[Milbeguard Duo 4mg/10mg el _cy]

IHAPAPTHMA 1
HNEPIAHYH TQN XAPAKTHPIZTIKQN TOY ITPOIONTOX



1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Milbeguard Duo 4 mg / 10 mg emikoivppévo pe AEmtd VUEVIO O1oKia Yo IKPOCMUEG YATEG KO
yotdxio

2. IOIOTIKH KAI TIOXOTIKH XYNO®EXH

Kdabe diokio mepiéyet:
APUGTIKG GUGTOUTIKA:

Milbemycin oxime 4 mg
Praziquantel 10 mg
"Exdoya:

oroTiki) 60vOgon KOO OV KoL GAL®V
GUGTUTIK®OV

[Mvprvag:

Povidone

Croscarmellose sodium

Chicken flavour*

Lactose monohydrate

Cellulose microcrystalline

Silica, colloidal anhydrous

Magnesium stearate

Emwcéioyn:

Polyvinyl alcohol (E1203)
Titanium dioxide (E171)
Macrogol (E1521)

Talc (E553b)

Iron oxide yellow (E172)
*Teyvntng mpoélevons

Emiunkeg diokio, umel €m¢ KItpvamd Koes, yopayuévo ot pia mievpd. To diokio umopei va dtopebei
o€ 000 ioo uép.

3. KAINIKEX ITAHPO®OPIEX

3.1 Eiom {oov

I'dreg mov QuyiCovv tovAdytotov 0,5 kg.

3.2  Ogpomevtikég evosiEels Yo ka0e gidog {mov

X yarec: Oepaneio TOV WKTOV HOAOVOEDVY ad AMPO KoL EVAAIKO KEGTMOT Kol VIUATMOON TOV
akO6A0LOOV E10GV:

- Keotoon:



Dipylidium caninum
Taenia spp.
Echinococcus multilocularis

- Nnpoatoon:
Ancylostoma tubaeforme
Toxocara cati

IIpdAinym g dpoprhapioong (Dirofilaria immitis), edv gvdgikvoton 1) tawtdypovr Bepaneia evavtio
OTO KECTMON).

3.3  Avrevositeg

Na unv ypnoonoteital o€ yateg nhikiog pikpotepng t@v 6 fdopddmv kavn mov {uyilovv Myodtepo
amo 0,5 kg.
No unv xpnoLOTOIEITAL GE TEPITTMGELS VIEPELOICONGING GTO dPUCTIKG GVGTUTIKA 1| 0 KATO10 Ao
TaL £K00Y0.

3.4 Ewkég TPOoELOOTOU|GELS

H dokonn ypnon avtumapasitikdy 1 ypnon mov tapekkAivel and tig 0dnyieg mov divovron otnv [IXIT
umopel va ov&noet v mieon emAoYNG TPOS AVATTUEN AVOEKTIKOV GTEAEYMV KOl VO 00N YTOEL GE
pelmpéVn amotedespotikotnto. H amdpacn yio ) ypnon tov mpoidvtog Oa mpénel va Paciletor o
emPePainon TOV TOPAGITIKOVY EWOMV Kol TOV TAPUCITIKOD POPTion, 1 6ToV Kivduvo udéAvveng ue Pdon
T EMONUOAOYIKEA YOPAKTNPLOTIKA Vi kbBe (Do pepovopéva.

Yuvietdtat OAa to (o Tov {ovv 6To 1510 Voikokvpld va Aaufdavouvy Bepameio Tovtdypova.

Orav voiotatol enifeParopévn polvven omd 1o keotddeg D. caninum, wpénel vo, e€etaletal and Tov
KTNviaTpo 10 eVOEYOUEVO TaVTOYPOVNG Bepameliag evavTio g eVOLAUETOVG EEVIOTES, OTMG YOALOLG KOl
yeilpec, mpokelpévon va amopevydel emavapdiovon.

IToAd cuyvn kou emovoiapfovouevn ypnon avlelhuvOikdv g idlog ouddag, avéavel tov kivduvo
avantuéng avlekTikdTrag.

"Yronteg nepintdoetg avlektikdtrag Oa mpénel TEpaTéPm va, SIEPELVAOVTAL LE TN YPNOT KATAAANA®V
SyvooTik@v doxiumv. EmpPefaiopévn avlektikdTnta vo avapEPETaL 6TOV KATOYO TNG GOE10G

KuK ogopiag 1 otV €0vIKN apuodio apym.

"o ™ xpnon Tov Tpoidvtog Ba Tpémel va AapBavovtal vTOYN TOTIKEG TANPOPOPIES Yio TV evauctnacia
TOV TOPACGITOV GTOY®V, OOV eivan drobéotpec.

Ye mePInT®ON OMOLGiNG KIVOUVOL TOLTOYPOVIG HOALVONG LE VIUATON 1| KEGTMOMN, Oa mpémel va
YPTOLLOTOEITAL £Va, TPOTOV GTEVOD QACUATOS OpAoTC.

3.5 Idwitepeg mpopuiaters Katd TN yp1on

[S1aitepec TPoLAGEELC V1o TNV 0o@aAr) ¥prion ota £idn (hwv:

Befoiwbeite 611 o1 yateg ko ta yardkia mov {uyilovv amd 0,5 kg éwc <2 kg Aapupdvouv tnv
KaTOAANAN TEplekTIKOTTA d1okiov (4 mg milbemycin oxime / 10 mg praziquantel) kot v
KatdAANAn d6on (1/2 1 1 diokio) yia to avtioToryo evpog Papovg (1/2 dickio yio yateg wov Luyilovv
0,5 émg 1 kg, 1 diokio yio yarteg mov LuyiCovv > 1 émg 2 kg).

Agv &povv mpayportonombel pelétec oe coPfapa eEacbevnuévec yatec | (oo pe coPapn drotopoyn
VEQPIKNG N NToTIkNG Asttovpyiag. To mpoidv dev cuvictdrol yio tétota (dho, moapd udvo HeTd amd
a&loAdynon Tov 0PEAOVG/KIVOHVOL amtd Tov VIeKBvvVo KTNViaTpo.

