KPATKA XAPAKTEPUCTHUKA HA ITPOAYKT
KBbM PA3PEHIEHHUE 3A THhbPI'OBUS HA BJIII Ne 0022-2361
1. HAUMEHOBAHUE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

Frontline Tri-Act 270,4 mg / 2019,2 mg spot-on solution for dogs 20-40 kg

2. KAYECTBEH U KOJIMYECTBEH CBCTAB
Bcesika 4 ml munera cpabpxa:

AKTHBHM BellleCTBA:

Fipronil ..., 270,4 mg
Permethrin ... 2019,2 mg

ITomo1nHu BeniecTBa:

KauecTBeH chCTaB Ha MNOMOIIHUTE BeIeCTBA KoanuecTBeHn CbCTaB, AaKO Ta3u I/lHq)OpMaIIHﬂ

U APYIruTe CbCTaBKHU € Ba’KHA C OIJIEl HA IIPABUJIHOTO IMPUJIaraHe
HA BeTepUHAPHHS JIeKAPCTBEH MPOAYKT

Butylhydroxytoluene (E321) 4,500 mg

N-methylpyrrolidone 1574,8 mg

Medium-chain triglycerides

Buctop, 6e3uBeTeH 10 K bATO-Ka(sB pa3TBOP 3a IPUIAraHe BbPXY OTPAHUYEH YHaCThK.

3. KIIMHNYHA THOOPMAIUSA

3.1 Bugose ;kMBOTHH, 32 KOUTO e npexHazHayed BJIII
Kyuera.
3.2 Iloka3anus 3a ynorpeda 3a BceKM BUJ *KUBOTHH, 32 KOWTO € MpeIHA3HAYEH NPOAYKTHT

3a TpeTupaHe U Mpe/na3BaHe OT Onapa3uTsIBaHe ¢ OBJIXU H/WIH KbPIIEKH, KbIETO perelieHTHATA
(mpoTuBOXameIa) akTHBHOCT € He0OXO0JMMa CPEIILy MSChYHN MYXH, XaIlell MyXU H/WIIH KOMapH.

. bbixu

Tpetupane u npejnasBane ot onapasutsasane ¢ owyixu Ctenocephalides felis u npeanassane ot
omnapasutsiBane ¢ 0bsixu Ctenocephalides canis. Exno Tpetupane npeaoTBparssa moBTOPHO
onapasutsiBaHe 3a 4 ceqmuuu. BerepuHapHUs JeKapcTBEH NPOAYKT MOXKE /1a CE U3I0JI3Ba KaTo 4acT
OT CTpaTerusATa 3a TpeTUpaHe Npy aJepruieH AepMaTHUT, KbJIETO TOBa € OMIIO0 MpeIBapUTETHO
JIMarHOCTHIIUPAHO OT BETEPUHAPEH JIeKap.

. Kspnexu

TpetupaHe u mpejna3Bane oT onapasuTsiBane ¢ Kbpiexu (Dermacentor reticulatus, 1xodes ricinus,
Rhipicephalus sanguineus). Enno tperupane yousa (Dermacentor reticulatus, Ixodes ricinus,
Rhipicephalus sanguineus) u otoscksa (Ixodes ricinus, Rhipicephalus sanguineus ) kbpiexu 3a 4
CEeIMUIIM CITE[l TpETHpaHeTo U oTOrsckBa Dermacentor reticulatus ot 7 mau 1o 4 ceaAMuUIn Cliex
TpeTUpaHe.

. Komapu u nsicb4HU MyXu
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Ot6isckBa (mpoTHBOXarema akTuBHOCT) msackunn Mmyxu (Phlebotomus perniciosus) 3a 3 cemmunm u
komapu (Culex pipiens, Aedes albopictus) 3a 4 cemmunm.

VYouga nscrunure myxu (Phlebotomus perniciosus) u komapu (Aedes albopictus) 3a 3 cemmury.
HamansiBa pucka ot nundexus ¢ Leishmania infantum upes npenaBane ot msacbuyHu MyXu
(Phlebotomus perniciosus), 3a 4 cenmuii. EQexThT € HHANPEKTEH, OpaIy aKTHBHOCTTA Ha MPOIYKTa
cpelry BEKTOpa.

. O6opHu Myxu
Or6mbekBa (MpoTUBOXATEIIa aKTUBHOCT) U yOuBa 000pHU Myx# (Stomoxys calcitrans) 3a 5 cenmury.

3.3 IIporuBonoxkazanus

Jla He ce W3M0JI3Ba TIPH OOJIHY HJIM Bh3CTAHOBSIBAIIH CE SKAUBOTHH.

To3u BeTeprHApEH JIEKapCTBEH MPOAYKT € MpeIHa3HaueH 3a ynoTpeda camo 3a Kydera. J{a He ce
M3I0JI3Ba TIPH KOTKU M 3aMIH, ThI KaTO MOTAT J1a Ce TOSIBAT HEOIarONPUSTHH PEAKIIMU U IOPH CMBPT
(Bmx T. 3.5).

