KINLNHMTERHA ATEHUMAA 0 REKAPCTBATA

|

Mnmﬂ«u-fhmmm?

Kot Poe, Ne ?9\.)9‘{:(\0'{‘51._.

- il

vt ma ra g rR .

Peapolverue Ne

JIMcToBKA: HA(pOPMAIHA 33 MATHEHTA

Tamauns 0,4 mg TBLPAH KANCYJIH ¢ H3IMEHECHO OCBODOKIaBaHe
TAMCYJIQ3HHOB XHAPOXJIOPHU]T

Tamaliz 0,4 mg modified-release capsules, hard
tamsulosin hydrochloride

IIpo4eTeTe BHUMATEIHO OAJIATA JJACTOBKA, BPEIH 12 3aM04HeTe 3 IPHEMATE TOBa AeKapCTBO, ThHH

KaTO TH ChABP:Ka Baxua 3a Bac nadopmanus,

- 3anaseTte Ta3u JMCTOBKA. MosKe a ce HaJlOKH Ja A [IPOYETETE OTHOBO.

- AKO UMare HIKaKBW JOMLAHWTENHH BRIPOCH, NoNKTalTe Ballins nexap unu gapmanest.

- Tosa nexapcTBo € npeanycano auuHo Ha Bac. He ro npeotcrbneaiite Ha Apyrd xopa. To Moxke 1a UM
HaBpe/TH, HE3ABUCHMO Ye TIPU3HALMTE HA TAXHOTO 3aboNABaHE ca ChUIMTE KaTo Baiuure,

- AKO NOAYYHTE HAKaKBH HEKENAHHM peakuMM, yBeaoMere Bawus nekap ik gapmauerT. 10Ba BKIIOUBA
M BCHYKH BB3MOMKHU HEXENaHH peakiMH, HEONUCAHH B Ta3H JTHCTOBKA. BrokTe TOuKa 4.

KakBo cLABpka TA3H JHCTOBKA

Kakgo npeactaBngasa TamManus U 3a KaKBO C€ H30J13Ba

I

2. Kakgo TpaOpa ga 3Haere, Nnpeau Aa NpUEMETE TaMalu3

3. Kak na npuemare Tamanus

4. B1b3MOXKHH HEXENaHU peakKuHH

5. Kak ga cexpanspate Tamanms

6. CbabpikaHue HA OMAKOBKATA M AOMBIHUTENHA HHPOPMALHA

1. KaxBo npegcrasiasiea TaMaius u 32 KaKBO c€ H3N0/13BA

AKTHBHATA ChCTaBKa Ha TamMany3 € TaMCyJIO31H, CENIEKTHBEH and)a|a/ip-aAPEHOPELETITOPEH aHTaroHUCT. 10H
HaMansABa HAMPEAKEHUETO HA IMaJKMTE MYCKYJIM HA NMpocTaTata W ypeTpara, KOETO MO3B0AABA ypHHaTa Aa
IIPEMHHABA TIO-1ECHO MPE3 YPETPATA W YIECHABA YPHHMPaHeTo. B NOMbiHEHHE, TOH HaMalfBa YCCLIAHHATA
Ha CNEWHA HYXJa OT YPHHHPAHE.

Tamanus ce M3MoN3Ba NMPH MBKE 3a JEUEHHE Ha OIUIAKBAHMA B JONMHUTE MHUKOYHU TILTUIIA, CBbpP3aHH C
yBeJIMUeHa MpocTaTHa Knesza (1o6poKkayecTBeHA XUIEpIUla3Hs Ha npocrarara). 1'e3n onnakBaHHa MoraT na
BKJIIOUBAT 3aTPYHEHO YpuHHHUpaHe (cnada cTpys), NMpoKansaHe, CHCUIHA HYXAA M YeCTO YPHHHPAHE 11PE3
HOLLITA, KAKTO H Npe3 ACHS.

2. KaxBo Tpadsa 1a 3HaeTe, npeay ga npuevere Tamaius

He npuemaiire Tamanuzs
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- aKO CTE ajepruvyHH KbM TaMCY/JI03HH WM KbM HAKOA OT OCTAHAJMTE ChCTaBKH Ha TOBA JICKAPCTBO
(u30poeHn B TOuka 6). Moxke na ce HabmoOAaBa CBPBLXYYBCTBUTC/THOCT KATO BHE3ANHO JIOKAJIHO
[O/yBAHE HA MEKMTE ThKAaHH HA TAJIOTO (HAMPUMED FBPIOTO WAM €3UKA), 3aTPYAHEHO JMLIAHE W/HITH
ChpOex M OOpUB (aHTHOEHEM ).

