ITAPAPTHMA I

HEPIAHYH TQN XAPAKTHPIZTIKQN TOY ITPOIONTOX



1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

AdTab 56 mg pacopeva diokia yio oxdvAovg (1,3-2,5 kg)
AdTab 112 mg pacodpeva diokia yio okvrovg (>2,5-5,5 kg)
AdTab 225 mg pacoueva diokia yio okviovg (>5,5-11 kg)
AdTab 450 mg pacopeva dtokia yio ockvAovg (>11-22 kg)
AdTab 900 mg pacopeva diokia yio okviovg (>22—45 kg)

2. MHOIOTIKH KAI IOXOTIKH XYNOEXH

APUGTIKO GUGTOTIKO:
Ka0e poocopevo diokio mepiéyet:

AdTab pocopeva diokia lotilaner (mg)

v okviovg (1,3-2,5 kg) 56,25

v okvAovg (>2,5-5,5 kg) 112,5

v oxviovg (>5,5-11 kg) 225

ywo okvAovg (>11-22 kg) 450

v okOAoVG (>22-45 kg) 900
"Exdoya:

owoTik1] 6UvOegon EKOOY OV Kol AAAOV
GUGTUTIKAV

Cellulose, powdered

Lactose monohydrate

Silicified microcrystalline cellulose

Meat dry flavour

Crospovidone

Povidone K30

Sodium laurilsulfate

Silica, colloidal anhydrous

Magnesium stearate

Agvkd €wg purel oTpOyYLAL LOCHOUEVO SIOKI0 UE KAPETIO OTIYUOTOL.

3. KAINIKEYX IAHPO®OPIEX

3.1 Eiom {oov

2KOAOL.

3.2  OgpomevTikég evoeielg Yo ka0g gidog Lmov

I'a ™ Bepaneio TV TUPASITOGEDY 0md YOAAOVS Kol KPOTOVEG G€ GKOAOUG.



To mapdv KTNVIATPIKO GOPUAKEVTIKO TPOTOV TAPEYEL AUECT] Kot 0VOEKTIKT dpaoTKOTNTO BavaTwong
oAV (Ctenocephalides felis xou C. canis) kol kpotovav (Rhipicephalus sanguineus, Ixodes ricinus,
1 hexagonus ko1 Dermacentor reticulatus) yw 1 piva.

Ot yOAAOL Ko 01 KPOT®VEG ol TPEMEL VO Eival ETKOAANEVOL 6TOV EEVIGT KOl VO, EYOVV apyiceL va
TPEPOVTOL, TPOKELLEVOV VO EKTEBOVV GTO OPUCTIKO GLGTATIKO.

3.3 Avrevoeiteg
Noa unv ypnoyLonoleital 6€ mePInT®ON VIEPEVAIGHNGING 6TO dPAGTIKO GVOTOTIKO 1| GE KATOL0 EKO0Y QL.
3.4 E101kéc mpoetdomon|oELS

Ta mopdoita Ba Tpénet va Exovv apyicel va TpEPovTol amd Tov EEVIGTH, TPOKELLEVOD Va EKTEOOVV GTO
lotilaner. Q¢ ek TovTOVL, dev UTOPEL VL AMOKAELGTEL EVIEAMG O KivOvvog petddoong acheveldv Tov
LLETOQEPOVTOL LECH TOPACITOV.

Oa mpémnel va, eeT0oTEL TO EVOEXOUEVO ALY (DO TOL 110V GTLTION VO, ATOTEAEGOLV TTNYN
eMOVApPOAVVOTG amd YOALOLS Kot avTd Oa Tpémel va Bepamedovtal OTmG amalteitol pe Evo KatdAAnAo
TPOIOV.

O)la ta 6Tdd10 TOV YOA®Y PLITopohy vo LOADVOLY TO KPERATL TOL GKOAOV KOl TOVG GLUVIBELS XDPOVG
avAmovong, 6TMS YoAd Kot LoAaKE ETTAa. L TEpinT®on Laltkng TpooPoing amd YOAAOVG KOl KOTA
NV €vapén TOV LETPOV KATATOAEUN GG, 01 YMPOL avTol B TPEMEL Vo, avTIETOTILOVTOL e KATAAANAO
ePPAAAOVTIKO TTPOTOV KOl 0T GUVEXELD Vo, KOBapilovTal TAKTIKE [Le NAEKTPIKT OKOVTAL.

3.5 Idwitepeg Tpo@uAraers kKata T ypnon

Idwaitepec TPOPLAGEELC Y10 TV 0.cQaAn yprion ota. £idn Lowv:

O)la ta 6e60UEV AGPAAELOG KAl OTOTEAEGLOTIKOTNTAG TPOEPYOVTOL OO CKOAOVG Ko KOLTAPio
niwiog 8 efdopddmv Kot dve kot copatikod Bapovg 1,3 kg kot dve. Adywm EAletyng dedopévav,
TPENEL VAL GUUPOVAEVESTE KTNVIOTPO TPV 0O T Yop1ynom Bepaneiog og kovtdfia nAikicg K4To TV
8 efdopddwmv 1 copotikod Bapovg katm tov 1,3 kg.

Idwaitepec Tpo@LAGEEIC TOL TTpémel vo AauPdvoviol ard To GTOLO TOV YOPNYEL TO KINVINTPIKO
QOPUAKEVTIKO TTPOoidV og {da:

Na TAévete T0 XEplo GOG LETA TO YEPICUO TOV TPOTOVTOC.
e mepinton mov kaTd Adbog vrdpéel Katdmoon, va avalntoete apéome wTpikn fondeia Kot vo
emdeiEeTe GTOV 1UTPO TO ECHOKAEIGTO PVAAO 001 YLDV YPNOEMC 1} TNV ETIKETO TOL POPLUKEVTIKOD

TPOIOVTOC.

Idwaitepec TPOPLAGEELC Y10 TNV TPOGTAGIO TOV TEPPAALOVTOC:

Agv 1oyvet.
3.6 AvemOopunto coppavro

Eidn {owv: Zxdlot

[ToA) omévia Agppora’?, 'Epstog %

(<1 &do / 10.000 vrd Bepameia (da, | Avope&ion'?, AnBapyoc?;
CUUTEPIAAUPAVOUEVDV TOV

;7 3 J) r 3
LELOVOUEVMV OVAPOPDV): Atogia”, Zmoopog, Tpouog

""Hma kot mapodikd.



2 Tomikd voympovV Ywpic Oepameio
3 TT1C MEPIoCOTEPEG TEPIMTAOGELC EIVOIL TOPOSIKE.

H avaeopd avemBountov coppdviov etvor onpavikn. Emtpénet mn cvveyn mapakorobonon g
0CQAAELNG EVOC KTNVIATPIKOD POPUOKEVTIKOD TTPOTOVTOG. Ot avaopEc TPEMEL VO ATOGTEALOVTAL, KATA
TPOTIUNOT HEG® KTNVIATPOL, €TE GTOV KATOYO TNG GdELng KuKAopopiag &ite otnv eBvikn aprddia
apyn LECH TOL EBVIKOV GUGTAUATOG OVOPOPAS. AVATPEETE OTNV TAPAYPUPO «ETOLYEIN ETKOVOVING
OV POAALOV 0INYIDV XPYOTG.

3.7 Xpnon kKatd v KOUN61, TN Yorovyia ] TRV ®oToKix

H ac@dieio Tov KINVIATPIKOD QOPLOKEVLTIKOD TPOIOVTOG OV £XEL AmodelyDel KoTd T1 S1PKELN TG
KONoNG, NG YoAOLYiag | 6€ GKOAOLG OVOTAPOY®YIKNG NAIKIOGC.

Kvnon kot yoiovyio:

Amé epyactnplokéc LEAETEG o€ apovpaiovg dev domioTd@bnkay evoei&elc Tepatoyéveonc i
OTOLONTOTE AVETIOVUNT EMIOPACT) GTNV AVATUPAYOYIKT] IKOVOTNTO OPCEVIK®V Kol ONAvkdv {hmv.
YvpPovievteite KTviaTpo TP amd T xopnynon Bepaneiog Katd TNV KUNGN KOl T YOAOLYid.

Tovwémro
YvpPovievteite KTnviaTpo TP amd T xopnynon Bepaneiog o€ GKOAOVS AVATAPOY®YIKNG NAKIAG.

3.8  Alniemdpdosic pe GAho QUPUIKEVTIKA TPOIOVTA KoL GAAeg popPES ahiniemiopaocnc

Agv gival yvoort kapio. Katd tn didpreia KAVIKOV S0KIUOV, OV TapatnpnOnKay oAANAETIOpACELS
avdpeoo oto lotilaner kot To, GLVHOWE YPNOYLOTOLOVUEVE, KTNVIOTPIKA QOPUOKEVTIKE TPOTOVTAL.

3.9 Oodoi yopiynons Kk docoroyio
T'a amd otopatog ypron.

To KINVITPIKO PUPUAKEVTIKO TPOTOV TPEMEL VAL YOPTYEITAUL COUPOVA [LE TOV 0KOAOLOO TTivaka MoTE
va dtwoporiletar pio 06om Tov 20 g 43 mg lotilaner/kg copotikov Bapoug.

XopoTiko HeprexTik6TnTo KoL OPLOP6G SroKimV TPOG YopNyNoN
Bapog oxdrov | AdTab56 mg | AdTabl12 mg | AdTab225 mg | AdTab450 mg | AdTab900 mg
(kg)
1,3-2,5 1
>2,5-5,5 1
>5,5-11,0 1
>11,0-22,0 1
>22,0-45.,0 1
>45 Kotdhiniog cuvdvacpog diokimv

INa okdAovg cmpatikod Papovg dve tav 45 kg, xpnooTomMaeTe ToV KOTAAANAO GUVOLUCUO OO TIC
S100Ea1LEC TEPLEKTIKOTNTES, MOTE VA EMTEVYDEL | GVVIcTOUEVT 660N TV 20-43 mg/kg.

H vrodocoroyio Bo pwopodoe vo 00MyNOEL GE OVOTOTELECUATIKT (P01 KOl LTOPEL VO EDVONGEL TNV
avamTuén avOeKTIKOTNTOG.

INoa va e&aocpouliotei 1 cwot) docoroyia, To copTKO Bdpog Oa mpénel va Tpocdiopiletatl 6G0 10
duvatov akpipéctepa.

To AdTab sivon éva gvyevoto paocdpevo diokio pe dpopo. Xopnyeite unviaio to(o) pocmpevo(a)
dwokio(a) pe N petd to eoynto.

