JIncroBka: nndopmauus 3a norpedures

3eBecHH 5 mg puamupann TabaeTkn
Zevesin 5 mg film-coated tablets

conrdeHalmH cykuuHat/ solifenacin succinate

[Ipouerere BHEMATE/IHO UNJIATA JIHCTOBKA NPeIH A 3al0YHETe 14 NpHeMaTe TOBA JIEKAPCTBO,
ThH KATO TH CbABPKA BaxHa 32 Bac nnpopmanus

- 3anas3eTe Ta3H JIMCTOBKAa. Moxe 1a Ce HaJIOXKH J1a 5l POYETeTe OTHOBO.
- AKO UMate J0MbJIHUTEIHA BBIIPOCH, MOJIS, NONUTaliTe Bamus JieKap Wid ¢apmalieBT.

- ToBa nexkapcTBO € npeanucaHo eAMHCTBEHO M IMUHO Ha Bac. He ro MPEeOTCThIIBAWTE HAa APYTH
xopa. To Moxe 1a UM HaBpeH, HE3aBUCHMO Y€ MPH3HALIMTE HA TAXHOTO 3a00/ISBAHE Ca ChLINTE
kaTo Baiuure.

- AKO MNOJIYYHTE HAKAKBU HEXEJIaHH JIEKAapCTBEHHW peakLuH, yBeomere Bauus nekap wiu
(papmaueBT. ToBa BKJIFOUBA M BCHYKH BB3MOKHH HEXKEIAHH peakuuHr, HEONUCaHHU B Ta3u
JIMCTOBKA. BMXKTe Touka 4.

KakBo ¢baAbpkKa Ta3H JIHCTOBKA:

KakBo npezcrasnisBa 3eBecHH M 3a KakBO Ce W3MOJ3Ba
Kakso TpsabBa na 3naere, npeau na npuemere 3eBecuH
Kak na npuemare 3eBecun

Bb3MOXXHH HEXeNlaHW peaklMH

Kak na cbxpansBare 3eBecuH $Q\ DG &2 2k -09- 2025

CbAbpkaHHe Ha ONAaKOBKAaTa M JIONbJIHUTENHA HHOPMALMS

N W -

1. KakBo npeacrasiisBa 3eBecHH H 32 KAKBO ce H3MO0J/13Ba

AKTHBHATa ChCTaBKa Ha 3eBECHH NMPUHA/IEKH KbM IpynaTa Ha AHTHXOJIHHEPrHYHHUTE JIEKAPCTBEHH
cpeacTBa. 1e3u ekapcTBa ce U3MON3BaT 3a HAMAIABAHE AKTMBHOCTTA HA CBPbXAKTHUBHHS NMHUKOYEH
mexyp. ToBa Bu no3sonsiBa n1a u3uakare no-awiaro npeam aa oTuaeTe 10 TOAIETHA | yBeJlHyaBa
KOJIMYECTBOTO HAa yPHHA, KOETO MHKOYHHA MEXYp MOXKE J1a ChXpaHsBa.

3€BECHH Ce M3I10JI13Ba 3a JIeYEHHE HA CUMITTOMHMTE Ha ChCTOSHHE, Hape4eHO CBPbXaKTHBEH NMHKOYEH
Mexyp. CHMNTOMHTE BKJIIOYBAT: CHIIEH, HEY/IbPXKHM MO3MB 3a YPHHHpaHe 663 [peIBapUuTE/IHO
MIPEAYNPEXACHHE, HECTO XOACHE 110 TOANETHA HIIH MOAMOKPSHE, aKO He MOXKETE /1a OTHJIETe HaBpeMe
B TOAJIETHATA.

