JIHCTOBKA: HHPOPMALHA 32 NALHEHTA

Beauxep S mg duamupanu radnerku
CoandeHaUHHOB CYKNHHAT
Vesicare 5 mg film-coated tablets
Solifenacin succinate

IIpoyereTe BHHMATEAHO NFJIATA JHCTOBKA NPEaH AQ 3aN04YHETE I8 NMPHEMATE TOBA

JEKAPCTBO, Thil KATO TH CHALPKE BaXKHa 3a Bac undopmanus.

- 3anasere Ta3H THCTOBKAa. Mojke fja HMare HyK4a Aa 1 NpOUYETETE OTHOBO.

-~ AKO HMaTe HAKAaKBH JACTTBIIHUTETHA BBIIPOCH, NONKTalTe Baming iexap HIH
$hapMmauesT.

- ToBa nekapcTBO € NpeANHcaHo eTHHCTBEHO M JIMYHO Ha Bac u He TpabBa aa ro
TPEOTCTHIIBATE HA ApYTH Xopa. To MOXe Xa UM HABPeAH, HE3ABHCHMO Y€ NPHIHALIHTE
Ha TAXHOTO 3a00ABaHe Ca ChIIMTE KaKTo Baiure,

- AKO nonyyure HIKaKkBH HEXENaHH JeKapCTBEHH peakiyy yBeaomMere Balus rexap
Hn4 ¢papmanesT. Topa BIHOYBA H BCHUKH BE3MOKHH HE)KEJIAHY peakiMH, HEOTIHCAHH B
Ta3M JIMCTOBKA. |
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1. Kakso npexcrasasea Besnkep n 3a kKakpo ce H3M0a3Ba

AKTHBHOTO BelleCTBO Ha BesHkep NpHHAANESKH KBM I'pYTaTa Ha aHTHXOJIMHETHUHHTE
JIeKapCTBEHH cpeAcTBa. Tesu NEKapCTBa C€ H3MOM3BAT 34 HaMaNABaHe Ha aKTHBHOCTTA Ha
CBPBXaKTHBHHA ITHKOYEH MeXyp. ToBa no3BongBa fa H3Yakare mo-geiro npeiy Aa oTHAeETe
J0 TOVIETHATA ¥ YBEIMYABa KOIHYECTBOTO YPHHA, KOECTO NHKOYHHAT MEXYP MOXKE Aa

ChXpaHsBa.

Beaukep ce H3non3ea 3a nedyeHHe Ha CHMITOMH Ha CBPBXAKTHBEH MHKOYEH MEXYD.
CAMNTOMUTE BKNKOYBAT: CHJIEH, HEYABPKHM [I03UB 32 ypuHHpaHe €3 npeapapUTenHo
IpeaynpexKACHUue, 9eCTO XO0OCHE N0 TOANETHATA H NOAMOKPAHE, aKO HC MOXKCETE Aa OTHOCTC
HaBpeME B TOANETHATA.

2. Kakso Tpu0Ba na 3naeTe, Npean aAa npuemere Besuxep

He n3no3saiiTe Be3nkep

- aKo CTpajare OT 3aAbLPIKaHe Ha ypuia (YpHHa, KOATO OCTAaBa B IMKOYHMA MEXYP NOpaiy
3aTPYAHEHOTO MY W3Mpa3BaHe).

- aKO MMAare TeXKH CTOMAIIHO-YPEBHH OTUIAKBAaHNA, BKJIFOUHTETHO TOKCHYEH MErakoJIOoH
(OCTpO pasiupeHne Ha AeOeNoTo 4epRo, CBBEP3aH0 C YALIEPO3EH KOJIHT).

- aKo CTpajare ot 3alongpate Ha MyCKYRATYpaTa (MUACTEHUS IPaBUC), CMYyLIICHHE Ha
HEPBHO-MYCKYJIHaTa PYHKLMS, KOETO CE XapaxTepH3Hpa ¢ U3pa3eHa MyCKYJIHA cnald




- @Ko CTpafare OT MOBHILEHO BHTPEOYHO HANAraHe ¢ NOCTeNeHHa 3aryba Ha 3peHHETO
(rnaykoma).

- &Ko CTe WIEPrHYHH KbM cOoNHdeHalHH WIH KM HAKOA OT OCTAHAJIMTE CHCTABKH HA TOBA
nexapcTo (U30poeHH B TOUKA 6).

- @KO CTe NOANOKEHH Ha XEMOIHANH3A.

- AKO0 CTpajare OT TeXKO0 JepHOApobHO 3abonaBane.

