KPATKA XAPAKTEPUCTHUKA HA ITPOAYKT
KbM PA3PEIIEHUE 3A THPIOBUA Ne 0022-2740

1. HAMMEHOBAHUE HA BETEPUHAPHOMEJIUIIUHCKUSA ITPOAYKT
Cestal Cat 80/20 mg qpBuamy TabISTKH 32 KOTKH
2. KAYECTBEH 1 KOJIMYECTBEH CbCTAB

Bcska TabieTka chabppiKa:
AKTHBHH CyOCTAHIUM:

Praziquantel 20 mg
Pyrantel 80 mg, exBuBanenTHo Ha 230 mg Pyrantel embonate
Excuunuenrtn:

3a IBJIHUS CHUCHK HAa eKCIMITUSHTUTE, BIK T. 6.1.
3. OPAPMAIEBTUYHA ®OPMA

JmBuUammy TabaeTKH.
Kbnro-kadsiBa oBarHa TabNIeTKa C JENUTEITHA JIMHUS.
Bcsika TabneTka Moke J1a ce pas/ienisl Ha JIBe PaBHU MOJIOBUHHU.

4. KIMHNYHHU JAHHHU

41 Bugose ;kMBOTHH, 32 KOUTO ¢ npeaHasHaye’n BMII
Kotkmn.

4.2 TepaneBanHn NMOKa3aHusl, ONIPEACJICHHA 32 OTACJTHUTE BUA0BEC )KUBOTHH

3a jedyeHne Ha CMECEHO ornapasuTsABaHEC C TCHUHW W HEMATOAW IIPpHU KOTKH, NPUIUHEHO OT CJIICAHUTE
IapasuTu:

- HemaTozu: Toxocara cati, Toxascaris leonina (Be3pacTau u He3penau GopMu),

- aakmocromu: Ancylostoma tubaeforme,

- tennu: Echinococcus multilocularis, Hydatigena (Taenia) taeniaeformis, Dipylidium caninum
(BB3pacTHH 1 He3penu Gopmu), Joyeuxiella spp.

4.3 IIporuBonokazanus

Ja He ce M3MON3Ba NPHU CBPBXUYBCTBUTEIHOCT KbM AKTUBHHUTE CYOCTaHLIMHM WJIM KbM HIKOH OT
excuunueHTuTe. Jla He ce u3Moi3Ba IpU KOTEHLA [IO-MAaJKM OT 6 ceiMuuHa Bb3pacT. Jla He ce
W3MOJI3Ba CHBMECTHO C BETEPUHAPHOMETUIIMHCKH TPOAYKTH, ChIbpXKAIld NHUrepasuH. Mo
npouerere T. 4.7.

4.4 CrnenmajaHy NpeIna3sHu MEPKH 32 BCEKH BH/I ;KMBOTHH, 32 KOUTO € npeaHaznaden BMII
Briixute ca MEKIMHHA TOCTONPHEMHHUIM 3a 4YECTO cpemiaH Buja Terws - Dipylidium caninum.
[TOBTOPHO OmNapasuTsSBaHE C TEHUS ChC CUTYPHOCT HACTBHIIBA, aKO HE CE€ IMPOBEKIA KOHTPOJI Ha
MEKJIMHHATE TOCTONPHEMHHUIM KAaTo OBJAXH M MHIIKA. MOXe Ja ce pasBHe PE3MCTEHTHOCT Ha
MapasMuTUTE KbM ONPEENICH KJIac aHTHXSIMUHTHIM, aKO CE M3I0JI3Ba MPEKAIECHO YECTO M IMOBTOPHO
AHTUXEJIMUHTHUK OT CBIIUAT KJIAC.

4.5 CnenuaJilHu npeana3Hu MepKy NMpu ynorpeda

CrielinaJiHy Ope/na3Hy MEPKH 3a )KMBOTHHUTE P YIIOTPeOaTa Ha MPOIYyKTa

TabmeTkuTe ca OBKyCeHH, T€ TpsOBa 1a OBJAT ChXpaHSIBAaHW Ha HEJIOCTHITHHU 32 XKUBOTHUTEC MECTa.
JKuBOTHH C BIIOIIGHO 3/IPaBOCIOBHO CHCTOSIHHE WIIM C MAacHWBHA WHBa3us, TpsOBa na Obaar
NperieJaHd OT BETEPUHAPEH JIeKap, Ipead Ja ce JaJe BEeTCPUHAPHOMEAUIIMHCKUSA TMPOAYKT.
CHMIITOMHTE Ha TAKUBA ChCTOSHUS Ca JUApHsl, IOBPBIIAHE, HAINYKE HA MMapa3uTH BbB (hEKAITUTE UM
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MOBBPHATOTO ChIbPKaHUE, HAPYLUICHO CHCTOSHUE HA KO3WHATA. [Ipu CUIHO BIOIIEHO 3APAaBOCIOBHO
CHCTOSTHHE WJIM MAacHBHO OINApa3sHTEeHH KOTKH, yrmoTpedara Ha MpOAyKTa TpsOBa da ce MpeneHu OT
BETEPHHAPCH JICKap, OCHOBABAMKYU CE€ HA ChOTHOIICHUETO TI0I3a/PHCK.

