ITAPAPTHMA 1

IEPIAHYH TON XAPAKTHPIZTIKQN TOY IIPOIONTOX



1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX
NexGard Combo dtdlvpa yio eniypon o€ onueio (spot-on) yia yateg < 2,5 kg
NexGard Combo dtdlvpa yio eniyvon o€ onueio (spot-on) yia yateg 2,5-7,5 kg

2. MOIOTIKH KAI MTOXOTIKH XYNGEXH

ApPOOTIKG GVOTATIKA:
Kdabe cvokevn| epapproyng yia eniyvon oe onueio amwodidet:

NexGard Combo Oryxog Esafoxolaner Eprinomectin Praziquantel
povadag (mg) (mg) (mg)
doonc (ml)
Idreg 0,8-<2,5 kg 0,3 3,60 1,20 24,90
Idreg 2,5-<7,5 kg 0,9 10,80 3,60 74,70
"Exdoya:

IowTiki] o0vOeon exd6y®OV ko aGrlov | [locoTikn] 6ovleon av o1 TANpoPopieg aVTES
GUGTUTIK®OV givanl oNpavTikéS Yo TN 6OGTI (OP1NYNO1] TOV
KTNVIOTPLKOU QUPRIKEVTIKOV TPOIOVTOG

Butylhydroxytoluene (E321) 1 mg/ml

Dimethyl isosorbide -

Glycerol formal -

Ao YEG, AYpmUO ¢ OVOLKTO KITPIVO TPOG avOLTO KACTAVOYPMUO OLEAVLLL.

3. KAINIKEX TIAHPO®OPIEXZ

3.1 Eiom {oov

Tditeg

3.2  OgpomevTikég evosiEelg Yo ka0g gidog {Mov

IMoa ydteg mov givan exteBeyéveg 1 vdpyel kivduvog va ekteBolV og IKTEG LOADVGELS 0O KEGTMOT),
VNUoT®OON Kot eE@mapdoita. To KTNVIATPIKO PapUAKEVTIKO TPOIOV EVOEIKVLTAL OTOKAEIGTIKA, OTAV
GTOYEVOVTOL KOl Ol TPEIC OUAOEC TAPAUCTTMV TAVTOYPOVAL.

Eéonapdoita

- Bepoameio TOV TOPASITOGEDV amd YOAlovs (Ctenocephalides felis). Mio Oepomeio mpoc@épet
GUECO KOl CLVEYEC UMOTEAEGILO EEAAEYNC TAOV WYOAL®V Y10, VO UV,

- To mpoidv umopel va ypnoiporombel og pEPog g oTpatnykng Bepameiog yio Tov EAEYY0 NG
oAAepykng amd yorhovg depuatitidog (AVYA).

- Bepomeio TOV TOPASITAOCENDY Amd KpOT®VES. Mia Bepaneio TPOGPEPEL AUEGO KOl GUVEYES
OmoTéEAEC LA EEAAEYNC TOV KPOTOV®V EVAVTLL 6TO Ixodes scapularis 1o évo Pvol Kot EVOVTLOL
o710 Ixodes ricinus yio mévte fdouddsc.

- Yuveyng opaom eEdretyng kpot@vev arnd 7 nuépeg Emg mévte efdouddec petd ) Oepameio
evavtio oto Rhipicephalus sanguineus.

- Yuveyng opaom eEdretyng kpotdvev and 7 nuépeg Emg Téooepig efdouddeg puetd t Bepomeio
gvavtia oto Ixodes hexagonus.

- Oepomeio TG OTOIMKTIKNG yodpag (Otodectes cynotis).

- Bepoameio TG VOTOEIPIKNG YOpog (Tov Tpokoeitol and Notoedres cati).



lactpeviepucd kEGTMOON
- O¢pamneio ToV Topacttdcemv and toawieg (Dipylidium caninum, Taenia taeniaeformis,
Echinococcus multilocularis, Joyeuxiella pasqualei xon Joyeuxiella fuhrmanni).

Nnuotodon

Taowpeviepixa viuotwon

- Bepomeio TOV TOPACITOCENDY OO YOOTPEVTEPIKA VILATOON (TPpovOppeS Tov otadiov L3, L4
Kol OPES LopQEC TG Toxocara cati, TpOVOLQES TOV 6Todiov L4 Kot dpIeS LOPPES TV
Ancylostoma tubaeforme xon Ancylostoma ceylanicum Ko dpipeg popeég tov Toxascaris
leonina xan Ancylostoma braziliense).

NHUOT@ON TOL KOPIIOAVATVELGTIKOD CVOTHUOTOS

- IIpdAnym ¢ dpopirapioong (Dirofilaria immitis) yio éva. piva.

- Bepomeio TOV TOPACITOCEDY OO TVEVUOVIKA Tapdoito TG Yatag (mpovouesg tov otadiov L4
Kot MPLUEG LopPES Tov Troglostrongylus brevior, tpovOpees Twv otadiov L3, L4 kot dpiueg
Hopég Tov Aelurostrongylus abstrusus).

- [IpdAnym ¢ Tapacit@ong amd oTPOYYLVAOLS TG YATAS (LLE HEIMGT TOV EMTESOV TAPAGITOGCTC
pe Tpovopees Tov otadiov L3, L4 tov Aelurostrongylus abstrusus).

Nyuotmon mopdoite Tov 0VPOTONTIKOD
- Bepomeio TOV TOPASITOGEDY TOV ovponointikoV (Capillaria plica).

3.3 Avrevositelg
Noa unv ypnoiponoteital 6€ mepintmon vaepevalcinciog 6Ta SPACTIKA GLGTATIKA 1) GE KATOL0 EKS0YO.
3.4 E10kéc mpoEIdoToM|GELS

Kotd v epappoyn Tov KtnviaTpikol QoppoKeLTikod Tpoidvtoc, Bo tpémet va dobel 1diaitepn
TPOCOYN OTIG LOKPOTPLYEG PUAESG, TPOKEWEVOL VO SLAGPAAGTEL OTL TO TPOTIOV e@apudleTal anevdeiog
670 dépua Kol Oyl 6TO TPiymua, Kabdg ovtd Oo uTopoboe va 0dNYNGEL G YoUNAOTEPN
Brodrobecipdra g SpaocTiKg OVGIaG.

O1 xkpoTVEG Kot o1 WOAAOL TPETEL va apyicovy va Opépovtal amd To aipo TG yatag, yio va ektedovy
otV esafoxolaner, emopévac, o kKivouvog LETAO0GNC LETASIOOUEVMV VOSTLAT®V 0t apOpdmoda dev
umopel va amokAelcOet.

I'ateg oe meployég mov evomuel 1 dipoPirapioon 1 ovTEG TOL EXOVV TAEIGEYEL GE EVONUIKEC TEPLOYEG
glvar dSuvatod vo TposPAnBolv amd TG dPLUES LOPPES TOL TAPAGITOV. AV Kot TO KTNVIATPIKO
QopUOKELTIKO TPOTOV umopel va yopnynOet pe acediela o ydteg mov &xovv TpocPAnbel amd eviiika
Tapdotta, oev Exel TeKuNplodel Oepamevticd anotéhecua katd Tov evnAikev Dirofilaria immitis.
YovieTtdtal, ¢ €K TOVTOV, OAES 01 YaTeEC NAkiag 6 punvev 1 dve, Tov {ovv 6g TEPLOYES TOV EVOMLOVV
ta apdotta, va egetdlovrat yuo TNy mbovi dmapEn HOALVGNS amd EVIAIKES S1POPIAAPLES, TPOTOV
voPAnBovv og Bepaneia pe TPOIOV Yo TV TPOANYT] TNG VOGO TNG dPOPIALPI®GCTG.

H poéivvon amd tavieg pnopel va enave@oviotel, ov ot evoldpeoot EEVIoTES, OTmg ot WOALOL, Ta
movtiKio KA. dev edeyyBolv amotedecpatikd. Opiopéveg ydtec pe emipovn poivvon pe Joyveuxiella
spp. N Dipylidium caninum pmopodv ®GTOGO VO EKKOAGTTOVV UEYAAN TOGOTNTO VEOPDOV CKOANKWOV,
Ta, omoia pmopel va eivar Atydtepo gvaictnta oto tpoidv. Kotd cuvéneln, otny nepintmon tétolmv
TPOGROADY GLVIGTATOL TOPAKOAOVONGT UETH TNV OAOKANP®OT) TG Oy WYNG.

H avBextikomto tov Topacitev o€ 0To1dNToTE GUYKEKPLUEVT] KOTNYOPIo AVTITOPUGITIK®V, TOV
TEPILOUPAVOVTAL GTO TPOiIOY 6TABEPOD GLVOLAGLOV, UTOPEl va avamTuyOel Emetta omd TV
EMOVOLOUPOVOUEVT] XPTOT] AVTITAPUCITIKOV CVTMV TOV KOTNYOPIDV Y10 TUPUTETAUEVT YPOVIKN
nepiod0. Q¢ €K TOVTOV, EMONUIOAOYIKEG TANPOPOPIES GYETIKA LE TNV TPEXOLGA gvalctnaia Tov gidovg



{dov Ba mpémet va AapBavovTot VTOYT, TPOKEUEVOL VA TEPLOPISTEL 1| MOAVITNTA avOEKTIKOTNTOC OF
L0, LEAALOVTIKY EMAOYT.

H mepirt gpnon avTimopasitik®y 1 1 (p1on ToL AToKAVEL amd Tig 00Nyieg Tov divovtal otV
ITepiinym v Xapaktnpiotik®dv tov IIpoidvtoc pmopel va avENocet TNV EKAEKTIKT TiECT TOV
OVTITOPAGLITIKMV GTNV OVTILETMTION TNG AVOEKTIKOTNTOC KAl VoL 001 YNCEL GE HEIOUEVN
amoteleopatikotto. H andpaon yia tn xprion tov tpoidviog tpénel va Pacileton oty emPePaicnon
TOV TOPOCITIKOD €I60VG Kl TOV POPTIOL ) TOV KIVOIVOL Tapacitmong Le Ao tao ETONUOA0YIKE
YOPOUKTNPLOTIKA TOL Y kéOe pepovouévo {mo.

EXheiyerl kivddvov cuiloipméng, Ba tpénel va ypnoonoteitar Tpoidv 6TeEVod PAGHOTOG.

[pénel va AapPavetor vedyn n mbavotra dAia {da Tov 1310V VOIKOKUPLoD VO, ATOTEAOVY TNYN
EMOVOUOADVOTG a0 YOALOLG 1] CKMANKEC Kot ovTd vo vtofdAlovtol e Bepoaneio, OTmG amatteitol,
HE TO KOTAAANAO TPOTOV.

Noa amopegdyetol 10 pumdvio Tov {MOoV e COUTOVEY Yo 2 NUEPES LETO TNV EQAPUOYT, KaODS dev Exel
eleyyOel N amOTEAEGLOTIKOTITO, TOV TPOIOVTOG GTNV MEPITTMOGT AVTN.

[pokeywévou va TeploploTel 1| €k VEOL TPOGPOAN 0md emaVEUPAVION VEOV YOAA®VY, GUVIGTATOL M
gpappoyn g Bepamneiog oe dAeg TIG YaTeg TOV omition. AlAa £idn (dwv, Ta omoia {ovv 670 1010 oTitl,
0o mpémet emiong va AapPavouv Bepaneio pe KatdAAnio mpoiov.