Jla He ce W3I0JI3Ba TIPH CBPBXYYBCTBUTEHOCT KbM AKTHBHUTE BEIIECTBA UK KBM HAKOE OT
ITOMOIIHHUTE BeIeCcTBa (BIXK CHILO T.3.5).

3.4 CrnenunajaHu npeaynpexieHns

Henyxnata ynotpe6a Ha aHTUTIApa3UTHU MPOJYKTH WM yoTpedaTa, OTKIOHBAIIA Ce OT YKa3aHHUATa
nanenu B KXII Moxe 1a yBeaM4M HaTHCKa 3a CEJIEKIMS HA PE3UCTEHTHOCT U J1a I0BE/IE 10 HaMasleHa
epukacHoCT. Pemmenuero 3a ynmorpeda Ha mpoayKTa TpsiOBa Ja ce OCHOBaBa Ha MOTBBPIKICHHUE Ha
napasuTHHA BUO U HATOBAPCHOCTTA UJIM HA PHUCKA, Bb3 OCHOBA Ha HCTOBUTE CITUACMHNOJIOTMIHN
XapaKTCpUCTHUKHU, 3a BCAKO MHAUBUAYAJIHO JKUBOTHO.

BBb3MOXHO € IpUKpENBaHe Ha CAMHIUYHU KbPIIKH MM YXAIBaHUS OT SAMHUYHN KOMApH KK
wIChYHU MyXu. [lopaau Ta3u NpUYKHA, IPEAaBaHe Ha MTATOTCHU OT TE3U WICHECTOHOTH HE MOXeE Jia
ObJIe HAITBJIHO M3KJIFOYEHO, aKO YCIOBHATA ca HeONaronpusaTHA. EqMHIYHN KBPIICKH MOXKE 1a ce
OPHUKPEIIST U OTACIISIT MPe3 MbPBHUTE 24 Yaca ciie/l ONapa3uTsIBaHeTO. AKO KbPJICKUTE IPUCHCTBAT,
KOTaTo ce Mmpuiiara BeTepHHAPHUSI JIEKAPCTBEH MPOIYKT, HE BCHUKH MOTAT JIa yMPAT B MPOABIKECHUC
Ha 48 yJaca cien Tperupaneto. HezabapHa 3amura cpelry MmIcChuHUTE MyXU HE € Omiia ToKkaszaHa. 3a
HaMaJisiBaHe Ha pucka ot uHdeknus ¢ Leishmania infantum upes npenasane OT MSICHYHN MyXH
(Phlebotomus perniciosus), TpetupanuTe Ky4era TpsOBa Jia ce IbpiKaT B 3alIMTEHA Cpela Ipe3
I'bpBUTE 24 Yaca ciie/l MbPBOHAYATHOTO MPUJIaraHe Ha JeYEeHHETO.

BerepuHapHUAT JIeKapCTBEH MPOAYKT OCTaBa €(hEKTUBEH Cpelly ObJIXH NPU TPETUPAHH KUBOTHH,
KOHUTO ce TIOTaISIT BbB BOJIa MOHAKOTa (HapuMep IUTyBaHe, KbllaHe). Brrnpeku ToBa, He TpsiOBa aa ce
MO3BOJISIBA HA Ky4eTaTa /1a IUTyBaT WM He TpsiOBa fa ObAaT KbIIaHU C IIaMIIOaH B paMKuUTe Ha 48 yaca
ciies TpeTupanero. M304reaiite 4ecToTo IIyBaHe WM KbIIAHE C [MIaMIIOAH P TPETUPAHUTE KydeTa,
THH KaTo TOBa MOXKE J1a TIOBJIMsIC HEOJIArONPHUATHO BBPXY MOAIbpiKaHe e(heKTUBHOCTTA Ha TIPOYKTA.

TpsiOBa ga ce uMa rpenBU/, Ye € Bb3MOXKHO JIPYTH KUBOTHH JKUBEEIIH B CHIIOTO 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 HaMaJsIBaHEe Ha ONapa3UTSIBAHETO Ha OKOJIHATA Cpela ce
MPENOPbYBa JOMBIHUTEIIHO TPETUPAHE HA OKOJIHATA Cpea C NOAXOASIIN NIPOAYKTH CPEIy Bb3pacTHU
OBJIXU ¥ TEXHUTE JIAPBU.

