JIUCTOBKA



JIncToBKa: HHpOpMan s 32 NALHEHTA

Becudpukc S mg puaMuHpaHu Tald/IeTKH
Vesifix S mg film-coated tablets
conudeHaumH cykumHar (solifenacin succinate)

IlpoyereTe BHHMATE/JHO AJIATA JHCTOBKA, NIPEH Ja 3aN04YHeTe /1a IPHEMaTe TOBA JIEKapPCTBO,

Thil KaTO TH ChAbPXka BaxHa 32 Bac undopmanus.

- 3anaseTe Ta3M JUCTOBKA. Moxe [1a ce HaJI0XKH Ja A MPOYETETE OTHOBO.

- AKO MMaTe HAKAKBHU JOMbJIHUTEJIHM BBIPOCH, NonuTaiTe Baluua nexap unu papmauesT.

- Tosa nekapcTBo € npeanucaHo JWYHO Ha Bac. He ro npeoTrcrenBaiiTe Ha apyru xopa. To Moxe
J1a UM HaBpeIH, HE3aBUCHMO Y€ NMPHU3HALIMTE Ha TAXHOTO 3a0oNsABaHe ca ChLUMTE KaTo Bammure.

- AKO NMOJTy4yHUTe HAKAKBU HEXXEJaHM JIEKapCTBEHH peakluu, yBeaomere Bamms nekap win
¢apmaneBT. ToBa BKJIIOYBA U BCUMKH Bb3MOXKHU HEXEJTAaHU PeaKLIUU, HEOTIMCAHU B Ta3H
JIACTOBKA. BMxTE TOUKA 4.

KakBo chbABPKA Ta3H JIHCTOBKA

Kakso npencraBnsiBa BecupUKC H 3a KAKBO C€ H3I10J13Ba a[ s AD aZ }1 /

Kakso Tpa6Ba na 3Haere, npeau Aa usnoyseare Becnduke

Kak na npuemare Becudukc

Bb3MOXHH HEXENaHH peakiUH -6 Y ). 7 71-07- 2005 |
Kak na cpxpanaBare Becuduke aee |

Cobabp)kaHue Ha OTIaKOBKATa M JIONBJIHUTEIHA HHOpMaLUA |

SV A

1. KakBo npeacraBiisiBa BecHHKC H 32 KAKBO € H310.13BA

AKTHBHOTO BellecTBO BB Becudukc e conudpeHaumH CyKUHHAT.

Becudpukec npuHaIexkkH KbM Trpynara Ha aHTUXOJIMHEPrMYHHMTE JIEKAPCTBEHHM CpeEICTBa.
Te3u nekapcTBa ce M3MOJI3BAT 3a HAMAJIABAHE AKTMBHOCTTA HAa CBPBXAKTHBEH NMUKO4YEH Mexyp. Tosa
MO3BOJIABA [1a M34YaKaTe MO-ABJIr0 Mpead Aa OTHAETE A0 TOaJleTHAaTa M yBellHyaBa KOJIHYECTBOTO
YPHHA, KOETO MMKOYHHAT MEXyp MOXKe J1a 3a1bpKa.

Becudukc ce M3nmon3ea 3a JieueHHWE Ha CHMIITOMUTE Ha 3a00isiBaHE, HApE€Y€HO CBPBXAKTHUBEH
NMUKOYeH Mexyp. Te3u CHMNTOMHM BKIXOYBAT: CHUJIEH, HEYAbPXKUM TO3MB 3a ypuUHHMpaHe Oe3
NpeABapUTE/IHO MNpeaynpexAeHue, YeCTO YPUHUpaHe WIM NOAMOKpAHE, 3alloTO He MOXKeTe Ja
OTHIETE HaBpEME B TOAJIETHATA.

