ITAPAPTHMA 1

MEPIAHYH TOQN XAPAKTHPIZTIKQN TOY ITPOIONTOX



1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX
FRONTPRO 11 mg pacodpeva diokio yio okdiovg 2—4 kg

FRONTPRO 28 mg pacodueva diokio yio okviovg >4-10 kg

FRONTPRO 68 mg pacodpeva diokia yio okdiovg >10-25 kg

FRONTPRO 136 mg pooduevo diokia yio. ckdiovg >25-50 kg

2. MOIOTIKH KAI MOXOTIKH XYNOEXH

Kébe pacouevo diokio mepiéyst:

ApPOUGTIKO GVOTUTIKO:

FRONTPRO Afoxolaner (mg)
pocopeva dtokio yio akvAovg 2—4 Kg 11,3
pnoooueva diokio, yio okvAovg >4-10 kg 28,3
uocopeva dtokio yio okvAovg >10-25 kg 68
uacopeva dtokio yio okvAovg >25-50 kg 136

BA. Tov mA1p1 koTdAoyo k0O ®V 0TO KEPAAaLo 6.1

3. DOAPMAKOTEXNIKH MOP®H

Mooopeva diokia.

AWOTIKTO KOKKIVO MG KOKKIVOTA KaPE, KUKALKOO oynuatog (diokia yio okviovg 2—-4 kg) 1)
opBoymviov oynuartog (dtokia yio okvAovg >4-10 kg, diokia yio okvAovg >10-25 kg kot diokia yio
okviovg >25-50 kg).

4, KAINIKA XTOIXEIA

4.1 Eion {oov

XKoot

4.2 OgpamevTikés EvOEIEEIS TpocdlopilovTag Ta idn LOmV

Oepoaneio TOV TAPACITOGE®V 0ntd YOHALOLS 68 okVOAoVG (Ctenocephalides felis ko C. canis) y
TovAdyoTov 5 efdopddes. To mpoidv pmopet va ypnopomombei g pépog e otpatnyikng Oepameiog

Yo ToV EAeYY0 TG AAAEPYIKNG atd YOAAOVG deppatitidog (APA).

Bepoaneio TOV TAPACITOGE®Y 0nd KPOT®VES 68 oKVLAOVG (Dermacentor reticulatus, Ixodes ricinus,
Rhipicephalus sanguineus). Mia Ogpaneio GKOTOVEL TOVG KPOTOVES Y10 MG KoL VL VAL

Ot yOALOL Kot 01 KPOTOVEG TTPEMEL VO TPOGKOAANO0UV GTOV EEVIGTI) KOl VO 0pYIGOLV TO YEO A,
TPOKEWEVOL va eKTEBOVV 6T dPACTIKT OLGiaL.

Ogpomeio g depodnkmong (Tpokaroduevn amd Demodex canis).

Ogpomeio TNG GUPKOTTIKNG YdPas (TpokaAovpevn and Sarcoptes scabiei var. Canis).



4.3  Avrevdcieag

No punv {pNOUOTOEITAL GE TEPITTMOGELS LITEPEVALGHNGIOGC 6TO OPUCTIKO GLOTATIKO, 1] GE KATO0 0o
T0, EKS0Y0.

4.4  Edwkéc mpoEldomomeels Yo Ka0e gidog Comov

Ta napdotto Tpénel va apyicovy o yevpo endvm otov Egvioth yio va ektebovv oty afoxolaner,
EMOUEVMG, 1 TOAVOTNTA TNE LETAO0ONG T®V OO TO TOPACITO LETAOIOOUEVMOV VOOT|LAT®V, OeV Pmopel
va omoKAEIGOEL.

4.5 Iowitepeg mpo@uiatels Katd TN yp1on

Idwitepec mpouAidéeic katd tn yprion o {oa

Ab6y® TG amovoiag dtbésipumy dedouévav, 1 Bepaneia Tov KovTaPidyv nAkiog pKpdTepNS TV
8 efoopadmv kar/f okdrwv mov Juyilovy Arydtepo omd 2 kg Ba mpénet vo Paciletal otnv ektiunon
OPELELNC-KIVOVVOL Ot TOV VITEVBVVO KTNVIATPO.

Idwaitepec mpoLAGEELC Tov TpEmel va AauavovTol o To GTOUO TOL YOPNYEL TO QUPUUKEVLTIKO

mPOoiodv oe {da

T va amotpéyete v TPOcPaoT TV UMY 6TO KTNVINTPIKO PUPLOKEVTIKO TPOTOV, OPalpECTE
uovo £va pacmuevo diokio kabe gopd amod to blister. Enavatomodetiote to blister pe ta
gvamopeivovta paomueva d1okio HEco 0To eEMTEPIKO KOVTI TG GLOKELOGING TOV TPOTOVTOC.