3.5 CnenuaJiHu NpeAna3Hu MepKM NpH ynorpeda

Crennaniy npeana3Hy MEPKH 3a 0e301acHa ynorpeda Ipy BUIOBETE )KMBOTHH, 34 KOUTO €
npennasnauen BJIII:
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IMopanu murca Ha criennUYHE MTPOYYBAHUS, YIOTpedaTa Ha BETCPHHAPHUS JIEKAPCTBEH MPOYKT HE
ce mpernopbyBa NP KydeTa Ha Bb3pacT MOJ] 8 CEIMHIIM WK MPH KydeTa ¢ TelecHa Maca mox 2 Kg.
TpsiOBa na ce BHMMABa, 3a J1a ce U30rBa KOHTAKT HA BETCPUHAPHUS JICKAPCTBEH MPOAYKT C OYUTE HA
KyueTo. BaxxHo € 51a ce yBepute, 4e BETEepUHAPHUS JICKAPCTBEH MPOAYKT CE IpUiiara Ha MsICTO, KbAETO
YKUBOTHOTO HE MOJKE JIa Ce OOJIMKE U Ja Ce YBEPHTE, Ue U IPYTH KUBOTHHU HiAMa J1a OJIIKAT MICTOTO
Ha TpEeTUPaHE CJe]l MPUIaraHeTo.

[opann crieruduanata cu GU3HOIOTHA KOTKUTE HE MOTaT Jja MeTabOoIH3UPaT HIKOU CheTHHEHMS,
BKJTFOUMTEINTHO permethrin v BeTepuHAPHUS JIEKapCTBEH MPOTYKT MOXKE Jla PEeIN3BUKA MTOTSHIINATTHO
(baTaTHU KOHBYJICHH IIPH TO3M BHJI )KMBOTHH. [Ipu ciydaifHO u3iiaraHe Ha Ko)KaTa, U3MUNTE KOTKATa C
IIaMIIOaH WJTU CaIlyH W BEHAra MOTHhPCETE ChBET OT BETEPHHAPEH JieKap. 3a Ja Mpeara3uTe KOTKUTE
OT CIIyJaifHO M3JIaraHe Ha BETEPUHAPHUS JIEKAPCTBEH MPOAYKT, IPHKTE TPETUPAHHUTE KydeTa J1ajied OT
KOTKH, TOKaTO MICTOTO Ha MPUJIOKEHUE HE U3ChXHE. BayKHO € J1a ce rapaHTupa, 4€ KOTKUTE HE
OJIMXKAT MSACTOTO Ha IPUIOKCHHUE HA KydeTa, KOSTO € OWJIO TPETUPAHO € TO3U NpoAyKT. [Ipu ciyuaeH
KOHTAKT OT TO3W THII Ha KOTKaTa ¢ POAYKTa, BeJHara moThbpCeTe ChBET OT BETEPHUHAPEH JIEKap.

Ja He ce u3mos3Ba nMpu KOTKU U 3aiIy.

Crenpaniy npeana3sHy MEPKH 34 JIMLATA, IPUJIaralli BETepUHAPHUSL JIEKAPCTBEH MIPOAYKT Ha
JKUBOTHHUTE:

TBit KaTo TO3M BETEPUHAPEH JICKAPCTBEH MPOIYKT MOYXKE Ja JI0BEIE /10 Bh3MaJICHHE Ha KOXKaTa U
ounTe, M30sTBaliTe KOHTAKT Ha BETCPUHAPHHUS JIEKAPCTBEH MPOAYKT € Koxkarta 1 ounte. He oTBapsiite
nureraTa 0JM30 A0 WK B TIOCOKa KbM JHeTo. [IpH cirydaiiHo monagane B OYUTE WIH aKO OYUTE Ce
BB3MAJAT 110 BpeMe Ha MPUIIOKESHUETO, BeJJHATa T U3MHUHTE OOMIHO ¢ BO/Ia. AKO BB3MAIICHHETO
MPOABIDKABA, IOTHPCETE CHBET OT JieKap. [Ipu ciydaeH KOHTAKT ¢ KOXaTa WM ako Koxkarta ObJie
BB3MAJICHA [0 BpeMe Ha MPUJIOKEHHETO, BeIHara M3MHUHTE Ko)kaTa OOWITHO ¢ BOJA U callyH. AKO
BB3MAJICHUETO MPOABIIKABA WIIN CE TIOBTAPS, MOTHPCETE CHBET OT JICKap.

Xopa ¢ ycTaHOBEHa CBPBXUYBCTBUTENHOCT KbM fipronil u/umm permethrin Tpss6Ba na n3osrear
KOHTAaKT C BEeTepUHAPHHS JIEKAPCTBEH MTPOIYKT.

BeTepuHapHHAT JeKapCcTBEH MPOAYKTHT € BpEeJIeH pH NoribliaHe. M30srBaiite KOHTaKTa phKa-ycra.
He nymrere, He nuiiTe 1 He SHKTE 1O BpEMe Ha IPHIIAraHeTo.

Wamuiite phieTe cu ciies ynorpeoda.

[pu ciyuaiiHo moriTpIaHe, U3IIAKHETE YCTaTa U MOThPCETE CHBET OT JIeKap, ako HE Ce UyBCTBATE
noope.

