JIucroBka: HHPOPMALIHN 38 MALUHEHTA
ConudeHakc 5 mg ¢punmupann tabaeTku
Solifenax 5 mg film-coated tablets

conndeHaMHOB CYKIHHAT (solifenacin succinate)

[IpoueTeTe BHEMATEIRO UAJIATS JHCTOBKA, IPEAH Aa 3aM0YHETE Aa NPUEMATE TOBA JEKAPCTBRO,

Thi KaTo TA CHALPXKA BAXHA 3a Bac undopmauns.

- 3anasere Ta3u JUCTOBKA. MOske J1a ce HanoXHu Aa A MPoYeTETE OTHOBRO.

- AKO MMare HAKAKBH JONMBIIHUTENHH BBIIPOCH, NONUTaiTe Balus nexkap uian ¢papMmalieBT.

- Topa nexapcTBo € npeanucano iM4HO Ha Bac. He ro npeorcrengaiite Ha apyru xopa. To
MOXE Aa UM HABPEIH, HE3ABHCHMO, Y€ NIPUIHALIMTE HA TAXHOTO 3a0ondaBaHe ca ChiIUTE KATO
Baiture.

- AKO MOJYYHTE HAKAKBH HEKEJTAHH NEKApCTREHH peakluu yBeaoMete Baumms nexap uin
¢apManeBT. ToBa BKIIOYBA U BCHYKH Bb3MOXHH HEXETAHH peaklHH, HEOITUCAHH B Ta3K

NMCTOBKA. BHkTe TOUKa 4.
U3ITBbTHMTENHA ATEHLLMA MO NEXAPCTBATA
Kakpo ¢cpabpXa TA3H JHCTOBKA

KakBo npeacrasnssa ConudeHake ¥ 3a KAKBO ¢e H3JONI3Ba
Kakeo Tpa0OBa na 3Haete npeau Aa npuemere ConndidiBifs®e.
Kak na npuemare ConugeHaxc

Bb3MOXHH HEXEIaHH peakLHu

Kak ga cbxpauaBate ConudeHaxc

CoabpxaHHe HA ONAKOBKATA M JOMBIHUTE/IHE HH
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1. Kakso npeacrasassa Conundenakc 1 3a KAKBO ¢€¢ H3NM0/13BA

AKTHBHOTO BewnecTBo Ha ConngeHake NPHHAAIEKH KbM IPYNaTa Ha aHTUXOJTHHEPTHYHUTE
ICKAPCTBEHH CPeACTBA. TE3H NneKapCcTBa Ce U3MOA3BAT 32 HaMalABaHe HAa aKTUBHOCTTA Ha
CBPBbXaKTHBHHA NUKOYEH Mexyp. ToBa NO3BOABA Ja H3YAKATE MO-ABINO NpeaH Ja OTHAETE 10
TOANETHATa U yBEIHYaBa KOJIHUYECTBOTO YPHHA, KOETO MHKOYHHUAT MEXYP MOXKE Ja ChXpausBa.

Conudenakc ce U3Mon3ea 3a IeUeHHEe Ha CHMITTOMM HA CBPBXAKTHBEH NTUKOYEH MEXYP.

CUMNTOMHTE BKJIIOYBAT. CHJIEH, HEYABPXKHM 1103UB 3a YpUHHUpaHe 6e3 NpeaBapuTeTHO
NpeaynpeXXaeHUe, YECTO XOAEHE 10 TOoANeTHATa H NOJAMOKPSHE, aK0 HE MOXKETE Aa OTUETE HABPEME B
ToaneTHara.

