JIncroBka: nndopmanns 3a norpedaTeNs

Besu3zoan 5 mg puamupanu rabiaerku
Vesisol® 5 mg film-coated tablets
Be3uzoa 10 mg puamupann TabieTkH
Vesisol® 10 mg film-coated tablets

Conudenauunos cykuuHar (Solifenacin succinate)

IIpoueTeTe BHAMATE/IHO USIATA JIHCTOBKA, NPEJH 12 3aN09HETe 12 NPHEMATe TOBA JIeKaAPCTBO,
Thil KATO TH ChABLPKa BaxkHa 3a Bac undopmanns.

- 3anasere Ta3u AMCTOBKA. Moje 1a ce HAIOXKH /1a s POYETETe OTHOBO.
- AKO MMaTe HAKAKBH JIOITbJIHUTENIHH BbIPOCH, nonuTaiite Bamus nexkap uiu dapmanest.

- Tosa nekapcTBo € npeanucaHo aMuHO Ha Bac. He ro npeorcronBaiite Ha npyru xopa. To Moxe
Jla MM HaBpe[H, HE3aBUCHMO Ye NPH3HALMTE Ha TAXHOTO 3a00sABaHe ca chlIUTE KaTo Bauure.

- AKO noyuuTe HAKaKBH HEXEJIaHH JIEKAPCTBEHH peakliH, yBeaoMere Baius nekap win
¢apmaueBT. ToBa BKIOYBA H BCHYKH Bb3MOKHH HEXKENAHHW PeaKLMH, HEONHCAHH B Ta3H
JucToBKa. Bikre TouKa 4.
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1. Kaxso npeacraBiassa Be3n3on H 3a KakBO ce H3N0J3Ba

AKTHBHOTO BeweCTBO Ha Be3W30N1 NpHHAIEKH KbM rpynaTa Ha aHTMXOJMHEPTHYHHTE JIEKAPCTBEHH
cpenctea. Te3u neKkapcTBa ce M3MOJ3BAT 3a HaMajlABaHE aKTHMBHOCTTA HA CBPBXAKTHBEHH NMHKOYEH
mexyp. Toea nosponsBa na M3yakaTe MO-ABATO MpeaM Ja OTHAETE [0 TOANETHATa M YBE/IM4aBa
KOJIHYECTBOTO yPHHA, KOETO MAKOYHHAT MEXYP MOXE J1a 3a/IbpiKa.

Be3u3son ce u3nosi3Ba 3a JieueHHEe HA CHMNTOMMTE Ha 3a60mmane, Hape€4YCHO CBPBbXAKTHBCH MHKOYEH
MEXyp. Te3n cUMNTOMHM BKJIIOYBAT: CHJEH HEYAbPKHM [I03HB 34 YpPHHHpaHE Ge3 Nnpe€aBapHTEIIHO
npeaynpexaeHue, 4eCTo yYpHHHpaHE€ WIH MNOAMOKpAHE, aKO HE MOXKETe [a OTHAETE HaBpeME B
TOAJIETHATA.

2.  Kakso Tpa6sa na 3naere, npean Aa npaemere Beanson

He npaemaiite Be3nzon

- aKo CTe @IeprHYHH KbM aKTHBHOTO BELIECTBO COMM(EHALMHOB CYKLMHAT, HWJIH HAKOA OT
OCTaHAIMTE ChCTABKM Ha TOBA JIeKapcTBO (M30poeHH B TouKa 6),

- aKO HE MOXKEeTe Ja YPHHHUpaTe WIH Ja W3MNpPa3HUTe MUKOYHHAT CH MeXYyp HambJIHO (3a1bpiaHe

Ha ypHHa),
- aKO MMaTe TeKKH CTOMAIIHO-YPEBHH OIUIAKBaHHA (BKJ1. TOKCHYEH MErakoJIOH, YCIOXHEHHe
CBBP3aHO C YJILEPO3eH KOJHT), P

