ITAPAPTHMA 1

IEPIAHYH TON XAPAKTHPIZTIKQN TOY IIPOIONTOX



1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Bravecto 112,5 mg poacopeva diokia yio moAd pikpovg okvrovg (2 — 4,5 kg)
Bravecto 250 mg pacopevo diokia yio pkpovg okdiovg (>4,5 — 10 kg)
Bravecto 500 mg pacmpeva diokio yio pecaiov peyédovg oxdrovg (>10 — 20 kg)
Bravecto 1 000 mg pacoueva diokia yio peydlovg okdrovg (>20 — 40 kg)
Bravecto 1 400 mg pocopeva diokia yio moAd peyalovg okviovg (>40 —56 kg)

2. NOIOTIKH KAI IOXOTIKH XYNOEXH

APUGTIKO CVGTUTIKO:
Kd&0e poocopevo diokio mepiéyet:

Bravecto pac®peva dioKia Fluralaner (mg)

v TOAD Hikpovc okdAovg (2 — 4,5 kg) 112,5

Yo kpovg okbiovg (>4,5 — 10 kg) 250

v pecsaiov peyébovg oxvrovg (>10 — 20 kg) 500

Yo peydiovg okvAovg (>20 — 40 kg) 1 000

Y100 TOAD peydAovg okvrovg (>40 — 56 kg) 1 400
"Exdoya:

IowoTiki] 6VVOEGT EKOOYMV KUl GAL®V GCVGTUTIKAV

Pork liver flavour

Sucrose

Maize starch

Sodium lauryl sulfate

Disodium pamoate monohydrate

Magnesium stearate

Aspartame

Glycerol

Soya-bean oil

Macrogol 3350

Moodpevo d1oKio avoryTold £mG GKODPOL KAGTUVOD YPOUATOG IE Agio 1] EAAPPA TPAYLE ETUPAVEL KoL
KUKAMKO oynpa. Mmopel va eival opatég KATOES YPOUUDGELS, KNAISEC 1] Kot ToL 00O.

3. KAINIKEX IIAHPO®OPIEXZ

3.1 Eiom {oov

XKOAog

3.2  OgpamevTikég gvocitelg Yo ka0e gidog {@ov

IMa v Bepaneio TV TPOoPordV e KPOTMVES Kl YOALOLG GTOVG GKOAOVC.

Av16 10 KINVIOTPIKO POPUOKEVTIKO TPOIOV Elval £vol GLGTNUATIKO EVIOHOKTOVO KOl AKAPEOKTOVO TTOV
TOPEYEL:



- Gueon kot mopapévovsa Bovatneopo dpdor otovg yoriovg (Ctenocephalides felis) yio 12
ePdoudoeg,

- GQuEoT Kot TpapEVOLGo. Bavatneopo dpdor 6Tovg kKpdtmveg Yo 12 efdopddeg yia Ixodes
ricinus, Dermacentor reticulatus ko D. variabilis,

- Gueon kot mopapEvovsa Bovatneopo dpdor 6Tove KPATOVEG Yo 8 EBOoAdeS yia
Rhipicephalus sanguineus,

- mapopévovcsa Bavatneopo dpdorn otovg Kpdtwveg amd 7 nuépes Eog 12 gfdopddes petd and
Oepaneia yio Ixodes hexagonus.

O1 yOAAOL KO 01 KPOTMVES TTPETEL VO TPOSKOAANO0UV 6TOV EEVIGTN KO VA, apyiGOLY VO TPEPOVTUL Y10l
va eKTEBOVV GTO OPUGTIKO GLGTUTIKO.

To kviatpkd papuokeLTkd TPoidv uropel va ypnoomombel g Tppo BepUmELTIKNG GTPATNYIKNG
Yo TOV EAEYY0 TNG OAAEPYIKNG amtd YOAAOLG depuatitidog (AVA).

IMa v Bepaneio g depodkwong Tov Tpokaieital amd to Demodex canis.
IMa v Bepaneio ¢ Tapacit@ons ond capKoOTTIKY yopao (Sarcoptes scabiei var. canis).

T v peioon Tov kvdvvov poéAvveng and v Babesia canis canis PG PETASOONC 0 TO
Dermacentor reticulatus Yo €¢o¢ 12 eBdoudoeg. H dpdon eivon Eppeon, opeiietor oty SpacTikoOTnTa
TOV KTNVIOTPIKOD QUPLOKEVTIKOV TPOIGVTOG KATE TOV QOpEQ.

I'a v peioon tov kvdvvov poivveng ond Dipylidium caninum pécw petddoons and to
Ctenocephalides felis yia éo¢ 12 gfdopddec. H dpdon eivon éupeon, opeiletar 6ty dpacTIKOTNTO TOV
KTNVILTPKOD QOPUOKEVTIKOD TPOIOVTOG KATE TOV POPEQ.

3.3 Avrevoeigeg

Na Unv ypnoLOTOIEITAL GE TEPIMTMCELS VIEPELAITONGING GTO SPAUCTIKO GLGTATIKO 1 G€ KATO10 OO
T0, £KS0Y0.

3.4 E0Kég TPOELOOTOU|GELS

Ta tapdotta yio va ektebovv ot fluralaner wpénet va apyicovv va tpépovtal move otov EEVIoTY|, apa
dev umopel va omokAEIGTEL EVIEADC 0 KIVOUVOC LETAd0ONS TV achevEIDY TTOV peTadidovTaLl amd
napdoita (cvumepiappavouévov tov Babesia canis canis ko1 D. caninum).

H doxomn ypnon avimepasttikdv 1 1 amokiivovsa yxpiomn ard Tig 0dnyieg wov divovton oty IIXI1T
dvvatal va avENCEL TNV TEST] EMAOYNG TPOG AVATTLEY OVOEKTIKMY GTEAEYMV KOl VO, 001 YNOEL OE
HEI®PEVT amoTeAesoTkOTNTO. H amdgaom yio T ¥p1ior Tov KINVIATPIKOD (pOPUOKEVTIKOD
poidvTog, Yo ke (do Eexwpiotd, mpénel va Paciletol otnv eniPfefainon Tov TopactTiKod 100Vg
KoL TOV POPTIOL, 1 TOV KIvdOVOL TaPpAciT®ong Le PAon Ta EMONUIOA0YIKA YOPUKTPIOTIKA.

[Ipénel vo AouPavetor vadyn n mbavomra G {do oty 0o owkia vo aroteloy eotia
EMOVOUOADVOTG UE TOPAGLTA, KO GE OVTEG TIG TEPMTMOCELS TPEMEL VAL YOPTYELTAL 1) OapaitnTn
Oepomeio [e EVOESEYHEVO KITNVIATPIKO QAPUOKEVTIKO TPOTIOV.

3.5 Idwitepeg mPpoPUAAEEIS KATA TN Y p1joN)

[S1aitepec TPOPLAGEELC Y10 TNV ac@oAT ¥p1ion ota 16N Chmv:

Noa ypnolomToteitol Le TPOGoYN 6€ GKLAOVG LLE TPOLTAPYOVCH ETANYiaL.

Aoy EAdelyng S100EG1IUMY LEAETAOV, TO KTNVIATPIKO POPLOKEVTIKO TPOTOV OEV TPEMEL VO,
YPTOULOTOLEITAL GE VEAPOVG GKLAOVG NAKING HKPOTEPNG TV 8 gfdopadmv kol /M oe oKOAOVG pe
oouUatKd Bapoc Mydtepo TV 2 KIADV.

To KTNVIATPIKO QUPLAKEVLTIKO TPOTOV OV TPEMEL VAL YOPNYEITAL GE SLUGTNLATO UIKPOTEPQ TOV 8
eBooUdd vV yati Oev €xel €EETAGTEL 1] ACPAAELN Y10 LIKPOTEPQ OLOGTALLATO.




Idwitepec mpouAGEeIc oL pémel va Aapufdvovtol amd To GTOUO TOL YOPNYEL TO KTNVIATPLKd
QOPUOKEVTIKO TTPOidV og Lma:

Noa pUAACCETAL TO KTNVIOTPIKO QUPUOKEVTIKO TPOIOV GTNV aPYIKN] CLGKEVAGIO UEYPL TN XPNOT, DCTE
Vo amoPeVYETAL 1] AUEST] TPOGPOCT) TOV TOSUDY GTO KTIVIATPIKO QOPUUKEVTIKO TPOTOV.

"Exovv avaepbei aviidpdoelg vrepevaiodncioc oe avBpdmovg.

Mnv 1pite, mivete 1| KOmviLeTE GTAV YPNCIUOTOLEITE TO KTNVIUTPIKO QAPUAKEVTIKO TPOTOV.

ITAOveTE TaL XEPLO TPOGEKTIKG [LE GUTOVVL Kot VEPO OUECHE LETE TN XPTOT TOL KTNVINTPIKOD
QOPUOKEVTIKOD TTPOTOVTOC.

[dwaitepeg TPOQLAGEELS Y10 TNV TPOCTAGION TOV TEPPAAAOVTOC:
Agv 1oyVeL.

3.6 AvemOvunta coppavra

XkOAog:

Soyva Tlaotpeviepucég emdpaoeig (0nwg Avopeia, Ymepfoikn

(1 ¢ 10 Cha / 100 vid Ocpaneia. | CEMOPPOIC, Atdippotet, Eyietog)™

{oa):
[ToAv ondvia AnbBapyoc

(<1 Lo / 10 000 vrod Bepancia {oa, | Mvikdg tpouog, Ata&io, ETacuol.
GUUTEPIAAUPAVOLEVDV TWV
HUELOVOUEVOV AVAPOPDV):

#Ameg kon Tapodikéc

H avapopd avembountov cuoppdviov sivar onupovtikni. Emttpénet ) cvveyn topakoilovdnon g
0oQAAELNG EVOC KTIVIATPIKOD PAPLOKEVTIKOD TPOTIOVTOC. Ol avapopEg TPEMEL VO, ATOGTEAAOVTOL, KOTA
TPOTIUNOT LEG® KTNVIATPOL, £iTE GTOV KATOYO TG GOELNG KuKAoQOopiag ite otnv eBvikn apprddla
apyn LEC® TOV €BVIKOV GUGTAUATOG OVOPOPAC. AVATPEETE EMIONG OTNV TOPAYPOPO «ETOLYEIN
EMKOVMVING» TOL PUALOL 00T YLDV YPNONG.

3.7 Xpion katd TV KON61), TN Yorlov)ia 1] TNV MOTOKId,

H acpddeia Tov kTvaTpikoh QOpHOKEVTIKOD TPOIOVTOG £XEL amodelyOel 68 GKOAOLE OvVaTAPAY®YNC,
6€ GKOAOVG KOTA TN SLdpKEL TNG KONoNG Kot TNG Yadovyiag. Mropel va ypnoipononel o€ ordAovg
OVOTOPOY®YNGS, 6€ CKOAOVE KATA TNV S1dpKEL TG KOOGS Kot TG YOAOLYIaG.

3.8  Alinlermiopaon pe GAAo QUPRAKEVTIKG TPOIOVTA KO AALES pOPPES aAANAeTidpaong

H fluralaner cuvdéetan o€ peyddo Pabud pe Tig TpOTEive TOL TAAGLOTOC TOV OHUATOS KoL LITOPEL va
AVTOYOVIGTEL HE AL VYNANG GUVOESNG OPACTIKA GLGTATIKA OTIMG TA [11] GTEPOELON AVILPAEYLOVAOON
oappaxa (MEZAD) kot v Bapeapivn, mapdywyo g kovpapivng. H endaon g fluralaner og
TOPOVGI0, KOPTPOPEVNG 1 Pap@apivig 6TO TAGGHO TOL GUNTOS TOV GKOAOD GTIC UEYIOTEG
OVOIEVOUEVEG CUYKEVTPMGELS OTO TAAGLO, OV UEIMGE TNV GUVOEST| GTIG TPAOTEIVES TOV TAAGLOTOC TNG
fluralaner, tng xaprpo@évng N tng Papeoapivige.

Kotd ™ didprela KAWIK®V SoKIumv oty Tpdén, dev mapotnpnonkay aAiniemidpdoeic peta&d Tov
KINVIOTPLIKOD QPOPUOKEVTIKOV TPOTOVTOG KOl TOV KTNVINTPIKOV QAPHOKEVTIKMOV TPOTOVIOV TOL
YPTOLLOTOL0VVTOL LV OWG.

3.9 Odoi yopnynong ko d0c0royia

T"a xprion amod to otoua.



To KTNVIATPIKO PUPHAKEVLTIKO TPOTOV TPEMEL VA, YOPNYEITAL GOUPMVA, LLE TOV TAPUKAT® TIVOK,
(avtioToyel oe pio 060om TV 25 — 56 mg fluralaner/kg copaticon Bapovg péca og éva e0pog Bapoug):

YONOTIKO eprekTikOTNTO KOl 0plOpRdg TV S1oKi®MV OV JopyovVTIL
papog Tov Bravecto Bravecto Bravecto Bravecto Bravecto
okvrov (kg) | 112 5mg 250 mg 500 mg 1 000 mg 1 400 mg
2-45 1

>4,5-10 1

>10-20 1

>20—40 1

>40 — 56 1

Ta pacopeva dokio dev Tpémel va omdve 1 vol SLotpovvTaL.

IMa oxdrovg pe copatikd fapoc peyardtepo TV 56 kg, ypno1onoote ToV GUVOVAGHO TV dVO
dtokiv Tov Toupldlovy mo ETuKPPOS 6TO COUATIKO BAPOC.

H vrodocoloyia umopel va €€l G GUVETELN AVOTOTEAECUATIKN ¥PNON Kol EVOEYETOL VO EDVONGEL TNV
avémtuén avlekTikdTrags.

Méb6odog yopfiynong

Xopnynote To KTNVIATPIKO QOPUOKEVTIKO TPOTOV KOTd 1| TEPITOL KOTA TOV YPOVO TOV YEVLOTOG.

To pacopevo diokio eivat KaAd amodeKTO amd TOVE TEPIGGOTEPOVS GKVAOLS. Edv 10 diokio dev yivel
amodeKTod Ao ToV GKOAO, Umopel eniong va d00ei pe tpoen 1 anevbeiog péca oto otopa. Katd
YOPNYNON, 0 GKOAOG TPETEL VOL Elval LITO EMLTIPNOT MOTE Vo, enPePormbel 6TL To diokio €xet
Kortamodel.

Oepomevtikod oynuo

IMao mpocPolég pe YHOALOLS Kol KPOTMVES, 1) AvAYKN KOl 1] cuyvoTNTa TNG(TeV) enavadepansiog(mv)
npénel va Pociletal o yvopdtevon exayyeApatio Kot va AapuBavetal vadyn 1 TOmIKT EMONUOAOYIKY
KOTAGTAOT Kol 0 TPpOTog dtafimong tov {mov.

T to BEATIOTO €AEYYO TOV TPOSPOADY e YOAAOVC, TO KTNVIOTPIKO PUPLOKEVTIKO TPOIOV TPETEL VOl
yopnyeiton pe pecodiaoctipota 12 efdouddmv. I'a 1o BEATIOTO EAeY)0 TV TPOGPOADV LE KPOTMVES, O
xPOVOG TG emavaAnyng g Bepoameiog eEapTdton amd To €100g TV KPOTOV®V. AvatpéETe otV
Tapaypaeo 3.2.

T ™ Bepaneio TV mapacitd@oemy and to dkapt Demodex canis, TPETEL Vo, Yopnyeitol pia pLovo
3001 TOL KTNVIATPIKOD QOPUAKEVTIKOV TPoidvtos. Eneidn 1 depodrkmon givor molvmopayovtikn
vdG0G, GuoTivETaL va Yivetal eniong KatdAAnAn Bepaneio onolocdnTote AANG vokeipevng vOGOV.
I'a ) Bepaneio TOV TAPACITOGEDV 0O GAPKOTTIKN WOpa (Sarcoptes scabiei var. canis), Tpémel vo,
yopnyeitar pio LOvVo 6061 TOV KTNVIKTPIKOD QOPUAKEVTIKOD TPoiovTog. H avaykn kot n cuyvotnta
enovobepomeiog TPEMEL va YIVETAL GOUPOVO LE TN CUUPOVAT TOV KTNVIATPOL TOV GLVTOYOYPUPEL.

3.10 Xvprtopote vIEPSOGOA0YING (KUl KOTA TEPITTMO, HETPA AVTINETOTIGNS KOL AVTIOOTA)

Agv mopatnpnnkoy avemBountec evépyeteg Letd and xopnynon amd T0 GTOLO GE VEAPOVS GKOAOVG
niwiog 8 — 9 gfdopadmv xar Bapovg 2,0 — 3,6 KAV vtepdocoroyiog £0G S POPES TN UEYIOTN
cuviotopevn oo (56 mg, 168 mg kon 280 mg fluralaner/kg copatikov BAPovg) oe TPELG XOPTYNOELS
€ CLVTOUOTEPO SLOCTILLOTA OO TO, GLVICTAOEVO (dtaoThpoTe 8 EfOOUAd®V).

Agv vmp&ay EVPNLLATO Y10, TV OVOTOPOYMYIKH IKAVOTNTO KoL EDPTLOTA Y10, ETPLVAAEELS Y10 T
Blocipwdmra tov anoyovov dtav 1 fluralaner yopnynnke omd 1o otoU0 68 GKOAOLS TNG PLANG Beagle
0€ VIEPOOGIEC £mC 3 PopPEC T LYot cuvicTOueVT 0001 (¢ 168 mg/kg copatikov Bdpovg
fluralaner).

To kNviaTpikd PapUaKeLTIKO TPOTOV Yo KoAd avektd ota Collies pe avendpkela o€ multidrug-
resistance-protein 1 (MDR1 -/-) petd amod pio yoprynon amnd 1o otopa piog 06ons 3 opég g
ocuviotopevng (168 mg/kg copaticon Bapovg). Aev mapotnphOniay KAMVIKE GCOUTTOUOTO
oyetiloueva pe v Oepameio.



3.11 Ewdwoi wepropiopoi ypriong Kot E01KES 6vvONKeg (prions, copreprtiopufavopéveov
TEPLOPLOGUAV GTI| YP1]OT] UVTIHIKPOPLOK®V KO AVTITOPUCLTIKAOV KTIVIUTPIKOV
POUPRUKEVTIKAV TPOTOVIOV TPOKELUEVOV VO TEPLOPLOTEL 0 KIVOVYOS UVATTLENG AVTOYNS

Agv 1oyVet.
3.12 Xpoévor avopovig

Agv 1oy0eL.

4. OAPMAKOAOTI'IKEEX TIAHPO®OPIEX
4.1 Kmowdég ATCvet: QP53BE(02
4.2 @oppoKodLVOULKI)

H fluralaner givot axopgoxtovo kot evtopoktovo. Eival anotedespotikn Evavit Tov kpotovev (Ixodes
spp., Dermacentor spp. ko1 Rhipicephalus sanguineus), tov yOhov (Ctenocephalides spp.), tov
axapewv Demodex canis ko1 TNG COPKOTTIKNG Wdpag (Sarcoptes scabiei var. canis) 6tov 6KOAO.

H fluralaner pewwvet tov kivovvo porvvong and Babesia canis canis p€cm G LETAO00NG OO TO
Dermacentor reticulatus engidn oKOTMOVEL TOVG KPOTOVEG LESA o€ 48 dpeg, Tptv va cupuPel petadoon
™G vOGOov.

H fluralaner pewwvet tov kivovvo porvvong and D. Caninum péc® g HETAO0ONS antd TO
Ctenocephalides felis eme101] 6KOTOVEL TOVG YOAAOVG TTPLY VA GLUUPEL LETAGOON TNG VOGOU.

H évapén g dpdong mapatnpeitor evidg 8 mpdv amd v tpockdiinon tov yoriov (C. felis) kot
€v10G 12 opmdV omd TNV TPOGKOAAN G TOV KPOTOVOV I. ricinus Kol vTOg 48 mpdV Y10, TOVG KPOTWVEG
D. reticulatus. H évop&n g axoapeoktdvov dpaonc Evavtt TV Kpotovev I. Hexagonus €xel
amodelyOel 7 nuépec petd tn Bepameio.

H fluralaner &gt vynAn SpaoTIKOTNTA EVAVTL TGV KPOTOV®V Kol TOV YOAAWOV pe TNV Ekbeon HECH NG
TPOONG, ONAAON VoL GUCTNUATIKA dPAGTIKT GTO TOPAGLTO GTOYOG.

H fluralaner givat évog 1oyvpdg avaoToALng LEPOY TOV VEVPIKOD GUCTHUATOS TV 0pOpoTddmY
SPAOVTOG OVTAYOVIGTIKH GTOVG GLUVOETO-eEAPTOUEVOVG dladAoVG YAwpiov (GABA-vmodoyeic kot
YAOLTOULIKOVS VTLOSOYELS).

e poplokéG on-target LEAETEG GTOVG VTOJOYEIG TOL Y-aptvofovtupikov o&éog (GABA) tov eviopwmv
WoAROG Ko poya, 1 fluralaner dev emmpedletor amd v avOEKTIKOTNTA GTNV SLEAdPIVY.

Xe in vitro Prodoxpég, 1 fluralaner dev emnpedletat omd TV amodederyévn avOekTIkKOTNTA OTN TPAEN
EVOVTL TOV QIOVOV (KPOTMVES), OPYOVOPOGPOPIKMY (KPOTMOVES, OKAPEN), KUKAOIIEVIOV (KPOTMVEC,

WYOALOL, HOYEG), LOKPOKVKAIK®V AakTtovav (Boidocia yeipa), patvurmvpalordv (kKpdtwves, yoArot),
Beviopatvuiikdv ovpldv (kpdtmveg), Tupedpoelddv (KpOTmVES, aKape) Kot KOPPadtK®dv (aKApER).

To KNVIATPIKO POPUAKEVTIKO TPOTOV GUVEICOEPEL GTOV EAEYYO TV TANBVGUOV TOV YOAA®OV GTO
nep1PaALov, o YOPOVE GTOVG OTOIoVG EXOLV TPOGROCT 01 BEPATELOUEVOL GKVAOL.

Ot veoeppavi{OLEVOL YOALOL TAV®D GE EVO GKOAO GKOTMVOVTOL TPV TAPAYAYOLV PLdGIa ovyd.
Emiong, pio pedétn in vitro £6e1ée 0TL TOAD YaunAéc ocvykevipmaoelg g fluralaner otopatodyv v
Tapay®yn PLOCIHOV oLYdV oo Tovg WHAAOVG.



O kbxroc {ong Tov yorlhov dtokdmtetar eotiag g tayeiog EvapEng TG 0paong KoL TG LeYOANS
OLIPKELNG TNG ATOTEAEGHATIKOTTOS KATA TOV EVAMK®V WYOAA®V TAV® 6T0 {MO Kol TNG 0TOVGIOG
TOPUYDOYNG PUOCIL®V OVYDV.

4.3 @appoKoKIVNTIK

Metd amod v yopnynon amod to otoua, 1 fluralaner amoppopdrot dueca kot eOGvel ™ péyiot
GLYKEVTIPMOT] 6TO TAGGHO TOL aipatog péoa o€ 1 nuépa. H tpoen evioyvetl v amoppdéenon. H
fluralaner koTovépeTOl GLGTNUATIKA KO POAVEL TN HEYIOTN GLYKEVIPWOGT) GTO ATOG, Kot 0KOAOVO®C
GTO NP, OTOLG VEPPOVG Kol 6Tovg HOc. H mapatetapévn datnpnon kot n apyn omofoin and 1o
TAAo U TOV aipoTog (tiz = 12 nuépeg) Kot 1 EAAELYN EKTETAUEVOD LETAPOMGLOD TOPEYOLY
OTOTEAECUATIKEG GLYKEVTPMGELS TG fluralaner yia tn S1dpKeLd TOV HETOED TOV OOGEWDY SIUGTAOTOG,
"Exet mapatnpnBel atopuxny dtokdpoveon otig Cmax Kt tiz. H k0pla 006¢ amoBoing eltvar n omékkpion
g apetafAnng fluralaner pe ta kémpava (~90% g do6omg). H veppik| kdBapon eivar n
dguTEPENOVTA 000G ATEKKPIOTG.

5. OAPMAKEYTIKA XTOIXEIA
5.1 Kopieg acopparotnreg
Agv 16y0eL.

5.2 Awpkera Long

Avdpxela (NG TOL KTNVINTPIKOD QUPUAKEVTIKOD TPOIOVTOG COLP®VA LE TI GVGKELOCTIN TOANGONC: 2
£€m.

5.3 Idwitepeg TPoPuLAGEEIS KATA TN QOAGEY TOV TTPOTGVTOG

Agv vTapyovv €181KEG 0dNYieg S1oTPNONG Y10 GVTO TO KTNVIATPIKO QUPUAKEVTIKO TPOTOV.

5.4 ®von kKo 6OVOEGT] TNG GTOLYELDOOVS CVGKEVUGIOGS

Xaptvo kovuti pe 1 koywédn amd POAAO GAOLUVIOV GOPPOYICUEVT LE OTOCTIMUEVO KAAVLLLO GUALOV
arovpviov and PET mov mepiéyet 1, 2 1 4 pocopeva diokia.

Mmropei va, unv KuKAOPOpPOLV OLEG 0L GUOKEVAGIES.

5.5 Ewwég mpo@uragels amoppryng evog Ui yPcLHoTotn0£vTog KTNVIATPIKOD QUPIOKEVTIKOD
TPOIOVTOG 1] GAAOV VAKAOV TTOV TPOEPYOVTUL OO T1) P1]C1] TOL TPOIGVTOS, AV VTTEAPYOVY

Ta eapuaxe dev TPETEL VO, OTOPPITTOVTOL LECH TOV ADUATOV 1) TOV OIKIAKDOV OTOPANTOV.

To KINVIATPIKO PAPUAKEVTIKO TPOTOV OEV TPEMEL VO, EIGEPYETAL GTOV VOPOPOPO opilovta KaBDE M
fluralaner evoéyetal va eitvar emtkivouvn yia Tovg aoTdVIVAOLE VIPOPLOVE OPYOVIGUOVGE.
XP1NGLOTOMGTE TPOYPALLATO ETLGTPOPNS POPUAK®V YL TV OTOPPLYT Un XPNOLLoTomBEvImv
KTNVIOTPIK®V POPUUKEVTIKOV TPOIOVI®MV 1 GAL®Y DAIK®V TOV TPOEPYOVTOL Amd TN YP1ON TOVS
GUUPMOVE, LLE TIG TOTIKEG OOITNOELG KO UE TUYOV EOVIKA GLGTILOTO GLAAOYNS TOV 1GYVOVV Y1d TO
GYETIKA KTNVIOTPIKG QUPUAKEVTIKA TPOIOVTO.

6. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Intervet International B.V.

7. APIOMOZ(OI) AAEIAX KYKAO®OPIAX



EU/2/13/158/001-015

8. HMEPOMHNIA IIPQTHY EI'KPIXHX

Huepounvia Ing éykpiong: 11/02/2014

9. HMEPOMHNIA TEAEYTAIAY ANAGEQPHXHX THX IIEPIAHYHX TQN
XAPAKTHPIZTIKQN TOY ITPOIONTOX

{HH/MM/EEEE}

10. TAZEINOMHXIH TOQN KTHNIATPIKQN ®APMAKEYTIKQN ITPOIONTQN
No yopnyeitor povov pe KTNVINTPIKY GOVTOYT.

Aentopepeic TANPOPOPIES Y10 TO €V AOY® KTNVIATPIKO QOPUOKEVTIKO Tpoidv eivar dtabéaiuec otn faon
dedopévav g EE yua to kenviatpikd wpoidvta (https://medicines.health.europa.cu/veterinary).



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

1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Bravecto 112,5 mg didivpa yio exiyvon o€ onpeio yio moAd pkpovg okvlovg (2 — 4,5 kg)
Bravecto 250 mg didlvpa yia eniyvon o€ onueio yo pkpovg okvAovg (>4,5 — 10 kg)
Bravecto 500 mg didlvpa yio emiyvon o€ onpueio yio pecaiov peyédovg oxviovg (>10 — 20 kg)
Bravecto 1 000 mg didivua yio exiyvon o€ onueio yo peydiovg okvrovg (>20 — 40 kg)
Bravecto 1 400 mg didivpa yio exiyvon o€ onpeio yio moAd peydiovg okviovg (>40 — 56 kg)

2. HNOIOTIKH KAI MIOXOTIKH XYNOEXH

APUOSTIKO CVGTUTIKO:
Kd&0e ml nepiéyel 280 mg fluralaner.
Kd&0e mnéta mapéyet:

Bravecto idlvpa Yo gxiyvon o€ onueio | Ilepieydpevo mmétag (ml) Fluralaner (mg)

Y10 TOAD pikpovg okbAovg 2 — 4,5 kg 0,4 112,5

Yo LiKpovg okviovg >4,5 — 10 kg 0,89 250

v pecaiov peyébovg oxvrovg >10 — 20 kg 1,79 500

yioo ueydrovg okvAovg >20 — 40 kg 3,57 1 000

y10. TOAD peydAovg okvlove >40 — 56 kg 5,0 1 400
"Exdoya:

IMowoTiKi] 6VVOEGT EKOOYOV KUl GAL®V GCVGTUATIKAV

Dimethylacetamide

Glycofurol

Diethyltoluamide

Acetone

Alowyég, ypopo €og kitptvo dtdlvua yio exiyvon oe onpeio.

3. KAINIKEX MAHPO®OPIEX

3.1 Eion {oov

XKOAOG

3.2  OgpomevTikég evosiEelg Yo ka0g gidog {Mov

IMao v Bepaneio TV TPOSPordV e KPOT®MVES Kol YOALOLG GTOVG GKOAOVC.

AvT6 TO KTVIOTPIKO QOPUAKEVTIKO TPOIOV Eivarl £VO, CUGTNUATIKO EVIOUOKTOVO KOl OKOPEOKTOVO TOL

ToPEYEL:

- dueon Kot Topapévovoa Bavatneopo dpacn otovg Worlovg (Ctenocephalides felis ko
Ctenocephalides canis) yio 12 gfdopadec, Ko

- dueon Kot TopapEvovod Bavoatneopo dpaon otoug Kpotwveg (Ixodes ricinus, Rhipicephalus
sanguineus Kol Dermacentor reticulatus) ywo 12 gfdopddec.

Ot yOAAOL KOt 01 KPOTMVES TPETEL VO TPOSKOAANB0UV 6TOV EEVIGTN KOl VAL 0pYIGOLV VO, TPEPOVTUL Y10l

va ektefovv 6TO dPUCTIKO GUGTOTIKO.

