KPATKA XAPAKTEPUCTUKA HA ITPOJAYKT
KBM PA3PEIHIEHUE 3A THPIOBHSA Ne 0022-3160

1. HAUMEHOBAHUE HA BETEPUHAPHAPHUSA JTEKAPCTBEH MPOAYKT
Cardisan 15 mg rpBuany TabJeTKU 3a KydeTa

2. KAYECTBEH U KOJIMYECTBEH CBCTAB

Bcska Tabierka chabppiKa:

AKTHMBHO BelleCTBO:

Pimobendan 15 mg

ITomo1HHu BemiecTnBa:

KauecTBeH chCTaB Ha MOMOIIHUTE BeIIECTBA U APYIUTE
CbCTAaBKH

JInmoHeHa kucennHa

IToBunon

JlakTo3a MOHOXUApAT

MukpokpucTanHa Leiryio3a
Kpockapmenosa narpuit

Apomar Ha nuie

Jpoxnu (M3cymienn)

Cunuumes JUOKCHUI, KOJIOUIHO XUAPAaTHPaH
Marsne3ueB creapat

JlbpBuania tabieTKa.

CaemiiokadsiBa Tabierka Ha Kad)siBU MMeTHA, KPbIJia U ¢ u3bkHana Gopma, 20 mm, OT eJHaTa CTpaHa ¢
JIMHUS 32 cyylBaHe BbB (hopmaTa Ha KpbCT. TabieTkuTe Morar jia ce pa3ziesisiT Ha 2 Wi 4 paBHU
4acTu.

3. KIMHNYHA THOOPMAILUA

3.1 BugoBe ;kMBOTHH, 32 KOUTO e npeaHazHayexn BJIII
Kyuera.
3.2 Iloka3anus 3a ynorpeda 3a BceKM BUJ ;KUBOTHHU, 32 KOWTO € MpeIHA3HAYEH NPOAYKTHT

3a jeyeHre Ha 3aCTOIHA ChpJAeYHAa HEAOCTATHYHOCT IIPU Ky4eTa, IPOU3THYAIlA OT JUIaTaTHBHA
KapJIMOMHUOTIATHS WM KJIAITHA HEJIOCTAThYHOCT (MUTPATHA H/WIIH TPUKYCITUIATHA KIIAITHA
perypruTanus).

3.3 IIporuBonoxazanus

He n3non3Baiite muMoOeHAaH B ciydyan Ha XUIIEPTPOPUUHH KapIMOMHUOIIATHN HIIH MIPY KIMHUYHU
CBCTOSIHUS, ITPU KOUTO TIOJJOOPSBAHETO HA YAapHUS 00eM HE € Bb3MOXKHO MOpaau QyHKIIMOHATHU WU
AHATOMUYHHU PUYNHM (Hamp. a0pTHA CTEHO34).

Jla He ce M3MnoI3Ba NpU CBPBXUYBCTBUTEIHOCT KbM aKTHBHOTO BEIIECTBO MU KbM HSKOHU OT
IIOMOILHUTE BEIECTBA.

3.4 CrnenmnaJHu npeaynpeRIeHus
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Hsama.
3.5 CnenuaJiHu Npeana3Hu MepPKH NpH ynorpeda

Crenunanny npeana3sHy MEpKH 3a 0e3omacHa ynorpeda Ipy BUIOBETE )KMBOTHH, 34 KOUTO €
npeanasnHauen BJIII:

ChabpKaHUETO HA TIIFOK03a B KPBBTa TPsIOBa Jla ce MU3CIIe/IBa PEAOBHO IO BpeMe Ha JICUCHHETO Ha
Ky4eTa ChC ChIIIECTBYBAIIl 3aXapeH TUa0erT.

Tbit kKaTo MUMOOCHAAH Ce METa0OIN3UPa TJIABHO Ype3 YepHUs P00, TOM He TpsOBa J1a ce U3MOI3Ba
IIpH Ky4eTa ¢ TeXKO HapyIIeHne Ha YepHoApoOHaTa (pyHKITHS.

[IpenopbuBa ce mpocieasaBaHe Ha ChpjcuHaTa QyHKIUSA 1 MOP(OIOTHsITa IPU )KUBOTHHU, JICKYBaHU C
nmUMOOEH 1aH.

(Bwx cpmio pazgen 3.6).

JIbBUaIuTe TAOIETKY ca apOMaTH3HPAHU. 3a MPEJOTBPATIBAHE HA CITyYaliHO MOTIThIIaHe
ChXpaHsBaiTe TaOJCTKUTE HA MSICTO, HSJIOCTHITHO 3a JKUBOTHHU.

