JIMCTOBKA

1. HanMeHoBaHUe HA BeTePUHAPHMSA JIEKAPCTBEH MPOAYKT

®unpuct Kombo 50 mg/60 mg pa3tBop 3a npuiarane BbpXy OrpaHHYeH Y4acThK 32 KOTKH U TIOPOBE
Fypryst Combo 50 mg/60 mg spot-on solution for cats and ferrets

2. CbcTaB

Besika numera ot 0,5 ml cpanpixka:

AKTHBHH BelllecTBAa:

Fipronil 50 mg
S-Methoprene 60 mg
ITomouHu BemiecTBa:

Butylhydroxyanisole (E320) 0,1 mg
Butylhydroxytoluene (E321) 0,05 mg

Buctwp xbaT pazrBop.

3. Bunose :kuBoTHH, 32 KOUTO € npenHasnayen BJIII

Kotku u nopose.

4. IMoxka3zanus 3a ynorpeda

IIpu xoTkNU:
Jla ce ynoTpe0siBa npu Onapa3uTIBaHUs C ObJIXH, CAMOCTOSTEIIHO UM B KOMOMHAIIUS C KBPIICKHU
W/WIN Xallely BBIIKA:

- Enmumunupane Ha 6bxu (Ctenocephalides spp.). UacekTuimHa epukacHOCT Cperry HOBH
orapasuTsABaHUS C Bb3pacTHU (OPMU Ha OBJIXH C MPOIBIDKUTEIHOCT 4 cenmuiiy. [IpeamnaspaHe ot
pa3MHOXaBaHETO Ha OBJIXUTE Ype3 MOTHCKAHE PA3BUTUETO Ha siifiaTa (OBOIM/HA aKTUBHOCT) U Ha
JIAPBUTE U KaKaBUIUTE (JIAPBUIIM/IHA AKTUBHOCT), MPOU3XOXKIAIIH OT I, CHECEHH OT
BB3PACTHUTE OBJIXH, 32 IECT CSIMUIIU CIIe]T PUITIOKEHUETO.

- Emmmvunampane Ha kbpieku (Ixodes ricinus, Dermacentor variabilis, Rhipicephalus sanguineus).
BeTepuHapHHAT JEKapCTBEH MPOAYKT UMa MPOABIDKUTEIHA aKapHIUIHa e(pUKacCHOCT 10
2 ceaMUIH cpelry Kbpiiexku (Ha 0azaTa Ha eKCIIEPUMEHTAITHH JIaHHH ).

- Enumvunamnpane Ha xaremu Bpimku (Felicola subrostratus).

BeTeprHapHHAT JEKapCTBEH MPOIAYKT MOXKE JIa C€ M3I0JI3Ba KATO YacT OT CTPATEeTHsTa 32 KOHTPOJI Ha
anepruyeH aepmaturt, npuanteH ot owsxu (Flea Allergy Dermatitis, FAD), korato e nipeiBapuTeiHo
JMarHOCTHLIMPAH OT BETEPHHAPEH JIeKap.



ITpu nopoge:
Ja ce ynoTpebsiBa mpu onapasuTsABaHUs C OBJIXH, CAMOCTOSTEITHO WIIH B KOMOWHAITHS C KbPIICKH:

- Enumvunupane Ha 66axu (Ctenocephalides spp.). Uncektuinana ehuKacHOCT CPEIly HOBH
OlapasuTABAHUS C Bb3pACTHH (OPMHU Ha OBJIXH C MPOIBDKUTEIHOCT 4 cenmuity. [IpeamasBane ot
pa3MHOXaBaHETO Ha OBJIXUTE Ype3 MOTHCKAHE PA3BUTHUETO Ha sidiata (OBOIMIHA aKTUBHOCT),
JIAPBUTE U KaKaBUAWUTE (JTAPBHIIMIHA AKTHBHOCT), MPOU3XOKIAIIM OT S, CHECEHH OT
BB3PACTHHUTE OBJIXH.