2. KakBo Tps0Ba na 3naere, npeau 1a npuemere 3eBecHn

He npuemaiite 3eBecun ako Bue:

- CT€ aJIEPrHYHH KbM COIM(PEHALIMH WIH KbM HAKOE OT MOMOIIHUTE BELLECTBA HA TOBA JIEKapCTBO
(M30poeHH B TOYKa 6);

- CTC C HEBB3MOXKHOCT /1a OT/I@JINTE ypHHATa HIIK /1a W3Mpa3BaTe MUKOYHHUS MEXYP 110 Kpaii
(peTeHLHs Ha ypHHaTa);

- HMATE TCKKH CTOMALIHO-YPEBHH OIUIaKBaHUS (BKJIIOUMTEIHO TOKCHYEH MEraKoJIOH.
YCJI0KHEHHE CBBP3aHO C YJILIEPO3EH KOJIUT): WA

- CTpajarte OT 3a00/sBaHe Ha MyCKyJIaTypaTta HapeyeHO MHACTEHHS rpaBMC, o 0;«&413 / ,%5\
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(Hanpumep, KkeTokona30.1). B To3u ciyuait Bue maxTe na 6bnere HHQOPMHPAHH OT Balllks JIeKap WK
dapmauedBsrT.

MNpeaynpexkaennn u npeanasnu Mepka
['oBopete ¢ Bawng nexap wnu papmauesT, npeau aa npueMare 3eBecHH ako Bue:

- HMaTe npobiieMH ¢ M3npa3BaHe Ha Bauiusa nukoueH MEXYp (0OCTPYKUMA Ha MHKOYHUS MeXyp)
WIIH 3aTPYHCHO OTACNAHE Ha ypHHa (Hanp. cnaba CTpys ypHHA), 38110TO CBUIECTBYRA [10-
FONAM PHCK OT 3abPXKaHe HAa YPHHA B NHKOYHUA MEXYD

- HMaTe OOCTPYKUMA HA CTOMALIHO-YPEBHHSA TPAKT (3aneK);

- np Bac MMa pHCK OT HaMaleH Nacak Ha ChABbPKHMOTO [PE3 CTOMAIHO-YPEBHUA TPAKT
(nepucTanTHka Ha CTOMax M yeppa). Baunar nexap we Bu mHdopmupa ako ciyqadr e Taksa;

- CTpazaTe OT TeXKO 0bOpeuHo 3a6onsBaxe; uMaTe ymepeHo 4YepHOApOOHO 3abonABane;

- 4KO CTC NIpPHEMAIIH NIEKAPCTBA, KOWUTO BOJST 0 HAMANEHO M3TbUYBAHE Ha 3€BECHH OT TAIOTO
(HanpuMep KeTOKOHa30M);

- KMimate napeHe 3aa rpbAHATa KOCT (XHATATHA X€pPHHA) WIK CTOMAIITHKE KMCEIMHH

- Mimarte HeBpONOr#iHKM HapylueHus ( aBTOHOMHA HEBpONaTHA).

[Ipeau 3amouBaHe Ha neueHue ¢ 3eBecHH HH(popMupaitTe Baums nekap, ako Bue umarte wiM Hakora
CT€ HMAIH HAKOHM OT CMOMEHATHTE MO-rope ChCTOAHMA.

IIpeau na 3anouHerte npuema Ha 3eBecun, Bamust NCKap LIE NPEUCHH 32 APYTH NPHUYKHHHK JOBEIH A0
4€CTO yPHHUpaHe, (HanpuMep ChpaeuHa HEAOCTATBYHOCT (MPH KOATO ChPLETO HE MOXE /1a M3NOMIIBA
AOCTATHYHO KOMHUYECTBO KPbB) HiIH ObOpeunn 3abonaBanus). Ako cTpagate or HH(peKuHA Ha
MHKOYHHTE MbTHLIA, BaliMaT nekap 1ie Ha3HaYM aHTHOHOTHYHO JleyeHue {(leueHHe cpelny
ceLuGHIHN DaKTEPHATHH NPHYUHHTEH).

Hdena 1 onomu
3eBecuH He TpsGBa Aa ce M3NON3BA MPM AeLA M IOHOWM fox 18 rOAHUHH.

Apyra JexapcrTea n 3eBecnH

HHgopmupaiite Bauiusg nekap unm dapmanesrt, ako NMPHEMATE, HACKOPO CTE NMPHEMATH HIIH €
BBE3MOXHO Aa MPHEMATE APYTH JIEKapcTBa.

