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Besnson 10 mg panmapanyd Tad
Vesisol® 10 mg film-coated tablets

Conudenanuuor cykuunar (Solifenacin succinate)

IIpoiereTe BAEMATEIHO NAIATA AACTORKA, HPETA 12 3aN0UHETE A2 NPHEMATE TOBA JEKapcTBO,
Thi KaTO T8 ChIBPxA Baxkna 3a Bac xndopmanus.

- 3amaseTe Ta3zd JHCTOBKA. Moxe 1a ce HANOXM 14 5 MpOYETETE OTHOBO.
- AKO HMaTe HAKAKBH JOITLJIHUTEIHH BRIPOCH, NONHTANTe Bamms nekap WIH dhapMaLeBT.

- ToBa fAekapcTBO € MpeanKcano uvHO Ha Bac. He ro npeorcTenBaifte Ha apyru xopa. To Moxe
Aia HM HaBpeAH, HE3aBHCHMO Y€ MPU3HALIATE HA TAXHOTO 3a00JIMBaHe ca ChIIHTe KaTo Bauiure.

- AKO MoNly4uTe HAKAKBH HexkeJIaHM JEKAPCTBCHH PeakilHH, YBeoMeTe Bammus nexap wim
¢papmauest. Topa BRIOYBA  BCHUKY BL3MOKHH HEXKEIIAHM PEaKilMH, HEOITHCAHH B T3y
JTHCTOBKA. Buxre TOuKa 4.

KakBo ¢bABbpKAa TA3R JIHCTOBKA

Kakgo npeacrapnasa Besuson H 33 KaKBO ce M3NoN3ea
Kakso Tpa0Ba na sHaete, npeau na npueMere Besuson

Kak pa npuemare Besuson

BBaMOKXHH HeXeNaHH peakiuu

Kak na cexpanssare Besuzonr

ChAbpXkanne Ha OIAKOBKATA M AOTBIHUTENHA HH)OPMALIHS

SAN A o

1.  Kaxso npeacraBinuba Belnzoa g 32 KaKBo ¢e H3D0JI3BA

AKTHBHOTO BEILECTBO Ha Be3wsos NpuHAUIEKH KbM IPyNaTa Ha AHTHXOJIMHEPrHYHHTE JEKAPCTBEHH
CpeAcTBa. Te3n nexapcTBa ce M3MON3BAT 33 HAMAIABAHE aKTHBHOCTTA HA CBPBXAKTHBEHH MHKOYEH
Mexyp. ToBa moseonsBa na M34akate NO-IWIT0 APEJM A OTHIETe IO TOANETHATA M yBeJMuaBa
KOJIMYSCTBOTO YPUHA, KOECTO MUKOYHUAT MEXYP MOXE [1a 3albpKa.

Besn3on ce u3nonspa 3a eyeHHe Ha CHMIITOMHTE Ha 3a60J19BaHE, HAPEYEHO CBPBLXAKTHBEH NMHKOYEH
Mexyp. Te3H CHMIITOMH BKTIOUBAT: CHJICH HEYILDXKUM MO3MB 33 YPHHHpaHe Ge3 NpENBAPHTENHO
OPCAYTNIPCHKACHHAS, YECTO YPHHMpaHe HAM TOJMOKpAHE, aKO He MOXETE jia OTHAETE HaBpeMe B
TOAIETHATA.

2.  Kakso Tpa0sa jia 3naete, npeqn aa npaemere Beimson

He npuemaiite Beznzon

- aKo CTC aNepruiHM KbM AKTHBHOTO BEILECTBO CcOJHGEHAIIMHOB CYKIMHAT, WIH HAKOS OT
OCTAHAINTE CBCTABKH HA TOBA JekapcTBo (M3GpoeHH B ToYKa 6),

- aKO HC MOJKETC [a YPHHHpaTe HIH /1a M3MPa3sHHTe NAKOYHHA CH MEXYp HAITBJIHO (3abpXKaHe Ha
YpvHa),