2. Kakpo Tpsi0Ba 13 3HaeTe npeaH Aa npuemere CoandeHaxe

He npuemaiite Conndenaxc

- aKO CTe aNleprHyHH KbM CONNGEHALHH WIN KbM HAKOA OT OCTAHAIIUTE ChCTABKH HA TOBA
nexapcTro (M30pOEHH B TOUKA 6);

- @Ko CTpajarte OT 3aAbpkKaHe Ha ypHHa (YPHHA, KOATO OCTaBa B MMKOYHUS MeXyp MOpajiH
3aTPYAHEHOTO MY M3Mpa3BaHe);

- aKO UMaTe TEXKH CTOMALLUHO-YPEBHH OIUIAKBAHHA, BKIOUYMTEIHO TOKCHYEH MErakoJoH
(oCTpO pa3wHpeHue Ha 1e0eNoTo HepBo, CEBP3aHO C YILEPO3EH KOIHT);

- ako cTpajate oT 3abonABaHe Ha MyCKylaTypaTa (MHacTEHHS IPaBUC), CMYLLEHHE Ha
HEPBHO-MYCKYITHATa (QYHKLIUSA, KOETO Ce XapakTepH3npa ¢ H3paleHa MycKynHa ¢abocT;

- aKO CTpajare OT NOBULUCHO BbTPEOYHO HANArAHE ¢ NOCTENEHHA 3aryfa Ha IpeHHeTO
(rnayxoma);

- @KO CTE€ NOJIONKEHH HA XeMOAHAITH3A,;

- aKo cTpajare OT TEeXKO 4yepHOApoOHO 3aboiaBaHe;




- aKo CTpajare oT TeXxko 6L0peuHo 3a6onaBaHe HIH YMEpeHO YepHOAPoOHO 3abonsBane H
€IHOBPEMEHHO NIPUEMATE JICKAPCTBEHH CPEACTBA, KOUTO IMOTHCKAT OTCTPAHSABAHETO HA
Conudenakc ot TANOTO (HAnp. KETOKOHA301).

[Ipeav 3anousane Ha neueHHe cbe Conuenakce, HHGopmupalite Balumns nexap, ako kmMaTe UnM cTe
UMaJIM HAKOE OT CNOMEHATUTE MO-rope ChbCTOAHMA.

IIpeaynpexaeHus U NpeaNasHN MEPKH

Koucynrupaiite ce ¢ Bawunsa nexap unu dbapmauest, npeau npueMm Ha ConudeHakc:

= @Ko CTpajatre OT 3anylliBaHe Ha MUKOYHUSA Mexyp (0OCTpYKLHA HA MeXypa) HIU OT
3aTPYAHEHO OTAE/NAHE HA YPHHA (Hanp. cnaba cTpys ypuHa), 3aLI0TO ChIeCTBYBa M0-
FOJIAM PHCK OT HaTpyIlBaHe Ha ypUHa B Mexypa (3aapbXKa Ha YPHHA);

- 8KO C€ OMIaKBaTe OT HEMPOXOAUMOCT HAa CTOMALIHO-YPEBHHUSA TPAKT;

- ako npu Bac uMa pUCK OT HaMaJleHa aKTHBHOCT Ha CTOMAx M YepBa. Baiunsr nexap uie Bu
YBEJIOMH, aKO ChLUIECTBYBA TAKHB PHCK.

- @Ko cTpanarte oT Texko 610peuno 3abonapane;

- aKo cTpajare OT YMepeHo YyepHoaApobHo 3abonapaHe;

- aKo WMaTe TMapeHe 334 PbAHATA KOCT WM CTOMALIHH KHCETHHU,

- @Ko CTpajare OT pa3CTPOHCTBO HA HEPBHATA CHCTEMa (BereTaTHBHA HEBPOIATHSA).

JAena u oHOIIH
Conngenaxc e TpabBa aa ce M3MON3Ba NpH Jela ¥ IOHOLIH o] 18 roguHm,

[lpeau 3anousane Ha neyeHue ¢b¢ Conudenakc, uHpopmupaiiTe Bawns nekap, ako ©MaTe UM cTe
HMaJIH HAKOE OT CIOMEHATHTE N10-TOPE ChCTOAHMA.

