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JIncroBka: HHGopMaLIHS 32 NAUHEHTA
- 6373+ 10
Tamuapa 0,4 mg KancyJim ¢ H3MeHeHo ocBo00XK/1aBaHe, TBbPAH
Tamidra 0,4 mg modified-release capsules, hard
Tamcynoszunos xuapoxyopua (Tamsulosin hydrochloride)

IMpouyeTeTe BHHMATEJIHO HAJIATA JIMCTOBKA, NPeE/IH /12 3a1l04YHeTe /1a NpHeMaTe TOBa JIEKapcTBO, Thi
KaTo TH ChAbpPAAa BaXHa 332 Bac nndopmanus.
- 3anazere Ta3M JIMCTOBKA. Moxe /1a ce HaJIOXkKH J1a A IMPoYeTeTE OTHOBO.
- AKO MMarTe HAKAKBH JOITLJIHUTETHU BBITPOCH, TTonuTaiTe Bamus jiekap uiu ¢apmalesT.
- Tosa nekapcTBO € npennucaHo JiMyHO Ha Bac. He ro npeorcrensaiite Ha apyru xopa. To
MOJXKE JIa UM HaBpeIM, HE3aBUCHUMO Y€ NMPU3HALMUTE HA TAXHOTO 3a00JIsiBAHE ca CBLIMTE KATO
Baumure.
- AKO NOJIyYuTe HSIKAKBM HEXeJIaHW JIEKApCTBEHMU peakuuu, yBeaoMmere Baiuus nekap wiu
(papmanieBT. ToBa BKJIFOYBA M BCHUYKM BB3MOXXHH HEXEJAHU peakld, HEONMHWCAaHW B Ta3u
JMcTOBKA. BikTe Touka 4.

KakBo cbabpia Ta3H JIMCTOBKA

KakBo npeacrasnasa Tamupa v 3a KakBO c€ M3IOJ3Ba
KakBo TpsiOBa 1a 3Haere, npeau aa npuemere Tamuapa

Kak na npuemare Tamuzapa

BB3MOKHU HEXKENaHU peaKkluu

Kak na cexpansiBare Tamuapa

CohabpkaHue Ha ONIAKOBKAaTa M JIONBJIIHUTEIHA MHDOpMaLIUs

R N

1. Kakso npeacrasiassa TaMuapa ¥ 3a KAKBO Ce H3I10.13Ba

Tamuapa chabpka aKTMBHOTO BEYECTBO TAMCYJIO3MH. 1aMCyJio3MH MPHUHAIEKHU HA rpyra JIeKapcTsa,
u3BeCcTHHU KaTo andal-peuentopHu OMOKEepH, KOMTO OTNYCKAT MYCKYJIMTE B MPOCTATa M ypeTpara, Karo
MO3BOJISBAT HA YPUHATA J1a IPpEMHUHABA [10-JIECHO, HO HE HaMaJlsBa pa3sMepa Ha npocrarara.

Tamuapa ce M3MoJi3Ba 3a JieYeHHE HA OIUIAKBAHMWA, CBBP3aHM ¢ J100OpPOKA4YeCTBEHO YroJieMsBaHe Ha
npocrtarara (moOpokadecTBeHa rMpocratHa xwurepruiasus wmm JII1X) npu MBXe, Karo 3aTpyaHEHO
ypuHHpaHe (ThbHKa CTpys), MHKOHTHHEHIMA (He3aJbp)KaHe) Ha ypuHaTa, YecTa U He3abaBHa HYyX/a 3a
yPHHHMpaHE, KaKTo Ipe3 JeHs, Taka U Mpe3 HOLITa.

p 5 Kakso TpsiOBa 12 3HaeTe, npe/au A3 npuemere Tamuapa

He npuemaiite Tamnapa axo:

- CT€ aJIEPrU4HU KbM TAMCYJIO3MHOB XMIPOXJIOPH]l WIA KbM HAKOA OT OCTAHAJIWUTE ChCTAaBKM HA TOBA
nexapcTBo (M30poeHU B TOUKA 6);

- cTpajaTe OT TeXKKa YepHoApoOHA HEAOCTAaTBbYHOCT;

- c€ YyBCTBATE 3aMsAHHU MOpaaM NMOHWKaBaHEe Ha KPbBHOTO HaJsAraHe, KOraro csajaTe WM ce W3IpaBsATe
(rpm cTaBaHe OT JIErJIOTO WM CTOJI) WM aKO CT€ UMAJIM TOBA ChCTOSTHHUE TTPEIH.

