KPATKA XAPAKTEPUCTHUKA HA TIPOJAYKTA
KBbM PA3SPEIHIEHHUE 3A ThbPI'OBHUS C BJIII Ne 0022-2781

1. HAUMEHOBAHUE HA BETEPUHAPHUSA JIEKAPCTBEH ITPOAYKT

Zelys 5 mg npBuariy TabJIeTKH 32 Ky4dera

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Bcska Tabierka chappiKa:
AKTHBHO BellleCTBO:
Pimobendan 5mg

ITomolHM BemecTBa:

KadyecTBeH cbLCTaB Ha IIOMOILIIHUTE Belecresa H
JAPYI'UTE CbCTABKHU

Silica colloidal anhydrous

Stearic acid

Copovidone

Croscarmellose sodium

Malic acid

Maize starch

Cellulose microcrystalline

Lactose monohydrate

Dried Yeast (or Saccharomyces cerevisiae)
Pig liver powder

Kpbrna 6exxoBa o cBetio kadsiBa TableTka, ¢ eHa JeMTeNHA IMHUS OT eIHaTa CTPaHa.
TabneTkaTa Moxxe fa ObJie pa3/ieieHa Ha IBE paBHU YacTH.

3. KIMHUYHA UHOOPMALIUS

3.1 Bunose :kMBOTHH, 32 KOUTO e npeaHa3znaden BJIII

Kyuera.

3.2 IMoka3zanus 3a ynorpe6a 3a BceKH BH/ KUBOTHH, 32 KOITO e MpeIHA3HAYEH MPOAYKTHT

3a jieueHUe Ha KOHI'eCTUBHA ChPICUHA HEAOCTATHYHOCT IIPH KyUueTa BCIICICTBUE HA HEAOCTATHYHOCT Ha
KinanuTe (MUTpajdHa W/WIM TPUKYCOMJAIHA KIANaHHA PEerypruTanvs) WIA —JUIaTUpaHa
kapauomuonarus (Buwkre coio T. 3.9).

3.3 IlporuBomokazanus



Jla He ce M3Mo3Ba MUMOOCHIaHBT TIPU XUMEPTPOPYUIHH KapAUOMUOTIATHH WU TPH 3a00JIsIBaHUS,
IIPH KOUTO HE MOXe Jja OBb/Ie MOCTUTHATO ITOI00pEHNE Ha YIapHUS 00eM Ha CHhPIIETO TOpaan
(hYHKIIMOHAIHY WJIM aHATOMUYHU TPUYMHU (HAPUMEp aOPTHA CTCHO3a).

Jla He ce M3MOJI3BA TIPU Ky4eTa ¢ TEKKO YBpeXIaHe Ha YepHOApOoOHaTa PYHKIHSI, Thi KAaTO
MUMOOEHAaHBT c€ MeTabO0JIM3Kpa IIIABHO B YE€PHUS JAP00.

Jla He ce u3MoI3Ba NPU CBPHXYYBCTBUTEITHOCT KbM aKTHUBHOTO BEIIECTBO MIIU KBM HAKOE OT
MTOMOIITHUTE BEIECTBA.

Bwxre coiio 1. 3.7.

3.4 CnenuajaHu npeaynpexieHus

Hsawma.

3.5 CrnenuanaHu npeana3Hyu MePKH NpH ynorpeoda

Crenuainy npeana3sHy MEpKH 3a Oe3omacHa ynorpeda IIpy BUIOBETE )KUBOTHH, 34 KOUTO €
npeanastauen BJIII:

ITpu xyueta cbe 3axapeH quadeT TpsaOBa Aa ce cleJu HUBOTO Ha IIIIOK03aTa B KPbBTA.

I[Tpu XUBOTHH, JIEKyBaHH ¢ MUMOOCH/IaH, ce MpenopbhuBa HAOII0JaBaHe Ha ChpeyHaTa (QyHKIUS U
Mopdomorus (BuKTe ChIo Touka 3.6)

JIpBuamuTe TabIETKU ca OBKYCEHU. 3a J1a ce U30erHe Ciiy4aifHoO MOTIbIIAaHe, ChbXpaHsIBaliTe
Ta6HCTKI/ITe Ha HEAOCTBIIHU 3a ) KUBOTHUTEC MECTaA.