- Enumunupane Ha kbpiexu (I1Xodes ricinus). BerepuHapHUSIT JIeKapCTBEH MPOLYKT UMa
MPOIB/DKUTENIHA AKAPUIIHAHA aKTUBHOCT 3a 4 CEMUIIM CPEILy KbpJieKH (Ha O6a3zaTa Ha
EKCIIEPUMEHTAJIHN TaHHH).

5. [MpoTuBonokazanus

[lopanu nurnca Ha JOCTaThYHO NaHHM, BETEPUHAPHUST JEKaPCTBEH MPOLYKT HE TpsAOBa Aa ce
U3II0JI3Ba TP KOTEHIIA 10| 8-CeIMIUYHA Bh3PacT W/HJIM MPU TaKKBa ¢ TeliecHa Maca mox 1 Kg.
BerepuHapHUAT JIekapcTBEH MPOAYKT HE TPsOBa Jia ce U3IM0J3Ba MPH MOPOBE MO 6-MeceyHa Bb3pacT.
Jla He ce u3mon3Ba mpu OOJHHU KMBOTHU (HAIIP. OT CUCTEMHH 3a00JISIBAHUS, TPECKA) WK TIPH
JKMBOTHHU B IIEPHUOJ HA BH3CTAHOBABAHEC.

Ja He ce u3nos3Ba npu 3ailiu NOPagu ONACHOCT OT Bb3HUKBAHE HA HeOJIArONPUSITHH PeaKUU
WJIM 10PU CMBPT.

[lopanu nurnca Ha npoy4BaHusi, ynoTpedaTa Ha TO3M BETEpPUHAPEH JIEKaPCTBEH MPOAYKT HE Ce
MIpernopbyBa MpHU BUIOBE KUBOTHH, 332 KOUTO TOH HE € MpeHa3HayeH.

6. CrnenunaJiHu npeaynpe:RaeHus

CrnenuanHy TpeaynpesKIeHuUs:

Boaxute OT TOMAaNIHUATE TFOOUMIIA YeCTO HMHBA3UPAT KJICTKUTE HA KUBOTHHUTE, JIETJIaTa U MECTaTta UM
3a IOYMBKA, KaTO KWIMMH U MEKH MeOer, KOUTO B CIy4ail HA MACHBHA MHBA3US M B HAYAJIOTO HA
KOHTPOJIHUTE MEPKHU ChHIIO TPOBa jJa ObJIaT TPETUPAHH C TIOIXOISIIN HHCEKTULIUAN U PEIOBHO
[MOYMCTBAHH C MTPAXOCMyKayKa.

Hsma Hanmmynam JaHHM 3a e)eKTa Ha KbllaHe/IpujlaraHe Ha IIaMITI0aH BbPXY e(h)UKaCHOCTTa Ha TO3U
BETEPUHAPCH JICKAPCTBEH MPOAYKT MPHU KOTKH U TIOPOBE. BhIpeku ToBa, Ha 0a3a Ha HAIMYHATA
nHpOpMAITUS 3a KydeTa, TPETHPAHHU C IIAMITIOaH 2 JTHU Clie]] MPUJIOKESHUETO Ha BETCPUHAPHUS
JICKapCTBEH NMPOJYKT, HE CE MPENOPhUYBa KbIIAHETO HA XKUBOTHHUTE JI0 2 JIHU CJIe/ PUIOKEHHETO Ha
TO3W BETEPUHAPEH JICKAPCTBEH MPOIYKT.

CrnenmanHy npeana3sHu Mepky 3a 0e3omnacHa ynorpe0da npu BUAOBETE KHUBOTHHU, 38 KOUTO €
nopeadasgaued BJIIL:

Ja ce n30sTBa KOHTAKT HA BETEPUHAPHUS JIEKAPCTBEH MPOIYKT C OUYUTE HA JKUBOTHHTE.

BaxxHo € 1a ce ocurypu npuiioskeHre Ha BETepUHAPHHUS JIEKAPCTBEH MPOAYKT BHPXY MSCTO, KOETO
XKHUBOTHOTO HE MOXeE Ja OOJIMKE U []a ce MPEeIOTBPAaTH B3aUMHOTO 00JIM3BaHE C JPYTH KUBOTHH CIIEH
MPUIOKEHUETO MY.

