KPATKA XAPAKTEPUCTUKA HA TPOAYKTA KBbM
PA3SPEIIEHHME 3A ThPI'OBHUS C BJIII Ne 0022-2359

1. HAUMEHOBAHUE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

Frontline Tri-Act 67,6 mg / 504,8 mg spot-on solution for dogs 5-10 kg

2. KAYECTBEH U KOJIMYECTBEH CBbCTAB
Beska 1 ml numnera ChbAbpXKa:

AKTHMBHM BelllecTBa:

Fipronil ..., 67,6 mg
Permethrin ..o 504,8 mg

ITomo1mHu BemiecTBa

KauecTBeH chCTaB Ha MNOMOIIHUTE BeIeCTBA KoanuecTBeH CbCTaB, aKO Ta3u I/lHq)OpMaIIHﬂ

U IPYIruTe CbCTaBKH € Ba'KHa C orJiel HA NIPABUJIHOTO NIpUJIaraHe
Ha BeTePUHAPHUSA JIEKAPCTBEH NPOAYKT

Butylhydroxytoluene (E321) 1,125 mg

N-methylpyrrolidone 393,7 mg

Medium-chain triglycerides

Buctbp, 6€31BETEH 10 )KBATO-Ka(sB Pa3TBOP 3a MPUJIATaHe BhPXY OTPaHHYCH YYaCThK.

3. KIIMHNYHA THOOPMAIIUA

3.1 Bunose :kMBOTHH, 32 KOUTO € npeaHaznayen BJIIT
Kyuera.
3.2 TepaneBTHYHU NOKA3aHUs], ONIPe/ieJIEHH 32 OTACJTHUTE BUI0BE KUBOTHH

3a TpeTHpaHe U Ipe/a3BaHe OT Olapa3uTsIBaHe ¢ OBJIXH H/UIH KBbPIICKH, KBJETO PeleICHTHATA
(mpoTuBOXarera) akTHBHOCT € He0OXO0[MMa CPEIIly MSChYHH MYXH, XaIleIH MYXH H/WIH KOMapH.

. boiaxu

Tpetupane u npejnasBane ot onapasutsasane ¢ owyixu Ctenocephalides felis u npeanassane ot
omnapasutsBane ¢ 6wyixu Ctenocephalides canis. Exno Tpetupane npeaoTBparssa MoBTOPHO
omnapasuTsBaHe 3a 4 ceqMHuIM. BeTepuHapHHAT JIeKapcTBEH MPOIYKT MOKE J1a C€ U3I0JI3Ba KaTo 4acT
OT CTpaTerusTa 3a TPETUPAHE Ha ANePrHYeH EPMATHUT, KbIETO TOBA € OHJIO MPEIBAPUTEITHO
JMAarHOCTHIIUPAHO OT BETEPUHAPEH JIKap.

° Kopaexu

TpeTupane u mpejnasBane OT onapasuTaBane ¢ kKbpiexu (Dermacentor reticulatus, 1xodes ricinus,
Rhipicephalus sanguineus). Exro tpetupane yousa (Dermacentor reticulatus, Ixodes ricinus,
Rhipicephalus sanguineus) u otoscksa (Ixodes ricinus, Rhipicephalus sanguineus ) kbpiexu 3a 4
CEIMHMIIH CJIe]T TpeTUpaneTo u oTorsckBa Dermacentor reticulatus ot 7 nuu go 4 cenmunu cuen
TpeTHpaHe.

o Komapu v msicbYHH MYXH

Or6bekBa (MpoTHBOXANelIa akTUBHOCT) msickuHu Myxu (Phlebotomus perniciosus) 3a 3 ceamunu u
komapu (Culex pipiens, Aedes albopictus) 3a 4 cemmurm.
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VYousa msscrunute myxu (Phlebotomus perniciosus) u komapure (Aedes albopictus) 3a 3 cexmunm.
HamansiBa pucka ot uadekius ¢ Leishmania infantum upes npenaBane ot msichbuHr MyXu
(Phlebotomus perniciosus) 3a 4 ceamunu. EQekThT € MHAMPEKTEH MOPaH aKTUBHOCTTA HA MPOYKTa
cpelry BEKTopa.

. OGopHH MyXU
Or16bckBa (MpOTUBOXATIEIIa AKTUBHOCT) U yOuBa 000pHU Myxu (Stomoxys calcitrans) 3a 5 cemmuiiu.

3.3 I[poruBonokazanus

Jla He ce U3M0JI3Ba TIPH GOJIHY HJIM Bh3CTAHOBSIBAIIH CE SKAUBOTHH.

To3u BeTeprHApEH JEKapCTBEH MPOIYKT € MpeHa3Ha4YeH 3a ynorpeda camo 3a Kydeta. [la He ce
W3II0JI3Ba TIPH KOTKH M 3aMIH, Thil KATO MOTAT JIa CE MOSABIT HEOIAarONPUATHH PEAKIMU U TIOPU CMBPT
(Bmx 1.3.5).

Jla He ce M3IO0JI3Ba MTPU CBPbXUYYBCTBUTEIHOCT KbM aKTHBHUTE BELIECTBA UIIH KbM HSAKOE OT
MOMOIIIHUTE BEMIECTBa (BUK CBIIO T. 3.5).

