A3NLIHATEHA ATEHLIUS 110 IEKAPCTBATA

fucmoBra [Mpusroxamue 2

JncToBKa: MBpOPMALNA 33 paugeHta o7 3 0/9;’

..........................

lllllllllllllllllllllllllll

dyrpoizen 0,5 mg/0,4 mg TeLpARIAUNTH IR |
Dutrozen 0,5 mg/0,4 mg hayggapsmes 2.7 7. .. e

DGoBPEHUE Ne .. s

NYTACTCPUA/TAMCYJIO3UHOB X
(dutasteride/tamsulosin hydrochloride)

IIpoueTeTe BHUMATENHO UAJIATA JHCTOBKA, NpedH Ja 3aM0YHETe 13 MpHeMaTe TOBA JEeKapPCTBO,

Thil KaTo TA ¢CbAbpPXKa BaxKHA 32 Bac undopmannus.

- 3amnasere Ta3u NUCToBka, MOKC 1a € HANOXKHU Ja g [TPOUCTETC OTHOBO.

- AKO MMaTe HAKAKBH JOITLJAHUTCIIHH BBOPOCH, NONHTanTe Bawya nekap, Han gapmaLcBT.

- Tosa ackapcTBO ¢ npeanucalo aM4Ho Ha Bac. He ro npeorcTrnpaite Ha ApyrH xopa. To MOXe
1a UM HaBpCH, HC3aBUCHUMO Y€ MPU3HALMTE Ha TAXHOTO 3aDoJ1fBate ¢a ChIIMTE KaTo Bawmre,

- AKO NMONYYHTE HRKAKBY HCHCIAHU NEKAPCTBCHH PEakLUMH, yBCIOMETC Balung ckap, uim
dapmaiiest. ToBa BKAKYBA H BCHYKH BBIMOXXHHU HEXENAHHN PCAKLIMH, HCOMHCAHH B Ta3H
nucToBKa. Brxkre ToUKa 4.

KakBo ¢bALP:AKA Ta3u JIHCTOBKA:

Kakso npeacrasnsaBa lyTpo3eH K 3a KaKBO €€ H3IOJI3BA
KakBo TpsabBa na 3HacTe, npeau da npuemcre JyTposcH
Kak aa npucmate /lytposen

Bb3MOXHHM HEXEMAHH PCAKLIMH

Kak na cexpansBartc JyTposcH

ChbabprkaHHe Ha OMAKOBKATa M JIOMBJIHHTENIHA HHPOpMaLUHS

Al et e

1. Kakeo npeacraBianaBa [JyTpo3eH H 32 KAKBO Ce H3I10/13BA

HyTpo3eH ¢¢ W3Mo3Ba 3a JJEYCHUC HA MbXKC C YIOJICMCHA MpocTaTa (100poKadecTBCHa XUnNepiiains
Ha NMPOCTATaTa) HCPAKOBO HAPACTBAHC Ha [POCTATHATA XKJIC34, KOCTO C¢ NPE/IM3BUKBA OT
IPOM3BEXKAAHCTO HA TBBPAC FOJISMO KOJUUCCTBO XOPMOH, HAPCUCH AMXHAPOTECTOCTCPOH.

Jdytposen npcacTaBaaBa KOMOHHaALMA OT 2 OTAENHHM NCKAPCTBA, HAPCHCHU AYTACTCPH U TAMCYJIO3HH.
JlyracTepua npHHAANCKH KM rpyna oT JICKapcTBa, HApEeUCcHH HHXHOUTOPH Ha S-andga peaykrasara, a
TAMCY/103HH MPUHAAICKH KbM I'PyNa JICKapcTBa, HapcUucHHU anda-0mokepn.