Moxe a nMa MpUKpenBaHe Ha eIMHUYHH Kbpiexu. [lopagyu Ta3u npuyrHa TpaHCMUCHSTA Ha
WHQEKITMO3HUTE 3a00IIIBaHHS IPU HEOJIATONPHUSITHU YCIIOBHS HE MOXKeE J1a O'bJIe HAITBITHO M3KIIFOUYCHA.

CrienmanHy npeanasHi MEPKHU, KOUTO TPsiOBa Ja B3eMe JHUIIETO, MPIJIAranio BETEpUHAPHUS JIEKapCTBEH
HPOAYKT HA )KUBOTHUTE!

BeTeprHapHUSAT JIEKapCTBEH NMPOAYKT MOXKE J1a IPUYHUHHU JPAZHEHE HA JIMTABULUTE, KOJKAaTa U OUUTE.
3aroBa TpsAOBa Ja ce U305ArBa KOHTAKT Ha BETEPUHAPHUS JICKAPCTBEH MPOAYKT € YCTaTa, KoXKarta 1
OUHTE.




Xopa ¢ ycTaHOBEHa CBPhXYYBCTBUTEITHOCT KbM WHCEKTHIIMIH M aJIKOXOJ TpsiOBa Aa n30sArBaT
KOHTaKT C BEeTEpHHAPHISI JIEKapCTBEH MPOAYKT. [la ce n30srBa KOHTAaKT Ha BETEPHHAPHISI IEKAPCTBEH
MPOAYKT C IPBCTUTE Ha pbleTe. AKO TOBa c€ CIIy4YH PhLETe TPsAOBa Aa ce U3MUST C BOJa U CaIlyH.
[Ipu cnyuaiiHo momagane B ounTe, T€ TPAOBA Ja ce M3IJIAKHAT C YKCTa BOAA.

Pwrere TpsOBa na ce u3MHUBAT clies1 BCsiKa ynoTpeoa.

Jla He ce mymw, 1a He ce THe U Ja He ce KOHCYMHpa XpaHa 1o BpeMe Ha IPHIOKEHUETO Ha
BETEpPUHAPHHUS JIEKAPCTBEH MPOIYKT.

TpernpanuTe )KMBOTHH He TPSOBA /1A CE TANAT JOKATO MSACTOTO Ha MPUIIOKEHHNE Ha BETEPUHAPHUS
JIEKapCTBEH NPOIYKT He n3chbxHe. He TpsiOBa na ce mo3BoisiBa Ha Jiena Jja UrpasitT C TPEeTUPAHUTE
YKUBOTHH, IOKaTO HE U3ChXHE MACTOTO Ha mpuioxeHue. [lopaau ta3u npuunHa He ce MpenopbUBa
KUBOTHUTE Ja ObJAT TPETHUPAHU pe3 JACHS, a paHO Beuep, KaTo Ha Te3H )KUBOTHH J1a HE CE MO3BOJISIBA
Jla CTIAT TIPY CTOMIAHUTE U 0COOEHO TP JeTia.

BbpemeHHoCT:
Kotku: JIaGopaTopHHTE IpOYyYIBaHUS ITPH KOTKH HE IMTOKa3BaT HUKAKBH JJOKA3aTEJICTBA 32

TEPaTOreHHOCT, (PETOTOKCHYHOCT MIIM TOKCHYHOCT 3a Makikata. Moxe Ja ce mpujara 1o BpemMe Ha
OpEeMEHHOCT.

ITopoge: be3onacHoCTTa Ha BETEpHHAPHHS JIEKAPCTBEH MPOLYKT HE € J0Ka3aHa o Bpeme Ha
opemenHocrt. [Ipunara ce camo ciiesi pereHKa Moi3a/pUck OT OTTOBOPHHS BETEPUHAPEH JIeKap.