3.4 CnenmnajaHu npeaynpexieHns

Henyxnata ynorpe0a Ha aHTHITapa3uTHH MPOAYKTH WIIH yIIOTpedaTa, OTKIOHSABAIIA C€ OT yKa3aHUsITa
nmanenn B KXII Moxe /1a yBeTrdy HATHCKA 33 CENEKIHS Ha Pe3UCTEHTHOCT | Ja OBEIe 10 HaMaJieHa
edpukacHocT. Pemenunero 3a ynorpeda Ha IpoayKTa TpsiOBa 1a ce OCHOBaBa Ha MOTBbPKICHHE Ha
Mapa3uTHUS BUJl M1 HATOBAPBAHETO WIM HA PUCKA, BH3 OCHOBA HAa HETOBUTE CTIHIEMHUOJIOTHYHU
XapaKTEePUCTUKH, 32 BCIKO HHIUBUIYAITHO )KHBOTHO.

BB3MOKHO € MPUKPCHIBAHC HA CAMHUYHU KbPJICKU WIN yXallBaHUA OT CAUHUYHN KOMapHu UJIN
micbyHu Myxu. [lopagu Tasu npudmHa, MpeJaBaHe Ha HaTOT€HH OT TE3H WICHECTOHOTH HE MOJKE J1a
ObJic HAITBJIHO U3KJIIOYEHO, aKO YCIOBUSTA ca HeOIaronpusaTHU. EqMHUYIHN KBPIIeKH MOXKe Ja ce
MIPUKPETIAT U OTACTAT Npe3 MbpBUTe 24 yaca ciie]] ONapa3uTIBaHETO U aKO KbPJIEXKH NMPUCHCTBAT,
KOTaTo ce Mpuiara BeTepUHAPHHUS JIEKAPCTBEH MIPOAYKT HE BCUUKH MOTaT Jja yMpar B IPOJbIDKEHHUE
Ha 48 yaca ciie] TpETUPaHETO.

He3zabaBHata 3ammura cpely yxamnBaHe OT ISIChYHN MyXH HE € JJ0Ka3aHa. 3a HaMa/lsIBaHEe Ha PHCKA OT
urpekius ¢ Leishmania infantum upes npenasane ot mscpunn myxu (Phlebotomus perniciosus),
TpEeTUpaHUTE KydyeTa TpsiOBa Ja ce JbpKaT B 3alllUTEHa cpesia pe3 mbpBuTe 24 yaca ciel
IbPBOHAYAIHOTO NPHJIAraHe Ha JICYCHUETO.

BerepuHapHUAT JIeKapCTBEH MPOAYKT OCTaBa €(hEKTUBEH Cpelly ObJIXH IPU TPETUPAHH KUBOTHH,
KOHUTO ce TIOTAIST BbB BOJIa MOHAKOTA (HalpuMep IUTyBaHe, KbllaHe). Bbhrpeku ToBa, He TpsiOBa aa ce
MO3BOJISIBA HAa KydeTaTa Ja IUTyBaT WM J1a ObJaT KbIIaHU C LIaMIIOaH B paMKHTe Ha 48 yaca ciies
TpetupaHeTo. M30sreaiite 4ecToTO MiIyBaHe WIK KbIIaHE C [IaMIOAH HA TPETUPAHUTE Ky4yeTa, Thil
KaTo TOBa MOXKE J1a IOBJIHsIC HEOIATONPUATHO BHPXY HOAIbpKaHe e(EKTUBHOCTTA HA TIPOTYKTA.

TpsiOBa ma ce uMa mpenBU, Ye € Bh3MOXKHO JIPYTH dKUBOTHU JKUBECIIH B CHIIIOTO JIOMaKWHCTBO Ja
ObJIaT U3TOYHHK HA TIOBTOPHO OMapa3uTsABaHe C OBIIXY W/WIH KbPIIEXKH U Te TpsAOBa 1a ObaaT
TPETHPaHH, aKO € HEOOXOAMMO C MTOAXOJISII MPOAYKT.

3a Mo-HaTaTHIIHO MOJIIOMAaraHe 3a HaMaJIsIBAaHE Ha ONapa3UTsIBAaHETO Ha OKOJIHATA Cpelia ce
MPeropbYBa OMBIHATEITHO TPETUPAHE Ha OKOJTHATA CPeJia CPEILy Bb3PACTHH OBIIXH U TEXHUTE
JIapBU.

3.5 CnenuaJiHu NpeAna3Hu MepKM NpH ynorpeda

CHGHI/IaHHI/I OpeanasHi MCPKH 3a ) KUBOTHUTE ITPHU VHOTDe6aTa Ha IIPpOAYKTa:

[opanu nunca Ha cienuUIHE TPOyYBaHUs, ynoTpedaTa Ha BETEPHHAPHUAT JICKAPCTBEH MPOYKT HE
ce ImpermopbhyBa IMPH KydueTa Ha BB3PACT IO 8 CeIMUIIM HITH MPH KydeTa ¢ TejecHa Maca mox 2 Kg.
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Tpsi0bBa na ce BHUMAaBa, 3a Jia ce N30ErHe KOHTAKT Ha BETEPHHAPHUS JICKAPCTBEH MPOJIYKT C OYUTE HA
Kydeto. BaxxHo € #a ce yBepuTe, 4e BETEpHUHAPHHUAT JIEKAPCTBEH MPOIYKT C€ Iprilara Ha MsCTO,
KBJICTO )KHBOTHOTO HE MOXE JIa C& OOJIKE U J1a CE YBEPUTE, Ue M JPYTH )KUBOTHHU HIMA Ja OJIKaT
MSICTOTO Ha TpETUPaAHE CJIE] IpUIaraHe.