- aKo cTpajate OT MYCKYJHOTO 3a0o/sBaHe, Hape4eHO MHACTEHUS IpPaBHC
NPHYHHH M3KIIIOYHTENHA cn1abocT Ha onpeneNeHH MyCKYJIH, 7

- aKo CTpajaTe OT YBEJMYEHO BBTPEOYHO HalAraHe ¢ MOCTeNeHHa
(rnaykoma),

- aKo CTe NOJI0KEHH Ha XeMOJHAIH3a,

- aKO UMaTe TeXKO 4epHoApoOHO 3abonsBaHe,
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- ako crpajate oT Texko OBnOpeuHo 3abonsBaHe MAM yMmMepeHO 4epHOapoOHO 3abonsBaHe W
€HOBPEMEHHO MpHEMAaTe J1eKapcTBa, KOMTO MOraT [ja HaMaJiAT OTAC/ISHETO Ha conH(eHaLMH OT
opraHusma (Hanp. KeTokoHa3os). B TakbB ciayuaii, BawusaT Jiekap unv (apmaueet e Bu

npeaynpeau.

Ipeau na 3anounere nevenue ¢ Besuson, uudopmupaiite Bawus nekap, ako uMare Wik CTe UMaH
HAKOE OT FOPHHTE ChCTOAHHA.

Ilpenynpexaenns H npeanasHd MepKH

l'oBopere ¢ Bamus nekap wiu papmauesT, npeau aa npuemere Besuson:

- ako umare npobJieMH ¢ U3Mpa3BaHETO HA MUKOYHMS Mexyp (0OCTpYyKLMs HAa MUKOYHUSA MeXYp),
WM uMmare npobneMu ¢ ypunupaneto (Hanp. ciaba cTpys ypHHa). PHCKBT OT HaTpynBaHe Ha
YPHHA B IMKOYHUA MeXYP (3a1bprkaHe Ha YPHHA) € 3HAYMTETHO MO-TOJIAM,

- aKo MMare oOCTpYKLMA Ha XpaHOCMMUIIATe/IHATA CHCTeMa (3ameK),

- ako npu Bac MMa pUCK OT NOHMWKEHAa aKTUBHOCT Ha XpaHOocMUIaTeHaTa Bu cucrema (3abaBeHa
MepuCTaNTHKa Ha cToMaxa M yeppara). Bawmar nekap me Bu yBenoMH, ako TakbB pPHCK
CbLIECTBYBA.

- aKo CcTpaziaTe 0T TeskKo 6b0peuHo 3abonsBaxe,

- aKo MMaTe yMepeHo YepHoapobHo 3abonssane,

= aK0 HMaTe XHaTajlHa XCpHHA HJIH CTOMALLHH KHCCIIHHH,

- 4KO MMaTe HEPBHO pa3CTPOHCTBO (BereTaTHBHA HEBPOMATHA).

Ilpenu na 3anounere neyenue ¢ Beszuson, undopmupaiite Baiuus nekap, ako MMare HiH HAKOTa CTe
HUMaJTH HAKOE OT CTIOMEHATHTE To-rope 3a60JIsBaHHA.

Ilpenn na 3anounere neuyenne ¢ Beszuson, BauuaT nekap e npeueHH Jajlyd UMa APYrH TIPHYMHH J1a
YPHHHMpaTe 4YecTo (HanpuMep CBbpAEYHA HEAOCTAaTBYHOCT (HaMaleHa HW3noMnBaila (yHKUMA Ha
cbpLeTo) WK O0b6peuHo 3abonaBane). Ako MMare MHGEKLMS HA NUKOYHWTE NMbTHINA, Bawusar nekap
1€ BY Npeanuile aHTHOHOTHK (JIEKapcTBO cpelty onpeesieHH 6akrepHaiHa HH(EKLHH).

Jena B wHOIIH

Be3su3on He Tpabea na ce 3non3ea npu aeua Wi oHowH noa 18 roauuu.

JApyrn Jekapcrea i Besuson

Hudopmupaiite Bammus nekap win ¢apmaueBT, ako npHeMmare, HacCKOpO CTe NpPHEMalld WK e
Bb3MOXKHO 11a PHEMETE APYTH JieKapcTBa.

