JIMCTOBKA: TH®OPMAIMA 3A IIOTPEBUTEJIA

FYPRYST 50 mg spot-on solution for cats
OUITPUCT 50 mg cnoT-0H pa3TBOp 32 KOTKH

1. HME M IIOCTOSHEH AJIPEC HA IIPUTEXATEJISI HA JIMIIEH3A 3A
YIHHOTPEBA U HA ITPOU3BOJUTEJIS, AKO TE CA PA3JINYHU

IpurexaTen Ha nuIeH3a 3a yoTpeOa U MPOU3BOINTEN, OTTOBOPEH 3a OCBOO0K/IABaHE HA MAPTH/IATA:
KRKA, d.d., Novo mesto

Smarjeska cesta 6

8501 Novo mesto

Slovenia

2. HAMMEHOBAHMWE HA BETEPUHAPHOME/MITUMHCKUSA ITPOAYKT

FYPRYST 50 mg spot-on solution for cats
Fipronil

OUITPUCT 50 mg cnoT-oH pa3TBOp 3a KOTKH
OunpoHua

3. CBABbP)KAHUE HA AKTUBHATA CYBCTAHIUSA U EKCUUIIMEHTUTE
1 nunera (0,5 ml) ceabpika:

AKTHBHA cy0OcTaHIMA:

Fipronil 50 mg.

Excunnuentu:

Butylhydroxyanisol (E320) 0,10 mg
Butylhydroxytoluene  (E321) 0,05 mg
4. TEPAITEBTUYHU ITIOKA3AHUA

3a yeyeHue W MpoduIaKkTHKa Ha KOTKM ¢ WHBasupaHe ¢ Obaxu (Ctenocephalides felis) m kbpnexu
(Rhipicephalus spp., Dermacentor spp., Ixodes spp.).

JleueOHO TpUTHpaHEe U KOHTPOJ Ha ajepriuyeH AepPMaTHT MPU KOTKU, MPUYMHEH OT OBJIXH.
[Mpo¢punaktika 1 JieueGHO TpeTUpaHe HAa KOTKH, MHBa3upaHu ot Fenicola subrostratus Xameiu
BBIIKH.

5. IMPOTUBOITIOKA3AHUS

[lopanu nunca Ha JOCTaTBUHO AaHHM, JIEKAPCTBEHUAT MPOAYKT A2 HE ce yNoTpebsBa Npu KOTeHLA
noj 8 ceqMMYHA BB3PACT WM TpU TakuBa ¢ Terno nox 1 kg.

He u3non3Baiite To31 jiekapcTBEeH MPOAYKT MPH OOJHHU )KMBOTHH (CbCTOSIHUE Ha 00110 3a00sBaHe,
Temreparypa) Wid MpH XKUBOTHH B EPUOJ HA Bb3CTAHOBSIBAHE.

[la He ce u3noM3Ba MpH 3aiLIM NOPAaAX OMACHOCT OT HEXKEJIAHU PEaKLMU WU JOPU CMBPT.

6. HEBJIATI'OITPUATHU PEAKIIMA



B cnyuaii Ha o0nM3BaHe OT XMBOTHOTO MOXKe Aa ce HaOirogaBa KpaTKOTpaiiHa XumepcanuBalus,
NpUYMHEHa OT €CTECTBOTO Ha BexuKyiayma. Crex ynorpeba Moxke Aa ce MojayvaT MPeXOAHU KOXKHH
peakLM Ha MSCTOTO Ha MPUJIOKEHUETO (CKBaMO3a, JIOKAIHA ajlonelus, cbpOexk WM 3auepBsiBaHe Ha
Ko)kKaTa) U OOII MpypUTyC WJIM aJioTelus, KOWUTO ca HaOJIoJaBaHU MHOTO PSIIKO ciiefl yrotpeoa.
WzkmounrtenHo psnko ce HaOmogaBaT XuMepcanuBalus, OOpaTUMHU HEBPOJOTMYHM CHUMITOMHU
(xunepecresus, qenpecus, HEPBHU CUMIITOMH) WK TMOBPBLLAHE.

Ja ce n3bsTBa Npeno3upanxe.

AKko 3a0enexuTe KaKBUTO W J1a OWJIO CEPUO3HU HeXellaHW PeakUUH WK Ipyryd eeKkTH, KOUTO He ca
CMIOMEHATH B Ta3W JIMCTOBKA, MOJIsl, UHPopMuUpakiTe Bains BetepuHapeH jekap.

7. BUJAOBE ’KUBOTHMH, 3A KOUTO E NTPEJHA3HAYEH BMII

Kortkn

8. JO3UPOBKA 3A BCEKHM BHJ KHUBOTHO, METOJA MW HAYMHM) HA
IMPUJIAT'AHE

KonndecTBo, KOeTO TDHGBa Ja CC rpuiara.

