KPATKA XAPAKTEPHUCTHKA HA ITPOAYKT
KBM JIHIEH3 3A YIIOTPEGA Ne 0022-2662

1. HAMMEHOBAHHE HA BETEPUHAPHOMEMHITHHCKHUA IPOAYKT
FIPRON 67 mg pa3TBop 3a Npuiarase BbpXy OrpaHu4en yuacThi sal KyueTa S

2.  KAYECTBEH # KOJMMYECTBEH ChCTAB

1 Tv6a (0.67 ml) ceappka:

AKTHBHA cyGeTaHIHA:
Fipronil 67 mg

ExcuunuesTn:

Butylhydroxyanisole (E 320) 0.134 mg
Butylhydroxytoluene (E 321) 0.067 mg

3a MRJIHES CIACEK Ha eKCHHIMEHTHTE, BIDK T. 6.1,

3. ®APMAIEBTHYHA ©®OPMA

PasTROp 3a NPHIATAHE BBPXY OrpaHHYeH ¥HacThK.
TMpo3paueH, XKBAT A0 AKBLATOIETCH PasTBOP.

4, KJIMHWYHHA JAHHH

4.1 Bugose ®HBOTHH, 32 KOWTO e NpegHaznayen BMII
Kyuera.
4.2 TepaneBTHYHH FOKA3ZAHAA, ONPEACISHH 32 OTACIHUTE BHI0BE JKIBOTHI

Jleuennwe ® mpodunaxTHka cpewy omapasutasaHe ¢ Opmxu (Clenocephalides spp.) B Kbpaexu
(Rhipicephalus spp., Dermacentor spp., Ixodes spp.) TpH Ky4eTa.

Jewenue v MpodHEIAKTHKA CPelly ancprivieH JepMaTHT, IPHIKMHeH oT yxansare Ha Obaxu (FAD) npu
KyJeTa. '

Jleuenne u npodIaKTHKA Cpelly HHBA3HI ¢ KocMoaaw (Trichodectes canis) IpU KyyeTa.

4.3 MpoTHBONOKAIAHKA

Tlopay nMnca Ha AaHHM, 18 HE Ce M3MON3BA [IPH JKUBOTHY HA BB3PAcT NO-MAIKO OT 8 CeMHITH WL
¢ TeflecHa Maca [o-Mamko ot 2 kg.

Ila we ce m3non3ea mpu Gonuu SKHBOTHH (CBC CHCTEMHO 3a00NABaHe, TPECKa) W IPH JKWBOTHW B
FIEpHO]] Ha BB3CTaHOBABaHE cnen 3abosBane,

Ta ne ce usnonssa npu saiim. Mosxe f1a npeaussrKa HEGIAronpHUATHA PeakUys U JOPH CMBPT.
[TpoayKThT e mpefHA3HAtWeH 3a KydeTa, Aa HE Ce W3MON3sa NpH Kotku. Moxke fla ce CTHrHe J10
IIpeslo3Hpane.

Mznom3eaiiTe mOAXoasul pasMep Ha OMAKOBKATAa B CHOTBETCTBHE C JICHCTBUTENHATA TETECHA Maca Ha
KY4ETO.

Jla He ce M3MOA3BAa IPH CBPBXTYBCTBATENHOCT KbM aKTHRHATA CyOCTAHIEA WM KEM HAKOH OT
eKCLIMIIHEHTHTE,

4.4 CrelHATHH NpeIHAZHK MEPKH 32 BCEKH BU/I SKHBOTHH, 32 KOHTO e npeanasuaden BMIT

)Ia ce u30area KOHTAKT Ha TIPOAYKTA ¢ OHHUTE Ha JKHUBOTHOTO.
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HOpaﬂH pHCl{a OT PBBEIMOIKHA PCIHCTEHTHOCT Ha napasmme KbBM d4KTHBHATa Cy6CTaHL[HH H
CB’bpSﬂHOTO C TOBA HaMa/usiBaHe Ha eql:)GKTHBHDCTTa OT TepanuaTa, Tp}I6Ba Ja <e Cnaseart CJICAHHTC
HpaBHJTa Hp}’l npwnaraHe Ha eKTomnapasuTHUHAM!

