[Zelys 10mg el cy]

ITAPAPTHMA 1
HNEPIAHYH TQN XAPAKTHPIZTIKQN TOY ITPOIONTOX



1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Zelys 10 mg poocopeva diokio Yo GKOA0VG

2. MOIOTIKH KAI TIOXOTIKH XYNOEXH
Kdabe diokio mepiéyet:
ApPUoSTIKO GVGTUTIKO:

ITipoPevodvn 10 mg

"Exdoya:

IHowotiki) 60vOeST EKOGYOV KOl ALV
GUGTUTIKOV

Silica colloidal anhydrous

Stearic acid

Copovidone

Croscarmellose sodium

Malic acid

Maize starch

Cellulose microcrystalline

Lactose monohydrate

Dried Yeast (from Saccharomyces cerevisiae)
Pig liver powder

Aw6Ki0 0TpOYYLAD, YPONLOTOG UTES £MG OVOIKTO KOOE, [LE YPOLUT KOTG oTn Hio TAgVupd.
Ta diokio pwopovv va dwapebodv og 600 ico TURUATA.

3. KAINIKEX ITAHPO®OPIEX

3.1 Eiom {oov

YKvAOL.

3.2 Ogpansvtikéig gvociteis o kGO gidog {Mov

INo ™ Bepameia TG CLUPOPNTIKNG KAPIIOKNG OVETAPKELNS TOV GKOAOL, TTOL opeileTon g Parfidikn
avemdpkelo (avemdpkelo TPoedons Kovn Tpryladyvng BorBidag), 1 dwatatikn pvokapdionddeio (PA.
emiong kepdiaio 3.9).

3.3  Avrevositeg

Na un ypnoyomoteitar 1 TpoPevodvn e VIEPTPOPIKEG LVOKAUPOIIOTADEIES 1] GE VOGOUG IOV OV UTTOPEL
va emtevyfel Pedtioon Tov kapdloKoy OYKOL TOALOD AOY® AEITOVPYIK®OV 1| OVOTOUK®OV oTiov (.Y,
OTEVOOT TNG QOPTNG).

Noa un ypnotiponolgitor 6e o6KOAOLS pe cofapn GVETAPKEWD, TNG MTOTIKNG Agrtovpyiag, Kobmg 1
mpoPevodvn petaforiletar kvuping oTo Mmap.

Na pn xpnoyonoleital 68 TEPITTOCELS VIEPEVAIGHNGIOG GTO OPUCTIKO GUGTOTIKO 1| GE KATOL0 Ao TO.
£K60Y0L.

(BA. emiong kepdAato 3.7).

3.4 E0kég TPOELOOTOM|GELS

Koapia.



3.5 Iowitepeg mPpoPUAAEEIS KATA TN Y p1ioN

[S1aitepec TPoELAGEELC V1o TNV ao@oAr yprion ota £idn (hwv:

e okOAOVG pe caKyop®mon dapnTn, Katd T dudpkela ¢ Oepaneiog Bo Tpémel vo EAEYYETOL TOKTIKA 1)
YAvkoln Tov aipartog.

Yuvietdrton EAeyy0g TG KapdloKng Asttovpyiog kot poppoioyiog ota vod Bepaneio pe wipoPevodvn Coa
(BA. emiong kepdAaio 3.6).

Ta pacopeva diokia glvar gvyegvota. [a v amopuyn Tuyaiog Katdmoons, va @uidccovtal To Siokio
og B¢éom mov dev mpooeyyilovv ta {da.

ISwaitepec Tpo@uAGEEIC TOV Tpénel va Aopfdvoviot ond To GTOUo TOL YOPNYEL TO KINVIATPIKO
QopuakeLTIKd TPOidv og {da:

Touyoio Kotdmoon, e0kKd amd Todi, pnopel va TpokaAécel Tayvkapdio, opfoctatikny vroTacT, 5oy
TOV TTPOCHTOV KOl TTOVOKEPAAO.

Aypnowonointa TuApato SIOKIOV Vo EMIGTPEPOVTAL GTNV OVOLYXTH KLUWEAN, | 0T QUIAN KOl GTNV
eEmtepikn cvokevacio. Na puAdccoviol e ac@oin 8éon v omoia dev PAémovy kat dev mpoceyyilovv
TO TOUOLEL.

KAeivete ) @éAn epunTikd pe To TOUN AUECSHOG LETA TNV APAIPEST] TOL ATOLTOVUEVOL aplflov diokimv
N TOV TUNRATOV doKimV.

e mepintoon tuyoiog Katdmoons, avalntnote apéoms 10Tpikn cVUPovAn kot 6giéte 6TO YLoTpd TO
@OAAO OOMYIDV ¥PNONC 7 TNV ETIKETA.

[TAvvete ta yépro petd  ypnon.

Idwaitepec TPOQLAGEELS Y10 TNV TPOGTAGIC TOV TEPIBAALOVTOC:
Agv 1oy0et.

3.6 AvemOopuntao copfavra

YKvAoL

Y révia "Buetoc!, Awdpporo?,
Avopetia?, An0opyoc?,
(1 émg 10 Coa / 10.000 vrd Bepaneia

Loa): AvENGN ToL Kapdiakod puduov!, Atatapayr T Aertovpyiog

™G ptpoetdoig Porfidog’

[ToAD cmavio [etéyeieg og Brevvoydvous?, Awoppayiec™

(<1 {do / 10.000 vmo Bepaneia {da,
CUUTEPILOUPAVOUEVOV TOV
LELOVOUEVOV AVAPOPDV):

' AocoeEaptdpeva kot Pmopodv vo, amopevyfody petdvovtog t doon.