2. Kakso Tps0Ba 1a 3naere, npean Aa Hinoassare Becupuke

He npuemaiite Becudnkc:

- AKO CT€ aJlepruyHH KbM AaKTHBHOTO BELIECTBO WIH KbM HAKOA OT OCTAHAJIMUTE CHCTABKM HA TOBA
lieKapcTBO (M30pOoeHH B ToYKa 6);

- aKO He MOXKEeTe Jla YpHUHHpATe WIIM [1a U3MPa3HUTE MUKOYHHUAT CH MEXYP HAIBJIHO (3aabp)KaHe Ha
ypHHa);

-  aKO0 HMMAaTe€ TEeXKO CTOMAlLIHO-4peBHO 3a00JisiBaHe (BKJ. TOKCHYEH MErakoJIOH, YCJIOXKHEHHE
CBBP3aHO C YJILIEPO3€H KOJIUT);,

- @Ko CcTpazmate OT MYCKYJHOTO 3a0ojiiBaHe, Hape4YeHO MHACTEeHHsA I'paBHC, KOETO MOXe /ia
MPUYUHHU U3KITIOYUTENTHA CJTa00CT Ha ONpEEe/ICHH MYCKYJIH;

- @Ko CTpajiaTe OT YBEJIMYEHO BbTPEOYHO HaJIAraHe ¢ MocTeneHHa 3aryba Ha 3peHHeTo (riiaykoma);

- @Ko CTe MOJI0KEeHU Ha XeMOAUaIu3a;

- aKO MMaTe TeXKO 4YepHOoApoOHO 3a00/14BaHeE;

- @Ko cTpagare OT TeXKO OnOpedHO 3a00JiiBaHE WM YMEpPEHO 4YepHOApPOOHO 3abosABaHE M
€lHOBPEMEHHO [pHEMaTe JIeKapcTBa, KOMTO MOraT [a HaMajAT OTAeNsHeTo Ha Becudukc ot
OopraHM3sMa (Hamp. KE€TOKOHa30J1). B TakbB ciy4al, Bammar nekap uiu 2

npeaynpeu.




- IIpenm na 3anoqHere newenne ¢ Becupukc, nupopMupaiite Bawna nexap, ako MMare WiH CTe
HMAIH HAKOE OT TOPHHTE ChCTOAHHA.

MNpeaynpexaeansa H NPeANA3IHE MEPKH
I"'oBopere ¢ Bamusg nekap wiu dbapmanesT, mpeau oa npuemere Becupukce:

¢ aK0 MMaTe NMpolJieMH ¢ H3Npa3BaHeTo Ha MUKOYHH MeXYp (0OCTPYKLMSA Ha MHKOYHHA MEXYP)
WM uMaTe mpodieMH ¢ YpHHHpaHeTo (Hanp. cnaba cTpyq ypuHa). PUCKBT OT HATpYNBaHE Ha YPHHA B
NMUKOYHHA MeXYP (3aabpXKaHe Ha YPHHA) € 3HAUUTENIHO [10-T'O/LAM.

¢ aKo CTpaTe OT 3aleK — 3aTPYAHEHO H3XOXKAAHEe WIH HaManeH Opoil H3XoxaaHuA,

. ako npH Bac ¥Ma pHMcK OT MOHMXKeHAa aKTHBHOCT Ha XpaHOCMWIIATe/IHAaTa cucTeMa (3abaBeHa
NepHCTAITHKA Ha CTOMaxa M YyepBaTa). Baummmart nexap me BH yReIOMH, axo TaKhs PHCK ChLIECTBYBA.
¢ aKo CcTpajaarte oT Texko 0p0peuHo 3abongpaHe,

¢ aKk0 HMaTe yMepeHo YepHoapobHo 3abonspane;

* aKO MMAaTe XHATANTHA XEPHHUSA WIH CTOMAUIHK KHCEITHHH,

. axo AMaTe HEPBHO pa3CcTPONCTBO (BEreTaTHBHA HEBpONaTHA).

Heua o loHOID A
Becupukc He TpAOBRA Ja Ce HIMOM3BA NPH JeLUa WM HOLIH ol 18 roanHu.

[Ipenn na 3anodHere nevenue ¢ Becudnxe unpopMupalite Balna nexap, ako HMaTe WIH HAKOTa CTE
MMAJTH HAKOE OT CTIOMEHATHTE No-rope 3abonasanud.