- aKO MMaTe TEXKO uepHOoApOoOHO 3adonsaBaHe.

- aKO CTpajaTe OT NpHNajaaHe NOpaaH MOHMKABAHE HA KPLBHOTO HANATAHE NMPH CMAHA Ha cTo#Kara (1ipy
CANAHE HUJIM HU3TIPaBaHE).

[IpeaynpexaeHus H NpeAna3zHE MEPKH

['oBopeTe ¢ Bawmna nekap unu ¢apmatest, npeay ja u3nonssare Tamanus:

- aKo cTpaaaTte OT cepHo3HH npobiaemu ¢ OnOpeLuTe.

- AKO CTE MOAIOKEHU HAa WIH [UIAHWPATE ONEpalvs Ha OKO MOpaay 3amblisBaHe Ha Jjielara (KaTapaKra)
HIW NOBMLIEHO HAiraHe B OKOTO (raaykoma). Mons, undopmupaiite Bawms odranmosnor, 4e
HACKOPO CT€ MPHEManH, npuemare Wid NjaHupate Aa NpHeMare iamaius. CreiluaiucTbT MOXE ga
npearipueMe HEOOXOAHMMHUTE MpPEANa3Hd MEpPKH DO OTHOWCHHE HA JIEYSCHHETO U XUPYPIrHYHHTE
TEXHHUKH, KOUTO wie ce u3nonsear. [lonwraiite Bawndg nekap nany Tpadpa na oTOKUTE HIIH BPEMEHHO
Aa CnpeTe MpUemMa Ha JEKapCTBOTO, KOTaTo CTe NOANOKEHH Ha onepauys Ha OKO NopaiM 3aMBbIrIABAHC
Ha JielaTa (KaTapakTa) WM MOBHIIEHO HalisraHe B OKOTO (rjlaykoma).

Heo0xoayMy ca MepHOOWYHR MEAHUMHCKH TIPETNICAM, 3a Aa C€ CAeAd Pa3BUTHETO HA CBCTOAHHCTO, 32 KOCTO
CE JIEKYBATE.

Psako MOKe 1a Bh3HUKHE NPUINAJaHe 10 BpeMe Ha M3MN0I3BAaHETO Ha TaMallu3, KakTo M C ApYTH JICKapCTBEHH
NPOJYKTH OT TO3H THN. [Ipy NbpBHTE APHU3HALM Ha 3aMaiiBaHe WK c1abocT TpaOBa la CeNHETE HITH JICTHETE,
IOKAaTO Te U34Ye3HaT.

Jeua # oHomH
He napaiiTe ToBa NeKapcTBO Ha [€lla MIIH FOHOLIM HA BL3PAcT noA 18 roinHy, 3al0TO TO HE ACHCTBA B Ta3H

OMmynaims.

JApyran jgexkaperea v Tamanus
Tpabea na kaxere Ha Bawnws nexap win ¢apmMaleBT, ako MPHEMATe, HACKOPO CTe NPHUEMATTH WITH € BB3MOXKHO
Ja npyemare Apyry JIekapcTea.

[TpuemaneTo Ha TaManys 3aeHO ¢ APYrH JEKAPCTBA OT Chluys Knac (anda;-aapeHopeLenTopHi O10KepH)
MO>KE 1a AOBEJE 10 HEenaH crnaj B KpbBHOTO Hansrane. OcobeHo BaxkHO € Ja unbopmupare Bauus ackap,
aKO C€ NIEKyBaTE €NHOBPEMEHHO C JIEKAPCTRA, KOUTO MOKE [1a HAMANAT OTCTpaHsBaHeTo Ha Tamanus or
TSUIOTO (HANPUMEP KETOKOHAZ0M, EPUTPOMHULIMH).

bpemennocrT, KbpMeHe H GepTHIHTET

Tamanus He € NokasaH 3a yrnorpeda nNpy JKeHM.

[Tpr mMbake uma cLOOINEHMS 3a OTKIIOHEHHS B €AKYJIALUATA (CMYLIEHUE Ha eAKynaluaTa). Tosa o3Ha4aBa, ye
criepMaTa He Hanycka TA/IOTO Npe3 ypeTpara, a BMecTO ToBa OTMBA B MMKOYHHMA MeXyp (peTporpaaHa
eAKyNalMs) MM 0OEeMBT Ha esKyNalMiATa € HAMajdeH WM JIMICBa (HeJOCTaThUHOCT Ha edAkysauusTa). Tosa
aBJieHHe ¢ OE3BPEHO,

