JIucroBka: Undopmanusa 3a nauuenTa

Tamcykon 0,4 mg TBBP/IH KANCYJIH ¢ H3MEHEHO 0CBOOOK/1aBaHe
Tamsucon 0,4 mg modified-release capsules, hard

TaMCYJIO3UHOB XHapoxsiopua/tamsulosin hydrochloride

IIpoyereTe BHUMATEIHO UAJIATA JIHCTOBKA, IIPEIN A 3aN04HETE Ja IpUeMaTe TOBA JIEKApCTBO,
ThH KATO TH CbABLPKA BaxkHa 3a Bac undopmanus.

- 3anaseTe Ta3M JIMCTOBKAa. MOXe J1a ce HaJIOXKH J1a S IpoYeTeTe OTHOBO.

- AKO UMaTe HAKAKBH JIOITbJIHUTEJIHA BBIPOCH, nonurainTe Bauius nekap win papmaiesr.

- ToBa nexkapcTBoO € npeanucaHo JJM4Ho Ha Bac. He ro npeorcrbiBaire Ha Apyrd xopa. 1o Moxe n1a
MM HaBpe/IH, HE3aBUCUMO Y€ IMpHU3HALIMTE Ha TAXHOTO 3a00/BaHe ca chlMTe Kato Bawuure.

- AKO TNOJYYUTE HAKAKBU HEXEJAHU peakluu, yBeaomere Bauumsg nexkap wiu dapmauent. Tosa

BKJIIOYBA U BCUYKH Bb3MOXHH HEXKEJIaHU peaKiMH1, HEOIMCaHH B Ta3y JMCTOBKA. Buykre TouKa 4.
W3MbTHATENHA ATEHUMA NO NEXAPCTBATA
KakBo cbabpxa Ta3u JIHCTOBKA Tlucmodna - Mpuncmene 2

Kiat Poz. Ne AOALGO1GF

1. KakBo npeacrapisiBa TaMCYKOH M 3a KaKBO C€ M3I10J13Ba

2. KakBo TpsbBa j1a 3Haere, npeu aa npuemere TaMCyKoOH

3. Kak na npuemare TaMCykOH

4. Bp3MOXXHH HEXEJ1aHHU peaKLIuH

5. Kak na cbxpaHsiBare TamMcykoH

6. CbabpKaHHe Ha ONaKOBKATa M JIOITbJIHUTE/IHA HH(OpMaLIMS
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1. KakBo npeacraBiisBa TaMCyYKOH M 3a KAKBO ce H3110JI13Ba

AKTUMBHaTa cbhbCTaBKka B TaMCyKOH € TaMCyJio3UH XuapoxJiopua. ToW aercTBa ype3 OTIYCKaHE Ha
MYCKYJIAT€ Ha mpocTaTrara M yperpara MW I[03BOJISBa Ha ypuHara Ja IpeMHHaBa I0O-JIECHO Ipe3
yperpara, KaTo rnomara 3a YypuHHUpaHeTo.

B npocraTHaTa »xJie3a, MUKOYHUS MEXYp M ypeTpara MMa CIellMaIHM KJIETKH, ChbAbpKallld ajiaia-
peUEenToOpH, KOUTO [OANOMAaraT MYCKYJMTe B yperpara jJa ce crerHar. TaMcykoH e andaja-
ajipeHolenTopeH OJIOKep, KOMTO OTcinabBa JEHWCTBMETO Ha TE3M CIELUMAJIHU KJIETKH M obJiekvaBa
MYCKYJIUTE, YJI€CHABAHKH YPUHUPAHETO.

TaMcyKkOH ce u310J13Ba NIpU MbIXKE 3a JICYCHUE HA JOJIHUTE IUKOYHM ITbTHILA, CBbP3aHHU C YroJeMeHa
pocrarHa »Jie3a (noOpokadecTBEHa [MpocTraTHa Xwuriepruiazds). Te3uw CHUMNOTOMH BKJIKOYBAT
3aTPYAHEHHUS TPpU YPUHUpAHE, YECTO XOJI€HE 10 TOoajJleTHaTa 3a YpUHHUpPAHE, YCEIIaHE 3a HEMBJIHO
H3Mpa3BaHe Ha [MMKOYHHUA MEXYP M HEKOJIKOKPATHH CTABAHUS MPE3 HOLIITA 38 YPHHUPAHE.