IpeaynpexaeHusi U NpeAnasHu MepKH

["oBOpeTe ¢ BaluMs Jiekap win (papMalEeBT Npeau aa npuemere Tamuapa, ako:
- CTpajare OT HAKaKBO Apyro 3abosisiBaHe, 0COOEHO YBpek/1aHus Ha ObOpeunTe U YepHus 1po0;
- aK0 uMare 00JIeCTH HA ChPIACYHO-CH/I0BATA CUCTEMA.




[1lo BpeMe Ha NeUeHneTo:

- Tpabsa ga ¢¢ M3BBLPINBAT PEAOBHH MCAHLIMHCKHM NPETNIENH 0 BPEME HA MPOIbIDKMTCIHA
yrnoTpeba Ha TOBa JIEKAPCTBO, 3a Aa ObaT HabmonaBaHW CHMNTOMMTE, IO TOBOJ HA KOWTO
Ce JIeKyBarTe.

- Kakto ¥ npu ApyruTe NeKapcTBa OT Ta3u Ipyna MOXKE Ja MoNyddTe MpunagbK. AKO ce
NOYYyBCTBaTe OTNANHANK WIM 3aMasiHu, TpsabBa na cenHere WIM 1@ JIETHETE, N0KaTo
CHMNTOMHTE NPEMUHAT.

-  AKO cTe TOMNOXKEHH WIH IUIAaHMpaTe Aa ce MOMICXKWTE Ha onepals Ha OKOTO IMopanH
NOTBMHABAHE Ha jemiata (Karapakta) WIH B pe3yJiTaT Ha TMOBHIIEHO HANATaHE B OKOTO
(rmaykoma), MONA yBelgoMeTe Bammsi nekap, de W3MOM3BATE WIH NMPEAH CTE H3MON3BAIM
Tamuapa. BammsT nexkap Moxke 1a B3eMe MpeEanasHd MEpKH 3a TNpeNoTBpaTABaHe
YCHOXHEHUA Ha OKOTO M0 BpeMe Ha WIH cief onepaluuaTa. ['oBopeTe ¢ Baling Jickap Janw
TpAOBa Aa OTJIOXKHTE HA4alOTO Ha JICYCHMETO C TaMCYNIO3MH WM BPEMEHHO 1A CITpETe
MpUeMa Ha TOBAa JIEKapCTBO, aKO BH NPEACTON onepalys Ha OKOTO MOpaJH NOTLMHABAHE Ha
NielaTa Wiy nopaay NOBHILIESHO HANATAaHE B OKOTO.

[Ipeny 3amovBaHe Ha JevYeHWETo ¢ Tammugpa Bammar nexap Moxe fOa noucka g2 C€ HanpaBsT
W3CIeIBaHMA, 3a A CE NIPOBEPH AU HAMA ApyTry 3ab0NsBaKkysg, KOUTO NPEAH3BUKBAT CHMIITOMHTC BH.

Heua u ronowu
He nasafiTe TOBa NMeKapCTBO Ha AcLa WM IOHOWHM noa 18 roavHH, Thid KaTo TO HE AEHCTBA Ha Ta3d

TIOITYJIalHA.

HApyzu nexapcmea u Tamuopa

Undpopmupaitre Bamwus nekap, ako npueMare, HacKOpo CTe NpHEMallH HJIH € BB3MOXKHO J1a TIPHEMETE
HAKaKBY OPYTH JIEKAPCTBA.