OcobeHo BaxkHo e aa uHGopMupare Bauins JIEKap ako npuemare;

- APYT'H aHTUXOTHHEPTH'HH NEKAPCTBa, e(DEKTHTE M HEKENAHHTE NEKAPCTBEHM PeakUMH MOTaT aa

- drOHHCTH Ha XOMHHEPrHIHUTE PELIENTOPH, 3all0TO MOTAT Aa HAMAJIAT edekTa Ha 3eBECHH.

- JICKapCTBa KATO METOKIONPAMHA WM LUM3ANPHA, KOUTO CTUMYIHPAT MOTWIHTETA
(NepUcTanTHKATa) HA CTOMALIHO-YPEBHHUS TPAKT. 3eBECHH MOXE J1a HAMAJIH TEXHHA e(eKT.

- /ICKapcTBa KaTo KETOKOHA30J1, PHTOHABHP, Hea(HHABUP, HHTPAKOHA30J1, BEPANaMmuA 1
AWJITHA3E€M, KOUTO MOTaT Ja 3a0aBaT HaNBLYBaHETO HA 3eBECHH OT TWIOTO.,

- JIEkapcTBa KaTo pHpaMnNUUMH, GeHUTOHH H KapbaMa3enuH, KOMTO MOTaT aa YCKOPAT
HTBYBAHETO Ha 3€BECHH OT TAJIOTO.

- NIeKapCTBa KaTo OHPOCHOHATH, KOMTO MOTAT A NMPHUYMHAT WM 1a 00OCTpAT BB3NasIEHUE Ha
XpaHonpoBoaa (e3odarur)

3eBeCHH ¢ XpaHa, HAMHTKH H AJIKOXO0.T
Moixe na ce npuema ¢ wiu 6e3 xpaHa, B 3aBHCHMOCT ot Bainure ApeAnOYHTAHHS.

bpeMeHHOCT, KbpMeHe H depTHIAHTET
Ako Bue cte 6pemenna unn KbPMHTE, MHCIIHTE, Y€ MOXe Ja cTe OpeMeHHa iwiH

3abpeMeHeeTe, nockBeTBaliTe ce ¢ Bamma nekap win (apmanesT npeax ynorpebe’ qg:ﬁ ¥ TR &,
JEKapCTRO. SRR O N 2
3eseciH He TpuOBa 1a ce npHEmMAa No BpeMe Ha GPEMEHHOCT, OCBEH B ClTyyaii Ha icpé&na s D |

HEOOXOIUMOCT.
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Illlognpane n pabora ¢ MaIHUK
3eBeCHH MOJXKE /1a MPHYMHH 3aMBIIICHO BHXKIAHE H HOHSKOra ChHIHBOCT M yMopa. Ilopaau ToBa, ako
CTpaaaTe OT TE€3W CTPAHHYHH €(PEKTH, He WOodHpaiiTe U He paboTeTe ¢ MaIIUHK.

3eBeCHH CHLILPHKA JIAKT03a MOHOXA/IPAT.
AKO CTe yBeioMeH oT Balunsa nekap, ue HMaTe HEMMOHOCHMOCT KbM HAKOM 3aXapH, CBbpPXKeTe ce ¢
Bawns nexap npeau Aa npueMare To3M ieKapcTBeH NPOAYKT.

3. Kak 1a npuemare 3eBecun

Bunaru npremaiite ToBa lekapcTBo TOYHO Taka kakTo BH e ka3an Bawma JeKap. AKo He cTe
CHTYPHH, KOHCyATHpa#HTe ce ¢ Bauina nekap wnn dapmauesr.

[ipenopbunrenHara A03a € 5 mg BeAHbK JHEBHO,0CBEH aKO nekapsaT He Bu e npeanucan 10 mg
BEAHBK AHEBHO

Onuraifte ce na npuemarte 3eBecHH BCEKM JEH MO €4HO H CHILO BpEMe.

Tabnerkure 3epecuH ce normbINAT HieNH ¢ TeuHocT. Morar na ce pHeMaT ¢ WiH 6¢3 xpaHa, B
3ABHCHMOCT OT npeanoynTaHusTa Bu. Tabnerkure He Tpa6Ba a ce cMaukear.

