JlucroBka: HH(poOpMAaHs 32 MOTPedHTENH

PRV ELEE
3eBecHH 5 mg GpuaMHpaHd TabIeTKH
Zevesin 5 mg film-coated tablets AL / >y / y /é - 39,203

Comudenanun cykiunat/ Solifenacin succinate 13 -Db- 2020

IIpoueTeTe BHHMATEHO MSJIATA JHCTOBKA MPeaH Aa 3aM04YHETe a NpHeMaTe TOBA JIeKapCTBo,

ThH KaTO TH ChAbPKA BaxkHa 3a Bac undopmanus

- 3anasere Ta3H TUCTOBKA. Moske 1a ce HAJIOKH []a A NPOYETETE OTHOBO.

- AKO UMaTe JOMbIHUTENHH BBIIPOCH, MOJIA, MONMHTalTe Bamms nekap wiu ¢papmauesr.

- ToBa 1eKapcTBO € MpeAnHcaHo eAMHCTBEHO M THYHO Ha Bac. He ro npeorcThnBaiiTe Ha qpyru
xopa. To MO3ke 12 UM HaBpe/IH, HE3aBUCHMO Y€ NPH3HAIMTE Ha TAXHOTO 3a00NABaHeE Ca ChIMTE
Kato Bamure.

- AKO noJyYHTe HAKaKBH HEXXEJIaHH JIEKapCTBEHH Peakluy, yBenomeTe Bamns nexap win
(hapmanieBT. ToBa BKIIIOYBA W BCHYKH BB3MOMKHH HEXKEJIaHH PEAKIIHH, HEOITHCAHH B Ta3H
nmucToBKa. Binkte Touka 4.

KakBo cbabpika Ta3H JIMCTOBKA:

KakBo npescrapisBa 3eBecCHH W 3a KAKBO C€ H3M0JI3Ba
Kakgo Tpsa0Ba 1a 3HaeTe, mpeau Ja npueMeTe 3eBeCHH

Kak na npuemare 3eBecuH

Bb3MOKHH HEXKENAHH PEeaKIH{

Kak na cexpansiBate 3eBecuH

CobabpikaHue Ha ONAKOBKATa U IONbIHUTEIHA HHpOpMALHs

O Lh L e

1. Kakso npeacraBisaBa 3eBeCHH H 32 KAKBO Ce H3110J13Ba

AKTHBHAaTa CbCTaBKa Ha 3eBeCHH TMPHHAUICKH KbM I'pyTriaTa Ha aHTHXOJIHHEPTHYHHTE JICKapCTBCHH
cpencTaa. Te3n JIeKapCTBa C€ M3MOJI3BAT 3a HaMaJlABaHE aKTHBHOCTTA HA CBPBXAKTHBHHA ITHKO4YCH
MEXYPp. Tosa Bu no3BonsBa ga U34akaTe Io-AbJro IIpeay ga OTHAETE OO0 TOAJETHA U YBCIHYaBa
KOJIHYECTBOTO HA YPHHA, KOSTO ITMKOYHHUSA MEXYP MOXKE J1a CbXpaHABa.

3eBeCHH Ce M3M0JI3Ba 3a JICYEHHUE HA CUMIITOMHTE HA ChCTOAHHE, HAPEYEHO CBPBXAKTHBEH [IMKOYEH
mexyp. CHMITOMHTE BKJIIOYBAT: CHIICH, HEYABPIKHM TO3MB 32 yPUHUpaHe 03 npeBapUTeIHO
npeaynpexkIeHHe, YECTO XOJIEHE [0 TOANETHA HIIH MOJMOKPSAHE, aKO HE MOXETE 1a OTHETE HaBpeMe
B TOA/IETHATA.

