Jincroska: HHPOPMAaUHA 32 NAIHEHTA

Besuxep 10 mg punamupann Tabaerkn
CoarpeHIAUNHOB CYKUHHAT
Vesicare 10 mg film-coated tablets
Solifenacin succinate

IIpouereTe BHHMATENHO URIATA JHCTOBKA MPEAH A 3AN0YHETe Aa NIPHREMATE TOBA

JEKAPCTBO, Thil KATO TH ChALPKA BaxHa 332 Bac undopmauua,

- 3anasere Ta3m NHCTORKA. MoXe Ha MMaTe Hy)KIa Ja A IPONESTETE OTHOBO.

- Axo0 HMaTe HAKaKBH NONBIHUTENHH BLIPOCH, nonuTalite Bammus nekap win
¢apMaLesT.

- ToBa nexapcTBo € NpeaAnHcaHo €AWHCTBEHO H JINYHO Ha Bac 1 He Tpa0Ba aa ro
MPeOTCTHIBATE HA APYTH Xopa. TO MOXKE Ja HM HaBpeAH, HE3ABHCHMO Y€ MpU3HALMTE
HA TAXHOTO 3a00/ABaHe ca ChIIKRTE KakTo Baiure.

- AKO TIONyYHTE HAKAKBH HEeXKENAHH JIEKApCTBEHH PeakUyH MoJiA yBeaoMere Balud
nexap wnn dapMauepT. ToBa BKNIOYBA H BCHUKH BE3MOKHH HEXEIAHH PeakHH,
HEOMMCAHH B Ta3H IHCTOBKA.

V3TLSHITEHA ATEHUMA N0 NIEKAPCTBATA |

KakBo chABLpAa TA3H JHCTOBKA: flucmobxa - Nipunoxenie 2
Kakpo npeacrapnsapa Besuxep v 3a KakBo ¢e H3NON
KakBo Tps6Ba na 3Hacte, npeiu Aa npHueMere Besnjeep
Kak na npuemate Beankep
B13MOXHH HEXENaHH PeaKlHi
Kax aa cpxpauasare Besukep

Sl S

1.  Kaxpo npeacrasiassa Be3nkep M 3a KAKBO ¢e H3M0JI3BA

AKTHBHOTO BELIECTBO Ha Bezukep npuHamiexH KbM rpynara Ha aHTHXONMHEMHYHHTE
JIEKApCTBEHN CPeACTBa. Te3M NEKapcTBa ¢ H3MON3BAT 34 HaMaABaHe Ha aKTHBHOCTTA Ha
CBPBXaKTHBHHSA MHKOUYEH MeXyp. ToBa NO3BONABA Aa U3YAKaTe MO-AKJIr0 NPESId Aa OTHASTE
A0 TOAIETHATA H YBEHYaBa KOJIHYECTBOTO YPHHA, KOETO IMMKOYHHAT MEXYp MOXe Aa
ChXpaHABA.

Besukep ce H3NO0M3Ba 33 JICYEHHE Ha CHMITTOMM Ha CBPBXAaKTHREH NMHKOYEH MEXYD.
CHMITTOMHTE BKIIOYBAT: CHIICH, REYIBPKHM NO3HB 32 YPHHHpPaHe 0€3 NpeABapUTEIHO
NpeAYNpEKAeHHE, YeCTO XOACHE KO TOANSTHATA M NOJAMOKPAHE, aKo HE MOXETe Aa OTHICTE
HaBpeMe B TOAICTHATA.

2. Kaxpo Tpn6Ba aa 3Haere, npeau Aa npnemere Besnkep

He n3no3Baiire Besnkep

- 8KO CTpajiaTe OT 3aibpikKaHe Ha ypHHA (YpHHA, KOATO OCTaBa B ITMKOYHHUA MeXyp Hopamy
3aTPYJHEHOTO My H3IPa3BaHe). |

- @KO MMaTe TeXKH CTOMAIHO-YPEBHH OTIIAKBAHHMA, BKIIOUKUTENHO TOKCHYEH MEI'aKOJIOH
(ocTpo pasimMpeHue Ha AeOenoTo YEpPBO, CBBP3AHO C YAIlEpO3eH KOJIHT).