Ta diokia ivor gvygvota. [a v amoeuyn Tuyoi0g KATATOOT G, PLAAGGETE T, d10Ki0 o8 onpeio Tov
dev mpoceyyilovv ta (do.

Idwitepec TpouAGEELC TOL TPémer va Aapufdvovtal 0md To GTOUO TOV YOPNYEL TO KTNVIOTPIKO
QOPUOKEVTIKO TPOidV oe (ha:

To KtVIOTPIKO PAPUAKELTIKO TTPOIdV pmopel va. eivar emikivévvo Otav Kotamobei, blaitepa yio to
a1, o v amopuyn toyaiog Katdmoongs, To Tpoidv va puAdccetal o B€on v onoia dev PAEmovy
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ka1 dgv mpoceyyilovv ta moudid. Aypnoiponointa TUALATe SoKioL v TOToBeTOVVTAL GTNV AVOLYHEVN
KOWEAT, 1 omoiol va, ETavaTomoBeTeital 6TV EEMTEPIKT] GLOKEVAGIN, MGTE VA YPNCLLoTombBody otV
gmOUEVN YopTYNoN N Vo amopprpBovv pe acedieia (PA. kepdAaio 5.5).

e TePInTOOT TLYOING KOTATOONC TV d1oKimV, 10im¢ amd Todi, va avalnTNoeTe AUECHOS TPIKN
oupPovAn Kot va 0giéeTe 6TO Y1TPO TO POALO 0INYIOV YPNOTG 1 TNV ETIKETA TOL POPUOKEVTIKOD
TPOIOVTOC.

ITAOvete ta xépra petd tn xprion.

[dwaitepeg TPOQLAGEELS Y10 TV TPOCTAGIC TOV TEPIBAALOVTOC:
Agv 1oy0eL.

Alleg TpoQULAGEELS:

H geywokokkioon anotekei kivouvo yia toug avBpomove. Kabbg n exivokokkioon amotelel voonua
VIOYPE®TIKNG dNAmaong oto Aebvég I'pageio Emlwotidrv (WOAH-TTaykdoputog Opyaviopog yio tnv
Yyela tov Zoov), e101kéc katevBuvtnpleg odnyieg oxetkd pe  Bepomeio Kot tnv mapakorovdnon
NG VOGOV KOl TNV TPOGTAGIO TOV OTOUMV TPETEL VO, AAUPAVOVTOL 0T TIG GYETIKES OPLODIEG APYEG
(m.y. €180l N VOTITOVTA TAPAGITOAOYING).

3.6 AvemOvunta coppdavra

Iarec:

IToA0 onavio

(<1 {oo / 10.000 vr6 Bepancio (Do, | Avtidpaon vrepevarshnoiag!
CLUTEPIAAUPAVOUEVOV TOV

. 7.1 ,
HELOVOHEVOY GVaPOPAOV): Yvonukés dwotapayss (my. Anbapyog)

Nevporoyikd countdpato! (m.y. Ata&io, Muikog tpopog)

TCactpeviepicéc Stotapoyic! (m.y. Buetog, Aigppoia)

I: e181kd o€ veapéc yarteg

H avagopd avem@ountov coppdvtov sivar onuovtikn. Emitpénetl  cvveyn mapakoiovdnemn tng
AGPAAELNG EVOG KTIVIOTPIKOD POPUUKEVTIKOD TPOidvTog. Ol avapopEg TPEMEL VO, ATOGTEAAOVTOL, KOTE,
TPOTIUNOT LECH KTNVIATPOV, E(TE GTOV KATOYO TNG GO0 KuKAOQOpiog gite otV £Bvikn appodia
apyn LECH® TOL EBVIKOV GLOTHLATOG AVaPOPAS. AvatpEETe EMIONG OTNV TEAEVLTOIN TAPAYPOPO TOV
OOAAOL 0ONYLOV XPNONG YO TO, OVTICTOLYO CTOLXEID ETKOVOVING.

3.7  Xpinon katd v KONo1, T Yorlovyia 1 TNV ®0TOKi

Kvnon kot yohovyia

H ac@dieta Tov KtnviaTpikod QopUoKELTIKOD TPOTOVTOG £xel 0modeyOel katd T d1dpKELD TNG KOTONG
Kol TG YoAovyiog.

Mmnopei va ypnoiponom el katd tn S1dpKeLo TG KOTMONG Kol TG YOAOVYioS.

Tovwomro:
Mmnopei va ypnoiponomnel 6 yateg avamapoymyng.

3.8 Alniemopdosig pe GAL0 QUPRIKEVTIKE TPOTOVTO KO GALES popPEg allnAeniopaong

H tavtoypovn ypnon diokiov mov mepiéyetl o&iun wAPepvkivng kot TpaltkovavtéAN pe GEAQUEKTIVI
glvar kaAd avektr|. Aev mapoatnpiOnkay cAAnAemdpdoelg 6tav yopnyndnKe 1 cuvieTdpeVn dOGN TNG
UOKPOKVKATKNG AOKTOVIG GEAQUEKTIVY KT TN O1dpKeL NG Oepameiag e 10 cuVOLAGHO 0&IUNG
wiAPepvkivig kot TpallkovavtéAng 6T GUVIGTMUEVT 0OGT).

Av Kol eV GUVIGTATOL 1| TOWTOXPOVN ¥PNON €VOG O1oKiov oL TEpLEyel o&iun wAPepokivig Kot
TPalIKOVOVTEAN pe €va. wPoidv emiyvong o€ omnueio (spot-on) mov mepiEyel po&ldektivn Kot



YOOKAOTPION, OTIG GUVICTOUEVEG 0OCELS LETE Omd €PATOE €PAPLOYN NTAV KOAQ OVEKT| GE LU
gpyaotnplokn perétn og 10 yordxo.

