MNPUJIOKEHMUE I

KPATKA XAPAKTEPUCTUKA HA ITIPOAYKTA



1. HAUMEHOBAHUWE HA BETEPUHAPHUSI JTEKAPCTBEH IMPOAYKT

[Mpodenasp 30 mg/7,5 mg pa3TBOp 3a MpHIIaraHe BbPXY OTPAHUYCH YUACTHK 3a MAJIKA KOTKU
IIpoderapp 60 mg/15 mg pa3TBOp 3a MpHIIaraHe BbPXy OTpaHHUEH YYaCTHK 32 CPEIHH 10 ToJIEMUHA
KOTKH

IIpoderapp 96 mg/24 mg pa3TBOp 3a MpHIIaraHe BHPXy OTPaHIYEH YYACTHK 32 TOJIEMU KOTKH

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

AKTHBHH BelllecTBa:

Beeku ml:
ceabppka 21,4 mg/ml emodepside u 85,8 mg/ml praziquantel.

Beska emuandHa mo3a (mumneTa) chabppxa:

Oodem Emodepside Praziquantel
[Ipodhenabp 3a MaTKu KOTKH 0,35 ml 7,5 mg 30 mg
(=20,5-2,5kg)
IIpodenanp 3a cpenu 1O 0,70 ml 15 mg 60 mg
roJieMUHa KOTKH
>2,5-5kg)
[Ipodenabp 3a roneMu KOTKA 1,12 ml 24 mg 96 mg
(>5-8kg)

ITomoiHu BemecTBa:

KosmnyecTBeH cbeTaB, ako Ta3u nHGoOpManus e
BaKHA ¢ OIJIe] HA NIPABHJIHOTO NPHJIATAHE HA
BeTEPHMHAPHUS JIeKAPCTBEH MPOAYKT

KayecTBeH ChCTaB HA MOMOIIIHUTE
BE€IIECTBA U JIPYTUTE CbCTABKHA

Byruxunpokcuanuzon (E320) 5.4 mg/ml

I/ISOHPOHHHGHOB TJIIMaepoa

Miieuna KuceiHa

buctbp, xbaT 10 KadsiB pa3TBOP.

3. KIIMHNYHA THOOPMAIUA

3.1 Bupgose :KMBOTHH, 32 KOUTO e npeanaznayen BJIII

Kortku.

3.2 Iloxa3anus 3a ynorpeda 3a BCeKH BH/J JKMBOTHH, 32 KOHTO e NpeAHa3HAYEH NMPOAYKTHT

IIpu KOTKH, CTpamaIy WIKA 3aCTPAIICHH OT CMECEHU Mapa3uTHH WHBA3WUH, IPUIUHEHH OT KPBIUIH
yepBeu (HEMaTOH), TEHUH (TIECTOIN) U OSIOapOOHH TTapa3uTH OT CICTHUTE BUIOBE:

Hemaromu

Toxocara cati (3penu Bb3pacTHU, HE3peTH Bb3pacTHH, L4 1 L3)

Toxocara cati (L3 napsu) — ieueHre Ha KOTKU B HanpenHaua OpeMEeHHOCT C LeN NpeAna3BaHe Ha
MOKOJIEHUETO OT ONapa3uTsABaHE YPE3 MIIKOTO



Toxascaris leonina (3penu Bb3pacTHH, HE3PEIH Bb3pacTHU 1 L4)
Ancylostoma tubaeforme (3penv Bb3pacTHHU, HE3PEIIH Bb3pacTHU U L4)

ECCTOZ!I/I

Dipylidium caninum (3penu B3pacTHA ¥ HE3PEIH B3PACTHH)
Taenia taeniaeformis (Bb3pacTHN)
Echinococcus multilocularis (Bb3pacTHn)

benoapobuu napasutu
Aelurostrongylus abstrusus (Bb3pacTHH)

33 IIpoTuBomoKa3aHus
Jla He ce u3Mo3Ba NMPY KOTEHIIA Ha BB3pacT 1moj 8 ceamuny wium terio nox 0,5 kg.

Ja He ce u3non3Ba Npu CBPbXUYBCTBUTEITHOCT KbM aKTUBHHUTE BEIIECTBA WK KbM HSIKOE OT
IIOMOILHUTE BEIECTBA.

3.4 CoeumnaJHu npeaynpexaeHus

Kpnanero ¢ mamIioas Wi MOTAISIHETO Ha XKMBOTHOTO BbB BOJIA HEIIOCPEACTBEHO CJIE IIPUIAraHeTO
MOJKe J]a HaMali e()MKaCHOCTTa Ha BETEPHHAPHUS JICKApCTBEH NpoayKT. [lopaau Ta3u npuiuHa,
TpPEeTUpPaHUTE )KUBOTHHU HE TPsIOBa /1a ce KBIIT, IOKATO Pa3TBOPHT HE € U3CHhXHAI.

Moxe nma ce Pa3BHUC Nmapa3uTHa PE3UCTCHTHOCT KbM BCCKH KJIAC aHTUXCIIMHUHTHU B CJIICACTBHUEC OT YCCTO,
IMMOBTApPAIIO CC MPUIIOKCHUE Ha aHTUXCIIMHUHTH OT €IUH U CBHILI KJ1acC.

Henyxnara ynotpe6a Ha aHTUIAPa3UTHU CPEICTBA WK YIIOTpeOa, KOSITO c€ OTKIOHSABA OT
ykazanuara B KXII, Moxxe 1a yBenn4n HaTUCKa BbPXY CENEKIHUATA Ha PE3UCTEHTHOCT U J1a IOBEJE 10
HamajieHa eukacHocT. Pemennero 3a ynorpeda Ha BeTeprHApHUS JIEKapCTBEH NPOAYKT TpsOBa aa ce
0a3upa Ha MOTBHPKACHUE HA MTAPA3UTHUTE BUIOBE U TEKECTTA WM HA PUCKA OT HHPEKIHS BB3
OCHOBA Ha HEHHUTE €MUAEMUOIOTUYHH XapaKTEPUCTUKH 32 BCSIKO OTAETHO )KMBOTHO.

TpsiOBa 1a ce OOMHUCITH BH3MOXKHOCTTA JIPYTH KUBOTHHU B €IIHO U CHIIO JOMAaKHHCTBO Jia ObAaT
M3TOYHUK Ha TIOBTOPHO 3apa3sBaHe C KPBIIU YepPBeH, TECHHH U 0eI0JpoOHH YepBeH U Te TPsAOBa Jia ce
TpPEeTHpaT CIopea HeoOXOAMMOCTTA C TIOAXO/IAI BETEPUHAPEH JIEKAPCTBEH MPOIYKT.

3.5 CrnenmnaJIHU NpeANa3Hu MEPKH MIPU ynorpeda

Crenpaany npeana3Hd MEPKM 3a 0e30macHa yrorpeda Ipy BUIOBETE JKUBOTHH, 3 KOUTO €
npengasgayey BJIII:

Ja ce mpunara camo BbpXy KO’KHATa MMOBBPXHOCT, BBPXY 3/paBa Koa. J{a He ce mpuirara mepopaiHo
WM TTAPEHTEPAITHO.

[la He ce momycka JieKyBaHaTa KOTKA WM APYTHd KOTKH B JOMAIITHOTO OOKPHKEHHUE J1a 00JIM3BaAT
MSICTOTO Ha IIPUJIAraHETO, TOKATO € OIIIe BIaXKHO.

C’BH_ICCTBYBa OCKBJICH OIIUT OT NMpUJIaraHC Ha BETCPUHAPHUS JICKAPCTBCH NPOAYKT IIPH 0OJIHM M
HCMOIIIHHA XNBOTHH. Eto 3al10, MpujiaraHeTo Ha BETCPUHAPHUA JICKAPCTBCH MMPOAYKT IIPHU TaAKUBaA
JKHBOTHH TpSI6Ba Ja CTaBa CAUHCTBCHO CJIC NPCHCHKA Ha CbOTHOILICHUCTO HOH3a/pI/ICK.

CrienmatHy IpeAra3sHu MEPKH, KOUTO TPSIOBa J1a B3€Me JIMIIETO, IPUIaraiio BeTepHHAPHHUS JIEKapCTBEH
IPOAYKT Ha JKUBOTHHUTE

[Ipenun ynotpeda mpoyeTH TUCTOBKATA.

[a =He ce mymm, s1€ WIK MKe 110 BpeMe Ha MPHUJIaraHeTo Ha IMPOAYKTa.




Jla ce u30sirBa KOHTAKT C TPETHPAHOTO MSCTO, JOKATO € BiaxHOo. Jlenara ma ce IbpKaTr janed OT
TPETHPAHUTE )KUBOTHH TPE3 ISLIOTO TOBA BPEME.

[a ce u3mMuBaT pbLeTe cies ynorpeoda.

[Tpu cnyyaifHo pa3nuBaHe BbPXY KOXKara, ja C€ U3MUE He3a0aBHO C BOJA U CAIlyH.

[Ipu ciyvaiiHO ToTNaiaHe HA BETEPUHAPHHS JICKAPCTBEH MPOAYKT B OUYHTE, T€ TPSAOBa Jia CE MU3MHUAT
cTapaTellHo ¥ OOMIHO C BOJIA.

AKO CHMIITOMHTE 110 KOYKAaTa WM OYUTE TPOJIBIDKABAT, WK TIPU CIyYaliHO TIOTIIBIIaHe, He3a0aBHO Ja
Ce TIOThPCU MEIUITUHCKHU ChBET, KAaTO Ha JICKaps Ce MPEAOCTaBH JIMCTOBKATA WM €THKETA Ha
MPOJYKTA.

TpsiOBa 1a ce B3eMaT MEPKH, 3a Jla HEe Ce TI03BOJIM Ha JiellaTa Jla UMaT IPOAb/DKUTEIICH, MHTCH3UBEH
KOHTAaKT ¢ TPETHPAHHU KOTKH (HAIIpUMED Ja CIAT C TAX) Mpe3 MbPBUTE 24 Jaca ciiea MprUiIaraneTo Ha
BETCPUHAPHHS JICKAPCTBEH MPOAYKT.

ExuHOoKOKO3aTa (Kydemkara TeHHs ) IpeACTaBIIsBa 3ariaxa 3a yoBeka. Tbif kaTo EXMHOKOKO3aTa €
3a0oJIsiBaHe, KOETO MOJIekKH Ha 00gBABaHe, ChritacHO Mexynapoanoto bropo no Ennzoornnte
(OIE), choTBEeTHHTE KOMIIETEHTHHU BJIACTH TPSIOBA Jja MPEAOCTABAT CICHU(PHUYHUTE PHKOBOIHU HACOKU
10 OTHOIIICHHE Ha JICYEHUETO U ONa3BaHe 3[paBeTo Ha XOpaTa.

CrenuaiaHy OpeAna3Hy MEPKH 3a 3aIlMTa Ha OKOJHATa cpefia:
He e mpunoxumo.

Jpyru ipeAla3Hu MEPKU:

PazTBOpUTENAT HA TO3M BETEPUHAPEH JIEKAPCTBEH MPOIYKT MOKE Ja HAPABU METHA BHPXY HIKOU
MaTEepPHUH, BKIFOUUTEIIHO KOXa, TEKCTUII, TUIACTMAca U JIAKMpPaHH MOBBPXHOCTH. YOeneTe ce, ue
TPETUPAHATA IOBBPXHOCT € U3ChXHAJA MPEAU 1a MO3BOJIUTE HA AKUBOTHOTO /1a UMa KOHTAKT C
MoTI00HN MaTepUAIIH.

3.6 HeOnaronpusiTHH peakuun

Kotku:
MHoro pezku Heposornunu Hapymenus' > (atakcust' 2,
1,23
(mo-manko or 1 Ha 10 000 Tpetupanu Tpemop )
YKUBOTHH, BKJIFOUMTEIIHO U30JIMPAHU Xurnepcanusanus®, MOBpPbIIAaHE’, TUAPHUS
ChobuIeHus): AJtonenys Ha MSICTOTO Ha NpUaraHe’, IpypuTyc Ha
MSICTOTO HA NPUJIAraHe, Bh3MAIEHUE Ha MSCTOTO Ha
npusiaraHe
[ToBeieHYECKH HAPYLIEHHUS (XMIIEPAKTHBHOCT,
TPEBOYKHOCT, BOKAJIM3AIIU)
AHOpeKcus, JeTaprus
! Jlekw.
2 [IpexoaHH.

3 Cuuta CC, 4€ TC3HU eq)eKTI/I BB3HUKBAT B PE3YJITAT Ha 00JIM3BaHE OT KOTKATA Ha MSCTOTO Ha
npujaraHe He3a0aBHO CJICA TPECTUPAHCTO.

Cpo0mraBaHeTo Ha HEOIATONPUSATHU PEAKITHN € BaXKHO. ToBa MO3BOJIsBAa HEMTPEKHCHAT MOHUTOPHUHT Ha
0e30MmacHOCTTa Ha BETEPHHAPHHUS JIEKapCTBEH NPoayKT. ChoOmeHusITa TpsOBa 1a ce M3Mpallar, 3a
MPEINOYUTaHe Ype3 BETEPUHAPEH JIeKap, WM Ha IPUTEXKATE/Is Ha Pa3pellICHUETO 32 ThPrOBHs WIIH Ha
MECTHHMSI My MPEACTABUTEII, MJIM Ha HAIIMOHAJIHHS KOMIICTEHTEH OpPraH uype3 HallMOHaJHATa CUCTEMA 32
choOIIaBaHe. 3a ChOTBETHHUTE JIAHHU 32 BPbh3Ka BIXKTE JIMCTOBKATA.

3.7 VYmnorpeda mo Bpeme Ha OPeMEHHOCT, JAKTAI[US WU sTiilleHOCEeHe

BpeMGHHOCT W JJaKTalusAa:
Moke Ja C¢ mpujara 1o BpeMe Ha 6peM€HHOCT n JIaKTaly:.
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3.8 Bs3aumogeiicTBHe C APYTrd BeTePUHAPHH JI€KAPCTBEHH MPOAYKTH H APYru (popMHu Ha
B3auUMoOJeHcTBHE

Emodepside e cyocTpart 3a P-rimoxonporenna. [Ipunaranero eIHOBpeMEHHO C APYTH BETEpUHAPHU
JIEKapCTBEHU MPOAYKTH, KOUTO ca P-rimroxonporenH cybcTpatn/mHXHONTOPH (HapuMep WBEPMEKTHH
U IPYyTY aHTUTIAPA3UTHU MAKPOIUKIMYHU JIJAKTOHU, CPUTPOMHUIIMH, TIPEAHU30JI0H U IIUKIOCTIOPHH)
MOe J]a TOBEIE J0 3aCHICHU (apMaKOKWUHETUIHH JICKAPCTBEHH B3auMOIeHCTBHS. [loTeHIIMaTHUTE
KIMHAYHYU TIOCIICICTBUS OT IOJJOOHH B3aUMOJICHCTBHS He ca OWIIM 00CKT Ha MTPOYYBAHE.

3.9 HayuH Ha nIpUI0KEHHE U 103UPOBKA

Pa3TBoOp 3a npusiarafie BbPXy OrpaHUYEH y4acThK.
Camo 3a BbHIIIHA yrnioTpeoa.

Hosuposka u mepaneemuuen nian
IIpenoppuanutTe MuUHIMAaTHE 103U ca 3 mg emodepside / kg Tenecna maca (1.M.) u 12 mg praziquantel
/ kg T.M., koeTo ¢ ekBuBaJieHTHO Ha 0,14 ml oT BeTepuHapHUs JIEKapCTBEH MPOAYKT / kg TenecHa maca

(T.M).

Tenecna | Pa3mep Ha numerarta, KOsSITO O6em (ml) Emodepside | Praziquantel
Maca Ha Tpsi0Ba 1a ce U3MO0JI3Ba (mg/kg T.M.) (mg/kg T.M.)
koTkarta (kg)
>0,5-2,5 |Ilpodbenasp 3a MaJIKH KOTKH 0,35 (1 munera) 3-15 12 - 60
>25-5 [Ipodennsp 3a cpeanan mo 0,70 (1 munera) 3-6 12-24
TOJICMUHA KOTKH
>5-8 [IpodeHnbp 3a roieMu KOTKH 1,12 (1 nunera) 3-48 12-19,2
>8 W3nomn3Baiite moaxosiia KOMOWHAINS OT IHITETH

3a enuH Kypc Ha JISYCHUE CPEILy KPBIJIM YePBEH U TEHUU € IOCTAThUHO €IHO IMPUIIOKECHHUE.

3a CJIMH KypC Ha JICUCHUEC Ha KOTKH C LCJI MPEATIa3BaHC HA ITOKOJICHUETO OT OllapasuTsABaHE C
Toxocara cati (L3 J'IapBI/I) Upe3 MIIAKOTO € JOCTATBbYHO €IHO IIPUIIOKCHHUC, HpI/I6J'II/I31/IT€J'IHO CCIEM THU
npea O4aKBaHOTO paKAaHEe.

3a neuenue cpeuty Aelurostrongylus abstrusus ca JOCTaTbUHM JIBE MPHUIIOKEHUS C HHTEPBAJ OT JBE
CEIMUIIN.

Hauun na npunazane

W3Bagere nunerara oT onakoBkata. pbxKTe NUNeTaTa B U3MPABEHO MOJIOKEHUE, 3aBBPTETE U
M3AbpIIATe KarmaykaTa U U3M0J3BaiTe MPOTUBOIIOJIOKHHMS Kpaid Ha Kanaykara, 3a Ja CUyIuTe
mIomoara.

Pa3TBopeTe KO3MHAaTa Ha BpaTa Ha KOTKaTa B OCHOBATa Ha 4€pfcia, 10KaTo C€ BUIU KOXKaTa. IlocTaBeTe
BbpXa Ha NUII€TaTa BbPXY KOKaTa U CTUCHETC CUJIHO HAKOJIKO IIbTH, 3a JIa U3NPA3HUTE LAJI0TO
CbABbPIKAHUC BBPXY KOXKATa. HpI/IJ'IaFaHGTO Ha NpOAYKTa BbPXY THUJIA, B OCHOBATAa Ha 4Y€pciia, mic
HaMaJIi Bb3MOXXHOCTTA KOTKaTa Ja 00JIMIKE HE3aChXHAUS IMPOAYKT.

HenocraTbunara J03MpOBKa MOXKeE J1a TOBeIe 10 HeeeKTHUBHA yroTpeba u Ja OaronpusITcTBa 3a
Pa3BUTHETO HA PE3UCTECHTHOCT.

3a rapaHTUpaHe Ha MPaBUIIHA JJO3UPOBKA TEIECHATA Maca TPIOBa Jia ce Onpe/esid Bb3MOKHO Haii-
TOYHO. AKO )KHBOTHHUTE TPsIOBA J1a CE TPETUPAT KOJICKTHBHO, TPIOBA JIa ce ONMPEACTAT PasyMHO
XOMOTCHHH TPYIH U BCHYKH KHBOTHH OT €JlHA Ipyma TpsiOBa ja ObJaT TPETUPAHH C J103aTa,
CBhOTBCTCTBAIIlA HA Hall —TE€KKOTO OT THX.



3.10 CumnTomu Ha npexo3upaHe (A KOraTo € NPUI0KHUMO — MPOLEAYPH HA JieiicTBHE NpH
CTIEIIHH CIy4Yau ¥ AaHTHIOTH)

[oBuiIeHO CHFOHOOTENSIHE (XUIIEPCATUBAIIVSI), IOBPBIIAHE U HEBPOJIOTHYHY MTPU3HAIH (TPEMOP)
MOJKE JIa Ce MOSABAT MOHSAKOra, ako MpernopbyaHara J03a Ha BETCPUHAPHUS JICKAPCTBEH MPOAYKT CE
MIPEBHUIIY JICCETOKPATHO NPU Bh3PACTHU KOTKH WJIH METKPATHO MPU MAJIKU KOTCHIA. TOBa € Bb3MOXKHO
ciesi 00JIM3BaHe HAa MSICTOTO Ha TPETUPAHE, HETIOCPEICTBEHO CJIe]| MpriiaraHeTo. Te3u CUMITOMH ca
HaIThJIHO OOpaTHMHU.

He e uzBecTeH cienuduueH aHTHIOT.

3.11 Cneuuajnu orpaHuYeHus 3a ynorpeda u cnenuaJHi yCJIOBHUS 32 yNOTpeda, BKJIIOYUTETHO
OrpaHMyYeHHusi 32 ynoTpedaTa Ha AHTHMUKPOOHHU M MPOTHBONAPA3UTHU BeTePHHAPHHU
JIEKAPCTBEHHU MPOAYKTH, € 1] 1A ce OrPAHUYH PUCKBT OT Pa3BUTHE HA PE3UCTEHTHOCT

He e npunoxumo.
3.12 KapeHTHH CpOKOBe

He e npunoxxumo.

4. DAPMAKOJIOTHYHA HHO®OPMALIUA
4.1 Berepunapen JiekapcTBeH aHaToMo-TepaneBTu4eH koja (ATCvet Code): QPS2AASI.
4.2 ®apmakoAMHAMHUKA

Emodepside e morycCHHTETUYHO XHMHUYHO CheTUHEHUE, KOSTO MPUHAAJICKH KbM HOBA XMMUYHA TpyHa
- IeTICUNENTUAN. AKTHBEH € Cpellly KpbIJIU uepBer (HEMAaTOAN) - aCKapUIU U aHKUIIOCTOMH.
EduxacHocTTa Ha TO3M BETEpUHAPEH JIEKapCTBEH NMPOAYKT cpewty Toxocara cati, Toxascaris leonina,
Ancylostoma tubaeforme u Aelurostrongylus abstrusus ce nbmxu Ha emodepside.

Toii neiicTBa KaTO CTUMYNHPA NPECHHANTHYHUTE PELENTOPH, IPUHAIJICKAIIN KbM IpyIiaTa Ha
CEKPETHHOBHUTE PELENTOPH HA HUBOTO HA HEPBHOMYCKYJTHATA BPBH3Ka, PE3YITaThT OT KOETO €
napanusa ¥ CMbPT Ha MMapa3uTUTe.

Praziquantel e nupa3uHOU30KBUHOJIMHOB JIEPUBAT, KOMTO € e(DEeKTUBEH Cpelly TeHuu, kato Dipylidium
caninum, Echinococcus multilocularis v Taenia taeniaeformis.

Praziquantel ce abcopOupa 0bp30 1pe3 MOBbPXHOCTTA HA MAPA3UTUTE U JCUCTBa OCHOBHO Ype3
npomsiHa Ha kamuesara (Ca’™) mponyCKIMBOCT Ha MeMOpaHHUTe Ha mapa3uTa. ToBa Mper3BUKBa
CEpHO3HO YBPEKIaHE HA BhHIIIHATA OOBUBKA, KOHTPAKIIHS, MApaJin3a, HapyllaBaHe Ha MEeTaboIn3Ma,
KOETO BOJIM JI0O CMBPTTA Ha MTAPA3UTHTE.

4.3 ®dapMakOKMHETHKA

Cren JIOKaITHOTO TPUIIOKEHHUE Ha TO3HM BETEPHHAPEH JIEKAPCTBEH MPOAYKT IIPHU KOTKHU, TIPH
MUHHMAaJIHA TepaneBTHYHa 1032 oT 0,14 ml/kg TenecHa Maca ce yCTaHOBSIBAT MAKCHMAIHU CEPYMHH
KoHueHTpauu ot 32,2 + 23,9 pg emodepside /L u 61,3 + 44,1 pg praziquantel /L. Makcumanaure
KOHIeHTpaImu 3a emodepside ca Ownu nocturHaru 3,2 + 2,7 qTHA Ciie]] MPUIOKEHUETO, a 3a
praziquantel 18,7 + 47 yaca cieq npuiokeHneTo. J[BeTe akTHBHH BEIIECTBA CJIE/ TOBA C€ OTACIAT
0aBHO OT cepyMa ¢ moJyKuBoT oT 9,2 £ 3,9 nuu 3a emodepside u 3a 4,1 + 1,5 quu 3a praziquantel.
Cren mepopaiTHO MPHIOKEHUE MPH TUTbX0Be, emodepside ce pa3npocTpaHsiBa BbB BCHUKH OPTaHH.
Haii-Brucoku ca HUBaTa Ha KOHIIGHTpAIMs B MacTHaTa ThkaH. DekarHaTa eKCKpelys JOMUHNPA, KATO
ce cpeutat HenpoMeHeH emodepside U XUIPOKCUIUPAaHH JEPUBATH, KATO OCHOBHH €KCKPETOPHU
HOPOIYKTH.