[Ipean na sanoune npuemsbT Ha ConudeHakc, Bawmat nexap we npeuedu uMa i APyTH NIPUYKHK 32
yBEIHYEHATa 4eCTOTa Ha yPHHHpAHE (HAMp. CbpJeuHa HEAOCTAThYHOCT, [P KOATO ChPLIETO HE MOXeE
Aa U3MOMIIBA AOCTATHYHO KOIHYECTBO KPbB MK ObOpeuno 3abonssane). Ako crpajare 0T HHGpEKUUs
Ha MAKOYHHTE MbTHLUA, BaluusaT nekap Lie HasHaYH aHTHOMOTHUHHO JeueHUe (JIeYeHHe CpelLy
criequpuuHus GakTepnaneH NPpUIUHATEN).

Apyru nekaperea H Conndenaxe
Unopmupatite Baiuvs nekap wiu papMauesT, ako NpUeMaTe, HACKOPO CTe MPHEMATH HAH €
Bb3MOXHO Ja MPHEMETE APYTH JIEKAPCTRA.

OcobeHo BaxHO € Aa HpopMupare Bauua sekap ako npuemMare:

- JIpYrd aHTHXOJIMHEPTMYHY NIeKapcTBa. EQekTUTe U HeXENaHHTE JIEKAPCTBEHH PEakLiuH U
Ha JBaTa NPOoAYyKTa MOXe Ja Ce 3aCHIAT,

-  @roHHUCTH Ha XOJHHEPrUYHHUTE PELIENTOPH, 3alU0TO MOXE Aa OTC/IalAT edekTa Ha
Comudenaxc;

- JIEKapCTBA KATO METOKJIONPAMH MITH LIU3ANpH, KOUTO CTUMYJIMpPAT MOTHIIUTETA
(nepucTanTukaTa) Ha CTOMaLIHO-upeBHUA TpakT. ConudeHakc Moxe Aa HaManH edeKTa
Ha NIeKapcTBaTa;

- JIeKapcTBa KaTo KETOKOHA30.l, PHTOHABUD, HEN(PHHABUD, HTPAKOHA30], BepanaMuil 1
AMNTHA3EM, KOUTO MOTAT Aa 3a0aBAT OTCTpaHABaHETO HA CONHGEHAKC OT TANOTO;

- JIEKapCTRa KaTto puamnuimH, PeHUTOUH H KapbamasenuH, KOUTO MOTAT Ja YCKOPAT
OTCTpaHABaHeTO Ha ConugeHake OT TANOTO;

- Jiekapctsa karo 6udocHoHaTH, KOMTO MOraT Ja NPUUMHAT WK J1a 00OCTPAT Bb3NaleHHe
Ha XpaHoTIpoBoJa (e30(aruT).

Coangenaxce ¢ xpaHa H HAIUTKH
Moxere na npuemare Convdenakc cbe unn 6e3 xpaHa, B 3aBHCUMOCT OT Bawnure npean

bpeMeHHOCT, KbpMeHe H GepTHIHTET




Axo cTe OpeMeHHa WM KbPMHTE, CMATATE, Y€ MOXKeE Ja cTe OpeMeHHa WM IU1aHupaTe OpeMEHHOCT,
nockBeTBaliTe ce ¢ Ballus nexap uinu dhapmauest npeau ynorpebara Ha ToBa JIeKapCTBO.

He TpabBa na nsnonssare Conugenake no Bpeme Ha OpEMEHHOCT, OCBEH B ClIy4ad Ha KpaiHa

HeoDXoauMOCT,
He nanonssaiite ConugeHakc 10karo KbpMHTE, Thil KATO MOXKE /1A PEMUHE B KbPMATA.

llodpupaHe 1 pabora ¢ MamAHK
ConndeHakc Moxe J1a NpeAu3BUKA 3aMbITIEHO 3PEHHUE H MO-PIAKO CHHAHBOCT HIIH YMOpA.
[lopaau ToBa, ako CTpagaTe OT TE3U CTPAHHUHH edekTH, He wodupaiite U He paboTeTe ¢ MaLLIHHH.