- aKo cTpafare 0T TeXKo O650peyHo 3abonsgsaHe WIH YMEpEeHO YepHOAPOOHO 3abonsgBaHe H
€AHOBPEMEHHO MPHUEMATE JICKapCTBEHN CPeACTBa, KOMTO HHXHOHPAT (MOATHCKAT)
OTCTpPaHsABaHETO Ha Be3suxep ot Tanoto (Hanp. keToKoHa30i1). B Takes cayualt Banmar

nexap unu $papmanest we Bu npeaynpenn.

Ilpeny samoysane Ha jieueHue ¢ Besukep, nadopmupalite Bamus nekap ako HMaTe HilH CTE
HMAIA HAKOE OT CIIOMEHATHTE MO-TOPe ChCTOAHHA.

IIpenynpemaeHus H NpeANa3HH MepKH

Koncynhpalire ce ¢ Bamms nexap unx fpapManest, Mpeay npueM Ha Besukep:

- @KO CTpazare OT 3amyIUBaHe HA MUKOMHHA Mexyp (06CTpyKLHA Ha Mexypa) HIIH OT
3aTPYAHEHO OTAECAAHE Ha YpHHA (Hanp. cnada cTpys YpHHA), 3a10TO ChIIECTBYBA M0-
rOJIAM PHCK OT HATPYINBAHE HA YPHHA B MEXYpa (3aApbiKKa HA YPHHA).

- KO Ce OMJaKBaTe oT OOCTPYKLNA Ha CTOMAINHO-YPEBHMA TPaKT (3anex).

- aKo npH Bac HMa pHCK OT HamMalleHa AKTHBHOCT HA CTOMAILHO-YPEBHHA TPaKT (ABHXKCHUA
HA CTOMax H 4Yepsa). BaimsT nexap e BH yBeIOMH, ako CHILECTBYBA TAKBB PHCK.

- @Ko cTpajare OT TexkKko 0b0peuHo 3ab0naBane.

-~ AKO CTpajare 0T YMEPEHO YepHoapodHO 3afonspane.

- AKO0 HMare napeHe 3aj rpbAHAaTa KocT (XHaranHa XCpHHA) HiH CTOMAIIHA KHCEITHHH.

- aKo0 CTpajare OT pa3CTPOMCTBO Ha HEPBHATA CHCTEMA (BereTaTMBHA HEBpONATHA).

Jleua H oROIN
Besukep He TpadBa a ce ©3noa38a NpH Hella v 10HOIH moA 18 roauHmn.

ITpeny 3anousale Ha neyeHune ¢ Beanxep, HHPopMuUpaiTe Balums Jexap ako UMarTe HIH CTe
HMany HAKOE OT CTIOMEHATHTE TO-rope ChCTOSHMA., |

Ilpenu na 3anovune npuemsT Ha Bezukep, BawuaT nexap me npeleHd uMa I APYTH
[PHYHHH 33 YBEIHYEHATa 9€CTOTA HA YPHHHpaHE (Hanp. CbpACYHA HEAOCTATHYHOCT, NIPH
KOATO ChPLIETO He MOXeE Aa HAIOMIIBA JOCTATEYHO KOJIHYMECTBO KPBB WiH O6B0peUHO
3abondpaHe). Ako cTpagare oT HHEKLHS HA THKOYHATE MbTHLIE, Batuuar nexap we
Ha3Ha9M aHTHOHOTHYHO NeueHne (ieweHHe cpewyy cneuuduynna bakTepuancH NPUUHHHATEN).

Apyru Jekapersa n Besukep
HudopMupalire Balius nekap unu ¢papMaLeBT, aKo MPHEMare, HACKOPO CTe NPHEMallH WIH €
BBLIMOXKHO J1a IPHEMETE APYIrH JIEKapCTBA.

Ocobelo BaxcHo € Aa uH$popMHUpare Bawns jekap ako npueMare:

—  ApPYTH aHTHXOJHHEPTHYHH JexapcTBa. EQexTHTe ¥ HeXeNaHWTE JIEKapCTBEHH DAk H
Ha JiBaTa NpoJyKTa MOe A2 CE 3aCHJIAT,

— AaroHMCTH Ha XOJMHHEPrHUHWTE PELenToPR, 3alI0TO MoXe Aa oTciuabar edexra Ha
Besukep.

- JIeKapCTBa Kat0 METOKJIONPaMAA MIIH LU3ANIPHA, KOHTO CTRMYJIMPAT MOTHIHTETA
(IEpUCTANTHKATA) HA CTOMAINHO-YPEBHHA TPakT. Besnkep Moxe na HaMany eexra Ha
NEeKapCTBaTA.