JlakTamnus:
Kotku: [loTeHnannaTa TOKCHYHOCT HA BETEpUHAPHUS JIEKAPCTBEH MTPH KOTEHIIA MO 8-CeIMUYIHA

BB3pACT B KOHTAKT C TPETUPAHH KEHCKU KOTKH, HE € JOKyMeHTHpaHa. HeoOxoanmu ca crienuaiau
MEPKH B TO3HU CIy4ai.

[Topose: bezonacHocTTa Ha BETepUHAPHUS JICKAPCTBEH IPOLYKT HE € I0Ka3aHa [0 BpeMe Ha
naxranus. [Ipunara ce camo cieq perieHKa 1oj3a/puck OT OTTOBOPHUS BETEPUHAPEH JIeKap.

BsanMoielicTBIE ¢ Ipyru BETEPUHAPHU JEKAPCTBEHN IPOAYKTH U APYTH POPMHU HA B3aHUMOJEIHCTBHUE:
He ca uzBectnu.

[Ipenosupane:
PuckbT OT 10sIBa Ha HEOIATOTIPUATHA PEAKIINH C€ YBEIMUaBa Npy Npeo3upaHe (BUKTE TOUKa

,,HeOmaronpusiTHu peaximu’).

IIpu xotku: He ca HaOmogaBaHu HEOMArONPHUSTHU PEAKIMU NPH IPOYUYBaHUS 3a 0€30MaCHOCT Ha
MIPOJYKTa MPH BUJA )KUBOTHH, 32 KOWTO € MpeaHa3HaveH, IpY KOTKHU U KOTEeHIIa Ha §-ceIMUYHa
BB3paCT M MO-Bb3PACTHHU U C TeJeCHAa Maca okojo 1 Kg, TpeTupaHu BeIHbK Ha Mecel] C 103a NeT IbTH
[10-BUCOKA OT IIPeNopbUUTEIHATA, 3a IIECT [I0CIeJ0BaTeIHN Mecelia. Bb3MorkHa e nosiBara Ha
cbpOex cien Tpetupanero. [lpego3upanero Ha BeTeprHApHUS JIEKApCTBEH NPOIYKT 1€ I0BEIE 10
JIeTIKaB BUJ] HAa KO3WHATa Ha MSICTOTO Ha IpuiiokeHune. Bee nak, ako ToBa ce citydwu, e n3desne a0 24
qaca ciiesl HpUJIOKEHHUETO.

[Tpu mopoge: I1Ipu mopoBe Ha Bb3pacT 6 Mecela 1 Mo-Bb3pacTHH, TPETUPAHU BEAHBK Ha BCEKU 2
CE/IMHUIIM, 32 YETHUPHU TPETHUPAHUS C J103a MET IIbTH M0-BHCOKA OT MPENOpHUNTETHATA, € HAab0JaBaHa
3ary0a Ha Teryo Mpy HIKOHU OT KHUBOTHHTE.

OCHOBHH HECHBMECTUMOCTH.
He ca usBectHu.

7. HebaaronpusiTHu peakuuu

Kotku, nopose:

MHoro penku Jliommene Ha KOXaTa Ha MSCTOTO Ha MPUIOKEHHE,
aJIoTenysi Ha MSICTOTO Ha MPIJIOKEHUE, ChPOEK Ha




(mmo-manko ot 1 mHa 10 000 TpeTupanu MSCTOTO Ha MPIIOKEHUE, epuTeMa Ha MACTOTO Ha

’KUBOTHH, BKJIFOUUTEITHO U30JIUPAHU MIPUIOKCHUE
CbOOLCHHUS): ['enepanusupan CbpOEK, aTOTCTIHS
C Hem3BecTHA YeCTOTa Xurnepcanupanus’, MoBphIIaHe

(OT HAIMYHKTE JAHHU He MOXKe 1a Oble | XurepecTesus?, Ienpecys’, HeBPOJIOTHYHH
HallpaBeHa OIICHKA 3a YeCTOTaTa): CHUMITTOMU?

Mosxe ma ce HabmogaBa U B CiTy4vaii Ha 0OIM3BaHe HA MACTOTO HA IPUIIOKEHHE (TJIABHO MOPaIu
€CTECTBOTO Ha MOMOIITHOTO BEIL[ECTBO).
206paTimu.