Ocobeno BaxkHO € 1a yBeioMHTe Baluus iekap ako npuemare:

- JpYrH aHTHXOJMHEPrUYHHU JIEKApPCTBA, JKEJAHHTE H HEXEIAHHUTE PeakllMH M Ha JBETE JIeKapcTBa
MOJKE /1a ce yBelH4ar,

- XOJTMHEPrHYHH CPEJICTBA, Thif KaTO Te€ MOraT Ja NOHWXAaT edeKTa Ha conHeHaLIHH,

- JIEKapcTBa, KaTO METOKIONPAaMM/ M LIM3ANpu, KOMTO KapaT XpaHOCMM/IaTesHaTa CHCTeMa Jia
paboTH no-6wp30 (Conudenaunn Moxe 1a HaManu TexHus egexr),

- JIeKapcTBa, Karo KEeTOKOHA30/l, PMTOHABHD, Hel(WHaBMp, WTPaKOHA30J, BepanpamMHl H
NMITHA3eM, KOMTO HaMalsaBaT CKOPOCTTA Ha pa3rpa/iaHe Ha COM(EeHalMH B OpraH1u3ma,

- JiekapcTBa Kato pudamnuuuH, GpeHUTOHH W Kapbama3senuH, Thil KaTo Te MOraT Aa yBejH4aT
CKOPOCTTA Ha pa3rpax<iaHe Ha COJIM()EHALMH B OpraHu3ma,

- JiekapcTBa Kato O6udocdoHaTH, KOWTO MOraT Ja MPUYMHAT WIH Ja 00OCTPAT Bb3MajleHHE Ha
xpaHonpoBoza (e3odarur).

Be3n3ou ¢ xpaHa H HANATKH
Besuson moxe na ce npueMa cbe WM 6e3 XpaHa, B 3aBHCMMOCT OT BaluuTe npeano4nTaHus.
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BpeMeHHOCT H KbpMeHe
Ako cTe GpemMeHHa MM KbPMHTE, CMATaTe, Ye MOXKe Ja cTe OpeMeHHa HITH TUIaHuUp,
nocbBeTBaiTe ce ¢ Bamus nexap wiu dapmauesT npeau ynorpebara Ha ToBa Jie
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He u3nonseaiite Besu3son, ako KBPMHTE, TbH KaTo conmbeuauuﬂ MOK€E Oa NNpEMHHE B KbpMarTa.

Illogupane m paGora ¢ MAIIAHHA
ConudenaunH Moke Ja NPHYMHH 3aMBIVIEHO BHM/AHE M MOHAKOra CHLHJIHBOCT M ymopa. AKO
MOJTyYUTE HAKOA OT TE3W HEXEJIAHH PeaklMH, He TpAOBa a wodHpaTe Wik 1a paboTHTE ¢ MalIHH.

Be3n3oa cbabpka JaKkTo3a
Ako Bamusr nexap Bu e kasan, 4e ©uMaTe HEMOHOCHMOCT KbM HAKOH 3aXapH, MoChBETBaTe Ce ¢ Hero,
Npe]iu /1a B3eMeTe TO3M MPOAYKT.

3. Kak na npuemare Bezuson

BuHaru npuemaiite ToBa JieKapcTBO TOYHO KakTo Bu e kaszan Bawmmsar niekap. AKO He CTe CHI'YpHH B
Helwo, nonuraite Bauus nexap unu gapmarnest.

ObuuaiiHata 103a € 5 mg AHEBHO, ocBeH ako Bawmar nekap He Bu e kasan na npuemare 10 mg
JHEBHO.

TabGnetkure ce mormblIaT HEJW ¢ MaIKO TeYyHOCT. Moxe Ja ce mpHeMaT c¢bc WM Oe3 xpaHa, B
3aBUCHMOCT OT Bamure npeanounrtanus. He pa3uynBaiite Tabnerkure.

