ITAPAPTHMA 1

IEPIAHYH TON XAPAKTHPIZTIKQN TOY IIPOIONTOX



1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

MiPet Easecto 5 mg pacopeva diokia yio oxdrovg 1,3-2,5 kg
MiPet Easecto 10 mg pacopeva diokia yio okoilovg >2,5-5 kg
MiPet Easecto 20 mg poacopeva, diokia yio okviovg >5-10 kg
MiPet Easecto 40 mg pacopevo, diokio yio okvolovg >10-20 kg
MiPet Easecto 80 mg pacopeva diokia yio okoilovg >20—40 kg
MiPet Easecto 120 mg pacoueva dtokia yio oxdAovg >40-60 kg

2. TIOIOTIKH KAI MIOXOTIKH XYNOGEXH
Kdabe diokio mepiéyet:

APUGTIKO CVGTUTIKO:

MiPet Easecto pooc®pevo, o1okia sarolaner (mg)
v okviovg 1,3-2.5 kg 5

yio 6KOAOLG >2,5-5 kg 10

yio okdAovg >5-10 kg 20

v okvAovg >10-20 kg 40

v okviovg >20—-40 kg 80

v okviovg >40-60 kg 120

"Exooya:

HoroTiKi] 60vOgo EKOOY MOV Kol GALOV GCVGTATIKOV

Hypromellose acetate succinate, medium grade

Lactose monohydrate

Sodium starch glycolate

Silica, colloidal anhydrous

Magnesium stearate

Maize starch

Confectioner’s sugar
Glucose, liquid (81.5% solids)
Spray dried pork liver powder

Hydrolysed vegetable protein

Gelatin type A

Wheat germ

Calcium hydrogen phosphate anhydrous

ALGOTIKTO, LOGOUEVA O10KI0 KAPE YPDUATOG, TETPAYDVOV GYLOTOC, L€ OTPOYYVAEUEVEC AKPEC.
O avaylveog aptBpog otn pio TAELPE OVAPEPETOL GTNV TEPIEKTIKOTNTO (ME) TOL JIoKIOL: «5», «10»,
«20%», «40», «80» 1 «120».



3. KAINIKEX TIAHPO®OPIEXZ

3.1 Eion {oov

XKOAoL

3.2  OgpamevTikég gvocitelg Yo ka0e gidog {@ov

INa ™ Ogpancia TV Topacit®ce®V 0o KpdTtmVveS (Towmovpia) (Dermacentor reticulatus, Ixodes
hexagonus, Ixodes ricinus xon Rhipicephalus sanguineus). To KTNViATPIKO POPUAKEVTIKO TPOTOV EXEL
apeon Kot eppéEvovoa dpaon BovATmong KpoT@V®Y Yo TOLAGYIoTOV 5 efdopnddec.

['a ™ Bgpaneio tov mopacttdcewv and yorlovs (Ctenocephalides felis kon Ctenocephalides canis).
To KINVIATPIKO PAPUAKEVTIKO TPOTOV EXEL dpeon Kot eppévovcsa dpdon Bavdtmong WOAA®V Yo
TOVAdIoTOV 5 gfdopddec. To KITNVINTPIKO QUPIOKEVTIKO TPOiOV Umopel vo xpnotpuomom el mg uépog
NG OEPATEVTIKNG GTPATNYIKNG Y10, TOV EAEYYO TNE OAAEPYIKNG deppaTitidag amd yoAlovg (FAD).

INa ™ Ogpaneia ¢ caprontikng yopog (Sarcoptes scabiei).
['a ™ Bepaneia tov mopacttdcenv and wtikd axdpea (Otodectes cynotis).
IMa ™ Ogpancia g depodnkwong (Demodex canis).

INo peiowon tov kivdvvov poAvveng e Babesia canis canis péc® petddoons ond Dermacentor
reticulatus ywo. 28 nuépeg puetd ) Oepaneia. To amotédespa eivor EUPEco AOY® TG dPAGNC TOV
KTNVIOTPIKOD PAPUOKEVTIKOD TPOTOVTOG EVAVTL TOV POPEQ.

Ot yOAAOL Kt 01 KPOT®VES (TGIUTOVPLR) TPETEL VO TPOSKOAANB0HV oTOV EEVIOTN KOl VAL apYicOoLV val
TPEPOVTOL, TPOKEWEVOL VO EkTEDODV 6N dPaCTIKY OVGia.

3.3  Avrevositeg

Na un ypnoiponoleital o€ TEPInT®OoN LIEPELOICONGING GTO OPAGTIKO GLGTATIKO N G€ KATO10(0t)
éxdoyo(a).

3.4 Ewwkéc mpogtdoomonoels

H petddoon tov B. canis canis 6gv UToOpel vo 0mOKAEIGTEL EVTEADC, KOMDG o1 kpoTtwveg D. reticulatus

TPENEL VoL TPOSKOAANBoVV 6Tov Egviatr| pv BavatmBovv. Kabdg to akapeoktdvo anotéAesio KoTd

tov D. reticulatus pmopel va ypeloctel £mg kot 48 mpeg, dev pmopel va anokAielotel | petddoon tov B.
canis canis Katd Tig mpdtes 48 dpec.

H ypfion tov KTnviatptkod eoprokenTikoD mtpoiovtog Oa mpénet vo facileTol oty TOmIK
EMONUIOAOYIKT] KATAGTOOT], CUUTEPILOUPAVOUEVIC TNG YVDONG TOV ETIKPATOVVTOG EI00VG KPOTOV®Y,
KkaBdg glvar dSvvarti 1 petddoon Tov B. canis and €101 KpotdV®V £KTOG TOV D. reticulatus Ko o
TPENEL vaL amoTEAEL LEPOG EVOG OLOKATPOUEVOD TPOYPALLATOS EAEYYOV Y10 TV TPOANYN TNG
petdooonc tov Babesia canis.

3.5 Idwitepeg mpo@uiaters Katd tn ypion

[S1aitepec TPOELAGEELC V1o TNV ao@oAT ¥p1ion ota 1N (hwv:

Adyoamovciog dtubéoipumv dedopévov, 1 Bepameio TV vEaPOY GKOA®V NAKIOG LKPOTEPNC TV 8
gPSoUAdMY KoM TV KOLTAPL®V e mpatiko Bapog pikpdtepo and 1,3 kg o npénet va foaciletot o
pia. a&loAdynon oeEA0LG-KIvoUvVoL ot Tov vIELOLVO KTNVITPO.




Idwaitepeg Tpo@LAGEELS TOL TPETEL VoL AauBavovTal amd To GTOUO TOV YOPNYEL TO KINVIOTPIKO
QOPUOKEVTIKO TPOoidV oe (Mol
Noa TAévete Ta ¥EPLA GOC PETE TO YEPIGUO TOV KTNVIOTPIKOD (POPLOKEVTIKOD TPOTOVTOG,.

