ITAPAPTHMA 1

HEPIAHYH TQN XAPAKTHPIZTIKQN TOY ITPOIONTOX



1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Bravecto 112,5 mg pocodpeva dtokio yio moAd pikpovg okviovg (2 — 4,5 Kg)
Bravecto 250 mg pacdpeva dtokia yio, pkpovg okdrovg (>4,5 — 10 kg)
Bravecto 500 mg pacmpeva diokio yio pecaiov peyédovg oxviovg (>10 — 20 kg)
Bravecto 1 000 mg pacodpeva diokio yio peydiovg okviovg (>20 — 40 kg)
Bravecto 1 400 mg poacodpeva dtokio yio moAd peydiovg okdrovg (>40 —56 kg)

2. HOIOTIKH KAI ITIOXOTIKH XYNGEXH

APUOTIKO GUGTATIKO:
Ka0e pocopevo diokio mepiéyet:

Bravecto poocopeva diokia, Fluralaner (mg)

Yo TOAD pkpovg okvAovg (2 — 4,5 Kg) 1125

yio. pkpovg okvrlove (>4,5 — 10 kg) 250

yio. pecaiov peyéhovg oxviovg (>10 — 20 kg) 500

y1o. peyalovg okviovg (>20 — 40 kg) 1 000

Yo TOAD peydrovg okviovg (>40 — 56 kg) 1400
"Exodoyo.:

IMoroTuki] 60vOeoT EKOOY MV KO GALOV GVOTATIK®OV

Pork liver flavour

Sucrose

Maize starch

Sodium lauryl sulfate

Disodium pamoate monohydrate

Magnesium stearate

Aspartame

Glycerol

Soya-bean oil

Macrogol 3350

Moo®pevo d1oKio avotyTod £mG GKOVPOL KAGTOVOD ¥POUATOC LE Agia 1] EAAPPA TPOYIAL EMPAVELD KO
KUKAKO oyfuo. Mmopel vo gival opatég KATOIEG YPOUUNMDOELS, KNAISEG 1 Kot Ta dVO.

3. KAINIKEX ITAHPO®OPIEX

3.1 Eion Lowv

XK0OAOG

3.2  OgpamevTikég evocitelg Yo ka0e €idog {@ov

IMa v Bepancio ToV TPOSPOAGV He KPOTMVES Kol YOAALOVS GTOVG GKOAOVG.

Av16 10 KTNVIOTPIKO QOPUOKEVTIKO TPOIOV Elval £vOL CLGTNUATIKO EVIOLOKTOVO Kol OKAPEOKTOVO TTOV
TopEYEL:



- dueomn kot Topoapévovoa Bovatnedpo dpdon otovg yorlovg (Ctenocephalides felis) yuo 12
epodopdoeg,

- dueon kot Topapévovoa Bovatnedpo dpdon otovg kKpdtmveg Yo 12 efdoudadeg yio Ixodes
ricinus, Dermacentor reticulatus kot D. variabilis,

- GueoT Kot Tapapévouco, Bavatneopo dpdon oTovg KpOTmVeS yio. 8 efdouades yio
Rhipicephalus sanguineus,

- mapapévovsa avatneopo dpaomn oTovs KpOTmveg amd 7 NueEpes Emg 12 efdopadeg HeTd omd T
Bepaneio yio Ixodes hexagonus.

Ot yOALOL Kot 01 KPOT®VEG TPEMEL VO TPOSKOAANO0VV 6TOV EEVIGTH KOt VO apyIGOVV Vo TPEPOVTOL Yl
Vo eKTEBOVV 6TO OPUGTIKO GCLGTATIKO.

To KVITPIKO PaPLAKEVTIKO TPOTIOV pmopel va xproponomfel o T BEPATEVTIKNG GTPATNYIKNG
Yo ToV EAEYY0 TNG OAAEPYIKTS 0md YOALOVG deprlatitidag (APA).

T v Bgpomeia ¢ depodnkwong mov mpokaeitar amd o Demodex canis.
T v Bgpomeio ¢ Tapacitmong and capkomtikn yhpo (Sarcoptes scabiei var. canis).

I v pelmon tov kvddvov poivvong amd tnv Babesia canis canis péoo petddoong ond to
Dermacentor reticulatus yw émg 12 gBdopadec. H dpaon eivan éppeon, opeiletar otnv dpactikdtnTa
TOV KTNVIOTPIKOD POPLOKEVTIKOV TPOIOVTOG KOTE TOV POpEaL.

To v peioon tov kvdbvov poivvong and Dipylidium caninum péow petddoong amd to
Ctenocephalides felis yia éwg 12 Bdopddec. H dpdon givor Epupeon, opeiletat oty dpacTiKOTNTA TOV
KINVIATPUCOD QOPHOKEVTIKOV TPOTOVTOG KATA TOV QOpEQ.

3.3  Avrevosigeg

No punv ¥pnoonoLeital 6 TEPIMTMGELS LTEPELALGONGIOG 0TO dPACTIKO GLOTAUTIKO 1| G€ KATO10 0md
Ta £Kd0Y0.

3.4 Edkég nmposidomoncelg

Ta mopdotra, yuo vo ekteBovv ot fluralaner npénet va apyicovv va tpépovior mve otov Egviotn, dpa
dev pmopel vo amokAEIoTEL EVIEADG 0 KIVOLVOG LETAO0ON G TV acheveldV mov petadidoviot amd
napdotro (copnepiiappavouévov tov Babesia canis canis kai D. caninum).

H doxonn ypnon avimapacitikdv 1 1 anokAivovoa ypron ano tig odnyieg mov divovror otnyv IIXIT
dvvatot vo avENGEL TNV TTEST EMAOYNG TPOG AVATTLEN AVOEKTIKOV GTEAEYMVY KOl VO, 00N YNOEL OE
UepEVN amoteAespotikotnTa. H amdgacn yio tn ypfon Tov KTNVINTPIKOD QUpUUKEVTIKOD
poidvtog, Yo kabe (do Eeywpiotd, Tpénel va Paciletar oty emPePainon Tov TapaciTikov €idovg
KoL TOV QOPTIon, 1] TOL KIvOHVOL TaPAGIiTOoNG Le PAOT TO EMONUIOAOYIKA YOULPOKTPICTIKAL.

[pénet va Aapfavetar veoyn n mBavotnTa dAre {da otV id1a otKia Vo amoTeAOVV €0Ti0
EMOVAPLOAVVOTG LE TAPACITH, KOl GE QVTEG TIG TEPIMTAOCELS TTPEMEL VOL YOPNYELTOL 1] OTapaiTnTn
Oepameio e vOESEIYUEVO KTNVIOTPIKO POPLLOKEVTIKO TPOTOV.

3.5 Iowitepeg mpouvrders kata T Yprion

IS1aitepeg TPOELAGEELS Y10 TNV 0oQaAT ¥prion oTa gidn (Hwv:

Noa ¥pnoHOoTOoLEITOL LE TPOGOYN GE GKVAOVG UE TPOUTAPYOVGH ETAN Y.

A6y EMAeyng S100£01UOV HEAETAOV, TO KTNVIOTPIKO QOPUOKEVTIKO TPOIOV OV TPEMEL VOl
YPNOYLOTOLEITAL GE VEUPOVS GKOAOVG NAIKIG UIKpOTEPNG T®V 8 EfJOUAd®V Kot /1| & GKOAOVS LUE
cOUATIKO Bapog AlydTEPO TV 2 KIADV.

To KTMVIOTPIKO PUPLOKEVTIKO TPOTOV OV TPEMEL VUL YOPNYEITUL GE OLACTNLOTO LUKPATEPO TV 8
ePdopddwv yiati dev £xel e£€TaGTEL 1] ACOAAELN Y10, LLUKPOTEPO SLOGTNHLOTO.




[Swaitepec mpo@uAGEEic Tov TPémel va Aouavovol ard To GTOUO TOL YOPNYEL TO KTNVIOTPKO
QopuokevTkd tpoidv oe {da:

Noa puAGcoETAL TO KTNVIOTPIKO QOPUOKEVTIKO TPOIOV GTNV aP)IKT] GLCKEVAGIO LEYPL T YP1OT), DOTE
Vo amoeeVYETOL 1] ApEST TPOGPACT TOV TAOIDV GTO KTNVINTPIKO PAPUAKEVLTIKO TPOIOV.

"Exovv avapepBet avtidpdoeic viepevoictnoiog oe avlpdmovc.

Mnyv 1pdte, Tivete 1 Komvilete OTAV YPNCLULOTOLEITE TO KTNVIOTPIKO PUPLOKEVTIKO TPOTOV.

[TAdvete T y€PLo TPOGEKTIKA e GATOVVL KOl VEPO BUESMG UETA TN (PO TOV KTNVINTPIKOD
QOPUOKEVTIKOD TPOTOVTOG.

Idwaitepec TPOPLAGEELC Y10 TV TPOGTAGIO TOV TEPPAAAOVTOC:
Agv 1oyt

3.6 AvemOOunrta cvppavro

XKOAOC:

Zoyva laotpeviepikég emmtdoelg (0nmg Avopeéia,

(1 éwg 10 Cwa / 100 v Bepameia Ymeporchoppota, Audppota, Buetog)”

{oa):
[ToAd omavia AnBapyog

(<1 {wo / 10 000 vd Bepamncio Coa, | Kvnouodg
CUUTEPIAAUBAVOUEVOV TOV

LELOVOEVEY QVaQOpoY): Mvikog tpopog, Ata&io, AkoOo10¢6 PVikog oTaoUOS.

Ffimiec kou TapodIkEc

H avaeopd avemBountov coppdviov sivor onuavtikn. Extpénel  cvveyn mapakoiovbnon g
ACPAAELNG EVOG KTIVIATPIKOV POPUUKEVTIKOD TPOidvVToG. O avapopEg TPEMEL VOL OTOGTEAALOVTOL, KOTA
TPOTIUNOT HECH KTNVIATPOV, £iTe GTOV KATOYO TNG GdEnGg Kuklopopiag ite otV eBvikn apudda
apyn LECO TOL €BVIKOV GUGTAUATOG VOPOPAC. AvatpEETe emiong otV TOPAYPAPO «ZTotXElD
EMKOVOVIONGY TOL PUALOL 001 YLDV YPNONC.

3.7  Xpnfon katd TNV KONG1N, TN YOLOVYIO 1] TNV OOTOKIM

H acediela Tov KTNvVIATpKoy QapUoKeLTIKoD TPoidvTog Exel amodelyfel oe GKOAOLS avamapoy®YNG,
6€ OKOAOVG KOTE TN SIpKELD TG KOMONG Kol TNG Yohovyiag. Mmopel va ypnoionombet o€ okdAovg
AVATOPOY®YNG, GE CKOAOLS KATA TNV S1APKELX TNG KVUTONG Kol TG YOAOLYIOG.

3.8  Almiemiopaocn pe GAlo QUPUUKEVTIKAE TPOTOVTH KUl GALES HOPQOEG aAMAETIOpOONG

H fluralaner cuvdéetar oe peydho Pabuod e Tig TpmTEIVEG TOV TAUGLOTOG TOV OHUOTOC KOl UITOPEL vl
OVTOYOVIOTEL HE AL VYNANG CUVOESTG OPACTIKA GUGTATIKA OTMC TA U1 GTEPOELON| OVTIPAEYLOVDOT
eappaka (MEZAD) kot v Bapeapivn, Tapdywyo e kovpapivng. H endacn g fluralaner ce
TOPOLGia KAPTPOPEVNG 1 Papeopivig 6TO TAAGHLO TOV ALOTOG TOV GKOAOV GTIG LEYIOTEG
OVOPLEVOLLEVEG GUYKEVTPMGCELG OTO TAAGLLA, OgV PElMTE TNV GUVOEST OTIG TPMOTEIVES TOV TAAGLOTOS TNG
fluralaner, tng KapmpopEvne 1 g Pappapivng.

Kotd ™ dibpkela KAviK®V SoKIp®mv oty Tpdén, dev mapoatnphnkay aAAniemidpdoeic peta&d Tou
KTNVIOTPIKOD QOPUOKEVTIKOD TPOTOVTOG KL TV KINVINTPIKMOV PUPLOKEVTIKMY TPOIOVI®MY TOV
YPNOWOTO10VVTOL LV OWC.

3.9 Odoi yopiynons ku d060r0yia

T"a xpion amod to oTopa.



To KTMVIOTPIKO PAPUAKEVTIKO TPOIOV TPETEL VAL YOPNYEITOL GUUP®VA [LE TOV TOPAKATO TTivaKo
(avtiotoyei og pia 66om twv 25 — 56 mg fluralaner/kg copotikov Papovg péca o Eva evpog Bapovg):

YONOTIKO MeprekTikOTNTA Kol aprtOpdg TV S16Ki®V ToL Yop1nyodvtol
Bapog tov Bravecto Bravecto Bravecto Bravecto Bravecto
okvrov (kg) | 112 5mg 250 mg 500 mg 1 000 mg 1 400 mg
2-45 1

>45-10 1

>10-20 1

>20-40 1

>40 — 56 1

Ta pacopeva diokio dev TpEnel vo oTdve 1| Vo, SLLpOVVTOL.

[N oxvAovg pe copatiko Bapog peyolvtepo Twv 56 kg, ypnoiono|ote Tov GuVOLUCSUO TV dVO
dtokiov mov Toptalovy o ETOKPIPOG 0T0 COUATIKO BApOg.

H vrodocoloyio pumopel va £yl G GUVETELN OVOTOTELEGUATIKT ¥PNOT Kol EVOEXETAL VO EVVONGEL TNV
avamTuén avOeKTIKOTNTOG,

Mébodog yopnynong

XopMnyNnoTe To KTNVIOTPIKO PUPLOKEVTIKO TPOIOV KATA 1] TEPITOL KATA TOV ¥POVO TOL YELLUTOG,

To pacopevo d1okio givar KaAd amodektd and Tovg TEPIGGOTEPOVS oKVAOVS. Edv 10 S1okio dev yivel
amodeKTd amd Tov 6KOAO, umopel eniong va d00ei pe tpoen 1 anevbeiog pésa oto otdpa. Katd m
YOPNYNON, O GKVLAOG TTPEMEL VA, ivar VT emtti|pnon dote va emPePormbel 6Tt To diokio €xet
Katomobel.

Oepamevtikd oynuo

IMa mpocforég pe WHALOVE Kol KPOTMVEG, 1) OVAYKT KoL 1] GuyvOTNTa TS(TeVv) enavadeponsiog(dv)
npénel va Paciletal 6 YVOUATEVLON EMOYYEALOTIO KOl VO ACUBAVETOL VITOWYT 1) TOMIKY] ETLONUIOAOYIKN
KATAoTOOT Kol 0 TpOTOG dtaPiwong Tov {mov.

' 10 PérTioto €leyyo TV TPOSPOADY LE YOALOVGS, TO KTNVIATPIKO QOPUOKEVTIKO TPOIOV TPENEL VAL
yopnyeitan pe pecodiaotriuota 12 efdopddmv. ['a 1o fEXTIoTO EAEYYO TV TPOGPOADV HE KPOTMVEGS, O
xPOVOG NG emavaAnyng g Bepameiog e€optatol amd To €100¢ TV KpoTOVOV. AvoTpééte otV
Topaypapo 3.2.

T ) Ogponeia TV Tapactt®osny ond To dkapt Demodex canis, pémetl va yopnysitot pio povo
SO0 TOV KTNVIATPLKOV POPUOKEVTIKOV TPoidvtoc. Emeidn 1 depodnkwon givarl moAvmapoyovtiky
VOG0G, GUGTHVETAL VO, YiveTa emiong KATAAANAN Oepaneia omolacdnmote AAANG VTOKEILEVNG VOGO,
T'o ) Bgpameia TV TapacITOCEDV 0md copkonTikn Yopa. (Sarcoptes scabiei var. canis), mpénet va
yopnyeitar pio Lovo 4001 TOV KTNVINTPIKOD OPLOKEVTIKOV Tpoidvtog. H avaykn kot 1 cuyvotnta
enovadepaneiog TPETEL VO YIVETOL GOUPOVA [IE TN GUUBOVAT TOV KTNVIATPOV TOV GUVTOYOYPUPEL.

3.10 ZopntoOpeto vTEPO0coroYiag (KUl KOTA TEPIATMOON, HETPO UVTINETOMTICNG KA OVTIO0TA)

Agv mapotnphiOnkay avemBOunTeg EVEPYELEG LETA OO YOPNYNOT] OO TO GTOUO GE VEAPOVG GKOAOVG
niwiog 8 — 9 gfdopddmv kar Bépovg 2,0 — 3,6 Kikmv vepdocoroyiog EmG S POpES TN PEYLIOTN
ocvvietopevn d6on (56 mg, 168 mg kot 280 mg fluralaner/kg copatikod Papovc) ce TpeLg YOpNYNOELS
G€ GUVTOPOTEPA SLUCTNUATE OO TO GLVIGTAOUEVE (Sl00THATO 8 EBSOUAd®V).

Agv vrnp&av ELPNUOT Y10 TNV OVOTOPOYWYIKT IKOVOTNTO KOl EDPNLOTA Y10 ETLPVAAEELS Y1 TN
Bliocipomta tov anoydvoy otav 1 fluralaner yopnyndnke amd to otdU0 6 oKOAOLE TG PLANG Beagle
o€ vePd0sieg £mG 3 Popéc T LYot cuvicTtdpevn oo (Eog 168 mg/kg copatikov Pdpovg
fluralaner).

To KNVIaTpIKd EOPRAKEVTIKO TPOTIdV MTav kKaAd avektd ota Collies pe avendpkelo oe multidrug-
resistance-protein 1 (MDR1 -/-) petd and pia yoprynon and 1o otopa piag 66oms 3 popég g
ocuvictopevng (168 mg/kg copatikod Bapovg). Asv TapatnpnONKoy KAMVIKE COUTTO LT
oyxetiopeva pe v Bepaneia.



3.11 Eidwkoi mepropiopoli yp11ong Kot e101kég ovvONKeS yprions, copmeprioppfavopiveov
TEPLOPLOUAV GT1] YP1GT UVTLIKPOPLEKAOV KUl OVTITUPUGLTIKAV KTNVIUTPLKOV
QPOPLIKEVTIKDV TPOIOVTOV TPOKELUEVOD VU TEPLOPLOTEL 0 KIVOLVOS avarTung avtoyg

Agv 1oVt
3.12 Xpovor avapovig

Agv 1oyvet.

4. DOAPMAKOAOTI'IKEX TIAHPO®OPIEXZ
41 Kaoowoc ATCvet: QPS3BE02
42 ®uppoKooLVOULK

H fluralaner givat axapeoktovo kot eviopoktdvo. Eival arotedespatikn évavtt tov kpotdvav (Ixodes
spp., Dermacentor spp. kot Rhipicephalus sanguineus), tov yoAlwov (Ctenocephalides spp.), tov
axapewv Demodex canis kot g capronTikng yopog (Sarcoptes scabiei var. canis) otov okdlo.

H fluralaner peudvet tov kivévvo poivveng and Babesia canis canis péow g petddoong and to
Dermacentor reticulatus eneidn ckot®veL TOVG KPOTWVES pEca og 48 dpeg, Tptv vo ovpuPel petddoon
g vocov.

H fluralaner peidvet tov kivovvo poivvong and D. Caninum péom g petddoong omd to
Ctenocephalides felis ene161 oxotdvel Tovg Yorhove Tpv vo ovuPel petddoon g vocov.

H évapén g dpdong mapatnpeital evidg 8 mpdv and v npockdiinon tov yoilov (C. felis) kot
evtdg 12 opdv and v TpockdOAANon Tov Kpotdvav |. ricinus kat evtdg 48 mpdv Y10 TovG KPOTMVEG
D. reticulatus. H évapén g akapgoktdvov dpdong évavtt tmv kpotdvmv |. Hexagonus éxet
amodelyBel 7 nuépeg petd tn Bepamneia.

H fluralaner £yet vynAf SpacTIKOTNTO EVOVTL TOV KPOTOVOV KOL TOV YOAA®V pE TV £kbeon PEo® TG
TPOPNG, ONANOT €IV GUGTNUATIKA dPACTIKY GTA TUPAGITA GTOYOG.

H fluralaner givai évag 1oxvpdg 0vaGTOAENS LEPDY TOV VELPIKOD GLGTHILOTOS TV apBponddmv
SpADVTOG OVTAYOVIGTIKG GTOVG GLUVIETO-EE0PTONEVOLG d1aOA0VS YAwpiov (GABA-vmodoyeic kot
YAOLTOLUKOVG LITOSOYELC).

e poplakég on-target peléteg otovg vwodoyeig Tov y-apvopfovtupikov o&éog (GABA) tov eviopmv
YOAAOG Ko poya, 1 fluralaner dev emnpedletor amd TV ovOeKTIKOTNTA GTNVY dlEAdpivN).

Ye in vitro Brodokiuég, n fluralaner dev emnpedletar amd v amodederypévn aviektikdOTTo 6T TPAEN
EVOVTL TOV ApdIVOV (KPOTMVEGS), 0PYOVOPOGOOPIKAY (KPOTMVES, OKAPEN), KUKAOIIEVI®V (KPOTWOVEG,

YOALOL, HOYEC), LOKPOKVKAK®OV AoKTOVOVY (Bohdooia yeipa), @avuArupaloddv (KpOTmVveS, YOALOL),
Bevlo@avoAk®v ovpldv (KpOT®VEC), TUPEDPOEdDV (KPOTMVES, aKAPEX) Kol KapPBapdikdv (akdpea).

To KTNVIATPIKO PUPLOKEVTIKO TPOTOV GUVEICPEPEL GTOV EAEYYO TV TANBLOUDV TOV YOAL®V GTO
TePIPAALOV, OE YDPOVG GTOVS 0TOI0VG EY0oVV TPOSPact ot Bepamevdpevol GKOAOL.

Ot veoegpupaviLOpevol YOALOL TAVD G€ £V GKOAO GKOTOVOVTOL TPV TOPAYAYOLV PLOGILO VYL
Emiong, pia perétn in vitro £éei&e 6t mohd younAéc ocuykevipooelg g fluralaner otapatovv my
TAPUyDYn PIOGIUOV ALY®V Ao TOVG WYOHALOVC.



O Kkorhog {ong Tov yollov dtokonteton e&attiog g tayeiog Evapéng tng opacng Kot TG HEYAANg
SUIPKELNG TNG OMOTEAEGLOTIKOTNTOG KATA TV EVAMKOV YOAA®V TAVEO 6T0 (MO Kol TNG amovciog
TAPUYOYNG PIOCIL®V OVYDV.

4.3 ©@oppoxoKivnTiKy

Metd and v yopfynon oand 1o otéua, 1 fluralaner amoppopdtat dueca Kot eOAveL T HEYIOTN
GLYKEVIPMGT] 6TO TAAGHA TOV aipatog pésa o 1 nuépa. H tpoen| evioyvet v amoppdenon. H
fluralaner koTovépeTonl GLGTNUOTIKG KOl POAVEL TN PEYIOTN GLYKEVTPMOGT GTO AiTOC, Kol 0KOA0HOmG
07O O, GTOVG VEQPOLS Kot 6TovG PG, H mapatetapévn dtatmpnon kot n apyn omoBoin ond to
TAAGLOL TOV OUpaTog (tuz = 12 nUéEPES) Kot 1) EALELYT) EKTETAUEVOV LETABOAGLOD TOPEYOLY
TOTELECUATIKEG GLYKEVTPpMGELC TG fluralaner yia ) dudpkela Tov PETAED TOV 0OGEDY S10.GTLLATOC.
"Exer mapatnpnBet atopkn draxdpovon otig Cmax kot ti. H k0pia 086¢ amofoing etvar 1 amékkpion
¢ apetaPAntg fluralaner pe ta kompava (~90% tng 06onc). H veppkn kdbapon eivar n
devTePELOVON 000C UMEKKPLIONG,.

5. DAPMAKEYTIKA XTOIXEIA
51 Kvipieg acvpporoTnreg
Agv 1oyvet.

5.2  Awdpkera {ong

Atdprelo {oNg TOL KTNVIOTPIKOD POPUOKEVTIKOD TPOIOVTOG COUPMVO LE TN GVOKEVAGIN TOANONG: 2
£m.

5.3 Idwirepeg mpo@uraels kota T @OLaEN TOV TPOIOVTOG

Agv vapyovv edKEC 00N Yieg dtoTPNonG Yo dVTd TO KTNVINTPIKO QUPLOKEVTIKO TPOIoV.

5.4  ®bon ka1 6HVOEGT TG OTOLYELDO0VS CVCKEVUGING

Xdaptvo kovuti pe 1 koywéAn and eOAAO dAOVUIVIOV GOPAYIGUEVT LE ATOGTMOUEVO KAAVULA GOAAOD
arovpviov and PET mov mepiéyet 1, 2 1 4 pocopeva diokia.

Mmropel va v KukAoQopoOV OAEG Ol GLOKEVAGIES.

55 E10wkég mpo@ulaters améppuyng evog un Ap1oLomon0évtos KTNvVIETPIKOD GUPRIKEVTIKOD
TTPOIOVTOG 1] AAL®OV VAIKAV TOV TPOEPYOVTOL OTO TN YP1)OT TOV TPOIOVTOS, OV VITAPYOVY

Ta pappoxa dev TPEMEL Vo OMOPPITTOVTOL HEGHD TV AVUATOV 1) TOV OIKIOKOV ATOBANTOV.

To KTNVIATPIKO PUPUAKEVTIKO TPOTIOV JEV TPEMEL VAL EIGEPYETAL GTOV VIPOPOPO opilovta Kabmdg M
fluralaner evdéyetat va etvat emkivouvn yia Tovg aoTOVOLAOVS VIPOPLOLS OPYAVIGHOVG,.
XPpNOHOTOOTE TPOYPAULOTO ETIGTPOPNG GOPUAKMOV Y10 TNV ATOPPLYT U1 YPNOUOTOOEVTOV
KTNVIOTPIKOV QUPUOKEVTIKOV TPOIOVIMV 1| GAADV VAIK®V TOV TPOEPYOVTOL OO T XPTOT| TOVG
GOLPOVA LLE TIC TOTIKEG OTOLTIOELG KO LLE TUYXOV €0VIKA GLUGTNHOTO GLAAOYNG TTOV IGYVLOLV Y10, TO.
GYETIKA KTNVIITPIKE POPUOKEVTIKA TPOTOVTOL.

6. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Intervet International B.V.

7. APIOMOZXZ(OI) AAEIAYX KYKAO®OPIAX



EU/2/13/158/001-015

8. HMEPOMHNIA IMPQTHX EI'KPIXHX

Huepopunvia Ing éyxpiong: 11/02/2014

9. HMEPOMHNIA TEAEYTAIAX ANAGEQPHXHX THX IIEPIAHYHX TQN
XAPAKTHPIZTIKQN TOY ITPOIONTOX

{HH/MM/EEEE}

10. TAZEINOMHZIH TON KTHNIATPIKQN ®APMAKEYTIKOQN ITPOIONTQN
Noa yopnyeitor LOVOV e KTNVIOTPIKT GUVTOYT].

Aentopepeic mAnpoeopieg Yo 10 v AdY® KTNVIOTPIKO QUPLOKEVTIKO TPo1dV givar dtabéoipeg ot Bdon
dedopévav g EE yio ta ktnviatpikd wpoidvta (https://medicines.health.europa.eu/veterinary).



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

1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Bravecto 112,5 mg didAlvpa yio exiypon og onueio yio moAd pkpovg okviovg (2 — 4,5 kg)
Bravecto 250 mg didlvpa yio emiypon oe onpeio yuo pkpovg okviovg (>4,5 — 10 kg)
Bravecto 500 mg dilvpa yio emiypon ce onpeio yuo pecaiov peyébovg oxviovg (>10 — 20 kg)
Bravecto 1 000 mg didlvpa yio eniypon oe onueio yio peydiovg skvlovg (>20 — 40 kg)
Bravecto 1 400 mg didlvpa yio eniyuon og onueio yio moAd peydiovg okviovg (>40 — 56 kg)

2. HOIOTIKH KAI ITIOXOTIKH XYNGEXH

APUOTIKO GUGTATIKO:
KaBe ml wepiéyer 280 mg fluralaner.
Ka0e mméta napéyet:

Bravecto sidlopa yia exiyven oc enueio | Mepigyonevo munérog (M) Fluralaner (mg)

yio, TOAD pkpovg okvAovg 2 — 4,5 kg 0,4 1125

y1o. mKpovg okviovg >4,5 — 10 kg 0,89 250

yo. pecaiov peyéhovg okviovg >10 — 20 kg 1,79 500

ywo peydiovg okvrovg >20 — 40 kg 3,57 1000

yio. LoD peydlove okviovg >40 — 56 kg 5,0 1400
"Exodoyoa.:

Mootk 6UvOEGT EKIOYOV KOL GAALOV CVGTUTIKDV

Dimethylacetamide

Glycofurol

Diethyltoluamide

Acetone

Awwyég, dypopo £og Kitpvo didAvpa Yo eniyvon oe onueio.

3. KAINIKEY IAHPO®OPIEX

3.1 Eidn {odov

XK0vAog

3.2  OgpamevTikég VOEIEELS Y10 KAOE gi60g {Dov

Mo mv Oepaneio @V TPOGPOAGV pE KPOTMVES KOl YOAALOVE GTOVG GKDAOVG.

AV10 1O KTNVIOTPIKO QOPUAKEVTIKO TPOIOV £ival £V GLGTNUATIKO EVIOUOKTOVO KOl OKOPEOKTOVO TOV

TOPEYEL:

- Gueon kot mapapévovoo Bavatneopo dpdaon otovg yoriovg (Ctenocephalides felis kot
Ctenocephalides canis) ywo 12 gBdopdadec, ko

- Gueon kot wapapévovso Bavatneopo dpdor otovg kpdtoves (Ixodes ricinus, Rhipicephalus
sanguineus kot Dermacentor reticulatus) yio 12 fdopdadec.

Ot YyOAAOL KO 01 KPOTMVEG TPETEL VAL TPOSKOAAN 00DV 61OV EEVIOTN KOl VO 0pYIGOVV VA TPEPOVTL Yid

va ekTedovv 6T0 dPUGTIKO GLGTATIKO.