[IpoyuBaHusiTa IpU MHOXKECTBO Pa3IMUHM BUIOBE ca MOKa3alH, ue praziquantel ce pasrpaxia 0bp30 B
gepHU Ap06. OCHOBHUTE METaOOIUTH ca MOHOXUAPOITMKIOXEKCHIIOBY TTPOU3BOIHY Ha praziquantel.
OcHOBHO ce oTaens upe3 ObOpenure.

5. DAPMALNEBTUYHU JAHHHU

5.1 OcHOBHH HECHbBMECTHMOCTH

He ca nsBecTHu.

5.2 Cpok Ha roaHoCT

Cpok Ha TOZJHOCT Ha KpaifHus BeTepUHApEH JICKApCTBEH NPOAYKT: 3 TOAWHHU.

5.3 CrhenuanaHu yca0BHSA 32 CbXpaHeHHe

[a ce cpxpaHsBa B OpUrHHAJIHATa OMMAKOBKa, C IIeJI MpeANa3BaHe OT Biara.

5.4 Bujau cbCcTaB HA MBPBUYHATA ONAKOBKA

beny noaunponuaeHoBy MUIETH ¢ Kaadyku B aTlyMHUHUEBU ONUCTEPH

brucTep onmakoBky B KapTOHEHa KyTus, chabpikamia 2, 4, 12, 20 unu 40 1o30Bu nunety (Bcsika Mo
0,35 ml).

bructep onmakoBky B KapTOHEHA KyTHs, Chabpikaia 2, 4, 12, 20, 40 nnu 80 1030BHU nureTH (Bcska 1mo
0,70 ml).

bructep onakoBku B KapTOHEHA KyTus, Chabpikaia 2, 4, 12, 20 wnu 40 mo30Bu munetu (Bcska Mo
1,12 ml).

He Bcnuku pa3mepn Ha omakoBKaTa Morat Aa ObJaT npejiarand Ha nasapa.

5.5 CrnenunaJHu MEePKH 32 YHHI0:KABAHEe HA HEM3MOJI3BAHHN MPOAYKTH HJIU OCTATHIH OT TAX

BerepunapHuTe JIeKapCTBEHH MPOYKTH HE TPsAOBa J1a ObJaT U3XBBPJISHYU YPe3 OTIIaJHU BOIU MU
OHMTOBH OTIIAABIIH.

BerepuHapHUST JIeKapCTBEH MPOIYKT HE TpsiOBa aa ObJic M3XBBPJISH BbB BOJIHU OaceiiHM, Thil KaTo
emodepside Mo>ke J1a ObJie onaceH 3a pyuOH U APYTH BOJHH OPraHU3MH.

N3nosn3paiiTe nporpamMu 3a BpbIlIAHE PH YHUIIIOKABAHETO HA HEU3IIOJI3BAHNU BETEPUHAPHU
JIEKaPCTBEHHU MPOJYKTH UITU OCTATBIH OT TSIX B CbOTBETCTBUE C M3UCKBAHUATA HA MECTHOTO

3aKOHOJATEJICTBO M C BCHUKM HALIMOHAIHU CUCTEMU 3a ChOMpPaHe, MPUIOKUMH 32 ChbOTBETHUS
BETEPUHAPEH JIEKAPCTBEH MIPOIYKT.

6. HNME HA IIPUTEXKATEJIS HA PASPEHIEHUETO 3A TBPT'OBUA

Vetoquinol S.A.

7. HOMEP(A) HA PASPEHIEHUETO 3A ThPI'OBUs

EU/2/05/054/001-016

8. JATA HA ITBPBOTO U3JJABAHE HA PAPELIEHUETO 3A ThbPI'OBUSA



JlaTa Ha TBPBOTO M3/aBaHEe Ha pa3pelIeHUeTo 3a Thproeus: 27/07/2005.
9. JATA HA NOCJEIHATA PEJAKIIMUS HA KPATKATA XAPAKTEPUCTUKA HA
MPOAYKTA

(MM/ITIT}

10. KJIACHPUKANUA HA BETEPUHAPHUTE JJEKAPCTBEHU NPOAYKTHU
Ja ce oTIrycka caMo I10 JIEKapCKO IIPEIIUCAHUE.

[MonpoOHa nHbopMaIrs 3a TO3M BETEpUHAPEH JIEKAPCTBEH MPOAYKT MOXKE J1a HAMEepUTe B 0a3arta JaHHU
Ha Cpro3a orHOCcHO mpoxykTuTe (https://medicines.health.europa.eu/veterinary).



https://medicines.health.europa.eu/veterinary

[ByTunka 3a MHOTOKpaTHO JO3WpaHE |
1. HAMMEHOBAHUE HA BETEPUHAPHUS JTEKAPCTBEH TIPOAYKT

[Mpodenasp 85,8 mg/ml/ 21,4 mg/ml pa3TBop 3a npuiaraHe BbpXy OrpaHUYEH YIaCThK 38 KOTKH

2. KAYECTBEH U KOJIMYECTBEH CBHCTAB
AKTHBHH BelllecTBa:

Bceexn ml cpabpika :
21,4 mg/ml emodepside u 85,8 mg/ml praziquantel

ITomomiHu BelecTBa:

Kouu4yecTBeH cbCTaB, aKko Ta3u HuHGopManus e
BaJKHA € OTJIeJ HA NPABUJIHOTO NpHJarane Ha
BeTEPUHAPHUS JIEKAPCTBEH MPOAYKT

KayecTBeH ChCTaB HA MOMOIIIHUTE
BE€IIECTBA U JIPYTUTE CbCTABKH

Byruxunpokcuanuzon (E320) 5.4 mg/ml

N30nponuieHoB TauLepot

Miieuna kuceinuHa

Buctbp, xbAT 10 KadsB pa3TBOP.

3. KJIMHNYHA THOOPMALIUA

3.1 Bujose ;KUBOTHH, 32 KOUTO ¢ npeanasnaven BJIII
Kotkmn.
3.2 Moka3anus 3a ynorpeda 3a BceKM BUJ "KUBOTHH, 32 KOWMTO € peHA3Ha4YeH NPOAYKTbT

[Tpu KOTKH, CTpaJaIy WK 3aCTPAIIEHH OT CMECEHU IMapa3uTHU UHBA3HMU, IPUIMHEHU OT KPBIJIH
yepBen (HEMaToan), TeHUH (IIeCTO M) U O0enoApoOHN Tapa3uTH OT CIIEAHUTE BUIOBE:

Hemaronu

Toxocara cati (3peny Bb3pacTHU, HE3pETH Bb3pacTHH, L4 u L3)

Toxocara cati (L3 napsu) — ieueHre Ha KOTKU B HanpenHaua OpeMEeHHOCT ¢ LIeN NpeAna3BaHe Ha
MIOKOJICHHETO OT ONApa3UTsIBaHE Ype3 MILIKOTO

Toxascaris leonina (3peny Bb3pacTHU, HE3pEH Bb3pacTHU 1 L4)

Ancylostoma tubaeforme (3penv Bb3pacTHU, HE3pENH Bb3pacTHU U L4)

HGCTOZ!H

Dipylidium caninum (3penyu Bb3pacTHH U HE3PETU BH3PACTHH )
Taenia taeniaeformis (Bb3pacTHN)
Echinococcus multilocularis (Bp3pacTHm)

BenoapoOuu napasutu
Aelurostrongylus abstrusus (Bb3pacTHH)

33 [MporuBonokazanus

[la He ce u3M0/13Ba IPU KOTEHIIA Ha Bb3pacT 1o 8 ceamuiy miu terio mox 0,5 kg.

9



ﬂa HC CC U3M0JI3Ba MPU CBPBbXYYBCTBUTCIHOCT KbM aKTUBHUTC BCIICCTBA UJIK KBM HAKOC OT
IIOMOIIHHUTEC BCIICCTBA.

3.4 ChneunuajHy npexynpe:kaeHust

KebmaneTo ¢ mammoaH Wiy IOTANsSHETO Ha )KUBOTHOTO BHB BOJA HEMTOCPEACTBEHO CIIE]T IpHIaraHeTo
MOJKe J1a Hamalid e(pUKAaCHOCTTa Ha BETEpUHAPHUS JIeKapCTBeH MpoayKT. [lopaan Ta3m npuinHa,
TpETHPAHUTE )XUBOTHHU HE TPSOBA /1a Ce€ KBIIAT, JOKATO Pa3TBOPHT HE € N3CHXHAI.

Moxxe ga ce pa3BHE MnapasuTHa PE3UCTCHTHOCT KbM BCEKH KJIaC aHTUXCIIMUHTU B CJICACTBUC OT YECTO,
IIOBTApPSIIO CC IMPUIIOKECHUE Ha aHTUXCIIMHUHTH OT €IUH 1 CBHII KJIacC.

HenyxHata ynorpe0a Ha aHTHIIApa3UTHU CPEJICTBA HITK YIIOTPEOa, KOSTO CE OTKIIOHSIBA OT
ykazanusta B KXI1, Moxke 1a yBeIMYM HaTUCKA BBPXY CEJICKIIMATA HA PE3UCTCHTHOCT U JIa IOBEAE 10
HamaJieHa euKacHOCT. Pemennero 3a ynorpeba Ha BeTepUHAPHUSA JIEKapCTBEH MPOIYKT TPsOBa 1a ce
0a3upa Ha MOTBHPKACHUE HA MMAPa3UTHUTE BUJIOBE U TEXKECTTA WM HA PUCKA OT HHPEKIHUS Bb3
OCHOBAa Ha HEHHHTE SMUIEMHONIOTUYHN XapaKTEPUCTHKHU 32 BCSIKO OTACITHO XKHBOTHO.

TpsiOBa 1a ce OOMHUCIIU BB3MOXKHOCTTA JIPYTH dKUBOTHU B €IIHO U CHIO JOMAaKMHCTBO Jia ObaaT
M3TOYHUK Ha TIOBTOPHO 3apa3sBaHe C KPBIJIU YSPBEH, TCHUH U OEI0JpOOHH YepBEH U Te TPsAOBa Jia ce
TPETUPAT Crope]l HEOOXOAUMOCTTA C MOIXOASI] BETEPUHAPECH JIEKAPCTBEH MPOJYKT.

3.5 CneuuaJiHu npeana3Hl MepKH NPH ynorpeoda

CrenuyaaHy Opeana3sHu MEPKH 3a O0e30macHa yrnoTpe0a py BUJIOBETE JKMBOTHH, 3a KOUTO €
npexaazHaged BJIII.

Ja ce mpunara caMo BbpXy KOKHaTa MOBBPXHOCT, BEPXY 37[paBa Koka. Jla He ce mpuiiara nepopaiHo
WM TTAPEHTEPAITHO.

[la He ce momycka JeKyBaHaTa KOTKa WM JPYrd KOTKU B JOMAIIHOTO OOKPBXKEHUE Ja 00IM3BaT
MSCTOTO Ha IPUJIAraHEeTo, JOKATO € OILE BJIAXKHO.

ChI1ecTBYBa OCKBJIEH OTIHT OT MpHJIaraHe Ha BeTepUHAPHHS JIEKaPCTBEH MPOJYKT MPH OOJIHU U
HEMOIIHY KUBOTHH. ETO 3aI10 MPHJIaraHeTo Ha BETEPUHAPHUS JICKAPCTBEH MPOAYKT MIPH TaKHBa
JKUBOTHHM TpsI0Ba J]a CTaBa €AWHCTBEHO CJIE MPELEHKA HAa ChOTHOLIEHUETO M0J13a/PUCK.

Coenmainu npearasiu MEpKHu, KOUTO TDH6Ba Ja B3EMC JIMIICTO, ITpujaaraiio BETCpUHApHUA JICKAPCTBCH
OPOAYKT Ha )KUBOTHUTE:

[Mpeau ynorpeba mpoveTH JTUCTOBKATA.

[a He ce mymu, /1€ WK KMEe 110 BpEME Ha NPUIIAraHETO Ha MIPOJYKTa.

Ja ce n30sirBa KOHTAKT ¢ TPETHPAHOTO MSCTO, AOKATO € BiIakHO. Jlemara Ja ce Ibpikar Jajied OT
TPETUPAHUTE )KUBOTHH Ipe3 ISUIOTO TOBA BPEME.

Jla ce u3mMuBar pablieTe ciies ynorpeoa.

[1pu ciryuaifHO pa3inBaHe BEPXY KOXKaTa, J1a ce M3MHUe He3a0aBHO C BOJIA U CaIlyH.

AKO BETepHMHApHUST JEKapCTBEH MPOIYKT MOMNaJHE CIyYailHO B OYMTE, Te TpsiOBa Ja Ce M3MUST
CTapaTeHO B OOMITHO C BOAA.

AKO CHMIITOMHTE 10 KOYKaTa WM OYUTE TPOJIBIDKABAT, UK MPH CITy4aiHO TIOTITbIIaHe, He3a0aBHO Ja
CC MOTHhPCU MEANIMHCKHN CHBET, KATO Ha JICKapsd C€ NMpea0CTaBu JIUCTOBKATa NUJIKW €TUKETA HA
NPOIYKTA.

Tpsi0Ba 1a ce B3eMaT MEpKH, 3a J1a He Ce MO3BOJIM Ha AelaTa Jja UMaT IpoIbJDKUTENICH, MHTEH3UBEH
KOHTAaKT C TPETUPAHHU KOTKH (HAaIIpUMeEp J1a CIIAT C TSAX) Mpe3 IbpBUTe 24 yaca ciel MpuaraHeTo Ha
BETEPUHAPHUS JIEKAPCTBEH IIPOIYKT.

Exnnokoko3ara (Kydemkara TeHHs ) TPECTaBIIsABA 3arIaxa 3a 4oBeKka. T'pil kato EXuHOKOKO3aTa €
3a0oJs1BaHe, KOETO TOAJIEKH Ha 00sIBsiBaHe, chriaacHo MexayHapoauoTo biopo nmo Enuzooruure
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(OIE), chOTBETHUTE KOMITIETCHTHH BJIACTH TPsIOBA Ja PEIOCTABAT CIICU(PUIHUTE PHKOBOIHNA HACOKH
0 OTHOIIICHHE Ha JICYCHUETO U ONa3BaHe 37paBeTo Ha XOpaTa.

CrenumanHy npeanasHi MEPKH 3a 3aIlliTa Ha OKOJIHATa cpejia:
He e mpuinoxumo.

JIpyTH nIpeAna3Hu MEPKH:

PazTBOpUTENAT HA TO3U BETEPUHAPEH JICKAPCTBEH MPOIYKT MOXKE J]a HAIIPABH METHA BEPXY HAKOU
MaTepPUH, BKIFOYUTEIHO KOXa, TEKCTUII, TUIACTMAca U JIAKUpaHU MMOBBPXHOCTH. YOeneTe ce, ue
TpETUpaHaTa MMOBHPXHOCT € N3ChXHAaJA MPEIH 1a MO3BOINTE Ha JKUBOTHOTO J1a UMa KOHTAKT C
MO00HU MaTepraIy.

3.6 HeOnaronpusiTHH peakuun

Korku:
MHoro peaku Hesposornunu Hapymenus'>* (atakcus' >,
1,2,3
(nmo-manko ot 1 Ha 10 000 Tpetupanu Tpemop )
YKUBOTHH, BKJIFOUMTEITHO U30JIUPAHU Xunepcanupanus’®, MOBpbIIAaHE’, TUAPH
CHOOIIeHH): AJtonenys Ha MSCTOTO Ha NPHJIAraHe’, IPypUTyC Ha
MSICTOTO Ha TIPUJIarane, Bh3MaJeHHE Ha MSACTOTO Ha
TpUIaraHe
[ToBeneHYeCcKr HApyLIEHNs (XMIIEPAKTHBHOCT,
TPEBOYKHOCT, BOKAJIM3aIUA)
AHOpeKcus, JeTaprus
! Jekw.
2 [Ipexoauu.

3 Cuura ce, ue Te3u epEKTU B3HUKBAT B PE3YJITAT HA OOJIM3BAHE OT KOTKATA HA MACTOTO Ha
mpuiarane He3abaBHO CIie/l TPETUPAHETO.

C’I)O6HlaBaHeTO Ha He6HaFOHpI/IHTHI/I PCaKknum € BaXXHO. Tosa no3BossaBa HCIIPEKBCHAT MOHUTOPHHI HAa
0Oe30MmacHOCTTa Ha BCTCPUHAPHUS JICKAPCTBCH ITPOAYKT. C’LO6H.[€HI/I$ITa TpSIGBa Ja C¢€ u3rpariar, 3a
MNPEATIOYUTAHC YPE3 BETCPUHAPCH JICKAp, UM HAa IPUTCKATCIIIA Ha Pa3pCHICHUCTO 34 ThbpProBUsA WJIN HaA
MCECTHHUA MY NIPEACTABUTEII, NI HAa HAHIUOHAJTHUA KOMIIETCHTCH OpraH 4Ype€3 HalluOHAIHATa CUCTEMaA 3a
C’LO6H_I8.B3.H6. 3a CbOTBETHHTE JaHHH 34 Bpb3Ka BUIKTC JINCTOBKATA.

3.7 VYmnorpeda mo Bpeme Ha OPeMEHHOCT, JAKTAI[US WU sTiillEeHOCEeHe

BpeMeHHOCT U JlaKTanus:
Moske f1a ce mpuiiara 1o BpeMe Ha OpeMEHHOCT U JIaKTalHs.

3.8 Bs3aumogeiicTBHe C APYrd BeTEPUHAPHH JIE€KAPCTBEHH MPOAYKTH U APYru (popMu Ha
B3auMoOJeHcTBHE

Emodepside e cybcrpart 3a P-rimroxonporenna. [IpunaraneTo enHOBpeMEHHO C PYTH BeTEpUHAPHH
JIEKapCTBEHU MPOJYKTH, KOUTO ca P-rimokonporenH cyocTpaTn/MHXUOUTOpY (HapuMep HBEPMEKTHH
U PYTH aHTUIAPAa3UTHU MAaKPOLUMKINYHY JAKTOHH, PUTPOMUIIMH, PETHU30IOH M IUKJIOCIIOPUH)
MOraT Jia 0Bear JI0 3aCHiIeH! (hapMaKOKMHETHYHH JISKapCTBEHH B3auMoieicTBus. [loTeHanaure
KJIMHUYHH TIOCJIEACTBHUS OT MOA00HH B3aMMOICHCTBUS HE ca OMIM OOCKT Ha IPOYyYBaHeE.

3.9 Hauywnn Ha mpuitokeHHne M 103UPOBKA

Pa3TBop 3a BprilaraHe BbpXy OIpaHUYEH YYacThK.
Camo 3a BbHIIHA yIIoTpeoda.
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Hoszuposka u mepaneemuyen niam
[Ipenopbuannre MUHUMAIHU 103U ca 3 mg emodepside / kg Tenecna maca (T.M.) u 12 mg praziquantel
/ kg T.M, KOeTo e exkBuBaieHTHO Ha 0,14 ml ot BeTepuHapHUs TeKapcTBeH MPOayKT / kg TemecHa maca

(T.Mm.).

Mimarte BB3MOKHOCT J[a H3UUCIMTE TOYHATA /1032 Bh3 OCHOBA Ha MHAMBHU/IyalHATA TEJIeCHA Maca WIn
JIa U3I0JI3BATE U3JIOKECHUTE TTO-I0JTy IPEMOPHUMTEIIHH 3a PA3THYHUTE BUI0BE TETJIOBHH I'PAHUIIN
00EeMHHU J103U:

Tesecna Oodem Emodepside Praziquantel
Maca Ha (ml) (mg) (mg/kg 1.M.) (mg) (mg/kg 1.M.)
korkara (kg)
20,5-25 0,35 7,5 3-15 30 12 - 60
>25-5 0,70 15 3-6 60 12 -24
>5-8 1,12 24 3-48 96 12-19,2
> 8 W3mon3BaiiTe moaxoasmia KOMOMHAINS OT 00eMH

3a enuH Kypc Ha JISYeHUE CPEILy KPBIJIM YePBEH U TEHUU € TOCTAThUHO €IHO IMPUIIOKECHHUE.

3a enuH Kypc Ha JIeYeHHE Ha KOTKH C LTI Ipe/Ira3BaHe Ha MMOKOJICHUETO OT ONapa3uTsIBaHE C
Toxocara cati (L3 mapBu) 4pe3 MIIIKOTO € AOCTAaThYHO €THO MPHIOKEHUE, TPUOTUIUTEITHO CEeeM THU
MIpeId OYaKBAHOTO PaKJaHe.

3a neuenue cpeuty Aelurostrongylus abstrusus ca JOCTaTbUHM JBE MPHUIIOKEHUS C HHTEPBAJ OT JBE
CEIMUIIN.

Hauun na npunazamne

Bsemere agantepa, cBajieTe mpeana3HaTa Kamayka OT OCTPUETO U ro 3a0HiTe B IIEHTpaIHaTa 4acT Ha
samyrrankara. OTBOpeTe BUHTOBATa Karayka. Baemere eiHa CTaHIapTHA CIIPUHIIOBKA 33 €THOKpATHA
ynorpe0ba ¢ nyep HakpaliHUK oT 1 ml u s cBBbpxkeTe ¢ amanTopa. Cien ToBa 00bpHETE OYTHIIKATA C
I'bPJIOTO HAZIOJY M U3TEerjaere HeoOoxoaumus ooeM. [TocTaBeTe BUHTOBaTa Kamaydka cje/] ynorpeoa.

Pa3TBOpeTe K03MHATa Ha BpaTa Ha KOTKaTa, B OCHOBATa Ha 4Yepera, I0KaTo ce BUIHU KOXKara.
[TocraBere Bbpxa Ha CIIPHHIIOBKATa BEPXY KOXKAaTa U N3NPA3HETe ChIbPKAHUETO BbPXY KOXKaTa.
[Ipunaranero Ha MPOIYKTa BHPXY THJIA, B OCHOBATa HA Yepera, ¢ HaMald Bb3MOXXHOCTTA KOTKaTa Jia
00JIKe He3aChbXHAINS POIYKT.

HeI{OCTaT’L‘IHaTa A03HUPOBKA MOKE 1a 10BEAC 10 Heeq)eKTHBHa yHOTpe6a n aa 6HaFOHpI/IHTCTBa 3a
Pa3BUTUECTO HA PE3UCTCHTHOCT.

3a rapaHTUpaHe Ha IPaBUJIHA JO3UPOBKA TeJIECHATa Maca TpsiOBa J1a ce OIpeesy Bb3MOKHO Haii-
TOYHO. AKO )KMBOTHHTE TpsAOBa /1a ce TPETHpaT KOJEKTHUBHO, TPSAOBA J1a Ce OMPEAEIAT pa3yMHO
XOMOTEHHH TPYIH U BCHYKH )XHUBOTHH OT €JlHa Ipyma TpsOBa ja ObaaT TPEeTUPaHH C 103aTa,
CBOTBETCTBAIIA Ha HAll —TE€KKOTO OT TSIX.

3.10 CumnTomMHM Ha npeAo3upaHe (M KOraTo e NPUJI0KMMO — MPoNeypPH Ha AelicTBHe TPH
CIIELIHHU CIYy4Yau U AHTHI0TH)

IToBuIIEHO CITFOHOOTACTISHE (XUIIEPCATMBAITHS ), IOBPBINAHE U HEBPOJIOTUIHH MPU3HAIIH (TPEMOP)
MO3K€ J1a C€ MOSBST MOHAKOTa, aKO MpernopbyaHaTa 103a Ha BETEPUHAPHUS JIEKAPCTBEH IMIPOIYKT Ce
MIPEBUIIN 1€CETOKPATHO MPHU Bb3PACTHU KOTKHU WM METKPATHO MPHU MAJIKHU KOTeHIIa. ToBa € B3MOXKHO
cieq 00IM3BaHe HAa MSICTOTO HA TPETUPAHe, HEMOCPEACTBEHO CiIe]l MpuiiaraHeTo. Te3n cuMInToMu ca
HaIThJIHO OOpaTHUMHU.

