ITAPAPTHMA 1

IEPIAHYH TON XAPAKTHPIZTIKQN TOY IIPOIONTOX



1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Meloxoral 1,5 mg/ml ndc10 EVOI®PMUA Y100 GKOAOVG

2.  MOIOTIKH KAI ITIOXOTIKH XYNOEXH
Ka0e ml nepiéyst:

ApPOOTIKO GVGTATIKO:
Melo&uchin 1,5 mg.

"Exooya:

Mocotuci) cvvOesn av oL TANPOPOPisg AVTEG

IowoTtiki) 60vOEGT EKOOYMV KOl GAL®OV , . , ,
£ivan GNUOVTIKEG Y10 TN 6OCTI| JOPNYI O TOV

CVOTOTIGY KTNVWWTPLKOD QUPUUKEVTIKOD TPOIOVTOG
Sodium benzoate 1,75 mg

Sorbitol

Glycerol

Polysorbate 80

Disodium phosphate dodecahydrate

Silica, colloidal anhydrous

Hydroxyethylcellulose

Citric acid monohydrate

Sodium cyclamate

Sucralose

Anise aroma

Water, purified

Kitpwo/npdowvo evaidprpuo.

3. KAINIKEX TIAHPO®OPIEXZ

3.1 Eiom {oov

XkOA0L

3.2  OgpamevTikég gvocicelg Yo ka0e gidog {Oov

Kotoampdoven e eAeypovig ko Tov Tovov, 1060 6TIG 0EEieg 060 Kol OTIS XPOVIEC WDOOKEAETIKEG
dloTapayEc 6€ GKOAOVG.

3.3 Avrevositaig

No unv ypnoUoTolEital 6€ GKOAOVE TOL TAGHOLV A0 YOOTPEVTIEPIKES SLUTAPAYES OTIMS, EPEOIGHOG
KoL opopparyio, LEWUEVT] TOTIKY, KAPOLOKT 1] VEPPIKN AELTOLPYIL Kot OHOPPUYIKES SLUTAPAYES.

Na punv ypnoponoteital o€ mepintmon vrepevaichnoiog 6To dPASTIKO GLGTAUTIKO 1| G KATOL! EKO0YOL.
No unv ypnoiponoteital 6€ GKOAOVE NAKING HKkpOTEPNC TV 6 gfdoUddmy.

BA. mapaypago 3.7.



3.4 E101kéC mpoELdOTONGELS

Koapdia.

3.5 Iowitepeg mPoPUAAEEIS KATA TN Y P1oN

Idwitepec mpoLABEELC Yo TV 0c@aAN ¥prion ota £idn Lhmv:

Noa amo@edyetat 1 ¥p1oN TOV GE APLIATWUEVO, VITOYKALULIKE, VTOTAGIKA (M, KaBmG vITdpyEL
evdegyoIevoc Kivouvog avénuévng To&ikwong Tov veppov.

Av10 10 TPOIOV Y10 GKOAOLG gV Bl TPETEL VO YPTCLUOTOIEITOL G YaTEG KOOMG deV Elvar KATAAANAO
Yl ¥pNon o€ avTo 1o £idog. Xe yatec Ou mpémel va ypnoonoteital to Meloxoral 0,5 mg/ml ndéoipo
EVOLDPTLLOL.

ISwaitepec Tpo@LAGEEIC TOV Tpénmel va Aapfdvoviot and To GToMo TOL YOPNYEL TO KINVINTPIKO
QOPUAKEVTIKO TPOTOV og (Do

Atopa pe Voot vrepevosOncio ota [ 6TEPOELdN AVTIQPAEYLOV®MON Pdppako (MZAD), tpénel va
OTOPEVYOLV TNV EMAPN UE TO KINVIOTPIKO PUPLOKEVTIKO TPOTOV.

