ITAPAPTHMA 1

HEPIAHYH TON XAPAKTHPIZTIKQN TOY ITIPOIONTOX



1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX
NexGard 11 mg poacopeva diokia yio okdlovg 2—4 kg

NexGard 28 mg pocopevo diokia yio okoiovg >4-10 kg

NexGard 68 mg pacopeva diokia yio okvlovg >10-25 kg

NexGard 136 mg pacodpeva diokio yio oxdrovg >25-50 kg

2. IMOIOTIKH KAI ITOXOTIKH XYNOGEXH

Kabe pacmpevo dickio mepiéyet:

APOOTIKO GVGTATIKO:

NexGard Afoxolaner (mg)
noo®ueve diokia yio okvlovg 2—4 kg 11,3
poacopeva diokia yio okviovg >4-10 kg 28,3
pooopevo diokia yio okdlovg >10-25 kg 68
pooopevo diokia yio ckdilovg >25-50 kg 136

BA. Tov TAMp1 KoTAAOYO €KOOYWV GTO KEPAALO 6.1

3. DOAPMAKOTEXNIKH MOP®H

Mooopeva diokia.

AWIOTIKTO KOKKIVO £0G KOKKIVOTA KOQE, KUKAKOD oynuatog (diokia yio okvlovg 2—4 kg) 1
opboydviov oynuatog (dtokia yia okdrlovg >4-10 kg, diokia yio okdAovg >10-25 kg kot diokio yio
okvAovg >25-50 KQ).

4, KAINIKA XTOIXEIA

4.1 Eion {oov

2KOAOL.

4.2 Ogpamevtikég evocitelg mpooodropilovrag to cion {hwv

Bepomeio TOV TOPASITAOCENDV amd YOALOLG 6€ okVAOVG (Ctenocephalides felis xon C. canis) Yo
TovAdyioTov 5 gfdopadec. To mpoidv pmopel vo ypnoiporombel mg uépog g otpatnyikng Bepomeiog

Yo Tov EAeyy0 TNG AAAEPYIKNG 0mtd YOALovg depuartitidag (AFPA).

Bepomeio TOV TOPASITAOCEDV AO KPOT®VEG 6€ oKVOAOVG (Dermacentor reticulatus, Ixodes ricinus,
Ixodes hexagonus, Rhipicephalus sanguineus). Mia Ogpameion GKOTMVEL TOVG KPOTMVES Y10l MG KL EVOL

prva.

Ot yOAAOL KOl 01 KPOTMVES TPETEL VO TPOGKOAAN 00UV 6TOV EEVIGTN Kol VO, apyicovV To yedua,
TPOKEWEVOL VO, EKTEDODV OTN dPUCTIKY VG,

Oepancio TG depodnkmong (mpokarovpevn and Demodex canis).

Oepomeio TNG GAPKOTTIKNG YDPOG (Tpokakoduevn and Sarcoptes scabiei var. Canis).



4.3  Avrevdsieag

No unv ypnoLOTOLEITAL GE TEPIMTMCELS VIEPELAITONGING GTO dPACTIKO CLGTATIKO, 1| O KATO10 ATd
TaL £€KS0Y0.

4.4  E0wkéc mpoEtdomToncELs Yo, Ka0e gidog {Mov

Ta Tapdotto TPETEL VO apyicovy To yedua endvm otov Egvioth Yia va ektebovv otnv afoxolaner,
EMOUEVWOS, N TOOVOTNTA TG LETASOONC TV OO TO TAPAGITO, LETASIOOUEVOV VOOT|LAT®V, OV Umopel
va amokAelcOel.

4.5 Iowitepes mPoPUAAEELS KATA TN Y P1joN)

[dwaitepeg Tpo@LAGEELS KaTd T Ypnon o Lha

Ab6y® NG amovciag dtabéoiuwv dedopévav, 1 Bepaneio twv KovTafirdv nhikiog KpdTEPNS TOV
8 efoopadmv kavnq oxvrmv mov Quyilovv Atydtepo amod 2 kg Oa mpénel va Paciletor otnv ektipnon
OPELELG-KIVOLVOD amtd ToV LTeHOLVO KTNVIATPO.

Idwaitepeg Tpo@LAGEELS TOL TPEmer vo AouBavovTal amd To (TOUO TOL YOPNYEL TO QUPUOKEVTIKO

TPoidv e (ha

IMo vo amotpéyete Ty TPOGROCT) TOV TUSDV GTO KTIVINTPIKO QUPLOKEVTIKO TPOIOV, OPUPESTE
Hovo éva pacopevo diokio kébe opd and to blister. Exovatomobemote to blister pe ta
EVOTOUEIVOVTO LOCOUEVH SLoKia LEGO 6TO EEMTEPIKO KOVTL TG CVGKELOGING TOL TPOTOVTOC.

