KPATKA XAPAKTEPUCTHUKA HA ITIPOJAYKT
KBM PA3PEIHIEHUE 3A THPIOBHSA Ne 0022-3159

1. HAUMEHOBAHUE HA BETEPUHAPHAPHUSA JTEKAPCTBEH MPOAYKT
Cardisan 10 mg apBYamny TabIETKN 3a KydeTa

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Bcesika Tabnerka chabpiKa:

AKTHBHO BeLleCTBO:

Pimobendan 10 mg

ITomolHM BeniecTBa:

KauecTBeH ¢bCcTaB HA MOMOIIIHUTE BELIECTBA U IPYTUTe
ChCTABKH

JlumoHeHa kucenuHa

IToBunon

JlakTo3a MOHOXHIpAT

MukpokpucTanHa Lenyio3a
Kpockapmenosa varpuit

Apowmar Ha nuse

Jpoxnu (M3cymienn)

CI/IJII/IHI/ICB JUOKCHU[, KOJIOUIHO XUApaTHpaH
Marsne3ueB creapat

JlbBualia tabieTKa.

CeetinokadsiBa TabyeTka Ha KadsBU METHA, KPBIJIA U ¢ U3MbKHANA hopMma, 18 mm, OT eHATa CTpaHa C
JIMHUS 32 CUyIIBaHE BB popMara Ha KPbCT. TabJeTKUTEe MOTaT J1a Ce pas3eliaT Ha 2 Wiu 4 paBHU
YJacTH.

3. KIMHNYHA THOOPMAILUSA

3.1 Bunose :kMBOTHH, 32 KouTO € npeaHa3znayen BJIII
Kyuera.
3.2 Iloka3anus 3a ynorpeda 3a BceKM BUJI ;KHBOTHH, 32 KOWTO € MpeJHA3HAYEH NPOAYKTbT

3a jeyeHne Ha 3aCTOIHA ChpJeYHA HEAOCTATHYHOCT MIPU Ky4eTa, MPOU3THYAINa OT JUJIaTaTHBHA
KapJHOMHOTIATHS WIX KJIAITHA HEJI0OCTATHYHOCT (MUTPAIHA H/WIIM TPUKYCIHIATHA KIIalHa
perypruranus).

3.3 IIporuBonoxazanus

He u3non3BaiiTe MUMOOCH/IaH B CIIy4an Ha XUIIEPTPOPUUHH KapIUOMHUOTIATHH WITH MTPU KIMHUYHU
CBCTOSIHUS, TP KOUTO TOJJOOPSBAHETO HA YAapHUS 00eM HE € Bb3MOXKHO MOpa i QyHKIIMOHATHU WU
AHATOMUYHU NPUYMHH (HAIp. aOpPTHA CTEHO3a).

Jla He ce M3MnoI3Ba NpU CBPBXUYBCTBUTEIHOCT KbM aKTHBHOTO BEIIECTBO MIIU KbM HSKOHU OT
IIOMOILIHUTE BEILECTBA.
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3.4 CrnenmaJHu npexynpexIeHns
Hsama.
3.5 CrnenuanaHu nMpeana3Hyu MePKH NpH ynorpeoda

Crenuanany npeana3Hyu MEPKH 3a Oe3omacHa ynoTpeba IpH BUIOBETE KUBOTHH, 3a KOUTO €
npennaszHaden BJIII:

ChIppiKaHUETO HA IITFOK03a B KPBBTA TPSAOBA J1a C€ U3CJICIBA PEIOBHO MO BPeMe Ha JICYCHUETO Ha
Ky4eTa ChC ChIIECTBYBAIIl 3aXapeH TUa0eT.

Twit kaTo muMoOeHAaH ce MeTabOoIM3Kpa TJIABHO Ype3 YepHHs Ipo0, TOH He TpsiOBa 1a ce M3IMoJI3Ba
MPH Ky4eTa ¢ TeKKO HapyIICHHE Ha YepHOApoOHaTa (QyHKIHSI.

[IpenopbuBa ce mpocieasBaHe Ha ChpcuHaTa QyHKIUSA 1 MOP(OIOTHsITa IPU YKUBOTHH, JICKYBaHU C
MUMOOEH/IaH.

(Bwx cpmio pazgen 3.6).

JlpBUaniute TabJISTKH ca apoMaTH3UpaHH. 3a MPEeIOTBpaTIBAHE HA CIIy4aliHO MOTTbIaHEe
ChXpaHsBaiTe TaOJCTKUTE HA MSICTO, HSJIOCTHITHO 32 JKUBOTHHU.