JlaGopaTopHUTE MPOYYBaHHUs TIPH 3aiIIK U TTbX0BE ¢ moMoIHoTo BemectBo N-methylpyrrolidone ca
JoKa3aiau (HeTOTOKCHYHOCT. BeTepuHapHUT JiekapcTBEH MPOAYKT He TPsiOBa ja ce mpuiiara ot
OpeMEeHHM KESHHU WM OT )KEHH, 32 KOMTO Ce TpeJIoiara, 4e Moxke Ja ca OpemeHHu. VIHIMBHyaTHO
npeanasHo 00opyABaHe, ChCTOAIIO e OT PHKABHIM, TPSIOBA J]a C€ HOCH OT JKEHHU B JAETEPOIHA
BB3PACT, KOTaTO ce PadOTH C BETEPUHAPHUS JIEKAPCTBEH MPOJYKT.

TperupanuTe >KUBOTHH He TPSIOBa Jla ce MHIIAT U Ha JieliaTa He TPpIOBa Jia ce MOo3BOJIsIBa J]a UTPasT C
TSIX, JOKATO MSICTOTO Ha NMPUJIOKEHUE He U3ChXHe. [IpernopbuBa ce )KHBOTHHUTE 1a HE Ca TPETUPAT
npe3 JICHs1, a paHO Be4epTa M Ha CKOPO TPETUPAHUTE )KUBOTHH J]a HE CIIST ChC COOCTBEHUIIHUTE CH,
0c00€HO ¢ Jena.

ChxpaHsiBaliTe MUIETUTE B OPUTHHAIHUS ONKCTEP M BEAHBK M3MOI3BaHa Ipa3HaTa IMuIeTa TpsaoBa
He3a0aBHO Jja ce U3XBBPJIU 110 MOAXOMSI] HAYHMH, KaTO TakKa ce MPel0TBPaTh MO-HaTaThIIEH JOCTHII.

CrenmaHy npeanasHy MEPKH 3a 3allliTa Ha OKOJHATA Cpejia:

BerepuHapHUAT JIeKapcTBEH MPOAYKT MOKE J1a TOBJIMSIE HEOIaronpusaTHO Ha BOJIHUTE OPraHU3MH.
Tperupanure KyueTa He TpsOBa /1a ce JOIYCKAT 10 OTKPUTH BOJIOEMH B PAMKHTE Ha 2 JHU CIE]
TPETUPAHETO.
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3.6 Heo6aronpusiTHu peakuum

Kyuera:
MHoro peaku Peakuyuu B MACTOTO Ha NpHIIOKeHHE! (00e31BETABAHE
(mo-mamko ot 1 Ha 10 000 TpeTupanu Ha KOXKara, 3aryba Ha KOCMH, CbpOeIK, 3a4epBsIBaHE).
KUBOTHHU, BKIIOUUTEITHO U30JIUPAHH I'enepanusupan cppOesx, 001Ia 3aryda Ha KOCMH,
CHOOIICHU): epuTema.
Xurnepectensus?, MyCKyJIeH TPEMOP?, aTaKCHsZ, IPYTH
HEBPOJIOTMYHHU PU3HALIN?
XunepakTHBHOCT?,
Jlenpecus?, aHOpeKCHs.
[ToBpbILaHe, XUIICPCATUBALIMS.
! Bep3onpexoauu.
2O6parumu.

B ciydait Ha 06M3BaHe Ha MACTOTO Ha TPHIIOKEHHE, MOKE J1a Ce HAOJII01aBa XUITEPCATUBAIHS U
MOBPBIAHE.

Cpo01aBaHeTo Ha HEONMArONPHUATHH PEAKIIMH € BaKHO. ToBa 1M03BOJIsABa HEMPEKHCHAT MOHUTOPHHT Ha
0e30macHOCTTa Ha BETEPUHAPHUSA JIEKapcTBEH NMPpoAyKT. CrolimeHusTa TpsiOBa 1a ce u3npalar, 3a
MPENoYMTaHE Ype3 BETEPUHAPEH JIeKap, WIM HAa MPUTEKATeNsl Ha Pa3pelIeHUeTO 3a ThPrOBHUs WIK Ha
MECTHHSI My NpEeACTAaBUTE, MJIM Ha HAllMOHAJIHHS KOMIIETEHTEH OpraH upe3 HallMOHaJTHaTa CUCTeMa 3a
cboOuIaBaHe. 3a CbOTBETHUTE JaHHU 33 BPh3Ka BIDKTE ChILO JIUCTOBKATA.

