ITAPAPTHMA 1

HEPIAHYH TON XAPAKTHPIZTIKQN TOY IIPOIONTOX



1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX
Imoxat 40 mg + 4 mg spot-on S1GAv ETTYLONG Y10 LKPOSMUES YOTES Kol KOUVAPia
Imoxat 80 mg + 8 mg spot-on SidAvpa EXiYVONG Yo LEYOAOCWOESG YATES

2. MOIOTIKH KAI MIOXOTIKH XYNOEXH

ApPUSTIKE GVGTOTIKA:

To Imoxat yio pikpocmpeg ko peyoldcmueg yotes kot kouvapia mepiéyet 100 mg/ml yudaxiomnpion
kot 10 mg/ml po&idextivn.

Kdabe povada 66omg (vmd ™ Hopen TMETTOC) TEPLEYEL:

Movéoa . .
dé0mg Imdaxionpion| Mo&rdektivy
Imoxat yuo pukpocwpeg yarteg (< 4 kg) ko 0.4 ml 40 mg 4mg
KouVGaBia ’
Imoxat yio peyodocmpueg yoreg (> 4-8 kg) 0,8 ml 80 mg 8 mg
"Exooya:
Benzyl alcohol

Butylhydroxytoluene 1 mg/ml (E321)

BA. tov mAnpn katdAoyo exdoOymv 610 Ke@AAOO 6.1.

3. GOAPMAKOTEXNIKH MOP®H

Avddopa exiyoong, yio tomkn e€EmTepikn ypnon (spot-on).
Ayxpopo g Kitpvo dtdAvpa.

4. KAINIKA XTOIXEIA

4.1 Eiom {owv

I'dreg, xovvdfra

4.2 OgpamevTikég gvosierg Tpoosoropilovrac Ta €idon OOV

TN yateg mov gival ektebelpéveg 1 vapyel LYNAOG Kivouvog va ekTedobv oe IUKTEG TOPUCITOCELS:

o TNV TPOANYN Kot TN Bepaneio TOV TapAcITOGEDV amd Yoilovg (Ctenocephalides felis),

* 1 Bepaneio g @TodNKTIKNG Yopog (Otodectes cynotis),

* 1 Bepaneia g voTtoedpikng yhpag (Notoedres cati),

* 1 OBepaneia tov Eucoleus aerophilus (ovv. Capillaria aerophila) (evilika,),

o NV TPOANYN TNG AYYEIOGTPOYYOA®ANG (Tpoviuees Tov otadiov L3/L4 tov Aelurostrongylus
abstrusus),

* 1 Bepaneio ToL TVELHOVIKOD TTapaoIToV Aelurostrongylus abstrusus (Evilka,),

* 1M Bepaneio Tov 0PBoAUKOL Tapacitov Thelazia callipaeda (evilika),

o TNV TPOANYN NG Spopirapimong (Tpovouees TV otadiov L3 kor L4 g Dirofilaria immitis),

* 1 Oepameio TOV TOPACITOCEDY TOV YUGTPEVIEPIKDOV VILATOIDV (TPOoVOUPES TOV oTadiov L4,
Gpeg EVAAIKES Kot EVAAIKES Lop@éc TV Toxocara cati kol Ancylostoma tubaeforme).



To mpoidv umopel va ypnoipomombel og pépog g Bepameiag TG aAAEPYIKNG amd YOAALOLG
deppatitidag (AVYA).

INa xovvapra mov gival ektebelpéva 1 vdpPyeL LYNAOS Kivouvoc vo ekTeBODV GE UIKTEG TOPUCITOGELS:
o Vv TPOANYN Ko T Oepaneio Tov mapacitdcemy amd YOAovg (Ctenocephalides felis),
o NV TPOANYN TS Spophapimang (mpovouesg towv otadiov L3 ko L4 tg Dirofilaria immitis).

4.3 Avtevosigelg

Na un yopnyeiton o ydreg nhikiog pikpotepng 1@v 9 efoopddmv.
Na pn ypnoiponoteital o€ mepinTtmon vaepevoichnciog ota SPUcTIKA GLGTATIKA 1) GE OTOLONTOTE
omo T, EKS0Y0.

210 kovvapia: No pn ypnoonoteitor to Imoxat yuo peyolocopeg yates (0,8 ml) 1§ to Imoxat yuo
GKOAOVG (01101000 TOTE HEYEDOVG).

2T00G OKOUAOVG, TPETEL VA, YPTCLLOTOLEITAL TO avVTIoTOLYO TPoidv “Imoxat yio oKOAOLS”, TO 0Toi0
nepiéyet 100 mg/ml ywudaxhompion kat 25 mg/ml po&idextivn.

Na pn yopnyeitan o€ xkovapivia.
4.4 E1dwkég Tpogrdomou|oels Yo ka0e gidog Ldov
BA\éne to kepdAaio 4.5.

H amoteleopatikotnTo T00 TPOidVTOg deV €xel omodel el og kovvaPia Bapovg Tavm omd 2 kg Kot ¢
€K TOLTOV 1 SpdoM TOL PUPLAKOL UTopel va etvar LKpoTeEPT g d1dpKelog o ovtd ta {da.

Zovtoun emaen Tov (dov Ue To vepPO, pia 1 dV0 Qopég UeTAED TV UNVICI®V S10GTNUATOVY TG
Bepamneiog dev etvan duvatd va. LEIDGEL TNV OTOTEAEGUOTIKOTNTA TOV TPOiOVTOS. 26TOG0, GLUYVO
TAVOGIHO pe camovvi N 1 epPdmtion tov {dov og vepod givar SuvaTOV VO LEUDGEL TV
OUTOTEAECUATIKOTNTO TOL TTPOIOVTOC.

Eivar dvvatov va avarntoybel ovBeKTIKOTNTA TOV TAPOCITOV G KATO10 GLYKEKPLUEVT KaTyopio
QVTITOPUCITIKOV UETE TNV LYV KOl ETAVIAUUBOVOUEVT] YpTIOT EVOC avOEAUIVOTIKOD 0TS TNG
katnyopiag. Exopuévmg, n xprion avtod tov npoidviog Oa mpénel va Paciletar oty extipunon g kabe
LELOVOUEVTG TTEPITTMONG KL TIG TOTIKESG EMLONMOAOYIKEG TANPOPOPIES GYETIKA E TNV 1GYXVOVCA
gvooOnoia tov 0OV TV (OOV, TPOKEWEVOL Vo TEPLopiceL TNV TOAVOTNTO HoG LEALOVTIKNG
EUPAVIONG EMAEKTIKNG AVOEKTIKOTNTOC.

H ypnion tov mpoidvrog Ba mpénet va Poaciletor otnv emiPePormpévn ddyvmon kg porvvong (M
oToV Kivouvo poAvveng, 6mov epapudletar  tpdinyn) tnv idwa otyun (PAERE emiong mopoypdpovg
4.2 xo 4.9).

4.5 Iowirepeg mpo@urdcers katd T ypion
[dwaitepeg Tpo@LAGEELS KaTd T YpNon o Lha

H Oepancio yatdv Papovg pucpdtepov tov 1 kg kot kovvaPuov fapovg pikpotepov tov 0,8 kg mpémet
va Baciletal otny extipnorn Kivoivou-oeEAELG.

H epmepia ypnong tov mpoidvtog oe dppwoto Kot e&acdevnuéva (Oa eival TEPLOPIGUEVT), MG EK
TOVTOV 1 YPNOT TOL OTIG TEPIMTAOGELS AVTEC Oa pémet va Paciletarl otnyv extipnon Kivddvov-
oQéLeLNG.

Na unv epapudlete 610 oTOUA, GTO LATLO 1] GTO AVTIA TOV {DOV.



®a pénet vo Aappavetor epovtido MGTE v amoPeVYETUL 1] KATATOGT TOL TPOIOVTOC omd Ta (Mo Kot
Vo ATOPEVYETOL 1] ETOPT] LLE T LATLOL 1] TO OTOUO TOGO TOV {MOV TOV AAUPEVEL TO PAPUAKO OGO Kot
TV AoV (dwv Tov Bpickovtol TANGIov Tov.

E&etdote mpooektikd ™ cwot HEB0dO EQapOYNC TOL TTEPLYPAPETOL 0TO KEPAAalo 4.9, 1dwitepa 6Tl
1N EQUPUOYN TOV TPOIOVTOG TPEMEL VoL YiveTal 6To onpeio mov kabopileTon e oKomd va
glayiotomonBei o kivouvog yia to {mo va Agi&el To Tpoidv.

Agv emitpénetar ota (do ot omoia £xel yopnynbei To papuako va £pyoviol HeTaED TOVG GE ETOQN.
Agv emtpénetan ta (Do ota omoia £yl yopnynoei 1o eappoko va EABovv o enaon| pe (do oto omoia
dev &yel yopnynOel to pappako PEXPL VO GTEYVAMGEL TO GTLELO EPAPUOYNG.

Xe mepintwon kotd Adbovg AMMyng Tov papudiov amd to otopa Bo Tpémet va yopnynOei
ocvpntopatikn Bepamneio. Agv vrdpyel Yvowotd €106 avtidoto. Evosikvuton 1) ypnon evepyow
avOpaxa.

Yuviotdrol o€ Yateg kot Kouvafio mov SaPlodv 1 TaEWEVOVY GE TEPLOYXES OOV EVOTLOVY
SpoPIAGpIEG Va. yopnyeital o€ unviaia. féor To TPoidV e GKOTO TNV TPOCTUGIC, TOVC.

Emedn n akpifela oy didyvmon g achEvelag avTng ival TEPLOPIGUEVT), GUVIGTATAL VO EMLYEPELTAL
0 £AEYY0G TV TOPUCITOV G YATEG Kol KOLVAPLo NAKIOG v TV 6 unvav Tpwy TV Evapén g
TPOPLAAKTIKNG Oy®YNG O1OTL 1] ¥P1OMN TOV TPOIOVTOC GE YATES KOl KOLVAPLaL LE EVAMKES LOPPEG
TOPUCITOV UTOPEL VO, TPOKAAEGEL GOPAPEG AVETIOOUNTEG EVEPYEIEG, CUUTEPIAAUBOVOUEVOD TOV
Bavdatov. Eqv dtoyvaoobel mapacitoon amd evilikeg HopeEs, Oa TpEmEL va ovTIHETOTIGOEL GOUP®VA
LE TNV TPEYOVCA EMICTNLOVIKT] YVDOT).

e OpIoUEVEG LELOVMUEVEG YATEG 1] LOALVET artd vatoedpikn wwpo. (Notoedres cati) pmopet va givat
cofopn. L& aVTEG TIG GOPUPES TEPIMTMCELG ELVOL ATOPAITNTY 10 GLVAKOAOVON VTOGTNPIKTIKN
Oepamneio, KabOc 1 Bepamneia e 10 TPOTIOV amd POV TG dev pmopel va, eivorl ETaPKNG Yo Vo OTOTPEVYEL
70 Bdvato Tov {mov.

H yudaxAonpion eivar To&ikn oto TTNVa, KUPIOG 6TO KOVapivia.

ISwaitepec Tpo@LAGEEIC TOV TpEmeL va Aopfdvoviot and To GTOMO TOL YOPNYEL TO PAPLOKEVTIKO
mpoidv oe Loa

No amo@edyeToL 1] ETAPT] TOV PUPUAKOL LLE TO dEPLLA, TO LATLO T} TO CTOLO.

Agv mpénel vo Tivete, TpmTE 1| KOTVILETE KATA TNV JIEPKELD TNG EPAPHOYNS TOV PAPUAKOV.

Na TAévovton eMUEADS Ta YEPLoL LETA TNV (PNOT.

Metd ) xop1ynom Tov Tpoidvtog unv yoidevete N mepuroieiote to Tpiympa tov {dov £mc 6Tov va
GTEYVAOOEL TO OTUEI0 OOV EPAPUOGTIKE TO TPOIOV.

No TAévetal opEcmG e vePO Kol GOTOVVL TO dEPILM, O TEPIMTMON oL Katd AdBoc, EAOeL Ge emapn pe
TO YOPYOVLEVO PAPLLOKO.

Atopo pe YvooTo 16Toptko vrepevaicinoiog 6to £kdoyo (benzyl alcohol), oty widaxionpion 1 ot
po&dektivn Ba TpémeL va yopnyovV To TPOIOV e TPOGOYN.

Y& TOM) GTIAVIEG TTEPIMTMGELC TO TPOIOV UTOPEL VO TPOKAAEGEL EVOIGONTOTOINGT TOV SEPUATOG T
AVTIOPAGELS TAPOSTKOD YaPaKTAPA, (TT.Y. LOVIAGUA, EPEDIGUOC | aicON Lo KOOGOV/ L PUNYKIACUOTOG).
e TOAD OTAVIEG TTEPIMTMCELS TO TPOIOV UTOPEL VOl TPOKAAESEL EPEDIGIO TOV AVATVEVGTIKOD GE
gvaicOnta dropa.

Edv to mpoidv e16éX0el ota patio katd Adbog, Tote va mAovete Ta pdtio pe dpbovo vepo.

Edv to copmtdpoata ota patie kot 1o SEpHa ETPEVOLV 1| To TPoidv katd AdBog Kotomodet,
avalnreiote apéomg wrpkn Pondeta kot emdeiEte 6TOV 10TPO TO EGOKAEIGTO PUALO OONYIDOV YPNCEMG
N TNV €TIKETOA TOV POPLAKEVLTIKOV TPOIdVTOG.

O S1oAvnG Tov Imoxat givar Suvatdv va dnpovpynoet KNASEG 1 VO KATAGTPEYEL KATA TV ETOQT] TOV
GUYKEKPLUEVO VAIKEL, OTImG OEPLLA, DPACLLO, TAAGTIKA, AOKAPICUEVES EMPAVEIEG. META TNV Qaployn
TOV TPOIOVTOG UPNoOTE TPOTA VO, TIIGOEL KOl GtV GUVEKELD VoL EADEL GE EMAPT] [LE TETOL0 VAIKA.



4.6 AvemOuunTES eVEPYELES (GVYVOTNTA KOl GOPaPOTNTA)

H ypfion tov mpoidvtog o yateg eivar Suvatdv va £xEL GOV ATOTEAEGLOL TV ELPAVICT] TOPOITKOV
a1oONUATOG KVNOUOV. X€ OTAVIEG TEPUTTMGELS TAPATNPNONKAY MITOPOTNTA TPIYDOUATOS, EPVON U Kot
epetoc. Ta copntdpate avTd VTOY®POHV AVEL BEPATEVTIKNC OYWYNGS. € OMAVIEG TEPINTMGELS, TO
TPOIOV UTOPEl VO TPOKAAESEL TOMIKESG AVTIOPACELG LITEPELAICONGIOC. X& TOAD CTAVIEG TEPIMTDOGELS
&yovv mapotnpndei vevpikd cvurtdpate (ToAdd and ovtd lvar Tapodikod yapaKtipa), 6tav to {®o
Aei&el v meproyn 6mov epapudcdnke n Oepoameio (PAETE kepdrato 4.10).

To mpoidv £xel TKpN YEVOT. L& GMAVIEG TEPMTMOGELS Eivar duvatdv va mopatnpn el cleAdppota, E4v To
{do Aei&etl to onpeio mov epapudsdnke to TPoidv. Avtd dev amoTeELEl GOUTTOUA SNANTNPIICEDS KO
VIOY®PEL o€ Alya AemTd Avev Tepartépm BepamenTikng aywyne. O cmotdg TPOTOC EQUPLOYNS TOV
TPoiovTOog eAayloTomolel TV mbavotta va Aei&el 1o (Mo To onpeio epapUoyng.

To mpoidv umopei 6 TOAD GTAVIEG TEPIMTAOGELS VO TPOKOAECEL GTO GMUEI0 TOV gQUPUOGONKE TO
TPOTOV Wi, aicOnon mov odnyel o€ TOPOSIKEG AAAAYEC TNG GVUTEPLPOPAS dntwg ANBapyo, avnouyia,
Kot avope&io.

H cvyvomto tov averBountov evepyeidv kabopiletor mg axorovbwmg:

- oAb ovyvn (Teprocotepo amd 1 ota 10 {ma mapovoidlovy avemBOunTe evEPyelesg Katd T S1apKeLn
g Oepomeiog)

- ovyvn (meplocdtepo amd 1 aAld Arydtepo amd 10 (oo ota 100 vad Oepaneia {ma)

- un ovvnBopévn (tepiocdtepo amd 1 alid Atydtepo amd 10 {da ota 1000 vro Oepaneio {har)

- omévia (mep1ocdtepo amd 1 aAld Arydtepo amd 10 {da ota 10.000 vid Beponeio {da)

- oAb omdvio (Arydtepo amo 1 oto 10.000 vd Bepomeio (da, CLUTEPIAAUPOVOLEVOV UELOVOUEVOY
ovVoQOpPOYV)

4.7 Xpnfon Katd TNV KONG1, TN Yorovyia 1] TNV ®OTOKi

H aocpdleia oyetikd pe v yopnynon Tov KINviATpko QopLOKELTIKOD TPOTOVTOC KaTd TNV d1dpKELd
g KuNoemg Kol yorovyiog dev £xetl emPeforwbei ota £idn-o16)0VG. EMopévac, n yopiynon tov
TPO1O6VTOG OgV cLVIGTATAL G€ (DO TOL TPOOPILOVTaL Y10l AVOTAPUY®OYN N KATA TN SIAPKELN TNG KUNTEMG
Kot yoAovyiog.

4.8 Alliemopdoseig pe GAlo QUPUUKEVTIKE TPOTOVTO KoL GAAES pOPPES arlAnAemidpaong
Koazd v duipkela g Oepaneiog pe Imoxat dev Ba mpémetl va yopnyodvtat GAAL OVTITAPOCITIKE TNG
KATNYOPlOG TV LOKPOKVKAIKDV AAKTOVAOV.

Agv damotodnkov aAAniemdpdoelg peta&d tov Imoxat kot tv mAéov cuvibwv ce ypnon
KTNVIOTPIK®OV QOPUOKEVTIKOV TPOIOVIMV N WTPIKAV 1 YEPOVPYIKDOV SLOSIKAGLOV.

4.9 Aocoloyia Kol TPOTOG JOPNYNONG

Aocoroyikd oynua yio YOTec:

H eldyiot ovvictopevn 66om sival yudakionpion 10 mg/kg copatikod Bapovg kot po&dextivny 1.0
mg/kg copaticon Bapovg, avtiotoyei og 0,1 ml / kg copaticod Bapovg Tov KTNvVINTptko
POPUOKEVTIKOD TTPOTOVTOC.

To Bepamevticd oynua Bo Tpénel va Paciletor 6TV GTOMIKT KTNVIOTPIKN S1dyVOOT| Kol GTIV TOTIKY
EMONUOAOYIKT] KATACTOOT).



ICatec (kg 6.p.) Epmopiki; Ovopacia Oyxkog  [[daxrompion [Mo&idoekTivn
(ml) (mg/kg o.f.) (mg/kg o.f.)
<4kg Imoxat yio iKpOGWLEG 0,4 eray. 10 eray. 1
yéTeg Ko kovvapio

Imoxat yio peyordompeg

> 4-8kg YaTEC

0,8 10-20 1-2

> 8 kg 0o Tpémel va ypnoomoteital 0 KaTdAANAOC GLVOVACUOC TTETTOV

Ocpameio kot mpolnyn kard twv wollwv (Ctenocephalides felis)

Me pia Bepaneia TporapfdaveTon | Tapacitmon amd YoArovs o 4 efdopdoss. Ilpodmapyovoeg
VOUQES TV YOAA®VY 6T TTEPIPAALOV gival duvatdv va cuveyicovy va eppavifovrol yia dtotnua 6
eBooUddV 1 Ko TEPIGGOTEPO LETA TV Bepameio, Yeyovog Tov e£apTatal amd TIC KAULUTOAOYIKEG
ovvOnkeg. H Bepomeia pe Imoxat 6€ cuVOLAGHO LE ATOAVUAVGELS TOV TEPIPAALOVTOC GKOTEVEL GTNV
dtokom Tov KOKAOL NG TV YOAA®V oT0 TepBdAlov. TovTo £xel cov amotéAecpa TNV ToybTEPT
peimon tov TANBVGHOD TV YOAA®Y 6TO ¥DPO TOL omitiov. To Tpoidv uropel va ypnoyomomdei wg
UEPOG TNG OTPATIYIKNG TNG Oepameiag Tng aldepytkng omd yolAovg deppotitioag (AVA) yopnyoduevo
o€ unvioia S10GTHLOTA.

Ocpameio e wroonkurnc yapog (Otodectes cynotis)

Xopnyeitai pio 666M TOL TPOIOVTOC. XVVIGTATOL VO Tpay LA TOTTOLEITON KAVIKY e€€Tacm Tov {mov 30
Nuépeg petd tn Bepamneia, kKaBOTL KaTow {da pmopel va ypilovv dedtepo KOKAO Bepaneiog. Mnv
€QuPLOLETE TO TPOTOV OmEVOEING GTOV AKOVGTIKO TOPO.

Osparcio tne votocdpiknc wwpac (Notoedres cati)
Xopnyettal pio d66M TOL TPOIOVTOG.

Ocpomeio tov Eucoleus aerophilus (ocvv. Capillaria aerophila) (sviilika)
Xopnyettal pio d66M TOL TPOIOVTOG.

Llpoinwn e Aelurostrongylus abstrusus
To mpoidv Ba mTpémet va yopnyeitor unvicing.

Ocpameio the Aelurostrongylus abstrusus
To Imoxat Ba Tpémet va yopnyeitor Unviciog yio Tpelg S10d0y1kovg UNVeES.

Ocporeio tov opBaluikov moapacizov Thelazia callipaeda (sviihka)
Xopnyeital pio epdmas doom.

Lpoinwn e Aipogilapiwonc (Dirofilaria immitis)

I"dtec mov Ppickovtorl oe mePLOYEG TOV EVONLOVY TO TOPACITA 1] TOEOEVOVY GE TETOLEG TEPLOYEC ElvOL
duvatov va TposPANBoDV amd Tig EVIMKEG HLOPPEG TOV TOPAGIT@V. £2¢ EK TOVTOV, TPV Ao TNV £vapén
g Oepameiog pe Imoxat Bo Tpémel va AneOHOVY VTOYIV 01 GLGTAGELG TTOL TEPLYPAPOVTOL GTO KEPAALO
4.5.

Mo v TpoAnyn g dipopirapimong, To Imoxat Ba mpénet va epapudletar oe unviaio Stootipota
KaTd TNV O1EPKELD TOV £TOVG OTAV VTTAPYOVLY KOVVOLTLE. (TO 07010 OTOTELODV TOLG EVOLAUEGOVG
EEVIGTEG IOV UETAPEPOVY KO LETAOIO0VV TIG TTPOVOUPES TNG SpoPiddplag). To Imoxat pumopei va
yopnynOet kad’ 6An ™ didpkeia Tov Etovg. H mpmtn 660m pmopet va xopnynOei petd v npd
mBovn €kBeon og KovvouTLa, OAAL OYL TEPIOTOTEPO OO EVa UvaL LETE amd avTh TNV €kbeon. Oa
npénel eniong va cuveyteOel 1 yopNyNon Tov unviaimg Kot yio Eva upva LETA TV Tedevtaio ékbeom
tov {®ov ota kovvoumia. ['a va kabiepmBel £vag Tpakticdg TpOTOG YopyNoNs, CLVICTATAL M
yopnynon tov Imoxat va yiveton v id1a nuepopnvia kdbe pMva. Otav to Imoxat avtikabiotd tpoidv
OV YPNCLUOTOIEITAL YO TNV &V AOY® TTopacitwon, Tote 1 Tpmtn Oepaneio mpémel va 600el evidg evog
Vo oo TV TEAELTAiO 0OGT TOV AVTIKATASTAOEVTOG PAPUAKELTIKOD TPOIOVTOC.



Y€ mePLOYEC TOV JEV EVONOVV TOL €V AOY® Ttapdioita, dev Ba Tpémel va vTdpyel Kivouvog ot YaTec va
€yovv poAvvBel. Xy mepintmon avtn, N epappoyn ™ Bepanciog pmopel va yivel yopic diaitepeg
TPOPLAAEELS.

Ocpameio e aokopidioonc kot aykvloarouiaonc (Toxocara cati kon Ancylostoma tubaeforme)

Y€ mEPLOYEC TOV EVOMUOVV JPOPIAAPLES, 1 Unviaia Bepameia eivor SuvaToOV va, LEUDGEL GNUOVTIKA TO
KivOUVO ETAVOLOADVONG TOV TPOEPYETOL OO OTKAPIOEG KAl YKDAOGTOUATO. X€ TEPLOYEG TTOV OEV
vONUoHV 01 SPOPILAPLES, TO TPOIOV UTopel va ¥p1oiponombel mg HEPOG TOL TPOYPAUUATOC TNG
EMOYLOKNG TPOANYNC EVAVTIO TOV YOALDVY KOl TOV YUGTPEVIEPIKMOV VILOTOOIDV.

AocoAoyiKd oynua yio Kouva o

[pénel va epapudleton pio mwétto Imoxat spot-on didAvpe yio Mikpoéowpec IN'ateg (0,4 ml) ava {mo.
Na un vrepPaivete Ty cuvietdpevT d00T).

To Bepamevticd oynua O Tpémel va Pacileton 6TV TOMKY ETIONUOAOYIKT KOTAGTAON.

Ocpameio kot mpolnyn kard twv wollwv (Ctenocephalides felis)

Mia Oepameio mpolapfavel LEAAOVTIKY TOPUGITOOT 0md WYOAAOVG Yia 3 efdopddes. Edv vmdpyet
VYMAGS Kivouvog Yo EvTovn Tapacitwon amd WYOALOLGS, eivat TOAVO va YpEaGTEL EmAVAAYN TG
YopyNong netd amod 2 efdopddec.

Hpolnyn e Aipopilapiwans (Dirofilaria immitis)

Kouvéfia mov Bpickovtal o meployEg mov evonuovy Ta, Topdotta 1] TOEWOEVOVY GE TETOLEG TEPLOYES
glvar dSuvatov vo TpocsPAnBovV amod Tig eVAMKEG LOPPEG TV TTaPAGIT@V. QG €K TOVTOL, TPV OO TNV
évapén g Bepomeiog pe Imoxat Ba Tpémetl vo AneOHOLV VTOYIV 01 GLGTACELG TTOL TEPLYPAPOVTOL GTO
Kepdioo 4.5.

