JIMCTOBKA

1. HanmeHoBaHHe HA BeTePHHAPHHUS JIEKAPCTBEH MPOIYKT

Fipnil Combo 402 mg/361,8 pa3tBop 3a mpuiaraie BbpXy OrpaHUYCH y4acThK 32 MHOTO FOJIEMH
Kyuera

2. Cnbcras

Bceska mumera ot 4,02 ml ceabpika:

AKTHBHHM BelllecTBa:

Fipronil 402,00 mg

(S)-methoprene 361,80 mg

ITomo1nHu BeniecTBa:

Butylhydroxyanisole (E320) 0,80 mg
Butylhydroxytoluene (E321) 0,40 mg

Buctbp, kexmubapeH pa3TBop.

3. Bupaogse ;kuBOTHH, 32 KOUTO € npeaHasHayed BJIII
Kyuera.
4. Iloka3anus 3a ynorpeoda

- Jla ce U3M0II3Ba CPEIly CaMOCTOSITEITHO OMAPa3UTsABaHE C OBJIXM HIIH MIPU CHhBMECTHO
olapasuTABAHE C KbPJIEKHU U/UITU XaIlelH BIIKH.

- Tperupane Ha onapasutsaBane ¢ 6bsxu (Ctenocephalides spp.). [IpoabiokuTeIHOCTTA HA
MHCEKTHIIMIHATA e(DUKACHOCT CPEIy HOBH ONApa3UTSBAHUS C Bb3PACTHH OBJIXHU € 8 CeMUIIH.
[TpoABIKUTETHOCTTA HA MPE/IITa3BaHETO OT Pa3MHOKaBaHE Ha OBJIXUTE, YPe3 MOTUCKAHE PA3BUTHETO
Ha TEXHUTE siia (OBUIMIHA aKTHBHOCT), TApBU ¥ KakaBuau (JTApBUIIUIHA aKTHBHOCT), CBHP3aHO ChC
CHACSIHETO Ha sIiila OT CTpaHa Ha Bb3PACTHHUTE OBJIXH, € OCEM CEMHUIIH CIIC/T TIPHI0KEHHETO.

- Tperupane Ha onapasutsiBane ¢ kbpiexku (Ixodes ricinus, Dermacentor variabilis,
Dermacentor reticulatus, Rhipicephalus sanguineus). TTpoabsmkuTeTHOCTTa Ha aKapHUIIHAHATA
eMKaCHOCT CpelLy KbPJIeXKH € 70 4 CeIMHUIIH.

- Tperupane Ha onapasutsaBane ¢ xarneiu Beinku (Trichodectes canis).

5. IIporuBonokazanus

Jla He ce U3I0M3Ba IPH KyYeHIa Ha BB3pacT 110J] 8 CEIMUIIM W/UJIM C TelecHa Maca nox 2 Kg.

Ja He ce u3non3sa npu OOTHY KUBOTHU (HAIIPUMEpP ChC CUCTEMHH 3a00JIsIBAHUS, TPECKA) WA TIPU
YKUBOTHHU B PEKOHBAJIECIIEHTEH MTEPHO.

Jla He ce M3MOI3Ba MpH 3aMIH, TOPAAN BE3MOXKHOCTTA OT HACTHIIBAaHE HA HEOIATONPHUSATHH PEaKIuH,
BKJIFOUMTEITHO U Ha CMBPT.

Jla He ce U3MoI3Ba IPU BUAOBE )KUBOTHH, 32 KOUTO BETEPUHAPHUSAT JIEKAPCTBEH MPOAYKT HE €
[IpeJHa3HaYEH.
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To3u BeTeprHAPEH JIEKaPCTBEH MPOIYKT € CIIeIUATHO pa3padoTeH 3a Kydera. J{a He ce u3non3sa npu
KOTKH U (PPETKH, ThI KaTO TOBA MOKE Jia TOBEJIE JI0 TPeI03UpaHe.

Jla He ce M3MoJ3Ba B CIIyYad Ha CBPBbXYYBCTBUTEIHOCT KbM aKTHBHHUTE BEIIECTBA WU KbM HIKOE OT
MTOMOIITHHUTE BEIICCTBA.