[ThOvete ta yépla oag PeTd TO XEPIGUO TOL TPOIOVTOC.
4.6  AvemOounteg evépyeleg (ovyvoTnTe Kol cofapotnta)

"Hmio yootpevtepikd copntdpota (EPETOG, d1dppoia), Kvnouog, Anbapyos, avopeéio, kot vevporoyukd
ocvpntopata (oracuol, atatio, poikdg Tpopog) Exovv avagepbei ToAd ordvia. Ot teplocdTEpPES
avembounteg evépyeleg mov avoeépiniay fray avtomeproptlopeves kat Ppoyeiog d1dpKeLog.

H ocvyvomta tov averbountov evepysidv kabopiletol og akorlobbmg:

- oAb ouyvn (meptocdTepo amd 1 ota 10 vd Bepomeio (da Tapovoidlovy avemBOuNTEC
EVEPYELEQ)

- ouyvn (meprocodtepo and 1 adrhd Ayotepo and 10 {ma ota 100 vro Bepaneio (Har)

- un cvvnoicpévn (mepiocdtepo amd 1 aAld Ayotepo omd 10 (oo oto 1000 vd Oepameio (do)

- onavia (teprocdtepo omd 1 aArd Aryotepo and 10 {oa ota 10.000 vrd Bepancio Lma)

- ToAD omavia (Ayotepo amo 1 ata 10.000 vid Bepaneio (da, copneptiapfovouévov
UEUOVOUEVOV OVOPOPDY)

4.7  Xphon Katd TNV KONG61), TN YoAov)ia 1] TNV ®OTOKIN

g EPYOOTNPLOKEG LEAETEC GE OPOVPAIONG Kl KOUVELLD OeV OlomioT®ONKay amodei&elg Tepatoyéveong
1 SQUGUEVELG EMMTADOCELS GTIV AVOTAPAYMYIKTH IKAVOTNTO TOV OPCEVIKAY Kot ONAvK®V.

H acpddeia Tov kviaTpikod QOPROKEDTIKOD TPOTOVTOG G GKOAOVE OVATOPUY®YNG 1 KATA TN
SLapKeEL TNG EYKLHOGVVNG Kol TG YaAovyiag, oev éxetl emPePormbel. Xpnopomomote 10 povo
GUUPMOVO, [LE TNV EKTIUNOT ®PEAELNC-KIVOHVOL amtd Tov vehBuvo KInviatpo.

4.8 Alniemopaocsig pe GALO QUPUOKEVTIKA TPOIOVTA Ko GAAeg popPéc alnieniopacg

Agv givon yvootn kopio.



4.9 Aocoloyio Kol TPOTOS YOPNYNONG

Ta amd Tov otdpaTOg YOPNYON.

Aocoloyia:

To mpoidv mpénel va yopnyeitar og pia d6om and 2,7-7 mg/ Kg copotikod Bapovg copuemva ue Tov

okoiovbo mivaka:

YopaTiko Bapog

MeprekTIKOTNTO KO APLOpog TOV HOGCOUEVOV JIGKIMV TPOS yopiynon

okvrov (kg) NexGard 11 mg | NexGard 28 mg | NexGard 68 mg | NexGard 136 mg
2-4 1
>4-10 1
>10-25 1
>25-50 1

T oxvAovg Gve Tov 50 Kg copotikod Bapovs, ¥pNeILOTOMOTE TOV KOTIAANA0 GuVOVAGUO
HACHUEVODV OoKIMV StapopeTikng/idtog mepiekTikdtToc. To diokia o Oa mpémet va diapebovv.

Tpoémog yopnynong:
Ta diokia givol LOCOUEVA Kot EDYELGTA Y10, TA TEPIOTOTEPA GKLALL. EGv 0 okhA0g dev déxeTan Tal
dlokia uesa UTopovv va, xopnyndovv pe v Tpoon.

Hpdypaupa Bepaneiog:

Ocpameio TV TOPOCITOTEDY OTTO WOALOVS KOl KPOTWVES:

Mnviaio pecodiactipata Kod’ OAn v mepiodo Tmv YOAM®Y KoV ToV KPOoThV®V, e Bdon Tig
TOTIKEG EMONUIOAOYIKEG GUVONKEC.

Ocporeio. ¢ OeroonKwong (Tpoxalovusvy amd Demodex canis)

Mnviaia yopriynom tov Tpoidvtog pExpt va AneBodv 600 apvntikd EEGpata dEPIATOG e dtopopd evog
piva. Ta coPfapd TeploTatikd UTopEl va omottovy TapaTETAUEVES Unviaieg Oepameieg. Aedopévov 6tL
1N depodnKmon givar pio ToAvTopayovTikn acBévela, 0Tav gival SuvaTdV, GUVIGTATOL ETIONG ™
KOTAAANAY OVTILETMOMIOT OTOLUGONTOTE VITOKEILEVIC VOGOV.

Ocpameio TS GOPKOTTIKAGS WOPAS (TPOKAAOVUEVT| aTd Sarcoptes scabiei Var canis):

Mnviaio yopRynon Tov Tpoidviog yio 600 cuveyoduevoug unves. Emmiéov unviaieg yopnynoeic tov
TPOTOVTOC Umopel va amattovvTon pe Pdon v a&loldynon e KAWIKNG E1KOVaG Kot To, EECUATO, TOV
d€pLOTOC.

