JIMCTOBKA:

il HaumeHnoBanue Ha BeTepUHAPHUS JT€KAPCTBEH NPOIYKT

Zelys 5 mg npBuariy TabJIeTKH 32 Kydera

2. ConcraB

Bcska Tabierka chabppiKa:
AKTHBHO BellleCTBO:
Pimobendan 5.00 mg

Kpsrira 6esxoBa 1o cBeTIo KadsiBa TabIeTKa, C €IHA JSIUTETHA JIMHAS OT €IHATa CTPaHa.
TabmerkaTa MoXxe 1a ObJe pa3eincHa Ha JBE PaBHU YacTH.

3. Bupose :knBoTHH, 32 KOUTO € npeaHasHauen BJIII

Kyuera.

4. Iloka3anus 3a ynorpeoda

3a JleueHre Ha KOHT'eCTHUBHA ChpJieuHa HEJOCTATHUYHOCT MPU KydeTa BCIICACTBUE Ha HEIOCTATBYHOCT Ha
Kiaamure (MUTpalHa WWIM TPUKYCIWJAIHA KJIAaMaHHA PErypruTanys) WIM JWIaTHpaHa
KapauoMuoIaTus. Buxre ChINO T. ,,I[O?;I/IpOBKa 3a BCCKHM BHJ XXHBOTHO, HAaYMHH W MCTOJ Ha
MIPUIIOKEHHUE .

5. IIporuBomoxa3zanust

Jla He ce M3M013Ba MUMOOCHIAHBT NIPU XUIIEPTPOPHIHHN KapJUOMUOTIATHH U TIPU 3a00ISIBAaHAS,
IIPY KOUTO HE MOXKe Jia Ob/Ie MOCTUTHATO MTOJ00PEHHUE HA YIapHUs 00eM Ha ChPIIETO TOpaau
(hYHKITMOHAHY WJIM aHATOMUYHHU TIPUYHHYU (HAIPUMeEp a0pTHA CTEHO3a).

Jla He ce M3MOI3Ba NPU KydeTa ¢ TEKKO yBpeXkIaHe Ha YepHOIpoOHaTa QYHKIMS, ThU KaTo
NMUMOOEHAaHBT c€ MeTa0O0JIM3Kpa IJIABHO B UePHHUS JP00.

Jla He ce M3M0JI3Ba NPU CBPbXYYBCTBUTEIHOCT KbM aKTUBHOTO BEIIECTBO MJIU KbM HAKOE OT
IIOMOIIHUTE BEIIECTBA.

(Bmxre cbio T. ,,bpeMeHHoCT U makTanys’).

6. CrnenunaJiHu npeaynpe:RIeHus

Crenuainay npeayupekIcHus:
Hama.

CrielinaJiHy peana3Hi MepPKU 3a 0e3omacHa yrnorpeda npu BUIOBETE YKUBOTHH, 32 KOUTO €
npenHazHayeHd BJIIT:

JpBUammTe TaOJIETKH ca OBKYCEHH. 3a J]a ce m30eTHe CIIy4JaifHO MOTIIBIaHe, ChXpaHsIBaTe
TaOJIETKUTE Ha HCAOCTBIIHMU 3a )KUBOTHHUTEC MECTaA.

3a semepunaprume nexapu
ITpu xydeTa cbe 3axapeH quader TpsgOBa aa ce cieJu HUBOTO Ha TIIFOK03aTa B KPBBTA.



[pu )kUBOTHH, IEKyBaHH ¢ MUMOOCH IaH, ce MpernopbuBa HAOIIOIaBaHe HA ChpJieuHaTa GYHKIUS 1
Mopdoirorust (BIXKTE CHIIO T. ,,HeOmaronpusaTHu peakmmn”).

CrielnaJiHy pena3Hy MEPKHU, KOUTO TPIOBa Ja B3eME JMIIETO, IPIJIATali0 BETCPUHAPHUS
JICKApCTBEH NPOJYKT HA YKUBOTHHTE:

CrnyuyaifHOTO TIOTJTBIIIAHE, OCOOEHO OT JIeTe MOXKE Ja JOBEJIC JI0 MOsIBaTa Ha TaXUKAPAHs, OPTOCTATHYHA
XUIOTEH3US, 3aUePBIBaHE Ha JIMIIETO U TJIaBOOOITHE.

HewnsmnomsBannTte pa3nooBeHH Ta0NIEeTKH TPSAOBa JAa ce BbpHAT B OnmcTepa wiu B OyTHIKaTa, a Te — B
KapTOHEeHaTa OmakoBKa. Jla ce chXpaHsBa Ha 0€30MacHO MSICTO, Jajied OT MOTJIeAa U JOCTHIIA Ha Jiela.
3arBapsiiTe (haKoHA TUIBTHO C KaraykaTta BeJHAra clieJl B3EMaHETO Ha HEOOXOMUMHUS Opoil TabIeTKu
WJIM YacTH OT TabJeTKaTa.