Y& mepinton mov Kotd Aabog vdpéel katdmoo, vo avalntnoete apuécmg 1aTpikn fondeia kot va
emdei&eTe GTOV 10TPO TO ECMOKAEIGTO PVAAO OOMYLDV YPNOEWMS 1| TNV ETIKETO TOL PUPLOKEVTIKOV
TPOIOVTOC.

[d1aitepeg TPOQLAGEELS Y10 TNV TPOCTAGI TOV TEPPAAAOVTOC:
Agv 1oyveL.

3.6 AvemOvpnta coppavra

XKkoAot:
IToAb omdvio Andreto g opeEng', Anddeia!
(<1 oo / 10.000 vid Oepameia, "Buetoc!, Adppora!, Afpo ota kdmpaval2, Aypoppoyiky
GUUTEPTAAUPOVOUEV®V TOV diappora!, Awpatépeon!, Taotpeviepucd édxkn'!, Edxog
UELOVOUEVOV AVOPOPDOV): rentod eviépov!, Eikog mayog eviépov!

Ne@pikny avendpketo!

AvEnuévo nratikd éviopa!

' Avtéc o1 avtidpdoeig svpBaivovv péoo yevikd oty tpdtn efdopddo g Oepomeiog kat eivot otic
MEPLGGOTEPEG TEPIMTMGELS TOPOOIKEC KOl TOPEPYOVTOL LETA TN dtakomn NG Oepomeiag, aALd oe
omavieg TEPIMTOGELS Lmopel va eivar coPapéc 1 Boavoameodpec. Edv mopatnpnbovv avemBounteg
EVEPYELEC, TOTE TPEMEL VO dlakomTeTOL 1) Ogpameia kan vo {noei n cupfovin kTnvidtpov.

2 fvn

H avapopd avemBountov cuoppdviov sivar onpovtiky. Emttpénet ) cuveyn topakorlovdnomn e
0oQAAELNG EVOC KTVIATPIKOD PAPLOKEVTIKOD TPOIOVTOC. Ol avapopEg TPEMEL VO, ATOGTEAAOVTOL, KOTA
TPOTIUNOT HEG® KTNVIATPOL, £iTE GTOV KATOYO TNG GOELNG KuKAOpOpiag ite otnyv €Bvikn appddla
apyn LEC® TOV €BVIKOV GUGTNUATOG AVUPOPAS. AVaTPEETE GTO PUALD 0ONYIOV XPNHONG YO TO
ovticTor o oTolyein EmKOVOVING.

3.7 Xpnion katd v kKO161, TN Yorovyio ] TRV @oToKia

Kinon kot yorovyia:

H aoc@dieia Tov KTNVIOTPIkoD QopUaKeLTIKOD TPoidvTog dev £xel amoderydel Katd T dLapKeELo TNG
KONOMNG KAt TNG YOAOLYioGC.

Na unv yopnyeitai o€ £yxva 1 Onhalovta (da.




3.8 Alniemiopaon pe ALY QUPNOKEVTIKA TPOTIOVTO KAl AALEG HOPPES UAMAETTIOPAGTG

Ao MEAD, 5100pNTIKA, OVTITNKTIKA, GpIVOYAVKOGIOIKA avTIBLOTIKG Kol 0VGIEG Le VYNAO Babud
GUVOEDTG LE TIC TPMOTEIVEC, Umopel va avtayvilovtol 6T GUVOEST] KOl Vo, 00NY0UV €161 GE TOEIKEG
avtiopdoets. To Meloxoral dev mpémet va yopnyeitor pe Ao MEAD 1| YALKOKOPTIKOGTEPOELON].
[Tponyoduevn aymyn e avIIPAEYLOVOOEIS 0VGiEG UITOPEL Vo 001 YN oEL G€ emmpOoheTes 1| EMAVENUEVEG
avemBounteg evEPYELES Kal KATO GLVETELN Bo TPETEL VO SIOKOTTETOL 1] YOPTYNGT TOVS Y10, £VO, YPOVIKO
dlonua, ToVAdyloToV 24 POV, TPV omd TNV Evapén e aywyng. [lapdia avtd, n ypovikn mepiodog
amd v mponyovuevn Bepameio peypt v Evapén g véog Bepaneiac, Bo eEaptndel and Tig
(QOPLOKOKIVTIKES WOLOTNTES TOV QAPUAK®VY oV giyav ypnoiponomel mponyovpuévac.