IMoa tov amotelecpatiKdTEPO EAEYYXO TNG TPOGPOANG atd YOAAOVG KoL KPOTMOVES, TO TPOidv Oa mpémet
va yopnyeiton o pnviaio dtootripato Kod' OAn v mepiodo Tmv YHOAL®V KoM T®V KPOTOV®V, LE
Béion Tig TOMIKEC EMONUIOAOYIKEC KATOOTAGELS.



3.10 ZoprtOpaTe VIEPIOGOA0YINS (KOl KATE TEPITTOGT, PETPA AVTIHETMOTIONS KOL AVTIOOTA)

Agv mapotnpniOniay avemBOUNTEG EVEPYEIEG LETA OO TOL GTOUATOG XOPNYNOT G€ KOLTAP1a NAKiog
8-9 efdopddwv kot fapovg 1,3-3,6 kg mov érafav Oepameio pe 660m Emg Kat 5 popég peyolvtepn amo
TN HEYIOTN GUVIGTOUEVT] 600T (43 mg, 129 mg ka1 215 mg lotilaner/kg copatikov fdpovg) o oKTO
TEPIMTAOCELS GE UNVINL0 TOKTE S10GTHLOTA.

3.11 Ewwkoi wepropiopoi ypriong kon e101kES ovvONKeg yprions, cvpmepriappfavopuévoy
TEPLOPLOUAV GT1] YP1GT] UVTLIKPOPLEKAOV KUl UVTITUPUGLTIKAV KTNVITPIKOV
PUPUOKEVTIKAOV TPOIOVTOV TPOKEPUEVOD VA TEPLOPLOTEL 0 KivOLVOg avaTTuENS avTorNg

Agv 1oyvet.
3.12 Xpdvor avapovig

Agv 1oy0et.

4. OAPMAKOAOTI'IKEYX ITAHPO®OPIEX
4.1 Kodwkog ATCvet: QPS3BE0O4
4.2 @OoppoKodVVOUIKN

To Lotilaner, éva kaBapd evavtiopepés amod tnv katnyopio g 1oo&aloAivng eivol dpacTikd evavTia
o€ YOAlovg (Crenocephalides felis xon Ctenocephalides canis), o€ €101 kpotdvev dnwg Dermacentor
reticulatus, Ixodes hexagonus, Ixodes ricinus, Rhipicephalus sanguineus Ko0®d¢ Kol KOTE TOV 0OKAPEDV
Demodex canis.

To lotilaner givai évag 1oyvpdg avacToALng S1vA®V YAmpiov TOTOV Y-outvoBoVTUPIKOD 0EEOC
(GABA), pe amotéheopa tov Toyd 0avoto kpotdvav kot yoliwv. H dpactikdotmta tov lotilaner dev
emmpedotnKe omd TV avTioTaon 6€ opyavoyAdpla (KukAodiévia, .y, S1eddpivn), eatvviomupaldieg
(T PUEPOVIAN), VEOVIKOTIVOELON (.Y, LLUOAKAOTPION), POpUapdiveG (T.y. apTpdln) Ko Topedpogidn
(m.y. oumepuedpivn).

IMa toug yoAovg, N Evapén g dpdong sivat evidg 4 mpdV omd TNV TPOGKOAANGN KATE T SLapKELD
NG TEPLOSOV EVOG UNVAL LETE TN YOpNyNoN ToL Tpoidvtoc. Ot yHihot mov Ppickoviol Tave 610 (Mo
PV amod T Yopnynon Bavatmdvovtal evidg 6 mpdv.

I"a tovg kpdtwveg, N évapén g dpdong eivar evidc 48 wpdv amd TV TPOGKOAAN G KATA TN dldpKeld
NG TEPLOOOV EVOG WIVAL LETA T YOPNYNON TOV TPoidvToc. Ot KpOTmVES L. ricinus mov Ppickoviol Tave
010 (o mpwv amod T yoprynon Bavatdvovral viog 8 mpav.

To KTNVIATPIKO PAPUAKEVTIKO TPOTOV BavaTM®VEL TOVG VITAPYOVTEG YOAAOVG KOOMG KOl EKEIVOLG TOV
£€Yovv LOMC ELQAVIOTEL TAV® GTO GKVLAO, TPV UITOPECOLV VO, YEVVIIGOLV avyd. Emouévag, To mpoidv
dtokomTeL Tov KOKAO {ong TV YOAA®V Kol OTOTPENEL T LOAVVGT] TOL TEPPAAAOVTOC 0md YOAAOVG,
o€ TEPLOYEC OTOV 0 OKVAOG €yl TpOGPaom.

4.3 DoppokoKIvNTIKI

Kotoémv g and Tov 610U0TOg XOpNYNoNs, To lotilaner amoppopdtol apéome Kot 1 HEYIoT
GLYKEVTPMGN GTO QU0 ETTVYYAVETOL EVTOG 2 wpmdv. H tpopn evicyvel tv amoppoenon. O tedikog
yPpOvoc nuicelog {ong eivon mepinov 4 fdopnadec. Avti M paxkpd telkn nuicelo {on Topéyet
OTOTEAECATIKEG CLUYKEVIPMGELC OTO L0l Y10, OAN TN OEPKELD TOV SOGTILOTOG UETUED TWV SOCEWMV.
H «dpra 066¢ amofoing eivat 1 YOAIKN OTEKKPIOTN EVO 1) VEPPIKT ATEKKPLOT EIVOL 1] HOCOVOG



onuociog 086¢ amoPfoirg (kKatm amod to 10% e d6onc). To lotilaner petaforileton og pikpd Pabpod
o€ MEPIOCOTEPEG LOPOPIAEG EVDGELS TOV TTOLPOTI|POVVTOL GTA KOTPOVE, KOL TO, OVPO.

5. OAPMAKEYTIKA XTOIXEIA

5.1 Kopieg acopporotnreg

Agv 1oy0et.

5.2 Awdpkelo {ong

Aldpketo {ONG TOV KTNVINTPIKOD PUPHLOKEVTIKOD TPOTOVTOC COUPMVA LIE TN GVOKEVAGIN TOANONG: 3
£m.

5.3 Iowitepeg mpo@urdéers kata T @OLAEN TOV TPOIOVTOG
Agv VTLAPYOVV EIBIKEC 001 YIEC SLOTPNONE YO AVTO TO KTNVINTPIKO PAPUOKEVTIKO TPOTOV.
5.4 ®von km 6HVOEST TS GTOLYELDOOVS CVCKEVUGING

Ta diokia cvokevalovtot g blister aAovpviov/alovpuviov, g ¥pTIVO KOLTI.
Ka0e meprextikotmta diokiov dwatifetal o€ cuokevacieg Tov 1 1 3 dickiwv.

Mmropel va unv Kukho@opoOv OAEG 01 GLCKEVAGIES.

5.5 Ewwkég mpo@uAGEELS améppLynS EVOS UN Y PNCLROTO0EVTOS KTNVIUTPLKOV PUPUIKEVTIKOV
TPOIOVTOG 1] GAL@OV VAIKAV TOV TPOEPYOVTOL BTO TN P11 TOV TPOIOVTOC, OV VITAPYOVV

Ta eapuoke dev TPEMEL VO OTOPPITTOVTAL HECH TMOV ADUATOV | TOV OIKIOUKMOV OTOPANTOV.
XPNOUOTOOTE TPOYPAULOTO ETIGTPOPNG POPUAKMOV Y0 TNV ATOPPLYT] U1 YPNOLLOTOINOEVT®DV
KTNVILTPIKOV QUPUOKEVTIKOV TPOIOVIMV 1] GAADV VAIK®V TOV TPOEPYOVTAL OO TN XPTOT] TOVG
GOLPOVA LLE TIC TOTIKEG ATOTNOELG KO ILE TUYXOV €0VIKA GLGTHOTO GLAAOYNC TOV LGYVOVV Y10, T,
GYETIKA KTNVITPIKA QOPUOKEVTIKA TPOIOVTAL.

6. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Elanco GmbH

7. APIOMOZ(0OI) AAEIAY KYKAO®OPIAX

EU/2/22/288/001-010

8. HMEPOMHNIA ITIPQTHX ET'KPIXHX

Huepounvia Ing éykpiong: 13/09/2022

9. HMEPOMHNIA TEAEYTAIAY ANAGEQPHXHX THX IIEPIAHYHXE TQN

XAPAKTHPIZTIKQN TOY ITPOIONTOX

{HH/MM/EEEE}



10. TAZEINOMHIH TON KTHNIATPIKQN ®APMAKEYTIKQN ITPOIONTQN
Noa yopnyeitot ympic KTNVIATPIKN GUVTOYT.

Agntopepeic TANpoPopieg Yo T0 €V AOY® KTNVIOTPIKO QOPUOKEVTIKO TPoidv gival dtabéoeg otn Baon
Agdopévav g EE vy ta ktnviatpikd mpoidvta (https://medicines.health.europa.eu/veterinary).



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

1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

AdTab 12 mg poacouevo dtokia yia yateg (0,5-2,0 kg)
AdTab 48 mg pacmpeva diokia yio ydreg (>2,0-8,0 kg)

2. IHOIOTIKH KAI IOXOTIKH XYNGEXH

APUGTIKO GUGTOTIKO:
Kda0e pacmpevo diokio mepiéyet:

AdTab pocopeva drwokio lotilaner (mg)

v yateg (0,5-2,0 kg) 12

v yareg (>2,0-8,0 kg) 48
"Exodoyo.:

owoTtki] 60vOEGT EKOOYMV KOl GAL®V
GUGTUTIKAOV

Yeast powder (flavour)

Silicified microcrystalline cellulose

Cellulose, powdered

Lactose monohydrate

Povidone K30

Crospovidone

Sodium laurilsulfate

Vanillin (flavour)

Silica, colloidal anhydrous

Magnesium stearate

A€UKG TPOC KAPETI GTPOYYLAL LOCMDUEVO O1OKI0 e KOPETIEG KNAIDEG.

3. KAINIKEYX IAHPO®OPIEX

3.1 Eion {oov

Térec.

3.2  OgpomevTikég evoeielg Yo ka0g gidog Lmov

INo ™ Bepancio TOV TOPACITOCEDY AT YHAAOVG KOl KPOTMVES G YATEG,

To mapdv KINVIATPIKO QUPUAKEVTIKO TPOTOV TaPEYEL AUEST] Kol S10pKT] OPUGTIKOTITO KOTA TV
YoMV (Ctenocephalides felis xau C. canis) Kow TV Kpotdvev (Ixodes ricinus) yio 1 pfva.

Ot yOAAOL Kot 01 KpOT®VEG Bal TPEMEL VL Eival EMKOAANUEVOL GTOV EEVIGTT KO VL £YOVV apyioeL val
TPEQOVTL, TPOKEILEVOL VO, EKTEDOHV GTO SPACTIKO GLGTATIKO.