Ilpu cnydaiiHo mornmbiiaHe, He3abaBHO Ja ce MOTHPCH MEIMIMHCKH CBHBET, KAaTO Ha JIEKaps ce
MPEIOCTAaBH JIMCTOBKATA MJIM €TUKETAa Ha MPOIYKTA.

W3muiiTe phIETe CU Clie/ IPUIAaraHe Ha MPOyKTa.

bpeMeHHOCT 1 JTaKTaITHS:

JlaGopaTopHuTe NpOydYBaHWSA NpPH IUTHXOBE M 3aillM HE IOKa3BaT HHMKAKBH JOKAa3aTeJCTBa 3a
TEPAaTOTEHHOCT WX (PETOTOKCHYHOCT. Te3u mpoyuBaHus oOade, ca TOKa3ald JOKa3aTelcTBa 3a
TOKCHUYHOCT MPH MaiikaTa ¥ eMOPHOTOKCHUYHO JISHCTBHE MTPH BUCOKH JIO3H.

[MTuMoOEHAaHBT CE EKCKPETHPA B MIISKOTO.

Be3omnacHocTTa Ha BEeTEpUHAPHUS JICKAPCTBEH MPOJIYKT HE € JIOKa3aHa 1Mo BpeMe Ha OPeMEHHOCT U
nmakrarus. [Ipumara ce camo cies mpeneHka moi3a/prcK OT OTTOBOPHUS BETEPUHAPEH JIeKap.

BzanMosieiicTBrE ¢ ApYTrH BeTepUHAPHU JIEKAPCTBEHH NPOJIYKTH U APYry GopMHU Ha B3aUMOIeHCTBHE:
3a semepunaprume nexapu

BB (dapmakonornuHuTe npoyuBaHHA HE € HAOJMIOJaBaHO B3aUMOACHUCTBHE MEXKIY CbPICYHUS
TIIMKO3M] cTpodaHTHH 1 muMoOeHaaHa. [Ipemn3BuKaHOTO OT MMMOOCH aHa MTOBUIIICHUE HA CHPACYHOTO
ChKpallleHHe ce OTcabBa OT KalILMEBUTE aHTAarOHUCTH BEpalaMul M AWITHA3eM U OT [B-aHTaroHHcTa
MIPOIIPAHOJIO.

IIpenosupane:
B cnyuait Ha ipeno3upane, CBbpKETE ce ¢ Bamus BeTepuHapeH Jiekap.

3a semepunapnume nexapu

[Ipn mpemo3upaHe Moke Ja ce TMOSBST MOJOXHUTEIEH XPOHOTPOIEeH e(eKT, MOBpbIIAHEe, anaTws,
aTakcHs, ChbpACYHM IIyMOBE WJIM XUIOTeH3UsA. B TakbB citydail no3ara TpsOBa Ja ce HamMajd U Ja ce
3aro4He MOIXOASII0 CHMITOMAaTHYHO JIYEHHUE.

[Ipu mpoabmkuTenHa mpuaraxe (6 Mecera) Ha 3[paBH KydeTa oT opojaTa OUrsJl Ipu 3 ¥ 5 MbTH HaJ
IpenopbyBaHaTa 103a, HIKOM Ky4eTa ca IM0Ka3aJid YIUIbTHABAaHEe HAa MUTpaJIHATa Kilara 1 JIEeBOKaMepHa
xurneptpodus. Te3u npomMeHu ca oT papMaKkoAMHAMHYCH IPOU3XO/I.

OCHOBHU HECEBMECTUMOCTH:
He e npunoxumo.

7. He6aaronpusTHu peakuun
Kyuera
Penxu [osprmane?, Juapus?,
(1 mo 10 ma 10 000 TpeTupanu Jlurica Ha anetut?, Jletaprus?,
JKUBOTHH): VBenuuaBaHe Ha chp/euHara yectoral, Hapymenus B

CHPJCUYHHTE KJIamu®

MHoro penku

IMerexun BbpXY aurasunmte *°, Kppeonzmmen +°
Yy




(mo-manko ot 1 Ha 10 000 TpeTupanu
XKHUBOTHH, BKJIFOUUTEIHO N30JUPAHH
CHOOIICHU):

! Tesn edexTr ca 3aBHCHMH OT []03aTa M MOTaT Ja ObJaT H30ErHATH Ype3 HaMaJlsBaHe Ha J103aTa.
2TIpexoanu

3 [Ipu IpOABIKUTENHO JIeUeHHe ¢ TMMOOEHIaH PH KydeTa ChC 3a00/IBaHE Ha MUTPAIIHATA KJIaa €
Ha0JII0/ITaBaHO MTOBUINIABAHE HA MUTPAIHATA PETyPTrUTAIVSL.