AKO cTe npHeJIH noBe4Ye oT HeoOXoxumaTa 103a Besnzon
AKO cTe npHeu noBeye oT HeoOXxoaMMmara f03a Beauszon, uinu ako aete ciydaiHo e npuesio Besuson,
cBbpKeTe ce ¢ Bawus nekap wiu papmanest HezabaBHO.

CHMNTOMHTE Ha TNpeao3dpaHe MOraTr jJa BKJIIOYBAT: TI1aBoboNHe, CyXOTa ycCTara, 3aMasHoOCT,
CBHH/IMBOCT M 3aMBITIEHO BHIKIAHe, BHKJAHE W YyBaHe HA HeChIUECTBYBALUX Hella (XaTioLMHALIMH),
npepb30yNeHOCT, TrbpuyoBe (KOHBY/ICHM), 3aTpyJHEHO [MINAHE, YCKOPEH CBbpIEYEH PHTBM
(TaxuKapams), HATPYNBaHe HA YPHUHA B MUKOYHKA MeXYp (3aIbpKaHe HA yPHHA) U pasIMPEHH 3eHHLIH
(MuapHaza).

AKo cTe nponycnaJin 1a npuemere Besm3son

AKo cre 3a06paBuiM 1a npueMeTe eHa 103a B 00MYaiiHOTO BpeMe, B3eMETe s BeJHAra LIOM CE CETHTe,
OCBEH aKO He JIOIUI0 BpeMeTo 3a cieapamara no3a. Hukora He npuemaiite noseye or eiHa no3a
JHEBHO. AKO Ce CbMHABATe B HElllO, BUHArH ce KOHCYy/THpaiiTe ¢ Bawus nekap unm ¢gapmatesr.

Ako cTe cnpesin npaeMa Ha Be3u3on

Axko cnpete na npuemare Be3n3o/, cMMNTOMHMTE Ha CBPbXaKTHBEH NHKOYEH MEXYp MOXKE Aa ce
NOABAT OTHOBO WIM fAa ce Biowar. Buxaru ce koHcynTupaiite ¢ Bamwusa nekap, ako obmucasre
CMHpaHe Ha JIEYEHHETO.

AKO HMaTe HAKAKBH JOMBJIHHTE/IHH BBIPOCH, CBbP3aHH ¢ ynoTpebaTa Ha ToBa JIeKapcTBO, MONMTaiTe
Baiuusa nexap win papmauesrt.

4. Bb3MOKHH HeXKe/1aHH PeaKIHH

KakTto BcHukH JIEKapcTBa, Besuzon moxe na npeau3BHKa HEXEIaHH peaKLHH, BBIIPEKH Y€ HE BCEKH
'd noay4yasa.

AKO MONTyuMTe anepruyeH NMPUCTBIT WIH TEXKKA KOXKHA peakuus (Hanp. oOpa3zyBaHe Ha MeXypH WIH
JIIOLIEHE Ha KoxXara), TpAabBa He3abaBHO na yBeaomuTe Baiuus nekap unu ¢papmauesT.

Hma C‘bOGIJ.[BHHH 3a aHrHoeacm (KOH(Ha ajIEPrusa, KOATO NMpHYHHABA OTOK HAa TBKAHHUTE TOYHO NOJ
MOBBPXHOCTTA HAa KOXKaTa) ¢ OOCTPYKLIMA Ha AMXATe/IHUTE MBTHIUA (3aTPYIHEHO AMLIAHE) MPH HAKOH
NalHeHTH, NpUeMali conrdeHalMHoB cykuuHat. [Ipu nossa Ha aHruoeaem, TpabBa He3abaBHO na

ce cnpe npueMbT Ha Be3uson u 1a ce npoBese NoAxoasilo jieueHHe H/HWIH Na ce B ANy
MEpKH.