CoangdeHake chabpxa JaKkT03a. AKo Bawusat nekap Bu e xasain, ue yMaTe HEMOHOCUMOCT KbM
HAKOH 3aXapH, CBLPXKETE C€ C HETO, NIPEAH A MPHEMETE TO3HU JICKAPCTBEH NPOAYKT.

3. Kax na npuemate Coandenaxc

BurHaru npuemaiite Tosa 1ekapcTso, TOUHO KakTo Bu e kazan BawusaT nekap. AKo He CTE CUTYPHH B
Hello, nonuTtainTe Baiuud nekap.

[IpermoprwunTenHaTa q03a € eHa TabaeTka (5 mg) BeAHBXK JHEBHO, OCBEH aKo JeKapAaT He By e
npeanucan gse Tabnetku (06wo 10 mg) BegHBXK JHEBHO.

Tabnerkure ce mormbILAT LIETH ¢ MATKO TeYHOCT. MoXe 1a ce mpueMar cbe Ui 6e3 XpaHa, KakTo Bu
¢ yro6Ho. TabneTkure He TpsAOBa 1a ce YynsAT.

AKO cTe npHen nose4ye oT Heobxoanmara goza CoaudeHake
AKO CTe npHenH TBbpAe MHOro ConudeHakc, WM ako ciyudadiHo jete e B3eno ConudeHake, BeAHara
c€ KOHCyATupaiTe ¢ Bamus nexap uiau ¢papmMalieBT.

CHMIITOMHTE Ha Mpefo3MpaHe MOXe Ja ca: rnaBobonue, CyxoTa B yCTaTa, 3amMaiiBaHe, CbHJIMBOCT H
3aMBIJIEHO 3PEHHE, BIDK/IZHE H YYBAHE HA HEPCAIHH HElla (XallOUMHALHH), H3pa3eHa
NpeBb30YACHOCT, FbPYOBE (KOHBYJICUH), AVXATENIHH CMYILEHHUA, YCKOPEH ChpAEUYEH PUTHM
(Taxuxapaud), 3aapbKKa Ha YpHHA U pasLLIHpPEeHHE HA 3eHHULIUTE.

A KO cTe nponycHa H aa npueMete Coanpenake
Axo 3abpasute ga npueMete Tabnerkara B oOMUaMHOTO BpeMe, BIEMETE A WOM CE CETUTE, OCBEH ako
HE € Bpeme 3a cneppaiiara nosa. Hukora He nprueMaiite moBeye oT €Ha J03a JHEBHO. AKO Ce

ChMHsIBATE, KOHCYNTHPANTE ce ¢ Bauus nekap uiu gapMalenr.

AKo cte cnpean npueMa Ha Coandenakc
AKko cnipete npuema Ha ConugeHakc, CHMIITOMHTE Ha CBPbXaKTHBHUA MEXYP MOXKeE /2 C€ BhPHAT WIH
1a ce piowaT. BUHAru ce koHcyntupaiite ¢ Bamua nekap, ako cMATaTe 1a NpeKpaTHIe JIeYEHHETO.

AKO HMaTe HRKAKBH JOTbIHUTENHH BBLIIPOCH, CRBP3aHH ¢ yNioTpebaTa Ha TOBA JIEKApCTBO, MONUTaliTe
Bauins nexkap unm papMaleBT.

4, BL3MOXHH HeXEIAHH PEAKIHH
KakTo BCHYKH JIEKApPCTBa, TOB2 JIEKApCTBO MOXKE J1a NIpe3BHUKA HEXEIAHH PEaKLMH, BBNPEKH Ye He
BCEKU I'¥ TONTy4aBa.