4.10 Ymepdocoroyia (COUTTONOTA, RETPO. AVTIUETATICNG, OVTIOOTO), EAV EIVAL OTOPAITITO
Agv mapatnpnOnkav avemBounteg evépyeiec og vy kovtdpio Beagle niikiog dve tov 8 efdouddmy,
otav éhafav pe Oepameia 600m S-TAdcia TG UEYLETNG, ETOvVOrouUPavouevn 6 popEg o
pecodacTNUATA 000 £0G TECTUP®Y ERSOUAOMV.

4.11 Xpovog(or) avopovig

Agv omarteitot.

5. OAPMAKOAOTI'IKEX IAIOTHTEX

Ddoppokobepamentikn ouddn: EEwmapacitoktova ylo GLGTNUATIKY YP1ON.
kwdwog ATCvet : QPS3BEOL.



51 ®@oppokodvvoptkés 1010TNTEg

H afoxolaner givar éva evTOHOKTOVO Kot 0KOPEOKTOVO TOL AVIKEL 6TV O1KoYEVELl TG isoxazoline. H
Afoxolaner pa otig Bécelg GVVIEONS TV SLAVA®Y TOV 1OVIOV YAW®PIoL, E101KOTEPA OTIG BEGELG TOV
vevpodiafiBactn y-apvopovtuptkd 0&0 (GABA), epmodilovtag £T61 Tpo-Kol LETO-CLVOTTIKN
UETAPOPE, TOV 1OVTOV YA®PIOL KATO UNKOG TOV KUTTOPIK®Y HLEUPPAVOY. AVTO £XEL MG ATOTEAEG L
NV aveEEAEYKT OpOoTNPLOTNTO TOL KEVIPIKOD VELPIKOD GUGTHIOTOG Kol TO BAvaTO TV EVIOU®V 1
TV akdpewv. H emiextikn to&ikdtnra tng afoxolaner peta&d tov evioumv/oKapemv Kol TOV
Onrlaoctikodv umopei va cuvaydei amod ) dapopetikn svarsncio Twv vrodoyéwv GABA tov
EVIOUOV/AKAPEDV G GYECT LE TOVG LTOJOYELG TV BNAUCTIKGMV.

H afoxolaner givar dpactikn Evavit tov evniikov yorlov kabohg eniong Kot d1apopmv eidmv
Kpotdvav, onws Dermacentor reticulatus xou D. variabilis, Ixodes ricinus xou I. scapularis,
Rhipicephalus sanguineus, Amblyomma americanum xon Haemaphysalis longicornis.

To NexGard okotdvet Tovg WOAAOVG péca e 8 hpeg Kot Tovg KPOTmVEG péca og 48 dpec.

To Tpoidv GKOTMVEL TOLEG YOALOVE TPV TNV TOPAYMYN AVYDV KOl ETOUEVOG ATOTPETEL T LOAVVOT| TOV
€VO00IKLOKOV TTEPPAALOVTOG.

52 ®@appoxoxiviTiKG cToLy gl

Metd v and Tov 6TOHATOG XopNYNoN o€ okvAovg, 1 afoxolaner eiye vynAn cvotnuatiky
amoppoenon Letd ™ yopnynon. H andivtn Prodwbecipdotto rav 74 %. H péon péyiot
ovykévipoon (Cmax) ftov 1.655 + 332 ng/ml oto nhdopa otig 2—4 dpeg (Tmax) petd omd d6om

2,5 mg/ kg afoxolaner.

H afoxolaner katavépetal 6Tovg 16T00¢ pe dyko Koravoung 2,6 + 0,6 1/ kg kat cvotnpotikn
exkaBdpion 5,0 £ 1,2 ml/hr/kg. O tehikog xpovog nuicelog {ong etvon tepimov 2 fdopddeg oTovg
TEPIOCOTEPOVS TKOAOVGE, TOPOAD 0VTE, 0 YPOVOG Nuicela (NG UTopel va SLapEPEL OVAIETT GTOVG
oKVAOVG (T.y. o€ o perétn, 1o ty ota Collies ota 25 mg/kg copaticod Bapovg frav £mg

47.7 nuépeg) yopig emintmon 6TV ac@ArELd. [n-vitro melpdpoto. kKatédei&ay Ott 6gv mapovctaleTol 1
P-yAvkompwteiv og avtiio ekpong, enifefoidvoviog twg 1 afoxolaner dev givatl vmdoTpO U Y100 TOVS
petoeopeig P-yAvkonpmreivic.

H afoxolaner oto oxOA0 petafoliletar o€ mEPIGTOTEPO VOPOPILEG EVAGELG KOL GTI GUVEXELN
e€aleipetar. Ot petaforiteg kot n unTpIKn ovsio amoPAALOVTAL OO TO GO LEGH TWV OVPOV KOl
NG YOANG LE TNV TAEOYN QL0 Va. amekKpiveTal ot YoAn. Agv éxovv moapatnpndel evdeielg
EVIEPONTOTIKOV UETOPOMGHOD.