6. CrnenmaJHu npegynpexRIeHus

CrenManHy IpeaynpexacHUs .

Kbmanero/moransHeTo BbB BOJa 10 2 JHU CJIe]] IPUIAraHeTO Ha BETEPUHAPHUS JIEKAPCTBEH MPOIYKT
WM YECTOTO KBIIAHE IIOBEYE OT BEAHBK CEAMUYHO TPSIOBaA [a ce U30ArBaT, Thil KaTO HE ca OUIIU
NPOBEJICHU M3CIIEBaHMS KaK TOBA 3acsira epUKACHOCTTa Ha BETEPHHAPHUS JIEKAPCTBEH MPOYKT.
HemnocpeacTBeHo nmpein TPETUPAHETO MOTaT Jia ObaT M3MOJI3BAHH OMEKOTSIBAIIH [IIAMITOaHH, HO aKO
Te ObJaT M3MOI3BAHN €XKECEIMHYHO CJIE/l IIPUIaraHe Ha BETEPHHAPHHSI JIEKAPCTBEH MPOIYKT, TOBA
ChKpaIl[aBa MpoIb/DKATEITHOCTTA Ha 3aIUTa CPEILy OBJIXH 0 TPHOIM3UTEIHO 5 CEIMUIIHI.
EskeceIMHYHOTO KBbIIAHE C MEAUIIMHCKH IIamIIoaH, ceabpskait 2% chlorhexidine, me mosmmssa
eMKaCHOCTTA CpelLy OBJIXH B U3CIEIBAHE, TPOIBIIKUIO 6 CEMUIIH.

BB3MOKHO € MPUKPENBAHETO HA SIMHIUYHK Khpiexku. [Topamu Ta3u npuduHa, IpenaBaHeTo Ha
MH(EKIIMO3HU 3a00JIIBaHUS HE MOXKeE J1a ObJIC HAITBITHO U3KIIIOUEHO, aKO YCIIOBHSITA Ca
HeOIaronpusaTHH.

BBixu oT oMamHUTE JIIOOMMITY YeCTO MHBA3UPAT KOIIHUIIATA, JICTJIOTO WK OOUYaifHUTE MecTa 3a
MOYMBKA Ha )KMBOTHHUTE, KaTO KUJIUMH U MeKa MeOell, KOUTO TpsiOBa J1a ObaT, B Ciiydali HA MACUBHO
Olapa3uTsIBaHE U B HAYAJIOTO Ha MPUJIAraHeTO Ha MEPKUTE 32 KOHTPOJI, TPETUPAHH C TTOIXOSIIN
WHCEKTHITUIN ¥ PEJOBHO MOYUCTBAHM C MPAXOCMyKayKa.

Coenpaniy npeanasHd MEpKH 3a 0e30IacHa yIoTpeda Ipy BUAOBETE KUBOTHH, 34 KOUTO €
npexHazHaded BJIIT:

Jla ce M305TBa KOHTAKT C OUNTE HA JKHBOTHHUTC.

BaxHo € 1a cre cCurypHu, 4ye BETEpUHAPHUAT JIEKAPCTBEH IPOAYKT € IPUIIOKEH B YUACTBK, KbIETO
JKUBOTHOTO HE MOX€E 1a Io O6J'II/I)K€, KAaKTO U Ja CTEC CI/IprHI/I, Ye JKUBOTHHUTEC HEC CC 6JII/I)KaT B3aUMHO
CJIe]] TPETHPAHETO.

CrienMa Hy NpeAna3Hi MEpKH, KOUTO TPsiOBA Ja B3eMe JIMIIETO, TPUJIATAIIO0 BETEPUHAPHUSI
JICKapCTBEH NPOJAYKT Ha YKUBOTHHTE!

To3u BeTeprHAPEH JIEKapCTBEH MPOAYKT MOXKE Ja IPUYMHHU pa3[pa3HeHNUE Ha JIMTABULIUTE, KOXKaTa 1
ounrTe. 3aTOBa, KOHTAKTHT Ha BETEPUHAPHHUS JIEKAPCTBEH MTPOAYKT C ycTara, KoXKara H O4lTe TpsiOBa
na Ob/e u30eryHar.