~ JIEKapCTBa Karo KeTOKOHA3O0JM, PUTOHABUD, HEN(PHUHABHP, HHTPAKOHA30, BepanaMHun H
PUATHA3ICM, KOMTO MOTAT Aa 3a0aBAT OTCTpaHABAHETO HA Beankep oT TANOTO.

- JeKapcrBa Kato pHGpaMnuiMH, PeHHTOHH H KapOaMa3ennH, KOHTO MOTAT A YCKOPAT
OTCTpPaHABaHETO HA Besukep Ot TANnoTro. |




- JeKapcTBa Karo OudocdoHaTi, KOMTO MOraT A3 NIPUYMHAT HIH A2 000CTPAT Bh3NANEHHE
Ha XpaHonpoBoaa (e3odarur). |

Be3nikep ¢ XxpaHa H HANHTKH
Moxerte na npueMare Beaukep ¢ wid Ge3 XpaHa, B 3aBHCHMOCT OT BallluTe npeAMOYHTAHMHA.

bpeMeHHOCT, KbpMene B GepTHANTET

He Tpabpa na usnonspare Besukep no Bpeme Ha OPEMEHHOCT, OCBEH B ClIy4yad Ha KpatiHa
He0OX0AMMOCT.

He u3nonssaiite Besukep nokaro knpMute, Thil KaTo COMAGEHAMH MOXE A IIPEMHHE B
KbpMara.

[NocweeTaliTe ce ¢ Bawms aekap unu gapManesT npens ynorpebara Ha TOBa JEKaPCTBO.

Hlo¢upane u padora ¢ MAINHHH

Beankep mMoxe fia Mpean3BHUKA 3aMBITIEHO 3pEHHE H NMO-PAAKO CHHIABOCT HAH YMOPA.
Ilopaan TOBa, KO CTpagaTe OT Te3H CTPaHHYIHH ¢dexTH, He modupaiite H He paboTere ¢
MalIMHH.

Besukep cbpAbpaa aaxro3a. He nanonapaiite Tosa jiekapcTso, ako Baluuar sexap Bu e
YBEIOMHI, M€ CTPAJIaTe OT PEAKH BPOACHH CMYLICHHA KATO HEMOHOCHMOCT KbM IrajlakTo3a,
NIAKTa3HA HEAOCTATHYHOCT HUITH BIOLLIEHa pe3opOLus Ha II0K03a/TalakTo3a.

3. Kak aa npuemare Besukep

HHCTPYKIIHH 32 NPaBHAHA ynoTpela
TpaOBa fa npueMare TOBa JIEKapCTBO TOYHO CIOPEA YKA3aHUATA Ha JIEKapsa. AKO He CTe
CHI'YPHH B HEMO, nonuraiTe Baunia nekap unn ¢papManesT.

TaGneTkuTe ce NOTNBIIAT NENH C MATKO TEYHOCT. MO3XKe Aa ce MpHEMAT ¢ WiH 6¢3 xpana,
xakro Bu e yao6Ho. Tabnerxure He Tpatsa na ce uymnAr.

IIpenophuuTesIHATa A03a € 5 Mg BeIHBXK AHEBHO, OCBEH aKo NEKapsT He Bu e npeamucan
10 mg BeAHDBXK AHEBHO.

AKO CTe nNpHeaH noneye oT HeoGXoqUMaTa A03a Besukep
AKo cTe npHeH TBbpae MHOTO Beankep, MITH aKko caydaiiHo meTe e B3eno Beaukep, Beanara
ce KOHCynTHpakre ¢ Bamua nexap v GapMaLiesT.

CyvMnTOMHTE Ha TIpeno3HpaHe MOXeE Aa ¢a: r1aBobonHe, CyXoTa B YCTaTa, 3aMaliBaHe,
CBHIHBOCT H 3aMBIIICHO 3peHHe, BIDKIAHE H YYBaHE HA HEPEATHK Hema (XamOLMHALIHN ),
W3paseHa Npesb30yneHocT, repuoBe (KOHBYJICHH), AMXATENHH CMYIIECHHA, YCKOPEH ChPACUEH
PHTBM (TaXHKapAus), 3aJpHKKa Ha YPHHA (pPETeHIMA) H Pa3IIHPEHHAE HA 3EHHUIJHTE
(MHApHa3a).