CHG]_[I/IaJIHI/I OpearnasHiy MCPKHU 3a JIMIiaTa, IIpujaraiy BETCpUuHApHUA JICKAPCTBCH ITPOAYKT Ha
ZKHMBOTHUTC!

To3u nmpoxyKT MOKe J1a peIN3BUKA TaXHUKAP/IHsL, OPTOCTATHYHA XUIIOTOHMUS, 3a4ePBSBAHE HA JIUIETO
W Ti1aBo0oIHe.

3a mpenoTBpaTABaHe Ha CIy4aiHO MOTIIBIIAHE, OCOOCHO OT JIella, HeM3IOA3BAaHUTE YaCTH OT TalJIeTKa
TpsiOBa Ja ce OCTaBAT OOpaTHO B OIMCTEpa M KAPTOHEHATa OMIAKOBKA U J]a c€ Ma3AT Jajed OT Jena.
YacTHuHO U3NOI3BaHUTE TAOJETKH TPsIOBA Ja Cce M3MOI3BAT MPH JaBaHe Ha ClieBaliaTa J103a.

[pu ciyyaiiHo nmorbinane, He3abaBHO /1a ce IOTHPCH MEIUIIMHCKU ChBET, KaTO Ha JIeKaps ce
NpeI0CTaBH JINCTOBKATA MJIM €THKETa Ha MPOIYKTa.

W3muBaiite phlieTe cu clies] ynoTpeoa.

Crennanaiy npeana3Hy MEPKH 3a 3aIMTa Ha OKOJIHATA Cpeaa:

He e npuinoxxumo.

3.6 Heo6aaronpusTHu peakuun

Kyuera:

Penxu [Mospbimane*!

(1 mo 10 ma 10 000 Tperupanu Huapus*?

JKUBOTHH): Anopekcus*?
Jletaprus™*?

T[ToBuIIEHA CHP/IEYHA YECTOTA (JIEKO MOJIOKHUTENEH
XPOHOTPOIIEH e(eKT)*!
[ToBHIIEHA perypruTamys Ha MUTpaiHaTa Kiamna*>

MHoro penku [Ipu3Hanu Ha BB3ACHCTBUE BPXY IIBPBUYHATA XEMOCTa3a
(mo-manko ot 1 wa 10 000 (METEXMH TI0 JIMTABUIIUTE, OJKOKHH KPbBOU3IMBH ). **
TPETUPAHU KUBOTHH,
BKJIFOUUTEITHO U30IMPaHU
CHOOIIECHU):

*1 EexTure ca 3aBUcUMH OT J03aTa (MOrar 1a ObJaT M30erHaTi Ype3 HaMassBaHe Ha J103aTa).
*2 [IpexoyeH e(exT.

*3 HabnroaBaHo 1o BpeMe Ha XPOHHYHO JIEYEHUE C MMMOOEHIaH TP KydeTa ChC 3a00J19BaHe Ha
MUTpaJIHaTa KJiama.

*4 Te3n npu3HALM U34€3BAT Clle]] IPEKPATABAHE HA JICUEHHETO.
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Cro0maBaHeTo Ha HEOIArOMPUATHH PEAKIIUH € BaxXHO. TOoBa MO3BOJIsIBA HEMTPEKHCHAT MOHUTOPHHT Ha
0e30macHOCTTa Ha BeTEPHHAPHUS JIEKapCTBEH MPoAyKT. ChOOIICHITA TPSOBA Aa ce U3Mpariar, 3a
MPENIOYNTAHE Ype3 BETEPUHAPCH JIeKap, WK Ha MIPUTEKATENs Ha Pa3pelICHHETO 32 ThPrOBHS WIH Ha
MECTHHUSI My MPEICTABUTEI, MIIM Ha HAITMOHATHYSI KOMIICTCHTEH OpPTaH Ype3 HallMoHaIHATa CHUCTEMA 3a
cboOmIaBaHe. 3a ChOTBETHUTE JIAHHU 33 BPh3Ka BIUXKTE CHINO MOCIIETHATA TOYKA OT JIUCTOBKATA.