To KTNVIOTPIKO POPUAKEVTIKO TPOTOV UTopEl va ypnoipomombel g Tunqpo. OepamevTIKNG GTPATYIKNG

v Tov Eleyyo ¢ AMAepyikng amo PoAAovg Aepuatitidag (AYA).



To v Bepomeio ¢ depodnrmong mov mpokaAeitat amd o Demodex canis.
To v Bepameia ¢ Tapacitmong and capkomtikh yopo. (Sarcoptes scabiei var. canis).

3.3  Avrevositeg

Na punv ypnolLonolEital 6€ TEPMTMOGELS VIEPELALGHNGIOG GTO dPACTIKO GLGTATIKO 1) GE KATOL0 amd
Ta £Kd0Y0.

3.4  E101kég TpoEdomon|cElg

Ta mopdotro, yuo. vo ektebovv ot fluralaner npénet va apyicovv va tpépovior mve otov Egvioth, Gpa
dev UTopEl Vo OTOKAELGTEL 0 KIvOLVOC LETAGOONC TV 0oBEVEIDY TOV UETAOIdOVTAL OO TAPAGITA.

H doxomn xpnomn avIumopositikdy 1 1 amokAivovsa xpior omd Tig 0dnyieg wov divovton otny IIXI1T
dvvator vo avENceL TV TEoT EMAOYNG TPOG AVATTLEY AVOEKTIKMOV GTELEXMV KO VO 0ONY1GEL GE
peltopévn amoteleopotikotnta. H amdpacn yio m ¥p1on Tov KTNVINTPIKOD QUPLOKEVLTIKOD
TPOiovTOoC, Y10 Kabe (o Eeympiotd, mpénel va Paciletarl otnv emPefainon tov Tapacttikod 100V¢
K0l TOL QOPTIOV, 1) TOL KWVOUVOL TOPAGITMONG LE BACT TO ETLONUIOAOYIKE YOPOUKTNPLOTIKGL.

IIpéner va dappdvetal veoyn n mbavotnta dAia {da oty 1d1a okia va amotelohv eoTia
EMOVAPOADVOTG IE TOPACITA, KOl GE AVTEG TIC TEPIMTAOCELG TTPETEL VO YOPNYEITOL 1] OTOPOLTI TN
Oepameia e evOESEYIEVO KINVIOTPIKO PAPUAKEVTIKO TPOTOV.

3.5 Iowitepeg mpouvAaels KaTa T Yprion

Idwitepeg Tpo@LAGEELS Yia TV ac@aii ypion ota £ion {dwv:

IIpéner va Aappdvovtal péTpa MGTE Vo AmoPeHYETOL 1] ETOPT| LLE TO LATLO TOV GKVAOVL.

Na un yopnyeitar omevdeiog mveo e AALOIDGELS TOV FEPUATOG.

Na pnv mAévete 1 va ETITPENETE GTOVS GKVAOVS VoL BpéyovTat Pe vepd N Vol KOADUTOUV GE LOATIVOL
peopata yio 3 nuépeg LeTA amd tn Bepameio.

AOY® EMAEYNC SL0OECTUOV HEAETAOV, OVTO TO KTIVINTPIKO QUPLOKEVTIKO TPOiOV OV TPEMEL VAL
YPNOYLOTOLEITAL GE VEAPOVS GKOAOVG NALKioG PIKpOTEPNG T®V 8 EfSOUAd®V Kot /1) 68 GKOAOVG [E
ocOUOTIKO BApog AtydTEPO TMV 2 KIADV.

To KTNVIOTPIKO PUPUAKEVTIKO TPOTOV JEV TPETEL VAL YOPTYEITAL GE SOCTLOTO UIKPOTEPO TOV 8
gBdouddwv yiati dev Exel e£€TOOTEL 1) AGEAAELD, Y10, LIKPOTEPO SLOGTILOTO.

AVTO TO KTNVIOTPIKO PAPLOKEVLTIKO TPOTOV EIVaL Y10 TOTKT YP1|ON KOl SV TPEMEL VoL Yopmyeital and To
OTOUO.

[Swaitepec mpo@uAGEELc Tov TPémel va Aouavoval ard To GTOUO TOL YOPNYEL TO KTNVIOTPKO
QopuakevTIKd Tpoidv oe (Do

H emaen pe 10 KTnviaTpikd QoproKenTiKd Tpoiov 0o TpEmel va 0moTPETETOL KO TPETEL VO,
YPNOLLOTOLOVVTOL KATA TOV YEPIGHO TOV KINVIATPIKOD POPUAKEVTIKOD TPOTOVTOS TO TPOGTATEVTIKA
YAVTIOL P0G ¥PNONG OV AQUPBAVOVTOL LE QVTO TO KTNVINTPIKO QOPUOKEVTIKO TPOIOV amd TO onueio
TOANGNG Y10 TOVG akOAoVBOoVE AdYOUG:

"Exovv avaeepbei o pikpo apifud avlpormv avidpdoelg vrepevatctnaciog, ol omoieg pmopei
EVOEYOUEVMG V. glval GoPapéc.

Kda0e £kBeom 610 KTNVIATPIKO PUPLOKEVTIKO TPOTOV B TPEMEL VO ATOTPEMETOL AT ATOLA [E
vepevatcncio ot PAOLPAAAVEPT] | GE KATOLO altd T EKOOYLL.

To KNVIaTPIKO POPUOKEVTIKO TPOTOV GLUVOEETHL GTO dEPLLA KOt Umopel emiong va cuvdebei o
EMPAVELEG LETE a0 SLAPPOT| TOV KTNVIATPIKOV PUPLOKEVTIKOV TPOIOVTOC. Xe [Kpd aptfud atdpmv
UETE 0d TNV emaPn e TO 6Eppa Exovv avapepOel depuatikd eEavOnuota, Kvnouds 1 LOVSIAGHLA.

Ye TepinTon ETAPNS LE TO OEPUA, TADVETE TNV TPOcPePANUEVN TTEPLOYT OUECMG LE GOTOVVL KOt VEPO.
X& KAMOLEG TEPITTADOELS, TO CATOVVL KOl TO VEPO OEV EXAPKOVV Y10 VO, ATOLOKPVVOEL TO KTNVIOTPIKO
QOPUOKEVTIKO TTPOTOV atd T SAKTLAC.

H emopn pe 10 KTnviaTpikd QoproKeENTIKO TPOidV Umopel EMioNg Vo GLUUPEL KOTA TOV XEPIGUO TOL VIO
ayoyn {dov.
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Befarwbeite 611 10 onpueio epappoyng oto {mo cag dev givarl TAéov eppavég mpwv va, Epbete Eova og
EMOQN LE TO ONUEID EPUPHOYNS . X& aVTO cLUTEPIAAUPAVETAL TO aykdAlacua Tov {Dov 1| To Loipaca
Tov kpePatiov pe 1o {(mo. Xperalovtol E0g Kot 48 MPEC Y10 VO GTEYVAOGCEL TO GNUEIO TNG EQAPUOYNG,
oAAG Ba etvor EPLEAVES Y10, TEPIGTOTEPO.

Edv eppaviotel avtidpoon tov dépuatog, cupfovievteite wTpd Kot deiETe TOV TNV GLOKELOGIN TOV
KTNVIOTPIKOD QOPUOKEVTIKOV TPOTOVTOG.

AvBpomot pe gvaicOnTo dépua 1| YeviKa e yvoot aAlepyio, Yio Topadetylo 6€ GALN KTNVIOTPIKE
QOPUOKEVTIKA TTPOIGVTA AVTOV TOL TOTTOV, TPEMEL Va. xEPilovTot e TPOGOYN AVTO TO KTNVIATPIKO
(QOPUAKEVTIKO TTPOTOV OGS EMIONG Kot T VIO Aywyn Coa.

AvT6 1O KTNVIATPIKO QOPUOKEVTIKO TPOIOV UTopel va TpoKaAEsel pefioid TV HaTIOVY. e
TEPITTOOT EMAPNG UE TO UATIOL, EETAVVETE OUECHOG TPOGEKTIKA UE VEPO.

AVTO T0 KTNVWOTPIKO POPHOKELTIKO TPOioV etvon emkivovvo petd amd Katdnoor. Na puAdcocetat To
KTNVIOTPIKO QUPLOKEVTIKO TPOTOV GTNV APYIKT] GLCKEVATTO PLEYPL TN YP1ON, DOTE VO OITOPEVYETOL 1)
apeon TpdoPacn TOV TASIDOV GTO KTNVINTPIKO QUPUAKEVTIKO TPOTOV.

H ypnoyomompévn mnéta npémnetl va anoppinteTor apécms. Xe mepintmon mov katd Adbog vdpet
Katdmoon, va avalntioete wtpikn fondeia kot va endeiEete 6TOV TP TO EGMOKAEIGTO POAAO

00N YIdHV YPAGEMG N TNV ETIKETO, TOL PAPUOKEVTIKOD TPOTOVTOC.

To KNVIATPIKO POPUAKEVTIKO TPOTIOV eivar e&oupetikd eDPAEKTO. Nt QUAAGGETOL LOKPLY OO T YES
0épuavong, omvinpec, avolkt eAGYa 1| dAleg Tyég avapledns. Xe tepinTmon Sloppong Tov
KTNVWOTPIKOD QOPUAKEVTIKOD TPOIOVTOG, Y10 TOPAdELYLa TAVe og Tpaméll 1] 0€ ETPAVELD TOTOUOTOC,
OTTOUOKPOVETE TO YOUEVO TTPOTOV e yapTi kabaptotnTog Kot Kabapiote TNy meployn pe
OTOPPLTTAVTIKO.

Idwitepeg Tpo@uALEELS Y0 TV TpooTacic Tov tepBdAlovTog:
[N va amopevyBodv avemBounta cvpPdvia 6Tovg VOPOPLOVE OPYAVIGLOVG UMV EMTPETETE GTOVG
GKOAOLG VIO Oy®YN VO EIGEPYOVTOL GE EMPAVELNKA VT Yo 48 dpeg Letd tn Bepamneia.

3.6 AvemOOunrta coppavro

XKOAOC:

Svyvd AvTIdpdoelg Tov dEPUATOG GTO ONUELD EQUPROYNS (OTT®G

. CN#
(1 émg 10 Lo / 100 vrd Bepaneio Epobnua, Aromexio)

{oa):

Mo\ omdvia AnBapyog, Avopeéia

(<1 Lo / 10 000 vrod Bepamneia {oa, | Euetog, Atdppoia
GUUTEPIAAUPAVOUEVDV TWV

K A e
LELOVOLEV®Y OVAPOPDV): VIonos

Mvikog tpopog, Ata&io, Akovo10¢ PVikoOg GTacUOG.

Ffimiec kou Tapodikec

H avagpopd avemBopntov copfdaviov givor onpovtikn. Emtpénet m cvveyn mapakorovdnon tng
AOPAUAELNG EVOG KTIVIOTPIKOD POPUUKEVTIKOD TTPOidvTog. O avapopEg TPEMEL VO, ATOGTEAALOVTAL, KOTA
TPOTIUNOT HECH KTNVIATPOV, €T OTOV KATOYO TNG GO0 KuKAOPOpiag gite TNV €0viKN appodia
apyn LECO TOV €BVIKOV GUGTAUATOG AVOPOPAC. Avatpééte emiong otV TOPAYPUPO «ZTOLYEIN
EMKOVOVING» TOV GUAAOV 0ONYLDY XPNOTC.

3.7 Xpnion katd v kOnon, T yorovyio 1 TNV @oTokKio

H ac@dielo Tov KTNvIaTpiKod QopROKEVTIKOD TPOTOVTOG £xel omodelyfel o€ GKHAOVG avOTAPAYOYNG,
6€ OKOAOVG KOTA TN JSpKELD TNG KONONG KOt TNG YaAovyiag. Mmopel va ypnoiponombel o€ ckOAOVG
OVOTOPOUYWYNG, 6 CKOAOVG KATE TNV SIAPKELD TS KONONG KOl TNG YOAOVYIOG.

3.8  AlMiemiopaocn pe GArho QUPUAKEVTIKE TPOIOVTA KO GALES HOPPEG AAMAETIOpOONG

Agv glval yvoot Kapio.
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H fluralaner cuvééetar oe peydho Pabuod e Tig TpmTEIVEG TOV TAUGOTOG TOV OHUOTOC KO UITOPEL vl
aVTOYOVICTEL ple AL VYNANG GUVOESTG OPOCTIKA GLUGTATIKA OTTMG TO LT GTEPOELDN AVTIPAEYLOVDOON
oappaka (MEAD) kot v Bapeapivn, Tapdywyo e kovuapivng. H endacn g fluralaner ce
TOPOVGia KAPTPOPEVNG 1 PapPopivig 6TO TAAGHLO TOV ALOTOC TOV GKOAOV GTIG LEYIOTEG
OVOLLEVOLLEVEG GUYKEVTPMOELG OTO TAAGLLA, OgV PEI®MTE TNV GOVOEST OTIG TPMOTEIVEG TOV TAAGUOTOS TNG
fluralaner, tng Kopmpoeévng 1 g Papeapivig.

Koatd ) didpkela epyaoctnplok®dy Kol KAVIKGOV SOKIUOV otV Tpasén, dev mapatnpnonkoy
OAANAETIOPAGELG HETAED TOV KTNVIOTPIKOD POPUOKEVTIKOD TPOIOVTOG KOl TMV KTNVIATPIKMV
(QOPUAKEVTIKAV TPOIOVIMV TTOV YPTGLLOTOLOVVTOL GLVHOWG.

3.9  Odoi yopiynons kKo d0coroyia,
INo eniyvon oe onueio (spot on).

To KNVTPIKO POPUAKEVTIKO TPOTOV TPETMEL VOL YOPTYEITOL GOHPMOVA [LE TOV TOPAKATO TIvaKol
(avtiotoyel og pia 66om twv 25 - 56 mg fluralaner/kg copoticov Bapovg):

LONOTIKO MegprekTikOTNTO KoL OPLOROS TOV TITETAOV TOV {OPNYOVVTAL
papog Tov Bravecto Bravecto Bravecto Bravecto Bravecto
okvrov (K9) | 112 5mg 250 mg 500 mg 1 000 mg 1400 mg
2-45 1

>45-10 1

>10- 20 1

>20 - 40 1

>40 - 56 1

INa okdAoVG e coUaTIKO BAPOoc LEYOADTEPO T®V 56 kg, ¥pNGILOTOIGTE TO GLVOVAGUO TV dVO
TRETOV OV ToPLdovV o enaxpiBdc 6To cOUATIKO Bdpoc.

H vrodocoroyio pmopel va, £xel 0C CUVETELN AVOTOTELECUATIKY YPTOT] KO EVOEYETOL VO EDVONGEL TNV
avamTuén avOekTIKOTNTOC,

Mé0Bodog yopnynong
Bipa 1: Apéowmg mpwv tn gpfon, avoifte Tov eakeAicko
Kol agalpéote v muméta. Popéote ta yavto. o va
avoifete TV muréta, KPATNOTE TNV amd TN Ao T M
omd TO AVAOTEPO AKOUTTO TUNHO TS KAT® OO TO IO
oe opba Béom. To Tdpa Tpémel va TepioTpapel
0eE100TPOPA 1 0PLOTEPOSTPOQA Y10 LLid TAN|PT OTPOPT.
To ntopo Ba Tapapeivel Tdve oty mréta, dev givar
duvatdv va amopokpvvlei. H mméta eivar avoryt kot
éroun yio v epappoyn 6tav yivel acebntd 1o omdoipo
™G 6PPAYIoNG.

Bnipa 2: O oxdrog mpénet va givar 0pBiog 1 Eamlmpévog pe v poym opovIia Katd v eQapuoyn.
TomoBetote TO AKpPO TN MMETAG KABETO TAV®D GTO dEPHOL LETOED TWV MUOTANTOV TOV GKUAOV.

Bipa 3: [Tiéote amord TNV mméta Kot EpopUOcTE OAO TO TEPIEXOUEVO ameVOEiNG TAV® GTO dEPLA TOV
oKVAOV o€ €va (OTav 0 OYKog elvarl LuKpdG) N 6€ TEPIGGHTEPA ONELN KATH UAKOG TNG PAYNG TOV
GKUAOL O7T0 TNV OUOTAGTN Em¢ TN BAoT TG OVPAG. ATOPOYETE TNV EPUPIOYN TOGOTNTG OLUADUATOG
ueyarvtepng Tov 1 ml og éva povadikd onpeio kabbhg avtd Ha pmopovse va TpoKarécel pio TocoOTNTO
TOV S10ADUATOG VO KUANGEL 6T TAELPE TOV {DOV.
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Bepamevtikd oynuo

IMoa mpocPforég pe YOALOLS Kot KPOTWVEG, 1) OVALYKT] KOL 1] GLYVOTNTA TNS(TMOV) EXAVIANYNG TG
Oepaneiag(mv) mpémel va Paciletor og Yvoudtevon enayyelpatio kot vo AapuBavetotr vwdyn 1 ToTK)
EMONUMOAOYIKN KATAGTAOT KoL 0 TpOTOg dtafimong Tov Ldov.

IMoa 10 PERTIOTO €AEYYO TV TPOGROADY UE KPOTMVES KOl YWOAAOVC, TO KTNVINTPIKO PAPUAKEVTIKO
TPOIOV TIPEMEL Va, Yopnyeital pe pecodiactipoto 12 foopddwy.

T ) Ogpaneia TV Tapacttdcemv and To dkapt Demodex canis, mpénet vo epoappoletarl pio povo
3001 TOL KTNVIATPLKOV POPULOKEVTIKOV TPoidvtoc. Eneidn 1 depodnkwon eivarl moAvmapayovtiky
VOGOC, GUOTIVETOL VO YiveTal eniong katdAAnAn Oepaneio omolocdnmote GAANG VITOKEIUEVT|G VOGOV.
It Bepaneio TV TopacItOoE®V 0o capKonTIKy Wdpa (Sarcoptes scabiei var. canis), Tpénet va.
epappoletor pio povo 666N TOL KTNVIATPIKOD QAPUOKELTIKOD TpoidvToc. H avaykn kot n cuyvotra
enavabepamneiog Tpémel va yivetor GOUEMVA, LE Tr GVUBOVAT TOV KTNVIATPOL TOL GUVTUYOYPUPEL.

3.10 ZopntdOpeto VTEPO0GOLYiNS (KUl KOTA TEPITTMOON, HETPO UVTINETOMTICNG KAl O VTIO0TA)
Agv mapotnpfOnkay avemBOunTeg EVEPYEIEG LETA OO TOTIKT| YOPNYNOT GE VEAPOVG GKOAOLS NAKI0G
8 — 9 gBdopddov kai Bapovg 2,0 — 3,7 KIMOV VTEPSOGOAOYING £C 5 POPES TN HEYIOTI GUVICTMOUEVT
doom (56 mg, 168 mg ka1 280 mg fluralaner/kg couatikod Pdpovc) ce TpELS xOpNYNOELS O
GUVTOUOTEPO. SILGTHILOTO OO TO GLVIGTMUEVO, (SlooTpHaTo 8 EfSoUddwV).

Agv vmp&av EVPNALOTA Y10 TIV OVATOPUYDYIKT TKOVOTNTO KOl EDPNUOTO Y10 ETUPLAGEELS Vi TN

Bioowoétnta TV anoyévev otav 1 fluralaner yopnynbnke amd to otdpa 68 oKOAOLS TG PLANG Beagle

o€ VIEPO0Gieg £mG 3 opéc T Uéylotn cuvictdpevn doon (Eog 168 mg/kg copatikov Bdpouvg

fluralaner).

H fluralaner ntav kokdé avekt ota Collies pe avendpkeio oe multidrug-resistance-protein 1 (MDR1 -

/) petd amd pio yopnynon amod to otépa piog 06ong 3 popég g péylotng cvvictdpevng (168 mg/kg

ocopaTikoy Bdpovg). Aev mapatnpndnkay KAikd copntopote oxetilopevo ue v Bepameio.

3.11 Eidwkoi wepropiopoi yp1ong Kot e101kég ovvOKeS Yprions, copreprioppfavopéveov
TEPLOPLOUAV GT1] YPI6T AVTIUIKPOPLOKAV KUl OVTITOPUGLTIKAV KTNVINTPIK®OV
QPUPLIKEVTIKAV TPOIOVTOV TPOKELUEVOD VO TEPLOPLOTEL 0 KivOvveg avanTuéng avtoyg

Agv 1oyvet.

3.12 Xpoévor avapovig

Agv 1oyvet.

4. ®APMAKOAOTI'IKEX IAHPO®OPIEX
41 Kaoowoc ATCvet: QP53B E02.

42 ®uppoKodsLVOULK
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H fluralaner givou axapeoktovo Kot eviopoktovo. Eival amotedespatikn évavtt tov kpotdvav (Ixodes
spp., Dermacentor spp. kot Rhipicephalus sanguineus), tov yoAlwov (Ctenocephalides spp.), tov
axdapewv Demodex canis kat g capkonTikng yopog (Sarcoptes scabiei var. canis) otov okOlo.

H évap&n g dpdong mapatnpeitat evidg 8 mpdv yio toug yorlovg (C. felis) kat evtdg 12 opdv yio
Toug Kpotwveg (1. ricinus).

H fluralaner £xst vymAn SpactikdTTa £VOVTL TOV KPOTOVOV KoL TOV YOAA®V UE TNV EkBeoT LECH TNG
TPOPNG, ONACAN ELVOL GUCTNLATIKA SPACTIKY OTO TAPAGITO GTOYOC.

H fluralaner givai évag 1oyvpdc ovacTOAENS LEPMY TOV VELPIKOD GLGTHIOTOS TOV apOponddmv
SPADVTOG OVTAYOVIGTIKA GTOVG GLUVIETO-EE0PTOLEVOLS dlaiA0VS yAwpiov (GABA-vrodoyeic kot
YAOVTOLUKOVE VITOOOYELS).

e popuokég on-target perétec otovg vrodoyeig tov y-apvofovtupikod o&foc (GABA) tmv eviopuwmv
YyoAAOG Ko poya, M fluralaner dev emnpedletot amd TV ovOeKTIKOTNTA GTHY dEAdPivN).

Ye in vitro Brodokiuég, n fluralaner dev emnpedletar amd v amodederypévn avlektikdTnTo 6T TPAEN
EVOVTL TOV ApIdIVAV (KPOTOVES), 0PYOVOQPMGPOPIKAOV (KPOTMVEG, OKAPE), KUKAOdLEVIDY (KPOTMOVEC,

WYOALOL, POYEG), LOKPOKVKAMKOV AakTtévev (Boldooia yeipa), avorTupaloddv (KpOTmveg, WOAAOL),
Bevio@atvoAik®v ovpldv (KpOT®VECS), TUPEDPOEdDV (KPOTMVES, aKAPEX) Kol KApPBapdikdv (akdpea).

To KTNVIOTPIKO POPLOKEVTIKO TPOTOV GUVEICPEPEL GTOV EAEYYO TV TANBVOUOV TOV YOAL®DV GTO
ePIPAALOV, GE YDPOVG GTOVE 0ToI0VG EYovV TPOSPact ot Bepamevdpevol GkOAOL.

Ot veog@aviLOUeVOL YOALOL TAV® GE £VOL GKOAO CKOTOVOVTOL TPV TAPAYAYOLV PLOGILO QLYA.
Emniong, pia perétn in vitro £6ei&e 6t modd younAéc ocvykevipooelg g fluralaner otapatodv my
Tapay@yn PLOCILOV avydV amd Toug Woiiiovs. O kokiog Long Tov WOAL®V dtokortetal e&attiog TG
tayeiog Evapéng g 0pacng Kot TN LEYAANG SAPKELNG TNE UTOTEAECUATIKOTITOS KATH TOV EVAIK®V
YOA@V TV 010 (MO Kol TNG 0movsiog Tapoy®yns PUOCIILOV aUydOV.

4.3 ®@oppoxoKivnTiKyg

H fluralaner amoppo@dron taydtata amd 10 oNeio TG TOTIKNAG EPAPLOYNHG LEGH OTO TPIXMLLO., TO
SEPLLOL KO TOVG VTTOKEILEVOVS 16TOVG, ad OOV ATOPPOPATAL BPadéms OTO OyYELONKO GUGTNLLA.
Y100gpn] CLYKEVIP®OT) TOPATNPEITAL GTO TAAGLLO TOV OiaTOg HETOED 7 Kol 63 NuUépeg Hetd tnv
YOPNYNON, UETA TNV 0Ol 01 GLYKEVTIPMOGELS HEIDVOVTaL Bpadéwe. H mapatetapévn dtathnpnon kot n
apy”n omoforr amd to mAdoua Tov aipatog (tie = 21 nuépeg) ko 1 EALELYN EKTETAUEVOL
UETAPOAICLOD TOPEXOVY AMOTEAEGLOTIKEG GVYKEVTPpMOELS NG fluralaner yia ™ didpreia Tov peTagn
TV 06ce®V daotnpatog. H apetdfintn fluralaner amekkpiveral pe To KOTPAva Kot 6€ TOAD UIKPT
£€KTOo™ LE T 0VPal.

5. OAPMAKEYTIKA XTOIXEIA

5.1 Kopieg acopPorotnreg

Agv glval yvoot Koo,

52  Awipkero {ong

Algpketo {ONG TOV KTVIOTPIKOD POPUOKEVTIKOD TPOTOVTOG GCUUP®VO LLE T1) CUGKELOGIN TAOANCNG:
Bravecto 112,5 mg Sidivpa yuo emiyvon oe onpeio: 2 €t

Bravecto 250 mg /500 mg /1 000 mg / 1 400 mg didAvpa yio eniyvon o€ onpeio: 3 €

5.3 Idwitepeg mpouraels kota T @OLaEN TOV TPOIOVTOG
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Agv vLapyovV EKES 001 YIS SLOTPTONG YO AVTO TO KTNVIATPIKO QAPUAKEVTIKO TPoldv. Ot mméteg
TPETEL VAL PLAAGGOVTOL OTIV EEMTEPIKT GLOKELAGIO Y10l VO TPOGTOTEVOVTAL OO ATAOAEL OLOADTN 1)
POy VYpaciag. Ot poKkeAMoKOL TPETEL VA OVOTYOVTOL LOVO OUESMG TTPLY TNV YPNON.

54  ®bon ka1 cHVOES TS GTOLYELDO0VS CVOKEVOGIOG

ITutéto povadag 66onG 0md SGTPMUATOUEVO GUALO GAOVLUVIOV/TOAVTPOTLAEVIOV KAEIGUEVT] JE
nopo HDPE kot cuokevoaopévn og S1aoTpopatopévo pakericko arnd oAl arovuviov. Kdbe
yxaptvo kouti mepiéyet 1 1 2 muméteg kot éva {evydpt yavTio ava TméTa.

Mrmnopet va. pmv KukAoQOopoOV OAEG Ol GUCKEVAGIEG.

5.5  Ewwkég Tpo@ulaels amdppyng vog un yp1otpnomot0£vTog KTNVIATPLKOD QUPRUKEVTIKOD
TPOIGVTOG 1] GAL®V VAMKAV TTOV TPOEPYOVTUL UTTO T1) YP1]C1] TOV TPOIOGVTOG, UV VTAPYOLY

Ta papuake dev TPETEL VO OTOPPITTOVTOL HEGHD TOV AVUATOV 1) TOV OIKIOK®V ATOBANTOV.

To KTMVIOTPIKO PAPLOKEVTIKO TPOTOV OV TPEMEL VAL EICEPYETUL GTOV VIPOPHPO 0pilovTa Kabdg N
fluralaner evdéyetat va eivorl extkivouvn yio ToVg 06TOVOLAOVS VIPOBLOVE OPYAVIGHOVG,.
XPNOUOTOGTE TPOYPAULOTO ETGTPOPNS POPHAKDV YL TNV OTOPPLYT UN XPTCULOTONOEVTOV
KTNVIOTPIKOV QAPLOKEVTIKMY TPOIOVIMOV 1] GALDY DAK®V OV TPOEPYOVTOL OO T YP1OT| TOVS
GUUP®VO LLE TIG TOTIKEG OOLTIOELS KOt LE TUYXOV €BVIKG GLGTAATO CLAALOYNHG TTOV 1GYHOLV YO TO.
GYETIKA KTNVITPIKE PAPUOKEVTIKA TPOTOVTOL.

6. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Intervet International B.V.

7. APIOMOZ(OI) AAEIAY KYKAO®OPIAX
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. HMEPOMHNIA ITPQTHX EI'KPIXHX

Hpepounvia 1ng éyxpiong: 11/02/2014

9. HMEPOMHNIA TEAEYTAIAYX ANAOGEQPHYXHY THX IEPIAHYHX TQN
XAPAKTHPIZTIKQN TOY ITPOIONTOX

{HH/MM/EEEE}

10. TAZEINOMHIH TON KTHNIATPIKQN ®APMAKEYTIKOQN ITPOIONTQN
Noa yopnyeitor LOVOV e KTNVIOTPIKT GUVTAYY].

Agmtouepeic TANpoPopieg Yo To eV AOY® KINVIATPIKO PUPLOKELTIKO TPoidv givar dtabéoipeg ot fdon
dedopévav g EE ya ta ktnviatpikd poidvto (hitps://medicines.health.europa.eu/veterinary).
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1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Bravecto 112,5 mg didlvpa yio eniyvon oe onueio yuo pukpég yareg (1,2 — 2,8 kg)

Bravecto 250 mg didlvpa yio emiyvon oe onpeio yuo pecaiov peyéboug yarteg (>2,8 — 6,25 kg)
Bravecto 500 mg didlvpa yio emiypon ce onpeio yuo peydieg yareg (>6,25 — 12,5 kg)

2. HOIOTIKH KAI MOXOTIKH XYNG®EXH
APUGTIKO GUGTOTIKO:

Kabe ml nepiéyer 280 mg fluralaner.
Ka0e mméta mapéyet:

Bravecto didivpa yo exiyoon o€ onueio Iepreyodpevo muétog Fluralaner
(ml) (mg)
yo, ukpée yareg 1,2 — 2,8 kg 0,4 112,5
yio. pecaiov peyéhovg yartec >2,8 — 6,25 kg 0,89 250
yio. peyaieg yarec >6,25 — 125 kg 1,79 500
"Exodoyo:

IMoroTuc] 6UvOEoT EKOOY MV KUl GALOV GVOTUATIKOV

Dimethylacetamide

Glycofurol

Diethyltoluamide

Acetone

Awowyég, aypopo £0g Kitpvo SidAvpa Yo niypon oe onueio.