He e u3BecTen crienuduyaeH aHTHIOT.
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3.11 CrheuuajHH OrpaHHYEHUsI 32 yNOTpeda U cClelMaTHI YCJIOBHS 32 YOTPeda, BKIIYHTETHO
OrpaHUYeHHs 32 yNoTpedaTa HA AHTUMMKPOOHU U MPOTHBONAPA3UTHH BeTePHHAPHU
JIEKAPCTBEHHU MPOIYKTH, C IIeJI 1A Ce OTPAHUYHM PUCKBT OT Pa3BUTHE HA PE3UCTEHTHOCT

He e npunoxumo.
3.12 KapeHTHH CpOKOBe

He e npunoxumo.

4. DAPMAKOJIOI'NYHA UTHOOPMALIUA
4.1 Berepunapen JiekapcTBeH anaTtomo-TepaneBTu4eH koa (ATCvet Code): QP52AAS1.
4.2 dapmakoguHAMHKA

Emodepside e moiryCHHTETHYEHO XUMUYHO CheJUHEHHE, KOETO MPUHAIeKH KbM HOBA XMMUYHA
rpyIa - JeTICUIIENTUAN. AKTHBEH € CPEelly KPbITIH YepBer (HEMATOI!) - aCKapHIH M aHKHIIOCTOMH.
EdukacHocTTa Ha TO3M BETepHHAPEH JISKapCTBEH MPOAYKT cpemty Toxocara cati, Toxascaris leonina,
Ancylostoma tubaeforme u Aelurostrongylus abstrusus ce nbmxu Ha emodepside.

Toit gelicTBa KaTo CTUMYJIUpA MIPECHHANITUYHUTE PELETITOPHU, IPUHAJICKAIM KbM IpyIaTa Ha
CEKPETHHOBHUTE PELENTOPH HA HUBOTO HA HEPBHOMYCKYJTHATA BPB3Ka, PE3YATATHT OT KOETO €
napanusa ¥ CMBbPT Ha Mapa3uTUTe.

Praziquantel e nupa3nHOU30KBUHOJIMHORB JICPUBAT, KOMTO € e(DeKTUBEH Cpelly TeHuH, kato Dipylidium
caninum, Echinococcus multilocularis v Taenia taeniaeformis.

Praziquantel ce abcopOupa 6Bp30 Tpe3 MOBBPXHOCTTA HA TTAPA3UTUTE U ACUCTBA OCHOBHO Ype3
npoMsiHa Ha kamuesata (Ca’™") mponycKIMBOCT Ha MeMOpaHUTe Ha mapa3uTa. ToBa Mpear3BUKBa
CEpHO3HO YBPEXKIaHE HA BhHIIIHATA OOBUBKA, KOHTPAKIIHS, Tapain3a, HapyllaBaHe Ha METaboIn3Ma,
KOETO BOJIM JI0 CMBPTTA Ha Mapa3UTHTE.

43 @apMaKkOKMHETHUKA

Cries1 JTIOKaTHO MPUIIOKEHUE HA BETEPUHAPHHUS JISKAPCTBEH MPOIYKT MPHU KOTKH, TIPH MUHUMAJTHA
TepareBTHYHA 1032 0T 0,14 ml/kg TenecHa maca ce ycTaHOBSIBAaT MaKCHUMAJIHA CEPYMHHU
KoHUeHTpauuu ot 32,2 + 23,9 pg emodepside /L u 61,3 + 44,1 pg praziquantel/L. Makcumanuure
KOHIeHTpalmu 3a emodepside ca Ounm gocturnatu 3,2 + 2,7 THA e[| MPUIOKEHUETO, a 3a
praziquantel 18,7 £+ 47 vaca cien npunoxeHneTo. /IBeTe akTHBHHU BEI[ECTBA CIIE]l TOBA CE OTACIST
0aBHO OT cepyMa C MOy HUBOT OT 9,2 + 3,9 nuu 3a emodepside u 3a 4,1 = 1,5 auu 3a praziquantel.
Cren nepopaiHO MPHIOKEHUE MPH TUTEX0BeE, emodepside ce pa3npocTpaHsiBa BbB BCHUKH OPTaHH.
Haii-Bucoku ca HMBaTa Ha KOHIICHTpAIMs B MacTHaTa ThkaH. DekanHara eKCKpelus JOMUHHPA, KaTo
ce cpermar HerpoMeHeH emodepside ¥ XUAPOKCHIMPAaHU JEPHBATH, KATO OCHOBHH €KCKPETOPHH
HPOJIYKTH.

[IpoyuBaHusiTa MPHU MHOKECTBO Pa3IMUHU BHJIOBE ca MOKa3aju, 4e praziquantel ce pasrpaxkiaa 0bp30 B
4yepHus po0. OCHOBHUTE META0OINTH Ca MOHOXHUIPOIMKIIOXEKCHIIOBH MIPOU3BOIHM Ha praziquantel.
OcHOBHO ce oTzens upe3 OpOperure.

5. DAPMAIIEBTUYHU JAHHU
5.1 OCHOBHHM HECHLBMECTHMOCTH
He ca u3BecTHH.

5.2 Cpok Ha roaHoCT
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Cpok Ha rOZJHOCT Ha KpaiHus BeTepUHapeH JIEKapCTBEH MPOIYKT: 3 TOAUHMU.

Cpok Ha TOJHOCT ciie/l IbPBO OTBApsIHE HAa IbPBUYHATA OMAKOBKa: 3 Mecela.

5.3 Cheuuananu ycjaoBus 32 CbXpaHeHHe

To3u BeTeprHapeH JEKapCTBEH MPOAYKT HE H3MCKBA HUKAKBU CIELIMATHU yCIOBHSI 3a ChXpaHEHHE.
5.4 Bwuau cbcTaB Ha MBPBHYHATA ONMAKOBKA

CrbkiieHa OyTHIIKA C KEXJTMOAPEH IBSIT ¢ TYMEHa 3aITylialika ¥ MUKPO-IIITaiKOB ajantep ¢ Jyep-nopTt,
chabpkama 14 ml.

5.5 CrnenuaJHu MepKH 32 YHHI0’KABaHe HA HEM3MOJI3BAHU MPOAYKTH HJIU OCTATHIH OT TAX

BerepunapHuTe nekapCcTBEHU MPOIYKTH HE TPSOBA 1a ObJaT 3XBBPISHU Upe3 OTIIaJHU BOJIU HITU
OUTOBH OTIIAABIIN.

BerepuHapHHAT JIeKapCTBEH MPOAYKT He TpsiOBa 1a ObJie M3XBBPIISIH BbB BOJAHU OacelHH, T KaTo
emodepside Mmoxke a Ob/ie omaceH 3a pudH U APYTH BOAHHU OPTaHU3MH.

N3non3paiiTe nporpamMmu 3a BpbIIAHE NPH YHUILIOKABAHETO HA HEU3IIOI3BAHU BETEPUHAPHU
JIEKaPCTBEHHU NPONYKTH WUJIM OCTAaTBhLU OT TSIX B CbOTBETCTBHE C M3UCKBAHUATA HA MECTHOTO

3aKOHOAATENICTBO M C BCHYKH HAIMOHATHH CUCTEMH 33 ChOMpaHe, IPUIOKIMH 332 ChOTBETHUS
BETEPUHAPEH JICKAPCTBEH MPOIYKT.

6. NUME HA ITIPUTEXATEJISI HA PASPEIIEHUETO 3A ThbPI'OBUSA

Vetoquinol S.A.

7. HOMEP(A) HA PASPEHIEHUETO 3A ThbPI'OBUsA

EU/2/05/054/017

8. JATA HA IbPBOTO U3JABAHE HA PA3PEIIEHUETO 3A ThbPI'OBUSA

JlaTta Ha TBPBOTO M3AaBaHe Ha pa3peneHueTo 3a Thprosus: 27/07/2005.

9. JATA HA TIOCJIEAHATA PEJAKIIMS HA KPATKATA XAPAKTEPUCTHKA HA
INPOAYKTA

{(MM/TTTT}

10. KIACHUDPUKALIUSA HA BETEPUHAPHUTE JIEKAPCTBEHU ITPOAYKTHU
[a ce ornycka caMo 1o JIEKapcKo MpeIIUCaHHte.

[TonpoOHa nHpOpMaIKs 3a TO3H BETEPUHAPEH JICKAPCTBEH MPOIYKT MOXKE J]a HAMEpUTE B 0a3ara JaHHU
Ha Crro3a otHocHO npoayktute (https://medicines.health.europa.eu/veterinary).
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1. HAUMEHOBAHUWE HA BETEPUHAPHUSI JTEKAPCTBEH IMPOAYKT
[Mpodenasp 15 mg/3 mg TabneTku ¢ U3MEHEHO OCBOOOKIaBaHE 3a MAJIKU KydeTa

[Tpodenasp 50 mg/10 mg TabneTky ¢ U3MEHEHO OCBOOOKAaBaHE 3a CPEAHO TOJIEMU KydeTa
IIpoderapp 150 mg/30 mg TabneTkn ¢ M3MEHEHO OCBOOOKIaBaHE 3a TOJIEMH KydeTa

2. KAYECTBEH U KOJIMYECTBEH CbCTAB
Bcsika TabneTka ¢ M3MEHEHOHO OCBOOOKAaBaHE ChAbPIXKA:

AKTHBHH BelllecTBa:

Emodepside Praziquantel
IIpodenapp TabneTkn 3a MaIKu 3 mg 15 mg
KydeTa
[Mpodhenabp TabneTku 3a CpeHO 10 mg 50 mg
roJICMH KydcTa
[Ipodenabp TabneTku 3a roneMu 30 mg 150 mg
KydeTa

ITomomHu BemecTBa:

KauecTBeH chCcTaB Ha NMOMOIIIHUTE
BE€IIECTBA U JIPYTUTE CbCTABKHA

Kanuer xuaporen cyndar, 6e3B0/1cH

MukpokpucTaiHa Leyio3a

Konouaen cuuimii, 0e3BoaeH

Kpockapmenosa Harpuit

MarnueB creapaT

IHoBunou

H3kycTBEH apoMaTH3aTOp C BKYC Ha
TOBEXJI0

KagsiBu Tabnetku ¢ popma Ha KOKaJl, ¢ A€IUTENIHA YepTa Ha BCAKA CTPaHa.

3. KIMHUNYHA NTHOOPMALUA

3.1 Bujose ;KuBOTHH, 32 KOUTO ¢ npeanasnaven BJIII
Kyuera.
3.2 Iloxa3anus 3a ynorpeda 3a BceKM BH/I ’KUBOTHH, 32 KOWTO e MpeJHa3HA4YeH NPOAYKTHT

[Ipu kyueTa, CTpaJaiiy Wik 3aCTPaIIeHd OT CMECEHHU Mapa3uTHU MHBA3UH, IPUYHMHEHU OT KPBIJIH
yepBer (HEMATOIN) U TeHUH (IIECTO/IN) OT CIEAHHUTE BUIOBE:
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Hemaronu

Toxocara canis (3penu Bb3pacTHU, HE3penH Bb3pacTau, L4 u L3);
Toxascaris leonina (3penu Bb3pacTHU, HE3PEIH Bb3pacTHU u L4);
Ancylostoma caninum (3penu Bb3pacTHU M HE3PEIH Bb3PACTHN);
Uncinaria stenocephala (3peny Bb3pacTHH M HE3PEITH Bh3PACTHH);
Trichuris vulpis (3penn Bb3pacTHH, HE3PEIIH B3pacTHU U L4);

[lecToam

Dipylidium caninum;

Taenia spp.;

Echinococcus multilocularis (3peny 1 He3penu Bb3pacTHH);
Echinococcus granulosus (3penu 1 He3penu Bb3PacTHH).

33 [MporuBonoka3zanus
[a He ce m3noa3Ba py KydeHIa Ha Bh3pact mox 12 ceaqmury u terso nox 1 kg.

I[a HE C€ U3NO0JI3Ba TP CBPBXUYBCTBUTECIIHOCT KbM aKTHUBHUTE BEIIECTBA UJIIM HAKOEC OT IIOMOIIHUTE
BC€IICCTBA.

3.4 CoeumnaJHu npeaynpexaeHus

Moxe nma ce Pa3BHUC Nmapa3uTHa PE3UCTCHTHOCT KbM BCCKH KJIaC aHTUXCIIMUHTH B CICACTBUC YCCTO,
IMMOBTAPANIO CE NPUIIOKEHUEC HAa aHTUXECIMHUHTU OT €AWH U CBII KJ1ac.

HenyxHata ynoTtpe0ba Ha aHTUIIApa3UTHU CPENICTBA WM YHOTpeOa, KOSITO c€ OTKIOHSABA OT
ykazanuara B KXII, Moxxe 1a yBennun HaTUCKa BBPXY CENEKIHUATA Ha PE3UCTEHTHOCT U J1a IOBEJE 1O
HamaJieHa eukacHocT. Pemennero 3a ynorpeda Ha BeTeprHApHUS JIEKapCTBEH NPOAYKT TpsOBa aa ce
0a3upa Ha MOTBBPKACHUE HA MMAPA3UTHUTE BUIOBE U TEKECTTA WIM HA PUCKA OT MHPEKIHS Bb3
OCHOBA Ha HEHHUTE €MUAEMUOIOTUYHH XapaKTEPUCTUKH 32 BCSIKO OTAETHO )KMBOTHO.

TpsiOBa 1a ce OOMHUCIN BB3MOXKHOCTTA JIPYTH dKUBOTHHU B €IIHO U CHIO JOMAaKMHCTBO Jia ObaaT
M3TOYHUK Ha TIOBTOPHO 3apa3sBaHe C KPBIJIU YEPBEH, TSHUH U OeJI0JpOOHH YepBEH U Te TPsSOBa Jia ce
TPETUpAT Crope]l HEOOXOAUMOCTTA € MOAXOISI MPOAYKT.

3.5 CrnenuajHu npeana3Hyu MepKH NpH ynorpeoda

CrenuaaHy Opeana3siu MEPKH 3a Oe30macHa yrnoTpe0a py BUJIOBETE JKMBOTHH, 34 KOUTO €
npeaaaszgauexd BJIIT:

Ha ce mpunara Ha rinagHo. KyueraTta, Kouto 1me 061aT TpeTHpaHU CYTPUH Ja HE C€ XPAHAT Mpe3
npenxoaHara Houl. [la He ce maBa xpaHa 4 gaca cleq TpeTUPaHETO.

[Tpu ycranoBsiBane Ha uHBa3us ¢ D. Caninum, TpsOBa Aa ObJic HA3HAYSHO CHITHTCTBAIIO TPETUPAHE
CpelLy MEXIMHHATE TOCTONPUEMHUIN — OBJIXM M BBILKH, 32 Jja c€ N30erHe peMHBA3HU.

He ca u3BbpIIBaHY U3CIIEBAHUS ChC CUJIHO U3HEMOLIEIH KydeTa U C KydeTa CbC CEpUO3HU
HapyueHus B ObOpeuHarta u uepHoapoOHa ¢pyHKiuu. [lopaau ToBa, TO3M BeTepUHAPEH JIEKAPCTBEH
NPOAYKT IPH TaKHBA )KUBOTHH TPsIOBa J1a ce U3MOJI3Ba CIIe]] MPELeHKa M0J13a/PUCK OT OTTOBOPHHUS
BETEPUHAPEH JIEKap.

CrenuaaHy nIpeana3sHd MEPKH, KOUTO TPsAOBa J1a B3EME JIMIIETO, IPUIArallo BETEpUHAPHHUS JIEKADCTBEH
NPOAYKT Ha KUBOTHHUTE:

C men moaabppKaHe Ha 100pa XUTHEHA, U3MHUBANTE PBIIETE CH CIIe Mpujlarane Ha TabJIeTKH Ha
KYYeTo.

[Ipu ciryqaifHO TIOTTBIIaHe, 0OCOOEHO OT Jiela, He3a0aBHO /1a Ce TOTHPCH MEIUIIMHCKHU CHBET, KaTo Ha
JIeKaps ce MPEIOCTaBH JINCTOBKATA WM €THUKETA Ha MPOIYKTA.
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ExmHOKOKO3aTa (KyUelKkaTa TeHHS ) MPeACTaBIsIBa 3aiuiaxa 3a 4oBeka. Tpil kato EXuHOKOKO3aTa €
3a00JIIBaHe, KOETO MOJISKU Ha 00sBsIBaHE, ChIilacHO MexayHapoaHoTo bropo mo Emuzooruute
(OIE), chOoTBETHUTE KOMIIETCHTHH BJIACTH TPSAOBA JIa MPEAOCTABAT CIICIUPDUIHUTE PHKOBOTHH HACOKU
10 OTHOIIIEHHE Ha JISYEHUETO U ONa3BaHe 37paBeTo Ha XOpaTa.

CrienmaTHy IpeIna3Hu MEPKH 3a 3allIiTa Ha OKOJIHATA cpeja:
He e npunoxumo.

3.6 HeOnaronpusiTHu peaKkuuu

Kyuera:
MHoro peaku Hapyuienust Ha XpaHOoCMmIIaTeNnHaTa cucrema’ (Harp.
1
(mo-manko ot 1 Ha 10 000 TpeTupanu XHICPCATHBALNS, TTOBPBIIAHE, IHAPHS)
YKUBOTHH, BKJIFOUUTEITHO H30JIUPAHU Hesposornunu Hapymenus ' (Hamp. TpeMop, JIMIca Ha
CHOOIIECHUS): KoopauHaiws) '

Konsyncun®
[loBeneHvyecku HapyIIeHHs (HAIP. XUTIEPAKTUBHOCT)

AHopeKcus, JIeTaprus, JerHajo IoI0KeHHE,
XUIEPTEPMHUS

! Jleku v IpexoHMY.

2 Hecrnia3BaHETO HAa M3MCKBAHUATA 32 [VIa/lyBaHE € XapaKTEPHO 3a TE3U CIIyYau.

3 TIpu3HALMTE HAa HEBPOJIOTMYHM HAPYIIEHUS MOYXKE Ja ca MO-TeXKU pu mdrl mMyTaiuu (-/-) npu
nopoaute Komu, [llentn u ABcTpanuiicko oBpuapcko kyde. Hama u3BecTHH crienin)U4HU aHTHIOTH.

CpoO11aBaHeTo Ha HeOJArONPUSTHH PEAKIMU € BasKHO. TOBa MMO3BOJIABA HEMPEKBCHAT MOHUTOPHHT Ha
0e30MacHOCTTa Ha BETEPUHAPHHUS JICKapCTBEH NPoayKT. ChoOLIeHusITa TpIOBa 1a ce M3Mpallar, 3a
MMPEANIOYUTAHC YPE3 BETCPUHAPCH JICKAp, WJIN Ha MPUTCKATCIIA Ha pa3pClICHUCTO 3a ThbpProBUsA UJIX Ha
MECTHHS MY MPEACTABUTE, HJIM HA HAIIMOHAIHUS KOMIIETEHTEH OpraH upe3 HaIl[HOHAIHATA CHCTEMA 32
cboOInaBane. 3a ChOTBETHHTE JAHHH 32 BPb3Ka BHKTE JINCTOBKATA.

3.7 VYmnorpeda mo Bpeme Ha OPeMEHHOCT, JAKTAI[US WU sTiilEeHOCEeHe

BpeMeHHOCT U JIaKTalusl:
Moske 1a ce nmpuiiara 1o BpeMe Ha OpeMEHHOCT M JIaKTaIlUs.

3.8 BsaumogeiicTBHe C APYrd BeTePHMHAPHH JEeKAPCTBEHH NPOAYKTH U APYrd (popMH Ha
B3auMoOJeHcTBHE

Emodepside e cybcrpart 3a P-riroxonporenna. [IpunaraneTo efHOBpeMEHHO C JpYyTH MPOAYKTH,
KOHTO ca P-rimokonpoTenH cyocTpaTn/MHXUONTOpHY (HanpuMep, UBEPMEKTHH U JIPYTH aHTUTIapa3uTHU
MaKpOUWKIUYHHU JJAKTOHHU, EPUTPOMUIIUH, TTPETHU30JIOH U IIUKIOCTIOPHH) MOTaT Jia I0BeAaT 10
3acuiieHd (papMaKOKMHETHYHH JICKApPCTBEHU B3auMoAeHCTBUsA. [loTeHInamauTe KIIMHUYHHA
MOCJIEICTBUS OT MOI00HU B3aUMO/ICHCTBUS HE ca OMIIM OOEKT Ha MIPOYyYBaHE.

3.9 Hauywnn Ha mpuiiokeHHne M 103UPOBKA
Hoszuposxa u mepaneemuyen nian

BerepruHapHUST JIeKapCcTBEH MTPOAYKT TPSAOBA J1a ce Tpriiara B MUHAMaiIHa 103a oT 1 mg/kg TenecHa
Mmaca emodepside u 5 mg/kg TenecHa maca praziquantel, chbrilacHO IOCOUEHHUTE B TaOJIHUIATA JO3H.

3a €IIUH KypC Ha JICUCHUEC € NJOCTATBbYHO €HO €ANHCTBCHO IIpHUJIaraHe.
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Bpoii TabneTka ¢ ©13MeHEeeHO 0CBOOOKIaBaHe 32
Teaecua MAJIKH Ky4eTa CPE/IHO roJieMu roj1eMu Ky1eTa
maca (kg) Ky4era
15>=3kg 1¢>=10kg 1 =30kg
1 — 15 s

>15 -3 1

>3 — 45 1%

>45 — 6 2

>6 — 10 1

>10 — 15 1'%

>15 — 20 2

>20 — 30 1

>30 — 45 1%

>45 — 60 2

Hayun na npunaeane

3a mepopanHa ynorpebda npu Kydera oT 12 ceamudHa Bb3pacT U Terio Hai-manko 1 kg. TabmeTkute
Ha BeTEpUHAPHMUSI JIEKaPCTBEH MPOJYKT Cca C BKYC Ha MEcO U OOMKHOBEHO Ky4eTaTa I'l ipueMar 6e3
JOIN'BJIHUTECIIHA XpaHa.

[a ce npunara Ha rinagHo. Kyderara, kouTo 1me ObIaT TPETUPAHHU CYTPHH 1A HE CE XPaHIT Ipe3
npeaxoaHara Houl. Jla He ce JaBa XpaHa 4 yaca clie]] TPETUPAaHETO.

HenocrarpuHara 103upoBKa MOKE Jia JOBeIe 10 Hee(heKTUBHA yroTpeda U 1a 0JIaronpusaTCTBa 3a
PasBUTHETO HA PE3UCTEHTHOCT.

3a rapaHTUpaHe Ha NIPaBUJIHA JO3UPOBKA TEJIECHATA Maca TPsIOBa J1a ce OIpeeay Bb3MOKHO Haii-
TOYHO. AKO JKUBOTHHUTE TPsIOBa a ce TPETUPAT KOJIEKTUBHO, TPAOBA J1a ce ONPEAEIAT PasyMHO
XOMOTEHHHU IPYIH U BCHUYKH XUBOTHHM OT €]lHa Ipymna TpsiOBa a1a ObAaT TpEeTUPAHH C 103aTa,
CHOTBETCTBAIlA HA HAll —TEXKOTO THX.

3.10 CumnTomMHM Ha npeAo3upaHe (M KOraTo e NPUJI0KMMO — MPoNeypPH Ha AelicTBHe TPH
CIELIHHU CIYy4Yau U AaHTHI0TH)

KpatkoTpaeH MycKyJieH TpeMop, JIHUIIca Ha KOOPAMHALMSA U JIenpecHs ca 01y HabIro1aBaHu
MOHSIKOTa, KOraTO BETEPUHAPHSAT JIEKAPCTBEH MPOLYKT € OWJI Mpeao3upaH 5 mbTH HaJl Ipenopb4yaHaTa
no3a. Ilpu mdrl myrtauunu (-/-) npu nopoaara Ko HUBOTO Ha 0€30I1aCHOCT € MO-HUCKO B CPaBHEHHUE
C TOBa Ha HOPMaJHATa KydellKa IMOMyJalys, Mpy ABYKpaTHO MPEeBHIIaBaHe Ha MpernopbhyaHaTa 103a
MIOHSKOTA ce Ha0JI01aBa yMEPEeH KPaTKOTPAcH MYCKYJIEH TPEMOpP /WM aTakcus, IPH KydeTa mpu
KOMTO € CIIa3€HO [IPENOPbYUTEIIHOTO IJIa/lyBaHe.