2. KakBo TpsOBa 1a 3Haere, npeau Aa npuemere Tamcykon

He npunemaiire Tamcykon:
¢ AKO CT€ aJlepru4yHu (CBPbX4yBCTBUTE/IHKM) KbM TAMCYJIO3UH HJIM HAKOS OT JAPYTMTE CbCTABKH
Ha TaMcykoH (M30poeHH B pazjen 6).
e AKO HUMaTe yBpeIeH YyepeH ApoD.
e AKO CTe IPHUINAJaJIN UK CTE YYBCTBAJIM 3aMassHOCT MPH pA3Ko usnpassHe. [ 1
Ce NOABH 3aMaMBaHe, KOraro npuemare lTaMCyKoH, OCOOEHO ako INpHeMaAk
OJ1I0KepU. AKO ce noyyBcTBaTe ¢/1abu Wiu 3aMasiHi, He3a0aBHO cejlHeTe
CUMIITOMMTE OTLIYMST.

IIpeaynpexaenus n npeanasHu MepKH
["'oBOpere ¢ Baiuwus jiekap unu hapmaueBT, rnpeau ja npyemarte TaMCyKOH.
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1 \w/




O0bpHeTe crienHa/JIHO BHUMAHHKE NpH npuema Ha Tamcykon (i rosopere ¢ Bamus J1iexap)

e Ako umare npobsiemu ¢ 66peumre.
e AKO CTE NOUIOKEHHU WJIM UMATE TJIaHUpaHa O4YHA oriepauus rnopajad 3aMbriisBaHe Ha Jielara
(kaTapakTa) WM MOBUILIEHO HAJIIraHE B OKOTO (IJlayKoMa).

MoJist, HHpOpMHUpAHTE CneUMaIMCTa 110 OYHHM 3a00JIABaHUs, Y€ CTE€ M3I0JI3BAJIM MPEIH, H3IOJI3BaTE B
MOMEHTA WJIM IUIAHWpaTe Jla M3M0JI3BaTe TaMCYJI03MH. OYHMAT JieKap MOXeE€ Ja TMpeanpyeme
MOAXOAAIM TNpPEANa3Hd MEPKH OTHOCHO HM3IOJI3BAHUTE JIEKAPCTBA M XHMpPYpru4yHara TEXHHKA.
['oBopeTe ¢ Bawuus siekap jaiu TpsOBa Aa OTJIOKHMTE WM BPEMEHHO Ja NpeycTaHOBUTE INpUEMa Ha
TOBa JIEKApCTBO MNpEAM Jla Ce IMOIOMNHUTE Ha O4YHAa OlepauMs 1nopajad MNOTbMHSABaHE Ha Jieulara
(kaTapakTa) WM MOBUILIEHO HasraHe B o4uTe (rjiaykoma).

Jlena 1 IOHOIIH
He naBaiite TOBa JIeKapCTBO HA J€Lla UJIM IOHOIIM Ha BB3pacT noji 18 roanHu, 3aioro He € e(PEKTHBHO

[P Ta3H Bb3pacToBa rpyra.

Apyrn jexkaperea u Tamcykon

- [IpyembT Ha TaMCYKOH 3a€/IHO C JPYIrH JIeKapcTBa OT ChIMA KJ1ac (o -aApeHOLENTOPHHU
aHTarOHUCTH) MOXKE J1a NpEeAU3BUKA HEXKEJTaHO MOHWXKEHHUE Ha KPbBHOTO HaJISraHe.

- OcobeHOo BaXxKHO € J1a HH(popMupaTe Baluus jiekap, ako ce JIEKyBaTe €/IHOBPEMEHHO C JIEKapCTBa,
KOUTO MOrar Jila HaMaJIAT OTCTPaHABaAHETO HA [aMCYKOH OT TAJIOTO (HallpuMep KETOKOHA30.J1,
EPUTPOMHULIMH).

Undpopmupaitire Baiuus Jsiekap wiv ¢apmaueBT, ako IpuUeMare, HACKOpO CTe I[pPHEMAJIA HIIK €

Bb3MOXHO J1a IIpUEMare Jpyru JieKapcTaa.

TamMcykoH ¢ XpaHa, HAITHTKH H AJIKOXO0J1
TamcykoH TpsiOBa 1a ce npuema cliesl 3aKycKaTa WM ITbPBOTO XpPaHEHE 3a JICHS.

bpemennocr, Kkbpmene H pepTruanTeT
TaMcykoH He e noka3aH 3a ynorpeda npH KeHHu.

