JIMCTOBKA

il HaumMeHoBaHMe Ha BeTepUHAPHUS JIeKAPCTBEH NPOAYKT

Effipro 50 mg spot-on solution for cats / Effipro 50 mg pa3tBop 3a npunarane BbpXy OorpaHiuyucH
Y4acTbK IIPU KOTKH

2. Cncras

Enna nmunera ot 0,5 ml chabpixka:

AKTHBHO BelIECTBO:

Fipronil 50 mg

ITomouHu BemecTBa:

Byrunxuapokcuanuzon (E320) 0,1 mg
Byrunxunpokcuromyen (E321) 0,05 mg

[Tpo3pauen, Ge31UBETEH /10 XXBIT PA3TBOP.

3. Bunose :kuBOTHH, 32 KOUTO € npeaHasHaden BJIII
Kotku.
4. Iloka3zanus 3a ynorpeda

Tperupane npu onapasutssanus ¢ osiaxu (Ctenocephalides spp.) u kbpiexu (Dermacentor
reticulatus).

BerepuHapHUAT JIeKapCcTBEH MPOAYKT MPHUTEKABA MOCTOSIHEH HHCEKTHIIUACH epeKT cpelry Obaxu
(Ctenocephalides felis), mpoabimkaBari 10 5 ceamMuIiu.

BerepuHapHUAT JIeKapcTBEH MPOAYKT MPHUTEKABA TIOCTOSHEH aKapUIHICH ePeKT CPEeILy KbpIIeKH
(Rhipicephalis sanguineus, Ixodes Ricinus, Dermacentor reticulatus), mpoabiokaBai 10 2 CeMUIIN.
AKO MMa HaJ4uue Ha KbPIIeXKH OT BUIOBeTe Rhipicephalus sanguineus u Ixodes ricinus mo Bpeme Ha
npuiaraHe Ha MpoLyKTa, He BCHUKY Ie ObIaT yOuTH npe3 mbpBuTe 48 yaca, HO TOBa ILE CE
OCBILECTBU B PAMKHTE Ha €/1Ha CEAMHUILIA.

BerepuHapHUAT JIeKapCTBEH MPOAYKT MOKE J1a ObJIe M3MI0JI3BaH KaTo YacT OT CTpaTerusITa 3a
JiedyeHre Ha JJMarHOCTUIIMPaH OT BETCPHUHAPHUS JIEKap allepriHueH JepMaTUT, IPUIMHEH OT OBJIXH

(FAD).

5. IIpoTuBonmoKka3zanus

[Ipu nunca Ha HANWYHY JaHHYU BETEPUHAPHHUSAT JICKAPCTBEH NPOLYKT HE TPsiOBa Jla ce M3MO3Ba PpU
KOTeTa T0-MaJIK¥ OT 2 Mecela H/WiH 1o-Jieku oT 1 kg.

Ja He ce u3mo3Ba npy OOTHY KUBOTHHU (3200JISIBAHMS, 3aCATAIY [IEJINsT OPraHU3bM, TPECKa U
JpYyTH) WIN TaKWBa B PEKOHBAIECLEHTEH MIEPUO/I.



Jla He ce M3MmoJI3Ba IMPpH 3a|IlH, 3aM0TO MOXKE J1a IOBEE 10 HEOIArOoNMPUATHN PEAKITUH WIIA JOPH 10
CMBPT.

Jla He ce M3Mo3Ba NPU CBPHXYYBCTBUTEIHOCT KbM aKTUBHOTO BEIIIECTBO HIIU KbM HAKOE(H) OT
IIOMOII[HUTE BEIECTBA.

6. CrnenuajiHu npeaynpe:RaeHus

CHCIII/I&]'IHI/I OpEAYTNPCIKACHUS

bbaxure oT moMamHUTE J'IIO6I/IMI_II/I Hal-4ecTo orapasuTsaBaT OKOJIHaTa cp€aa — JCrjia, KWINMHU,
KOIIHUIIHY, MCKa MeOel ¥ MecTara 3a mo4yuBKa. B cnyqaﬁ Ha MaCHBHa MHBAa3Hs TC3U MCCTa TpSI6Ba Ja
6’BI[aT O6e3Hapa3I/ITCHI/I C IOAXOAAII MHCCKTULW NPEaAU TPETUPAHE Ha KOTKATAa, KAKTO U Aa CC
MOYMCTBAT PEAOBHO C ITpaxXOCMyKadKa.