Crennaniy npeana3Hi MEPKH 3a JIMIATa, IPUIAralli BETEpUHAPHUS JISKAPCTBEH IIPOAYKT Ha
JKUBOTHHUTE:

To3u npoayKT MOXe 1a Mpeau3BUKa TaXUKAPIHsl, OPTOCTaTHYHA XUIIOTOHMS, 3aUePBABAHE HA JIULIETO
U riaBobonue.

3a mpe0TBpaTABaHE Ha CIy4aiiHO MOTIIBIIAHE, 0OCOOEHO OT Jella, HeU3MOA3BaHUTE YacTH OT TalJIeTKa
TpsiOBa Ja ce OCTaBAT OOpaTHO B OJIMCTEpa M KAPTOHEHATA OMIAKOBKA M J]a C€ Ma3AT Jajed OT JIela.
YacTHuHO U3NOI3BaHUTE TAOJIETKH TPsOBa Ja ce U3I0A3BaT IIPH JaBaHe Ha CleBaliara 103a.

[Ipu ciyyaiino moribinane, He3abaBHO J1a ce MOTHPCH MEAUIIMHCKU CHBET, KaTO Ha JeKaps ce
npeaoCTaBu JIMCTOBKATA WM €TUKETA HA IPOAYKTaA.

W3muBaiite priieTe cu cief ynotpeoda.

CHG]_[I/IaJIHI/I OpeanasHy MCPKH 3a 3alllMTa Ha OKOJIHATa cpcaa:

He e npunoxxumo.

3.6 Heo6aaronpusTHu peakuun

Kyuera:

Penxu [ToBpbmane*?

(1 mo 10 ma 10 000 Tpernpanu Huapus*?

YKUBOTHH): Anopekcusn*?
Jletaprus™*?

[ToBumeHa chpaeYHA YECTOTA (JIEKO MOJIOKUTEICH
XPOHOTpOIEH eeKT)*!
[ToBHIIEHA perypruTamys Ha MUTpaiHaTa Kiamna*>

MHoro penku [Tpu3HaIM Ha BB3JICHCTBUE BHPXY ITbPBHYHATA XEMOCTA32a
(mo-manko ot 1 Ha 10 000 (MeTeXHH 1O IMTaBUIIUTE, HOJKOKHH KPbBOU3IMBH). **
TpETHPaHU KUBOTHH,
BKJIFOUUTEITHO U30JITHPAHU
CHOOIICHU):

*1 Edexrure ca 3aBucumu oT 103aTa (Morar n1a Ob1aT M30€rHaTH Ype3 HaMasIsBaHe Ha J103aTa).
*2 [IpexoyeH e(exT.

*3 HaOo1aBaHo 10 BpeMe Ha XPOHMYHO JIEYEHHE ¢ MMMOOEH/1aH TIPH Ky4eTa ChC 3a00NIABaHe Ha
MUTpajHaTa Kiama.

*4 Te3u MpU3HALM M3YE3BAT CIIE] IPEKPATSBAHE Ha JIEYEHUETO.

Cno0I11aBaHeToO Ha HEOJArONPHUATHH PEaKIUH € BaxkHO. ToBa MO3BOJIsIBA HEITPEKbCHAT MOHUTOPHHT Ha
0e30macHOCTTa Ha BEeTEPHHAPHUS JIEKapCTBEH MPoAYKT. ChoOIIeHHsITa TPSOBA Aa ce U3mparniar, 3a
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NpCANTOYNUTAHEC UPLC3 BETCPHUHAPCH JICKAP, WM Ha IPUTCIKATCIIA Ha pa3pClICHUCTO 3a ThbpTrOBUA UJIU Ha
MCCTHHUA MY NIPEACTABUTEII, NJIKM HA HAIWMOHAJIHUA KOMIICTCHTCH OpraH 4Ype€3 HallMOHAaJIHaTa CUCTEMA 3a
C’BO6H_[aBaHe. 3a ChbOTBETHUTE JaHHU 34 BpBb3Ka BUKTC CHIIO MOCJICAHATA TOYKA OT JIUCTOBKATA.

3.7 Ynorpebda mo BpeMe Ha OpeMEHHOCT, JJAKTAIUS HJIU sTiilleHOCeHe

bpemeHHOCT:
JlaGopaTopHuUTE MPOYYBaHUS IIPH TUIHXOBE U 3aiIIA HE MOKa3BaT HUKAKBH JJOKA3aTeJICTBA 32

TepaTOreHHOCT UK (eTOTOKCHYHOCT. Obaue Te3n Mpoy4YBaHHs ca JOKa3aal TOKCHYHOCT 3a MaiikaTta u
eMOPUOTOKCHYHOCT TIPH BUCOKH J103H. be3onacHocTTa Ha MpoIyKTa He € M3CIIeABaHa P KECHCKH
KydeTa o BpeMe Ha OpEeMEHHOCT.