Crenmanay npeanasHd MEPKU 3a JIMIara, [pWiaraiy BEeTEPUHAPHHUS JIEKAPCTBEH MPOJYKT Ha

KHMBOTHHUTC!

CrnyuaifHOTO TIOTITBIIIAHE, OCOOEHO OT JIeTe MOXKE Ja JOBEJIE IO MOsIBaTa Ha TaXUKAPAHS, OPTOCTATHIHA

XHUIIOTCH3MA, 3a4CPBABAHC HA JIMLICTO U raBoooime.

Heusnon3panure Pa3noJIOBECHU TaOJIeTKN TpH6Ba Ja C€ BBbpHAT B 6J'II/ICT6pa NI 6YTI/IJ'IKaTa, a TC B
KapTOHCHATa OITaKOBKa. Jla CC CbXpaHdBa Ha 6e30macHo MACTO, JaJI€yd OT IIorjicaa u JOCThIla Ha ACHA.

3aTBap5{I>'ITe 6YTI/IJ'IKaTa INTBTHO C KalladyKaTa B€aHara CJac] B3EMaHCTO Ha H606X0,Z[I/IMI/I$I 6p0ﬁ TabIeTKH

WII YacTH OT TaOJIeTKaTa.

HpI/I cnyqaﬁ}lo IOorJIbIIaHe, He3a0aBHO Ja €€ MNOTbpCHU MCAWLMUHCKU CBHBCT, KATO Ha JICKaps CC

MPEAOCTaBU JTUCTOBKATA WM €TUKETA HA IPOIYKTA.
M3muiite pplieTe cu clie]l IpujlaraHe Ha poJiyKTa.

CHGHI/IaJ'IHI/I OpeanasHii MCPKH 34 3alllMTa Ha OKOJIHATA Cpeaa:

He e npuitoxxumo.

3.6 HebnaronpusaTHu peakuumn
Kyuera:
Penxu [osprmane?, Juapus?,
(1 mo 10 na 10 000 TpeTupanu Jlunca Ha anetut?, Jletaprus?,
XKUBOTHH): VBennuasaHe Ha ChpjedHaTa yectoral, Hapynienus B

ChpPACYHUTE KJIANN®

MHoro penku




(mo-manko ot 1 Ha 10 000 Tpetupanu | INerexun Bbpxy nurapunute 4, Kpbeonsnuen*®

YKHBOTHH, BKJIFOUNTEIHO N30IUPAHH
CHOOIICHU):

! Tesn edexTr ca 3aBHCHMH OT []03aTa M MOTaT Ja ObJAaT H30ETHATH Ype3 HaMaJlsBaHe Ha 03aTa.
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 SICHO, TE3U NPHU3HALK Ha €()eKTH BEPXY
II’bPBUYHATA XeMOCTa3a (MIETEXUU BbPXY JIMTABUINTE, KPHBOU3IMBH ) U34YE3BaT, KOraTo JICYCHUETO Ce
MPEYCTaHOBHU.

® TloAKOKHI

Cro01aBaHeTo Ha HEOJIArONPUATHU PEAKIIMU € BaKHO. ToBa 1M03BOJISIBA HEMPEKbCHAT MOHUTOPHUHT Ha
0e30MMacHOCTTa Ha BETCPUHAPHUS JICKApCTBEH MpoaykT. ChoOIIeHHuATa TpsAOBa Jla C€ M3Ipallnart, 3a
MIpeATNIOYNTAHE Ype3 BETCPUHAPEH JIKap, WU Ha TPUTEKATENI Ha pa3pelIeHUETO 3a ThPTOBHS, HIIA Ha
HAI[MOHAIHHS KOMITIETEHTEH OpTraH ype3 HallHOHATHATA CHCTEMA 33 ChOOIIaBaHe. 32 ChOTBETHUTE TaHHU
3a Bpb3Ka BIXKTE ChILIO TOUYKA 16 OT TUCTOBKATA.