2. Kakso TpsOBa 1a 3HaeTe, MpelH J1a npueMere 3eBeCHH

He npuemaiite 3eBecun axo Bue:

- CTe aJepruyHy KbM CoMHGEHAMH WIH KbM HAKOE OT IIOMOIIHKMTE BEIIECTBA HA TOBA JICKAPCTBO
(n30poeHH B TOuKa 6);

- CTe ¢ HEBB3MOXKHOCT J1a OT/IEJIMTE YPHHATA MK J1a M3NPa3BaTe MMKOYHHA MEXYP JI0 Kpai
(pereHuus HAa ypUHATA);

- HMATEe TEXKH CTOMAIIHO-YPEBHHU OIUIAKBAHHMA (BKJIHOYHTEIHO TOKCHYEH METaKOJIOH,
YCIIOKHEHHE CBBP3aHO C YILEPO3eH KOJINUT);

- cTpaznare ot 3aboNnsaBaHe Ha MyCKYJIaTypaTa HapeueHO MHACTEHHA
IPHYMHH W3pa3eHa cnabocT Ha HAKOH MYCKYJIH; 4

- MMaTe [OBULIEHO BTPEOYHO HAISITAHE C MOCTeNeHHa 3aryba Ha g

- 4KO CTE HA XEMO/IHAIIN3A;

- HMaTe CepHO3HO YepHOAPOoOHO 3abosABaHe;




Bue crpanate oT TeXKO 6p6peuno 3a60NABAHE HIIH YMEPEHO 4epHOAPOOGHO 3a009BAHE H B CBHIIOTO
BpeMe ¢Te GHiIM HA JIEUeHHE ¢ JIEKapCTBa, KOHTO HaMataBaT H3TbYBAHETO HA 3€BECHH OT TAIOTO
(Hanpumep, kerokonasoen). B Tosu ciy4ait Bue waxre na 6baeTe vEGQOPMAPAHK OT BALIHA JICKAP HIIH
tapmaneder.

Ipeaynpexaenns 1 NpeanasHd MepKH
ToBopere ¢ Bawusa nexkap WiH dapMaleBT, Ipeau aa mprueMaTe 3eBecHH ako BHe:

- HMaTe IPOOJEMH ¢ H3mpasBaHe Ha Bamms nuxodeH Mexyp (00CTpYKIHMS HA IMKOYHHMA MEXYD)
WIH 33 TPYAHSHO OTACHAHE Ha ypyHa (Hanp. ciaba cTpys ypuHa), 3all0TO ChIECTBYRA No-
TOJISIM PHCK OT 3abpsKane Ha YPUHA B ITMKOYHHS MEXyp

- uMare 06CTPYKIHA Ha CTOMAIIHO-YPERBHHA TPaKT (3arck);

- npH Bac iMa pUCK OT HaMaJIeH NACAK HA CHABPIKHMOTO [IPE3 CTOMAIIHO-YPCBHUA TPAKT
(nepucTaNTHKA Ha CTOMAX M 4epsa). BamuAT nexap we Bu uudopMHupa ako CIyqasT € TaKbB,

- cTpajare or Texko GrOpeuno 3a0onaBane;uMaTe yMepeHo YepHOApoGHO 3abonABaHe;

- AKO CT€ IPHEMAJH JIEKAPCTBA, KOHTO BOMAT JI0 HAMATICHO H3TLYBaHe HA 3eBECHH OT TANIOTO
(HamprMep KETOKOHA30M),

- HMaTe napene 3aj rpbgHaTa KOCT (XHATAHA XEPHHS) WIH CTOMALIHA KHCETHHHA

- Hmate HeBpONOTHYHY HApYylWeHHs { ABTOHOMHA HEBPOLIATHA).

Ipenu 3anoupane Ha nevyeHue ¢ 3eBecuH HH(opMupakiTe Bamns nexap, axo Bue umare wnn Hsxora
CTE HMAIH HAKOU OT CTIOMEHATHTE MO-TOPE ChCTOAHHA.

Ilpeau aa 3anodHere npueMa Ha 3eBecyH, BaMAT ekap e NPEUeHH 3a APYTH NPHYHHH JTOBETH JI0
YeCTO YpUHMpane, (HANpUMepP ChpAcYHa HEAOCTATEYHOCT (MPH KOATO CHPIIETO HE MOXKE Ja H3IIOMIIBA
AOCTaTBYHO KOJIMYECTBO KpbB) MiH 6b0peunn 3a6oassanud). AKo cTpajaTe oT HHOEKUHA Ha
NHKOYHHTE ITBTHUILA, Baluuar nexap e HasHatwKH aHTHOHOTHYHO JEYEHHE (JICYUCHHE CPELLy
cneunbuyHE GaKTepHATTHH IPHIHHHTENM).