I[Tpunara ce camo ciie]] peleHKa MoJ3a/puck OT OTTOBOPHUS BETEPUHAPEH JIeKap.

JlakTanms:

JlaGopaTopHu MPOYYBaHUS NIPH TUTHXOBE Ca IMOKA3aJH CHIIO TaKa, Y€ MMMOOEHIaH Ce OTAeNS B
MIISKOTO.

be3zonacHocTTa Ha NPOAYKTa HE € U3CJIEABAHA MPU JAKTUPAILIY KEHCKU Ky4eTa.

[Tpunara ce camo ciies MpeleHKa Mmoji3a/pruck OT OTTOBOPHUS BETEPUHAPEH JICKap.

3.8 B3ammopneiicTBHE ¢ IPYrd BeTEPUHAPHU JeKAPCTBEHH MPOAYKTH H APYru (popMH Ha
B3auUMoOelcTBHE

B®B dapmakonornyay npoyuBaHus He € HAOMI0JaBaHO B3aUMOJICHCTBUE MEXKIy ChbPACUHUS [TTMKO3U]
cTpoaHTHH U MMMOOEHIaH. HAYIMPaHOTO OT MMMOOCHJaH MOBUIICHUE HA ChPACYHUS
KOHTPaKTHIMTET € O0Tca0Ba OT KaJ[EBUTE aHTATOHUCTU U OT OeTa-aHTarOHUCTHUTE.

3.9 Haunn Ha NMPUJTO0KCHUE U T03UPOBKA

3a nepopaHO NPUTIOKEHHUE.

Jla He ce HaJBUIlIaBa IIPENOpbUAHATA 1034.

3a rapaHTupaHe Ha MpaBUIIHA JO3UPOBKA TeJIecHaTa Maca TpsiOBa 1a ce OIpPEe/eNt Bb3MOKHO
Hal-TOYHO.

Jo3zara ce naBa mpe3 ycrara B 103upaHo konudectso oT 0,2 mg no 0,6 mg numobennan/kg renecHa
Maca, pa3JeJIeHO Ha JiBa mpuema faHeBHo. [Ipenoppunrtennara queBHa no3a e 0,5 mg/kg TenecHa Maca,
paszenena Ha aBa npuema aHeBHO (0,25 mg/kg TenecHa maca Ha npuem). Besika no3a tpabBa na ce
JlaBa MpUOIU3UTENHO 1 yac mpeau XpaHeHe.

ToBa crOTBEeTCTBA HA:
Enna npBuamia tabnetka ot 15 mg cyTpuH 1 efHa AbBUaina TadjaeTka oT 15 mg Beuep npu TernecHa
Mmaca 60 kg.

JbByaniute TabIETKH MOTraT Ja ObJar pas/ielieHH Ha YeTUPH PaBHHU YacTH 3a M0-TOJISIMA TOYHOCT Ha
JIO3MPAHETO CIPSIMO TeJlecHaTa Maca.
[poaykThT MOXKe a Objie KOMOMHHUPAH C JUYPETHYHO JICUEHHUE, HAMp. ¢ Pypo3eMHu/I.

B cnyqaﬁ Ha 3acTOitHa CbpACYHa HEAOCTATHYHOCT CC IIPEIIOPBHYBA JICHCHUC N0 Kpasd Ha KUBOTA.
HonHmeamaTa J103a C€ ONpeaAciid UHAUBUAYAIHO CIIOPE TCKECTTA HA 3a00JIIBAHETO.

3.10 CumnToMu Ha nmpego3upaHe (M KOraTo e NPUJIOKUMO — MPOLEIYPH Ha 1elicTBHe NPH
CIELIHHU CIy4Yan U AHTHI0TH)

[Ipu npeno3upane MoKe J1a ce MPOSABAT XPOHOTPOIIEH e(heKT, MOBPBILIAHE, araTHsl, aTaKcusl, CbpACUCH
LIyM WIHM XMIIOTOHUS. B TakbB ciaydail no3ara TpsiOBa 1a Obe HaManeHa U Ja ce 3all0YHe MOIXOISIIO0
CUMIITOMATHYHO JIeUEHHE.