3.7 Ynorpe6a mo BpeMe Ha OPEeMEHHOCT, JIAKTAIUS WIH sliilleHOCeHe

bpeMeHHOCT M JaKTalus.

JlabGoparopHuTe TpOydYBaHUS TP IUTHXOBE M 3allld HE IIOKa3BaT HUKAKBH JOKAa3aTeJCcTBa 3a
TEPATOTEHHOCT WX (PETOTOKCHYHOCT. Te3u mpoyuBaHHs oOade, ca TOKa3ald JOKa3aTelcTBa 3a
TOKCUYHOCT IpPH MalKkata M EMOPUOTOKCHYHO JEHCTBHE IPU BHCOKU J03U. [IMMOOEHIaHBT ce
€KCKpeTHpa B MIISIKOTO. bezonacHOCTTa Ha BeTepUHApHUS JIEKAPCTBEH IPOAYKT HE € I0Ka3aHa [0 BpeMe
Ha OpeMeHHOCT U JakTanus. [Ipumara ce camo cireq mpereHKa moa3a/prcK OT OTTOBOPHUS BETepHUHAPEH
JIeKap.

3.8 B3aumopeiicTBue ¢ Apyru BeTEePUHAPHHU JIEKAPCTBEHU NPOAYKTH M Apyru ¢GopmMu Ha
B3auMoJelcTBHE

BB (dapmakonornuHuTe NpOyuBaHHS HE € HaOJMIOJaBaHO B3aUMOJACHCTBHE MEXIy CHPIEHHUS
TIIMKO3M]I cTpoaHTHH U mUMoOeHaaHa. [Ipen3BuKaHOTO OT MMMOOCH ]aHa TTOBUIIIEHUE HA CHPACYHOTO
ChKpallleHHe ce OTciabBa OT KalILMEBUTE aHTAarOHUCTH BeparlaMuil U AWITHA3eM U OT [-aHTaroHUcTa
HIPOIPAHOJION.

3.9 HauywH Ha MpUJIOKEHHE U J03UPOBKA

ITepopanHo npunoxeHue.

Jla He ce Ha/BHIIIABa MpeNopbyaHara /103a. 3a rapaHTHpaHe Ha MpaBHJIHA J03UPOBKA TEJIECHATa Maca
TpsiOBa J1a ce orpeiesid Bh3MOXHO Hail-TouHO. TabneTkuTe ce nmpuiarat npu ao3uposka ot 0,2 mg o
0,6 mg pimobendan/kg tenecna maca Ha nen. Ilpeanountanara gaeBHa jo3a € 0,5 mg pimobendan/kg
TenecHa Maca. Jlo3ara TpssOBa a Ob/e paszierneHa Ha jiBa nmpuema (o 0,25 mg/kg TenecHa mMaca BCekH),
KaTO M3I0JI3BaTe MOAXO/sIIa KOMOMHALMS OT IsUla MM MOJOBHHKA Tabnerka. [lomoBuHaTa 1032 ce
JlaBa CyTpHH, a Ipyrara IoJIOBMHA — Beuep, MPUOJIM3UTENTHO 12 Jaca cien ToBa.

Bcsika 103a 1a ce 1aBa IpuOIM3UTEITHO €IMH Yac peau XxpaHeHe. [Ipuema ce CIOHTaHHO OT )KUBOTHOTO
WIIU Ce cjlara HampaBo B ycrara.

Tosa otroBaps Ha:

Enna npByama Tabierka oT 5 My CyTpUHTA U €/Ha JbBUalia TabieTka oT 5 My Bevyepra 3a KHUBOTHO C
terio 20 Kg.

Ta6nerkure (1,25 mg, 5 mg u 10 mg tabneTka) ca 1equMu Ha 2 paBHU YacTH.