3.9 Oodoi yop1ynong kot docoroyia

Amo6 otONaTOC YpNOT).

Xopnyettal gite avapeperyuévo Ue v Tpoen N anevbeiog 610 GTOUA.
Avakvnote koAl Tpv omd T (pnon.

Apyu Bepaneia etvon o epdmoas 06on tov 0,2 mg pelo&ucaung/kg copatikov Bépovs katd tnv
npotn nuépa. H Bepaneia mpémnet va cuveyiletor Kabnuepva pe yopnynon amod to otop (o€
pecodactnuata 24 opdv) otn 66om cvviipnong tov 0,1 mg ueho&ikaung/kg copatikov Bapovg.
IMa paxpoypdvia Bepaneio, Otav mopatnpndel KAk avrondkpion (Letd >4 nuepdv), | 0661 ToVL
Meloxoral propei va puBuiotet otn xopunAdtepn OmTOTELEGUATIKN ATOMKT 0061, 1] omoia ek@PALeL TO
yeyovdg 0Tt 0 Babpdc Tov THVOL Kot TNG PAEYLOVIG TTOL OYETILETOL LE TG XPOVIES LVOCKEAETIKES
dloTapayéc, UTopel va TOIKIALEL 6T S14pKELD TOV XPOVOV.

Idwaitepn mpocoyn mpémel va Aapupavetol og 0,TL apopd TNV aKpPn xoprynomn g oo6ong.

To evaudpnpa pmopet va yopnyeitot pe T SOGUUETPIKT GUPLYYO TTOL VIAPYEL GTI GUGKELOGIL.

H oVpryya npocapudletar 6to otoyovopeTpo g raing Kot £xet KAipaka fodporoynuévn katd kg
COUOTIKOD BApovg, 1 omoia avtioTolyel otn doon cuvthipnons. Etot, yio mv évapén tng Oepoameiog

KaTd TNV TPAOTN NuUEPa, o amartnOel Sumhdcio 066om amd Keivn TG OGNS GLVTNPNOTG.

YuvinBog mapatnpeitan kKAvikn avtandkpion oe 3—4 nuépes. H Bepaneio mpémet va dokomTeToL PHETA
arnd 10 nuépeg o moAD, av dev mapatnpnOel eppavig Pedtioon g KAVIKNG E1KOVAG.

Kotd ™ didprela g xpfong TPETEL VA OTOPEDLYETOL 1) EXUOAVVOT| 0o e£MTEPIKOVS TAPAYOVTEG.
3.10 Xvprtdpote vIEPSOGOA0YING (KUl KATA TEPITTMO, HETPU AVTIHETOTICNS KOl AVTIOOTA)
X mepintwon vrepdocoroyiog, Oa mpémet va yopnynel cvuntopatikny Oepaneia.

3.11 Eiwdwoi wepropiopoli yprong Kon e01KES ovvONKeg (pfioNs, SupPTEPLAGUPAVOREVEOY
TEPLOPLOLAY OTI| YP1IOT] AVTIUIKPOPLOKAV KU AVIITOPUCLTIKAV KTIVIUTPLKAOV
POPURUKEVTIKAV TPOTOVIQOV TPOKELUEVOV VO TEPLOPLOTEL 0 KIVOVVOS avATTLENG AVTOYNS

Agv 1oy0et.

3.12 Xpodvor avapovic

Agv 1oyvet.

