KPATKA XAPAKTEPUCTUKA HA ITPOAYKTA
KBM PA3PEIHIEHUE 3A ThPI'OBHUS Ne 0022-2236

1. HAUMEHOBAHUE HA BETEPUHAPHUS JIEKAPCTBEH ITPOJAYKT

CKOPBET ®OPTE 3A KYYETA
Pa3tBOp 3a mpunarane BbpXy OrpaHUYeH y4acThbK IpU KydeTa

2. KAYECTBEH U KOJIMYECTBEH CBCTAB
AKTHBHH BelllecTBA:

Fipronil 67,0 mg, 134,0 mg, 268,0 mg u 402,0 mg
S-methoprene 60,3 mg, 120,6 mg, 241,2 mg u 361,8 mg

ITomolHH BeniecTBa:

Koun4yecTBeH cheTaB, ako Ta3u uHGopMmanus e
BA’KHA € OrJieJ] HA MPABUJIHOTO MPUJIAraHe Ha
BeTEPUHAPHUA JIEKAPCTBEH NPOAYKT

KayecTBeH cbCTaB HAa MOMOILHHUTE BellleCTBA U
APYIruTe CbCTaBKHU

ByTunxuapokcuaHuzon

ByTunxuapokcuTtonyex

Eranon

IloauBuHUI MUPOJINO0H

[Tonmucopbar 80

I[I/IGTI/IJ'ICH TJIMKOJI MOHOCTHJI €TEP

3. KIMHNYHA THOOPMALIUA

3.1 BwunaoBe :XMBOTHH, 32 KOUTO e npeanaznaden BJIII
Kyuera.

3.2 Tloka3anmus 3a ynoTpeda 3a BCeKH BH/I JKHBOTHH, 32 KOWTO € MpeIHa3HAYEeH MPOAYKTHT

[IpoayKThT ce mpuiiara npu omnapasuTsIBaHe ¢ KbPISKU, ObJIXU WIN BBIIKH:

e Kuspuexxu (Rhipicephalus sanguineus, Ixodes ricinus, Dermacentor variabilis). TIpoaykTsT nma
AKTUBHOCT CpPElTy KbPJEXH B IPOABIDKEHUE HA 4 CEMUIIN CIIe]] PUIIOKEHUE;

e bouaxu (Ctenocephalides felis spp.) - siiia, napBu, KakaBUIx U Bb3pacTHU (popmu. MHCEKTUIIMAHATA
e()MKaCHOCT cpellly IMOBTOPHO OIMapa3uTsABaHE C BB3PAaCTHH OBJIXH MPOABDKABA JI0 8 CEIMUIIM.
HpOILyKT’bT MOKE€ a CC€ M3II0JI3Ba KAaTO YaCT OT TEpamnusaTa U KAaTO CpCACTBO 3a KOHTPOJ BBPXY
AJICPIrUYHUA ACPMATHUT, IIPUIUHCH OT 6’LJ'IXI/I;

e Brmxku (Trichodectes canis).

3.3 I[IporuBomoka3zanus

I[a HE CC U3M0JI3BA IMPU KYyUCHIA HAa Bb3PacCT 1O 2 MEcCCla 1 IIpU TaKrWBa C TCJICCHA Maca oJg 2 Kg.

I[a HE CC M3IOJI3Ba IIpHU OonHH (CI/ICTGMHI/I 3a6OH$IBaHI/I$I, TpeCKa) WKW BB3CTAaHOBABAIIM C€ OT 3a00JI9BaHe
KHUBOTHH.

I[a HE CC U3I10JI3Ba IIpU 3aﬁun, nopaay omacHoOCT OT HC6J’IaFOHpI/IHTHI/I pCaKkuuu.

I[a HC CC U3M0JI3BA MPU KOTKH, MOpaaAX OITACHOCT OT IIPCAO03UPaHEC.

3.4 ChnenmajJHu mpexynpe:KaeHus

Yecto moBrapsma ce ynorpeba Ha aHTHXEIMHHTHU MPOAYKTH OT €IMH W ChII KJac MOXE Ja pa3Bue
napasuTHa PE3UCTEHTHOCT CIPSIMO CHOTBETHMA Kiac aHTuxeiaMuHTH. [lopamu ToBa, ymorpebara Ha TO3M
BETEPUHAPHOMETUIIMHCKU MPOAYKT TpsiOBa Ja € choOpa3eHa C BCEKM WHIWBHIyaJIeH CIy4ail ¢ MECTHaTa
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CMUICMHUOJIOTHYHA HH(OpMAIIHsA 32 YYBCTBHTEIHOCTTA Ha BB3MPHEMYHMBUTE BHJIOBE, 32 Ja CE OTPAHUYH
pHCKa OT Pa3BHTHE HA PE3UCTEHTHOCT.

3.5 CnenmnajHu npeanasHu MepPKH MpH ynorpeoda

Crenuaiiy mpeanasHyd MEpPKHU 3a Oe3omacHa ynorpeda IIpyr BUAOBETE KMBOTHH, 3a KOUTO € MPEAHa3HAYEH
BJIII:

JKvuBoTHHTE HE TPsOBA J1a ce OJIMKAT TOMEXKIY CH CJIe]l TPETUPAHE C MPOIYKTA.

[Ipu o6nM3BaHE HAa KO3WHATA CIIEJ TPETHPAHE C MPOJYKTa € Bh3MOXKHO Ja ce HaOJroJaBa KpaTKOTPaiHO
MTOBHIIIEHO CIFOHOOT/IEIISHE.

KuBotHHTEe HE TpsiOBa Aa ce KBIAT WM IUTyBaT 3a MEepuoJ OT 2 THH cjeq mpuiaraHe Ha mpoxaykra. He ce
MperopbhYBa KbIIaHEe Ha KUBOTHUTE ITO-YECTO OT BEAHBK CEIMUIHO.