[opanu crierudpuunata cu GU3NOIOTHUS KOTKUTE HE METa0O0IM3UPAT HAKOU CheAHMHCHUS,
BKITIOUHMTEITHO Permethrin, BeTrepuHapHus IeKapCTBEH MPOIYKT MOXKE Ja MPEM3BHKA TOTCHI[MATHO
(haTaTHM KOHBYJICHH TIPH TO3M BHI )KUBOTHH. [Ipu ciydaifHO n3arane Ha Ko)KaTa, M3MHUNTE KOTKATa C
[IIAMIIOaH WU CaITyH W BEJHAara MmoThpPCeTe ChBET OT BETEPHHAPEH JIeKap. 3a Ja Mpena3uTe KOTKUTE
OT CITy4aiiHO M3JIaraHe Ha BeTCPUHAPHUS JICKAPCTBEH MPOAYKT, IPHKTE TPETUPAHUTE KydeTa Jajiey OT
KOTKH, JIOKaTO MSICTOTO Ha TIPUJIOKEHHE He M3ChXHe. BaykHO e 1a ce rapaHTupa, 4e KOTKUTE He
OMKaT MSACTOTO Ha IPWIOKEHHUE Ha Kyde, KOETO € OMII0 TPEeTUPaHO ¢ TO3H MpoAyKT. [lpu ciydaen
KOHTAKT OT TO3U THII Ha KOTKaTa ¢ MPOAyKTa, BeJHara NoTbpceTe ChBET OT BETEPUHAPEH JIEKap.

Jla He ce U3M013Ba pU KOTKH U 3al1IH.

Crennanany npeana3sHy MEPKH 3a JIMLATA, IPUIArallyd BETEpUHAPHOMENNIIMHCKUS IPOAYKT Ha
JKUBOTHHUTE:

TBit KaTo TO3M BETEpUHAPEH JICKApCTBEH MPOIYKT MOYKE J1a MPHYMHH Bh3NaJICHUE Ha KOXKAaTa M OUNTE,
n30ATBaliTe KOHTAKT Ha BETCPUHAPHUS JIEKapPCTBEH MPOAYKT C Kokara u ounte. He oTBapsiiite
nureraTa 0JM30 A0 WK B TIOCOKa KbM JHeTo. [Ipu cirydaiiHo monagane B OYUTE WIH aKO OUUTE Ce
BB3MAJAT 110 BpeMe Ha MPUJIOKESHUETO, BeJJHATa T U3MHHTE OOMIHO ¢ BO/Ia. AKO BB3MAIICHHETO
NPOIbJIKaBa, MOThPCETE CHBET OT JieKap. [Ipu ciaydaeH KOHTAKT ¢ KoXKaTa WM aKo KOJKaTa ce Bb3Ialli
0 BpeMe Ha MPUIIOKEHUETO, BelHara M3MHUHTE KoxkaTa OOMITHO € BOJIa U callyH. AKO BB3MaJICHUETO
MPOABIDKABA WM CE TIOBTapsl, BeJHara MOThPCeTe CHBET OT JieKap.

Xopa ¢ ycraHoBeHa CBpbX4yBcTBHTETHOCT KbM fipronil u/umu permethrin tpsioa na uzosirear
KOHTAaKT C BeTepUHAPHHSA JIEKAPCTBEH MPOAYKT.

BerepuHapHUAT JIeKapcTBEH MPOAYKT € BPEICH NpH morirbluane. M30sreaiite KOHTaKTa ppKa-ycTa.
He nymiere, He nuiiTe U He SHKTE IO BpEME HA IPUJIAraHEeTo.

Wzmmiite ppreTe cu ciex ynorpeoa.

[pu ciyuaiiHo morTbIaHe W3IUTAKHETE yCTaTa U IMOThPCETE ChBET OT JIEKap, ako HE Ce YyBCTBATe
noope.

Twit kato omoIHOTO BerecTBo N-methylpyrrolidone moske na numyiupa GeTOTOKCHYHOCT U
TEPaTOTeHHOCT MPH 3HAYUTEIIHO U3JIarane, OpeMEHHUTE KEHU TPsOBa J1a HOCAT MPEANa3HoO
000opyJIBaHe, ChCTOSIIO CE OT PHKABHUIIH, 32 J1a ce U30erHe KOHTAKT C MPOJIyKTa.

