B. IUCTOBKA



JIMCTOBKA

1. HaumeHoBaHNe HA BeTEPUHAPHUS JI€KAPCTBEH MPOAYKT
OUITPUCT 50 mg pa3TBOp 32 MpHiIaraHe BbPXy OTPaHUYEeH YIaCTHK 32 KOTKH
FYPRYST 50 mg spot-on solution for cats

2. CbcraB

Besika mumera ot 0,5 ml ceabpixa:

AKTHBHHU BellleCTBA:

Fipronil 50 mg

IToMouHu BenecTBa:

Butylhydroxyanisol (E320) 0,10 mg
Butylhydroxytoluene (E321) 0,05 mg

CBeTI0XXbJITa TEYHOCT.

3. Bujaogse ;kMBOTHH, 32 KOUTO € npeaHasHayed BJIII

Kotku

4, Iloka3anus 3a ynorpeoda

3a neveHue u npoduiakTuka Ha onapasutsaBane ¢ Obixu (Ctenocephalides felis) u kbpresxu
(Rhipicephalus spp., Dermacentor spp., Ixodes spp.) npu KoTKu.

JleyeHue 1 KOHTPOJI Ha aJleprHYCH IePMATHUT MPH KOTKH, puunHeH ot Obiixu (Flea Allergy Dermatitis,
FAD).

IIpodunakTika 1 ledeHne Ha KOTKH, omapasurenu ¢ Felicola subrostratus xamemu BbIIKH.

5. IIpoTuBONOKA3aHUA

ITopaau nunica Ha JOCTaTHYHO NaHHU, BETEPHHAPHUAT JIEKAPCTBEH MPOIYKT HE TPAOBa /a ce M3MO3Ba
IpU KOTEHIIa TI0]1 8-ceIMUYHA Bb3pacT M NP TaKKBa ¢ TejecHa Maca moj 1 Kg.

Jla He ce U3I0J13Ba BETEpPHHAPHHS JICKAPCTBEH MPOJYKT IPH OOJTHH )KUBOTHHU (CUCTEMHU 3a00JIsSIBaHHS,
TpEeCKa) WM IPH )KUBOTHH B IIEPUOJ HA BH3CTAaHOBSIBAHE.

Jla He ce M3M0II3Ba MPHU 3aiIIK TIOPaJK OMACHOCT OT HEOIArONPUSTHA CHOUTHS HITH JIOPH CMBPT.

6. CrnenmajaHu npexynpexIeHus
CrenuaiHy NpeAynpeKICHU

KbpnexuTe 1o »kMBOTHUTE TpsIOBa Ja ObJaT OTCTpaHEHH MPeIu YHOoTpebaTa Ha BeTEpHHAPHUS
JIEKapCTBEH MPOJYKT, 3a []a € HaMalld PUCKBT OT TPAHCMHUCHUBHU 3200 ISIBaHHS.




JluricBaT JaHHU OTHOCHO e(PMKACHOCTTAa Ha BETCPHUHAPHUS JICKAPCTBEH MPOIYKT CIIe]
KbITaHE/TPETUPAHE Ha KOTKHUTE C IIaMIIoaH. BeIipekn ToBa, Ha 6azara Ha WHGOPMAIHITa OTHOCHO
e(hMKacHOCTTA TPHU KydeTa, KOUTO ca KbIIaHU C [IaMIIOaH JIBa JHH CJIe]] IPUIOKCHUE Ha
BETEPHHAPHHMS JICKAPCTBEH MPOIYKT, KbIIaHE HA KOTKUTE HE C€ MPENophuBa 3a IEPUOJT OT JBa THU
CJIe]] IPUJIaraHeTo My.