[Tpu MBKeTe € choOllaBaHa aOHOpMHA esKynalus (HapylLIeHUe Ha esKyauusaTa). ToBa o3HauyaBa, 4ye
criepmara He Hanycka TAJIOTO Ipe3 ypeTpara, a BMECTO TOBa OTMBA B MUKOYHUS MeXYp (peTporpaaHa
esiKyJalusa) uiM o0eMbT Ha esKyjlata HaMaJisiBa WJIM JIMIICBA (HEeyCnelHa esKyJiauus).

lHlopupane n padbora ¢ MAIIHHH

Hsama pnanHu, 4ye TaMcykoH 3acsira cnocoOHocTTa 3a wiopupaHe WM padora ¢ MalUMHHU WIIH
obopyasaHe. TpsOBa obaue 1a umare npeasu/l, 4e MOXKeE J1a Ce MOSBH 3aMassHOCT. B TakuBa citydau He
TpsAOBa 1a npearnpuemare JeMHOCTH, KOUTO U3UCKBAT BHUMAaHHE.

3. Kak na npuemare Tamcykon

BuHaru npueManTe TOBa JIEKAPCTBO CBIVIACHO yKa3aHUATAa Ha Bauius nekap. AKO HE CT€ CHI'YPHH B
HELLlo, ronuTanTe Bauus Jiekap Wi (papMalesT.

[IpenopbuuTenHara no3a € | kancysa Ha A€H, KOATO TpaOBa jJa ce npuema cjie] 3aKyckara WM
MbPBOTO XpaHeHe 3a JeHd. Kancynara tpsabsa na Objae norsuiaHa usjia v 6e3 aa

AKO cTe NpHeJIH nmoBeYe oT HeoOxoaumara no3a Tamcykon ‘
[ [pyeMaHeTo Ha npekaJieHO MHOIO TaMCYKOH MOXe /1a JI0BEJIE 10 HEXEJIaHO TMOH H\fle HH rcp'bﬁﬂo*ro |
HaJIAraHe U YCKOpSIBaHE Ha CbP/ICYHUS PUTHM, C YCECLIIAHHS 3a TIPUIA/IbK. Cﬂhpmeiq ce ‘}{ézaﬁa*ﬂﬂﬂ c & ,'
Bawuus Jiekap, ako cre rnpuesid TBbpae MHOro TaMCyKOH. \}\\ R >/
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AKO cTe nmponycHa/iu aa npuemere Tamcykon

Moske 1a npueMeTe exeJHeBHaTa J103a TaMCYKOH Mo-KbCHO Ha ChIIHSA JIEH, aKo cTe 3abpaBHIIM J1a To
[IPUEMETE ChIVIACHO yKa3aHWATa. AKO CTe MPOIyCHAIH €IMH JIeH, IPOCTO MPOAbJKETE [Aa MpUemare
JIHEBHATA CH KallcyJla CbIJIaCHO OKa3aHusTa. HUKora He B3emalire J1BOMHA /1034, 3a Aa KOMIIEHCHpaTe
MponycHAaTaTa KaricyJa.

AKO crTe cupeJin ynorpebdara na Tamcykon

Koraro sieyenuero ¢ TaMcykoH Obae cnpsHO NMpexAeBpEMEHHO, ITbpBOHaYalHUWTe BU oruiakBaHus
MOX€ Ja ce nosBAT OTHOBO. Ilopaagu ToBa npuemanrte TaMCyKOH TOJIKOBA ABJI0, KOJIKOTO €
npeandcan Bawwuar nekap, Jopd ako orulakBaHusTa Bu Beue ca u3uesHaiM. BuHaru ce
KOHCY/TUpanuTe ¢ Baluusg nekap, ako OOMHUCIIATE CIIMPAHETO Ha JIEYEHHUETO.

AKO UMaTte JOMbJIHUTEIHU BBIIPOCH, CBbP3aHM ¢ ynoTpebara Ha TOBa JIEKapCcTBO, MonuTaiTe Bamus
JIeKap WM (papMalieBT.

4. Bb3MOXKHH HeKeJIAHH peaKlHH
KakTo BCSAKO JIeKapCTBO, M TOBA JIEKAPCTBO MOXE J1a MPUYHUHH CTPAHHYHU e(PEeKTH.

Yectu (Moxe aa 3acersHart 10 1 or 10 ayuin)
e 3aMasHOCT, 0COOEHO MpPH U3IpaBSHE;
ADHOpMHa esKyJlauus (HapylueHME Ha esikyJauusaTa). ToBa o3Ha4aBa, Y€ criepMara He Hamnycka
TAJIOTO Tpe3 ypeTrpara, a BMECTO TOBAa OTMBA B NMUKOYHUA MexXyp (peTporpajaHa €sKyJauus) Wiu
00eMBT Ha esKyJlaTa HamMaJIsiBa WUJIM JIMIICBA (HEYCIEIIHA eAKYJ/aLus).