CroOI11aBaHeTo Ha HEOIArOMPUATHH PEAKIIUH € BaXXHO. TOBa MO3BOJISIBA HEMTPEKBCHAT MOHUTOPHHT
Ha 0€30IacHOCTTa Ha MPOJAyKTa. AKO 3a0€/Ie)KUTE HIKAKBH HEOJIArONPUATHU PEaKI[UH, BKITFOUUTEITHO
Y TaKWBa, KOUTO HE Ca OMHCAaHU B Ta3W JIUCTOBKA WJIM MHUCIIUTE, Y€ BETEPUHAPHUS JIEKAPCTBEH
MPOIYKT HE AeHCTBa, CBBPKETE ce MBPBO ¢ Bamus BerepuHapeH jiekap. Moxere cbhIIo 1a
chOOIIaBaTe HEOIATOTIPUATHA PEAKIINH Ha TIPUTEKATENS Ha pa3pelieHHeTo 3a ThProBHs, KaTo
M3MOJ3BaTe JaHHUTE 32 KOHTAKT B Kpas Ha Ta3W JUCTOBKA WM upe3 BarmaTta HaloHagHa cucTeMa 3a
cpobiaBane: https://kvmp.bfsa.bg/phv.

8. I[O?.I/IPOBKa 3a BCEKH BU/I )KUBOTHO, HAYUHHU U ME€TOA HA MPUJIOKCHUE

Enna nunera ot 0,5 Ml Ha koTka, oTroBapsiiiia Ha MUHHMAJIHA [IPENOphUUTENHA 103a 0T 5 Mg/Kg
¢dunponnn u 6 mg/kg 3a (S)-meronpeH, Upe3 JTOKATHO NPUIIOKEHUE BbPXY KoxKarta (Ipujiarane BbpXy
OTpaHUYeH Y4acCTbK).

Enna nunera ot 0,5 ml Ha nop, otrosapsiima Ha 103a ot 50 mg dunponun u 60 mg 3a (S)-meronpeH
Ha >KMBOTHO, Ype3 JIOKAIHO NMPUIIOKEHUE BbpPXY KokaTa (IIpHujaraie BbpXy OrPaHHYeH yUacThK).

Hauun Ha npunoxeHue:

1. U3Bagere numerara OT ONAaKOBKaTa. 3apBKTE MUIETaTa B U3NPABEHO ITOJIOKEHHE, 3aBbPTETE U
M3AbpIIAliTe Karmaykara.

2. OObpHeTe KamavykaTa M rocTaBeTe APyrus Kpail Ha kanaukata oOpaTtHo Ha nunera. HatucHere u
3aBbpTETE Kanaykara, 3a Jia CIylnuTe YIUIbTHEHUETO, CJIe]] KOETO N3BaJIeTe KarnavykaTa OT
MUIeTara.

3. Pa3rBopere Ko3uMHAaTa Ha BpaTa Ha JKUBOTHOTO B OCHOBAaTa Ha Yepera, JOKaTo ce BUIM KOXKaTa.
IocraBere 3aocTpeHus Kpail Ha MUIMETaTa BHPXY KOXKATa M CTUCHETE CUITHO HAKOJIKO ITBTH, 32 J1a
M3CTUCKATE ISUIOTO ChIbPIKAHUE IUPEKTHO BBPXY KOXKaTa B €IHO MSCTO.

Je)ie)

9. CbBeTH 32 IPAaBUJIHOTO NPUJIATAHE HA MPOIYKTA

[Topanu numica Ha MPOYYBaHUS OTHOCHO 6€30MaCHOCTTa, MUHIUMATHHAS HHTEPBAT MEXKTY
TIPUIIOKEHUATA € 4 CeaMUITH.


https://kvmp.bfsa.bg/phv

10. KapenTHu cpokoBe

He e npunnoxxumo.