CuMmnToMHTe OTIIYMSBAT HAITBIIHO OT caMo ce0e cu 0e3 HUKAKBO JIeUeHHe. XPaHEHETO MOXe 12
yBenu4u Oposi Ha MHUMACHTUTE U MHTEH3MBHOCTTA HA CUMIITOMUTE CBBP3aHU C TIPEI03UPAHE, PAIKO
MOJKe Jja ce HaO0AaBa MOBPhIIaHE.

Hsima n3BecTHU crieliupuHA aHTHIIOTH.

3.11 CnenuajHM OrpaHUYEeHHUs 32 YNOoTpeda U CrelMaJIHU yCJIOBHUS 32 yNOTpe0da, BKJIIOYHATETHO
OrpaHNYeHMs 32 yHOTpebaTa HA AHTUMHMKPOOHH M NIPOTHBONAPA3NTHU BeTePUHAPHHI

JICKAPCTBEHU IMPOAYKTH, C LEJ 1A C€ OrPAaHUYIU PUCKDBT OT Pa3BUTHE HA PE3UCTCHTHOCT

He e npunoxxumo.
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3.12 KapeHTHHU cpoKoBe

He e mpuinoxumo.

4. DAPMAKOJIOI'NYHA UTHOOPMALIUA
4.1 Berepunapen JiekapcTBeH anaTomo-TepaneBTu4eH koa (ATCvet Code): QP52AAS1.
4.2 ®apMaxkoauHAMHMKA

Emodepside e moiyCHHTEeTHYHO XUMUYHO ChETUHEHUE, KOSTO MPUHAJICKH KbM HOBA XHMUYHA TPpyIa
— JCTICUTICNTHIU. AKTHBEH € CpEIly KPhIIM YepBeH (aCKapHIU, aHKHJIOCTOMY U TPUXYPHIIH ).
EduxacHocTTa Ha TO3HM BeTepUHAPEH JIEKapCTBEH NMPOAYKT cpewty Toxocara canis, Toxascaris
leonina, Ancylostoma caninum, Uncinaria stenocephala u Trichuris vulpis ce mpinxu Ha emodepside.
JlelicTBa Ha HEBPOMYCKYJIHOTO CBbP3BaHE Upe3 CTUMYJIMPAHE HAa IPECUHANITHYHUTE CEKPETOPHU
peIenTopHy, KOSTO MPEAU3BUKBA Mapain3a U CMBbPT Ha TApa3UTHUTE.

Praziquantel_e mipa3nHOM30KBUHOIMHOB AEPUBAT, KOHUTO € €EeKTHBEH CPEeIy IeCTOI!, KaTo
Dipylidium caninum, Taenia spp., Echinococcus multilocularis w Echinococcus granulosus.
Praziquantel ce abcopOupa 6Bp30 Tpe3 MOBBPXHOCTTA HA TTAPA3UTUTE U ACUCTBA OCHOBHO UpE3
npomsHa Ha kanuesara (Ca™ npornyckiBocT Ha MemOpanuTe Ha napasuta. ToBa Mpeau3BUKBa
CEpUO3HO YBPEKIaHe Ha BhHITHATA OOBMBKA, KOHTPAKIIMS, Mapajin3a U HapyllaBaHe Ha MeTa0oIu3Ma,
KOETO BOJIM /IO CMBPT Ha Mapa3uTHUTe.

4.3 dapMakOKMHETHUKA

Crnen nedenue ¢ f03a ot 1,5 mg emodepside u 7,5 mg praziquantel Ha kg TenecHa maca e ycTaHOBEH
CIICTHUSAT CPEJICH T€OMETPUUCH MAaKCUMYM Ha IJIa3MeHuTe KoHIeHTpalmu: 47 g emodepside/L u 593
pg praziquantel/L. U nBeTe akTMBHH BElIECTBA ca JOCTUTHAIN MaKCUMAaTHH KOHIICHTPAIIMH 2 Jaca
cien mpuema. M aBere akTHBHH BeIllecTBa ca OMIIM STMMUHHUPAHH OT IIa3MaTa C BpeMe Ha
nonypasznag ot 1,4 no 1,7 gaca.

Cren nepopaiHO MPUIOKEHUE MIPH TUTEX0Be, emodepside ce pa3npocTpaHsiBa BbB BCHUKH OPTaHH.
Haii-Brcokr HHBA Ha KOHIIEHTPALMS ca OTKPUTH B MacTHaTa ThkaH. Henmpomenen emodepside u
XHJPOKCUIIMPAHHU JISPUBATH Ca OCHOBHUTE IPOIYKTH OT eKCKpermsaTa. Exckpenusta Ha emodepside
HE € IIPOy4YBaHa IIpU Ky4era.

W3cnenpanusra npyu MHOTO pa3jIMyHU BUOBE MIOKAa3BaT, 4e praziquantel ce Metabosuzupa Obp30 B
4yepHus po0. OCHOBHUTE META0OINTH Ca MOHOXUIPOKCHITMKIIOXEKCHIIOBU TTPOM3BOIHH HA
praziquantel. OTens ce OCHOBHO upe3 ObOpenure.

5. ®APMALEBTUYHMU JAHHU

5.1 OcCHOBHH HECbBMECTHMOCTH

He ca u3Becthu.

5.2 Cpok Ha rogHoCT

Cpok Ha TOJHOCT Ha KpailHUS BETEPUHAPEH JIEKapPCTBEH MPOIYKT: 3 TOAMHU.

5.3 ChenuanaHu yca0BHS 32 CbXpaHeHHe

213 CC CbXpaHsBa B OpUTMHAJIHATaA OITaKOBKa, € LEJI IPEAIIa3BaHe OT BJiara.

5.4 BI/[Z] U CbCTAaB HA MbPBHYHATA OIIAKOBKaA
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KapToHeHn KyTuH, ChIbprKaIiy OJHCTEp JICHTH OT allyMUHHEBO (osmo. Hanmmunu ca cieqHuTte
pa3Mepu OMaKOBKH:

IIpodennsp 15 me/3 mg TabineTKy 3a MAJIKA Ky4eTa

- 2 TabmeTku ¢ M3MeHEeHO ocBoOOkmaBane (1 Ommcrep JieHTa)

- 4 tabneTku ¢ u3MEHEHO ocBoOOkaBaHe (1 Omucrtep JieHTa)

- 10 rabneTtku ¢ m3MeHEeHO ocBoOOXkmaBane (1 Ommcrep JieHTa)

- 24 tabneTKu ¢ M3MEHEHO OcBOOOXKIaBane (3 OmmcTep JICHTH ¢ 8 TaOJIETKH BCAKA)
- 50 tabnetku c u3MeHEHO ocBOOOkIaBane (5 omuctep jeHTH ¢ 10 TabneTku Beska)

IIpodenasp 50 mg/10 mg TaOIETKH 32 CPETHO TOJIEMHU KyUeTa

- 2 Ta0JIETKH C U3MEHEHO OCBOOOKIaBaHE (1 GnucTep neHTa)

- 4 TabNETKH ¢ U3MEHEHO OCBOOOKIaBaHE (1 6mucrep nenra)

- 6 TabJICTKH C M3MEHEHO OCBOOOKIaBaHe (1 6mucrep nenra)

- 24 TabNETKU C U3MEHEHO OCBOOOKIaBaHE (4 GiucTep JieHTH ¢ 10 6 Ta0JIETKH BCSAKA)
- 102 TabneTKkH ¢ U3BMEHEHO OCBOOOKIaBaHE (17 6muctep neHTH € IO 6 TAOIETKH BCSIKA)

IIpodenasp 150 mg/30 mg TabneTKy 3a rojieMH Ky4deTa

2 TabyeTky ¢ M3MEHEeHo ocBoOokmaBane (1 Omucrep neHTa)

4 TabneTku ¢ U3MEHEHO ocBoOOXkMaBane (1 OmucTep JieHTa)

- 24 TabJETKU ¢ U3MEHEHO OCBOOOKIaBaHE (6 GyucTep JICHTH ¢ 10 4 Ta0JIETKH BCSKA)
- 52 TabJIETKH ¢ H3MEHEHO OCBOOOXKTaBaHE (13 6mmcrep neHTH ¢ 1o 4 TaOIETKH BCSIKA)

He Bcuuku pa3mepu Ha ONaKOBKaTa MOTAT Ja ObJaT MpejlaraHy Ha masapa.
5.5 Chenuajanu MepKH 32 YHUII0KABAHE HA HEM3MOJ3BAHU MPOTYKTH UJIH OCTATHIHU OT TAX

BerepuHapHUAT JIeKapCTBEH MPOIYKT HE TpOBa aa ObJic M3XBHPJISH BbB BOJIHU OaceiiHH, Thil KaTo
emodepside Mo>ke 11a ObJie onaceH 3a pUOM U APYTH BOTHH OPraHU3MHU.

BerepunapHuTe NeKapCcTBEHH MPOIYKTH HE TPOBa 1a ObIAT U3XBBPISHHU Upe3 OTIIaJHU BOIH HITU
OHUTOBU OTIIAJBIIH.

W3mnon3Baiite mporpamu 3a BpbIllaHe pY YHUIIIOKABAHETO HAa HEM3IOJI3BAHN BETEpUHAPHU
JIEKapPCTBEHHU MPOIYKTH U OCTATHIHU OT TSIX B CbOTBETCTBHE C M3UCKBAHUATA HA MECTHOTO

3aKOHOJIATEJICTBO M C BCUUKH HAIMOHAJIHH CUCTEMH 3a ChOUpPaHe, IPUIIOKUMHU 32 ChOTBETHHS
BETEPUHAPEH JIEKAPCTBEH MPOIYKT.

6. HNME HA ITPUTEXATEJISI HA PASPEIIEHUETO 3A ThbPI'OBUS

Vetoquinol S.A.

7. HOMEP(A) HA PASPEHIEHUETO 3A ThPT'OBUS

EU/2/05/054/018 - 31

8. JATA HA ITBPBOTO U3JJABAHE HA PAPELHIEHUETO 3A ThPI'OBUSA

JlaTa Ha TBPBOTO M3/aBaHEe Ha pa3pelIeHUeTo 3a Thproeus: 27/07/2005.
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9. JATA HA ITIOCJIEAHATA PEJAKIUSA HA KPATKATA XAPAKTEPUCTUKA HA
ITPOAYKTA

{(MM/ITTT}

10. KJIACHP®PUKANUA HA BETEPUHAPHUTE JEKAPCTBEHU NPOAYKTHU
[a ce oTIrycka caMo 10 JIEKapCKO MPEIITUCAHHE.

[MonpoOHa nHbopMaIrs 3a TO3M BETEpUHAPEH JEKAPCTBEH MPOAYKT MOXKE J1a HAaMepuTe B 0a3arta aHHU
Ha Cpro3a orHOCcHO poxykTHTe (https://medicines.health.europa.eu/veterinary).
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MNPUJIOKEHUE 11

JAPYI'N YCJIOBUSA N U3BNCKBAHUSA KBM PASPEIIEHUETO 3A ThPI'OBUSA

Hama
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MNPUJIOKEHUE III

ETUKET U JINCTOBKA
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A.ETUKETH
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NHOOPMAIUS, KOSTO CE U3ITUCBA BbPXY BHLHIITHATA OITAKOBKA
IIpodennnp pa3TBop 3a npuiiarase BbpXy OrpaHn4eH Y4acThbK 32 MaJKH KOTKH
BbHIIHA KAaPpTOHEHA OMAKOBKA

‘ 1. HAUMEHOBAHUE HA BETEPUHAPHUS JIEKAPCTBEH ITPOJAYKT

[Mpodenasp 30 mg/7,5 mg pa3TBOp3a MpUIarane BbPXy OrpaHUueH YUacThK

‘ 2. KOJIMYECTBO HA AKTUBHUTE BEHLIECTBA

Bcesika nunera ot 0,35 ml chabpixka:
7,5 mg emodepside, 30 mg praziquantel

3. PABMEP HA OITAKOBKATA

2 MUIIETH
4 nmunetu
12 nmuneTtun
20 nuneTn
40 nunetn

4. BUJAOBE )KUBOTHMU, 3A KOUTO E IPEJJHA3ZHAYEH BJIII

3a MaJaK# KOTKU

>0,5kg—2,5kg

‘ S. TEPAIIEBTUYHU ITOKA3AHUSA

‘ 6. HAYNHU HA TPUJIOKEHUE

IIpunarane BbpXy OrpaHUYEH y4aCTBK
Camo 3a BBHIIIHA ynoTpeoda.

4

%
¢

(

‘ 7. KAPEHTHU CPOKOBE

| 8.  CPOK HA TOJIHOCT

Tonen no: Exp. {mm/rrrr}

9. CIIEHUAJIHU YCJIOBUA 3A CbXPAHEHUE
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I[a CC ChbXpaHsBa B OpUTMHAJIHATaA OIIAaKOBKaA C LICJI IMMPEAIIa3BaHe OT BJjiara.

10. HAJIMUCDHT “IIPEIM YIIOTPEBA ITPOYETETE JIUCTOBKATA”

[Tpeau ynotpeba nmpoveTeTe JIMCTOBKATA.

11. HAJIUCDHT “CAMO 3A BETEPUHAPHOMEJUIIMHCKA YIIOTPEBA”

Camo 3a BCTCPUHAPHOMCANIIMHCKA yHOTpe6a.

12. HAJINUCHT “JIA CE CbXPAHSIBA JIAJIEY OT TOTJIEJA U HA HEJJOCTBITHA
3A JIEIJA MECTA”

I[a C€ CbXpaHsiBa AajJI€d OT IOTJI€Aa U Ha HEAOCTBIIHU 3a A€1la MECTA.

13. HUME HA TIPUTEXATEJIA HA PASPEIIEHUETO 3A THhPI'OBUSA

Vetoquinol S.A.

14. HOMEPA HA PASPEHIEHUETO 3A ThbPI'OBUS

EU/2/05/054/001 2 nuneru
EU/2/05/054/002 4 nuneTu
EU/2/05/054/003 12 numeTtn
EU/2/05/054/004 20 numeTn
EU/2/05/054/005 40 nunern

15. NMAPTHUJAEH HOMEP

IMaptuna Lot {HOoMep}
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HHOOPMAIUSA, KOATO CE N3IIMCBA BbPXY BHBHIIHATA OITAKOBKA
IIpodenanbp pa3TBOp 32 NpUJIAraHe BbPXY OrPaHUYeH YYACTBK 32 CPEeJHH 10 IroJIeMHUHA
KOTKH

BbHIIIHA KAPTOHEHA OIIAKOBKA

‘ 1. HAUMEHOBAHUE HA BETEPUHAPHUS JIEKAPCTBEH ITPOJAYKT

podennbp 60 mg/15 mg pa3TBOp 3a NpHIaraHe BbpXy OrpaHUIeH YIacThK

‘ 2. KOJIMYECTBO HA AKTUBHUTE BEIIIECTBA

Besika nunera ot 0,70 ml chabpixka:
15 mg emodepside, 60 mg praziquantel

3. PASMEP HA OITAKOBKATA

2 MUIIETH
4 nmunetu
12 nunern
20 nuneTn
40 munetn
80 mumeru

4. BUJAOBE )KUBOTHMU, 3A KOUTO E IPEJJHA3ZHAYEH BJIII

3a Cp€OHU 110 I'oJIEMHUHA KOTKU

>25kg-5kg

‘ 5. TEPAIIEBTUYHU ITOKA3AHUA

‘ 6. HAYUHU HA NTPUJIOKEHUE

[punarane BbpXy OrpaHUYICH YIaCThK
Camo 3a BBHIIIHA ynoTpeoda.

{

%
[

(

‘ 7. KAPEHTHU CPOKOBE

‘ 8. CPOK HA TOJHOCT

I'oaen no: Exp. {Mmm/rrrr}

27



‘ 9. CIIEIIMAJIHU YCJIOBUS 3A CBXPAHEHUE

I[a CC CbXpaHsBa B OpUTMHAJIHATA OIIAKOBKA C LICJI MMPpEAIa3sBaHe OT BJjiara.

‘ 10. HAJANUCHT “IPEIU YIIOTPEBA NTPOYETETE JIMCTOBKATA”

[Ipenu ynoTtpeda nmpoyereTe IMCTOBKATA.

‘ 11. HAJAIUCBHT “CAMO 3A BETEPUHAPHOMEJIUNILINHCKA YIIOTPEBA”

Camo 3a BeTepuHapHOMETUIIHCKA yIOTpeoa.

12. HAJIUCHT “JIA CE CbXPAHSIBA JAJEY OT MOTJIEJA M HA HEJOCTBITHUA
3A JIEHA MECTA”

I[a C€ CbXpaHsiBa AajI€d OT IOTJI€Aa U Ha HEAOCTBIIHU 3a A€1la MECTaA.

‘ 13. HME HA IPUTEXATEJISA HA PASPEIIEHUETO 3A ThPI'OBUS

Vetoquinol S.A.

14. HOMEPA HA PASPEIHIEHUETO 3A ThbPI'OBUS

EU/2/05/054/006 2 nunetu
EU/2/05/054/007 4 nunern
EU/2/05/054/008 12 numeTu
EU/2/05/054/009 20 numeTn
EU/2/05/054/010 40 nunern
EU/2/05/054/011 80 nunern

15. NMAPTHUJIEH HOMEP

IMaptuna Lot {HOoMep}
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NHOOPMAIUS, KOSTO CE U3ITUCBA BbPXY BHLHIITHATA OITAKOBKA
Ipodenanbp pa3TBop 3a npuiarate BbpXy OrpaHH4eH Y4acThbK 3a rojieMu KOTKHU
BbHIIHA KAaPpTOHEHA OMAKOBKA

‘ 1. HAUMEHOBAHUE HA BETEPUHAPHUS JIEKAPCTBEH ITPOJAYKT

[Mpodenasp 96 mg/24 mg pa3TBOp 3a MpUIaraHe BbPXy OrpaHUueH YUaCThK

‘ 2. KOJIMYECTBO HA AKTUBHUTE BEIIIECTBA

Bcska nmumera ot 1,12 ml cpappika:
24 mg emodepside, 96 mg praziquantel

3. PASMEP HA OITAKOBKATA

2 UTIETH
4 nmunetn
12 nunern
20 nuneTn
40 muneTn

4. BUJIOBE )KNBOTHMU, 3A KOUTO E ITPEJHA3ZHAYEH BJIII

3a rojeMu KOTKH

>5kg-8kg

‘ S. TEPAIIEBTUYHU ITOKA3AHUSA

‘ 6. HAYNHU HA TPUJIOKEHUE

IIpunarane BbpXy OrpaHUYEH y4aCThK.
Camo 3a BBHIIIHA yroTpeoda.

{

*
3

(

‘ 7. KAPEHTHHU CPOKOBE

| 8. CPOK HA TOJHOCT

l'omen no: Exp. {mMm/rrrr}
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9. CIHEHUAJIHU YCJIOBUA 3A CbXPAHEHUE

I[a CC€ CbXpaHsBa B OpUI'MHAJIHATaA OIIaKOBKaA C LICJI IMIPEAIIa3BaHe OT BJjiara.

10. HAJIMUCDHT “IIPEU YIIOTPEBA ITPOYETETE JIUCTOBKATA”

[Ipeau ynorpeba nmpoveTeTe IMCTOBKATA.

11. HAJAINUCHT “CAMO 3A BETEPUHAPHOMEJINIIMHCKA YIIOTPEBA”

Camo 3a BCTCPUHAPHOMCANIIMHCKA yHOTpe6a.

12. HAIIMUCDHT “JA CE CbXPAHSBA JAJIEY OT IIOI'VIEJA U HA HEJOCTBIIHU
3A JEIIA MECTA”

I[a CC CbXpaHsBa Aajied OT Iorjieaa U Ha HEAOCTBIIHU 3a JI€1a MECTA.

13. HUME HA TIPUTEXATEJIA HA PASPEIIEHUETO 3A THhPI'OBUS

Vetoquinol S.A.

14. HOMEPA HA PASPEHIEHUETO 3A ThbPT'OBUSA

EU/2/05/054/012 2 nunern
EU/2/05/054/013 4 nuneTn
EU/2/05/054/014 12 nunetn
EU/2/05/054/015 20 nunern
EU/2/05/054/016 40 nunietn

15. NMAPTHUJIEH HOMEP

IMaptuna Lot {HOoMep}
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NHOOPMAIUS, KOSTO CE U3ITUCBA BbPXY BHLHIITHATA OITAKOBKA
Ipodenanbp pa3TBop 3a npuiarane BbpXy OrpaHu4eH Y4acThbK 32 KOTKH
BbHIIHA KAaPTOHEHA OMAKOBKA, Oy THJIKA 32 MHOTOKPATHO JI03UpaHe

‘ 1. HAUMEHOBAHUE HA BETEPUHAPHUS JIEKAPCTBEH ITPOJAYKT

[Mpodenasp 85,8 mg/ml /21,4 mg/ml pa3TBop 3a npuiarane BbpXy OrpaHUYEH Y4acThK

‘ 2. KOJIMYECTBO HA AKTUBHUTE BEHLIECTBA

21,4 mg/ml emodepside, 85,8 mg/ml praziquantel

3. PA3BMEP HA OITAKOBKATA

14 ml

4. BUJIOBE )KNBOTHMH, 3A KOUTO E ITPEJHA3ZHAYEH BJIII

Kotku

‘ 5. TEPAIIEBTUYHU ITOKA3ZAHUMA

‘ 6. HAYMHU HA TPUJIOKEHHUE

[Ipunarane BbpXy OrpaHHYEH y4acThK
Camo 3a BbHIIHA yrIoTpeoa.

! 4

A Y
¢

‘ 7. KAPEHTHHU CPOKOBE

| 8. CPOK HA TOJHOCT

l'omen no: Exp. {mMm/rrrr}
Crnen oTBapsiHE U3MOJ3Bal B paMKUTE Ha 3 Mecela.

‘ 9. CHHELHUAJIHU YCJIOBUS 3A CbXPAHEHHUE

‘ 10. HAJAIUCHT “IPEJIN YIIOTPEBA ITPOYETETE JIMCTOBKATA”
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[Ipenu ynoTtpeda nmpoyereTe JIMCTOBKATA.

‘ 11. HAJIUCDHT “CAMO 3A BETEPUHAPHOMEJIUIIMHCKA YIIOTPEBA”

Camo 3a BCTCPUHAPHOMCANIIMHCKA yHOTpe6a.

12. HAJIMNUCHT “JA CE CbXPAHSIBA JIAJIEY OT TOTJIEJA U HA HEJJOCTBITHA
3A JIEIJA MECTA”

I[a CC€ CbXpaHsBa Oaji€d OT IIOrji€aa 1 Ha HEAOCTBITHU 3a JI€1a MECTA.

‘ 13. HME HA IPUTEXATEJISA HA PASPEIIEHUETO 3A ThPI'OBUs

Vetoquinol S.A.