To KTNVIATPIKO POPUAKEVTIKO TPOTOV Umopel va ypnoyomoindetl wg TUuo BEPUTEVTIKNG OTPATNYIKNG

v Tov Eheyyo TG AAlepyung amd Poilovg Aepuatitidog (APA).



T v Bepameio T depodNKwong Tov TpokaAeital amd To Demodex canis.
IMa v Bepaneio ™ TapaciTOONC 0O COPKMOTTIKN Ympo. (Sarcoptes scabiei var. canis).

3.3  Avrevosieag

Na unv xpnoLOToLELTAL GE TEPIMTMCELS VIEPELOICONGING GTO OPACTIKO GLGTATIKO 1| G€ KATO10 Ao
TaL £€KS0Y0.

3.4 E101kéc mpoELdOTOMGELS

Ta mapdotto yio vo ektebolv ot fluralaner mpémel va apyicovv va, tpépoviol Tavem otov EEVIoTN, apa
dev umopel va amokAEIGTEL 0 KIVOUVOG UETAOOGTC TV 0GOEVELDY TOV UETAOIOOVTOL OO TOPAGLTA.

H doronn yprion aviumapasitikdv 1 1 amokiivovsa xpnon ond Tig 0dnyieg mov divovtor otny IIXIT
dvvatal vo avENCEL TNV TECT] EMAOYNC TPOG AVATTVEN UVOEKTIKMY GTEAEYMV KOl VO, 001 YNOEL OE
LEI®PEVT amoTeAesoTIKOTNTO. H amdpaom yio T ¥p1or Tov KINVIATPIKOD QOPUOKEVTIKOV
TPoidvtog, Yo kabe (o Egympiotd, Tpénet va Pacileton oty emPefainon tov TopactTikod €160V¢
KoL TOV QOPTion, 1 TOL KIvdHVOL Tapacitwong ue Aon Ta EMONUIOAOYIKA YOpOKTNPLGTIKG.

[pénel va AopPavetor vedoyn n mbavotta dAia {da oty 101 owia va amotelody eotia
EMOVOUOAVVOTG LE TOPACITA, KO GE OVTEG TIG TEPMTMCELG TPETMEL VAL YOPTYEITOL 1) OTOPAITNTN
Oepameio pe EVOESELYHEVO KTNVIATPIKO QUPUOKEVTIKO TPOTOV.

3.5 Iowitepeg mpo@uiaters Katd TN ypion

Idwitepec mpouABEELC Yo TV 0c@aAN ¥prion ota £idn Lhmv:

[pémel va Lopfdavovtal HETpa MGTE VO ATOPEVYETAL 1] ETAPT LE T LATIO TOV GKVAOD.

Noa pn yopnyeiton amevbeiog TV o€ AALOIDGELS TOV dEPLLTOG.

No punv TAEVETE 1 Vo ETITPENETE GTOVG OKOAOVG VoL Bpéyovtat pe vepd 1 Vo, KOADUTOOV GE VOATIVOL
pevpata Yo, 3 Nuépeg PETA amd tn Oepameia.

Abdyo EAdeyng S100£G1UMY HEAETAOV, QVTO TO KTNVIOTPIKO POPUOKEVTIKO TPOTOV deV TPEMEL VAL
YPTOLLOTOLEITAL GE VEOPOVS GKDAOVE NAIKING HKPOTEPNC TV 8 gfdopddmv kal /M og GKOAOVG pE
COUATIKO BApog AryoTeEpO TV 2 KIADV.

To KTNVIATPIKO POPUAKEVTIKO TPOTOV OEV TPEMEL VO YOPNYEITUL OE SLOCTNUATO LUKPOTEPQ TV 8
ePSouddmV yioti dev €xel eEETAOTEL 1 AGPAAELD Y10 LIKPOTEPO OLULGTILLOLTAL.

AVTO TO KTNVIATPIKO QUPUOKEVTIKO TPOIOV EIVOL Y10 TOTKY ¥PNOT KOl OEV TPETEL VAL XOPTYEITAL OO TO
oTOUAL.

Idwitepec mpouAGEeic oL pémet va Aaufdvovtol amd To GTOUO TOL YOPNYEL TO KTNVIATPLKO
QOPLOKEVTIKO TTPOidV og Lma:

H emaen pe 1o kTnviatpikd QoprokenTikd Tpoiov O mpEnel vo, amoTPETETAL KOl TPETEL VOl
YPNOLOTOLOVVTOL KATA TOV YEPIGUO TOV KTNVIATPIKOD QOPUUKEVTIKOD TPOTOVTOS TU TPOGTATEVTIKA
YAVTLOL U0 PTOTNG TTOL AQUPAVOVTOL e QVTO TO KTNVINTPIKO PAPUOKEVLTIKO TPOiOV 0mtd TO oNUEio
TOANGONG Y10 TOVG aKOAoVBoLG AdYoVC:

"Exovv avaeepBel og pukpd aptfpud avBpodrmy avtidpdoelg vrepevaicdnociog, ol onoiec pmopel
evdgyouEVmG va etvar coPapéc.

Kdabe éxBeom 610 KTNVIATPIKO QOPUOKEVTIKO TPOIOV O TPEMEL VO, AMOTPETETAL ATTO ALTOO, LLE
vrepevalctncio otn EAOLPAAAVEPT 1| GE KATOL0 amTd TO EKOOY QL.

To KITNVIATPIKO PAPUAKEVTIKO TTPOTOV GLUVOEETOL GTO dEPLLOL KO UmopEl emiong va cuvoebei o
EMPAVEIEG PETA OO SLOLPPOT] TOV KTIVIATPIKOD POPUOKEVTIKOD TPOIOVTOG. e IKPO apliud atoumv
HETE amd TNV emapn pe To d€Epua £xouv avopepbel deppatikd eEavOnpata, Kvnopog 1 LOVSLOC L.

Y& mepInTOOoT EXAPNG LE TO OEPUQ, TADVETE TNV TPOcPePANUEVT TEPLOYN AUECHOC UE GOTOVVL KOl VEPO.
& KAMOo1EC TEPIMTAGELG, TO CATOVVL KOl TO VEPO OEV EXAPKOVV Y10, VO ATTOUAKPVVOEL TO KTNVIATPIKO
QOPUOKEVTIKO TTPOTOV A0 T SAKTVAQ.

H emaen pe 1o Ktnviatpikd Qopprokentikd Tpoiov umopel emiong vo cvopuPet katd tov yeipioud Tov vwod
ayoyn {oov.
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BePawmbeite 611 10 onpeio epappoyne oto {dho cag dev eivan TAEov eppavég Tpv va, Epbete Eavd o
EMOLPT LLE TO OCNUEID EQUPUOYNG . X€ 0VTO CLUTEPTAAUPAVETOL TO OYKAALAGHA TOV {OOV 1) TO LOipAGLOL
Tov KpePatiov pe 1o (Mo. Xperaloviat £0g Kot 48 MPES Y10, VO GTEYVAOGEL TO GTUEIO TNG EPAPLOYNG,
oAAG Oa etvarl epLEAVES Y10 TEPIGGOTEPO.

Edv epopavietel avtidpaon tov déppatog, cvpfovievteite 10Tpd Kot SeETE TOL TNV GCLOKELOGIN TOV
KTNVWOTPIKOD QOPUOKEVTIKOD TPOTOVTOG.

AvBpomot pe gvaichnto dépua N YEVIKA e YVOOT o0AAEPYia, Y10 TOPASEIYHO OE AAAL KTNVIATPIKA
QOPUOKEVTIKA TPOTOVTA ALTOV TOL TOTOV, TPEMEL Vo, XEPILoVTaL e TPOCOY OLTO TO KTNVIATPIKO
QOPUOKEVTIKO TPOIOV OTIMG EMIoNG KO TA VIO Ay®Yn (daL.

AVTO TO KTNVIATPIKO POPUOKEVTIKO TPOTOV UTOPEL VoL TPOKOAEGEL EPEOIGO TV HATIDV. ZE
TEPIMTOON EMAPNG LE TO PATIO, EEMADVETE AUECWHG TPOGEKTIKA [E VEPO.

AVT0 TO KTNVIATPIKO POPUAKEVTIKO TPOTOV Elvar EMKIVOUVO HETA 0o KOTOmooT. No puAGSGETAL TO
KTNVIOTPIKO QOPUAKEVTIKO TPOTOV GTNV OPYIKT] CLGKELOGIO LEXPL T YPNOT], DOTE VO ATOPEVYETOL 1)
apeon TpocPacn TOV IOV GTO KTNVINTPLIKO QAPHOKEVLTIKO TPOIOV.

H ypnowomomuévn miméta mpénel vo amoppintetol ouécms. e TepinTot mov Kot Aabog vadpéel
Katdmoon, vo avolntnoete wtpikn fondeia kot va emdgi&ete 6TOV 10TPO T0 ECOKAEIGTO PVAAO
oMYV XPNCEMG 1 TNV ETIKETA TOV QOPUAKEVTIKOV TPOIOVTOC,.

To kNVIHTPIKO PAPUAKELTIKO TTPOTOV eivar eEanpetikd e0QAeKTO. No QUAGGGETOL LOKPLE OO TNYEG
0épuaveong, omvOnpeg, avolktn AOYa 1 GALeC TyEC avapieéng. Xe mepintwon Sloppong Tov
KTNVIOTPIKOD QOPLOKEVTIKOV TPOTOVTOGS, Y10 TAPASELYLLO TAV® G TPATELL 1] G€ EMPAVELD TOTOUATOG,
OTOUOKPVOVETE TO YOUEVO TTPOTOV pe yopti kabaplotnTog Kot kabapicte TNV mTEPLoy He
OTTOPPLTTAVTIKO.

Idwitepec TPOPLAGEELC Yo TV TPOGTAGi TOL TEPBAALOVTOG:
T va amogevyBovv avemBiunta suuPdvto oTovg VOPOPLOVS OPYUVICUOVE LNV ETLTPEMETE GTOVG
GKOAOVC VIO OyYN VO, ELGEPYOVTAL OE EMPAVELNKA VOATO Yia 48 dpeg petd tn Oepoameio.

3.6 AvemOvpnta coppavra

2KOAOG:

Xuyva AVTI0pAcELG TOV dEPUATOG GTO oNUEio epapuoyng (6mwg

, PN #
(1 émg 10 {oa / 100 vrd Bepameia Eponua, Aromexia)

{oa):

[ToAv ondvia AnBapyoc, Avopeéia.

(<1 oo / 10 000 vro6 Bepaneio {da, | Epetog
GUUTEPIAAUPAVOLEVDV TWV

Muikée 100 Atafio. S .
LELLOVOUEVEY aVEQpop@Y): VKOG TpoOpoG, Atagia, Xmacpol

#Ameg kon Tapodikéc

H avapopd averBountov cuoppdviov sivor onpovtiki. Emttpénet ) cvveyn topakolovdnon g
UOQUAELNG EVOG KTNVIOTPIKOD QAPUAKEVLTIKOD TPoiovTog. Ol avapopic TPETEL VO OMOCTELAOVTAL, KOTA
TPOTIUNOT LECH KTNVIATPOV, E(TE GTOV KATOYO TNG AOELNG KUKAOQOPING EiTE GTNV €BVIKN apurodia
apyn LEC® TOV €BVIKOV GUGTAUATOG AVOPOPAC. AVATPEETE EMIONG OTNV TOPAYPOPO «ETOLYEIN
EMKOWVMVING TOL PUALOL 0O YLDV YPT|ONG.

3.7 Xpion katd TNV KONG61), TN YoAov)ia 1] TNV MOTOKId,

H ac@dieia Tov KTNVIOTPtkoD QopUaKeLTIKOD TPoidvTog Exel amodelyfel 6€ GKOAOLG AVATAPAYWOYNC,
6€ OKOAOVG KT TN SIAPKELD TS KONONG Kol TNG Yoaovyioc. Mmopel va ypnoiporombel 6e okdiovg
AVATOPUY®YNG, G& CKOAOLG KATA TNV S1APKELD TNG KOTONG KoL TNG YOAOLYIOGC.

3.8 Alniemidopaon pe ALY QUPUOKEVTIKA TPOTIOVTO KAl AALES HOPPES UAMAETTIOPAGTG

Agv glval yvo ot Kopio.

11



H fluralaner cuvdéetan o€ peydio Pabud pe Tig TpOTEIVE TOL TAAGLOTOC TOV OUATOS KOl LITOPEL VoL
oVTAYOVIOTEL HE GALN VYNATG GUVIESTG OPACTIKG CLGTATIKG OTWS TO LLY] GTEPOELIN| OVTIPAEYLLOVMIN
oappaxa (MEZAD) kot v foapeapivn, Tapdywyo g kovuapivng. H endaon g fluralaner oe
TOPOLGIQ KOPTPOPEVNG 1 Papeapivng 6TO TAAGHO TOL OLATOG TOL GKVAOL OTIC HEYIOTEG
OVOUEVOLEVEC GUYKEVTPMOELS GTO TAACLLA, OV LEIWGE TNV GUVOEST GTIC TPWOTEIVEC TOV TAACUATOC TNG
fluralaner, tng Kopmpo@EvNg N TG Bappapivic.

Kotd ™ didpketla epyactnplokdy Kot KAMVIKGOV SOKIU®V 6TV Tpaén, dev mapotnpnOniay
OAANAETIOPAGELG UETAED TOV KTIVINTPIKOD QUPUAKEVTIKOD TPOIOVTOS KOl TMV KTNVINTPIKMV
QUPUAKEVTIKAOV TPOIOVIMV TTOV YPTCLULOTOI00VTOL GLUVHOWC.

3.9 Oodoi yopriynong ko docoroyio
I"oa emiyvon oe onueio (spot on).

To KTNV1ATPIKO QUPHAKEVLTIKO TPOTOV TPETEL VAL YOPYEITOL GOUPMVA, LLE TOV TAPUKAT® TIVOK,
(avtioToyel og pio 060oM TV 25 - 56 mg fluralaner/kg copaticod Bapovg):

XOpoTiKo MeprekTIKOTNTO KOt AptOP6g TOV TAETOV TOV (OPNYOVVTOL
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

IMa oxdrovg pe copatikd Bapog peyardtepo Tv 56 kg, ypnoiponomote o cuvovacud Tmv 600
TRETOV OV ToPLALOVV Mo EMAKPPDS 6TO COUATIKO BAPOG.

H vrodocoioyio pmopel va £yl g CUVETELN AVATOTEAEGLLOTIKT YPTOT Kol EVOEYETAL VO, EDVOT|CEL TNV
ovAaTTLEN aVOEKTIKOTNTAG.

MéBodog yopriynong
Bijpa 1: Apéomc mpwv ) ypron, avoi&te tov paxeAicko
Kat apatpéote v mméto. Popéote Ta yavtio. [a va
avoi&ete v mméTa, KpaTtnoTe TNV and T fdon e
omd T0 AVATEPO AKOUTTO TUNLA TNG KAT® amd TO OO
o€ 6pBia Béon. To mopa Tpémel va TePIoTPAPEL
de166TpoPa 1 aPLeTEPOGTPOPA Yo i TAT P GTPOPN.
To ntopo Ba Tapapeivel mdve oty mnréto, dev eivar
dvvatdv vo amouakpvvlel. H mméta sivon avorytn Ko
£TOLUN Y10 TNV €QAPLOYN OTaV Yivel aiobnTd 10 GTAGILLO
™G oPpAyIoNG.

Bijpa 2: O okOAog mpémel va givar 6pBlog 1 EamAmpévog e v pdym oplovtio Katd tnv eQapuoymn.
TomoBetrotTE TO AKPO TNG TMETOC KADETA TAV®D GTO SEPLA PLETAED TMV OUOTAATMV TOV CKOAOL.

Bijpa 3: [Tiéote amahd v muméto Kot Epapuocte OAo 1o TepleydeEVo anevbeiog mivm 6To OEpLA TOVL
oKOAOL G€ €va (0TaV 0 OYKOG glval LKPOG) 1 6€ TEPIOTOTEPA ONUELD KATE UNKOG TNG payNg TOV
OKOAOL 07O TNV OUOTAATN £0G TN PACT TNG OVPAS. ATOPVYETE TNV EPAPHOYN TOCOTNTAG SOAVLATOG
ueyoAvtepnc tov 1 ml og éva povadiko onueio kabmg avtd Oo, wropodoe vo, TPOKAAEGEL o TOGOTNTO
TOV OOADIOTOC VO, KVANGEL 6T0 TAEVPE, TOV (DOV.
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Bepomevtikd oynuo

T'a TpocPoAréc e WOALOLG KO KPOTMVEG, 1) OVAYKT KOl 1) cLYvOTNTA TNS(TOV) EmAVAANYNG TNG
Oepanciog(mv) mpénel va Paciletal e yvopdtevon emoyyeApotio kot va AapBavetotl vTdyn 1 TOTIK)
EMONUOAOYIKT] KATAGTOOT Kot 0 TpOTOC dtofimong tov {mov.

INa 1o PEATIOTO €AEYYO TV TPOGPOADY HE KPOTMVES Kl YOAAOVG, TO KTNVIOTPIKO POPUUKEVTIKO
TPO1OV TPEMEL va yopnyeitar pe pecodoactipoto 12 foopddmv.

T ™ Bepaneia TV Tapacitd@oemy and to dkapt Demodex canis, Tpémel vo, epapuoletal pio pLovo
3001 TOL KTNVIATPIKOD POPUAKEVTIKOV TPoidvtos. Eneidn 1 depodrjkwon givor molvmopayovtikn
vdG0G, cuoTiveTal va yivetal eniong KatdAAnAn Bepaneio onolocdnTote AANG voKeipevnG VOGOV.
IMa ) Bepaneio TOV TAPUCITOGEDV OO GAPKOTTIKN WOpQ (Sarcoptes scabiei var. canis), TpémeL vo,
epappoletor pio Hovo dOGT TOL KTNVINTPIKOD PApPUAKELTIKOD Tpoidvtoc. H avaykn kot n cuyvotnta
enovobepomeiog TPETEL va YIVETAL GOUPOVO LE TN CLUPOVAT TOV KTNVIATPOV TOL GLVTOYOYPUPEL.

3.10 ZopmrtOpaTe VTEPI0GOA0YINS (KOl KATA TEPITTOGT, HETPU UVTIHETMOTLONG KOL AVTIOOTA)
Agv TapotnpnOnkay avemBounTec vEPYEIEG LETA OO TOTIKT YOPTYNOT OE VEAPOVG OKOAOVG NAKING
8 — 9 gfdopadmv kot Bapovg 2,0 — 3,7 KIh®V VTEPS0COA0YING £C 5 POPES TN LEYIOTH GUVIGTMOUEVT
doon (56 mg, 168 mg ka1 280 mg fluralaner/kg copotikov BApovs) oe TPELG YOPTYNOELS OE
GUVTOUOTEPN SLOGTHLATO ATt TOL CUVICTMMEVA (dtooThaTe 8 EBOOUAdMV).

Agv vmipEay EVPNLOTA YL TNV OVOTAPUYMYIKT KOVOTNTO, KOl EDPILATO Y10, EMPVAGEELS Yo TN

Blrocipudmra tov anoyovov dtav 1 fluralaner yopnynnke omd to otOHO 68 GKOAOLS TNG PLANG Beagle

o€ VIEPO0GiEg £mG 3 PopEc TN HEYLIoTN cuVicTOMEVT 8001 (Emg 168 mg/kg copatikov Bapovg

fluralaner).

H fluralaner fjtav kaAd avext ota Collies pe avendpkela oe multidrug-resistance-protein 1 (MDRI1 -

/) petd amd pio yopnynon amod to oToUa piog d0omg 3 eopég TG HEylotng ovvicTmpevng (168 mg/kg

cOUOTIKOV Bapovg). Aev mapatnpnnkay KAvikd copntopata oyetiiopeva pe v Bepaneia.

3.11 Eidwoi wepropiopoi ypriong Ko E01KES ovvONKeg (pfions, copumeprtiopufavopéveov
TEPLOPLOUAV GTI| YP1]OT] UVTIHIKPOPLOKOV KL AVTITOPUCLTIKAOV KTIVIITPIKAOV
PUPUIKEVTIKOV TPOTOVTMV TPOKELPEVOV VO, TEPLOPLOTEL 0 KIVOVVOG avVATVENS UVTOYNS

Agv 1oy0eL.

3.12 Xpoévor avopovig

Agv 1oyvet.

4. OAPMAKOAOI'IKEX TAHPO®OPIEX
4.1 Komowdég ATCvet: QP53B E02.

4.2 @oppoKOSLVOULKI)
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H fluralaner givon axopgoktovo kot evtopoktovo. Eival anotedespotikn Evavil Tov kpotovev (Ixodes
spp., Dermacentor spp. Kou Rhipicephalus sanguineus), tov oA wv (Ctenocephalides spp.), Tov
akapemv Demodex canis Kol TG CAPKOTTIKNG Yopag (Sarcoptes scabiei var. canis) 6Tov 6KOAO.

H évapé&n g dpdiong mapatnpeitor eviog 8 mpmv yia toug yorhovg (C. felis) kai evtog 12 opdv yio
Tovg kpdtwveg (1. ricinus).

H fluralaner &gt vynAn dpacTIKOTNTA EVAVTL TOV KPOTOV®VY Kl TOV YOAMOV pe TV ékbeon péow g
TPOPNG, ONAAON EIVAL GLGTNLATIKE OPOUCTIKT GTO TAPAGLTA GTOYOG,

H fluralaner givot évog 1oyvpdg avaoToALnS LEPOY TOV VEVPIKOD GUGTHUATOS TV 0pOpoTddmV
SPAOVTOG OVTAYDOVIGTIKG GTOVE GLVIETO-eE0PTMOEVOVG dlavAOVGS YAwpiov (GABA-vmodoyeig kot
YAOLTOUIKOVG VTTOJOYEIS).

Y& LoploKkéG on-target LWEAETEC GTOVE VTOOOYEIC TOL Y-autvofovtupikov o&éog (GABA) towv eviouwmy
YoALoG Kot poya, 1 fluralaner dev emnpedletar amd Ty ovOEKTIKOTNTA GTNV S1EAdPIvY.

Xe in vitro Prodoxipéc, 1 fluralaner dev emnpedletat omd v amodederyuévn aviekTikdTnTo, 6T TPAEN
EVOVTL TOV ApIOVAOV (KPOTMVES), OPYUVOPOGPOPIKMV (KPOTMVES, OKAPEN), KUKAOJIEVI®OV (KPOTWVEG,

WYOALOL, HOYEG), LOKPOKVKAIK®V AakTOvVaVY (BoAidooia yeipa), patvuormopalolov (kKpdtwveg, yoAlot),
BeviopatvuAik®v ovpldv (kpdTmveg), Tupedpoeld®v (KpOTmves, akdpea) Kot KOpPopUdtKav (aKapea).

To KTNVIATPIKO POPUAKEVTIKO TPOTOV GUVEICOEPEL GTOV EAEYYO TV TANBVGUOV TV YOAA®V GTO
nepIPAALOV, 6 YDPOVE GTOVG 0TTOToVE EXOLV TPOGPROCT Ol BEPUTEVOUEVOL GKVAOL.

Ot veoep@avifOUEVOL YOALOL TAV® GE £V GKOAO GKOTMVOVTOL TTPLY TAPOYAyouV PLdciia ovyd.
Eniong, pio pedétn in vitro £€6e1&e 0TL TOAD YounAéc cvykevipmoelg tng fluralaner otapatodv v
Tapay®yn PUOCIHOV owydV omd Toug YoAlovs. O kokhog {ong Tov yorlmv dtakdntetol eottiog Tng
tayeiog EvapEng g dpacng Kot TG HEYAANG OEPKELOG TNG OMOTEAECUATIKOTNTOG KOTH TOV EVIAIK®V
YOAL®V Tve 670 (DO Kol TNG amovciog Topaymyne PLOCIUOY avydV.

4.3 DappoxoKvnTIKI

H fluralaner amoppo@dtot Toydtato amd 10 oNuUeio TG TOTIKNG EQOPUOYNG MEGH GTO PO, TO
O£PLLOL KOl TOVG VTTOKEIUEVOLS 1GTOVG, OO OTTOV ATOPPOPATIL PPOdEMC GTO AYYEINKO GUGTNLA.
2100gpn CLYKEVTPMON TOPATNPEITOL GTO TAACLO TOV Oipatog Hetalv 7 Kot 63 nuépec Petd tnv
YOPNYNON, LETA TNV OTO10 01 GUYKEVIPAOGELG Pel@VOVTaL Bpadémsg. H mapateTapévn datnpnon Kot
apyn amoforn and 1o TAAGHe TOL aipatog (tin = 21 nuépeg) Kot 1 EAAENYT) EKTETOUEVOL
UETOPOAICHOD TTOPEXOVV ATOTEAEGLOTIKEG GVYKEVTPOOELS TNG fluralaner yia ™ didpketa Tov peETAED
TV 06cewv dauotuatoc. H apetdfintn fluralaner anexkpiveral pe ta kOTPAvVE KoL GE TOAD LKPN
£€KTOOT LE T OVPOL.

5. DOAPMAKEYTIKA XTOIXEIA

5.1 Kopieg acvppatotnreg

Agyv glval yvootr| Kopio.

5.2  Awpkero {ong

Avdpxela {ONg TOL KTNVIOTPIKOV QAPUAKEVTIKOD TPOIOVTOG CULPMVA LE T1) GLOKELOAGIO TOANONG:
Bravecto 112,5 mg dudlvua yio emiyvon o€ onueio: 2 £

Bravecto 250 mg / 500 mg / 1 000 mg/ 1 400 mg didlvpa yio. exiyvor o€ onueio: 3 €

5.3 Iowitepeg Tpo@uAGEELS KOTE TN OOAXEN TOV TPOidVTOG
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Agv vapyovV e101KEC 00N YieC S1aTHPNONG Y10 LTO TO KINVIATPIKO POPUOKELTIKO TPoiov. Ot miméteg
TPENEL VO, QLAGCGGOVTOL GTNV EEMTEPIKT] GLOKEVOAGIO Y10 VO TPOGTATEVOVTOL OO ATMAELD SLOADTN M
TpocAnymn vypooiag. Ot pakeAickol TPETEL v, avoiyovTal LOVO aUESHS TPV TNV XPNOT).

5.4 ®von kKo 6OVOEGT] TNG GTOLYELDOOVS CVGKEVUGILOG

[Timéta povddag 066MC 0o SUCTPOUATOUEVO PDAAO OAOVUIVIOV/TOADTPOTVAEVIOL KAEIGUEVT LUE
nope HDPE kot cuckevaopévn g SlooTpOUATOUEVO QOKEAIGKO armd eUALO aiovpviov. Kabe
yaptvo kovuti Tepiéyet 1 N 2 muméteg Ko éva {euydpt yavTio ovd mméTa.

Mmopei va, unv KoKAo@opoHV OAEC 01 GLCKEVUGIEC.

5.5 Ewwég mpo@uiaters améppiyng evog Un APNGIRoToL0EvToc KTNVIOTPLKOD QUPRIKEVTIKOV
TTPOIOVTOG 1] GALOV VAMKAV TOV TPOEPYOVTOL 0.TO T1) Y PIGT TOV TPOIOGVTOS, UV VAP OVY

Ta eappaKo dev TPENEL VAL OTOPPITTOVTOL LECH TOV ADUATOV 1) TOV OIKIAKMOV OTOPANTOV.

To KINVIATPIKO POPUAKEVTIKO TPOTOV OEV TPEMEL VO, EIGEPYETOL GTOV VOPOPOPO opilovta kKabdc M
fluralaner evoéyetal va etvar emkivouvn yia Tovg aoTdvIVAOLS VIPOPLOVS OPYOVIGLOVG.
XPNCILOTOGTE TPOYPAUUATO, EXLGTPOPNC PAPUAK®DV Y10 TV OTOPPIYT U1 XPNOOTONOEVTDV
KINVIOTPIKDOV QOPUUKEVTIKOV TPOIOVI®MV 1 GAL®Y DAIK®OV IOV TPOEPYOVTOL amd TN ¥PNON TOLS
GULPMOVO, LLE TIG TOTIKEG OOITNOEL KOl LE TUYOV EBVIKA GLUGTILLOTO GLAAOYNG TOV 1GYVOVV Y1d TA
GYETIKA KTNVITPIKE QAPLOKEVTIKA TPOTOVTOA.

6. ONOMA TOY KATOXOY THX AAETAY KYKAO®OPIAX

Intervet International B.V.

7. APIOMOZXZ(OI) AAEIAY KYKAO®POPIAX
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 IIPQTHX EI'KPIXHX

Hpepounvia Ing éykpiong: 11/02/2014

9. HMEPOMHNIA TEAEYTAIAX ANAGEQPHXHYX THX IEPIAHYHX TQN
XAPAKTHPIZTIKQN TOY ITPOIONTOX

{HH/MM/EEEE}

10. TAZEINOMHZIH TON KTHNIATPIKON ®APMAKEYTIKQN ITPOIONTQN
Na yoprnyeital LOvVov e KTNVIOTPIKT CLVTAYY.

Aentopepeic TANPoQOopieg Y10 TO €V AOY® KTNVIATPIKO QOPLOKEVTIKO TPoidv eivar dtabécipec otn faon
dedopévav g EE yuo to ktnviatpikd wpoidvta (https://medicines.health.europa.cu/veterinary).
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1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Bravecto 112,5 mg didivpa yio eniyvon o€ onueio ywo pkpéc yareg (1,2 — 2,8 kg)

Bravecto 250 mg didlvpa yio eniyvon o€ onpueio yia pecaiov peyébovg yateg (>2,8 — 6,25 kg)
Bravecto 500 mg didlvpa yio emiyvon o€ onueio yo peydieg yateg (>6,25 — 12,5 kg)

2. IMOIOTIKH KAI ITOXOTIKH XYNOGEXH
ApPOOTIKO GVGTATIKO:

Ka0e ml nepiéyet 280 mg fluralaner.
Kd&0e mnéta mapéyet:

Bravecto d1dAvpa Yo exiyvorn o€ onueio Ilepreydpevo mmétag Fluralaner
(ml) (mg)

yio pikpég yateg 1,2 — 2,8 kg 0,4 112,5

v pecaiov peyébovug yareg >2,8 — 6,25 kg 0,89 250

Yo ueydAeg yoteg >6,25 — 12,5 kg 1,79 500
"Exdoya:

MowoTikn] 60V EKIOYOV KOL GAALOV CVGTUTIKDV

Dimethylacetamide

Glycofurol

Diethyltoluamide

Acetone

Awoyéc, dypopo £m¢ KiTpvo dtdAvpa Yo ETiyvor o€ onueio.