- aKo cTpamare oT 3abonsBaHe Ha MyCKyJarypara (MHACTEHHS rpaBHC), CMYLICHHE Ha
HEpBHO-MYCKYJIHATa DYHKIHA, KOETO C& XapaKTepH3Hpa ¢ H3pa3cHa MyCKynHa crabocr.




- @KO CTpajare OT MOBHINICHO BETPEOYHO HaNAraHe ¢ NoCTeNeHHa 3aryba Ha 3peHHETo
(rmayxoma).

- aKO CTE JIEPrHYHH KBM CONHPEHALMH WIH KHM HIKOS OT OCTaHAAHTE ChCTABKH H2 TOBa
nexapcreo (M30pOeHH B TOUYKa 6).

- 2KO CTe MOAJIOKEHH Ha XEMOAHANN3A.

- @KO CTpajaTe OT TeKKO YepHOAPOOHO 3a60aBaHe.

- @KO CcTpajare 0T TeKKo 0B0peuHo 3a00naBaHe HIH YMEPEHO YepHOApoOHO 3abonaBane 1
CIHOBPEMCHHO TIPHEMATE JICKAPCTBEHH CPEACTBA, KOHTO HHXMOUpAT (NOATHCKAT)
OTCTpanABaHETO HA Besukep ot Tanoro (Hanp. keToKoHa30m). B TakeB ciyyaii Bammsr

nexap unu ¢apmanesT we Bu npeaynpens.

IIpeau sanousaxe Ha nedenue ¢ Beaukep, uHdopmupaiire Balina nekap ako HMAaTe KM CTE
HMaNIH HAKOE OT CIOMEHATHTE MO-rope ChCTOAHHA.

IIpeaynpexaeHus # Opeana3HH MepPKH

Koncynrupaiite ce ¢ Banms siekap uin dapmaiesT, mpeay npueM Ha Besukep:

- @KO CTpajaTe OT 3alTyllIBaHE HAa NUKOYHHA Mexyp (0OCTpYKLHA HA MEXYDPa) HIH OT
3aTPYAHEHO OTAENAHE Ha YpHHA (Hanp. cnaba CTpyd YpHHa), 3all10TO CHLLECTBYBA M0-
FOJIAM PHCK OT HATPYIIBAHE Ha YpHHa B MeXypa (33ApbKKa Ha YpHHA).

- @KO CE OTIaKBaTe 0T OOCTPYKLMA HA CTOMALIHO-YPEBHUA TPAKT (3aneK).

-  axo mpH Bac HMa pHCK OT HAMANICHA aKTHBHOCT Ha CTOMAITHO-YPEBHAA TPAKT (IBMKECHHSA
Ha CTOMax H 4epsa). Bamuart siekap me By yBenoMu, ako ChILIECTBYBA TaKbB PHCK.

- aKo cTpajare oT Texko 6s6pedno zabonspane.

- aKO CTpaJaTre OT yMEpeHo depHoapoOHo 3alondeane.

- AKO MMaTe NapeHe 3al rPbAHATa KOCT (XHaTaHA XepHHA) WIM CTOMAIIHH KHCEIHHH.

- @Ko CTpajare OT pasCcTpOHCTBO Ha HEpBHATa CHCTeMa (BEreTaTHBHA HEBPOIIATHA ).

Jdena n woHoH
Beankep He TpsaOBa Ja ce H3N03Ba MPH ZeLa U FOHOLIH NoA 18 roauum.

[Ipenu 3anoupaHe Ha neveHHe ¢ Besukep, HHbopmupaire Bammsa nekap ako UMare WK CTe
HMaJTH HAKOE OT CIIOMEHATHTE [TO-TOPE CHCTOSHUA.

