KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA
KBbM PA3SPEHIEHHUE 3A THPT'OBHUS Ne 0022-2780

1. HAUMEHOBAHUE HA BETEPUHAPHUS JIEKAPCTBEH TPOAYKT
Zelys 1,25 mg mpBuaniy TabJeTKA 3a KydeTa

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Bcska Tabnerka chabpika:
AKTHBHO BelIeCTBO:
Pimobendan 1,25 mg

ITomomnu BemecTBa:

KauecTBeH chcTaB Ha IMOMOUIHUTE BCIICCTBA U APYIUTEC CHCTABKH

Silica colloidal anhydrous

Stearic acid

Copovidone

Croscarmellose sodium

Malic acid

Maize starch

Cellulose microcrystalline

Lactose monohydrate

Dried Yeast (ot Saccharomyces cerevisiae)

Pig liver powder

Kpsbria 6exxoBa 1o cBeTsio KadsiBa TabieTka, ¢ eHa IeIMTeNTHA JTUHUS OT eJJHaTa CTpaHa.
TabnerkaTa Moxe 1a ObJie pa3/ienieHa Ha 1B paBHH YacTH.

3.  KIMHHUYHA UTH®OPMALUSA

3.1 Bwunaose :KUBOTHH, 32 KOUTO € npeanazHaved BJIII
Kyuera.
3.2 Tloka3anmus 3a ynorpeda 3a BCeKM BH/I JKUBOTHH, 32 KOWTO e MpeIHa3HAYEeH MPOAYKTHT

3a JieueHHe Ha KOHTECTHBHA ChPJEYHA HEIOCTATHYHOCT MPH KydeTa BCIICACTBHE HA HEJIOCTATHYHOCT HA
KianuTe (MUTpalHa W/WIM TPUKYCHMIAIHA KJIalaHHA PErypruTallis) Wi JWIaTHpaHa KapIHuOMHONATHS
(Bwxre cbimo T. 3.9).

3.3 IlporuBomoka3aHus

Ja He ce m3mon3Ba MUMOOEHIAHBT MPHU XUNEPTPOGUYHU KapJIUOMHUONATHH WM TIPU 3a00JsIBaHUS, TPU
KOHMTO HE MOXe Aa Obe MOCTUTHATO MO00peHUe Ha YAapHHUS 00eM Ha ChPLETO Nopaau (yHKIMOHAIHU WU
AHATOMUYHH MPUYNHU (Hanpumep aopTHa CTEHO03a).

Jla He ce u3MoON3Ba MpHU KyveTa ¢ TEKKO YBPEXKIaHe Ha YepHOApoOHaTa (pyHKIUS, ThH KaTo MMMOOEHIaHbT
ce MeTaboau3upa TJIABHO B YepHUS JIPO0.

lla HC CC HM3II0JI3BA HpI/I CBp’I)X'-IyBCTBI/ITeHHOCT KbM aKTHUBHOTO BCHICCTBO HJIIM KBM HSIKOC€ OT IIOMOIIIHUTEC
BEILIECTBA.

Brmxre cpimo 1. 3.7.

3.4 ChnenuajaHu npeaynpexaeHust
Hama.



3.5 ChenuajaHu npeanasHu MepKH NPH ynoTpeda

CroenuaaHy Opeana3Hy MEpKHU 3a Oe3omacHa VHOTDC63 OpHy BUJOBETC JKMBOTHHM, 3@ KOMTO € IMPCAHA3HAYCH
BJIIT:

[pu xydera cbe 3axapeH quader TpsiOBa 1a ce cliey HUBOTO Ha IUII0K03aTa B KPBBTA.

[lpu >kMBOTHHM, JIeKyBaHH C TMMOOEHJaH, ce MpenopbuBa HaOIOJaBaHe Ha ChbpAcYHATa (QYyHKIHA U
Mopdosorus (BIXKTe ChII0 Touka 3.6).

JbBuamure TabieTKH ca OBKyCeHH. 3a /1a ce M30erHe cIiydaifHO MOTIIbIaHe, ChXpaHsBaiTe TabJeTKuTe Ha
HEIOCTBIIHU 32 )KUBOTHUTE MECTA.