Mo v TpoAnyn g dipoprapimong, to Imoxat o mpénet va epapuoletol o unviaio Sl0GTLAT
KaTd TNV S18PpKELD TOV £TOVG OTAV VTAPYOLY KOLVOLTLK (TOL 0010 OTOTEAODV TOVG EVOLAUECTOVG
EEVIGTEG TTOL UETOPEPOLY KOl LETAOIO0VV TIG TPOVOUPES TNG SpoPiddprac). To Imoxat pumopel va
yopnynOel kad’ 6An ™ didpkeia Tov Etovg. H mpmtn 660m pmopet va yopnynOel petd v npd
mBovn €kBeon og KovvouTLa, OAAL OYL TEPIOTOTEPO OO Eval UvaL LETE amd vt TNV ékbeon. Oa
npémel eniong va cuveyteOel 1 yopNynom Tov UNviaiog Kot Yo €vo, uiva LETA TV televtain Ekbeon
Tov {H®V 6TO KOLVOVTILAL.

e TEPLOYEC TTOL OEV EVONUOVV TA €V AOY® Tapdotta, Ogv Bo Tpémel vo vITdpyeL Kivouvog To Kouvapio
va £xouv LoAvvOel. Xty mepintmon avtn, N epapuroyn g epameiog umopet va yivel yopic diaitepeg
TPOPLAAEELS.

Mé£60dog yopnynong
Movov Yo eEmTtepikn xpnon.

Aogapéote pio mméta and T cvokevacia. Ayyi&te 1o 6TeEVO HEPOG TOL COANVA Yo Vo Befoiwbeite dti
TO TEPLEYOUEVO PplokeTorl LEGa 6TO KOPLO GO TOL cwANva. Tpafnéte micwm v dkpr TG TIMETAS Vi
VO EMTPEYETE TNV OTOPOAT TOL TEPLEYOUEVO.

Awympiote 0 Tpiymupa Tov TpoyNAoL Tov {MOV 6TO VYOG NG Pdomg Tov Kpaviov £mg dtov
arokalvedel 1o dépa. Tomobetnote TO GKPO TNG TMETTAG GTO OEPLA KOt TEGATE GTADEPH OPKETEG
(POPEC MOTE OAO TO TTEPLEYOLUEVO TG TIMETTOG Vo, LeTopephel amevbeiog oto dépua. H epappoyn tov
eapudrov otn Baor tov kpoviov Ba ehayiotonomost v mlavoTTa To (Mo vo AeiEovv To TPoidV.
Epappocate to pdppaxo povo o a0ikto dEpua.



4.10 Ymepooooroyia (COUTTONOTO, RETPA AVTIUETOTIONG, OVTIOOTA), EAV Elval aTapaiTTO

Agv mopoatnpiOniay avembountec evépyeleg uetd amd Ty xop1ynomn deKATAAGIOG TS CUVIGTOUEVNS
doomg.

Oroav 10 Tpoidv yopnynonke o€ TEVIOTAACLIO TNG GUVIGTOUEVNG 00N G o€ YaTdKLo KAOe 2 eBSopddeg
Kot yuo 6 cuveyeig Oepameieg, dgv vanpée avnovyio dcov aeopd TV acedieia. ITapatnpndOnkay
TOPOOIKN LLdpiaom, oleAdppola, EUETOC KOt TAPOOIKY TAVTVOLA.

Y& TOAD OTAVIEG TEPIMTMGELS, LETE amd Katd AGOovg ANy 0md TOL GTOUATOG TOV PAPUAKOL 1) OF
nePInTOON LIEPSOGOLOYING, UTopEl va. epEovicBobY vevpikd cuumtduaTe, (TOAAG omd avTd givan
TOPOSIKOD YOPOUKTAPO), OTTMG ATain, YEVIKEVUEVOS HVIKOC TPOUOC, CUUTTMOUOTH TOV 0QOUAUDY
(SraoToApEVEG KOPES, LKPT LEIMON TOL BVTOVOKAQGTIKOD TOL PMTOG, VOOTAYUOS), AVOUOAIEG GTNV
avamvon|, oleAOpPOoLa Kot EPETOC.

Oroav 10 Tpoidv yopnyHonke 6€ KOLVAPLO OE TEVTATAAGLO TNG CLUVIGTOUEVNC SO0, KAOE 2 efdopadeg
v 4 cuveyelg Bepameieg, dev vpée Kopd avemBounTn evépyela 1| avemBOUNTO KAVIKA
GUUTTOUOTO.

4.11 Xpovog(or) avapovig
Agv amouteitot.
5. DOAPMAKOAOTI'IKEX IAIOTHTEX

DoppokobepamenTin opuddn: AVIITUPUCITIKG TPOTOVTA, EVIOUOKTOVO KOl EVTOLOAT®ONTIKA,
HOKPOKVKAKEG AakToveg, Apmepvkivec. ATCvet code: QP54ABS2

51 ®@oppokodvvoputke 1O10TNTEG

H ywdaxionpidn, 1-(6-XAwpo-3-mupidvropebur)-N-vitpo-yudaloiidivn-2-videvaypivn, CAS-No
138261-41-3, givol eKTOTOPOGITOKTOVO, TTOV OVIKEL GTNV OLAS0 TOV YAMPOVIKOTIVOAIKDV OLCIMV.
XNk TEPLYPAPETAL LLE LEYAAVTEPT] OKPIBELD OC YADPOVIKOTIVOAIKT ViTpoyovavidivn. H

YOaKAOTPION Elvar evepyd EVAVTIH TOV TPOVUUPIKMY Kol TOV EVIMK®V HLOPO®V TV YOAAwV. Ot
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TPOVOLPES TV YOAAWOV TTov Bpickovtal 6to mepIBaiiov govevovtol 6tav EABovv o€ ema@n| e {do
670 omoio yopnynonke 1o tpoidv. H yuidaxionpidon eppavilet vynin cvyyévela pe Toug
VIKOTIVEPYIKOVG VTTOS0YEIS OKETVAOYOAIVIG OTI LETOCLVUTTIKY| TEPLOYH TOV KEVIPIKOD VELPLKOD
ovotipatog (KNX) tov yorlov. H avaostodn g yoAvepyumg dtofifaong mov akoiovbel, £xel cav
omotélecpa TNV TapdAvon kot 1o Bdvoro Tov evtopov. EEattiag ¢ ao0evods aAinAeniopoacnc g e
TOVG VIKOTIVEPYIKOVS LITOO0YEIS TV INAACTIKGV Kol TNG HIKPoL BobLod damepATOTNTUC LEG® TOV
OLULOTOEYKEPUAMKOD GPOAYHOD TV ONAAGTIKGV, 1) WOOKAOTPION 0VGIUCTIKA deV EYEL Koo EMXIOPOOT
o010 KNZ t0v Onhactikdv. Mikpov fabuov sivol n eappoakoAioykn dpdon e ota OnAactikd.

H po&idekrivn, 23-(O-peBoro&yun)-F28249, CAS No. 113507-06-5, eivor pio pokpokuKAIK AOKTOVT
devTEPTG YEVEAG KO AVIKEL GTNV O1KOYEVELR TV WABepVKivoy. Eyel mapacitoktdveg 1010t Teg
eVAVTIO 6€ VPV AL EVOO- Kot eEm- mapacitwv. H polidektivn dpa evaviio Tmv TpovOLEIK®Y
popoav (otadiov L3 ko L4) tg Dirofilaria immitis. Eivon eniong dpacTiKy eVAvVTLO TV

YOO TPEVTIEPIKAOV VNUaTtod®V. H po&idextivn aAiniemdpd pe toug GABA (y-apvo-foutupikong)
VTOO0YEIC KOl LE TIG S1000VG 1OVTWV YADPIov ToL EAEYYOVTOL OO TO YAOLTOUIKO 050, ATOTEAEGHLO TG
OAANAETIOPOGTC QLTS EIVOL TO AVOLY O TV SLOOMV YA®PIOV GTIV LETOGVVOTTIKN TEPLOYN
EMTPETOVTOS TNV EIGPON TOV LOVI®V YAMPIOV KOl ETAYOVTOG GTY] GUVEYELD L0, 1N AVTICTPETTN
Katdotaon npeuiog. To eavouevo avtd &yl cav amotélecua TV TapdAven, pe apyd pubuod, tov
TOPUCITOV Kol GuVodevETAL LE TO Bdvato 1 TNV amofoAn tovg. To mpotdv £xel TapapéEVOLGo dpAacT
KOl TPOGTOUTEVEL TIG YOTES Y1 4 gfdouddec, petd and pio LOvo EQApPHOYN, KOTA TNG EXAVOUOALVONG LE
Dirofilaria immitis

5.2 ®@appoxoxivnTiKG cToL)Eld

Metd and v TomiKy yopnynon tov Imoxat, 1 idakAompion KatavEUETOL TOYEWDS GTO OEPLLO TOV
{dov o€ drdoTnua piog NUEPNS LETE TNV YOPIYNOoN TG Kol UTopEl va, Tpocdloptodel oty emipaveia
ToV Oépuarog kaf’ OAn TV didpkelo TG Bepaneiog.

H po&idektivn amoppodtol LEG® TOV OEPUOATOG KOl Ol LEYIOTEC GVYKEVTIPMGELS TOV PUPUAKOV GTO
TAAC O ETLTUYYAVOVTOL KATE TPOGEY Yo, o€ 1-2 nuépeg nuetd v Bepaneio otic yateg. Metd v
amoppOPN G TNG OO TO SEPUA, 1) LOEIOEKTIVI KATAVEUETAL GUGTNUATIKA GTO (DO 68 OAOVG TOVG
16TOVG TOV GOUATOG, OAAG AOY® NS MTOPIMKOTNTAS TNG CLYKEVTPMOVETOL KUPI®MG 6TO Amog.
AmopokpOveTal 0o T0 TAACUO LE apYd puOud, OTMG SlamioT®ONKE aTd TIG TIUEG TOV CLYKEVTPDOGEDY
TOV PAPUAKOL 6TO TAGGH kKo’ OAn TN ddpkela TNG pnviaiog Oepaneiog.

To péoo T2 ot yata kopaiveton petagd 18,7 ko 25,7 nuépec.

Mehétec Tov aloAoyolV T QOPHOKOKIVITIKY GUUTEPLPOPE TG LOEWEKTIVIG HETA OO TOAAATALS
EPUPUOYES, £0e1EaV OTL oTabepd eMineda GTOV 0P EMTVYYAVOVTOL LETA OO TEPITOL 4 SradoyIKEG
unviaieg Oepomeieg oe yaTed.

Meprfariovtikég 1010TNTES

H po&idekrivn €xel tavoundei wg enipovn, frocuccmpevtiky kot To&1kn 6To TEPIBAAAOVY.

BA\éne xepdrato 6.6.

6. DOAPMAKEYTIKA XTOIXEIA

6.1 Katdroyog ekdoymv

Benzyl alcohol

Butylhydroxytoluene (E321)
Propylene carbonate

6.2 Kopiec aocvppatotnTeg

Agv amarteitot.



6.3 Awdpkera Lomg

Avdgprela {Ong TOL KTNVIOTPIKOV QOPUAKEVTIKOD TPOIOVTOG COLP®VA LIE TI GUGKELOCIN TOANCONG: 2
YPOVIQL.

6.4 Iowitepeg TPo@LAGEELS KOTE TN OVAXEN TOV TPOiIdVTOG

DVAGGGETE GTNV OPYIKT] GLOKEVAGIO Y10 VO TPOCTATEVETAUL OO TO PMC KOl TNV VYPAGIA.
Mn puAdoocete og Beppokpacio peyarvtepn tov 25°C.

6.5 ®@von Ko 6OUVOEGT TNG GTOLYELDOOVS CVGKEVUGING

[Mméra: Mo Aevkn| TTETO AmoTEAOVUEV OTTO £VOL OEPUIKA OYTUOTIGUEVO KEADQOG TTOL OTOTEAEITOL
amo (moAvmpomvrévio (PP)/cvumolvpepéc koihikng oleeivne (COC)/abvievofivorikn alkodin
(EVOH)/molvmporvriévio (PP) pe éva xamdxt.

dakeliokog: morvatBvrévio (PET)/@0ALo aAovpiviov/vathov/ToAvatfuAEvio yOUNANG TUKVOTNTOG
(LDPE)

Meyébn cvokevaoiog

Imoxat ywo pikpoowpeg yateg kat kovvapia: 0,4 ml avd mnétta

Imoxat ywo peyorocompes yatec: 0,8 ml avé mnétta

Ka0e xovti amd yaptovi mepiéyet 1 1 3 muméteg o PEPOVOUEVE PAKEAGKLO 0tO PVAAO oAovUVioV.
Mmropei vo, unv KOKAOPOPOLY OAEG 0L GLOKEVAGIEC.

6.6 E10wuég mpo@uraters améppuyng evog PoLoTotn0£vTog KTNVINTPIKOD QUPLUKEVTIKOD

TPOIOVTOG 1] GALOV VAKAV TOV TPOEPYOVTUL 0.TO T1] P61 TOL TPOIOVTOGS, UV VITAPYOVY

KdaBe pun ypnoyomon8év ktnviatpikd eoprokenTikd Tpoidv 1 un xpnotpomomBévo vIToOAEIIATA TOV
TPETEL VO, ATOPPITTOVTOL COUPOVO UE TIG IGYVOVCEG EOVIKEG OALTAOELS.

To Imoxat dev mpémet vo. E1GEPYETOL GTOV VOPOPOPO opilovta kabdg avTd evdéyeTon va ival
eMKivOLVO Yo Tovg 1y Beic Kot AAAOVG LIPOPLOVS OpYaVIGLOVG.
7.  KATOXOZX AAEIAYX KYKAO®OPIAX

Chanelle Pharmaceuticals Manufacturing Ltd.,

Loughrea, Co. Galway,

Iphavdia

8. APIOMOX(OI) AAEIAX KYKAO®OPIAX

Imoxat yio pkpocoeg yates kot kovvafio:
EU/2/21/280/001(3 IMimétrec)

EU/2/21/280/007 (1 ITwwétor)

Imoxat Yo, peyoaAdcmueg YATeG:

EU/2/21/280/002 (3 TTuéttec)
EU/2/21/280/008 (1 IMuwétor)

9. HMEPOMHNIA ITPQTHX EI'KPIXHX/ANANEQYXHYX THX AAEIAX
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Huepounvia 1" éykprong: 07/12/2021

10. HMEPOMHNIA ANAGEQPHXHYX TOY KEIMENOY

Aentouepeic TANPOPOPIES Y10 TO €V AOY® KTNVIATPIKO QUPUOKEVTIKO Tpoidv dlatibevTol oTov
dktvakd témo Tov Evponaikod Opyavicpod @appdakmv http://www.ema.europa.cu/.

AITIATI'OPEYXH IIQAHXHX, AIAOEXHX KAI/H XPHXHX

Agv 16y0gt

1"


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

1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX
Imoxat 40 mg + 10 mg spot-on dtdAvpa EniyLoNg Yo, KPOCOHOVE GKOAOLS

Imoxat 100 mg + 25 mg spot-on SidAvpa exiyvong Yo Hecaiov peyéBovg okbHAoVg
Imoxat 250 mg + 62,5 mg spot-on dtdAvpo eniyvong Yo LeyoOAOG®UOVE GKOAOVG
Imoxat 400 mg + 100 mg spot-on dtAALLLA ETLYVONG Y10 LTEPUEYEDEIS GKOAOVG

2. IMOIOTIKH KAI IIOXOTIKH XYNOGEXH

ApPOOTIKG GVGTATIKA:

To Imoxat yia yatec mepiéyet 100 mg/ml yudaxkionpion ko 25 mg/ml po&idextiv.

Kabe povada 66omc (vd ™ popen TIRETTOC) TEPLEYEL:

l\gg\gf;‘l Imdaxionpion| Mo&rdektivy
glzxkeg)yta UKPOCOUOVE GKOAOLG 0.4 ml 40 mg 10 mg
?:Z)_(?:) \l((lg) pecaiov peyédovg okHAovg 1,0 ml 100 mg 25 mg
I(m>01x(;;1_t2\guic( g)syakéccouong GKVAOLG 2,5 ml 250 mg 62.5 mg
21(;5;?2 gtl(zgl;napusyéemg oKOAOLG 4,0 ml 400 mg 100 mg
"Exdoya:

Benzyl alcohol
Butylhydroxytoluene 1 mg/ml (E321)

BA. tov mApn KatdAoyo ekddymv 610 Ke@drato 6.1.

3. OAPMAKOTEXNIKH MOP®H

Avddopa eriyoong, yio tomkn e€EmTePikn ypnon (spot-on).

Aypopo g Kitpvo didAvpa.

4. KAINIKA XTOIXEIA

4.1 Eiom {oov

2KOAOL

4.2 OgpoamevTiKég gvosierg Tpoosoropilovrag Ta £idon OOV

I'e okvA0VG TTOL givor extebelpévol 1 vTdpyel LYMASS Kivovvog va ekTeBoDV og LUKTEC TOPAGITOGELS:

o TNV TPOANYN Kot TN Bepameio TV TapAcITOGEDV amd Yorlovg (Ctenocephalides felis),
* 1 Bepancio pOepdV pe poonTkd otopotikd popa (7richodectes canis),
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* 1 Bgpameio g wTodNKTIKNG Ydpos (Otodectes cynotis), TNG GOPKOTTIKNG YMDPUG
(mpoxahovuevr and Sarcoptes scabiei var. canis), TnG 0eLOMKWONG (TPOKAAOVLEVT AT
Demodex canis),

o TNV TPOANYN NG Spopirapimong (Tpovoueeg TV otadiov L3 kor L4 g Dirofilaria immitis),

* 1 Bepaneio TV KLKAOPOPOVVT®V WiKpo@lapldv (Dirofilaria immitis),

* 1M Bepaneio ¢ depuotikng dpogriapinong (evitika otddia g Dirofilaria repens),

oV TpdANYN NG dEPHOTIKNG dpoprhapinong (Tpovippes tov otadiov L3 tng Dirofilaria
repens),

* TN peioon TV KuKAoPopolvI®mV kpophaplav (Dirofilaria repens),

o NV TPOANYN TNG AYYEOGTPOYYOA®ANG (TPovOLEES ToL oTadiov L4 kot dmpeg eVAAIKES LOPPES
T0V Angiostrongylus vasorum),

* 1 Oepameio Tov Angiostrongylus vasorum kot tov Crenosoma vulpis,

o Vv TpdANyM NG omEpoKEPK®ONG (Spirocerca lupi),

* 1 Oepamneia Tov Eucoleus (ovv. Capillaria) boehmi (eviiika),

» 1 Oepameia tov Thelazia callipaeda (evihika),

* 1 Oepameio TOV TOPAGITOCEDY TOV VIILATOIDV TOL YAGTPEVTIEPIKOD GLUGTIOTOC (TPOVOUPES
tov otadiov L4, dwpeg evihkeg kot eviidikes Lop@ég tv Toxocara canis, Ancylostoma
caninum xou Uncinaria stenocephala, evihikeg popeéc twv Toxascaris leonina xoi Trichuris
vulpis).

To mpoidv umopei va ypnoyomombei wg pépog g Bepameiog tng aArepykng amnd YHAAOLS
deppatitidog (AYA).

4.3 Avrevositeag
Na un yopnyeitatl o€ okvAove NAKiag pikpoTePNS TV 7 €fdouddwy.

Na pn ypnoiponoteital o€ TEPINT®OON VIEPELOIGONTING GTA SPUCTIKE GVOTOTIKA 1] GE OTOLOONTOTE
amo o EKO0Y.

Na pn yopnyeitotl 6 okdAovs Tov katatdocovtal oty Katnyopia 4 yia m voco g dipopiiapinong,
KaBdg N acediela Tov TPoidvToc dev Exel a&toroynBel oe avt TV opdda TV {dwv.

2116 YaTEC TPEMEL VAL Y pNoomoLeital To avtioTtolyo mpoiov “Imoxat yio yateg” (0,4 1 0,8 ml), to omoio
nepéyet 100 mg/ml yudaxrompion ko 10 mg/ml po&idextivn.

210 kouvapia : Na pn ypnotponoteitol to Imoxat yuo oxviovg. Ipénet va ypnoyomoteitatl povo 1o
poiov “Imoxat yio pikpocmueg yateg kot kovvdafia” (0,4 ml).

Na pn yopnyeitot cg Kavopivia.
4.4 Ewdwég mpogridonmomjosis yua kd0e gidog {dov
BA\éne to kepdAaio 4.5.

2ovtoun emagn Tov {dov L To vePO, Hia 1} V0 POPES LETAED TOV UNVII®V O0GTNUAT®V TG
Bepamneiog dev eitvar dSuvatd Vo LEIMGEL TNV OTOTEAEGUATIKOTITA TOV TPOiOVTOG. 26TOG0, GLYVO
TAOGIO pe camovvi N 1 epPdntion tov {Hov og vepo givar SuvaTOV VO LEIDCEL TNV
OTOTEAECUATIKOTITO TOV TPOIOVTOC.

Eivon duvatov va avamtoyBel avOekTikdmTo TV Topacit®v 68 KATold GUYKEKPIUEVT KoTyopio
OVTITOPACITIKMV LETA TV GLUYVI KOt ETOVOALUPAVOLEVT] YPIOT EVOC avOEALYVOIKOD QLTS TNG
katnyopiag. Exouévmg, n yprion avtod tov tpoidvtoc Oa tpénel vo Paciletar oty extiumon g Kabe
LELOVOUEVTG TIEPITTMONG KL TIG TOTIKEG EMIONLMOAOYIKEG TANPOPOPIEG GYETIKA LLE TNV 1GYVOVCA
gvoioOnoia tov OV TV (OOV, TPOKEWEVOL Vo TEPLOPIGEL TNV TOAVOTNTO LG HEALOVTIKNG
EUPAVIONG EMAEKTIKNG AVOEKTIKOTNTOC.
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H ypniion tov mpoidévrog Ba tpénet va Pacileton oty emiPeforopévn didyvoon ke poivvong (M
oToV Kivduvo pdAvvong, 6mov epapuoletot 1 TpoAnyM) Vv ot otrypn (BAEme emiong mopoypdpovg
4.2 ko 4.9).

H amoteleopatikdtto Katd TV eviAIKoV Dirofilaria repens dev €yl peretn el oe cuvOTKeg
EKTPOOPTC.

4.5 Iowitepeg Tpo@LAGEELS KOTE TN (Pion
[dwaitepeg Tpo@LAGEELS KaTd T Ypnon o {ha

H Oepancia {owv Bapovg tukpdtepov and 1 kg o mpénet va faciletor oy eKTipnomn Kivovuvou-
oOQELELNG.

H epmepia ypnong tov mpoidvtog oe dppwota Kot e&acdevnuéva (Oa eival TEPLOPIGUEVT), MG EK
TOVTOV 1| YPNOT TOL OTIG TEPIMTAOGELS AVTEC Oa pémet va Paciletarl otnyv extipnon Kivdvvov-
oQéLELNG.

Na punv gpapuolete 1o 6TéH0, 0T HATIO T} 0TA 0LTIA TOL {DOov.

B0 mpénet vo AauPaveTol ppovTidn MGTE VA, ATOPEVYETAL ) KOTATOGT) TOV TPoidvTog amd ta {ho Kot
VO OTOQEVYETAL 1] EXOPT TOL TEPLEYOUEVOL TNG TIMETTAG N TNG Yopnyneiong 66omng pe T pdtio 1 1o
oTOUA TOGO TOV {MOL ToV AapPEvEL TO PAPHOKO OGO Kol VTMV TOL BpicKovTal TANGIOV TOV.

E&etdote mpooextucd ) oot péBodo epapproyng Tov TEPLYPAPETOL 6TO KeEPAAmo 4.9, Waitepa OTL
1 EPAPLOYN TOL TPOIOVTOC TPETEL VAL YIVETAL 6TO onpeio mov kabopiletal e GKOTO Vo
glayiotomonBei o kivovvog yia to {mo va Agi&el To Tpoidv.

Agv emrpéneton ota (da oo onola £xel xopnynOel to pappako va Epyoviot LETAED TOVS OE EMAPT).
Agv emtpénetan ota {da ota omoia £xel yopnyndei 1o pappoko va ELBovv og emapn pe {do oto onoia
dev &yel yopnynOel to Aaprako PEXPL VoL GTEYVAGEL TO GUELD EPAPUOYNG.

e mepintowon Katd AdBovg AMyng tov eopprdkov and to otope Ba mpémetl va yopnynoel
oLUTTOWATIKY Oepameio. Aev VTdpyEl YVOOTO €101KO avtidooto. Evdeikvuton n ypnomn evepyod
avOpaka.

Otav to mpoiov epappdletar oe 3 €mg 4 drapopeTikd onpeia, Bo Tpénet va Aappdvetor Waitepn
@povtida mote To (Do vo unv Aei&el ta onueia epaproync.

Av16 10 TPOTOV MEPLEYEL LOEWOEKTIVI (LOKPOKVKAIKY AaKTOVY)), EMOUEVOC 1010iTEPT PpOoVvTidn Oa
mpEMEL vaL AapPavetat yio Toug oKOAOVS LAY TOTTOV KoAed ) AyyAikdg ITowevikdg kot tmv
GLYYEVAV QUAGYV, OCTE TO TPOIOV VA, YOPNYEITAL CMGTA OTMG TEPLYPAPETAL 6TO KEQAAao 4.9.
Iowitepa o, Oo Tpémer va TpoAapuPdvetar 1 amd TOV GTOUATOS AW TOV PAPUAKOL TG0 6T0 (DO TOL
YOPMYELTAL 0G0 KO QVTAOV TTOVL PPicKOVTOL TANGIOV TOV.

To Imoxat dev mpénet va e16€N0eL og empavelard Koot Yati ivor emPAAPES Yo TOVg VOPOPLOVGS
opyovicpovg: 1 po&dektivn givar 1dtaitepa, To&kn Yo ToLS VIPOPLOVS OPYOVICUOVGS. Agv Bo TpEmeL va
EMTPEMETAL 1] KOADUPTION Yo 4 NUEPEC GTOVG GKOAOVG HETA TNV Oepameia.