3.3 Avrtevoeileg



Na pnv ypnoiponoteitan o€ mepinT®on vrepevalcHnciag 6To dPASTIKO GLGTAUTIKO 1) GE KATOLd KO0 QL.
3.4 E101kéc mpogtdomonoels

Ta mapdoito 0o Tpénet va Exovv apyicel va, TpEPOVTOL amd TOV EEVIOTY, TPOKEEVOD Vo KTEDOVY 6TO
lotilaner. Q¢ ek TOVTOVL, deV PUTOPEL VO ATOKAEITTEL EVIEAMG 0 KivOLVOG LETAGOGNC 0lG0EVELDY TOV
LETOQEPOVTOL LEGH TOPACITMV.

®a mpénel va e£eTOOTEL TO EVOEXOUEVO ALY (DO TOL 110V GTITION VO, ATOTEAEGOLV TTIYN
emovapOAVVOTG amd YOALOLG Kat avtd Oa Tpémel va Bepamedovtal OTmG amaiteitol pe Eva KatdAAnAo
TPOIOV.

Olo ta 6Tdd10 TV YOAA®DY HITopodV Vo LOABVOLV TO KPEPATL TG YATOG Kot TOVG GUVIBELS XDPOLGS
avamovong, Om®e yold Kot poAokd Emimia. e mepintmon nalikng TpoosBoing amd YOAAOVG Kot KOTA
™V Evapén TV HETPOV KOTOTOAEUNOTG, OL Y®POL avToi Ba Tpémet va avTipetoniloviol pe KatdAAnAo
TEPIPAAAOVTIKO TPOTOV Kot 6T GuVEKELN Vo, kKaBopilovTan TAKTIKEA [LE NAEKTPIKT GKOVTOL.

AT00eKTE ETITEDD AMOTEAEGLOTIKOTNTOG UTOPEL VO PNV eMTELYOOVV, EAV TO KTNVIOTPIKO
QOPUOKEVTIKO TPOIOV dev yopnynoel pe 1o eayntd 1 evtog 30 Aentmdv petd to eaynto.

AOY®D aVETOPK®Y SEGOUEV®V Y10, VO VITOGTNPLYOEL 1 OTOTELECUATIKOTNTA KATA TOV KPOTOVAOV GE
veapéc YATEG, anTo TO TPOIOV deV GLVICTATOL Yia TN Bepaneio TOV KPOTOV®V G€ YoTdkia niwkiog

5 UMvev 1 veapaTepa.

3.5 Iowitepeg TPpoUAGEELS KATA TN Yp1oN

Idwaitepec TPOPLAGEELS Y10 TNV 0.o@aAN ypriomn ot £idn Lowv:

Ta dedopéEVA OCPAAELNG KO OTOTEAEGLATIKOTNTOG £Y0vV LeAeTnOel o€ ydteg nhkiog 8 efdouddmv kot
avo pe copotikd Bapog 0,5 kg 1 peyarvtepo. Adym EMAewyng dedopévav, TPETEL Vo GUUPOVAEVLECTE
KTnviaTpo mpv amd tn yopnynon Bepomeiog oe yordkio nikiog kdto tov 8 efdopddmv 1 COUATIKOD
Bapovg kato tav 0,5 kg.

[dwaitepec Tpo@LAGEEIC TOL TTPémel vo Aaudvovol amd To GTOUO TOV YOPNYEL TO KINVIGTPIKO
QOPUAKEVTIKO TTPOoidV og {da:

Noa mAévete Ta y€pla 6oG LET TO XEPIGUO TOV TPOIdVTOG,.

Y mepinton mov kotd Adbog vadpéel katdmoon, vo, avalnTioeTe apécms wTptkn Pondeta kot va
eMOEIEETE GTOV 1UTPO TO EGOKAEIGTO PUAAO 0ONYIDV YPGEMG 1) TNV ETIKETA TOL PUPLOKEVTIKOD
TPOIOVTOC.

Idwaitepec TPOPLAGEELC Y10 TNV TPOGTAGIO TOV TEPPAALOVTOC:

Agv 1oyvet.
3.6 AvemOopunrto copfavro

Eion {dwv: Tdteg

[ToAV ondvia "Epetoc!

(<1 Lo / 10.000 vrd Oepancia Lma,
GUUTEPTAOUPAVOUEVDV TOV
LELOVOLEVMV OVOPOPDV):

! Tumiké voywpovv ywpic Oepameio

H avagopd avembountov coppdviav eivar onpavtiky. Exitpénetl  ovveyn napakorlovnon g
UOPUAELNG EVOG KTVIATPIKOD QOPUAKEVTIKOD TTPoidvTtog. Ot ovapopég TPEmeL Vo amocTéEALOVTAL, KATH



TPOTIUNOT HECH KTNVIATPOV, €ITE OTOV KATOYO TNG GO0 KuKAoQOopiag eite oty €Bvikn appodia
apyn LEC® TOV €BVIKOV GUOTNUATOG OVOPOPAS. AVATPEETE TNV TOPAYPAPO «ETOTXEID EMKOVOVING)
TOV POAAOV OINYIDV XPNOTNG .

3.7 Xpnion katd TV KON 61, TN Yorovyia | TNV ®oTOKiA

H ac@dieia Tov KINVIATPIKOD QOPIOKEVLTIKOD TPOIOVTOG OV £XEL AmodelyDel KaTd TN S1OPKELN TNG
Konong 1 g yarovyiog.

Konon ko yorovyio:

ATO epyaoTnplokéc LEAETEG GE 0POVPOIOVG dEV dlamoT®ON KOV EVOEIEELS TEPATOYEVEGNC N
0TO10ONTOTE GAAN AVETOVUNTY] ENLOPACT] GTNV AVATOPOYDYIKN TKOAVOTITO OPCEVIKMOV Kol ONAvKdv
{owv.

YvppovAevteite kTnviatpo TPy amd T yopnynon Bepaneiog Katd tnv KOMON Kot TN YoAOLYio.

Tovwémro:
Yvpupovievteite kKTViaTpo TPV amd T yopNynon Bepaneiag o YATEG avamapaywykng nAKiog.

3.8 Alniremdpdosig pe GAro QUPUOUKEVTIKG TPOTOVTO KOl GALES pOPPEg alinleniopaocng
Agv glval yvoot Kapio.

Koatd ) didpreta KAMviK®OV doKipmv, dev mapotnpnonkay aAlniemdpdoelg avapeca oto lotilaner kot
T0, GLVNOWC YPNCLOTOLOVIEVO KTNVIOTPIKE PUPLOKEVTIKE TPOTOVTAL.

3.9 Oodoi yopriynons kar docoroyio

T'o amd otopatog ypron.

To apOUOTICUEVO KINVINTPIKO QOPUOKEVTIKO TPOIOV TPEMEL VO, YOPMYELTAL COLPOVO LE TOV

akdAovBo Tivaka dote vo dStuc@aAiletal pia pepovouévn 66on tov 6 £mg 24 mg lotilaner/kg
COUOTIKOV BApovg.

XoOPoTKO Bapog yatog IeprekTikOTNTO KoL apLtOpog S16KI®V TPOG oP1YNoT
(kg)
AdTab 12 mg AdTab 48 mg
0,5-2,0 1
>2.0-8,0 1
>8,0 Kotdiiniog cuvdvacpog diokimv

INoa yéreg copatikov Bapovg avo Tov 8 kg, xpnoyLomomote Tov KOTAAANAO GuVOLUCUO OO TIG
SLoB€oLES TEPIEKTIKOTNTEG, OOTE Vo MLTeV)Del 1 cuvieTdpeVN d60n TV 6—24 mg/kg.

H vrodocoroyia Ba pmopovce vo 001y GEL G€ OVOTOTEAEGLOTIKT PNON KoL LITOPEL VA, EDVONGEL TNV
avamTuén avOeKTIKOTNTOG.

T va eEaocpaiiotei 6ot 6060 0Yia, TO coOUATIKO Bdpoc Ba mpénel va Tpocsdiopiletal 660 T0
duvatov akpiéctepa

Xopnyeite 10 KITNVIOTPIKO QOPUOKEVTIKO TPOIOV pe To Payntod i eviog 30 AenTdV PeTd 1o QaynTo.

T"a tov KaAOTEPO EAEYYO TOV TAPASITOGE®V OO KPOTOVES Kol YOAAOLS, TO KTNVIOTPIKO pdpoko o
TPETEL VO yopNyeiTal o€ unviaia dtaethipota Kot vo, cuveyiletal kad' 6An ) Sldpkeln TG ETOYNG TV
YOAA®V 1)/K0L TOV KPOTOVOV LE BACN TIG TOTIKEC EMONUIOAOYIKEG KATOGTAGELS.

3.10 ZoprtOpaTe VIEPIOGOA0YINS (KOl KATE TEPITTOGT, RETPA AVTIHETMOTLONG KOL AVTIOOTA)

Agv mapotnpnniay avemBOUNTEG EVEPYEIEG LETA OTO TOL GTOUATOG XOPTYTOT| GE YOTAKLOL
niwiag 8 efdouddwv fapovg 0,5 kg To onoia EAafav mePIGEOTEPO Omd 5 POPES TN PEYIOTN
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cuviotdpevn d0on (130 mg lotilaner/kg copatucod Bapovg) o6& OKTM TEPITTOCELS GE Unviaio TOKTH
dwoTnuata.

3.11 Ewkoi mepropiopoi (p1)ong Kot £101kEG cuvONKeg ypfone, copreprrapfavopévev
TEPLOPLOUAV GT1] YP1GT] UVTIUIKPOPLOKAOV KUl UVTITUPUGLTIKAV KTNVILTPIK®OV
QOPLIKEVTIKDV TPOIOVTOV TPOKELUEVOD VU TEPLOPLOTEL 0 KiVOLVOS avATTUENS OVTOYNS

Agv 1oyvet.
3.12 Xpodvor avopovig

Agv 1oyvet.

4. ®APMAKOAOI'TKEXZ TIAHPO®OPIEX
4.1 Kowdowiog ATCvet: QP53BE04
4.2 @oppoKodVVOUIKN

To Lotilaner, éva kaBapd evavtiopepéc amod tnv katnyopia g 160EAloAivg eival dpacTikd EvavTt
TtV YoMV (Ctenocephalides felis ka1 Ctenocephalides canis) kaOog Ko Tov kpotdvev (Ixodes
ricinus).