3. KAINIKEX TIAHPO®OPIEX
3.1 Eionm Lowv
Idra

3.2 OgpamevTiKég evoeiEelg Yo ka0e €idog {dov

INo v Bepoaneio TV TPoSPOADV LE KPOTOVES Kol YOAALOVS OTL YATEG.

AVT6 TO KTNVIOTPIKO QOPUAKEVTIKO TPOIOV gival £va GLGTNUATIKO EVTIOUOKTOVO KOl 0KOPEOKTOVO TTOV
mapéyel Gueon kot Tapapévovoa Bavatnedpo dpdon otovg Wyoriove (Ctenocephalides felis) kot otovg

kpotveg (Ixodes ricinus) yia 12 epdouddsc.

Ot YOALOL KO 01 KPOTMVEG TTPEMEL VAL TPOSKOAANB0VV GToV EEVIOTN KOt VoL 0pyIcovV vo TpEPOoVTaL Yid

va ektefovv 6T0 dPUGTIKO GLGTATIKO.

To KNVIATPIKO EOPUAKEVTIKO TPOTOV Uopel va ypnoipuomomOel o¢ T, 0epamevTIKNG GTPATNYIKNG
yio tov EAeyyo ™G AAlepykng omd Porlhovg Aepuatitidag (AYA).

To v Bepameia TV Tapactt®ceny omd oTikd akdpeo (Otodectes cynotis).

3.3  Avrevositeg
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No unv yp1oyLoTolEiTaL GE TEPMTMOCELG LAEPELAICHNGIOG GTO dPASTIKO GLGTAUTIKO 1| GE KATOL0 ol
Ta €KSoyal.

3.4  Edwkég mposidomonoelg

Ta topdotta yuo vo ektebovv ot fluralaner npénet va apyicovv va tpéeovior méve otov Egviotr, pa
dev umopel v 0moKAEIGTEL 0 KIVOLVOG PETAOOONC TV 0oBEVEIDY TOV LeTAdIdoVTOL 0d TOPAGITA.

H doxonn xpion aviumapositikdy 1 1 amokiivovsa xpior ond 115 0dnyieg mov divovron otnyv IIXIT
dvvatot vo avENGEL TNV TTEST EMAOYNG TPOG OVATTLEN AVOEKTIKOV GTEAEYMVY KOl VO, 00N YNGEL OE
UEW®UEVT amoteAespoTikoTnTa. H amdgacn yio tn ypfon ToL KTNVINTPIKOD QUpUUKEVTIKOD
TPoidvTog, Yo Kabe (ho Egympiotd, mpénet va Baciletatl oty emPePfaicnon Tov mapacttikov idovg
KOl TOL (POPTIOL, 1] TOL KIVODVOL TOPACITOONG UE fACT TO EMLONLUOAOYIKE YOPOUKTPIGTIKAL.

[péner va Aappdaveror vroyn 1 mbavotnta dAra (oo oty idto owia va arnotelovv eotia
EMOVAPLOAVVOTG LE TAPACITH, KOl GE AVTEG TIG TEPIMTACELS TPEMEL VOL YOPNYELTOL 1] OTapaitnTn
Oepameio e vOESEIYUEVO KTNVIOTPIKO POPLLOKEVTIKO TPOTOV.

3.5 Idwirepeg mpo@uratels katd T prion

IS1aitepeg TPOELAGEELS Y10 TNV 00QaAT ¥pior ota £idn Chwmv:

[péner va Aappdévovtal pétpo OOTE Vo 0moPeDyeTUL 1) ETAQT HE Ta pdtia Tov {dov. Na un yopnyeiton
angvfeiog Tave og aALOIDCELS TOV SEPUATOG.

Abdyo Elhetyng S1oBEcIU®V HEAETAOV, ALTO TO KTNVIOTPIKO POPUOKEVTIKO TPOIOV dgV TPETEL VOl
yxpNoponoteital og veapés yates nAiog pkpotepns tov 9 efSopddmv Kot /M og YaTeS [l COUATIKO
Bapog Aydtepo tv 1,2 KiAmV.

To KTNVIATPIKO PUPUAKEVTIKO TPOTOV JEV TPETEL VAL YOPTYELTAL GE SLOGTLOTO UIKPOTEPD, TOV 8
eBoopadwv yiati dev Exet eEetaotel 1 acPAAELN Yio LUKPOTEPO SIOGTILLOTAL.

AVTO TO KTNVIOTPIKO PAPLOKEVTIKO TPOTOV EIVaL Y10 TOTKT YP1|ON KoL SV TPEMEL VoL Yopmyeital and To
oTOL.

No unv emrpénete o mpocpato Bepamevpéva (da va mepimoleital To £va To GALo.

ISwnitepeg Tpo@LAGEELG TOV Tpémet va Aapufdvovtar amd to dTopo Tov Yopnyel To KITNVINTPKO
OOPUOKEVTIKO TtPoidV g Lda:

H enaon pe 1o kviotpikd QappokeLTKo Tpoidv Bo TPEmEL Vo AMOTPETETAL KOl KATA TOV XEPIOUO
TOV KTNVIATPIKOV QOPLOKEVTIKOD TPOIOVTOG TTPETEL VA YPTCLOTOL0VVTAL TO, TPOGTATEVTIKE YAVTIOL
L0 XPNONG OV ACUPAVOVTAL [LE QVTO TO KTNVIOTPIKO QOPUAKEVTIKO TPOTOV O TO ONUElo TMANGNG
Y Tovg akdAovBovg Adyoug:

"Exovv avaeepbei o pikpo apfud avipormv avidpdoelg vrepevactnaciog, ol omoieg pmopei
EVOEYOUEVMG VO Elval GoPapéc.

Kdabe ékBeon 610 KTNVIATPIKO QOPUOKEVTIKO TPOiOV O TPEMEL VAL AMOTPETETOL ATTO GTOLLA. LLE
vrepevosncio ot PAOVPOAAVEPT) 1 GE KATO10 ATtd TO £KO0YO.

To KNVIATPIKO PUPUAKEVTIKO TPOTOV GLUVOEETAL GTO dEPLLOL KO Utopel emiong va cuvdebei o
EMUPAVELEG LETA OO S10PPOT] TOV KTNVIOTPLIKOD QPOPUAKEVTIKOD TPOTIOVTOG. Xg HKPO aptOpd atopmv
HETA Ao TNV NPT e TO d€pLa £xovv avapepBel deppatikd eEavOnuato, KVNoHOg 1| LOVSLUGHLOL.

e Tepinton ETaPNS e TO OEPUA, TADVETE TNV TPOcPePANUEVN TTEPLOYT OUECMG UE GATOVVL KL VEPO.
Xg KATOLEG TEPITTAOOELS, TO CATOVVL KOl TO VEPO OEV EXOPKOVV Y10l VO, ATOLOKPVVOEL TO KTNVIOTPIKO
(QOPUOKEVTIKO TTPOTOV ATd T HAKTUA.

H enaoen pe 1o kviatpikd @appokevtikd tpoidv umopel emiong vo cupPel katd tov xeipiopd tov
Oepanevpévon {mov.

Befaiwbeite 611 10 onueio epappoyng oto {do cag dev givar mAéov eppavég mpwv va, Epbete Eava og
EMOLPT LLE TO ONUELD EQPUPHOYNC. XE OVTO CLUTEPIAAUPAVETAUL TO OYKAALAGHA TOV {DOV 1) TO LOIPAGHLOL
ToV kpePatiov pe 1o (®o. Xperaloviol E0g Kot 48 MPEC Y10 VOL GTEYVAOGCEL TO GNUEIO TNG EQAPUOYNG,
oAAG Ba etvor ELEAVES Y10, TEPIGTOTEPO.

Edv gpoaviotei avtidpaon tov dépuatoc, supfovievteite 1atpd Kot 6gi&te Tov TNV GLCKELAGIN TOV
KTNVIOTPIKOD QOPUOKEVTIKOD TPOTOVTOG.
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AvBpwomot pe gvaicOnTo dEpUa 1| YEVIKG [LE YVMOTH OAAEPYIQ, Y10 TAPASEIY L O AL KTNVINTPIKG
(QOPLOKEVTIKA TPOTOVTO CLTOV TOV TOTOV, TPENEL VAL XEWPILOVTAL [LE TPOGOYN AVTO TO KINVIATPIKO
QOPUOKEVTIKO TTPOTOV OTmC emiong kot ta Ogpamevuéva {oa.

AVTO TO KTNVIOTPIKO POPUOKEVTIKO TPOTOV UTOPEL VO TPOKOAESEL EPEOIGUO TOV HOTIOV. X
TEPIMTOOT EMAPNG UE TO UATIOL, EETAVVETE AUECHOG TPOGEKTIKA LE VEPO.

AVTO TO KITNVIOTPIKO QUPUOKEVTIKO TPOIOV elval ETKivOuvo Petd amd Kotdmoot). No QUAAGGETAL TO
KTNVWOTPIKO QUPLOKEVTIKO TPOIOV GTIV apyLKN] GLOKELAGIN LEYPL TN XPTON, DCTE VO ATOPEVYETOL 1|
apeon Tpdefacn TOV TSIV GTO KTNVINTPIKO PAPUOKELTIKO TTpoiov. H ypnopomomuévn muméta
TPENEL VAL OTOPPINTETOL AUECHOC. L€ TEPIMTMON TOL Katd AdBog vtapEel KaTdmoon, va avalnTnoete
Tpikn Ponbeta kot va emideiEete 6TOV 10TPO TO ECHOKAEIGTO PVAAO 0INYIDV YPNOEMG 1] TNV ETIKETO
TOV QUPUAKEVTIKOV TPOIOGVTOG.

To KMVIATPIKO PAPLLAKEVTIKO TPOTIOV givar eEaipeTikd e0PAekTO. Nt QUAGCCETOL LOKPLA amd TNYES
0épuavong, omvinpec, avolkty eAGYa 1| dAleg Tyég avapleéngs. Xe tepinTmon doppong Tov
KTNVIOTPIKOD QOPLOKEVTIKOD TPOTOVTOGC, Y10 TAPUSEIY I TAV® G TPUTELL 1] G€ EMPAVELD TOTOUATOC,
ATOLOKPOVETE TO YLUEVO TTPOioV e xapTi kabapriotrog ko Kabapiote Ty meployn pe
OTOPPVTAVTIKO.

Idwaitepec TPOPLAGEELC Y10 TV TPOGTAGIO TOV TEPPAAAOVTOC:
Agv 1oVt

3.6 AvemOOunrta cvppavra

Tara:

Toyvé. AvT10pacelg Tov dEpUaTog oTo onueio epapuoyng (6mwg

Epvnpuo, Kymopoc, Alomnekio) *
(1 o 10 Lho / 100 vrd Oepancio poONua, Kynopog )

{oa):

Oy ovyva Mvikoc tpopog

(1 éw¢ 10 Cwa / 1 000 vd Bepameio AnBapyog, Avope&ia
Coa): "Epetog, YnepoieAdppota.
[ToAd ondvia Kvnopocg

(<1 Lo / 10 000 vad Oepancio {ma, | Ata&io, AkoDC10G LDTKOG OTOGUOG.
CUUTEPIAOUPOVOUEVOV TOV
LELLOVOLEVMVY OVOPOPDV):

#Ameg kot Tapodicég

H avaeopd avemBountov coppdviov sivor onuavtikn. Extpénel n cvveyn mapakoiovnon g
OCQAAELNG EVOC KTNVIATPIKOD QOPUAKEVTIKOD TPOTovToG. Ot avapopés TPEMEL VO ATOGTEALOVTOL, KATA
TPOTIUNOT HECH KTNVIATPOV, £iT€ OTOV KATOYO TNG GO0 KuKAOPOpiag gite TNV €BvIKT appodia
apyn LECO TOV €BVIKOV GUGTAUATOG OVOPOPAC. AvatpeEte emiong otV TOPAYPUPO «XTOLYEin
EMKOVMOVIONG» TOL GUALOL 00T YLDV YPNONC.

3.7  Xpnion katd TNV KONO61N, TN YOLOVYIiO 1] TNV OOTOKIM

H ac@dieio Tov KITNVIATPIKOU QUPLOKEVLTIKOV TPOidVTOC dev £xel amodetybel kotd tn didpketa g
KONONG KOl TNG YOAOLYioG. XPNGILOTOMGTE TO TPOIOV LOVO COLPMOVOL LE TNV EKTIUNGT 0QEAOVG
/KvdvvoL amd Tov vevuvvo KInviaTpo.

3.8  AlMiemiopacn pe GArho QUPUAKEVTIKE TPOIOVTA KOl GALES HOPPEG AAMAETIOPOONG

Agv glval yvoot Kapio.

H fluralaner cuvééetar oe peydho Pabuod e Tig TpmTEIVEG TOV TAAGOTOG TOV OHUOTOC KO UITOPEL vl
aVTOYOVICTEL ple AL VYNANG GUVOESTG OPOCTIKA GLGTATIKA OTTMG TO LT GTEPOELDN AVTIPAEYLOVDOON

oapuoka (MEAD®) kot v Bapeapivn, Tapdywyo g kovuapivne. H endaon g fluralaner oe
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TOPOLGia KAPTPOPEVNG 1 PapPopivig 6TO TAAGHLO TOV ALOTOC TOV GKOAOV GTIG LEYIOTEG
OVOULEVOLLEVEG CUYKEVTPMGCELG OTO TAAGLLA, OgV PEI®MTE TNV GOVOEST OTIG TPMOTEIVEG TOV TAAGUOTOS TNG
fluralaner, tng xapmpo@évng 1 g Papeapivng. Kotd m Sidpkelo epyacTtnplok®dy Kol KAMVIKGV
oKDV TNV TPAEN, dev mapatnpiOnkay aAAnAemdpdoeic peta&h TOL KTNVINTPIKOD QUPUOKEVLTIKOD
TPOTOVTOG KOl TOV KTNVIOTPIKAOV QUPUAKEVTIKMV TPOIOVIMV OV XPTGLULOTOI0VVTUL GLUVHO®G.

3.9  Odoi yopynons ko d0coroyia,
I emtiyvon o onpeio (Spot on).

To KTMVIOTPIKO PAPLAKEVTIKO TPOTOV TPEMEL VO YOPNYEITOL GOUP®VA LLE TOV TOPOUKATO TTivaKa
(avtiotoryetl og pia d6on tv 40 — 94 mg fluralaner/kg copoatikod Bapovc):

YONOTIKO MeprekTIKOTNTA Kol apLtOpoS TOV TIAETAOV TOV YOPNYOVVTAL
Bapog g Bravecto 112,5 mg Bravecto 250 mg Bravecto 500 mg
yarog (kg)
12-28 1
>2,8 — 6,25 1
>6,25-12,5 1

IMa ydreg pe copotikd Bapog peyarvtepo tov 12,5 kg, ypnoomomote 10 GLVOVAGHO TOV dVO
TRETOV OV ToPLdLovv o enakpiBdc 6To cOUATIKO Bdpoc.

H vrodocoroyio pumopel va, £xel (0C CUVETELN AVOTOTELECUATIKY YPTOT] KO EVOEYETOL VO EDVONGEL TV
avamTuén avlekTiKOTNTOC,

MéBodog yopnynong
Bipa 1: Apéowg mpwv tn yprion, avoitte tov
pokelioko kot apapéote TNy mméta. Popéote ta
yvavtio. I'a va avoiEete v muméta, KpaTioTe TV amd
T Bdon g M amd TO AVATEPO AKUUTTO TUNUA TG
KAt amo to Topa o€ Opbia 0¢on. To mhpa Tpénet va
neploTpaPel deE100TpoPa 1 apLoTEPOSTPOPA Yol pia
PN otpoen|. To e Ba Tapausivel mhvo oty
mnéta, dev givan duvatov va amopokpuviel. H mméta
glvar avoryt] kot EToun yuo TV €Qapuoyn otav yivel
ooOnTd 10 GTAGILO TNG CEPAEYIOTG.

v

Bipa 2: H ydta npénetl va eivar 6pOa 1] EamAopévn pe v payn
op6vtia yio evkoAn yopniynomn. TomoBetiote 10 dipo NG TUTETOC TAV®
ot Paon ™G KEQOANS TG YOTOC.

Bipa 3: ITiéote amald v muméta kol epaprocte OAO TO TEPLEXOLEVO
amevBeiag Tavo oto déppa NG Ydtoc. To KTvVIaTpiKod QopHOKELTIKO
TPOiOV mpEmeL va. epoppoletar og yateg £0¢ 6,25 kg copatikod Bapovg
oe €va onpeio otn o g KEQOANG Kol G€ YOTEG COUOTIKOD BAPOvg
peyaAvtepov and 6,25 kg oe dbo onueia.

Bepamevtikd oynuo

T mpocfolréc e YOHALOLG KOt KPOTMVEG, 1) AVAYKT) KOl 1) cLyvOTNTa TNG(TOV) enavabdepaneiog(dv)
npénel va Pacileton og yvoudtevon enayyelpatio kot vo AapBaveTat vwdyn 1 TOTIKY ETONUIOAOYIKN
KATAOTOOT Kol 0 TPOTOG dtaPicwong Tov {mov.

INoa 1o PErTIoTO €AEYYO TV TPOGPOADV LE KPOTMVES KOl YWOAAOVC, TO KTNVINTPIKO PAPUUKEVLTIKO
TPOloV TPémeL va yopnyeitan pe pecodootpato 12 efoopdadmv.

T'o v Bgpomeio ToV Tapactt®osny ond otikd akdpeo (Otodectes cynotis), mpénel va epapuodletal
pia Lovo 8661 TOV KTNVINTPIKOD QUPLOKEVTIKOD TPOIOVTOC. XVVIGTATOL 1) ETaveETaoT amd KTNviaTpo
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28 nuépeg petd ) Bepameia, enedn oe Kanow {ma propei va omatteiton mepetaipm Bepaneia pe
K010 EVOAAUKTIKO KTNVIATPIKO POPUAKEVTIKO TPOTOV.

3.10 ZoprTtOpoTe VTEPO0GOLOYINS (KUl KOTA TEPITTMOON, HETPO AVTIRHETOMIGNS KOl AVTIO0TA)

Agv mapotnpnnke kapio avemBountrn evépyelo LETE 0md T TOTIKT YOPNYNON OE VEUPES YATES
nAwiag 9 - 13 efdouddwmv kot Bapovg 0,9 - 1,9 kihdv vaepdocoroyiag Emg S popég T HéEYoT
ocuviotdpevn 60on (93 mg, 279 mg kot 465 mg fluralaner/kg copatikod Bapovg) ce Tpelg yopnyNoeLs
G€ GLUVTOLOTEPA SACTHHOTO 0O TA GVVICTOUEVA (SlaoTUATO 8 EBOOUAdWV).

H npdsinum omd 10 6TOH0 TOV KTVIATPIKOD POPUOKEVTIKOD TPOTOVTOG GTY| HEYIGTN GUVIGTMOUEVT
d6on tev 93 mg fluralaner / kg copotikod Bapovg NTav KaAd avekth amd TG YOTEG, EKTOGC amd KOOl
oVTO-EPLOPLLOUEVT] GLOAOPPOLO KOt Prxa 1 EUETO QUECMG LETE TN YOPHYNOT).

3.11 Eidwkoi wepropiopol yp1ong Kat e101kég cvvOKeS Yprions, sopmeprioppfavopiveov
TEPLOPIGUAYV GTT| YP1)O1] OVTIHIKPOPLOKOV KUL AVTUTUPOCLTIKAV KTNVIATPIKAOV
QUPULIKEVTIKDV TPOIOVTOV TPOKELUEVOD VU TEPLOPLGTEL 0 KIVOLVOS avATTUENG avVTOYNS

Agv 1oyt

3.12 Xpovor avopovig

Agv 1oyvet.

4. DPAPMAKOAOI'IKEX TAHPO®OPIEX
41 Kaodwog ATCvet: QP53B E02.
42 Doppokodvvopik

H fluralaner givat axapeoktovo kot eviopoktovo. Eival amotedeopatikn évavtt tov kpotdvav (Ixodes
spp.), Tv yoriov (Ctenocephalides spp.) kot tov otikodv akdpewnv (Otodectes cynotis) otn ydra.

H évapén g dpdong mapatnpeitar vidg 12 wpdv yio Tovg worrovg (C. felis) kat eviog 48 wpmv yia
tovg kpotwveg (l. ricinus).

H fluralaner £yet vymAf SpacTIKOTNTO EVOVTL TOV KPOTOVOV KOl TOV YOAA®V pE THV £kbeon uéow g
TPOPNG, ONANOT VAL GUGTNUATIKA dPUCTIKY GTA TOPAGITO GTOYOG.

H fluralaner givat £vag 161vp0¢ 0vOGTOAENS LEPDV TOV VEVPIKOD GUGTNHHOTOC TV 0pBPoTOOIWV
dPOVTOC OVTUYDOVIGTIKG 6TOVG GLVOETO-eE0PTOUEVOLG dlaAoVS yAmpiov (GABA-vrodoyeic kot
YAOUTOUIKODS VTTOSOYELG).

e poplaxég on-target peléteg otovg vwodoyeic Tov y-apuvopovtupikov o&éog (GABA) tov eviopmy
yoArog Ko poya, 1 fluralaner dev ennpedletor amd TV ovOEKTIKOTNTO GTNV S1EASPIVY.

e in vitro Brodokipég, n fluralaner dev ennpedletan omd v amodederypévn avlektikotnTa 6TN TPAEN
EVOVTL TOV apdVeVY (KPOTMVEC), 0PYOVOPOGOOPIKAY (KPOTMVES, OKAPEN), KUKAOOIEVI®V (KPOTWOVEG,

YOAAOL, POYES), LOKPOKVKAKOV AakTOVeV (Baidooio yeipa), avuATupaloidv (KpOTmveg, YOALOL),
BevlopatvuAik®v ovpldv (KpOTmVeCS), Tupedpoelddv (KpOT®VES, aKipe) Kot KapPBapdikdv (akdpea).

To KTNVIATPIKO PAPUAKEVTIKO TPOIOV GUVEICPEPEL GTOV EAEYYO TV TANOVGUOV TOV YOAA®OV GTO
EPPAAAOV, GE YDPOVG GTOVG OTTOT0VE £Y0VV TPOCPaoT 0Ol BEPUTEVOUEVES YATES.

Ot veoeppavi{opevol YoALOL TV o€ pia YATo GKOTMOVOVTOL TPV Tapaydyovv fiocipa avyd. Exiong,
pio pedén in vitro £6gi&e 611 oA yapniic cvykevipmoelg g fluralaner otapatodv v mapaymyn

Bliooipov ovydv amd Toug YoArovs. O kdkAog Long Tov YOA®Y dlakomtetol eEattiog TG Tayeiog
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&vapéng g dpaong Kat TG LEYAANG SIEPKELOG TNG OMOTEAEGUATIKOTNTOG KOTA TOV EVIAIK®V YOAL®V
évo oto (DO Kot TNG amovciog Tapay®yns PUOCIL®Y oVY®V.

4.3  @®opproKoKIVNTIKY

H fluralaner amoppo@dtot taydTaTa 0o T0 oMUeEio TG TOTIKNG EPOPUOYNG Kol PBGveEL T péylot
GLYKEVIPMOT| 6TO TAAGHA TOV aiptatog petald 3 kot 21 nuépeg petd m yoprynon. H mapatetapévn
drathpnon kot 1 apyn arofoin amd o mAdopo tov aipatog (tiez = 12 nuépeg) ko 1 EAAey
EKTETOUEVOV UETUPOAICLOD TOPEXOVY AMOTEAEGLOTIKEG GVYKEVTPMOELS NG fluralaner yia tn dibpkela
ToV petady Tmv docswv dactnpatoc. H apetdfintn fluralaner amekkpiveron pe to kOnpava Kot o€
TOAD pIKpT| £KTACT UE T 0VPaL.

5. OAPMAKEYTIKA XTOIXEIA

51 Kopieg acopporotnreg

Agv glval yvoot Koo,

52  Awpkero {ong

Aldpketo LONG TOV KTNVIOTPIKOD POPUOKEVTIKOD TPOTOVTOG CUUPMVO LLE T1] CUCKELOGIN TAOANCNG:
Bravecto 112,5 mg didivpua yuo emxiyvon oe onpeio: 2 €t

Bravecto 250 mg / 500 mg dwéAvpa yio eniyvon og onueio: 3 £t

5.3 Idwitepeg mpourdaels kota T @OLAEN TOV TPOTOVTOG

Agv vpyovv edKéC 0dnyieg dloTpnong Yo avTd TO KINVINTPIKO QAPHAKELTIKO Tpoidy. O muméteg
TPETEL VAL PLAAGGOVTOL OTNV EEMTEPIKT GLOKELAGIO Y10l VO TPOGTOTEVOVTAL OO ATAOAEL OLOADTN 1)
POy vYpaociag. Ot pokeAMoKol TPETEL VA 0VOTyOVTOL LOVO OUESMG TTPLY TNV YPNON.

54  ®von ko 6OVOEST TG GTOLYELDO0VG GVCKEVUGING

ITutéto povadag 66onG omd SLGTPMUATOUEVO GUALO GAOVLUVIOV/TOAVTPOTLAEVIOV KAEIGUEVT] LLE
nope, HDPE kot cuokevacpévn oe SlooTpopat®puévo poKeAoko omd guAlo alovpviov. Kade
yaptvo Kovuti mepiéyet 1 1 2 miméteg ko Eva {evydpt yavTia ava miméTa.

Mmropei va unv KuKAOPOpOLV OAEG 01 GLOKEVAGIES

55 E0wkég mpo@uiaterg améppiyng vog un Yp1cLHomoin0évTtog KTNVIATPIKOD GUPRIKEVTIKOD
TPOIOVTOG 1] GAAOV VAIKOV TTOV TPOEPYOVTAL AT T1) YP1]O1] TOL TPOIOGVTOS, AV VAP OVV

Ta pappaxa dev TPEMEL Vo OMOPPINTTOVTOL HEGHD TV AVUATOV 1) TOV OIKIOKOV ATOBANTOV.

To KTNVIATPIKO PUPUAKEVTIKO TPOTOV JEV TPEMEL VAL EIGEPYETAL GTOV VIPOPOPO opilovta KabdS M
fluralaner gvdéyetat va givat emkivouvn yio T0Vg 0GTOVOLAOVS VIPOBLOVE OPYAVIGHOVG,.
XP1NOCLOTO|OTE TPOYPALLLOTO ETGTPOPTS PAPLLAK®OV Y10 TV ATOPPLYN LN XPNOLULOTo0Evimv
KTNVIOTPIKOV QAPLOKEVTIKMY TPOIOVIOV 1 GAL®Y DAK®V OV TPOEPYOVTOL OTd T YP1OT| TOVG
GOLPOVA LLE TIC TOTIKEG OTOTNOELS KO LLE TVYXOV €0VIKH GLGTNUOTO GLAAOYNC TTOV IGYLOLV Y10, TO.
GYETIKA KTNVITPIKE PAPLOKEVTIKA TPOTOVTOAL.

6. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Intervet International B.V.

7. APIOMOZXZ(OI) AAEIAYX KYKAO®OPIAX
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EU/2/13/158/018-019  112,5mg
EU/2/13/158/022-023 250 mg
EU/2/13/158/026-027 500 mg

8. HMEPOMHNIA ITPQTHY EI'KPIXHXZ

Hpepounvia Ing éyxpiong: 11/02/2014

9. HMEPOMHNIA TEAEYTAIAYX ANAGEQPHXHY THX MNEPIAHYHX TQN
XAPAKTHPIZTIKQN TOY ITIPOIONTOX

{HH/MM/EEEE}

10. TAZEINOMHZIH TON KTHNIATPIKQN ®APMAKEYTIKOQN ITPOIONTQN
Na yopnyeitotl LOvVoV e KTNVIOTPIKT GUVTAYY.

Agntopepeic TANPoQopies Yo TO gV AOY® KTNVIATPIKO QUpPUAKEVTIKO TPoidv eivan drabéaieg otn fdon
dedopévov g EE o ta kmviatpicd mpoidvto (https://medicines.health.europa.eu/veterinary).
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1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Bravecto 150 mg/ml k6vig kot S10AHTNG Y10 EVEGTUO EVOLMPTUO Y10, GKOAOVG

2. ITOIOTIKH KAI ITOXOTIKH XYNOEXH

DrLoAio10 pE KOVIV:

ApaoTikd GLGTATIKO:
dlovparavépn  2,51g

Agvin €o¢ avoryt kitpvn KOVig (oKoVT).

Droridw0 SrolvTn:

Ka0e ml Tov d10A0Tn Tepiéyet:

"Exdoya:

ootk 6UvOgo EKOOY OV Kol ALV
GUGTUTIKAV

IHocoTtikn} cvvOeSN av 01 IANPOPOPIES AVTEG
€ival oNUOVTIKES Y10 TN 6®OGTY] LOP1}Y1O1) TOV
KTNVWWTPIKOD QUPRAKEVTIKOV TPOTIOVTOG

Benzyl alcohol

22,3 mg

Carmellose sodium

Poloxamer 124

Disodium phosphate dihydrate

Hydrochloric acid, concentrated

Sodium hydroxide

Water for injections

ALoYEG G 0dLOPOAVES TOYVPPEVGTO SLAAVLAL.

AvacvotofLv evoudpnuo.:

KaBe ml tov avaovotafiviog evaimpfuatog mepléyet:

ApaoTikd GLOTATIKO:
drovparavépn 150 mg

"Exdoya:

orotiki 6UvOEo EKOOY OV Kol ALV
GUGTUTIKAV

IMocoTtikn} cvvOeon av o1 TANPOPOpics aVTEG
gival oNUOVTIKES Y10 TN 6®OGTY] LOP1}Y1O1) TOV
KTNVIOTPIKOD QUPLIKEVTIKOV TPOIOGVTOG

Benzyl alcohol

20 mg

Carmellose sodium

Poloxamer 124

Disodium phosphate dihydrate

23




Hydrochloric acid, concentrated

Sodium hydroxide

Water for injections

3. KAINIKEX TIAHPO®OPIEX

3.1 Eiom {onv

Yxoviot

3.2  OgpamevTikég evoeitelg Yo ka0e €idog {@ov

[N v Bepaneio TV TpocPordv He KPOTOVES KOl YOALOVG GTOVG GKUAOLC.

