KPATKA XAPAKTEPUCTUKA HA ITIPOAYKTA

CARDISURE TABJIETKHA

(Tabnemku 1.25 mq)



1. HAUMMEHOBAHUE HA BETEPUHAPHOMEJIUIIUHCKUA TIPOAYKT

Cardisure 1.25 mg apoMatu3upaHy TaOJIETKH 3a Ky4eTa
2. KAYECTBEH U KOJIMYECTBEH CbCTAB

1 TabiieTKa CHABPIKA:

AKTHBHA cy0OCTaHIMA:
Pimobendan 1,25 mg

ExcuunueHnTu.

3a IIBIHUA CIIMCBK Ha EKCIIUIIMEHTHUTE, BIDK T. 6.1.

3. OAPMAIIEBTUYHA ®OPMA

TaOmerka.

CaetyiokadsiBu KPBIIM TAOJIETKH, C MAPKUPOBKA OT €IHATa CTPaHa ¥ IMIaJKH OT JApyraTta
CTpaHa.

TabneTkuTe MoOrar aa ce JAeST Ha 2 paBHH YaCTH.

4. KIMHNYHHU JAHHHU

4.1 Bunose :kMBOTHH, 32 KOUTO e peaHa3nayen BMII
Kyuera.
4.2 TepaneBTHYHU MOKA3aHUsI, ONIPE/IEJICHH 32 OTAEJIHUTE BUI0BE ;KHBOTHH

3a jeyeHue Ha Ky4de€Ta CbC 3acTOMHA CbpJACcYHa HCAOCTATHYHOCT, IPUIMHCHA OT KJIallTHA
HEAOCTATBbYHOCT (peryerTauI/Iﬂ Ha MUTpaJHaTa W/WIH TPUKYyCIIMJAJIHATA Knana) NI
AuJIaTallMOHHA KapAUnOMHUOIIaTHA.

4.3 IIpoTuBONOKa3aHUA

Ja He ce u3mo3Ba TMMOOEHIaH MPH XUIIEPTPOGUUHHN KapIMOMUONIATHH MU 3a00JIsIBaHNS,
[P KOMTO HE MOJKE J1a C€ TIOCTUTHE TIOA0OPEH U3X0/ 32 ChPIEUYHOTO 3a00IsIBaHe TOPaaN
(GYHKIIMOHAIHY WJIM aHATOMUYHH TIPUYMHU (HAIIpUMEp aOpTHA CTEHO3a).

Tpii kaTo TMMOOEHIAHBT c€ METa00JIN3UPa OCHOBHO Ype3 YepHUs Ipod, ChIIMAT He TpsiOBa aa
ce mpuJjiara Ipy Ky4yeTa CbC CHIIHO YBpeJeHa YepHoipoOHa QyHKIMs. Brok cbuio u Touka 4.7.

4.4 CnenuaiHy NpeanasHi MEPKH 32 BCEKH BHJI *KHBOTHH, 32 KOHTO ¢ NIPeAHA3HAYCH
BMII

Hama.

4.5 CnenuaJiHu NpeAna3Hu MepPKH NpH ynorpeda



CHe]_II/Ia.]'IHI/I Opeanas’iy MCPKH 34 ) KUBOTHUTEC MIPHU VHOTDC6aTa Ha IpOAYKTa

KpbBHaTa 3axap Tps0Ba Jia ce u3cliieiBa peJ0BHO MO BpeMe Ha JISYEHHETO MPU KydeTa ChC
CBIIECTBYBAIIl 3aXapeH AualeT.

IpocneasiBaneTo Ha ChpacyHaTa GYHKIMS B MOP(OJIOTUs ce MPernopbuBa MPH )KUBOTHH,
TPETHPAHU C MUMOOCH/IaH.

Bux cbi0 1 Touka 4.6.

TabneTkute ca apomMatuzupanu. 3a Ja ce u30erHe MorIbIllaHe M0 HeBHUMaHUE, TA0JICTKUTE
TpsiOBa J1a ce ChXpaHsIBaT Ha MeCTa, HEAOCTHITHH 38 )KHBOTHHTE.

