ITAPAPTHMA 1

MEPIAHYH TON XAPAKTHPIEZTIKOQN TOY ITPOIONTOX



1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Meloxidyl 1,5 mg/ml wdéo1uo evaudpnua yio GKOAOLG,

2. IMOIOTIKH KAI ITIOXOTIKH XYNOGEXH
KaBe ml nepiéyet:

APOOTIKO GVGTATIKO:
Meloxicam 1,5mg

"Exooya:

Mocotuk] cvvOesn av oL TANPoPopisg AVTEG
givanl oNUOVTIKES Y10 T 66T LOPN YN o1 TOV
KTNVIOTPLKOD QUPROKEVTIKOV TPOIOVTOC

IMooTiki] 60vOeoN EKOOY OV KAl AAA®V
GUGTOTIK®OV

Sodium benzoate (E211) 2mg

Xanthan gum

Silica colloidal anhydrous

Sorbitol liquid non-crystallising

Glycerol

Xylitol

Citric acid anhydrous

Purified water

Ymoxitpivo TOGILO EVOILDPTLLOL.

3. KAINIKEX ITAHPO®OPIEX

3.1 Eiom lonv

Y00l

3.2 OsgpamevTikég evoEi&elg yio kabe gidog (dhov

Kotanpdovon g preypovig Kat Tov Tévov 1060 6T15 0Eeieg 0G0 KAt OTIC YPOVIEG LVOCKEAETIKES
TaOnceLs.

3.3  Avrevocigag

Na pun yopnyeiton og {da pe yooTpevieptkd tpoPfAnpata, 6mws epediopndc Kot apoppayio, LetdpLivn
NTATIKY, KOPOLOKT 1] VEQPIKT] AELTOVPYin KOl QLopPayKES SLOTOPOYEG.

Na pun xpnopronoteiton o€ mepintmon vrepevaicinoiog ot dpacTiky ovsio 1 o€ KAmolo amd ta
£Kdoy0L.

Na un yopnyeitoan oe 6kOAOLE NAKiog pikpoTepNg TV 6 EFOOUAdMV.

3.4 EwWwkéc mpoEldomon|oelg

Kopia.



3.5 Idwitepeg mpo@uracers katd T ypion

IS1aitepec TPoPLAGEELC Y10 TNV 0oQOAT ¥p1ion ota 16N Chwmv:

Noa amo@gbyeToL 1 (P1OT) TOV OE OPUVIATMOUEVO, OAYOOYKOLUIKA, 1 VTOTACIKE (Ma, Kabmg VITApyEL
evOEYOIEVOS KIVOLVOC 0ENLEVIG TOETKWOONC TV VEQPPDOV.

Av16 10 TPOTOV Y100 oKOAOVG dEV B TPEMEL VaL Y p1GLLOTTOLETAL GE YATEC, KABMG OV eival KATAAANLO
yio xpron o€ avtd 1o gidog {dov. Xtig yateg, Oa mpénel va ypnoiponoteitor to Meloxidyl 0,5 mg/ml
OGO EVOLDPTLLE. Y10l YOTEC.

ISwaitepec Tpo@LAGEEIC TOV Tpémel va Aopfdvovion and To GTopro ToV YOPNYEL TO KTVINTPLKO
QOPUOKEVLTIKO TTPoidV oe da:

Atopo pe dwmotouévn vrepevotctnoia oto MEAD wpénel va amoPebyovy TV ETAPN UE TO
KTNVIOTPIKO QOPUOKEVTIKO TPOIOV.

Xe mepinton tuyoiog Kotdroong vo avalntioete auécws wTpikn Pondela Kot va emideiete otov
10TPO TO PUALO 0ONYIDV XPNOTG 1 TNV ETIKETA TOV PAPULAKOL.

AVT0 TO KTNVIATPIKO POPUAKEVTIKO TPOTOV UTopEl va TPpoKoAETEL peBiod oTa PATIo. e TEPITTOON
EMOPNG L€ TOL paTia, EEMAVVETE OUEGMG KOAA LE VEPO.

Id1oitepeg mPOoOLAGEELC Y10l TV TPOGTAGIO TOV TEPPAALOVTOC:
Agv 1oyVet.

3.6 AvemOdunta cvppavra

XKOAOL:
IToAD omdvio Andren g Opeéngt, Mbapyoct
(<1 Lwo / 10.000 vrd Ogpomeio {mwa, | ‘Epetoct, Sidpporal, oipa ota kdmpovol?, apoppayikn
CLUTEPILOUPAVOUEVOV TOV Sapporal, cupatépeon?t, yaotpukd hkoct, £hkog Aemtod
LELOVOUEVOVY OVAPOPDV): eviépov!

1Avtéc o1 avem@Ounteg evépyeieg cvpPaivovy péoa ot Tpd efdopdda e Oepomeiog ko givor,
OTIC TEPLOCOTEPES MEPUTTDCELS, TOPOSIKES KO TOPEPYOVTOL LETE TN dtokomn TG Oepameiog, oAAG o€
OTAVIEG TEPIMTOGELS UTOPEL VA €lval coPapéc 1 Bavatnopec.

2[yvot aipotog.

Edv mopatnpnBovv avemBounteg evépyeieg, Oa mpénet va draxomel 1 Oepomeio kot va {ntnbein
GUUPOVAT KTNVIATPOUL.

H avapopd avemBountov cuoppdviov sivor onpovtikni. Emttpénet ) cvveyn topakoilovdnon e
0oQAAELNG EVOC KTVIATPIKOD PAPLOKEVTIKOD TPOIOVTOC. Ol avapopég TPEMEL VO, ATOGTEAAOVTOL, KOTA
TPOTIUNOT LECH KTNVIATPOV, E(TE GTOV KATOYXO TNG AOELNG KUKAOQOPING ElTE GTNV €0VIKN approdia
apyn LEC® TOV €BVIKOD GUGTNUATOG AVUPOPAS. AvaTpéLte EMioNg GTO PLALO 0O VIOV XPNHONG YO TO
ovTticTor o oTolXEln EMKOVOVING.

3.7  Xpion Kata TNV KOVNo, TN Yeiovyia 1] THY 00TOoKiw
Kvnon kot yorovyia:

H ac@dieia Tov KTNVIOTPIKOD QOpULOKEVTIKOD TPOTOVTOG dgv £xel omodeyfel katd T didpKela TG
KOMNoNg Kot TG yoAovyioc. No unv yopnyeitatl o {do Ta omoio Kuo@opovv 1 YOAOLYOVV.

3.8  AlMiemiopacn pe GAAo QUPUAKEVTIKG TPOIOVTO KOL AALES LOPPES aAANAETIOpAO G

Alo MZA®, S100pNTIKA, AVTUTNKTIKG, AUIVOYAVKOGIOIKE OVTIBLOTIKA Kol OVGIEG ILE DYNMAN
€0 LEVOT TPOTEIVAOV UTOPEL VO, avToywvilovTol 6T 0EGLEVOT KOt VO 001)YOUV £TC1 G€ TOEIKEC
emdpaoelc. To KTNVIATPIKO POPUAKEVTIKO TPOTOV deV TPETEL vaL yopmyeitar pe dAlo MZAD 1
YAVKOKOPTIKOGTEPOELDT).



IIponynBeica Bepomeio pe aviipAeyLovmoelg ovoieg Lmopel va, 0dNyNoEL oe eMmPOcHETEC N
EMOVENUEVEG avemBOUNTEG EVEPYELEG KOl KOTA GUVETELN B0 TPETEL VoL SLOKOTTETOL 1] YOPNYTON TOVG
Y €va YPOoVIKO S1AGTNILa, TOVANYIETOV 24®V OPAOV, TPV amtd TV Evapén g Bepanciag. [Tapora
aTd, M XPOVIKN TEPI0S0G 0md TNV TponyovueVT Bepameia péypt v Evapén tng véag Bepaneiog Oa
e€aptnOel amod TIC PAPLLAKOKIVITIKEG 1010TNTEG TV KTNVINTPIK®V QUPULAK®Y TOL glyov
ypnoponowmbet Tponyovuévemg.

3.9  Odoi yopiynong ko 6060r0Yid
Amo tov 6TOHTOG XPION.

H apyucn ayoyn givar pa epamaé d6on tov 0,2 mg pero&ikaunc/kg copotikod Bapovg kotd v
mpoOT Nuépa. H ayoyn anod to otépa npénel va cuveyiletoan kabnuepvd (Le pecodactipoto 24
®pOV) o1 cuvinpnriky 66om tov 0,1 mg pero&ikaung/kg copatikcov Bapovg.

To pakpoypdvia Oepomeia, dtav mapoatnpndel KAvikn aviomoxpion (Letd > 4 nuépeg), 1 6661 ToV
KTNVIOTPIKOD QUPUAKEVTIKOV TPOTOVTOG Umopel vo puBLiotel ot yoUnAOTEPT) ATOTEAEGLOTIKT
atopikn 066, 1 omoia eKkPpalet To 4Tt 0 Pablog Tov TOVOL Kol TNG PAEYLOVIG TOL GYETIETAL LIE TG
YPOVIEG LVOCKEAETIKES dlatapayEg UTOPEl VoL TOKIAAEL 6T S1ApKELD TOV YPOHVOV.

Na yopnyeitot amd T0 6TOUA, EITE AVAUEUEIYUEVO IE TNV TPOOT 1| amevbeiog 6To GTOUO.

To evarmpnuo umopet va yopnynBel ypnoILOTOIOVTAG TIC SOCOUETPIKES GUPLYYEG TTOV TOPEYOVTOL LLE
Kkabe cvokevacio. H oOpryya mpocappoletar otn eréin kot xet kAipoako fadporoynuévn kotd Kg
copatikov Bapovg 1 oroia aviiotoyel otn dd6on cvvtpnong (dnAadn 0,1 mg pelo&ikaung/kg
copatikob Bapovg). Etot, katd v tpdtn nuépa Bo amaitn el dimhdoia d6on am' exeivn tng 66ong
GLVTIPNOTG.

To evarmpnua pumopet vo xopnynobel yp1oLoroidvTog T WKPOTEPT GUPLYYO Y10 CKOAOVE GMUOTIKOD
Bapovc pikpdtepov tav 7 kg (ua drafaduion avtietoryei oe 0,5 Kg copotikod Bapovc), 11t
HEYOADTEPT GVPLYYO. Y10 GKOAOVG GMUATIKOV BApovg peyarlvtepov tov 7 Kg (o dtofaduion
avtiotoyel og 2,5 kg ocopotikod Bapoug).

YuvnBog mapatnpeitan fertioon oe 3 - 4 nuépec. H Bepaneia npénet va dakdmreTon petd amd 10
NUEPES TO TOAD, gdv dev TTapatnpnOel epeavig ertimon g KAMVIKTG EKOVOLC.

[dwaitepn mpocoyn mpémel va Aapupdvetor o 0Tl apopd Tov aKplp Tpocdlopicud g doong. [a
do@alon g opbng ocoroyiog, To cmpatiKo Bapog Tpémel va TpoadiopileTal e 660 T0 dSuvaTOV
peyoAvtepn axpifela. XvvictdTo ) gpnon KatdAinia fabpovopnpévou eEomicon
petpnoemv.Avakiveiote KaAd mpv omd 0 xpnon.

AToQeDYETE TNV EMPOALVGT] KOTA TN (PNOT.

3.10 Xoprrdpate vrepdocoroyiag (Kol KOTO TEPITTOG, NETPO UVTIUETOTIONG KOL AVTIO0TA)
Xe mepintwon vrepdocoroyiog Tpémel va yopnyndel countopotikn Oepaneio.

3.11 Eidwoi mepropiopoli yp1)ong Kot £101kEg cuvONKes ypione, coprepriapfavopévov
TEPLOPLOUAV GT1] LP16T] UVTLIKPOPLOKAOV KUl UVTITEPUGITIKAV KTNVIUTPIKOV QUPULUKEVTIKAOV
TPOIOVTOV TPOKEIUEVOV VU TEPLOPLGTEL 0 KivOLVog avanmTuéng avtoyg

Agv 1oy0et.

3.12 Xpovor avapovig

Agv 1oy0eL.

4, OGAPMAKOAOI'IKEX IAHPO®OPIEX

4.1 Kodwog ATCvet: QMOLACO06.



42 @approkodvvopkn

H pelo&ikaun etvon éva un otepoetdés avtipreypovmoeg eappoko (MZAD) tng opddog g
0&1KAUNG, TO 0moio dpa. avacTEAAOVTAG TN GUVOEST] TV TPOGTAYANVOIVAV, AGKMVTOC KAT QLTO TOV
TPOTO OVTIPAEYLOVADT, AVOAYNTIKT], OVTIEEIOPMLLOTIKY KOt OVTUTVUPETIKT dpdot. Meidvel tn dmbnon
AELKOKVTTAP®Y GTO PAEYLOivOVTA 16TO. Xe LIKPOTEPO PabLLd, amoTPEMEL TNV OO TO KOAAOYOVO
TPOKAAOVUEVT] GUGCMUATOON TOV AUOTETOA®V. e ueAéTeg in VItro xou in Vivo, anodeiytnke 6T N
pero&ikaun avactéddel v kukio-o&uyevdon - 2 (COX-2) o peyoldtepo Pobud amd v Kokho-
o&vyevdon - 1 (COX-1).

43 @oppoxkokivnTiK

Amoppognon

H pelo&ikaun amoppopdtot TANP®G LETA TNV 0d TOL GTOUOTOC YOPNYNOT KOl EXTVYYAVOVTOL
UEYIOTEG GLYKEVTPMOOELG OTO TAAGLO TOL OiLOTOC TTEpimov 7,5 mpeg PeTd amd T yopnynon. Otav to
TPOIOV YOpMNYEITUL COLEMVA LLE TO TPOTEWVOUEVO JOCOAOYIKO Gy L0, ETITVYYAVOVTOL OTAOEPES
GLYKEVTPMOELS LEAOEIKAUNG OTO TAAGLO TOV aipoTog T devtepn nuépa g Beponeiag.

Kotavoun

Yrdpyel pia Ypopptk oxEon LETOED TNG XOPNYOVUEVTG OOGNC Kol TNG GVYKEVIPWOGOTG OTO TAAGLA
TOV Q{pLOTOG, 1) OTolo TopaTNPEiTaL 6TO PACUO TG BeparevTikng do6onc. Ilepimov 10 97 % tng
UEAOEIKAUNG decUEDETOL OO TIG TPMOTEIVES TOV TAGouatoc. O dykog katavoung eivar 0,3 I/kg.

MetaBoMoude

H pelo&ikaun avevpioketor Kupiog 610 TAAGO TOL OLOTOC, AMEKKPIVETOL KUPImG LEGM TNG YOANG,
EVM TO 0VPO TTEPLEYEL LOVO 1N amd To apykd Tpoidyv. H pero&ikaun petaforiletol oe pio aAKOOAN,
o€ TOPAy®Yo 0EE0G KOl 08 PePIKOVS TOoAKOVS petaforiteg. OAot ol kbpilot petaforiteg amodeiytnroy
QOPLOKOLOYIKOC OVEVEPYOL.

Amopdxpuvon

O ypovog nuicelog {ong e peho&ikaung sivar 24 wpeg. To 75 %, mepimov g yopryoduevng d0omg
OTOPAAAETOL [E TO KOTPOVO KOl TO VITOAOUTO [LE TO OVPO.

5. DOAPMAKEYTIKA XTOIXEIA

51 Kopieg aocoppoatotnteg

Agv 1oy0et.

5.2  Awapkera (o

Avdpxela (NG TOL KTNVINTPIKOV QUPUAKEVTIKOD TPOIOVTOG COLPMVA LIE TT GVOKELOGTO TOANONG: 3
£m.

Avdgpxera {ong LETE TO TPDTO GVOLYLLO TN GTOLYELMOOVS CLUCKEVAGING: 6 UNVEG

5.3 Idwitepeg TPoPULAEEIS KOTA TN QOLAEN TOV TPOTOVTOG

Agv vTapyovv 101KEG 0dNYieg S10THPNONG Y10 AVTO TO KTNVIATPIKO QUPUAKEVTIKO TPOTOV.

54  ®von ko 6OVOEGT] TNG GTOLYELDOOVS CVGKEVUGIOG

YAd apytkng cuoKeLaciog

DO1aAn moAvaiBvieviov VYMANIG TLKVOTNTOG e PLO®TO TAONN TOALABVAEVIOL VYNANG TLKVOTNTAG.
A0GOUETPIKT GOPLYYO TOAVTPOTLAEVIOL UE EUPOLO TOALABVAEVIOD YOUNAYG TUKVOTNTOGC.

5



2vokevacio
AVO dOGOUETPIKEG GVPLYYES TAPEXOVTAL LE KAOE GuaKeELATIaL.

®14An 10 ml og xaptivo kovti
D1dAn 32 ml og yaptivo xovti
®14An 100 ml og yaptivo kovti

Mmropei va unv KokAo@opolV OAEG Ol GUOKELOGIEG.

55 E10wkég mpo@uraters améppuyng evog un YpNoLRomo0£vTog KTNVIATPLKOD QUPULIKEVTIKOD
TPOIOVTOG 1] GAAOV VAMKAV TTOV TPOEPYOVTUL ATTé T1) P1]O1) TOV TPOIGVTOG, EAV VITAPYOVV

Ta eapuaxo dev TPETEL VAL OTOPPITTOVTOL LECH TOV ADUATOV 1) TOV OIKIAKDOV OTOPANTOV.
Xp1NGILOTOGTE TPOYPAUUATO, ETIGTPOPNS POPUAKDV Y0 TV OTOPPIYT U1 XPNOOTONOEVT®DV
KINVIOTPIK®V QOPUOKEVTIKOV TPOIOVI®V 1 GAA®Y VAIK®OV 0V TPOEPYOVTOL amd TN P11 TOVG
GUUPOVE, [LE TIG TOTIKEG OOITNOELG KOl LE TUYOV EBVIKA GLGTILOTO GLAAOYNG TOV 1GYVOVV Y1d TO
GYETIKA KTNVIOTPIKE QAPLOKEVTIKA TPOTOVTOL.

6. ONOMA TOY KATOXOY THX AAEITAY KYKAO®OPIAX

Ceva Santé Animale

7. APIOMOZX (OI) AAEIAY KYKAO®OPIAX

EU/2/06/070/001

EU/2/06/070/002

EU/2/06/070/003

8. HMEPOMHNIA IMTPQTHX ET'KPIXHX

Hpepopnvia 1" éykpiong: 15/01/2007

9. HMEPOMHNIA TEAEYTAIAYX ANAGEQPHXHY THX NIEPIAHYHXE TQN

XAPAKTHPIZTIKQN TOY ITPOIONTOX

01/2026

10. TAZEINOMHZIH TON KTHNIATPIKON ®APMAKEYTIKQN ITPOIONTQN
Na yopryeital LOvVov e KTNVINTPIKT GLVTAYY.

Agntopepeic mAnpoeopieg Yo 10 v Ady® KTNVIATPIKO PUPLOKELTIKO TPOTOV givar dtabéaiec ot fdon
dedopévov g EE yia o ktmviatpikd poiodvra (https://medicines.health.europa.eu/veterinary).



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

1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Meloxidyl 5 mg/ml evéoo didAvpa yio 6KOAOVG Ko YATES.

2. HOIOTIKH KAI ITOXOTIKH YYNOGEXH
KaBe ml nepiéyet:

APOOTIKO GVGTATIKO:
Meloxicam 5mg

"Exooya :

Mocotuki] cvvOesn av o1 TANpoPopisg AVTEG

IMoroTki) 60vOe6N EKOOYOV Kol AAA®V , . , ,
€ivoL ONROVTIKES Y10 TT) COGT LOPNYNGT TOV

GUOTUTIK®OV , . v
KTNVIOTPLKOV QUPUAKEVTIKOV TPOLOVTOG

Ethanol anhydrous 150 mg

Poloxamer 188

Glycofurol

Glycine

Sodium chloride

Sodium hydroxide (for pH adjustment)

Hydrochloric acid (for pH adjustment)

Meglumine

Water for injections

Awyég, Kitpvo didAvpa.

