PAPE KYAS S

JIncroBka: HHPpOpMALIHA 32 NANHEHTA

IInpceo 8 mg TBLpAH Kancy.iu 7-\.7 J'}?]' 16 -11- 2025

Pirseo 8 mg hard capsules

CHJIO103HH
silodosin

[IpoyeTeTe BHHMATE/NHO HNJIATA JIHCTOBKA, NPE/IH /1a 3aNI0YHETE 1a IpHeMaTe TOBA JIEKAPCTBO,

ThH KaTO TH CHABbPKA Ba’kHa 3a Bac nndopmanus.

- 3anasere Ta3u JIUCTOBKA. MoOKe J1a ce HaJI0XKH J1a sl MPOYEeTeTe OTHOBO.

- AKO UMaTe HAKAKBH JIOITbJIHUTEIIHK BBIIPOCH, nonuTanTe Bawusa nekap, uiu papmanesT.

- ToBa nekapcTBO € npeanucaHo JUHYHO Ha Bac. He ro npeorcrenBaite Ha JApyru xopa. 1o Moxe
J1a UM HaBpeH, HE3aBUCUMO Y€ NMPHU3HALIMTE Ha TAXHOTO 3abossiBaHe ca ChlUMTE KaTo Bammure.

- AKO NONy4YUTE HAKAKBH HEXKEJIAaHH JIEKAPCTBEHH peakLMH, yBeaoMere Bawuus nekap, UM
(papmauieBT. TOBa BKJIFOYBA H BCHYKH Bb3MOXHH HEXKEJIAaHH PeaKLIMK, HEOTTUCAHH B Ta3H
JNUCTOBKA. BrKTe TOUKa 4.

KakBo cbabpka Ta3H JIHCTOBKA:

Kakeo npeacrasnssa [lupceo M 3a KakBo ce U3M0J13Ba
KakBo TpsbBa na 3Haere, npeau aa npuemere Ilupceo

Kak na npuemare Ilupceo

B13MOXKHHM HEXKENaHH peaklvH

Kak na cbxpansasare [lupceo

CbabpxaHHe Ha OMaKOBKaTa U JOITbJIHUTEIHA HH(OpMaLUS
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1. Kaxkso npeacrasisBa IIupceo u 3a KakBo ce H3M0/13BA
Kakso npeacrasiassa Ilupceo

[Iupceo npuHaUIeKU KbM rpyna JieKapcTBa, HapeyeHH anaia-aIpeHOPeLeNTOPHHU OJI0KEpPH.

[Tupceo e ceneKTHBEH 3a Te3W PELIENTOPH, Pa3NoJIOKEHH B NPOCTaTaTa, NMKOYHHSA MEXYP U MHKOYHHUSA
KaHas1. bJIOKMpaiiky T€3H peLenTopy, TOM BOJM 10 OTITYCKaHE Ha IT1aJIKUTE MYCKYJIH B T€3H TbKaHH.
Tosa ynecHsBa ypuHHpaHeTo ¥ oOnekyaBa Baluure cUMNTOMH.

3a kakBo ce u3noja3sa Ilupceo

[lupceo ce u3nos3Ba Npy Bb3pacTHH MbXKE 3a JICYEHHE HA CUMITTOMUTE Ha NMHUKOYHATA CUCTEMA,
CBBP3aHH ¢ 100OPOKAYECTBEHOTO YrojieMsaBaHe Ha nmpocTaraTa (NMpocTaTHa XUrepruia3zus), Karto:
. TPYAHO 3aro4YBaHe Ha YPHHHUPAHETO,

. yCeLlaHe 3a HEMMbJIHO U3Ipa3BaHEe Ha MUKOYHHUSA MEXYP,
. Mno-4yecTa Hy»/1a 3a YPUHHpPaHe, 10PH HOLLEM.
2, KaxkBo Tpsa0Ba na 3naere, npeau n1a npuemerte [lupceo

He npuemaiire Ilupceo
aKO CT€ aJIEPruyHU KbM CHJIOJIO3UH MJIH KbM HAKOS OT OCTAHAJIUTE CbCTABKK Ha TOBA JIEKAPCTBO

(M30poeHH B TOUKa 6).

