KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA
KBbM PA3SPEHIEHHUE 3A THPT'OBHUS C BJIIT Ne 0022-2634

1. HAUMEHOBAHUE HA BETEPUHAPHUS JIEKAPCTBEH ITPOJAYKT

ZIPYRAN 50 mg /50 mg / 150 mg TaGneTku 3a Ky4eTa

2. KAYECTBEH U KOJIMYECTBEH ChCTAB
Bcska Tabnetka chappka:

AKTHBHH BelllecTBA:

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

ITomMomHM BenecTna:

Ka‘leCTBeH CbCTaB Ha IMOMOIIIHUTE
BellleCTBa upyrnTe CbCTAaBKH
Povidone

Cellulose, microcrystalline
Silica, colloidal anhydrous
Sodium laurilsulfate
Crospovidone

Saccharin sodium

Magnesium stearate

Maize starch

Beef flavour

JKbnrennkaBa, Kpbria TabneTka ¢ JENUTENHH JUHWU. TabieTkata Moxke Ja Obae pasliesieHa Ha
YETHPHU PAaBHU YACTHU.
TaOneTku ¢ BKyC Ha TOBEX/I0 MECO.

3. KIMHUYHUA HTHOOPMALIUA

3.1 Buose :xMBOTHH, 32 KOMTO e npeaHazHaved BJIII

Kyuera.

3.2 Iloxka3anus 3a ynorpeda 3a BcekHM BH/ KUBOTHH, 32 KOWTO e MpeIHA3HAYeH NPOAYKTHT

3a JieyeHHe Ha CMECCHH napasuTHA HWHBA3WHW, NPUIUMHCHU OT BB3PACTHU q)OpMI/I Ha OeCrtoaum Hu
HEMATOOU OT CJICAHHUTC BUJOBC!:

Hematonu:

AHKHIIOCTOMH: Ancylostoma caninum
Uncinaria Stenocephala

Ackapuau: Toxocara cani,
Toxascaris leonina

[Tecromu: Taenia spp



Dipylidium caninum
3.3 I[IpoTuBonmoOKa3aHus

Bwx 1. ,,Ynorpeba 1mo Bpeme Ha OpeMEHHOCT, JTaKTaITUs WIIH SHIICHOCeHEe ™,
Jla He ce u3MoN3Ba MPU CBPBHXYYBCTBUTEIHOCT KbM AKTUBHUTE BEIIECCTBA WM KbM HSIKOU OT
MIOMOIITHHUTE BEIECTBA.

3.4 CrnenynaJHu npeaynpe:kIeHus

Hapa:snTHa PE3UCTCHTHOCT KbM BCEKHU KJIAC aHTUXCIIMHUHTHU CPEACTBA MOXKE 1a C€ pa3BUE CJIC YECTO,
TMOBTApPAIIO CC MPUIIOKCHUC Ha aHTUXCIIMUHTHU CPCACTBA OT TO3H KJIacC.

beaxure CJIY’KaT KaTO MEKJINHHU T'OCTOIIPUCMHHUIIN U USTOYHHUK HaA MMapasuTHa UHBA3WAd 3a €JUH Y€CTO
cpemran mecrox - Dipylidium caninum.

Moxe aa HacThIM MOBTOPHO OINApa3UTSABAHE C IIECTOJM, OCBEH aKO HE € MPEANnpuUeT KOHTPOJ Ha
MCKIAVMHHUTE IT'OCTOMMPUEMHUIIN, KAKTO U HAa OKOJIHATa Cpca, CAHOBPEMCHHO C JICHCHUCTO.

3.5 CrnenunaJiHu MpeANna3Hu MePKHU NpH ynorpeda

CrenuanHy mpeana3Hd MEpKH 3a Oe3omacHa ymoTpebaTa OpW BHJIOBETE >KUBOTHH, 33 KOUTO €
npenHaszHadeH BJIIT:

[Ipy M3TOLICHN WM CHITHO OTIAPA3UTEHH KMBOTHH, BETEPHHAPEH JICKAPCTBEH MPOIYKTHT TPAOBa 1a
ce mpuJjiara camo clies peleHKa Moj3a/puck OT OTTOBOPHHSI BETEpUHAPEH JIeKap.