CrenpaiHy Ipeana3sHy MEPKHU 34 JIHIATa, IPUJIaraliyi BETEPUHAPHUS JIEKAPCTBEH MPOAYKT HA )KUBOTHUTE:

CHy‘IaﬁHOTO TOrJIbIIAHE, 0c00eH0 OT ACTC MOXKC Ja AOBCAC OO0 IOsdABAaTa HAa TaXUKaApAWsa, OPTOCTATUYHA
XHUIIOTCH3M:A, 3a4CPBABAHC Ha JIUILIETO U rJ1aBOOOIIHE.

Hewsnomn3BanuTe pas3mosioBeHW TaONEeTKH TpsOBa Ja ce BbpHAT B Onucrepa wiu OyTuikara, a Te B
KapTOHEHaTa OIaKoBKa. Jla ce chxpaHsBa Ha 6€30MacHO MCTO, ajed OT MOIJIe/a U JOCThIIa Ha Jela.

3arBapsiiTe OyTHIIKAaTa IUTBTHO C KallaykaTa BeJHara cjejl B3eMaHETO Ha HeOOXOquMusl Opoii TaOJIeTKH WK
YacTH OT Ta0leTKaTa.

HpI/I CHy‘-IﬁfIHO IIOTJIbIIaHE, He3a0aBHO Ja C€ MOThbpPCHU MECAULMHCKU CHBET, KAaTO Ha JICKapsa CC MpCA0CTaBU
JIMCTOBKAaTa WK €TUKETA HAa MPOAYKTaA.

W3muiiTe ppueTe cu ciie npujiaraHe Ha NpoayKTa.

CHCHI/IEUIHI/I Opeanasiy MCPKH 3a 3allliTa Ha OKOJIHATa cpcja.

He e mpunoxumo.

3.6 He0maronpusiTHu peakuun

Kyuera:

Penku [osprmane?, Juapus?,

(1 no 10 ma 10000 Ttpetupanu | Jlunca na anetut?, Jleraprus?,

JKHUBOTHH): VBenuuaBaHe Ha ChpjeuHaTa 4yecToral, HapylieHus B chbpleuHUTE

Knamu®

MHoro penku
(mo-manko ot 1 ma 10 000 Tpetupanu | [letexun BbpxXy nurasunure 4, Kpbeousnusu
JKUBOTHH, BKJIFOUHUTEITHO H3O0JUPAHU
CHOOIICHHUS):

4,5

! Tesu edpexTn ca 3aBUCHMH OT J103aTa U MOTaT Jia ObJAT U30ErHATH Ype3 HaMaNlsBaHe Ha [03aTa.

2 TIpexomuu

$ IIpu MpPOABIKUTENHO JIeYeHHEe C MUMOOEHJaH MM KydeTa ChC 3a00NsABaHE HAa MHUTpalHAaTa Kilana e
Ha0III01aBaHO TIOBMILABAHE HA MUTPAJIHATA PETYPTUTALHS.

* Benpeku ue Bpb3KaTa ¢ MMMOOEH/IaH HE € YCTAHOBEHA CHO, TE3H MPU3HALM Ha e()EKTH BbPXY IIbPBHYHATA
xeMocTasa (ETEXHU BbPXY JIMTABUINTE, KDbBOM3IMBH) H34€3BAT, KOTATO JIEYEHHETO CE TIPEYCTAHOBH.

5 MoakokHHI

Cpo0maBaHeTo Ha HEOJIArONpUATHH PEAKUUH € BaXXHO. TOBa IMO3BOJISIBA HENPEKBHCHAT MOHUTOPHHI Ha
0e30macHOCTTa Ha BETECPUHAPHUS JIEKApCTBEH mpoaykr. CroOmeHusaTra TpsiOBa Ja ce W3Mpamar, 3a
MMPEAIIOYUTAHE YPE3 BETCPUHAPCH JICKAp, WM Ha MNPUTECKATCIIA Ha Pa3pCHICHUETO 3a THProBUA, WU Ha
HaIlMOHAJHMS KOMIIETEHTEH OpraH 4pe3 HaloHalHaTa CUCTeMa 3a ChoOlIaBaHe. 3a ChOTBETHUTE JJAHHHU 3a
BpPB3Ka BUKTE CHIO TOUKA 16 OT MHCTOBKATA.