To lotilaner givan évag 16YVPOG AVaGTOAENS O100AMY YAmPiov TOHTOV Y-avoPoVTLPIKOV 0EE0G
(GABA), pe amotéheopa Tov Tayd 0Gvato Kpothvmv Kot YOA®V. Ze HEAETES in Vitro, 1) HpacTkOTnTA
tov lotilaner Kotd opropuéveV €10®V 0pbHPOTOd®V dEV EXNPEAGTNKE OO TNV AVTIOTOOT) GE YA®PLOVYES
0pYavVIKEG EVOGELS (KUKAOOEVLA, TT.Y. d1EASPIVT), PatvLAOTVPALOAES (T.). PUTPOVIAT]), VEOVIKOTIVOELON
(m.y. ydaxiompion), poppopudiveg (w.y. aptpaln) kot mopedpoeldn (m.y. Kumepuedpivn).

I"a Tovg yoAAovE, M évapén g dpdong givatl evtog 12 wpdv omd TV TPOSKOAANGN Kol yio S1apKeELo
€VOG PNvaL LETA T Yop1yNon Tov Tpoidvtog. Ot yOArotl mov PBpickovior Tdvew oto {do Tpv amd ™
yopnynon Bovatmdvovtol eviog 8 wpmv.

IMa tovg kpdTOVE, N évapén g dpdong gival evidc 24 @padv amd TNV TPOSKOAAN O™ Kol Y10 S1EPKELDL
€VOG UNva LETd T Yop1ynon tov mpoidvtog. Ot kpdtwveg mov Ppiockovtal Tave 6to (Mo Tpv amd
yopnynon Bavatdvoviol eviog 18 mpmv.

To KTNVIATPIKO POPUAKEVTIKO TPOIOV CKOTMVEL TOVG VILAPYOVTIESG YOALOVS KAOMDG Kot EKEIVOVG TOL
£YOVV HOMIG ELPAVIOTEL TAVD OTIG YATEG, TPV UTOPEGOLV VA, YEVVIIGOLV 0vYd. Emopévac, 1o mpoidv
dlokoTTEL TOV KOKAO {0NG TV YOAA®V Kol OTOTPETEL TI) LOAVLVGT TOL TEPIPUAAOVTOC 0md YOAAOVG,
o€ TEPLOYEC OTOL M Yata £xel mpdsPaon).

4.3 @oppoKoOKIVITIKY

Metd v and Tov GTOUATOG XOp1 YN, To lotilaner amoppo@dtol apécs Kot 1 LEYIOTH CLYKEVIP®OT
010 aipo emrvyyavetol o 4 mpeg. H Prodabecipdtnta tov lotilaner avédveran mepinov katd 10 popég
otav yopnyeital pe o eayntd. O tehkdg ypovoc nuicetog Long eival mepinov 4 gfdopdades (appovikn
dapesog). Avtog o TeMKOG YpOvoc Nuicelog (NG TOPEYEL OTOTEAECUATIKEG CUYKEVIPAOOCELS GTO OO
ka0’ OAn ™ d1dpKELD. TOV XPOVOL PETOED TV 00cewy. H kipla 006¢ amékkpiong ivat amd TN YoAN
EVO 1M VEPPIKT amékKplom eival oocovog onpaciog (kdtm and to 10% g d6onc). To lotilaner
petaforileton o pikpo Pabuod o€ mePocoTEPEG LIPOPIAEG EVDGELG TOV TALPATIPOVVTAL GTA KOTPOVAL
KoL ToL 00PaL.

5. GOAPMAKEYTIKA XTOIXEIA
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5.1 Kipieg aovoppatoétnTeg
Agv 1oy0et.
5.2 Awdpkero omg

Atdprkero {ong TOL KTVIOTPIKOD POPUUKEVTIKOD TPOIOVTOG COLPMVA LLE TI GUOKELOGIN TOANCONC:
3 ém

5.3 Iowitepeg mpo@uiatels kKatd T @OAAEN TOV TPOIdVTOG
Agv vdpyovv edKEC 00N Yieg dLoTPNOoNG Yo ALTO TO KTNVINTPIKO PUPLOKEVTIKO TPOIOV.
5.4 ®von km 6HVOEST TG GTOLYELDOOVS CVCKEVUGING

Ta diokia cuokevalovtot o blisters aAovpiviov/ ahovpviov, e ¥4PTIVO KOLTL.
Ta diokia tng KdBe meplexTIKOTNTOG SloTifevTan 6€ cuokevacieg Twv 1 1 3 diokiwv.

Mmropel va v KukAo@opoOV OAEG 01 GUCKEVAGIES.

5.5 Ewkég mpo@uAGEELS amOppLYNS EVOS U Y P CLHLOTOOEVTOS KTNVINTPLKOV PUPUIKEVTIKOV
TPOIOVTOG 1] GALMV VKAV TTOV TTPOEPYOVTOL OTO TN YP1)OT] TOV TPOIOVTOS, OV VITAPYOVY

Ta pdppoka dev TPEMEL VA, ATOPPITTOVIOL LECH TOV AVUAT®V 1 TOV OIKIOKOV OTOPANTOV.
XPNOOTOIOTE TPOYPAULOTO ETGTPOPNG PAPUAKMV Y10 TNV ATOPPLYT U YPNOLLOTONOEVT®DV
KTNVIOTPIKOV QAPHOKEVTIKMV TPOIOVIAOV 1) GAL®Y DAIK®V OV TPOEPYOVTOL 0Td T YP1OT) TOVG
COLPOVA LLE TIC TOTIKEG OTOITIOELS KO LLE TUYXOV €0VIKA GLGTHUATO GLAAOYNC TTOV LGYVOLV Y10, TO,
GYETIKO KTNVITPIKA PAPLOKEVTIKA TPOTOVTOL.

6. ONOMA TOY KATOXOY THX AAETAY KYKAO®OPIAX

Elanco GmbH

7. APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/2/22/288/011-014

8. HMEPOMHNIA INPQTHX EI'KPIXHX

Hpepopnvia Ing éyxpiong: 13/09/2022

9. HMEPOMHNIA TEAEYTAIAYX ANAOEQPHXHYX THX IEPIAHYHX TQN
XAPAKTHPIZTIKQN TOY ITPOIONTOX

{HH/MM/EEEE}

10. TAEINOMHXIH TOQN KTHNIATPIKQN ®APMAKEYTIKQN ITPOIONTOQN

Noa yopnyeiton ympic kTviaTpikny cuvtoym.
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Aemtopepeic TANPoPopieg Yo TO €V AOY® KTNVINTPIKO QUPLOKEVTIKO TPoiov gival dabéaiueg ot
Bdon Aedopévav g EE ya ta ktnviatpucd mpoiovra (https://medicines.health.europa.eu/veterinary).
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ITAPAPTHMA 11

AAAOI OPOI KAI AITAITHXEIX THX AAETAYX KYKAO®OPIAX

Kavévog
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ITAPAPTHMA 111

ENNIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX
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EIIIXHMANXH
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INAHPO®OPIEX I1OY IPEITEI NA ANAT'PA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

XAPTINO KOYTI (XKYAOI)

1. ONOMAZXIA TOY KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX

AdTab 56 mg pocopeva diokia yio oxvrovg (1,3-2,5 kg)
AdTab 112 mg pacopeva diokia yio okvrlovg (>2,5-5,5 kg)
AdTab 225 mg poacopeva dtokia yio okvAovg (>5,5-11 kg)
AdTab 450 mg pacopeva dtokia yio okviovg (>11-22 kg)
AdTab 900 mg pacopeva diokia yio okvlovg (>22—45 kg)

2. TYNOEIH XE APAXTIKH(EX) OYZIA(EYX)

56 mg lotilaner

112 mg lotilaner
225 mg lotilaner
450 mg lotilaner
900 mg lotilaner

3. YYXKEYAXIA

1 dwoxio
3 dokia

4.  EIAOX(H) ZQOY(QN)

Yrovrot 1,3-2,5 kg
Yiolol >2,5-5,5 kg
YxvAor >5,5-11 kg
XkOAor>11-22 kg
YxvAor >22-45 kg

5. ENAEIZEIX

Bavotdvel YOALOLG KOl KPOTMVEG,.
Amoteieopotikd v 30 nuépeg.

6. OAOI XOPHI'HXHX

Amd otépaTOg XPNON.
Xopryettar pe N petd to eoynTo.
Aocoloyia: éva LOCOUEVO d10KIO0 TO pnva.

7. XPONOI ANAMONHX
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‘ 8. HMEPOMHNIA AHEHX

Exp. {unvoac/étog}

‘ 9. EIAIKEX XYNOHKEX ATATHPHXHX

‘ 10. OI AEEEIX «<AITABAXTE TO ®YAAO OAHI'TQN XPHXHX IIPIN AIIO TH XPHXH»

AwPaote T0 POALO 0INYIDOV XPHONG TPV OO TN XPNOT).

11. OI AEEEIX «AIIOKAEIXTIKA T'TA KTHNIATPIKH XPHXH»

ATOKAEIGTIKA Y100 KTVIOTPIKT XPTOT).

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

Na puAdooetatl o Béomn, TV omoia dev PAETOLV Kal dev TpooeyYilovv Ta Toudid.

13. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Elanco GmbH

14. APIOMOI AAEIAX KYKAO®OPIAX

EU/2/22/288/001 (56 mg lotilaner; 1 pacopevo d10Kkio)

EU/2/22/288/002 (56 mg lotilaner; 3 pacopeva diokio)

EU/2/22/288/003 (112 mg lotilaner; 1 pacopevo d16Kio)
EU/2/22/288/004 (112 mg lotilaner; 3 pacodpeva dickio)
EU/2/22/288/005 (225 mg lotilaner; 1 poacmpevo diokio)
EU/2/22/288/006 (225 mg lotilaner; 3 poacoueva diokio)
EU/2/22/288/007 (450 mg lotilaner; 1 pacopevo d16Kio)
EU/2/22/288/008 (450 mg lotilaner; 3 pacopeva dickio)
EU/2/22/288/009 (900 mg lotilaner; 1 poacmpevo diokio)
EU/2/22/288/010 (900 mg lotilaner; 3 pacmpeva dickio)

15. APIOMOX ITAPTIAAX

Lot {ap1Budc}
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INAHPO®OPIEX I1OY IPEITEI NA ANAT'PA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

XAPTINO KOYTI (I'ATEY)

1. ONOMAZXIA TOY KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX

AdTab 12 mg poacopeva dtokia yia yates (0,5-2,0 kg)
AdTab 48 mg pacopeva diokia yia yares (>2,0-8,0 kg)

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

12 mg lotilaner
48 mg lotilaner

3. YYXKEYAXIA

1 dwoxio
3 diokia

4.  EIAOX(H) ZQOY(QN)

I'areg 0,5-2,0 kg
[areg >2,0-8,0 kg

5. ENAEIZEIX

BOavoTdvel YOALOLG KOl KPOTMVEG.
Amotereopotiko yio 30 nuépeg.