- H36ﬂrB£lﬁTe TB’pr[e HECTOTO H MHOIOKPATHO npuﬂaraﬁe Ha eKTDHapaBHTHHHZLH OT €4Ha M Cbila
rpyna;

- CHaSBaﬁTe npenop'banaTa AO3HPOBKAa H poXKuM Ha )IosnpaHe; annaraﬁTe npoayKra B A0O3HTE,
npenophqaﬂn OT HPOU3BOOUTEIL, 3a na 6’]’::)5[6 IMOCTUTHAT MaKCHMaJICH TCPaneRTHICH e[iJeKT.

4.5 CoenHaJIHH HpeANAasHy MePKH IpH ynoTpeda

CreiMangs Opefia3zHy MEDKH 34 JKMBOTHHTE TIPH vIIoTpeBaTd Ha HpoayKTa

Baykso € NPOINYKTHT Ja CE NPHIIATA HAa TAKOBA MSCTO, KOETO MKUBOTHOTO [Ja He Moxe Aa obmmKke,
KAKTO W CJe[ TPETHpaHe A4 ce NpeAoTBPaTH B3aMMHOTO 00/ m3BaHe Ha kHBOTHHTE. lIpoaykTeT na ce
TMpuaara camo BupXy Kokara. [a fe ce TpHnara NepopaiHe WIH napentepanuo. [la ce usbarsa
KOHTAKT Ha IPOAYKTA ¢ JHTABHITUTE (HA OYWTe, HO3LAPUTE, ¢ NHraBHU@ATA Ha TEHHTAIHHMTE HIH ¢
HapaHeHH yJacThild OT KOvKaTa).

Mpu Hamuure Ha OBJXH Ce Mperopbysa €HOBPEMEHHOTO TPETUPAHE W HA OCTAHANIUTE XKHUBOTHH B
IOMAKHHCTBOTO € EKTONAPAIMTHITHJTH.

He ce mpemopbuBa KbliaHe/MHEHe ¢ LIAMI0AH B TIPONEDKEHHE Ha 2 JHM CleJl TIPUIAraHeTo Ha
TIPOAYKTa, KAKTO H KBIIAHE, [I0-4eCTO OT BEJHEBK CEAMHYHO, :
Cnej MpAIOKEHUE HA [POAYKTA He TIO3BONABAHTE HA KYYeTO /Jla C¢ KbI¢ B CCTECTBEHM BOJIOEMH (BHXK
TouKa 6.6). '

Mosxe Ja HMa 3aXBalUAHE Ha efMHIYHN KbPJIEKH CIIE] TPETHPAHETO, HO T¢ YMHPAT B PAMKHTE Ha 24-
48 uaca cnen mpunaraHeTo Ha npoaykra. OOHMKHOBEHO ToBa ¢e CJIyusa MpeldH KBPICGKLT A3 ce
HACMYHe, KOSTO MHHUMM3HPA, HO He M3KITI0YBA PHCKA OT IPEHOC HA TPAHOMUCHBHH 3200 BaHHS.
DEIIXHTE OT JKMBOTHHTE YECTO HHBA3ZMPAT TEXHWTE KIETKHM M MECTATa, KBACTO JMKHBOTHOTO CNM H CH
HOYMBA, KATO KUAMMH W foMawudo of3aBexaane. Ilopaju ToBa TesH Mecta Tpsbpa ga Owjar
TPETHPAHH B CJIyYai HAa MacHBHA MHBA3MS, KAKTO H B HAYANOTO HA NPHJIAraHe Ha [PEANA3HUTE MEPKH,
¢ IIOAXOAALIM HHCEKTHITHTHH MPOAYKTH H 1a C& IIOUMCTRAT ¢ NPaXOcMyKavka.

Crenyaliiy npeinasHd MeEPKH 34 JKHIATA, IPHIaraly BETePHHAPHOMEeAHIMHCKHA NPOAYKT HA IKHBOTHHTE

Xopa ¢ ycTanoBeHa CBPBXIyBCTBUTENHOCT KM fipronil uim kM HIKOH OT ekcUUIHEHTHTe TpabBa Ja
M30rBAT KOHTAKT ¢ BETEPUHAPHOMETHIIMHCKHSA NPOAYKT.