Hsaxown siekapcTBa (HANpUMEp JIEKapcTBa, NPEAIa3Balliy OT KPBBOChCHPBAHE, HAPEICHH aHTUKOAryiaHTH
xaTo BapapHH, NPOTHUBORL3NAIATETHH IEKAPCTBa KaTo AHKIodeHaK) MoraT Ja NOBJINAAT BLPXY edexTa
Ha TaMmcyno3uH. [IpueManero Ha Tamuapa c Hpyrd Jjekapcrsa OT cblums knac (andal-peLenTtophu
Onoxepu) MoXe 1a AJOBENE N0 HEXKENaHO NOHIKAaBaHe HA KPHBHOTO HANATAHE.

EaHospeMeHeH NpHeM C KETOKOHa30j1 (MPOTHBOIBOMYHO JIEKAPCTBO) MOXKE Aa NOBEAE A0 NOBMIIEHA
eKCITO3MINA Ha TaMCyi3031H. [TpH HAKOMN NaleHTH He TpAldBa a ce W3NoN3Ba TakaBa KOMOHHaLHA.
TamcynosuH TpsbBa Aa Ce M3IMO0Ji3Ba C BHUMaHME NpH KOMOWHALMA ¢ €pUTPOMHULHMH (aHTHOMOTHK).
Mopanu ToBa Bue Moxe Aa npHemaTe CbBMECTHO ¢ TAMCYJIO3HH CaMo JIEKapCTBa, KOMTO BauldaTr nekap
NO3BONH.

Tamuopa ¢ Xpana, HANUMKY U ARKOXO0N
[Mpnemaitre TamuOpa ciel 3aKycKa WIIH Clell TbPBOTO XpaHeHe 3a ACHA.

bpeMerAOCT, KhpMeHe H QEePTHIAHTET

TaMuapa He € mpeHa3Ha4deH 3a yrnoTpeba oT KEeHH.

Crien neueHne ¢ TaMCyN03UH MOKE 1a Ce NOSBAT 3aTPYAHCHUA ¢ EAKYNALUATA W B MOCICICTBHE MOXKE 12
ce MoBIMAe PepTHIHTETA.

Illodnpane B paboTa ¢ MAIUMAN

TaMuOpa MoXKe Oa NOBINAE HeONAroMpHATHO BBPXY CnocobHOCTTa 3a wodupaHe U paboTa ¢ MAILHHH.
TpabBa na ce B3eMe NpeaBHi, Y€ NMPH HAKOM TMALMEHTH MOXE Ia ce NOfABH 3aMaiHOCT. B cnydaid Ha
3aMaiHOCT, He TpabBa na wodupare uny pabOTUTE C MALIMHK, KOWTO U3HUCKBAT BHHMAaHHKE.




3. Kak 1a npuemarte Tamugpa

Bunary npueMaiiTe ToBa JIeKapcTBO TOMHO KakTo Bu e kazan Bawus nexap wiy gapMaileBT. AKO HE CTe
CUT'YPHH B Hello, nonuraite Bawius nekap HiH GpapMaL(eBT.

[MpenopbunTeNHaTa 4034 € eHa Kancyna QHEBHO, KOATO TpAOBA 1a ce MpUeMa BCEKH AEH Clel €IHO
CBHILIO XpaHEHE, N0 BB3MOKHOCT cliell MbPBOTO XpaHeHe (3aKycka) 3a aeHsa. Kancynara TpadBa na ce
[TOTTHINA LUTA ¥ He TPAOBA 1a ce CABLBKBA, Thif KATO TOBA IIPEYH Ha MOIUGHIIMPAHOTO ocBObOXKIaBaHe
Ha aKTHBHOTO BCIUECTHO.

AKO CTe NpHeJIA NIoBe4de 0T HeoOXoauMaTa A03a TamMuapa

[MpueM Ha roisMoO KOJHUYECTBO TAMCY/IO3HH MOXeE A AOBENEC A0 HEXENaHO NMOHWKABaH¢ HAa KPBBHOTO
HalATaHe, YCKOPEH ITyJiC, YyBCTRO, Ye ¢ MPUNIagHETE WIH NaJIHeTeE.

AKO CBECTOSHHETO BM He ce noAoOpM ciexn KaTo JierHere, o0bpHETe ce KbM BallHA Niekap, ThH KaTo
NOCACAULIMTE OT NPEA03UPAHE MOraT J1a U3UCKaT MEIMLIMHCKA HaMeca.