* BeIpeku 4e Bpb3KaTa ¢ MMMOOEH/IaH HE € YCTAHOBEHA SCHO, TE3U MPU3HALM Ha €()eKTH BEPXY
II’bPBUYHATA XeMOCTa3a (MIETEXUU BbPXY JIMTABUINTE, KPHBOU3IMBH ) U34YE3BaT, KOraTo JICYCHUETO Ce
MPEYCTaHOBHU.

® TouKOBHIHO 0OE3LBETABAHE HA IMTABULIATA TIOPAIH KbPBEHE

6 [MomkoxHU

Cpo01mraBaHeTo Ha HEOJATONPUATHH PEaKITu ¢ BaKHO. ToBa MM03BOJIsIBA HEMPEKHCHAT MOHUTOPHHT Ha
0e30rMmacHOCTTa Ha MTPOAYKTA. AKO 3a0eNIeKUTE HAKAKBH HEOIArONMPHUSTHA PEaKIUH, BKITFOYATEIHO H
TaKHBa, KOUTO HC Ca OIMMCAaHH B Ta3W JIMCTOBKA UJIN MHUCIIHUTC, Y€ BCTCpI/IHapHI/ISI J'IeKapCTBCH HpO}lyKT
HE JICHCTBa, CBBPIKETE Ce MbpBO ¢ Bamus BeTepuHapeH jiekap. MoxeTe ChIIOo J1a ChoOIaBaTe
H66J'IaFOHpI/IHTHI/I pCaKLII/II/I Ha HpI/ITe)I(aTGJ'IH Ha pa3pemeHHeTo 3a TI)pFOBI/ISI, KaTO U3I10JI3BATC JAHHUTC
3a KOHTAKT B Kpas Ha Ta3u JIMCTOBKA UJIU 4YPE3 Baimara HallMOHAJIHA CUCTEMA 3a CT)O6H13B3HG§
https://kvmp.bfsa.bg.

8. I[osnpomca 3a BCEKH BU/I )KUBOTHO, HAYUHHU U ME€TOA HA MPUJIOKCHUE

[TepopanHo npunoxeHue.

Jla He ce HaJBHINIABA MTPEopbYaHATA JI034.

Jla He ce HaJBHINIABA MTPEopbYaHaTa J1034.

3a rapaHTHpaHe Ha MpaBWIHA JO3UPOBKA TEJIECHATa Maca TpsOBa Ja ce Ompeneid Bb3MOXKHO Haii-
TouHO. TabneTkute ce mpraaraT mpu go3uposka ot 0,2 mg mo 0,6 mg pimobendan/kg tenecna maca Ha
nen. Ipenmountanara aueBHa go3a e 0,5 mg pimobendan/kg tenecna maca. Jfo3ara tpsibBa na 0bae
paznmenena Ha aBa npuema (mo 0,25 mg/kg TermecHa maca BCEKH), KaTo H3IOJ3BATE IOIXOJAIIA
KOMOWHAIIWS OT LisJ1a MM MOJIOBHHKA TabseTka. [TonoBrHaTa 1032 ce 1aBa CyTPHUH, a {pyraTa MoJIOBUHA
— Beuep, npubnusutenHo 12 yaca cres ToBa.

Bcsika 1032 1a ce JaBa MpUOIM3UTEIIHO €MH Yac IpeId XpaHeHe.

Tosa otroBaps Ha:

Enna mpBuania tabnetka OT 5 MY cyTpUHTA U €J]HA AbBYaIla TabJeTka oT 5 MJ BedepTa 3a )KUBOTHO C
terio 20 Kg.

Ta6nerkute (1.25 mg, 5 mg u 10 mg tabieTka) ca 1elTUMU Ha 2 paBHU YacTH.

BerepuHapHUAT JIEKaPCTBEH MPOJAYKT MOXKe Jia ObJ/ic KOMOMHUPAH C IUYPETHIH, KaTO (HypO3EMHUJI.

9. CbBeTH 32 IPABUJIHOTO NPUJIATaHe HA MPOIYKTA

HpHeMa CC CIIOHTAHHO OT XMBOTHOTO MJIM C€ CJiara HarpaBoO B yCTarTa.

10. KapenTHM cpokoBe

He e npuinoxxumo.

11. CrneumaJjHu ycj0BHS 32 CbXpaHeHUe


https://kvmp.bfsa.bg./
https://kvmp.bfsa.bg./

Jla ce cpxpaHsIBa ganed OT HoTJjie/a U Ha HEJOCTHITHY 3a JIeTa MecTa.