CroenmanaHy NpeAana3sHyd MEPKH 3a JULaTa, IpUIaramy BeTepUHAPpHOME TUIIMHCKHUS NPOAYKT Ha YKMBOTHHUTE
3a cna3zBaHe Ha M00pa XWTHEHHA MPAKTHKA, JIWIIATa MpHiiaramy TabJeTKUTe AUPEKTHO B ycTaTa Ha
KOTKAaTa WU B XpaHaTa, TPsIOBa Ja U3MHUAT PBIETE CH CIIE]] Ta3u MaHUITYJIaIlUs.

[Ipu cmyuaitHO moripmiaHe, He3a0aBHO /Ja c€ MOTHPCH MEIWIIMHCKH CHBET, KaTo Ha JIeKaps ce
MIPEeIOCTaBH JIFICTOBKATA MITM €TUKETa Ha MPOIAYKTA.

Jpyru npenynpesxaeHus

EXMHOKOKO3aTa MPEACTaBIsABA PUCK 3a YOBEIIKOTO 3apaBe. Ilopamu Qakra, 4e eXWHOKOKO3aTa e
3HaunMoO 3aboJsiBaHe 3a CBeroBHara 3apaBHa opranuzanus (C30), KOMIETCHTHUTE BIACTH TPsOBa 1a
UMaT pa3pabOTeHU crielM)UUHE HACOKU U TIOCIISIBAIM JICHCTBHS MPH JICYCHUETO U 3a TpeIa3BaHe
37IpaBeTo Ha XOpaTa.

4.6 HeOnaronpusATHU peakuuy (4€CTOTA U BAXKHOCT)

B mHOrO peaku ciryuan (mo-manko ot 1 sxuBotHO Ha 10,000 TpeTrpaHu >KUBOTHH, BKITIOUUTEITHO
W30JIUPaHH CHOOLIEHHUS ), ca HAOII0AaBaHH JIEKH U MIPEXOJHN HapYLICHUS Ha XPAaHOCMWJIATCHUS TPAKT
(xaTo xurepcaIuBalys U/WIM TOBPBIIAHE) U HEBPOJIOTUYHHU HAPYIICHUS (KaTO aTaKkCHsl).

4.7 Ymnorpeda mo BpeMe Ha OPEMEHHOCT, JIAKTAIUS WIH sliilleHOCeHe
He ce mpuuara o Bpeme Ha OpeMeHHOCT. Mojke J1a ce Ipuiiara 1o BpeMe Ha JIaKTarusl.

4.8 BzaumojeiicTBHe ¢ IPYrd BeTePHHAPHOMEIUIIMHCKYU MPOXYKTH U Apyru popmu Ha
B3auMojeiicTBHe
Jla He ce U3M0I3Ba CbBMECTHOTO C BETEPUHAPHOMEANLIMHCKU POAYKTH, ChABPIKAIIN MUIIEPa3HH.

4.9 /1032 ¥ HAYMH HA NPUJIOKEHUe
Josupoexa:

[Ipemoppunrennure no3u ca 20.0 mg pyrantel (exBuBanentHo Ha 57.5 mg/kg pyrantel embonate) u
5 mg/kg praziquantel. ToBa e exBuBanenTHo Ha 1 Tabnerka Ha 4 kg TenecHa maca.

Tenecna maca (kg) | bpou mabremxu
>1.0-<2.0 Y
>2.0-<4.0 1
>4.0-<6.0 1%
>6.0-<8.0 2

Tpunooicerue u nPOOBANHCUMETHOC HA TEHYEHUEMO:

EnnokpaTtHO niepopanHo npuioxenue. J[pBuainara Tadierka TpsOBa J1a ce aajie JUPEKTHO B ycTaTa Ha
JKHBOTHOTO WJIH, aKO TOBA € HEBh3MOKHO MOXKE JIa C€ CKpHE B XpaHara.

[Ipu onapazutsiBane ¢ HEMaTOI, 0OCOOCHO TPU MJIaJI KUBOTHH, ITBITHOTO UM €IIMMUHHUpPAHE HE MOXKE
Jla ce 0YaKBa, MOPaJX KOETO PUCKBT 32 XOpaTa OCTaBa.

[Ipu npoyuBasne, nposeaeHo mpu 30 KOTKU € Ha0JII01aBaHO JOOPOBOJIHO MPUEMaHE Ha TabJieTKaTa Mpu
83% oT THX.