AKO cTe NpOoNyCHAJH a3 npHemeTe TaMHapa

AKO CTe NpPOonycHaNH Ja MpUeMeTe Kancynara ciell 3aKycKa, T MoXe Oa Onle rmpHera No-KhCHO Mpe3
OeHd, cnien xpaHeHe. Bbnpekn TOBa, axo ¢€ CeTHTE 4ak Ha crefBalllud JICH, He MpHeMaHTe I1BOHHA 11034,
33 Ja KOMNCHCHpATE NpOITyCHATATA 403a; NPOCTO NPOTBINKETE JICYECHHETO C €1Ha Kancyna JHEBHO.

Axo cnpere npnema Ha Tamuapa

He Tpa0Ba fa crinpaTe IpyeMa Ha ekapcTsoTo 0e3 Aa ce nocreeTsare ¢ Bammus nekap.
[TepROHAYATHUTE BH CHMITTOMH MOTAT f1a c¢ BB30OHOBAT, ako eucHueTo ¢ TaMHpa ce npekpaTH
npexxgeBpMeHHO. 3aToBa n3non3saite Tamuapa TONKOBa ABIITO, KOMKOTO € NPEATMCAHO OT JIEKaps, I0pH
BallTATe CHMITTOMH BeYE Ia ¢a M3ue3HaNu. BUHarn ce KoRcynTupaiite ¢ Baius nexap, ako cMaTare Aa
cripeTe NieyeHneTo. B cmyvait Ha onepauns Ha 0koTo, BalusaT nekap Moxe [a pem 1a npeKpaTH
NeYeHHNETO, 3a na ObaaT H30EerHaTH YCII0KHEHUA Ha OKOTO 10 BpEME Ha WIH clej onepaluyara.

AKO MMaTe IONBIIHHATETHH BhIIPOCH, CBbP3dHM ¢ ynoTpebara Ha ToBa J1€KApCTBO, NonuTanTe Baluus
yiexap Win ¢apMmaLesT.

4. B13MOKHE HeXeJaHH peaKuHK

KakTo BCHYKH JIEKAPCTBa, TOBa JCKApPCTBO MOXKCE Oa NPCAN3BHKA HOXC/IAHNW pEaKLHH, BBLIIPCKKH HC HC
BCCKH I'M NMTOJTYJAaBA.
THMC}’J’IGEHH MOXE a4 NMpHYIHHH CJICITHUTEC HEXCITAHN PCAKUHN]

YecTH HEXKEJAHH peakinu (Moxke na 3acerHar 1o 1 na 10 yoBeka)

3aMasiHOCT;

3aTpYAHCHA CAKY AL,

HEBBL3IMOXKHOCT 33 €AKYNaLus,

peTporpajHa egKynauns (CriepMajHaTa Te9IHOCT HE Ce OTOCIA HaBbH Tpe3 YPETpaTa, a Ce BphIlia
o0paTHO B NMKOYHWA MEXYP) — TORA € Oe3BpEaHO.

HeuecTH HexkelaHH peakuHH (Moixe 13 3acerdarT 40 1 Ha 100 woBexa)
e [1aBoDONKE;
cbhpuebueHe (ChpleTo 61e mo-0Bp30 0T HOPMAITHOTO U TOBA CE YCella);
® TOHWKaBaHe Ha KPLBHOTO HANAraHe, HATTpAMED NMpH OBP30 U3NpaBAHE OT CEIHANO WITH NerHAII0
MOJIOKEHHNE, KOETO € MPHAPYXEHO ChC 3aMasHOCT;

& XpEMa HUITH 3alTYLICH HOC,




TUApHS;
rajicHe;
NOBPBIIAHE;
3anek;

crnabocT;

KOXeH 0OpuB;
Chpbex;
KOIIPUBHA TPECKa.