3.7 Ynorpeda no Bpeme Ha OpeMEHHOCT, JIAKTALUS WIH SAHIeHOCeHe

bpemMeHHOCT U JaKTaIus.

JlaGoparopHuTe pOoyYBaHUsI NIPU ILUTHXOBE U 3alllM HE MMOKA3BaT HUKAKBHU JIOKA3aTEJICTBA 32 TEPATOTCHHOCT
Wi GEeTOTOKCUYHOCT. Te3u mpoyuBaHus obade, ca MoKa3ajiu J0Ka3aTelICTBa 32 TOKCUYHOCT MPU MalKara u
eMOPHOTOKCHYIHO JIEHCTBHE TIPH BUCOKHU J03H. [[MMOOCHIaHBT ce eKCKpeTHpa B MIIKOTO. bezomacHocTTa Ha
BETEPHHAPHHMS JIEKAPCTBEH MPOJYKT HE € JI0Ka3aHa 1Mo BpeMe Ha OpeMeHHOCT u jakTarus. [Ipuiara ce camo
clie]T IpelieHKa T0JI3a/PUCK OT OTTOBOPHHUSI BETCPUHAPEH JICKap.

3.8 BzammopneiicTBHEe ¢ JpPyrH BeTepPUHAPHH JIEKAPCTBEHW TMPOAYKTH W JApyru ¢opmMu Ha
B3auMojelicTBue

BbB dapMakonornyHuTe MpPOyYBaHUS HE € HAOJIIOJaBaHO B3aMMOCHCTBUE MEXIY ChPACYHUS TIUKO3U]
crpodanTuH n muMoOeHnaHa. [Ipenu3BUKaHOTO OT MUMOOCHIaHa TIOBUIIICHHE HA ChPICIYHOTO CHKpAIICHHE
ce OTciTabBa OT KAIIMEBUTE aHTAaTOHUCTH BeparaMil ¥ JUITHA3EM U OT [3-aHTarOHHCTA MPOTIPAHOIION.

3.9 HauyuH Ha NPHJIOKEHHNE U T03UPOBKA

IlepopanHo IpuIIOKEHHE.

Jla He ce HaJBUIIABa MpeopbYaHarTa 103a. 3a rapaHTHpPaHe Ha MPaBUIIHA JO3UPOBKA TeJecHaTa Maca TpsioBa
Jla ce OMpeeNyd BB3MOXKHO Haii-TouHO. Tabnerkure ce mpwuiarat npu goszupoBka ot 0,2 mg mo 0,6 mg
pimobendan/kg tenecna maca Ha neH. [Ipeamounrtanata aueBHa no3a ¢ 0,5 mg pimobendan/kg TenecHa
Mmaca. Jlozara Tps6Ba ma Obae pasmenena Ha asa npuema (mo 0,25 mg/kg temecHa maca Bceku), KaTo
W3MO0J3BaTe MOAXOASIIA KOMOWHAIIMS OT IIsJIa WU TIOJIOBMHKA TabneTka. [TooBuHATA 71032 ce 1aBa CYTpUH,
a ipyraTa IOJIOBHHA — Beuep, mpuOnmm3uTeaHo 12 gaca cinex Tosa.

Besika no3a a ce naBa nmpuOIM3MTEIHO €AMH Yac npeau xpaneHe. [IpueMa ce CIOHTaHHO OT KMBOTHOTO HJIH
Cce ciiara HalpaBo B ycTara.

ToBa oTroBaps Ha:

Enna npBuania tabnerka ot 1,25 mg cytpunTa U eHa abByaiia tadiaerka ot 1,25 mg Beyepra 3a )KHBOTHO C
tero 5 Kg.