AvT6 10 KTNVIOTPIKO QOPUOKEVTIKO TPOIOV £lval £vVOL CLGTNUATIKO EVIOLOKTOVO Kol OKAPEOKTOVO TOV
TopEYEL:
- Gpeon kot Tapapévovoa Bavatnedpo dpdon otovg yorrovg (Ctenocephalides felis ko
Ctenocephalides canis) yio 12 pnvec,
- mopapévoucsa Bavoatneopo dpacT 6Tovg KPOTMVEG amd TV 31 nuépa €mg 12 pqveg puetd amo
™ Bepameio yio Ixodes ricinus, Ixodes hexagonus, kot Dermacentor reticulatus,
- TAPOUEVOLGO BOvOTNPOPO OPACT] GTOVG KPOTMVEG amd TNV 41 nuépa £o¢ 12 uveg petd and
™ Bepamneio yio Rhipicephalus sanguineus.

O1 yOALOL Kot 01 KPOT®VEG TPEMEL VO TPOGKOAANO0VV 6TOV EEVIGTH KO VO apyIGOVV VO TPEPOVTOL Yl
va ektedovv 6T0 dPUGTIKO GLGTATIKO.

To kTMVIOTPIKO PUPLOKEVTIKO TPOTOV UoPEl va xpnooTonOel ¢ TUNIO BEPUTEVTIKNC GTPATIYIKNG
Yo Tov EAeYY0 TG oAAEPYIKNG amd YOALOLG deppatitidog (APA).

Ta v peimon tov kvddvov poAvveng and tnv Babesia canis canis péow petddoong amd 1o
Dermacentor reticulatus and v nuépa 3 petd amd ™ Bepaneio yio émg 12 unqves. H dpdon eivat
éupeon, opeiletal otny SpaoTIKOTNTA TOV KTNVIATPIKOD QOPUOKEVTIKOD TPOTOVTOG KATH TOV
Swpipootn.

To v peioon tov kvdbvov poivvong and Dipylidium caninum péow petddoong amd to
Ctenocephalides felis yo éwg 12 pivec. H dpdon givar ppeon, opeideton otnv dpactikdTTo T0V
KTNVIOTPIKOD QOPUOKEVTIKOD TPOTOVTOG Katd Tov dtofifacTt.

3.3  Avrevositeg

No punv ¥pnoLonoLEiTal 68 TEPIMTMGELS LITEPELALGONGIOG 0TO dPACTIKO GLOTATIKO 1| G€ KATO10 0md
Ta £Kdoy0.

3.4 Edkég mposidomoncelg

Ta wapdoita Yo va ektefodv T AovpaiavEP TPETEL VO ApYicCOVY VO TPEPOVTAL TAV®D GTOV
EevioTn” Gpa, OEV UTOPEL VO ATTOKAEIOTEL EVIEADG 0 KIVOLUVOG LETAOOONG TV AGHEVELDV TTOV
uetadidovrar amd mapdotto (cupmeptiapupavousvov tov Babesia canis canis koi Tov D. caninum).

H doxonn xpnomn avimapositikdy 1 1 amokAivousa xpior oo Tig 0dnyieg mov divovtat, dhvoTat va
avénoet TV mieon EMAOYNG TPOG AVATTLEN OVOEKTIKOTNTOG KOl VO O01Y|OEL O LELMUEVN
amotedecpatikétnTo. H amdpaon yio ) ¥pnon Tou KTviaTpiKoy GOpHOKEVTIKOD TPOTOVTOS TPETEL VOl
Baciletar oty emPePainon Tov TAPASITIKOV £I60VE Kot TOV POPTIOV, 1 TOL KIVOHVOL TOPAGITOONG
pe Baon to emdNUOA0YIKE yopaKTNPLoTikd (Aappdvovtog vrdyn o6t 1 didpkela Spaong Tov
Tpolovtog givar 12 unveg), yio kabe {do Eexmplota.
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[pénet va AapPaverar veoyn n mBavotnta dAra {da otV id1e oKia Vo amoTeAoVV €0Tia
EMOVAPOADVOTG IE TOPAOITA, KOl GE QUTH TPETEL VO, YOpNYEiTUL 1 amapaitntn Oepaneio pe
EVOEDELYUEVO KTIVIOTPIKO QUPIOKEVTIKO TPOIOV.

3.5 Iowirepeg mpo@uratels katd T prion

IS1aitepeg TPOELAGEELS V1O TNV 0oQaAT Yprion oTa gidn (hwv:

H acpdlela tov mpoidvtog dev Exel a&rorloynbei oe oKdAoLG pe Tpovmapyovca emiAnyia. Emopévac,
VO YPNOOTOLEITAL LLE TPOGOYT GE ALTOVE TOVG GKVAOLG Le Bdom TV ekTiunomn 0pELOVS/KIvauvVoL amd
ToV VITEVBVVO KTNViNTPO.

AOY® EAdetynG S100ECIUMV HEAETAOV, TO KTNVINTPIKO POPUOKEVTIKO TPOIOV dev TPEMEL VaL
YPNOWLOTOLEITAL GE GKVDAOVG NALKIOG LIKPOTEPNG TV 6 UNVAOV.

Idwitepec TpouAGEeic mov pémet va Aoufdvovtor omd To GATOUO TOV YOPNYEL TO KTNVINTPIKO
QopuakevTIKd TPoidv oe {dau:

"Exovv avaeepBel avtidpdoelg viepevaictnciog otn elovpoaraviépn 1 o1 PeviAK aAKOOAN g
avBpamovg, o1 omoieg dHvatol va ivarl coPapéc. Emiong, evoéyetal va epeaviotodV avtidpacelg GTO
onueio g éveonc. Otav yopnyeite avTd T0 KINVINTPIKO QOPUOKEVTIKO TPOidV TPEMEL Vo Aapdvete
TPOPLAGEELS Y10 TV amoPLYT| KaTA A0 avToéveong Kot £KBeoNg TOL OEPUATOG. XE TEPITTMOT KATA
AGBoc avtoéveong pe avemBounto copPavta, avidpdoelg vrepevalcnciog 1 avTdpioelg 6to onueio
™G £VEGSTG, VO ETIKOWVOVICETE LE 10TPO KO VO EMOEIEETE TNV ETIKETA 1) TO EGOKAEIGTO GVAAO 0dNYLDV
ypnoewc. [TAvvete Ta y€pla LeTd amd T (pnon.

AvT6 10 KTNVIOTPIKO QOPUOKEVTIKO TPOIOV TPEMEL VO, Yopnyeital Ldvo amd KTNVIATpous 1 vol
yopmyeital vwod T otevn eniPreyn Tove.

Idwitepec TpoUAGEELS Yo TNV TpocTacico Tov mepiBdAlovToc:
Agv 1oyvet.

3.6 AvemO@ounta coppavro

Yrolot:
Zoyva Atdykmon 6To onpeio g éveong
(1 émg 10 Lo/ 100 vrd Oepomeio
Coa)
Oy cvyva Mewopévn 6peén
(1 éw¢ 10 Cwa / 1.000 vd Bepameio Konwon
{oa) Yrepoyukoi PAevvoydvol
[ToAd ondvia Mvikog tpopog, Ataéio, Xroacuoi
(<1 {wo / 10 000 vd Bepamneio Cma,
CUUTEPIAOUPOVOUEVOV TOV
LELOVOUEV®V 0VOPOPDV)

"Wnhagntéc kaun eppaveic S10YKAOGELS, U PAEYHOVMOSELS, IN ETOSVVEC, TOL VIOYMPOVY ATd HOVEG
TOVG [LE TNV TEP0dO0 TOL YPSHVOL

H avagpopd avemBopntov copfaviov givor onpovtikn. Emtpénet ™ cvveyn mapakoiovdnon tng
ACPAAELNG EVOG KTIVIOTPIKOD POPUUKEVTIKOD TTPOoidvTog. O avapopEg TPEMEL VO, OTOGTEAALOVTOL, KOTA
TPOTIUNOT HECH KTNVIATPOV, £ITE OTOV KATOYO TNG GOE10G KuKAOPOpiag gite TNV €0VIKN appodiaL
apyN LECO TOV €BVIKOV GUGTAUATOC AVOPOPAC. AvaTpEETE GTO PVAAO 0ONYLDV ¥PNONG Yo TOL
avtioctotya ototyeio emkovaviog.

3.7 Xpnion katd v kdnon, T yorovyio 1 TNV @oTokKia
H acpdlelo tov ktnviaTpikod opRoKeENTIKOV TPoidvtog dev Exel amodetyOel KoTd TN dibpKeLd TNG

KONONG KOl TNG YOAOVYIOC.
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To wpoidv va yopnyeital LOVOV GOUPOVA LLE TNV EKTIUNGT 0PEAOVG-KIVOHVOL Ao TOoV vIevbuvo
KINnviatpo.

3.8  AlMlemiopacn pe Ao QUPUAKEVTIKG TPOTOVTA KOl GALES HOPQOEG aAMNAETIOpOONG

H pAovporavépn covdéetar o peydro Pabud pe tig TpoTeiveg TOL TAAGLOTOG TOL OLLLOTOG KOl UTOPEL
VO OVTAYOVIOTEL e GALD VYNANC GVVIESTC SPACTIKG CLGTATIKG OTWS T, LUY) GTEPOELON
avTIpAeYovadn edpuoko (MEAD) kot ™ Papeapivn, Tapdymyo tng kKovpopivine. H exdaon g
QAOVPOAOVEPNG GE TAPOLGIA KAPTPOPEVS 1| Pappopivng 6To TAAGHO TOV AIATOC TOV GKOAOL GTIG
UEYIOTEG OVAUUEVOLEVEG GUYKEVIPMGELS GTO TAAGLLO, OEV LEIMTE TNV CUVOEST| OTIC TPMTEIVEG TOV
TAACUOATOG TNG GAOVPAAAVEPT|G, TNG KOPTPOQEVNG 1 TNG Papeapivng. Katd t didpreia kKAviKov
doxipav mediov, dev mapatnpnOnKoy GAANAETIPACELS LETAED TOV KTVIATPKOD PUPLOKEVTIKOD
TPOTOVTOG KOl TOV KTVIUTPIKAOV QUPUAKEVTIKMY TPOIOVI®OV IOV YPNCLULOTO0vVIOL GuVIROmG.

3.9  Odoi yopiynong kot docoroyia
Yrodopia yprion.

Xopnynote 0,1 ml avacvotabévioc evarwpnpatog ava kg copoaticod Bapovg (1coddvopo pe 15 mg
eAovporavépn ava kg copatikod Bapovg) vodopa, .y, avapesa oTiG ®UOTAATES (payioio-
opomiatioio xdpa) Tov okvAov. ['a va vroAdoyiotel pe axpifeia n d6on o okdAiog mpémet va Quyiletan
Katd N xpovikn otryun mov Ba tov yopnyndei ) doom.

H vrodocoloyio pumopel va £yl G GUVETELD OVOTOTELEGUATIKT ¥PNON Ko EVOEXETAL VO EVVONGEL TNV
avAamTuén ovOEKTIKOTNTOG.

O mopoakdto Tivakag propel va ypnopomombei wg 0dnyog yio T docoAoyia:

Yopotiko Bapog (Kg) Oykog 10V avacvotadévrog evaumpruatog (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

Ymnoloyiote T d00m aviictorya Yoo okOA0VG Tov {uyilovv Arydtepo amod 5 kg 1| mepiocdtepo amd 60
kg.

Av0,006TA0T TOV EVOLMPTUOTOS TPV A0 TNV TPATH ¥pNon:

Kavete avacvotaon 1 graidiov okovng pe 15 ml diakotn. Ta thv avechotacn Tov mpoiovtog,
ouvioTtdtal 1) xpnon piog arootelpmpévng Perovag petapopds 18 G ko piog amootelpopévng
ovptyyog 20 ml.

1. Avokiviote To LoAd10 e TN OKOVI] GAOVPAAAVEPTC Y10, VO SLOCTAGTOVY TUYOV
GUGCOUUTOUATO TPV OO TNV AVUGVOTUCN.

2. Avootpéyte To PLOAISI0 TOL S10ADTI TOLVALYIGTOV 3 POPEG EMC OTOL TO TEPIEXOLEVO VO
elval ELEAVAOC OLO10YEVEG,.

3. Apyd eyyvote émg kat 14 ml aépa péca 610 ELOAISI0 TOL SLHADTN, 6T CLVEKEL
avappoenote 15 ml d1advtn and 1o eroridio (swdva A). Xto Qraridro wapsyetor
TEPLGGOTEPOS OLHAVTNG OO AVTOV TOV ATULTEITUL VIO TV GVAGVOTAGT. ATToppiyTe TO
QLOALS10 pE TO S1ADTY TOV TEPICOEYE.
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4. Ewodyete ™ Belova yuo v egayoyn aépa 25 G 610 Gved péEPOG TOL PLOALSI0L LE TN 6KOVN
@AovparavEPNg (kova B).

5. Ev® nepiotpépete 70 QLoAido opiiovTia 6To yEpL 60.¢, LETOQEPETE 0pyd Ta 15 ml Tov
SLOADTN LEGO OTO PLOAISIO LE TN OKOVI GAOVPAAAVEPTG Y10 VO, SIACPAAIGETE TNV TANPY
Safpoyn e okovng (ewdva I).

6. Ao éxel mpootebei 0 SoATNG, apapéote and To PLAIdI0 [E TN GKOVI] PAOVPOAOVEPTG
) Berdva yio v eEaymyn aépa kat ) Beddva petapopds. Amoppiyte Tig feAOVeC.

7. Avokwvinote £vTovo T0 QLoAidlo Yo TovAdytotov 30 devutepdienta PEYPL VO OYNUATIOTEL £vol
KaAQ avapepetypévo evoumpnua. To avacvotaféy mpoidv eivar Eva adtapaveéc Aevkd £wg
avoLyTo KITPpvo ELOQPOC TAYVPPEVGTO EVALDPTUA, TPOKTIKA ATOAANLYUEVO OO
GUCCOUUTAOLATA.

8. H nuepounvia ANENG Tov avaypAQETOL GTIV ETIKETA TOV YUAAVOL QLOALSIOD avaQEPETOL
TN KOV GOUPOVO LLE TN CLOKEVAGIN TOANOTG. META TV 0VOGVGTAGT, TO EVOLDPTLLOL
npénel va amopplebel evtdg 3 unvov omd TNy nuepounvia g ovacHGTACNG. ZNUELDOTE TV
nuepopMVio. AmdPPIYNG TNV ETIKETO TOL YVAAVOL PLoAdiov.

Mé£B0d0¢ yopyNnong Tov avacLeTafEvTog EVOLMPTLLATOS GTOV GKUAO:

1. TIIpocdiopiote T d6om ov Ba yopnynOei pe Pdon 10 copatikd fApog Tov GKHAOL.

2. Xpnoyomomote pic 0mocTEPOUEVT cOpLyya Kot pio arootelpmpévn felova 18 G yia
xopnynon.

3. H oxovn provporavépng Bo dtaymplotel amd To vaimpnua Kot Ty mapopovn tov. Ipwv
omd kébe xpnomn, avakvioTte £VTova T0 avacLoTafEy elaiido yia 30 devtepOLenTa OGTE VO
emtevyDel £va OUOIOHOPPO EVALDPTLLOL.

4. Evdéyetar va givor amapoitnt n Eyyvon aépa HEGa 6To PLoAidlo TPy amd TV Ay g
doong.

5. Tw va dotnpnOel 1 opoloyévela Tov EVOIOPNLOTOS KoL 1) XOPNyNoT TG 006N va. Yivel pe
axpifeia, 1 060 TPEMEL VAL YopTYEITOL EVTOG TEPITOV 5 AEMTAOV UETA A0 TNV OvappOPNCN TNG
GT1 GUPLYYOL XOPNYNONG.

6. Xopnynote 10 TPOIOV LE LTOSOPLO, EVECT), TT.Y. OTN POYLOL0-OUOTAATIONN YD PO

Mnv TpUTATE TO IO EIGYDPNONG TOL PLOAIIIOL TOL TEPLEYEL TO OVOCVLGTUOEY EVALDPT LN
ePLocoTEPES amd 20 Qopéc.

IMo v avachoTaoT Tov EVOImPHOTOS apoD £XEL KOTAKAOIGEL, AVOKIVAOTE £VTOVA TO (LOAISL0 Yia
TovAdyiotov 30 devtepdienta yio va emTEVYOEL VO OLOIOLOPPO EVOLDPT LA,

BepamevTiKd oynuo

IMo mpocforég pe YOAALOVS Kot KPOTMVEG, 1) OVAYKT KOL 1] GLYVOTNTA TNS(TOV) EXOVOANTTIKNC(DV)
Oepaneiog(mv) mpénet vo fociletol o€ YVOUATELON ETOYYELLOTIO KO VO, ACUBAVETAL DTTOYT] 1] TOTIKT|
EMONUIOAOYIKT] KATAGTAGCT Kot 0 TpOTog dtufimong tov {dov. H Oepameia pe avtd to KTnviaTpikd
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(QOPLOKEVTIKO TTPOTOV £ival SuVATOV VoL EEKIVA OTOLOONTOTE YPOVIKY GTIYLN| TOV £TOVG KOl UTOPEL vaL
ouveyiletan xwpig draxomrn. Avatpééte oty Tapdypago 3.4.

3.10 ZoprTtOpoTe VTEPO0GOLOYINS (KUl KOTA TEPITTMOON, HETPO AVTIRHETOMIGNS KOl AVTIO0TA)

Metd and vrodopia yoprynon 3 kot 5 eopég ™ cvvictdpevn d6om Tov 15 mg provporaveépn/kg
ocopaTikoy Bapovg kabe 4 uMveg yio cuvolikd 6 d6celg (Huépeg 1, 120, 239, 358, 477 kar 596) o€
veapovg okOAOVG NAkiog 6 unvav, To povadtkd eopnua oxetillopevo pe tn Beponeia neplopictnke og
S10YKMDOELG 6TO ONUELO TNG EVESTC Ol OTTOIEG LITOYMPN GOV LE TNV TAPOSO TOV YPOVOV.

To dpaoTiKd cvoTaTIKO PAoVPOANVEPT fTay KaAd avektd ota Collies pe avendpkelo oe multidrug-
resistance-protein 1 (MDR1 -/-) puetd amd pio yoprynon amnd 1o otéua piog 66ome 3 popéc g
péyiotc svviotopevns (168 mg/kg copotucod Bdpovg). Acdopévov 6TL 1) LEYIGTY GUGTILLOTIKN
éxbeon ot erlovparaviépn petd amd vwoddpia yopnynon dev givar VYNAGTEPT GE GVYKPION UE TN
YOpMNYNOoMN amd TO GTOLA, 1) VTOSOPLL EVECT] TOV KTNVINTPLIKOD PUPLOKEVTIKOD TpoidvTog Bempeitan
ac@ainc o€ MDR1(-/-) okdlovg.

3.11 Ewwoi Tepropiopoi ypnong Ko e01kés ouvOkes ypnone, sopmepriappfovopévov
TEPLOPLOUAV GT1] YPGT UVTIUIKPOPLEKAV KUl OVTITOPUGITIKAV KTNVITPIK®OV
QUPLIKEVTIKDV TPOIOVTOV TPOKELUEVOD VO TEPLOPLGTEL 0 KIVOLVOS avaTTTUENG avVTOYNS

Agv 1oyvet.

3.12 Xpovor avapovig

Agv 1oyveL.

4. D®PAPMAKOAOI'IKEX TAHPO®OPIEX
41 Kaoowog ATCvet: QP53BE02
42 Doppokodvvopiki

H pAovporavépn givarl akapeokTOVOS Kot EVTOUOKTOVOC. Elval amoTelecatikny EVavTl TV KPOTOVOV
(Ixodes spp., Dermacentor spp. kot Rhipicephalus sanguineus) kot tov yolimv (Ctenocephalides
Spp.) 0TOVE GKVAOVG,.

H gplovporavépn peudvel tov kivduvo poAvveng ard Babesia canis canis péow g petddoong amd 1o
Dermacentor reticulatus eneidn ckot®veL TOVG KPOTWVES péca og 48 dpeg, Tpv vo ovpPel petddoon
™G vOGOoU.

H phovporavépn perdvet tov kivovvo poivveng and Dipylidium caninum péow g petddoong oo 1o
Ctenocephalides felis ene1dn oxotdvel Tovg Yorhovg Tpv vo ovuPel petddoon g vocov.

Ot kpotwveg 1. ricinus kou D. reticulatus mov vdpyovv 116M 6TOV GKOAO TPV OO TN XOPTYNOT TOL
KTNVIOTPIKOD QAPUAKEVTIKOD TPOIdVTOg okotdvovTal péca o 72 dpeg. O kpdtwveg R. sanguineus
7OV LTLAPYOVY MO GTOV GKOAO TPV 0Td TN YOPTYNGCT TOV KTNVINTPIKOD QOPUAKEVTIKOD TPOTOVTOG
GKOTMOVOVTOL HEGO 0 96 Dpec. Ot veogpaviLOHEVOL KPOTMOVEG CKOTAOVOVTUL HEGH OE 48 DdpeS amd TV
TPOTN Pdoada £mg Kot 12 punveg petd amd t Bepamneio.

Ot YyOAAOL TOL VTAPYOLV N1 GTOV GKOAO TPV OO TN YOPNYNOT] TOV KTNVIATPIKOD (OPLUKEVTIKOD
TPo1oVTOG okotdvovTal pHéca o€ 48 mpeg. Ot veogupaviLopevol YHAAOL GKOTMOVOVTOL UEGO OE 24 DPEC

omd TV TPOTN ERSopada £mg Kot 12 unqveg petd amd t Bepamneio.

H pAovporovépn €xet vynAn SpacTIKOTNTO EVAVTL TOV KPOTOVOV Kot TOV YOAA®V [ TV £kbeon
UEC® NG TPOPTG, ONAOON EIVAL GUGTNUATIKAE OPOUCTIKT OTO TAPAGLTA GTOYOG,.
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H pAovporovépn givar €vag 1oyvpdg ovacTOAENS LEPMY TOV VELPLKOD GLGTHLATOC TV apBponddmv
SPOVTOC OVTUYDOVIGTIKG 6TOVG GLVOETO-eEaPTOUEVOVS dlaAoVs yAmpiov (GABA-vmodoysic kot
YAOLTOUIKODS VTTOSOYELG).

Y& poplakég on-target peiéteg otovg vwodoyeig Tov y-aptvopfovtupikov o&éog (GABA) tov eviopmv
YOAAOG KO POy, 11 @AOVPOAAVEPT OV emnpedletal amd TV avlekTIKOTNTO TNV S1eAdpivn.

e in vitro Brodokipég, n erovporavépn dev emnpedletat amd TV anodederyuévn ot Tpaén
avOEKTIKOTNTA £VAVTL TOV OUOVDV (KPOTWOVECS), OPYAVOPOGPOPIKAOV (KPOTWVES, OKAPED),
KUKAOSIEVI®MV (KPOTMVEG, WOALOL, HOYEC), LOKPOKVKAKOVY AakTtovav (Bardoola yeipa),
eowvvAnvpalordv (kpotwveg, YOAAOL), BEVEOPavuAKGV oVupldv (KPOTMVES), Tupedpoeldmv
(xpoTveg, akapea) Kot KOPPUUIOIK®OVY (AKAPER).

To KTNVIATPIKO PUPUAKEVTIKO TPOIOV GUVEICPEPEL GTOV EAEYYO TOV TANOLGUDV TOV YOAA®OV GTO
ep1PaAlov, og YHPOVG GTOVG 0TTOIoVG £Y0VV TPOGPACT) 01 VIO AYWYN GKVAOL.

Ot veoe@aviCOUEVOL WOALOL TAV® GE £VO, GKOAO OKOTOVOVTOL TPV Tapdyovv Pidciia avyd. Etiong,
pio peAéTn in Vitro £6€1&e 0T TOAD YAUNAES CLYKEVTPAOGELG TNG GAOVPUAAVEPT|C CTALOTOVV TNV
TaPay®Yn PLOCIL®V AVYOV 0O TOVG YOALOVG.

O Kkorhog {ong Tov yollov dwokortetol e&attiog g tayeiag Evapéng tng 0pacng Kot TN LEYAANS
SUIPKELOG TNG OMOTEAEGLLOTIKOTNTOG KOTA TV EVAMKOV YOAA®OV UV 6T0 (MO Kol TG amovciog
TOPAYOYNS PLOCIUOV OVYOV.

43 @oppOKOKIVITIKNY

H pAovporavépn amoppo@dTol GLGTNUOTIKG ad TO oNUElo TNG £veoNG, LE TN HEOT] Tmax VOl
mapoatnpeitat v nuépa 37 (ue evpog amo nuépa 30 — nuépa 72). O ypodvog nuicelag {ong 6To aipo
Kopaivetatl amd 92 émg 170 nuépeg og veapovg okOAovg nAkiag 6 unvov. H mapatetapévn datnpnon
KoL 1 apyn omoPfoAr] omd T0 TAAGU TOV OiHOTOG Kot 1) EAAENYT) EKTETAUEVOD LETOPOMGHOD TapEYovY
OTOTELECLOATIKEG GUYKEVTIPMGELS PAOVPOAAVEPTS Y10 T S1APKELX TOV UETAED TV dOGEDV

06T LATOG.

H apetapfint eAovporovépn amekkpiveTal e TO KOTPAVO KOl GE TOAD UIKPT £KTAGN UE TO 0VPO.

5. DOAPMAKEYTIKA XTOIXEIA

51 Kopieg aovppatotnteg

AOY® EMAElYNG HEAETDV OoLUPATOTNTOG, TO TAPOV KTNVIATPIKO POPUUKEVTIKO TPOTOV eV TPEMEL VO,
OVOUETYVOETOL UE GARD KTNVIOTPIKE POPUAKEVTIKY TPOIOVTA.

5.2  Awpkero Lonfg

Avdprera Long TOL KTNVIOTPIKOL POPLOKEVTIKOD TPOIOVTOG COUG®VA LE TN GLOKELAGIO TOANONG: 3
SAtlngew {oNg LETA TNV OVOGVGTOOT] GUUPMVO, LLE TIC 00MYies: 3 unqveg

5.3 Idwitepeg mpo@uAdEels katd ) @OAaEN TOV TPOIGVTOG

AVTO TO KTNVIOTPIKO QOPUAKEVTIKO TPOTOV COUO®VO LE TI GUGKELOCIN TOANGNG OEV amattel
wuitepeg ovvOnkeg Beppoxpaciog yio tn OAAEN TOV.

Metd v avoaocvotaon, va euidcoetal o€ Oepuokpacio pikpotepn tov 30 °C.

54  ®von ko 6OVOEST TNS GTOLYELDO0VS CVCKEVUGIUG
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Drodidwo amd yvaii Tomov | KAeopéVa e EAAGTIKA TONATA EIGYDPNONG 0O PPOUOPOVTUALO KoL
oppayicpéva pe amoonopeva, (Flip-off ) ndpoata adovpviov.

Ka0e yaptivo xovti mepiéygel 1, 2, 5 1 10 oet evog prolidiov pe okdvn provparaveépng (2,51 g
@AOVPOAOVEPT), Eva PLaAidlo dtodvtn (16 ml S1oAvTNg), Ko pio amoctelpmpévn felova yio Tnv
e€ayoyn aépa 25 G.

Mmropel va v KukAo@opoOV OAEG 01 GLOKEVAGIES.

5.5  E10kég mpo@uAaEels amdppyng VoS un yp1oLomor)0£vToc KTNVIHTPIKOD QUPUIKEVTIKOD
TPOIOVTOG 1] AAL@OV VAIKAV TOV TPOEPYOVTUL OTO TN Y P11 TOV TPOIOVTOS, OV VITAPYOVY

Ta pdppoko dev TPEMEL VA, ATOPPITTOVIOL LECH TOV AVUATMV 1 TOV OIKIOKOV OTOPANTOV.

To KTNVIATPIKO PUPLOKEVTIKO TPOTOV OEV TPEMEL VUL EICEPYETUL GTOV VIPOPOPO opilovTa Kabd M
AovpalavEPN eVOEXETAL VAL €lvOl EMIKIVOLVT Y10 TOVE OGTOVOVLAOVE VIPOPLOVE OPYAVIGLOVG.

XPNOLUOTOGTE TPOYPAULOTO ETGTPOPNS POPHAKDV YL TNV OTOPPLYT UN XPTCLOTONOEVTOV
KTNVIOTPIKOV QAPLOKEVTIKMY TPOIOVIWOV 1] GALDY DAK®V OV TPOEPYOVTOL OO T YP1OT| TOVS
GOLPOVA LLE TIC TOTIKEG OTOTNOELG KO LLE TUYXOV €0VIKH GLGTNHOTO GLAAOYNG TTOV IGYLOLV Y10, TO.
GYETIKA KTNVLIOTPIKE POPLOKEVTIKE TPOTOVTAL.

6. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Intervet International B.V.

7. APIOMOZXZ(OI) AAEIAYX KYKAO®OPIAX

EU/2/13/158/032-035

8. HMEPOMHNIA ITPQTHY EI'KPIXHXZ

Hpepounvia Ing éyxpiong: {HH pqvag EEEE}

9. HMEPOMHNIA TEAEYTAIAYX ANAGEQPHXHY THX NEPIAHYHX TQN
XAPAKTHPIZTIKQN TOY ITPOIONTOX

{HH prvoc EEEE}

10. TAZEINOMHZIH TON KTHNIATPIKQN ®APMAKEYTIKQN ITPOIONTQN
Na yopnyeitol LOvVoV e KTNVIOTPIKT GUVTAYY.

Aemtopepeic TANpoPopieg Yo TO gV AOY® KTNVIOTPIKO QAPUOKELTIKO TPOioV givar drabéoipeg otn Paon
dedopévov g EE yio to ktnviatpikd mpoidvto (hitps://medicines.health.europa.eu/veterinary).
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ITAPAPTHMA 1I

AAAOI OPOI KATI AITAITHXEIX THX AAETAY. KYKAO®OPIAX

Kavévoag
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ITAPAPTHMA II1

ENNIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX
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A. EIIIXHMANXH
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IHAHPO®OPIEX I1OY IPEITEI NA ANAT'PA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

Xaptivo kovti

1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY IIPOIONTOX

Bravecto 112,5 mg pacdpeva dtokio yio moAd pikpoig okvAovg (2 — 4,5 Kg)
Bravecto 250 mg pacodpeva dtokia yio, pkpovg okbvrovg (>4,5 — 10 kg)
Bravecto 500 mg pocopevo diokio yio pecaiov peyébovg okviovg (>10 — 20 kg)
Bravecto 1 000 mg pacodpeva diokio yio peydiovg okviovg (>20 — 40 kg)
Bravecto 1 400 mg poacopeva dtokio yio moAd peydiovg okdrovg (>40 —56 kg)

‘ 2. YXYNOEXH XE APAXTIKH(EY) OYXIA(EX)

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

3. IYZKEYAXIA

1 pacmpevo diokio
2 pooopeva dloKio
4 paocopeva, dtokio

4. EIAOX(H) ZQOY(QN)

XKOAOG

| 5. ENAEIZEIZ

‘ 6. OAOI XOPHI'HXHX

Xpnomn amd 10 GTOLLA.