ITAVvete o ¥€pla GOG LETE TO YEPIOUO TOL TPOTOVTOC.
4.6  AvemOOunteg evépysieg (ovyvotTnTo Kol cofapotnTa)

"Hma yootpevtepkd countopata (ELeTos, oidppoia), Kvnopos, Anbdapyos, avopesia, Kot vEuporoykd
ocopntopata (cnacpol, atagio, puikog Tpopog) &xovv avagepOei ToAv ondvia. Ot tepiocdtepeg
avemBounteg evépyeteg Tov avaeEpnkay Ntav avtomeploptlopeves Kot Ppayeiog ddpkelags.

H ocvyvémra tov avembBountov evepyeimv kabopiletar og axorovbwmg:

- oA cvuyvn (Ttepiocdtepo amd 1 ota 10 vrd Bepancia {da Tapovstalovy avemBOunTEG
EVEPYELEQ)

- ovyvn (tepiocdtepo amd 1 aArd Ayotepo and 10 {da ota 100 vrd Bepaneio {dar)

- un cvvndiopévn (rtepiocdtepo amd 1 arld Ayotepo and 10 {da ota 1000 vd Bepaneia (da)

- ondvia (tepiocdtepo amd 1 arld Aryotepo and 10 {ba ota 10.000 vrd Bepancio Lma)

- oAY ondvia (AMyotepo and 1 ota 10.000 vd Bepoaneio (oda, cupmeptrapfovouévoy
LELOVOUEVOV OVOPOPHV)

4.7  Xpnon Katd TNV KONno1, T Yorlovyia 1 TV @oTokia

e epyaoTnploKéG LEAETEG GE OPOLPAIONG Kt KOLVEMO gV JAMIGTOON KAV amodeielg TepaToyEVESTNG
1 SQUGUEVEIG EMTTMOGEIS GTNV OVATOPAYMYIKH IKAVOTNTO TOV APGEVIKAOV Kol ONAvKdV.

H aocpdieto Tov KTVIATPIKOD QAPUOKEVTIKOD TPOTOVTOG G GKOAOVS AVOTapay®YNG 1 KATd Tn
SugpKela NG EYKLHOGVVNG Ko TG Yohovyiag, dev éxel emPeParwbel. Xpnotponomote 1o povo
GUUPMOVO [LE TNV EKTIPUNOT OQEAELNC-KIVODVOL amd Tov Vtevhuvo KTnviaTpo.

4.8 AlMnAiemdpacsig pe GAho QUPRIKEVTIKA TPOIOVTA KO AAAEG NOPPEG AAIAETIOPAON S

Agv givan yvoot Kapio.



4.9 Aocoloyio Kou TPOTOS YOPNYNONS

To amd tov 6TdHTOg YOPT YN o).

Aocoloyia:
To mpoidv mpémet va, yopnyeiton e pia d6om and 2,7—-7 mg/ Kg copotikod fdpovg cOUP@VO, e TOV
akolovbo mivoka:

Y ONoTIKO Bapog MeprekTIKOTNTO KO 0PLOROS TOV HUCOUEVEOVY SIGKIMV TPOG Y0P YN 61|
okviov (kg) FRONTPRO FRONTPRO FRONTPRO FRONTPRO
11 mg 28 mg 68 mg 136 mg
2-4 1
>4-10 1
>10-25 1
>25-50 1

I'o okvAovg Gve Tmv 50 kg copatikod Bapoue, ¥pnoIUomTonoTe Tov KATAAANA0 cuvdvaoud
HOACHUEV®VY SIoKIWV O10popeTIKNC/i010¢ TeptekTikdOTTOS. Ta diokia de o mpémet va doupeBoiv.

Tpoémog yoprynong:
Ta dokia eivar pocodpeva kot HyguoTa Yo To TEPLocOTEP oKVALE. Edv 0 oxdA0G dev d€yeTon TaL
dtokio dpeca Lwopovy va yoprynbovdv pe Ty Tpoen.

Hpdypapua Bepancioc:

Ocpameio TV TOPOCITOGEWDY A0 YWOALODS KO KDOTWVES:

Mnvioio pecodtactipate ko’ OAN v mepiodo T@v YOHAL®V Ko TOV KPOTOV®V, LEe Bdon Tig
TOMIKEG EMONLUOAOYIKEG GUVONKEG.

Ocporeio e dguoonkwaons (mporxalovuevy omoé Demodex canis)

Mnviaia yopnynon tov poidvtog péxpt va Anedovv 600 apvntikd EEGaTa SEPLOTOC e S10pOopd
evog unva. To cofapd TePIoTATIKA UTOPEL VO, ATanTo0V TOPATETANEVEG UnVviaies Oepameieg.
A&gdopévou OtL 1) deodMK®GOT eivar pUia ToALTAPAYOVTIKT acBEvela, OTav gival SuvaToOV, GUVICTATL
EMIONC M KOTAAANAN OVTILETOTIOT] OTOLLGONTOTE VITOKEIUEVTG VOGOV.