Hlodupane n pabora ¢ MalIuHN




Hama undopmaums gany TamManus oka3pa BIHAHHE BbPXY CMOCOOHOCTTA 32 WopHpaHe, paboTaTta ¢ MalIMHK
UIY ¢ anapartypa. HM3eecTHo e ofaue, yue Tamanuz Moxke Oa NpeAH3BUKA 3aMBINIEHO 3PECHUE, 3aMasHOCT H
MmpunagaHe. AKO CTpaJate oT T€3M peakuuu, He LodupaiTe U He paboTeTe ¢ MalHHK,

Toea nekapeTBo chabpka no-mManko ot 1 mmol Hatpuit (23 mg) Ha Kancyia, T.C. MOXKE Jla €€ Kaxe, 4C
NPakTHYECKH HE CbABPIKA HATPHH.

3. Kak n1a npuemare Tamanns

BuHaru npremaiite TOBa NEKAPCTBO TOUHO KakTo Bu e kasan Bawmst nexap wnam papmatieBT. AKo He CT¢
CUT'YpHU B HEIO, MonuTaiTe Baius nekap uin apMauesT.

3a BB3PACTHM M NALUMEHTH B CTapyecKka BB3PACT [03ara € €HAa Kancyna Ha J€H, NpueTa Clie]l 3aKyCka HIH
ILPBOTO XpaHeHe Bceku aeH. [Tormbimaiite Kancynara usna. He g cruckaiite Mexxay 3bOHTE U HE A AbBYCTE.
O6ukHoeeHO TaManus ce [IpeAnytcsa 3a ALIrY NEPHOAH OT BpeMe. Br3IeHCTBHATA BBPXY TTMKOYHHA MEXYD H
YPHHHUPAHETO C€ MOUTKAT N0 BPEME Ha MPOABDKUTENHO JIeHeH e C Tamanus.

BaiusT nekap MOXe Aa NOKWCKa Aa APaBH NEPHOAWYHH NperjieaH, 10KaTo NpHeMare ToBa JICKapCTeo.

AKO cTpajaTe OT JIEKO 10 YMEpeHo OBOpeuHO MM uepHOApoOHO 3alonsBaHe, MOMKETE Ja ApUEMATe
obuuaiiHaTa n03a Ha TOBa IEKAPCTRO.

AKO cTe mpHeJin MoBeye oT HeoOXoauMara 103a Tamanaus
[IpyuembT Ha TBBPAC MHOroO Kancyiu Tamanus Moxke Aa A0Bele A0 HEKENaH Ciaj B KPbBHOTO HANAraHe H A4
YBEJIWYKM ChpJeUHATa 4ecTOTa ¢ 4YYyBCTBO HA OTNAJHANOCT. AKO CTe MPHENH TBbPIAC MHOFO KalcCyJlH,
He3a6aBHO ce CBbpKeTe ¢ Balllng Jlekap uny OTHAETE A0 CMEWHOTO OTAeNeHHe Ha Hai-Oanskara DonHuUA,
KaTO B3EMETE OCTAHANIOTO JISKAapPCTBO W Ta3u JIMCTOBKa ¢ Bac.

AKO ¢Te NponycHAJH Aa npHeMeTe Tamaans

MoskeTe 1a pUeMeTe Karncy.1aTa No-KbCHO ChiMs [eH, ako cTe 3a0paBuiy 1a s NPUEMETE Mo-paHo. AKO CTe
NpONyCHAMH €1HH JeH, NMpOCTO MPOAL/DKETE ¢ [pUeMa Ha Kamncynarta 3a ACHS OT CeABallliA JCH. He
B3eMaiiTe nBOHHA 1034, 3a 1a KOMIIEHCHpATe MPOMYyCcHATATA A034.

AKO cTe cnpe/in npHemMa Ha Tamajius

Koraro neuenvero ¢ TaManus € crOpaHO NPESKACRBPEMEHHO, MbPBOHAYANHWTE ONAAKBAHUA MOXKC [d CC
pbpHAT. ITopaay ToBa npuemaiite Tamanu3z TOAKOBa AbAro, KONKOTO BaluAT jexkap Bu e npeanucan, 10pu
aKo OIUTakBauHaTa Bu Beue ca M3uesnaigyd. BuHaru ce xoHcynrtupaiite ¢ Bawus nekap, axo ODOMHUCIATE
CITUPAHE Ha TOBA JICUCHHE.

AKO HMaTe HSKAKBH JOMBIHWTENIHH BBIIPOCH, CBbP3aHH C YNOTpebara Ha TOBA JICKAPCTBO, MOMNKTAHTC
Bawmwus nekap niu dapmanest.

4. Bb3MOXKHH HEXKCJIAHH PEAKNHHA

FH MOJTYYaRa.