Hs6srpaiite KOHTaKTa Ha POAYKTA ¢ npbeTiTe. [IpH cnyvyaeH KOHTAKT, H3IMHHTE pblUeTe CH ¢ BOJia H
CAlLyH. '

Tozu TPOMYKT MOXKE A LPEIH3BUxa pa3fipasHEHHWE HA O4WTE W JHraBuuure., CiAepoBarenHoO e
HeoOX0IUMO 1A ¢& NPESAOTBPATH KOHTAKTHT Ha IIPOLYKTa ¢ YCTaTa H O4HTe.

TTpw caayuaeH KOHTAKT HA IPOAYKTA C OUHTe, He3a0aBHO M1 H3MNIAKHETe OOMWIHO ¢ BOAA.

AKO pazpazHeHHETO MPOXLIDKABA, HE3a0ABHO /la ce MOThPCH MEJHLIMHCKH CBHBET, KATO HA JcKaps ce
PeNOCTABH JIMCTOBKATA 32 YIIOTpeda HITH eTHKETA Ha NPOAYKTA,

TperupanwTe KMBOTHM He TpaOBa 4a e YWTIAT W TIPETPBILAT M Ja HE CE MI03BOJABA HA [AcLATa Jia
MIPasT ¢ TAX, 10 HU3CHXBAHE HA MACTOTO Ha NMPAIOKEHHE, 3aTOBA ¢¢ (IPETOPHUBA KHBOTHHTE A HE Ce
TPETUPAT TIPE3 JIEHS, & TOBA /4 Ce IPaBH PaHO Bevep, KaTo ¢/ej TOBA Ia HE C& MO3BO/IABA Ha TOKY-IHO
TPETHPAHUTE XUBOTHH [d CITSIT ChC CBOHTE COOCTBEHHIM, 0CO0EHO ¢ Acua.

He nywiere, He miiiTe ¥ HE SHKTE M0 BPEME Ha NPUWIOKEHHETO HA IPOAYKTA.

Hammiite pruere cu ciiep paGota ¢ npoyKra.

Hpyru opeana3zHyd MEpPKH;

OURPOHWILT MOJKS JIa UMa HeOMAronpHATHO BIMAHHE BLPXY BOJHHTE opranusMu. He noseonssaiire
Ha KyueTaTa 4a ce KbIAT B €CTECTBCHH BOJOEMH 2 IHU CJIejl MPUAMKeHHEe HA IPOAYKTA.

[TpoaykThT MOKE na HMa HeONaronpHaTHO BIMAHME BBLPXY OIBETEHH, NaKHPaHH WNH APYTH
MOBBPXHOCTH WAH MeOeNH B JOMaKMBCTROTO,

4.6 HebaaronpusiTHH peaKHHn (4eCTOTA i BAKHOCT)
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Cnen o6au3Bane Ha IPOAYKTA MOXKE 71a ce HAOMOAaBa KPATHK TIEPHO/ HA XHICPCATHBaLKS, Ab/LKALIE
ce OCHOBHO Ha SCTECTBOTO HA HOCHTENS.

MHOro pAAKo CJIefl TpETHpaHe ce ChoDTABA 32 NPEXOAHH KOKHH Peakli B MACTOTO Ha NPHIIOIKEHHS
(oBesupeTaBaHe W ONajade Ha KO3WHaTa, ChpOeX, sauephiBane) H OO ChpOEK MM ANONELKSL. B
MHOTO PEIKH ciyuad ce cbhOOIjaBa 3a XHIepcanupanps, OOPATHMH HEBPOJOIHYHH CHMITOMU
(XurepecTesyst, AeNPecHs, HepBHY MPH3HALM ), TOBPBUAHE HITH JUXATEIIHY 3aTPY/THEHH .

B MSCTOTO Ha MPHIOIKEHUE MOTAT Ja Ce TIOSBAT KO3METW4HH AcdexTw (crmemwana kosuwua, Os
3CHXHAT [1Pax).

Ha "e ce npexoznpa.

IIpu mepaucTHpare Ha HeOMATONPUATHHTE PEAKIMH, TIOTHPCETe CHBET OT BETEPHHAPEH JICKAD.

