JMCTOBKA

1. HaumeHoBaHue HA BeTePUHAPHUS JIEKAPCTBEH NMPOAYKT

ZIPYRAN XL 175 mg/ 175 mg / 525 mg tabietku 3a Ky4dera

2. CbcraB
Bcesika TabnieTka chabpika:

AKTHBHH BelllecTBA:

Praziquantel 175 mg
Pyrantel 175mg
(exBuBasrentHO Ha 504,43 mg pyrantel embonate)
Febantel 525 mg

JKbnTennkaBa, mpoabJroBaTa TablieTKa ¢ JeNUTeIHa TUHUA. TabieTkata Moxe Aa Obje pasaenceHa
Ha JIBE PaBHU YaCTH.
TabseTku ¢ BKYC Ha TOBEXKIO MECO.

3. Bupnose :knBoTHH, 32 KOUTO e npeaHasHaued BJIII
Kyuera.
4. IMoka3anus 3a ynorpeda

3a jedYeHHe Ha CMECCHHU MapasuTHU HWHBA3WHW, NPUIUHCHU OT BB3PACTHHU (bOpMI/I Ha Oecroau
1 HEMATOJHU OT CJICAHUTC BUIOBEC:

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

213 HE CC H3M0JI3Ba IPU CBPBXYYBCTBUTCIIHOCT KbM AKTHMBHHUTE BCUICCTBA WJINM KbM HAKOU OT
IIOMOIITHUTE BEIICCTBA.

6. CrneuuajaHu npexynpexieHust
CrenmanHy NpeaynpexacHus:

Hapa3HTHa PE3UCTCHTHOCT KbM BCCKHU KiIaC aHTUXCIMHUHTHU CPEACTBA MOXKE Oa C€ pas3sBUC CJIC
YECTO, IMMOBTAPAIIO CC IMTPUIIOKECHUEC HAa aHTUXCIIMUHTHU CPEACTBA OT TO3U Kiiac.




BBiixuTe ciyaT KaTo MEKIMHHA TOCTONPUEMHHIIN U U3TOYHUK Ha Mapa3uTHA HHBA3MUS 3a €IHH
gecTo cperian ecto - Dipylidium caninum.

Moe 1a HACTBhIIM MOBTOPHO OMAapasUTSIBaHE C IECTOJH, OCBEH aKO HE € MPEANPHET KOHTPOI
Ha MSKJINHHUATE TOCTOIPUEMHHIIN, KAKTO M Ha OKOJTHATA CPejia, AHOBPEMEHHO C JICYCHHUETO.

CrnenmanHy npeana3sHu MEpKH 3a 6e3omacHa yrnoTpeda Opy BUIOBETE SKHBOTHH, 32 KOUTO €
npenHazHayeH BJIIT:

[Tpm U3TOLIEHN WM CHUITHO OTIApA3UTEHH KUBOTHH, BETEPHHAPEH JICKAPCTBEH MPOIYKTHT TPAOBa 1a
ce mpwuJjiara camo clie/l IpeleHKa MoI3a/pUCcK OT OTTOBOPHHS BETEPHHAPEH JISKap.

KpbBou3nuBu B XpaHoCMHJIaTENHATa cUcTeMa (Auapusi, KbPBaBU M3NPaKHEHUS M AOPU CMBPTHH
Cllydad), TPOBOKHMpAaHH OT IIM3MpaHe HaA T[apasUTUTe, MOTaT Ja ObJaT NPUYUHEHH OT
AQHTHUXEJIMUHTHOTO JICYEHHUE, B CIIy4auTe Ha TeKKH NMapa3uTHA UHBA3HH.

Lectonna wHBa3Msl € MajKO BEpOsiTHA MpW KydyeTa Ha Bb3pacT noj 6 ceamunu. ClegoBaTelHo,
JIeYeHUE Ha KUBOTHHU HA BB3PACT MMOJ 6 CEMHUIM C BETEPHHAPEH JIEKAPCTBEH NPOAYKT ¢ (hUKCHpaHa
KOMOMHAaNus cpely HecTOad U HEeMaTOqu, He € HE00X0AUMO.

He e u3BecTHO akTHUBHHMTE BeIIECTBa, BKIIOUYEHH B ChCTaBa Ha TO3M BETEPHHAPEH JIEKAPCTBEH
MPOAYKT, Aa MPUYHMHSABAT CENU(UIHN HEOMAroNpHUsITHI PEaKIUU PH MIIaJy )KUBOTHH.
besonacHocTTa Ha BETEpUHAPHUS JISKAPCTBEH MPOIYKT HE € JOKa3aHa NP KydeTa Ha Bb3pacT Mox 5
Mecelna.

