JINCTOBKA 3A:

@OUITPUCT 67 mg cnoT-oH pa3TBOP 3a KyueTa
OUITPUCT 134 mg cnoT-0H pa3TBOP 3a Ky4yeTa
@OUITPUCT 268 mg cnoT-0H pa3TBOp 3a Ky4eTa
DOUITPUCT 402 mg cnoT-0oH pa3TBOp 3a Ky4yera

FYPRYST 67 mg spot-on solution for dogs
FYPRYST 134 mg spot-on solution for dogs
FYPRYST 268 mg spot-on solution for dogs
FYPRYST 402 mg spot-on solution for dogs

1. UME U IIOCTOSHEH AJAPEC HA ITPUTEKATEJIA HA JIMIIEH3A 3A
YIHOTPEBA 1 HA TPOU3BOAUTEJISA, AKO TE CA PA3JIMYHU

[putexaren Ha IMIIEH3a 33 YIIOTpeda ¥ IPOU3BOAUTEIN, OTTOBOPEH 338 OCBOOOK/IaBaHE HA MAPTUIATA!
KRKA, d.d., Novo mesto, Smarjeska cesta 6, 8501 Novo mesto, Slovenia

2. HAUMEHOBAHUWE HA BETEPUHAPHOMEIMIUHCKHUSA NTPOAYKT
OUITPUCT 67 mg crioT-oH pa3TBOp 3a Ky4era

OUITPUCT 134 mg crioT-oH pa3TBOp 3a Kydera

OUITPUCT 268 mg cnoT-0H pa3TBOp 32 KyueTa

OUITPUCT 402 mg croT-oH pa3TBOp 3a Kydera

dunpoHun

3. CbABbPKAHUE HA AKTUBHATA CYBCTAHIUUS U EKCUUIIMEHTUTE
1 nunera (0,67 ml) chabpxa:

AKTHBHA cyOCTaHIUSA:
Fipronil 67 mg

Excuunuenrn:
Butylhydroxyanisol ~ (E320) 0,134 mg
Butylhydroxytoluene (E 321) 0,067 mg

1 nunera (1,34 ml) cpabpika:

AKTHBHA cyOCTaHIUSA:
Fipronil 134 mg

Excuunuenrn:
Butylhydroxyanisol ~ (E320) 0,27 mg
Butylhydroxytoluene (E 321) 0,13 mg

1 nunera (2,68 ml) chabpxa:

AKTHBHA CyOCTaHIHSA:
Fipronil 268 mg

Excuunuenrn:
Butylhydroxyanisol ~ (E320) 0,54mg
Butylhydroxytoluene (E 321) 0,27 mg



1 nunera (4,02 ml) cpabpika:

AKTHBHA cy0CTaHIUSA
Fipronil 402 mg

ExcuunuenTn:

Butylhydroxyanisol ~ (E320) 0,80 mg
Butylhydroxytoluene (E 321) 0,40 mg

4. TEPAIIEBTUYHU INOKA3AHUSA

3a nieyeHue u podHIaKTHKA Ha KydeTa pu uHBasupaune ¢ 0baxu (Ctenocephalides spp.) v Kbpliexku
(Rhipicephalus spp., Dermacentor spp., Ixodes spp.).

JleueOHO TpeTHpaHe ¥ KOHTPOJ Ha aJIEpTUUCH AEPMATUT IIPU KydeTa, IPUIUHEH OT OBJIXH.
[Ipodunaxtruka u neueOHO TpEeTUPaHE HA Ky4eTa, HHBAa3UpaHH OT Trichodectes canis Xanelly BHIIKH.

5. INPOTUBOIIOKA3AHMUA

[Mopanu nurca Ha TOCTATHYHO JaHHU, JEKAPCTBEHHUST NPOIYKT He TpAOBa Jia ce ynoTpedsasa npu
Ky4eHIIa 1oJ] 8§ ceMUYHa Bh3pacT Wi ¢ Tero nox 2 kg.

[la He ce u3non3Ba npu OOJHH )KUBOTHHU (ChCTOSHUE Ha 00110 3a00IIsBaHe, TEMIIepaTypa) Win Ipu
KMBOTHH B IIEPHOJ Ha BH3CTaHOBABAHE.