Jeua H rononin
3eBecuH He TpsaOBa [a Ce H3MOM3BA pH Jel@a u oHowH oA 18 rogunm.

Jpyru nexapcres 1 3epecun

Hudopmupaiite Batuus nexap une ¢apManent, ako IpHeMare, HACKOPO CTE NPUEMANTH HITH €

BB3MOJKHO [ia TIPHEMATe JPYTH JeKapcTBa.

OcobeHo BaxHO € Aa kHbopMUpaTe Bammma iexap ako npaeMaTe:

- JIPYTH aHTHXOIHHEPTHYHH JIEKapCcTBa, €EKTHTE H HeXKENaHATE JISKAPCTBEHH Peakuiy MOraT 1a
CE 3aCHIIAT.

- arOHMCTH Ha XOIMHEPIHYHHTE PELIENTOPH, 3all[0TO MOTAT 14 HAMAIAT eekTa Ha 3CBECHEL

- NEKapCTBa KATO METOKIOIPAME HITH ITH3ANPU], KOUTO CTHMY/IHPAT MOTH/IMTETA
(NepHCTATTHKATA) HA CTOMAIIHO-IPEBHHA TPAKT. 3CBECHH MOXKE 1a HAMAITH TEXHHA edeKT.

- TMEKAPCTBA KATO KETOKOHA301, pHTOHABUP, HelpHHABHP, HHTPAKOHA30J, BEPAlaMHII !
JITHA3EM, KOMTO MOraT 1 3abaBiT H3rbYBaneTo Ha 36BECHH OT TANOTO.

- NMEeKapcTBa KATO puthaMiHIMH, PeHHTOHH M KapOaMa3enuH, KOUTO MOTarT A3 YCKOPAT
H3IBYBAHETO HA 3eBECHH OT TANOTO.

- JeKapeTBa KaTo SUPOcHOHATH, KOMTO MOTAT Ja IPHYHHAT HIH 1a 060CTPAT BH3NANCHUE Ha
xpanonposoa (e3odarut)

3eBecHH ¢ XxpaHa, HNAIMTKH H AJIKOX0JI
Mosxe na ce npuema ¢ uiau Ge3 XxpaHa, B 3dBHCHMOCT OT BauimTe npeanoYuTans.

BpeMenHocT, KbpMeHe H QepTHINTET
Axko Bue cTe GpeMeHHa HITM KBPMHATE, MHCIIHTE, Y€ MOXKeE /i CTe OpeMeHHa
s3afpemereeTe, nochBeTralTe ce ¢ Bamms nexap unn dbapMalieBT IIPEAH Y
NEKAPCTBRO.

3eBecun He TpAGRA /12 e MPHEMA [10 BpEeME Ha OpeMEHHOCT, OCBEH B I
HeO0XOaHMOCT.,



He n3nonspaiite 3eBECHH J0KATO KBPMHATE, Thil KaTC conHdeHaMH MOXKE 3 IpEMHHEE B KEpMara.

Mlodmpane n patoTa ¢ MAIMEA
3eBecun MOKE 1A IPHYMHHA 3aMBIIIEHO BHXKIAHE W NIOHAKOTa ChHAKBOCT M ymopa, Ilopanw Toea, ako
CTpajarte OT Te3u CTpaHuyHH edexTH, He modupaiite 1 He padoTeTe ¢ MALIIAHH.

3eBecHH CLALPIKA JIAKT03a MOHOXMIPAT.
AKO cTe yBeJJOMeH OT Baning Jekap, e HMaTe HEOHOCHMOCT KbM HAKOH 3aXapH, CBBPIKETE Ce ¢
Bamma nexap npenu ia npueMaTe TO3H JIEKapCTBEH TPOAYKT.

3. Kax na npuemate 3eBecun

Bunaru npreMaiite TOBa qexapcTBO TOYHO Taka KakTo Bu e kasam Bamms ekap. AKo He cTe
CUT'YPHH, KOHCYITHpaiiTe ce ¢ Bamua nexkap unn gapMaLesT.