KppBOM3muBY B XpaHOCMWIIATETHATa CHCTeMa (IUapHs, KbPBaBU M3NPaKHEHUS M JIOPU CMBPTHH
cllydad), TPOBOKHPAaHH OT JIM3MpaHE Ha TIapa3uTHTe, MOraT Ja ObJaT MPUYMHEHH OT
AHTUXEIIMUHTHOTO JICYEHHUE, B CIIyYanTe Ha TEKKHU Mapa3uTHH WHBA3HUH.

Ilecronna WHBa3Wsl € MajJKO BEpOsiTHA MU KydyeTra Ha Bb3pacT noj 6 ceamunu. CrenoBaTenHo,
JIeYeHUE Ha KMBOTHH HA BB3PACT MMOJ 6 CEAMUIIM C BETEPHHAPEH JEKapPCTBEH MPOAYKT ¢ (PHKCHUpaHa
KOMOWHAIUS Cpely ecTOIU U HEMaTOIH, He € He00X0AUMO.

He e u3BecTHO aKTHMBHHTE BEIIECTBAa, BKIIOUYEHH B ChCTaBa Ha TO3M BETCPHUHAPEH JIEKAPCTBEH
HPOIYKT, 1a IPUYMHABAT CTICIHM()UIHI HEOIArONPUATHU PEaKIUH PH MIIQ/IN KHBOTHH.
be3omacHocTTa Ha BETEpUHAPHUS JISKAPCTBEH MPOIYKT HE € JOKa3aHa NP KydeTa Ha Bb3pacT Moxa 5
Mecelna.

Hemarouu vHBa3uu: npH HIKoW kuBOTHH, Ancylostoma caninum u Toxocara canis morar za He
OBbJaT YHUIIOKEHH OT JICYEHHETO, KOETO BOJIHM IO PUCK OT NMPOABIDKABAIO Pa3lpOCTpaHEHUE Ha
Mapa3uTHU Aila B OKOJHATA cpelia. [IpenopbunTeHy ca MmocyeBally U3CIeABaHus Ha QeKaannTe,
KaTo B 3aBUCHMOCT OT pe3yJTaTUTEe OT TE3W H3CICIBAHHMS MOXE Ja Ce HM3BBPIIN JICYCHUE C
HEMaTOIMICH BEeTEPHHAPEH JIEKAPCTBEH MPOIYKT, aKO € HE0OXOAMMO.

3a ;ma ce cBeie 10 MHHUMYM PHUCKBT OT TOBTOPHO OMNapa3uTsBaHE W HOBO ONapa3uTsBaHe,
EKCKPEeMEHTHTE ClIe/IBa Jla Ce ChOMpaT W M3XBBPILT NPABUIHO B MPOJBIDKEHHE Ha 24 yaca clief
JICYCHHETO.

CrenuanaHy TNpe/ina3HH MEpPKH, KOWTO TpsiOBa jJa B3eMe JIMIETO, MPUJarailo BEeTepPHHAPHUS
JIEKapCTBEH MPOJYKT HA KUBOTHUTE:

Ilpu ciydaiiHO moryrbliaHe, He3a0aBHO Aa c€ MOTHPCH MEIUIMHCKH CHBET, KaTo Ha JieKaps ce
IIPENOCTABH JIUCTOBKATA WM €TUKETA HA IPOJYKTa.

IIpu cityqaeH KOHTaKT, U3MHUITE PBLETE CU TPUKIIUBO.

Xopa ¢ yCTaHOBEHa CBPBXUYBCTBUTEIHOCT KbM aKTUBHUTE BEIECTBA WJIH KbM HAKOH OT
EKCLUIHUEHTHTE, TPAOBA Jja U30SrBaT KOHTAKT C BETEpUHAPHHS JIEKAPCTBEH MPOAYKT.

M3muiiTe phileTe cu cien ymoTpeoa.

CrenmanHy npeanasHi MEPKH 3a 3aI1MTa Ha OKOJIHATA cpejia:
He e nmpuioxumo.