Tperupanute )KUBOTHH He TPSIOBA J1a ce MUIAT U Ha JieraTa He TpsiOBa Ja ce MO3BOJISABA J1a UTPAsIT C
TSIX, JOKATO MSICTOTO Ha NMPUJIOXKEHUE He U3ChXHe. [IpernopbuBa ce )KHBOTHHUTE 1a HE Ca TPETUPAT
mpe3 JIeHs, a PaHO BE4YepTa U HACKOPO TPETUPAHUTE )KUBOTHH JIa HE CIISIT ChbC COOCTBEHHUIIUTE CH,
0Cc00€eHO ¢ aera.

CobxpaHsBaiiTe MMIETUTE B OPUTHHATHUS OJMCTEP U BEIHBK M3IIOJI3BaHa IIpa3HaTa MHIeTa TpIoBa
He3a0aBHO J]a c€ U3XBBPJIU 10 MOAXO/ISI HAYHH, KaTO TakKa ce MPEeI0TBPaTh MO-HATAThIIEH JJOCTHIL.

CHGHI/IaJ'IHI/I OpanasHii MCPKH 34 3allMTa Ha OKOJIHATa cpeaa:

BerepuaapHUAT NeKapcTBEH MPOAYKTHT MOXKE Ja MOBIHMsE HEOIATOMPUATHO HA BOAHUTE OPTaHU3MHU.
Tperupanute Kydera He TpsiOBa /1a ce AOMYCKAT JO OTKPUTH BOAOEMH B PAMKHUTE Ha 2 THH CIIEA
TPETUPAHETO.

3.6 Heo0saronpusaTan peakuun

Kyuera:

318



Mmnoro peaKu PeaK]_[I/II/I B MJACTOTO Ha HpI/I.]'IO)KeHI/Iel (06€3HB€T$IB3HC

(mo-mamko ot 1 mHa 10 000 TpeTupanu Ha KOXKara, 3aryba Ha KOCMH, CbpOeIK, 3a4epBsIBaHE).
KUBOTHH, BKIIOUUTEITHO U30JIUPAHH I'enepanusupan cepOesx, 0011a 3aryda Ha KOCMH,
CHOOILCHNUS): epuTema.

Xurnepectensus,?, MycKyJIeH TPEMOPZ, aTaKcus’
JPYTY HEBPOJIOTHYHHU TIPU3HALILZ,
XuInepakTUBHOCT?,

Jlenpecus?, aHOpeKCHs.

TToBpbINAHE, XUITEPCATHBALIHS.

! Brpsonpexoanmu.

2O6patumu.

B ciyuaii Ha 061m3BaHe Ha MSCTOTO HA MPHMIIOKEHUE, MOKE 1A C€ HAONII01aBa XUIIEPCATUBALKS 1
HOBpPBIIAHE.

CpoOI11aBaHeTo Ha HEOJATONPHUATHH PEAKIMU € BaKHO. ToBa M03BOJIsIBA HEMTPEKHCHAT MOHUTOPHHT Ha
0e30MacHOCTTa Ha BeTEPUHAPHUS JICKAPCTBEH MPOayKT. ChOOIICHHUATA TPOBA J1a Ce U3IpaIlIaT, 3a
MPEANOYNTaHEe Upe3 BETEPUHAPEH JeKap, WK Ha IPUTEKATENS Ha pa3pelIeHHeTo 3a ThPTOBHs MIIH Ha
MECTHHS MY MPEACTABUTE, WM HA HAIIMOHATHHS KOMIIETCHTEH OpraH upe3 Hal[HOHAHATa CHCTEMa 32
choOIaBane. 3a ChOTBETHHUTE JJAHHH 32 BPb3Ka BIKTE ChILO JIUCTOBKATA.

3.7 Ynorpe6a mo BpeMe Ha OPeMEHHOCT, JIAKTAIIUSA WU sIHIleHOCeHe

3amoaseMocT, OpPEMEHHOCT U JIaKTallHs:

BesonacHocTTa Ha BeTepUHAPHUS JIEKAPCTBEH MPOLYKT HE € J0Ka3aHa MPH Ky4eTa 1Mo BpeMe Ha
OpEMEHHOCT U JIAKTaLUsl JIM TIPY KUBOTHHM 32 Pa3ILIOJ.

ITpunara ce camo ciie[] peLeHKa MoJ13a/pUCK OT OTTOBOPHUS BETEPUHAPEH JIeKap.

Jlabopatopuute npoyuBanus ¢ fipronil nwim permethrin He moka3Bat HUKaKBH J0Ka3aTENICTBa 32
TEPATOreHHOCT MM eMOPUOTOKCHYHOCT.

JlaGopaTopHUTE MPOYYBaHHUs TIPH 3aiIIK U IIBX0BE ¢ moMorHoTo BemectBo N-methylpyrrolidone ca
JoKa3anu (PEeTOTOKCUYHOCT.

3.8 B3aumopgeiicTBHe ¢ APYrd BeTePUHAPHHU JIEKAPCTBEHU NPOAYKTH M Apyru ¢gopMu Ha
B3auMoJeicTBHE

He ca usBecTHH.
3.9 Hayun Ha npuiokeHHe U T103MPOBKA

[Ipunarane BbpXy OrpaHU4eH y4acThK.