[Ipu MacoBo onapa3uTsBaHe Ha KJIETKHUTE, JIETJIaTa M MecTaTa 3a TIOYMBKa Ha JKHBOTHUTE C OBJIXH, TPsOBa n1a
Ce TpeTHpa C MOAXOJAIT MHCEKTUIIMJICH MPOTYKT.

Jla He ce raysT U 1a He ce MO3BOJIsSBA Ha JICla JIa UTPasT C TPETUPAHUTE )KUBOTHH, J0 IIBJIHOTO H3CHXBAHE Ha
MSICTOTO Ha MIPUJIOKEHUE HA TIPOIYKTa.

[IpemoppuBa ce KUBOTHUTE J]a C€ TPETUPAT BEUEP U HE CE pa3pemiana Jia CISIT ChC CTOMIAHNUTE CH U OCOOEHO C
Jera.

Crenpaiiy npeana3sHy MEPKH 3a JIMLATA, IPUIAraliyd BETEpUHAPHUS JEKAPCTBEH IIPOJAYKT Ha JKUBOTHHTE:

[TpoaykThT MOXE Jla MPUUMHM pa3lpa3HEHUE Ha KokaTa W ouuTte. Jla ce m30srBa KOHTAKT Ha MPOAYKTA C
ycTara, KoxKaTa U OYHuTe.

JKMBOTHM MM XOpa ¢ yCTaHOBEHA CBPBXUYBCTBUTEIHOCT KbM (DPUIIPOHMII, S-METOIPEH WM ANKOXOJ TPIOBa
Ja U305rBaT KOHTAKT C BETEPUHAPHU JICKApCTBEH MPOAYKT. [la ce n30srsa Bb3MOXKEH KOHTAKT Ha MIPBCTUTE
Ha pbKaTa ChC ChIbP)KAHHETO HA OMakoBKaTa. IIpu ciyyaeH KOHTAkKT, pbLETE Ja Ce M3MHUAT ChC CAllyH H
BOJA.

[Ipu cyyaeH KOHTAKT ¢ OUYHTE, Jla C€ HAIIPBCKAT OOWIIHO C BOAA.

Ja ce u3MuAT phlieTe ciiesl ynorpeoda.

Jla He ce ransT M J1a He ce M03BOJIABA Ha Jella /]a UTPasiT ¢ TPETUPAHUTE )KUBOTHH JI0 MTBIHOTO N3ChXBAaHE HA
MSICTOTO Ha IPUJIOXKEHHE Ha MPOAYKTA.

Ja He ce myIy, Ue U i€ 10 BpeMe Ha MPHJIOKEHUETO Ha MPOIYKTa.

3.6 He0saronpusiTHu peaknun

Buose xuBOTHH, 32 KOUTO € npenHazHayeH BJIIT: kyuera.

Penxu [IpexonHa KOXHA PeaKLsl B MSICTOTO HA IIPUIJIOKCHHE

(1 no 10 ma 10 000 TpeTrpaHu )KMBOTHH): (mpoMmsiHa B 1[BETa Ha KOXKaTa, JIOKaJIHA aJloNenus, Cbpoex,
3auepBsBaHE); FeHEPATU3HPaH ChPOEXK; AJIONeIHs; 0sIBa
Ha 00paTMH HEBPOJIOTUYHU CUMIITOMH (XUIIEpecTe3usl,
Jlenpecus, HEpBHU CUMIITOMH ); TIOBPBIIIAHE; PECTTMPATOPHU
CHUMIITOMM.

C'I)O6HIaBaHeTO Ha He6HaFOHpI/IHTHPI pC€aknun € BaXXHO. Tosa mo3BoisiBa HCIMPEKBCHAT MOHHUTOPUHI' Ha
Oe30IMacHOCTTa Ha BCTCpHUHAPHUA JICKAPDCTBEH IIPOAYKT. C’BOGH_IGHI/IﬂTa TpH6Ba Aa ¢€ wu3npamar, 3a
MNPCATIOYNUTAHE YPE3 BCTCPUHAPCH JICKAP, WJIIM Ha IPUTCIKATCIIA HAa PA3PCHICHUCTO 3a ThProBUA, HWIJIM HaA
HalMMOHAJIHUA KOMIICTCHTCH OpraH 4YpE3 HallMOHAJIHATA CUCTEMaA 3a CT:O6H.[aBaHe. 3a ChOTBETHHTE JaHHU 3a
BPB3Ka BUKTE ChIIO TOYKaA 16 ot nucTOBKATA.

3.7 Ynorpeda mo BpeMe Ha GPeMEHHOCT, JIAKTALUS WU AiilleHOCEeHe

Moxe Ja C€ npujiara mo BpeMe Ha 6p€MeHHOCT 1 JIaKTalus.



3.8 BzammogeiicTBHe ¢ APYrH BeTepPUHAPHH JIEKAPCTBEHM NPOAYKTH H apyrn d¢opmu Ha
B3auMojeiicTBIe

He ca u3BecTHu.
3.9 HauuH HA NPUJIOKEHHE H T03MPOBKA

HauuH Ha npuioXeHHeE:

JlokaiHo, BpXY KOXaTa B 00JIaCT, KOSTO JKUBOTHOTO HE MOXKE Jla OJIMIKE M B CIIeTHATA MOCIICI0BATEIIHOCT:

1. M3Bagere mumeTara oT omakoBKara. [[pwxkre murerara m3npaBeHa. OTdyneTe BbpXa Ha MHUIETaTa CIE]
MMOYyKBaHE Ha BhPXa i, 3a Ja OCUTYpUTE BPBIAHETO Ha MMPOAYKTA B Pa3IIMPEHATa YaCT Ha MTUTIeTAaTa.