[Ipeaynpexaennsi 1 npeAnasHH MEepKH 27 WA 110
["'oBopeTe ¢ Baums nekap win, papmauest, npeau na npuemerte [lupceo 7 v 061>\
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undopmupate Bauius oueH nekap, ye M3NOA3BaTe WM, Y€ B MHHAIOTO cTé H3noa3sanu [lipceo.
ToBa e HEOOX0AMMO, Thi KAaTO HAKOH MALIMEHTH HaA JIEYEHHE C NMOA0OHH JIeKapCTBa MOy YaBAT
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3aryba Ha MyCKynHUA TOHyC Ha Mpuca (LIBeTHaTa KpbIjla YacT Ha OKOTO) IO BpeMe Ha nojobHa
onepauma. OUHHAT JieKap MOXeE Aa HpeAnpHeMe NOAXOAALLM NMPeANa3sHd MEPKH OTHOCHO
H3MO/I3BAHHTE IEKAPCTBA W XHPYPruJyHaTa TexHuka. [lonuraiite Bawiua nekap nanu Tpabsa na
OTJIO’KHTE WIH Jia CTIpETe BpeMEHHO npHeMa Ha [Inpceo, koraTo ce nmoanarare Ha onepaiHs Ha
KaTapakTa.

AKO HAKOra CT¢ NpHNAAAJIH WIH CTe H3MHWTBAM 3aMaliBade NPH BHE3AMHO HAMpPaBAHE, MOJIS
nHpopMupaitte Bawms nekap, npeau aa npuemere Iupceo.

B13MOXKHO € 1a ce NOoABAT 3aMasHOCT NPH H3NPaBAHE H MOHAKOra NPUNagaHHs, KOraTo
npuemare [lnpceo, 0cobeHO B HAYANOTO Ha JIEYEHHETO WITH aKo NpHeMaTe APYrH IEKapCcTBa,
MOHHXKAaBalllH KPLBHOTO HalAraHe. Ako ToBa Bu ce cnyumn, BeqHara celHeTe WIH JIETHETE A0
OTMHHaBAaHE HA CHMITTOMHUTE H HHGOpMUpaiiTe BEIMOXKHO Hal-Obp30 Bauins nekap (Buxre
cbio “Hlogupane v pabora ¢ Mamiun’™).

AKO HMmaTe Texxn 9epHoapoban npobemu, He TpaGpa aa npueMare [Tupceo, Toit kaTo
JIEKApCTBOTO HE € H3MMTAHO MPH TAKHBa YCIOBHSA.

Ako nMare npobaema ¢ 6s6pennTe, nonuralite Bamng nekap 3a coBerT.

AKO MMaTe yMepeHH no TexecT npobneMu ¢ 6u6peurTe, Baluusar nekap wie 3anouHe JeUeHHETo
By ¢ IInpceo BHUMATENHO K €BEHTYANIHO C NMO-HUCKA 034 (BHXKTe Touka 3 “Ilo3a”).

AKO BMaTe TeKKH 616peunu npobnemu, He Tpabsa na npuemare IMupceo.

Twi kaTo 7oOpOKaYECTBEHOTO YBEIHYABAHE HAa MPOCTATATA H PAKBT Ha NPOCTATaTa MOXKE 1A
HMAT CBLIXNTE CUMITTOMH, MPEAH 3anousaHe Ha jnedyeHHue ¢ [Iupceo Bamuar nekap me nposepw
Aalli KIMaTe pak Ha npocTrararta. [Inpceo He iekyBa pak Ha npocrarara.

Jleuennero ¢ ITupeeo moxe aa noBene no npoMeHeHa eaKynanmMa (HaMaNABaHE Ha OTAENAHATA
11O BPEME Ha MOJIOB aKT CIIEpMa), KOETO MOXKE 11a NOBJIHAC BPEMEHHO IUIOAOBHTOCTTA Ha MBIKa.
To3u eekr 0OTMHHABA C/leA NpEyCTaHOBABaHE Ha npHeMa Ha [Tupceo. Mons yeenomere Bauius
JeKap, ako [ILTaHUpaTe A8 UMaTe JeLa.