4. GOAPMAKOAOI'IKEX IAHPO®OPIEX



4.1 Kmowkdég ATCvet: QMO1ACO06.
4.2 @oppoKoSLVOUIKI)

H pelo&ucdin givon Eva un otepoetdég avtipAeypovmdeg eapuako (MZAD) g opddag g 0EIKAunG,
70 01010 dpa avacTEALOVTOG TN GHVOEST) TV TPOSTAYAAVIIVAOV OCKAOVTOS KAT 0UTO TOV TPOTO
AVTLPAEYLOVAOOT, OVTIEEIOPOUATIKY], AVOAYNTIKT KOl AVTITUPETIKY Spdor. Mewdvel T dtqdnon
AEVKOKVTTAP®V GTOV PAEYHOivOVTO 16TO. Xg UIKpOTEPO Pabud, amoTpémel TNV amd TO KOALAYOVO
TPOKAALOVLLEVT], CLUGGOPEVCT| TV OUOTETAAI®V. X& HEAETEG In Vitro Kot in Vivo, amodelytnke 0TL N
pero&ikaun avactéAdel TNy kKukAo&uyevdaon-2 (COX-2), o peyardtepo fabud amd v
KukAo&uyevéon-1 (COX-1).

4.3 @oppoKOKIVITIKN

Amoppoégnon

H pelo&ucdpn amoppo@dtor TANP®G LETE TV 0TO TOL GTOUATOG XOPNYNOT KoL EXLTVYYAVOVTOL
UEYIOTEC GUYKEVTPMOELS GTO TAAG L TOV aipatog mepimov 4,5 dpeg petd amod T yopnynon. Otav 1o
TPOIOV YOpNYEITUL COLPOVA LE TO TPOTEVOLEVO OOGOAOYIKO GYNLLOL, EMLTVYYAVOVTOL OTAOEPES
GLYKEVTPMOELS LEAOEIKAUNG OTO TAAGLO TOV QULLATOG T devTEPN NUEPQ TNG Bepameiag,.

Kotavoun

Yrdapyetl ypoppukn oyéon peta&d e yopnyovuUEVNG 000G KAl TG CLYKEVIP®GTG GTO TAAGLO, TOV
aipartog, 1 omoia mapatnpeital 6to pacpa g Bepanevtikng 66one. Ilepimov 10 97% g peho&ikdung
oLVOLETOL UE TIC TPWTEIVEC TOV TAdGpaToG. O dykog Katavoung eivan 0,3 1/kg.

MetafoMopog

H pedo&ucdpn avevpioketon Kupig 6T0 TAAGO TOV CULOTOC, ATEKKPIVETOL KUPI®MG LECH TNG YOS,
EVM TOL OVPOL TEPLEYXOVV LOVO Tyvr 0td T0 apyko mpoiov. H peho&ikaun petaforileton oe pia
OAKOOAN, 6€ TaPAywyo 0EE0G Kot 6€ PePtkoVg moAtkovg petaforites. OAot ot KOpiot petaforiteg
€yovv amoderydel PapUOKOAOYIKE avevePYOL.

AmofoAn
O ypovog nuilmng g perosikapng eivar 24 apec. [epinov to 75% g yopnyovpevng doong
OTOPAALETOL LECH TV KOTPAVMV KOl TO VTOAOITO UEGH TOV OVPMOV.

5. DOAPMAKEYTIKA XTOIXEIA

5.1 Kopieg acopparotnreg

Agv glval yvootr| Kopio.

5.2 Awpkera Lomg

Audgpxela {ONG TOL KTNVIOTPIKOV QAPUAKEVTIKOD TPOIOVTOG CULPMVA LLE TT) GVOKELOGIO TOATONG:
if(;;]l.(ma CoN¢ LETA TO TPMTO AVOLYLO TNG GTOLYELDOOVE GVOKEVAGTNG: 6 UVEG.

5.3 Iowitepeg Tpo@UAGEELS KOTE TN OVAXEN TOV TPOiIdVTOG

Agv vapyovv 181KEC 0dNYieg S1oTPNOMNG Y10 GVTO TO KTNVINTPIKO QUPUAKEVTIKO TPOTOV.