To kaAd01, Ta VEAcpaTA Kot 01 GLVHOELS XDPOL, GTOVG OTTOIOVE OVATODETOL 1) YATO, OTWOC TO YOALYL KOl
Ta veoopdtiva idn enimAwong propel va TposPAnBodv amd yOAAovg KGbe otadiov. e mepintwon
YEVIKNG TOPAGITOONG 0d YOAAOVG KO KOTA TNV Evapén Tov HETP@V EAEYYOV, Ol XD POt avToi Oa
TPETEL VO, ATOAVUATVOVTOL KATAAANAO KO GTT) GUVEXELN VO GKOLTILOVTOL LYV e NAEKTPIKT] CKOVTO.

3.5 Idwitepeg mpopuraters Katd TN yp1ion

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

Moévo yio epappoyn pe emxiyvon oe onpeio. Mn yopnynoete e éveon, un xopnynoete omd 10 oTOUO 1
LEC® OTOAGONTOTE AAANG 0000. ATOPUYETE TNV ETAPT LE TO LATLH TG YOTOG. X€ TEPIMTTMOOT] TUYOLOG
£€kBeomng TV patidv, EEMAVVETE Ta, LATIO apécmd pe kabapd vepd. Edv o epebiopndc tov potiov
empével, avalntoete t Pondeta kTnvidtpov.

Eivat onuovtikd vo epapuoleton to KTnviaTpikd @opUoKEVTIKO TPOIOV & LI, TEPLOYN TOL OEPUOTOC,
OOV 1M YOTO eV UIOPEL VoL YAELYEL: TN HEST Ypapun Tov TpayAov, peta&d e Paong tov kpaviov
Kot TV opomiatov. Befaimbeite 611 Ta {da dev yAeipovv To €va To GALO, £®G OTOL 1) TEPLOYT] TOL
&xer vmoPAnbei og aywyn dev eivan TAéov arsOntr|. H xatdmoon tov ktnviaTtptkod eoproKeELTIKOD
TPoiovTOoC £xel mapatnpndei 6TL 0dNYEl GE VIIEPGIEAOPPOLQL.

H aocpddea Tov kTviaTpikod eoprakenTIKoD Tpoidvtog dev €xel ereyydel og yatdkio nAikiog kAT®
v 8 efdouddwv. To mpoidv mpoopileTon yia yprion o€ ydteg fapovg tovidyiotov 0,8 kg kot amd v
niio tov 8 efSoudomV.

To KINVIATPIKO POPUAKEVTIKO TPOTOV Bal TPETMEL AMOKAEIGTIKA VO, XPTCLULOTOIEITOL Y10l T YATA GE
TEPMTOGELG emPefarouévne WIKTHG LOALVONG 1 GOPOPOD KIVOUVOL TETOLOG UIKTHG LOAVVOTG atd
eEomapdoita kol vUoTdon (cvumeptAapfovouévng g TPOANYNG TG dPOoPIANPImoTC) Kal OTTOL 1)
TOVTOYPOVT AYWYN KOTA TV KEGTOOMV evdeikvutal. EALelyel kivohvov cuiloipnméng, n xpnom evog
TOPUCITOKTOVOL GTEVOD Pacpatog Oa mpénel va eEetdletal og Bepaneio TpOTNG YPOUUNG.

H cvvtayoypdaenon kot 1 cuyxvotnta ypnong 0o tpénet vo givol TPOGOPLOCLEVT] GTIC OTOUIKEG
avaykeg ¢ yatog, Bactopévn otnv KAVIKY eKTiunon, otov tpomo {mNg tov {dov Kol TNV TOTIKY
EMONUIOAOYIKT] KATAGTOOT| (CUUTEPTAOUPAVOUEVOD KOL TOV KIVOHVODL Y1 {0OoVOGOoUGS, OTAV VITUPYOLV),
TPOKEUEVOD VO, AVTIUETOTIGTOVV OTOKAEICTIKG KATUGTACELS KTV HOADVGEDV/KIVOUVOL LOALVGTC.

To KINVIHTPIKO PAPUAKELTIKO TPOTOV deV Oa TPEMEL VAL YPT|GILOTOEITAL GE AALEG YATEG YWPIC
TPONYOVLEVT] KTNVIOTPIKT] YVOLT).



Ot emavarapPavopeveg Bepaneieg Bo mpénel vo meplopilovtal 6 TEPLOPIGUEVEC LEPOVOUEVEG
nepmtocelg (PA. Tapdypago 3.9 yio 0dnyieg Oepanciog) pe eEldyioto pecodidotna Oepaneiog 4
epdouddwv. H acodieia dev a&lohoynonke mépa amd toug 6 unveg (PA. emiong mopaypdeovg 3.4, 3.10
ka1 4.2). Qg ek T00TOV, d€ GUVIGTATOL VO YOPTYOLVTAL TEPIGCOTEPES amd 6 d10doyIKEC Bepameiec evtog
mEPLOSoL 12 pmvov.

H gywvoxokkioon amoteAel kivouvo yio Tovg avOpdmovg Ko eivar £va vOOT| L0 VTTOYPEMTIKNG SNAMOTNG
otov [Taykocoo Opyavicud yio v Yyeia tov Zoov (WOAH). e nepintwon gyivokokkioonc, Oa
npénel va akohovBovvton e1d1kég katevBuvTnpieg 0dnyieg yuo T Oepameia, TV TapakoAovONoT Kot
Yo TNV TPOCTAGia TOV aTtou@V. Oa Tpénel va {nteital n yvoun KOV 1 WGTITOVT®V
TOPOGITOAOYI0G.

Idwitepec TpoLAGEELC TOL TPEmeL va AauBdvovTal amd To ATOUO TOL YOPNYEL TO KTNVINTPIKO
QopuakeLTKd Tpoidv oe {da:

Agv mpénet va Kamvilete, miveTe 1] TPOTE KATA TN SLAPKELN EQUPLOYNG TOV QAPUAKOL.

Noa mAévete Ta yEpL0 AUECHS LETE TN XPNON.

O1 {pNCLLOTONEVEC GVOKEVEG EPAPLOYNC Ba TPEMEL VO omoppinToVTOL APESMG KoL VO
OTOLLOKPOVOVTOL OO YDPOVE, TOVE 0TOioVG PAETOLY Kol Tpoceyyilovv Ta Tondid.

AToQUOYETE TNV EMAPT TOV TEPIEXOUEVOL TNG GUCKELNG EQPOPLOYNG UE Ta daKTLA. Edv avtd
TPOKLYEL, EEMADVETE LE GATOVVL KoL VEPO. AVTO TO KTNVIOTPIKO PUPLOKEVTIKO TPOidV Umopel va
TPOKOUAECEL £peBIGHO TOV PATIDV, TTOL UTTOPEL Vo Elval 6€ EEAIPETIKEG TEPMTMOGELS cOPapOg. e
nepintoon Toyaiog £xbeong TV HoTI®V, EEMADVETE T PATLO AUECO KOl TPOGEKTIKG, e VEPO.
A@aipéoTe TOVG PAKOVS EMAPNC, EAV POPATE, LETA TA TPAOTA 5 AENTA, Kol cuveyiote To EEmAvpa. Na
avalnmoete wtptkn Pondeia kot vo entdeifete 6ToV 1TPO TO ECOKAEIGTO PUALO 0ONYIDV ¥PNONG 1
TNV ETIKETO, TOV POPUOKEVTIKOD TPOTOVTOG.

Befoiwbeite 011 1| Teproyn oty omoia epapproleTarl To papuaio dev etvan TAEoV aisOntr, Tptv EpBete
€K VEOU G€ e LE TNV TEPLoYN EQaproyns. Ta maidid o Oa mpémel va emttpénetal vo Tailovy e to
{da. mov Exovv voPAnbeil oe aywy”, uEPL 1 TEPLOYN EPAPUOYNG VO, UNV givar TAEOV ausOnTr Kot
ocuviotdrol to (Mo oTo onoia £YEL TPOCPATMG YopMyNOel aymyn va unv KOLHoUVTOL LE TOVG WOI0KTNTES,
Wwitepa pe ta wondid. Xovictdtol 1 Ogpaneia Tov (dov va yivetar To fpddv, yio va peiwbel n eroen
ue avhpamovg petd ™ Bepameio.

Atopa pe yvootn vrepevarcOnoio oty esafoxolaner, otnv eprinomectin, otnyv praziquantel 1 oe
0moLOMTOTE amd TO EKOOY M TPEMEL VAL OTOPEVYOVV TNV ETAPT] LE TO KTNVIOTPIKO QOPUOAKEVTIKO
TPOTOV.

Agdopévou 0Tt meptypaeovtol eUPpLoTolikég Katl TEPUTOYOVEG EMOPACEIC 6€ TEPANATO MO EmELTa
amo onuovtikn kadnuepw £kbeon oty glycerol formal, ot £€ykvot Oo Tpémel va popolv yavTia KaTd
T SLAPKELN TNG XOPNYNONG, YO VO OTOPVYOVV TNV GUECT ETOQN LE TO TPOIOV.

[d1aitepeg TPOQLAGEELS Y10 TNV TPOCTAGIO TOV TEPPAAAOVTOC:
Agv 1oyVet.

3.6 AvemOvunta coppavra

Tdtec:
Oyt cvyva Yrepotehdppoia!, didppota’, mpdxkinon epétov!
(1’ ¢wg 10 Cda/ 1.000 vrd Bepancio Alonexio 6to onueio epappoyng!?, kvnopdg 6to onueio
Coa): epappoyic'?

AfRBapyog!, avopetia!

' Kotd k0pro Adyo fmieg avtidpaoelc, peprc SIPKELNC Kol 0VTOTEPLOPILOUEVEC.



Tlopodikh/og

H avapopd avemBountov coppdviov sivar onuavtiky. Exttpénet tn cvveyn mopakorobonon g
UOQAAELNG EVOG KTNVIOTPIKOD QAPUAKEVLTIKOD TPoiovToc. Ot avapopic TPETEL VO OMOCTELAOVTOL, KOTA
TPOTIUNOT LECH KTNVIATPOV, E(TE GTOV KATOYO TNG AOELNG KUKAOPOPING 1) GTOV TOTIKO AVTITPOCMTO
ToV gite oV €Bvikn apuddo apyn LECH TOL EBVIKOD GLGTHKATOS AVOPOPAS. AvatpéETe 6T0 POUAAO
001 YLDV YPNONG YO TOL OVTIGTOLYO GTOLXEID ETKOVOVIHG.

3.7 Xpion katd TV KON61), TN YoAov)ia 1] TNV MOTOKIM

Kinon kot yorovyio:
Mmopei va, ypnoporom el og yateg Eyxveg kot Onidlovoec.

Tovyomro:

Mmopei va, ypnoiporon el og OnAVKEC YATES OVOmAPOy®YNS.

H aocpddeia Tov kTviaTpikod QopROKEDTIKOD TPOTOVTOG dev £xel amodelydel oe apoeVIKES YUTEG
AVATOPUY®YNC. ATO TIC EPYACTNPLOKES LEAETEG OE EMUVG KOl KOVIKAOVG dev dtamiotmbnkay evoei&elg
Yo aveTIBOUN TN EMIOPOCT] TOV OPUCTIKMOV OVCIDV GTHV OVOTOPAYMOYIKN IKAVOTITO TOV APGEVIKOV.
2T0 0POEVIKA OVATOPAYWDYNG, PNCLOTOMGTE TO TPOIOV UOVO COUPOVA LLE TNV EKTIUNOT
0PEALOVC/KIVOUVOL 0o ToV VTELOLVO KTNViATPO.

3.8 Alniemidopaon pe ALY QUPUOKEVTIKA TPOIOVTO KAl AALEG HOPPES UAIMAETTIOPACT
Agv glval yvootn kopio.

3.9 Oodoi yoprynong ko d0coroyio

Xpnon yia exiyvon o€ onpeio.