6. OAPMAKEYTIKA XTOIXEIA
6.1 Kotaloyog ekdoywv

Maize starch

Soy protein fines

Beef braised flavouring
Povidone (E1201)

Macrogol 400

Macrogol 4000

Macrogol 15 hydroxystearate
Glycerol (E422)
Triglycerides medium-chain

6.2 Kopieg aooppatotnteg

Agv epapuodletat.



6.3 Awdpkera Long

Avdpxela {Ong TOL KTNVIOTPIKOV QAPUAKEVLTIKOD TPOIOVTOG CULPMOVA LLE TT) GLCKELOAGIO TOATONG:
3 xpovia.

6.4 Idwitepeg mpoPuAAEelS KOTA T QOAUEN TOV TPOTOVTOG
Agv vapyovVv e101KEC 00N YiEC S1aTHPNONE Y10 OVTO TO KINVIATPIKO POPLOKEVTIKO TPOTOV.
6.5 ®@Yon ko 6HVOEST] TG GTOLYELDOOVS GVOKEVUGING

To KTV1aTPIKO PUPHAKELTIKO TPOTOV VOl OTOUIKE GUCKEVACUEVO GE BEPLUKA CUYKOAATLEVES
koyéreg (blisters) amo PVC pe yaptodeto arovpivio (Aclar/PVC/AIU).

"Eva ydptivo kovti mepiéyet 1 koyéln (blister) tov 1, 3 | 6 poocodueveov diokiov 1 3 koyéleg (blisters)
TV 6 poocopevav dlokiov 1 15 koyéreg (blisters) tov 1 pacopevov diokiov.

Mmopei va, unv KokAo@opoHV OAEC 01 GLCKEVUGIEG.

6.6 Edwkéc mpo@uraiers amoppiyng evog yp1oromot)0£vTog KTNVINTPIKOY QUPLOKEVTIKOD
TPOIOVTOG 1 GALOV VAIK®V TOV TPOEPYOVTAL UTTO T1] (PTG TOL TPOIOVTOGS, AV VITAPYOVY

Ka6e un ypnoyomon8év knviatpikd eoprokeLTIKO TPOIOV 1 U XpNoLHomomBévto VTOAEIUUATA TV
KTNVIOTPIK®V POPUIKEVTIKOV TPOIOVIMV TPENEL VA ATOPPITTOVTIOL COUP®VA UE TIG 10Y00VoEG £0ViKEG
OTTOLTHOELG.

7. KATOXOZX AAEIAYX KYKAO®OPIAX

Boehringer Ingelheim Vetmedica GmbH

55216 Ingelheim/Rhein

I'EPMANIA

8. APIOMOZX(OI) AAEIAY KYKAO®OPIAX

EU/2/13/159/001-020

9. HMEPOMHNIA IMPQTHXE ET'KPIZTHX/ANANEQYXHY THX AAEIAX
Hugepounvia 1 &ykpiong: 11/02/2014

Hpepounvia tekevtaiog avavémong:  19.12.2018

10.. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY
{HH/MM/EEEE}

Agntopepeic TANPOQOPIES Y10 TO €V AOY® KTNVIATPIKO QOPLOKEVTIKO TPoidv diatibevTol atov
diktvoko tomo tov Evponaikod Opyaviopod @apudxov (http://www.ema.europa.eu).

AIIATOPEYXH INQAHXHX, AIAGEXHX KAI/H XPHXHX

Agv 1oy0eL


http://www.ema.europa.eu/

ITAPAPTHMA 11
A. HAPATIQIrox YIIEYGYNOZX I'TA THN AIIOAEXMEYXH TQN ITAPTIAQN
B. OPOI H HEPIOPIZMOI IIOY A®OPOYN TH AIAGEXH KAI TH XPHXH

I ENAEIEH TQN ANQTATQN OPIQN KATAAOIIIQN (AOK)



A. HAPATIQI'OI YHEYOYNOI I'TA THN AIIOAEEMEYXZH TQN ITAPTIAQN

‘Ovouoa kot d1evfuven Tov Topay®wyol Tov eivol VITELOVVOC YO TNV TOOEGLEVTT] TV TUPTIOMV

Boehringer Ingelheim Animal Health France SCS
4 Chemin du Calquet

31000 Toulouse

France

B. OPOI HIIEPIOPIXMOI THX AAETAYX KYKAO®OPIAL, ITIOY A®GOPOYN TH
ATA®EXH KAI TH XPHXH

Noa yopryeitar LOvov e KTNVIOTPIKT GUVTAYT).

I  ENAEIZH TQN ANQTATQN OPIQN KATAAOIIIQN (AOK)

Agv amottovvTot.