Xopa ¢ yCTaHOBEHa CBPbXUyBCTBUTEIIHOCT KbM MHCEKTHLMAN WM aJIKOX0JI TpsiOBa J1a n30sArear
KOHTaKT C BETEpUHAPHHUSI JIEKapCTBEH MPOAYKT. [la ce m30srBa KOHTAKTHT Ha ChABPIKAHUETO C
MpbCTUTE. AKO TOBA C€ CIIY4H, U3BMUNTE PBIIETE ChC CAyH U BOJA.

[Ipu ciyyaeH KOHTaKT ¢ OYMTE, HE3a0ABHO U CTAPATEIIHO T IPOMUKITE C YUCTA BOAA.

Cren ynorpeba, U3MHUIATE PbLETE CH.

Tperupanure ;kMBOTHH He TpsAOBa /1a ObJaT MUIIAHH, JOKATO MSICTOTO, KBJIETO € HAHECEH
BETEPUHAPHUAT JIEKAPCTBEH NPOLYKT, He n3chbxHe. He TpsOBa 1a ce mo3BossiBa Ha Jiena Aa CH UrpasiT ¢
TPETUPAHH KUBOTHU JOKATO MACTOTO, KBbJIETO € HAHECEH BETEPUHAPHUAT JIEKAPCTBEH NPOLYKT, HE
M3ChXHE. 3aTOBa € MPEOPHUNTEITHO JKUBOTHHUTE JIa He O'bJaT TPETUPAHU TIPe3 JIeHs, a Ja Obaar
TpEeTHpaHH paHo Bedep, KaTo Ha CKOPO TPETHUPAHH KUBOTHU He TPsIOBa J1a ce MO3BOJISBA /1A CIIAT MPU
CTOIIAHUTE CH, 0OCOOEHO PH Je1a.

Ja He ce mymw, Tive WIK A€ 10 BpeMe Ha MPHUJIaraHeTo.

CrenmasiHy npeanasHy MEPKU 3a 3allliTa Ha OKOJHATA Cpejia!
Bwx T1. ,,Criennansau npeanasHil MEpKU IpY YHHUIIOKaBaHe .




BpeMeHHOCT M TaKTaIus:
Moske n1a ce mpujiara Imo BpemMe Ha OpeMEeHHOCT H JIaKTarusl.

BsanMojieiicTBrE ¢ IpyIrd BETEPUHAPHU JEKAPCTBEHN IPOAYKTH U APYIU POPMU HA B3aUMOJENCTBHUE:
He ca u3BecTHH.

[Ipenosupane (CUMOTOMHU, CIIEUTHU MEPKHU, AHTUIOTH):

ITo Bpeme Ha m3cienBaHMITA 32 0€30MTaCHOCT, HE ca O HAOJII0JaBaHN HEOIArONPUATHH PEaKITHH
NP Ky4eHIIa Ha B3PACT OT 8 CEMHUIIM, MOPACcTBAIH KydeTa H KydeTa, Texaru okoio 2 Kg,
TpPETHPaHU €THOKPATHO C MET IIbTU NO-BUCOKA OT Mpernopbyanara ao3a. [lpu npego3upaHe, puckbT OT
MIPOsIBTIEHIE Ha HEOIAroMpHATHA PEAKINH MOKE 1a Ob/ie TIOBUIIICH, TIOPaIr KOETO JKUBOTHHUTE TPIOBa
BHHAr® Ja ObJaT TPETUPAHU C IPABUIIHUS pa3Mep MHIETa, ChOTBETCTBAII Ha TAXHATA TEJIeCHA Maca.