ﬂompom{a:

Munnmanuara go3a e 6,76 mg/kg T.m. fipronil u 50,48 mg/kg t. m. permethrin, ceoTBeTCBaIIa Ha €1HA
nuneta ot 1 ml 3a kyde (tenecna maca Haa S Kg u o 10 Kkg).

ITo-HuckaTa 103a MOXKe J1a JIoBejie [0 Hee(eKTUBHA yrmoTpeba U J1a GaronpusTCTBa 3a Pa3BUTHETO HA
PE3UCTEHTHOCT.

CxeMa Ha JI€UEHHE:

Ynorpebara Ha BETEpHHAPHUSAT JICKAPCTBEH MPOAYKT TPSOBA J1a CE€ OCHOBABa HA MOTBBPJICHO
olapa3uTsABaHE WU PUCK OT ONapasuTsIBaHe ¢ OBJIXU U/HIN KbPIICKHU, KbICTO PEIeICHTHATA
(mpoTHBOXareIa) akTHBHOCT € ChIIIO Taka HeoOXoauMa cpenly IMSIChYHU MyXH H/HIH KOMapH W/UITn
Xariemu MYXI/I.

B 3aBHUCHMOCT OT HaTOBapEHOCTTA HA CpejiaTa C EKTOMapa3uTH MOXKeE Ja Ce IMPENopbuBa TOBTOPHO
TpeTupaHe. B TakuBa cirydan HHTEpBAIBT MEXKAY JABETE TPETUPaHUs TPsOBa a Obae Hall-manko 4
CEeIMMUILIN.
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[Ipu onapasutsaBaHe ¢ OBJIXM U/HUIM KbPIIEKH, HCOOXOAMMOCTTA OT U Y€CTOTaTa Ha MOBTOPHO(H)
Tpetupane(us) TpsAOBa Ja ce OCHOBABAT Ha MPOGECHOHATICH ChBET | Ja Ce B3eMaT MPEIBUI MECTHATA
SIUICMUOJIOTUYHA 00CTAaHOBKA M HAUYWHA HA KUBOT HA JKUBOTHOTO.

Hauun Ha npunoxeHue:

3a rapaHTUpaHe Ha MPaBHIIHA JIO3UPOBKA TEJIECHATa Maca TPsAOBa Jia Ce ONPEICIN Bb3MOXKHO Haii-
TOYHO.

HN36epete moaXoAsIIMs pa3Mep MHIeTa, ChoOpa3Ho TejlecHaTa Maca Ha Ky4eTo. 3a Kydera Hax 60 Kg,
M3II0JI3BaiiTe KOMOMHAIIMS OT JIBa pa3Mepa MUMETH, KOSITO Hali-TOYHO ChOTBETCTBA HA TeJIeCHATa UM
Maca.

BerepunapHUAT nekapcTBEH MPOAYKT TPSOBA [1a Ce MpHiiara B IBE TOYKH, TaKa 9e KydeTo Jja He MOXKe
na o0mmKe MACTOTO Ha mpuiioskeHue. Te3n MecTa ca B OCHOBaTa Ha Bparta Mpel IICIIKUTE U cpenaTa
Ha BpaTa MEXJIy OCHOBATa Ha ueperna U IUICHIKUTE.

W3Banere OnucTepHaTa OnakoBKa OT KapTOHEHATa KyTHsl U OTAeseTe enul onucrep. M3Banere
MUIeTaTa Ype3 Cpsi3BaHe Mo MyHKTUpaHaTa JIMHUS ¢ HOXKUIA UIIH pa3KbCBaHe, ciiell Cr'bBaHe 10
Mapkupanus br'bi. KaTo appxuTe numerara B U3MPaBEeHO MOJI0KEHUE, Aajed OT JULETO U TSUIOTO,
OTpeKe BhpXa Ha MUIeTaTa ¢ HOXKUILY, 3a 1a ce 0TBOpH. Paznenere Kko3uHaTa Ha repoda Ha KydeTo,
JIOKaTo KokaTa ctaHe BuanMa. [loctaBete Bbpxa Ha munerara BbpXy Kokata. CTUCHETe MUIeTaTa,
KaTo MPUIIOKUTE OKOJIO TIOJIOBHUHATA OT ChAbP)KaHUETO, Ha MTOJIOBUHATA BT HA/I0JTY 110 BpaTa MEXIY
OCHOBaTa Ha uepena u miemkure. [loBropere TpeTupaneTo, B OCHOBaTa Ha BpaTa Mpe IUICHIKUTE, 3a
Jla U3IIPa3HUTE ChIBPKAHUETO HA MUIIETaTa. 3a HA-I00pH pe3yiTaTH ce yBepeTe, Ue BeTepHHAPHUS
JIEKapCTBEH MPOAYKT Ce MpHJiara JUPEeKTHO BhPXY KOXkaTa, a He BbPXY KOCMUTE.