2. PasrppHeTe KO3MHATA Ha r'bpOa HA KUBOTHOTO B OCHOBAaTa Ha Bpara, JIOKATO ce BUAM Koxara. Jlonmpere
BbpXa Ha MUIETaTa 0 Koxkara. M3cTuckaiTe muneraTa HIKOJIKO MBTH, JI0 MOMaJaHe Ha ISUI0TO ChIbP:KaHUE
BBPXY KOXaTa.

Jlo3upogka:
Tenecna maca, kg Ob6em Ha nuneTara, ml YecroTa Ha npuiarate
2-10 0,67 €XKEMECCUHO
11-20 1,34 eKEMECEYHO
21-40 2,68 €KEMECEeUHO
41-60 4,02 eKEMECEYHO

3.10 CumnroMu Ha mpeno3upaHe (M KOraTo € MPHUJIOKUMO — MPOUETYPH HA delcTBHE TPH CHEIHA
CJIYyYau U AHTUI0TH)

PuckbT 0T HeOMaronmpusTHH peakuuM ce yBedWYaBa MPH MPEJO3UpaHe Ha TPOIYKTa, MOPaad KOETO
KUBOTHHUTE BUHATH TPsIOBa /1a Ce TPETHPAT C MUIETa OT MPaBHIHKUI 00eM, CHbOTBETCTBAI Ha TeJecHaTa Maca.

3.11 CnenmajHu orpaHuveHusi 3a ynorpeda M CHEUUAJHH YCJIOBUS 32 yNnoTpeda, BKJIIOUYHUTETHO
OrpaHUYeHMs] 32 YNoTpedara HAa AHTHMHUKPOOHM MW NPOTHBONAPA3ZMTHH BeTePUHAPHH
JIeKapCTBeHU NMPOAYKTH, € 1eJ1 1A ce OTPAHMYH PUCKBT OT Pa3BUTHE HA Pe3HCTEHTHOCT

He e npuoxxumo.

3.12 KapeHTHHU cpoKoBe

He e npuoxxumo.

4, DAPMAKOJIOTHYHA UTHOOPMAIIUA
4.1 BerepuHapeH jJekapcTBeH aHaToMo-TepaneBTuyen koa (ATCvet Code): QP53AX65
4.2 ®apmakoguHaMHKa

DapMakoIOrn4HOTO AelicTBHe Ha (umpoHuia € cBbp3aHo ¢ Onokupane Ha TAMK (rama-ammHO-MaciieHa
KHCEJIMHA) -3aBUCHMHUTE PELENTOPH Ha Mapa3uTHUTE, KOETO HapyllaBa MMPeJaBaHeTO Ha HEPBHUTE UMITYJICH U
BOJIM IO TIApAJIM3a W CMBPT Ha eKTonapasuture. OUIPOHWIBT yOHBa OBJIXHWTE B paMKHTe Ha 24 daca, a
KBpJICKUTE U BBIIKUTE B paMKHUTE Ha 48 Jaca cie] IpuiIaraHeTo.

S-MeTonpeHbT MHXHOWpPA FOBEHWIHUS XOPMOH, CIOcOOCTBAl] 3a OOpa3yBaHe Ha XHWTHHA W HapyllaBa
Pa3BUTHETO HA OBJIXUTE B CTAAUUTE Sia ¥ THIUHKK. OBOIMIHATA aKTUBHOCT € B PE3yJTaT OT AWPEKTHATa
MEHeTpalusl Ha S-METONpEeHa INpe3 siluHaTa OOBUBKA MM OT pe3opOnusTa My Mpe3 KyTHKyjara Ha




BB3pACTHUTE OBJIXU. S-METONPEHBT MPEAOTBpPATIBA Pa3BUTHETO HA JAPBUTE M KaKaBUIAUTE Ha OBIXHTE,
KOETO Ipe/ia3Ba OKOJIHATa cpelia ¥ TPETUPAHUTE KUBOTHU OT 3apa3siBaHe ¢ He3peauTe uM (Gopmu.

[Ipn HaHacsiHE BBPXY KoOKaTa MPOAYKTHT HE ce pe3opOHpa, a MOCTENEHHO, B paMKuTe Ha 24 daca ce
pasnpezenst Mo MOBBPXHOCTTA Ha TSIOTO, KATO C€ HATPYNBa B MAacTHUTE JKJIE3U M OKa3Ba MPOABIKUTEIHO
WHCEKTOAKapUIUIHO JIeiiCTBHE.

4.3 @apMakoKMHeTHKA

MeTabonMTHITE HW3CIIEABAaHUATA TIOKAa3BaT, 4e (UIPOHHIBT ce€ TpaHcPopMmupa B CyadOH TPOU3BOIHA
cyOcTaHIMs. S-METONPEHBT Ce pas3laja Ha BBIVIEPOACH IAMOKCHI W aleraT, KOUTO B IOCIEACTBUE Ce
BKIIOYBAT B €HIOT€HHH CyOCTaHIIMH.