ﬂOSH[)OBKaZ

[punoxere ceabpkanveTo Ha | munera ¢ eaHokpatHa no3a oT 0,5 ml BBpXy Kokata Mexmy
TUICLIKUTE.

II6T Ha BBEBEXKOAHE:
PazTBOp 32 mpunarane BrpXy OrpaHryeH y4acThK OT KOXKaTa.

Hauux Ha npunoxenue:

W3Bagere enHon030BaTa MumneTa OT MJIMKA. 3apBHKTe €JHOA030BaTa MUIETA B M3MPABEHO MON0KEHHE,
3aBbpTETEe W cBajeTe kanaukata. OObpHeTe Kamaykara W sl CIoKeTe oOpaTHO ¢ ApYyrus Kpai BBpXY
eaHono30BaTa nunera. HaTtucHeTe st v 3aBbpTeTe Kamaukara Taka, 4e Ja ce npoOue murerara, cieq
TOBa CBaJIeTe Karaykara OT €JHO/1030BaTa MUIeTa.

Pa3repHeTe KO3MHaTa Ha KMBOTHOTO B 00JIacTTa Ha pbhOa Ha KOCTTA MpeAHr IJICLIKUTE Taka, 4e KoxKaTta
Ja craHe Buauma. IloctaBeTe kpas Ha mMmeraTa ¢ €JHOKpaTHa J03a BbPXY KOXKaTa M sl HaTHUCHETe
HSIKOJIKO ITbTH /10 U3MPa3BaHe Ha ChABbPKUMOTO JUPEKTHO BBPXY KOKaTa Ha OMPEeNeHOTO MSCTO.

Enna no3a e ocurypu npeamnasBaHe oT OMapasuTsIBaHe ¢ OBJIXH 32 IEPHOJ OT S5 CEIMMUIIM.
JlekapcTBEHUAT MPOAYKT € €PEKTUBEH CPELLy KbPJIexkH 3a 2 CEeIMULIH.

[lopanu numnca Ha Mpoy4BaHWs, OTHOCHO O€30MacHOCTTa Ha JIEKApCTBEHUS MPOLYKT, MUHUMATHUAT
WHTepBaJl MEeXIy arTukauuuTe TpsiOBa Aa Ob1e 4 ceAMuIIn.

9. CBBETHU 3A IIPABHUJIHO ITPUJIOKEHUE



Jla ce u305TBa KOHTAKT Ha JIEKAPCTBEHHS MPOIYKT C OYUTE HA )KUBOTHUTE.

BaxxHo e na ce ocurypu mpuiiokKeHHe Ha MPOJAYKTa BBPXY MSACTO, KOETO >KUBOTHOTO HE MOXKe Jia
o0JIMKe U J1a ce MPeIOTBpaTH B3aUMHOTO O0JIM3BaHe OT IPYT'H JKUBOTHHU CJIe]] MPUIIOKEHUETO MY.
JluriceaT JaHHM OTHOCHO €(MKACHOCTTa Ha JIEKAPCTBEHHS MPOAYKT cliell KbIaHe/TpeTHpaHe ¢
1IaMIOaH MpH KOTKUTe. Bbnpekn ToBa, Ha OCHOBaHWE HAa MH(POPMAIIUSITa OTHOCHO e(hUKAaCHOCTTa MPH
KyueTa, KOUTO ca KbIaHH C IIaMIOoaH JIBa THH CJie]l aluTMKal|sITa Ha JIEKapCTBEHHS MPOAYKT, KbIlaHe
Ha KOTKUTE He ce MpernopbuBa 3a MepUoJl OT JIBa JIHU CJie]| aIUTUKALIUATA.

Cren aruivkaiusi MOXe J1a ce OTKPUAT eIMHUYHM KbpJIeXKH. 3aToBa € HEBb3MOXKHO HAIThIIHO JIa ce
W3KJTFOYM MpeHoca Ha MH(MEKIIMO3HU 3a00NIsBaHUs MPH HeOJIaronpusITHU cheTosHus. Karo mpasuo,
KbpJekHTe mMe ObJaT YHHUIIOKCHH W IIe MagHaT OT »KUBOTHOTO B paMkuTe Ha 24 mo 48 dvaca cien
3apaszsiBaHe, 0e3 Ja ca moeny KpbB. Hannuue Ha eIMHUYHY KbpJIeXKH Clie/l JISYEHHUETO He MOXe Jia ce
W3KJTIOYH.