Hena n onomIA

He naBaiiTe TOBa NE€KapCcTBO Ha A€LIa M FOHOLIH 110 lS-ro,uHmHa BH3pacT Mopaju JIMICaTa Ha
3HAUHMH TOKA3aHHA 3a Ta3W Bb3pacToBa rpyna.

Apyru aexapersa n Ilapceo

Hudopmupaiite Bauya nekap win gapMaleBT, aKo MPHEMATE, HACKOPO CTE NPHEMATH WK €
Bb3MOXKHO J1a IPUEMETE IPYTH JIEKAPCTBRA.

Hugopmupaiite Baliug nekap, ocofeHo ako mpHeMaTe:

JIEKAPCTBA 33 NOHHAKABAHE HA KPHBHOTO HANSMAHE (B MACTHOCT JIEKAPCTBA, HAPEYEHH
ana-0710KepH, KaTo NPa3O3WH WIH JOKCA303UH) Thil KATO MOXE Ja KPUAT PUCK OT NMO-CHJIEH
eheKT Ha TE3H NleKapCcTBa NO BpeMe Ha npueMa Ha ITupceo.

NPOTHBOILOHIHH JIEKAPCTBA (KaTO KETOKOHA30/1 WIH HTPAKOHA30/1), JIeKAPCTBA 34
uAdexnnn ¢ HIV/CTTHH (kato pHTOHaBHP) WIH JIEKAPCTBA, H3NOIIBAHE 1€
TPAHCIJIAHTAIIHH 38 NOTHCKAHE HA OTXBLPANHETO HA OPravH (KaTo LMKIOCTOPHH ), ThH
KaTO TC3H JICKAPCTBA MOTaT /a YBE/IH4aT KOHLEHTpauusaTa Ha [Iupceo B KpBBTA.

JICKAPCTBA, H3NO/I3BAHH 33 JIeYieHAEe BA NP00JIeMHA ¢ NOJYHYABAHETO H 3aALPKAHETO HA
epexnAATa (KaTo CHIACHAQUN KWK Taaanawt), Thil KATO €eAHOBPEMEHHATA HM yrioTpeba ¢
[Inpceo moxke na noeeae Ao cnabo MOHMKABAHE HA KPHBHOTO HAJIATAHE.
JIEKapCTBa 33 ENWIENICHA MK pUdAMITHLIMH (J1EKAPCTBO 34 JICYEHHE Ha 'ryﬁep
MOe Ja HaManaT edexra Ha [Tupceo. |




bpeMeHHOCT, KbpMeHe H (pepTHIHTET

bpeMEHHOCT H KbpMEHE

[Tupceo He e npeaHa3zHaveH 3a ynoTpeda oT XXEeHH.

DeprrUaureT

IInpceo MOXe 1a HaMallH KOJTHYECTBOTO CIIEPpMa H TAKA MOXKE BPEMEHHO Ja MOBJIUSE HA
cniocobHocTTa BH 3a cb3naBane Ha nete u Aa cranere 6aina. Ako niaHupare aa Hmare 6eGe,
MoChBETBAHTe ce ¢ Bawng iekap unu ¢gapmalieBT npean ynorpebata Ha TOBa N€KapCTBO.

IUogupane v paboTa ¢ MamIuAR
He wodupaiite wu He pabotere ¢ MaluMHH, ako Bu npriolnee, nMare 3amaiipaHe, CHHJIHBH CTe HIH
MMAaTe 3aMbIJIEHO BIDKIAHE.

IInpceo cbABPIKA HATPHH.
Togra nekapcreo cpaAbpka No-Manxo ot | mmol Hatpuii (23 mg) B Kancyna ,Taka ue Ha NPaKTHKa €
,,0€3 HATpHI®,

3. Kax na npuemarte Ilapceo

BuHaru npuemaiite ToBa nekapcTBO TOUYHO KakTo BH € kazan BawusaT nekap wnu papMaleBT. AKO He
CTE CHIYPHH B Helllo, nonuTaiire Bawusa nexap wnn ¢papmanesr.

[IpenopbunTenHaTa 1032 € eAHa Kancyna IIupceo 8 mg aneBHO, nMpHeTa npe3s ycrara.