BertepuHapHUAT IekapcTBEH MPOAYKT HE Mpeana3Ba oT MPUKPENBaHEe Ha KbPJIEKH KbM KUBOTHOTO.
AKO TO ¢ OWJIO TPETUPAHO MPEIU ONAPA3UTIBAHETO MY ¢ KbPJICKH, Te IIe ObAaT YOUTH B IbPBUTE
24-48 gaca cnen nmpUKpenBaHeTo UM. ToBa 0OMKHOBEHO c€ CITyYBa MPEeIH KbPIICKHUTE Ja 3al0YHAT /1a
CMy4aT KpbB, KOETO HAMaJISiBa, HO HE M3KJIIOYBA PHCKa OT MpeHacsiHe Ha 3a0omsaBanus. Crex KaTo
yMpart, KbpJIeKHTE OOMKHOBEHO MaJIaT, a aKO TOBA HE CE CIIy4d MOTaT Jia ObJIaT OTCTPAHEHU C
BHHMATEJTHO U3IbPIIBAHE.

[IpenopbunTenHO € Aa ce U305ArBa YeCTOTO KblIaHe ChC WM 0€3 IIaMIoaH, Thii KaTo CTENeHTa Ha
e(MKaCHOCT Ha MPOLYKTa B TE€3U CIIyyaH HE € TECTBAHA.

Korato ce n3nomn3Ba Kato yacT OT JICYEHHETO Ha aJepruieH JIePMaTHT, IPUYUHEH OT OBJIXH, ce
MIpernopbYBa €KEMECEUHO TPETHPAHE Ha aJIeprUYHUTE NMAallMEeHTH U Ha IPYTUTE KOTKU B
JIOMaKHWHCTBOTO.

3a onTuManeH KOHTPOJ Ha MpobieMa ¢ ObIXUTE B TPYIH C MHOTO KHBOTHH B €JTHO JIOMaKHHCTBO €
HEOOX0IMMO BCHYKH Te J1a ObJaT TPETHPAHU C TTOIXO IS HHCEKTUIIHL.

Crenyansy npeana3sHyi MEpKHU 3a 0e3omnacHa ynorpeda IIpyu BUAOBETE )KUBOTHHU, 34 KOUTO €
nopeadasgauey BJIII:

N30srBaiiTe KOHTAKTa ¢ OYUTE HA )KMBOTHOTO. AKO MPOIYKTHT IO HE B OUUTE, TE TPsAOBaA J1a ObaatT
CTapaTeJIHO U3MHTH BEJIHAra ¢ BOJA.

He nmputaraiite npoaykra BbpXy paHU WIKM HapaHEHa KOXkKa.

Crennaiay npeina3sii MEPKH, KOUTO TpsiOBa a B3EME JIMIIETO, IPUJIATAI0 BETEPUHAPHUS
JIEKAPCTBEH IIPOJIYKT Ha )KUBOTHUTE

To3u BeTepuHApEH JIEKAPCTBEH MPOAYKT MOXKE J1a IPUIMHM 3a4€pPBIBAHE HA OYUTE U MYKO3HHUTE
MeMOpanu. [lopaau Ta3u mpuYMHAa KOHTAaKTHT MEXTy ITPOJYKTA U yCTaTa WM OYUTE TPSOBa Ja ce
n304rsa.

HpI/I cnyqaﬁﬂo nomnagaHe B OUUTE, TC Tp}I6Ba Ja 6’L,Z[aT He3a0aBHO U CTapaTejiHO U3MHUTHU C BOJA. Axo
CC MOABHU IMPOABJDKUTCIIHO 3a4CPBABAHC HA OYUTC, He3a0aBHO Ja €€ NOTbPCU MECAUIIMHCKHU CBHBCT,

KaTo Ha JICKaps CC MpeAOoCTaBy JIUCTOBKAaTa UKW €TUKETHT HA IIPOAYKTa.