CHCIII/IaJ'IHI/I Opeanas’Hy MCPKHY 34 Junara, mpujaaraiy BETCPUHAPHOMCINIIMHCKHWS IMMPOAYKT Ha
KHUBOTHHUTC

HpI/I CHy‘IﬂﬁHO TOrJIbIIaHe He3a0aBHO Ja C€ MOTbpCU MCAUITMHCKH CHBCT, KATO HA JIEKaps C€
npeaoCTaBu JIMCTOBKATA WM €TUKETA HA IPOAYKTaA.

PwreTe na ce MusT cnen mpuUI0OKEHNE HA TIPOTYKTA.

[Ipemopbka KbM JIeKapuTe: HHIUACHTHOTO MOTIIBINAHE, 0COOEHO OT JAeTe, MOXKeE JIa TOBEAE 10
MOsIBa Ha TaXUKApAHS, OPTOCTATHYHA XUTIOTOHWSI, 3a4epBIBaHE Ha JIUIETO U IIIaBOOOIHE.

To3u npoayKT MOKe Aa IpeAN3BUKA CHPACYHOCHAOBU HEONArONPHUATHH PEAKIUH MPH
CIIy4ailHO MOTJIbIIAHE.

4.6 HebnaronpusiTHH peakuuu (4€CTOTAa H BAKHOCT)

Jlex MO3UTHBHO XPOHOTPONHYEH edekT (yuecTsBaHe Ha ChPACYHUS IYJIC) U MOBPBIIAHE MOTaT Jia
HACTBIIAT B PEJIKU CITy4au. Bce mak Te3n peakinu 3aBUCST OT J103aTa U MOTaT Ja ce M30erHaT upe3
HEWMHOTO HaMaJIIBaHE.

Hpexoz[Ha Auapusl, aHOPCKCUA WIH JICTAprusd ca Ha6J'IIOI[aBaHI/I B p€KHU CiIy4dau.

VYcunBaHe Ha perypruTanysta Ha MATpallHaTa Kiana ce HaOJIr0/1aBa B Pe/IKU CIydad 110 BpeMe Ha
XPOHWYHA Tepanus C MUMOOEH/IaH TIPpU KydeTa ¢ 00JiecT Ha MUTpaTHATa KJIara.

[Mpu3Haiy 3a epeKTH BbpXY MbPBUYHATA XeMOCTa3a (IETEXUH BbPXY JIMTABUIIUTE, CyOKYTaHHU
XeMOoparum) MoraT Jia ce HaOJIro/1aBaT Mo BpeMe Ha Teparnusita B MHOTO PEIKU CITy4dau, BBIIPEKH Ue
HE € yCTaHOBEHaA sICHa BPb3Ka ¢ MuMoOeHAaH. Te3n npu3Hay u34ue3Bat py MpeKpaTsBaHe Ha
Tepanusra.

YecroraTa Ha HEOIArONMPUATHUTE PEAKIMU CE OTIPEEIIs Upe3 cileJHaTa Kiacu(pukamus:
- MHOTO 4ecTd (moBeue oT 1 Ha 10 TpeTHpaHu )KMBOTHH, POSIBIBALLY HEOIArONPHUATHH
peaKinm)

- yectH (noBeyue ot 1, Ho mo-mainko oT 10 >xuBoTHU Ha 100 TpeTupaHu KUBOTHM)

- He yecTH (moBeye oT 1, Ho mo-Manko ot 10 xuBoTHM Ha 1,000 TpeTHpaHU )KUBOTHH)

- penku (roseue ot 1, HO mo-maunko ot 10 sxuBoTHH Ha 10,000 TpeTupaHu >KUBOTHH)

- MHOTO peakH (rmo-Manko ot 1 xxuBoTHO Ha 10,000 TpeTnpaHu )KUBOTHH, BKIIOUYUTEITHO
W30JIUPaHH CHOOLLICHUS