2Tapodikd.

3"Eyel mapornpndei avénomn g maltvdpounong Tov aipatog ot purpostdn BaAPida katd ) didpkeio
g xpoviag Bepameiog pe TPoPevOdvn okOAMVY pe EKQOAIGT TG UITPOELDOVS PaAfidac.

4 Av ko dev €xel copmg amodetydel cuoyéTion pe TV TROPEVIAVY, QVTH TO GLUTTMUOTO TAPEPYOVTAL
otav dlakomnel n Beponeio.

S Yrodopiec.

H avagopd avembountov coppdviav eivar onpavtikny. Exitpénetl t cuveyn mapakolobOnen e
AGPAAELOG EVOG KTIVIOTPIKOD POPUUKEVTIKOD TTPOidvTog. Ot avapopEg TPETEL VO, ATOGTEAALOVTOL, KOTA
TPOTIUNOT LECH KTNVIATPOV, E(TE GTOV KATOYO TNG AOELNG KVKAOQOpiog gite otV £Bvikn appodia
apyn LECH® TOL EBVIKOV GLOTHLATOG AVaPOPAS. AvatpEETe EmioNG TNV TEAEVLTOIN TAPAYPOPO TOV
@OAAOVL 0ONYLOV XPAOTG YO, TO, AVTIGTOLY O OTOLXEID ETKOVOVING.

3.7  Xpnon Katd TNV KON 61, TN YoA0VYi0 )| TNV MOTOKiN



Kinon kot yolovyia

AT epyaotnplokég PeAETEG oE emipvEG Kot KOUVEALD Ogv domiotdbnkay evoeiEelg Ttepatoyéveong 1
euPpvotolomroc. Opme, and epyacTnplokés LEAETEG OE EMIPVEG Kol KOVVEALR, GE VYNAES OOGELS,
Swmotdbnkav gvdeilels to&ikdrag otn untépa kot gpPpovotoikotnta. H mpofevodvn amoBdiietal
pe 1o yaia. H ao@dielo, Tov KTNVIATPIKOD QUPUOKEVTIKOD TPOidvVTOoC dev £xel amoderybel Katd ™
Sdugpkela TG KOMONG Kot TNG yohovyiog oe OnAvkodc okdAovs. XpnolpHonomote 10 Tpoidv povo
GUUPMOVO, LE TNV EKTIUNOT) 0PEALOVS/KIVOUVOL 0td ToV LITeELBLVO KTNVINTPO.

3.8 Aliniemidopaon pe GAAO QUPUUKEVTIKA TPOIOVTA KoL AAAEG HOPPES UAMAETIOPAONG

Xe QopUaKOAOYIKES PeAETeS Oev mapatnpnOnke aAinAeniopacn HeTaEd TG KOPOOKNG YAVKOGIONG
otpopavlivng kot g mpoPevodvne. H mpoxaioduevn oamd v mpoPevodvn avénon g
GUGTOATIKOTNTOG TOV HVOKapdiov peTpldletonr amd Tovg oviay®viotés acPectiov Pepomapiin Kot
Sthtialépn kot and Tov B-avTayovioT) TPOTPAVOLOAT).

3.9 Odoi yop1ynong kot 60coroyia

Xopnynon omd 10 oTOHA.

Mnv vrepBaivete tn cuvicTdUEVT dOOT).

Mo ™ yopnynon ¢ oot d0omg, va Tpocdiopiletal 0 coOUOTIKO Papog pe 060 TO dLVATO
peyoAvtepn axpifeta.

Ta dwokia yopnyovvtan oe doom amod 0,2 mg éwg 0,6 mg mpofevodvn/kg copatikov Bdpovg ava nuépa.
H mpotipcdpevn nuepniota d6on givor 0,5 mg mpofevodavn/kg copatikod Bapovg. H d6om va dtanpeitat
og dvo yopnynoelg (0,25 mg/kg copotikod Papovg N kdbe pia), ¥pNoUoToOVTOG £VaY KOTAAANAO
GLUVOLOCUO OAOKAN POV, 1 HIooD TV dtokimv. Tn won 660 10 Tpmi Kot tnv dAAN pon tepinov 12 dpeg
apyoTepa.

Kdabe 66om va diveton mepimov o dpa mpv ™ xopriynon tpoene. A’ gvubeiag AMjym amd to {mo, 1
tonofetnote 10 d10Ki0 6T0 GTOHHA TOVL {MOV.

Av106 avtictoyel o:

‘Evo. poocopevo diokio 10 mg to mpwi kot éva pocopevo diokio 10 mg to Bpddv (ava 12wpo) yia fdpog
ocopotoc 40 kg.

Ta dwokia (1,25 - 5 ko 10 mg) dwopovvral o€ 2 ica TUqUATO.
To KIMMVIOTPIKO QUPUAKELTIKO TPOIOV pmopel va cLVOVAleTOl UE SLOLPNTIKA QAPUOKO, OTMG
(OLPOGELION.