YBeAMYaBaHETO Ha pa3Mepa Ha MpocTara MOXKe Aa A0BCAC A0 NPOOACMH [IPH YPHHHPAHC KaTO
3aTPYAHCHO NPCMUHABAHC HA YPHUHATA M HCOOXOAMMOCT OT 4ECTO XOJACHE 10 ToalcTHA. [0 MOXC 1a
JOBECAC M A0 No-0aBHa H (10-BANA CTPYS ypHHA. AKO TOBa ChCTOSHHE CE OCTaBH 0€3 JICUEHHC,
CBIICCTBYBA PHCK OT MTBAHO ONOKHpaHEe HA CTPyATAa YpHHA (OCTPO 3aRbPXKAHC Ha YPHHATA), KOCTO
M3UCKBa HC3a0aBHO MCARUMHCKO JIcucHUC. B HAKOM ciiydayd ce Hanara Xupyprivta oncpaumns 3a
MbJIHO OTCTPAHABAHC H/IM HAaMaNfBaHEC HA pa3Mcpa Ha [TpOCTATHATA *KJie3a

JyTtacTepua HaMansaBa APOAYKLMATA HA AUXHAPOTCCTOCTEPOH, KOCTO CrioMara 3a HaMa/IABaHC Ha
npoctarata H ofJIeK4aBaHe Ha CUMNTOMUTC. TOBa ule HamanM prcKa OT OCTPO 3aAbpXKaHC Ha ypHUHATa
M OT HCOOXOAHMOCT OT XHMpYpru4Ha onepauusa. TamMCyJI03UH JEHCTBA KaTO OTIYCKa MYCKYJTHTE Ha
npoctarHara Bu »*J/c¢3a, KOCTO NPaBH NO-JIECHO PEMUHABAHETO Ha YpHHaTa M 0bp30 Mo 100psBa
cuMnrToMuTe Bu.

2. KakBo Tpa0Ba na 3HaeTe, Npeau Aa npuemete lyTposeH
He npuemaiite /lyTposen:

- aKO CTE KeHa (3all0TO TOBA JIeKAPCTBO € Npe1HAZHAYEHO CaMO0 32 Mb
- aKo ¢Te JeTe HJIM IOHOLA HAa BL3PAcT noj I8 roauuu.




AKO CTe AJEePrHYHH KbM AYTACTEPHA, APYTY HHXHOUTODH Ha S-a/1da peJyKTa3ara,
TAMCYJI03HH, oA, (PBCTHUH WIIH KbM HAKOA OT OCTAHAIUTC ChCTABKH HA TOBA JICKApCTBO
(136pocHU B TOUKa 6).

AKO HMaTC HHCKO KPBBHO HAJIraHe, OT KOCTO CC YYBCTBATE 3aMasgHH HIH NpUnagaTc
(OPTOCTATUYHA XHIIOTOHHA).

aKO UMATe TeXKKO HepHoapodHo 3a00.19BaHe.

AKO CUMTATC, Ye HAKOC OT MMOCOYCHUTE MO-rope TBLPACHUA ¢C OTHACA 3a Bac, He npueManTe ToBa
NEKapCTBO, JOKATO HE CE NMOChLBCTBATC ¢ Bauunsa nckap

[IpeaynpexaeHus H NpeAna3HH MEPKH
[‘oBopere ¢ Bauiua nekap wiu, papMaLeBT, npeau Aa npuemere lyTposcH

B HAKOJIKO KJIMHHYHH NPOYYBAHUA NPH MOBEYC NALMCHTH, NPHEMALLH AYTAaCTEPH/ H APYTO
JICKapCTBO, HapcucHo anda-0nokep, KaTo TAMCYJIO3KH, C€ MPOABABA ChPACYHA HEAOCTATHUHOCT B
CPABHCHYC C MALMCHTUTE, MPUCMAIUM CAMO AYTACTEPH]T HIIH caMo anga-0noxep.

CbpacyHa HeA0CTAaTLYHOCT 03HA4Yaga, 4e ChbpUeTo Bu HE H3MTOMIMBA KPHLBTA TaKa nobpe, KakTo TpaOBa

b

HyTposeH.

JApyru nekapcra H JyTpo3en
Undopmupaiite Bawua nekap Uinm papMaLCBT, aKO IIPUCMATE, HACKOPO CTC P
Bb3MOMKHO 1A NPUEMETC APYIH JIEKapCTBa.

YBepere ce, e BauuaT nexkap 3Hae 3a yepHoapoOHuTe Bu nmpodiremn. Ako cTtpanare ot
3abonsABaHe, KOETO 3acara YepHMa Bu apob, Moxke na ce Hanoxu aa Bu ce nposexaat
NOMBJIHUTEAHH H3CIICABaHHA, JOKATO NipucMate JlyTposeH.