[Tpenu aa 3amoune npHeMBT Ha Besukep, BaluaT nexap e npeLeHn uMa JIH IpyTrH
NPHYMHH 32 YBCTHYEHATa YeCTOTa Ha ypHHHpaHe (HAnp. ChpAeYHa HEAOCTATHYHOCT, NPH
KOATO CHPLETO HE MOXKE 1a H3MOMITBA JOCTATHUHO KOJHMYECTBO KpBB WiIH 6 BOpeurHo
3abongeane). Ako cTpanare oT HHGEKUHSA HA MHKOYHHTE TLTHING, BamusaT gexap e
Ha3HAaYH aHTHOMOTHYHO JICYCHHE (JICICHHE Cpelly crieliudHIHMA GaKkTepHaneH NPHYHHATEN).

Apyru JexapeTsa u Besnkep
Hudopmupaiite Baumsa aexap wim gapMaLieBT, ako MPHEMATe, HACKOPO CTE NPHEMATH HIIH €
BE3MOXHO JIa NPUEMETE APYTH JIeKapCTBa.

OcobeHo BaxkHO ¢ na HHdopMHupare Baitnua nekap ako npueMare:

— JPYTH aHTHXOAHHEPTHYHH JiekapcTBa EQexTHre M HEXENAHUTE JIEKapCTBEHH PeakLMH U
Ha BaTa MPOAYKTA MOJKE Aa CE& 3aCHIIAT.

— ArOHHCTH HA XOJMHEPTHYHHTE PCUENTOPH, 3AIOTG MOXKe Aa oTcnadaT edekra Ha
Besukep.

- JICKapCTBAa KaT0 METOKIONPAMH HNH H3ANPHA, KOUTO CTHMYHpPAT MOTHIHTETA
(epHUCTaNTHKaTa) HA CTOMALIHO-YPEBHHS TPAaKT. Besnkep Mosxke na HaManH edexra Ha
JIEKapCTBAaTa.

— JIeKapCTBa Karo KeTOKOHA30/1, PUTOHABHMD, HEM(HHABHP, MHTPAaKOHA30M, BepanaMiiI 1
AWNTHA3EM, KOHTO MOraT Aa 3abaBsT OTCTpaHABaHETO Ha Beankep ot TaoTo.

— JIeKapCcTBa KaTo pHpaMNULHH, QEHHTOMH 1 KapbaMa3enuH, KOHTO MOTaT Ja YCKOP
OTCTPaHABAHETO Ha Besnkep oT TANOTO.




- nekapcrBa karo 6udocdoHari, KOHTO MOTAT Ja MPHYMHEAT WIH Ja 00OCTPAT Bb3NaneHHe
Ha XpaHonpoBoaa (e3odarur).

Be3Hkep ¢ XpaHa H HAIIHTKH
Moxere na npuemare Besukep ¢ wim 6e3 xpasa, B 3aBHCHMOCT OT Bainure nNpeanoIMTaHuA.

BpeMeHHoCT, KbpMeHe H PePTHIHTET

He tpabsa na minonssare Besukep no spemMe Ha 6peMEHHOCT, OCBEH B ClIydaH Ha KpaiiHa
HEOOXOIHMOCT.

He usnonzsalite Besukep DOKaTo KbPMHTE, THi KaTO COTH(EHAMH MOXeE [a TIpEMHHE B
KbPMAaT4.

IloceeeTpaifre ce ¢ Banus nexap unu gpapMauesT npeas ynorpedara Ha TOBa JICKAPCTBO.