Ta6nerkute (1,25 mg, 5 mg u 10 mg tabieTka) ca 1eJTUMH Ha 2 paBHH YacTH.

BerepruHapHUSIT JIEKAPCTBEH MPOAYKT MOXKE J1a ObJiec KOMOMHUPAH C AUYPETHUIH, KaTO (HypO3EMHU/I.

3.10 CumnroMM Ha nmpego3upaHe (M KOrato e NpUJIOKMMO — MPOLEeAyPH Ha AeiicTBHe NPH CHELIHH
CJYYAHu M AaHTUOTH)

[Tpu mpeno3upaHe MOKe Ja ce MOSIBAT MOJIOKHUTEICH XPOHOTPOIIEH e(eKT, MOBpbhIaHe, anaTus, aTakcus,
CBhpPACYHM IIYMOBE WJIM XHUIOTEH3us. B TakbB cimywail mo3ata TpsOBa Ja ce HaMald M J1a C€ 3all04He
MOIXOJISIIO CUMITTOMATUYHO JICYSHHE.

[Tpu npoxbibkHUTENIHA eKCTIO3UIMs (6 Mecella) Ha 37paBU KydyeTa OT Mopojara OWUTbI MpH 3 ¥ 5 MHTH HaJ
npenopbyBaHaTa /103a, HAKOM KydyeTa ca IOKas3alM YIUIBTHSABAaHE HAa MUTpAJHATa Kiama U JIeBOKaMepHa
xuneprpodus. Tesu npomMeHu ca oT papMaKOAMHAMHYECH MPOU3XO/I.

3.11 CneuuanHu orpaHuvyeHusi 3a ynorpeda M CHeHHATHH YCJOBHS 32 YNOTpeda, BKJIKOYHMTETHO
OrpaHUYeHMs 32 yNoTpedaTa HA AHTHMMKPOOHM M NMPOTHBONAPA3ZMTHHU BeTEPUHAPHU JIeKAPCTBEHH

NMPOAYKTH, C 1€ 1a C€ OrPAHUYMA PUCKDBT OT PAa3BUTHUEC HA PE3UCTECHTHOCT

He e mpunoxumo.
3.12 KapeHTHH cpoKoOBe

He e npunoxumo.
4, DAPMAKOJIIOT'NYHA NTHO®OPMAIIUA

4.1 BerepuHapeH JiekapcTBeH aHaTOMO-TepaneBTH4YeH Ko (ATCvet Code):
QCO01CE90.



4.2 dapmakoamHAMHKAa

[MumoOeHIaHbT, TMPOU3BOMHO HA OCH3UMUAA30JI-MUPHUIA3UHOHA € HECHMIIATOMUMETHYHA, HETJIMKO3H]HA,
WHOTPOITHA CYOCTaHIINS C U3Pa3eHN Ba30IMUIATOPHU CBOMCTBA.

[TomOXUTETHOTO WHOTPOIHO JCHCTBHE Ha NMUMOOCHJaHA CE MEJWHMpa OT JBa MeXaHW3Ma Ha JCHCTBHE:
VBENIMYCHHE Ha KallWdeBaTa YYyBCTBUTEIHOCT HA CBPJACYHATE MHUO(DHUIAMEHTH W WHXUOWpaHE Ha
dochomuectepaza Ill. Toit cpm1o Taka MPOSIBABA CHIOPAMIUPBAIIO ACHCTBUE UpE3 HHXUOUPAIIO ACHCTBHE
BBPXY aKTHBHOCTTA Ha Qochoauectepasa lll. Taka monoKUTETHUSIT HHOTPOIIU3BM HE CE OTKIIIOYBA HUTO OT
JIeWCTBHE, TIOTOOHO HAa TOBA HA CHPJCYHUTE TIIUKO3HU/M, HUTO CHMITATOMUMETHUYHO.

