KPATKA XAPAKTEPUCTUKA HA BETEPUHAPHOMEJIUIWHCKHU ITPOAYKT
C JIMLIEH3 3A YIIOTPEBA Ne 0022-2475/21.01.2015

1. HAUMEHOBAHUWE HA BETEPUHAPHOMEJIULIMHCKUSA TPOAYKT
FYPRYST 402 mg spot-on solution for dogs

OUITPUCT 402 mg crioT-oH pa3TBOp 32 Ky4era

2. KAUYECTBEH U KOJIMYECTBEH CbCTAB

1 nunerta (4,02 ml) ceappika:

AKTHBHA cyOCTaHIMA:
Fipronil 402 mg

ExcuunuenTu:
Butylhydroxyanisol (E320) 0,80 mg
Butylhydroxytoluene  (E321) 0,40 mg

3a TBJIHAS CIUCHK HA eKCIUITHEHTUTE, BIXK paszen 6.1.
3. DAPMAIIEBTUYHA ®OPMA

Pa3TBOp 3a mpunaraHe BbpXy OrpaHUYCH YIaCThK OT KOXKATA.
CBeTJ10 XbJITa TEYHOCT.

4, KINMHNYHAU JAHHUA

4.1 Bugose ;kMBOTHH, 32 KOUTO e npexHazHayed BMII

Kyuera

4.2 TepaneBTHYHHU MOKA3aHUs, ONPeJeJIeHH 32 OTAeJTHUTE BUI0BE ;KUBOTHH

3a sieueHre U npodUIaKTHKA Ha KydeTa npu nHBaszupane ¢ owyixu (Ctenocephalides spp.) u
kbpiiesxu (Rhipicephalus spp., Dermacentor spp., Ixodes spp.).

JleyeHue ¥ KOHTPOJI Ha aJIePrHYEH JIEPMATUT NIPU KydeTa, IPUINHEH OT OBJIXH.
IMpodumakTrka 1 IeueHre Ha KydeTa, HHBasupanu ¢ Trichodectes canis xameru BbIIKH.

4.3 IIporuBonokazanus

Jla He ce ynoTtpeOsiBa Mpu Ky4eHIIa 1moJ1 8 ceMUYHA Bh3pacT WM ¢ Tero moj 2 Kg, nopaau
JUTICA HA IOCTATHYHO JTAaHHHU.

Jla He ce U3IoJ3Ba MpH OOJHU KUBOTHHU (CHCTEMHH 3a00JISIBAHUS, TPECKA) WK MIPU KUBOTHH, B
MEPHUO/ Ha BH3CTAHOBSBAHE.

[a He ce u3moa3Ba NpH 3alIM MOPaIH OMACHOCT OT HEXEJIAH! PEeaKIUHU WIH JI0PU CMBPT.

To3u nekapcTBEH MPOAYKT € CIIeHUaHO pa3padoTeH 3a KyueTa. Jla He ce n3noi3Ba npu KOTKH 3a
Jla ce n30erHe npeao3npaHe.

4.4 CrenuaaHy Npeana3sHd MEPKH 32 BCEKH BH/ KHBOTHH, 32 KOUTO € IIPeJHA3HAYCH
BMII

I[a ce U30rBa KOHTAKT Ha JICKApCTBCHUAT MPOAYKT C OUYMTC HA JKUBOTHUTC.

4.5 CneuuaJilHu mpeana3Hu MepKu MpH ynorpeda



CrenuajJHy Npeana3Hu MepPKH 3a JKWBOTHHUTE IPHU YIIOTPedaTa HA MPOAVKTA

Kbpnexute 1mo )KUBOTHUTE TPsIOBA J1a ObAAT OTCTPAHEHU MPEIH yIOTpedaTa Ha MPOyKTa, 3a Ja
ce HaMaJIM PUCKBT OT TPAHCMHUCUBHU OOJIECTH.