3a OnucTepuTe: HEM3MOA3BaHUTE PA3IOJIOBCHH TaOJIECTKU TPsIOBA J1a € BhPHAT B OKCcTEpa U Ja ce
M3MOJI3BAT MPH CIICABAIIIOTO TPUIAraHe.
Jla He ce chxpaHsBa npu Temriepatypa Haa 30°C.

3a OyTuikaTa: CpOK Ha TOJHOCT CJIe]] TbPBOTO OTBApsIHE HA OMaKoBKara: 4 Meceria.

ByTuikata ia ce 3aTBaps IWTHTHO C IIeJT TPE/Ta3BaHe OT Biara.

Hewusmnos3BanuTe pa3nooBeH: TaOICTKH TPsIOBa Ja ce BbPHAT B OyTHIIKATA U J]a CE U3IIOJI3BAT IIPU
CIIE/IBAILIOTO TPHJIaraHe.

Jla He ce chxpaHsBa npu Temriepatypa Haa 25°C.

I[a HE CC U3M10JI3Ba TO3U BETCPHUHAPCH JICKAPCTBCH IMMPOAYKT CJICA U3TUYAaHC CPpOKAa HA TOAHOCT,

MOCOYEH BHPXY KapTOHEHATa OMaKoBKa, Omuctepa uin Oytuinkata ciel “Exp”. CpokbT Ha rOJHOCT
OTroBaps Ha MOCIEIHMS AE€H OT TO3H MECELL.

12. CnenmanHu mpeana3Hu MePKHU NPH YHUIIOKABaHe

BerepunapHuTe 1eKapcTBEHH MPOAYKTH He TPsiOBa fa ObAaT U3XBBPISTHU YpE3 OTMAIHNA BOAN <WUJIH OUTOBH
OTIAIBLH.

M3non3Baiite nmporpamu 3a BpbLIaHE IIPU YHHUI[OKABAHETO HA HEU3IIOJI3BAHU BETEPUHAPHU JICKAPCTBEHU
HNPOIYKTH WM OCTAaThIM OT TIX B CbOTBETCTBUE C U3UCKBAHUATA HA MECTHOTO 3aKOHOJATEJICTBO U C BCUUKHU
MPUIOKUMHU HAllMOHAJIHHU CHCTEMH 3a chOHMpaHe. Te3n MEepKH Ie MOMOTHAT 3a ONa3BaHE Ha OKOJIHATa
cpena.

ITonuraiiTe Bamuns BeTeprHApPEH JIEKa KaK Jja YHUILIOXKUTE HEHYKHHA BETEPUHAPHU JIEKAPCTBEHU IPOAYKTH.

13. Kaacndpukanus Ha BeTepUHAPHHUTE JIEKAPCTBEHH MPOAYKTH

I[a CC OTITYCKa CaMO IIO JICKApCKO MpEAINMCAaHnC.

14. Homepa na pa3penieHneTo 32 THProBusi M pa3MepH ONAaKOBKH
Paspemienue 3a Teprosust Ne 0022-2781.

Pa3mepu onakoBku:

Kapronena kytus ¢ 5 wim 16 6mucrepa 1o 6 TaGIeTKy.

Kapronena kyTusi, chabprkama 1 6ytunka ot 150 ml ¢ 60 tabneTkw.

He Bcuukn pa3sMEpu Ha OIMaKOBKATa MOrar aa 6’L,Z[aT npeajiaranv Ha 1masapa.

15. JlaTa Ha mocJjieHATA PeJAKI[Us HA TEKCTa

02/2024

[MoxpoGHa nHpopMAaIUs 3a TO3U BETEPUHAPEH JICKAPCTBEH MPOIYKT MOXKE Ja HaMepuTe B 0a3aTa JaHHH Ha
Cnro3a orHocHo npoaykrute (https://medicines.health.europa.eu/veterinary).

16. [lanHwu 3a BpB3Ka


https://medicines.health.europa.eu/veterinary

[purexaTen Ha pa3penIeHUETO 32 THPTrOBH U JAHHU 33 BPB3Ka 3a ch0OIaBaHe Ha MPEAI0IaracMu
HeOJIarOnpHUATHU PEaKIInu:

CeBa Aaumain Xent benrapus EOO/]

Codms 1113, yn. Enemar Ne 26, Bx. b, eT. 1, am. 1

brirapus

Ten.: +800 3522 11 51

E-mail: pharmacovigilance@ceva.com

IIpousBoauTE, OTLOBAPSILL 38 OCBOOOKIABAHETO Ha MAPTHIMU:
Ceva Santé Animale

Boulevard de la Communication

Zone Autoroutiére

53950 Louverné

France

17. JonbaHnTe/IHA HH(pOpMAIHA

X

A-P KPACUMWP 3/IATKOB
AWNPEKTOP HA IVPEKLIAA KB