H tuyaio katdmoon Tov KviaTpikod QopUOKEVTIKOD TPOTOVTOG EVOEXETOL SLVNTIKE VO TPOKAAECEL
avemBOUNTEG EVEPYELES, OTMOC TPAGKALPO SIEYEPTIKA VELPOLOYIKA cuumtdpota. [Tpokeévon va
AmOTPATEL | TPOGPOOT| TOV TUOIDV GTO KTIVINTPIKO QOPUOKEVTIKO TPOIOV, LOVO EVO LOCGOUEVO
dwokio Oa mpémet vo agaipeital kdbe popd amd T cvokevacia blister (KoyéAn) Kot pdévo dtov
arorteital. H ovokevacio blister Oo mpénel vo emiotpépetar LG 6TO KOLTL AUESMG UETE TN YPTIoN
Kot To Kouti Ba Tpémel va puAGGGETOL og BEom oV dev PAETOLY Kot deV Tpooeyyilovy Ta Tadld. X
nepintwon Tuyaiog Katdmoongs, vo avalntioete apéoms wTptkt fondeia kot vo emideifete oTov 10Tpo
TO ECAOKAELGTO PVALO 0ONYIDV XPNCEMG 1 TNV ETIKETA TOV PAPUAKEVTIKOD TPOIOVTOC.

[dwaitepeg TPOQLAGEELS Y10 TNV TPOOTAGLO TOV TEPIPAAAOVTOC:
Agv 1oyveL.

3.6 AvemOvunta coppavra

YKkoAoL

[ToAv ondvia yaoTpeviepikés dtotapoyis (0mmg petog kat Sibppoto)’

(<1 {oo / 10.000 6 Oepameio (Do, | ovotnuikés Srtatapayss (Onwg Afdapyog, avopeé&io)!
CLUTEPILAUPAVOUEVOV TOV

LELLOVOUEVEY aVEQop@Y): vevporoyikéc Sratapayéc (0nme Tpduog, atatio, oracuoi)’

"Hrmieg kon mopodikég
2X1T1¢ TEPIOGOTEPEG TEPIMTMOGELG OVTE TOL CLUTTOATO. Eivan TAPOSIKAL.

H avapopd avemBountov cuoppdviov sivor onpovtikni. Emttpénet ) cuveyn topakoilovdnon e
UOQUAELNG EVOG KTNVIOTPIKOD QAPUAKEVLTIKOD TPoiovTog. O avapopic TPETEL VO OMOCTELAOVTOL, KOTA
TPOTIUNOT LECH KTNVIATPOV, E(TE GTOV KATOYXO TNG AOELNG KUKAOPOPING 1) GTOV TOTIKO QVTITPOCMTTO
ToV gite oV €0V apuddIo Py LECH TOL EBVIKOV GUGTAATOG OVOPOPAC. AvatpeEte To POALOD
00N YDV YPNOTG Y10 TO AVTIGTOLY O GTOLYEID EMKOVOVIOG.

3.7 Xpion katd TV KON61), TN YoAoV)ia 1] TNV MOTOKIM
H ac@dieia Tov KTNVIOTPIKoD QopUaKeLTIKOD TPoidvTog dev £xel amoderydel Katd T dlapKeLo TNG
KONoNG Ko TG Yarovyiag 1 o {da mov Tpoopilovtal yio ovoTapoy®yn. & EPYOCTNPLOKES LEAETEG OE

apoLvPaiovg Kot KouvEALD dev vanpEav eVOEiEELS Yo TUYOV TEPATOYOVO OpAoT).

Kdnon kot yohovyio.:
Agv GUVIOTATOL 1] XOPNYNON KOTA TN SLAPKELN TNG KONGNG Kot TG YoAlovyiog.

Tovyom o
Noa pnv yopnyeiton og {da avamapaymyngs.

3.8 Alniemidopaon pe ALY QUPUOKEVTIKA TPOTOVTO KUl AALEG HOPPES UAMAETTIOPAGTG

Agv glval yvootr| Koo

Koatd ™ didprela kKAvik®ov HeLeT®dV 6T0 TEdio, deV mapatnpninkay aAANAETOPACELS OVALESH OE
aUTO TO KTIVINTPIKO QOPLOKEVTIKO TPOIOV KOl T0, GLVAOWME YPTGULOTOIOVUEVE, KTIVIOTPIKA
POPULOKEVTIKA TTPOTOVTOL.

e neAéteg acPaAELng 6TO EPYACTNPLO, OEV TTopatnpROnKay aAnAemidpaoelg dtav To sarolaner
ovyyopnynOnke pe o&iun wAumepvkivng, Lo&ldektivn Kot ToUoTkn TupavTéRT. (Xe avTég TIg pehéteg N
OTOTEAECUATIKOTNTO OEV £EETACTNKE).



To sarolaner cuvdéeton oe PeYAAo Pabud pe TIC TPMTEIVES TOV TAACUATOS KOl UITOPEL VO AVTOYOVIOTEL
GAAQL, 1GYVPAOC OEGUEVOLEVO, PAPLLOKO, OTTWE TOL LT GTEPOELDN AVTIPAEYUOVAOIN Qapuako (MZAD) kat
T0 TOPAy®Yo Kovpopiving Papeapivn.

3.9 Odoi yop1ynong kot docoroyia

T"a amd tov eTdpaTOg YPNON.
Ta diokio pwopovv va yopnynbdovv pe N yopic Tpoen.

To KINVIATPIKO POPUAKELTIKO TPOTOV TPETEL va. yopnyeitan o€ pio d6omn Twv 2—4 mg/kg copaticon
Bapovg, copemva pe tov akdAovbo mivaxo:

Yopotiké Bapog IeprekTikOTNTO OL10KIOV ApOuog drekiov Tpog

(kg) (mg sarolaner) xopnynon

1,3-2,5 5 "Eva

>2,5-5 10 ‘Eva

>5-10 20 Eva

>10-20 40 Eva

>20-40 80 ‘Eva

>40-60 120 ‘Eva
>60 Kotdiiniog cuvdvacpog diokimv

XpNOILOTOGTE TOV KATAAANAO GUVILAGHO 0o TIG OL0OECIUEG TEPIEKTIKOTNTES, OGTE VoL EMTEVYDEL N
cuvictopevn d6on tov 2—4 mg/kg.

T va eEacpariotel 1 66T 0060 0Yia, TO cOUATIKO Bdpoc Ba mpémetl va Tpocsdiopiletar 660 TO
duvatov akpiBéotepa.

Ta d1oKio, TOV KTNVIOTPIKOD QOPUOKEVTIKOD TPOIOVTOG EIVOL LOGMLEVE, KOL EDYEVGTO, KOl
KATOVOADVOVTOL IE EVKOAID aTd TOVG GKDAOVC, OTaY TPOGPEPOVTAL amd Tov 1010kTNTN. Edv 10 d1oKio
dev Inoebei okelo0eldg amd 10 oKvAO, uropel emiong va yopnyndet pe v tpoen N anevbeiog oTo
otoua. Ta diokio dev o pémet vo. drapodvTat.

Hpdypoppo Bepaneiac:

IMao BEATIOTO EAEYYO TOV TOPUCITOCEDY OO KPOTMVEG KO YWHAAOVG, TO KTNVIATPIKO POPUAKEVTIKO
TPOiOV TPEMEL VoL YopnyeiTal o pnviaio dtooTALTa, Kot Vo cuveyiletat ) xoprynon tovg kab' dAn v
7EP1000 TOV KPOTOVMV KOV TOV YOAA®V e BACT TIC TOTKEG EMIONUIOAOYIKES KATAGTAGELS.