Ocporeio TS COPKOTTIKNG WWPAs (TPOKAAOVUEVN amtd Sarcoptes scabiei Var canis):

Mnviaia yoprynor tov Ipoidvtog yio SV0 GLVEXOUEVOLS UNveG. EmmAéov unviaieg yopnynoeic tov
TPOTOVTOG Umopel va amartovvtal pe Pacn v agloddynon g KAVIKNG eIkOvag Kot to EECUOTA TOV
dépLaToc.

4.10 Ymepdooolroyio (COPTTONOTA, HETPO AVTIUETAOTLONG, AVTIOOTA), EGV Eivan amapaitTnTa
Aev mapatnpriOnkav avemBounteg evépyeteg oe vyw) kovtdfa Beagle nlikiog dvo tov 8 fdopddwv,
otav éaafav pe Bepaneio 6o S-TAdCIL TG LEYIGTNG, ETOVOLOUPAVOLEVT 6 POPES GE
UEGOJUOTAUATO 0V0 £MG TEGTAP®V ERSOUAOMV.

411 Xpovog(or) avapoviig

Agv amotteiton.



5. DOAPMAKOAOI'TIKEX IAIOTHTEX

DopuokobepamevTikn opdda: EEOmTOPACITOKTOVA Y10 GUGTNLLOTIKY YPIOT.
kwdwdg ATCvet : QP53BEO1.

51 ®@appokodvvopkés 1016TnTES

H afoxolaner givot évo evIopokToVo Kot aKepEOKTOVO TOV OVAKEL 6TV OtKoyévela tng isoxazoline. H
Afoxolaner dpa oTic 001 GHVIEGNS TV SLAVA®Y TOV 1OVTOV YAWPIov, £101KdTEPA 0TI BEGELC TOV
vevpodiafifacty y-aptvoBoutupikd o (GABA), epmodilovtog £T161 TPo-Kot LETO-CUVATTIKY
UETOQOPE TOV 1OVTOV YA®PIOL KATH UKOS TOV KLTTUPIKAOV HepPpovmv. Avtd £xel ¢ omoTtéAEC
NV aveEEAEYKTN dPAGTNPLOTNTO TOV KEVIPIKOV VELPIKOD GLGTHLOTOG Kot TO Bdvato Tov eviopmy 1
Tov akdpewv. H emlektikn toEikdtnta g afoxolaner petald tov evidpmv/okdpemv Kol Tov
Onhaotik®dv propel vo cuvoydel amd T dapopetikn evatctncia tov vrodoyéwv GABA tov
EVIOUOV/OKAPEMY GE OYEON LE TOVG LIOOOYELG TV ONAUCTIKOV.

H afoxolaner givat dpactikn Evavit Tov evidMkov yOAoV Kabdg eniong kot Slagpopmv eiddv
Kpot®vev, 0nwg Dermacentor reticulatus kou D. variabilis, Ixodes ricinus xou I. scapularis,
Rhipicephalus sanguineus, Amblyomma americanum xow Haemaphysalis longicornis.

To FRONTPRO ckotdvel Tovg WOALOVG PHEGH GE 8 MPEG KOl TOVG KPOTWVEG LEGA G 48 MpEC.

To mpoidv 6KOTOVEL TOVG YOALOLS TPV TNV TAPAYOYT AVYDV KOl EMOUEVOS ATOTPETEL TN LOALVOT
TOV €VO00IKIOKOV TTEPIPAALOVTOG.

5.2 ®appoxokivnTiKd cToryEin

Metd v and Tov 6TOHATOS YopNyNon o€ 6KOAOLG, 1| afoxolaner gixe vynin cvotuatiky
aroppoenon petd ) yoprynon. H amdivtn frodbecipdomra ntav 74 %. H péon péyiom
ovykévtpoon (Cmax) frav 1.655 + 332 ng/ml oto mhdopa otic 2—4 ®peg (Tmax) petd omd doon

2,5 mg/ kg afoxolaner.

H afoxolaner katavépetal 6tovg 161006 pe dyko Koravoung 2,6 £ 0,6 I/ kg kot cuotuoatikn
exkabapion 5,0 £ 1,2 ml/hr/kg. O tedikdg ypdvog nuicstog Lmng eivon Tepinov 2 efdonadeg oTOVG
TEPLGCOTEPOVS GKVLAOVG, TOPOAQ ALTE, 0 ¥POVOG Nuiceln {mNG UTopel Vo SLAPEPEL AVALESH GTOVG
okKOAOVG (1. o€ i peAén, to by, ota Collies oto 25 mg/kg copatikod Bapovg oy £0g

47.7 nuépeg) ympic enintoon oty ac@iorela. In-vitro newpduota Kotédel&ov 0Tt dev mapovolaletal n
P-yAvkompwteivn og avtiia ekporg, emPepardvoviog tmg 1 afoxolaner dev eival vedotpopa Yo ToVg
petoaeopeig P-yAvkonpmteivig.