6. OAOI XOPHI'HXHX

Ao oTOHOTOC YPTION.
Xopnyeiton pe eayntd 1 evtdg 30 Aentdv petd to eoynto.
Aocoloyio: éva LAGOUEVO O16KI0 TO PRV

‘ 7. XPONOI ANAMONHX

| 8. HMEPOMHNIA AHEHZ

Exp. {uimvag/étoc}

‘ 9. EIAIKEYX XYNOHKEX AIATHPHXHX

‘ 10. OI AEEEIX «<AITABAXTE TO ®YAAO OAHI'TQN XPHXHX IIPIN AIIO TH XPHXH»

AwPaote T0 PUALO 0INYIOV XPNONG TPV OO TN XPOT).
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11. OI AEEEIX «KAIIOKAEIXTIKA T'TA KTHNIATPIKH XPHXH»

ATOKAEIGTIKA Y100 KTNVIOTPIKT XPTI o).

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

Na pvidooetar o€ 0éom, TV onoia dev PAETOVV Kot dev Tpoceyyilovv Ta TOLdIA.

13. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Elanco GmbH

14. APIOMOI AAEIAX KYKAO®OPIAX

EU/2/22/288/011 (12 mg lotilaner; 1 pocdpevo d1okio)
EU/2/22/288/012 (12 mg lotilaner; 3 pacopevo diokio)
EU/2/22/288/013 (48 mg lotilaner; 1 pocduevo d1okio)
EU/2/22/288/014 (48 mg lotilaner; 3 pocopeva diokio)

| 15. APIOMOX IAPTIAAL

Lot {apBuodc}
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EAAXIXTEX ENAEIZEIX I1IOY IIPEITIEI NA ANATPA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

BLISTERS (XKYAOI)

‘ 1. ONOMAZXIA TOY KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX

AdTab

tal

‘ 2. IHOXOTIKA XTOIXEIA TQN APAXTIKQN OYXIQN

56 mg lotilaner

112 mg lotilaner
225 mg lotilaner
450 mg lotilaner
900 mg lotilaner

| 3. APIOMOX ITAPTIAAL

Lot {op1Ouog}

‘ 4. HMEPOMHNIA AHEHX

Exp. {up/eeee}
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EAAXIXTEX ENAEIZEIX [TIOY ITPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
YXTOIXEIQAEIX XYXKEYAXIEX

BLISTERS (TATEX)

1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

AdTab

(

‘ 2. IHOXOTIKA XTOIXEIA TQN APAXTIKQN OYXIQN

12 mg lotilaner
48 mg lotilaner

| 3. APIOMOX IAPTIAAY

Lot {ap1Budc}

‘ 4. HMEPOMHNIA AHEHX

Exp. {pweeee}
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OYAAO OAHI'TQN XPHXHX
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OYAAO OAHI'TQN XPHXHX

1. Ovopocio T0V KINVIOTPLKOD QUPULUKEVTIKOU TPOIOVTOg

AdTab 56 mg pacopeva diokia yio oxvrovg (1,3-2,5 kg)
AdTab 112 mg pacmdpeva diokia yio okvrovg (>2,5-5,5 kg)
AdTab 225 mg pacopeva diokia yio okviovg (>5,5-11 kg)
AdTab 450 mg pacopeva dtokia yio ockvAovg (>11-22 kg)
AdTab 900 mg pacopueva diokia yio okviovg (>22—45 kg)

2. YovOeon

Ka0e pocopevo diokio mepiéyet:

AdTab pocopeva diokia lotilaner (mg)
v okviovg (1,3-2,5 kg) 56,25

v okvAovg (>2,5-5,5 kg) 112,5

v oxviovg (>5,5-11 kg) 225

ywo. okvAovg (>11-22 kg) 450

Yo okVvAoVG (>22-45 kg) 900

Agvkd €wg purel oTpoyYLAGL LOCOUEVO SIOKIO e KAPETIOL OTIYUOTAL.

3. Eion {owv

YKkOA 0L

4. OepomevTiKég EvOcitelg

T'a ™ Bepamneio TV TUPASITOGEDY 0Td YOAAOVS Kot KPOTWVEG G GKOAOUG.

To mapdv KINVIATPIKO POPUAKEVTIKO TPOTOV TAPEYEL AUECT] Kot 0VOEKTIKT dpaoTikOTNTO BavaTtmong
oA oV (Ctenocephalides felis xou C. canis) kol kpotovav (Rhipicephalus sanguineus, Ixodes ricinus,
1. hexagonus ko1 Dermacentor reticulatus) yw 1 piva.

O yoAlot Kat ot KpOTwveg Ba, TpEmel va eivat ETkKoAANEVOL 6TOV EEVIOTN Kat va £xovV apyicel va
TPEPOVTOL, TPOKELLEVOV VO EKTEBOVV GTO OPUCTIKO GLGTATIKO.

5. AvTeVOEigelg

No punv ¥pnoonoLEital 6 TEPITTMOT VREPELOIGONGIOG GTO OPAGTIKO GUGTUTIKO 1] GE KATOH K0T

6. Ewkég mpogidomonoels

ISwaitepec mpo@LAGEELC Yo TNV 0lcOOAN ¥prion ot £ion (hwv:

Ta mapdoito 0o Tpénel va, Exovv apyicel va, TPEQOVTOL amd TOV EEVIOTY], TPOKELEVOD Vo KTEDOVY 6TO
lotilaner. Q¢ ek ToVTOVL, deV UTOPEL VL ATOKAEIGTEL EVIEADMG 0 KivOLVOG HETAOOONG AGHEVELDV TTOV
LETOQEPOVTOL LEGH TOPACITMV.
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O mpénel vo, e&eTOoTEL TO EVOEXOUEVO ALY (DO TOL 110V GTITION VO, ATOTEAEGOLV TTIYN
eMOVAPOAVVOTG amd YOALOLG Kol vt Oa Tpémel va Bepamedovtal OTmG amaiteitol pe Evo KatdAAnAo
TPOIOV.

O)a ta. 6Tdo10 TOV YOAAWDV UITopoDV Vo LOABVOLV TO KPEPATL TOL GKOAOL Kol TOVG GUVNDELS YDPOVG
avamowong, OTMS yold Kot LoAakd Emimia. X mepintmon Lalikng TpooBoing amd YOAAOVG Kol KOTA
™V EvapEn TV HETPOV KOTATOAEUNOTG, OL Y®POL avToi Ba Tpémet va avTipetonilovtol e KatdAAnAo
epParAovtikd TPoidy Kot ot cuvéEYELD va kKoBapilovtal TaKTIKE e NAEKTPIKT GKOVTOL.

O)la ta 6ed0UEVa AGPALELNG KOl OTTOTEAEGLOTIKOTNTAG TPOEPYOVTOL OO CKOAOVG Ko KoLTAPio
niwiog 8 efdouddmv kot dve kot copatikod Bapovg 1,3 kg kat dve. Adyw EAletyng dedopévav,
TPETEL VAL GUUPOVAEVEGTE KTNVIOTPO TPV 0o T Yopnynom Bepaneiog og kovtdfio nAkiog KAt TV
8 efdouddonv 1 copotikod Bapovg katm tov 1,3 kg.

Idwitepeg Tpo@uAdEeic mov mpémet va AapuPdvoviol amd To GTOUOo TOL YOPNYEL TO KTNVINTPIKO
QopuaKeLTIKO TPOoidV og {ha

Na TAévete T0 XEplo GOG LETA TO YEPICUO TOV TPOTOVTOC.

X mepinton mov kTl Adbog vrdpéel katdmoon, vo, avalnTioeTe apécms wTptkn fondeta kot va
eMOEIEETE GTOV 1UTPO TO ECHOKAEIGTO PVAAO 00T YLDV YPNOEMS T} TNV ETIKETO TOL POPLUKEVTIKOD
TPOIOVTOC.

Kinon kot yorovyia:

AT6 epyaoTnplokés HEAETEG 0 apovPaiovg dev dumoTd@OnKay evOEiEelc TepaToyEveoNC.

H acpddeio tov kviaTpikod QopUOKEVTIKOD TPOTiOVTOg dev £xel amodelydel Katd Tt diapkela TG
KONONG 1 TNG YOAOVYIOG.

YvpPovievteite KTviaTpo TP omd T xopnynon Bepameiog Katd TNV KON GN KOl T YOAOLYia.

Tovipdtntos:
ATo epyaoTNPLOKEG LEAETEG GE OPOVPAiONG deV SlamioTM®ONKAY EVOEIEELS OTOLGONTOTE AVETIOVUNTNG

EMIOPACNG OTIV OVATOPUYDYIKT] IKAVOTNTO OPCEVIKMY Kal ONAvKOV (dov.

H acpddeio tov kviatpikod opUOKEVTIKOD TPOTOVTOG Oev £XEL TEKUNPLODEL 68 GKrOAOVC
avamopoy®ytkng nhkiag. Zoppovievteite ktnviatpo mpv omd ™ xoprynomn Hepaneiog oe GKOAOLE
OVOTOPOY®YIKNG NMKIOC.

AMNAemSPAaoEelg ue GAAL QOPUOKEVTIKG TPOTOVTA Kot GALEC LOPQEG OAMAETIOpALONC

Agv glval yvoot Kapio.

Koatd ) didpreta KAMviKOV doKImv, dev mapoatnpnonkay aAlniemdpdoeig avapeoa oto lotilaner kot
T GUVIHOWG YPNCIUOTOLOVUEVO KTNVILTPIKG QUPUOKEVTIKA TPOIOVTA.

Ynepdoooroyia:
Agv mopotmpnOnkay avemBOunTeg evépyeleg LETA 0d TOL GTOUATOG XOPNYNOT G€ KOLTAPLL NAKiog

8-9 gBfdopddmv kot Bapovg 1,3-3,6 kg mov hafav Bepameia pe 66om ¢ kot 5 popég peyardtepn and
TN HEYLOTN GLVIGTAOUEVT 00om (43 mg, 129 mg kot 215 mg lotilaner/kg couatikod Bapovc) o€ oKTHO
TEPIMTAOCELG GE UNVIOI0 TOKTO S10GTHLOTA.