3. KAINIKEX IIAHPO®OPIEXZ

3.1 Eiom {oov

Tdra

3.2  OgpamevTikég gvocicerg Yo ka0e gidog L@ov

IMa v Bepaneio TV TPOoPordV e KPOTMVES Kol YOALOLS OTIG YATEG.

Av10 TO KINVIATPIKO POPUOKEVTIKO TPOIOV £ivarl £vO, GLGTNUOTIKO EVTIOUOKTOVO KOl OKOPEOKTOVO TOV
Tapéxel apeon Kot Tapapévovoa Bavatnedpo dpdon otovg worhovg (Ctenocephalides felis) kot 6Tovg

Kkpotwveg (Ixodes ricinus) yuo 12 gfoopddec.

Ot yoALOL Ko 01 KPOTOVEG TTPETEL VO TPOGKOAAN 000V 6ToV EEVIGTI KO VO, 0Py icOVV VO TPEPOVTUL Y10,

va ektedovy 6TO dPACTIKO GUGTUTIKO.

To KNVIATPIKO POPUAKEVTIKO TPOTOV Umopel va ypnoyomombel g Tupo BEpUmELTIKNG GTPUTNYIKNG

v Tov Eheyyo TG AAlepyng and Poilovg Agppatitidog (APA).

T v Bepamneio Tov mopacitdcemv amd oTikd akapea (Otodectes cynotis).

3.3 Avrtevositeig
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No unv {pNOUOTOLELTUL GE TEPMTMOCELS VIEPEVAIGONGIOC GTO dPUCTIKO GLOTATIKO 1| G€ KATO10 Ao
T0, EKS0Y0L.

3.4 E0kég TPOELOOTOMGELS

Ta mapdotto yio va ektebolv ot fluralaner wpémet va apyicovv va, Tpé@oviol Tivem otov EEVIoTN, apa
dgv umopel va amokAEIGTEL 0 KIvOuVog HETAO0ONC TV 0GOEVEIDY OV UETASIOOVTOL OO TOPAGLTAL.

H doxomn ypnon avimepasttikdv 1 1 amokiivovso xpnon ord Tig 0dnyieg mov divovton oty IIXI1T
dvvatal vo ALENCEL TNV TECT] EMAOYNG TPOG AVATTLEYN OVOEKTIKMY GTEAEYMV KOl VO, 01 YNOEL OE
LEI®PEVT amoTeAesLOTIKOTNTO. H amdpaon yio T ¥p1or ToL KINVIATPIKOD QOPUOKEVTIKOD
poidvTog, Yo ke (mo Eeywpiotd, npénel va Paciletol otnv emPefainon Tov TopAcITIKOD £100VG
KoL TOV POPTIOL, 1 TOL KIvdHVOL ToPAcit®ong e PAon Ta EMONUIOAOYIKA YOPOKTPIOTUKA.

[péner vo AopPavetor vedyn n mbavomra dAia {da oty id1o okia vo amotelodv eotia
EMOVOUOADVOTG UE TTOPACLTA, KO GE OVTEG TIG TEPIMTMCELS TPEMEL VAL YOPTYELTAL 1) OTapaiTnT)
Bepomeio pe EVOESEYHEVO KITNVIATPIKO QAPUOKEVTIKO TPOTOV.

3.5 Iowitepeg mPoPUAAEELS KATA TN Y p1joN

[S1aitepec TPOPLAGEELC V1o TNV ac@OAT ¥p1ion ota 16N Chwmv:

IIpénet vo Aappdvovtol LETpO MGTE VA, ATOPEVYETAL 1] ETOPT| [LE T LATIoL Tov {Mov. Na pn yopmnyeito
amgvbeiog TAvo g AALOIDCELG TOV SEPUATOG.

Aoy EAdetyng S100£G1IUMY HEAETAOV, AVTO TO KTNVIOTPIKO POPUOKEVTIKO TPOIOV deV TPEMEL VAL
YPTOLLOTOLELTAL GE VEOPES YATEC NAKING LiKpOTEPNC TV 9 €fdoUddmV KOl /1| G YOTEC LE COUATIKO
Bépog Mydtepo tv 1,2 KihdV.

To KTNVIATPIKO PAPUAKEVTIKO TPOTOV OEV TPEMEL VO YOPNYEITUL OE SIOCTNUATO LUKPOTEPQ TV 8
ePSopddmV yioti dev €xel EEETAOTEL 1 AGPAAELD Y10 KPOTEPO OLLGTHLLOLTAL.

AvT6 10 KTNVIATPIKO QOPHOKELTIKO TPOTOV EIVaL Y10 TOTIKN ¥P|oN Kot OV TPEMEL VO, YopTyEiTal amd To
GTOUOL.

No unv emitpénete o€ mpdopata Bepanevpévo (oo vo Tepumoleitol To £va To GAAO.

Idwitepec TpouAGEEIC oL Tpémel va AapuBdvovtol amd To GTOUO TOL YOPNYEL TO KTNVIATPLKd
QopuakeLTKd Tpoidv oe {dau:

H emaen pe 1o KTnviatptkd QoprokenTikd Tpoiov Oa mpénel va, amoTpETETUL KOl KOTA TOV XEIPIGUO
TOL KTNVIOTPIKOD QOPLOKEVTIKOV TPOIOVTOG TPETEL VAL YPTCLLOTOLOVVTAL TO, TPOCTATEVTIKE YAVTIOL
LG ¥pNomng mov AapBavoviot pe autd TO KINVINTPIKO PAPUOKELTIKO TPoidV omd 1o onUeio TdOANGCTG
Y Tovg akdAovBovg Adyoug:

"Exovv avaeepbei o pikpo apiBud avlpdnmv avtidpdoelg vrepevaicnciag, ol omoieg pumopel
evdgyouEVmG va etvar coPapéc.

Ka0e ékbeom 610 KTNVIATPIKO QUPUOKEVTIKO TPOidV O TPEMEL VO, AMOTPETETUL ATTO (LTOUO, LIE
vrepevacncio 0T PAOLVPAAAVEPT] 1| GE KATO10 amd TO EKO0YOL.

To KTNVIATPIKO PAPUOKEVTIKO TTPOTOV GLUVOEETOL GTO dEPLLOL KO UTopEl emiong va cuvdebei o
EMUPAVEIEG PETA OTTO SLAPPOT] TOV KTIVINTPIKOD POPUAKEVTIKOD TPOiOVTOGC. e HKPO oplfud atoumv
HETE amd TNV emapn pe To d€pua £xouv avopepbel deppatikd eEavOnpata, Kvnopog 1 LOVSLOC L.

Y& mepinTon ENOPNG Le TO OEPUA, TAOVETE TNV TPOSPePANUEVT TEPLOYT AUECHOG LLE GOTOVVL KoL VEPO.
Y& KAmO1EC TEPIMTAOGELS, TO GATOVVL KL TO VEPO EV EXAPKOVY Y10, VO OTTOUAKPVVOEL TO KTNVIATPIKO
QOPUOKEVTIKO TPOTOV Ao Tl SAKTVAQ.

H emaen pe 1o ktnviatpikd oppokeutikd Tpoiov umopel emiong va cupPel katd tov yepiopd Tov
Oepanevpévou {mov.

Befaiwbeite 611 t0 onpeio epappoyng oto (ho cog dev sival TAéov upovég Ttpy vo Epbete Eava oe
EMOQEN UE TO ONUEI0 EQPUPLOYNG. XE 0VTO GLUTEPIAAUPAVETOL TO ayKAALGHA TOL {MOV 1} TO poipacpa
Tov KpePatiov pe to (Mo. Xperaloviat £0¢ Kot 48 MPEC Y10, VO OTEYVAOGEL TO GTUEIO TNG EPAPUOYNG,
oAAG Oa etvor ELLEAVES Y10 TEPIGCOTEPO.

Edv gpoaviotel avtidpaon tov d€ppotog, cLIPOLVAEVTEITE 10TPO Kol OIETE TOL TNV GLOKELUGIN TOV
KTNVIOTPIKOD (PUPLOKEVTIKOD TPOTOVTOG,
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AvBpwmot pe gvaioBnto dEppa 1 YEVIKA LE YVOO T 0AAEPYiQ, Yio TOPAOELY Lo GE GALN KTNVIOTPIKGL
QOPUOKEVTIKA TPOTOVTA, ALTOV TOL TOTOV, TPEMEL Vo, XEPILovTaL e TPOCOY 0LTO TO KTNVINTPIKO
QOPUAKEVTIKO TTPOTOV OGS EMioNG Kot Ta Ogpamevpéva {ma.

AVTO TO KTNVIATPIKO POPUAKEVTIKO TPOTOV UTOPEL VO TPOKOAEGEL EPEDIGLO TOV HATIDV. ZE
TEPIMTOON EMUPNG LLE TO LLATLOL, EETAVVETE AUECMG TPOGEKTIKA LE VEPOD.

Av16 10 KTNVIOTPIKO POPUOKEVTIKO TTPOoidV elval emikivouvo petd amd Katdmootn. Na puAdcoeTol T0
KTNVIOTPIKO QOPUAKEVTIKO TPOTOV GTNV OPYIKT] GLGKELOGIO LEXPL T YPNOT], DOTE VO ATOPEVYETOL 1)
aueon TpdePacn TOV TUSIOV GTO KTNVINTPLIKO QapPUOKELTIKO Ttpoiov. H ypnoponomuévn muméta
TPENEL VO, ATOPPITTETOL APECHOC. 1€ TEPIMT®ON TTOL Katd AdBog vapéel kKatdmoon, va avalntmoete
Tpikn Pondela kon va emideiete oToV 10TPO TO ECOKAEIGTO PUALO 0ONYIDV YPTCEMG 1| TNV ETIKETA
TOL PAPUAKEVTIKOD TTPOTOVTOG.

To KINVIATPIKO PAPUAKELTIKO TTPOTOV eivar e€anpetikd e0QAeKTO. No QUAGGGETOL LOKPLE OO TNYEG
0¢ppavong, omvinpeg, avolktn eAOya 1 GAAES TNYEG avapletng. Xe tepinton Sloppong Tov
KTNVIOTPIKOD QOPLOKEVTIKOV TPOTOVTOGS, Y10, TAPASELYLLO TAV® G TPATELL 1] G€ EMPAVELD TOTOUATOG,
UTOUOKPOVETE TO YVOUEVO TTPOTOV pe yopti kabaplotntog Kot kabapiote TNV mepLoy Ue
OTOPPLTTAVTIKO.

Id1oitepec TPoOLAGEELC Y10l TV TPOGTACIO TOV TEPPAALOVTOC:
Agv 1oyvet.

3.6 AvemOvunta coppavra

Tarta:

Togvé AVTI0pAGELG TOV dEPUATOG GTO ONUELD EQapuoyNG (6T

Ep0Onuo, Kvnouoc, Alorekio) *
(1 éwg 10 Coda / 100 vd Oepameio PUEIH MOHOG )

{oa):

Oyt cvyva Mvikdg tpdpog,

(1 éog 10 Loa / 1 000 vro Bepameio | AnBapyoc, Avopeéioa,

Cha): "Epetoc, YnepPoAikn| cieddppota
[ToAb omdvia Xracpol

(<1 Lo / 10 000 vro6 Bepameia {oa,
CLUTEPILAUPAVOUEVOV TOV
LELOVOUEVOV AVAPOPDV):

#Ameg kot Tapodiké

H avapopd avemBountov coppdviov sivar onuavtiky. Exttpénet ) cvveyn mopakoiobinon g
0oQAAELNG EVOC KTIVIATPIKOD PAPLOKEVTIKOD TPOTIOVTOC. Ol avapopEg TPEMEL VO, ATOGTEAAOVTOL, KOTA
TPOTIUNOT HEG® KTNVIATPOL, £iTE GTOV KATOYO TNG GOELNG KuKAOpOopiag ite otnyv €Bvik appddla
apyn LEC® TOV €BVIKOV GUGTAUATOG AVOPOPAC. AVATPEETE EMTIONG OTNV TOPAYPOPO «ETOLYXEIN
EMKOVAVING» TOL PUALOL 00T YLDV YPTONG.

3.7 Xpion katd TV KON61), TN Yorov)ia 1] TNV MOTOKId,

H acpddeia Tov kTviaTpikod QOpROKEVTIKOD TPOTOVTOG dev £xel amoderydel Katd T didpkela TG
KONOMNG KL TNG YOAOLYIOC. XPMOLUOTOIGTE TO TPOIOV LOVO GOUP®VA LLE TNV EKTIUNGOT 0PEAOLE
/xtvdHvou amd tov vtevBuvo KInviatpo.

3.8 Alniemiopaon pe ALY QUPUOKEVTIKA TPOTOVTO KAl AALES HOPPES UAMAETIOPUGTG

Agyv glval yvootr| Kopio.

H fluralaner cuvdéetan o€ peydio Pabud pe Tig TpOTeiveg TOL TAAGLOTOC TOV OUATOS KoL LITOPEL v
AVTOYOVIGTEL He AL VYNANG GUVOESNG OPACTIKA GLGTATIKA OTIMG TA [11] GTEPOELON AVILPAEYLOVAOON

oappaxa (MEZAD) kot v Bopeapivn, Tapdywyo g kovuapivng. H endaon g fluralaner oe
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TOPOVCTa KOPTPOPEVNG 1 Bappapiviig 6TO TAACO TOL OiLOTOC TOL OKOAOV OTIC LEYIOTES
OVOUEVOLEVEC GUYKEVTPMOELS OTO TAACLA, OV LEIWGE TNV GUVOEST OTIC TPWOTEIVEC TOV TAACUATOC TNG
fluralaner, tng Kopmpo@évng 1 g Popeapivig. Katd tn didpkeia pyaoctnplokdy Kot KAMVIKOV
SoKI®V 6TV TPAEN, dev mapotnpnOnKay dAANAETIOPACEIS HETOED TOV KTNVIATPIKOD QUPLOKEVTIKOD
TPOIOVTOC KOl TOV KTNVIATPIKMDV QOPHOKEVTIKOV TPOTOVTIMV TOL YPNGILOTO0VVTOL GLVIOMC.

3.9 Oodoi yoprynong ko d0coroyio
I"oa emiyvon oe onueio (spot on).

To KTV1OTPIKO PUPLAKEVLTIKO TPOTOV TPETEL VAL YOPTYELTAL GOUPMVA, LLE TOV TAPUKAT® TIVOK,
(avtioTouyet og pio 660om TV 40 — 94 mg fluralaner/kg copoticod Bapovg):

YONOTIKO IepekTIKOTNTO KO 0PLOROG TOV TUTETOV TOL Y0P YoVVTIL
papog Tng Bravecto 112,5 mg Bravecto 250 mg Bravecto 500 mg
yarag (kg)
1,2-28 1
>2,8—6,25 1
>6,25 12,5 1

IMoa yateg pe copotucd Papog peyorvtepo tov 12,5 kg, ypnoylomo|ote 10 GLVOVAGHO TV dVO
TRETOV OV ToPLALoVV Mo EMAKPPDS 6TO COUATIKO BAPOG.

H vrodocoioyio pmopel va £xel g CUVETELN AVATOTEAEGLLOTIKT YPTOT Kol EVOEYETAL VO, EDVOT|CEL TV
ovaTTLEN aVOEKTIKOTNTAG,

MéBodog yopriynong
Bijpa 1: Apéomc mpwv ) yprion, avoi&te tov
eoakelioko kot agoapéote v mméta. Popéote Tol
yvavtia. o va avoi&ete v mméta, KpaTnoTe TNV and
T Béomn g M oo TO AVAOTEPO GKOUTTO TUNLO TNG
KaT® amd To modpa o€ 6pbia Béon. To Tdpa Tpénel va
TEPLOTPAPEL 0eE10GTPOPA 1) OPLGTEPOSTPOPO. Y10 Lia,
AP otpoon. To toua Bao Tapausivel mhvo oty
mnéta, 0gv givar duvartdv va amopokpuvleil. H mméta
glvorl avoryTn Kot ETOLUN Yol TNV EQOaPUOYT 0TV Yivel
0160170 TO GTAGHO TNG GPPAYIOTG.

v

Bijpa 2: H ydrto npénel va sivar 0pbia 1 Eamimpévn pe v paym
optlovTia yia gbkoAn yopnynon. Torobetnote T0 AKPO TNG MNETAG TAV®D
o Paon g KEPAANG TG YATaS.

Bipa 3: ITiéote anmadd v mméta kot epapUosTe OAO TO TEPLEXOUEVO
amevfeiog Tavm oto déppa TG Yatog. To KTNVINTPIKO POPUOKEVTIKO
TPOiOV TPETeL va. epapuoletal og Yatec E¢ 6,25 kg couatikod Bdpovg
o€ £€vo, onueio ot Paomn TG KEQOUANE Kol GE YATEC GMUOTIKOD BAPOVG
peyoAvtepov amod 6,25 kg og dHo onueia.

Oepomevtikod oynuo

T TpocPoArég e WOALOLG KOl KPOTMVEG, 1) AVAYKT KOl 1) cLyvoTNTa T(TeVv) eravadepaneiog(dv)
npénel va Pociletal o yvoudtevon exayyelpatio Kot va AapuBavetal vadyn 1 TOTIKT EMONUOAOYIKY
KOTAOTAOT Kol 0 TpdTog dafimong tov {mov.

IMoa 1o PEATIOTO €AEYYO0 TV TPOGPOADY HE KPOTMVES Kl YOAAOVG, TO KTNVIOTPIKO POPUUKEVTIKO
TPO1OV TPEMEL va yopnyeitar pe pecodactpoto 12 foopddmv.

IMa v Bepaneio TOV TapacITOGE®V 00 OTIKE akapea (Otodectes cynotis), mpénel vo epapuoletan
pio povo 806N TOL KTNVINTPIKOD QOPUOKEVTIKOD TPOIOVTOC. ZuVIGTATOL 1] EnaveEETOON Ao KTNvioTpo
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28 nuépeg petd t Bepameia, emedn oe kamowa (o umopel vo arotteiton mepetaipm Bepaneia pe
KATO10 EVOAALUKTIKO KTNVIOTPIKO PAPUOKEVLTIKO TPOIOV.

3.10 ZopmtOROTo VTEPIOGOA0YINS (KOl KATH TEPITTMGT, PETPU AVTIHETOTIONS KU1 AVTIO0TA)

Agv mopoatnpnnie kopio avemBountn evépyela LETA 0 TN TOTIKT YOPTYNON OE VEAPEG YATEG
niwiog 9 - 13 efdopddwv kot Bapovg 0,9 - 1,9 Kihdv vrepdocoroyiag Emg S opég T HEYIGTN
ocuvietduevn 6001 (93 mg, 279 mg kot 465 mg fluralaner/kg copotikod BAPovs) oe TPELS XOPTYNOELS
6€ GLVTOUOTEPX SLUGTHLOTO aTd To GUVIGTOUEVE (StooThuate 8 efdouddwy).

H mpécAnyn amd 1o 6TdHe TOV KTIVINTPIKOD POPUOKEVTIKOD TPOIOVTOG GTI| LEYIOTT] GUVIGTMEVT
doom tov 93 mg fluralaner / kg copoticod Bapovg oy KaAd aveKTr omd TIC YUTES, EKTOG AmTd KATOL
avTO-TEPLOPILOUEVT] GLOAOPPOL Kot Py 1] EUETO OUECMG UETA TN YOPIYNON.

3.11 Ewwoi mepropiopoi p1)ong Kot E01KEG cuvONKES ypfones, ovpmepriapfavopévov
TEPLOPLOUAV GT1] YP1GT] GVTLIKPOPLOKAV KUl UVTITUPUGLTIKAOV KTNVILTPIKOV
POUPRUKEVTIKAV TPOTOVIOV TPOKELUEVOV VO TEPLOPLOTEL 0 KIVOVVOS AVATTLENG AVTOYNS

Agv 1oyvet.

3.12 Xpodvor avapovig

Agv 1oyvet.

4. OAPMAKOAOI'IKEYX IAHPO®OPIEX
4.1 Kaodwkog ATCvet: QP53B E02.
4.2 @oppokodvvopiky

H fluralaner givon axapeoxtovo kot evtopoktovo. Eival anotedespotikn Evavit tov kpotovev (Ixodes
spp.), Tov YoAhov (Ctenocephalides spp.) kol Tov @TiK®V akapemv (Ofodectes cynotis) ot ydro.

H évapén g dpdong mapatnpeital evidc 12 wpdv yia Tovg yorrovg (C. felis) kot evtdg 48 mpav yia
ToVG KpOtwveg (1. ricinus).

H fluralaner &yet vynAn SpacTikdTNTA EVAVTL TOV KPOTOV®V Kot TV YOAAWOV pe TNV kbeon HEc® NG
TPOONG, ONANON EIVOL GUCTNUATIKA dPAOTIKT OTO TOPAGLTO GTOYOG,

H fluralaner givon évog 1oyvpdg avacToréag LepdY TOV VELPIKOD GUGTHUATOS TV apOPOTOdW®Y
SPADVTOG AVIAYDOVIGTIKA GTOVG GLUVOETO-EEAPTONEVOVS dlarhAoVg yAwpiov (GABA-vrodoyeis kot
YAOLTOUIKODG VTTOJOYEIC).

Xe poplokég on-target PEAETEG GTOVG VIOSOYELG TOL Y-aptvofovTupikov o&éog (GABA) tov eviopmv
yoArog Ko poyoa, 1 fluralaner dev emnpedletol amd TV avOEKTIKOTNTO OTNV SEAdPIVY.

Xe in vitro Prodoxyés, 1 fluralaner dev emnpedletor amd v amodedetypévn aviekTikdtnta 6T TPAEN
EVOVTL TOV ApOVOV (KPOTMVEGS), OPYOVOPOGPOPIKMV (KPOTMOVES, OKAPEN), KUKAOIIEVIOV (KPOTMVEC,

YOALOL, HOYEG), LOKPOKVKAIK®V AakTovav (BoAidooio yeipa), paivudmopalordv (kpdtwveg, yoALOL),
Bevio@atvoAik®v ovplav (kpOTmveg), TuPeBPOEIdDY (KPOTMOVES, OKAPEN) KOl KOPPAIIK®DY (OKAPER).

To KTNVIATPIKO POPUAKEVTIKO TPOTOV GUVEICOEPEL GTOV EAEYYO TV TANBVGU®V TV YOAAWOV GTO
nep1BdAlov, oe ydPOoVS 6TOVG 0moiovg Exovv TPOGPaoct ot Bepamevdpeves YATEG.

Ot veogppavifopevol yoAlot méve o pia yOTo GKOTMVOVTOL TPy mopaydyouv Piocipua avyd. Emiong,
plo perétn in vitro £de1&e 6TL TOAD YoUNAES cvyKevTpdoelg TG fluralaner otapatodv ™y mapaywyn

Blrocipumv avyodv and toug yoAiovg. O khkAog (g TV YOAA®OV dlakomtetol eEottiag Tng Toyelog
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&vapéng e Opdong Kol TG LEYAANC O1EPKELOG TNE OTOTEAECLUATIKOTITOG KOTA TOV EVAAMKOV YOAADY
Thvo 6to (MO Kal TNG IoVciag Tupay®yns PLOCIUOY aVYOV.

4.3 @oppoKoKIVTIKY

H fluralaner amoppo@dtot ToydTaTo amd To oMUEO TNG TOTIKNG EQPOPUOYNG KOl GOAVEL TN HEYIOTN
GLYKEVTPMOT) 6TO MAAGLO TOV aipatog petosd 3 kot 21 nuépeg petd ) yopnynon. H mapatetapévn
dtatpnon Kot 1 apyn omofoAn amd To mAdca Tov aipatog (tiz = 12 nuépeg) Ko n EAeym
EKTETAUEVOL UETAPOAICUOD TOPEXOVV ATOTEAEGLATIKEC GVYKEVTPMOOELS NG fluralaner yia ™ didpkeia
ToV peTa&y TV 006cewv dtootnuatog. H apetdfintn fluralaner amexkpivetal pe to KOTPAVA Kol GE
TOAD UIKPT £KTACT UE T 0VPOL.

5. DOAPMAKEYTIKA XTOIXEIA

5.1 Kopieg aocvppotoTnTeg

Agv glval yvootn Kapia.

52 Awpkewo {ong

Augpxela {ONG TOL KTNVIOTPIKOV QAPUAKEVLTIKOD TPOIOVTOG CULPMOVA LLE T1) GVCKELAGIO TOANONG:
Bravecto 112,5 mg didivpa yo emiyvon o€ onueio: 2 £t

Bravecto 250 mg / 500 mg didAvpa yio eniyvon o€ onueio: 3 £

5.3 Iowitepeg mpo@urdéers katd T @OLaEN TOV TPOIOVTOG

Agv vapyovv €181KEG 0dMYieg S1oTHPNONG YO AVTO TO KTNVIATPIKO POPUAKEVTIKO TPoldV. Ot miméteg
TPETEL VO, QUAAGGOVTOL OTIV EEMTEPIKT] GVOKEVOGIO Y10l VO, TPOGTUTEVOVTOL OO ATMOAELY OLADTN I}
TpocAnymn vypociag. Ot pakeAickol TPENEL va, avoiyovTtal LOVO aUECHS TPV TNV XPNOT).

5.4 ®@Yon ka1 cHVOES TG GTOLYELDOOVS CVOKEVUGIUG

[Iiméta povédog d6ons amd SocTPOUATOUEVO GUAAO AAOVHVIOV/TOAVTPOTUAEVIOL KAEIGLLEVT [LE
nodpe HDPE kot cuckevaopévn g SlooTpOUaTOUEVO GOKEAIGKO arnd eUALO aiovpviov. Kabe
xapTvo Kouti mepi€yet 1 N 2 muméteg ko éva {evydpt yavtio avd mméta.

Mmnopel va, unv KuKAOPOPOLV OAEG 0L GLOKEVAGIES

5.5 Ewwég mpo@uragers amoppryng evog un ypGLHomTotn0£vTog KTNVIATPIKOD GUPIOKEVTIKOD
TPOIOVTOG 1] GALOV VAKAOV TOV TPOEPYOVTUL 0.TO T1) Y P1IGT] TOV TPOIOGVTOS, AV VAP OVY

Ta eapuaxo dev TPETEL VO OTOPPITTOVTOL LECH TOV ADUATOV | TOV OIKIAKDOV OTOPANTOV.

To KINVIATPIKO POPUAKEVTIKO TPOTOV OEV TPEMEL VO EIGEPYETOL GTOV VOPOPOPO opilovta Kabdc M
fluralaner evééyetal va etvar emtkivouvn yia Tovg aeTdVOVAOLE VIPOPLOVE OPYOVIGUOVG.
XP1NGILOTOGTE TPOYPAUUATO, EXIGTPOPNS POPUAKDV Y10 TV OTOPPIYT U1 XPNOOTONOEVT®DV
KTNVIOTPIK®OV POPUOKEVTIKOV TPOIOVI®MV 1 GAA®Y VAIK®OV OV TPOEPYOVTOL amd TN YPNON TOVG
GUUPMOVE, LLE TIG TOTIKEG OTOITNOELG KO UE TUYOV EO0VIKA GLGTILLOTO GLAAOYNG TOV 1GYVOVV Y1d TO
GYETIKA KTNVITPIKE QAPUOKEVTIKA TPOTOVTOAL.

6. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Intervet International B.V.

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

8. HMEPOMHNIA ITPQTHX E'KPIXHXZ

Huepounvia Ing éykpiong: 11/02/2014

9. HMEPOMHNIA TEAEYTAIAYX ANAGEQPHXHY THX IEPIAHYHX TQN
XAPAKTHPIZTIKQN TOY ITPOIONTOX

{HH/MM/EEEE}

10. TAZEINOMHXIH TOQN KTHNIATPIKQN ®APMAKEYTIKQN ITPOIONTQN
Na yopryeital LOvov e KTNVIOTPIKE GUVTOYTY).

Agmtopepeic TANPoPopieg o To eV AOY® KTNVINTPIKO POPHOKELTIKO TPoidv etvan dSabéoipes otn Pdon
dedopévev g EE yia to ktnviatpikd tpoiodvra (https://medicines.health.europa.eu/veterinary).
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1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Bravecto 150 mg/ml k6vig Kot S1aAdTNG Y10 EVEGIO EVALDPTLO Y10l GKOAOLS

2. IIOIOTIKH KAI ITIOXOTIKH XYNGEXH

DrLoMio10 g KOVIV:

ApooTIKO GLGTATIKO:
dlovporavépn 2,51 g

Agvkn €og avouytn Kitpvn kKOvig (GKOVN).

Drorioo SrorvTn:

Kda0e ml tov dtodvtn mepiéyet:

"Exdoya:

IowoTiki) 60vOEGT EKOOYMV KOl AGAL®OV
GUOTUTIKOV

Mocotuki cvvOesn av o1 TANPOPOPiEg AVTEG
gival oNUOVTIKES Y10 TN 6®OGTI] JOPN YO TOV
KTNVWWTPLKOD QUPUUIKEVTIKOD TPOIOVTOG

Benzyl alcohol

22,3 mg

Carmellose sodium

Poloxamer 124

Disodium phosphate dihydrate

Hydrochloric acid, concentrated

Sodium hydroxide

Water for injections

AlyEg £0¢ adaPAVEG TV PPEVGTO SIGAVLLA.