3. KAINIKEX IIAHPO®OPIEX
3.1 Eiom {oov
2K0OAOL KoL YOTEC.
3.2  OgpamevTikég evoEiteis Yo ks gidog {dov

YKvlou:

Kotanpdovon g preypovig Kat Tov Tévov 1060 611G 0Eeleg 0G0 Kot OTIC YPOVIEG LVOCKEAETIKES
Swtapayéc. Melmon Tov LeTeYYEPNTUKOD TOVOL Kol TNG PAEYHOVIG TOV akoAoLOEL TIg opBomedikég
eMEUPACELG KOl TIG ENEPPAOCEIC GTOVG LOAOKOVG 1GTOVG,

Iérec:
Kotampdovon tov Nmov £o¢ PETPLOv HETEYYEPNTIKOD TOVOL KOl TG GAEYLOVIG ETELTA OO
YEPOLPYIKEG EMEPPACELS OE YATES, TT,Y. opBomedikés eneufdcels Kot emepfacels o paAaKoDs 1GTOVG.

3.3  Avrevocigag

Na un yopnyeitoun oe (Do, e yooTpevTeptka TpoPfAnuata, 6mwe epediondc Kot apoppayio, LeEt®UEVN
NTATIKY, KOPOLOKT 1] VEQPIKT] AEITOVPYIO KOl QLOPPOYIKES SLUTOPOYES.

Na pun xpnolLonotEitan GE TEPUTTMCELS VIEPELOIGONGIOG GTN PACTIKY 0VGIN 1] GE KATO0 0o TOL
£KO0Y0L.

Na un yopnyeiton oe {do nhikiog pikpotepNs TV 6 EOOUAdMV Kol 08 YUTEC COUATIKOV BAPOVg
UIKPOTEPOL TOV 2 KIADV.



3.4 Ewwkég mposidomonjcelg
Koapdia.
3.5 Idwitepec mpo@uracers katd T ypion

Idwitepec TpoLABEELC Yo TV 0c@aAN ¥prion ota gidn Lhmv:

Noa amo@gbyeToL 1 YP1OT TOV OE OPUVIATMOUEVO, OAYOOYKOLUIKA, 1 VTOTACIKG (Ma, Kabmg VITApyEL
evodeyopevog kivouvog anénuévng to&ikmong tov veppav. Katd tn didpkeia tng avarstneciog, Oa
TPENEL VA, €IVOIL TAYL0 TPOKTIKN 1) TAPOKOAODONGT TNG YEVIKNG KOTAGTACOTC KO 1] TUPEVIEPIKT
XOpfiynon vypov.

T To peteyyelpnTikd TOVO Kol T GAEYHOV EMELTO OO YELPOVPYIKES EMEUPACELS O YATEC:
Y& mepinton mov amaiteitol Tpdchetn avakoveion and Tov Tovo, o mpénet vo e&eTooTEL TO
EVOEYOUEVO TOAVTPOTIKNG CLY®YNS TOV TOVOUL.

Idwitepec TpouAdeic mov mpémel va AauBdvovior amd To GTOUO oV YOPNYEL TO KTNVIATPIKO
QOPUOKEVLTIKO TTPoidV o€ {da:

H and atdhymuo £veon Tov QapLoKELTIKOD TPOIOVIOC GTO ATOLO TTOv TO Yopnyetl oto (o, pumopel va
TPOKOUAEGEL TOVO.

Atopa pe domotouévn vrepevacncio ota MEAD Tpénel va amopeuyoLV TNV ETAPT LE AVTO TO
KTNVIOTPIKO QOPUOKEVTIKO TPOIOV.

Xe mepinton tvyaiov TpumNUOTog Le T BeAdVN TG cVPLYYOS OV TEPLEXEL TO PAPLOKEVTIKO TPOIOV,
va avalnoete apéong trpik Pondeta kot va emdeifete 6Tov 10TPO TO PUAAO 00N YLDV YPONS N TNV
ETIKETA TOV PAPLLAKOL.

AVT0 TO KTNVIATPIKO POPUOKEVTIKO TPOTOV UTopEl va TpoKoAEceL peBiopd oTa pdTio. e TepinTwon
EMOPNG UE TO, pLATIO, EEMAVVETE OUECMG KOAA LE VEPO.

Id1oitepeg mPoOLAGEELC Y10l TV TPOGTAGLO TOV TEPPAALOVTOC:
Agv 16y0eL.

3.6 AvemOdunta cvppavra

2KOAOL KOl YOTEC:

IToAV omévio Andleo g 6peéngt, Adapyogt

(<1 Lwo / 10.000 vrd Ogpomeio {mwa, | Epetoct, Sidpporal, oipa ota kompovol?, apoppayikn
CLUTEPILOUPAVOUEVOV TOV Sapporat, cupatépeon?t, yaotpukd hkoct, £hkog Aemtod
LELOVOLEVOV OVAPOPDV): gvtépou?

Avénuéva eninedo nrotikdv eviopmv?

Neppikn avendpketat
Avagoroxtikég aviidpaoel’

bAvtéc o1 avem@buntec evépyeieg cupPaivovy yevikd v mpdn efdoudda e Oepameiog kon etvan,
OTIC TEPIOCOTEPES MEPUTTOCELS, TOPOJIKES KO TOPEPYOVTOL LETE TN dtoKomn TG Oepameiog, oALG ot
TOAD OTAVIEG TEPUTTMOELS UITOPEl va elvar coPfapéc 1 Bavatneopes.

2Iyvn aiporoc.

300, TPEMEL VO, AVTILETOTILOVTOL COUTTOUOTIKG.

Edv mapoatnpnbodv avemBounteg evépyeteg, Ba mpémnel va dtakomel n Bepameio kot vo {ntndei n
GLUPOVAY KTNVIATPOUL.

H avagopd avemBountov coppdviov eivar onpavtikn. Exitpénet tn cuveyn mopokoiovdnon g
UOQAAELNG EVOG KTNVIATPIKOD QAPUAKEVLTIKOD TPoiovToc. O avapopic TPETEL VO OMOCTELAOVTAL, KOTA
TPOTIUNOT LECH KTNVIATPOV, E(TE GTOV KATOYO TNG AOELNG KUKAOQOPING EiTe otV €BVIKN aprodia
apyn LEG® Tov £BVIKOD GUOTNUATOG AVAPOPAS. AvaTpéEte eniong 6To GUALO 0N YLDV XPNONG Yol TO
avtioTtorya otoyyein EmKovmviag.



3.7  Xpnion katd TV KOno1, TN Yorovyia 1 TNV ®OTOKid

Kinon kot yorovyia:
H acpddeia Tov kTviaTpikod eopUOKELTIKOD TPOIOVTOG dev £xel omodetyel katd T didpKeLa TG
KONoNg Kot g yolovyiag. Na unv yopnyeital o€ {da T0 0oiot KLOPOPOVV 1 YAAOVYOVV.

3.8  Almiemiopacn ne GAAC QUPUAKEVTIKA TPOIOVTO KO AALES LOPPES aAANAETiOpaOTC

Ao MEAD, 5100p1TIKA, OVTITNKTIKA, GUIVOYAVKOGIOIKA ovTIBLOTIKA KOl OVGieg e vymio Pabuo
GUVOEGTC UE TIG TPWOTEIVEG UTTOPEL VO, aVTAY®VILOVTOL GTI GUVIEST KOl VO, 001 YOUV £TG1 G€ TOEIKES
avTIOPACELS.

To kTV1ATPIKO PUPHAKEVLTIKO TPOTOV OV TPEMEL vaL yopnyeitan pe aGhdo MEAD 1
YAVKOKOPTIKOGTEPOELDT).

H tavtoypovn yopiynon mbavomv ve@poto&ikdv gapudkmy Bo Tpémel va amopehyeTal.

e (Do mov daTpEYovV Kivouvo amd T yopnynon avaicinciog (m.y. vrepnika {oa), Oo Tpénet va
Aoppavetar vTOWYT M LTOSOPLO. 1] EVOOPAEPLA YOPIYNOT LVYP®V KATH TN d1dpKeln TG avarsOncioc. H
TAVTOYPOVI Yopnynon avaistneciog kot MEAD dev amokieiel TOV Kivouvo SloTapay®V TNG VEPPIKNG
Aertovpylog.

IIponynBeica Bepancia pe avtipieyovaddelg ovoieg pmopel va odnynoet o emnpdcsbeteg N
enovénuéveg avemBounteg evépyeleg kot kaTd cuvETE Ba TPEMEL va SIOKOTTETOL 1 YOPNYTON TOVG
Yl VoL (POVIKO O1G0TIN LM, TOVAGYIGTOV 24mV POV, TPV omtd TNV évapén g Oepaneiag. [Tapoia
aTd, M XPOVIKN TEPIOd0G 0md TNV TponyovueVT Bepameia péypt v Evapén tng véag Bepamneiog Oa
e€apOel amd TIG POUPUAKOKIVITIKES WOOTNTES TOV PUPUAK®V TOL gl ¥pnoiorotn el
TPOTYOVULEVMG.

3.9  Odoi yopiynong kot docoroyia

YKvlou

MUvooKeELETIKEG SUTOPOYES:

Epdano& vmodopia éveon ot 60on tov 0,2 mg peroéikaung/kg copatikod Bapovg (dni. 0,4 mi/10 kg
COUATIKOD PAPOVG).

To Meloxidyl 1,5 mg/ml ndoipo evoudpnpa yio 6kOA0LG pmopei va ypnotponom el yia m cuvéyion
g Oepameiag otn doon tov 0,1 mg pelo&ikdung/kg copatikod Bapove, 24 dpeg petd ™ xoprynon
™mg €veong.

Meiwon tov peteyyelpntikov woévoo (yia mepiodo dvm tov 24 opmv):

Epanog evoopréfia ) vmodopia éveon ot 60om tov 0,2 Mg peroéikaung/kg copotikod Bapovg (dnA.
0,4 ml/10 kg copatikod BApovg) Tpiv T YEPOVPYIKN ETEUPACT, VIO TAPASEY O KOTG TN GTIYUN
€100Y®MYNG NG avarcnoiog.

Idrec:

Meiwomn Tov PETEYXEPNTIKOD TOVOL KOl TNG PAEYLOVNG, OTOV 1) YOPpTyNon LeAoEIKAUNG TpEmEL va
CLVEYIOTEL OC OO TOV GTOLOTOC OYWYT TAPUKOAOVONONG:

Epano& vrodopia éveon ot 60on tov 0,2 mg peroikaung/kg copaticod Bapovg (dni. 0,04 mi/kg
oOUATIKOD BApovg) mptv amd 1 ¥EPOVPYIKT EXEUPACT|, Y10 TOPASELY IO KOTE TN OTIYUN EMAY®YNG TNG
avaicOnoiog. ['a vo cuveylotel  ayoyn yio E0¢ TEVTE NUEPES, OLTH 1] APYIKN dOCT UTOPEL va.
axoAovOnei 24 mdpec apydtepa amd yoprynon Meloxidyl 0,5 mg/ml mécyo evoudpnua yio yateg ot
d6on twv 0,05 mg pero&ikaunc/kg copatikov Bapove. H and tov otdpatog d6om mapakorovdnong
uropei va yopnynOet yia £wg t€ooepelc uVOAKE dO0ELS GE LeGodoTN AT 24 ®PGHV.

Meiwon Tov PETEYXEPNTIKOD TOVOL KOl TNG PAEYLOVNG, OTTOL gV Eival dSuvaT 1) aTd TOL GTOUATOG
ayyn mTapoKoAovinong, m.y. aypileg yaTeC:

Epdmnag vroddpio éveon ot d0on tov 0,3 mg pelo&ikaung/kg copatikod Bapovg (dnA. 0,06 ml/kg
oOUATIKOD BApovg) TPtV amd T YEPOVPYIKT EXEUPAOT], Y10 TOPASELY O KATA TN OTIYUN EXAYMYNG TNG
avaictnoiog. Xe avt TNV TEPIMTOOT N XPTOLUOTOWCETE OO TOV GTOUATOG ALYWYN TAPAKOAOVONONG.
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®a pémet va divetar Wdtaitepn Tpocoy| o€ OTL apopd TNV akpPr xopnynor g d0oTG.

INa ) dwoediion g opbnc docoroyiag, To copTIKO BApog Tpémel va tpocdiopiletar e 660 TO
duvatov peyarvtepn akpifeta. Xvviotdton 1 xpnon KatdAinio Babpovounuévou eEomAiopon
LETPNCEMV.

Noa amopedyetat 1 ETPOAVVOT KATA TN XPNON.

3.10 Xvprrdpote vTEPSOGOLOYiNG (KOl KATA TEPITTOO, HETPA UVTIUETOMIONG KOL OVTIHOTA)
X mepinton vrepdocoroyiog Tpémel va yopnynbei coumtopotikn Oepaneio.

3.11 Ewwoi wepropiopoi ypfiong Kor €01KES 6VVONKES yp1)onS, copmepriapfavopivov
TEPLOPLOUAY OTI| YP1IOT] AVTIUIKPOPLOKAV KL AVIITOPUCLTIKAV KTIVIOTPIKAV QUPULUKEVTIKAV
TPOIOVIOV TPOKELREVOV VO TEPLOPLOTEL 0 KIVOUVOS avATTLENG AVTOYNS

Agv 1oy0et.
3.12 Xpovol avapovig

Agv 1oy0et.

4. DAPMAKOAOTI'IKEX IAHPO®OPIEXZ
4.1 Kmdéwog ATCvet: QMOLACO06.
42 @approkodvvopkn

H pelo&ikaun eivon Eva un otepoeldéc avtipreypovmodeg edppoko (MZAD) tng opddog g
o&ucapng, To onoio dpa avaoTELAOVTOG TN GVVOEST TV TPOSTUYAOVIVAV, ACKMVTOG KAT ALTO TOV
TPOTO OVTIPAEYLOVAOT, AVOAYNTIKY], OVTIEEIOPMULATIKN KOl OVTUTVUPETIKT dpdot). Meldvel tn dmbnon
AELKOKVTTAP®V 0TO PAEYLLAiVOVTO 10TO. Xe PKPOTEPO PabULd, AmoTpENEL TNV OO TO KOAAOYOVO
TPOKAAOVUEVT] GUGCMUATMON TOV AUOTETOA®Y. e ueAéTeg in Vitro kot in Vivo, anodeiydnke 6t n
pero&ikaun avaotéddel v kokho&uyevaon - 2 (COX-2) og peyorlvtepo Bobuod omd v
KukAo&uyevaon - 1 (COX-1).

43 DappokokivnTiKi

Amoppognon

Metd amd VTodopLo. YOPNYNON, 1| LEAOEIKAUN Elval TANP®G ProdtafESIUN KOl EXTVYYAVOVTOL LEYIOTES
OVYKEVIPMOGELS 6T0 TAdGpa Tov aipotog 0,73 meg/ml otovg ordvrovg ko 1,1 meg/ml otig yatec,
mepimov 2,5 dpeg kot 1,5 dpeg petd tn yopnynon avtictoryo.

Kotavoun

Yrapyel pia Ypop ik cuoyETion HeTalhd TG YopnYOLUEVNS 6OCTG KOl TG GLYKEVTPMONG GTO
TAGGLLOL TOV OLOTOG, 1 OTTO10 TAPATNPEITOL GTO PAGLA TNG OEPATELTIKNC dOOT|G GTOVG CKOAOVG.
[Teprocotepo amd 10 97 % tng pero&ikdung cuVOLETOL e TIC TPMTEIVES TOV TAASUOTOC. O OYKOC
katavoung eivat 0,3 I/kg otovg oxdrovg kan 0,09 I/Kg otic ydrec.

MetafoMopdg

2100 6KOAOVG, 1 LEAOEIKAUT OVELPICKETOL TPOTAPYIKE GTO TAACLLO TOV CULATOG, OTEKKPIVETOL
Kuplg HECH TNG YOAG, EVD TO 0VPO TEPEXEL LOVO Tyvn amd To KVPLo cvuoTaTikd. H pedodikaun
petoforiletarl og po aAKOOAN, o€ TaPAY®YO 0&£0G Kl GE LEPIKOVG TOAKOVG LeTafoAiteg. OAot ot
KOPLOL LETAPOAITEG AMOSETYTNKAY PUPULAKOAOYIKADG OVEVEPYOL.

2T1G YATEC, 1 LEAOEIKAUN aviYVEDETOL KLUPIOE GTO TAAGLLO TOV OULLOTOG KO OTEKKPIVETAL KVUPImG LEGM
NG XOANG, EVM TO 0VPO TTEPLEYEL LOVO TV omd TN UnTpikn ovcio. [Tévte kdprotl petafolriteg Egovv
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TavToTon el Kot OAOL amodelyTNKAY PaPLOKOAOYIK®G avevepyol. H pelo&ikaun petapforiletal o
OAKOOAN, G TOPAY®YO 0EEOC KOl G LEPIKOVS TOAKOVG peTafolitec. Ommg £xetl diepevvnOel kot yio
& ha giom (dwv, N 0&eldmon glvar 1 KOpLa 000¢ PropeTacynUaTIicod ¢ pero&ucdung ot yata.
Amopdxpuvon

21006 6KVAOVG, 0 Xpovoc Nuicetog Long e perolukdunc eivar 24 dpeg. To 75 % mepimov g
YOPIYOVLEVNG 0OGTG amoPAALETAL [LE TO KOTPOVA KoL 1] VITOAOUT LE TO 0VPO.

2115 YaTEC, 0 ¥povog nuicelag (ong g nedoSikaung eivan 24 opec. H aviyvevon tov petafoittov
oo TN UNTPIKT 0VGI0 GTO 0VPO KOl GTO KOTPAVA, ALY Ol GTO TAACUA, EIVOL EVOEIKTIKT Y10, TV
tayeto amoPfoin tovg. To 21 % 1tng evamopeivacag d6ong anofdiieTon e to ovpo (2 % mg
apetdPintn perolucaun, 19 % og petafolitec) kot 1o 79 % pe ta kémpava (49 % wg apetdfint
pero&ikdun, 30 % wg petaforireq).

5. DAPMAKEYTIKA XTOIXEIA

51 Kopiec aocvppardtnres

Koapia yvooty.

52  Awipkera {onic

Awgpreta {OnNg TOL KTNVIATPIKOV QAPUAKEVTIKOD TPOIOVTOG COLPMVA LIE T1 GLCKELAGTN TOANONG: 3
ém.

Avdprera {ong HeTd TO TPOTO AVOTYULO. TS CTOYXELDOOVG CLOKEVAGTNG: 28 NUEPEC.

5.3 Idwitepeg mpo@urdéers kata T @OLaEN TOV TPOIOVTOG

No unv purdcoetar og Bepprokpacio peyaivtepn taov 25° C.

54  ®von ko 6OVOEGT TNG GTOLYELDOOVS CVCKEVUGING

Ayxpopo yoaiwvo @rokidto tomov | twv 10 ml mov kheiver pe éva ykpt EPDM (Ethylene Propylene
Diene Monomer) nopo eiloy®@pnong amd kaovteovk pe emkaioyn “flurotec” ko oppayilet pe froleti

apBpwtd TOUA 0O AAOVUIVIO GE YAPTIVO KOLTI.

55 Ewkég mpo@uiagers amoppiyng vog Un APNcLoTot0EvTog KTNVIETPLKOD QUPULIKEVTIKOD
TPOIOVTOG 1] GALOV VAKAV TOV TPOEPYOVTUL 0.TO T1] A P1IGT TOV TPOIOVTOGS, EAV VITAPYOLY

Ta eappaxo dev TPENEL VAL OTOPPITTOVTOL HECH TV ADUATOV 1) TOV OIKLHKOV OTOPANTOV.
XP1NGILOTOGTE TPOYPALLOATO EXLGTPOPNS POPUAK®V YL TV OTOPPIYT 1N XPNOLLOToBEVTmV
KTNVIOTPIK®OV QOPUOKEVTIKOV TPOIOVI®V 1| GAA®V VAIK®V TOV TPOEPYOVTAL OO TN YPNOT TOVS
GUUPMOVO, [LE TIG TOTIKEG ATOLTNOEL KOt LE TUYOV EBVIKA CLGTILLOTO GLALOYNG OV 1GYVOVV Y1d TA
GYETIKA KTNVIOTPIKE QUPUAKEVTIKA TPOIOVTA.