Aocoloyia:
O potevopeveg eldyioteg 00oelc eivan 1,44 mg esafoxolaner, 0,48 mg eprinomectin kot 10 mg

praziquantel avd kg couatikod Bapovg.

EmiéEte to katdAinio péyebog tng CLGKEVTG EPUPUOYNG AVAAOYE LLE TO GOUATIKO PAPOS TNG YOTUGC.
T'a ™ dteopdAion g opbng docoroyiag, To couatikd Pdpog mTpénel va mpocsdlopiletarl e 66O 1O
duvatov peyarvtepn axpifeia. H vmodocoroyia Oa pmopovoe vo 0dNynoEL G OVOTOTELEGUATIKN
YPNON Kol UTOPEL VoL ELVONGEL TNV avATTLEN AVOEKTIKOTNTOC.

Bépoc yarag ‘Oykog povadoag Esafoxolaner Eprinomectin Praziquantel (mg)
86omg (ml) (mg) (mg)
0,8-<2,5kg 0,3 3,60 1,20 24,90
2,5<7,5kg 0,9 10,80 3,60 74,70
>7,5kg KOTAAANAOC GUVOVACUOG CLGKELMV EQUPLLOYNG
Tpbmog yoprynong:
1. XpNOOTOoTe Eva WOAIDL, Y10 VO KOWETE TIV KOYEAT KOTA UNKOG TG SLUKEKOUUEVNG
YPOHHNG.
2. 211 GUVEXELD, OTOUOKPVUVETE TO KOWUEVO TUN QL.
3. AQ@aipéoTe TN GLOKELT EPAPLOYNS 0Td TI GLOKEVAGIN KOl KPOTHGTE TN o€ Opbia BEom.
Tpapnéte miow 10 EpPoro erappd.
4, IIeproTpéyte Ko aporp€oTe TO TAOLO.
5. Awywpiote o TpiYOUA OTN HECT] YPOUUT TOV TpaynAov, peta&d g BAong Tov kpoviov Kot TV

OUOTAATOV, EMG OTOV TO dépUa. va ivar opatd. Tomobethote TO GKPO TG GLGKELNG EPAPLOYNS
070 dépua Kol epapudcTe OAO TO TEPIEXOLEVO amevbeing Tavm 6To dépa o€ éva onpeio. To
TPOTOV TPETEL VO EPUPOCTEL GE GTEYVO OEPLA GE TTEPLOYT], TOL 1) YATA OEV UTOPET VO YAEIWEL.
e pokpOTPLEG PUALS, Oa Tpémel va 600¢gl 1010iTEPT TPOGOYN GTNV EPAPLOYT TOV TPOIOVTOS GTO
dépoL Ko 0L 6TO TPiY®UN, OOTE Vo EACPUAICTEL 1| PEATIOTN ATOTEAEGUATIKOTITO.
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6. ITAOvete ta xéplo cag LeTd T XpNon.

Hpdypoppoa Bepancioc:

IMa ) Begpaneio TapacITOGEDY 0O YOALOVS KOV KPOTMVEG KOUT KAPEN KOl Y10l TV TOVTOYPOV
Oepameio VINLOTOOMV Kol KEGTMIMY TOL YUGTPEVTEPIKOD KO/ TOV OVOTVEVGTIKOD Kal/f| TOV
ovpomomTikoD epoppdleton pia povn 66om tov Tpotovtos. H avdykn kot  cuyxvdtra yio
enovoinmtikn(eg) Oepaneia(eg) Oa npénel va cupPfadilel pe T yvoun tov Bepdmoviog KTVIATPoL Kot
Oa mpémet va AapBAvETOL VITOYT 1) TOMIKT ETONUIOAOYIKNY KATAGTOON Kol 0 TpOTog {one tov {dov
(m.y. TpocPaoct oe eEmTEPIKOVS YDpOoVC). BA. entiong mapdypago 3.5.

Heproyég mov dev givon evonukéc yio Sipo@lapi®on 1 yio TVEVLOVIKA Tapdoita TG Yatag:

Ot ydteg mov dev extiBevion o€ PLOVIHO Kivouvo HOAVVOTG ATt S1poPIANPI®GN 1] At TVEVLLOVIKGL
TapdolTo TG YaTog, Bo mpEnel vo avTIUETOTILOVTOL GOUP®VO LUE EVO TPOYPULLLO TOV EXEL
ocuvtayoypaenOei amd ktnvioTpo Kot va tpocapproleTol o Kabe pepovopuévn tepintwoon
gmovapuoAvvong/enovamposPoing and Tapdoita. Al@opeTikd, £va Tpoldv pe 6Tevo eaopa Oo Tpémet
VoL YPNOHOTOElTOL Yia T SlacpAaAlon Prdoiung Bepaneiag evavtio og GYETIKA TOPACLTA.

Evdnuikéc meproyécg pe dipopriapioon:

Ot ydteg mov {ovv og evOnuKEG TeployEg Le dpoPriapinon kot avayvopiloviol g kuvnyoi Ba
umopovcoy va Aappdvovv Bepaneio oe pnvicio Sl0GTANATO, Y10 VO S10GPAAMGTEL TOGO 1 KATAAANAN
TPOANYT TNG SPOPIANPIOTG OGO KoL 1] AVTIUETOTIOT TOAVIG EXAVAUOAVVONG LE KEGTOON.
AlopopeTikd, £vo Tpoidv pe otevO Gdoua Bo TPETEL va, XPNGIHOTOLEITOL Y10 TEPOLTEP® BepameiaL.

H mtpoAnyn g dipopilapimong pe ) Bavdatwon tov npovouedv Dirofilaria immitis B Tpémnel va
Eexvnoet evtog 1 unvog PETA TNV TPAOTN avapEVOUEVT £kBeon og KouvoLmia kot Oa Tpémet va
ouveyloTel Emg TovAdyloTov 1 unvoa uetd tnv tekevtaia £kbeon g Kovvoimia.

Evonuikéc meployég e TveLovikd Topdotta TG YOTog:

O1 yarteg o€ Kivouvo (Ue KOVIYETIKT GLUTEPLPOPE) TTOL {OVV GE EVONKEG TEPLOYES, Ba pmopovoay va
AapPavovy Bepamneio og unviaio SlGTHHATA, Y10 Vo LE®BOEl 0 Kivouvog dnuovpyiog eviMkmy
TVELUOVIKADV TOPAGITOV, OV £ival vevBuva yio TNV KAVIKN Topacit®on g yatag amod
GTPOYYVAOVC, KO Y10 VO, OVTILETOTIOTEL TOAVT] ETOVAUOAVVOT) LE KEGTMON. ALAPOPETIKA, VO TPOIOV
ue otevo pdopa Ba mpémetl va ypnopomoteitol yio mepattépm Oepameia.

®eponeio yio Ta TVELUOVIKA Topdotta: Kopio 1 pikpn enidpacn oty onelevfépwaon TPOVOLPOY TOV
otadiov L1 tov 4. abstrusus ot kOTPAVA LTOPEL VO, avOIEVETOL EVTOC TEPimOL 2 efdoUAO®V LETA TN
Oepameio LOyw® TG TEPLOO0VL d1EAELONG TV TPOVLUE®Y TOL otadiov L1 and toug Tvedpoveg HEGm g
TEMTIKNG 000V, OTO100NTOTE UETPTOT TPOVLUPDV GTO KOTPUVA Y10 TOV EAEYYO TNG
amoTEAECUATIKOTNTOG TG Bepameiog (ko 1 amdao edv ivol amapoitnn pia dgvtepn Oepameia e
TPOIOV 0TEVOD PAGLLOTOG) TPEMEL, EMOUEVMG, VO, AapfBdvetal To vopitepo pdvo dVo efdopddeg petd
Oepaneia.

Axdpea otoc:
T axdpea ©T66, avalntote mepautépm KTviaTpikni e€étaon 4 efoopnddec petd tn Oeponeia, yio va
TPOCIOPIOTEL €AV amatteital mepartépm Oepameia (e TPOiIOV 6TEVOD PACUATOG.

3.10 XZvprtdpotoe vIEPIOGOA0YINS (KUl KUTA TEPITTMON, HETPU AVTINETOTICNS KOL AVTIOOTH)

H aocopddeia £xer a&lohoyn0el pe €mg kal 5 popég TN LEYIGTN CLUVIGTAOUEVT dOGT GE VYN YOTAKLO
nikiog 8 efdoudomv Kot dvm, e xopnynom £o¢ kot 6 opég oe pecodtactnuato 4 efdopddov. Xe
d0om ion pe 3 Popég TN PEYIOTN GUVIGTOUEVT 006, Ogv TTapatnpHOnKay avemBounteg evépyetec. Xe
d0om ton pe 5 popég T PEYIOTN GUVIGTOUEVT] 0001, TapatnpOnke po cofapn avemBount
VEVPOAOYIKT avTidpaoT (atalia, amoTPOcaAVUTOMGUOS, omddsta, TpOUog, VTofepuia Kol S10GTOAN TG
KOPNG) LETA TNV TPITN YOPNYNOT KOL TOV AVAGTPEYLUN LETA TO TAVGLUO TOV GMLEIOL EQPUOYNG,
KaOdG Kot ETELTO OO EMELYOVTO LETPOL KOl CLUUTTOUATIKY Oepaneia. Ze opiopéva (da Tapatnpndnkay
VIOJOPLEG TEPLOYEG TKOVPOV KOKKIVOL YPDUOTOG OTA CTUELN TOL SEPHOTOC, OOV EQPUPUOGTNKE M
Oepameia, pe d0om 5 POopEG TN LEYIOTN GUVICTMOUEVT OOGT).



3.11 Edwoi wepropiopoi ypriong Kot E01KES 6vvONKeg (prions, copureprtiopufavopéveov
TEPLOPLOUAOV GTI] YPGT] OVTLUIKPOPLOKOV KAl OVTITUPUGLTIKAOV KTNVIITPLKOV
PUPRUKEVTIKAV TPOTOVIOV TPOKEIUEVOV VO TEPLOPLOTEL 0 KIVOVYOS UVATTLENG AVTOYNS

Agv 1oyVet.
3.12  Xpévor avapoviig

Agv 1oyvet.

4. DOAPMAKOAOI'IKEX IAHPO®OPIEX
4.1 Koowkog ATCvet: QPS4AAS4
4.2 ©@oppokodvvopKy

H esafoxolaner givat 1o (S)-evavtiopepés e afoxolaner ko aviikel oty Katryopio ¢ too&aloiivng,
7oV givor dpaoTiky evavtio ot apBpdmoda. H esafoxolaner dpa mg avtaymviotig otig 0écelg
GUVOEST|C TV SLODA®V TOV 1OVI®V YAopiov, eWdkoTEPa oTIG BEcElg Tov vevpodiafifacty| y-
apvofovtupikd 0&0 (GABA). Ot wo&aloiiveg, HeETOED TOV TPOTOTOUNTOV TV S100A®V YAmpiov,
deopevovtal 6g EExPloTn Kot povadikn tonobesio otdyo evtog tov GABACI tov evtopmy,
OTOKAEIOVTOG LLE TOV TPOTO OLTO TNV TTPO- KO PETO-GUVOTLTIKY LETOPOPA 1OVTIOV YA®PIOV KATH UNKOG
TOV KOTTOPIK®OV pepPpavav. H Tapatetopévn, emayopevn amo v esafoxolaner, vmepdiéyepon €xel og
amoTEAESUA TNV OVEEEAEYKTT] OPOCTNPLOTITA TOL KEVTPIKOD VELPIKOD GLGTHIATOC Kot TO Bdvato tov
apBpomodwv. H emextikn to&ikdtnra tng esafoxolaner petald tov apbponddnv kat tov ONlacTtikdv
umopei va cuvaydei amd tn dtopopetikn evactncio twv vrodoyéwv GABA twv apbponddov oe
oyéon pe toug GABA vrodoyeig tov Onlactikov.