ITAPAPTHMA 111

EINIXHMANXH KAI ®YAAO OAHI'IQN XPHXEQX



A. EINIIXHMANXH
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IMAHPO®OPIEX IIOY ITPEIIEI NA ANATPA®ONTAI XTHN EZEQTEPIKH XYXKEYAXIA

Xaptivo xouti

‘ 1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

NexGard 11 mg pacdpeva diokia yio okdolovg 2—4 kg
NexGard 28 mg pacopeva diokia yio okbiovg >4-10 kg
NexGard 68 mg pacopeva diokio yio okbiovg >10-25 kg
NexGard 136 mg poacodpeve diokio yia okvAovg >25-50 kg

afoxolaner

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

Afoxolaner 11,3 mg
Afoxolaner 28,3 mg
Afoxolaner 68 mg

Afoxolaner 136 mg

3. OAPMAKOTEXNIKH MOP®H

Moacopeva dtokio

4, YYXKEYAXIA

1 poocwpevo diokio
3 Hoodpeva SloKio
6 pooopeva dlokio
15 pacodpeva diokio
18 poocopeva diokio

5.  EIAOX(H) ZQOY(QN)

YkvAot 2—4 kg
YkoAor >4-10 kg
Zxovior >10-25 kg
Zxovior >25-50 kg

| 6. ENAEIZH(EIX)

‘ 7. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

AwBdote T0 POALO 0NV YPAONG, TPV ATd TN YPNON.
Amd 10V GTONATOG XOPTYNOT).

11



‘ 8. XPONOX ANAMONHX

‘ 9. EIAIKH(EX) ITPOEIAOIIOIHXZH(EIY), EAN EINAI ATIAPAITHTH(EYX)

AlofacTe T0 QOALO 0INYIOV XPNCEMG, TPV OO TN XPTON.

‘ 10. HMEPOMHNIA AHZHX

AHEH {pnvag/étog}

‘ 11. EIAIKEX XYNOHKEX AIATHPHXHX

12.  EIAIKEXZ [TIPO®YAAZEEIX ATTIOPPIYHX ENOX XPHXIMOIIOIHOENTOX
KTHNIATPIKOY ®PAPMAKEYTIKOY IMPOIONTOX 'H AAAQN YAIKQN IMOY
IMPOEPXONTAI AITO TO IMPOION,AN YITAPXOYN

Anoppiym: Aafdote To OAAO 0dNyL®V YPNOTE.

13.  OI AEEEIX «<AITIOKAEIXTIKA I'lA KTHNIATPIKH XPHXH» KAI OI OPOI'H OI
HEPIOPIZEMOI IIOY IZXYOYN XXETIKA ME TH AIAOEXH KAI TH XPHXH, AN
YITAPXOYN

AmorAeloTikd yio kTnviatpikn xpnon. Na datifetal povov Le KTVINTPIKY CUVTOYT.

14.  OI AEEEIX «NA ®YAAXXETAI XE OEXH, THN OIIOIA AEN BAEIIOYN KAI AEN
NNPOXEITIZOYN TA ITAIAIA»

Na puAdooetor o 0éom, TV onoia dev PAETOLY Ko dev Tpoceyyilovv Ta TadLd.

15. ONOMA KAI AIEYOYNXZH TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Boehringer Ingelheim Vetmedica GmbH
55216 Ingelheim/Rhein
TEPMANIA
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‘ 16. APIOMOZXZ(OI) AAEIAX KYKAO®OPIAX

EU/2/13/159/001
EU/2/13/159/002
EU/2/13/159/003
EU/2/13/159/004
EU/2/13/159/005
EU/2/13/159/006
EU/2/13/159/007
EU/2/13/159/008
EU/2/13/159/009
EU/2/13/159/010
EU/2/13/159/011
EU/2/13/159/012
EU/2/13/159/013
EU/2/13/159/014
EU/2/13/159/015
EU/2/13/159/016
EU/2/13/159/017
EU/2/13/159/018
EU/2/13/159/019
EU/2/13/159/020

‘ 17. APIOMOZX ITAPTIAAX TAPAT'QI'HX

Moptida

13



EAAXIXTEX TAHPO®OPIEX ITOY IIPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
TYIIOY BLISTER 'H XTIX TAINIEX

Blister

‘ 1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

NexGard 11 mg oxbror 2—4 kg
NexGard 28 mg cxdiot >4-10 kg
NexGard 68 mg oxvAor >10-25 kg
NexGard 136 mg okviot >25-50 kg

afoxolaner

tad

‘ 2. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

= Boehringer
||||I Ingelheim

‘ 3. HMEPOMHNIA AHEZHX

EXP

4, APIOMOZX ITAPTIAAX

Lot

5. OI AEZEEIX «<ATIOKAEIXTIKA I'TA KTHNIATPIKH XPHXH»

ATOKAEIOTIKA Y10, KTNVIOTPIKN (PN oM.