BeTepuHapHHAT JEKapCTBEH MPOAYKT MOXKeE J1a ObJic KOMOMHHPAH C AMYPETUIIH, KaTO PypO3eMUI.



3.10 Cumnromu Ha mpego3upane (M KOraTo e NPUJIOKAMO — MPOLETYPH HA JielicTBHE MPH
CIEUIHU CJIy4Yan U aHTHI0TH)

[Ipu mpemo3upaHe Moxke Ja ce TMOSBAT MOJOXKHUTEIEH XPOHOTPOIEH e(eKT, MOBPBLIaHE, amaTHsi,
aTaKCHsl, ChPJEYHN IIyMOBE MM XUIIOTEH3WA. B TakbB ciydail mo3ara TpsiOBa Ja ce HaMajH U Jia ce
3aMo4He NOAXOASIIO0 CHMITOMAaTHYHO JICYEHUE.

[Ipu nmpoabmxuTenHa excno3unus (6 Mecena) Ha 37paBU KydeTa OT mopojaTta Ourea npu 3 U 5 bTH
Haj TpernopbYBaHaTa /1033, HAKOM KydeTa ca IOKa3ajd YyIUTbTHSABAaHE Ha MHUTpajHaTa Kiama |
neBokamepHa xuteptpodus. Tesu nmpomenu ca oT papMakoTHHAMIYEH TPOU3XOI.

3.11 CpenmajHu orpaHMYeHusi 3a ynorpeéa u cHenMajHH YCJOBHS 3a yNoTpeoda,
BKJIIOYHTEIHO OrpPaHUYeHHs] 3a ynorpedaTta Ha aHTUMHUKPOOHM M TNPOTHBONAPA3ZMTHH
BeTEPHHAPHU JIEKAPDCTBEHH MNPOAYKTH, € 1LeJ Aa ce OrpaHuYd PHCKBT OT pa3BUTHE HA
Pe3UCTEHTHOCT

He e npunoxumo.
3.12 KapeHTHHU CpOKOBe

He e mpunoxxumo.

4. DPAPMAKOJIOI'NYHA HHOPOPMALIUA

4.1 Betepunapen jekapcTBeH aHaToMo-TepanesTn4eH ko (ATCvet Code):
QCO01CE90.

4.2 dapmakoguHAMUKA

[lumoOeHmaHbT, TPOM3BOMHO HAa  OCH3MMHIAZON-TIHPUIA3MHOHA € HECHMIIATOMHMETHYHA,
HETJIMKO3UIHA, UHOTPOITHA CyOCTaHIUS ¢ U3pa3eHH Ba30HJIATOPHHU CBOMCTBA.

[Tos10’KNUTETHOTO MHOTPOITHO JICHCTBHE Ha MMMOOCHIaHA C€ MEIMUpa OT JIBa MEXaHU3Ma Ha JIeHCTBUE:
YBEITUYEHHE HA KaJNIMeBaTa YyBCTBUTEIHOCT HA CHPJACYHUTE MHODUIAMEHTH W WHXUOWpaHEe Ha
dochoauecrepasza Ill. Toii chiro Taka MposBsIBa ChIOPA3IIMPSABAIIO JCUCTBUE YPEe3 WHXUOHUPAIIO
JeiCTBUE BBPXY aKTUBHOCTTA Ha (ocdoauectepasa Ill. Taka MOMOKHUTEITHUAT UHOTPOITU3BM HE CE
OTKJIFOYBa HUTO OT ,Z[eﬁCTBHe, HO}Z[OGHO Ha TOBa Ha CbPACYHHUTEC I'NNIMKO3UJU, HUTO CUMIIATOMUMETHUYHO.

JlokazaHO €, 4e KOoraro ce M3IOJ3Ba B Cllydyal Ha CHMITOMAaTHYHA KJallaHHa HEeJOCTaTbUHOCT
€IHOBPEMEHHO ¢ (ypo3eMH], BETEPHUHAPHMUAT JIEKAPCTBEH MNPOIYKT MOmoOpsBa KadecTBOTO Ha
YKUBOTA U yJIBJDKaBa OYaKBaHaTa MPOJbIDKUTEIHOCT Ha )KUBOTA IIPH TPETUPAHNUTE KyUeTa.