6. ONOMA TOY KATOXOY THXAAEIAY KYKAO®OPIAX

Ceva Santé Animale

7. APIOMOZX (OI) AAEJIAY KYKAO®OPIAX

EU/2/06/070/004
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8. HMEPOMHNIA INPQTHX EI'KPIXHX

Huepopnvia 1" £ykpiong: 15/01/2007

9. HMEPOMHNIA TEAEYTAIAYX ANAGEQPHXHY THX IIEPIAHYHX TQN
XAPAKTHPIZTIKQN TOY ITPOIONTOX

01/2026

10. TAZEINOMHZIH TON KTHNIATPIKON ®APMAKEYTIKQN ITPOIONTQN
Na yopryeitatl LOvov e KTNVIOTPIKT CLVTAYY.

Aemtopepeic TANPoPopieg yia T0 eV AOY® KTNVINTPIKO QApPULOKEVLTIKO TTpoiov eival dabéoipeg otn Pdon
dedopévov g EE yia to ktmviatpikd tpoidvta (https://medicines.health.europa.eu/veterinary).
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1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Meloxidyl 20 mg/ml evécipo dtddvpa yio foogdn, yoipovg kat Groyo.

2. IMOIOTIKH KAI ITIOXOTIKH XYNOGEXH
KaBe ml nepiéyet:

APOOTIKO GVGTATIKO:
Meloxicam 20 mg

"Exdoya:

IMooTiki] 60vOeoN EKOOY OV KAl AAA®V

Mocotuk] cvvOesn av oL TANPoPopisg AVTEG
givanl oNUOVTIKES Y10 T 66T LOPN YN o1 TOV

oLoTATIKOY KTNVIOTPLKOD QUPROKEVTIKOV TPOIOVTOC
Ethanol anhydrous 150 mg

Poloxamer 188

Macrogol 300

Glycine

Sodium citrate

Sodium hydroxide (for pH adjustment)

Hydrochloric acid (for pH adjustment)

Meglumine

Water for injections

Awovyég, Aypopo £m¢ KITPIVOTO SIGALUA.

3. KAINIKEX TAHPO®OPIEX

3.1 Eiom {oov

Booedn, yoipot kot dAoya.

3.2  OgpamevTikég evoEitels Yo kads gidog {dov

Boogwon:

Xprnoponoteitor o€ 0&gleg OVUTVELSTIKES AOTUMDEELS, GE GUVOVAGHO LE TNV KOTAAANAT avTIlOTIKN

Oepaneia, yio T peimon TOV KMVIKOV COUTTOUATOV GE BOOELON.

Xprnoponoteiton o€ d18ppoLeS, G€ GLVOVAGHO UE Amd TOV GTONOTOG EVLONTIKT Oepameia, Yl T
LelmoN TOV KAVIKOV CUUTTOUAT®OV 6€ LOoYoVg NALKiog peyaivtepng g 1 efdopddag kot o
LOGYIdEG.

IMa copminpouatikny Oeponeio TNV avTipeTOmIoN TG 0&eing LASTITIONG, € GUVOLOCUO LE
avtifrotikn Bepaneia.

TNo v Katarpduver Tov HETEYXEPNTIKOD TOVOL LETE TNV AmOKEPATMOT GE LOGYOVG.

Xoipou:

Xprnoiponoteital 6€ Un LOAVGHOTIKEG TOBTGELS TOV KIVITIKOD GLUGTNHOTOG, Yo T Lelmon Tov
CUUTTOUATOV TNG YOAOTNTOG KOl TNG PAEYUOVNAC.

Mo copminpouatikny Oepomeio GTNY AVTILETOTION TNG EMAIYELNG CNYOLUIOG Kol TOEVOLUIOG
(oOvépopo pootitidag - unTpitdag - ayoraéiog), 6€ GUVOLAGUO LE TNV KOTAAANATN ovTiBloTikn
Oepamneia.
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Aloya:

IMa gpfon oV KOTUTPALVGT TG PAEYHOVIG KO OVOKODPLOT] 0Td TOV TOVO, TOG0 o€ 0&gieg 660 Kot
G€ YPOVIEC LWWOOKEAETIKEG OLOTAPOYES.

IMao v avaxodeion amd Tov TOVo Tov GYETILETOL [LE TOV KOAMKO TV ITTOEOMV.

3.3  Avrevositeaig

Na un ypnopronoteitar 6€ Ghoyo nAikiog pikpoTepng TV 6 BSOUAdmV.

Na un ypnoponoteitor o {do. pLe PEIOUEVN NTOTIKT, KOPIIOKN 1) VEQEPIKN AEITOLPYi Kot
QLLOPPAYIKEG dlATAPUYES, T OOV VILAPYOLY EVOEiels PLaPOV amd YaoTPEVTEPIKA EAKT).

Na pun xpnolLoTolEiTon GE TEPUTTMGELS VIEPELOIGONGIOG GTN PACTIKY 0LGIN 1] GE KATO0 0o TOL
£KO0Y0L.

I'a ) Begpaneia g d1dppotag ota fooeldn), To TPOidY VA U ypMoIHonotEitan o€ (da nAKiog
pikpotepng e 1 efdopddag.

3.4 Edwkég mpoctdomoncelg

H Bepaneio oV HOGY®OV LE TO KTNVIOTPIKO QAPUOKEVLTIKO TPOiOV 20 AERTA TPV TNV OMOKEPATOON
LELOVEL TO PETEYXEPNTIKO TTOVO. Mg TN Yopnynon LOVo Tov KTNVIATPIKOD QOPUAKEVTIKOD TPOTOVTOG
OEV EMTVYYAVETOL TAPTG CVOKOVPLOT) OTd TOV TTOVO KOTA TN YELPOVPYIKT EXEUPACT TNG
amokepatwong. ['a tnv enitevén avoakodelong amd ToV TOVO KATA TN YEPOVPYIKN ETEUPaON
amorteital GuyyopNyNoN EVOC KATAAANAOL OVAAYTTIKOV.

3.5 Idwitepeg TPoPULAAEELS KaTA TN (PO

[S1aitepec TPoPLAGEELC Y10 TNV 0oQOAT ¥p1ion oTa 16N Lhmv:

Noa amopedyetar 1 xpfion o€ coPfupd aPLOAT®UEVA, OAYOOYKALULIKA, 1] VTOTAGIKA (M0 GTo 0ol
OTOLTELTOL TOPEVTEPTKT] OTOKOTAGTACT] TV VYP®V, S10TL VITAPYEL EVOEYOUEVOS KIVOLUVOG TOEIKMONG
TOV VEQPOV.

e TEPINTOOT AVETOPKOVS avaKoDPIoNG 0td TOV TOVO, 0TV Ypnoilonoteitan oty Oepameio Tov
KOAKOU T®V ITmoeddV, Bo TPEMEL VO, YIVETOL TPOGEKTIKT EMOVEKTIUNGOT TG O1dyvmong, Kabdg avutd
pmopel va amoTeAEcEL £VOEIEN Yol avAYKN XEWPOVPYIKNG EXELPAONC.

[Swaitepec Tpo@LAGEELC TOV Tpérel va Aopfdvovion and To GTopro ToV YOPNYEL TO KTVINTPLKO
QOPUOKEVTIKO TPoidv o€ {hau:

H om6 atdhynpa £€veon Tov opROKEVTIKOD TPOIOVTOG GTO GTOUO TTOL TO Yopnyel oto {ho, umopei va
TPOKAAECEL TTOVO.

Atopo pe dlomotouévn vrepevoncinoia ota | 6TEPOELDN AVTIPAEYUOVAOIN eapuake (MIAD)
TPEMEL VAL ATOPEVYOLV TNV ETAPT LE OLTO TO KINVIATPIKO PAPLLAKEVTIKO TPOTOV.

Xe mepinton Toyaiog avtoéveong pe ) PeAdvn TG cHPLYYOS TOV TEPIEXEL TO PUPUUKEVTIKO TPOIOV,
va ovalnTNoeTe apécmg lTptkn Pondeta kat vo emdeifete 6Tov 10TpO TO PUAAO 0ONYL®V YPONE N TNV
ETIKETA TOV PAPLLAKOU.

AvT6 T0 KTNVIOTPIKO PUPLOKEVTIKO TPoidV Umopel va Tpokaréoel epebiopd ota patio. e mepintwon
EMOPNG L€ TOL paTLa, EEMAVVETE OUEGMG KOAA LE VEPO.

[dwaitepec TPOQLAGEELS Y10 TV TPOCTAGIO TOV TEPIPAAAOVTOC:
Agv 1oyvet.

3.6 AvemOdunta coppavra

Boosion:

[ToAb omévia

(<1 Lwo / 10.000 vrd Bepancio Lo,
CLUTEPILOUPAVOUEVOV TOV
LELOVOUEVOV AVAPOPDV):

Oidnua oto onpeio g éveonct
AvagulokTikh ovtidpoon?
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1 Meté and vodopia yoprynon: eAa@pd Kot Tapodiko.
2 Mnopet vo. ivar coBapn] (evdeyopévag kot Bavatneopa) kat 0o mpémet va aviipetomileta
GUUTTOUOTIKA.

Xoipot:

[ToAd omévio Avaguloxtich avtidpaon®

(<1 o / 10.000 vro6 Bepancia {oa,
GUUTEPIAAUPAVOLEVDV TWV
LUELOVOUEVOVY OVAPOPDV):

! Mnopet va givan coBapn] (evdeyopévag kot Bavatneopa) kat 0o pémet va aviipetomileta
GUUTTOHOTIKA.

Aloyo.:

IToA0 omavio

(<1 Lwo / 10.000 vrd Bepancio Lo,
GUUTEPIAAUPAVOLEVDV TWV
LELOVOUEVOV AVAPOPDV):

Oidnua oto onpeio g éveonct
AvagulokTikh ovtidpoon?

HMIapodikod, pepovopéves TepIntOCELS 68 KMVIKES HEAETEC.
2 Mnopet vo. tvar coBapny (evdeyopévag kot Bavatneopa) kat 0o wpémet va aviipetomileta
GUUTTOHOTIKA.

Edv mopatnpnBovv avemBounteg evépyeieg, Oa mpénet va daxomel 1) Oepomeio kot va {ntnbein
GUUPOVAT KTNVIATPOUL.

H avagopd avemBountov coppdviov eivar onpavtikny. Exitpénet tn cuveyn mopokoiovdnon g
0oQAAELNG EVOC KTVIATPIKOD PAPLOKEVTIKOD TPOIOVTOC. Ol avapopég TPEMEL VO, ATOGTEAAOVTOL, KOTA
TPOTIUNOT HEG® KTNVIATPOL, €T GTOV KATOYO TNG GOELNG KuKAOQOpiag ite otnv eBvikn apuddla
opy” LEC® TOV €BVIKOD GLGTAATOG AVAPOPAS. Avatpéste eniong 6To PUAAO 0INYIDV YPNONG Yid TO
ovTicTor o oTolYElD EMKOVOVING.

3.7  Xpnfon katd TV KONG1, TN Yorovyia 1] TNV ®OTOKId

Kvnon kot yolovyia:

Boogon kat yoipot:
Mmopei va ypnoipomomBei Katd T StipKeLo THS KONONG KOl TG YOAOLYIOGC.

Aloya:
No un ypnoyLonoleitor 6€ opPadec Tov KVOPOPOVLV 1 YUAOLYOVV.
3.8  Almlemidopacn pne GAho QUPUOKEVTIKG TPOIOVTO KoL GAAES LopQES aliniemidpaong

Na un yopnyeitotl Tavtdypova e YAVKOKOPTIKOGTEPOELON, GALN LT GTEPOELDT UVTIPAEYLOVDON
QAPLOKO 1] LE OVTITNKTIKOVG TOPEYOVTES.

3.9  Odoi yopiynong kot docoroyia
Boogwon:
Epdma& vmodopia 1 evéopréfia Eveon ot d6on tov 0,5 mg pelo&ikdung/kg copatikod Bapovg (SnA.

2,5 ml/100 kg copatikod Bapovg), 6e cuVLAGUO pe TV KATAAANAN avtiBrotiky Oepomeio 1| pe v
oo ToL oTOUATOG EVVOATIKY Bepameia.
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Xoipou:

Epdnag evdopwikn Eveon ot 66om tov 0,4 mg pedo&icaung/kg copaticov Bapovg (dni. 2 ml/100 kg
COUOTIKOV BAPOVG), € GUVOLOCUO UE TNV KATdAANAn avtiPlotikn Oepoaneio. Edv arnotteiton, prnopet
va yivel po 0e0TEPN YOPNYNOT HEAOEIKAUNG, HETA 0o 24 dpEG.

Aloya:

E@dnag evéoerépra éveon otn 6601 tmv 0,6 mg peho&ikaung/kg copatikov Bapovg (dni. 3 ml/100
kg copatikod Bapoug).

["a gprion oV avakovPLoT omd T EAEYLOVY KOl TNV avakou@lon arnd Tov Tovo oe oEeieg Kat
YPOVIEG LVOCKEAETIKEG dlaTapayES, UTOpEl va, yp1oILoToInOel Y10, T GUVEYIOT TG AY®YNG TOGILO
evaumpnuo o€ 66om 0,6 mg perofikdung/kg copotikod Bapovg, 24 dpeg LETA T YOPTIYNOT TNG
éveong.

I"a ) dwucedion g opbig docoroyiag, To copaTkd Bépog mpémet va tpocdiopiletar pe 660 to
duvatov peyardtepn akpifeta. Xvviotdton 1 xpnon KatdAinio Babuovounpévou eEomiicon
LETPNCEMV.

No aropegbyetol 1 EXYPOAVVON KATA TN ¥p1om.
3.10 Xvprrdpote VIEPS0GOLOYiag (KOl KATA TEPITTOO, LETPA OVTIUETAOMTIONG KOL OVTIOOTA)
Y mepintwon vrepdocoroyiog Tpémel va yopnynbei coumtopatikn Oepaneio.

3.11 Eiwdwkoi mepropiopol yp1ong Kol E101KEG cuvONKeS xpfiong, copmepriopfavopévmy
TEPLOPLOUAY OTI| YP1IOT] AVTIUIKPOPLOKADV KL AVTITOPUCLTIKAV KTIVIUTPIKAV QUPULIKEVTIKAV
TPOIOVIOV TPOKELREVOL VO TEPLOPLOTEL 0 KiVOUVOS avATTLENG AVTOYNS

Agv 1oyvet.
3.12 Xpovor avapovig

Boosg1o1):
Kpéag kot edmddpot wotoi: 15 nuépec.
I'aia: 5 nuépec.

Xoipou:
Kpéag kot edddipot otoi: 5 nuépec.

Aloya:
Kpéag kot edmdyot 1otoi: S nuépeg.
Agv gmitpénetan 1 Yopfynom o€ GAoyo To 0moio ToPayovV YA Yo avOpdmTIvY KaTavAaA®oT).

4, OPAPMAKOAOTI'IKEEZ TAHPO®OPIEX
4.1 Kodwkég ATCvet: QMOLACO6.
42 @appokodvvopki

H pelo&ucaun eivon éva un otepoeldéc avTipreypovmoeg edpuoko (MZAD) tng opddog g
o&aung, To omoio dpa avaoTEALOVTOG TN GUVOEST TV TPOSTUYAUVIVAV, AGKMVTOS KAT dVTO TOV
TPOTO OVTIPAEYLOVAODT, AVTIEEIOPMOLATIKT), OVOAYTIKN KO OVTUTLPETIKT dpdot). Meldvel tn dmbnon
AEVKOKVTTAP®OV OTO PAEYULAIVOVTO 10TO. XE PIKPOTEPT EKTOOT, OVOCTEAAEL EMIGNG TNV OO TO
KOAALOYOVO TPOKOAOVLEVT] CLGCOUAT®OT otponetainy. H pelolucdun &xet emiong avti-evooTo&iKég
10N TES, 10T EYEL amoderyOei 6TL avaotéldel TNV Topaymyn ¢ Opopupoivne B2 1 omoia mapiyon
uetd amd yoprynon evdoto&ivig E. coli og pooyovg, yolaktomapaywyés ayehadeg kot yoipovg.
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43 @appokokivnTiKi

Amoppognon

Metd oo epdma vrodopia yopnynon 0,5 mg pero&aunc/kg, emrvyydvetol péylotn cvykévipmon
(Cmax) 2,1 meg/ml ko 2,7 meg/ml petd and 7,7 dpeg kon 4 dpeg oo, veapd Poogtdn Kat 6TI¢
YOAOKTOTOPAYOYEG AYEAAOES AVTIGTOLYCL.

Y1ovg xoipovg, petd and dvo evéouvikéc yopnynoelg 0,4 mg peho&ucaung/kg, emtvyydvetor péyio
ovykévipoon (Cmax) 1,9 meg/ml petd omd 1 dpo.

Kotavoun
[Teprocotepo amd 98% g peAo&ikdung cvvdéetar Le TiG TPOTEIVEG TOL TAGGIATOS. Ot VYNAdTEPES

TIHEG CLYKEVTPOONG TS LEAOEIKAUNG TOPATIPOVVTOL GTO AP KO TOVS VEQPPOVS. ZVYKPLTIKE
YOUNAOTEPEG CUYKEVIPMGELG BVIYVEDOVTOL GTOVG GKEAETIKOVS UG KOl TO AITMOT| 16TO.

MetofoMopdc

H pedo&iaun avevpioketol Kuping 6To TAAGLLA TOL aipatog. Xt foogdn, 1

HEAOEIKAUN ameKKPIVETOL KUPIWG LECH TOV YAANKTOG KOl TNG YOANG, EVO TO 0VPO TEPLEYEL LOVO Tyvn
omd 10 KHPLO0 GVOTATIKG. LTOVC YOIPOVG, 1) YOA KOl TO OVPO TEPLEYOLY LOVO 1YV ad TO KOPLOo
ovotatikd. H pelo&kdun petaforiletor oe pio aAKOOAT, o€ Tapdy@yo 0£E€0G KOl GE PEPIKOVC
ToAKoVG petaforitec. Olot o1 KOP1OL HETAPOAITEG ATOSELYTNKOV PUPUAKOAOYIK®OG avevepyoi. O
peTafoAopog ota GAoya Oev Exel depevvnOei.

Amopdxpuvon

O ypbdvoc nuicetag Long g pero&ikdunc ival 26 dpeg kot 17,5 dpeg, pLetd amd vrodopia £veor otal
veapa PoogdN Kot OTIS YOAOKTOTAPOY®YEG AYEAADES, AVTIGTOLYO.

2100¢ Yoipovg, petd amd eviopvikn xopnyno, o HEGOG xpovog Nuicelag (mng ival mepinov 2,5 dpec.
210 GAoy0, HETA amd eVOOPAEPLO EveDT), N LEAOSIKAUN OITOLOKPVVETOL LE TEALKO XPOVO Muiceng (mng
8,5 dpec.

To 50% mepimov g yopnyov e dOGNG ATOLOKPOVETAL LLE TO OVPO Kot TO LITOAOITO LE TO KOTPOVAL.
5. DOAPMAKEYTIKA XTOIXEIA

51 Kopieg aocvppoatétnres

Kopia yvoorty.

52 Awipkera Lo

Awgprketa {ONG TOL KTNVIATPIKOV QUPUAKEVTIKOD TPOIOVTOG COLP®VA LIE TN cuokevacio TdAnong: 30
piveg.

Avgpxeta {ong petd 1o TpdTO AvorylLo TS CTOXEUDOOVS CLCKEVAGTNG: 28 NUEPECS.

5.3 Iowirepeg mpo@urdéers kata T @OLaEN TOV TPOIOVTOG

To pappoakevTikd owtd TPoidv dev amartel Wwitepeg cuvinieg Beppokpaciog yio tn eOAAEN TOV.

54  ®von ko 6OVOEGT TNG GTOLYELDOOVS CVGKEVUGINGS

Axpopo yodiwo elarido towv 50 ml, 100 ml 1 250 ml wov kAeiver pe mhootikd TOUA ELGYOPNONG OO

yAopoPovtdiMo Kot cppayiletl e mopo and alovpivio, o YUPTIVO KOLTI.
Mmropei vo, unv KoKAOPOPOLY OAEG Ol GLOKEVAGIEC.

17



55 Edwkég mpo@uiagers améppuyng vog pn YpNoIromot0£vToc KTNVIATPIKOD QUPRIKEVTIKOD
TPOIOVTOG 1] GAA®V VAKAOV TTOV TPOEPYOVTUL ATTO T1) YP1]C1) TOV TPOIOVTOG, EAV VTAPYOVY

Ta pappoko deV TPEMEL VOL ATOPPITTOVTOL HECH TOV AVUAT®V 1 TOV OIKIOKOV OTOPANTOV.
XpNOOTOINOTE TPOYPAULOTO ETICTPOPNC PAPUAKOV Y10, TNV ATOPPIYN U1 XPNCLOTONOEVTOV
KTNVIOTPIK®V POPUUKEVTIKOV TPOIOVI®V 1 GAL®Y DAIK®OV OV TPOEPYOVTOL Amd TN YP1ON TOVG
COUQ®VA, LLE TIG TOTKEC OMOLTNHOELS KOl LLE TUYOV €0VIKA GUGTHLOTO GUAAOYNG TOL 1GYVOVY Yid TO,
GYETIKA KTNVINTPIKE QAPLOKEVTIKA TPOTOVTO.

6. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Ceva Santé Animale

7. APIOMOZX (OI) AAEIAY KYKAO®OPIAX
EU/2/06/070/005

EU/2/06/070/006

EU/2/06/070/007

8. HMEPOMHNIA ITPQTHX EI'KPIXHX
Hpepopnvia 1™ éykpiong: 15/01/2007

9. HMEPOMHNIA TEAEYTAIAYX ANAOEQPHXHX THX IIEPIAHYHX TQN
XAPAKTHPIZTIKQN TOY ITPOIONTOX

01/2026

10. TAZEINOMHXIH TOQN KTHNIATPIKQN ®APMAKEYTIKQN ITPOIONTOQN
Noa yopnyeiton LOVOV e KTNVIOTPIKT GUVTAYT].

Aentopepeic TANPoQopieg Y10 TO €V AOY® KTNVIATPIKO QOPLOKEVTIKO TPoidv eivar dtabéacipec otn faon
dedopévov g EE yia ta ktnviatpikd mpoiovra (https://medicines.health.europa.eu/veterinary).
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1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Meloxidyl 0,5 mg/ml wdéo1o evardpno. Yo YOTEG

2. IMOIOTIKH KAI ITIOXOTIKH XYNOGEXH
KaBe ml nepiéyet:

APOOTIKO GVGTATIKO:
Meloxicam 0,5mg

"Exooya:

Mocotuki] cvvOesn av o1 TANpoPopisg AVTEG
givanl oNUOVTIKES Y10 T 66T LOPN YN o1 TOV
KTNVIOTPLKOD QUPROKEVTIKOV TPOIOVTOG

IMooTKi) 60vOeGT KOO OV Kal AAA®V
GUGTOTIKOV

Sodium benzoate (E 211) 2mg

Xanthan gum

Silica colloidal anhydrous

Sorbitol liquid non-crystallising

Glycerol

Xylitol

Citric acid anhydrous

Purified water

Ymoxitpivo evaidpmpLaL.

3. KAINIKEYX IAHPO®OPIEX

3.1 Eidm lowv

Téec.

3.2  OgpamevTikég evOEiEelg Yo KGOg gidog {dov

Kotampduvon tov o £og HETPLOV HETEYYEPNTIKOD TOVOL KOl THG QPAEYLOVIG TOL 0KOAOLOEL T1g
YEPOLPYIKEG EMEUPATELS OTIG YhTES, Y. 0pBOTESIKES KOl GTOVS LAAAKOVS 16TOVG ENEUPACELS.
Kotampdovon tov dvov Kot TG eAeYHovIS oTig o&eleg kat ypoviec WDOOKEAETIKEG O oELg OE YATEG.
3.3  Avrevositag

Na pun yopnyeiton og YATES Le YOOTPEVTEPIKES SLOTAPAYES, OGS EPEOIGLOG Kot apoppayio, Letdpévn
NTOATIKY, KOPSLOKT 1] VEQPIKT AELTOVPYin KOl QLOPPOYIKES SLUTOPOYES.

Noa un ypnouonoteital o€ mepintmon vrepevaicinaiog ot SpacTiky ovcio N o€ KATOL0 Amd Ta
£Kd0y0L.

Na un yopnyeiton o ydareg nAikiog pkpotepng v 6 foonddwv.

3.4 EwWwéc mpoELdomon|oels

Koapia.

19



3.5 Idwitepeg mpo@uracers katd T ypion

Idwitepec TPoPLAGEELC Yo TV 0oQOAN ¥pToT oTa £idN (hmv:
Noa amopegbyeTol 1 {p1ON € APLVIATOUEVO, OAYOOYKALUK, 1 VTOTAGUKA (Ma, KoBmG VITapyEL
EVOEYOUEVOG KIVOUVOC VEPPOTOEIKOTNTOG,

Meteyyeipnrtikdg movog:
Y€ MEPIMTOON AVETOPKOVS avaKoVELoNG amd Tov TdVo, Ba mpémel va AneOel vtdyn n mBavdTTO TG
TOAVAEITOVPYIKNG Bepameiog Tov TOVOV.

Xpbvieg pooKeLETIKEG TadnoELS:
H avtondkpion otn pokpoypovia Beponeio Ba mpénet vo mapakorovbeiton 6€ TaKTA YPOVIKA
SwotipaTo amd KInviaTpo.

Idwritepec Tpourdeic mov mpémer va AapuBdvovior amd To GToUo oV YOpNYEl TO KTNVIATPIKO
QOPUOKEVTIKO TPoidv o€ Lhau:

Atopa pe damotopévn vaepevaicincio ota MEZA®D Bo mpémel Vo amoPedyovV TNV EXAQPT| [LE TO
KTNVIOTPIKO QOPUUKEVTIKO TPOTOV.

e mepintoon tuyaiag Katdmoone va avalntinoete apéows tpikni Bondeia kot va emdeilete otov
10TPO TO PUALO 0OMYLDV ¥PNONG 1 TNV ETIKETA TOV QUPLEAKOL.

AvT6 T0 KTNVIOTPIKO PAPLOKEVTIKO TPoidv Umopel va mpokaréoel epebiopd ota pdtio. e mepintwon
EMOPNG E TO, pLATIO, EEMAVVETE OUECMG KOAA LE VEPO.

[dwaitepec TPOQLAGEELS Y10 TV TPOCTAGIO TOV TEPIPAAAOVTOC:
Agv 16y0eL.

3.6 AvemOdunta cvppavra

Tdrec:
[ToAD omdvio Andreo g opeéngt, Mdapyoct
(<1 Lwo / 10.000 vrd Ogpomeio {mwa, | Epetoct, Sidpporal, oipa ota kémpovol?, apoppayikn
CLUTEPILOUPAVOUEVOV TOV Sapporal, ocupatépeon?t, yaotpukd hkoct, £hkog Aemtod
HUELOVOUEVOV OVAPOPDV): eviépov!

Avénuéva eninedo nrotikdv eviopmv?

Negpikr| avendpreiol

1Avtéc o1 avem@OpunTeg evépyeiec cuuPaivovy yeviké v TpdTn £fdopdda Tng Oepomeiog Kot givor,
OTIG TTEPICCOTEPEG TEPUTTMOELS, TOPOOIKEG KOl TOPEPYOVTOL LETA TN OO0 TNG Oepameiog, aALd o
TOAD GTAVIEC TEPMTMOELG UTOPEl va givan cofapég 1 Bavatnedpeg.

2 Tvm.

Edv mopatnpnBovv avemBounteg evépyeleg, 10t mpémnetl va drakomel 1 Oepoameio ko va {ntnbein
GUUPOVAT KTNVIATPOUL.

H avagopd avemBountov coppdviov eivar onpavtikn. Exitpénet tn cuveyn mopokoiovdnon g
0oQAAELNG EVOC KTNVIATPIKOD PAPLOKEVTIKOD TPOIOVTOC. Ol avapopEg TPEMEL VO, ATOGTEAAOVTOL, KOTA
TPOTIUNOT HEG® KTNVIATPOL, £iTE GTOV KATOYO TNG GOELNG KuKAOpOpiag gite oty €Bvikn apuddla
apyn LES® TOv £BVIKOD GLOTNUATOG AVAPOPAS. AvaTpéLte eniong 0To GUALO 0N YLDV XPNONG Yol TO
ovticTor o oTotyein EmKOVOVING.

3.7  Xpnfon katd TV KONo1, TN Yorovyia 1] TNV ®OTOKId
Konon kot yohovyio.:

H ac@dieia Tov KTNVIOTPIKOD QopLOKEVTIKOD TPOTOVTOG dgV £xel omodeyfel katd T didpKela TG
KOMNoNG Kot NG YoAovyioc. No unv yopnyeitatl oe {do Ta omoio Kuo@opovv 1 YOAOLYOVV.
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3.8  Almiemiopacn ne GAAO QUPUAKEVTIKA TPOIOVTO KO AALES LOPPES aAANAETIOpaOC

Ao MEAOD, drovpnTiKd, OVTITNKTIKA, OUIVOYAVKOGIOIKA avTIBlOTIKG KOl OVGIES Le LYNAN
OECUELOT TTPOTEIVOV UTOPEL VO avTay®vifovTal 6T 0EGELGT KOl V. 031 YOUV €161 6€ TOEIKEG
ovTiopdoets. To KTvVIHTPIKO QOPHAKEVTIKO TPOioV OV mPEMEL va yopnyeitat e Ao MEZAD 1
YAVKOKOPTIKOGTEPOELDT.

H mapdAinin xopnynon mBovdv vEQPOTOEIK®Y PapUAK®V TPETEL VO OTOPEVYETOL.

ITponynBeica Bepamneio pe avripleypovadelg ovoieg airec amd to Meloxidyl evésyo diéAvpa o€ o
epdmag d6om v 0,2 mg/kg propei va 0dnynoet o€ emmpochetec N emovénuéveg avembounteg
EVEPYELES KOl KATA GUVERELN B0l TPEMEL VAL SIOKOTTETAL 1] XOPTYNOT) TETOLOV KTNVIATPIKMV
QOPUOKEVTIKAV TPOIOVIMV Y10l VAL YPOVIKO O1AGTN LM, TOVAGYIGTOV 24mV POV, TPV omd TNV Evapén
g Bepamneiog. [Tapodia avtd, n ypovikn mepiodog amd v Tponyovuevn Bepameio péypt v Evapén
g véog Bepamneiog Oa eEaptnOel amd TIg POPUOKOLOYIKEG 1O1OTNTEG TOV PAPUAK®V TOL ElYOV
ypnoiomombei Tponyovuévag,.

3.9  Odoi yopiynonc kot docoroyia
Amd 10V 6TONATOG XPTION.

Aocolroyia

Meteyyelpntikodg mévog Kol QAEYLOVH) UETE OO YEPOVPYIKEC EMEUPECELS:

Metd v apyikn ayoyn pe evéoipo didiopo Meloxidyl pe apyikn d6on 0,2 mg/kg, cvveyiote v
oywyn 24 Opeg apydTeEPO LE TO KINVIOTPIKO PAPLOKEVTIKO Tpoidyv o1 66on Ttov 0,05 mg
uero&udpnc/kg couatikod Bapovg.

H eraxdriovdn d6om and 10 otopa umopel va yopnynbei pia popd nuepnoiog (pe pesodoctipato, 24
OPOV) Yo dStdotnua £0¢ 4 NuUEPEC.

Oé&eiec OoKEAETIKEC dtoTapoyEC:

H opyici oyoyn sivon pa g@dmaé 86om omd to otdua taov 0,2 mg uerobikaunc/kg copotucod Bépovg
Kozl Ty Tpdtn nuépa. H ayoyn and 1o otéua tpénetl va cuveyiletar kadnuepwvd (ue
uecodostuato 24 wpdv) otn cvvinpentikn 86éon twv 0,05 mg perofikdunc/kg scouatikon Bapovg,
Y10, 660 SGoTNU ETUEVOVY 0 0EVC TOVOC KOl 1) QAEYLLOVT.

Xpdviec LOoKEAETIKES TOONGELS:
H apyixn oyoyn etvor o epdmnoé 86om amd to otope tov 0,1 mg puerolikaung/kg copatikot Bapovg
KOTA TNV TPAOTN NUEPQL.

H ayoyn and 10 otopa tpémel va cuveyiletor kabnuepvd (pe pecodlacthiuota 24 opmdv) 6t
ovvnpntikn doon v 0,05 mg peho&ikdpng/kg copotikod Bapouc.

YuvnBog mapatnpeitan fertioon oe 7 nuépec. H Bepaneio mpémet va draxomteton petd and 14 nuépeg
T0 apyOTEPO, €6V Oev Tapartnpn el epeavig Pertimon e KAVIKYG eKOVOC.

060g ko TpOTOG YOPNYNONS

Na yopnyeitot amd To 6TOUA, EITE AVAUEUEIYUEVO LE TNV TPOQT, €ite amevbeiag oto otoua. To
gvaidpnuo prwopet va xopnynel ypnoLULOTOUDVTAS T OOGOUETPIKT GUPLYYO TOL TAPEYXETOL LLE TN
ovokevacio. H oOpryyo mpocapuoletor ot erain kot Exet kKhipoko padporoynuévn kot Kg
copatikod Bapovg (amd 1 kg émg 10 Kg), n onoia avtictoyel ot 660m cuvinpnong. ‘Etot, katd v
évapén g Bepoameiog Kotd v TpdT NUépa o amaitnel Sumhdoio d6on am' eketvn TG dOoNG
GLVTNPNOTG.

[dwaitepn mpocoyn mpémel va Aapupdvetot og 0TL apopd TV akpiprn yopnynon g doong. I'a
dtopalon g opbng docoroyiog, To cmpatikd Papog tpémel va tpocdiopiletor pe 660 To dSvvaToOv
peyoAvtepn axpifeta.

Yuvietdton 1) xpnon katdAinia Babpovounuévov eEomopol petproemy. AvoKiveiote KoAd Tpty amd
m xpnon.
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Noa aropegbyetol 1 ETPOAVVON KATd TN ¥p1om.
3.10 Xoprrdpoato vrepdocoroyiag (Kol KOTA TEPITTOG, NETPO UVTIUETOTIGNS KOL AVTIO0TA)

H pero&ucdpn éxet mepropiopévo Bepamevticd Hpog ac@areiog oTIg YATES KoL LTOPOVV VA
mapaTnpNdovV KAViKd cupntdpate VTEPSOGOA0YING HETE amd GYETIKA UIKPE enimeda vTEPOOGIOG.
Y& mepinToT VTEPSOGOAOYING, OL VETIBVUNTESG EVEPYELES, OTIMG AVTEG TTOL UVAPEPOVTOL GTO
KedAoto 3.6, avapévetor va ivar coPapdtepeg Kol GUYVOTEPES. Xe TEPITTMOOT VIEPOOCOAOYING
npénel va, yopnynOel cuuntopatikn Bepaneio.

3.11 Eidwkoi mepropiopol yp1ong Kol E101KEG cuvONKES xpfioNng, copmepriapfavopévmy
TEPLOPLOUAV GTI| YP1IOT] AVTIUIKPOPLOKAV KL AVTITOPUCLTIKAV KTIVIOTPIKAV QUPULUKEVTIKAV
TPOIOVIOV TPOKELREVOV VO TEPLOPLOTEL 0 KIVOUVOG avATTLENG AVTOYNS

Agv 1oy0et.
3.12 Xpovor avapovig

Agv 1oy0et.

4, OAPMAKOAOTI'TIKEX TIAHPO®OPIEX
4.1 Kodwkég ATCvet: QMOLACO6.
42 ®@oppoxodvvopiky

H pelo&ikaun eivon Eva un otepoetdéc avtipreypovmodeg eappoako (MZAD) tng opddog g
o&uaung, To omoio dpa avaoTELAOVTOG T GUVOEST TV TPOSTUYANVIVAV, AGKMOVTIS KAT dLTO TOV
TPOTO OVTIPAEYLOVAOT, AVOAYNTIKY], OVTIEEIOPMULOTIKY KOl OVTUTUPETIKT dpdot. Meidvel tn dmbnon
AELKOKVTTAP®V 0TO PAEYLLAIVOVTO 10TO. Xe PKPOTEPO PabuLd, AmoTpENEL TNV OO TO KOAAAYOVO
TPOKOAOVUEVT) GLOCMUATMOT TOV AUOTETOM®V. Xg HEAETEC IN VItro kot in VIV, an0deiydnke 6t n
pero&ikaun avaotéAlel v kukio-o&vyevdon - 2 (COX-2) o peyoldtepo Pobud amd v Kukio-
o&vyevdon - 1 (COX-1).

43 DoppokoKivnTiKi

Amoppoonon

Edv to {do eivor o€ vnoteio 6tav yopnyeital T0 GAPLOKO, Ol LEYIGTEG GUYKEVIPMGELG GTO TAAGLO TOV
aipotog enttuyydvovion Tepimov 3 dpeg puetd and ™ yoprynon. Edv to {do eivar orticpévo katd to
KPOVO YOPNYNOTG TOV PUPUAKOL, 1) ATOPPOPNOT UTOPEL Vo kafnotepnoet ELappd.

Kotavoun

Ymhpyet pio ypop ik ox€on LETaED TS YopNYOLLEVNS 00GTG KUl TG CLYKEVIPWONG GTO TAGGLLOL
TOV Q{pLOTOG, 1) OTTOl0 TOpATNPELTAL 6TO PACUO TNG BepanevTikng doonc. Tlepimov t0 97% g
pelo&ucaunc deopuebeTorl amd TIG TPOTEIVEG TOL TAAGLATOG,.

MetaBoMoude

H pedo&ikaun avevpicketor Kupiog 6To TAAGLLO TOV OiLOTOC, ATEKKPIVETAL KUPIMG LEG® TNE YOANG,
€V TO 00PO TEPLEYEL LOVO Tyvn amd To apykd Tpoioy. ITévte kvprol petafolriteg £xovv TavtomomOel
KoL OA01 aodElyTNKOV POPUAKOAOYIKAOG avevepyol. H pelo&ucaun petaforiletal o€ pio ahicoodn, o
TapAy@yo 0£E0G Kol o€ Pepkong ToAkovg petaforiteg. Onmg €xet diepeuvn el Kot yio dAAa €10M
{owv, 1 o&eidmon givar 1 KOPLoL 000G PlopeTaTponng TG HEAOEIKAUNG 6T YdTa.
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Amopdxpuvon

O ypovog nuicelog {ong e pero&ikaung sival 24 opeg. H aviyvevon tov petafoMtdv amd to KHplo
GLOTATIKO GTO OVPO KOl GTO KOTPAVA, OAAG OYL GTO TAAGLO, EIVOL EVOEIKTIKN Y10 TNV TOYEL
amopdipovvon tovg. To 21% tng amopévovcog dOoNG OmoUaKPOVETOL e TO 0VPO (2% ©¢ apeTtdfAnt
pero&kdun, 19% og petaforitec) kot 1o 79% pe ta kémpava (49% og apetdfintn perosikdun, 30%
MG UETOPOAITEC).

5. DOAPMAKEYTIKA XTOIXEIA

5.1 Kopieg acopparotnreg

Kopia yvoot.

52  Awipkera Lo

Awgpxetra {ONg TOL KTNVIATPIKOV QUPUAKEVTIKOD TPOIOVTOG COLPMVA LE TN cuokevacio TdAnong: 30
pnve.

Avdpxeta {ong LT TO TPOTO AVOLYULO. TN CTOYXELDOOVG CUCKEVAGING: 6 Ve

5.3 Iowirepeg mpo@urdéers katd T @OLaEN TOV TPOIOVTOG

To pappokevtikd owtd Tpoidv dev amartel Wwaitepeg cuvinKeg Beppokpaciog yio tn eOAAEN TOV.
54  ®von ko 6OVOEGT] TNG GTOLYELDOOVS CVGKEVUGINGS

YAkd apytkng cuokevaciog

DN TorvaBvieviov LYNANG TVKVOTNTOG LE PLOMTO TOUN AcPaAEinS TOAVOLBVLAEVIOL VYNANG
TUKVOTNTOG.

D1 yoddvn tomov 1 pe Bdmto nopo aceaieiog Toivoaidvuieviov VYNANG TLKVOTNTOG.
AOGOUETPIKT GVPLYYO TOAVTPOTLAEVIOV pe EPPoA0 TOAVALBVLAEVIOV YOUNATNG TUKVOTNTOG,

2VoKevacio

Xaptvo kovti mov mePLEYeL pia eLIAN moAvarfvieviov vynAng moukvotnTog 15 ml kot o Socopetpikn
oopLyya.

Xaptvo kovti mov mepiéyet pio eLaAn yodivn 5 ml kot po Socopetpikn cOpiyya.

H docopuetpikn svpryyo eépet draPdduion ava kg couaticod Bapovg (1 £oc 10 Kkg).

Mmnopei va, unv KokAo@opoHV OAEC 01 GLCKEVUGIEC.

