ITAPAPTHMA 1

IEPIAHYH TON XAPAKTHPIZTIKQN TOY IIPOIONTOX



1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Credelio 56 mg pocopeva diokia yio okviovg (1,3-2,5 kg)
Credelio 112 mg pacmpeva diokio yio okorovg (>2,5-5,5 kg)
Credelio 225 mg pacmpeva diokio yio okorovg (>5,5-11 kg)
Credelio 450 mg pacodpeva diokio yio okOAovg (>11-22 kg)
Credelio 900 mg pacopeva diokio yio okOAovg (>22-45 kg)

2. NOIOTIKH KAI IOXOTIKH XYNOEXH

APUGTIKO GVGTOTIKO:
Kda0e pacmpevo diokio mepiéyst:

Credelio pasoueva diokio lotilaner (mg)
v okvrovg (1,3 — 2,5 kg) 56,25
v okvdovg (>2,5 — 5,5 kg) 112,5
Y okOAovg (>5,5 — 11 kg) 225
v okOAovg (>11 — 22 kg) 450
yio okOAoLG (>22 — 45 kg) 900
"Exdoya.:

Iowotiki) 60vOEGT EKOOYMV KOl GAL®OV
GUOTUTIKOV

Cellulose, powdered

Lactose monohydrate

Silicified microcrystalline cellulose

Meat dry flavour

Crospovidone

Povidone K30

Sodium laurilsulfate

Silica, colloidal anhydrous

Magnesium stearate

Agvkd €wg purel oTpoyYLAL HOCOUEVO SIOKIO LE KOPETIO OTIYULOTAL.

3. KAINIKEYX IAHPO®OPIEX

3.1 Eiom {oov

XK0OAOL.

3.2  OgpomevTikég evosiEelg Yo ka0g gidog {Mov

IMa ) Ogpaneia TV TUPUCITOGEDV 00 YOAAOVG KoL KPOTOVES GE GKOAOVC.

To TapoV KINVIATPIKO POPUAKEVTIKO TPOTOV TAPEYEL AUEST] KOl avOeKTIKT dpacTiKOTNTA BovaTmong

oA wv (Ctenocephalides felis xan C. canis) xon kpotovav (Rhipicephalus sanguineus, Ixodes ricinus,
1. hexagonus xou Dermacentor reticulatus) yio 1 pfva.
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Ot yOAAOL KOt 01 KPOT®VEG BaL TPETEL VaL VOl ETIKOAANLEVOL GTOV EEVIOTT Kol VoL £XOVV OpyiceL Vo
TPEPOVTOL, TPOKEWEVOL VO EKTEBODV GTO SPUCTIKO GLGTATIKO.

To knviatpkd papuokevTkd Tpoidv pmopel va ypnoomroindeil 6to mhaicto OepamevtiKig
GTPOTNYIKNG Yo TOV EAEYYO TNG AAAEPYIKNG deppaTitidag and yoAlovs (AAY).

IMa ) Bgpaneia g depodkwong (mov Tpokadeitol and Demodex canis).

3.3  Avrevosieg

Noa pnv ypnotponoteital og nepintmon vrepevaustnciog 610 dpacTikd GLGTUTIKO 1) GE KATO0 K0
3.4 E101kéc mpoELdoTON|GELS

Ta topdotita Bo mpénet va £xovv apyicel va TpEPovial amd Tov EEVIOTN, TPOKEWEVOD Vo, eKTEBOVV 6TO
lotilaner. Qg ek TovTOVL, deV PMOPEL VO, ATOKAEIGTEL EVIEAMG O KivOLVOg PETAO00NG AGHEVEIDV TTOV
LETOQEPOVTOL LEGH TOPACITMV.

3.5 Idwitepeg mpopuiaiers Katd T ypion

Id1oitepeg mPoLAGEELC Yo TNV ac@oAN ¥pnon oto £i0n Comv:

O)o tor 0ed0pEVO OPALELNG KO OTOTEAEGLLOTIKOTITOG TPOEPYOVTAL GO GKOAOVG KOl KOLTA Lol
niwiog 8 efdopddwmv Kot dve kot copatikod Bapovg 1,3 kg ko avw. H yprion tov mapodvtog
KTNVIOTPIKOD (OPLOKEVTIKOV TPOTOVTOG 6€ KOUTAPia nAkiog KAt TV 8 EBSoUAdmV 1) COUATIKOD
Bépovg katw Ty 1,3 kg Oa mpénel va Paciletor oe aloldynomn e ox€ons 0pELOLG-KIVOHVOL amd ToV
vrevOvvo KTviaTpo.

Idwaitepeg Tpo@LAGEELS TOL TTPEmel vo Aopavoviol ard To GTOUO TOV YOPNYEL TO KINVIOTPIKO
QOPULOKEVTIKO TTPOoidV oe LMo

Na mAévete Ta 1E€p1a G0g LETE TO YEPIoUO TOV TPOIOVTOG,.
e mepintwon mov kotd AdBog vrdpéel Katdmoon, va avalntnoete auécms wtpikn fondeta Kot vo
emoei&ete 6TOV 10TPO TO EGMKAEIGTO GUALO 0ONYIDV ¥PNGEMG 1 TNV ETIKETO, TOL POPUOKEVTIKOD

TPOIOVTOC.

Id1oitepeg mPoOLAGEELC Y10l TV TPOGTAGLO TOV TEPPAALOVTOC:

Agv 16y0EL.

3.6 AvemOvpnta coppavra

Eion {dwv: Zxdrot

IToAd omévio Avgppora'2, Apoppayikfy Sidppota!, Epetog 2

(<1 Loo / 10.000 vro Oepancio (do, | Avope&in!?, ARBapyoc?, [ToAvduyia'?;
CUUTEPILAUPAVOUEVOV TOV

A 53 3 L3 Tod 3.
LELOVOUEVOV OVAPOPADV): togio’, Xmaopdg’, Tpopog’;

Kvnouog'?;

AxotdAnin ovpnon!, IMoivovpia!2, Akpdreia 0Opov'?

Hmo ko wapodikd
2 Tomiké vIToympody ywpic Ocpamneio



3 TT1¢ TEPIOGOTEPEC MEPMTMOOELS EIVOL TOPOSIKA,

H avagopd avemBountov coppdviov eivar onpavtikn. Exitpénet tn cuveyn mopokoiovdnon g
UOQUAELNG EVOG KTNVIOTPIKOD QAPUAKEVLTIKOD TPoiovTog. O avapopic TPETEL VO OMOCTELAOVTAL, KOTA
TPOTIUNOT HEG® KTNVIATPOL, £TE GTOV KATOYO TNG GOELNG KuKAopopiag gite oty €Bvikn appddia
apyn LES® TOv £BVIKOV GLGTAUATOG AVAPOPAS. AvaTpEEte emiong otV TEAELTAIN TOPAYPAPO TOV
@OALOL 0NYLOV XPNOTG YOl TOL OVTICTOLYO GTOLYEL EMKOVAOVIOG.

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

H aoc@dAieia Tov KTNVIOTPtkoD QopUaKeLTIKOD TPoidvtog dev £xel amoderydel Katd T dLdpKeLo TNG
KONONG, NG YaAOLYING 1] € GKOAOVG AVOTAPAY®YIKN G NAKIOS.

Kvnon kot yolovyio:

XPpNOOTONOTE TO TPOTOV LLOVO COUPMOVOL LE TV EKTIUN OGN 0QELOVG/KIVOUVOL At TOV LITELOLVO
KTNviatpo.

ATO epyaoTNPLOKES LEAETEG OE aPOVPaioVg deV dlomioT®ON KAV eVOEIEEIC TEpATOYEVEGNG T
0TO100NTTOTE OVETIBVUNTT EMLOPOCT) GTIV OVOTOPOYMYIKT IKAVOTNTO OPCEVIK®V Kal OnAvkdv (dov.

3.8  Alniemopaosig pe GAAo QUPUUKEVTIKA TPOIOVTA KOl AAAEG HOPPES oA AeTiOpaONS
Agv givon yvoot kapio. Katd ) didpketo KMvikdv dokipdv, dev mapatnpnnkay oAANAETdpdcelg
avépesa ota pacopeva otokia Credelio kot Ta cuviBmg xpnoipoTolodEVE KTNVIATPUKE
POPUOKEVTIKY TPOTOVTOL.

3.9 Odoi yop1ynong kor 60coroyia

I'a and otopatog ypion.

To KTNVIATPIKO POPUAKEVTIKO TPOTOV TPETEL VA YopnYEiTOL COUPOVA e TOV akOAOLOO TIVOKO MOTE
va dtuc@oiiletal pio d6om TV 20 émc 43 mg lotilaner/kg copotikov Bapovg.

YONOTIKO eprekTikOTNTO KOl aplOpndg SLoKimV TPOS Yop1yNoT

Bapog oxdrov Credelio Credelio Credelio Credelio Credelio
(kg) 56 mg 112 mg 225 mg 450 mg 900 mg

1,3-2,5 1

>25-5,5 1

>5,5-11,0 1

>11,0-22,0 1

>22,0—45,0 1

>45 KotdiAniog cuvdvacuog diokiov

Xp1MOLOTOGTE TOV KATAAANAO GUVILAGHO 0o TIG OL0OECIUEG TTEPIEKTIKOTNTES, OGTE Vo EMTEVYDEL N
ouvicTOuevT 060on Tov 20-43 mg/kg.

To Credelio eivat éva ebyevoto pacmuevo diokio pe dpopa. Xopnyeite pnviaio to(ao) pocopevo(o)
dtokio(a) pe N LeTd to eaynTo.

