INPHUJIOKEHHUE I

KPATKA XAPAKTEPUCTUKA HA ITIPOJAYKTA



1. HAMMEHOBAHUWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

BRAVECTO TriUNO Ttabnerku 3a xbBueHe 3a kyueta (1,27-2,5 kg)
BRAVECTO TriUNO Ttabnetku 3a nbBUeHe 3a KyueTa (> 2,5-5 kg)
BRAVECTO TriUNO Ttabnetku 3a npBueHe 3a Kydeta (> 5 -10 kg)
BRAVECTO TriUNO TtabaeTku 3a 1pBUeHE 3a Kydera (> 10-20 kg)
BRAVECTO TriUNO Tabnerku 3a rpBueHe 3a kKyuera (> 20-40 kg)
BRAVECTO TriUNO Tabnerku 3a 1pBueHe 3a Kyudeta (> 40-60 kg)

2. KAYECTBEH U KOJIMYECTBEH CHCTAB
Bcska TabiieTka 3a 1bBUEHE ChIBPIKA:

AKTHBHH BelllecTBA:

BRAVECTO TriUNO Ttabnetku [Fluralag Moxidectin Pyrantel (kato embonate)
3a IbBUYEHE 3a Ky4eTa ner (mg) (mg)
(mg)
1,27-2,5 kg 25 0,0625 12,5
>2.5-5kg 50 0,125 25
>5-10kg 100 0,25 50
>10-20kg 200 0,5 100
>20-40 kg 400 1 200
>40-60 kg 600 1,5 300

ITomomnu BemecrBa:

KouuyecTBeH chCTaB, ako Ta3u uHGopmauus e
BaKHA € OIJIeJ HA MPABUJIHOTO NMpHUJaraHe Ha
BeTEPHHAPHUS JIEKAPCTBEH MPOAYKT

KauecTBeH chCTaB HA MOMOIIHUTE
BeIIEeCTBA U JIPYIruTe€ CHbCTABKH

Cellulose, microcrystalline

Croscarmellose sodium

Iron oxide red (E172)

Allura red (E129)

Indigo carmine aluminium salt (E132)

Lactose monohydrate

Hypromellose

Poloxamer

Magnesium aluminometasilicate

Magnesium carbonate, light

Pork liver flavour

Silica, colloidal anhydrous

Magnesium stearate

Sodium laurilsulfate

0,2mg(1,27-2,5kg) 1,6 mg (> 10-20 kg)
Butylhydroxytoluene (E321) 0,4 mg (>2,5-5kg) 3,2 mg (> 20 - 40 kg)
0,8mg(>5-10kg) 4,8 mg (> 40 - 60 kg)




CBGTJ’IOpOSOBI/I a0 CBeTJ’IOKa(l)SIBI/I, NETHUCTHU, C KPbIJIa (bopMa, TaOJIETKH 32 JAbBYCHC.

3. KIIMHUYHA TH®OPMALUA

3.1 BupaoBe :kMBOTHH, 32 KOUTO e npeanasnaven BJIII

Kyuera.

3.2 Iloka3anus 3a ynorpe0a 3a BCeKH BU/J )KMBOTHH, 32 KOITO e NMpeAHAa3HAYEH NPOAYKTHT

3a Ky4eTa ChC, WM N3JI0’KEHH Ha PUCK OT CMECEHH Mapa3suTHH MHBA3UH OT KbPIIECKH WIN OBIXH,
CTOMAIHO-UYPEBHU HEMATOAH, OestoipoOeH uepBeit u/nnu aupodunapus.  BerepuHapHUAT
JIEKapCTBEH MPOAYKT € MOKa3aH U3KIIOYUTEIHO, KOTaTo Ce M3I0JI3Ba CPEILy KbPIICHKH WITH OBJIXU U
CTOMAIIHO-YPEBHU HEMATOH, I0KA3aHU 110 €IHO U CHLIO BpeMe. BeTepuHapHUAT 1eKapCTBEH NPOAYKT
CBIII0 OCHUTYpsIBA SAHOBPEMEHHO epuKacHa MPEBEHIHS Ha AUPOQIIapHo3a 1 aHTHOCTPOHIMIIO3A.

3a TpermpaHe Ha OIApa3sWUTABAHE C KBPJICKH M OBIXH TNPH KydeTa, OCHTypsBamio He3abaBHA M
nocrosiHaa 3a 0biixu (Crenocephalides felis v C. canis) v kbpnexure (Dermacentor reticulatus, Ixodes
hexagonus, 1. ricinus, n Rhipicephalus sanguineus) youaria akTHBHOCT 3a 1 Mecerr.

BerepuHapHUAT JIeKapCTBEH MPOIYKT MOKE Jla Ce M3IMO0JI3Ba KaTO YacT OT CTpaTerusra 3a KOHTPOJ Ha
anepruyueH JepMarTuT, npeaussukan ot 0bvixu (FAD).

3a HaMansBaHe Ha PUCKa OT 3apas3sBaHe ¢ Babesia canis canis dpe3 npenasane ot D. reticulatus 3a 1
Mmecell. EQeKkThT e nHAMpeKTeH mopaad ACHCTBHETO Ha BETEPUHAPHUS JIEKAPCTBEH MPOAYKT CpPEILy
BEKTOPA.

3a HamasIBaHe Ha pHUcKa OT 3apassiBane ¢ Dipylidium caninum 4pe3 npenasane ot C. felis 3a 1 mecerr.
EdexrbT € uHAUpEeKTeH opaju ICHCTBUETO Ha BETEPUHAPHUS JICKAPCTBEH MPOJYKT CPEIy BEKTOPA.

Tperupane Ha omapa3uTABaHE ChC CTOMAIIHO-YPEBHN HEMATOAX OT CIETHUTE BUJOBE: KPBIJIH YePBEU
(BB3pactHU ctaauu Ha Toxocara canis, M Bb3pacTHH CTaguu Ha Toxascaris leonina) u aHKUIOCTOMH
(L4, nespenu Bp3pacthu (L5) 1 Bp3pacTHU craauu HA Ancylostoma caninum v Bb3pacTHY CTAINH HA
Uncinaria stenocephala).

[IpeBenuus Ha aupodunapuosa (mpuunHeHa ot Dirofilaria immitis).

[IpeBeHIMs Ha aHTHOCTPOHTHUIIO3A (Ype3 MOHMKABaHE HUBOTO HA OMAapasUTsABaHE ¢ He3pein
BB3pacTHH ¢opmu (L5) u Be3pacTHH cTanuu Ha Angiostrongylus vasorum).

3.3 IIporuBomoka3zaHus

Jla He ce U3MOI3Ba MPU CBPBXYYBCTBUTEIHOCT KbM aKTUBHHUTE BEIIECTBA MM KbM HAKOE OT TIOMOIIHUTE
BEILIECTBA.

3.4 ChnenuaaHu npeaynpexaeHust

[lapa3uture TpssOBa ha 3amoyHAT Ja CE XPaHAT OT TI'OCTONPHEMHHKA 3a Ja OBbJAT HM3JI0KECHH Ha
BrusHUeTOo Ha fluralaner; ciieoBaTenHo, pUCKBT OT TPAHCMHCHUS HA OOJISCTH, IIPEIaBaHU UPE3 MApa3UTH
(BmroumntenHo Babesia canis canis u D. caninum) He MOXe 12 ObJle HAITBIHO H3KJIFOYCH.

Kyuerarta B eHaeMUyHH paiioHH 3a qupoduiapus (WM TaKUBa, KOUTO ca IbTYBAJIM 10 €HASMUYHHU pailoHN)
Morar ja OBIaT OTapa3uTeHU C BB3pacTHU Aupoduiaapun. He € ycTaHOBEH TepareBTHUCH e(EeKT CPerry
BB3pacTHU D. immitis. [lopaan ToBa ce mpemnopbyBa, B ChOTBETCTBHUE C T0OpaTa BETEPHHAPHA ITPAKTHKA,
BCUYKH KUBOTHHU Ha BB3pacT 6 Mecella WK MoBeYe, dKUBEEIU WU MTYBALIH 10 PaliOHH, KbAETO



CBILIECTBYBA BEKTOP, /1a ObJaT U3CJIEBAHM 32 CHIIECCTBYBALIN HHPEKIIUHN C B3PACTHU TUPODUIApHH,
MIpeI 3ar04YBaHe Ha MPEBAaHTHBHA YIIOTpeOa Ha BEeTEpUHAPHUS JICKAPCTBEH MPOAYKT. 3a TPETHPAHETO Ha
UH(EKINN ChC CTOMANTHO-UYPEBHA HEMATOAH, HEOOXOIMMOCTTA 33 M YeCTOTaTa Ha MOBTOPHOTO TPETUPAHE,
KaKTO 1 U300pBT Ha JieueHne (MOHOCYOCTaHIUS MM KOMOMHUPAH MPOAYKT) TpsiOBa Aa ObJaT OLEHEH! OT
MPENICBAIIUS BETEPHHAPEH JIeKap.

Heny>xHata ynoTtpe6a Ha aHTUTIApa3UTHHU CPENICTBA MITH YIOTpeOaTa, KOsITO Ce OTKIIOHSBA OT
MHCTPYKIMUTE, JaJICHU B KpaTKaTa XapaKTepUCTUKa Ha IPOAYKTa, MOXKE Ja YBEJINYH PE3UCTEHTHUS
CENICKTHBEH HATHCK U JIa TOBEJC 0 HaMalleHa e(UKacHOCT. PemenneTo 3a ymorpeda Ha mpoayKTa TpsOBa
Jla ce OCHOBaBa Ha MOTBBPIKICHNE HA BUA MTapa3UTH U Ha TSIKECTTA, HIIM Ha PUCKA OT HH(PEKIIUHN Bb3
OCHOBA Ha €NMJIEMHUOJIOIMYHH XapaKTEPUCTUKH, 3a BCAKO OTIEIHO KUBOTHO.

[pu nmunca Ha pUCK OT KO-MHPEKIHS C €KTO- M SHIOTIAPa3UTH TPOBa a ce U3MOI3Ba MIPOAYKT C TECCH
CIEKTHp Ha JeicTBUE.

BB3MOXHOCTTa JPYTH KUBOTHHU B CHIOTO JOMAKHHCTBO J1a OBbJaT M3TOYHUK HA TIOBTOPHO ONAPa3UTIBAHE
C KBPIIC)KH, OBIXH WIH CTOMAITHO-IPEBHA HEMATOAH, TPIOBa [1a ce B3eMe 10T BHIMAaHHE, KaTo T¢ TPIOBa
Ja ObAaT TpEeTUpPAHH MPH HEOOXOAUMOCT C TOAXOIAI IPOIYKT.