3.10 CumnTomu Ha mpexo3upaHe (M KOraTo € NPHJIOKUMO — MPOUEAYPH HA AeiicTBHE MPH
CHELIHHU CIy4an U AaHTHI0TH)

BezonacHocTTa € Omila oLeHeHa ¢ A0 5 MbTH MaKCUMaHaTa 032 IpH 3paBHU Bb3PACTHU KydyeTa
(TpeTupanu 10 3 MbTH Ha MECEYHU MHTEPBAIN) U NIPU MAJKUTE KydeHlla (Ha Bb3pacT OT 8 CeAMUIIH,
TpPEeTUPaHH BeJHBXK). MI3BecTHH HEOIarONMpPUATHH PEaKIUH, KATO JIEKH HEBPOJIOTUYHU CUMITOMH,
MOBPBIIAHE M JUAPHsI MOTaT Aa Ce MOSIBAT, HO T€ Ca IPEXOIHU U OOMKHOBEHO OTMHHABAT Oe3 JieueHHne
B paMKuTe Ha 1-2 THMU.

PucksT 0T nosiBa Ha HEGJIATONPHUATHU peakyy (BX. T. 3.6) MOXKe J1a ce YBEIWYH NPH Mpel03UpaHe,
3aTOBa )KMBOTHUTE TPAOBa BUHAry J1a ObAT TPETUPAHU C MPABUIHUS Pa3Mep MUIETa B 3aBUCUMOCT OT
TejlecHaTa UM Maca.

3.11 Cpeuunajiny orpaHu4eHus 3a ynorpeda v crieliMaJHu YCJIOBHS 3a yoTpeoa,
BKJIIOYHTETHO OTPAaHUYEHN 32 ynoTpedaTa Ha aHTUMHKPOOHH U MPOTHBONAPA3UTHHU
BeTEPMHAPHU JIEKAPCTBEHH MPOAYKTH, € LeJI 1a ce OTPAHNYM PUCKBT OT Pa3BUTHE HA
Pe3MCTEHTHOCT

He e npuitoxxumo.

3.12 KapeHTHHU cCpOKoOBe

He e npuinoxxumo.

4. DPAPMAKOJIOTNYH A UTHOOPMALIUSA
4.1 Berepunapen jekapcTBeH anaTomo-TepanesTuded ko (ATCvet Code): QPS3AX65

4.2 dapmMakoIMHAMMYHU CBOiicTBa
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Fipronil e nacexTuun u akapunua, IpUHAUIEKAIT KbM ceMeiicTBoTo Ha phenylpyrazolone. Fipronil
u HerousaT Metabonut fipronil sulfone neficTBar Ha nUraHI-3aTBOPEHUTE XJIOPHIHU KaHAIH, MO-
CICIMAITHO HAa TE€3H CBhP3aHM C HEBPOTPaHCMUTEpa rama-aMuHoMacicHa kucennaa (GABA), kakto u
¢ necencubnmmupamure (D) un menecencnomnmznpamute (N) riryramaran kananu (Glu, cienmnaan
3a 6e3rpbOHAYHUTE JIUTaH/-3aTBOPEHH XJIOPUIHH KaHAIH ), KaTO [0 TO3W HAUYMH OJIOKHpAT Mmpe- 1
MOCT-CUHANTUYHUS TpaHcep Ha XJIOPUIHN HOHHU Mpe3 KIeThYHUTE MeMOpanu. ToBa BOIH 110
HEKOHTPOJINPaHa aKTUBHOCT Ha IIEHTpaJIHATa HEPBHA CUCTEMA U CMBPT HA WICHECTOHOTHTE.

Permethrin npunaanexu kpM Tum [ kmaca Ha pyrethroids, KouTo ca akapuIUaInd ¥ HHCEKTHIMIHN C
pernenieHTHAa akTUBHOCT. Pyrethroids 3acsirat BoiTask-3aBUCMMHUTE HATPUEBH KaHAITM MTPU TPHOHAYHH
0e3rpsOHaunHu opranmsMu. Pyrethroids, mapuuanu chIno "oTBOpeHH KaHATHK OToKepH” 3acsrar
HATPUEBHsI KaHAN upe3 3a0aBsiHe HA aKTUBAIMOHHUTE ¥ MHAKTUBALMOHHH CBOWCTBA, KOETO BOJHM JI0
CBPBXBB30YAUMOCT U CMBPT Ha mapazuta. Permethrin B mpoaykTa ocurypsiBa perneieHTHaTa
aKTUBHOCT (TIPOTHBOXAIEIa aKTHBHOCT) cpetly msacbunute myxu (Phlebotomus perniciosus > 90% 3a
nepros ot 3 cenmunu u > 80% 3a orie eHa ceaMUIIa JOMbJIHUTETHO), komapu (Culex pipiens, Aedes
albopictus) u kepaexu (Ixodes ricinus, Dermacentor reticulatus, Rhipicephalus sanguineus).

ITpu eHO EKCTIEPUMEHTATHO H3CIIeIBAaHe, MPOAYKTHT € UMa 0-0bp3a HavaIHa ay ITHIHIHA
aKTHBHOCT NpH ObixuTe oTKoJIKOTO fipronil, mpunoxen camocrositento Ha 7-ust 1eH u 14-ust neH cien
TPETUPAHETO.