AKo cTe IpoNycHAAM A3 npHeMeTe Besnxep

Axo 3a0paBuTe Aa npueMete TabaeTkara B o0H4aliHOTO Bpeme, B3€METe 1 LIOM € CETHTE,
OCBCH aKO HE € BpeMe 3a cJieaBalara 103a. Hukora He npdeMalite noseye oT eAHa X03a
AHEBHO. AKO Ce CBMHABaTe, KOHCYNTHpailiTe ce ¢ Baling nekap wiH ¢apMauesr.

AKO cTe cnpeaH npueMa Ha Be3nkep
AKo cnpere npreMa Ha Besnkep, CHMITTOMHTE Ha CBPBXAaKTHBHHR MEXYD MOXKE 1A Ce BLpHAT
Win 1a ce promar. Bunaru ce xoncynrupaiite ¢ Bamms iexap, ako CMATaTe Aa NPEKPATHT
JIEYEHHETO.




AKO HMaTe HAKaKBH ROTBJIHHTENHH BAPOCH, CBbP3aHH ¢ ynoTpefara Ha ToBa JICKapCTBO,
nonuradre Bamua nexap unu gapmaiesrt.

4. Bb3MOXHH HEXEJAHH PEaKIHH

KaxTo BCHYKH JICKAPCTRA, TOBRA JCKAPCTBO MOXKE 13 NPEAHIBMKA HOXKCIaHK PCaKkIiui,
BBIIPCKH 4C HE BCCKH I'H TONTYYaBa.

HesabasHo TpaGpa na nupopmupare Bamua nexap nnu ¢apMalieBT, ako NoJydHTe
WICPTHYCH NMPUCTHII (HAMP. MEXYPH HIIH JIIOLLEHE Ha KOXKaTa).

[Tpu HRKOH MAUHEHTH Ha coMndenaunHOB cyKUBHAT (Beaukep) e cx001eH aHrHoeneM
(KOXHa anepruyHa peaxkuus, KOATO BOJH A0 OTOUYHOCT HACThHIIBALIA B THKAHUTE TOYHO NOA
NOBBPXHOCTTA HA KOXKATA) ¢ 00CTPYKIMA HA AUXATENHHTE IBTHILG (3aTPYAHEHO OHIIAHE),
AKO HAaCTBITH aHTHOEeM, CoNHdeHauHOB cykuuHar (Besukep) Tpabsa 1a ce cnpe
He3abaBHO H Aa Ce BIEMAT NOAXOAAINO JICYCHHE/ MEPKH,

Besukep Moke Aa NpeAu3BHKA CASAHUTE APYTH HEXKENAHH PEAKIHK:
MHoro JectH (Moe Aa 3acerHat noseye oT 1 Ha Boeku 10 nyimm)
- CyXo0Ta B yCTaTa

Yectr (MOxe aa 3acerHar Jo 1 or 10 ayum)

- 3aMBINEHO 3pEHHUE

-  3amneK, raacHe, CTOMALIHO pa3cTPOHCTBO ChC CHMITTOMH Ha IOAyBaHe, CTOMaluHa Oonka,
OpHIBaHe, raficHe, CTOMAIIHH KHCETHHH {AHUCNENCHA ), CTOMAIHA CMYLLICHHA

Heuectn (Moxe aa 3acersHat po 1 ot 100 aymu)

- HHpEKnHd Ha NHKOYHHTE NBTHINA, WHOEKIHH Ha THKOYHHA MEXYP
~  CBHJIHBOCT

- HapyIUeHO BB3MPHEMaHe Ha BKyca (qH3re3us)

- cyxu {pa3pa3sHEHH) OH

-~  CyXOTa B HOCA

- peduykcHa Sonecr (racrpo-esodareanes pedayxc)
- CYXO I'bpJio

- CcyXa Koxa

~  3aTPYAHCHO YPHHHPAHE

- YMopa

— OTOK Ha AOJHHUTE KpaltHuLIM (OTOK)

Penxn (Moxe za 3acerHart o | Ha 1000 ayium)

— HarpyneaHe Ha BTBBPACHR (pexanun B nebenoro 4epeo

— YBEIIRYCHO KOJHYECTBO YPHHA B MAKOYHHA MEXyp MOpagd HEBL3IMOXKHOCT 34
H3Mpa3BaHeTro My (3aIpEHKKa Ha YPHHATA)

- 3aMaiipaHe, rnasobonue

~  cpphex, oGpHB.