3.10 Zoprtopote vIEPOOGOA0YINS (KUl KOTA TEPITTMON, HETPA AVTIUETOTICNS KOl AVTIOOTA)

Ye mepintwon vmepdooiag umopel vo mapatnpnBodv OBetiky ypovotpomog dpdor, Epetog, amddela,

atoio, Kapdlakd oMU 1| VTOTOCT). X’ GUTH TNV TEPITTOOT, B0 TPEMEL N 606 VO LEIDOVETOL KOl VO

yopmyeitar KatdAAnAn copntopatiky Oepaneio.

Xe mopatetapévn (6 punveg) yopnynon o€ vylelg okvbiovg Beagle d6ong 3mhdciog kol STAdcoG TG

GUVIGTOUEVNG, TOPATNPHONKE GE PEPIKOVG TTAYVVGT TNG UITPOEOOVS PaAPBidag Kot oploTePn KOIAMOKT

veptpo@io. Ot oAhayic aVTEC Elval PAPUAKOOSVVOUIKNG TPOEAEVOT|C.

3.11 Ewwoi mepropiopoi p1jong Kot E01KEG cuvONKeS ypfong, coprepriopfavopévev
TEPLOPLOUAV GT1] YPNGT] OVTLUIKPOPLOKAV KUl UVTITOPUGLTIKAOV KTNVINTPIK®OV
PUPUIKEVTIKOV TPOTOVTMV TPOKELREVOV VO, TEPLOPLOTEL 0 KIVOUVOG avATTUENS UVTOYNS

Agv 1oy0eL.

3.12 Xpoévor avapovig

Agv 1oy0eL.

4. GAPMAKOAOI'IKEX TAHPO®OPIEX



4.1 Kmowkég ATCvet:
QCO1CE90
4.2 @oppoKodLVOULKI)

H mpoPevdavn, éva mapdywyo g Bevipidoaloing-rupdalivovng, etvat Un-copmadnTikoppn Tk, -
YAVKOGIOIKY] tVOTPOTOG OLGIOL LLE IGYVPES ALY YELOSUCTOATIKEG 1OLOTNTES.

H mpofevddvn ackei tn dieyeptikn e Opdiorn 6To Huokdpdlo HEG® evOg STAoD UnNyovicpos dpdong:
avénon g evouocHnoiog oto acPéoTio TOV KAPIWOKOV HUIKOV VNUOTIOV KOl OVOGTOAN TNG
owopodiestepdong (tomog I1I). Eniong, aokel ayyelodiaotaitikn dpdor, avactéAlovtog ™ dpdon g
ooopodiestepdong 1. Zvvendmc, o Oetikdg votpomioudc dev TpokaAeital 00Te amd OpAcT TAPOLOLL UE
LT TOV KOPOIKAOV YAVKOGO®V 0VTE OO GLUTOONTUCOLLUNTIKY.

To xkmMvioTpkd @OPUOKEVTIKO TPOIOV, OTAV YPNOUYLOTOIEITOL O TEPUTTMOCELS GULUTTMUOTIKNG
BaAPidikng avendpkelg 68 GLVOVAGUO [LE POVPOCENION Exel kaTadelyDel 6Tl eATuidVEL TNV TOWOTNTA
Cong ko emexteivel To Tpooddkipo emPinong otovg vd Bepaneio GKOAOLG.

To KIVIATPIKO PAPUOKEVTIKO TPOTOV, OTAV YPNCILOTOIEITOL GE OPIGUEVEC TEPIMTMGELS GUUTTMOUATIKNG
SITATIKNG  HVOKOPIIOTADEIDNG O GUVOLAGUO WE (QOLPOGEUION, evalampiln kot Sryo&ivn £€xet
Kkatadeyel 0Tt Pedtidvel v mowotnto {mNg Kot emEKTEIVEL TO TPOGOOKIHO emPimong otovg Vo
Oepameio okOAOLC.

43 @oppoKoKIVTIKY

Amoppoonon:

Metd TV amd ToL GTOUATOG YOPNYNON TG ToPeVIdvNc, 1 amodAvTn Prodiabeciudtra eivar 60 - 63 %.
Eneidn n Prodiabecipotno peudvetor onuovtika 0tav 1 wipoPevodvn yoprnyeitor pe v Tpoon 1
APECHG LETA, GUVIGTATOL M YopTYNomn g Bepaneiag ota {da mepimov 1 dpa Tpv T YopNyNoT TPoPnS.
Metd ™ yopnynon ond to otope 0,25 mg/kg 6. muofevddvne, n HEYIGTN CLYKEVTP®GT GTO TAUGUOL
ntov 17,4 pg/L (péon Cmax) Ko 1 meployr] kétow amd v Kapumoan (AUC) frav 20,9 h*pg/L (néon
AUCo.).

Koatavopn:
O 6ykog katavoung givar 2,6 I/kg, xatadeucvoovtog 6Tt M mHOPevOAVT KOTAVEUETOL AUEGO OTOVG
16700¢. To Hé€co T0c06Td GhVOESNG LE TIg TPMOTEIVEG TOV TAGGUATOG Eivat 93 Y.

MetaBoMoudg:
H mpofevodvn amopgbviidvetol o&eldmtikd otov KOpto dpactikd petafoiritn g (UD-CG 212). AAla

wpoidvta. petaforlopod givar ta @daong I mpoidvra ovlevéng tov UD-CG 212, ovolactikd
YAVKOVPOVIKEG Kol BEUKEG EVDOELS.

AmofBoA:

O ypo6vog nuicelog Long ™ mipoPevdavne oto mAdoua givar 0,4 dpeg, o€ avTioToLyio e TNV DYNAN
KkéBapon tov 90 ml/min/kg kot To GOVTOUHO HEGO YPOVO Tapapovig Tov 0,5 opav.