[Ipu npoapKkUTETHO preMaHe (6 Mecera) OT 3IpaBH Ky4eTa OT mopoiaTa OUT'bi Ha 1034,
Ha/IBUIIABAIIA NpenopbyaHaTa 3 U 5 IbTH, IPU HAKOU KydeTa € HaOno1aBaHo yaeOemsiBaHe Ha
MUTpaJIHATA KJIalla | XHIepTpoQus Ha JsiBaTta kKamepa. Te3u nmpomMeHu ca ¢ hapMakoIuHaMAYeH
MIPOU3XOI.
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3.11 CneumnajiHu orpaHu4eHus 32 yNoTpeda U CrieHAJHH YCJI0BHS 32 YNOTPeda, BKJIAIYUTETHO
OrpaHUYCHHS 32 YIOTpPedaTa Ha AHTUHMMKPOOHHU ¥ NPOTHBONIAPA3MTHU BeTePUHAPHH
JIeKApPCTBEHHU NMPOAYKTH, C eI 1a ce OTPAHMYH PUCKBT OT Pa3BHTHE HA Pe3NCTEHTHOCT

He e npunoxumo.

3.12 KapeHTHH CpOKOBe

He e npunoxumo.

4. DAPMAKOJIOTUYHA NTHOOPMAIIUA

4.1 Berepunapen jekapcrBeH anatomo-TepanesTuded koja (ATCvet Code): QCO1CE9OQ.
4.2 dapMaKoAMHAMHUKA

HI/IMO66HI[3H’I)T, MMPpOU3BOJHO Ha 6CH3I/IMI/II[33OH-HI/IpI/II[a3I/IHOH, HnMa MOJOKUTCIIHO MHOTPOITHO
JIeHcTBHC U MMpUTCIKAaBa U3pa3CcHU Ba30JUJIaTaTOPHU CBOICTBA.

[NonoxuTenHUAT HHOTpOTIEH epeKT Ha MUMOOEHAaH ce MeTuipa OT JjBa MEXaHNU3Ma Ha JieiicTBue:
MOBHIIABaHE HA YyBCTBUTEIHOCTTA KbM KaIIUK HA ChPJICYHUTE MUODUIAMEHTH U MHXHOUpaHe Ha
tdbocdommecrepasa IIl. Taka MONOKUTETHHAT HUHOTPOITU3IBM HE CE 33/ICHCTBA HATO OT JIEHCTBHE,
o00HO Ha TOBA HA ChPAEYHHUTE TTIMKO3UIN, HUTO OT CUMIIATUKOMUMETHULIUTE.
BazoannaraTopHusT eeKkT ce mpenn3BUKBa OT HHXHOMIUATA Ha Pocdoamnectepasa I11.

Koraro ce uzmonsBa B ciydan Ha CAMIITOMAaTHYHA KIIAITHA HEJJOCTATHYHOCT 3aeIHO ¢ pypozeMus,
MPOJYKTHT JIOKA3aHO MOJA00PsABa KAYECTBOTO HA KUBOT U YIbJIXKaBa O4aKBaHATA MPOAbDKATEITHOCT
Ha KUBOTA MPU JICKyBAaHUTE KydeTa.

Koraro ce uznomnssa B orpanmdeH Opoii cirydan Ha CHMITOMATHYHA JUIATATUBHA KapIHOMHOTIATHS
3ae7HO ¢ (ypPO3EMUI, CHANANIPUI U TUTOKCHH, € TIOKa3aHO, Y€ POIYKTHT MOI00PsIBa KA4eCTBOTO Ha
JKUBOT M YIBJDKABa O4aKBaHATa MPOABIKUTEIIHOCT Ha )KUBOTA IPU JICKYBAaHUTE KydeTa.

4.3 DapMaKOKHHETHKA

Crnen nepopaiTHO IPUIOKEHUE Ha BETEPUHAPHUS JIEKAPCTBEH MPOAYKT a0CONMOTHATA OMOHATTMIHOCT
Ha aKTUBHUS KOMIOHEHT ¢ 60 - 63%. bruoHaIMYHOCTTa 3HAYMTEITHO HAMAJIABA, KOTaTO MMMOOCH/IaH ce
npuiara 3aeiHo ¢ XpaHa Wil CKopo ciell xpanene. Cliesi mepopaiiHo PUIIoKeHHe Ha eiHa 103a ot (0,2
- 0,4 mg numoOeHaaH /kg TenecHa Maca IpH Ky4era, KOUTO He Ca XPaHEHHU B MPOIBJIKEHHUE Ha €IHA

HOIII, TJTA3MEHUTE KOHIEHTPAINH ce oBHIaBaT 0bp30. [InkoBara koHneHTpanus (Cmax) oT ~ 24
ng/mL ce noctura cnex meauana ot 0,75 gaca (Tmax Bapupa ot 0,25 no 2,5 gaca).