55 E1dwkég mpo@uiagerg améppiyng vog pn ApNoIromot0£vToc KTNVIATPIKOD QUPRUKEVTIKOD
TPOIOVTOG 1] GAA®V VAMKAOV TTOV TPOEPYOVTUL GTT6 T1) YP1)O1) TOV TPOIOVTOG, EAV VTAPYOVY

Ta pappoko dev TPETEL VOL ATOPPITTOVTOL HECH TOV AVUATMV 1 TOV OIKIOKOV OTOPANTOV.
XPNGILOTOGTE TPOYPAUUATO, ETIGTPOPNS POPUAKDV VI TV OTOPPIYT U1 XPNOOTONOEVT®V
KTNVIOTPIK®V POPUUKEVTIKOV TPOIOVI®V 1 GAL®Y DAIK®OV OV TPOEPYOVTOL Amd TN YP1ON TOVG
COUQ®VA, L€ TIG TOTIKEC OTOLTNGELS KOl LLE TUYOV €0VIKA GUGTHLOTO GUAAOYNG TOL 1GYVOVV Y1d TO,
GYETIKA KTNVINTPIKE QAPLOKEVTIKA TPOTOVTO.

6. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Ceva Santé Animale
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7. APIOMOZX (OI) AAEIAY KYKAO®OPIAX
EU/2/06/070/008
EU/2/06/070/010
8. HMEPOMHNIA IMTPQTHX ET'KPIXHX
Hpepopnvia 1™ éykpiong: 15/01/2007
9. HMEPOMHNIA TEAEYTAIAX ANAGEQPHXHY THX IEPIAHYHX TQN
XAPAKTHPIZTIKQN TOY ITIPOIONTOX

01/2026

10. TAZEINOMHXIH TOQN KTHNIATPIKQN ®APMAKEYTIKQN ITPOIONTOQN
No yopnyeiton LOVOV e KTNVIOTPIKT GUVTAYT).

Aemtopepeic TANPoPopieg Yo T0 €V AOY® KTNVINTPIKO QApPUOKEVTIKO Tpoiov eival dabéaipeg otn Paon
dedopévov g EE yia ta ktnviatpikd mpoiovra (https://medicines.health.europa.eu/veterinary).
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ITAPAPTHMA 1T

AAAOI OPOI KAI AITAITHXEIX THX AAETAY KYKAO®OPIAX

Kavévag
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IMAPAPTHMA 111

EIHNIZEHMANXH KAI ®YAAO OAHI'IQN XPHXHX
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A. EIIIXHMANXH
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INAHPO®OPIEX I1OY ITPEIIEI NA ANATPA®ONTAI XTHN EZEQTEPIKH XYXKEYAXIA

Kovti yaptvo pue @iéAn 10 ml, 32 ml ko 100 ml

1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Meloxidyl 1,5 mg/ml wdéoo evardpnua

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

1,5 mg/ml meloxicam.

3. YYXKEYAXIA

10 ml + 2 Socouetpiég cOpryyeg
32 ml + 2 docoueTpikéc cOpryyeg
100 ml + 2 docopeTpikég oOpLyyeg

4. EIAOX (H) ZQOY (QN)

YxvA0L.

|5.  ENAEIEEIT |

|6.  OAOI XOPHTHEHE |

Amo6 Tov 6TOHNTOG XPNON.
Avoxiveiote KoAd Tpv amd T ¥pNon.

| 7. XPONOI ANAMONHE |

|8.  HMEPOMHNIA AHEHE |

Exp. {uw/eeee}
Metd to Gvorypa xpnon eviog 6 unvaov.

|9.  EIAIKEX XYNOHKEE AIATHPHEHE |

‘ 10. OI AEEEIX «<AITABAXTE TO ®YAAO OAHTTQN XPHXHX ITPIN AITO TH XPHXH» ‘

AwBdote T0 PUALO 0NV YPAONG TPV OO TN YPNOT).
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11. OI AEEEIX «<AIIOKAEIXTIKA I'TIA KTHNIATPIKH XPHXH»

ATOKAEICTIKA Y10 KTNVIOTPIKT XP1ON.

12.

OI AEEEIX «<NA ®YAAXXETAI XE OEXH, THN OIIOIA AEN BAEIIOYN KAI AEN
MNNPOXEITIZOYN TA ITAIAIA»

Na puidooetal o€ BEom, TV onoia dev PAETOLY Kot dev Tpoceyyilovv Ta TALddL.

| 13. ONOMA TOY KATOXOY THX AAEIAYX KYKAO®OPIAX

G

| 14. APIOMOI AAEIAYX KYKAO®OPIAX

EU/2/06/070/001 10 ml
EU/2/06/070/002 32 ml
EU/2/06/070/003 100 ml

| 15. APIOGMOX ITAPTIAAX

Lot {optOuoc}
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INAHPO®OPIEX I10Y IIPEITEI NA ANAI'PA®ONTAI XTIX MIKPEX XTOIXEIQAEIX
YXYXKEYAXIEX

Etwéta graing 10 ml, 32 ml xou 100 ml

| 1. ONOMAZIA TOY KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX

Meloxidyl

tad

| 2. MNOXOTIKA XTOIXEIA TQN APAXTIKQN OYXIQN

1,5 mg/ml meloxicam

3. APIOMOZ IIAPTIAAX

Lot (ap1Bpdc)

|4 HMEPOMHNIA AHEHE

Exp. {up/eeee}
Metd to mpadTo dvorypa ypnom evidg 6 unvav.
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IHAHPO®OPIEX IIOY IIPEIIEI NA ANAT'PA®ONTAI XTHN EZEQTEPIKH XYXKEYAXIA

Xaptivo Kovti pe Qraridro 10 mi

1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Meloxidyl 5 mg/ml gvéoipo dtéAvpa

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

5 mg/ml meloxicam.

3. YYXKEYAXIA

10 ml

4. EIAOZ (H) ZQOY (QN)

2KkOAOL Kol YATEG.

|5.  ENAEIZH (EIL)

| 6. OAOI XOPHI'HXHX

2K0AOL: eVOOPAEPLO 1] LTTOSOPLY XPTIOT).
Cdteg: vmodopa ypnromn.

| 7. XPONOI ANAMONHX

| 8. HMEPOMHNIA AHZHX

Exp. {up/ecee}
Metd to TpdTo dvorypa yprion evioc 28 nuepv.

| 9. EIAIKEX XYNOHKEX AIATHPHXHX

Na unv gurhdocetol og Beppoxpacio peyoarvtepn tov 25° C.

‘ 10. OI AEEEIX «<AITABAXTE TO ®YAAO OAHTTQN XPHXHX ITPIN AITO TH XPHXH»

Awfaote T0 PUALO 0ONYIOV XPNOTG TPV O TN YPNOT.
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11. OI AEZEIX «<AIIOKAEIXTIKA I'TA KTHNIATPIKH XPHXH»

ATOKAEIOTIKA Y10 KTNVIOTPIKT XP1ON.

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

Na puidooetal o€ 0Eom, TV onoia dev PAETOLY Kot dev Tpooeyyilovv Ta TALd1d.

13. ONOMA TOY KATOXOY THX AAEIAYX KYKAO®OPIAX

A4

| 14. APIOMOI AAEIAY KYKAO®OPIAX

EU/2/06/070/004 10 ml

| 15. APIOMOX ITAPTIAAX

Lot {apOuoc}
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IHAHPO®OPIEX IIOY IIPEIIEI NA ANAT'PA®ONTAI XTIX MIKPEX XTOIXEIQAEIX
YYXKEYAXIEX

Etikéta grohdiov 10 mi

1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Meloxidyl

7 &

| 2. IHOXOTIKA XTOIXEIA TQN APAXTIKQN OYZIQN

5 mg/ml meloxicam.

|3, APIOMOX MAPTIAAT

Lot {optBpog}

| 4, HMEPOMHNIA AHEHX

Exp. {up/eeee}
Metd to mpadTo dvorypa xpriom eviog 28 nuepav.
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IHAHPO®OPIEX IIOY IIPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAZXIA

Xaptivo kovti pe @rarisro 50 ml, 100 ml kon 250 mi

1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Meloxidyl 20 mg/ml gvéoio ddlvpa

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

20 mg/ml meloxicam

3. YXYXKEYAXIA

50 ml
100 ml
250 ml

4. EIAOX(H) ZQOY(QN)

Booedn, yoipot, ahoya

| 5.  ENAEIZEIZ

‘ 6. METHOD AND ROUTES OF ADMINISTRATION

Booegdn: Yrodopua 1| evoopAEPia xpron.
Xoipot: Evoopwikn xprion.
Aloya: EvoopAéBia yprion.

7. XPONOI ANAMONHX

Xpovor avapovig:

Booedn: Kpéoag kot edcddyiot wotoi: 15 nuépeg, I'dha: S nuépeg.

Xoipot: Kpéag kat edmdipot iotot: 5 nuépec.

Aloya: Kpéag kot edmdot iotol: 5 nuépec.

Noa pn ypnoiponoteital oe GAoyo To 0ol TOPdyovy YEAQ Yio avOp®TIVN KATOVIA®OOT).

‘ 8. HMEPOMHNIA AHEZHX

Exp. {uw/eeee}
Metd to TpdTOo dvorypa yprion evioc 28 nuepv.

‘ 9. EIAIKEX XYNOHKEX AIATHPHXHX
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‘ 10. OI AEZEIX «<AIABAXTE TO ®YAAO OAHI'TQN XPHXHZX ITPIN AITIO TH XPHXH»

Awfaote T0 PUALO 0INYIOV XPNOTG TPV O TN YPNOT.

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

ATOKAEIOTIKA Y10, KTNVIOTPIKN (PNOM.

12.  OI AEZEIX «NA ®YAAXXIETAI XE OEXH, THN OIIOIA AEN BAEITIOYN KAI AEN
MNNPOXEITIZOYN TA ITAIAIA»

Na puAdooetol o 08om, TV omoia dev PAETOLY KoL dev Tpoceyyilovv Ta TadLd.

‘ 13. ONOMA TOY KATOXOY THX AAEIAX KYKAO®OPIAX

G-

‘ 14. APIOMOI AAEIAY KYKAO®OPIAX

EU/2/06/070/005 50 ml
EU/2/06/070/006 100 ml
EU/2/06/070/007 250 ml

‘ 15. APIOMOZX ITAPTIAAX

Lot {optBpog}
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IHAHPO®OPIEX IIOY IIPEIIEI NA ANATPA®ONTAI XTH XTOIXEIQAH XYXKEYAXIA

Etikéta groidiov 100 ml ko 250 ml

‘ 1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Meloxidyl

H“ﬂ((

| 2. TYNOEXIH XE APALTIKH(EX) OYEIA(EY)

20 mg/ml meloxicam

3.  EIAOX(H) ZQOY(QN)

Booegdn, yoipot, droya.

4, OAOI XOPHI'HXHX

Booedn: Yrnoddpia 1) evoopAEPia xpron.

Xoipot: Evéopvikn ypnon.

Adoya: EvBogAéBia ypriom.

ABaoTe TO UALO 0OMYUDY YPYONG TPV ATTO TN YPNOT.

‘ 5. XPONOI ANAMONHX

Xpovor avapoviig:

Booedn: Kpéag kot eddopot otol: 15 nuépeg, IN'dAa: 5 nuépeg

Xoipot: Kpéag kot edmotpot 10toi: 5 nuépeg

Aloya: Kpéag kot edmotpot 10toi: 5 nuépec

Na un ypnoiponoteital 6 Aoy To 0Toio TOPAYOLY YAAM Y10 AvOpOTIVY KATAVAA®GT).

‘ 6. HMEPOMHNIA AHEHX

Exp. {n/eeee}
Metd to TpdTOo dvorypa yprion evioc 28 nuepv.

‘ 7. EIAIKEX XYNOHKEX AIATHPHXHX
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‘ 8. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

@

‘ 9. APIOMOZX ITAPTIAAX

Lot {apOuoc}
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IHAHPO®OPIEX IIOY ITPEIIEI NA ANAT'PA®ONTAI XTIX MIKPEX XTOIXEIQAEIX
YYXKEYAXIEX

Etwikéta graidiov 50 ml

1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Meloxidyl

((‘F((

‘ 2. IHOXOTIKA XTOIXEIA TQN APAXTIKQN OYZIQN

20 mg/ml meloxicam

‘ 3. APIOMOZX ITAPTIAAX

Lot {op1Ouoc}

‘ 4, HMEPOMHNIA AHEHX

Exp. (nweeee}
Metd to mpadTo dvorypa xprion eviog 28 nuepav.
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INAHPO®OPIEX I1OY ITPEIIEI NA ANATPA®ONTAI XTHN EZEQTEPIKH XYXKEYAXIA

Xaptvo kovti pe @rain 5 ml kan 15 mi

1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Meloxidyl 0,5 mg/ml wdéoo evardpnua

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

0,5 mg/ml meloxicam

3. YYXKEYAXIA

15 ml + 1 docouetpikn cvOpryya
5 ml + 1 docopetpikn cvpryya

4. EIAOX (H) ZQOY (QN)

Tditec.

|5.  ENAEIEEIT |

|6.  OAOI XOPHTHEHE |

Amo6 ToVv 6TOHNTOG XPNON.
Avakveiote KaAd Tpv omd TN (pNo.

7. XPONOI ANAMONHZ |

|8.  HMEPOMHNIA AHEHX |

Exp. {pw/eeee}
Metd to mpadTo dvorypa xprion eviog 6 unvov.

|9.  EIAIKEX XYNOHKEE AIATHPHEHE |

‘ 10. OI AEEEIX «<-AITABAXTE TO ®YAAO OAHTTQN XPHXHX ITPIN AITO TH XPHXH» ‘

Awfaote T0 PUALO 0INYIOV XPNOTG TPV O TN YPNOT.
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11. OI AEEEIX «<AIIOKAEIXTIKA I'TIA KTHNIATPIKH XPHXH»

ATOKAEICTIKA Y10 KTNVIOTPIKY XP1ON.

12.  OI AEZEIX «NA ®YAAXXIETAI XE OEXH, THN OIIOIA AEN BAEITIOYN KAI AEN
MNNPOXEITIZOYN TA ITAIAIA»

Na puidcoetal o€ BEom, TV onoia dev PAETOLY Kot dev Tpooeyyilovy Ta TALdd.

| 13. ONOMA TOY KATOXOY THX AAEIAYX KYKAO®OPIAX

@

| 14. APIOMOI AAEIAYX KYKAO®OPIAX

EU/2/06/070/008 15 ml
EU/2/06/070/010 5 ml

| 15. APIOMOZX ITAPTIAAX

Lot {optBpog}
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INAHPO®OPIEX I10Y ITPEITEI NA ANAT'PA®ONTAI XTIX MIKPEX XTOIXEIQAEIX
YXYXKEYAXIEX

Etwkéra graing 5 ml kon 15 ml

1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Meloxidyl

‘ 2. IHOXOTIKA XTOIXEIA TQN APAXTIKQN OYZIQN

0,5 mg/ml meloxicam.

3. APIOMOZ IIAPTIAAE

Lot {apOuoc}

| 4, HMEPOMHNIA AHEHX

Exp. {pp/eeee}
Metd to mpadTo dvorypa xprion eviog 6 unvov.
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B. DYAAO OAHI'TQN XPHXHX
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OYAAO OAHI'IQN XPHXHX

1. Ovopacio ToOL KTNVIITPIKOD QUPUIKEVTIKOD TPOIOVTOg

Meloxidyl 1,5 mg/ml wdéoipo evaudpnuo yio oKOAOLG,.

2. YvvOeon
KéBe ml nepiéyet:

ApPOUGTIKO GVGTUTIKO:
Meloxicam 1,5mg

"Exdoyo:
Sodium benzoate (E211) 2 mg

Ymoxitpivo TOGIO EVALDPTLLX

3. Eidon Loov

YKkOA0L.

4. OepamevTIKég EVOEIEEIG

Koatampdoven g eAeyrovig Kot Tov TOVoL TG0 oTIg 0Egieg 0G0 Kal OTIC YPOVIEC LVOOKEAETIKEG
modnocelc.

5. Avtevoeigeag

Na un yopnyeitoun og (Do e YooTpevTEPIKA TpoPfAnLata, 6Twme EpedicOC Kot opoppayio, LEI®UEVN
NTATIKY, KOPOLOKN 1] VEQPIKT AELTOVPYIO KOl OLILOPPAYIKES OLOTOPOYES.

Na un ynoonoteitol og mepinton vaepevoncinoiag ot SpacTIKN 0VGia 1) 68 KATo10 ard Ta,
£Kooy L.

No un yopnyeitor oe okOAoLE NAKiaG pKpoTEPNS TV 6 ELOOUAdDV.

6. E101kéc mpoE1domonoels

Ewdwéc mposidomomosic:
Koapdia.

Idwitepec TpoLAGEELC Yo TV oA yprion ota gidn Lomv:

No amo@gbyeToL 1 (P1OT TOV OE OPUVIATMOUEVO, OAYOOYKOLUIKA, 1 VTOTACIKE (Ma, Kabmg VITApyEL
eVOEYOUEVOG KiVOUVOC auénuéving To&ikmong TV VEppav.

Av16 10 TPOTOV Y100 oKOAOVG deV B TPETEL VO Y p1GLLOTTOLETAL GE YATEC, KABMG OV eival KATAAANAO
yio xpron o€ avtd 1o €idog {dov. Xtig yateg, Oa mpénet va ypnoiponoteitor to Meloxidyl 0,5 mg/ml
OGO EVOLDPT LA Y10 YOTEC.
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Idwitepec mpouAdEeic mov mpémet va Aaufdvovtol amd To GTOUO TOL YOPNYEL TO KTNVIaTPKd
QopuokeLTKd Tpoidv oe {da:

Atopa pe domotouévn vrepsvacincio ota MEAD® wpénet va amopedyovV TNV QT LE TO
KTNVIOTPIKO QOPLOKEVTIKO TPOIOV.

e mepintoon tuyaiag Katdmoong va avalntioete apéoms wtpikni Pondeta kot va emdeilete otov
10TPO TO GUALO OO YLDV ¥PNONG N TNV ETIKETA TOV QOPLULAKOV.

AVT0 TO KTNVIATPIKO POPUAKEVTIKO TPOTOV UTopEl va TpoKoAEceL peBiod oTa pdTio. e TePITTOO
EMOPNG LE TO, pLATIO, EEMAVVETE OUECMG KOAA LE VEPO.

Eykvpocvvn kot yodovyia:
H acpddeia Tov kTviaTpikod eopUOKELTIKOD TPOIOVTOG dev £xel omodetyel katd T didpKeLa TG
KONoNG Kot NG YaAovyioc. No unv yopnyeitatl oe {da Ta omoio Kuo@opovv 1 YOAOLYOVV.

AlMnAenidpaon pe GAAL QOPUOKEVTIKG TPOTOVTO Kol AALEG HOPPEG OAANAETIOpAOTC:

Ao MEAD, droupnTiKd, OVTITNKTIKA, OUIVOYAVKOGIOIKA avTIBlOTIKA KOl OVGIES [Le LVYNAN
OECUELOT TTPAOTEIVOV UTOPEL VO avTay®VifovTal 6T OEGLELGT KOl VA 031 YOUV €161 6€ TOEIKES
emdpdoelc. To KTNVIATPIKO POPUAKEVTIKO TPOTOV deV TPETEL vaL yopmyeitar pue dAlo MZAD 1
YAVKOKOPTIKOGTEPOELDT.

IIponynBeica Beponeio pe aviipAeyLovmoelg ovoieg Lmopel va, 0dNyNoeL oe emmpOcHETEC Ny
EMOVENUEVEG OVETIOOUNTEC EVEPYELEG KOl KATA GUVETELN Oa TPEMEL VA, SLOKOTTETAL 1) YOPTYNOT| TOVS
Y €va YPoviKO S1AeTna, TOVANYIETOV 24®V OPOV, TPV amtd TV Evapén g Bepanciog. [Tapora
auTd, M XPOVIKN TEPI0d0G 0md TNV TponyovueVT Bepameia péypt v Evapén g véag Bepaneiog Oa
e€apOel amd TIG POPLAKOKIVITIKES WOIOTNTES TOV KTNVINTPIK®Y QOPULAK®OV TOV ELY0V
ypnopomombei Tponyovuévac.