Ckopoct Ha yOuBaHe:

[MponykTbT youBa HoBuTe onapasursBaiu obyxu (C. canis, C. felis) B pamkure Ha 6 yaca oT 2-ust AeH
CIIeJl TPETUPAHETO 33 IEPHOJ OT LT euH Mecell. [IponyKThT yOuBa ObJIXHUTE MPEIH J1a MOTaT Jia
CHecar s, Mpeana3Baiku cpeiaTa, KosTo o0nTaBa KydeTo OT 3aMbpcsaBane. B ciydait Ha
ceiectByBaio omnapasutssane (C. felis) Ha mpoaykTsT 1m1e oTHeMe 24 yaca Bpeme, 3a Ja 3alovHe
e(eKTUBHO /]a HapylllaBa )KU3HCHHUS LUKbBI Ha Obixute. bbaxure C. felis, Beue npucheTBaiym Ha
Kyd4eTo, KOraTo ce Mpuiiara npojaykra, ymMmupar 3a 24 gaca. CkopocTTa Ha yOUBaHe CIIpSIMO Bede
npUChCTBaIM Ha KydeTo C. canis He ¢ Ouia onpeeeHa.

[MpoaykThT yOuBa HOBUTE OnapasuTsaBaiy Kbpiexu (R. sanguineus u I. ricinus) B pamkute Ha 6 yaca
OT 2-Ud JIeH ClIex TPETUPAHETO U 3a NEPHOJ OT 1LIsJI €AUH MECECIL. K’prC)KI/ITe (R. sanguineus,

I .ricinus, D.reticulatus) Be4e mprchcTBaIM Ha KydeTaTa P IPUJIAraHeTo Ha MPOIYKTa, ce yOUBar 3a
48 yaca.

I[Tpu eHO eKCTIEPHUMEHTAIHO MPOYYBaHE € YCTAaHOBEHO, Ue MPOAYKTHT HHANPEKTHO HAMAIISIBA PUCKa
ot TpancMucus Ha Babesia canis ot uadexrupanun Dermacentor reticulatus kepiiexu ot 7-ust 1eH
CIIe]] IPUIOKEHUETO JI0 4 CEIMHUITH, KAaTO [0 TO3M HAYMH CE HaMaJlsiBa pUCKa OT 6abe3ro3a mpu
TPETUPAHUTE KydeTa.

I[Tpu e1HO eKCTIEPHUMEHTAIHO MPOYYBaHE € YCTAaHOBEHO, Ue MPOAYKTHT HHANPEKTHO HAMAIISIBA PUCKA
ot Tpancmucus Ha Ehrlichia canis ot undextupanu Rhipicephalus sanguineus kbspiexu ot 7-ust 1eH
CIIe]] IPUIIAraTeTo JI0 4 CeMHUIIH, KaTO [0 TO3M HAYMH HaMaJsiBa PUCKA OT €PIIMXHO03a TPH
TPETUPAHUTE KydeTa.

Bobrpeku ToBa, epUKaCHOCTTA Ha MPOIYKTA 3a HAMAIISIBAHE TPAHCMUCHSITA HA HHPEKIIMO3HU areHTH
CIIe]] €CTECTBEHA SKCIIO3HUIIUSI TIPH TEPEHHH YCIIOBUS HE ¢ OuIia Mmpoy4yBaHa.

I[Tpu eHO MpeIBAPUTETHO U €THO OCHOBHO KIIMHUYHO TEPEHHO MPOYYBaHE B CHICMHYCH PaiiOH €
YCTaHOBEHO, Y€ MPOAYKTHT MIPUJIAraH Ha BCEKU 4 CEIMUIIM, HHUPEKTHO HaMaJIsiBa PUCKA OT
Tpancmucus Ha Leishmania infantum or 3apasenu macsunn myxu (Phlebotomus perniciosus), xaro mo
TO3W HAYMH HAMAJISIBA PUCKA OT KydellKa JIAaiIIIMaHn03a TIPH JICKYBaHHU KydeTa, IPU TE3H MPOYYBAHUSL.
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4.3 ®dapMaKOKHHETHYHHU 0COOEHOCTH

dapmakokuHernunuTe npoduim Ha fipronil u permethrin B koMmOuHanus ca u3cnenBaHu ciexn
JIOKAJTHO TIPHJIOKCHHUE TPH KydYeTa Ype3 HU3MEpBaHe Ha KOHIICHTPAIMATA B IIa3Mara U KOCMHTE 3a 58
nam ciren tperupane. Permethrin u fipronil, 3aemuo ¢ merosust ocnosen merabonut fipronil sulfone,
n00pe ce pa3npenelsiT B KO3WHATa Ha Ky4e 110 BpeMe Ha ITbPBHS JICH CJIe]T IPHJIaraHe.
Konuenrparmute Ha fipronil, fipronil sulfone u permethrin B xo3una HamansBa ¢ Te4eHHE Ha BPEMETO
U T ca OTKPHBAEMH B MPOIbIDKCHHE HA HA-MaJIKo 58 JHU Ciie/ TpeTHpaHe.

Fipronil u permethrin meficTBar mokaaHO IIPH KOHTAKT C BHHIIHM ITAPa3UTH U HUCKAaTa CHCTEMHA
pesop6ius Ha fipronil u permethrin He e or 3HaueHKe 3a KIUHUYHATA €DUKACHOCT.