BaxHo € na ce ocurypu npHIoKeHHE Ha TMPOAYKTa BEPXY MSCTO, KOSTO JKMBOTHOTO HE MOXKE Ja
00MIKe M J1a Ce MPEeIOTBPaTH B3aUMHOTO 00JTM3BaHe OT APYT'H KUBOTHU CJIC]] MPUIIOKECHUETO MY.
Kemane/morarnsiHe BBB BOJa 10 2 THU CIe/ MPHIOKEHNE HAa IPOAYKTA, KAKTO U TI0-9E€CTOTO OT
BEIIHHX CEIMUYHO KBIIaHE TPSOBA Aa ce N304rBa, MOpaau OTCHCTBHC HA CBEACHUS KakK TOBA III¢
ce 0Tpa3u Ha e()UKACHOCTTA HA IPOAYKTa. EMyNrupaIiy naMmnoaHu MOTaT J1a Ce U3IO0JI3BaT
MIpEeaN aILTHITIPAHETO, HO KOTaToO Ce IMpHJIarar cje TOBa BCsAKa CEIMHUIIA, CE HaMaIsIBa
MPOABIDKUTETHOCTTA Ha 3aIIMTa Cpelry OBJIXHU MPHU U3CleqBaHe, HAlpaBeHO B MPOABIDKEHNE Ha 5
CEIMMIIH.

KbnaneTo BeIHBXK CEIMUYHO C MEMIIMHCKY IIAMITOAH, ChIIbpxail 2% XJIOPXCKCHJIUH, HE ©
MOBJIHSUIO BBPXY €(EKTUBHOCTTA Ha MPOIYKTA CPEILY BBIIKH MPU 6-CeIMUYHO TIOpyYBaHeE.

Ha xyderaTa He TpsiOBa J1a ce pa3peiasa Jia TuTyBaT /10 2 THU CIIe/ MPHIOKEHUE (BUXK pasfel
6.6).

Mosxe 1a vMa IpUKpenBaHe Ha €IHHUYHU Kbpiiexku. [lopaan Ta3u mpuamHa TpaHCMUCHATA Ha
WH(EKINO3HUTE 3a00IIIBaHUS HE MOKE 1a ObJIe HAITBIHO M3KII0YEeHA TIPY HeOIarompusTHH
ycnoBus. Kato mpaBuiio, KbpiiexkuTe e 0bJaT YHHUIIOXKEHH | IIIe TaJHaT OT JKUBOTHOTO B
pamkute Ha 24 1o 48 yaca cien 3apas3sBaHe, Oe3 1a ca moeny KpbB. Hannumne Ha emMHUYHA
KBPJICXKH CJe]l JICUCHHETO He MOXKE J1a Ce M3KIIFOUH.

B’I:JIXI/ITG OT AOMAIIHUTEC H}O6I/IMHI/I YyeCTO I/IHBa3I/IpaT KJICTKUTEC HA )KUBOTHUTEC, JICTJIaTa U ME€CTaTa
UM 3a II0YMBKa, KaTO KWJINMH U MCKHU MG6CHI/I, KOUTO B CJ'Iy‘IaI\/'I Ha MaCHBHA MHBA3US U B
HAYaJIOTO Ha KOHTPOIHUTE MEPKH CHIIO TPsOBa 1a OBIAT TPETUPAHU C TIOAXOISIIN HHCEKTUITUIN
Y PEOBHO TIOYHCTBAHU C MPaXOCMyKadKa.

Cnegnanﬂn npeanasiu MEpKH, 3a JJUIaATa, Npujaaraiy BeTepuHapHOMEININHCKUA
HIPOAVYKT HA ’KUBOTHHUTE

JlexapcTBEHUAT NPOTYKT MOXKE J]a MPUUMHU Bb3MaJIEHHE Ha JINTAaBUIIUTE U HAa OUUTE.

3aroBa TpsiOBa Ja ce U305rBa KOHTAKT HA JICKAPCTBEHUS MPOIYKT C ycTaTa U OUMTE.