[Mpeau aa 3anounere nevenye ¢ Becuguxe, Bamuat nexap e npeueHyd Aanu UMa Apyry NpHYMHY Aa
YPHHHpPAaTE 9¢CTO (HANMpHMEp CHPACHHA HEAOCTATBHYHOCT (HaManeHa M3noMnBaina ¢yHkLUMS Ha
chplieTo) Wi 660pedno 3abonsBane). Axko HMaTe HHPEKLMA Ha NUKOYHHTE NbTHIA, Bamnar nekap
e BM MpeXNMHIIe aHTHOMOTHK (JIeKapCTBO cpelry onpezenenn fakreprania HHPeKIUK).

Apyra aexapcrsa 1 Becngpnie
Uudopmupaiite Bamoug nekap wiM ¢apMaueBT, ako NpHeMaTe, HACKOPO CTE [pUEMaNH HIH €
BB3MOKHO [1a TPUEMATE APYTH JIEKApCTBa, HaMpHMep:.

¢ APYTH aHTHXOJIHHEPTHYHH JIEKApCTBA, Thil KaTO KEMaHUTE H HEKENMAHHTE PeakIUd H Ha
JBETE JIEKApCTBA MOXKE /1 C€ YREJIHYAT.

. XONHMHEPIrHYHH CPEACTBRA, Thil KATO Te MOrar [1a MOoHWKaT edexra Ha Becudukc.

. JIEKAPCTBA, KATO METOKJTONMPAaMHUA M LM3ANPHI, KOHTO KapaT XpaHOCMMIATETHaTa CHCTEMa Ja

paGoTH no- 6sp30. Becupuxe Moxke na HaMand TeXHuA edekT.

¢ NIeKapCTBa, KaT0 KETOKOHA30JI, HTPaKOHa3on (NeKaperea 3a JICYCHHE Ha reOMuHU HHGEeKIMN),
PHUTOHABHP, HeNpUHABHDP (nekapcTBa 3a nedeHHe Ha HIV) u BepanamMun 1 aunTHaseM (nexapcrsa 3a
JIeYeHHe Ha BHCOKO KPBBHO HalAraHe W CHpAcHHM 3abonasaHua). Te3n nexkapcTsa HaMansgbaT
CKOPOCTTA Ha pasrpaxkraHe Ha Becugukc B opraHusma.

. nexapcTea karo pudaMnuuMH (IeKapcTBO 3a JIeUEHME Ha TyOepKynos3a WIH ApYyru
DakTepuasHH MH(eKkuun), GeHUTOMH M KapOamasenuH (NeKkapcTBa 3a JI€U4eHHE Ha enmencud). Te
MOTaT fa YBeJIH9IAT CKOPOCTTa Ha pasrpaxaaHe Ha Becndukc B opranmnsma.

. nekapcTBa Kato 6uocdoHaTH, KOUTO MOTAT Ia NMPHMHHAT WIH Ja oDOCTpAT BB3NaJeHHE HA
XpaHompoBoa (e3oharur).

Becapukc ¢ XpaHa, HANHTKH B AJK0X0J
Becndukc Moxe Aa ce npueMa cbe WK 6€3 XpaHa, B 3aBHCHMOCT 0T BamuTe npeanodHTaHHus.

bpeMentocT, KbpMeRe H epTRAATET
AKO cTe OpeMeHHA WIH KBPMHUTE, CMATATE, Y€ MOXE Ja CT¢ OpEMEHHa WIN IUTaHHpaTe OpeMeHHOCT,
nochrBeTBaiiTe ce ¢ Bamna nekap wiK ¢apMaleBT npeay ynotpedara Ha TOBa JIEKapCTBO.

Tpa6ea ga usbAreate aa nmpueMare Becudpnke, ako cre OpeMenHa, ocBeH ako Baimsa nexa
TOBA 3a HeoDX0IUMO.




He usnonspalite BecudHkc, ako KbpMuTe, THif KaTO CONM(pEHALNH MOXKE Aa APEMHHE B KbpMara.

[llodpupane » pabora c MAIIHHRA
BecHpukc Moxke O3 rNpHYAHH 3aMbBIIeHO BHXKIAHE, 4 MOHAKOTa 3aMasHOCT M CHHIHBOCT., AKo ce
qyBCTBATE¢ MO TO3H Ha4YMH, HE LodHpaitTe U He paboTeTE C MALIMHH.