YBeperte ce, ue Bamun Jekap 3Hae, ako BHe HMaTe TeKKK npodaemu ¢ 0n0peunre.
Onepauus 3a JedeHHe HA KATAPAKTAa (nepae HA 04HTe). AKO HMATC NNaHUpaHa oncpaln 3a
OTCTpaHsBaHE HA KaTapakTa (nepae) Ha ouute, Bamuar nekap Mmoxe aa BH Kaxke BpCMCHHO 1a
cnperte nprema Ha JlyTposeH npeau oncpauuata. Ilpean na cc noarokKHTE Ha ONncpaunsd KaxeTe
Ha Bammusa ouen nekap, uc npueMare JiyTpo3cH RIH TaMCYJIO3HH (MM CTC ro IIPpHEMaNH NPCaH).
Toit e npecanprUemMe NOAXOAALNTC MEPKH 3a NMPCANA3BAHE OT YCIOXKHCHHS 110 BpEME Ha
oncpaunaTa By.

Kenu, gena 1 WHOLUM HE TPAOBA Aa JOKOCBAT Kancyiin dyTpo3cH ¢ HapyUuICHa WANOCT, ThH
KATO aKTHBHOTO BEILECTBO MOXe Aa ce abcopbupa npe3 koxata. [Ipn KOHTaKT ¢ KoXkara
He3a0aBHO H3MHHTE 3aCerHaTa 001aCT ChC CanyH U BOAA.

H3noa3BaiiTe npe3epBaTHB 10 BpeMe HA 110J10B KOHTAKT. JlyracTepHia ce OTKpHBA B
crepMata Ha Mbxe, npreMainy JJytpoicH. Ako Baulata napTHeOpKa ¢ WM MOXKC Aa ¢
OpecMcHHa, T He Tpsa0Ba na Obae B KOHTAKT ¢ Bauiarta cnepMa, TbH KaTo 1yTacTepr/l MOXKE 2a
MOBMHAC HAa HOPMANTHOTC PazBUTHC Ha OcOcTaTa 0T MBXKKH 10N, Y CTAHOBEHO €, Y€ AYTACTEPHA
HaMansgsa Opos ¥ NMOABMXKHOCTTA HA CNIEPMATO30MAMTE H 0beMa Ha criepMaTta. ToBa MOXKE a
Hamany Bamara rmioa0BHTOCT.

JIlyTpo3eH NORJHSIBA KPpbBHHTe TecToBe 3a PSA (npoctatHo - cneun(uyeH aHTUICH), KOUTO
MOHAKOra ¢€ M3MOJ3Ba 3a YCTAHOBABAHC Ha pak HA npocTara. Bawnat nckap tpsadsa aa ¢
3ano3yar ¢ TO3M ¢eKT. BhIpeKkK ToBa TOM MOXKE Aa H3M0N3BAa TOBA H3CICABAHC 34
YCTAHOBABAHE Ha PaK HA OpocTata. Ako Bu ¢ HazHayeHO 1adopaTopHO (KPBBHO) M3CICABAHC Ha
PSA, yBecaoMeTe nekaps, uc npucmarte yTtpoieH. Mbikere, npuemauiu JyrposeH Tpaoea na
CH NpaBAT uicheasane Ha PSA pexosno,

[1o BpeMe Ha eqHO KNIHHHUYHO H3MUTBAHE NIPH MBXE ¢ NOBUILICH PUCK OT KaplHHOM Ha
IPOCTATaTa, MBXETC, IPUEMallld AyTacTCPUI, Ca HMAJIU CepHOo3Ha popMa HA KAPIHHOM HA
NPOCTaTa NO-4€CTC OT MBKETC, KOMTO HE Ca NnpUeManu aytactepui. EQekrsT Ha aytacTepu
BBPXY Ta3H CCpHO3HA (POpMa HAa KAPUHHOM Ha NPOCTATaTa HE C ACCH

JyTpo3eH MoxKe 1a NPHUYHHH YIoJleMaBaHe H HalpeXKeHHe B IbPAHTE. AKO TOBa CTAHC
OC3MOKOUTENHO WK aKO 3a0CnexnTe 0YYKH B I'bpAaTa WM MOABA HA CeKPeT OT 3LpHATa
yBCIOMHTC Balys nekap 3a Te34 NPOMEHH, ThH KaTO TOBA Morat Aa 0baaT npr3HauH 3a
cepro3HO 3a00/19BaHE KATO KAPLMHOM Ha IbpAaTa.




