NPUJIOXKEHHUE |

KPATKA XAPAKTEPUCTUKA HA ITPOAYKTA



1. HAMMEHOBAHUE HA BETEPUHAPHUS JIEKAPCTBEH ITPOJAYKT

Bravecto 112,5 mg TabneTku 3a ApBUEHE 3a Ky4eTa OT MHOTO qpedHa nopona (2 — 4,5 kg)
Bravecto 250 mg TabneTku 3a JbBYCHE 3a KydeTa ot apedHa mopoaa (>4,5 — 10 kg)
Bravecto 500 mg TabneTku 3a ABYCHE 3a Ky4eTa oT cpeana nopoaa (>10 — 20 kg)
Bravecto 1 000 mg TabneTku 3a aAbBUEHE 3a Ky4eTa oT ezpa nopoaa (>20 — 40 kg)
Bravecto 1 400 mg TabneTku 3a JbBYCHE 3a Ky4eTa OT MHOTO efpa mopoaa (>40 — 56 kg)

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

AKTHBHO BellleCTBO:
Bcska TabneTka 3a 1bBUEHE ChABPKA:

Bravecto TadJeTku 3a 1bBU€HE Fluralaner (mg)
3a Ky4eTa OT MHOro JpedHa nopoaa (2 — 4,5 kg) 1125

3a KydeTa ot apebHa mopoma (>4,5 — 10 kg) 250

3a Kydera oT cpenna moposaa (>10 — 20 kg) 500

3a Kydera ot eapa nopoaa (>20 — 40 kg) 1000

3a Ky4eTa oT MHOro efpa nopona (>40 — 56 kg) 1400

HOMOI]IH]([ BelecrBa:

KauecTBeH chCcTaB Ha MOMOIIHUTE BeIIeCTBA U APYIrUTe CHCTABKHU

Pork liver flavour

Sucrose

Maize starch

Sodium lauryl sulfate

Disodium pamoate monohydrate

Magnesium stearate

Aspartame

Glycerol

Soya-bean oil
Macrogol 3350

Ceetnokadssa 10 ThMHOKadsBa TabJIeTKa 3a IHBUCHE C TIAJKa WM JIEKO TparaBa MOBBPXHOCT U
Kpbria Gpopma. Majiky UBUIH, IETHHIIA WK U JIBETE MOTaT Ja ObJIaT BUIAUMHU.

3. KIMHUYHA UHOOPMAIUSA

3.1 BwunaoBe :KWBOTHH, 32 KOUTO e npegnaznaden BJIII

Kyue

3.2 Iloka3aHusi 3a ynorpeda 3a BceKH B/ )KHBOTHH, 32 KOITO e MpeqHa3HAYEH MPOAYKTHT

3a TpeTupaHe Ha ONapa3sUTIBAHE C KBPIICKU U OBIXH MTPH KydeTa.

To3u BeTepUHAPEH JIEKAPCTBEH NPOAYKT € CUCTEMEH MHCEKTULIAJ U aKapULIUJ, KOUTO OCUTYpsIBa:



- He3abaBHA W TMPOABIDKUTENIHA aKTHBHOCT, youBama Obaxure (Ctenocephalides felis) 3za 12
CeIMULN,

- He3abaBHA U MPOABIDKUTEHA aKTHBHOCT, yOuMBaIa Kepiexure 3a 12 ceamuru 3a 1xodes ricinus,
Dermacentor reticulatus u D. variabilis,

- He3a0aBHA M MPOJBIDKUTEHA aKTUBHOCT, YOUBAaIa KbppiexuTe 3a 8 ceamuiiu 3a Rhipicephalus
sanguineus,

- MIPOIBIDKUTENHA aKTHBHOCT, yOUBAIa KbPIEKUTE OT 7 IHU 0 12 CEAMUIIN CIIe TPETHPAHETO
3a Ixodes hexagonus.

beaxure u KbppiekuTe TPSAOBA 1a ce MPUKPEIAT KbM FOCTOIIPHEMHIKA U Ja 3aII0YHAT Ja C€ XPaHsiT, 3a
J1a MOXKe Ja ObIaT U3JI0KEHH Ha EHCTBUETO HA AaKTUBHOTO BEIIECTBO.

BerepuHapHHAT J€KapcTBEH MPOLYKT MOXKE Jja C€ M3II0JI3BA KAaTO 4acT OT CTPATETUsITa 3a KOHTPOJ Ha
anepruyex AepMaTuT, npuuuHeH ot 0baxu (FAD).

3a JleueHune Ha IeMOEK03a, MpuunHeHa o Demodex canis.
3a TpeTHpaHe Ha onapa3uTABaHE TIPU CapKOITO3HA KpacTa (Sarcoptes scabiei var. canis).

3a maMalsBaHe Ha prcKa oT mH(pekuus ¢ Babesia canis canis upes mpemasame or Dermacentor
reticulatus 3a mepmon 10 12 cenmurm. EGexThT € HHANPEKTEH MOpaay AeHCTBUETO HA BETEPUHAPHHUS
JIEKapCTBEH MPOIYKT CPEILy BEKTOpa.

3a HamansBaHe Ha prcka ot uadekiws ¢ Dipylidium caninum upes npenasane ot Ctenocephalides felis
3a mepuon 10 12 ceqmuru. EQEKThT € MHANPEKTEH MOpaan NeHCTBUETO Ha BETEPHUHAPHUS JIEKAPCTBEH
HPOJYKT CPEILy BEKTOPA.

3.3 IIporuBomoka3zaHusi

I[a HC CC U3M0JI3BA IMPU CBPBXYYBCTBUTCIIHOCT KbM aKTUBHOTO BCHICCTBO WJIHW KbM HAKOC OT TIOMOIIIHUTC
BCOICCTBA.

3.4 CneuuajiHu nmpexynpe:KaeHust

[Mapasuture TpsOBa Ja C€ NPUKPENAT KbM FOCTOIPHEMHUKA M [a 3alI0YHAT Ja C€ XPaHAT, 3a Ja Obaar
U3JI0KEHH Ha JercTBuero Ha fluralaner, cieoBaTeTHO PUCKBT OT TPAHCMHUCHS HA OOJIECTH, NIPEIaBaHN
ype3 mapasuture (BarouutesnHo Babesia canis canis u D. caninum), He Moke aa ObJe HAIBIHO
W3KITIOYEH.

Henyxnata ynotpeb6a Ha NpPOTHUBONAPA3UTHH MNPOAYKTH WM ymnoTpebaTa, OTKIOHSBAIA CE OT
uHcTpyKuuure, gagean B KXII, Mmoxe fa MOBHUILIM HATHCKA OT CENICKLHS HA PE3UCTEHTHOCT U Jia I0BeIe
70 HaMaJleHa e(HKacHOCT. PeleHnero 3a U3Mnoa3BaHe Ha BETCPHHAPHUS JICKAPCTBEH MPOLYKT TPsOBa
Jla ce OCHOBaBa Ha MOTBBP>KAAaBaHE HAa MAPA3UTHUS BU]I U TEXKECTTA Ha OMApa3uTsIBAHETO, M Ha PUCKA
OT OIlapa3uTsIBaHE Bb3 OCHOBA HA €MUAEMHUOIOTHYHUTE My 0COOEHOCTH, 3@ BCAKO OTAEIHO XHBOTHO.

TpsiOBa ja ce pa3riiesia Bb3MOXKHOCTTA JIPYTH )KUBOTHU B CHIIOTO JIOMAKHMHCTBO J1a ObJaT U3TOUYHUK HA
MOBTOPHO 3apa3siBaHe C Mapa3uTH, KaTo Te CIe/Ba Jla CE TPETHPAT MPU HEOOXOAUMOCT C ITOIXO/ISIII
BETEpUHAPEH JIEKAPCTBEH MPOAYKT.

3.5 CrhenuajaHu nmpeana3Hu MepKH MpPH yHoTpeda

CrenmaaHy npeana3sHyd MEPKH 3a 0e30macHa ynoTpeda IIpy BUAOBETE )KUBOTHH, 32 KOUTO €
npeadasHaues BJIIT:

Jla ce npuara c MOBUIIEHO BHUMaHUE NP Ky4eTa C eIHIIeTICHS.

IIpu nurica Ha HATMYHYU TaHHW, TO3M BETCPUHAPEH JIEKAPCTBEH MPOIYKT HE TPSAOBA J1a Ce M3IOJI3BA MPH
KYy4CHIIa, MI0-MaJIKU OT 8-CeIMUYHA Bh3PACT H/WIIM Ky4eTa ¢ TeJiecHa Maca 1mo-Maiko ot 2 Kg.
BerepuHapHUAT NeKapCcTBEH MPOAYKT He TPpsAOBa Ja ce mpwiiara mpe3 WHTepBajiH, MO-KPaTKU OT 8§
CEIMUITH, ThI KaTo 0€30ITaCHOCTTA TIPH MTO-KHCH HHTEPBAIN HE € M3ITUTBAHA.




CruenuanaHy Npeana3Hyd MEPKH 3a JUIaTa, IpuIaraly BETEpUHAPHUS JIEKAPCTBEH IPOAYKT Ha
JKUBOTHHTE:

Jla ce cbxpaHsBa BETCPUHAPHUSAT JICKAPCTBCH MPOIYKT B OPUTHHAIHATA OMAKOBKA Mpeau ynorpeba, ¢
eI Ja ce MPea3saT aerara OT JUPEKTEH JOCTHII 10 BETepUHAPHUS JIEKAPCTBEH MPOIYKT.

Nma cpobuieHns 3a peakiiui Ha CBPbXIyBCTBUTEITHOCT TIPH XOPa.
[a He ce sze, Me WK My NpU paboTa ¢ BETEpUHAPHUSA JEKapCTBEH MPOIYKT.

V3muiiTe phlieTe CH CTapaTelIHO ChC CallyH M BOJA HEIOCPEACTBEHO CiIel yIoTpeOa Ha BeTepUHAPHHS
JIEKapCTBEH MPOJIYKT.

CrenmanHu npeAana3sHy MEpKH 3a 3aIlATa Ha OKOJIHATA CPeJa:
He e npunoxxumo.

3.6 HebsaronpusiTHH peakiun

Kyue:

Yeetn acTponHTECTHHAIHH €PEeKTH (KaTO AHOPEKCHS,

#
(1 mo 10 na 100 TpeTupaHu KUBOTHH): Xunepcanusauus, Jiuapus, Evesnc)

MHoro penku Jeraprus;
(mo-manko ot 1 Ha 10 000 TpeTupanu
YKUBOTHH, BKJIFOUUTEIIHO U30IHPaHU
ChOOIIEHUS):

Copoex;

Myckynen Tpemop, Atakcus, KouBycus.

#HCKI/I " MPEXOaHN

Cpo01aBaneTo Ha HEOIATONPUATHN PEAKITUHN € BaXXHO. ToBa IO3BOJISIBA HETIPEKHCHAT MOHUTOPUHT Ha
Oe3omacHOCTTa Ha BETEPHHAPHUS JIEKapCTBEH NpoAykT. ChoOmmeHusITa TpsOBa Ja ce W3mpamar, 3a
MPeINOYNTaHe Ype3 BEeTEPHHAPEH JIeKap, WIIM Ha TIPUTEKATENsI Ha pa3pelieHNeTo 3a ThPTOBUS, WK Ha
HAI[MOHAIHUS KOMIIETEHTCH OpPTaH Ype3 HallMOHAJHATa CHCTEMa 3a ChoOIaBaHe. Bkre ChIO TOYKa
»JJAHHH 32 Bpb3Ka“ OT JIMCTOBKATA.

3.7 Ynorpeda mo BpeMe Ha OPeMEHHOCT, JIAKTALUS WU siilleHOCeHe

bezonacHocTTa Ha BeTepUHAPHUS JIEKAPCTBEH MPOAYKT € JI0Ka3aHa MpY KydeTa 3a pasIiiof U Mo Bpeme
Ha OpEMEHHOCT U JIaKTalus NMpH KydeTa. Moxe J1a ce mpujiara rnpy Kydera 3a pa3iuiof U 1o BpeMe Ha
OpEeMEHHOCT ¥ JIaKTaIlMs [IPY Ky4eTa.

3.8 BzammopaeiicTBHE C IPYTd BeTePUHAPHH JIEKAPCTBEHU MPOAYKTH U Apyru (popmu Ha
B3auMoJjelicTBHe

Fluralaner uma BrcOKa CTEIEH Ha CBbP3BaHE C IJIA3MEHUTE IIPOTEUHU U MOXKE J1a C€ KOHKYPHPA C IPYTH
AKTHBHU BEIIECTBA C BUCOKA CTCIICH HAa CBBP3BAHC, KATO HCCTCPOUAHU ITPOTUBOBB3NAIIUTECIIHU CPEICTBA
(NSAIDs) u xymapuHOBOTO Npou3BoaHO Bapdapun. Mukydanusrta Ha fluralaner B npuchcTBHETO Ha
kaprpodeH Ui BapdapuH B M1a3Mara Ha Ky4eTo B MAaKCHMATHO OYaKBAaHHUTE MTA3MEHH KOHIICHTPAIUU
HE HamMaJsIBa IPOTEMHOBOTO CBBp3BaHe Ha fluralaner, kapmpoden nmu Bapdapus.

I[lo BpemMe Ha KIMHWUYHM TOJIEBM W3MUTBAHHSA, HE Ca HAONIOJABAaHU B3aUMOJICHCTBHS MEXITY
BETEpHUHAPHHUSA JIEKAPCTBEH MPOIYKT H OOWYIAHO M3MOI3BAHUTE BETEPHUHAPHHU JIEKAPCTBEHH MPOTYKTH.

3.9 HauwuH Ha NpWJIOKEHHE H T03MPOBKA

3a mepopasHoO MPUIOKEHHE.



BerepuHapHuAT JekapcTBEH NpPONYKT TpsOBa Ja ce mpuiara cbIriacHo ciegHarta Tabiauna
(cpoTBeTcTBaIO Ha 7032 OT 25 — 56 mg fluralaner/kg TenecHa maca, B paMKHTE Ha €JHA TETJIOBHA TPYTIA)

Tenecna Konuenrpaunus u 06poii Ha TadjieTKUTe, KOUTO TPSAIOBA 1a ce MPUJIOKAT

Maca Ha Bravecto Bravecto Bravecto Bravecto Bravecto
kyuero (Kg) | 1125 mg 250 mg 500 mg 1 000 mg 1400 mg

2—-45 1

>45-10 1

>10 - 20 1

>20 - 40 1

>40 — 56 1

TabneTkure 3a JbBUCHE HE TPSIOBA J1a CE UYMST WIH Pa3ACsiT.

3a xydera ¢ TenecHa Maca Haja 56 kg, u3non3BaliTe KOMOMHAIUS OT JBE TAOJIETKH, KOUTO HAi-MHOTO
CHOTBETCTBAT HA TeJecHaTa Maca.

Ilpunaranero Ha TMO-HUCKAa JI03a MOXE Ja JoBene 10 HeedheKTHBHA yrmoTpeda W MOXKE Ja
OJIaronmpuATCTBA PA3BUTHETO HA PE3UCTEHTHOCT.

Merto/1 Ha IPUITOKEHUE

[punaraiite BeTepuHAPHUS JEKAPCTBEH MPOAYKT 0 BpEME Ha WK OJIM30 10 BPEMETO Ha XpaHEHE.
TabnetkaTa 3a IbBUEHE Ce MpueMa J00pe OT MOBEUeTO Kydera. AKO TabjeTkaTa He ce mpuema
JIOOPOBOJTHO OT KY4€TO, TS MOXKE ChINO Ja ObJie MPUIOKEHA B XpaHaTa UK JUPEKTHO B ycTata. Kyueto
TpsiOBa na ObJe HAOJIIOJaBaHO MO BpeMe Ha NPUIIOKCHHETO, 3a Ja CE yBEpUTe, ue TadieTkaTta ¢
MOr'bJIHATA.

Cxema Ha TpeTupaHe

ITpu omapasutsBaHus ¢ OBJIXH U KbPJICKH HEOOXOJMMOCTTA OT MOBTOPHOTO(MTE) TpeTupaHe(us)
YyecToTaTa My TpsOBa Ja ce OCHOBaBaT Ha NMPOQECHOHAJICH ChBET M TpsOBa Ja ce B3eME HPEIBHUI
MECTHATa eMUAEMHOIIOTMYHA 0OCTAHOBKA M HAYMHA HA KHUBOT Ha JKUBOTHOTO.

3a onTHMaJeH KOHTPOJI Ha ONapa3uTABAHETO C OBJIXH, BETEPUHAPHUSIT JIEKAPCTBEH MPOAYKT TPAOBa 1a
ce mpuiiara rnpes WHTepBau oT 12 ceaqmuiy. 3a ONTUMAJICH KOHTPOJI Ha ONApa3UTIBAHETO C KbPIICKH,
BpPEMETO 3a MOBTOPHO TPETHPAHE 3aBUCH OT BUJIA HA KbpiiexkuTe. BrkTe B Touka 3.2.

3a TpeTUpaHeTO Ha OMmapa3uTsIBaHHs ¢ Kbpiiexku Demodex canis, TpsibBa 1a ce IpUIoKH eHa 1032 OT
BETEPUHAPHUS JICKAPCTBEH NPOAYKT. Thil KaTo neMojeko3ara € MHOro(akTopHO 3aboisBaHe, ce
npenopbyBa ChINO TaKa Ja CE TPETHUPA BCIKO CHIIBTCTBAIIO 3a00JIIBAHE MO MOIXOIAIL HAUUH.

3a TpeTHPAHETO Ha OapasuTSIBaHUA ChC CApPKOMNTO3Ha Kpacra (Sarcoptes scabiei var. canis), Tpss6sa 1a
Ce MPWIOKH €JHA 1032 OT BETEPUHAPHUS JICKAPCTBEH HpOAyKT. HeoOxommmocTra OT MOBTOPHO
TpeTHpaHe U YeCToTaTa My Tpsi0Ba Jia ca ChoOpa3eHU ChC ChBETA HA MPEANMCBAILNS BETCPHHAPEH JIeKap.

3.10 Cumnrommu Ha mpego3upane (M KOraTo e NPUJIOKUMO — MPOLEIYPH HA IelicTBHE NPH
CIHELIHHU CIYy4Yan ¥ AaHTHIOTH)

He ca HaOromaBany HEOIArONPHATHA PEAKIUU CJIC IEPOPATHO MPUIOKEHHE IIPH KydeHIa Ha 8§ — 9
ceIMHYHa BB3pacT M ¢ TenecHa maca 2,0 — 3,6 kg, Tperupanu ¢ mo3a A0 5 MBTH MO-BHCOKA OT
MaKcHUMaJHaTa mpenopbyana jo3a (56 mg, 168 mg u 280 mg fluralaner/kg renecna maca), Tpu mbTH
Tpe3 Mo-KPaTKW WHTEPBAIH OT MPETopbYaHnTe (§-CEeqMIUYHN HHTEPBAIIN).

He ca noka3aHu pempoayKTHBHH HW3MEHEHHs M MPOMCHH B YKH3HECIOCOOHOCTTA HA MOTOMCTBOTO,
xoraro fluralaner e mpunaran mepopajiHo Ha Kydera OT Mopojara Buren B 103a, 10 3 IBTH 1MO-BUCOKA
OT MaKCHMallHaTa mpernopbuana no3a (no 168 mg/kg tenecna maca fluralaner).

BeTrepuHapHUAT JICKapCTBEH MPOAYKT MMa MHOTO J00pa MOHOCHMOCT MPH KydeTa oT mopojara Ko ¢
neGHIIUT Ha MyJITHIEKapCTBEHA-pe3ucTeHTHOCT-TIpoTerH 1 (MDRI -/-), ciien eqHOKPaTHO TIEpOpatHO
TPUIIOJKEHME Ha JI03a, 3 ITTH TO-BHCOKA OT mpenopbhuanara mo3a (168 mg/kg Tenmecna maca). He ca
HAOIOTaBaHK KJIMHUYHU MPU3HAIN, CBBP3aHU C TPETHPAHETO.



3.11 CneuuajiHu orpaHuveHus 32 yNoTpeda U CHeNHATHH YCJI0BHA 32 YNOTPeda, BKIAIYUTETHO
OrpaHUYeHHUs 32 YIOTpedaTa HA AHTUMHMKPOOHH M MPOTHBONAPA3UTHU BeTePHUHAPHH
JIeKapCcTBEHHU NMPOIYKTH, C LieJI 1a ce OTPAHUYHM PUCKDBT OT Pa3BHTHE HA Pe3UCTEHTHOCT

He e npunoxxumo.
3.12 KapeHTHH cpOKOBe

He e npunoxumo.

4. DPAPMAKOJOI'NYHA UHO®OPMALIUA
4.1 Berepunapen jexkapcTBeH anatomo-TepaneBTu4eH ko (ATCvet Code): QP53BE02
42 dapmMakogIuHAMHKA

Fluralaner e akapuuma u uncektuiua. Edukacen e cpeury kbpiexu (1xodes spp., Dermacentor spp. u
Rhipicephalus sanguineus), 6s1xu (Ctenocephalides spp.), Demodex canis xbpiexu U capKONTO3HA
Kpacra (Sarcoptes scabiei var. canis) npu xydera.

Fluralaner HamansBa prucka oT undekuus ¢ Babesia canis canis upe3 tpancmucus or Dermacentor
reticulatus, karo youBa KbpiexKHTe B paMKHTe Ha 48 yaca, Ipeu Aa HACTHIIN TPAHCMHUCHS Ha OoJiecTTa.

Fluralaner namansBa pucka ot uagekuus ¢ D. caninum upes Tpancmucus ot Ctenocephalides felis,
KaTo yOnBa OBJIXUTE MPEIH Aa HACTHITN TPAHCMHUCHS Ha OoJIecTTa.

HauanoTo Ha edexra e B pamMKuTe Ha 8 yaca cien npukpenaneto Ha Obiaxure (C. felis) u 12 waca cien
npukpenBanero 3a |. ricinus u 48 vaca cien npukpensaneTo 3a Kbpiiesxku D. reticulatus. Hauanoro na
akapuImaHaTa euKacHOCT cperry Kbpiexute |. hexagonus e jpokaszano 7 JTHH CJIe TPETHPAHETO.

Fluralaner nma cuaHa akTHBHOCT cpemy OBJIXHUTE U KBPJCKUTE CJICH CKCIIO3ULIHA YpPE3 XPaHCHC,
CJICIOBATCIIHO TOH € CUCTEMHO aKTUBEH cpeily MpUNCIHUTE MapasuTH.

Fluralaner e cuieH wuWHXUOUTOp HA 4YAaCTU OT HEPBHATA CHCTEMa Ha apTPOIOJAUTE, 4Ype3
AHTArOHUCTUYHOTO CH JICHCTBUE BBPXY JIMTaHJ CBbp3aHuTe xjopuaHu kanamu (GABA-perentop u
glutamate-pemerrop).

[Ipu MonekysipHU MPHULENHU NMpoyyBaHus BbpXy GABA peuentopute Ha HACEKOMHTE MPH OBIXH U
myxH, fluralaner He ce NOBNIMSABA OT PE3UCTEHTHOCTTA KbM JAUEIIAPHUH.

ITpm in vitro 6uoananusure, fluralaner He ce moBiMsABa OT JOKa3aHa TOJIEBA PE3UCTCHTHOCT CPEILy
aMuInHU (KBpIexn), opranodocdatu (KbpIeKd, KPACTHH KBPIIEKH ), IUKIOIUEHH (KbPIEKH, OBIXH,
MyXH), MaKpPOUWKINYHA JIAKTOHH (MOPCKHM BBIIKH), (EeHWIMUpa3onn (KbpIexXH, OBIXH),
OeHzodeHmypen (Kbpiiexu), TUPETPOuan (KbPIICKH, KPacTHU KBbPJCKH), U KapOamaTH (KpacTHU
KBPJIEKH).

BeTepI/IHapHI/IHT JICKApCTBCH IPOAYKT IOONpPHUHACA 3a KOHTPOJ BBPXY IMOIIyJaluiaTa Ha ObIXU B
OKOJIHaTa cpeaa B paﬁOHH, A0 KOUTO TPETUPAHUTE Kyd€Ta UMaT JOCTHII.

HoBomosiBuiuTe ce OBJIXH BbPXY KY4ETO yMHUpAT, MPEAX Ja CHecaT JKH3HECHOCOOHH siima. In vitro
MPOYYBaHE CHINO JOKa3Ba, Y MHOT'O HHCKH KOHIeHTpanuu Ha fluralaner npekbcBaT mpoaykinusaTa Ha
JKU3HECTIOCOOHM stifiia oT ObiaxuTe. JKU3HEHUAT MUKBI HA OBJIXaTa € HapylleH mopaan Obp30TO HAYallo
Ha JEHCTBHETO W TPOIBIDKUTETHATa €PHUKACHOCT Cpeury BB3pacTHUTE (OpMU Ha OBIXUTE BBPXY
’KUBOTHOTO M JIUIICAaTa Ha MPOAYKITHS Ha )KU3HECTIOCOOHM sTifTIa.

4.3 ®apMaKOKHHETHKA



Crnen nepopanno npminoxkenue fluralaner ce pe3opOupa NecHO, JOCTUTAWKA MaKCUMAIIHU TIIa3MEHH
KOHIICHTpAIlMM B paMKUTe Ha | JeH. XpaHara mojoOpsiBa pesop6bumsra. Fluralaner ce pasmpenens
CUCTEMHO W JIOCTATA HaW-BUCOKHM KOHIIEHTPAIlMM B MAa3HUHHTE, IOCJIEIBAHU OT YEepHUS JApoO,
0B0penuTe U Myckynute. [IpoabmkuTeTHOTO TepcucTUpaHe 1 0aBHOTO eIMMHHMPAHE OT I1a3Mara (tu
= 12 pmHW) W Jwncata Ha €KCTEH3WBEH METa0OIHM3bM OCHTypsBaT €(EeKTUBHU KOHIIGHTPAUK Ha
fluralaner 3a BpeMeTo Ha HHTEpBaIa MEXIY Ao3upaHeTo. HabmomaBaHo € HHANBUIYATHO OTKIIOHEHHE
npu Cmax U t12. OCHOBHHSI HAUWH 32 €IMMUHHpaHE € eKCKpelusTa Ha HempoMeHeH fluralaner BBB
thexammure (~90 % oT mo3ata). BEOPEUHUAT KIMPBHC € MO-He3HAYUTETHUAT HAUNH Ha eIMMUHUPAHE.
5. DAPMAILIEBTUYHHU JAHHHAU

51 OcHOBHM HECHBMECTUMOCTH

He e npunoxumo.

5.2 Cpok Ha rogHocT

Cpok Ha TOZIHOCT Ha KpaiHUs BeTepUHAPEH JICKAPCTBEH MPOJYKT: 2 TOANHH.

5.3 CneuuajiHu ycJ10BHS 32 CbXpPaHeHHE

To3u BeTeprHApEH JEKapCTBEH MPOYKT HE N3MCKBA HUKAKBHU CIICIIUATHY YCIIOBHUS 32 ChXpaHEHHE.

5.4 Bwuawu chbcTaB HA MBPBUYHATA ONMAKOBKA

Kapronena xytusi, chabpkamia 1 Omuctep oT anymuHHEBO (osino, 3amedyaraHn ¢ kamak ot PET
aTyMUHHEBO (onno, Chbpkail 1, 2 niu 4 TabJIeTKU 3a JbBUCHE.

He Bcruuku pazmepn Ha onakoBKaTa Morat Jia ObJiaT Ipejiarany Ha nasapa.

5.5 ChoenmuajaHu MepKH 32 YHUIOKABaHE HA HEM3MOJ3BAaHN MPOAYKTH UM OCTATBHIM OT TAX
BerepuHapHuTe JeKapCTBEHU MPOAYKTH HE TPsiOBa Na ObJAT M3XBBPJSIHUA Ype3 OTHaJHH BOJH WIN
OHMTOBH OTIAIBIIH.

BerepuHapHUAT JeKapcTBEH MPOIYKT HE TPsiOBa Ja Oblie M3XBHPIJIAH BBB BOJHH OaceliHW, ThH Kato
fluralaner moxxe ma 6b/1e onaceH 3a BOAHUTE OE3rphOHAYHH.

Wznon3BaiiTe mporpamu 3a BpbIllaHE PY YHUIOKABAHETO HA HEM3IOI3BAaHH BETEPUHAPHU JICKAPCTBEHU

MIPOAYKTU WX OCTAaTbIUM OT TAX B CBOTBCTCTBUC C U3UCKBAHUATA HAa MCCTHOTO 3aKOHOJATCJICTBO U C
BCHYKHW HAIlMOHAJIHU CUCTEMHU 3a C'b6I/IpaHe, MPUJIOKHUMHU 3a CHOTBCTHHA BCTCPHUHAPCH JICKAPCTBCH

MPOJIYKT.

6. HNME HA IIPUTEXATEJS HA PASPEHIEHUETO 3A THPI'OBUSA
Intervet International B.V.

7. HOMEP(A) HA PASPEIIEHUETO 3A TbPI'OBUA

EU/2/13/158/001-015

8. JATA HA ITBbPBOTO U3JJABAHE HA PASPEHIEHUETO 3A ThPI'OBUSA

Jlata Ha IBPBOTO M3/aBaHe Ha pa3perieHueTo 3a Thprosus: 11/02/2014.



9. JATA HA ITIOCJIEJHATA PEJAKIIMSA HA KPATKATA XAPAKTEPUCTUKA HA
INPOAYKTA

{JUUMM/TTTT}

10. KJIIACU®UKALUS HA BETEPUHAPHUTE JIEKAPCTBEHU ITPOJAYKTHU
Ja ce oTIrycka caMo 110 JIEKapCKO MPEIUCAHHE.

IMoapobHa uHbopMaLKs 3a TO3U BETCPHHAPEH JICKAPCTBEH MPOAYKT MOKE J1a HaMepuTe B 0azaTta JaHHU
Ha Cwro3a otHocHO mpoayktute (https://medicines.health.europa.eu/veterinary).



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

1. HAMMEHOBAHUE HA BETEPUHAPHUS JIEKAPCTBEH ITPOJAYKT

Bravecto 112,5 mg criot-oH pa3TBOp 3a Ky4eTra oT MHOTO apebHa mopoxaa (2 — 4,5 kg)
Bravecto 250 mg criot-oH pa3TBOp 3a Kyuera ot apeOHa nmopoaa (>4,5 — 10 kg)
Bravecto 500 mg croT-oH pa3TBOp 3a Ky4eTa oT cpeana nopoaa (>10 — 20 kg)
Bravecto 1 000 mg criot-oH pa3TBOp KydeTa ot eapa nopoaa (>20 — 40 kg)

Bravecto 1 400 mg crioT-oH pa3TBOp 3a Ky4eTa OT MHOTO eapa mopoaa (>40 — 56 kg)

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

AKTHBHO BellIeCTBO.
Bceexn ml ceappxa 280 mg fluralaner
Bcsaka nmunera gocrass.

Bravecto cioT-oH pa3TBop Coabp:kaHue HA Fluralaner (mg)
nunerara (ml)
3a Ky4yeTa 0T MHOTO apebna mopoaa 2 — 4,5 kg 0,4 1125
3a Kydera ot apeOHa mopoxaa >4,5 — 10 kg 0,89 250
3a Kydera ot cpeana nopoaa >10 — 20 kg 1,79 500
3a KyueTa ot eapa nopoaa >20 — 40 kg 3,57 1000
3a Ky4yeTa oT MHOTO efpa mopoja >40 — 56 kg 5,0 1400

TToMmo1HH BeniecTBa:

KadecTBeH chCTaB HAa MOMOIIHUTE BelleCTBA U APYIruTe CbCTaBKHU

Dimethylacetamide

Glycofurol

Diethyltoluamide

Acetone

buctbp, Oe3nBeTeH 10 XKXBJIT Pa3TBOP 3a MPHJIAraHe BbPXY OTPAHUYEH yUacThbK.

3. KINHNYHA NTHOOPMALIUA

3.1 BupaoBe :KMBOTHH, 32 KOUTO e npeanaznadex BJII

Kyue

3.2 Tloka3anmus 3a ynorpeda 3a BCeKH BH/I ’KHBOTHH, 32 KOWTO € MpeIHa3HAYEH NPOAYKTHT

3a TpeTHpaHe Ha ONapa3UTsIBaHE C KBPIIXKHU U OBJIXH MPH KydeTa.

To3u BeTeprHapeH JIeKapCTBEH MPOIYKT € CHCTEMEH HHCEKTUIH U aKapUIH], KOWTO OCUTYpsiBa:

- He3abaBHa ¥ MPOABIDKUTEIHA aKTHBHOCT, yousaina obixure (Ctenocephalides felis u Ctenocephalides
canis) 3a 12 ceamuru, u

- He3abaBHAa M MPOABIDKHTENIHA AKTHBHOCT, yOuBamia kbpnekute (Ixodes ricinus, Rhipicephalus

sanguineus u Dermacentor reticulatus) 3a 12 ceamurn.

benxute u kbppiexuTe TpsOBA Ja ce MPHUKPEISAT KbM TOCTONPUEMHHUKA U J1a 3all0YHAT JIa Ce XPaHsAT, 3a
1a MOXKe Ja ObIaT U3JI0KEHN Ha IEHCTBUETO HA aKTUBHOTO BEIIECTBO.



BerepuHapHHAT JeKapcTBEH MPOLYKT MOXKE Jia c€ U3I0JI3Ba KAaTO YacT OT CTPaTerusITa 3a KOHTPOJ Ha
aNepruyeH aepMaTtuT, npuauHeH ot 0bixu (FAD).