ObOBpHeTe ce kbM Batns nekap win gpapMaLeBT, ako HMaTe BNCYAT/ICHHE, Y€ €DEKTHT OT 3eBECHH €
MHOTrO CHJIEH MJIH MHOTO Chad.

AKO cTe NpHe/IH NOBeYue OT HeoGXoAAMATA 1032 JeBecHA

AKO CTe MPHeNH TBLPAE MHOTO 3EBECHH, MM AKO CITYHaliHO ETE € B3EO 3eBecuH, Be/iHara ce
KOHCYyTHpaiTe ¢ Bamus nexap unu ¢papmauesr. CHMITTOMHTE Ha Npeno3vpaHe MoXe 1a ca;
raBo0oiMe, CyxoTa B yCTaTa, 3aMaiBaHe, CHHITHBOCT M 3aMBITICHO 3peHHe, BIDKIAHE H YYBAHE Ha
HEPCATHH Hella (XanIOLHHALMH), U3pa3eHa MPeRb3GYACHOCT, MbpHOBE (KOHBYJICHH), AHXATETHHU
CMYIICHHA, YCKOPEH CbPACHCH PUTHM (TaXHKAPAHA), 3aAPBKKA HA YPUHA B NUKOYHUS MEXYp
(PeTeHLMs) M pasiiHpeHHe Ha 3eHHLMTE (MHApHAa3a).

AKO CTe nponmycHANH A4 NpHeMeTe 3eBecHA

AKO 3a0paBuTe ja NpHeMeTe [03aTa No 00HYaliHOTO BpEME, B3CMETE A NO-CKOPO, OCBEH aKO He e
MOMCHT 3a npHeM Ha cneapaia By no3a. Hukora He npuemaiite noseue oT enHa no3a nueBHo AKo ce
CbMHABATE, KOHCYATHpaHTe ce ¢ Bawina nekap wnu dapmauesr.

AKO ¢Te cupe/in NpHeMa na 3eBecHn

AKO MpeycTaHOBHTE NpHeMa Ha 3eBeCHH, CHMITTOMMTE Ha CBPBXAKTHUBEH MMUKOYEH MEXYP MOTaT Ja ce
MOABAT UNH 11a ce BIolat. BiHaru ce koncyatupaitre ¢ Bauma nekap, ako Bue cMmsTate 1a
NPEKPATHTE JICYEHHETO.

AKO HMAaTe HAKAKBH JOIBIHHTEIHH BHIPOCH, CBBP3aHH C NPHEMA Ha TOBA JIEKapCTBO, NONUTAHTE
Bauius nekap unu dapmManesr.
4.  Bb3MOXRAR cTpaHHYHH edexTh

KaKTo BCHYKH JIEKapCTBa, TOBA JIEKAPCTBO MOXKE 112 MPHLYHHM CTPaHHYHH €(dEeKTH, BLIIPEKHK Ye He
BCEKH I'M MOTy4aBa.

AKO MOJIyYHTE aNepraveH MPUCTBIT MM TeXKA KOXKHA peakiHa (HampUMep MEXYPH M NIWIMHT Ha
KOXXaTa), He3aGaBHO TpA6Ba na yBenoMuTe Bamms nexap wnn ¢dapmauesT.

AHTHOE/IEM (KO0XKHA ajleprus, KOATO BOAM 210 OTOK B ThKaHHTE TOYHO MOJ MOBBP
OOCTPYKUMA HA NMXATETHATE ITHTHILA (3ATPY/IHEHO AMILAHE) CE CLOBIIABA MIPU HAROH, il
CONMPEHAMH CYKUHHAT. AKO CE NOABH aHTHOEIEM, NPHEMBT Ha conudeHaumH cyRuniaT i
C€ NPEYCTAHOBH HE3a0aBHO M J1a Ce 3aNOYHE NOIXOAALUA JIEUSHHE H / WIN Na Ce BIGMATMEPKK
3eBECHH MOXE J1a IPSAH3BHKA CIEAHHTE HEXKENAHH PEaKLMK: BN




Muoro wecTn (3acarat noseue ot 1 Ha 10 yoBeka)
- CYXOTa B ycTara

Yecrw (32caraT g0 1 Hal0 yoBeka)