Hc npucmaiite JlyTpo3cH € TC3H JICKapCTsa:
- npyru anda-6nokepu (3a JICUCHHE HA YBEIHUCHA NPOCTATA HIIH BHCOKO KPBBHO HAJIATAHE).

He cc npenopbuba ynorpebarta Ha JLyTpo3eH ¢ TE3H JICKApCTBa!
- KeTOKOHA30J1 (M3M0I3BaH 33 ACUCHUE HAa bOMYHM HHDCKUMH).

Hsakou nekapcTBa MOraT Ja B3aHMOAeHCTBAT ¢ JlyTpo3CH ¢ /1a MOBAIIAT BE3MOXHOCTTA 33 PA3BHTHC

Ha HeXKEeJlaHH JICKapCTBCHH peaklnH. TakuBa JeKapcTsa ca:

- PDES nuxuburopy (M3M03BaHU 3a NOANOMAaraHe MOCTUTAHCTO MK MOAABLPKAHCTO HA
cpeKuMA) Kato BapacHadui, cuaaesadun UMTpaT 4 Taganadui.

- Bepanamun win auatHaseM (3a JCUCHHE Ha NOBHIUCHO KPhBHO HANATAHC).

- PutoHaBup vau HHAMHABHD (3a ncdeHue Ha HIV).

- UTpakoHa30/1 HIIH KETOKOHA30/1 (32 NcUCHUE HA MEOMYHH HHEKLHH).

- HedgazonoH (aBTHACHPECANT).

- LHinMcTranH (3a JICUCHUE HA S3BA Ha CTOMAaxa).

- BapdapuH (3a npeioTBpaTaBaHe 00pa3yBaHETO HA ChbCHPCUH ).

- EpuTpoMHLIMH (AHTHOHOTHK, H3MOJI3BAH 34 JICHEHHWC HAa MHCKLIHHN).

- [lapokCeTHH (AHTHAEOPCCAHT).

- TepOuunadbuH (H3M0M3BaH 32 JICYCHME HA rEOUYHH HHPEKLHMH).

- HuknodeHak (M3M0J138aH 3a ICYCHHME Ha DOJIKa M Bb3NATICHHE)

Undopmupaiite Bawsus sickap, ako npueMare HAKOE OT T€3H JICKapCTBa.

JIyTpo3€eH ¢ XpaRa W HAITHTKH
HyTpo3eH Tpsabea ga cc npucMa 30 MHHYTH CIICA €AHO M ChILO XPAHCHC 3a JICHA BCCKH JICH,

bpeMeHHOCT, KbpMeHe H PepTHIHTET
JlyTpo3eH He TpsadBa 1a cC fIpHEMA OT XKEHH.

Aenu, KouTO ca OpeMeHHH (HJIH MOXe 12 ca OpeMEeHHH), He TPAOBA A4 €A B KOHTAKT C
noBpeleHH Kancyaure. [Jyractepus ce abcopbupa npes KoxkaTta U MOXKC J1a NOBMIHAC HOPMAJIHOTO
pa3BUTHC HA O¢OeTaTa OT MBIKKH Noj. PHCkbT € 0cobeHOo BUCOK fIpe3 MbpBUTC 16 ceaAMHUUM OT
OpCMEHHOCTTA.

M3nonssaiite rnpe3epBaTHR MO BPECME Ha NOAOB KOHTAKT. JyTacTepuj cc OTKpHBaA B ClIEpMaTa Ha
MBXke, npaemainn Jyrpo3cH. Ako Bawara naprasopka ¢ uau Moxe Aa ¢ OpeMcHHa, T4 HC TpsaOBa na
OBLJC B KOHTAKT ¢ Bawara cri¢gpma.

YeranoscHoO ¢, uyc JyTposcH HaMansaea Opos H NOABHKHOCTTA HA CIICPMATO30HANTC, KAKTO U 00eMa
Ha criepmarta. ToBa MoXe 1a A0BEAC A0 HaMaligBaHE Ha MbXKKATA TIOA0BHTOCT.
O6bpHeTC cc KbM Bawius siekap 3a ChBCT B cly4ail, ue OpcMEHHA XKCHa ¢ OMla B KOHTAKT ¢ lyTpoich.