BuHary npuemaiiTe Kancynara ¢ XpaHa, 3a NPEANOYMTaHE MO €[HO M ChINO BpeMe BeekH aeH. He
JyreTe KarncyaaTa v He 4 AbBYETE, a A NTBTHETE LISNAa, 3a MPeAnoYnTaHe ¢ uaila soJa.

[laneHTy ¢ 6u0peuns npobremu
Ako umare ymepeHs 0b0peunu npobnemu, Bawunst nekap moxe na Bu npeanuiue apyra sno3a. 3a

Ta3u Ue/ NpenopbYMTEeIHATA HaYaIHa THEBHA f03a € 4 mg. BaiuaTt nekap Moxke 1a NOBHILM 103aTA
00 8 mg BEAHBXK AHEBHO CJISA €HA CEIMHLIA JIEUECHHE.

T KaTo HaYanHaTa 103a 3a NALUMEHTH ¢ yMepeHo 6p0peuHo yBpexxnaHe He Moxe 1a 6be ocHrypeHa
¢ [Iupceo 8 mg TBLPAM Kancynu, Tpsbea Aa ce H3MON3RA APYT CHIOAO3HH 4 mg.

Axo cre npHesn noseve or HeobxoanmaTa A03a Ilnpceo

AKO CTe NpHEJIH NOBEYE OT €AHA Kancyna, HHhopmMupaiiTe Baums nekap Bb3MOXHO Hali-61p30.
He3abasHo nHpopMupaiiTe Bamua nekap, ako Bu npunomee wiu yceture cnabocr.

AKO cTe nponycHAJIN Aa npHeMeTe Ilapceo

Moxe na npieMeTe Kancyara U no-KbhCHO Ipe3 AeHs, aKo CTe NMPOIMYCHAH Ja 1 IPHEMETE 0-PaHo.
AKo e HaDNIKKIO BPEMETO 3a NPHEMa Ha clieABalliaTa 103a, He lipueMaiite npomycHaraTa ao3a. He
B3eMaiTe ABOiHa 1034, 3a Na KOMNIEHCHPATe MPOITYyCHATATA KAINCyJia.

AKo cTe cnpeaH npueMa Ha IInpceo

AKO cnipeTe 1e4eHHeTo, CHMITOMHTE BH MoXe J1a ce NOoSBAT OTHOBO.

AKO HMaTe HAKAKBH NOMBbJIHHTENHH BLOPOCH, CBLP3aHK ¢ ynoTpebaTa Ha TOBa JIEKApCTBO;
Bawug nekap win papMauenT. R ﬁc"u‘»-’m o 5




4. B13MOKHA HeXeNAHH DEAKIHH

KakTo BCHYKH NIeKapcTpa, TOBA JIEKAPCTBO MOXKE Aa NPEAH3BHKA HEXENAHH PEAKLIHH, BLIIPEKH Ye He
BCEKH I'd NOJIy4ana.

AKo 3a0eJiexHTe HAKOA OT CIICIHHTE ANEPrHYHH PeakliM, He3abaBHO ce cabpxkeTe ¢ Bawma nekap:
OTOK Ha THLETO WIH IbPJIOTO, 3aTPYAHEHO NHIIAHE, YCellaHe 3a NpUIaaaHe, chpbexx No KoXaTa WiH
YPTHKapK4, 3a1I0TO NMOCASACTBHATA MOTAT Aa ObaaT TEXKKH.

Hafi-uecrara HekenaHa peakuua € HaMalsgBaHe Ha OTAENAHATA 110 BpEMe Ha MojioB akT criepMa. Tozn
eeKT OTMHHABA CJIEA MPEYCTaHOBABAHE Ha npuema Ha [upceo. Mons ysenomere Bawmua nekap, ako
[U1aHUpaTe Aa UMaTe AeLa.

BB3MOXKHO € 1a ce NOABAT 3AMARHOCT, BKIIIOYHTEIHO 3aMagHOCT [IPH H3NpaedaHe, a NOHAKOra

npHOajane.
AKO NOYYBCTBATE C1a0OCT WK 3aMassHOCT, HE320aBHO ceiHETE WITH JIETHETE A0 OTMHHABAHE HA
CHMITOMHTE. AKO MOYYBCTBATE 3aMASHOCT WIH NIPUNaJHeTe NP M3NpaBsHe, Mons nHopMHpaiiTe

BBL3IMOXKHO Hai-Gbp30 Bainug nexap 3a Toba.