4.7 Ymnotrpeda nmo Bpeme Ha OpeMEeHHOCT, JaKTAIUsI MJIU sIiilleHOCeHe

JlaGopaTopHHTE MPOYYBaHUS IPH ILTHXOBE 1 3aiIIM HE MMOKAa3BAaT HUKAKBU JI0KA3aTENICTBA 32
TEPaTOreHHOCT WM (PEeTOTOKCHIHOCT. BBIIpexn ToBa, Te31 MPOYYBAHHSA Ca JOKA3aITH TOKCHIHOCT
3a MalikaTa 1 eMOPHOTOKCHYHOCT MIPH BUCOKH JIO3H, a CHIIIO TaKa JIOKa3BaT, 4Ye MMMOOCHIAHBT CE
EKCKpeTHpa upe3 MISIKOTO. bezomacHocTTa Ha BETepUHAPHOMEIUITMHCKUS MIPOAYKT HE € OlCHeHa
pu OpeMEeHHH! WITH KbPMEIIHN KeHCKU KydeTa. [Ipuara ce camo cien mpereHKa moss3a/puck; OT
OTTOBOPHUS BETEPUHAPEH JIeKap.

4.8 B3aumopeiicTBHE ¢ IPYTd BeTEPUHAPHOMETUIIHHCKYU MPOXYKTH U Apyru popmu Ha
B3aHMoOJeHCTBHE

[Ipu dpapmakonornyHuTe H3CIEABAHHUS HE Ca OTKPUTH B3aUMOJCHCTBUS MKy ChPACUHUS
TIIIOKO3U/1 yabauH 1 muMooOeHaaH. [Ipequ3BUKaHOTO OT MUMOOCHJaH yBETHUCHHUE Ha
KOHTapKTWJIHOCTTA Ha ChPLETO 3aTHXBA B IIPUCHCTBUETO HA KAIIMEBHS aHTAarOHUCT BeparaMul
U IWITHA3eM U [-aHTarOHHUCTA MPOIPAHOJION.

49 Jlo3a u HAYMH HA MPUJIOKEHHE
Jla He ce HaJBUIIIaBa IPENOpbUAHATA 1034.

Jla ce onpeiesiu ¢ TOYHOCT TeJlecHaTa Maca MpeIy TePaIusTa, 3a J1a e OCUTYPH MTPABUITHO
JI03UpaHe.

TabneTkuTe TpsAOBa da ce mpueMaT rmepopaiHo B rpaHuI 3a go3ara ot 0,2 mg no 0,6 mg
numobenaan/Kg TenecHa mMaca Ha feH. [IpeamounTanara aHeBHa q03a ¢ 0,5 mg mumobenaan/Kg
TenecHa Maca. Jlosara TpsiOBa aa ce pasaenu Ha asa npuema (0,25 mg/mumobennan/kg renecna
Maca BCEKH), e[IHaTa MOJIOBUHA OT J103aTa CYTPHUH, a JApyrara MOJIOBUHA CJIE/ IPUOIU3UTEIIHO
12 gaca. Besika 103a 1a ce 1aBa MpHOIM3UTENHO €UH Yac MPEIH XpaHeHe.

[IponykThT MOXeE J1a ce KOMOMHHpA C ANYPETHYHA Tepartusi, HapuMep ¢ pypo3eMu.

3a fa cuynuTe TalNeTKaTa ¢ eIHa MapKUpOBKa Ha JIBE MOJIOBUHH,
MOCTaBeTe TabJeTKaTa BbPXY paBHA IIOBBPXHOCT C MapKUpaHaTa CTpaHa
Harope. Kato nppxute eqHaTa nojgoBHHKA Ha TabJlIeTKaTa HaTHCHETE
HAJIOJy Jpyrara IO0JOBHHKA.

4.10 Ilpeno3upaHe (CHMIITOMH, CHEIIHH MEPKH, AaHTHIOTH), aKO € HEOOX0TUMO

[Ipeno3upanero Moxe Ja MPUYUHH MTOBPHIIAHE, TIOJI0KHUTEICH XPOHOTPOITUYCH eEeKT, araTus,
aTakcHsl, ChPICYHHU IIIYMOBE WM XUTIOTOHUS. [Ipu ToBa moTOXKeHHE J03aTa Clie/[Ba Ja ce
HaMali ¥ J1a ce TIPEIIIPUEMe TIOIXO A0 CUMITTOMATHIHO JICUCHHUE.