3.7 Ynorpeda mo BpeMe Ha OpeMEHHOCT, JIAKTAIUS WM sIiilleHOCeHe

BbpemeHHocCT:
JlaGopaTopHuTe MPOyYBaHUS MPU TUIHXOBE U 3aiIIA HE MOKa3BaT HUKAKBH JIOKA3aTEJICTRA 3a

TEpaTOreHHOCT Wi peToTokcuyHocT. Odaue Te3n MPOoyuBaHMs ca I0Ka3aId TOKCHYHOCT 32 MaliKaTa
eMOPHOTOKCHYHOCT P BHCOKH JI03H. be3omnacHOCTTa Ha MPOIyKTa HE € 3CIIe/IBaHa P KEHCKU
KydeTa o BpeMe Ha OpEeMEHHOCT.

I[Tpunara ce camo ciief] PeLeHKa M0J13a/PUCK OT OTTOBOPHHUS BETEPUHAPEH JICKAP.

JlakTanms:
JlaGopaTopHu MpOy4YBaHUs NPU TUTHXOBE Ca IMOKA3alH ChIINO TaKa, 4Ye MMMOOEHIaH Ce OTACTS B

MITSIKOTO.
BezonacHocTTa Ha MPOAYKTA HE € U3CIIEBAHA TIPH JTAKTUPAIIH KESHCKU KyJeTa.
[Mpunara ce camo cje/ mpereHKa 1moj3a/pucK 0T OTTOBOPHUSI BETEPHHAPEH JIeKap.

3.8 B3aumopneiicTBUe ¢ APYT¥ BeTEPUHAPHH JeKAPCTBEHH MPOAYKTH U APYTH (JOPMH HA
B3auMojeiicTBHe

B®B dapmakonornyay npoyuBaHus He € HaOMI0JaBaHO B3aUMOJICHCTBUE MEXKIy ChbPACUHUS [TTHKO3U]
cTpoaHTHH U MUMOOCHaH. IHAyIMPaHOTO OT MMMOOEHJaH MOBUIIIEHUE HA ChPACUHUS
KOHTPaKTHJIMTET ce O0TcIabBa OT KaJIIMEeBUTE aHTATOHUCTH U OT OeTa-aHTarOHUCTHUTE.

3.9 Hauyun Ha npuioxkeHHe U 103MPOBKA

3a mepopasHo MPUIOKECHHUE.

Jla He ce HaJBUIIaBa MPETOpBHIAHATA /1034,

3a rapaHTHpaHe Ha MPaBIIIHA TO3UPOBKA TEJIECHATAa Maca TPsOBa J1a Ce OIPEAeTTH Bb3MOXKHO
Ha-TOYHO.

Jozara ce naBa npe3 ycrara B 103upaHo konudectso oT 0,2 mg no 0,6 mg numobennan/kg renecHa
Maca, pa3JielieHO Ha JiBa ripueMa jJHeBHO. [Ipenopruntennara qaesHa no3a e 0,5 mg/kg TenecHa maca,
pasneneHa Ha jaBa npuema jgHeBHO (0,25 mg/kg Tenecna maca Ha npueM). Besika 1o3a TpsiOBa J1a ce
JlaBa MPUOJU3UTEIIHO | Yac nmpeau XpaHeHe.

ToBa cbOTBETCTBA HA:
Enna npBuamia Tabietka ot 10 mg cyTpuH u eiHa IbBUalia Tabsuetka oT 10 mg Beuep npu TesiecHa
Mmaca 40 kg.

JbBUammTe TabIETKU MOTaT Ja ObJat pas/ieliecHH Ha YeTUPH PaBHU YacTH 3a MO-TOJISIMa TOYHOCT Ha
JO3UPAHETO CIPSMO TeJIecHaTa Maca.
[IponykTbT MOXe A2 Obe KOMOMHUPAH C JUYPETHYHO JICUEHHUE, Hamp. ¢ Pypo3eMHu/.

B citydaii Ha 3acTolHa ChbpJE€YHA HEJOCTATBYHOCT CE IPENOPHYUBA JICYEHHUE 10 KPasi HA )KUBOTA.
[opawprxkamara go3a ce onpeaesns HHANBUAYAIHO CIOPE]] TeXKECTTa Ha 3a00IIBaHETO.

3.10 CumnTomu Ha mpeqo3upane (M KOraTo e NPUJIOKAMO — MPOLETYPH HA lelicTBHE NPH
CHELIHHU CIy4Yan ¥ AHTHI0TH)

[Ipu peno3upane MOXKe J1a ce MPOABSIT XPOHOTPOIIEH e(eKT, MOBPBIaHe, allaTHs, aTaKCHsl, ChbpJeUeH
IIYM WJIH XHIIOTOHUS. B TakbB ciydaii no3ara TpsiOBa j1a Objie HAMaleHa | J1a ce 3all0YHe TOJIXOISIII0
CUMIITOMAaTHYHO JIEUEHHE.