JlokazaHO €, 4e KOrato ce M3II0JI3Ba B OrpaHMuYeH Opoil cilydaW Ha CHMITOMAaTHYHA AWJIATAaTHBHA
KapJIMOMHUONIATHS €HOBPEMEHHO ¢ ypO3eMHU/I, SHAJANPHI U JUTOKCHH, BETCPUHAPHUST JIEKAPCTBEH
MPOAYKT MOJOOpsiBa KAUeCTBOTO HA JKMBOTA M yIbJDKABA OYaKBaHATA MPOABIDKUTENHOCT Ha >KUBOTA
IIpU TPETUPAHUTE KyUeTa.

4.3 ®apmMaKOKHHETHKA

Crnen mepopaliHO NPUIIOKEHHE Ha TUMOOCHAaH a0CONOTHATA OMOHAIMYHOCT Ha HEroBaTa aKTHBHA
cyocranmms e 60—63%. Tbil KaTo €HOBPEMEHHUST WIIH IPEABAPUTEITHUSAT IIPHEM Ha XpaHa HaMasiBaT
OMOHANTMYHOCTTA, MMMOOCHJAHBT TPSIOBA Ja ce Mpuiiara okoio 1 yac mpenu xpaHeHe.

Cunen nepopanno npuiarase Ha 0,25 mg/kg T.m. mumoOeH1aH, MaKCHMalIHaTa TIa3MeHa KOHIICHTPALHS
e omna 17,4 pg/L (cpenso Cmax) 1 AUC e 6mna 20,9 waca*pg/L (cpenno AUCoy).



O6embT Ha pasnpenenenue € 2,6 L/Kg, koero mokassa, e MUMOOEHIAHBT Ce pasnpeneis 0bp30 B
ThKauuTe. CpeHOTO CBBP3BaHe ¢ Ma3MeHuTe nporeunu e 93%.

CheIMHEHHETO Ce IEMETHIINPA Upe3 OKCHANPAHE 0 OCHOBHUSA akTnBeH MeTabomut (UD-CG 212).
[o-HaTtaThmHUTEe MeTabOMUTHU TpeoOpasyBanus ca ¢asza |l komroratm Ha UD-CG212, karto
HampUMep TIIOKYPOHHUIN U CyIdaTu.

[Tna3MeHHST MOMYKUBOT Ha €TMMHHUpaHe Ha nmuMmobeHmana ¢ 0,4 yaca, KOETO ChOTBETCTBA Ha
Bucokus KiupbHC oT 90 ml/mur/Kg u kpaTkoro cpemno pesumentHo Bpeme ot 0,5 gaca.

Haii-3Ha4rMHsIT aKTHBEH METa0OIUT Ce SITMMHUHUPA C TUIa3MEH MOTY)KHBOT Ha CTUMUHUPAHE OT
2,0 gaca. ITouTH 1sU1aTa 1033 CE CAMMHHMpPA Ype3 PeKaaTuuTe.

5. OAPMAIEBTUYHU JAHHU
51 OCHOBHHM HECHBMECTHUMOCTH
He e npunoxumo.

5.2 Cpok Ha rogHocT

3a npoayKTa B OJIUCTEPU:
Cpoxk Ha TOAHOCT Ha KpalHUS BeTEpHHAPEH JIEKAPCTBEH MPOAYKT: 3 TOIUHH.

3a mpoayKTa B OVTHIKH:
Cpok Ha TOHOCT Ha KpaiiHUs BETEPUHAPEH JICKapCTBEH NMPOIYKT: 18 Mecera.
Cpoxk Ha TOZIHOCT CIIe/T TbPBO OTBapsIHE HA ITbPBUYHATA ONAKOBKA: 4 Mecena.