- 4K0 HMaTe TCKKH CTOMALIHO-4peBHH OIUIAKBaHHA (BKJA. TOKCHYEH MeErakoJio
CBBP3aHO ¢ YALEPO3CH KOJIHT),

- aKo CTpajaTe OT MYCKYJIHOTO 3afO/iBaHe, HapeuyeHO MHACTEHMS IpaB
NMPHYHHH H3KTIOYHTETHA C1aboCT HA ONpelie/IeHH MY CKYJIH,

- 4dKO CTpajaTeé oOT YREJIHYEHO BBHTPEOYHO HAJAraHe ¢ TOCTENEeHHA
(rmaykoma),

- aKO CT¢ NOIUIOMKEHH Ha XEMOIHATH3A,

- aKO HMaTe TEXKKO YepPHOAPOoOHO 3aboaBaHe,
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- aKko cTpajgare OT Texko ObOpeuHo 3abongBaHE MMM YMepeHO 4epHOAPOOHO 3abonsgBaHE H
©IHOBPCMEHHO NPHEMATE JIEKapCTBa, KOMTO MOTAT Aa HAMANAT OTAEISHETO Ha CONU(EHALIHH OT
opraHusMa (Hamp. KerokoHaso). B Ttakes cnyvaii, Baumsat nekap wnu dapmauest e Bu
npeaynpeam.

[Ipeau na sanounere nevenwe ¢ Beawson, undopmupaiite Bamna nexap, ako UMate UNM CTe UMann
HJKO€ OT TOPHUTE ChCTOSAHHUA.

lipenynpexeaus B ypeAna3HH MePKH

['oBopete ¢ Bammsa nexap wiu ¢apManeBr, Ipeay 1a npaeMere Besnzon:

- aKo MMare TMPOLeMH ¢ H3NPA3ZBAHETO HA MAKOUHUS MeXyp (OOCTPYKUMS HA NMUKOYHHA MEXYP),
WIH MMaTe¢ npobJieMH ¢ ypunupaHeto (Hanp. cnaba cTpys ypHHA). PACKBT oT HaTpynBaHe Ha
YPHHA B THKOYHAA MeXYp (3aabp:KaHe Ha ypHHA) € 3HaYUTEITHO [10-TOMAM,

- aKko umate 0DCTPYKLHA HAa XpaHOCMHJIaTENTHATA CUCTEMA (3arieK),

- aKo npe Bac uMa pHcK OT NOHMKEHa aKTUBHOCT HAa XpaHOCMHIaTenHata By cuctema (3abaBeHa
NEPUCTANITHUKA HA CTOMAXA M 4epBara). Bamuar nekap me Bu yBeIOMH, ako TakbB pPHCK
CBIUSCTBYBA.

- aKo cTpajare oT TeKKo GROpeyHo 3abonABaHe,

- aKo MMare YMEpeHO YepHOApoOHO 3ab0ABaHe,

- aKO UMaTe XHATajIHa XePHHUA W/TA CTOMAIUHH KHCEJIHHH,

- aKO HMaTe HCPBHO pa3CTPOMCTRO (BEreTATUBHA HERPOMATHA).

Ilpenu na sanouynete neveHue ¢ Besuson, uugopmupaiite Baiiua nexap, ako MMare HWIH HIKOTA CTE
HMaJIH HAKO® OT CIIOMEHATHTE [T0-Trope 3abogBanusl.

Hpenu na sanoudere neyenue ¢ Besuszon, Bawuar nexap me npeleHH Ay MMa Ipyrd MPHYHHK Ja
YpPHHHpaTe 4YeCTO (HAllpUMep ChpAcHYHA HEAOCTaTRUYHOCT (HaMayieHa M3NOMOBamia (YHKUMA Ha
ChpUETO) HiH ObOpeuno 3abonaBane). Ako uMare HHPEKIHMS HA MUKOYHHUTE IILTHINA, BamuaT nekap
Llle BU Npe/NMuIe aHTHOHOTHK (IEKapCTBO Cpelly onpeacicHH OakTepHanHa HHPEKLH).