Cnpere npueMa HA JEKAPCTBOTC H ce KOHCyJTupaiite ¢ Bamnsa .ekap ne3adaBHO, aKo Bb3HHKHE
HEKOS OT CNIeAHATE HEKEIAHHA PEAKINH — MOJKe 2 ce HAJIOKH MeJHINHHCKO JICYCHHE.

Peaxn (Mmorar aa 3acernar go 1 va 1 000 xynrn)
- [ToayBaHe Ha MTHUETO, FEPIOTO KIH €3UKa C AUXATEHH NPod/IEeMH, CBBP3aHH ¢ AJICPTrH1.

MHuoro peakn (morat aa 3acersar a0 1 Ha 10 000 aymn)

- [IpoabminTenna GonesneHa epekiHa, 0OMKHOBEHO HECBBP3aHA ChC CEKCYaTHA AKTHBHOCT.

- O0puB, Bb3MAICHHE U MEXYPU MO KOXKATa W/HIH JMraBUUMTE HA YCTHHTE, OUHUTE, yCTaTd, HOCHHTC
MbTHLLA HUJTH MOIOBUTE OPraHu (CUHIPOM Ha Stevens-Johnson).

CHo0IIeHH ca U CIICAHHTE HEXKEJIAHH PeakIHU:

YecTu (Morar ga 3acersar ao 1 ua 10 aymu)

- Buene na cBaT

- OTKIOHEHHS B €AKyNauuaTa (CMYILEHNE HA eaKyianuaTa). Tosa O03Hauaea, 4e CrlicpMara He Haflycka
TAJ0TO Npe3 yperpara, 4 BMECTO TOBAa OTHBA B IHKOYHHsA MeXyp (peTporpasHa eskyjauus) wim
00eMbT Ha €IKYJALMATA € HAMANEH WM JNHNcBa (HEAOCTATLYHOCT HA esdKyialms). ToBa aBieHUE €
Oe3BpeHO.

HewecTn (Morar aa 3acernar g0 1 5a 100 aywn)

- Cnabocr

- I'napobonue

- Tedal uay 3anyuieH HOC

- CBETOBBPTEK NPU CALAHE UITH H3IPABAHE

- CopueOnede (Obp3 HIH HEPABHOMEPEH CbPIASUEH PHTHM)

- CToMalIHO-YPEeBHH CHMNTOMM KaTO raZicHe W MOBpbLUAHE, JHAPHSA WITH 3aneK

- OOpuB, ¢bpOEK, KONPUBHA TPECKa.

Peakn (Morat aa 3acernar ao 1 Ha 1 000 xymn)
- [Ipunagane

C HEH3BeCTHA 4eCTOTA (0T HANHYHHTE JAHHH He MoKe Ja 0bJe HanpaBeHa ONEHKA)

- 3aMBIrIIEHO 3PCHHE

- YBpeaeHo 3peHue

- KbpBeHe oT HOCA (ENHUCTAKCHC)

- CeprozHy KOKHH 00pHBH (epHTeMa MyATH(hOPME, eKCHOIUATHBEH ACPMATHUT)

- Hapylien, HepaBHOMEpeH ChpleueH pPHTBM (MPEICbPAHO MBKACHE, APHTMHSA, TaxMKapans),
3aTPYAHEHO JHLIAHE {IUCTTHES )

- Cyxora B ycTara

- [Mo Bpeme HA ONEPAliNS HA OKO MOXKE A2 Bb3HMKHE ChCTOAHME, napeueHo dsionn vpuc cunapom (IFIS):
3€HULATA MOKE 1a Ce PasHIMpH ¢nabo ¥ MpHCHT (OLBETeHaTa KPbINA 4acT HA OKOTO) MOXKE Aa Ce
OTIYCHE NO BPEME Ha ONCpauHs.

Cro0maBaHe HA HeKeIAHH PeaAKITHH
AKO TIONY4YHMTE HAKAKBHM HEKEMAHH EKAPCTBEHH peakUHy, YBeaoMeTe Baluns jgekap wip-sapwmaaesl. Tosa

HEXKEJIAHW peaKUHH JUPEKTHO YPE3: /



H3nmbnHUTENHA areHUMs NoO NekapcTeaTa
vi. ,.JlamsaH ['pyes™ Ne 8
1303 Codus

Ten.: +359 2 8903417
yebcaiT: www.bda.bg

Karo cbhoOlapaTe HeXenaHu peakLud, MOXeTe Ja AaleTe CBOA [PUHOC 3a NOJdy4YaBaHe Ha ROBCHE
MHQOPMALIHA OTHOCHO O€30MacHOCTTa Ha TOBA JIEKAPCTRO.