Illopupane 1 patoTa ¢ MAIHHH

Be3snkep Moxe 1a NPEAH3BHKA 3aMbBIJIEHO 3PEHHE H MO-PAIKO CHRITMBOCT HITH YMODA.
Ilopanu ToBa, ako cTpafaTe OT Te3d CTpaHNYHH edekTH, He wodupaiite 1 He paborere ¢
MAIIMHH,

Besukep cpabpxka JakTo3a. He n3nonssaiire ToBa nexapeTBo, ako Baumsar nekap Bu e
YBEAOMMUII, Y& CTPANATE OT PEAKHM BPOASHH CMYLLSHHA KaTO HEMOHOCHMOCT KbM IrajIakTo3a,
NAKTa3Ha HEAOCTATHYHOCT HIH HIOLICHA pe3opOuns Ha III0K03a/Tanakrosa.

3. Kak aa npHemate Besuxep

HHCTPpYKIHH 32 nIpasuiana ynorpeba
Tpabsa xa npuemare TOBa ICKAPCTBO TOYHO CTIOPEN YKA3aHMATA HA JieKapa. AKO He CcTe
CUTYPHH B Helllo, nonurtalire Bawms nexap mwin ¢papMauesrT.

Tabnerkute ce NorbILAT LK ¢ Manko TeUHOCT. Moxe Aa ce npueMar ¢ WK 6e3 XpaHa,
KakTo By e yno6Ho. TabneTkute He TpsaGsa Aa ce 4ynar.

[TpenopbunrenHara fo3a € 5 mg BeAHLK AHEBHO, OCBEH aKo nekapAT He Bu e npeanucan
10 mg BeaHDK THEBHO.

AKo cTe npHeaH nosedye oT HeoGxoaumara 103a Beankep
AKO CTe mpHenH Tespae MHOro Besukep, Hin ako cay4aiino gere € B3eno Beankep, Begnara
ce KOHcyaTHpalite ¢ Bamma nekap win papmMauesT.

CuMIITOMHTE Ha Npeno3xpaHe MoXKe Ja ¢a: rIasoboNue, CyxoTa B YCTara, 3aMaiiBaHe,
CBHJIMBOCT M 3aMBITICHO 3PEHHE, BIKAAHE H YyBaHe Ha HEPeaATHE Herla (XamoMHAUuHK),
H3pa3eHa Npesb30YAEHOCT, I'bPUoBe (KOHBYJICHH), AUXATENHHU CMYIICHHA, YCKOPEH ChpACIEH
PHTBM (TaxHKapOHA), 38APBAKKA HA YPHHA (PETEHUHA) H PajlipEHRE HA 3CHHIHTE
(Muapnasa).

AKO CTe NnponycHaH Aa npuemere Besnxep

Axo 3abpasHTe Aa npueMere TabneTkata B 00HYaiiHOTO BpeMe, B3eMETE A LLIOM CE CETUTE,
OCBEH aK0 He € BpeMe 3a ClieABamara 1033, Hukora He npuemaiite nmoseue 0T eHA fo3a
AHEBHO. AKO c€ ChbMHABATE, KOHCYNTHpaiTe ce ¢ Bauums nekap win hapMauesT.

AKO cTe cnpeaH npuema Ha Besuxep
AKO cripere npHeMa Ha Be3ukep, CHMITTOMATE Ha CBPBXaKTHBHHA MEXYP MOXE Ja CE BEPHAT
A Ja ce BIIoIaT. BUHArK ce KoHcynTupaiite ¢ Balluna nekap, ako CMATAaTe Ja NPEKpaTHTe
NeYeHHETo.




AKO HMaTe HAKaKBH JOIMBIHHTENHH BBIIPOCH, CBBP3aHHM ¢ ynoTpebara Ha TOBa JIeKapCTBO,
nonuraiite Bamma nekap uny gapManesr.

4. Bb3MOXKHH HEXKEJSHH PERKIHH

KakTo BCHYKH eKapcTBa, TOBA JEKAPCTBO MOXKE 11a MPEAK3BHKA HEXeNaHH peaKiiym,
BHIIPEKH 4€ HE BCEKH I'H TIOJTydYaBa.