‘ 7. XPONOI ANAMONHX

‘ 8. HMEPOMHNIA AHEHX

Exp. {pp/ecee}

‘ 9. EIAIKEX XYNOHKEX AIATHPHXHX
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‘ 10. OI AEEEIX «<AIABAXTE TO ®YAAO OAHI'TQN XPHXHX MPIN AIIO TH XPHXH»

AwPaote T0 POALO 0INYIOV YPNONG TPV OO TN XPNON.

‘ 11. OI AEEEIX «-AIOKAEIXTIKA I'TA KTHNIATPIKH XPHXH»

ATOKAEIGTIKA Y100 KTNVIOTPIKY XPTOT).

12.  OI AEEEIX «NA ®YAAXXETAI XE OEXH, THN OIIOIA AEN BAEITIOYN KAI AEN
INPOZEITIZOYN TA ITAIAIA»

Na puAdooetatl o Béon, TV omoia dev PAETOLV Kat dev Tpoceyyilovy To Tatdid.

13. ONOMA TOY KATOXOQY THX AAEIAYX KYKAO®OPIAX

Intervet International B.V.

14. APIOMOI AAEIAYX KYKAO®OPIAX

EU/2/13/158/001 (112.5 mg, 1 Siokio)
EU/2/13/158/002 (112.5 mg, 2 Sioxia)
EU/2/13/158/003 (112.5 mg, 4 Sioxia)
EU/2/13/158/004 (250 mg, 1 Stoxio)
EU/2/13/158/005 (250 mg, 2 diokic)
EU/2/13/158/006 (250 mg, 4 dioxic)
EU/2/13/158/007(500 mg, 1 Siokio)
EU/2/13/158/008 (500 mg, 2 diokic)
EU/2/13/158/009 (500 mg, 4 dioxic)
EU/2/13/158/010 (1 000 mg, 1 Sioxio)
EU/2/13/158/011 (1 000 mg, 2 Sioxic)
EU/2/13/158/012 (1 000 mg, 4 Siokic)
EU/2/13/158/013 (1 400 mg, 1 Sioxio)
EU/2/13/158/014 (1 400 mg, 2 Sioxia)
EU/2/13/158/015 (1 400 mg, 4 Siokic)

| 15.  APIOMOX MAPTIAAY

Lot {apOuog}
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EAAXIXTEX ENAEIZEIX I1IOY IIPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

Kvoyéin

1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Bravecto

‘ 2. HOXOTIKA XTOIXEIA TQN APAXTIKQN OYXIQN

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. APIOMOX ITAPTIAAX

Lot {opOuoc}

‘ 4. HMEPOMHNIA AH=EHX

Exp. {n/ecee}
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INAHPO®OPIEX I1OY IIPEIIEI NA ANAI'PA®ONTAI XTHN EEZQTEPIKH XYXKEYAXIA

Xaptivo kovti

1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Bravecto 112,5 mg didlvpa yio emiypon ce onpeio yio oAl pkpovg okviovg (2 — 4,5 kg)
Bravecto 250 mg didlvpa yio eniyvon o€ onueio yo pikpovg okviovg (>4,5 — 10 kg)
Bravecto 500 mg dtdAvpa yio exiypon oe onueio yio pecaiov peyébovg oxviovg (>10 — 20 kg)
Bravecto 1 000 mg 6idAvpa yio emiypon oe onpueio yio peydiovg okviovg (>20 — 40 kg)
Bravecto 1 400 mg diGlvpa yia eniyvon og onpeio yio ToAd peydlovg okvAovg (>40 — 56 Kg)

2. YYNGEXH XE APAXTIKH(EX) OYXZIA(EX)

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

3. TYSKEYALIA

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

4.  EIAOX(H) ZQOY(QN)

XK0A0g

| 5. ENAEIZEIZ

| 6. OAOI XOPHTHEHY

Eniyvon o€ onueio (spot on).

Noa puAGcoETAL TO KTNVIATPIKO QOPUOKEVTIKO TPOIOV GTNV ap)IKT] GLCKEVAGIO LEYPL T YP1OT), DOTE
Vo amo@evyETOL 1 GpeEST TPOGHACT TOV TALOIDV GTO KTNVIATPIKO QUPUAKEVTIKO TPoidv. Na
UTOQEVYETE TNV EXAPT| LE TO SEPLLO, TO GTOUO KOV T pdTio. No unv £pyeote e emopn e To onueio
EQOPUOYNG £®G OTOL VTO gV Elval TAEOV ELQUVEC.

Na popdrte yavtia 0tov xelpileote Kot yopnyeiTe TO KITNVIATPIKO GUPUAKEVTIKO TPoidv. AlafdoTte To
QOAAO OOMNYIDV YPNONG Y10 TIG TANPELG TANPOPOPIES YOl TNV AGPAAELD TOV YPNOTN.
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To nopa dev pmopel vo apaipedei.

o

| 7. XPONOI ANAMONHE

‘ 8. HMEPOMHNIA AHEHX

Exp. {up/esee}

‘ 9. EIAIKEX XYNOHKEX ATATHPHXHX

‘ 10. OI AEEEIX «<ATABAXTE TO ®YAAO OAHI'TQN XPHXHX ITPIN ATIO TH XPHXH»

AWPacTe T0 POALO 0INYIOV YPNONG TPV OO TN XPNON.

‘ 11. OI AEEEIX «-ATIOKAEIXTIKA I'lA KTHNIATPIKH XPHXH»

ATOKAEIGTIKA Y100 KTNVIOTPIKY XPTOT).

12.  OI AEEEIX «NA ®YAAXXETAI XE OEXH, THN OIIOIA AEN BAEITIOYN KAI AEN
INPOZEITIZOYN TA ITAIAIA»

Na pvidooetar o€ Béon, Vv onoia dev PAETOLY Kot dev Tpooeyyilovv Ta Tald1d.

13. ONOMA TOY KATOXOQY THX AAEIAYX KYKAO®OPIAX

Intervet International B.V.

14.  APIOMOI AAEIAY KYKAO®OPIAX

EU/2/13/158/016 (112,5 mg, 1 muméta)
EU/2/13/158/017 (112.5 mg, 2 muréteg)
EU/2/13/158/020 (250 mg, 1 muréta)
EU/2/13/158/021 (250 mg, 2 miméteq)
EU/2/13/158/024 (500 mg, 1 muméta)
EU/2/13/158/025 (500 mg, 2 muréteq)
EU/2/13/158/028 (1 000 mg, 1 muréta)
EU/2/13/158/029 (1 000 mg, 2 muréteg)
EU/2/13/158/030 (1 400 mg, 1 muéto)
EU/2/13/158/031 (1 400 mg, 2 munétec)
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‘ 15. APIOMOZX ITAPTIAAX

Lot {apOuoc}
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INAHPO®OPIEX I1IOY IIPEIIEI NA ANAI'PA®ONTAI XTH XTOIXEIQAH XYXKEYAXIA

D akegrickog

1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Bravecto 112,5 mg didAvpa yio exiyuon o€ onueio yio oAb pkpovg okviovg (2 — 4,5 kg)
Bravecto 250 mg dtdAvpa yio exiypon o€ onueio yo, pkpovg okdrovg (>4,5 — 10 kg)
Bravecto 500 mg didAvpo yio emiypon oe onueio yio pecaiov peyébovg oxviovg (>10 — 20 kg)
Bravecto 1 000 mg didlvpa yio emiypon oe onueio yio peydiovg okvlovg (>20 — 40 kg)
Bravecto 1 400 mg didAvpa yio exiypon ce onpeio yio moAd peydiovg okviovg (>40 — 56 kg)

2. YYNGEXH XE APAXTIKH(EX) OYXZIA(EX)

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.  EIAOX(H) ZQOY(QN)

YK0vAog

¢ |

‘ 4. OAOI XOPHI'HXHX

IMo eniyvon o€ onueio (spot on)

<>
W e%

1. ®opéote yavria. 2. Ileprotpéyte 10 TOUA (TO WO dev pmopel va aparpedel). 3. Epappoote oto
déppa.
Kpatnote v miméto otov pakeAioko péypt T ¥pnion .

5. XPONOI ANAMONHX
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‘ 6. HMEPOMHNIA AHEHX

Exp. {uw/ecee}

‘ 7. EIAIKEX XYNOHKEX ATATHPHXHX

‘ 8. ONOMA TOY KATOXOY THX AAETAYX KYKAO®OPIAX

Intervet International B.V.

‘ 9. APIOMOX ITAPTIAAX

Lot {apOpoc}
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EAAXIXTEX ENAEIZEIX I1IOY IIPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

IIréta

1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Bravecto

2. IHOXOTIKA XTOIXEIA TQN APAXTIKQN OYXIQN

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. APIOMOX MAPTIAAY

Lot {op1Buog}

‘ 4. HMEPOMHNIA AHEHX

Exp. {pp/ecee}
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IHAHPO®OPIEX I1OY IPEITEI NA ANAT'PA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

Xaptivo kovti

1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY IIPOIONTOX

Bravecto 112,5 mg didlvpa yio eniyvon og onueio yuo pukpée yareg (1,2 — 2,8 kg)
Bravecto 250 mg dtdAvpa yio emiypon oe onpeio yio pecaiov peyéboug yareg (>2,8 — 6,25 kg)
Bravecto 500 mg didlvpa yio eniyvon o onpueio yo peydreg yareg (>6,25 — 12,5 kg)

| 2. LYNOEXH IE APAXTIKH(EI) OYZIA(EL)

112,5 mg fluralaner
250 mg fluralaner
500 mg fluralaner

3. XYZKEYAXIA

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

4.  EIAOX(H) ZQOY(QN)

T'ata

| 5. ENAEIZEIZ

| 6. OAOI XOPHTHEZHE

Eniyvon o€ onueio (spot on).

Noa puAdooeTal To KTNVIOTPIKO QOPUOKEVTIKO TPOIOV GTNV apYIKT CLOKELAGTO HLEYPL TN PO, DOTE
va amoeevyETOL 1 ApEST TPOGPAOT TOV TALOIDV GTO KTNVIATPIKO GAPUAKEVTIKO TPoTov. Na
OTOQEVYETE TNV EXAPT] E TO SEPUO, TO GTOMA KOV T pdTio. No unv £pyeote og emaen Ue To onpeio
EPUPHLOYNG £MG OTOL 0VTO deV gival TAEOV EUPAVES.

Na @opdte yavtia 0tov xelpileote Kol yOPNYEITE TO KTNVIATPIKO QUPUAKEVTIKO TPoidv. AlafdoTte To
@OALO OONYLDV XPNONG YO TIG TANPELS TANPOPOPIES Y10, TNV ACPAAELN TOV YPNOTN.

To nopa dev pmopel va apaipedel.
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‘ 7. XPONOI ANAMONHX

‘ 8. HMEPOMHNIA AHEHX

Exp. {uy/ecee}

‘ 9. EIAIKEX XYNOHKEX AIATHPHXHX

‘ 10. OI AEZEIX «<-AIABAXTE TO ®YAAO OAHI'TQN XPHXHX ITPIN AIIO TH XPHXH»

AwBdote To GUAAO 0INYIDV YPNONG TPV AT TN YPNON.

11.  OI AEEEIX «AIIOKAEIXTIKA I'lA KTHNIATPIKH XPHXH»

ATOKAEICOTIKA Y100 KTNVIOTPIKT XPTOT).

12.  OI AEZEEIX «NA ®YAAXXETAI XE OEXH, THN OIIOIA AEN BAEITOYN KAI AEN
IMPOZETTIZOYN TA ITAIAIA»

Na puAdooetatl og Béon, TV omoia dev PAETOLV Kal dev mposeyyilovv Ta Tondid.

13. ONOMA TOY KATOXOQY THX AAEIAY KYKAO®OPIAX

Intervet International B.V.

14. APIOMOI AAEIAYX KYKAO®OPIAX

EU/2/13/158/018 (112,5 mg, 1 muméto)
EU/2/13/158/019 (112,5 mg, 2 muréteq)
EU/2/13/158/022 (250 mg, 1 muréta)
EU/2/13/158/023 (250 mg, 2 murétec)
EU/2/13/158/026 (500 mg, 1 muréta)
EU/2/13/158/027 (500 mg, 2 muméteq)

15. APIOMOZX ITAPTIAAX

Lot {apOuog}
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INAHPO®OPIEX I1IOY IIPEIIEI NA ANAI'PA®ONTAI XTH XTOIXEIQAH XYXKEYAXIA

D akegrickog

1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Bravecto 112,5 mg didlvpa yio eniyvon oe onueio yuo pukpée yareg (1,2 — 2,8 kg)
Bravecto 250 mg dtdAvpa yio emiypon oe onueio yio pecaiov peyéboug yareg (>2,8 — 6,25 kg)
Bravecto 500 mg didlvpa yio emiyvon o€ onpeio yo peydheg yareg (>6,25 — 12,5 kg)

| 2. LYNOEXIH IE APAXTIKH(EI) OYZIA(EL)

112,5 mg fluralaner
250 mg fluralaner
500 mg fluralaner

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

3. ETIAOX(H) ZQOY(Q2N)

Tata

‘ 4. OAOI XOPHI'HXHX

To eniyvon oe onueio (spot on)

>

Wo e%

1. ®opéorte yavria. 2. Ileprotpéyte 10 TOUO (TO TOH dev umopel va aparpedel). 3. Epappdote oto
déppa.
Kpatnote v minéto otov pakeAioko péypt t ¥pnon .

| 5. XPONOI ANAMONHE |

| 6.  HMEPOMHNIA AHEHE |

Exp. {pp/ecee}
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‘ 7. EIAIKEYX XYNOHKEX AIATHPHXHX

‘ 8. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Intervet International B.V.

‘ 9. APIOMOX ITAPTIAAX

Lot {op1Ouog}
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EAAXIXTEX ENAEIZEIX I1IOY IIPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

IIréta

1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Bravecto

‘ 2. HOXOTIKA XTOIXEIA TQN APAXTIKQN OYXIQN

112,5 mg fluralaner
250 mg fluralaner
500 mg fluralaner

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

‘ 3. APIOMOZX ITAPTIAAX

Lot {apBpoc}

‘ 4. HMEPOMHNIA AHEHX

Exp. {up/eeee}
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INAHPO®OPIEX IIOY IIPEITEI NA ANAI'PA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

XAPTINO KOYTI

1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Bravecto 150 mg/ml k6vig kat S1oA0 TG Y10 EVEGIUO EVOLDOPTUO Y10 GKOAOVG

2. YXYNOEXH XE APAXTIKH(EY) OYXIA(EX)

150 mg/ml pAovparoavépn

3. YXYXKEYAXIA

1 @laAidlo mov wepiEyel okov, 1 PLaridio Tov mepiéyet S10AvT, 1 Perdva yia v e€aymyn aépa

2 PloAidlo OV TEPLEYOVY GKOVY, 2 LU0 TOV TEPLEXOLY SLOAVTY, 2 BEAOVES Yo TV e&aywyn aépa
5 PoAidia TOV TEPLEYOVY GKOVT, 5 QLOAIdLL TTOL TTEPLEYOLY SLOADTY, 5 BEAdVEC Yoo TNV e€aymyn aépal
10 puodidio Tov TepLEyovy okovn, 10 eraridio Tov wepiEyovy dtaAvtn, 10 Beddveg yia v eEaymyn
aépa

4. EIAOX(H) ZQOY(QN)

Yx0A0L

| 5. ENAEIZEIZ

‘ 6. OAOI XOPHI'HXHX

Ymodopia yprion.

{Ta topakdto droypaupoto ivol TUTOUEVE 6TO EGMTEPIKO TOL YAPTIVOL KOVTIOD - OPATH LOVO HETA
amd To Gvoryuo}

H eocwrieiot Berdva yia v e&aymyn aépa dev Tpoopiletal yio yop1ynon Tov Tpoidvtoc.

48



| 7. XPONOI ANAMONHE

‘ 8. HMEPOMHNIA AHEHX

Exp. {uy/ecee}
Metd Vv avacshoTaeT YPNoT TOV EVULOPTLOTOS EVTOS 3 UNVOV.

‘ 9. EIAIKEX XYNOHKEX AIATHPHXHX

Metd v avacvoTaon, vo puAdoceTal o Beppokpacio pikpotepn tov 30 °C.

‘ 10. OI AEZEIX «<-AIABAXTE TO ®YAAO OAHI'TQN XPHXHX ITPIN AIIO TH XPHXH»

AwBdote To GUALO 0INYIDV ¥PONG TPV Ao TN YPNON.

11. OI AEEEIX «AIIOKAEIXTIKA I'TA KTHNIATPIKH XPHXH»

ATOKAEIOTIKA Y10 KTNVILTPIKT] XPIOoN.

12.  OI AEZEIX «NA ®YAAXXETAI XE OEXH, THN OIIOIA AEN BAEITIOYN KAI AEN
INPOXETTIZOYN TA ITAIAIA»

Na puAdooetatl og Béon, TV omoia dev PAEmoOLV Kot dev mpooeyyilovy Ta Tondid.

13. ONOMA TOY KATOXOQY THX AAEIAY KYKAO®OPIAX

Intervet International B.V.

14.  APIOMOI AAEIAYX KYKAO®OPIAX

EU/2/13/158/032 (1 X: ok6vn, SoAvTng, Perdva yio v e€aymyn aépar)
EU/2/13/158/033 (2 x: ok6vn, 10A0TNG, Perdva yia v e€aymyn agpa)
EU/2/13/158/034 (5 x: ok6vn, 10A0TNG, Perdva yio v e&aymyn aépa)
EU/2/13/158/035 (10 x: ok6vn, dtaAvTng, Peddva yio v e€oymyn aépa)

15. APIOMOX ITAPTIAAX

Lot {ap1Ouog}

Oa cvpmeptinedei kwdkdg QR mix.bravecto.com
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EAAXIXTEX ENAEIZEIX I1IOY IIPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

ETIKETA ®IAAIAIOY ME XKONH

1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Bravecto

¢ U

‘ 2. IHOXOTIKA XTOIXEIA TQN APAXTIKQN OYXIQN

2,51 g provporovépn
avacvotabév: 150 mg/ml evéoo evaidpnua

‘ 3. APIOMOX ITAPTIAAX

Lot {apBpoc}

‘ 4. HMEPOMHNIA AHEHX

Exp. {up/eeee}
Metd v avacioTaon, ¥pnion eviog 3 unvaov.
Amoppiyte £¢:
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EAAXIXTEX ENAEIZEIX I1IOY IIPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

ETIKETA ®IAAIAIOY ATIAAYTH

1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

AwAvtng Bravecto

2. IHOXOTIKA XTOIXEIA TQN APAXTIKQN OYXIQN

16 ml
Xpnowonoote povo 15 ml yia v avacHGTac TOL EVOI®PNLOTOS. AToppiyTe TO VTTOAOLTO.

| 3. APIOMOX MAPTIAAL

Lot {op1Buog}

‘ 4. HMEPOMHNIA AHEHX

Exp. {up/eeee}
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B. ®YAAO OAHI'IQN XPHXHX
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OYAAO OAHI'TQN XPHXHX

1. Ovopacio ToV KINVIOTPLKOD QUPULUKEVTIKOU TPOIOVTOG

Bravecto 112,5 mg pacodpeva diokio yio oAl pikpong okviovg (2 — 4,5 Kg)
Bravecto 250 mg pacodpeva diokio yo, pkpovg okdrovg (>4,5 — 10 kg)
Bravecto 500 mg pacodpeva diokio ylo pecaiov peyédovg okviovg (>10 — 20 kg)
Bravecto 1 000 mg pacopeva diokio yio peydiovg okviovg (>20 — 40 kg)
Bravecto 1 400 mg poacdpeva dtokio yio oAl peydiovg okdlovg (>40 — 56 kg)

2. XovOeon

KdéBe paocopevo diokio mepiéyst:

Bravecto poocdpgva diokia Fluralaner (mg)
yio. oD ukpovg okvrove (2 — 4,5 kg) 1125

Yo ikpovg okvAovg (>4,5 — 10 kg) 250

ywo pecaiov peyébovg oxvrovg (>10 — 20 kg) 500

yio, peyalovg okviovg (>20 — 40 kg) 1000

y1o. TOAD peydhove okviovg (>40 — 56 kg) 1400

Aroxio avorytol £m¢ 6KOOUPOL KOOGTAVOL ¥POUATOS e Agia 1] EAAQPE TPaYLE EMPAVELD KO KUKAKO
oynpo. Mmopei va, etvat opatég KAmToLeg YPOUUDGELS, KNAIdEC 1} Kot Ta 500.

3. Eion {owv

YKx0Aog

4. OepomevTiKEg EVOEilelg
T'a v Bepaneia TV TPOSPOAGY LLE KPOTMVES KO YOALOVG GTOVG GKOAOVG.

AVT0 TO KTNVIOTPIKO QOPUAKEVTIKO TPOIOV £ival £V GLGTNUATIKO EVIOUOKTOVO KOl OKOAPEOKTOVO TOV
TopEYEL
- dueon kot Topopévovoa Bovatnedpo dpdon otovg yorlovg (Ctenocephalides felis) yuo 12
gfdoudoec,
- Gueon kot Topoapévovoa Bovatnedpo dpdon otovg kKpdtmveg Yo 12 efdoudadeg yio Ixodes
ricinus, Dermacentor reticulatus kot D. variabilis,
- GQueon kot Tapapévovsa Bavatneopo dpdon oTovg kKpdTmves Yo 8 efdopddes yio
Rhipicephalus sanguineus,
- mapapévovsa Bavatneopo dpdon oTovg KpOTmveS omd 7 NUépeg Emg 12 efdopddeg petd amd ™
Bepamneio yio Ixodes hexagonus.

O1 yOALOL KOt 01 KPOTOVEG TPEMEL VO TPOSKOAANB0VV 6TOV EEVIGTH KO VO ApYIGOVY VO TPEPOVTAL Y10l
va extefovv 610 dpUCTIKO GLGTATIKO.

To KNV1aTPIKO PUPUAKEVTIKO TPOTOV UTopel va ypnoipomombel g Tunpo OEpATEVLTIKNG GTPATNYIKNG
Y Tov Edeyyo TG AAlepyikng amd PoAlovg Agppoatitidag (AYA).

T v Bgpomeio ¢ depodnkwong mov mpokaeitar amd o Demodex canis.

T v Bgpomeia ¢ Tapasitmong and capkomtikn yhpo (Sarcoptes scabiei var. canis).
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Io v peioon tov kvdbvov poAvveng amd tnv Babesia canis canis péow petddoong and 1o
Dermacentor reticulatus yio éwg 12 gpdopddec. H dpdon sivar Eupeon, opeiletar oty dpactikdTnTa
TOV KTNVIOTPIKOD POPLOKEVLTIKOV TPOIOVTOC KOTE TOV QOPEL.

I v peimon tov kvddvov poivveong arnd Dipylidium caninum péow petddoong and to
Ctenocephalides felis yo émg 12 eBdopddec. H dpdon eivon Eppeon, opeiletor otV dpacTIKOTITO TOV
KINVIATPUCOD QOPHOKEVTIKOV TPOTOVTOG KATA TOV QOpEQ.

5. Avtevoeigelg

No unv yp1oyYLoTolEiTaL GE TEPIMTMOGELG LIEPELALCHNGIOG GTO dPAGTIKO GLGTAUTIKO 1| GE KATOLO ot
Ta Kd0Y0.

6. Ewwkég mpogidomon)oeis

Ewwéc mpoetdonomoelc:

Ta mopdotro. yuo. vo ektebovv ot fluralaner npénet va apyicovv va tpépovior mve otov Egvioth, dpa

dev pmopel vo. anokAEloTel EVIEADG 0 Kivduvog Letddoons Tmv achevelmv mov petadidovton amod
napdotro (copnepiiappavouévov tov Babesia canis canis kat D. caninum).

H doxonn ypion avtimapacitikdy 1 1 arokAtvovoa xpror amod Tig 0dnyieg mov divovrat otnv IIXII
dvvatal vo avENGEL TNV TEST] EMAOYNG TPOG AVATTUEN AVOEKTIKAOV GTELEXDY KO VO 0O1YN|CEL GE
petopévn amotelespotikotnta. H amdpacn yio m ¥pfon Tov KTNVINTPIKOD QOPLLOKEVTIKOD
poidvtog, Yo kabe (dho Eeywpiotd, Tpénel va Paciletar oty emPePainon Tov TapaciTikov €idovg
K0l TOV QOPTion, 1] TOL KIvOHVOL TOPacIiTOong He PAOT TO EMONUIOAOYIKA YOUPOUKTPIGTIKA.

[pénet va AapPavetal voyn n mlavotnTa dAro {da otV id1e otKio Vo, amoTeAoVV €0Tio
EMOVAPOADVOTG LLE TOPACITA, KOl GE AUTEG TIG TEPIMTAOCELG TTPEMEL VO. YOPNYEITOL 1] OTOPOLTI TN
Oepameio pe evOederylévo KTNVINTPIKO QOPUOKEVTIKO TPOTIOV.

Id1aitepeg TPOELAGEELS Y10 TNV 00QaAT Yprion oTa gidn (hwV:

Na ypnoomoteitat Le TPOGOYN G& GKOAOVS e TPOLTAPYOVCH ETIANYIA.

AOY® EMheymc S1BECIUOV LELETOV, TO KTNVIOTPIKO QOPLOKEVTIKO TPOTOV Oev TPEMEL VoL
YPNOWOTOLEITOL GE VEUPOVS GKOAOVG NALKIG UIKpOTEPNG T®V 8 EfJOUAd®V Kot /1) & GKOAOVS LUE
cOUATIKO BApog AlydTEPO TMV 2 KIADV.

To KINVIATPIKO PUPUAKEVTIKO TPOTOV JEV TPETEL VAL YOPTYEITAL GE SLOGTILOTO UIKPOTEPD, TOV 8
eBdopad v yiati dev Exet eEetaotel 1 AoEAAELN Yio LUKPOTEPO SIOGTILLOTAL.

[Swaitepec mpo@uAGEElc Tov wPémel va Aouavovial ard To GTOUO TOL YOPNYEL TO KTNVIOTPKO
QoppakevTKd Tpoidv oe {da

Noa puAGcoETAL TO KTNVIOTPIKO QOPUOKEVTIKO TPOIOV GTNV ap)IKT] GLCKEVOGTO LEYPL T YP1OT), DOTE
Vo amoeeVyYETOL 1 ApEST) TPOGPAOT TOV TAOIDV GTO KINVINTPIKO PAPUOUKEVLTIKO TPOIOV.

"Exovv avaeepBel avtidpdoelg vrepevarcinoiog oe avOpdTos.

Mnyv tpmte, mivete 1 Komvilete OTOV YP1CULOTOLEITE TO KTNVIOTPIKO PUPLOKEVTIKO TPOTOV.

[TAOvete T y€pLo TPOGEKTIKA e GATOVVL KOl VEPO OUESMG UETA TN (PO TOV KTNVINTPIKOD
QOPUOKEVTIKOD TPOTOVTOG.

Eyxvopocivn, yolovyia Kot yovipdtnta:
To KNvViaTpKd EAPUAKEVTIKO TPOTIOV Pmopel va ypnoiponombel oe GKOAOLS OVATOPAYWYNG, OE
OKOAOVC KATA TN SLAPKELD TG KOTOTG Kot TNG YaAovyiog.

AMNAeTiOpoon e GAAL QOPUOKEVTIKA TTPOTOVTIA KOl QALEC LOPOEC OAANAETIOPOCNC:
H fluralaner cuvééetar o peydro Pabud pe Tig TPMTEIVES TOV TAGGLOTOS TOV OHUATOC KO ITOPEL VL
AVTOYOVIOTEL e AL VYNANG GVUVIEGTC OPACTIKA GLUGTUTIKG OTTMOG TOL U GTEPOELDN AVTIPAEYLOVDON
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oappaka (MEZAD) kot v Bapeapivn, tapdywyo g kovpapivng. H endacn g fluralaner og
TOPOLGia KAPTPOPEVNG 1 PapPopivig 6TO TAAGLO TOV AILOTOG TOV GKOAOV OTIG LEYICTEG
OVOUEVOLEVEG GUYKEVTPMGELG 0TO TAACUA, OEV PEIMGE TNV GVVIEST OTIG TPMOTEIVES TOV TAAGUATOC TNG
fluralaner, tng Kopmpo@évng 1 g fapeapivig.

Kotd ™ dibpkela KAviK®v SoKIpmv oty Tpdén, dev mapoatnphinkay aAAniemdpdoeic peta&d Tou
KTNVIOTPKOD QOPUOKEVTIKOD TPOTOVTOG Kol TOV KTNVINTPIKOV QUPUAKEVTIKMV TPOIOVI®MV IOV
YPNOLOTO0VVTOL GLVIO®G.

Yrepdocoroyia:
"Exet amodeyBel n acpdieia oe {do avamapaywyng, o £yKua Kot yohovyovvta (dho oto omoio

yopnyHonKay vIePd0Gieg £mG Kot 3 POPES TN LEYIOTH GUVIGTAOUEVT] dOOT).