7/ Heb0naronpusiTHu peakuuu
Kyuera.
MHoro penku Peaknuu B MsicToTO Ha mpunarane (00e3BeTIBaHE Ha
(mo-manko ot 1 Ha 10 000 TpeTupanu KOXara, JIOKaJIHa 3ary0a Ha KO3uHa, ChpOeiK,
JKUBOTHH, BKIIFOUUTEIIHO U30JIUPAHU 3a4epBsBaHE HAa KOXKaTa).
CHOOIICHU):
I'enepanuzupan cppOek, 3aryda Ha KO3UHA.
XunepcanuBanus®, MOBpbIIaHE.
YBenuuena YYBCTBUTCIIHOCT KbM CTI/IMy.]'IaHI/IHZ,
JIENPeCcHsZ, IPyTU HEBPOJIOTHYHH TIPU3HAIINZ,
PecnimpaTopHu npusHanu.
! Mlpexoano.

2 O6paTumo.
% Cnent 06M3BaHe Ha MPOTYKTa MOXKE JIa Ce HAONIOIaBa KPaThK MEPHO/I HA TIPEKOMEPHA CATMBAIINS,
JbJDKAIIA CE OCHOBHO HA €CTECTBOTO Ha TIOMOIIHUTE BEIIECTBA.

Cno0111aBaHeTO Ha HEOJIArONPUATHH PEaKIUH € BaxkHO. ToBa MO3BOJISIBA HEMTPEKBCHAT MOHUTOPHHT Ha
0e30MmacHOCTTa Ha MPOAYKTa. MOXKeTe ChIIO Ja ChoOIIaBaTe HeOIaronpUsATHH PEaKkIuy Ha
MIPUTEXKATEIs Ha Pa3pelieHneTo 3a ThProBHsl, KaTO U3IOJI3BaTe JaHHUTE 32 KOHTAKT B Kpas Ha Ta3u
JUCTOBKA WM upe3 BamaTa HanmoHa Ha cucTeMa 3a ChOoOIaBaHe.

8. Jlo3upoBKa 3a BCEKHM BU/ JKUBOTHO, HAYMHHU U METO/ HA MPUJIOKEeHHe
[Ipunarane BbpXy OrpaHMYeH y4acThK OT KOXKaTa.

HpI/IHO)KeTe JIOKAJIHO BbPXY KOKaTa, B CbOTBECTCTBUC C TCJICCHATA MaCa, KAKTO CJIC/IBA.
MuHHMAaJTHHAT HWHTCPBAJ HA TPETHUPAHC € 4 CCIAMUIIN.

TenecHa Jo3a
Maca
Han 40 kg 1 nuniera Fipnil Combo 402 mg/361,8 pa3tBop 3a npuiaraie BbpXy OrpaHu4eH
y4acThK 32 MHOTO TOJIEMH Ky4eTa

MCTOI[ Ha IIpUJIaraHe.
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JpbxTe nurerara u3lpaBeHa.

2. TlouykaiiTe 1Mo ThHKATa YacT Ha IHIIETATA, 32 J]a CE YBEPHTE, Ue ChABPKAHUETO Ul C€ HAMUPA B

OCHOBHOTO U TSUIO.

OTtuynere Ha3aJ BbpXa.

4. Pazgenere Ko3WHATa Ha T'bpOa HA JKUBOTHOTO, B OCHOBATa HA BPAaTa, MPE] JOMATKUTE, JOKATO
KO>KaTa HE CTaHE BUAUMA.

5. TlocraBere BbpXa Ha MUIETATA BHPXY KOXKATa M CTHCHETE HIKOJIKO ITBTH MUTIETATA, 10 ITBIHOTO

M3Mpa3BaHe Ha ChABPKAHUETO U JUPEKTHO BEPXY KOXKaTa, B €JHA TOYKA.

@

Morar jga ce 3a0enexaT BpeMEHHH TPOMEHH B KO)KaTa (CIlacTsBaHe/OMa3HsIBaHe), Ha MACTOTO Ha
IpujaraHe.
9. CbBeTH 32 IPAaBUJIHOTO MPHJIATAaHE HA MPOAYKTA

U3xBBpHeTe Bcsika OTBOPEHA MUTIETA.

10. KapentHu cpoxoBe

He e npuinoxxumo.

11. CrnenmajaHu ycJI0BHS 32 CbXpPaHeHue

Ja ce cpxpaHsiBa faned OT HOrJieAa U Ha HEAOCTHITHM 32 JIeLa MECTa.