ITprII0)KEHHUETO BbPXY OIPAHUYCH y4acThK BOH J0 HE3HAYUTEIIHA CHCTEMHA pe30pOIHs Ha
permethrin csc copaanvyHu H3MEPHUMH KOHIIEHTpaluu Ha Cis-permethrin mexxmy 11,4 ng/ml u 33,9
ng/ml wabonaBanu 5-48 yaca ciem TpeTUpaHe.

CpenHute MakCUMalHU 1ia3MeHu KoHneHTpanun (Cmax) ot 30,1 £ 10,3 ng/ml fipronil u 58,5 + 20,7
ng/ml fipronil sulfone ca na6mronaBanu mexy aeH 2 u 5 (Tmax) cien Tpetupane. Crien ToBa
ruia3MeHuTe KoureHTpanun Ha fipronil cnamar cse cpenen TepMuHaICH NOMYKHBOT OT 4,8 + 1,4 1HH.

5. DOAPMAIIEBTUYHU JJAHHU

51 OCHOBHHM HECHBMECTUMOCTH

He ca u3BecTHu.

5.2 Cpok Ha rogHocT

Cpok Ha TOZHOCT Ha KpaiHUs BeTepUHAPEH JIEKapCTBEH MPOAYKT: 3 TOAWHH

5.3 CrnenuanaHu ycJI0BHUS 32 CbXPaHeHU

Ja ce cbxpaHsiBa B OpUTHHAIHUS OJucTep.
Jla He ce cpxpaHsBa npu Temmeparypa Hax 25 °C.

54 Bl/l)] U CbCTAaB HA MbPBHYHATA OIIAKOBKA

[IppBrYHATA ONTAKOBKA € TOILIMHHO - (QOpMHUpPaH (DUIM OT IOJIUETUIICH - €TUIIBHHII aJTKOXOJI-
MOJIMETUIICH/ TIOTUTTPOTIHIICH.

BropuuHnara omakoBka ce ChCTOHM OT IUIACTMACOB/aTyMHHHUEB OJIMCTEp C TUIACTMACOBA/ATyMHHHEBA
OCHOBA.

[TnacTmacoBa onakoBka ¢ 1 murmera, cpabpxama 1 ml.

Kapronena kyTus ¢ 3 wiu 6 mureTH, chabpykammd 1 ml Besika.

CaMo euH pa3Mep B KyTusl.

He Bcuuky pa3Mepu Ha OIakoBKaTa Morar Jia ObJaT MpeAaraHu Ha rasapa.

5.5 CroenuajaHu MepKH 32 YHHII0KABaHe HA HEM3IMOJI3BAH NMPOAYKT WJIH OCTATHIU OT HEr0
BetepunapuuTe JIekapCTBEHH MTPOIYKTH HE TPIOBa /1a ObIaT N3XBBHPIISHA Upe3 OTHATHN BOIU WUITH
OWTOBHU OTHAIBIIH.

BerepuHapHUAT JIeKapCTBEH HMPOAYKT He TPsIOBa Ja Obie U3XBBPIISIH BbB BOJIHU OaceliHu, Thil KaTO

fipronil/permethrin moske na 6b1e omacen 3a puOM ¥ APYTH BOJAHU OPraHU3MH.

H3nomn3saiite mporpamMu 3a BpbUIAHC IIPU YHUITOXKABAHCTO HAa HCU3IIOJI3BAHN BETCPUHAPHU
JICKApCTBCHU IMMPOAYKTH UJIK OCTATHIU OT TAX B CbOTBETCTBUE C UBUCKBAHUATA HA MECTHOTO
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3aKOHO/IATEJICTBO M C BCHYKH HAIMOHAJIHY CUCTEMH 3a ChOMpaHe, IPUI0KIMH 32 ChOTBETHUS
BETEpPHHAPEH JICKAPCTBEH MPOIYKT.

6. HUME HA IIPUTEKATEJISA HA PASPEIIEHUETO 3A ThPI'OBUSI

Boehringer Ingelheim Animal Health France SCS

7. HOMEP HA PASPEIHIEHHUETO 3A ThPI'OBUSA

0022-2359

8. JATA HA ITBPBOTO U3JIABAHE HA PABPEHIEHUETO 3A THbPTOBUS

JlaTa Ha TEPBOTO HM3/1aBaHE Ha pa3pelIeHUETo 3a Thpropus: 31/07/2014

9. JATA HA ITIOCJIEJIHATA PEJAKIINS HA KPATKATA XAPAKTEPUCTHUKA HA
MPOJYKTA

08/2024

10. KIACUPUKAIIUA HA BETEPUHAPHUTE JIEKAPCTBEHU ITPOJAYKTHU

Jla ce oTmycka 0e3 JiekapcKo MpenucaHue.

[Honpo6Ha mHMOpMaIs 3a TO3U BETEPUHAPEH JEKapCTBEH MPOIYKT MOXKE Ja HaMmepuTe B 0azara
nannau Ha Cpro3a oTHocHO mpoaykTute (https://medicines.health.europa.eu/veterinary).

E Recoverable Signature

X

A-P KPACUMWP 3/IATKOB
OWPEKTOP HA IVPEKLIA KB
Signed by: KRASIMIR YANKOV ZLATKOV

88


https://medicines.health.europa.eu/veterinary