O yoAlot kat ot Kpotwveg eEadeipovtorl evtog 24 kot 48 mpdv petd ) Bepaneia avtiotoryo, ektdg
amo tov R. sanguineus xou 1. hexagonus.

H esafoxolaner Bavatmvel Tovg yOALOLG TPV OTd TV TOPAYMYT] AVYDV KOl ETOUEVMG ATOTPENEL TOV
Kivduvo poAvvong tov evdootkiakol mepipdriovtog. Eivar dpaoctikny evdvtio ota axapea (N. cati, O.
CYnotis), IOV TPOKAAOVY VOTOESPIKN YOPO 1| YOPO GTA AV TLA.

H eprinomectin avikel otnv Katnyopio T@v EVOOKTOVOV LOKPOKVKMK®OV AaKTOVAOV. Ol EVOGELS TNG
KOTNYOPIoG OVTNG SECUEVOVTOL EMAEKTIKA KO [LE DYNAT] GUYYEVELN GTOVG SOAOVS LOVIMV YAMPIov
7OV EAEYYOVTAL OTO TO YAOUTOUIKO 0ED KO OTOVTIOVTIOL GTO, VEVPIKA 1] LOTKE KOTTOPA TOV
0oTOVOLAMV. AvTd 00NYEl o aENGT TG SLOTTEPOTATNTAG TG KVTTOPIKNG LEUPpavNG ota 1dvTal
YAOPIOL UE VTEPTOAWDGT) TOV VEVPIKOD 1] TOV HLIKOV KUTTAPOL, TOL 00MYEL LE TN OEPE. TNG OTNV
mapdAvon kot 610 Bdvato tov mapacitov. To pacpa g dpdong tng eprinomectin £yel derybel Tmwg
KOADTTEL YOO TPEVTEPIKA Kot EEMEVTEPIKA VIUATOON Ko Bempeitat eniong 0Tl £xel SpacTIKOTNTA KAT
tov akdpewv (N. cati, O cynotis).

H praziquantel givar éva cuvBeTikd Tapdymyo 16oKivolvo-tupalivig pe dpdon evavtia otig Tovieg. H
praziquantel amoppoOPATOL TAYIGTO OO TO TEPIPANLO TOV TAPUCITOV Kot EXNPEALEL TN JATEPATOTNTA
™G HEUPPAVNC OTA KECTMON, EMNPEALOVTAG TN PON TOV S160EVDV KOTIOVTOV, EI0IKA TNV OLO10GTACT0!
TOV 1OVIOV acPeotiov, yeyovdg mov Bempeitot 0Tt GUUPAALEL GTNV TaYEID CLGTOAN TV LVOV KOL TNV
Kevotomimon. Avtd €xel ¢ amotéAeoua T cofapn PAAPN oto mepiPAnpa Tov Tapacitov, T GVOTICT
KO TNV TopdAvoT, T dtoTapay] Tov LETOPOAICHOD Kot TEAKE 0dnYel 6to Bdvato Kot TV amofoin
TOV TTOPOGITOV.

4.3 @appoKoKIVTIKY

H esafoxolaner amoppo@dtal GuGTNUIKA 0O TO GNUEID TOTIKNG EPUPUOYNG, PTAVOVTOG T LEYIGTN
GLYKEVTIPMOT] GTO TAAGLO GE YPOVIKO dldoTnpa peta&d 4 kot 14 nuepdv petd v epappoyn. H



esafoxolaner amopaxpivetatl apyd omd o mAdouo, (ti2=21,7 £ 2,8 nuépeg Emetta and Lovn yopnynon)
KoL ameKKPIvVETOL HECH TOV KOTPAV®MY KOl TOV OVPOU.

H eprinomectin amoppo@atol GLGTNUKE od TO OTUEID TOTIKNG EPAPHOYNG, PTAVOVTAG TN HEYIOT
GLYKEVTPMOT) 6TO TAAGLO GE YPOVIKO dtdotnpa petald 1 kot 2 nuepdv petd v epoppoyn. H
eprinomectin aopaKpOVETAL 0pYQ 0o T0 TAdoua (tiz =5,4 +/- 2,7 nuépeg Emetta amd povn
YOPMYNOT) KOl ATEKKPIVETAL LEG® TOV KOTPAVOV.

H praziquantel amoppo@dtol GUGTNUIKE 0O TO GMUEIO TOTIKNG EQPUPLOYNG, PTAVOVTOG TN UEYIOT
GLYKEVTIPMGT] GTO TAAGLO GE YPOVIKO dldoTnpa petatd 4 Kot 8 mpdv petd v epoppoyn. H
praziquantel amopoxpOveran apyd and to mAdopo (ti2=4,3 +/- 1,9 nuépeg £nerta amd povn yoprynomn)

KoL ameKKpiveETOL LECH TOV OVPOV.

To gpappaxokivnTikd Tpo@ik TV praziquantel kot eprinomectin dgv ennpedletal omo T
ouyopfiynon.

Av kot dgv pmopovoe va Topatnpndel GuocdPeLON EMELTO, OO EXOVAAAUPAVOLEVT] XOPNYNOT] YO TV
praziquantel, mopotpnOnke cuocdpevon amd TN 2" £o¢ TV SN unviaio xopynomn yio v
esafoxolaner (avaroyieg 3,24 yio Cmax ko 3,09 yio AUC) ko yio, Tnyv eprinomectin (avoaroyieg 1,59 yia
Crax ko 1,87 yuo AUC). IapoakareicOes va avatpééete oty mopdypoapo 3.5 yio acs@aAn ypnon Ensita
amo emavaAappoavopevn Bepamneia.

5. DOAPMAKEYTIKA XTOIXEIA

5.1 Kopeg acopparotnreg

Agv glval yvootr| Kopio.

52 Awpkewo {ong

Audpkela {ONG TOL KTNVINTPIKOD QUPUAKEVTIKOD TPOIOVTOC COLLPMOVA. LLE T1 GLOKELOGIN TOANONC:
3 ém.

5.3 Iowitepeg Tpo@uAaEels KaTd T PUANEN TOV TPOiIdVTOG

Noa puAdooeTal TV aypNCLOTOINTN GLGKELT EPAPLOYNG 0TI cvoKevacia KuyéAng (blister), yio va
TPOGTATEVETAL ATO TO PG,

O1 {pMCLULOTONUEVEC GUOKEVEG EPAPLOYNE TPETEL VO OmoppimTovTol dpesa.

5.4 ®von kKo 6UVOEGT] TNG GTOLYELDOOVS CVGKEVUGIOGS

SVOKEVT] EQPUPLOYNG CYNUOTOG COPLYYOS Yo XOPYNoT UE Emiyvon o€ ornueio (oTéAexoc amd dlapaveg
clMKovoLyo cvumolvpepég KukAkng olepiving (COC), éuPoro amd GIAIKOVOTOMUEVO EAACTIKO
Bpopofovturiov Kot TOUA AKPOL Ao EAACTIKO BpmpofovtuAiov) mov wepiéyet 0,3 ml 1 0,9 ml

TPO1O6VTOC, ToToOETUEVT G aTOUIKES TAOOTIKEG KuyéLeC (blisters).

Xdaptvo kovti mov mepiéyet 1, 3, 4 1 15 xoyéin(ec) 1 ovoxevng epappoyns (0,3 ml n kabepia).
Xaptvo kovti Tov mepiéyet 1, 3, 4, 6 1 15 koyéin(ec) 1 ovokevng epapuoync (0,9 ml n kabepia).

Mmropei va unv KuKAOQOpoUV OLEG 01 GUGKEVAGIES.

5.5 Ewwég mpo@uraels amoppryng evog un yP1GLHOToIN0£vTog KTNVIATPIKOU QUPIOKEVTIKOD
TPOIOVTOG 1] GAAOV VAMKAV TTOV TPOEPYOVTUL ATTé T1) Y P1]O1) TOL TPOIGVTOS, UV VTLEAPYOVY

Ta eapuaxo dev TPETEL VL OTOPPITTOVTOL LECH TOV ADUATOV 1) TOV OIKIOKDOV 0TOPANTOV.



To KTVIATPIKO PUPHAKEVLTIKO TPOTOV 1 1] KEVI] GUGKELY| EQPAPLOYNG OEV TPEMEL VAL ELGEPYETAL GTOV
OpoPopo opilovta, kabBmG 1 esafoxolaner evoéyetar va givor emkivévvn yia toug 1ybeic kot dGAAoVG
VOpOPLovg opyavVIGHODG,.

XpNOOTOINOTE TPOYPAULOTO ETICTPOPNC PAPUAK®OV Y10, TNV ATOPPIYN U1 XPNCLOTONOEVTOV
KTNVIOTPIKOV QOPLOKEVTIK®Y TPOIOVIOV 1] GAL®Y DMK®V OV TPOEPYOVTOL OO T YP1OT TOVS COLPOVOL
LLE TIG TOTKEG OTOLTOELG KOl [LE TUYOV €BVIKG GVOTNUATA GLAAOYNG TTOL 1GYHOLVV Y10 TO GYETIKA
KTNVIOTPIKA QOPIOKEVTIKE TPOTOVTOL.

6. ONOMA TOY KATOXOY THX AAETAY KYKAO®OPIAX

Boehringer Ingelheim Vetmedica GmbH

7. APIOMOZX(OI) AAEIAY KYKAO®OPIAX

EU/2/20/267/001-009

8. HMEPOMHNIA ITPQTHX EI'KPIXHX

Hpepounvia Ing éykpiong: 06/01/2021

9. HMEPOMHNIA TEAEYTAIAYX ANAOGEQPHXHY THX IEPIAHYHX TQN
XAPAKTHPIZTIKQN TOY ITIPOIONTOX

MM/EEEE

10. TAZEINOMHXIH TOQN KTHNIATPIKQN ®APMAKEYTIKQN ITPOIONTOQN
Noa yopryeital LOvVov e KTNVIOTPIKE GLVTAYT].

Agntopepeic TANpoeopieg Yio 10 v AOY® KTNVIATPIKO QOPUOKEVTIKO Tpoidv eivan dabéoipes otn fdon
dedopévev e EE yia o ktnviatpikd tpoidvta (https://medicines.health.europa.eu/veterinary).
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ITAPAPTHMA 11
AAAQOI OPOI KAI AITAITHZEIX THX AAEIAYX KYKAO®OPIAX

Koavévag
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ITAPAPTHMA II1

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

Xaptivo kovTi, svokgvacics pe 1, 3, 4, 6 1 15 6vokevES EQAPROYNGS

1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

NexGard Combo dtdlvpa yio eniyvon o€ onueio (spot-on) yia yateg < 2,5 kg
NexGard Combo dtdAvpa yio exiyvon o€ onpeio (spot-on) yia ydteg 2,5-7,5 kg

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

Avd d60om;

LTE 0 (03, €0 =1 1 =3 o SPRRRRRRRR 3,60 mg
EPTITIOIMNECTII ..vvieuevieeeieesiteeeitteesteeetreeeteeaseeeeseeeseeessseeasseeesssasassseessseesssesessseesssesassssessseesssseenssennns 1,20 mg
IV A L0 18 E=1 1<) PSR 24,90 mg
TN 100 (0] 21 1< TSRS 10,80 mg
EPTINOIMNECEITL «..vvieuveeteesteestteeeteeereeteesseeeseesseeesseasseeseeseesssessassseesseasssesssesssesssesssesssesssessesssessssessees 3,60 mg
PLAZIQUANLEL ...eieuvieiietiestienieeteeteesteesteesseesuaeesseanseesseenseesseesssesssessseenseensassssssssesssesnseenseenseesssesnses 74,70 mg

3. YXYXKEYAXIA

1x0,3ml
3x0,3ml
4x0,3ml
15x 0,3 ml

1x0,9ml
3x0,9ml
4x0,9ml
6x 0,9 ml
15 x 0,9 ml

4. EIAOX(H) ZQOY(QN)

Tditeg

| 5. ENAEIZEIZ

‘ 6. OAOI XOPHI'HXHX

Xpnon Yo eniyvon o€ onpelo.
Moévo yia eEmTteptkn xpnon.
Amo@UyeTe TNV ENOQT| TOV TPOIOVTOG LLE TA LATLO GOG.
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@S0

‘ 7. XPONOI ANAMONHX

‘ 8. HMEPOMHNIA AHEHX

Exp. {up/ecee}

‘ 9. EIAIKEYX XYNOHKEX AIATHPHXHX

Noa eUAGCCETAL TV 0YPNCLOTOINTN GLOKELT EPAPUOYNG 0TI cLoKevacio KVYEANS (blister).