14



B. ®’YAAO OAHI'TQN XPHXHX

15



DOYAAO OAHI'TQN XPHXHX:
NexGard 11 mg pasopeva diokia yio 6kvrovg 2-4 Kg
NexGard 28 mg pacopeva diokia yro okdrovg >4-10 kg
NexGard 68 mg pasdpeva diokia yra okviovg >10-25 kg
NexGard 136 mg pacopsve. diokio yio okviovg >25-50 kg

1. ONOMA KAT AIEYOYNXH TOY KATOXO0Y THX AAETAYX KYKAO®OPIAYX KAI
TOY KATOXOY THX AAEIAX ITAPATI'QI'HE I1OY EINAI YIIEY®OYNOX I'TA THN
AITIOAEEMEYZXH ITAPTIAQN XTON EOX, E©@OXON EINAI AIAQ@OPETIKOI

Kdartoyoc g ddetoc kukhoopiag:
Boehringer Ingelheim Vetmedica GmbH
55216 Ingelheim/Rhein

TEPMANIA

Topoymydc vrevbuvvog yio TNV aneAevdipmon TV TaPTIO®V:
Boehringer Ingelheim Animal Health France SCS

4 Chemin du Calquet

31000 Toulouse

France

2. ONOMAZIA TOY KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX
NexGard 11 mg poaocdpeva diokia yia okolovg (2-4 Kg)

NexGard 28 mg poodpuevo diokia yio okdAovg (>4-10 kg)

NexGard 68 mg pocopeva dickia yio okdrovg (>10-25 kg)

NexGard 136 mg poacodpeve diokio yio okvAovs (>25-50 kg)

afoxolaner

g XYNOEXH XE APAXTIKO(A) XYXTATIKO(A) KAI AAAEX OYXIEX

Ké0be poocmpevo diokio meptéyet:

NexGard Afoxolaner (mg)
pooopevo diokia yio okdlovg 2—4 kg 11,3
uacopeva dokia yio okdolovg >4-10 kg 28,3
poooueve diokia yio okvlovg >10-25 kg 68
pooopevo diokia yio okdlovg >25-50 kg 136

AWIOTIKTO KOKKIVO £0G KOKKIVOTH KOQE, KOUKAKOD oynuatog (diokia yio okvlovg 2—4 kg)
opBoydviov oynuatog (diokia yio okviovg >4-10 kg, diokia yio okdAovg >10-25 kg kot diokia yio
okvAovg >25-50 KQ).

4, ENAEIZH(EIX)

Bepomeio TOV TOPASITAOCEDV Ad YOALOLG 6€ okOAOVG (Ctenocephalides felis won C. canis) Yo
TovAdyiotov 5 efdopddec. To mpoidv pumopel va ypnoiponombel mg pépog tng oTpatnyikng Bepomeiog
vl Tov ELeYY0 TNG OAAEPYIKNG amd YOALOLG deppatitidag (AYA).

Bepomeio TOV TOPASITOCEDV AO KPOT®VEG 6€ oKVOAOVG (Dermacentor reticulatus, Ixodes ricinus,
Ixodes hexagonus, Rhipicephalus sanguineus). Mia Oepameio GKOTMVEL TOLG KPOTMVES Y10l EMG KL EVOL

univa.
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O yoALOL Kat 01 KPOT®VEG TPEMEL VO, TPOSKOAANB0VV 6TOV EEVIOTN Kol va apyicovv To yelLa,
TPOKELLEVOL VO EKTEBOVV GTI OPOUGTIKY OLGIOL.

Ogpamneio g depodnKkmeng (mpokoroduevn omd Demodex canis).

Ogpamneio TNG COPKOTTIKNG YOG (Tpokarovduevn ond Sarcoptes scabiei Var. Canis).

5. ANTENAEIZEIX

No unv ypnoLOTOIEITAL GE TEPMTMCELS VIEPELAITONTING GTO dPAUCTIKO GLGTATIKO, 1| O KATO10 Ao
T0, EKS0Y0.

6. ANEINNIOYMHTEX ENEPI'EIEX

'Hmio yootpevtepikd copntdpota (EPETOG, d1dppota), kKvnouodg, Anbapyos, avopeéio, kot veuporoyukd
ovuntodpata (omacpol, ata&io, Kot puikoc tpopog) xovv avapepbel ToAd omdvia™®. Ot meplocoTEPEC
avemBOUNTEG EVEPYELEG TTOL OVOQEPON KAV TOV AVTOTEPLOPILOHEVES KOl Bporyelag SLAPKELOC.

H ocvyvomta tov avemBountov evepyeimv kabopiletol w¢ akorlovbmg:

- oAV cvyvn (tepiocdtepo amd 1 ota 10 vd Bepaneio (da mapovotdlovy avemiBounTeg
EVEPYELEQ)

- ovyvn (meprocdtepo amd 1 adrhd Ayotepo and 10 {ma ota 100 vro Oepaneia (Ho)

- un cvvnbicopévn (tepiocotepo amd 1 aAdd Aryotepo amd 10 {oa oto 1000 vtd Bepaneia (da)

- ondvia (meptocdtepo amd 1 aArd Mydtepo and 10 (oo ota 10.000 vrd Bepaneia (da)

- ToAD omavia (Ayotepo amo 1 ata 10.000 vd Bepameio (da, copmepriapfovouévay
HELOVOUEVOV OVOPOPDYV)

Edv mopatnpnoete omoladnmote avemBOunTn eVEPYELD, OKOLO KOl OV OEV OVOPEPETOL GTO
eoKkAeloto DOALO Odnyrdv Xpnong 1 apePAAETE Y10 TNV ATOTEAEGLATIKOTITO TOV QOPLAKOL,
TOPUKOAEIGOE Vo EVIUEPDOETE GYETIKMOC TOV KTNVIOTPO GOC.