3.6 HeobsaronpusiTHu peakuuu



Kyuera:

MHoro peaku AHopexcus

(rmo-mamnko ot 1 Ha 10 000 Tpetupanu | JleTaprus

JKUBOTHHU, BKIIIOUUTEIHO wu30JupaHu | CTOMAaNIHO-YpeBHH  pas3CTpoiicTBa  (Auapust |
CHOOIICHHUS): MOBPBIIIAHE)

XuUnepakTUBHOCT

CpoOmIaBaHeTO Ha HEOJNATONPUATHU PEAKIUK € BaXHO. ToBa MO3BOJISBA HEMPEKHCHAT MOHUTOPUHT
Ha 0€30MacHOCTTa Ha BETepUHAPHUS JIEKapCTBeH NpoayKT. ChoOmeHnsTa TpsOBa a ce H3mpaiar, 3a
NpEeIOYMTaHE Ype3 BETEPUHAPEH JIeKap, WITH Ha IPUTEXKATENS Ha pa3pellIcHUEeTOo 32 ThPrOBUS WK Ha
MECTHHMSI My MPEIICTABUTE, WM HA HAIIMOHAIHUS KOMIICTCHTEH OpPraH Ype3 HallMOHATHATA CUCTEMa
3a chOOIIaBaHe. 3a ChOTBETHUTE JIAaHHU 3a BPBh3Ka BIKTE JIMCTOBKATA.

3.7 Ynorpeda no BpeMme Ha OPeMEHHOCT, JTAKTALIMA WIH sfilleHOCeHe

BpeMeHHOCT U JlakTanusi:

JlabopatopHuTe MPOYYBaHUS MPHU IUTHXOBE, OBIIE U KydeTa ca JIOKA3all TePaToOreHH! e(heKTH, ce.
npujiarane Ha BUCOkH J1o3u febantel mo Bpeme Ha paHHa OPEMEHHOCT.

bezomnacHocTTa Ha BeTEepUHAPHUS JICKAPCTBEH MPOJYKT HE € JOKAa3aHa M0 BpeMe Ha IbpBaTa W
BTOpaTa TPETHHA OT OPEMEHHOCTTA.

He ce npuara mo BpeMe Ha IbPBUTE YSTUPU CEAMUIM OT OpeMeHHoCcTTa. MOYXKe Ja ce MpHiara o
BpEMe Ha JIaKTaI[ws.

3.8 B3aumoneiicTBue ¢ APyru BeTepUHAPHM JIEKAPCTBEHU NMPOAYKTH U Apyru ¢opmm Ha
B3auMoelcTBHE

Jla He ce mpuiara CbBMECTHO C IMIIEPa3HHOBU ChEIUHEHHS, Thil KATO AaHTHXEIMUHTHHUTE e(DEKTH Ha
pyrantel u piperazine MoraT a ObJaT aHTarOHUCTHYHH.

[Tna3MeHnTE KOHIEHTpAMK Ha praziquantel Morat qa ObAaT HAMAIEHU OT CHBMECTHOTO MpHIIaraHe
Ha NPOJYKTH, YBEJIMUaBalld aKTUBHOCTTa Ha IUTOXpoM P-450 ensnmure (Hanpumep dexamethasone
u phenobarbital).

CBHBMECTHOTO M3IO3BAHE C IPYTH XOJIMHEPTHUHH CPEACTBA MOXKE JIa JIOBEJIE 10 TOsIBA Ha TOKCUYHU
e(eKTH.

3.9 HaunH Ha npuiokeHHe W 103MPOBKA
3a mepopatHO MPHIIOKEHHE.
Jo3upoBka: mpernopbuuTeNHaTa j103a € 5 mg praziquantel, 5 mg pyrantel (katro embonate) u 15 mg

febantel/kg TenecHa maca (exBuBaneHT Ha enHa Tabnerka/10 kg TemecHa Maca), B ChOTBETCTBUE ChC
cieHarta Tabsuna:

Tenecna maca (Kg) | Bpoii TadneTku
25-5 Y
5-10 1
10-15 1%
15-20 2
2025 2
25-30 3

3a rapaHTHpaHC Ha MpaBUIIHA JO3UPOBKA TCJICCHATA Maca TpSI6Ba Aa ce omnpeaciim Bb3MOXKHO Ha-
TOYHO.