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

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

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

ATOKAEIOTIKA Y10 KTNVIOTPIKT XP1ON.

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

Na pvidcoetal o€ BEom, TV onoia dev PAETOLY Kot dev Tpooeyyilovv Ta TALd1d.

13. ONOMA TOY KATOXOY THX AAETAY KYKAO®OPIAX

Boehringer Ingelheim Vetmedica GmbH

14. APIOMOI AAEIAY KYKAO®OPIAX

EU/2/20/267/001 1 x 0,3 ml
EU/2/20/267/002 3 x 0,3 ml
EU/2/20/267/003 4 x 0,3 ml
EU/2/20/267/004 15 x 0,3 ml

EU/2/20/267/005 1 x 0,9 ml
EU/2/20/267/006 3 x 0,9 ml
EU/2/20/267/007 4 x 0,9 ml
EU/2/20/267/008 6 x 0,9 ml
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EU/2/20/267/009 15 x 0,9 ml

‘ 15. APIOMOZX ITAPTIAAX

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

Kvoyéin

1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

NexGard Combo < 2,5 kg
NexGard Combo 2,5 — 7,5 kg

N

[}

2. IHOXOTIKA XTOIXEIA TQN APAXTIKQN OYZIQN

0,3 ml
0,9 ml

‘ 3. APIOMOZX ITAPTIAAX

Lot {apBuoc}

‘ 4. HMEPOMHNIA AHEHX

Exp. {up/ecee}
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EAAXIXTEX ENAEIZEIX ITOY ITPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

YVGKEVT EQUPUOYNS

1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

NexGard Combo

2. NMOXOTIKA XTOIXEIA TQN APAXTIKQN OYXIQN

0,3 ml
0,9 ml

‘ 3. APIOMOZX ITAPTIAAX

Lot {apBpog}

‘ 4. HMEPOMHNIA AHEZHX

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

1. Ovopacio ToOL KTNVIITPIKOD QUPUIKEVTIKOD TPOIOVTOg

NexGard Combo dtdlvpa yio eniypon o€ onueio (spot-on) yia yateg < 2,5 kg
NexGard Combo didAvpa yio eniyvon o€ onpeio (spot-on) yia ydteg 2,5-7,5 kg
A YvvOeon

Kda0e ovokevn epappoyng yio eniyvon oe onpeio omodidet:

APOOTIKG GVGTUTIKA:

NexGard Combo ‘Oyxog Esafoxolaner Eprinomectin Praziquantel
povadog (mg) (mg) (mg)
doong (ml)
Idtec 0,8-<2,5 kg 0,3 3,60 1,20 24,90
Idtec 2,5<7,5 kg 0,9 10,80 3,60 74,70
"Exdoya:
ButylhydroXytoluene (E321) ...ccoioiiiiiiiiieieiieceeee ettt sttt et eve e teeste e e sav e s v e eaveeaveereens 1 mg/ml.

AlovyEg, Axpopo £MG OVOIKTO KITPIVO TPOG OVOLYTO KOGTOVOYPWOUO SLOAVUCL.

3. Eion Loov

Téiteg

4. OepamevTiKég EVOEIEEIQ

T ydteg mov eivan exteBeiéveg 1 vtapyel Kivovvog va ektefoldv og LUKTEG LOADVGELS OO KEGTMON,
VNUOTOOM Kol eE@mapdoita. To KTNViaTpko QopUAKEVTIKO TPOTOV EVOEIKVLTAL OTOKAEIGTIKA, OTOV
GTOYEVOVTOL KOl Ol TPEIS OULADES TAPUGITM®V TAVTOYPOVA.

Eéonapbotita

- B¢pamneio ToV TopacttO@ce®V amd YOAovs (Ctenocephalides felis). Mia Oepameio Tpoopépel
GUECO KOl GUVEYES OTOTEAEC U EEAAEIYNG TOV WYOAAWDV Y10 EVO WAV

- To mpoidv umopel va ypnoomombei wg pépog g oTpatnyIKng Bepaneiog yio Tov ELEYY0 NG
OAAEPYIKNG amd WYOALOVG deppatitidag (AYA).

- B¢pamneio TOV TOPASITOGE®V amd Kpdtwvec. Mia Bepameia mposeépel Gueso Kat cuveyEg
amoTéAEC U EEAAEYNG TOV KPOTOVAOV EVAVTIQ 0TO [xodes scapularis yio €vo pva Kot EVAvTio
010 Ixodes ricinus yio mévte efdopddeg.

- Yuveyng opaom e&dretyng kpotdvev and 7 nuépeg Emg mEvte gfdopades petd tn Bepameio
gvavtia 6to Rhipicephalus sanguineus.

- Suveyng opaom eEdretyng kpot@vey and 7 nuépeg Emg téooepig efdouddeg petd t Oepomeio
gvavtia oto Ixodes hexagonus.

- Bepoaneio ™G OTOINKTIKNG Yopag (Otodectes cynotis).

- Bepoameio NG VOTOEIPIKNG YOPOS (Tov Tpokadeitar and Notoedres cati).

Keotmon
Oeponeio TV TOPACITOCEOV 0o Towvies (Dipylidium caninum, Taenia taeniaeformis, Echinococcus

multilocularis, Joyeuxiella pasqualei xon Joyeuxiella fuhrmanni).
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Nnuotdon

- poAinym ¢ dpopirapioong (Dirofilaria immitis) yio Eva piva.

- Bepomeio TOV TOPASITOCENDY OO YUOTPEVTEPIKA VILATOON (TpovOppeS Tov otadiov L3, L4
KoL OPES LopeEc TG Toxocara cati, TpovOUQES TOV 6Todiov L4 Kot dpIES LOPPES TV
Ancylostoma tubaeforme o Ancylostoma ceylanicum, Kol @piuec popeéc tov Toxascaris
leonina xon Ancylostoma braziliense).

- Bepomeio TOV TOPACITOCENDY OO TVEVUOVIKA Tapdoita TG Yatag (Tpovoueeg Tov otadiov L4
Kot OPUES Lop@ég Tov Troglostrongylus brevior, mpovougeg v otadiov L3, L4 ko dpiueg
LopYéG Tov Aelurostrongylus abstrusus).

- [IpdAnym ¢ Tapacitwong amd oTpdYYVAOLS TG YATAS (L€ PEI®OT TOV EMTESOL TAPACITMONG
ue Tpovoueec tov otadiov L3, L4 tov Aelurostrongylus abstrusus).

- O¢pamneio TOV TOPAGITOGE®Y TOL ovpomowntikov (Capillaria plica).

5. Avtevoegigelg

Na punv ypnoponoteital o€ mepintmon vaepevaictnciog oTa SPACTIKE GLGTATIKA 1) GE KATO0 EKJ0YO.

6. Ewdwkég mposidomonjoelg

Ewdwéc mpoerdomomoeis:

Kotd v epappoyn Tov KTnviaTpikon QopUoKeLTIKOD Tpoidvtoc, Ba tpémet va dobel 1dtaitepn
TPOCOYN OTIC LOKPOTPLYEG PUAEG, TPOKEWEVOD VO, SIAGPAMGTEL OTL TO TPOIOV e@apuoleTal anevbdeiog
670 0€pua Kot OYL 6TO TPiY®ua, KaBmg avtd Ba propodoe va odnynoel o yoaunidtepn
BrodiabeaipudtnTo TG OPACTIKNG OVGIAG.

O1 kpoTOVEG KO 01 WOAAOL TPETEL Vo apyicovv va Bpépovtal amd To aipo TG yaTag, yio va ektedovy
otV esafoxolaner, emopuévac, o Kivouvog UeTdooonc LETASIOOUEVMY VOST|LAT®V 0mtd apOpdmoda dev
umopel va amokAelcOet.

I'areg og meployég mov evonuel 1 dipoPirapioon 1 oTEG oL EXOVV TAEIOEWEL GE EVONUIKEC TEPLOYEC
givar dSuvatod vo TpocPAN0oVV amd TIC MPIUES LOPPEC TOL TAPAGITOV. AV Kol TO KTIVINTPIKO
QOPUAKEVTIKO TPOTOV Umopel va yopnynOel pe aocediela o yateg mov £xovv TpocPinbdel amd eviiika
mapdotta, oev Exel Tekunplodel Oepamevtind anotéhecua katd TV evnAikev Dirofilaria immitis.
JUVIGTATOL, ®C EK TOVTOV, OAEC 01 YATEC NAKiag 6 unvdv 1 dve, Tov (ovv 6g TEPLOYES TTOL EVOTLODY
Ta wapdotta, va egetalovtar yuo Ty mhovi DTapEn HOALVONG Ao EVIAIKESG S1POPIAAPLES, TPOTOV
vroPAnBobv ce Bepaneia pe TPOIGV Yo TNV TPOANYN TNG VOGOL NG dtpoprhapiwong.

H poéAivvon amd tavieg pmopei va ETaveUQOVIoTEL, 0V 01 eVOlAUECTOL EEVIOTEG, OTTMG O WOAAOL, TA
movtiklo KA. dgv eheyyBodv amotedeopatikd. Opiopéveg yateg pe emipovn poéivvon pe Joyeuxiella
spp. N Dipylidium caninum Pmopovv ®GTOGO VO EKKOAGTTOVV UEYAAN TOGOTNTO VEOPDV CKOANK®OV,
Ta omoia pmopel va eivat Arydtepo gvaictnta oto mpoidv. Katd cuvénela, oty nepintmon t€T010v
TPOGPOA®DY GUVIGTATOL TOPAKOAOVONON LETE TV OAOKAPOGCT] TG AY®YNG.

H avBextikomto 1oV Topacitov 6€ 0TOIdNTOTE GUYKEKPIUEVT KOTNYOPIO AVTITOPAGLTIKMV, TOL
nepthappdvovial 6To mpoidv 6Tadepod GLVOLACHOV, PHTopel va avartuyDel Enetta amd TV
EMOVOLOUPOVOLEVT XPTOT] AVTUTUPUCITIKOV CUTMV TOV KOTNYOPLDV Y10 TOUPUTETOUEVT YPOVIKN
7epi0d0. Q¢ ek TOHTOV, EMONUIOAOYIKEG TANPOPOPIEC GYETIKA UE TNV TPEXOLGA EVALGON Gl TOL €0V
{dov Ba mpénet va Aapfavovtor VTOYT, TPOKEUEVOD VA TEPLOPLIOTEL 1] TOAVOTNTA AvOEKTIKOTNTOG OE
Lo LEAAOVTIKY] ETAOYT.