T'a ™ Bepaneia Tov Tapacitd@cemv and otikd axdpea (Oftodectes cynotis), o Tpémel va, yopnyeital
pla epdmas d6om. Mia mepattépw knviotpikn e&€taon cuviotdral, 30 nuépeg petd ) Bepaneia,
kaBdg opropéva {da pmopet va ypedlovtar pio devtepn Bepaneia.

IMa ) Ogpaneio g coPKOTTIKNG YOPOS (Tov Tpokaisitol amd Sarcoptes scabiei var. canis), Oa,
TPENEL VO, yopnyeital pia epdmal 660m og pnviaio SOCTHUATA Y10l SDO GUVEXOUEVOLG UNVEG.

IMa ™ Ogpaneia g depodkwong (mov Tpokaeital and Demodex canis), n yopiynon piog epdma
d00Mg [a POPA TO UNVOL Y10l TPELG OLAO0YIKOVG UNVEG EIVOL OMOTELECUATIKT KOl 00N YEL GE OTLOVTIKY
Bektioon tov KAvikedv copntopdtov. H Bepancia Oo mpénetl va cuveyiotel péypt n omdEeon Tov
d€pLOITOC Vo gfvorl apvnTIKT TOLAGYLIGTOV G€ 600 SLOOOYIKEG TEPUTTMGELS GE OLAGTNO EVOC UNVOC.
A&gdopévou Ot 1 deOIMKMGT| Elvarl o, TOAV-TOPAYOVTIKT VOCOG, Eival GKOTIO emiong va.
BepameveTol OTOIONTOTE VITOKEIUEVT] VOGOG KATAAANAQL.

3.10 Zvoprtdpote vIEPSOGOA0YINS (KUl KUTA TEPITTMON, HETPU AVTINETOTICNS KOl AVTIOOTA)
210 mePMPLO Hog PLEAETNG AGPAAELNG, TO KTNVIATPIKO QOPUAKEVTIKO TPoidV YopnynOnke amd tov
otouaTog og kKoutdPio Beagle nikiag 8 efdopddmv, oe 66ce1g 0, 1, 3 kot 5 popég tn péyiotn 860

éxbeong tov 4 mg/kg oe daotnuata 28 nuepdv yia 10 docelc. Agv mapotnpnOnkoy avemBOunTeg
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gvépyeleg ot uéytotn doom £kbeong tov 4 mg/kg. XTic opddec vtepdocoroyiag, TopatnpHOnKoy
TOPOSIKA Kot VTOTEPLOPILOLEVO VEVPOAOYIKA CUUTTOUATO 0 PEPKE {da: 10 TPEUOVAO OTNV
TpuAdoia omd T PEYIeTN 800 £KBECNC Kol OTOGHOL 6TV TEVTATAASLA atd TN UEYIGTN dOCT)
éxBeong. Ohot o1 oxOAOL avappmcay ywpig Oepameia.

To sarolaner givat kaAd avektd og Collies pe avendpkela tolvaviextikng npwteiving 1 (MDRI1 -/-),
UETE omd ePATOE amrd TOV GTOUNTOG YOPTYNOT OTNV TEVIOMAAGLO OO TI GUVIGTOUEVT] d00T). Agv
mapoTnpRONnKay KAvikd coprtdpate oyetilopeva pe ) Oepamneio.

3.11 Ewwoi mepropiopoi (p1)ong Kot E01KEG cuvOKes ypfionc, copmepriapfavopévov
TEPLOPLOIAV OTI| YP1]OT] AVTIHIKPOPLOKAOV KO AVTITOPUCLTIKAOV KTIVIITPIKAOV
PUPUIKEVTIKOV TPOTOVTMV TPOKELPEVOV VO, TEPLOPLOTEL 0 KIVOVVOG avVATTUENS UVTOYNS

Agv 1oy0eL.
3.12 Xpoévor avopovig

Agv 1oy0et.

4. OAPMAKOAOI'IKEX IAHPO®OPIEX
4.1 Kaodwkog ATCvet: QP53BE03
4.2 @oppokodvvopky

To sarolaner givat éva akopeOKTOVO KOl EVIOHOKTOVO OV OVIKEL OTNV OIKOYEVELL TV 1G0EA0AIVOV.
O mpaTapyKodg 6TOY0S TG Opdiong Tov sarolaner og £vtopa Kot aKdpen gival o AEITovpyKog
OUTOKAEIGHOG TPOGOETOEEAPTOUEVDV SLOA®Y YAwpiov (vodoyeic GABA kot vrodoyseic
yAovtapvikov). To sarolaner mapepmodilel Tovg TPOGIETOEEAPTMOLEVOLS dlavAOVG YAmpiov TOTOV
GABA Kot YAOUTAHIVIKOD GTO KEVIPIKO VEVPIKO GUGTILO TOV EVIOU®V Kot TV oKapemv. H drakomm
NG AELTOVPYIONG OVTOV TV VITodoYEwV amd To sarolaner eumodilel TNV ATopPPOPNOT| TOV 1OVIOV
YAOPiov 0o TOVG TPOGOETOEEUPTMUEVOVS dLOAOVG YAmpiov Tomov GABA kot yAoutopikov, pe
amotéAeoa TV ovEnpévn vevpikn d1éyepon Kot Tov Bdvato Tov tapdoitov-ctoyov. To sarolaner
TOPOLGIALEL LYNAOTEPT AEITOVPYIKT IKAVOTNTO OLOKOTG AELITOVPYIOG TMV VTOOOYEDV TOV
EVIOUOV/AKAPEDYV GE GUYKPLON UE TOVG LTTOJ0YELS TV OnAactikdv. To sarolaner dev oAAnAenidopa pe
YVOGTA EVIOLOKTOVA onUeia SEGUEVOTG TOV VIKOTIVIKOV 1} dALD EVTOLOKTOVO TOV Y-OULVOBOVTUPIKOD
o&éog dnmmg veovikotivoeldn, fiprole, pidPepvkives, afeppextiveg kot kukhodiévia. To sarolaner givon
dpaoTIKO EvavTl TV evilikeov YoAwv (Ctenocephalides felis ko Ctenocephalides canis), kaB®Og Kot
SpOpmV WGV KPoTdV®V 0w Dermacentor reticulatus, Ixodes hexagonus, Ixodes ricinus,
Rhipicephalus sanguineus kol tov axapewv Demodex canis, Otodectes cynotis ko Sarcoptes scabiei.

IMa toug yoAAOVG, 1 Evapén TG amoTeEAESHOTIKOTNTAG Eival EVTOg 8 mpmV amd TNV TPOSKOAAN G KATA
1 SLAPKEL TG TEPLOSOV 28 NUEPDV PETE TN XOPNYNOT TOV KTNVIATPIKOD QOPLOKEVTIKOD TPOTOVTOG,.
IMa tovg kpotwveg (1. ricinus), | Evopén TG OTOTEAECUATIKOTNTAG gival eviog 12 wpadv amd v
TPOCGKOAANGN KOTA TN StpKeELR TNG TEPLOOOL 28 NUEPDV LETA TN YOPNY|ON TOL KTNVLIOTPIKOD
(QOPLAKEVTIKOV TPOiOVTOG. Ot KpOTMVEG OV PBpickoviav Tavm 6to LMo Tptv amd T YopnyNnon
Bavatmvoviat evtog 24 mpdv.