5.4 ®@Yon kal 6HVOES TS GTOLYELDOOVS GCVOKEVUGIUG

Kovti and yoptovi pe 1 pidin molvaiboieviov kKAeiopévn e avlektikd ToUo 0oQaAging Yio Todld
Kol SOGIUETPIKT GUPLYY TOAVTPOTVAEVIOL.



Yvokevaociec:

Kovrti and yaptovi pe pia erain tov 10 ml.

Kovrti and yaptovi pe pia erain tov 25 ml.

Kovti amd yoptovi pe pio rain tov 50 ml.

Kovti amd yoptovi pe pio oradn tov 125 ml.
Kovti amd yoptovi pe pio radn tov 180 ml.
Mmropei va, unv KoKAOPOPOUV OAEG Ol GLOKEVAGIES.

5.5 Ewwkég mpo@uAaEels amdppryng vog ui yPGLHOTOIN0EVTOg KTVIATPIKOD QUPIOKEVTIKOD
TPOIOVTOG 1] GALOV VAIKOV TTOV TPOEPYOVTUL U6 T1) Y P1)G1] TOL TPOIOGVTOS, AV VTAPYOVY

Ta eappoko dev TPEMEL VO, ATOPPITTOVIOL HECH TOV AVUAT®V 1 TOV OIKIOKOV OTOPANTOV.
XPpNOOTOINOTE TPOYPAULOTO ETICTPOPNC PAPUAK®OV Y10, TNV ATOPPIYN U1 XPNCOTOMOEVTOV
KTNVIOTPIK®V POPUOKEVTIKOV TPOIOVI®V 1 GAA®V VAIK®V OV TPOEPYOVTOL OO TN YPNOT TOVG
GUUPMOVO, LLE TIG TOTIKEG ATOITNOEL KOl LE TUYOV EBVIKA GLUGTILLOTO GLAAOYNG TOV 1GYVOVV Y1a TO
GYETIKA KTNVITPIKE QAPLOKEVTIKA TPOTOVTOA.

6. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Dechra Regulatory B.V.

7. APIOMOX(0OI) AAEIAY. KYKAO®OPIAX

EU/2/10/111/005 10 ml

EU/2/10/111/001 25 ml

EU/2/10/111/002 50 ml

EU/2/10/111/003 125 ml

EU/2/10/111/008 180 ml

8. HMEPOMHNIA ITPQTHX ETKPIXHX

Huepounvia Ing éykpong: 19/11/2010.

9. HMEPOMHNIA TEAEYTAIAX ANAGEQPHXHY THX IEPIAHYHX TQN
XAPAKTHPIZTIKQN TOY ITPOIONTOX

{MM/EEEE}

10. TAZEINOMHXIH TOQN KTHNIATPIKQN ®APMAKEYTIKQN ITPOIONTOQN
Noa yopryeital LOVoV pe KTNVIOTPIKT GLVTAYY].

Aemntopepeic TANPoQopieg Y10 TO €V AOY® KTNVIATPIKO QOPLOKEVTIKO TPoidv eivar dtabéaciuec otn fdon
dedopévav g EE yuo ta ktnviatpikd tpoidvta (https://medicines.health.europa.eu/veterinary).



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

1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Meloxoral 0,5 mg/ml OGO EVOLDPNLLO Y10, YOTES

2. IIOIOTIKH KAI ITIOXOTIKH XYNGEXH

Ka0e ml nepiéyet:
ApPUSTIKO GVGTUTIKO:

Meho&udun 0,5 mg.

"Exdoya:

Moocotikn cvvOeon av o1 TApoPopisg aVTEG

IHoroTiKi) 60vOeoN KOO OV Kol AGAA®V , . , ,
€ivol oNUAVTIKES Y10 T1) COGTI] JOPN YO TOV

CVOTOTUGHY KTNVIOTPLKOU QUPROKEVTIKOV TPOIOVTOG
Sodium benzoate 1,75 mg

Sorbitol

Glycerol

Polysorbate 80

Disodium phosphate dodecahydrate

Silica, colloidal anhydrous

Hydroxyethylcellulose

Citric acid monohydrate

Sodium cyclamate

Sucralose

Anise aroma

Water, purified

Kitpwo/npdoivo evoaidprpuo.