IMa ) Bgpaneia g depodkwong (mov TpokaAeitol and Demodex canis):

Mnviaio yopiynon Tov TPoidvTog Yio 600 GUVEYOUEVOVS UNVEG EIVOL OTOTEAEGOTIKY] Kol 00N YEl o€
onuavtikn Pedtioon tov KAvikeov copntopdtov. H Oepancia mpénet va cuveyiletor uéypt va
emtevyBovv 000 apvnTIKA EEGLOTA SEPHOTOC GE YPOVIKO ddoTtna EvOg unva. To cofopéc
TEPUTTAOCELG UTOPEL Vo omantnBovv mopatetapéveg unviaieg Oepaneieg. Emeidn 1 depodnkwon etvan



L0, TOAVTTOPOYOVTIKT VOGOG, 6oL €ivatl duvatdv, GuvioTdtal va divetor emiong n KatdAAnAn Bepaneio
0TO10VONTOTE VITOKEILEVOL VOOT|LLOTOC.

3.10 ZopmrtOpaTe VIEPIOGOA0YINS (KOl KATA TEPITTMGT, HETPU UAVTIHETMOTLONG KOL AVTIOO0TA)

Agv mopatnpnnioy avemBOunTeg evépyeleg LETA amd TOL GTOUATOG YOPNYNOT| G€ KOLTAPia NAwkiag
8-9 gfoopddwv kot Bapovg 1,3-3,6 kg mov EAafov Bepameio pe d6oM G Kot S5 POPEC LEYUADTEPT 0TTO
N UEYIOTN cuvicTOuEVT 06om (43 mg, 129 mg kot 215 mg lotilaner/kg copoatikov Bépovc) oe oKTd
MEPUTTAOCELG GE UNVIOA0 TAKTE S10GTHLOTOL.

3.11 Ewdwoi wepropiopoi ypriones Kot E01KES 6vvONKeg (prions, copreprtiopufavopévov
TEPLOPLOUAV GTI] YP1GT] OVTLUIKPOPLOKOV KAl OVTITUPUGLTIKAOV KTNVIITPLKOV
PUPRUKEVTIKAV TPOTOVIOV TPOKELUEVOV VO, TEPLOPLOTEL 0 KIVOVYOS UVATTLENG AVTOYNS

Agv 1oyVet.
3.12 Xpoévor avapoviig

Agv 1oy0eL.

4. DOAPMAKOAOTI'IKEX TAHPO®OPIEX
4.1 Komowdég ATCvet: QP53BE0O4
4.2 @oppoKOSVVOULKI)

To Lotilaner, éva kaBapd evavtiopepéc amd v kotnyopio g 1co&aloiivng eival dpacTikd evavTia
o€ YyoAhovg (Ctenocephalides felis kol Ctenocephalides canis), g €101 kpot@vev 0nwg Dermacentor
reticulatus, Ixodes hexagonus, Ixodes ricinus, Rhipicephalus sanguineus Kof®¢ Kol KOTO TV aKApEDV
Demodex canis.

To lotilaner givat évog 1oyvpdg avacToAéag S10OA®Y YAMPIOL TOTOL Y-aUvoBouTupLKoD 0&E0g
(GABA), pe anotéheso tov tayd 0dvato kpotdvav kot Worlwv. H dpactikdtra tov lotilaner dev
EMNPEACTNKE OO TNV AVTIOTACN G 0pyuvVOYAMPLo. (KUKAOSIEVIQ, TT.). O1EAdPiv), potvoAoTLPAlOAES
(m.x. umpovikn), veovikotvogdn (m.y. WdaKkAompion), poppopdives (m.y. aputpdln) kot mopedpoeidn
(m.y. oumeppedpivn).

I"a toug yoA oG, 1 évapén Tng dpdong eivarl evtdg 4 wpmv amd TNV TPOSKOAAN O™ KATE TN S1dpKELL
NG TEPLOJOV EVOG UVAL LETE T YOopTryNnomn Tov poidvtog. Ot ydArot mov Ppickoviotl Tavm 6to (Do
TPV omo TN Yopnynon Havormvovial eviog 6 wpmv.

IMa tovg kpoTOVEG, N évapén g dpdong eivar evidc 48 wpadv amd TNV TPOSKOAANGT KATA TN JldpKELD
NG TEPLOJOV EVOG UNVOL LETE T YOpTyNoT ToL Tpoidvtoc. Ot kpdtwveg I ricinus mov Ppickovtal Tivom
010 o mpv amd TN yopnynon Bavatdvovral evidg 8 mpmv.

To KINVIATPIKO PAPUAKEVTIKO TTPOTOV BOVATMOVEL TOVES VTAPYOVTEC YOAALOVE KAOMDG Kot EKEIVOVE TTOL
£€Yovv HOMG ELPAVIGTEL TAV® GTO GKVAO, TPV LITOPEGOLV VO YEVVIIGOLV avyd. ETouévac, to mpoiov
dlokomTeL Tov KOKAO (NG TV YOAL®V Kol OTOTPETEL TI HOAVVGT] TOL TEPIPAAAOVTOC OO YOAAOUG,
0€ MEPLOYES OOV 0 GKOAOG £xEl TPOSPaoT).

4.3 DappokoKvnTIKI

Kotomy g and tov 6touatog xoprynons, o lotilaner amoppogdtal apécms kol 1 LEYLSTN
GLYKEVTPMOT) GTO aiplal EmLTLYYGveTon evidg 2 wpdv. H tpogn evicydel thv amoppoepnon. O telikdg
ypdvog nuicelag Lmng sival mepinov 4 gfdopadec. Avthi M pokpd telkn nuioceio {on mapéyet
OTOTEAECUATIKEG GUYKEVIPMGELS GTO ApLaL Yiot OAT TN S1APKELD TOV SIUGTAUATOG LETAED TV OOGEWMV.



H «Opra 006¢ amoPolng etvat 1 YOAIKY| ATEKKPIOT EVOD 1) VEQPIKN OTEKKPLON EIVaL | HOGOVOG
onuaciog 086G amofoing (kdtw amd to 10% tng d6ong). To lotilaner petaforileton o pikpo Paduod
O€ MEPIOTOTEPEG VOPOPIAEG EVDGELC TOV TALPOTNPOVVTAL GTA KOTPOVOL, KO TO OVPUL.

5. DOAPMAKEYTIKA XTOIXEIA

5.1 Kopieg acopparotnreg

Agv 16y0eL.

5.2 Awpkera Lomg

Avgpxela {OnNG TOL KTNVIOTPIKOV QUPUAKEVLTIKOD TPOIOVTOG COLPMVA LIE T1 GVOKELAGTO TOANONG: 3
£m.

5.3 Iowitepeg mpo@urdéers katd T @OLaEN TOV TPOIOVTOG
Agv vtapyovv 101KEG 0dNYieg S10TPNONG Y10 GVTO TO KTNVIATPIKO QUPUAKEVTIKO TPOTOV.
5.4 ®@Yon kol 6HVOES TS GTOLYELDOOVS CVOKEVUGIUG

Ta diokia cvokevalovtat og blister aiovpuviov/alovpviov, og ¥4PTIVO KOLTL.
H mepiexticotnra kébe diokiov dartibBeton o cuokevaocieg tov 1, 3, 6 1| 18 diokiwv.

Mmropei vo, unv KuKAOPOPOUY OAEC 0L GLOKEVAGIEC.

5.5 Ewwkég mpo@uragels amdppryng vog Ui yPGLHOToIN0£vVTog KTVIATPIKOD QUPIOKEVTIKOD
TPOIOVTOG 1] GAAOV VAKOV TTOV TPOEPYOVTUL OO T1) Y P1]G1) TOL TPOIOGVTOS, AV VTAPYOVY

Ta eapuaxe dev TPETEL VO OTOPPITTOVTOL LECH TOV ADUATOV ) TOV OIKIHKDOV OTOPANTOV.
XP1NGILOTOGTE TPOYPAULOATO EXIGTPOPNS POPUAK®V YL TV OTOPPLYT UT] XPTOUOTONOEVTDV
KTNVIOTPIK®V POPUOKEVTIKOV TPOIOVI®V 1 GAA®V VAIK®V OV TPOEPYOVTOL OO TN YPNOT TOVGS
GULPMOVO, [LE TIG TOTIKEG ATOITNOEL KOl LE TUYOV EBVIKA CLUGTILLOTO GLAAOYNG TOV 1GYVOVV Y1d TA
GYETIKA KTNVITPIKE QAPLOKEVTIKA TPOTOVTOA.

6. ONOMA TOY KATOXOY THX AAETAY KYKAO®OPIAX

Elanco GmbH

7. APIOMOX(OI) AAEIAYX KYKAO®OPIAX
EU/2/17/206/001-015

EU/2/17/206/024-028

8. HMEPOMHNIA IIPQTHX EI'KPIXHX

Huepounvia Ing éykpiong: 25/04/2017



9. HMEPOMHNIA TEAEYTAIAYX ANAOEQPHXHX THX IIEPIAHYHX TQN
XAPAKTHPIZTIKQN TOY ITPOIONTOX

{DD/MM/YYYY}
10. TAZEINOMHXIH TOQN KTHNIATPIKQN ®APMAKEYTIKQN ITPOIONTOQN
Na yopryeital LOVoV e KTNVIOTPIKT GLVTAYY.

Aentopepeic TANPoQopieg Yio T0 v AOY® KTNVIATPIKO QOPLOKEVTIKO TPoidv eivar dabécieg otn faon
dedopévov g EE yua ta ktnviatpikd wpoidvta (https://medicines.health.europa.eu/veterinary).






1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Credelio 12 mg pocopeva diokia yuo yateg (0,5-2,0 kg)
Credelio 48 mg pacopeva diokia yia yateg (>2,0-8,0 kg)

2. HNOIOTIKH KAI MOXOTIKH XYNOEXH

APUGTIKO GVGTUTIKO:
Kd&0e pocopevo diokio mepiéyet:

Credelio pac®peva diokia lotilaner (mg)

v ydreg (0,5 — 2,0 kg) 12

v yarteg (>2,0 — 8,0 kg) 48
"Exdoya:

IHoroTiki) 60vOeon KOO OV Kol GAA®V
GUGTUTIKGOV

Yeast powder (flavour)

Silicified microcrystalline cellulose

Cellulose, powdered

Lactose monohydrate

Povidone K30

Crospovidone

Sodium laurilsulfate

Vanillin (flavour)

Silica, colloidal anhydrous

Magnesium stearate

A€VKA TPOG KAPETL GTPOYYLAN LAGOUEVA OI0KIO [LE KOPETIEG KNAIDEC.

