KPATKA XAPAKTEPUCTHUKA HA ITIPOAYKTA
KBM PA3ZPEHIEHUE 3A THPI'OBUS Ne 0022-1397
1. HAUMEHOBAHUME HA BETEPUHAPHUSA JIEKAPCTBEH IIPOJAYKT
ITPA3UMEK C Ttadnerku 3a kotk/PRAZIMEC C tablets for cats.
2. KAYECTBEH U KOJIMYECTBEH CHCTAB
Bcesika Tabnerka chbpiKa:
AKTHBHH BellleCTBA:
Praziquantel 6.250 mg
Abamectin 0.250 mg

ITomoirHHu BemecTBa:

KonnuecTBeH ¢hCcTaB, aK0 Ta3u HH(OpMAIUA €
BA)KHA C OrJIe]l HA MPABUJIHOTO MPUWJIaraHe Ha
BeTEePUHAPHUSA JIEKAPCTBEH MPOAYKT

Ka4ecTBeH chbcTaB Ha IOMOIIHHUTE BellecTBA M
APYTUTE ChbCTABKH

Jlakto3a MOHOXUApAT

ITmennuHo HULIECTE

3axaposa

Hatpues naypun cyndar

AckopOnHOBa KHCETHHA

MHKpOKpI/ICTaHHa eJyJjio3a

Tank

Marne3ues cTcapar

Kononnaneﬂ XUApHUPAH CUJIIMIUCB JUOKCHU

3. KJIMHUYHA HHOOPMALIUSA

3.1 Bupgose :XHBOTHH, 32 KOUTO e mpeanazHaden BJIIT

Korku.

3.2 Tloka3anmus 3a ynorpeda 3a BceKM BUJ )KMBOTHH, 32 KOWTO e MpeHA3HAYEeH NPOAYKTHT

[Ipn wHBa3Wsg Ha KOTKH C LECTOAU (TEHHWH), HeMaToAu (KpBIJH YepBEH), KOCMOSAU, OBJIXH, MAaCHUIIHU
KBPJIEXKH, YIIHA KpacTa, 0ocOOEGHO MpH KOMIUIEKCHO omnapasuTsBaHe. Ilpm WHBa3usi ¢ eKTomapasuTH €
Heo0XoauMa U Je3MH(EKIHs Ha MECTOOOMTABAHETO.

3.3 IIporuBomokazaHus

Ja He ce n3non3Ba npu OpeMeHHN KOTKM, 003aelu KOTeHIa U KOTEHIIa MoJ] 2-MeceyHa Bb3pacT.

3.4 Chnenuajanu nmpeaynpexaeHust

Hsama.

3.5 Crhnenuajanu npeana3Hu MepKHU NPH ynorpeda

Cneunan}m Oopeanasiy MCpKH 3a Oe3omacHa VHOTDe6a Opy BUJOBETEC )XKMBOTHH, 34 KOMTO € NIPCAHA3HAYCH
BJIIT:

I[a HEC CC MMpujarat npu 60336]111/1 KOTCHIIA.




CHCLII/IaJ'IHI/I Opeanasdy MCPKH 3a JUlara, mpujaaraimy BETCPpUHAPHHA JCKAPCTBECH IMPOAYKT HA JKMBOTHHTC!

[Ipu npunarane Ha IpoxyKTa Aa HE ce e, nue win mymu. Creq npuiarale pbplere 1a ce U3MUAT ¢ BoJa U
carmyH.
CrenuanHy OpeAnasHy MEPKH 3a 3alll1Ta Ha OKoJIHaTa cpefa:

He e npunoxumo.
3.6 Heb0aaronpusiTHu peakuu
Hswma.

