JMCTOBKA

1. HaumeHoBaHue HA BeTePUHAPHUS JIEKAPCTBEH NMPOAYKT

ZIPYRAN 50 mg /50 mg/ 150 mg tabietku 3a Kydera

2. CbcraB
Bcesika TabnieTka chabpika:

AKTHBHH BelllecTBa:

Praziquantel 50 mg
Pyrantel 50 mg
(exBuBasnieHTHO Ha 144,12 mg pyrantel embonate)
Febantel 150 mg

XbnTeHnkaBa, Kpbriia TabieTka ¢ NeNuTeNHH JUHHUU. TabneTkata Moxke na Objae pasfeficHa Ha
YETUPU PAaBHHU YaCTH.
TaOneTku ¢ BKyC Ha TOBEXI0 MECO.

3. Bupose :knBoTHH, 32 KOUTO € npeaHazHayed BJIII
Kyuera.
4. IMoka3anus 3a ynorpeda

3a jedYeHHe Ha CMECEHU napasuTHU WHBA3WKU, NPUYUHCHU OT BB3PACTHHU q)OpMI/I Ha OECTOOM U
HEMaATOAU OT CIICAHHUTEC BHUJIOBC:

Hemaromu:
AHKHIIOCTOMH: Ancylostoma caninum
Uncinaria Stenocephala.
Ackapuu: Toxocara canis
Toxascaris leonina
[lecToau: Taenia spp.
Dipylidium caninum
5. ITpornBONOKA3aHUSA

Jla HE CC M3MO0JI3BA IMPU CBPHBXUYBCTBHUTCIHOCT KbM AKTUBHHUTC BCHICCTBA WJIIM KbM HAKOU OT
IIOMOIITHUTE BEIICCTBA.

6. CrneuuajaHu npexynpexieHust
CrenmanHy NpeaynpexacHus:

Hapa3HTHa PE3UCTCHTHOCT KbM BCEKHU KJIaC aHTUXCIIMUHTHU CPEACTBA MOXKE 1a CE€ pa3BUEC CJIC€A YECTO,
IIOBTAPAIIO CC IMPUIIOKECHUEC HAa aHTUXCIIMUHTHHU CPEACTBA OT TO3U KJiac.




Bbaxure ciryKat KaTo MeXXIMHHU TOCTONPUEMHHIM U M3TOYHHK Ha [Tapa3uTHA MHBA3HsI 33 €IUH YECTO
cpewas 1ecroxn - Dipylidium caninum.

Moske a HacThIM MOBTOPHO OINApa3sWTsABaHE C LIECTOIM, OCBCH aKO HE € MPEINPHET KOHTPOJ
Ha MEX/MHHUTE FOCTONPUEMHHUIIN, KAKTO U Ha OKOJIHATA CPE/ia, STHOBPEMEHHO C JICYCHHETO.

CrnenmanHy npeAna3Hu Mepku 3a Oe3onacHa ynorpe0a py BUIOBETE YKMBOTHH, 32 KOUTO € MpeIHAa3HaYeH
BJIIT:

[Tpn M3TOLIEHN WM CHITHO OTIapa3UTEHH KMBOTHH, BETEPHHAPEH JICKAPCTBEH MPOIYKTHT TPAOBA 1a
ce mpwuJjiara camo clie/l IpeleHKa MoI3a/pUCcK OT OTTOBOPHHS BETEPHHAPEH JISKap.

KpbBom3nuBu B XpaHocMHJIaTelIHaTa cUcTeMa (AuMapusi, KbPBaBH M3MPAXKHEHHS M JOPH CMBPTHU
Cllydad), TPOBOKHMpAaHH OT IIM3MpaHe Ha T[apasUTUTe, Morar naa ObJaT NPUYUHEHH OT
AQHTHUXEJIMUHTHOTO JICYEHHUE, B CIIy4auTe Ha TeKKH NMapa3uTHA UHBA3HH.

Lectonna mHBa3Msl € MajKO BEpOsiTHA MpPU KydyeTa Ha Bb3pacT moj 6 ceamunu. CienoBaTelHO,
JIeYeHUE Ha KUBOTHHU HA BB3PACT MMOJ 6 CEIMUIM C BETEPHHAPEH JEKAPCTBEH MPOAYKT ¢ (PHKCHUpaHa
KOMOMHAaNus cpely HecTOad U HEeMaTOqu, He € HE00X0AUMO.

He e um3BecTHO akTHMBHHMTE BelIECTBAa, BKIIOYEHH B ChCTaBa Ha TO3M BETEPUHAPEH JIEKapCTBEH
MPOAYKT, Aa MPUYHMHSABAT CENU(UIHN HEOMAroNpHUsITHI PEaKIUU PH MIIaJy )KUBOTHH.
be3onacHocTTa Ha BETEpUHAPHUS JICKAPCTBEH MPOIYKT HE € JOKa3aHa P KydeTa Ha Bb3pacT Mox 5
Mecelna.