3. KAINIKEX TIAHPO®OPIEXZ

3.1 Eiom {oov

Tditeg

3.2  OgpomevTikég evosiEelg Yo ka0g gidog {Mov

Kotoanpdovon tov Tdvou Kot TG QAEYHOVIG OTIG XPOVIEG LWVOCKEAETIKEG JATOPUYEG OE YATEG.

3.3  Avrevositeig

No punv ypnoLOTOELTAL G YATES LLE YOOTPEVIEPIKE SLOTAPAYES OTMG, EPEOIGHOG KO apLoppayia,
UELMUEVT] NTOTIKT], KOPOIOKT 1 VEQPIKT AELITOVPYIO KOl QUOPPAYIKES OLUTAPOYES.

No unv ypnoiponoteital 6€ mepintmon vaepevalctnciag 6To dPASTIKO GLOTUTIKO 1) 68 KATOLN EKOOYCL.

Na unv ypnowonoteital o€ yateg nikiog pikpotepng twv 6 BSOUAdMV.
BA. mapdaypago 3.7.



3.4 E101kéC mpoELdOTONGELS

Koapdia.

3.5 Iowitepeg mPoPUAAEEIS KATA TN Y P1oN

Idwitepec mpoLABEELC Yo TV 0c@aAN ¥prion ota £idn Lhmv:

Noa amo@edyetar 1 ¥p1oN G€ OTOL00NTOTE APVIATMUEVO, VTOYKAUKO 1} VITOTAGIKO (1O, KOOMC
vIdpyEl EVOEXOEVOG KIVOUVOG VEPPIKNG TOEIKOTNTOG.

H avtondkpion otn pokpoypovia Bepomeio, o wpénel va mapoakorovbeitoan o TaKTA YpoviKd
SlooTNHOTO 0O TOV KTNVIOTPO.

Idwitepec TpouAGEELC TOL TPEmeL va AauBdvovTal amd To ATOUO TOL YOPNYEL TO KTNVINTPIKO
QoppokeLTKd Tpoidv oe {daou:

Atopa pe yvootn gvaiotncio ota MEA® mtpémel vo amo@eVyouy TNV ETAPY| LLE TO KTNVINTPLIKO
QOPUOKEVTIKO TPOTIOV.

Xe mepinton mov kotd AdBog vrdpéel Katdmoon, va avalntnoete auécms wtpikn fondeta Kot vo
emoei&ete 6TOV 10TPO TO EGOKAEIGTO GUALO 0ONYIDV ¥PNGEMG 1 TNV ETIKETO, TOL POPUOKEVTIKOD
TPOIOVTOC.

Id1oitepec mPoOLAGEELC Y10l TV TPOGTACLO TOV TEPPAALOVTOC:
Agv 16y0eL.

3.6 AvemOounta copfavra

Tdrec:
IToAb omdvio Andreto g opeEng', Anddeia!
(<1 {wo / 10.000 vrod Oepomeia, "Epetog!, Adppoia !
GULUTEPIAAUPAVOLEV®Y TMV Ne@pikny avendpketo!
UELOVOUEVOV OVAPOPDOV): AvEnuévo nratikd éviopa!
AmpoodiopioTn cuyvotnta (dev Aipa oto kOmpova!?
umopel va extiundei pe faon ta
droBéotpa dedopéva)

U Autéc o1 avem@Ounteg evépyeleg, £ival 6TIC TEPIGCOTEPEC MEPMTMOOELS TaPOSIKES Kot eEapavilovton
HETA TN Stakomn TG Bepomeiag, aALL 0€ GMAVIEC TEPMTMOELG UTOPEL Va glval coPapéc 1
Bavatneodpec. Eav mapatnpnBobv avembounteg evépyeteg, T0Te mpémet vo. dakonteton 1) Oepomeial kot
va {nn0ei n cupPovAn KTnvidTpov.