ITnpceo Moxke aa noBeAe A0 YCI0XKHEHHS N0 BpeMe Ha ONepaANHA HA KATAPAKTA (Nep/ae) Ha OKOTO
(BiokTe Touka “llpenynpexaeHus U npeanasHu MEpKH ™),

BaxHo e He3abasHO na HHpopMHpaTe Baius oueH nekap, ako u3nonssare [upceo wim cre ro
M3NMOJN3BAIH B MHHAJIOTO.

Bb3MOXKHHTE HEXKENaHH NIEKaPCTBEHH peakLiMH ca H3OpOeHH No-10y:
MHnozo uecmu Hedxcenanu peaxyuu (mozam oa 3aceznam noseve om I na 10 dywu)
. [IpomeneHa esKynanua (OTaesHE Ha I0-MaNKO WIH Ha BUZHMO HMKAaKBa CTIepMa M0 BpeMe Ha

MONOB aKT, BHXKTe To4YKa “IIpeRynpexneHus u npeana3sHy Mepku™)

Yecmu nexcenanu peaxyuu (mozam oa 3aceznam 0o 1 na 10 oyuu)

. 3aMagHOCT, BKIIOYHTENHO 3aMasHOCT MPH M3NpaBAHe (BUKTE CHLIO NO-TOPE B Ta3H TOYKA)

o XpeMa WM 3aimylleH HOC

. Hnapus

Hevecmu nescenanu peaxyuu (mozam oa 3acezuam oo 1 na 100 oywn)

. [ToHM>KEeHO CEKCYaJTHO XKeNnaHHe

. ["anene

. Cyxora B ycraTa

. 3aTpyAHEHHA 32 NONyYaBaHe WK NOATbPXKAHE HAa epeKLIUA

. YCKOpEH nyJic

. CHMITTOMM Ha aJiepruyHa peakiiua, 3acqaraia Koxara KaTo cepbesk, KONpUBHA Tpecka H 0OpHB,
NPHYUHEH OT JEKapCTBO

. OTKNOHEHHA B pe3ynTaTUTe OT YepHOAPOOHHUTE HYHKLIHOHATHH TECTOBE

. Hucko KpBBHO HansiraHe

Peoku nexcenanu peaxyuu (mozam oa 3acezram oo 1 na 1 000 dywu)
. bbp3 M HepaBHOMEpEH ChpACUEH NMyJIC (HApeYeH NaNNUTaLuH)
. [Ipunanane/3ary6a Ha ch3HaAHHE

Mnozo peoku nexcenranu peaxyuu (mozam oa zacezruam oo 1 na 10 000 dywiu)
. Jpyry anepruyty peaxuHu ¢ OTOK Ha JTMLUETO KM MbpPAOTO

C Heusgecmna wecmoma (om naauNHUME OGHHU He MOdXice 0a fvoe nanpaaenam
yecmomama)

. OrnycHaTa 3eHHLIa N0 BpEMeE Ha onepaLmMsa Ha KaTapaxra (BIKTE ChlLO nn—@gén ml( Taﬂlt
AKO cMATaTE, Ye NoSOBHAT BH XHUBOT € 3acernat, Mona yseaomere Baumﬂi |




CrobmaBane HA HeXKeJAHH PeAKUHH

AKO NOJTIy4HTe HAKAaKBH HEXKENaHH JIEKAPCTBEHH peaklMy, yeegomere Bamms unu ¢papmauest. Tosa
BKJIIOYBA BCHUKH Bb3MOXHH HEONHCAHH B TA3H JUCTOBKA HEXKEIAHH peaklMn. MoxkeTe Chiio fa
CHLOOLIMTE HEXEJIAHH peaKLMH AUPEKTHO 4Ype3 M3mbiiHWTeNHa areH1Ms No JieKapeTBara, yi. ,JlaMsas
I'pyer"” Ne 8, 1303 Cocus, ten.: 02 8903417, yebeaiit: www.bda.bg. Kato cvobiuasare Hexxenanu
peakLiHH, MOXETE 1a AaAETE CBOS MPHHOC 3a NOYy4aBaHe Ha NoBeye HHPOPMALIMA OTHOCHO
6e3onacHOCTTa Ha TOBaA JIEKAPCTRO.