Mosxe a UMa MPUKPETBaHE HAa eIMHIYHY Kbpiexu. [lopaay Ta3u npuuuHa NpeaaBaHeTo Ha
WH(EKINO3HU 3a00JIIBaHUs, IPUIMHECHU OT KbPJICKHU NPU HEOJAronpUATHHU YCIOBHUS HE MOXKE J1a
ObJIc HAITBJIHO U3KITI0UYeHO. KaTo npaBuiio, KbpIIeXKHTE Iie ObJAT YHUIIOKEH! U IIE MATHAT OT
’KHBOTHOTO B paMKuTe Ha 24 1o 48 gaca ciep 3apa3sBaHe, 0e3 1a ca moenn KpbB. [IpukpenBaneTo Ha
SAVMHUYHY KBPJICKU CIIC] TPETUPAHETO HE MOXKE J1a ObJIC M3KITFOUCHO.

braxuTe OT ToMaHUTE JTFOOUMIIM Y€CTO MHBA3HUPAT KICTKUTE Ha )KUBOTHHTE, JIETJIaTa U MECTaTa UM
3a IOYMBKA, KATO KWJIMMHU U MEKH MeOeIH, KOUTO B CITy4dail HA MaCHBHA MHBa3Hs U B HAYAJIOTO HA
KOHTPOJIHUTE MEPKH ChHIIIO TPSOBA J1a ObJIaT TPETUPAHH C TIOJXOASIIN HHCEKTUIIUIN U PEIOBHO
MOYUCTBAHM C IPAXOCMyKauKa.

CrenuaaHy Opeana3sHu MEPKH 3a Oe3omacHa ynoTpe0a MpH BUIOBETE )KUBOTHH, 34 KOUTO €
npeanasz"gaueHd BJIIT:

BaxxHo € 1a ce ocurypu npuiaraie Ha BETEpUHAPHUS JEKaPCTBEH NPOAYKT BbPXY MACTO, KOETO
JKUBOTHOTO HE MOXKE Jia OOJIMIKE U JIa Ce MPEIOTBPATH B3aUMHOTO OOJIM3BaHE C JPYTU KUBOTHH CJIE]
MIPUJIOKEHUETO MY.

Ja ce n30srBa KOHTAKT HA BETCPUHAPHUS JICKAPCTBEH MPOAYKT C OUUTE HA )KHBOTHHUTE.

CrenyagHy OpeAna3Hi MEpPKH, KOUTO TPsOBa Jia B3eMe JIUIIETO, IPUJIAralllo BeTepUHAPHUS JICKaPCTBEH
IPOAYKT Ha )KUBOTHHUTE!

BerepuHapHUAT eKapcTBEH MIPOAYKT MOXKE J1a IPUUUHHM APa3HEHE Ha JIMTaBULIUTE M OYUTE. 3aTOBA,
TpsiOBa J1a ce U30ArBa KOHTAKT Ha BETEPHUHAPHUS JIEKAPCTBEH MPOLYKT C YCTaTa U OYHTE.

Xopa ¢ ycTaHOBEHA CBPBXUYBCTBUTEIHOCT KbM (DUIIPOHUIT HITH aJIKOXOJ TPSAOBa Ja 30SrBaT KOHTAKT
C BETepUHAPHUS JIEKApCTBEH MPOAYKT. Jla ce n30srea KOHTAKT HAa BETEPUHAPHUS JIEKAPCTBEH MPOIYKT
C IPBCTUTE Ha phIETe. AKO ce CIIyYH TaKbB KOHTAKT, I3MHHTE HE3a0aBHO C BOJA U CAMyH.

IIpu cnyyaifHo monagaHe B OUUTE, T€ TPAOBA Ja ce M3IUIAKHAT C YHCTa BOJA.

[a ce u3muBat ppLeTe cies ynorpeoda.

TpeTtupanuTe KUBOTHH He TPAOBA J]a ce TAIST U He TPSAOBa J1a ce M03BOJIsBA Ha JIela J]a UTPasT C
TPETUPAHUTE )KUBOTHH, JOKATO MSICTOTO Ha NMPHUJIOKECHUE HA BETEPUHAPHUS JISKAPCTBEH MPOIYKT HE
n3cbxHe. [lopagy Ta3u npuyrHa He ce MpenopbyBa KUBOTHUTE Ja ObJIAT TPETUPAHU IPe3 ACHS, a
paHo Beyep, KaTo Ha Te3U KUBOTHH J]a HE c€ M03BOJISIBA J1a CIISAT NIPH CTONAHKUTE U OCOOCHO MPH Jewa.
[a He ce mymm, 1a He ce MUe U J]a He ce KOHCYMHpa XpaHa [0 BpeMe Ha IpujlaraHeTo Ha
BETEPUHAPHHUS JIEKAPCTBEH MIPOAYKT.