Ynepdocoroyia:
X mepintwon vrepdocoroyiog Tpémel va yopnyndel coumtopotikn Oepaneio.

1. AvemOounta coppavra

XKkoAot:
[ToAD omdvio Andlen g opeéngt, Mdapyoct
(<1 Lho / 10.000 vid Bepameio (ha, | ‘Euetoct, Sidpporal, aipo ota kdémpavel?, aipoppoyikn
GUUTEPIAAUPAVOUEVOV TV Sapporal, oupatépeon?t, yaotpikd hkoct, Elkog Aemton
LELOVOLEVOV OVAPOPDV): eviépovt

TAvTéG o1 avem@Ounteg evépyeieg cupPaivovy péco oty Tpd ™ £fdopddo g Oepaneiog kot sivau,
OTIC TEPIOCOTEPES MEPUTTOCELS, TOPOJIKES KO TOPEPYOVTOL LETE TN dtakomn TG Oepameiog, oAAG ot
OTAVIEG TEPIMTOGELS UTOPEL vau elval coPapéc 1 Bavatnopec.

2Iyvou odporog.

Edv mapoatnpnBodv avemBounteg evépyeieg, Ba mpémnel va dtakomel n Bepameio kot vo {ntndei n
GLUPOVAN KTNVIATPOUL.

H avapopd averBountov cuoppdviov sivor onpovtikn. Emttpénet ) cvveyn topakorlovdnomn e
ao@aAelag evog mpoidvtoc. Edv mapatnprioete omoladmote avemBOunt evEPYELD, OKOLO Kol oV OgV
OVOQEPETOL OTO EGOKAEITTO GUAAO 0INYIDV YPNOTG 1 AUPIPAALETE Y10 TNV OMOTEAEGLATIKOTITO TOV
QopUaKov, TapoKaAeichs vo ETIKOIVOVIGETE, KATAPYAGS, LE TOV KTVIaTpo coc. Mmopeite emiong va
AVAPEPETE OTTOLOONTOTE OVETLOOUNTO GLUPAVTA GTOV KATOYXO TNG ASEWG KUKAOPOPING
XPNGUOTOLOVTOG TO GTOLXEIN EXKOVAOVIOG GTO TEAOG BLTOD TOL GUAAOL OOV YPNONG, 1 LECH TOL
£Bvikov cog cvotiuatoc avagopds: EOvikoc Opyoavioudg Gapudkwv: Mecoyeimv 284, GR-15562
Xohopyodc, Abnva, TnA.: +30 213 2040213, e-mail: vetpharmacovigilance@eof.gr, Iotétonog:
http://www.eof.gr
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8. Aocoloyia Yo kKG0g €id0g, TPOTOS KAl 0001 Yopnynong
Amo tov 6TOHTOG XPION.

H apyixn oyoyn eivor pia epdmal d6on tov 0,2 mg pelo&ikdung/kg copotikod Bapovg Katd tnv
ot Nuépa. H aymyn and to otdpa mpénel va cuveyiletal kabnuepva (e pecodiactiuarta 24
®pOV) o1 cuvnpnriky 66om tov 0,1 mg pero&ikaung/kg copaticod Bapovg.

To pakpoypdvia Oepomeia, dtav mapoatnpndel KAk aviomoxpion (Letd > 4 nuépeg), n 6061 ToV
KTNVIOTPIKOD QOPLOKEVTIKOV TPOTOVTOG UTopel vo puBIaTel 6T YoUnAOTEPT) ATOTEAEGLOTIKT
atopikn 6o, 1 omoia ekPpalet To 61t 0 Pablog Tov TOVOL Kol TNG PAEYLOVIG TOL GYETILETAL LIE TG
YPOVIEG LVOCKEAETIKES dlaTapayEg UTOPEl VoL TOKIAAEL 6T dLApKELD TOV YPOHVOV.

Na yopnyeitor amd to otoua, gite avapeperypévo pe v Tpoen 1 anevbeiog oto otoHa.

To evarmpnuo umopei va xopnynBel yp1oILOTOIOVTAG TIC SOCOUETPIKEG GUPLYYEG TTOV TAPEYOVTOL LE
KkG0e cvokevacio. H ocbpryya mpocapudletor otn erodn kat £xet khipoaka Badporoynuévn kotd kg
copatikov Bapovg N oroia aviiotoyeil otn do6on cvvtpnong (dnAadn 0,1 mg pelo&ikaung/kg
copatikob Bapovg). Etot, kKatd v tpdtn nuépa Ba amaitnBel dimhdoio d6on ar' exeivn g 06ong
GLVTHPNOTG.

Awdikacio xoprynong LLe xpnor S0GOUETPIKTS GUPLYYOG:

3 L

- . = N @
E 2 | i - ——
-~
Avaxwnote [Ipocappoocte T Ztpéyte Enavaeépate [Tiélovtog to
KOAG T QLAAT. OOGOETPIKY QLIANn/cupryya QLA TNV éuPoiro aderdote
[Tiéote mpog ta cupLyyo oTn avamoda. opOia Béom ko TO TEPLEYOUEVO
KAT® Ko oA mélovrag  Tpapnéte 1o BydAte T ™G GUPLYYOS
EePodote t0 elappd 1o dxpo  EuPoro wExprn  ovpryyo amd TNV TPOON.
OO ™m¢ mhve otV Lopn YPOLLUN QLaAN.

KOPLOT TNG 070 £uporo va

QLIANG. avTIoTol el 6TO
Bapog Tov
oKOAOV GO OE
YALOYPOLLLLL.

Yuvnbog mapatnpeitan fertioon ot 3 - 4 nuépec. H Bepanceia npénel va doakdémteTon petd amod 10

NUEPES TO TOAD, dv dev TapatnpnOel epeavig Bertimon g KAVIKTG EKOVOLC.

Amopevyete TV el00y®@y] LOALVONG KOTA TN XPp1oT. XP1OLOTOIEITTE TIG OOGOUETPIKEG CVPLYYES TTOV
mopEYOVTUL [LE KABE cuoKevacia Lovo Y’ avTd TO TPoidv.

9. Oonyieg Yo ™) c®GTI) YOpRYNON

[Switepn mpocoyn mpémet va AapPavetor o€ 6Tt apopd TV akpiPn xopnynon g d0omncC.

T ™ dteopdAion g opbng docoroyiag, To couatikd Pdpog mpénel va mpocsdlopiletar e 66O TO
dvvotdv peyarvtepn akpifeta. Xvviotdtot 1 xprion KatdAinia Badbuovounuévov eEonAopol
LETPNCEMV.

Avoaxiveiote KoAd Tpv amd T ¥p1on.
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To evaumpnuo propet vo yopnynodel ypnoLOTOLDVTOG T LKPOTEPT] GVPLYYO Y10, GKOAOVS GCOUUTIKOD
Bapovg pkpdtepov tav 7 kg (o drafdduon avtistoyei o 0,5 kg copatikod Bapovg), 1} ™
peyaAdtepn cOpLyya Yo GKOAOVG GOUOTIKOD Bapovg peyorvtepov tov 7 Kg (wo Stofabuon
avtiotoyel o€ 2,5 kg copatikon Bapovg).

10. Xpovor avapovig

Agv 1oyVet.

11. Ewwkég cuvOnkeg owatipnong
Na puAdooetol og 0éom, TV omoia dev PAETOLY KoL dev Tpoceyyilovv Ta TadLd.

Agv vTapyovv 181KEG 0dNYieg S10THPNOTG Y10 GVTO TO KTNVIATPIKO QUPUAKEVTIKO TPOTOV.
Aldpketo {onNg LETA TO TPMTO AVOLYLLO TOL AUECOV TEPLEKTN: 6 UNAVEC.

Na un ¥pnoLoToEiTaL To KTVIOTPIKO QOPUAKEVTIKO TPOIOV LETA amd TNV NUEpounvia ANEng mov
avaypaeeTol 6to Kouti Ko T eroAn. H nuepounvia Anéng covumintel pe v televtaio nuépa Tov
GUYKEKPILEVOL UVl

12. Ewdwkég mpo@uraiers amoppryng
Ta pappoko dev TPEMEL VOL ATOPPITTOVTOL HECH TOV AVUAT®V 1 TOV OIKIOKOV OTOPANTOV.

Xp1MGILOTOGTE TPOYPAUUATO, EXIGTPOPNS POPUAK®V YL TV OTOPPIYT U1 XPNOOTONOEVT®DV
KTNVIOTPIK®V POPUUKEVTIKOV TPOIOVI®V 1 GAL®Y DAIK®OV OV TPOEPYOVTOL Amd TN YP1ON TOVG
GOUQ®VA, LLE TIG TOTIKEC OTOLTNOELS KAl LLE TUYOV 1oYbovTa £B8ViKA cvoTiaTo cvALoYNG. Ta pétpa
OVTA ATOCKOTOVV GTNV TPOGTAGia TOV TEPPAALOVTOC.

13. Ta&wvopnon TOV KTNVITPIKAOV QUPPUIKEVTIKAV TPOIGVTOV

Na yopryeital LOVoV e KTNVIOTPIKT CLVTAYY.

14. ApOpoi Go£10g KUKAOPOPLG KOl GVCKEVUGIES

EU/2/06/070/001
EU/2/06/070/002
EU/2/06/070/003

2VoKeLaoia

d1dAn 10 ml og ydptivo kovrti.

d1dAn 32 ml og ydptivo kovrti.

®d1dAn 100 ml og yépTvo kovti.

A0 S0GOUETPIKEG GVPLYYEG TOPEXOVTAL LIE KABE GVOoKEVAGIA.
Mmopei va, unv KoKAo@opoHV OAEC 01 GLCKEVUGIEC.

15. Hpepopnvio terlevtoiog avafe®@pnons Tov GUALOL 00NYLOV YPNONS
01/2026

Agntopepeic TANPOQOPiEg Y10 TO €V AOY® KTNVIATPIKO QOPLOKEVTIKO TPoidv eivar dtabéciues ot
Baomn dedopévmv ™ EE yia to kmviatpikd tpoidvta (https:/medicines.health.europa.eu/veterinary).
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16. Xtoycia emKovOviag

Kétoyoc tne ddstog kukAo@opilac Kol GTOLYELN ETKOWVOVIOG Y10 TNV ova@opa THovOA0YOOLEV®Y
OVETIOOUNTOV EVEPYELDV:

Ceva Santé Animale, 8 rue de Logrono, 33500 Libourne, France

Tel: +800 3522 11 51

E-mail: pharmacovigilance@ceva.com

IMopaockevootng vrevduvoc yia TV areAevEpmon TV TopTidwV:
Ceva Santé Animale, Z.1. Tres le Bois, 22600 Loudeac, France
Vetem SpA, Lungomare Pirandello, 8, 92014 Porto Empedocle (AG), Italy
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OYAAO OAHI'IQN XPHXHX

1. Ovopacio ToOL KTNVIITPIKOD QUPUIKEVTIKOD TPOIOVTOg

Meloxidyl 5 mg/ml evéoipo didhvua yio okdAOVG Kat YaTeg

2. XovOeon
KaBe ml nepiéyet:

ApPUGTIKO GVOTUTIKOG:
Meloxicam 5 mg

"Exdoyo:
Ethanol anhydrous 150 mg

Awwyéc, Kitpvo d1dAvpa.

3. Eion Loov

2KOAOL Kol YATEG.

4. OepamevTIKég EVOEIEEIG

YkvAot:

Kotanpdovon g pAeypovig Kot Tov TOVoL T060 GTIG 0EEIEC OG0 KAl OTIC YPOVIEG LVOCKEAETIKEG
dratapayéc. Melwon Tov HETEYYEPNTIKOV TOVOL Kol TNG PAEYLOVIG TOL 0KOAOVOEL T1g opBomediég
enepuPdoelg Kot Tig EneUPAoELS GTOVG LOUAOKOVG 1GTOVCE.

Iarec:
Kotoampdovon tov Ao £0¢ LETPLOL PETEYYEPNTIKOD TOVOL KOl TG GAEYUOVIG ETELTA OO
YEPOLPYIKEG EMEUPACELS OE YATES, TT,Y. 0pOOTEdIKEG EMEUPATELG Kot EMEUPACELG GE LOAAKOVS 1GTOVG,.

5. Avtevoeigeag

Na un yopnyeitat oe {do Le YOOTPEVIEPIKA TPOPAN LT, OTMOC EPEOIGUOG Kot apLoppayic, LEIOUET
NTATIKY, KOPS0K 1| VEQPIKT AEITOVPYIO KOL QLOPPOYIKES SLUTOPOYEG.

Na un xpnoLOTOEITAL GE TEPIMTMCELS VIEPELOICONGING TN SPAUCTIKY 0LGIN 1] GE KATO0 0o T
£Kd0Y0L.

Na un yopnyeitat og {do nikiog pikpdtepns twv 6 fdouddmv Kot 6€ YATEG COUUTIKOD BAPOVS
UIKPOTEPOL T®V 2 KIADV.

6. Ewdwkég mposidomonjoelg

Ewdwéc mposidomomosic:
Koapia.

ISwaitepec TPoEUAGEELC Y10 TNV AoQOA ypron o1a €idn (dwv:
Noa amo@edyetat 1 ¥p1oN TOV GE APLIATWUEVA, OALYOOYKALULIKA, 1] VTOTACIKA (M, KaBMG vITdpyEL
evoegyopevog kivouvog avénuévng toéikmong tov veppav. Katd tn didpkeia tng avarstnociog, Oa
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TPEMEL vaL €IvOL TAYL0 TPAKTIKT 1) TOPAKOA0HONGT TNG YEVIKNG KATAGTACTG KOl 1] TOPEVIEPIKN
xopynon vypov.

IMao to peteyyelpnTikd TOVO Kal T PAEYLOVI ETELTA OO XEPOVPYIKESC EXEUPACELG OE YATEG:
e mepintoon mov amotteiton Tpdcsbetn avakovElon amd Tov movo, Ba mpénet va eEetaoTel TO
EVOEYOLLEVO TOAVTPOTIKNG ALY®YNS TOV TOVOU.

Idwitepec mpouAGEeIc oL pémel va Aaufdvovtol amd To GTOUO TOL YOPNYEL TO KTNVIATPLKO
QOPLOKEVTIKO TTPOidV og {ma:

H om6 atdhynpa £€veon Tov QopROKEVTIKOD TPOIOVTOG GTO GTOUO TTOL TO Yopnyel oto {do, umopei va
TPOKUAEGEL TOVO.

Atopa pe domotouévn vrepsvacncio ota MEAD Tpénel va amopeuyoLV TNV ETAPT LE QVTO TO
KTNVIOTPIKO QOPUOKEVTIKO TPOIOV.

Y€ mePIMTOOoN TUYAioV TPLTAUATOC LE TN PEAOVN TNG SVPLYYAS TOV TEPLEYEL TO PUPLAKEVLTIKO TPOTOV,
va avalnmoete auéong atpikn fondeila kat va emdeifete oTov 10Tpd TO PUAAO 0dNYIDV YPNONG ) TV
ETIKETA TOV PAPLLAKOUL.

AVT06 TO KTNVIATPIKO POPUAKEVTIKO TPOTOV UTopel va TpokoAécel pediopd ota pdTio. e Tepintwon
EMOPNG UE TO, pLATLO, EEMAVVETE OUECMG KOAA LE VEPO.

Eyxvpocvvn kot yodovyia:
H acpddeia Tov kTviaTpikod eopUOKELTIKOD TPOIOVTOG dev £xel omodetyel katd T didpKeLa TNG
KONoNG Kot TG YoAovyioc. No unv yopnyeitatl oe {do Ta omoio Kuo@opovv 1 YOAOLYOUV.

AlMnAenidpaon pe GAAL QOPLOKEVTIKA TTPOTOVTA Kol AALEG HOPPES aAANAETIOpAOTC:

Ao MEAD, 5100pNTIKA, OVTITNKTIKA, GUIVOYAVKOGIOIKA ovTIBLOTIKA Kol OVGieg e vymio Pabuo
GUVOESTC LE TIG TPWOTEIVEG UTTOPEL VO, aVTAY®VILOVTOL GTI GUVOEST KOl VO, 001 YOUV £TG1 G€ TOEIKES
ovTIopdoels.

To kTV1aTPIKO QUPHAKELTIKO TPOTOV OV TPEMEL vaL yopnyeitan pe o MEAD 1
YAVKOKOPTIKOGTEPOELD].

H tavtoypovn yopnynon mbovmv veppotoSikav Qapudkmy 0o Tpénel va amopevyeTaL.

e {da mov daTpEYovV Kivouvo amd T yopnynon avoicinciog (m.y. vrepniika {oa), Oo tpénet va
Aappavetar vTOWYT M LTOSOPLO. 1] EVOOPAEPLA YOPIYNOT VYP®V KAT TN d1dpKele TG avarsOncioc. H
TavTdYpOVN Yoprynon avarcinociog kot MEA® dev amokieiel Tov kKivouvo dtatapaydv TG VEPPIKNS
Aertovpyiag.

IIponynBeica Bepancia pe avtipieyovaddelg ovoieg pmopel va odnynoet o emnpdcobeteg N
EMOVENUEVEG AVETIOOUNTEG EVEPYELEG KOl KOTO GUVETELN Oa TPETEL VO SLOKOTTETOL 1] YOPNYTON TOVG
Yl VOl (POVIKO O1GGTI LM, TOVAGYIGTOV 24®V POV, TPV omtd TNV Evapén g Oepaneiag. [Tapoia
aTd, M XPOVIKN TEPTI0d0G 0md TNV TponyovueVT Bepameia péypt v Evapén tng véag Bepamneiog Oa
eEapnOel amd TIG POPULAKOKIVITIKES WOOTNTES TOV QUPULAK®V TTOL glyav ¥pnoionotn el
TPOTYOVULEVMG.

Yrepdocoroyia:
X mepintwon vrepdocoroyiog Tpémel va yopnyndel coumtopotikn Oepaneio.

Kvpiec acvupatdtnrec:
Kopia yvoorty.
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1. AvemOounta coppavra

2KOAOL KOl YOTEC:

[ToAD omdvio Andreto g OpeEnct, Mbapyoct

(<1 Lo / 10.000 vrd Ogpomeio {ma, | Epetoct, Sipporal, oipa ota kompovol?, apoppayikn
GUUTEPIAAUPAVOUEVOV TV dapporal, ocpatépeon?t, yaotpikd hkoct, Elkog Aemton
LELOVOLEVOV AVAPOPDV): eviépov!

Avénuéva eninedo nrotikdv eviopmv?

Negpikr| avendpreiol

Avagoroxtikég aviidpaoel

1Avtéc o1 avem@OpunTeg evépyeiec cuuPaivovy yeviké v TpdTn £fdopdda Tng Oepomeiog kot givor,
OTIG TTEPICCOTEPEG TEPUTTMOELS, TOPOOIKEG KOl TOPEPYOVTOL LETA TN OO0 TNG Bepameiog, aALd o
TOAD OTAVIEG TEPUTTMOELS UITOPEL va lvar coPfapéc 1 Bavatneopegs.

2Iyvn oipatoc.

300, TPEMEL VO, AVTILETOTILOVTOL COUTTOUOTIKG.

Edv mopatnpnBovv avemBounteg evépyeieg, Oa mpénet va draxomel 1 Oepoameio kot va {ntnbein
GUUPOVAT KTNVIATPOUL.

H avagopd avemBountov coppdviov eivar onuavtikn. Exitpénet tn cuveyn mopokoiovdnon g
AoQAAELNG EVOG TTPOTOVTOC. EQV Tapatnprioete 0moadnmoTe ovEmOOUNTI EVEPYELD, KOO KOL OV OEV
OVOQEPETOL OTO EGOKAEITTO GUAAO 0INYIDV YPNOTG 1 AUPIPAALETE Y10 TNV OMOTEAEGLLATIKOTITO TOV
QOPUAKOV, TOPAKOAEIGOE VO EMIKOIVOVIGETE, KATAPYAC, LE TOV KTNVIaTpd cag. Mropeite eniong va
avapépete omotadNToTe avemBHuNTO GLUPAVTA GTOV KATOYXO TG AdELNG KUKAOPOPIaG
YPTCLLOTOIDVTOG TO GTOLYELN EMKOVMVING GTO TELOG AVTOD TOL PVAAOD 0dNYIDV XPHOTG, | HEG® TOV
€Bvikovd cog cvotipatog avagopds: EBvikoc Opyaviouog Gapudkwv: Mecoyeimv 284, GR-15562
Xohopyodc, Abnva, TnA.: +30 213 2040213, e-mail: vetpharmacovigilance@eof.qgr, Iotétonog:
http://www.eof.gr

8. Aocoloyia Yo kKG0g €id0g, TPOTOS Kol 0001 Yop1ynong

Aocoloyia Yo ka0 €idog {dov

Zxvror: Eeana& yoprynon 0,2 mg pelofikdung/kg copatikod Bapovg (dnA. 0,4 ml/10 kg copotikod
Bépovg).

