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MoJis, ipoYeTeTe BAMMATENHO TA3H JMCTOBKA IIPEH Xa 3a104nere ynorpedara Ha
JIeKApCTBeHHA TPOAYKT.

3amazere JHCTOBKATA, THi KaTO MOXe Ja CE€ HANoX# HOBTOPHO Ja IIpodeTeTe
nHbopManyATa HallHCaHa B Hesl.

[Ipu Hamigue Ha BEIPOCH MK kojebaHHs, oObpHETe ce 3a ChBET KbM Baums nexap uin
(hapmaleBT.

To3H JEKapPCTBEH MPOAYKT € [Ipefnycal N4Ho Ha Bac u He Tpabsa Ja ro NpeoTCTHIBATS
Ha ApYT JOPH H IpH MoA00HH CHMIOTOMH, THH XaTo MOXe Jla HABpeId.

Xatral SR 10 mg
prolonged-release tablets

Kcatpan SR 10 mg
Ta0JEeTKH ¢ yABJEKEHO 0cB000KAaBaHE

Enma TabneTka ChIbpKa aKTuBHOTO Bemectso alfuzosin hydrochloride 10 mg
(andy3030H XHAPOXIIOPHUL)..

[ToMOIMHHTE BelIECTRA: XUIIPOMEN03a, XHAPOTeHHPaHO PHIMHOBO MacTio, ETHANENYII03a,
KBIT JKeNe3eH OKCHI, XHApaTHpaH KOJOHISH CHAHLHEB ZHOKCHI, MarHe3ues CTEapar,
MAHHTON, IIOBHAOH, MEKPOKPHCTATHA HElyI03a.

IIpuTexaren Ha paspelleHHeTo 3a ynorpeba
SANOFI-AVENTIS FRANCE

1-13, boulevard Romain Rolland
75014 Paris, France

Hpouzsoguren

Sanofi Winthrop Industrie
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37000 Tours

France

1. KAKBB JJEKAPCTBEH HPOXYKT E XATRAL SR 10 mg, prolonged-release
tablets Y1 3A KAKBO CE H3II0JI3BA ?

TabneTKH ¢ YABDKENO 0cBOOOKIARAHE.
AJTIDA-BIIOKEPH

To3u IeKapcTBeH NPOIYKT IIPHHAIIEKA KbM Kiaca Ha anga-OlokepuTe.
Jleuerre Ha GYHKUMOHATHUTS CHMITTOMH Ha J0GpokaIecTBEHA (OenurHeHa) pocTarTHa

XUneprpobusL.
AJOBAHTHO JieueHye KBM KaTeTepH3aLisiTa JIpd 0CTpa PETEHII Ha YPUHA CBBP3aHa ¢

GeHUTHEHA IIPOCTaTHA XUIEPTPOQHAL.

2. IIPEJY JA NIPUEMETE XATRAL SR 10 mg, p

a ne ce ynompe6a6a npu creOHume cay4au:
- pMare IAHHHM 34 CBPBXUYBCTBUTENHOCT KbM &l
IOMOINHHATE BEINECTBA,




- ¢Ipaziate OT OPTOCTATHYHA XUIIOTOHWA /HHCKO KPBBHO Hansrage, TIPegU3BUKBAII0
YyBCTBO Ha 3aMaliBaHe MM HPHIOLIABaHE NpH IPEeMHHaBaHe OT NErHANO B HSOPaBEHO
TIONOXKEHME,

- EMaTe YepHoApoOHO 3a00NIBaHe,

- AMaTe Texxa OB0pedHa HeOCTaTEYHOCT,

- IpeBHa HEHPOXOAHUMOCT (TIOpaIH ChABPKAHMETO Ha PHIMHORO Macyo).

Cruennanio BHHMaHAE

Haxon manuenTH ca ocobdeno yyectsutenny x6M XATRAL SR 10 mg, mpu KoHTO ce
Habronasa cHajaHe HA KPHBHOTO HaNsraHe IIpH NPEMHHABaHE OT JIETHANO B CEAHAIO
nonoxenre. To3m edexT ce Habmopasa rpe3 NEPBHTE HAKONKO Yaca CIEJ HpHEM Ha
TIEKapCTBERH MPOAYKT H MOXE Ja C& CBIPOBOXIA OT CIECAHUTE IPU3HaHU: 3aMasHOCT,
OTNaTHATOCT, H3MOTABAHE.

Te3u mallEeHTH TPAOBa Ja OCTAHAT B JIETHATO NOTOMXEHME N0 NIpeMHMHABaHe HA TE3W
TIPEXONHH CHUMIITOMH.

Ocofexo BHHMaHHe cé ¥W3KCKBa Ipy MANHEHTH B HaNpelHANa BB3pAcT U Takusa, NpH
KOHTO ce 3abela3Ba CHalaHe Ha KPBBHOTO HalsraHe CIef| IpHeM Ha JIEKapCTBEHH
HPOIYKTH OT ChIIMs Kiac (anda-6rokepw).

Wadopmupaiite Bamis sexap, ako EMare CbpIeYHO 3a00isBaHe.

Bpemennocr
ToBa JIeKapcTBO He € peHA3HAYCHO 32 YIoTpeba OT JKeHH.

ITpedu ynompefa Ha 6cexu AeKapcmeen npoOYKm, ce KOHCYIMUpatime ¢ 1exap.