BDCMCHHOCT U JJAKTalUA:

bes3omacHocTTa Ha BETCPpUHAPHUS JICKAPCTBEH IMPOAYKT € AOKa3aHa Ipyu KOTKHU 3a pasIiion, IIpu
6peMeHHI/I " JIaKTUPpaI )XCHCKU KOTKH, TPETHUPAHU C HAKOJIKO IMOCIECA0OBATCIIHN 03U 10 TPU IbTU
IMO-BUCOKHU OT MAKCUMAJIHUTEC NPCHOPHUUTCIIHA T03U.

Moxke Ja CC npujara 1o BpeMe Ha 6peMeHHOCT " JJaKTalus.

3anIoageMOCT.
Mosxe na ce mpuiiara npu >KMBOTHHU 3a Pa3IUION.

Bs3aumoelicTBue ¢ Apyru BeTepUHAPHY JIEKAPCTBEHN OPOAYKTH U APYTH (GOPMHU HA B3aUMOJAEHCTBHE:
He ca u3BecTHH.

IIpenosupasne:
He ca maOnronaBaHu HEOIATONPUATHH PEAKIIMH MTPH JTa00paTOPHU MIPOYYBAHUS OTHOCHO

0e30macHOCTTa Ha BETEPUHAPHHUSA JIEKapCTBEH MPOIYKT MPHU BHUIA )KHUBOTHH, 32 KOUTO € TMpeHa3HaueH,
MIpH W3CTIeIBaHMS Ha KOTEHIIa Ha §-CeIMMYHA, KAKTO M Ha TIO-TOJIsIMa BB3pacT U C TeJIeCHa Maca OKOJIO
1 kg, TpeTHpaHu BEAHBK MECEYHO C /1032 MET ITBTH M0-BHCOKA OT MPENOPHUNUTEIIHATA, 32 IECT
MOCJIEIOBATCIIHU MECelia.



PUCKBT OT NOsIBa Ha HEOIATONPHUATHN PEAKIIMU MOXKE Ja C€ YBEINYH C MPET03UPAHETO (BIKTE TOUKA
,,HeOmaronpusTHi peakium‘).
Bb3MoxkHa e nosiBaTa Ha CbpOEK HEMOCPEICTBEHO CIe]] TPETUPAHETO.

OCHOBHHM HECEBMECTUMOCTH:
He ca uzBectHu.

7. Heo0aaronpusTHu peakuum
Korku:
MHoro peaku CKBamMo03a Ha MSCTOTO Ha NPUIIOKEHHE, anonenus Ha
(mo-mayiko ot 1 ma 10 000 Tpetupanu MSICTOTO Ha IPUIOKEHHE', ChPOEXK HA MICTOTO HA
1
KMBOTHH, BKJTIOUHTEIHO W30JUPAHH NIPUJIOXKEHKE, 3aUepBsSBaHE HA MACTOTO Ha
1
CHOOIICHUS): HMPUIIOKCHUC
['eHepanu3upan CbpOEkK, FeHEPATU3MPAHA ATOTIEIHS
Xunepcanusanus?, oBpbIaHe
HeBpoJIoruuHu CUMITOMHU®, XMUIEPECTE3HSA
Jenpecus®
Tpexonuu

2Mosxe J1a ce HaOIIo1aBa U B CiIydaii Ha 00JIM3BaHe HA MACTOTO Ha MPUIIOKEHHE (IJIABHO HOPaIu
€CTECTBOTO Ha TOMOIIHOTO BEIIECTBO)
*06paTumu