Catec: Epdmag yopriynon 0,2 mg pelo&ikaunc/kg copoatikod Bapovg (dnA. 0,04 ml/kg copotikod
Bapovc) dtav 1 yoprynon perlo&ikdung Ba cuveylotel 0¢ amd TOV GTOUNTOG AYy®YT| TOPUKOLOVONGNC.
Epdna yopnynon 0,3 mg pero&ikaung/kg copatikod fapovg (dni. 0,06 ml/kg copatikod Bapovg)
01OV deVv gival SuVATN 1] OTTO TOL GTOUNTOG AYWYN TOPAKOAOVONONG, T.Y. Aypleg YATEC.

Tpoémog Kar 006G yopnynong

2KOAOL:

Mvuoockeletcég dratapayés: Eedmal vmodopia Eveon).

To Meloxidyl 1,5 mg/ml woécio evoudpnua Yo 6KOAOVG propei va ypnoiporombel yio. T cuvEyion
g Oepomeiag otn d6om tov 0,1 Mg pelo&ikdung/kg copatikod Bapove, 24 dpeg petd ™ xopnynon
™¢ €veong.

Meimon tov peteyyepntikod Tévou (Yo mepiodo dvem twv 24 wpdv): Eedras evooeiéPia 1 vTodopia
£VECT) TPV TN XEPOLPYIKN EXEUPAOT), VIO TAPASELY O KOTE T OTIYUN E100YMOYNG TNG avousOnoiag.

Térec:

Meiwon Tov HETEYXEPTTIKOD TOVOL KOl TNG PAEYLOVNG, OTOV 1] Y0P YNoN UEAOEIKAUNG TPETEL VAL
GUVEYLOTEL (O OO TOV GTOUATOC Oy®YN TAPUKOAOVONONC:
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E@dnoag vrodopio éveon ot 60on twv 0,2 mg pelo&ikaung/kg copatikod Bapovg (dnA. 0,04 ml/kg
oOUATIKOD BApovg) mpv amd T XEPOVPYIKN EXEUPACT|, Y10 TOPASELYLLOL KOTA TN OTIYUN ETAY®YNG TNG
avaictnoiog. o vo cvveyiotel n ayoyn yio £0g TEVTE NUEPES, OLTN 1] APyIKN dOCT UTOPEL va.
axoArovnei 24 mdpeg apydtepa amd yoprynon Meloxidyl 0,5 mg/ml wécyo evoudpnua yio yoteg ot
d6on twv 0,05 mg ueho&ikdung/kg copoatikod Bapovs. H and tov otdéuatog 6o mapakoroddneng
propel va yopnynOet v €m¢ téocepelc cuVoAKd 000l Ge LecodtaoTaTa 24 ®POV.

Meiwon Tov HETEYXEPNTIKOD TOVOL KOl TNG PAEYLOVNG, OTTOL gV £ival dSuvatr] 1 aTd TOL GTOUATOG
ay®yn mapoKoAovOnong, m.y. aypileg yaTeC:

E@dmnag vroddpio éveon ot d6on tov 0,3 mg pelo&ikaung/kg copatikod Bapovg (dnA. 0,06 ml/kg
oOUOTIKOV BAPOVC) TPV 0Ttd TN XEWPOVPYIKN EXEUPACT, Y10 TOPASELY O KOTA TH OTIYUN ETOYMYNG TNG
avaicnoiog. Xe avt TNV TEPIMTOOT [N XPTOLUOTOWGETE OO TOL GTOUATOG AYWYN TOPUKOAOVONONG.

No aropegbyetol 1 EXUOAVVON KaTd TN ¥p1om.

9. Odonyieg Yo T 6T Lopiynon

®a mpémel va divetal Waitepr TPocoyn o€ OTL aPopa TNV aKpiPn xopnynomn tng do6ong.

IMa ) dwwoediion g opbnc docoroyiag, To copTIKO BApog Tpémel va tpocdiopiletar e 660 TO
duvatov peyaAvtepn akpifeta. Xvviotdton 1 xpnon KatdAinio Babpovopnuévov eEomAiopon
LETPNOEMV.

10. Xpovor avapovig

Agv 1oy0eL.

11. Ewwkég cuvOnkeg owatipnong

Na puidooetal o€ BEom, TNV onoia dev PAETOLY Kot dev Tpooeyyilovy Ta TALdd.

Noa unv gurhdocetol og Beppokpacio peyoarvtepn tov 25° C.

Avgpxera {ong PeTd 1o TPOTO AvoryUa TOV AUEGOL TEPLEKTN: 28 MUEPEC.

Noa un ¥pnoILOTOELTAL TO KTNVIOTPIKO QOPUAKEVTIKO TPOIOV LETA TNV Muepounvia AnEng Tov
avaypAaeeTol 6To KouTi Kot 10 @loAidto. H nuepounvia Anéng cvpmintet pe tnv tekevtaio nuépa Tov
GUYKEKPLUEVOL U VOl

12. Eidwkég mpo@uraiers amoppryng

Ta eapuaKo dev TPETEL VL OTOPPITTOVTOL LECH TOV ADUATOV 1) TOV OIKIAK®OV OTOPANTOV.
XpNOOTOINOTE TPOYPAULOTO ETICTPOPNC PAPUAK®OV Y10, TNV ATOPPIYN U1 XPNCLOTOOEVTOV
KTNVIOTPIKOV QAPLOKEVTIKMY TPOIOVIOV 1] GAL®Y DAK®V OV TPOEPYOVTOL OO T YPTOT TOVG
GUUPMOVE, LLE TIG TOTIKEG OOITNOELG KOl e TUYOV 1oybovTo eBvikd cuotiuate cvAloyne. Ta pétpa
OUTE OTOGKOTOVY GTIV TPOGTAGIO TOL TEPPAAAOVTOG,.

13.  Ta&vopunon TOV KTNVWWTPIKAOV QUPPUIKEVTIKAV TPOIOVTOV

Noa yopryeitar LOvVov pe KTNVIOTPIKE GLUVTAYT).
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14.  ApOpoi dogr1og KVKAOQOPLNS KUl GVGKEVUGIES
EU/2/06/070/004

Yvokevaocio:

Ayxpopo yoaiwvo eloridto tomov | twv 10 ml mov kheiver pe éva ykpt EPDM (Ethylene Propylene
Diene Monomer) topo eloy®pnong omd kaovtook pe emkaioyn “flurotec” kot cepayilet pe Proieti
apBpwté TOUA 0O AAOVUIVIO OE YAPTIVO KOLTI.

15. Hpepopnvio terlevtoiog avafe®@pnons Tov GUALOL 00NYLOV YPNONS
01/2026

Agntopepeic TANPOoQOPieg Y10 TO €V AOY® KTNVIATPIKO QOPLOKEVTIKO TPoidv eivar dtabfécies ot
Baomn dedopévmv ™ EE yia to kmviatpikd tpoidvta (https:/medicines.health.europa.eu/veterinary).

16. Xtoycia emKowvoOviag

Kdrtoyoc e dde1ag KUKAOQOPING Kol OTOLYEL0 ETIKOVAOVING Y10 TNV avapopd mifavoloyoduevoy
OVETIOOUNTOV EVEPYELDV:

Ceva Santé Animale, 8 rue de Logrono, 33500 Libourne, France

Tel: +800 3522 11 51

E-mail: pharmacovigilance@ceva.com

ITopaockevootng vrevhuvoc yia TV arelevdEpwon TV TopTidwV:
Ceva Santé Animale
10 av. de La Ballastiére, 33500 Libourne, France

52


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

OYAAO OAHI'IQN XPHXHX

1. Ovopacio ToOL KTNVIITPIKOD QUPUIKEVTIKOD TPOIOVTOg

Meloxidyl 20 mg/ml evéoipo didAvpo yio foogtdn, yoipovg kat dAoyo

2. YvvOeon
KéBe ml nepiéyet:

ApPOUGTIKO GVOTUTIKOG:
Meloxicam 20 mg

"Exdoyo:
Ethanol anhydrous 150 mg

Awwyéc, dypopo £m¢ KITpvord StdAvpa.

3. Eion Loov

Booegdn, yoipot kot dAoya.

4. OepamevTIKég EVOEIEEIG

Boogwon:

Xpnoomoteitan o€ 0Egieg AvamvenoTIKEG AOUMEELS, GE GUVOLAGLO LE TNV KATAAANAT avTIBloTIKN
Oepaneia, yio T peioon TV KMVIKOV COUTTOUATOV GE BOOELON.

Xprnoiponoteital 6€ d18PPOLEG, GE GLVOVAGHO LE A0 TOV GTOHOTOG EVLOOTIKY Oepameia, yia Tn
LEI®OTN TOV KAVIKOV CUUTTOUAT®OV GE LOoYoVG NAIKiog peyaivtepng g 1 efdouddog kat o
HOGY10EG.

INa copmAnpopatikny Bepancio oty avtipetdmon g o&eiog LaoTiTIONG, GE GUVOLOCUO LE
avtiflotikn Oepamneio.

T v Katarpduver Tov HETEYXEPNTIKOD TOVOL UETE TNV AmOKEPATMOT| GE LOGYOVG.

Xoipou:

Xpnoponoteital o€ Un LOAVGUOTIKEG TOBTGELS TOV KIVITIKOD GLUGTNLOTOG, YO TN Lelmon TV
CUUTTOUATOV TNG YOAITNTOG KoL TNG PAEYLOVNIG.

INa copmAnpopatiky Bepancio oTNY AVTILETOTION TNG EMAGYELNG oNyaLpiog Kot ToSvorpiog
(oOvépopo pootitidag - unTpitdag - ayoraéiog), 6€ GLVOLAGUO LE TNV KOTAAANATN ovTBloTikn
Oepaneia.

Aloya:

[Ma gpfion oV KOTATPALVGT TNS GAEYHLOVIG KOl OVOKOVPLOT] 0td TOV OV, 1060 o€ 0&gleg 660 Kot
o€ YPOVIEC WWOOKEAETIKESG OLATAPOLYES.

IMa v avaxodeion amd Tov TOVo Tov GYETILETAL [LE TOV KOAKO TOV ITTOEOMV.

5. Avtevoeigeig
Na un ypnowonoteitar oe dAoyo nAtkiog pikpotepng Twv 6 efdouddmv.
Na un ypnowonotleitor o€ (A e LEIOUEVN TOTIKY], KAPOLOKN 1] VEPPIKN AEITOLPYiO Kot

aLLoppayIkéG dtotapayés, 1 0Tov vdpyovy evoeifelc PLapdv and yaoTpevTeptKa EAKT).
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Na un xpnoonoleital 6 TEPIMTMOOELS LTEPELALGONGIOG OTN dPACTIKY OVGia 1| € KATO10 0md TOL
£Kd0Y0L.

IMa ) Begpaneia g S1dppotag ota fo0ELdN, TO TPOIOY VO U YP1CILOTOEITAL 6€ (DO NAKiog
pkpotepng e 1 efdopddag.

6. Ewwkég mposidomonjoelg

Ewikég mpoetdomomoelc:

H Oepaneio Tov HOGY®OV LE TO KTNVIOTPIKO QAPUUKELTIKO TPOoiov 20 AETTA TPV TNV OMOKEPATOON
LELDVEL TO PETEYYXEPNTIKO TOVO. ME TN Yop1ynomn HOVO TOV KTNVIATPIKOV POPLOKEVTIKOV TPOIOVTOG
dev emruyyaveTal TAPNS VOKOVPLON Otd TOV TOVO KOTA TN XEPOVPYIKN ETEUPACT TNG
oamokepatwonc. I'a v emitevén avakodElong amd Tov TOVo KOTd TN XEPOoVPYIKN emEuPaon
OTTOLTEITOL 1] CLYYOPYNON EVOS KATAAANAOV avaAYNTIKOD.

Id1oitepeg mPoLAGEELC Yo TNV ao@oAN ¥pnon oto £ion Comv:

Noa amopedyetar 1 ¥pfion 6€ coPupd aPLOAT®UEVA, OAYOOYKALULIKA, 1] VTOTAGIKA (M0 6To 0ol
OTTOLTEITOL TTOPEVTEPLKT] OMTOKATAGTACT) TV VYPMV, O10TL LITAPYEL EVIEXOLEVOS KiVOLVOG TOETKMONC
TV VEQPOV.

e TePINTOOT AVETAPKOVS avaKoDPIoNG 0td TOV TOVO, 0TV Ypnoilonoteitan oty Oepameio Tov
KOAKOD T®V INOEWqV, Oa TPEMEL va YIVETOL TPOCEKTIKT EXAVEKTIUNGT TNG O1dyvmong, Kabmg avtd
umopel va omoTeELETEL EVOEIEN Yo aVAYKT XEWPOVPYIKNG ETEUPAONC.

ISwaitepec Tpo@LAGEEIC TOV Tpénmel va Aopfdvovion ord To GToo TOL YOPNYEL TO KINVINTPIKO
QOPUOKEVTIKO TTPOidV og ma:

H and atdhymuo £veon Tov QapHOKELTIKOD TPOIOVIOC GTO ATOLO TTOV TO Yopnyel oto (Mo, pmopel va
TPOKAAECEL TTOVO.

Atopa pe SIOMIGTOUEVT] VTEPELAGONGIO GTA (1) GTEPOELON AVTIPAEYLOVAOIT Pappake (MEAD)
TPEMEL VAL ATOPEVYOLV TNV ETAPT LE AVTO TO KINVIATPIKO PAPLAKEVTIKO TPOTOV.

Y& mepinton Tuyoiog avtoéveong e ) PeAdvn g cOPLYYOS TOV TEPIEXEL TO PUPUUKEVTIKO TPOIOV,
va avalnoete apéong trpik Pondeta kot va emdeifete 6Tov 10TPO TO PUALO 00N YLDV YPONS N TV
ETIKETA TOV PAPLLAKOL.

AvT6 10 KTNVIOTPIKO PUPUOKEVTIKO TPoidV Umopel va mpokaréoel epebiopd ota pdtio. Xe mepintwon
EMOPNG UE TO, PLATLO, EEMAVVETE OUECMG KOAA LE VEPO.

Eyxupooivn kon yorovyio:
Booedn kot yoipor: Mmopei va yproyomoindet katd tn Stdpkel Tng KuNONS Kot TG yorovyiog.
Aloya: Na un ypnoiponoteitarl 6 popPadeg Tov Kvo@opoHV i YOAOLYOVV.

AlMnAenidpacn pe GAAL QOPUOKEVTIKG TPOTOVTO Kol AAAEG HOPOEG OAANAETIOpAOTC:
Noa pn yopnyeiton Tavtdypova LLe YAVKOKOPTIKOGTEPOELDT], AL LT GTEPOELDT AVTIPAEYLLOVMDIN
QAPLOKO 1] LE OVTITNKTIKOVG TOPAYOVTEG.

Yrepdocoroyia:
e mepintwon vrepdocoloyiag Tpémetl va yopnyndel copuntopotiky Bepaneia.

Kvpiec ocvufortotnrec:
Kopia yvooty.
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1. AvemOounta coppavra

Boosgidn:

[ToAV omdvia

(<1 o / 10.000 vmo6 Bepancia {oa,
GUUTEPIAAUPAVOLEVDV TOV
LELOVOUEVOVY OVAPOPDV):

Otdnuo oto onueio g éveonc!
Avagoloxtich avtidpaon?

1 Metd omd voddpio yopymon: erappl Kot TopodKo.
2 Mropei vo. gtvon coPopr| (axdun kot Oovatneopo) kot 0o TpEmel Vo ovTIUETOTILETOL GCUUTTOUOTIKG.

Xoipot:
oD Grévio. Avagulaktikh avtidpaon®
(<1 Lwo / 10.000 vrd Bepancio Lo,
GUUTEPIAAUPAVOLEVDV TWV
LELOVOUEVOVY OVAPOPDV):

! Mnopet va givar coBapn] (akodpmn kot Oovotnedpa) ko 0o TpEmeL Vo avTIHETOMILETOL GOUTTOUOTIKG.

Aloya:

To\d srévia Oidnuo oto onueio ¢ éveonc!
AvaguloxTikh ovtidpoon?

(<1 Lwo / 10.000 vrd Bepancio Lo,
CLUTEPILOUPAVOUEVOV TOV
LELOVOUEVOV AVAPOPDV):

! TTopodikod, pHeHOVOUEVEG TEPUTTMOGELS GE KMVIKEG HEAETEG.
2 Mmopet vo. tvar coBapr] (akopmn kot Oovotnedpe) ko 0o TpEmeL Vo avTIHETOMILETOL GOUTTOUOTIKG.

Edv mapoatnpnBodv avemBounteg evépyeteg, Ba mpémnel va dtakomel n Bepameio kot vo {ntndei n
GUUPOVAN KTNVIATPOVL.

H avapopd avemBountov cuoppdviov sivar onpovtikn. Emttpénet ) cvveyn topakorlovdnomn e
aopdAelag evog mpoidvtoc. Edv mapatnprioete omoladnmote avemBOunt evEPYELD, KOO Kol oV OgV
OVOQEPETOL OTO EGOKAEITTO GUAAO 0INYIDV YPNOTG 1 AUPIPAALETE Y10 TNV OMOTEAEGLATIKOTITO TOV
QopUaKov, TapoKaAeichs Vo ETIKOIVOVIGETE, KATAPYAS, LE TOV KTViaTpd coc. Mmopeite emiong va
AVAQPEPETE OTTOLOONTOTE OVETLOOUNTO GUUPBAVTA GTOV KATOYXO TNG ASEWG KUKAOPOPING
YPTCULOTOIDVTOG TO GTOLYELN EMKOVMVING GTO TELOG AVTOD TOL PVAAOD 0dNYIDV XPNOTG, | HEC® TOV
€bvicov cog ocvotnpatog avaeopds: EOvikdc Opyovicpog Gopudkmv: Mecsoyeiov 284, GR-15562
Xohopyodc, Abnva, TnA.: +30 213 2040213, e-mail: vetpharmacovigilance@eof.gr, Iotétonog:
http://www.eof.gr

8. Aocoloyia Yo ka0 €100, TPOTOS KU 0001 YOPIYNONS

Boozg1o1):

E@dmag vrodopia 1 evdoeAiPia éveon ot 60on Twv 0,5 Mg pelo&ikdung/kg copotikod Bapovg (dnA.
2,5 ml/100 kg copatikod Bapovg), o cuvdvacud pe Ty KoatdAAnin avtifrotiky Oepomeio 1 pe tnv
omd TOV GTOUATOC EVLOATIKY Bepameia.

Xoipou:

Epdnag evoopvikn éveon otn 6001 tov 0,4 mg pero&uwaung/kg copatikov Bapovg (dni. 2,0 ml/100
kg copotikob Bépovg), o€ cuVILAGHO HE TV KOTAAANAN avTiBlotiky Oepaneio. Eqv amatteiton,
umopel va yivel puo de0TEPN YopNYNON LEAOEIKAUNG, LT amd 24 dpEG.

Adloya:
Epdnoag evdoprépia Eveon ot 66om tov 0,6 mg pelo&ikaung/kg copatikod fapovg (dni. 3,0 mi/100
kg copatikod Bapoug).
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T xprion oV ovaKovELoN omd T PAEYUOV] KOl TV avaKOLPIoT oo ToV TOVo o€ o&eieg Kat
YPOVIEG LVOCKEAETIKEG S1aTaPAYES, WTOPEL VO, YPTGILOTOINOEL Y10, TN GUVEYIOT TNG AY®OYNG TOGILO
gvaumpnuo o€ 6601 0,6 mg pero&ikdung/kg copotikod Bapovg, 24 dpeg LETA TN YOPTYNOT TNG
éveomng.

9. Oonyieg Yo ™) c®GTI) YOpRyNoN

Noa aropegbyetol 1 ETUOAVVON KATd TN ¥p1om.

T ™ dteopdAion g opbg docoroyiag, To couatikd Pdpog mTpénel va mpocsdiopiletar e 66O TO
dvvatdv peyarvtepn akpifeta. Xvviotdtot 1 xprion KatdAinio Badbuovounuévov eEonAopot
LETPNOEMV.