I[a ce n30srBa KOHTAKTa Ha NpoAyKTa C IPbCTUTE. Axo ToBa ce Cl1yuu H3MUITE PBUCTE CBHC CallyH U
BOJaA.

Wammuiite prieTe cien ynorpeoa.



He mymieTe, He MUNATE U HE SDKTE MO0 BpPEMC Ha TPCTUPAHETO.

Xopa ¢ yCTaHOBEHa CBPBXUYBCTBUTETHOCT KbM (DPUITPOHIIT HIIM KBM HIKOE(M) OT TIOMOIITHHUTE
BemecTBa TPsOBa ga M30ATBAT KOHTAKT C BETEPUHAPHUSA JIEKAPCTBEH MPOIYKT.

He Tps16Ba 1a n3BppIIBaTe MaHUITYIAINN HAa TPETUPAHUTE )KUBOTHU M HE TPSIOBA /1a Ce TI03BOJISIBA Ha
Jerara a Cu Urpast ¢ TsX, TOKaTO MACTOTO Ha IpuiiaraHe Ha IPOAyKTa He n3chbxHe. ETo 3ammo ce
MpEenopbHYBa >KUBOTHUTE Jla HE CE TPETUPAT Ipe3 ICHS, a PaHO BEUep U Ja HE ce MO3BOJISIBA HA
COOCTBEHUIIMTE JIa CIIAT C TSAX, KATO TOBa OCOOCHO BaXKH 3a JieIara.

Jpyru npeana3Hy MEpKH:

AJIKOXOITBT B MIPOYKTA MOJKE JIa € TIPUIHMHA 33 CTPAHUYHU e(eKTH, KOTaTo Ce MPHUIIOKHU BBPXY
OLIBETEHH, JJAKUPAHU WX APYTH HOBBPXHOCTU HIIM MEOEIH.

bpeMennocT u jakranus:

JlaGopaTopHuTe MpOyyYBaHUS MPU KOTKH HE MOKa3BaT HUKAKBHU JI0KA3aTENICTBA 32 TEPATOTEHHOCT WU
eMOproTOKCHYHOCT. He ca mpoBekiaHu U3CiIeIBaHuUS ¢ POAYKTA BbpXY OpeMeHHH! U JaKTHPaLIH
koTkH. [Ipunara ce camo cien mpereHKa noi3a/pruck oT OTTOBOPHUS BETEPUHAPEH JIEKap.

IIpenosupane:

He ce HabmoiaBaT HEOMArOMPHUSITHA pEeaKIUY TIPH OTUTUTE 32 O€30TTaCHOCT, IPOBEICHU TPU KOTKH
U 2-MECEYHH M MO-TOJIEMHU KOTETa, TeXKAIU OKoJIo 1 kg, TpeTupanu 5 mbTH ¢ TepalieBTUYHATA J103a
(mHeBHaTa TepaneBTUYHA J103a, IPUJIOKEHA 5 TTOCIEeIOBATEIHN JHH) 33 TPU MOCIeI0BaTEeIHU Mecella,
C M3KJII0YEHNE Ha ChPOEXK M TIOBPBIIAHE, KOETO CE € MOSIBIIIO €HOKPATHO. PHUCKBT OT
HeONaronpuATHH PEaklMU MOKe J1a ObJie MOBUILECH B CIIyYanTe Ha CBPBXJ03UPAHE.

7. HebaaronpusiTHu peakuun

Kotku:

Msoro penku (mo-manko ot 1 Ha 10 000 TpeTrpanu )KUBOTHH,
BKJTFOUHUTEITHO M30JIUPaHU ChOOIIICHNUS):

Peakuusi Ha MSICTOTO Ha MpHIarane’ (JIoIeHe Ha KOXKaTa, aTonemus
(3ary0a Ha xK03uHa), IPypuUTYC (CHpOEXK), epurema (3adepBsBaHe))
['enepanm3upaH cbpOekK, AJOIEIHs, 3acsTalla HsUI0TO TAIO0
XunepcanuBanus® (YBEIMYEHO CIIOHOOT/IEISHE)

HeBposornanu HapynieHus® (Hanp. xunepecresus (yBeandeHa
YyBCTBUTEITHOCT KbM CTHMYJIH), MOTHCKAHE Ha IIEHTpaJIHaTa HEpBHA
cUcTeMa U HEBPOJOTMYHHU CHMITTOMH)

IToBpbiane

pexomHu KOXKHU PeaKIUK Ha MACTOTO HA IIPUJIATaHe.