2fovn

H avagpopd avemBountov cuoppdviov sivor onupovtikni. Emttpénet ) cuveyn topakorlovdnon e
0oPAAELNG EVOC KTIVIATPIKOD PAPLOKEVTIKOD TPOIOVTOC. Ol avapopEg TPEMEL VO, ATOGTEAAOVTOL, KOTA
TPOTIUNOT LECH KTNVIATPOV, E(TE GTOV KATOYXO TNG AOELNG KUKAOQOPING €iTe oTNnV €0VIKN appodia
apyn LEC® TOV €BVIKOV GUGTNUATOG AVUPOPAS. AVATPEETE GTO PUALD 0ONYIOV XPNONG Yo TO
ovticToryo oTotyein EmKovVOVIaG.

3.7 Xpion katd TNV KONG61), TN YoAov)ia 1] TNV MOTOKIM,

Kinon kot yarovyio:

H acpddeia Tov kTviaTpiKod QOPROKEVTIKOD TPOTOVTOG dev £xel amoderydel Katd T didpkela TG
KONOMNG KOt TNG YoAOLYioGC.

Na punv yopnyeiton o€ yxva 11 OnAdlovta {da.

3.8 Alniemiopaon pe GALY QUPUOKEVTIKA TPOTIOVTO KUl AALES HOPPES UAMAETIOPAGTG



Alho MEAD, d100pNTIKE, OVTITNKTIKA, OLIVOYAVKOGIOKA OVTIPLOTIKA Kot 00Gieg e vynAod Boadud
GUVOEST|C UE TIG TPWOTEIVEG, UTopel va avtayvilovTal 6T GOVOEST] Kot Vo 001 YoV €101 6€ TOEKEG
avtpdoels. To Meloxoral dev npémel va yopnyeitan pe o MEAD® 1 yAvkokoptikootepogidn. H
TAPUAANAT YopNyNoN TOAVOG VEPPOTOEIKMV KTNVIOTPIKOV QUPUOKEVTIKOV TPOIOVTIOV TPETEL VAL
OmOPEVYETAL.

IIponynBeica Bepaneia pe aviipieypovddelg ovoieg umopel vo 0dnynoet oe emmpdcohetec M)
EMOVENUEVEG AVETIBOUNTEG EVEPYELEG KO KOTA CUVETELN Oa TPETEL VoL S1OKOTTETAL 1] YOPTYNON TOVG
Y €va ¥POoVIKO S1AGTNIO, TOVAGYIGTOV 24 mpdv, TPV amd v Evapén tng Oepoaneiog. [Taporia avtd,
yPOVIKY TePiodog amd v mponyovuevn Bepameio péypt v Evapén g véag Bepaneiog, Oo e&aptndel
oo TIC POPLOKOKIVITIKES WOLOTNTES TOV PAPUAK®V oV glyav ypnoiponom el mponyovpévac.

3.9 Oodoi yopriynons ko docoroyio
Amo6 oTOUATOC Y PNIOT).

Xopnyeital gite avapeperyuévo pe v Tpoen N angvbeiog 610 GTOUA.
AvoKivioTte KOAG TPV oo T xpnon.

Apyu Bepomeia givor o epdmos and tov otdpatog d6on Tev 0,1 mg pero&ikaung/kg copatikon
Bapovg katd v mpdn Nuépa. H Bepaneio and 1o otopa npémnet va cuveyileton Kabnuepva (ue
pecodactnuate 24 mpdv) otn cuvinpntiky 66on tev 0,05 mg perodikdungkg copoticod Bapovg.
[dwaitepn mpocoyn mpémel va Aapupavetot oe 0,TL apopd TV aKpPn xoprynon g 06onc. Agv mpénet
va yivetal vTEPPOOT TNG GLVICTMUEVNG dOONC.