47 ¥Ynorpeba no Bpeve Ha OPEeMEHHOCT, TAKTANHSA WJH stifleHoCCHE

Be30MacHoCTTa Ha BETPHHAPHOMEMITHHCKMA TIPOAYKT € JOKA3aHa IO BpeMe Ha OpeMeHHOCT M
NAKTATHA OpH KyJeTa, KaKTo H MPH MEHCKH Ky4eTa, IPeAHasHAYCHH 32 PasINo/, CIe/ HCKOJIKOKPATHO
ApHIarase Ha 4033, HAJBUIIABalla TPH THTH MPenopbiaHaTa.

Mooxe na ce OpuAaara 1o BpeMe Ha 6peMeHHOCT M JaKTaluusa NpHe Ky4UeTa, KAKTO W NPH JKECHCKH KyHeTa,
MpeaHazHaAYeHH 3a pa3njion.

4.8 BiauMomeiicTBHE ¢ APYTH BEeTePHHAPHOMEINITHACKH OPOXYKTH 1 PyTH GopMH HA
B3aHMoOacHCTBHE

He ca uzBecTHu.
4.9 J03a 1 HAYHH HA NPHIOKEHHE

Topany JiiIica #a JaHHM, MUHUMAJHEAT HHTEPBAT MO TPETHPAHHATA € 4 CeMHITL

3a npugarane BLPXY KOMKATA.

HauwH Ha npua0sKeHHe: OPHIAraHe BBPXY OrpaHHYeH Y4acThK.

JTo3MpoBKaTA 3aBUCH OT TE/IECHATA MACA Ha KUBOTHOTO.

Kywera ¢ Tenecra maca 2-10 kg: cnabpskannero Ha easa Tyba ¢ obem 0.67 ml (S).

ToBsa OCHIYpsiBa MEHUMAJTHATA NpenopsauTenta noza fipronil ot 6.7 mg/kg Tenecua maca.

TpeTapane eauH THT MECEYHO CE GPETIOPBYBA MIPH BHCOK PHCK OT MOBTAPAILA C& HHBAZUA OT OBiixy,
aKo KyTeTo € alepruu4H0 KBM yXanBaHHs OT GBIXH, ApH HEOOXOAMMOCT OT KOHTPOJI HA HHBA3MA C
KBPCKH HIH [PH HECTO KBIIAHe HA KyyeTo C XHIIOANCPTeHHW WM OBIAKHSBALIM Lammoand. B
obnacTuTe, KHAETO HAMA CepMO3Ha MHBasui OT Obixw u Kppiexw, FIPRON pasTsop 3a npujiarane
BBPXY OTPAHMYEH YYACTBK 32 KYTeTa MOJKE Aa Co MPHIara Ha BCCKH JIRa FITH TPH MECeLid.

MeTo/ Ha TIPUITOIKEHHE!

Jpwire TyGara uanpasena ¢ TACHATA YaCT HArOpe M HAKOJKO ILTH NOTYnaHTe TACHATA WacT Ha
TyGaTa ¢ npberT. BHEMATENHO OTUYyNeTe BPbXUYETO ¢ BLPTENWBO ABHiKeHIe. PasrsopeTe Ko3HWHATA HA
JKHBOTHOTO MEKTy NPEJHATA YacT Ha JIOTIATKUTE TAK4, Ue Ja Ce BKxa Koxkarta. llocTaBere pupxa Ha
ATUIMKATOPA BHPXY KOXATa H HAKONKO ITETH H3CTHCKaliTe Ty6ara Taka, Ye LULIOTO H ChABPKAHUE /ia
MOIAAHE JAPSKTHO BBPXY KOMKATA.

FIPRON pasTeOp 3a 1IpHIAaraHe BbpXy OFPAHHYEH YHACTBK 3 KyveTa € epeKTHBeH CPerTy HHBa3Hs C
6LAXH 3a NEpHOA OT TpUOIMIHTENHO 2 MeceLia M Cpeily KBpiieid 3a Tepuon o 1 mecer, B
3ABUCHMOCT OT MHIGH3MBHOCTTA Ha KOHTAMWHHpAaHe Ha okonuara cpeia. bemxure Gupat yOutd B
pamxHTe Ha 24 Jaca cae] HHBA3UATA,