2AKO Ce CITyuM JKMBOTHOTO J1a 00JIMIKe MPOIYKTa, MOXKE JIa CE HaOII01aBa KPaThK IIEPHO HA
XHUIEpCcaINBaIs, IBDKAI C€ OCHOBHO HA €CTECTBOTO HA HOCHUTETIS.

¥ O6parumu cUMIITOMH.

Cno0I11aBaHeToO Ha HEOJArONPHUATHH PEaKIUH € BaxkHO. ToBa MO3BOJISIBA HEMTPEKBCHAT MOHUTOPHHT
Ha 0€30I1acHOCTTa Ha POAyKTa. AKO 3a0eNIe)KUTe HIKAKBH HEOJIArONPUATHU PEaKI[UH, BKIIFOUUTEITHO



1 TaKuBa, KOUTO HE Ca OITMCAHU B Ta3U JINCTOBKA WJIU MHUCIIUTE, Y€ BETCPUHAPHUAT JICKAPCTBCH
MIPOJYKT HE IENCTBA, CBBP)KETE ce MbpBO ¢ Bamus Berepunapen nekap. MoxeTe chIlo 1a
CI)OGH.[aBaTC HC6J’IaFOHpI/I}ITHI/I PCAKIUM Ha MPUTEKATCIIA Ha Pa3pCIICHUCTO 3a ThbproBUA UIIN
MECTHHUS NNPEACTABUTEII Ha IMIPUTEKATEIIA Ha pa3pClICHUETO 3a ThPIOBUsA, KAaTO U3I0JI3BATC JaHHUTE
3a KOHTAKT B Kpas Ha Ta3u JINCTOBKA UJIN YPE3 Bamara HallMoOHAaJIHa CUCTEMaA 3a C”bOGIJ_IaBaHeI
https://kvmp.bfsa.bg/index.php/bg/registers/veterinarnomedicinski-producty.

8. Jlosnpomca 3a BCCKHM BH/I ’)KUBOTHO, HAYUHHU U METO/A HA MPUJIOKCHUE
Hauwx Ha npuaoXeHHE U JO3UPOBKA:

CaMo 3a BBHIIHO NPUIIOKEHHUE.
3a JIOKaJTHO MPHUIIOKEHUE BhPXY KoxkaTa 1 murera ot 0,5 ml Ha )KHBOTHO.

HauuH Ha IpujIoXeHHE:

TepMoceueaeMa nunema.
I[p’B)KTe H3IpaBC€HAa NUIIETaTa. HatucHere numnerara B TCHaTa 4acT, Taka 4€ OAJI0TO CbAbpPKaHUE da
MMpEeMHHEC B OCHOBHATA 4acCT. quHeTe 1o oTOEeIISI3aHaTa JUHKUS Ha CIIOT-OH IMHUIIETATA.

Pazr'preTe KO3HWHAaTa Ha )KMBOTHOTO TaKa, 4€ KOoXKaTa JJa CTaHC BHJAHUMA. IlocTaBete Kpas Ha
nureTara Cpeily KocbMa 1 HM3CTUCKANTE MUIIeTaTa BHUMATEITHO HIKOJIKO II'bTHU, JOKATO U3MNPASHUTE
CbAbPKAHUCTO u. HOBTOpeTe mnmpoucaypara Ha ouie €aH0 Wi ABE MECTa I10 rp1>6HaTa JINHHA, 3a
IpeaAnoYuTaHe € B OCHOBATa Ha IjlaBaTa Wik MEXAY IUICIIKUTE.
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3abenexka : popMara Ha MUIETUTE U U300PAXKEHUTA BBPXY OIAKOBKUTE U JINCTOBKHUTE,
CBIIECTBYBAIIM Ha a3apa, MOrar Jia ObJaT pa3InyHH.