AvaovotafLy svoumpnuo:

Kdabe ml tov ovacvoTafévioc evalmpnpatog TepLEyEL:

ApooTIKO GLGTATIKO:
dlovporavépn 150 mg

"Exdoyoa:

IowoTiki) 60vOEG EKOOYMV KO ALV
GVOTUTIKOV

HoooTikn 6OvOeon av o TANpoPopieg aVTEG
gival oNUOVTIKES Y10 TN 6®OGTI JOPNYN 0N TOV
KTNVWOTPLKOD QUPUIKEVTIKOD TPOIOVTOG

Benzyl alcohol

20 mg

Carmellose sodium

Poloxamer 124

Disodium phosphate dihydrate
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Hydrochloric acid, concentrated

Sodium hydroxide

Water for injections

3. KAINIKEX ITAHPO®OPIEXZ

3.1 Eionloov

YK0OA0L

3.2  OgpamevTikég gvocicerg Yo ka0e gidog {oov

IMa v Bepaneio TV TPOoPoldV HE KPOTMVESG Kl YOALOLG GTOVG GKOAOVC,

Av16 10 KINVIOTPIKO POPUOKEVTIKO TPOIOV Elval £vol GLOTNUATIKO EVIOHOKTOVO KOl AKAPEOKTOVO TTOV
ToPEYEL:
- Gueon kot mopoapévovsa Bovatneopo dpdomn otovg WOALoVG (Crenocephalides felis kot
Ctenocephalides canis) yw. 12 pfveg,
- mapapévousa Bavatneopo dpact 6Tovg KpOTveS omd Ty 3n nuépa £o¢ 12 pnveg petd omod
™ Oepameia yio Ixodes ricinus, Ixodes hexagonus, ka1 Dermacentor reticulatus,
- mopapévovod avatnedpo dpact 6ToVE KPOTMVEG o TV 41 nuépa émg 12 unveg uetd omd
™ Oepameia yio Rhipicephalus sanguineus.

Ot yOALot Ko 01 KPOT®VEG TPENEL VO TPOSKOAAN B0V GTOV EEVIOTT KOt VoL apYiCOLV vaL TPEPOVTOL Yl
va ekTtedovV 6TO dPUGTIKO GVGTOTIKO.

To kNvViaTpKd PoPUAKELTIKO TPOTOV Umopel va ypnoyomombel g Tufpo BEPUTEVTIKNG GTPOTNYIKNG
Yl TOV EAEYYX0 TNG OAAEPYIKNG atd YOAAOLG depuatitidag (AYA).

Mo v peimon tov kvdbvov poéAvveng amod v Babesia canis canis Péc® PETAOOGNG OO TO
Dermacentor reticulatus omd v nuépa 3 petd and ) Bepaneia yia €wg 12 pivec. H dpdon eivan
£upecn, opeileTol otV SPACTIKOTNTA TOV KTNVIKTPIKOD (OPLOKEVTIKOD TPOTOVTOG KATO, TOV
SwPifoact.

Mo mv peimon tov kvdbvov poéAvveng amd Dipylidium caninum péow petddoong amd to
Ctenocephalides felis yia éo¢ 12 pnvec. H dpdon givor Eppecn, opeiletol 6TV dpacTIKOTNTO TOV
KTNVIOTPIKOD QOPLOKEVTIKOV TPOTOVTOG KATA TOL dtafifacti.

3.3  Avrevositeg

Na pnv xpnoluonoteital 6€ TEPTMOGELS VIEPELOIGONGING GTO OPACTIKO GLGTATIKO 1| G KATO10 Ao
TaL £KO0Y0.

3.4 Ewkég TPOELOOTOU|GELS

Ta mapdoito yio vo ekteBodv 6T GAOVPAAAVEPT] TPETEL VA 0PYIGOVV VO, TPEPOVTOL TAVE® GTOV
Eeviot® Gpa, dev pmopel vor amokAEIGTEL EVIEADS 0 KIVOLVOG LETAO0GNS TV acHevEIDY TOV
petadidovral amd mopdoita (cvpnepthapfoavouévov tov Babesia canis canis koi tov D. caninum).

H dokomn ypnon avimepasitikdv 1 1 amokiivovsa xpion ond Tig 0dnyieg wov divovtat, dbvatal vo
ovénoet T mieomn emAoYNE TPOS OVATTVEN aVOEKTIKOTNTAG KOl VO 001 YNOEL GE UELOUEVT
amoteleopatikdtnto. H andpaon yia tn ¢p1ion Tov KTviaTpikoy QopUaKELTIKOD TPOIOVTOG TPETEL VO
Baciletar oty emPePaicnon Tov TopactTiKoD £i60VG KAl TOV POPTIOL, 1) TOV KIVOUVOL TUPUGITMOCNG
pe Baon to EMONUIOAOYIKA XOpOKTNPIOTIKE (AapBavovTag vToYN OTL 1| SIAPKELD OPAGNS TOL
mpoidvtog ivar 12 pnveg), yio kébe (o Eexwplotd.
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IIpénetr va Aappdvetor vwoyn n mbavotnta dAlo (oo oty 1010 okia va amoTtelobV eoTia
EMOVOUOAVVOTG LE TOPACITA, KOl GE OVTA TPETEL VO, YOPNYELTOL 1] otapaitnTn Oepaneio e
EVOEOELYHEVO KTNVIATPIKO QOPUOKEVTIKO TPOTOV.

3.5 Iowitepeg mPpoPUAAEEIS KATA TN Y p1joN)

Idwitepec mpoLABEELC Yo TV 0c@aAN ¥prion ota £idn Lhmv:

H acedAeia tov Tpoidvtog dev Exel a&todoynbel oe okbOAoLC e Tpoimdpyovca emAnyia. Emopévmg,
VoL YPNOYOTOLEITAL UE TPOCOYN GE CLTOVG TOVG GKOAOLG LE PACT) TNV EKTIUNGT] 0PEAOVS/KIVOUVOL OO
Tov vevlvvo KTnviatpo.

A6y EMhetyng O1aBECIU®Y LEAETAOV, TO KTIVIATPIKO QOPHOKEVTIKO TPOTOV OV TPEMEL VO
YPTCULOTOLEITAL GE GKVAOVG NAIKIOG HKPOTEPTC TOV 6 UNVOV.

Idwitepec TpouAGEEIC oL Tpémel va Aaufdvovtol amd To GTOUO TOL YOPNYEL TO KTNVIATPLKO
QopuakeLTKd Tpoidv oe {daou:

"Eyxovv avaeepbel avtidpdoeig vrepevacneiog otn provparoavépn 1 otn PevivAikn adkodAn o
avOpdmovg, ol omoieg duvatal va eivor coPapés. Emiong, evdéyetal va epeavioTovV avtidpdcel 6To
onueio g éveong. Otav yopnyeite antd T0 KINVIATPIKO QOPUAKEVTIKO TPOidV TPEmel vo Aapupdvete
TPOPLAAEELS Yo TNV amoPLYT KOTA AAB0g avtoéveong Kat £kBeong Tov dEPHOTOC. TE TEPINTO®ON KOTA
AdBog avtoéveong pe avemBounta copPdvta, avidpacelg vrepevalcnciog 1 avidpAcelg 6To oNUEI0
NG EVEOTG, VO EMIKOWVOVNOETE LE 10TPO Kol VO EMIOEIEETE TNV ETIKETA ) TO ECMOKAEIGTO EVALO 0ONYIDV
ypnoews. [TAvvete ta yépro petd amd ™ ypnon.

Av16 10 KINVIOTPIKO PAPUOKEVTIKO TTPOiIdV TTPEMEL VAL YopnyeiTol LOVO omd KINVIATPOLG 1| v
yopmyeital vxd T oTEVN EMIPAEYT| TOVG.

[dwaitepeg TPOQLAGEELS Y10 TNV TPOCTAGIO TOV TEPPAAAOVTOC:
Agv 1oy0eL.

3.6 AvemOvpnta coppavra

XKolot:
Xuyvé AWykoon 6to onueio g éveong!
(1 émg 10 oa / 100 vd Bepameia
Cha)
Oy ovyvé Mewwpévn 6peén
(1 éog 10 Loa / 1.000 vro Bepameia | Komwon
{oa) Yrepayukoi fAevvoyovol
[ToAb omdvia Mvikég tpépog, Ataia, Xmacpol
(<1 o / 10 000 vro6 Bepancia {oa,
CLUTEPILAUPAVOUEVOV TOV
LELOVOLEVOV aVAPOPDOV)

"Pnhogentéc Kar/n ep@oveic S10YKMOGELS, 1N GAEYLOVAOSELS, U1 ETOSVVEG, TOV VIOY®POVY OO HOVES
TOVG UE TNV TAPOSO TOL YPOVOL

H avapopd averBountov cuoppdviov sivor onpovtikny. Emttpénet ) cuveyn topakorlovdnon e
0oQAAELNG EVOC KTIVIATPIKOD PAPLOKEVTIKOD TPOIOVTOC. Ol avapopég TPEMEL VO, ATOGTEAAOVTOL, KOTA
TPOTIUNOT LECH KTNVIATPOV, E(TE GTOV KATOYO TNG AOELNG KUKAOQOPING EiTE GTNV €BVIKN approdia
apyn LEC® TOV €BVIKOV GUGTNUATOG AVOPOPAS. AVATPEETE GTO PUALD 0ONYIOV XPNONG Yo TO
ovticToryo oTolyEln EMKOVOVING.

3.7 Xpion katd TV KONG61), TN YoAOV)iA 1] TV MOTOKIM,
H ac@dAieia Tov KTNVIOTptkoD QopUaKeLTIKOD TPoidvtog dev Exel amoderydel Katd T dlapKeLo TNG

KONONG Kot TNG YOAOLYIOG.
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To wpoidv va yopnyeital Lévov cOLP®VA LE TNV EKTIUNGT 0QELOVG-KIVOLVOL aTd TOV VITEVBVVO
KTNviatpo.

3.8 Aliniemiopaon pe GAho QUPRAKEVTIKG TPOIOVTO KO AALES pOPPES AInAenmidpaong

H ¢lovparavépn cuvdéeton o peyalo Babuo pe Tig TpOTEIVES TOL TAAGOTOS TOV OHATOC Kol LWTopEl
VO OVTOYOVIOTEL He GAAD VYNANG GUVOESTIC OPACTIKA CLGTATIKA OTTMG TO. [T GTEPOEION
avTIPAEYLOVOON pdpproka (MEAD) kot tn Bapeapivn, Tapdymyo g Kovpopivne. H endoaon tng
QAOVPOAAVEPTC GE TOPOVGIO, KOPTPOPEVNS 1 Pap@apivng 6To TAGGHO TOV OUATOS TOV GKOAOD GTIC
UEYIOTEG OVOUEVOLEVEC GUYKEVTIPMGELS GTO TAAGLO, 08V LEIMGE TNV CUVOEST] OTIC TPWTEIVEG TOL
TAACULATOG TNG PAOVPOAOVEPTG, TNG KAPTPOPEVNC 1 TG Pappapivie. Katd tn didpkeia KAViKOV
doKmv ediov, dev mapoatnpnOnKay aAANAETIOPAcelC LeETAED TOL KTNVINTPIKOD QUPUOKEVTIKOD
TPOTOVTOG KOl TV KTIVIOTPIKOV QUPHOKEVTIKAOV TPOTOVTOV TOL YPNCLOTO00VTAL GUVHOMC.

3.9 Odoi yop1ynong kot docoroyia
Y7odopia ypnon.

Xopnynote 0,1 ml avacvotadévtoc evarmpnuatog ava kg coupatikod Bapovg (1codvvapo pe 15 mg
@AovporavEPT ava kg couatikod Bdpouc) vroddpia, .y, OVAUESH OTIC ®UOTAATES (payLaio-
opomAatiaio ydpa) Tov okOlov. ' va vmoroyiotel ue akpifeia n d0om o okdAog Tpémel va Quyiletan
KT TN XPOVIKN oTiypn Tov Ba tov yopnyndei n d6om.

H vrodocoloyia pmopel va €€l G CUVETELD AVOTOTEAECUATIKT YPNON Kol EVOEYETAL VO EDVONCEL TNV
avamtuén avOekTikdTTOS.

O mopoakdto Tivakag umropei va ypnoiuomombei wg 00Myog yio T S0coA0Yia.:

Sopatiko Bapog (kg) Oyxog 10V avacvoTafévtog evarmpnuatog (ml)
5 0,5
10 1
15 1,5
20 2
25 2,5
30 3
35 3,5
40 4
45 4,5
50 5
55 5,5
60 6

YroAoyiote T d60N avtioTotya yio. okbAovg Tov Juyilovy Ayodtepo amd 5 kg 1 mepiocotepo amd 60
kg.

Avoc0GTA0T TOL EVOLMPTUATOS TPV OO TNV TPATN YPNoN:

Kavete avacvotoon 1 raadiov oxovng pe 15 ml dtohdtn. o v avacdctact tov tpoidvtog,
oUVIOTATOL 1 ¥PNOT oG amooTelpouévng Behdvag petapopdg 18 G kot piog omostelpopévng
ovpryyag 20 ml.

1. AvokwvnoTte To LOAISI0 LE TN GKOVI] PAOVPOAAVEPTIC Y10 VA SLUGTOGTOVV TUYOV
GUOCOUATOLOTO TPV OO TNV OVAGVGTAC.

2. Avaotpéyte 10 PLOAIO10 TOV JLOAVTN TOVANYIGTOV 3 POPEC £WG OTOV TO TEPLEYOLEVO VO
glvo eLPOVOS OLLO0YEVEC.

3. Apywd eyyvote émg kot 14 ml aépa péca 610 ProAidto Tov S10AHTN, 0T GLVEXELN
avappoenote 15 ml d10AdT omd To PloAidio (swdva A). Xto @rarioe wapéyeTon
TEPLEGOTEPOS OLUAVTIG U0 GVTOV TTOL OTULTEITOL Y10 TV AVOUGVGTAGT. ATOPPIYTE TO
(QLOALS10 UE TO SLIADT OV TEPIGGEYE.
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4. Ewodyete ™ Pehova yuo v e&oyoyn aépa 25 G 610 dve HEPOC TOL PLOALSIO LE TN GKOVT|
provparavépnc (ewcdva B).

5. Evo neprotpiete 10 OLOAIO0 0pLiovTIa 6TO YEPL 060G, LETUPEPETE apyd To. 15 ml Tov
SLOADTN HEGO OTO PLUAISIO LE TN OKOVT] GAOVPAAVEPTG Y10 VO, SIACPUAIGETE TNV TANPN
SaPpoyn g oxovng (ewcova I).

6. A@o0 &xel Tpootebel 0 S10ADTNG, APULPESTE AO TO PLOAISIO [E TN GKOVI] PAOVPUAAVEPNC
™ Behdva yo v e€aymyn agpa kot T PeAdva petapopdc. Amoppiyte Tig feAoOves.

7.  Avoxkwvnote £vTova T0 QLoAidlo yuo TovAdytotov 30 devutepOrento LEYPL VO OYNUATIOTEL £val
KOAQ avopepetypévo evoumpnua. To avacvotabéy mpoidv eival éva adtopaveég Aevkd £mg
avoLYTO KITPIVO EAAPPDOG TOYVPPEVCTO EVULDPT LA, TPOKTIKO ATOUALAYUEVO OO
GUGCOUATOOTOL.

8. H nuepounvio ANéEng mov avaypageTol oTV ETIKETA TOV YOAAIVOD GLOALION VOPEPETOL
0T 6KOVI GOUPOVA LE TN GVOKELOCIN TOANGNG. META TNV AVAGVGTOOT|, TO EVOIDPTLLO
TPENEL VO, amoppLebel vTog 3 UNvav amod Ty NUEPOUNVID TNG AVOGVGTACT|G. Z1UEIDMCTE TNV
nuepouNVvia amdpPIYNG GTNV ETIKETO TOL YVAAIVOL PLOALSIOL.

Mé€60d0¢ yopynong Tov ovacsvoTafEviog EVOLMPUOTOS GTOV GKVAO:

1. TIpocdiopicte Tn d6om Tov Ba yopnynbei pe Pdon 10 copATKO BAPOS TOL GKOAOV.

2. Xpnolonomaote pio amocTeElp@UEVT] cUPLYYa Kol pio amootelp@pévn Berdva 18 G yia
xopfiynon.

3. H oxovn provparavépng Ba dtoymptotel omd To EVAIDPT L KATA TV Tapapovi Tov. Ipy
oamd kébe ypnomn, avakvnote £vTovo 10 avacLoTaféy eraridilo yio 30 devteporenta dGTE Vo
emrevyDel £vol OLLOIOLOPPO EVOLDPTLLAL.

4. Evdéyetar va givon amapoittn 1 Eyyoon aépa HEcH 6To PLOAISI0 TPV amd TNV ANy Tng
doomg.

5. Tw va dwtnpnOei 1 OLO0YEVELD TOV EVOI®PTLLOTOC KOt ) XOP1yNoT TNg 000ng va yivel pe
axpifeto, 1 060N TPEMEL VA yopnyeiTon EVTOG TEPITOV 5 AETTOV PETA OO TNV AVOPPOPTGT| TNG
o1 GUPLYYL XOPNYNONG.

6. Xopnynote To TPOoidV pe LITOSOPL EVEGT], TT.X. OTN POYICI0-®UOTAATIAL0 YDPOL.

MnV TpLTATE TO TOWO EIGYDPNOTG TOL PLOAIIOL TOL TEPLEYEL TO AVOCLOTADEY EVOLDPT AL
neplocotepeg amd 20 popéc,.

Mo v avachoToon TOV EVOI®PTLITOC 0poD £XEl KoTakalicel, avakivioTte £vTova To QLOAISL0 yia
TovAdyiotov 30 devtepoienta Yia Vo, EXLTeLyOel Evo OLOIOLOPPO EVOLDPTLLOL.

Oepomevtikod oynuo

IMa mpocPolrég pe WHOALOLS Kol KPOTMVES, 1) BVAYKT KO 1] GUYVOTNTA TNG(TOV) ETAVOANTTIKAG(MV)
Oepanciag(mv) Tpémel va Paciletar o€ yvopdtevon exoyyeipatioo kol vo AAUBAaveTol vdyn 1 TomTiKn
EMONUOAOYIKT KATACTOOT Kot 0 TpOToG dtoPicwong Tov {mov. H Bepoameia pe avtd to kTnviaTpikod
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QOPUOKEVTIKO TTPOIdV glvar SOuVATOV VA EEKIVA OTOLOONTOTE YPOVIKT GTLY| TOV £TOVG KOl LTOPEL val
ovveyiletan ywpig daxonn. Avatpééte oty mapdypoo 3.4.

3.10 ZopmtOpaTe VIEPIOGOA0YINS (KOl KATA TEPITTOGT, PETPU UVTIHETMOTLONG KOL AVTIOOTA)

Metd amd vTodopla yopnynon 3 kot 5 opég T cuvicTduevn 860m TV 15 mg plovparaviépn/kg
cOUOTIKOD Bapovg kabe 4 pMvec Yo suvorikd 6 docelg (Huépeg 1, 120, 239, 358, 477 kot 596) og
veapovg GKOAOLG NALKIaG 6 UNvdV, To Hovadtkd evpnua oxetilopevo pe ) Bepamneio meplopiotnke o
SLOYKMGELC 6TO ONUEID TNG £VEGNG Ol OTTOIEC LITOYDPNCAV UE TNV TAPOSO TOL YPOVOV.

To dpacTtikd cuoTatiKd PAovparaviépn RTov Kodd avektd ota Collies pe avendpkela o€ multidrug-
resistance-protein 1 (MDR1 -/-) petd amd pio yopfiynon amd 1o otopa piog 66one 3 opég g
péyiotng ovvictopevng (168 mg/kg cmpaticod Papovg). Aedopévon 6Tl 1 HEYIGTN GLGTILOTIKY
€xBeon otn erlovparavEépn HETE amd VITOSOPLL YOPTYNON deV Elval LYNAOTEPT GE GUYKPIOT| LE TN
YOPNYNO™ 0o TO GTOUA, 1] LTOSAPLU EVEGT] TOV KTIVINTPIKOD QOPUUKEVTIKOD TPoidvTog Bempeitat
ac@oing o€ MDR1(-/-) oxviovg.

3.11 Edwoi wepropiopoi yproneg Kot £01KES 6VvONKeg (pfions, copmeptiopufavopéveov
TEPLOPLOUAOV GTI] YP1GT] OVTLKPOPLOKAOV KAl OVTITUPUGLTIKAOV KTNVILTPLKOV
POPLRUKEVTIKAV TPOTOVIOV TPOKELUEVOV VO TEPLOPLOTEL 0 KIVOVVOS aVATTLENG AVTOYNS

Agv 1oy0et.

3.12 Xpdvor avapovig

Agv 1oyvet.

4. DAPMAKOAOI'IKEX IIAHPO®OPIEX
41 Kaoodwkég ATCvet: QPS3IBE(2
4.2 @oppoKoSLVOUIKI)

H ¢lovparavépn givor akapeokTdVog Kot EVTIOHOKTOVOS. Eival 0moteAeoUaTIKY EVOVTL TV KPOTOVOV
(Ixodes spp., Dermacentor spp. kor Rhipicephalus sanguineus) ko1 1@v YoMV (Ctenocephalides
Spp.) 6TOVG OKOAOLG.

H @Aovporavépn peudvel tov kivduvo poivveng and Babesia canis canis péc® TG LETAOOGNC OO TO
Dermacentor reticulatus engidn oKOTMOVEL TOVG KPOTOVEG LEGA o€ 48 dpeg, TPV va GUUPEl HeTadoon
™G vOoOov.

H pAovporavépn peudvel Tov kivovvo poivveong and Dipylidium caninum péco g HeTddoong amd To
Ctenocephalides felis eme1d1] 6GKOTOVEL TOVG YOAAOVG TTPLY VO GUUPEL HETASOOM TNG VOGOUL.

O kpotaveg 1. ricinus kon D. reticulatus mov vdpyovy f101 GTOV GKOAO TPV A0 T JOPNYNOT| TOV
KINVIOTPLIKOD QOPUOKEVTIKOV TPOTOVTOG oKoTtdvVovTal HEca o€ 72 mpeg. Ot kpotwves R. sanguineus
OV VIAPYOVV 1O GTOV GKOAO TPV ad TN YOPNYNOT| TOL KTNVIATPIKOD PUPHOKEVTIKOV TPOIOVTOG
oKot@vovTal HEsa o€ 96 dpeg. Ot veogpeaviLOIeEVOL KpOTOVEC GKOTMVOVTAL LEGO o€ 48 dpeg amd TNV
Tp®OTN gfdopnada Emg kot 12 punveg petd and ) Beponeio.

Ot yOAAOL TTOL VTTAPYOLY NOT) GTOV GKOAO TPV 0td TN XOPTYNOT TOV KTNVIOTPIKOD QUPUOKEVTIKOD
TPOTOVTOG oKoTOVOVTOL péca o€ 48 mpeg. Ot veogupovi{opevol YOALOL GKOT@VOVTUL UEGH OE 24 DpES

amd Vv Tpd efdondda £mg Kot 12 unveg petd amd t Oepamneia.

H gplovparavépn €xel vynAn SpacTIKOTNTA EVOVTL TOV KPOTOVOV Kol TOV YOAA®V LE TNV ékOeom
HEG® TNG TPOPNGS, dNAAdN ivol CLGTNUOTIKAE SPACTIKN GTA TAPAGITA GTHYOG.
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H @lovparavépn givor Evag 1oyvpog avacTOAENS LEPDY TOL VELPIKOD GLGTAUATOS TOV apBponddwV
dPAVTOG OVTAYDOVIGTIKG GTOVG GLUVOETO-EEAPTOHEVOVG dlahAoVG YAwpiov (GABA-vmodoyeic kot
YAOLTOUIKOOG VTTOJOYEIS).

Y€ HoploKéG on-target LEAETEG GTOVG LITOVOYEIC TOV Y-aptvoPovTupkod o&éoc (GABA) tov evtouwmy
WYOALOG Kot poyal, 1 AOVPoAavEPT dev emnpedleTon amd TV avOeKTIKOTNTA 6TV dLEAdPiv.

Xe in vitro Plodokipuég, 1 @AoVpoLavEPT dev emNpPedleTol amd TV amodedEY eV oTn TPAEN
avOEKTIKOTNTO EVOVTL TOV CUSIVOY (KPOTMVEC), OPYOVOPOGPOPIKDV (KPOTMOVES, OKAPEN),
KukAodtevimv (kpdTveg, YOALOL, POYES), LOKPOKVKAIK®Y AoKTOVaV (Bordccia yeipa),
QUVVOATVPALOADY (KpOT®VES, WOAAOL), BeviopatvolkdV ovpldV (KPOT®VEG), TuPEDPOEdDY
(kpoTOVEG, aKdpen) Kot KOpPopUdIKOY (0KAPED).

To KTNVIATPIKO POPUAKEVTIKO TPOTOV GUVEICOEPEL GTOV EAEYYO TV TANBVGUOV TV YOAA®DV GTO
nepPaALoV, o€ YDPOVE GTOVE 0TOToVE X0V TPOGPRaoT| 01 LTTO AY®YT GKOAOL.

Ot veogppavilopevol yoAhot Téve o€ €va GKOAO GKOTMVOVTAL TPV Ttopdyouy oot avyd. Erxiong,
pio peAén in vitro €6€1Ee OTL TOAD YOUNAESG GUYKEVTIPDOGELG TNS PAOVPOAUVEPTC GTOUATODY TNV
ToPAyDYn PUOCIUOV 0VYDV Ao TOVS YOAAOVC.

O koKAog {ong Tov YooV dtukdérteTon e€otiag g Tayeiog Evapéng e dpdong Kot Tng LEYAANG
OLIPKELNG TNG ATOTEAEGATIKOTITOG KATA TOV EVAMK®V WYOAAL®V TAV® 6T0 {MO Kol TNG 0TOVGIoG
TOPAYOYNS PLOGIUOV QVYDV.

4.3 DoppokoKIVNTIKI

H @lovparavépr amoppo@dtol cuGTNUATIKG oo TO onpeio ¢ Eveong, He TN LESN Tmax VO
mapatnpeiton Ty nuépa 37 (pe edpog amd nuépa 30 — npépa 72). O ypoévog nuicetog {ong oto aipo
Kopoaivetonl and 92 émg 170 nuépeg o€ veapovg okviovg niikiog 6 unvov. H topatetapévn datnipnon
Kol 1 opyn amofoin amd 1o TAACHO TOL OiHOTOC KOl 1] EAAELYT] EKTETAUEVOL LETAPOAITHOD TTapEyovV
OTOTEAECUATIKEG CLUYKEVIPADGELS PAOLPAAAVEPTG Y1a TN JEPKELN TOV PETOED TWV SOCEWDY
SlGTIHOTOC.

H apetdfintn erlovporoavépn amekkpiveTol Pe To KOTPAVO KoL GE TOAD UIKPT £KTACT] [LE TO 0VPO.

5. DOAPMAKEYTIKA XTOIXEIA

5.1 Kopieg aocopparotnreg

AOY® EAAEYNG HELETMV OCLUPATOTNTOC, TO TAPOV KTNVIOTPIKO PAPUOKEVLTIKO TPOIOV Oev TPEMEL VoL
OVOUELYVOETOL UE MM KTNVIOTPIKG QUPUAKEVTIKG TPOTOVTO.

52 Awpkewo {ong

Avdprela (NG TOL KTNVINTPIKOD QUPUAKEVTIKOD TPOIOVTOG COLPMVA LIE T1 GVOKELOGTN TOANONC: 3
SATiszw {oNg LETA TNV AVOGVGTOOT] COUPOVE, LE TIG 001 Yies: 3 uveg

5.3 Iowirepeg mpo@urders katd T @OLAEN TOV TPOIOVTOG

AVTO TO KTNVIATPIKO POPUAKEVTIKO TPOTOV GOLLPOVO, LLE T GVCKEVOGIO TOANGNG OEV ATOLTEL
Wwitepeg ouvinkeg Beppokpaciog ya tn eOAAEN ToV.

Metd v avacvoetaon, va pLUAAcceTol og Beppokpacia pikpdtepn twv 30 °C.

5.4 ®Yon ka1 6HVOES TG GTOLYELDOOVS CVOKEVUCILUG

29



DOroridw amd Yool Tomov I KAeiopuéva e EAACTIKG TOUATO EI0YDOPNONG Ao BpmpofouTdilo Kot
ocppayopéva pe aroomopeva (flip-off ) mopata aAovpviov.

Kda0e yaptivo xovti mepiéyel 1, 2, 5 1 10 oet evog prolidiov pe oxdvn provporavépng (2,51 g
@AOVPOAAVEPT), Eva PLaAIOL0 dtodvTn (16 ml S1aAbTNG), Ko pio amocTepmuUévn Pelova yio TV
e€ayoyn aépa 25 G.

Mmropei va, unv KoKAOQPOPOLV OAEG 0L GLOKEVAGIES.

5.5 E0wkég Tpo@uAaEELs amdppLyng EvOg Ui Y P GLHOTOIN0EVTOG KTVIOTPIKOD QUPUOKEVTIKOD
TPOIOVTOG 1] GAAOV VAKOV TTOV TPOEPYOVTUL OO T1) Y P1]G1] TOL TPOIOGVTOS, AV VAP OVY

Ta eapuake dev TPETEL VO, OTOPPITTOVTOL LECH TOV ADUATOV | TOV OIKIHKDOV OTOPANTOV.

To KINVIATPIKO PAPUOKEVTIKO TPOTOV dEV TPEMEL VO, EIGEPYETAL GTOV VOPOPOPO opilovta KaOdE M
QAOVPOAVEPT) EVOEYETAL VO EIVOL ETIKIVOLVT Y10 TOLG AGTHVOIVAOVS VIPOPLOVE OPYOVICLLOVG.

XPNGILOTOGTE TPOYPAUUATO, EXLGTPOPNC POPUAKDV Y10 TV OTOPPIYT U1 (PN OOTONOEVTDV
KTNVIOTPIKOV QOPUUKEVTIKAOV TPOIOVIOV 1 GAA®V DAIKOV TOL TPOEPYOVTOL ATd TN XPTOT) TOVG
CUHQ®VO IE TIG TOTIKEG OMOLTIOELS KOl e TUYOV €BVIKA GLGTHHATO GLAAOYTS TOV 1GYDOVV Y10l TCL
GYETIKA KTNVITPIKE QAPLOKEVTIKA TPOTOVTOL.

6. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Intervet International B.V.

7. APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/2/13/158/032-035

8. HMEPOMHNIA INPQTHXE EF'KPIZHX

Huepounvia Ing éyxpiong: {HH pnvag EEEE}

9. HMEPOMHNIA TEAEYTAIAY. ANAGEQPHXHY THX IEPIAHYHX TQN
XAPAKTHPIZTIKQN TOY ITPOIONTOX

{HH prvoc EEEE}

10. TAZEINOMHXIH TOQN KTHNIATPIKQN ®APMAKEYTIKQN ITPOIONTOQN
Noa yopnyeiton LOVOV e KTNVIOTPIKT GLVTAYT).

Agntopepeic TANPOQOPIES Y10 TO €V AOY® KTNVIATPIKO QOPLOKEVTIKO TPoidv ivar dtabéoieg otn faon
dedopévarv g EE yuo ta ktnviatpikd tpoidvta (https://medicines.health.europa.eu/veterinary).