H afoxolaner 6to oxvA0 petaforiletal o mEPIGTOTEPO VIPOPIAEG EVDGELS KOL GTI| GLVEYELNL
e€aleipetal. Ot petafolriteg Kol N UNTPIKNA ovoio aroBaAlovTal amd T0 GO LECH TOV 0VPOV Kal
NG YOANG LLE TNV TAELOYN (L VO AEKKPIVETOL GT1 YOAT. Agv €yovv mapatnpnOel evdeilelg
EVIEPONTOTIKOV LETABOMGLLOV.

6. ®APMAKEYTIKA XTOIXEIA
6.1 Kataloyog ekdoymv

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 aocvpupototnteg
Agv epapudletat.

6.3 Awdpkera Lonjg

Awgpreta {ong Tov KTNVIATPKOD pOPUAKEVTIKOD TPOIOVIOG CULPMOVA LLE T GCLCKEVAGIN TOANGNC:
3 ypévia.

6.4 Idwitepeg mpouraEEls KaTa T QUAUEN TOV TPOIOVTOG
Agv vrapyovv g101K€g 00Myieg dATHPNONS YO GVTO TO KTNVINTPIKO PUPUUKEVTIKO TPOIoOV.
6.5 ®@von ka1 6UVOEGT TI|G GTOLYELDOOVS GVCKEV UGG

To KTNVIATPIKO PAPLAKEVTIKO TPOIOV €IVOL ATOUKE GUCKEVAGUEVO GE BEPLKE GUYKOAANUEVES
koyéreg (blisters) amd PVC pe yaptoddeto adovpivio (Aclar/PVC/Al).

‘Eva xaptivo kouti tepiéyet pia koyén (blister) tov 1, 3 9 6 pacodpevov diokiov 1 15 koyéleg
(blisters) tov 1 pacdpevov diokiov.

Mmropei va unv kuklo@opohv OAEG Ol GLOKELOGIES.

6.6 Edikéc mpo@ulalelrs amdppryng £vog YpNoLIoTo0EvTog KINVIHTPLKOD QUPUAKEVTIKOD
TPOiI6VTOg 1 ALV VAK®V OV TPOEPYOVTAL UTO T1] YP1C1) TOL TPOIOGVTOGS, AV VITEAPYOLY

Kabe pun ypnowwonomBév kmviaTpikd QappokeuTikd Tpoidv 1 pn xpnotpomombévia vroreippotd
TOV KTNVIOTPIKAOV QOPUOKEVTIKAV TPOIOVIWOV TPEMEL VO ATOPPINTTOVTOL GOUPOVA LE TIG 1I0YVOVGES
eBvikég amontnoels.

7. KATOXOX AAEIAX KYKAO®OPIAX

Boehringer Ingelheim Vetmedica GmbH

55216 Ingelheim/Rhein

'EPMANIA

8. APIOMOZX(OI) AAEIAX KYKAO®OPIAX

EU/2/19/240/001-016

9. HMEPOMHNIA NIPQTHE EI'KPIXHX/ANANEQXHYX THX AAEIAX

Huepounvia 1" éykpiong: 20/05/2019



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

Aentopepeic MANPpoPopieg yio To €V AGY® KTNVIATPIKO QUPUAKEVTIKO TPoidv dtatiBevial oTov
diktvoko tono tov Evponaikod Opyaviopod @apudakov (http://www.ema.europa.eu).

AITIAT'OPEYXH IIQAHXHY, AIAOGEXHX KAI/H XPHXHX

Agv 1oy0¢€l


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

ITAPAPTHMA 11
IHAPAXKEYAXTHX YIIEYOYNOX I'TA THN AITIOAEXMEYXH TQN ITAPTIAQN
OPOI'H HEPIOPIEMOI IOY A®OPOYN TH AIAGEXH KAI TH XPHXH
ENAEIZH TQN ANQTATQN OPIQN KATAAOIIIQN (AOK)

AAAQOI OPOI KAI AITAITHXEIX I'TA THN AAEIA KYKAO®OPIAX



A. TIAPATQI'OI YIIEY®OYNOI I'TA THN AIIOAEXMEYXH TQN ITAPTIAQN

Ovouo kot 61e00vVeT TOL TOPOCKELAGTN TOL £ivarl VITELOVYOC Y1 TNV ATOSEGUEVCT) TOV TAPTIOMV

Boehringer Ingelheim Animal Health France SCS
4 Chemin du Calquet

31000 Toulouse

France

B. OPOI'H HEPIOPIZEMOI THX AAEIAYX KYKAO®OPIAXZ, ITIOY A®OPOYN TH
ATAGEXH KAI TH XPHXH

Noa yopnyeitatl Lodvov pe KTVIATPLK] GOVTAYY.

I ENAEIEH TQN ANQTATQN OPIQN KATAAOIIIQN (AOK)

Agv amattovvtot.

A.  AAAOI OPOI KAI ATTAITHZEIX I'TA THN AAEIA KYKAO®OPIAYX
Edikéc amoutnoeig papokoemaypOmvnong:

Ot kataBéoeig g ExBeong [eprodiknig ITapaxorovdnong Acpdietag (EIIIA) Ba suyypoviCovtor Kot
Ba KatatiBevton pe v 1o cuYVOTNTA OTWS CVTH TOV TPOIOVTOG AVAPOPES.



