KPATKA XAPAKTEPUCTHUKA HA BETEPUHAPHOMEJIULUHCKH ITPOAYKT
C JIMIIEH3 3A YIIOTPEBA Ne 0022-2476/21.01.2015

1. HAMUMEHOBAHUE HA BETEPUHAPHOMEJIULUHCKUS MPOAYKT
FYPRYST 67 mg spot-on solution for dogs

OUITPUCT 67 mg cnoT-oH pa3TBOp 3a Kydera

2. KAYECTBEH U KOJIMYECTBEH CbCTAB
1 munera (0,67 ml) cpbpxa:

AKTHBHA cyOCcTaHIMSA:

Fipronil 67 mg

Excuunuenru:

Butylhydroxyanisol (E320) 0,134 mg
Butylhydroxytoluene  (E321) 0,067 mg

3a IBbJIHUA CIIUCHK HA EKCUUMUECHTUTE, BUXK pa3aen 6.1.
3. OAPMAIEBTUYHA ®OPMA

PaBTBOp 3a MpuJjiaraHne BbpPXY OrpaHUYCH Y4aCThbK OT KOXKaTta.
CBeTIIO XKbJITa TSYHOCT.

4. KIMHUYHU JAHHHA

4.1 Bunose :xnBOTHH, 32 KOUTO e NpegHasHaYeH BMII

Kyuera

4.2 TepaneBTUYHM MOKA3aHMSL, ONIPeAeIEeHH 32 OTAEJHUTE BUTOBE ;KUBOTHHU

3a neyeHue U MpoQHIaKTHKA Ha KydeTa pu nHBasupane ¢ 0bixu (Ctenocephalides spp.) 1 Kbpiexu
(Rhipicephalus spp., Dermacentor spp., Ixodes spp.).

JleyeHue 1 KOHTPOJ Ha aJepPrHYCH IePMATUT IPHU KydeTa, IPUIUHEH OT OBJIXH.

[IpodunakTuka 1 ieueHre Ha KydeTa, MHBa3upanu ¢ Trichodectes canis Xarnemy BbIIKH.

4.3 [MpoTuBonoOKazaHus

I[a HC CC yHOTpe6$[Ba IIpu Ky4CHIa 1o 8 ceAMUYHA Bb3pacCT WU C TCIJIO IO 2 kg, rnopaau Jmrica Ha
JOCTaTbYHO JaHHH.

I[a HEC CC M3M0JI3Ba IMpU OOJIHH KHUBOTHU (CI/ICTCMHI/I 336OHHB3HI/IH, TpeCKa) WJIU IIpU )KUBOTHH, B
NnepuoJ Ha Bb3CTAHOBSABAHC.

I[a HEC CC M3M0JI3Ba IMpU saﬁun, rnopaaur OrmacHOCT OT HCKCIIaHU PCAKIIUU UIIU JOPU CMBPT.

To3u JICKApCTBCH MPOAYKT € ClICLIUAIHO paSpa60TeH 3a Ky4dcra. I[a HC CC M3M0JI3BA MIPU KOTKHU 34 Jia CC
n30erue npeao3upane.

4.4 Crenma/iHu NpeANa3Hu MEePKH 32 BCeKH BH/I ’KUBOTHH, 32 KOMTO e npegHasHadven BMII

Ja ce n30srsa KOHTaKT HA JIEKAPCTBEHUAT MPOAYKT C OYUTE HA )KUBOTHUTE.
4.5 Crnenmna/iHu NpeANasHH MEePKH NIPH yoTpeda

CrnenuajHy nNpeana3sHu MePKH 33 J)KHBOTHHTE IIPH YIIOTPEe0ATA HA MPOAYKTA




Kbpnexute 1o ;KUBOTHUTE TPsAOBa Ja ObAAT OTCTPaHEHH MPEH yrnoTpedaTa Ha MPOAYKTa, 3a Ja ce
HaMalld PUCKBT OT TPAHCMHCHUBHH OOJECTH.