S. Kak ga cexpanssate Tamains

To3u nekapcTBeH NPOAYKT HE U3HCKBA CITELIHAIIHH YCIOBHA 33 CbXPaHEHHE.

/la ce cbXpaHaBa HA MACTO, HEAOCTHITHO 34 JELA.

He n3nonzpaiite TOBA JIEKApCTBO CNEA CPOKa HA TOJHOCT, OTOEMA3aH BEPXY KapTOHCHATA OMTAKOBKa CJICA
“I"'ogen no:”. CpOKBbT Ha MOJIHOCT OTrOBapA Ha NOCAEAHNA ACH OT NOCOUEHHA MCCELL.

He u3xpbpsiiTe NekapcTBaTa B KAHANM3aUMATA WK B KOHTeiiHepa 3a AoMawiHK oTnaabuy. lonnrakTe
Bawns (apMaliesT Kak Ja U3XBbPJIATE IEKAPCTBATA, KOMTO Bede He H3AO0/3Bare. Te3M MEPKH LIE CIOMOTHAT
3a Olla3BaHe Ha OKOJHaTa Cpeaa.

6. CoabpKaHHe HA ONMAKOBKATA H J0NbJIHHTEIHA HHpopMANHA

Kakso chaspika Tamanni
- AKTABHOTO BELLECTBO € TAMCYJIO3UHOB XHAPOXIIOPHA.
Beska kancyna ¢ MzMeHeHo ocBoDoxKIaBaHe cpAbpaxa 0,4 mg TAMCYNIO3MHOB XHAPOXTIOPHA.

- Jpyryute cweraBku ca: CorObporcanue Ha KARCY1dma: MUKPOKPHUCTATHa HOTy103a (E460); cvnoaumep
Ha METAKPWIOBa KHcelMHa H etunakpuiar (1:1), cpaspxam nonvcopbar 80 (E433), u HaTpHeB
naypunacyndar, TPUETHILIHTPAT, TATK. Obeusra Ha kancyaama. vepseH kenesen okeu (E172), xbaT
skenesen oxcua (E172), uepen sxenesen oxcua (E172), unaurokapmin FD&C Blue 2 (E132), TuTanos
anokcHa (E171) n xkenaTHH.

Kak n3ryiexkaa Tamalini H KAKBO ChABPKA ONMAKOBKATA

Tamanus kancynu ¢ H3MeHeHo OcBO0OXKAABAHE CA TRBLPAU KEJIATHHOBH KalCY/H pasMep 2 ¢ OpaHKeBO TAIO
W Mac/MHEeHO3eNeHo Kanade. Kancynata e HarbaneHa ¢ 6en 1o nouTH 0ejin neneTy.

Kancynure ca onakoranu B 6;ucrep ot PVC/PE/PVDC/AL Beeku ehabpaxatd 10 Kancynu.

KaproHeHara kyTus cbaspika 30 kancynu (3 6aucrepa) wimn 100 kancynu (10 Gnucrepa) 1 AHCTOBKA.
He Bcuukm BHAOBE OnakoBKH MoraT Ja ObaaT MyCHATH HA nasapa.

IIpuTeskaTe 1 HA pazpelieHHETO 32 YHOTpeda

INN-FARM d.o.0.
MaleSeva ulica 14, 1000 Ljubljana, CaoBeHus J
Tesi.: +386 70 390 711
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thakc:+ 386 5191 116
rMein: Info(@innfarm.si

IponzBoauTe.I

Alkaloid - INT d.o.0.

Slandrova ulica 4

1231 Ljubljana-Crnuce

CloBeHHs

Ten.: +386 1 300 42 90

draxc: +386 1 300 42 91

umern: info@alkaloid.si

ToBAa JEKAPCTEBO € pa3pellIeno 3a ynorpeba B IbpKaBHTe — WIEHKH HAa EBponeACKOTO HKOHOMUECKO
nmpocTpancTeo, A B O6eqnnenoro kpaucTeo (Cepepra Hpaanans) noj caeTHATE HMEHA!

Boarapus  Tamanus 0,4 mg TELPIM KANCYJIH ¢ M3MEHEHO OCBOOOXK/1aBAHE
CnoBenuss TAMLOS 0.4 mg trde capsule s prirgjenim spros¢anjem
XwpBatus TAMALIZ 0,4 mg tvrde capsule s prilagodenim oslobadanjem
Pymbuus  Seldono 0,4 mg capsule cu eliberare modificata

}_-[31"3 Ha NOCJICAHO IPCPAINIICAKIAHC HA JIHCTOBKATA
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