[dexa r loHOMEA

Besuson ne Tpa6Ba Ja ce U3MmosI3Ba npH AeLia Wi ioHoWH nox 18 rogusu.

Apyra fexapersa . Beamsoa

Hudopmupaiite Bamusa nexap win dapMmauesr, ako NpHeMaTe, HACKOPO CT€ NPHEMAIH HIH €
BBH3MOKHO Jla IPHEMeETe APYTH JIEKapCTha.

OcobeHo BaxHO € 1a yBeoMuTe Bamus iiekap ako npremare:

- APYT'H aHTHXOJIMHCPTHYHH JIEKApPCTBa, XKCIIAHHTE H HeKENAHUTE PEaKiWH U Ha JIBETC JIEKapCTBa
MOJKE Ja C& YBEJINYAT,

- XOJITHHEPrHYHH CPE/ICTBA, Thii KaTO T¢ MOTAT Zia NOHMKAT e(pekTa Ha corpeHalHH,

- JEKapCTBa, KATO METOKNOMPAMHA M LM3ANPUA, KOWTO KapaT XPaHOCMWIATEHATA CHCTEMa Ja
paboTH no-6up30 (conudeHan Moke 12 HaManH TeXHHUA edeKT),

- JICKapCTBA, KaTe KETOKOHA30JI, PHTOHABHp, He/l(UHABHp, WTPaKOHA30Jl, BepanpaMHia M
AWJITHA3eM, KOUTO HaMaJIBaT CKOPOCTTA Ha pa3rpaxkaaHe Ha coMudieHAllMH B Oprasu3Ma,

- JICKApCTBA KaTO PHPaMNMIMH, PCHUTOMH M KapbaMazelndH, Thi KATO T€ MOraT [a yBeJH4aT
CKOPOCTTA Ha PasrpakJaHe Ha coNHPeHalMH B OpraHH3Ma,

- neKapeTBa karo OHochHOHATH, KOWTO MOTaT Ja NPHYMHAT MAM 13 ODOCTPAT Bb3NAJCHHE HA
XpaHonpoBoja (e3oharur).

Besn3zoJ ¢ Xxpasa B HAINTKH
Be3uson Mojxke 11a ce npHeMa cbe Hid 6e3 XxpaHa, B 3aBMCHMOCT OT BamuTte npeanounra

bpemennocT B KbpMeHe
Ako cTe 6peMeHHa WM KbPMHUTE, CMATATE, Y€ MOXE 4 CTE GpeMeHHa WM TUIaHUD
NOChBeTBaHTe ¢ce ¢ Bamna nexkap wnu dgapmanest npead ynotpebata Ha TOBa JieKa

He TpaGra na usnonssare Besuson, ako cre 6peMenHa, ocBeH B cilyyaii Ha KpaiiHa
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He n3nonseaiite Besuson, ako kppMuTe, THil KATO CONTU(EHAIIMH MOXKE Jia TIPEMHHE B KbpMaTa.

IHopupane B paGoTa ¢ MAIIARHA
ConujeHalMH MOXXE Aa NMPUYMHM 3aMBITIEHO BHXKIAaHE W IMOHIKOra CHHIMBOCT W yMOpa. AKO
ITOJIYUHTE HAKOA OT TE3H HEXKENaHU peaklHH, e TpabBa aa wodHpaTe Wid Aa paboTHTE ¢ MalUHHA.

Bezrion chaABPpxa 1aKTO3A
Ako BaumisT nekap Bu e xaza, de HMaTe HEMOHOCHMOCT KbM HAKOH 3aXapH, MOCHBETBANTE ce ¢ HeTo,
peny Aa B3EMETE TO3M MPOAYKT.

3. Kaxk na npuemare Be3nszon

BuHary npHeMalite TOBa JIeKapcTBO TOYHO KakTo BH ¢ kaszan BamusT nekap. AKO He CTe CHI'YPHH B
Hemo, NoNMMTaHTe Bamus iekap Wik ¢papManesT.