O k0Opro¢ dpactikdc petaforitng amofdrietar pe xpovo nuicelog (NG 610 TAAGHO 2 MPEG. TyEdOV
oAOKAN P M 066N amoPAAAETOL UE TO KOTPOVAL.

5. DAPMAKEYTIKA XTOIXEIA

5.1 Kopieg aocvppatoTnTeg

Agv 1oyVeL.

5.2 Awpkera Long



Koyélec: Adpketo {oNG TOU KTNVIATPIKOD QPUPUOKEVTIKOD TPOIOVIOC GUUP®VO LE TN CLGKELOGIN
noAnong: 3 ypovio.

Duddec: Adprelo (NG TOL KINVIOTPIKOD POPUOKEVTIKOD TPOIOVIOG GUUG®VO LE TN CLOKELAGIN
ndinong: 18 unvec.

Augpxeta {ong petd 1o TpdTO dvorypa TG GTOEIDMO0VS GUGKELOGING: 2 UNVEG.

5.3 Iowirepec mpo@urdiers katd T @OLAEN TOV TPOIGVTOG

Kowyéheg: Axpnotponointo TUqHeto SIoKIoV vo ETGTPEPOVTOL GTIV KUWEAT KoL VO YPT|CLLOTOI00VTL
GTNV €MOUEVN YOPNYNON.
Na un puAidccetor oe Beppoxpacio peyorvtepn tov 30° C.

Duidec: Awnpeite T QLOAN EpUNTIKA KAEIGUEVT] Y10 TPOGTAGIO aTd TNV VYPAGIdL.

Ayprnoonointa TUHOTO SIGKIOV VO ETIGTPEPOVTAL GTN PLOAT KO VO, YPTCULOTOI0VVTOL GTNV EMOLEVT
xopfiynon.

Na pun evAdoceton og Beppokpacio peyoarvtepn tov 25° C.

5.4 ®von kol 6HVOES TNG GTOLYELDOOVS GVOKELUGIOG

Kowyéheg: Koyéreg amd molvapidio-aiovpivio-yAwplovyo mtolvftvorio / alovpivio Bepuikd copoyiouEves.
Kovti yaptivo pe 8 1 24 xoyéreg tov 4 diokimv.

Duidec: Dréreg amd ToAVaBVAEVIO VYNANG TVKVOTNTOS LE PLO®TO CLGTPEPOUEVO IO ACPAAELOS YOl TOLOLEL
AtO TTOAVTPOTVAEVIO.
Duadn 150 ml wepiéyer 30 doxia.

Mmopei va unv Kokho@opohv OAEG Ol GLOKEVAGIEG.

5.5 E1dwég mpo@uia&ers améppuyng evog pn ApNoLRomot0£vTog KITNVIATPLKOD QUPIIKEVTIKOV
TPOIOVTOG 1] GAA®V VAKAOV TTOV TPOEPYOVTUL OO T1) Y P1)C1) TOV TPOIOVTOG

Ta edppaxoe dev TPENEL VoL OTOPPITTOVTOL HECH TV AVUATOV 1) TOV OIKLUKOV OTOPANTOV.
XPNGILOTOGTE TPOYPAUUATO, EXIGTPOPNC POPUAK®DV Y10 TV OTOPPIYT| U1 XPNOLULOTONOEVTDV
KTNVIOTPIK®V POPUUKEVTIKOV TPOIOVI®V 1 GAA®V VAIK®VY OV TPOEPYOVTAL amd TN (PO TOVG
GUUPMOVO, [LE TIG TOTIKEG ATOTNOEL KOl LE TUYOV EBVIKA CLUGTILOTO GLAAOYNG TOV 1GYVOVV Y1a TA
GYETIKA KTNVINTPIKE QAPUOKEVTIKA TPOTOVTOL.

6. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

EXAGda:

Ceva EAMGg Ene

E6vapyov Maxkapiov 34
16341 HuobmoAn - EALGOa

Kbmpoc:

Ceva Santé Animale

8 rue de Logrono

33500 Libourne - I'oAhia

7. APIOMOZXZ(OI) AAEIAY KYKAOPOPIAX

EALGSo: 73011/28-06-2024/K-0224003
Konpog: CY00679V



8.  HMEPOMHNIA TIPQTHX ETKPIXHX

EAAGSa: 01/06/2018

Kvmpog: 30/04/2018

9. HMEPOMHNIA TEAEYTAIAX ANAGEQPHXHX THX IEPIAHYHX TQN
XAPAKTHPIZTIKQN TOY ITPOIONTOX

06/2025

10. TAZEINOMHZIH TOQN KTHNIATPIKON ®APMAKEYTIKQN ITPOIONTQN
Noa yopnyeitor pévov pe KTNviaTpikn GuvToy.

Aentopepeic TANPOQOPIES Y10 TO €V AOY® KTNVIATPIKO QUPLOKEVTIKO TPoioy gival dlabéaiueg ot
Baon dedopévav g EE yia ta kmviatpikd tpoiovta (http://medicines.health.europa.eu/veterinary).