HemaTonHu MHBa3uu: MpH HIKOW JKMBOTHH, Ancylostoma caninum u Toxocara canis morar aa He
OBb/IaT YHHUII0)KEHH OT JICYUCHUETO, KOETO BOAM JI0 PHCK OT NMPOABIDKABAIIO Pa3IPOCTPaHEHUE Ha HIIa
Ha Mapa3uTH B OKOJHATA cpefa. [IpenopbunTenHu ca mociieIBally H3caeIBaHus Ha (heKaTnnTe, KaTo
B 3aBHCHUMOCT OT PE3YJITATUTE OT TE3W M3CIEABAHUSI MOXKE J]a CE M3BHPILU JICUEHUE C HEMaTOLH/ICH
MIPOJYKT, aKO € HEOOXOAMMO.

3a ;ma ce cBene A0 MHHUMYM DHUCKBT OT IOBTOPHO OIapasuTsIBaHE M HOBO OIApa3HTABAHE,
EKCKPEMEHTHTE CIIeBa J1a c€ ChOMpAT W M3XBBPJAT MPABUIHO B MPOJbIDKEHHE Ha 24 yaca clien
JICYCHHUETO.

CrnenuanHy Opeana3Hd MEpKH, KOUTO TpsaOBa Ja B3eMe JHIETO, Mpuiaramo BeTepUHapHHS
JIEKapCTBEH NPOAYKT Ha KUBOTHHUTE:

[Ipu cnywaiiHo mornbiuaHe, He3a0aBHO Aa C€ MOTHPCH MEAWIMHCKHA CHBET, KaTO Ha JieKaps ce
MIPEIOCTAaBH JIMCTOBKATAa MM €TUKETA HA MPOAYKTA.

IIpu city4aeH KOHTAKT, U3BMHUIUTE PBLETE CU TPUIKIIUBO.

Xopa ¢ yCTaHOBEHAa CBPBXYYBCTBHUTEIHOCT KbM aKTUBHUTE BEINECTBA WJIH KbM HSIKOH OT
MTOMOII[HUTE BEIECTBa, TPsIOBA J1a M30ArBaT KOHTAKT C BETEPUHAPHUS JICKAPCTBEH MPOLYKT.
W3mwuiiTe ppiieTe cu cien ymorpeoda.

BpeMeHHOCT 1 JakTaIus:

JIabopaTopHHUTE MPOYUYBAHUS MIPH ITHXOBE, OBIIE U KydeTa ca JOKa3ajdu TePaTOreHHU e(EeKTH, Cie.T
npujiarane Ha Bucoku jao3u febantel mo Bpeme Ha paHHa OPEMEHHOCT.

BesonacHocTTa Ha BeTepHHAPHHUS JIEKAPCTBEH MPOYKT HE € JI0OKa3aHa [0 BpeMe Ha ITbpBaTa U BTOpaTa
TpETHHA OT OPEMEHHOCTTA.

He ce npumara mo BpeMe Ha IBPBUTE YETHPH CEAMHUIM OT OpeMeHHOCTTa. MOXKe Ja ce TpHiiara 1o
BpeMe Ha JIaKTallusl.

BzanMosieiicTBrE C IPYTH BETEPHHAPHU JIEKAPCTBEHN MPOAYKTH M APYTH (POPMH Ha B3aUMOJICHCTBHUE:
Ja He ce mpuiiara CbBMECTHO C MTUIEPA3HHOBH ChEIMHEHUS, Thil KATO aHTHXCIIMHUHTHHATE €EKTH Ha
pyrantel u piperazine MoraT ga ObJaT aHTarOHUCTHYHHU.

[Ima3mMeHuTe KOHIIEHTpAlMK Ha praziquantel Morar qa ObJaT HaMaJeHH OT CbBMECTHOTO NpHJIaraHe
Ha MPOJYKTH, yBEIHYaBAIY aKTUBHOCTTA Ha IUTOXpoM P-450 ensumure (Hanpumep dexamethasone
u phenobarbital).

CBHBMECTHOTO M3MOI3BAHE C PYTH XOJIMHEPIHYHH CPEACTBA MOXKE J1a JIOBEJE 0 MMOsIBa HA TOKCHYHH
eexTH.

[Ipenosupane:



Jo3u, npeBumasamy 3 TbTH NPEMOPHUYATEITHATE, MOTAT J1a TPUIUHAT XPAHOCMUIIATETHA CMYIICHHS
(moBpbIIAHE U AUAPUS).