Obuuaiinata 103a e 5 mg ZHEBHO, OCBEH ak0 Bammar nekap me Bu e kasan ga npuemare 10 mg
JHEBHO.

Tabnerkure ce moribpIaT HEeAH ¢ Majlko TEYHOCT. Moxe Ja ce npuematr chc HaH 6e3 XpaHa, B
3aBUCHMOCT OT Bamure npeamounranus. He pasuynsaiire TabneTkHTe.

AKO ¢T€¢ IpHEIH HoBeve OT HeoOXoaAMATa 103a Beznzoa
AKO ¢TE npueny noseye ot HeobxoaumaTa Ao3a Besnson, Wik ako neTe cilydaifHo € npueno Besuson,
CBBpxkETe ce ¢ Bamnsa nexap win dapmariesr Hezabasuo.

CHMITOMMTE Ha npefo3upaHe MoOTar Ja BKIIOYBAT: [aBOGOME, CyX0Ta B yCT4aTd, 3aMasHOCT,
ChHJIMBOCT H 3aMBIJIEHO BHXKIAHE, BIDKAGHE Y YyBaHE Ha HECBHINCCTBYBALM HELla (XaTFOLHMHALMH),
ApeBp30YAEHOCT, rbpuoBe (KOHBYJICHH), 3aTPYJHEHO [MIIAHE, YCKOpEH CBhpIEYEeH PpPHTHM
(TaxuKapaua), HaTpylBaHe HA YPHUHA B TMKOYHUS Mexyp (3aXbpXKaHE HA YPHHA) U Pa3LIHPEHH 3EHHUIIH
(MuapHaza).

AKO ¢T€ NPONYCHAJIH A2 HpEeMeTe Besnzon

AKO cTe 3a0paBHIIN 2 MpHEMeTe eHa 11034 B 00MYalHOTO BpeMe, B3eMeTe 1 Be/Hara [IOM CE CETHTE,
OCBCH akO He © IOULIO BPEMETO 3a ciaeJBaifara A03a. Hukora He npueManTe NMOBEYE OT €AHA 4034
AHEBHO. AKO C€ ChMHsBaTe B HENIO, BUHATH C€ KOHCY/ITHpaKTe ¢ Baums jiekap Wil (papMalLieBT.

AXO cTe CHpPe/IH npHEMa Ha Besnzoa
Ako cripete Aa npHeMare Be3u3on, cMMITOMHTE Ha CBPHXAKTHBEH MHMKOUEH MEXYp MOKE Ja ce

TIOABAT OTHOBO MNH 1@ ce BrnowaT. BuHard ce koHcyarupalite ¢ Bamiua nekap, axo oOMHCHaTe
CITHPaHE Ha JIEYEHHETO.

AKO MMare HSKaKBH JOIBIHHTENHH BHIPOCH, CBBP3aHK ¢ YIIoTpetara Ha TOBa JIEKAPCTBO, MOMUTANTE
Bamus nexap wnm gpapmavnesr.

4. Bun3MOKHR BeXe/TAHA peaknun

Kakro BcHukH sekapcTBa, Beauson Moxe Aa npen3BHKa HEKENaHH PeaKlMH, BBNPEKH Y€ HE BCEKH
r'd noJy4ana.

AKO MOJIyYHTE anepruveH IPUCTHI MK TEKKA KOKHA peakuHs (Hamp. ofpasyBaHe Ha MEXyPH WIH
MIONIEHE Ha KoXara), Tpsi6Ba nesabapHo Aa yeemomure Bainus rexap HiH dpapMalieBT.