3a neyeHne Ha JeMo/ieKo3a, npuunHeHa ot Demodex canis.
3a TpeTHpaHe Ha Omapa3uTsABaHE MPU CAPKOMTO3HA KpacTa (Sarcoptes scabiei var. canis).

3.3 IIporuBomoka3zanusi

I[a HE C€ U3II0J3Ba IIPU CBPBbXUYYBCTBUTCIHOCT KbM aKTUBHOTO BE€IIECTBO UJIU KbM HAKOC OT IIOMOIITHUTE
BC€IICCTBA.

3.4 CneuuajiHu mpeaynpesKaeHus

[Tapasuture TpsOBa 1Ma 3amovHAT J1a CE XPaHAT OT TOCTONPHEMHHUKA, 3a Ja OBbJaT M3JI0KECHU Ha
neiictuero Ha fluralaner; cregoBaTeNHO PHUCKBT OT TpPAaHCMHCUS Ha OOJECTH, IMpeNaBaHU upe3
Mapa3uTUTe, He MOXKeE J1a ObJe U3KITIOUEH.

Henyxnata ymorpeba Ha MpOTHUBOMApasUTHU MPOAYKTH WIM ymHoTpebara, OTKJIOHSBAIlAa C€ OT
uHCTpYyKuuuTe, naaeHn B KXII, Moxe na MOBUIIY HATUCKA OT CENEKIMS Ha PE3UCTEHTHOCT U Ja AOBEIE
JI0 HaMaJieHa e(UKacHOCT. PemeHneTo 3a U3Moa3BaHe Ha BETepUHAPHUS JIEKapCTBEH MPOIYKT TPsOBa
Jla ce OCHOBaBa Ha MMOTBbP)KIaBaHE Ha MMapa3uTHUS BUJ U TEXKECTTA Ha ONapa3uTsIBaHETO, WM Ha pUCKa
OT OIapa3uTsIBaHE Bb3 OCHOBA HA EMUACMHUOIOTUYHUTE My 0COOEHOCTH, 3@ BCAKO OTAEIHO XHBOTHO.

TpsiOBa na ce pasriaeaa Bb3MOKHOCTTA IPYTH JKUBOTHU B CHIIIOTO IOMAaKUHCTBO Ja OBJAAT U3TOYHUK Ha
MOBTOPHO 3apa3sBaHe C MMapa3uTH, KaTo Te CIe/Ba Jla Ce TPETHPAT MPU HEOOXOAUMOCT C ITOIXOISII
BETEpUHAPEH JIEKAPCTBEH MPOAYKT.

3.5 CneuuajHu npeanasHu MepKH NpH ynorpeoda

Crennaniy npeana3ii MEPKH 3a 0e30macHa ynoTrpe0da Ipy BUIOBETE KUBOTHH, 3a KOMUTO €
npeadasuaued BJIIT:

[Ipennaszuu mepku TpsiOBa Aa ObIAT B3ETH, 32 Ja C€ M30ETHE KOHTAKT Ha MPOJYKTa C OYUTE HA KY4ETO.
[a He ce mpunara AMPEKTHO BbPXY KOXKHU JIE3UU.

He xprere KydeTo U He My MO3BOJISIBANTE JIa C€ TTOTONM BHB BOJIA WJIH Ja IUTyBa BB BOJHU OaceiiHu B
paMKuTe Ha 3 THU CIea TPETUPAHETO.

[Ipu nurica Ha HAMYHY JaHHW, TO3W BETEpUHAPEH JIEKaPCTBEH MPOAYKT HE TPSAOBa J1a Ce U3II0JI3BA ITPH
KyYeHIIa, II0-MaJIKi OT 8-CeIMIYHa BB3PACT W/HIIK KydeTa ¢ TeJIeCHa Maca TIo-MajIko ot 2 Kg.
BerepuHapHUST JieKapCTBEH MPOAYKT HE TPsAOBa Ja ce Mpuiara mpe3 WHTEPBajH, MO-KPaTKU OT 8§
CE/IMHUIIU, ThH KaTO 0E€30IIaCHOCTTA MPH IMO-KbCH WHTEPBAIH HE € M3IIMUTBAHA.

To3u BeTeprHApeH JIEKapCTBEH MPOAYKT € 32 JIOKATHO MPUJIOKEHHE W He TPsAOBa na Obje mpuiiaran
MEPOPAJIHO.

CrielnaiHy pena3Hi MEPKH 3a JIMIaTa, Ipujiaraliiyd BeTepUHAPHUS JIEKAPCTBEH MPOIYKT Ha
KHUBOTHUTC:

KoHTakThT ¢ BeTepHUHAPHUS JICKAPCTBEH MPOAYKT TPsOBa Ja ce M30srBa W 3alUTHUTE PHKABUIM 32
€JIHOKpaTHa ynotpe0a, MOJYyYeHH C TO3H BETEPUHAPEH JICKAPCTBEH MPOAYKT B MSCTOTO HA MpoJiax0a,
TpsiOBa Jia ce HOCAT MPH padoTa ¢ BETEPUHAPHHUS JICKAPCTBEH MPOAYKT MOPAIU CICAHUTE PUIHHU:
[Ipu mampk Opoii XOpa ca JOKJIAABaHH PEAKINH Ha CBPBbXIYBCTBUTEIHOCT, KOWTO MIOTEHIIMATHO MOTAT
Jla ObJIaT CEPUO3HM.

Xopa cbe cBpbX4yBCTBUTENHOCT KbM fluralaner wmu xkbM HAKOE OT TOMOIIIHUTE BellleCcTBa TPsiOBa 1a
M305TBaT BCAKAKBO M3JIaraHe Ha BETEPUHAPHHUS JICKAPCTBEH MPOJIYKT.

BerepuHapHUAT JIeKapCTBEH MPOAYKT CE€ CBbpP3Ba C KOXKAaTa M MOXKE /1a C€ CBBPKE U C MOBBPXHOCTU
CJie]] pa3liiBaHE HA BETCPUHAPHMUS JICKAPCTBCH NPOayKT. KokHM 00pUBH, U3TPHIIBAHE WM CKOBAHOCT
ca chOOIIeHN MTPH MATBEK Opoii TUIa clel KOHTAKT ¢ KOXKaTa.

IIpu KOHTAKT ¢ KOkaTa, He3a0aBHO M3MHITE 3acerHarara o0JacT ChC callyH W Bona. B Hakowm cirydan
CamyHBT W BOJATa HE ca JOCTAaThYHH, 33 JIa CE OTCTPAHH BETEPUHAPHUAT JICKAPCTBEH MPOAYKT OT
MPBCTUTE.
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KoHTakT ¢ BeTepHWHApHUs JICKAPCTBEH MPOAYKT MOXKE Ja HACTBIUM U MpH paboTa/3aHUMAaHUS C
TPETHPAHOTO JKUBOTHO.

YBepere ce, ue MACTOTO Ha MPHJIOKEHHE Ha BaIETO KUBOTHO BEYe HE € 3a0elIeKUMO, MPEIU OTHOBO
Jla OCBIIECTBUTE KOHTAKT C MIACTOTO Ha MpmiaraHe. ToBa BKJIIOYBA TYIIKAaHE HAa >KUBOTHOTO H
CTOZICTISIHE HA JISTJIO C )HBOTHOTO. 3a J1a U3ChXHE MICTOTO Ha MPUIOKEHHETO OTHeMa 10 48 daca, HO
MSCTOTO IIe OB 3a0€/IeKHMO 3a MO-ABJIT0 BpeMe. AKO Ce IPOSBAT KOKHU PEaKIMK, KOHCYJITHPANTe
Ce C JICKap U My NOKaKETe ONaKOBKAaTa Ha BETCPUHAPHUS JICKAPCTBEH MPOJIYKT.

Xopa C YyBCTBUTEIIHA KOXa WM C YCTAaHOBEHA KAaKBAaTO W Jla € aJeprus, HalpuMep KbM JApPYTH
BETEPUHAPHU JIEKAPCTBEHU MPOIYKTH OT TO3HM THII, TPSOBa na pabOTAT C MOBUIIEHO BHUMAaHHE C
BeTepI/IHapHI/ISI HeKapCTBeH HpOIIYKT, KAaKTO U C TpeTI/IpaHI/ITe JKHUBOTHH.

To3u BeTeprHAPEH JIEKAPCTBEH MPOAYKT MOXKE J]a MPUYMHU JIpa3HeHe Ha ounTe. [Ipy KOHTAKT C OYUTe
He3a0aBHO M3IIJIaKHETE OOMIIHO C BOJA.

To3u BeTepuHApPEH JIEKAPCTBEH MPOJAYKT € OmaceH mpH moribinaHe. ChXpaHsSBalTe BEeTEPHHAPHHS
JICKApCTBEH NPOJAYKT B OPUTMHAIHATA OMAKOBKA Mpeau ynorpeda, ¢ 1eid Jla ce Mpeanassr jenara oT
JMUPEKTEH JOCTBI JIO BETEPUHAPHHS JIEKAPCTBEH MPOIYKT. YmoTrpeOeHaTa mumera TpsOBa na ce
U3XBBPJM He3abaBHO. [Ipu ciydaiiHO HmOrIbIIaHe, He3a0aBHO Ja Ce MOThPCH MEAUIIMHCKU ChBET, KaTO
Ha JIEKaps ce Pe0CTaBH JINCTOBKATA WJIM €TUKETA Ha IIPOAYKTa.

BerepuHapHUAT JIeKapCTBEH MPOAYKT € CHIIHO 3anmanuM. Jla ce chXpaHsBa Janed OT TOIUIMHA, HCKPH,
OTKPHUT IIAMbK WJIM IPYTd W3TOYHHUIM Ha 3amajiBaHe. [Ipu ciaydaiHO pas3iuBaHe, HAIPUMEP BBHPXY
MOBBPXHOCTHTE Ha Macara WM I0J1a, OTCTPaHEeTe pasjieTHs BETEPUHAPEH JIEKAPCTBEH MPOAYKT C
moMouiTa Ha XapTI/ISI U IIOYUCTETC MACTOTO C ILCTepFeHT.

CrienmanHu OpeanasHy MEPKH 3a 3alll[Ta Ha OKOJHATA Cpefa:
Ha tpetupanure kydera He TpsiOBa Aa ce pa3pelana Ja BIN3aT B IOBbPXHOCTHUTE BOAU B IPOJBIKEHHUE
Ha 48 yaca clie; TpeTHUpaHeTo, 3a Ja ce n3derHat HeOmaronpusITHA eeKTH BbPXY BOJHUTE OPTraHU3MU.

3.6 Heb6aaronpusiTHu peaKnuu

Kyue:
Yectn KoxHu peakiuu B MACTOTO Ha IPHIIOKCHHE (xato
Epurema, Anomners)

(1 mo 10 ma 100 TpeTnpaHu KUBOTHH):

Mmoro peznkn Jleraprus; AHopekcus,
(mo-manko ot 1 Ha 10 000 TpeTrpanu
HUBOTHH, BKJIIOUMTEITHO U30JIUPAHH
CHOOIICHHS )

Emesuc, uapus;
Copbex;

Myckynen Tpemop, Atakcus, KouByncus.

# JICKU U IPCXOJHU

Cpo0maBaHeTo Ha HEONAroNMPHUATHU PEAKIKHU € BaKHO. T0Ba MO3BOJISIBa HENIPEKbCHAT MOHUTOPUHT Ha
0e30MacHOCTTa Ha BETCPUHAPHHUS JICKApCTBEH MpoaykT. ChoOleHusTa TpsAOBa J1a Ce M3Mpallnar, 3a
NpEANOYUTaHE Ype3 BeTepUHAPEH JIeKap, M Ha MPUTEKATEIs Ha pa3pelIeHueTo 3a ThProBUs, WK Ha
HAIIMOHAHUST KOMIIETEHTEH OpraH upe3 HallMOHAIHATA CHCTeMa 3a choOIIaBaHe. Bmkre chIlo TOYKa
»JJAHHH 32 Bpb3Ka'* OT JIMCTOBKATA.

3.7 Ymnortpeb6a mo BpeMe Ha OPEMEHHOCT, JIAKTAIUS WJIH SIiieHOCEeHe
be3onacHocTTa Ha BeTepHHAPHUS JIEKAPCTBEH MIPOIYKT € JOKa3aHa IIPU KydeTa 3a pas3Iliof U Mo Bpeme
Ha OpEeMEHHOCT W JIaKTalus Ipu KydeTa. Moke [a ce mpujiara npH KydeTa 3a pas3Iuio] U 10 BpeMe Ha

6peMeHHOCT " JIaKTaluys Ipyu Ky4eTa.

3.8 BzammopaeiicTBHE ¢ APYTH BeTePUHAPHH JIEKAPCTBEHU NPOAYKTH U APyru (popmu Ha
B3auMojelicTBHe
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He ca uzBecTHu.

Fluralaner mma BucoKka cTereH Ha CBbp3BaHe C IIa3MEHUTE IPOTEUHU U MOXKE J1a C€ KOHKYPHpA C IPYTH
AKTHBHHU BEIIECTBA C BUCOKA CTCIICH Ha CBBP3BAHC, KATO HECTCPOUAHU ITPOTUBOBB3NAIIUTECIIHU CPEICTBA
(NSAIDs) u xymapuHOBOTO Mpou3BoAHO Bapdapun. Mukydanusara Ha fluralaner B npuchCcTBHETO Ha
KaprnpodeH win BaphaprH B I1a3MaTa Ha Ky4eTO B MAKCHMAaTHO OYaKBaHHUTE TIA3MEHHU KOHIICHTPAIHH
HE HaMajsiBa MPOTEHHOBOTO cBBp3BaHe Ha fluralaner, xapmpoden wmm Bapdapun. [lo Bpeme Ha
na60paT0pHH N KIMHHUYHH IIOJICBH H3IIMTBAHUS, HEC Ca Ha6HIOZ[aBaHI/I B3aHMOIIeI7[CTBPIf[ MEXKIOYy
BETCPUHAPHUS JIEKAPCTBEH MIPOAYKT U OOMYAHO M3IMION3BaHUTE BETEPHHAPHU JICKAPCTBEHU IPOIYKTH.

3.9 HauwuH Ha NpWJIOKEHHE H T03MPOBKA
3a npwiaraie BbpXy OTPaHHYCH yYacThK.

BerepuHapHHAT JeKapcTBEH NPOAYKT TpsOBa Ja ce Mpuiara CbIJIacHO cieaHarta Tabnuia
(cvotBeTcTBaIO Ha 1 103a ot 25-56 mg fluralaner/kg Tenecuna maca):

TenxecHa KoHuenTpauus u Opoii Ha NUNeTUTE, KOUTO TPSIOBA 1A Ce MPUIIOKAT

Maca Ha Bravecto Bravecto Bravecto Bravecto Bravecto
kydero (Kg) | 1125mg 250 mg 500 mg 1,000 mg 1400 mg

2-45 1

>4.5 - 10 1

>10-20 1

>20 - 40 1

>40 - 56 1

3a KyueTa ¢ TejaecHa Maca Haja 56 kg, uznon3BaiiTe KoMOUHAIMS OT JBE IMHIIETH, KOUTO HAi-MHOTO
CBHOTBETCTBAT HA TEJCCHATa Maca.

[IpunaraneTo Ha MO-HHWCKAa 1032 MOXE Ja JoOBele J0 HeedeKTHBHA ymoTpeda M MoOXe Ja
0JTarompuATCTBA PA3BUTHETO HA PE3UCTCHTHOCT.

MerTo/ Ha IpHIIOKEHHUE

Crpnka 1: HenocpeacTBeHo mpean ynotpeda oTBOpeTe
camrero v u3Bajere nunerara. [loctaBere ppkaBHIIN. <[>
[Tunerara TpsiOBa Aa ce IbPKU B OCHOBATa HIIH B
rOpHaTa TBBPAA YacT MOJ[ Karadkara B U3IPaBeHa
MO3UIMS (C BbpXa Ha rope) NMpH OTBAPSHETO . -/
Kanaukata Tpa0Ba Ja ce 3aBbpTHU 10 IOCOKA Ha
YaCOBHUKOBATA CTPEIKa MIIM OOPATHO C €MH IIbJICH
o0opoT. Kamaykara 1ie ocTane Ha MUMeTara; He €
BB3MOXKHO J1a 51 oTcTpanute. [lunerara e oTBopeHa u
rOTOBA 3a MPUJIOKEHUE, KOTaTO CE€ YCETH CUYNBAHETO Ha
iombara.

A

Crpnka 2: KyueTo TpsOBa J1a € U3MPaBEHO WIIH Ja JISKHU C TPh0 B XOPU30HTAITHO MOJIOKEHHE M0 BPpeMe
Ha npuioxenneto. [locraBere Bbpxa Ha MHIETAaTa BEPTUKAITHO BBPXY KOXKaTa MEXIy JIOTIATKATE Ha
Ky4eTo.

Crpnka 3. BHUMaTeHO CTHCHETE MHIIeTaTa W MPHIIOKETE ISUIOTO ChABPKAHUE TUPEKTHO BBHPXY
KO’KaTa Ha Ky4eTo Ha €THO MACTO (KOTaTo 00eMBT € MabK) WM Ha HIKOJIKO MECTa, MO IBJDKHHATA Ha
rppba Ha Ky4eTo, OT paMoTO [0 OCHOBaTa Ha omalikara. M30sarsaiite mpuiiaraneTo Ha moseue ot 1 ml
pa3TBOp Ha €IHO MSCTO, THil KATO YacT OT Pa3TBOPA MOXKE J1a U3TE€UE WX Ja TIOKare OT Ky4eTo.
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Cxema Ha TpeTupaHe

ITpu omapasuTsBaHus ¢ OBJIXH U KbPJICKH HEOOXOJMMOCTTA OT MOBTOPHOTO(HMTE) TpeTupaHe(us) H
YyecToTara My TpsiOBa Ja ce OCHOBaBaT Ha MpoQecHOHANeH ChBET M TpsOBa Aa ce B3eMe NpEABUA
MeCTHaTa enueMUOJIOrMYHa 00CTaHOBKA M HAYMHA Ha )KUBOT Ha KUBOTHOTO.

3a onTHMalieH KOHTPOJI HA OMapa3UTABAHETO C KbPIIEKH U OBJIXH, BETCPUHAPHUAT JIEKAPCTBEH IIPOAYKT
TpsiOBa Ja ce mpuiara npe3 UHTepBaiIu OT 12 ceaMuIiy.

3a TpeTupaHeTo Ha omapasuTIBaHHs ¢ Kbpiexxu Demodex canis, TpsiOBa a ce IpUIoKH eHa 1032 OT
BETCPUHAPHHUS JIEKAPCTBEH IMPOAYKT. ThH KaTo IemMoaexo3aTa € MHOTO(aKTOpHO 3aboiisBaHe, ce
NpenopbhYBa ChINO TaKa Ja CE TPETHUPA BCIKO CHIIBTCTBAIIO 3a00JIIBaHE MO MOIXO AT HAUUH.

3a TpeTHpaHeTo Ha ONapa3uTsIBaHUs IIPU CApKONTO3HA KpacTa (Sarcoptes scabiei var. canis), Tpsiosa aa
ce MPWIOXKH €JHa 10332 OT BETEpUHApPHHA JIEKapCTBEH NpoaykT. HeoOxommmocTtra OT HOBTOPHO
TpeTHpaHe U YecToTaTa My TpsiOBa Jia ca ChoOpa3eH! ChC ChBETA Ha TIPEAMTUCBAIINS BETEpUHAPEH JIeKap.

3.10 CumnroMu Ha npego3upaHe (M KOraTo e NPUJIOKUMO — NPOLEAYPH HA JielicTBHE NPH
CHEIIHH CIyYau U AHTHAOTH)

He ca nabmiomaBaHn HeONAaronpusITHU pEaklHWM Cliell NpHilaraHe BbPXY OTPaHUYEH YYacThbK HpPHU
Ky4eHIla Ha 8 — 9 ceagMuyHa BB3pacT U ¢ TenecHa Maca 2,0 — 3,7 kg, Tpetupanu ¢ no3a 10 5 bTH 110-
BHCOKa OT MaKCHMallHaTa mnpernopbuana mo3a (56 mg, 168 mg u 280 mg fluralaner/kg temecna maca),
TPH ITBTH IIPe3 MO-KPATKH HHTEPBAJIH OT NMpENopbyaHuTe (§-CeIMUIHN UHTEPBAIIN).

He ca nokasaHu penpoXyKTHBHH M3MEHEHHs M NPOMEHH B XH3HECHOCOOHOCTTa Ha IOTOMCTBOTO,

korato fluralaner e mpuiiaran nepopaiHo Ha Ky4eTa oT mopojara bures B 103a, 10 3 THTH MO-BHCOKA

0T MakCHMaJiHaTa npenopsuana go3a (1o 168 mg/kg renecna maca fluralaner).

Fluralaner muma wmHOro m00pa TOHOCHMMOCT Ipu Kydera oT mnopogata Komm ¢ gepuunur Ha

MyJITHIIeKapcTBeHa-pe3ucTeHTHOCT-ipoTerH 1 (MDR1 -/-), cien eiHOKpaTHO MepopaHo MPHI0KEHHE

Ha 7103a, 3 BT MO-BHCOKA OT MaKCHMMasiHaTta mpenopbuana jgo3a (168 mg/kg tenecna maca). He ca

HaOJTI0aBaHy KIIMHUYHHU TPU3HAIN, CBBP3aHH C TPETUPAHETO.

3.11 CneuuajiHu orpaHuveHus 32 yNoTpeda v CeNHATHH YCJI0BHA 32 YIOTPe®a, BKIIOYHUTETHO
OrpaHUYeHHUs 32 YIOTpedaTa HAa AHTUMHMKPOOHH M IPOTHBONAPA3UTHU BeTePUHAPHH
JIeKapCTBEHHU NMPOIYKTH, C [IeJI 1A ce OTPAHUYM PUCKDBT OT Pa3BHTHE HA Pe3UCTEHTHOCT

He e npunoxumo.

3.12 KapeHTHH CpOKOBe

He e npunoxumo.

4.  ®APMAKOJIOTMYHA UHO®OPMAIIUS
4.1 Berepunapen jexkapcTBeH anatomo-TepaneBTu4en koa (ATCvet Code): QP53BE02.

42 dapmakoguHAMHUKA
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Fluralaner e akapuuma n uncextuima. Edukacen e cpenry kbpiexu (1xodes spp., Dermacentor spp. u
Rhipicephalus sanguineus), 6s1xu (Ctenocephalides spp.), Demodex canis kbpiexu U capKkonTo3Ha
Kpacra (Sarcoptes scabiei var. canis) mpu xKydera.

HauanoTo Ha edukacHocTTa € B pamkuTe Ha 8 yaca 3a 0baxu (C. felis) u 12 vaca 3a kbprexu (. ricinus).

Fluralaner mma cuiiHa aKTHBHOCT CpPEIIy OBJXUTE W KBPIICKUTE CIEH CKCIIO3WIHS Ype3 XpaHEHe,
CJIeI0BAaTEIHO TOM € CUCTEMHO aKTUBEH CPEIly IMPUILIETHUTE Mapa3uTH.

Fluralaner e cunmen wHXMOWTOp Ha dYacTH OT HEpPBHATaA CHCTEeMa Ha apTPOIOAWTE, dUpe3
AHTarOHHCTUYHOTO CHU JEHCTBUE BBHPXY JMraHA-CBbp3aHuTe xyopuaHu kaHanu (GABA-penenrtop u
glutamate-peuenrop).

[Ipu MonekysipHU MpHULETHU NMpoy4yBaHus BepXy GABA pelentopute Ha HACEKOMHTE MPH OBIXH U
myxH, fluralaner He ce OBNMsABA OT PE3UCTEHTHOCTTA KbM JAUEIAPHUH.

IIpu in vitro 6uoananusute, fluralaner He ce MOBIHsIBA OT JOKa3aHa TIOJIEBA PE3MCTEHTHOCT CPEINY
aMHUIUHA (KBbpiexH), opraHodocdaT (KbpIeKH, KPACTHA KbPIIEKH), HUKIOANEHH (KBPIICKH, OBIXH,
MYXH), MAaKpOIUKINYHA JIAKTOHH (MOPCKH BBINKH), (GEHWINMHPA30au (KBPIICKH, OBIXH),
oerzodenHmtypen (KbpIexu), THPETPOran (KbpJIeKH, KPAaCTHH KbpJEkKH), U Kapbamath (KpacTHH
KBPIIEKH).

BerepuHapHUAT JEeKapcTBEH MPOAYKT JONPHUHACS 32 KOHTPON BBPXY IOMyJaluiTa Ha OBIXU B
OKOJIHATA Cpela B pailoHH, 10 KOUTO TPETUPAHUTE KydeTa UMaT TOCTHII.

HoBomosiBuinTe ce OBJIXH BbPXY KY4eTO yMHUpAT, MPEAU Ja CHecaT KH3HECHOCOOHH siina. In vitro
MPOyYBaHe CHINO JOKa3Ba, Y€ MHOTO HUCKH KOHIEeHTpanuu Ha fluralaner mpexbcBaT mpogyknuara Ha
KU3HECTIOCOOHH siiIa OT ObyixuTe. JKU3HEHUAT UKBI Ha ObJIXaTa € HapylIeH Mopajan Obp30TO HAYaIo
Ha JEHCTBHETO M NPOIBIDKUTENHATAa €()UKACHOCT Cpelly Bb3pacTHUTE (GOpPMHU Ha OBIXUTE BHPXY
JKUBOTHOTO | JIUTICAaTa Ha MPOIYKIIHS Ha )KU3HECTIOCOOHH ANIIA.

4.3 @apMaKkoOKMHETHKA

Fluralaner ce pesopOupa JIECHO OT JIOKQTHOTO MSCTO Ha MPHIOKCHHE B KO3WHATA, KOXKara M
MIOJIKOYKHHUTE ThKaHH, OTKBJETO 0aBHO ce pe3opOupa BbB BacKyiapHara cucreMa. [lnato B mia3mara ce
HabmogaBa Mexay 7 v 63 THU clief] TPUIIOKEHUETO, CIIe]l KOETO KOHI[EHTpaIsITa 6aBHO ce TIOHMKABa.
IIpoaBIKUTETHOTO TIPUCHLCTBUE, 0ABHOTO EIMMHUHHPAHe OT Tura3marta (tip = 21 gHM) u oumcarta Ha
EKCTEH3MBEH METa0OM3bM OCUTYpsIBAT e(EeKTUBHU KoHLeHTpauud Ha fluralaner 3a BpemeTo Ha
MHTEpBajia Mexay ao3upaHero. Hempomenenusr fluralaner ce ekckpeTupa BbB (EKATMUTE U B MHOTO
HHUCKA CTETIeH B YpHHATA.

5. DAPMAILEBTUYHHU JAHHHAU

51 OcHOBHM HECHBMECTHMOCTH

He ca u3zBecTHu.

5.2 Cpoxk Ha rogHocT

Cpok Ha TOOHOCT Ha KpailHUs BeTEpUHAPEH JIEKApCTBEH MPOTYKT:

Bravecto 112,5 mg cioT-oH pa3TBOp: 2 TOIUHH.

Bravecto 250 mg /500 mg /1 000 mg / 1 400 mg crioT-oH pa3TBOpP: 3 TOUHH.

5.3 Cneuuajinu ycj10BHs 32 CbXpaHeHHe
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To3u BeTepHHAPCH JICKAPCTBEH MPOIYKT HE U3UCKBA HUKAKBY CIICIIUAIHU TEMIICPATYPHU YCIOBHUS 32
cbxpaHenue. [Tunetute TpsOBa Ja ce ChXpaHsABAT BbB BHHIIIHATA OMAKOBKA C IeJT TPENa3BaHe OT
3ary06a Ha pa3TBOp WM MoeMaHe Ha Biara. Camrerarta TpsiOBa J1a c€ OTBAPSAT HEMOCPEIACTBEHO MPEIH
ymnoTpeoa.

5.4 Bwuawu chbecTaB HA MBPBUYHATA ONMAKOBKA

Ennono3oBa numneta, u3paboTreHa OT JaMUHUPAHO aTyMHHHEBO/TIOIUIIPONIICHOBO (QOINO, 3aTBOpEHa
¢ HDPE kamadka u omakoBaHa B callle OT JIJAMHHHPAHO aTyMHHHEBO (oymo. Beska kapToHEeHa KyTHs
chabpka 1 wim 2 nunety u 9nT phKaBUIM 32 BCSIKA MHUIETA.

He Bcuuku pazmepu Ha onmakoBKaTa MOrat Aa ObJaT NMpeajaraHy Ha masapa.

5.5 CrhenuajHu MepKH 32 YHUIIIOKABaHe HA HEM3MOJI3BAHN MPOAYKTH HJIH OCTATHIHU OT TAX

BerepuHapHuUTe J€KapCTBEHH MPOAYKTH He TPpsAOBa na ObIAT M3XBBPJSHHA UPE3 OTHATHU BOIH HIIH
OUTOBHU OTIIALBIIY.

BerepruHapHUAT JIEKApCTBEH MPOIYKT He TPpsOBa na OBbJe M3XBBPIISAH BbB BOJHHM OaceiHH, THH KaTo
fluralaner moxe na 6b7e omaceH 3a BOAHUTE Oe3rpbOHAYHH.

W3mom3BaiiTe IporpaMu 3a BpbIaHe IPH YHUIOKABAHETO HA HEU3ITOA3BAHH BETEPUHAPHH JIEKApCTBEHN
MPOAYKTH WM OCTATBIIH OT TSAX B CHOTBETCTBHE C M3WCKBAHUATA HA MECTHOTO 3aKOHOIATEICTBO M C
BCHYKM HAIMOHAIHU CHCTEMH 3a ChOWpaHe, MPUIOKHMH 32 ChOTBETHHS BETEPHHAPECH JIEKAPCTBEH
HPOIYKT.

6. NME HA TPUTEXATEJIS HA PASPEIIEHUETO 3A ThbPT'OBUS

Intervet International B.V.

7. HOMEP(A) HA PASPEIIEHUETO 3A ThbPI'OBUSI

EU/2/13/158/016-017  112,5mg

EU/2/13/158/020-021 250 mg

EU/2/13/158/024-025 500 mg

EU/2/13/158/028-029 1 000 mg

EU/2/13/158/030-031 1400 mg

8. JATA HA IBPBOTO U3JJABAHE HA PASPELHIEHUETO 3A ThPI'OBUSA

Jlata Ha TBPBOTO M3/aBaHe Ha pa3perieHueTo 3a Thprosus: 11/02/2014.

9. JIATA HA IOCJIEJHATA PEJAKIUSI HA KPATKATA XAPAKTEPUCTUKA HA
MNPOAYKTA

{JJUMM/TTTT}

10. KJIACHUDPUKAIMSA HA BETEPUHAPHUTE JIEKAPCTBEHU NPOAYKTHU

I[a CC OTITyCKa CaMO II0 JICKApPCKO MMPEAITMCaHune.

IMoapo6Ha nHpOpMAIKS 32 TO3U BETEPUHAPEH JIEKAPCTBEH MPOLYKT MOKE J1a HAMEpHTE B 6a3aTa JaHHU
Ha Crro3a otHocHO mpoayktute (https://medicines.health.europa.eu/veterinary).
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1. HAUMEHOBAHUE HA BETEPUHAPHUSA JIEKAPCTBEH ITPOAYKT
Bravecto 112,5 mg criot-on pa3tBop 3a apedbuu xotku (1,2 — 2,8 kg)

Bravecto 250 mg crnioT-oH pa3TBOp 3a CpeIHO rojeMu KoTku (>2,8 — 6,25 Kg)
Bravecto 500 mg criot-oH pa3tBop 3a eapu koTku (>6,25 — 12,5 kg)

2. KAYECTBEH U KOJIMYECTBEH CHCTAB

AKTHBHO BelIECTBO.

Bceexu ml ceabpxa 280 mg fluralaner
Bcesixa numnera nocrass:

Bravecto cnior-on pa3TBop Cobabp:kaHue Ha Fluralaner (mg)
nunerara (ml)
3a npebun kotku 1,2 — 2,8 kg 0,4 1125
3a cpesHo rojgeMu Kotku >2,8 — 6,25 kg 0,89 250
3a eipu KOTKH >6,25 — 12,5 kg 1,79 500

ITomomHu BemiecTBa:

KauecTBeH ¢cbCcTaB Ha IMOMOIIHUTE BC€IIECTBA U APYIUTEC CbCTABKHU

Dimethylacetamide

Glycofurol

Diethyltoluamide

Acetone

Buctbp, 6e31uBeTeH 710 )KBJIT pa3TBOP 3a MpUJIaraHe BbpXy OrPaHUYEH YYaCThK.

3. KINMHUYHA NTHO®OPMAIIU S

3.1 Bwunaose :KMBOTHH, 32 KOUTO e npeaHaznaven BJIII

Kotka

3.2 Tloka3zanus 3a ynorpeda 3a BCeKH BUJI )KHBOTHH, 32 KOWTO € MpeIHA3HAYEH NPOAYKTHT

3a TpeTHpaHe Ha ONAPA3UTABAHE C KBPIICKHU M OBJIXHU MPH KOTKH.

To3u BeTepruHapEH JIEKaPCTBEH MPOAYKT € CHCTEMEH MHCEKTUIM] U aKapUIIH/, OCHTYpsIBalll He3a0aBHA
U MIPOIBIDKUTENIHA aKTUBHOCT, youBaiia onixure (Ctenocephalides felis) u kpprexute (Ixodes ricinus)

3a 12 ceqMuUIn.

briaxute n KBbPJICKUTE Tp}l6Ba Ja C€ NPUKPECIIAT KbM I'OCTOIIPUEMHUKA U [1a 3all04YHAT Ja C€ XpaHAT, 3a
Jda MOXKEC J1a 6’I>,I[aT H3JI0KCHU Ha ,I[CﬁCTBPIeTO Ha aKTUBHOTO BCIICCTBO.