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

IHAPAPTHMA 111

EINNIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX



A. ENIXHMANXH



IHAHPO®OPIEX ITIOY HPEIIEI NA ANAI'PA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

Kovrti yaptivo pe 1 guain

1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Zelys 10 mg poocopevo diokio

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

Kabe diokio mepiéyet:
ITipoPevodvn 10 mg

|3.  XYZKEYAZXIA

30 dwoxkia

4. EIAOX(H) ZQOY(QN)

2Kk0OAOL.

| 5. ENAEIZEIZ

| 6.  OAOI XOPHTHEHX

Xopnymnon ond 10 6TOHa.

| 7. XPONOI ANAMONHE

‘ 8. HMEPOMHNIA AHEZHX

Exp. {uw/eeee}
Metd to mpdTo dvorypa yp1on eviog 2 Unvav.

9. EIAIKEYX XYNOHKEX AIATHPHXHX

Na pun euAdoceton og Beppokpacio peyoarvtepn tov 25° C.
Alotnpeite T ELIAN EpUNTIKA KAEIGUEVT] Y10 TPOCTOGIO OO TNV VYPAGiaL.
Aypnoiponointa TUHOTO SI0KIOV VO ETIGTPEPOVTAL GTN PIOAT KL VO, YPT|CULOTOIOVVTIOL GTNV EMOLUEVN

xopnynon.

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

10



AwBdote 10 PUALO 0NV YPAONG TPV AT TN YPNON.

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

ATOKAEIGTIKA Y10 KTNVIOTPIKNY (P1oM.

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

Na purdcoetal o€ BEon, TV omoia dev PAETOLY Kot dev Tpooeyyilovy Ta Tandid.

‘ 13. ONOMA TOY KATOXOY THX AAEIAYX KYKAO®OPIAX

@

‘ 14. APIOMOI AAETAY KYKAO®OPIAX

EALGSa: 73011/28-06-2024/K-0224003
Kompog: CY00679V

‘ 15. APIOMOX ITAPTIAAX

Lot {ap1Ouoc}

11



IHAHPO®OPIEX ITIOY HPEIIEI NA ANAI'PA®ONTAI XTH XTOIXEIQAH XYXKEYAXIA

Orain

‘ 1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Zelys 10 mg poocopevo diokio

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

Kabe diokio mepiéyet:
ITpoPevodvn 10 mg

| 3. EIAOX(H) ZQOY(2N)

2Kk0AOL.

‘ 4. OAOI XOPHI'HXHX

Xopnynon omd 10 GTOHA.
Awpdote 10 PUALO 0INYIDOV XPTOTG TPV OO TN XPTON.

|5.  XPONOI ANAMONHX

‘ 6. HMEPOMHNIA AHEZHX

Exp. {uweeee}
Metd to mpdTo dvorypa yp1on eviog 2 Unvav.

‘ 7. EIAIKEX XYNOHKEX AIATHPHXHX

Noa un evAdoecetol og Ogppokpacio peyoarvtepn tov 25° C.
Awnpeite T ELIAN EpUNTIKA KAEIGUEVT] Y10 TPOCTAGIO OO TNV VYPOCiL.
Ayprnoponointa TUHOTO SIGKIOV VO EMGTPEPOVTAL TN PLOAT KOl VO, YPTCLLOTOL0VVTOL GTNV EMOUEVN

xopniynon.

‘ 8. ONOMA TOY KATOXOY THX AAETAY. KYKAO®OPIAX

G

‘ 9. APIOMOZX ITAPTIAAX

Lot {ap1Buog}

12



IHAHPO®OPIEX ITIOY HPEIIEI NA ANAI'PA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

Kovrti yaptivo pe 32 1 96 dwokia

1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Zelys 10 mg poocopevo diokio

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

Kabe diokio mepiéyet:
ITipoPevodvn 10 mg

|3.  XYZKEYAZXIA

32 dioxkia
96 dokia

4. EIAOX(H) ZQOY(QN)

YxvA0L.

| 5.  ENAEIZEIS

| 6. OAOI XOPHTHIHX

Xopnymnon ond 10 6TOHa.

| 7. XPONOI ANAMONHE

‘ 8. HMEPOMHNIA AHEZHX

Exp. {uweeee}

‘ 9. EIAIKEX XYNOHKEX ATATHPHXHX

Na pun euAdoceton og Beppokpacio peyoarvtepn tov 30° C.
Aypnowonointa TUNHATO SIOKIOV VO, EMGTPEPOVTAL GTNV KLWEAN KOl VO YPTCULOTOLO0VTIOL GTNV
enopevn xopfiynon.

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

AwPaote 10 QUALO 0INYIOV XPNOTG TPV 0T TN XPNOT).

13



11. OI AEEEIX «<AIIOKAEIXTIKA I'TA KTHNIATPIKH XPHXH»

ATOKAEIOTIKA Y10, KTNVIOTPIKNY YPNoM.

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

Na purdcoetal o€ BEom, TV omoia dev PAETOLY Kot dev Tpooeyyilovy Ta Tandid.

‘ 13. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

G-

‘ 14. APIOMOI AAEIAYX KYKAO®OPIAX

EALGSa: 73011/28-06-2024/K-0224003
Kompog: CY00679V

| 15. APIOMOZX MAPTIAAX

Lot {ap1Buog}
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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

Zelys ¢ U

2. IHOXOTIKA XTOIXEIA TQN APAXTIKQN OYXIQN

10 mg mpoPevddivn

‘ 3. APIOMOZX ITAPTIAAX

Lot {ap1Buog}

| 4. HMEPOMHNIA AHEHE

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

Zelys 10 mg poaocopeva dtokia yio skOA0VG

2. Xovleon

Kabe diokio mepiéyet:
APUGTIKO GVOTUTIKO:
ITyoPevddvn 10 mg

A6Ki0 0TPOYYLAD, YPOUOTOG UTEL £MC OVOIKTO KOQE, LLE YPOU KOTNG O pio TAgVpd.
Ta diokia pwopovv va dpebovv oe 600 ioa TupaTa.