IMpu npoab/oKUTENHA eKcro3unus (6 Mecelia) mpu 3/[paBu KydeTa OT MopojiaTa Ouirs, npu
103a 3- U 5-KpaTHO 3aBUINIEHA CIPSMO MPENOPHUYUTENHATA 1032, Ca HAOII0aBaH!
3afe0esiBaHe HA MUTpaIHATA KJlara 1 JIeBOKaMepHa XUIepTpodus pu HIKou Kyderta. Te3n
W3MEHEHUs! UMaT papMaKoANHAMHYEH MPOU3XO/I.



411 KapeHTeH cpok

He e npunoxumo.

5. DPAPMAKOJIOI'MYHU OCOBEHOCTH

dapmakoTepaneBTUYHA IpyNa: ChbpACUYHH CTUMYJIAHTH, 6€3 CbpOeUHU 2IUKO3UOU,
dhochoanecrepasar HHXHOUTOPH.
Berepunapuomeaunmuacku Anatomo-Tepanesruuen Koa: QCO1CEQQ.

51 dapMaKkoAMHAMUYHH CBOWCTBA

[MumoOeHAaHbT, MPOU3BOAHO HA OCH3UMUIA30JI-TUPUIA3MHOH, € HE CHMITATOMUMETHYHA, HE
TJIMKO3UTHO HHOTPOITHA CyOCTaHIIHA, C MOIIHU Ba30IMJIATATUBHA CBOMCTBA.

[MuMoOeHaaHbT OKa3Ba CBOSI CTUMYJIMPAI MHOKap/IeH e()eKT Upe3 IBa METo/Ia Ha Bb3CHCTBHE:
MOBHIIIABA KaJII[HeBaTa YyBCTBUTEITHOCT Ha ChPJACYHITE MUODIIAMEHTH U HHXHOUpa
thocthomuecrepazara (tur I1). Chino Taka MHXHOMpa Ba30AMIATATUBHOTO JIEHCTBHE TIOCPEICTBOM
MHXUOUpaHe Ha akTUBHOCTTA Ha hocomuectepasa II1.

[Ipu npuiarane B cirydauTe CbC CUMIITOMAaTHYHA BYJIBYJIapHa HENOCTATHYHOCT 3a€THO C
¢dbypaceMu, IPOAYKTHT € JI0Ka3al MmonoOpsBaHe Ha KaUeCTBOTO Ha )KUBOT U YABbJDKaBaHE Ha
OYaKBaHATa MPOIBDKUTETHOCT Ha KUBOT MPU TPETUPAHUTE KyUeTa.

[Ipu npuiarane B orpanndeH Opoii ciydau cbC CHMITOMATHYHA JWJIATHPaHa KapJHOMHONAaTHs
3ae7HO ¢ pypaceMui, CHAIANPWI U IUTOKCHH, BETEPHHAPHOMEANLIMHCKHAT POIYKT € JOoKa3al
nofo0psABaHe HA KaY€CTBOTO HA )KMBOT U YABIDKaBaHE HAa OYaKBaHATa MIPOABKUTEIHOCT Ha
XKHUBOT IIPHU TPETHUPAHUTE KydeTa.

5.2 DapMaKOKHHETHYHH 0CO0EHOCTH

Pe3opbuusaCrien iepopalieH nprueM Ha TO3U BETePUHAPHOMEIUIIMHCKH MTPOAYKT a0COJIFOTHATA
OMOHANMYHOCT Ha aKTUBHUS npuHIWI € 60-63%. Thit KaTo abCoMOTHATA OMOHAINYHOCT €
3HAYUTEITHO HaMaJIeHa, KOraTo Cce IpreMa MUMOOEH 1aH C XpaHaTa HITH CKOPO CJIe]] TOBa,
MpernopbKaTa ¢ )KUBOTHUTE JIa CE TPETHPAT NMPUOIU3UTENIHO | Yac nmpeau XpaHeHe.

Pasnpenenenue
O0embT Ha pasnpenaenenue ¢ 2,6 L/kg, koeTo nokas3sa, 4e MUMOOCHIAHBT CE Pa3pe/Iesis JIECHO B

ThKkaHuTe. CpeaHaTa CTOMHOCT Ha CBBP3BaHE C IIa3MEHUs poTenH € 93%.