5.3 CrnenuanaHu ycJI0BHS 32 CbXpPaHeHUe

3a OnucTepuTe: HEM3IOA3BaHUTE PA3IOJIOBCHH TabJICTKH TPsiOBA Jla e BhPHAT B OJIMCTEpa U Ja ce
M3MO3BAT MPH CJICABAIIOTO MPUIIAraHe.
Ja He ce cpxpansBa npu Temnepatypa Hag 30°C.

3a OyTrIKHTE: OyTHIIKATa J]a ce 3aTBapsi IUTBTHO ¢ 1Ie]l pe/ina3Bane oT Biara. Hemsnomn3Banure
Pa3IoIOBEHH TaOJIETKH TPsIOBA J1a Ce BbPHAT B OYTHIIKATa U JIa CE U3IIOJI3BAT IPH CIIeIBANIOTO

TpUJIaraHe.
Ja He ce chxpaHsBa npu Temriepatypa Haja 25°C.

54 Bl/l)] U CbCTAaB HA MbPBHYHATA OIMAKOBKA

3a GamcTepuTe: NONIMaMUA-aTyMHUHUH-TIONMBHHIII XJIOPH]Y aTyMHHHI, TOTUIMHHO 3aTlleYaTaHu.
Kapronena xytus ¢ 5 wim 16 6mucrepa o 6 TaGieTku.

3a OyTmiKaTa: MMOJUETUIIEH C BUCOKA IUIBTHOCT C BUHTOBA Kalayka OT MOJUIPOIMIEH ChC 3allUTa OT
Jena.
60 Tabnerku B OyTmika ot 150 ml.

He Bcuukn pa3sMEpu Ha OIMaKOBKaTa Morart aa 6’LI[aT npeajiaranv Ha masapa.

55 Cl'leIII/IaJ'IHI/l MEPKH 32 YHUIIO0KABAHEC HA HEU3IIOJI3BAHU MPOAYKTH WM OCTATBIHA OT THX

BetepunapuuTe JIekapCTBEHH MTPOTYKTH HE TPOBa /1a ObIaT N3XBBPIISHA Upe3 OTHATHN BOIN HUITH
OHUTOBH OTIAIBIIH.



W3znomn3Baiite mporpamu 3a BpbIIaHe IPY YHUIIOKABAHETO HA HEU3ITOJI3BAHN BETEPUHAPHU
JIEKapCTBEHU MPOIYKTU WM OCTATHIM OT TSIX B CHOTBETCTBUE C U3UCKBAHUATA HA MECTHOTO
3aKOHOJIATEJICTBO M C BCUYKH HAIMOHATHY CUCTEMH 33 ChOUpaHe, MPUIOKUMH 32 ChOTBETHUS
BETEpUHAPEH JIEKAPCTBEH MPOIYKT.

6. HUME HA ITPUTEXATEJISI HA PASPEHIEHUETO 3A THPT'OBUA

CeBa Aaumain Xent beirapus EOO/]

7. HOMEP(A) HA PASPEHIEHUETO 3A ThPI'OBUs

Pazpemenue 3a Teprosust Ne 0022-2781.

8. JATA HA ITBbPBOTO N3JABAHE HA PASPEIIEHUETO 3A ThPI'OBUA

JlaTa Ha TEPBOTO W3/1aBaHE HA pa3pelIeHneTo 3a Thproeus: 27/02/2018.

9. JATA HA NIOCJIEAHATA PEJAKIIUS HA KPATKATA XAPAKTEPUCTHUKA HA
INPOAYKTA

02/2024

10. KIJACHU®UKAILIUS HA BETEPUHAPHUTE JIEKAPCTBEHU NPOJAYKTHU
Jla ce oTITycka camo 10 JIEKapcKO MpeArucaHme.

[MonpoGHa uHboOpMaIKs 3a TO3U BETEPUHAPEH JICKAPCTBEH MPOYKT MOXKE J]a HaMepuTe B 0azara JaHHU
na Coro3a otnocHo npoxykrute (https://medicines.health.europa.eu/veterinary).

X

[-P KPACMMWP 3/1ATKOB
AWNPEKTOP HA AVPEKLNA KBAM



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