HezabagHo TpabBsa na nagopmupare Baiuus nexap unn dpapMaleBT, ako MoayqHTe
APUCTBIN (HAMP. MEXYPH WK JIKOILIEHE HA KOXKATa).




Ilpy HAKOH MAlLlHEHTH Ce ChOOLIABA 3a aHrHoeAeM (KOKHA AlepruyHa Peakiiis, KOSTO BOAU A0
OTOYHOCT HACTLNBALLA B TbKAHHUTE TOYHO IO/ NMOBLPXHOCTTA Ha KOXKarta) ¢ 00CTpyKLMA Ha
AHXATEAHUTE [TBTHILA (3aTPYAHEHO JHILIAHE).

Axo HacTbnu anruoeneMm, Conudenake Tpabsa fa ce cnpe He3abasHO ¥ 1A ce B3eMaT MOAXOALIO
JIeueHUE/ MEPKH.

Conudenakxc Moxe 1a NpeAU3BHKA CIETHUTE APYTH HEXENAHH PeakLMu:
Mnozo yecmu (MOXe Ja 3acerHar nosede ot 1 Ha Bceku 10 qyiin)

- CYXOTa B ycTara.

Hecmu (Moxce na 3acersar 1o 1 or 10 ayiun)
- 3aMBITIEHO 3PEHHUE;
- 3anek, rajieHe, CTOMalllHO pa3CTPOMCTBO CbC CUMIITOMHM Ha OAYBaHe, CTOMALIHA 60JKa,
OpHUTBaHe, CTOMAILHHA KUCETUHH (AMCIENCHA), CTOMALIHU CMYIIEHHS.

Hevecmu (MoXce na 3acersar Jo 1 ot 100 aywm)
- MHQEKUHMH Ha NUKOYHHUTE TbTHLIA, HHGEKUHM HA TMKOUHHUS MEXYP;
- CBHJIMBOCT;
- HapyLI€HO BbL3NPHEMAHE HA BKyca (au3re3us);
- CYXH (pazapa3HEeHH) OYH,
- CYXOTa B HOCa;
- peduykcHa bonecT (ractpo-e3odareaneH pedaykc);
- CYXO I'bpJO;
- CYXa KOXa,
- 3aTpPYJHEHO YPHHHUPAHE;
- yMopa;
- OTOK Ha AOJIHUTE KpalHHLH.

Pedxu (Moxe na 3acerdar 8o 1 Ha 1000 nywu)
- HaTpymnBaHe Ha BTBBLPACHM ¢ekaiuu B AebenoTo yepso;
- YBE/IHHYEHO KOJIMYECTBO YPHHA B MMKOYHHA MEXYD MOPAAH HEBB3MOMKHOCT 33 H3NPA3BAHETO
MY (3a1pb>KKa HA YPUHATA),
- 3aMaiiBaHe, rinapobonue;
- ¢bpbex, obpus.

Mnozo pedxu (Moxe na 3acersar go 1 Ha 10000 gyuiu)
- XamoLWHALWH, 00bpPKaHOCT,
- anepruucH o0pus.

C neuseecmrna wecmoma (OT HATMYHUTE JaHHU He MOXe Ja Ob/ie HanpaBeHa OLEHKA)

-  NOHMXKEH aneTHUT, BHCOKH HHBA HA KANTHH B KPBBTA, KOETO MOXE a NPHYHHM HapyLleH
CbpJ€4Y€EH PUTHM;

- HapYLUECHO BRTPEOYHO HaNAraHe;

- NpOMEHH B ChpaeyHaTa npoBoauMocT (EKI'), HapywieHue Ha chbpaedHus puTbM, ycellaHe Ha
Batuus cbpiedeH pUTbM, YCKOPEH ChpIEYeH PUTHM;

-  HapylICHWA HA Iaca,

- 4epHoApoOHYU HapYLICHHS,

- MYCKyJ/Ha cnabocr;

- 6B6peyHO yBpexKaaHe.