[Ipu xydera ciieq JTOKaTHO MPHIIOKEHUE, GUTIPOHII ce pe3opOupa cimado (11%) cve cpemHa MakcHMaiHa
TuIa3MeHa KOHIEHTpaius ot npudmmsutenHo 35 ng/ml 3a ¢unponun u 55 ng/ml 3a ¢unponun cyngon.
[Ima3smMeHnTE KOHIEHTpAUUK Ha QPUIIPOHHI OaBHO AOCTUTAT MUK cpenHO okojio 101 vac u HamansBaT 6aBHO
(momyxwuBOT) cien okomo 154 daca, KaTo Ha-BUCOKWTE CTOWHOCTM C€ HaONIOIaBaT MPH MEBXKKHTE
nHABUAN. OUTPOHMITBT ce MeTaboIn3upa HHTEH3UBHO 110 (PUIPOHWIT CyN(OH Ciel JIOKaTHO IPUIOKEeHHE.
S-MmeTorpeH u (UIPOHWI, 3a€THO C HETOBHS OCHOBEH METalOJHT, ca Io0pe pasmpelesieHd B KOCMEHaTa
MOKpUBKA Ha Ky4eTO A0 €IWH ACH Clie] NmpunokeHHe. KOHIEHTpauuUTe UM HaMalsiBaT C BPEMETO U ce
OTKpWBaT He moBede oT 60 mHU cieq mpuiarade. llapasuTuTe ymupar riiaBHO NMpH KOHTAKT, a HE TPH
CHCTEMHA EKCTIO3UIIHSL.

He e 3abens3ano ¢apMakoIoOrnaHo B3aUMOJICHCTBUE MEX Ty (DUIPOHUI U S-METOTPEH.

5. OAPMAIEBTUYHU JAHHHAU

5.1 OcHOBHH HECHBMECTHMOCTH

He ca u3BecTHu.

5.2 Cpok Ha rogHoCT

CpoK Ha TOAHOCT Ha KpalHUSI BETEPUHAPEH JIEKAPCTBEH NPOAYKT: 4 TOJUHU.

5.3 CrhenuajaHu ycJa0BHf 32 CbXpPaHeHUe

To3u BeTepHHAPEH JIEKapPCTBEH MPOIYKT HE M3UCKBA HUKAKBY CIICIIMAIHHN YCIIOBHS 33 ChXpaHEHHE.

5.4 Buau cbcTaB HA TBPBUYHATA ONMAKOBKA

[Munera ot IIET dommo mo 0.67 ml, 1.34 ml, 2.68 ml wim 4.02 ml, mocTtaBeHa B HHAUBUAYAICH OJHCTED,
MPUPYKEHA C TUCTOBKA. BIMCTephT ce mocTaBsi B KAPTOHEHA KYTHsI, 1Mo 6 OJMcTepa B KyTHsl.

5.5 CoenuajHu MepKH 32 YHUIIIO:KABAHE HA HEM3MOJI3BAHM NMPOAYKTH UM OCTATBHIU OT TAX
M3non3BaiiTe mporpaMu 3a BPBIIAHE MPU YHUII0KABAHETO HAa HEM3INOJ3BAaHW BETEPUHAPHHU JIEKAPCTBEHU
NPOAYKTH WIIA OCTATHLM OT TAX B CbOTBETCTBHE C U3MCKBAHMATA HA MECTHOTO 3aKOHOJATEJICTBO U C BCUUKU
HAI[MOHAIHH CUCTEMH 3a ChOMpaHe, MPUIIOKUMHE 32 ChOTBETHHS BETEPUHAPEH JIEKAPCTBEH MPOAYKT.

6. HUME HA ITIPUTEXATEJIS HA PASPEHIEHUETO 3A ThPT'OBUS

“BUOBET” A/]

7. HOMEP HA PAPEHIEHUETO 3A TBPT'OBUA

0022-2236



8. JATA HA ITbPBOTO U3JIABAHE HA PASPEHIEHUETO 3A ThPT'OBUsA

JlaTa Ha TBPBO M3/]aBaHE Ha pa3pelieHueTo 3a Thproeust: 15/06/2015.

9. JATA HA HNOCJEIHATA PEJAKLHWSI HA KPATKATA XAPAKTEPUCTHUKA HA
MMPOAYKTA

03/2023 r.

10. KIIACU®UKAIUS HA BETEPUHAPHUTE JIEKAPCTBEHU NTPOJAYKTHU

Ha ce oTmycka 6e3 IeKapcKo MpenucaHue.

Hoz[po6Ha PIH(bOpMaIII/IH 3a TO3U BETCPUHAPCH JICKAPCTBCH MPOAYKT MOXKE 1a HAMCPUTEC B Oa3ata JAaHHHU Ha
Cpro3a otHocHo npoaykrute (https://medicines.health.europa.eu/veterinary).

II-P AHTOHHMO PAJIOEB
3AMECTHHUK H3ITbJIHUTEEH JUPEKTOP


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

ETUKETHN

NHOOPMAIMSA, KOATO CE N3IIMCBA BbPXY BHBHIIIHATA OITAKOBKA

Kapronena xytus 3a 6 6nuctepa ¢ mHauBuAyanay numnety o 0,67 ml/ 1,34 ml /2,68 ml / 4,02 ml

1. HAUMEHOBAHUE HA BETEPUHAPHUSA JIEKAPCTBEH ITPOAYKT

CKOPBET ®OPTE 3A KYYETA
Pa3tBOp 3a mpunarane BpXy OrpaHUYEH y4acThbK

2. KOJIMYECTBO HA AKTUBHUTE BEIHIIECTBA

Bceska mumera ot 0,67 ml /1,34 ml / 2,68 ml / 4,02 ml ceabpika:
AKTHUBHHM BellleCTBA:

Fipronil 67,0 mg/134,0 mg/268,0 mg / 402,0 mg
S-methoprene 60,3 mg/120,6 mg/241,2 mg/361,8 mg

| 3. PABMEP HA OITAKOBKATA

6 x 0.67 ml, 1.34 ml, 2.68 ml nmu 4.02 ml

| 4. BUJOBE )KMBOTHMU, 3A KOUTO E ITPEJJHA3HAYEH BJITI

Kyuera 2-10 kg / 11-20 kg / 21-40 kg / 41-60 kg

| 5. TEPAIIEBTUYHU IOKA3AHUA

[IponyKkThT ce mpuiara mpu omapasuTsIBaHe ¢ KbPIEKH, OBIXU WIH BBIIKH:

e Kuspnexu (Rhipicephalus sanguineus, Ixodes ricinus, Dermacentor variabilis). IlpoaykTsT wnma
AKTHBHOCT CPEILY KbPJIEKHU B IPOABIDKECHUE HA 4 CEAMULIU CIIE PUIOKEHUE;

e braxu (Ctenocephalides felis spp.) - siina, napeu, kakaBuaud U Bb3pacTHH (Gopmu. VHCEKTHIHAHATA
e(UKaCHOCT Cpelly IOBTOPHO ONapa3uTsABAaHE C BB3PACTHU OBJIXU NPOABIDKABA JO 8 CEIMHIH.
HpOI{yKT’bT MOXE Ja C€ HU3MO0JI3Ba KaTo YaCT OT TEpanusdaTa M KaTO CpPCACTBO 3a KOHTPOJ BBPXY
AJICPIrUYHUA ACPMATHUT, IIPUIUHCH OT 6”bJ'IXI/I;

e Bomku (Trichodectes canis).

| 6. HAYYHU HA TPUJIOKEHHUE

[Ipenu ymorpeba mpoveTy JIMCTOBKATA.

| 7. KAPEHTHM CPOKOBE

He e npunoxumo.

8. CPOK HA FOJIHOCT

Exp. {mm/rrrr}

| 9. CIHHEHUAJIHU YCJIOBUS 3A CbXPAHEHHUE

To3u BCTCPUHAPCH JICKAPCTBCH IMPOAYKT HC M3MCKBA HUKAKBU CIICLIUATIHU YCJIOBHUS 3a CbXPAHCHUC.



| 10. HAJANUCHT “IPEAN YIIOTPEBA TIPOYETETE IMCTOBKATA”

[Ipenu ymorpebda mpoverere IUCTOBKATA.

| 11. HAJANUCDHT “CAMO 3A BETEPUHAPHOMEJULIUHCKA YIIOTPEBA”

Camo 3a BeTepHHAPHOMEIUIIMHCKA yIIOTpeOa.

12. HAJMUCHT “JA CE CbXPAHSIBA JAJIEY OT MOIJIEJA M HA HEJOCTBIIHHU 3A
JELIA MECTA”

Jla ce cpxpaHsBa gajed OT MoTJjieaa U Ha HETOCTHITHH 3a JIeIa MecTa.

13. HMME HA IPUTEXKATEJISA HA PASPEIIEHUETO 3A ThbPI'OBUSL

»bUOBET” AJ]

yi. ,,Ilerbp Pakos* Ne 39, Ilemepa 4550
Temedon: (0350) 65619

dakc: (0350) 65636; (0350) 65607
E-mail: biovet@biovet.com

14. HOMEPA HA PASPEIHIEHUETO 3A ThbPI'OBU HA BJIIT

0022-2236

| 15. MAPTHJEH HOMEP

Lot {Homep}



HNHO®OPMALUA, KOATO TPABBA JA BbJAE U3IIMCAHA BbPXY BBHIIIHATA OITAKOBKA

baucrtep, chappikain exna numnera mo 0,67 ml/ 1,34 ml /2,68 ml / 4,02 ml

1. HAUMEHOBAHUE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

CKOPBET ®OPTE 3A KYUYETA
Pa3tBOp 3a mpunarane BbpXy OrpaHUYeH y4acThbK MpHU KydyeTa

| 2. KOJIMYECTBO HA AKTUBHUTE BEHIECTBA

Bcsika numnera chabpxa:

AKTHUBHM BelllecTBa:

Fipronil 67,0 mg/134,0 mg/268,0 mg/402,0 mg
S-methoprene 60,3 mg/120,6 mg/241,2 mg/361,8 mg

| 3. BUJOBE )KUBOTHMU, 3A KOUTO E IPEJJHA3HAYEH BJIII

Kyuera 2-10 kg / 11-20 kg / 21-40 kg / 41-60 kg

| 4. HAYMHU HA TPUJIOKEHHME

[Ipenu ynorpeba npoyereTe IMCTOBKATA.

| 5.  KAPEHTHHM CPOKOBE

| 6. CPOK HA T'OJHOCT

Exp. {mMm/rrrT}

| 7. CIIELIMAJIHU YCJIOBUA 3A CbXPAHEHUE

| 8. HUME HA ITPUTEXATEJISI HA PASPEIIEHUETO 3A THbPI'OBUSA

,.bOBET” A]]

yi. ,,Ilersp Pakos* Ne 39, [Temepa 4550
Tenedon: (0350) 65619

dakc: (0350) 65636; (0350) 65607
E-mail: biovet@biovet.com

| 9. MAPTHJIEH HOMEP

Lot {Homep}

| 10. HOMEP HA PASPELHIEHUETO 3A ThPI'OBUS HA BJIIT

0022-2236

| 11. PA3MEP HA OITAKOBKATA

1 numnera o 0,67 ml /1,34 ml /2,68 ml / 4,02 ml


mailto:biovet@biovet.com

MHUHHMMYM UHOOPMALIMSA, KOATO TPABBA JA BBbJAE U3IIMCAHA BBPXY MAJIKHA
OIIAKOBKM BJIII, KOUTO CBABPKAT EJUHUYHA 10O3A

IMunera ot 0.67 ml, 1.34 ml, 2.68 ml uau 4.02 mi

| 1. HAUMEHOBAHUE HA BETEPUHAPHUSA JIEKAPCTBEH ITIPOAYKT

CKOPBET ®OPTE 3A KYYETA

| 2. KOJIMYECTBO HA AKTUBHUTE BEHIECTBA

Fipronil 67,0 mg/134,0 mg/268,0 mg/402,0 mg
S-methoprene 60,3 mg/120,6 mg/241,2 mg/ 361,8 mg