IlHodupane u padbora ¢ MALIHHHA .

Hsikon Xopa ¢c 4yBCTBAT 3aMasiHi OT NpHemMa Ha JlyTposcH, Taka 4¢ JICKapCTBOTO MOXKC J1d MOBJIHAC
cnnocobnocTra By aa wodupate nnu pa paborture ¢ mauuHu 0e3zonacHo. He wodupaitte u He
padoTeTe ¢ MallKHHU, aKO TOBA ce OTHAcCs 3a Bac

ﬂ}"TpDEIE'H CbAbPAKA HﬂT’pHﬁ H MPONUJICHIJIMKON MOROKANPHIAT H COCB JICUHTHH.

ToBa NcKapCTBO ChABPKA M0-MANKO 0T | mmol HaTpuH (23 mg) B Kancyna-, Taka 4¢ Ha NIPAaKTHKA C
,.0e3 HaTpun®. *
JlyTposcH chabspka 299,46 mg NponuIeHI/IMKON MOHOKAIPUIAT (€KBUBAJIEHT Ha | |
NPONHJICHITIHKO/) BbB BCAKA KarcyJia v CJICANA OT MPONUNEHITIHKOJ B YCPHOTO Mac

ToBa JIeKapcTBO ChILPXKA CACAU OT COEB JICUUTHH. AKO CTE AlIEPrHYHH KbM (BbC
N3MON3BANTE TO3M JIEKAPCTBEH NIPOAYKT.



3. Kak na npuemare /lyrposen

Bunary npucMainTe TOBa JICKapCTBO TOYHO KakTo Bu ¢ kasan Baluuar nckap unu GapMaucsT. AKO HE
ro NpUeMaTe peoBHO MpocieasBaHcTo Ha BawuiTe HuBa Ha PSA moxce na 0b1¢ noBnuaHo. AKO HC
CTC CUTYPHH B HEILO, NoNuTaiTe Bawua nekap nnu gapmarcst.

KakBo Ko/THYEeCTBO OT JIEKAPCTBOTO TP#OBa Aa NpHemare
[IpenopbhunTCNHATA 4034 € €[Ha Kacyla, IPUCMaHa BEAHBXK AHEBHO, 30 MHHYTH CJICH €IHO M CBLUO

XPAHCHC 34 JICHA.

Kak xa npuemare
Kancynure Tpabea na ce noriswar yenu ¢ Boga. He aspucte wnn orsapsaite kancynara. KOHTakTsT

CbC CHABPKAHUCTO HA KAIICYJIHTC MOXKC Ja A0OBCAC N0 Bb3II4AJNICHHC Had Y(CTaTla HJIN I'epJaoTO Bu.

AKO ¢Te IpHe/In NoBeve oT HeoOxoauMara ao3a JlyTposeH
Ceobpixere ce ¢ Bamus nekap uiu gpapmatceBT 3a ChHBET, AKO PUEMETE NOBEYE OT HCOOXOAMMUA DOpPOit

KancyjH AdyTposcH.

AKo ¢Te nponycHanu 1a npuemMere Jyrpoien
He npucMaiite nBoMHa 2034, 3a 1a KOMIICHCHPATE NPOINYCHATaTa 103a. B3ieMcTe crcaBamara a03a B

0OHuaiHOTO CH BpeEME.

AKo ¢Te cnpejH npHeMa Ha [lyTposen
He cnupaiite aa npucmare JdytpoieH 6¢3 npeau Tora aa cTe roBopHiy ¢ Bawws sackap.

AKO HMaTC HAKAKBY JOMBJIHHUTEIHH BBIIPOCH, CBBP3aHK ¢ ynioTpebaTa Ha TOBA JIEKapPCTBO, MOMUTAKTE
Bawuus nekap yuiy papMauesT.

4. Bb3MOKHH HeXXe/1aHH pPeaKuHH

Kakto BCHUKM CKApCTBA, TOBA JICKAPCTBO MOXC 1a MMPCAN3BHKA HCHXKCTAHH PEAKLIMH, BLAPCKH Y€ HC
BCEKY I'M NOJiyyaBa.