4,10 Ipemosupane (CHMITOMM, CHEIIFH MEPKH, ANTHAOTH), AKO € HEODXOAHMO

Jla6opaTopunTe NpoyIBaHKA A0Ka3BaT 6€30MacHOCTTa Ha NPOJTYKTA 32 BUIOBETC JKHRBOTHH, 32 KOKTO €
npeanassauen. JlabopaTopHy IpoydBaHYA Ca M3BBPINGHU MPH KydeHla (Ha BE3pact 8 CEHMHATIH) H
mpu Kkydera ¢ TemecHa Maca oxomo 2 kg IlpunoxeHa e aosa, ner UBTH TIO-BHCOKA  OT
npenopBuKTENHaTa, JIpoyuBaHMATa HE TOKA3BAT HMKAKBM HEONATONPHATHH PCaKIiM. PucxuT OT
HposARa HA HeONaronpHATHM peakiy (BIDK To4ka 4.6) MOXKe Ja ce NOBHITA NpH MPE/I03HPaHe, 3aT0Ba
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KHBOTHWTE TpaGBa Aa ObAaT TPETHPAHU BUHATH © Ty0a ¢ IPaBAAHNS PA3MED, M30paHa B CHOTBETCTBHE
¢ TE/ecHaTa Maca Ha JMHBOTHOTO.

4.11 KapenTeH cpox
He e npunommo.
5. BAPMAKOJOIrNM4YHH OCOBEHOCTH

DapmMaxoTepaTeBTHIHA rpyna: APYTH eKTONAPa3HTAIIHLM 32 IOKATHO IPIIOKSHHE.
Betepunapromennmuacka Anatomo-Tepanestuuen Kom: QPS3AX1S,

51 @apmaxoiIHAMHYHA CBOHCTBA

DUNpOHANHT € NIMPOKOCHEKThPEH HMHCCKTHIMI/AKAPHLMA, TPOH3BOAEH Ha (eHummHpasona. 3a
YJIeHeCTOHOPMUTE € TOKCHYEH CJIC/ KOHTAKT ¢ NOBBPXHOCTTA Ha TANOTO UM HIIH CJIefl OrTbilaHe, KaTo
JleficTBA BBLPXY BB3PACTHH CK3EMIUIAPH H BBPXy Japsd. B uenrtpajgHata HepeHa cucTeMa Ha
HACEKOMHUTE R3AMMOIEHCTBA C PELENTOPHIC HA raMa-aMuHOMacrneHata wmcenuHa (GABA). Tesu
PEHENTOPH PeryIupaT XJIOpHAHMTS kaHamd. [lo To3M HAYHH ¢GUOPONMIET OJOKHpA MpEeHOca Ha
XTOpHEHH Homw rpe3 KneThuHuTe MemOpanu. HacThmBa mnpekomepHa HepBHA CTHMYNAIHA,
HEKOOPJMHEPaHa IeiHOCT HAa HEpBHATA CHCTEMa H Toc/iefsallla CMBPT Ha HACCKOMMTE H aKapHTe.
AKapUITHIHUAT eekT Ce HOCTUrda W 4pe3 JECTPYKTHBHO BIIHKMEC BhpXY CINIOHYEHHTS JKNe3d Ha
KBPIEKHTE, ¢ KOSTO €€ BB3NPEMATCTBA BCMYKBAHETO OT SKMBOTHOTO. YCTAHOBEHA € PElPO/yKTHBHA
TOKCHUHOCT Ha QMAPOHMIIA [P JKEHCKHUTE KBPIEIKH {HeOOpaTHMU NPOMEHH Ha OOIHTHTE).

5.2 ®apMAROKHHETHYHE 0C00CHOCTH

Crien npuiaOMeHHe Ha (POAYKTA, aKTHBHATA CcyOCTaHuMs HPOHHKBA B KOXATA Ha JKHBOTHOTO.
PazipocTpansea ce ¢ KOHLEHTPALHOHEH IPAJMEHT OT MACTOTO Ha TIPHJIATaHe KbM NepHpepHITE 30HH
(aymbanHa 30Ha, XbAOOUM), KYMYIHpa B KONKHATA MasHHHA ¥ B KOCMEHHTE (QONUKYJH, OTKHACTO
TIOCTENEHHO ce OcBobMKIana B Koxkarta M ko3wHATA. [10 TO3M HAYHH ce OCUrypsiBa FBITOTpPaHHA
akTHBHOCT, KoOHIeHTpalusata Ha (QUOPOHMA B KO3MHATA MOCTETIEHHO HAMANABA, CIIEA 56 gum e
H3MEpPEHa KOHIEHTpalkA B Ko3uHaTa 3-4 |lg/g.