BaxxHo € 1a ce ocurypu npuiiokeHue Ha IpoIyKTa BbpXY MsICTO, KOETO KHUBOTHOTO HE MOXe J1a
o0JMKe M J1a ce MPeJOTBPAaTH B3aUMHOTO O0JIM3BaHE OT IPYTH KUBOTHH CJIel] IPHIIOKECHUETO MY.
Kpnane/moransse BbB Boja A0 2 THH CJIE[ NPUIOKEHHE Ha MPOAYKTA, KAKTO U MO-4ECTOTO OT BEIHBK
CeIMHUYHO KbITaHe TPs0Ba 1a ce u30srBa, Mopaau OTChCTBHE Ha CBEACHUS KaK TOBA IIIE ce OTpa3u Ha
edukacHocTTa HA MpoAYKTa. EMynrupainy mamioanu MoraT Ja ce M3I0JI3BaT Ipely arIuLuPaHeTo,
HO KOraTo ce IIpuJjiarat cjiefl ToBa BCsKa CEAMMIIA, C€ HaMalsiBa MPOABIKUTEIHOCTTA Ha 3alHTa
cpelly ObJIXH IPH U3CICABaHE, HATPABEHO B MPOIABDKEHUE HA 5 CEIMHUIIH.

Kbnanero BeaHBXK CEAMUYHO C MEIUIIMHCKH IAMITOaH, ChIbprKall 2% XJIOPXEKCUINH, HE € MOBIHIIO
BBPXY €()EeKTUBHOCTTA Ha MPOAYKTa CPEILY BBIIKH MPU O-CEAMUYHO MOPYIBAHE.

Ha xyderara He Tps0Ba za ce paspeliaBa Ja IUTyBaT A0 2 THH Cles NpuiokeHue (BIXK pasaen 6.6).
Moske 1a nMa MpUKpENBaHe Ha eqUHUYHN Kbpiaexu. [lopaan Ta3u mpuyrHa TpaHCMUCHATA HA
WH(EKIMO3HUTE 3200JsIBaHMs HE MOXKe Ja ObJie HAIBIIHO M3KIII0YCHA TIPU HEOJIAaronpHUsTHH YCIOBUSI.
Karo mpaBuno, kepaexure 1me ObIaT YHUIIOKEHH U IIe MaJHAaT OT )KUBOTHOTO B paMKHTE Ha 24 110 48
qaca clienl 3apassiBaHe, 0e3 Ja ca moenu KpbB. Hanmnune Ha eMUHUYHYA KBPICKH CIIE JCUYCHUETO He
MOJKE /1a C€ M3KJII0YH.

Braxurte oT noMamHuTe TIOOMMIN YeCTO MHBA3UPAT KICTKUTE Ha KUBOTHHTE, JIErJlaTa U MecTaTa UM
3a IOYMBKa, KATO KWJIMMH U MEKH MeOelTl, KOMTO B CTydail HA MacHBHA WHBAa3Us U B HAYaJIOTO HA
KOHTPOJHUTE MEPKHU ChIUIO TPsIOBa Aa ObAAT TPETUPAHU C OAXOISIIN HHCEKTHLIUIAN U PEIOBHO
ITOYMCTBAHU C IPaxoCMyKadKa.

CnenuajHy nNpeana3sHu MepPKH, 3a JHIATA, IPHJIATally BeTePHHAPHOMEIUIIHHCKHS MPOAYKT Ha
JKHBOTHHUTE

HeKapCTBeHI/IHT MNPOAYKT MOKC a MPUYINHU Bb3MAJICHUC HA JIUTABUIIUTC U HA OUUTC.

3aroBa TpSI6Ba Ja ce HM305rBa KOHTAKT HA JICKapCTBCHU MPOAYKT C YCTaTa U OYHUTC.

XopaTa, 3a KOUTO CC€ 3HAC, Y€ Ca CBPBbXUYBCTBUTCIIHU KbM (l)I/IHPOHI/IJ'I WK aJIKOXOJI HE TpSI6Ba Ja
BJIM3aT B KOHTAKT C BCTCPUHAPHOMECIUTTUHCKUA IPOAYKT. HpI/I KOHTAKT PBLCTC TpSI6Ba Ja C€ UBMHUAT C
BOJa U CallyH.