3.5 Cnenuajnu mpeanasHu MepKHU NMPH ynoTpeda

Crenuanaiy npeana3sHy MEPKH 3a 0e30macHa ynorpeda Ipy BUIOBETE KUBOTHH, 34 KOUTO €
npeaHasnaueH BJIII:

[a ce npunara ¢ NOBUIIEHO BHUMaHHE IIPU Ky4€eTa C Beue CHIICCTBYBAIIa SIUJICTICHS U TIPH KydeTa ¢
aHaMHEe3a 32 HEBPOJIOTHYHH pa3cTpoiicTBa. [Ipu nurca Ha HaJTMYHU TaHHH, TPETHPAHETO HA Ky4eHIa Ha
BB3pacT MOJ| 8 CeIMUITN W/ Ky4deTa ¢ TesiecHa Maca o 1,27 kg TpsioBa J1a ce OCHOBaBa Ha OIlEHKAaTa
IIOJI3a-PHCK OT OTTOBOPHUS BETCPHUHAPCH JICKap.

ITpu (MDR1-/-) kydera, 0€30MMacHOCTTa Ha BETEPUHAPHUS JICKAPCTBEH MTPOIYKT € M3CJICIBAHA CaMO CIIe]]
€IHOKpaTHO IIpWiIaraHe Ha J103a B JJabopaTOpHO u3cieaBaHe. B enuHndHa BpeMeBa TOUKa Ha HAaOJIIOICHHE
ce e HaOIII0AaBao ETpecus IPH €IHO KHUBOTHO, JO3UPAHO ¢ MAKCHMAITHATA TIPETIOPHUNTEITHA 1034 32
TpeTHpaHe, U B T030BO-CBBP3aH HAYUH, IIPH [TOBEYE KUBOTHU MpH peno3upane. [Ipenoprunrtenyara no3a
TpsiOBa 1a ce cmas3pa cTpukTHO pu MDR1 MyTaHT (-/-) Ky4era ¢ He(hyHKIIMOHANIEH P-riimkonporenH,
KOHUTO MOTaT Ja BKJIIOYBAT, HO HE HEMIPEMEHHO orpaHmdeHu 10, Komw u cBpp3anu mopoau. Moisi, BUXKTe
cbimo Touka 3.10 " CumMOTOMU Ha Ipeao3upaHe (M KOTaTo € MPUI0KUMO — MPOLEIYpH Ha AeHCTBUE
MIPH CIEIIHU CITyYau ¥ aHTUIOTH).

BerepurapHUAT TeKapcTBEH MPOAYKT HE TPSOBa Ja ce Mpriara mpe3 HHTePBaNIN IMO-KpaTKu oT 1 Mecerl,
ThH KaTo 0€30MaCHOCTTA MPH MO-KbCH MHTEPBAIN HE € TECTBAHA.

CrenyanHy Ipeana3sHi MepKH 3a JIMIaTa, TPWIAralyd BeTepHHAPHUS JIEKaApCTBEH IPOIYKT HA
KHBOTHUTC!

Xopa ¢ ycTaHOBeHa CBPBXYYBCTBHUTEITHOCT KbM aKTUBHHUTE BEIIECTBA W/WIIM TOMOITHHUTE BEIIECTBA
TpsiOBa J1a U305TBAT KOHTAKT C BETEPUHAPHUS JICKAPCTBEH MPOIYKT.

To3u BeTepUHApEH JIEKapCTBEH MPOAYKT € BpeAeH cliel nmoribinane. CbXxpaHsBalTe B OpUTrHHAIHATA
OITaKOBKa JI0 ymoTpeda, 3a Ja MPeI0TBpaTUTe TUPEKTEH AOCTHII Ha JleraTa 0 BeTepUHAPHUS
JexapcTBeH NpoayKT. [Ipu cinydaifHo morireinane, /1a ce MOThPCH MEAUIIMHCKA CHhBET, KaTo Ha JIeKaps
Ce IIPEIOCTaBH JINCTOBKATA WM €THUKETa Ha MPOAYKTa.

Jla He ce sne, 1a He ce THe U Ja He ce MIIHU JI0KATO Ce MpUiara BeTepHHAPHHS JIEKapCTBEH MPOIYKT.
To3u BeTepuHAPEH JICKAPCTBEH MPOAYKT MOXKE J1a pa3apa3Hu ouuTe. M30sarBaiiTe KOHTAKT ¢ ounrte. B
CiIy4ail Ha KOHTAKT, He3a0aBHO M3IUIAKHETE OOMIHO C BOJA.

To3u BeTeprHAPEH JICKAPCTBEH MPOIYKT MOXKE Jla pa3pa3Hu KOXKaTa WK J1a TPUIUHU KOXKHA
ceHcuOmmm3anus. M3MuiiTe pplieTe Cu CTapaTEHO ChC CallyH U BOJIa HEMOCPEICTBEHO Clie]] yroTpeda
Ha BETEpUHAPHHUS JIEKAPCTBEH IIPOLAYKT.

Crenpanady npeana3sHy MEPKHM 34 3all[iTa Ha OKOJIHATA Cpea:

He e npunoxxumo.

3.6 Heb6aaronpusiTHu peakunu



Kyuera:

Yectu Hapyiienust B XpaHOCMUJIATEIHHS TPAKT (HATIp.
(1 go 10 na 100 Tpetupanu xusotHu): | AMapHs, Ewmesnc)’

Heuectn Jletaprus?,

(1 mo 10 ma 1 000 TpeTupanu Xunepcanupanus',

KHBOTHH): Hamasen ametur

MHoro penxu Tpemop Ha MyckymuTe, Atakcus, KonByncus’

(nmo-manko ot 1 Ha 10 000 TpeTupanu
JKUBOTHH, BKJIFOUUTETHO M30JIMPAaHU
CHOOTIICHHMS):

1 1lexu 1 OOMKHOBEHO OTIIYMSBAT B paMKuUTe Ha | JieH

2 nexa 1 OOMKHOBEHO OTIIYMSIBA B PAMKHUTE Ha 2 JTHU

3 morar ga 6baat cepro3HU

C’bO6H.[aBaHeTO Ha HC6J’IaFOHpI/I$ITHI/I pcaKknuu € BaXXHO. ToBa mo3BossiBa HCIIPECKBCHAT MOHUTOPUHT Ha
0e30IMacHOCTTa Ha BETCPUHAPHUA JICKAPCTBCH MMPOAYKT. C’LO6H_I€HI/I$IT21 Tpﬂ6Ba Ja Cc€ u3nparar, 3a
MMpeArnoYUuTaHe Ype€3 BETCPUHAPCH JICKAp, UJIW Ha MPUTCKATEIA Ha PA3pCHICHUETO 3a THhProBuUsi, UJIM Ha
HaIMOHAJIHUA KOMIIETCHTCH OpraH 4pE3 HallMOHAJIHATa CUCTEMA 3a C’BO6HIaBaHC. 3a ChbOTBETHHUTE
JaHHHU 3a BPBb3Ka BHKTE CHIIO JIMCTOBKATA.

3.7 VYmnorpeba no Bpeme Ha OPeMEHHOCT, JAKTALUS UJIH siiiLlEeHOCEeHe
BezonacHocTTa Ha BeTepuHApHUA JIEKaPCTBEH MPOAYKT HE € JOKa3aHa 1o BpeMe Ha OpEMEHHOCT,
JIaKTalys WIK OpyU KydeTa, IpeJHa3HaueHu 3a pa3mio. Jlaboparopuure uzciensanus ¢ moxidectin

IIpU IJTBXOBE M MUIIKHU IIOKAa3BaT JOKa3aTCJICTBA 3a (IJCTOTOKCI/I‘ICH " TCPATOrCHHHU e(i)CKTI/I.

BbpeMeHHOCT U JTaKTaIus:
He ce npernopbyBa NPpUIIAraHETO MYy 110 BpEMC Ha 6p€MeHHOCT " JJaKTaIlu:.

3amI0as1eMOCT:
He ce npenoppuBa npuinaraneTo My IpH >KHBOTHH 32 Pa3ILION.

3.8 B3aumopeiicTBHe C APYTd BeTePUHAPHM JIeKAPCTBEHHU MPOIAYKTH U Apyru ¢popMu Ha
B3aHMOJEHCTBHE

MakpOoUMKINYHY JJAKTOHH, BKIIFOYUTETHO moxidectin, e okas3aHo, ue ca cyOcTpaTH 3a p-
TJIMKOMIPOTEHH.

CrenoBaTenHo, M0 BpeMe Ha JICUSHHETO C BETEPUHAPHHUS JIEKAPCTBEH MPOYKT, IPYTH MPOIAYKTH,
KOWTO ca CyOCTpaTH WJIM HHXUOUTOPH HA P-TIUKONpOTenH (Hamp. cyclosporine, digoxin, doxorubicin,
ketoconazole, spinosad), TpsiOBa f1a ce U3MONI3BAT EAHOBPEMEHHO CaMO B ChOTBETCTBHUE C OIICHKATA
MOJI3a/pUCK HA OTTOBOPHUS BETEPUHAPEH JieKap.

Ilo BpEMEC Ha KIIMHUYHO ITOJICBO M3IMUTBAHE HE Ca Ha6J'IIOIIaBaHI/I BSaHMOﬂeﬁCTBHﬂ MCXKOYy
BCTCpUHAPHUS JICKAPCTBCH IMMPOAYKT U PYTUHHO U3IOJI3BAHUTC BETCPUHAPHU JICKAPCTBCHU MIPOAYKTH.

3.9 HauyuH Ha NpUJIOKEHHe U T03UPOBKA
3a mepopaHO MPUIIOKEHUE.

0o3a:



BerepuHapHUAT NeKapcTBeH NPOAYKT TpsiOBa J1a ce mpuiara nepopaiHo B go3a 10-20 mg/kg fluralaner,
0,025-0,05 mg/kg moxidectin u 5-10 mg/kg pyrantel, Harrp. kakTo € Moka3zaHO B TabIHUIaTa MO-AOTY:

Teaecia maca Bpoii M KoHIeHTpanusA Ha Ta0JeTKHU 3a IbBYeHe 3a PUJI0KeHUe
(kg) Ha Kyue
BRAVEC
TO BRAVECTO | BRAVECTO | BRAVECTO | BRAVECTO | BRAVECTO
TriUNO TriUNO TriUNO TriUNO TriUNO TriUNO
25/0,0625/|50/0,125/25 mg|100/0,25/50 mg|200/0,5/100 mg| 400/1/200 mg |600/1,5/300 mg
12,5 mg
1,27-2.5 1
>2,5-5 1
>5-10 1
>10-20 1
>20-40 1
> 40-60 1

TabneTkaTa 3a IbBUCHE HE TPSAOBA J1a CE UYIH WK paszens.
3a kydera Hax 60 kg, TpsOBa Ja ce U3MOA3BAT MOIXOASIM KOMOUHAIIMK OT TaOJICTKH 3a IbBUCHE.
3a ;a ce ocurypH MpaBHIIHA JI03UPOBKA, TeJleCHaTa Maca TPSAOBa Jla ce ONpPeIen Bb3MOXKHO Hali-

TOYHO.