H aocpddeia tov mpoidvtog £xel a&roroynei povo oe okdAovg Tov ta&vopovvtar gite otnv Katnyopia
1 M 2 ¢ dpoeihapimong 6 epYasTNPLOKEG LEAETES €iTE 0 AYoug GKOAOVG 1OV TOEVOLODVTOL 6TV
Katmyopia 3 og o khvikn pehétn. Xovenmg, 1 xpnon o€ GKOAOLS [e L@avn 1 coPapd cupmtdaTo
™G vooov, Ba pénet va PacileTor o€ TPOCEKTIKN EKTILNGT KIVOOVOU-OPEAELNS 0O ToV Bepdmovta
KTnviatpo.

MoAovaTL 01 TEWPAUATIKEG PEAETES YL TNV VIIEPOOGOAOYIN £xovV dei&el OTL TO TPOidV pmopel va
yopnynOel pe acpaielo e GKOAOVE TOV TUPUGITOVVTAL OTO EVIAMKEG LOPPEG TNG SIPOPIALPLNG, OV
£xel Kavéva, OepamevTIKO OTOTEAEGO, KOTO TOV EVAMK®V Hope®v g Dirofilaria immitis. Q¢ ex
TOVTOV, GLVICTATAL, Y10 OAOVG TOLG GKVLAOLG NALKING 6 UNV@AV 1) TEPIGTOTEPO Kal 01 omtoiotl {ovv o€
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TEPIPAAALOV OOV EVONLOVY SPOPIAAPLEG VAL YIVETAL EAEYYOC TAPUGITOONC Od TIG EVAMKEG LOPQES TNG
dpophdprog mpv T yopnynon g Bepancioc. Katd v kpiorn tov KTnvidTpov, LOAVGLEVOL GKOAOL
0o Tpémetl va Bepamevovtar pe £va EVIAIKIOKTOVO Y10 TNV OOUAKPVVOT) TOV EVIAMK®OV LOPODV TOV
dpopirapiodv. H acpdieio tov Imoxat dev €xel a&loAoyn0el dtav yoprnyeitar Tnv id1a nUEPT G
EVINMKLOKTOVO.

H yudaxionpion etvar To&ikn oto TTNva, Kupimg oTa Kavoapivia.

Idwitepec mpouAdeic mov mpémet va AauBdvovior amd To GTOUOo TOL YOPNYEL TO APUOKEVTIKO
npoidv o Lho

No amopgbyeTol 1 ET0PN TOL PAPUAKOV LE TO OEPUM, TO LATIO 1] TO GTOUA.

Agv mpénet va Tivete, TpmdTE 1 KOmvileTe KATA TNV S1EPKELN TNG EQAPLLOYNS TOV PAPLLAKOV.

Na TAévovton emUEADS Ta YEPLoL LETA TNV (PNOT.

Metd ™ Yop1ynom Tov TPOIOVTOG LNV XoIdEVETE 1| TEPUTOLEIOTE TO TPiY®O TOL {MOV £WG OTOL Vi
OTEYVAOOEL TO G LEIO OOV EPAPLOGTIKE TO TPOIHV.

Noa mAévetar apéowg e vepd Kot GamoHVL TO dEPUM, GE TEPIMTTWON TOL KOTd AdB0G, EABEL oE emapn Le
TO YOPTYOVLEVO PAPLLOKO.

Atopo pe YvooTo 16Toptko vrepevaicinoiog 6to £kdoyo (benzyl alcohol), oty widaxionpion 1 ot
po&dektivn Oa TpEmeL va yopnyovV TO TPOIOV pE TPOGOYT].

Y& TOMD OTAVIEG TTEPIMTMCELS TO TPOIOV UTOPEL VO TPOKAAESEL EVOIGHNTOTOINGT TOV SEPUATOG 1|
AVTOPACELS TAPOSTKOD YAPAKTPA (TT.Y. LOVIIACHA, EPEDIGUOC 1| aicON Lo KOOGOL/PUNYKIACLATOG).
Y& TOM) GTAVIEG TTEPIMTMGELC TO TPOIOV UTOPEL VO TPOKUAEGEL EPEDIGIO TOV AVATVEVGTIKOD GE
gvaicOnta dropa.

Edv to mpoidv e16éA0et ota pdtio katd Adbog, ToTe vo mAOVETE T pLiTIo pe dpbovo vepo.

Edv ta copmtopate 6to piTio Kot To 0EpUa ETUEVOVY 1 TO TTPoioV katd AdBog katomobsl,
avalnteiote apéong wTptkn Pondela kot emdEi&Te GTOV 10TPO TO EGMKAEIGTO PVALO 0ONYIDOV YPNCEMG
N TNV ETIKETA TOL POPLUAKEVTIKOD TPOIOVTOG.

O deAvtng Tov Imoxat etvor duvatdv va INUOVPYNGEL KNAIGEG ] VO KOTAGTPEWYEL KUTA TV ETOQN TOL
GUYKEKPLUEVO VAIKEL, OTI™G OEPLLO, DVPACLLO, TAAGTIKA, AOKAPICUEVES ETPAVEIEG. META TNV Qaployn
TOV TPOIOVTOG QPN|oATE TPATA VO, eEUTIGOEL KO oTNV GLUVEKELD Vo EADEL OE EMAPT LLE TETOL0 VAIKA.

4.6 AvemOuunTeg evépyereg (ovyvoOTNTA KOl 60PapoTNTA)

H ypnon tov mpoidvtog o GKOAOVE Elvar SuvaToV Vo EYEL GOV ATOTELEGLL TNV EULPAVIOT] TOPOSIKOD
aloONUATOG KVNGUOV. X€ GTAVIEG TEPIMTMOELC UTOpEl va mapotnpndel epetdc. Ot mopodKES TOMIKEG
avTOpAcELg evausnaciog Tov dEPUATOC CLUTEPTAOUPAVOLEVOD TOL OLENUEVOL 0IGONLLATOG KVIGLLOV,
OTMOAELOG TPLYDUATOS, MITAPOTNTOG TPLYDUATOS KoL EpLOPOTNTOG GTO GNUEID EPAPLOYNS EYOVV
avapepbei oe TOAD Gmavieg TEPMTOGELG 0TIS 0wBOpUNTEG eKBETELS (QappakoemaypOTynon). Ta
CUUTTMOUOTO CVTE VITOYWPOVY AVED TEPAUTEP® BEPATEVTIKNG OYDYNG. L€ TOAD CTAVIEG TEPUTTOCELG
&xovv mapotnpn el vevpikd cvuntdpate (Tordd and avtd lvar Tapoducod yapaktipa), 6tav to {do
Aei&el v meproyn 6mov epapudednke n epomeio (PAETE Kepdrato 4.10).

To mpoidv £xel TKPN YEVOT|. L& GMAVIEG TEPMTMOGELG Eivar duvatdv va mapatnpndel cleAdppota, E4v TO
Lo Aei&et to onpeio mov epapudsdnke to TPoidv. Avtd dev amoterel cOUTTOUA SNANTNPLECEDS KOl
VIOY®PEL 6€ Alya AemTd Gvev Tepattépm BepamenTikng aymyne. O cmotdg TPOTOC EPUPLOYNS TOV
7TPOo16VTOog eAayloTomolel T mhavotta va Aei&el To {®o, To onueio epaproynG.

To mpoidv umopei o TOAD omMAVIEG TEPMTAOGELG VAL TPOKOAECEL GTO onpeio mov epapudsdnke 1o
7TPO1oV e aicBnon mov odnyel o€ TOPOdIKEG AAAAYES TG GVUTEPLPOPAS dntwg ABapyo, avnouyia,
Kot avopeEio. Mia kKAvikn pedétn €xet ogiEet 0TL oe oKOAOLG oV givan Betikol otn dipopiiapivon pe
pkpopriaptoption vTapyeL Kivouvog GoPapadv avaTvELSTIKOV cuurtopdtev (Prixas, toydmvola Kot
SVOTVOL0) TTOL UTTOPEL VO, TTOLTOVY GUEST] KTNVIATPIKY 0y®YN. TN UEAETT OVTEG Ol AVTIOPACELS NTOV
ovyvéc (mapatnpnOnkav oe 2 and Tovg 106 crviovg mov EhaPav Beparneia). 'actpeviepikd
ovumtdpata (EPeTog, dtappota, avopesio) Kol AMBapyog elval emiong cuyveg avemBOUNTEC EVEPYEIEG
o€ TETOL0VG GKVAOLG HeTd T Bepameio.

H ovyvomnta tov avemBdpntov evepyeldv kabopiletal g akoAovOmc:
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- TOAD ovyvn (Tepiocotepo amd 1 ota 10 {oa mapovstdlovv avemBOunTeg evépyeleg KOTA T dldpKeto
¢ Bepameiog)

- ovyvn (mep1ocotepo amd 1 aAld Aydtepo amd 10 {da ota 100 vrd Bepancia {ma)

- un ovvnBopévn (tepiocdtepo amd 1 ahid Atydtepo amd 10 {da ota 1000 vio Oepaneio {hor)

- onavia (meplocotepo amd 1 aldd Aryotepo amd 10 {da ota 10.000 vid Bepomeia {ha)

- ToA0 omdvia (Myodtepo and 1 ota 10.000 vid Bepancio {da, LUTEPIAAUPOVOUEV®OY LELOVOUEV®V
avaQop®V)

4.7 Xpnion kotd Tnv kOnon, T yoiovyio 1 TNV @OTOKiO

H aocpddeia oyeTikd pe TNV yopnynon ToL KITNVIATPKOD QUPHOKEVTIKOD TPOTOVTOC KOTA TV O14pKELL
NG KUNoEWS Kal yolovyiog dev €xel emPeforwbdei ota eidn-otoN0VG. Emopévac, 1 yopnynon tov
TPO1O6VTOG OgV GLVISTATAL GE (MO TOL TPOOPILOVTOL Y10l AVOTAPAUY®YT 1 KATA TN SIEPKELN TNG KUNTEMG
Ko yoAovyiog.

4.8 Almiemopdocseig pe iAo QUPUIKEVTIKE TPOTOVTO Kol GAAES popPES alindemidopaong

Koza v dudpkela g Oepaneiog e Imoxat dev O mpémet va yopnyodvtat GAAL OVTITAPOCITIKG TNG
KATNYOPIog TV LOKPOKVKATKDV AUKTOV@MV.

Agv damotodnikoy aAlniemdpdoelg peta&d tov Imoxat kot twv TAéov cuvin og xpron
KTNVIOTPIKOV QOPUUKEVTIKOV TPOIOVIMV N UTPIKDV 1 YEPOVPYIKDV SL0SIKAGLDV.

H acopdlea tov Imoxat 6tav yopryeitor v 1010 NUEPA OG EVIAMKIOKTOVO Y10, TNV ATOUAKPLVCT] TV
EVNATK®V HLOpP®OV TNG dpo@ihapicnong oev €xel a&loloyndel

4.9 Aocoioyia Kol TPOTOG YOPIYNONS

A0GOAOYIKO oyNuoL:

H eléyiot ovvictopevn 86om givor wdaxronpion 10 mg/kg copatikov fapovg kot po&dextivn 2,5
mg/kg copotikod Bapovg, avtiotoryei og 0,1 ml / kg copotikod BApovg Tov KTNVINTPIKOD
QOPUOKEVTIKOD TPOTOVTOC.

To Bepamevticd oynua Ba mpénetl va Paciletor 6TNY ATOUIKN KINVINTPIKY O1IyVOGCT Kol GTNV TOTIKN
EMONUOAOYIKT KOTACTOOT).

[ateg (kg 6.p.) Epmopiki Ovopacio Oykog  [Imdaxiompion Mo&dektivy
(ml) (mg/kg c.p.) (mg/kg c.p.)
<4 Imoxat yio, LuKpOGmUOVE 0,4 eldyoto tov 10 [ehdyioto tov 2.5
GKVAOLC

Imoxat yia pesaiov

>4-10 . , 1,0 10-25 2,5-6,25
Ley€0ovg orhAOLG
>10-25  [MOXALY EYOROOLHOVS |y 10-25 2,5-6,25
GKOAOVG
= 95.40 Im9xat v vEpLEYEDELg 4,0 10-16 2.5.4
GKOAOVG
> 40 0o TpEmEL va YPNCIUOTOLEITAL O KATUAANAOC GUVOVAGUOC TTETTAOV

Ocpameio kot mpolnyn kard twv wollwv (Ctenocephalides felis)

Me pia Bepomeio tpoiappdvetor n mopacitoon ard yorlovg yio 4 efdouddes. [Tpoimapyovoeg
VOUQES TOV YOAA®V 6T0 TTEPIPAALOV Eival duvatdv va cuveyicovy va eupavifovtol yia diotnua 6
gBOOUAdV 1 Kot TEPIGGOTEPO LETA TNV Bepameio, Yeyovog Tov e£apTatal amd TIC KAMUUTOAOYIKEG
ovvOnkeg. H Bepomeia pe Imoxat 6€ cuvOLAGHO LE ATOAVUAVGELS TOV TEPIPAALOVTOC GKOTEVEL GTNV
dtokom Tov KOKAOL NG TV YOAA®V oTo TepBdAlov. TovTo £xel cov amotéAecpa TNV ToyOTEPT
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peiwon Tov TANBLGLOD TV YOAL®Y GTO YDPO Tov omitioV. To Tpoidv pmopel va ypnoporomBel wg
puépog g Bepameiag g aAlepyikng amd yorllovg depuatitidac (AYA) yopnyoduevo ce punviaio
dloTnuaTo.

Ocpameio pBeipwv pe poaontixo orouotixo uopio. (Trichodectes canis)
Xopnyeitai pio 666mM TOL TPOIOVTOC. XVVIGTATOL VO TpAY LA TOTTOLEITON KAVIKY e€€Taom tov {mov 30
nuépeg petd tn Bepamneia, KaboOTL Kamown {ma pmopet va ypilovv dedtepo kKOKAO Bepamneiog.

Ocpameio the wroonkuxnc wapog (Otodectes cynotis)

Xopnyettal pio d6oM TOL TPOIOVTOC. e kabe Oepameio TPEMEL e NTIES KIVIGELG VO OpOIPEITOL TO
c00pd VTOGTPOUN VIOAEIUUATOV 0O TOV EEMTEPIKO OKOVGTIKO TOPO. LVVIGTATOL VO
mpayparomotleitol KAk eE€taon tov {mov 30 nuépeg petd ) Bepamneio, kKaBOTL Kdmora (da pmropet
va ypilovv devTEPO KOKAO Bepameioc. Mnv epappolete To mpoidv amevbeiog 6ToV aKoVGTIKO TOPO.

Ocpameio ooprortikic wwpag (mporaiodusvny amd Sarcoptes scabiei var. canis)

Xopnyeital pio 666m T0L TPOIOVTOC 600 POPEC e 4 efSopade pesodiaotnua. Ospaneio e
oeuoonkwong (rpoxalovusvn ard Demodex canis) H yopfynon piog pepovopévng 66ong kabe 4
gBoopdodeg yia 2 ém¢ 4 puveg eivat OMOTEAEGILATIKT EVAVTIH 6T0 Demodex canis Kol odnyel o RQavn
UEIDON TOV KAVIKOV COUTTOUATOV 1010i{TEPA GE NTIEG MG PETPLEG TTEPITTOGELS. [d1aitepa coPapéc
TEPMTMOGELG UTOPEL VO OTAUTICOVY TLO EKTETAUEV Kot Lo cuyvi Ogpameio. [ va emtevybei n
HEYIOTN SuVATH OVTOTOKPLIOT G OVTEG TIC COPUPEC TEPITTAOCELS, KATA TV KPIioT TOL KTNVIATPOUL, TO
Imoxat umopei va epopprooTtel pio eopd v efSopdda Kot Y1, TOPOTETAUEVO ¥POVIKO dACTNUA. €
OMEG TIC TEPIMTAOGELG Efvorl onpovTikd 1 Bepameio va cuveyiletatl, £mg 0ToL Ta EEGpata dEPLOTOC Elval
apvNTIKd o€ ToLAAYIoToV 2 dradoykég unviaieg Aqyets. H Bepoaneio Oa mpénet va StaxdmTeTON OFE
OKOAOVG OV dev eupaviCovv kapio feltinon 1| deV OVTOTOKPIVOVTOL GTIV OVOUEVOLEVT] LEIMGT TOL
apBpov TV akdpewnv Enetta and 2 unveg Oepameiog. Ou Tpémel va yopnysitan evarroktikn Oepomeio.
Avalntote 11 GuPPOLAN TOL KTNVIATPOL GOG.

Kabmg 1 depodnkmon givor €vo ToATapayovTikd voonua, 6ov gival Suvatd, GLVIGTOTOL M
TapdAANAN Bepomeio TOL ATIOAOYIKOV TTOPEYOVTAL.

Lpoinwn e dpopiropiwonc (D. immitis)

2kOAoL Tov Pplokovtal oe TEPLOYES TOL EVONLOVV T TOPAGLTO 1] TAEOEHOVV GE TETOLEC TEPLOYEG Elvar
duvatov va TpocsPANBoDV amd TIg EVAMKEG LOPPEG TV TOPASTTOV. Q¢ €K TOVTOV, TPV OO TNV
gpapuoyn g Bepamneiag pe Imoxat Ba wpémet va AneBodv vIOYIV 01 GVGTAGELS TOL TTEPLYPAPOVTUL
670 KePrato 4.5.

Mo v TpoAnyn g dipopirapimong, To Imoxat Ba mpénet va epapudletar oe unviaio StootipoTo
KaTd TNV O1EPKELD TOV £TOVG OTAV VTTAPYOVY KOVVOLTLE. (TO 07010 OTOTELODV TOLG EVOLAUEGOVG
EEVIOTEG IOV PETAPEPOVY KO PeTadidovV Tig Tpovoupeg ™G D. immitis). To Imoxat pmopei va
yopnynOel kaO’ 6An ) didpkeia Tov £tovg. H mpmtn 660m pmopet va xopnynOel petd v npdt
mhavn £kbeon og KoOvvoUTL, OAAG OYL TEPIOTOTEPO OO €Vl UvaL LETE ad vt TNV ékbeom. Oa
npénel eniong va cuveyteOel 1 yopNyNon Tov unviaimg Kot yio Eva uRva LETA TNV TeAevtaio ékbeom
tov {®ov ota kovvoumia. ['a va kabiepmBel £vag Tpakticdg TpOTOG YopyNons, CLVICTATAL M
yopnynon tov Imoxat va yiveton v idta nuépa kot nuepounvia kade upva. Otov to Imoxat
avTIKa01oTA TPOIOV TOV YPNCIUOTOIEITUL Yio TNV &V AOY® TTopacitwor, T0te 1 TpmTn Oepameio Tpimet
va 800l evTdg evog pnva amd TV TELELTALN dOCT] TOV OVTIKATOOTAOEVTOG TPOIOVTOG.

g TEPLOYEG TTOL JEV EVONUOVV TA €V LOY® TTapdotta, dgv Ba Tpémet va vdpyetl Kivduvog ot GKVAOL va
&yovv poivvlel. Lty mepintwon avty, N e@apuoyn g Oepanciog pmopet va yivel ymopic 1dloitepeg
TPOPLAAEELS.

LpoAnwn e depuoning dpopilopiwons (skin worm) (D. repens)

T v TpoAnyn g depuatikig dpogprhopimwong, to Imoxat Ba mpémet va epappdletal o unviaio
SLOCTNHATO KOTA TNV SIIPKELN TOV £TOVE OTOV DTLAPYOVY KOVVOVTLO. (TO OTTOI0 TOTEAODY TOLG
EVOLAUEGOVC EEVIOTEG TTOV UETAPEPOLY KO PUeTAdIdoVV Tig Tpovoupeg TG D. repens). To Imoxat
umopet va yopnyndei kabOAN T dtdpKeEL TOL £TOVG 1) TOLAGYIGTOV Eva Uiva TPo TG eKBECEMC TV
{dwv ota KovvoLmia. Oa TpEnel eniong va cuveylsbel 1 yopnyNo1 Tov PUNVIcimG Kot Yio Eva piva
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petd v tedevtaio £kBeon twv (dov oto Kovvovmia. o va kabiepmBel évag mpaxtikdg Tpdmog
YOPYNONGS, GLVIGTATOL 1] YopNyNon Tov Imoxat va yivetar v idia nuépa Kot nuepounvia Kabe punvo

Ocporeio twv pikpopilapiwv (D. immitis)
To Imoxat Ba mpémetl va yopnyeiton unviaing yio 500 GuVEXOLEVOLS UNVEG,.

Osparcio tne depuotiknc opopilapiwonc (skin worm) (eviiixo oradia tne Dirofilaria repens)
To Imoxat 6o wpémet va yopnyeiton pnviaimg yio €1 cUVEXOUEVOVS INVEC.

Meiwon twv wikpopilopiav (skin worm) (D. repens)
To Imoxat Ba Tpémel va yoprysitan Unvioimg yio TE0oEPIC GLVEYOLEVOVS UNVEG,.

Ocporeio kol mpoAnyn tov Angiostrongylus vasorum

Xopnyettal pio 366N TOL TPOIOGVTOC. ZVVIGTATHL VO Tparypatoroteitol KAvikn e&étaom tov (dov 30
Nuépeg petd ) Bepameia, kaBOTL Kdmola {ma pmopel va xpilovv devtepo KOKAO Bepaneiag. Xe
TEPLOYEG TOV EVONEL TO €V AOYM TTAPACITO TOKTIKEG UNViaieg epappoyéc Ba eumodicovy v
aYYELOGTPOYYOAMOT] KoL TV EUPAVT] TEPT0O0 NG TAPAGITOONG 0o Angiostrongylus vasorum.

Ocpormeio tov Crenosoma vulpis
Xopnyetton pio epdmos 660m.

LpoAnwn e oreipoxéprwaonc (Spirocerca lupi)
To Imoxat o Tpémet va yopnyeitor unvicing.

Ocpameio tov Eucoleus (ovv. Capillaria) boehmi (evijiiko)
To wpoidv mpémel vo yopnyeitor unviaia yio 500 GUVEYOUEVOLS UNVEC. ZVVIGTATOL VO, ATOTPEYETE TNV
aVTo-KoTTpoPayia peta&d Tov dvo Bepaneldv, TPOKEEVOL va omopevyDel mbav emaveppdvion.

Ocporeio tov Thelazia callipaeda (sviiika)
Xopnyetton pio epdmaé 660m.

Ocpameio aokopioloons, aykvioarouiaons ko tpiyovpioons (Toxocara canis, Ancylostoma caninum,
Uncinaria stenocephala, Toxascaris leonina xou Trichuris vulpis)

Y& TEPLOYEG TOL EVONUOLY 01 S1poPiddpiec 1 unviaia Bepameio eivar SuvATOV VO LELDGEL GNULOVTIKG
ToV Kivouvo emavapldOAVVGNG oL 0QEIAETAL GE 0OKAPIOES, OYKVAOGTOLOTO, KOl TPIYOLPOVC. XE TEPLOYES
OV OgV EVONUOVY 01 SPOPIAGPIEC TO TPOIOV PUTopel Vo xpnoiponombel wg PEPOG TOL TPOYPALLUATOS
NG EMOYLOKNG TPOANYTG EVAVTLO TOV YOAA®VY KOl TOV YOOTPEVIEPIKDOV VILATOOIDV.

Meléteg é0e1av 0TL 1 unviaia Bepomeio TV oKOAW®V He TO TPoidy epmodiletl tn poélvvon and
Uncinaria stenocephala

MébBodog yopfiynong
Moévov yia eEmTepikn ypnon.

Aogapéote pio mméta and T cvokevacio. Ayyi&te 1o oTeEVO HEPOG TOL COANVA Yo Vo Befotwbeite dti
TO TEPLEYOUEVO PplokeTorl LEGH 6TO KOPLO GO TOL cwANva. Tpafnéte micwm v akpr TG TIMETAS Vi
VO EMTPEYETE TNV OTOPOAT] TOVL TEPLEYOUEVOD..

o okvAovg Bapovg émg 25 kg:

Me 10 {0 va GTEKETOL GTO TOJL TOV, OLO®PIoTE TO TPiYOUA OTNV TEPLOYN UETAED TV dVO
OUOTAATAOV, E®G 0TOL amoKaALPOEel To déppa. Oco gival duvato, EPUPUOCTE TO TPOTOV 6€ AOIKTO
dépua. TomoBetnoTe TNV GKPN TNE TTETTOG GTO OEPLLOL KO TEGTE TO 0TOOEPE TOAAEG POPEC, DOTE VO
aderdoel OAo 1o TTEPIEXOLEVO TN, ameLBEing ETAVM GTO dEPLLAL.

INo oxdrovg Bapovg peyarvtépov tav 25 kg:
O okbAog Ba Tpémel vo oTEKETAL G KATAAANAN BE0M Yo Vo SIEVKOADVETAL 1] EQAPLLOYT TOL POPUAKOV.
O)o to mepieyopevo g Tuméttog 0o Tpémel va epapuoletal opotdpopea o 3 €wog 4 onueia g payng
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Tov {Dov amd ToVg BPOVS Em¢ TNV Pdomn ¢ ovpdc. Xe Kabe onueio dwywpiletar To TPiY®UA Yo VO
oamokalveOet to 6épua. Oco eivar duvatd, epoapudoTe To TPOiody oe abikto déppa. Tomobetnote TO
GKPO TNG MMETTOG TAV® GTO OEPLA KOl TESATE 6TAOEPA, DGTE TOGOTITA TOV TEPIEXOUEVOL TN
mmréttag va eEEABeL anevbeiog oto déppa Tov {MOoV. ATOEVYETE VO EPAPUOCETE TEPIGGELL TOV
SloAdpaTOG 6g £val oMEelo Yia va EUTodiceTe O10pLYT TOV SOAVUATOS 0 TO TANL.

4.10 Yrepdocoroyio (COUTTONATA, HETPO. AVTIUETAOTLCNG, OVTIO0TA), EAV EIVvOL aTapaiTnTa

Agv mopatnpriOnkay avembountec evépyeleg uetd amd v xop1yNomn deKATAAGIOG TS CUVIGTOUEVNS
d0o1g og eviiAkeg okvAovC. Tlevtamhdcio TG EAGYIOTNG CUVICTMUEVNG dOGNG, YOPTYOVLEVNG OE
epdopadiaio pecodrootnuate yio 17 fdouddeg, diepevvndnke oe oxbOAoLg NAKiog Gve ToV 6 unvav
KoL TOV KOAG OVEKTY] Y®PIG TNV ELPAVIOT aVETIOOUNT®V EVEPYELOV N AVETIOOUNTOV KAVIKOV
CUUTTOUATOV.