BerepuHapHUAT JIeKapCTBEH MPOIYKT MOKE Jla Ce M3MO0JI3Ba KaTO YacT OT CTpaTerusATa 3a KOHTPOJI Ha
anepruyeH JepMaTuT, npuuuHeH oT 0baxu (FAD).

3a TpeTHpaHe Ha omapasuTsaBaHe ¢ yinHu kbpieku (Otodectes cynotis).

3.3 IIporuBomoka3anus
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I[a HE CC U3M0JI3BA MMPU CBPBXYYBCTBUTCIIHOCT KbM aKTUBHOTO BCHICCTBO WK KbM HAKOC OT ITIOMOIIIHUTC
BCIICCTBA.

3.4 ChnenuajaHu npeaynpexIeHus

[Tapasuture TpsOBa Ja 3aMovHAT Ja C€ XPaHAT OT T'OCTONPHEMHHMKA, 3a Ja OBbJaT M3I0KECHU Ha
neiicteuero Ha fluralaner; ciieoBaTeIHO PUCKBT OT TPAaHCMHCUS Ha OOJECTH, MpeNaBaHU upe3
[apasuTUTE, He MOXKE J1a ObJe U3KITIOUEH.

Henyxnata ymorpeba Ha MpOTHUBOMApasUTHU MPOAYKTH WIM ymHoTpebara, OTKJIOHSBAIla c€ OT
uHcTpykuuure, ganenu B KXII, Mmoke 1a NOBUILM HATUCKA OT CEJICKIUS Ha PE3UCTEHTHOCT U J1a T0BEE
JI0 HaMaJieHa e(UKacHOCT. PemeHneTo 3a U3Mo3BaHe Ha BETEpUHAPHUS JIEKApCTBEH MPOIYKT TPsOBa
Jla ce OCHOBaBa Ha MMOTBbP)KIaBaHE HA MMapa3uTHUS BUJ U TEKECTTA Ha ONapa3UTsIBaHETO, WM Ha pUCKa
OT OIapa3uTsIBaHE Bb3 OCHOBA HA €MUAECMHUOJIOTUYHUTE My 0COOEHOCTH, 3@ BCAKO OTAEIHO XHBOTHO.

TpsiOBa na ce pasriaeaa Bb3MOKHOCTTA IPYTH JKUBOTHU B CHIIIOTO IOMAaKUHCTBO Ja OBJAAT U3TOYHUK Ha
MOBTOPHO 3apa3siBaHe C Mapa3uTH, KaTo Te CIe/Ba Jla Ce TPETHPAT MPU HEOOXOAMMOCT C IOIXO/ISII
BETEpUHAPEH JIEKAPCTBEH MPOAYKT.

3.5 CneuuajHu npeanasHu MepKH IpH ynorpeoda

CrenmaaHy nNpeana3sHyd MEPKH 3a 0e30macHa ynoTpeda IIpy BUAOBETE )KUBOTHH, 38 KOUTO €
npendasnaued BJIIT:

[Ipennazan mepku TpsiOBa na OBAAT B3ETH, 32 Ja ce M30erHE KOHTAKT Ha IMPOJYKTa C OYUTE Ha
’KUBOTHOTO. Jla He ce mpuiara TUPEeKTHO BbPXY KOXKHH JIC3HH.

[Ipu nurca Ha HaJTMYHHU JaHHH, TO3M BETEPUHAPEH JICKAPCTBEH MPOAYKT He TPSIOBA Ja Ce M3M0I3Ba MPU
KOTETa, TO-MaJIKi 0T 9-ce/IMUUHA Bb3pacT M/WIK KOTKH C TeJecHa Maca mo-maiko ot 1,2 Kg.
BerepuHapHUAT NeKapCcTBEH MPOAYKT HE TPsAOBa Ja ce mpwiara mpe3 WHTepBajH, MO-KpaTKU OT 8§
CEIMHUIIU, ThH KaTO 0€30M1aCHOCTTA MPH MMO-KbCH HHTEPBAIM HE € M3IIMTBAHA.

To3u BeTepUHAPEH JICKAPCTBEH MPOAYKT € 3a JIOKAJTHO NMPUJIOKEHHE U He TPsAOBa Jia ObJe mpuiiara
MIEPOPAITHO.

Jla He ce 1M03BOIIIBa HA HACKOPO TPETUPAHU YKMUBOTHH J1a c€ 00JIM3BAT B3aUMHO.

CHe]_[I/IaJIHI/I OpeaAllasH MECPKHU 34 JIUIara, npujarany BETCPUHAPHUA JICKAPCTBCH MMPOAVYKT HaA
JKHUBOTHHTE:

KoHTakThT ¢ BeTepuHApHHS JICKAPCTBEH MPOAYKT TpsiOBa Ja ce M30ArBa W 3alUTHUTE PHKABHIM 32
€JHOKpaTHa ynoTpe0a, MOJyUYeHH ¢ TO3H BETEPUHAPEH JCKAPCTBEH MPOAYKT B MSCTOTO Ha Mpojaxoa,
TpsiOBa Jia ce HOCAT MPH paboTa ¢ BETEPUHAPHHUS JICKAPCTBEH MPOAYKT MOPAIU CIACAHUTE MPUIHHU:
[Tpu mambk Opoit xopa ca TOKJIJABAHU PEaKIMK HA CBPBbXYYBCTBUTEIHOCT, KOMTO MOTCHIMATHO MOTAT
Jia ObIaT CEPUO3HM.

Xopa cbe cBpbXuyBCTBUTENHOCT KbM fluralaner wmu kbM HAKOE OT TIOMOIIIHUTE BEIEeCTBa TPsIOBa J1a
U305TBaT BCAKAKBO M3JIaraHe Ha BETEPUHAPHHUS JICKAPCTBEH MPOJIYKT.

BerepuHapHUAT JIEKAPCTBEH MPOAYKT C€ CBBP3Ba C KOKATa U MOXKE JIa Ce CBBPIKE M C TOBBPXHOCTH
clie]] pa3jiuBaHe HA BETEPUHAPHHUSI JIEKAPCTBEH MpoayKT. KokKHU 0OpUBH, U3TPBIIBAHE MM CKOBAHOCT
ca chOOIICHH MTPH MATBK OpOil HHIUBUIU CJIe]] KOHTAKT C KOXKaTa.

ITpu KOHTAKT ¢ KOXkara, He3abaBHO M3MUIITE 3acerHarara o0NacT ChC CanmyH W Boja. B HAKoM ciiyuyan
CalyHBT W BOJaTa HE ca JOCTATHYHH, 32 JIa C€ OTCTPAHU BETEPHHAPHUSAT JEKAPCTBEH MPOJYKT OT
IPBCTUTE.

KoHTakT ¢ BeTepHWHApHUs JICKAPCTBEH MPOAYKT MOXKE Ja HACTBIUM U MpH paboTa/3aHUMAaHUS C
TPETHPAHOTO JKUBOTHO.

YBepere ce, ue MACTOTO Ha MPHJIOKEHUE Ha BaIIETO XKUBOTHO BEYe HE € 3a0eNIeKUMO, MPEIU OTHOBO
Jla OCBIIECTBUTE KOHTAKT C MIACTOTO Ha MpmiaraHe. ToBa BKJIIOYBa TYIIKAaHE Ha >KUBOTHOTO H
CTOZICTISIHE HA JIETJIO C dHBOTHOTO. 3a J1a U3ChXHE MSICTOTO HA MPUIOKEHUETO OTHeMa 10 48 Jaca, HO
MSCTOTO I1Ie OB 3a0€IIeKUMO 3a TIO-TBJITO BpeMe.

AKO ce TpOSBIT KOKHU PEaKIMH, KOHCYITHPaWTe Ce C JeKap M My IOKaXEeTe OIMaKOBKaTa Ha
BETCPUHAPHUS JICKAPCTBEH MPOAYKT.
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Xopa ¢ 4yBCTBUTENIHA KOXXKa WM C YCTAaHOBEHA KAaKBAaTO M Ja € ajJeprus, Hanmpumep KbM APYyTd
BETEPUHAPHU JIEKAPCTBEHU MPOIYKTH OT TO3M THII, TPsAOBa na paboTIT C TOBUIIEHO BHUMaHHE C
BETEPUHAPHHUSI JIEKAPCTBEH MPOIYKT, KAKTO U C TPETUPAHUTE KUBOTHH.

To3u BeTepuHApEH JIEKapCTBEH MPOIYKT MOXKE J1a MIPUUMHU Jpa3sHeHe Ha ouuTe. [Ipu KOHTAKT ¢ ouuTe
He3a0aBHO M3ILUTAKHETE OOWITHO C BOJA.

To3m BeTepuHApEeH JIEKAPCTBEH MPOIYKT € OMaceH NpH moribinaHe. ChXpaHABalTe BETEPHHAPHUS
JIEKapCTBEH NPOAYKT B OpUTMHAIHATA OMAKOBKa Mpeau ymorpeba, ¢ med Ja ce Mpeanasar Aenara oT
JUPEKTEH JOCTBIl A0 BETEPUHAPHHUS JIEKapcTBEH NPOAYKT. YmorpeOeHara mumeTa TpsOBa aa ce
U3XBBpH He3abaBHO. [Ipu cinyyaitHO nmormsiane, He3ab0aBHO /1a c€ OTHPCH MEIUIINHCKU CHBET, KaTo
Ha JIeKapsl ce MPe0CTaBH JINCTOBKATA WIM €TUKETa Ha IPOAYKTa.

BerepuHapHUAT JeKapCTBEH MPOAYKT € CHJIHO 3amanuM. Jla ce chxpaHsaBa Janed oT TOIUIMHA, UCKPH,
OTKpUT IUIAaMBK WM JPYTH 3alalidMu W3TOYHHMIM . [lpu ciydaiiHO pa3ivBaHe, HampuMep BBPXY
MOBBPXHOCTHTE Ha Macara WU I0JIa, OTCTpaHeTe paslieTHs BETEPUHAPEH JIEKAPCTBEH MPOAYKT C
MIOMOIIITA Ha XapTHUsl U ITOYUCTETE MACTOTO C AETEPreHT.

CrenmanHu npeana3sHy MEpKH 3a 3aIlATa Ha OKOJIHATA CPeJa:
He e npunoxxumo.

3.6 HebsaronpusiTHH peakiun

Kotka:

Yectu KoyHu peakuuu B MSACTOTO Ha NMpUIOKeHUe (KaTo

(1 go 10 Ha 100 Tpetupanu sxuBoTHH): | LPHTEMA, Cupbesx, Anonerus) ”

Heuectn MyckyJeH Tpemop;
(1 mo 10 ma 1 000 TpeTmpanu Jleraprusi, AHOPEKCHS;
JKUBOTHH):

Emesuc, Xunepcanusanusi.
MHoro penku CopOex;
(mo-manko ot 1 Ha 10 000 Tpetupanu Arakcus, KonByncus.
KUBOTHH, BKJIIOYUTEIHO U30JUPAHH
CHOOIICHUS):

#HCKI/I " IPEXOAHHN

Cpo01aBaneTo Ha HEOIATONPUATHN PEAKITUH € BaXKHO. ToBa MO3BOJISIBA HEMPEKHCHAT MOHUTOPUHT HA
Oe3omacHOCTTa Ha BETEPUHAPHUS JIEKapCTBEH NpoaykT. ChoOmmeHusTa TpsAOBa Ja ce W3mpamar, 3a
MPeINOYNTaHe Ype3 BEeTEPHHAPEH JIeKap, WIIM Ha TIPUTEKATENSI Ha pa3pelieHNeTo 3a ThPTOBUS, WK Ha
HAI[MOHAIHUS KOMIIETEHTCH OpPTaH Ype3 HallMOHAJHATa CHCTEMa 3a ChoOIaBaHe. Bukre ChIO TOUKa
»JJAaHHH 32 Bpb3Ka“* OT JIUCTOBKATA.

3.7 Ynorpeda mo BpeMe Ha OPeMEHHOCT, JIAKTALUS WU siilleHOCeHe

be3omacHOCTTa Ha BETEpHUHAPHUS JICKAPCTBEH MPOAYKT HE € J0Ka3aHa Mo BpeMe Ha OPEeMEHHOCT U
nakrauus. [Ipunara ce camo ciieji npereHKa moi3a/puck OT OTTOBOPHHS BETEPUHAPEH JIeKap.

3.8 B3ammopeiicTBHe ¢ IPYT¥ BeTEPUHAPHU JeKAPCTBEHH MPOAYKTH U APYTH OPMH HA
B3aHMO/ieiicTBHE

He ca uzBecTHu.

Fluralaner mma Bucoka cTereH Ha CBbp3BaHe € MIIa3MEHUTE IMPOTENHU U MOXKE /1a C€ KOHKYPHpA C IPYTH
AKTHBHHU BEIIECTBA C BUCOKA CTCIICH HAa CBBP3BAHC, KATO HECTCPOUAHU ITPOTUBOBB3NAIIUTECIIHU CPEICTBA
(NSAIDs) u xymapuHOBOTO Mpou3BoAHO Bapdapun. Mukybanusara Ha fluralaner B nmpuchcTBHETO Ha
KaprnpodeH win BaphaprH B I1a3MaTa Ha Ky4eTO B MAKCHMAaTHO OYaKBaHHUTE TUIA3MEHHU KOHIICHTPAIHH
HE HamMaJsIBa IPOTEMHOBOTO CBBp3BaHe Ha fluralaner, kapmpoden nmu Bapdapus.
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[To Bpeme Ha nabopaTOpHU W KIMHUYHM MOJECBHU W3MUTBAHUS, HE ca HAOIIOJaBaHH B3aMMOJCHCTBUS
MEXly BETEPUHAPHUS JICKAPCTBEH NMPOAYKT M OOMYAHO WM3IIOJI3BAaHUTE BETEPUHAPHM JICKAPCTBEHH
MPOAYKTH.

3.9 HauwH Ha MPpWJIOKEHHE H T03UPOBKA

3a mpuiiarane BbpXy OTPaHUYEH y4acThK.

BerepuHapHusAT NIeKapCTBEH MPOAYKT TpsiOBa [a Ce Mpmiara ChIJIACHO ClieqHara Tabimia
(cvotBercTBaio Ha 1 mo3a ot 40 — 94 mg fluralaner/kg tenecua maca):

TesecHa maca Ha Konuentpanus u 6poii Ha NuNeTHTE, KOUTO TPsidBa Aa ce MPUJIOKAT
rorkara (kg) Bravecto 112,5 mg Bravecto 250 mg Bravecto 500 mg
12-238 1
>2,8-6,25 1
>6,25-12,5 1

3a KOTKHM ¢ TenaecHa Maca Haj 12,5 kg, nsnon3Baiite KOMOMHAIUS OT JBE MUIETH, KOUTO Hai-MHOTO
CHOTBETCTBAT Ha TeJleCHaTa Maca.

[Ipunaranero Ha mO-HHCKa J03a MOXE Ja JoBelne 10 HeedeKTHBHA ynorpeba W Moxke Ja
ONaronpusTCTBA Pa3BUTHETO HA PE3UCTEHTHOCT.

MeTo/ Ha IPHIIOKEHHUE

Crpnka 1. HemocpenctBeHo mipenn ymotpeba
OTBOpETE camieTo W u3Bajaere numerara. [locrasere
pbkaBuiy. [lunerara TpsOBa na ce ABPKU B OCHOBATa
WIM B TOpHara TBbpJAa 4YacT IOJ Karaykara B
M3IIpaBeHa Mo3uIKs (C BbpXa Ha TOpe) MMPH OTBAPSTHETO
n. Kamaukara TpsiOBa aa ce 3aBBPTH IO MOCOKa Ha
YaCOBHUKOBATa CTPEJKa WM 0OpaTHO C €IWH IbJICH
obopot. Kamaukara mie ocraHe Ha mMuWmeTara; He €
BB3MOXHO Jia sl OTcTpaHuTe. [lumerara e oTBOpeHa u
TOTOBA 3a MPUIOKEHHE, KOTaTo Ce YCeTH CUYIBAHETO
Ha TutomOara.

uie

Crbnka 2: Korkara TpsiOBa ja € M3MpaBeHa WM Jia JIGKU C TPb0 B ,f
XOPHU30HTAIIHO TIOJOXCHHE IO BpeMe Ha mnpuioxeHuero. [loctaBere
BbpXa Ha MMUIeTaTa B OCHOBATA HA yeperna Ha KOTKaTa.

Crbnka 3. BHUMATeTHO CTHUCHETE MHIIETaTa U TMPHIOKETE ISUIOTO
CBhABPKAaHME TUPEKTHO BBPXY KOXara Ha KOTKara. BerepuHapHUSAT
JIEKapCTBEH MPOAYKT TPsAOBa Ja ce MPUIIOKH TpH KOTKH 10 6,25 Kg
TeJecHa Maca Ha €JHO MSICTO B OCHOBAaTa Ha yeperia ¥ Ha JIB€ MEeCTa IpH
KOTKH Hax 6,25 kg TenecHa maca.

CxeMa Ha TpeTupaHe

Ilpu omapasuTsBaHus ¢ OBJIXH U KbPJIEKH HEOOXOIMMOCTTA OT MOBTOPHOTO(HMTE) TpeTupaHe(us) H
gyecToTaTa My TpsiOBa J]a Ce OCHOBaBaT Ha MPOQPECHOHAJEH ChBET M TPsAOBA a Ce B3eME MMPEIBH]L
MECTHATA eMUAEMHOIIOTMYHA 0OCTAHOBKA M HAYMHA HA KHUBOT Ha JKUBOTHOTO.

3a onTUMalieH KOHTPOJI Ha OMapa3uTABAHETO C KbPJIEKH U OBJIXH, BETEPUHAPHUAT JIEKAPCTBEH MPOTYKT
Tps0Ba J1a ce mpuIiara npe3 HHTEpBaK OT 12 ceaMHUIIH.

3a TpeTHpaHETO Ha ONapa3suTABAHMSA ¢ yIIHU Kbpiexu (Otodectes cynotis), Tps6Ba ma ce MPUIOKK eTHa
103a OT BETCpHUHAPHUA JICKAPCTBCH ITPOAYKT. HpeHOquBa CC OOII'BJIHUTCIICH NPETJICA OT BETCPUHAPCH
Jekap 28 JHU Clie/l TPETHPAHETO, Thil KaTO HAKOM JKHBOTHH MOJKE J1a C€ HYXKIAST OT JOIBJIHUTEIHO
JIeYEeHHE C AITCPHATHBEH BETCPHHAPECH JIEKAPCTBEH MPOIYKT.
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3.10 Cumnromu Ha mpego3upaHe (M KOraTo e NPUJIOKUMO — MPOLEAYPH HA JlelicTBHE NPH
CHENIHH CTyYau U AHTHAOTH)

He ca nabmronaBany HeONaronpuATHN PEAKIIUH CIIE IPUJIaraHe BbpXy OrpaHHYeH Y4acThbK IPU KOTeTa
Ha 9 - 13 ceqmu4Ha BB3pacT u ¢ TenecHa mMaca 0,9 - 1,9 kg, Tpetupanu ¢ 103a 10 5 MbTH MO-BUCOKA OT
MaKcHMaJHaTa mpenopbyana no3a (93 mg, 279 mg u 465 mg fluralaner/kg renecna maca), Tpu mbTH
Mpe3 MO-KPaTKy UHTEPBAIH OT MPETNopbYaHnTe (§-CEAMUYHN HHTEPBAIIN).

[lepopanHOoTO TpHIOKEHHE HA BETEPUHAPHHS JIEKAPCTBEH NMPOAYKT B MaKCHMallHaTa MpenopbyaHa
nmo3za ot 93 mg fluralaner/kg temecna maca mma moOpa IMOHOCHMOCT IIPH KOTKH, ¢ M3KIIIOYEHHE Ha
caMoorpaHHYaBalia ce caluBalisl U KallTHIA WX MOBPBIIaHE HEITOCPECTBEHO CIIE MPUII0KEHHETO.

3.11 CnenuanaHu orpaHUYeHHS 32 YIOTPeda M CENHATHH YCJI0BHS 32 YIOTPeda, BKIKYHTETHO
OrpaHvYeHHs 32 yNoTpedaTa HA AHTUMHUKPOOHU M MPOTHBONAPA3ZUTHH BeTePUHAPHH
JIEKAPCTBEHU MPOAYKTH, € L[eJI 1 ce OTPAHUYU PUCKDBT OT Pa3BUTHE HA Pe3UCTEHTHOCT

He e npunoxumo.

3.12 KapeHTHH CpOKOBe

He e npunoxxumo.

4. DPAPMAKOJIOI'NYHA UTHO®OPMA LA
4.1 BerepuHapeH jJexkapcTBeH aHaToMo-TepaneBTH4eH KoJ (ATCvet Code): ): QPS3BE02.
4.2 ®apmakoAMHAMHKA

Fluralaner e akapuuma wu wuHcekTHuui. Edukacen e cpemry kbpiexu (Ixodes spp.), Obiaxu
(Ctenocephalides spp.) u ymmu kbprexu (Otodectes cynotis) npu koTkw.

Hauanoro Ha e¢pukacHoctTa € B pamkute Ha 12 ydaca 3a Owsixu (C. felis) u 48 yaca 3a xbpuexu (l.
ricinus).

Fluralaner uma cuiiHa akTHBHOCT Cpelly OBJIXHTE M KbPJICIKUTE CIIE] SKCIIO3UIMS 4pe3 XPaHEHE,
CJICZIOBATEIIHO TOW € CUCTEMHO aKTHBEH CPEIy MPUICITHUTE apa3uTH.

Fluralaner e cuwieH wuWHXMOMTOp HA 4YacTU OT HEPBHATA CHCTEMa Ha apTPOIOJAUTE, 4Ype3
AHTAarOHUCTUYHOTO CH JICUCTBUE BBPXY JHMTaHA-CBbp3aHUTe XJIopuaHu kaHamu (GABA- peuenTop u
glutamate- perierrrop).

[lpu MosexynsipHu mpuUeaHN TpoyuBaHus BbpXy GABA peuentopute Ha OBJIXHTE W MYXHTE,
fluralaner He ce MOBNIMsABA OT PE3UCTEHTHOCTTA KbM JUEIIPHH.

IIpwu in vitro 6uoananusute, fluralaner He ce MOBIHsIBA OT JOKa3aHa TOJIEBA PE3MCTEHTHOCT CPEIILY
aMHIUHU (KBbpiexu), opraHodocdaT (KbpIeKH, KPACTHA KbPJIEKH), LUKIOAUEHH (KBPIICKH, OBIXH,
MyXH), MAaKpPOUWKINYHA JIAKTOHH (MOPCKHM BBIIKH), (EeHWIHUpa3onn (KbpIexH, OBIXH),
OeHzodeHmTyper (Kbpiiexu), TUPETPOuan (KbPIICKH, KPacTHH KBbPJCKH), U KapOamMaTH (KpacTHU
KBPIIEKH).

BerepuHapHUAT JEeKapcTBEH MPOAYKT AONPHUHACS 32 KOHTPOJ BBPXY IOMyJanuiTa Ha OBIXH B
OKOJIHATa cpelia B pailoHH, 1O KOUTO TPETUPAHUTE KOTKH UMAT JOCTAHIL.

HoBomosiBuinTe ce ObJIXH BbPXY KOTKAaTa YMHpAT, MPEAU J1a CHECAT JKU3HECHOCOOHH siiia. In vitro

IMpOoy4YBaHC CHIIO JOKa3Ba, Y€ MHOI'0O HUCKH KOHICHTpPAllUXW Ha fluralaner MMPEKBCBAT NPOAYKIHATA HaA
JKH3HECIIOCOOHU Hﬁua oT Obaxute. JKu3HeHUAT OUKBJI Ha OblIXata e HapylieH nmopaau 6’bp30T0 Ha4yalio
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Ha JCHCTBHETO M TPOIBIDKUTENHATAa €()UKACHOCT Cpelly Bb3pacTHUTE (QOpPMHU Ha OBIXUTE BHPXY
KUBOTHOTO M JIMIICATa Ha MPOLYKIMS Ha XU3HECIIOCOOHHU SHIIA.

4.3 @apMakoOKMHETHKA

Fluralaner secro ce pe3opOupa CHCTEMHO OT JIOKAJTHOTO MSCTO Ha MPHIOXKEHHE, TOCTHIAHKU
MaKCHMaJlHa KOHIIGHTpAIHs B TulazMaTa Mexay 3 u 21 JHu cies npuiokeHneTo. [IpoabmKuTenHoTo
NpUCHCTBUE, OaBHOTO EIMMHHUpaHe OT IuasMata (ti = 12 1OHM) W JMIcata Ha EKCTEH3WBEH
MeTabOJN3bM, OCUTYPSABAT e(eKTUBHH KOHIIeHTpanuu Ha fluralaner 3a BpeMeTo Ha MHTEpBalla MEKIY
npuinoxenusta. Hempomernenusit fluralaner ce exckperupa BbB eKaluTe U B MHOTO HHCKa CTETICH B
ypuHara.

5. DAPMAIIEBTUYHU JAHHU
51 OcHOBHU HECHBMECTHMOCTH

He ca uzBecTHu.

5.2  Cpok Ha rogHocT

Cpok Ha TOIHOCT Ha KpailHHs BETEpUHAPEH JEKapCTBEH MPOIYKT:
Bravecto 112,5 mg crioT-0H pa3TBOp: 2 TOAWHH.
Bravecto 250 mg / 500 mg cnoT-oH pa3TBop: 3 TOIMHHU.

5.3 CrnenuajHu ycja0Bus 32 CbXpaHeHHe

To3u BCTCPHUHAPCH JICKAPCTBCH IMMPOAYKT HE U3UCKBA HUKAKBU CIICHUAIIHU TEMIICPATYPHU YCJIOBHA 3a
cbxpaHenue. [Iunerute TpsiOBa fa ce ChbXpaHsBaT BbB BBHHIITHATA OMIAKOBKA C I MTPe/IIa3BaHe OT
3ary0a Ha pa3TBOp WX IToeMaHe Ha Biara. Camrerara TpsiOBa 11a c€ OTBApSAT HEMOCPEICTBEHO MPEIH
yrnoTpeoa.

5.4 Buau cbcTaB HA THPBHYHATA ONMAKOBKA

Ennono3oBa nunera, n3paboTeHa OT JAMHHUPAHO alyMHHUEBO/TIOJIUIIPOIUICHOBO ()OJINO, 3aTBOPEHA
¢ HDPE kanmauka u omakoBaHa B calle OT JaMUHHPAHO alyMHHUEBO ¢onno. Beska kaproHeHa KyTus
cpabpka 1 wim 2 nunetr 1 9nT phKaBHIM 32 BCSIKA THIIETA.

He Bcuuku pa3smepu Ha oIlakoBKaTa Morat Aa ObJar IpeaaaraHy Ha nasapa.

5.5 Choenuajanu MepKH 32 YHUIIOKABaHe HA HEM3MOJI3BAHH MPOAYKTH HJIH OCTATHIM OT TAX

BerepunapHuTe JIEKapCTBEHH MPOAYKTH HE TPsiOBa Ja ObIAT W3XBBPJISIHU Ype3 OTIAJIHU BOIM HJIH
OUTOBHU OTIALBIIY.

BerepruHapHUAT JIEKapCTBEH TPOAYKT He TPpsiOBa aa OBbIe M3XBBPISAH BbB BOJHHM OaceiHH, THH KaTo
fluralaner moxe na 6b7e omaceH 3a BOAHUTE Oe3rpbOHAYHH.

HM3non3Baiite mporpamu 3a BpbIllaHe PH YHHUIIIOKABAHETO HA HEU3IOI3BAHU BETEPUHAPHHU JICKAPCTBECHU
MPOAYKTH MM OCTATBIIH OT TAX B CHOTBETCTBHE C M3WCKBAHUATA HA MECTHOTO 3aKOHOIATEJICTBO M C
BCHYKM HAIMOHAIHU CHCTEMH 3a ChOMpaHe, MPUIOKHMH 32 ChOTBETHHS BETEPHHAPEH JIEKapPCTBEH
MPOJYKT.

6. HUME HA IIPUTEXATEJISI HA PASPEHLIEHUETO 3A THPI'OBUS
Intervet International B.V.
7. HOMEP(A) HA PASPEIIEHUETO 3A TbPI'OBUA

EU/2/13/158/018-019  112,5mg
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EU/2/13/158/022-023 250 mg
EU/2/13/158/026-027 500 mg

8. JATA HA ITbPBOTO U3JABAHE HA PABPEHIEHHUETO 3A ThPT'OBUSA
Jlata Ha TBPBOTO M3/IaBaHe Ha pa3pelIeHueTo 3a Thprosus: 11/02/2014.

9. JATA HA ITIOCJIEJHATA PEJAKIIMSA HA KPATKATA XAPAKTEPUCTUKA HA
INPOAYKTA

{JUUMM/TTTT}

10. KIIACU®UKALIUSA HA BETEPUHAPHUTE JIEKAPCTBEHU ITPOJAYKTHU
Ja ce oTIrycka caMo 110 JIEKapCKO MpeIIUCAHHE.

IMoxpoOHa nHpOpMAaLKS 38 TO3M BETEPHHAPEH JIEKAPCTBEH MIPOAYKT MOKE JIa HAMEpPHUTE B 6a3zaTa JaHHU
Ha Cwro3a otHocHO mpoayktute (https://medicines.health.europa.eu/veterinary).
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1. HAMMEHOBAHUE HA BETEPUHAPHUS JIEKAPCTBEH ITPOJAYKT

Bravecto 150 mg/ml npax u pa3TBopuTEN 32 HHKEKIIHOHHA CYCITEH3H 33 Ky4ueTa

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

IIpax ¢aakoH:

AXTHBHO BEIIECTBO:
Fluralaner 2,51 g

bstt no 6:1e MoK BAT Ipax.

PasTBopuTea dJaKkoH:

Bceexu ml pa3TBOpuTEN CHIBpIKA:

TTomomrau BemmecTna:

KoanuecTBen cheTaB, ako Ta3u MH(popManus e
Ba’KHA C OrJIe/l HA IPABUJIHOTO NPUJIATaHe Ha
BeTEePHHAPHUS JIEKAPCTBEH MPOAYKT

KauecTBeH ¢bCTaB HA MOMOLIIHUTE
BeIECTBA U JIPYITUTE CbCTABKHU

Benzyl alcohol 22,3 mg

Carmellose sodium

Poloxamer 124

Disodium phosphate dihydrate

Hydrochloric acid, concentrated

Sodium hydroxide

Water for injection

bucTbp 10 Henpo3paueH BUCKO3EH Pa3TBOP.

PeKOHCTHTYHpPAHA CYCHIEH3HSI:

Bceku ml ot pekoHCTUTYHpaHaTa CyCIIEH3Hs ChIbPIKa:

AKTHBHO BEIIECTBO:
Fluralaner 150 mg

IToMomnHu BemiecTBa:

KonuvecTBeH cbeTaB, ako Tazu nHgopmanus e
BAJKHA € OTJIeJ HA MPABWJIHOTO NpHJIaraHe Ha
BeTEPHMHAPHUS JIeKAPCTBEH NMPOAYKT

KadecTBeH chCTaB HAa MOMOIIHUTE
BelIECTBA U JIPYIUTE€ CbCTABKH

Benzyl alcohol 20 mg

Carmellose sodium

Poloxamer 124

Disodium phosphate dihydrate
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Hydrochloric acid, concentrated

Sodium hydroxide

Water for injection

3. KIMHUYHA UTH®OPMALIMSA

3.1 Bwuaose ;KMBOTHH, 32 KOUTO e mpegHa3HadeH BJIIT

Kyuera

3.2 Iloka3aHusi 3a ynorpeda 3a BceKH BH JKHBOTHH, 32 KOTO € MpeIHa3HAYEH MPOAYKTHT
3a TpeTupaHe Ha ONapa3uTABaHE C KbPJIECKHU U OBIXH MTPH KydeTa.

To3u BeTepUHAPEH JIEKAPCTBEH NPOAYKT € CUCTEMEH MHCEKTULIN/ U aKapULIUJ, KOUTO OCUTYpsiBa:

- He3a0aBHA W TPOIB/DKUTENHA AaKTUBHOCT, yOuBamia Obiaxure (Ctenocephalides felis u
Ctenocephalides canis) 3a 12 mecena,

- MPOABIDKATENHA aKTUBHOCT, yOUBaIa KbpJeKuTe oT 3 AHU 70 12 Mecena ciiefl TpETHPaHeTo 3a
Ixodes ricinus, Ixodes hexagonus u Dermacentor reticulatus,

- MIPpOABIKUTCIIHA AKTUBHOCT, y6HBaH.[a KBPJICIKUTEC OT 4 JHU 10 12 Mecela Cciea TpCTUpaHeTo 3a
Rhipicephalus sanguineus.

bbaxure n KBbPJICKUTE Tpﬂ6Ba Ja €€ NPUKPCIIAT KbM I'OCTOIIPUEMHHUKA U [a 3alI0YHAT Ja CC€ XPaHAT, 3a
Ja 6’B,E[aT H3JI0OKCHHU Ha ,I[CﬁCTBI/IeTO Ha aKTUBHOTO BCIICCTBO.

BerepuHapHUAT JIeKapcTBEH MPOILYKT MOKE Jla Ce M3MO0JI3Ba KaTo 4acT OT CTPaTerusATa 3a KOHTPOJI Ha
aJlepruyeH JepMaTuT, npuunHeH ot 0baxu (FAD).

3a HamaisiBaHe Ha pucka oT uHpekuus ¢ Babesia canis canis upe3 mpemaBane or Dermacentor
reticulatus ot nen 3 cnen tpetupaneto 10 12 mMecena. EQekThT € HHAUPEKTEH MOPaan JISHCTBUETO Ha
BETEPUHAPHUSI JICKAPCTBEH MPOYKT CPEILy BEKTOPA.