IIpunaranero Ha MO-HUCKA 032 MOXE J1a TOBEAE 0 HeeeKTHBHA yroTpeda U MOXKe 1a
OJTarompusATCTBA PA3BUTHETO HA PE3UCTEHTHOCT.

HauwuH Ha mpuiarane:

[Ipunaraiite BeTepUHAPHUSAT JIEKAPCTBEH MPOAYKT MO BPEeME Ha WK OJIM30 JI0 BPEMETO Ha XpaHEHE.
BerepurapHUAT eKapcTBEH MPOIYKT € OBKyCeHa TalieTka 3a nbBUYeHe. Ta0lleTkuTe MoraT fa ObaaT
MPeUIOKEeHN Ha Kyd4eTo, NaJeHH C XpaHaTa WM TIOCTaBEeHH JUPEKTHO BB ycTara. KyueTto TpsiOBa ma
ObJ1ec HAOJIFO1aBaHO I10 BpEME Ha MPHJIATaHEeTo, 3a JIa MOTBBPIUTE, e [sIaTa TabJeTKa € MOrbJIHATA.

CxeMa Ha IIPWIOKEHHE:

HpI/I OrapasuTdBaHC C KbPJICKH, 6’bJ'IXI/I, CTOMAIIHO-YPEBHU HEMATOH, Z[I/IpO(bI/IJ'IapI/IH u 66J10,E[p06eH
LIGpBCf/JI, H€O6XOILI/IMOCTTa OT 1 4€CTOTAaTa HAa MOBTOPHUTEC TPCTUPAHHA TpH6Ba Ja C€ OCHOBAaBa Ha
CBbBC€TAa Ha BETCPpHUHAPHHUA JICKAp U 1a C€ OTYHUTA MECTHATA CIIUACMHUOJIOTHUYHA 0o0CTaHOBKA ¥ HaYMHA Ha
JKHMBOT Ha )KHBOTHOTO.

Kwvpreocu u 6vaxu:
3a ONTUMAJHO TPETHPAHE M KOHTPOJ Ha ONApasMTABAHUATA C OBJIXU U KbPJICKH, BETCPUHAPHHUST
JIEKapCTBEH MPOJYKT TPSAOBA Ja ce Mpuiiara Ha MHTepBaJIK OT 1 Mecell.

CmomawHo-upesHy HeMamoou.
3a eJTHOBPEMEHHOTO TPETUPaHe Ha HHPEKIIUU ChC CTOMAIIHO-YPEBHH HEMATOM TPsOBa 1a ce
IIPHJIOKH €IHOKpaTHA 03a OT nmpoaykra. Koraro e HeoOxoauMo, KydyeraTa Morar aa ObaaT
TpPETHPAHH TOBTOPHO HAa MHTEPBAJIM OT 1 Mecell.

Hupogunapus:

BeTtepuHapHUAT JeKapCTBEH MPOIYKT yOWBa JapBuTe Ha Dirofilaria immitis 10 eIWH Mecel Cien
TsixHata TpaHcMucus. ClieZI0BaTEIHO, BETCPUHAPHUSAT JISKAPCTBEH MPOIYKT TPsiOBa Jla ce mpuiara Ha
PEIOBHM MECEYHH HHTEpBAIM TIpe3 BPEMETO OT TOJAUHATa, KOraTo HMa BEKTOpH (KOMapwu).
[IpunoxxenueTo TpsiOBa a 3ammoyHe B Mecela Clie/] ITbpBaTa OYaKkBaHa €KCIO3UIIHNI Ha BEKTOPHUTE U Ja
MPOIBIDKU 10 1 Mecell clie]] mocieIHaTa eKCIO3UINs Ha BekTopuTte. Kydera B eHIEMUYHH pailoHU 3a
JUpoUIIapys WU KydeTa, KOUTO ¢a IbTYBAIM JI0 CHIEMUYHU PAaiOHH, MOTAT Ja OBbJaT 3apa3eHH C
BB3pacTHU aupodrapun. CiieoBaTeTHO IPeIH MPUIIaraHe Ha BETepUHAPHUS JIEKAPCTBEH MPOIYKT 3a
eHOBpEeMEeHHa Mpo(MIaKTHKa Ha MHQEKIUsI ¢ Bb3pacTHU D. immitis, TpAOBa Aa ce B3eMe MPEIBUI




cbBeTa, JaneH B Touka 3.4. Ilpu 3aMsHa Ha APYr MPOAYKT 3a MPEBEHLUS cpelly Aupoduiapuu B
nporpamMa 3a NpoQHIaKTHKa Cpelly AUpo(UIapuu, IbPBOTO TPETUPAHE C BETCPUHAPHUS JIEKapCTBEH
MPOAYKT TPsIOBa Ja ce MPUIIOKHU B paMKHTE Ha |1 Mecell OT IociieAHaTa 103a Ha MIPeIUIIIHNSA JIEKapCTBEH
MPOAYKT.

benoopoben uepaseii:

B eHmeMUYHU paiiOHH, MECEYHOTO MPHJIOKECHUE HAa BETCPUHAPHMSI JICKAPCTBEH MPOIYKT Ie HaMau
HUBOTO Ha WH(EKIWs ¢ He3penu Bb3pactHH (LS5) u Be3pacTau Angiostrongylus vasorum B ChbpueTo u
oenure ApoboBe.

[IpenopbuBa ce mpeBeHIUsITa cpelry OeloApoOHHTE 4YepBeH 1a MPOJBIDKM TMoHe | Mecel cieq
MOCJIE/IHATA CKCIIO3UIUSl Ha TOJIM OXJIOBH WM OXJIIOBU. [loThpceTe BeTEpHHAPEH CHBET OTHOCHO
uH(OpMAaIHs 32 ONTUMATHOTO BpeMe 3a 3alovBaHE HA TPETHPAHE C TO3M BETEPHHAPEH JIEKAPCTBEH
MIPOAYKT.

3.10 CumnTomMH Ha NpeAo3HpaHe (M KOraTo e NpUJI0KMMO — NMPOLeAyPH Ha AelicTBHe NPH
CICLIHHU CIy4Yau U AHTHI0TH)

He ca naGmonaBany HeOIaronpuATHH PEaKUH ciie]l PUIoKEeHUE TP 31paBH KyueHIa Ha §-ceIMUYHA
BB3PACT, TPETUPAHU 0 5 MHTH MaKCHMaJlHA MPENOPHUYMTENHA 1032 3a 7 TOCIEI0BATSIIHH MECEUYHU
IIPUIIOKCHU .

[Ipu naGoparopHo HU3cneIBaHE, B KOSTO BETEPHHAPHHUSIT JCKAPCTBEH MPOIYKT € MpHUJIaraH BEAHBXK 3 U
5 IbTH MaKCUMaJHa IPENOPhUYNTENIHA 1032 TIPU Ky4eTa ¢ AeHUIIUT Ha MyITHICKAPCTBEH-PE3UCTEHTCH
nporenH 1 (MDR1-/-), B pamkute Ha 24 yaca 1030BO CBbP3aHH HEBPOJIOTHIHH ITPU3HANN (OCHOBHO
JIETIPEcHs ¥ eMe3nc) ca HaboJaBaHu BbB BCUUKH TpeTHpaHu rpynu. Cies nmpujaraie Ha 5 mbTa
MaKCHMAaJTHa MPEMOPBUNTENHA 032 Ca HAOMI0JaBaH! U30JMPAHU CITyYan HA MYCKYJIHU
(acuyKyNayy Ipy OTICITHU KUBOTHH.

3.11 CneunuajHu OrpaHUYeHHs 32 ynoTpeda U creNMaJHA YCJIOBHUS 32 yNoTpeda, BKJIANYUTETHO
OrpaHUYeHMs 32 YOTpedaTa Ha AHTUMMKPOOHU ¥ NPOTHBONAPA3MTHU BeTePHHAPHH
JIeKapCcTBEeHHU NMPOAYKTH, C [ieJI 1a ce OTPAHUYHM PUCKDBT OT Pa3BUTHE HA Pe3UCTEHTHOCT

He e npunoxxumo.

3.12 KapeHTHH cpoKoBe

He e npunoxumo.

4. DAPMAKOJIOI'NYHA UHOOPMALIUA

4.1 BerepuHnapen JiekapcTBeH anHaToMo-TepaneBTu4eH koA (ATCvet Code): QPS4AB52

4.2 @apmaxkoaMHAMHUKA

Fluralaner

Fluralaner e akapunma u nacekTnnm. EdexktuBen e cpemty kbprnexu (Dermacentor reticulatus, Ixodes
hexagonus, 1. ricinus n Rhipicephalus sanguineus) n 6waxu (Ctenocephalides canis u C. felis) nipu

Kydera.

3a OBIXH, HAYAJIOTO Ha e(DUKACHOCTTA € B paMKHTE Ha 24 daca ciieql mpukadBaHeTo 3a 30 gHH cien
MIpUJIAraHeTo Ha MPOIYyKTa.

Fluralaner HamansiBa pucka ot 3apassiBase ¢ Babesia canis npenaBana ot Dermacentor reticulatus, KaTo
yOuBa KbpIIeXKHUTE B paMKHUTE Ha 24 yaca, Ipeau 1a HACTHIIM TPAHCMHUCHS Ha 3a00JIIBaHETO.

Fluralaner namansBa pucka ot 3apassaBane ¢ D. caninum npenasada ot C. felis, kato youBa ObIxuTe B
pamkuTe Ha 24 Jaca, Mpean Aa HACTHIIN TPAHCMHUCHS Ha 3a00JISIBAaHETO.



Fluralaner nma cuiHa aKTUBHOCT CpeIly KBPJIEKH U OBJIXU Upe3 eKCHO3ULMS Ype3 XPaHeHETO, TOeCT
TOH € CHCTEMHO aKTHUBEH CpEIly IPULICITHUTE apa3UuTH.

Fluralaner e cumeH wHXMOWTOp Ha 4YacTHM OT HEPBHATA CHCTEMa Ha apTPOINOAUTE, Upe3
AHTAarOHUCTUYIHOTO CH JACWCTBHE BHPXY JIMTAHA-CBBbp3aHWTE XiopumHu kanamn (GABA-pernentop u
glutamate-perentop).

IIpu MOJEKyJIApHUTE TIPHUICITHA M3CJICABaHMS MpH HacekoMu BbpXy GABA pemnenropu Ha OBIXH U
myxw, fluralaner He e 3acernar ot dieldrin pe3ucTeHTHOCT.