C”[>06I]_IaBaHeT0 Ha He6J‘IaFOHpI/IHTHI/I PpCaKknun € BaXXHO. ToBa mo3BossiBa HCIIPEKBCHAT MOHUTOPUHT Ha
6630HaCHOCTTa Ha IpOAYyKTa. Axo 33.66J'I€)KI/IT€ HSKAaKBU H66JIaFOHpI/I$ITHI/I peaKnuu, BKIIFOYUTCIIHO U
TaKHBa, KOUTO HE Ca OIIMCaHHU B Ta3u JIMCTOBKA UJIN MHUCJIIUTE, Y€ BeTepI/IHapHI/IH J'IeKapCTBeH HpO)Z[yKT
HE JIeliCTBa, CBBPIKETE CE MbPBO C Balns BeTepuHapeH jiekap. MoxkeTe ChIlo Ja cbo0OIaBare
He6J'IaFOHpI/I5[THI/I peaKHI/II/I Ha HpI/ITe)KaTeJIH Ha pa3peu1eHHeTo 3a T’prOBI/IH, KaTO U3II0JI3BATC JAaHHUTEC
3a KOHTAKT B Kpas Ha Ta3u JIMCTOBKA HUJIN 4YPE3 Bamara HallMOHAaJIHA CUCTEMA 3a C”[>06H_IaBaH62
https://kvmp.bfsa.bg/phv.

8. I[OSI/IPOBKZI 34 BCCKM BHU/I )KUBOTHO, HAYUHHU U METO1 HA MPUJIO0KCHHUE

IIpunarane BbpXy OrpaHUYEH y4acThK.

2!031/1[ )OBKA.

[punara ce cabpxanueTo Ha 1 eqaono3oBa numera ot 0,5 Ml Bbpxy koxara B 006macTTa MeXIy
TUICIIKHTE.

Hauun Ha npunoxenue:

1. H3Bazere mumerara OT ONAKOBKaTa. 3aAPHKTE MHUIETaTa B U3MPABEHO MOJIOKEHHE, 3aBbPTETE U
U3IbPIIANTE KallayKaTa.

2. OObpHeTe Karmaykara 1 [ocTaBeTe APyrus Kpall Ha kanaukaTta oOpatHo Ha nurera. HatucHere u
3aBbpTETE Kallaukara, 3a 1a CUyNuTe yIIbTHEHUETO, CJIe]] KOETO U3BaJleTe Karaykara oT
MUIETaTa.

3. PasTBOpeTe KO3MHATa HA BpaTa Ha )KUBOTHOTO B OCHOBATA HA BpaTa Npeau IUICIIKUTE, T0KaTO
KokaTa craHe BuanMa. IloctaBere 3aocTpeHus Kpail Ha munerara BbpXy KOXKaTa U CTUCHETE
CUJIHO HSIKOJIKO ITBTH, 32 J]a U3CTUCKATE IUNIOTO ChIbpKaHUE JUPEKTHO BbPXY KOKaTa B €JHO
MSICTO.



https://kvmp.bfsa.bg/phv

‘1’\&

Enna no3a oT BeTepHHAPHUS JICKAPCTBEH NPOLYKT € €()eKTUBHA CPELly Onapa3suTsBaHe ¢ ObJIXH 3a
MEPUOA 110 5 CEAMMIIH.
BerepruHapHUST ekapcTBEH MPOAYKT € €PEKTHBEH CPEILy KbpJIekKH B IPOIBIDKEHHE Ha 2 CEAMUIIH.

9. CbBeTH 32 IPABMJIHOTO NMPHJIAraHe HA MPOJYKTA

[Mopanu nurca Ha IPOYYBaHUSI OTHOCHO O€30MIACHOCTTA Ha BETEPHHAPHUS JICKAPCTBEH MPOIYKT,
MUHHMAIIHUS HHTEPBAJl MEKAY TPETUPAHUITA € 4 CeIMUIIH.

10. KapenTHu cpoxoBe

He e mpunoxumo.

11. CpoenuaJiHU yCJIOBHS 32 CbXpaHeHHe

Ja ce cbxpaHsBa Jjajed OT IOIIea U Ha HEeJOCTBIIHY 3 JIela MecTa.