| 3. MAPTHJIEH HOMEP

Lot {Homep}

| 4. CPOK HA T'OJHOCT

Exp. {mm/rrrr}

| S. NME HA ITPUTEXATEJISI HA PASPEHIEHUETO 3A THPT'OBUA

LBUOBET” AJl

| 6. BUJIOBE ’JKNBOTHMH, 3A KOUTO E IPEJHA3HAYEH BJIII

Kyuera 2-10 kg / 11-20 kg / 21-40 kg / 41-60 kg

7. PASMEP HA OITAKOBKATA

0,67ml/1,34ml/2,68 ml/4,02ml

A-P AHTOHHO PAJOEB
3AMECTHHUK U3IIBJIHUTEJIEH JJUPEKTOP



JIMCTOBKA
i HaumeHoBanue Ha BeTepUHAPHMS JIEKAPCTBEH NPOIYKT

CKOPBET ®OPTE 3A KYUETA
Pa3tBOp 3a mpunarane BpXy OTpaHUYeH YIaCTHK

2. ConcraB

Fipronil — aktuBHO BelecTBO

S-methoprene — akTHBHO BELIECTBO

ByTHIXUAPOKCHAHU30)T — AHTHOKCHJIAHT

ByTHUIIXUAPOKCUTONYCH — aHTHOKCHIAHT

EtaHoM — KOHCEpPBAaHT Pa3TBOPUTEN

TTonMBHHWII TUPOTUIOH — BEIIECTBO, MOJA00PSBAIIO Pa3TBAPSHETO U YBEITMYABANIO BUCKO3UTETA
[Nomucopbar 80 - comyOumm3aTop

JIMeTHIIeH TITUKOJI MOHOCTHII €T - Pa3TBOPUTEI

3. BujoBe :KMBOTHH, 32 KOUTO e npeanasHaven BJITI
Kyuera.
4. Iloxka3zanus 3a ynorpeda

[IponyKThT ce mpuiiara npu oNapasUTABaHE ¢ KbPIEKH, OBJIXHU WIN BBLIKH:

e Kwpaexu (Rhipicephalus sanguineus, Ixodes ricinus, Dermacentor variabilis). IlpoxykrsT wuma
AKTHUBHOCT CPEILy KbPJIECKHU B IPOABIDKEHUE HAa 4 CEAMULIM CIe ] OPUI0KEHUE;

e bwuxu (Ctenocephalides felis spp.) - siiua, napeu, kakaBuau U Bb3pacTHH (Gopmu. MHCeKTHIMIHATA
e(hMKacHOCT Cpelly TOBTOPHO ONapa3WTsABaHE C BB3PACTHH OBJIXH TPOABIKaBa 10 8 CEIMHIIM.
IIpoyKTBT MOXE Ja Ce€ H3MO0J3Ba KAaTO 4YacT OT TEPANMATA U KAaTO CPEACTBO 3a KOHTPOJI BBPXY
AJICPruIHuA ACPMATUT, IPUIUHCH OT 6’I)HXI/I;

e Brwuku (Trichodectes canis).
5. IIporuBonoka3zanus

Jla He ce U3M0JI3Ba IPU KY4YEHIa Ha Bb3PacT [10]] 2 Mecella U IIpH TaKuBa ¢ TeJIeCHa Maca 10J 2 Kg.

Ha He ce u3non3Ba npu O0MHMU (CUCTEMHM 3a00JSBaHMS, TPECKA) WM BB3CTAHOBSBAILU CE€ OT 3a00JisiBaHE
XKHUBOTHH.

Jla He ce M3MoII3Ba NIPH 3aiIIK, TOPaJX OMACHOCT OT HEOIATONPHUITHH PEaKIINH.

Jla He ce U3MoJI3Ba NpU KOTKH, ITOPaAX ONMACHOCT OT Mpel03hpaHe.

6. CrnenmnaJiHu npeaynpe:kIeHus

CroenyaaHy npeayIpeKICHHS .

UecTo moBTapsma ce ymorpeda Ha aHTUXEIMHHTHH MPOIYKTH OT €IWH W ChHII KJIaC MOXE Ja pa3BUe
Mapa3uTHA PE3UCTEHTHOCT CHOPSAMO CHOTBETHHS KJac aHTUXenMUHTH. [lopamu ToBa, ymoTpebaTa Ha TO3U
BETEPHUHAPHOMEAMIIMHCKHA TIPOAYKT TpsOBa ja € choOpa3eHa ¢ BCEKM WHAMBHIyaJeH CIydail ¢ MeCTHATa
€MUIEeMHOIIOTHYHA WH(pOpMAIUs 32 YYBCTBUTEITHOCTTa HAa BBH3IPHUEMUYUBUTE BUJIOBE, 33 Jla CE€ OTPAHHYHU
pHCKa OT pa3BUTHE HA PE3UCTEHTHOCT.

CrnenuanHy NpeAnasHud MEpKH 3a Oe3onacHa ynorpeda npy BUIOBETE JKMBOTHH, 32 KOWTO € NpeiHa3HaueH
BJIII:

’KuBotHnTe HE TpsIiOBa Aa ce OIMKAT OMEXTY CH CIEJ TPETHpaHe C IPOAYKTa.

[Ipu obnu3BaHe Ha KO3WHATa CJel TPETUPaHE C MPOAYKTa € Bb3MOXKHO Ja ce HalyoJaBa KpaTKOTPaiHO
[IOBUIIECHO CIIIOHOOT/EISIHE.