Jla He ce U3MoII3Ba NPH 3aiIIM MOPaJX OMACHOCT OT HEXETaHU PEaKIMy I JOPH CMBPT.

To3u nexapcTBeH MPOAYKT € MpeIHa3HA4YeH 3a KyueTa. J[a He ce M3MoIi3Ba Ipu KOTKU Thil KaTo
MIPHJIOKEHUETO MY MOXE J1a IOBEE A0 Npeo3upaHe.

6. HEBJIAI'OITPUSATHU PEAKIIMU

B ciydait Ha o0nu3BaHe OT KHUBOTHOTO MOXKeE JIa c€ HAOJIr0JaBa KpaTKOTpaiiHa XUIIepCaTuBaLis,
KOSITO c€ IBJKH OCHOBHO Ha €CTECTBOTO Ha mbJiHUTENs. Cien ynoTpeda MoXke 1a ce IorydaT
MPEXOIHU KOKHH PEaKIMU Ha MACTOTO Ha IPHIOKEHHETO (IPOMSTHA B [IBETA HA KOXKAaTa, JIOKAIHA
anorenus, cbpOeX UK 3auepBsBaHe Ha KOXkaTta) U 0011 chpOex nin 3aryda Ha KO3UHA, KOUTO ca
HaOJIIOIaBaH! MHOTO PSITKO. VI3KITIOUUTEITHO psAKO ce HaOIoaaBaT XUepcauBanus, 00paTuMu
HEBPOJIOTHYHH CHMIITOMH (XHITEPECTE3MsI, ACIPECHsl, HEPBHOCT), MOBPBIIIAHE HIH ANXATCITHU
poosieMu.

Jla ce u3bsrea npeno3upate.

AKo 3a0enexuTe KakKBUTO U J1a OUIIO CEPUO3HO BB3ACHCTBUE WK IPYyTH €(peKTH, KOUTO HE ca
CIIOMEHATH B Ta3M JIMCTOBKa, MOJIs, HH(opMupaiite Bamms BeTepruHapeH Jiekap.

7. BUJIOBE ’)KUBOTHM, 3A KOUTO E IPE/JTHA3HAYEH BMII
Kyuera

8. JO3UPOBKA 3A BCEKHM BU/J ’JKUBOTHO, METOJA 1 HAYMH(M) HA
MNPUJIATAHE

IEO?:I/IQOBK&I

Enna eqnono3osa numeta ¢ 0,67 ml cnoT-oH pa3TBop 3a Ky4e ¢ Terio ot 2 no 10 kg.

Enna ennonozosa nureta ¢ 1,34 ml ciot-on pa3tBop 3a kyue ¢ Tersio ot 10 go 20 kg.



Enna ennonozoBa murera ¢ 2,68 ml crioT-oH pa3tBop 3a Kyde ¢ terio 1o 40 kg.

Enna ennono3osa nureta ¢ 4,02 ml ciot-oH pa3TBop 3a Kyue ¢ Teryio Haja 40 kg.
Enna ennonososa numnera ¢ 4,02 ml cioT-oH pa3tBopa 3a kyue ¢ terno Haja 40 kg u moaxopsiia mo-
MaJlka eTHOJI030Ba MUIIeTa 3a Ky4deTa ¢ Terso Hax 60 kg.

ITo To3u HaYMH BHE e OCUTYPUTE MUHIMAIHATA [IPENOPBUUTENHA 1032 oT 6,7 mg/kg.

[Mopaau nurca Ha MPOy4YBaHUsI OTHOCHO 0€30MAaCHOCTTA Ha JIEKAPCTBEHUS TPOAYKT, MUHUMAJTHUS
WHTEpBaJ MKy aluTUKAIMUTE TPsAOBa na ObJe 4 CCIMUIIH.