H aopddeia kot 1 0T0TEAEGUATIKOTITO TNE TAVTOYPOVNG YPNONGS OV £xEl dlepevvn el o€ HEAETEC
nediov. EMAetyel mepantépm peletdv, mpémet va divetal Ipocoyn o€ TEPITTOOT TAVTOYPOVNS XPNOTS
dtokiov mov mepiéyet o&iun pdPepvkivng kou TpalikovavtéAn Kot GAAOV LUKPOKVKAIK®OV AUKTOVAV.
Eniong, dev €govv mpaypoatorombel tétoteg peréteg pe Lo ovamopaymyne.

3.9 Oodoi yopriynons ka docoroyio

Xopnynon ond 10 oTOHA.

EXdyiom cvvictodpevn 86om: 2 mg o&ipng pikepvkiving ko S mg wpalucovavténg ava kg
yopnyovvto epdma and 10 GTOUA.

Ta (oo mpémet va Luyilovtat dote va dtacaiiletar 1 akpiPng docoloyia.

Avaloya pe 0 copotikd Bépog e yaTog, 1 TpAKTIKY SocoAoyia £yl MG akoAoVBMC:

Zopatikd Bapog 4 mg/ 10 mg
(kg) EMKAAVUUEVA UE
AETTO LUEVIO
dwokia
0,5-1 1/2 diokio
>1-2 1 dwokio

To kKTNVIATPIKO PAPLOKELTIKO TPOiOV TTpEmeL va yopnyeitan poli e 1 HETA TN ANYT WKPNG TOGOTNTOG
TPoeNS. Me avtdv Tov TpodTo dacPaAileton PEATIOT TpooTacia EVavTl TG SPOPIANPIOOTG.

To mpoidv pmopel va ypnoyomomn et oe Tpdypappo TpoAnmtTikig Bepaneiog KoTd TG dipopiiapinong
€4v Tovtodypova omatteiton Oepameio evavtia oe mapocitmon and tawvia. H didpkeio g TpoAnmtikng
dpdong Tov TPoidvTog Evavil TG dpoelhapiwong eivor évag punvog. o v Toktiky TpdAnym g
Spopirapioong, Tpotindror 1 xpNon evOg LOVOSHVOLOV TPOIOVTOG.

Yrodocoroyio Umopel va EXEL OC OTOTEAECUN AVOTOTELEGUOATIKN ¥PNOT KOl VO EDVONGEL TNV
avamTLEN OVOEKTIKOTNTOG.

H avéykn ywo emavadnym tng Oepaneiog kot n ocvyvotntd g Oa npénet va Paciletal ot cuppfovin
KTNVIATPOL Kot VoL AapBAveTan vdyn 1 TOTIKT EMONUOA0YIKT] KOTAGTAGT Kol 0 TpOTog (mng Tov {dhov.

3.10 ZopmrtOpaTe VITEPIOGOA0YINS (KOl KATH TEPITTMGT, PETPU AVTIUETMOTLONG KOL AVTIOOTA)
Y& mepinToT VIEPSOGOAOYING, EKTOC TOV CUUTTOUATOV T 0TToia TapaTnPNONKAY KaTd TN YopNynom
g oVVIoT®NEVNG dOoNS (PA. kepdlato 3.6 «AvemBounta cupuPavtay), Tapatnpnonke axoboo EKpon
o1éAov amd to otopa. To cHUNTOUN TapEPYETOL GLVIOMG AVTOUATO EVIOS LIOG TLEPOS,

3.11 Eidwoi wepropiopoi yproneg Ko £01KES ovvONKeg pfioNns, CuPTEPLAGUPAVOREVOY
TEPLOPLOLAV GTI| YP1IOT] AVTIUIKPOPLOKAV KU AVTITOPOCLTIKAV KTVIITPIKAOV
PUPUIKEVTIKOV TPOTOVTMV TPOKELPEVOV VU, TEPLOPLOTEL 0 KIVOUVOG avATTUENS UVTOYNS

Agv 1oyVeL.

3.12 Xpévor avapoviig

Agv 1oyVeL.

4. D®APMAKOAOIIKEXZ TAHPO®OPIEX
4.1 Kaoodwog ATCvet:

QP54AB51



4.2 @oppokodvvouKl

H o&iun pidPepokivng avikel 6Ty Katnyopio TV LOKPOKVKAMK®OY AOKTOVOV KOl OTOUOVAOVETOL LETA
amo tn {Opmon tov Streptomyces hygroscopicus var. aureolacrimosus. Etval dpactikn Katd tov
TPOVOLPDV KOl EVIMKOV VIULATOIGOV KaBDS Kot Katd Tov tpovopedv g Dirofilaria immitis.

H dpactikdtnra g iPepvkivng oyxetiCetan pe ) dpdon g ot vevpodiaPifacn twv acTovoLA®Y.
H o&iun pidPepoxivne, 6mwog o1 afepuextiveg Kot GAAeS WABepvKivee, avédvel T dOmEPATOTNTA TNG
HEUPPAVIC TV VUOTOIDV KOL TOV EVIOU®MY MG TPOG TO 1OVTO YADPIOL HECH TV SIOAWDY 1OVTHOV
yAopiov OV EAEYYOVTOL ATtO TO YAOLTAUVIKO 0&D (oyetilovton e Tovug vtodoyeic GABAA kot
YAvKivng). Avtd odnyel o€ LIEPTOAMGT TNG VELPOUVIKTG HEUPPAVIG KOt XOAMPT] TAPIAVOT| Kot
0dvarto tov Tapacitov.

H mpalicovavtédn givor éva axvAiouévo topdymyo g mupalivo-icokivorivng. H mpaltkovavtéin
glval SpacTiKn EVAVTIO 6€ KEGTMON. MeTaPAALEL TN S10TEPATOTNTO TOV TOPACITIKOV LEUPPAVAOV (G
npog 10 acPéotio (siopon Ca*") mpokoddvtog amopphduion twv peuPpavikdy Soudv, odnydvTag oe
HEUPPOAVIKY] EKTOAMOT| Kol GYEOV GTLYHLO{0 GUGTOCT) TOV HVTKOD GLGTHNATOC (TETOViaL), ToEln
KEVOTOTLMOT TOL GLYKLTIKOD TEPPANHATOG KOt ETAKOAOVON amochvOeoT Tov mePPAATOG
(dpovpyio @LGOAId®V), TOL 001 YEL GE EVKOAGTEPN AOPOAT Ad T YOOSTPEVTEPIKT 000 1| 6T0 BdvaTo
TOL TTOPOGITOL.