O0emsbT Ha pasnpeneneuue e 2,6 L/kg, koeTo nokasea, 4e MMMOOEHIAHBT CE Pa3npeesis JISCHO B
ThKaHuTe. CpeIHOTO CBBP3BAHE C TJIA3MEHUTE MPOTEUHH € 93%.

CheMHEHUETO Ce JeMETHIINPA OKUCIUTEITHO 10 OCHOBHUS cu akTuBeH metabomut (UD-CG 212).
Jombnautenan MeTabonuTHu nbTHia ca (asa Il kontoraru na UD-CG-212, 1o chiecTBO

TIIIOKYPOHUIN U CyN(paTH.

[1ma3meHusT MOMY>KMBOT Ha eIMMUHUpPaHe Ha muMoOeHaH e ~ 1 gac. [louru msmaTa mo3a ce
CJIIMMUHHUDPA YPE3 UBIPAKHCHUATA.

5. DAPMAIEBTUYHU JAHHU
5.1 OCHOBHH HeCBBMECTHMOCTH

He e npuinoxxumo.

5.2 Cpok Ha rogHocT
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Cpok Ha TOIHOCT Ha KpaiHWs BETEPUHAPEH JEKapCTBEH MPOIYKT: 5 TOANHHU.

5.3 CrnenmaJHu yCJIOBHUS 32 CbXpaHeHHe

To3u BCTCPUHAPCH JIEKAPCTBCH MPOAYKT HE N3UCKBA HUKAKBU CIICIIUAIHU YCJIOBHSA 34 CbXPAaHCHUC.

5.4 Bua v ¢cbcTaB Ha MBPBHYHATA ONMAKOBKA

Aluminium-OPA/Aluminium/PVC 6auctepH, ChIbpxKaiiy 5 TabICTKH.
Kapronena kytus ¢ 30, 60, 90, 100 umu 120 Tabnerkw.

He Bcuuku pa3Mepu Ha OonakoOBKaTa MOTat Aa ObJIaT MpeajaraHy Ha masapa.

5.5 CroenuajaHu MepKH 32 YHHII0KABaHE HA HEM3IMOJI3BAH NMPOAYKT WM OCTATHIH OT HEro
BerepunapHuTe jgekapCcTBEHH MPOIYKTH HE TPAOBA J1a ObAAT U3XBBPIISHU Ype3 OTIIATHU BOJIU WU
OWUTOBH OTIIANBIIN.

Wznon3gaiite nporpaMu 3a BpbIllaHe MPH YHUIIOKABAHETO HA HEU3ITON3BAaHN BETCPUHAPHH
HeKapCTBCHI/I HpOI[YKTI/I NI OCTAaThLU OT TAX B CbOTBECTCTBUEC C U3UCKBAHUATA HA MECTHOTO
3aKOHOJIATEJICTBO M C BCUYKH HAITMOHAIHY CUCTEMH 33 ChOUpaHe, MPUI0KUMH 32 ChOTBETHUS
BETCPUHAPCH JICKAPCTBEH MPOIYKT.

6. UME HA IIPUTEXATEJISI HA PASPEHIEHUETO 3A THPI'OBUSI

Alfasan Nederland B.V.

7. HOMEP HA PAZPEHIEHUETO 3A THPI'OBUS

Ne 0022-3160

8. JATA HA IBPBOTO U3JIABAHE HA PASPEIIEHUETO 3A ThPI'OBUS

Jlata Ha TBPBOTO W3/IaBaHe Ha pasperreHnero 3a Teproeus: 08/11/2022.

9. JATA HA NIOCJIEAHATA PEJAKIIUS HA KPATKATA XAPAKTEPUCTHUKA HA

MPOJYKTA
10/2022
10. KJACHU®UKALUSI HA BETEPUHAPHUTE JIEKAPCTBEHU MTPOJAYKTH
I[a CC OTITYCKa CaMO IIO JICKApPCKO MpEAINMCaHnC.

[oapoOHa nHpOpMaIKs 32 TO3M BETEPUHAPEH JICKAPCTBEH MPOAYKT MOXKE J1a HaMepuTe B 6azara
naHHu Ha ChI03a OTHOCHO MPOJTYKTHTE.

JI-P AHTOHMO PAJIOEB
3AMECTHUK U3ITBJIHUTEJIEH JINPEKTOP
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