BecndHKC ChIbpXKa JIAKTO32 MOHOXHIPAT.
Axo BaiiuaT nexkap Bw e ka3an, 4¢ ¥MaTe HEMOHOCHMOCT KbM HAKOH 3axapH, [OCBBETBAaHTE Ce C

HEro, MpeaH Aa MpUeMEeTe TO3H MPOXYKT.

3. Kax Aa npaemare Becaduxc

Brnaru npueMatite ToBa JIEKApCTBO TOYHO KakTo B e xazan Bammar snexap win ¢papMaleBT. AKO He
CT€ CHTYPHH B Hewno, nonuraiTe Bawus nekap unu dapmaliesr.

[IpenopbunTenHaTa A03a € S mg AHEBHO, OCBEH ako Balius nexap He BH e xazan na npuemare 10 mg
OHCBHO.

MoxeTe na npuemere TabneTKMTe ¢ XpaHa WIM CJIEO XpaHeHe ¢ 9Jama Bofa. He pazuyneaiite
TabneTkure.

¥Ynotpeba npn Aeua H IOHROINH
BecugHkc He TpsOBa na ce M3MOI3BA NPH Oelia WM IoHoumH noj 18 roguHu.

AKXo0 cTe mpueJiH noBede oT HeobxoEMaTa 1032 Becuduice
AKo0 cTe npuenu noeede oT Heobxonumara n03a Becudukc Tpabpa na ce cBppXKeTE C JeKap MIH Ja
OTHAETE N0 Hai-0m3koTo DOHUYHO 3aBeAcHHe. BaeMeTe onakoBkara U IMCTOBKATa Che cebe cu.

CuMnToMHTE Ha TIpeAo3¥paHe MOraT Ja BKMKYBAT: TnaBofonme, cyxoTa B yCTaTa, 3aMasHOCT,
CBHJIHBOCT M 3aMbBIJIEHO BMXAAHE, BL3MPUATHA HAa HECBINECTBYBALUM Hella (XaMOLMHALHKH),
npeBB30YACHOCT, IbpuoBe (KOHBYJICHM), 3aTPpYOHEHO [OWINAHE, YCKOPEH CBpPACYEH PHUTHM
(TaxHKapaMa), HATPYNBAaHE HAa YpUHA B TNMHKOYHHMA MeXyp (3aIbp)kaHe Ha YPHHA) H Ppa3slIMPEHH
3eHUIH (MHIpHA3a).

AKO cT¢ IpPONYCHAJIH A8 npReMeTe Becuduxc
AKoO cTe npolrycHanu aa mpueMetre Becuduke, BieMere cieapaljaTa f03a KOTraTo €€ CETHTE, OCBCH
aKo He ¢ MHOro O/IM30 10 ceasamara no3a.

He B3eMaiiTe aBo¥HA n03a, 33 Ja KOMIIEHCHpATE NpONycHaTaTa A03a.

AKO CTe cnpelH npuemMa Ha Becrpnke

AKo crnpere pga npuemare Becu(pukc, CHMNTOMUTE Ha CBPBXAKTUBEH MHUKQYEH MEXYp MOrart fa ce
NOABAT OTHOBO HWNHM Na c¢ Biomlar. Buunarm ce KoHcynTHpadTe ¢ Bawmms nexkap, ako oOMHCIsATE
CMUPaHE Ha NedeHHeTo.

AKO MMaTe HAKZKBH AOMbAHUTENIHH BHIIPOCH, CBEP3aHHM ¢ yroTpedaTa Ha TOBA JIEKAPCTBO, MONHTAHTE
Bamms jiexap WM (apMalieBT.
4, Bh3MOKREH HEXKEJIAHH PeaKIHH

KakTo BCHYKH NeKapCTBa, TOBA JIEKAPCTBO MOXeE Aa MPEAN3BHKA HEXEAHH peaklHH, BEAPEKH 4e He
BCEKH I'H MOJTy4aRa.