To KITNVITPIKO POPUAKEVTIKO TPOTOV BOVATMVEL TOLS YOALOVE TOV £YOVV UOALG EUPOVICTEL TAV® GTO
GKUAO, TPV UTOPEGOLY VAL YEVVIIGOLV QUYL KO, ETOUEVMG, AMOTPENEL TN LOALVGT) TOV TEPPAALOVTOG
amd YOAAOVG, GE TTEPLOYES OTTOL O GKLAOG £XEL TPOGROOT).

4.3 @oppoKoKIVNTIKY

H Produobeoipdtnra tov sarolaner petd amd tnv and ToL GTOUATOG XOP1YNoT NTav vVYNAN 610 >85%.
To sarolaner fTav avaioyo tng 66ong o€ oxbAovg Beagle, 6tav yopnynornke oe 06G€1C 0md TO EMIMESO
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TpoPremduevng yprong Tov 2-4 mg/kg émg to. 20 mg/kg. H petaysupotiky KatdotaoT Tov GKOAOD
dev emnpedlel onUavVTIKE TNV EKTACT TG ATOPPOENONG TOV.

To sarolaner npocdiopictnke OtL £xel younAn kébapon (0,12 ml/min/kg) kot HETPLo OYKO KATOVOUNG
(2,81 1/kg). O ypovog nuicetog {ong NTov GVYKPIGLOC Y10, THY EVOOPAEPLA KOt TN 6TOUATIKT 000 og 12
kat 11 nuépeg, avtiotorya. H mpwteivn mAdopatog mpocdiopictnke in vitro kot VTOAOYIGTNKE GTO
>99,9%.

Y& uelétn katovopr|c Stomotd@dnke 6Tt Ta oyeticd vroreippato “C-sarolaner katovépovtal evpémg
67T0VG 16T0VG. H amopdkpuven amd 16Tovg fTay GUVETNG Le TNV npiceto (o1 o1o TAdcUa.

H xOpro 006¢ amoPoAng etvat 1 YOAIKY OTEKKPIGT TOV UNTPKOV LOPiov, [LE ATOBOAN LECH TV
KOTPAV@V.

5. DOAPMAKEYTIKA XTOIXEIA

5.1 Kopeg acopparotnreg

Agv 1oy0eL.

5.2 Awpkera Long

Adipreta oG TOL KTNVIOTPLKOD PAPUAKEVTIKOD TPOIOVTOG GULPMVA LE T GLOKEVAGIN TdANoNS: 30
Hiveg.

5.3 Iowirepeg mpo@urders katd T @OLAEN TOV TPOIOVTOG
AVT0 TO KTNVIATPIKO PAPUOKEVTIKO TPOTOV dev amartel Wiaitepeg cuvOnKeg EOAOENG.
5.4 ®von ko 6OVOEST TNG GTOLYELDOOVS CVGKEVUGIOGS

dvAlo aArovpviov/cvokevacio blister adovuiviov.
Kabe kipdtio mepiéyet pio koyéin (blister) pe 3 dokia.

5.5 Ewwég mpo@uragers amoppryng evog un yPcIHoToIn0£vTog KTNVIATPIKOD QUPIOKEVTIKOD
TPOIOVTOG 1] GAAOV VAMKAOV TTOV TPOEPYOVTUL OTTO T1) Y P1]O1) TOL TPOIGVTOS, AV VTLEAPYOVY

Ta eapuaKo dev TPETEL VO OTOPPITTOVTOL LECH TOV ADUATOV 1) TOV OIKIAKOV OTOPANTOV.
XpNGILOTOGTE TPOYPAUUATO, EXLGTPOPNS POPUAKDV Y10 TV OTOPPIYT U1 XPTOOTONOEVT®DV
KTNVIOTPIK®V QOPUOKEVTIKOV TPOIOVI®V 1 GAA®Y VAIK®OV OV TPOEPYOVTOL amd TN YP1ON TOVG
GUUPMOVO, [LE TIG TOTIKES AOLTNOEL KOt LE TUYOV €BVIKA GLGTILATO GLAAOYNG TTOV 1GYVOVV Y1d TA
GYETIKA KTNVIOTPIKE QAPUOKEVTIKA TPOTOVTOL.

6. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Zoetis Belgium

7. APIOMOZ(0OI) AAEIAX KYKAO®OPIAX

EU/2/17/220/001-006



8. HMEPOMHNIA ITPQTHX EI'KPIXHX

Hpepounvia mpatng éykpong: 31/01/2018.

9. HMEPOMHNIA TEAEYTAIAYX ANAOEQPHXHX THX IIEPIAHYHX TQN
XAPAKTHPIZTIKQN TOY ITPOIONTOX

10. TAZINOMHXIH TOQN KTHNIATPIKQN ®APMAKEYTIKQN ITPOIONTQN
Noa yopryeital LOvov e KTNVIOTPIKT GLVTAYY.

Aentopepeic TANPoQopieg Yio TO &V AOY® KTNVIATPIKO QOPLOKEVTIKO TPoidv eivar dtabéoiueg otn fdaon
dedopévov g EE yuo ta ktnviatpikd wpoidvta (https://medicines.health.europa.eu/veterinary).



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

ITAPAPTHMA 11
AAAQOI OPOI KAI AITAITHXZEIX THX AAETIAYX KYKAO®OPIAX

Koavévag.



ITAPAPTHMA 111

ENNIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX

10



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

XAPTINO KOYTI

1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

MiPet Easecto 5 mg pacopeva diokia yio oxdrovg 1,3-2,5 kg
MiPet Easecto 10 mg poocopeva diokia yio okviovg >2,5-5 kg
MiPet Easecto 20 mg poacopeva diokia yio okviovg >5-10 kg
MiPet Easecto 40 mg pacopeva diokia yio okvoilovg >10-20 kg
MiPet Easecto 80 mg pacopeva dickia yio okvlovg >20—40 kg
MiPet Easecto 120 mg pacopevo dtokia yio. skbAovg >40-60 kg

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

sarolaner 5 mg
sarolaner 10 mg
sarolaner 20 mg
sarolaner 40 mg
sarolaner 80 mg
sarolaner 120 mg

3. YXYXKEYAXIA

3 dokio

4.  EIAOX(H) ZQOY(QN)

YxOAOL.

| 5. ENAEIEEIZ

| 6.  OAOI XOPHTHZHX

Amo6 Tov 6TOHNTOG XPNON.

| 7. XPONOI ANAMONHX

‘ 8. HMEPOMHNIA AHEHX

Exp. {up/ecee}
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‘ 9. EIAIKEX XYNOHKEX AIATHPHXHX

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

AwPaote T0 POALO 0INYIOV XPNOTG, TPV ATO TN YPNON.

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

ATOKAEIOTIKA Y10 KTNVIOTPIKN (PNOM.

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

Na puAdooetol og 06om v onoia dev PAETOVY KoL dev Tpoceyyilovv Tatdd.

13. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Zoetis Belgium

14. APIOMOI AAEIAY KYKAO®OPIAX

EU/2/17/220/001 (5 mg, 3 diokia)
EU/2/17/220/002 (10 mg, 3 diokia)
EU/2/17/220/003 (20 mg, 3 diokia)
EU/2/17/220/004 (40 mg, 3 diokia)
EU/2/17/220/005 (80 mg, 3 dickia)
EU/2/17/220/006 (120 mg, 3 diokio)

‘ 15. APIOMOX ITAPTIAAX

Lot {ap1Buoc}
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EAAXIXTEX ENAEIZEIX TIOY IIPEITEI NA ANAI'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

KYYEAH (BLISTER)

‘ 1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

MiPet Easecto

tal

‘ 2. MNOXOTIKA XTOIXEIA TQN APAXTIKQN OYXIQN

1,3-2,5 kg
>2,5-5kg
>5-10 kg

>10-20 kg
>20-40 kg
>40-60 kg

5 mg
10 mg
20 mg
40 mg
80 mg
120 mg

‘ 3. APIOMOZX ITAPTIAAX

Lot {ap1Buog}

‘ 4. HMEPOMHNIA AHEZHX

Exp. {up/ecee}
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B. PYAAO OAHI'TQN XPHXHX
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®YAAO OAHTIQN XPHXHX
1. Ovopacio ToOV KTNVIITPIKOD QUPUIKEVTIKOD TPOIOVTOg

MiPet Easecto 5 mg pacopevo diokia yio oxviovg 1,3-2,5 kg
MiPet Easecto 10 mg poacopeva, diokio yio okdlovg >2,5-5 kg
MiPet Easecto 20 mg poacopeva diokia yio okviovg >5-10 kg
MiPet Easecto 40 mg pacopevo, diokio yio okvolovg >10-20 kg
MiPet Easecto 80 mg pacopevo, diokia yio okolovg >20-40 kg
MiPet Easecto 120 mg pacopeva diokia yio oxdvAovg >40-60 kg

A YvvOeon

Ka0e diokio mepiéyet:

MiPet Easecto pooc®pevo, o1okia sarolaner (mg)
v okviovg 1,3-2.5 kg 5

yio 6KOAOLG >2,5-5 kg 10

yio okdAovg >5-10 kg 20

v okvAovg >10-20 kg 40

v okviovg >20—-40 kg 80

v okviovg >40-60 kg 120

ALGOTIKTO, LOCOUEVE O10KI0 KAPE YPDUATOG, TETPAYDVOV GYLOTOS, LLE OTPOYYLAEUEVEC dKpec. O
avayAveog aplBudc ot pio TAELPE AVOQEPETUL OTNV TEPLEKTIKOTNTA (ME) TOL S1oKion: «5», «10»,
«20%», «40», «80» N «120».

3. Eion Loov

YxOAOL.

4. OepamevTiKég evosielg

INa ) Bepancio TV Tapacit®ce®v 0o Kpdtoveg (Toyumovpia) (Dermacentor reticulatus, Ixodes
hexagonus, Ixodes ricinus xouw Rhipicephalus sanguineus). To KTVIOTPIKO QUPLOKEVLTIKO TPOTOV €xEL
apeon Kot eppévovoa dpdon BovATmong KpoT@V®Y Yo TOLAGYIoTOV 5 efdopnddec.

INa ) Ogpaneia TV mapactt@cewv omd Yorhovg (Ctenocephalides felis ko Ctenocephalides canis).
To KTNVIATPIKO PAPUAKEVTIKO TTPOTOV EXEL Gpeon Kot eppévovoa dpdon Bavdtmong YOIV yia
TovAdyiotov 5 gfoopddec. To KTNVINTPIKO QUPUOKEVTIKO TPOidY pmopel va xpnotpononbel og pépog
NG OEPATEVLTIKNG GTPAUTNYIKNG Y10, TOV EAEYYO TNC OAAEPYIKNG deppaTitidag amd yorlovg (FAD).

IMa ) Bepaneia g coaprontikng yopag (Sarcoptes scabiei).

INa ™ Ogpaneia TV Tapacit®ce®V 06 OTIKE akapea (Otodectes cynotis).

[N ™ Bepaneia g depodnkmong (Demodex canis).

IMa peioon tov kvdvvov poAvveng we Babesia canis canis néc® petadoong omd Dermacentor
reticulatus yio 28 nuépeg petd ) Beponeio. To anotéhecpa ivol Eppeco Ady® Tng 0pacng Tov

KTNVIOTPIKOD PAPUOKEVTIKOD TPOTOVTOG EVAVTL TOV POPEQ.

O yOAAOL KOt 01 KPOT®VES (TOIUTOVPLR) TPETEL VO TPOSKOAANB0HV oTOV EEVIOTN KOl VAL apyicovV va
TPEPOVTOL, TPOKEWEVOL Vo ekTEBODV 6N dpaCTIKY OVGiaL.
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5. Avtevoeigeag

Na pn ypnoiponoteital oe mepintmon vrepevausnciog 610 dpacTikd GVGTATIKO 1) 6€ Kdmoto(a)
£€kooyo(a).

6. E101kéc mpoE1domonoels

Ewikég mpoetdomomoelc:

H petddoon tov B. canis canis dev Pmopel va 0mOKAEIGTEL EVIEADC, KABMG o1 kpdTwveg D. reticulatus

TPENEL VA, TPOSKOAANB0VV 6ToV Egviath Tpv BavatmBovv. Kabmg To aKapeokTéVo amoTEAEGLO KOTA

tov D. reticulatus nmopel va pelooTel £mg kol 48 dpeg, dev UTopel va omoKAEIoTEL 1| HeTddooT Tov B.
canis canis KoTd TIG TPpOTEG 48 MDPEC.

H ypfion tov KTnviatptkov eoaprokeuTikon tpoidvtog Ba mpénet va facileTor TNV TOTIKY
EMONUIOAOYIKT] KATAGTOOT], COUTEPTAOUPAVOUEVIC TG YVDONG TOV ETIKPATOVVTOS E100VG KPOTOVOV,
KkaOdg gival dvvatn 1 HeETddoon Tov B. canis and €101 KpoTOV®Y €KTOC TOV D. reticulatus kot 0o
TPENEL VO, AmOTEAEL LEPOG EVOG OLOKATPOUEVOD TTPOYPAUUATOG EAEYYOV Y10 TNV TPOANYN TNG
petéooong tov Babesia canis.

[dwitepec TpoPLAGEELC Yo TV 0o@OAN ¥pTion ota £idn (hwv:
Ta kKovtdfro nAkiog ikpotepns TV 8 fdopdadmv 1/Kat 01 6KOA0L GOUATIKOD Bapovg Ayotepo Tov 1,3
kg dev Ba mpémet va Aapavovy Bepameia, eKTOC €6v owTO GLUVIGTATOL OITd KTNVINTPO.

ISwaitepec Tpo@LAGEEIC TOV Tpémel va Aopfdvoviot ond To GTo[o TOL YOPNYEL TO KINVINTPIKO
QOPLOKEVTIKO TTPOidV og Lma:

Noa TAévete Ta 1E€PL0 GOG LETE TO YEPICUO TOV KTNVIATPIKOV PUPLOKEVTIKOV TPOIOVTOC.