C"bO6IlIaBaHeT0 Ha He6ﬂaFOHpI/IHTHI/I pcakuun € BaXKHO. Topa mo3BonsBa HCIPCKBCHAT MOHHUTOPUHT Ha
0e30IIacHOCTTa Ha BCTCpHUHAPHUA JICKAPCTBCH IIPOAYKT. C’I)06H_ICHI/I$IT3 TpSI6Ba Aa C¢ wusnpamar, 3a
NpCAOYUTAHE YpPE3 BCTCPUHAPCH JICKAP, WM Ha MPUTCIKATCIIA Ha PaspClHICHUCTO 3a TbproBud, WM Ha
HallMOHAJIHUA KOMIICTCHTCH OpTraH 4YpE3 HAallMOHAJIHATa CUCTCMa 3a C’I)06H_IaBaHe. 3a ChOTBETHHTE JaHHH 3a
BPBb3Ka BUIKTC CHIIO TOYKA 16 ot nMHCTOBKATA.

3.7 VYnorpeba nmo Bpeme Ha OPEeMEHHOCT, JAKTALUS UJIH sTiilleHOCEHe

BpemenHnocr:
He ce mpenoppuBa npuiaraneTo Ha MPOAYKTa 1O BpeMe Ha OPEeMEHHOCT.

JlakTamnus:
He ce npunara npu naxTupaiy ;KUBOTHH.

3.8 BzamMmopeiicTBHe ¢ JApPYrH BeTepHHAPHH JIEKAPCTBEHH MPOAYKTH W Jpyrn ¢opMH Ha
B3aMMO/IelicTBHE

He ca usBectHu.

3.9 HauynH Ha NpUiIOKeHNe H JO3UPOBKA

Hauun Ha OPUITOKECHHUC!
Hepopanﬂo. Tabnerkara ce mocTaBst )_'[’I:JI60K0 BBpPXY OCHOBATA Ha C3UKA WM C ATPAKTaHT (KOII6aC, CHPCHC U

Ip.).

ﬂOBI/IQOBKal

[Ipu ennonapasuro3u —no 1 Tabnerka Ha 2.5 kg TenecHa maca;
[Ipu exTonapaszuTo3u — o 2 Tabnerku Ha 2.5 kg TenecHa maca.
[ToBTopHO npe3 7-10 quM (T7aBHO MPH EKTOMAPA3UTO3M).

3.10 CumnToMH Ha mpeao3upaHe (M KOraro € NMPHJI0KAMO — NMPOIEAYPH HA JAeiiCTBHE NMPH CHELIHU
cJIyYau U AHTUI0TH)

HpI/I npeao3rupaHe MOXKE da CC Ha6J'IIOZ[aBaT CUMIITOMU Ha HWHTOKCHKAIUA — MHUApHA3d, aTaKCu:, cnab
TpEMOD, 3a0aBEHO AUIIaHEC, XUIIOTCPpMHA, MUOpCIaKCalusl, 3ary6a Ha ariCTUT U 06H_Ia ACTIpeCHs.

3.11 Chnenuajinu OrpaHu4YeHHUs] 3a ynorpe0a M CHeNHMAIHH YCJOBHSl 3a ynoTpeda, BKJIIYHTETHO
orpaHMYeHHMs 3a Yynorpe6ara Ha AHTMMHMKPOOHM M IPOTHBONAPA3UTHH BeTePHHAPHU

JICKAPCTBEHHU MPOAYKTH, C L€ 1A C€ OPAHUYU PUCKDBT OT Pa3BUTHE HA PE3UCTCHTHOCT

3a MPUITOKCHUEC CaMO OT BETCPHUHAPCH JICKAp.



3.12 KapeHTHHU cpoKoBe

He e npunoxumo.

4. DPAPMAKOJIOI'NYHA UH®OPMALIUA

4.1 BerepuHapeH JekapcTBeH aHaTOMO-TepaneBTH4YeH Ko (ATCvet Code):
QP54AA52

4.2 ®apMakoANHAMHKA

[MPASUMEK C e xomOuHMpaH NPOOYKT, BKIIOYBAIl B ChCTaBa CH aKTUBHHUTE BEILECTBA NPA3UKBaHTEN U
a0aMeKTHH.