Mma cpoluenns 3a anrHoeneM (KOXKHA aneprus, KOATO NMPHYHHABA OTOK HA THKAHMTE TOYHO IOA
MOBBPXHOCTTA Ha KOXKara) C OOCTPYKLMA HAa JUXATCIHUTE IMBTHING (3aTPyAHEHO AHIIEHeT |
MauHCHTH, NpHeMamy CoMH{EHaAUMHOB CYKITUHAT. [IpH NosBa Ha AHTHOSNAEM, TPSFRS
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Be3u30.1 Moxe 1a IpEAU3BUKA ClleTHUTE JPYTH HEKEIAHH PEaKIMK:;

Muoro ecrn (Morar aa 3acersat noseyve or | Ha 10 gyun)
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- CYXOTa B ycTara
Yectn (Morat aa 3acernar 1 go 10 #a 100 gywm)
- 3aMBIVICHO BHXKAHE,

- 3aHCK, FaZICHE, 3aTPY AHCHO XPAHOCMHWIAHE ChC CHMITTOMM HA ITOJyBaHE Ha KOPEMa, KOPEMHH
bonky, ypursane, rafieHe, CTOMAIIHH KHCETHHH (UCTIETICHS), CTOMAIICH THCKOMGOPpT.

HewuecTn (Morar na 3acersar 70 1 va 100 qymn)

- HHOEKUHA H2 DMKOYHHTC THTHING, HHGDEKIHA HA TUKOYHHS MEXYP,

- CBHJIMBOCT,

~  HapyImeHWC Ha BKYCOBHTE YCEHIaHHS {TUCTey3us),

- CyXH (pasapasHeHH) OYH,

- CYXOTa B HOCHWTE IThTHINA,

- pedrykcHa bonecT (ractpo-ezodiaruancH pedaykc),

- CYXOTa B I'bpJIOTO,

- CyXOTa Ha KOXKaTa,

- 3aTpyIHESHO YPUHHpaHe,

- yMoOpa,

- HaTpynBaHE Ha TEYHOCT B NONHHUTE KpalHHIM (eaeMm).

Peaxn (Morar z1a 3acerdar go 1 na 10 000 OYIIH)

- HATPYNBAHE HA rOJIMO KOJHYECTBO BTBEP/ACHH dekaluu B febenoro yepso (hexanHo
3aIlyIIBaHE)

- YBCIUMABAHE Ha KOJTHYECTBOTO YPHHA B MHKOYHHUA MEXYP ITOPAH HEBB3MOXKHOCT ja OB /e

M3Tpa3HCH (3aIbpKaHe Ha YPHHA)

- 3aMagHoOCT, TaBo0oaHe

- TIOBPBIIAHE

- cbpbex, 0bpus

Mmuoro peaxa (Morar sia 3aceruar 10 1 Ha 10 000 JOYIIH)

- XaMOLHHALIHK, O0BPKAHOCT,

- anepruieH obpus.

C nensBecTna 9ecToTa (0T HAJTMYHHTE NAHHH HE MOKE la Obe HanmpaBeHa OIICHKA)

- HOHIKCH aleTHT, BUCOKM HUBA HA KAJTHI B KPBBTA, KOMTO MOTAT J1a IPHYUHAT HEMPaBUJICH
CBPAEYEH PHTEM,

- [MOBHIIEHO BHTPEOYHO HAJIAraHE,

- NPOMEHH B €JICKTPHYECKaTa AeHHOCT Ha chprieTo (EKI), HCHOPMAJIEH CBPACYECH PHTHM
(Torsade de Pointes), ycemate Ha chpaeuHus pursm, YCKOPEH CBHP/ICYCH PHTHM,

- HapylicHYe Ha Iaca,

- YCPHOAPOOHO HapyIleHHE,

- MYCKYJIHA cliabocT,

- OBOpeuHO HapymeHHe

Crobmapane Ha He:KeNAHN peaknum

AKO NOJIY4HTE HAKAKBH HEXENAaHH JIeKapCTBEHH peakunu, yeeaoMere Bauius nekap, papMaleBT HiaH
MEIMUHHCKA cecTpa. ToBa BKMOYBA BCHUKH BBH3MOXKHH, HEOMHCAHH B TA3H JMCTOBKA HEKEIAHH
peakinu. Moxere ChIO Aa CHOOLINTE HeXeTAHH PeaKijuK AHPEKTHO upe3 U3nbAHMTENHATA areHIus
Mo jekapcrsata, yi. ,Jlamsa I'pyer” Ne 8, 1303 Codms, rem: + 35928903417, yebcalir:
www.bda.bg.