7. He0maronpusiTHu peakuuu

Kyuera:

MHoro peaku AHopekcus

(mo-manko ot 1 Ha 10 000 Tpetnpanu | Jletaprus

JKUBOTHM, BKJIIIOUMTENHO u3oiaupaHu | CTOMamHO-YpeBHM  pascTpoiictBa  (amapus u
CHOOIICHU): MTOBPBIIIAHE)

XHUNEPaKTUBHOCT

Cro01maBaHeTo Ha HEOJArONPHUATHH PEaKLUK € BaKHO. ToBa MO3BOJISIBA HEMIPEKBCHAT MOHUTOPHHT
Ha 0e30MacHOCTTa Ha MPOAYKTa. AKO 3a0eIeXHTe HIKAKBU HeOMaronpusaTHU PEaKIUH, BKIFOUUTEITHO
MU TaKHWBa, KOUTO HE Ca OIIMCAaHW B Ta3W JIMCTOBKA HJIU MHUCIUTC, Y€ BCTCPUHAPHUA JICKAPCTBCH
MPOJIYKT HE JEWCTBa, CBBPKETE c€ IbpBO C Bamwus BeTepuHapeH lekap. Mokere CbIIO na
cboOIIaBaTe HEOJATONPHUATHU pEakLUK Ha MPUTEXKATeNs Ha Pa3pelleHHETO 332 ThPrOBHS WM Ha
MCECTHHA NPCACTABUTECII HA ITPUTCIKATEIA HAa PASPCIICHUETO 3a ThbpTOBUsA, KaTO M3IIOJI3BATC JAHHUTC
3a KOHTAKT B Kpasl Ha Ta3W JINCTOBKA MM upe3 BamaTa HanMoHanHa cucremMa 3a choOIIaBaHe:

Bulgarian Food Safety Agency Website:
https://kvmp.bfsa.bg/phv

8.  /lo3upoBKa 3a BCeKM BU/I ’KHBOTHO, HAYNHH ¥ METO/I HA MPUJIOKEHHE
3a nepopasHO NPUIIOKEHUE.
JosupoBka: mpenopbuuTeNHaTa 1032 € 5 mg praziquantel, 5 mg pyrantel (katro embonate) u 15 mg

febantel/ kg Tenecna maca (ekBuBasieHT Ha efHa TabeTka/10 kg TenecHa Maca), B ChOTBETCTBHE ChC
cieHaTta Tabsuna:

Tenecna maca (kg) | Bpoii TadsieTkn
25-5 Y
5-10 1
10-15 1%
15-20 2
20-25 2
25-30 3

3a rapaHTUpaHe Ha MPaBHUJIHA JO3UPOBKA TelecHaTa mMaca TpsI0Ba Jia ce Ompeel Bh3MOXKHO Hai-
TOYHO.

Camo 3a eJHOKPATHO, IIEPOPATHO MPUIIOKEHHUE.

TabseTkuTe ce MpUiIaraT Ype3 MoCTaBsHE Ha IeIM W/ pa3felicHH TabJeTKH BbpPXY 3aJHATA 4acT
Ha e3WKa, 33 MPUHYAUTEITHO MOTIbIIaHE.

9. CbBeTH 32 IPABUJIHOTO NMPUJIATAHE HA MPOIYKTA
TabneTkuTe ce mpueMar 4pe3 NOCTaBsHE Ha IIeIH M/WIN TTOJIOBUH TaOJICTKH B 33JJHATA YaCT HA €3HMKa

34 IPUHYAUTCIIHO MOTJIbIIAaHC.
3a rapaHTUpaHC Ha MpaBUJIHA AO3HMPOBKA TCJICCHATA Maca Tpr6Ba Ja ce onpeacin Bb3MOKHO Haii-


https://kvmp.bfsa.bg/phv

TOYHO.
HpI/I CJIydyau Ha NMOTBbPACHA MHBA3UA, IPUIMHCHA CaMO OT IECTOAU WU CaMO OT HEMATOOH, TpH6Ba
Ja C€ U3M0JI3Ba MOHOBAJICHTCH IMPOAYKT, CbABpiKall CaMO NECTOUN/ WJIK CaMO HEMATOLUA.

10. KapenTHu cpokoBe

He e npunoxumo.

11. CuoenuajJHu ycJIOBUS 32 CbXpPaHeHHe

Jla ce chxpaHsiBa Jjajied OT TOTJIe/a U Ha HEJJOCTBITHY 32 JIella MecTa.

To3u BeTeprHapeH JIEKApCTBEH MPOAYKT HE N3UCKBA HUKAKBY CIICIIMATTHH YCIIOBHS 32 ChbXpaHCHHE.
Jla He ce W3MOJI3Ba TO3M BETEPUHAPEH JICKAPCTBEH MPOAYKT CIie] W3THYaHE CPOKa Ha TOJHOCT,
MocoYeH BbPXY KapToH cief ['omen 10: EXP. CpokbT Ha TOJHOCT OTrOBAps Ha MOCIEAHUS JCH OT TO3U
Mecell.