3. Eion Lowv

2KkOAOL.

4. OepomevTiKég gvositelg

INa ™ Bepameia TG GLUPOPNTIKTG KAPIIOKNG OVETAPKELNS TOV GKOAOL, TOL opeileTon g Parfidikn
avemdpkewo (avemdpkelo ITPoedovs Kovn Tpryladyvng Borpidag), 1 dwatatikn pvokapdionddeio (PA.
emiong kepdAao «Aocoloyia, TPOTOG Kot 0001 YOp1yNong»).

5. Avtevoeilelg

Na pn gpnoytomoteitar 1 mpoPevodvn oe vIEPTPOPIKEG LLOKOPIOTAOELIES 1) GE VOCOVG TTOV dEV UIOpPET
va emtevyfel Pedtioon Tov kapdloKoy OYKOL TOALOD AOY® AEITOVPYIK®OV 1 OVOTOUK®OV oTiov ().
GTEVOOT] TNG 0OPTNG).

Na un yxpnoiponoleitol 6e oKOAOLG He coPapr OVETAPKED TNG MTOTIKNG Agltovpyiag, kabdg M
mpofevodvn petafolriletor kuping oTo Mmap.

No un ¥pNoWOoToLEiTaL GE TEPITTOCELS LIEPEVALIGHNGIOC GTO OPOUCTIKO GVGTUTIKO 1| GE KATOL0 oo TO.
£Kb0Yy0L.

(BA. emiong «Eyxovpoocivn kot yolovyio).

6. Ewwég mpogrdomomosig

Ewikéc mposdomoncelc:
Koapia.

[S1aitepec TPOELAGEELS Yo TV 00QOAT ¥priom oTa £idn (dwv:

Ta pacodpeva, dtokio givar vygvota. [a Ty amo@uyn TuYoiog KATATOoNS, VO QUARGGOVTOL T0, SIoKia
o€ Béon mov dev mpooeyyilovv ta (ho.

L0 tov Ktyviozpo:

Y& 6KOAOVG e caKyop®mon daPnTn, Katd T Sudpkela ¢ Oepameiag Oo Tpémetl vo EAEYYETOL TOKTIKA 1)
YAvkoln tov aipartog.

ZovioTtdton EAeYY0G TNG KapdloKNG AElTovpyiag Kot pop@oAoyiog ota vd Bepaneio pe mipoPevoavn (oo
(BA. emiong kepdAaio «AvemBOunto couBavtoy).

[dwaitepeg Tpo@LAGEELC TOV TTPETmel vo AauBdvovol amd To GTOUO TOV YOPNYEL TO KTNVINTPIKO
QOPUOKEVTIKO TTPOidV o (Mo
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Toyaio kotdmoon, e01KG amd Todi, propet va TpokaAEsel Tayvkapdia, opfooTatiky VIOTAcT, £E0yM
TOL TPOCHTOV KOl TOVOKEPAAO.

Ayprnoonointa TUAROTE SIOKIOV VO EMIGTPEPOVTOL GTNV OVOLXTH KUWEAN, 1| 0T QUIAN KOl GTNV
eEmtepikn ocvokevacio. Na puAGccovTol € ao@oin BEon v omoia dev PAEmoVY Kot dev Tpoaeyyilovv
TOL TTOLOLAL.

Khetvete ) @éAn epunTikd pe To TOUN QUESHOG LETA TV APAIPEST] TOL ATALTOVUEVOL aplBlov diokiny
N TOV TUNUATOV O1oKimV.

Xe mepintmon tuyoaing Katdmoons, avalntiote apéocws TPk cVpPovAn Kot 6gi&te 6To YoTpd TO
@OALO OOMYUDV YPNONS 1 TNV ETIKETA.

[MAvvete ta gépro peTd T YpMon.

Eykupooivn kon yorovyio:

Ao epyaoctnplokés peréteg oe emipveg Kot KovvéAla dev damotdbnkay evdeiEelg tepatoyéveong M
euPpvotolcomroc. Opme, omd epyOcTNPLOKES LEAETEG OE EMUVES KOl KOUVEMA, GE LYNAEG SOGELS,
dwmotobnkay evdeitelg to&ikdmrag otn untépa kot uPpvotoikotnta. H muofevodvn amofdaiieton
pe 1o yaia. H aopdielo, Tov KTNVIATPIKOD QUPUOKEVTIKOD TPOiovVTOc dev £xel amoderybel Katd ™
Sugpkeln TG KOMoNGg Kot g yohovyiog og OnAvkodg okvAovg. XprolUOoToote T0 TPoidv HOVo
GUUPMOVE, LLE TNV EKTIUNOT 0PEAOVC/KIVOUVOL 0Ttd TOV LITEVHVLVO KTNVINTPO.

AlnAenidpaon pe GAAL QOPLOKEVTIKG TPOTOVTA Kol AALES HOPOES aAAAETIOpaoNC:

Lo tov kTtyviapo:

Y& QOPUAKOAOYIKEG HEAETEC Oev TapatnpnOnke aAAnAeniopoon peTa&d TG KOPOOKNG YAVKOGIONG
otpopavlivng kot g mpoPevédvne. H mpoxaioduevn amd v mpoPevodvn avénom g
GUGTOATIKOTNTOG TOV HVOKOPdiov peTpldletonr amd Tovg oviaywviotés acPectiov Pepomapiin kot
Shtialéun kat amd TovV B-0vTay®vioT TPOTPUVOLOAT).