10. Xpévor avopoviig

Booedn: Kpéog kot edddyiot wotoi: 15 nuépec, I'dha: S nuépeg.

Xoipot: Kpéag kot edmotpot 1otoi: 5 nuépec.

Aloya: Kpéag kot edmdot 1otol: 5 nuépec.

Na pn ypnoiponoteital oe GAoyo To 0ol TOPdyovy YAAQ Yio avOp®TIVN KATOVIA®OOT).

11. Ewwkég ovvOikeg dtotipnong

Na puidooetal o€ BEom, TV onoia dev PAETOLY Kot dgv Tpooeyyilovv Ta TALdd.

To @appakevtikd avtd TPoiody dev amattel Wwaitepeg cuvONKeg Bepokpaciog yio T eOAAEN TOL.
Avgpxera {ong Hetd 1o TPOTO AvoryUa TOV AUEGOL TEPLEKTN: 28 MUEPEC.

No un xpNGLOTOLEITAL TO KTNVIATPIKO QOPHUKEVLTIKO TPOTOV LETA TNV NuUepounvia ANENG mov
ovoypdpetol 0to Kouti Kot to QloAidio. H nuepopnvia Aéng cvumintel pe v teAevtaio nUEPO ToV
GUYKEKPLUEVOL U VOl

12. Eidwkég mpo@uraiers amoppryng

Ta pappoko dev TPEMEL VOL ATOPPITTOVTOL HECH TOV AVUAT®V 1 TOV OIKIOKOV OTOPANTOV.
Xp1GILOTOGTE TPOYPAUUATO, ETIGTPOPNS POPUAK®V YL TV OTOPPIYT U1 XPNOOTONOEVT®V
KTNVIOTPIKOV QAPLOKEVTIKMY TPOIOVIOV 1] GAL®Y DAK®V TOL TPOEPYOVTOL OO T YPTOT TOVG
GOUQ®VA, LLE TIG TOTIKEC OTOLTNOELS KAl LLE TUYOV 1oYbovTa £B8ViKA cvoTiato cvALoYNG. Ta pétpa
OVTA ATOCKOTOVV GTNV TPOGTAGia TOV TEPPAALOVTOC.

13. Ta&vopnon TOV KTNVITPIKAOV QUPPUIKEVTIKAV TPOIOVTOV

Noa yopryeitar LOVoV e KINVIOTPIKE GUVTAYT).

14. ApOpoi dosr1og KUKAOQOPLNS KOl GVOKEVUGIES

EU/2/06/070/005
EU/2/06/070/006
EU/2/06/070/007
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Yvokevooio: Axpouo yudAio @laiidio tov 50 ml, 100 ml i 250 ml og yéptivo kovri.

Ka0e proidio kheivel pe MAOGTIKO TOUO EIGYDOPNONG OO YA®POPOVTOALO Kol GOPAYILEL LLE TOUO A0
alovpivio.

Mmropei va, unv KoKAOPOPOUV OAEG Ol GLOKEVAGIES.

15. Hpepopnvio televtoiog avafe®@pnons Tov GUALOL 00NYLOV PO
01/2026

Aentopepeic TANpo@opiec Yo T0 v AGY® KTNVIATPIKO QOPHOKEVLTIKO TPoioV eivan dtabéaipeg ot
Baomn dedopévev ™ EE yia to kmviatpikd tpoidvta (https:/medicines.health.europa.eu/veterinary).

16. Xtoyeia emkowvoOviog

Kdrtoyoc e dde1ag KUKAOPOPING Kol 0TOLYEI0 ETIKOVAOVING Y10 TNV ovapopd mifavoloyodUeEvmV
OVETOOUNTOV EVEPYELDV:

Ceva Santé Animale, 8 rue de Logrono, 33500 Libourne, France

Tel: +800 3522 11 51

E-mail: pharmacovigilance@ceva.com

ITopaockevootig vrevhuvoc yia TV areAevdEpwon TV TopTidwV:
Ceva Santé Animale
10 av. de La Ballastiére, 33500 Libourne, France
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OYAAO OAHI'IQN XPHXHX

1. Ovopacio ToOL KTNVIITPIKOD QUPUIKEVTIKOD TPOIOVTOg

Meloxidyl 0,5 mg/ml wdéoo evaudpnuo yio yateg

2. YvvOeon
KéBe ml nepiéyet:

ApPOoSTIKO GVOTUTIKOG:

Meloxicam 0,5mg
"Exdoyo:
Sodium benzoate (E 211) 2 mg

Ymoxitpivo evaidpmaL.

3. Eion Loov

Tditeg

4. OepamevTIKég EVOEIEEIG

Koatampduvern tov fiov £m¢ LETPLOV LETEYYEPTTIKOD TOVOL Kol TG PAEYLOVIG TOL 0KOAOVOEL TIg
YEPOVPYIKEG EMEUPACELS OTIG YATEG, .. OPOOTEIIKEC KOl GTOVG LUAOKOVG 16TOVG EMEUPACELS.
Koatanpdovon tov mdvov Kot TG eAEYHoVIS oTig o&gleg kat ypoviec WDOOKEAETIKEG BN oELg OE YATEG.

5. Avtevoeigeig

- No un yopryeitol o€ YOTEG LE YOOTPEVIEPIKES OlOTAPAYES, OTMG EPEDIGILOG Kal cupoppayia,
UELOUEVT] NTATIKY, KOPOIOKN 1 VEPPIKT AEITOVPYIO KO QLULOPPOYIKES SLUTOPOYES.

- No un ynowonoteitar 6€ mepintmon vrepevoicinaiog ot dpacTiky ovcio | o€ KATO1o amd Ta
£Ko0y L.

- Na un yopnyeiton o€ ydreg nhkiog pikpdtepng tov 6 foouddmv.

6. Ewdwkég mposidomonjoelg

Ewdwéc mposidomomosic:
Koapio.

Idwitepec TPoPLAGEELC Yo TV ao@aAn ¥pnon ota £idn (omv:
Noa amopegbyeTol 1 {p1ON € APLVIATMUEVO, OAYOOYKALUK, 1 VTOTAGUKY (Da, KoBMG VTTapyYEL
EVOEYOUEVOG KIVOUVOC VEPPOTOEIKOTNTOG,

Meteyyeipntikdg movog:
Y€ MEPIMTOON AVETOPKOVS avaKoOLELoNG amd Tov TdVo, Ba mpémel va AneOel vdyn n mBavoT T TG
TOAVAEITOVPYIKNG Bepameiog Tov TOVOV.

Xpbvieg poookeLeTIKEG TadnoELs:
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H avtandkpion ot pokpoypdvia Bepaneio Bo mpémel va TapakolovBeital o€ TaKTH YPOVIKE
SloTNHATO aTd KTNVIOTPO.

ISwaitepec Tpo@LAGEEIC TOV Tpémel va Aopfdvoviot ond To GTOoMo TOL YOPNYEL TO KINVINTPIKO
QopuakeLTKd Tpoidv oe {da:

Atopa pe damotopévn vaepevaicinoio ota MEZA®D Oo mpémel Vo amoPedyouV TV EXAPT [LE TO
KTNVIOTPIKO QOPUUKEVTIKO TPOTOV.

e mepintoon tuyaiag Katdmoone va avalntinoete apéoms tpikni Pondeia kot va emdeilete otov
10TPO TO GUALO OOMYLDV ¥PNONG 1 TNV ETIKETA TOV QUPLAKOL.

AVT0 TO KTNVIATPIKO POPUAKEVTIKO TPOTOV UTopEl va TPpoKoAETEL peBiod oTa PaTIo. e TEPITTOON
EMOPNG E TO, pLATLO, EEMAVVETE OUECMG KOAA LE VEPO.

Eyxvpocvvn kot yodovyia:
H acpddeia Tov kTviaTpikod eopUOKELTIKOD TPoioVTog dev £xel amodetydel katd T didpKeLa TG
KONoNg Kot g yolovyiag. Na unv yopnyeital o€ {da T0 0oiot KLOPOPOVV 1 YAAOVYOVV.

AlMnAenidpaon pe GAAL QOPUOKEVTIKG TPOTOVTOL KOl AALEG HOPOEG OAANAETIOpAOTC:

Ao MEAD, droupnTiKd, OVTITNKTIKA, OUIVOYAVKOGIOIKA avTIBlOTIKA KOl OVGIES [Le LVYNAN
OECUELOT TTPOTEIVOV UTOPEL VO avTay®Vi{ovTal 6T 0EGLELGT KOl VA 031 YOUV €161 6€ TOEIKES
avTdpdoets. To KTNViaTpikd QopROKEVTIKO TPOTOV deV TPEMEL vaL yopnyeital pe dAla MZAD 1
YAVKOKOPTIKOGTEPOELDT.

H mapdAinin yopriynon mbavodv vepoTtoEIKOV QupUAK®Y TPETEL VO, ATOPEVYETOL.

ITponynBeica Bepamneio pe avtipleypovadelg ovoieg Girec amd to Meloxidyl evésyo diéAvpa o€ o
epdmag d6om v 0,2 mg/kg propei va 0dnynoet o€ emmpochetec N enovénuéveg avembounteg
EVEPYELEC KOl KATA GUVETELD B0l TTPETEL VOL SIOKOTTETAL 1) YOPTYNOT) TETOLMV KTNVIUTPIKDV
QOPUOKEVTIKAV TPOIOVIMV Y10l VAL YPOVIKO O1AGTN LM, TOVAGYIGTOV 24MV POV, TPV omd TNV Evapén
g Oepamneiog. [Tapdia avtd, n ypovikn mepiodog amd v Tponyovuevn Bepameio péypt v Evapén
g véag Bepamneiog Ba eEaptnBel amd T1g PapLOKOLOYIKEG 1010TNTEG TV PAPUAK®V TTOL ElY0V
ypnoiorombei Tponyovuévag.

Yrepdocoroyia:

H pelo&ucdipn €xel meplopiopévo Bepamentikd e0POC AoPAAELNS OTIC YATEG KOt LTopohv Vo
TopaTnPNO0VV KAVIKE GUUTTOLOTO, DTEPOOGOAOYING LETA A0 GYETIKA LUKPE ETITESQ VTTEPOOGING.
e mepinton vrePO0GOLOYING, O1 AVETIOVUNTEG EVEPYELES, OTMOC OVTEC TOV AVAPEPOVTAL GTO
KePGAO0 «AvemBOuNTO CLUPAVTOY, avouéveTal Vo gival oPapdTepeg Kol GLYVOTEPES. XE TEPIMTMOOT)
vrepdocoroyiag mpémel va yopnynel countopatikny Bepaneio.

Kipiec acvupatdtnrec:

Kopia yvoorty.

7. AvemOdpunta cvppavra

Tdtec:
IToAd omévio Andleo g 6peéngt, Adapyogt
(<1 Lho / 10.000 vid Bepameio (ha, | ‘Euetoct, Sidpporal, aipo ota kdémpavel?, aipoppoyikn
CUUTEPIAAUPAVOUEVOV TMV Sapporal, opatépeon?t, yaotpikd hkoct, Elkog Aemton
LELOVOUEVOV AVAPOPDV): gvtépou?

Avénpéva enineda nroticdy eviopov:

Neppikn avendpretat

TAvTéG o1 avem@Ounteg evépyeieg cupPaivouvy yevikd Thv mpd efdondda e Oepaneiog kon eivan,
OTIC TEPICCOTEPES MEPUTTDCELS, TOPOSIKES KO TOPEPYOVTOL LETE TN dtokomn TG Oepameiog, oAAG o€
TOAD OTAVIEG TEPUTTMOELS UTOPEl va elvar coPfapéc 1 Bavatnopegs.
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2Tyvn.
Edv mapoatnpnBodv avemBounteg evépyeieg, 10te Tpémel va dtakomel 1 Oepameio ko vo {ntnoei n
GLUPOVAT KTNVIATPOUL.

H avapopd avemBountov cuoppdviov sivor onpovtikni. Emttpénet ) cvveyn topakorlovdnomn e
aopdAelag evog mpoidvtoc. Edv mapatnpnioste omoladnmote avemBOunt evEPYELD, KOO KOl 0V OgV
AVAQPEPETOL GTO ECAOKAEIGTO PVALO 0ONYIDV ¥PNONG N AUPIPAALETE VIO TNV OTOTELEGUATIKOTITO TOL
QopUaKov, TapoKaAeichs vo ETKOIVOVIGETE, KATAPYAS, LE TOV KTViaTpd coc. Mmopeite emiong va
AVAQPEPETE OTTOLOONTOTE AVETLOOUNTO GUUPAVTA GTOV KATOYXO TNG ASEWG KUKAOPOPING
YPTCLLOTOIDVTOG T GTOLYELN EMKOVMVING GTO TEAOG ALTOD TOL PVAAOL 0dNYIDV XPToMNG, N LEG® TOV
€Bvicov 6og ocvotnpatog avaeopds: EBvikoc Opyovicpog Gopudkmv: Mecoyeiov 284, GR-15562
Xohopyodc, Abnva, TnA.: +30 213 2040213, e-mail: vetpharmacovigilance@eof.gr, Iotétonog:
http://www.eof.gr

8. Aocoloyia Yo ka0 €100, TPOTOS KU1 0001 YOPIYNONG
Amo6 Tov 6TOHNTOG XPNON.

Aocoloyia

Meteyyelpntikog mévog kot QAEYLOVH) UETE OO YEPOVPYIKEC EMEUPECELS:

Metd v apyikn ayoyn pe evéoipo didiopo Meloxidyl pe apykn d6on 0,2 mg/kg, cvveyiote ™
Oepamneio 24 dpec 0pyOTEPO LUE TO KTNVIOTPIKO QUPHOKEVTIKO TPoidy ot door tov 0,05 mg
uero&udpnc/kg copatikod Bapovcg.

H enaxoélovdn 6o and 10 otdpa pmopet va yopnynOet o popd nuepnoing (Le pecodiactniuoto 24
®OPOV) Yo ST £0¢ 4 NUEPEC.

Oc&eieg PookeAeTiKE draTaparyEc:

H apyixn ayoyn etvor pio epdmno 66om amd to atope tov 0,2 mg pero&ikaung/kg copaticod Bapovg
Katd v TpodTn nuépa. H ayoyn and 1o otdua npénet va cuveyiletar kabnuepva (ue
uecodlootnuata 24 mpdv) otn cvvinpntikn 66on tov 0,05 mg perolikaung/kg copatikod Bapovg,
Y10t 660 S1AoTNA ETUEVOLY 0 0EHG TOVOG KOL 1) PAEYLLOVT).

Xpovieg pookereticég mabnoeic:

H apyxn ayoyn sivar pua epdmag 6om amd 1o otopa tov 0,1 mg pero&ucdunc/kg copotikod Bapovg
KaTd TV Tpd T NUépa. H Bepaneio amd to otopa mpénel va suveyileton kabnuepva (pe
uecodlootnuata 24 mpdv) otn cvvinpntiky 66on tov 0,05 mg perofikaung/kg copatikod Bapovc.

Yuvnbog mapatnpeitan fertioon oe 7 nuépec. H Bepoaneio mpémet va daxomteton petd amd 14 nuépeg
TO OpYOTEPO, GV Oev TapatnpnOel epeavig Pertimon TG KAVIKNG EIKOVOLC.

0566 ko Tpdmog yopNynong
Noa yoprnyeital amd T0 GTOUN EITE AVAUEUELYLEVO LLE TNV TPOPT], £iTE ameVOEiNG 6TO GTOLA.

To evanmpnpo umopet va xopnynel yp1oILOTODVTAG TN SOGOUETPIKT GUPLYYO TOL TOPEYETL LE TN
ovokevooio. H cvptyyo mpocapudletar otn erain kot £xet kKhipoka Babpoloynuévn kotd kg
ocopotikod Bapovg (amd 1 kg éwg 10 kg), n onoia. avtiotoyel otn d6on cvvrypnong (dni. 0,05 mg
pero&ikapng/kg copatikod Bapovg).

"Eto, kotd v évapén g Bepamneiag kotd v tpdn nuépa Ba amortn el dSimddoia d6on ar' exeivn
g 06N GLVTHPNOTG.

Noa aropegbyetol 1 EXPOAVVON KaTd TN ¥p1om.

9. Oonyieg Yo T 6T Lopiynon
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[Switepn mpocoyn mpémet va AapPavetor o€ 6Tl apopd TV akpiPn yopnynon g d0omc.

IMa ) dwwoediion g opbnc docoroyiag, To copTIKO BApog Tpémet va tpocdiopiletar e 660 TO
duvatov peyarvtepn akpifeta. Xvviotdton 1 xpnon KatdAinio Babuovopnpévou eEomAiopon
HETPNoE®V. AVOKIVEIGTE KOAG TPV amd TN pNom.

10. Xpovor avapovig

Agv 1oyVet.

11. Ewwkég ovvOkeg dtotipnong

Na puAdooetor o 0éom, TV omoia dev PAETOLY Ko dev Tpoceyyilovv Ta TadId.

Agv amaitovvTot 1010iteEPEG TPOPLAGEELS KATA TN @O LY.

Noa un ¥pnNoIHLOTOEITAL TO KTVIOTPIKO QOPUAKEVTIKO TPOIOV LETA TNV Muepounvia AnEng Tov
avaypaeeTol oto Kouti Ko TV etikéta. H nuepounvia Anéng cvumintel pe v teElevtaio nuéP TV
GUYKEKPIUEVOL URVaL.

Aldpketo {onNe PLETA TO TPMTO AVOLYLLO TOV ALECOL TTEPIEKTI: 6 UNVEC.

12.  Ewdwkég mpo@uraiers amoppryng

Ta eappoko dev TPEMEL VOL ATOPPITTOVTOL HECH TOV AVUATMV 1 TOV OIKIOKOV OTOPANTOV.
Xp1NGILOTOGTE TPOYPAUUATO, ETIGTPOPNS POPUAKDV Yo TV OTOPPIYT U1 PN OOTONOEVT®V
KTNVIOTPIK®V POPUUKEVTIKOV TPOIOVI®V 1 GAL®Y DAIK®OV OV TPOEPYOVTOL AmTd TN YP1ON TOVG
GUUPMOVE, LLE TIG TOTIKEG OOITNOELG KOl e TUYOV 1oybovTo eBvikd cvotiuate cuAloyne. Ta pétpa
OVTA ATOCKOTOVV GTNV TPOGTAGia TOV TEPIPAALOVTOC.

13. Ta&wvopnon TOV KTNVITPIKAOV QUPPUIKEVTIKAV TPOIOVTOV

Noa yopryeitar LOVoV e KTNVIOTPIKT GUVTAYT).

14. ApOpoi dos1og KUKAOQOPLNS KUl GVGKEVUGIES

EU/2/06/070/008
EU/2/06/070/010

2VoKeLAsia
XapTtivo kovti mov mepLéyet pia ELIAN moAvalbvieviov vymAng mokvotnTog 15 ml kot pia SocoueTpiky

oupLyya.
Xaptvo kovti mov mepiéyet pio eLaAn yodivn 5 ml kot po docopetpikn cOpiyya.

H docopetpikn cvpryyo pépet drafdduion ava kg copatikod Bapovg (1 £oc 10 Kg).

Mmopei va, v KoKAo@opoHV OAEC 01 GLCKEVUGIEC.

15. Hpepopnvio terlevtoiog avafe®@pnons Tov GUALOL 00NYLOV YPNONS

01/2026
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Aentopepeic TANPoPopies Yo T0 eV AGY® KTNVIATPIKO QOPHOKEVLTIKO TPoioV eivan dtabéaipeg ot
Baomn dedopévmv g EE yia o kmmviatpikd poiovra (https:/medicines.health.curopa.cu/veterinary).

16. Xtoyeia emkowvoviog

Kétoyoc tne ddstag kKukAo@opiac Kol GTOLYELN ETKOWVOVIOG Y10 TNV ovaQOopa THavVOAOYOOLEV®Y
OVETOOUNTOV EVEPYELDV:

Ceva Santé Animale, 8 rue de Logrono, 33500 Libourne, France

Tel: +800 3522 11 51

E-mail: pharmacovigilance@ceva.com

TTopaockevootng vrevhuvoc yia TV areAevdEpmon TV TopTidWV:
Ceva Santé Animale, Z.1. Tres le Bois, 22600 Loudeac, France
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