C/ La Vallina s/n, Poligono Industrial Navatejera,
Villaquilambre, 24193 Leodn,

HUcnanus

ToBa JIeKaApPCTBO € pa3pemeno 3a ynorpeba B AbpKaBuTe 4nenkH Ha EBponelickoTo
HKOHOMHYecKo npocTpaHcTBO B B O0eannenoro kpajicTeo (Cesepua Hpianaus) noa ciieaHnre
HMena:

brarapus, Yeuka penybnuka, Ectonuuns, Jlateus, Jlutea, [Tomua u Obeauneno Kpancreo: Dutrozen

[epmanns Dutastenid-Tamsulosin Zentiva

[Mopryranus Dutasterida + Tansulosina Zentiva

PyMbHUA Dutazen 0,5 mg/0,4 mg capsule

Hcnanus Dutasterida/Tamsulosina Zentiva

OpaHLKs Dutasteride/Tamsulosine Zentiva 0,5 mg/0,4 mg gélules

Jara Ba noc/IeAHO npepasriexiane Ha JHCTOBKATA
04.11.2025 .