ITAPAPTHMA 111

EINIXHMANXH KAI ®YAAO OAHI'TQN XPHXEQX
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A. EINIXHMANXH
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HHAHPO®OPIEX I10Y IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

Xdaptivo kovti

1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

FRONTPRO 11 mg pacodpeva diokio yio okviovg 2—4 kg
FRONTPRO 28 mg pacopeve diokio yio. ckoAovg >4-10 kg
FRONTPRO 68 mg pacopeve diokio yio. ckoAovg >10-25 kg
FRONTPRO 136 mg pocopeva dickia yio okdrovg >25-50 kg

afoxolaner

2. XYNOEXH XE APAXTIKH(EYX) OYXIA(EY)

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

Afoxolaner 136 mg

3. DOAPMAKOTEXNIKH MOP®H

Moacopeva diokia

4. YYXKEYAXIA

1 diokio
3 dokia
6 dlokia
15 dokia

5.  EIAOX(H) ZQOY(QN)

XxovAol 2-4 kg
YxoAor >4-10 kg
TxoAor >10-25 kg
ZxvAor >25-50 kg

| 6. ENAEIZH(EIX)

‘ 7. TPOIIOX KAI OAOX(OI) XOPHTHXHX

AwBdote T0 @OALO 00N YLDV ¥PHoNG, TPLY Ao TN (PN oM.
Amd 0V GTONATOG XOPTYNON.

12



| 8. XPONOX(OI) ANAMONHE

‘ 9. EIAIKH(EY) TPOEIAOIIOIHXZH(EIY), EAN EINAI AIIAPAITHTH(EYX)

AfaoTe To PUALO 0OMNYIDV YPNCEMS, TPV ATd TN PN oM.

‘ 10. HMEPOMHNIA AHEHXZ

AHEH {pivoac/étog}

‘ 11. EIAIKEX XYNOHKEX AIATHPHXHX

12.  EIAIKEX ITIPO®YAAZEIZX AITOPPIYHX ENOX XPHXIMOIIOIHOENTOX
KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX 'H AAAQN YAIKQN I10Y
ITPOEPXONTAI AIIO TO ITPOION,AN YITAPXOYN

Amoppryn: Awpdote To pUAALO 0ONYLOV YPNOoNG.

13.  OI AEZEIX «<AIIOKAEIXTIKA I'TA KTHNIATPIKH XPHXH» KAI OI OPOI'H OI
HEPIOPIXMOI IIOY IZXYOYN XXETIKA ME TH AIAOGEXH KAI TH XPHXH, AN
YITAPXOYN

ATOKAEIGTIKA V1o KTVIATPIKN ¥pNon. Na dtatibeton Lovoy pe KTNVIOTPIKT CUVTOY.

14.  OI AEEEIX «NA ®YAAXXETAI XE GEXH, THN OIIOIA AEN BAEIIOYN KAI AEN
ITPOXEITIZOYN TA ITATIATA»

Na puAdooceton o€ BEon, Tnv omoia dev PAETOVY Ko dev TpooeYYilovy Ta ToLdd.

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

Boehringer Ingelheim Vetmedica GmbH
55216 Ingelheim/Rhein
T'EPMANIA

16. APIOMOZX(OI) AAEIAX KYKAO®OPIAX

EU/2/19/240/001
EU/2/19/240/002
EU/2/19/240/003
EU/2/19/240/004
EU/2/19/240/005
EU/2/19/240/006
EU/2/19/240/007

13



EU/2/19/240/008
EU/2/19/240/009
EU/2/19/240/010
EU/2/19/240/011
EU/2/19/240/012
EU/2/19/240/013
EU/2/19/240/014
EU/2/19/240/015
EU/2/19/240/016

17. APIOMOX ITAPTIAAX ITAPAI'QI'HX

TToptida

14



EAAXIETEX IAHPO®OPIEX I1OY ITPEIIEI NA ANAT'PA®ONTAI XTIX XYXKEYAXIEX
TYIIOY BLISTER 'H XTIX TAINIEX

Blister

1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

FRONTPRO 11 mg okbiot 24 kg
FRONTPRO 28 mg oxbiot >4-10 kg
FRONTPRO 68 mg oxbhot >10-25 kg
FRONTPRO 136 mg oxtiot >25-50 kg

afoxolaner

tad

‘ 2. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

= Boehringer
||||I Ingelheim

‘ 3. HMEPOMHNIA AHEHX

EXP

4. APIOMOX ITAPTIAAX

Lot

5. OI AEEEIX «-AIIOKAEIXTIKA I'TA KTHNIATPIKH XPHXH»

ATOKAEIGTIKA Y100 KTVIOTPLKNY ¥PNON).