3.7 Ynorpeda no Bpeme Ha GPeMEHHOCT, JIAKTAIUS WM SIfilleHOCeHe

3amnoiieMocT, OPEMEHHOCT M JIAKTALHSL:

besomacHocTTa Ha BeTepUHAPHUS JIGKAPCTBEH MPOAYKT HE € J0Ka3aHa IPpH KydeTa Mo BpeMe Ha
OpEMEHHOCT M JIAKTaIMs WU TIPH KUBOTHHU 32 Pa3ILIOL.

[Mpuiara ce camo ciel mpereHKa 1moj3a/prucK OT OTTOBOPHUS BETEPUHAPEH JIeKap.

Jlaboparoprute npoyuBanus ¢ fipronil i permethrin He TOKa3BaT TOKA3aTENICTBA 32 TEPATOTCHHOCT
WM eMOPHOTOKCHYHOCT.

JlabGopaTopHHTe MPOYYBaHMUS MIPH 31U U ITbX0BE ¢ momorHoTo BemectBo N-methylpyrrolidone ca
JOKa3aiu (PeTOTOKCHYHOCT.

3.8 B3aumopeiicTBHe ¢ APYTrd BeTePUHAPHM JIEKAPCTBEHU POAYKTH U APYru (popMHU HA
B3aHMOJeHCTBHE

He ca u3BecTHu.
3.9 Hauun Ha npuioKeHUEe U 103HPOBKA

IIpunarane BbpXy OrpaHUYEH y4acThK.

ﬂO3H[20BKaZ

Munumannara 103a e 6,76 mg/kg t.m fipronil u 50,48 mg/kg 1. M. permethrin, choTBeTCBAIIA Ha €1HA
nureta ot 4 ml 3a kyde (tenecHa maca Hax 20 Kg u 1o 40 Kg).

ITo-HuCKaTa 103a MOKe Jia IoBee 10 HeedekTHBHA yroTpeda U Ja 0IaronpusTCTBa 3a Pa3BUTHETO HA
PE3UCTEHTHOCT.

Cxema Ha JIeueHHe:
Ynorpebara Ha BETEpHHAPHHUAT JIEKAPCTBEH MPOIYKT TPsiOBa Jja ce OCHOBaBa HA MOTBHPICHO
olapa3uTsBaHE WIN HA PUCKA OT OTApa3uTsBaHe ¢ OBJIXH /WU KbPIIEXKHU, KBJIETO PEleIeHTHATa
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(mpoTHBOXarena) akTUBHOCT € He0OXOIMMa CBILO CPElTy IACHYHN MyXH W/HIH KOMapH W/WITN
Xarnemy MyXH.

B 3aBucHMOCT OT HaTOBapeHOCTTa Ha cpejaTa ¢ eKTONapasuTH MOXKE Ja Ce IMpernopbyua MIOBTOPHO
TpeTupaHe. B TakuBa cilyuan HHTEPBAIbT MEKAY JIBETE TPETHpaHUS TpsOBa Aa ObAe Hail-Masko 4
CEeIMUIIH.

[Ipu onapasutsaBane ¢ OBIXU W/ WM KBPIIEKH, HEOOXOJUMOCTTA OT U YECTOTAaTa Ha TIOBTOPHO(N)
Tpetupane(us) TpsAOBa a ce OCHOBABAT Ha MPOPECUOHAITICH CHBET U Ja Ce B3eMaT MPEABUI MECTHATA
eMMIEMHOJIOTHYHA 0OCTAHOBKA ¥ HAYMHA Ha KUBOT HA )KUBOTHOTO.

Hauun Ha npunoxeHwue:

3a rapaHTUpaHe Ha MPaBHUIIHA JO3UPOBKA TEIeCHATa Maca TpsOBa Jia ce ONpe/eld Bh3MOXKHO Haii-
TOYHO.

W30epere noaxoasml pa3mep murera, ChoOpa3Ho TeJieCHaTa Maca Ha Ky4yero. 3a kydera Haj 60 Kg,
M3MMOJI3BaiiTe KOMOUHAIIMS OT JiBa pasMepa MUIETH, KOSTO Hal-TOYHO ChOTBETCTBA HA TEJIECHATA UM
Maca.

BerepuHapHUAT JIeKapCcTBEH MPOAYKT TPsiOBa Jia ce MpHiiara B JIB€ TOUKHU, TaKa Ue Ky4eTo Jja HE MOXKe
na o0mKe MACTOTO Ha IpuiloskeHHeTo. Te3n MecTa ca B OCHOBaTa Ha Bparta MpeJl IJICIKUTE U
cpelaTa Ha BpaTa MEKJy OCHOBaTa Ha Yeperna U IUICHIKUTE.