Peaxn HeXXeJJaHH peakiunH (Moxxe na 3acerHaT 20 1 na 1 000 qyoBexa)

® TIpUTIAITBK;

®  BHE3alTHO MOoJYBaHEe Ha MEKUTE ThKaHU Ha TAIOTO (HanpuMep FLPIOTO WK e3HKa), ChIIPOBOAEHO
ChC 3aTPYAHEHO AMLIAHE W/HAH chpOeX 1 00puB, KaTo pe3yNTaT Ha allepruyHa peakums
(AHTHOHEBPOTHYEH OTOK).

MHoro peakH HeXelaHR peakiny (Moxke Ja 3acernar a0 1 ua 10 000 uosexa)
e npuanuzbsM (YABDKEHa, Oole3HeHa, HeXENaHa epekLMa, KOATO U3KMCKBa He3abaBHO JIEYEHHE OT
neKap);
® TEXKO Bh3NacHHE Ha KOXKATa H JIMTaBHIKTE ¢ 0OPHB, KOETO € aNiepridHa peakUHsa KbM aKTHBHH
WIK APYTH BELIECTBa, KOATO c€ HapHya CHHAPOM Ha CTHBBHC-/KOHCHH.

YecTOTTATA HA HeXKETAHH PEaKIHH ¢ HEeH3BeCTHA (ecToTaTa He MOXKe A ce YCTAHOBH Bb3 OCHOBA
HA HAJJAYHHTE AaHHH); KbPBEHE OT HOCA, 3aMBIIIEHO BUKIaHe, HAPYLIEHO BIKOAHE, CYXOTa B YCTaTa,
CEPHO3HH KOXHH oOpHBH (epurtema MynTHdOpMe, ekchoIHaTHBEH AePMAaTHT).

AKO cTe NOTOKEHH Ha onepaliyisa Ha OKOTO Mopangy MOTEMHABAHE Ha JielKTe (kaTapakTa) YNy nopanu
MOBHILEHO HANATAHE B OKOTO (I1ayKoMa) B BE4Ye MpHEMaTe WIH NPEAU CTE NPHEMAIH TaMCYI03MHOB
XHIPOXJIOPHII, 3eHHLIMTE BH MOTAT Aa ce pasumMpAaT cnabo v vpHca (OLBETEHOTO KPBrye Ha OKOTO) MOXKE
Ila Ce OTIYCHE [0 BPEME Ha MpolieAypara (BX. cbio Toyka 2 , JIpeaynpexxaeHus u npeanasid Mepku').

AKO ce YYBCTABATE 3aMAAH WK OTNIadHall, CCOHETE WK JICTHETE, JOKATO CC TIOYYBCTBATE HG'Hﬂﬁpﬂ.

TOITEJTHUTENTHO KBM H30OPOSHHUTE NO-TOpe HEXEJTAaHU IEKapCTBEHH Peakun ca ChoOlIaBaHH MpobIeMH
ChC ChpLETO (MHOrO OBP3H HEKOOPAMHUPAHU CRKPAIEHHS Ha CHPLETO, HETIPABWIEH PUTEM H
HeoOHYaifHo 6BP3 NMyJIC) ¥ 3aTPYAHEHO AHilaHe, CBBp3aHu ¢ ynoTpedara Ha TaMcyno3HH. [lopanw
CIIOHTAHHOTO ChLOOIaBaHEHA TE3W CBOHTHSA 10 BPEME Ha OTIHTA CAE ITYCKaHe Ha rna3apa, 4ecToTara H
ponaTa Ha Tamuapa 3a TAXHATA NOABA HE MOXKeE N1a ObAe HAAeXKIHO ONPENENCHA.

CrobinaBaHe Ha HEXXEJIAHH PEaKLHA
AKO NMOJYy4YMTe HAKAKBH HEXKEIaHM NEXKApCTBEHH peakumy, yBegomere Bawus Niekap wiu Qapmauesr.
ToBa BKIIOYBA BCUYKH BBL3MOKHH, HEOMHMCAHH B Ta3M JIMCTOBKA HEXENaHH peakuuu. Moxere Chilo na

ChOOLIHNTE HEXKENaHN peakl{MU JUPEKTHO Upes:

3menrurenna areHums no nekaperearta (MAJT)
yn, ,,JdamsH I'pyes* No 8

rp. Codus 1303,

Ten. +359 2 8903417

en. noma; bda@bda bg
yeOcalT: www.bda.bg




Karo cphofmasaTe HexeslaHu peakuVH, MOXETe J1a JafeTe CBOSA TIPHHOC 32 MOJy4YaBaHC Ha MOBEYE
HHGOPMaLMA OTHOCHO O€30MacHOCTTa Ha TOBA JIEKapCTBO.