AJlepruvyHa peakius

[Ipu3HauMTC HA afMEPrHYHU PEeaKuy MOXE Ja BKJIKOYBAT!

- Koxen obpuB (koiHTO MOXeE 1a € chpOsLL )

- [TonysaHe Ha KJICMAYKMTC, JIMLUCTO, YCTHHTC, PBUCTC UK KPAKaTa.

- AKO MOJIYYHTC HAKOH OT TC3H CHMNTOMM

AKO fIONYUHUTC HAKON OT TC3M CUMITTOMH, HE3a0aBHO ce cBBpKETE ¢ Bamus ackap u Crnpere nmpHucMa
Ha JlyTpo3eH

3amaliBaHe, IPHMANABAHE U [IpUNIadaHe

JIyTpo3cH MOXe A2 IPUYHHH 3aMaliBaHe, NPUMaiBaHe U B PCIAKH CydaH npunagade. JJoxato He
pa30cpeTe KaK BM BJAMAC IEKAPCTBOTO, BHUMATEMHO CC MINPABANRTE OT JICTHANIO HIH CEAHANO
MOJIOMKCHHUC, 0COOCHO HOLIHO BPCME. AKO C€ NOUYYBCTBATC 3aMasHH WK BH IPHMAaNeC A0KATO CTC Ha
JICYCHUC, CCAHETC HJIM JICTHETE 10 OTMHUHABAHC HA CHMIOTOMHTC

CepHO3HH KOKHH peakiuHH

[Ipr3HaLKMTE Ha CEPHO3HU KOXHH PEAKLMHM MOXKE Aa BKIIOYBAT

- reHepanuivpad oOpuB ¢ 00pa3yBaHE HAa MEXYPH M JIOLIEHE Ha KOXAaTa, 0c00E
HOCa, OYHTC H MOJTIOBUTE OpraHy {(CHHAPOM Ha Stevens-Johnson)

Yscaomete He3abapHo Bauiug jckap, ako noayUYUTC TC3H CUMIITOMH K CAPCTE YII
HyTpoicH

ﬂ,pyrn HEKC/IAaHH peaKIlHH




YecTH (Morat na 3acerHar a0 1 ua 10 ayuin)

- 3aMasHOCT, BKIIIOYHTEIHO 3aMaAHOCT MTPK U3NPABAHC (BHXXTC CHILO MTO-TOPE B Ta3W TOYKA)

- UMNOTEeHTHOCT (HEBB3MOXKHOCT 3a [MOCTUTAHE WIIK NOIBPKAHC HA CPEKUUN )™

- Hamaneno cexcyanno xenauue (aduao)*

- 3aTpyAHEHA CSAKYNALMs, KaTO HANPUMCP HAMaJIABaHE Ha KONMUYCCTBOTO COCPMA OTACJICHA 110
BPCMC Ha cexc™

- YBCAUYABAHE WM HANPCKCHUC HA MbPANTE (TMHCKOMACTHA)

- JaMaiiBaHC

* [Ipn manbk Opoit XOpa HAKOHM OT TE€3M HEXKETAHH PCAKLKHU MOXKE 13 NPOABJIKAT CNE/1 KATO CTC
CIIPCNM npHcMa Ha JlyTpo3cH.

HeuecTn (Morart aa 3acernat a0 1 ga 100 ayuiu)

- Cbpacyna HEAOCTATBYHOCT (CHPLETO CTABA MO-MAIKO CHCKTUBHO IPH HU3MOMNBAHCTO HA
KPBRBTa MO LAMOTO TAJIO

- Hircko KpbBHO HANArase NpH U3NpassHe

- CopucOueHe(rmannuTanyuy)

- 3amnek, AMapus, NOBPbIIAHE, rajicHe cnadoct UilK 3aryda Ha cwia

- [ naBobonuc

- CoppOall, 3anyweH UK TeYalll HOC (PHHHT)

- KoxeH 0OpHB, YPTHKH, ChpOEK

- 3ary6a Ha okocMsaBaHe (OOMKHOBEHO 10 TAJIOTO) UK YBENHYABAHE HA OKOCMABAHCTO

Peakn (Morar aa 3acernar ao 1 na 1 000 ayiun)
- [TonyBaHc Ha KNEMauKTC HA OUMUTE, JIMLCTO, YCTHUTC, PHUCTE MM KpaKaTa (aHrHoeaeM)