30


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

ITAPAPTHMA 11

AAAOI OPOI KAI AITAITHXEIX THX AAETAY KYKAO®OPIAX

Kavévoag
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ITAPAPTHMA II1

EINIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX
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A. EINIXHMANXH
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IMAHPO®OPIEX I1OY ITPEITEI NA ANATPA®ONTAI XTHN EZEQTEPIKH XYXKEYAXIA

Xaptivo kovti

1. ONOMAZIA TOY KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX

Bravecto 112,5 mg poacopeva diokia yio moAd pikpovg okorovg (2 — 4,5 kg)
Bravecto 250 mg pacopevo diokia yio pkpovs okviovg (>4,5 — 10 kg)
Bravecto 500 mg pacmpeva diokio yio pecaiov peyébovg oxviovg (>10 — 20 kg)
Bravecto 1 000 mg pocopeva diokia yio peydiovg okvrovg (>20 — 40 kg)
Bravecto 1 400 mg pocopeva diokia yio oAb peydaiovg aikviovg (>40 —56 kg)

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

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

3. YXYXKEYAXIA

1 pacopevo dlokio
2 Loo@UEVa OLoKio
4 pocmpeva, d1oKio

4. EIAOX(H) ZQOY(QN)

XK0A0g

| 5. ENAEIZEIZ

‘ 6. OAOI XOPHI'HXHX

Xpnon amd 10 GTOLO.

‘ 7. XPONOI ANAMONHX

‘ 8. HMEPOMHNIA AHEHX

Exp. {up/ecee}

‘ 9. EIAIKEYX XYNOHKEX AIATHPHXHX
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‘ 10. OI AEZEIX «<AIABAXTE TO ®YAAO OAHI'TQN XPHXHX ITPIN AITIO TH XPHXH»

AwBdote 10 PUALO 0NV YPAONG TPV O T YPNO).

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

ATOKAEIOTIKA Y10 KTNVIOTPIKT XP1ON.

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

Na puAdooetol o 0éom, TV onoia dev PAETOLY KoL dev Tpoceyyilovv Ta Tad1d.

13. ONOMA TOY KATOXOY THX AAETAY KYKAO®OPIAX

Intervet International B.V.

14. APIOMOI AAETAY KYKAO®OPIAX

EU/2/13/158/001 (112.5 mg, 1 Siokio)
EU/2/13/158/002 (112.5 mg, 2 SioKic)
EU/2/13/158/003 (112.5 mg, 4 SioKic)
EU/2/13/158/004 (250 mg, 1 dioxio)
EU/2/13/158/005 (250 mg, 2 Siokic)
EU/2/13/158/006 (250 mg, 4 Siokic)
EU/2/13/158/007(500 mg, 1 diokio)
EU/2/13/158/008 (500 mg, 2 Siokic)
EU/2/13/158/009 (500 mg, 4 SioKic)
EU/2/13/158/010 (1 000 mg, 1 diokio)
EU/2/13/158/011 (1 000 mg, 2 Stokic)
EU/2/13/158/012 (1 000 mg, 4 SioKic)
EU/2/13/158/013 (1 400 mg, 1 diokio)
EU/2/13/158/014 (1 400 mg, 2 Stokic)
EU/2/13/158/015 (1 400 mg, 4 Siokic)

‘ 15. APIOMOX ITAPTIAAX

Lot {ap1Ouoc}
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EAAXIXTEX ENAEIZEIX TIOY IIPEITEI NA ANAI'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

Kvoyéin

1. ONOMAZXIA TOY KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX

Bravecto

‘ 2. IHOXOTIKA XTOIXEIA TQN APAXTIKQN OYZIQN

112,5 mg (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. APIOMOZX ITAPTIAAX

Lot {apBpog}

‘ 4. HMEPOMHNIA AHZHX

Exp. {up/ecee}
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IMAHPO®OPIEX I1OY ITPEITEI NA ANATPA®ONTAI XTHN EZEQTEPIKH XYXKEYAXIA

Xaptivo kovti

1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Bravecto 112,5 mg didhvpa yia exiyvon o€ onpeio yio moAd pukpov okvAovg (2 — 4,5 kg)
Bravecto 250 mg dtdAvpa yio exiyvon 6€ onueio yio pikpovg okdiovg (>4,5 — 10 kg)
Bravecto 500 mg didlvpa yio eniyvon o€ onueio yia pecaiov peyédovg okviovg (>10 — 20 kg)
Bravecto 1 000 mg didAivpa yio exiyvon o€ onueio yo peydiovg okviovg (>20 — 40 kg)
Bravecto 1 400 mg didlvpa yio emxiyvon o€ onueio yio moAd peydAovg okdrovs (>40 — 56 kg)

2. YXYNGOEXH XE APAXTIKH(EX) OYXIA(EYX)

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

3. YYXKEYAXIA

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

4. EIAOX(H) ZQOY(QN)

XK0A0g

| 5. ENAEIZEIZ

‘ 6. OAOI XOPHI'HXHX

Eniyvon g onueio (spot on).

Noa pUAGCCETAL TO KTNVIOTPIKO QUPUOKEVTIKO TPOIOV GTNV aPYIKN] CLGKEVAGIO UEYPL TN XPNOT, DCTE
VO OTOQEVYETAL 1] AUEST TPOGPOOT] TOV TOIOIDV GTO KTNVIOTPIKO QOPLOKEVTIKO Tpoiov. Na
OTOQEVYETE TNV EMAPT LLE TO FEPLA, TO GTOM KOV Ta piTio. No unv €pYecTe o€ ENOQN UE TO onpeio
EQUPUOYNG MG OTOL OVTO OeV gival TAEOV EPQAVEC.

Na popdrte yévtia dtav xelpileote Ko YopnyeiTe TO KTNVIATPIKO PAPUOKELTIKO TPO1dV. Alafdote TO
QOALO OOMYUDV YPNONG Y10l TIG TANPELS TTANPOPOPIES Y10 TNV AGPAAELN TOV YPNOTN.
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To mopa dev pmopel va apopedei.

o

| 7. XPONOI ANAMONHX

‘ 8. HMEPOMHNIA AHEHX

Exp. {up/ecee}

‘ 9. EIAIKEY YYNOHKEX AIATHPHXHX

‘ 10. OI AEEEIX «(AIABAXTE TO ®YAAO OAHT'TQN XPHXHX ITPIN AITIO TH XPHXH»

AwBdote T0 PUALO 0NV YPAONG TPV O TN YPNO).

‘ 11. OI AEEEIX «<AIIOKAEIXTIKA I'A KTHNIATPIKH XPHXH>»

ATOKAEIOTIKG Y10 KTNVIOTPIKT XP1ON.

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

Na puAdooetol og 0éom, TV omoia dev PAETOLY KoL dev Tpoceyyilovv Ta Tad1d.

13. ONOMA TOY KATOXOY THX AAETAY 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 mmétecg)
EU/2/13/158/020 (250 mg, 1 mméto)
EU/2/13/158/021 (250 mg, 2 muméteq)
EU/2/13/158/024 (500 mg, 1 muméto)
EU/2/13/158/025 (500 mg, 2 mimétec)
EU/2/13/158/028 (1 000 mg, 1 muméta)
EU/2/13/158/029 (1 000 mg, 2 mméteg)
EU/2/13/158/030 (1 400 mg, 1 mméto)
EU/2/13/158/031 (1 400 mg, 2 muméteq)
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‘ 15. APIOMOZX ITAPTIAAX

Lot {apBuog}
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INAHPO®OPIEX IIOY ITPEITEI NA ANATPA®ONTAI XTH XTOIXEIQAH XYXKEYAXIA

D oxeMOKOG

1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX ‘

Bravecto 112,5 mg didivpa yio exiyvon o€ onueio yio moAd pkpovg okvlovg (2 — 4,5 kg)
Bravecto 250 mg didAvpa yio emiyvon og onpeio yio pikpovs okviovg (>4,5 — 10 kg)
Bravecto 500 mg didlvpa yio exiyvon o€ onueio yio pecaiov peyébovg oxviovg (>10 — 20 kg)
Bravecto 1 000 mg didAivpa yio exiyvon o€ onueio yo peydiovg okviovg (>20 — 40 kg)
Bravecto 1 400 mg didivpua yio xiyvon o€ onpeio yio oAy peydiovg okviovg (>40 — 56 kg)

2. YXYNOEXH XE APAXTIKH(EYX) OYXIA(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)

XK0A0g

¢ |

‘ 4. OAOI XOPHI'HXHX

T emiyvon o€ onueio (spot on

<> A
(1) 9%/&/1(3

1. ®opéote yavtia. 2. lepiotpéyte 10 ToOH (TOo TOU dev umopel va apoaipedel). 3. Epappoote oto
déppa.
Kpoamote v muéta 6tov @okeMoko péypt ™ xpnon me.
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| 5.  XPONOI ANAMONHX

‘ 6. HMEPOMHNIA AHEHX

Exp. {uweeee}

‘ 7. EIAIKEY YYNOHKEX AIATHPHXHX

‘ 8. ONOMA TOY KATOXOY THX AAETAY KYKAO®OPIAX

Intervet International B.V.

‘ 9. APIOMOZX ITAPTIAAX

Lot {apBuog}
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EAAXIXTEX ENAEIZEIX TIOY IIPEITEI NA ANAT'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

Ihinéta

1. ONOMAZXIA TOY KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX

Bravecto

2. MNOXOTIKA 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. APIOMOZX ITAPTIAAX

Lot {apBuog}

‘ 4. HMEPOMHNIA AHEZHX

Exp. {up/ecee}
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IMAHPO®OPIEX I1OY ITPEITEI NA ANATPA®ONTAI XTHN EZEQTEPIKH XYXKEYAXIA

Xaptivo kovti

1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Bravecto 112,5 mg didivpa yio exiyvon o€ onueio ywo pikpéc yareg (1,2 — 2,8 kg)
Bravecto 250 mg didlvpa yio exiyvon o€ onueio yio pecaiov peyébovg yateg (>2,8 — 6,25 kg)
Bravecto 500 mg didlvpa yio emiyvon o€ onueio yo peydieg yateg (>6,25 — 12,5 kg)

2. YYNGOEXH XE APAXTIKH(EX) OYXIA(EYX)

112,5 mg fluralaner
250 mg fluralaner
500 mg fluralaner

3. YXYXKEYAXIA

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

4. EIAOX(H) ZQOY(QN)

Tata

| 5. ENAEIZEIZ

‘ 6. OAOI XOPHI'HXHX

Eniyvon oe onueio (spot on).

No @UAACGCETOL TO KTNVIITPIKO QUPUAKEVTIKO TPOIOV GTNV OPYLIKT] CLGKELAGIN UEYPL TN YPNOT), DOTE
Vo amoPeDYETAL 1] AUEST] TPOGPOCT) TOV OISOV GTO KTVIATPIKO QOPUAKELTIKO TPoiov. Na
OTOQEVYETE TNV EMAPT LLE TO SEPLA, TO GTOMN KOV Ta paTio. No Unv €pYeoTe o€ ETOQN UE TO onueio
EQUPLOYNG £MG OTOL OLTO dEV EivOL TAEOV EUPOVES.

Na popdrte yavtia 0tav ¥elpileote KoL YOPNYEITE TO KTNVIATPIKO PAPUAKEVTIKO TPOTOV. AlafdoTe TO
@OALO 0ONYLDV YPTONG YO TIG TANPELS TA|POPOPIES Y10 TNV OCPAAELD TOV YPTOTY).

To nopa dev pmopei va apoipebet.
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‘ 7. XPONOI ANAMONHX

‘ 8. HMEPOMHNIA AHEZHX

Exp. {up/ecee}

‘ 9. EIAIKEY YYNOHKEX AIATHPHXHX

‘ 10. OI AEZEIX «<AITABAXTE TO ®YAAO OAHI'TQN XPHXHX ITPIN AITIO TH XPHXH»

AwBdote 10 PUALO 0NV YPAONG TPV OO TN YPNON).

‘ 11. OI AEZEIX «AIIOKAEIXTIKA I'TA KTHNIATPIKH XPHXH»

ATOKAEIOTIKA Y10 KTNVIOTPIKT XP1ON.

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

Na pvidooetal o€ BEom, TV onoia dev PAETOLY Kot dev Tpooeyyilovv Ta TALddL.

13. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Intervet International B.V.

14. APIOMOI AAETAYX KYKAO®OPIAX

EU/2/13/158/018 (112,5 mg, 1 mméta)
EU/2/13/158/019 (112,5 mg, 2 muméteq)
EU/2/13/158/022 (250 mg, 1 munéta)
EU/2/13/158/023 (250 mg, 2 mimétec)
EU/2/13/158/026 (500 mg, 1 mimréta)
EU/2/13/158/027 (500 mg, 2 muméteq)

15. APIOMOX ITAPTIAAX

Lot {apBuoc}
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INAHPO®OPIEX IIOY ITPEITEI NA ANATPA®ONTAI XTH XTOIXEIQAH XYXKEYAXIA

D oxeMOKOG

1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Bravecto 112,5 mg didivpa yio exiyvon o€ onueio ywo pkpéc yoreg (1,2 — 2,8 kg)
Bravecto 250 mg 6idAvpa yio emiyvon o€ onpeio yio pecaiov peyéboug yarteg (>2,8 — 6,25 kg)
Bravecto 500 mg didlvpa yio emiyvon o€ onueio yio peydieg yateg (>6,25 — 12,5 kg)

2. YXYNGOEXH XE APAXTIKH(EX) OYXIA(EYX)

112,5 mg fluralaner
250 mg fluralaner
500 mg fluralaner

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

3. EIAOX(H) ZQOY(QN)

Tata

‘ 4. OAOI XOPHI'HXHX

I"oa emiyvon oe onueio (spot on

<>
LI e%

1. ®opéote yavtia. 2. Iepiotpéyte 10 TdOUO (TO TOU dev umopel va apaipedel). 3. Epappoocte oto
déppa.
Kpoamote v muéta 6tov @okeMoKo [Ept T ¥pNnon me.

| 5.  XPONOI ANAMONHX

‘ 6. HMEPOMHNIA AHEZHX

Exp. {uweeee}
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‘ 7. EIAIKEY YYNOHKEX AIATHPHXHX

‘ 8. ONOMA TOY KATOXOY THX AAETAY KYKAO®OPIAX

Intervet International B.V.

‘ 9. APIOMOZX ITAPTIAAX

Lot {apOuoc}
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EAAXIXTEX ENAEIZEIX TIOY IIPEITEI NA ANAI'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

Ihinéta

1. ONOMAZXIA TOY KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX

Bravecto

2. IHOXOTIKA XTOIXEIA TQN APAXTIKQN OYZIQN

112,5 mg fluralaner
250 mg fluralaner
500 mg fluralaner

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

‘ 3. APIOMOZX ITAPTIAAX

Lot {apBuog}

‘ 4. HMEPOMHNIA AHEHX

Exp. {uweeee}
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IHAHPO®OPIEX IIOY ITPEIIEI NA ANAT'PA®ONTAI XTHN EZEQTEPIKH XYXKEYAXIA

XAPTINO KOYTI

1. ONOMAZXIA TOY KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX

Bravecto 150 mg/ml k6vig Kot S1aAdTNG Y10 EVEGIO EVALDPTLO Y10l GKOAOLS

2. TYNOEZH IE APAXTIKH(EZ) OYZIA(EX)

150 mg/ml provporovépn

3. XYXKEYAXIA

1 @loAido mov mepi€yet okov, 1 PloAidIo Tov TEPIEYEL daAvTT, 1 Beddva yia tnv eEaymyn aépa

2 QoS0 TTOV TTEPLEYOVY GKOVT], 2 PLOAIOLN TOV TEPIEXOVY OLOADTN, 2 BEAOVEG Yo TNV e€arymyn aépa
5 @loAIdIa TOV TTEPLEYOVY KOV, S PLOAISIN TTOL TTEPLEYOLY SLOAVTY, 5 fEAOVES Yo TNV e€ary@yT aEPal
10 proAidio Tov wEePIExovy okovn, 10 eroiidia mov mepiEyovy dtoAvTn, 10 Beddvec yia tnv e&aymyn
agpol

4. EIAOX(H) ZQOY(QN)

Yxk0Ao1

| 5. ENAEIZEIZ

‘ 6. OAOI XOPHI'HXHX

Ymodopia yprion.

{Ta ToapoKAT® SLoryPALLOTO EIVOL TUTOUEVH GTO ECOTEPIKO TOV YEPTIVOL KOVTIOD - OPATH LLOVO LETH
OO TO GVOLYLLOL}

H ecnkieiot Berdva yio v e&aymyn aépa dev mpoopiletar yio xopynor tov Tpoidvtog,.
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| 7. XPONOI ANAMONHX

‘ 8. HMEPOMHNIA AHEZHX

Exp. {up/ecee}
Metd v avacOGTAGT YP1OT| TOV EVULOPTLOTOS EVTOS 3 UNVOV.

‘ 9. EIAIKEYX XYNOHKEX AIATHPHXHX

Metd v avaciotact, vo puidccetol o€ Beppokpacio ptkpotepn twv 30 °C.

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

AwBdote 10 PUALO 0NV YPAONG TPV OO TN YPNO).

‘ 11. OI AEZEIX «AIIOKAEIXTIKA I'TA KTHNIATPIKH XPHXH»

ATOKAEICTIKA Y10 KTNVIOTPIKT XP1ON.

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

Na pvrdooetal o€ 0Eom, TNV onoia dev PAETOLV Kot dev Tpooeyyilovv Ta TALdd.

13. ONOMA TOY KATOXOY THX AAETAY KYKAO®OPIAX

Intervet International B.V.

14. APIOMOI AAETAY KYKAO®OPIAX

EU/2/13/158/032 (1 x: ok6vn, dtodvTng, Pelova yio Tnv eaywyn aépa)
EU/2/13/158/033 (2 x: okovn, dtodvuTng, Pelova yio Tnv e&aywyn aépa)
EU/2/13/158/034 (5 x: okovn, dtodotng, Berova yio nv e&aymyn agpa)
EU/2/13/158/035 (10 x: kv, 010A0tG, Berdva yia TV e€oywyn aépa)

15. APIOMOX ITAPTIAAX

Lot {ap1Ouoc}

Ba cvpumepiAnedei kmduds QR mix.bravecto.com
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EAAXIXTEX ENAEIZEIX TIOY IIPEITEI NA ANAI'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

ETIKETA ®IAATAIOY ME XKONH

1. ONOMAZXIA TOY KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX

Bravecto

¢ U

‘ 2. IHOXOTIKA XTOIXEIA TQN APAXTIKQN OYZIQN

2,51 g plovparavepn
avacvotafév: 150 mg/ml evéoipo evairmpnua

‘ 3. APIOMOZX ITAPTIAAX

Lot {apBuog}

‘ 4. HMEPOMHNIA AHEHX

Exp. {uweeee}
Metd v avaciotact, ¥pNon Eviog 3 unvav.
Amoppilyte £wg:
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EAAXIXTEX ENAEIZEIX TIOY IIPEITEI NA ANAI'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

ETIKETA ®IAAIAIOY AIAAYTH

1. ONOMAZXIA TOY KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX

Awohbtng Bravecto

2. MNOXOTIKA XTOIXEIA TQN APAXTIKQN OYXIQN

16 ml
Xpnoworomote povo 15 ml yia v avacHoTacT Tov evalmpfuatos. Aroppiyte To VTOAOLTO.

‘ 3. APIOMOZX ITAPTIAAX

Lot {apOuoc}

‘ 4. HMEPOMHNIA AHEHX

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

1. Ovopacio ToOL KTNVIITPIKOD QUPUIKEVTIKOD TPOIOVTOg

Bravecto 112,5 mg poacdpeva dtokia yio moAd pukpovg okvAovg (2 — 4,5 kg)
Bravecto 250 mg pacopevo diokia yio pkpovg okviovg (>4,5 — 10 kg)
Bravecto 500 mg pacopeva diokio yia pecaiov peyédovg oxdrovg (>10 — 20 kg)
Bravecto 1 000 mg poacoueva diokia yio peydlovg okdrovg (>20 — 40 kg)
Bravecto 1 400 mg pocopeva diokia yio toAd peydiovg okviovg (>40 — 56 kg)

A YvvOeon

Ka0e pocmpevo diokio meptéyet:

Bravecto pacopeva diokio Fluralaner (mg)
Y10 TOAD Hikpovg okvAovg (2 — 4,5 kg) 112,5

yio pkpovg okbiovg (>4,5 — 10 kg) 250

v uecoiov peyébovc oxdrovg (>10 — 20 kg) 500

v peydiovg okvAovg (>20 — 40 kg) 1 000

Y10 TOAD peydiovg okvrovg (>40 — 56 kg) 1 400

Atokio avorytov £m¢ 6KOVPOL KOGTAVOD YPMOUOTOG LE Aeia 1} eEAappd TpayLd ETLPAVELD KO KUKALKO
oynuo. Mmopel va givar 0patéc KATOLES YPOUUMOELS, KNAideg 1) Kot Tal 0.

3. Eion loov

XKOAOG

4. OepamevTiKég EVOEIEEIQ
T v Bepamneio Tov TPOSPOAGV [LE KPOT®VES KOl YOALOLG GTOVG GKOAOVG.

AvTd TO KTVINTPIKO QOPUAKEVTIKO TPOIdV givarl £VOL CUGTNUUTIKO EVIOUOKTOVO KO OKOPEOKTOVO TOL
TOPEYEL
- GQueon kot Tapapévovso Bavatneopo dpdon otovg yorrovg (Ctenocephalides felis) Yo 12
ePdoudoeg,
- GQueon kot mapopévovsa Bavatneopo dpdor oTovg kpdtmveg o 12 efdopddeg yia Ixodes
ricinus, Dermacentor reticulatus xou D. variabilis,
- GQueom kot apapévovsa Bavatneopo dpdon otovg KpOT®VeS Yo 8 efdopddes yio
Rhipicephalus sanguineus,
- mapapévovsa Bovatneopo dpdomn 6tovg Kpdtmveg and 7 nuépeg Emg 12 efoopddeg petd and ™
Oepaneia yia Ixodes hexagonus.

O yOAAOL KOt 01 KPOT®VES TPETEL VO TPOSKOAANB0UV 6TOV EEVIGTN KOt VAL apyIGOLV VoL TPEPOVTAL V1oL
va eKTEBOVV 6TO OPUGTIKO GLGTAUTIKO.

To kviatpkd papuokevTkd TPoidv umopel va ypnoomombel g tpfpo BEpUmELTIKNG GTPATNYIKNG
Y Tov Eheyyo TG AAlepycng and Poilovg Aeppartitidog (APA).

IMa v Bepaneio g depodkwong Tov Tpokaieitol amd to Demodex canis.

INa v Bepaneio ¢ Tapacitwons ond capKeOTTIK) Yopa (Sarcoptes scabiei var. canis).
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IMa v peioon tov kvdvvov poAvveng omd v Babesia canis canis NEc® PETAdOONS OO TO
Dermacentor reticulatus . €éo¢ 12 efdoudoeg. H dpdon eivon Eppeon, opeiietor oty SpacTikoOTnTa
TOL KTNVIOTPIKOD QOPLOKEVTIKOV TPOIOVTOG KOTE TOV QOpEQ.

I'a v peiwon tov kvdvvov poivveng ond Dipylidium caninum pécw petddoons amd to
Ctenocephalides felis yia éo¢ 12 gfdopddec. H dpdon etvon éupeon, opeiletar 6Ty dpacTIKOTNTO TOV
KTNVIOTPIKOD PAPUOKEVTIKOD TPOTOVTOS KATH TOL (POPEQ.

5. Avtevoeigeig

Na unv xpnoLoTOLEITAL GE TEPMTMCELS VIEPELOICONGING GTO OPACTIKO GLUGTATIKO 1| G€ KATO10 Ao
T0, EKS0Y0L.

6. E101kéc mpoE1domomoeLs

Ewdikég mpoerdomomoelc:

Ta mapdoita yio vo ektebolv ot fluralaner npémet va apyicovv va TpEéeoviol Tivem oTov EEVIoTn, dpa

dev umopel va amokAEloTel EVTEAMDG 0 Kivouvog petdooong Tmv acheveldv mov peTadidovtol amd
napdotita (cvunepiappavouévov tov Babesia canis canis xou D. caninum).

H doxomn yprion aviumopacitikdv 1 1 amokiivovoa yprion ard Tig odnyieg mwov divovron oty IIXI1T
dvvatal va avENCEL TNV TTEST EMAOYNC TPOG AVATTVEN UVOEKTIKMY GTEAEYMV KOl VO, 001 YNOEL 08
LEL®PEVT amoTeAesLOTIKOTNTO. H amdpaom yio T ¥p1ior ToL KINVIATPIKOD (OPUOKEVTIKOD
TPoiovTog, Yo ke (mo Eeywpiotd, mpénel va Paciletal otnv emiPefainon Tov TapacttiKod 100Vg
KoL TOV QOPTion, 1 TOL KIvdHVOL Tapacit®wong ue fdon Ta ETONUIOAOYIKA YOpOKTNPLGTIKA.

[péner va AopPaveror vedoyn n mbavotmrta dAia {da oty 1010 owia vo arotelody eoTia
EMOVOUOADVOTG UE TOPACITA, KOL GE OVTEG TIG TEPIMTMOCELS TPEMEL VAL YOPTYELTAL 1) OapaiTnTn
Oepameio pe EVOESELYHEVO KTNVIATPIKO QOPUOKEVTIKO TPOTOV.

Idwitepec mpoLAGEELC Yo TV ac@ain yprion ota gidn Lomv:

Na ypnoHOTOLEITOL LE TPOGOYT GE GKVAOVG LLE TPOLTAPYOVSH ETANYic.

Aoy EAdelyng S100EG1IUMY LEAETAOV, TO KTNVIATPIKO POPLOKEVTIKO TPOTOV OEV TPEMEL VOl
YPTOULOTOLEITAL GE VEAPOVG GKLAOVG NAKING HKPOTEPNG TV 8 gfdopdadmv kol /M og oKOAOVG pe
oouUaTiKd Bapoc AMydtepo TV 2 KIADV.

To KTNVIATPIKO POPUAKEVTIKO TPOTOV OEV TPEMEL VO YOPNYEITUL GE SLOCTNUATO LUKPOTEPQ TV 8
eBoopnddwv yoti dev €xel eEETAOTEL 1] ACPAAELN Y10 LIKPOTEPQ OLOGTALLATOL.

ISwaitepec Tpo@LAGEEIC TOV Tpémel va Aopfdvoviol and To GTOoMo TOL YOPNYEL TO KINVINTPIKO
QOPUOKEVTIKO TTPOidV og {ma:

No @UAACGCETOL TO KTNVINTPIKO QOPUOKEVTIKO TPOIOV GTNV OPYLIKT) CLGKELAGIN UEYPL TN YPIOT), DOTE
Vo amoPeVYETAL 1] AUEST] TPOGPOCT) TOV TOSLUDY GTO KTIVIATPIKO QOPUUKEVTIKO TPOTOV.

"Exovv avaeepbel avtidpdoeig vrepevacnciog o avOpdmovg.

Mnv 1pite, mivete 1| KOmvileTe GTAV YPNCUOTOLEITE TO KINVIATPIKO PAPUAKEVTIKO TPOTOV.

ITAOveTe Ta XEPL0 TPOGEKTIKG e GUTOVVL Kot VEPO OUECHE LETE TN XPTIOT TOL KINVINTPIKOD
POPULOKEVTIKOD TTPOTOVTOC.

Eyxvpocivn, yodovyia kot yovipdtnro:
To KTV1ATPIKO QUPHAKELTIKO TPOTOV LITOPEL VoL ¥pNGLOTOOEL € GKOAOLG OVaTOPOYMYNG, OE
OKDOAOVLG KOTA TN SEPKELD TG KOTOTG KO TG YOAOVYiOG.

AlMnAenidpaon pe GAAL QOPLOKEVTIKA TTPOTOVTA KOl AALEG HOPPES aAANAETIOpAOTC:
H fluralaner cuvdéetan o€ peydio Pabuod pe Tig TpTeiveg TOL TAAGLOTOC TOL OHUATOG KOl LITOPEL VOl
AVTOYOVIGTEL He AL VYNANG GUVOESNG OPACTIKA GLGTATIKA OTIMG TA [11] GTEPOELON AVILPAEYLOVAOON
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eapuaxa (MEZAD) kor v Bopeapivn, mapdywyo g kovuapiving. H endaon g fluralaner og
TOPOVCia KOPTPOPEVNG 1 Bapapivi)g 6TO TAUGO TOL OiLOTOC TOL OKOAOV OTIC LEYIOTES
OVOILEVOLLEVEG GUYKEVTPMOELG GTO TAAGO, OV LEIMGE TNV GOVIEST| OTIG TPAOTEIVEG TOL TAAGLOTOC TNG
fluralaner, tng Kapmpo@évng N g Pappapivie.

Koatd ) didprelo KAVIKOV SOKILDY 0TV TPAEN, 0V mopatnpionKay oAANAETOPAGELS LETAED TOV
KTNVIOTPIKOD QOPUOKEVTIKOD TPOTOVTOG KOl TOV KTNVIUTPIKOV QOPUOKEVTIKMOV TPOIOVIMY TOV
YPTOLLOTOL0VVTOL LV OWG.

Yrepdocoroyia:
"Eyetl amoderyBel n acpdiein o (Do avamapaymyng, o€ £yKua kot yolovyodvta {da oTa omoin

yopNyRONKav vIeEPdOGies £C Kot 3 POPEG TN UEYIGTI GLVICTMUEVT OOGT.

"Exet amoderyBei n acpdieia e veapovg okOAovg nikiag 8 — 9 efdopddwv kot fapovg 2,0 — 3,6 Kihomv
UETE 0md YOp1YNOT VIEPOOGOAOYING £G5S POPEG TN LEYIOTI CLVICTMUEVT 0OGT GE TPELS YOPNYNOELS
6€ oVVTOUOTEPA SLUGTIHOTO ATO TA GUVIGTONEVA (dtooThpate 8 efdouddwv).

To kNviaTpKd PapUAKELTIKO TPOTOV NToV KOAA avektd ota collies pe avemdpkelo oe multidrug-
resistance-protein 1 (MDR1 -/-) petd amd pio yopfiynon amd 1o otopa piog 66one 3 eopég g
GUVICTOUEVT|G.

Kvpiec ocvuforotnrec:
Agv 16y0eL.