H tuyaio katdmoon Tov KTNviHTpikoD QopUOKEVTIKOD TPOIOVTOC EVOEXETOL dSVVNTIKA VO TPOKOAEGEL
avemBouuNnTeg EVEPYELES, OTIMG TPOCTKALPO SIEYEPTIKG VELPOAOYIKA cupmT®dpata. Ilpokeévou va
omotpanel N TPOGPACT) TV TALSIMY GTO KTNVIATPIKO QOPLOKELTIKO TPOTOV, LLOVO £VOL LACHIEVO
dwokio Oo mpémet vo apaipeital kdbe popd omd T cvokevacia blister (KoyéAn) Kot pdévo dtov
arorteitor. H ovokevacio blister Bo mpénet vo emiotpépetan HEGO 6TO KOLTI AUESMG LETA T YPTIoN
Kot To Kouti O Tpémel va, puAGGGETOL G BEom oV dev PAETOLY Kat dev Tpooeyyilovy Ta Taldld. X
nepinTOON TVY oG Katdmoong, va avalntioete apéoms wtptkn Ponbdeia kot vo emideiete otov 1Tpod
TO ECOKAEIGTO PUALO OINYIDV XPTCEMG 1 TNV ETIKETA TOV PUPUAKEVTIKOD TPOIOVTOG.

Eyxvpoctvn kot yorovyio:

H acpddeia Tov kTviaTpikod QOPROKEVTIKOD TPOTOVTOG dev £xel amoderydel Katd T didpkela TG
KONOoNG Kot TNG Yolovyiag 1 o€ {da Tov TpoopilovTol yio avamapoy®yn. X& EpYACTNPLOKEG LEAETEG O
opovpaiovg Kot kovvéAa dev vpEav eVOEIEELC Yo TUXOV TEPOTOYOVO dpAoT).

Agv cuvictdtol 1) xpfion o€ avtd ta oo

Tovyodm o
H aoc@dieia Tov KTNVIOTPIKoD QopUaKELTIKOD TPOIdVTOG OV £xEl amodelybel o€ GKOAOVG TOL

wpoopilovior yio ovamapoymyn.
Agv cuviotdTon 1 ypnon o€ avtd ta {ha.

AMNAETIOPOCT) LE GALD QOPUOKEVTIKA TPOTOVTO. KOl GAAEC LOPQEC OAANAETIOpOONC:
Agv glval yvootr| Kopio.

Koatd ) dtdpreto KAWVIKOV LEAET®V 6TO mEdi0, OV mapatnpn Koy CAANAETIOPAGELS OVALESH GE
aVTO TO KTIVINTPIKO QOPLOKEVTIKO TPOTIOV KOl T0 GLVHOWOS YPTCUYLOTOIOVUEVE, KTIVIOTPIKA
POPULOKEVTIKA TTPOTOVTOL.
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e neAéTeC aoPaAELng 6TO EpYACTNPLO, OEV TTopatnpROnKay aAnAemdpaoelg dtav To sarolaner
ouyyopnynOnke pe o&iun plpmepvkiving, HoEI0eKTiv KOl TOLOTKY TUPAVTEAT. (Xe aVTEC TIG LEAETEC N
OTOTEAECUATIKOTNTO OEV EEETACTNKE).

To sarolaner cuvdéetal oe peyaro Pabud pe TIc TPMTEIVES TOV TAACUATOS KOl UITOPEL VO AVTOY®OVIOTEL
GAAQ, 1OYVPAOC OEGUEVOLEVO PAPLLOKO, OTTWE TOL LT GTEPOELON AVTIPAEYLUOVAOIN Qapuako (MZAD) kat
T0 TOPdy®Yo Kovpopiving Papeapivn.

Yrepdocoroyia:

270 mEPMPLO HOG LEAETNG OLGQAAELOG, TO KTIVIOTPIKO QOPLOKEVTIKO TPOidV YopnynOnke amd tov
o1opaTog og KoutdPio Beagle nlkiag 8 efdopddmv, oe 66ce1g 0, 1, 3 kot 5 popég tn péyiotn 860
éxbeong tov 4 mg/kg oe dotuata 28 nuepdv yia 10 doceic. Agv mapotnpnOniay avemBdunTeg
gvépyeleg otn UéyLotn doon kbeong tov 4 mg/kg. Y11c opddeg viepdocoroyiog, TapatnpnonKoy
TOPOOTKA KO ALTOTEPLOPLLOUEVO VEVPOLOYIKG CUUTTOUATO GE UEPIKA MO N0 TPEUOVAO GTNV
TPUTAGGLo amd TN HEYLeTN 000N £KBeoTG Kol 6Tac ol TNV TEVTOMAGGL 0td T HEYLoTN 000N
£€kBeomg. Olot o1 orOAOL avippocay ympig Bepameioa.

To sarolaner eivon kodd avekto og Collies pe avemdpkeia moivavOektikng mpoteivig 1 (MDRI -/-),
UETE omd QAo amd TOV GTOUNTOS YOPIYNOT OTNV TEVIUTAAGLO GT0 TH GUVIGTOUEVT| 000T). Agv
mTapaTneROnKay KAvikd copntopata oyetiiopeva pe T Oepaneia

7. AvemOdpunta cvppavra

YKOA0L

[ToAV ondvia
(<1 Lo / 10.000 vrod Bepameio (Do, COUTEPIAUUPBOVOUEVOY TOV UEUOVOUEVOV OVAPOPDV):
yaotpeviepikéc dtotapoyis (0nme uetog kot didppota)’
ovoTnpikéG Statapayés (Omwg AMqBapyog, avopetio)!
vevporoyikéc dtotapoyéc (0nme Tpdpog, atotia, oracuoi)’
"Hrmieg kon mopodikég
2X11¢ TEPIOGHTEPEG MEPIMTMOGELG OVTE TOL CLUTTOUATO ElvaL TAPOSIKAL.

H avagopd avemBountov coppdviov eivar onpavtiky. Exitpénet tn cuveyn mopokoiovdnon g
ao@dAelag evog mpoidvtoc. Edv mapatnpnioste omoladmote avemBOunt evEPYELD, KOO KoL oV OgV
OVOQEPETOL OTO EGOKAEITTO GUAAO 0INYIDV YPNOTG 1 AUPIPAALETE Y10 TNV OMOTEAEGLATIKOTITO TOV
QOPUAKOV, TOPUKOAEIGOE VO EMIKOIVOVIGETE, KATAPYAC, LE TOV KTNVIaTpd cag. Mropeite eniong va
avaQPEPETE OTOLOONTOTE AVETIOOUNTO CLUPAVTA GTOV KATOYO TG AdE10C KUKAOPOPIOG 1 GTOV TOTIKO
AVTITPOCHOTO TOL KATOHYOV TNG GdE10G KLUKAOPOPIaG YPTCIUOTODVTAG TO GTOLXEIN EMKOIVOVING GTO
TEAOG VTOV TOL PVALOL OOMYLDV YPNHONG, N LECH TOL EOVIKOD GOG CLGTNHLOTOC AVaPOPds: {oTotKElN
€BvikoL cuoTHaTOg AVaPOPAG)

8. Aocolroyia Yo kKG0g €id0g, TPOTOS KAl 0001 Yop1ynong
T"o amd tov oTdpaTOC YPNON.

To kNVIATPIKO PAPUAKELTIKO TPOTOV TPETEL va yopnyeitan o€ pio d6om Twv 2—4 mg/kg copoticon
Bapovg, copemva pe tov akdAovbo mivako:
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Yopotiké Bapog MeprekTikoTNTO d10Ki0OV ApOpég drokiov Tpog

(kg) (mg sarolaner) yopiynon

1,3-2,5 5 ‘Eva

>2,5-5 10 ‘Eva

>5-10 20 ‘Eva

>10-20 40 ‘Eva

>20-40 80 ‘Eva

>40-60 120 ‘Eva
>60 KotdAnAiog cuvovasog diokiov

XpNOHOTONOTE TOV KATAAANAO GLVOVACUO OO TIC S10OEIES TEPIEKTIKOTNTES, MOTE VO EMTEVYOEL 1
ocuvietopevn 6001 tov 2—4 mg/kg. INa va eEaceatotel | 6ot docoroyia, T0 compatikd Bapog Ha
npénel va, Tpocdtopiletar 660 To duvatov akpiBéotepa. Ta diokia dev Bo Tpémet va dapodvTat.