7. AvemOounto coppavro

Eion {dov: Zxolot

oo oravio, (<1 {wo / 10.000 v Oepomeia {da, GOUTEPILGUSBAVOUEVDV TV UEUOVWUEVOV
oVoPoPaV):

Agppora'?, ‘Epetog %

Avopeéia'?, Andapyoc’;

Ata&ia ®, Zmaonoc’, Tpopog
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""Hma ko mapodikd.
2 Tomikd voympovV Ympic Ospameio
3 211C TEPIGGOTEPEC MEPUTTAOGELC EVaLL TOPOSIK

H avagopd averbountov coppdviav eivar onpavtiky. Exitpénet  ovveyn mapakorlodnon g
ac@irelag evog Tpoiovtog. Edv mopatnpnoete omoladnmote avemBountn vEPyeLd, KOO Kot oV OgV
OVOQEPETAL OTO EGOKAEIGTO GUALO 00N YLDV ¥P1IoNG 1] GUEPAAAETE Y1 TNV ATOTEAEGLATIKOTI T, TOV
QOpUAKOV, TAPOKAAEICOE VO EMIKOVOVIACETE, KATOPYAS, LE TOV KTviaTpd coc. Mropeite emiong va
OVOPEPETE OTTOLONTOTE AVETIOOUNTO CLUPAVTA GTOV KATOYXO TNG AdE10G KVKAOPOpPIag
YPNOYLOTOIDVTOS TO GTOLYELD EMKOWV@VIONG GTO TEAOG AVTOD TOL PVAAOL 0O YLDV YPNONG, 1| LECH TOL
€0VIKoD 60¢ CLGTAOTOC AVAPOPAS: {oToLKElN EOVIKOD GLGTAATOC OVOPOPIC}

8. Aocoloyia Yo kKG0g €id0g, TPOTOS KAl 0001 Yop1ynong

To amd otopatog ypron.

To KTNVIATPIKO POPUAKEVTIKO TPOTOV TPEMEL VAL YOPTYEITAL COUPOVA [LE TOV 0KOAOLOO TTiVaKa MOTE
va dtwoporiletar pio 06om Tov 20 émg 43 mg lotilaner/kg copotikov Bapoug.

YONOTIKO IeprekTiKOTNTA KOl aprtOpog S16KI®VY TPOG Yop1yNeT
Bapog oxdrov | AdTab 56 mg | AdTab 112 mg | AdTab 225 mg | AdTab 450 mg | AdTab 900 mg
(rex)
1,3-2,5 1
>2,5-5,5 1
>5,5-11 1
>11-22 1
>22-45 1
>45 KoatdAnAiog cuvdvasog diokiov

I'a oxdAovg copatikod Bdpovg ave tov 45 kg, ypnoiomotiote Tov KatdAAnAo cuvdvacud ond Tig
Srobéoipleg mePIEKTIKOTNTEG, MOTE va enttevydel 1 cuvicTdpevn d6on twv 20-43 mg/kg.

H vrodocoroyio Oo pwopodoe vo 00MyNoEL GE OVOTOTEAECUATIKN YPNOT) KOl LITOPEL VO EDVONGEL TNV
avamTuén avOeKTIKOTNTOG,

T va eEaocpaiiotei 6ot 6060 0Yia, TO coOUATIKO Bdpoc Ba mpénel va Tpocsdiopiletal 660 TO
duvatdv akpipéctepa.

9. Oodnyieg Yo ) 66T YOP1YN OGN

To AdTab eivar éva gdygvoto apOUATIGUEVO HOoOUEVO dlokio. Xopnynote to(ta) pacodpevo(o)
diokio(a) KaBe pnva pe 1 LETA TO oyNTo.

T"a tov amotelespoTKOTEPO EAEYYO TNG TPOGPOANG atd WOHAALOLE KOl KPOTMVES, TO TPoidV Bo mpémet
va yopnyeitoan o€ pnviaio dtootipato Kad' OAn Ty mepiodo TmV YOAL®V KOV TOV KPOTOVOV, E
Béon Tic TomuKég EMONUIOAOYIKES KOTAGTAGELS.

10. Xpodvor avapoviig

Agv 1oyvet.

11. EIAIKEX XYNOHKEX AIATHPHXHX

Na puAdooetatl o Béomn, TV omoia dev PAETOLV Kal dev TpooeyYilovv Ta Toud1d.
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Agv VLapyovV EIBIKES 001 YIS SLOTPNONG YO GVTO TO KTNVINTPIKO POPUOKEVTIKO TPOTOV.

No pn ¥pnoiponoteital avTd T0 KTNVINTPIKO QOPUAKEVTIKO TPOIOV LETE TNV Nepounvia ANENG Tov
avaypaeetal oto kKouti Kot oto blister petd ™ cuvtopoypapio nuepounviag Anéewg Exp. H
nuepounvio ANEemg CLUTITTEL P TNV TEAELTALN UEPA TOV GUYKEKPLUEVOL UNVOL.

12. Ewwkég mpo@uragels amoppryng

Ta eapuoke dev TPEMEL VO OTOPPITTOVTAL HECH TOV ADUATOV | TOV OIKIUK®OV OTOBANTOV.
XPpNOHOTOOTE TPOYPAULOTO ETIGTPOPNG GOPUAKMOV Y10 TNV ATOPPLYT 1| YPNOLOTOINOEVT®OV
KTNVIOTPIK®V QUPHOKEVTIKMOVY TPOIOVTOV 1] GALDY DAIK®V OV TPOEPYOVTOL OO T YPOT TOVG
CULPOVA LLE TIC TOTIKEG AOLTIOELS KO e TuYOV 1oybovta eBvikd cvotipata cviloyng. To pétpa
OVTE OTOGKOTOVY GTNV TPOGTAGIN TOL TEPPAAAOVTOC.

YvpPovievbeite Tov kKTNVIATPO 0O 1 TOV PUPLOKOTOLO GOG Y10 TOV TPOTO UTOPPIYNG TOV
APNOWOTOMNOEVTOV PAPUAK®V.

13. Ta&vopnon TOV KTNVIOTPIKAV QUPUIKEVTIKOV TPOTOVTOV

Kmviatpikd oppokeutikd mpoiov xopnyovUeEVo ympic KTNVIATPIKTY CLUVTOYT.

14. Ap1Opoi Gog10g KUKAOPOPIOS KUl GVCKEVUGIES
EU/2/22/288/001-010

Ta diokia cvokevalovtot og aluminium/aluminium blisters, g ¥dpTivo KOLTI.
Ka0e nepiektikdtnta diokiov dwotifetan og cuokevasieg tov 1 1 3 diokimv.

Mmropei va. unv KuKAOQPOPOLV OAEG Ol GUGKEVAGIEC.

15. Hpepopnvia tehevtaiog avadempnong Tov QUALOL 00N YLAV XPNONG

{MM/EEEE}

Aemtopepeic TANPoPopieg Yo T0 €V AOY® KTNVIOTPIKO QOPLOKEVTIKO TPoiodv gival dabéoieg ot
Bdon Aedopévav g EE ya ta ktnviatpucd mpoiovra (https://medicines.health.europa.eu/veterinary).
16. Xtoygcio emkowvoviag

Kéiroyog tne Gos10¢ KUKAOQOPING KO GTOLYEIN ETKOWVMVIOS YO TV 0va@Oopd THovoAoYoOLUEV®DV
oVETOOUNTOV EVEPYELRDV:

Elanco GmbH, Heinz-Lohmann-Str. 4, 27472 Cuxhaven, I'eppovia

Belgié/Belgique/Belgien Lietuva

Tél/Tel: +32 33000338 Tel: +372 8840389
PV.BEL@elancoah.com PV.LTU@elancoah.com
Peny0auka bearapus Luxembourg/Luxemburg
Tem: +48 221047815 Tél/Tel: +352 20881943

PV.BGR@elancoah.com PV.LUX@elancoah.com
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Ceska republika
Tel: +420 228880231
PV.CZE@elancoah.com

Danmark
TIf: +45 78775477
PV.DNK@elancoah.com

Deutschland
Tel: +49 32221852372
PV.DEU@elancoah.com

Eesti
Tel: +372 8807513
PV.EST@elancoah.com

EAiLGoo
TnA: +386 82880137
PV.GRC@elancoah.com

Espaiia
Tel: +34 518890402
PV.ESP@elancoah.com

France
Tél: +33 975180507
PV.FRA@elancoah.com

Hrvatska
Tel: +36 18088411
PV.HRV@elancoah.com

Ireland
Tel: +44 3308221732
PV.IRL@elancoah.com

island
Simi: +45 89875379
PV.ISL@elancoah.com

Italia
Tel: +39 0282944231
PV.ITA@elancoah.com

Kvnpog
TnA: +386 82880096
PV.CYP@elancoah.com

Latvija
Tel: +372 8840390
PV.LVA@elancoah.com
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Magyarorszag
Tel.: +36 18506968
PV.HUN@elancoah.com

Malta
Tel: +36 18088530
PV.MLT@elancoah.com

Nederland
Tel: +31 852084939
PV.NLD@elancoah.com

Norge
TIf: +47 81503047
PV.NOR@elancoah.com

Osterreich
Tel: +43 720116570
PV.AUT@elancoah.com

Polska
Tel.: +48 221047306
PV.POL@elancoah.com

Portugal
Tel: +351 308801355
PV.PRT@elancoah.com

Roménia
Tel: +40 376300400
PV.ROU@elancoah.com

Slovenija
Tel: +386 82880093
PV.SVN@elancoah.com

Slovenska republika
Tel: +420 228880231
PV.SVK@elancoah.com

Suomi/Finland
Puh/Tel: +358 753252088
PV.FIN@elancoah.com

Sverige
Tel: +46 108989397
PV.SWE@elancoah.com

United Kingdom (Northern Ireland)

Tel: +44 3308221732
PV . XXlI@elancoah.com



ITopaockevaotic venduvoc yio TNV areAevépmon TV ToPTIdWV:

Elanco France S.A.S., 26 rue de la Chapelle, 68330 Huningue, ['aAAia

17. Alheg mAnpo@opisg

To Lotilaner, éva kaBapd evovtiopepé amod tnv Katnyopia e tloo&aloAvng etvat SpaoTikd evavTia
o€ YOAlovg (Crenocephalides felis xon Ctenocephalides canis), o€ €101 kpotdvev onwg Dermacentor
reticulatus, Ixodes hexagonus, Ixodes ricinus, Rhipicephalus sanguineus xaf®¢ Kot Katd TV aKAPEDV
Demodex canis.

To lotilaner givai £vag 1oxvPOC avacTOAENS 1AMV YA®Piov TOTOV Y-oUVOPOVTVPIKOV 0EEOC
(GABA), pe amotéleopa Tov oy Bdvato kpotdvev Kot yorlkov. H dpactikdtnto Tov lotilaner dev
EMMPEAGTNKE OO TNV AVTIOTOOT GE OpYAVOYADPLa (KUKAOSIEVLD, T.). S1EAdpivn), eatvvAomupaldieg
(.. pumpovikn), veovikotivoetdn (T.y. daKAonpidn), poppapudiveg (m.y. aprtpdln) kot Topebpogdn
(.. owmepuebpivn).