Xopata, 3a KOUTO ce 3Hae, 4e ca CBPbXUYBCTBUTEIHU KbM (DUIIPOHIIT WIIH alTKOXOJ He TpsiOBa J1a
BJIM3aT B KOHTAKT C BETEPHHAPHOMEAUIIMHCKHS POIYKT. [Ipu KOHTAKT phIeTe TpsiOBa aa ce
M3MUSAT C BOJa M CaIlyH.

AKo ciy4aifHO ce 3acerHaT OuuTe, Te TpAOBa Ja ce W3IUIAKHAT C YHCTa BOJA.

Pwiere TpsiOBa 1a ce M3MHBAT clie]l BCsKa ynoTpeoa.

TperupanuTe KXUBOTHH HE TPAOBa Ja ce TaJIAT 10KaTO MACTOTO HA AIUIMKAIMATA HA IPOJYKTa HE
n3cbxHe. He TpsaOBa f1a ce mo3BosiBa Ha Jiena Ja Urpast ¢ TPETUPAHUTE )KUBOTHH JJOKATO HE
M3ChXHE MACTOTO Ha aruIMKaIus Ha mpoaykra. Ilopanu Tasu npuurHa He ce IpenopbyuBa
JKUBOTHHUTE /1a ObJaT TPETUPAHU MIPE3 JIEHS, a PaHO Beuep KaTo Ha TE3W )KMBOTHH JIa HE ce
MI03BOJISIBA /1A CIISIT ChC CTONAHUTE M OCOOEHO C Jena.

[a He ce mymu, 1a He ce MUe U Jja He ce KOHCYMHpa XpaHa 0 BpeMe Ha MPUIIOKEHHUETO Ha
MPOIYKTA.

4.6 He6aaronpusaTHu peakuuu (4€CTOTAa U BasKHOCT)

AKO )XMBOTHOTO ce OJMKe MOJKe J1a ce HaOIio1aBa KpaThK MEPHO/I Ha XUTIEPCaTNBaIIHs,
NPUYMHEHA OT ECTECTBOTO Ha MbJHUTEINSA. Cpe N3KIIOUUTEITHO PSAAKO HaOMI0JaBaHNuTe
HEXCIJIAaHU PEAKIIMK MOXKE da CC IMOABU IMPEXOJHA KOXXHaA p€aKIrd Ha MACTOTO Ha IMPUIIOKCHHUC
(oOe3rBeTsIBaHE HA KOXKATA, JIOKAIHA AJIOTEIHsI, ChpOeK, epuTeMa) U 00110 3a4epBsIBaAHE HIIH
anoneuus. Kato n3kirouenne Morar 1a ce HaOnro1aBaT yCuiIeHa XUIEpCaTuBalis, 00paTUMU
HEBPOJIOTUYHH CUMITOMH (CBPBHXUYBCTBHTEITHOCT, ETIPECHsI, HEPBHU CUMIITOMH), IOBPBILAHE
WJIN TUXATETHA TPOOIeMHU.

[IpoxykThbT HE TpsIOBa Aa ce Mpeao3upa.

4.7 Ynorpebda mo BpeMe Ha OPEMEHHOCT, JIAKTAIUSA WIH sliilleHOCeHe



besomacHocTTa Ha JTeKapCTBEHHSI TPOAYKT € MOTBBP/IEHA NP Pa3BbIHI, OpEMEHHH U )KUBOTHHU B
JAKTAIIMOHEH NIEPUOJ], TPETUPAHU MOCIETOBATEIIHO U MHOTOKPATHO C KOJIMYECTBA 3 IBTHU IO-
BHCOKH OT MaKCUMAaJTHUTE MPEMOPbUYUTEIHU JO3U. JIeKapCTBEHUIT NMPOIyKT OUNPUCT CIIOT-OH
pa3TBOp MOXKe /1a ObJe U3MOI3BaH NP Pa3BbIHH, OpEMEHHH U KbPMEITH KUBOTHH.

4.8 B3aumopgeiicTBusI ¢ APYyru BeTePUHAPHOMEAUIIUHCKH NPOAYKTH U APYru (popMu Ha
B3auUMOJeHCTBHSA

He ca uzBectHu.