Ipm in vitro 6uo-anamusure, fluralaner He e 3acerHar oT J0Ka3aHa TEPEHHA PE3UCTEHTHOCT CPEILy
amidines (kbppiexu), organophosphates (Kbpieku, KpacTHH KbPIIEKHN), cyclodienes (Kbpiiexu, OBIXH,
Myx#), macrocyclic lactones (Mopcku Bbikn), phenylpyrazoles (kbpnexu, 0p1xu), benzophenyl ureas
(xbpnexn), pyrethroids (Kbpiexu, KpacTHU KbPJIekKH), carbamates (KbpIeKH, KPACTHU KBbPIIEKH).

HoBonosiBuinte ce OBJIXM BBPXY Ky4eTo ca YOUTH, NMpeau Jia CHecaT XU3HecocoOHM sina. In vitro
NpoyYBaHe JI0Ka3Ba, 4Ye MHOTO HHUCKM KoHUeHTpauuu fluralaner cblio mpeKbcBaT MPOAYKLMSATa Ha
KHU3HECIOCOOHM siila oT Obnxure. JKM3HEHUAT UKBI Ha ObJIXaTa € HapylleH M ca NPeAoTBpaTeHU
HOBH 3apa3sBaHMs MOpagy ObP30TO HAYaJl0 Ha AEHCTBHE M MPOIBIDKUTENHATa €()UKACHOCT CpEIy
BB3PACTHUTE OBJIXU BBPXY KHUBOTHOTO H JIMTICATa HA MPOIYKIMS Ha KU3HECTIOCOOHH siila.
[IpoayKThT mompHHACS 3a KOHTPOJIa Ha MOIMyJaluuTe Ha OBbJIXU B OKOJIHATA CPENla, B PAOHU 10 KOUTO
TpPEeTUpaHUTE KydeTa UMaT JOCTBHII.

Moxidectin

Moxidectin, MOJyCHHTETHYHO MPOM3BOAHO Ha hemadectin, MpuUHAANIEXKAN0 KbM MUIOEMUIITHOBATA
rpyna Ha MakpOIUKINYHU JIAKTOHU (aBEPMEKTUHHTE ca JPYTUTE) U MMa MapasUTHIUIHA aKTHBHOCT
Cpelly penuiia BBTPEIIHU W BHHIIHU Mapa3uTu, 0enoapoOeH uepseil (Angiostrongylus vasorum) u
mupodunapus (Dirofilaria immitis)). Moxidectin HsiMa 3HaunTeNHa €(QUKACHOCT Cpelly OBIXH U
KBPIICHKH.

MunoeMUIMHATE U aBEPMEKTHHHUTE UMAT OO HAYMH Ha JIeHCTBHE, KOWTO CE OCHOBaBa Ha
CBBP3BAHETO HA JINTaHA-CBbP3aHNUTE XJIOPUAHA KaHamu (Tiayramar-R m GABA-R). Tosa Boau 1o
IMMOBUIICHA IMPOITYCKIIUBOCT Ha MeM6paHI/ITe Ha HCPBHUTEC I/I/I/IHI/I MYCKYJHUTC KJICTKU HAa HEMATOAU U
apTPOIIOIY 3a XJIOPUIHU HOHU ¥ BOIM JIO XHUIIEPIOJISPU3aIUs, Tapalii3a U CMBPT Ha Tapa3suTUTE.
CBBp3BaHETO HA TIIyTaMaT-CBbP3AHUTE XJIOPUIHHA KaHAIA, KOUTO ca CreluuIHu 3a 0e3rphOHaYHATE
1 HC ChIICCTBYBAT IIPHU 6032117[HI/IHI/IT€, C€ CMsATa 3a OCHOBCH ME€XAaHU3bM 3a aHTUXCIIMUHTHATA U
WHCEKTHIIMTHATA aKTUBHOCT.

Pyrantel

Pyrantel npuHagnexu KbM Kilaca Ha TETPaAXUAPOMTUPUMHUINHNATE U € HACOYEH KbM HUKOTHHOBHU
aneTwIXonrHoBY KaHaimHu peuentopu (nAChRs). CenektuBHOCTTa Ha pyrantel 3a 6e3rprOHaYHNTE
nAChRs ce ocHoBaBa Ha CBBp3BaHE C BUCOK aUHUTET KbM CIIEITU(DUIHN TTOITHIIOBE HEMATOTHN
PELenTOPH U MOCIeIBAIll arOHUCTHYCH HAUYWH Ha JISHCTBHUE, BOJIEI JIO JIETIOJISIPU3HpPAIL] HEPBHO-
MYCKYJIeH OJOK, KOWTO IPUYUHSIBA MYCKYJIHA KOHTPaKIHA, TTapajin3a U BIOCIEICTBUE CMBPT Ha
napasurure. Pyrantel Hsima aktuBHOCT cpenry MyckapuHoBH MAChRs. Pyrantel € aHTUXeTMHHT ¢
Mapa3uTHIMIHA aKTHBHOCT CPEIly CTOMAITHO-UYPEBHU Mapa3uTH (BkitountenHo 7. canis, T. leonina,
A. caninum w U. stenocephala).

4.3 @apmMakoKHMHETHKA

Fluralaner necHo u 0bp30 ce abcopOupa CHCTEMHO ciie/ TIepOpaHo J03UpaHe, TOCTUTAHKU CPEIHU
MaKCHMAaJTHHU TIJIa3MEHN KOHIIEHTpanuu B paMkuTe Ha 17,7 gaca (Tmax) ClIen IpHIIoKeHUE.
[IpanauanHOTO CHCTOSIHWE Cie]] HaXpaHBaHE MpPU KydeTo yBelMuaBa CTeleHTa Ha abcopOuus Ha
fluralaner. Fluralaner 6aBHO ce enmumuHMpa OT TIa3Mara (TOAYKUBOT MPUOIH3UTETHO 12 mHU) upes
CIIMMHUHUpPaHe 4pe3 (¢eKamuuTe ¢ ObOpeveH KIMPBHC, KOWTO € TMO-HE3HAYMTEJCH HAYWH Ha
eIIMMUHUPAHE.



Moxidectin necHo u 6Bp30 ce abcopOupa CHCTEMHO ClIe]] IEPOPATHO A03UpaHe, JOCTUTalKKU CPeAHU
MaKCHUMaJHHU TUIa3MEHHU KOHIIEHTpauuu B pamkute Ha 3 vaca (Tmax) crien mpuimokenue. Moxidectin
0aBHO ce eTMMMHHpa OT IIa3Mara (TOJIYXUBOT MPUOIM3UTENHO 16 THU) Ype3 *KIIbYHA EKCKpeIHs
eIMMHUHUpPaHe upe3 PeKaIuuTe ¢ He3HAYUTENICH MPUHOC KbM METa0O0IUTHHS KIMbPBHHC.

Pyrantel ce pezopbupa cirabo, u pezopoOrpanara 9acT uMa Tmax 1,5 gaca u moIy’>KUBOT 6 Haca.

Pyrantel ce enmumunanpa upe3 dekanuure u Mankara abcopOupaHa 4acT ce eTMMHHUpPa OCHOBHO Ype3
ypHHaTa.

3a moxidectin u fluralaner, e HaOmOAaBaHO HATPYNBaHE CJIe] IOBTAPSIIO CE MECEYHO J03upaHe. Brxk
touku 3.5 u 3.10.

dapmakoknaeTnaHUTE Tpodrum Ha fluralaner, moxidectin u pyrantel He ca 3acerHaTH OT CBBMECTHOTO
UM TPUIIOKCHHUE.

5. OAPMAINEBTUYHU JAHHU

5.1 OcHOBHM HECHBMECTHUMOCTH

He e npunnoxxumo.

5.2 Cpok Ha roaHocT

Cpok Ha TOIHOCT Ha KpailHUs BETEPUHAPEH JICKAPCTBEH MPOIYKT: 2 TOAMHHU.

5.3 ChenuanHu yca10BHA 32 CbXpaHeHUe

Jla ce chxpaHsBa B OpUTHHAIHATA OMAKOBKA C IIeJT IIpeia3BaHe OT CBETIIHHA.

5.4 Buau cbCTaB HA TBPBUYHATA ONMAKOBKA

bructep PVC-0PA —anymunneBo-oPA-PVC ¢ommo, 3anedatan ¢ PET-amymuaneBo ¢onmeB kamak.
Bcesika OnmctepHa JeHTa ChIIbpiKa eHa TabieTKa.

Pasmepu Ha onakoBkara:

Kapronena xytus, cpappxaiia 1 6muctepHa geHTa ¢ 1 TabneTka
Kapronena xyTtusi, cbappikaiia 3 OJUCTEpHU JIEHTH ¢ 1o | TabneTka Besika
Kapronena xytus, cpapprkaina 6 6JMcTEepHH JIEHTH ¢ 1o | TabneTka Beska

He Bcuuku pa3Mepu Ha OomakoBKaTa MOrar jJa ObJIaT MpeiaraHy Ha masapa.
5.5 CroenuajHu MepKH 32 YHUIIO:KABaAHe HA HEM3MOJI3BAHN MPOAYKTH HJIH OCTATHIU OT TX

BerepunapHuTe N€KapCTBEHU MPOIYKTH HE TPsOBa 1a ObJAT U3XBBHPISHHU Upe3 OTIAIHU BOIU HITH
OHUTOBH OTIAIBIIH.

Moxidectin e knacupuUUpaH KaTo yCToiuuB, Onoakymynupain 1 TokcudeH (PBT).

BerepuHapHHAT JIeKapCTBEH MPOAYKT He TPsiOBa J1a Ob/ie M3XBBPIISH BbB BOJHU OacelHU, Thid KaToO
fluralaner 1 moxidectin Mo>xe 1a ObIAT OMACHH 32 PUOH U IPYTH BOAHU OPTaHU3MH.

Wznomn3BaiiTe mporpamu 3a BpbIllaHe IPH YHUIIIOKABAHETO HAa HEM3MOI3BaHU BETEPUHAPHU
JIEKapCTBEHHU TIPOIYKTH WM OCTATHIIN OT TAX B CHOTBETCTBHE C U3MCKBAHUATA HA MECTHOTO
3aKOHOJIATEJICTBO M C BCUYKH HAIMOHAIHA CUCTEMU 3a ChOUpPaHe, MPUIIOKUMU 33 ChOTBETHHSI
BETEPHHAPEH JICKAPCTBEH IMPOIYKT.



6. NME HA IPUTEXATEJISA HA PASPEIIEHUETO 3A ThbPTOBUSA

Intervet International B.V.