[Tpa3vKBaHTENBT OKa3Ba AHTHUIAPA3UTHO-AHTUXEIMUHTHO JCHCTBHE (AHTHUIECTOHO U 10 ONpenaesieHa
CTENECH aHTHUTPEMATOIHO). AHTHIECTOAHOTO JACHCTBUE CE€ MpOSBSIBA BBPXY LECTONU (MaHICITKOBHIHH
4YepBeH), KOUTO c€ HaMUpAT MPEAMMHO B XPaHOCMMWJIATEIHUS KaHal Ha Kotkute — Diphyllobotrium latum,
Dipylidium caninum (nonoBo 3pemu ¢dopmu), Spirometra erinocei, europei, Mesocestoides lincatus,
Hydatigena taeniaeformis, Taenia hydatigena v aHTUTPEMAaTONHO BBPXY TpeMaToau (TUIOCKU YEPBEH) —
Opistorchis felineus, Alaria alata.

AOaMEKTHHBT € CHJCKTOIWA, JCUCTBAIll HA BBHIIHH W BBTPCIIHM MAPA3UTH - AHTUXEIMUHTHO
(aHTUHEMATOMHO) ¥ AHTHAPTPOMOAHO (MHCEKTHIIMIHO M aKapUIMIHO (BBPXY Mapa3sWTUPAIIX HACCKOMH H
KBbPJICKH)) y KOTKHTE. AHTHMHEMATOJHOTO MY BJIHMSHHE € HACOUCHO Cpelly KpbIJH uepBen — Toxocara
mystax, Ancylostoma hebaeforme, Uncinaria stenocephala, Capillaria aerophila, Aerulostrongylus abrustus,
Spirocerca lupi, Strongyloides stercoralis v npyru, a aHTHApPTPOIOJHOTO — CIPSIMO CMYYCIIH KPBB H
TeJeCHU cokoBe HacekoMmu — Ctenocephalus cati (kotemka 0bnxa), C. canis (Kydemka 0bnxa), Pulex irritans
(uoBemika Obixa), Dypetalonema reconditum, Felicola subrostrata v xvpnexu — Notoedres cati, Otodectes
cynotis, Cheyloteclla blakei, Ixodes ricinus, Rhipicephalus sanguineus, Dermacentor reticulatus v np.
JleficTBHETO Ha Tpa3sWKBaHTEIa Ce OBJDKM Ha TMOTHCKaHe Ha (yMmaparpeaykrazaTa B MeMOpaHHWTE Ha
MUOGUOPHIINTE U HA HEPBHO-MYCKYJTHUTE CHHATICH, BCICACTBHE HA KOCTO HACTHIIBA Mapajiv3a U CMBPT Ha
XEIMUHTHTE. AGAMEKTHHDBT CTUMYJIHpPA OTACISHETO HA raMa- aMHUHOMAcCCHA KHCETMHA, KOSTO MPEYd Ha
MPEAaBaHETO Ha HEPBHUTE UMITYJICH, TIPEIU3BUKBAWKY Tapain3a Ha HEeMaTONUTE, HACCKOMHUTE M KbPIICIKHUTE.
JIBere chCTaBKM Ha MPOAYKTA B3aMMHO YCHIIBAT M JOMBJIBAT IEHCTBUETO CH M Ch3[aBaT BH3MOXKHOCT Ja CE
MOJYYH PA3LUIUPEH aHTUNAPA3UTEH S(EKT.

4.3 dapmakoKkHHeTHKA

B pesynrtaT Ha cBosiTa ctaba BOAOpa3TBOPUMOCT abaMEKTHHBT ce pe3opOupa OaBHO OT CTOMAITHOYPEBHHS
TPAKT, KaTO MakCUMaitHU cepyMHHU HUBA (Cpa 42.5 £ 1.08 ng/ml) ce gocturat ciex 4 daca (tmax 4.8 + 0.23
gaca). OOeMbT Ha paslpeAensHe Ha aBEPMEKTHHHUTE € TONsIM, HO Te TPYOHO NPOHHKBAT B MO3BKa.
OTHOCHTETHO BUCOKH KOHIIEHTPALMK CE€ OTKPHBAT B MACTHHUTE ThKaHH, YEPHUS ApOO M >KIbuKaTa (MOYTH
100% ot nmosara ce otnenst ¢ (exkanuuTe), KOCTHHS MO3BK, ObOpenuTe, maHkpeaca W OemuTe ApoOOoBe.
AbaMeKTHHBT ce MeTabonusupa B uepHus 1po0. [lepuonst Ha momypasmnan € 95.53 + 10.1 yaca.