4.9 Jl03a 1 HAYMH HA NPUJIOKEHHE

ﬂosnpaﬁe:

Enna nunera ¢ enuanana g03a ot 4,02 ml criot - on pa3tBop 3a kyude ¢ terdio mo 40 kg.
Enna nunera ¢ equangHa 1032 0T 4,02 Ml crmoT - OH pa3sTBOP M MOIXOAAIINA O-MaIKa
€/IHOJI030Ba MHUIIeTa 3a Ky4eTa ¢ Teriio Hax 60 kg.

ITo TO3u HAYKMH BHE OCUTYpsIBATe MUHHMAJIHATA MIPEMOPBYUTETHA 103a unponun ot 6,7 mg/kg.

[Topaau nurica Ha MPOYYBAHMS OTHOCHO O€30MAaCHOCTTA Ha JISKAPCTBEHHUS MPOITYKT, MUHUMAITHHS
WHTEPBaJ MEXIY alTiKaluuTe TpsiOBa 1a 0ve 4 ceAMHUIIN.

[MpenopbuBa ce npuiaraHe BCEKU MECell PY BUCOK PUCK OT PEHMHBA3UPaHe ¢ OBJIXH, aKO Ky4eTO
€ aJIepruYHO KbM yXalBaHe OT OBJIXH, IPU HEOOXOAUMOCT OT KOHTPOJ BBPXY KbPIEKHUTE HIIH
aKO Ky4eTO C€ KbII€ YECTO C XUIIOAJIEPIHYHH W eMYJITHpally [aMnoaHy. B pernonu cbe cnada
CTETIeH Ha MHBA3HsI OT OBJIXH U KBJETO KbPJIEKUTE HE ca cepro3Ha 3aruiaxa OUmnprcT crnoT-oH
PasTBOP MOXKeE Jia ce Mpujiara Ha BCEKH JBa 0 TPH MeceLa.

ITeT Ha BBBexkAaHE: Pa3TBOp 3a Mpuiarane BbpXy OrpaHUUYEH y4acThK OT KOKaTa.

Hauwn Ha nprtokeHHE:

W3Baxkma ce eqHOI030BaTa TUIIETa OT TUIHKA. [lumerara ce 3abpika B U3MPaBEHO TOJIOKCHHUE U
KaraykaTa ce 3aBbpTa U cBajis. Kanaukara ce oOpbIla u ce ciiara 00paTHO C Ipyrus Kpail BbpXy
eaHo1030BaTa nureta. Kamaykara ce HaTHCKa U Ce 3aBbpTa Taka, 4e Ja ce Mpodure nurerara,
CJIe]l TOBa KalavkaTa ce CBallsi OT €HO030BaTa nureTa. Pasrpeiia ce ko3uHaTa Ha )KHBOTHOTO B
obnactTa Ha pHOa Ha KOCTTA MIPEIU IUICIIKUTE TaKa, ue Koxkara fia ctaHe Buauma. [loctass ce
Kpas Ha ITUTIeTaTa C eTHOKpaTHA /1032 BbPXY KOXKaTa U Ce HATUCKa HAKOJKO ITTH JI0 M3Mpa3BaHe
Ha ChIBPKUMOTO AUPEKTHO BHPXY KOXKATa Ha OIMPEJIEIIEHOTO MSICTO.

HpOI[YKT'I)T € e(l)eKTI/IBeH cpeimy OBJIXH B OPOOABLIDKCHUC Ha JIBa MECCIa U CPCILY KbPJIC)KU B
IMPOAB/DKECHUE Ha 4 CEAMHUIU, B 3aBUCUMOCT OT Bb3MOKHOCTTA 3a KOHTAaKT C OKOJIHaTa Cpeaa.
briaxure ce YHHUIIOKAaBaT B paMKHUTC Ha 24 gaca CJIC 3apa3dBaHC.