"Exer anodeyfei n acedieia o€ veapovg oxdrovs nikiog 8 — 9 gfdopddwv kot fépovg 2,0 — 3,6 KiAdv
LETE 0md YOpYNOT VIEPSOGOAOYIOG £C 5 POPES TN HEYIOTH GUVICTMOUEVT] OOCT GE TPELS YOPNYNOELS
G€ GUVTOUOTEPQ SLUCTNUATO, OO TO GLVIGTAOUEVO (dlaoThaTe 8 EBSOUAdDV).

To KMVITPIKO PAPLLOKEVTIKO TPOTIOV NTaV KaAd ovekTo ota collies pe avemdpkela o€ multidrug-
resistance-protein 1 (MDRL1 -/-) petd omd pia yopnynon and to otopa piog d6ong 3 popéc g
GUVICTMOUEVNG,.

Kvpiec acvupototnrec:
Agv 1oyvet.

1. AvemOopunrta copfavro

XK0AOG:

Xvyvé TFaotpeviepikéc emmtoels (0nmg Avopeéio, Xieloppota,

, r #
(1 £0c 10 Coha / 100 vr6 Ogpomeia | 10PPOL0, Eretog)

{oa):

[ToAV ondvia AmndBew
Kvnopog:

(<1 Ldo / 10.000 vrd Bepancia Cma, o ) ) ) o )
GUUTEPIMAUBAVOLEVOV TRV Mvikdc tpopog, Ataé&io, AKoVo10g HUikOG OTOGUAC.

LELLOVOUEVOV OVOPOPDV):

#Ameg kot Tapodicég

H avaeopd avemiBountov copBdviov sivor onuavtikn. Extpénel n cvveyn mapakoiovbnon g
aoiAelng evog TPoiovtog. Edv mopatnpnoete omoladnmote avemBountn evEPYELD, KOO KOL OV OEV
OVOPEPETOL OTO ECAOKAEIGTO PUALO OONYIDV XPNoNG 1 OUPIPAALETE Y10 TNV ATOTELECUATIKOTITO TOL
QOPUAKOV, TAPOKAAEICOE VO EMIKOVMVINCETE, KATOPYAS, LE TOV KTNviaTpd coc. Mmopeite eniong va
OVOPEPETE OTTOLAONTTOTE AVETLOVUNTO GLUPAVTO GTOV KATOYXO TNG AOELNG KUKAOPOPIOG
YPNOYLOTOIDOVTOS TO GTOLXELD EMKOWVOVIOG GTO TEAOG AVTOD TOL GUALOV 0O YLDV YPNONG, 1 LECH TOL
€0vikol cag ovotiuatog avaeopds: {otoeia e6vikod GVOTHUATOG AVAPOPHG! .

8. Aocoloyia Yo kG0 €i00g, TPOTOS KoL 0001 yopNyNoNs

T"a xpnon amod to oTopa.

To xIMvViaTPIKO QAPUAKELTIKO TPOIOV TPEMEL v yopnyeitol COUPOVO LE TOV TOPOUKAT® TIVOKO
(avtioToyei og pio 66om twv 25 — 56 mg fluralaner/kg copotikov Bapovg péca o éva e0pog Bapoug):

YONOTIKO MeprekTikOTNTA Kol aprtOpdg TV S16Ki®V TOL Yop1nyodvtol
papog Tov Bravecto Bravecto Bravecto Bravecto Bravecto
okvlov (K9) | 1125 mg 250 mg 500 mg 1 000 mg 1400 mg
2-45 1
>45-10 1
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>10-20 1
>20-40 1
>40 - 56 1

INo okOA0VG e GOUATIKO BAPOoc LeYaADTEPO T®V 56 kg, XPNCILOTOIGTE TO GLVOVAGIO TV dVO
dwokiov mov Topralovv o eToKPBOG 6T0 COUATIKO PAPOG.

H vrodocoloyio pmopel var £YEl (G GUVETELD OVATOTEAECLLOTIKT] XPTOT KOl EVOEXETAL VO EVVOT|CEL TNV
avamTLén ovOEKTIKOTNTOG.

9. Odnyies Yo T c®GTH Yop1RyNon

Ta pocopeva diokio dgv TPETEL VO GTAVE M VAL S10pOVVTOL.
XopnynoTte o KTNVILTPIKA QOPUOKEVTIKA TPoidvTa KT 1| TEPITOV KT TO ¥POVO TOV YEVLATOG.

To pachpevo d1okio givar KaAd amodekTd and Tovg TEPIGGOTEPOVS GKVAOVS. Edv 10 di1okio dev yivel
amodeKTd amd Tov 6KOAO, umopel eniong va d00et pe tpoen 1 amevbeiog pésa oto otdpa. Katd m
YOPNYNON, O GKVLAOG TTPEMEL VAL ivar VT emttr|pnon dote va emPePormbel 6Tt To diokio €xet
Katamobel.

BepamevTiKo oyNua.

T"a mpocsfolréc pe YHALOLG KoL KPOTMVEG, 1 AvVAYKT Kol 1) cLyvoTNnTa TNG(TeV) enavabdepaneiog(dv)
npénel va Paciletal 6 YVOUATEVON EMOyYEALOTIO KOl VO ACUBAVETOL VITOWYT 1] TOMIKY] ETLONUIOAOYIKN
KATAoTOOoT Kol 0 TpOTOG dtaPiwong tov Lmov.

["a to BéLTIOTO EAEYYO TV TPOGPOADV e YOAALOVG, TO KTNVIATPIKO QAPUAKEVTIKO TPOIOV TPEMEL VL
yopnyeitan pe pecodiaotriuota 12 efdopddmv. ['a 1o fEXTIoTO EAEYY0 TV TPOGPOADV HE KPOTMVEGS, O
xPOVOG NG emavaAnyng g Bepoameiog e€aptdrol amd To €100¢ TOV KPOTOV®OYV. AvatpéEte otnv
TOPAYPAPO «OepamevTIKEG EVOEIEEIC).

T ) Ogponeia TV Tapactt®osny ond To dkapt Demodex canis, pémetl va yopnysitot pio povo
SO0 TOV KTNVIATPLKOD QOPLOKEVTIKOV TPoidvtoc. Eneidn 1 depodnkwon eivarl moAvmapoyovtiky
VOG0G, GUGTAVETAL VO, YiveTa EMiong KOTAAANAN Oeparmeia omolacdnmote GAANG VITOKEILEVNG VOGO.
To ) Bgpaneia TV TapacTTOCEDV 0md copkonTikn Yopa. (Sarcoptes scabiei var. canis), mpénet va
yopnyeitar pio Lovo 4001 TOV KTNVINTPIKOD POPLAKEVTIKOD TPpoidvtog. H avaykn kot 1 cuyvotnta
emavabepamneiog TPEMEL va YiveTol GOUEMVA, LLE TI GVUPBOVAT TOV KTNVIATPOL TOL GUVTUYOYPUPEL.

10. Xpovor avapoviig

Agv 1oyvet.

11. Ewwkés ovvOikes dratipnong

Na pvidooetar o€ 0éom, Vv onoia dev PAETOLY Kot dev TPooeyyilovy Ta Tald1d.

Agv vTapyovV EKEC 001 YIS SLOTPTONG Y10 AVTO TO KTNVIATPIKO TO TPOIoV.

Na pn ypnoponoteital 0vtd TO KTNVINTPIKO QUPHOKEVTIKO TPOIOV HETA Ao TNV nuepounvio Anéng
OV AVAYPAPETAL 6TV KUWEAN petd To EXP. H nuepopnvia AMn&ewg cvpmintet pe v televtaio nuépa
TOV GUYKEKPILEVOL UNVAL.

12. Ewdwkég mpo@uracerg amoppiyng
Ta papuake dev TPETEL VL OTOPPITTOVTOL LECHD TOV AVUATOV 1] TOV OIKIOK®V AToBANTOV.

To KTNVIATPIKO PUPUAKEVTIKO TPOTIOV JEV TPEMEL VAL EIGEPYETAL GTOV VIPOPOPO opilovta Kabdg M
fluralaner evdéyeton va glval emikivouvn yuo Tovg aoTOVOLAOVG LOPOPLOVS OPYOVIGHLOVG,.
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XPNOYLOTO|OTE TPOYPALLLOTO ETSTPOPTS PAPLLAK®OV Y10 TNV ATOPPLYN LN XPNOLOTO0EVTMV
KTNVIOTPIKOV QUPUOKEVTIKOV TPOIOVIMV 1] GAAMV VAIK®V TOV TPOEPYOVTAL OO TN XPTOT| TOVG
GOLPOVA LLE TIC TOTIKEG OTOTIOELS KO LLE TVYOV 1oyvovTa g0vikd cuathpata cuALOYNS. Ta pétpa
0VTE OTOGKOTOVY GTNV TPOGTAGIO TOV TEPPAAAOVTOC,.

YvpPovievbeite Tov KTNVIOTPO GOG N TOV POPHOKOTOLO GOG Y0 TOV TPOTO AmOPPIYNG TOV
YPNOLUOTOINOEVTOV PUPLAK®V.
13.  Ta&vounon TOV KTNVIWTPIKOV QUPUIKEVTIK®OV TPOIOVTMOV

No yopnyeiton pOVOV pe KTINVIOTPIKT| GuvTay.

14. ApOpoi dog10g KUKAOPOPLNG KOl GVGKEVAGIEG

EU/2/13/158/001-015
Xaptvo kovti pe mov mepieyet 1, 2 1 4 pacopeva diokia.
Mmropel va v KukAoQopoOV OAEG 0L GUCKEVAGIES.

15. Hpepopnvia terevToiog avade®@pnons Tov QOALOL 001 YLAV YPNONS

{HH/MM/EEEE}
Aemtopepeic TANPoPopieg Yio TO eV AOY® KTNVIOTPIKO QUPHOKEVTIKO TPoioy gival dabéaieg ot
Baon dedopévav g EE vy ta ktmviatpkd poidvra (https://medicines.health.europa.eu/veterinary).

16. Xrtoyecia emkowvoviog

Kéroyog tne os10¢ KUKAOQOPING KOl GTOLYELN EMKOWVOVIOC Y10 TNV 0vaQopd THovoAoyobUEV®V
oVETOOUNTOV EVEPYELDV:

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

OALavdio
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 Norge

Tel: + 37052196111 TIf: + 47 55 54 37 35
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EA\rada
TnA: +30 210 989 7452

Espana
Tel: + 34 923 19 03 45

France
Tél: + 33 (0)241228383

Hrvatska
Tel: + 3851 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

Osterreich
Tel: + 43 (1) 256 87 87

Polska
Tel.: + 48 22 18 32 200
Portugal

Tel: + 351 214 465 700

Romania
Tel: +4021 3118311

Slovenija
Tel: + 38516611339

Slovenské 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

TTapaockevaotic LEeVOuvog Yo TNV areALLOEPOON TOV TOPTIOWV:

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

17. Alleg winpo@opisg

To mpoidv cuvelsPEPEL GTOV EAEYYO TV TANOVGUOV TV YOA®V 6T0 TEPPAALOV GE YDPOVE GTOVG
omoiovg éyovv TpdcPacn ot Bepamevdpevol GKOAOL.
H évapén g dpdong mapatnpeitat vidg 8 mpdv and v npockdiinon tov yoriov (C. felis) kot
evtog 12 opdv omd v TpockOAANon TV kKpotdvov . ricinus kot 48 ompdv yia Toug kpodtmveg D.

reticulatus. H évapén g axapeoktdvov dpdong évavit tov kpotdvev |. Hexagonus éyet amoderydei 7

nuépeg petd v Bepaneia.

58



OYAAO OAHI'TQN XPHXHX

1. Ovopacio ToV KINVIOTPLKOD QUPULUKEVTIKOU TPOIOVTOG

Bravecto 112,5 mg didlvpa yia eniyvon o€ onpeio yio ToAd pikpovc okviovg (2 — 4,5 Kg)
Bravecto 250 mg didlvpa yio emiypon oe onueio yuo pukpovg okviovg (>4,5 — 10 kg)
Bravecto 500 mg didlvpa yio emiypon oe onueio yuo pecaiov peyébovg oxviovg (>10 — 20 kg)
Bravecto 1 000 mg didlvpa yio eniypon oe onueio yio peydiovg skvlovg (>20 — 40 kg)
Bravecto 1 400 mg didlvpa yio eniyvon og onueio yuo moAd peydiovg okdrovg (>40 — 56 kg)

2. XovOeon

Kabe ml nepiéyer 280 mg fluralaner.
Ka0e mméta mapéyet:

Bravecto sidlvpa Yo gxiyven o€ onueio Iepreyopevo mmérag (ml) Fluralaner (mg)
Yo TOAD pikpovg okviovg 2 — 4,5 kg 0,4 112,5

yio. kpovg okvrlove >4,5 — 10 kg 0,89 250

yio. pecaiov peyéhovg okviovg >10 — 20 kg 1,79 500

yio. peydrlovg okviovg >20 — 40 kg 3,57 1000

yio. oD peydiovg okviovg >40 — 56 kg 5,0 1400

Awwyég, dypopo £og Kitpvo didAvpa.

3. Eion {owv

YKx0Aog

4. OepomevTiKEg EVOEilelg

T'a v Bepaneia TV TPOSPOAGY LLE KPOTMVES KO YOALOVG GTOVG GKOAOVG.

AVT0 TO KTNVIOTPIKO QOPUAKEVTIKO TPOIOV £ival £V GLGTNUATIKO EVIOUOKTOVO KOl OKOAPEOKTOVO TOV

ToPEYEL:

- Gpeon ko mopopévovoa Bavatneopo dpdon otovg youilovg (Ctenocephalides felis kai C. canis)
v 12 gfdopddec,

- Gueon kot tapopévovoa Bovatneopo dpdon otoug kpodtmveg (Ixodes ricinus, Rhipicephalus
sanguineus ka1 Dermacentor reticulatus) yio 12 gBdouddeg.

O1 yOALOL KOt 01 KPOTOVEG TPEMEL VO TPOSKOAANO0VV 6TOV EEVIGTH KO VO ApYIGOLY VO TPEPOVTOL Y10l
va extefovv 610 dpUCTIKO GLGTATIKO.

To kNViaTpKd EaPUAKEVTIKO TPOIOV Umopel va ypnoipomombel g Tunpo OEpATELTIKNG GTPATNYIKNG
Y Tov Edeyyo TG AAlepyikng amd PoAlovg Agppoatitidag (AYA).

T v Bgpomeia ¢ depodnkwong mov mpokaeitar amd o Demodex canis.

T v Bgpomeia ¢ Tapasitmong and capkomtikh yhpo (Sarcoptes scabiei var. canis).

5. Avtevoeilelg
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Na unv ypnolLonoleital 6€ TEPIMTMOCELG LTEPELALGHNGIOG GTO dPACTIKO GLGTOTIKO 1) GE KATO10 OTd
Ta €KSoyal.

6. E10wkéc mposcidomonijoeig
Ewdwéc mposidomomosic:

Ta mopdotro, yuo. vo ektebovv ot fluralaner npénet va apyicovv va tpépoviorl mve otov Egvioth, dpa
dev Umopel Vo OMOKAELGTEL 0 KIvOLVOC LETAGOONC TV 0oBEVEIDY TOV UETAOIdOVTAL OO TAPAGLTA.

H doxonn xpnomn aviumopositikdy 1 1 amokAivovsa ypior omd Tig 0dnyieg wov divovton otny IIXI1T
dvvator vo avENceL TV TEoT EMAOYNG TPOG AVATTLEY AVOEKTIKMV GTELEXMV KOl VO 00N GEL GE
peltopévn amotelecpotikotnTa. H amdpacn yio m ¥pion Tov KTNVINTPIKOD QUPLOKEVLTIKOD
poidvToc, Yo kabe (dho Eeywpiotd, Tpénel va Paciletar oty emPePainon Tov mapaciTikov idovg
K0l TOL QOPTIOV, ) TOV KIVOUVOL TOPAGITMONG LE BACT TO ETLONUIOAOYIKE YOPOKTNPLOTIKGL.

IIpéner va AapBdvetal vedynm n mbavoétto dAia (do oty 1d1a okia va amotelohy eoTia
EMOVAPOADVOTG IE TOPACITA, KOl GE AVTEG TIC TEPIMTAOCELG TTPETEL VO YOPNYEITOL 1] OTOPOLTI TN
Oepameio e vOESEIYUEVO KTNVIOTPIKO QUPLLOKEVTIKO TPOTOV.

IS1aitepeg TPOELAGEELS Y10 TNV 00QaAT Yprion oTa gidn (hwV:

[péner va Aappdvovtal HETpo OOTE Vo OTOPEVYETAL 1] ETAPT HE T LATIO TOL OKLAOL. Na pn
yopnyeitat amevbeiog TAve o€ AALOIDGELS TOL SEPILATOG.

No punv TAEVETE 1 Vo EMITPEMETE GTOVG CKOAOVG VO, BpEYovTal e VEPS 1 VO KOAVUITOUV GE LOATIVOL
pedpata yo 3 nuépes petd amd ) fepamneio.

Aoyo EMAetyng S1oBECIU®V HEAETOV, ALTO TO KINVIOTPIKO POPULOKEVTIKO TPOIOV eV TPETEL VO,
YPNOLOTOLEITAL GE VEUPOVG OKOAOVG NAMKING HKpATEPNG TOV 8 EBOOUASWOY Kot /M 6€ GKOAOVG JE
ocOUATIKO Bapog AlydTEPO TV 2 KIADV.

To KTMVIATPIKO PAPLOKEVTIKO TPOTOV OV TPEMEL VUL YOPNYEITUL GE OLACTNLOTO LUKPATEPO TV 8
efdopddwv yiati dev €xel eE€TaoTEL 1] ACOAAELN Y10 LIKPOTEPA SLOGTILOTO.

AVTO TO KTNVIOTPIKO PAPUOKEVTIKO TPOTOV EIVaL Y10 TOTIKY Yp1oN Kot dev TPEMEL VoL Yopmyeital omd To
OTOUO.

ISwaitepeg Tpo@LAGEELG TOV Tpémet vo Aapufdvovtar amd To dToo Tov YopNYEel TO KTNVINTPKO
QOPLOKEVTIKO TTPOidV og Lma:

H gmapn pe 10 KITMVIOTPIKO QApUOKELTIKO TPOTOV Bo TPETEL VO AMOTPEMETAL KOl TTPEMEL VL
YPNOLOTOIOVVTOL KATA TOV YEPICHO TOL KTNVINTPIKOD QOPUAKEVTIKOD TPOTOVTOG T TPOGTATEVTIKA
YOVTLOL LG XPHONG OV AapBavovTal e auTd TO TPOIOV amd TO GNUEI0 TOANGNC Y10 TOVG AKOAOVOOLE
Adyovg:

"Exovv avaeepBel oe pikpd apBud avipommv avtidpdoslg vrepevastnoiag, ol omoieg pmopet
EVOEYOUEVMG VO Elval coPapéc.

Kdabe ékBeon 610 KTNVIATPIKO QOPUOKEVTIKO TPOIOV O TPEMEL VL AMOTPETETOL OO GTOUA LE
vrepevarcncio ot PAOLPAAAVEPT] 1| GE KATOLO amd Ta EK0YOL.

To KTNVIATPIKO POPLOKEVTIKO TPOTOV GLVIEETOL GTO dEPLLO KAl UTOPEL EMiong va cuvdebel og
EMUPAVELEG LETA OO S1OPPOT] TOV TPOIOVTOG. XE UIKPO 0plOUO ATOUMY HETA OO TNV EXAPN UE TO
déppa Eyovv avapepbel depuatikd eEovOnuato, Kvnopoc 1 LovSLaGHa.

Y€ mePIMTMOON EMAPNG LLE TO dEPLLA, TAVVETE TNV TPOSPEPANUEVT TEPLOYN AUECMG LE GATOVVL KAl VEPOD.
Y& KATOLEC TEPITTAOOELS, TO CATOVVL KOL TO VEPO OEV ENXOPKOVV Y10 VO, ATOLOKPLVOEL TO KTNVIATPIKO
(QOPUOKEVTIKO TTPOTOV aTd T HAKTUA.

H enaoen pe 1o kviatpikd Qappakevtikod Tpoidv pumopel eniong vo copPel Katd Tov xeptoid tov v
ayoyn {oov.

Befarwbeite 611 10 onpueio epappoyng oto {do cag dev givarl TAéov eppavég mpwv va, Epbete Eova og
EMOQN LE TO ONUEID EPUPHOYNS . X& aVTO cLUTEPIAAUPAVETAL TO arykdAlacua Tov {dov 1| TO Loipaca
Tov KpePatiov pe to {wo. Xpetdlovtal Emg Kot 48 MPES Y10 VO, GTEYVAOGEL TO ONUELD TNG EQAPLLOYNG,
oAAG Oo etvor EPLEAVES Y10, TEPIGTOTEPO.

Edv eppaviotel avtidpaon tov dépuatog, cupfovievteite wtpd Kot dei&te TOV TNV GLOKELOGIN TOV
KTNVIOTPIKOD QOPUOKEVTIKOD TPOTOVTOG.
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AvBpwomot pe gvaicOnTo dEpUa 1| YEVIKG [LE YVMOTH OAAEPYIQ, Y10 TAPASEIY L O AL KTNVINTPIKG
(QOPLOKEVTIKA TPOTOVTO CLTOV TOV TOTOV, TPENEL VAL XEWPILOVTAL [LE TPOGOYN AVTO TO KINVIATPIKO
QOPUOKEVTIKO TPOIOV OMG emiong kol To Vo aywyr| {da.

AVTO TO KTNVIOTPIKO POPUOKEVTIKO TPOTOV UTOPEL VO TPOKOAESEL EPEOIGUO TOV HOTIOV. X
TEPIMTOOT EMAPNG UE TO UATIOL, EETAVVETE AUECHOG TPOGEKTIKA LE VEPO.

AVTO TO KITNVIOTPIKO QUPUOKEVTIKO TPOIOV elval ETKivOuvo Petd amd Kotdmoot). No QUAAGGETAL TO
KTNVWOTPIKO QUPLOKEVTIKO TPOIOV GTIV apyLKN] GLOKELAGIN LEYPL TN XPTON, DCTE VO ATOPEVYETOL 1|
apeon tpdoPacn TOV TASIDOV GTO KTNVINTPIKO QUPUAKEVTIKO TPOTOV.

H ypnoomompévn mnéta npémet va amoppintetot apécms. e TepinTton mov Kotd Aabog vdpéet
KATATooN, va, avalntioete wTpikn fondeia ko va emdeiEete oTov 10Tpd TO ECHOKAEIGTO VAL

001 YLDV YPNCEDS N} TNV ETIKETO TOV POPLOKEVTIKOV TPOTOVTOG,.

To KMVIATPIKO PAPLLAKEVTIKO TPOTIOV givar eEaipeTikd e0PAekTO. Nt QUAGCCETOL LOKPLA amd TNYES
0épuavong, omvinpec, avolkty eAGYa 1| dAleg Tyég avapleéngs. Xe tepinTmon doppong Tov
KTNVIOTPIKOD QOPLOKEVTIKOD TPOTOVTOGC, Y10 TAPUSEIY I TAV® G TPUTELL 1] G€ EMPAVELD TOTOUATOC,
ATOLOKPOVETE TO YLUEVO TTPOioV e xapTi kabapriotrog ko Kabapiote Ty meployn pe
OTOPPVTAVTIKO.

Idwaitepec TPOPLAGEELC Y10 TV TPOGTAGIO TOV TEPPAALOVTOC:
T va aro@evyfovv avemiBdunto cvuPdvio otove LVOPOBLOVE OPYOVIGUOVE UMV EMITPETETE GTOVE
Oepamevuévouc GKOHAOLE VO, ELGEPYOVTOL GE ETLPOVELOKA VooTto yio 48 mpec uetd ) Oepoameio

Eykvuocbvn, yalovyio kot yoviuotnto.:
Mmropet va ypnoiponondel 6 GKOAOVG AVATAPAY®OYTS, GE GKUAOVG KATA TN SLIpKELR TNG KUNONG Kot
™g¢ yolovyiog.

AlMnlenidpaon pe GAAD QOPUOKEVTIKG TPOTOVTA Kot AAAES HOPPES aAAAETISpaoNC:

Agv glval yvoot Koo,

H fluralaner cuvééetar o peydho Pabuod pe Tig TpmTEIVEG TOV TAGGHOTOG TOV OHUATOC KO UITOPEl va
aVTOYOVIOTEL pe AL VYNANG GVUVOESTG OPACTIKA GLUGTUTIKA OTTMOG TOL LT GTEPOELDN AVTIPAEYLOVDOON
oapuoka (MEAD®) kot v Bapeapivn, Tapdywyo g kovuapivne. H endaon g fluralaner oe
TOPOLGia KApTPOPEVNG 1 Papeopivie 6TO TAAGHLO TOV AiLOTOC TOV GKOAOV GTIG MEYIOTEG
OVOULEVOLLEVEG GUYKEVTPMGOELG OTO TAAGLA, OEV PEIMOE TNV GOVOEST GTIG TPIOTEIVEG TOV TAAGUATOG TNG
fluralaner, tng Kopmpoeévng 1 g Popeapivig.

Koatd ) didprela epyaotnplok®dy Kol KAVIKGOV SOKIUOV TNV TPas&n, dev mapatnpnonkoy
OAANAETIOPAGELG HETAED TOV KTNVIOTPIKOD POPUOKEVTIKOD TPOIOVTOG KOl TMV KTNVIATPIKDV
(QOPUOKEVTIKAOV TPOIOVIMV TOV YPTGLLOTOL0VVTOL GLVHOWG.

Yrepdoooroyia:

"Exetl amodeybel 1 acpdiein og veapodc okOA0LE nhikiag 8 — 9 gfdopdadmv kat Bapovg 2,0 — 3,7 KIhdV
LETE 0 YOP1YNOT VIEPSOGOAOYING £C 5 POPES TN HEYIOTH GUVICTMOUEVT] OOCT GE TPELS YOPNYNOELS
G€ GLVTOUOTEPQ SLUCTNUATO, OTd TO GLVIGTOUEVO (dlaoTHOTe 8 EBSOUAdDV).

"Exetl amodeybei n acpdiein o {da avoamapaymync, o€ £yKua Kot yolovyovvia {mo 6T omoia
yopnynnkav vrepdoacies £mg Kat 3 POPES TN HEYLOTH GUVIGTAUEVT] dOOT).

AVTO TO KITNVIOTPIKO QOPUOKEVTIKO TPOIOV NTOV KaAd avektd ota collies e avendpkela o
multidrug-resistance-protein 1 (MDR1 -/-) petd omo pia yopriynon amd 1o otoua piag 86omg 3 gopég
™G LEYIOTNG GUVIGTAOUEVTG.

Kvpieg acvufatdmrec:
Agv glvar yvoot kapio.

7. Avem@opunrta copfavro

XKOAOC!

Zoyva AVTIOpdoelg Tov SEPUATOG GTO ONUELD EQUPIOYNE (OTT®G
EpvOnua, Alonekio)”
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(1 éwg 10 Cwa. / 100 vro Bepameia
{oa):

[ToAd ondvia AmdéBela, Avopeéio

(<1 Lo / 10.000 vrd Oepaneio Loa, | Epetog, Atdppola
cvmcspmfxpﬁavopsvwv’ TV Kynopéc:
LELOVOUEV®V OVOPOPDV):

Mvikoc tpopog, Ata&io (EAlenyn cuvtovicopov), Akodolog
ikdg oTAGUAG.

#Ameg kot Tapodicég

H avagopd avemBduntov coppdvtov sivar onpovrikn. Emrpénet tn cvveyn mapakoiovdnon g
acQAAELNG VOGS TPOidVTOG. Edv mopatnproete omoladnmote avemBountr evéPyeLa, akOLo Kot av Ogv
OVOPEPETOL OTO ECAOKAEIGTO PVARO OONYIDY YPNOoNG 1 OUPIPAALETE VIO TNV ATOTELECUATIKOTITO TOL
QopLaKOoV, Tapakaieiche Vo ETKOVOVACETE, KATAPYAS, LLE TOV KTnviaTpd coc. Mmopeite eniong va
OVOPEPETE OTOLAONTOTE AVETLOVUNTO GLUPAVTO GTOV KATOYO TNG ASELNG KUKAO(POPLOG
YPNOOTOIDVTAG TO GTOLYEIN EMKOWMVING GTO TEAOS AVTOL TOV GUAAOD 00MYLDV ¥PNoNG, | HECH TOV
€0vikov 6og cvoTHUaTOg avopopds: {oToyein eBviKoD GLGTHUATOS OVAPOPAS).

8. Aocoloyia Yo KGO €100g, TPOTOS Kol 0001 yopynons
INo eniyvon oe onueio (spot on).

To KNVILTPIKO PAPUAKEVTIKO TPOIOV TPEMEL VO, YOPNYEITOL COUPOVO HE TOV TAPOKATO TIVOKO
(avtiotoyei og pia 660m TV 25 - 56 mg fluralaner/kg copotikov Bapovg):

LONOTIKO [eprekTikoTNTO KO 0PLOROS TOV TIAETAOV TOV {OPNYOVVTAL
Bapog Tov Bravecto Bravecto Bravecto Bravecto Bravecto
okvhov (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

INa oxdAovg pe copatikd Bapog peyardtepo Tmv 56 kg, ypnoiponomote o cuvovacrd TV 600
TMETOV TOV TOPLALOVV TO EMOKPIPDOG GTO COUATIKO PAPOG.

H vrodocoloyio pumopel va £yl G GUVETELD OVOTOTELEGUATIKT ¥PNOT Kol EVOEXETAL VO EVVONGEL TNV
avamTuén avOeKTIKOTNTOG,

9. Odnyieg 7o T o6 YOP1YN OGN

MéBodog yopriynong
Bipa 1: Apéowmg mpwv tn gpfon, avoilte Tov eakeAicKo
Kol apapéote Vv muréta. Popéote ydvto. o va
avoi&ete TV muwéta, KPATNOTE TNV oo TN Ao TS M
0o TO AVATEPO AKOUTTO TUNUO TS KAT® OO TO IO
o€ 0pOa Béom. To Tdpa Tpémel va TepIoTPOPET / %&{ %_:
0e€106TPOPA 1} APIGTEPOCTPOPA Y10, L0l TATPT) GTPOPT. /
To ntopo Ba Tapapeivel Tdve oty mnréta, dev ivat / AN

duvatdv va amopakpuviei. H miméta eivar avoyyt kot
£TOLUN Y10 TNV €QOPLOYN 0TV Yivel aioONTd T0 oNAGIO
mG oepayLoNG.
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Bijpa 2: O cxviog mpénet va ival 0pOiog 1 Eamimpévog pe v payn oplovTtia Kot TV EQOpLoYT.
TomoBetrotE TO dKKpO TNG TUTETOG KAOETA TAV® GTO dEPUE LETAED TOV OUOTANTMV TOV GKDAOV.