I"a tovg yoAhovg, n Evapén g dpdong sival evidc 4 mpmdv omd TNV TPOGKOAANGN KATA TN SLapKELN
NG TEPLOOOV EVOC VAL LETA TN YOPNYNOT TOL TPoidvToc. Ot WyoALol Tov Bpickovtal mive 6to {dho
P amod T Yopnynon Bavatwdvovtal evidg 6 opdv.

[N tovg KpdTOVES, N Evapén TG dpdong eival evidc 48 wpadv amd TNV TPOGKOAAN O™ KATA TN S1ApKELN
NG TEPLOSOV EVOG UNVOL LETE T YOopnyNon Tov TTpoidvtoc. Ot kpotmveg I ricinus Tov Ppickovtol Tavm
070 {mo Tpv amd T Yopnynon Havatdvovtal viog 8 mpav.

To KTMVIOTPIKO PUPLAKEVTIKO TPOTOV BavaTMOVEL TOVG VIAPYOVTEG YOALOLS KOOMG Kol EKEIVOVE TOV
£€YoVV LOMC ELPUVIOTEL TAV® GTO GKVLAO, TPV UTOPECOLV VO, YEVVIIGOLV avyd. Emopévag, 1o Tpoidv
OLOKOTTEL TOV KOKAO {Ng TV WYOAAL®V Kol OTOTPETEL T LOAVLVGT] TOL TEPPAAAOVTOC 0O YOAAOVG,
0€ TEPLOYESG OOV 0 GKVAOG ExEl TpdSPaon.
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OYAAO OAHI'TQN XPHXHX

1. Ovopocio T0V KINVIOTPLKOD QUPULUKEVTIKOU TPOIOVTOg
AdTab 12 mg pacopeva diokia yio yarteg (0,5-2,0 kg)

AdTab 48 mg pacmpeva diokio yio ydreg (>2,0-8,0 kg)

2% YovOeon

Ka0e pocopevo diokio mepiéyet:

AdTab pacopeva dwokio lotilaner (mg)
v yareg (0,5-2,0 kg) 12
v yareg (>2,0-8,0 kg) 48

AguKd TPOG KAPETL GTPOYYLAN LOCMUEVO O10KI0 LU KOPETIEG KNAIDES.

3. Eion Lowv

Téirec

4. OepomevTiKég Evocitelg
T ™ Bepamneio TV TOPasITOGE®VY 0td YOAAOVS Kol KPOTWVES G YATEC.

To mapdv KINVIATPIKO POPUOKEVTIKO TPOTOV TAPEYEL AUEST] Kot S10pKT] OPUCTIKOTNTO KOTA TMV
oAV (Ctenocephalides felis xou C. canis) ko t@v Kpotdvev (Ixodes ricinus) yuo. 1 prva.

Ot yOAAOL Ko 01 KPOT®VEG Bal TPETEL VO Eival ETKOAANEVOL GTOV EEVIGTI KOl VO, EYOVV apyiceL va,
TPEPOVTL, TPOKEWEVOL VO, EKTEDOHYV 6T0 dPACTIKO GLGTATIKO.

5. Avtevoeileilg

Noa unv ypnoyLonoteital 6€ mePinT®On VIEPEVAIGHNGIOG 6TO dPAGTIKO GVGTOTIKO 1| GE KATOL0 EKS0Y QL.

6. Ewwég mpocrdomonjocig

IS1aitepeg TPOELAGEELC Y10 TNV 0oQOAT ¥prion ota 16N Lhwv:

Ta mopdoita B Tpénet va Exovv apyicel va Tpé@ovtol amd Tov EEVIGTH, TPOKELUEVOD Vi EKTEOOVV GTO
lotilaner. Qg ek TovTOVL, deV PMOPEL VAL ATOKAEIGTEL EVIEAMG O Kivouvog Petddoong acheveldv Tov
LLETOQEPOVTOL LECH TOPACITMOV.

Oo mpénel vo, e&gTaoTel To EvOEXOUEVO ALY (DO TOL iB10V GTLTION VO, ATOTEAEGOVV TTIYN
emovVapOAVVoTG amd YOALOLS Kol avTd Oa Tpémel va Bepamedovtal OTmMG amaiTteiTol pe Evo KatdAANAo
TPOIOV.

O)la 1o 6Tdd10 TV YOA®Y PHropohv vo LOADVOLY TO KPERATL TG YATOS KOl TOVG GUVIBELS YDPOVG
avAmovong, 6TMS Yol Kot LoAaKE ETTA. X TEPinT®on Lalkng TPOoPoANG amd YOAAOVG KOl KOTA
NV €vapén TOV LETPOV KATATOAEUNGNG, 01 YMPOL avTol B TPEMEL VoL avTILETOTILOVTAL LE KOTAAANAO
ePParAovTiKd TPOTOV Kol 0T GUVEXELD Vo, KoBapilovTal TAKTIKA [1e NAEKTPIKT OKOVTAL.

Am0deKTh EMinedn amOTEAEGUATIKOTNTAG UTOPEL VO UnV mTev)B00V, EGV TO KTNVIATPIKO QOPUAKEVTIKO
poidv  dev  yopnynbel pe 10  @Qayntd N eviog 30  Aemtdv  petd  tOo  Qaynto.
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AOY® OVETAPKOV OESOUEV@V Y10, VO DTOGTNPLYOEL 1] AMOTEAEGUATIKOTITA KOTA TOV KPOTOVOV GE VEAPEG
yateg, avtd 10 TPOidv dev cuVIcTATAL Yo TN Ogpameio TV KPOTOV®Y Gg YOTAKIo NAKiag 5 unvov 1
VEQPADTEPO.

Ta dedopévVa OCPAAELNG KOl OTOTEAEGLATIKOTNTOG £Y0LV LeAeTnOel o€ Ydteg nAkiog 8 efdouddmv kot
avo pe copotiko Bapog 0,5 kg 1 peyadvtepo. Adyw Edenyng dedouévav, Tpénel va cLUPOVAEDESTE
KnvioTpo mpw and TN yopnynon Bepaneiag oe yordkio nAikiog kdto Tov 8 efdopddmv 1| COUATIKOV
Bapovg katm twv 0,5 kg.

Idwitepeg Tpo@uAGEELC TOL TPémel va AapuBdvovTal amd To GTOUO TOL YOPTYEL TO KTNVINTPIKO
OoPpUOKEVTIKO TTPoidV oe Lda:

Na mAévete Ta y€pLa 6og LeTd TO XEPIGUO TOV TPOIdVTOG,.

Y mepinton mov katd Adbog vrdpéel katdmoon, vo, avalnTioeTe apécms wTptkn Pondeta kot va
eMOEIEETE GTOV 1UTPO TO EGOKAEIGTO PUAAO 0NYIDV YPGEMG 1 TNV ETIKETA TOL PUPLOKEVTIKOD
TPOIOVTOC.

Konon kot yorovyia:

AT6 epyaoTnplokéc HEAETEG o€ apovPaiovg dev domioT@OnKay evOei&elc Tepatoyéveonc.

H ac@dieio Tov KINVIATPIKOD QOPLOKEVLTIKOD TPOIOVTOG OV £XEL AmodelyDel KaTd TN S1OPKELN TNG
KONoNG Kot TG YoAovyioc. Xvpfovievteite ktnviatpo mpv amd ) yopnynon Bepaneiog Kotd v
KONo™ Kot T Yohovyia.

Tovipdm o
ATo epyaoTNPLOKEG LEAETEG GE OPOLPAiONG deV SlamioTM®ONKAY EVOEIEELS OTOLGONTOTE AVETIOVUNTNG

EMIOPACNG OTIV OVATOPAYDYIKT] IKAVOTNTO OPCEVIKMY Kal ONAVKOV (DoV.

H acpddeio tTov kviaTpioh opUOKEVTIKOD TPOTOVTOG G YATEG OVOTOPAY®YIKNG NAKING Ogv £XEl
amoderybel. ZvpuPovievteite KTnviaTpo TPV amd TN Yopnynon Bepaneiog ce YATEG AVATOPOYMYIKIG
nikiog.

AMNAEMSPAaoELS pue GAAD QOPUOKEVTIKG TPOTOVTA Kot GALEC LOPQEG OAANAETIOpaONC:

Agv glval yvoot Kopio.

Koatd ) didpreta KAMviKOV doKipmv, dev mapoatnpnonkay aAlniemdpdoeig avapeoa oto lotilaner kot
T GUVIHOWG YPNCLOTOLOVUEVO KTNVIATPIKG QUPUOKEVTIKA TPOIOVTO.

Yrepdocoroyia:
Agv mapotnpnOniay avemBOunTeg EvEPYEIEG LETA OTO TOL GTOUATOG XOPNYNOT| GE YOTAKLOL

niikiog 8 efdopdadmv Bapovg 0,5 kg ta omoia EAafav mePLocoTEPO OO 5 POPEC TN LEYIOTN
ocuviotouevn 66on (130 mg lotilaner/kg copatikov fApovc) 6€ OKTM TEPUTTOCELS GE INVIOI0 TUKTE
dwoTnpata.

7. AvemOopunrta coppavra

Eion {dwv: T'dteg

oo oravio (<1 {wo / 10.000 v Oepomeia (da, COUTEPILGUSBAVOUEVDV TV UELOVWUEVOV
oVoPoPaV):

"Epetoc!

' Tumikd voywpovv ywpic Bepomeio

H avaeopd avemiBountov coppdviov stvor onpavtikn. Extpénet mn cvveyn mapakorobonon g
acQAAELNG EVOG TPOiIOVTOG. Edv mTapatnproete omoladmote avemBountn evépyeta, akOUa Kot av Ogv
OVAPEPETUL OTO ECAOKAEIGTO GVAAO OONYIDV ¥PNoNG N AUEIPAAAETE Y10 TNV OMOTELECUOATIKOTITO TOV
QOPUAKOV, TAPUKOAEIGCOE VO ETIKOVOVIGETE, KATOPYAC, LE TOV KTNviaTpd coc. Mropeite eniong va
OVOPEPETE OTTOLAONTOTE AVETLOOUNTO GLUPBAVTO GTOV KATOYO TNG ASEI0G KUKAOPOPIag
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YPNOYLOTOIDVTOS T GTOLYEL EMKOV@VIOG GTO TEAOG AVTOD TOL PUAROL 0O YLDV YPNONG, 1| LECH TOV
€Bvikobd cag cvuoTHATOC avapopds: {oTotyeia eBviKoD CLOTHLOTOG AVAPOPAG)

8. Aocoroyia yia kKGO €idog, TPOTOS KA 0001 Yop1YNONG

T'o amd otopatog ypron.