Axo cnyqaﬁﬂo CC 3aceruart O4uTe, TC TpSI6Ba Ja CC€ U3IIJIaKHaT C YuCTa BOJaA.

P’LLICTC TpSI6Ba Ja CC€ U3MHUBAT CJICI BCAKa yHOTpe6a.

TpeTI/IpaHI/ITe JKHMBOTHH HC TpSI6Ba Aa CC raJIAT AOKATO MACTOTO Ha aluIMKaluiaATa Ha IPOAYKTa HE
n3cbxHe. He TpSI6Ba Ja CC IMO3BOJIsABAa Ha ACIA Aa Urpadt ¢ TPCTUPAHUTC )KUBOTHU JOKATO HEC N3CHXHC
MSCTOTO Ha aluIMKalus Ha MMPOAYKTaA. Hopazu/l Ta3u MMpUIrnHa HE CC MTPCIIOPBUIBA )KUBOTHUTC Aa 6’LI[aT
TPETUPAHU NPEC3 JCHA, a paHO BCUCP KATO HA TC3U KUBOTHH Jia HC CC MO3BOJIABA [a CIAT ChC
CTOMAHHUTE K OCOOEHO C Jcia.

I[a HC CC ITyIIN, 1a HC CC MNC U Ja HC CC KOHCYMHUPA XpaHa 110 BPpEMEC Ha MPUWIOKCHUCTO Ha MMPOAYKTA.

4.6 Heo0saronpusiTHH peakium (4ecTOTa M Ba’KHOCT)

AX0 KUBOTHOTO ce OJIIKe MOXKe /1a ce HabJroaBa KpaThK MEPHOA Ha XUIepcaInBaLus, IPUIHHEHA
OT €CTECTBOTO Ha MbJHUTENS. Cpen U3KIIOUNTEIHO PSAKO HAOMOJaBaHUTE HEKENaH! PEaKIHH MOXKe
Jla ce MOSIBH MTPEeXoHa KOKHA PeaKLys Ha MACTOTO Ha MpHiliokeHue (00e31BeTsIBaHe HA KOXarta,
JIOKaJIHA aJomnelys, CbpOex, epuTeMa) U o010 3auepBsaBane WK ajonenus. Kato nzkimodenne Morat
Iia ce HaOMoAaBaT yCuiieHa XulepcaauBays, 00OpaTiMi HEBPOJIOTHYHH CUMIITOMU
(CBPBX4YBCTBUTEIHOCT, ACHPECHs, HEPBHU CUMIITOMH ), TOBPBILAHE MIIH TUXATEITHH IPOOIEMH.
[IponykTsT He TpsIOBa Aa ce Mpeao3upa.

4.7 Ynorpebda mo Bpeme Ha OPEeMEHHOCT, JAKTALUS UJIH sTlilleHOCEHe

besonacHoctTa Ha JICKapCTBCHU MPOAYKT € MMOTBBbPACHA ITPU PA3BBAHH, 6peMeHHI/I 1 )KNUBOTHH B
JIAKTAIITMOHCH IIEPUOA, TPECTUPAHU ITOCTICAOBATCIIHO U MHOTOKPATHO C KOJIUYCCTBA 3 I'bTU IIO-BUCOKH
OT MaKCUMAJIHUTC NPCHOPBUUTCIIHN JO3U. HeKapCTBeHI/IHT MNpOAYKT q)I/IHpI/ICT CIIOT-OH pPa3TBOpP MOXKC
Ja 6’[,[[6 H3M0JI3BaH NpH pa3BbAHU, 6peMeHHI/I " KbpMCIIH KUBOTHU



4.8 B3aumoneiicTBus ¢ Ipyru BeTepHHAPHOMEANIMHCKH MPOAYKTH U Apyru (popMu Ha
B3aMMO/IeliCTBHUS

He ca usBectHu.