Cren npunarade BbpXy koxkara GunporwisT ce aGeoplupa B MEMHUMATHHE Kosiyectsa (fo 1 %). B
TAIOTO ce MeTaboAM3Mpa N0 CYAQOHOB JCPUBAT, KOHTO CBINC HMA HHCCKTHIDIHO W aKapHLVIHO
HAelicTBRHE.

6. DAPMANEBTHYHMA OCOBEHOCTH
6.1 ChoHCHK HA eKCHHNBEHTHTE
Butylhydroxyanisole (E 320)
Butylhydroxytoluene (E 321)

Povidone K -16.5

Polysorbate 80

Ethanol 96%
Diethylenglycol-monoethylether

6.2 HechBMECTHMOCTH
He e npunoxuMo,
6.3  Cpox Ha rogaoct

Cpox Ha roAHOCT Ha kpaliHus BeTEPUHAPHOMEIULIHHCKH IPOAYKT: 2 TOMHHH.
HanomsnaiiTe He3abaBHO Clle OTEAPAHE HA CalleTo.

6.4, CuoenHalHH YCI0BHA 33 ChXPAHEHHE HA MPOJYKTA
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To3H BETEPUHAPHOMEMIMHCKH [IPOYKT HE H3MCKBA HAKAKBH CTIELMAIIHH TEMIEPATypHH YCIOBIA 32
ChXpaHeHHe.

Jla ce cpxpaisBa B OPHIMHAMAATA ONAKOBKA ¢ e/l TPE/INasBaHe OT CBETIHA.

Ja ce chXpaHsiBa Ha CYXO MACTO. '

6.5 BHO H CHCTAR HA NBPBHYTHATR GIIAKOBKA

Hpo3paqHa exHomO30Ba TyGa o PE ¢ oruynsamo ce Bpbxue (PE). TyGute ca HHIUBHIYAIHO
onakosaHu B 3aneuaradn cawera (PET-AL-PE). Cawerara ca ONakoBaHK B KAPTOHCHA Ky THA.

Pazmepy Ha OIaKoBKaTa: 1, 3 Wi 25 eAHOTO308H TYOH.

He BcHuKM pasMepy Ha OUAKOBKATA MOTaT 1a ObJAT Hpe/UTaraky Ha rasapa.

6.6 Chennajaan MepKH 32 YHHINO/KABAHEG KA HEN3MOA3BAN NPOXYKT HIH OCTATRUM 0T HETO
BeekH HEH3MON3BaH BETEPHHAPAOMEAULHHCKH TPOLYKT WA OCTaThlld OT HETO, Tpabea ma Ovaar
YHPIIOMEHH, B ChOTBETCTBHE C M3FCKBAHKITA H2 MECTHOTO 3AKOHOMATEIICTRO.

FIPRON 67 mg pasTop 3a OpUiarane BhPXY OIPaHHYeH yqacTbK 3a KydeTa S we Tpabea pa Obae
H3XBBPISH BHB BOAHM OacefinM, T KaTo TOBa MOME [a GnLae OmacHo 3a PHOW MW IpYrH BOLHH
opranusmu, He 3aMbpesBaiiTe ¢ MPOAYKTA HITH C [IPasHH OTIAKOBKM €3epa, BOAOCMH Hilll KaHATH.

7. TIPUTEKATEJ HA JIMITEH3A 3A YIIOTPEBA

Bioveta, a.s.

Komenského 212/12

683 23 Ivanovice na Hané

Czech Republic

8. HOMEP HA JIAIEN3A 3A YIIOTPEBA

Ne 0022-2662

9. ITATA HA ITOJTHOBSIBAHE HA JIMIIEH3A 3A YHOTPEBA

07/03/2017

10. JATA HA MMOCJEJHATA PEJAKITHSI HA TEKCTA

02/2017

3ABPAHA 3A ITPOJAKBA, CHABISIBAHE H/HJIU YTIOTPEBA

He e npyiro:KumMo.

I-P TAMSIH WIAEB 1/l \

H3ITBTHHTEJEH JJHPEKTOP P\TBCH