[Ipu npoapkUTETHO preMaHe (6 Mecera) OT 3IpaBH Ky4eTa OT IopojiaTa OUr'sJ Ha 1034,
HaJBHINABaIla MpernopbyaHara 3 ¥ 5 IbTH, IPU HIKOM KydeTa € HaOIo1aBaHo yiebernsBaHe Ha
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MUTpaJIHATa KJlala v XUIepTpous Ha JisiBaTta Kamepa. Te3u mpomMeHu ca ¢ hapMakoInHAMAYEH
IIPOU3XONI.

3.11 CrnenuajaHu orpaHUYeHHS 32 YIOTPeda U CNEeNHAIHH YCJIOBHUS 32 YNOTPeda, BKIIOYATETHO
OrpaHMYeHHs 32 yNoTpedaTa HA AHTUMUKPOOHH M MPOTUBONAPAZUTHH BeTePUHAPHH
JIeKapCcTBeHHU MPOAYKTH, C 1eJ1 /1a ce OTPAHUYH PUCKBT OT Pa3BUTHE HA PE3UCTEHTHOCT

He e npunoxumo.

3.12 KapeHTHH CpOKOBe

He e npunoxumo.

4, DAPMAKOJOI'NYHA UHO®OPMAIIUA
4.1 Berepunapen JiekapcTeeH aHaTomo-TepaneBsTuueH koa (ATCvet Code): QCO1CEQO.
4.2 dapMaKkoAUHAMHUKA

[MumoOeHAaHbT, MPOU3BOIHO HA OEH3UMUIA30/I-TUPHUIA3UHOH, UMa TTOJIOKUTEITHO HHOTPOITHO
JICWCTBUE U MIPUTEXKABA U3PA3€HU Ba30IMJIATATOPHU CBOMCTBA.

[TonoxutenHUAT HHOTPOIEH eeKT Ha MUMOOEHAAH ce MeIuupa OT JBa MEXaHU3Ma Ha JieiicTBue:
MOBHIIABaHE HA YYBCTBUTECIHOCTTA KbM KaJIIWK HA ChPJICYHUTE MUOPUIAMEHTH U MHXHOUpaHe Ha
tdbocdommecrepasa IIl. Taka MONOKUTETHHAT HHOTPOITU3IBM HE CE 33/I€HICTBA HUTO OT IEHCTBHE,
o00HO Ha TOBA HA ChPAEYHHUTE TTIUKO3UIN, HUTO OT CUMIIATUKOMUMETHULIUTE.
BazoaunaraTopHusT eeKkT ce mpenn3BuKBa OT HHXHOMIUATA Ha Pocdoamnectepasa I11.

Korato ce n3nomn3sa B ciy4au Ha CHMITOMaTHYHA KJIallHA HEAOCTAThYHOCT 3a€IHO C Pypo3eMHuL,
MPOAYKTHT I0KAa3aHO MOJ00PsABa KAYECTBOTO HA KHUBOT U YABJDKABA OUYaKBaHATA MPOIBIDKUTEITHOCT
Ha ’)KMBOTA MU JIEKyBaHUTE KydeTa.

Korato ce nsnon3sa B orpanudeH Opoii ciay4an Ha CUMITOMaTUYHA AWIATaTUBHA KapJHUOMHOIATHUS
3aeHO ¢ GypO3EeMU, CHANANPUI U IUTOKCHH, € TOKAa3aHO, Y€ IPOLYKTHT [I0J00psABa KAUeCTBOTO Ha
KUBOT U YAbJDKaBa OYaKBaHaTa MPOJBIDKUTETHOCT Ha KUBOTA IIPU JIEKYBaHUTE KydeTa.

4.3 DapMaKOKHHETHKA

Cren mepopaliHo IpUIoKEHUE Ha BETEPUHAPHUS JIEKAPCTBEH MPOAYKT a0COIIOTHATa OMOHATUIHOCT
Ha aKTUBHUA KOMIOHEHT € 60 - 63%. buoHaatn4HOCTTa 3HAYUTEIHO HaMaJIsIBa, KOraTo MMMOO€EHIaH ce
TIpuIara 3aelHo ¢ XpaHa Wik CKOpo ciien xpaneHe. Cren nmepopaiHo MPUIOKEHUE Ha eHa j103a oT 0,2
- 0,4 mg numoOeHaaH /kg TenecHa Maca IpH Ky4eTa, KOUTO He Ca XPaHEHHU B MPOIBJIKEHHUE HA €IHA
HOIII, TUTa3MEHHUTE KOHIIEHTPAIIMK ce moBHUIaBar 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).