7. AvemOdpunta cvppavra

XkOAog:

Xuyvé Tlaotpeviepucés emdpdoeic (dnwg Avopeia, Ziehoppora,

r r #
(1 £oc 10 Lo / 100 vm6 Oepansia | A14PPOLL EHETOS)™.

{oa):

IToAV omévia Ana()f,wc, , ’ ’
Mvikédg tpdpoc, Ataia, Xmoacpol.

(<1 Lo / 10.000 vro6 Bepancia {oa,
CLUTEPILOUPAVOUEVOV TOV
LELOVOUEVOV AVAPOPDV):

*Ameg kot Tapodiké

H avagopd avemBountov coppdviov eivar onuavtikn. Emtpénet tn cuveyn mopoakolovdnon g
AoQUAELNG EVOG TTPOTOVTOC. EAV Tapatnprioete 0mo1dnmoTe OVETIOOUNTI EVEPYELD, KOO KOL OV OEV
OVOQEPETOL OTO EGOKAEITTO PUAAO 0INYIDV YPNOTG 1 AUPIPAALETE Y10 TNV OMOTEAEGLLATIKOTITO TOV
QopuaKov, mapoKaAeichs vo ETKOIVOVICETE, KATapPYAS, LE TOV KTviaTpd coc. Mmopeite emiong va
AVAPEPETE OTTOLOONTOTE OVETLOOUNTO GUUPAVTA GTOV KATOYXO TNG ASEWG KUKAOPOPING
YPNOLOTOIMVTAG TO GTOLYEID EMKOVWOVIONG GTO TEAOG ALTOV TOL PVALOL 0INYIDV YPNONG, 1 LEC® TOV
£0vikoO co¢ cvoTHHATOC avaPopdG: {oTotyeia E0viKoD GLGTHUATOG OVAPOPUC) .

8. Aocoloyia Yo ka0 €100, TPOTOS KU 0001 YOP1YNONS

T xprion amd 1o oo,

To KVIATPIKO QOPUOKEVTIKO TPOIOV TPEMEL VO, YOPNYEITOL CUUPOVA LE TOV TOPOKAT® TivaKo
(avtioToryel og pio 060om TV 25 — 56 mg fluralaner/kg copaticon Bapovg puéca og éva e0pog Bapoug):

XOpoTIKO MeprekTikoTNTO KO APLOP6S TOV SGKiV TOL YopNyovVTOL
papog Tov Bravecto Bravecto Bravecto Bravecto Bravecto
okvrov (kg) | 112 5mg 250 mg 500 mg 1 000 mg 1 400 mg
2-45 1
>4,5-10 1
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>10-20 1
>20-40 1
>40 - 56 1

T"a oxdAovg pe couatikd Bapoc peyoldtepo Tv 56 kg, ¥pNoILOTOINGTE TO GLVOLAGLO TV dVO
dokimv mov Taptalovy mo ETUKPIPDOS 6TO COUATIKO BApog.

H vrodocoloyia umopel va €€l ¢ GUVETELN AVOTOTEAECUATIKN YPNON Kol EVOEYETOL VAL EDVONGEL TNV
avamtuén avlekTikdTTag.

9. Oonyieg Yo T 6T Lopiynon

Ta pocopeva diokia dev TPETEL VOL GTAVE 1 VO, S10LPOVVTOL.
Xopnynote To KTNVIATPIKE POpUOKEVTIKG TPoTOVTO Kotd 1| Tepimov Katd To ¥pOVo TOL YEVLATOG.

To pacopevo diokio eivat KaAG amodeKTO amd TOVE TEPLGGOTEPOVS GKVAOLS. Edv 10 diokio dev yivel
0modektd amd Tov okOAO, umopel eniong va 000l pe tpogn 1 anevbeiag péca oto otdépa. Katd
YOPNYNON, 0 GKOAOG TPETEL VOL Evat VIO EMLTPNOT OOTE Vo, enPeParmbel 6TL To diokio £xet
Kartamodel.

OepomevTKo GYMUOL:

T TpocPoArég e WOALOLG KOl KPOTMVEG, 1) AVAYKT KOl 1) cLyvOTNTa TN(TeV) enavadepaneiog(dv)
npénel va Pociletal o yvoudtevon exayyelpatio Kot va AapuBavetal vadyn 1 TOTIKT EMONUOAOYIKY
KOTAGTAOT Kol 0 TpOTOg dtafimong tov {mov.

IMoa 1o PELTIOTO €AEYYO TV TPOGPOADY HE YOAAOVG, TO KTNVIOTPIKO QUPHOKEVTIKO TPOIOV TPEMEL VAL
yopnyeitor pe pecodiaotnpota 12 efdouddmv. I'a 1o BEATIOTO EAeYY0 TV TPOGPOADV LE KPOTMVES, O
xPOVOG TNG emavaAnyng g Bepoameiog eEapTdton amd To €100g TV KPOTOV®V. AvatpéEte otnyv
TAPAYPOPO «OepumenTiKeg EVOEIEEID).

T ™ Bepamneia TV mapacitd@semy and to dkapt Demodex canis, TPETEL Vo, Yopnyeitol pia povo
3001 TOL KTNVIATPIKOD OPUAKEVTIKOV TPoidvtos. Eneidn 1 depodrkwon givor molvmopayovtikn
vOGOG, GUOTNVETAL VA YiveTal ENioNG KATAAANAN Bepomeio 0mO1000MTOTE AAANG VTOKEILEVNG VOGOV.
INa ) Bepaneio TV TAPUCITOGEDV OO GAPKOTTIKN WOpa (Sarcoptes scabiei var. canis), Tpémel vo,
yopmyeitar pio LOvVo 6061 TOV KTNVIKTPLIKOD OPUAKEVTIKOD TPoiovTog. H avaykn kot  cuyvotnta
enovobeponeiog Tpémel va yivetal GOUP®VO e TN GLUPOVATR TOV KTNVIATPOL TOL GLVTOYOYPUPEL.

10. Xpovor avapoviig

Agv 1oyVet.

11. Ewwkég ouvOnikeg dwatiipnong

Na purdooetal o€ BEom, TV onoia dev PAETOLY Kot dgv Tpooeyyilovy Ta TALdd.

Agv vapyovV e101KEC 00N YieC SlaTHPNONE Y10 OV TO TO KINVINTPLKO TO TPOIOV.

Na pn ypnoiponoteital autd To KTNVINTPIKO QOPUOKEVTIKO TPOTdV HeTd amd TNV nuepounvia Aéng
OV OVOLYPAPETOL 6TV KOWEATN peTd o Exp. H nuepounvio Anemg cvumintel pe v teElevtaio nuépa
TOL CLYKEKPIHEVOL UV

12. Ewwkég mpo@urdiers amoppryng
Ta eapuaKo dev TPETEL VAL OTOPPITTOVTOL LECH TOV ADUATOV 1] TOV OIKIAKMOV OTOPANTOV.

To KTVIATPIKO QAPLAKEVLTIKO TPOTOV OV TPEMEL VAL EIGEPYETAL GTOV VOIPOPOPO opilovta KaBMS M
fluralaner evoéyetal va etvar emtkivouvn yio Tovg aoTdVIVAOLS VIPOPLOVS OPYOVIGUOVG.
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XpNOLOTOINOTE TPOYPAULOTO ETICTPOPTC PAPUAK®OV Y10, TNV ATOPPIYN U1 XPNOHLOTONOEVTOV
KTNVIOTPIK®V POPUUKEVTIKOV TPOIOVI®V 1 GAL®Y DAIK®OV OV TPOEPYOVTOL Amd TN YP1ON TOVG
GUUPOVE, LLE TIG TOTIKEG AOITNOELG KOl LE TUYOV 1oybovTo eBvikd cuotiuato cuAloyne. Ta pétpa
OUTE OTOGKOTTOVY GTIV TPOGTAGIO TOL TEPPAAAOVTOC,.

2opPovievbeite Tov kKTNViaTPd GO 1| TOV POPLAKOTOLO GAG Y10, TOV TPOTO ATOPPIYNG TV
YPNOUOTOMOEVTOV QupUAK®V.
13. Toe&vépunon TOV KTNVIETPIKAV QUPUIKEVTIKOV TPOTIOVTMOV

Na yopryeitar pOvov e KTNVIOTPIKE GUVTAYT).

14. ApwOpoi doc1og KVKLOQOPIOG KOl GVGKEVUGIEG

EU/2/13/158/001-015
Xaptivo kouti pe mov mepiéyet 1, 2 1 4 pacodueva diokia.
Mmropei va unv KoKAOPOpPOUV OAEG 0L GLOKEVAGIES.

15. Hpepounvia tedevtaiog avaBe@pnong Tov GUALOV 00NYIAOV YPNGNS

{HH/MM/EEEE}
Agmntopepeic TANPOQOPIES Y10 TO €V AOY® KTNVIATPIKO QOPLOKEVTIKO TPoidv eivar dtafécies ot
Béon dedopévav g EE yia ta ktnviatpd tpoidvra (https:/medicines.health.europa.eu/veterinary).

16. Xtoyycio emKkolvoviag

Kéroyoc tne ddsiag kKukAo@opioc Kol GTOLYELD ETKOWVMVIOS Y10 TNV ova@opa THovoAoyodLEV®Y
aveETOOUNTOV EVEPYELDV:

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

OMhavdio
Belgié/Belgique/Belgien Lietuva
Tél/Tel: + 32 (0)2 370 94 01 Tel: + 37052196111
Peny0auka bnarapust Luxembourg/Luxemburg
Tem: + 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: +4544 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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E)MGda Osterreich
TnA: + 30210 989 7452 Tel: +43 (1) 256 87 87

Espaiia Polska
. Tel.: +48 22 18 32 200
Tel: +34 923 19 03 45

France Portugal

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

Tel: + 3851 6611339 Tel: +4021 311 83 11
Ireland Slovenija

Tel: +353 (0) 12970220 Tel: + 3851 6611339
island Slovenska republika

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

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

Tapackevootc VIEVOLYOC Yo TNV OTEAEVOEP®OT TOV TOPTIOWV:
Intervet Ges.m.b.H

Siemensstrasse 107

1210 Vienna

Avotpia

17. Alheg winpo@opisg

To poidv cuVEICPEPEL GTOV ELEYYO TV TANOVGU®V TOV YOAL®OV GTO TEPIPAAAOV GE YDPOVE GTOVS
omoiovg &yovv TpocsPacn ot Bepamevopevol GKHAOL.

H évapén g dpdong moapatnpeital evioc 8 mpdv amd tnv TpockoAinon tv yorlwv (C. felis) kai
€v10g 12 opmv amd TNV TpocKOAAN O TOV KPOTOVOV 1. ricinus Kol 48 @padVv yio Tovg kpoTmveg D.
reticulatus. H évap&n g axopeoktdvov dpdong Evavtt Tov Kpotavev I. Hexagonus €yl amodetryOel 7
NUEPES petd v Bepameio.
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OYAAO OAHI'IQN XPHXHX

1. Ovopacio ToOL KTNVIITPIKOD QUPUIKEVTIKOD TPOIOVTOg

Bravecto 112,5 mg didhvpa yia exiyvon o€ onpeio yio moAd puKpov okvAovg (2 — 4,5 kg)
Bravecto 250 mg didlvpa yia eniyvon o€ onueio yo pkpovg okvAovg (>4,5 — 10 kg)
Bravecto 500 mg didAvpa yio eniyvon oe onueio yia pecaiov peyédovg oxdvrovg (>10 — 20 kg)
Bravecto 1 000 mg didivua yio exiyvon o€ onueio yo peydiovg okvrovg (>20 — 40 kg)
Bravecto 1 400 mg didivpa yio exiyvon o€ onpeio yio moAd peydiovg okviovg (>40 — 56 kg)

A YvvOeon

Ka0e ml nepiéyet 280 mg fluralaner.
Ka0e mméta mapéyet:

Bravecto digAvpa Yo gxiyvon o€ onueio Mepreyépevo mrétag (ml) Fluralaner (mg)
Y100 TOAD pikpote okdAovg 2 — 4,5 kg 0,4 112,5

Y10. LIKpOVG okvAovg >4,5 — 10 kg 0,89 250

v pecaiov peyébovg oxvrovg >10 — 20 kg 1,79 500

Yo peydAovg okvAovg >20 — 40 kg 3,57 1 000

Y100 TOAD peydAovg okvlovg >40 — 56 kg 5,0 1400

Awyéc, dypopo £mg Kitpivo dtdAlvpa.

3. Eion loov

XKOAOG

4. OepamevTiKég EVOEIEEIQ

T v Bepamneio Tov TPOSPOAGV [LE KPOT®VES KOl YOALOLG GTOVG GKOAOVG.

AvTd TO KTVINTPIKO QOPUAKEVTIKO TPOIdV givarl £VOL CUGTNUUTIKO EVIOUOKTOVO KO OKOPEOKTOVO TOL

TOPEYEL:

- Gueon kot wapopévovso Bavatneopo dpdon otovg yorlovg (Ctenocephalides felis xan C. canis)
yio 12 gfdopdoeg,

- dueon ko Topapévovoa Bavatnedpo dpdon otovg kKpodtwves (Ixodes ricinus, Rhipicephalus

sanguineus xow Dermacentor reticulatus) yio. 12 Bdouddec.

Ot yoALOL Kat 01 KPOTMVEG TPETEL VO, TPOSKOAANB0UV 6TOV EEVIOT KAl VO apyicoVV VoL TPEPOVTAL Y10,
va eKTEBOVV GTO OPUGTIKO CLGTATIKO.

To kTV1aTPIKO PUPHAKELTIKO TPOTOV LITopel va xpnoyLomoBei wg TU o BEPUTEVTIKNG GTPATNYIKNG
v tov Eleyyo g AMepykng and Poliovg Aepuatitidag (AVYA).

IMa v Bepaneio g depodkwong Tov Tpokoieital amd to Demodex canis.

T v Bepamneio e Tapacitwong and copKOTTKY yopa (Sarcoptes scabiei var. canis).

5. Avtevoeigeag
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No unv {pNOUOTOLELTUL GE TEPMTMOCELS VIEPEVAIGONGIOC GTO dPUCTIKO GLOTATIKO 1| G€ KATO10 Ao
T0, EKd0Y0.

6. E101kéc mpoE1domonoels
Ewwéc tposdonomosic:

Ta mapdotta yio va ekteBovv ot fluralaner wpénetl va apyicovv va tpépovtal Tove otov EEVIOTY|, Gpa
dev umopel va amokAEloTel 0 Kivouvog HeTddoong Twv acOevel®dv mov HeTadidovtal amd mTopdoita.

H dokonn yprion aviumapasitikdv 1 1 arokiivovsa xpnon ond Tig 0dnyieg wov divovton otny IIXIT
dvvoatat vo avénoel v mieom ETAOYNG TPOG AVATTLEN OVOEKTIKMOV GTEAEXDV Kol VO 001 YNOEL GE
LEI®WEVT amoTeAesLOTIKOTNTO. H amdgaom yio T ¥p1ior Tov KINVIATPIKOD (OPUOKEVTIKOD
TPoiovToG, Yo ke (mo Eeywpiotd, mpénel va Paciletal otnv emiPefaimon Tov TapacttiKod 100Vg
KoL TOV QOPTIon, 1 TOL KIvdHVOL Tapacitwong ue fdon Ta EmTONUIOA0YIKA YOpOKTNPLGTIKG.

[péner va AopPavetor vedyn n mbavotta dAia {da oty 1010 owia vo amrotelody eoTia
EMOVOUOADVOTG UE TOPACITA, KO GE OVTEG TIG TEPIMTMCELS TPEMEL VAL YOPTYELTAL 1) OTapaiTnTn
Oepameio pe EVOESELYHEVO KTNVIATPIKO QUPUOKEVTIKO TPOTOV.

ISwaitepec TPOELAGEELC Y10 TNV AoQOA ypron oTa gidn (dwv:

IIpémet vo Aappdvovtol LETPO MGTE VO, ATOPEVYETAL 1] ETOPY| LLE TO LATLOL TOV GKOAOVL. Naw U
yopnyeitan omevdeiog miveo o AALOIDGELG TOV JEPUATOG.

Noa unv mAévete N va EMTPENETE GTOLG GKLAOVG VoL PpéyovTal Pe vePD 1 VoL KOADUTOOV GE VOATIVA
peopata yo 3 nuépec petd amd tn Bepomeia.

Ab6y® EMhetyng O1aBEcIU®VY LEAETAOV, AT TO KTNVIOTPIKO QOPUOKEVTIKO TPOIOV eV TPETEL VOl
YPTOLLOTOLEITAL GE VEAPOVG GKDAOVG NAKING HKPOTEPNG TV 8 gfdopadmv kol /M oe GKOAOVG pe
cOUOTIKO Bapog AydTepO TV 2 KIADV.

To KINVIATPIKO PAPUAKEVTIKO TPOTOV dEV TPEMEL VO, YOPNYEITUL OE SIOCTNUATO, LUKPOTEPA TV 8
gPdouddmV Yiati 0ev £xel eEETAOTEL 1] AGPAAELD Y10 WIKPOTEPT, OLUGTHLLOLTAL.

AT TO KTNVIOTPIKO QUPUOKEVTIKO TPOIOV EIVOL Y10, TOTKY XPNOT KoL OEV TPETEL VAL XOPTYEITAL OO TO
oToOUA.

ISwaitepec Tpo@LAGEEIC TOV Tpémel va Aopfdvoviot and To GTo[o TOL YOPNYEL TO KINVINTPIKO
QopuakeLTKd Tpoidv oe {da:

H enapn pe to KviaTpikd QappakeLTIKO Tpoidy Ba pEmel va omoTpETETOL Kol TPETEL VUL
YPNOLOTOLOVVTOL KATA TOV YEPIGUO TOV KTNVIATPIKOD POPUOKEVTIKOD TPOTOVTOG TO TPOGTATEVTIKA
yavTio pag ¥prong mov Aapavoviot pe autd 10 TPoidV amd TO GNUEI0 TOANONG Y10 TOLG 0KOAOVLOOV
AOYOLG:

"Exovv avaeepbel o pikpd apiBud avipdnmv avtidpdoelg vrepevaicnoiag, ol omoieg pumopel
EVOEYOUEVMG VAL Elval GOPapEc.

Kabg ékbeom 610 KTNVIATPIKO QUPUOKEVTIKO TPOidV O TPEMEL VO, AMOTPETETUL ATTO ALTOUO, LIE
vrepevacincic 0T PAOLVPAAAVEPT] 1| GE KATO10 amd TO EKO0YLL.

To KITNVIATPIKO POPUAKEVTIKO TPOTOV GLUVOEETOL GTO dEPLLA KO UTopEl emiong va cuvdebei og
EMUPAVEIEG PUETA OO SLAPPOT] TOV TPOIOVTOG. e HKPO aplOUd ATOUMY UETA OO TNV EMAPT LLE TO
dépua Exovv avapepbel depuatikd eEavOnuota, kKvnoudc 1 LOVSAGHA.

Y& mepInTOOoT ENOPNG e TO OEPUM, TAOVETE TNV TPOSPEPANUEVT TEPLOYT AUECHOG LLE GOTOVVL KOl VEPO.
X& KAMO1EC TEPIMTAOGELG, TO CATOVVL KOt TO VEPO OEV EMAPKOVV Y10, VO ATTOLOKPVVOEL TO KTNVIATPIKO
QUPUAKEVTIKO TTPOTOV a0 T OAKTVAQ.

H emagn| pe 1o kKtviatpikod Gopprokevtikd npoiov pmopel eniong vo cupPel katd Tov YEPIGLO TOV VIO
aywoyn {oov.

Befaiwbeite 611 t0 onpeio epappoyng oto {Hho cog dev sival TAéov upovég Ty vo Epbete Eava oe
EMOQEN UE TO OMUEID EQPUPUOYNS . X€ AVTO CLUTEPIAUUPAVETOL TO 0yKAMOAGO TOV DOV 1) TO Loipocua.
Tov kpePatiov pe 1o {Mo. Xperaloviat Emg Kot 48 dPES Y10 VO OTEYVAOGCEL TO OMUEIO TNG EPAPLOYNG,
oAAG o etvor ELEAVES Y10 TEPLGCOTEPO.

Edv gppoviotel avtidopaon tov dépuatog, ouufovievteite 1tpod Kot 6giETE TOL TNV CLGKEVAGIN TOV
KTNVIOTPIKOD (PUPLOKEVTIKOD TPOTOVTOG,.
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AvBpwmot pe gvaioBnto dEppa 1 YEVIKA LE YVOO T 0AAEPYiQ, Yio TOPAOELY Lo GE GALN KTNVIOTPIKGL
QOPUOKEVTIKA TPOTOVTA, ALTOV TOL TOTOV, TPEMEL Vo, XEPILovTaL e TPOCOY 0LTO TO KTNVINTPIKO
QOPUAKEVTIKO TPOTOV OWG EMIONG KoL TAL VIO Aywyn (Da.

AVTO TO KITNVIATPIKO POPUOKEVTIKO TPOTOV UTOPEL VO TPOKOAEGEL EPEDIGLO TOV HATIDV. ZE
TEPIMTOON EMUPNG LLE TO LLATLOL, EETAVVETE AUECMG TPOGEKTIKA LE VEPOD.

Av16 10 KTNVIOTPIKO POPUOKEVTIKO TTPOoidV elval emikivouvo petd amd Katdmootn. Na puAdcoeTol T0
KTNVIOTPIKO QOPUAKEVTIKO TPOTOV GTNV GPYIKT] GLGKELOGIO LEXPL T YPNOT], DOTE VO ATOPEVYETOL 1)
aueon TpodePacn TOV TUSIOV GTO KTNVINTPLIKO QAPUOKEVTIKO TPOIOV.

H ypnoomomuévn miméta mpénel vo amoppintetol ouécms. Xe mepinton mov Kot Aabog vdpéet
Katdmoon, vo avalntnoete wtpkn fordeta Kot va emdei&eTe 6TOV 10TPO TO ECHOKAEIGTO PVAAO

00N YLDV YPNOEMS N TNV ETIKETO TOL PUPUAKEVTIKOD TPOIOVTOG,.

To kTNVIATPIKO PAPUAKELTIKO TPOTOV eivar e€anpetikd e0QAeKTO. No QUAGGCETOL LOKPLE OO TNYEG
0¢ppavong, omvinpeg, avolktn eAOya 1 GAAES TNYEG avapletng. Xe Tepinton Sloppong Tov
KTNVIOTPIKOD QOPLOKEVTIKOV TPOTOVTOGS, Y10, TAPASELYLLO TAV® G TPATELL 1] G€ EMPAVELD TOTOUATOG,
OTOUOKPVOVETE TO YVUEVO TTPOTOV pe yopti kabaplotntog kot kabapiote TNV mTEPLoyn Le
OTOPPLTTAVTIKO.

Id1oitepec mPoOLAGEELC Y10l TV TPOGTAGLO TOV TEPPAALOVTOC:
T'a va amo@evyfobv overtfdunto cvufavio 6tove VOPOLIOVE OPYUVIGUOVC UNV EXLTPETETE GTOVC
OepamevéEVoue GKOAOLE VO ELGEPYOVTOL O EMQPAVELOKA VOt Y10 48 dpec petd tn Oepaneio

Eyxvpocivn, yodovyia kot yovipdtnro:
Mmropei va, ypnoiponon el 6 GKOAOVE AVATOPOY®YNG, G€ CKOAOLS KATA T S1GpKELN TG KOTONG Kol
g Yyohovyiog.

AlMnAenidpaon pe GAAL QOPLOKEVTIKA TPOTOVTA Kol AALEG HOPPES aAANAETIOpAOTC:

Agv glval yvootr| Kopio.

H fluralaner cuvdéetan o€ peydio Pabuod pe Tig TpTeiveg TOL TAAGLOTOC TOL OHUATOG KOl LITOPEL VOl
OVTAYOVIOTEL HE GALD VYNATG GUVIESTG OPACTIKG GLGTATIKG OTWS TO LLT] GTEPOELON| OVTIPAEYLLOVMIN
oappaxa (MEZAD) kot v Bapeapivn, Tapdywyo g kovuapivng. H endaon g fluralaner oe
TOPOLVGIa KOPTPOPEVNG 1 Pap@apivig 6TO TAAGHO TOL OLATOG TOL GKOAOL GTIC HEYIOTEG
OVOUEVOLEVEC GUYKEVTPMOELS GTO TAACLLA, OV LEIWGE TNV GUVOEST GTIC TPWOTEIVEC TOV TAACUATOC TNG
fluralaner, tng Kopmpo@Evng N TG Bappapivic.

Kotd ™ didpretla epyactnplokdy Kot KAMVIKGV dOKIU®V 6TV Tpaén, dev mapotnpnOniay
OAANAETIOPAGELG LETAED TOV KTIVINTPIKOD QOPUAKEVTIKOD TPOIOVTOC KOl TMV KTNVIATPIKOV
QOPUAKEVTIKOV TPOIOVIMV TTOV YPTOLULOTOL0VVTOL GLVHOWC.

Ynepdocoroyia:

"Exet amodeyBei n acedieia e veapovg okOAovg nikiag 8 — 9 efdopddwv kot fapovg 2,0 — 3,7 kihomv
UETE 0md YOp1YNOT VIEPOOGOAOYING £G5S POPEG TN LEYIOTI CUVICTMUEVT 0OGT) GE TPELS YOPNYNOELS
6€ GVVTOUOTEPA SLUGTHHOTO ATO To GUVIGTONEVA (dtooThpate 8 efdouddwv).

"Exet amoderydei n acedrea oe {dho avamapaywyne, o€ £yKva Kal yorovyodvta (do 6Ta onoio
yopnynOnKav vePdocicg £mg Kot 3 popEC TN LEYLOTH GLVIGTAOUEVT 0O0T).

AVTO TO KTNVIATPIKO POPUOKEVTIKO TPOTOV NTOV KOAG avekTo ota collies pe avemdpkela og
multidrug-resistance-protein 1 (MDR1 -/-) petd amd pio yopriynon and 1o otopa piog 66one 3 eopég
™G HEYIOTNG GLVIGTAUEVTC.

Kvpiec acvupatdtnrec:
Agv glval yvootn Kapia.

7. AvemOounta coppavra

2K0OA0G:

2uyva AVTI0pAGELG TOV dEPUATOG GTO ONUELD EQPapuoyNG (6T
Ep00npa, Alomekio) *
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(1 éog 10 {oa / 100 vd Bepameia
{ha):

[ToAb omdvia AmndBero, Avopetia.

(<1 Cwo / 10.000 vro6 Bepameia {da, | ‘Epetog
CLUTEPILAUPAVOUEVOV TOV

Muikd . Atafio (EDL 0. ,
LELOVOLEVEY avaQopoy): VKOG Tpopog, Ata&ia (EArenyn cuvtoviopon), Xmacpol

#Ameg kot Tapodikég

H avapopd averBountov coppdviov sivar onupovtikni. Emtpénet ) cvveyn topakoilovdnon e
AoQUAELNG EVOG TTPOTOVTOC. EAV Tapatnprioete 0mo1adnmoTe OVETIOOUNTI EVEPYELD, KOWO KOL OV OEV
OVOQEPETOL OTO EGOKAEITTO GUAAO 0INYIDV YPNOTG 1 AUPIPAALETE Y10 TNV OMOTEAEGLATIKOTITO TOV
QOPUAKOV, TOPAKOAEIGOE VO EMIKOIVOVIGETE, KATAPYAC, e TOV KTNVIaTpd cog. Mnopeite eniong va
AVAQPEPETE OTTOLOONTOTE OVETLOOUNTO GUUPAVTA GTOV KATOYXO TNG ASEWG KUKAOPOPING
YPTOULOTOIDVTOG TO GTOLYELN EMKOVMVING GTO TELOG AVTOD TOL PVAAOD 0dNYIDV XPNOTG, | LEG® TOV
€0vicov 60G CLGTNUATOG AVOEOPAS: {oToLyEln EBVIKOD GLGTNLATOG OVAPOPAC) .

8. Aocoloyia Yo ka0 €100, TPOTOS KU 0001 YOPIYNONG
T emiyvon o€ onpeio (spot on).

To KVIATPIKO QOPUOKEVTIKO TPOIOV TPEMEL VO, YOPNYEITOL CUUPOVA LE TOV TOPOKAT® Tivako
(avtioToyel oe pio 060om TV 25 - 56 mg fluralaner/kg copatucod Bapovg):

YONOTIKO IepekTIKOTNTO KO 0PLOROG TOV TUTETOV TOL Y0P YoVVTIL
papog Tov Bravecto Bravecto Bravecto Bravecto Bravecto
okvrov (kg) | 112 5mg 250 mg 500 mg 1 000 mg 1 400 mg
2-45 1

>4,5-10 1

>10 - 20 1

>20-40 1

>40 - 56 1

T"a oxdAovg pe couatikd Bapoc peyorldtepo Tv 56 kg, ¥pNoILOTOINGTE TO GLVOLAGLO TV dVO
TMETOV OV TOPLALOVV TTO EMUKPIPMOG 0TO COUATIKO BApOg.

H vrodocoloyia umopel va €€l G GUVETELN AVOTOTEAECUATIKT YPNON Kol EVOEYETAL VO EDVONCEL TNV
avamtuén avOekTiKOTTOG,

9. Oonyieg Yo T 66T Lopiynon

MéBodog yopriynong
Bipa 1: Apéowmg mpiv tn ypnon, avoi&te Tov pakeAioKo

Ko agapéote v mméta. Popéote ydvtio. [ va

avoi&ete v mmétTa, KpaTtNoTE TNV and T fAon e 1 4>

0o TO AVATEPO AKAUUTTO TUALO TNE KAT® od TO DL

ot 0pOia O¢on. To T TPEMEL VoL TEPIGTPAPEL ’® %&{ %—:
0eELO0TPOPA 1) OPLOTEPOGTPOPA Y10 Lol TAT PN CTPOPT. /

To topo Ba Tapapeivel mdve oty mnréta, dev eivar / AN
duvatév vo amopokpuvlei. H mméta ivan avoyytn kon

£Toun yio TV €QoppoY” 6tav yivel auentd To omdoipo

™G SEPAYLoNG.