3aroBa, KbpJIEIKUTE 10 KOTKUTE TPsAOBA 1a ObJaT OTCTpaHEeHU Npeu ynorpedaTa Ha MPOIyKTa, 3a Ja
ce Hamalld pUCKBT OT TPAHCMHUCHUBHH 0OJIECTH.

Braxute oT JOMaIIHUTE KUBOTHH Hali-uecTO HamMajarT KollveTaTa, MecTaTa, KbJIeTO KHUBOTHUTE CIISIT
Y TIOYMBAT, TAKMBA KaTO KWIMMHU U JJOMAITHO 003aBexaHe, KOUTO TpsOBa peJOBHO Ja ce 00paboTBat
C TIOJXOJAIIM WHCEKTUIMIN U JIa Ce MOYMCTBAT C MPAXOCMYKA4yKHU B CIIy4auTe, KOraTo MMa MacoBO
ornapasuTsBaHe.

HeKapCTBeHI/IHT npoayKT (I)I/IHpI/ICT CIIOT-OH pas3TBOpP MOKE Oa C€ Ipujiara BbBPXY pasBbJHU U
6peMeHHI/I JKEHCKH KOTKH U IPU TaKUBa, KOUTO KbPMSIT.

10. KAPEHTEH CPOK

He e npunoxxumo.

11. CIIEIIMAJIHA YCJIOBUSA 3A CbXPAHEHUE HA ITPOAYKTA
Ja ce cpxpaHsBa fajiey OT MOrieaa U Ha HEAOCTBITHY 3a JIela MecTa.

Jla ce cpxpaHsiBa B OpUrMHAJIHATA ONAKOBKA, C LieJ1 IPe/a3BaHe OT CBETJIMHA.

To3u BeTepMHAPHOMEAMLIMHCKH MTPOAYKT HE U3UCKBA HUKAKBH CIIELIMATIHU TEMIIepaTypHH yCJIOBHUS 3a
CbXpaHEeHHe.

Ja He ce u3noI3Ba TO3U BETEPUHAPHOMEIULIMHCKY MIPOAYKT CJe[ U3TUYaHEe CPOKA HAa TOMHOCT,
oTOerns3aH BbpPXy ONakoBKaTa - ciief ,,I ofeH mo:".

12. CIELIUAJTHY IPEXYIPEKIEHMST

CrienmajiHy npeanasHyi MEPKHU NP yroTpeda:

JlekapCTBEHUST MPOAYKT MOXKE J1a MPUYUHH JApPa3HEHe Ha JINTaBUIIUTE U HA OUYMTE.

3aroBa TpsOBa Ja ce U30sArBa KOHTAKT Ha JIEKAPCTBEHUS MIPOJYKT C yCTaTa U OUYMTE.

CroenmanHy MpeAnasHU MEpPKW 3a JIMI[aTa, [pWaraiiyd BETePUHAPHOMEIMIIMHCKUSA MPOIYKT Ha
JKUBOTHUTE:

XopaTta, 3a KOMUTO Ce 3Hae, Ye ca CBPbXUYBCTBUTEIHU KbM (UIPOHWII WK alKOXOJl He TpsAOBa jaa
BJIM3aT B KOHTAKT ¢ BETEPUHAPHOMEIULIMHCHS MpOaAyKT DUMPHUCT crnoT-oH pa3TBop. [Ipu KOHTaKT
W3MHITE PBIIETE CH C BOJIA U CAITyH.

AKO cly4aiiHO ce 3acerHaT OuuTe, U3MJIaKHeTe M OOUIIHO ¢ YKCTa BOJA.

Muiite pblieTe cu cliel Besika yroTpeba.

He nunaiite o6paboTeHHuTe HMBOTHH W TMa3eTe jAeliara Ja He Wrpast ¢ TAX JOKATO MPHUIOKEHUAT
BBPXY TAX MPOAYKT HE M3ChXHE. 3aTOBa ce MpernopbyuBa 00paboTKaTa Ha KMBOTHHUTE J1a CTAaBa HE Mpe3
JIeHs, a B PaHHUTE BEUEPHH YacOBE W Ha JKMBOTHOTO Jia HE Ce MO3BOJISIBA Jla CMH 3aeHO C TEXHHTE
COOCTBEHMIIH, U Hali-BeUe ¢ Jela.

He myuiere, He nuiiTe ¥ He KOHCYMHpaWTe XpaHa 1Mo BpeMe Ha NMPUJIOKEHHETO Ha MPOIYKTa.




13. CIIEHUAJIHU MEPKH 3A YHUIIIOXKABAHE HA HEWU3IIOJ/JI3BAH ITPOAYKT
NJIA OCTATHIU OT HEI'O, AKO UMA TAKUBA

Bcenuky Hensnon3BaHu BE€TCPUHAPHOMEAUIIMHCKHU NNPOAYKTH WUJIN OTIIaAHU MAaTCpHUaJIn, MOJYUCHHU OT THAX,
TpH6Ba Ja C€ YHUIOKaBaT CbIJIACHO MECTHUTE U3MCKBAHUA.