3. KAINIKEYX IAHPO®OPIEX

3.1 Eiom {oov

Tértec.

3.2 OgpomevTikég evosiEels Yo ka0g gidog {Mov

INa ) Bepaneio TV THPUCITOGEDV OO YOAAOLG KOl KPOTOVESG G YATES.

To moapdv KINVIOTPIKO PAPLOKEVTIKO TPOIOV TapPEYEL ALEST KOt OL0PKT| OPOCTIKOTNTA KATA TOV
YoMV (Ctenocephalides felis xau C. canis) Kou TV Kpotovev (Ixodes ricinus) yio 1 pva.

Ot yOAAOL Kot 01 KpOT®VEG BoL TPETEL VAL ELvaL ETIKOAANLEVOL GTOV EEVIOTT KoLl VoL £XOVV OpyiceL va
TPEPOVTOL, TPOKEWEVOL VO EKTEBODV GTO SPUCTIKO GLGTATIKO.



To kTVIATPIKO PAPLAKELTIKO TTPOTOV popet va ypnoyLoronbei 6to TAaiclo BepumevTiKig
OGTPOTNYIKNG Y10 TOV EAEYYO TNG AAAEPYIKNG deppaTiTidag amd WyoAlovug (AAWY).

3.3  Avrevosieg
Na pnv gpnotponoteital og nepintmon vrepevasnciog 610 dpacTikd GLOTATIKO 1) G€ KATO0 EKS0YO.
3.4 E101kéc mpoELdOTON|GELS

Ta mapdoito Oo TpENEL VO £Y0VV apyicEL VO TPEPOVTOL AO TOV EEVIOTT, TPOKEUEVOL Vo, EKTEBOVV GTO
lotilaner. Qg ek TovTOVL, deV PMOPEL VO, ATOKAEIGTEL EVIEAMG O KivOLVog PHETAO00N G AGHEVEIDY TTOV
LETOQEPOVTOL LEGM TOPACITMV.

AT00eKTA ENMIMEDD AMOTEAEGLOTIKOTNTOG UTOPEL Vo PNV emTeLyHohV, AV TO KTNVINTPIKO
QOPUOKEVTIKO TPOIdV dgv yopnynOel pe to eayntd 1 evtog 30 Aentdv Petd 10 GoynTo.

AOY® avenapKk®V ded0UEV®V Y10 VO VTTOGTNPLYOEL 1] OTOTEAECUATIKOTNTO KATA TOV KPOTOVAOV GE
VEOPES YATEG, AVTO TO TPOTOV dEV GLVICTATOL Yid TN Ogpaneio TV KPOTOVOV GE YOTAKIO NATKIOG

5 UIMVoV 1 veapmOTEPQ.

3.5 Idwitepeg mpopuiaiers Katd Tn yp1on

Id1oitepeg mPoLAGEELC Yo TNV ao@oAN ¥pnon oto £i0n Comv:

Ta dedopéva 0o@AEAELNG KOl OTOTEAECHLATIKOTNTOG £Y0VV HeEAETNOel o€ ydtec nhkiog 8 fdopddmy Kot
v pe copatikd Bapog 0,5 kg 1 peyaldtepo. ZVVERMOC, 1| XPTION TOL TAPAVTOG KTVINTPLKOD
(QOPUAKEVTIKOD TPOIOVTOG GE YATAKLO NAKING KAT® TV 8 fdoUddmV 1| COUATIKOD BApovs KATM TmV
0,5 kg 0a wpénel va Paciletal og aloldynon e oxEons 0pEAOVC-KIvOHVOL amd Tov vevbuvo
KTnviatpo.

Idwitepeg mpouAGEeic mov mpémel voL AouBdvovTal ortd To (TOUO TOL YOPNYEL TO KTNVIOTPLKO
QOPUOKEVTIKO TTPOioV o {ma:

Na mAévete Ta 1E€p10 G0G LETE TO YEPICUO TOV TPOIOVTOG,.

e mepinton mov kotd AdBog vrdpéel Katdmoon, va avalntnoete auécms wtpikn fondeta Kot vo
emdei&ete 6TOV 10TPO TO EGOKAEITTO GUALO 0ONYIDV ¥PNGEMG 1 TNV ETIKETO, TOL POPUOKEVTIKOD
TPOIOVTOC.

[d1aitepeg TPOQLAGEELS Y10 TNV TPOCTAGIN TOV TEPPAAAOVTOC:

Agv 1oyVeL.
3.6 AvemOvpnta coppavra

Eion {owv: I'ateg

[ToAv ondvia "Epetog

(<1 Lo / 10.000 vro6 Oepameia {oa,
CUUTEPILOUPAVOUEVOV TOV
HUELOVOUIEVOV OVAPOPDV):

' Tomikd vroywpovv yopic Oepameio
H avagopd avemBountov coppdviov eivar onpavtikn. Exitpénet tn cuveyn mopokoiovdnon g

0oQAAELNG EVOC KTVIATPIKOD PAPLOKEVTIKOD TPOIOVTOC. Ol avapopég TPEMEL VO, ATOGTEAAOVTOL, KOTA
TPOTIUNOT HEG® KTNVIATPOL, £iTE GTOV KATOYO TNG GOELNG KuKAopOopiag ite otnv eBvikn apudola
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apy” LEC® TOV €BVIKOD GLUGTAATOG AVAPOPAS. AvatpéEte emiong OTNV TEAELTALN TAPAYPAPO TOV
@OALOL 0OMNYLOV YPNOTG YO TO, OVTIOTOLYO GTOLXELD EMKOVAOVING.

3.7 Xpion katd TNV KONG61), TN YoAoV)ia 1] TNV MOTOKIM,

H acpddeia Tov kTviaTpiKod QOpROKEDTIKOD TPOTOVTOG dev £xel amoderydel Katd T didpkela TG
KONGONG 1 TNG YOAOLYIOGC.

Kvnon kot yolovyia:

XpPNCIUOTONGTE TO TPOIOV UOVO GOUPOVO. LUE TNV EKTIUNGOT 0QELOLC/KIVODVOD amd Tov LTevBuvo
KTnviatpo.

AT6 epyooTNplOKEG LEAETEG G apovpaiong dev dlamioTm@ONKay evOeiEelg Tepatoyéveong M
OTOL0ONTOTE AAAT OVETIBVUNTY] EMIOPACT] TNV OVATOPOYDYIKY| TKOVOTNTO OPGEVIKMOV Kol OnAvkmdv
{owv.

3.8  Alinliemopdaosig pe GALO QUPUOKEVTIKA TPOIOVTA KOl GAAEG HOPPES oA AETIOPAGG
Agv glval yvootn Kapia.

Koatd ) dtdprelo KAWVIKOV SOKILMVY, OgV TopatnpnonKoy aAANAETIOPAGELC OVALECO, GTO LUCHUEVOL
dtokia Credelio kot To. UVNO®G YPNOLUOTOIOVUEV KTNVIOTPIKE QOPUAKEVTIKG TPOIOVTO.

3.9 Odoi yop1ynong kot docoroyia

To amd otopatog ypron.

To apOUATICUEVO KINVIOTPIKO PUPLOKEVTIKO TPOIOV TPETEL VOL YOPTNYEITOL COLPOVA LIE TOV

akdAovbo mivako dote va dtacpariletal pia pepovopévn doom twv 6 éog 24 mg lotilaner/kg
COUOTIKOV BApovg.

YoORoTKO Papog ydtog IeprekTikOTNTO KO 0PLORdg droKimv TPog yopriynon
(kg) Credelio 12 mg Credelio 48 mg

0,5-2,0 1

>2,0-8,0 1

>8,0 KoatdAnAiog cuvovaspog diokiov

T yateg copatikov Bapovg dve twv 8 kg, ypnotlomotiote Tov KaTdAANA0 cuvdvacud omd Tig
S100éa1LEg TEPLEKTIKOTNTES, MOTE VO, EMITEVYDEL 1| GVVIGTOUEVT 060N TV 6—24 mg/kg.

Xopnyeite To KITNVIOTPIKO QOPUAKEVTIKO TPOIOV UE TO Paynto 1 evtog 30 AemTdV PETd TO QoynTo.
T Tov KaAOTEPO EAEYYO TOV TOPAGITOGE®Y OO KPOTOVES Kol YOAAOLS, TO KINVIOTPIKO GApLLaKo Oa
TPENEL vaL yopnyeital e pnviaio dtactipata Kot vo cuveyiletor ko' OAN TN SLdpKeLn TG ETOYNG TV
YOAL®V /Kot TV KPOTOVOV e BAON TIG TOTIKES EMONUIOAOYIKES KOTOOTAGELS.

3.10 Zvprtdpotoe VIEPIOGOA0YINS (KUl KUTA TEPITTMON, HETPU AVTINETOTICNS KOl AVTIOOTH)
Agv mopatnpnnioy avemBounTec evépyeleg LETA omd TOL GTOUATOG XOPNYTOT| GE YUTAKLO

niwiog 8 efdouddwv Papovg 0,5 kg ta omoia EAafav TEPIGGOTEPO amd 5 POPEG TN HEYIOTY

cuvictdpevn 80on (130 mg lotilaner/kg copaticod Bapovg) 6e OKTM TEPITTOCELS GE Unviaio TOKTE
dluotpaTa.
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3.11 Edwoi wepropiopoi ypriong Kot E01KES 6vvONKeg (prions, copureprtiopufavopéveov
TEPLOPLOUAOV GTI] YPGT] OVTLUIKPOPLOKOV KAl OVTITUPUGLTIKAOV KTNVIITPLKOV
PUPRUKEVTIKAV TPOTOVIOV TPOKELUEVOV VO TEPLOPLOTEL 0 KIVOVVOS UVATTLENG AVTOYNS

Agv 1oyVet.
3.12 Xpévor avapoviig

Agv 1oyvet.