HezabasHo Tpaba na uH$popMupare Bamms nexap win ¢apMalest, ako NOTyqdHTe
arepruyeH MpUCTBN (HAND. MEXYPH WU JIIOICHE Ha KOXKAaTa).

[1pu HAXOH MaMeHTH Ha CondeHaunHoB CyKuMHAT (Besukep) € cholIeH aHrHoeneM
(KOXHa anepruvHa peaxius, KOATO BOAM 10 OTOYHOCT HACTBIIBALIA B THKAHHTE TOYHO MTOA
MOBHPXHOCTTA HA KOXKATA) C 0OCTPYKLMA HAa JUXATENIHKTE MHTHA (3aTPYIHEHO NUIIaHE),
AKO HACTBIH aHrHOeNEeM, coNHdeHaMHOB cyKUuHaT (Beaukep) Tpabsa aa ce crpe
He3abaBHO H ia ce B3eMaT NOAXOALIO JICHEHNE/ MePKH.

Besnxep MOXe fa mpeZM3BHKa CNEAHUTE IPYTH HEXKENAaHN PeaKyu:
MHoro 4yecTH (Moke ia 3acersHar noeeye ot 1 Ha Beexu 10 Ayum)
- CyXOTda B yCTara

Yectu (Moxe na 3acerHar no 1 orl10 aymu)

—  3aMBITICHO 3peHHe

— 3aIeK, raaeHe, CTOMAIHO pa3CTPOHCTBO CHC CHMNTOMHE Ha NoAyBaHe, cToManIHa 0oNka,
OPHIBaHE, raZicHe, CTOMALIBH KACEHHH (AUCNENcHA), CTOMALIHHA CMYLUESHHA

Heyectn (Mose na 3acerdar 1o 1 ot 100 ayum)

- BHOEKLMH Ha NTHKOMHHUTE ITETHLIR, HHOEKLINH HA NHKOUHMA MEXYP
-  CBHJMBOCT

— HapyImIeHO BB3NPHEMaHe Ha BKyca (3resus)

- CyxH (pa3npa3HEeHH) OMH

- CyXO0Ta B HOCa

- petduykcHa 6onect (racrpo-esodareanct peduykc)
- CYyXO I'bpAO |
- CyXa KOKa

= 3aTPYAHCHO YpHHUpPaHe

- yMopa

- OTOK Ha AQITHHTE KpaWHHIM (OTOK)

Penxu (Mosxke na 3acernat no 1 na 1000 ayum)

— HATpyNBaHe Ha BTBBPACHH (eKanHuu B A¢OLIOTO YepBo

- YBENHYEHO KONMYECTBO YPHHA B MHKOYHASA MEXyp NOPaaAH HEBB3MOMXKHOCT 33
H3NPa3BaHETO MY (3aAPLKKA HA YPHHATA)

— 3aMaiiBaHe, rnaso0osie

- cpphex, obpus.

Muoro peaxn (moxce aa 3acersar Ao 1 wa 10 000 aymm)
= XamwlpHauMK, 00BPKaHOCT
- aIepruycH oOpun

C Hen3BecTHa YecToTa (OT HAIMYHMTE AaHHU He MOXe 12 GbIe HanpaBeHa OLIEHKa)
— TIOHHXXEH QNcTHT, BHCOKH HHBA HA Kanuil B KPbBTa, KOSTC MOXKE Ja MPHYHHH HApyIlIe
CBPACYCH PUTHM




-  HApPYLUICHO BHTPEOYHO HANATAHE

~ IIpOMEHH B ChpAcyHaTa npoBoauMocT (EKID), HapylneHne Ha CbpIEYHHSA PHTEM, yCeljaHe
Ha Baiops cxpaedsHA PUTEM, YCKOPEH CHPACYEH PHTEM