Jla He ce U3M0II3Ba TO3U BETEPUHAPEH JICKAPCTBEH MIPOLYKT ClIE]] U3TUYAHE CPOKA Ha TOIHOCT,
MIOCOYEH BHPXY CallleTO M eTHKETa Ha KapToHeHaTa onakoBka cien {{'ogen no: Exp.}. CpoxsT Ha
TOHOCT OTrOBaps Ha MOCIEIHMS AE€H OT TO3U MECell.

Ja ce cbXpaHsiBa B OpUTMHAIHATA ONAKOBKA C LIE]l IIpeilla3BaHe OT CBETJIMHA.

12. Cneuna.mm npeamnasii MEPKHU IPA YHUIIIOKaBaHE

BerepunapHuTe jgekapcTBEHH MPOIYKTH HE TPSAOBa J1a ObAAT U3XBBPIISHH Ype3 OTIIATHH BOIH UITH
OHUTOBH OTIANBIIN.

M3non3BaiiTe mporpaMu 3a BpbIllaHE IPU YHUILIOKABAHETO HA HEWU3IOJ3BAHU BETEPUHAPHU
JIEKAPCTBEHU NPOLYKTH WM OCTATBLHU OT TAX B CbOTBETCTBUE C U3UCKBAHUATA HA MECTHOTO
3aKOHOJIATEJICTBO M C BCUYKH MPHIIOKUMHU HAIIMOHAIHU CUCTEMHU 3a chOoupaHe. Te3u Mepku 11ie

IIOMOr'HaT 3a OIa3BaHC Ha OKOJIHaTa cpcaa.

To3u BeTeprHAPEH JICKapCTBEH MPOAYKT He TPsiOBa 1a ObJie M3XBBPIISH BbB BOIHH OACEiHH, Thil KaTo
fipronil u (S)-methoprene mosxe na ObaaT OMAacHK 3a pUOH U APYTH BOJAHU OPraHU3MHU.

[onuTaiite Bammst BeTepuHapeH jekap win ¢papManeBT Kak /1a YHUILOKHUTE HEHYKHH BETepUHAPHU
JIEKapCTBEHU MPOAYKTH.
538 Kaacudukanus Ha BeTepUHAPHUTE JIEKAPCTBEHH MPOAYKTH

Ha ce oTmycka 6e3 JekapcKo npeAnucanue.



14. Homepa Ha pa3penieHHeTo 32 THProBUsi H pa3MepH ONIAKOBKH

0022-2796

Kapronenu xytuu ¢ 1, 2, 3,4, 6, 8,9, 10, 12, 15, 18, 20, 21, 24, 30, 60, 90, 150 u 160 numetu B
VHAMBUIyaJTHU caleTa oT (oJno.

He Bcuuku pa3Mepu Ha OonakoOBKaTa MOTat Aa ObJaT MpeajaraHy Ha masapa.

15. JlaTa Ha mocJIeqHATA PeJaKIHs HA TeKCTa

06/2025

[MoapoOna nHpopManus 3a TO3H BETEPUHAPEH JIEKAPCTBEH MPOAYKT MOXKE J1a HaMepuTe B O6azarta
nanau Ha Chro3a otHOcHO mipoaykrute (https://medicines.health.europa.eu/veterinary).

16. JlaHHHM 32 Bpb3Ka

HDI/ITC)KaTCJI Ha pa3spCuICHUCTO 34 THbPIroBUA U IPOU3BOAUTCII, OTTOBAPAIL 34 OCBO60)KI[3B3H€TO Ha
mapTuan 1 1aHHHU 34 BPH3KaA 3a CBO6HlaBaHC Ha npeamnojaracMmu H€6J13FOHDI/I$ITHI/I PECAKIIUU.
Chanelle Pharmaceuticals Manufacturing Ltd.,

Loughrea,

Co. Galway.

Wpnannus.

Telephone: +353 (0)91 841788

vetpharmacoviggroup@chanellegroup.ie

17. JonbanuTtesiHa HHGOpMALHA

E Expired certificate

X

A-P KPACUMWP 3/TATKOB
AWNPEKTOP HA ANPEKLNA KBAM
Signed by: KRASIMIR YANKOV ZLATKOV
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