43 @oppoKoKIV)TIKY

Metd v and oTouaTog XopNyNon TpallkovaviéAng ot Yata, 1| LEYIOTN CUYKEVTIP®GT) GTO TAUCUA
tov 1225 png/L emtoyydveton eviog 2 wpav. O ypdvog nuicelag (ong eivar mepinov 4 dpeg.

Metd v amd 6TouaTog Yopnynon o&iung wAPepokivng otn yato, 1 LEYIOT GUYKEVIPWOOT] GTO TAACUA
v 1696 png/L emttuyydveton evtog 3 wpav. O ypdvog nuicelag (ong eivar mepinmov 78 dpec.

Extdg and T1g oyeTikd vYnAEG GUYKEVIPDGELS GTO NP, VILAPYEL KATOL0 GLYKEVIPW®GT) GTO A0S, TOL
avtikatontpiletl T AMmoeiMa TG ovGiog.

5. DOAPMAKEYTIKA XTOIXEIA

5.1 Kopeg aocopparotnreg

Agv 16y0eL.

52 Awpkewo (o

Avdpxela {ONG TOV KTNVIOTPIKOD QOPUOKEVTIKOD TPOIOVTOS GOUPOVO. LE T CLCKEVAGIN TMANCNG: 3
XPOVICQL.

Avgpxeta {ong Tov HIcov S1oKiov HETA TO TPATO AVOLYHO TNG KUWEANG: 6 UNVeS.

5.3 Iowitepeg wpo@uAGEELS KOTE TN PVAAEN TOV TPOiIdVTOG

Aypnowonointe. tufuoate  Olokiov va TomofeTovvTal OtV avolypévn) KUWEAN, 1 omoid v
gnovatonobeteital oty eEMTEPIKT GVOKELOGIN, MOTE VO YPNGILOTONO0VY GTNY EMOUEVT YOpPTYNON 1
va amoppipfovv pe aceaieta (BA. kepdiato 5.5).

DvAdcoete TPOGTATELUEVO OO TO MG,

5.4 ®von ko 6OVOEST TG GTOLYELDOOVS CVGKEVUGIUS

Kvowyéreg and IMoAvapioto-Arovuivio-IToAvfivoroyimpidio / Alovuivio, OepprokoAinuéved.

Kovrti yaptvo pe 1 xoyédn tov 2 diokiov (2 diokia).

Kovrti yaptvo pe 2 xoyédec tov 2 diokiov (4 diokia).
Kovrti yaptvo pe 5 xoyédeg taov 2 dtokiov (10 diokia).



Kovti yaptivo pe 12 koyédeg tov 2 diokiov (24 diokia).
Kovrti yaptvo pe 24 xoyéleg tov 2 diokiwv (48 diokia).
Kovrti yaptvo pe 50 xoyédreg tov 2 diokiov (100 diokia).

Mmropei va, v KuKAOQOpoUV OAEG 0L GLOKEVAGIES.

5.5 E10wkég mpo@uiaters amdppuyng evog pn ApNoLpomot0£vTog KITNVIATPLKOD QUPRIKEVTIKOD
TPOIOVTOG 1] GALOV VAIKAOV TOV TPOEPYOVTUL 0O T1) P61 TOV TPOIOGVTOG

Ta edppoxo dev TPENEL vaL AMOPPITTOVTOL HECH TMOV AVUATOV 1) TOV OIKLUKOV OTOPANTOV.

To kNvViaTPKd POPUAKELTIKO TPOTOV eV TPEMEL VO ELGEPYETOL GTOV VOPOPOPO opilovta KabdS
evdéyetan va gtvan emkivéuvo yia tovg tyBeig kot dAlovg vOpOPLovg opyOVIGHOVG.
XpPNGILOTOGTE TPOYPAUUATO, EXIGTPOPNS POPUAK®DV Y10 TIV OTOPPIYT| [T XPTOLOTONOEVTDV
KTNVIOTPIK®V POPUUKEVTIKOV TPOIOVI®V 1| GAA®V VAIK®V TOV TPOEPYOVTAL OO TN (PO TOVG
GUUPMOVO, [LE TIG TOTIKEG ATOLTNOEL KOt e TUXOV EBVIKA GLGTILOTO GLAAOYNG TOV 1GYVOVY Y1d TA
GYETIKA KTNVIOTPIKE QAPUOKEVTIKA TPOTOVTOL.

6. ONOMA TOY KATOXOY THX AAEIAY. KYKAO®OPIAXZ
EXLGda:

Ceva EAMGG Ente

EBvdapyov Maxapiov 34

16341 HAovmoAn - EALGSa

Kompoc:

Ceva Santé Animale

8 rue de Logrono

33500 Libourne - I'oAhia

7.  APIOMOZX(OI) AAEIAX KYKAO®OPIAX
EALGda: 20210/20-02-2024/K-0256004

Kvmpog: CY00927V

8. HMEPOMHNIA INIPQTHX EI'KPIXHX
EALGda: 20-02-2024

Kvnpoc: 18-01-2024

9. HMEPOMHNIA TEAEYTAIAYX ANAGEQPHXHX THX IEPIAHYHX TQN
XAPAKTHPIZTIKQN TOY ITPOIONTOX

06/2025

10. TAZINOMHXIH TQN KTHNIATPIKQN ®APMAKEYTIKQN ITPOIONTQN

Na yopryeitar povov pe KINVIOTPIKE GLVTAYT).