—  HapylleHMA Ha rf1aca

-  YepPHOAPOOHU HAPYIOCHHA

- MyckynHa cnabocer

- 616peuno yBpexaane

Cro0lnaBale HA HEXENIaHH PEaKUHH

AKO NONyYHTE HAKAKBH HEXENAHW JIeKapCTBERH peaklny, ypegoMere Baniusg nekap unu
¢dapmanenT. ToBa BKTIOYBA BCHYKH BB3MOXKHH HEONUCAHH B Ta3H JINCTOBKA HEXESIAHH
peakiHH. Moxkere ChILo Ja ChoOLMTE HeXenanH peakuuy JHPEeKTHO upe3 Hansinurenya
areHIMs Mo AexapeTsara yi. ,,Jamau Ipyes” Ne 8, 1303 Codua, Ten.: +35 928903417,
yebcaiiT: www.bda.bg. Karo crobLiaBare Hexenanyu peakiiHi, MOXKETE Aa JAJIETE CBOA
NPHHOC 32 NONY4YaBaHe HA ToBe4Ye HHPOPMALHA OTHOCHO 0e30MacHOCTTA Ha TOBA JIEKAPCTBO.

5. Kak na cexpanasare Beaukep

Ha ce CbXpaHaBa Ha MACTO, HEAOCTHITHO 34 AcLa.

Ha He ce m3non3ea Besukep ciien cpoka Ha rOJHOCT, 0TOSAA3aH BhPXY KAPTOHEHATA KyTHA
cnexn ,,EXP”. CpoKkbT Ba roZHOCT ¢€ OTHACA 3a NOCHASAHKA ACH Ha NOCOYEHHs MECeLl.

To3u nekapcTBEH MPOAYKT HE H3HCKBA CIIELMAIHH YCIOBHS 34 ChXPaHEHHe.

6. Coabpkanne HA ONMAKOBKATA H AONbJAHHTEAHA HHPOPMAIIHA

KaxBo coabpxa Besnkep
AKTHBHOTO BewlecTBO B 1 Tabnerka Besukep 10 mg e connrdenaunHoB cyxuunar 10 mg.

JpyruTe CbCTaBKH ¢a LapeBHYHO HHLIECTE, IaKTo3a, XHIpoMeno3a (E464), marnelnes
creapat, MakporoJ, Taik, THTaHueB JHOKCHA (E171) n xeneseH okcun (E172)

Kax marae:xna Besnkep H KAKBO ChABPHKA ONAKOBKATA

Besukep 10 mg Tabnerku ca KPBIJH, CBETVIC PO30BY TAONIETKH ¢ PMPMEHO JTOTO H LM paTa
“151” oT enHa H CBILA CTpaHa.

Bcesxa onakoBka ceabppka no 10 Tabnerxu B Onuctep, no 1 unu noseyue OnUcTepH, NOCTaBEHH
B KAPTOHEHA KyTHS.

IpuTexaTen nHa papelseHHETO 32 ynoTpeba:

Astellas Pharma d.o.o.
Smartinska cesta 53,
1000 Ljubljana
CnoBeHun

[IponssoauTen:

Astellas Pharma Europe B.V.
Sylviusweg 62




2333 BE Leiden
Hugepnanaus

To3u nexapcrBeH NpoayKT € pa3peren 3a ynorpeda B crpaHuTe—wiIeHkH Ha EX3
MOA CAEAHHTE HMEeHa:

ABcrpus, bearua, Knnbp, P.Uexus, Janua, Ecronus, Ounnangns, Opannud, I'spuus,
YHrapua, Ucnannaus, Jlateus, JIutea, Jiokcembypr, Manra, Hanepnanaus, Hopserus,
Tlommna, Topryramis, 111seuns, Cnosenns, Cnosakus, Mcnanus, Benuxobparanus:
Vesicare

Hranusa: Vesiker

Y'epmanns: Vesikur

Hpraugna: Vesitrium

JdaTa Ha nocxeIHo NpepasriexAaHe HY JHCTOBKATA:
Asprycr 2013 r.