Muoro penxu (Moxe Aa 3acerrar a0 1 Ha 10 000 aymm)
- XamolHRauuu, oOppranocT
~  aneprAveH oOpuB

C HenspecTHa YecToTa (OT HAMMYHUTE DAHHH He MOXKe Jla Ob/ie RanpaBeHa OLICHKA)

— MOHHXKEH aleTUT, BUCOKH HIBA HA KallHif B KPBBTA, KOETO MOXE /1a MPHYNHY BapyIICH
ChPACYEH PHTHM |

- HApyIIeHO BBTPEOYHO HaNfraHe




- TNpOMEHH B cepacdHara nposoauMoct (EKI), napyuieHne Ha CbpACYHHA PHTBM, YCellaHe
Ha Baluus CEPASYHHA PHTHM, YCKOPEH ChPACYEH PHTHEM

~  HapylIeHHs Ha rmaca

-  YepHOAPOOHH HapYIIEHUS

- MYCKyaHa cnabocT

- OBp0peuHo yBpexxaaHe

Cpo06i0aBaHe Ha He)KEJTAHH peaKildH

AKO NOJIyuHTe HAKAKBH HEXXENAHH fIeKapCTBEHH peakuyH, ypeqoMere Balnna nexkap wiu
¢apmanenT. ToBa BKIIOYBA BCHYKH BH3MOKHH HEOMHCAHH B Ta3¥ IMCTOBKA HOMECIAHH
peakiiii. Mo)KeTe ChINe Aa CHOOLHTE HEXKENaHU PEakuny JHPEeKTHO upe3 MankhaHuTenHa
areHuMA no Aexapersara yia. ,,JamaH I'pyes” Ne 8, 1303 Codus, Ten.: +35 928903417,
yebcaiiT: www.bda.bg. Karo crobiiapare HexenaHu peaxii, MOXKeTe Aa AafeTe CBoA
IPUHOC 3a MONYYaBaHe HA MOBEYE HHPOPMAUMA 0THOCHO 0€30MacHOCTTa Ha TOBA JIEKapCTBO.

3. Kak na cuxpanasate Besukep
Ja ce ceXxpaHABa Ha MACTO, HEAOCTBITHO 3a ACIA.

Jla He ce u3non3Ba Be3ukep clieA CpoKka HA NrOAHOCT, OTOEIA3aH KAPTOHEHATA KYTHA CIIEN
wEXP”. CpOKBT Ha NOOHOCT CE OTHACH 33 NOCIENHHS JIeH HA MOCOUCHHA MECELL

Toan nexkapCTBEH NPOAYKT HE H3KNCKBA CNICIMANIHH YCJIOBHA 33 ChXPaHEHHE.

6. Curabp:xkanne Ha ONAKOBKATA H AONbJIHHTEeAHA HHGOpMauHA

KakBo chabpxa Besnkep
AKTHBHOTO BeIIECTBO B 1 Tabnerka Besukep 5 mg e conndeHALHHOB CYKLIMHAT 5 mg.

JApyrure CLCTABKH Ca LapeBHYHO HHUIIECTE, IAKT03a, XHIpoMeno3a (E464), marHesues
creapar, MaKporod, Tank, tTuransieB JHoKCHA (E171) v xenelen okcuz (E172)

Kak marnexna Beankep H K8KBO ¢hABLPKA ONAKOBKATA
Besukep 5 mg TabneTKu ca KphriH, CBeTIO-KEITH TabNeTKH ¢ $HPMEHO oro 1 nM@para

“150” oT enHa U CHIA CTPaHa.
Bcaka onakoska ceabpska no 10 rabnerku B 6nHcrep, mo 1 wik nosede 6MHCTEpH, NOCTABCHH

B KapPTOHCHA KYTHA.

IIpuTexares HA PaspelleHHETo 32 ynoTpeda:

Astellas Pharma d.o.0.
Smartinska cesta 53,
1000 Ljubljana
CrnoBeHus

IIpon3soanTe:

Astellas Pharma Europe B.V.
Sylviusweg 62

2333 BE Leiden
Huzepnanaus




To3u JexapcTBeH NPOAYKT € pa3peied 3a ynorpeda B crpanuTe-wienkl Ha EX3
noj cAeAHHTE HMEHA:

Ascrpns, Benrus, Kammsp, P.Yexus, Hauus, Ecronus, Qunnanaus, Ppasums, ['spuus,
Yurapus, Ucnangwsn, Jlateus, Jlutea, iokceMGypr, Masrra, Huaepnasaus, Hopserus,
[Tonma, [Mopryranud, llIserms, Cnosenus, Cnopaxus, Henanms, BennxkobpuTanus:
Vesicare

Hranua: Vesiker

['epmanua: Vesikur

Hpnauaua: Vesitrium

JIaTa Ha nochieAHO NMpepasrJeKaaHe HA JACTOBKATA:
Asrycr 2013 T.