4. DOAPMAKOAOI'IKEX IAHPO®OPIEX
4.1 Kooodowkoc ATCvet: QPS3BEO4
4.2 ©@oppokodvvopKy

To Lotilaner, éva xaBapd evavtiopepés and v katnyopia g iwo&alorivng elvar dpaoTikd Evavtt
TV YOMoV (Ctenocephalides felis kor Ctenocephalides canis) kaOod¢ Kot Tov kpotdvov (Ixodes
ricinus).

To lotilaner givon évog 1oyvpdg avaoToréng S10OA®mV YAMPiov TOTOL Y-aptvoBoutuptkol 0&éog
(GABA), pe anmotéheospo Tov Tayd 0vato KpoTdvmV Kot WOAL®V. Z& PEAETES in Vitro, 1| SpaoTIKOTNTA
tov lotilaner Katd opiopévev €10®V 0pHPOTOd®V eV ENNPEAGTIKE OO TNV AVTIOTOOT) GE YADPLOVYES
0PYOVIKEG EVOGELS (KUKAOOEVLD, LY. SEAOPIV), PatvLAOTTVPALOAES (TT.). GUTPOVIAT]), VEOVIKOTIVOELON
(.. wdaxhompion), popuapudiveg (m.y. appaln) Kot topedposidn (w.y. kKumepuedpivn).

IMa toug yoAAovG, 1 évapén g Spdong ivarl evtdg 12 @pdv amd Ty TPooKOAANGT Kot Yo StdpKeLd
€vOG UNvaL LETA TN YOpNYNOo™ Tov TTPoiovtog. Ot yoAlotl mov Ppickovtal mive 6to {dho mpv amd )
yopnynon Bavatmvoviat evtog 8 wpav.

IMoa toug kpdTveg, N évapén g dpdong sival evidc 24 wpadv amd TNV TPOSKOAANOT Kal Yo SldpKeLol
€VOG UNVOL LETA TN XOPTYNOT TOV TtPoidvTog. Ot KpOT®VEG TOL Ppickovial Tavm 610 (Mo TPV amd T
yopnynon Bavatmvovtor evtdg 18 mpdv.

To KITNVIATPIKO POPUAKEVTIKO TPOTOV GKOTMVEL TOLG VILAPYOVIES YOALOVS KAOMDG Kot EKEIVOVG TOL
£€YOVV LOMG ELPUVICTEL TAVD GTIC YATEG, TPV UTOPEGOLV VO, YEVVIIGOUV avyd. Emopévac, To tpoiov
dtakomTel Tov KOKAO {ONE TOV YOAL®DY Kot OTOTPETEL TI LOALVGT TOL TEPPAAAOVTOG ATtd YOALOLG,
o€ TEPLOYEC OTOL M yYata £xel TpdsPoaon.

4.3 @oppoKoOKIVITIKN

Metd v amd Tov 6TOHATOG XOpPTYNoT, To lotilaner amoppoPdTol apéc®S Kot 1) LEYIGTN CLYKEVTPMON
070 aipo emtuyydveton o 4 mpeg. H Prodiabecipotnta tov lotilaner av&dveron mepinov katd 10 popég
otav yopmyeitot pe 1o eayntd. O tehikdg xpovog nuicelog {ong etvar tepimov 4 fdouddeg (appovikn
O1apesog). Avtdg o TeMKOC ypdvoc nuicetog {oNe mapEyel AMOTEAEGLATIKES GUYKEVTPMOOELS GTO OLLLLOL
ka0’ OAn T ddpKeLn TOL YPdvov HETaLD TV 06cemv. H khpla 006¢ amékkpiong etvar amd T YoAN
EVO 1M VEQPIKT amékkpion eivor ocovog onuaciog (kato and to 10% g doong). To lotilaner
petaforiletor o pikpo Pabuod o€ TEPIEGOTEPEG VOPOPILEG EVDGELS TOV TAPOTNPOVVTNL OTA KOTPUVOL
KoL T 0Vpal.

5.  ®APMAKEYTIKA XTOIXEIA
5.1 Kopieg aocvppatoTnTeg

Agv 1oyvet.
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5.2 Awpkera Lomg

Avdgpxela {ONG TOL KTNVIOTPIKOV QAPUAKEVTIKOD TPOIOVTOG COLPMOVA LLE TT) GLCKELOAGIO TOATONG:
3 ém

5.3 Iowitepeg mpo@urdéers katd T @OLaEN TOV TPOIOVTOG
Agv vapyovv 1801KEC 0dNYieg ST PNONG Y10 GVTO TO KTNVIATPIKO QUPUAKEVTIKO TPOTOV.
5.4 ®von kKo 6OVOEGT TNG GTOLYELDOOVS CVGKEVUGIOG

Ta diokia cvokevalovtot o blisters aAovpiviov/ ahovpviov, og ¥GPTIVO KOLTI.
Ta diokio TG KGO TepiekTiKOTNTOG dratifevTal o€ cuokevaciec tov 1, 3, 6 1 18 diokimv.

Mmropei vo, unv KuKAOPOPOUV OAEC 0L GLOKEVAGIES.

5.5 Ewdwég mpo@uragels amoppryng vog ui yProIHomotn0£vTog KTNVIATPIKOD QUPIOKEVTIKOD
TPOIOVTOG 1] GALOV VAKAV TOV TPOEPYOVTOL 0.TO T1) PIGT TOV TPOIOGVTOS, AV LATAPYOVY

Ta eapuaxo dev TPETEL VO, OTOPPITTOVTOL LECH TOV ADUATOV | TOV OIKIOKDOV OTOPANTOV.
XPNGILOTOGTE TPOYPAUUATO, EXLGTPOPNC POPUAKDV Y10 TV OTOPPIYT U1 XPNOOTONOEVTDV
KTNVIOTPIKDOV QOPUUKEVTIKOV TPOIOVI®V 1| GAL®Y VAIK®V 7TOV TPOEPYOVTUL aTd TN YPNCT TOVC
CUHQ®VO LE TIG TOTIKEG OOLTIOELS KOl e TUYOV €BVIKA GLGTHHATO GLAAOYTG TOV 1GYHOVV Y10l T
GYETIKA KTNVITPIKE QAPLOKEVTIKA TPOTOVTOA.

6. ONOMA TOY KATOXOY THX AAETAY KYKAO®OPIAX

Elanco GmbH

7. APIOMOZXZ(OI) AAEIAY KYKAO®POPIAX

EU/2/17/206/016-023

8. HMEPOMHNIA NIPQTHE EI'KPIXHX

Hpepounvia Ing éykpiong: 25/04/2017

9. HMEPOMHNIA TEAEYTAIAX ANAGEQPHXHX THX IEPIAHYHX TQN
XAPAKTHPIZTIKQN TOY ITIPOIONTOX

{DD/MM/YYYY}

10. TAZEINOMHXIH TOQN KTHNIATPIKQN ®APMAKEYTIKQN ITPOIONTOQN
Noa yopryeitar LOvVoV e KTNVIOTPIKE GLVTAYT).

Aemtopepeic TANPOoQOpiEg Y10 TO €V AOY® KTNVIATPIKO QOPLOKEVTIKO TPoidv eivar dtabéaiec otn faon
dedopévaov g EE yua ta ktnviatpikd mpoidvta (https://medicines.health.europa.eu/veterinary).
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ITAPAPTHMA 11

AAAOI OPOI KAI ATAITHZEIX THX AAEIAY KYKAO®OPIAX

Kavévac.
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ITAPAPTHMA III

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

XAPTINO KOYTI (XKYAOI)

1. ONOMAZXIA TOY KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX

Credelio 56 mg pocopeva diokia yro okviovg (1,3-2,5 kg)
Credelio 112 mg pocopeva dtokio yio gkdrovs (>2,5-5,5 kg)
Credelio 225 mg pacmpeva diokio yio okorovg (>5,5-11 kg)
Credelio 450 mg pocopeva dtokia yio okvAovg (>11-22 kg)
Credelio 900 mg pocopeva dtokio yio. gkvAovg (>22—45 kg)

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

56 mg lotilaner

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

3. YYXKEYAXIA

1 dtokio
3 dokia
6 dokia
18 diokia

4. EIAOX(H) ZQOY(QN)

Y KO 0L

| 5. ENAEIZEIZ

| 6.  OAOI XOPHTHZHX

Ao otopaTOC (PN o).
Xopnyeital pe | petd 10 QoynTo.

‘ 7. XPONOI ANAMONHX

‘ 8. HMEPOMHNIA AHEHX

Exp. {uqvag/étoc}
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‘ 9. EIAIKEX XYNOHKEX AIATHPHXHX

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

Awfaote T0 PUALO 0INYIOV XPNOTG TPV O TN (PNOT.

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

ATOKAEIOTIKA Y10 KTNVIOTPIKN (PNOM.

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

Na puAdooetol og 06om, TV omoia dev PAETOLY Ko dev Tpoceyyilovv Ta TadLd.

13. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Elanco GmbH

14. APIOMOI AAETAY KYKAO®OPIAX

EU/2/17/206/001(56 mg lotilaner, 1 pac®pevo d10Kio)
EU/2/17/206/002 (56 mg lotilaner, 3 pacopeva diokio)
EU/2/17/206/003 (56 mg lotilaner, 6 pacodpeva diokio)
EU/2/17/206/024 (56 mg lotilaner, 18 pocopeva diokio)
EU/2/17/206/004 (112 mg lotilaner, 1 poacmpevo diokio)
EU/2/17/206/005 (112 mg lotilaner, 3 pacmpeva diokio)
EU/2/17/206/006 (112 mg lotilaner, 6 pacmpeva diokio)
EU/2/17/206/025 (112 mg lotilaner, 18 pacopevo dickio)
EU/2/17/206/007 (225 mg lotilaner, 1 poc®dpevo diokio)
EU/2/17/206/008 (225 mg lotilaner, 3 pocopeva Siokio)
EU/2/17/206/009 (225 mg lotilaner, 6 pacmpeva diokio)
EU/2/17/206/026 (225 mg lotilaner, 18 pacopeva diokia)
EU/2/17/206/010 (450 mg lotilaner, 1 pocmpevo diokio)
EU/2/17/206/011 (450mg lotilaner, 3 poacopevo diokio)
EU/2/17/206/012 (450mg lotilaner, 6 poacopevo diokio)
EU/2/17/206/027 (450 mg lotilaner, 18 pacopevo dickio)
EU/2/17/206/013 (900 mg lotilaner, 1 pacmpevo diokio)
EU/2/17/206/014 (900 mg lotilaner, 3 pacmpeva diokio)
EU/2/17/206/015 (900 mg lotilaner, 6 pacmpeva diokio)
EU/2/17/206/028 (900 mg lotilaner, 18 pacopevo dickio)

‘ 15. APIOMOZX ITAPTIAAX

Lot {apBuog}
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IMAHPO®OPIEX I1OY ITPEITEI NA ANATPA®ONTAI XTHN EZEQTEPIKH XYXKEYAXIA

XAPTINO KOYTI (I'ATEY)

1. ONOMAZXIA TOY KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX

Credelio 12 mg pocopeva diokia yio yateg (0,5-2,0 kg)
Credelio 48 mg pacopeva diokia yo yoreg (>2,0-8,0 kg)

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

12 mg lotilaner
48 mg lotilaner

3. YYXKEYAXIA

1 dtokio
3 dokia
6 dlokia
18 diokia

4. EIAOX(H) ZQOY(QN)

Iditeg

| 5. ENAEIZEIZ

‘ 6. OAOI XOPHI'HXHX

Ao otopaTOog YpNo.
Xopnyeiton pe oaynto i evtog 30 Aent@v PeTd 1o eaynTo.

‘ 7. XPONOI ANAMONHX

‘ 8. HMEPOMHNIA AHEHX

Exp. {imvoag/érog}

‘ 9. EIAIKEY YYNOHKEX AIATHPHXHX

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

AwBdote 10 PUALO 0NV YPAONG TPV OO T YPNOT).
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11. OI AEEEIX «<AIIOKAEIXTIKA I'A KTHNIATPIKH XPHXH>»

ATOKAEIOTIKA Y100 KTNVIOTPIKN (PNOM.

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

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

13. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Elanco GmbH

14. APIOMOI AAEIAY KYKAO®OPIAX

EU/2/17/206/016 (12 mg lotilaner, 1 pocopevo diokio)
EU/2/17/206/017 (12 mg lotilaner, 3 pocopeva diokio)
EU/2/17/206/018 (12 mg lotilaner, 6 pocopeva diokio)
EU/2/17/206/022 (12 mg lotilaner, 18 pocopeva diokia)
EU/2/17/206/019 (48 mg lotilaner, 1 poacopevo d10kio)
EU/2/17/206/020 (48 mg lotilaner, 3 pacodpeva diokior)
EU/2/17/206/021 (48 mg lotilaner, 6 pocopeva diokio)
EU/2/17/206/023 (48 mg lotilaner, 18 pacmpeva diokio)

15. APIOMOX ITAPTIAAX

Lot {ap1Buoc}
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EAAXIETEX ENAEIZEIX IIOY ITPEIIEI NA ANAT'PA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

BLISTERS (XKYAOI)

1. ONOMAZIA TOY KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX

Credelio

‘al

‘ 2. NMOXOTIKA XTOIXEIA TQN APAXTIKQN OYXIQN

56 mg lotilaner

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

‘ 3. APIOMOZX ITAPTIAAX

Lot {apBuog}

‘ 4. HMEPOMHNIA AHEHX

Exp. {uweeee}
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EAAXIXTEX ENAEIZEIX TIOY IIPEITEI NA ANAI'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

BLISTERS ('ATEY)

1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Credelio

(

‘ 2. MNOXOTIKA XTOIXEIA TQN APAXTIKQN OYXIQN

12 mg lotilaner
48 mg lotilaner

‘ 3. APIOMOZX ITAPTIAAX

Lot {apBuog}

‘ 4. HMEPOMHNIA AHEHX

Exp. {up/ecee}
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OYAAO OAHTI'TQN XPHXHX
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OYAAO OAHI'IQN XPHXHX

1. Ovopacio ToOL KTNVIITPIKOD QUPUIKEVTIKOD TPOIOVTOg

Credelio 56 mg poocopeva diokia yio oxviovg (1,3 — 2,5 kg)
Credelio 112 mg pacmpeva diokio yio okOAovg (>2,5 — 5,5 kg)
Credelio 225 mg poacopeva diokia yio okoAovg (>5,5 — 11 kg)
Credelio 450 mg pacmpeva diokio yia okdrovg (>11 — 22 kg)
Credelio 900 mg pacmpeva diokio yio okorovg (>22 — 45 kg)

A YvvOeon

Ka0e pocopevo diokio meptéyet:

Credelio pasoueva diokio lotilaner (mg)
v okorovg (1,3 — 2,5 kg) 56,25

v okvdovg (>2,5 — 5,5 kg) 112,5

Yo okOAovg (>5,5 — 11 kg) 225

v okOAovg (>11 — 22 kg) 450

v 6kOAovg (>22 — 45 kg) 900

Agvkd €wg punel oTpoyYLAL HOCOUEVO SIOKIO LE KOPETIO OTIYLOTAL.

3. Eion Loov

YKkOA0L.

4. OepamevTiKég EVOEIEEIQ

T ™ Bepamneia TV TapacITOSE®V 0d YOAAOVS Kol KPOTOVEC G€ GKOAOVG.

To TapoV KINVIATPIKO POPUAKEVTIKO TPOTOV TAPEYEL AUEST] KOl avOEKTIKT dpacTiKOTNTA BovaTmong
oA v (Ctenocephalides felis xan C. canis) xon kpotovav (Rhipicephalus sanguineus, Ixodes ricinus,

1. hexagonus ko1 Dermacentor reticulatus) ywo 1 piva.

O yoAlot Kat ot KpoTmveg Ba, Tpémel va, stvar ETKOAANEVOL 6TOV EEVIOTN Kot va £ovV apyicel va
TPEPOVTOL, TPOKELLUEVOL VO EKTEBOVV GTO OPUCTIKO CLGTATIKO.

To KTNVIATPIKO PAPUAKELTIKO TPOTOV Umopel va ypnoyomoindei 6to mhaicto OepamevtiKig
GTPOTNYIKNG Y10 TOV EAEYYO TNG AAAEPYIKNG deppaTitidag amd WyoAlovg (AAY).

I'a ) Bepaneia g depodkwong (mov tpokadeitar and Demodex canis).

5. Avtevoeigeig

Na unv xpnoiponoteital o€ mepinTmon vaepevalcHnciog 6To dPASTIKO GLGTUTIKO 1| G KATOL0 EKO0YCL.

6. E101kéc mpoE1domonoels

Ewdwéc mposidomomosic:
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Ta mapdotta O mpénet va £xovv apyicel vo TpEPoVTAL Amd ToV EEVIOTN, TPOKEUEVOD VO, EKTEBOVV GTO
lotilaner. Qg ek TovTOVL, deV PMOPEL VO, ATOKAEIGTEL EVIEAMG O KivOLVOg HETAO0CNC AGHEVELDV TTOV
LETOQEPOVTOL LEGH TOPACITMV.

[dwaitepec mpoPLAGEELS Yo TV ac@aAN yprion ota £idn (hmv:

Ola ta 6edopéva ACPAAELONG KOl OTTOTEAEGLOTIKOTNTAG TPOEPYOVTOL OO GKOAOVE Kol KOLTaPia
niwiog 8 efdopddmv Kot dvo kot copatikod Bapovg 1,3 kg kar dve. H ypnon tov mapdvtog
KTNVIOTPIKOD QOPLOKEVTIKOV TPOTOVTOG 6€ KOUTAPia nAkiog KAt Tov 8 EBS0UAdmV 1) COUATIKOD
Bapovg kato twv 1,3 kg Oa tpénet va Paciletal o€ aloAdynon g oxEons 0PEAOVE-KIVOHVOL Ao TOV
vevduvo KTnvioTpo.

Idwitepec TpouAGEeic oL pémet va Aaufdvovtol amd To GTOUO TOL YOPNYEL TO KTNVIaTPkd
QOPUaKELTIKO TPOTOV oe {ha

Noa TAévete Ta ¥EPLa GOG PETE TO YEPIGUO TOV TPOTOVTOC,.

Y& mepinton mov Kotd Adbog vdpéel katdmoon, vo avalntioete apuécmg 1oTpikn fondeia kot va
emdei&eTe 0TOV 10TPO TO ECMOKAEIGTO PVAAO OOMYLDV YPNOEWMS 1| TNV ETIKETO TOL PUPLOKEVTIKOV
TPOIOVTOC.

Kinon kot yorovyia:

AT6 epyooTNPlOKEG LEAETEC GE apoVPaiovg dev dlamioTmONKaY eVOEIEELS TEPATOYEVEDTS .

H acpddeia Tov kTviaTpikod QopROKEDTIKOD TPOTOVTOG dev £xel amoderyfel Katd T didpkela TG
KONGONG 1 TNG YOAOLYIOG.

XPNGIUOTOGTE TO TPOIOV LOVO GOUPOVO. LUE TNV EKTIUNGOT 0QELOLC/KIVODVOD atd ToV LITEVBUVO
KTnviatpo.

Tovwotnta
AT6 epy0ooTNPLOKEG LEAETEC G OPOVPOioVg deV dlamoTM®ONKAY EVOEIEELS OTOLAGONTOTE AVETIOVUNTNG

EMIOPACTG OTIV AVATOPAYDYIKT IKAVOTNTO OPCEVIKOV Kol OnAvkadv (omv.