MeceuHo JieueHue ce OperopbpyYBa B CJIyH4auTC KOIaTO ChIIECTBYBA MMOBUIICH PUCK OT ITIOBTOPHO
ornapasuTsaBaHE C 6’[>J'IXI/I, AKO KYYCTO € aJICPTUIHO KbM OXaIllBaHE OT OBJIXH U B CJIy4auTe, KoraTto €
HeOGXO,Z[I/IM KOHTPOJ BBPXY I/IHq)eCTa]_II/IHTa ¢ OBIXH HITH IPpU 4€CTO KbITaHE HAa KYUCTO C
XHUIIOAJICPTUIHHN UJIKM OMCKOTABAIIN IaMIIOAHH. B 06J'IaCTI/ITe, KOUTO HE Ca CCPHUO3HO 3aCTpallICHU OT
OmapasuTiaBaHE C OBIXH K KBbPJICIKU, JICKAPCTBCHUSAT IIPOAYKT (DI/IHpI/ICT CIIOT-OH PAa3TBOP MOXKE Jia CC
npujiara BCEKU BTOPH OO0 TPETU MECCIIL.

IIsT Ha BBBEXKIAHE:
Pa3TBOp 3a mpunarane BrpXy OrpaHUYEH y4acThK OT KOXKaTa .

Hauux Ha npuaoKEHUE:

M3Bazgere emHom030BaTa IMUITETA OT TUTHMKA. 3aIpBKTE SAHOI030BATA IHUIICTa B H3IIPABEHO TOJIOKCHHE,
3aBbPTETE U cBaJieTe Karnauykata. OObpHETE KaravkaTa U s CJI0KETe 00paTHO C IPyrHsi Kpai BbPXY
€/IH0/I030BaTa nunera. HaTucHeTe s 1 3aBbpTeTe Kanavkara Taka, 4e Jia ce IpoOue MUIerara, cie/
TOBA CBAJIETE KalaykaTa OT €J{HO/[030BaTa nurera. Pa3rspHere Ko3MHATa Ha )XUBOTHOTO B 00J1acTTa
Ha pb0a HA KOCTTA MPEU TUICHIKUTE TaKa, Y€ KoXKara a cTane Buauma. [locraBere kpas Ha murneTara
C eIHOKpATHA /1032 BbPXY KOXKaTa U 1 HATUCHETE HAKOJIKO ITBTH JI0 U3TPa3BaHe Ha ChIBPKUMOTO
JIMPEKTHO BBPXY KOXKaTa Ha OIPEIEICHOTO MSCTO.

[IponykThT MMa NOCTOSIHHA €(PUKACHOCTTA Cpelly OBJIXM B MPOIBIDKEHHE Ha JBa MEcCela M CPEILy
KBPJIEKU B INPOABJDKEHUE Ha 4 CeIMMLM, B 3aBUCHUMOCT OT CTEIIEHTa Ha 3aMbpCSIBaHE Ha OKOJIHATa
cpena. beaxu ce yHuoxxasar B paMkuTe Ha 24 yaca ciie]] 3apa3sBaHe.

9. CBBET 3A ITPABUJIHO NPUJIOXKEHUE

Jla ce n30srBa KOHTAKT HA JICKAPCTBEHHUSI MIPOJIYKT C OUUTE HA )KUBOTHHTE.

Kbpniexure oT >XKUBOTHUTE TPsIOBa Ja ObJAT OTCTPAaHEHH MpeAu yrnorpedaTa Ha MPOAYKTa, 3a Ja Ce
HaMaJli PUCKBT OT TPAHCMHUCHUBHH 0OJIECTH.

BaxHo € 1a ce ocurypu NpriIoKeH!e Ha MPOJYKTa BbPXY MSCTO, KOETO )KHBOTHOTO HE MOXeE J1a
00JIHXKe U J1a ce MPEIOTBPATH B3aUMHOTO OOJIM3BAHE OT IPYTH KUBOTHH CJIEH MPUIOKEHHETO MY.
[Topamu nurca Ha TaHHW OTHOCHO €(PUKAaCHOCTTA Ha JIGKAPCTBEHHS MPOIYKT ClIe/ KbIIaHS/M3MHUBAHE C
[IaMII0aH Ha )KUBOTHHUTE, KbIIAHE HE Ce MPENnopbyBa /10 2 IHU CIIeI MPUIIOKSHUETO Ha POIYKTa,
KaKTO U M0-YECTO KbIIAHE OT BEJHBK CeIMUYHO. OMEKOTSIBAIIM [IIAMITIOAHA MOTAT Jia CE& U3IOJI3BAT
Mpeau armuKanusaTa. Ako o0aue ce U3IMoJI3BaT CEAMMIIATA CIIE/ ATUTMKAIUATA, TC HaMaJIsiBaT
MPOJBIKUTETHOCTTA Ha 3allUTaTa CPelly ObJIXUTE Ha OKOJIO 5 CEMUIIH.