Oroav 10 Tpoidv yopnyNOnKe o€ TEVIOTAACLIO TNG GUVIGTAOUEVTG 0OGNG 0€ VEAPODS GKOAOLG KiOE 2
ePdopddeg ko Yo 6 cuveyelg Bepaneieg, dev vpée avnovyio 6OV aPOPE TNV ACPAAELM.
[Mopatnpndnkov Topodikn Hodpiasct, GLlEAOPPOLN, EUETOC, Kot TAPOIIKT TOOTVOLO.

Y& TOM) OTAVIEG TTEPIMTMGELC, UETE 0d Kotd AABoc Ayn amd TOL GTOUATOS TOL QUPILAKOV 1| OE
mepinT®on vrepdocoroyiag, umopet va epeavicBodv vevpikd countdpato (ToAAd ond avtd glvan
TOPOOIKOD YOPOUKTAPO), OTMG aTaia, YEVIKEVIEVOG LVTKOC TPOUOC, CUUTTMUOTO 0td TOVS 0POOAL0DE
(SraoTodpéveg KOPES, LKPN HEI®ON TOL AVTOVOKANGTIKOD TOL OMTOG, VOGTOYUOC), AVOUUALEG GTNV
avamvon|, oleAdppola Kot EPETOC.

ZKk0Aotl UANG TOmov Koled, evaicOntol oty 1Pepuektivy, 6€ 066N TEVIOTAAUCLOG TG GUVIGTOUEVNC,
EMOVOLOUBOVOLEVIC UNVIOI®G, aVTATOKPIONKaY Y®PIC avemIBOUNTEG EVEPYELES, OUMG 1) ACPAAELD TNG
epdopadiaiog epappoyng dev €xet diepeuvnbei oe okdAovg THmov Koredh evaicOntovg otnv
1Pepuextivn. Otav to 40% g doomg xopnynOnke amod to otoua peovicOnkay cofapd vevpikd
copntopoatae. Tétoln coprtdpato dev mapatnpnOnkay otav yopnyndnke to 10% tng d6omc. ZxvAot
LOALGUEVOL e EVIALKEG OIPOPIALPIEG OEV ELPAVICAV OVETIBOUNTEG EVEPYELEG GE dOOT TEVTATAACLOL
NG GLVICTMUEVNG, XOPNYOLHEVTS KaBE dV0 eBdopadES Kot Yia Tpelg cuveyeis Oepameiec.
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4.11 Xpovog(or) avopovig

Agv amartteitot.

5. DOAPMAKOAOI'IKEX JAIOTHTEX

DoppokodepamenTivn opuddn: AVIITUPUCITIKG TPOTOVTA, EVIOUOKTOVO KOl EVTOLONT®ONTIKA,
UOKPOKVKAKEG AakToveg, wAumepvkivec. ATCvet code: QP54ABS2

51 ®@oppoxodvvopikEs 1010TNTES

H ywdaxionpidn, 1-(6-XAwpo-3-mupidvropebur)-N-vitpo-yudaloiidivn-2-videvapivn, CAS-No
138261-41-3, givol EKTOTOPOGITOKTOVO, TTOV OVIKEL GTNV OLAS0 TOV YAMPOVIKOTIVOAIKMOV OLGIMV.
XNk TePLypAPETAL LLE LEYAAVTEPT] OKPIBELD OC YADPOVIKOTIVOAKT ViTpoyovavidivn. H
YOaKAOTTPION givar EvePYd EVAVTIH TV TPOVUUPIKDOV KOl TOV EVAMK®V LOpe®V TV YOAAwV. Ot
TPOVOLLPES TOV YOAA®DV OV Ppickovial 6To mepPdAiov povedovtal otav EABovv og eraen pe (Do
670 omoio yopnynonke to tpoidv. H yidakionpidn eppavilet vynin cvyyévela pe Toug
VIKOTIVEPYIKOVG VTTOS0YEIC OKETVAOYOAIVIG OTI LETOCVVOTTIKT TEPLOYH TOV KEVIPIKOD VEVPLKOD
ovotipatog (KNX) tov yorlwv. H avaotoln g yoAvepyumg dtofifaocng mov akoiovbel, £xel ocav
amotéleopa TV Tapdivon Kot 1o Odvarto Tov eviopov. EEattiag g acBevodg alAnienidpacng g pe
TOVG VIKOTIVEPYIKOVG VTTOS0YELS TV ONAOCTIKOV Kot TG uitkpoy Babpod dtamepatdmTag LEG® TOL
OLLOTOEYKEPUAMKOD QPOYHOD TOV ONAACSTIKGV, 1) OOKAOTPION 0VGIUCTIKA deV EYEL Kopio EMIOPOOT
o010 KNZ t0v Onhactikadv. Mucpov Babdpov givol n eappoakoioykn dpdon g ota OnAactucd.

H poé&idekrivn, 23-(O-pebovro&un)-F28249, CAS No. 113507-06-5, etvar pio LoKpOKUKAIKT AQKTOVT
devTEPNG YEVEAG KO AVIKEL GTNV O1KOYEVELR TV WABepVKIveY. Eyel mapacitoktoveg 1010t Teg
eVAVTIO G VPV PAGHO evO0- kal - Topacitov. H po&idektivn Spa evavTio T®V TPOVOUQIKDY
uopemv g Dirofilaria immitis (otadiov L1, L3 kot L4) xou Dirofilaria repens (L1, L3). Eivon emiong
OPOACTIKN EVAVTIO TOV YUSTPEVTIEPIKOV VNHOT®OOV. H po&idektivn aAiniemdpd pe toug GABA
(Yapvo-foutupikong) vTodoyeic Kot e TIG S1000VG OVTOV YA®PIOL TOV EAEYYOVTOL OO TO YAOLTOUIKO
0&0. Amotélecpo TG OAANAETIOpaGTC QLTS vl TO AVOLY Lo TV d10d®V YAmpiov otV
LETOGVVATTIKY] TEPLOYY EMTPETOVTIAS TNV EIGPOT TV 1OVIOV YAMPIOL KOl EMAYOVTOG GTI GLVEXELN [ia
L1 ovTIoTPENT Katdotaomn npepiog. To paivopevo autd £xel cav omoTéAeoua TV TapdAvon, pe apyo
pLOUO, TOV TaPUCTT®V Kol GuVodevETIL UE TO Bdvatd N TV amofoAn toug. To pdpuoko Exel Eppovn
dpdion kot TpocTaTedEL TO, GKVALL Yo 4 gfdouddec, petd amd pio. Lovo EQapPoYT, KOTA TNG
EMAVALOALVOT| [ Ta akOAovBa tapdotta: Dirofilaria immitis, Dirofilaria repens, Angiostrongylus
vasorum.

5.2 ®@appoxoxivnTiKd cToLy gl

Metd and v Tomikn xopnynon tov Imoxat, 1 WSAKAOTPION KATOVEUETOL TOYEWS GTO OEPLLLL TOV
{dov og drhotnua piog NUEPNS LETE TNV YOPIYNOoN TG Kol LITopEl va, Tpocdloptedel oty emipaveia
Tov dépuatog kaf’ OAn v didpkelo TG Bepaneiog.

H po&idektivn amoppo@dtol LEG® TOV dEPUATOG KOl Ol LEYIGTEC GUYKEVIPMGELS TOV PUPUAKOV GTO
TAAO LA ETLTLYYAVOVTOL KATE TPOoEyylon, o€ 1-2 nuépeg et v Bepomeio otic yoteg. Metd v
amoppOPN O TNG OO TO OEPUA, 1) LOEIOEKTIVI KATAVEUETAL GUGTNUATIKA GTO (MO G OAOVG TOVG
10TOVG TOV CAOUATOG, OAAG AGY® TNG ATOPIAKOTNTAG TNG CLYKEVTIPMVETOL KUPIMG GTO AITOG.
ATopHoKpOVETL 0TT0 TO TAACUA LE apYd puOUO, OTTMG S1oTIoT®ONKE O TIG TIUEG TV CLYKEVTPDGEDV
TOV PAPUAKOL 6TO TAAGH Ko’ OAn TN ddpkeln TN pnviaiog Oepaneiog.

To T': o010 oKOAO elvan Tepimov 28,4 nuépec.

Meléteg Tov 0EI0A0YOVV T QUPUUKOKIVITIKT GUUTEPLPOPE TNG HOEIOEKTIVIG LETA At TTOALOTAESG
EQUPUOYEC, £de1&av OTL TO, EMIMEdA 0OV GTADEPTG KATAGTOONG EXLTVYYXAVOVTOL UETA 0o TtEpimov 4
dwadoykéc unviaieg Bepomeieg o€ orOLOLC.
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Iepparhovrikég 1010TNTES
H po&dekrivn £xel tavoundei wg enipovn, frocuccmpevutiky Kot To&1Kn 6To TEPPAALOV.

B\éne xepdiono 4.5 kot 6.6.

6. DOAPMAKEYTIKA XTOIXEIA
6.1 Kaotahloyog ekddymv

Benzyl alcohol

Butylhydroxytoluene (E321)

Propylene carbonate

6.2 Kopieg aocopparotnreg

Agv amarteita.

6.3 Awgpkero {ong

Avdprera (NG TOL KTNVINTPIKOD QOPUAKEVTIKOD TPOIOVTOG COLPMVA LE TI GVGKELOCIN TOANGNC: 2
xpdvIoL.

6.4 Iowitepeg Tpo@LAAEELS KOTA TN OVAAEN TOV TPOiIGVTOG

Durdcoete 6NV APYIKN GLOKEVAGIO Y10, VO TPOGTATEVETOL OO TO MG KOL TNV VYPOGia.
Mn gpuAdoocete og Beppokpacio peyardtepn tov 25°C.

6.5 ®@von Ko 6OUVOEGT TNG GTOLYELDOOVS CVGKEVUGINGS

[Mméta: Mo Aevkn| TTETO AmOoTEAOVUEVN OTTO £VOL OEPUIKA GYMNUOTIGUEVO KEAD(QOG TTOL OOTEAEITOL
and (moAvmpomvrévio (PP)/cuurolopepés kurhikng okepivng (COC)/ aBuievoPivorikn alicodin
(EVOH)/molvrporviévio (PP) pe éva xamaxt.

Ddakeriokog: morvatBvrévio (PET)/@0Alo aAovpviov/vathov/ToAvatfuAEVIO YOUNANG TUKVOTNTOG
(LDPE)

Meyébn cvokevaoiog

Imoxat y1o pkpoécopovg okvrovs: 0,4 ml ava mmétta

Imoxat yio. pecaiov peyébovg oviovg: 1,0 ml avd mimétta

Imoxat yio peyaddsmpovg okvAovg: 2,5 ml avd mumétta

Imoxat yia veppeyéfelg oxdiovg: 4,0 ml ava mmétTa

Ka0e kovti and yaptovi tepiéyet 1 1| 3 muméteg o PEPOVOUEVE PAKEAGKLO 0O PVAAO oAoLUVIOV.

Mmopei va, unv KokAo@opoOV OAEC 01 GLCKEVUGIEG.

6.6 E101kég Tpo@uAAGEELS amOpPLYNS EVOS YPNOLUOTOLNOEVTOS KTNVIATPLKOD (PUPUUKEVTIKOD
TPOIOVTOG 1] GALOV VAKAV TOV TPOEPYOVTUL O.TO T1) Y PG TOL TPOIOVTOGS, UV VITAPYOVY

Kda0e pun ypnoyomon8év krnviatpikd @oprokeLTIKO TPOIOV 1 Un XPNOUoTom0EvTe VTOAEIPUATA TOV
TPETEL VO, ATOPPITTOVTIOL COUPDVOL UE TIG 1GYXVOVCESG EOVIKEG QALTNOELS.

To Imoxat dev mpEmeL VoL EIGEPYETOL GTOV VOPOPOPO opilovta Kabdg avTd EvOE TN VOl givart
EMKIVOLVO Y1 TOVG 1y Ogic Kot GAAOVG VOPOPLOVE OpYaVIGHODC.
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7. KATOXOZX AAEIAY KYKAO®OPIAX

Chanelle Pharmaceuticals Manufacturing Ltd.,
Loughrea, Co. Galway,
Iphovdio

8. APIOMOZXZ(OI) AAEIAY KYKAO®POPIAX

Imoxat yio (uKpOdGmpoVE GKOAOLG:
EU/2/21/280/003 (3 TTuwétreg)
EU/2/21/280/009 (1 ITwéta)

Imoxat yio pecaiov peyédovg orvAOVG:
EU/2/21/280/004 (3 TTuwétteg)
EU/2/21/280/010 (1 Iwétor)

Imoxat y1o peyaAOG®UOVG GKOAOVC:
EU/2/21/280/005 (3 Thméttec)
EU/2/21/280/011 (1 ITmétar)

Imoxat yio veppeyéfelg ordOAOVG:
EU/2/21/280/006 (3 TTiméttec)
EU/2/21/280/012 (1 TIiméta)

9. HMEPOMHNIA ITPQTHXY EI'KPIXHYX/ANANEQYHYX THX AAEIAX

Huepounvia 1" éykprong: 07/12/2021

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Aentopepeic TANPOQOPIES Y10 TO €V AOY® KTNVIATPIKO QOPLOKEVTIKO TPoidv dlatibevTol otov
dktvakd tono Tov Evponaikod Opyavicpod @appdakmv http://www.ema.europa.eu/.

AIIATOPEYXH INIQAHXHX, AIAGEXHX KAI/H XPHXHX

Agv 1oy0eL
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ITAPAPTHMA II
IMAPAXKEYAXTHX(EY) THX(TQN) BIOAOTI'IKQXE APAXTIKHE(QN)
OYXIAX(Q2N) KAI KATOXOX(OI) THX AAEIAX ITAPAXKEYHY,
YIHEY®OYNOZX(OI) I'TA THN AIIOAEXMEYZXZH TQN ITAPTIAQN
OPOI'H IIEPIOPIXMOI IIOY A®OPOYN TH AIAGEXH KAI TH XPHXH

ENAEIZH TQN ANQTATQN OPIQN KATAAOIIIQN (AOK)
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A. HAPAXKEYAXTHX(EX) THX(TQN) BIOAOTI'IKQXE APAXTIKHE(QN) OYXIAX(QN)
KAI KATOXOZX(0OI) THX AAEIAX ITAPAXKEYHY, YIIEYOYNOX(OI) I'TA THN
AIIOAEXMEYZXH TQN ITAPTIAQN

‘Ovopa kot 01evfuveon 1oL TOPACKELAOTH OV Eival VTEVOLVVOC YL TNV OTTOOECUEVCT] TV TOPTIOWV

Chanelle Pharmaceuticals Manufacturing Ltd.,
Loughrea, Co. Galway,
Iphovdio

B. OPOI'H IIEPIOPIXMOI THX AAEIAY KYKAO®OPIAX, IIOY A®OPOYN TH
ATAGEXH KAI TH XPHXH

Noa yopryeitar LOVoV e KTNVIOTPIKE GLVTAYT).

I ENAEIZH TQN ANQTATQN OPIQN KATAAOIIIQN (AOK)

Agv amattovvTot.
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ITAPAPTHMA III

EINIXHMANXH KAI ®YAAO OAHI'TQN XPHXEQX
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A. EINIIXHMANXH
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INAHPO®OPIEX THX EEQTEPIKHY XYXKEYAXIAX

Kovti and yaptévi

1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Imoxat 40 mg + 4 mg didAv o ETLYVLONG Y10 MKPOCMLES YOTES Kot Kouvafio
[dakiompidn, po&idextivn

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

Avad 0,4 ml mméttag nepieyovion 40 mg [pudaxionpion kot 4 mg Mo&idektivn

3. DOAPMAKOTEXNIKH MOP®H

AdAvpa eTiypong yio Tomiky e£@TEPIKT ¥pnon (spot-on)

4. YXYXKEYAXIA

1 [Iiméta
3 [étreg

| 5.  EIAOX(H) ZQOY(QN)

I'arteg Bapovg émg kot 4 kg kot kovvaPia

| 6. ENAEIZH(EIX)

‘ 7. TPOITIOX KAI OAOX(OI) XOPHT'HXHX

Eniyvon oe onpueio
Movov yia eEmTtepikn xpnon.
AwBdote 10 POALO 0INYIDV YPAONG, TPV ATd TN YPNON.

| 8.  XPONOX ANAMONHX

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

AwofacTe T0 QUALO 0ONYIOV XPNCEMG, TPV OO TN XPNON.

‘ 10. HMEPOMHNIA AHEHX

AHEH {pnvag/étog}
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11. EIAIKEX XYNOHKEX ATATHPHXHX

Dduldcoete 6NV APYIKN] GLOKEVAGIN Y10, VO TPOGTATEVETOL OO TO MG KOL TNV VYPOGia.
Mn gpuAdooete og Beppokpacio peyarvtepn tov 25°C.

12. EIAIKEX ITIPO®YAAEEIX AITOPPIYHX ENOX XPHEIMOIIOIHOENTOX
KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX 'H AAAQN YAIKQN IIOY
ITPOEPXONTAI AITO TO ITPOION,AN YITAPXOYN

AwofaoTe T0 QUALO 0INYIOV YPNCEMG, TPV OO TN XPNON.

13.  OI AEEEIX «<AITIOKAEIXTIKA I'TA KTHNIATPIKH XPHXH» KAI OI OPOI'H OI
HEPIOPIXMOI ITOY IXXYOYN XIXETIKA ME TH AIAGEXH KAI TH XPHXH, av
VITAPYOVY

AmorkAeloTIKd Yo KTViaTpikn xpnon -Na dtatibeton Hovov [e KTNVIOTPIKT GUVTAYT.

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

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

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

Chanelle Pharmaceuticals Manufacturing Ltd.,
Loughrea, Co. Galway,
Iphovdia

16. APIOMOZXZ(OI) AAEIAYX KYKAO®OPIAX

EU/2/21/280/001 (3 Thméttec)
EU/2/21/280/007 (1 ITwwéta)

17. APIOMOX ITAPTIAAYX ITAPAT'QI'HX

TToaptida {apOuoc}
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INAHPO®OPIEX THX EEQTEPIKHY XYXKEYAXIAX

Kovti and yaptévi

1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Imoxat 80 mg + 8 mg didAv e ETLYLONG Y10 LEYUAOCMUES YUTEG
[dakiompidn, po&idextivn

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

Avad 0,8 ml mméttag nepiéyovron 80 mg [pudaxionpion kot 8 mg Mo&idektivn

3. DOAPMAKOTEXNIKH MOP®H

AdAvpa ETiypong yio Tomiky e£@TEPIKT ¥pnon (spot-on)

4. YXYXKEYAXIA

1 [Iiméta
3 [étreg

5. EIAOX(H) ZQOY(QN)

INo peyordompeg yateg Papovg amd 4 kg £mc ko 8 kg.

| 6. ENAEIZH(EIX)

‘ 7. TPOITIOX KAI OAOX(OI) XOPHT'HXHX

Eniyvon oe onpueio
Movov yia eEmTtepikn xpnon.
AwBdote 10 POALO 0NV YPAONG, TPV ATd TN YPNON.

| 8.  XPONOX ANAMONHX

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

AwofaoTe T0 QUALO 0INYIOV XPNCEMG, TPV OO TN XPNON.

‘ 10. HMEPOMHNIA AHEHX

AHEH {pnvag/étog}
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11. EIAIKEX XYNOHKEX ATATHPHXHX

Dduldcoete 6NV APYIKN] GLOKEVAGIN Y10, VO TPOGTATEVETOL OO TO MG KOL TNV VYPOGia.
Mn gpuAdooete og Beppokpacio peyarvtepn tov 25°C.

12. EIAIKEX ITIPO®YAAEEIX AITOPPIYHX ENOX XPHEIMOIIOIHOENTOX
KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX 'H AAAQN YAIKQN IIOY
ITPOEPXONTAI AITO TO ITPOION,AN YITAPXOYN

AwofaoTe T0 QUALO 0INYIOV YPNCEMG, TPV OO TN XPNON.

13. OI AEEEIX «AITIOKAEIXTIKA I'TA KTHNIATPIKH XPHXZH» KAI OI OPOI'H OI
HEPIOPIXMOI ITOY IXXYOYN XIXETIKA ME TH AIAGEXH KAI TH XPHXH, av
VITAPYOVY

AmorkAeloTIKd Yo KTViaTpikn xpnon -Na dtatibeton Hovov [e KTNVIOTPIKT GUVTAYT.

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

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

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

Chanelle Pharmaceuticals Manufacturing Ltd.,
Loughrea, Co. Galway,
Iphovdia

16. APIOMOZXZ(OI) AAEIAYX KYKAO®OPIAX

EU/2/21/280/002 (3 Thméttec)
EU/2/21/280/008 (1 [Twwétar)

17. APIOMOZX ITAPTIAAX ITAPATI'QI'HX

Hoptida{opBpoc}
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INAHPO®OPIEX THX EEQTEPIKHY XYXKEYAXIAX

Kovti and yaptévi

1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Imoxat 40 mg + 10 mg diddvpa eniyvong yio LIKPOGOUOVS GKOAOLG
[dakiompidn, po&idextivn

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

Avd 0.4 ml mmértag nepieyovron 40 mg [udaxhompion kot 10 mg Mo&idektivn

3. DOAPMAKOTEXNIKH MOP®H

AdAvpa ETiypong yio Tomiky e£@TEPIKT ¥pnon (spot-on)

4. YXYXKEYAXIA

1 [Iiméta
3 [étreg

| 5.  EIAOX(H) ZQOY(QN)

koot Bépovg o kat 4 kg.

| 6. ENAEIZH(EIX)

‘ 7. TPOITIOX KAI OAOX(OI) XOPHT'HXHX

Eniyvon oe onpueio
Movov yia eEmTtepikn xpnon.
AwBdote 10 POALO 0NV YPAONG, TPV ATd TN YPNON.

| 8.  XPONOX ANAMONHX

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

AwofaoTe T0 QUALO 0INYIOV XPNCEMG, TPV OO TN XPNON.

‘ 10. HMEPOMHNIA AHEHX

AHEH {pnvag/étog}
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11. EIAIKEX XYNOHKEX ATATHPHXHX

Dduldcoete 6NV APYIKN] GLOKEVAGIN Y10, VO TPOGTATEVETOL OO TO MG KOL TNV VYPOGia.
Mn gpuAdooete og Beppokpacio peyarvtepn tov 25°C.

12. EIAIKEX ITIPO®YAAEEIX AITOPPIYHX ENOX XPHEIMOIIOIHOENTOX
KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX 'H AAAQN YAIKQN IIOY
ITPOEPXONTAI AITO TO ITPOION,AN YITAPXOYN

AwofaoTe T0 QUALO 0INYIOV YPNCEMG, TPV OO TN XPNON.

13. OI AEEEIX «AITIOKAEIXTIKA I'TA KTHNIATPIKH XPHXZH» KAI OI OPOI'H OI
HEPIOPIXMOI ITOY IXXYOYN XIXETIKA ME TH AIAGEXH KAI TH XPHXH, av
VITAPYOVY

AmorkAeloTIKd Yo KTViaTpikn xpnon -Na dtatibeton Hovov [e KTNVIOTPIKT GUVTAYT.

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

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

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

Chanelle Pharmaceuticals Manufacturing Ltd.,
Loughrea, Co. Galway,
Iphovdia

16. APIOMOZXZ(OI) AAEIAYX KYKAO®OPIAX

EU/2/21/280/003 (3 TTméttec)
EU/2/21/280/009 (1 ITwwéta)

17. APIOMOZX ITAPTIAAX ITAPATI'QI'HX

Hoptida{opBpoc}
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INAHPO®OPIEX THX EEQTEPIKHY XYXKEYAXIAX

Kovti and yaptévi

1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Imoxat 100 mg + 25 mg d1dAvpa exiyvong yio pecaiov peyEBovg oAV
[dakiompidn, po&idextivn

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

Avad 1,0 ml mmértag nepigyovron 100 mg [pudoxAiompion kon 25 mg Mo&dektivn

3. DOAPMAKOTEXNIKH MOP®H

AdAvpa ETiypong yio Tomiky e£@TEPIKT ¥pnon (spot-on)

4. YXYXKEYAXIA

1 [Iiméta
3 [étreg

5. EIAOX(H) ZQOY(QN)

I"oa pecaiov peyébovg oxviovg Bapovg amd 4 kg £wg kot 10 kg.

| 6. ENAEIZH(EIX)

‘ 7. TPOITIOX KAI OAOX(OI) XOPHT'HXHX

Eniyvon oe onpueio
Movov yia eEmTtepikn xpnon.
AwBdote 10 POALO 0NV YPAONG, TPV ATd TN YPNON.

| 8.  XPONOX ANAMONHX

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

AwofaoTe T0 QUALO 0INYIOV XPNCEMG, TPV OO TN XPNON.

‘ 10. HMEPOMHNIA AHEHX

AHEH {pnvag/étog}
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11. EIAIKEX XYNOHKEX ATATHPHXHX

Dduldcoete 6NV APYIKN] GLOKEVAGIN Y10, VO TPOGTATEVETOL OO TO MG KOL TNV VYPOGia.
Mn gpuAdooete og Beppokpacio peyarvtepn tov 25°C.

12. EIAIKEX ITIPO®YAAEEIX AITOPPIYHX ENOX XPHEIMOIIOIHOENTOX
KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX 'H AAAQN YAIKQN IIOY
ITPOEPXONTAI AITO TO ITPOION,AN YITAPXOYN

AwofaoTe T0 QUALO 0INYIOV YPNCEMG, TPV OO TN XPNON.

13.  OI AEEEIX «<AITIOKAEIXTIKA I'TA KTHNIATPIKH XPHXH» KAI OI OPOI'H OI
HEPIOPIXMOI ITOY IXXYOYN XIXETIKA ME TH AIAGEXH KAI TH XPHXH, av
VITAPYOVY

AmorkAeloTIKd Yo KTViaTpikn xpnon -Na dtatibeton Hovov [e KTNVIOTPIKT GUVTAYT.