15



B. DYAAO OAHI'TQN XPHXHX
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®YAAO OAHT'IQN XPHXHX:
FRONTPRO 11 mg pacopeva diokiao yio 6kvhovg 2—4 Kg
FRONTPRO 28 mg pasopeva diokia yio okvrovg >4-10 kg
FRONTPRO 68 mg pasopeva diokio yro. 6kviovg >10-25 kg
FRONTPRO 136 mg pocopsve. diskio yio ekviovg >25-50 kg

1. ONOMA KAI AIEYOYNZH TOY KATOXOY THX AAEIAY KYKAO®OPIAX KAI
TOY KATOXOY THX AAEIAYX TAPAT'QI'HX T10Y EINAI YIIEYOYNOZX I'TA THN
AITIOAEEMEYXH ITAPTIAQN XTON EOX, E®@OXON EINAI AIA®OPETIKOI

Kdroyoc g ddetog kukhopopiog:
Boehringer Ingelheim Vetmedica GmbH
55216 Ingelheim/Rhein

T'EPMANIA

TMopaywyoc vrevBuvoc yio TV omelevdEipmon TV ToPTIdWV:
Boehringer Ingelheim Animal Health France SCS

4 Chemin du Calquet

31000 Toulouse

France

2. ONOMAZXIA TOY KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOTONTOX
FRONTPRO 11 mg pacodpeva diokio yio okdiovg (2-4 Kg)

FRONTPRO 28 mg pacoueva diokio yio oxkviovg (>4-10 kg)

FRONTPRO 68 mg pacodpeva diokio yio okdiovg (>10-25 Kg)

FRONTPRO 136 mg poocoueva diokia yio okdorlovg (>25-50 kg)

afoxolaner

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

Ké06e pacmpevo diokio mepiéyet:

FRONTPRO Afoxolaner (mg)
pocopeva dtokio yio akvAovg 2—4 Kg 11,3
pnoooueva diokio, yio okviovg >4-10 kg 28,3
uocopeva dtokio yio okvAovg >10-25 kg 68
uacopeva dtokio yio okvAovg >25-50 kg 136

ALGOTIKTO KOKKIVO £0G KOKKIVOTE KAQE, KUKAIKOD oynuatog (dtokia yia oxviovg 2-4 kg) 1y
opBoydviov oynuatog (dtokia yro okviovg >4-10 kg, diokia yio oxdAovg >10-25 kg ko diokia yo
okvAovg >25-50 kg).

4, ENAEIZH(EIYX)

O¢pamneio TV TOPASITOCEOV 0nd YOAAOVE 6€ okOAOVG (Ctenocephalides felis kai C. canis) yio.
TovAdyotov 5 gfdoudoes. To mpoidv pumopet va ypnoipomondel o PEPOg ¢ oTpatnyikng Bepameiog
Y10 TOV EAEYYO TNG AAAEPYIKNG amtd YOALOVG deppatitiong (AYA).

O¢pamneio TOV TOPASITOCEDV 0Td KPOTOVEC 6€ oKOAOVC (Dermacentor reticulatus, Ixodes ricinus,
Rhipicephalus sanguineus). Mia Bepaneio. 6KOTOVEL TOVE KPOTMOVES Y10l EOC KOl EVOL VAL
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Ot yoAAot kot 01 KpATOVEC TPETEL VL TPOSKOAANB0UV 6TOV EEVIGTH KO VO apyicovV TO YeO LA,
TPOKEEVOD Va. eKTEBOVV GTN SPACTIKT OVGiaL.

Ogpancio g depodkmong (mpokaiovuevn omd Demodex canis).

Ogpamneio TG CaPKOTTIKNAG Yhpag (Tpokaroduevn and Sarcoptes scabiei var. Canis).

5. ANTENAEIZEIX

No punv {pNOHOTOIEITOL OE TEPITTMOGELS LTEPEVAIGHNGIONC 6TO OPUCTIKO GLOTATIKO, 1] GE KATO0 Od
T0, EKS0Y0.

6. ANEINNIOYMHTEX ENEPI'EIEX

"Hmo yaotpeviepikd countodpota (EReTOC, ddppoia), Kvnoprdc, AMbapyoc, avopeéia, Kot VEVPOALOYIKE
ovuntopata (omocpol, atagio, Kot Poikog TPOHoG) Exovv avapepOel moAd ordvia*. Ot mepiocdTepeg
ovemBounteg evépyelec mov avaeEptnkay Nrav avtoneplopllopeves Kot Ppayeiog dObpKelag.