JlokazaHo e, d4e KOraro ce M3IOJ3Ba B Clydad Ha CHMIOTOMAaTHYHA KIAlaHHA HEJOCTaTbYHOCT
€IHOBPEMEHHO ¢ (hypo3eMu, BETEPUHAPHHUAT JEKApCTBEH MPOLYKT MOA00psSBa KayeCTBOTO Ha YKUBOTA M
yABIKaBa OUAKBAHATA MPOABIKUTETHOCT HA XKHUBOTA MPU TPETHPAHUTE KyUeTa.

JokazaHo e, We KOrato ce H3IONI3Ba B OrpaHW4eH Opod ciydanm Ha CHUMITOMAaTHYHA UJIaTaTUBHA
KapIMOMHONATHs €JHOBPEMEHHO C (ypo3eMHuA, CHANalpuil W IUTOKCHH, BETEPUHAPHHUAT JIEKapCTBEH
IPOAYKT MOZOOpsiBa KauecTBOTO Ha KMBOTA M yObJDKaBa OYaKBaHATa MPOIBDKUTEIHOCT Ha JKUBOTA IPH
TPETUPAHUTE KyUeTa.

4.3 dapmMaKkoKWHETHKA

Crnen mepopallHO TMPUIOKEHHUE Ha NHUMOOeHIaH alOcoioTHATa OWOHAJMYHOCT Ha HEroBaTa aKTUBHA
cyocrannus e 60—-63%. Twil KaTo AHOBPEMEHHUAT WM IMPEIBAPUTCIHHUAT MPHEM Ha XpaHa HaMalsBaT
OMOHAIIMYHOCTTA, TUMOOCHIAHBT TPsIOBa Nla ce mpuiara okojio 1 wac nmpemu xpaHeHe.

Cnen mepopanto npmiarage Ha 0,25 mg/kg T.M. mumoGeHIaH, MaKCUMaIHaTa Iia3MeHa KOHICHTPAIUS €
omna 17,4 ng/L (cpemto Cmax) u AUC e 6mma 20,9 waca*pg/L (cpeano AUC.).

OO6embT Ha pasnpenernenue ¢ 2,6 L/kg, koeTo mokaspa, ue MMMOOCHAAHBT Ce pasnpenes Obp30 B ThKaHUTE.
CpenHoTo cBBp3BaHe ¢ Mmia3MennTe nporenHu e 93%.

CheMHEHUETO ce JIEMETHIINpa Ype3 OKCHAWpaHe 10 OocHOBHHs aktuBeH mertabomutr (UD-CG 212). Ilo-
HATATBITHATE META0ONMTHH TpeoOpasyBaHus ca ¢asza Il konioratm Ha UD-CG212, karo Hampumep
TIIIOKYPOHUIN | CyN(aTu.

[Tna3MeHHAT MONYKMBOT Ha eNMMMHHUpaHe Ha nmumoOeHnaHa ¢ 0,4 yaca, KOETO CHOTBETCTBA Ha BHUCOKHS
wpbHC 0T 90 ml/mMun/Kg u kpaTKOoTO CpeiHo pe3uaeHTHO Bpeme ot 0,5 yaca.

Haii-3HauMMHST aKTHBEH METabOJIUT Ce STMMHUHUPA C IJTa3MEH MOJY)KUBOT Ha STMMHHUPAHE OT
2,0 yaca. [Toutn nsIaTa jo03a ce eTMMUHUPA Upe3 (eKaTuuTe.

5. DAPMAIEBTUYHHU JAHHU
51 OcHoBHM HECHBMECTHUMOCTH

He e npunoxumo.

5.2  Cpok Ha TogHOCT

3a npoxykTa B 6aucTepu:
Cpok Ha rOJIHOCT Ha KpaifHus BETepUHAPEH JICKAPCTBEH MPOIYKT: 3 TOJAWHHU.

3a nponyKTa B OyTHIIKH:
Cpok Ha rOJIHOCT Ha KpaifHus BETepUHAPEH JICKAPCTBEH MPOIYKT: 2 TOJAUHHU.
Cpok Ha rOJIHOCT CJIe/l TbPBO OTBapsHE HA ITbPBUYHATA OMAKOBKA: 2 Mecela.