Bijpa 2: O okOAog mpémel va givar 6pBlog 1 EamAmpévog e v pym oplovtio Katd tnv eQapLoymn.
TomoBetnote TO GKpO TNG TMETOS KAOETA TAVD GTO dEPUA LETAED TOV OUOTAATOV TOL GKOAOV.
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Bijpa 3: [Tiéote amald v mméto Kot Epapuocte OAo 1o TepleyOeEVO anevbeiog mivm 6To OEPLLA TOVL
oKOAOL G€ €va, (0TaV 0 OYKOG Elval LKPOG) 1 6 TEPIOTOTEPA ONUELD KATE UNKOG TNG payNg TOv
OKOAOL 07O TNV OUOTAATN £mG TN PACT TNG OVPAS. ATOPVYETE TNV EPAPHOYN TOCOTNTAG SOAVLATOG
ueyolvtepnc tov 1 ml o€ éva povadiko onueio kabmg avtd Bo, uropodoe vo, TPOKAAEGEL piot TOGOTNTO
TOL SLHADLOTOG VO KLATOEL 6T, TAEVPE TOV (MOV.

Bepomevtikd oynuo

T TpocPoréc e WOALOLG KOl KPOTMVEG, 1) AVAYKT KOl 1) cLyvOTNTa TN(TeV) eravadepaneiog(dv)
npénel va Pociletal o yvoudtevon exayyelpatio Kot va AapuBavetal vadyn 1 TOTIKT EMONUOAOYIKN
KaTdoTooT Ko 0 Tpdmog duPiwong Tov {mov.

INa 1o PEATIOTO £AEYYO0 TV TPOGPOADY HE KPOTMVES Kl YOAAOVG, TO KTNVIOTPIKO POPUUKEVTIKO
TPO1OV TPEMEL va yopnyeitar pe pecodactpoto 12 fdopddmv.

T ™ Bepamneia TV mapacitd@oemy and to dkapt Demodex canis, Tpénel vo, epappoletal pio pLovo
3001 TOL KTNVIATPIKOD OPUAKEVTIKOV TPoidvtos. Eneidn 1 depodrkmon givor molvmopayovtikn
vd60G, GuoTiveTal va yivetal eniong KatdAAnAn Bepaneio onolocdnTote GAANG vIToKeipneVNG VOGOV.
INa ) Bepaneio TV TAPUCITOGEDV OO GAPKOTTIKN WOpQ (Sarcoptes scabiei var. canis), Tpémel vo,
epappoletor pio povo dOGT TOL KTNVINTPIKOD PApPUAKELTIKOD Tpoidvtoc. H avaykn kot n cuyvotnta
enovobepomeiog TPETEL va YIVETAL GOUPOVO E TN CLUPOVAT TOV KTNVIATPOV TOV GUVTOYOYPUPEL.

10. Xpovor avapoviic

Agv 16y0eL.

11. Ewwkég ouvOnikeg dwatiipnong

Na puAdooetol og 0éom, TV omoia dev PAETOLY KoL dev Tpoceyyilovv Ta Tad1d.

To kTV1aTPIKO PUPHAKELTIKO 0LTO TPOIdV deV amartel Wiaitepec cuvONKeg Beppokpaciog yio TV
@OAOEN TOov. O TUTETEG TPEMEL VO PUAACGOVTOL TNV EEMTEPIKI] GLOKEVAGIO Y10, VO TPOGTATEDOVTOL
oo andAelo O1aAOTN N TPOSANYN VYpaciog. Ot PaKeAioKOl TPEMEL VO avolyovTal LOVO APECHS TPV

omd N ypnon.

Na pn ypnoiponoteital autd To KTNVINTPIKO GOPUOKEVTIKO TPOTdV HeTd amd Tnv nuepopunvia Aéng
OV ovOyPAaPeTOL 0T cvokevacio petd to Exp. H nuepopnvia AMéemg copmintetl pe v televtaio
NUEPO TOV GLYKEKPIUEVOL UV

12. Ewwkég mpo@urdiers amoppryng

Ta eapuaKo dev TPETEL VAL OTOPPITTOVTOL LECH TOV ADUATOV 1] TOV OIKIAK®OV OTOPANTOV.

To KTNVIATPIKO PAPUOKEVTIKO TPOTOV OEV TPEMEL VO, EIGEPYETOL GTOV VOPOPOPO opilovta kabdc M
fluralaner evééyetat va eivan emtkivouvn yia Tovg aoTdVOLAOLE VIPOPLOVS OPYOVIGUOVE.
XpNOLOTOINOTE TPOYPAULOTO ETICTPOPNC PAPUAK®OV Y10, TNV ATOPPIYN U1 XPNCHOTOMOEVTOV
KTNVIOTPIK®V QOPLOKEVTIKOV TPOIOVTOV 1 GAADV DAIKOV TOV TPOEPYOVTOL OO T1 XPNOMN TOVG

63



GOUQ®VA, LLE TIG TOTIKEC OMOLTNOELS KAl LLE TUYOV 1oYbovTa £8ViIKA cuoTiato cvALoYNG. Ta pétpa
OUTE OTOGKOTOVY GTIV TPOGTAGIO TOL TEPPAAAOVTOC,.

Svppovievbeite Tov kTNVioTpd GOG 1 TOV POPIOKOTOLO GOG Y0 TOV TPOTO ATOPPIYNG TOV
YPTOILOTONOEVTOV QOPUAK®V.

13. Ta&vépnon TOV KTNVIATPIKOV QUPRIKEVTIK®OV TPOIOVTMV

Na yoprnyeital LOvVov e KTNVIOTPIKT CLVTAYY.

14. Ap1Opoi o105 KUKAOQPOPIOS KUl GUGKEVUGIEG

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

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

Kabe yaptivo kovti mepiéyel 1 1 2 mméteg kot £va (gvydpt yévtio ava mméta.
Mmopei va, unv KokAo@opoHV OAEC 01 GLCKEVOGIEC.

15. Hpepopnvia teievtaiog avade®pnong Tov QUALOV 03NYIAOV YP1ONG
{HH/MM/EEEE}

Aentopepeic TANpo@opiec Yo T0 v AGY® KTNVIATPIKO QOPHOKEVLTIKO TPOioV eivan dtabéaipeg ot
Baon dedopévav g EE yio ta ktnviatpikd tpoiovta (https://medicines.health.europa.cu/veterinary).

16. Xroyeio emxovoviog

Kdtoyog tng ddstog KUKAOQOPIOS KoL GTOLYEIN EXKOWVMOVIOS Y10, TNV 0voopd THavoAoYOU LEVOV
OVETIOOUNTWV EVEPYELDV:

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

OAavoio
Belgié/Belgique/Belgien Lietuva
Tél/Tel: + 32 (0)2 370 94 01 Tel: + 37052196111
Peny0auka bnarapust Luxembourg/Luxemburg
Tem: + 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: +4544 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 55 54 37 35

EXpGoa Osterreich

TnA: + 30210 989 7452 Tel: +43 (1) 256 87 87
Espaiia Polska

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

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

Tel: + 3851 6611339 Tel: +4021 311 83 11
Ireland SlovenijaTel: + 385 1 6611339
Tel: + 353 (0) 1 2970220

island Slovenska republika

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

Italia Suomi/Finland

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

TMopaockevootng LVTeEVLOVVOC Y10 TNV ATEAELOEPMGT TV TOPTIOWV:
Intervet Productions S.A.

Rue de Lyons

27460 Igoville

ToArio

17. Alheg minpo@opisg

To KTVIATPIKO PUPLAKEVLTIKO TPOTOV GUVEICPEPEL GTOV EAEYYO TV TANOLGUOV TOV YOAA®V GTO
TEPIPAAALOV GE YDPOLE GTOVE OTOioVG ExovV TPdsPact ot Bepamevdevol GKOAOL.

H évapén g dpdong mapatnpeitot evidg 8 mpmv yia toug yoriovug (C. felis) kot eviog 12 opmv yo
ToVG KpoOtwveg (1. ricinus).
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OYAAO OAHI'IQN XPHXHX

1. Ovopacio ToOL KTNVIITPIKOD QUPUIKEVTIKOD TPOIOVTOg

Bravecto 112,5 mg didivua yio exiyvon o€ onueio yo pukpéc yoreg (1,2 — 2,8 kg)

Bravecto 250 mg didAvpa yio eniyvon o€ onpueio yia pecaiov peyébovg yateg (>2,8 — 6,25 kg)
Bravecto 500 mg didlvpa yio emiyvon o€ onueio yo peydieg yateg (>6,25 — 12,5 kg)

A YvvOeon

Kda0e ml nepiéyel 280 mg fluralaner.
Kda0e mnéta mapéyet:

Bravecto d1dAvpa yio exiyvorn o€ onueio Iepreyopevo mmétog Fluralaner
(ml) (mg)

vy pikpég yateg 1,2 — 2,8 kg 0,4 112,5

v pecaiov peyébovug yareg >2,8 — 6,25 kg 0,89 250

yioo ueyaAec yoteg >6,25 — 12,5 kg 1,79 500

Awoyéc, dypopo £mg Kitpivo dtdlvpa.

3. Eion Loov

Tata

4. OepamevTiKég gvosielg

IMa v Bepancio TV TPOoPormV [E KPOTMVES Kol YOALOLG OTIG YATES.

AvT6 T0 KTNVIOTPIKO POPUOKEVTIKO TPOIdV Elval VO GLGTNUATIKO EVIOLOKTOVO KOl OKAUPEOKTOVO TTOV
mapEyEL dpeon kal mopapévovod avatnedpo dpdomn otovg YOAAovg (Crenocephalides felis) ka1 6Tovg

kpoétwveg (Ixodes ricinus) yio 12 gfdopddec.

O1 yOAAOL KOt 01 KPOTMVEG TPETEL VO TPOSKOAANOB0UV 6TOV EEVIGTN KO VA, apyIGOLY VO TPEPOVTUL Y10l
va ektefovy 6TO dPACTIKO GUOTOTIKO.

To KTNVIATPIKO POPUAKEVTIKO TPOTOV UTopel va ypnoyomombel g Tupo BEPUTEVTIKNG GTPOTNYIKNG
Yo Tov €Aeyyo TG AMAepyikng amd POAlovg Agppotitidag (AVYA).

IMa v Bepancio Tapacitdceny and oTikd axdpea (Otodectes cynotis).

5. Avtevoeigeag

No punv {pNOOTOLEITUL OE TEPIMTMOCELS VIEPEVAIGONGIOGC GTO SPUCTIKO GLGTATIKO 1| G€ KATO10 Ao
T0, kS0

6. E101kéc mpoE1domomcels

Ewdikég mpoetdomomoelc:

Ta mapdotta yio va ekteBovv ot fluralaner wpénet va apyicovv va tpépovtal move otov EEVIOTY, Gpa
dgv umopel va amokAEIGTEL 0 KIvOLUVOG HETAO0GTC TV 0GOEVEIDY TOV UETAGIOOVTOL OO TOPACLTOL.
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H doxomn yprion aviumopasitikdv 1 1 amokiivovoa yprion ard Tig odnyiec mov divovtot oty IIXIT
dvvoatat va avénoel v mieom ETAOYNG TPOG AVATTLEN OVOEKTIKMV GTEAEXDV Kol VO 001 YOEL GE
LEL®PEVT amoTeAesLoTIKOTNTO. H amdpaom yio T ¥p1ior Tov KINVIATPIKOD (OPUOKEVTIKOD
TPoiovToG, Yo ke (Mo Eeywpiotd, mpénel va Paciletal otny emiPefaimon Tov TapactTiKod €100Vg
K0l TOL QOPTIOL, 1] TOL KIVOUVOL TOPACiTOoNG LE BACT T EMLONIIOAOYIKE YOPOKTPIOTIKAL.

[péner va AopPavetor vedyn n mbavotra drAia {da oty {01 owia va arotelody eotia
EMOVOUOAVVONG LLE TOPACLTA, KO GE OVTEG TIG TEPUTTAGELS TPETEL VO YOpNYELTOL 1] ATopoiTnTN
Oepameia pe EVOESELYHEVO KTNVIATPIKO QUPUOKEVTIKO TPOTOV.

ISwaitepec TPOELAGEELC Yo TNV AoQOAN yprion ota gidn (hwv:

IIpémnet vo Aappdvovtol LETpo MOTE VA, ATOPEVYETAL 1] ETAPT| [LE T LATIoL Tov {mov. Na pn yopmnyeito
amgvbeiog TV g AALOIDCELG TOV SEPUATOG.

Adyo EAdelyng S100£G1UMY HEAETAOV, QVTO TO KTNVIOTPIKO POPUUKEVTIKO TPOIOV deV TPEMEL VAL
YPTOLLOTOLEITAL GE VEOPES YATEC NAKING LKPOTEPNC TV 9 efdoUddmV KOl /T G YOTEC LE COUATIKO
Bépog Mydtepo tv 1,2 KihdV.

To KTNVIATPIKO POPUAKEVTIKO TPOTOV OEV TPEMEL VO YOPNYEITUL GE SIOCTNUATO LUKPOTEPQ TV 8
ePOopddmv yioti dev €xel eEETAOTEL 1 AGPAAELD Y10 KPOTEPO OLULGTHLLOLTAL.

AvT6 1O KTNVIATPIKO QOPHOKELTIKO TPOTOV EIVaL Yo TOTIKN (P1|oN Kot OV TPEMEL VO, YopTyEiTal amd To
GTOUOL.

No unv emitpénete o€ mpdopata Bepanevpévo (oo vo mepumoleitol To £va To GAAO.

Idwitepec TpouAGEEIC oL Tpémel va AapuBdvovtol amd To GTOUO TOL YOPNYEL TO KTNVIaTPLKd
QopuokeLTKd Tpoidv oe {da:

H emaen pe 1o KTnviatptkd QoprokenTikd Tpoiov 0o Tpénel va, amoTpETETUL KOl KOTA TOV XEIPIGUO
TOV KTNVIOTPIKOD QOPUOKEVTIKOV TPOIOVTOG TPEMEL VAL YPTCLLOTOLOVVTAL TO, TPOGTATEVTIKE YAVTLOL
LG ¥pNomng Tov AapBavovot Pe auTd TO KINVINTPIKO PAPLOKELTIKO TPOidV od To onUeEio TDOANGOG
Y Tovg akdAovBovg Adyoug:

"Exovv avaeepbei o pikpo apiBud avlpdnmv avtidpacelg vrepevoictnoiag, ol omoieg pumopel
evdgyouEVmG va etvar coPapéc.

Ka0e £kBeomn 6To KTNVIATPIKO PUPLOKEVLTIKO TTPOTOV O TPEMEL VL AmOTPEMETAL OO ATOUA, JLE
vrepevAIGONGia 0T PAOVPAAAVEPT] 1] GE KATO10 amd TO EKO0YOL.

To KNVIATPIKO PAPUAKEVTIKO TTPOTOV GLVOEETOL GTO dEPLLOL KO UmopeEl emiong va cuvdebei o
EMUPAVEIEG PUETA OTTO SLAPPOT] TOV KTIVINTPIKOD POPUUKEVTIKOD TPOIOVTOC. e WKPO aplfud atoumy
HETE amd TNV emapn pe To dépua £xouv avopepBel deppatikd eEavOnpata, Kvnopog 1 LoVSLOC L.

Y& mepinTon ENaPNG Le TO OEPUM, TAOVETE TNV TPOSPePANUEVT TEPLOYT OUECHOG LLE GOTOVVL KOl VEPO.
Y& KAmO1EC TEPIMTAOGELS, TO GATOVVL KL TO VEPO EV EXAPKOVY Y10, VO OTTOUAKPVVOEL TO KTNVIATPIKO
QOPUAKEVTIKO TTPOTOV Ao T SAKTVAQ.

H emaen pe 1o kKtnviatpikd eoppokentikd Tpoiov pmopel emiong vo cupPet katd tov yepiopd Tov vIo
ayoyn {oov.

Befaiwbeite 611 t0 onpeio epoappoyng oto {do cog dev sival TAéov upovég Ty vo Epbete Eava oe
EMOON LE TO ONUEI0 EPUPUOYNS . X€ ALTO CLUTEPIAAUPAVETOL TO OYKAMOAGHO TOV {MDOL 1] TO LOIPOC L
Tov kpePatiov pe to (Mo. Xperaloviat £0¢ Kot 48 MPEC Y10, VO OTEYVAOGCEL TO GTUEIO TNG EPAPUOYNG,
oAAG o etvor ELLEAVES Y10 TEPLGCOTEPO.

Edv gpoaviotel avtidpaon tov d€ppotog, cLUPOVAEVTEITE 10TPO Ko OEIETE TOL TNV GLGKELUGIN TOV
KTNVIOTPIKOD (PUPLOKEVTIKOD TPOTOVTOG,

AvOpomot pe gvaictnto dépua N YEVIKG e YVOGTH 0AAEPYIa, Y10, TOPADEIYIO GE AAAL KTNVIATPIKY
(QOPUOKEVTIKA TPOTOVTA AVTOV TOL TUTOL, TPEMEL VAL XEPILOVTOL e TPOGOYT OVTO TO KTNVINTPIKO
QOPUOKEVTIKO TTPOTOV OGS EMioNG Kot T Oepamevpéva {da.

AVTO TO KTNVIATPIKO POPUAKEVTIKO TPOTOV UTOPEL VL TPOKOAEGEL EPEDIGIO TOV UATIDV. ZE
TEPIMTOON EMAPNG UE T UATIO, EEMADVETE AUECWOC TPOGEKTIKA [UE VEPO.

AVTO TO KTNVIATPIKO POPUOKEVTIKO TPOTOV elvar eMkivovuvo petd amd katdnoot). No puAdcceTal To
TPOTOV GTNV APYIKN GLOKEVAGIN PEYPL TN XPNOT], DCTE VO ATOPEVYETAL 1) AUECT] TPOGPOCT TOV
TOOIDV GTO KTNVIOTPIKO PAPUAKELTIKO TPpoiov. H ypnopomomuévn muméta mpénet vo amoppimteton
apécms. Xe mepintwon mov Kotd Aabog vapéet katdnoom, va avalntioete wTpikn fondeta Kot va
emdeiEeTe OTOV 10TPO TO ECAMOKAEITTO PVAAO OOMNYLDV YPNCEWMG 1] TNV ETIKETO TOV POPLOKEVTIKOV
TPOIOVTOC.
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To kTV1aTPIKO QOPHAKELTIKO TPOTOV eivar eEalpeTikd eOPAEKTO. No UAAGGETOL LOKPLA 0 TN YEG
0¢puavong, omvinpeg, avolktn eAOYa 1 GALEC TNYEC avapletng. Xe tepinton Sloppong Tov
KTNVIOTPIKOD QOPLOKEVTIKOV TPOTOVTOC, Y10, TAPASELY LD TAV® G TPATELL 1] G€ EMPAVELD TOTOUOATOG,
OTOLLOKPOVETE TO YLLUEVO TPOidV e YapTi kKabapltotnTog Kot Kabapiote Ty meployn Ue
OTOPPLTTAVTIKO.

Eyxvpocivn, yodovyia kot yovipdtnro:

H aoc@dAieia Tov KTNVIOTptkoD QopUaKeLTIKOD TPoidvTog dev Exel amodelydel Katd T dlapKeLo TNG
KONO™NG KOt TNG YOAOLYIOG. XPMOLUOTOIGTE TO TPOIOV LOVO GOUP®VA LLE TNV EKTIUNGOT 0PEAOLE
/xtvdHvou amd tov vtevBuvo KTnviatpo.

AMnAenidpaon pe GAAL QOPLOKEVTIKA TPOTOVTA KOl AALEG HOPPES aAANAETIOpAOTC:

Agv glval yvootn Kapio.

H fluralaner cuvdéetan o€ peydio Pabuod pe Tig TpTeiveg TOL TAAGLOTOC TOL OHUATOG KOl LITOPEL VOl
OVTAYOVIOTEL PHE GALD VYNANG GUVIESTG OPACTIKG CLGTATIKG OTWS TO LLT] GTEPOELIN OVTIPAEYLLOVMDIN
eapupaxa (MEAD) kot v Bopeapivn, mapdywyo g kovuapiving. H endaon g fluralaner og
TOPOLGIQ KOPTPOPEVNG 1 Pap@apivig 6TO TAAGHO TOL OiLATOG TOL GKOAOL OTIC HEYIOTEG
OVOILEVOLLEVEG GUYKEVTPMOELG GTO TAAGLO, OV LEIMGE TNV GOVOEST] OTIG TPAOTEIVEG TOV TAAGLOTOC TNG
fluralaner, tng Kopmpo@EvNg N TG Bappapivic.

Koatd ™ didprela epyactnplokdy Kot KAMVIKGV SOKIU®V otV Tpaén, dev mapotnpnOnkay
OAANAETIOPAGELG LETAED TOV KTIVINTPIKOD POPUAKEVTIKOD TPOIOVTOG KOl TMV KTNVILTPIKDV
QUPUAKEVTIKOV TPOIOVIMV TTOV YPTCLULOTOL0VVTOL GLVHOWC.

Ynepdocoroyia:

"Exet amoderyBei n acedieia oe veapéc yateg nikiag 9 - 13 gfdopddmv kot Bdpovg 0,9 - 1,9 Kihdv
UETA Ao Yoprynomn vIepdocoAoYiag EmC 5 POPEC TN LEYIOTN GUVIGTAOUEVT] 000N GE TPELS YOPNYNOELS
6€ GVVTOUOTEPA SLUGTHHOTO A0 To GUVIGTOMEVE (dtooThpate 8 efdouddwv).

H mpocAnyn amd 1o 6ToHe TOV KTIVINTPIKOD POPUOKEVTIKOD TPOIOVTOG GTI LEYIOTT] GUVIGTMEVT
d6om NToY KoAG avekt] omd TG YOTEC, EKTOG GO KATOL0 AVTOTEPLOPIGHUEVT GlEAOppOL Kot Bryya 1
£UETO aUESMG LETA TN YOPTYNON.

Kvpiec acvupatdtnrec:
Agv glval yvootn Kapia.

7. AvemOounta coppavra

Téra:
Toyvé AVvTIdpAoelg Tov dEPUATOC 6TO oNUEio eQaployng (dmwg
Ep00npa, Kvnopdg, Ahwmrexio) *

(1 éog 10 {oa / 100 vrd Bepameia

{oa):

Oy cvyva Mvikdg tpdpog,

(1 émg 10 Loa / 1.000 vro Bepaneio | AndBein, Avopeéioa,
Cha): "Epetog, X1iehdppoia
[ToAb omdvia Xracpot

(<1 Lo / 10.000 vmo Bepancia {oa,
CLUTEPILOUPAVOUEVOV TOV
LELOVOUEVOV AVAPOPDV):

#Ameg kot Tapodikég
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H avagpopd averBountov cuoppdviov sivoar onupovtiky. Emttpénet ) cvveyn topakolovdnon g
aoc@dAelag evog mpoidvtoc. Edv mapatnpnoete omoladmote avemBOun T evEPYELD, KOO KOl oV OgV
AVAPEPETOL GTO ECAOKAEIGTO PUALO 0ONYIDV ¥PNoNG 1N AUPIPAALETE VIO TNV OTOTELEGUATIKOTITO TOL
QopUAKOoV, TAPOKAAEIGOE VO ETIKOIVOVIGETE, KATAPYAGS, LE TOV KTNViaTpd coc. Mmopeite emiong va
OvVOQEPETE OTOLOONTOTE AVETIOVUNTA GLUPAVTO GTOV KATOYO TNG AOEL0G KUKAOPOPLOG
YPNOLOTOIMVTAG TO GTOLYEID EMKOVOVIONG GTO TEAOG ALTOV TOL PVAALOL 0INYIDV YPNONG, 1 LEC® TOV
€Bvikod Gog cLOTHATOC avaPopdG: {oTotyela EBViKoD GLGTAATOG OVAPOPUG) .

8. Aocoloyia Yo kKG0g €id0g, TPOTOS Kol 0001 Yopynong

IMoa emiyvon oe onueio (spot on).

To Bravecto mpémet va yopnyeitol cOLQ@VA LE TOV TOPAKATO Tivako (avTiotolyel o pia d66on tov 40
— 94 mg fluralaner/kg copoatikov fapovg):

YONOTIKO IepekTIKOTNTO KO 0PLOROG TOV TUTETOV TOL Y0P YoVVTIL
Papog g Bravecto 112,5 mg Bravecto 250 mg Bravecto 500 mg
yarag (kg)
1,2-2,8 1
>2,8—6,25 1
>6,25 12,5 1

T yareg pe copatikd Bapog peyorvtepo twv 12,5 kg, ypnotpomoinote 10 cuvovacoUd TV 600
TRETOV OV ToPLALoVV Mo EMAKPPDS 6TO COUATIKO BAPOG.

H vrodocoloyia pmopel va €xel ®G GLUVETELN OVOTOTEAEGLLOTIKY] YPTOT| KO EVOEXETAL VO EDVONGEL TNV
avamtuén avOekTiKdTTOS.

9. Oonyieg Yo ™) c®GTI) YOpRyYNON

MébBodog yopfiynong
Bipa 1: Apéowmg mpiv tn ypnon, avoi&te Tov pakeAioKo

Kal agapéote v mméta. Popéote ydvtio. ' va

avoifete TV muéTo, KPATNOTE TNV Ao TN BAon T M

0o TO AVATEPO AKAUTTO TUALA TNE KAT® amd TO DL ’@

o€ opbia Béom. To ndpa Tpémel va meptoTpapel

0e€166TpOoPa 1 APLETEPOGTPOPA Y10 it TATPT OTPOPN.
To topo Ba Tapapeivel mdve oty mnéta, dev eivar
dvvatdv va amouakpvvlel. H mméta sivon avorytn kKo
£TOLUN Y10 TNV €QAPLOYN OTaV Yivel aiobnTd TO GTAGLLO
™G SEPAYLoNG.

\

Bipa 2: H yata npénet va givar 0pOia 1| Eomhmpévn pe tnv paym Y
optlovTia yia g0koArn yopnynon. Torobetnote T0 AKPO TNG MMETAG TAV®D g
o1 Bdon T KEQOUANG TS YATOG. Z

Bijpa 3: ITiéote amald v mméta Ko epapudete OAO TO TEPIEXOUEVO

amevBeiog v o1o d€ppa NG Yatoc. To KTvVIaTpiKe QoPHOKEVTIKO

TPOTOV TPETEL vaL epopuroleTan og YaTeg £ 6,25 kg copatikod Bdpovg ]‘ )
o€ €va, onueio otn Paocm TG KEQOUANG Kol G YATEG COUOTIKOD BAPOVG

peyoAvtepov amo 6,25 kg og 000 onueia.

OePOTEVTIKO GYNLLA

69



T TpocPoArég e WOALOLG KOl KPOTMOVEG, 1) AVAYKT KOl 1) cLyvOTNnTa TN(TeV) emavadepaneiog(dv)
npénel va, focileTal o€ YVOUATELOT EMAYYEALOTIO KO VL ACUPBAVETOL VTTOWYT] 1] TOTIKN ETLONUIOAOYIKT
KaTdoTooT Kot 0 Tpémog duPiwong Tov {oov.

IMoa 1o PEATIOTO €AEYYO0 TV TPOGPOADV HE KPOTMVES Kl YOAAOVG, TO KTNVIOTPIKO POPUAKEVTIKO
TPoidv Tpémel vo yopnyeiton pe pecodtootruata 12 efdouddwy.

I'a v Bepaneio TV Tapacitd@ce®v and OTkd akdpea (Otodectes cynotis), mpémet vo epapuoletal
pio povo 806N TOL KTNVILTPIKOD QOPUOKEVTIKOD TPOIOVTOC. ZuVIGTATOL 1] EXavEEETAON OO KTNvioTpo
28 nuépeg petd ) Oepaneio, eneldn oe kdmola {da pumopel vo amaiteitol tepetTaipm Oepameio pe
KATO10 EVOAALUKTIKO KTNVIOTPIKO PAPUOKEVTIKO TPOIOV.

10. Xpodvor avapoviig

Agv 16y0eL.

11. Ewwkég ovvOnkeg owotipnong

Na puAdooetor og 0éom, TV omoia dev PAETOLY Ko dev Tpoceyyilovv Ta TadId.

To kTV1aTPIKO PUPHAKELTIKO 0LTO TPOIdV deV amartel Wiaitepec cuvONKeg Beppokpaciog yio TV
@OAOEN Tov. O TUTETEG TPEMEL VOL PUAAGGOVTOL TNV EEMTEPTKT] GLOKEVAGIN Y10, VO TPOGTATEDOVTOL
omd amdAeln TOL AT N TPOSANYT VYpaciag. Ot eakeAMcKol TPEMEL va, avoiyovTol LOVO OUECHG
TPV Ao TN XPNOoN.

Na pn xpnoiponoteital autd To KTNVINTPIKO QOPUOKEVTIKO TPOidV HeTd and Tnv nuepounvia Aéng
OV aVaYPAPETAL 6TN cuokevaoio petd to Exp. H nuepounvia An&emg cvumintel pe v televtaia
NUEPO TOV GLYKEKPIUEVOL UV

12. Ewwkég mpo@urdiers amoppryng

Ta eapuaKo dev TPETEL VAL OTOPPITTOVTOL LECH TOV ADUATOV 1] TOV OIKIAKDOV OTOPANTOV.

To KTNVIATPIKO POPUAKEVTIKO TPOTOV OEV TPEMEL VO, EIGEPYETOL GTOV VOPOPOPO opilovta kKabdc M
fluralaner evoéyetal va etvar emtkivouvn yio Tovg aoTdVIVAOLS VIPOPLOVS OPYOVIGUOVG.
XpNOOTOINOTE TPOYPAULOTO ETICTPOPNC PAPUAK®OV Y10, TNV ATOPPIYN U1 XPNCLOTOMOEVTOV
KTNVIOTPIK®V POPUOKEVTIKOV TPOIOVI®V 1 GAL®Y DAIK®OV OV TPOEPYOVTOL Amd TN YP1ON TOVG
GULPMOVE, LLE TIG TOTTIKEG OOITNOELG KOl LE TUYOV 1oybovTo Bvikd cuotiuate cuAloyne. Ta pétpa
OUTE OTOGKOTOVY GTIV TPOGTAGIO TOL TEPPAAAOVTOC,.

2opPovievbeite Tov kKTNViaTPOd GO 1} TOV POPLAKOTOLO GAG Y10, TOV TPOTO ATOPPLYNG TV
YPTOILOTONOEVTOV QOPUAK®V.
13. Toa&vépunon TOV KTNVIETPIKAV QUPUIKEVTIKOV TPOTIOVTMOV

Na yopryeital LOvov e KTNVIOTPIKE GLVTAYY.