HemaTonHu MHBa3uu: MpH HIKOW JKMBOTHH, Ancylostoma caninum u Toxocara canis morar aa He
Ob/IaT YHUII0)KEHH OT JICYUCHUETO, KOETO BOAM JIO PHCK OT MPOABIDKABAIIO Pa3IPOCTPAHEHUE Ha SHIIa
Ha Mapa3uTH B OKOJHATA cpefa. [IpenopbunTeHu ca mociieIBally N3caeIBaHus Ha (heKaTHTe, 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 ITIOBTOPHO OIAPA3UTSBAaHE M HOBO OMNApa3HTSIBAHE,
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.
W3muiite pblieTe cu cien yrnorpeoa.

BpeMeHHOCT 1 JakTaIus:

JIabopaTopHHUTE MPOYYBAHHS TIPH IUTHXOBE, OBIIE M Ky4eTa ¢a TOKa3ald TePaTOreHHH e(EKTH, CIIe]T
npujiarane Ha Bucoku jao3u febantel mo Bpeme Ha paHHa OPEMEHHOCT.

BesonacHocTTa Ha BETepHHAPHHUS JIEKAPCTBEH MPOIYKT HE € JOKa3aHa 110 BpeMe Ha IbpBaTa u
BTOpAaTa TPETHHA OT OPEMEHHOCTTA.

He ce mpuara rmo BpeMe Ha MbPBUTE YETUPH CEAMHUITH OT OpeMeHHOCTTa. MOJKe J1a ce Tpuiiara mo
BpeMe Ha JIaKTallusl.

BzanMo/ieiicTBrE C PYTH BETEpPUHAPEH JIEKAPCTBEH MPOJILYKTH U APYTH GOPMH Ha B3aUMOJICHCTBHE:
Ja He ce mpuiiara CbBMECTHO C MTUIEPA3HHOBH ChEIMHEHUS, Thil KATO aHTHXCIIMHUHTHHATE €EKTH Ha
pyrantel u piperazine MoraT Ja 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 APYTH XOJIMHEPIHYHH CPEACTBA MOXKE J1a IOBEJE 0 MMOsIBa HA TOKCHYHH
eexTH.

[Ipenosupane:



Jlo3u, npepuinaBany 3 IbTU NPENOPHUNTETHUTE, MOTAT Ja IPUYUHAT XPaHOCMUJIATEIHU
CMyIIeHHs (TOBPBIIAHE U JUapus).

7/ HebnaronpusiTHu 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.
JozupoBka: mpenopbyuTeNnHaTa 103a € 5 mg praziquantel, 5 mg pyrantel (karo embonate) u 15 mg

febantel/ kg TenecHa maca (exBuBaneHT Ha efHa TabneTka/35 kg TemecHa maca), B ChOTBETCTBUE ChC
clleZiHaTa TabJuna:

Tenxecna maca (Kg) Bpoii TadsieTkn
175 Y
>17,5-35 1
>35-525 1%
>525-70 2

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

Camo 3a eJHOKPATHO, MIEPOPATHO MPUIIOKEHHUE.

TabneTkuTe ce MpuUiIaraT 4pe3 MoCTaBsHE Ha 1S W/ pa3JelicHH TaObJIeTKU BbpPXY 3aJHATA 4acT
Ha €3WKa, 33 MPUHYAUTEITHO MOTIbIIaHE.

9. CbBeTH 32 IPABUJIHOTO NMPUJIATAHE HA MPOIYKTA

TabneTkuTe ce mpUeMar 4pe3 MOCTaBsHE Ha IIeJIH W/WIN TTOJIOBUH TaOJICTKH B 33/JHATA YaCT Ha e3MKa
3a IPUHYUTEHO MOTTbIAHE.

3a rapaHTUpaHe Ha MpaBUIIHA JJO3UPOBKA TeJeCHaTa Maca TpsOBa Ja ce Onpeesid Bh3MOXKHO Hai-
TOYHO.

IIpu cnydau Ha MOTBBP/CHA WHBA3US, MPUYHHEHA CAMO OT IIECTOIM MK caMoO OT HEMATO/IH, TPsiOBa


https://kvmp.bfsa.bg/phv

Jla CE€ M3I0JI3Ba MOHOBAJICHTEH MPOAYKT, ChABPKAI caMO IECTOIN/ M CaMO HEMATOITH].

10. KapeHTHH cpokoBe

He e npunoxumo.

11. CoenmnajHu yCJIOBHSI 32 CbXpaHEeHHE

Jla ce cpXpaHsBa qajned oT Iorjieia ¥ Ha HeIOCTHITHH 32 JeIa MecTa.

To3u BeTepuHapeH JEKapCTBEH IIPOIYKT HE U3UCKBA HUKAKBH CIICLIMATHU YCIOBUS 32 ChbXPaHEHUE.