HeuectH (Moxe aa 3acerHar 7o | ot 100 ayun)
e VYceulaHe 3a cbpuedueHe, (cbpuero Oue no-0bp30 OT HOPMAJIHOTO M TOBA CE€ yCella. );
e HMWCKO KpBBHO HajraHe, HalpuMep IpH OBpP30 M3MNpaBsHE OT CEAHAIO HJIHM JIETHAJO
[10JI0K€HHUE, TTOHAKOra CBbP3BaHO ChC 3aMasHOCT;
XpeMaB WJIM 3a1ylieH HOC (PUHUT);
Hunapus;
["aneHe ¥ noBpbIlAHE;
3anex;
Cnaboct (acTeHus);
OO6puBH, cbpbex U ypTUKapUs (KOIPUBHA TPECKa).

Penku (Moxe na 3acerHart 10 1 or 1 000 ayum)

e (CsnabocT M BHE3AINHO JIOKAJTHO MO/lyBaHE Ha MEKHWTE ThKaHW Ha TAJIOTO (HArpuMmep rbpiioTo
WIH €3UKa), 3aTPYJIHEHO AUIlIaHe W/ MK cbpbek U OOpHUB, YECTO KATO aJlepriyHa peakiius
(aHrHoenem).

MHoro peaku (Moxe aa 3acersar a0 1 or 10 000 qyun)

e [lpuanusbM (Dosie3HEeHa NMPOAB/DKUTE/IHA HEXeJlaHa epeKlIMs, 3a KOATO C€ U3MCKBAa He3abaBHO
MEJULIMHCKO JIEYEHUE);

e (OOpuB, BB3MAJICHHE U MEXYPHU Ha KOXAaTa W/WIM JIMTABHLIMTE Ha YCTHUTE, OYMTE, YCTaTa,

HOCHHTE IMPOXO/JIM HJIM FreHUTAIMUTE (CUHHApPOM Ha Stevens-Johnson).

C HeusBecTHa 4YecTOTa (OT HAJIMYHUTE JIAHHK He MOXe J1a Objie HallpaBeHa OLEHKa)
¢ 3aMBIJICHO WM HAPYLIEHO 3PEHUE;
e KbpBeHe OoT Hoca;
e (Cyxora B ycrara;
e CepHO3HHM KOXXHHM OOpHUBH (MYITHPOPMEH epUTEM, €KCHOTHATHBEH JEPM
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e HepaBHOMepeH Chp/ieueH PUTHM (NIPEACHPAHO MBXK/IEHE, apUTMHS, TAXUKAPHA).

e 3arpyaHEHO AuLIaHe (IMCITHEes);

e AKO ce nojjiarare Ha orepauuds Ha OKOTO Mopajy MOTbMHSBAHE Ha JieulaTta (KaTapakra) WiH
MOBHILEHO HaJIAraHe B OYMUTE (IJ1ayKOMa) U Be4e IpUEMaTe WK CTE NMpUesu npead TaMCYKOH,
3eHHMLIaTa MOXKE Jla Ce paslluUpH, a UpPUCHT (LIBETHATaA KPbroBa 4acT HA OKOTO) MOXE Ja ce
OTITyCHE 10 BpeMe Ha rpouejaypara.

AKO HSKOHM OT Te3u HeXeJIaHW €(EeKTU CTaHe CEPUO3EH MM aKo 3alesieKUTe CTpaHUYHU €(EKTH,
KOMTO He ca U30pOeHM B Ta3u JIMCTOBKA, MHpopMupaiTe Baius nekap wiu papmaluesr.