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

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

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

Chanelle Pharmaceuticals Manufacturing Ltd.,
Loughrea, Co. Galway,
Iphovdia

16. APIOMOZXZ(OI) AAEIAYX KYKAO®OPIAX

EU/2/21/280/004 (3 TTméttec)
EU/2/21/280/010 (1 ITwwétar)

17. APIOMOZX ITAPTIAAX ITAPATI'QI'HX

Hoptida{opBpoc}
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INAHPO®OPIEX THX EEQTEPIKHY XYXKEYAXIAX

Kovti and yaptévi

1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Imoxat 250 mg + 62,5 mg dtdAvpa eniypong yio. LEYUAOSMUOVG GKOAOVG
[dakiompidn, po&idextivn

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

Avad 2.5 ml mmértag mepieyovion 250 mg [pudoxAompion ko 62.5 mg Mo&idektivn

3. DOAPMAKOTEXNIKH MOP®H

AdAvpa ETiypong yio Tomiky e£@TEPIKT ¥pnon (spot-on)

4. YXYXKEYAXIA

1 [Iiméta
3 [étreg

5. EIAOX(H) ZQOY(QN)

IMa peyardompovg oxdrovg fapovg and 10 kg émg kot 25kg.

| 6. ENAEIZH(EIX)

‘ 7. TPOITIOX KAI OAOX(OI) XOPHT'HXHX

Eniyvon oe onpueio
Movov yia eEmTtepikn xpnon.
AwBdote 10 POALO 0NV YPAONG, TPV ATd TN YPNON.

| 8.  XPONOX ANAMONHX

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

AwofaoTe T0 QUALO 0INYIOV XPNCEMG, TPV OO TN XPNON.

‘ 10. HMEPOMHNIA AHEHX

AHEH {pnvag/étog}
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11. EIAIKEX XYNOHKEX ATATHPHXHX

Dduldcoete 6NV APYIKN] GLOKEVAGIO Y10, VO TPOGTATEVETOL OO TO MG KOL TNV VYPOGia.
Mn gpuAdooete og Beppokpacio peyarvtepn tov 25°C.

12. EIAIKEX ITIPO®YAAEEIX AITOPPIYHX ENOX XPHEIMOIIOIHOENTOX
KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX 'H AAAQN YAIKQN IIOY
ITPOEPXONTAI AITO TO ITPOION,AN YITAPXOYN

AwofaoTe T0 QUALO 0INYIOV YPNCEMG, TPV OO TN XPNON.

13.  OI AEEEIX «<AITIOKAEIXTIKA I'TA KTHNIATPIKH XPHXH» KAI OI OPOI'H OI
HEPIOPIXMOI ITOY IXXYOYN XIXETIKA ME TH AIAGEXH KAI TH XPHXH, av
VITAPYOVY

AmorAeloTIKd Yo KTViaTpikn xpnon -Na dwatibetot Hovov pe KTNVIOTPIKT GUVTAYT.

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

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

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

Chanelle Pharmaceuticals Manufacturing Ltd.,
Loughrea, Co. Galway,
Iphovdia

16. APIOMOZXZ(OI) AAEIAYX KYKAO®OPIAX

EU/2/21/280/005 (3 Thméttec)
EU/2/21/280/011 (1 ITwwétar)

17. APIOMOZX ITAPTIAAX ITAPAT'QI'HX

Hoptida{opBpoc}
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INAHPO®OPIEX THX EEQTEPIKHY XYXKEYAXIAX

Kovti and yaptévi

1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Imoxat 400 mg + 100 mg StdAvpa miyvong yio vaepueyEBelc okOAOLG.
[dakiompidn, po&idextivn

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

Avd 4 ml mméttoag nepiéyovor 400 mg [pudoakAionpion kou 100 mg Mo&idextivn

3. DOAPMAKOTEXNIKH MOP®H

AdAvpa ETiypong yio Tomiky e£@TEPIKT ¥pnon (spot-on)

4. YXYXKEYAXIA

1 [Iiméta
3 [étreg

5. EIAOX(H) ZQOY(QN)

IMoa vrepueyébeig oxdiovg Bapovg amd 25 kg émg ko 40 kg

| 6. ENAEIZH(EIX)

‘ 7. TPOITIOX KAI OAOX(OI) XOPHT'HXHX

Eniyvon oe onpueio
Movov yia eEmTtepikn xpnon.
AwBdote 10 POALO 0NV YPAONG, TPV ATd TN YPNON.

| 8.  XPONOX ANAMONHX

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

AwofaoTe T0 QUALO 0INYIOV XPNCEMG, TPV OO TN XPNON.

‘ 10. HMEPOMHNIA AHEHX

AHEH {pnvag/étog}
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11. EIAIKEX XYNOHKEX ATATHPHXHX

Dduldcoete 6NV APYIKN] GLOKEVAGIO Y10, VO TPOGTATEVETOL OO TO MG KOL TNV VYPOGia.
Mn gpuAdooete og Beppokpacio peyarvtepn tov 25°C.

12. EIAIKEX ITIPO®YAAEEIX AITOPPIYHX ENOX XPHEIMOIIOIHOENTOX
KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX 'H AAAQN YAIKQN IIOY
ITPOEPXONTAI AITO TO ITPOION,AN YITAPXOYN

AwofaoTe T0 QUALO 0INYIOV YPNCEMG, TPV OO TN XPNON.

13.  OI AEEEIX «<AITIOKAEIXTIKA I'TA KTHNIATPIKH XPHXH» KAI OI OPOI'H OI
HEPIOPIXMOI ITOY IXXYOYN XIXETIKA ME TH AIAGEXH KAI TH XPHXH, av
VITAPYOVY

AmorkAeloTIKd Yo KTViaTpikn xpnon -Na dtatibeton Hovov [e KTNVIOTPIKT GUVTAYT.

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

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

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

Chanelle Pharmaceuticals Manufacturing Ltd.,
Loughrea, Co. Galway,
Iphovdia

16. APIOMOZXZ(OI) AAEIAYX KYKAO®OPIAX

EU/2/21/280/006 (3 Thméttec)
EU/2/21/280/012 (1 ITwwéta)

17. APIOMOZX ITAPTIAAX ITAPATI'QI'HX

Hoptida{opBpoc}
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EAAXIXTEX TAHPO®OPIEX IIOY ITPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

OAKEAIZKOX (PET/Alu/NYLON/LDPE)
Imoxat yio pikpéompeg yateg ko kovvafia

‘ 1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Imoxat 40 mg /4 mg
(£4kg)
d wn

[daxiompion, po&idextivn

2. IHOXOTIKH XYNOEXH XE APAXTIKH(E) OYXIA(EX)

Ava 0,4 ml mméttog TepiEyovral
40 mg Tdaxiompidon kon 4 mg Mo&dektivn

3. HHEPIEXOMENO KATA BAPOX, KAT' OI'KO 'H KAT' APIOMO AOXEQN

0,4 ml

4. OAOXZ(OI) XOPHI'HXHX

Eniyvon og onueio

‘ 5. XPONOX ANAMONHX

‘ 6. APIOMOZX ITAPTIAOX

Lot{ap1Buoc}

‘ 7. HMEPOMHNIA AHZHX

EXP {uqvag/étog}

‘ 8. OI AEZEEIX «ATIOKAEIXTIKA I'TA KTHNIATPIKH XPHXH»

ATOKAEIOTIKA Y100 KTNVIOTPIKN (PNOM.
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EAAXIXTEX TAHPO®OPIEX IIOY ITPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

OAKEAIZKOX (PET/Alu/NYLON/LDPE)
Imoxat yio peyordocopeg yateg

‘ 1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Imoxat 80 mg /8 mg
(>4-8kg)

" |

[dakiompidn, po&idextivn

2. MNNOXOTIKH XYNOEXH XE APAXTIKH(E) OYXIA(EYX)

Ava 0,8 ml mméttag mepiEyovion
80 mg [daxAompion ko 8 mg Mo&idektivn

3. HEPIEXOMENO KATA BAPOX, KAT' OI'KO 'H KAT' APIOMO AOXEQN

0,8 ml

4. OAOX(OI) XOPHI'HXHX

Eniyvon oe onpueio

‘ 5. XPONOX ANAMONHX

‘ 6. APIOMOZX ITAPTIAOX

Lot{ap1Buoc}

‘ 7. HMEPOMHNIA AHZHX

EXP {uqvag/étog}

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

ATOKAEIOTIKA Y100 KTNVIOTPIKN (PNOM.

40



EAAXIXTEX TAHPO®OPIEX IIOY ITPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

OAKEAIZKOX (PET/Alu/NYLON/LDPE)
Imoxat yio pikpéocmpovg 6KOA0VS

‘ 1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Imoxat 40 mg/10 mg

(<4 kg)

77

[dakiompidn, po&idextivn

2. MNNOXOTIKH XYNOEXH XE APAXTIKH(E) OYXIA(EYX)

Avad 0,4 ml mméttag mepiEyovton
40 mg Ipndaxiompion kot 10 mg Mo&dektivn

3. HNEPIEXOMENO KATA BAPOX, KAT' OI'KO 'H KAT' APIOMO AOXEQN

0,4 ml

4. OAOX(OI) XOPHI'HXHX

Eriyvon o€ onpeio

| 5.  XPONOX ANAMONHX

‘ 6. APIOMOZX ITAPTIAOX

Lot{apBudc}

‘ 7. HMEPOMHNIA AHEZHX

EXP {unvag/étoc}

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

ATOKAEIOTIKA Y10 KTNVIOTPIKT XP1ON.
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EAAXIXTEX TAHPO®OPIEX IIOY ITPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

OAKEAIZKOX (PET/Alu/NYLON/LDPE)
Imoxat yio pecaiov pey£0ovg 6kvrovGg

‘ 1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Imoxat 100 mg/25 mg

(> 4-10 kg)
71

[dakiompidn, po&idextivn

2. IHOXOTIKH XYNOEXH XE APAXTIKH(E) OYXIA(EX)

Avad 1,0 ml mméttag mepiéyovion
100 mg Ipdaxhompion kou 25 mg Mo&idektivn

3. HNEPIEXOMENO KATA BAPOX, KAT' OI'KO 'H KAT' APIOMO AOXEQN

1 ml

4. OAOX(OI) XOPHI'HXHX

Eriyvon o€ onpeio

| 5.  XPONOX ANAMONHX

‘ 6. APIOMOZX ITAPTIAOX

Lot{ap1Buoc}

‘ 7. HMEPOMHNIA AHEZHX

EXP {uqvag/étog}

‘ 8. OI AEZEEIX «ATIOKAEIXTIKA I'TA KTHNIATPIKH XPHXH»

ATOKAEIOTIKA Y10, KTNVIOTPIKN YPNoM.
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EAAXIXTEX TAHPO®OPIEX ITIOY IIPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

DOAKEAIZKOX (PET/Alu/NYLON/LDPE)
Imoxat Y10 peyai66®pPovs 6KVAOVG

‘ 1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Imoxat 250 mg/62,5 mg

(> 10-25 kg)

7

[daxionpidn, po&dextivn

2. IHOXOTIKH XYNOEXH XE APAXTIKH(E) OYXIA(EX)

Avad 2,5 ml mméttag mepiéyovion
250 mg IwdakAiompion kot 62,5 mg Mo&idektivn

3. HNEPIEXOMENO KATA BAPOX, KAT' OI'KO 'H KAT' APIOMO AOXEQN

2,5ml

4. OAOX(OI) XOPHI'HXHX

Eriyvon o€ onpeio

| 5.  XPONOX ANAMONHX

‘ 6. APIOMOZX ITAPTIAOX

Lot{ap1Buoc}

‘ 7. HMEPOMHNIA AHEZHX

EXP {uqvag/étog}

‘ 8. OI AEZEEIX «ATIOKAEIXTIKA I'TA KTHNIATPIKH XPHXH»

ATOKAEIOTIKA Y10, KTNVIOTPIKN YPNoM.
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EAAXIXTEX ITAHPO®OPIEX ITOY IIPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

OAKEAIZKOX (PET/Alu/NYLON/LDPE)
Imoxat yio vepueyé0eig okdiovg

‘ 1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Imoxat 400 mg/100 mg
(>25-40 kg)

(2l

[daxdompion, po&idextivn

2. IHOXOTIKH XYNOEXH XE APAXTIKH(E) OYXIA(EX)

Avad 4 ml mméttag TepLEyovTal
400 mg [udaxrompion kot 100 mg Mo&idekrtivn

3. HEPIEXOMENO KATA BAPOX, KAT' OI'KO 'H KAT' APIOMO AOXEQN

4 ml

4. OAOX(OI) XOPHI'HXHX

Eriyvon o€ onpeio

‘ 5. XPONOX ANAMONHX

‘ 6. APIOMOZX ITAPTIAOX

Lot{apBudc}

‘ 7. HMEPOMHNIA AHEHX

EXP {unvag/étoc}

‘ 8. OI AEZEIX «<ATIOKAEIXTIKA I'TA KTHNIATPIKH XPHXH»

ATOKAEIOTIKA Y10 KTNVIOTPIKT XP1ON.
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EAAXIXTEX TAHPO®OPIEX ITOY IIPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
TYHOY BLISTER 'H XTIX TAINIEX

HOIMIETA (PP/COC/EVOH/PP)
Imoxat yio pikpéompeg yateg ko kovvafia

‘ 1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Imoxat
(<4 kg)

d w

‘ 2. ONOMA TOY KATOXOY THX AAETAY KYKAO®OPIAX

Chanelle

‘ 3. HMEPOMHNIA AHZHX

EXP {uqvag/étog}

‘ 4. APIOMOZX ITAPTIAAX

Lot{ap1Buoc}

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

ATOKAEIOTIKA Y10, KTNVIOTPIKN (PNOM.
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EAAXIXTEX TAHPO®OPIEX ITOY IIPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
TYHOY BLISTER 'H XTIX TAINIEX

HOIMIETA (PP/COC/EVOH/PP)
Imoxat yio peyordocopeg yateg

‘ 1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Imoxat
(<4 kg)

d w

‘ 2. ONOMA TOY KATOXOY THX AAETAY KYKAO®OPIAX

Chanelle

‘ 3. HMEPOMHNIA AHZHX

EXP {uqvag/étog}

‘ 4. APIOMOZX ITAPTIAAX

Lot{ap1Buoc}

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

ATOKAEIOTIKA Y10, KTNVIOTPIKN (PNOM.

46



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

HOIMIETA (PP/COC/EVOH/PP)
Imoxat yio pikpéocmpovg 6KOA0VS

‘ 1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Imoxat
(£4kg)

tal

‘ 2. ONOMA TOY KATOXOY THX AAETAY KYKAO®OPIAX

Chanelle

‘ 3. HMEPOMHNIA AHEZHX

EXP {unvag/étoc}

‘ 4. APIOMOX ITAPTIAAX

Lot{ap1Buoc}

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

ATOKAEIOTIKA Y10, KTNVIOTPIKN (PNOM.
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EAAXIXTEX TAHPO®OPIEX ITOY IIPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
TYHOY BLISTER 'H XTIX TAINIEX

HOIMIETA (PP/COC/EVOH/PP)
Imoxat yio pecaiov pey£0ovg 6kvrovGg

‘ 1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Imoxat
(>4-10 kg)

tal

‘ 2. ONOMA TOY KATOXOY THX AAETAY KYKAO®OPIAX

Chanelle

‘ 3. HMEPOMHNIA AHEZHX

EXP {unvag/étoc}

‘ 4. APIOMOX ITAPTIAAX

Lot{ap1Buoc}

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

ATOKAEIOTIKA Y10, KTNVIOTPIKN (PNOM.
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EAAXIXTEX TAHPO®OPIEX ITOY IIPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
TYHOY BLISTER 'H XTIX TAINIEX

HOIMIETA (PP/COC/EVOH/PP)
Imoxat yio peyordécmpovg ckdiovg

‘ 1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Imoxat
(> 10-25 kg)

tal

‘ 2. ONOMA TOY KATOXOY THX AAETAY KYKAO®OPIAX

Chanelle

‘ 3. HMEPOMHNIA AHEZHX

EXP {unvag/étoc}

‘ 4. APIOMOX ITAPTIAAX

Lot{ap1Buoc}

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

ATOKAEIOTIKA Y10, KTNVIOTPIKN (PNOM.
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EAAXIXTEX TAHPO®OPIEX ITOY IIPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
TYHOY BLISTER 'H XTIX TAINIEX

HOIMIETA (PP/COC/EVOH/PP)
Imoxat yio vepueyé0eig okdiovg

‘ 1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Imoxat
(> 2540 kg)

tal

‘ 2. ONOMA TOY KATOXOY THX AAETAY KYKAO®OPIAX

Chanelle

‘ 3. HMEPOMHNIA AHEZHX

EXP {unvag/étoc}

‘ 4. APIOMOX ITAPTIAAX

Lot{ap1Buoc}

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

ATOKAEIOTIKA Y10, KTNVIOTPIKN (PNOM.
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B. P’YAAO OAHI'TQN XPHXHX
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DOYAAO OAHT'TQN XPHXHX:
Imoxat 40 mg + 4 mg spot-on didAvpa €xiyvONG Y10 LIKPOGONES YATES KOl KOUVALa
Imoxat 80 mg + 8 mg spot-on d1dAvpo ETYVONG Y10 NEYUAOCMNES YATEG

1. ONOMA KAI AIEYOGYNXH TOY KATOXOY THX AAEIAY KYKAO®OPIAX KAI
TOY KATOXOY THX AAEIAX ITAPAXKEYHZX I10OY EINAI YIIEYOYNOX I'TA THN
AINOAEXMEYXH ITAPTIAQN, E©@OXON EINAI ATA®OPETIKOI

Kdtoyog tne ddstog KuKAOQOPIog Kot TopUCKELACTNS VTELOLVOC Y10 TNV OTTOOECUELCT] TOV TOPTIOMV:

Chanelle Pharmaceuticals Manufacturing Ltd.,

Loughrea, Co. Galway,

IpAavdia

2 ONOMAZIA TOY KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX
Imoxat 40 mg + 4 mg spot-on S1GAvA ETYLONG Y10 LKPOSMUES YOTES KOl KOUVAia
Imoxat 80 mg + 8 mg spot-on SidAvpa €niYVONG Yo LEYOAOCWOES YATES
[rdakiompidn, po&idextivn

3. YYNOEXH XE APAXTIKH(EX) OYXZIA(EX) KAI AAAA ZYXTATIKA

Ka0e povada 66omg (vrd ™ Hopen TRETTOC) TEPLEYEL:

Movada . .
déonc Imdaxionpion| Mo&rdektivy
Imoxat yio pukpocmpeg yares (< 4 kg) ko 0.4 ml 40 mg 4mg
KouvaBia ’
Imoxat yio peyodocmpueg yoreg (> 4-8 kg) 0,8 ml 80 mg 8 mg

"Exdoya: Benzyl alcohol, 1 mg/ml butylhydroxytoluene (E321)

Axpopo £o¢ Kitptvo didAvpa.

4. ENAEIEH(EIY)
I ydreg mov eivan ektebeipéveg ) vrdpyet vyYMASS Kivovvog vo ektefoV Og LUKTEC TOPAGITOGELS:

o TNV TPOANYN Kot TN Bepameio TOV TapASITOGEDV amd Yorlovg (Ctenocephalides felis),

* 1 Bepaneia g wTodNKTIKNG YoOpag (Otodectes cynotis),

* 1M Bepaneio TN votoedpumg yaopag (Notoedres cati),

* 1 Bepancio Tov Eucoleus aerophilus (ovv. Capillaria aerophila) (evilika,),

o NV TPOANYN TG AYYEIOGTPOYYOA®GNG (Tpoviuees Tov otadiov L3/L4 tov Aelurostrongylus
abstrusus),

* 1 Bepaneio ToL TVELHOVIKOD TTapdoitov Aelurostrongylus abstrusus (evilka),

* 1 Bepaneio Tov 0POUAUIKOV Tapacitov Thelazia callipaeda (evilika),

o NV TPOANYN TE Spopirapimong (mpoviuesg Tv otadiov L3 kor L4 g Dirofilaria immitis),

* 1 Oepameio TOV TOPACITOCEDY TOV YUGTPEVIEPIKMOV VILATOI®OV (TPovOUQEG ToV oTadiov L4,
Gpeg EVAMKEG Kot EVAAIKEG LopE TV Toxocara cati oy Ancylostoma tubaeforme).
To wpoidv umopei va ypnoyomombei wg puépog ¢ Bepameiog tng aArepYIKNG amd YOAAOLC
depuotitidog (AYA).

I'e kovvafua mov eivar extebepéva 1 vdpyel VYMASS Kivovvog vo ektefoldv og LUKTEG TOPACITOGELS:
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o TV TPOANYT Ko T Oepameio Tov mapacitdcemy and YOAovs (Ctenocephalides felis),
o TV TPOANYT TS dpoprhapimong (mpoviouess towv otadiov L3 ko L4 g Dirofilaria immitis).

5. ANTENAEIZEIX
Na un yopnyeitot o yareg nhikiog pikpotepng 1@v 9 efoopddmv.

Na pn ypnoiponoteital oe TepinTmon vrepeLUcONGiag 6To dPACTIKE GLGTATIKA 1| GE OTO00NTOTE
omo o EKS0Y.

Y10 kovvapia: No un ypnoponoteitor to Imoxat yio peyorodcmueg yotec (0,8 ml) 1§ to Imoxat yo
6KOAOVG (0TTO10VONTOTE HEYEDOVG).

210V¢ 6KOAOVG, TPETEL VO, YPNCILOTOLELTAL TO aVTIoTOYO TTPoidv “Imoxat yio 6KOAOLE”, TO 0TT0i0
nepiéyet 100 mg/ml yudaxrompion kat 25 mg/ml po&idextivn.

Noa pn yopnyeiton o Kovopivia.

6. ANEINNIOYMHTEX ENEPTEIEX

H ypfion tov mpoidvtog o yateg eivar Suvatdv va £xEL GOV ATOTEAEGLLOL TV EUPAVICT] TOPOITKOV
a1oONUATOG KVNOUOV. X€ OTAVIEG TEPUTTMGELS TAPATNPNONKAY MITOPOTNTA TPIYDOUATOS, EPVON U Kot
eUeToc. Ta cuunTORATO AVTE VTOY®POHV AVEL TEPULTEP® BEPATEVTIKNG OYWYNG. XE CTAVIEG
TEPUTTAOGCELS, TO TPOIOV UIOPEl VL TPOKAAEGEL TOTIKEG AVTIOPAGELS VTepevatcOnasiog. Otav o (Mo
Aei&er v meproyn 6mov epapudctnke 1 Bepameio, vevpucd cLUTTOUATO (TOAAY amd avTd givan
TOPOSTKOV YOPOUKTHPA), OTMG aTASia, YEVIKEVUEVOG LVTKOC TPOIOC, CUUTTMUOTO Otd TOVS 0POOA0DG
(SraoTodpuéveg KOPES, KPN UEIMON TOL AVTOVOKANGTIKOD TOL OMTOG, VOOTOYUOC), AVOUUALES GTNV
avamvon|, olEAOpPPOL Kol EUETOC UTOPEL VO ELPAVIGOOVV GE TOAD CTAVIEG TEPUTTMCELS.

To mpoidv £xel TKPN YEVOT|. L& GMAVIEG TEPMTMOGELS Eivarn duvatdv va mapatnpndel cleldppota, £4v to
(o Aei&el to onueio mov epapudcinke to TPoidv. Avtd dev amoTeELEl GOUTTOUN SNANTNPIICEDS KOl
VIOY®PEL o€ Alya AemTd Avev Tepartépm BepamenTikng aywyns. O cmoTdg TPOTOC EPUPLOYTG TOV
TPOoioVTOg eEAyloToTOolEl TNV ThavoTTa va Aei&el To (®o, To onueio epaproyng.

To mpoidv nmopel o€ TOAD OTAVIEG TEPITTMCELS VO TPOKAAEGEL GTO OTUELD TTOV EQPAPLOGOHNKE TO
poidv po aicbnon mov odnyel g TaPodkég aAAAYES TG GUUTEPLPOPAS OTwS ANBapyo, avnovyia,
Kot avopeia.

H ocvyvémta tov avemBountev evepysidv kabopiletor og akolobbmg:

- oA cuyvn (TeptocoTepo omd 1 ota 10 vd Bepancio (ma Tapovctdlovy avemBOUNTEC EVEPYELEC)
- ovyvn (teplocdtepo amd 1 aAld Aydtepo amd 10 {da ota 100 vrd Bepaneia {da)

- un ovvnOepévn ((teprocdtepo amd 1 oAl Ayotepo and 10 {ma ota 1000 vrd Oepancio {ma)

- omavia (mep1ocotepo amd 1 aAld Arydtepo amd 10 {da ota 10.000 vd Oepomeio (Ha)

- moAb omdvia (Atydtepo amd 1 ota 10.000 vid Bepaneio {da, cCLUTEPIAAUPOVOUEVOV HEULOVOUEVOV
avaQOP®V)

Edv mapotnpricete omolodnmote avemBOpnTn evEpyeLa, aKOLO KoL OV OEV OVAPEPETOL GTO

eodKAeleTo DOALO Odnyrdv Xpnong 1 apEPAAETE Y10 TNV ATOTEAEGLATIKOTITO TOV (POPLAKOL,
TopoKoAEIGOE Vo EVIUEPDOETE GYETIKAOC TOV KTNVINTPO GOC.

7. EIAH ZQQN

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

MéBodog yopriynong
Eniyvon oe onpeio
Moévov Yo eEmTepikn ypnon.

Me oxomd va gumodicovv 1o {mo va Aei&el To onueio epapproyng Tov eopurakov, Bo Tpémel TovTo Vo
epupuoctel oe TEPLOPIGUEVT] TTEPLOYN TOV TPAYAOL TOL (MOL Kot ot Bdor Tov Kpaviov.

Aocoroyikd oynua yio YOTeG:

H eldyiot ovvictopevn 66om givar ywudakionpion 10 mg/kg copatikov Bapovg kot po&dextivn 1,0
mg/kg copaticon Bapovg, avtiotoryei og 0,1 ml / kg copaticod Bapovg Tov KTNVINTptkoy
POPUOKEVTIKOD TTPOTOVTOC.

To Bepamevticd oynua Ba wpénetl va Paciletar 6TNV ATOUIKN KINVINTPIKY O1dyVOGCT Kol GTNV TOTIKT
EMONUOAOYIKT] KATAGTOOT).