Cren mepopanHO mpujaraHe ce oT4yuTa Obp3a pe3opOnus Ha NMpa3WKBaHTENa OT JABaHAIECETONPHCTHHKA,
KaTo MaKCHMallHM HuBa ce gocturaT cienq 1 vac. CpokbT Ha mModypasmaj NpH Kydera € 3 daca.
[Ipa3ukBaHTENBT MPOHUKBA B ThKaHHUTE (BKJIIOYMTEIHO LIEHTpAIHATa HEPBHA cucTeMa). Merabonusupa ce B
yepHus Ipod, karo 60-80% oT BBBeaeHaTa Ao3a ce oTAens mox (opmata Ha METaOOIUTH C ypHHATA.
[Ipa3uKBaHTENBT CE OTAENS CHIIO TAKa IPe3 KITbYKATa U ChC CTOMAIIHHS COK.

5. DAPMAILEBTUYHU JAHHU
5.1 OcHOBHH HECHLBMECTHMOCTH

He ca usBectHu.



5.2 Cpok Ha rogHoct

Cpok Ha TOAHOCT Ha KpaiHUS BETEpUHAPEH JIEKapCTBEH NPOAYKT: 2 TOIUHH.
5.3 CroenuanHu ycl10BHA 32 CbXpaHeHHUe

Ja ce masu OT mpsika cTbHYEBA CBETJIMHA.

5.4 Bwuau cbcTaB HAa MBPBHYHATA ONAKOBKA

Kaprouena kytus ¢ 4, 60 niu 200 Tabnerku, BKIOYBaIa choTBETHO 1, 15 mim 50 Onucrepa u3paboTeHH OT
amymuaueBo/PVC/PVDC ¢onuo, Bcekr 0T KOUTO Chabpika Mo 4 TaONeTKH.

5.5 CrhenuajaHu MepKH 3a YHHI0KABaHEe HA HEM3M0JI3BAHH NMPOAYKTH MJIM OCTATHIM OT TAX
W3non3BaiiTe mporpaMu 3a BpbIAHE NMPU YHUIIOKABAHETO HA HEW3IOJ3BAHM BETEPUHAPHH JIEKapCTBEHH
IIPOIYKTU UJIU OCTATBLHU OT TAX B CbOTBETCTBUE C U3MCKBAHMATA HA MECTHOTO 3aKOHOAATENCTBO U C BCUYKU
HAIIMOHAJIHA CUCTEMH 3a ChbOMpaHe, MPHIOKHMHU 33 ChOTBETHHUS BETEPUHAPEH JICKAPCTBEH MPOIYKT.

6. UME HA ITIPUTEXATEJISI HA PASPEHIEHUETO 3A TBPTOBUSA

“BUOBET” A/l

7. HOMEP(A) HA PASPEIIIEHUETO 3A ThbPI'OBUA

0022-1397

8. JATA HA ITBPBOTO U3JABAHE HA PASPEIIEHUETO 3A THPT'OBUA

Jata Ha IBPBO M3AaBaHe Ha pa3perieHuero 3a Teprosus: 01/07/2010

9. JATA HA MNOCJIIEAHATA PEJAKIIUA HA KPATKATA XAPAKTEPUCTHUKA HA
HNPOAYKTA

03/2023
10. KJACHUPUKAIUSA HA BETEPUHAPHUTE JIEKAPCTBEHU TPOAYKTHU
Jla ce oTmycka caMo Io JIeKapcKo MpeaICcCaHue.

IMoapobHa nHboOpMaIKs 3a TO3W BETEPHHAPEH JIEKAPCTBEH MPOAYKT MOXKE Jla HAMEpUTE B 0a3aTa TaHHU Ha
Cwto3a orHocHO ipoaykruTte (https://medicines.health.europa.eu/veterinary).

A-P AHTOHHO PAJTOEB
3AM. U3ITBJIHUTEJIEH JJUPEKTOP