3a HamansBane Ha prcka ot undekiws ¢ Dipylidium caninum upes npenasane ot Ctenocephalides felis
1o 12 mecena. EQexTsT € WHAMPEKTEH TOpan JAECHCTBUETO HA BETEPUHAPHUS JIEKAPCTBEH MPOIYKT
cperry BEKTOpa.

3.3 IlporuBomokazanus

}Ia HE C€ MU3M0JI3Ba IPU CBPBXYYBCTBUTCIIHOCT KbBM AKTUBHOTO BEIIECCTBO WM KBbM HAKOEC OT ITIOMOIIHUTE
BC€IICCTBA.

3.4 CneuuajHu mpexynpe;aeHus

[Mapasuture TpsOBa 1a 3amoyHAT Ja CEe XPaHAT OT TOCTONPHEMHHKA, 3a Ja ObJAT HM3JI0KEHH Ha
nericteuero Ha fluralaner, ciemoBaTeTHO PHCKBT OT TPAaHCMHUCHA Ha OOJNECTH, TpEIaBaHH dUpe3
napasuthre (BiounTeaHo Babesia canis canis u D. caninum), He Moxe aa ObJie HAITBJIHO H3KITFOYCH.

HenysxHata yrorpe6a Ha mpoTHBOTIaApa3uTHH MPOAYKTH WK yHoTpeOdaTa, OTKIOHSBAIIA CE OT JaICHUTE
WHCTPYKITNH, MOXKE /1a TIOBHIM HATHCKA OT CEJIEKIHS Ha PE3UCTEHTHOCT W Ja JOBEZE 0 HaMmajeHa
eukacHocT. PenieHreTo 3a U3MoI3BaHe HA BETEPUHAPHHUS JICKAPCTBEH NMPOIYKT TPSAOBA J1a C€ OCHOBaBa
Ha TIOTBBPXKJaBaHEe Ha TAapa3WTHUS BUJ W TEXKECTTa Ha OIMAapasUTsIBaHETO, WM Ha pPHCKa OT
omapasuTsIBaHE BH3 OCHOBA Ha EMHAEMHOJOTHYHHUTE MYy OCOOEHOCTH (Karo ce HMa NpeaBHj
MPOIBIDKATETHOCTTA Ha eeKTa Ha IPOoAyKTa OT 12 Mecerna) 3a BCAKO OTACTHO KUBOTHO.
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TpsibOBa na ce pa3sriiesia Bh3MOXKHOCTTA JAPYTH )KUBOTHU B CHIIOTO IOMAKMHCTBO J1a ObJAaT U3TOYHUK Ha
MOBTOPHO 3apa3sBaHe C Mapa3uTH, KaTo Te CIe/iBa Jla Ce TPETHPAT MPU HEOOXOAUMOCT C ITOIXOISII
BETEPUHAPEH JICKAPCTBEH MPOIYKT.

3.5 CrhenuajaHu npeana3Hu MepKH MpPH yHoTpeda

Crennandy npeana3iu MEPKH 3a 0e30macHa ynoTrpe0da Ipy BUIOBETE YKUBOTHH, 34 KOUTO €
npeadasHaued BJIIT:

be3zonacHocTTa Ha MPOJIyKTa HE € OlIEHsIBaHa MPHU Ky4eTa ¢ npeaiiecTnaiia enwiencus. CienoBaTenHo,
MIpU TaKUBa KydeTa Jla Ce M3I0JI3Ba C ITOBUIIICHO BHUMAHUE Bh3 OCHOBA Ha MPEIEHKA IOI3a/pUCK OT
OTIOBOPHHSI BETEPUHAPEH JIEKap.

[Ipu nurca Ha HATMYHYU JaHHW, TO3H BETEPUHAPEH JICKAPCTBEH MPOAYKT He TPsOBa Ja Ce M3MO0I3Ba IPU
KyueTa Ha Bb3pacT M0-MajKo oT 6 Meceria.

CroenunanHy npeja3Hi MEpKH 3a JINIATa, IPUIArallld BeTepUHAPHUS JIEKapPCTBEH MPOJYKT Ha
KHUBOTHUTE:

CphoO1iaBanu ca peakiuu Ha cBpbxuyBcTBUTENHOCT KbM fluralaner wmu benzyl alcohol mpu xopa,
KOUTO MOTEHIIMATHO MOTaT J1a ObJaT cepruo3Hu. ChIO Taka MOTaT Jia Ce MOSBAT PEAKIHH B MICTOTO
Ha umkekTupane. TpsOBa 1a ce BHUMaBa, 3a Ja ce n30erHe ciayyaiiHO CaMOMH)KEKTHPAaHEe U KOHTAKT C
KOYKara Py MpHUJIaraHe Ha TO3W BETEPUHAPEH JICKapCTBEH MPOAYKT. [Ipu ciydaitHo
CaMOMHKEKTHPaHe C HeOJIAaronpHsATHH PEaKiy, PEaKIMi Ha CBPbXYyBCTBUTEIHOCT WIIN PEAKLIUH B
MSICTOTO Ha HH)KEKTHPaHe, He3a0aBHO Ja ce MOThPCH MEIUIMHCKU ChBET, KaTO Ha JISKaps ce
IPEIOCTaBU JIMCTOBKATA MJIM €THKETA Ha MPOIyKTa. M3MuiiTe phlieTe cu e ynorpeoa.

To3u BeTeprHAPEH JICKAPCTBEH MPOAYKT Ja ce MpHiara caMo OT BETEPUHAPHHU JIEKapH WIIH MO TEXCH
CTPOT HaZ30p.

CriernanHy IpemasHy MEPKH 3a 3alllMTa Ha OKOJTHATA Cpefa:
He e npunoxxumo.

3.6 He6aaronpusiTHu peaKnuu

Kyuera:

YecTu OTOK B MACTOTO Ha I/IH)KGKTI/IpaHel

(1 mo 10 ma 100 TpeTnpaHu KUBOTHH):

Heuectn ITonmxen anerur
Ymopa
(1 mo 10 na 1 000 TpeTHpaHH >KUBOTHH): p
XunepeMupaHu JIUraBULH
MHOro0 peaKnu MyckyneH Tpemop, Atakcusi, KonByicus

(mo-manko ot 1 Ha 10 000 TpeTnpaHu KUBOTHH,
BKJTFOYHMTEITHO M30JIMPAHU CHOOIICHHS):

l1_[3..]'II'II/IpaIJ_II/I ce u/unu BUIWMMHA OTOILIM, HCBB3NAJIUTCIIHHU, H660H63H6HI/I, OT3BYyYaBallyd CaMOCTOATCIIHO
C TCUCHHE HAa BPEMETO

CroO0maBaHeTo Ha HEOIATONPUSATHH PEaKIIUU € BayKHO. TOBa MO3BOJIsIBA HENMPEKHCHAT MOHUTOPUHT Ha
0e30MacHOCTTa Ha BETCPUHAPHHUS JIEKapCTBEH MpoaykT. ChoOleHHATa TpsAOBa J1a Ce M3Mpallnar, 3a
MMpeArnoYUTaHe Ype3 BETCPUHAPECH JICKAP, UK Ha MMPUTCKATEIA Ha pa3pCUICHUETO 3a ThbproBus, WK HA
HAIIMOHAIHUS KOMIIETEHTEH OpraH 4pe3 HaIlMOHallHaTa CUCcTeMa 3a ChoOIlaBaHe. 3a CHhOTBETHHTE
JIAaHHU 32 BPb3Ka BUXKTE JINCTOBKATA.

3.7 Ymnorpeb6a mo BpeMe Ha OPEMEHHOCT, JTAKTAIUS WIH STiIIEHOCEHE
be3onmacHoCTTa Ha BeTEpUHAPHUS JIEKApPCTBEH HPOJYKT HE € J0Ka3aHa 10 BpeMe Ha OpEeMEHHOCT U

JJaKTalus.
HpI/mara CC CaMO CJc MpCICHKa non3a/pncx< OT OTTOBOpHUS BETCPUHAPCH JICKAP.
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3.8 B3ammopeiicTBHE ¢ IPYr¥ BeTEPUHAPHH JeKAPCTBEHH MPOAYKTH U APYTru OpMH Ha
B3auMojielicTBHe

Fluralaner nma BuCOKa cTeleH Ha CBBP3BaHE C IJIA3MEHUTE IPOTEHHU U MOJKE J]a CE KOHKYpHUpa € ApyTU
AKTHBHH BEIIECTBA C BUCOKA CTEIIEH HA CBBbP3BaHE, KATO HECTEPOUIHU IPOTHBOBB3NANNUTEIHH CPEICTBA
(NSAIDs) n xymapuHOBOTO Tpou3BoaHO Bapdapun. Uukybanusara na fluralaner B nmpuchcTBueTo Ha
KaprpodeH uiu BapdapuH B IIa3Mara Ha Ky4eTo B MaKCUMAaTHO OYaKBaHHTE MIa3MEHH KOHLEHTPAaLuU
HEe HamaJisiBa IPOTEHHOBOTO CBBp3BaHe Ha fluralaner, kapnpoden nimu BapdapuH.

[lo BpeMe Ha KJIMHUYHU TIOJICBH HW3IUTBAHWS, HE ca HAOJIOJaBaHW B3aMMOJCHCTBUS MEXITY
BETCPUHAPHUS JIEKAPCTBEH MPOAYKT U OOMYAHO W3IION3BAaHUTE BETEPHHAPHU JICKAPCTBEHU IPOIYKTH.

3.9 Hauywun Ha NMpUIOKEeHHE U T03MPOBKA
TToKOXXHO MPUIIOKEHUE.

Ipunoxere 0,1 ml ot pexoHcTUTyHpaHaTa cycnien3us Ha Kg TenecHa Maca (ekBuBasieHTHO Ha 15 mg
fluralaner na kg Tenecua mMaca) OAKOXHO, HATIPUMEP MEXTY JIOTATKUTE (B OP30-CKaIyIapHaTa
ob6act) Ha kyueTo. Kydero TpssiOBa fa ObJie peTerIeHo Mo BpeMe Ha JTO3MPAHETO, 3a JIa C€ U3UNCITH
TOYHATA J103a.

HenmoctaTbyHOTO T03UpaHe MOXKe Ja J0BeIe 10 Hee()eKTHBHA YIOTpeda U MOXKe J1a 01aronpusTcTBa
Pa3BUTHETO HA PE3UCTEHTHOCT.

Cnepunara Ta6n1/1ua MOJXKE J1a C€ U3M0JI3Ba KaTO PbKOBOACTBO 3a NO3HPAHC!

Tenecuna maca (kg) OO6em Ha pekoHCcTUTYHpaHaTa cycnensus (ml)
5 0,5
10 1
15 15
20 2
25 2,5
30 3
35 35
40 4
45 4,5
50 5
55 55
60 6

H3uucnere mo3aTta ChOTBETHO 3a Ky4de€Ta C TCJICCHAa Maca IMo-MaJIkO OT 5 kg WU 1moBeye oT 60 kg

PexoHcTUTYHMpaHe Ha CyCHEH3UATA IPE IbPBa ynorpeoda:
Pexoncturyupaiite 1 ¢uakon ot npaxa ¢ 15 ml pasrsopuren. IIpenoppuBa ce u3mnosn3BaHero Ha 18
G crepuina TpaHc(hepHa UIa U CTepuITHA CIIPUHIIOBKA OT 20 Ml 3a peKOHCTUTYyHpaHe Ha IPOIYKTA.

1. Paskmarere dakona ¢ npax fluralaner, 3a ga pasaenure Bcuukm arperatv npeau
PEKOHCTHTYHUPAHETO.

2. O6bpHeTe (QakoHa ¢ Pa3TBOPUTENS Hall-MaIKO 3 MBTH, JOKATO ChAbPIKAHUETO CTaHE
BUIMMO €JIHOPOJTHO.

3. TIwpBo uHxekTupaiite 10 14 ml BB31yX BBB I1akoHA ¢ Pa3TBOPUTEIIS, CIIC/ TOBA U3TETIICTE
15 ml pastBopuren ot ¢urakona (M300paxenvie A). BB (h1akona e nmpeaocraBeH moBeye
pa3TBOpUTE, OTKOJKOTO € He00X0JUM 32 peKoHCcTHUTYHpaHe. 3xBbpiieTe (akoHa ¢
0CTaThKa OT Pa3TBOPHUTEIIS.

4. TlocraBere 25 G uria 3a 0cBOOOXKIaBaHE HA Bh3JyXa B rOpHATa 4acT Ha (pirakoHa ¢ mpax
fluralaner (uz06paxenue B).
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5. Joxarto BppTHTE ()JIAKOHA XOPM30HTAJHO B PbKaTa cH, 6aBHO npexBbpiere 15 ml
pasTBOpuTeN BBB (hrakoHa ¢ fluralaner mpax, 3a 1a OcCUrypHUTe ITBJIHO HAMOKpSIHE Ha Mpaxa
(n300paxenue B).

A b B

6. Cnexn KaTo pa3TBOPUTEILT € 100aBeH, OTCTPAHETE UTJIaTa 3a OCBOOOXKIAaBaHE Ha Bb3AyXa U
TpaHcdepHarta uria ot ¢puakona ¢ npax fluralaner. 3xBbpiiere uraure.

7. Paskmatere eHeprudHO (hp1akoHa B MPOABIDKEHUE HA Hali-mManko 30 cekyHaH, TOKaTo ce
o0pa3yBa HaITBJIHO CMECEHa CYCIeH3Hs. PEeKOHCTUTYHPaHUAT IPOAYKT € HeTpo3pavHa, Os1a
JI0 OTIeTOKBITA, JIEKO BUCKO3HA CYCIICH3HS, IPAKTHYECKH 0e3 arperaTH.

8. CpoxbT Ha TOAHOCT, OTIIEYAaTaH BhPXY €TUKETa HA CTHKJICHHS (DJIaKOH, C€ OTHACS 3a KpaiHus
BETEPUHAPEH JIEKAPCTBEH MPOAYKT npax. Cien peKOHCTUTYyHpaHe, CyclieH3usTa TpsOBa aa
Ob/ie M3XBBpPJICHA B PAMKHTE HA 3 Mecela OT JIaTaTa Ha PeKOHCTHTYUPAHETO. 3aIuiere
JlaTaTa Ha U3XBBPIISIHE BbPXY €THKETa Ha CTHKICHUS (PIAKOH.

Mertoa Ha npUIoKeHUE Ha PEKOHCTUTYHpaHaTa CyCHeH3Hs Ha KY4eTo:
1. Ompenenere no3ara, KOATO TpsiOBa na OB/ MPUIIOKEHA, Bh3 OCHOBA Ha TeJleCHATa Maca Ha
Ky4eTo.

2. /3nom3BaiiTe cTepuiiHa CIPUHIOBKA U cTepuiiHa uriia 18 G 3a nmpuioxeHue.

3. Tlpaxsrt fluralaner e ce otnenu ot cycnensusita npu npecrosisaxe. [Ipeaun Besika ynorpebda
pasKIIanaiTe eHepruyHo PeKOHCTUTYUpaHus (akoH B mpoabmkenue Ha 30 cexyHy, 3a 1a
NOCTUTHETE XOMOT€HHA CYCIICH3HSI.

Moske J1a ce HaJlO)KH MHKEKTHPaHEe Ha BB3AyX BbB (pJIaKOHA IIPEN JO3UPAHE.

3a ;1a ce moJIbprka XOMOT€HHA CYCIICH3Hs M TOYHO J03HMpaHe, 103aTa TpaOBa Ja ce IMPHII0KU
B PAMKHTE Ha MPUOIU3UTEIHO 5 MUHYTH CJIE]l U3TETJISTHETO M B CIIPUHIIOBKATA 32 JI03UpPaHE.
6. HmxekTupaiTe MpoAyKTa MOJKOKHO, HAMPUMED B IOP30-CKaIlyJIapHaTa 001acT.

o &

He npo6uBaiiTe 3anmymiankara Ha (iaakoHa, ChIbpKall PEKOHCTUTYUpaHaTa CycreH3us, noseue ot 20
IBTH.

3a peKOHCTUTYHUpAHE ClIel] yTasBaHe, Pa3KiIaTeTe eHEPruyHO (JIaKOHA B MPOABIKCHUE HAa Hal-MaJIKo
30 cexyHaH, 3a 1a c€ TIOMy9H €THOPOTHA CYCTICH3H.

CxeMa Ha TpeTHpaHe

IIpu omapasuTSBaHUSA ¢ OBJIXM U KbPIECKHA HEOOXOMUMOCTTA OT IOBTOPHOTO(UTE) TpeThUpaHe(us) u
yecroraTa My TpsOBa Ja ce OCHOBaBaT Ha NMPO()ECHOHAJICH CHBET M TPAOBa Ja ce B3eME MPEIBHI
MECTHATa CMHUEMHOJIOTHYHA 00CTAHOBKA W HAa4YMHA Ha XKMBOT HA JKUBOTHOTO. TpEeTHpaHETO C TO3U
BETCPUHAPCH JICKAPCTBEH MPOJYKT MOXE Ja 3allovYHe 10 BCSIKO BpEME Ha TOJHMHATA U MOXE Ja
NpoIbIDKK 0e3 peKkbeBane. BinkTe Touka 3.4.

3.10 CumnTomu Ha mpeno3upaHe (M KOraTo € MPUJIOKUMO — MPOLEAYPH HA JieiicTBHE PH
CHEIIHH CIyYau U AaHTHAOTH)
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Criest TOJKOKHO MPUJIOKEHKE Ha 3 U 5 TbTH IIpenopbyanaTa qo3a ot 15 mg fluralaner/kg TenecHa maca
Ha Bcekd 4 Meceria 3a 00mio 6 no3u (muu 1, 120,239, 358, 477 u 596) npu Ky4yeHIia Ha Bb3pacT 6 Mecela,
eIMHCTBEHATA HaX0/IKa, CBbP3aHa C TPETUPAHETO, € OTPAHMYCHA JI0 OTOIH B MSACTOTO HA MHXKEKTHPAHE,
KOUTO OT3ByYaBaT C TEUCHUE HA BPEMETO.

AxrtusHoTo Bemectso fluralaner uma mo6pa moHocuMocCT mpu Kydera oT nmopoaara Komu ¢ mepuuut Ha
MyJITHIICKapCcTBeHa-pe3ucTeHTHOCT-ipoTerH 1 (MDRI -/-), cien eiHOKpaTHO MepopaIHo MPHIOKEHHE
Ha /1033, 3 MbTU MO-BUCOKA OT mpenopbuanata go3a (168 mg/kg tenecna maca). Twil kaTo nmukoBaTa
cucteMHa excrio3unust Ha fluralaner cien MOIKOXHO NMPWIIOKEHHE HE € MO-BHCOKAa B CPaBHEHHE C
IEPOPATHO HNPHUITOKECHHUE, ITOJAKOKHOTO MHXCKTUPAHE HAa BETCPUHAPHUSA JICKAPCTBCH IIPOAYKT CE CUMUTA
3a 6e3omacuo mpu MDRI1(-/-) kyuera.

3.11 CneuuajiHu orpaHuYeHus 32 yNOTpeda U CieMATHH YCJ0BHS 32 YNOTPe®a, BKIIOUYHUTETHO
OrpaHMYeHMA 32 yHoTpedaTa HA AHTUMUKPOOHH M POTHBONAPA3ZMTHH BeTePHHAPHH
JIEKapCTBEHH! NMPOAYKTH, C LeJI 1a ¢e¢ OTPAHUYH PHCKBT OT Pa3BHTHE HA Pe3UCTEHTHOCT

He e npunoxxumo.

3.12 KapeHTHH CpOKOBe

He e npunoxumo.

4.  D®APMAKOJIOTUYHA UHO®OPMAIIUSI
4.1 Berepunapen jexkapcTBeH anatoMmo-TepaneBTu4eH ko1 (ATCvet Code): QP53BE02
4.2 @apmakoIuHAMHUKA

Fluralaner e akapunua u nacektuiua. Edukacen e cpenry kspaexku (Ixodes spp., Dermacentor spp. u
Rhipicephalus sanguineus) u 6wxu (Ctenocephalides spp.) npu kyuera.

Fluralaner namansiBa prucka ot uHdekuus ¢ Babesia canis canis upe3 tpancmucus ot Dermacentor
reticulatus, karo yOuBa KbpJie:KuTe B paMKuTe Ha 48 daca, npe/iu a HaCThIIM TPAaHCMHCHUS Ha OOJIecTTa.

Fluralaner namansiBa pucka ot undexuus ¢ Dipylidium caninum upes tpancmucust or Ctenocephalides
felis, kato yOuBa ObIxXuTe IpE/IH 1a HACTHIIM TPAHCMHKCHS Ha GOJIECTTa.

Kepnexure |. ricinus u D. reticulatus, kouto Beue IpUCHCTBAT BHPXY KY9€ETO MPEIU TPUIATaHETO Ha
BETCPUHAPHUS JICKAPCTBEH MPOYKT, c¢ yOMBaT B pamkuTe Ha 72 yaca. Kepnexute R. sanguineus,
KOHMTO BeYe MPUCHCTBAT BHPXY KyUeTO MPEIU MPUIIAraHeTO HA BETCPUHAPHUS JICKAPCTBEH MPOAYKT, Ce
youBaT B paMkuTe Ha 96 yaca. HoBOmosSBUIINTE Ce KBPJICKHU ce YOMBAT B paMKHTE Ha 48 "aca OT eqHa
ceammuIia 10 12 mecena cies TpeTHPaHeTo.

briixure, KOUTO Bede MPUCHCTBAT BHPXY Ky4eTO MpPEIH NpUJIaraHeTo Ha BETCPUHAPHHUS JIEKaPCTBEH
NPOJYKT, ce yOuBar B pamkute Ha 48 yaca. HoponosiBuiunte ce ObJIXU ce yOMBAT B paMKHTE Ha 24 daca
OT efiHa ceaMHMLIa 10 12 Mecena ciies TPETUPAHETO.

Fluralaner mma BHCOKa aKTHBHOCT CpPEITy KbPIEKUTE M OBIXUTE CIIe] EKCITO3UIIHS Ype3 XpaHeHe, T.e.
TOM € CUCTEMHO aKTHBEH CpPEITy [EJIeBUTE Mapa3nuTH.

Fluralaner e cumneH wWHXHOWTOp HAa dYacTH OT HEpPBHATa CHCTEMa Ha apTPOIOAWTE, dUpe3
AHTarOHHCTUYHOTO CHU JEHCTBUE BBHPXY JMIaHI-CBBbp3aHuTe xyuopuiaHu kaHamu (GABA-penenrtop u

glutamate-peuenrop).

[Ipu Monexynsipan neiaeBn npoyuBaHus Bbpxy GABA pernentopute Ha HACEKOMHTE ITPH OBJIXU U MyXH,
fluralaner He ce MOBMsIBA OT PE3UCTECHTHOCTTA KbM JIUEIJIPHH.
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ITpm in vitro 6uoananusure, fluralaner He ce mMoBNMsABaA OT JOKa3aHa IIOJIEBA PE3UCTEHTHOCT CPEILY
aMUIMHU (KBpIeXH), opranodochat (Kbpiaeku, KPaCTHU KbPIIEKH), HUKIOJUCHH (KbPIIEKH, OBJIXH,
MYXH), MAaKpPOLHMKIMYHU JIAKTOHH (MOpPCKM BBIIKH), (eHunnupaszonn (Kbpuexu, OBIXH),
oerzodeHmnypen (KbpIekH), TUPETPOUan (KbPJIeKH, KPAaCTHU KbPJESKH), U KapOamath (KpacTHH
KBPJICKN).

BerepuHapHUAT JIeKapCTBEH MNPOAYKT OOMpPHUHACS 32 KOHTPOJ BBbPXY IMOIyJanusTa Ha OBIXH B
OKOJIHATa CcpeJia B pailOHH, 10 KOUTO TPETUPAHNUTE KydeTa UMaT JOCTHII.

HogromnosiBunute ce ObJIXM BEPXY Ky4eTO YMUPAT, IPE/IH J1a ca MPOU3BEACHHU KU3HECIIOCOOHH siinia. In
Vitro mpoyd4BaHe ChIIO A0Ka3Ba, Ye MHOTO HUCKH KOHIIeHTpanuu Ha fluralaner mpekbcBaT MpoayKIMsaTa
Ha JKM3HECTIOCOOHM siIa oT ObIXxuTe. JKU3HEHHAT IMUKBI Ha ObJIXaTa € HapyIIeH Mopagd Obp30TO
HAyaJl0 Ha JCHCTBHETO W MPOIBIDKUTENHATa e(PHUKACHOCT Cpelly BB3pacTHHTE (OpPMU Ha OBIXUTE
BBPXY XKUBOTHOTO M JIUIICATa HA MPOIYKIHUA HA )KU3HECIIOCOOHH SHIA.

4.3 @®apMaKkoKMHETHKA

Fluralaner ce pe3op0upa CHCTEMHO OT MSCTOTO Ha HH)KEKTHUPAHE, KaTO CPEeIHATa T max C€ HAOIOIaBa
Ha aeH 37 (muana3oH nen 30 — gen 72). [lomyXuBOTHT B KpbBTa Bapupa ot 92 mo 170 qau nmpu
Ky4eHIIa Ha Bb3pacT 6 Mecela.

[IpoasmKUTENHATA YCTOWYMBOCT M OABHOTO SIMMHHUPAHE OT IIa3MaTa U JIUTICATa HAa CKCTCH3UBCH
MeTaboIN3bM OCUTYpsBaT eUKacHN KoHIeHTpanun Ha fluralaner mo Bpeme Ha uHTEpBaIa MEXKIY
JIO3HUTE.

Henpomenenust fluralaner ce ekckpetupa BbB (pekaauuTe U B MHOTO HUCKA CTENICH B ypUHATA.

5. DAPMAIIEBTUYHU JAHHHA

5.1 OcHOBHHM HECHLBMECTHMOCTH

[Ipu nunca Ha JaHHU 32 CHBMECTUMOCT TO3M BETEPHHAPEH JIEKAPCTBEH MPOAYKT He TpsiOBa 11a Obie
CMECBaH C APYT'H BETEPUHAPHHU JIEKaPCTBEHH MIPOAYKTH.

5.2  Cpok Ha romHoCcT

Cpok Ha TOZIHOCT Ha KpaiHUs BeTepUHAPEH JICKAPCTBEH MPOJYKT: 3 TOANHH.
CpoKk Ha TOZHOCT Clie/l PeKOHCTUTYUPAHE B CHbOTBETCTBHE C MHCTPYKIUUTE: 3 Mecela.

5.3 Crhenuananu ycja0BHA 32 CbXpaHeHHUe

Tozu KpaeH BeTepuHapEH JEKapCTBEH NMPOAYKT HE U3UCKBA HUKAKBHU CIICHUAIHHA TEMIIEPAaTypPHU
YCIIOBUS 32 ChXpaHEHHE.

Crie1 peKOHCTUTYHUPAHE, J1a Ce ChXpaHsBa npu temieparypa mos 30 °C.

54 Buau cbCcTaB HA MBPBUYHATA OMAKOBKA

Tun [ cTbknenn ¢akoHu, 3aTBOPEHH ¢ OPOMOOYTHIIOBH TYMEHH 3aIlyIIalIK{ 1 3alle4aTaHu C
ATyMUHHUEBH OTUYTIBAILM CE KallayKH.

Bcska kaproneHa kytust ceabpika 1, 2, 5 wim 10 komriekra ot ¢urakon ¢ fluralaner mpax (2,51 g
fluralaner), ¢akon ¢ pazteopuren (16 ml pazrBoputen) u crepuina 25 G uria 3a 0CBOOOXKIaBaHE HA
BB3lyXa.

He Bcuukm pasmepu Ha OImakoBKaTa MOTaT Aa OBAAT MpeJiaraHu Ha ma3apa.

5.5 ChoenuajaHu MepKH 32 YHUIIIOKABaHE HA HEM3MOJI3BAHN MPOAYKTH HJIH OCTATHIH OT TAX
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BerepunapHuTE JI1€KapCTBEHHU MPOIYKTH HE TPsIOBa 1a ObJAaT U3XBBHPISHHU Upe3 OTIaIHU BOJIU HITH
OHWTOBH OTIABIIH.

BerepruHapHUSAT IeKapCTBEH MPOIYKT HE TPsAOBA 1a ObJie M3XBBPJISH BbB BOJHH OACEHHH, Thil KATO
fluralaner moxxe na 6b/1e onaceH 3a BOAHUTE Oe3rphOHAYHH.

W3nomn3BaiiTe mporpamu 3a BpbIllaHe IPY YHUIIOKABAHETO HAa HEM3IMOI3BaHN BETEpUHAPHU
JIEKapCTBEHHU MIPOIYKTH WIIA OCTATHIIN OT TAX B CHOTBETCTBHE C M3MCKBAHUATA HA MECTHOTO

3aKOHO/IaTEJICTBO U C BCHUKH HAI[MOHAIHU CUCTEMH 3a ChbOMpaHe, MPUIIOKUMHU 332 ChbOTBETHHS
BETEPUHAPEH JIEKAPCTBEH MPOIYKT.

6. HNME HA ITIPUTEXATEJIS HA PASPEIIEHUETO 3A ThPI'OBUS

Intervet International B.V.

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

EU/2/13/158/032-035

8. JATA HA IT'bPBOTO U3JIABAHE HA PABPEHIEHUETO 3A ThPI'OBUS

[Jarta Ha TBPBOTO U3AaBaHe Ha paspenieHueTo 3a Teproust: {/1J] mecen I'TIT}.

9. JATA HA ITOCJIEJHATA PEJAKIIUSA HA KPATKATA XAPAKTEPUCTUKA HA
HPOAYKTA

{1 mecen I'TTT?}

10. KJIACU®UKALMA HA BETEPUHAPHUTE JJEKAPCTBEHHU NPOAYKTHU
Ja ce ormmycka camMo I10 JIEKapCKO MPEATIUCAHKE.

IToapo6Ha nHGOpPMAITHS 32 TO3W BETEPUHAPEH JICKAPCTBEH MPOAYKT MOXE J1a HaMepuTe B 0a3ara MaHHU
na Cwro3a otHocHO mpoaykrute (https://medicines.health.europa.eu/veterinary).
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INPUJIOKEHME 11

JAPYI'U YCJIOBUS U UBNCKBAHUSA KbM PASPEHIEHUETO 3A ThbPI'OBUS

Hsama
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IMPUJIOKEHUME 111

ETUKET U JINCTOBKA
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A. ETUKETH
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NHO®OPMAIUA, KOATO CE U3IIMCBA BbPXY BHBHIIHATA OITAKOBKA

Kapronena xkyrus

1. HAMMEHOBAHUWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOJAYKT

Bravecto 112,5 mg TabneTku 3a ApBUEHE 3a Ky4eTa OT MHOTO apedHa mopona (2 — 4,5 kg)
Bravecto 250 mg tabneTku 3a IbBUCHE 3a Ky4eTa oT ApeOHa mopoaa (>4,5 — 10 kg)
Bravecto 500 mg tabeTky 3a IbBUEHE 3a KydeTa oT cpeana mopoaa (>10 — 20 kg)
Bravecto 1 000 mg TabneTku 3a 1bBUCHE 3a Kydyera oT eapa nopoaa (>20 — 40 kg)
Bravecto 1 400 mg TabneTku 3a AbBUCHE 3a KyueTa OT MHOTO efipa mopoaa (>40 — 56 kQ)

2. KOJIMYECTBO HA AKTUBHUTE BEIHLIECTBA

112,5 mg fluralaner
250 mg fluralaner
500 mg fluralaner
1 000 mg fluralaner
1 400 mg fluralaner

‘ 3. PASMEP HA OITAKOBKATA

1 TabneTKa 3a IbBUEHE
2 Ta0JIETKH 32 IbBUYCHE
4 TabneTKH 32 AHBYEHE

‘ 4. BUJOBE )KNUBOTHMU, 3A KOUTO E IIPEJJHA3HAYEH BJIII

Kyue

‘ 5. TEPAIIEBTUYHU IOKA3AHUA

‘ 6. HAYUHMU HA TPUJIOKEHUE

IlepopanHo npuoKeHuUE.

‘ 7. KAPEHTHHU CPOKOBE

| 8. CPOK HA TOJIHOCT

Exp. {mm/rrrT}

‘ 9. CIIEHUAJIHU YCJI0OBUS 3A CbXPAHEHUME

‘ 10. HAANMUCHT ,JIPEAU YIIOTPEBA TIPOYETETE JIMCTOBKATA“

[penu ynorpeba npovereTe JINCTOBKATA.
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11. HAAIUCHT “CAMO 3A BETEPUHAPHOMEJIUILUHCKA YIIOTPEBA”

Camo 3a BeTepHHapHOMEAUIIMHCKA yIIoTpeoa.

12. HAJIMUCHT “JIA CE CbXPAHSIBA JAJEY OT IMOTJIEJA U HA HEAOCTBITHA
3A JIEHA MECTA”

Jla ce cpxpaHsBa gaied OT Iorjiena W Ha HeIOCTHITHH 3a JIela MecTa.

13. HWME HA IIPUTEXKATEJISA HA PASPEIIEHUE 3A THPT'OBUS

Intervet International B.V.