7. HOMEP(A) HA PASPEHLIEHUETO 3A ThPI'OBUSA

EU/2/24/325/001-018

8. JATA HA ITbPBOTO U3JABAHE HA PASPEHIEHUETO 3A ThPI'OBUSA

22/11/2024

9.  JIATA HA OCJIEJHATA PEJAKIMS HA KPATKATA XAPAKTEPUCTHKA HA
MPOJAYKTA

10. KJACHDPUKAIIUA HA BETEPUHAPHUTE JIEKAPCTBEHH TPOAYKTH
[la ce oTIrycka caMo Io JIEKapcKo MpeaICcaHue.

[onpoOHa nHpOpMaIHs 32 TO3M BETEPHHAPEH JIEKAPCTBEH MPOIYKT MOKeE Jla HaMepuTe B 06azaTta JaHHU
Ha Cwro3a otHOCHO npoaykrtute (https://medicines.health.europa.cu/veterinary).
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NNPUJIIOXKXEHUE I1

APYI'N YCJIOBUS N UBNCKBAHUSA KbM PASPEHIEHUETO 3A ThPI'OBUSL

Hsama
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NMPUJIOXKXEHUE I1I

ETUKET U JINCTOBKA
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A. ETUKETHA
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HNHOOPMAIUSA, KOATO CE U3IINCBA BbPXY BHbHIIIHATA OITAKOBKA

Kapronena kyTus

1. HAMMEHOBAHUWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

BRAVECTO TriUNO Ttabnetku 3a ApBuYeHe 3a kydera (1,27-2,5 kg)
BRAVECTO TriUNO Ttabnetku 3a 1bBUeHe 3a KyueTa (> 2,5-5 kg)
BRAVECTO TriUNO Ttabnetku 3a xbBueHe 3a KydeTa (> 5-10 kg)
BRAVECTO TriUNO TtabaeTku 3a npBUcHE 3a Kydera (> 10-20 kg)
BRAVECTO TriUNO Tabnetku 3a 1pBueHe 3a kyueTa (> 20-40 kg)
BRAVECTO TriUNO Tabnerku 3a rbBueHe 3a kKyueTa (> 40-60 kg)

2. KOJIMYECTBO HA AKTUBHUTE BEIIECTBA

Bceska Tabnetka 3a ABBUCHC ChAbpIKA:

25 mg fluralaner / 0,0625 mg moxidectin / 12,5 mg pyrantel (karo embonate)
50 mg fluralaner / 0,125 mg moxidectin / 25 mg pyrantel (kaTo embonate)
100 mg fluralaner / 0,25 mg moxidectin / 50 mg pyrantel (karo embonate )
200 mg fluralaner / 0,5 mg moxidectin / 100 mg pyrantel (kato embonate)
400 mg fluralaner / 1 mg moxidectin / 200 mg pyrantel (kato embonate)

600 mg fluralaner / 1,5 mg moxidectin / 300 mg pyrantel (karo embonate)

3. PASMEP HA OITAKOBKATA

1 TabneTKa 3a IbBUYECHE
3 TaOJIETKY 32 IbBUYEHE
6 Ta0JIETKY 33 IbBUYEHE

4. BUJOBE ’)KUBOTHMU, 3A KOUTO E IIPEJJHA3HAYEH BJIII

Kydera

‘ 5. TEPAIIEBTUYHU IIOKA3AHUA

‘ 6. HAYUHU HA TPUJIOKEHUE

IIepopanHo mpunoxeHue

‘ 7. KAPEHTHH CPOKOBE

| 8. CPOK HA TOJIHOCT

Exp. {mMm/rrTT}
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‘ 9. CIIEHHMAJIHU YCJIOBUS 3A CbXPAHEHUE

I[a CC€ ChbXpaHsiBa B OpUTMHAIHATa OITaKOBKa C IEJI IpEara3BaHe OT CBETIIMHA.

‘ 10. HAMIUCHT ,,JIPEJU YIIOTPEBA NIPOYETETE JIUCTOBKATA“

[penu ynotpeda npovereTe IUCTOBKATA.

‘ 11. HAMIUCHT “CAMO 3A BETEPUHAPHOMEJIUIIUHCKA YIIOTPEBA”

Camo 3a BeTeprHapHOMEIUIIMHCKA YIIOTpeoa.

12. HAMIUCBHT “JA CE CbXPAHSBA JAJIEY OT IIOTVIEJA U HA HEJOCTBITHU
3A JEIJA MECTA”

I[a CC ChbXpaHsdBa JaJi€d OT 1orjieaa U1 Ha HECAOCTHITHU 3a A€1a MECTa.

‘ 13. HUME HA IPUTEXATEJISA HA PASPEIIEHUE 3A ThPT'OBUSA

Intervet International B.V.

14. HOMEPA HA PASPEHIEHUETO 3A ThbPI'OBUS HA BJIII

EU/2/24/325/001 (25 mg / 0,0625 mg / 12,5 mg — 1 TabneTka)
EU/2/24/325/002 (25 mg / 0,0625 mg / 12,5 mg — 3 Ta0yeTKH)
EU/2/24/325/003 (25 mg / 0,0625 mg / 12,5 mg — 6 TabIeTKn)
EU/2/24/325/004 (50 mg / 0,125 mg / 25 mg — 1 Tabnerka)
EU/2/24/325/005 (50 mg / 0,125 mg / 25 mg — 3 TabneTku)
EU/2/24/325/006 (50 mg / 0,125 mg / 25 mg — 6 TabneTkn)
EU/2/24/325/007 (100 mg / 0,25 mg / 50 mg — 1 TabmeTka)
EU/2/24/325/008 (100 mg / 0,25 mg / 50 mg — 3 TabneTkn)
EU/2/24/325/009 (100 mg / 0,25 mg / 50 mg — 6 TabneTkn)
EU/2/24/325/010 (200 mg / 0,5 mg / 100 mg — 1 Tabnerka)
EU/2/24/325/011 (200 mg / 0,5 mg / 100 mg — 3 TabneTkm)
EU/2/24/325/012 (200 mg / 0,5 mg / 100 mg — 6 TabneTkn)
EU/2/24/325/013 (400 mg / 1 mg / 200 mg — 1 Tabierka)
EU/2/24/325/014 (400 mg / 1 mg / 200 mg — 3 TabneTkn)
EU/2/24/325/015 (400 mg / 1 mg / 200 mg — 6 TabieTkn)
EU/2/24/325/016 (600 mg / 1,5 mg / 300 mg — 1 Tabnerka)
EU/2/24/325/017 (600 mg / 1,5 mg / 300 mg — 3 Tabnerkn)
EU/2/24/325/018 (600 mg / 1,5 mg / 300 mg — 6 TabneTkn)

15. NAPTUJAEH HOMEP

Lot {Homep}
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MHUHUMYM HHOOPMAILIUA, KOATO TPABBA JJA BbJAE U3IIMCAHA BbPXY MAJIKH
II'bPBUYHU OITAKOBKH

Baucrep

‘ 1. HAMMEHOBAHUWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

BRAVECTO TriUNO

tal

‘ 2. KOJIMYECTBO HA AKTUBHUTE BEIIECTBA

25 mg/0,0625 mg/ 12,5 mg (1,27-2,5 kg)
50 mg /0,125 mg /25 mg (> 2,5-5 kg)
100 mg / 0,25 mg / 50 mg (> 5-10 kg)

200 mg / 0,5 mg / 100 mg (> 10-20 kg)
400 mg / 1 mg /200 mg (> 20-40 kg)

600 mg / 1,5 mg /300 mg (> 40-60 kg)

‘ 3. IHAPTUJAEH HOMEP

Lot {nomep}

| 4. CPOK HA TOJIHOCT

Exp. {mMm/rrTT}

16



B. INCTOBKA
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JJMCTOBKA

1. HaumeHoBaHMe Ha BeTepHMHAPHUS JIEKAPCTBEH NMPOAYKT

BRAVECTO TriUNO Ttabnetku 3a apBueHe 3a kydera (1,27-2,5 kg)
BRAVECTO TriUNO Tabnerku 3a xbBUeHe 3a kKydeTa (> 2,5-5 kg)
BRAVECTO TriUNO Tabnerku 3a rbBueHe 3a kKyueta (> 5-10 kg)
BRAVECTO TriUNO Ttabietku 3a 1pBUcHE 3a Kydera (> 10-20 kg)
BRAVECTO TriUNO Tabnerku 3a rpBueHe 3a Kyuera (> 20-40 kg)
BRAVECTO TriUNO Tabnerku 3a 1pBueHe 3a Kyueta (> 40-60 kg)

2. CncraB
Bcsika TabiieTka 3a AbBUCHE ChABPIKA:

AKTHBHH BelllecTBA:

BRAVECTO TriUNO | Fluralaner (mg) |Moxidectin (mg)| Pyrantel (kaTo
TabJIeTKN 32 IbBUCHE 32 embonate) (mg)
KydeTa
1,27-2,5 kg 25 0,0625 12,5
>2,5-5kg 50 0,125 25
>5-10kg 100 0,25 50
>10-20 kg 200 0,5 100
>20-40 kg 400 1 200
>40-60 kg 600 1,5 300

Ilomo1xHu BeniecTnBa:

BRAVECTO TriUNO Tabnerka 3a npBueHe | Butylhydroxytoluene (E321) (mg)
3a Kydyera
1,27-2,5 kg 0,2
>2,5-5kg 0,4
>5-10 kg 0,8
>10-20 kg 1,6
>20-40 kg 3,2
> 40-60 kg 4,8

CBGTJ’IOpOSOBI/I a0 CBeTJ’IOKa(l)SIBI/I, NETHUCTHU, C KPbIJIa cbopMa, TabJCTKH 32 JAbBYCHC.

3. Bunose ;kMBOTHH, 32 KOUTO e MpeAHasHa4YeH BJITI

Kyuera.

¢ U

4. Iloka3zanmus 3a ynorpeda

3a KyueTa CbC, MM U3JI0KEHU Ha PUCK OT CMECEHH Mapa3uTHU WHBA3UH OT KbPJIEKH WIN OBJIXH,
CTOMAIITHO-UYPEBHU HEMATOI1, OestoipoOeH uepBeit u/nin aupodunapus. BeTepuHApHUST IEKapCTBEH
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IOPOIYKT € MOKA3aH U3KIIOUUTENHO, KOTaTO €€ U3I0JI3Ba CPELLy KbPJICXKU HIH ObIXU U CTOMAIIHO-YPEBHU
HEMaTO/IH, TIOKa3aHM II0 €THO U CHII0 BpeMe. BeTeprHapHUAT JIeKapCTBEH MPOAYKT CBIO OCUTYPSIBA
€HOBPEMEHHO e(hrKacHa MPEBEHINS Ha AUPO(uIapruo3a 1 aHTHOCTPOHTHIIO34.