H ac@dieia Tov KTNVIOTPIkoD QopUaKeELTIKOD TPoidvTog OV £xel TEKUNPLOBEL 68 GKOAOVG
OVOTTOPOY®YIKN S NAMKIOG. XPpNOUOTOGTE LOVO COLP®VA LLE TNV EKTIUNOT 0QPEALOVC/KIVODVOL 0mtd
ToV VITEVBVVO KTNVIATPO.

AMNAETOPAOEIC PUE GAAD QAPUAKEVTIKA TPOIOVTO KOl GALEG LOPQEG AAANAETIOPAIOTG

Agv glval yvootn Kapio.

Kotd ™ didprelo KAWViK®V So0KIUmV, dgV Topatnpnonkoy aAANAETIOPACELS AVAUEGH OTO LOCMEVO,
dwokia Credelio kot To cuVNO®G XPNOLUOTOIOVUEVO KTNVIOTPIKE QOPUAKEVTIKA TPOIOVTA.

Yrepdocoroyia:
Agv TapotnpnOnkay avemBounTec vEPYEIEG LETA OO TOV GTOWATOG Y0P YNOT 6€ KOuTafio nAtkiog

8-9 gfdopddmv kot Bapovg 1,3-3,6 kg mov hafav Bepameio pe d6om g kot S popég peyardtepn and
TN HEYIOTN GVVIcTOUEVT 060om (43 mg, 129 mg kot 215 mg lotilaner/kg copatikov Bdpovg) o okTd
TEPIMTMOGELG OE UNVIOIN TOKTO O10LGTHILOTOL.

7. AvemOounta coppavra

Eion {owv: Zrviot

HloAv oravia (<1 {wo / 10.000 v Oepomeio {da, COUTEPIAQUBAVOUEVDV TWV UEUOVWUEVDV
ovopopwv):

Atgppora'2, Aoppayikfy Sidppota!, Epetog 2
Avopetial?, Afdapyoc?, TTodvduyio (awénuévn diya)';

Ataélo ?, Traopoc®, Tpopoc;
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Kvnopog (payodpa)'?;
AxoatdAinin ovpnon!, Ioivovpio (awénuévn ovpnon)'?, Akpdreia ovpwv'2

"Hma kot mapodikd
2 Tumikd vEoYWPOVV Ywpig Oepomeio
3 TT1¢ TEPIOGOTEPEC MEPMTMOELS EIVOL TOPOSIKA,

H avagopd avemBountov coppdviov eivar onpavtikn. Exitpénet tn cuveyn mopokoiovdnon g
aopdAelag evog mpoidvtoc. Edv mapatnprioete onoladmote avemBOunt evEPYELD, KOO Kol oV OgV
OVOQEPETOL OTO EGOKAEITTO GUAAO 0INYIDV YPNOTG 1 AUPIPAALETE Y10 TNV OMOTEAEGLATIKOTITO TOV
QOPUAKOV, TOPAKOAEIGOE VO EMIKOIVOVIGETE, KATAPYAC, LE TOV KTNVIaTPd cog. Mropeite eniong va
AVAPEPETE OTTOLOONTOTE OVETLOOUNTO GUUPAVTA GTOV KATOYO TNG ASEWG KUKAOPOPING
YPTCULOTOIDVTOG TO GTOLYELN EMKOVMVING GTO TELOG AVTOD TOL PVAAOD 0dNYIOV XPNOTG, | HEG® TOV
€0VIKoO G0 GLGTAATOC avaPOPAG: {oTotyela eBVIKOD GLOTAHATOS AVAUPOPIC}

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

T amd otopaTog ypfon.

To KTNVIATPIKO PAPUAKEVTIKO TPOTOV TPETEL VA YopnYEiTOL COUPOVA LE TOV 0akOAOLOO TIVOKO MOTE
va dtuc@oiiletal pio d6om TV 20 émg 43 mg lotilaner/kg copotikov Bapovg.

YONOTIKO IMeprekTikOTNTO KOl aplOpdg oLoKimV TPOg Yop1ynoemn

Bapog oxivrov Credelio Credelio Credelio Credelio Credelio
(kg) 56 mg 112 mg 225 mg 450 mg 900 mg

1,3-2,5 1

>25-55 1

>5,5-11,0 1

>11,0-22,0 1

>22,0—45,0 1

>45 KotdiAniog cuvdvacuog diokiov

XpNOLOTOGTE TOV KATAAANAO GUVILAGUO 0O TIG OL0OECIUEG TEPIEKTIKOTNTES, DGTE VoL EMTEVYDEL N
ouvicTOUEVT 060om TV 20-43 mg/kg.

T ™ Bepameio ¢ depodnkwong (mov tpokaieitar and Demodex canis):

Mnviaio yopiynom Tov TpotdvTog Yo SVO GUVEXOUEVOVE UNVES EIVOIL ATOTEAEGLLATIKNY Kol 0ONYEl o€
onuovtiki PeAtioon tov KAvikov countopdtov. H Bepancio mpénet va cuveyiletan péypt va
emrevyBovv dVo apvNTiKd EEGota OEPUATOC GE XPOVIKO dlaoTnpa evog unva. o cofoapég
TEPMTOGELG Umopel va amortnBovv mapoateTapéves unviaieg Oepaneieg. Emedn 1 depodnkwon sivar
L0 TOALTTOPAYOVTIKT VOGOGS, OOV €ival Suvatdv, CLUVIGTATAL VO, SIVETOL ETIONG 1] KOTAAANAN Oeparmeio
0TO10VONTOTE VTOKEILEVOL VOGTLLOTOC.

9. Oonyieg Yo ™) 6®GTI) YOpRYNON

To Credelio eival éva €0yguoTo OPOUATICUEVO HOCOUEVO dloKio. Xopnynote to(ta) Hooodpevo(o)
dtokio(a) kéBe pva e 1 LeTd To PaynTo.

10. Xpovor avapoviig

Agv 1oyVet.
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11. EIAIKEX XYNOHKEX AIATHPHXHXZ

Na pvidooetal o€ BEom, TV onoia dev PAETOLV Kot dev Tpooeyyilovv Ta TALd1d.

Agv vrapyovV e101KEC 00N YieC S1aTHPNONE Y10 OVTO TO KINVIATPIKO POPLOKEVTIKO TPOTOV.

Na pn xpnoponoteital autd To KTNVINTPIKO QOPUOKEVTIKO TPOTOV LETE TV nuepounvia AnEng mov
avaypaeeTol 6To KouTi Ko oto blister petd t cuvropoypoeio nuepounviag Anewg Exp. H
nuepopunvio AEewg GCLUTITTEL pLE TNV TEAELTALN NUEPO TOV CLYKEKPIUEVOD LNV

12. Ewwkég mpo@urdiers amoppryng

Ta papuaKo dev TPETEL VAL OTOPPITTOVTOL LECH TOV ADUATOV 1) TOV OIKIAKMOV OTOPANTOV.
XpNOOTOINOTE TPOYPAULOTO ETICTPOPNC PAPUAK®OV Y10, TNV ATOPPIYN U1 XPNCLOTONOEVTOV
KTNVIOTPIK®V QOPLOKEVTIKAOV TPOIOVTOV 1| GALDY DAIKOV TOL TPOEPYOVTAL OO T YPNON TOVG
COUQ®VA, LLE TIG TOTIKEC OTOLTHOELS KAl LLE TUYOV 1oYvovTa £B8ViKA cvotiuato cvALoYNG. Ta pétpa

OVTE OTOGKOTOVY GTIV TPOSTAGIO TOL TEPPAAAOVTOC,.

2opPovievbeite Tov KTNVIOTPO GG Y10 TOV TPOTO ATOPPLYNS TOV YPNCLLOTOMOEVTOV QOPUAKOV.

13. Ta&vépnon TOV KTNVIOTPIKOV QUPRIKEVTIKOV TPOIOVTMV

Kmviatpkd @opprokeutikd mpoiov xopnyoOUEVO LLE KTNVIOTPLKT] GOVTOYY.

14. Ap1Opoi o105 KUKAOQPOPIOS KOl GUGKEVUGIEG

EU/2/17/206/001-015
EU/2/17/206/024-028

Ta diokia cvokevalovtot o aluminium/aluminium blisters, cg ¥éptivo KovTi.
H mepiextikotnra kdbe diokiov dartibeton oe cuokevacieg tov 1, 3, 6 | 18 diokiwv.

Mmopei va, unv KoKAo@opoHV OAEC 01 GLCKEVUGIEC.

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

{(MM/YYYY}

Aentopepeic TANPOQOPieg Y10 TO €V AOY® KTNVIATPIKO QOPLOKEVTIKO TPoidv eivar dtaféciues ot
Baon dedopévav g EE yio ta kmviozpikd tpoidvta (https://medicines.health.europa.eu/veterinary).
16. Xtoyycio emkolvoviag

Kéroyoc tne ddsiog KukAo@opioc Kol GTOLYELD ETKOWVMVIOS Y10 TNV ova@opa THovoAoyodLLEV®Y
aveETOOUNTOV EVEPYELDV:

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

Belgié/Belgique/Belgien Lietuva
Tél/Tel: +32 33000338 Tel: +372 8840389
PV .BEL@elancoah.com PV.LTU@elancoah.com
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Peny0auka bnarapust
Ten: +48 221047815
PV.BGR@elancoah.com

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

E)\AGdo
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

Luxembourg/Luxemburg
Tél/Tel: +352 20881943
PV.LUX@elancoah.com

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.XXI@elancoah.com



TMopackevaotnc vevLHVVOC Yo TNV areAevfEpmwon TV TaPTIdWV:

Elanco France S.A.S., 26 rue de la Chapelle, 68330 Huningue,
ToaAXia

17. Alheg minpo@opisg

To Lotilaner, éva kaBapd evavtiopepéc omd v Katnyopio tng i1oo&aloiivng eival dpacTikd evavTia
o€ YOALovg (Ctenocephalides felis xon Ctenocephalides canis), o€ €101 kpotdvwv dnwg Dermacentor
reticulatus, Ixodes hexagonus, Ixodes ricinus, Rhipicephalus sanguineus Ka0®¢ Kol KATO TOV OKAPEDV
Demodex canis.