Kxnpmene
ToRa JIeKapCTBO He MpeHA3HAYEHO 32 YoTpeba OT KEeHM.

IIpedu ynompeba Ha 8cexu nexapcmeer nPOOYKM, ce KOHCYAMupatme ¢ 1eKap.

BansiEue BLPXY cocoGHocTTa 32 modupane i padoTa ¢ MATIHHH

Ilopamu pUcK OT HACTBIBAHE Ha OPTOCTATHYHA XHIOTOHHS (CHajaHe Ha KPBBHOTO
Halirage IIpH I[peMUHABAHE B W3MPABEHO HONOXKCHWE ¥ EBEHTyalHa HOABA HA
CBETOBBPTEX) CIIocoBGHOCTTA 3a Iodupane i pafoTa ¢ MALMHKE MOXE Jia GBIe OBIHANA
OTpHIATENHO, OCOGEHO B HAYAIOTO HA JIEICHHETO.

IloMOUIHIE BELIECTBA ¢ MO3HAT eeKT: XHAPOreHHPAHO PHIMHOBO Macio, MaHHTOJ.

Jlexaperseny v Apyra GopME Ha B3aUMOAEHCTENSA ¢ TO3H JIEKAPCTBEH HPOJAYKT ?
Wnbopmupaiite Bamms nexap i GapMmanesT 3a BCEKM B3eMaH OT Bac nekapcTeeH
TIPOJIyKT, 0COOEHO IeKApCTBEHH MPOLAYKTH 38 BHCOKO KPBBHO Hajdrase.

3. KAK TPSIEGBA XA IMPMEMATE XATRAL SR 10 mg, prolonged-release

tablets
Tleponaso IPHIIOKESHHEE.

Jiosara e 1 tabmerka Xatral SR 10 mg AHeBHO, ClEN
TIpuematite TaGHETKUTE IENH ¢ OGUITHO KOTHYESCTBO
TabeTkaTa ce IOorIbilia nana, 6e3 Aa ce CIbLBKB2, 1y




B cnygait Ha xarerepmsauus, TabneTkara ce mpHeMa OT IBPBHMA J€H HA IIOCTABAHE HA
Karerspa.

Axo cuntate, ue eexThT O Jeuenuero ¢ Xatral 10 mg e mpekaneHo cuseH win cnal,
Ips0Ba Ja ce KOHCYNTHPaTe C ieKyBaulus eKap.

Kaxpo TpsiGpa Ja HAIPABHTE, AKO CTe IpUEIH noBeve Tabjerky ?

Koscynrupaiite ce He3abasHo ¢ Bamms nekxap Wik No3pbHeTe Ha Bep3a nomou,.
Kaxso TpsiGBa Aa HANPABHTE AK0 CTe NPOIYCHAIN ¢HA KA TOBe'e /031 ?

AKo cTe 3a6paBHIIK 1a B3eMeTe Ta0leTKara, CleABalns IBT He IPHeMaliTe [BoHEa no3a.
IIpomycHeTe mpHeMa M IPOABIDKETE JEUEHHETO ¢ XpHeM Ha oOMualinara NO3HPOBKA
B3eTa Mo 0OHYAHHOTO BpEME.

4. HEXEJAHW JEKAPCTBEHH PEAKITHI

Kaxro BCHUKH ApyrH nekapcrseHH npoaykrd . XATRAL SR 10 mg, prolonged-
release tablets Moxxe /12 XpeIH3BHKA MOABATA Ha HEXENAHH JICKapCTBEHH Peaxui.

Haii-uecmume nexapcmeentt peaxyul ¢a ;
- 3aMajipaue, 0610 UyRCTBO Ha auckombopt, cnaboct, rnasobonne,
- CTOMAUHH HEpasIoOJNOKEHHS KaTo rafene, oika B cToMaxa,
- VM3TOINEHHE.

Heuecmu nexapcmeenu peayuu.
- 3aMagHacT, CBHIIMBOCT;
- TIOHK)KaBaHe Ha KPBBHOTO HaNATaHe IpW H3MNpPaBiHE OT HNETHANO B CEAHANO
TIOTIOXKEHHE;
- YCKOpEH chpHeveH PUTEM, IAIHTAIHY, CHHKOIL,
- pascTpoiicTBO, CyX0Ta B yCTaTa;
- KOXHH peaxii#f KaTo OOPHBH M ChPOeXH;
- 3auepBsBaHe Ha JMIETO, OTOK, OONKa B IBPIHTE.

Wubopmupaiite Bamus jnexap Npu HACTHIBaHE HA JPYTH HENENAHH JIEKApCTBEHH
PeaKIUH, PasIMYRA OT OIMCAHHTE HIH, ako 00mI0T0 BH CHCTOSHHE CE € BIOLIMIO IO
BpeMe Ha yrmoTpeba Ha TOBA JIEKapCcTBO.

5. HAYHH HA CHbXPAHEHHE

Hsama crienuansy yCNOBHSA Ha ChXPaHeHHE.

Jla ce cbXpansgBa Ha MACTO, HENOCTEIIHO 32 ZIea.

Ila He ce yIoTpebBa clel H3THYAHE CPOKA HA FOAHOCT, 0003HAYEH BEPXY ONaKOBKATA.

Hara Ha mocheqHA PeJAKIHS HA TEKCTA
Shayapu 2006