ITpenopruuTeaHaTa 1034 € 5 Mg BEAHBXK JTHERHO,0CBEH aKo NekapaT He Bu ¢ mpeanucan 10 mg
BEAHLK JHEBHO

Onuraiite ce aa npueMare 3¢BeCHH BCEKH JACH N0 €IHO H CBIID BPEME.

TabnerknTe 3eBeCHH Ce MONILILAT LENH ¢ TeyHocT. Morar fa ce npueMar c wid 6es xpaHa, B
3aBHCHMOCT OT Npeanountanuata Bu. Tabnerkure He Tpabra na ce cMauxsar.

O61bpHeTe ce kbM Baims nexap win GapMaiesT, aKo HMaTe BICUATIEHHE, Y€ eheKTLT 0T 3CBeCHH €
MHOTO CHIICH HITH MHOTO cnad.

AKO CTe NpHeTH NoBeYe OF HeobX0AUMATa K032 3eBeCHU

AKO CTe IpHENH TBBPAE MHOTO 3EBECHH, WIH axo CIIydalHo JeTe € B3eno 3€BECHH, BeHara ce
KOHCYsrTHpaiite ¢ Bamms nekap wix gapmanest. CHMOTOMHTE Ha [PEAO3HPAHE MOXeE J1a ca:
r1aBofoKe, CYXOTa B YCTATA, 3aMaiiBaHe, CHHIHBOCT H 3aMBIVICHO 3PSHHE, BIDK/IAHE H YyBAHE HA
HEpeaHA Hella (XaTiOUMHALMH ), H3pa3eHa npesn30yaeHoCT, TEPYoBE (KOHBYICHH), THXATSTHH
CMYLICHHS, YCKOPSH ChpSUeH PHTEM (TaxuKapans), 3aAPEKKa Ha YPHHA B IIHKOYHHSA MEXYD
(peTenuHs) H pasiiNpeHHe HA 3eHHIHTE (MUApHA3a).

AKO CTe HPONYCHA/IM 12 npueMeTe 3eBecuM

Axo 3abpaBHTe 12 MpHEMETe A03aTa IO 00MYAHHOTO BpeMe, B3eMeTe A NO-CKOpPO, OCBEH KO He €
MOMCHT 34 NpUeM Ha clienpama By no3a. Hukora He npueMaiiTe nopeye OT €Ha 1033 AHEBHO AKO ce
CBMHsBarTe, KOHCYNTHpaiTe ce ¢ Bamua nexap wiH GpapMaLesT.

AXO0 cTe cnpesin npueMa Ha 3eBecHH

AKO IIpeyCcTaHOBUTE [IpHeMa Ha JEBECHH, CHMITTOMMTE Ha CBPEXAKTHBCH [THKOUCH MEXYP MOTaT JIa ce
HOABST HIIM Ja c€ Biomar. Buuaru ce KoncyntHpalite ¢ Bamms rexap, ako Bue cmarate na
IpeKpaTHIe IEYEHHETO,

AKO UMaTe HAKAKBY JOMBIHHTENHE BBIPOCH, CEBP3aHH € TIPHEMA HA TOBA JICKapCTBO, NOMUTANTE
Bamius nekap win apmauesT.
4.  BunimoxnH CYpaHHYHH eeKTH

Kaxro BcHukH JICKZpPCTBa, TOBA JICKAPCTBO MOJKE fAa NPAYHIHHE CTPAHHIHH GQ)CKTP[, BEIIPEKH Y€ HE
BCCKH I'H IMOTYyYIARBA.

AKO [IONyMHTE ANEPrHveH IPHCTHI HIH TEKKa KOXKHA peaknud (Hanpumep Mexyp 3
KOXara), He3abapHO TpaAOBa na yeeaoMuTe Banms nekap uin GapMalienT.