- [Tpunaganc

Muoro peaku (Morar aa 3acerdat A0 1 1a 10 000 xymn)
- [TpoasmkutcnHa 00MC3HEHA epeKLHSA Ha MTeHUca(IPHATHIBM)
- CepHO3HU KOXHH peakuuu (CHHapoM Ha Stevens-Johnson)

[Tpy Manbk OpO MBKE €38 HACTBOWIIK PYTH HCXKCAAHH PCAaKUMH, HO TOYHATa HM 4ECTOTa HC ¢

M3BECTHA (OT HATMYHHUTE JAHHH HC MOXKE J1a OBbJAC HaNMpaBcHa OLCHKA 3a YECTOTATA)

- AGHOpMancH unu Obp3 CHPACUCH PHTBHM (APUTMUS KHITH TAXWUKAP/AHS, HIH NIPEACHPAHO
MBKICHE)

- Hegoctur va sb3ayx (IucnHen)

- Henpecns

- bonka 1 moayBaHe HA TCCTUCHUTE B

- KLpBCHE OT HOCA

- Texko uzpazeH oOpHB 110 KOXKaTa

- [IpomeHH B 3pCHHETO (3aMBIUICHO BHXKIAHC UIM HAPYLUEHNC HA 3PEHUETO)

- CyxoTa B ycTara

ChoblmaBaHe HA HeXKe/TAHH peaKUHH
AKO MONyYHTC HAKAKBH HEXKEJIAHH JICKAPCTBCHU pCcakuMy, yBegomere Bamus unu dpapmaresTt. Toba
BKJIIOYBA BCHUYKHK BL3IMOXKHY HCOMHCAHH B Ta3M JIMCTOBKA HEXEJAHHU pcakuiuu. MoxkeTe cbUIo Ja

CHOOIMTE HCXKCIIAHM PEAKLMM AUPCKTHO Ype3 M3nbeanuTenna areHuud no ackapersara, yiu. Jiamsad
I'pycs” Ne 8, 1303 Codust, Ten.: 02 8903417, yebcant: www.bda.bg. Kato crodiuasare

0€30MacCHOCTTA Ha TOBA JIEKApPCTBO.

S. Kak 2a cbxpauapare Jdyrpoien

r, " LY
h

Jla cc cbXpanaBa Ha MACTO, HEJOCTBITHO 3a ACLa. "\ g



1 > M3MOA3RAIITC TOBA JCKAPCTBO CACI CPOKA HA FOHOCT, OTOCHA3AH BLPXY KAPTOHCHATA ONAKOBKA H
3 orisikata cnea T osaeH 10:7. CPOKsT HA FOAHOCT OTIOBAps Ha MOCACAHHA ACH OT MOCOHCHHA MCCCLL.

1 ce enxpansisa o1 307C. fla ce mamonssa o 90 i ¢ H5pBo 07Bapsitic.

{2 I3XBBPASITC TEKAPCTBATA B KAHAH3aUHATA HIM B KOHTCHICPA 32 TOMALLHH OTIMATbLIL.
| Tomirraiite Bawung gapMaleBT Kak Ja IBXBLPIAATE ACKapCTBATd. KOHTO BEHC HC H3MO3BATL. Tesu
118 PKH LIC CIIOMOTHAT 33 0Na3BaHC Ha OKOJIHATA Cpcia.

(. ChabpARaHHe HA OHAKOBRATA I A0MBIAHUTEIHA HHGOPMAUHA
111 kB0 cChibpAa Jlyrposen