5.3 Cneuuannu yciaoBusi 3a cCbXpaHeHHe



3a GaucTepuTe: HEM3MOI3BAHUTE PA3IIOIOBEHH Ta0IETKH TPsIOBA J]a Ce BbPHAT B OJIMCTEpa | JIa CE U3ITOJI3BAT
NIPY CIIE/IBAIIOTO MpHIIaraHe.

[a He ce cpxpansBa npu Temnepatypa Hag 30°C.

3a Oyrunkure: OyTWiKara Ja ce 3arBaps IUITBTHO C IeN Tpeana3BaHe OT Biara. Hewsmon3saHuTe

Pa3MoJIOBEHN TabJIETKU TPSOBa 1a ce BbPHAT B OyTHIIKaTa M Ja CE M3II0JI3BAT IPH CJIABAIIOTO PUIIaraHe.
[a He ce cpxpansBa npu Temnepatypa Hag 25°C.

54 Bujau cbCcTaB HA NBPBUYHATA ONAKOBKA

3a GaucTepuTe: MoJUaMU-aTy MUHUI-TIOIMBUHIII XJIOPU])/ alyMUHMHN, TOIJIMHHO 3alle4yaTaHu.
Kapronena kytust ¢ 3 wnu 8 Gnuctepa mo 12 TabneTku.

3a OyTHiIKaTa: MOJMETUIICH C BUCOKA IUIBTHOCT C BUHTOBA Kallayka OT HOJHIIPOIMIICH ChC 3allUTa OT JIela.
60 Tabnerku B OyTHika ot 35 ml.

He Bcuuku pasmepu Ha omakoBKaTa MOraT Ja ObJaT npeajaraHy Ha rasapa.

55 CrnenuajHun MEPKH 32 YHUINOKABAHC HA HEU3IIOJI3BAHU MNPOAYKTH HJIH OCTATHUHU OT TAX

BerepunapHuTe IeKapCTBEHH MPOYKTH HE TPSAOBa J1a ObJaT U3XBBPJISHHU UPEe3 OTIIAIHU BOJIU HITU
OUTOBHU OTHAIBIIH.

W3nosn3Baiite mporpamMu 3a BpbIlaHe IPY YHUIIOKABAHETO HA HEU3ITOJI3BaHU BETCPUHAPHU
JICKaPCTBEHU MPOJTYKTH WU OCTAThIHU OT TSIX B CbOTBETCTBUE C M3UCKBAHUATA HA MECTHOTO
3aKOHOJIATENICTBO U C BCUYKY HAIIMOHAHU CUCTEMU 32 ChOMpPaHe, MPUI0KUMU 32 ChOTBETHUS
BETCPUHAPCH JICKAPCTBEH MPOIYKT.

6. HNME HA ITPUTEKATEJISAA HA PASPEIIEHUETO 3A ThPT'OBUA

CeBa Anuman Xent brarapus EOO/]

7. HOMEP(A) HA PASPEHIEHUETO 3A ThbPI'OBUSA

0022-2780

8. JATA HA MTBbPBOTO N3JABAHE HA PABPEILIEHUETO 3A ThPI'OBUSI
JlaTa Ha TBPBOTO M37aBaHE HA pa3pereHneTo 3a Thproeus: 27/02/2018.

9. JATA HA HNOCIEJIHATA PEJAKIUA HA KPATKATA XAPAKTEPUCTHUKA HA
HPOAYKTA

02/2024
10. KIIACU®UKAIUS HA BETEPUHAPHUTE JIEKAPCTBEHU ITPOJAYKTHU
[la ce oTmycka camo II0 JIEKapCKO NpeIcaHue.

Ho;[p06Ha I/IH(l)OpMaI_II/Iﬂ 3a TO3U BCTCPHUHAPCH JICKAPCTBCH IMPOAYKT MOXKE Aa HAMCPUTC B Oasarta JaHHHU Ha
Cpro3a otHocHO npoxykrute (https://medicines.health.europa.eu/veterinary).

J-P BAIEHTHUH ATAHACOB
3AMECTHHUK U3IIBJIHUTEJIEH JIUPEKTOP


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