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

EU/2/13/158/001 (112,5 mg, 1 Tabaerka)
EU/2/13/158/002 (112,5 mg, 2 TabieTkm)
EU/2/13/158/003 (112,5 mg, 4 TabieTkm)
EU/2/13/158/004 (250 mg, 1 tabneTka)
EU/2/13/158/005 (250 mg, 2 tabieTku)
EU/2/13/158/006 (250 mg, 4 TabieTkmn)
EU/2/13/158/007 (500 mg, 1 Tabmerka)
EU/2/13/158/008 (500 mg, 2 tabieTku)
EU/2/13/158/009 (500 mg, 4 TabneTkn)
EU/2/13/158/010 (1 000 mg, 1 Tabnerka)
EU/2/13/158/011 (1 000 mg, 2 tabneTkn)
EU/2/13/158/012 (1 000 mg, 4 tabneTkn)
EU/2/13/158/013 (1 400 mg, 1 Tabnerka)
EU/2/13/158/014 (1 400 mg, 2 TabieTkn)
EU/2/13/158/015 (1 400 mg, 4 tabneTkn)

15. TTAPTHJIEH HOMEP

Lot {nomep}
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MHUHHUMYM UHO®OPMAILIUA, KOATO TPABBA A BbJE U3IIMCAHA BBPXY MAJIKH
ITbPBUYHU OITAKOBKH

baucrep

‘ 1. HAMMEHOBAHUWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOJAYKT

Bravecto

‘ 2. KOJMYECTBO HA AKTUBHUTE BEIIECTBA

112,5mg (2 - 4,5 kg)
250 mg (>4,5 — 10 kg)
500 mg (>10 — 20 kg)

1 000 mg (>20 — 40 kg)
1 400 mg (>40 — 56 kg)
fluralaner

| 3. MAPTHMJEH HOMEP

Lot{Homep}

| 4. CPOK HA FOJIHOCT

Exp. {mm/rrrT}
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HHO®OPMAIUA, KOATO CE U3IIMCBA BbPXY BHbHIIIHATA OITAKOBKA

Kapronena kyrus

1. HAMMEHOBAHUWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOJAYKT

Bravecto 112,5 mg criot-oH pa3TBOp 3a Ky4era oT MHOTO apebHa mopoza (2 — 4,5 kg)
Bravecto 250 mg crmot-oH pa3TBOp 3a KydeTa ot apedna mopoaa (>4,5 — 10 kg)
Bravecto 500 mg croT-0H pa3TBOp 3a Ky4ueTa oT cpeaHa mopoaa (>10 — 20 kg)
Bravecto 1 000 mg cmoT-oH pa3TBop Kydueta oT eapa mopoja (>20 — 40 kg)

Bravecto 1 400 mg croT-oH pa3TBOp 3a Ky4eTa OT MHOTO ezpa mopoaa (>40 — 56 Kg)

‘ 2. KOJINYECTBO HA AKTUBHUTE BEIIECTBA

112,5 mg fluralaner
250 mg fluralaner
500 mg fluralaner
1 000 mg fluralaner
1 400 mg fluralaner

‘ 3. PASMEP HA OITAKOBKATA

1x0,4ml
1x0,89 ml
1x1,79 ml
1x3,57 ml
1x5,0ml
2x0,4ml
2 x 0,89 ml
2x1,79 ml
2 x 3,57 ml
2x5,0ml

‘ 4. BUJOBE )KUBOTHMU, 3A KOUTO E IPEJJHA3HAYEH BJIII

Kyue

‘ 5. TEPATIEBTUYHU ITIOKA3AHUA

‘ 6. HAYNHMU HA ITPUJIOKEHUE

[Ipunarane BbpXy OrpaHUyueH Y4acCThK.

CoxpaHsBaiiTe BETepHHAPHIS JIEKapCTBEH MPOAYKT B OPUTHHAIHATA ONTAKOBKA MpeH yrnorpeda, ¢ et
Jla ce Tpeamnas3siT AeuaTta OT JUPEKTEeH NOCTHII 10 BETEPUHAPHUS JEKapCTBEH MPOAYyKT. Ja ce n30sraa
KOHTAKT C KOXKaTa, ycTara u/uiau ouure. J{a ce u304rsa KOHTAaKT ¢ MACTOTO Ha MPUIIOKEHHUE, JOKATO TO
Beue He ce 3a0es13Ba. Hocere ppkaBuIy, Koraro pabOTHTE U IpUIIaraTe TO3M BEeTEpUHAPEH JIeKapCTBEH
nponykr. Ilpouerere nucToBKarTa 3a II'bJIHA HHPOPMALUs OTHOCHO O€30I1aCHOCTTA Ha MOTPEOUTENS.

Kamaukara ne maga.
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| 7. KAPEHTHM CPOKOBE

8. CPOK HA TOJIHOCT

Exp. {mm/rrrT}

‘ 9. CIIEIIMAJIHU YCJI0OBUS 3A CbXPAHEHUE

‘ 10. HAANUCHT ,,IPEAU YIIOTPEBA NPOYETETE JIUCTOBKATA“

[Ipenu ynorpeba mpoderere JUCTOBKATA.

‘ 11. HAAIUCHT “CAMO 3A BETEPUHAPHOMEJIUMIIUHCKA YIIOTPEBA”

Camo 3a BeTepHHAPHOMEIUIINHCKA yIOTpeOa.

12. HAJIUCHT “AA CE CbXPAHSBA JAJIEY OT IIOI'VIEJA U HA HEAJOCTBITHU
3A JEIHA MECTA”

[a ce cpxpansBa janed OT Iorjiena U Ha HEJIOCTHITHH 3a JIeIa MeCTa.

‘ 13. HWME HA IIPUTEXXATEJISA HA PASPEIIEHUE 3A THPT'OBUSA

Intervet International B.V.

‘ 14, HOMEPA HA PASPEHIEHUETO 3A ThbPI'OBUS HA BJIII

EU/2/13/158/016 (112,5 mg, 1 numeTa)
EU/2/13/158/017 (112,5 mg, 2 mumeTH)
EU/2/13/158/020 (250 mg, 1 nmmeTa)
EU/2/13/158/021 (250 mg, 2 nuneru)
EU/2/13/158/024 (500 mg, 1 nmmeTa)
EU/2/13/158/025 (500 mg, 2 nunetH)
EU/2/13/158/028 (1 000 mg, 1 mumera)
EU/2/13/158/029 (1 000 mg, 2 murmeTH)
EU/2/13/158/030 (1 400 mg, 1 mumera)
EU/2/13/158/031 (1 400 mg, 2 numeTH)

‘ 15. TIAPTHUJAEH HOMEP

Lot {momep}
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HNH®OPMALUSA, KOATO TPABBA JIA BbJE U3IIMCAHA BbPXY ITbPBUYHATA
OITAKOBKA

Came

1. HAMMEHOBAHUWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOJAYKT

Bravecto 112,5 mg criot-oH pa3TBOp 3a Ky4eTra oT MHOTO apebHa mopoza (2 — 4,5 kg)
Bravecto 250 mg crot-oH pa3TBOp 3a KydeTa ot apedHa mopoaa (>4,5 — 10 kg)
Bravecto 500 mg coT-0H pa3TBOp 3a Ky4ueTa oT cpeaHa mopoaa (>10 — 20 kg)
Bravecto 1 000 mg cmor-oH pa3TBop Kyduera oT eapa mopoja (>20 — 40 kg)

Bravecto 1 400 mg croT-oH pa3TBOp 3a Ky4eTa OT MHOTO efpa mopoja (>40 — 56 Kg)

2. KOJMYECTBO HA AKTUBHUTE BEIHIECTBA

112,5 mg fluralaner
250 mg fluralaner
500 mg fluralaner
1 000 mg fluralaner
1 400 mg fluralaner

0,4 ml
0,89 ml
1,79 ml
3,57 ml
5,0ml

3. BUJOBE ’)KNUBOTHMU, 3A KOUTO E IIPEJJHA3HAYEH BJIII

Kyue

¢

‘ 4, HAYUHMU HA TPUJIOKEHUE

3a mpuiarane BbpXy OTPaHUYEH yYaCTHK.

<> %
(1) 9%&/{6

1. IloctaBu pbKaBuIy. 2. 3aBbPTH KaraykaTa (KarmaykaTa He MOKe J1a ce oTcTpanH). 3. [punoxu
BBPXY KOXara.
[a ce cpxpaHsiBa mumeTara B calleTo 10 ynoTpeoda.
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| 5.  KAPEHTHHM CPOKOBE

| 6.  CPOK HA TOJIHOCT

Exp. {Mm/rrrr}

‘ 7. CIIEIUAJIHU YCJIOBUS 3A CbXPAHEHUE

‘ 8. NME HA ITIPUTEXATEJISI HA PASPEIIEHUETO 3A ThPI'OBUS

Intervet International B.V.

‘ 9. IHAPTUJEH HOMEP

Lot {mHomep}
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MUHUMYM UHO®OPMAILIUSA, KOSATO TPABBA JIA BbJE U3IIMCAHA BbPXY MAJIKH
II'bPBUYHU OITAKOBKH

IIunera

1. HANMMEHOBAHUWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

Bravecto

‘ 2. KOJINYECTBO HA AKTUBHUTE BEIIECTBA

112,5 mg fluralaner
250 mg fluralaner
500 mg fluralaner
1 000 mg fluralaner
1 400 mg fluralaner

0,4 ml
0,89 ml
1,79 ml
3,57 ml
5,0 ml

‘ 3. IHAPTUJAEH HOMEP

Lot{nomep}

| 4. CPOK HA FOJIHOCT

Exp. {mm/rrrT}
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NHO®OPMAIUA, KOATO CE U3IIMCBA BbPXY BHBHIIHATA OITAKOBKA

Kapronena xkyrus

1. HAMMEHOBAHUWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOJAYKT

Bravecto 112,5 mg criot-on pa3tBop 3a apedbuu xkotku (1,2 — 2,8 kg)
Bravecto 250 mg crot-oH pa3TBOp 3a CpeAHO roiemMu KoTku (>2,8 — 6,25 kg)
Bravecto 500 mg crot-oH pa3TBop 3a eapu Kotku (>6,25 — 12,5 kg)

‘ 2. KOJIMYECTBO HA AKTUBHUTE BEIIECTBA

112,5 mg fluralaner
250 mg fluralaner
500 mg fluralaner

‘ 3. PASMEP HA OITAKOBKATA

1x0,4ml
1x0,89 ml
1x1,79 ml
2x0,4ml
2% 0,89 ml
2x1,79 ml

‘ 4. BUJOBE )KUBOTHMU, 3A KOUTO E IPEJJHA3HAYEH BJIII

Kotka

‘ 5. TEPATIEBTUYHU IOKA3AHUA

‘ 6. HAYNHMU HA ITPUJIO’)KEHUE

IIpunarane BbpXy OrpaHUYEH YYaCThK.

CoxpaHsiBaiiTe BEeTCPHUHAPHUS JIEKAPCTBEH MIPOAYKT B OPUTMHAIIHATA OIIAKOBKA MIPEaH yrnoTpeda, ¢ e
Jla ce TpeAmnassiT AeuaTta OT JUPEKTEeH JOCTHII 10 BETEPHHAPHUS JIEKapCcTBEH MPoAyKT. Ja ce n3osraa
KOHTAKT C KOXKaTa, ycrara u/uin ouute. J{a ce n304rea KOHTAaKT ¢ MACTOTO Ha MPUIIOKEHHUE, JOKATO TO

Bede He ce 3a0eis3Ba.

Hocerte ppkaBuiy, Korato pabOTHTE U MPUIAraTe TO3M BETEPUHAPEH JCKApCTBEH NPOAYKT. [Ipoderere

JUCTOBKATA 32 IIBJIHA WH(OPMAITUS OTHOCHO 0€30TIaCHOCTTA Ha TOTPESOUTEISI.

Kanaukara He mana.

4
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| 7. KAPEHTHM CPOKOBE

8. CPOK HA TOJIHOCT

Exp. {mm/rrrT}

‘ 9. CIIENMAJIHU YCJI0OBUS 3A CbXPAHEHUE

‘ 10. HAANUCHT ,,IPEAU YIIOTPEBA NPOUYETETE JIUCTOBKATA*

[Ipenu ynorpeba npovereTe NMCTOBKATA.

‘ 11. HAAIUCHT “CAMO 3A BETEPUHAPHOMEJIMIIUHCKA YIIOTPEBA”

Camo 3a BeTepHHapHOMEAUIIMHCKA YIIOTpeoa.

12. HAJIMUCHT “JIA CE CbXPAHSIBA JAJEY OT MOTJIEJA U HA HEJOCTBITHA
3A JIEHA MECTA”

I[a CC ChbXpaHsBa JaJied OT IorjieAa U Ha HCAOCTHIIHU 3a AC1a MECTa.

13. HWME HA IIPUTEXKATEJISA HA PASPEIIEHUE 3A THPTOBUS

Intervet International B.V.

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

EU/2/13/158/018 (112,5 mg, 1 mumnera)
EU/2/13/158/019 (112,5 mg, 2 mumeTH)
EU/2/13/158/022 (250 mg, 1 numeTa)
EU/2/13/158/023 (250 mg, 2 numern)
EU/2/13/158/026 (500 mg, 1 numera)
EU/2/13/158/027 (500 mg, 2 numeTn)

15. TTAPTHJIEH HOMEP

Lot {momep}
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NH®OPMALUSA, KOATO TPABBA JIA BbJE U3IIMCAHA BbPXY ITBPBUYHATA
OITAKOBKA

Came

1. HAMMEHOBAHUWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOJAYKT

Bravecto 112,5 mg criot-oH pasteop 3a apeduu xkotku (1,2 — 2,8 kg)
Bravecto 250 mg croTt-0H pa3TBOp 3a CPEAHO ToeMHu KOTKH (>2,8 — 6,25 Kg)
Bravecto 500 mg criot-oH pa3TBOp 3a eapu KoTtku (>6,25 — 12,5 kg)

2. KOJIMYECTBO HA AKTUBHUTE BEIIECTBA

112,5 mg fluralaner
250 mg fluralaner
500 mg fluralaner

0,4 ml
0,89 ml
1,79 ml

3. BUJOBE JKNBOTHMU, 3A KOUTO E ITPEJJTHAZHAYEH BJITI

Kotka

4. HAYNHMU HA ITPUJIOKEHUE

3a mpuiiaraie BbpXy OTPaHHUYEH yYacThK.

<>
T e%

1. IlocTaBu ppKaBuIly. 2. 3aBbPTH Karmaykara (KarmaykaTa He MOXe J1a ce oTcTpanu). 3. [punoxu
BBPXY KOXKara.
Ja ce cbxpaHsiBa umneTara B callleTo 10 ynoTpeoa.

| 5.  KAPEHTHHM CPOKOBE

| 6. CPOK HA TOJIHOCT

Exp. {Mm/rrrr}
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‘ 7. CIIEHUAJIHU YCJI0OBUS 3A CbXPAHEHUME

‘ 8. NME HA TIPUTEXATEJISA HA PASPEINIEHUETO 3A ThbPTOBUS

Intervet International B.V.

‘ 9. IHAPTUJEH HOMEP

Lot {momep}
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MUHUMYM UHO®OPMAILIUSA, KOSATO TPABBA JIA BbJE U3IIMCAHA BbPXY MAJIKH
II'bPBUYHU OITAKOBKH

IIunera

1. HANMMEHOBAHUWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

Bravecto

‘ 2. KOJINYECTBO HA AKTUBHUTE BEIIECTBA

112,5 mg fluralaner
250 mg fluralaner
500 mg fluralaner

0,4 ml
0,89 ml
1,79 ml

‘ 3. IHAPTHUJAEH HOMEP

Lot{Homep}

| 4. CPOK HA FOJIHOCT

Exp. {Mm/rrrr}

46



HNHOOPMAIMA, KOATO CE U3IIMCBA BbPXY BBHIIHATA OITAKOBKA

KAPTOHEHA KYTHUA

1. HAMMEHOBAHUWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOJAYKT

Bravecto 150 mg/ml npax u pasTBopuTEN 32 HHKEKIIHOHHA CYCITEH3HS 33 Ky4ueTa

2. KOJIMYECTBO HA AKTUBHUTE BEIIECTBA

150 mg/ml fluralaner

‘ 3. PASMEP HA OITAKOBKATA

1 pmakon chabpskaid mpax, 1 ¢rakoH ChabpXKall pa3TBOpPHUTEN, | UriTa 32 0cBOOOXK/IaBaHE Ha Bh3IyXa
2 (pnakoHa chABpKALIA MPaX, 2 (IaKoHa ChIBPIKAIIN Pa3TBOPHUTEIN, 2 UTIIH 32 0CBOOOK/AaBaHE Ha
BB3IyXa

5 makoHa chaABPKAIN TIPaxX, 5 (GrakoHa ChABPIKAIINA PA3TBOPHUTEN, 5 UIIIH 32 OCBOOOKIaBaHE Ha
BB3/yXa

10 ¢akona ceabprKamy npax, 10 ¢prakona ceabpxkamy pasrsoputen, 10 uriau 3a ocBo0oXKAaBaHe Ha
BB3IyXa

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

Kyuera

‘ 5. TEPAIIEBTUYHU IIOKA3AHUA

‘ 6. HAYNHMU HA TPUJIOKEHHUE

TToIKOKHO MPUIIOKEHUE.

{Cnenuure nuarpamu ca OTIeYaTaHd OT BbTPEIIHATA CTPaHA Ha KAPTOHEHATA KYTHS - BUIUMH CaMO
ClIe/T OTBapsiHE }

HpI/IJ'IO)KeHaTa urja 3a 0CBO60)K,Z[3.B3HC Ha Bb3AyXa HC € MPCAHA3HAUCHA 3a MPUJTIOXKCHUC Ha IIPOAYKTA.
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7. KAPEHTHHU CPOKOBE

8. CPOK HA I'OJJHOCT

Exp. {Mmm/rTIT}
Cren peKOHCTUTYHpaHE M3M0J3Ball CYCIICH3UsATa B PAMKUTE Ha 3 Mecella.

9. CIIENMAJIHU YCJI0OBUS 3A CbXPAHEHUE

Cren peKOHCTHTYHpPaHe, Jla ce ChXpaHsBa npu Temneparypa mox 30 °C.

10. HAJIUCHT ,JIPEIU YIIOTPEBA ITIPOYETETE IMCTOBKATA*

[Ipenu ynorpeba npodereTe IUCTOBKATA.

11. HAJIUCHT “CAMO 3A BETEPUHAPHOMEJUIIMHCKA YIIOTPEBA”

Camo 3a BeTepHHAPHOMEUIINHCKA yIIOTpeoa.

12. HAJIUCHT “IJA CE CbXPAHSABA JAJIEY OT IIOI'VIEJA U HA HEJOCTBITHU
3A JEIHA MECTA”

[a ce cpxpansBa janed OT Iorjiena U Ha HeJIOCTHITHY 3a JIeIa MeCTa.

13. HUME HA IIPUTEXKATEJISA HA PASPEIIEHUE 3A THPTOBUS

Intervet International B.V.

14, HOMEPA HA PASPEHIEHUETO 3A ThPI'OBHUA HA BJIII

EU/2/13/158/032 (1 X: mpax, pa3TBOPHUTE, MIJIa 32 OCBOOOXK IaBaHe Ha BH3/yXa)
EU/2/13/158/033 (2 x: npax, pa3TBOpHTEI, UIJIa 32 OCBOOOKIAaBAHE HA Bb3/IyXa)
EU/2/13/158/034 (5 X: mpax, pa3TBOPHUTEIL, WIJIa 32 OCBOOOXK/IaBAHE Ha BH3yXa)
EU/2/13/158/035 (10 x: mpax, pa3TBOPHUTEI, UTJIa 32 OCBOOOXKIaBaHE HA BH3/IyXa)

15. TTAPTHJIEH HOMEP

Lot {momep}

QR xox, koiiTo TpsiOBa a OBe BKIOYEH MiX.bravecto.com
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MUHUMYM UHO®OPMAILIUSA, KOSATO TPABBA JIA BbJE U3IIMCAHA BbPXY MAJIKHU
OITAKOBKM BJIII, KOUTO CBABPXKXAT EJUHUYHA TO3A

ETUKET HA ®JIAKOH ITPAX

1. HAUMMEHOBAHUWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOJAYKT

Bravecto

¢ U

‘ 2. KOJMYECTBO HA AKTUBHUTE BEIIECTBA

2,51 g fluralaner
pexorcrurynpana: 150 mg/ml nmxexmoHHa CyCreH3us

| 3. MAPTHMJEH HOMEP

Lot {momep}

‘ 4. CPOK HA I'OJJHOCT

Exp. {Mm/rrrr}
Crenr peKOHCTUTYHpPaHEe U3TIOI3Bai B paMKHUTE Ha 3 Mecera.
NsxBbprere 10!
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MUHUMYM UHOOPMAILIUA, KOSATO TPABBA JIA BbJE U3IINCAHA BbPXY MAJIKH
OITAKOBKM BJIII

ETUKET HA ®JIAKOH PA3TBOPUTEJI

1. HAUMMEHOBAHUWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOJAYKT

Bravecto pa3tBopuren

2. KOJMYECTBO HA AKTUBHUTE BEIIECTBA

16 ml
Wznomn3eaiite camo 15 ml 3a pekoHCcTUTYHpaHe Ha CyclieH3UATa. I3XBBpiieTe 0CTaHAIOTO.

‘ 3. ITAPTUJAEH HOMEP

Lot {nomep}

| 4. CPOK HA FOJIHOCT

Exp. {mm/rrrT}
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B. IUCTOBKA
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JIMCTOBKA

1. HaumenoBanue Ha BeTepUHAPHUS JIeKAPCTBEH NPOAYKT

Bravecto 112,5 mg TabneTku 3a AbBUEHE 32 Ky4eTa OT MHOTO apebHa mopona (2 — 4,5 kg)
Bravecto 250 mg tabmeTKu 3a AbBYEHE 3a KydeTa oT Apedna mopoxa (>4,5 — 10 kg)
Bravecto 500 mg TabneTku 3a JpBYEHE 3a KydeTa oT cpeana nmopozaa (>10 — 20 kg)
Bravecto 1 000 mg TabneTku 3a aAbBUEHE 3a Ky4eTa oT ezpa nopoaa (>20 — 40 kg)
Bravecto 1 400 mg TabieTku 3a JbBYCHE 3a Ky4eTa OT MHOTO efpa mopoaa (>40 — 56 kg)

2. CbcraB

Bceska Tabnerka 3a ABBUCHC ChbAbpPIKA:

Bravecto TaéseTku 3a 1bBYeHe Fluralaner (mg)
3a Ky4eTra OT MHOTO JpeOHa mopoaa (2 — 4,5 112,5

kg)

3a KyueTa ot apebra mopoga (>4,5 — 10 Kg) 250

3a Ky4yeTa oT cpeana nmoposa (>10 — 20 kg) 500

3a Kydera ot eapa nopoaa (>20 — 40 kg) 1000

3a Ky4eTa OT MHOTO efpa nopoaa (>40 — 56 kg) 1400

CsernokadsiBa 10 ThMHOKadsBa TabiieTKa 3a JbBUEHE C IJIaJKa WM JIEKO TparaBa MOBBPXHOCT H
Kpbria popma. Masku MBHLM, IETHHIA WIK U IBETE MOraT Aa ObAaT BUIUMH.

3. BugoBe ;kMBOTHH, 32 KOUTO e npeaHazHaued BJIII
Kyue.
4. Ioka3zanus 3a ynorpeda

3a TpeTHpaHe Ha ONapa3uTsIBaHEe C KbPIICXKHU U OBJIXH MPH KydeTa.

To3u BeTeprHApeH JIEKApCTBEH MPOIYKT € CHCTEMEH MHCEKTHITUT U aKapUIIKJI, KOWTO OCUTYPSBA:

- He3a0aBHA W TMPOABIDKUTENHA aKkTHBHOCT, youBama Obixure (Ctenocephalides felis) 3za 12
CEIMHUIIH,

- He3a0aBHa U IPOIb/DKUTENIHA aKTUBHOCT, yOUBaIIa Kbpiekure 3a 12 ceamunu 3a Ixodes ricinus,
Dermacentor reticulatus u D. variabilis,

- He3abaBHA M MPOIB/DKUTEIHA aKTHBHOCT, YOUBaIa KeppiexuTe 3a 8 ceamuiiu 3a Rhipicephalus
sanguineus,

- MPOIBIDKUTENIHA aKTHBHOCT, yOUBAIa KbPIEKUTE OT 7 IHU 10 12 CEAMUIIN CIIe TPETHPAHETO
3a Ixodes hexagonus.

braxuTe u KbpiiexuTe TPIOBA A2 C€ MPUKPENAT KbM FOCTONIPUEMHHIKA U J]a 3aII0YHAT J]a C€ XPaHAIT, 3a
Jla MOXe J1a ObJIaT U3JI0KECHU Ha JIEHCTBHUETO Ha AKTUBHOTO BEILIECTRO.

BerepuHapHHAT JeKapCcTBEH MPOAYKT MOXKE Jla C€ M3MOJI3Ba KATO YacT OT CTPATETUATA 32 KOHTPOJ Ha
aJepTHYCH IEPMATHT, TpUIrHEH oT 0Bixu (FAD).

3a jeueHne Ha AeMOJIEK03a, TpuunHeHa or Demodex canis.
3a TpeTHpaHe Ha Oomapa3uTABaHE IPU CapKOINTO3HA KpacTa (Sarcoptes scabiei var. canis).
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3a nmamansBaHe Ha pucka oT uH(eknus c¢ Babesia canis canis upes mpemaBane ot Dermacentor
reticulatus 3a mepuoa 10 12 cenmury. EGekThT € HHANPEKTEH MOpaay ACHCTBUETO HA BETEPUHAPHHUS
JIEKapCTBEH MPOAYKT CPEIy BEKTOpa.

3a HamansBaHe Ha prcka ot uHdekiws ¢ Dipylidium caninum upes npenasane ot Ctenocephalides felis
3a mepuon 1o 12 ceqmuru. EQEKThT € MHANPEKTEH MOpaan NeHCTBUETO Ha BETEPUHAPHUS JIEKAPCTBEH
HPOJYKT CPEILy BEKTOPA.

5. IIpoTuBONOKA3aHUSA

I[a HE C€ U3II0J3Ba IIPU CBPBbXUYYBCTBUTCIHOCT KbM aKTUBHOTO BE€IIECTBO UJIU KbM HAKOC OT IIOMOIITHUTE
BC€IICCTBA.

6. CrneunaJHu npeaynpe:kIeHus

CrelMalIHy IpeayIPEKICHUS:

ITapasuTuTte TpssOBa Jia Ce MPUKPEMST KbM TOCTOIIPHEMHHKA U JIa 3aIl0YHAT J1a CE XPaHsiT, 3a Ja ObaaT
W3JI0KEHH Ha JeiicTBrero Ha fluralaner, ciiefoBaTeIHO PUCKBT OT TPAHCMHUCHS Ha OOJIECTH, IPEAaBaHU
ype3 mapasutuTe (BarounTenHo Babesia canis canis u D. caninum), He Moxe Ja ObJe HAMBIHO
U3KIIFOYEH.

Henyxnata ynotpeb6a Ha NPOTHUBONAPA3UTHH NPOAYKTH WM ymnoTpebaTa, OTKIOHSBAILA CE OT
uHcTpyKuuure, agenn B KXII, moxe fa MoBHUIIM HATHCKA OT CENEKLHS Ha Pe3UCTEHTHOCT U Jja I0Bee
JI0 HaMaJieHa e(UKacHOCT. PemenneTo 3a U3Mo3BaHe Ha BETEpUHAPHUS JIEKApCTBEH MPOIAYKT TPsOBa
Jla ce OCHOBaBa Ha MMOTBbP)KIaBaHE Ha MMapa3UTHHS BUJ 1 TEKECTTA Ha ONapa3UTsIBAaHETO, WIIM Ha pHCKa
OT Olapa3uTsIBaHE Bb3 OCHOBA HA €MUACMHUOIOTUYHUTE My 0COOEHOCTH, 3@ BCAKO OTAEIHO KHBOTHO.

TpsiOBa a ce pasriiesia Bb3MOXKHOCTTA JIPYTH )KUBOTHU B CHIIOTO JIOMAKHMHCTBO J1a ObJaT U3TOUYHUK HA
MOBTOPHO 3apa3sBaHe C Mapa3uTH, KaTo Te CIe/Ba Jla CE TPETHPAT MPU HEOOXOAUMOCT C ITOIXO/ISII
BETEPUHAPEH JIEKAPCTBEH MPOIYKT.

Crenuaiady npeamna3Hyd MEpPKH 3a Oe3onacHa ynorpeda IIpy BUAOBETE YKUBOTHH, 3a KOUTO €
npennasgauen BJIIT:

Jla ce npuiara ¢ MOBHIIIEHO BHUMAHHUE MPH Ky4eTa C CIHJICTICHSL.

[Tpu nurca Ha HATMYHY JJAHHH, TO3H BETEPUHAPECH JICKAPCTBEH MPOYKT HEe TPSOBA Ja Ce U3IM0I3Ba MPU
KYYEHIIa, O-MaJIKK OT 8-CeIMIYHA Bh3PACT W/HIIM KydeTa ¢ TeJIeCHa Maca Mo-Majiko ot 2 Kg.
BerepuHapHUAT NeKapcTBEH MPOAYKT HE TpsAOBa Ja ce Mpwiiara mpe3 WHTepBajiH, MO-KpaTKd OT 8§
CE/IMHUIIU, ThH KaTO 0€30MaCHOCTTA MPH MMO-KbCH HHTEPBAIM HE € M3IIMTBAHA.

CrenyanHy npeanasHy MEpKH, KOUTO TPsOBa 1a B3eMe JHMLETO, PUJIaraio BeTepuHapHUS JEKapCTBEH
IPOAYKT Ha )KUBOTHHUTE!

[a ce cbxpaHsiBa BETEPHHAPHUSAT JIEKAPCTBEH MPOJYKT B OpUTHHAIIHATA OIIAKOBKA MpPEAH YHoTpeda, ¢
LeJT [ja c€ TPEANassT Jenara oT JUPEKTEH JAOCThII 10 BETEpUHAPHUS JIEKAPCTBEH NMPOIYKT.

Nma cpobmieHns 3a peakiiui Ha CBPbXIyBCTBUTEITHOCT IPH XOPa.

[a He ce sze, nue WK My pU paboTa ¢ BETEpUHAPHUA JEKapCTBEH MPOIYKT.

Wzmuiite ppleTe CH cTapaTeHO ChC CallyH M BOAA HETIOCPEACTBEHO Clie/ yoTpeba Ha BETepHHAPHUS
JIEKapCTBEH MPOIYKT.

bpeMeHHOCT, aKkTanus U 3amI0AsIeMOCT:
BerepunrapHUAT JeKapcTBEH MPOIYKT MOXKE J]a ce pujiara Ipy KydeTa 3a pa3Iuiof U 1o BpeMe Ha
OpeMEeHHOCT ¥ JIaKTalus MPH KydeTa.

BiaumoneiicTBre ¢ Apyrd BETEPUHAPHHM JICKAPCTBECHU OPOAYKTU U APYTH d)ODMI/I Ha B3aUMOJICHCTBHE:
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Fluralaner uma Brcoka cTerieH Ha CBbp3BaHe C MJIa3MEHUTE IPOTEHHU U MOJKE Jla CE KOHKYpHUpa C APyTH
aKTHBHH BEIIIECTBA C BUCOKA CTEIICH HA CBBP3BaHEe, KATO HECTEPOUIHH ITPOTUBOBB3MAINTEIHU CPEICTBA
(NSAIDs) u xymMapuHOBOTO Tpou3BoaHO BapdapuH. MHkybOanusrTa Ha fluralaner B mpuchcTBHETO Ha
KaprpogeH uiu BapdapuH B IiIa3Mara Ha Ky4eTo B MaKCUMaTHO OYaKBaHHTE MIa3MEHH KOHLEHTPauu
HE HaMaJIsiBa MPOTEMHOBOTO CBBp3BaHe Ha fluralaner, kapnpoden nim Bapdapus.

Ilo Bpeme Ha KIMHWUYHH TOJEBH H3NHUTBAHUS, HE Ca HAOJIONABAaHU B3aUMOJCHCTBHS MEXIY
BETCPUHAPHUS JIEKAPCTBEH MPOAYKT U OOMYAHO U3IMIONI3BaHUTE BETEPHHAPHH JICKAPCTBEHU TIPOYKTH.

IIpenosupase:
be3onmacHocTTa € MoKa3zaHa Mpu OpeMEHHHW W JIAKTUPAIIM XUBOTHH M NPU JKUBOTHH 32 PasIIIof,

TPETUPAHU C JO3H 10 3 II'TH MO-BUCOKU OT MaKCHMaIHaTa Mpernophryana 103a.

BesomnacHocTTa € q0Ka3aHa MpH KydeHIa Ha 8-9 ceAMHYHA BB3pacT M ¢ TeiecHa maca 2,0-3,6 Kg,
TPETHPAHH C 03U JIO 5 IBTH MO-BUCOKHM OT MaKCHMalHaTa IpernopbhyaHa /103a, TPU IITH Mpe3 TI0-
KpaTK{ MHTEpBaJIK OT MpenopbyuaHuTe (8-CeAMUYHN HHTEPBAIIH).

BerepuHapHUAT neKapCcTBEH MPOAYKT MMa MHOTO oOpa MOHOCHUMOCT IPHU KydeTa oT nmopojaara Komu ¢
neGUINT Ha MyJITHIEKapcTBeHa-pesrcTenTHoCT-ipoTenH 1 (MDR1 -/-) crien enHokpaTHO TIEpOpaHo
MIPIIOKEHIE HA 71032, 3 IIBTH IMO-BUCOKA OT MpenophyaHara 103a.

OCHOBHY HECEBMECTUMOCTH!
He e npunoxxumo.