H ovyvomta tov avemBountmv evepyeidv kabopiletor m¢ akolovdmg:

- oAV cvyvn (Teprocdtepo and 1 ota 10 vd Bepaneio (da mapovotdlovy avemBdunTeg
EVEPYELEQ)

- ovyvn (Ttepiocdtepo amd 1 aArd Ayotepo amd 10 {ha ota 100 vrd Oepaneio {oa)

- un cvvnBiopévn (mepiocdtepo amd 1 adid Arydtepo and 10 {da ota 1000 vro Bepaneio Cma)

- ondvio (mep1ocdTepo amd 1 aldd Aydtepo and 10 (ma ota 10.000 vid Bepancio {ho)

- oAb ondvia (Ayotepo and 1 ota 10.000 vd Bepoaneio {oda, cupmeptrapfovopévov
UELOVOUEVOV OVAPOPHOV)

Edv mapatnpnoete omoladnmote avemBOUNT eVEPYELD, OKOLO KO 0V OEV OVOPEPETOL GTO
eodKkAeloTo GOAAO OdNyLdV Xpnong 1 apEPAAETE Yol TV OTOTEAEGLOTIKOTITO TOV QOPLUAKOV,
apoKareicOe va evEPDGETE GYETIKAOG TOV KTNVIATPO GOGC.

1. EIAH ZQQN

YKkvA0L

8. AOXOAOI'TIA I'TA KAGE EIAOZ, TPOIIOX KAI OAOX(OI) XOPHI'HXHX

To amd tov 6TdHTOG YOpPTYNOT.

Aocoloyio:
To npoidv mpémel va yopnyeital cOUE®VA LE TOV 0KOAOLOO TTivaka Yo va S106QaAICTEL pia d00T TV

2,7-7 mg/ kg copotikod Bapovg:

Y ONaTIKO Bapog MeprekTIKOTNTO KoL 0PLONOS TOV HOCOUEVEOVY SIGKIMV TPOG Y0P YN 61
okviov (kg) FRONTPRO FRONTPRO FRONTPRO FRONTPRO
11 mg 28 mg 68 mg 136 mg
2-4 1
>4-10 1
>10-25 1
>25-50 1
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IMa oxdrovg dvo Tov 50 kg copatikod Bdpovs, ¥pNoYLOTOOTE TOV KATAAANAO cuVOLOCUO
LOCOUEVOV J1OKI®V S10POPETIKNC/ 1010 TEPIEKTIKOTNTUG,
Ta dioxio oe O Tpémetl va dropebovv.

TIpdypauua Ospomeiog:

Ocpomeio TV TOPACITOOEDY A0 WOALOVS KOl KPOTWVES:
Mnvioio pecodtactripate kod’ OAN v mepiodo T@v YOHAL®V Ko TV KPOTOV®V, LEe Bdomn Tig
TOMIKEG EMONLUOAOYIKEG CUVONKEG.

Ocpancio ¢ dcuodnkwone (mpokahobuevn and Demodex canis)

Mnviaia yoprynon tov mtpoidvtog uéxpt vo AneBodv 600 apvntikd EEouato SEPUATOC LE SLapopd
evog unva. Ta coPapd mepiotatikd pmopel vo amattovy TapoTeTapéveg unviaieg Bepameies.
Agdopévov 0TL 1] dEUOONK®OT elvar Lol TOALTTAaPOYOVTIKT acBévela, dtav eivatl duvatdv, GuvieTaToL
EMIONG M KOTAAANAN OVTILETMTIOT] OTOLLGONTOTE VILOKEILEVNG VOGOV.

Oepancio ¢ coprontikic wapog (mpokoloduevn and Sarcoptes scabiei Var canis):

Mnviaia yopiynon Tov tpoidvtog yio Vo cuvexduevous unves. Emumiéov unviaieg xopnynoeig tov
TPoiodvTog pumopel va amortovvtal pe Bacn v agloAdynon g KAVIKNG eikOvas Kot ta EECLLOTO TOV
dépuatoc.

9. OAHT'IEX T'TA TH XQXTH XOPHIT'HXH
Ta dioxio FRONTPRO eivon pacopeva Kot €6ygvuota yio 1o TEpocoTepa 6KLALA. Edv 0 oidAog dev
déyetal Ta d1oKia AUESH UTOPOVV va yopnyndovdv pe v Tpoon.

10. XPONOZX(OI) ANAMONHX

Agv avoépeTor.

11. EIAIKEX XYNOHKEX ATATHPHXHX

Na puAdooeton o€ BEon, Ty omoia dev PAETOLY Ko dev TpooeyYilovy To Toud1d

Na pn ¥pnoHomoleitol avTd TO KTNVINTPIKO QOPHAKEVTIKO TPOIOV LETA amd TNV NUepounvio AnEng
oL ovorypdpetol 6to kouti petd to AHEH. H nuepounvia A&em¢ ovumintet pe v teievtaio nuépa
TOV GUYKEKPLUEVOL LIV

Agv vapyovv g101Ké€g 00Nyieg dATHPNONG Y10 AVTO TO KTNVINTPIKO TPOTOV.

12. EIAIKH(EX) IPOEIAOIIOIHXZH(EIX)

Ewwéc mpogidomomoeic yia kébe gidog o1dy0C:

Ta napdoito Tpénel va apyicovy To yevpo endvm otov Egvioth yio va ektebovv oty afoxolaner,
EMOUEVOG, 1 TOAVOTNTA TG HETAOOONG T®V OO TO, TOPACITH LETAOOOUEVMV VOOT|LAT®V, OV Pmopel
Vo 0moKAELGOEL.