To lotilaner givon évog 1oyvpog avacToréng S10OA®Y YAmPiov TOTOL Y-aptvoBovTuplkol 0&éog
(GABA), pe anotéhespo tov Tayd 0dvato kpotdvav Kot WoAlwv. H dpactikdtnra tov lotilaner dev
EMMPEGOTNKE ATO TNV AVTIOTOON GE OPYAVOYADPL (KUKAOOLEVLQ, T.Y. SLEAOPIVN), atvOAOTUPALOAEC
(m.x. urpovikn), veovikotvoedn (m.y. YdakAompion), poppopdives (m.y. apurpdln) kot mopedpoetdn
(m.y. oumepuedpivn).

IMa toug yoAAoVG, 1 Evapén tng dpdomng etvarl evtog 4 wpmv and TNV TPOSKOAAN oY KATd TN S1dpKELn
NG TEPLOSOV EVOG UNVAL LETE T YOopTyNnom Tov tpoidvtog. Ot yoAlot Tov Ppickoviol Tave 6to (®o
P omd TN Yopnynon Bavardvovior eviog 6 wpdv.

I'a tovg kKpdTves, n évapén g dpdong eivar evidg 48 wpdv amd TV TPOGKOAANGT KATA TN ddpKeELD
NG mEPLOSOV EVOG UNVa LETE T yoprynor Tov tpoidvtoc. Ot kpdtwveg I ricinus mov Ppickovtal mhve
610 (o Tpv amd TN yopnynon Bavatmvovral evidg 8 mpmv.

To KITNVIATPIKO PAPUAKEVTIKO TPOTOV BOVATMVEL TOLG VTTAPYOVTES WYOAALOVE KOOGS Kot EKEIVOVG TOL
€xouv HOMG eppavioTel mveo 6To GKOAO, TPV LTOPEGOLY Vi YEVVIIGOLV awyd. Emopévmg, To mpoidv
duokontel Tov KOKA0 {ong TV YOAL®V Kot OTOTPETEL Tr LOAVVGT] TOL TEPIPAAAOVTOC amd YOAAOVG,
0€ MEPLOYES OOV 0 GKOAOG ExEl TPOSPao).

29



OYAAO OAHI'IQN XPHXHX

1. Ovopacio ToOL KTNVIITPIKOD QUPUIKEVTIKOD TPOIOVTOg
Credelio 12 mg poocopeva diokia yuo yateg (0,5-2,0 kg)
Credelio 48 mg pacoueva diokia yia yateg (>2,0-8,0 kg)

A YvvOeon

Ka0e pocopevo diokio meptéyet:

Credelio pacoueva diokio lotilaner (mg)
v yateg (0,5-2,0 kg) 12
v yreg (>2,0-8,0 kg) 48

A€guK( TPOC KAPETL GTPOYYLAAL LACOUEVO SIOKI0L LE KOPETIEG KNAISEC.

3. Eion Loov

Téiteg

4. OepamevTiKég evosielg
T'a ™) Bepamneio TV TOPAGITOGE®V amd YOAALOVS Kol KPOTWVES GE YOTEC.

To mapoV KINVIATPIKO PAPUOKEVTIKO TPOTOV TAPEYEL AUEST] KOl S10PKT] dPOCTIKOTITO KOTA TOV
oAV (Ctenocephalides felis xan C. canis) Kol 1@V kpot@vev (Ixodes ricinus) yio 1 piva.

O yoAlot kat ot KpOTmveg Ba, Tpémel va, etval ETKOAANEVOL 6TOV EEVIOTN Kot va £XovV apyicet va
TPEPOVTOL, TPOKELLEVOL VO EKTEBOVV GTO OPUCTIKO CLGTATIKO.

To KTNVIATPIKO PAPUAKELTIKO TPOTOV Umopel va ypnoytomoindei 6to mhaicto OepamevtiKng
GTPOTNYIKNG Y10 TOV EAEYYO TNG AAAEPYIKNG deppaTitidag amd WyoAlovg (AAWY).

5. Avtevoeigeag

Na unv xpnoiponoteital o€ mepinTmon vaepevaicHnciog 6To dPASTIKO GLGTUTIKO 1| O KATO10 EKO0YCL.

6. Ewdwkég mposidomonjoelg

Ewdwéc mpoerdomomoeic:

Ta mapdotta O mpénet va £xovv apyicel vo TpEPovIaL amd ToV EEVIOTN, TPOKEWEVOD Vo, EKTEBOVY 6TO
lotilaner. Qg ek TOVTOVL, dgV UTOPEL VO ATOKAEITTEL EVIEAMC 0 KivOLVOG LETAOOGNC 0lG0EVELDY IOV
LETOQEPOVTOL LEGH TOPACITMV.

Am0deKTE EMMES O ATOTELEGLOTIKOTNTAG LITOPEL VOL LNV EMLTEVYOOVV, EAV TO KINVIOTPIKO QUPUAKEVTIKO
polov  dev  yopmynBel pe 10  Quyntd N eviog 30  Aemtdv  petd  tO0  QaynTo.
AOY® AOVETAPKDOV OEOOLEVMV Y10, VO, VITOCTNPLYOEL 1] ATOTEAEGLATIKOTITO KATA TOV KPOTDOV®V GE VEOPESG
YateG, 0VTO TO MPOIOV OV GLVICTATOL Yo TN Oepaneio T®V KPOTOV®Y G YoTaKlo NAKidG 5 unvov 1
VEQPOTEPO.
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Idwitepec mpouABEELC Yo TV 0c@aAN ¥prion ota £idn Lhmv:

Ola ta 6edopéVa ACPAAELNG KOl OITOTEAEGLLATIKOTNTAG TPOEPYOVTOL O YATES KO YATAKLY NALKiog 8
gfoonddmv Kot avm pe copatikd Bapog 0,5 kg 1 peyakdtepo. Xovendc, 1| xp1on Tov TapdvTog
KTNVIOTPIKOD (OPLOKEVTIKOD TPOTOVTOG G YOTAKIO NAKIOG KAT®O TV 8 EBSOUAO®V 1) COUATIKOD
Bapovg katm twv 0,5 kg Oa tpénel va Paciletal og aloldynon g oxEons 0PELOVE-KIVOHVOL Ao TOV
vrevduvo KTnvioTpo.

Idwitepec TpouAGEELC TOL TPEmeL va AauBdvovTal amd To ATOUO TOL YOPNYEL TO KTNVINTPIKO
QOPUOKEVTIKO TPOidV oe (ha:

Na mAévete Ta 1E€p1a 60g LETE TO YEPIoUO TOV TPOIOVTOG,.

e mepintwon mov kotd AdBog vrdpel Katdmoon, va avalntnoete auécms wtpikn fondeta Kot vo
emOei&ete 6TOV 10TPO TO EGOKAEIGTO PUALO 0ONYIDV ¥PNGEMG 1 TNV ETIKETO, TOL POPUOKEVTIKOD
TPOIOVTOC.

Kinon kot yoiovyio.:

AT6 epyooTNPlOKEG LEAETEG GE apovPaiong dev damioTm@ONKay eVOEiEelg TeEpaTOYEVESNG,.

H aoc@dieta Tov KTNVIOTPIKoD QopUaKeELTIKOD TPoidvTog dev £xel amoderydel Katd T dLapKeELo TNG
KONONG Kot TNG YOAoLYiog.

Xp1MGIUOTOMGTE TO TPOIOV LOVO GOUP®VOL LE TNV EKTIUNGT 0QELOLS/KIVODVOL artd ToV LITeEvBuvo
Ktnviatpo.

Tovwom o
A6 epyaoTNPLOKES LEAETEG GE OPOVPOIOVG OEV SOTIGTMON KOV EVOEIEEIC OTOLOCONTOTE AVETIOVUNTIG

EMIOPACTG OTIV AVATOPOYDYIKT IKAVOTNTO OPCEVIKOV Kol OnAvkadv (omv.

H acpddeia Tov kTviaTpikoh QOPROKEVTIKOD TPOTOVTOG GE YATEG AVOTAPAYOYIKNG NAKING OV £XEL
omodeyBel. XpnoLUOTOMGTE TO TPOIOV LOVO COUPOVA LLE TNV EKTIUNGCT 0QPEAOVC/KIVOHVOL amd TOV
vrevBvvo KTviaTpo.

AMNAemdpboelc pe GAAA QOPUOKEVTIKA TPOTOVTO Ko AALES HOPPEG aAANAETiOpaONC:

Agv glval yvootr| Kopio.

Koatd ) dtdpreto KAWVIKOV SOKILMVY, OgV TopatnpnonKoy aAANAETIOPAGELC OVALESO GTO LOCHUEVOL
dwokio Credelio kot To cuVHBWE XPNOIHLOTOIOVUEVO KTNVIATPIKA POPUOKEVTIKA TPOIOVTAL.

Yrepdocoroyia:
Agv mopatnprinioy avemBOunTec EvEpYElEG LETA 0O TOL GTOUATOG XOPNYTOT| GE YOTAKL

niwiog 8 efdoudowv Papovg 0,5 kg ta omoia EAafav mTeEPIEGOTEPO amd 5 POPEG TN HEYIOTN
ovviotopevn 66on (130 mg lotilaner/kg copatikov BAPOVE) o€ OKTM TEPUTTOCELS CE UNVIOI0 TAKTE
duotpaTa.

7. AvemOOpunta cvppavra

Eion {owv: T'dteg

oo oravia (<1 {wo / 10.000 v Oepomeio (D@, GOUTEPILOUBAVOUEVOV TWV UEUOVWUEVDV
oVoPopwV):

"Epetog!