410 TIpemosupane (CHMITOMM, CIIEIIHH MEPKH, AHTHAOTH), AKO € He00X0AUMO

He ca Ha6J'IIO)_'[aBaHI/I HCXKCIIaHU PCAKIUU ITPU JKUBOTHHU, 34 KOUTO € NPCAHA3HAYCH ITPOAYKTa IIpU
H3CJICABAaHUA Ha Ky4YCHIIA Ha 8 CCIMUYHA BB3pacCT, pacTAIU Ky4€HIA C TCJICCHO TETJIO OKOJIO 2
K{J, KOUTO Ca TPETUPAHU BEAHBXK C 103a IIET IIBbTHU II0-BUCOKA OT NPCIIOPBYNATECIIHATA. PucksT ot
OYaKBaHU HEKCJIAHU PCAKIIUU MOKE J1a CC YBCIINYU C MMPEAO3UPAHCTO (BI/I)K pasaci 46) Hopa;m
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TOBA JKUBOTHHTE TPsAOBa BUHATH J1a OBAAT TPETUPAHU C MUIETA OT MPABHIIHUS pa3Mep,
CHOTBETCTBAIIl HAa TEIECHOTO TETJIO.

4,11 KapeHTeH CpoOK
He e npunoxumo.
5. DAPMAKOJIOI'MYHU OCOBEHOCTH

dapmMakoTepaneBTHYHA rPyIa; eKTOMApa3suTHIININ 32 JIOKATHO MTPUIOKCHUE
Berepunapnomenuiiacku Anatomo-Tepanesruden Ko QP53AX15

51 dapMaKOANHAMMYHH CBOICTBA

OUNPOHUIT € HHCEKTUIUI/aKapuIiI, KOWTO Claja KbM Ipynata Ha GeHmtmupasona. Toi gefcTa
Ha YJIEHECTOHOTUTE UYpe3 B3aUMOJICHCTBHE ChC CBBP3aHO-OTBAPSIINTE CE XJIOPUIHU KaHAHU, KaTo
TE3H, OTBAPSAIIM CE UYpe3 HEBPOTpaHCMHUTEpa rama-amrHoMacieHa kucenuHa (ITAMK), kato mo
TO3W HaYUH ce OJIOKUpA TIpe- U MOCT CHHANITUYHOTO MPEeHACSHE Ha XJIOPUIHA HOHU TIpe3
KJeThbuHaTa MeMOpaHa. ToBa MpuYMHSABa HEKOHTPOJIMPaHa aKTUBHOCT Ha LIEHTPaJIHATA HEPBHA
CHCTEMa U CMBPT Ha aKapHUTe M HHCEKTHUTE.

[IpoaykTsT OUIpHCT CHIOT-OH Pa3TBOP ChABPKA GUIPOHII KATO aKTHBHA ChCTaBKa, KOSITO
NPUTEKABa YHUKAJICH MEXaHU3bM Ha JEHCTBHE Cpelly ObJIXU U Kbpieku. OHUIIPHUCT CIIOT-0H
Ppa3TBOp CC€ HATPYIIBA B JIMIIMJIHUA KOMIIOHCHT Ha q)OHI/IKYHI/ITC Ha KOo>XaTa U KOCMUTEC U
MOCTOSTHHO C€ eTMMHUHHPA OT KOCMEHUTE (DOJIMKYIH B KOXKAaTa ¥ KOCMUTE, OCUTYPSBAWKH IO TO3U
HAYHMH HEMPEKbCHATO JICHCTBUE.

52 ®apmakokuHETHYHH 0CODEHOCTH

Cie1 JIOKATHO MPUIIOKEHUE Ha JIEKapCTBEHHUsI POAYKT DUIIPUCT CIIOT-OH Pa3sTBOP BHPXY
KyueTa, punpoHu ce abcopobupa ymepero (15%). Ipu kyueTa ca HabIIOTaBaHU TPOMEHIMBU
KOHIIEHTpPAIMU B KPbBHATA TJIa3Ma Ha (DUITPOHHI.