KuBotHnTe HE TpsiOBa Aa ce KBIAT WM IUIyBaT 3a MEepuo] OT 2 JHH cjen mpuiaraHe Ha mpoaykra. He ce
MpeNnopbYBa KbIIaHE Ha KUBOTHUTE [1O-YECTO OT BEAHBK CEAMUYHO.

10



ITpu MacoBo omapa3uTsBaHE Ha KIETKUTE, JIeriaTa U MeCTaTa 3a MOYMBKA Ha )KUBOTHHUTE C OBJIXH, TPsOBaA Ja
ce TpeTupa ¢ MOJIXOISI] MHCEKTUIIH/ICH TIPOTYKT.

Jla He ce TayAT ¥ Ja He ce TI03BOJIsABA Ha JIella 1a UTPasT ¢ TPETUPAHUTE KHUBOTHH, 10 MIBJIHOTO U3CHXBAHE HA
MSCTOTO Ha MPUIIOKEHHE Ha TIPOTYKTA.

[IpenopbuBa ce )XKUBOTHUTE JIa CE TPETHPAT BEUep U HE Ce pa3pellaBa Jia CIIST ChC CTONAHUTE CH U OCOOCHO C
Jena.

CrienuaiHy MpenrnasHd MEpKH, KOWTO TpsOBa Jia B3eMe JIMIETO, MPUIATamlo BEeTepUHAPHUS JIEKapCTBEH
MPOAYKT Ha KHBOTHHTE!

[IponykThT MOXeE Ja MPUYMHU pa3pa3HEHUE HA Koxara u ounte. Jla ce m30sArBa KOHTAaKT HA MPOAYKTa C
ycTaTa, Ko>KaTa U OYuTe.

JKMBOTHH MM XOpa ¢ YCTAaHOBEHA CBPBXUYBCTBHTEIHOCT KbM (DUIIPOHUII, S-METOMPEH WM ANKOXOJI TPIOBa
Jla U30sIrBaT KOHTAKT C BETCPUHAPHUS JICKAPCTBEH MPOAYKT. J{a ce n305rea Bb3MOXKECH KOHTAKT Ha MPBCTHTE
Ha pbhKaTa ChC ChIBPKAHUETO HA OMakoBKaTa. IIpu cliydaeH KOHTaKT, phIETE Ja C€ U3MHUST ChC CallyH U
BOJA.

[Ipu coygaeH KOHTAKT ¢ OYMTE JIa CE HAIIPBCKAT OOIMITHO C BOJA.

Ja ce uaMusT phIieTe cien ynorpeoa.

Ja He ce ransr 1 1a He ce TO3BOJIABA HA JeIa J1a UTPAsiT C TPETUPAHUTE KUBOTHU JO MMBIHOTO U3CHXBAHE HA
MSCTOTO Ha MPHUIIOKEHNE HA TIPOIYKTA.

Ja He ce mymw, mye u sije 1Mo BpeMe Ha MPUJI0KEHUETO Ha MPOTyKTa.

CroenyanHy npeAna3Hy MEPKHU 32 3aIlUTa Ha OKOJIHATa cpeja:
He e npunoxumo.

BpeMeHHOCT M TaKTaIus.
Moske ia ce mpuiara 1o BpeMe Ha OpeMEHHOCT U JIaKTaIlys.

B3aHMOIleI>'ICTBHC C ApYI' BETCPUHAPHU JICKAPCTBCHU NPOAYKTHU U IPYI'U (bODMI/I Ha B3aI/IMOI[CI\/'ICTBI/Ie:
He ca u3BecTHH.

IIpenosupane:
PruckbT OT HEOMAronmpuATHH peakIuu Ce yBeNIW4YaBa NPU Tpefo3rpaHe Ha MPOAYKTa, MOpaad KOETO

KNUBOTHHUTC BUHAru Tp$I6Ba Ja Cc€ TpeTUupar C NUIeTa OT NPaBUIIHUSA 066M, CHhOTBCTCTBAIIl HA TCIICCHATA Maca.

OCHOBHH HECHBMECTUMOCTH:
He ca usBecTHH.

7. HebaronpusiTHA peakuun

Bunose xuBOTHH, 3a KOUTO € npennazHadeH BJIII: kyyera.

Penxu IlpexogHa KOXKHAa peakUusi B MSICTOTO Ha HPWIOKEHHE
(1 no 10 ma 10 000 TpeTupaHu )KMBOTHH): (mpoMsiHa B IBeTa Ha KOXKaTa, JOKaJIHA aloNenus, CbpOexK,
3ayepBsIBaHE); T€HEpATU3UpPaH CHhPOEK; aloMenus; MosBa
Ha oOpaTHMHU HEBPOJIOTMUYHH CHUMITOMH (XHUIIEpecTe3us,
JeTnpechs, HEPBHH CUMITOMH); IOBPBIIAHE; PECIMPATOPHU
CHUMIITOMMU.

CpobmaBaHeTo Ha HeOJAaronpUsTHH peaklUHM € Ba)XHO. ToBa MO3BOJISIBA HENPEKBHCHAT MOHUTOPHHI Ha
0e30macHOCTTa Ha POJIyKTa. AKO 3a0elie)KnTe HAKAKBH HEOIAroNpHATHY PEaKIMHU, BKIIIOUYUTEITHO H TaKUBa,
KOWUTO HE Ca OIIMCAaHU B Ta3u JIMCTOBKA WJIM MUCIUTE, Y€ BETCPUHAPHUA JICKAPCTBCH IMPOAYKT HE HeﬁCTBa,
CBBpKETE ce MbpBO ¢ Bamms BerepuHapen nekap. Moxere ChIIo /1a choOIIaBaTe HeOIArONPHUITHU PeaKuy
Ha TpPHUTEXAaTess Ha pa3pelIeHHEeTO 3a THPrOBHUS, KaTO W3ION3BAaTe JAaHHUTE 32 KOHTAKT B Kpas Ha Ta3u
JMCTOBKA WX upe3 Bamara HanmoHaiHa cucTeMa 3a ChoOIaBaHe.
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8. I[03HPOBK3 34 BCEKM BH/I ’)KUBOTHO, HAYUHHU U METOJ HA MPUJIOKCHUE

.HOKa.]IHO, BBPXY KOXKaTa B O6J'IaCT, KOATO JKUBOTHOTO HE MOXXEC J1a ommxe.