7. HeOsaronpusaTan peakuun

Kyue:

YecTnt FactponnTecTHHANHK edekTH (karo Jlumnca Ha aneTur,

#
(1 mo 10 na 100 TpeTnpaHu KUBOTHH): Jurasene, Jiuapus, Hospruiaie)

MHoro peaku Anarus;
Copbex;

(no-mazko ot 1 na 10 000 Tperupar Myckynen Tpemop; Atakcusi; KonByincus.

JKMBOTHHU, BKIIFOUUTCIIHO U30JIMPpaHn
CHOOTIICHHUS ):

# JICKU U MPEXOOHU

CpoOmaBaHeTo Ha HEOIArONPUATHH PEAKIMU € BaXKHO. ToBa IM03BOISIBa HENPEKHCHAT MOHUTOPUHT HA
0e30macHOCTTa Ha MPOJYyKTa. AKO 3a0eNie)KuTe HAKAaKBU HEOJaronpUsTHH PEaKIMU, BKIIOUYUTEIHO U
TaKMBa, KOUTO HE ca OMUCAHU B TA3W JMCTOBKA MM MHCIIHTE, Y€ BETEpUHAPHUSA JICKAPCTBEH MPOAYKT
He JeiCcTBa, CBBbp)KETE ce IbpBO ¢ Bamms BerepuHapeH lekap. MoxeTe CbIIO Ja CboOIiaBaTe
He6HaFOHpI/IHTHI/I PpCaKkiru Ha NPUTEKATCIIA HAa Pa3pCHICHUCTO 3a ThbPrOBUA, KaTO U3IOJI3BATC JaHHUTC
3a KOHTaKT B Kpas Ha Ta3W JHCTOBKAa WM upe3 Bamara HanmmoHamHa cucTeMa 3a ChOOIIaBaHE!
{moIpoOHOCTH 32 HAITMOHATHATA CHCTEMA .

8. IIO?.I/IpOBKa 34 BCC€KM BU/I ’KUBOTHO, HAYUHHU U METO/ HA NIPUJIOKCHUEC

3a nmepopasHo NPUIOKEHHE.

BerepunapHuAT JeKapcTBEH MPOAYKT TpsiOBa Ja ce Ipuiara CbIVIACHO cjedHaTa Tabnuia
(cpoTBeTCTBAIIO Ha 1032 OT 25 — 56 mg fluralaner/kg TenecHa Maca, B paMKUTE Ha €1HA TETJIOBHA [PyTIa)

Tenecna Konuenrpauus u 0poii Ha Ta0JieTKUTEe, KOUTO TPSI0BA 12 ce MPUJIOKAT
Maca Ha Bravecto Bravecto Bravecto Bravecto Bravecto
kyuero (Kg) | 1125 mg 250 mg 500 mg 1 000 mg 1400 mg
2-45 1
>4,5-10 1
>10 - 20 1
>20 - 40 1
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[ >40-56 | | | | | 1 |

3a kyueTa ¢ TenecHa Maca Han 56 kg, n3mon3Baiite KOMOMHAITUS OT JBE TAOJIETKH, KOUTO Hali-MHOTO
CHOTBETCTBAT Ha TeJIECHATa Maca.

HpnnaraHeTo Ha IIO-HHUCKa J03a MOXKE 1da MJOBCAC 10 Hee(l)eKTI/IBHa yHOTpe6a n MOXC Jada
6HaFOHpI/I$ITCTBa Pa3BUTUCTO HA PE3UCTCHTHOCT.

9. CbBeTH 32 MPAaBWJIHOTO NpHUJIaraHe Ha MPOAYKTa

TaOneTkuTte 3a AbBUEHE HE TPsIOBa 1a Ce UYIST WK pa3aeysT.

[Mpunaraiite BeTeprHApHUS JIEKApPCTBEH MTPOIYKT 110 BpeMe Ha WK OJIN30 10 BPEMETO Ha XpaHEHe.
Tabnerkara 3a AbBUEHE ce MpHeMa JOOpe OT MOBEYETO KydeTa. AKO TabieTkaTta HE ce IMpHeMa
JIOOPOBOJIHO OT Ky4€TO, TS MOKE ChIIO Ja Ob/1e MPUIIOKEHA B XpaHaTa WK TUPEKTHO B ycraTta. Kydero
TpsaOBa na Obae HaONIOJaBaHO IO BpeMe Ha NPHIOKEHHETO, 3a Ja ce yBepuTe, 4de TabieTkara e
HOT'BJIHATA.

Cxema Ha TpeTupaHe

IIpu omapasuTSBaHUA ¢ OBJIXM U KbPIESKHA HEOOXOMUMOCTTA OT IMOBTOPHOTO(UTE) TpeThUpaHe(us) U
gecToTrata My TpsOBa /la c€ OCHOBaBaT Ha MPOQECHOHANIEH CHBET M TPsOBa Nla ce B3eME MPEIBUI
MECTHaTa CIMMAEMHUOJIOTrHYHa O6CTaHOBKa W HaA4YMHA Ha )KHUBOT Ha )KUBOTHOTO.

3a oNTHMAJEeH KOHTPOI Ha OMapa3suTsIBAHETO C OBJIXH, BETEPUHAPHUSAT JICKAPCTBEH MPOAYKT TPpIOBa Ja
Cce TpuIIara mpe3 WHTepBaju OT 12 cenMuiy. 3a onTUMalleH KOHTPOJI Ha ONapa3uTIBAHETO C KbPIIEKH,
BPEMETO 3a IMOBTOPHO TPETHpPaHE 3aBUCH OT BHJAa Ha KbpJiexuTe. Bukre Touka ,[lokazanus 3a
ymoTpeba‘“.

3a TpeTUpAHETO Ha omapa3uTsIBaHus ¢ Kbpiiexku Demodex canis, TpsibBa 1a ce IpUIOXKH eIHa 1032 OT
BETCPUHAPHHUS JIEKAPCTBEH MPOAYKT. THH KaTo IemMoaeko3aTa € MHOTO(AaKTOpHO 3aboiisiBaHe, ce
MIPETophYBA CHILO TAKA J]a CE TPETUPA BCAKO ChII'BTCTBAIIO 3a00JSBAHE 110 MTOAXO IS HAYMH.

3a TpeTUpaHETO Ha OnapasWTsABaHE MPH CapKONTO3HA Kpacrta (Sarcoptes scabiei var. canis), TpsoBa aa
ce MPWIOXKH €JHa J03a OT BETEpUHApPHHS JIEKapCTBEH MNpOoayKT. HeoOxomumocTra OT TOBTOPHO
TpeTHpaHe U YecToTaTa My TpsiOBa Jia ca ChoOpa3eH! ChC ChBETa Ha IPESANTUCBAIINS BETEpUHAPEH JISKap.

10. KapenTHH cpokoBe

He e npunoxumo.

11. CroenuaaHu yc/IOBHS 32 CbXpPaHEHHe
Ja ce cpxpaHsBa Aajned OT IOIJIe/la U Ha HEJJOCTBIIHY 32 JIella MECTa.

To3u BCTCPHUHAPCH JICKAPCTBCH IIPOAYKT HC U3MCKBA HUKAKBHU CIICHHUAIIHU YCJIIOBUA 3a CbXPAaHCHUC.
I[a HE CC U3IIOJI3BA TO3U BETCPUHAPCH JICKAPCTBCH NPOAYKT CJICA U3TUYAHC CPOKA HA IT'OJHOCT, TIOCOUCH
BBpPXY 6J'II/ICTepa CIICa EXp CpOK’bT Ha TOAHOCT OTroBapsd Ha MOCJICAHUSA ACH OT TO3U MCCCII.

12. Cnelma.mm npeanasHiu MEPKU NMPpU YHUIOKABAHE

BetepuHapHuTE JIEKapCTBEHW NMPOAYKTH HE TpsOBa Aa OBAAT M3XBHPJISSHH Upe3 OTHAJTHH BOIU WU
OHWTOBH OTIAIBIIN.

To3u BeTepuHAPEH JICKAPCTBEH MPOAYKT HE TPsOBa na Ob/ie U3XBBPJISH BbB BOJAHH 0aceiHU, Thil KaTo
Mmoxe fa obpe fluralaner moxe na Obe omaceH 3a BOJHUTE Oe3rpbOHAYHH.

Wsnom3eaiite mnporpamMu 3a BpbBIOIaHE TNPU YHUIOKABAHETO HA HEU3IOJ3BAHH BETCPUHAPHU
JICKQpPCTBEHU TMPOAYKTH WM OCTAThId OT TAX B CHOTBETCTBHE C M3UCKBAHUATAa HAa MECTHOTO
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3aKOHOJATCJICTBO U C BCUYKHU HNPUITOXKHUMH HALMOHAJIHU CUCTEMU 34 C’B6I/IpaHe. Tes3n MCpKH IIIC
IIOMOT'HAT 3a OIla3BaHC Ha OKOJIHATA Cpela.

[NonuTaiite Bammst BerepuHapeH jekap uin GapManeBT Kak Ja YHHUIIOKUTE HEHY)KHHU BETepUHApHU
JIEKapCTBEHU MPOAYKTH.
13. Kuaacupukanusi Ha BeTepUHAPHUTE JIEKAPCTBEHH MPOAYKTH

I[a CC€ OTITYCKa CaMO II0 JICKAPCKO MMpEAINMCaHune.

14. Homepa Ha pa3pelieHHeTO 32 THPrOBUS H Pa3MepH ONAKOBKHU

EU/2/13/158/001-015
Kapronena kytus, ceappkama 1, 2 wnu 4 TabneTku 3a AbBUCHE.
He Bcuuku pasmepu Ha omakoBKaTa Morat Aa ObJar IpeaiaraHy Ha nasapa.

15. [lara Ha mocjiegHaTa peJaKius HA TEKCTa

{JUUMM/TTTT}

[MonpoGHa nHDOpMAaIUs 32 TO3U BETCPUHAPEH JICKAPCTBEH MPOYKT MOXKE J1a HaMepuTe B 0a3arta NaHHU

na Crro3a otHocHO mpoaykrute (https://medicines.health.europa.eu/veterinary).

16. [lanuwu 3a BpBb3Ka

IIpuTekaren Ha pa3spelIeHUETO 3a THPrOBHs U JAHHU 33 BPh3Ka 3a ChOOIIaBaHe Ha IIPE/IIoaracMu

HEeOJIATOIIPUIATHU PEAKIIHH:
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 bbarapus
Ten: + 359 28193749

Ceska republika
Tel: + 420 233 010 242

Danmark
TIf: + 4544 82 42 00

Deutschland
Tel: + 49 (0)8945614100

Eesti
Tel: + 37052196111

EA\rada
TnA: +30 210 989 7452

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 37094 01

Norge
TIf: + 47 5554 37 35

Osterreich
Tel: + 43 (1) 256 87 87
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Espafia
Tel: + 34923 19 03 45

France
Tél: + 33 (0)241228383

Hrvatska
Tel: + 38516611339

Ireland
Tel: + 353 (0) 1 2970220

island
Simi; + 354 535 7000

Italia
Tel: + 39 02 516861

Kvzpog
TnA: +30 210 989 7452

Latvija
Tel: + 37052196111

Polska
Tel.: + 48 22 18 32 200

Portugal
Tel: + 351 214 465 700

Romania
Tel: +4021 3118311

Slovenija
Tel: + 38516611339

Slovenska republika
Tel: + 420 233 010 242

Suomi/Finland
Puh/Tel: + 358 10 2310 750

Sverige
Tel: + 46 (0)8 522 216 60

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

[Ipou3BOAMTEII, OTTOBAPSIIIL 32 OCBOOOK/IABAHETO Ha IMAPTHJIH:

Intervet Ges.m.b.H.
Siemensstrasse 107
1210 Vienna
Austria

17. JombjanuTeSHa HHPOPMALUA

BerepuHapHUAT JIEKApPCTBEH MPOJAYKT JIONPHHACA 3a KOHTPOJ BBPXY IONMyJaluATa Ha OBJIXH B
OKOJIHATA CPeJ/ia B PaiOHH, 0 KOMTO TPETUPAHUTE KydYeTa UMAT JOCTBIIL.

HauanoTo Ha edexra e B pamMKuTe Ha 8 yaca cien npukpemnaneto Ha Obiaxure (C. felis) u 12 uaca cien
npukpenBadero 3a |. ricinus u 48 vaca cien npukpensaneTo 3a Kbpiiesxku D. reticulatus. Hauanoro na
akapuiuaHara epuKacHoOCT cpelty Kbpiexute |. hexagonus e jgokaszano 7 JHH CJI€ TPETHPAHETO.
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JIMCTOBKA

1. HaumenoBanue Ha BeTepUHAPHUS JIeKAPCTBEH NPOAYKT

Bravecto 112,5 mg cniot-0H pa3TBOp 3a Ky4era oOT MHOTO JapebHa mopoaa (2 — 4,5 kg)
Bravecto 250 mg croT-oH pa3TBop 3a KydeTa ot apebHa mopomaa (>4,5 — 10 kg)
Bravecto 500 mg croT-oH pa3TBOp 3a KydeTa oT cpeana mopoaa (>10 — 20 kg)
Bravecto 1 000 mg criot-0H pa3TBOp 3a Kydera ot eapa mopoaa (>20 — 40 kg)
Bravecto 1 400 mg criot-oH pa3TBOp 3a KydeTa OT MHOTO eapa mopoaa (>40 — 56 kg)

2. CbcraB

Bceexu ml ceappxa 280 mg fluralaner
Bcesixa nunera nocrass:

Bravecto cnior-on pa3TBop Cobabp:kaHue Ha Fluralaner (mg)
munerara (ml)
3a Ky4JeTa OT MHOTo apeOHa mopoaa 2 — 4,5 Kg 0,4 112,5
3a Kydera ot japebna mopoaa >4,5 — 10 kg 0,89 250
3a KyueTa oT cpeana mopoja >10 — 20 kg 1,79 500
3a Kydera ot eapa nopoja >20 — 40 kg 3,57 1000
3a Ky4eTa OT MHOTO efpa nopoza >40 — 56 kg 5,0 1400

buctep, 6€31mBETEH 10 XBAT PAa3TBOP.

3. BugoBe ;kMBOTHH, 32 KOUTO e nipeaHazHauedH BJIII
Kyue
4. Iloxa3zanus 3a ynorpeda

3a TpeTHpaHe Ha OMapa3suTIBaHE C KbPJICKH U OBJIXH MPH KydeTa.

To3u BeTeprHApEH JIEKApCTBEH MPOIYKT € CHCTEMEH HHCCKTHUIIH/] U aKapUIH], KOWTO OCHT'YpsiBa:

- He3abaBHa M MPOABIDKUTEIHA aKTHBHOCT, yousaia Obixure (Ctenocephalides felis u Ctenocephalides
canis) 3a 12 ceamurm,

- He3a0aBHa W TNPOABIDKUTEIHA aKTUBHOCT, yOuBama kbpiexure (Ixodes ricinus, Rhipicephalus
sanguineus u Dermacentor reticulatus) 3a 12 ceamuru.

briaxure n KBbPJICKUTEC Tpﬂ6Ba Ja C€ NPUKPCIIAT KbM I'OCTOIIPUCMHUKA U J1a 3all04YHAT JJa CC XPaHAT, 3a
Jda MOXKEC J1a 6T)I[B.T H3JI0KCHHU Ha HeﬁCTBHCTO Ha aKTUBHOTO BCIICCTBO.

BerepuHapHHAT JeKapcTBEH MPOLYKT MOXKE Jla c€ M3I0JI3Ba KAaTO YacT OT CTPATETUsITa 3a KOHTPOJ Ha
aNepruyeH aepMaTtuT, npuauHeH ot 0bixu (FAD).

3a eueHue Ha IeMOJIeK03a, mpuurHeHa o Demodex canis.

3a TpeTHpaHe Ha Omapa3uTsABaHE MPU CAPKOMTO3HA KpacTa (Sarcoptes scabiei var. canis).

5. IIpornBonoxazanus
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ﬂ;a HE C€ U3MO0J3Ba IPU CBPBbXTYBCTBUTCIHOCT KbM aKTUBHOTO BCIIECTBO UJIU KBM HAKOC OT IIOMOIITHUTE
BCIICCTBA.

6. CroennaJjHu npeaynpe:RIeHns

CrnenmanHy IpeaynpeskIcHus:

[Tapasuture TpsOBa 1ga 3amovHAT J1a CE XPaHAT OT TOCTONPHEMHHUKA, 3a Ja ObJaT M3JI0KECHU Ha
nericteruero Ha fluralaner; ciegoBaTeTHO PUCKBT OT TPAHCMHCHS Ha OOJECTH, IpEeaaBaHW dUpe3
MapasuTUTE, HE MOXKE J1a ObJIC U3KITIOUEH.

Henyxnata ynotpeb6a Ha NPOTHUBONAPA3UTHH MNPOAYKTH WM ymnoTpebaTa, OTKIOHSBAIA CE OT
uHcTpyKuuure, gagean B KXI1, moxe f1a MOBHUIIM HATHCKA OT CENEKLHS Ha Pe3UCTEHTHOCT U Jja I0Bee
JI0 HamasieHa epukacHOCT. PeleHueTo 3a u3Mnoj3BaHe Ha BETEPUHAPHUS JIEKAPCTBEH MPOIYKT TpsiOBa
Jla ce OCHOBAaBa Ha MOTBBP>KAAaBaHE Ha MApa3UTHUS BU] U TEXKECTTa Ha ONApa3UTABAHETO, M Ha PUCKA
OT OIlapa3uTsIBaHE Bb3 OCHOBA HA €MIUAEMHUOIOTNYHUTE My 0COOEHOCTH, 3@ BCAKO OTAEIHO XHUBOTHO.

TpsbBa na ce pa3sriiesa Bhb3MOXKHOCTTA JAPYTH )KUBOTHU B CHIIOTO IOMAKMHCTBO J1a ObJaT U3TOYHUK Ha
MOBTOPHO 3apa3siBaHe C Mapa3uTH, KaTo Te CIe/iBa Jla Ce TPETHpAT MPU HEOOXOAMMOCT C ITOIXOISII
BETEPHUHAPEH JEKapCTBEH MPOIYKT.

Crenuaiaiy nNpeana3Hd MEPKH 3a Oe3omacHa ynoTpeda IIpy BUAOBETE )KUBOTHH, 34 KOUTO €
npegHasHaueH BJIIT:

IIpennazuu Mepku TpsAOBa ga OBAAT B3ETH, 32 Ja ce n30eTrHe KOHTAKT Ha MPOIyKTa C OYNTE Ha Ky4eTo.
[a He ce mpuiara AMPEKTHO BHPXY KOXKHU JIE3UU.

He xpnere Kydero U He My MO3BOJISIBATE J1a C€ TTOTOITM BHB BOJIA WJIH Ja IUTyBa BHEB BOJIHU OaceilHU B
paMKHTEe Ha 3 THU CJIEN TPETHPAHETO.

[Ipu nurca Ha HATMYHY JJAHHH, TO3H BETEPUHAPEH JICKAPCTBEH MPOYKT HEe TPSOBA Ja Ce U3I0I3Ba MPU
KYYEHIIa, TO-MaJIKH OT 8-CeIMIYHA Bh3PACT W/MIIM KydeTa ¢ TeJIeCHa Maca o-Majko ot 2 Kg.
BetepuHapHUAT JeKapcTBEH MPOAYKT HE TpsOBa 1a ce TMpuiiara Ipe3 WHTEPBAIIH, MO-KPATKU OT &
CeJIMUIIH, T KaTo OE€30MMaCHOCTTA MPHU MO-KHCH HHTEPBATN HE € U3MTUTBAHA.

To3u BeTeprHApEH JIEKapCTBEH MPOAYKT € 3a JIOKATHO MPHUJIOKEHHE U He TPpsAOBa a ObJie Mpuiiara
MIEPOPAITHO.

CHe]_[I/IaJIHI/I npcaIna3sHu MCPKHU, KOUTO TDSIGBa J1a B3EMC JIMIICTO, IMpUJIarano BETCPUHAPHUA JICKAPCTBCH
IIPOAYKT Ha JKUBOTHHUTE:

KoHTakThT ¢ BeTepuHApHHS JICKAPCTBEH MPOAYKT TpsiOBa Ja ce M30ArBa W 3alUTHUTE PHKABHIM 32
€JHOKpaTHa ynoTpe0a, MOJyUYeHH ¢ TO3H BETEPUHAPEH JCKAPCTBEH MPOAYKT B MSCTOTO Ha Mpojaxoa,
TpsiOBa Jia ce HOCAT MPH paboTa ¢ BETEPUHAPHHUS JICKAPCTBEH MPOAYKT MOPAIU CIACAHUTE MPUIHHU:
[Tpu mambk Opoit xopa ca TOKJIJABAHU PEaKIMK HA CBPBbXYYBCTBUTEIHOCT, KOMTO MOTCHIMATHO MOTAT
Jia ObIaT CEPUO3HM.

Xopa cbe cBpbXuyBCTBUTENHOCT KbM fluralaner wmu kbM HAKOE OT TIOMOIIIHUTE BEIEeCTBa TPsIOBa J1a
U305TBaT BCAKAKBO M3JIaraHe Ha BETEPUHAPHHUS JICKAPCTBEH MPOJIYKT.

BerepuHapHUAT JIEKAPCTBEH MPOAYKT C€ CBBP3Ba C KOKATa U MOXKE JIa Ce CBBPIKE M C TOBBPXHOCTH
clie]] pa3jiuBaHe HA BETEPUHAPHHUSI JIEKAPCTBEH MpoayKT. KokKHU 0OpUBH, U3TPBIIBAHE MM CKOBAHOCT
ca chOOICHH MTPH MATBK OpO¥i JIIa clel KOHTAKT C KOXKara.

ITpu KOHTAKT ¢ KOXkara, He3abaBHO M3MUIITE 3acerHarara o0NacT ChC CanmyH W Boja. B HAKoM ciiyuyan
CalmyHbT M BOJATa HE Ca MOCTAThUHH, 34 Ja C€ OTCTPAHH BETCPUHAPHHUAT JICKAPCTBEH MPOIAYKT OT
IPBCTUTE.

KoHTakT ¢ BeTepHWHApHUs JICKAPCTBEH MPOAYKT MOXKE Ja HACTBIUM U MpH paboTa/3aHUMAaHUS C
TPETHPAHOTO JKUBOTHO.

YBepere ce, ue MACTOTO Ha MPHJIOKEHUE Ha BaIIETO XKUBOTHO BEYe HE € 3a0eNIeKUMO, MPEIU OTHOBO
Jla OCBIIECTBUTE KOHTAKT C MIACTOTO Ha MpmiaraHe. ToBa BKJIIOYBa TYIIKAaHE Ha >KUBOTHOTO H
CTOZICTISIHE HA JIETJIO C dHBOTHOTO. 3a J1a U3ChXHE MSICTOTO HA MPUIOKEHUETO OTHeMa 10 48 Jaca, HO
MSCTOTO IIi¢ ObIe 3a0€/IeKMMO 3a MO-ABJIT0 BpeMe. AKO Ce IPOSIBAT KOKHU PEaKIMK, KOHCYJITHpANTe
Ce C JICKap U My NIOKKETE ONaKOBKAaTa HA BETCPUHAPHUS JICKAPCTBEH MPOJIYKT.
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Xopa ¢ 4yBCTBUTENIHA KOXXKa WM C YCTAaHOBEHA KAaKBAaTO M Ja € ajJeprus, Hanmpumep KbM APYyTd
BETEPUHAPHU JIEKAPCTBEHU MPOIYKTH OT TO3M THII, TPsAOBa na paboTIT C TOBUIIEHO BHUMaHHE C
BETEpHUHAPHUSA JIEKapCTBEH MPOIYKT, KAKTO M C TPETUPAHUTE KUBOTHH.

To3u BeTepuHapeH JeKapcTBEH MPOAYKT MOXKE Ja MIPUUNHU Ipa3HEeHe Ha ouuTe. [Ipu KOHTaKT ¢ ouuTe
He3a0aBHO M3ILUTAKHETE OOWITHO C BOJA.

To3m BeTepuHApEeH JIEKAPCTBEH MPOIYKT € OMaceH NpH moribinaHe. ChXpaHABalTe BETEPHHAPHUS
JIEKapCTBEH NPOAYKT B OpUTMHAIHATA OMAKOBKa Mpeau ymorpeba, ¢ med Ja ce Mpeanasar Aenara oT
JUPEKTEH JOCTBIl A0 BETEPUHAPHHUS JIEKapcTBEH NPOAYKT. YmorpeOeHara mumeTa TpsOBa aa ce
U3XBBpH He3abaBHO. [Ipu cinyyaitHO nmormsiane, He3ab0aBHO /1a c€ OTHPCH MEIUIINHCKU CHBET, KaTo
Ha JIeKapsl ce MPe0CTaBH JINCTOBKATA WIM €TUKETa Ha IPOAYKTa.

BerepuHapHUAT JeKapCTBEH MPOAYKT € CHJIHO 3amanuM. Jla ce chxpaHsaBa Janed oT TOIUIMHA, UCKPH,
OTKPUT IUIAMbK WM APYTH 3amaiuMu U3TOYHMIM. [lpu ciydailHO pa3nuBaHe, HApUMEpP BBPXY
MOBBPXHOCTHTE Ha Macara WU I0JIa, OTCTpaHeTe paslieTHs BETEPUHAPEH JIEKAPCTBEH MPOAYKT C
MIOMOIIITA Ha XapTHUsl U ITOYUCTETE MACTOTO C AETEPreHT.

Crenyanaiy npeana3siy MEPKHY 3a 3aI{MTa Ha OKOJHATA CpEa.;
Ha tpetupanure kydera He TpsOBa J1a ce pa3peliasa 1a BIN3aT B IIOBbPXHOCTHUTE BOJIH B IPOIBJDKEHIE
Ha 48 Jaca clieq TpETUPaHETO, 3a a ce u30erar HeOIaronprusITHH e(eKTU BbPXY BOJHUTE OPraHU3MH.

BpeMeHHOCT 1 JIaKTanys 1 3aI1019eMOCT:
Moxe 1a ce mpuiara Ipy KydeTa 3a pasIuIoj U 10 BpeMe Ha OpEMEHHOCT M JIAaKTallus Py KydeTa.

BsaunmorneiicTBre ¢ IpyTru BETEPUHAPHH JEKAPCTBEHU MPOIYKTH U APYTH HOPMHU HA B3aNMOJICHCTBHE!
He ca nsBectHn.

Fluralaner nma BrcoKka cTerneH Ha CBbp3BaHe C IJIa3MEHUTE IPOTEHMHU U MOJKE J]a CE KOHKYpHUpa C ApyTU
AKTHBHH BEIIECTBA C BUCOKA CTEIIEH HA CBBbP3BaHE, KATO HECTEPOUIHU IPOTHBOBB3NANNUTEIHH CPEICTBA
(NSAIDs) n xymapuHOBOTO TIpou3BoaHO Bapdapun. Uukybanmsara ua fluralaner B nmpuchcTBHEeTO Ha
kaprpodeH i BapdapuH B IiIa3Mara Ha Ky4eTo B MAaKCUMaTHO OYaKBaHHTE MIa3MEHH KOHLIEHTPALUU
He HamaJlsiBa IPOTEHHOBOTO cBbp3BaHe Ha fluralaner, kapnpoden unu Bapdapus.

ITo BpeMe Ha abOpaTOpHM W KIMHUYHHU TOJEBH M3MUTBAHWSA, HE ca HAOIOaBaHU B3aWMOJCHCTBUS
MEXJly BETepHHApPHHS JIEKapCTBEH MPOAYKT M OOMUYAWHO W3IOJI3BAaHUTE BETEPUHAPHU JIEKAPCTBEHH
MPOAYKTH.

IIpenozupane:
BesomnacHocTTa € A0Ka3aHa MpHU KydeHia Ha 8 — 9 ceMUYHA BB3pacT U ¢ TejecHa maca 2,0 — 3,7 Kg,

TPETUPAHH € 1032 1O 5 ITBTH II0-BUCOKA OT MaKCHMaJIHaTa IPENopbyana 103a, TPH IIbTH IPe3 N0-KPaTKu
WHTEPBAJIH OT MpenopbYannTe (§-CeqMIYHN HHTEPBAIIN).

BezonacHocTTa € mokazaHa Tpu OpEeMEHHU M JIAKTHpAIW XMBOTHH M TPH XKUBOTHU 3a PasIUIOJ,
TPETUPaAHH C JI03H 70 3 IBTH [I0-BUCOKH OT MaKcHMallHaTa NpernopbyaHa Jo3a.

To3u BeTepuHAPEH JIEKAPCTBEH MPOYKT MMa MHOTO JI0Opa IMOHOCHMOCT ITPH Ky4eTa oT nopojaaTta Komu
¢ aeUIUT Ha MyJITHICKapcTBeHA-pe3ucTeHTHocT-porerH 1 (MDRL1 -/-) cien enHOKpaTHO mepopaiHo
NPUIOKEHHE Ha 71033, 3 ITbTH [0-BUCOKA OT MaKCHMallHaTa MpernopbyuaHa J103a.

OCHOBHH HECHBMECTUMOCTH.
He ca u3BectHu.

1. HeOsaronpusaTHn peakuum

Kyue:
Yectn KoHHU peakinu B MSICTOTO Ha MpUIIOKeHne (KaTo
Eputema, Anonenus) *

(1 mo 10 na 100 Tpetupanu
’KHBOTHH):

MHoro penku Anatus, Jlutica Ha aneTwur,

[oBpbiuane, Huapus;
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(mo-mainko ot 1 Ha 10 000 Tpetupann | ChpoOek;
KMBOTHHU, BKJIIOUUTEIHO U30JIUPaHU

Myckynen Tpemop, Atakcust (JIurca Ha KOOpJHHAIIHS),
CHOOIIECHUS):

KouByicus.

# JICKU U NIPECXOJHU

Cpo01maBaneTo Ha HEOIATONPUATHN PEAKITUH € BaXKHO. ToBa MO3BOJISIBA HEPEKHCHAT MOHUTOPUHT HA
0e30macHOCTTa Ha MPOAyKTa. AKO 3a0elieXUTe HAKAKBH HEOJIAroNpUATHH PEAKIUH, BKIIOUUTEIIHO H
TaKKBa, KOUTO HE Ca OMKCAHM B Ta3M JUCTOBKA MIIM MUCJIHMTE, Y€ BETCPUHAPHHUS JIEKAPCTBEH IPOIYKT
HEe JIeWiCTBa, CBBPIKETE Ce€ IBbpPBO C Bamms BerepuHapeH nekap. MokeTe ChIO Ja ChOOIIaBaTe
HEOJArONPUATHU PEaKIMU Ha MPUTEKATEIIS HA Pa3PEIICHUETO 32 ThPrOBHS, KaTO M3MOJI3BATE JaHHUTE
3a KOHTaKT B Kpas Ha Ta3u JIMCTOBKa WM upe3 Bamrara HamuoHalHA cHcTEMa 3a ChOOINABaHE:
{mmoapoOHOCTH 32 HAITMOHAIHATA CUCTEMA } .

8. Jo3upoBKa 32 BCeKU BH/I 5KMBOTHO, HAYMHU M METOJ] HA MPUJI0KeHHE
3a mpuiiarane BbpXy OTPaHUYEH y4acThK.

BerepuHapHuAT JIeKapCTBEH MPOAYKT TpsiOBa [a Ce Mpuiara ChIJIACHO CieqHara Tabinia
(cvoTBercTBalo Ha 1 103a ot 25 - 56 mg fluralaner/kg Tenecna maca):

TenxecHa KoHuenTpauus u 6poii Ha NuNeTUTE, KOUTO TPSIOBA 1A Ce MPUIIOKAT

Maca Ha Bravecto Bravecto Bravecto Bravecto Bravecto
kydero (Kg) | 1125mg 250 mg 500 mg 1,000 mg 1400 mg

2—-45 1

>45-10 1

>10-20 1

>20 - 40 1

>40 - 56 1

3a xydera ¢ TellecHa Maca Hax 56 kg, m3mon3Balite KOMOWHANIASA OT JIBE IMHIIETH, KOWUTO Hal-MHOTO
CHOTBETCTBAT Ha TeJIeCHaTa Maca.

[MpunaraneTo Ha MO-HUCKA J03a MOXE Ja JoBelne J0 HeeheKTHBHA ymoTpeda W MOXe Ja
6HaFOHpI/I$ITCTBa Pa3BUTUCTO HA PE3UCTCHTHOCT.

9. CbBeTH 32 IPABUJIHOTO NIPUJIaraHe Ha MPOAYKTa

MeTto/ Ha IpUIIOKEHUE

Crbnka 1: Henocpenctseno npenu ynorpeda oTBopere
cameto W wW3Bajaere mumerara. llocraBere phKaBUITH.
IMunerara TpsiOBa fa ce ABPKU B OCHOBATA MIIM B TOpPHATa
TBBpJIa 4acT MOJ KaraykaTa B M3MpaBeHa Mo3uuus (c
BBpXa Ha rope) mpu oTBapsiHeTo 1. Kanaukara TpsoBa na
Ce 3aBbPTU IO [IOCOKA HA YaCOBHUKOBATA CTPEIIKA MU
0o0paTHO ¢ euH mbyieH 000poT. Kanaykara e octane Ha
IUIIeTaTa; He € Bb3MOXKHO J1a 51 oTcTpanuTte. [Iumerara e
OTBOpEHAa MU IOTOBA 3a IPUIOXKEHHE, KOraTo Ce YCETH
CUyNBaHETO Ha IIoMOara.

A

Crpnka 2: Kydero TpsOBa ga € U3MpaBEeHO WITH J1a JISKHU C TPHO B XOPU3OHTAITHO MTOJI0KEHHUE 110 BpeMe
Ha MPUIIOKCHUCTO. ITocTaBeTte BbpXa Ha MUIIETaTa BEPTHUKAJIHO BBPXY KOXKaTa MCKAY JIOMMATKUTC Ha
Ky4eTO.