Ewdwéc mpoeuAdéeis yia ) yopriynon ota {da

Ab6y® g amovoiag dtbésipmy dedouévav, 1 Bepaneia Tov KovtaPidv nAkiog pKpdTepnS TV

8 gfoopadmv kar/f okdrwv mov Juyilovy Arydtepo omd 2 kg Oa mpénet vo Paciletal otnv ektipnon
OPELELNC-KIVOVVOL Otd TOV VITEVBVVO KTNVIATPO.

Idwaitepec mpoLAGEELC oL TPEmel va AauavovTol o To GTOUO TOL YOPNYEL TO QUPUUKEVLTIKO

mPoidv og Lma:
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T va amotpéyete v TPOcPaoT TV UMY GTO KTNVINTPIKO PUPLOKEVTIKO TPOTOV, OpalpECTE
uovo £va pacmuevo diokio kabe gopd amod to blister. Enavatomodetiote to blister pe ta
gvamopeivovta pLacmueva d1okio HEco 0To eEMTEPIKO KOVTI TG GLOKELOGING TOV TPOTOVTOC.
ITAVvete o ¥€pla GoG LETE TO YEPLOUO TOV TPOTOVTOC.

Eyxvpocivn kot yohovyio:

Y€ epYaoTNPLOKES LEAETEC GE aPOVPAIOVG Kot KOVVEALD OgV JamIGTAONKOY amodeiEelC TEPUTOYEVEDNC
N SVOUEVEIC EMITTAOGELS GTNV AVATUPAYWYIKT IKOAVOTNTO TOV OPCEVIKOV Kol OnAvkdv. H acedieia
TOV TTPOTOVTOC G€ CKOAOVE OVOTTAPOY®YNG 1 KATA T O1dpKeLa TG EYKLUOGHVNG KOl TNG YaAoLYiog Oev
€xel kobopilotel. XpnoLUomooTe T0 LOVO GUUPMVA, LIE TNV EKTIUNCT ®PEAELNC-KIVOVVOL Ol TOV
vrevOvvo KTnviaTpo.

Yrepdocohoyia (cuumtdpata, HETPA OVIIUETOTIONG, OVTIiO0TA):

Aev mapatnprinkav avemBounteg evépyeieg oe vyw) kovtdfio Beagle nlikiog dvo tov 8 efdopddwv,
otav éhapav pe Bepameia 660om S-TAAGLO TG LEYIOTNG, ETOVOAAUPOVOLEVT 6 POPEG OE
pecodtactipoto 2-4 efOoHadmv.

13. EIAIKEX TIPO®YAAZEIX AITOPPIYHX ENOX XPHXIMOIIOIHOENTOZX
KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX 'H AAAQN YAIKQN I10Y
ITPOEPXONTAI AIIO TH XPHXH TOY ITPOIONTOX

YopuPovievbeite Tov KTNVIOTPO GAG Y10 TOV TPOTO ATOPPIYNG TWV YPNOLHoTOBEVTOV apudkoy. Ta

UETPA OVTE OITOGKOTOVV GTNV TPOGTAGIH TOL TEPPAAAOVTOG.

14, HMEPOMHNIA THX TEAEYTAIAX EI'KPIZHE TOY ®YAAOY OAHT'TQN
XPHIEQX

Aentopepeic MANpoPopieg yio TOV POV KINVINTPIKO QOPLOKEVLTIKO TPOTOV d1aTifeVTOL 6TO SIKTLOKS
1610 tov Evponaikod Opyavicpod @apudkmv ot dievboven (http://www.ema.europa.eu).

15. AAAEX ITIAHPO®OPIEX

H afoxolaner givot évo eviopokTtdvo Kot aKapeOKTOVO TOV OVIKEL OTNV OIKOYEVELN TNG isoXazoline.
To FRONTPRO ¢ivai dpactikd Evavil Tmv evidikov yoAlmv kabdg emiong kat Siapdpwv eiddv
KpotdVeV, dnwg Dermacentor reticulatus xou D. variabilis, Ixodes ricinus xon I. scapularis,
Rhipicephalus sanguineus, Amblyomma americanum xow Haemaphysalis longicornis.

To FRONTPRO ockotdvel TOVG WOALOVG HECO GE 8 MPEG KO TOVG KPOTMVES HEGO og 48 dpeg.

To mpoidv 6KOTOVEL TOVG YOALOLS TPV TV TAPAYOYT AVYDV KOl EMOUEVOS ATOTPETEL TN LOALVOT
OV gvOooIKlaKoD TtepIaiiovtog Tov {dov.

I"a ké0e meprextcodTTO, TO pocOUEVE dlokia datiBevion 6T akdAovBeg cuoKeEVAGIES:
Xaptwvo kovti pe 1 koyéln (blister) tov 1, 3 1 6 pacodpevov diokiov N 15 koyéreg (blisters) tov

1 pacodpevov diokiov.

Mmropet va unv kukAo@opohv OAEG Ol GLOKELOGIES.
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