Tlonunponunenoga nunema:

W3Banere numeraTta oT onakoBkaTa. J{pbiKTe NuneraTa U3NpaBeHa, OTBUMTE U CBAJIETE KallayKaTa.
OOBpHeTe KanaykaTa U s IOCTaBeTe BbPXY MUIETaTa. 3aBbpTETE KanaukaTa u ¢ Hest poOuiiTe
nunerata. OTcTpaHeTe KanaykaTa oT IHUIeTAaTa.

PasrepHeTe K031MHATa HA )KUBOTHOTO TakKa, de KokKarta Ja cTane BunuMma. [loctasere kpast Ha
MUTIETaTa CPEIy KOChMa U U3CTUCKANTE MUMeTaTa BHUMATETHO HAKOJKO IIBTH, TOKATO U3MPA3HUTE
chabpKkanueTo U. [loBropeTe mporeaypara Ha OIIe €IHO TN IBE MECTa [0 rpbOHATa JIMHNUA, 32
MpEeANoYUTaHE € B OCHOBATA Ha rjaBaTa M MKy IUICIIKUTE.
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BaxxHo € 1a cMe cUrypHH, Y€ POAYKTHT € MPHIIOKEH B 00JIACT, KOATO KHUBOTHOTO HE MOXeE Ja
00JIIIKe U J1a Ce YBEPUM, 4e )KUBOTHUTE He ce OJIIKAT B3aUMHO CJIe]] IPUIOKEHUETO.

HN306srBaiiTe MPEeKOMEPHOTO HABJIAXKHIBAHE HA KO3MHATA C MPOJIYKTa, 32 [1a HE CE MOJTyYH JICIKaBa
KO3MHA OT NPUJIaraHeTo Ha pa3TBopa. AKO TOBa Ce CIIy4YH, TO3U e(eKT IIie H34e3He B CPOK JI0 24 yaca
OT NPHUJIAraHeTo.

Ha msicToTo Ha arutMnmpane Moxke Jia ce HaOuro/1aBa Osuta yTaiika BbpXy KOXKaTa B paMKuUTe Ha 48
Jaca.

(3abenexka : ¥Ma JBE JIMCTOBKHM 3a BCEKH THII urneTa. Ho mopaan npakTuuecku MpuuuHH,
nHpOpMaLUATa OT ABETE € ChbOpaHa B €/1HA.)

9. CbBeTH 32 NIPABWJIHOTO MPUJIATaHEe HA MPOIYKTA
Il;1ag Ha JIEUEHUETO:

3a onTuMalieH KOHTPOJI Ha OIIapasuTABAHCTO C OBJIXH W/UIIH KbPJICKU, IJIAHBT HA JICHCHUC Tpf[6Ba Ja
6’5[[6 C’BO6paBeH C M€CTHaTa CIIMACMHOJIOTUYHA 00CTaHOBKa.




HpI/I JIMIICA Ha U3CJICABaHHU:A 3a 663OH3CHOCT, MUHUMAJIHUAT UHTCPBAJ Ha TPETHUPAHE € 4 CCAMUIIN.

10. KapeHTHH cpokoBe

He e npunoxumo.

11. CoenmnajHu yCJIOBHSI 32 CbXpaHEeHHE

Ha ce cpxpaHsiBa faned OT NorJieAa U Ha HEAOCTHITHH 32 JIela MECTa.
Ha ce cpxpansiBa npu Temneparypa mon 30 °C.

Ha ce cbxpaHsBa Ha CyX0 MSCTO.

Ja ce cpxpaHsBa B OpUTHHAIHATA OTTAKOBKA.

Jla He ce M3M0JI3Ba TO3U BETEPUHAPEH JICKAPCTBEH MPOIYKT CJIe] U3THYAHE CPOKA Ha TOJIHOCT,
MMOCOYeH BHpXy nuneTara cieq EXp. CpokbsT Ha TOJHOCT OTroBapsi Ha MOCIETHUS JIEH OT TO3H MECeTl.

He otnensiite muneraTa oT 6JIucTEpa 10 MOMEHTA Ha TIpUJIaraHe.