! Tomikd vroywpodv ywpic Oepansio

H avagopd avemBountov coppdviov eivar onpavtikn. Exitpénet tn cuveyn mopokoiovdnon g
AoQUAELNG EVOG TTPOTOVTOC. EAV Tapatnprioete 0mo1adnmoTe ovETIOOUNTI EVEPYELD, KOO KOL OV OEV
OVOQEPETOL OTO EGOKAEITTO PUAAO 0INYIDV YPNOTG 1 AUPIPAALETE Y10 TNV OMOTEAEGLATIKOTITO TOV
QOPUAKOV, TOPAKOAEIGOE VO EMIKOIVOVIGETE, KATAPYAC, LE TOV KTNVIaTpd cag. Mropeite eniong va
OVOQEPETE OTOLOONTOTE AVETIOVUNTA GVUPAEVTO GTOV KATOYO TNG AdEL0G KUKAOPOPLoG
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YPNOLOTOIMVTAG TO GTOLYEID EMKOVOVIOG GTO TEAOG ALTOV TOL PVAALOL 0INYIDV YPNONG, 1 LECH TOV
€0VIKoO 60 GLGTHATOC avaPOPAG: {oTotyela eBVIKOD GLOTAHATOS AVAPOPIC)

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

To amd otopatog ypron.

To apOUATICUEVO KINVIOTPIKO PUPLOKEVTIKO TPOIOV TPETEL VOL YOPTNYEITOL COLPOVA LIE TOV

akdAovbo mivako dote vo dtucpariletar pia pepovopévn doom twv 6 éog 24 mg lotilaner/kg
COUOTIKOV BApovg.

YoORoTIKO Papog yatog IeprekTikOTNTO KO 0PLOpRdg droKimv TPog yopriynon
(kg) Credelio 12 mg Credelio 48 mg

0,5-2,0 1

>2,0-8,0 1

>8,0 KoatdAnAog cuvovaspog dtokiov

T yateg copatikov Bapovg dve twv 8 kg, ypnotiomotiote Tov KoaTdAANA0 cuvdvacud omd Tig
S100éa1LEg TEPLEKTIKOTNTES, MOTE VO, EMITEVYDEL 1 GVVIGTOUEVT 060N TV 6—24 mg/kg.

9. Oonyieg Yo ™) 6®GTI) YOpRYNON

Xopnyeite To KITNVIATPIKO PAPLOKEVTIKO TPOTOV e TO GoynTo 1 €vtog 30 AemtdV PETE TO PaynTo.
IMa tov KahOTEPO EAEYYO TOV TOPACITOCEMY U0 KPOTMVEG Kl WYOAALOVGS, TO KTNVIATPIKO PApuoKko Oa
TPETEL VO, YOPNYELTAL GE Unviaio S1HCTAROTE Kot VoL cLVEXILETOL K0B' OAT T SLAPKELN TNG ETOYNG TV
YOA®V 1/Kal TOV KPOTOVOV e BACT TIC TOTIKEG ETONUIOAOYIKES KOTAGTACELS.

10. Xpoévor avapoviig

Agv 1oy0eL.

11. EIAIKEX XYNOHKEX AIATHPHXHXZ

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

Agv vTapyovv 101KEG 0dNYieg S10THPNONG Y10 GVTO TO KTNVIUTPIKO QUPUAKEVTIKO TPOTOV.

Noa pn ypnotpomoteital antd 10 KINVIATPIKO QOPUOKEVTIKO TPOidV LETA TNV Nuepounvia ANENG mov
avaypaQeToL 6To KouTi Ko 6to blister petd t cuvropoypoaeio nuepounviag Anéewg Exp. H
nuepopnvio AnEemg cuUTITTEL PE TNV TEAELTALN UEPO TOV GUYKEKPIUEVOL PV

12. Ewwkég mpo@urdacers amoppryng

Ta pappoko dev TPEMEL VOL ATOPPITTOVTOL HECH TOV AVUATMV 1 TOV OIKIOKOV OTOPANTOV.
Xp1GILOTOGTE TPOYPAUUATO, ETIGTPOPNS POPUAK®V Yo TV OTOPPIYT U1 XPTOOTONOEVT®DV
KTNVIOTPIK®V POPUUKEVTIKOV TPOIOVI®V 1 GAL®Y DAIK®OV OV TPOEPYOVTOL Amd TN YP1ON TOVS

GUUPOVE, LLE TIG TOTIKEG ATOITNOELG KOt e TUYOV 1oybovTa eBvikd cuotiuate cvAloyne. Ta pétpa
OVTA ATOCKOTOVV GTNV TPOGTAGia TOV TEPPAALOVTOC.
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2opPovievbeite Tov KTNVIATPO GaAG Y10 TOV TPOTO ATOPPLYNG TOV YPNCLLOTOMOEVTOV QOPUAKOV.

13. Toe&vépunon TOV KTNVIETPIKAV QUPUIKEVTIKOV TPOTIOVTMV

Kmviatpkd @opprokeutikd mpoiov xopnyoOUEVO LLE KTNVIOTPLKY] GLVTOYY.

14. ApwOpoi doc1og KOKLOQOPIOG KOl GVGKEVHGIEG
EU/2/17/206/016-023

Ta dokia cvokevdlovtar og blister aAovpviov/ aAovpviov, o€ YEAPTIVO KOVTL.
Ta dokia ¢ kéBe meplekTiKOTNTOG daTifevTOl 08 Guokevaoies Tov 1, 3, 6 1 18 diokimv.

Mmopei va, unv KokAo@opoHV OAEC 01 GLCKEVUGIEC.

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

{(MM/YYYY}

Aentopepeic TANpo@opiec Yo 10 v AGY® KTNVIATPIKO QOPHOKEVTIKO TPoiov eivan dtabéaipeg ot
Baon dedopévav g EE yio ta kmviozpikd wpoiovta (https://medicines.health.europa.eu/veterinary).
16. Xtoyycio emKolvoviag

Kéroyoc tne ddstag KukAo@opiac Kol GTOLYELN EMKOWMVIOS YO TNV 0va@opd TavoloyoOLeEV®V
OVETIOOUNTOV EVEPYELDV:

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

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

Peny0auka bnarapust
Tem: +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 PV.NLD@elancoah.com
Eesti Norge

Tel: +372 8807513 TIf: +47 81503047

PV .EST@elancoah.com PV.NOR@elancoah.com



EApGoa Osterreich

TnA: +386 82880137 Tel: +43 720116570
PV.GRC@elancoah.com PV.AUT@elancoah.com
Espaiia Polska

Tel: +34 518890402 Tel.: +48 221047306

PV .ESP@elancoah.com PV .POL@elancoah.com
France Portugal

Tél: +33 975180507 Tel: +351 308801355
PV.FRA@elancoah.com PV .PRT@elancoah.com
Hrvatska Roménia

Tel: +36 18088411 Tel: +40 376300400
PV.HRV@elancoah.com PV.ROU@elancoah.com
Ireland Slovenija

Tel: +44 3308221732 Tel: +386 82880093
PV.IRL@elancoah.com PV.SVN@elancoah.com
island Slovenska republika
Simi: +45 89875379 Tel: +420 228880231
PV.ISL@elancoah.com PV.SVK@elancoah.com
Italia Suomi/Finland

Tel: +39 0282944231 Puh/Tel: +358 753252088
PV.ITA@elancoah.com PV.FIN@elancoah.com
Kvnpog Sverige

TnA: +386 82880096 Tel: +46 108989397
PV.CYP@elancoah.com PV.SWE@elancoah.com
Latvija United Kingdom (Northern Ireland)
Tel: +372 8840390 Tel: +44 3308221732
PV.LVA@elancoah.com PV.XXI@elancoah.com

IMopaockevootig vrevduvoc yio TV areAevEpmon TV ToPTidwWV:

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

17. Alheg minpo@opisg

To Lotilaner, éva kaBapd evavtiopepéc amd tnv Katnyopia g 1605AL0AIVNG eval dpacTiKO EvavTl
tov YoMV (Ctenocephalides felis ko Ctenocephalides canis) KaOdg kol TV Kpotdvev (Ixodes
ricinus).

To lotilaner givot évog 1oyvpdg avacToALng S100A®Y YAMPIOL TOTOL Y-aptvoBouTupLKoD 0&Eog
(GABA), pe anotéhespo Tov Tayd 0vato KpoTdVmV Kot WOAA®V. L& UEAETEG in Vitro, 1| SpacTIKOTI T
tov lotilaner Kot opiopUEVEV €10MV 0pHPOTOd®V dEV EXNPEAGTIKE OO TNV AVTIOTOOT) GE YAWDPLOVYES
0pYOVIKEG EVOGELS (KUKAOOLEVLD, LY. dLEAOPIVT)), POvLAOTTLPALOAES (.. PUTPOVIAY]), VEOVIKOTIVOELON
(m.y. wdaxrompion), poppopudives (m.y. aprpaln) Kot topebpoetdn (m.y. Komepuedpivn).

IMa toug yoAAovG, 1 Evapén g dpdong ivarl evtdg 12 @pdv amd Ty TPOoKOAANGT Kot Yio didpKeLd
€VOG UNVOL LETA TN XOPTYNOT TOL TPoiovTog. Ot yoAlotl mov Bpickovtal mhve 6to {Ho Tpv amd T
yopnynon Bavatmdvovial evtog 8 wpav.
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T Tovg kKpOTWVES, N évapén TG Opdong givarl evtog 24 @pdv amd TV TPOGKOAANGN Kal Yo O1dpKeLn
€VOG UNVOL LETA TN XOPNYNOT TOV TPoiovTog. Ot KpOT®VEG TOL Ppickoviol Tavm 6To (MO TPV amd 1
yopnynon Bavarmvovtol evtog 18 mpav.

To KTNVIATPIKO PUPHAKEVLTIKO TPOTOV GKOTMVEL TOVE VITAPYOVTEG YWOALOVG KaOMDG Kol ekEIVOVE TOV
£€XOVV HOMG ELPOVIOTEL TAVO GTIC YATEG, TPV UTOPEGOLV VO, YEVVIIGOLV avyd. Emopévac, 1o tpoiov
dwokontel Tov KOKA0 (NG TV YOAA®V Kot OTOTPETEL Tr LOAVVGT] TOL TEPIPAAAOVTOC amd YOAAOVG,
O€ MEPLOYES OTOL 1 YATO £XEL TPOSPaon.
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