Crbnka 3. BHUMaTeNHO CTHUCHETE MUIETATa M MPUWIOKETE MSJIOTO ChIbPIKAHUE TUPEKTHO BBHPXY
KOXXaTa Ha Ky4€TO Ha €IHO MACTO (KOFaTO 00eMET € MaIIT)K) WM Ha HAKOJIKO MECTa, I10 AbJDKHHATa Ha
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er6a Ha Ky4€TO, OT paMOTO 40 OCHOBATa Ha OIallKaTa. W36srBaiite MnpujaraHneTo Ha MoBE€4Y€ OT 1 ml
pa3TBOp Ha €AHO MACTO, TBU KaTO 9acT OT pa3TBOpa MOKE 1a U3TCUC UJIKN [1a TOKAIC OT KYUCTO.

CxeMa Ha TpeTupaHe

IIpu omapasuTsIBaHUA ¢ OBJIXM U KBPICKH HEOOXOMUMOCTTA OT MOBTOPHOTO(UTE) TpeTupaHe(us) U
gecToTata My TpsOBa Z1a c€ OCHOBaBaT Ha MPOQECHOHANIEH CHBET M TPsAOBa 1a ce B3eMe MPEIBUI
MECTHaTa CIIMIACeMHUOJIOTrHYHAa 00CTaHOBKAa M HAYMHA Ha KMBOT Ha )KMBOTHOTO.

3a onTuMalieH KOHTPOJT Ha OMAPa3UTABAHETO C KbPIICKH U OBJIXH, BETEPUHAPHUAT JICKAPCTBEH MPOAYKT
TpsOBA Ja ce TpHIara mpe3 HHTEPBaIu OT 12 ceaMuIy.

3a TpeTHpaHETO Ha OMapasHTABAHMS ¢ Kbpiaexkn Demodex canis, TpsbBa 1a ce MPUITOKH €IHa 1033 OT
BETEPUHAPHUS JICKApPCTBEH NPOAYKT. ThH KaTo JeMojeko3ara € MHOro(akTopHO 3aboJisiBaHe, Ce
npenopbYBa ChIO TaKa Ja Ce TPETHUPA BCIKO CHITBTCTBAIIO 3a00JIBAHE MO MOIXOIAII HAUUH.

3a TpeTHpaHETO HA OIApa3UTABAHM IIPH CapKOITO3Ha KpacTa (Sarcoptes scabiei var. canis), tpsi6sa na
Cce NPWIOXKH €JIHA 7032 OT BETCPUHAPHUS JICKApCTBEH MpPOAYyKT. HeoOXoauMocTTa OT HOBTOPHO
TpeTHUpaHe U YecToTaTa My TpsiOBa Jia ca ChoOpa3eHU ChC ChBETA HA MPEAMUCBAIIHSI BETEpUHAPEH JIeKap.

10. KapenTHu cpokoBe

He e npunoxxumo.

11. CroenmajHu ycJIOBHS 32 ChbXpPaHEHHE
[a ce cpxpaHnsiBa faned OT Norieaa 1 Ha HEAOCTHITHM 32 JIea MECTa.

To3u BETCpHUHAPCH JICKAPCTBECH IMPOAYKT HE U3MCKBA HUKAKBU CIICHHUAIIHU TEMIICPATYPHU YCIIOBHA 3a
cbxpaHenue. [Tunerute TpsiOBa Jja ce ChXpaHsBaT BbB BBHHIIHATA OMIAKOBKA C 1EJI IPe/ANa3BaHe OT
3ary0a Ha pa3TBOp WM IoeMaHe Ha Biara. CameraTa TpsiOBa Jja ce OTBapsT HEMOCPEACTBEHO IPEIN
ynorpeoa.

Jla He ce n3M0I3Ba TO3H BETEPUHAPEH JIEKAPCTBEH MPOAYKT CIe]] U3THYaHEe CPOKA HA TOAHOCT, IIOCOUCH
BBPXY onakoBkara ciel EXp. CpokbT Ha TOZHOCT OTTOBapsl Ha MOCIEAHUS ICH OT TO3U Mecell.

12. ChenmnajnHu npeanasHu MePKHU NPH YHUIIOKABaHe

BetepunapauTe JIEKapcTBEHNW NMPOAYKTH HE TpsOBa Ja OBJAT U3XBHPJISSHH Upe3 OTHAJTHH BOIM WU
OHMTOBH OTIAIBIIN.

To3u BeTepuHAPEH JIEKAPCTBEH MPOAYKT HE TPsAOBA Ja ObJie M3XBBPIISH BbB BOJHU OaceilHH, ThH KaTo
moxe fa ob1e fluralaner moxke ma Ob1e omaceH 3a BOAHKUTE Oe3rpbOHAYHH.

W3nonsBaiite mporpaMd 3a BpbIIaHE MPH YHHUIO)KABAHETO Ha HEU3IOJ3BAHU BETEPHHAPHH
JICKapCTBECHU IPOAYKTH HIM OCTATbIM OT TAX B CBOTBETCTBHUE C HU3UCKBAHUATA HA MECTHOTO
3aKOHOZAATCJICTBO M C BCHUYKH IMPUIOKHMU HAlIMOHAJIHH CHUCTEMHU 3a C'I>6I/IpaHe. Tes3u MCpKH 1€
MIOMOTHAT 3a Olla3BaHe Ha OKOJIHATA Cpejia.

[onuTaiite Bammst BerepuHapeH jiekap uin (GapManeBT Kak Ja YHUIIOKUTE HEHY)KHH BETEpUHApHU
JIEKapCTBEHU NMPOAYKTH.
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13. Kaacupukanusi Ha BeTepHHAPHHUTE JIEKAPCTBEHN MPOAYKTH

I[a CC OTITYCKa CaMO IIO JICKApCKO MMPEAINUCAaHuC.

14. Homepa Ha pa3pelieHHeTO 32 THPrOBUS H Pa3MepH ONAKOBKHU

EU/2/13/158/016-017  112,5mg

EU/2/13/158/020-021 250 mg

EU/2/13/158/024-025 500 mg

EU/2/13/158/028-029 1 000 mg

EU/2/13/158/030-031 1400 mg

Bcesika kapToHeHa KyTHS ChIbpika | Wi 2 muneTd 1 YuT phbKaBUIHU 32 BCIKA MHUIIETA.
He Bcuuku pasmepu Ha omakoBKaTa MOrat Aa ObJaT npeajaraHy Ha nasapa.

15. [lara Ha mocjiegHaTa peJaKiusi HA TEKCTa

{AJ/MM/TTTT}
[onpoOna nHpopManus 3a TO3U BETEPHUHAPEH JIEKaPCTBEH MPOAYKT MOKE J1a HaMepuTe B 0azaTa JaHHU

na Crro3a otHocHO npoaykrute (https://medicines.health.europa.eu/veterinary).

16. [lanuu 3a BpBb3Ka

HDI/ITC)KaTeH Ha pa3pCuICHUCTO 34 THPIrOBHUA U JAHHU 34 BPBH3Ka 3a C'bOﬁIHaBaHe Ha nIpcarojgaracMm
HEeOJIATOIIPUATHU PEAKIIHH:

Intervet International B.V.

Wim de Korverstraat 35

5831 AN Boxmeer

The Netherlands

Belgié/Belgique/Belgien Lietuva

Tél/Tel: + 32 (0)2 370 94 01 Tel: + 37052196111
Peny6.anka Buiarapus Luxembourg/Luxemburg
Ten: + 359 28193749 Tél/Tel: + 32 (0)2 370 94 01
Ceska republika Magyarorszag

Tel: + 420 233 010 242 Tel.: + 36 1 439 4597
Danmark Malta

TIf: + 45 44 82 42 00 Tel: + 39 02 516861
Deutschland Nederland

Tel: + 49 (0)8945614100 Tel: + 32 (0)2 370 94 01

Eesti
Tel: + 37052196111

EAlLada
TnA: + 30210 989 7452

Espafia
Tel: + 34 923 19 03 45

Norge
TIf: + 47 55 54 37 35

Osterreich
Tel: + 43 (1) 256 87 87

Polska
Tel.: + 48 22 18 32 200
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France Portugal

Tel: + 33 (0)241228383 Tel: + 351 214 465 700
Hrvatska Romania

Tel: + 3851 6611339 Tel: +4021 3118311
Ireland Slovenija

Tel: + 353 (0) 1 2970220 Tel: + 3851 6611339
island Slovenska republika

Simi: + 354 535 7000 Tel: + 420 233 010 242
Italia Suomi/Finland

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

HI)OI/IBBOL[PITCJ‘I, OTroBapAII 3a OCBO60>K}_IaBaH€TO Ha ODapTuau.
Intervet Productions S.A.

Rue de Lyons

27460 Igoville

France

17. JombanuteaHa uadpopManus
BerepuHapHUAT JIeKapCTBEH MNPOAYKT OONMPHUHACS 3a KOHTPOJ BBPXY IMOIyJanusTa Ha OBIXH B

OKOJIHATa Cpejia B PaiiOHH, /10 KOUTO TPETHPAHUTE Ky4eTa UMAT JOCTbII.
Hauanoro Ha eexra e B pamkure Ha 8 yaca 3a owyixute (C. felis) u 12 gaca 3a kbpsiexu (l. ricinus).
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JIMCTOBKA

1. HanmeHoBaHWe HA BeTePUHAPHHUS JIEKAPCTBEH MPOAYKT

Bravecto 112,5 mg criot-oH pa3tBop 3a apebouu kotku (1,2 — 2,8 Kg)
Bravecto 250 mg croT-oH pa3TBOp 3a CpeaHo rojaeMu Kotku (>2,8 — 6,25 Kg)
Bravecto 500 mg crot-oH pa3tBop 3a eapu kKoTku (>6,25 — 12,5 kg)

2. CncraB

Bceexn ml ceappxa 280 mg fluralaner
Bcsaka nmunera gocrass.

Bravecto cioT-oH pa3TBop Coabp:kaHue HA Fluralaner (mg)
nunerara (ml)
3a apebnu kotku 1,2 — 2,8 Kg 0,4 112,5
3a cpeiHO rojeMu Kotku >2,8 — 6,25 kg 0,89 250
3a eapu KoTkH >6,25 — 12 5 kg 1,79 500

buctep, 6e31BETEH 10 KBAT Pa3TBOP.

3. BugoBe ;kMBOTHH, 32 KOUTO e nipeaHazHauedH BJIII
Kotka
4. Iloka3zanus 3a ynorpeda

3a TpeTHpaHe Ha OIapa3suTIBaHe C KbPJIEKH U OBbJIXH IPH KOTKH.
To3u BeTepuHApEH JIEKAPCTBEH NPOIAYKT € CUCTEMEH MHCEKTHIIM U aKapUIIKJI, OCUTYpsiBall] He3a0aBHa
1 TIPOIBIDKUTENHA aKTUBHOCT, youBara osnxure (Ctenocephalides felis) n kppieskure (Ixodes ricinus)

3a 12 ceqMuIu.

brixute u KbpriexuTe TPIOBa A2 C€ MPUKPENAT KbM TOCTONPUEMHHKA H J]a 3aII0YHAT J]a Ce XPaHsIT, 3a
J1a MOXKe Ja ObIaT U3JI0KEHH Ha JIECTBUETO HA AaKTUBHOTO BELIECTBO.

BerepuHapHUAT JeKapcTBEH MPOLYKT MOXKE Jla CE€ M3II0JI3Ba KAaTO YacT OT CTPATETUATa 3a KOHTPOJI Ha
aleprudeH aepMaTuT, npuauHeH ot 06ixu (FAD).

3a TpeTHpaHe Ha omapasuTABaHe ¢ yimHU Kbpaexu (Otodectes cynotis).

5. IIpoTuBONOKA3aHUSA

Jla He ce M3MoII3Ba IPU CBPHXIYBCTBUTEIHOCT KbM aKTHBHOTO BEIIECTBO WIIM KbM HSKOE OT TIOMOIIHUTE
BEIIICCTBA.

6. CroenuajHu NpeaynpeKIeHus

Crenuanaiay npeynpexIcHus .
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[Mapasuture TpsOBa Ja 3amovHAT J1a CE XPaHAT OT TOCTOIPHEMHHUKA, 3a Ja OBbJaT W3JI0XKCHU Ha
neiicteuero Ha fluralaner; cremoBaTeNHO PHUCKBT OT TpPaHCMHCUS Ha OOJECTH, IMpeNaBaHU upe3
Mapa3uTUTE, HE MOXKeE N1a ObJIe U3KITFOUCH.

Henyxnata ynotpeb6a Ha NPOTHUBONAPA3UTHH NPOAYKTH WM ymnoTpeOaTa, OTKIOHSBAILA CE OT
uHcTpyKuuure, agean B KXII, moxe f1a MOBHUIIM HATHCKA OT CENIEKLHS HA Pe3UCTEHTHOCT U Jja I0Bee
JI0 HaMaJieHa e(UKacHOCT. PemeHneTo 3a U3Moa3BaHe Ha BETepUHAPHUS JIEKapCTBEH MPOAYKT TPsOBa
Jla ce OCHOBaBa Ha MMOTBbP)KIaBaHE Ha MMapa3uTHUS BUJ U TEKECTTA Ha ONapa3UTsIBaHETO, WM Ha pUCKa
OT OIlapa3uTsIBaHE Bb3 OCHOBA HA €MIUAEMHUOIOTNYHUTE My 0COOEHOCTH, 3@ BCAKO OTAEIHO XHUBOTHO.

Tps0Ba na ce pasrieaa Bb3MOXKHOCTTA JPYTH KUBOTHH B CHIIOTO JTOMaKUHCTBO JIa ObaT U3TOYHHUK Ha
NOBTOPHO 3apa3sBaHe C MApa3uTH, KaTo T€ ClelBa Aa Ce TPETUPAT NPH HEOOXOAMMOCT C MOIXOMISI]
BETEPHUHAPEH JEKapCTBEH MPOTYKT.

Crenuaiaiy nNpeana3Hd MEPKH 3a Oe30macHa ynoTpeda IIpy BUAOBETE )KUBOTHH, 38 KOUTO €
npeaHasHaueH BJIIT:

IIpennaszuu mMepku TpsOBa ma OBAAT B3eTH, 3a Ja ce W30erHe KOHTAaKT Ha MPOAYKTa C OYHMTE Ha
’KUBOTHOTO. Jla He ce mpuiara TUPEeKTHO BbPXY KOXKHH JIC3HH.

IIpu nurica Ha HATMYHYU TaHHW, TO3M BETEpUHAPEH JIEKAPCTBEH MPOAYKT HE TPSAOBA J1a Ce M3IOJI3Ba MPH
KOTETa, IO-MaJIKi 0T 9-ceIMUIHA Bb3pacT M/MIK KOTKH C TeJeCHa Maca mo-Maiko ot 1,2 Kg.
BerepuHapHUAT JeKapCcTBEH MPOAYKT He TPsAOBa Ja ce mpuiiara mpe3 WHTepBajH, MO-KPaTKU OT 8
CE/IMHUIIH, THH KaTO OE30IIaCHOCTTA MPH MMO-KhCH WHTEPBAIH HE € H3IUTBAHA.

To3u BeTepuHApEH JIEKAPCTBEH MPOIYKT € 3a JIOKATHO MPIIIOKEHUE M He TpsOBa ma Oble Mmpriiaral
MIEPOPAITHO.

Jla He ce MO3BOJIIBa HA HACKOPO TPETUPAHU YKMBOTHH JIa c€ 00JIM3BAT B3aUMHO.

CHe]_[I/IaJIHI/I npearnasHu MEpKH, KOUTO TDSIGB& Ja B3EMC JIUIICTO, ITpUJIaraiio BETCPUHAPHHUA JICKAPCTBCH
IPOJAYKT HA )KUBOTHUTE.

KoHTakThT ¢ BeTeprHHApHUS JIEKapCTBEH MPOAYKT TPsAOBa Ja ce M30srBa W 3alUTHUTE PHKABHUIHN 32
€IHOKpaTHA yIoTpeda, MOTyUYeHH ¢ TO3U BETCPUHAPEH JICKAPCTBEH MPOJYKT B MSCTOTO Ha MPOAax0a,
TpsiOBa J]a ce HOCAT MPHU paboTa C BETEPUHAPHHUS JICKAPCTBEH MPOAYKT MOPAU CICAHUTE PUIHHU:
[Ipu mambk Opoii XOpa ca JOKJIAJABaHHU PEAKIMH Ha CBPBbXYYBCTBUTECIHOCT, KOUTO MOTSHIIMATHO MOTAT
Jla ObJIaT CEPUO3HH.

Xopa cbC CBPbXUYBCTBUTEITHOCT KbM fluralaner wim xpM HAKOE OT TOMOIITHHUTE BEIIECTBA TpsiOBa na
n30TrBaT BCSIKAKBO M3JIaraHe Ha BETCPUHAPHUA JICKAPCTBECH ITPOAYKT.

BerepuHapHUAT IeKapCcTBEH MPOAYKT CE CBHP3BA C KOXKAaTa U MOXKE Jla CE CBBPKE U C MMOBBPXHOCTH
ClJIe/l pa3jiMBaHe Ha BETCPUHAPHUS JICKAPCTBEH MPOAYKT. KOKHM OOpUBH, U3TPBIIBAHE WK CKOBAHOCT
ca ChOOIICHH MPU MATBEK OpOii JTUIIa ClIe]] KOHTAKT C KOJKaTa.

[Ipu KOHTAKT C KOXkaTa, He3a0aBHO M3MUITE 3acerHaTara 00JIaCT ChC CallyH W BOoja. B Hsikou ciydan
CalyHBT M BOJATa HE ca JOCTATHYHH, 32 JIa C€ OTCTPAHU BETCPUHAPHUSAT JEKAPCTBEH MPOJYKT OT
IPBCTUTE.

KoHTakT ¢ BeTepuHapHHUsS JICKApCTBEH MPOJIYKT MOXE Ja HACTBIIM M NpU paboTa/3aHUMAaHUS C
TPETUPAHOTO KHUBOTHO.

VYBepere ce, ue MACTOTO Ha MPHJIOKECHUE Ha BaIIETO KUBOTHO BEYe HE € 3a0€/IeKUMO, MTPEId OTHOBO
Jla OCBIIECTBUTE KOHTAKT C MICTOTO Ha mpwiaraHe. ToBa BKJIIOUBA TYIIKAaHE Ha >KUBOTHOTO H
CIIOJICJISIHE HAa JIETJIO C XKUBOTHOTO. 3a J]a U3ChXHE MACTOTO HA MPUIOKEHUETO OTHEMa 1o 48 Jaca, HO
MSCTOTO Iie ObJIe 3a0eNIeKUMO 32 TTO-IIBITO BpEMe.

AKO ce TpOSBAT KOXHH pEaKIH, KOHCYITHpaiTe ce C Jiekap M My MOKaXeTe ONMaKOBKaTa Ha
BETEPUHAPHHUS JICKAPCTBEH MPOIYKT.

Xopa ¢ YyBCTBHTEIHA KOXa WM C YCTAHOBEHA KAKBATO WM Ja € alleprus, HampuMmep KbM IpyTd
BETCPUHAPHU JICKAPCTBEHU TPOIYKTH OT TO3HM THUI, TpsOBa Aa pabOTAT C TMOBUIIEHO BHUMAaHHUE C
BETCpHUHAPHU JICKAPCTBCH IMPOAYKT, KAKTO U C TPCTUPAHUTE JKUBOTHHU.

To3u BeTeprHAPEH JIEKapCTBEH MPOAYKT MOXKE Ja MPUYMHU JIpa3HeHe Ha ouuTe. [Ipy KOHTaKT ¢ 04uTe
He3a0aBHO M3IUTAKHETE OOMITHO C BOJA.

To3u BeTepHHApPEH JIGKAPCTBEH MPOJAYKT € OmaceH mpH mnoribinaHe. ChXpaHsSBailTe BeTEpPHUHAPHHS
JICKApCTBEH NPOJAYKT B OPUTMHAIHATA OMAKOBKA Mpeau ynorpeda, ¢ med Jla ce Mpeanassr jenara oT
JUPEKTCH JOCTBI J0 BETCPUHAPHHUS JIGKAPCTBEH MPOJYKT. YmoTpeOeHara mwumeTa TpsOBa aa ce
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U3XBHPIHU He3abaBHO. [Ipu ciyyaiiHo morpinane, He3a0aBHO Ja ce TOTHPCH MEAUIIMHCKU CHBET, KaTo
Ha JIeKapsl ce MIPeJOCTaBH JINCTOBKATA WM €TUKETa Ha IPOAYKTA.

BerepuHapHUAT JeKapcTBEH MPOAYKT € CHIIHO 3amanuM. Jla ce chxpaHsiBa Janed OT TOIUIMHA, HCKPH,
OTKpUT IUIaMBK MM JAPYTH 3alaliMU K3TOYHUIM. [lpu ciydaiiHO pasznuBaHe, HallpUMEp BBPXY
MOBBPXHOCTHTE Ha MacaTa WM I0Ja, OTCTpaHeTe pasieTHs BETEPUHAPEH JIEKAPCTBEH MPOAYKT C
MIOMOIIITA HAa XapTHUs U MOYUCTETE MACTOTO C AETEPreHT.

BDCMCHHOCT, JIAKTALIWS U 3aIJI0AIEMOCT.:
be3omacHoCTTa Ha BETepHUHAPHUS JICKAPCTBEH MPOAYKT HE € J0Ka3aHa Mo BpeMe Ha OPEeMEHHOCT U
nakranus. [Ipunara ce camo ciiejl pereHKa moji3a/puck OT OTTOBOPHHSI BETEPUHAPEH JIeKap.

BsaumorneiicTBre ¢ Ipyru BeTePHHAPHH JCKAPCTBEHU MPOIYKTH U APYTH HOPMHU HA B3aUMOJICHCTBHE!
He ca u3BectHu.

Fluralaner uma Brcoka cTerieH Ha CBbp3BaHe C IJIa3MEHUTE IPOTEHHU U MOJKE Jla CE KOHKYpHUpa C IpyTH
AKTUBHU BEIIECTBA C BICOKA CTETNICH Ha CBbP3BaHe, KATO HECTEPOUIHU TPOTHBOBB3MAIUTEIHH CPEICTBA
(NSAIDs) 1 kymapuHOBOTO TIpon3BoaHO BapdapuH. MHkyOarusaTa Ha fluralaner B mprchCcTBHETO Ha
kaprpodeH uim BapdapHH B T1azMara Ha Ky4eTo B MAaKCHMAaTHO OYaKBaHHTE TUTa3MEHH KOHIIEHTPAIUU
He HamallsiBa MPOTEHHOBOTO cBhp3BaHe Ha fluralaner, kapnpodeH win BapdapuH.

ITo BpeMe Ha abOpaTOpHU W KIMHWUYHU TOJEBH M3MUTBAHUSA, HE Ca HAONIONAaBaHU B3aWMOJCHCTBUS
MEXJy BETEpPHHAPHUS JIEKAPCTBEH MPOJIYKT U OOWYalHO W3MOJI3BAHHTE BETEPUHAPHH JICKAPCTBEHU
HOPOIYKTH.

IIpenosupane:
BesonacHocTTa € j0Ka3aHa mpu kotera Ha 9 - 13 ceamuuHa Bb3pact u ¢ TenecHa maca 0,9 - 1,9 kg,

TPETUPaHH C JI03U JI0 5 IBTH MO-BUCOKHM OT MaKCHMaJlHAaTa IMpernopbhyaHa J103a, TPU IITH Mpe3 TOo-
KpaTK{ HHTEPBAIIN OT MpenopbuaHuTe (8-ceAMUYHI HHTEPBAIH ).
IlepopanHOTO TIPHIOKEHHE HA BETCPUHAPHUS JICKAPCTBEH MPOAYKT B MaKCHMallHATa MPEmopbhyuaHa
J03a uMa 100pa MOHOCHMOCT TIPH KOTKH, C M3KIIOYEHHE Ha CaMOOTpaHW4aBallla ce caluBalus U
KallUTUIIA WK NOBPBIIAHE HEMOCPEACTBEHO CJE MPUIOKEHHUETO.

OCHOBHH HECHBMECTUMOCTH:
He ca u3BectHu.

1. HeOaronpuaTan peakuun

Kortka:

Yectu KoHHU peakiuu B MSICTOTO Ha MpUIoKeHne (Kato

(1 mo 10 ma 100 TpeTnpaHu KUBOTHH): Epurema, ChpGesx, Anonerys) ”

Heuectn MyckyneH Tpemop;
(1 10 10 na 1 000 petupanu Amatus, JIunca Ha aneTwur,
’KUBOTHH):
[HoBpsbiane, JIurasexe.
MHoro penku Copbex;
(mo-mamko ot 1 mHa 10 000 TpeTupanu Araxcus (Hapyrienue Ha KOOpAUHAIINATA),
’KUBOTHH, BKJIIOUUTEIHO U30JIMPAHU Kousycus.
CBHOOIICHUS ):

* nexu u mpexoHY
Cpo01maBaneTo Ha HEOIATONPUATHU PEAKITUH € BaXKHO. ToBa MO3BOJIIBA HEMPEKHCHAT MOHUTOPUHT HA
0e30macHOCTTa Ha MPOIYKTa. AKO 3a0e/ieXUTe HAKAKBH HEOJIarONMpUATHH PEAKIUH, BKIIOUUTCIIHO H

TaKUB4a, KOUTO HC Ca OIIMCAHU B Ta3HW JIMCTOBKA WK MHCIINTE, Y€ BCTCPUHAPHUS JICKAPCTBCH IMPOAYKT
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He JIeHCTBa, CBBPKETE Ce MbpBO ¢ Bamms BerepuHapeH Jiekap. MoeTe ChIIO 1a ChoOInaBare
HEOJIAroNpUATHU PEAKIIUK HA MIPUTEKATEIS Ha Pa3peIICHUETO 3a ThPrOBHsI, KaTO U3I0JI3BATEe TaHHUTE
32 KOHTakKT B Kpas Ha Ta3W JINCTOBKA WM upe3 Barrata HaloHajgHa CHCTEMa 3a ChOOIIaBaHe:
{moIpOOHOCTH 3a HAIMOHATHATA CHCTEMA } .

8. Jo3upoBKa 32 BCeKU BH/I 5KMBOTHO, HAYMHU M METO/] HA MPUJI0KeHHE
3a mpuiiarane BbpXy OTPaHUYEH yJacThK.

BerepuHapHHUAT JIeKapCTBEH MPOAYKT TpsiOBa Ja ce mpuiara ChIJIACHO CJeqHaTa Tabniuia
(cvotBeTcTBaIo Ha 1 1o3a ot 40 — 94 mg fluralaner/kg tenecna maca):

TesecHa maca Ha Konuentpanus n 6poii Ha NuNeTHTe, KOUTO TPsidBa Aa ce NPUJIOKAT
kotkarta (Kg) Bravecto 112,5 mg Bravecto 250 mg Bravecto 500 mg
12-238 1
>2,8 — 6,25 1
>6,25-125 1

3a koTKHU c TenecHa maca Haj 12,5 kg, usnon3Baiite KOMOMHAIUS OT JIBE MUIETH, KOUTO HA-MHOTO
CHOTBETCTBAT HA TEJECHATA Maca.

[Mpunaraneto Ha MO-HHMCKA [03a MOXE Ja JOBeAe A0 HeeeKTHBHA ymotpeba u Moxe Ja

6nar OHpI/IﬂTCTBa pa3BI/ITI/I€T0 Ha peBI/ICTeHTHOCT.
Z AN

Crbnka 2: Korkara TpsiOBa ;a € M3mpaBeHa WIM J1a JEKH ¢ Ipbd B ,f
XOPHU30HTAIHO IIOJIOKEHHE 0 Bpeme Ha npuiokeHuero. Iloctasere
BbpXa Ha IMUIIETaTa B OCHOBAaTa Ha Yeperna Ha KOTKara.

9. CbBeTH 32 NIPAaBUJIHOTO NMPUJIAraHe HA MPOIYKTa

Merto/1 Ha IPUITOKEHUE

Crpnka 1. HenocpenctBeHo mpeau ymnoTpeda
OTBOpETE CallleTO W u3BajeTe mumerara. [locraBere
prkapuru. [TuneraTta TpsOBa 1a ce TPKHU B OCHOBATA
Wjin B ToOpHaTa TBbBpPJAa YaCT 104 KallaukaTra B
W3NpaBeHa mo3ulua (C BbpXa Ha Tope) MpH
oTBapsiHeTo 1. Kamaukara TpsOBa ga ce 3aBBPTH IO
ITOCOKa Ha YaCOBHUKOBATa CTPENIKa WA OOpaTHO C
eIMH mbJieH oOopor. Kanaukara 1iie ocraHe Ha
[UIETaTa; HE € BB3MOXKHO J1a s OTCTpaHUTE.
IIumerata € OTBOpeHAa W TOTOBA 3a TPHIIOKEHUE,
KOTaTO C€ YCETH CUYMBAHETO Ha MioMOaTa.

Crpnka 3. BHMMaTenHO CTHUCHETE NMUIETaTa U MPUIOKETE IUIOTO
ChIbp)KaHWE TUPEKTHO BBPXY KOXKaTa Ha KOTKara. BeTepuHapHUAT
JIEKApCTBEH TPOIYKT TPsAOBA J1a ce MPWIOXKH TPH KOTKH 10 6,25 Kg
TeJecHa Maca Ha €THO MICTO B OCHOBAaTa Ha Yepera U Ha JIBE MecTa IIpu
KOTKHU Hazx 6,25 Kg TemecHa Maca.

CxeMma Ha TpeTupaHe

IIpu omapasuTsIBaHUSA ¢ OBJIXM U KBPICKH HEOOXOIUMOCTTA OT MOBTOPHOTO(UTE) TpeTuUpaHe(us) U
gecToTrara My TpsOBa l1a c€ OCHOBaBaT Ha MPOQECHOHANIEH CHBET M TPsOBa Na ce B3eME TPEIBUI
MECTHaTa CIMMaAcMHUOJIOTrHYHa 0o0CTaHOBKa M HAYKMHA Ha KMBOT Ha )KMBOTHOTO.

3a onTUMalieH KOHTPOJI Ha OMIAPa3UTIBAHETO C KbPJICKH U OBJIXU, BETCPUHAPHUAT JIEKAPCTBEH MPOTYKT
TpsiOBa Ja ce MpHiiara npe3 MHTEPBAIU OT 12 CeIMUIIH.
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3a TpeTHpaHeTo Ha omapa3uTsIBaHus ¢ yirHu Kbpiexu (Otodectes cynotis), TpsOBa 1a ce mpuIIokKH eaHa
J103a OT BETEPUHAPHUS JIEKapCTBEH MPOAYKT. [IpenopbuBa ce IOMBIHUTEICH Iperies OT BeTepUHapeH
nexap 28 IHU ciied TPETUPAHETO, Thil KaTo HAKOM JKMBOTHH MOJXKE J1a C€ HYXKIAsT OT JAOIMBJIHUTEIHO
JICUEHUE C ANTEPHATUBEH BETEPUHAPEH JIEKAPCTBEH MPOIYKT.

10. KapenTHH cpokoBe

He e npunoxumo.

11. CpenmnaJjnm ycja0BHUS 32 CbXpaHeHUe

[a ce cpxpaHsiBa naned OT Noriiea 1 Ha HEJOCTHITHH 32 Jiela MEcTa.

To3u BeTepHHAPEH JICKapCTBEH MPOIYKT HE N3UCKBA HUKAKBH CIICIIUAIIHU TEMIIEPATyPHHU YCIOBHS 32
cbxpaHenue. [Tunerute TpsOBa Ja ce ChXpaHsABAT BbB BHHIIIHATA OMIAKOBKA C IEJT TPE/INa3BaHe OT
3ary0a Ha pa3TBOp WX IoeMaHe Ha Biara. Camrerara TpsiOBa /1a c€ OTBApSAT HEMOCPEIACTBEHO MPEIH
yrnoTpeoa.

Jla He ce u3Mmoi3Ba TO3M BETEPUHAPEH JICKAPCTBEH MPOYKT CIIe]l H3TUYaHe CPOKA HA TOJJHOCT, TOCOYEH
BBpXY onakoBkara ciesi EXp. CpokbT Ha TOJHOCT OTTOBaps Ha MOCIEIHUS JISH OT TO3U Mecell.

12. ChnenunajnHu npeana3Hu MePKHU NPH YHUI0KABAHE

BerepunapHuTe JIeKapCTBEHH TPOAYKTH HE TPsAOBa Ja ObJAT M3XBBPISHHU Ype3 OTHAJHUA BOJIU WIIH
OUTOBHU OTIIAIBIIH.

To3u BeTepUHApEH JICKAPCTBEH MPOIYKT HE TPsIOBa Na ObJe U3XBBPISH BHB BOJHU OACEHHH, THI KaToO
moxe na obae fluralaner moske 1a Obe omacen 3a BogHHUTe Oe3rpbOHAYHU.

Uznon3aiite mporpamMu 3a BpbIIaHE NPU YHHUIIOKABAHETO HA HEH3IOJN3BaHU BETEPUHAPHU
JIEKapCTBEHU TMPOAYKTH WM OCTaThIM OT TAX B CHOTBETCTBHE C HM3MCKBAHHUATA Ha MECTHOTO
3aKOHOJIATEJICTBO M C BCHUYKU TPWIOKHMH HAI[MOHAIHUA CUCTEMH 3a chOupane. Te3n Mepku e
MIOMOTHAT 32 OIla3BaHEe Ha OKOJIHATA CPEJIa.

[NonuTaiite Bammst BerepuHapen jnekap uin GapManeBT Kak Ja YHUIIOKUTE HEHY)KHU BETEpUHAPHU
JIEKapCTBEHU IIPOLYKTH.