He ce wnamara orpaHnnuyaBaHe AOCTbIIa Ha KOTKaTa A0 XpaHa MpEAW WIM CleN NpUIaraHeTo Ha
BETEPUHAPHOMEIUIIMHCKUAT MIPOIYKT. 3a JIa C€ OCUTYPH TIPABIIIHO O3WpaHe TelecHaTa Maca TpsoBa
na ObJIe oTmpesielieHa Bh3MOXKHO HA-TOYHO.

[TochBeTBaliTe ce ¢ BETepUHApPEH JIeKap OTHOCHO YECTOTaTa W IMOBTOPHOTO TMpWiIaraHe Ha
BETEPUHAPHOMETUITMHCKUS TIPOTYKT.

410 IlIpeno3upane (CHMITOMHU, CIIELIHH MEPKHU, AaHTHI0TH), AKO € He0OX0IUMO

CumnToMH Ha Tpefo3upaHe HE ce HadM0AaBaT HPU NETKPATHO IO-BHCOKA OT IMPENOPbUUTETHATA
no3a. Cren HajBUIIaBaHE Ha TETKpaTHATa 7103, € HAaOJI0aBaHa HEMOHOCUMOCT, MPOSBSABAIA CE C
MOBpBIIAHE.
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4.11 KapeHTeH Cpok
He e npunoxumo.

5. OAPMAKOJIOI'MYHU OCOBEHOCTH

dapmMakoTepaneBTHYHA Tpyna: AHTHXCIMHUHTHUIIM, JCPUBATH HA KBUHOJIOHA W CBBHP3aHUTE C HETO
cyOCTaHIINK; TIPa3UKBAHTEN KOMOWHAIIHH.
Berepunapnomeaununcku Anatomo-Tepanesruuen Koax: QP52AA51

5.1 ®apmakoaMHAMHYHH CBOIICTBA

IIpa3ukBanTeNbT ce pe3opOupa MHOTO OBP30 B Mapas3uTa U ce pa3sNpoCTPaHsIBa B HETO.

[TpoyuBanusTa (in Vivo 1 in VIitro) AeMoHCTpUpAT, Ye MPA3UKBAHTEIBT IPUUMHSBA TEIKKO YBPEKIAHE
Ha BBHIIHATa OOBHMBKA Ha Mapa3nuTa, KOETO CHOTBETHO BOAW O HETOBaTa KOHTPAKLMS W Mapaiu3a.
HabmonmaBa ce moutn He3abaBeH Cla3bM Ha MYCKyJaTypara Ha Hapasurta M Obp3a BaKyOJIM3amus Ha
CUHLUTHAJIHUAT TeryMeHT. ToBa Obp30 cBHBaHE ce OOSCHJIBA C IPOMEHUTE B JIBYBAJICHTHHUTE
KaTHOHHH MOTOLHM, 0COOCHO Ha KaJIIHs.

[MupanTensT ACHCTBa KATO XOJMHEPTUYEH aroHucT. Heropuar MexaHu3bM Ha JAeiicTBUE ce u3pas3siBa B
CTUMYJIMpaHe HA HUKOTMHOBUTE XOJMHEPTUUHH PELENITOPY Ha [apa3nuTa, NPUIU3BUKBAMKY CIACTUYHA
nmapains3a U 110 TO3W HAa4YWH IO3BOJIABA U3XBBPJIIHETO Ha IapasnuTa OT AaCTPOMHTCCTUHAIHUA TPaKT
MOJ| AEMCTBUETO HA MEPUCTAIITHUKA.

5.2 DapMaKOKHHETHYHH 0CO0EHOCTH

[Ipa3ukBaHTEIBT MHOTO OBP30 Ce pe3opOupa, METa0OIM3Upa U CE Pa3NpocTpaHsBa B TsioTo. Crien
MEPOPATHO MPWIOKEHUE TPU KOTKH, JOCTHIA MHUKOBA IIa3MEHAa KOHLEHTpAIMs MPHOIN3UTEIHO B
pamkute Ha 2 dyaca. IlpasmkBaHTensT ce Merabommsmpa B 4epHHUS ApoO0. OCHOBHO W MBIHO CE
EKCKpeTupa upe3 ypuHara moJ ¢popmarta Ha MeTabOJUTH B paMKHUTE Ha 48 yaca ciie/i IPUEMaHeTo My.

[TupanTenbT ce pe3opOupa ci1abo, MOpaad KOETO IMO-TOJISIMOTO KOJHYECTBO OT HEro OCTaBa B
XpaHOCMWJIATCIIHUA TPAKT, KbACTO IIPOSABABA TCPANICBTUYHOTO CHU I[eﬁCTBHC. M3apuBa ce B rojeMu
KOJIMUYECTRA ¢ (heKaTHUTE.