1. EIAH ZQQN

YKxOA0L

8. AOXOAOITA I'TA KAGE EIAOX, TPOIIOX KAI OAOX(OI) XOPHI'HXHX

T amd Tov 6TOHATOG YOPTI YN ON.

Aocoroyio:
To npoidv mpémel va yopnyeitoan cOLPOVA [E TOV 0KOAOVOO Tivaka Y10 va dtucpoliotel pio d0om TV
2,7-7 mg/ kg copotikod Bapovg:

Y ONaTIKO Bapog IeprekTIKOTNTO KO 0PLOROG TOV HOCOUEVAOV SIGKIOV TPOS yopnynon

okviov (Kg) NexGard 11 mg | NexGard 28 mg | NexGard 68 mg | NexGard 136 mg
2-4 1
>4-10 1
>10-25 1
>25-50 1
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I'a oxdrovg ave tov 50 kg copatikod Bapovs, YPNCYLOTOGTE TOV KOTAAANAO GUVOLOCUO
HLOCGOUEV®V O10KIOV SLAPOPETIKNG/ 010G TEPIEKTIKOTNTUC.
Ta diokia 6g Bo Tpémet va diapebovv.

IIpoypauua Oepaneiog:

Ocpameio TV TOPOCITOTEDY OTTO WOALOVS KOl KPOTWVES:
Mnviwoio pecodtootipato kKod’ 6An v tepiodo Tav YHAA®V Kaut ToV KpoTodvmv, pe fdon Tig
TOTKEG EMONLUOAOYIKEG GLUVONKEC.

Ocpansio ¢ deuoonrwong (mpoxkoroduevn and Demodex canis)

Mnviaia yopRynon Tov Tpoioviog uéypt va Anebovv 600 apvntikd EEGLOTO dEPUATOS LE SLOPOPA EVOC
uiva. Ta coPfapd TEPIOTATIKA UTOPEL VO, OTaLTOVY TAPAUTETOUEVES Unviaieg Oepameieg. Asdopévov OtL
1N depodnKmon givar pio ToAvTopayovtikny acBévela, 0Tav gival SuvaTdV, GUVIGTATOL ETIONG T
KATOAANAY] OVTYLETMOTIOT) OTOLLGONTOTE VILOKEIUEVNG VOGOU.

Ocpancio ¢ copkonTikic wapags (Tpokalovuevn amd Sarcoptes scabiei Var canis):

Mnviaio yopiynon Tov TpoidvTog yia 600 cuveyopevoug unves. Emmiéov unviaieg yopnynoeis tov
TPOTOVTOC Umopel va amattovvTon pe Pdon v aloldoynon e KAWIKNG EKOVAG Kot To, EECUATO, TOV
dépuoToc.

9. OAHT'IEX I'TA TH ZQXTH XOPHI'HXH

Ta drokior NexGard givol pacodpeva Kot 0YELGTA Y10 T0, TEPIGGOTEPO. 6KLALA. Edv 0 oxdAog dev
déyetan Ta O1oKia AUESH UTOPOVV Vo xop1yndohv Ue TV Tpoe.

10. XPONOXZ ANAMONHZX

Agv avapépeTal.

11. EIAIKEX XYNOHKEX AIATHPHXHX

Na puAdooetol o 06om, TV omoia dev PAETOLY KoL dev Tpoceyyilovv Ta ool

Noa pn ypnoipomoteital antd 10 KINVINTPIKO QOPUOKEVTIKO TPOIdV LETA amd TNV NUepounvio ANENG
7oV avaypapetatl 6to Kouti petd 1o AHEH. H nuepounvia Anéemg ocvpmintet pe v tehevtaio nuépa
TOL GUYKEKPIHEVOL UV

Agv vapyovV e101KEC 00N YieC S1aTHPNONE Y10 OV TO TO KINVIATPIKO TPOioV.

12. EIAIKH(EX) TIPOEIAOIIOIHXH(EIX)

Ewdwéc mpoerdonmomoels yio kabe €160 6tdy0c:

Ta mapdoito Tpémel va apyicovv To yebpo endvm otov EEvioth Yo va ektebovv oty afoxolaner,
EMOUEVMG, M TOAVOTNTO TNG HETADOCTG TV OO TO, TAPACITO UETASIOOUEVOV VOG|UAT®YV, dEV UTOpPET
Vo omoKAEIGHEL.