14. HOMEPA HA PAZPEHIEHUETO 3A ThbPI'OBUS

EU/2/05/054/017

15. HNAPTUAEH HOMEP

IMTaptuna Lot {Homep}
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MUHUMYM NHOOPMAIIUS, KOATO TPSIABBA JIA BBJAE U3IIMCAHA BbPXY MAJIKA
OIMAKOBKMH BJIII, KOUTO CBABPXKXAT EAUHUYHA 103A

IIpodenanp pa3TBop 3a NpuJjaraHe BbpXy OrpaHU4YeH YYacThK 32 MAJIKH KOTKH

ETuker Ha mumerara

‘ 1. HAUMEHOBAHUE HA BETEPUHAPHUS JIEKAPCTBEH ITPOJAYKT

Profender > 0,5 — 2,5 kg
Profender > 2,5 - 5 kg
Profender > 5 - 8 kg

2. KOJIMYECTBO HA AKTUBHUTE BEIIIECTBA

0,35 ml
0,70 ml
1,12 ml

3. ITAPTUJAEH HOMEP

IMaptuna Lot {Homep}

4. CPOK HA TOJHOCT

I'open no: Exp. {mMm/rrrr}

Jlozo na Vetoquinol

33



MHUHHUMYM HHO®OPMALUA, KOATO TPABBA JA BbJAE U3IIMCAHA BBPXY
MAJIKHA OITAKOBKH BJIII, KOUTO CbABPXKXAT EJUHUYHA 103A
IIpodenanp pa3TBop 3a Npujarase BbpXy OrpaHu4yeH Y4acThK 32 KOTKH

ETuxer Bbpxy 0yTniikara

‘ 1. HAUMEHOBAHUE HA BETEPUHAPHUS JIEKAPCTBEH ITPOJAYKT

Profender pa3tBop 3a mpuiarane BbpXy OrpaHU4eH YYaCThK 32 KOTKH

2. KOJIMYECTBO HA AKTUBHUTE BEIIIECTBA

21,4 mg/ml emodepside, 85,8 mg/ml praziquantel

14 ml

3. HAPTUJAEH HOMEP

IMaptuna Lot {Homep}

4. CPOK HA TOAHOCT

I'ogen mo: Exp. {mm/rrrr}

Crnen oTBapsiHe, M3MOA3BANUTE MPEIH ................ {octaBere MACTO, 3a J1a ObJIC BIIMCaHA JlaTaTa}.

Jlozo na Vetoquinol
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MUHUMYM UHOOPMALIUSA, KOATO TPABBA JIA BbJIE U3IINCAHA BbBPXY
MAJIKA OITAKOBKMU BJIII, KOUTO CbABPKAT EAUHUYHA JO3A
Ipodenanbp pa3TBop 3a npuiiarane BbPXy OrpaHn4eH Y4acThbK 32 KOTKH

oaucrep

‘ 1. HAUMEHOBAHUE HA BETEPUHAPHUS JIEKAPCTBEH ITPOJAYKT

Profender > 0,5 — 2,5 kg
Profender > 2,5 - 5 kg
Profender > 5 - 8 kg

2. KOJIMYECTBO HA AKTUBHUTE BEIIIECTBA

7,5 mg emodepside / 30 mg praziquantel (EN)
15 mg emodepside / 60 mg praziquantel (EN)
24 mg emodepside / 96 mg praziquantel (EN)

3. ITAPTUJAEH HOMEP

IMaptuna Lot {Homep}

4. CPOK HA TOJHOCT

I'open no: Exp. {mMm/rrrr}

Jlozo na Vetoquinol
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HHO®OPMAIUSA, KOATO CE U3IIUCBA BbPXY BHBHIIIHATA OITAKOBKA
podenanp 15 mg/3 mg TadaeTKH 3a MAJKH Ky4eTa
KapToHeHa BbHIIIHA ONIAKOBKA

‘ 1. HAUMEHOBAHUE HA BETEPUHAPHUS JIEKAPCTBEH ITPOJAYKT

[Mpodenasp 15 mg/3 mg TabaeTku ¢ UI3MEHEHO OCBOOOXKIaBaHE

‘ 2. KOJIMYECTBO HA AKTUBHUTE BEHLIECTBA

3 mg emodepside, 15 mg praziquantel.

3. PA3BMEP HA OITAKOBKATA

2 TabJIETKH ¢ ©3MEHEHO OCBOOOXKIaBaHe
4 TabIeTKH ¢ H3MEHEHO 0CBOOOKIABAHE
10 TabnaeTKH ¢ M3MEHEHO OCBOOOKIaBaHE
24 TabiaeTKy ¢ U3MEHEHO OCBOOOKIaBaHE
50 TabIeTKH ¢ H3MEHEHO OCBOOOXKIABAHE

4. BUJIOBE )KNBOTHMH, 3A KOUTO E ITPEJHA3ZHAYEH BJIII

Kyuera.

¢ U

‘ 5. TEPAIIEBTUYHU ITOKA3AHUA

‘ 6. HAYUHU HA TPUJIOKEHUE

IlepopaiiHo IpHIIOKEHHE.

1 tabmerka = 3 kg

‘ 7. KAPEHTHHU CPOKOBE

| 8. CPOK HA TOJHOCT

l'ogen no: Exp. {mMm/rrrr}

‘ 9. CHELHUAJIHU YCJIOBUS 3A CbXPAHEHUE

I[a CC CbXpaHsBa B OpUTMHAJIHATA OIIAKOBKaA C LICJI MPEAIIa3BaHe OT BJIara.

36



‘ 10. HAJIMUCDHT “IIPEU YIIOTPEBA ITPOYETETE JIUCTOBKATA”

[Ipeau ynorpeba nmpoveTeTe JIMCTOBKATA.

‘ 11. HAJIUCDHT “CAMO 3A BETEPUHAPHOMEJIUIIMHCKA YIIOTPEBA”

Camo 3a BCTCPUHAPHOMCANIIMHCKA yHOTpe6a.

12. HAJINUCHT “JA CE CbXPAHSIBA JIAJIEY OT TOTJIEJA U HA HEJJOCTBITHA
3A JIEIJA MECTA”

I[a CC CbXpaHsBa Aajied OT Norjieaa U Ha HEAOCTBIIHU 3a I€1a MECTA.

‘ 13. HUME HA TIPUTEXATEJIA HA PASPEIIEHUETO 3A THhPI'OBUS

Vetoquinol S.A.

14. HOMEPA HA PASPEHIEHUETO 3A ThbPT'OBUSA

EU/2/05/054/018 2 TabiieTKH ¢ ©K3MEHEHO OCBOOOXKIaBaHE
EU/2/05/054/019 4 TabneTKu ¢ ©3MEHEHO OCBOOOXKIaBaHE
EU/2/05/054/020 10 TadieTKk ¢ ©3MEHEHO OCBOOOYKIaBaHE
EU/2/05/054/021 24 TtabneTku ¢ I3MEHEHO OCBOOOXKIaBaHE
EU/2/05/054/022 50 Ta0ieTK ¢ ©3MEHEHO OCBOOOYKIaBaHE

15. NMAPTHUJIEH HOMEP

IMaptuna Lot {Homep}
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NHOOPMAILUSA, KOATO CE U3IIMCBA BbPXY BHbHIIIHATA OITAKOBKA
Hpodenanp 50 mg/10 mg TadjieTkH 32 CPeTHO rOJIEMHU Ky4eTa
KapToHeHa BbHIIIHA ONIAKOBKA

‘ 1. HAUMEHOBAHUE HA BETEPUHAPHUS JIEKAPCTBEH ITPOJYKT

[Mpodenasp 50 mg/10 mg TabneTKH ¢ N3MEHEHO 0CBOOOK/IaBaHE

‘ 2. KOJIMYECTBO HA AKTUBHUTE BEHIECTBA

10 mg emodepside, 50 mg praziquantel.

3. PABMEP HA OITAKOBKATA

2 TabJIETKH ¢ ©3MEHEHO OCBOOOXKaBaHe

4 TabJIETKH C HK3MEHEHO OCBOOOKJaBaHE

6 TaOJIETKH ¢ M3MEHEHO OCBOOO K IaBaHe
24 TabaeTKy ¢ U3MEHEHO OCBOOOKIaBaHE
102 TabneTKu ¢ N3MEHEHO OCBOOOKTaBaHE

4. BUJAOBE )KUBOTHMU, 3A KOUTO E IPEJJHA3ZHAYEH BJIII

Kyuera

¢

‘ S. TEPAIIEBTUYHU ITOKA3AHUSA

‘ 6. HAYNHU HA TPUJIOKEHUE

IlepopanHo NpuIIOKEHHE.

1 rabmerka = 10 kg

‘ 7. KAPEHTHU CPOKOBE

| 8.  CPOK HA TOJIHOCT

Tonen no: Exp. {mm/rrrr}

9. CIIEHUAJIHU YCJIOBUA 3A CbXPAHEHUE
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I[a CC CbXpaHsBa B OpUTMHAJIHATaA OITAaKOBKaA C LICJI IMPEAIIa3BaHe OT BJjiara.

10. HAJAINUCHT “IPEJIN YIIOTPEBA INTPOYETETE JIMCTOBKATA”

[Ipeau ynotpeba nmpoveTeTe JIMCTOBKATA.

11. HAJAIUCHT “CAMO 3A BETEPUHAPHOMEJINIIMHCKA YIIOTPEBA”

Camo 3a BeTepuHApHOMETUITHCKA yIOTpeoa.

12. HAJIUCHT “JIA CE CbXPAHSIBA JAJEY OT MOTJIEJA M HA HEJOCTBITHUA
3A JIEHA MECTA”

I[a CC ChbXpaHsBa Aajied OT Iorjieaa U Ha HEAOCTBIIHU 3a JI€1a MECTaA.

13. HUME HA IPUTEXATEJIA HA PASPEIIEHUETO 3A THhPI'OBUS

Vetoquinol S.A.

14. HOMEPA HA PASPEIIEHUETO 3A ThbPT'OBUS

EU/2/05/054/023 2 TabiieTKH ¢ ©3MEHEHO OCBOOOXKIaBaHE
EU/2/05/054/024 4 TaOieTKH ¢ HK3MEHEHO OCBOOOXKIaBaHE
EU/2/05/054/025 6 TaOeTKH ¢ HK3MEHEHO OCBOOOXKIaBaHE
EU/2/05/054/026 24 TabieTKy ¢ ©3MEHEHO OCBOOOXKIaBaHE
EU/2/05/054/027 102 TabaeTKH ¢ I3MEHEHO 0CBOOOXKIaBaHE

15. MAPTHUJIEH HOMEP

IMaptuna Lot {HOMep}
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NHOOPMAILUSA, KOATO CE U3IIMCBA BbPXY BHbHIIIHATA OITAKOBKA
Mpodenanp 150 mg/30 mg TabaeTKU 3a rojieMu KyyeTa
KapToHeHa BbHIIIHA ONIAKOBKA

‘ 1. HAUMEHOBAHUE HA BETEPUHAPHUS JIEKAPCTBEH ITPOJYKT

IMpodenasp 150 mg/30 mg TabaeTKH C U3MEHEHO OCBOOOXKIaBaAHE

‘ 2. KOJIMYECTBO HA AKTUBHUTE BEHIECTBA

30 mg emodepside, 150 mg praziquantel.

3. PABMEP HA OITAKOBKATA

2 TaOJIETKH ¢ M3MEHEHO OCBOOOK IaBaHe
4 TabJIETKH C H3MEHEHO OCBOOOKJaBaHE
24 TabiaeTKy ¢ U3MEHEHO OCBOOOKIaBaHE
52 TabJIETKH ¢ H3MEHEHO OCBOOOKIABAHE

4. BUJIOBE )KNBOTHMH, 3A KOUTO E ITPEJHA3ZHAYEH BJIII

Kyuera.

¢ U

‘ 5. TEPAIIEBTUYHU ITOKA3AHUA

‘ 6. HAYUHU HA TPUJIOKEHUE

IlepopaiiHo IpHIIOKEHHE.

1 rabmerka = 30 kg

‘ 7. KAPEHTHH CPOKOB

| 8. CPOK HA TOJHOCT

l'ogen no: Exp. {mMm/rrrr}

‘ 9. CHELHUAJIHU YCJIOBUS 3A CbXPAHEHUE

213 CC CbXpaHsBa B OpUTMHAJIHATA OITaKOBKaA C LICJI IMPEAIIa3BaHe OT BJjiara.
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‘ 10. HAJIMUCDHT “IIPEU YIIOTPEBA ITPOYETETE JIUCTOBKATA”

[Ipeau ynorpeba nmpoveTeTe JIMCTOBKATA.

‘ 11. HAJIUCDHT “CAMO 3A BETEPUHAPHOMEJIUIIMHCKA YIIOTPEBA”

Camo 3a BCTCPUHAPHOMCANIIMHCKA yHOTpe6a.

12. HAJINUCHT “JA CE CbXPAHSIBA JIAJIEY OT TOTJIEJA U HA HEJJOCTBITHA
3A JIEIJA MECTA”

I[a CC CbXpaHsBa Aajied OT Norjieaa U Ha HEAOCTBIIHU 3a I€1a MECTA.

‘ 13. HUME HA TIPUTEXATEJIA HA PASPEIIEHUETO 3A THhPI'OBUS

Vetoquinol S.A.

14. HOMEPA HA PASPEHIEHUETO 3A ThbPT'OBUSA

EU/2/05/054/028 2 TabiieTKH ¢ ©3MEHEHO OCBOOOXKIaBaHE
EU/2/05/054/029 4 TabneTK ¢ ©3MEHEHO OCBOOOXKIaBaHE
EU/2/05/054/030 24 Ta0ieTK ¢ N3MEHEHO OCBOOOXKIaBaHE
EU/2/05/054/031 52 TabieTku ¢ ©3MEHEHO OCBOOOXKIaBaHe

15. NMAPTHUJIEH HOMEP

IMaptuna Lot {HOoMep}
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MUHHUMYM UHOOPMALIUA, KOATO TPABBA JA BBJE U3IIMCAHA BbPXY MAJIKH
OITAKOBKM BJIII, KOUTO CBABPKAT EJUHUYHA J1O3A

Profender Tab/ieTku 3a KyyeTa

Bancrep

1. HAUMEHOBAHUE HA BETEPUHAPHUS JIEKAPCTBEH ITPOJAYKT

Profender TaGnerku 3a Manku Ky4deTa
Profender TaGmerkn 3a cpeqHH MO pa3Mep KydeTa
Profender Tabnerku 3a ronemMu Kydera

¢ |

‘ 2. KOJIMYECTBO HA AKTUBHUTE BEHIECTBA

3 mg emodepside / 15 mg praziquantel (EN)
10 mg emodepside / 50 mg praziquantel(EN)
30 mg emodepside / 150 mg praziquantel(EN)

3. IHAPTUJAEH HOMEP

IMaptuna Lot {Homep}

4. CPOK HA TOAHOCT

I'onen no: Exp. {mMm/rrrr}

Jlozo na Vetoquinol
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B. IUCTOBKA
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JIMCTOBKA

1. HaumeHoBaHNe HA BeTEPUHAPHUS JI€KAPCTBEH MPOAYKT

Profender 30 mg / 7,5 mg pa3TBop 3a mpritaraHe BbpXy OTpaHHYEH YIaCThK 32 MAJIKH KOTKH
Profender 60 mg / 15 mg pa3TBop 3a mpuyarane BbpXy OrpaHUYEH YYacThK 3a CPEIHU 110 TOJIEMHUHA
KOTKH

Profender 96 mg / 24 mg pa3TBop 3a npuiIaraHe BbpXy OrpaHUYCH YYacThK 32 TOJICMH KOTKU

2 Cnceras

AKTHBHHU BelllecTBAa:

Bceku ml chabpxa:
21,4 mg/ml emodepside u 85,8 mg/ml praziquantel.

Bcesika ennandHa 1032 (MATIETa) CHABPKA!

Oodem Emodepside Praziquantel
[Ipodhenabp 3a MaTKu KOTKH 0,35 ml 7,5 mg 30 mg
(=20,5-2,5kg)
IIpodenanp 3a cpeau 1O 0,70 ml 15 mg 60 mg
roJieMUHa KOTKH
>2,5-5kg)
[Ipodenabp 3a ronreMu KOTKA 1,12 ml 24 mg 96 mg
(>5-8kg)

ITomomHu BemecTBa:
Byrunxunpokcuannzon(E320)........ 5.4 mg/ml.

bucTbp XbAT 10 KadsiB pa3TBOP.

3. Bunose ;kuBOTHH, 32 KOUTO ¢ npeAHasHadeH BJIIIT
Kotku.
4. INoka3anus 3a ynorpeda

ITpu KOTKHM, CTpajaly WiIK 3aCTPAILCHH OT CMECEHH apa3uTHU MHBA3HUHU, IPUYMHEHHU OT KPBIJIN
yepBeH (HEMaTo 1), TeHHH (IIeCTOM) 1 OeT0ApOOHH Mapa3uTH OT CJIEAHUTE BUIOBE:

Hematonu:
Toxocara cati (3penu Bb3pacTHU, HE3peTIH Bb3pacTHH, L4 1 L3)

Toxocara cati (L3 napBu) — nedeHne Ha KOTKH B HapeIHaIa OpeMEHHOCT C TIeIT ITpeArma3Bane Ha
MOKOJICHHUETO OT ONAapa3uTsIBaHE Ype3 MILSIKOTO

Toxascaris leonina (3penu Bb3pacTHHU, HE3PENN Bb3pacTHU U L4)

Ancylostoma tubaeforme (3penu Bb3pacTHH, HE3PEIH Bb3pacTHU U L4)

QGCTOQI/II

Dipylidium caninum (3penyu Bb3pacTHH U HE3PETU BH3PACTHH )
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Taenia taeniaeformis (Bb3pacTHN)
Echinococcus multilocularis (Bb3pacTHH)

benonpobuu napasuru
Aelurostrongylus abstrusus (Bb3pacTHN)

5. IIporuBonokazaHus

[la He ce u3Mo3Ba NMPY KOTEHIIA Ha BB3pacT 1moj 8 ceamuiu wim terio nox 0,5 kg.

Ja He ce m3Moa3Ba pY CBPHXUYyBCTBUTEIHOCT KbM aKTHBHUTE BEIIECTBA MM KBM HAKOE OT
MTOMOIIHUTE BEIIECTRA.

6. CrienmanHy IpeyTpesKIeHHS

CrienmanHy npeaynpesKIeHHs:

KbmaneTo ¢ mammnoaH Wi MOTAsIHETO Ha )KUBOTHOTO BBB BO/Ia HEMOCPEICTBEHO CIIE]] IIPUIIaraHeTo

MOJe J1a HaMaJii e(pUKaCHOCTTa Ha BETEPUHAPHUS JIEKapCTBEH NpoayKT. [lopaau Ta3u npuirHa,
TpPEeTUPaHUTE )KUBOTHHU HE TPsIOBa /1a ce KBIIT, IOKATO Pa3TBOPHT HE € U3CHhXHAI.

Moxke Aa C€ pa3BHUC MapasuTHa pE3UCTCHTHOCT KbM BCEKU KJIAC aHTUXCIIMHUHTU B CICACTBHUE OT YECTO,
IMMOBTAPAIIO CC MPUIIOKCHUEC Ha aHTUXCIIMUHTH OT €IWUH 1 CBhII KJIac.

HenyxHata ynoTtpe0ba Ha aHTUIIApa3UTHU CPENICTBA WM YHOTpeOa, KOSITO c€ OTKIOHSABA OT
ykazanuara B KXII, Moxxe 1a yBennun HaTUCKa BBPXY CENEKIHUATA Ha PE3UCTEHTHOCT U J1a IOBEJE 1O
HamaJieHa eukacHocT. Pemennero 3a ynorpeda Ha BeTeprHApHUS JIEKapCTBEH NPOAYKT TpsOBa aa ce
0a3upa Ha MOTBBPKACHUE HA MMAPA3UTHUTE BUIOBE U TEKECTTA WIM HA PUCKA OT MHPEKIHS Bb3
OCHOBA Ha HEHHUTE €MUAEMUOIOTUYHH XapaKTEPUCTUKH 32 BCSIKO OTAETHO )KMBOTHO.

TpsiOBa 1a ce OOMHUCIN BB3MOXKHOCTTA JIPYTH KUBOTHHU B €IIHO U CHIO JOMAKMHCTBO Jia ObaaT
W3TOYHHK Ha MOBTOPHO 3apa3siBaHe ¢ KPBIUIM YEPBEH, TCHUU U OO0 JpOOHH YepBeH U Te TPAOBA Ja ce
TPETUPAT CHope]T HEOOXOAUMOCTTA C MOIXOSI] BETEPUHAPECH JIEKAPCTBEH MPOJIYKT.

Coenpaany npeana3sHd MEpKH 3a 0e30macHa yrnorpeba Ipy BUIOBETE KUBOTHH, 32 KOUTO €
npeaaaszgauexd BJIIT:

Ja ce mpunara caMo BbpXy KOKHaTa MOBBPXHOCT, BEPXY 37paBa Koka. Jla He ce mpujiara mepopagHo
WJIH TTAPEHTEPAITHO.

I[a HE C€ JIOITyCKa JICKYBaHaTa KOTKa WJIXW APYI'" KOTKU B JOMAIITHOTO 06Kp’B)KeHI/Ie Ja 00Nm3BaT
MsCTOTO Ha IMpujIaraneTo, JOKaTo € OIS BJIAXKHO.

ChIecTBYBa OCKBJIEH OTIHUT OT MpHJIaraHe Ha BeTepUHAPHHS JIEKAPCTBEH MPOAYKT MPH OOIHU
HEMOIIHY )KUBOTHHU. ETO 3a110, MpUIaraHeTo Ha BETEPHUHAPHUS JIEKApCTBEH MPOAYKT IPU TAKUBa
JKUBOTHHM TpsI0Ba J]a CTaBa €IWHCTBEHO CJIE MPELEHKA HAa ChOTHOLIEHUETO M0J13a/PUCK.

CHCHI/IaHHI/I npearasHu MEpK1u, KOUToO TDSI6Ba a4 B3EMC JIMIICTO, ITpUjIaraiio BETCPpUHAPHHUA JICKAPCTBCH
OPOAYKT Ha )KUBOTHHUTE:

[a He ce mymu, /1€ WM KE 110 BpEME Ha NIPUIIAraHETO Ha MPOJIYKTa.

Ja ce u30sirBa KOHTaKT C TPETHPAHOTO MSCTO, JOKATO € BiaxHo. Jlenara na ce appkaTr Janed OT
TPETUPAHHUTE )KUBOTHH IPE3 ISUIOTO TOBA BPEME.

[a ce u3mMuBat pbpLeTe cies ynorpeoda.

I1pu ciryuaifHo pa3nuBaHe BEPXY KOXKaTa, 1a € U3MHUe He3a0aBHO C BOJIA U CAIlyH.

[Tpu cnydaiiHo monanaHe Ha BETCPUHAPHUS JIEKAPCTBEH MPOJYKT B OYUTE, TE TPSOBA Ja ce M3MUST
CTapaTeTHO U OOMITHO C BOAA.
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AKO CHMIITOMHTE 110 KOXKATa WM OYUTE TPOJIBIDKABAT, UK MPH CITyYaiHO TOTITbIIaHe, He3a0aBHO Ja
Ce TIOThPCU MEIIUITUHCKHU CHBET, KaTO Ha JICKaps Ce MPEAOCTaBH JIMCTOBKATA W €THKETA Ha
MPOJYKTA.

TpsiOBa ja ce B3eMaT MEPKH, 3a Jla He Ce TIO3BOJIM Ha JielaTa JIa UMaT IPOAbDKUATEIICH, HHTEH3UBCH
KOHTAaKT C TPETHPAHU KOTKH (HAIIPUMED Ja CIAT C TAX) IMpe3 MEPBUTE 24 Jaca cjea MpuiIaraHeTo Ha
BETCPUHAPHHS JICKAPCTBEH MPOAYKT.

ExuHOKOKO3aTa (Kydelkara TeHHs ) IpeACTaBIIsBa 3ariaxa 3a yoBeka. Tbif kaTo EXMHOKOKO3aTa €
3a0oJIsiBaHe, KOETO MOJIekKH Ha 00gBABaHe, ChritacHO Mexynapoanoto bropo no Ennzoornute
(OIE), choTBEeTHHTE KOMIIETEHTHHU BJIACTH TPsIOBaA J]a MPEAOCTABAT CIEUU(PUYHUTE PHKOBOIHN HACOKU
10 OTHOIIICHHE Ha JICYEHUETO U ONa3BaHe 3[paBeTo Ha XOpaTa.

JIpyTH nIpeAna3Hu MEPKH:

PazTBOpUTENAT HA TO3U BETEPHUHAPEH JICKAPCTBEH MPOIYKT MOXKE J]a HAIIPAaBU METHA BEPXY HAKOU
MaTepPUH, BKIFOUUTEIHO KOXa, TEKCTUII, TUIACTMAca U JIAKUpaHU MMOBBPXHOCTH. YOeneTe ce, ue
TpeTUpaHaTa MOBBPXHOCT € M3ChXHAaJa MPEIH 1a MO3BOJIUTE HA dKUBOTHOTO /1a UMa KOHTAKT C
MO00HU MaTepraIy.