Cho0m1aBane Ha He)KeJIAHM PeaKIHH

AKO MOJIy4YHTE HAKAKBH HEXEJIaHU JIEKAPCTBEHU peakliuu, yBeaomere Baius nekap uiu papmaliesr.
ToBa BKJIFOYBa BCMYKH Bb3MOXKHHM HEONMCAHU B Ta3H JIMCTOBKA HEXKEJIaHM peaklMd. MoxeTe Chllo aa
ChOOLIMTE HEXKEJIAHU PEAKLIMH JIMPEKTHO Ypes:

M3nbiiHMTEIHA areHLus 10 JIeKapCcTBaTa

yii. ,,JlamsiH I'pyeB” Ne 8

1303 Codus

Ten.: +35928903417
yebcalT: www.bda.bg

Karo choOuiaBare HexkejlaHM peakLWd, MOXKETE Ja JaJieTe CBOsA MPUHOC 3a IMOoJlyyaBaHE Ha IOBeYe
MH(pOpMaLMs OTHOCHO O€e30MacHOCTTa Ha TOBa JIEKAPCTBO.

S. Kak na cbxpansaBare Tamcykon
Jla ce cbXpaHsaBa Ha MACTO Jajiey OT [10rJ1e/1a ¥ JJocera Ha Jiela.

He wm3nosi3Bakre TOBa JIeKapCTBO ciie]l CpOKa Ha roJHOCT, oT0esis3aH BbPXY KapTOHEHATa OMNaKOBKa
ciell ['ogen 10. CpokbT HA rOAHOCT OTroBaps Ha MOCJIeIHUS JIEH OT OCOYEHHUs MECELl.

ToBa nekapcTBO He U3MCKBA CMELIMAJIHU YCIIOBHUSA 33 ChXPaHEHHE.

JlekapcTBara He TpsAOBa 1a ce U3XBBLPJIAT B KAHAIU3ALMATA UM B KOHTEHHEpPA 32 OUTOBH OTHabLIH.
[lonuraiite Bamms ¢apmaueBT Kak na yHMILOXKHUTE HeHyxHUTe Bu nekapcrBa. Te3su Mepku e
CIIOMOrHaT 3a OIna3BaHe Ha OKOJIHATa cpejia.

6. CoabpxanHe HA ONAKOBKATA H J0NbJIHHTE/IHA HHPOpMAHS

Kakso coabpxka Tamcykon
- AKTHBHOTO BELLECTBO € TaMCYJIO3UHOB XHIAPOXJIOPHIL.
Jpyrure cberaBku ca: nonucopdar 80, chronMMep Ha METaKpUJIOBA KMCEJIMHA M €TUJIAKPHIIAT,
TPHALIETHH, HATPUEB JiaypHJI CyJi(haT, MUKPOKPHUCTATHA LIE/1yJIO3a W KaJILIMEB CTeapar.
- Kancynnara ooBuBka cbabpka FD & C Blue 2 (E 132), xene3eH okcua yepeH
(E 172), xxenesen okcup vepsen (E 172), xeneszen okeu »xbuit (E 172), turanos auokeun (E
1 71), xenatuH, npeyrcTeHa Boja, HaTpUeB Jlaypui cyiadar; mactuio menak (E904), 6e3soneH
aJIKOXOJ1, H30MPOIHJIOB AJIKOXO0JI, OYyTHIIOB aJIKOXO0JI, KOHLIEHTPUPAH pa3TBOp Ha a

Kak um3riexaa TamcykoH U KaKBO ChABbPXkA ONNAKOBKATA

Kancynure TamcykoH ca 3eneHu/opamxkeBu, pasmep "2", TBbP/M XKeJIaTHHOBH
cBOOOJHO Teyalm 6enu 10 noutH 6enu ceponau ¢ Haanuce "CL 23" Bbpxy kan
TAJIOTO, OTIEYATaH C YEPHO MACTHJIO.

caenl \ %
C‘bnbpmamu
hs "_ﬁﬁl“ 'B'thy
.1‘\-:;”’-.;‘ :— = : :

DD 0. O

'Lf

Kancynure ca onakosanu B PVC/PE/PVAC — Aluminium 6aucrep ¢ no 10 wim 14 6p beﬂfrﬂH”i', #
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JIBa Gimcrepa no 14 kancynu wim 3 Oaucrepa no 10 kancynu ca NocTaBeHHW B KapTOHEHA KYTHUS C
JIMCTOBKA.

He BCcHYKM BMOBE ONakOBKW Morar Ja ObaT mycHaTH Ha nasapa.

IIpuTexkares Ha pa3pemieHHeTO 32 ynorpeda H NpoH3BOAHMTEI:
GOAPMAKOHC A/l

Oyn.”Ileio K. SIopos” Ne 44, er. 1
Codus 1164
bbarapus

JlaTa Ha nocJieIHO NMpepa3srJiex/aaHe Ha JIUCTOBKATA
Anpui 2024