[ateg (kg 6.p.) Epmopiki Ovopacio Oykog  [Imdaxiompion Mo&dektivy
(ml) (mg/kg c.p.) (mg/kg o.p.)
<4kg Imoxat yio, JUKpOGMUEG 0,4 eloy. 10 eloy. 1
yéTeg Ko kovvapio
>4 8 kg Igloxat Y10l LEYOAOCMUES 0.8 10-20 12
YOTEg
> 8 kg 0o TpEmeL va YPNCIUOTOLEITAL O KATUAANAOC GUVOVAGUOC TTETTOV

Ocporeio kot mpoinyn koo twv worlwv (Ctenocephalides felis)

Me pia Bepomeio tpoiappdvetor n mopacitoon ard yorlovg yio 4 efdouddes. [Tpoimapyovoeg
VOLQES TV YOM®V 6T0 TEPPAAiov glvarl duvatov va cuveyicovy va, epeaviCovtat yio ot 6
ePOouddmV 1 Kol TEPIOTOTEPO PETA TNV Bepameia, Yeyovog mov e£opTaTol amd TIg KAMUOTOAOYIKEG
ovvinkeg. H Bepaneio pe Imoxat 6 GuvOLAGHO [LE ATOAVIAVOELS TOV TEPPAALOVTOG GKOTEVEL GTV
dtakomn Tov KOKAOL LoNG TV YOAL®Y 610 TepIailov. TovTto £xel Gov amOTELECA TNV TAYVTEPT
peiwon Tov TANBLGHOD TV YOAL®Y GTO YD PO Tov omitioV. To Tpoidv pmopel va ypnoporomBel wg
HEPOG TNG OTPATIYIKNG TNG Bepameiag Tng allepyikng omd yOAAovg deppotitidong (AWA) xopnyoduevo
o€ unvioia S10GTHLOTA.

Ocporeio e wrodnkurng wawpac (Otodectes cynotis)

Xopnyeital pio 366N TOL TPOIOGVTOC. ZVVIGTATHL VO Tparypatoroteitol KAvikn e&étaom tov (dov 30
nuépeg petd t Bepamneia, kaBOTL Kdmola (oo pmopel va ypilovv dedtepo KOKAO Bepameioc. Mnv
eQupuoleTe 10 TPOTOV amevbeiog 6TOV AKOVGTIKO TOPO.

Ocpormeio tnc vorTocopixnc wapog (Notoedres cati)
Xopnyeital pio 666m TOL TPOIOVTOC.

Ospancia tov Eucoleus aerophilus (ovv. Capillaria aerophila) (eviliko)
Xopnyeital pio 666m TOL TPOIOVTOC.

Hpoinyn tnc Aelurostrongylus abstrusus
To mpoidv Ba Tpémet va yopnyeitor unviaiomg.

Ocporeio e Aelurostrongylus abstrusus
To Imoxat 6o mpémetl va yopnyeitan unviaing yio Tpelg d1adoykohs LVEC.

Osparcio Tov 0ploluikod ropacitov Thelazia callipaeda (evihiko)
Xopnyetton pio epdmoé 660m.
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Lpoinwn e Aipogilapiwonc (Dirofilaria immitis)

["dtec mov Ppickovtorl oe mePLOYEG TOV EVONLOVY TO TOPACITA 1] TOEWOEVOVY GE TETOLEG TEPLOYEC ElvOL
duvatov va TpocsPANBoDV amd Tig EVIMKEG LOPPEG TOV TOPAGIT@V. £2¢ €K TOVTOV, TPV ATO TNV £vapén
g Oepameiog pe Imoxat Bo Tpémel va AneOHOVY VTOYIV 01 GULGTAGELG TTOL TEPLYPAPOVTOL GTO KEPAALO
“EIAIKEZ TTPOEIAOIIOIHXEIZ”

IMa v TpoAnyn g dipoprapimong, To Imoxat Ba mpénet va epapudletar oe unviaio SootiroTa
KaTd TNV O1EPKELD TOV £TOVG OTAV VTTAPYOVLY KOVVOLTLE. (TO 07010 OTOTEAODV TOLG EVOLAUEGOVG
EEVIOTEG IOV UETAPEPOVY KO LETAOIO0VV TIG TTPOVOUPES TNG SpoPiddplag). To Imoxat pumopei va
yopnynOel kaO’ 6An ™ didpkeia Tov £tovg. H mpmtn 660m pmopet va xopnynOei petd v npd
mBovn €kBeon og KovvouTL, OAAL OYL TEPIOTOTEPO OO EVa UVaL LETE amd avTh TNV €kbeon. Oa
npénel eniong va cuveyteOel 1 yopNyNon Tov unviaimg Kot yio Eva upva LETA TV Tedevtaio ékbeom
tov {®ov ota kovvoumia. ['a va kabiepmBel Evag Tpakticdg TpOTOG YopyNoNs, CLVICTATAL M
yopnynon tov Imoxat va yiveton v id1a nuepopnvia kdbe pmva. Otav to Imoxat avtikabiotd tpoidv
IOV YPNCLUOTOIEITOL YO TNV &V AOY® TTopacitwon, Tote 1 Tpmtn Oepameio mpémel va 600el evidg evog
Vo oo TV TEAELTAiO 0OGT TOV AVTIKATASTAOEVTOG PUPUAKELTIKOD TPOIOVTOC.

Y& mePLoY£EG TOL gV EVONUOVY TO €V AOY® TTopdctta, dev Oa TpEmel va vdpyEL Kivouvog ot YaTteg va
&yovv poivvlel. Tty mepintwon avty, 1 epapuoyn g Oepanciog pmopel va yivel ympic Wdloitepeg
TPOPLAAEELS.

Ocpameio e aokopidioonc kot aykvloarouiaonc (Toxocara cati kon Ancylostoma tubaeforme)

Y& TEPLOYEG TTOL EVONUOVY SPOPIAGPIEG, 1] pnviaia Bepameio eivar Suvatdv Vo, LEMGEL GNUOVTIKE TO
KivOUVO ETAVOLOADVONG TOV TPOEPYETOL OO OTKAPIOES KAl YKDAOGTOUATO. XE TEPLOYEG TTOV OEV
gvONUoHV 01 SIPOPILAPLES, TO TPOIOV UTOpEl va ¥p1oionombel ®g HEPOG TOL TPOYPAUUATOC TNG
EMOYLOKNG TPOANYNC EVAVTIN TOV YOALDVY KOl TOV YUGTPEVIEPIKDOV VILOTOIDV.

AocoloyiKd oynua yio Kouva o

[péner va epapudleton pio mwétto Imoxat spot-on didAvpa yio Mikpoéowpec IN'ateg (0,4 ml) avd {mo.
Na un vrepPaivete Ty cuvietdpevT d00T).

To Bepanevticd oynua O tpénel va Paciletor 6TV TOMKY ETIONUOAOYIKT KOTAGTAON.

Ocpameio kot mpolnyn kard twv wollwv (Ctenocephalides felis)

Mia Oepameio mpolapfavel LEAAOVTIKY TOPUGITOOT 0md WYOAAOVG Yia 3 efdopddes. Edv vmdpyet
VYMAGS Kivouvog Yo EvTovn Tapacitwon amd WYOALOLGS, eivat TOOVO va ypEaGTEL EmOVAAYN TG
yopyNong netd amod 2 efoopddec.

Hpolnyn e Aipopilapiwans (Dirofilaria immitis)

Kouvvéfia mov Bpickovtal o meployég mov evonovy ta, Topdoita 1 TOEWOEVOVY GE TETOLEG TEPLOYEC
glvar dSuvatov vo TpocsPAnBoV amod Tig EVIAMKEG LOPPEG TV TTaPAciT@V. QG €k TOVTOL, TPV OO TNV
évapén tng Bepomeiog pe Imoxat Ba Tpémetl va AneOHOLV VTOYIV 01 GLGTAGELG TTOL TEPLYPAPOVTOL GTO
kepdroto “EIAIKEZ TTPOEIAOITOIHZEIX”

Mo v TpoAnyn g dipoprapimong, To Imoxat o mpénet va epapuoletol o unviaio Sl0GTLAT
KT TV S1APKELR TOV £TOVG ATV VIAPYOVY KOLVOVTLA (TO 0010 ATOTEAOVY TOVE EVOIAUEGTOVG
EEVIGTEG TTOL UETOPEPOLY KOl LETASIO0VV TIG TPOVOUPES TNG dpoPiddprac). To Imoxat pumopel va
yopnynOel xkad’ 6An ™ didpkeio Tov £tovg. H mpmtn 660m pmopet va xopnynOel petd v npd
mBovn €kBeomn og KovvouTa, ALY OYL TEPIOTOTEPO OO Eval UVAL LETE amd vt TNV ékbeon. Oa
npénel eniong va cuveyteOel 1 yopNynom Tov unvieiog Kot Yo £vo, uiva LETa TV teevtain Exbeom
TV {®OV 6TO KOLVOVTLA.

e TEPLOYEC TTOL OEV EVONUOVV TA €V AOY® TTapdotta, Ogv o Tpémel vo vITdpyel Kivouvog To Kouvapio

va £xouv LoAvvOel. Xty mepintoon avtn, 1 epapuroyn g epameiog umopet va yivel yopic diaitepeg
TPOPLAAEELS.
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9. OAHI'IEX I'TA TH XQXTH XOPHI'HXH

Apapéote pio mméta omd T cvokevacio. Ayyi&te T0 6TEVO HEPOG TOV GOANVA Yo Vo PefarmBbeite 6T
TO TTEPIEYOUEVO BpiokeTal LECH GTO KOPLo GOua TOV coAnva. Tpafnéte miom tnv dKpn g TméTag yio
Vo EMTPEYETE TNV ATOPOAY| TOV TEPLEXOUEVOV..

Awywpiote To TpiYOUA TOV TPOYRAOL TOL {M®OV 6TO VYOG NG PAong Tov Kpaviov Emg 6Tov
amokalvedel 1o dépua. Tomobethote TO GKPO TNE TMETTAG GTO SEPUA KOt TEGATE GTUDEPH OPKETEC
QOPEC MOTE OAO TO TTEPLEYOLEVO TG TIILETTOG VO, LeTopephel amevbeiog oto dépua. H epapuoyn tov
eapudxov otn Pdor tov kpaviov Ba ehayiotonomostl v mBavoTnTa To {da va AeiEovv To TPoidv.
Epopuocate to pappaxo povo oe dbikto déppua.

10. XPONOX ANAMONHZX

Agv amorteitot.

11. EIAIKEX XYNOHKEX AIATHPHXHX

Na pvrdooetal o€ BEom, TV onoia dev PAETOLY Kot dev Tpooeyyilovv Ta Tad1d

Ddvidcoete GTNV APYIKN GLOKEVAGIN Y10, VO TPOGTATEVETOL OO TO MG KOL TNV VYPOGia.

Mn gpuAdooete og Beppokpacio peyarvtepn tov 25°C.

No unv xpnooToteital ovTd To KTNVINTPIKO POPUOKEVTIKO TPOIOV UETE omd TNV nuepounvia ANENG
OV OVOLYPAPETOL GTNV ETIKETA Kot TO Kouti. H nuepounvia AMqéemc copmintet pe v tedevtoio nuépa
TOL GUYKEKPIHEVOL UV
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12. EIAIKH(EX) IIPOEIAOIIOIHXH(EIX)

Ewdwkn mpogidomoinon(eig) yia kdOe gidog Ldov:
H amoteleopatikdTnta T0L TPOidVTOC dEV £XEl amodelyBel og Kovvapia Bapovg Tavm amd 2 kg Kot g
€K TOVTOV 1] OpACT TOL PUPUAKOL popel vo etvar pukpdtepng didpketag e ovtd To {dal.

XHvtoun emaen Tov (dov Ue To vepo, pia 1 dV0 Popég LeTAED TV PNVIci®V S106TNHATOVY TG
Oepameiog Oev givor SuVATO VO LEWMGEL TV OTOTEAECUATIKOTNTO TOV TPOidVTOG. 20TAG0, GUYVO
TAVOG1IHO pe camobvi | N epPdrmtion tov {dov og vePo givar SuvaTodV Vo UELDGEL THV
OTOTEAEGLALTIKOTITA TOV TTPOTOVTOC.

Eivar dvvatov vo avartoydel ovOEKTIKOTNTO TOV TOPUGITOV G KATO10 GLYKEKPLUEVT] KaTNyopia
OVTUTOPUCITIKAOV UETE TV LYV KOl ETAVIALUBOVOUEVT] YpTON EVOC avOEAUIVOTKOD QTG TNG
katnyopiag. Enopévmg, n xprion avtod tov tpoidviog Ba mpénel va Pacileton oty extipnon g kade
UELOVOUEVTC TTEPITTMONG KO TIG TOTIKEG EMLONOAOYIKEG TANPOPOPIES GYETIKG, LUE TNV 1GYXVOVCA
gvototnoia tov 0@V Tov (OOV, TPOKEWEVOL Vo TEPLOPIGEL TNV TOOVOTNTO Hog LEAAOVTIKNAG
EUPAVIONG EMAEKTIKNG AVOEKTIKOTNTOG.

H ypnion tov mpoidvrog Oa mpénet vo, facileton oty enifePformpévn ddyvmon pikthg porvveong (M
oToVv kivduvo poAvveng, omov epappoletor n TpdAnyn) v idwa oty (PAéne emiong mapaypdpovs 4
Kot 8).

Ewdn mpouAaén yio tn yoprynon ota {da:
H Oepaneio yatdv Papovg pukpdtepov tov 1 kg kot kovvaPuov fdpovg pikpotepov tov 0,8 kg mpémnet
va Baciletal oty extipnorn Kivoivou-oeEAELG.

Mnv gpapuolete 610 6TOUA, GTO LATLN T} GTO AVTLA TOV (MOV.

B0 mpémel vo, Aaufavetal @poviida dGTE TO TPOIOV Vo, UV Katamivetot amd ta (oo Kot vo
OTOQEVYETOL 1] ETOPT| UE T PATLOL 1] TO GTOUA TOGO TOV {DOL ToL AapPAveEL TO PAPUAKO OGO Kl AVTOD
mov Ppiokeror minciov tov. E&etdote mpooektikd T oot HéB0d0 EQUPOYNG OV TEPLYPAPETAL
oV Tapdypaeo 9, Wiaitepa OTL T0 TPOIOV TPEMEL va. paproleTatl oto onueio mov kabopileTon pe
okomd va, ehaytotomoin el o kivduvog yia to (Do va Agi&el To mpoidv. Aev emtpénetan oo (M 6T
omoia £xetl yopnynbei To PapaKo va Epyovtal LETAED TOVG GE ENOPN. AgV EMTPEMETOL GTO. (DA OTO
omoia £xet yopnynbei to pdpuaxo va EABovv oe emapn pe {dao ota omoio dev Exel xopnynoei to
QAPLOKO PEYPL VO OTEYVMDCEL TO GNUEID EQAPUOYTG.

Xe mepintwon kotd Adbovg AMMyng Tov papudiov amd to otopa Bo Tpémet va yopnynOei
counTopatiky Oepameio. Agv vrdpyel Yvwotd €106 avtidoto. Evdsikvoton n) yprion evepyod
avOpaxo.

ZUVIGTATOL GE YOTEC Ko KOuvASia ov dafrody 1 Taéldedouy 6€ TEPLOYEG OOV EVOTLOVY
SPOPIAGPIEG Va. yopnyeital o€ unviaio fdor To TPOIdV e GKOTO TNV TPOGTAGING TOVG.

Eme1dn n axpifelo otnv didyvoon e acbévelog avthg eivol TepLopioUévn, GLUVIGTATOL VO, ETLXEIPELTAL
0 £AEYYOC TV TOPUGITOV G YATEG KOl KOLVAPLA NAKIOG v TV 6 uvav Tptv TV Evapén g
TPOPLVAUKTIKNG OY®YNS, O10TL 1] XPT|OT TOV TPOTOVTOG GE YATEG 1 KOLVAPLL e EVIIAIKES LOPPES
TOPUCITOV PTopel Vo TPOKAAEGEL GOPapEg avemBOUNTEG EVEPYEIEG, GUUTEPIAUUPOVOUEVOD TOV
Oavdatov. Eqv doyvoobel mopacitmon amd evidikeg popeég Oa mpénel va avtipetonicbel chppova pe
TNV TPEXOVCA EMGTILOVIKT] YVAOOT).

& OPICUEVEC LEUOVOUEVEG YOTEG 1| LOAVVOT) OO VaToedpikn wwpo, PTopel va eivar cofapn. e avTég
T1G coPapég TEPUTTMGELS Elval amapaitnTn pio GuvakodAovON VTocTNPIKTIKY Bepaneia, KaOMG M
Bepaneio pe to TPoidv amd povn TG Oev umopel va lvar EXOPKNG Yol VoL amoTpEyel To Bdvato Tov
{oov.

H yudaxionpion etvor to&ikn oto v, Kupiog ota Kavapivia.
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Idwitepec TpouAGEelc oL pémel va AauBdvovtol amd To GTOUO TOL YOPNYEL TO KTNVIATPLKO
QOPUOKELTIKO TPOTOV oe {da:

No amopegbyeTol 1 ET0PN TOL PAPUAKOD LE TO OEPUM, TO LATIO 1] TO GTOUA.

Agv mpénel vo TiveTe, TpOYETE 1 KAVILeTE KATA TV OLOPKELL TNG EPUPLOYNG TOL (POPUAKOD.

Noa TAévovTal ETUEADS TO XEPLOL LETA TNV (P |ON.

Metd ™ Yop1ynom Tov TPOIOVTOG LNV XoidEVETE 1) TEPUTOLEIOTE TO TPiY®O TOL {MOV £WG OTOL VA
GTEYVAOOEL TO GNLEI0 OOV EPAPLIGTIKE TO TPOIHV.

Noa TAévetar pe vepd Kol camovvt To dEpua UeTd amd AAO0G Emapn LE TO XOPYOVUEVO PAPLLOKO.
Atopa pe yvooto 16Toptko vepevarctnoiog oto £kdoyo (benzyl alcohol), oty idaxionpion 1 ot
po&dektivn Ba TpEmeL va yopnyouv To TPOIOV e TPOGOYT|. L& TOAD CTAVIEG TEPIMTMOGELG TO TPOTOV
umopel va TPoKOAEGEL ELOGONTOTTOINGT TOV GEPUATOC T} AVTIOPAGELS TOPOdLKOD YopakTpa (TT.Y.
povdtacua, epefiopoc | aichnuo KovGou/HupUNYKIACUATOG).

e TOAD OTAVIEG TEPIMTMCELS TO TPOIOV UTOPEL VO TPOKAAESEL EPEDIGIO TOV AVATVEVGTIKOD GE
gvoicOnto dropa.

Edv to mpoidv e16éX0el ota patio katd Adbog, tote va TAvvete Ta pdtio pe dpbovo vepo.

Edv ta copntdpato oto patio Kot dEpe ETUEVOLV 1) To TPoidv Katd Aaboc katamobel, avalnteiote
apéomg atpikn fondeta kot emideilte 6TOV 10TPO TO ECHOKAEIGTO PVALO 0ONYIDV YPNGEWDS 1| TV
ETIKETA TOV POPLLOKEVTIKOD TPOIOVTOC.

O S1ohvTNG Tov Imoxat givar Suvatdv va dnpovpynoet KNASEG 1 VO KATAGTPEYEL KATA TV ETOQT] TOV
GUYKEKPLUEVD VAIKE, OTIMG OEPUA, DPAGLO, TAACTIKA, AUKAPIGUEVES ETPAVEIEG. META TV EQapUOYN
TOV TPOIOVTOG aprioate va eEaTIoET Kol 0TV cuvEKELn va EADEL O€ EMaQT [LE TETOLO VALKA.

Eyxvpocivn kot yolovyio

H ac@dieia oeTikd e TNV YOPNYNOT TOL KTNVIOTPIKOD QOPIUKEVTIKOD TPOIOVTOC KOTA TNV OGpKELN
NG KUNoE®G Kat yolovyiog dev £xel emPeforwbei ota €idn-otd)0VG. EMopévag, n yopnynon tov
TPO16VTOG OgV cLVIGTATAL GE (MO TOL TPOOPILOVTOL Y10l AVOTAPAY®OYN 1 KATA TN SIAPKELN TNG KUTIOEMG
KoL yoAoLvyiog.

AMNAETOPACELC PLE GAAD QOPUAKEVTIKG TPOTOVTO KO GALEG HOPPEG OAANAETIOpAOTC:

Koatd v ddpkela g Oepaneiog pe Imoxat dev Oa mpémet va, xopryouviol GAAL AVTITOPOCITIKA
NG KaTNyopiog TV LOKPOKVKAK®OY AUKTOVAOV.

Agv damotodnkov aAAniemdpdaoelg peta&d tov Imoxat kot tv mAéov cuvibwv ce ypron
KTNVIOTPIKOV QUPLOKEVTIK®Y TPOIOVIWOV 1] LUTPIKMVY 1] YEPOVPYIKDOV OaOIKAGLOV.

Ynepdoocoroyia (GUURTOUATE, LETPO OVILLETOTIONG, OVTIOOTA):

Agv mopatnpnnioy avemBOunTeG EVEPYEIEG LETA O TNV XOP1YNOT) OEKATAAGIOG TG CUVICTOUEVNS
doomnc.

Orav 10 Tpoidv yopnynHonke o€ TEVIOTAACIO TNG GUVIGTOUEVNG 000N G o€ YaTaKLa KAOe 2 eBSopddeg
Kot yuo 6 cuveyeig Oepameieg, dev vanpée avnovyio 6cov aeopd v acedieia. [lapatnpndnkav
TOPOodIKN pudpiacn, oleAdppoLa, ELETOS, KOl TOPOSIKY] TAYOTVOLAL.

X€ TOAD GTAVIEC TEPMTMOELS, LETA ard KOTE AGBOLE AW ad TOL GTOUOTOC TOV PUPHAKOL 1| OE
nepinT®on vIepdocoroyiag, umopet va peavicBodv vevpikd cuurtdpato (ToAAG omd avtd gival
TOPOOIKOD YOPOUKTAPO), OTTMS aTaéia, YEVIKEVUEVOS UVIKOC TPOUOC, 0QOOAUIKE TPOPATLOTA
(SraoTolpuéveg KOPES, KPN UEIMON TOL AVTOVOKANGTIKOD TOL OMTOG, VOOTOYUOC), AVOUUAIES GTNV
avamvo|, oleAOpPOoLa Kot EPETOC.

Oroav 10 Tpoidv yopnyHonke 6€ KOLVAPLO OE TEVTATAAGLO TNG CLUVIGTOUEVNC d00TG, KAOE 2 efdouadeg
v 4 cuveyelg Oepoameieg, dev vanpée Kopd avemBouNnTn evépyela 1 avemBOUNTO KAMVIKG OMUELD.

AocvuPototntec:
Agv amorteitot.
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13. EIAIKEX ITPO®YAAZEIX AITIOPPIYHE ENOX XPHXIMOIIOIHOENTOX
KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX 'H AAAQN YAIKQN IIOY
IMPOEPXONTAI AITIO TH XPHXH TOY ITPOIONTOX

Ta @appoko dev TPEMEL VOL ATOPPITTOVTOL HECH TOV AVUAT®V 1 TOV 0IKIOKOV omofAntwv. To
Imoxat dev mpémel va e16€pyeTal 6ToV LOPOPOPO opilovta KABDS aVTo evogyeTar va gival
EMKIVOLVO Y1 TOVG 1y Beic kKot GAAoVG VOPOPLOVS opyaVIGHOVS. ZvufovAgvdeite Tov KTnviaTpod

GG YL TOV TPOTO ATOPPIYNE TWV PN CLULOTONOEVTOV Paprakwy. Ta HéTpa avTd aTocKOTOVY GTNV

TPOGTACiH TOV TEPPAALOVTOC

14. HMEPOMHNIA THX TEAEYTAIAYX EI'KPIXHX TOY ®YAAOY OAHI'IQN

XPHXEQX

Agntopepeic TANPoopieg Yo TOV TOPOV KTNVINTPIKO QOPUAKEVTIKO TPoidv dlatiBevTol 6ToV SIKTLAKO

t6mo 1ov Evponaikod Opyavicpod dopudkov otn dievbvven http://www.ema.europa.eu/.

15. AAAEX ITAHPO®OPIEX

H yudoxAionpion dpa 0TOTELECUATIKA EVAVTIO OADV T®V TPOVUUPIKOV GTOSI®V Kol TOV EVIAK®OV
LOPO®V TV YOAA®V. Ot TPovOLPES TV YOAL®V Tov Bpickovtol 6To TePPAALOV poveDOVTOL OTAV
éM0ovv o emagn| pe (o oto omoio yopnynOnke 1o mpoiodv. To wpoldv Exel Tapapévovoa dpaon Kot
Tpootatevel TIC Yates v 4 efdopddes petd amd pio pévo epaployn Katd e emavalOAvVoNg e

Dirofilaria immitis.

Meléteg mov 0EI0A0YOVV T PUPHUKOKIVITIKT) GUUTEPLPOPE TNG LOEOEKTIVIG LETA ATt TOALATAEG
€QUpUOYES £0e1Eav 0TI oTafepd EMIMESD GTOV OPO EMTVYYAVOVTOL LETA OO TEPITOL 4 S1AUOOYIKES

unviaieg Oepomeieg og yatec.

Meyébn ovokevaociog: 0,4 ml, kot 0,8 ml avd mimétta.
Ka0g xovti amd yaptovi mepiéyet 1 1 3 muméteg o PEPOVOUEVE PAKEAGKLO, 0tO PVAAO oAoLUVIOV.

Mmropei va unv KuKAOQOpOoUV OLEG 0L GLOKEVAGIES.

I"a omoladnote TANPOPOPIo, GYETIKA HE TO TUPOV KTNVINTPLIKO PAPUOKEVLTIKO TPOiOV, TapaKOAEIcOE
va angvBuvbeite 6ToV TOTKO AVTITPOCHOTO TOL KATOYOL TNG AdENS KVKAOPOpPLag.