BbpeMeHHOCT M TaKTaluA:
Moske f1a ce u3IoJI3Ba o BpeMe Ha OPEMEHHOCT U JIaKTaIlusl.

BzanmoneiicTBre ¢ Apyru BETEPUHAPHU JIEKAPCTBEHH NPOJYKTH U APYTH (GOpMHU Ha B3aMMOICHCTBHE:
Emodepside e cyocTpar 3a P-rimroxonporenHa. [Ipunaranero eTHOBpeMEHHO C APYTH BETepUHAPHU
JIEKapCTBEHHU MPOJYKTH, KOUTO ca P-rimokonpoTenH cyocTpaTn/MHXHOUTOpY (HapUMep UBEPMEKTHH
U IpYTY aHTUTIAPA3UTHU MAaKPOLUKINYHU JIAKTOHH, EPUTPOMHLINH, TIPETHNU30JIOH M IUKIOCTIOPHH )
MOJKe J1a TOBEJIe 10 3aCHIeHH (hapMaKOKHHETHYIHH JIEKapCTBEHU B3anuMoeiicTeus. [loreHnnanaure
KJIMHAYHY TIOCJIEICTBUS OT NOJOOHH B3aUMOACHCTBHS He ca OWIIM 00CKT Ha MPOyYBaHE.

IIpenosupane:
[oBumeHo CAFOHOOTIENSIHE (XUTIEpCaTHBAIIHsI), IOBPBIIaHEe W HEBPOJIOTHYHH MTPU3HALHN (TPEMOp)

MOJKeE J]a ce MOSIBST MOHSIKOra, ako IpernopbyaHaTa 103a Ha BETepUHAPHUS JIEKapCTBEH NMPOAYKT ce
NPEBUIIHN IECETOKPATHO NPH BB3PACTHU KOTKH WM HMETKPATHO MPU MAJIKU KOTeHA. ToBa € Bb3MOXKHO
ciesi o0JIM3BaHe Ha MSCTOTO HAa TPETHUPAHE, HETIOCPEACTBEHO CJIe]l MpriiaraHeTo. Te3u CUMIITOMH ca
HaIThJIHO OOpaTHUMHU.

He e u3Becten crienuduyeH aHTHAOT.

OCHOBHH HECHBMECTHUMOCTH:
He ca u3BecTHH.

7. He0aaronpusaTHu peakuum
Kotku:
MHoro pezku Heposornunu Hapymenus > (arakcus' > (junca Ha
123
(nmo-manko ot 1 Ha 10 000 TpeTupanu KOOP/MHALIKA), TPEMOP )
JKUBOTHH, BKJIFOUUTEITHO H30JIUPAHU Xurnepcanusaius’®, NOBpbIIAHE®, AUapHs’
CHOOIIICHH): AJtonenys Ha MSCTOTO Ha npuiarade’ (Jiurca Ha
KO3MHA), TIPYPUTYC Ha MSCTOTO Ha MpHJIaraHe
(cppOex), Bp3NaJeHue Ha MSICTOTO Ha MpHJIaraHe
[ToBeeHUECKU HAPYILICHUS (XUIIEPAKTUBHOCT,
TPEBOKHOCT, BOKAJTU3ALIHS)
AHoOpekcus, eTaprus
! Jlekwu.
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2 [IpexoaHH.
3 Cumra ce, ue Te3u epeKTH BE3HHUKBAT B PE3y/ITaT Ha OOJIM3BaHEe OT KOTKaTa Ha MACTOTO Ha
npuiIarane He3a0aBHO ciie]l TPETUPAHETO.

CpobmiaBaHeTo Ha HEOIATONPUATHHI PEAKIINH € BaKHO. ToBa MO3BOJIsIBA HETIPEKHCHAT MOHUTOPUHT Ha
Oe3omacHOCTTa Ha MPOAYKTa. AKO 3a0enexuTe HAKaKBU HEOIArONPHUSTHA PEAKIINN, BKIIOYHTEITHO H
TaKHWBa, KOUTO HE Ca OMMCAHU B Ta3U JINCTOBKA WJIM MHUCIUTE, Y¢ BETCPUHAPHUSI JICKAPCTBEH MPOAYKT
HE JeCTBa, CBBPXKETE Ce MMEPBO ¢ Bamms BereprHapeH Jiekap. MoXeTe ChINo J1a ChoOIaBaTe
HeOMaronpHUATHU PEakllny Ha TIPUTEXKATENS Ha Pa3pelIeHNeTO 3a ThPTOBHS WIIH HA MECTHHUS
MPEJICTABUTEI HA MIPUTEKATEIS Ha Pa3pelICHHETO 32 ThPrOBHS, KaTO U3IOJI3BATE JAHHUTE 32 KOHTAKT
B Kpas Ha Ta3u JIMCTOBKA WK upe3 Bamara HanmoHanHa cucteMa 3a choOmaBane: {oJpoOHOCTH 32
HaIlMOHATHATA CHCTEMA }.

8. Ilompomca 3a BCCKHU BU/I )KUBOTHO, HAYHUHU U METO/1 HA IPUJI0KCHHE

3a nepopanHo MPUIOKEHHUE.
Camo 3a BBHIITHA ynoTpeoa.

llo3uposka u mepanesmuyien niau

[IpenopruarnTe MuHEUMaTHE 103% ca 3 mg emodepside / kg TenecHa maca (T.m.) 1 12 mg praziquantel
/ kg T.M., koeTo ¢ ekBuBaJieHTHO Ha 0,14 ml oT BeTepuHapHUs JIEKapCTBEH MPOAYKT / kg TenecHa maca

(T.™.).

Tesecna | Pa3mep Ha nunerara, KOSITO Oobem (ml) Emodepside | Praziquantel
Maca Ha Tpsi0Ba J1a ce U3M0JI3Ba (mg/kg / T.m.) | (mg/kg/ T.M.)
koTkarta (kg)
>0,5-2,5 |Ilpodenawp 3a manku kotku | 0,35 (1 numera) 3-15 12 - 60
>25-5 [Ipodennasp 3a cpeanan Mo 0,70 (1 mumera) 3-6 12-24
TOJIEMHHA KOTKH
>5-8 [Ipodennsp 3a rosiemu kotku | 1,12 (1 nunera) 3-48 12-19,2
>8 H3noisBaiiTe moaxoasaa KOMOMHALNS OT ITUIIETH

3a CUH KypC Ha JICUCHUC CPCIY KPBIJIM YCPBCHU U TCHHUHU € JOCTATBYHO CAHO IIPUITOKCHHUC.

3a equH Kypc Ha JIeYeHHe Ha KOTKH C IIeJT TIpe/iia3BaHe Ha MOKOJICHUETO OT OMapa3uTsIBaHe C
Toxocara cati (L3 mapBu) upe3 MIISIKOTO € JTIOCTaTHYHO €THO MIPIIOKECHHE, TPUOIU3UTEITHO CEIEM THU
MIpPeIi OYaKBAHOTO PaKJaHe.

3a neuenue cpeuty Aelurostrongylus abstrusus ca JOCTaTbUHU JBE MIPHUIIOKEHUS C HHTEPBAJ OT JBE

CEJIMHUIIH.

9. CbBeTH 32 NPABMJITHOTO NPUJIATAHE HA NMPOAYKTA

I/I3Ba;[eTe numneTarTra OT OIIaKOBKaTa. I[p’B)KTe MurieTaTa B U3MPABCHO MMOJIOKCHUC, 3aBbPTCTC U
H3ZL’BpHaI7[Te Kalla4yKaTa ¥ U3M0JI3BalTe MMPOTHUBOIIOJIOXKHHNA Kpaﬁ Ha Kallavkara, 3a 1a CHyIIUTC

iomoOara.
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Pa3TBOpeTe K03uHAaTa Ha BpaTa Ha KOTKaTa, B OCHOBAaTa HA Yeperna, JOKATO Ce BUIH KOXKaTa.
IlocTaBere Bbpxa Ha MUIETaTa BbPXY KOXKaTa U CTUCHETE CUJIHO HSAKOJIKO IIBTH, 32 J1a U3MPa3HUTE
LSJI0TO ChABP)KAHUE BbpXY KokaTa. [IpunaraneTo Ha BeTepUHAPHUS JIEKapCTBEH MPOAYKT BBPXY
TWJIa, B OCHOBATa Ha Yeperna, e HaMal Bb3MOKHOCTTA KOTKAaTa Ja 00IHKe He3aChXHAIHS POIYKT.
[a ce npunara camo BbpXy KOXHAaTa IOBbPXHOCT, BBPXY 3/ApaBa KOXa.

Hepnocrarpunara mo3upoBKa MOke Ja JOBee 10 Hee(heKTHBHA yIoTpeda 1 1a OaronpuaTcTsa 3a
Pa3BUTHETO HA PE3UCTEHTHOCT.

3a rapaHTUpaHe Ha IPaBUJIHA JO3UPOBKA TEJIECHATA Maca TPsIOBa J1a ce OIpeey Bb3MOKHO Haii-
TOYHO. AKO )KMBOTHHTE TpsAOBa /1a ce TPETHpaT KOJEKTHUBHO, TPSAOBA J1a ce ONPEAEAT pa3yMHO
XOMOTCHHU TPYIH ¥ BCUYKH XKHUBOTHHU OT €{HA Tpyma Tpsi0Ba 1a ObAaT TPEeTUPaHH C 103aTa,
CBHOTBETCTBAILIA HA HAl —TEXXKaTa rpyma.

10. KapenTHu cpokoBe

He e npunoxxumo.

11. ChoeunmnaJiHu yCJOBHS 32 CbXpaHeHHe

Ja ce cpxpaHsBa jajied OT NOrjea U Ha HEJOCTHITHY 32 JIella MECTA.

Ja ce cbxpaHsiBa B OpUrMHAJIHATA OMAKOBKA C 1I€J1 MPe/IIIa3BaHe OT BJiara.

Ja He ce U3moJ3Ba TO3U BETEPUHAPEH JIEKAPCTBEH MPOIYKT CIE]l U3TUYAHE CPOKA HA TOJHOCT,
MMOCOYEH BHPXY €THKeTa U KapToHa cien ['ogen no: Exp. CpoKbT Ha TOJHOCT OTTOBAPS Ha MOCTIETHIS
JICH OT TO3H MECell.

12. ChoenuaJiHu NpeANa3HU MepKH NMPU YHUIOKABaHe

BeTepI/IHapHI/ITC JICKAPCTBCHU NPOAYKTHU HC TpSI6Ba Ja 6’I>}IaT HU3XBBPJIAHU YPE3 OTIIAAHU BOJAU UJIHA
OuTOBU OTHaJabIH.

To3u BeTeprHAPEH JICKapPCTBEH MPOAYKT HE TPsIOBa Ja ObJie U3XBBPIISIH BbB BOJIHU OaceiHH, Thil KATO
emodepside Mo>ke 1a ObJie onaceH 3a puOH U APYTH BOTHH OPraHU3MHU.
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M3nomn3BaiiTe mporpaMu 3a BpbIIaHE IPY YHAIOKABAHETO Ha HEU3ITOJI3BAHN BETEpUHAPHU
JIEKApCTBEHU MPOIYKTU WIHA OCTAThLH OT TSIX B ChOTBETCTBUE C U3UCKBAHUATA HA MECTHOTO
3aKOHOJIATEJICTBO M C BCUUKH MTPHJIOKUMH HAIMOHATTHU CUCTEMH 3a chOupane. Te3u Mepku 1iie
MIOMOTHAT 32 OTIa3BaHE Ha OKOJIHATA Cpefa.

[MonuratiTe Bamus BeTepuHapeH Jiekap Win GapManeBT Kak J1a YHUIOKUTE HEHYKHH BETEPHUHAPHU
JIEKapCTBEHU MPOIYKTH.
13. Kuiacupukanusi Ha BeTepHHAPHHUTE JeKAPCTBEeHH MPOAYKTH

BerepuHapHUAT IeKapCTBEH MPOAYKT Ce OTIIYCKa IO JIEKapCKO MPEATICaHHeE.

14. HomMepa Ha pa3pelieHHETO 32 THPTOBUSI M Pa3MePH 0NMAaKOBKH

EU/2/05/054/001-016

bemn IMPONUIJICHOBH IMUIICTH C KaIlla4YK1 B A TYMUHUCBU 6JII/ICT€pI/I

bructepHu onakoBKY B KapTOHEHA KyTHsI, Chabpikama 2, 4, 12, 20 umu 40 no3oBu muneru (o 0,35 ml
BCSIKA).

bructepHu onakoBKY B KapTOHEHA KyTHs, chabpkamma 2, 4, 12, 20, 40 unu 80 1030BH numneTH (1o
0,70 ml Bcska).

bructepHu onakoBKY B KapTOHEHA KyTHsI, Chabpikama 2, 4, 12, 20 umu 40 no3oBu munetn (o 1,12 ml

BCSIKA).

He Bcuuku pasmepu Ha onakoBKaTa MOraT fja ObJar npeajaraHy Ha rasapa.

15. JlaTa Ha mocJjiefHATA pefaKIUs HA TEKCTA
{MM/TTTT}

IMoxpoOHa uH(popMaIUs 3a TO3M BETSPUHAPEH JICKAPCTBEH MPOIYKT MOXKE J1a HAMepUTe B Oa3aTta
nmaaHn Ha Cwro3a otHOCHO npoaykruTte (https://medicines.health.europa.eu/veterinary).

16. JlanHu 3a Bpb3Ka

[putexaTen Ha Pa3peLICHUETO 38 ThPrOBUSL:
Vetoquinol S.A.

Magny-Vernois

70200 Lure

OpanHnus

[powu3sBoaKTeElN, OTTOBApSIIIl 33 OCBOOOK/IABAHETO HA APTHUJIN:
KVP Pharma + Veterindr Produkte GmbH

Projensdorfer Str. 324

24106 Kiel

T'epmanus

VETOQUINOL BIOWET Sp. z o.0.
Zwirowa 140

66-400 Gorzow Wlkp.

Tlomma
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MecTHU IPeCTaBUTENN M JAaHHU 332 BPh3Ka 3a C’LO6H.IaBaHC Ha IpeJroiaaracMu HeOIaronpusTHA
pCaAKIIUN:

Belgié/Belgique/Belgien Lietuva

Vetoquinol NV/SA OU Zoovetvaru
Galileilaan 11/401 Uusaru 5

BE- 2845 Niel EE - Saue 76505

Tél/Tel: +32 3 877 44 34 Tel: +37 256 500 840
Peny06iauka boarapus Luxembourg/Luxemburg
VAZRAZHDANE KASIS Ltd Prophac S.a.r.l
Botevgradsko Shose 348 5 Rangwe

BG 1839 Sofia L-2412 Howald

Ten: +359 885725244 Tél/Tel: +352 482 482-600
Ceska republika Magyarorszag
Vetoquinol s.r.o. Orion Pharma Kft.
Walterovo namésti 329/3 HU-1139 Budapest, Pap Karoly u. 4-6
CZ 158 00 Praha 5 Tel.: +36 1 2370603

Tel: +420 703 147 085

Danmark Malta

Equidan Vetline Vetoquinol S.A.
Baggeskarvej 56 Magny-Vernois

DK - 7400 Herning FR-70200 Lure

TIf: +45 96 81 40 00 Tél: +33 3 84 62 55 55
Deutschland Nederland

Vetoquinol GmbH Vetoquinol B.V.
Reichenbachstrafle 1 Postbus 9202

DE-85737 Ismaning NL-4801 LE Breda

Tel: +49 89 999 79 74 0 Tel: +31 10498 00 79

Eesti Norge

OU Zoovetvaru VetPharma A/S

Uusaru 5 Ravnsborgveien 31

EE - Saue 76505 N-1395 Hvalstad

Tel: +37 256 500 840 TIf: +47 66 98 60 40

EArada Osterreich

BAPEAAX A.E. Xnukd kot Atoryvootikd Vetoquinol Osterreich GmbH
EXevbepiag 4, Kneiowd EL-14564 GuBhausstralie 14/5

EALGSo A-1040 Wien

TnA: +30 210 52 81 900 Tel: +43 1416 39 10

Espaiia Polska

Vetoquinol Especialidades Veterinarias S.A. Vetoquinol Biowet Sp.z.0.0
Carretera de Fuencarral, n® 24, Edificio Europa I Kosynierow Gdynskich
ES-28108 Madrid PL - 13-14 Gorzow Wielkopolski
Tel: +34 914 90 37 92 Tel.: +48 95 728 55 00
France Portugal

Vetoquinol S.A. Vetoquinol Unipessoal Lda.
Magny-Vernois Rua Amilcar Cabral n°7, 3°Piso, Sala 5
FR-70200 Lure Agualva

Tél: +33 3 84 62 55 55 PT-2735-534 Agualva-Cacém

Tel: +351 961 224 942

50



Hrvatska

DDL ZAGREB D.O.O
Kovinska 11,

10090 Zagreb
Hrvatska

Tel. +3851 3017 011

Ireland

Vetoquinol Ireland Limited
12 Northbrook Road

D06 ESWS5 Dublin 6 - [E
Tel: +44 1280 814 500

island

Equidan Vetline
Baggeskarvej 56

DK - 7400 Herning
Simi: +45 96 81 40 00

Italia

Vetoquinol Italia S.r.1.
Via Luigi Galvani 18
Forli, FC

IT-CAP 47122

Tel: +39 0543 46 24 11

Kvmpog

PANCHRIS Feeds Veterinary LTD
Gordiou Desmou 15,

Industrial Area Aradippou
CY-7100 Larnaca

TnA: +357 248 133 38

Latvija

OU Zoovetvaru
Uusaru 5

EE - Saue 76505

Tel: +37 256 500 840

Romainia

Orion Pharma Romania srl
B-dul T. Vladimirescu nr 22,
Bucuresti, 050883 - RO

Tel: +40 31845 1646

Slovenija

DDL ZAGREB D.0.O
Kovinska 11,

10090 Zagreb
Hrvaska

Tel: + 38513017011

Slovenska republika
Vetoquinol s.r.0.
Walterovo namesti 329/3
CZ 158 00 Praha 5

Tel: +420 703 147 085

Suomi/Finland

ORION PHARMA Elidinladkkeet
PL/PB 425,

FI-20101 Turku/Abo

Puh/Tel: +358 10 4261

Sverige

Vetoquinol Scandinavia AB
Box 9

SE-265 21 ASTORP

Tel: +46 42 676 03

United Kingdom (Northern Ireland)
Vetoquinol S.A.

Magny-Vernois

FR-70200 Lure

Tel: +33 3 84 62 55 55
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JIMCTOBKA

1. HaumeHnoBanne Ha BeTepHHAPHUS JeKAPCTBEH MPOAYKT

IIpodenapp 85,8 mg/ml/ 21,4 mg/ml pa3TBop 3a MpriIarane BbpXy OTPaHUYECH yYaCThK 32 KOTKH

2a CbcTaB
AKTHBHH BelllecTBAa:

Bceexn ml cpabpika :
21,4 mg/ml emodepside u 85,8 mg/ml praziquantel.

IlomomHu BemecTsa:
Bbyrmxunpokcuannzon (E320, kaTo aHTHOKCHAAHT) ............ 5.4 mg/ml

buctbp XbAT 10 KadsB pa3TBOP.

3. Bunose ;kuBOTHH, 32 KOUTO ¢ npeaHasHaveH BJIII
Kotku.
4. Iloxa3anus 3a ynorpeda

I[Ipu KOTKH, CTpa/jaIlyl WIN 3aCTPAIICHN OT CMECCHH MApa3uTHH WHBA3WUH, IPUYMHEHH OT KPBIIIH
yepBer (HeMaToAH), TCHUH (LIECTOAN) U OeNoAPOOHH NTapa3uTh OT CIEIHUTE BUIOBE:

Hewmatomu:
Toxocara cati (3peny Bb3pacTHH, HE3pETH Bb3pacTHH, L4 u L3)

Toxocara cati (L3 napBu) — jieueHUe Ha KOTKU B HaIIpeIHAIa OPEMEHHOCT C LIEJT ITpe/ila3BaHe Ha
MOKOJICHUETO OT OMAPA3UTABAHE YPE3 MISTKOTO

Toxascaris leonina (3peny Bb3pacTHU, HE3PEIH Bb3pacTHU U L4)

Ancylostoma tubaeforme (3penu Bb3pacTHH, HE3PEIH Bb3pacTHU U [4)

ﬂeCTOQI/IZ

Dipylidium caninum (3penu Bb3pacTHU U HE3PEIH Bb3PaCTHHU)
Taenia taeniaeformis (Bb3pacTHN)
Echinococcus multilocularis (Bp3pacTHm)

benoapobuu napasuru
Aelurostrongylus abstrusus (Bb3pacTHN)

5. IIporuBonoOKa3ZaHusA

Jla He ce M3MOI3Ba MPU KOTEHIIA Ha BB3PACT 1Mo 8 cenmuny wiu terno nox 0,5 kg.

[a He ce U3M0I3Ba MPU CBPBbXYYBCTBUTEIHOCT KbM aKTHBHUTE BEIIECTBA WM KbM HSAKOE OT
MOMOIITHUTE BEIECTBA.

6. CrnenmajaHu npegynpexIeHus
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CrienmanHy npeaynpesKIeHHs:

Kbmanero ¢ mamMmoas win NOTAamsIHETO Ha YKUBOTHOTO BbB BOJIa HEMTOCPEJCTBEHO CIIE MpUIaraneTo
MOJKe J1a Hamalld e(pUKaCHOCTTa Ha BETepUHAPHUS JIeKapcTBeH MpoayKT. [lopann Ta3m npudnHa,
TpPETHPAHUTE )XKUBOTHHU HE TPSOBA /1a Ce€ KBIIAT, JOKATO Pa3TBOPHT HE € N3ChXHAI.

Moxke ga ce pa3BHC MnapasuTHa PE3UCTCHTHOCT KbM BCEKH KJIaC aHTUXCIIMUHTU B CJICACTBUC OT YECTO,
IIOBTApPSIIO CC MPUIIOKECHUE Ha aHTUXCIIMUHTH OT €IUH MU CBHII KJIac.

HenyxHata ynorpe0a Ha aHTHIIApa3UTHU CPEJICTBA MK YIIOTPeOa, KOSTO CE OTKIIOHSIBA OT
ykazanusta B KXI1, Moxke 1a yBeIMYM HaTUCKA BBPXY CEJICKIIUATA HA PE3UCTCHTHOCT U JIa IOBEE 10
HamaJieHa eukacHoCT. Pemennero 3a ynorpeba Ha BeTeprHApHUS JIeKapCTBEH NPOJYKT TPsiOBa Aa ce
0a3upa Ha MOTBBPXKACHNE HA TTAPA3UTHUTE BUIOBE U TEXKECTTA MM Ha PUCKA OT WH(PEKINSI Bb3
OCHOBA Ha HEHHUTE EMUIEMUOIOTUIHH XapaKTEPUCTUKH 32 BCSIKO OTAETHO )KHBOTHO.

TpsiOBa 1a ce OOMHUCITN BB3MOXKHOCTTA JIPYTH dKUBOTHU B €ITHO U CHIO JOMAaKHMHCTBO Jia ObaaT
W3TOYHUK Ha TIOBTOPHO 3apa3sBaHe C KPBIJIU YSPBEH, TCHUH U OO0 JpOOHM YEpPBEH U TE TPSOBaA Jia ce
TpeTupaT crope]l HeOOXOAUMOCTTA C MOIXOASI] BeTepUHAPEH JIEKAPCTBEH MPOYKT.

CrenuaaHy Opeana3sHd MEPKH 3a Oe3omacHa ynoTpeOa MpH BUIOBETE )KUBOTHH, 34 KOUTO €
npexnazHageH BJIIT:

Ja ce mpunara caMo BbpXy KO’KHaTa MOBBPXHOCT, BEPXY 37paBa Koxka. Jla He ce mpuiiara mepopaiHo
WJIU TIapEHTEPaIIHO.