Yrepdocoroyia:
Y& TepInTOoT VIEPSOGING EMKOIVOVNGTE LUE TOV KTNVIOTPO.

L1 tov kTnviazpo:

Ye mepintwon vmepdooiag umopel vo mapatnpnBodv OBetiky ypovotpomog dpdor, Epetog, amddela,
ata&io, Kapdlakd LN 1] VITOTOCT. X’ GUTH TNV TEPITTOOT, B0 TPEmeL | 6OGT VoL LELDVETAL KOt VOl
yopmyeitar kKatdAANAn copnTopatiky Oepaneio.

e mopatetapévn (6 punveg) yopnynon o€ vylelg okvbiovg Beagle d6ong 3mhdoiog kol STAdcoG TG
GUVICTAOUEVNG, TOPATNPNONKE GE PEPIKOLE TTAYLVON TNG ITPOEdovS PaAPidag Kot aploTepn KOIAMOKN
vrepTpoia. Ot ahAayéc ovTég Eival QapUAKOSVVOUIKNG TPOEAEVOT|G.

Kvpiec acvupatotnrec:
Agv 1oy0eL.

7 AvemOopnrta coppavrae

2Kk0AOL:

Travio

(1 éo¢ 10 Loa / 10.000 vrd Oepaneio {ha):

"Epetog!, Adppora?,
Avopetia®, Andopyod?,
AvENon Tov Kapdlokod pudpov!, Alatapay ™ Asttovpyiag Thg prpoetdong BaAPidac

[ToAV ondvia
(<1 Lo / 10.000 vrd Oepameio {da, CLUTEPILOUPBAVOUEVOV TOV LEUOVOUEVOV OVAPOPOV):

IMetéyeieg o Prevvoydvouc™, Aoppayiect®

' AocoeEaptdpeva kot Hmopody vo, amopevyfoly petdvovtog t doon.
2 Tlapodikd.
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3"Eyel mapornpndel avénon e matvdpounong Tov aipatog 6t urpostdn BaAPida katd ) Sidpkeio
™G xpdviag Bepomeiog pe TOPEVIAVN OKOAMVY LE EKPVUAIOT TNG HUTPOEBOVG PaAfidag.

4 Av ko dev &gt capmg anoderydel cuoyETion ue TV TROPEVIAVY, AVTH TO GLUTTMOUOTO TOUPEPYOVTAL
otav dlakomnel n Oepomeia.

3 TTIKTEG opopporytkés KnAidec Tov Brevvoydvov, neyéboug potng kapeitcog.

® Yrodopiec.

H avagopd avemBountov coppdviav etvar onpavtiky. Emitpénet tn cuveyn mapoakorovonon g
aGPAAELNG EVOG TTPOidVTOG. Edv mopatnpnoete omoladnmote avemiBountn evEPYELD, aKOUO KOL OV OEV
AVOPEPETOL OTO EGOKAEIGTO PUALO OONYIDOV ¥PNOTG 1 AUPIBAALETE Y10 TNV OTOTELEGUATIKOTITO TOL
oapudxov, mapokaAeichs va emkovmvioeTe, KaTopyds, Le Tov KTnviatpd cag. Mmopeite emiong va
AVOQEPETE OTOLAONTOTE AVETLOVUNTO GUUPAVTO GTOV KATOYXO TNG ASELNG KUKAOPOPING
YPTCLOTOIDVTOG TO GTOLYELN EMKOVMVIONG 6TO TEAOG AVTOD TOL PVAAOL 0dNYIDV ¥PHoNG, N LEC® TOV
€Bvikov cog cvotpatog avagopds: EBvikdc Opyaviopog Gapudkamv, ni: +30 2132040213, E-mail:
vetpharmacovigilance@eof. gr.

8. Aocoloyia yio ka0 €ldog, TPOTOS KoL 0601 Yop1YNOoNG

Xopnynon omd 1o oTOHO.

Mnv vrepBaivete tn cuvioTdUEVT dOOT).

Mo ™ yopiynon g ocwotng doomg, vo mpocdiopiletal to copatikd Papog pe 660 t0 dvvatd
peyodvtepn axpifeta.

Ta dwokia yopnyovvtan oe doom amod 0,2 mg éwg 0,6 mg mpofevodvn/kg copatikov Bdpovg ava nuépa.
H mpotipdpevn nuepnota d6on etvan 0,5 mg mipoPevdédavn/kg copatikov Bépovc. H 66om va dwapeiton
og dvo yopnynoelg (0,25 mg/kg copotikod Papovg N kdbe pia), ¥pNoIUOTOIOVTOG £VAV KOTAAANAO
GLVOLOCUO OAOKAN POV, 1 HIooD TV dtokimv. Tn won 660 10 Tpmi Kot tnv dAAN pon tepinov 12 dpeg
apyoTepa.

Kd&be d60m va divetor mepimon pa dpa Tpv T Yop1nyNon TPOPNG.

Av16 avtictoyel os:

"Eva poocdpevo diokio 10 mg to mpwi kot éva pocdpevo diokio 10 mg to Bpddv (ava 12wpo) yia Bépog
ocopotoc 40 kg.