14. Ap1Opoi o105 KUKAOQPOPIOS KUl GUGKEVUGIEG

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

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

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

Kabe yaptivo kovti mepiéyetl 1 ) 2 mméteg kot £va (evydpt yavtio ava mméta.
Mmnopei va, v KokAo@opoHv OAEC 01 GLCKEVOGIEC.

15. Hpepounvia tedevtaiog avabe@pnong Tov GUALOV 00NYIAOV YPNGNS
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{HH/MM/EEEE}
Aentopepeic TANpo@opiec Yo T0 v AGY® KTNVIATPIKO QOPHOKEVLTIKO TPoioV eivan dtabéoipeg ot
Béon dedopévav g EE yia ta ktnviatpukd tpoidvra (https:/medicines.health.europa.eu/veterinary).

16. Xtoyycio emkolvoviag

Kéroyoc tne ddsiog KukAo@opiac Kol GTOLYELD ETKOWMVIOS Y10 TNV ova@opa THovoAoyodLLEV®Y

OVETIOOUNTWV EVEPYELDV:

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

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

Penyb6smka bearapus
Tem: +359 28193749

Ceska republika
Tel: + 420 233 010 242

Danmark
TIf: + 45 44 82 42 00

Deutschland
Tel: +49 (0)8945614100

Eesti
Tel: + 37052196111

E\rada
TnA: +30 210 989 7452

Espaiia
Tel: +34 923 19 03 45

France
Tél: + 33 (0)241228383

Hrvatska
Tel: + 3851 6611339

Ireland
Tel: + 353 (0) 12970220

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)2 370 94 01

Norge
TIf: +47 55 54 37 35

Osterreich
Tel: +43 (1) 256 87 87

Polska
Tel.: +48 22 18 32 200

Portugal
Tel: + 351 214 465 700

Romaénia
Tel: +4021 3118311

Slovenija
Tel: + 3851 6611339

Slovenska republika
Tel: +420 233 010 242

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


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

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

TMopaockevootng LVTeEVLOVVOC Y10 TNV ATEAEVLOEPMGT TV TOPTIOWV:
Intervet Productions

Rue de Lyons

27460 Igoville

ToAlio

17. Alheg minpo@opisg

To KTVIATPIKO PUPHAKEVLTIKO TPOTOV GUVEICPEPEL GTOV EAEYYO TV TANOLGUDOV TOV YOAA®V GTO
ePPAALOV GE YDPOLS GTOLG OTOTIOVE £XOVV TPOSPaCT Ol BEPUTEVOUEVES YUTEC.

H évapé&n g dpdiong mapatnpeitar eviog 12 opdv yio toug yorrovg (C. felis) kot evidg 48 wpav yia
ToVg KpoOtwveg (1. ricinus).
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OYAAO OAHI'IQN XPHXHX

1. Ovopacio ToOV KTNVIITPIKOD QUPUIKEVTIKOD TPOIOVTOg

Bravecto 150 mg/ml k6vig Kot S1aADTNG Y10 EVEGILO EVALDPM L Y10 GCKOAOVE

2. 2ovleon

DLoAid10 BE KOVLY:

Drorioo StoivTn:

Avaovetofiv svou@pnuas:

Kd&be prodido mepiéyet: Kda0e ml nepiéyet: Kd&0e ml mepiéyet:
ApOoTIKO GLGTATIKO: "Exdoya: ApOoTIKO GLGTATIKO:
drovparavépn 2,51 g | Benzyl alcohol 22,3 mg dlovparavépn 150 mg
"Exdoyo.:
Benzyl alcohol 20 mg

Agvin €m¢ avoryt
Kitptvn KOvig (oKovV™).

Al yég ¢ adtapaveg
TOYVPPEVGTO SLAALLLAL.

Adrapavég Aevkd ¢ ovoryTod
KiTpvo, EAAPPOC TaYOPPEVCTO

EVOLDPTLLOL.

3. Eion loov

YKOA 0L

4. OepamevTIKég EVOEIEEIG
T v Bepamneio Tov TPosPoADV [LE KPOT®VES KOl YOALOLG GTOVG GKOAOVG.

Av16 T0 KTNVIOTPIKO POPUOKEVTIKO TPOIOV Elval Vo GLGTNUATIKO EVIOLOKTOVO KOl OKAUPEOKTOVO TTOV
TopEYEL:
- Gueon kot mopapévovsa Bovatneopo dpdor otovg Worhovg (Ctenocephalides felis o
Ctenocephalides canis) yio 12 pfqveg
- mopapévovod Bavatnedpo dpact 6ToVE KPOTMVEG 0o TV 31 Nuépa ém¢ 12 punveg puetd omd
™ Bepameia yia Ixodes ricinus, Ixodes hexagonus, xaw Dermacentor reticulatus
- mopapévovod Bavatnedpo dpAact 6TovG KPOTMVES amd TV 41 nuépa £mg 12 puMveg uetd ond
™ Bepameia yio Rhipicephalus sanguineus.

O1 yOAAOL KOt 01 KPOTMVEC TPETEL VO TPOSKOAAN 00UV 6TOV EEVIGTN KO VO, apYIGOLY VO TPEPOVTUL Y10l
va ektedovv 6TO dPACTIKO GVGTOTIKO.

To kNVIATPIKO PAPUAKEVTIKO TPOTOV UTopEl va ypnoyomombel g TUo OEPUTEVTIKNG GTPOTNYIKNG
Y0 TOV EAEYYXO TNG OAAEPYIKNG At YOAAOLG depuatitidag (AYA).

I'o v pelmon tov kwvdbvov porvvong and v Babesia canis canis pécm PHeETASOCNG O TO
Dermacentor reticulatus omo6 tnv nuépa 3 petd and ™ Bepomeio yia Eog 12 unvec. H dpdon gival
€upecn, opeiletol otV SPACTIKOTNTA TOV KTNVIKTPIKOD (OPLAKEVTIKOD TPOTOVTOC KATO, TOV
SwPifaot.

Mo mv peimon tov kvdbvov poéAvveng amd Dipylidium caninum péow petddoong amd to
Ctenocephalides felis 7o émg 12 pnvec. H dpdomn elvan éppeon, opeideton otnv dpactikdtnTa TOV
KTNVIOTPIKOD QOPLOKEVTIKOV TPOTOVTOG KATA TOL dtafifaoTh.

5. Avtevoeigeag
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No unv {pNOUOTOLELTUL GE TEPMTMOCELS VIEPEVAIGONGIOC GTO dPUCTIKO GLOTATIKO 1| G€ KATO10 Ao
T0, EKS0Y0.

6. E101kéc mpoE1domonoels

Ewikég mpoetdomomoelc:

Ta Topdotta yio va ekTeBo0V 6T PAOVPAAUVEPT) TPETEL VO, OPYICOLY VO TPEPOVTOL TAV®D GTOV
EevioTi” apa., Oev PUmopel va amokAEIoTEL EVTEAMG 0 KIvOUVOg LETAS00MS TV acBevELDY TOL
petadidoovrar and mopdoita (cvpmeptiopfavopévov tov Babesia canis canis koi Tov D. caninum).

H dokonn ypnon avimepasitikdv 1 1 amokiivovsa xpion ord Tig 0dnyieg mov divovtat, dbvatat vo
avénoet T mieomn emAoYNE TPOS OVATTLEN aVOEKTIKOTNTAG KOl VO 001 YNOEL GE LELOUEVT
amoteleopatikotnto. H andpaon yio tn ¢p1on Tov KTviaTpikoy QopUaKELTIKOD TPOIOVTOG TPETEL Vo
Baciletar oty emPePainon Tov mopactTikon £i60Vg KAl TOV POPTIOL, 1) TOV KIVOUVOL TUPUGITMOGCNG
ue Pdon o EMONUIOA0YIKA YapoKTNPIoTIKG (AapPdvovTac vToyn 0Tt 1 d1dpKeLd SpGong Tov
poiovtog gival 12 punveg), yia kébe {do EexwpioTd.

[pénel va AopPavetor veoyn n mbavotrta dAia {da oty 1010 owia vo amrotelody eotia
EMOVOUOADVONG UE TOPECITA, KO GE QVTH TPETEL VO, YOpNYELTOL 1] otapaitnTn Oepameio e
EVOEDELYUEVO KTIVIATPIKO QOPLOKEVTIKO TPOTOV.

ISwaitepec TPOELAGEELC Y10 TNV AoQOA ypron oTa gidn (dwv:

H ac@dAeia tov Tpoidvtog dev Exel a&toroynbel oe okbOAOLC e Tpoimdpyovca emAnyia. Emopévmg,
VO YPNOUYOTOLEITAL UE TPOCOYN GE BVTOVG TOVG GKOAOLG LE PACT TNV EKTIUNGT] 0PEALOVE/KIVOUVOL OO
Tov vrevlvvo KTnviatpo.

Ab6y® EMhetyng O1aBECIU®Y LEAETAOV, TO KTIVIATPIKO QOPHOKEVTIKO TPOTOV OV TPEMEL VO
YPNOUOTOEITOL GE GKVAOVLE NALKIOG HIKPOTEPNG TV 6 UNVAV.

ISwaitepec Tpo@LAGEEIC TOV Tpénmel va Aopfdvovion and To GTopo TOL YOPNYEL TO KINVINTPIKO
QopuokeLTKd Tpoidv oe {da:

"Eyxovv avaeepbel avtidpdoeig vrepevacneiog otn provparoavépn 1 otn PevivAikn adkodAn o
avBpamovg, o1 omoieg dvvatat va ival coPapés. Emiong, evoéyetal va eupavioTody avtidpdoslc 6To
onueio g éveong. Otav yopnyeite antd T0 KINVIATPIKO QOPUAKEVTIKO TPOidV TPEmel vo Aapupdvete
TPOPLAGEELS Yo TNV amoPLYN KOTE AAB0G avToéveon ¢ Kat £kBECTC TOV OEPUOTOC. XE TEPIMTMOT KUTA
AdBog avtoéveong pe avemBounta copPdvta, avidpacelg vrepevalcnciog ) avidpioelg 6To onueio
NG EVEOTG, VO EMIKOVOVNOETE € 10TPO Kol VO EMIOEIEETE TV ETIKETA ) TO ECMOKAEIGTO PVALO 0ONYIDV
ypnoewc. [TAbvete ta y€pla petd omd T ypnon.

Av16 10 KINVIOTPIKO PAPUOKEVTIKO TTPOIOV TTPEMEL VAL YopnyeiTor LOVO omd KITNVIATPOLG 1| v
yopnyeitar vd T oTEVN EMIPAEYT| TOVG.

Eyxvpocivn kot yorovyio:

H acpddeia Tov kTviaTpikod QOpROKEVTIKOD TPOTOVTOG dev £xel amoderydel Katd t didpkela TG
KoMnoNg Kot g yaAovyioc. To mpoidv va yopnyeital poévov cOLP®VO e TNV EKTIUNGT 0QEAOVG-
Kvduvou omd Tov vevbuvo KTnviatpo.

AlMnAenidpaon pe GAAL QOPLOKEVTIKA TTPOTOVTA KOl AALEG HOPPES aAANAETIOpAOTC:

H plovparavépn cuvdéeton o peyalo Babuod e Tig TpOTEIVES TOL TAAGOTOS TOV OUATOC Kol [LTopEl
VO OVTOY®VIOTEL He GAAD VYNANG GVUVOESTC OPACTIKA CLGTATIKA OTTWG TO. [T GTEPOEION
avTIpAEYLOVAOON pdpproka (MEAD) kot tn Bapeapivn, Tapdymyo g Kovpopivne. H endoon trng
EAOLPAAAVEPN G OE TAPOLGIN KAPTPOPEVNS 1 BapPopivig 6T0 TAAGLA TOV OHATOS TOV GKOAOL GTIC
UEYIOTEG OVOUEVOLEVEC GUYKEVTPMGELS GTO TAAGLO, OV LEIMGE TNV CUVOEST] OTIC TPWTEIVEG TOL
TAACULATOG TNG PAOVPOAOVEPTG, TNG KAPTPOPEVNC 1 TNG Pappapivie. Katd tn didpreia kKAvikdv
dokmv ediov, dev mapoatnpnOnKay aAANAETIdpaoelc peta&d TOL KITNVINTPIKOD QUPUOKEVTIKOD
TPOTOVTOC KOl TOV KTIVIATPIKAOV QAPUOKEVTIKMY TPOTOVTHOV OV (pNoUomotodvtol cuvidmg,
GUUTEPTAAUPAVOUEV®Y TOV EUPOAIOCUDY.

Ymnepdocoroyio:
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Metd amd vTodoplo. yopnynon 3 kat 5 opég T cuvicTduevn 06on Tev 15 mg erlovparaviépn/kg
omuatikov Bapovg kdbe 4 pivec yro cuvolika 6 ddoeic (Huépeg 1, 120, 239, 358, 477 ko 596) oe
VEOPOVG GKDAOVG NAKING 6 UNVMV, TO LoVadtKO eupnua oyeTlopeVo Le T Bepaneia TeplopiotnKe o
SlOYKMGELC GTO ONUEID TNG £VESNG Ol OTTOIEG LTOYMDPNCAV UE TNV TAPOSO TOL YPOVO.

To dpacTtikd cuotatikd PAovparaviépn RTov Kodd avektd ota Collies pe averdpkela o€ multidrug-
resistance-protein 1 (MDR1 -/-) petd amd pio yopiynon amd 1o otopa piog 66one 3 eopég g
péytotng ovvictopevng (168 mg/kg cmpaticod Papovg). Aedopévon 6Tl 1 HEYIGTN GLGTILOTIKY
éxbeon ot elovpaiavEp LETE amd VITOOOPLL YOPNYNON dEV Eival LYNAOTEPT GE GVYKPLOT| LE TN
YOPNYNO™ 0o TO GTOUN, 1 VTOSOPL EVEGT] TOV KTNVIATPIKOD QUPUAKEVTIKOD TPoidvTog Bempeitan
ac@oing o€ MDR1(-/-) oxviovg.

Kopiec acvpfatdrec:
AOY® EAAEIYNG LELET®V OCLUPATOTNTOC, TO TAPOV KTNVIOTPIKO PAPUOKEVLTIKO TPOIOV OgV TPEMEL VAL
OVOUETYVOETOL PE GAAD KTNVINTPIKG QUPUAKEVTIKG TPOIOVTO.

7. AvemOdpunta cvppavra

YKOAoL

Suyvd (1 éwg 10 {ma. / 100 vid Bepomeio (da):

Adykoon 610 onueio g éveonc!

Oy ouyva (1 éog 10 Lwa / 1.000 vid Bepaneio (ha):

Mewwopévn 6peén, Konwon, Yrepaipikoi PAevvoydvot

Mo\ omdvia (<1 (o / 10 000 vid Oepameio (Do, CLUTEPIAAUPAVOUEV®V TOV UELOVOUEVOV OVOPOPDYV):

Mvikog tpopog, Ata&io (EAlenyn cvvtoviouov), Xracuoi

'Pnhaentéc koM eppoveic S10yKMOoELS, P GAEYLOVOIELS, UN ETOSVVES, TOL VIOYWPOVV Amd POVEG
TOVG e TNV TTéPOd0 TOL YPAHVOL

H avagopd avemBountov coppdviov eivar onpavtikn. Exitpénet tn cuveyn mopokoiovdnon g
AoQAAELNG EVOG TTPOTOVTOC. EAV Tapatnprioete 0mo1adnmoTe ovEmIOOUNTI EVEPYELD, KOO KOL OV OEV
OVOQEPETOL OTO EGOKAEITTO GUAAO 0INYIDV YPNOTG 1 AUPIPAALETE Y10 TNV OMOTEAEGLATIKOTITO TOV
QOPUAKOV, TOPAKOAEIGOE VO EMIKOIVOVIGETE, KATAPYAC, LE TOV KTNVIaTpd cag. Mropeite eniong va
OVOQEPETE OTOLOONTOTE AVETOVUNTA GVUPAVTO GTOV KATOYO TNG AdEL0G KUKAOPOPLOG
YPTCULOTOIDVTOG TO GTOLYELN EMKOVMVIONG GTO TELOG AVTOD TOL PVAAOD 0dNYIOV XPNOTG, | HEG® TOV
€Bvikod Gog cuoTHATOC avaPopdG: {oTotyela EBViKoD GLGTAATOG OVAPOPUG) .

8. Aocoloyia Yo ka0 €100, TPOTOS KU1 0001 YOPIYNONS

Ymodopia ypnon.

Xopnynote 0,1 ml avacvotadévtog evarmpnuatog ava kg couatikod Bdpovg (1codvvauo pe 15 mg
@Aovporavépn ava kg copatikod Bapouc) vroddpia, m.y. OVAUESH OTIC ®UOTAATESG (paylaio-
opomAatiaio ydpa) Tov okOAov. ' va vmoroyiotel pe akpifeia n d0o1 0 oxdAog Tpémel va Quyiletan
KT T XPOVIKN oTiypn 7oL Ba tov yopnynbei n d6om.

H vrodocoloyia pmopel va €xel G GLVETELD AVOTOTEAECUATIKY YPTON KoL EVOEYETAL VO EDVONCEL TNV
avémtuén avlekTikdTTag.

O mopokdto Tivakag uropei va ypnoipomombei wg 0dMyog yio T docoroyia.:

Sopotikd Bapog Tov Adon g YKo ToV avacvaTafévtog
okvlov (kg) gvarmpnuatog (ml)
5 0,5
10 1
15 1,5
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

Yroloyiote T 060M avticTolya yio. okbAoVG oL {uyilovv Ayotepo and 5 kg N mepiocoTepo and 60

kg.

Oonyieg Yo T c6T Lopiynon

Avoo0oToon TOV EVUIMPTNUOTOS TP OTd TNV TPATN ¥PNOoN:

Kdévete avaovotaon 1 erodidiov pe okovn pe 15 ml Stohdt. e v avacvoetacn Tov Tpoidvod,
oLVIGTATAL M XPNoT HoG amooTEp®uEVNG Beddvag petapopdg 18 G kot piog amosTtelp®uUEVNG
ovpryyag 20 ml.

L.

AvoKIvAoTE TO QLOAIS10 pE T GKOVI] PAOVPOACVEPTIC Y10 VO SLOCTOGTOVY TUYOV
GUOCOUATONOTO TPV OO TNV AVAGVGTACT).

AvooTtpéyTe TO LOAIS10 TOV SLOAVTI TOVAXYIGTOV 3 POPEG EMG OTOVL TO TTEPLEYOLEVO VAL
elvol ELEAvVAS OLO10YEVEG.

Apycd gyydote Eog ko 14 ml aépa éca 6To QLOAISI0 TOV SLHADTT, TN CLVEXELN
avappoonote 15 ml d1oA0Tn amd 10 Plaiioo (eikdva A). 1o @raridlo wopéyeTon
TEPLOGOTEPOS OLOAVTIG OO GVTOV TOV OOLTEITAL Y10 TNV AVAGVOTUGT. ATOPPIYTE TO
PLALd10 pe TO O10ADTN TTOL TEPIGTEYE.

Ewcdyete ™ Perova yuo v eayoyn aépa 25 G 610 dve pHEPOS TOL PLOAdioV e TN oKOVN
provparavépng (ewdva B).

Evo neprotpépete To Qrarioro opriovTia 6To xEpL 060G, LeTapEPETE apyd To. 15 ml Tov
SLOADTN HEGO OTO PLUAISIO LE TN OKOVT] GAOVPAAVEPTG Y10 VO, SIUCPUAIGETE TNV TANPN
SwPpoyn g oxovng (ewova I).

r.

A B r

AoV &xel mpootebel 0 SLOAVTNG, aPaPEoTE AT TO PLUAIOI0 LE TN OKOVY PAOLPALOVEPTS
T Belova yia v e€aymyn aépa kat tn ferdva petapopds. Amoppiyte Tig BELOVEG.
Avakiviote £vtova 1o QLodidio yio TovAdytotov 30 deutepOrenta PEXPL VO GYNUATIOTEL £val
KoAG avopepelypévo evoidpnua. To avaovotafév Tpoidv eival Eva adlapaveég AEVKO £mg
avoLYTO KITPIVO EAUPPDS TOYVPPEVGTO EVOIDPTLLO, TPOKTIKA OTAAAUYUEVO OO
GUOCOLOTOLLOTOL.

H npepounvio AENG mov avaypaeetal 6TV ETIKETO, TOL YLAAIVOV QLOALSIOL OVOpEPETAL
OT1 GKOVI] GOLLPOVA LE T1) GLOKELOGIO TOANONGC. META TV AVOGVGTOGT, TO EVOLMPM L0
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TPENEL VO, amoppLpbel vTog 3 UNvav amd Ty NUEPOUNVID TG AVOGVGTACT|G. Z1UEIDMCTE TNV
NUEPOUNVIC ATOPPIYNG OTIV ETIKETA TOV YUAAIVOU PLOALSIOV.

Mé£60d0g yopynong tov ovacuotadEviog EVOLMPTLLOTOS GTOV OKVAO:

1. Tlpocdiopicte ) d60™ TOL B YyopNyNOei pe fdon 10 coUaTIKO BAPOg TOL GKOHAOV.

2. XpNOWOTOMOTE Liol ATOCTEPOUEVT cVPLYYa Kot pio amootelp@pévn Beddva 18 G yia
xopfiynon.

3. H oxovn prlovparavipnc Bo dtoywplotel omd 1o evaidpno. KaTd TV tapapovi] tov. [pw
amo ke ypno, aVAKIVIOTE £VIOVA TO 0vacLOTOOEY Pladidto yio 30 devtepolenta MOTE Vol
emtevyBel £va OLOOLOPPO EVALDPTLLO.

4. Evdéyetar va givon amapoittn 1 Eyyoon aépa HEcH 6TO PLOAISI0 TPy amd TNV ANy g
doomnc.

5. Tw va dwotnpnOei 1 OLO10YEVELD, TOV EVOI®PTLLOITOC KOt 1) XOPYNoT TG 006NC va, Yivel pe
axpifeta, n d6oM TPETEL VAL yopnYEITAL EVTOG TEPITOV 5 AEMTAOV UETE OO TNV AVOPPOPNOT| TNG
o1 GUPLYYL XOPNYNONG.

6. Xopnynote 1o TPoidv pe VTOSOPL EVEST), TT.Y. O] POYICIO-OUOTAATIOL0 YDPOL.

Mnv TpLTATE TO TOWUO EIGYDPNOTG TOV PLUASIOV TOV TEPIEYEL TO AVOCLOTADEY EVOLDPTLLOL
neplocotepeg amd 20 popég.

IMo v avachoTao TOV EVOI®PNLOTOG 0poD £XEL KOTAKAOIGEL, avaKIVAOTE £VTOVa TO QLOAISL0 Yo
TovAdyiotov 30 devteporenta Yia Vo, EXLTELYOEl Evo OLOIOLOPPO EVOLDPTLLOL.

Bepomevtikd oynuo

T TpocPoréc e WOALOLG KOl KPOTMVEG, 1) AVAYKT KO 1) cuYvOTNTA TNE(TOV) EMAVIANTTIKNG(DV)
Oepanciag(mv) mpémel va Paciletar o€ yvopdtevon exoyyeApatioo kol vo AauBavetot vdyn 1 TomKy
EMONUOAOYIKT KATAGTOOT Kot 0 TpOTo¢ dtoPimong tov {mov. H Bepameia pe antd to KTnviaTpiko
QOPUOKEVTIKO TPOIdV glvar SuVATOV VA EEKIVA OTOLOONTOTE YPOVIKT GTLYU| TOV £TOVE KOl LTOPEL vl
ovveyileton ywpig daxomn. AvatpéEte emiong oty mapdypaeo «E1dikéc Tpogidononceicy.

10. Xpdvor avapoviig

Agv 1oyVeL.

11. Ewwkég ovvOnkeg owotipnong

Na pvidooetal o€ BEom, TV onoia dev PAETOLV Kot dev Tpooeyyilovv Ta TALdd.

AVTO TO KTNVIATPIKO POPUAKEVTIKO TPOTOV GOUPOVA, [LE TT] GVCKEVOGIO TMANCNG OEV ATOLTEL
Waitepec ouvOnkeg Beppokpaciog yio T OAAEN TOV.

Metd v avaciotact, vo puidcceton o€ Beppokpacio ptkpotepn twv 30 °C.

Na pn ypnoiponoteital autd To KTNVINTPIKO QOPUOKEVTIKO TPOTdV HETE Trv nuepounvia ANEng mov
avaypdeetol otny etkéta petd to Exp. H nuepounvia Anéemg cvpmintet pe tnv tehevtoio nuépa Tov
GUYKEKPIUEVOL UVl

Avgpxela {ong LeTd TNV 0va.GVGTOGCT) TOV EVOIMPTLOTOC COUPMOVO, LE TIG 00NYies: 3 unves.

12. Ewwkég mpo@urdiers amoppryng

Ta pappoko dev TPEMEL VOL ATOPPITTOVTOL HECH TOV AVUAT®V 1 TOV OIKIOKOV OTOPANTOV.

AvT6 T0 KTNVIOTPIKO PUPUOKEVTIKO TPOIOV eV TPEMEL VO EIGEPYETOL GTOV VIPOPOPO opilovTa Kabdg
N eAOVPOAOVEPT) EVOEXETAL VO EVOL ETIKIVOLVT] Y10l TOVG OGTOVOVAOVE VIPOPLOVS OPYAVIGLOVG.
Xp1GILOTOMGTE TPOYPAUUATO, ETIGTPOPNS POPUAK®V Yo TV OTOPPIYT U1 XPNOOTONOEVT®DV
KTNVIOTPIK®V POPUUKEVTIKOV TPOIOVI®V 1 GAL®Y DAIK®OV OV TPOEPYOVTOL Amd TN P11 TOVS
GUUPMOVE, LLE TIG TOTIKEG AOITNOEL KOl e TUYOV 1oybovTo eBvikd cuotiuate cvAloyne. Ta pétpa
OVTA ATOCKOTOVV GTNV TPOGTAGIa TOV TEPPAALOVTOC.
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13. Toa&vépunon TOV KTNVIETPIKAV QUPUIKEVTIKOV TPOTIOVTMV

Noa yopryeitar LOvVov e KTNVIOTPIKE GUVTAYT).

14. ApOpoi doc1og KVKLOQOPIOG KOl GVGKEVHGIEG

EU/2/13/158/032-035

Ka0e yaptivo kovti mepiéyet 1, 2, 51 10 groridwo(a) pe oxovrn, eraidto(a) dStohdtn(dv) Kot
omootelpmuévn(eg) Pehdva(eg) yia v eEaywyn aépa.

Mmropei va, unv KuKAOQPOpPOUV OLEG 0L GLOKEVAGIES.

15. Hpepopnvia teievtaiog avade®pnong Tov UALOL 03NYIAOV YP1ONG

{HH pivoc EEEE}

Aentopepeic TANpo@opiec Yo T0 v AGY® KTNVIATPIKO QOPHAKEVLTIKO TPoiov eivan dtabéaipeg ot
Baon dedopévav g EE yo ta ktnviatpikd tpoiovta (https://medicines.health.europa.cu/veterinary).

16. Xtoyycio emkolvoviag

Kdtoyog tng ddstog KUKAOQOPIOS KOl GTOLYEIN EXKOWVMOVIOS Y10, TNV 0vo@opd THavoAoyYoU LEVOV
OVETIOOUNTWV EVEPYELDV:
Intervet International B.V., Wim de Korverstraat 35, 5831 AN Boxmeer, OAoavoio

Belgié/Belgique/Belgien Lietuva

Tél/Tel: + 32 (0)2 370 94 01 Tel: + 37052196111
Peny0auka bnarapust Luxembourg/Luxemburg
Tem: + 359 28193749 Tél/Tel: + 32 (0)2 370 94 01
Ceska republika Magyarorszag

Tel: +420 233 010 242

Danmark
TIf: + 45 44 82 42 00

Deutschland
Tel: + 49 (0)8945614100

Eesti
Tel: + 37052196111

El)LGoa
TnA: +30 210 989 7452

Espaiia
Tel: +34 923 19 03 45

France
Tél: + 33 (0)241228383

Tel.: +36 1439 4597

Malta
Tel: +39 02 516861

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

Norge
TIf: +47 55 54 37 35

Osterreich
Tel: +43 (1) 256 87 87

Polska
Tel.: +48 22 18 32 200

Portugal
Tel: + 351 214 465 700
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Hrvatska Romaénia

Tel: + 3851 6611339 Tel: +4021 31183 11
Ireland Slovenija

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

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

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

TnA: + 30210 989 7452 Tel: + 46 (0)8 522 216 60
Latvija United Kingdom (Northern Ireland)
Tel: + 37052196111 Tel: + 353 (0) 1 2970220

Iopaokevaotg VEEVBVVOG Yia TV ATEAEVOEPMOT) TV TOPTIOWV:
Vet Pharma Friesoythe GmbH, Sedelsberger Strasse 2-4, 26169 Friesoythe, I'eppavia

17. Alheg minpo@opisg

To kTVIATPIKO PUPHAKEVLTIKO TPOTOV GUVEICPEPEL GTOV EAEYYO TV TANOLGUOV TOV YOAAW®V GTO
TEPIPAAALOV GE YDPOVLE GTOVE OTOIOVG EYOLY TPHSPAcT) OL VIO AYWYN GKVAOL.

O kpotwveg 1. ricinus ko D. reticulatus wov vdpyovv 101 GTOV GKOAO TPV Ao T YOPNYNo™ TOL
KTNVIOTPIKOD QOPUOKEVTIKOD TPOTOVTOG oKOTOVovTUL LEca og 72 mpec. O kpOTwveg R. sanguineus
OV LILAPYOVY NON GTOV GKLAO TPV GO T YOPTYNON TOL KTNVIATPIKOD PUPUOKEVLTIKOD TPOIOVTOC
oKoTOVoVTal PHéca o€ 96 mpeg. Ot veoeupaviLOUEVOL KPOTMVEG GKOTOVOVTAL LECH O 48 MPEG Ao TNV
TP®OTN efdopado Emg kot 12 unqveg petd ond ) Bepomeio.

Ot yHAAOL TOL VTLAPYOLV 10T GTOV GKOAO TPV 0T TN XOPTYNOT) TOV KTNVINTPIKOD (POPUOKEVTIKOD
TPOIOVTOC oKoTOVOVTOL péca o€ 48 mpeg. Ot veogupovi{opuevol YOALOL GKOT@VOVTOL LEGH OE 24 Mpeg

amo Vv Tpd™ efdoudda £mc kot 12 univeg petd amd tn Oepameia.

®a cvumepiAn@Bel kwducog QR mix.bravecto.com
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