- 3aMbIIIEHO 3PEHHE;

- 3ancK, raicHe, CTOMALHO PA3CTPOACTBO CHC CHMITOMH Ha NOJYBaHe, KopeMHa 601K,
OPHIBaHE, CTOMAUIHH KHCETHHH (AHCNENICHA ), CTOMAIHH CMYLICHUA

Heuectn (3acarar o 1 Ha 100 yopeka)

- Hudexinn Ha NMKOYHKTE NBTHILA, BL3NATEHUE HA THKOYHMS MEXYp (LINCTHT);
- CBbHAMBOCT;

- HapyieHo b3npHeMaHe Ha Bxyca (ausresus):;

- Cyxu (paznpa3zHeHH) ouu;

- Cyxora B Hoca;

- Pedurykcna 6onecr (racrpo-esotareanen peduiykc); CYXO I'bPJ10;

- Cyxa Koxa;

- 3aTpyAHEHO YPHHHPAHE;

- YMopa; 0TOK Ha ROJTHUTE KpaliHULM (0TOK).

Peaxn (3acarar no 1 va 1000 yopexa )

- 3amaiiBaHe, rnaBobonue;

- 3armyiBaHe Ha YepBaTa, HATPYNBAHE HA [OJIIMO KOJTHYECTBO BTBbPACHH H3NPAOKHEHHS B
nedenoro yepro;

- [loBpblnane;

- Copbex, obpus;

- YBEIHYEHO KOJTHYECTBO YPHHA B MHKOYHHSA MEXYp NOpaaH HEBBIMOXKHOCT 32 H3NPA3BAHETO MY
(3apbxkKKa Ha ypHHAaTa).

Muoro peaxn (3acarar no-manko or | Ha 10 000 YOREKA)
- XaTlOUHHALUWH, KOHBYJICUM;
- AnepruyieH oopus

C neussecTHa wecToTa (OT HATHYHUTE JAHHK HE MOXKeE 1a Gbe HalpaBeHa OLIEHKa)

- HamareH aneTuT, BUCOKH HMBA Ha KajlMii B KPBBTA (XHNepKan1eMus ), KOMTO MOTaT Aa
[MPHYHHAT HAPYLUEH ChPIEYEH PHTHM;

- Henvpuywm;

- [ToBHIIEHO BLTPEOUHO HasiraHe (raaykoMa);

- HepurmuuHo cupuebuene (Torsade de Pointes), npomenn B CIICKTPHUYECKATA aKTHBHOCT Ha
cbpueto (EKT), ycewane na Bawus chpneuen putem, YCKOPEH CbPACYEH PHTHM;

- 3atpyaHeH rosop (aucdonus);

- 3anyiiBaHe Ha Yepsara (Wneyc), aHckoMdopT B KopeMHara odnacr;

- YepHoapoOHM HapylueHHA, Y4ePHOAPOOHH TECTOBE H3BbH HOpPMa;

- Epurema # molneHe Ha koxkara (excdonuarusen AEPMATHT);

- Myckynna cnabocr;

- brOpeuno napyumenue;

- AHadunakTHuHa peaklus

AKO NONly4HTe HAKAKBH HeXKeJaHH JEKAPCTBEHH PeaKiuy, yBeaomere Baluns nexap unm dapmanesr.

ToBa BK/IIOUBA BCHYKH Bb3MOXHH HEOMHCAHH B TA3H JTHCTOBKA HEKENaHN peakunu. Moxere ¢blo aa
CHOOLUHTE HEXENaHH peakUMH JUPEKTHO Ype3 HALMOHATHATA CHCTEMA 33 choO1IaBaH
H3nwinnTenna areHums no nekapersara yi. . Jlamss [pyep” Ne 8, 1303 Codus, T
yebcaiT: www.bda.bg. Kato chobuwiasare nexxenann peakuus, Moxere na nan _
NolyHaBaHe Ha NOBeYe HHPOPMALHI OTHOCHO 6€30NacHOCTTa Ha TOBA 1EKapCTBY, <

S. Kak aa cuxpanaBate 3eBecuH

/a ce cvXxpaHsaBa Ha MACTO, HEAOCTBIHO 38 Jella.