[IpoBeneHuTe 6 CEAMUYHN TIPOYUBAHUS MTOKA3BAT, Y€ KBIIAHETO BEJIHBK CEIMUYHO MPH yoTpeda Ha
MEIMIIMHCKY IIIAMITOaH, ChIIbpKalll 2% XJIOPXEKCUINUH HE MOBIHsSIBA e()EKTUBHOCTTA Ha
JICKApCTBEHUS MPOAYKT CPEILy OBJIXHTE.



Cren MpUI0KEHUETO Ha JICKAPCTBEHUS MPOYKT KBIIAHETO HAa KyveTara B €CTECTBEHH BOJIHU
W3TOYHMIM TPAOBa J1a ce n30srBa 3a 2 AHU (BWXK Touka 13).

Crnen aruiMkanusTa MOXe Jia e OTKPUSAT CIIMHUYHU KbPJICKHU. 3aTOBA € HEBb3MOXKHO HAITBJIHO J1a C&
W3KJIOYM PEHOCa Ha MH(EKIIMO3HH 3a00IsIBaHus TPH HEOJIATONPUSTHU CHCTOSIHHUS.

BB3MOXkHO € J]a uMa puKaueHn eqUHUYHYU Kbpriexku. [Topaau Ta3u npudrHa MPEHACSHETO Ha 3apa3Hu
00JIECTH OT KBPJICIKU HE MOXKeE Ja Ob/Ie HAIBIHO U3K/IIOUYEHA, aKO YCIOBHUITA Ca HEOIarOMPHsITHH.
Karo npasuito, kbprexwure 1ie ObJaT YHUIIOKEHH | IIIe MaJHaT OT KoXKaTa B paMKuTe Ha 24 10 48
Yaca cie]| 3apa3siBaHe, 0e3 Ja ca moeju KpbB. Hanunero Ha eIMHUYHH KBPIICKH CIIe]] ICUCHUETO HEe
MOJKE JIa C€ M3KJIFOUH 110 BpeMe Ha MepHo/ia Ha JICUCTBUE HA IPOAYKTA.

BhiIxure OT JOMAIIHUTE )KUBOTHU Hali-4eCTO HalagaT KOIIYeTara, Mecrara KbJIEeTO KMBOTHHTE CIISAT U
MOYMBAT, TAKMBA KaTO KWJIMMU U JIOMAIIIHO 003aBeX 1aHe, KOUTO TPsiOBa PEIOBHO J1a ce 00paboTBaT ¢
TIOJIXO TSI MHCEKTHIIUIN U JIa C€ MMOYUCTBAT C PAXOCMYKAYKH B CIy4YanuTe, KOraTo Ma MacoBO
onapasuTsBaHe.

JlekapcTBeHUST TpoayKT DUIPUCT CHOT-OH Pa3TBOP MOXKE Jia c€ MpHiara BbPXY pPasBbIAHU H
OpeMEeHHH KEHCKU Ky4eTa M MPU TaKuBa, KOUTO KbPMSIT.

10. KAPEHTEH CPOK

He e npunoxxumo

11. CIIEHHUAJIHH YCJIOBUsI 3A CbXPAHEHUE HA ITPOAYKTA
Jla ce cpxpaHsaBa Jajed OT Morjesa U Ha HEeJOCThITHY 3a JIela MecTa.

Ja ce cpxpaHsaBa B OpUrMHAIHATA ONAKOBKA, C LIEJ NIPEAINa3BaHe OT CBETIMHA.

To3u BCTCPHUHAPHOMCEAUIIMHCKHU MTPOAYKT HE M3MCKBA HUKAKBU CIICIMAJIHU TEMIICPATYPHU YCJIOBUS 3a
CbXpaHCHHUC.