Ta dokia pwopobv va yopnyndovv pe i xopig Tpoe.

Hpdypoppoa Bepaneiac:

T BEATIOTO €XEYYO TOV TAPUSITOCEDV OO YOALOVG Kol KPOTWOVEC, TO KTNVINTPIKO QOPUOKEVTIKO
TPOTOV TPEMEL vaL yopnyeitan o€ punvicia SlacTHOTO Kot vo, cuveyiletal n xoprynon tovg kad' 6An v
7ePi0d0 TOV YOAL®V KAV TOV KPOTOVAOV e BACT TNV TOMIKN EMONUIOA0YIKT| KATAGTACT).

T ™ Bepaneia TV Tapacitdcemv and otikd axdpea (Oftodectes cynotis), o Tpémel va, yopnyeital
pio epdmad do6or. Mia nepartépm KTnviatpikn e&étaon cuviotdral, 30 nuépeg petd ) Bepoaneioa,
kaBdg opropéva (oo pmopet va ypedlovtar pio devtepn Bepaneio.

INa ) Begpaneia g copKonTIKNAG YOPOS (TOL TPoKUAEiTaL O Sarcoptes scabiei var. canis), Oa
TPENEL VO, yopnyeital pia epdmal 66om og pnviaio SOGTAUATA Y10l SDO GUVEXOUEVOLG UNVEG.

IMa ™ Ogpaneia g depodkwong (mov TpokaAeital and Demodex canis), n yopiynon piog epdama
d00Mg Hia POPA TO UNVOL Y10l TPELG OLUO0YIKOVG UNVEG EIVOL OTOTELECUATIKT KOl 00N YEL GE OTLOVTIKY
Bektioon tov KAvik®v copntopdtov. H Ogpancio 0o tpénetl va cuveyiotel péypt n omd&eon Tov
d€pLOITOC VO efvorl apvnTIKT TOLAGYLIGTOV GE 600 SLOO0YIKEG TEPUTTMGELS GE OLAGTNHO EVOC UNVOC.
Agdopévov 6t M depodnkmon givar pio TOAV-TAPAYOVTIKY VOGOG, eival GKOTLO EioNS Vol
BepameveTol OTOLONTOTE VITOKEIUEVT] VOGOG KATAAANAQL.

9. Oonyieg Yo ™) 6®GTI) YOpRYNON

Ta dtoKio aVTOV TOV PAPUAKEVTIKOD TPOIGVTOG Eival LOCMLEVO KO EDYEVGTO KOl KOTOAVOUADVOVTOL LLE
€UKOAMO OO TOVG GKOAOLG, OTAY TPOCOEPOVTL Ao ToV WtoKThTH. Edv TO diokio dev Anoedel
o1kelo0eAm¢ amd 10 okOAO, umopel emiong va yopnynoet pe v tpoen N angvbeiag 610 GTOLO.

10. Xpévor avapowviig

Agv 1oy0etL.

11. Ewwkég cuvOnikeg dwatiipnong

Na purdcoetal o€ BEon v omoia dev PAETOLY Kot dev TpoceYyilovy Todid.

AVT0 TO KTNVIATPIKO POPUAKEVTIKO TPOTOV dev amaltel Wiaitepeg cuvOnKeg EOAAENG.

MnV ¥pNOLUOTOIEITE AVTO TO KTNVIATPIKO QOPUOKEVTIKO TPOTOV LETE TV nuepounvia ANEng mov
ovoeépeTol oty KuywéAN petd to Exp. H nuepounvia AMEemg copmintel e tnv televtaio nuépa Tov
GUYKEKPILEVOL URVaL.
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12. Ewwkég mpo@urdiers amoppryng

Ta papuaio dev TPETEL V. OTOPPITTOVTOL HECH TV AVUATOV 1] <T®V OIKIOK®V OT0PANTOV>.
XPpNOOTOINOTE TPOYPAULOTO ETICTPOPNC PAPUAK®OV Y10, TNV ATOPPIYN U1 XPNCLOTOMNOEVTOV
KTNVWOTPIKOV QUPHOKEVTIKMY TPOIOVIOV 1) GAL®Y DMK®V TOL TPOEPYOVTOL OO T YP1OT) TOVG
GOUQ®VA, LLE TIG TOTIKEC OTOLTNGELS KAl LLE TUYOV 1oybovTa £BViKd cLGTAATO GLALOYNG.> <Ta pétpa
OVTE OTOGKOTOVY GTIV TPOGTAGIO TOL TEPPAAAOVTOC,.

2opPovievbeite Tov KTNViaTPO GO 1) TOV POPLAKOTOLO GAG Y10, TOV TPOTO ATOPPIYNG TV
YPNOUOTOMOEVTOV QuPUAK®V.

13. Ta&vépunon TOV KTNVIETPIKAV QUPUIKEVTIKOV TPOTIOVTMOV

Noa yopryeitar HOvVov e KTNVIOTPIKE GUVTAYT).

14. ApOpoi doc1og KVKLOQOPIOG KOl GVGKEVHGIEG
EU/2/17/220/001-006.

T'a k6B meprextikdtnTo, T0 pachpeEVa dtokia dlatiBevtal e kouti pe 1 blister tov 3 diokimv.

15. Hpepounvia tedevtaiog ava@e@pnong Tov GUALOV 00NYIAOV YPNGNS

Aentopepeic TANPOQOPiEg Y10 TO €V AOY® KTNVIATPIKO QOPLOKEVTIKO TPoidv eivar dtabécies ot
Baon dedopévav g EE yio ta kmviozpikd tpoiovta (https://medicines.health.europa.eu/veterinary).

16. Xtoyycio emkolvoviag

Kéroyoc tne ddsiag kuklopopiac kot tapaywyds vredvfuvoc yio tnv omelevfEpmwon Tov Taptidwv:

Zoetis Belgium

Rue Laid Burniat 1

1348 Louvain-La-Neuve
Béiyo

Tomkol ovTUTPOGMTOL KOl GTOLYEI0 EMKOWVAOVINC Y10, TNV 0vVopopd TOavoroyoOLEVOV avETIOOUNTOV
EVEPYELDV:

Belgié/Belgique/Belgien Lietuva

Zoetis Belgium Zoetis Belgium
Mercuriusstraat 20 Mercuriusstraat 20
BE-1930 Zaventem 1930 Zaventem
Tél/Tel: +32 (0) 800 99 189 Belgija

Tel: +370 610 05088
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Peny6auka bnarapus
Zoetis Belgium

Rue Laid Burniat 1
1348 Louvain-la-Neuve
benrus

Tem: +359 888 51 30 30

Ceska republika

Zoetis Ceska republika, s.r.o.
nameésti 14. fijna 642/17

CZ 150 00 Praha

Tel: +420 257 101 111

Danmark

Zoetis Animal Health ApS
Oster Alle 48

DK-2100 Kgbenhavn

TIf: +45 70 20 73 05
adr.scandinavia@zoetis.com

Deutschland

Zoetis Deutschland GmbH
Schellingstr. 1

DE-10785 Berlin

Tel: +49 30 2020 0049
tierarzneimittelsicherheit@zoetis.com

Eesti

Zoetis Belgium
Mercuriusstraat 20
1930 Zaventem
Belgia

Tel: +370 610 05088

Kvmpog

Zoetis Hellas S.A.
DOpaykokkAnoidg 7, Mopovot
15125, Atticn

EAMGOQ

TnA: +30 210 6791900

Espaiia
Zoetis Spain, S.L.