[a He ce u3MmoNI3Ba TO3U BETEPUHAPEH JIEKAPCTBEH MPOIYKT CIEA H3THYaHE CpPoKa Ha TOJIHOCT,
MMOCOYeH BbpXY KapToH cien ['omen no: EXp. CpokbT Ha TOTHOCT OTTOBApS HA MTOCIEAHHS ICH OT TO3H
Mecell.

Cpok Ha rOZHOCT Ha pa3jeieHara TableTKa clie]] IIbPBO OTBApsSHE Ha IIbPBHYHATA OIAKOBKA: BCSKA
pasneneHa gact oT TabieTkara, He ce ChXpaHsBa, a Ce YHHIIIOKaBa He3a0aBHO.

12. CnenmanHu mpeana3Hu MePKHU NPH YHUIIOKABaHe

BerepuHapHuTe JIeKapCTBCHH MPOAYKTU HE TPsiOBa jJa ObaaT M3XBBPJSHHU Ype3 OTIAIHH BOAU WU
OUTOBHU OTMAIBIIH.

W3znon3paiite mporpaMu 3a BpbIaHe MPH YHHUIIOKABAHETO HA HEU3MON3BAaHM BETCPUHAPHU
JICKAPCTBEHU TMPOJIYKTH WU OCTATBIM OT TAX B ChOTBETCTBHUE C HW3UCKBAHMATA HAa MECTHOTO
3aKOHOJIATEJICTBO M C BCHYKU IMPWIOKMMHU HAIlMOHAJIHU CHUCTEMHU 3a chOupaHe. Te3n MEpKu Iie
MOMOTHAT 32 OTNa3BaHe Ha OKOJHATA Cpefa.

[NonuraiiTe Bamus BeTepuHapeH jekap win GpapMarieBT Kak Jia YHUIOKUTE HEHY)KHU BETCPUHAPHU
JICKaPCTBEHU IPOAYKTH.

13. Kuaacudukanusi Ha BeTEpUHAPHUTE JIEKAPCTBEHH MPOAYKTH

[a ce ormycka 6e3 JIekapcKO MpeArcaHue.

14. Homepa Ha pa3penieHHEeTO 32 THProOBUS H Pa3MepPH ONMAKOBKH
Ne 0022-2635

Pasmepu Ha onakoBKara:

Kapronena kyrtus ¢ 1 6mucrep ot 2 TaOJIeTKH.
Kapronena xyTtus ¢ 2 6mucrepa oT 2 TabJIeTKH.
Kapronena xytus ¢ 5 6mucrepa ot 2 TabieTKH.
Kapronena kytust ¢ 12 Gnuctepa ot 2 TabNeTKH.
Kapronena kytust ¢ 16 Gnuctepa ot 2 TabNneTKH.
Kapronena kytus ¢ 24 Gnuctepa ot 2 TabNEeTKH.
Kapronena kytust ¢ 30 Onucrepa ot 2 TabneTku.

He Bcuukn pa3MEpu Ha OITaKOBKAaTa MOrart aa 6’[))1.':1T npeajiaranv Ha rasapa.

15. JlaTa Ha mocjeqHaTa pelaKIus HA TEKCTa
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INoapoOHa nH(OpMAaIHs 3a TO3H BETEpUHAPEH JICKAPCTBEH MPOIYKT MOXKE J1a HAMEPHUTE B 0a3aTa JJaHHH
Ha Crio3a otHocHO mpoaykTute (https://medicines.health.europa.eu/veterinary).

16. laHHM 3a Bpb3Ka

IIpuTtexxaren Ha pa3pelICHUETO 32 ThPrOBUS M IIPOU3BOAUTE, OTTOBAPSIIL 32 OCBO60)KIlaBaHCTO Ha

HOapTHIN:
LABORATORIOS CALIER, S.A.

Calle De Barcelones 26
Poligono Industrial EI Ramassa
Les Frangueses Del Valles
Barcelona
08520

Hcnanns

MecTHM IPECTABUTEIN U JIAHHU 33 BPb3Ka 3a Ch0OII[aBaHe Ha MPEANoIaracMy HeOJaronpusTHU
peakiuu:

»ACKIJIEITI-GAPMA* OO/

1324, x.x. JIronun — 7, 611. 711A, marasus 3

Perry6nuka beirapus

Ten: +359888837191

E-mail: asklep_gp@abv.bg

3a BcskakBa MH(OpMAaLKs OTHOCHO TO3U BETEPUHAPEH JIEKapCTBEH NPOIYKT, MOJISl, CBBPKETE CE C
MECTHHSI [IpeICTaBUTEN Ha MPUTEXKATeNs Ha pa3pelieHUeTo 3a ThProBHsL.

12.12.2025 .

X

A-P KPACUMWP 3/TATKOB
AVIPEKTOP HA ANPEKLIAA KBJIMN
Signed by: KRASIMIR YANKOV ZLATKOV
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