AKO HAKOA OT HEXEJIAHUTE JIEKAPCTRCHH PEaKUHH CTaHE CEpHO3Ha, Wi 3a0enexure Ap
HEOTNHMCaHH B Ta3H JIMCTOBKA HEeXeJIlaHH peaklnH, Molid yBeaoMeTe Bamna nexap un




HMa cboOliieHNA 33 aHrHoeIeM (K0XHA aneprus, KOATO NMPHYHHABA OTOK HA TbKaHWTE TOUHO MO
NOBBPXHOCTTA HA K0XkaTa) ¢ OpoHxocnaszeM (3aTpYAHECHO AMIIAHE NNK XPHITTEHE) PH HAKOH
MalMeHTH MpHeMally condeHauuroB cykiUHaT. [Ipy nosasa Ha aHrnoeneM, Tpabsa HezabapHo xa ce
cnpe npHema #a Becuduxe u aa ce nporese nNoAXOIAILO JeUeHHE HW/HIIH 1a C€ B3EMAT IOJXOIALIHA
MEpPKH.

Becupskc MoXe n1a Npenyu3BHKa CNEIHUTE JpYTH HEXEJJaHH peaKIHu:

Mmuoro JecTH (Morart aa 3acerHar nosede ot 1 Ha 10 ayum)
® CyxXOTa B yCTaTa.

YecTr (MoraT aa 3acerHat 1 Ha 10 qymu)
¢ 3aMBIJIEHO BIDKIAHE;

® 3anek, rajieHe, 3aTPyAHEHO XpaHOCMUWIAHE CbC CUMITOMH Ha NMOJYBAaHE HAa KOpeMa, KOPEMHH
GOJIKM, YPHTBaHe, rafieHe, CTOMAILHH KMCETMHH (ZMCIENCHA), CTOMAlIeH AUCKOMopT.

HewecTn (MoraT aa 3acersar Ao 1 na 100 qymmu)
¢ HWHPEKUHA HAa MHKOYHUTE TbTHIIA, HHPEKIHA Ha THKOYHHUA MEXYD;
CHHJIHBOCT;
HapylLICHHAE Ha BKYCOBHTE YCEIUAHNA (IMCIeY3H1);
CyXH (paszpa3sHeHH) O4YH;
CYXOTa B HOCHHTE ITbTHILA;
pedykcHa bonect (racTpo-e3odaruanes pedaykce);
CYX0Ta B I'bPJIOTO;
CYXOTa Ha KOXAaTa;
3aTPYAHEHO YPUHHUPAHE;
yMopa,
HATpYNMBaHe Ha TEYHOCT B AOMHUTE KPAHHULH (eaeM).

Peaxn (MoraT aa 3acernar go 1 Ha 1 000 aymu)

¢ HaTpyINBaHEe HA roJAMO KOMHYECTBO BTRBLpIACHH (Pekannu B aebenoTo yepBo (PexanHo
3AIMyIlLBaHE);

® YyBEJIHYABAHE HA KOJIMYECTBOTO YPHHA B MHKOYHHA MEXYDP MOpaJH HEBBIMOXKHOCT a Obae
H3Npa3HeH (3aabpkKaHe Ha YpUHA),
3aMagHOCT, Fapodonue;
NOBpPBIIAHE;
chpOex, OOpHB.

Muoroe peaxn (Morat aa 3acernar o | sa 10 000 qyum)
® XamOUHHAIMH, OOBPKAHOCT;
e ajeprudeH oOpHB.

C HeH3BeCTHA 9€CTOTA (OT HATMYHHTE J3HHU He MOXe Ja Ob/1e HalpaBeHa OLICHKa)
® TIOHHXEH aNeTHT, BUCOKH HHUBA HA KaNWH B KPBBT4, KOUTO MOTaT Aa MPUIHHAT HEMMPaBHICH
CBPACYEH PUTHM;
MOBUINEHO BLTPEOMHO HAJIATAHE;
[[POMEHH B eNleKTpHIecKaTa AcHHOCT Ha chpleTo (EKI'), neHopManeH chpaeyeH pHTHM
(Torsade de Pointes), yceliaHe Ha Chbp/Ie9HHA PUTHM, ChpLiedueHe;
HapyLIEHWe Ha IAaca;
YepHOOpOOHO HapylUIeHHE;
MYCKYJIHa ci1abocr;
0BLOpevHO HapyLIEeHHeE.