CpOK Ha rogHOCT Ha pa3aciicHaTa TabaeTka CJICI IIBPBO OTBApAHC HAa I'bpBHUYHATA OIIAKOBKA: BCJAKaA
pasaciieHa 4acTt oT Ta6J'ICTKaTa, HE CC€ CbXpaHiABa, a C€ YHHUIIIOXKaBa He3abaBHo.

12. Cl'[eIIHaJ'IHI/I npeanasHu MEPKHU MPpH YHUIIIOKaBaHE

BerepunapHuTe JIeKapCTBEHU MPOJIYKTH HE TPsOBa J1a ObIAT U3XBHPISHHU Ype3 OTMAIHU BOJH HITU
OUTOBH OTIIAABIIN.

W3non3Baiite mporpaMyd 3a BpbIIaHe NPU YHHIOKABAHETO HA HEWM3IOJI3BaHU BETCPUHAPHU
JICKApCTBEHU TPOMYKTH WJIH OCTATHIM OT TAX B CHOTBETCTBHE C W3UCKBAHMATA HA MECTHOTO
3aKOHOJIATEJICTBO M C BCHYKU IPWIOKHMMH HAIlMOHAJIHU CHUCTEMHU 3a chOupaHe. Te3n MEpKu Iie
MOMOTHAT 3a OIla3BaHe Ha OKOJIHATA CPeJa.

[MomuTatite Bamisi BeTepuHapeH jgekap Wi (papMareBT Kak JIa YHUIOKHUTE HEHYKHU BeTepUHAPHH
JICKApCTBEHHU MPOJIYKTH.

13. Kaacudukanus Ha BeTePUHAPHHUTE JIeKAPCTBEHH MPOAYKTH

Ja ce ormycka 6e3 JiekapcKo Tpe/IucaHue.

14. Homepa Ha pa3pelieHHETO 32 THPTOBHUSI U Pa3MepPH ONAKOBKH
Ne 0022-2634

Pa3mepu Ha OllakoBKaTa:

Kapronena xytus ¢ 1 6muctep ot 2 TabieTKH.
Kapronena xytus ¢ 2 6mucrepa oT 2 TabJIeTKH.
Kapronena kyrtus ¢ 1 6mucrep ot 4 TabJIeTKy.
Kapronena xytus ¢ 3 6mucrepa ot 2 TaOJIETKH.
Kapronena xytus ¢ 4 6mucrepa ot 2 TabJIETKH.
Kapronena kyrtust ¢ 1 6mucrep ot 10 tabnerku.
Kapronena kytust ¢ 25 6nuctepa ot 10 TabneTku.

He Bcnukm pa3Mepu Ha omakoBKaTa MOTaT Ja ObAaT Mpeajiarany Ha Iasapa.



15. JlaTa Ha nmocjieiHATA peJaKIUs HA TeKCTa
10/2025

ITonpo6na nHpopMaLus 3a TO3U BETEPHHAPEH JIEKAPCTBEH MPOAYKT MOXKE J]a HaMepuTe B 0a3ara JaHHU
Ha Crro3a otHocHO npoaykTute (https://medicines.health.europa.eu/veterinary).

16. [lannu 3a Bpb3Ka

IIpuTexxaTen Ha pa3penIeHUETO 3a ThPrOBHS 1 MPOU3BOJANTEN, OTTOBAPSIIL 32 OCBO60)X(,HaBaHCTO Ha
HnapTuau:

LABORATORIOS CALIER, S.A.
Calle De Barcelones 26
Poligono Industrial El Ramassa
Les Franqueses Del Valles
Barcelona
08520

Hcnanus

MecTHHM IPEACTABUTENN M JaHHM 334 BPB3Ka 3a ChOOIaBaHe Ha MPEANoIaraeMi HeOIarompusaTHI
peakiuu:

, ACKJIEII-DAPMA*“ OO /1

1324, x.x. JIronmun — 7, 61. 711A, marasud 3

PenyGnnka benrapus

Ten: +359888837191

E-mail: asklep_gp@abv.bg

3a BcsikakBa MH(OpMAIKsI OTHOCHO TO3W BEeTEpPUHAPEH JICKApCTBEH MPOIYKT, MOJIS, CBBPIKETE CE C
MECTHHUS IPEICTaBUTEN HAa IPUTEKATENS Ha Pa3pelIeHHETO 32 ThProBHSI.

12.12.2025 .

X

[-P KPACMWP 3/1ATKOB
JOVPEKTOP HA ANPEKLINA KB/IM
Signed by: KRASIMIR YANKOV ZLATKOV
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