Aentopepeic TANPoQopieg Yo TO €V AOY® KTNVIATPIKO QOPHOKEVTIKO TPoiov givol Sabéaieg ot
Baon dedopévav g EE yia ta kmviatpikd tpoiovta (http://medicines.health.europa.eu/veterinary).



http://medicines.health.europa.eu/veterinary
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A. ENIXHMANXH



IHAHPO®OPIEX ITIOY IPEITEI NA ANAI'PA®ONTAI XTHN EZEQTEPIKH
XYXKEYAXIA

Kovti yaptivo

1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Milbeguard Duo 4 mg / 10 mg emikaivppéva pe Aentd vpévio diokiol

2. TYNOEIH XE APAXTIKH(EX) OYXIA(EY)

Milbemycin oxime 4 mg/diokio
Praziquantel 10 mg/diokio

3. YYXKEYAXIA

2 dokio

4 diokia
10 diokia
24 dioxia
48 diokia
100 dwoxia

4. EIAOX(H) ZQOY(QN)

I'dteg mov Quyifovv TovAdyiotov 0,5 kg.

5. ENAEIZEIX

110, TIC ODOKEVOTIEC TOV OEY DTOKEIVTOL OE KT VIOTIPIKY OOVTOVY.:

IMa ) Begpameio PIKTOV LOADVOE®MVY 0Td EVIALKO KEGTMON KOl VI|UATOON Ko TNV TPOANYN TNG
OpoPILapimenc 6€ YaTES, EAV EVOEikVLTOL 1] TOWTOYPOVY BEPOTEID EVAVTIO GTOL KEGTMOM).

SUVIGTATOL Y10, KPOCMUES YATEG e couaTikO Papoc petald 0,5 kot 2 kg coupmva pe tn 6ocoroyio
TOL TTiVOKaL:

Zopotkd Bapog (kg) 4 mg / 10mg dokia
0,5-1 1/2 dioxio
>1-2 1 dwokio

6. OAOI XOPHI'HXHX

Xopnynon ond 10 6ToOHa.

| 7. XPONOI ANAMONHX

‘ 8. HMEPOMHNIA AHEZHX
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Exp. {uweeee}
Aldpketa {one Tov pHicov Siokiov PeTd T0 TPATO AVOLYHLA TNG KOWEANG: 6 UNVEC.

‘ 9. EIAIKEX XYNOHKEX ATATHPHXHX

Aypnowonointa tufpoate Ookiov va tomofeTovvtal OTNV  AVOLYHEVI] KUWEAN, 1M omoio va
enovotonodeteital oty eEMTEPIKT GVLOKELAGIN, MGTE VO YPTGILOTOINOOVY GTNV EMOUEVT YOPTYNON 1
Vo omoppLpHovV LE AGPAAELD.

DvAdooete TPOGTATELHEVO OO TO PMG.

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

Awpdote 10 PUALO 0INYIDV XPTOTG TPV O TN XPTION.

‘ 11.  OI AEEEIX «<AITIOKAEIXTIKA I'TA KTHNIATPIKH XPHXH>»

ATOKAEIGTIKA Y10 KTNVIOTPIKNY YPNoM.

12. OI AEZEIX «<NA ®YAAXXETAI XE GOEXH, THN OIIOIA AEN BAEIIOYN KAI AEN
IHPOXEITIZOYN TA ITAIAIA»

Na pvrdooetal og Béon, v onoia dev PAETOLY Kot dev mpooeyyilovv ta mandid.

‘ 13. ONOMA TOY KATOXOY THX AAEIAYX KYKAO®OPIAX

@

‘ 14. APIOMOI AAEIAYX KYKAO®OPIAX

EXLdda: 20210/20-02-2024/K-0256004
Kvrmpoc: CY00927V

‘ 15. APIOMOX ITAPTIAAX

Lot {ap1Ouoc}
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EAAXIXTEX TAHPO®OPIEX IIOY ITPEITEI NA ANAI'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

Kvyéin (Blister)

1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Milbeguard Duo

2. IHOXOTIKA XTOIXEIA TQN APAXTIKQN OYXIQN

4 mg milbemycin oxime kot 10 mg praziquantel avé diokio

‘ 3. APIOMOZX ITAPTIAAX

Lot {ap1Buog}

| 4. HMEPOMHNIA AHEHE

Exp. {uweeee}

12



B. ®YAAO OAHI'TQN XPHXHX
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DOYAAO OAHT'IQN XPHXHX
1. Ovopoocio TOv KTNVIITPLKOD QOPUUKEVTIKOD TPOIOVTOG

Milbeguard Duo 4 mg / 10 mg emkoivppéva pe Aemtd vpuévio diokia yuo KpOCOUES YATES Ko
YOTAKLOL

2. Xovleon

Kabe diokio mepiéyet:
ApPUGTIKG GUGTOTIKA:
Milbemycin oxime 4 mg
Praziquantel 10 mg

Enipnkeg dwokio, pnel €m¢ Kitpivord KaeE, yopaypévo ot pia mievpd. To diokio umopel va droupebei
o€ 000 ioo uép.

3. Eion {oov

I'dteg mov Luyifovv Tovddyiotov 0,5 kg.

4. OepamevTikég evoeitelg

e yartec: Ogpomeio TOV WKTOV HOAIVOEDY atd AMPO KoL EVAAIKO KEGTMOT Kol VIUATMOON TOV
akO6A0LOOV E10QV:

- Keotdon:

Dipylidium caninum

Taenia spp.

Echinococcus multilocularis

- Nnuotmdn:
Ancylostoma tubaeforme
Toxocara cati

[Ipdinym g dipoprhapioong (Dirofilaria immitis), edv gvdeikvotal 1 TavTOYpOVN Bepaneio evavTia
OTO KEGTAON.

5. Avtevoeilelg

Na pnv ypnowonoteital o€ yateg nhkiog pikpodtepng twv 6 efdopddwv kavn mov {uyilovv Myodtepo
amo 0,5 kg.
No unv ypnoLULOTOIEITAL GE TEPITTMGELC VIEPELOICONGING GTO dPUCTIKG GVOTUTIKG 1| 6€ KATO10 Ad
TaL £€KO0Y0.