Crnen npunoxxenneTo Ha QUITPUCT CHOT-OH Pa3TBOP, GUIPOHUII CE PA3MPOCTPAHSIBA Upe3
KOHILIEHTPALIMOHHUTE I'PAJIMEHTH B KOXAaTa U KO3UHATA HA )KUBOTHUTE OT MSICTOTO Ha
HPHIOKEHUETO KbM nepuepHuTe 30U (ITyMOaiHaTa M MHIBUHAIHATA 00JacT).

I1pu kyueraTa, GUITPOHUI OCHOBHO ce MeTabosm3upa 10 cyadonoB metadbonut (RM 1602),
KOWTO CBIIO NPUTEKaBa HHCEKTHLIUICH U akapulaeH edexT. [Ipu kyyeraTa, KOHIIEHTpALUsTa
Ha (pUITPOHKI B KO3WHATA Ce HaMaJlsiBa ¢ mpubnu3utenHo 3 - 4 Ug/g 3a 56 qum cren
MPUIOKEHUETO.

6. PAPMAINEBTUYHU OCOBEHOCTH

6.1 CnHCBbK HA eKCIUNTHEHTHUTE

Butylhydroxytoluene (E321)
Butylhydroxyanisol (E320)
Ethanol 96%

Polysorbate 80

Povidone H 25

Diethylene Glycol-Monoethylether

6.2 HecnBMecTHUMOCTH
He ca u3BecTHH.
6.3 Cpok Ha rogHocT

CpOK Ha rogHOCT Ha KpaﬁHHH BCTCPUHAPHOMEIUIIMHCKH ITPOJYKT: 3 TOAWHU.



6.4. CrnenmnaHu yCJIOBHS 32 CbXpPaHeHHe HA MPOAYKTA
Jla ce cbxpaHsiBa B OpUTHHAJIHATA OTIAKOBKA, C IIEJT Ja Ce TPE/Ia3n OT CBETINHA.

To3u BCTCPUHAPHOMCIUIIMHCKHU MMPOAYKT HC M3MCKBA HUKAKBHU CIICIIMAJIHNU TECMIICPATYPHHU
YCJI0BHUA 3a CbXPaHCHUE.

6.5 Bua u cbcTaB HA MBPBUYHATA ONMAKOBKA

IMurnieta (PP), 3anymainka ¢ ocrpue (PE nwin POM): ennono3osa numnera ot 4,02ml criot —oH
pastBop B TpucioeH wink. (PETP/AI/LDPE).

Kyrusc 1, 3, 6, 10 u 20 nuneru.
He Bcuuku pasMepu Ha OmakoBKaTa MOTAT Ja ObJaT MpearaHy Ha masapa.

6.6 CrnenuajJHu MepKHU NMPH YHUII0KABAHE HA HEU3MOJI3BaH MPOAYKT MU OTHATBIHU OT
Hero
Bceku Hensno3BaH BETEPUHAPHOMEMIIMHCKY TPOJIYKT WIIM OCTAThIIM OT HETO, TPsiOBa Ja ObaaT

YHUIIOKEHU B CbOTBETCTBUE C UBUCKBAHUATA HA MECTHOTO 3aKOHOAATEJICTBO.

JlekapcTBEHUSAT MPOAYKT He TPsIOBa 1a ce M3XBHPIIS BEB BOJHHU OaceiHH, ThI KaTo TOBa MOXKE Ja €
OTIacHO 32 pUOUTE U BOJHUTE OPTAHU3MH.

7. NPUTEXATEJ HA JIMIIEH3A 3A YIIOTPEBA
[(RKA, d.d., Novo mesto

Smarjeska cesta 6

8501 Novo mesto

Slovenia

8. HOMEP(A) HA JIMIIEH3A 3A YIIOTPEBA

Ne 0022-2475/21.01.2015

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

10.02.2010

10. JATA HA TIOCJIEJHA PEKAKIUS HA TEKCTA
12.2014

3ABPAHA 3A ITPOJAXKBA, CHABISIBAHE U/NJIA YIIOTPEBA

He e npuioxumo.

H3IIBJIHUTEJIEH JIMPEKTOP