Bipa 3: [Miéote amard v muwéta kot epapuocste 6A0 T0 Tepe)OUEVO amevbeiog Tavm 6To dEPL TOV
oKOAOL o€ €va (0Tav 0 dYKOG glval PKPOG) N 0€ TEPIGGOTEPO GMLELD KOTA UKOG TNG PAYNG TOL
OKOAOV Ao TNV OUOTAATN £1¢ TN AT TNG OVPAC. ATOPVYETE TV EPAPLLOYT TOGOTNTOC OLUADLLOTOG
ueyaArvtepng Tov 1 ml og éva povadikd onpueio kabbhg avtd Oo umopovoe va Tpokarécel pio TocoHTNTO
TOV S10ADUATOG VO KUANGEL 6T TAELPE TOV (DOV.

BOepanevTikd oyNua

[N TpooPorég e WyHALOLG KOl KPOTWOVES, 1) AvVAYKT) Kot 1) suyvotnta TnS(twv) enavadepansiog(dv)
npénel va Paciletol oe yvoudtevon exayyelpotio kot vo AapBavetot vwdyn 1 TOTIKY ETONUIOAOYIKN
KATAoTOoT Kol 0 TpOmoc dtafimong tov {dov.

T'a 1o BEATIoTO €AEYYO TOV TPOGPOADY LE KPOTWOVEG Kol YOAAOVGS, TO KINVIOTPIKO PUPHOKEVTIKO
TPOIOV TPEMEL Vo, Yopnyeital pe pecodtactnuoto 12 foopddwy.

It Bepaneio Tov mapacitdcemv omd to dkopt Demodex canis, tpénet va epappoleton pio povo
3001 TOV KTNVIATPLKOD POPUOKEVTIKOD TPoiovtoc. Eneidn 1 depodnkwon gival moAvmapoyovtiky
VvOG0G, GUGTAVETAL VO, YiveTal Emiong KATAAANAN Ogparmeio 0molacdnmote GAANG VITOKEILEVNG VOGOV,
Tt Ogponeio TV TAPACITOCEOV 0md capkonTIKY Yopa. (Sarcoptes scabiei var. canis), mpénet va
gpopuoletor pio Ldvo 3001 TOL KTNVINTPIKOD QOPLOKELTIKOV TTpoidvtog. H avaykn kat 1 cuyvotnta
enovafepaneiog TPEMEL VoL YIVETOL GOUPMOVA LE T GLLBOVAT TOV KTNVIATPOV TOV GLVTUYOYPUPEL.

10. Xpovolr avapoviig

Agv 1oy0et.

11. Ewwkég cuvOnkeg owatipnong

Na puAdooetatl og Béon, Tnv omoia dev PAEmOLV Kat dev mpooeyyilovv Ta Tondid.

To kKNVIATPIKO EUPUOKEVTIKO 0VTO TPOIOV dev amattel Wtaitepeg cuvOnKeg Oepuokpaciog yio Tnv
@OL0EN Tov. O TITETEG TTPEMEL VO, PLAAGGOVTOL 0TIV EEMTEPIKT] CLGKEVAGIN Y10 VO TPOGTATEVOVTOL
amd andAelo S10ANTN 1| TPOSANYM vypaciog. Ot pakeriokotl TpEnet va avolyovtol HOVO OUECHS TPV

omd T xpnon.

Na pn gpnoponoteital 0vtd TO KTNVINTPIKO QUPUOKEVTIKO TPOIOV HETA amd TV nuepounvia Anéng
OV AVAYPAPETAL 0TI cvuokevacio Letd To EXp. H nuepopnvia AMéewg cvumintet pe v televtaio
NUEPD TOV GLYKEKPLUEVOD UNVAL.

12. Ewdwkég mpo@uracerg amoppiyng

Ta @appoka dev TPEMEL VA, ATOPPITTOVTIOL HECH TOV AVUATOV 1| TOV OIKIOKOV AToPANTOV.

To KTNVIATPIKO PUPUAKEVTIKO TPOTIOV JEV TPEMEL VAL EIGEPYETAL GTOV VIPOPOPO opilovta KabmdG M
fluralaner evdéyeton va glval emikivouvn yuo Tovg aoTOVOLAOVG LOPOPLOVS OPYOVIGHLOVG,.
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XPNOYLOTO|OTE TPOYPALLLOTO ETSTPOPTS PAPLLAK®OV Y10 TNV ATOPPLYN LN XPNOLOTO0EVTMV
KTNVIOTPIKOV QUPUOKEVTIKOV TPOIOVIMV 1] GAAMV VAIK®V TOV TPOEPYOVTAL OO TN XPTOT| TOVG
GOLPOVA LLE TIC TOTIKEG OTOTIOELS KO LLE TVYOV 1oyvovTa g0vikd cuathpata cuALOYNS. Ta pétpa
0VTE OTOGKOTOVY GTNV TPOGTAGIO TOV TEPPAAAOVTOC,.

YvpPovievbeite Tov KTNVIOTPO GOG N TOV POPHOKOTOLO GOG Y0 TOV TPOTO AmOPPIYNG TOV
YPNOLUOTOINOEVTOV PUPLAK®V.

13.  Ta&vounon TOV KTNVIWTPIKOV QUPUIKEVTIK®OV TPOIOVTMOV

No yopnyeiton pOVOV pe KTINVIOTPIKT| GuvTay.

14. ApOpoi dog10g KUKAOPOPLNG KOl GVCKEVUGIEG

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

Ka0e yaptivo kovti mepiéyet 1 1 2 muméteg kat éva {evydpt yavTia ova TuéTa.
Mmropel va v KukAo@opodV OAEG 01 GLOKEVAGIES.

15. Hpepopnvia televtoiog avade®@pnons Tov VALV 001YLAV YPNONS
{HH/MM/EEEE}

Aemtopepeic TANPoPopieg yio T0 eV AOYM KTNVIOTPIKO POPUOKEVTIKO TPOioV gival Sabéoiueg ot
Bdaon dedopévav e EE yo ta ktnviatpikd tpoiovra (https://medicines.health.europa.eu/veterinary).

16. Xrtoyeia emkowvoviog

Kéitoyog tne 60£10¢ KUKAOQOPING KO GTOLYELN EMIKOWVOVIOC Y10 TNV 0VaQopd THavVOAOYOOUEVOV
OVETLOO UNTOV EVEPYELDV:

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

OAMovdia
Belgié/Belgique/Belgien Lietuva
Tél/Tel: + 32 (0)2 370 94 01 Tel: + 37052196111
Peny6auka Brarapus 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
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Eesti Norge

Tel: + 37052196111 TIf: + 47 5554 37 35

EMado, Osterreich

Tnh: +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 SlovenijaTel: + 385 1 6611339
Tel: + 353 (0) 1 2970220

island Slovenské republika

Simi: + 354 535 7000 Tel: + 420 233 010 242

Italia Suomi/Finland

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

IopaockevaotNg LITEVHLVOC Y10 TNV ATEAEVOEPMOT TOV TOPTIOWV:
Intervet Productions S.A.

Rue de Lyons

27460 Igoville

ToAlia

17. Alleg minpo@opisg

To KTNVIATPIKO PUPUAKEVTIKO TPOIOV GUVEICPEPEL GTOV EAEYYO TOV TANOVGUDV TOV YOAA®OV GTO
TEPIPAALOV GE YMDPOVS GTOVG OTOTOVG EXOLV TPOGPOCT 01 BEPATELOLLEVOL GKDAOL.

H évapén g dpdong mapatnpeital eviog 8 mpdv yio toug yoikovg (C. felis) kot evtdg 12 opdv yia
tovg kpotwveg (l. ricinus).
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OYAAO OAHI'TQN XPHXHX

1. Ovopacio ToV KINVIOTPLKOD QUPULUKEVTIKOU TPOIOVTOG

Bravecto 112,5 mg didlvpa yio eniyvon og onueio yo pukpés yareg (1,2 — 2,8 Kg)

Bravecto 250 mg didlvpa yio emiypon oe onueio yuo pecaiov peyéboug yareg (>2,8 — 6,25 kg)
Bravecto 500 mg didlvpa yio emiyvon oe onueio yuo peydieg yareg (>6,25 — 12,5 kg)

2. 2ovleon

KaBe ml wepiéyer 280 mg fluralaner.
Ka0e mméta napéyet:

Bravecto didiopa yia eniyvon og onueio Iepreyopevo mumétag Fluralaner
(ml) (mg)

yo, ukpée yareg 1,2 — 2,8 kg 0,4 1125

ywo pecaiov peyéboug yarteg >2,8 — 6,25 kg 0,89 250

ywo peydheg yareg >6,25 — 12,5 kg 1,79 500

Alowyég, aypopo ¢ Kitptvo dtdAvpLa.

3. Eion {oov

T'dta

4. OepamevTiKég evoeifelg

Mo mv Oepaneio TOV TPOGROAGY pe KPOTMVES KOl YOAALOVE GTIG YOTEC.

AVTO TO KTNVIOTPIKO QOPUOKEVTIKO TPOIOV Elval £VOL CLGTNUATIKO EVIOLOKTOVO Kol OKAPEOKTOVO TOV
TOPEYEL GUEST] KOl TapopéEVOVGa Bovatneopo dpdon otoug yoirovg (Ctenocephalides felis) kot otovg

kpotwveg (Ixodes ricinus) yuo 12 gBdopdde.

O1 YyOAAOL KO 01 KPOTOVEG TPETEL VO TPOSKOAAN 00UV 61OV EEVIOTN KOl VO 0pYIGOVV VA TPEPOVTUL Yid
va ektedovv 6T0 dPUGTIKO GLGTATIKO.

To KNVIATPIKO POPUAKEVTIKO TPOTIOV Uopel va ypnoipomomOel ¢ TuMqpo. OEpATELTIKNG GTPUTNYIKNC
v Tov Eleyyo ¢ AAAepyikng amd PoAAovg Aepuatitidoag (AVYA).

T v Bgponeia Tapacrtd®oeny and otk akdpeo (Otodectes cynotis).

5. Avtevoeigeig

No unv yp1oyLoTolEiTaL GE TEPMTMOGELG LAEPELAIGHNGIOG GTO dPASTIKO GLGTAUTIKO 1| GE KATOLO Ol
Ta €KSoyal.

6. E10wkéc mposcidomonijoeig

Ewwéc mpoedomomoeic:

Ta mopdotra, yuo, vo ektebovv ot fluralaner npénet va apyicovv va tpépovior mve otov Egvioth, dpa
dev pmopel va amokAeloTel 0 Kivduvog petddoong Tov achevelimv Tov peTadidoviol amd napdoita.

66



H doxonn xpnomn aviumopositikdy 1 1 amokAivovsa xpior omd Tig 0dnyieg wov divovton otny IIXI1T
dvvatal vo avENGEL TNV THECT] EMAOYNG TPOG AVATTLEN AVOEKTIKAV GTELEXDV KOL VO 0O1YN|CEL OE
petopévn amotelecpotikotnta. H amdpacn yio m pfon Tov KTNVIATPIKOD QOPLOKEVTIKOD
TPoiovToC, Yo kdbe (do Eeywpiotd, Tpénel va Paciletar oty emPePainon Tov TapaciTikov €idovg
K0l TOV QOPTIon, 1] TOL KIVOHVOL TaPAGIiTOoNG Le PAOT TO EMONUIOAOYIKA YOULPOKTPIGTIKAL.

IIpéner va AapBdvetal vedyn n mbavoétto dAia (do oty 1d1a okia va amotelohy eoTia
EMOVAPOADVOTG IE TOPACITA, KOl GE AVTEG TIC TEPIMTAOCELG TTPETEL VO YOPNYEITOL 1] OTOPOLTI TN
Oepameio e vOESEIYUEVO KTNVIOTPIKO QUPLLOKEVTIKO TPOTOV.

Id1aitepeg TPOELAGEELS Y10 TNV 0oQaAT Yprion oTa gidn (hwV:

[péner va Aappdévovtal pétpo OOTE Vo OmoPeDyeTUL 1) EMAQT HE T pdtia Tov {dov. Na un yopnyeiton
angvfeiog Tve og aALOIDCELS TOV SEPUATOG.

A0y EMAElYNG SL00ECTIUOV HEAETAOV, OVTO TO KTIVINTPIKO QUPLOKEVTIKO TPOiOV OV TPEMEL VAL
ypnoponoteital og veapés yates nAiog pkpotepns tov 9 efSopddmv Kot /M o€ YaTeS [l COUATIKO
Bapog Aydtepo tv 1,2 Kihmv.

To KTNVIATPIKO PUPUOKEVTIKO TPOTOV JEV TPETEL VAL YOPTYEITAL GE SOCTILOTO UIKPOTEPD, TOV 8
gfdouddwv yiati dev Exel e£€TOOTEL 1] AGQAAELD, Y10, LIKPOTEPO SLOGTILOTO.

AVTO 10O KTNVIOTPIKO POPLOKEVTIKO TPOIOV EIvaL Y0 TOTIKN XPNoN Kot OEV TPEMEL vaL yopnyEitat amd To
oTo.

Na unv emrpénete o npocpato Bepamevpéva (da va mepimoleital To £va To dALo.

Idwitepec TpouAdEeic mov wpémet va Aopufdvovton omd To GATOUO TOV YOPNYEL TO KTNVINTPIKO
QopuokevTIKd TPoidv oe {da:

H emaoen pe 1o kviatpikd QappokevTikod Tpoidyv Bo mpenel vo amoTPERETAL KOl KATA TOV XEPICUO
TOL KTNVIOTPIKOV QOPLOKEVTIKOD TPOIOVTOG TTPEMEL VA YPTGLOTOL0VVTAL TO, TPOGTATEVTIKE YAVTIOL
L0 XPNONG OV ACUPAVOVTAL LLE QVTO TO KTNVIOTPIKO QUPUAKEVTIKO TPOTOV O TO oNUeElo TMANGNG
Y10 Tovg akdA0VBoLG AOYOoLC:

"Exovv avaeepbei o pikpo aplfud avipormv avidpdoelg vrepevaicnaciog, ol omoieg pmopei
EVOEYOUEVMG Va Elval GoPapéc.

Kdabe ékBeon 610 KTNVIATPIKd QOPUOKEVTIKO TPOiOV O TPEMEL VAL AMOTPETETOL OO GTOLA LE
vrepevasOncio 6t PAOVPOAAVEPT] 1 GE KATO10 ATtd TO £KO0YO.

To KTNVIATPIKO POPUAKEVTIKO TPOTOV CLUVOEETAL GTO dEPLLOL KO UTopeEl emiong va cuvdebei og
EMUPAVELEG LETA OO S10PPOT] TOV KTNVIOTPIKOD QPOPUAKEVTIKOD TPOTIOVTOG. Xg LKPO aptOpd atopmv
LETA Ao TNV NPT e TO dépLa £xovv avapepBel deppatikd eEavOnuato, KVNoHOG 1| LOVSLUGHLOL.

Ye mepinton ETaPNS LE TO O, TADVETE TNV TPOcPePANUEVN TTEPLOYT OUECMG LUE GOTOVVL KL VEPO.
Xg KATOLEG TEPITTAOOELS, TO CATOVVL KOl TO VEPO OEV ENXOPKOVV Y10l VO, ATOLOKPVVOEL TO KTNVIOTPIKO
(QOPUOKEVTIKO TTPOTOV Ad T HAKTLAA.

H emopn pe 10 KTnviaTpikd QoproKenTIKO TPoidv Uropel emiong vo GUUPEL KOTd TOV XEPIGLO TOL VIO
ayoyn {oov.

Befarwbeite 611 10 onueio epappoyng oto {do cag dev givar mAéov eppavég mpwv va Epbete Eava og
EMOLPT LLE TO ONUELD EQAPHOYNG . X& avTO GVUTEPIAAUPAVETOL TO ayKAMAGHO TOV (MO 1 TO Hoipacio
Tov kpePatiov pe 1o {mo. Xperalovtol £0g Kot 48 dPEC Y10 VOL GTEYVAOOCEL TO GNUEIO TNG EPAPUOYNG,
oALG Ba etvar epeaves yo mePIoaOTEPO.

Edv eppoviotet avtiopaon tov déppatog, cupuovievteite aTpd Kat deiETE TOL TV GLOKEVAGIN TOV
KTNVIOTPIKOD QOPUOKEVTIKOD TPOTOVTOG.

AvBpwmot pe gvaicOnTo dEpUa 1| YEVIKE [LE YVMOGTH aAAEPYIQ, Y10t TAPASEIY LD O AL KTNVINLTPIKG
(QOPLOKEVTIKA TPOTOVTO OLTOV TOV TVOTOV, TPENEL VAL XEWPILOVTAL [LE TPOCOYN AVTO TO KTNVINTPIKO
QOPUOKEVTIKO TPOIOV OTMG emiong kot To. Bepamevpévo {oa.

AVTO TO KTNVIOTPIKO QOPUOKEVTIKO TPOTOV UTOPEL VO TPOKOAESEL EPEOIGUO TOV HOTIOV. X
TEPIMTOOT EMAPNG UE TO UATIOL, EETAVVETE AUECHOG TPOGEKTIKA LE VEPO.

AVTO TO KTNVIOTPIKO QUPUOKEVTIKO TPOIOV elval EmKivouvo petd amod kotdmoor). No UAAGGETAL TO
TPOIOV TNV aPYIKN CLOKEVAGIN UEXPL TN XPNOT], DOTE VO OTOPEVYETAL 1) AUECT TPOGPAOT| TOV
TOOIOV GTO KTNVIATPIKO POPUAKELTIKO TPoldv. H ypnoiporompévn mméta Tpénel va amoppinteTon
apéomc. Xe mepintmon mov Katd AaBog vapéel Kotdmoon, va avalntioete wtpikn Bondeio Kot va
eMOEIEETE GTOV 1UTPO TO ECMOKAEIGTO PVAAO 0OMYLDV ¥PNGEWMC | TNV ETIKETO TOL PUPIOKEVTIKOD
TPOIOVTOC.
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To kKNViaTpKd EAPUAKEVTIKO TPOTIOV eivarl e&aipetikd eDPAEKTO. Nt pUAAGGETOL LOKPLYL OO TN YES
0épurovong, omvOnpec, avolkty eAOYa 1| GALEG TNYEG avapAeénc. Xe TepinTtmon SloppPong Tov
KTNVIOTPIKOD QOPUOKEVTIKOD TPOTOVTOGC, Y10 TAPUSEIY I TAV® G TPUTELL 1] G€ EMPAVELD TOTOUOATOC,
OTOULOKPOVETE TO YOUEVO TTPOTOV e yopti kabaplotnTog Kot kabapiote TNV mepLoyn Le
OTOPPVTAVTIKO.

Eyxvuoovvn, yolovyio kKou yovipdtnta:

H ac@dieia Tov KTNVIATPIKOU QUPLOKEVLTIKOV TPOoidVTOog dev £xel amodetybel kotd tn didpketa g
KONoNG Kat TS Yolovyiag. Xp1oLOTOmGTE TO TPOIOV LOVO GUUPM®VO LE TNV EKTIUNOT] 0PEAOVGS
/kvdhvov amd tov vevBuvvo KTviaTpo.

AlMnAenidpaon pe GALO QOPUUKEVTIKG TPOTOVTO Kol QALEC Lop@EC aAANAETIOpACNC:

Agv glval yvoot Koo,

H fluralaner cuvééetar o peydlo Pabuod pe Tig TPMTEIVES TOV TAGGLOTOS TOV OHUATOC KO UITOPEL vaL
AVTOYOVIOTEL pe AL VYNANG GVUVOEGTC OPACTIKA GLUGTUTIKA OTTMOG TOL LT GTEPOELDN AVTIPAEYLOVDOON
oappaka (MEAD) ko v Bapeapivn, tapdywyo g kovpapivng. H endaon g fluralaner og
TOPOVGia KaPTPoPEVNG N fopeapivng 6To TAACHA TOL AiLATOC TOV GKOAOV OTIC HEYIOTES
OVOUEVOLLEVEG GUYKEVTPMGELG OTO TAAGUA, OEV PEIMGE TNV GOVOEST OTIG TPAOTEIVEG TOV TAAGUATOG TNG
fluralaner, tng xapmpoeévng N g Papeapivnge.

Koatd ) didpkela epyaotnplok®y Kot KAVIKGOV SOKIUOV TNV TPasén, dev mapatnpnonkoy
OAANAETIOPAGELG LETAED TOV KTNVINTPLIKOD POPUOKEVTIKOD TPOTIOVTOG KOL TV KTVINTPIKOV
QOPLOKEVTIKOV TPOIOVIWYV TOV XPNGLOTO00VTaL GUVHH®C.

Yrepdocoroyia:

"Exel amodeybel 1 acediein og veapég yateg niikiog 9 - 13 gfdopadmv kot Bapovg 0,9 - 1,9 xikdv
UETE 0O YOP1YNOT) VITEPSOGOAOYIOG £0C 5 POPES TN HEYIOTI GUVICTMOUEVT] OOCT) GE TPELS YOPTYNOELS
o€ CLVTOUOTEPO SLOCTHUATA 00 TA GLVIGTOUEVO (SraoTApoTo 8 fdouddnv).

H mtpécAnym amd To 6TOUA TOV KTNVINTPIKOD QOPUUKEVTIKOD TPOTOVTOC OTI| HEYIGTH GUVIGTOUEVT
3001 NTOV KOAG AVEKTN Ao TIG YATESG, EKTOG 0O KATOL0 ALTOTEPLOPIGLEVT GLEAOPPOLO. KOt frixa 1

ELETO QUECMG LLETA TN XOPNYTON).

Kipiec oovupatotnreg:
Agv glvar yvootn kapio.

7. Avem@opunrta copfavra

o
Toyvé. AvTidpacelg Tov dépUaTog oTo onpeio epapuoyng (6mwg
Epvnpuo, Kynopoc, Adonekio)”

(1 émg 10 Lo / 100 vrd Bepaneio

{oa):

Oy cvyva Mvikoc tpopog

(1 éog 10 {oa / 1.000 vro Oepaneioa | AndOen, Avope&ia
Cha): "Epetog, ZieAdppota.
[ToA¥ omavia Kvnopoc:

(<1 Lo / 10.000 vrd Bepaneia {oa, | Ata&io (EAAetym cvvioviopon), AKovclog puikdg
CLUTEPILAUPOVOUEVOV TOV OTOGUOG.
LELOVOLEVMV OVOPOPDV):

#Ameg kot Tapodicég
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H avagopd avemBountov coppdvrav sivar onuovtikn. Emtpénet m cvveyn mapaxorovdnon tng
aoPAAELNG EVOG TPOiOVTOG. Edv mopatnproete omoladnmote avemBountr evEPYELD, KOO KOl oV OgV
OVOPEPETOL OTO ECAOKAELGTO PVARO OONYIDY XPNONG 1) OUPIPAALETE VIO TNV ATOTELECUATIKOTITO TOV
QOPUAKOV, TAPUKOAEICOE VO EMIKOVMVIGETE, KATOPYAC, LE TOV KTNViaTpd coc. Mmopeite eniong va
OVOPEPETE OTOLAONTOTE AVETLOVUNTO GLUPAVTO GTOV KATOYO TNG ASELNG KUKAO(POPIOG
YPNOWLOTOLDVTOS TO GTOLYELD EMKOWVAOVIOG OTO TEAOG AVTOV TOL PUAALOV 0O YLDV YPNONG, 1| LECH TOL
£6vikov cog cvoTHuaTog avopopds: {oToygio eBvikod GLGTHUATOS OVAPOPAC).

8. Aocoloyia Yo ka0 £id0g, TPOTOS KA1 0001 YOP1YNONS

To eniyvon oe onueio (spot on).

To Bravecto npémel va yopnyeital cOLPOVO LE TOV TOpakdTo Tivaka (avtioTtotyel og pio d6om twv 40
— 94 mg fluralaner/kg couatikod Bapovg):

X OPOTIKO eprekTikoTNTO KO 0PLOPOS TOV TUTETOV TOL (OPIYOVVTOL
Papog g Bravecto 112,5 mg Bravecto 250 mg Bravecto 500 mg
yarog (kg)
12-28 1
>2,8-6,25 1
>6,25-12,5 1

T"a yareg pe copatikd Papoc peyorvtepo tov 12,5 kg, ypnoiponotote 1o cuvovacoud Twv 500
TRETOV OV ToPLdLovV o enakpiBdc 6To cOUATIKO Bdpoc.

H vrodocoroyia pmopel vo £xel G CUVETELN OVOTOTEAECLLATIKT (PTOT) KOl EVOEXETAL VO EDVOT|GEL TNV
avamTuén avOeKTIKOTNTOG.

9. Oonyieg Yo ™) 6OGTI| YOP1YNON

MéBodog yopriynong
Bijpa 1: Apéomg mpwv ) xpnon, avoi&te tov eoakeAioko

Kal apapéote Vv muréta. Popéote ydvto. o va

ovoiEETE TNV MMETA, KPATNHOTE TNV OO TN Pdom TG 1|

oo TO AVAOTEPO AKOUTTO TUNO TS KAT® amd TO IO ’@

oe opba Béom. To Tdpa Tpémel va TepioTpaPEl

0e€106TPOPA 1} APIGTEPOCTPOPA Y10, LLi0l TAT|PT) GTPOPT.
To ndpa Ba mapapeivel mhvo oty mréta, dev eivan
dvvatov va amopakpuvlel. H miméta ivon avorytn kot
éroun yio v epappoyn 6tav yivel acebntd 1o omdoipo
™mg oppayong.

\

Bipe 2: H ydta npénet va eivan 6pOa 1| EamAopévn pe tnv paym %
op6vtia yio evkoAn yopniynomn. TomoBetiote 10 dipo NG TUTETOC TAV® 1
o1 Pdon ¢ KePAANg TG YaTOC.

Bipa 3: ITiéote amodd v mméta Kot epaprocTe OAO TO TEPLEXOUEVO

angvbeiog Tavm 6to dépa. TG YaTag. To KTNVIATPIKO PAPUAKEVTIKO

npoiov wpémet va epapudletat oe yateg £0¢ 6,25 Kg copotikod Bapovg ]‘ )
o€ éva onueio otn Baomn TG KEQUANG Kol G€ YOTEC COUOTIKOD BAPOLG
peyaAvtepov and 6,25 kg og dbo onueia.

OePUTEVTIKO GYNLLOL
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IMo mpocPforég pe YOALOLS Kol KPOTMVEGS, 1) BVAYKT KOt 1] cuYvOTNTa TNS(TV) enavadepansiog(dv)
npénel va Pacileton og yvoudtevon enayyelpatio kot vo AapBaveTat vwdyn 1 TOTIKY ETONUIOAOYIKN
KaTAoTOOT Kol 0 TpOTOC dtoPicmwong Tov {mov.

I"oa 10 PEATIOTO EAEYYO TV TPOGROADY UE KPOTMVES KOl YWOAAOVC, TO KTNVINTPIKO QAPUAKEVTIKO
TPOloV TPémeL va yopnyeitan pe pecodoctpato 12 efoopddmy.

T v Bgpomeio Tov Tapacitdceny omd otk akapesa (Otodectes cynotis), npénet vo epapuoletan
pio pLovo 806N TOL KTNVINTPIKOD PAPLAKEVTIKOD TPOTOVTOG. Zuvictdton 1) xaveEétaon amd KTnviaTpo
28 nuépeg petd t Bepameia, enedn o€ kdmoto {da pumopel va amorteiton tepetaipw Oepaneia pe
KATO10 EVOAAAKTIKO KTNVIATPIKO POPUAKEVTIKO TPOTOV.

10. Xpovor avapoviig

Agv 1oyvet.

11. Ewwkég cuvOnkeg oatipnong

Noa purhdooeton og Béom, tnv onola dev PAETOVY ko dev mpoceyyilovv Ta Tadid.

To kviatpkd eappakevTikd ovtd Tpoidv dev amartel Wwaitepeg cuvOKeg Beprokpaciog yio Tnv
@OAaEN Tov. O1 mméteg TPEMEL VO, PUAAGGOVTOL GTIV EEMTEPIKT GLGKELOGIO Y10 VO TPOGTATELOVTOL
oo ATMAELD, TOV JADTN 1} TPOSANYN vypaciog. Ot pakeriokol Tpénet va, avoiyovtot HOVO aUECHC
TPV amod T YPNoN.

No pn ¥pno1onoteital avTo T0 KTNVINTPIKO QOPHAKEVTIKO TPOTOV HeTd amd TV nuepounvio Aéng
OV AVOYPAPETAL 0TI cvoKevacio uetd to Exp. H nuepounvia AMéewc copmintet pe tnv tedevtaio
NUEPOL TOV GLYKEKPILEVOL VAL

12. Ewwkéc mpo@urdéers amoppiyng

Ta papuake dev TPETEL VO OTOPPITTOVTOL HEGHD TOV AVUATOV 1) TOV OIKIOK®V AmoBANTOV.

To KTNVIATPIKO PUPUAKEVTIKO TPOTIOV dEV TPEMEL VAL EIGEPYETAL GTOV VIPOPOPO opilovta Kabmdg M
fluralaner evdéyetat vo eivor extkivouv yio ToVg 0oTOVELAOVE VIPOBLOVE OPYAVIGIOVG,.
XP1OLOTO|OTE TPOYPALLLOTO ETGTPOPTS PAPULAKOV Y10 TV ATOPPIYN LN XPNOLULOTo0Evimv
KTNVIOTPIKOV QOPUUKEVTIKOV TPOIOVIMV 1] GAADV VAIK®V TOV TPOEPYOVTAL OO TN XPTOT| TOVG
GOLPOVA LLE TIC TOTIKEG OTOLTIOELS KO LLE TVYOV 1oyvovTa g8vikd cuathpata cuALoYNS. Ta pétpa
VT OTOGKOTOVY GTNV TPOGTAGI TOV TEPPAAAOVTOC.