4.9 Jl03a 1 HAYMH HA IPWJIOKEHHe

ﬂosnpaHe:

Enna nunera ¢ emuanyna no3a ot 0,67 ml cot oH pa3TBop 3a Kyde ¢ Terio ot 2 1o 10 kg.

HO TO31 HAYMWH BUC OCUTYPSABATC MUHUMAJIHATA NPCIOPBUUTCIIHA O03a (1)I/IHp0HI/IJ'I oT
6,7 mg/kg.

Hopazu/l JIMIICAa Ha IMPpOyYBaHHA OTHOCHO 0e30IMacHOCTTa Ha JICKapCTBCHUA NMTPOAYKT, MUHUMAJTHUA
HUHTCPBAJI MCKAY AIJIMKAIUUTC TpSI6Ba Ja 6’LZ[€ 4 CCAMMIIN.

HpenoquBa CC NpujiaraHe BCCKNU MECCII ITPU BUCOK PUCK OT pPEHHBA3UPAHC C 6’LJ'IXI/I, aKO KY4cCTO €
AJICPTUYHO KbM yXallBaHC OT 6’LJ'IXI/I, npu HCO6XOZ[I/IMOCT OT KOHTPOJ BbPXY KbBPJCKUTC UJIU AKO
Ky4€TO CC KbIIC YCCTO C XUIIOAJICPTUYIHU NI EMYJITUPAIHN HIaMITOaHHU. B PEeruoHu CubC cnaba cTerneH
Ha MHBA3HUsA OT OBJIXU U KBACTO KBPJICKHUTEC HC Ca CCPHUO3HA 3alljlaxa q)I/IHpI/ICT CIIOT-OH pPa3TBOpP MOXKC
Ja CC Ipujiara Ha BCCKHU JiBa 10 TpU McCCla.

IIbT Ha BBBCIKIAHEC: pa3TBOP 3a Mpujiaranc BbpXy OIrpaHUYCH YUaCThHK OT KOXaTta.

Hauwn Ha npunoxeHue:

M3Baxkna ce eqnog030BaTa MUIeETa OT IUIMKa. [lunerara ce 3aabpika B U3MPABEHO MOJMOKEHUE U
KaraykaTa ce 3aBbpTa U cBayisd. Kanaukara ce oOpbIia u ce ciara 00paTHO ¢ Jpyrus Kpail BpXy
enHomo30BaTa nurieTa. KamaukaTta ce HaTHCKa U ce 3aBbpTa Taka, 4e Ja ce MpoOue mureraTa, Cie
TOBa Karayvkarta ce CBajlsl OT €HO[030BaTa Iurera. Pasrpbina ce Ko3uHaTa Ha )KUBOTHOTO B 00JIacTTa
Ha pb0a Ha KOCTTa MPEIHU IJICHIKUTE Taka, 4e Koxkara Ja ctaHe Bunuma. [loctaBs ce kpas Ha mureraTa
C €IHOKpaTHA J103a BbPXY KOXkKaTa M C€ HATHCKA HIKOJIKO IIBTH A0 U3MPa3BaHE Ha ChABPKUMOTO
JTUPEKTHO BBPXY KOXKaTa Ha OMPEEICHOTO MSCTO.

HDOZ[YKT'LT € ed)eKTI/IBeH cpemy OBJIXH B OpOoABDKCHUEC HAa IBA MECCIla U CPCILY KbPJICKH B
MNpOABJIZKCHUC HA 4 ceaAMUIIN, B 3aBUCUMOCT OT Bb3MOXXHOCTTA 3@ KOHTAKT C OKOJIHATa Cpcaa. bbaxure
CC YHUIIIOXXAaBaT B paMKHUTC Ha 24 gaca CJICH 3apa3sBaHC.