O6embT Ha pasnpenenenue e 2,6 L/kg, koeto nokasBa, ye MMMOOEHIAHBT c€ pa3Npeeis JISCHO B
ThKaHuTe. CpeJHOTO CBBP3BAHE C MIIa3MEHUTE NpoTeuHu € 93%.

ChbeIMHEHUETO Ce JeMETUIINPa OKUCIUTEITHO 10 OCHOBHUS cu aktuBeH metabonut (UD-CG 212).
JomrenauTtenan MetabonuTar nbTHINA ca (asa Il kortorarn Ha UD-CG-212, o chiecTBoO

TIIOKYPOHUIN U CyN(paTH.

IIna3menusT IMMOJIY>KUBOT Ha CJIIMMUHUPAHC HaA HI/IMO66H,I[3H e ~ 1 gac. [Toutn s1aTa 103a e
CJIIMMUHUDPA YPEC3 UBIPAKHCHUATA.

5. DAPMAIIEBTUYHU JAHHU
51 OCHOBHM HECHLBMECTHMOCTH

He e npunoxumo.
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5.2 Cpok Ha rogHocT
Cpoxk Ha TOAHOCT Ha KpaiHUs BeTepUHAPEH JEKAPCTBEH MPOAYKT: 5 TOTUHH.

5.3 CrnenuanaHu ycJI0BHUS 32 CbXpaHeHue

To3u BCTCPUHAPCH JICKAPCTBCH IMPOAYKT HE U3UCKBA HUKAKBU CIICLIUAJIHU YCJIIOBUSA 3a CbXPAaHCHHUC.

5.4 Bua v ¢cbcTaB Ha MBPBHYHATA ONMAKOBKA

Aluminium-OPA/Aluminium/PVC 6aucrepu, chabpxariy 10 TabmeTKH.
Kapronena xytus c 30, 60, 90, 100 umu 120 Tabnerkw.

He Bcuuku pa3Mepu Ha OnakOBKaTa MOTat Aa ObJIaT MpeiaraHy Ha masapa.

5.5 CroenuajaHu MepKH 32 YHHII0KABaHE HA HEM3IMOJI3BAH NMPOAYKT WM OCTATHIH OT HEro
BerepunapHuTe jgekapCcTBEHH MPOIYKTH HE TPSOBA J1a ObAAT U3XBBPIISHH YPE3 OTIIATHU BOIM UITH
OUTOBHU OTIIAIBIIN.

M3non3BaiiTe mporpaMu 3a BpbIllaHE IPU YHUILIOKABAHETO HA HEU3MOJI3BAHU BETEPUHAPHU
HeKapCTBCHI/I HpOI[YKTI/I HJIK OCTAaThLU OT TAX B CbOTBECTCTBUEC C U3UCKBAHUATA HA MECTHOTO
3aKOHOJIATEJICTBO U C BCUUKH HAITMOHATHU CUCTEMHU 3a ChOUpaHEe, IPUIIOKUMHU 332 ChbOTBETHHSI
BETCPUHAPCH JICKAPCTBEH MPOIYKT.

6. UME HA IIPUTEKXATEJISA HA PASPEILIEHUETO 3A THPI'OBUA

Alfasan Nederland B.V.

7. HOMEP HA PA3ZPEIIEHUETO 3A THPI'OBUA

Ne 0022-3159

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

Jlata Ha TBPBOTO M3/[aBaHe Ha pasperieHueTo 3a Thprous: 08/11/2022.

9. JATA HA NIOCJIEAHATA PEJAKIIUS HA KPATKATA XAPAKTEPUCTHUKA HA

MPOJYKTA
10/2022
10. KJIACU®UKAIINSA HA BETEPUHAPHUTE JIEKAPCTBEHU MPOJYKTHU
Jla ce oTIycka camo 10 JIEKapCKO MpeAnucaHue.

ITogpo6na nHpOpManys 3a TO3U BETEPHHAPEH JIEKApCTBEH MIPOIYKT MOXKE Ja HaMepuTe B Oa3ara
nanHu Ha Cbro3a OTHOCHO MTPOAYKTHTE.

JI-P AHTOHMO PAJIOEB
3AMECTHUK U3ITBJIHUTEJIEH JINPEKTOP
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