6. E1dwkéc mpogidomonijosig

Educég mposidomomoerg:

H dokomn ypnon avTtmepastikdy 1 ypHon Tov TapekkAveL omd Tig 0dnyieg mov divovton oty IIXIT
umopel va ovénoet v mieon emAoyNg TPog avATTUEN OVOEKTIKOV GTEAEYMV KOl VO 00N YOEL GE
uelmpévn amotedespotikotnto. H amdgaon yio ) xpnon tov mpoidvtog Oa mpénel va Paciletor oe
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emPePainon TOV TOPACITIKOV EOMV KOL TOL TOPAGITIKOD POPTion, 1 6ToV Kivduvo poAvveng Le faon
T0, EMONUOAOYIKA YOPAKTNPLOTIKA Y10 KAOe (Do pepovopéva.

Yuvietdton OAa to (da Tov {ovv 6To 1510 Voikokvpld va Aaufdavouvv Bepameio Tovtdypova.

Orav voiotatol emiPePoropévn polvven omd 1o keotddeg D. caninum, Tpénel vo, e&etaletar and Tov
KTNviaTpo 10 evoeyOUEVO TaVTOYPOVNG Bepameiag evavTia g eVOLAUETOVG EEVIOTES, OTMS YOALOVG KOl
yelpec, Tpokelpévon va amopevydel emavapdiovon.

[ToAd cuyvn kou emovolopfovopevn ypnomn avleduvlikav g idlog opddag, avéavel Tov Kivouvo
avanTuéng avlekTikdTrags.

"Yronteg nepintdoelg avlektikdtrag Oa mpénel Tepattépm va, SIEPELVAOVTAL LE TN YPNOT KOTAAANA®V
Swyvootikdv doxiudv. EmpPefaiopévn avlektikdtnta vo avapEpeTal 6ToV KATOYOo NG GOE10g
KuKAopopiog 1 oty €Bvikn appddo apyn.

I ™ xpnon Tov Tpoidvtog Ba Tpémel va AapPavovtal vTOYN TOTIKEG TANPOPOPIES Yo TNV evaucOnacio
TOV TOPAGITOV GTOY®V, 0TV eivan drabéotpec.

Xe mepintmon omovciog Kvduvov Tavtdypovig HOALVONG He VNUATAdN 1| KEGTMOMN, Oa mpémel va
YPTOLOTOEITAL £Va TPOTOV GTEVOD PACUATOG OpAoTG.

Idwitepec TpoLAGEELS Yo TV 0GQAAN ¥pTion ota £idn (hmv:

BePawmeite 611 o1 yateg Ko To yardxio wov {uyiCouv amod 0,5 kg émg <2 kg Aaupavouvv v
KaTOAANAN TeplekTikOTTa d1okiov (4 mg milbemycin oxime / 10 mg praziquantel) kot v
KatdAAnin doon (1/2 1 1 diokio) yia to avtictoryo evpog Bdpovg (1/2 diokio yua yateg mov Luyifovv
0,5 é¢mg 1 kg, 1 diokio yua ydteg mov Luyilovv > 1 émg 2 kg).

Agv &ypovv mpaypotonomBel peréteg oe coPfopd eEacbevnuéves yateg | (oo pe coPapn datapoyn
VEQPIKNG N NTaTIKNG Aettovpyiag. To mpoidv dev cuvictdrol yia T€Tota (da, mopd udvo peTd and
a&loAdyMoN ToV 0PEAOVE/KIVOHVOL atd ToV VITEKOBVVO KTNViKTpPO.

Ta diokia givat evygvota. o v amoeuyn TuY0i0g KATATOOTG, PUAGGGETE T, O10Ki0 GE oMpEio TOV
dev mpoceyyilovv ta {da.

[Swaitepec Tpo@LAGEEIC oV Tpémet va AapPdvovtal omd To dToo Tov YopNYEl TO KINVIATPIKO
QopuokeLTkd Tpoidv oe {oa:

To kTviaTpkd PApUOKELTIKO TPOidV pmopel va eivan emikivovvo Otav Kotamobel, Waitepa yio to
aold. o v amoguyn Toyaiog Katdmoongs, To Tpoiov va puAdccetal o€ Eon v ool dev PAEmovv
ka1 dev Tpooeyyilovv Ta Todld. AypNGIUOTOINTH TUNIOATE SIOKIOL Vo TOTOOETOVVTOL TNV AVOTYUEVN
KOWEAN, 1 omoia va emavatonofeteitan otV eEMTEPIKT GLOKELOCIN, OGTE VA Ypnotponombodyv otnv
emoOUEVN YOpTYNOoN M Vo amopprpBovv pe acedieia (PA. kepdioo «Edikég mpo@uldéels amdppiymo»).
e mepinTon Tuyoing KoTaroons TV doKimv, 10img omd moidi, va avalnToeTe auécs 1TpLkn
oLpPBovAn Kot va 0giéete 6TO Y10TPO TO POALO 0dNYIDV YPNOTG 1 TNV ETIKETA TOV POPUUKEVTIKOD
TPOIOVTOC.

[TAvvete ta gépro petd ) ypnon.

Idwaitepec mpo@LAGEELC Yo TNV TPOGTAGio TOL TEPPEGAAOVTOC:
Agv 1oy0eL.

Eyxvpooivn kon yorovyio:

H aopdleia Tov kvIaTpikoh QOPUOKEVTIKOD TPOTOVTOG £xel 0modetyfel katd T S1apKELD, TG KOTIONG
Kol TG YoAovyiog.

Mmnopei va ypnoiponom el katd tn S1dpKeLo TG KOTMONG Kol TG YOAOVYioS.

Tovwomro:
Mmnopei va ypnoiponom el 6 yateg avamapoymyng.