11. CoenmnajHu yCJIOBHSI 32 CbXpPaHEeHHE
Jla ce chxpaHsiBa qajied OT IOIJIea U Ha HEAOCTHIIHMU 3a JIela MeCTa.

Ha ce cpxpansBa npu temmepatypa non 30 °C.
Jla ce chxpaHsBa B OpUTHHAIIHATA OMTAKOBKA C 11T MPE/IIa3BaHe OT CBETIIMHA U BJIATra.

Jla He ce M3MoJI3Ba TO3H BETEPUHAPEH JICKAPCTBEH MPOMYKT ClIE]] U3THYaHE CPOKa Ha TOJTHOCT,
MOCOYEH BhPXY €THKETA U KapTOoHeHaTa KyTus cieq EXp. CpoksT Ha TOTHOCT OTTOBApPS Ha MOCIICTHHS
JICH OT TO3U Mecell.

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

BerepuHapHuTe IEKapCTBEHU TPOIYKTH HE TPAOBA Ja ObJAaT U3XBHPISHH Ype3 OTIMAHHA BOIU UITH
OUTOBH OTIIAIBIIH.

To3u BeTeprHAPEH JIEKapCTBEH NPOAYKT He TpsiOBa 1a ObJie M3XBBPIISIH BbB BOAHU OaceiHH, Thbi KaTo
¢unponun u (S)-MeTonpeH Moke J1a ObIaT OMACHH 3a PUOH U IPYTU BOJHH OPTaHU3MH.

W3non3saiite mporpaMu 3a BpbIlaHe IPH YHAIIOKABAaHETO HA HEU3IOJI3BAHN BETEpUHAPHA
JIEKapCTBEHH IIPOAYKTH HJIM OCTAaTBLH OT TSIX B CBOTBETCTBHE C M3UCKBAHUATA HA MECTHOTO
3aKOHOJATEJICTBO U C BCUUKH MPHJIOKMUMHU HAIIMOHAIIHU CUCTEMH 3a chOupaHne. Te3n MepKkH 1ie
IIOMOT'HAT 3a OIla3BaHE Ha OKOJIHATA CPEeaa.

[NonuTaiite Bamst BeTepuHapeH jiekap Win ¢papMaleBT Kak /1a YHUIOKUTE HEeHYKHH BETCpUHAPHU
JIEKapCTBEHU MPOAYKTH.

13. Kaacudukanus Ha BeTePpUHAPHHUTE JIeKAPCTBEHH MPOAYKTH

Jla ce oTmycka 0e3 JiekapcKo MpenucaHue.

14. Homepa Ha pa3penieHHETO 32 THProOBUS H Pa3MepPH ONMAKOBKH
Ne 0022-2241

Pasmepu Ha onakoBkaTa:
Kapronena xyTus, ceappikama 1, 3, 6 win 10 muneTn.

He Bcuukn pa3sMEpu Ha OIMaKOBKaTa Morart Ja 6’LI[aT npeajiaranv Ha masapa.

15. [laTa Ha mocjiefHATa peJaKIUs HA TEKCTA
08/2025

Hoapo6Ha HHq)OpMaHHH 34 TO3H BECTCPUHAPCH JICKAPCTBCH NPOAYKT MOXKC [1a HAMCPUTC B Oasara
nannau Ha Cpro3a otHocHO mpoaykTute (https://medicines.health.europa.eu/veterinary).




16. [lanuwu 3a BpB3Ka

[IpuTekaTen Ha pa3pelICHUETO 3a THPIOBHS M IPOM3BOIMTEN, OTIOBAPSIIL 32 OCBOO0KIaBAHETO HA
[apTUAM M JAHHU 33 BPH3Ka 3a ChOOIaBaHe HaA MPEANOIaraeMy HEOIArOnpHUsITHH PEAKIIHH;
KRKA, d.d., Novo mesto, gmarjeéka cesta 6, 8501 Novo mesto, CnoBeHus

Temn: +359 2 962 34 50

13.10.2025 r.
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[-P KPACUMWP 3/IATKOB
OVPEKTOP HA ANPEKLINA KB/IM
Signed by: KRASIMIR YANKOV ZLATKOV