- AKTHBHNTC BellecTRa ca aytacrepi (0.5 mg) it TamMcyno3nuos xuapoxiopua (0,4 mg
ckpuBaneHT Ha 0,367 mg TaMCYIIO3IHH).
JpyruTe ¢hCTaBKH Ca:
Iy ractepia ek kancyan: Hpomtenranron motokanpseiat, tin 1. Kenarun: [ruuepost.
Turanos anokena (E171): byomxisiporentonyven (E321)0 Tpuracunpua (CpeIHORCPIKHE
rpurnuepnn)* Cocs ACUHTHH (MOMKC 1 ChIBPKA COCBO MACTO0)”
*BHAMOAHIT CIICIH 01 [IPOH3BOJICTBCH NPOLLCC.
TamCyJ103HH TeeTH ¢ HAMEHCHO ocBobOKaanate: MUKPOKpHCTanHa tienysosa, Merakpunosa
kucenina — Erua akpunart cbrnonumep {1:1) 30% ancrepcus (CbabpAa HATPHCB MAYPHICYIDAT K
nomcoptat 80) Jlubythn cebanar: Chanunes THOKCHI, KOROHIAEH XHAPAT, [Tonncopoat 80,
[Kanien creapar.
TeLpay kancyan: Xenatna: Turanos avoxkena (E171): XKenesen oxena. wepsen (E172)0 AKenesen
ke, RLAT (E172): XKenesen okenl. vepen (E172)
Jepro Mactuno: Mponunenrnnkon (E1520): Kannes xnapokeHa: KOHUCHTPHPAH AMOHHCB
yas3TBOP: Kenesed okena, uepcr (E172) wennak ,

Ka < wirnexna JyTpo3eH H KAKBO CHALPAI 0NAKOBKATA

7y "DO3CH € IPOABITOBATa TRBPIA KEIATHHOBA Karcyna ¢ pasMepu 24,2x7.7 mm ¢ KaGaBO TS0 1

0cuoBa Kanavka ¢ gaanuce CO01 nancuartar ¢ 4CpHO MACTHO.

B :s Ka rkarcya chAbpKa:

- Eana npoasniropata, MCKA, KCAATHITOBA KalNcy 1a AYTACTEPIL (IPHOAM3HTCAHO 16,5X0.5 mm) cbe
CRCTNO KLJT LIBAT MBJIHA C NPO3pAtHa TCHHOCT.

- [lpnGausnrenso [83.8 mg neaeTa Tasicy 031N C HIMEHCHO 0CBODOKIABAHC OCH /10 NOUTH oenn
HQ UBSAT.

Bi1, 0BC 011aKOBKH:

JUiposen ce npeanara B 6sana HDPE Oyrinxa ¢ Osna kanatuka OF HOJIHIPONMRICH ChIIbpKaIlla
M3 UTHTCT CIUIHKA e

k

7. 3), 90 1BLPIH KATCYJIH.

H¢ nicuykH BHAOBC ONAKOBKKM MOTaT Aa 6bIaT MyCHATH B poaaxoa.
[Tin:Texxare HA pa3peuIelHeTo 3a ynoTpeda

Zeniiva ks

U « belovny 130,
DeInt Mécholupy
102 37. Praguc 10
He nka penybnmka

[I{ cuzBoaKTEN
LAEORATORIOS LEON FARMA. 5. A.
C/ L Vallina s/n. Poligono Industrial Navatejera.




\'1 laquilambre. 24103 Leon,
I crianms

1 031 NeKapCTBEH MPOAYKT € pa3pewied 3a Yiorpeda B AbLPARABHTE 'LICHKH Ha EHIT 1101
C1CAHHUTE HMEHA:

b rapssa Jytposcu 0.5 mg/ 0.4 mg TBBpM Kafcyy

COMAHHA Dutasterid-Tamsulosin Zentiva 0,5 mg/0.4 mg Hartkapscln

Fooomus Dutrozen

[.o1na Dutrozen

Yenka penvomnika Dutrozen

d panuns Dutasteride/Tamsulosine Zentiva 0.5 mg/0.4 mg
gelules

Ha pus Dutrozen 0,5 mg/0,4 mg cictas kapsulas

JIv Ba Dutrozen 0,5 mg/0,4 mg kictosios kapsulcs

P/ abHus Dutazen 0.5 mg/0.4 mg capsule

[1onTyranus Dutasterida + Tansulosina Zentiva

H onanis Dutasterida’Tamsulosina Zentiva 0.5 mg/0.4 mg

capsulas duras EFG
O3 mmetio Kpasteteo  Dutrozen 0.5 mg/0.4 mg hard capsule

J1ra HA MOCJIeAHO NPpepa3raeKIdaHe HA JTHCTOBKATA
| 7 03.2024r.