AMnAemdpaoelg pe GAAN QOPUOKEVTIKG TPOTOVTA Kot GALEC HOPQEG AAANAETIOpAOTC:

H tavtoypovn ypnon diokiov mov mepiéyet o&iun wiPepvkivng kot tpaltkovovtéAN pe GEAQUEKTIVN
glvar kaAd avekth. Aev mapoatnpiOnkay aAANAETIdpAcelg OTav yopNyNONKE 1 GLVIGTOUEVN dOG TNG
UOKPOKVKATKNG AOKTOVIG GEAQUEKTIVY KT TN O1dpKeL TG Oepameiag e 10 cuvdvacpo o&iung
piABepvkivig Kot TpaltkovavtéAng 6T GUVIGTMUEVT O00T).
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Av kol 0gv ouvvioTtdTor M TOLTOYXPOVN YPNon e€vog Olokiov mov meptEyel o&iun WABepvKivng Kot
mpalikovovtéln pe €va mpoidv emiyvong oe onueio (spot-on) mov mepiéyel polldektivn Kot
WIOOKAOTTPION, OTIG GUVICTOUEVEG OOCELS PETA OmO €QAmAE €QPUPUOYN MNTOV KOAG OVEKT G Ui
gpyootnplokn perétn o 10 yordkio.

H aocpdieta kot 1 0moTELEGUATIKOTNTA TNG TAVTOXPOVNG YPNONG OV Exel diepevvn el o€ peAéTeg
nediov. EMAetyel mepantépm peletdv, mpémet va divetal Ipocoyn o€ TEPITTOOT TAVTOYPOVNS XPNOTS
dtokiov wov mepEyetl o&iun pAPepvkiving kot TpaltkovavtéAn Kot GAADV HLOKPOKVKATK®Y AUKTOVAV.
Emiong, dev €govv mpaypotorombel tétoleg peréteg e (ma ovamopoymyne.

Ynepdocoroyia:
Xe mepinton vIePdoGoA0YiNG, EKTOC TOV GCUURTOUATOV Ta 0Toio TapaTnPNONKay Katd T YopNynon

G GLVICTMUEVNG 000G (PA. kKepdlato «AvemBounta coppdvray), mapatnpnnke akovcla EKpo
61€A0v amd To otopa. To cOHURTOUHO TOPEPYETAL GLVIOMG AVTOUATO EVTOC LIOG TLEPOG,

Ewdwkol mepropiouot ypnong kot edikéc cuvOnkeg ypnong:
Agv 1oy0et.

Kbpiec acvpupfototnreg:
Agv 1oy0et.

AlAec mpouAAEELC:

H gywokokkiaon amotelel kivouvo yia tovg avOpodmove. Kabog n exvorkokkioon amotelel voonua
VIOYPEMTIKNG dNAwong 610 Atebvéc I'pageio Emwotidv (WOAH-IIaykocuiog Opyaviopog yio tnv
Yyela tov Zowv), e101kéc katevBuvtnpleg odnyieg oxetkd pe ) Bepoameio Ko Tnv mopakolovdnon
NG VOGOV KOl TNV TPOGTAGI0 TOV OTOUMV TPETEL VO, AAUPBAVOVTOL 0T TIC GYETIKES OPLODIEG APYEG
(m.y. eWdwoi 1] woTitoHTo TOPAGITOA0YING).

7. AvemOopunta copfavra

Idrec:

Mo omdvia (<1 o / 10.000 vd Oepaneio LD, CLUTEPIAAUPBAVOUEVDY TOV UEUOVOUEVDV
ovVaPOPAOV):

Avtidpaon vrepevaichnoiog', Zvotuikég dwotapoyss' (m.y. AqBapyog), Nevporoyikd
ovpmropata (my. Ata&io, Muikoc tpopog), Factpeviepicéc Stotapoyés! (m.y. Buetog, Aigppoia)

I: e181kd o€ veapég ydreg

H avagopd avemBountov coppdviov etvar onpoavtikny. Emitpénetl tn cuveyn mopoakorlovOnon g
aGPAAELNG EVOG TTPoiovToG. Edv mapatnpnoete omoladnmote avemiBountn evépyelo, akOUo KoL oV OgvV
OVOPEPETOL OTO ECOKAEIGTO PUALO 0dNYIDOV XpNomg 1] AUPIBAALETE Y10 TNV ATOTEAEGUATIKOTITO TOL
oapudrov, mapokaAeichs vo emkovmvioETE, KATOPYAS, LE TOV KTnviatpd cag. Mmopeite emiong va
AVOPEPETE OTOLAONTTOTE AVETLOVUNTO GUUPAVTO GTOV KATOYXO TNG ASEING KUKAOPOPING
YPTCLOTOIDVTOG TO GTOLYELN EMKOVMVIONG 6TO TEA0G 0VTOD TOL PVAAOL 03NYL®V YPNONG, 1| LECH TOL
eBvikov cog cvotipatog avagopdg: EBvikoc Opyaviouog Gapudkwmv, ni: +30 2132040213, E-mail:
vetpharmacovigilance@eof.gr.

8. Aocoloyia Yo kKG0g €id0g, TPOTOS KAl 0001 Yopnynong

Xopnynon ond 10 6ToOHA.

EXdyiom cvvictodpevn 86om: 2 mg o&ipng pikfepvkivng ko S mg wpalucovavtédng ava kg
YXOPMYOUVTOL EQATAE OO TO GTOLLAL.

Ta (oo mpéner va Luyilovtal date vo dtacporiletar 1 akpipng docoloyia.
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Avéioya e TO COUOTIKO BAPOG TNG YATAS, 1] TPAKTIKN S0C0A0YI £XEL OC 0KOAOVO®G:

Zopatikd Bapog 4 mg/ 10 mg
(kg) EMKAAVUUEVA UE
AETTO LUEVIO
dokia
0,5-1 1/2 diokio
>1-2 1 diokio

To wpoidv pmopel va ypnoyomombei o€ Tpdypappo TPOANTTIKNG Bepaneiog Kot TG dipopiiapinong
€dv Tovtdypova amarteiton Oepaneio evavtia oe mapocitmon and tawvio. H didpkeia g mpoinmtikng
dpdiong Tov Tpoidvtog Evavit TG dpoelhapiwong eivor €vag punvos. o v Toktikn TpdAnym g
dpopirapioong, Tpotiudtor 1 ¥pNon VoG LOVOSHVOLOD TPOIOVTOG.