6. OAPMAINEBTUYHHN OCOBEHOCTH

6.1 Chnucbk Ha eKCOMTIHEHTHTE
Cetyl palmitate

Lactose monohydrate

Starch, pregelatinised

Sodium starch glycolate type A
Dried yeast

Pork liver powder

Magnesium stearate

6.2 OCHOBHH HECHBMECTHMOCTH
He e npuioxxumo.

6.3 Cpok Ha rogHocT
Cpok Ha TOAHOCT Ha KpaiHHs BEeTEpUHAPHOMEAUIIMHCKY TPOAYKT: 3 TOAUHH.
Cpoxk Ha roZIHOCT Ha TabJeTKaTa ciiejl OTBapsHe Ha OUcTepa U pa3zeisHe Ha MOJOBUHA: 2 JTHH.

6.4. CnenmaJiHu ycJI0BHS 3a CbXpPaHeHHE HA MPOIYKTA

To3u BeTeprHapHOMEAMIIMHCKH TPOAYKT HE M3MCKBA HUKAKBHU CIIELIMAIHH YCIOBHS 34 ChbXpaHEHHE.
Uznon3Baiite Besika paszaeneHa TabjeTKa NpH cIeBallo TpeTUpaHe, KOeTo He TpsAOBa Aa HaJBUILABA
48 yacoBusT HHTEpBAIL. Beekn mbT TpsiOBa Jia mpubepeTe HeM3MoI3BaHaTa MMOJIOBUHA B OJIMCTEpa MU
JICHTATa U Jia TH BbpHETE 00paTHO B KyTHsTa. Jla ce chxpaHsBa Jjaied oT Horieia U Ha HeJJOCThITHH 32
Jera MecTa.

6.5 Bl/lll U CbCTAB HA MbPBUYHATA OIIAKOBKaA
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[IpoayKThT € OmakoBaH B OJUCTEPH, CHCTOSIIMA CE OT KOMITO3UTHO allyMUHUEBO (DOJIMO C TEPMHUYHO
3arevaTaH aTyMHHUEB CJIOHM HMJIH JICHTH OT MHOTOCIIOWHO aTyMHHUEBO ()OJTHO/TIOIUETHIICH.

. Kytus cpappkama 1 6muctep no 2 Tabnetku (2 TabieTkn)

. Kytus ceapprkama 2 6mucrepa mo 2 TabneTku (4 TaOIeTKu)

. Kyrus ceappxama 52 6nmcrepa mo 2 tadnerku (104 Tabnetkm)
. Kyrus ceappxama 1 6muctep no 8 TabneTtku (8 TabieTkn)

. Kytus ceapprkama 3 6mucrepa no 8 Tadnetku (24 TabiaeTkn)

. Kyrus ceappxama 6 6muctepa o 8 Tabnetku (48 TabneTkn)

. Kyrus ceappxama 13 6mucrepa mo 8 tadnerku (104 Tabnetk)
. Kytus ceapprkama 5 nentu no 2 Tabnetku (10 Tabnetkn)

. Kytus ceapprkama 25 gentH o 2 tabaetku (50 TabneTkn).

He Bcuuku pasMepu Ha OllakOBKaTa MOrat Aa ObIaT MpeajaraHy Ha masapa.

6.6 CrnenmuajaHH MepPKH 32 YHHIIOKABAHE HA HEM3IMOJI3BAH NMPOAYKT WIH OCTATHIN OT HETO
Bcekn Hews3non3BaH BeTEPUHAPHOMEAMIIMHCKH MPOJYKT WM OCTAThIIM OT Hero TpsbBa na Obaar
YVHHIOXXECHU B ChOTBETCTBUE C U3UCKBAHMATA HA MECTHOTO 3aKOHOJIATEIICTBO.

7. UME HA IPUTEXATEJSA HA PASPEILIEHUETO 3A THPT'OBUA

Ceva Santé Animale

10, av. de La Ballastiére

33500 Libourne

France

8. HOMEP HA PAZPEHIEHUETO 3A THhPI'OBUS

Ne 0022-2740

9. JATA HA IT'bPBOTO U3JABAHE HA PASPEIIEHUETO 3A ThbPI'OBUS

Jlata Ha TBPBOTO W3AaBaHe Ha pasperiennero 3a Teproeus: 08/06/2017.
10. JATA HA IMOCJIEAHATA PEJAKIMSI HA TEKCTA
08/2019

3ABPAHA 3A ITPOJAXKBA, CHABJISBAHE N/NJIA YIIOTPEBA

He e npunoxumo.

A-P AHTOHHO PAJTOEB
3AMECTHHUK U3IIBJIHUTEJIEH JIUPEKTOP
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