MeTtabonuzsm

CyOcraHiusTa ce IeMETHIMPA MO/ Bh3JICHCTBUETO Ha OKMCIICHUE /0 OCHOBHUS CH aKTUBCH
metabomut (UD-CG 212). JlombmauTenHuTe MeTabommTHY rbTHINa ca (asa Il kontoratn Ha UD-
CG-212, o chIecTBO TMIIOKOPOHUIH U CYIaTH.

Enumunupane
[Tna3meHusIT eMMHUHAITMOHEH TOTYKUBOT Ha nmuMobOeHan e 1,1 + 0,7 Jaca.

OCHOBHUSAT aKTUBEH META0OJIUT CE STUMUHUPA TIPH TUIa3MEH STUMUHAIMOHEH TOTYXKUBOT 1,5
+ 0,2 vaca. [louru 1s1aTa 103a Ce SAMMHHUPA TOCPEACTBOM H3NPAKHEHHSITA.

6. OAPMALIEBTUYHHU OCOBEHOCTH



6.1 Cnucbk Ha eKCHMIHEHTHTE

Ienymo3a, mukpoxpucraina (E460)

Kpockapmenosza Hatpuid

Marsne3ueB creapat

EctectBen apomar Ha Meco

6.2 OCHOBHH HECHLBMECTHMOCTH

He e npunoxumo.

6.3 Cpok Ha roaHocT

Cpok Ha TOHOCT Ha KpailHUs BEeTEPHUHAPHOMEANIIMHCKUS TPOAYKT:
30 mecerna.

CpoKk Ha TOZIHOCT Ha pa3duyNeHUTE TAOJIETKH Cle]] ITbPBO OTBAPSHE HA IbPBUYHATA OMAKOBKA: 3
JTHH.

6.4. CrnenuajaHu ycJI0BHA 32 ChbXPaHeHHE HA MPOAYKTA

Ja e ce cpxpansBa npu Temreparypa Haxa 30 °C.
BwpHete pazuyneHuTe TabIeTKH B OTBOPEHHS OJUCTEP U M3IMOJI3BAHTE B CPOK 110 3 JHH.

6.5 BwuaucbcTaB Ha TBPBUYHATA ONMAKOBKA

Bauctep ot anymunwuii - PVC/PE/PVDC:
10 rabnerku B 6muctep: 2, 5, 10 wmu 25 Gnucrepa B KapTOHEHA KYyTHSI.

AJyMuHHI — OJHCTEp OT ATyMUHUI!
10 rabnerku B 6muctep: 2, 5, 10 wnu 25 Gnucrepa B KapTOHEHA KyTHSI.

He Bcuuku pazMepu Ha onakoBKaTa Morart Ja obaar IIpeUIaraHy Ha 1asapa.

66 CHEIIHaJ'IHI/l MepKI/I 3a yHnmomaBaHe HAa HEM3IOJI3BAH l'lpOZ[yKT NJIN OCTATHIMU OT
HEro

BCGKI/I HCHU3IIOJI3BAH BeTepI/IHapHOMeI[I/IHI/IHCKI/I HpOI[yKT HUJIN OCTAaThIHU OT HETO TpSI6Ba na

6’[),Z[aT yHI/IIHO)KeHI/I B CbOTBECTCTBUEC C UBUCKBAHUATA HA MECTHOTO 3aKOHOAATCIICTBO.

7. INMPUTEXATEJI HA JIMIIEH3A 3A YIIOTPEBA

Eurovet Animal Health BV

Handelsweg 25

5531 AE Bladel
The Netherlands

8. HOMEP HA JIMIIEH3A 3A YIIOTPEBA



9. JATA HA ITBbPBOTO U3JABAHE/ITOJHOBSIBAHE HA JIMIHEH3A 3A
YIIOTPEBA

JlaTa Ha TBPBOTO M3/]aBaHE Ha JIMIICH3 3a yrnoTpeda:

10.  JIATA HA MOCJEJTHATA PEJAKIUASI HA TEKCTA
07/2018
3ABPAHA 3A TIPOJIAYKBA, CHABJSIBAHE W/WJIA YIIOTPEBA

He e npunoxxumo.