CrobmaBaHe Ha HEXKEJIAHH peakUHH
AKO MOJIyMHTE HAKAKBH HEXKEIAHH IEKAPCTBEHH peaKi(iu, yeeaoMere Bawms nek
ToBa BKMOYBA BCHYKH Bb3MOXHHM HEOTTHCAHHM B Ta3H JINCTOBKA HEXENAHH peaKL
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chOOIMTE HEeXKENAaHU peakUHN AMPEKTHO Ype3 HallMOHANHA CHCTeMa 3a cboOlIaBade B U3mbnHuTeHA
areHUMA Mo neKapcTsara, yi. ,,JlaMsaH ['pyes” Ne 8, 1303 Codusa, Ten.: +359 28903417,
yebcaiT:www.bda.bg,

Karo ¢bobuiasate HexeIaHU peakiiuy, MoXkKeTe Ja JaJieTe CBOS IPHHOC 34 NOJTy4aBaHe Ha noBeye
HHPOpMaIHA OTHOCHO De30TaCHOCTTA Ha TOBA JIEKAPCTBO.

5. Kaxk na coxpausBare Conudenaxc

Ila C€ ChXpaHABa HA MACTO, HEAOCTHLIIHO 3a AcUaA.

He u3anonzpaiiTe TOBa 1€KApCTBO CNE H3THYAHE CPOKa HA NOJHOCT, 0TOENA3aH BLPXY ONAKOBKATA.
CpOKBT Ha FrOAHOCT OTIOBapA Ha NOCASAHHA A€H OT NOCOYEHUA MECeEL,

To3u nexapcTBEH NPOAYKT HE U3UCKBA CNELHAIHA YCIOBHA Ha ChbXpaHeHHUe.

6. ChabpaxaHHe HA ONIAKOBKATA H JONBJIHHTEIHS HHPOpMAHS
Kakso ceaspxa Conudenake

AKTHBHOTO BeillecTBO B 1 Tabserka Conudenaxe 5 mg e conudeHaUMHOB CYKUMHAT 5 mg,
ChOTBETCTBALUK Ha 3,77 mg conndeHannH.

Jpyrute ChCTaBKM Ca: TaKT03@ MOHOXM/IPAT, LIAPEBMYHO HULLIECTE, XUIIPOMENO3a, MarHE3HEB CTeapar,
omanpadt ®baT (XxUripomenosa, THtaHoB auokcuz (E 171), makporon 8000, Tank, xkene3eH OKCHI KBJT
(E 172)).

Kax m3raexaa Coandenaxe v KakBo ChIbpKa ONAKOBKATA

Conugenakc 5 mg GpunMupanu TabneTku ca 6eyu 10 CBETIONKBITH, KPBIH, JBOHHON3TBKHAIH, C
auaMersp 7mm.

ITspBuYHa onakoBka /6ucrep /

10 (necer) punmupanu Tabnetku ce onaxosar B PVC/PE/PVAC / Al 6nncteps. Bupxy anyMHHHEBOTO
(oo Ha Bceku HMCTEp Ce OTNEeYaTBAT ChOTBETHUTE O3HAUCHHMS.

BropuuHa onaxoBka

3 (Tpu) 6nmcTepa no 10 (aecet) punMupany TaGNeTKH U THCTOBKA Ce MOCTABAT B AMHUYHA CrhbRaeMa
KyTus, H3paboTeHa OT €AHOCTPaHHO MHUIMEHTHONOKPHT KapTOH. BLpXy KyTHaTa ce oTeyarsar
CHOTBETHUTE O3HAUCHUA.

[IpaTeKaTen Ha paipenreHueTo 3a ynorpeba B IpoHIBOAHTE.T

COOAPMA A]l
yn. Unuencko moce 16, 1220 Codus, Buarapus

JdaTa Ha NoC/JAeIHO NpepasrIeKaate Ha aucroskata: FOuu 2024,