5. Kak aa cexpanssarte [Inpceo

Ha ce coxpaHsABa Ha MACTO, HEIOCTBITHO 32 JAeLia.

He H3nonssaidTe ToBa NeKapCTBO Cle] CPOKa Ha FOHOCT, OTOENA3aH BbPXY KAPTOHEHATA OMNAaKOBKa H
Onuctepure cnea “I'ogen no:”. CpokbT Ha rOAHOCT OTTOBAPS HA MOCJIEAHHA JIEH OT MOCOUYEHHA Mecell.

ToBa nexapcTBO He H3HCKBA CIEUMAHH YCIIOBHA 33 CHXPAHEHHE NPH ONpeaeieHa TeMIlepaTypa.

Ja ce cpxpaHsBa B OpMrHHaNHara ONnaKkoBKa, 3a Ja Ce NpeAnasH oT CBETAHHa.
He n3nonspafite ToBa JekapcTBo, ako 3abeniexuTe, Ue ONAKOBKATA € MOBpeAcHa WK Genesu or
OTBapAHE.

He H3XBBpafgiTe NeKkapcTBaTa B KAHATU3ALMATA WIH B KOHTeliHepa 3a JOMALUHK OTNAaXbLM.
[TonuTaiite Baiuns dapManeBT kak Aa W3XBBPJIATE JIEKapCTBAT4, KOMTO Bede He n3nonseare. Tesu
MEPKH LIe CIIOMOTHAT 3a Of1a3BaHe Ha OKOJIHATa cpeaa.

6. CrabpkaHHe HA ONAKOBKATA H AONBJIHATE/IHA HHPOpMANNA

Kakpo coanpxa Ilapceo

AKTHBHOTO BELLECTBO € CHWI0203HH. Beska kancyna cbabpxka 8 mg CHnon03uH.

JApyrure cbCTaBKM Ca:

- Cvovporcanue na kancyrama: mauuron (E421), Huwecre, npexenaruHusnpano (LapeBH4Ho),
HATPHEB JTaypwicyndar, rasueposioB nubexeHar (E471)

- Obeuska na xancysama. xenaTuH, TuraHos quokcua (E171).

- Hepno newamno macmuno. wennax (E904), nponunenrnukon (E1520), KoHuentpupan aMoHHeB
pa3tBop (E527), XKenesen oxcua, uepen (E172), Kanues xuapokceua (E525)

Kax naraexna IInpceo B KAKBO CHLABPXKR ONAKOBKATA

[Inpceo 8§ mg TBBPAU KanICyNIH:

bsana, MaToBa, TBEPIA )KENATHHOBA KancyJia, ¢ OTIEYaTaHO ¢ YepHO MacTHIO ,,8“ Ha KanayeTo.
Kancynute ce npeanarar B atymuanesn PVC/PE/PVDC Gaucrepu, onakoBaHy B KAPTOHEHH KYTHH.
Buaose onakosku: 30 kancynan

IIpaTekaTes HA paipenieHHETO 32 YNOTPe6A H IPOHIBOAUTE

Zentiva k.s.
U kabelovny 130,
Dolni Mécholupy

102 37, Prague 10
Yewmxa penybnuka

IIponiBoauTeEN

Rontis Hellas Medical and Pharmaceutical Products S.A
P.O Box 3012 Larisa Industrial Area, TR
Larisa 41004 R
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ToBa JekapcTBO ¢ perucTpHpano B CTpaHHTe YieHKkH HA EBponeiickoTo HKOHOMHYECKO
NPOCTPAHCTBO N0 ¢JIeAHHTE HAHMEHOBAHHS:

buarapus [Inpceo 8 mg TRBPAK KANCYIH
[Tonina PIRSEO
YHrapus PIRSEO 8 mg kemény kapszula

HaTa Ha NOC/IeAHO Apepa3raexkIane Ha JACTOBKATA
05.11.2025 r.