Ewiég mpopuAddéels yia ) yopriynon oto {da:

A6y NG amovciag dtabéoiuwv dedopévav, 1 Bepaneio Twv KovTafirdv niikiog KpdTEPNS TOV

8 efoopadmv karMq okdlmv mov Quyilovv Atydtepo amod 2 kg Oa mpénel va Paciletal otny ektiunon
OEELELOC-KIVODVOL Ao TOV LITEVBVVO KTNVviaTpo.
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Idwitepec mpouAdeic mov mpémet va AauBdvovior amd To GTOUOo TOL YOPNYEL TO APUOKEVTIKO
mpoidv oe Lho

IMao vo amotpéyete Ty TPOGROCT) TOV TUSDV GTO KTIVINTPIKO QUPLOKEVTIKO TPOIOV, OPUPESTE
Hovo éva pacopevo diokio kébe opd and to blister. Exovatomobetmote to blister pe ta
EVOTOUEIVOVTO LOCOUEVH SLoKio LEGO 6TO EEMTEPIKO KOVTL TG CVGKELAGING TOL TPOTOVTOC.
ITAVvete Ta YEplo 6aG LETA TO XEPICUO TOVL TPOTOVTOGC.

Eyxvpocivn kot yorovyio:

Y€ epyaoTNPLOKEC LEAETEG GE 0POVPAIOVS KOl KOVVEALD OEV SAMIGTMOOMKAV 0modei&elc TepaToyEVEDTG
N SVGUEVEIG EMMTAOCELG GTNV OVOTOPAYMYIKT IKAVOTNTO TOV OPCEVIKOY Kot OnAvkmdv. H acpdieia
TOV TPOIOVTOG GE GKOAOVLE OVATOPUY®YNG 1) KOTA TN SEPKELD TNG EYKVUOCHVNG Kot TNG YoAovyiog dgv
€xetl kabopiotel. XpNOUYOTOOTE TO LOVO GUUP®VA LE TNV EKTIUNOT OEEAELNG-KIVOOVOL altd TOV
vrevduvo KTnvioTpo.

Yrepdocoroyia (CUURTOUOTA, LETPO AVTLLETATIONG, OVTIIO0TA):

Aev mapatnpridnkav avembounteg evépyeieg oe vy kovtdfia Beagle nlikiog ave tov 8 efdopddwv,
otav éhapav pe Bepameia 600m S-TAGGI0 TG PEYLOTNG, ETAVOAAUBAVOUEVT 6 POPES OE
pecodtactipato 2-4 foouddmv.

13. EIAIKEX TIPO®YAAZEEIX AITOPPIYHX ENOX XPHXIMOIIOIHOENTOX
KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX 'H AAAQN YAIKQN IIOY
IMPOEPXONTAI AITIO TH XPHXH TOY IIPOIONTOX

ZopPovievbeite Tov kKTNViaTPOd GaOC Yo TOV TPOTO ATOPPIYNC TOV ¥PNCILoToMBEVTOV Pappakwy. Ta
UETPA OVTA OTOGKOTOVV GTIV TPOGTACiH TOL TEPPAALOVTOG,.

14. HMEPOMHNIA THX TEAEYTAIAY EI'KPIXHX TOY ®YAAOY OAHI'TQN
XPHXEQX

Aentopepeic TANPoQOopiEg Y10 TOV TOPOV KTIVIATPIKO QOPUOKEVTIKO TPOidV dlaTiBeVTOL GTOV S1KTLAKO
t6mo tov Evponaikod Opyaviouod Papudkov otn dievbovon (http://www.ema.europa.eu).

15. AAAEX IAHPO®OPIEZ

H afoxolaner givor éva evTOHOKTOVO Kot 0KOPEOKTOVO TOL OVIKEL 6TV O1KOYEVELR TNG iSoxazoline.
To NexGard &ivat 6pactikd Evavtt Tov eviAikov YOIV Kobmg eniong Kot S1apdpov eidmv
KpOTOV®LV, Ow¢ Dermacentor reticulatus xou D. variabilis, Ixodes ricinus, Ixodes hexagonus xou 1.
scapularis, Rhipicephalus sanguineus, Amblyomma americanum xon Haemaphysalis longicornis.

To NexGard okotdvet Tovg WHAAOVG HEca e 8 hpeg Kot Tovg KpOTmveg péoa og 48 dpec.

To Tpoidv GKOTMVEL TOVG YOALOVG TPV TNV TOPAYMYN AVYDV KOl ETOUEVOG OTOTPETEL T LOAVVOT| TOV
£v3001KLoKOV TEPPEALOVTOg TOV {DOoV.

INo kdOe neprextikdTTa, To pocopeva diokio dtatifevtor 611G akdAovBeg cuoKELOGIEG:
Xaptvo kovti pe 1 koyédn (blister) tov 1, 3 1 6 pocouevov diokiov 1 3 koyéleg (blisters) tov 6

uacopevov dokiov i 15 koyéleg (blisters) tov 1 paocouevov diokiov.

Mmnopel vo unv kukho@opohv OAES 01 GLOKELAGIEC.
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