Parque Empresarial Via Norte Edificio n°1,

¢/ Quintanavides n°13
ES-28050 Madrid
Tel: +34 91 4191900

France

Zoetis France

10 rue Raymond David
FR-92240 Malakoff

Tél: +33 (0)800 73 00 65

Luxembourg/Luxemburg
Zoetis Belgium
Mercuriusstraat 20

1930 Zaventem

Belsch

Tél/Tel: +32 (2) 746 80 11

Magyarorszag
Zoetis Hungary Kft.
Csorsz u. 41.
HU-1124 Budapest
Tel.: +36 1 224 5200

Malta

Agrimed Limited

Mdina Road, Zebbug ZBG 9016,
MT

Tel: +356 21 465 797

Nederland

Zoetis B.V.

Rivium Westlaan 74

NL-2909 LD Capelle aan den IJssel
Tel: +31 (0)10 714 0900

Norge

Zoetis Animal Health ApS
Oster Alle 48

DK-2100 Kgbenhavn
Danmark

TIf: +47 23 29 86 80
adr.scandinavia@zoetis.com

Osterreich

Zoetis Osterreich GmbH
Floridsdorfer Hauptstr. 1
AT-1210 Wien

Tel: +43 (0)1 2701100 100

Polska

Zoetis Polska Sp. z o.0.
ul. Postgpu 17B

PL - 02-676 Warszawa
Tel.: +48 22 2234800

Portugal

Zoetis Portugal Lda.
Lagoas Park, Edificio 10
PT-2740-271 Porto Salvo
Tel: +351 21 042 72 00
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Hrvatska
Zoetis B.V.

Podruznica Zagreb za promidzbu

Petra Hektorovica 2
HR-10000 Zagreb
Tel: +385 1 6441 462

Ireland

Zoetis Belgium S.A. (Irish Branch)

2nd Floor, Building 10,
Cherrywood Business Park,
Loughlinstown,

Co. Dublin,

IE — Dublin D18 T3Y1

Tel: +353 (0) 1 256 9800

Island

Zoetis Animal Health ApS
Oster Alle 48

DK-2100 Kgbenhavn
Danmorku

Simi: +45 70 20 73 05
adr.scandinavia@zoetis.com

Italia

Zoetis Italia S.r.1.

Via Andrea Doria 41M,
IT-00192 Roma

Tel: +39 06 3366 8111

EA0LGoa

Zoetis Hellas S.A.
DOpaykokkAnoidg 7, Mopovot
EL-15125 Attikn

TnA: +30 210 6791900

Latvija

Zoetis Belgium
Mercuriusstraat 20
1930 Zaventem
Belgija

Tel: +370 610 05088

Romania
Zoetis Romania S.R.L.

Expo Business Park, 54A Aviator Popisteanu,

Cladirea 2, Etaj 1-3, Sector 1,
Bucuresti, 012095 - RO
Tel: +40785019479

Slovenija

Zoetis B.V.

Podruznica Zagreb za promidzbu
Petra Hektorovica 2,

10000 Zagreb,

Hrvagka

Tel: +385 1 6441 462

Slovenska republika

Zoetis Ceska republika, s.r.o.
nameésti 14. fijna 642/17

150 00 Praha

Ceska republika

Tel: +420 257 101 111

Suomi/Finland

Zoetis Finland Oy

Bulevardi 21 / SPACES
FI-00180 Helsinki/Helsingfors
Suomi/Finland

Puh/Tel: +358 10 336 7000
laaketurva@zoetis.com

Sverige

Zoetis Animal Health ApS
Oster Alle 48

DK-2100 K&penhamn
Danmark

Tel: +46 (0) 76 760 0677
adr.scandinavia@zoetis.com

United Kingdom (Northern Ireland)
Zoetis Belgium S.A. (Irish Branch)
2nd Floor, Building 10,

Cherrywood Business Park,
Loughlinstown,

Co. Dublin,

IE — Dublin D18 T3Y1

Tel: +353 (0) 1 256 9800


mailto:adr.scandinavia@zoetis.com
mailto:laaketurva@zoetis.com
mailto:adr.scandinavia@zoetis.com

17. Alheg minpo@opisg

To Sarolaner gival £va 0KopeOKTOVO KOl EVIOUOKTOVO TTOV OVIKEL GTNV OIKOYEVELD TV 16050 0MVDV.
To Sarolaner givat dpactikd Evovil Tov evilikov yoAov (Ctenocephalides felis xaw Ctenocephalides
canis), KaBmG Kot S1opopwv E0MV Kpotdvev dnwg Dermacentor reticulatus, Ixodes hexagonus,
Ixodes ricinus, Rhipicephalus sanguineus ko1 towv okdpewv Demodex canis, Otodectes cynotis Kou
Sarcoptes scabiei.

T Tovg yOAAoLE, 1 évapén TN AMOTELECHOTIKOTNTAS £ival VIO 8 wpdV amd TNV TPOoKOAAN oM
KT T S1GPKELD TG TEPLOOOL 28 MUEPDV UETA TN YOPNYNOT TOV KTNVIATPIKOD PUPLUKEVTIKOD
npoiovtoc. ['a tovg kpdtwveg (1. ricinus), n Evapén g AmoTELEGUATIKOTNTOG Elval EvTog 12 mpdv
amo TNV TPOCKOAAT O KATA TN SLAPKELL TNG TEPLOSOV 28 NUEPDV UETE TN YOPNYNON TOL KTNVINTPLKOD
QOPUAKEVTIKOV TTPOioVTOG. Ot KpdTrVEG TOL PpicKovToy Tav® 6To (MO TPV amd TN YopNyNon
Bavoatmvoviot evtog 24 opav.

To KTNVITPIKO PAPUAKEVTIKO TPOTOV BOVATMVEL TOLS YOALOVE TOV EYOVV UOALG EUPOVIGTEL TAV® GTO

OKOAO, TPV UTTOPEGOLY VOl YEVVIIGOLV OYA KO, ETOUEVOC, ATOTPENEL T LOAVVGT) TOL TEPPAALOVTOC
oo YOAAOVG, GE TTEPLOYEG OTOL 0 GKOAOC £XEL TPOGPOOT).

23



	ΠΕΡΙΛΗΨΗ ΤΩΝ ΧΑΡΑΚΤΗΡΙΣΤΙΚΩΝ ΤΟΥ ΠΡΟΪΟΝΤΟΣ
	ΠΑΡΑΡΤΗΜΑ ΙΙ
	A. ΕΠΙΣΗΜΑΝΣΗ
	B. ΦΥΛΛΟ ΟΔΗΓΙΩΝ ΧΡΗΣΗΣ