4.10 IlIpemo3dupaHe (CHMITOMM, CHIEIIHU MEPKH, AHTUI0TH), AKO € HeOOXOTUMO

He ca nabmronaBany HeXXelNaH! peaklUK IPU )KUBOTHH, 38 KOUTO € MpeJHa3HaueH MpOayKTa Ipu
M3CcIeBaHNA Ha Ky4eHIIa Ha 8 CeMMUYHA Bb3pacT, PACTAIIN Ky4eHIa C TEJIECHO TEMJIO0 OKOJIO 2 Kg,
KOHMTO ca TPETHPaHH BEAHBXK C 1032 MET IbTU MO-BUCOKA OT MpENnopbYUTenHaTa. PUCKBT OT O4akBaHU
HEeKEJIaHU PeaKlU MOXKE J1a Ce YBEIHYH ¢ peno3upanero (Bux pasnen 4.6). [lopanu ToBa
KUBOTHHTE TPsiOBA BUHATH Aa OBAAT TPETUPAHU C MHIIETa OT MPABUIIHUS pa3Mep, ChOTBETCTBAIL HA
TEJIECHOTO TETJIO.

4.11 KapenTeHn cpok

He e npunoxumo.



5. GOAPMAKOJOTNYHU OCOBEHOCTH

dapMakoTepaneBTUYHa Tpyla: €KTONapasuTHLIUIN 32 JJOKAJTHO MPHUIIOKEHHE
Berepunapromenuunacku Anatomo-TepanestudeH Kox: QP53AX15

5.1 GapMaKoOIMHAMUYHH CBOICTBA

OUNpPOHUIT € MHCEKTHIIH/aKapUIIHI, KOWTO criaja KbM Tpyrarta Ha peHunmnupasona. Tol geficTBa Ha
YJIEHECTOHOTUTE YpEe3 B3aUMOACUCTBUE ChC CBBP3aHO-OTBAPSIIUTE CE XJIOPUIHU KaHAIU, KaTo TE3H,
OTBapsIIIU Ce Ype3 HEBpOTpaHCMHUTEpa rama-amuHomacieHa kucenuHa (TAMK), kato o To3u HaunH
ce OJIOKMpa Mpe- U TOCT CHHANITUYHOTO TPEHACsIHE Ha XJIOPHUIHU HOHU Tpe3 KIeThYHaTa MeMOpaHa.
ToBa npuuMHsABAa HEKOHTPOJIMPaHa aKTUBHOCT HA IICHTPAJIHATA HEPBHA CUCTEMa U CMBPT Ha aKapuTe U
HHCEKTHUTE.

[MpoaykTsT OUIPUCT CHOT - OH Pa3TBOP ChIbpPKA PUIIPOHUIT KATO aKTHBHA ChCTaBKa, KOSTO
MpUTEXKaBa YHUKAJICH MEXaHU3bM Ha JISHCTBHE CPEILy OBIXU U Kbpiiexku. OUIPHUCT CIIOT-OH Pa3TBOP
Ce HAaTPyIBa B JIUITUAHMS KOMIIOHECHT Ha (DOJIMKYIIUTE Ha KOXKaTa U KOCMUTE M TTOCTOSTHHO CE€
SMTUMUHUPA OT KOCMEHUTE (QOTUKYIH B KOXKATa M KOCMHUTE, OCUTYPSBAKH 110 TO3H HAYHH
HEMPEKbCHATO JEHCTBUE.

5.2 ®apMakOKHMHETMYHH 0COOECHOCTH

Cren nokagHO IPUIIOKEHHE Ha JIEKapCTBEHUS MPOAYKT DUIPHUCT CIIOT-OH Pa3TBOP BBPXY Kydera,
¢unponun ce abcopbupa ymepeno (15%). [Ipu kyuera ca HaOMOAaBaHU IPOMEHIMBH KOHLIEHTPALUN
B KpBbBHATa I1a3Ma Ha (GUIIPOHUIL

Cren npunoxenuero Ha GUIIPUCT CIIOT-OH Pa3TBOP, GUIPOHUII CE Pa3POCTPaHsBa Ype3
KOHILIGHTPALIMOHHUTE IPAJMEHTH B KOXKaTa M KO3WHATA Ha )KUBOTHUTE OT MICTOTO Ha MPHIIOKECHUETO
KbM nepudepHuTe 30Hu (JrymOanHaTa M HHTBUHAJIHATA 00JIacT).