Jla ce cbxpaHsBa B OpUI'MHAJIHATa ONAKOBKA C IIEJ MIPe/Na3BaHe OT CBETIMHA.

To3u BeTepUHApPEH JIEKAPCTBEH NPOAYKT HE N3UCKBA HUKAKBU CIIELIUATIHU TEMIIEPATYPHHU yCIIOBUS 3a
CbXpaHEHHE.

Jla He ce M3I0JI3Ba TO3H BETEPUHAPEH JICKAPCTBEH MPOAYKT CJIe/l U3THYaHEe CPOKa Ha TOJTHOCT,
IMOCOYCH BBPXY €TUKETA U KapTOHCHATa KyTHA CIICA EXp CpOKT)T Ha TOAHOCT OTroBaps Ha MOCJICIHUA
JICH OT TO3M MecCell.

12. Cneuna.mm npeamnasii MEPKHU IPA YHUIIIOKaBaAHE

BerepunapHuTe nekapCcTBEHU MPOIYKTH HE TPAOBA 1a ObJaT U3XBBPISHU Upe3 OTIIaJHU BOIU HITU
OHMTOBH OTITAABIIH.

To3u BeTeprHApEH JIEKApCTBEH NPOIYKT He TPsiOBa J1a ObJie U3XBBPIISH BbB BOJHHU OaceiHH, Thi KaTo
(bUnpoHWI MOXKe 1a ObJie OTlACeH 3a pUOU U JIPYTH BOJHU OPTaHH3MH.

M3nonseaiiTe mporpaMu 3a BpbIIaHE IPH YHUIIOKABAaHETO Ha HEU3IOJI3BAHN BETEPUHAPHU
JIEKAPCTBEHHU ITPOYKTU WIA OCTATBLM OT TSAX B CbOTBETCTBUE C M3UCKBAHUATA HA MECTHOTO
3aKOHOJIATEJICTBO U C BCUYKHU TPUJIOKUMH HAIIMOHAIHN CHCTEMH 3a chOupane. Te3u MepKH e
ITOMOTHAT 32 OINIa3BAHE Ha OKOJIHATA CPENa.

[Nonuraiite Bamms BetepuHapeH jekap win (papMarieBT Kak Jia YHUIIOKUTE HEHYKHH BETEpUHAPHH
JIEKAPCTBEHU IIPOLYKTH.

13. Kaacuduxanusi Ha BeTepUHAPHUTE JeKAPCTBEHH MPOIYKTH

Ja ce oTimycka 6e3 nekapcko npeucanue.



14. Homepa Ha pa3pellieHHeTO 32 THPTOBUS H Pa3MepH ONAKOBKHU
Ne 0022-2473

Kapronena xytus, KosTO ChIbpxKa enHoa030Ba mumneta ot 0,50 ml pa3TBop, Beska, makeTHpaHa B
TPHCIIOCH TUTHK.

Pasmepwn Ha omakoBKaTa:
Kyrtusc 1, 3, 6, 10 u 20 nuneTu.
He Bcuuku pa3Mepu Ha OlakoBKaTa Morar ja ObJIaT Ipe/JiaraHy Ha masapa.

15. JlaTa Ha mocjieiHATA peAaKIUs HA TEKCTA
09/2025

[MoapoOHa nHpoOpMaLKs 3a TO3H BETECPHUHAPEH JIEKAPCTBEH MPOAYKT MOXKE J1a HamMepHuTe B OazaTa
nmannan Ha Chro3a otHocHO mpoaykrute (https://medicines.health.europa.eu/veterinary).

16. JlanHu 3a Bpb3Ka

[IpuTekaren Ha pa3pelISHUETO 3a ThPIOBHSI M IPOM3BOAMTEN, OTIOBAPSIIL 32 OCBOO0KIaBAHETO HA
[MapTUAM U JaHHU 33 BPH3Ka 34 ChOOIIaBaHe Ha MTPEANOIaraéMyu HeOIaronprusITHA PEAKIIAMN:
KRKA, d.d., Novo mesto, Smarje§ka cesta 6, 8501 Novo mesto, CnoBeHus

Ten: +359 2 962 34 50