Belgié/Belgique/Belgien

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea

Co. Galway

IE - Ireland

Tel: +353 91 841788

Penyb6smka bearapus

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea

Co. Galway

IE - Ireland

Tel: +353 91 841788

Lietuva

Dimedium Lietuva UAB
Islandijos pl. 217-13, LT-49165
Kaunas, Lithuania

Tel: +370 615 64241

Luxembourg/Luxemburg

Chanelle Pharmaceuticals Manufacturing
Ltd. Loughrea

Co. Galway

IE - Ireland

Tel: + 353 91 841788
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Ceska republika

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea

Co. Galway

IE - Ireland

Tel: + 353 91 841788

Danmark

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea

Co. Galway

IE - Ireland

Tel: +353 91 841788

Deutschland

aniMedica GmbH

a LIVISTO company

Im Siidfeld 9

D-48308 Senden-Bosensell

Eesti

AS Dimedium
Roheline 9, Tahtvere,
61410 Tartu, Estonia
Tel: +372 739 0660

EALada

PROVET A.E.:

AEQO®OPOX EAEY®EPIAX 120,
EAEOYZA, TK 45500, IQANNINA,
EAAAAA,

mh: +302105508500, +302105575770

Espaiia

Industrial Veterinaria, S.A.

a LIVISTO company
Esmeralda, 19

08950 Esplugues de Llobregat
(Barcelona) Espaia

France

Chanelle Pharmaceuticals Manufacturing
Ltd. Loughrea

Co. Galway

IE - Ireland

Tel: + 353 91 841788

Hrvatska

Chanelle Pharmaceuticals Manufacturing
Ltd. Loughrea

Co. Galway

IE - Ireland

Tel: + 35391 841788

60

Magyarorszag
Alpha-Vet

Hofherr Albert ut 42.
1194 Budapest,
Hungary

Tel: +36 22 516 402

Malta

Chanelle Pharmaceuticals Manufacturing
Ltd. Loughrea

Co. Galway

IE - Ireland

Tel: + 35391 841788

Nederland

Chanelle Pharmaceuticals Manufacturing
Ltd. Loughrea

Co. Galway

IE - Ireland

Tel: +353 91 841788

Norge

Chanelle Pharmaceuticals Manufacturing
Ltd. Loughrea

Co. Galway

IE - Ireland

Tel: +353 91 841788

Osterreich

Chanelle Pharmaceuticals Manufacturing
Ltd. Loughrea

Co. Galway

IE - Ireland

Tel: +353 91 841788

Polska

LIVISTO Sp. z o.0.

ul. Chwaszczynska 198 a
81-571 Gdynia

Polska

Portugal

VETLIMA, S.A.

Centro Empresarial da Rainha, Lote 27
2050-501 Vila Nova da Rainha
Portugal

Tel: +351 263 406 570

Roménia

Chanelle Pharmaceuticals Manufacturing
Ltd. Loughrea

Co. Galway

IE - Ireland

Tel: + 35391 841788



Ireland

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea

Co. Galway

IE - Ireland

Tel: + 353 91 841788

Island

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea

Co. Galway

IE - Ireland

Tel: +353 91 841788

Italia

Industria Italiana Integratori TREI S.p.A.
a LIVISTO company

Viale Corassori, 62

41124 Modena (Italia)

Kipog

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea

Co. Galway

IE - Ireland

Tel: + 353 91 841788

Latvija

AS Dimedium Latvija

Ozolu iela 28, Jaunmarupe,
Marupes novads, LV-2166, Latvia
Tel: +371 67610001
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Slovenija

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

IE - Ireland

Tel: + 353 91 841788

Slovenska republika

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

IE - Ireland

Tel: + 353 91 841788

Suomi/Finland

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

IE - Ireland

Tel: + 353 91 841788

Sverige

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

IE - Ireland

Tel: + 353 91 841788

United Kingdom (Northern Ireland)
Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

IE - Ireland

Tel: +353 91 841788



DOYAAO OAHT'TQN XPHXHX:
Imoxat 40 mg + 10 mg spot-on d1GAvHa ETIYVONGS Y10 HIKPOCMOUOVS GKOAOVS
Imoxat 100 mg + 25 mg spot-on d1divpa exiyvong 1o pecaiov pey£0ovg okHA0VG
Imoxat 250 mg + 62.5 mg spot-on S1dAvpe ETTYVONS Y10 HEYIAOCMPUOVG GKOAOVG
Imoxat 400 mg + 100 mg spot-on drGAvpa £TiyVENS Y0 VAEPUEYEDEIS OKVAOVS

1. ONOMA KAI AIEYOGYNXZH TOY KATOXOY THX AAETAYXY KYKAO®OPIAYX KAI

TOY KATOXOY THX AAEIAX [TAPAXKEYHZX I10Y EINAI YIIEYOYNOX I'TA THN
AITIOAEEMEYZXH ITAPTIAQN, E@OXON EINAI AIA®@OPETIKOI

Kéroyoc tne ddsiog kKukAo@opiac Kot TopacKeELAGTNE VTELOVVOC Y10 TNV OTOOEGUEVGT) TOV TAPTIOWV:

Chanelle Pharmaceuticals Manufacturing Ltd.,
Loughrea, Co. Galway,
Iphovdia

2. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX
Imoxat 40 mg + 10 mg spot-on dtdAvpa exiyvong Yo KPOGMIOVE GKOAOVG

Imoxat 100 mg + 25 mg spot-on SidAvpa exiyvong Yo Hecaiov peyéBovg okHAOVG
Imoxat 250 mg + 62,5 mg spot-on dtdAvLO ETEYLONG Y10 HEYUAOGMLUOVG GKOAOVG
Imoxat 400 mg + 100 mg spot-on StAALLLA ETLYVONG Y10 LTEPUEYEDEIS GKOAOVG
[daxhompion, po&idextivn

3. YYNOEXH ZE APAXTIKH(EX) OYXIA(EX) KAI AAAA ZYXITATIKA

Ka0e povada 66omg (vrd ™ Hopen TIRETTOC) TEPLEYEL:

1\?32:;?.? Imdaxionpion| Mo&rdektivy
zrsnlejé)yta HUIKPOS OOV GKOAOLG 0,4 ml 40 mg 10 mg
iilz)_(f(t) \l((lg) pecaiov peyédovg GkOAOVG 1,0 ml 100 mg 25 mg
I(rzof((?.tz?i g)gyakéccououg oKOAOLG 2,5ml 250 mg 62,5 mg
zr>n3>5;i gtggl;napusyéemg OKOAOVG 4,0 ml 400 mg 100 mg

"Exdoya: Benzyl alcohol, butylhydroxytoluene (E321)
Aypopo g Kitpvo dtdAvpa.

4. ENAEIZH(EIX)

' okvA0VG TTOL givor extebelpévol 1 vTdpyel VYMASS kKivovvog va ekTteBoDV og LUKTEC TOPAGITOGELS:
o TNV TPOANYN Kot TN Bepaneio TV TapacITOcEDY amd Yorlovg (Ctenocephalides felis),
* 1 Bepancio pOepdV pe poonTkd otopotikd popa (7richodectes canis),
* 1 Bgpameio g wTodNKTIKNG Ydpos (Otodectes cynotis), TNG GOPKOTTIKNG YDPUG

(TpoxaAiovpevn amd Sarcoptes scabiei var. canis), TG OELOINK®ONGS (TPOKAAOVUEVT OO
Demodex canis),
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o TV TPOANYT TS Spogrhapimong (mpovoueesg towv otadiov L3 kot L4 g Dirofilaria immitis),

* 1 Bepaneia TV KuKLOEOPOVVTMV piKpophaptwv (Dirofilaria immitis),

* 1 Bepaneio g deppatikng dpoerrapinong (evitika otadia g Dirofilaria repens),

o NV TPOANYN NG dEPHOTIKNG dpoprhapinong (Tpovippes Tov otadiov L3 tng Dirofilaria
repens),

* 1N peioon TV KuKAoPopodvI®mV kpophaplav (Dirofilaria repens),

o NV TPOANYN TNG AYYEIOGTPOYYOA®ANG (TPovOUEES TOL oTadiov L4 kot dwpeg eVAAIKES LOPPES
oV Angiostrongylus vasorum),

* 1 Oepameio Tov Angiostrongylus vasorum kot tov Crenosoma vulpis,

o Vv TpdANyM NG omEpokEpkmang (Spirocerca lupi),

* 1 Oepamneia Tov Eucoleus (ovv. Capillaria) boehmi (evilika),

» 1 Oepameia tov Thelazia callipaeda (evihika),

* 11 Oepameio TOV TOPACITOCEMY TOV VILOTOIMV TOL YAGTPEVIEPIKOD CLUGTILOTOS (TPOVOLLPESG
tov otadiov L4, dwpeg evihkeg kon evidikes Lop@ég tv Toxocara canis, Ancylostoma
caninum xou Uncinaria stenocephala, evihikeg popeéc tawv Toxascaris leonina xoi Trichuris
vulpis).

To mpoidv pmopet va ypnoporonbei mg pépog g Bepaneiog TG aAlepykng and YOAAOLS
depuoatitidog (AYA).

5. ANTENAEIZEIZ
Na unv yopnyeitai o€ orxvAovg NAKiag pikpoTepNs TV 7 efdouddwv.

Na punv gpnotponoieital og mepintmon vrepevasnciog 6T dPACTIKA CLGTATIKG 1| GE OTO100NTOTE
omd T £KO0YOL.

Na unv yopnyeital o€ oxvAovg Tov Katatdocovtor oty Katnyopia 4 yio m voco g
Spopirapioonc, Kadmg 1 ao@ALELD TOV TPOiOVTOG dev £xel a&lohoynOel 6e vt TV oudda Tov (dov.

2116 yditeg mpémer va yproponoteitan To avtiotoryo mpoiov “Imoxat yio yares”, to omoio mepiéyel 100
mg/ml ydaxionpion kot 10 mg/ml po&idektivn.

210 kovvapia: No punv ypnoponoteitor To Imoxat yio oxviove. Na ypnoyomoteiton poévo 1o ’Imoxat
Yo Kkpdowpeg yateg kot kovvaPia’ (0,4 ml).

Noa pun yopnyeitot oe Kovopivia.

6. ANEINNIOYMHTEX ENEPTEIEX

H ypniion tov tpoidévtog o€ GKOAOLS eival SuVOTOV VoL EYEL GOV ATOTEAEGLLA TV EUPAVIOT| TAPOSKOD
oo patog kKvnopov. Ot Tapodikég TOMKES avTIOPAcELS evalcOnGiog Tov dEPLATOC
GUUTEPTAAUPAVOUEVOL TOL CLENUEVOD OIGONULATOG KVIOUOD, OTMAELNG TPYMDUATOC, ATUPOTNTOG
TPLYOUATOC Kol EpLOPATNTAG GTO GNUEID EQUPUOYNG EYOVV avapePBEl o€ TOAD GTAVIEC TEPIMTMGELS
oTIG BOpUNTEC EKBETELS (POPLLOKOETOYPOTYNOT)). X€ OTAVIEG TEPIMTDOGELS LUTOPEl va, TopatnpnOel
euetdc. Ta CUUTTOUATA AVTA VTTOY®POVY AVEL TEPALTEP® BepamenTikng aymyne. Otav to (Mo Aeilel
v weployn 6mov epapudctnke n Bepameio, vevpikd countOUATO (TOAAY ad ovTd lvar TAPOdTKOD
YOPOKTNPA), OTTMG atatio, YEVIKEVUEVOC LVTKOG TPOUOC, 0POOALLKE TpOoPAT Ot (S1OCTOAUEVES KOPEG,
LKPY] HEIDGT) TOV OVTOVOKAUGTIKOD TOV POTOC, VOGTAYHOG), OVOUOAIEG GTNV AVOTVOT], GLEAOPPOLL
KoL EPETOG UITOPEL VO ELPAVIGHOVV GE TOAD GTAVIEC TEPITTAOCELS.

To mpoidv £xel TKPN YEVOT|. L& GMAVIEG TEPMTMOGELS Eivarn duvartdv va mapatnpndel cleldppota, £4v to
(o Aei&etl to onueio mov epapudcdnke to TPoidv. Avtd dev amoTeErel GOUTTOUN INANTNPIECEDS KOl
VIoY®PEL o€ Alya AemTd Gvev Tepattépm BepamenTikng aywyns. O cmoTdg TPOTOC EPUPLOYTG TOV
TPOo1oVTOog eAaylioTomolel TV mbavotnta va Aei&et 1o (Mo To onpeio Epapuoyng.
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To wpoidv unopel o€ TOAD oRAViEg TEPIMTOGELC VO TPOKAAEGEL GTO CMUELD TTOV EQAPLOGONKE TO
POoidV pia aictnomn mov 0dnyel o€ TaPOSIKES AAAUYEC TG CLUTEPLPOPAS 0TS ABapyo, avnovyia,
Kot avopeia.

Mo kKAvikn pedétn éxet deiéet OtL 6e oKOAOVE OV lvan BeTikol 6T dpoPlAapinomn pe
HIKpo@LAapLopio vdpyel Kivouvog cofapmdy avamveLsTIKOV GCUUTTORATOV (Bryoc, Taydmvola Kot
SVOTVOL0) TTOL UTTOPEL VO OTOLTOVY GUECT] KTNVIATPIKY Oy®YN. ZTN UEAETT OLTEG Ol AVTIOPACELG NTAV
ovyvéc (mapatnpnOnkav og 2 and Tovg 106 oxviovg mov ElaPav Oepaneia). ['aotpeviepikd
ocvopntopota (petog, dtppota, avopetin) kot ANbapyog eivar eniong cvyvég avemBOUNTEC EVEPYELEG
o€ TETO10VG OKLAOVG HeTd TN Oepameia.

H ocvyvomta tov avembountov evepysimv kabopiletor w¢ akorlobbmg:

- oAb cuyvn (Teprocotepo amd 1 ota 10 vrd Bepancio (ma mapovoidlovy avemBOUNTES EVEPYELES)
- ovyvn (meplocdtepo amd 1 aAld Arydtepo amd 10 (oo ota 100 vad Oepaneia {ma)

- un ocvvnOepévn ((teprocdtepo amd 1 oA Ayotepo and 10 {da ota 1000 vrd Oepancio {da)

- omavia (meplocotepo amd 1 aAld Arydtepo amd 10 {da ota 10.000 vid Beponeio {Ha)

- oAb omavio (Arydtepo amo 1 oto 10.000 vd Bepomeio (da, cLUTEPIAAUPOVOUEVOV UELOVOUEVOY
ovVaQOpPOV)

Edv mapotnpricete omolodnmote avemBOunTn evépyela, aKOUO Kol 0V OEV OVAPEPETOL GTO
goKkAeloTo DVALO Odnyidv Xprone N aUEIBALETE VIO TNV ATOTEAEGUATIKOTITO TOL QOPUAKOD
TopoKaAeicOe va EvIEPDOETE GYETIKMOG TOV KTNVINTPO GOG.

7. EIAH ZQQN

Yool

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

MébBodog yopfiynong

Eniyvon oe onpeio

Moévov yia eEmTepikn ypnon.

Epappoletar tomikd oto 6éppa peta&h Tmv OUOTAATOV.

Aocoloyikd oynua

H eldyiot ovvictopevn 66om gival ywdaxkronpion 10 mg/kg copaticov apoug kot po&dextivn 2,5
mg/kg copatikov Bapovg, aviiotoryei o€ 0,1 ml / kg copatikod BApove Tov KTNVIATPIKOD
QOPUOKEVTIKOD TPOTOVTOC.

To Bepanevticd oynua Oo Tpénel va Paciletor 6TV ATOMIKT KTNVIOTPIKN S1dyVOOT Kol GTIV TOTIKY
EMONUOAOYIKT] KATACTOOT).

[ateg (kg 6.p.) Epmopiki Ovopacio Oykog  [Imdaxiompion Mo&dektivy
(ml) (mg/kg c.p.) (mg/kg o.p.)
<4 Imoxat yio, LuKpOGmUOVE 0,4 eldyoto tov 10 [ehdyioto tov 2,5
GKVAOLC
>4.10 [MmoXaly Hecaiov 1,0 10-25 2,5-6,25
Ley€Boug orhAOLG
> 1025 [moxatyw peyahdowpovs |, g 10-25 2,5-6,25
GKOAOVG
= 95.40 Im9xat v vepeYEDeLg 4,0 10-16 2.5.4
GKOAOVG
> 40 0o TpEmEL va YPNCIUOTOLEITAL O KATUAANAOC GUVOVAGUOC TTETTOV
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Ocpameio kot mpolnyn kard twv wollwv (Ctenocephalides felis)

Me pia Bepaneia TporapfaveTon 1 Tapacitmon amd YoArovs o 4 efdopdoss. Ilpodmapyovoeg
VOUQES TV YOAA®VY 6T TTEPIPAALOV gival duvatdv va cuveyicovy va eppavifovrol yia dtotnua 6
ePdouddmV 1 Kol TEPIOTOTEPO PETA TNV Bepameia, Yeyovog mov e£apTaTol amd TIG KAMUOTOAOYIKEG
ovvOnkeg. H Bepomeia pe Imoxat 6€ cuVOLAGHO LE ATOAVUAVGELS TOV TEPIPAALOVTOC GKOTEVEL GTNV
dtakomn Tov KOKAOL LoNG TV YOAL®Y 610 TEPIailov. TovTo £xel Gov AmOTELEGA TNV TAYVTEPT
peimon tov TANBVGHOD TV YOAL®Y 6TO ¥DPO TOL omitiov. To Tpoidv umopel va ypnoyomondei wg
uépog g Bepoameiog e aAhepyikng amd Yyorlhovg depuatitidag (AYA) yopnyoduevo ce unvicia
dluotuaTo.

Ocporeio pOsipav ue poontixd arouotixd uopio. (Trichodectes canis)
Xopnyeitai pio 666M TOL TPOIOVTOC. XVVIGTATOL VO Tpay LA TOTTOLEITON KAVIKY e€€Tacm Tov {mov 30
Nuépeg petd tn Bepamneia, KaBOTL Kamowo {ma pmopet va ypilovv debtepo kKOKAO Bepamneiog.

Ocpameio e wroonkurnc wapog (Otodectes cynotis)

Xopnyeitai pio 66om 10V TPOidVTOC. Xe KGO Bepameia TPEMEL e NTLEG KIVIGELS VO APOLPELTOL TO
c0fpd VTOGTPOUO VIOAEIUUATOV 0O TOV EEMTEPIKO OKOVGTIKO TOPO. VVIGTATOL VO
mpayparomotleiton KAk eE€taon tov {mov 30 nuépeg petd ) Bepamneio, kKaBOTL Kdmota (o propet
va ypilovv debtepo KOKAO Bepameiog. Mnv epoppdlete To mpoidy amevbeing 6TOV AKOVGTIKO TOPO.

Ocporeio oopkortiknc Wwpag (mpokododuevny oro Sarcoptes scabiei var. canis)

Xopnyeital pio 666m TO0L TPOIOVTOC 600 PoPEC e 4 efOopades pesodiaotnua. Ospaneio e
deuoonxwong (rpoxalovusvn ard Demodex canis) H yopfiynon piog pepovopévng 66ong kabe 4
ePdoudoeg Yo 2 £mg 4 punveg eivol amoTeLEGHATIKY EVAVTIO 6T0 Demodex canis Kol 00Nyel € ppoavn
HEIDON TMV KAVIKOV COUTTOUATOV 1010i{TEPA GE NTIEG MG PETPLEG TTEPITTOGELS. [d1aitepa coPapéc
TEPUTTAOCELG UTOPEL VO OTALTICOVV TTLO EKTETAUEVT Kot TTo vy v Bepameia. [a va emttevydein
HEYIOTN SuVaTH OVTOTOKPLIoT G OVTEG TIC COPUPEC TEPITTAOCELS, KATAH TNV KPIioT TOL KTNVIATPOUL, TO
Imoxat pmopei va epappootel pio eopd v efdopada Kot yio TopoTETAUEVO YPOVIKO S1AoTNUd. €
OAEG TIC TEPIMTAOGELS ivorl onuovTikd 1 Oepameio va cuveyiletatl, Emg 0Tov Ta EEGpota dEPIOTOC Elval
apvnTIKd o€ ToLAAyIoToV 2 dradoykég unviaieg Aqyets. H Bepoaneio Oa mpénet va SaxdmTeTON OFE
GKOAOLG OV dev eppaviCovv Kapio fedtioon 1] dev OVTOTOKPIVOVTOL OTIV OVOUEVOLEVT] LEIMOT TOVL
apBpov TV akdpewnv Enetta and 2 unveg Oepameiog. Ao Tpémel va yopnysitan evaAroktikn Oepomeio.
Ava{ntote ) GVUPOLAN TOL KTNVIATPOL GOG.

Kabmg 1 depodfkmon givor €vo ToATapayovTikd voonua, 6ov eival Suvatd, GLVIGTOTOL M
TapUAANAT Oepameiat TOL AITIOAOYIKOD TOPAYOVTOL.

Llpodnyn e dipogilapiwonc (D. immitis)

2kOAotl Tov Ppliokovtal oe TEPLOYES TOL EVONUOVV T TOPAGLTO 1] TAEOEHOVV GE TETOLEC TEPLOYEG Elvar
duvatov vo TposPANBoUV amd TIg EVAMKEG LOPPEG TV TOPASITOV. Q¢ €K TOVTOV, TPV OO TNV
epappoyn g Bepaneiog pe Imoxat Oa wpénetl va AneOoHY LIOWIV 01 GLGTAGELS TOV TEPTYPAPOVTOL
010 kepdiao “EIAIKEE ITPOEIAOIIOIHXEIZ”.

IMa v TpoAnyn g dipopirapimong, To Imoxat Ba mpénet va epapudletar oe unviaio Stootipota
KaTd TNV O1GPKELD TOV £TOVG OTAV VTTAPYOVY KOVVOLTLE. (TO 071010 OTOTELODV TOLG EVOLAUEGOVG
EEVIOTEG IOV UETAPEPOVY KOl PETAOIO0VV TIG TTpOoVOUQES TNG D. immitis). To Imoxat umopei va
yopnynOel kaO’ 6An ™ didpkeia Tov Etovg. H mpmtn 660m pmopet va xopnynOei petd v npdt
mBovn €kBeon og KovvouTLa, OAAL OYL TEPIOTOTEPO OO EVal UvaL LETE amd vt TNV €kbeon. Oa
npénel eniong va cuveyteOel 1 yopNyNon Tov unviaimg Kot yio Eva uRva LETA TNV TeAevtaio ékbeom
tov {®ov ota kovvoumia. ['a va kabiepmBel £vag Tpaktikdg TpOTOG YopyNoNs, CLVICTATAL M
yopnynon tov Imoxat va yiveton v id1a nuépa kot nuepounvia kade ppva. Otav o Imoxat
avTIKa016TA TPOIOV OV YPNCIUOTOIEITUL Yio TNV &V AOY® TTopacitwor, T0te 1 TpmTn Oepameio Tpimet
va 800l gvToc evog unva. amd TV TELELTALN dOGT] TOV OVTIKOTOOTOOEVTOC TPOIOVTOCEE TTEPLOYEG TTOL
dev gvonuolv ta ev Adym mapdotta, dev Ba mpémetl vo vapyeL kivouvog o1 6KOAOL va £xouv LLoAVVOEL.
2y mepintmon avt, 1 papuoyn g Oepaneiag umopei va yivel ymplg 1d1aitepeg TPOQLALEELG.
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LpoAnwn e depuonine dpopilopiwons (skin worm) (D. repens)

T v TpoAnyn ¢ depuatikig dpogprhopimwong, to Imoxat Ba mpémet va epapudletarl oe pnviaio
SLOCTNHOTO KOTA TNV SIAPKELN TOV £TOVE OTOV DTLAPYOVY KOVVOVTLO. (TO OTTOI0 OTOTEAODY TOLG
EVOLAUEGOVC EEVIOTEG TTOV UETAPEPOLY KO UETAdId0VV Tig Tpovoupeg TG D. repens). To Imoxat
umopet va yopnyndei kabOAN T dtdpKeEL TOL £TOVG 1] TOLAGYIGTOV Eva UiV TPo TG eKBECEMC TV
{dov ota Kovvoumia. O TpEnel EnioNg Vo GLVEYICHEL 1] YOPYNON TOV UNVIOIMG Kot Yo Eva, v
petd v tehevtaio £kBeon Tov (dwv ota Kovvoomia. [a va kabiepwBel Evag mpaktikdg TpoOTOG
YOpNyNomngs, cuvictdrol 1 yoprynon tov Imoxat va yivetal tnv idia nuépa Kot nuepounvio kKabe unmvo

Ocporeio twv pikpopilapiwv (D. immitis)
To Imoxat o Tpémet va yoprnyeitor unviciog yio 8O0 GLVEXOUEVOLG UNVEG.

Osparcio tne depuotiknc opopilapiwong (skin worm) (eviiixo oradia tne Dirofilaria repens)
To Imoxat Oa Tpémel va yopryeiton unviaiog yio £€1 GuVEYOUEVOVS UNVEG.

Meiwaon twv wixpopiropiav (skin worm) (D. repens)
To Imoxat Oa Tpémel va yoprysitan Unviaimg yio TE0oEPIC GLVEYOLEVOVS UNVEG,.

Ocpameio kor mpolnyn tov Angiostrongylus vasorum

Xopnyeital pio 366N TOL TPOIOGVTOC. ZVVIGTATHL VO Tparypatoroteitol KAvikn e&étaom tov (dov 30
nuépeg petd tn Bepamneia, KabOTL Kamown {ma pmopet va ypilovv devtepo KOHKAO Bepaneiag. Xe
TEPLOYEG TOV EVOMEL TO €V AOYM TTOPACITO TOKTIKEG Unviaieg epappoyéc Ba eumodicovy v
aYYELOGTPOYYOAMOT] Kol TIV LAV TEPT0O0 NG TOPAGITOONG 0o Angiostrongylus vasorum.

Ocpomeio tov Crenosoma vulpis
Xopnyeital pio epdmas doom.

Tpdinyn tne orsiporsprwonc (Spirocerca lupi)
To Imoxat 6o wpémet va yopnyeiton pnviaing.

Ocporeio tov Eucoleus (ovv. Capillaria) boehmi (eviiiiko)
To wpoidv mpémel vo yopnyeitor unviaia yio 500 GUVEYOUEVOLS UNVEC. ZVVIGTATOL VO, ATOTPEYETE TNV
ovTo-KompoPayio LeTa&d TV S0 BepATELD®Y, TPOKEEVOL Vo 0moPevyOel TBuvVY EmavEUPAVION.

Ocporeio tov Thelazia callipaeda (sviiika)
Xopnyeital pio epdmos doom.

Ocporeio aokapioiaong, aykvloarouioons ko tpiyovpiaons (Toxocara canis, Ancylostoma caninum,
Uncinaria stenocephala, Toxascaris leonina xou Trichuris vulpis)

Y& TEPLOYEG TOL EVONUOLY 01 S1poPIAdpiec 1 unviaia Bepameio givar SuVATOV VO LELDGEL GNULOVTIKG
TOV KivOUVO ETAVOUOAVVGTG TOL OPEILETAL GE AGKAPIOES, AYKVAOGTOUATO KOl TPIYOVPOVC. LE TEPLOYES
OV OEV EVONUOVY 01 SPOPIAGPIES TO TPOTOV PUTopEl Vo xpnoiponombel wg PEPOG TOL TPOYPALLUATOS
NG EMOYIOKNG TPOANYNG EVAVTLO TOV YOHAA®Y KOL TOV YOGTPEVTEPIKDOV VILOTOIDV.