AHryoenieM (KOKHA AIEPrus, KOSTO BOOM 0 OTOK B THKAHHTE TOYHO 107 NIOB
oBCTpyKIMA HA AMXATENHKMTE [IFTHINA (3aTPYIHEHO AHLIAHe) ce ChobIIaBa np
condeHaunH CYKUMHAT. AKO C€ [IOABH aHTHOSAEM, IPHEMBT Ha COMM(pEHANH
ce TPeyCcTAHOBH He3a0aBHO H @ ce 3am0yHe TOAXOAAILA JIedeHHe 1 / Wi Ja ce
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3eBECHH MOXeE J1a IpEAU3BHKA CICOIHATE HEXKCIIAHH PCAKITHHL

Mmuoro yeeTH (3acsrar noeeve or 1 Ha 10 yoBeka)
- CYXOTa B ycTaTa

Yectn (3acarar no 1 val(Q yoseka)

- 3aMBIIICHO 3peHUE;

- 3AII€K, TaJieHe, CTOMALIHO PA3CTPOicTBO ChC CHMIITOMH Ha MOAyBaHe, KopeMHa Gonka,
OpHTBaHE, CTOMANTHH KMCeITHHH (THCIIENICHA ), CTOMALIHH CMYIICHHS

Heuectu (zacarat no 1 na 100 yoBexa)

- HudeKunn Ha MHKOYHHTE IHTHINA, BB3NAICHHE HA THKOYHHA MeXyp (LIMCTHT);
- CBHIHBOCT;

- Hapymeno Bp3nipueMaHe Ha BKyca (AH3resms);

- Cyxu (pazapa3HeHH) O4H;

- Cyxota B HoOca,

- Pednyxcna donect (ractpo-ezodareancH peiykc); Cyxo rspio;

- Cyxa xoxa;

- 3arpyaHeHO YPHHUDAHE;

- VYMopa; 0TOK Ha HOJHHTE KpaHHHIH (OTOK).

Penku (3acarar o 1 ma 1000 goeka )

- 3amMaiisade, riaBobone; _

- 3anyiiBaHe Ha YCPBaTA, HATPYTIBAHE HA TOMAMO KOJNWYECTBO BTBLPACHH H3IPANKHCHHA B
nebenoTo yepso;

- IToppruiane;

- Cepbex, 0bpus;

- VBenHYeHO KOMMYECTBO YPHUHA B IIMKOYHHA MEXYp MOPaJH HEBb3MOKHOCT 33 H3NPa3BAHETO MY
(zanpbiKKa HA yPHHATR).

Muoro peaku (3acsrat no-mManko ot 1 Ha 10 000 HoBeka)
- XanouuHaii, KOHBYICHH,
- AnepruueH odpus

C HeH3BECTHA YecTOTA (OT HATHUHUTE JAHHH He MOKe Na ObJe HanpaseHa OlcHKa)

- HamaneH aneTuT, BHCOKH HHBA HA KAIHI B KPbBTA (XHNEPKaIHeM#s), KOHTO MOraT Ja
UPHYMHAT HAPYLIEH CLPIACYEH PHTHM;

- Hennpuym;

- [NoBuIIEHO BETPEOMHO HAMAraHE (IIIAyKoMa);

- Hepurmuuno cepuebuene (Torsade de Pointes), MPOMEHH B €lI€KTPHYECKATA AKTHBHOCT Ha
copueto (EKT'), ycemane na Barus chpcueH pHTbM, YCKOPEH CBPIAEYEH PHTHM,

- 3arpyauen ropop (aucoHua);

- 3anynieaHe Ha YepraTa (Mneyc), AMcKoM$opT B KopeMHara o0J1acT;

- YeproapoOuu HApYIUEHUs, YepHOAPOOHH TECTOBE H3BBH HOPMA,;

- EputeMa H MoUieHe Ha KOKaTa (eKChONHATHEEH JEPMATHT),

- MyckynHa cnabocr;

- buOpedno Hapymwenue;

- AHaWIaKTHIHA peakIaa




5.  Kaxk ga chxpannsate 3eBecun

Jla ce cbXpanABa Ha MACTO, HEJIOCTBITHO 34 JELA.

He n3noasBaiite 3eBeCHH CIel H3THYAHETO Ha CPOKA HA TOJIHOCT, KOHTO € OTOCNA3aH BBpXY KyTHATA
u biarcrepa cien [Nogen Ao,

CpoKbT Ha TOAHOCT H3THYA B IIOCTIENHAA I€H Ha oT0eiist3aHus MECeIl.