Be3u3on Moxke 1a Mpeau3BHKa ClIeIHHTE APYrH HEXKENaHH PeakLHH: {

Mauoro wectn (Morat 1a 3acerHar noseye ot 1 Ha 10 gyuin)
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- CyXO0Ta B ycTara
Yecrn (Morar aa 3acerHar 1 go 10 na 100 gywn)
- 3aMBIJIEHO BHIK/1aHE,

= 3anek, raicHe, 3aTpyaHEeHO XpaHOCMHJIAHE CbC CHMIITOMH Ha NOAYBaHE HA KOpeMa, KOpEMHH
GoNKH, ypUrBaHe, rajeHe, CTOMAlIHK KUCEIHHH (JHCTIENICHS ), CTOMAILIEH JUCKOM(OPT.

Heuecrn (Morar na 3acersar go | Ha 100 gymn)

- MH(EKUHMS Ha TMKOYHHTE ITbTHLIA, HH(EKUMA HA MHKOYHHS MEXYD,

- CBHJIMBOCT,

-  HapyuleHHe Ha BKYCOBHTE yCeLlaHHA (Iucreysus),

- CyXH (pa3apa3HEeHH) OYH,

- CyXOTa B HOCHMTE MMbTHILA,

- peduaykcha 6onect (ractpo-e3odaruaieH pedykc),

- CYXOTa B I'bpJIOTO,

- CYXOTa Ha Ko)kaTa,

- 3aTpyJAHEHO YpHHHpaHe,

- YMopa,

- HaTpynBaHe Ha TEYHOCT B JI0JIHMTE KPaHHHLH (eaeM).

Penxn (Morat na 3acersar ao | Ha 10 000 gywm)

- HAaTPYMNBaHEe Ha FOJIAMO KOJIMYECTBO BTBbLpAeHH (pekanuu B eGenoto uepso (pekanHo
3anyuiBaHe)

- yBE/HYaBaHe Ha KOJTMYECTBOTO YPHHA B MUKOYHUSA MEXYP MOPaaH HEBB3MOXKHOCT a Obae

M3Ipa3HeH (3aabpXKaHe Ha YPUHA)

- 3aMasHoOCT, rilaBobonue

- NOBpbIIAaHE
- cbpbex, o6puB

Muoro peaxs (Morar ga 3acersat ao | Ha 10 000 gymn)
- XaIOLHHALHH, 00bpKaHOCT,

- anepruyeH oOpus.

C Hen3BecTHA 9ecTOTA (OT HATMYHUTE JAHHH HE MOXe J1a Ob/le HanNpaBeHa OLIEHKA)

- MOHHXKEH aneTHT, BACOKH HHBA Ha KaJIMH B KPbBTA, KOMTO MOraT Ja NPHYHHAT HeMpaBHJieH
CBPACYEH PHTHM,

- MOBHIIEHO BHTPEOYHO HANATaHe,

- NPOMEHH B eJleKTpuyeckara AeiHocT Ha cbpueto (EKD), HeHopMmaneH cbhpaeyeH pUTbM
(Torsade de Pointes),

- HapyLIEeHHe Ha rJiaca,

- 4epHOPOOHO HapyLIeHHE,

- MYCKYJHa cnabocr,

- 6B6peuHo HapyleHHe

Cro0maBaHe HA HeXKeJIAHH peaKIHHA

AKO MOTyuHTe HAKAKBH HEXKEJaHHW JIeKapCTBEHH peakuuH, yBenoMere Baluua nekap, ¢papMaueBT WiH
MeMUMHCKA cecTpa. ToBa BKIOYBA BCHYKH BB3MOJKHHM, HEOMMCAHHW B Ta3H JIMCTOBKA HEXENaHH
peakuui. MoxeTe chilo Ja choOLIMTE HEXeNaHW peakuuu AUpeKkTHO 4pe3 UsnbiHuTenHaTa areHuus
no nekapcreara, yia. ,Jlamsan I'pyes’” Ne 8, 1303 Codwus, Ten.: +35928903417, yeGcaiir:
www.bda.bg.

Karo cpobmaBare HexkenaHW peakLMH, MOXETe Ja AajieTe CBOsS MPHUHOC 3a MOy4YaBaHe Ha MoBeye
HH(OpMaLKi OTHOCHO 6E30MacHOCTTa Ha TOBA JIEKAPCTBO.