12. Cl'leIIHaJ'IHI/I npeanasHiu MEPKHU MpPpH YHUIIIOKaBaHE

BerepuHapHuTe IEKapCTBEHU TPOYKTH HE TPAOBA Ja ObJaT U3XBHPISHH Ype3 OTIMAHHA BOIU UK
OUTOBH OTIIAIBIIH.

W3znon3Baiite nporpaMu 3a BpbLIaHEe IPH YHUII0KaBAaHETO HA HEU3IIOI3BaHU BETCpUHAPHU
JICKapCTBEHU NPOIYKTU MM OCTATBLM OT TAX B COTBETCTBHE C U3UCKBAHUITA HA MECTHOTO
3aKOHOJATEJICTBO U C BCUUKH MPHJIOKMUMHU HAIIMOHAHU CUCTEMH 3a chOupaHne. Te3n MepKH 1ie

IIOMOr'HaT 3a OIa3BaHC Ha OKOJIHaTa cpcaa.

BerepuHapHUAT JIeKapcTBEH MPOAYKT HEe TpsiOBa a Ob/ie U3XBBPISH BbB BOJAHU OACEHHU, THhil KaTO
TOBa MOXe Jia O'bJie OIacHO 3a pUOU M JPYTH BOJHU OPraHU3MHU.

He 3ambpcsBaiite BoqHuTe OaceitHU ¢ IPOAYKTA MM Pa3HHA OMAKOBKH.

[Tonmraiite Bamms BeTeprHapeH Jiekap Kak Ja YHUIOKHUTE HEHY)KHH BETEpUHAPHH JIEKAPCTBEHU
MPOJIYKTH.

13. Kaacudukanus Ha BeTePpUHAPHHUTE JIEeKAPCTBEHH MPOAYKTH

)Ia CC OTITYCKa CaMO II0 JICKApPCKO MpEAIIMCaHue.

14. Homepa Ha pa3pelieHHETO 32 THPIrOBUS U pa3MepH ONAKOBKHU
Ne 0022-2257

TepmocBuBaemu numietu: kytuu ¢ 1, 2, 3,4, 6, 8, 12, 24, 30, 60, 90 unu 150 numern.
[MomunponmiienoBy numeTy: Onuctepu wim kytuu ¢ 1, 2, 3,4, 6, 8, 12, 24, 30, 60, 90 wmu 150
MUIIETH.



He Bcnuku pazmMepH Ha omakoBKaTa MoraT Jia ObJaT Npe/iiarany Ha rna3zapa.

15. JlaTa Ha mocjiegHATa peJaKkuus HA TeKCTa

10/2024

[NonpoGHa mH(OpMans 3a TO3HU BETEPUHAPEH JEKapCTBEH MPOIYKT MOXKE Ja HamepuTe B 0azara
nanau Ha Chro3a otHOcHO nponyktute (https://medicines.health.europa.eu/veterinary).

16. [lanuwu 3a BpB3Ka

IIpuTexxaren Ha pa3peIIeHUEeTO 3a ThPIrOBUS U MPOW3BOAUTEI, OTTOBAPSIIIL 32 OCB060)KILaBaHCTO Ha
napTuau.

VIRBAC

1% avenue 2065m LID
06516 Carros
Opanuys

MecTHH IpEICTABUTENN U TAHHM 34 BPH3Ka 34 CHOOIAaBaHe Ha MpEAnoaaracMu HeOJIaronprusiTHI
peaKIIu:

Epron-MunanoBa OO/, rp.Codus, x.x.Jlromun 10, 61.145
Ten.02 8255167/ 02 8259104

3a BcskakBa MH(OPMAIMA OTHOCHO TO3U BETEPUHAPEH JICKApCTBEH MPOIYKT, MOJISI, CBBPKETE CE C
MECTHHSI NIPeICTaBUTEN Ha MIPUTEKATENs Ha pa3pelieHHeTo 3a ThProBHUsl.

H Recoverable Signature

X

A-P KPACUMWP 3/IATKOB
OWNPEKTOP HA ANPEKLNA KB/M
Signed by: KRASIMIR YANKOV ZLATKOV