H mepirt ypnon avTimopasttik®y 1 1 ¥p1on oL AmoKAVEL amd TIg 00Nyieg Tov divovtal oTtnv
[TepiAnym tov Xopaktnpiotik®dv tov [Ipoidvtog umopel va awénoet Ty EKAEKTIKY| TTieoN TOV
OVTUTOPUGLITIKAOV GTNY AVTILETOMTION TNG AVOEKTIKOTNTAG KOl VO 00N YNOEL GE LELOUEVN
aroteleopatikdmra. H andpaon yia tn yprion tov tpoidvtog tpénel va Paciletor oty emPePaicnon
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TOV TOPUCITIKOV EIG0VG KOL TOV POPTIOV 1] TOL KIVOUVOL TOPAGITMSNG HE PAoT TO EMONUOAOYIKE
YOPAKTNPIGTIKE TOV Yo KABe pepovouévo {oo.

Eletyet kivduvov cuidoipwéng, Oa mpénet va ypnoyomoteitat Tpoidv oTeVoD GAGLOTOC.

[péner va AapPavetor vedoyn n mbavotta dAia {da Tov 1310V VOIKOKUPLoD VO, ATOTEAOVY TNYN
EMOVOUOAVVONG ad YOAAOVE 1) CKOANKEG Kot avTd Vo bofdllovtol og Bepameia, OTmG amatteital,
LE TO KATAAANAO TTPOTOV.

Na aropegdyetol 10 prdvio Tov (Mo e COUUTOVEY Yo 2 UEPES LETO TNV EQAPUOYT, KaODS dev ExEl
gleyyOel | amoTEAEGLOTIKOTITA, TOV TPOIOVTOG GTNV TEPIMTM®GT CVTN.

[Ipokeévov va meplopilotel 1 ek VEOL TPOSPOAT and EmAVEUPAVION VEOV YOAL®VY, GUVICTATOL M
gpappoyn g Bepameiag oe OAeg TI YaTeg ToV omitiov. AAAa (da, ta omoia {ovv oTo id10 omitt, Oa
npénel eniong va AapPdvovy Bepameio e KOTAAANAO TPOIOV.

To kaAd01, Ta vedopaTa Kot 0t GLVHOELS XDPOL, GTOVG OTTOIOVE OVATODETOL 1) YOTO, OTTWOC TO YOALNL KOl
To VEooudTva, €idn enimAwong uropel va TposPAndodv amd YyOAAovg kKabe otadiov. e mepintwon
YEVIKNG TOPAGITOOTS 0O YOALOLG KoL KaTé TV EvVapén TV HETP®V EAEYYOV, O XOPOL cvTol Ha
TPETEL VO, ATOADUATVOVTOL KOTAAANAQ KO GTT) GUVEXELN VO GKOLTILOVTOL LYV e NAEKTPIKT] GKOVTO.

ISwaitepec TPoEUAGEELC Yo TNV oo yprion ot gidn (hwv:

Moévo yia epappoyn e emiyvon oe onpeio. Mn yopnynoete pe éveon, un xopnynoete omd 10 6TOUO 1
UEC® OTMOAGONTOTE AAANG 0000. ATOQUYETE TNV EXAPN LLE TO LLATLH TG YOTOS. X€ TEPIMTMOOT TUYL0G
éxBeong TV pHoTIOV, EEMADVETE TA LATIO APECHG e KoBapd vepd. Edv o epebiopog tov patimv
empévet, avalntioete m Pondela knvidtpov.

Eival onuovtikd vo epapuoleton to KTnviaTpikd @opUoKeDTIKO TPOIdV & LI, TEPLOYN TOL OEPLOTOC,
OTOVL 1M YATO OEV UOPEl VoL YAElyEL: GTN HEST YPAUUN TOV TpayAov, peta&d e Pdong tov kpaviov
Kot TV opomiatodv. Befaimbeite 611 Ta {da dev YAeipovy To €va To GALO, £®G OTOL 1) TEPLOYN TOL
&xel vmoPAnbei oe aywyn dev givon TAéov aucOntr. H xotdmoon tov Ktnviatptkod @opuokenTIKOD
TPoiovTog £xel mapatnpndel 6TL 0dNYEl G€ VIIEPGIEAOPPOLAL.

H acpdleta Tov kviaTpikod QoprokenTIKoD TPoidvTog dev £xel eAeyydel oe yatdkio nAkiog KAT®
v 8 efdouddwv. To mpoidv mpoopileTon yia yprion o€ ydteg fapovg tovidyiotov 0,8 kg kot amd v
niwio tov 8 efSopdOMV.

To KITNVIATPIKO POPUAKEVTIKO TPOTOV Oal TPETMEL AMOKAEIGTIKA VO, XPTCULOTOIEITOL Y10l T YATA GE
TEPMTOCELG EMPEPAIOUEVNC LIKTHG LOALVETG 1) GOPOPOV KIVOUVOL TETOLOG UIKTHG LOAVVOTG OO
eEomapdoita kol vuaTdon (coumeptAapfovoprévng g TPOANYNG TG dpoPIAapiong) Kol OTov 1
TOVTOYPOVT AYWYN KOTA TOV KEGTOOMV evdeikvutal. EALelyel kivohvov cuiloipnméng, n xpnom evog
TOPUCITOKTOVOL 6TEVOD Pdcpatog Oa mpémel va eEetdletal og pia Oepameia TpdOTG YPOUUNG.

H ovvtayoypdaenon kot 1 cuyxvotnta xpnong 0o tpénet vo givol TPOGOPLOCLEVT] GTIC OTOUIKEG
avaykeg TG yYaTog, Baciopévn oTnV KAVIKY EKTIUNOT], 0TOV TPOTO {®NG TOV {(MOL KOl GTNV TOTIKN
EMONUOAOYIKT KATACTOOT] (CUUTEPILOUPAVOUEVOD KOl TOL KIVOHVODL Y1 {0ovOcoug, GTaV VITAPYOLV),
TPOKEUEVOD VO, AVTIUETOTIGTOVV OTOKAEICTIKG KATUGTACELS LWKTMV HOADVGEDV/KIVOUVOL LOALVGTC.

To kKNVIHTPIKO PAPUAKEVTIKO TTPOTOV dev Oa TPETEL VAL YP1CLLOTOLEITAL GE AALEG YATES YMPIC
TPONYOVLEVT] KTNVIOTPIKT] YVOLU).

Ot emavarappovopeveg Oepamneieg Oa mpénet va mepropilovial o TEPIOPIGUEVEG LEHOVOUEVES
TepmTOGELS (PA. Tapdypapo «odnyieg yia T oo Yopynon» Yo 0dnyieg Oepaneiag) e EAay1oTO
pecodidotnua Oepaneiog 4 efdopddmv. H acpdieia dev agloloyndnke népa amd toug 6 punveg (PA.
emiong mapaypdeovg «Idiaitepeg mpo@uAdLeicy kat «Ymepdocoroyiay). ¢ ek ToVTOV, d€ GUVIGTATOL
VoL YopNYouVTOoL TEPIooOTEPES ad 6 d1000YIKES Depameieg vTOg TePLOSGOL 12 unvmv.

H eywokokkioomn amotekei kKivouvo yio Tovg avOpdmoug Kot €ival £va, VOOT|ILO VITOYPEMTIKNG ONAWMGCTG
otov [laykoopuo Opyaviopo yuo v Yyeio tov Zowv (WOAH). Ze nepintowon gyvokokkiaong, 6o
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TPEMEL VAL AKOoA0VOOVVTOL E0TKEG KOTEVLBVVTNPIEG 00MYiES Yia TN Bepameia, TV TapakoAovONoN Kot
Yo TV TPocTacio TV atopmy. Oa mpénetl va {nteitar | yvoun eW0IKOV 1| voTItodTOV
TOPUCITOAOYIOG.

Idwitepec TpouAGEeIc oL Tpémer va AapuBdvovtol amd To GTOUO TOL YOPNYEL TO KTNVIATPLKO
QopuakeLTKd Tpoidv oe {da:

Agv mpénet vo komvileTe, TveTe 1) TPMTE KOTA TN SIEAPKELD EQAPUOYNC TOL POPUAKOD.

Noa TAévete T ¥Eplo. AUESHOG LETE TN XPNON.

O1 {pNCLLOTONUEVEC GVOKEVEG EPAPLOYNC Ba TPEMEL VO omoppinTOVTOL APESMG KoL VO
OTOUOKPOVOVTOL OO YDPOVG, TOVS 0010V PAETOVY Kot Tpooeyyilovv Ta Tondid.

AmoQUYETE TNV ETOPT| TOV TEPLEXOUEVOD TNG CLOKELNC EQPAPUOYNG LE Ta ddKTLA. Edv avtd
TPOKVYEL, EEMAVVETE IE GOTOVVL KL VEPO. AVTO TO KTNVIATPIKO POPUAKEVTIKO TPOTOV UTOpEl va
TPOKOUAEGEL EpEOIGHO TOV HATIDV, TTOL UTTOPEL VO Elval 6€ EEUIPETIKEG TEPMTMOGELS cOPapOg. e
mePimTOoN TUYainG £kBeong TOV HOTIOV, EEMAOVETE T LATLO AUECO KO TPOCEKTIKA LE VEPO.
Apaipéote TOVg POKOOS ETAPNS, EAV PopaTe, LeTE Ta TPMTO 5 AemTd, Kot cuveyiote To EEmhvpa. Na
avalnoete wtptkn Pondela kot va emdei&ete 0TOV 10TPO TO ECOKAEIGTO GUALO 0INYIDY ¥PNIONG N
TNV ETIKETA, TOL EOPUAKEVTIKOD TPOTOVTOG.

Bepaiwbeite 011 1| Teproyn oty omoia epapuoletorl To papuako dev eivar TAEov aisOntr, Tpv Epbete
€K VEOUL O€ EMAPT LE TNV TEPLOYN| EQapHOYNS. Ta madid o Ba mpémet va emtpénetal vo Tailovv pe ta
{da mov £xovv voPAnbel oe aywyn, PEXPL M TEPLOYN EPAPUOYNG VA UNV Eivarl TAEOV aaOnTY| Kot
ocvvietdrol to. {do oTo omoia EYEl TPOCEATMG YopMYNOEl aymyn va, unv KOLLOUVTOL LLE TOVE WOIOKTHTEG,
Wwitepa pe o wondid. Xoviotdtol 1 Ogpaneia Tov (dov va, yivetar To fpddv, yio va peliwbel n eroen
Le avBpdmovg petd t Bepameio.

Atopo pe yvoot vrepevaicincio oty esafoxolaner, otnv eprinomectin, otnv praziquantel 1 o€
OTO10ONTOTE OO TO, EKO0YO TPETEL VO, ATOPEVYOVV TNV ENXAPT| UE TO KTNVIATPIKO POPUOKEVTIKO
TPOTOV.

Agdopévov 0Tt meptypaeovTol eUPpvoTolikég Kutl TEPUTOYOVEG EMOPACEIC 6€ TEPANATOl O EmELTal
amd onuavtikny kabnuepvn £kBeon oe glycerol formal, ot éyxvot Oa mpémet va @opovv yAvTIo KaTd Tn
SLIPKEL TNG YOPNYNOTS, YO VO OTOPVYOLV TIV ALECT] EMAPT LLE TO TPOIOV.

Eyxvpocivn kot yolovyio:
Mmopei va, ypnoorom el og yateg Eyxveg kot Onidlovoec.

Tovwom o

Mmopei va, ypnoiporon el og OnAVKEC YATES OVOmapOy®YNG.