Crobmapane HA HEXETAHH PEAKIHH




AKO NOIyYHTe HAKAKBH HEXENaHM peakiuH, yseaoMere Bamus nekap wnn apmauest. Tosa
BKJTIOYBA BCHYKH BB3MOXKHH, HEONHCAHY B Ta3H JTHCTOBKA HEXEJIAHH peakunH. Moxere Chllo Aa
CHOOIIHMTE HeXeENaHH peakiiul AEpeKTHO Ha M3ImeiiRNTeHA areRuHa no nekapersata (MAJD):

yn. .. JdamaH I'pyes* Ne 8
rp. Codpun 1303,
Ten. +359 2 8903417

en. nowma: bda(@bda.b
yeGcaliT: www.bda.bg

KaTo crofmasare HeXXeTaHH peakUiy, MOXeTe Ja JaJieTe CBOA NMPHHOC 32 [oJTyYaBaHe Ha MoBeqe
uH(popManna OTHOCHO 6€30MACHOCTTa Ha TOBa JIEKapCTRO.

5. Kax as chxpanspare Becadaxe

Jla ce cpxpaHsaBa HA MACTO HEAOCTLIIHO 32 Jela.
ITa ce cHXpaHABA B OPHTHHAJIHATA ONIAKOBKA..
Ha ce cyxpanasa moa 25°C,

He m3nonssaiite TOBA 1€XapCTBO CNEJ CPOKa HA rogHOCT, OTOENA3AR BBHPXY KAPTOHEHATAa ONAKOBKA,
cien ,,J onen a0:“. CpoxsT Ha FrOAHOCT OTIOBApA HA NOCNEAHHA ACH OT NOCOUCHUA MECell,

He u3xpppasiiTe NekapcTBa B KAaHANMH3ALMAATA WIIH B KOHTeiHepa 3a AoMalIHM oTnaasuM. [lonutakTe
Bamua $papManeBT Kak fa U3XbPIATE NEKaPCTBA, KONTO BEY¢ He H3NosmBare. TesH Mepky me
CMOMOFHAT 3a ONa3BaHe Ha OKOJIHATA Cpeza.

6. Chabpkanne H2 ONAKOBKATA H AONBLJIHHTEIRA HEGOPMALIAY

Kaxkeo cuabpiks Becaguxe

- AKTHBHOTO BEIIECTBO €. CONMMPECHALNE CYKIUMHAT

- [ToMomMKTE BelecTBA ¢a: JT1akTo3a, 6e3B0AHE, NPEKENAaTHHHIHPAHO HAPEBHIHO HHUILIECTE,
xunpomenosa 2910 (3¢cP), marnesnes creapart, Onaapalt KB 6ian 310A180023, Onagpait KB
xBAT 310A120019, coappxaiu: Makporos (PEG) nonuBrEl ankoxon rpa¢gT KOMoNMMep,
amyMuHueB cuankar (Kaonun), konoeuaon, TuraHoB auokcup (E171), HarpHes naypuncyndar,
XBAT kenteseH okcHAa (E172)

Kax myrnexnaa BecH§HKC 5 mg H KAKBO CHLALPKS ONAKOBKATA

CBeTNno-XbJITH, KPBIIIH, ABONHOU3NBKHANH QWIMHPaHH TabeTku, rpaBUpalu ¢ Hdpara “5” ot
eqHaTa CTPaHAa.

Buaooee O1aKOBKH:
Becuduxc 5 mg hpummupatn TabreTky ca onaxosaHH B G/IHCTEPH OT NMPO3pavyHo

PVC/Aclar/PVDC/PVC - Anymunneso gonuo.
Bceaxa onakoska cpabpxa 30 punmupann Tabnerky /3 6ndcrepa/10 punmupany rabnerku B Gnucrep.

IIpaTexaTen Ha palpelmIeHRETO 33 YNOTpe6a B NPOHIBOAHTEN

HOBEJ1 PAPMA EOO
Oyn. ,,benrapus’ Nel09
Co¢nusa 1404, brrrapas

JlaTa Ha DocAeaAHO NpepAIrACKASNE B AacToBKaTa: 01/2025