Camo 3a eTHOKpPaATHO MepOPaTHO MPUIIOKEHHE.

TabneTkuTe ce mpuarat upe3 MOCTaBsSHE Ha IIETH W/WIK pa3JIeieHN Ta0JIeTKA BbPXY 3a/lHATa 4acT
Ha €3UKa, 3a MPUHYJUTEITHO MOTIIBIIAHE.

C men momoOpsiBaHEe TPEMHM3HOCTTa Ha IO3WpaHe, TabJETKUTE MoraT Aa ObIaT pas3neiicHH Ha
YETBBPTHHY.

[Ipu cyyau Ha OTBBpJICHA UHBA3US, IPUYMHEHA CaMO OT I[ECTOIM MM CaMO OT HEMaTOIU, TPOBa
Jla ce U3MOJ3Ba MOHOBAJICHTEH BETCPHHAPCH JICKAPCTBEH MPOIYKT, ChIIBPIKAIL CAMO TIECTOIUI HITH
caMo HeMAaToIH/I.

3.10 Cumnromu Ha mpeao3upaHe (M KOraTo e NPUI0KMMO — MPOLEIYPH HA JelicTBHE MPH
CHEIIHH CTyYau U AaHTHAOTH)

Jlo3u, mpeBuaBaiiy 3 mbTH MPENOPHYUTEITHATE, MOTAT J1a TPUYUHST XPaHOCMUIATCITHH CMYIIEHUS
(TIoBpBINAHE W THAPH).

3.11 CpeumajHum oOrpaHMuYeHHsi 3a YNoTpeda W CHeNHAJHHM YCJOBHSI 3a YNoTpeoda,
BKJIIOUHTEJTHO OrPaHUYEHHUs 32 yoTpedaTa HA AHTUMUKPOOHH M NPOTHBONAPA3ZUTHH
BeTepUHAPHM JIEKAPCTBEHH MPOIYKTH, € 1[eJI /1a ce OTPAHUYU PHCKBT OT Pa3BUTHE HA
Pe3UCTEHTHOCT

He e mpunoxumo.
3.12 KapeHTHH CPOKOBe

He e mpunoxumo.

4.  ®APMAKOJIOTMYHA HH®OPMALUA
4.1 BerepunapeH JiekapcTBeH anatomo-TepaneBTu4eH ko (ATCvet Code): QP52AA51
4.2 ®apMakoANHAMHKA

B Tasu ¢ukcupana xomOuHamms, pyrantel m febantel nmeiictBat cpemry HemaTtomu (ackapuiy,
AQHKUIJIOCTOMH) TIpH Kydera. [lo-crermanto, CieKThbphT UM Ha JieiicTBHe 0OxBara Toxocara canis,
Toxascaris leonina, Uncinaria stenocephala u Ancylostoma caninum. Ta3u koMOuHaIMs MMOKa3Ba
CHUHEPruYHa aKTUBHOCT B CITy4ail Ha MHBA3HsI, IPUUYUHEHA OT aHKUJIOCTOMH.

Praziquantel e edexTuBeH cpenry penuia MecToau. AKTHBHOCTTa My CPEIly BB3PACTHU M HE3PEIH
(dbopMH Ha Te3U Mapa3uTH € ONMCcaHa B IUTepaTypara.

Praziquantel ce pe3opOupa MHOTO OBP30 Mpe3 MOBLPXHOCTTA HA Mapa3nuTa U ce pasipesielis B Hero.
Kaxkro in vitro, taka u in Vivo mpoy4BaHus MOKa3Bar, 4e praziquantel mpuynHsBa TEKKO YBPEKIaHE
Ha OOBMBKaTa Ha rapasuTa, KOETO BOAM 10 HEroBaTa KOHTpAKIMs W mapanu3a. HacTwemBar moutu
He3abaBHA TeTaHWYHA KOHTPAKIMs Ha TMapasuTHAaTa MYCKyJaTrypa W Obp3a BaKyoJlu3alus Ha
CHUHIIMTHATHAaTa My oOBWBKa. Ta3u Obp3a KOHTpakuusi ce OOSCHSBA C TPOMEHH B IOTOKa Ha
JIBYBaJICHTHHTE KaTHOHU, 0COOCHO Ha KaJIIIHSL.