H ac@dieia Tov KTNVIOTPIKOD QOPUAKELTIKOD TPOIOVTOG OV £YEL ATOOELYOEL OE APCEVIKES YATEG
AVATOPUY®YNG. ATO TIC EPYACTNPLOKES LEAETEG OE EMES Kol KOVIKAOVG dgv dlamoTminkay evoei&elg
Yo QVETIOOUNTY] EMLOPOCT] TOV OPOUCTIKAOV OVGIOV GTIV AVOTOPAYMYIKT IKAVOTITA TOV APCEVIKMV.
2T0 0POEVIKA AVATOPAYWDYNG, YPNCLOTOMGTE TO TPOIOV LOVO COLP®VA LLE TNV EKTIUN O
0PEALOVC/KIVOLVOL 0o ToV VTELOLVO KTNViATPO.

Yrepdocoroyia:

H aocpdieia &gt a&lohoynOet pe Em¢ Kot 5 popég T HEYLOTN GLVIGTAOUEVT dOCT| GE LY YOTAKLO
niwiog 8 efdopddwmv Kot dvm, e xopNynor £0¢ kot 6 popég oe pesodiactiata 4 fdopdadmv. Xe
d6om iomn pe 3 Popéc TN HEYIGTN GLVIGTAOUEVT) 006N, eV TaPATNPNONKAY OVETIOOUNTEG EVEPYELEG. Z€
d0om iomn e 5 PopEc TN HEYIOTN GLVIGTAOUEVT) 000, TapaTnPNONKe Lo cofapn avemBounn
VEVPOAOYIKT avTidpaot (ata&ic, amorTposavaToMoUog, omadetn, TPOUOS, LToBeppia Kot SLOGTOAN TG
KOPMG) LETA TNV TPITN YOPNYNOT Kol NTAV AVASTPEYLUN LETH TO TAVGILO TOV GTUEIOV EPAPUOYNG,
KkaOdC Kot £merta 0o emeiyovTo HETPO KoL cLUTTOUATIKY Oepaneia. X opiopuéva (da TopatnpnOnkay
VIOJOPLEG TEPLOYEG GKOVPOV KOKKIVOL YPMDUOTOG GTA GTUELN TOL SEPHOTOC, OOV EQUPUOGTNKE M)
Oepaneia, pe d0om 5 POPEG TN HEYIOTN GUVICTMOUEVT OOCT).
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7. AvemOounta coppavra
Tdrec:

Oy ovyvé (1 £0¢ 10 {oa / 1.000 vao Ospansio (oa):
Yrepoiehoppoa! (vepPporik cieldppoia), Sibppota!, tpdxAnon euétov! (duetog), admnekio 6o

onpeio pappoyfic!? (ammhreta TpLydUOTOC), KWNOUOG 6T0 onueio epapuoync'? (payovpa), Andopyoc!
(newwpévn Spactnpiotnra) ko avopetia! (amdAieio OpeEng).

Katd k0p1o Aoyo Nmieg oviidpaoelg, kphg S1dpkelog Kot antomeptoptiOpHeVeG.
Topodikh/og

H avapopd averBountov cuoppdviov sivoar onpovtikni. Emttpénet ) cuveyn topakoilovdnon e
ao@dAelag evog mpoidvtoc. Edv mapatnprioste omoladnmote avemBOunt evEPYELD, KOO Kol oV OgV
AVAQPEPETOL GTO ECAOKAEIGTO PVALO 0ONYIDV ¥PNoNG N AUPIPAALETE VIO TNV OTOTELEGUATIKOTITO TOV
QOPUAKOV, TOPAKOAEIGOE VO EMIKOIVOVIGETE, KATAPYAC, LE TOV KTNVIaTpd cog. Mropeite eniong va
avaQEPETE OTOLUONTOTE AVETIOOUNTO GLUPAVTE GTOV KATOYO TNG ASEL0C KUKAOPOPING 1| GTOV TOTIKO
AVTITPOCHOTO TOV KATHYOV TNG GOE10G KUKAOPOPIaG YPTCILOTODVTAG TO GTOLXEIN EMKOVOVING GTO
TEAOG VTOV TOV PVALOL 0T YLDV YPNONG 1 LEC® TOL EBVIKOV GOC GLOTHIATOG OVaPOPAC. {oTOotYElN
€0VIKOO GLGTAUATOG AVOPOPAC).

8. Aocoloyia Yo kKG0g €i00g, TPOTOS Kol 0001 Yop1ynong

IMa tomikn epappoyn oto déppa (emiyvon oe onpeio).

Aocoloyia:
O potevopeveg eldyioteg 00oelc eivan 1,44 mg esafoxolaner, 0,48 mg eprinomectin kot 10 mg

praziquantel avd kg couatikod Bapovg.

9. Odonyieg Yo T 6T Lopiynon

EméEte to kKatdAAnio péyebog tng cuoKELNG EPOPLOYNG OVAROYA LLE TO COUATIKO BAPOg TG YATOGC
(0,31 0,9 ml, BA. Tapdypago «ZvvOeon»). I'a ) dac@diion g opbng 6060 0YING, TO COUATIKO
Bapog mpénetl va pocdiopileTart pe 660 To duvatdv peyorvtepn akpifeta. H vmodocoloyia Ba
UTOPOVGE VO 0OTYNOEL GE OVOTOTEAEGUATIKT YP1OT KOl UTOPEL VO ELVONGEL TNV avATTLEN
ovOeKTIKOTNTOG,

Tpomoc yopnynong:

1. Xpnoponomote £va WoAidt Yo vo KOWETE TNV KOWEAT KOTO UAKOG TNG SIKEKOUUEVNS
YPOHHNG.

2. 211 GUVEXELD, OTOUOKPVUVETE TO KOUEVO TUN QL.

3. AQa1pEoTe T GLOKELT EPAPOYNG GO TH CLCKELAGIN KOl KPATHOTE TN 6€ Opbia Béom.
Tpapnéte miow 10 EpPoro erappd.

4, IIepioTpéyte Kot apop€oTe TO TAOL.

W

Awywpiote To TpiYOUA OTN PHECT] YPOUUT TOV TpaynAov, peta&d g BAong Tov Kpoviov Kot TV
OUOTANTOV, £ OTOV TO dépUa. va ivar opatd. Tomobethote TO GKPO TG GLGKELNG EPAPLOYNS
070 dépua Kal epapudcTe OAO TO TEPIEXOUEVO amevbeiag Tavm 6To dépua o€ éva onpeio. To
TPOTOV TPETEL VO EPUPHOCTEL GE GTEYVO OEPLA GE TTEPLOYT], TOL 1) YATA OEV UTOPET VO YAEIWEL.
e pokpOTPLLEG PUALS, Oa Tpémel va H00El 1310iTEPT) TPOCOYN TNV EPAPLOYT TOV TPOIOVTOG GTO
dépal Ko 0L 0TO TPiY®UN, OOTE Vo EACPUAICTEL 1| PEATIOTN ATOTEAEGUATIKOTITO.

6. IThbvete ta xépla oag petd ) ypnon.
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Hpdypapua Beponeioc:

IMa ) Bepaneio TopacITOCEDY 0O YOALOLS KO KPOTWVEG KOUT AKAPEN KOl Y10l TV TOVTOYPOV
Oepameio VILOTOOMV Kol KEGTOIMV TOL YOGTPEVIEPIKOD KA/ TOV GVOTVEVGTIKOV KOl/1] TOV
0VPOTTOMTIKOV gPapUOleTar pio povi d66m Tov Tpoidvtog. H avdykn kot ) cuyxvotnta yio
emavoAnmtikh(£c) Oepaneio(eg) Oa mpémel va suuPadiletl pe tn yvoun Tov Bepdmovtog KTvidTpov Kot
Oa mpémet va AapBAvVETOL VITOWYT 1) TOMIKT ETONUIOAOYIKNY KATAGTOGN Kol 0 TPpOTog (¢ tov {dov
(m.y. TpocPaom og eEMTEPIKOVG ¥DPOVS). BA. emiong mapdypapo «E1KES TPOELOOTOMGEIS.

Ieproyéc mov dev eivan evonuikég yia 51po@Aapimaon 1) Yol TVELUOVIKA TOPAGLTA TNG YOTOC:

Ot ydteg mov dev extiBevion o€ PLOVIHO Kivouvo HOAVVOTG ATt S1poPIANPIMGN 1] At TVEVLOVIKGL
TapdolTo TG YaTog, Oo mpénel vo avTIUETOTILOVTOL GOUP®VO LUE EVO TPOYPULLLO TOV EXEL
ouvtayoypaen0el amd Ktnviatpo kot va Tpocopprdletol oe kdbe pepovopévn Tepintmon
gmovapudivvong/enovamposPoing and Tapdoita. Al@opeTikd, £va Tpoldv pe 6Tevo eaopa Oo Tpémet
va ypnoyomoteital yio tn dtec@aiion Piooiung Bepameiog evAvTio G GYETIKA TOPACITA.

Evdnuikéc neproyécg pe dipopriapinon:

Ot ydteg mov {ovv og eVONUKES TEPLOYES e dpoPlapiwon Kot avayvepilovtol ¢ Kuvryol Ba
uropovcoy va Aappdvovv Bepaneio oe pnvicio Sl0GTANATO, Y10 VO S10GPAMGTEL TOGO 1 KATAAANAN
TPOAN YT TNG SPOPIAAPI®ONG OGO KOL 1) OVTILETMTION TOUVIC EXAVALOAVVONC LLE KEGTOON.
AlopopeTikd, £vo Tpoidv pe oteVvO Pdoua o TpEmEL va, xpNGIHOTOIEITOL Y10 TEPOLTEP® Beparmeial.

H mpoAnyn g dipopilapimong pe ) Bavdatwon tov tpovouedv Dirofilaria immitis 6o Tpénel va
Eexvnoet evtog 1 unvog PETA TNV TPAOTN AvapeEVOUEVT £kBeon og KouvoLumia kot O Tpémet va
ouveyloTel Emg TovAdyloTov 1 unvo uetd tnv tekevtaia £kbeon og KovvoLmLa.

Evonuikéc neployég e TveLovikd Topdotta TG YOTog:

Ot yd1eg o€ Kivouvo (Le KOVIYETIKN CUUTEPIPOPA) TOL (OLV GE EVONIIKEC TEPLOYES, Bal PTopovoay va.
AapPavovy Bepaneio og unviaio SlacoTHHATO, Y10 Vo LE®BOEl 0 Kivouvog dnuovpyiog eviMkmy
TVELUOVIKADV TOPAGITOV, OV £ival vevBuva yio TNV KAVIKN Topacit®on g yatag amod
GTPOYYLAOVC, KOl Y10 VO OVTILETOTIOTEL TBaVT EmavapOALVGT| e KEGTOON. AlopopeTikd, £va Tpoidy
ue otevo pdopa Ba mpémetl va ypnopomoteitol yio mepattépm Bepameia.

®eponeio yio Ta TVELUOVIKA Tapdotta: Kopio 1 pikpn enidpacn oty anelevfépmaon TPOVOUPDY TOV
otadiov L1 tov 4. abstrusus ot KOTPAV LTOPEL VO, AvOUEVETOL EVTOC TEPimoL 2 efdoUdOwV LETA TN
Oepameio AOY® TG TEPLOGOL HIEAELONG TV TPOVLUP®OV TOoV oTadiov L1 arnd toug mvedpoveg HECH TNG
TEMTIKNG 000V, OTO100NTOTE UETPTOT TPOVLUPDV GTO KOTPUVA Y10 TOV EAEYYO TNG
omotelecaTIKOTNTOG TG Oepameiog (Kot 1 amdpaoct dv etvar amapaitntn pia 0svTepT Bepomeia pe
TPOIOV 0TEVOD PAGLLOTOG) TPEMEL, EMOUEVMG, VO, Aapfdvetal To vopitepo pdvo dvo efdopddeg pnetd
Oepaneia.