13. Kuaacupukanusi Ha BeTepUHAPHUTE JIeKAPCTBEHH MPOAYKTH

I[a CC OTITYCKa CaMO II0 JICKApCKO MpEAINMCaHune.

14. Homepa Ha pa3pelieHHeTO 32 THPrOBUS H Pa3MepH ONAKOBKHU

EU/2/13/158/018-019  112,5mg

EU/2/13/158/022-023 250 mg

EU/2/13/158/026-027 500 mg

Bcesika kapToHeHa KyTHS ChABpKa | MM 2 THIETH U YU(T PHKABUIH 32 BCSKA IUTICTA.
He Bcuuku pa3mepH Ha omakoBKaTa MOraT Aa ObJaT mpe/ularaHy Ha Iasapa.

15. Jlarta Ha mocJjieAHATA PeAAKIAS HA TEKCTA

{IJUMM/TTTT}
Ho;[po6Ha I/IH(I)OpMaLII/IH 3a TO3U BECTCPUHAPCH JICKAPCTBCH NPOAYKT MOXKE 1a HAMCPUTE B Oasara JaHHU
na Cwro3a otHocHO mpoaykrute (https://medicines.health.europa.eu/veterinary).
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16. [JanHu 3a BpB3Ka

HDI/ITC)KaTCJ'I Ha paspCIICHUCTO 34 ThPIrOBHA W IAHHHW 34 BPH3Ka 34 C’BO6H_IaBaHe Ha npeanojaracmMu

HG6J'I3,I‘OHDI/IHTHI/I pCeaKLu.

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

The Netherlands

Belgié/Belgique/Belgien

Tél/Tel: + 32 (0)2 370 94 01

Peny6auka bbarapus
Ten: + 359 28193749

Ceska republika
Tel: + 420 233 010 242

Danmark
TIf: + 4544 82 42 00

Deutschland
Tel: + 49 (0)8945614100

Eesti
Tel: + 37052196111

EALGOO
TnA: + 30210 989 7452

Espafia
Tel: +34 923 19 03 45

France
Tél: + 33 (0)241228383

Hrvatska
Tel: + 385 1 6611339

Ireland
Tel: + 353 (0) 1 2970220

island
Simi: + 354 535 7000

Italia
Tel: + 39 02 516861

Kvmpog
TnA: +30 210 989 7452

Latvija
Tel: + 37052196111
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Lietuva
Tel: + 37052196111

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

Magyarorszag
ITel.: + 36 1 439 4597

Malta
Tel: + 39 02 516861

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

Norge
TIf: + 47 5554 37 35

Osterreich
Tel: + 43 (1) 256 87 87

Polska
Tel.: + 48 22 18 32 200

Portugal
Tel: + 351 214 465 700

Romaéania
Tel: +4021 3118311

Slovenija
Tel: + 3851 6611339

Slovenska republika
Tel: + 420 233 010 242

Suomi/Finland
Puh/Tel: + 358 10 2310 750

Sverige
Tel: + 46 (0)8 522 216 60

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



IIpousBoaures, OTroBapsIll 32 OCBOOOKIABAHETO HA MAPTHUIU,
Intervet Productions S.A.

Rue de Lyons

27460 Igoville

France

17. JonmbjanuTeaHa HHGoOpMALUs

BerepuHapHUAT JIEKapCTBEH MPOJAYKT IONPHHACS 32 KOHTPOJ BBPXY IOMyJIalusATa Ha OBJIXH B
OKOJIHATa cpesia B pailoHH, O KOUTO TPETUPAHUTE KOTKH UMAT JOCTHIIL.

Hauanoro Ha e¢pukacHoctTa € B pamkute Ha 12 daca 3a Owsixu (C. felis) u 48 yaca 3a xbpuexu (l.
ricinus).
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JIMCTOBKA

1. HaumenoBanue Ha BeTepUHAPHUS JIeKAPCTBEH NPOAYKT

Bravecto 150 mg/ml pax u pasTBopuTEl 32 HHKEKIIHOHHA CYCIIEH3HS 3a KyueTa

2. CncTaB
IIpax ¢paakon: Pa3rBopure ¢pJ1akoH: PeKkoHCTHTYHPAHA CYCIIEH3HA:
Bceku ¢uakon ceabpka: | Beeku ml cbabpika: Bcexu ml ceabpxa:
AKTHBHO BEILIECTBO. HOMOIIIHI/I BEIIIECTBA. AXTHUBHO BEIIIECTBO.
Fluralaner 2,519 | Benzylalcohol 22,3 mg Fluralaner 150 mg
ITomomiHu BemiecTna.
Benzyl alcohol 20 mg
Bsin mo 6aemoxwnt npax. | buctep no HenpozpaueH Henpo3spauna 0sina 10 651e105KbIITA,
BHCKO3€EH Pa3TBOP. c11a00 BHCKO3HA CYCIIEH3HSI.
3. BugoBe ;kMBOTHH, 32 KOUTO e npeaHazHaued BJIII
Kyuera
4. Iloka3anus 3a ynorpeoda

3a TpeTrupaHe Ha OMapa3uTABAHE C KbPJIECKHU U OBIXH MPH KydeTa.

To3u BeTepUHAPEH JICKAPCTBEH MPOJIYKT € CUCTEMEH WHCEKTHIIN] ¥ aKaPUIIH]I, KOWTO OCUTYpSIBa:

- He3abaBHA W TPOXB/DKUTENIHA AaKTUBHOCT, ybOuBama Obiaxure (Ctenocephalides felis u
Ctenocephalides canis) 3a 12 meceria,

- MPOABIDKUATEIHA aKTUBHOCT, yOUBaIa KbpJeKUTe OT 3 JHU 70 12 Mecena cliesl TPETHPAHETO 3a
Ixodes ricinus, Ixodes hexagonus u Dermacentor reticulatus,

- MPOJIBIDKUTEIIHA aKTUBHOCT, YOHMBaIa KbpIiekuTe oT 4 jHu 10 12 Mecena ciiel] TpeTUupaHeTo 3a
Rhipicephalus sanguineus.

brixute u KbpriexuTe TPIOBa 12 Ce MPUKPENAT KbM FOCTONPHEMHNKA U J]a 3aII0YHAT J1a C€ XPaHsT, 3a
Ia ObJaT U3JI0KEHU Ha JEHCTBUETO HA AKTUBHOTO BEII[ECTBO.

BerepuHapHHAT JeKapcTBEH NPOLYKT MOXKE Jia C€ U3II0JI3Ba KAaTO YacT OT CTPATETUsITa 3a KOHTPOJ Ha
aNeprudeH aepMaTuT, npuuuHeH ot 06ixu (FAD).

3a HamaisBaHe Ha pucka oT uHpekmus ¢ Babesia canis canis upe3 mpemaBane or Dermacentor
reticulatus ot men 3 cnen TperupaneTo g0 12 meceria. EQexkTbT ¢ MHANPEKTEH MOpaan ASHCTBUETO HA
BETEPUHAPHUS JICKAPCTBEH MPOIYKT CpPEILy BEKTOpa.

3a HamansBaHe Ha prcka oT uHbekius ¢ Dipylidium caninum upes npenasane ot Ctenocephalides felis
1o 12 mecena. EQekThT € HHIUPEKTEH TOpaau JACHCTBHETO HA BETCPUHAPHUS JICKAPCTBEH MPOIYKT
cpelly BEeKTOpa.

5. IIpoTuBONOKA3aAHUS

I[a HE C€ U3I0JI3Ba ITPU CBPBbXUYBCTBUTCIHOCT KbM aKTUBHOTO BE€IIECTBO UJIU KBM HAKOC OT IIOMOITHUTE
BCIICCTBA.
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6. CrnennaJjHu npeaynpe:KIeHus

CrenuanHu npeynpesKaeHUs .

[Tapasuture TpsiOBa Oa 3aloO4yHAT A C€ XPaHAT OT TOCTONPHEMHHMKA, 3a Aa ObAAT W3JIO0XKEHH Ha
neiicteuero Ha fluralaner, cinemoBaTemHO PHCKBT OT TPAHCMHUCHS Ha OOJNECTH, MpEJaBaHU dYpe3
napasutute (BarounTeano Babesia canis canis u D. caninum), He Moxe fa Ob/ie HATBIHO W3KITIOYEH.
Heny»xHnaTa ynorpe6a Ha IpOTHBONAPAa3UTHU NPOIYKTH WM yIOTpeOaTa, OTKJIOHABAILA CE OT AaJCHUTE
WHCTPYKIMH, MOYKE Jla TIOBHIIN HATHCKA OT CEJIEKIMS Ha PE3UCTEHTHOCT W Ja JOBEZE 0 HaMmajeHa
edpukacHocT. Pemmennero 3a u3non3BaHe Ha BeTepUHAPHUSA JIEKAPCTBEH MPOAYKT TPsiOBa Jja ce OCHOBaBa
Ha TMOTBBP)KAAaBaHE Ha Mapa3UTHUs BHUI W TEKECTTa Ha ONAapasUTABaHETO, WJIM Ha pHCKa OT
ONapa3uTsIBaHE Bb3 OCHOBA HA ENUAEMHUOJOIMYHUTE My OCOOEHOCTH (KaTo ce HMa HpeABH]
NPOIBIDKUTETHOCTTA Ha e)eKTa Ha MPOAYKTa OT 12 Mecemna) 3a BCSIKO OTIEIHO KUBOTHO.

Tps0Ba na ce pasriena Bb3MOXKHOCTTA IPYTH KUBOTHH B CHIIOTO IOMAaKUHCTBO J1a ObaT M3TOYHUK Ha
IOBTOPHO 3apa3sBaHe C [Apa3uTH, KaTo T€ CJEeABa Aa C€ TPETUPAT IPU HEOOXOAUMOCT C IOAXOMISII]
BETEPHUHAPEH JIEKapCTBEH MPOIYKT.

CrenmaiaHy nNpeana3sHyd MEPKH 3a 0e30macHa ynoTpeda IIpy BUAOBETE )KUBOTHH, 38 KOUTO €
npendasnaued BJIIT:

bezonacHocTTa Ha MpoIyKTa HE € OLICHSIBaHa NP KydeTa ¢ MpeaiiecTraiia enuiencus. CienoBaTento,
MIPHU TaKWBa KydeTa Jla Ce M3IOJI3Ba C MOBUIIICHO BHUMAaHUE BH3 OCHOBA HA MpEIEHKA MOJ3a/pUCK OT
OTrOBOPHUSI BETEPUHAPEH JIeKap.

IIpu nurica HAa HATMYHYU TaHHU, TO3W BETEPUHAPEH JIEKAPCTBEH MPOIYKT HE TPSAOBA J1a Ce M3IOJI3Ba MPH
Ky4eTa Ha Bb3pacT MO-MaJIKo OT 6 Mecena.

CrenuanHu npe/rna3sHi MEepKU, KOUTO TPSIOBa Jia B3eMe JIMIIETO, IPUIIArali0 BeTEPUHAPHUS JCKAPCTBCH
OPOJIYKT Ha KMBOTHHTE!

CpoOuiaBanu ca peakuuu Ha cBpbxuyBcTBUTeNHOCT KbM fluralaner wmu benzyl alcohol mpu xopa,
KOWTO MOTEHIIMATHO MOrat Jia ObJat cepruo3Hu. ChI0 Taka MOTAT Jia Ce MOSBAT PEAKIHH B MACTOTO
Ha MHKeKTUpaHe. TpsOBa 1a ce BHUMABa, 3a Jia ce M30erHe CIy4ailHO CaMOMH)KEKTHPAHE U KOHTAKT C
KOJKara Ipy MpHJIaraHe Ha TO3M BETEPUHAPEH JIEKapCTBEH MPOAYKT. [Ipu ciydaiiHo
CaMOMHXEKTHUPAHE ¢ HEOIArOMPUsITHH PEaKIMU, PEAKIUK Ha CBPhXUYBCTBUTEIHOCT WIIU PEAKIIUH B
MSICTOTO Ha MHXKEKTHPaHe, He3a0aBHO J1a Ce MOThPCH MEIUIIMHCKU ChBET, KATO Ha JIeKapsi ce
IPEJOCTaBH JIMCTOBKATA WM €THKETA Ha NMPOIyKTa. M3muiite phliiere cu cien ynorpeoa.

To3u BeTeprHApEH JIEKapCTBEH HPOAYKT Ja Ce NpHIara caMo OT BETEPUHAPHU JICKapU HJIM MO TEXCH
CTpOT HaJ30p.

BpeMeHHOCT U JIaKTalus:
be3omacHoCTTa Ha BeTepUHApPHUS JIGKAPCTBEH MPOAYKT HE € J0Ka3aHa Mo BpeMe Ha OPEeMEHHOCT U
nakrauus. [Ipunara ce camo ciiejl npereHKa noji3a/puck OT OTTOBOPHHS BETEPUHAPEH JIeKap.

BsauMo/ieiicTBrE ¢ IPpYTH BETEPUHAPHU JIEKAPCTBEHU IPOJYKTH U IPYTH (HOPMU Ha B3aMMOJICHCTBUE!
Fluralaner uma BrcOKa CTEIEH Ha CBbP3BaHE C IJIA3MEHUTE IIPOTEUHU U MOXKE J1a C€ KOHKYPHPA C IPYTH
AKTUBHU BEIIECTBA C BUCOKA CTEIICH HAa CBBP3BaHE, KATO HECTEPOUIHU TPOTUBOBB3MAIUTEIHH CPEACTBA
(NSAIDs) u xymapuHOBOTO Ipou3BoAHO Bapdapun. MukybanusaTa Ha fluralaner B mpuchcTBUETO Ha
kaprnpodeH win BapdhapuH B I1a3MaTa Ha Ky4eTo B MAKCHMAaIHO OYaKBAHUTE TJIA3MEHU KOHIICHTPAIUH
HE HaMaJjlsiBa MPOTEMHOBOTO CBhp3BaHe Ha fluralaner, kapnpoden unu BapdapuH.

I[To BpeMe Ha KIMHUYHM TIOJICBM W3MHUTBAaHUSA, HE ca HAONIOJaBaHM B3aMMOJCHUCTBUS MEXKIY
BETCPUHAPHUS JICKAPCTBEH MPOAYKT U OOMUYAHO U3MOM3BAHUTE BETEPUHAPHU JICKAPCTBEHU TPOIYKTH,
BKITFOUMTEITHO BAKCHHAIIHH.

IIpenosupane:
Crren moaK0KHO TIPUJIOKEHNE Ha 3 U 5 ThTH IIpenopbyuanara j1o3a ot 15 mg fluralaner/kg Tenecna maca

Ha BCeKH 4 Meceria 3a 06110 6 go3u (muu 1, 120, 239, 358,477 u 596) nipu kydeHIia Ha Bb3pacT 6 Mecena,
€JIMHCTBEHATa HAaX0/IKa, CBbp3aHa C TPETUPAHETO, € OTPAHUYCHA JI0 OTOLU B MACTOTO Ha HHIKEKTUPAHE,
KOHMTO OT3BYYaBaT C TCUCHHE HAa BPEMETO.
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AxtuBHOTO BeuiectBo fluralaner uma no6pa monocumoct mpu Kydera ot nopoaata Konu ¢ nepuuut Ha
MyJITHIEKapCcTBeHa-pe3ucTeHTHOCT-ipoterH 1| (MDR1 -/-), cien eqHOKpaTHO MEepopaIHO MPUIOKEHHUE
Ha /1033, 3 MMbTH MO-BUCOKA OT mpenopbuanata go3a (168 mg/kg tenecna maca). Thil kaTo mukoBaTa
cucteMHa ekcrio3uuus Ha fluralaner cren MoOIKOXKHO MPUIIOKEHUE HE € MO-BHCOKA B CPaBHEHHUE C
HIEPOPAITHO TPHIOKEHHE, MOAKOKHOTO HHXEKTUPAHE HA BETEPUHAPHHUS JICKAPCTBEH MPOAYKT CE CUUTA
3a 6e3omacuo mpu MDR1(-/-) kyudera.

OCHOBHH HECHBMECTUMOCTH:
IIpu nurca Ha TaHHHU 3a CbBMECTUMOCT TO3U BETEPUHAPEH JIEKAPCTBEH MPOAYKT HE TPpsAOBa 1a Oble
CMECBaH ¢ APYrd BETCPUHAPHU JIEKAPCTBEHU IIPOAYKTH.

1. Heb6naronpusiTHu peakunu

Kyuera:
UYectn (1 mo 10 Ha 100 TpeTHpaHU )KUBOTHH):
OTOK B MACTOTO Ha MHKEKTHpaHe"
Heuectu (1 mo 10 Ha 1 000 TpeTnpaHu )KMBOTHH):
IToHnxeH anetut, YMopa, XunepeMUupaHu JTUTaBULH
Maoro penku (mo-manko ot 1 Ha 10 000 TpeTupanu >KHBOTHH, BKIIOUUTETHO H30IMPaHU
CHOOTIICHHS):
MyckyneH tpemop, Atakcusi (Hekoopauuupanoct), KonByiicust
Mannupamy ce u/unm BUAMMU OTOIH, HEBB3MANUTENHY, HeOOIE3HEHH, OT3BYYABAIIH CAMOCTOATETHO
C TEUECHHE Ha BPEMETO

CroOmaBaHeTo Ha HEOIATONPUATHH PEaKIIUU € BayKHO. TOBa MO3BOJIsIBA HEMPEKHCHAT MOHUTOPHHT Ha
0e30MacHOCTTa Ha MPOJYKTa. AKO 3a0€NIeKUTE HAKAKBU HEOJIArONPUSTHH PEAKI[UH, BKIIOUUTEIIHO U
TaKMBa, KOUTO HE Ca ONMCAHU B Ta3W JIMCTOBKA WJIM MUCIHUTE, Y€ BETCPUHAPHHUS JICKAPCTBEH MPOIYKT
HE JeiCTBa, CBBPKETEC ce€ MBbPBO ¢ Bamms BeTepuHapeH jekap. MokeTe CBINO Ja choOIaBaTe
HeONMaronpusATHN Peakllny Ha MPUTEKATEIS Ha pa3pelIeHNeTO 32 ThPTOBHS, KaTO H3MOJI3BaTEe TaHHUTE
3a KOHTaKT B Kpas Ha Ta3u JIMCTOBKa WJM upe3 Bamrara HamuoHallHa crcTeMa 3a ChOOINABaHE:
{moIpOOHOCTH 3a HAIMOHATHATA CCTEMA } .

8. I[03I/II)OBR2\ 3a BCCKH BU/I )KUBOTHO, HAYUHHU U METO/1 HA MPUJIOKCHHUE

TToIKOKHO MPUIIOKEHUE.

[Tpunoxere 0,1 ml ot pekoHcTHTYHpaHaTa cycrien3us Ha Kg TenecHa maca (exBuBaieHTHO Ha 15 mg
fluralaner Ha kg TenecHa maca) MoAKOXHO, HAIIPUMEP MEXIY JionatkuTe (B 0p30-CKaryapHaTa
obnact) Ha Ky4yero. Kydero TpsOBa 1a 6b/ie MPETErieHo 1Mo BpeMe Ha J03MUPAaHETO, 3a [1a Ce H3YHCITH
TOYHATA 7103a.

HenocrarbyHOTO 103MpaHe MOXKE Ja JI0BE/IE 10 Hee(eKTUBHA yoTpeOa U MOXKe a OIaronpHsTCTBa
Pa3BUTHETO HA PE3UCTEHTHOCT.

CJ'IQI[HaTa Ta6J'II/ILIa MOJXKCE [ia C€ U3M0JI3BAa KaTO PbKOBOACTBO 3a HO3HPAHC!

TenecHa Maca Ha Ky4eTo OOGeM Ha j103aTa HAa PEKOHCTUTYUpaHAaTa
(kg) cycnensus (ml)
5 0,5
10 1
15 15
20 2
25 2,5
30 3
35 3,5
40 4
45 4,5
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50 5

55 5,5

60 6

W3zuncnere A03aTa CbOTBCTHO 3a Ky4c€Ta € TCJICCHA Maca MMO-MaJikoO OT 5 kg WK nosede ot 60 kg

9. CbBeTH 32 IPABUJIHOTO NPWJIATAHE HA MPOIYKTA

P CKOHCTHUTYHPAHC Ha CYCHICH3UATA NPEAN ITbPBa VHOTD€63:

Pexoncrutyupaiite 1 diaakon ot npaxa ¢ 15 ml paszrsopuren. IIpenopbuBa ce u3nona3BaneTo Ha 18
G crepwiHa TpaHcdepHa Wria M CTepuiaHa copuHioBka oT 20 ml 3a pekoHcTHTyHpaHe Ha
MIPOAYKTA.

1.

Paskiatere drakona ¢ mpax fluralaner, 3a na pasaenurte BcHuku arperat npein
PEKOHCTHTYHPAHETO.

OO0mbpHeTe (1akoHa ¢ pa3TBOPHUTEIIS Hali-MalKo 3 IIbTH, TOKATO ChIBbPKAHUETO CTaHE
BUJIUMO €IHOPOJIHO.

[TepBO HHXekTHpaiiTe 10 14 Ml BB31yX BBB (pIIakoHa C pa3TBOPUTEIIS, CIIE] TOBA
usrernere 15 ml pastBopuren ot ¢uakona (n3o0paxkenre A). Bbe ¢guiakona e
NpeI0CcTaBeH MoBeYe PA3TBOPUTE], 0TKOJKOTO € He00X0/IMM 32 PEKOHCTHTYHPaHe.
W3xBbpIieTe (uiakoHa ¢ OCTaThKa OT Pa3TBOPHUTEIIS.

IMocraBere 25 G uria 3a 0cBOOOXKIaBaHE HA Bh3/yXa B ropHATa 4acT Ha (pyiakoHa ¢ mpax
fluralaner (u3o06paxenue B).

JlokaTo BbpTHTE (PpJIaKOHA XOPU30HTAIHO B PbKaTa cH, 0aBHO nmpexpbpiiere 15 ml
pastBopureln BbB (prakoHa c¢ fluralaner npax, 3a ga ocUrypuTe IHJIHO HAMOKPSIHE Ha
npaxa (u3o0paxenue B).

r

A b B

Crient KaTo pa3TBOPUTEIAT € 100aBeH, OTCTPAHETe UIJlaTa 3a 0CBOOOXK/JaBaHEe Ha Bb3yXa U
tpaHchepHara uria ot diaakona ¢ npax fluralaner. 3xswpiere urnure.

Pasknarere eHepru4HO (iakoHa B MPOIbDKEHHE Ha Hal-Maiko 30 CeKyH/IH, T0KaTo ce
o0pa3yBa HaIbJIHO CMECEHa CYCIeH3HUs. PEeKOHCTUTYHPaHUAT MPOAYKT € Helpo3payHa, Osiia
10 ONIe0KBIITA, JISKO BUCKO3HA CYCIICH3Hs, MPAKTHUECKU Oe3 arperaTu.

CpoKbT Ha FOJHOCT, OTIIEYaTaH BbPXY €TUKETa Ha CTHKICHHUS (DIAKOH, C€ OTHACS 3a KpaitHus
BETEPUHAPEH JICKAPCTBEH MPOAYKT mpax. Ciesr peKOHCTUTYyHpaHe, CyCIIeH3HsATa TpsOBa a
ObIc U3XBBpPJICHA B PAMKHTE Ha 3 Mecela OT JaTaTa Ha peKOHCTUTYHPAHETO. 3aluIeTe
JaTata Ha M3XBBPJISTHE BbPXY €THKETa Ha CTHKICHHS (IIaKOH.

Mertoa Ha MPUI0KECHUE HA PEKOHCTUTYHpaHaTa CYCHSH3Hs Ha KY4ETO:

1. Ompenenete mo3ara, KOSATO TPsAOBA da OBAC MPHUIOKEHA, BH3 OCHOBA Ha TEJIECHATa Maca Ha

Ky4eTo.

2. V3mom3BaiiTe cTepuiHA CIIPUHIOBKA U cTepuiiHa uria 18 G 3a nmpuioxeHue.
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3. Tlpaxsrt fluralaner me ce otmenu ot cycrnensusnTa npu npecrosisane. [Ipeau Beska yrmorpeba
pasKiaIiainTe CHePruIHO PEKOHCTUTYHUPAHUS (GIaKoH B MPoAbbkeHue Ha 30 cekyHH, 3a 1a
IMOCTUTHETE XOMOT'€HHA CYCIICH3UA.

Moske /1a ce HaJloKU MHKEKTUPAHE Ha Bh31IyX BbB ()JIAKOHA MPEAU JO3UPaHE.

3a 1a ce moJABPKA XOMOTCHHA CYCIICH3Us ¥ TOYHO JIO3UPAHE, 103aTa TPIOBa J1a ce MPHIOKH
B paMKHUTE Ha MPHUOIU3UTEITHO 5 MHHYTH CJie]l U3TETIITHETO M B CIIPUHIIOBKATA 32 O3UPAHE.
6. HmxekTupaiiTe IpoayKTa MOAKOKHO, HAIPUMED B JOP30-CKaITyJIapHaTa 00JIacT.

o ks

He nmpoOuBaiite 3amymankaTa Ha (pi1akoHa, ChIbPIKAI PEKOHCTHTYHPAHATa CYCIIEH3Hs, TToBede OT 20
IBTH. 32 PEKOHCTUTYUPAHE ClIe]] yTasiBaHe, Pa3KiIaTeTe eHePruIHo (UIakoHa B MPOIBIDKEHNE Ha Haii-
Maiko 30 cexyHau, 3a Ja ce MOIY4Yd €THOPOIHA CYCIICH3HS.

CxeMa Ha TpeTupaHe

Ipu omapa3uTsaBaHus ¢ OBIXH M KBPJICIKH HEOOXOIUMOCTTA OT TIOBTOPHOTO(UTE) TpeTHpaHe(vs) u
yectoTara My TpsiOBa Ja ce OCHOBaBaT Ha MpodecroHalleH CHBET U TPSOBa Ja ce B3eMe NPeaBHUI
MECTHATa eTH/IEMHOJIOTHYHA 00CTAaHOBKA M HAYMHA Ha KUBOT Ha )KHBOTHOTO. TpeTUpaHeTo ¢ TO3U
BETEPUHAPEH JICKAPCTBEH MPOIYKT MOXKE JIa 3all0YHE TI0 BCSIKO BpEME Ha TOJMHATA M MOKE Ja
MPOABIKU 0€3 mpekbeBaHe. BikTe ¢hino Touka "Crenualiiy npeaynpexacHus’ .

10. KapenTHH cpokoBe

He e npunoxumo.

11. Coenuajnu ycjaoBHS 32 CbXpaHeHHe

Ja ce cpxpaHsiBa 1aned OT Noriie/ia 1 Ha HEJOCTHITHH 32 Jielja MECTa.

To3u KkpaeH BeTepUHAPEH JICKAPCTBEH NMPOAYKT HE M3MCKBA HUKAKBYU CIICIUAIHUA TEMIIEPaTyPHH
YCIIOBUS 32 ChXpaHEHHE.

Crien peKOHCTUTYUPAHE, J1a Ce ChXpaHsBa npu Temieparypa noj 30 °C.

Jla He ce U3MoII3Ba TO3U BETEPUHAPECH JICKAPCTBEH MPOIYKT CIIE U3TUYAHE CPOKA HA TOJHOCT,
MOCOYCH BBPXY eTukeTa ciesl EXp. CpokbT Ha TOJHOCT OTroBaps Ha MOCJEHHS ACH OT TO3H MECEIl.
CpoK Ha TOZIHOCT Clie/l PEKOHCTUTYUPAHE Ha CYCIICH3UATA, ChITIACHO YKa3aHHATA: 3 Mecella.

12. ChnenunajHu npeana3Hu MepKH NPH YHUIOKABAHE

BerepuHapHuUTE JIEKapCTBCHU TPOIYKTH HE TPAOBA 72 ObJaT U3XBHPISIHA YPe3 OTMAIHN BOIH WIIH
OMTOBH OTHAIBLIH.

To3u BeTeprHapeH JEKapCTBEH MPOIYKT He TPIOBa Ja ObJic M3XBBPIIAH BbB BOJHU OaceiiHH, Thil KaTo
fluralaner moxe na 6b71e omaceH 3a BOJAHUTE Oe3rpbOHAYHH.

W3mos3BaiiTe IporpaMu 3a BPbIIaHe MPH YHUIIOKaBAHETO HA HEU3IIOI3BAaHN BETEPHHAPHU
JIEKapCTBEHH MPO/LYKTH WIIK OCTATBIIM OT TAX B ChOTBETCTBUE C M3UCKBAHHUSTA HA MECTHOTO
3aKOHOJIATEJICTBO U C BCHYKH MPUIIOKUMH HAIIMOHAHA CUCTEMH 3a chOupane. Te3u MepkH e
MOMOTHAT 3a OMa3BaHe Ha OKOJIHATA CPe/Ia.

13. Kaacupukanus Ha BeTepHHAPHHUTE JIEKAPCTBEHN MPOAYKTH

ﬂa CC OTITYCKa CaMO II0 JICKAPCKO MpEAIMCaHune.

14. Homepa Ha pa3pelieHHeTO 32 THPrOBUS M Pa3MepH ONMAKOBKH

EU/2/13/158/032-035
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Bcesika kapToHeHa KyTHs cbhabpika 1, 2, 5 vim 10 duakon(a) ¢ mpax, ¢pnakoH (1) ¢ pa3TBOPUTEN U
crepunHa(u) urna(u) 3a 0cBOOOKAaBaHE HA Bb3IyXa.
He Bcuuku pazmepu Ha onmakoBKaTa MOTat Aa ObJaT MpeajaraHy Ha masapa.

15. JlaTa Ha mocjiegHATAa pedaKkus HA TEKCTA
I mecen I'TTT

IToapo6Ha nHGOpPMAITHS 32 TO3W BETEPUHAPEH JICKaPCTBEH MPOAYKT MOXE 1a HaMepHuTe B 0a3ara TaHHU
na Crro3a otHocHO npoaykrute (https://medicines.health.europa.eu/veterinary).

16. daHHH 32 BPb3Ka

IIpurexaren Ha pa3pelIEeHHETO 3a THPrOBUA U JaHHH 3a BPH3Ka 3a Ch0oOIlIaBaHe Ha OpearoiaracMu
HeﬁJ‘IaFOHDI/IFITHI/I PEAKIINU.
Intervet International B.V., Wim de Korverstraat 35, 5831 AN Boxmeer, The Netherlands

Belgié/Belgique/Belgien Lietuva

Tél/Tel: + 32 (0)2 370 94 01 Tel: + 37052196111
Peny6auka Bearapus Luxembourg/Luxemburg
Ten: + 359 28193749 Tél/Tel: + 32 (0)2 370 94 01
Ceska republika Magyarorszag

Tel: + 420 233 010 242 Tel.: + 36 1 439 4597
Danmark Malta

TIf: + 45 44 82 42 00 Tel: +39 02 516861
Deutschland Nederland

Tel: + 49 (0)8945614100 Tel: + 32 (0)2 37094 01
Eesti Norge

Tel: + 37052196111 TIf: + 47 5554 37 35
EAado. Osterreich

TnA: +30 210 989 7452 Tel: + 43 (1) 256 87 87
Espafia Polska

Tel: + 34923 19 03 45 Tel.: + 48 22 18 32 200
France Portugal

Tél: + 33 (0)241228383 Tel: + 351 214 465 700
Hrvatska Romania

Tel: + 38516611339 Tel: +4021 3118311
Ireland Slovenija

Tel: + 353 (0) 1 2970220 Tel: + 38516611339
island Slovenska republika

Simi: + 354 535 7000 Tel: + 420 233 010 242
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Italia Suomi/Finland

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

Kvbzpog 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

HI)OI/IBBO,I[PITCJ‘I, OTroBapsiil 3a OCBO60)K}_IaBaHeTO Ha MapTUIM.
Vet Pharma Friesoythe GmbH, Sedelsberger Strasse 2-4, 26169 Friesoythe, Germany

17. dombianurtenHa undopmanus

BerepuHapHUAT eKapCTBEH MPOAYKT AOMPHUHACS 32 KOHTPOJI Ha MOIYyJIAIUUTE Ha OBIXH B OKOJHATA
cpena B pailoHH, 10 KOUTO TPETUPAHUTE KydeTa UMaT JOCTHII.

Kepaexure |. ricinus u D. reticulatus, kouto Beue IpUCHCTBAT BHPXY KY94€ETO MPEIU TPUIATaHETO Ha
BETEPUHAPHUS JIEKApPCTBEH MPOIYKT, ce yOuBar B pamkuTe Ha 72 vaca. Kepnexute R. sanguineus,
KOUTO BEY€ MMPUCHCTBAT BBPXY KyUeTO MPEI MPUIIAraHEeTO Ha BETEPHHAPHHMS JIEKAPCTBEH MPOAYKT, CE
yOuBaT B paMkuTe Ha 96 gaca. HoBOITOSBHINTE ce KBPIICKU ce YOMBAT B paMKHTE Ha 48 Jaca OT emHa
ceamuIia 1o 12 mecerna ciie; TpeTHPAHETo.

brixure, KOUTO Bede MPUCHCTBAT BHPXY Ky4eTO MpeIu MpUJIaraHeTo Ha BETEPUHAPHHUS JIEKAPCTBEH
MPOAYKT, ce yOmuBaT B pamkuTe Ha 48 yaca. HoBonosBuiuTe ce 6b1xu ce yOuBaT B paMKuTe Ha 24 gaca

0T eqlHa ceaMuIIa 10 12 mMecema cie TPETUPAHETO.

QR kox, koiiTo TpsOBa 1a Obe BKIOYEH MiX.bravecto.com
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