Pyrantel neiicTBa KaTo XOJIIMHEPTUYEH arOHUCT. HauMHBT My Ha JIEHCTBHE cE N3pa3siBa B CTUMYJIUPAHE
Ha HUKOTHHOBHTE XOJMHEPTHYHH PEIENTOPH Ha Mapa3nuTa, NPeAU3BUKBAIIO CIIACTHYHA Mapain3a Ha
HEMAaTOIUTe, KOETO II03BOJIIBA OTCTPAHSBAHETO MM OT CTOMAIIHO-YPEBHMS TPAKT UpPE3
MEepPUCTANTHKATA.

[pu Gozaiinnmute febantel mperbprsiBa 3aTBapsiHe Ha npbcTeHa W Gpopmupane Ha fenbendazole u
oxfendazole. IMeHHO Te31 XMMUYHU €MHULM OKa3BaT aHTUXEIMHUHTEH e(EKT, Upe3 MHXUOUpaHe Ha
TyOyJIMHOBaTa oJiMMepHu3anys. Taka ce mpeJoTBpaTsaBa 00pa3yBaHETO Ha MUKPOTYOyIH, B pe3yJiTar
Ha KOETO CE pa3pyliaBaT CTPYKTYPH OT XKH3HEHOBAXKHO 3HAYCHUE 32 HOPMAITHOTO (PYHKIIMOHUPAHE
Ha XenMmuHTA. [lo-crienuanHo € 3acerHaT NPUEMBT Ha TIIOK03a, KOETO BOJM JIO HaMalsBaHE B
kinerbunus ATO. [lapazuThT yMupa npu u3uepriBaHe Ha EHEPTUHHHUTE CH PE3EPBH, KOETO C€ CIIyuBa
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2-3 JIHU TI0- KBCHO.
4.3 dapMaKOKHHETHKA

Cren mepopaliHO TIPHIIOKEHHE, praziquantel ce pe3opOupa MOUTH HAIBIIHO B XPAaHOCMUJIATCITHUS
TpakT. MakcuMaiHaTa KOHIEHTPALHA c€ JOCTUTa MPHONN3UTENTHO 60 MUHYTH Ciie]] TPUIIOKEHHUETO.
Praziquantel ce meTabomnm3mpa BB BUCOKa CTEMeH B uepHus qpod. Praziquantel ce oTkpuBa B yprHaTa
nox ¢opmaTa Ha metabonuth (40% crex 8 gaca).

Cren mepopaliHO MPHIOKEHHE, MAaKCUMAaJIHUTE TUIa3MEHH KOHIeHTpauuu Ha febantel ce mocturat
cien npubnusutenHo 3 yaca. Febantel ce metabonusupa no fenbendazole u HeroBute nMpou3BOIHH
okcuu 1 xuapokcuan. Febantel ce oTkprBa B M3NpaKHEHUATA U KATO METAOOJUTH B YPHUHATA.
Pyrantel embonate nma HECKa Pa3TBOPUMOCT BB BOJIa M CE pe30pOHpa ci1ado OT CTOMAITHO-YPEBHUS
TPaKT NpHU KydyeTa. YCTaHOBsIBA C€ KaTO aKTUBHO BEIIeCTBO B mampaxkHenusiTa (50 no 60%). Crnen
KaTo ce pe3opbupa, pyrantel embonate 65p30 ¥ OYTH HATBIHO CE€ METAOOIHM3UPA 0 HEAKTHBHH
KOMITOHEHTH, KOUTO C€ OTJENAT ObP30 B ypUHATA.

5. DOAPMAIEBTUYHU JAHHA

5.1 OcHOBHHM HECBBMECTHMOCTH

He e mpunoxumo.