Temecna maca, Kg O6eM Ha numeTara, ml UYecToTa Ha IpHJIarane
2-10 0,67 €XKEMECCUHO

11-20 1,34 €XKEMECEYHO

21-40 2,68 €XKEMECEYHO

41-60 4,02 €XKEMECEeUHO

9. CbBeTH 32 NPAaBUJIHOTO NMPUJIATaHe HA MPOAYKTA

ITpunaraiite npoaykTa B ClIeHATA IIOCIEAOBATEIIHOCT:

1. M3Bagere numeTara OT omakoBkara. [pwxre mumerata usnpaBeHa. OTdyneTe BbpXa Ha NMIETaTa CIEH
MOYYKBaHE Ha BbPXa i1, 3a 1a OCUTypHUTE BPBILAHETO HA MPOAYKTA B pa3liUpeHaTa 4acT Ha MUIeTaTa.

2. PasrppHeTe Ko3uHaTa Ha I'bpOa Ha )KMBOTHOTO B OCHOBATa Ha BpaTa, JOKAaTO ce BUAM KoxkaTa. Jlompere
BbpXa Ha MMUIICTaTa 10 KOXKaTa. W3cTuckaiiTe nmumeTraTa HIKOJIKO IIbTH, A0 NOIMaAaHC Ha UAJIOTO CbAbPIKaHUEC
BBPXY KOXarTa.

10. KapenTHu cpokoBe

He e npunoxxumo.

11. Cnenmnajanu ycjioBHS 32 CbXpaHeHHe

Ja ce chxpaHsiBa fajned OT HOrJieAa 1 Ha HEAOCTHITHM 32 JIea MEeCTa.

To3u BeTeprHAPEH JIEKAPCTBEH NPOAYKT HE U3UCKBA HUKAKBH CIICLIMAIIHU YCIIOBHSA 33 CbXpaHEHUE.

12. Cl'leIII/IaJ'IHI/I npeanasHiu MEPKU MPpH YHUIIIOKAaBaAHE

BerepunapHuTe jekapcTBEHH MPOIYKTH HE TPOBA 1a ObIAT U3XBBPISHHU Ype3 OTIIAIHU BOIU HIIN OUTOBH
OTHAIbBIIH.

[lonuTaiite Bammus BerepuHapeH Jjekap WM (apMaleBT Kak Ja YHHMIIOKHTE HEHYXXKHH BETEpUHApHU
JIEKapCTBEHU NPOIYKTH.

13. Kuaacudukanusi Ha BeTEpUHAPHUTE JIEKAPCTBEHH MPOXYKTH

Ha ce oTmrycka 0e3 jexapcKo MpeAnrcaHue.

14. Homepa Ha pa3pelieHHeTo 32 THPIOBUS U Pa3MepH ONAKOBKHU

0022-2236

CKOPBET ®OPTE 3A KVUYETA, pa3tBop 3a mpuiaraHe BbpPXY OTpaHHuY€H y4yacThK IpHU KydeTa ce
npemiara B munetu ot [IET dommo mo 0.67 ml, 1.34 ml, 2.68 ml wmu 4.02 ml, noctaBeHa B MHAUBUAYAICH
omucrep, IPUAPYKEHa ¢ JINCTOBKA. BiMcTephT ce ocTaBs B KapTOHEHA KyTHs, 110 6 OimcTepa B KyTHS.

He Bcuuku pa3mepH Ha omakoBKaTa MoraT Jia ObJiaT Ipeijiarany Ha ra3apa.

15. [laTa Ha mocjegHAaTa peJaKIUs HA TEKCTA

04/2023 r.

[MonpoGHa nHpOpMAaIKs 3a TO3M BEeTEPHHAPEH JICKAPCTBEH MPOAYKT MOXKE Jla HaMepuTe B 0azara JaHHH Ha
Cnro3a otaocHo npoaykrure (https://medicines.health.europa.eu/veterinary).
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https://medicines.health.europa.eu/veterinary

16. /lanHH 3a Bpb3Ka

IIpurexaren Ha pa3pelIEeHUETO 34 THProBUs U MPOU3BOINTEIL, OTTOBOPSILL 32 OCBOOOKIaBAHETO HA MTAPTUIN
¥ _JAHHU 3a BPBb3Ka 3a ChO0IIaBaHe Ha MPEAIIOIaracMu HEOIArOIPUSITHI PEAKIINM .

»bUOBET” AJ]

yi. ,,Ilersp Pakos” Ne 39
rp. Ilemepa 4550
brirapus

3a BcsikakBa WHGOpPMAIIHSI OTHOCHO TO3H BETEPHHAPEH JIEKAPCTBEH MPOIYKT, MOJISI, CBBPIKETE CE C MECTHHSA
MPEACTABUTEI HA IPUTEKATENS Ha Pa3pPEIICHUETO 32 ThPTrOBUSL.

JA-P AHTOHHO PAJTIOEB
SAMECTHHUK HU3IIBJIHUTEJIEH JJUPEKTOP
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