Jla He ce U3Mmo3Ba TO3W BETEPUHAPHOMEIUIIMHCKH MPOAYKT CIIe] U3THYaHE CPOKa Ha TOJTHOCT,
oTOensI3aH BbpXy ONakoBKara - cief ,,[ ofneH o: .

12. CIIEHUAJIHU NTPEAYIIPEXJIEHUS

CrenyanHu npeAnasHy MepKH IpH yrmorpeda:

JlexapCTBEHUAT NPOLYKT MOJKE Jja IPUYMHY Jpa3HEHe Ha JIMTaBULUTE U HAa OUYMTE.

3aToBa TpsI0Ba 1a ce N30ATBa KOHTAKT Ha JICKAPCTBEHUS MPOIYKT C YCTaTa M OYHTE.

CoenyalHy OpeAna3Hd MEpKW 3a JIMlaTa, NpWiaraiyd BeTePUHAPHOMEIMIWHCKHUS OPOAYKT Ha
KUBOTHUTE:

Xoparta, 3a KOUTO ce 3Hae, 4 ca CBPbXUyBCTBUTEIHH KbM (PUITPOHMI HIIH AIKOXOJI He TpsiOBa 1a
BIIM3AT B KOHTAKT C BETEPUHAPHOMETUIIMHCKUS POAYKT. TpsaOBa qa ce n30srBa KOHTAKT HA MPBCTHTE
CbC CHIBPXKUMOTO. [Ipy KOHTAKT U3MHITE PBLETE CH C BOJA U CaIlyH.

AKO cIy4aifHO ce 3acerHaT OYHTe, U3IUTaKHETe I'M OOMIIHO C YUCTa BOJA.

MuiiTe pbLETE CH Clle]] BCAKa yrnorpeoa.

He numnaiite 00paboTeHNUTE )KUBOTHH U Ma3eTe JenaTa a He UTPasT C TAX JOKATO MPUI0KEHHUST
BBPXY TAX IIPOAYKT HE U3ChXHE. 3aTOBa ce IIpernopbyBa 00paboTKaTa Ha KUBOTHUTE J]a CTaBa HE IIpe3
JIeHs1, a B PaHHUTE BEUEPHHU YaCOBE U Ha )KUBOTHOTO J1a HE CE MO3BOJISIBA 1A CIIM 3a€/THO C TEXHUTE
COOCTBEHMIH, U Hali-BeUe C JEMa.

He nymiere, He nuiiTe n HE KOHCYMHUpaiTe XpaHa [0 BpeMe Ha NPUIIOKEHUETO Ha IPOIYKTa.

13. CIIEHUAJIHU MEPKH 3A YHUIIOXABAHE HA HEM3IOJI3BAH INTPOAYKT
NJIN OCTATBHBIU OT HEI'O, AKO UMA TAKHBA



Bcenuku Hen3noa3BaHu BCTCPUHAPHOMCANIIMHCKHU IMPOAYKTH WU OTIIAAHHU MaTCpUaJiv, IMOJIYYCHHU OT TAX,
Tp${6Ba Jla C€ YHHIIOXKaBaT ChITIACHO MECTHUTE N3N CKBAHUA.

[Tonuraiite Bamus BeTepuHapeH jekap KakBo Jia npaBute ¢ HeHyxHute BMII. Te3u mepku mie
CIIOMOTHAT 32 OIIa3BaHE Ha OKOJIHATA Cpeja.

HpOI[YKT'I)T HC Tpﬂ6Ba Ja C€ U3XBBPJIsI BbB BOAHU 6aC€I>'IHI/I, ThH KaTO TOBAa MOKe JIa € OIMacHO 3a pI/I6I/ITe u
BOJHUTEC OPraHU3MH.

14. JATA HA ITIOCJIEJHATA PEJAKIIUA HA TEKCTA
12.2014
15. JAOI'bJIHHUTEJHA UH®OPMAIIUA

KaproHeHa KyTHs, KOSTO ChIbp)Ka emaHomo3oBa mumera ot 0,67 ml pa3tBop, BCsKa, MakeTHpaHa B
TPUILIACTOB IUIHUK.

Kapronena xyTusi, KOSATO ChIbpKa eHOA030Ba mumnera ot 1,34 ml pa3tBop, Bcsika, MakeTUpaHa B
TPUILIACTOB IUIHK.