To apOUOTIGUEVO KTNVIOTPIKO QOPUOKEVTIKO TPOIOV TPEMEL VO, YOPMYEITAL COLPOVO LLE TOV

oKkdAovBo Tivaka dote vo dStuc@aAiletal pia pepovouévn 66on tov 6 £mg 24 mg lotilaner/kg
COUOTIKOV Bapovg.

XoOPaTKO Bapog yatog IHeprekTikOTNTO KOl apLtOpog S16KI®V TPOG 0PN YN o1
(kg)
AdTab 12 mg AdTab 48 mg
0,5-2,0 1
>2.0-8,0 1
>8,0 Kotdiiniog cuvdvacpog diokimv

INa ydreg copatikov Bapovg avo tov 8 kg, ¥pNoYoToMoTE TOV KOTAAANAO GUVOLUCUO OO TIC
SLoB€opEg TEPIEKTIKOTNTES, OOTE Va eMLtevyDel 1 cuvieTdpeV 060N TV 6—24 mg/kg.

H vrodocoiroyia o pmopovoe vo 00N y1OEL GE OVOTOTELECLLATIKT (PTOT) KOl UTOPEL VO EDVONGEL TNV
avamTuén avOeKTIKOTNTOG.

INoa va e&aocpoliotei n cwot) docoroyia, To copTKO Bdpog Oa Tpénel va Tpocdiopiletatl 6G0 10
duvatdv akpipéctepa.

9. Oodnyieg Yo ™) 66T YOP1 YN OGN

Xopnyeite To KINVIOTPIKO QAPLOKEVTIKO TPOIOV LE TO POyNTO 1 €vTOg 30 AemMTMV PETA TO EOYNTO.
IMo tov KaAvTEPO EAEYYO TOV TAPACITOCEMV OO KPOTOVES KOl YOAAOVG, TO KTNVIOTPIKO (pApLaKo Oa
TPETEL VAL yopnyeital o€ punviaia StaoTrioto Kot vo, cuveyiletal kad' 6An ) Slipkeln TG ETOYNG TV
YOAL®V 1/K0L TOV KPOTOVOV e BACT TIC TOTIKEG EMIONUIOAOYIKES KATAGTACELS,

10. Xpovor avapoviig

Agv 1oyvet.

11. EIAIKEX YYNOHKEX ATATHPHXHX

Na puidooetal o€ 0éom, TV onoia dev PAETOLY Kot deV TPooeyYilovy Ta, TOLOA.

Agv vapyovv edKEC 0dNYieg dLOTPNONG Yo ALTO TO KINVINTPIKO PUPLOKEVTIKO TPOIOV.

Na pun pnoLonoteital ovTd TO KTNVINTPIKO QOPUOKEVTIKO TPOIOV HETA TNV epopnvia AENg mov
avaypaeetol oto Kouti Kot oto blister petd t cuvtopoypagio nuepounviag Angewg Exp. H
Nuepounvio ANEEWC GLUTITTEL [l TNV TEAELTALN NUEP TOV CLYKEKPLUEVOL LIVAL.

12. Ewwkéc mpo@urdéerc amoppryng

Ta eapuake dev TPEMEL VO OTOPPITTOVTAL HECH TOV ADUATOV 1) TOV OIKIUK®OV OTOPANTOV.
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XP1OYLOTO|OTE TPOYPALLOTE ETGTPOPTS PUPULAKOV Y10 TNV OTOPPIYN U XPTCILOTOOEVTDV
KTNVIOTPIKOV QOPUOKEVTIKOV TPOIOVI®V 1] GAAMV VAIK®V TOV TPOEPYOVTAL OO TN XPTOT| TOVG
GOLPOVA LLE TIC TOTIKEG AUITIOELG KO PLe TUYXOV 1oybovTa, Bvikd cvotipate cvAloyng. To pétpa
OVTA OTOGKOTOVY GTNV TPOGTAGIN TOL TEPPBAAAOVTOC.

YoppovAevbeite Tov KINVIOTPO GAG 1) TOV PUPLOKOTOO GOG Y10 TOV TPOTO AmdppIYng TV
APNOWOTOMNOEVTOV PUPUAKDV.

13. Ta&vépnon TOV KTNVOTPIKAV QUPUIKEVTIK®OV TPOTIOVTMV

Kmnviatpikd @oappakeutikd mpoiov xopnyovUeEVO ympPIc KTNVINTPIKY CLUVTOYT.

14. ApwOpoi 4og10c KUKLOQOPIOGg KOl GVGKEVUGIES
EU/2/22/288/011-014

Ta diokia cvokevdlovtal o blister alovpuviov/ adovpviov, o€ YEPTIVO KOVTL.
Ta diokia tng KGBe mepleKTIKOTNTAG OloTiBevTan o€ cuokevacieg Twv 1 1 3 diokiwv.

Mmropei va unv KuKAOQPOPOLY OAEG Ol GUGKEVAGIEC.

15. Hpepopnvia televtaiog avade@pnong Tov GUALOV 00YIAV YPNONS

{MM/EEEE}

Aemntopepeic TANPOPOPIeg Yo TO €V AOY® KTNVIOTPIKO QOPLOKEVTIKO TPoiov gival dabéoueg ot
Baon Aedopévav g EE ya ta ktnviatpucd mpoiovta (https://medicines.health.europa.eu/veterinary).
16. ZXroyyeio emkovoviag

Kéiroyog tne Gds10¢ KUKAOQOPINS KOl GTOLYELN EMIKOWOVIOC Y10, TNV 0vaQopd TavOLOYOOUEV®V
oveETOOUNTOV EVEPYELDV:

Elanco GmbH, Heinz-Lohmann-Str. 4, 27472 Cuxhaven, ['eppavia

Belgié/Belgique/Belgien Lietuva
Tél/Tel: +32 33000338 Tel: +372 8840389
PV.BEL@elancoah.com PV.LTU@elancoah.com

Peny0auka bbvarapus
Ten: +48 221047815

Luxembourg/Luxemburg
Tél/Tel: +352 20881943

PV.BGR@elancoah.com PV.LUX@elancoah.com
Ceska republika Magyarorszag

Tel: +420 228880231 Tel.: +36 18506968
PV.CZE@elancoah.com PV.HUN@elancoah.com
Danmark Malta

TIf: +45 78775477 Tel: +36 18088530
PV.DNK@elancoah.com PV.MLT@elancoah.com
Deutschland Nederland

Tel: +49 32221852372

Tel: +31 852084939



PV.DEU@elancoah.com

Eesti
Tel: +372 8807513
PV.EST@elancoah.com

E\hada
TrnA: +386 82880137
PV.GRC@elancoah.com

Espaiia
Tel: +34 518890402
PV.ESP@elancoah.com

France
Tél: +33 975180507
PV.FRA@elancoah.com

Hrvatska
Tel: +36 18088411
PV.HRV@elancoah.com

Ireland
Tel: +44 3308221732
PV.IRL@elancoah.com

island
Simi: +45 89875379
PV.ISL@elancoah.com

Italia
Tel: +39 0282944231
PV.ITA@elancoah.com

Kvmpog
TnA: +386 82880096
PV.CYP@elancoah.com

Latvija
Tel: +372 8840390
PV.LVA@elancoah.com

PV.NLD@elancoah.com

Norge
TIf: +47 81503047
PV.NOR@elancoah.com

Osterreich
Tel: +43 720116570
PV.AUT@elancoah.com

Polska
Tel.: +48 221047306
PV.POL@elancoah.com

Portugal
Tel: +351 308801355
PV.PRT@elancoah.com

Roménia
Tel: +40 376300400
PV.ROU@elancoah.com

Slovenija
Tel: +386 82880093
PV.SVN@elancoah.com

Slovenska republika
Tel: +420 228880231
PV.SVK@elancoah.com

Suomi/Finland
Puh/Tel: +358 753252088
PV.FIN@elancoah.com

Sverige
Tel: +46 108989397
PV.SWE@elancoah.com

United Kingdom (Northern Ireland)
Tel: +44 3308221732
PV.XXI@elancoah.com



TTopaokevaotic vevduvoc yio TNV areAevEpmon TV TaPTIdWV:

Elanco France S.A.S., 26 rue de la Chapelle, 68330 Huningue, ['aAAia

17. Alheg mAnpo@opisg

To Lotilaner, é&va kaBapd evovTtiopepé amod v Katnyopia e 1oo&aloAivng eivat SpaoTikd Evavtt
tov YOoAov (Ctenocephalides felis xou Ctenocephalides canis) Ka0d¢ kol Tov Kpotdvev (Ixodes
ricinus).

To lotilaner givai évag 1oyvpdg avacToréng S10vA®V YAmpiov TOTOL Y-oUtvoBoVTUPIKOD 0EEOC
(GABA), e amotéhesua Tov Toyd 06voto Kpotdvev Kot WOAM®V. L& LEAETEG in Vitro, 1 SPACTIKOTNTA
Tov lotilaner katd oplopévav 0mV apBpodTodwV dev EMNPedoTNKE OO TNV AVTIOTOON GE YAMPLOVYES
0PYOVIKEG EVAOOELS (KUKAOOIEVIA, T.Y. O1eAdpivT), PatvvAoTupalOAes (LY. PITPOVIAY), VEOVIKOTIVOEION
(.. Wdakrompidn), popuopudives (m.y. aptpdln) kot topedpoeldn (T.y. komeppuedpivn).

IMa toug yoAovg, N Evapén g Spdong givat evidg 12 @pdv amd Ty TPOGKOAANGT] KOl Y10l SIpKELD
€vOC UNVa. LETA TN XOp1YNo™ Tov Tpoidvtog. Ot yHAiot Tov Ppickovtar Tdvm 6to {Ho Tptv amd T
yop1ynon Bavatdvoviot viog 8 wpov.

T tovg kpdT@VES, M évapén g dpdong eivor evtog 24 opdv omd TV TPOGKOAANGN Kal Yo d1dpKeLn
€vOG VA LETA TN YOPNYNOT TOV TPoidvTog. O KpOT®VEG oL Ppickovial Tavm 6to {Mo TPtV amd
yopnynon Bovatmdvovrol evtog 18 wpav.

To KTNVIATPIKO POPLOKEVTIKO TTPOTOV GKOTMVEL TOVE VTLAPYOVTEG YOALOVG KABMS Kol EKEIVOLE OV
£€YoVV LOMC ELQUVIOTEL TAV® OTIC YOTES, TPV LITOPESOLV VO YEVVIIOOLV avYd. Emouévac, 1o mpoidv
dtakomTEL TOV KOKAO {ONG TOV WYOAL®DVY KOl OTOTPEREL T LOALVGT TOV TEPPAAAOVTOG A WYOALOLG,
o€ MEPLOYES OOV 1 YaTa £XEL TPOSPaon.
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