Karo cvobinapare Hexenanu peakimu, MoxeTe na nagete cBos [IPHHOC 3a MOJIY4YaBaHe Ha TMOBeue
HH(QOPMaILs OTHOCHO 6€30NMacHOCTTa Ha TOBA JIeKapCTRO.

3.  Kak aa cxxpansBarte Be3nson
Jla ce cexpaHsBa H2 MACTO, HEAOCTHIIHO 34 JeLa.

ToBa nexapcTBo HE M3MCKBa crieHMaTHY YCIOBHA Ha CLXpaHEHHE.
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[lonwraite Bamug dapmaneBT kak ga M3XBLpIATE J€KapcTBAaTa, KOUTO Bede He M3nos3pate. Tesu
MEPKH 11I¢ CTIOMOTHAT 3a ONa3BaHETO HAa OKOJIHATA Cpe/a.

6. Cpabpkanne HA ONAKOBKATA H IONbJIHHTEIHA HHPOPMANHS

KakBo ¢babp:ka Besun3soun

- AKTHBHOTO BEIIECTBO €:
Be3uszon 5 mg: Beaka tabnerka chabpika 5 mg conupeHaUMHOB CYKIIMHAT, ChOTBETCTBAIM Ha
3.8 mg conudeHaumH.
Bezuson 10 mg: Beska tabnerka cuabpixka 10 mg conudeHaMHOB CYKLMHAT, CHOTBETCTBALIH HA
7,5 mg conudeHanuH.

- Jpyrure ¢bcTaBKH ca:
CbpueBrHa Ha TabneTkaTa: JaKTo3a MOHOXHMAPAaT, L@APEBHYHO HHIIECTE, TAlK, MarHe3WeB
creapat (E470Db).
DHIMOBO NMOKPHTHE:
Besuson 5mg: Opadry xweato (xunpomenosa 6¢cP (E464), turtanoB muokcua (E171),
makporon 400, xenesen okeun, kit (E172), xenesen okcun, yepsel (E172)).
Be3usonl0 mg: Opadry 60 (xunpomenoza 6¢P (E464), turanoB auokcun (E171),
makporon 400), Opadry kadsso (xunpomenosza 6¢cP (E464), turanoB amokcun (E171),
Makporon 6000, sxenesen okcun, xuaT (E172), XkeneseH okCHIL, uyepseH (E172)).

Kak n3rsiexna Be3n3on u kakBo cbabpka onakoBKaTa
Be3u30/1 5 mg: ®bITH, KPBIJIH, ABOMHOW3ITBKHAIH (punmupaHu TabNeTKU ¢ THaMeTHBp 6 mm.
Besuson 10 mg: po3oBu, Kpbriu, 1BOHHOM3MBKHANHM (punMupanu TabneTku ¢ 1MaMeThp 7 mm.

He Bcu4kH BUZI0BE OMAKOBKM MOraT 1a GbAAT MyCHATH B npoaaxoba.

IIpaTexaren na paspemennero 3a ynorpe6a
G.L. Pharma GmbH
Schlossplatz 1, 8502 Lannach

ABcTpus

ITpou3BoauTenn

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

PRO.MED.CS Praha a.s.
Teleska 377/1, Michle, 140 00 Prague 4
Yewka peny6inka

To3u nekapcTBen mpoaykT e paspewen 3a ynorpeba B ippxaBute wienka Ha EUII nox
CJICIHHTE HMEHA:

Asctpus: Vesisol 5/10 mg Filmtabletten

Hewka peny6siuka: Solifenacin G.L. Pharma

[omua: Vesisol 5/10 mg tabl

Perrybnuka Cnosakusi:Urokur 5/10 mg filmom obalené tablety
brarapus: Besuson 5/10 mg ¢punmupanu tabnerku

JlaTa Ha mocaeaHO npepasriexaane Ha JHCTOBKATA
OxromBpu/2023
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