Axdpea mtog
INo axdpea wtoc, avalntnote tepartépm kTnvioTpikn e&étaon 4 efdouddeg petd  Bepaneia, yio va
TPOCIOPIOTEL €AV amatteital mepaITEPm Oepameia (e TPOIOV 6TEVOD PACUATOG.

10. Xpovor avapoviig

Agv 1oyVet.

11. Ewwkég ouvOnikeg dwatipnong

Na pvrdooetal o€ BEom, TV onoia dev PAETOLY Kot dev Tpooeyyilovy Ta TALd1d.

Noa puAdooeTal TV oyPNCILOTOINTN GLOKEVT EPAPUOYNG 0T cvokevacio kKuyéAnc (blister), yio va
TPOGTATEVETAL OO TO PG,

O1 {p1CIUOTONUEVES GUOKEVEG EPOPLLOYNS TPETEL VO OMOPPITTOVTOL AUESA.

Noa pn ypnotpomoteital antd 10 KINVINTPIKO QOPUOKEVTIKO TPOidV LETA TNV NuEpounvia ANENG mov
avaypAQETOL 6TO KOVTi, 6T cvokevacio kKoyéANg (blister) Kot 6T CLGKELT| EQOPUOYNS HETA TO EXp.
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12. Ewwkég mpo@urdiers amoppryng

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

Av16 T0 KTNVIOTPIKO POPUOKEVTIKO TPOIOV 1] 1] KEVI] GUGKEVT EQAPLOYNG OEV TTPEMEL VOL EIGEPYETAL
oToV VOPOPHPO opilovta, kabmg 1 esafoxolaner evoéyeton va givar emkivovuvn yia Tovg 1yeig kot
&Ahovg VOPOPLOVG OPYAVIGHOVG.

XpNOOTOINOTE TPOYPAULOTO ETICTPOPNC PAPUAK®OV Y10, TNV ATOPPIYN U1 XPNCLOTOMOEVTOV
KTNVIOTPIKOV QAPLOKEVTIK®Y TPOIOVIWOV 1] GAL®Y DAIK®V TOL TPOEPYOVTOL OO T YPHOT TOVG
GOUQ®VA, LLE TIG TOTIKEC OTOLTNOELS KAl LLE TUYOV 1oYvovTa £BViIKA cuoTiato cVALOYNG. Ta pétpa
OUTE OTOGKOTOVY GTIV TPOGTAGIO TOL TEPPAAAOVTOG,.

Svppovievbeite Tov kNvioTpd GOG 1 TOV GOPUOKOTOLO GOG Y0 TOV TPOTO ATOPPIYNG TOV
YPNOLLOTONOEVTOV QUPUAK®V.

13. Ta&vépunon TOV KTNVIETPIKAV QUPUIKEVTIKOV TPOTIOVTMOV

Na yopryeitar LOvVov pe KTNVIOTPIKE GLVTAYT).

14. Ap1Opoi o105 KUKAOQPOPIOS KUl GUGKEVUGIEG
EU/2/20/267/001-009

Xdaptvo kovti mov mepiéyet 1, 3, 4 i 15 koyén(ec) 1 ovokevng epappoyng (0,3 ml n kabepia).
Xaptvo kouti wov mepiéyet 1, 3, 4, 6 7 15 koyédn(eg) 1 ovokevng epappoyng (0,9 ml n kabepia).

Mmropei va v KuKAOQOpOUV OLEG 0L GLOKEVAGIES.

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

Aentopepeic TANPOQOPIES Y10 TO €V AOY® KTNVIOTPIKO QOPLOKEVTIKO TPoidv eivar dtabéciues ot
Béon dedopévav g EE yia ta ktnviatpkd tpoidvra (https:/medicines.health.europa.eu/veterinary).

16. Xroyeio emxovoviog

Kédrroyog g dderog xukioopiag:
Boehringer Ingelheim Vetmedica GmbH
55216 Ingelheim/Rhein

T'eppovia

Topaockevootng LTeEVLOVVOC Y10 TNV ATEAELOEPMGT TV TOPTIOWV:
Boehringer Ingelheim Animal Health France SCS

4 Chemin du Calquet

31000 Toulouse

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

Tomkol ovTITPOoMTOL KO GTOLYEI0 EMKOIWVOVINC Y10 TNV avVa@Opa TavoAoyoduevey avemfountwv

ouuBdviev:

Belgié/Belgique/Belgien
Boehringer Ingelheim Animal
Health Belgium SA

Avenue Arnaud Fraiteurlaan 15-23,
1050 Bruxelles/Brussel/Briissel
Tél/Tel: +322 773 34 56

Penyb6smka bearapus

Boehringer Ingelheim RCV GmbH & Co KG
Dr. Boehringer Gasse 5-11

A-1121 Buena, ABcTpus

Tel: +359 2 958 79 98

Ceska republika

Boehringer Ingelheim spol. s r.o.
Purkynova 2121/3

CZ -110 00, Praha 1

Tel: +420 234 655 111

Danmark

Boehringer Ingelheim Animal Health Nordics
A/S

Weidekampsgade 14

DK-2300 Kebenhavn S

TIf: + 45 3915 8888

Deutschland

Boehringer Ingelheim Vetmedica GmbH
55216 Ingelheim/Rhein

Tel: 0800 290 0 270

Eesti

Boehringer Ingelheim RCV GmbH & Co KG
Eesti filiaal

Dr. Boehringer Gasse 5-11

A-1121 Viin, Austria

Tel: +372 612 8000

E\LGoa

Boehringer Ingelheim Vetmedica GmbH
D-55216 Ingelheim/Rhein, ['eppovia
TnA: +30 2108906300

Lietuva

Boehringer Ingelheim RCV GmbH & Co KG
Lietuvos filialas

Dr. Boehringer Gasse 5-11

A-1121 Vine, Austrija

Tel: +370 5 2595942

Luxembourg/Luxemburg

Boehringer Ingelheim Animal Health Belgium SA
Avenue Arnaud Fraiteurlaan 15-23,

1050 Bruxelles/Brussel/Briissel

Tél/Tel: + 322 773 34 56

Magyarorszag

Boehringer Ingelheim RCV GmbH & Co KG
Magyarorszagi Fioktelep

Lechner O. Fasor 10.

H-1095 Budapest

Tel: +36 1 299 8900

Malta

Boehringer Ingelheim Vetmedica GmbH
D-55216 Ingelheim/Rhein, il-Germanja
Tel: +353 1 291 3985

Nederland

Boehringer Ingelheim Animal Health
Netherlands bv

Basisweg 10

1043 AP Amsterdam

Tel: +31 20 799 6950

Norge

Boehringer Ingelheim Animal Health Nordics A/S
Weidekampsgade 14

DK-2300 Kgbenhavn S

TIf: +47 66 85 05 70

Osterreich

Boehringer Ingelheim RCV GmbH & Co KG
Dr. Boehringer Gasse 5-11

A-1121 Wien

Tel: +43 1 80105-6880
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Espaiia

Boehringer Ingelheim Animal Health Espana,
S.A.U.

Prat de la Riba, 50

08174 Sant Cugat del Valles (Barcelona)

Tel: +34 93 404 51 00

France

Boehringer Ingelheim Animal Health France,
SCS

29, avenue Tony Garnier

69007 Lyon

Tél:+33 472723000

Hrvatska

Boehringer Ingelheim RCV GmbH & Co KG
Dr. Boehringer Gasse 5-11

A-1121 Bec, Austrija

Tel: +385 1 2444 600

Ireland

Boehringer Ingelheim Vetmedica GmbH
D-55216 Ingelheim/Rhein, Germany
Tel: +353 1 291 3985

Island

Vistor

Horgatin 2

210 Gardabeer

Simi: + 354 535 7000

Italia

Boehringer Ingelheim Animal Health
Italia S.p.A.

Via Vezza d'Oglio, 3

20139 Milano

Tel: +39 02 53551

Kvbmpog

Boehringer Ingelheim Vetmedica GmbH
D-55216 Ingelheim/Rhein, ['eppovia
TnA: +30 2108906300

Latvija

Boehringer Ingelheim RCV GmbH & Co KG
Latvijas filiale

Dr. Boehringer Gasse 5-11

A-1121 Viena, Austrija

Tel: +371 67 240 011

Polska

Boehringer Ingelheim Sp. z 0.0.
ul. Jozefa Piusa Dziekonskiego 3
00-728 Warszawa

Tel.: + 48 22 699 0 699

Portugal

Boehringer Ingelheim Animal Health Portugal,
Unipessoal, Lda.

Avenida de Padua, 11

1800-294 Lisboa

Tel: +351 21 313 5300

Romania

Boehringer Ingelheim RCV GmbH & Co KG
Sucursala Bucuresti

Dr. Boehringer Gasse 5-11

A-1121 Viena, Austria

Tel: +40 21 302 28 00

Slovenija

Boehringer Ingelheim RCV GmbH & Co KG
Podruznica Ljubljana

Dr. Boehringer Gasse 5-11

A-1121 Dunaj, Avstrija

Tel: +386 1 586 40 00

Slovenska republika

Boehringer Ingelheim RCV GmbH & Co KG, o.z.

Dr. Boehringer Gasse 5-11
A-1121 Vieden, Rakuasko
Tel: +421 2 5810 1211

Suomi/Finland

Vetcare Oy

PL/PB 99

24101 Salo

Puh/Tel: + 358 201443360

Sverige

Boehringer Ingelheim Animal Health Nordics A/S

Weidekampsgade 14
DK-2300 Kgbenhavn S
TIf: +46 (0)40-23 34 00

United Kingdom (Northern Ireland)
Boehringer Ingelheim Vetmedica GmbH
D-55216 Ingelheim/Rhein, Germany
Tel: +353 1 291 3985
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https://www.google.pt/search?q=boehringer+ingelheim+animal+health+portugal+unipessoal+lda&sxsrf=ALeKk01F6l1gD1nNvYVLjzxkx9rSVWJ4-w%3A1627398363457&source=hp&ei=2yAAYdjuGICg1fAPj8iFuA0&iflsig=AINFCbYAAAAAYQAu6xTBs-ONMsvdGa9AS7MgD7S5Oz7o&gs_ssp=eJwVx00OgyAQQOG41UuwcC8_NSBH6C2GzhRIECxiyvFrNy_fG6fFL6K9P2v_Kj7YmXcUm5JyWw06o7WzvINApxRJQ9pIfD2e1hUKNWZPlf2bAsWdQY47JBYIUgvsKLVd_v4rx4POs9xMCD97tiUT&oq=boehringer+ingelheim+a&gs_lcp=Cgdnd3Mtd2l6EAEYATICCAAyCAguEMcBEK8BMgIIADICCAAyAggAMgIIADICCAAyAggAMgIIADICCAA6BwguECcQkwI6BAgjECc6BAgAEEM6BwguELEDEEM6CAgAELEDEIMBOgoIABCxAxCDARBDOgQILhBDOggILhCxAxCTAjoCCC46CgguEMcBEK8BEAo6BAgAEAo6BwguEEMQkwI6BwgAELEDEEM6BQguELEDOgoILhDHARCvARBDOgsILhDHARCvARCTAjoNCC4QxwEQrwEQQxCTAlChBlj6KmDWOmgBcAB4AoABtQOIAcgnkgEKMC4xNi43LjAuMpgBAKABAaoBB2d3cy13aXo&sclient=gws-wiz

17. Alreg TANpoPopisg

H esafoxolaner Bovotmvel TOLg WHOALOLS TPV GO TV TAPOYDYT AVYOV KOl ETOUEVOS UTOTPETEL TOV
Kivduvo poAvvong Tov evoooikiakol TepBEAlovToc.
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