S. Kak na coxpanssare Beanion
Jla ce cbxpaHABa Ha MACTO, HEOCTBITHO 3a JIELa. =
ToBa nexapcTBO He H3MCKBA CMICLMAIIHH YCIIOBHS HA ChXPAHEHHE,

He u3nonssaiite ToBa JIeKapcTBO Clie]l CPOKA HA TOAHOCT, OTOENsA3aH BbPXY i
cned ,l'oneH 10:". CpoKbT Ha FrOAHOCT OTrOBaps Ha NMOCJEHHA IEH OT NOCouEHsEMECeIL.

N
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ITonuraiire (l:apmaueBT KakK Ja U3XBbPJIATE JieKapCcTBaTa, KOUTO BEYE HE HM3MOJI3BaATE. Tesu MEPKH 1Ie
CIMOMOrHAT 3a ONa3BaHETO HAa OKOJIHATa cpena.

6. ChbabpkanHe HA ONAKOBKATA H AONbJIHHTE/HA HHPOPMATHS

Kakso cuabpxa Besnzon

- AKTHMBHOTO BELIECTBO €:
Besuson 5 mg: Besika TabneTka chabpka 5 mg conu(eHaUMHOB CYKLMHAT, ChOTBETCTBAILH Ha
3,8 mg conubeHamH.
Besuzon 10 mg: Bcaka Tabnerka cbabpka 10 mg conupeHaluHHOB CyKUMHAT, CbOTBETCTBAIH Ha
7,5 mg conudenauun.

- Hdpyrure cbCcTaBKH ca:
CobpueBnHa Ha TabneTkaTa: /1aKTO3a MOHOXMIPAT, LAPEBHYHO HMILECTE, TAIK, MarHe3WeB
creapat (E470b).
DUIMOBO MOKPHTHE:
Be3uszon 5 mg: Opadry xwaro (xunpomenosa 6cP (E464), turanoB auokcua (E171),
makporon 400, xxene3eH okcun, xkbiT (E172), senesen okcuna, yuepseH (E172)).
Besnzonl0O mg: Opadry 6ano (xunmpomenosa 6¢cP (E464), turanoB awokcua (E171),
makporon 400), Opadry kadsaso (xunpomenosa 6¢P (E464), turano amokcun (E171),
makporon 6000, xene3zeH okcun, bt (E172), xkeneseH okcua, yepseH (E172)).

Kak mirnexaa Be3n3os H KaKBO CbAbpPikKa 0NAKOBKATa
Be3u3on 5 mg: bATH, KPBIUIH, ABOHHOK3MbKHAIH (HIMHpaHH TabNneTKH ¢ AMaMeTbp 6 mm.
Besuson 10 mg: po3oBu, Kpbrii, JBOHHOM3MbKHANM (GHIMHPaHH TabNeTKH ¢ AMaMeThp 7 mm.

He BcHukyu BHIOBE OMaKoBKM Morat ja ObaT mycHaTH B npoaaxoa.

IIpATeEKaTEN HA pa3spelieHHETO 32 ynoTpeda
G.L. Pharma GmbH

Schlossplatz 1, 8502 Lannach

ABcTpus

IIpon3BoauTein

G.L. Pharma GmbH
Schlossplatz 1, 8502 Lannach
AscTpus

PRO.MED.CS Praha a.s.
Telcska 377/1, Michle, 140 00 Prague 4
Yeuka penybnuka

To3u nekapcTBen npoayKT e paspemen 3a ynorpeba anpxasure wienkn aa EMII noa caeannre
HMeHa:

Ioptyranus: Solifenacin G.L. Pharma 5/10 mg

Apctpus: Vesisol 5/10 mg Filmtabletten

Yewka perry6auka: Solifenacin G.L. Pharma 5/10 mg potahované tablety
ITonma: Vesisol 5/10 mg tabl

Peny6ika Cnosakusi:Urokur 5/10 mg filmom obalené tablety
buarapus: Be3uzon 5/10 mg punmupanu tabnerku

Jata Ha nocjieHo npepasriexiane Ha JHCTOBKATA
Maii/2018
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