ITonuraiite Bawus BeTepuHapeH Jiekap KakBO nda mnpaBure ¢ HeHykHure BMIIL. Te3um mepku 1ue
CIIOMOTHAT 3a Ola3BaHe Ha OKOJIHATa cpefa.

[MponykThT He TpsOBa a ObJie U3XBBPJISH BHB BOJIHU OaceliHH, Thil KATO TOBA MOXe Ja O'bJie OMacHo 3a
puOU WK Apyry BOJHU OPraHU3MHU.

14. JATA HA INOCJIEAHATA PEJAKIUA HA TEKCTA

12.2014

15. JAOIIBJIHUTEJIHA TH®OPMADMSA

Kapronena kytus, kosiTo cbbprka nokput ¢ PVC nunera ¢ eqHokpaTHa 103a Mo
0,5 ml, makeTupaHa B TPUIIACTOB MJIHK.

Kytusac 1, 3, 6, 10 1 20 numern.
He Bcuuku BUIOBE OMAKOBKK MOTaT Jia ce MyCHAT Ha na3apa.

Ormycka ce 6e3 1eKapcKo MpearnvcaHme.

dapmakoTepaneBTu4Ha rpyna: €KTONapa3uTULIUAN 3a JIOKaJTHO NpUIIOXKEHHE,
Berepunapnomenunmnackn Anatomo-Tepanestnyen Koa: QP53AX15

OUNPOHUIT € MHCeKTULIMA/aKapyLKA, KOWTO claja KbM rpynara Ha ¢eHuanupasona. Toii neiictBa Ha
YJICHECTOHOTHTE Ype3 B3aUMOJICHCTBHE ¢ JIMraHJUTe Ha XJIOPUIHUTE KaHAJIH, OCOOSHO C Te3H, KOMTO
ce peryiupar upe3 HeBpoTpaHCMHUTEpHATa raMa-aMuHOOyTHpoBa kucenuHa (GABA), 1 1o To3u HaYMH
OJ0KHMpaT Mpe- U MOCT-CHHANTUYHUS TPAHCIIOPT Ha XJIOPUOHWTE HOHM TMpe3 KIEeThYHHUTE MeMOpaHH.
ToBa Boayu 10 HEKOOpPIMHMpPaHA AaKTMBHOCT Ha LIEHTpAIHATAa HEPBHA CHCTEMa U CMBPT HAa MHCEKTA M
KbprexuTe. JlekapcTBeHUAT NMpoayKT @OUIPUCT CHOT-OH Pa3TBOP ChABPKA AKTMBHOTO BEIIECTBO
(hUnpoHMI, KOETO MPUTEKABA YHUKAJIEH MEXaHU3bM Ha AeHCTBHE cpelly OBbJIXH U Kbpiexu. Ounpuct
CIOT-OH Pa3TBOp aKyMyJiMupa B JIMIUIHUTE KOMIOHEHTH Ha KOXKaTa U KOCMEHUTE (ONIMKYIH KaTo
HETPeKbCHATO ce eJTMMUHMpPA OT KOCMEHHTe (POJMKYJIM Ha KoXaTa M KO3MHATa KaTo MO TO3W HauyWH
OCHUTYypsiBa TIOCTOSIHHO JIeHCTBHE.

OO6110TO KOJIMUECTBO HA (PUIPOHUII, KOETO ce abcopOupa Mpe3 KoxkaTa clie]l JTIOKaTHO MPUIoKeHHe Ha
JIeKapcTBeHHUS MPOayKT DUMPHCT COT-OH pa3TBOP € HE3HAUUTEITHO.

Cnen mnpunoxkeHneTro Ha OUNPUCT CIOT-OH pa3TBOp, (UIPOHWI Ce pasnpocTpaHsiBa upe3
KOHLIGHTPALMOHHUTE TPaIMeHTH B KOXKaTa U KO3WHATa Ha KUBOTHUTE OT MSCTOTO Ha MPHUIIOKEHHUETO
KbM nepudepHuTe 30HU (JiymOanHaTa 1 MHrBUHaHA 00acT).

dunponun He ce abcopbupa 1 3aToBa He MeTabOIM3HMpPa B OpPraHU3Ma.

KoHueHTpauusTa Ha GUITPOHUI B KO3MHATAa HaMallsiBa KaTo AOCTUra CTOMHOCTH OT 1 ug/g ABa Meceua
clle/l NPUI0KEHHUETO.