3a TperWpaHe Ha OIApa3WUTsABAHE C KBPJICKH M OBIXH TPH KydeTa, OCHUTYypsBamo He3abaBHA H
nocrosiHaa 3a 0biixu (Crenocephalides felis v C. canis) v kwpnexure (Dermacentor reticulatus, Ixodes
hexagonus, 1. ricinus, u Rhipicephalus sanguineus) yousaiia akTUBHOCT 3a 1 Mecerr.

BeTepunapHHAT JIeKapCTBEH MPOIYKT MOXKeE J]a C€ M3IOJI3BA KAaTO YacT OT CTPATerusATa 3a KOHTPOJ Ha
aJllepruyueH JepMaTuT, npeau3sukan ot Obyixu (FAD).

3a HaMajsBaHe Ha PUCKa OT 3apas3sBaHe ¢ Babesia canis canis dpe3 npenasane ot D. reticulatus 3a 1
Mecell. EQexThT ¢ MHANPEeKTeH Mopaau NCUCTBHETO HA BETCPUHAPHHS JICKAPCTBEH MPOAYKT CPENLy
BEKTOpA.

3a HamaysiBaHE Ha PHICKA OT 3apaszsBane ¢ Dipylidium caninum ape3 npenasane ot C. felis 3a 1 mecerr.
EdexrbT € uHAUpEeKTeH opaju ISHCTBUETO HAa BETEPUHAPHUS JICKAPCTBEH MPOJYKT CPEIy BEKTOPA.

Tperupane Ha onapa3uTsiBaHE CbC CTOMALIHO-YPEBHU HEMATOIHU OT CIEJHUTE BUOBE: KPBIJIM YEPBEH
(BB3pacTHU ctaauu Ha Toxocara canis, ¥ Bb3pacTHU CTaauM Ha Toxascaris leonina) u aHKWIOCTOMHU
(L4, nespenu Bp3pacthu (LS) u Bp3pacTHu cTaguu Ha Ancylostoma caninum 1 Bb3PaCTHU CTAANU Ha
Uncinaria stenocephala).

[peBenuus Ha qupodunapuosa (mpuunHeHa ot Dirofilaria immitis).

[IpeBeHnysa Ha aHTHOCTPOHTHIIO3a (Upe3 MOHWKABAHE HUBOTO HA OTIApa3UTsIBaHE C HE3PETH

BB3pacthH (L5) u Bp3pacTHU cTamuu Ha Angiostrongylus vasorum).

5. IIpoTuBoNnoOKazaHus

Jla He ce H3Mo3Ba NPU CBPBXYYBCTBUTEIHOCT KbM aKTHBHUTE BEILECTBA MU KbM HAKOE OT TIOMOIIHUTE
BEIIIECTBA.

6. Crenuajnu npeaynpexaeHust

CrenmanHu npeaynpeKacHN:

[Tapasuture TpsiOBa na 3amoyHAT J1a C€ XPAHAT OT TOCTONPHUEMHMKA, 3a Aa ObAAT W3JIO0XKEHH Ha

BrusiHueTo Ha fluralaner; ciemoBaTeHO, pUCKBT OT TPAHCMECHS Ha OOJIECTH, TIPEIaBaHy Upe3 Mapa3suTH
(Barountenno Babesia canis canis v D. caninum) He MOKe J1a ObJIe HAITBJIHO U3KITIOUCH.

Kyuderara B enieMuuHM paitoHu 3a qupodmiapus (WIKM TaKUBa, KOUTO ca IBTYBAIH O CHACMUYHHU paioHN)
Morar aa OpaaT omapa3suTeHH ¢ Bb3pacTHH Aupodmiapun. He e yctaHOBEH TepaneBTHICH e(heKT Cpenty
BB3pacTHU D. immitis. Ilopaau ToBa ce mpenopbyuBa, B ChOTBETCTBHUE ¢ J0OpaTa BeTepUHApHA NPaKTHKA,
BCHUKH JKUBOTHH Ha BB3pacT 6 Mecella UM IOBeYe, KUBECIIY MIN IBTYBAIIH I0 paifOHH, KbJECTO
CBIIECTBYBA BEKTOD, /1a OBIAT M3CIICABAHH 33 CHIICCTBYBAIIN HHPEKINH C BE3PACTHH AUPOPIIapHUH,
IIpey 3al04YBaHe Ha MPEBaHTUBHA yHOTpeOda Ha BeTepUHAPHUS JIEKAPCTBEH MPOIYKT.

3a TpeTupaHeTo Ha HHPEKIMH ChC CTOMAITHO-YPEBHI HEMATOIM, HEOOXOMMOCTTA OT M YeCTOTaTa Ha
ITOBTOPHOTO TPETUPaHe, KAaKTO M U300PHT Ha JieueHrne (MOHOCYOCTaHIHS MITH KOMOWHHUPAH IPOIYKT)
TpsiOBa 72 ObJAT OIICHEHHU OT MPEANMCBAIINS BETEpUHAPEH JIeKap.

HenysxHata ynoTtpe6a Ha aHTUTIApa3UTHHU CPENICTBA MITH YIOTpeOaTa, KOsITO Ce OTKIIOHSBA OT
MHCTPYKIMUTE, JaJICHU B KpaTKaTa XapaKTepUCTUKa Ha IPOAYKTa, MOXKE Ja YBEJINYH PE3UCTEHTHUS
CENICKTHBEH HATHCK U J1a TOBEJE 0 HaMalleHa e(UKacHOCT. PemenneTo 3a ymorpeda Ha mpoayKTa TpsOBa
Jla ce OCHOBaBa Ha MOTBBPIKACHNE HA BUJA MTapa3UTH U Ha TEKECTTa, WU Ha PUCKA OT HH(PEKIUH Bb3
OCHOBA Ha €NMJIEMUOJIOIMYHH XapaKTEPUCTUKH, 3a BCAKO OTAEIHO KUBOTHO.
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IIpu nunca Ha PUCK OT KO-UH(EKIHS C €KTO- ¥ €HI0NAapa3uTH TPsAOBa Aa ce U3M0I3Ba IPOAYKT C TeCCH
CIEKTHp Ha JEUCTBUE.

BB3MOXKHOCTTA ApYTH KHUBOTHH B CHIIOTO JOMAaKHHCTBO Ja OBJAT U3TOYHHK HA IIOBTOPHO ONapa3suTABAHE
C KBPIICXKHU, OBJIXU UK CTOMAIIHO-UYPEBHU HEMATOAH, TpsIOBa Ja ce B3eMe [0/ BHUMaHUE, KaTo T TpsaOBa
Ja ObJaT TPETUpPaHH MIPU HEOOXOAUMOCT € MOAXOAAI IPOIYKT.

Crenpaiany Ipeana3sid MEpKH 3a 0e3ommacHa yoorpeda Ipy BUIOBETE JKUBOTHH, 34 KOUTO €
npeaHasnaueH BJIII:

Ja ce mpuara ¢ MOBUIIICHO BHUMAaHHUE MPH Ky4deTa C Beue CHINECTBYBAIA CHIJICIICUS U IPU KydeTa ¢
aHaMHe3a 3a HEBPOJIOTMYHH Pa3CcTPOMCTBA.

[Ipu nunca Ha HATMYHY JaHHH, TPETUPAHETO HA KYUCHIIA HA BB3PAcT MO 8 CEAMMIIN H/WIIN KydeTa C
TenecHa maca oj 1,27 kg TpsOBa 1a ce OCHOBaBa Ha OIIEHKATA MOJI3a-PUCK OT OTTOBOPHHS BeTEpUHAPEH
JIeKap.

ITpu (MDR1-/-) kydera, 0€30MMacHOCTTa Ha BETEPHUHAPHUS JICKAPCTBEH MTPOIYKT € M3CJICIBAHA CaMO CIIe]]
€HOKPATHO MpUJIaraHe Ha J103a B JJa0OpaTOpHO HM3ciieIBaHe. B equHrYHa BpeMeBa TOUKa Ha HAOJIIOICHHE
ce € HaOJTIoJaBato JempecHst MPH €HO KUBOTHO, JO3MPAHO ¢ MaKCHMAJTHATA MPEMOPhYUTEIHA 032 38
TpPEeTHpaHe, ¥ B JI030BO-CBBP3aH HAUKH, IIPH [TOBEYE KUBOTHH TIpU Tpefo3upane. [IpenopbunTenHara 103a
TpsiOBa 1a ce crmas3pa cTpukTHO pu MDR1 MyTaHT (-/-) Ky4era ¢ He(yHKIIMOHANIEH P-riimkonpoTrenH,
KOWTO MOTAT Jia BKJIFOUBAT, HO HE HEMMPEMEHHO OrpaHrdeHH 110, Koy u cBbp3aHu nopoau. Mosi, BHXKTe
cpiio nmoacekus ‘[penosupane’ B cexus ‘CrielnaiHu NpeaynpexaeHus’ (M KOraTo € MPUIoKUMO —
MIPOIEYPH Ha JISHCTBYE TIPH CIIEIIHU CITydau ¥ aHTHIOTH).

BeTepruHapHUAT JIeKapCTBEH NPOAYKT HE TPSOBA J1a Ce Mpuiara mpe3 WHTEPBAIH IO-KpaTKu OT 1 Mecer,
THH KaTo 6€30MMaCHOCTTA MPHU MO-KhCH MHTEPBAJIHN HE € TeCTBaHA.

Crenuaniiy npeana3ii MEPKH, KOUTO TPIOBa Ja B3EME JIMIIETO, IIPIJIAraIll0 BETEPHHAPHMUSL JIEKAPCTBEH
OPOAVKT HA )KUBOTHHUTE:

Xopa ¢ ycTaHOBEHA CBPBHXYYBCTBUTEIHOCT KbM AKTHBHHUTE BEUICCTBA W/WJIM MOMOIIHUTE BEHICCTBA
TpsiOBa J1a U305ATBAT KOHTAKT C BETEPUHAPHUS JICKAPCTBEH MPOYKT.

To3u BeTepHHAPEH JICKApCTBEH MPOIYKT € BPeJIeH ciiel] nmoribiiane. ChXpaHsaBaiTe B OpUTHHAIHATA
OMAaKoBKa J10 ynotpeba, 3a 1a MpeI0TBPATUTE JUPEKTECH JOCTHI Ha JIeIaTa 10 BEeTepUHAPHHS
JIeKapCcTBeH MPOAYKT. [Ipu cirydaiiHO MoTTbIane, Ja ce MOThPCH MEJMIIMHCKY ChBET, KATO HA JIeKaps
Ce MPEJAOCTaBH JUCTOBKATA MIIM €THKETA Ha MPOIYKTa.

Jla He ce sJe, 1a He ce THe U Ja He Ce MYIIHU JIOKATO Ce Mpuiara BeTepUHAPHHUS JICKAPCTBEH MPOIYKT.
To3u BeTepUHApPEH JIEKAPCTBEH MPOIYKT MOXKeE Jia pa3apa3Hu ounte. V30sreaiite KOHTakT ¢ ounre. B
CiIy4ail Ha KOHTaKT, He3a0aBHO M3IUIAKHETE OOMIHO C BOJA.