HM3Banere OnucTepHaTa OMAKOBKa OT KapTOHEHATa KyTHs U OTAeneTe enuH oiauctep. M3Bagere
MUIIEeTaTa Ype3 CPsI3BaHe IO IMyHKTHUpAHATa JIMHUA C HOKHUILIA WK Pa3KbCBaHe, cJie]l CTbBAaHE 110
MapKupaHus bI'bi. KaTo AppKuTe numeTara B U3MPaBeHO MOJI0KEHUE, Aajied OT JHULETO U TSUIOTO,
OTpeXeTe BbpXa Ha IUIeTaTa C HOXKHIIY, 3a 1a ce OTBOpU. Pasznenere ko3uHaTa Ha Irbpba Ha KydeTo,
JOKaTo KokaTa cTaHe Bunuma. IlocraBere Bppxa Ha numneraTta BbpXy Koxata. CTUCHETe uIeTaTa u
MPUIOKETE OKOJIO MOJOBUHATA OT ChABPKAHUETO, Ha MTOJIOBUHATA BT HAJOJY IO BpaTa MEXIY
OCHOBaTa Ha ueperna u miemkute. [loBropeTe TpeTupaHeTo B OCHOBATa Ha Bparta Mpej TUIEIKUTE 1
U3Ipa3HeTe nuneraTa. 3a Hail-no0py pe3yNTaTu ce yBepeTe, 4e MPOLYKTHT ce Ipuiiara IMpeKTHO
BBPXY KOXaTa, a He BbPXY KOCMHUTE.

3.10 Cumnromu Ha mpego3upane (M KOraTo € NMPUJIOKUMO — NMPOLEeIyPH Ha JelicTBHE NIPU
CHELIHHU CIy4Yan ¥ AHTHI0TH)

BbesomnacHocTTa € 6miia oneHeHa ¢ A0 5 MbTH MaKCUMaJIHATA J103a MPH 3APaBU Bb3PACTHU KydyeTa
(TpeTupanu 110 3 TPTH HA MECEYHU MHTEPBAIN) U ITPH MAIKUTE Ky4deHIIa (Ha Bb3pacT OT § CeMHUIIH,
TpPEeTHpaHH BEIHBXK). VI3BeCTHU HEOIArONPUATHHA PEAKIINY, KaTO JEKH HEBPOJIOTUYHH TPU3HAITH,
MOBPBIIIAHE U IUAPHsI MOTAT Jia Ce Ha0JII0IaBaT, HO TE ca NMPEXOJIHU U OOMKHOBEHO OTMHHABAT 0€3
JIeYeHUE B paMKuTe Ha 1-2 qHU.

Puck®T OT mosiBa Ha HEOIATONIPUATHH PEaKIuy (BIDK. T. 3.6) MOXKE J1a C€ YBEJIMYH MPHU MIPEIO3UPaHE,
3aTOBa )KMNBOTHUTE Tpi[6Ba BUHAru aa 6’bI[aT TPETHUPAHU C IIPAaBUJIHUA PasMEp MUIIE€Ta B 3aBUCUMOCT OT
TeJeCHaTa UM Maca.

3.11 CnenuajaHu orpaHUYeHHs 32 YNOTpeda U CTENMAJHI YCJIOBHS 32 yoTpeoa,
BKJIIOYHUTETHO

OrpaHNYeHHs 32 yNOTPedaTa HA AHTUMUKPOOHH M MPOTUBONAPA3ZUTHH BeTePUHAPHH
JleKapCcTBeHHU

NMPOAYKTH, C IeJI 1A ce OTPAHMYHU PUCKBT OT pa3BUTHE HA Pe3MCTEHTHOCT

He e npuinoxxumo.

3.12 KapeHTHH CpOKOBe

He e npuioxxumo.
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4. DOPAPMAKOJIOI'NYH A UTHOOPMA LU
4.1 Berepunapen jexkapcrBeH anatomo-TepanesTuded koja (ATCvet Code): QPS3AX65
4.2 ®apMakoaANHAMHYHH CBOICTBA

Fipronil e uacexTunn u akapunua, IpuHAUIEKAIT KbM ceMeiicTBoTo Ha phenylpyrazolone. Fipronil
u "HerosuaT Metabomut fipronil sulfone meiicteaT Ha MUraHA-3aTBOPEHUTE XIOPUIHH KaHAIH, ITO-
CICIMAITHO Ha TE€3H CBhP3aHM C HEBPOTPaHCMUTEpa rama-aMuHoMacicHa kucennaa (GABA), kakto u
¢ necencubnmmupamure (D) n nenecencubomnmznpamute (N) riryramaran kananu (Glu, cienmnaan
3a 0e3rphOHAYHUTE JINTAHA-3aTBOPEHHN XJIOPHUIHN KaHATH ), KaTO TI0 TO3H HAYMH OJIOKUpAT TIpe- ’
MOCT-CUHANTUYHMS TpaHCc(hep Ha XJIIOPUIHH HOHU TIpe3 KIIEThYHUTE MeMOpaHu. ToBa BOAH J10
HEKOHTPOJIMPAaHa aKTUBHOCT Ha [ICHTpajHaTa HEPBHA CHCTEMa U CMbPT Ha YICHECTOHOTHUTE.