5.2  Cpok Ha rogHoct

CpoK Ha TOJTHOCT Ha KpaiHUs BETePUHAPEH JICKAPCTBEH MPOYKT: 3 TOANHH.

Cpok Ha rOJJHOCT Ha pa3/ieneHaTa TabjeTKa ciell IbPBO OTBAapsSHE Ha MbPBUYHATA OMAKOBKA: BCSKA
paszeseHa yacT oT TabJieTKaTa , He C€ ChXPaHsBa, a e YHHUI0XKaBa He3a0aBHO.

5.3 Cneuuannu ycjaoBusi 3a CbXpaHeHHe

To3u BeTepruHapeH JEKapCTBEH MPOAYKT HE N3MCKBA HUKAKBH CIELIMAIHH yCIIOBUS 32 CbXpaHEHHE.
5.4 Buau cbcTaB HA MBPBHYHATA ONMAKOBKA

bnucrepu ot PVC 1 anmymuHuUi B KapTOHEHA Ky THSI.

Pasmepu Ha omakoBKaTa:

Kapronena kytus ¢ 1 6iuctep ot 2 TabsieTKu

Kapronena xytus ¢ 2 6muctepa oT 2 TabIeTKH

Kapronena kytus ¢ 1 6mucrep ot 4 TabneTku

Kapronena xytus ¢ 3 6mucrepa ot 2 Ta0neTku

Kaptonena kytus c 4 6mucrepa ot 2 TaONIeTKH

Kapronena kytus ¢ 1 6mucrep ot 10 tabneTku
Kapronena kytus ¢ 25 6mucrepa ot 10 TabneTku

He Bcruku pazMepu Ha ormakoBKaTa MOTaT J1a ObJIaT IMpe/Iaraiy Ha masapa.
5.5 ChenuajaHu MepKH 32 YHUIIOKABAHE HA HEM3MOJI3BAaH NMPOAYKT WIH OCTATHIU OT TAX

BerepunapHuTe jekapcTBEHH MPOIYKTH HE TPsAOBa Ja OBIAT M3XBBHPISHU Upe3 OTIIAHU BOAM WIIH
OMTOBHU OTHAIBIIN.

M3non3paiite nporpamMu 3a BpblllaHE MPU YHHUILOKABAHETO HA HEU3NOJ3BAHU BETEPUHAPHU
JIEKapCTBEHU MPOAYKTH WJIA OCTaThIM OT TAX B CHOTBETCTBUE C M3UCKBAHUATA HA MECTHOTO
3aKOHOJATEIICTBO M C BCUYKHM HAIMOHAJIHHM CUCTEMH 3a ChOMpaHe, MPWIOKHMHU 32 CHOTBETHHS
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BETEPHHAPEH JIEKAPCTBEH MPOIYKT.

6. HUME HA IIPUTEKATEJISA HA PASPEHIEHUETO 3A ThPI'OBUSI

LABORATORIOS CALIER, S.A.

7. HOMEP(A) HA PABPEHIEHUETO 3A ThPI'OBUSI

Ne 0022-2634

8. JATA HA TBbPBOTO U3JABAHE HA PASPEHIEHUETO 3A ThPT'OBUSL

Jlata Ha THPBOTO M3/1aBaHe Ha pasperreHueTo 3a Thprosus: 17/03/2016

9. JATA HA TITOCJIEIHATA PEJAKIIUA HA KPATKATA XAPAKTEPUCTHUKA HA
MPOJIYKTA

10/2025

10. KJACHU®UKAIIUSA HA BETEPUHAPHUTE JIEKAPCTBEHU MNPOAYKTHU
Ja ce ornycka 6e3 jiekapcKo Ipe/ucaHue.

INoapoOHa nH(OpMAaIHs 3a TO3HM BETEpUHAPEH JICKAPCTBEH MPOIYKT MOXKE J1a HAMEPHUTE B 0a3aTa JJaHHH
Ha Crro3a otHocHo npoaykrute (https:/medicines.health.europa.eu/veterinary).

12.12.2025 .

X

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