[Ipu kyuerata, GUIPOHMIT OCHOBHO ce MeTabonu3upa a0 cyiadonoB merabomut (RM 1602), koiito

CBHUIO MPHUTEKaBa MHCEKTULMICH U akapuiuaeH edekt. [lpu kyderara, KOHLIEHTpauusaTa Ha PUITPOHUIT
B KO3MHATa CEe HaMaJIsiBa C MPUOIM3UTENHO 3 - 4 1g/g 3a 56 THU cliel TPUIIOKEHHETO.

6. OAPMALNEBTHUYHHU OCOBEHOCTH

6.1 Cnuchbk Ha eKCIUNTAEHTHTE
Butylhydroxytoluene (E321)
Butylhydroxyanisol (E320)

Ethanol 96%

Polysorbate 80

Povidone H 25

Diethylene Glycol-Monoethylether
6.2 HecbsBMecTuMOCTH

He ca usBectHu.

6.3 Cpoxk Ha romHoct
CpOK Ha IrOAHOCT Ha KpaﬁHHH BCTCPUHAPHOMCAUIIMHCKA IPOAYKT: 3 T'OAUHU.

6.4. CroenmajHu ycJIOBHS 32 CbXpaHEeHHe HA MPOAYKTA
Ja ce cbxpaHsBa B OpUTHHAIHATA OMAKOBKa, C LIEN MPEAIa3BaHe OT CBETIHMHA.

To3u BCTCPUHAPHOMCIAUINIMHCKHA MPOAYKT HC U3MCKBA HUKAKBH CIICLIUATTHU TCMIICPATYPHU YCIIOBHUA 3a
CbXpaHCHUC.



6.5 Bua u cbcTaB HAa MBPBHYHATA ONTAKOBKA

[Munera (PP), 3amymanka ¢ octpue (PE nnun POM): ennono3oBa nunera ot
0,67 ml criot —oH pa3tBop B TpucioeH mink. (PETP/AI/LDPE).

Kyrus c 1, 3, 6, 10 u 20 nuneru.
He Bcuukm pa3Mepy Ha onakoBKaTa MOrar Ja ObJIaT MpejiaraHy Ha masapa.

6.6 Crenna/JlHu MepKH NP YHHII0’KABaHe HA HEH3IMOI3BAaH NMPOAYKT MJIH OTHAXBIHU OT HEro

Bceku HensnomsBax BCTCPUHAPHOMCAULIMHCKHA MMPOAYKT UJIK OCTAaThUH OT HETO, TpSI6Ba Ja 6’I>I[aT
YHUIIOKCHU B CHbOTBCTCTBUC C U3UCKBAHUATA HA MECTHOTO 3aKOHOJATCICTBO.

HeKapCTBeHI/IHT MMPpOAYKT HC TpSI6Ba Ja CC U3XBBPJId BbB BOOHU 6aCCI>’IHH, TBI KaTO TOBa MOXKE Ja €
OI1aCHO 3a pI/I6I/ITe 1 BOOAHUTC OpraHrU3MU.

7. INPUTEXATEJI HA JIMIIEH3A 3A YIIOTPEBA
IV<RKA, d.d., Novo mesto

Smarjeska cesta 6

8501 Novo mesto

Slovenia

8. HOMEP(A) HA JIMIIEH3A 3A YIIOTPEBA

Ne 0022-2476/21.01.2015

9. JATA HA ITbPBOTO U3JABAHE/IIOJHOBSIBAHE HA JIMIIEH3A 3A
YIOTPEBA

10.02.2010

10. JATA HA TTOCJIEAHA PEKAKIIUSA HA TEKCTA

12.2014

3ABPAHA 3A ITPOJAXKBA, CHABJIABAHE U/NJIA YIIOTPEBA

He e npuioxkumo.

H3IBJIHUTEJIEH JIHPEKTOP