Kapronena xyTusi, KOSTO ChIbp)Ka €JHOA030Ba mumera ot 2,68 ml pa3TBop, Bcska, MakeTUpaHa B
TPUILIACTOB IUIHUK.

Kapronena xyTtusi, KOsATO ChIbpka eqHOm030Ba mumnera ot 4,02 ml pa3tBop, Bcsika, MakeTUpaHa B
TPUILIACTOB IUIHUK.

Kyrtus c 1, 3, 6, 10 u 20 nuneru.

He Bcuuku BU0OBE OMaKOBKHM MOTAT Jia Ce ITyCHAT Ha Ia3apa.

dapmakoTepaneBTuyHa rpyna:; EkTonapa3uTuiuam 3a JOKaTHO NPUIIOKEHNUE,
Berepunapaomenuunncku Anaromo-TepaneBtiueH Kox: QPS3AX15

OunpoHWT € HHCEKTHIUI/aKapuIn/I, KOHTO CIIafa KbM rpymara Ha GpeHmimnupasona. Toll neiicTea Ha
YJICHECTOHOTHTE Ype3 B3aUMOJCHUCTBHE C JTUTAaHIUTE Ha XJIOPHIHUTE KaHaIH, 0COOEHO C Te3H, KOUTO
ce perynmpar 4pe3 HeBpoTpaHCMUTepHaTa rama-aMuHoOyTupoBa kucennaa (GABA), n o To3u HaunH
ONOKHpAT TIpe- ¥ MOCTCHHANTUYHHUS TPAHCIIOPT Ha XJIOPUIHUTE HOHH Mpe3 KIEThbYHUTE MEMOpaHH.
ToBa Boa¥ 10 HEKOOPIUHUPAHA aKTUBHOCT HA [IEHTPAIHATA HEPBHA CHCTEMA U CMBPT Ha HHCEKTA U
Kbpaexure. JlekapcTBeHUAT MpoayKT PUIPHCT CIIOT-OH Pa3TBOP ChIbPKA aKTHBHOTO BEILIECTBO
(UITPOHMII, KOETO IPUTEKABA YHUKAJICH MEXaHU3bM Ha AEHCTBHUE CpeIry OBIXH U Kbpiexu. Dumpuct
CIIOT -OH Pa3TBOP aKyMYJIUpA B JIUIHJHATE KOMIIOHEHTH Ha KOKaTa 1 KOCMEHUTE (DONUKYIH KaTo
HEMIPEeKbCHATO CE SIMMUHHPA OT KOCMEHHTE (DOJIHKYIIHM Ha KOXKaTa M KO3MHATa KaTo 10 TO3HM HaYMH
OCHUTYpsIBa TIOCTOSIHHO JICHCTBHE.

Cren nokajHO MPHUIIOKEHUE Ha JIEKapCTBEHUS MPOAYKT PUIPHCT CIOT-OH pa3TBOP BBPXY KydeTa,
¢unponmi ce abcopbupa ymepeno (15%). [Ipu xyuera ca HaOmMoJaBaHN TPOMEHIUBH KOHIICHTPALIMN
B KpbBHATa I1a3Ma Ha Gunponui. Cien npuioxkeHneTo Ha OUIPHCT CIoT -0H pa3TBap, (GUIPOHMUI ce
pasnpocTpaHsBa upe3 KOHIICHTPAOHHUTE TPAANCHTH B KOXKaTa M KO3MHATA HA )KABOTHHUTE OT
MSICTOTO Ha MPHJIOKEHUETO KbM NepudepHute 30Hu (rymbanHaTa 30Ha). [Ipu kydyeraTa, GpUnpoHu
OCHOBHO ce MeTabonu3upa 10 cyiaponoB meradomutr (RM 1602), koiiTo chIo npuTexana
WHCEKTUIHMJCH U akapuuuaeH edekr. [Ipu kyuerara, KOHIEHTpaIMATA Ha QUIIPOHKI B KO3WHATA Ce
HaMaJsiBa ¢ MPUONHU3UTENTHO 3 - 4 pg/g 3a 56 AHU cliell IPUIIOKSHHUETO.