Ta dwokia (1,25 - 5 ko 10 mg) Swpovvton o€ 2 ica TURUATO.

To KIMVIOTPIKO QOPUAKELTIKO TPOidV pmopel va cLVOLALETOL HE SOLVPNTIKA QApUOKa, OT®G
@OLPOGEUIO.

9. Oonyieg Yo T 6T Lopiynon

A’ gubeiog Mym and 1o {®o, 1 Tonobenote 10 S1okio 610 oTOpA TOL {DOV.

10. Xpdvor avapoviig

Agv 1oy0eL.

11. Ewwkég ovvOnkeg owotipnong
Na euidcoetal o€ 0éom, TV onoia dev PAETOLY Ko dev Tpooeyyilovy Ta Tatdid.
Kowyéheg: Axpnotponointa TUqpHeto SIoKIioV vo ETGTPEPOVTOL GTIV KUWEAT KoL VO YPTCLLOTOI00VTOL

oTNV €MOLEVN YOPTYNON).
Na pun euAhdocetorl og Beppoxpacio peyorvtepn tov 30° C.
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Duareg: Ardpreta (oNG LETE TO TPATO AVOLYLLO TG GTOLYEIMOOVE CLOKELAGING: 2 UNVEG.

Alotnpeite T ELIAN EpUNTIKA KAEIGUEVT] Y10 TPOCTOGIO OO TNV VYPAGiaL.

Ayprnoonointa TUHOTO SIGKIOV VO ETIGTPEPOVTAL GTN PLOAT KL VO, YPTCULOTOI0VVTOL GTNV EMOUEVT
xopfiynon.

Na pn gvAdocetat og Beppokpacio peyoarvtepn tov 25° C.

Noa pn xpnoIHoTotEital avTd TO KTNVINTPIKO QOPUOKEVTIKO TPOTdV UETE TNV nuepopunvia Anéng mwov
avaypAQETOL 6TO KOLTL KO TNV KOWEAN, petd t cvuvtopoypaoio “Exp”. H nuepopnvio AnéEng
GUUTITTEL [LE TNV TEAEVLTOA UEPO TOV CLYKEKPIUEVOL VL.

12. Ewiwkéc mpo@urders amoppryng

Ta eapuaxo dev TPETEL VL OTOPPITTOVTOL HECH TOV ADUATOV 1) TOV OIKIUK®V OTOPANTOV.
XPNGLUOTOMGTE TPOYPALLATO EXLGTPOPNS PAPUAKOV Y10 TV OTOPpPIYT 1N XPNoLponomBévimv
KTNVIOTPIK®V POPUUKEVTIKOV TPOIOVI®V 1| GAA®V VAIK®V TOV TPOEPYOVTAL OO TN (PO TOVG
GUUPMOVE, LLE TIC TOTIKEG ATOITNOELG KOt e TUYOV 1oybovTa eBvikd cvotiuate cviloyng. Ta pétpa
QVTE UTOCKOTOVY GTNV TPOCTAGIN TOL TEPPAAAOVTOC.

Zoppovievbeite Tov KTNVIATPO 1 TOV POPUAKOTOLO GOG Y10 TOV TPOTO ATOPPLYNG TOV
YPTOILOTONOEVTOV QUPULAK®V.

13. Ta&vopnon TOV KTNVICTPIKAV QUPUIKEVTIKOV TPOTOVTMV

Noa yopnyeitor pévov pe KTNVIOTPIKT GUVTOYT.

14. ApOpoi dog1og KOKLOQOPIOG KOl GVGKEVAGIEG
ApBuoc ddetog xukhoopiac: EAAGoa: 73011/28-06-2024/K-0224003 — Konpog: CY00679V

Zvokevooio:
Koyéhec: Kovti yaptivo pe 8 1 24 xoyéleg tov 4 diokimv.

Duidec: Drodn 150 ml mepiéyer 30 doxia.

Mmopei va unv Kokho@opohv OAEG Ol GLOKEVAGIEG.

15. Hpepopnvia televtaiog avaBe@pnong Tov GUALOV 00NYIAOV (PGS

06/2025
Aentouepeic TANPOPOPIES Y10 TO €V AOY® KTNVIATPIKO QUPLOKEVTIKO TPoioy gival dlabéaiueg ot
Baon dedopévav g EE yio ta kmviatpikd tpoiovta (https://medicines.health.europa.cu/veterinary).

16. Xtoyycio emkolvoviag

Kdrtoyoc e ddeiag KukAopopiag:
EALGOOL:

Ceva EAMGg Ene

E6vapyov Maxkapiov 34

16341 HuobmoAn - EALGOa

Kompoc:
Ceva Santé Animale
8 rue de Logrono
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https://medicines.health.europa.eu/veterinary

33500 Libourne - I'oAlia

2rotyeio EMKOWOVIOC Y10 TNV 0vopopd TOovOAOYOUUEVOV VETIOOUNTMOV EVEPYELDV:
Ceva EAMGg Ene, EBvapyov Maxapiov 34, 16341 HAovmoAn, tqA.: 210 9851200

&

Tel: +800 3522 11 51

Email: pharmacovigilance@ceva.com

[Mapaockevaothc LIEVOVVOC Yo TNV ATEAELOEPMOT TOV TAPTIOMV:
Ceva Santé Animale, Boulevard de la Communication, Zone Autoroutiére, 53950 Louverné, France
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