YvpPovievbeite Tov KTNVIATPO GOG 1| TOV PUPHOKOTOLO GOG Yot TOV TPOTO OTOPPIYTG TOV
YPNOUOTOINBEVTOV PUPUAK®V.

13. Ta&wvopnon TOV KTNVIOTPIKOV QUPRIKEVTIKOV TPOIOVTMV

Na yopnyeitor povov pe KINVIOTPIKT GUVTOYT).

14. ApuOpoi Gde10g KUKALOPOPLOG KUl GVGKEVUGIEG

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

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

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

Ka0e yaptvo xovuti mepiéyel 1 1 2 mmétec ko Eva (evydpt yavtio ovd miméta.
Mmropei va unv KokAo@opovV OAEG Ol CUGKEVAGIEC.

15. Hpepopnvia televtaiog avaBedpnong Tov UALOL 00N YLAOV YP1IoNG
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{HH/MM/EEEE}
Aemtopepeic TANpoPopieg Yia T0 v AOY® KTNVINTPIKO QUPUOKEVTIKO TPoiov gival dtabéoieg ot
Baon dedopévmv e EE yio to ktnviatpikd mpoidvto (https://medicines.health.europa.eu/veterinary).

16. ZXroygio emKkowoviag

Kdtoyog tne ddeoc kKukAoQopiac Kol GTOLYEIO ETKOWVAOVIOC Yo TNV ova@opd THovoAoyodUEVOV

OVETLOO UNTOV EVEPYELDV:

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

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

Peny06auka bBearapus
Ten: + 359 28193749

Ceska republika
Tel: + 420 233 010 242

Danmark
TIf: + 4544 82 42 00

Deutschland
Tel: + 49 (0)8945614100

Eesti
Tel: + 37052196111

EALada
TnA: + 30210 989 7452

Espafia
Tel: + 34 923 19 03 45

France
Tél: + 33 (0)241228383

Hrvatska
Tel: + 3851 6611339

Ireland
Tel: + 353 (0) 1 2970220

island
Simi: + 354 535 7000

Italia
Tel: + 39 02 516861

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 37094 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

Roméania
Tel: +4021 3118311

Slovenija
Tel: + 38516611339

Slovenské republika
Tel: + 420 233 010 242

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

Iopackevaotng LITEVOLVOC Y10 TNV ATEAEVOEPMOT TOV TAPTIOMV:
Intervet Productions

Rue de Lyons

27460 Igoville

ToAlio

17. Aldeg winpo@opisg

To KTNVIATPIKO PUPLOKEVTIKO TPOTOV GUVEICPEPEL GTOV EAEYYO TOV TANBVOUDV TOV YOAL®DV GTO
ePPAAAOV GE YDPOVS GTOVS 0TOT0VG EYovV TPAGPaoT o1 Bepamevopeveg YaTeG.

H évapé&n g dpdong mapatnpeitat eviog 12 opdv yia toug yoilovg (C. felis) kot evtdg 48 wpdv yio
Toug Kpotwveg (1. ricinus).
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OYAAO OAHI'TQN XPHXHX

1. Ovopocio ToV KTNVIOTPIKOD QUPUOKEVTIKOD TPOTOVTOG

Bravecto 150 mg/ml x6vig kot S10A0TNG Yo EVEGIHO EVOLMPTLLO Y10, GKOAOVG

2. 2ovleon

DrLoAIO10 g KOVLV:

DroAriolo drorvT:

AvoovotalLy svoumpnuo:

Ka0e praridlo mepiéyet: KaBe ml wepiéyet: KdaBe ml wepiéyet:
ApOoTIKO GLGTATIKO: "Exdoya.: ApooTiKO GLGTATIKO:
drovporavépn 2,51 g | Benzylalcohol 22,3 mg drovporavépn 150 mg
"Exdoya:
Benzyl alcohol 20 mg

Agvkn €m¢ avorym
Kitpvn kévig (ox6vn).

AlyEg £0G Ad1PAVES
TOYVPPEVLCTO OLAAV L.

Adropavig Aevkd £mg avorytod
KiTpvo, EAOPPAOS TOYOPPEVCTO

EVOLDPTLLOL

3. Eion {owv

Yx0A0L

4. OepomevTIKEg EVOEilelg
I'o v Bepoaneio tv Tpocfordv pe KpOT®VEG Kot YWHAALOVG GTOVG GKOAOVG,.

Av16 10 KTNVIOTPIKO QOPULOKEVTIKO TPOIOV Eivar £voL GLOTNUATIKO EVIOLOKTOVO Kol AKAPEOKTOVO TTOV
TOPEYEL:
- Gueon kat Tapapgvovoa Bavatnedpo dpdon otovg yorlovg (Ctenocephalides felis kot
Ctenocephalides canis) yio 12 pveg
- TOpapEVOVGSO Bovatneopo dpacT 6ToVg KPOTMVEG Ao TV 31 nuépa €mg 12 pveg petd and
™ Oepomeio yio Ixodes ricinus, Ixodes hexagonus, kot Dermacentor reticulatus
- mopapévousa Bavatneopo dpact 6Tovg KPOTMVEG amd TV 41 nuépa €mg 12 punveg puetd amo
™ Bepamneio yio Rhipicephalus sanguineus.

Ot YyOAAOL KO 01 KPOTMVEG TPETEL VAL TPOSKOAAN 000V 6TOoV EEVIOTN KOl VO 0pYIGOVV VA TPEPOVTAL Yid
va ektefovv 610 dpUCTIKO GLGTATIKO.

To KTNVIATPIKO POPUAKEVTIKO TPOTOV Uopel va ypnoipomomOel ¢ T, 0epamevTIKNG GTPATNYIKNG
Yo TOV EAEYYXO TNG OAAEPYIKNG atd WOAAOVG depuatitidag (AYA).

T'o v peimon tov kvdbvov poivveng amd tny Babesia canis canis péow petddoong and 1o
Dermacentor reticulatus and v nuépa 3 petd amd ™ Bepaneio yio émg 12 unqveg. H dpdon eivot
éupeon, opeiletal otny SpacTIKOTNTA TOV KINVIATPIKOD QOPUOKEVTIKOD TPOTOVTOG KATH TOV
Swprpacty.

To v peioon tov kvdbhvov porvveng and Dipylidium caninum péow petddoong amd to
Ctenocephalides felis yia éwg 12 pivec. H dpdon sivar Eppeon, opeidetat otnv SpactikdTnTo 10V
KTNVIOTPIKOD QUPLOKEVTIKOD TPOTOVTOC KaTd Tov dlafiPacty.

5. Avtevoeilelg
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No unv yp1oyLoTolEiTaL GE TEPMTMOCELG LAEPELAICHNGIOG GTO dPASTIKO GLGTAUTIKO 1| GE KATOL0 ol
Ta €KSoyal.

6. E10wkéc mposcidomonijoeig

Ewwéc mpoedonomoelc:

Ta wapdoita Yo va ektefodv ot @AovpaiavEP TPETEL VO ApYicCOVY VO TPEPOVTAL TAV®D GTOV
Eeviotn® Apa, dev UTTOPEL VO OMOKAEIGTEL EVIEADC O KIvVOUVOC LETABOONC TV UCOEVEIDY TOV
uetadidovrar amd mapdoito (cupmeptiapupavopusvov tov Babesia canis canis xkoi Tov D. caninum).

H doxonn xpnomn avIumapositikay 1 1 amokAivousa ypior oo Tig 0dnyieg mTov divovtat, dhvoTal va
QLENOEL TNV TEOT EMAOYNG TPOG AVATTVLEN AVOEKTIKOTNTOS KOt VoL 00N Y1|OEL GE HELOUEVT|
aroteleopatikotnta. H andpacn yia m ¢pnon Tov KTnviaTptkod GopLoKELTIKOD TPOIOVTOG TPEMEL VoL
Baciletar oty emPePainon Tov TAPACITIKOV £IG0VE Kol TOV POPTIOV, 1 TOL KIVOHVOL TOPAGITOOTG
e Baom Ta EMONUIOA0YIKA YOpOKTNPLOTIKG (AopPdvovTog vToyT 0Tt 1) ddpKeLn dPACTS TOV
TPoiovToC givarl 12 uiveg), yuo kabe (mo Eexmpiotd.

IIpéner va Aappdverar veoyn n mbavotnta dAia {da oty 1d1a okia va amotelobv eoTia
EMOVAPOADVOTG IE TOPACITA, KOl GE QUTH TPETEL VO, YOpNYEiTOUL 1 amapaitntn Oepaneio pe
EVOESEIYUEVO KTNVIOTPIKO QAPLLOKEVTIKO TPOTOV.

IS1aitepeg TPOELAGEELS Y10 TNV 00QaAT Yprion oTa gidn (hwV:

H acpdiein tov Tpoidvtog dev €xel a&ohoynel og orxdrovs pe Tpovmapyovca emdnyio. Eropévag,
VOl (PNGLOTOLEITAL LLE TPOGOYN GE ALTOVG TOVG CKOAOLG [E PAOT) TNV EKTIUNGT 0QPELOVS/KIvODVOL amd
Tov vevBuvo KInviatpo.

AOY® EAdetyng S100ECIUOV HEAETAOV, TO KTNVINTPIKO POPUOKEVTIKO TPOIOV dev TPEMEL VaL
YPNOLOTOLEITAL GE GKVDAOVG NALKIOG LIKPOTEPNG TV 6 UNVAOV.

ISwaitepeg Tpo@LAGEELG TOV Tpémet vo Aapufdvovtar amd To dToo Tov YopnYel TO KTNVINTPKO
QOPLOKEVTIKO TTPOidV og Lma:

"Exovv avaeepBel avtidpdoeig vrepevaictnciog otn lovparaviépn 1 o1 PeviAK aAKOOAN €
avBpamovg, o1 omoieg dOvatol va givarl coPapéc. Emiong, evoéyetatl va eueaviotodV avtidpacel; GTO
onueio g éveong. Otav yopnyeite oLTO TO KTNVINTPIKO PUPUOKEVTIKO TPOIOV TPENEL VO, AdpPaveTe
TPOPLAGEELS Yo TNV amoPLYN KaTd AdB0g avToéveong Kot EkBeong Tov dEpUATOG. e TEPITTOOT KATA
AdBog avtoéveong e avemBounto copPavta, avtidpdoelg vrepevatsnaciog 1 avtidpdoelg 6to onpueio
NG EVEOT|G, VO, EMKOIVOVIOETE LE 1TPO KaL VO EMIOEIEETE TNV ETIKETA 1] TO ECOKAEIGTO PVAAO 0ONYIDV
yphoewc. [TAvvete ta yépra petd amod tn ypnon.

AvT6 10 KTNVIOTPIKO QOPUOKEVTIKO TPOIOV TPEMEL VO, Yopnyeital LVo amd KTNVIATPOLS 1 vol
yopnyeital Vo TN oTEVN EMPAEYN TOLC.

Eykvpoosvn kot yolovyio:

H aopdAeio Tov kTnvieTpikod QopUOKEVTIKOV TPOTOvTog Oev £xel amodelyOel Katd T SihpKeLol TG
KONOoNG Kot TG Yalovyiag. TO mpoidv va xopnyeiTal LOVOV GOUPOVA LLE TNV EKTIUNCT 0PEAOVG-
KvdUVoL amd Tov vevhuvo KTnviaTpo.

AMnAenidpaon pe GAAN QOPUAKEVTIKA TPOTOVTO Ko AAAEC LOPPES OAMNAETIOpAGTG:

H gplovparavépn cuvdéetat o peydio Pabuod pe Tig mpoTeiveg TOV TAAGLOTOS TOVL OLLOTOG KOl UTOPEL
VO OVTAYOVIOTEL e GALD VYNANC GVVIESTC SPACTIKH CLGTATIKG OTTWS T, 1Y) GTEPOELON
avTIpAEYovadn edpuako (MEAD) kot ™ Papeapivn, Tapdymyo g kKovuapivie. H exdaon g
QAOVPOAOVEPTG OE TAPOVGIL KAPTPOPEVNS N Pappopivig 6TO TAAGHO TOV AOTOC TOV GKOAOL GTIg
UEYIOTEG OVOUEVOLEVEG GUYKEVIPMGELS GTO TAAGLLO, OEV LEIMGE TNV CUVOEST| OTIC TPMTEIVEC TOV
TAACUOATOG TNG GAOVPAAAVEPTG, TNG KOPTPOQEVNG 1 TNG Bappapivig. Katd tn didpreia kKAVIKOY
doKmv mediov, dev mapoatnpinkay aAANAemdpacelc HeTa&h TOL KTNVINTPIKOD QAPUOKEVTIKOD
TPOTOVTOG KOl TOV KTNVINTPIKAOV QUPUAKEVTIKMV TPOIOVIMV OV ¥PNCLLoTotovvIatl cuvibmg,
GUUTEPIAOUPBAVOLEV®V TV ELPOALACHOV.

Yrepdocoroyia:
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Metd amd vTodopla yopnynon 3 Katl S opég T cuVIcT®UEVT 0601 TV 15 mg elovparaveépn/kg
copatikov Bapovg kabe 4 unveg yio cuvorkd 6 d6oelg (Huépeg 1, 120, 239, 358, 477 xar 596) oe
VEPOLS GKOLAOVG NAIKIOG 6 UNVAV, TO Hovadikd gupnua oxeTilopevo pe ) Bepomeio meplopicTnke o€
SLOYKMGELG GTO GNUEID TNG £VECSTC 01 OTOIEG VITOYDPNCOV LUE TNV TAPOSO TOL YPOVOUL.

To dpaoTiKd cvoTaTiKO PAovpoiavEPT MTay KaAd avektd ota Collies pe avendpkeio og multidrug-
resistance-protein 1 (MDRL1 -/-) petd amd pia yopnynon and to otopa piog d6ong 3 popéc g
péytomc svviotopevng (168 mg/kg copoatucod Bdpovg). Acdopévov 6TL 1) LEYIGTY GUGTILLOTIKY
éxbeon otn elovparaviépn petd amd vwoddpia yopnyNnon dev givar VYNASGTEPT GE GVYKPION UE TN
YOPNYNON OO TO GTOLA, 1] VTOSOPLA EVEST) TOL KTNVIOTPIKOD QOPLAKEVLTIKOD TPoidvTog Bewpeital
ac@aing o€ MDR1(-/-) okdlovg.

Kvpiec acvuBototnrec:
Adyo EMAetyng HEAET®V aoVUPATOTNTOG, TO POV KTNVIUTPIKO QOPUUKEVTIKO TPOIOV €V TPETEL VO,
OVOUETYVOETOL LUE GAND KTNVIOTPIKE POPUAKEVTIKY TPOIOVTA.

1. Avem@opunrta copfavro

YKOAOL

2uyva (1 €w¢ 10 Coa / 100 vrd Bepameio {ha):

A1dykmon 6To onueio g éveong

Oy ovuyva (1 émg 10 Loa / 1.000 vid Oepameio {da):

Mewwopévn 6peén, Kénmon, Yrepoapikoi fAevvoyovol

[ToAb oravia (<1 Lwo / 10 000 vrd Bepameio (da, CVUTEPIAAUBAVOUEVOV T®V LELOVOUEVOV OVOPOPHV):

Mvikdc tpopog, Ata&io (EAlenyn cvuvtoviopon), Eracpol

"Pnhagntéc kavn epeaveic S10YKAOGELS, U1 GAEYHOVAODELS, |1 ETMSVVEC, TOV VIOYMPOVY aATd HOVES
TOVG UE TNV TAPOSO TOL YPOVOL

H avagopd averBountov coppdvrav eivar onuovtikn. Emitpénet m cvveyn mapakoiovdnemn tng
aoiAelng evog TPoiovtog. Edv mopatnpnoete omoladnmote avemBountn evEPYELD, KOO KOL OV OEV
OVOQEPETAL GTO ECOKAEIGTO PUALO 00N YLDV ¥PNoNG 1 OUEPAAAETE Y10 TV OMOTEAEGLLATIKOTITO TOV
QOpUAKOV, TAPOKAAEICOE VO EMIKOVMVNCETE, KATOPYAS, LE TOV KTNViaTpd coc. Mmopeite eniong va
OVOPEPETE OTOLAONTOTE AVETLOVUNTO GLUPAVTO GTOV KATOYO TNG ASELNG KUKAO(POPLOG
YPNOYLOTOIDOVTOS TO GTOLYELD EXMKOWVOVIOG GTO TEAOG AVTOD TOL GUALOVL 0O YLDV YPNONG, 1 LECH TOL
£0vikoD 60G GLOTANATOG AVOPOPGES: {oToLEln EBVIKOD GLGTHUATOS OVAPOPAC).

8. Aocoloyia Yo kKG0Og €id0g, TPOTOS Kl 0001 yopyNong

Ymodopia ypnion.

Xopnynote 0,1 ml avacvotabéviog evarmpnuatog avd kg copatikod Bapovg (toodvvapo pe 15 mg
@Aovporovépn ava kg copatikod Bapovg) vTodopla, Y. AVAUEST OTIG UOTAATES (poytoio.-
opomiatioin ¥dpa) Tov okvAov. ['a va vroAoyiotel pe axpifeia n d6on o okdrog mpémel va {uyileton
KT TN XPOVIKT GTIYUn TTov Oa Tov yopnynbein 66om.

H vrodocoroyio pmopel va, £xel 0C GUVETELN OVOTOTELECUATIKY YPTOT] KO EVOEYETOL VO EDVONGEL TV
avamTuén avOeKTIKOTNTOGC.

O mopokdto Tivakag uropel va ypnoipomombei wg 001yog yio T SocoAoyio:

SoUaTiKod Bapog Tov Abom Gg OYKO TOL AVOGLOTAOEVTOG
okvAov (Kg) gvauwpnuatog (Ml)
5 0,5
10 1
15 15
20 2
25 2,5
30 3
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35 3,5
40 4
45 4,5
50 5
55 5,5
60 6

YroAoyiote ) 86on avrtictoya Yo kOAoVG Tov Luyilovv Ayotepo and 5 kg 1 meprocdtepo amd 60

kg.

9. Odnyies Yo ™) c®GTI YopRyNoN

Avoo0oTocn TOV EVOIMPNUOTOS TPV ad TNV TPATH ¥PNoN:

Kavete avacvotacn 1 groidiov pe oxovn pe 15 ml diaivtn. o v avacvoetacn tov Tpoiovtog,
GUVIGTATOL 1 ¥PNOT LOG OTOGTEP®UEVNG Perdvag petapopdg 18 G kat piog amooTelpmuUEVNg
oupryyog 20 ml.

1.

2.

AVOKIVAOTE TO PLOAISI0 [E TN GKOVI AOVPOAOVEPTIG Y10 VO SIULGTACTOVV TUYOV
GLCCOUATOUATA TPV OO TNV AVAGVGTACT.

AvooTpéyte TO LOAIS10 TOV SLADTY TOVAGYLGTOV 3 POPES £WG OTOL TO TEPIEXOLEVO VL
elvat epeavdg opoloyevec.

Apyika gyyvote £o¢ kot 14 ml aépa pésa 6to Qraridio tov dtadvtn, o1 GVVEKELN
avappopnote 15 ml iahvtn and 1o erolidio (swdva A). Xto Qraridore wapsyetol
TEPLEGOTEPOG OLUAVTNG 0O AVTOV TOV ATONTEITOL Y10 TNV UVAGVGTOOT. ATOPPIYTE TO
QLOAD10 pE TO S1OAVT OV TTEPIGCEVE.

Ewodyete ™ Belova yuo v e&ayoyn aépa 25 G 610 dve pHéEPOC ToL PLaAdion [e T okdvn
@AovparavéPNG (kova B).

Evd eprotpé@ete To Qraridoo opriovria oto yépt 6ag, petapépete apyd to 15 ml tov
SLOADTN HEGO OTO PLOAIDIO UE TN OKOVI] PAOLPAAAVEPTS VIO VA S10GPOAIGETE TNV TANPN
dwaPpoyn g oxdvng (ewdva I).

r.

A B r

AoV &yel mpootebel 0 S1OADTNG, 0QOUIPESTE A0 TO PLAAISI0 UE TN OKOVI] PAOLPAAAVEPTS
™ Berdva yio v e€aymyn aépa kat ) Peddva petapopds. Amoppiyte Tig feAOVEC.
Avoxkiviote évtova o QroAidto yio TovAdyiotov 30 deutepOAETTU LEYPL VO OYNUOTICTEL Eval
KOAG ovapepelypévo evaiopnua. To avacvotabéy Tpoiov sival £va adlopavig Aeuko G
avoLyTo KITPIVO EAIQPADS TAYVPPEVCTO EVALDPTILLOL, TPOKTIKA ATOAANLYUEVO OO
GUGCOUATOLATA.

H nuepounvia ARENG Tov avaypdeeTol 6TV ETIKETA TOL YVAALVOL (LOALSTIOVL AVAQEPETAL
GT1 GKOVI GOLPOVO, LLE TT] GLCKEVOGTO TMOANONC. META TNV OVOGVUGTOGCT), TO EVOLMPTLLOL
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TPENEL VAL omoppLpbel EvTog 3 UnNvav amd TV NUEPOUN VI TNG AVOCDOTACNG. ZNUEIDCTE TNV
NUEPOUMVID, ATOPPIYNE TNV ETIKETO TOL YLAAVOL PLoAdiov.

M£00doc yopynonc tov ovocuoTadévtoc EVOLOPAULATOC GTOV GKUAO:

1. Tlpocdiopiote tn d60m ov Oa yopnynOei pe Pdon 10 couatikd BApoc Tov GKOHAOL.

2. XpnowomomoTe P amooTEP®UEVT GUPLYYO. KOl pio amootelpopuévn Perdva 18 G yuo
xopfiynon.

3. H oxovn phovporovépng Bo dtoywpiotel amd To Evaidpnpa Katd Ty mapopovn tov. [pv
amd kabe ypnon, avaKvioTe £VTova To avacuoTadéy elaAido yio 30 devutepoienta MOTE va.
emtevyBel £va OpLOOLOPPO EVOLDPTLLOL.

4. Evdéyetal va givor amopaitntn n £yyvon aépa LEG 6TO PLUAIdI0 TPV amd TNV AMym g
doomnc.

5. T va datnpnBel n opoloyévela ToV EVOMPHHOTOS KL 1] XOPYNoN TNG 000G VoL Yivel Le
akpifeta, 1 060m TPEMeL va yopnyeitan vidg meEPimov 5 AeMTAOV PETA IO TNV OvVaPPOPNOT TNG
oT1| GUPLYYE XOPTYNONS.

6. Xopnynote 10 TPOIOV LE VTOSOPLN EVEST], .Y, OTI PAYLOIO-OUOTAOTIOIC XDPO.

Mnyv Tpundte T0 TOU EIGYDPNOTS TOV PLOASIOV TOV TEPLEYEL TO AVACVOTADEY EVOLDPTLLOL
ePLcOTEPES Ao 20 QopEc.

IMo v avachoTaoT Tov EVaIOPNHOTOS ApoD £XEL KATOKAOIGEL, aVOKIVAGTE £VTOVa TO PLOAISLO Yo
TovAdytotov 30 devteporenta yio vo. emttevyBel Eva OLOIOLOPPO EVOILDPTLLAL.

Bepamevtikd oy

IMa mpocPforég pe YOALOLS Kot KPOTWVEG, 1) OVAYKT] KOL 1] GLYVOTNTA TNS(TOV) EXAVIANTTIKNC(MV)
Oepancioc(®v) mpénel va Paciletor 68 YVOUATEVOT EMOyYEALATIO KAl VO ACUBAVETOL VITOYN 1) TOTIKN
EMONUIOAOYIKT| KATAGTAOT Kot 0 TpOTog dtafimong tov {dov. H Oepameia pe autd to KTNviaTpikod
QOPUOKEVTIKO TTPOTOV £ival SUVATOV Vo EEKIVE OTOLOONTOTE XPOVIKY GTIYLN| TOV £TOVG KOl UTOPEL VoL
ouveyileton xwpig draxomn. Avatpéste eniong oy Tapdypapo «E1dkég Tpogdomo LS.

10. Xpovor avapoviig

Agv 1oyvet.

11. Ewwkég cuvOnkeg owatipnong

Na pvidooetar o€ Béon, v onoia dev PAETOLY Kot dev mpooeyyilovy Ta mad1d.

AVTO TO KITNVIITPIKO QUPUAKEVTIKO TPOIOV COLLPM®VO LE TI CLOKELOGIN TOANONC OV omattel
Wwitepeg cuvinkeg Beppokpaciog yio T eOAAER TOV.

Metd v avacvotaon, va puAdcocetal o€ Beppokpacio pkpdotepn tov 30 °C.

No pn ¥pNoILoToteital aVTo TO KTNVITPIKO QOPHAKEVTIKO TPOTOV LETd TV nuepounvia AEng mov
avaypaeetal oty eTikéta petd to Exp. H nuepounvio AnEemg cuumintel pe v televtaio nUéPa Tov
GUYKEKPYEVOL U VOL.

Avdprera Long HeTd TNV AVOGVGTOOT] TOV EVALOPTLATOS COLO®VO UE TIG 00Nyieg: 3 Pnveg.

12. Ewwkéc mpo@uidcers amoppiyng

Ta papuoke dev TPETEL VO OTOPPITTOVTOL LECHD TOV AVUATOV 1) TOV OIKIOK®V AToBANTOV.

AVTO TO KTNVIOTPIKO POPUAKEVTIKO TPOTOV OEV TPEMEL VAL EIGEPYETAL GTOV VOPOPOPO opilovTa Kabmg
1N eAoLPAAVEPT EVOEXETAL VAL EIVOL EMIKIVOVVT Y10 TOVE 0GTOVOILAOVE VIPOPLOVE OPYOVIGLOVG.
Xp1OYLOTOOTE TPOYPAULUOTO ETGTPOPTC POPULAK®OV Y10 TNV ATOPPIYN U1 XPTCLOTO0EVTOV
KTNVIOTPIKOV QUPHOKEVTIKMVY TPOIOVIAOV 1] GAL®Y DAK®V OV TPOEPYOVTOL 0T T YP1OT| TOVG
GOLPMOVA LLE TIC TOTIKEG OTOLTNOELS KO LLE TVYOV 1oyvovTa g0vikd cuathpata GuALOYNS. Ta uétpa
OVTA ATOCKOTOVV GTNV TPOGTAGIN TOL TEPPAALOVTOC.
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13. Tagwvopnon TOV KTNVWWTPIKAOV QUPILIKEVTIKAOV TPOIGVTOV

Noa yopnyeitor LOVoV e KINVIOTPIKT GUVTOYTY].

14. ApuOpoi doc1og KUKAOQPOPING KOL GUGKEVUGiEG

EU/2/13/158/032-035

Kabe yaptvo xovti mepiéyet 1, 2, 5 1 10 guoridio(a) pe okdvn, elarioto(a) Stodvtn(dv) Kot
oamootelpopévn(eg) Perdva(eg) yio Ty eEaywyn aépal.

Mmropel va v KukAo@opodV OAEG 01 GLOKEVAGIES.

15. Hpepopnvia terevToiog avade®@pnons Tov QOALOL 00YLAV YPNONS

{HH wivog BEEE}

Agntopepeic TANPOQOpPIES Y1t TO €V AOY® KTNVIATPIKO QOPUAKEVTIKO TPoldv eivar dtabéoieg otn
Bdon dedopévmv g EE yio to ktnviatpikd mpoidvro (https://medicines.health.europa.eu/veterinary).

16. Xrtoyscia emkowvoviog

Kdtoyog tne ddeoc kKukAoQopiae Kol GTOLYEIO ETIKOWVAOVIOC Yo TNV ovaopd THovoAoyodUEVOV
OVETOO UNTOV EVEPYELDV:.
Intervet International B.V., Wim de Korverstraat 35, 5831 AN Boxmeer, OALavdio

Belgié/Belgique/Belgien Lietuva

Tél/Tel: + 32 (0)2 370 94 01 Tel: + 37052196111
Peny6.anka Bbarapus 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 Norge

Tel: + 37052196111 TIf: + 475554 37 35
EALGO0 Osterreich

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

Tel: + 34 923 19 03 45 Tel.: + 48 22 18 32 200
France Portugal

Tél: + 33 (0)241228383 Tel: + 351 214 465 700
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Hrvatska
Tel: + 38516611339

Ireland
Tel: + 353 (0) 1 2970220

island
Simi: + 354 535 7000

Italia
Tel: + 39 02 516861

Kvnpog
TnA: + 30210 989 7452

Latvija
Tel: + 37052196111

Romania
Tel: +40 213118311

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

ITopackevootc vrevhuvog yia TV aneAevfipmon TV TaPTIOWV:

Vet Pharma Friesoythe GmbH, Sedelsberger Strasse 2-4, 26169 Friesoythe, I'eppavia

17. Aldeg minpooopicg

To KINVIATPIKO PAPUAKEVTIKO TPOIOV GUVEICPEPEL GTOV EAEYYO TV TANOLOUDOV TOV YOAAL®OV GTO
TEPIPAALOV GE YDPOVS GTOVG OTTOTOVS £XOVV TPOGPACT 01 LITO YWY GKOAOL.

O1 kpotoveg I. ricinus ko D. reticulatus mov vdpyovy 116 6tov 6KOAO TPV amd TN YOPNYNOT TOL
KTNVILTPIKOD POPUAKEVTIKOD TPOidVTOg oKoTdvovTal péoa og 72 dpeg. Ot kpdtmwveg R. sanguineus
OV VIAPYOVVY MO GTOV GKVAO TPV Atd TN YOPTYNOT TOL KTNVINTPIKOD QOPLOKEVLTIKOD TPOIOVTOC
oKoT@VovTol HEca o€ 96 dpec. Ot veosppaviLopeVol KPOTOVEG CKOTAOVOVTOL HEGH o€ 48 DPES amd TV
TpmTN efoopada Emg ko 12 punveg petd omd ) Oepameia.

Ot yoALol TOV LILEPYOLY 11O GTOV GKOLAO TPV OO T XOPYNON TOV KTNVIOTPIKOD PUPHOKEVTIKOV
TPO1oVTOC oKoTOVOoVTal PéEca o€ 48 mpeg. Ot veogupaviLopevol YHAAOL GKOTMOVOVTOL UEGO GE 24 DPEC
amd Vv TpdTn gfdopdda Emg Kot 12 prveg petd and  Bepaneio.

Oa cvumeptinedei kwdkdg QR mix.bravecto.com
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