3. Kak na coxpanaBate TaMHApa

Ja ce cpxpaHapa Ha MACTO, HEJOCTBITHO 34 Jiela.
Ja ce chbXxpaHsaRa B OpHrMHANHATA ONaKOBKa.
Ila ce cexpangBa noa 30°C.

He m3nonseaiite ToBa NEKAPCTBO CJIEN CPOKa HA TOAHOCT, OTOENA3aH BBPXY KapTOHEHaTa OMakoBKa.
CpoKbT Ha TOOHOCT OTTOBapA Ha MOCNEAHHA JeH OT MOCOYEHHA Mecell,

6. ChAbpAKaHHE HA ONAKOBKATA H JONBJIHHTEIHA HHpopMaLIHe

KaxBo cuanpxka TamMuapa
AKTHBHATa CbCTaBKa € TAMCYJIOZHHOB XUAPOXnopH. BeAka TBbpaa Karncyna ¢ W3MeHeHO 0¢BoDoX 1aBaHe
chabpxka 0,4 mg TaMCyN03HHOB XUIPOXJIOPHA.

JpyruTe ChCTaBKH Ca:

Cwovpocanue Ha kancyrama: HATPUEB alIrMHAT, ChIIOJIUMED Ha METAKPUIOBA KNCENHHA-CTHIAKPUIAT
(1:1), rmHuepon qubexeHaT, MATTOAEKCTPHH, HATPUCEB aypHcydaTt, Makporol (NONHETHIICH TITHKON)
6000, mormucopbar 80, HaTpHeB XUAPOKCHI, CHMETHKOHORA eMyrcus 30%, xomnovaeH 6e380JeH CHITHIMER
mokcHn ( Aerosil 200).

Cwcmas na xancynnama obeugxa. TutaHoB quokcu (E171), xxenesex okcH, uyepseH (E172), xeneieH
okcul, XBIT (E172), )kenaTHH.

Kaxk n3rgexna TaMHIpa H KAKBO ChbALPKA ONMAKOBKATA

bnwuctepu ot npo3pavno PVC/PE/PVDC-Al ¢ponvo

TBBpAU KEIATHHOBH KaICyJid, pa3Mep 2 Cb¢ CBETIIO OpaHKEBO HENPO3PAUHO Kailaye H CBETJIO OPaHIKEBO
HETpO3payHo TANO, ITLAHU ¢ Henn ik 651e10KBITH MEKpOrpaHy -,

Enun 6nuctep cbabpxa 10 TBEpAU KanNCyJu ¢ H3IMEHEHO 0CBOOOXKIaBaHe.

Pa3Mmep Ha onakoBKaTa:

20 xarcyau ¢ WaMeHeHo ocsobGoxkaraHe / 2 6nuctep / 1 xytua (10 xancynu / 1 6mvcrep )
30 kancymu ¢ u3MeHeHo ocBoboxaBane / 3 bnucrepa / 1 kytusa (10 xancynu / 1 dnmcrep )
50 xancynu ¢ u3MeHeHo ocBoboxaarane / 5 onucrepa/ 1 kyrus (10 xancynm / 1 6aucrep )

He BCHUYKH BUOBE OTMTAKOBKH MOXE J1a 6'51131' IIYCHATH HA4 NMa3apa.

IpuTexaTen Ha pa3peii¢cHHETO 33 YNoTpeda H NPOH3BOANTE]

HOBEJI PAPMA EOQON
Oyn. “buarapusa™ Ne 109
Codusa 1404, brarapns

JaTa Ha nocJeqHO NpepasrIexiane Ha aucroskara: 01.2025