[la He ce momycka JeKyBaHaTa KOTKa WM JPYrd KOTKU B JOMAIIHOTO OOKPBXKEHUE Ja 00IM3BaT
MSICTOTO Ha IPWJIATaHETO, JOKATO € OILE BIAKHO.

ChIecTBYBa OCKBJICH OTIHT OT MpHJIaraHe Ha BeTepUHAPHHS JIEKaPCTBEH MPOAYKT MPH OOIHU U
HEMOIIHY )KUBOTHU. ETO 3a1110, IpWIaraHeTo Ha BETEPUHAPHUS JIEKAPCTBEH NPOAYKT IIPU TaKUBA
HMBOTHH TpsAOBa J1a CTaBa €UHCTBEHO CJIe]] IPELEHKA HAa ChOTHOICHUETO MOJI3a/PUCK.

CrnenumanHy npeana3Hil MEepKH, KOUTO TpsOBa Ja B3eMe JIMIIETO, IPUJIArallo BeTepUHAPHUS
JICKApCTBEH MPOJAYKT Ha KUBOTHUTE!

[a He ce mymu, /1€ WM KM 110 BpEMeE Ha NPUIIATaHETO HA MIPOJYKTa.

Jla ce u30srBa KOHTaKT C TPETUPAHOTO MSCTO, JOKATO € BiaxkHo. Jlenara ja ce Ibpar jganed oT
TPETHPAHUTE XUBOTHH IPE3 ISUIOTO TOBA BPEME.

Jla ce u3MmBar pbleTe ciiel ynorpeda.

IIpu ciny4aitHO pa3nrBaHe BbPXY KOXKaTa, [1a Ce M3MHe He3a0aBHO C BOJIA U CaIlyH.

[pu ciy4aiiHO MomNagaHe Ha BETEPHUHAPHHUS JICKAPCTBEH MPOJYKT B OYMTE, T€ TPOBa Ja ce M3MUST
CTapareiHo U OOWITHO C BOJIA.

AKO CHMITOMHUTE IO KOYKaTa MJIM OYMTE MPOIBJDKABAT, WK TIPH CIIyYaiiHO MOTIIbII[aHe, He3a0aBHO J1a
Ce MOThPCH MEMIIMHCKH ChBET, KAaTO Ha JIeKaps Ce MPEI0CTaBU JIMCTOBKATA MM €TUKETa Ha
HPOIYKTA.

TpsiOBa 1a ce B3eMaT MEpKH, 3a J]a He ce MM03BOJIM Ha JelaTa Ja UMaT MPOIbDKUTENICH, HHTCH3UBCH
KOHTAKT C TPETUPAHU KOTKH (HAaIpUMep Ja CILIT C TX) [pe3 MbpBUuTe 24 yaca ciie]| MpUJIaraHeTo Ha
BETEPUHAPHUA JICKAPCTBEH IIPOIYKT.

ExnHokoko3ara (Kydemkara TeHHs ) TPECTaBIIsABA 3arIaxa 3a 4oBeKka. Thil kato EXuHOKOKO3aTa €
3a0oJs1BaHe, KOETO TOAJIEKH Ha 00sIBsiBaHe, chriaacHo MexxayHapoaaoTo biropo nmo Ennzooruure
(OIE), choTBETHHTE KOMIIETEHTHHU BJIACTH TPsIOBA J]a MPEAOCTABAT CIIEUU(PUYHUTE PHKOBOIHI HACOKU
10 OTHOIIIEHHE Ha JIEYEHUETO U ONa3BaHe 37paBeTo Ha XOpaTa.

Jlpyru npeanasHu MEpKU:
PaztBOopuTENAT Ha TO3M BETEPUHAPEH JIEKAPCTBEH MPOAYKT MOXKE J1a HAPaBH NETHA BbPXY HAKOU
MaTepUH, BKIFOYUTEIHO KOXa, TEKCTUI, TUIACTMAca U JIAKUpaHH MMOBBPXHOCTH. YOenere ce, ue
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TpE€THUPaHaTa IMOBbPXHOCT € U3CHhbXHAJIA ITPEAN a IMTO3BOJIMTE HAa JKUBOTHOTO JIa UMa KOHTAKT C
1'[0)106HI/I MaTcpualu.

BpeMeHHOCT 1 JTaKTanus:
Mosxe na ce M3MoJI3Ba Mo BpeMe Ha OPEeMEHHOCT U JIAKTAIIHSI.

BzauMoielicTBre ¢ APYTH BeTepUHAPHH JIEKAPCTBEHHU MPOJYKTH U IPYTH (OPMHU HA B3aUMOJICHCTBHE:
Emodepside e cybctpar 3a P-rimroxonporenna. [IpunaraneTo etHOBpeMEHHO C APYTH BeTepUHAPHH
JIEKapCTBEHU MPOAYKTH, KOUTO ca P-rimroxonporenH cybcTpatn/mHXHONTOPH (HAapuMep WBEPMEKTHH
U JIPYTH aHTUTIAPA3UTHU MAKPOIUKIIMYHHU JIAKTOHH, €PUTPOMHUITUH, TIPETHNU30JIOH U IUKIOCTIOPYH )
MOJKe J1a TOBEJIE /10 3aCHiICHH (hapMaKOKHHETUYHH JICKapCTBCHU B3auMoeiicTeus. [loTeHumanaure
KIMHAYHYU TIOCIICICTBUS OT OJJOOHH B3aUMOJICHCTBHS He ca OWIIM 00CKT Ha MMPOYYBAHE.

IIpenosupane:
[oBuIiIeHO CFOHOOTENSIHE (XUTIEpCaTHBAIIKsI), TOBPBIIAHE U HEBPOJIOTUYHY MTPU3HALH (TPEMOP)

MOJKE J]a ce TOSBST MOHSIKOTa, aKo MpernopbyaHaTa 103a Ha BeTepUHAPHHS JIEKapCTBEH MPOAYKT ce
MPEBUIIN IECETOKPATHO NPH BB3PACTHH KOTKH WM TETKPATHO MPU MaJIKU KOTeHIa. ToBa € Bb3MOXKHO
ciiest 00NM3BaHe Ha MSICTOTO HA TPETUPAHE, HEMIOCPECTBEHO CIIe pHiIaraneTo. Te3n cuMnToMu ca
HAIBITHO 0OpaTHMHU.

He e u3BecTen cnenuduyeH aHTHIOT.

OCHOBHI/I HCCHBMCCTUMOCTH.:
He ca u3BectHHU.

7 Heo0saronpustau peakuun
Kotku:
MHoro pezku Heposornunu Hapymenus ' (arakcust' > (iuHca Ha
(mo-manko ot 1 Ha 10 000 TpeTupanu KopAMHAaLKs), TpemMop' )
YKUBOTHH, BKJIFOUMTEIIHO U30JIMPAHU Xurnepcanusanus’®, MOBpPbIIAaHE’, TUAPHS
CHOOLIECHHUS): AJonenusa Ha MACTOTO Ha HpI/IJIaraHe2 (rica Ha
KO3MHA), IPYPUTYC Ha MSCTOTO Ha NpHJIaraHe
(cBpOex), Bh3MaJICHUE Ha MACTOTO HA IIpUJIaraHe
[ToBeeHUECKH HAPYILICHUS (XUIIEPAKTUBHOCT,
TPEBOKHOCT, BOKAJTU3ALIHS)
AHOpeKcusl, JieTaprusi
! Jlekn.
2 [IpexoaHH.

3 Cumra ce, ue Te3u eDEKTH BH3HHUKBAT B PE3YJITAT Ha OOJIM3BaHE OT KOTKATa Ha MACTOTO Ha
npuiiaraHe He3abaBHO CJie]] TPETHPAHETO.

CpoOmraBaHeTo Ha HEOIArONPUSTHH PEAKIMK € BaKHO. ToBa 103BOJISIBA HENIPEKBCHAT MOHUTOPHHT Ha
0e30MmacHOCTTa Ha IPOAYKTA. AKO 3a0€JIeKHTE HIKAKBH HEOIaronpusTHU PEaKIi, BKIFOUUTEIHO U
TaKWBa, KOUTO HE Ca OIMMCAaHU B Ta3u JINCTOBKA WX MUCJIIMTE, Y€ BETCPUHAPHUSA JICKAPCTBEH ITPOAYKT
HE JIefiCTBa, CBBPIKETE ce MbpBO ¢ Bamms BeTepuHapeH Jiekap. MoxkeTe ChIIo Ja ChoOmaBare
HEOJIAroNpUsATHN PEaKLUK Ha TIPUTEKATENS Ha Pa3pEIICHHETO 38 THPrOBUs WIIM HA MECTHHS
MMPEACTABUTEIl HA IPUTEKATEIIA Ha pa3pCICHUCTO 3a TbProBus, KaTO U3II0JI3BATC JAHHUTEC 3a KOHTAKT
B Kpasi Ha Ta3M JIMCTOBKA WM 4pe3 Barata HanmoHainHa cucTemMa 3a cho0lIaBane: {oApOOHOCTH 32
HallMOHAJTHATA CHCTEMa }.

8. I[03I/Ip0BKa 34 BCCKM BHU/I )KHBOTHO, HAYUHHU U METO/1 HA MPUJIO0KCHHUE
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3a mpuarane BbpXy OTpaHUYeH y9acThK.
Camo 3a BbHIIHA yIIOTpeoOa.

llo3uposka u mepanesmuyuen niau

[Ipenopruanute MuHUMAaIHE 1034 ca 3 mg emodepside / kg TenecHa maca (T.m.) U 12 mg praziquantel
/ kg T.M., K0oeTo e ekBuBasieHTHO Ha 0,14 ml oT BeTepuHapHUS IeKapCTBEH MPOAYKT / kg TenecHa maca

(T.Mm.).

Hmate BB3MOXKHOCT J1a U3UHCIIUTE TOYHATA J1032 Bh3 OCHOBA HAa WHJIMBUIyallHATa TEeJIeCHA Maca WITH
Jla U3M0JI3BaTe U3JIOKECHUTE 110-J10JTy PEHOPBUYUTEITHY 32 Pa3IMYHUTE BHIOBE TCIJIOBHH I'PaHUII
00EeMHH 103U

TenecHa O6em Emodepside Praziquantel
Maca Ha (ml) (mg) (mg/kg 1.M.) (mg) (mg/kg T.M.)
koTkarta (kg)
>0,5-2,5 0,35 7.5 3-15 30 12 - 60
>25-5 0,70 15 3-6 60 12-24
>5 -8 1,12 24 3-48 96 12-19,2
>8 W3non3eaiiTe moaxo/saiia KOMOMHAIUSA OT 00eMH

3a eIMH KypcC Ha JICUCHHE CPellly KPBIVIM YePBEU M TCHUH 3a € JIOCTATHYHO €THO TIPHIIOKEHHE.

3a eMH Kypc Ha JieueHHe Ha KOTKH C 1eJ Mpe/a3BaHe Ha TIOKOJICHUETO OT ONapa3UTIBaHe C
Toxocara cati (L; napBu) 4pe3 MIIIKOTO € JOCTAaThYHO €THO MPHIIOKEHUE, MPUOIUIUTEITHO CEACM THU
Ipear OYaKBAaHOTO paXkJIaHe.

3a neuenue cpeuty Aelurostrongylus abstrusus ca JOCTaTHUHH JIBE MPHIOKEHUS C HHTEPBAJ OT JBE
CCIMUIIH.

9. CbBeTH 32 NPABMIITHOTO NPHJIATAHE HA NMPOAYKTA

Bzemere agantepa, cBasieTe npe/nasHara Karnadka OT OCTPHETO ¥ IO 3a0MiTe B IEHTpaIHATa 4acT Ha
3amymaikaTa (1). OTBopere BuHTOBaTa Kamnauka (2). Bzemete efjHa cTaHmapTHa CIIpUHIIOBKA 32

eJHOKpaTHa yrnoTpeba ¢ jyep HakpaiiHuk oT 1 ml u s cebpkere ¢ agantopa (3). Ciieq; ToBa 00bpHETE
OyTHIJIKaTa C THPJIOTO HAJOY U U3TerjaeTe Heooxoaumus odem (4). [TocTaBere BUHTOBATA Karayuka
cien yrorpeba. Pa3TBopere ko3MHATa Ha BpaTa Ha KOTKaTa B OCHOBAaTa Ha 4Yeperna, JOKaTo Ce BUAH
koxaTta. [loctaBeTe BbpXa Ha CIIPUHIIOBKATa BbPXY KOKaTa U U3IPA3HETE ChABPKAHUETO BEPXY
Koxara (5).

[Ipunaranero Ha BeTepUHAPHUSA JIEKAPCTBEH MPOAYKT BHPXY THJIA, B OCHOBATa Ha uepena, e HaMain
BB3MOXKHOCTTa KOTKaTa Jia 00JIMKe He3achXHAIMs POAYKT. [la ce mpuiara caMo BbpXy KOXHATa

MOBBPXHOCT, BBPXY 3/IpaBa KoxXa.

HenocraTrbunara 103MpoOBKa MOXKeE J1a I0Bee 10 HeeeKTUBHA yroTpeda ¥ Ja OaronpusITcTBa 3a
Pa3BUTHETO HA PE3UCTECHTHOCT.
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3a rapaHTHpaHe Ha MIPaBHUJIHA JIO3UPOBKA TEJIECHATA Maca TPsIOBa Jia ce OIpesIesd Bh3MOKHO Haii-
TOYHO. AKO JKHBOTHHUTE TPsIOBA Ja Ce TPETUPAT KOJIEKTHBHO, TPIOBA JIa ce ONMPEACTAT PasyMHO
XOMOTCHHHU TPYIH U BCHYKH XHBOTHH OT €JIHA Ipyma TpsOBa Ja ObaaT TPETHPAHH C 103aTa,
CHOTBETCTBAINA HA HAH—TEKKOT OT TSX.

10. KapeHTHHU cpokoBe

He e mpuinoxumo.

11. ChoenmnaJiHHU yCJOBHS 32 CbXpaHeHHe

Ja ce cpxpaHnsiBa najned oT IOIJIEAa U Ha HEJOCTBIIHM 32 JIela MecTa.

[a He ce u3noa3Ba TO3M BETEPUHAPEH JIEKAPCTBEH MPOIYKT e N3TUYaHE CPOKa Ha TOJTHOCT,
IIOCOYCH BBPXY €THKeTa U KapToHa ciel ['onen 1o: Exp. CpoxbsT Ha TOZHOCT OTTOBapst Ha MOCIEIHUS
JIEH OT TO3U Mecell.

Cpok Ha rOJJHOCT CJlefl IbPBO OTBapsHE Ha IIbPBUYHATA OIIAKOBKA: 3 Mecela.

12. Chnenmnajanu npeanas’Hu MePKU MPU YHUII0KABAHE

BerepruHapHUTe JIeKapCTBESHH POIYKTH HE TPAOBA a ObJaT U3XBHPISHH UPE3 OTIMATHA BOJIU HITH
OUTOBHU OTMAIBIIH.

To3u BeTeprHAPEH JICKapPCTBEH MPOAYKT HE TPsIOBa Ja ObJic U3XBBPIISIH BB BOJIHU OaceiHH, Thil KaTO
emodepside Mmoxke a Ob/ie OmaceH 3a pudH U APYTH BOAHHU OPTaHU3MH.

W3znosn3Baiite mporpamu 3a BpbIllaHe MpU YHUII0KABAHETO Ha HEM3IOI3BAHN BETEpUHAPHU
JIEKapCTBEHU MPOAYKTH WM OCTaThLU OT TSIX B CbOTBETCTBUE C U3UCKBAHUSATA HA MECTHOTO
3aKOHOJATEJICTBO U C BCHUKY NPHJIOKUMH HallMOHAIHU CUCTEMH 3a chOupane. Te3n MepKH 1ie
MTOMOTHAT 32 ONIa3BaHE Ha OKOJIHATA Cpea.

[onuraiite Bamus BeTepuHapeH Jiekap win GpapManeBT Kak J1a YHUIOKUTE HEHYXHH BETEPHUHAPHU
JIEKapCTBEHU IPOAYKTH.

13. Kuaacupukanusi Ha BeTepUHAPHHUTE JeKaAPCTBEeHH MPOAYKTH

BeTepI/IHapHI/IHT JICKAPCTBCH MPOAYKT CC€ OTITYCKa IO JICKAPCKO MPECAINNCAaHUC.

14. Homepa Ha pa3pelieHHETO 32 THPIrOBUS U pa3MepH ONMAKOBKHU

EU/2/05/054/017

CrpkiieHa OyTHIIKA ¢ KeXJIMOapeH BT ¢ TyMeHa 3aIlylialika 1 MUKPO-LIITaiKoB ajantep ¢ Jyep-nopr,
ceappxarma 14 ml.

15. JlaTa Ha mocjiefHATa pefaKIUs HA TEKCTA

{MM/TTTT}

ITonpoOHa nH(pOpMaNKs 3a TO3H BETEPUHAPEH JICKAPCTBEH MPOIYKT MOXKE Jla HAMEpHUTe B Oa3ara
nmaaHn Ha Cwro3a otHOcHO npoaykruTte (https://medicines.health.europa.eu/veterinary).
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16. JlanHu 3a Bpb3Ka

IIpurexxaTen Ha pa3penIeHHETOo 3a ThPTrOBHS:
Vetoquinol S.A.

Magny-Vernois

70200 Lure

Opanuus

[Ipou3BOAMTEN, OTTOBAPAIIL 32 OCBOOOKIABAHETO HA TAPTHIH:
KVP Pharma + Veterindr Produkte GmbH

Projensdorfer Str. 324

24106 Kiel

T'epmanus

VETOQUINOL BIOWET Sp. z o.0.
Zwirowa 140

66-400 Gorzow Wlkp.

[Tonma

MecTHHY IIpeIcTaBUTENN U JAHHU 34 BPB3Ka 3a ¢Ch0oOIIaBaHe Ha MPEAIIoJIaracMu HeOIaronpusiaTHA
peaximu:

Belgié/Belgique/Belgien Lietuva

Vetoquinol NV/SA OU Zoovetvaru
Galileilaan 11/401 Uusaru 5

BE- 2845 Niel EE - Saue 76505

Teél/Tel: +32 3 877 44 34 Tel: +37 256 500 840
Peny6auka bbarapus Luxembourg/Luxemburg
VAZRAZHDANE KASIS Ltd Prophac S.a.r.l
Botevgradsko Shose 348 5 Rangwe

BG 1839 Sofia L-2412 Howald

Ten: +359 885725244 Tél/Tel: +352 482 482-600
Ceska republika Magyarorszag
Vetoquinol s.r.o. Orion Pharma Kft.
Walterovo namésti 329/3 HU-1139 Budapest, Pap Karoly u. 4-6
CZ 158 00 Praha 5 Tel.: +36 1 2370603

Tel: +420 703 147 085

Danmark Malta

Equidan Vetline Vetoquinol S.A.
Baggeskarvej 56 Magny-Vernois

DK - 7400 Herning FR-70200 Lure

TIf: +45 96 81 40 00 Tél: +33 3 84 62 55 55
Deutschland Nederland
Vetoquinol GmbH Vetoquinol B.V.
Reichenbachstral3e 1 Postbus 9202
DE-85737 Ismaning NL-4801 LE Breda
Tel: +49 89 999 79 74 0 Tel: +31 10 498 00 79
Eesti Norge

OU Zoovetvaru VetPharma A/S
Uusaru 5 Ravnsborgveien 31
EE - Saue 76505 N-1395 Hvalstad
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Tel: +37 256 500 840

EAlrGoo

BAPEAAX AE. Xnuikd kot Atoryvootikd
EXlevbBepiag 4, Knoowd EL-14564

EALGSo

TnA: +30 210 52 81 900

Espaiia

Vetoquinol Especialidades Veterinarias S.A.
Carretera de Fuencarral, n° 24, Edificio Europa I
ES-28108 Madrid

Tel: +34 914 90 37 92

France

Vetoquinol S.A.
Magny-Vernois
FR-70200 Lure

Tél: +33 3 84 62 55 55

Hrvatska

DDL ZAGREB D.O.O
Kovinska 11,

10090 Zagreb
Hrvatska

Tel. + 38513017 011

Ireland

Vetoquinol Ireland Limited
12 Northbrook Road

D06 E8WS5 Dublin 6 - IE
Tel: +44 1280 814 500

island

Equidan Vetline
Baggeskarvej 56

DK - 7400 Herning
Simi: +45 96 81 40 00

Italia

Vetoquinol Italia S.r.1.
Via Luigi Galvani 18
Forli, FC

IT-CAP 47122

Tel: +39 0543 46 24 11

Kvnpog

PANCHRIS Feeds Veterinary LTD
Gordiou Desmou 15,

Industrial Area Aradippou
CY-7100 Larnaca

TnA: +357 248 133 38

Latvija
OU Zoovetvaru

TIf: +47 66 98 60 40

Osterreich

Vetoquinol Osterreich GmbH
GuBhausstral3e 14/5

A-1040 Wien

Tel: +43 1416 39 10

Polska

Vetoquinol Biowet Sp.z.0.0
Kosynieréw Gdynskich

PL - 13-14 Gorzow Wielkopolski
Tel.: +48 95 728 55 00

Portugal

Vetoquinol Unipessoal Lda.

Rua Amilcar Cabral n°7, 3°Piso, Sala 5
Agualva

PT-2735-534 Agualva-Cacém

Tel: +351 961 224 942

Romania

Orion Pharma Romania srl
B-dul T. Vladimirescu nr 22,
Bucuresti, 050883 - RO

Tel: +40 31845 1646

Slovenija

DDL ZAGREB D.O.O
Kovinska 11,

10090 Zagreb
Hrvaska

Tel: + 38513017011

Slovenska republika
Vetoquinol s.r.o.
Walterovo namésti 329/3
CZ 158 00 Praha 5

Tel: +420 703 147 085

Suomi/Finland

ORION PHARMA Eldinladkkeet
PL/PB 425,

FI-20101 Turku/Abo

Puh/Tel: +358 10 4261

Sverige

Vetoquinol Scandinavia AB
Box 9

SE-265 21 ASTORP

Tel: +46 42 676 03

United Kingdom (Northern Ireland)
Vetoquinol S.A.
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Uusaru 5 Magny-Vernois
EE - Saue 76505 FR-70200 Lure
Tel: +37 256 500 840 Tel: +33 3 84 62 55 55
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JIMCTOBKA

1. HaumeHoBaHHe HA BeTEPHMHAPHHS JEKAPCTBEH MPOAYKT

IIpoderapp 15 mg/3 mg TabneTku ¢ M3MEHEHO 0CBOOOK1aBaHe 3a MAJIKU KydeTa
[Tpodenasp 50 mg/10 mg TabneTky ¢ U3MEHEHO OCBOOOKAaBaHE 3a CPEAHO TOJIEMU KydeTa
IIpoderapp 150 mg/30 mg TabneTkn ¢ M3MEHEHO 0CBOOOKIaBaHe 3a TOJIEMHU KydeTa

2a CbcTaB

Bceska TabneTka ¢ H3MEHEHO OCBO60)KI[aBaHC CbAbpiKa:

Emodepside Praziquantel
[Mpodenabp TabneTku 3a MaJIKu 3 mg 15 mg
Kydera
ITpodenabp TabaeTKH 3a CPeAHO 10 mg 50 mg
roJICMH Ky4CTa
[Ipodhenabp TabneTKH 3a TONIEMHU 30 mg 150 mg
Kyuera

KadsiBu TabneTku ¢ popma Ha KOKaJl, ¢ ACIUTEIIHA YepTa Ha BCAKA CTpaHa.

3. Bugose ;kMBOTHH, 32 KOUTO e npeaHazHayed BJIII
Kyuera.
4. Iloxka3zanus 3a ynorpeda

[Tpu kydera, cTpajaly WiK 3aCTPaIllEeH! OT CMECEHU MMapa3uTHU WHBA3UH, IPUYMHEHU OT KPBIJIU
yepBer (HEMAToI1) U TeHHUH (IIECTO/IHN) OT CIIEAHHUTE BUIOBE:

Hemaronm:

Toxocara canis (3penu Bb3pacTHHU, HE3pEIH Bb3pacTHU, L4 u L3)
Toxascaris leonina (3penu Bb3pacTHU, HE3PEIH Bb3pacTHU U L4)
Ancylostoma caninum (3peny Bb3pacTHU U HE3PEIH Bb3PACTHH)
Uncinaria stenocephala (3peny Bb3paCTHH U HE3PEJIU Bb3PACTHH)
Trichuris vulpis (3penu Bb3pacTHU, HE3PEIH Bb3pacTHU U L4)

[lecTonu:

Dipylidium caninum

Taenia spp.