Permethrin npunamnexu kpM Tur I kmaca Ha pyrethroids, kouTo ca akapuIUINd ¥ HHCEKTUIMIHN C
perneneHTHa akTUBHOCT. Pyrethroids 3acsirat BoiTak-3aBUCMMUTE HATPUECBU KaHAIIU MTPU IPhOHAYHH
Oe3rpbOHavYHu opranu3Mu. Pyrethroids, Hapiuanu cbiio "OTBOPEHH KaHATHU OyoKepu" 3acsrat
HATPUEBUsI KaHAN upe3 3a0aBsiHe HA aKTUBALMOHHUTE U MHAKTUBALMOHHH CBOMCTBA, KOCTO BOJHM JI0
CBPBXBB30YIMMOCT M CMBPT Ha mapasura. Permethrin 8 mpoaykra ocurypsiea peneneHTHaTa
aKTHBHOCT (TIPOTHBOXAIEIa aKTHBHOCT) cpely msicbunute Mmyxu (Phlebotomus perniciosus > 90% 3a
nepros ot 3 cenmunu u > 80% 3a olie eHa CeaMUIIa JOMbJIHUTETHO), komapu (Culex pipiens, Aedes
albopictus) u kepaexu (Ixodes ricinus, Dermacentor reticulatus, Rhipicephalus sanguineus).

I[Tpu eHO eKCIEPHUMEHTATIHO M3CIIE/IBaHe, TIPOAYKTHT € UM M0-0bp3a HayaaHa ayITHIIHIHA
aKTUBHOCT NpH ObixuTe oTKOJIKOTO fipronil, mpunoxen camocrositento Ha 7-ust 1eH u 14-ust neH cien
TPETUPAHETO.

Ckopoct Ha yOuBase:

IMpoaykTbT youBa HoBuTe onapasutsBamniy 0wyixu (C. canis, C. felis) B pamkure Ha 6 yaca ot 2-ust 1eH
CIIeJl TPETUPAHETO 33 EPHO. OT LT euH Mecell. [IponyKThT yOuBa ObJIXHUTE MPEIH J1a MOTaT Jia
cHecar siIa, Mpena3Baiiku cpeiaTa, KosSTo 00uTaBa KydeTo OT 3aMbpcsBane. B ciyuaii Ha
cwinectByBaiio onapasutssane (C. felis) Ha npoxykTsT e oTHeme 24 yaca Bpeme, 3a /1 3ar04He
e(eKTHBHO Jla HApyIaBa XU3HEHUS UKEI Ha ObaxuTe. beiaxute C. felis, Bewe npucheramy Ha
Ky4eTo, KOraTo ce mpuiara npoaykra, ymupar 3a 24 yaca. CKopocTTa Ha yOMBaHe CIIpSIMO Bede
nprcheTBAIK Ha KydeTo C. canis He e Ouiia onpeieneHa.

IMpoaykThT yOHBa HOBUTE OnapasuTsABaiM Kbpiiesku (R. sanguineus u I. ricinus) B pamkute Ha 6 yaca
OT 2-Usi ICH Clie[l TPETHPAHETO U 3a MEPUOJI OT Lisul enuH Mecell. Kepaexwure (R. sanguineus,

I .ricinus, D.reticulatus) Beue nmpuchCTBaIM Ha KydeTara IPH MPUIATaHETO Ha MPOIYKTa, ce yOMBar 3a
48 yaca.

ITpu eTHO eKCIIEPUMEHTAIHO MPOYYBAHE € YCTAaHOBEHO, Ye MPOAYKTHT HHANPEKTHO HAMAIISIBA PUCKA
ot TpancMucus Ha Babesia canis ot uadexrupanun Dermacentor reticulatus kepiiexu ot 7-ust 1eH
CIIe]] IPUIOKEHUETO JI0 4 CEIMHIIM, KAaTO 10 TO3HM HA4YMH CEe HaMalsiBa pucka oT 6abe3nosa npu
TPETUPAHUTE KydeTa.

I[Tpu e1HO eKCTIEPHUMEHTAIHO MPOYYBaHE € YCTAaHOBEHO, Ue MPOAYKTHT HHANPEKTHO HAMAIISIBA PUCKa
ot Tpancmucus Ha Ehrlichia canis or undextupanu Rhipicephalus sanguineus kbpiexu ot 7-ust IcH
CIIe]] IPUJIAraTeTo JI0 4 CeMHUIIH, KaTO [0 TO3HM HAYMH HaMaJlsiBa PUCKA OT EPIIMXHO03a TPH
TPETUPAHUTE KydeTa.

Bbrpeku TOBa, epUKaCHOCTTA Ha MPOIYKTA 3a HAMAIISIBAHE TPAHCMUCHSITA HA HHPEKIIMO3HU areHTH
CJIE/l €CTECTBEHA EKCIIO3HUIIHS TPU TEPEHHH YCIIOBHUSI He € Omia mpoy4vBaHa.