To3u BeTeprHAPEH JICKAPCTBEH MPOIYKT MOXKE Jla pa3pa3Hu KOXKaTa WK J1a TPUIUHU KOXKHA
ceHcuOmmM3anus. V3MuiiTe phIiieTe CH CTapaTelHO ChC CAlTyH U BOJA HEMOCPEICTBEHO Clie]] yIoTpeda
Ha BeTCpUHAPHHUS JIEKAPCTBEH MPOJYKT.

bpeMeHHOCT U JIaKTaIlus:

Be3onacHocTTa Ha BeTepUHAPHUS JICKAPCTBEH MPOIYKT HE € JIOKa3aHa M0 BpeMe Ha OPEeMEHHOCT,
TIAKTaIMs WK [P KydeTa, IpeAHa3HaueHu 3a pa3mioa. JlabopaTopHuTe u3cnensanus ¢ moxidectin
MIPH TUTHXOBE M MHIITKH TTOKA3BaT JI0Ka3aTEJICTBA 3a PETOTOKCHUEH U TepaToreHHn edektr. He ce
MpernophyUBa MPUIAraHEeTO MYy IO BpeMe Ha OPEMEHHOCT U JIAKTAIIHS.

3amI0a9eMOCT:
He ce npenopbuBa npuiaraHeTo My IpH )KUBOTHH 33 Pa3ILIO.

BsauMoeiicTBrE ¢ APYTH BETCPUHAPHU JICKAPCTBEHH NPOIYKTH U APYTH GOPMHU HA B3aUMOJICHCTBHE:
MakpOoIUKINIHH JTJAKTOHH!, BKIIFOUNTETHO moxidectin, € TokazaHo, 4e ca cyocTpaTu 3a p-
TJIMKOMIPOTEHH.

CrenoBaTenHo, Mo BpeMe Ha JICUSHHETO C BETEpUHAPHHUS JICKAPCTBEH MPOIYKT, IPYTH MPOIYKTH,
KOWTO ca CyOCTpaTH WM HHXUOUTOPH HA P-TIMKONpOTenH (Hamp. cyclosporine, digoxin, doxorubicin,
ketoconazole, spinosad), TpsiOBa J1a ce U3MOJI3BAT €AHOBPEMEHHO CaMO B ChOTBETCTBHUE C OIICHKATa
T0J13a/PUCK Ha OTTOBOPHHS BETEPUHAPCH JICKap.
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IIo BpEMC Ha KIIMHUYHO ITOJICBO U3IMMUTBAHE HE Ca Ha6J'IIO}_'[aBaHI/I B3aUMOJICHCTBHUS MCKOY
BCTCpHUHAPHUS JICKAPCTBCH IMPOAYKT U PYTUHHO U3IIOJI3BAHUTC BETCPUHAPHU JICKAPCTBCHU IIPOAYKTH.

IIpenosupane:
He ca HabnronaBanu HEOIATONPUATHU PEAKIIVH CIIe ] TPUJIOKEHHE TIPH 3/IpaBy KydeHI[a Ha §-ceMIIHa

BB3PACT, TPETUPAHU A0 5 IBTH MAKCHMaJIHA IPEHOPBUYMUTENIHA 1032 33 7 IOCIEIOBAaTEIHM MECCUHHU
TIPUIIOKEHHUSL.

[Tpu nabopaTopHo H3caeaBaHE, B KOSTO BETEPUHAPHUAIT JIEKaPCTBEH MPOAYKT € MpUIaraH BEIHBXK 3 U
5 IbTH MaKCUMaJIHA IPEHOPhUINTENIHA 033 IPU KydeTa ¢ Ae(UIUT Ha MyITHIIEKapCTBEH-PE3UCTEHTECH
nporend 1 (MDR1-/-), B pamkuTe Ha 24 yaca 1030BO CBbpP3aHH HEBPOJIOTHYHH MPHU3HAIN (OCHOBHO
JeTipecus 1 eMe3Hc) ca HaOmoJaBaHy BbB BCUUKH TpeTupanu rpynu. Cien npuiaraie Ha 5 MbTH
MaKCHMaJIHa IPEeTOphUNTEHA 1032 ca HaOMoJaBaH! N30JIMPaHU ClIydan Ha MyCKYJIHH
(hacuuKyIanyuy Ipyu OTAEIHHU KUBOTHH.

7. HebaaronpusiTHu peakuumn

Kyuera:

Yectu

(1 mo 10 ma 100 TpeTupaHu KUBOTHH)

Hapy1enust B XpaHOCMUJIaTeTHUsS TpakT (Hanp., duapus, [lospbmane) '

Heuectn

(1 mo 10 Ha 1 000 TpeTHpaHu >KUBOTHH):

2
Jleraprus -,

XI/IHCpCB.J'II/IBa]_II/ISI 1,

Hamanen anetur

MHoro penku

(mo-mamko ot 1 Ha 10 000 TpeTHpaHu >KUBOTHH, BKIIFOUATEITHO U30JUPAHHA CHOOIICHU)

Tpemop Ha Myckynute, Atakcus, Kousyncus®

! lexy 1 OGMKHOBEHO OTIIYMSBAT B paMKHTE Ha 1 jieH
? lexa ¥ OOMKHOBEHO OTIIYMSIBA B PAMKHTE HA 2 JIHH
3 Morar 1a 6b1aT CEpHO3HH

Cpo01maBaneTo Ha HEOIATONIPUSTHHU PEaKIINK € BaKHO. ToBa MO3BOJIsIBA HEMPEKHCHAT MOHUTOPUHT Ha
0e30MacHOCTTa Ha MPOAYKTA. AKO 3a0€/Ie)KUTE HAKAKBU HEOJIArOMPHUITHN PEAKIIUU, BKIFOUUTEIHO U
TaKKBa, KOMTO HE Ca OIMCAHM B Ta3H JINCTOBKA MM MUCJIHMTE, Y€ BETCPUHAPHUS JICKAPCTBEH MPOIYKT
He JIeiicTBa, CBBPXKETE ce MBPBO ¢ Barms BeTeprHapeH Jiekap. MoxeTe ChIIo Ja ChoOIaBaTe
HEONMAroNpUsATHU PEaKIUU Ha IPUTEKATEI Ha PA3PEIICHUETO 32 ThPrOBUS, KATO U3IOJI3BATE JAHHUTE
3a KOHTAKT B Kpas Ha Ta3W JUCTOBKA WK Ype3 Barmara HarpioHanHa cucreMa 3a ChoOIaBaHe:
{moapoOHOCTH 32 HAIMOHATHATA CUCTEMA } .

8. Jl03upoBKa 32 BCeKH BHJ ’KUBOTHO, HAYHMHU W MeTO]] HA MPUJIOKEeHHE
3a mepopasHo MPUIOKEHUE.
03a:

BerepuHapHUST JIeKapCTBEH MPOAYKT TPOBa Jla ce mpuiiara nepopaiHo B mo3a 10-20 mg/kg fluralaner,
0,025-0,05 mg/kg moxidectin u 5-10 mg/kg pyrantel, Harp. kKakTo € MOKa3zaHO B TabJIHIATa MO-A0Y:

| TenecHa maca bpoii 1 koHUeHTpauusi Ha Ta0JIeTKH 32 IbBYEHE 3a NPUJIoKeHHe
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(kg) na xysse B%L%(go BRAVECTO | BRAVECTO | BRAVECTO |BRAVECTO| BRAVECTO
25/0,0625/12,|_ . THIUNO TriUNO TriUNO TriUNO THUNO
S S0N.125/25 mgl100/0,25/50 mg200/0.5/100 mgl400/1/200 mgl600/1.5/300 mg
12725 1
>25.5 1
> 5-10 1
> 10-20 1
> 20-40 1
> 40-60 1

TabeTkara 3a IpBUCHE HE TPSIOBA Ja CE UYTH WITH Pa3aeis.

3a kydera Hax 60 kg, TpsOBa Ja ce U3MOA3BAT MOIXOASIM KOMOUHAIIMK OT TaOJIETKH 3a IbBUCHE.
3a ;a ce ocurypH MpaBUIIHA JI0O3UPOBKA, TeJIECHaTa Maca TPsAOBa Jia ce ONpPeIein Bb3MOXKHO Hali-
TOYHO.

[Ipunaranero Ha Mmo-HKUCKa 7032 MOXKE JIa IoBelie 10 HeeeKTHBHA yroTpeda 1 MoKe Jia
0JIaronpUATCTBA PA3BUTUETO HA PE3UCTESHTHOCT.

9. CbBeTH 32 NIPAaBUJIHOTO NMPUJIAraHe HA MPOIYKTA

Haupn Ha npurarase:

[Ipunaraiite BeTepUHAPHUAT JICKAPCTBEH MPOAYKT MO BPEME Ha MJIM OJIM30 JI0 BPEMETO Ha XpaHEHE.
BerepuHapHUAT JIeKapCTBEH MPOJYKT € OBKyCeHA TabieTka 3a JbBUYcHE. Ta0lieTKuTe MOTraT Jia ObaaT
MPeUIOKeHN Ha KydeTo, NaJeHH C XpaHaTa WIH MOCTaBeHHW JUPEKTHO BB ycTara. KyueTo TpsioBa ma
0b1e HAOIIOTaBaHO IO BPEME Ha MPHJIATaHETO, 33 JIa TOTBBPANUTE, Ue Isu1ata TabJeTKa € MOrbIHAaTa.

CxeMa Ha IpUIIOKEHHE:

IIpu omapasuTtsBaHe C KbPICKH, OBJIXH, CTOMANTHO-YPEBHI HEMATOI!, TUPOPIIAPHI U OeT0poOeH
yepBel HeOOXOAMMOCTTA OT U YeCTOTaTa Ha TIOBTOPHUTE TPETUpaHus TPsiOBa Ja ce OCHOBaBa Ha
ChBETa HA BETCPHHAPHUS JIeKap ¥ Jia C€ OTYUTA MECTHATA CMUICMUOJIOTMYHA 00CTAHOBKA U HAYMHA HA
JKHBOT Ha )KUBOTHOTO.

Kuvpneacu u 6vixu:
3a ONTHUMAaHO TPETHpaHe W KOHTPOJ Ha OMAapa3WTABAHUATA C OBJIXU U KBPIICKH, BETCPUHAPHUAT
JIeKapCTBEH MPOAYKT TPsAOBa J1a ce Mpuiiara Ha MHTEPBAIK OT 1 Mecetl.

CMOMCZWHO—UPEGHM HemMamoou.