Yrodocoroyio pmopel va xel WG OMOTEAEGLLA AVOTOTELEGLLATIKN PO KOl VO EDVOT|GEL TV
avamTTLEN OVOEKTIKOTNTOG,

H avéykn v emavainymn g Oepaneiog kot n cvyvottd g Oa npénel va Paciletal 6t cuppfovin
KTNVIATPOL Kot VoL A BAvETaL vy 1) TOTKT EMONUMOAOYIKY] KOTAGTAGT Kot 0 TPOTOS (mng Tov {dhov.

9. Odonyieg Yo T oot Lopiynon
To kKINVIATPIKO PAPUOKELTIKO TTPOidV TTpEmeL vaL yopnyeitan poli e 1 HETA TN ANYT WKPNG TOGOTNTOG
TPoONC. Me avTtdv ToV TPOTOo dacPaAiiletan PEATIOT TpoCTAGia EVOVTL TG OPOPIANPIDOTG.

10. Xpdvor avapoviig

Agv 1oy0et.

11. Ewwkég ovvOnkeg dratipnong
Na euidcoetal o€ 0éom, TV onoia dev PAETOLY Ko dev Tpooeyyilovy Ta Tondid.

Aypnowonointa  tufpote Ookiov va tomofeTovvtal otV avolypévn) KUyéAn, 1 omoid va
gnovotonobeteital oty eEMTEPIKT GVOKELAGIN, MOTE VO YPNGILOTOINO0VY GTNY EMOUEVT YOPTYNON 1|
va amoppledovv pe aceareta (BA. kepdarato «E1dtkéc TpoPLAGEEIC amOppIyno»).

DvAdcoete TPOGTATELUEVO ATTO TO PG,

Na pn xpnoiponoteital autd To KTNVINTPIKO GOPUOKEVTIKO TPOIdV HeTd TV nuepopunvia Anéng mov
avaypdeetal oto Kovti Kot v KuyéAn. H nuepopnvia AnEng cvpmintel pe v televtaio nUEPO TOL
GUYKEKPIUEVOL URVOL.

Avdpreta {ong Tov PIGoy S16KI0V LETA TO TPATO AVOLYLLO TNG KUWEANG: 6 UNVES.

12. Ewwkég mpo@uracers amoppryng

Ta eapuaxo dev TPETEL VO, OTOPPITTOVTOL LECH TMV ADUATOV 1) TOV OIKIUK®V OTOPANTOV.

AVT0 TO KTNVIATPIKO POPUOKEVTIKO TPOTOV OEV TPEMEL VO, EIGEPYETAL GTOV VOPOPOPO opilovta Ko
aVTO eVOEYETOL VO Elval EMIKIVOLVO Yol TOVG 1yOgic Kat GALOLG VOPOPLOVG OPYUVIGHOVG.
XPNCILOTOGTE TPOYPAUUATO, ETIGTPOPNC POPUAK®V Y10 TV OTOPPIYT| U1 XPNOLLOTOIN0EVTDV
KTNVIOTPIKOV QAPLOKEVTIKMVY TPOIOVIAOV 1 GAL®Y DAMK®OV 0L TPOEPYOVTL OTd TN YPNOT TOLS
GOV, [LE TIG TOTIKEG ATOTNOELG KOl Le TUXOV 1oybovTa eBvikd cvotiuate cvAloyng. Ta pétpa
QT UTOCKOTOVY GTNV TPOCTAGIN TOL TEPIPAAAOVTOC,.
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ZopPovievbeite Tov KINVIOTPO 1) TOV POPRAKOTOLO GOG Y10 TOV TPOTO amdppLyYng TV
YPNOUOTOMOEVTOV QOPUAK®Y.

13. Ta&vépnon TOV KITNVICTPIKOV QUPLIKEVTIKOV TPOIOVTOV

Na yopryeital LOvov e KTNVIOTPIKE GLVTAYT].

14. Ap1OBpoi Gdg10g KUKAOQPOPILOS KOl GVGKEVUGIEG
Ap1Buog adetog kokhopopiog: EALGOa: 20210/20-02-2024/K-0256004 — Kvzmpog: CY00927V

Yvokevaocio:

Kovrti yaptvo pe 1 xoyédn tov 2 diokiov (2 diokia).
Kovrti yaptvo pe 2 xoyéres tov 2 diokiov (4 diokia).
Kovti yaptivo pe 5 xoyéleg tmv 2 diokiov (10 dioxia).
Kovti yaptivo pe 12 koyéreg tov 2 diokinv (24 diokia).
Kovti yaptivo pe 24 koyéreg tov 2 diokinv (48 diokia).
Kovrti yaptvo pe 50 xoyédreg tov 2 dokiov (100 diokia).
Mmropei va pnv KuKAOQOpovV OAEG 01 GLGKEVAGIES.

15. Hpepopnvia tehevtaiog avadempnong 10v GUALOV 00N VLAV YPNONS

06/2025
Aentouepeic TANPOQOPIES Y10 TO €V AOY® KTINVIATPIKO QUPLOKEVTIKO TPoioy gival dlabéaiueg ot
Baon dedopévav g EE ya ta ktmviatpikd tpoidvta (https://medicines.health.europa.eu/veterinary).

16. Xrtoyyeio emkowvaviag

Kéroyog g ddetoc kukhopopiag:
EALGda:

Ceva EAMGg Ene

EBvdapyov Maxapiov 34

16341 HAovmoAn - EALGSa

Kbmpoc:

Ceva Santé Animale

8 rue de Logrono

33500 Libourne - I'oAria

Yrovyeio emKov@VIiae yio TNV ovopopd TovoAoYOUUEVOV aVETIOOUNTOV EVEPYELDV:
Ceva EAMGg Ene, EOvapyov Makapiov 34, 16341 HAovmoAn, thA.: 210 9851200

&

Tel: +800 3522 11 51

Email: pharmacovigilance@ceva.com

THopaockevactg vVEenBvvog Yia TV anelevBipmon TeV TapTidmv:
Ceva Santé Animale, Boulevard de la Communication, Zone Autoroutiére, 53950 Louverné, France
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