I[Tpu eTHO MpEeIBAPHUTETHO M €THO OCHOBHO KJIIMHUYHO TEPEHHO MPOYYBAHE B CHICMHUYEH PAioH €
YCTaHOBEHO, Y€ MPOIYKTHT NPHIIAaraH Ha BCCKU 4 CEIMHUIIN, HHAUPEKTHO HAMAJIsiBa PUCKA OT
Tpancmucus Ha Leishmania infantum ot 3apasenu nsiceunu myxu (Phlebotomus perniciosus), karo no
TO3W HAYMH HAMAJISBA PUCKA OT KydelllKa JIaiIIIMaHno3a TIPH JICKYBaHHU KydeTa, IPU TE3W 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 meificTBar mokaiHO IIPH KOHTAKT C BHHIIHY [TAPa3UTH U HECKATa CHCTEMHA
pesopous Ha fipronil u permethrin e e or 3HaueHKe 3a KITMHUYHATA €(PUKACHOCT.

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 MakCUMaHU 1ia3MeHu KoHeHTpaun (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. DOAPMAINIEBTUYHU TAHHU

51 OCHOBHHM HECHBMECTUMOCTH

He ca u3BecTHu.

5.2 Cpok Ha rogHocT

Cpok Ha TOAHOCT Ha KpaiHUs BeTepUHAPEH JIeKapCTBEH MPOAYKT: 3 TOUHH.

5.3 CrnenuanaHu ycJI0BHS 32 CbXpPaHeHUe

Ja ce cbxpaHsiBa B OpUTHHAIHUS OJucTep.
Jla He ce cpxpaHsBa npu Temreparypa Haxa 25 °C

54 Bl/l)] U CbCTAaB HA MbPBHYHATA OIIAKOBKA

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

BropuuHnara onakoBka ce ChCTOM OT IIACTMACOB/aTyMHHHEB OJIHCTEDP C TUIACTMACOBa/aTyMHHHEBA
OCHOBA.

[TnacTmacoBa onakoBka ¢ 1 murnera, chabpxaia 4 ml.

Kapronena kyTus ¢ 3 wiu 6 nuneTu chabpxaiiy 4 ml Besika.

CaMo euH pa3Mep B KyTusl.

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

5.5 CrhenuajaHu MepKH 32 YHHIIOKABaHe HA HEM3MOJI3BAHH MPOIYKTH HJIH OCTATHIH OT TAX

BetepunapuuTe JIekapCTBEHH MTPOIYKTH HE TPIOBa /1a ObIaT N3XBBHPIISHA Upe3 OTHATHN BOIU WUITH
OWTOBHU OTHAIBIIN.

BeTepuHapHHAT JEKapCTBEH MPOAYKT HE TPsOBa J1a Objie U3XBBPJISTH BbB BOJIHH OACCHHH, Thil KATO
fipronil/permethrin moxxe na 6bae onaceH 3a puOM U IPYrd BOJHH OPraHU3MH.

M3non3BaiiTe mporpaMu 3a BpbIllaHE IPU YHUIIIOKABAHETO HA HEU3IMOJI3BAHU BETEPUHAPHU
JIEKAPCTBEHU NPOIYKTH WM OCTATBUHU OT TAX B CbOTBETCTBUE C U3UCKBAHUATA HA MECTHOTO
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3aKOHO/IATEJICTBO M C BCHYKH HAIMOHAJIHY CUCTEMH 3a ChOMpaHe, IPUI0KIMH 32 ChOTBETHUS
BETEpPHHAPEH JIEKAPCTBEH MPOAYKT.

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

Boehringer Ingelheim Animal Health France SCS

7. HOMEP HA PASPEIHIEHHUETO 3A ThPI'OBUSA

0022-2361

8. JATA HA ITBPBOTO U3JIABAHE HA PABPEHIEHUETO 3A THbPTOBUS

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

9. JATA HA ITIOCJIEIHATA PEJAKIINS HA KPATKATA XAPAKTEPUCTHUKA HA
MPOJYKTA

08/2024

10. KIACUPUKAIIUA HA BETEPUHAPHUTE JIEKAPCTBEHU ITPOAYKTHU
Jla ce oTirycka 0e3 JIeKapcKo MpeanucaHue.

[NoapoOHa nHpOpManys 32 TO3M BETEPUHAPEH JICKAPCTBEH MPOAYKT MOXKE J1a HaMepuTe B O6azarta
nannau Ha Cpro3a otHocHO mpoaykTute (https://medicines.health.europa.eu/veterinary).

E Recoverable Signature

X

A-P KPACUMWP 3/IATKOB
ANPEKTOP HA ANPEKLA KBAM
Signed by: KRASIMIR YANKOV ZLATKOV
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