Meléteg é0e1&av 0TL 1 unviaia Bepomeio TV oKOAW®V Ue TO TPoidy epmodiletl tn poélvvon and
Uncinaria stenocephala

9. OAHI'IEX I'TA TH XQXTH XOPHI'HXH

Apapéote pio mméta omd T cvokevacio. Ayyi&te T0 6TEVO LEPOG TOV GOANVA Yo Vo PefarmBbeite 6Tt
TO TEPLEYOUEVO PplokeTorl LEGa 6TO KOPLO GO TOL cwANva. Tpafnéte micwm v axpr TG TIMETAS Vi
Vo EMTPEYETE TNV ATOPOAY TOV TEPLEXOUEVOV..

INo oxdrovg Bapovg Emg 25 kg:
Me 10 {0 va oTékeTOL 0T TOOLA TOV, SLOY®PIOTE TO TPiY®UN TNV TEPLOYN UETAED TV dVO
OUOTAATAOV, EmG 0TOL amoKaALPOEel To déppa. Oco gival duvaTo, EPUPUOCTE TO TPOTOV 6 ABIKTO
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dépua. TomoBetnote TNV GKPN TNE TTETTOG GTO OEPLLOL Kt TEGTE TO 0TOOEPE TOAAEG POPEC, DOTE VO
aderdoel OAo 1O TEPIEXOLEVO TNC, AmeVBEiNG ETAVM GTO OEPLLAL.

"o oxvAovg Bépovug peyarvtépov tav 25 kg:

O okbAog Ba Tpémel vor OTEKETAL G KATAAANAN BE0M Yo Vo SIEVKOADVETAL 1] EQAPLLOYT TOL POPUAKOV.
O)o 10 Tepleydevo ¢ mméTtog Oa mpémetl va epapudletat opotdpopea o€ 3 £wg 4 onueia g paymg
Tov {®HOL amd TOVE MPOVS £C TNV Pdomn Te ovpds. Xe Kabe onpeio daympiletor To Tpiy®UA Yo VO
oamokaAveOet to 6épua. Oco givar duvatd, epaprdcTe To TPOiodv oe abukto déppa. Tomrobetote TO
GKPO TNG TMETTOG TAV® GTO OEPLO KL TEGATE GTOOEPE, DGTE TOCOTNT TOV TEPLEYOUEVOL TNG
mnéttag va eEEABeL anegvbeiog oto déppa Tov {MOoV. ATOEVYETE VO EPAPUOCETE TEPIGGELL TOV
SAvpaTog o€ éva onpeio Yo va EUTOdIcETE S10pLYT TOV SIOADUATOG AtO TO TTAGL.

10. XPONOX ANAMONHZX

Agv amorteitot.

11. EIAIKEX XYNOHKEX AIATHPHXHX

Na puidocoetar o€ BEom, v onoia dev PAETOLY Ko dev Tpooeyyilovv Ta Tadid

Ddvidcoete GTNV APYIKN GLOKEVAGIN Y10, VO TPOGTATEVETOL OO TO MG KOL TNV VYPOGia.

Mn gpuAdooete og Beppokpacio peyarvtepn tov 25°C.

No unv xpnooToteital ovTd To KTNVINTPIKO POPUOKEVTIKO TPOIOV UETE omd TNV nuepounvia ANENG
OV OVOLYPAPETOL GTNV ETIKETA Kot TO Kouti. H nuepounvia AMqéemc copmintet pe v tedevtoio nuépa
TOL GUYKEKPIHEVOL UV
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12. EIAIKH(EX) IIPOEIAOIIOIHXH(EIX)

Ewdwn mposidomoinon(eig) yia ke gidog Ldov:

XHvtoun emaen Tov (Oov Ue To vepo, pia 1 dV0 Popég LETAED TV PNVICI®V S10GTNUATOV TG
Oepameiog dev givor SuvVaATO VO LEIMGEL TV OTOTEAECUATIKOTNTO TOV TPOidVTOG. L0TOG0, GUYVO
TAOGIHO e comovvi N 1 epPdmtion tov {dov g vepod gival SuvaToOV Vo LEIMGEL TNV
OTOTEAEGLALTIKOTITA TOV TTPOTOVTOC.

Etvou duvatdv va avamtuydel ovhekTikOTNTO TOV TOPOCITOV 0€ KATOL CLYKEKPIUEVT] KOTIYopia
QVTUTOPUCITIKAOV UETE TNV GLYVN KOl ETAVIALUBOVOUEVT] YpTON EVOC avOEAUIVOIKOD QTG TNG
katnyopiag. Enopévmg, n xprion avtod tov tpoidviog Ba mpénel va Paciletor oty extipnon g kade
UELOVOUEVTC TTEPITTMONG KO TIG TOTIKEG EMLONUOAOYIKEG TANPOPOPIES GYETIKG, LUE TNV 1GYXVOVCA
gvoioOnoia tov eV TV (OOV, TPOKEWEVOL Vo TEPLOPIGEL TNV TOAVOTNTO P0G HEALOVTIKNG
EUPAVIONG EMAEKTIKNG AVOEKTIKOTNTOC.

H yprion tov mpoidvrog Oa mpénet vo, facileton oty emifePformpévn ddyvmon Uikthg porvveong (M
oToV Kivouvo poAvvong, 6mov epappoletar  tpdAnym) v idwa otryun (PAEne emiong mapoypdapovg 4
Ko 8).

H amotereopatikdmta Kot tov evilikov Dirofilaria repens dev €xet pelet0el oe cuvOnkeg
EKTPOYPTC.

Ewdwn TpoguAiaén yia tn yopiynon oto (o
H Oepancia {dwv Bapovg tukpdtepov and 1 kg o mpénet va faciletor oTnv ekTipnomn Kivovuvov-
oOQELELNG.

H epmepia ypnong tov mtpoidvtog oe dppwota Kot e&acdevnuéva (Oa eival TEPLOPIGUEVT), MG EK
TOVTOV 1) YPNON TOL OTIG TEPMTOGELG AVTESG Oa Tpémetl va Paciletal oty ektipnon Kvévvov-
oeéLeLNG.

Mnv gpapuolete 6To oTOUN, GTO LATLN T} GTO AVTLA TOV {MOV.

B0 mpénet vo Aaufavetol ppoviida MGTE TO TPOIOV Vo, UV Katamivetotl amd ta (oo Kot vo
OTOQEVYETAL 1] ETOPT| UE T PATLOL 1] TO OTOUA TOGO TOV {HOL TOL AapPEveEL TO PAPUAKO OGO Kol QLTMV
7ov PBpiokovral minciov tov. Eéetdote mpocektikd tn cmoth HéB0d0 EQUpPUOYNS TOV TEPLYPAPETUL
oV Tapdypaeo 9, Wiaitepa OTL TO TPOIOV TPEMEL va. papuoleTatl oTo onueio Tov kabopileTon pe
okond va, ehayrotomoindet o kivduvog yia to {do va Aei&el To mpoidv. Aev emrpéneton To LM 6TA
omoia &xetl yopnynoei To pdppaxo va EABovv peta&d Tovg o eman. Agv emtpénetan 6to (O 6T
omoia £xet yopnynbei To pdpuaxo va EABovv oe emapn pe {da ota omoio dev Exel xopnynoei to

QAPLOKO LEXPL VO GTEYVMOGEL TO GTULELD EQAPLLOYTS.

e mepinton kotd Adbovg Myne tov apudikov amd to otoua Bo Tpénet va yopnynei
ocvpntopatiky Oepameio. Agv vdpyel Yvootd €101K6 avtidoto. Evosikvuton n ypnon evepyow
avOpaxa.

Oroav 10 Tpoidv epupproletol oe 3 £mg 4 dlapopeTikd onpeio, 0o mpémel va Aapupdvetor Wdiaitepn
opovtida dote To (Do va unv Aei&el ta onpeia epaproync.

Av10 10 TPOIOV TTEPLEYEL LOELDEKTIV (LOKPOKVKAIKT AUKTOV), ETOUEVMG 1010iTEPT) PPOVTida Dol
TPENEL VO, AAUPAVETAL Y10 TOVG GKOAOLS GLAGY TOTOV KOAeD 1} AyyAikog Toyeviog Kot Tmv
GLYYEVAV QUADYV, OCTE TO TPOIOV Va, Yopnyeital cmatd 6nmg mteptypdpetal oto kepdiao «OAHI'TEX
I'A TH 2QXTH XOPHI'HXH». Idwitepa de, O mpémet va mporapfavetal 1 amd Tov GTOUNTOC Ay
TOV PAPUAKOV OO GKLAOVG PUAGY TOTTOL KOAeD 1 AyyAkdg [Topuevikdc Kot TV GUYYEVOY PLAMV.

To Imoxat dev mpémet va E1GEPYETOL GTOV VIPOPOPO opilovta kKaBdg avTd gvdEyeTon va eivat
EMKIVOLVO Y1 TOVG 1y Beic Kot GAAOVG VOPOPLOVE opyaviGoDE: N po&dekTiv gival Waitepa ToEkn
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yio Tovg VOPOPLOVE opyavicpovc. Agv Ba Tpémel va emtTpEmETOL 1] KOAVUPNON Yo 4 NUEPES GTOVE
OKVAOVG peTd TV Bepameio.

H aocpddeia tov mpoidvtog £xel a&loroynel povo oe okbAovg Tov Ta&vopovvtar gite otnv Katnyopia
1 1 2 ¢ diporiapimong oe epyaoTNPLOKEC LEAETEG eite G€ Alyovg OKOAOLG TOV TAEIVOLOVVTOL TNV
Koatnyopia 3 o€ pia kMvikn HeAETN. ZOVERMC, 1) XPNOT O€ GKVAOLG LE EUPOVI 1] GOPaPE GUUTTOOTO,
g vooov, Ba mpénet va Paciletor o pocektikt| a&lohdynorn opélove- Kvovvov and Ttov Bepdmovia
Ktnviatpo.

MoAovOTL 01 TEWPAUATIKEG PLEAETEG YL TNV VIEPOOGOAOYIN £xouV dei&el OTL TO TPOiOV pmopel va
yopnynOel pe acpdieln oe GKOAOVG OV TOUPUGITOVVTOAL OO EVIIAMKEG LOPPEG TNG SIPOPIALPLHG, OV
£xel Kavéva, OepamevTIKO OTOTEAEGLO, KOTO TOV EVAAK®V Lope®v TG Dirofilaria immitis. Q¢ ex
TOVTOV, GLVICTATAL, Y10 OAOVG TOLG GKOLAOVG NALKING 6 VAV 1) TEPIGTOTEPO Kal 01 omoiotl {ovv o€
ePPAALOV OTTOV EVONLOVY SIPOPIAGPIEG VAL YIVETOL EAEYYOG TOPAGITMONG Old TG EVIAIKEG LOPPES TNG
Spoeiddplog Tpv T yoprynomn g Bepaneioc. Katd tnv kpion Tov Ktnvidtpov, LoAvcuévol koot Oa
npénel va, Oepameboviol pe Eva EVIAIKIOKTOVO Y10, TNV OTOUAKPUVGT] T@V EVAAIK®Y LOPPOV TOV
Spogprropidv. H acpdiera tov Imoxat dgv €xer a&loloynBel otav yopnyeiton v 010 nuépa mg
EVNAIKIOKTOVO.

H yudaxionpion etvar ToEikn oto TTva, Kupimg oTa Kavapivia.

Idwitepec TpouAGEeIc oL Tpémer va AapuBdvovtol amd To GTOUO TOL YOPNYEL TO KTNVIATPLKO
QOPUOKELTIKO TTPOioV og {da:

No amopgbyeTol 1 ET0PN TOL PAPUAKOD LE TO OEPUM, TO LATIO 1] TO GTOUA.

Agv mpénel va Ttivete, TpmYETE 1 KATVILETE KATH TNV SLAPKELD TNG EPAPLOYNG TOV PAPLLAKOV.

Noa TAévovTtal ETUEADS TO XEPLOL LETA TNV YPT|ON.

Metd ™ Yop1ynom Tov TPOIOVTOG LNV XoidEVETE 1| TEPUTOLEIOTE TO TPiY®O TOL {MOV £WG OTOL VA
GTEYVAOOEL TO OTUEI0 OOV EPAPUOGTIKE TO TPOIOV.

Noa TAévetar pe vepd Kol Gamovvl To dEpUa UeTE amd AAB0G Emapn LE TO XOPTYOVUEVO (PAPLLOKO.
Atopa pe Yvooto 16Toptko vepevaictnoiog oto £kdoyo (benzyl alcohol), oty widaxionpion 1 ot
po&dektivn Ba TpEmeL va yopnyovv To TPOIOV e TPOGOYT|. L€ TOAD CTAVIEG TEPIMTMOGELG TO TPOTOV
Umopel v TPOKOAEGEL ELOGONTOTTOINGT TOV GEPUATOC T} AVTIOPAGELS TOPOdLKOD YopakTpa (T.Y.
povdtacua, epefiopdc N aichnuo Kovcov/HupUnyKIaoUaTog).

e TOMD OTAVIEG TTEPIMTMCELS TO TPOIOV UTOPEL VO TPOKAAESEL EPEDIGIO TOV AVATVEVGTIKOD GE
guoicOnto dropa.

Edv to mpoidv e16éN0el ota patio katd Adbog, Tote va mAdvete Ta pdtio pe dpbovo vepod.

Edv ta countdpato oto patio Kot dEpo ETUEVOLV 1) To TPoidv Katd Aaboc katamobel, avalnteiote
apéomg atpikn fonbeia kot emidei&te 61OV 10TPO TO ECAOKAEIGTO PVALO 0ONYIDV YPNCEWDS 1| TNV
ETIKETA TOV POPLOKEVTIKOD TPOIOVTOC.

O S1ohdNG Tov Imoxat givar Suvatdv va dnpovpynoet KNASEG 1 VO KATAGTPEYEL KATA TV ETOQT] TOV
GUYKEKPLUEVD VAIKE, OTIMG OEPUA, DPAGLLO, TAAGTIKA, AIKAPIGUEVES ETPAVEIEG. META TV EQapUOYN
TOV TPOTOVTOG aprioate va. EaTUIoEl kal oty GuvéKEla Vo EADEL GE EMAQT [LE TETOLN VALK,

Eyxvpocivn kot yolovyio

H acpdAieia oeTikd e TNV YOPNYNOT TOL KTNVIOTPIKOD QOPIUKEVTIKOD TPOIOVTOC KOTA TNV OGpKELN
NG KUNoE®G Kat yolovyiog dev £xel emPefoiwbei ota €idn-oto)0VG. EMopévag, n yopnynon tov
TPO16VTOG OgV cLVIGTATAL GE (MO TOL TPOOPILOVTOL Y10l AVOTAPAY®OYN 1 KATE TN SIAPKELN TNG KUTITEMG
KoL yoAovyiog.

AMNAETOPAOELS e GAAD QOPUAKEVTIKG TPOTOVTO KOl GALEG LOPPEG AAANAETIOpAOTC:

Koatd v ddpkela g Oepaneiog pe Imoxat dev Oa mpémet va, xopryouviol GAAL AVTITOPOCITIKA
NG KaTNyopiog TV LOKPOKVKAK®OY AUKTOVAOV.

Agv damotodnikoy aAAniemdpdoelg peta&d tov Imoxat kot tv mAéov cuvibwv ce ypnon
KTNVIOTPIK®V POPUUKEVTIKOV TPOIOVIMV N UTPIKDV 1) YEPOVPYIKDV SL0SIKAGIDV.

H acedAeia tov Imoxat dtav yopnyeitatl v idto NuéPA ¢ EVIMKIOKTOVO Y10, TV ATOUAKPLUVOT)
TOV EVNAMK®V HOpOOV TNG Opopilapimong dev £xel agloloynOet.
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Yrepdocoroyia (CUURTOUATA, LETPO AVTLLETATIONG, OVTIIO0TA):

Agv TapotnpiOnkay avemBounTeg vEPYEIEG LETA OO TNV YOPNYNON OEKATAGGLOG TS CUVICTMOUEVNG
d0ong og eviiAkeg okvAovg. Tlevtamhdcio tng EAGYIOTNG CUVICTMUEVIG dOONG, YOPTYOVLEVNG OE
epdopadiaio pecodootnuate yio 17 efdouddeg, diepeuvndnke oe okOAOLG NAKiG GV TOV 6 UNvev
KoL oy KOAG avekTn xopic TV eREAvVIoT avemiBuunToV VEPYEL®Y N OVEMBOUNTOV KAVIKOV
CUUTTOUATOV.

Otav 10 Tpoidv yopnyHonKe o€ TEVIOTAAGIO TNG GUVIGTAOUEVTG 0OGNC 0€ VEAPOVS GKOAOLG K(OE 2
gPdoudoeg kot Yo 6 cuveyeic Oepoameieg, dev vNPEe avnovyio OGOV APOPAE TNV ACPAAELX.
IMopatnpndnkoy Topodikn Hodpiasct, GlEAOPPOLa, EUETOC, Kot TaPOdIKY ToYOTVOLo. € TOAD CTOVIEG
TEPMTMOOELG, LETA OO KOTA AAB0ovg AMyn amd TOV GTOUOTOG TOL PUPUAKOD 1 O TEPITTOON
vrepdocoroyiag, pmopel va epeovicBody vevpikd copntdpate (ToAAL 0md avTd elvol Tapodikon
YOPOKTNPA), OTTMG atatio, YEVIKEVUEVOC LVTKOG TPOUOC, 0POOALLKE TPOoPAT Ot (S1OCTOAUEVES KOPEG,
LKPY] HEIDGT) TOV OVTAVOKAUGTIKOD TOV POTOC, VOOTAYHOG), OVOUOAIEG GTNV AVOTVOT], GLEAOPPOLL
Ko eUeTOG.

2Kk0Aotl LANG TOmov Koled, evaicOntol oty 1Pepuektivy, 6€ 006N TEVIOTAAUCLOG TG GUVIGTOUEVNC,
EMOVOLOUBAVOUEVIIC UNVIOI®G, aVTATOKPiONKaY Y®mPIc avemBOUNTES EVEPYELES, OUMG 1) ACPAAELD TNG
efdopadiaiog epappoyng dev Exet diepevvnei oe oxvAOLE THTOL KdAeDh gvaicOntovg otnv
1Pepuextivn. Otav to 40% ¢ d6omg YopnynOnkKe amod to oTou eppovicOnkay cofapd vevpikd
cvpntopoata. Tétoln coprtdpato dev mapoatnpnOnkay otav xopnyndnke to 10% tng 066omc. ZxdAot
HLOALGUEVOL e EVIAIKEG OIPOPIALPIEG OEV EUPAVICAV OVETIBOUNTEG EVEPYELEG GE dOOT TTEVTUTANCLOL
NG GLVICTMUEVNG, XOPNYOUUEVTS KGBE 500 eBSONAdES KOt Yia TpElg cuveyeis Oepameiec.

Aovupatotneg:
Agv amartteitot.

13. EIAIKEX ITIPO®YAAEEIX AITOPPIYHX ENOX XPHXIMOIIOIHOENTOX
KTHNIATPIKOY ®PAPMAKEYTIKOY MTPOIONTOX 'H AAAQN YAIKQN ITIOY
ITPOEPXONTAI AITIO TH XPHXH TOY ITPOIONTOX

Ta eapuaxo dev TPETEL VAL OTOPPITTOVTOL LECH TOV ADUATOV 1) TOV OIKIAK®OV omofAntov. To
Imoxat dev mpémel va e16€pyeTal oToV LOPOPOPO opilovta KABDS avTo evogyeTar va gival
emKivouvo Yia Toug 1yBeig Kot dAAovg VOPOPLoVE OpYaviGHOVS. ZvpuPovievbeite Tov KTNVIATPO

G0G Y10 TOV TPOTO OTOPPIYTG TOV YpNnoipomonévioy eapudkmy. Ta péTpa avtd 0mocKOTOVY 6TV
TPOGTACiH TOV TEPPAALOVTOC

14. HMEPOMHNIA THX TEAEYTAIAY ET'KPIXHX TOY ®YAAOY OAHTI'TQN
XPHXEQX

Agmtopepeic TANPOPOPIES Y10 TOV TOPOV KTNVINTPIKO QUPUOKELTIKO TPoiov dtotifevtal 6Tov S1KkTLOKO
t6mo 1ov Evponaikod Opyavicpod dopudkov otn dievbvven http://www.ema.europa.eu/.

15. AAAEX ITAHPO®OPIEX

H yudoxAionpion dpo 0TOTELECUATIKA EVAVTIO OADV T®V TPOVUUPIKOV GTOSI®V Kol TOV EVIAK®OV
LOPO®V TV YOAA®VY. Ot TPOVOUPEG TV YOAL®V oV Bpickovtol 6To TEPIPAALOV pOVEDOVTOL OTAV
€éMBovv og emapn pe (do oT1o omoio yopnynONKe TO TPOIOV.

To @appako £xet EUpovn Spaom Kol TPOOTUTEVEL T GKVALY Yo 4 efSopddeg Hetd amd pio pévo
EQUPUOYT KAT TNG EMAVapOAVVONG HE Ta akOAovba mapdotita: Dirofilaria immitis, Dirofilaria repens,
Angiostrongylus vasorum.

Meléteg Tov 0EI0A0YOVV T PAPUUKOKIVIITIKY GUUTEPLPOPE TNG LOEWEKTIVING UETA A0 TOAALOTAES

EQupPLOYEC £d1&av OTL TO. emimeda 0pov oTadepng KOTAGTAGTC EMLTLYYAVOVTOL LeTd omd Ttepimov 4
Sradoyucég unviaieg Bepaneieg oe orOAOLG.
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Meyébn ovokevaoiag: 0,4 ml, 1,0 ml, 2,5 ml kot 4,0 ml avé mmérto.

Ka06e xovti and yoaptovi mepiéyet 1 1 3 mméteg o€ PEPOVOUEVO QOKEAAKLN OO GUALO GAOVLLVIOL.

Mmropei va, unv KuKAOQPOpPOUV OAEG 0L GLOKEVAGIES.

T"a omoladnmote TANPOPOPIa. GYETIKE LLE TO TAPOV KTNVIATPIKO PUPLOKEVTIKO TPOTOV, TapaKkaleicOs

va amevfuvheite GTOV TOTIKO AVTITPOGMITO TOV KATOYOL TG AOEL0C KUKAOPOPIaG.

Belgié/Belgique/Belgien

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea

Co. Galway

IE - Ireland

Tel: +353 91 841788

Peny06smka bearapus

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea

Co. Galway

IE - Ireland

Tel: + 353 91 841788

Ceska republika

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea

Co. Galway

IE - Ireland

Tel: + 353 91 841788

Danmark

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea

Co. Galway

IE - Ireland

Tel: +353 91 841788

Deutschland

aniMedica GmbH

a LIVISTO company

Im Siidfeld 9

D-48308 Senden-Bosensell

Eesti

AS Dimedium
Roheline 9, Tahtvere,
61410 Tartu, Estonia
Tel: +372 739 0660
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Lietuva

Dimedium Lietuva UAB
Islandijos pl. 217-13, LT-49165
Kaunas, Lithuania

Tel: +370 615 64241

Luxembourg/Luxemburg

Chanelle Pharmaceuticals Manufacturing
Ltd. Loughrea

Co. Galway

IE - Ireland

Tel: + 353 91 841788

Magyarorszag
Alpha-Vet

Hotherr Albert ut 42.
1194 Budapest,
Hungary

Tel: +36 22 516 402

Malta

Chanelle Pharmaceuticals Manufacturing
Ltd. Loughrea

Co. Galway

IE - Ireland

Tel: +353 91 841788

Nederland

Chanelle Pharmaceuticals Manufacturing
Ltd. Loughrea

Co. Galway

IE - Ireland

Tel: + 353 91 841788

Norge

Chanelle Pharmaceuticals Manufacturing
Ltd. Loughrea

Co. Galway

IE - Ireland

Tel: + 353 91 841788



Elrada

PROVET A.E.:

AEQOOPOX EAEYOEPIAY 120,
EAEOYZA, TK 45500, IQANNINA,
EAAAAA,

mA: +302105508500, +302105575770

Espaiia

Industrial Veterinaria, S.A.

a LIVISTO company
Esmeralda, 19

08950 Esplugues de Llobregat
(Barcelona) Espana

France

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea

Co. Galway

IE - Ireland

Tel: +353 91 841788

Hrvatska

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea

Co. Galway

IE - Ireland

Tel: +353 91 841788

Ireland

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea

Co. Galway

IE - Ireland

Tel: + 353 91 841788

Island

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea

Co. Galway

IE - Ireland

Tel: + 353 91 841788

Italia

Industria Italiana Integratori TREI S.p.A.
a LIVISTO company

Viale Corassori, 62

41124 Modena (Italia)

Kvnpog

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea

Co. Galway

IE - Ireland

Tel: + 353 91 841788
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Osterreich

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

IE - Ireland

Tel: + 353 91 841788

Polska

LIVISTO Sp. z o.0.

ul. Chwaszczynska 198 a
81-571 Gdynia

Polska

Portugal

VETLIMA, S.A.

Centro Empresarial da Rainha, Lote 27
2050-501 Vila Nova da Rainha
Portugal

Tel: +351 263 406 570

Romania

Chanelle Pharmaceuticals Manufacturing
Ltd. Loughrea

Co. Galway

IE - Ireland

Tel: +353 91 841788

Slovenija

Chanelle Pharmaceuticals Manufacturing
Ltd. Loughrea

Co. Galway

IE - Ireland

Tel: + 353 91 841788

Slovenska republika

Chanelle Pharmaceuticals Manufacturing
Ltd. Loughrea

Co. Galway

IE - Ireland

Tel: +353 91 841788

Suomi/Finland

Chanelle Pharmaceuticals Manufacturing
Ltd. Loughrea

Co. Galway

IE - Ireland

Tel: +353 91 841788

Sverige

Chanelle Pharmaceuticals Manufacturing
Ltd. Loughrea

Co. Galway

IE - Ireland

Tel: +353 91 841788



Latvija

AS Dimedium Latvija

Ozolu iela 28, Jaunmarupe,
Marupes novads, LV-2166, Latvia
Tel: +371 67610001
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United Kingdom (Northern Ireland)
Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

IE - Ireland

Tel: + 353 91 841788
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