He n3non3saiire 3eBecuH cnen uztHuanero Ha CPOKa Ha FOXHOCT, KOHTO € OTOENA3ZAH BhPXY KYTHATA
u Onaucrepa cnen INoaex Ro.

CpOKLT Ha roQHOCT H3THYA B MOCTEHNAS JIeH Ha OTOENA3aHN!S Mécell.

To3u nekapcTBeH NPOAYKT He H3HCKBA CELMATHH TCMIICPATYPHH YCIOBHA Ha ChXpaHEHHMe.,
ChbxpaHapaiiTe B OpHTHHAJTHA OTIAKOBKA, 34 J1a I'0 NPEeAIa3uTe OT CBET/IMHA.

He n3xBwprisiiTe ekapcTsata B KaHANHM3aLMATA WIH B KOHTEHHEpa 3a JOMALIHK OTHaabIIMN.
[Nonwuraiite Bamns ¢gapmauest kak 1a H3XBBPNATE NCKApPCTBA, KOUTO BeYe He H3Non3Bare. Tesn
MEPKH 11ie CNIOMOrHAT 32 OnasBaHe Ha OKOJIHATA Cpena.

6. Cohabp:kaHHe HA ONAKOBKATA H JONLIHHETEIHA ARpOpMANHS

Kaxso cuanpixa 3esecnn

- AKTHBHATA ChCTABKA € CONHQEHALNH CYKIMHAT
Bcska Tabnerka 3eBecun 5 mg ChbAbpXkKa 5 Mg CoNMEeHAUNH CYKLMHAT, ChOTBETCTBALLA HA 3,8
mg coNr(eHaLHH.

- Apyra cbcTaBku ca:
Tabnerno 4apo: uaperuyHO HUIECTE, TIpEXKCNIaTHHU3HPAHO; JIAKTO3a MOHOXHM/IPAT; LeJTy03a,
MHKPOKPHUCTA/IHA; XHIIPOMENIO3a; MarHe3UeB CTeapar
DuiMoBo nokputne: Makporon 6000; Tank: XHIIpOMEN03a THTaHOB anoxcua (E171); xkenesen
okcun, xuat (E 172).

Kaxk niraexia 3eBecHn n KakBo chABbPKA ONAKOBKATS

3eBecHH 5 mg e Gana 10 6IeR0XKBITS NeMOBHIHA dhuaMHpaHa Tabnerka ¢ avamertsp 8,0 - 8,2 mm.
3eBecHH 5 mg ce npeanara B Kytuu ot 10, 30, 50, 90 1 100 ¢HuamMupaHy Tabnerky

He BCHUKM BHAOBE ONAkoBKH MOTAT fa 6baaT NyCHaTH B npoaaxOa.

IIpaTexaren ra paspeiieHHeTO 38 ynorpeba

Zentiva, k.s.

U kabelovny 130

102 37 Prague 10 Dolni Mé&cholupy
Yewmka penryGnuka

IIpon3BoanTen
Saneca Pharmaceuticals a.s.
Nitrianska 100, 920 27 Hlohovec,

CnoBakus

To3u nekapcTeen npogykr € paspewen B CTpaHHUTE WieHKH Ha EBponefickoro UkonoMHuecko
[IpocTpaHCTBO ¢he ceaHUTE HMeHa:

brarapus: JepecuH 5 mg punMupaHu TabneTku

HYewrka penyGnuka: Zevesin

[Nonwa Zevesin

JlaTBus: Zevesin 5 mg apvalkotas tabletes

JInTea: Zevesin 5 mg plévele dengtos tabletés

Pymbhus: Zevesin 5 mg, comprimate filmate

CnoBakus: Zevesin 5 mg, filmom obalené tablety

["'epmanusg Solifenacin Succinate Zentiva 5 mg / 10 mg Filmtablett
OpaHuus SOLIFENACINE ZENTIVA 5 mg/ 10 mg, comprimé

Obenuneno Kpancteo  Solifenacin succinate >mg / 10mg Film coated tablets

JlaTa Ha NocAenHo Npepasriekaane HA JHCTOBKATA:
18.08.2025 r.