Tosu meKkapeTBEeH NpoayKT HE H3HCKBA CIICLHANHH TEMIIEPaTyPHH YCIIOBUS Ha ChXpaHEHHE.
CpxpanfBaiiTe B OpUIHHANHA ONAKOBKA, 33 JIa IO NPEeAnasHIc 0T CBCTIIHHA,

He u3xmsbpisiiTe nekapcTBaTa B KAHATH3AMATA HWIH B KOHTEHHEDE 32 JOMAIUHU OTIIALBIIH.
Tonuraiite Bammus (papMaLeBT Kak Aa H3XBBPIATE JEKapCeTBa, KOUTO Beue HE M3MNoJI3paTe. Tesu
MEPKH 1€ CIIOMOTHAT 3@ OMa3BaHE Ha OKOJIHATA Cpena.

6. CoAbPKAHHE HA OMAKOBKATA H NOTBJIHETE/]IHA HHpOpManua

Kakpo ceanpia 3eBecHn

- AKTHBHATA ChCTABKA € coMi(eHallil CYKIHHAT
Beska Tabnerka 3esecus 5 mg ¢hABPKA 5 mg conu)eHaLHH CYKIHHAT, ChOTBETCTRaa Ha 3,8
mg conubeHanny.

- JIpYTH ChCTABKH €2}
TabuerHo AApo: NAPCBHYHO HALISCTE, MPEXETATHHH3HPAHO,; JAKTO33a MOHOXHIIPAT; LIeNYy/03a,
MHKPOKPHCTANHA, XHIIPOMENO3a, MATHE3HEB CTCapart
duiMoBo noxputre: Makporoa 6000; Tank; xunpoMenosa TuTaos auokcu (E171); xenesen
okcum, xeirr (E 172).

Kak narnexaa 3enecns H KaKBO CbABPKA ONMaKOBKATA

3epecus 5 mg e 6ana go 61en0KBITA NewoBHAHA hriMupana Tabierka ¢ quameTsp 8.0 - 8,2 mm.
3epecHd 5 mg ce npenara B Kytuu ot 10, 30, 50, 90 u 100 dunmupanu TabaeTku

He BcHYKH BUI0BE OMAKOBKM MOTAT Ja GbJaT NycHaTH B npojax6a.

IlpuTexaTen Ha pa3peuIeHHeTO 3a yoTpeda

Zentiva, k.s.

U kabelovny 130

102 37 Prague 10 Dolni Mécholupy
Yemka pemybnuka

IIponssoanten

Zentiva k.s.,

U kabelovny 130,102 37 Prague 10 Dolni Mé&cholupy
emka PenyOnuka

Saneca Pharmaceuticals a.s.

Nitrianska 100, 920 27 Hlohovec,

Craosakusa

Tosu nekapCTBEH NPOAYKT € PA3pPemieH B CTPAHUTE WIEHKH Ha EBpOneickoTo I/IKOHOMHH&L\

TIpocTpaHCTBO CBC CNICAHUTE HMEHA! e ‘SQ\'\\-\MS] o 2
Benrapus: 3eBecuH 5 mg (uiIMHMpaHn TableTKH

Yemka penydnuka: Zevesin

IMonma Zevesin

JlarBua: Zevesin 5 mg apvalkotas tabletes

Jlursa: Zevesin 5 mg plévele dengtos tabletés

PymbHAA: Zevesin 5 mg, comprimate filmate
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CnoBakus: Zevesin 5 mg, filmom obaiené tablety

Tepmanus Solifenacin Succinate Zentiva 5 mg / 10 mg Filmtabletten
OpanHnysa SOLIFENACINE ZENTIVA 5 mg/ 10 mg, comprimé pelliculé
Hcnauus Solifenacina Zentiva 5 mg / 10 mg comprimidos recubiertos con pelicula EFG

O6enuneno Kpancreo  Solifenacin succinate Smg / 10mg Film coated tablets

I[a'ra Ha MOCAEAHO NPePAIrIeKIAAHe HA JHCTOBKATA:
Anyapn.2020