Echinococcus multilocularis (3peny 1 He3pesn Bb3pacTHH)
Echinococcus granulosus (3penu 1 He3penu Bb3pacTHN)

5. IIpoTuBonoOKazaHus
Jla He ce m3MoI3Ba NpU KydeHIa Ha Bh3pacT noj 12 ceamunu win terio mox 1 kg.

I[a HC CC U3M0JI3Ba MPU CBPBbXYYBCTBUTCIHOCT KbM AKTUBHUTC BCHICCTBA UJIM HAKOC OT MOMOLIHUTE
BCIICCTBA.

6. CrnenmajHu npexynpexIeHus
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CrenyanHy NpeaynpeskJICHNS:
Moxxe ga ce pa3BHC MnapasuTHa PESUCTEHTHOCT KbM BCEKH KJIaC aHTUXCIIMUHTU B CJICACTBUC YECTO
IMMOBTAPAIIO CC MPUIJIOKCHUEC HAa aHTUXCIIMUHTH OT €AWH 1 CHII KJIacC.

Henyxnara ynoTpe0a Ha aHTUTIApA3UTHU CPEJICTBA WK YIOTpeOa, KOSITO C€ OTKIIOHSBA OT
ykazanusta B KXI1, Moxke 1a yBeIMYM HaTUCKA BBPXY CEJICKIIMATA HA PE3UCTCHTHOCT U JIa OB 10
HamaJieHa eukacHoCT. Pemennero 3a ynorpeba Ha BeTeprHApHUS JIEKapCTBEH NPOJYKT TPsiOBa Aa ce
0a3upa Ha MOTBBPXKICHUE HA TTAPA3UTHUTE BUJIOBE M TEKECTTA MM HAa PUCKA OT UH(PEKIIUS Bb3
OCHOBA Ha HEHHHTE SMUIEMHONIOTUYHN XapaKTEPUCTHKHU 32 BCSIKO OT/IEITHO XKHBOTHO.

TpsOBa ma ce 0OMHUCITH BH3MOXKHOCTTA JIPYTH KUBOTHHU B €IHO U CHIIO JOMAaKMHCTBO Ja ObAaT
M3TOYHWK Ha TIOBTOPHO 3apa3sBaHe C KPBIIU YepPBEH, TEHHH 1 0eI0qpoOHN YepBeu U Te TPsAOBa J1a ce
TpPETHpAT CIOpe] HeOOXOAMMOCTTA C TIOJXO/ISI BETCPUHAPEH JIEKAPCTBEH MPOIYKT.

CrenuaaHy Opeana3sHu MEPKH 3a O0e30macHa ynoTpe0a MpH BUIOBETE )KUBOTHH, 32 KOUTO €
npeaHaszHaueH BJIIT:

[a ce nmpunara Ha riagHo. Kyderara, KOUTo 11e ObAaT TPeTUPAHU CYTPHH Ja HE C& XPaHsT Ipe3
npeaxoaHara Houl. Jla He ce JaBa XpaHa 4 yaca clie]] TPETUPAHETO.

[Tpu ycranoBsiBane Ha nHBa3us ¢ D. Caninum, TpsOBa Aa ObJic HA3HAYCHO CHITHTCTBAIIO TPETUPAHE
Cpelly MEXIUHHATE TOCTONPUEMHHUIN — OBJIXU M BBILIKH, 32 Ja c€ N30€THe peMHBA3HU.

He ca u3BBpIIBaHN U3CIIEBAHUS ChC CHIIHO M3HEMOIIETH Ky4eTa U C Ky4eTa ChC CepUO3HU
HapylICHUs B ObOpeyHaTa 1 yepHoApoOHa GyHkuuu. [Topaau ToBa, TO3U BETepUHAPEH JICKAPCTBCH
MPOJYKT MPH TAKKBA )KHUBOTHU TPsIOBa J1a Ce U3MOJ3Ba CJe]| PEHKA MOJ3a/PUCK OT OTTOBOPHUS
BETEpUHAPEH JIeKap.

CrenuaaHy Opeana3sii MEPKH, KOUTO TpAOBa J1a B3eMe JULIETO, IPUIAralio BETEpUHAPHHUS
JIEKAPCTBEH NPOAYKT Ha JKMBOTHHTE:

C uen moaappKaHe HA 100pa XUTHEHA, U3MHUBANTE PBIETE CH ClIe] Mpuarane Ha TabJeTKu Ha
kydero. [Ipu caygaitHo mormpinane, 0cOOEHO OT Jiena, He3a0aBHO J1a ce MOThPCH MEIUIIMHCKU ChBET,
KaTo Ha JIeKaps Ce MPeI0CTaBU JINCTOBKATA WM €TUKETa Ha MPOIYKTa.

Exnnoxoko3ara (quemKaTa TeHI/IH) IpeacTaBsiBa 3arjiaxa 3a 4YOBCKa. Twit katro ExnHOKOKO3aTa €
3&60J’I5{B3He, KOCTO IIOJJICKHN HA 065{B$IBaH€, CbI'JIaCHO MG)K,Z[YHapOI[HOTO BIOpO no Enuzoornure
(OIE), CbOTBCTHUTC KOMIICTCHTHH BJIACTH TpH6Ba Ja MpeaoCTaBAT CHCI_II/ICI)I/I‘IHI/ITG PBKOBOJHHU HACOKHU
110 OTHOIICHUEC Ha JICYHCHUCTO M OIa3BaHEC 3/IPpaBC€TO HA XOopara.

BDCMGHHOCT W JJaKTaIrusg:
Moxke Ja C¢ npujara 1o BpeMe Ha 6peM€HHOCT " JIaKTalus.

BanMo ieiicTBrE ¢ Ipyrd BETePHHAPHU JCKAPCTBECHU OPOAYKTH U APYTrH GopMu Ha B3aMMOICHCTBHE:
Emodepside e cyberpar 3a P-roroxonporenna. [IpunaraneTo efHOBpeMEHHO C JPYTH MPOAYKTH,
KOMTO ca P-rimokonpoTenH cy0cTpaTu/MHXHONTOPY (HalpuMep HBEPMEKTHH U IPYTH aHTUTIApa3UTHU
MaKpOLUKINYHH JIAKTOHH, €PUTPOMHIINH, TIPEIHM30JIOH U IIMKJIOCIIOPUH) MOTAT Jia JOBEAAT 10
3acHiIeHN (papMaKOKWHETHYHH JIEKApPCTBEHH B3anMoAecTBUs. [IoTeHIIMAaTHNTE KIIMHUYHU
HIOCJIC/ICTBUS OT MOAOOHY B3aUMOJICHCTBHS HE ca OMJIM 00EKT Ha MPOYYBaHe.

IIpenosupane:
KpaTtkoTpaeH MycKyIieH TpeMOp, JTUTICa HA KOOPIWHAIWS U ACTIPECHsl ca OMITM HaOJIt01aBaHU

IMOHAKOI'a, KOraTo BETCPUHAPHOMEANIINMHCKUA ITPOAYKT € owni mpe€ao3upan 5 nmpTH Hajg npeunopbyaHaTa
no3a. [Ipu mdrl myranuu (-/-) npu nopoaara Koyiu, HUBOTO Ha 0€30IIaCHOCT € MO-HUCKO B CPaBHEHHE
C TOBAa HAa HOpMaJIHAaTa Ky4C€lIKa IMOITyJIalus, IIprU ABYKPATHO IIPEBUIIIABAHE Ha IMPEIIoOpbyYaHaTa 103a
MOHSIKOTa ce HAOJI0aBa JIEK KPaTKOTPaeH MYCKYJICH TPEMOp W/WIIN aTaKCHsl, IPH Ky4eTa pU KOUTO €
CIIAa3€HO MPENOPBUUTETHOTO T yBaHe.
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CuMIOTOMHTE OTIIYMSBAT HAIIBIIHO OT CaMo cebe cH, 0€3 HUKAKBO JIeUCHHE. XPaHEHETO MOXKE J1a
yBeNM4YHu Oposi Ha MHIUACHTUTE U MHTCH3UBHOCTTA HA CUMITTOMHUTE CBBP3aHH C TPEA03UpaHe, PSIIKO
MOJKe J]a ce HaO0AaBa MOBPBIIaHE.

Hsma u3BecTHU crienuuIHNA aHTH]IOTH.

OCHOBHH HECHBMECTHUMOCTH:
He ca uzBectHu.

7 He0aaronpusTHu peakuun
Kyuera:
MmHoro peakn Hapyuienus Ha xpaHocMuiaTennaTa cucrema (Harp.
1
(mo-manko ot 1 Ha 10 000 TpeTnpanu XHIIePCANNBALIS, OBPBIIAHE, THAPUs)
JKUBOTHH, BKITFOUUTEITHO U30JIUPaHH Hesposornunu Hapymenus ' (Hamp. TpeMop, JIMIca Ha
CBHOOIICHU): KoopauHamws) 2

Konsyncun®
[loBeneHvyecku HapyIIeHH (HAIP. XUTIEPAKTUBHOCT)

AHopekcus, JeTaprus, JETHAIO TOJ0XKEeHHE,
XUTEPTEPMHUSL.

! Jleku ¥ mpexoHu.

2 Hecrnia3BaHETO Ha M3MCKBAHUATA 3a [VIalyBaHe € XapaKTEPHO 3a TE3M CIIyYau.

3 TIpu3HALMTE HAa HEBPOJIOTMYHM HAPYIIEHUS MOYXKE Ja ca MO-TeXKU npu mdrl myTaiuu (-/-) npu
noponute Komu, lllentn n ABcTpanmiicko oBuapcko kyde. Hsima n3BecTHr ciennUaHI aHTHIOTH.

Cro0ImaBaHeTo Ha HEOIAroMPHUATHH PEAKIUHU € BaKHO. ToBa MMO3BOJIsIBA HEMPEKbCHAT MOHUTOPHHT Ha
0e30MmacHOCTTa Ha IPOAYKTA. AKO 3a0eIeKHTe HIKAKBH HEOIAronpusTHU PEaKIii, BKIFOUUTEIHO 1
TaKWBa, KOUTO HE Ca OIMMCAaHU B Ta3u JINCTOBKA WX MUCJIIMTEC, Y€ BETCPUHAPHUSA JICKAPCTBCH ITPOAYKT
He JIefiCTBa, CBBPIKETe ce MbpBO ¢ Bamus BeTepuHapeH Jiekap. MoxkeTe ChIlo Aa choOlaBare
HeOJIAroNnpusATHN PEaKkUK Ha TIPUTEXKATENS Ha Pa3peIeHHETO 38 THPrOBUs WIIM HA MECTHHS
NPE/ICTaBUTEN Ha MPUTEXKATENS Ha Pa3pelIeHNeTo 3a ThProBuUs, KaToO U3MO0JI3BATE JAHHUTE 38 KOHTAKT
B Kpasi Ha Ta3M JIMCTOBKA WM upe3 Bamara HanmoHanHa cucrema 3a choOmiaBane: {OAPOOHOCTH 3a
HallMOHAJIHATa CUCTEMA | .

8. I[ompomca 3a BCCKHU BU/I ’JKUBOTHO, HAYHUHU U METO1 HA MPUJIOKCHUE

3a nepopajiHO MPHUJIOKEHHUE MTPH KydeTa oT 12 ceIMUYHa Bh3pacT U Terio Hal-Maiko 1 kg.

BetepunapHHAT IeKapcTBEH MPOAYKT TPSOBa J1a ce Mpuiiara B MUHAMaiHa 103a ot 1 mg/kg tenecHa
Maca emodepside u 5 mg/kg TenecHa maca praziquantel, chriacHO TOCOUYEHUTE B TAOIUIIATA JO3H.

3a CIIMH KYpC Ha JICUCHUEC € JOCTATHbYHO €HO CAMHCTBCHO IIpHUJIaraHe.
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Bpoii TabneTka ¢ ©I3MEeHEHO 0CBO0OOKIaABaHE 32
Temnecua MAaJIKH Ky4YeTa CpeIHO ToJ1eMHU TOJIEMH KyHETa
maca (kg) KyuerTa
1#>=3kg 1¢=10kg 1 =30 kg
1 - 15 Vs
>15 -3 1
>3 — 45 1%
>45 — 6 2
>6 — 10 1
>10 — 15 1%
>15 — 20 2
>20 — 30 1
>30 — 45 1%
>45 — 60 2
9. CbBeTH 32 NIPABWIHOTO IPUJIATaHe HA POAYKTA

TaOnerkuTe Ha BeTepUHAPHUSA JIEKAPCTBEH MPOAYKT Ca C BKYC Ha MECO U OOMKHOBEHO Ky4eTaTa I'l
npueMar 6e3 AOIbIHUTEITHA XpaHa.

[a ce npunara Ha rinagHo. Kyderara, kouTo 1me ObAaT TPETUPAHHU CYTPHH 1A HE CE XPaHIT Ipe3
npeaxoaHara Houl. Jla He ce JaBa XpaHa 4 yaca clie]] TPETUPAaHETO.

HenocrarpuHarta 103upoBKa MOKE Jia JOBeIE 10 Hee(heKTUBHA yroTpeda U 1a 0JIaronpusTCTBa 3a
Pa3BUTHETO HA PE3UCTCHTHOCT.

3a rapaHTUpaHe Ha MPaBUIIHA JO3UPOBKA TEIECHATA Maca TPIOBa J1a ce Onpeesid Bb3MOKHO Hali-
TOYHO. AKO )KHBOTHHUTE TPsIOBA J1a CE TPETHUPAT KOJICKTHBHO, TPSIOBA JIa ce ONPEACIIST PasyMHO
XOMOTCHHH TPYIH U BCHYKH XKHUBOTHH OT €JlHA Ipymna TpsiOBa ja ObJaT TPETUPAHH C J103aTa,
CBhOTBCTCTBAIIlA HA Ha—TEXXKOTO OT THX.

10. KapeHTHH cpoKoBe

He e npunoxxumo.

11. ChenmnaJiHu yCJIOBHS 32 CbXpaHEHHe

Ja ce cpxpaHsiBa Jjajied OT MOTJIe1a U Ha HEJAOCTHITHH 3a JIella MecTa.

Ja ce cpxpaHsiBa B OpUTHHATHATA OITAKOBKA, C II€J IPE/ANAa3BaHe OT Biiara.

[la He ce u3Mo0aA3Ba TO3M BETEPUHAPEH JIEKAPCTBEH MPOIYKT CIIe] N3THUYaHe CPOKa Ha TOJTHOCT,
MOCOYEH BHPXY KapToHa miu Omucrepa cnen 'ogen no: Exp. CpokbT Ha TOAHOCT OTTOBaps Ha
MOCTIEHNA ACH OT TO3HM Mecell.

12. ChoenuaJiHu NpeANa3HU MePKH NMPU YHUILOKABAHe

BerepunapuuTe JIeKapCTBEHH MPOAYKTH HE TPsiOBa 11a ObIaT M3XBBHPIISTHA UPe3 OTIIATHU BOIH WU
OHWTOBH OTIIAABIIH.
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To3u BeTeprHAPEH JISKapCTBEH NPOIYKT He TPsiOBa Jia ObJie M3XBBPJISIH BbB BOJHU OacelHH, Thi KaTo
emodepside Moke fa ObJie ONaceH 3a puOH U APYTH BOAHH OPraHU3MHU.

H3nomn3paiite IIporpaMu 3a BpbIIaHC P YHUIIIOKAaBAHCTO HAa HEU3MOJI3BAHU BETCPUHAPHU
JICKAPCTBCHU MMPOAYKTHU UJIK OCTATHIU OT TAX B CbOTBETCTBUEC C UBUCKBAHUATA HA MECTHOTO
3aKOHOJATCJICTBO U C BCUYKHU NPUTTO)KUMU HALIUOHAJIHU CUCTEMHU 3a 01361/1paHe. Te3n MCPKH 1IC
IIOMOTI'HAT 3a OIla3BaHC Ha OKOJIHATa cpeaa.

IlonuraiiTe Bammus BCTCPUHAPCH JICKAP UIIN (papMaHCBT KaK 1a YHUIIOXUTC HCHYKHU BETCPUHAPHU
JICKApCTBCHU IMPOAYKTH.

13. Kuacupukanusi Ha BeTepHUHAPHHUTE JeKAPCTBEHH NMPOAYKTH

BerepuHapHUAT IeKapCTBEH MPOAYKT Ce OTIIYCKa IO JIEKapCKO MPEATICaHHeE.

14. Homepa Ha pa3pelieHHeTO 32 THProBUs H Pa3MepPH ONAKOBKH

EU/2/05/054/018-031Pa3sMepu Ha OIIAKOBKUTE:

IMpodenasp 15 mg/3 mg TabneTku ¢ U3MEHEHO OCBOOOXKIaBaHE 3a MAJIKU KydeTa

- 2 rtabnerku (1 6muctep eHTa)
- 4 tabnerku (1 6imuctep JieHTa)

- 10 rabneTtku (1 6mucTep neHTa)
- 24 tabneTku (3 6mmucTep neHTH ¢ § TaOIETKA BCAKA)
- 50 rabnerku (5 6nucrep nentu ¢ 10 TabneTkyn Besika)

[Ipodenasp 50 mg/10 mg TabneTku ¢ N3MEHEHO OCBOOOKIaBaHE 33 CPETHO TOJIEMH KydeTa

- 2 Ta0JeTKH (1 GiucTep neHTa)
- 4 TabneTKH (1 6mucTep neHTa)
- 6 TabneTKN (1 6mucTep neHTa)

- 24 Tabnetkn (4 OnucTep NEHTH ¢ 1O 6 TaOJIETKU BCSKA)
- 102 tabmetkn (17 Gnucrep JAeHTH C 110 6 TaOJIETKH BCAKA)

[Mpodenasp 150 mg/30 mg TabneTkn ¢ N3MEHEHO 0CBOOOKIaBaHe 3a rOJIeMH KydeTa

2 tabnetku (1 6mucTep eHTa)

4 Tabnetku (1 6aucTep jeHTA)

- 24 tabnetkn (6 OnucTep NeHTH ¢ 1o 4 TaOJNeTKH BCSIKa)
- 52 tabnerkn (13 Gmucrep jeHTH C 110 4 TaOJIETKH BCIKA)

He Bcuukm pasmepu Ha OlmakoBKaTa MOTaT Ja ObAaT MpeiaraHu Ha ma3apa.

15. /laTa Ha mocJjieAHATA peAaKIUs HA TeKCTa
{MM/TTTT}

ITonpoOHa nH(pOpManKs 3a TO3H BETEPUHAPEH JICKAPCTBEH MPOIYKT MOXKE Jla HaMepuTe B O6azara
nanay Ha Cwro3a otHOCHO TipoaykTuTe (https://medicines.health.europa.eu/veterinary).
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16. /lanHu 32 Bpb3Ka

[puTekaTen Ha pa3pelICHUETO 3a ThPrOBUS:
Vetoquinol S.A.

Magny-Vernois

70200 Lure

Opanuus

[IpousBoauTesn, OTroBapsml 3a 0CBOOOXKAABAHETO HA MAPTUIN:
KVP Pharma + Veterindr Produkte GmbH

Projensdorfer Str. 324

24106 Kiel

I'epmannus

Vetoquinol S.A.
Magny-Vernois
70200 Lure
Dpanuus

MecTHH OpeACTaBUTEIN U JAaHHM 32 Bph3Ka 3a C’LO6H_[aBaHe Ha nipéanojaracMu H€6J’I3FOHDI/I51THI/I
pCaKIum:

Belgié/Belgique/Belgien Lietuva

Vetoquinol NV/SA OU Zoovetvaru
Galileilaan 11/401 Uusaru 5

BE- 2845 Niel EE - Saue 76505

Tél/Tel: +32 3 877 44 34 Tel: +37 256 500 840
Peny06auka bbarapus Luxembourg/Luxemburg
VAZRAZHDANE KASIS Ltd Prophac S.a.r.l
Botevgradsko Shose 348 5 Rangwe

BG 1839 Sofia L-2412 Howald

Ten: +359 885725244 Tél/Tel: +352 482 482-600
Ceska republika Magyarorszag
Vetoquinol s.r.o. Orion Pharma Kft.
Walterovo namésti 329/3 HU-1139 Budapest, Pap Karoly u. 4-6
CZ 158 00 Praha 5 Tel.: +36 1 2370603

Tel: +420 703 147 085

Danmark Malta

Equidan Vetline Vetoquinol S.A.
Baggeskervej 56 Magny-Vernois

DK - 7400 Herning FR-70200 Lure

TIf: +45 96 81 40 00 Tél: +33 3 84 62 55 55
Deutschland Nederland
Vetoquinol GmbH Vetoquinol B.V.
Reichenbachstrafle 1 Postbus 9202
DE-85737 Ismaning NL-4801 LE Breda
Tel: +49 89999 79 74 0 Tel: +31 10 498 00 79
Eesti Norge

OU Zoovetvaru VetPharma A/S
Uusaru 5 Ravnsborgveien 31
EE - Saue 76505 N-1395 Hvalstad

Tel: +37 256 500 840 TIf: +47 66 98 60 40
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E)\LGoa

BAPEAAX AE. Xnuikd kot Atoryvootikd

ElevbBepiag 4, Knoowd EL-14564
EALéda
TnA: +30 210 52 81 900

Espaiia

Vetoquinol Especialidades Veterinarias S.A.
Carretera de Fuencarral, n° 24, Edificio Europa I

ES-28108 Madrid
Tel: +34 914 90 37 92

France

Vetoquinol S.A.
Magny-Vernois
FR-70200 Lure

Tél: +33 3 84 62 55 55

Hrvatska

DDL ZAGREB D.O.O
Kovinska 11,

10090 Zagreb
Hrvatska

Tel. +3851 3017 011

Ireland

Vetoquinol Ireland Limited
12 Northbrook Road

D06 E8WS5 Dublin 6 - IE
Tel: +44 1280 814 500

island

Equidan Vetline
Baggeskarvej 56

DK - 7400 Herning
Simi: +45 96 81 40 00

Italia

Vetoquinol Italia S.r.1.
Via Luigi Galvani 18
Forli, FC

IT-CAP 47122

Tel: +39 0543 46 24 11

Kvnpog

PANCHRIS Feeds Veterinary LTD
Gordiou Desmou 15,

Industrial Area Aradippou
CY-7100 Larnaca

TnA: +357 248 133 38

Latvija
OU Zoovetvaru
Uusaru 5

Osterreich

Vetoquinol Osterreich GmbH
GuBhausstral3e 14/5

A-1040 Wien

Tel: +43 1416 39 10

Polska

Vetoquinol Biowet Sp.z.0.0
Kosynieréw Gdynskich

PL - 13-14 Gorzow Wielkopolski
Tel.: +48 95 728 55 00

Portugal

Vetoquinol Unipessoal Lda.

Rua Amilcar Cabral n°7, 3°Piso, Sala 5
Agualva

PT-2735-534 Agualva-Cacém

Tel: +351 961 224 942

Romania

Orion Pharma Romania srl
B-dul T. Vladimirescu nr 22,
Bucuresti, 050883 - RO

Tel: +40 31845 1646

Slovenija

DDL ZAGREB D.O.O
Kovinska 11,

10090 Zagreb
Hrvaska

Tel: + 38513017011

Slovenska republika
Vetoquinol s.r.o.
Walterovo namésti 329/3
CZ 158 00 Praha 5

Tel: +420 703 147 085

Suomi/Finland

ORION PHARMA Elédinldakkeet
PL/PB 425,

FI-20101 Turku/Abo

Puh/Tel: +358 10 4261

Sverige

Vetoquinol Scandinavia AB
Box 9

SE-265 21 ASTORP

Tel: +46 42 676 03

United Kingdom (Northern Ireland)
Vetoquinol S.A.
Magny-Vernois
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EE - Saue 76505 FR-70200 Lure
Tel: +37 256 500 840 Tel: +33 3 84 62 55 55
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