3a eMHOBPEMEHHOTO TpeTHpaHe Ha HH(PEKITUH ChC CTOMAITHO-IYPEBHM HEMATOAM TPSOBa Ja ce
NPUIIOKK €THOKpaTHA J103a OT npoaykra. Koraro e HeoOxoanmo, KyderaTa Morar aa Obaar
TpPETUPaHH MOBTOPHO Ha MHTEPBAIM OT 1 Mecell.

Lupogpunapus:

BerepuHapHuAT JNekapcTBEH MPOAYKT yOuBa napBute Ha Dirofilaria immitis 1o enmuH Mecel cien
TsAXHaTa TpaHcMucus. CleoBaTeNHO, BETEPUHAPHUAT JICKApCTBEH MPOAYKT TpsiOBa Aa ce mpuijara Ha
PEIOBHU MECEYHM HHTEpBalId Ipe3 BPEMETO OT TOAMHATa, KOraTo HMa BEKTOpH (KOMapH).
[Ipunoxxenuero TpsiOBa 1a 3amodHe B Mecela clie]l MbpBaTa OuYakBaHa EKCIIO3UINS Ha BEKTOPUTE U J1a
IPOABIDKU A0 1 Mecel cien mociefHaTa eKCIIO3UINs Ha BEKTOPHUTE.

Kyuera B eHieMryHY paiioHu 3a AUpoduIapys WIK Ky4eTa, KOUTO ca IbTYBaJIH 10 CHAEMUIHH PaioHH,
Morar jaa ObJaT 3apa3eHd ¢ Bb3pacTHH aupodwnapun. CrefoBaTeNHO Mpead IpHjaraHe Ha
BETCPUHAPHUS JIEKAPCTBEH MPOAYKT 3a SAHOBPEMEHHA NMpo(riIakTHKa Ha MHEKIHs ¢ Bb3pacTHH D.
immitis, TpAOBa a ce B3eMe NPEABH] ChBETa, NajeH B cekuus ‘CrenuanHu npeaynpexaenus’. Ilpu
3aMsiHa Ha APYT NPOAYKT 3a MPEBEHLUS CPeuly AUpodMIapuy B MporpaMa 3a MpouIakTHKa Cperry
Jupoduiapun, TbPBOTO TPETHPaHE C BETEpPUHAPHHMS JICKAPCTBEH MPOAYKT TpsOBa Aa ce MPUIIOKHU B
paMKuTe Ha 1 Mecel OT ocleAHAaTa 103a Ha IPEAUIITHNS JEKapCTBEH MPOIYKT.

benoopoben uepaseii:
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B enzemMuuHu paiioHN, MECEYHOTO MPUIIOKEHHE HA BETEPUHAPHUS JICKAPCTBEH MPOAYKT Ie HaMallu
HHUBOTO Ha MH(EKIus ¢ He3penu Bb3pacTHH (LS) u Bb3pactHu Angiostrongylus vasorum B CbpLETO U
Oenure ApoboBeE.

[IpenopbuBa ce mpeBeHIUsTa cpelry OeloApoOHHMTE 4YepBeM 1a MPOABDKM IHMoHe | Mecen cien
MocjegHaTa eKCHO3MLHUS Ha TOJIM OXJIIOBH M OXJoBH. lloTbpcere BeTepHHAapeH CBHBET OTHOCHO
nHbOpMaIs 32 ONTUMAIHOTO BPEME 3a 3all04YBaHE HAa TPETHPaHE C TO3M BETEPHHApPEH JIEKapCTBEH
MPOIYKT.

10. KapenTHu cpokoBe

He e npunoxxumo.

11. Chneumnajnm ycJIOBHS 32 CbXpPaHeHHe

Ja ce cbxpaHsiBa fajned OT HOIJIea U Ha HEJOCThIIHU 3a JIela MeCTa.

Jla ce cpxpaHsiBa B OpUI'MHAJIHATA ONIAKOBKA C IIEJI IPEAIa3BaHe OT CBETIMHA.

[la He ce U3M0I3Ba TO3M BETEPHUHAPEH JIEKapCTBEH NMPOIYKT CJie]l U3THYaHEe CPOKa Ha TOHOCT,
MIOCOYEH BBPXY OMAKOBKATa Clie]] Cpoka Ha TOAHOCT. CPOKBT Ha FOJJHOCT OTrOBaps Ha MOCIEIHUS I€H
OT TO3U MECeIl.

12. ChnenmnajgHu NMpeAna3HU MePKH NMPH YHUIIOKABaHe

BerepunapHuTe J1€KapCTBEHU MPOIYKTH HE TPsIOBA 1a ObJaT U3XBBPISHHU Upe3 OTHAIHU BOIU HITU
OHWTOBH OTIAIBIIH.

Moxidectin e knacupuIupan KaTo ycToH4nB, Onoakymynupail u Tokcuuet (PBT). Berepunapuust
JIEKapCTBEH MPOAYKT He TPpsiOBa 1a Objie M3XBBPIISH BHB BOJHM OaceliHH, Thii kaTo fluralaner u
moxidectin Moke 1a OBAAT ONACHU 3a pUOW U APYTH BOIHH OPTaHU3MHU.

HW3nom3Baiite mporpaMu 3a BpbIIaHe IIPY YHHUIIOKaBAHETO HA HEU3IIOI3BAHU BETCPHHAPHH
JIEKapCTBEHH MPOJIYKTH WIIM OCTAThIM OT TSAX B CHOTBETCTBUE C M3UCKBAHUATA HA MECTHOTO
3aKOHOZATEJICTBO M C BCUUKHU MPUJIOKMMH HAIIMOHAIHHU CUCTEMH 3a chOupane. Te3n MepKH e
[IOMOTHAT 3a Olla3BaHe Ha OKOJHATa cpelia.

[NonuTaiite Bamws BeTepuHApeH Jiekap WK GapMaineBT Kak Jla YHUIIOKHTE HEHYKHH BETEPHUHAPHU
JICKapCTBEHH MPOAYKTH.

13. Kuiacupuxanusi Ha BeTepHHAPHHUTE JeKAPCTBEHH MPOAYKTH

I[a CC€ OTITyCKa CaMoO II0 JIEKapCKO MpEAIIMCaHue.

14. Homepa Ha pa3pelieHHeTO 32 THPIrOBUS 1 pa3MepH ONAKOBKH
EU/2/24/325/001-018

bmucrep PVC-0PA —anymunneBo-oPA-PVC ¢onno, 3aneuaran ¢ PET-anymunneBo ¢onmeB kamak,
Bcsika 6nmctepHa JIeHTa ChabpKa €IHa TaOJIeTKa.

Pa3mepu Ha omakoBkara:
Kapronena xytus, cpappikaia 1 6mucrepHa genra ¢ 1 tabierka
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Kapronena xyTtus, cbappikaiia 3 OJUCTEpHH JICHTH ¢ 1o | TabneTka Besika
Kapronena xyTtus, cpapprkaina 6 6JMcTepHH JIEHTH ¢ 1o 1 TabneTka Beska

He Bcuukm pa3sMCpu Ha OIMMAKOBKATa Morar Ja 6’I>L[3.T npeajiaranv Ha masapa.

15. dara Ha mocjegHaTa peJaKIus HA TEKCTa

IToapo6Ha wHGOpPMAITHS 32 TO3W BeTEPUHAPEH JICKAPCTBEH MPOAYKT MOXE J1a HaMepuTe B 0azaTa

nmanan Ha Cpro3a oTHocHO npoaykTuTe (https://medicines.health.europa.eu/veterinary).

16. /lanuau 3a Bpb3Ka

IIpuTtekarell Ha pa3pelIeHUETO 3a ThPrOBUS M IAHHW 33 BPBh3Ka 32 ChOOIIAaBaHEe HA MPEANOIaracMu

He6J’IaI‘0HDI/IHTHI/I PECAKIINN

Intervet International B.V., Wim de Korverstraat 35, 5831 AN Boxmeer, The Netherlands

Belgié/Belgique/Belgien
Tél/Tel: + 32 (0)2 370 94 01

Peny0auka bearapus
Ten: +359 28193749

Ceska republika
Tel: + 420 233 010 242

Danmark
TIf: + 45 44 82 42 00

Deutschland
Tel: + 49 (0)8945614100

Eesti
Tel: +37052196111

EA\rada
TnA: + 30210 989 7452

Espaiia
Tel: +34 923 19 03 45

France
Tél: + 33 (0)241228383

Hrvatska
Tel: + 38516611339

Ireland
Tel: + 353 (0) 1 2970220

Island
Simi: + 354 535 7000

Lietuva
Tel: +37052196111

Luxembourg/Luxemburg
Tél/Tel: + 32 (0)2 370 94 01

Magyarorszag
Tel.: + 36 1 439 4597

Malta
Tel: +39 02 516861

Nederland
Tel: + 32 (0)2 370 94 01

Norge
TIf: + 47 55 54 37 35

Osterreich
Tel: +43 (1) 256 87 87

Polska
Tel.: +48 22 18 32 200

Portugal
Tel: +351 214 465 700

Romania
Tel: +4021 3118311

Slovenija
Tel: + 3851 6611339

Slovenska republika
Tel: +420 233 010 242
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Italia Suomi/Finland

Tel: +39 02 516861 Puh/Tel: + 358 10 2310 750

Konpog Sverige

TnA: +30 210 989 7452 Tel: +46 (0)8 522 216 60

Latvija United Kingdom (Northern Ireland)
Tel: + 37052196111 Tel: + 353 (0) 1 2970220

[pou3BOIUTEN, OTIOBAPAIIL 338 OCBOOOMKIABAHETO HA MAPTUIH:
Intervet Ges.m.b.H., Siemensstrasse 107, 1210 Vienna, Austria

17. JlombanuTeana uadopmanus

[IpoaykThT monprHACS 32 KOHTPOJIA Ha MOMyJIAIMUTe Ha OBJIXM B OKOJIHATA CpeNia, B palOHU 0 KOUTO
TpPETHPaHNUTE KydeTa UMaT JOCTBHIL.

3a OBIIXH, HAYAJOTO Ha e(UKACHOCTTA € B paMKUTe Ha 24 dvaca ciief] mpukayBaneto 3a 30 mHU ciex
MIpHUJIAraHeTo Ha MPOIYKTa.

Fluralaner HamansBa pucka ot 3apassiBane ¢ Babesia canis npenaBana ot Dermacentor reticulatus, xato
yOuBa KbpJIe)KUTE B paMKUTE Ha 24 yaca, Ipey a HACThIIM TPAaHCMUCHS Ha 3a00JISIBAHETO.

Fluralaner namansBa pucka ot 3apassBane ¢ D. caninum npenaBana ot C. felis, kato youBa ObIxuTe B
pamkuTe Ha 24 yaca, Ipe/Iy Ja HaCThIIM TPAHCMUCHS Ha 3a00JISIBAHETO.
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