To evaudpnpa pmopet va xopnyeitol pe T SOGIUETPLKT cVPLYYQ TOL VIAPYEL 6T Guokevacio. H
oVPLYYa TPOGAPUOLETAL GTO GTAYOVOUETPO TNG PLIANG Kot £xel KAlpaka Pabporoynuévn katd kg
COUOTIKOD BApovg, 1 omoia avtioTolyel otn doon cuvthipnons. Etot, yio mv évapén tng Oepameiog
KaTd TNV TPAOTN NUéPa, Bo amartnOel Sumhdcia 066m amd keivn TG dOGNG GLVTNPNOTG.

Yuvnbomg mapatnpeitarl KAvikn aviandkpion oe 7 nuépeg. Edv petd and 14 nuépeg o apyodtepo dev
mapotnpndet eppavig ertimon g KAvikng ekdvog, 1 Bepaneia Tpémnel va dtokonteTol.

Kotd m dubpreta g yp1ong TPENEL VoL OTOQEVLYETAL 1) ETUOAVVOT| O eEMTEPIKOVS TAPAYOVTEGS.
3.10 ZopntOpaTe VITEPIOGOA0YINS (KOL KATH TEPITTOGT, PETPA UVTIUETOTLONG KOL AVTIOOTA)
H pero&ucdpn éxet pikpd Bepamentikd e0pog acPALELNS GTIC YATEG KOt UTOpOovV va, mapotnpndovv
KAWVIKE cupmtdpate VTEPSOGOAOYING, LETE Omd OXETIKA LIKPE EMimeda VIEPOOGTIAS.

Y& mepinToT VTEPSOGOAOYING, OL AVETBVUNTES EVEPYELES, OTIMS OVTEG AVOPEPOVTOL GTNV

TaPAypoeo 3.6, avapéveTal vo eivatl cofapoTEPES Kol GLUYVOTEPEG. L€ MEPINTM®CT LILEPSOGOLOYING, Oa

npénel va yopnynoel copntopatiky Bepaneia.

3.11 Eidwoi wepropiopoi yprone Kou e01KES 6VVONKeg (PNoNS, COUTEPLAGUPAVOREVEOVY
TEPLOPLOUAY OTI| YP1IOT] AVTIUIKPOPLOKAV KU AVTITOPUCLTIKAV KTIVIITPLKAOV
POPRUKEVTIKAV TPOTOVIOV TPOKELUEVOV VO TEPLOPLOTEL 0 KIVOVVOS avATTLENG AVTOYNS

Agv 1oy0etL.

3.12 Xpovor avopovig

Agv 1oyvet.

4. OPAPMAKOAOI'IKEXZ IIAHPO®OPIEX

41 Kodwkég ATCvet: QMO1ACO06



4.2 ©@oppokodvvopKy

H pero&ucdpn eivar Eva pn otepoeldég aviipAeypovadeg eappoko (MEAD) g opddag g 0EIKAUNG,
70 01010 dpa avacTEALOVTOG TN GHVOEST] TV TPOSTAYAAVIIVAOV OGKAOVTOS KAT 0VTO TOV TPOTO
AVTIPAEYLOVAOOT, AVTIEEIOPOUATIKY], AVOAYNTIKT KOl AVTITUPETIKY Opdor). Mewmvel T d1qdnon
AELKOKVTTAP®Y GTOV PAEYUAivOVTa 10T0. L& UIKPOTEPO Pabuod, amoTpénetl TV amd T0 KOAAaydvo
TPOKAALOVLEVT], CLUGGOPEVCT| TWV OUOTETAAI®V. Xg HEAETEG In Vitro Kot in Vivo, amodeiyTnke 0TL N
pero&ikaun avactéAdel TNy kukAo&uyevaon-2 (COX-2), o peyardtepo fabud amd v
Kukhlo&uyevaon-1 (COX-1).

4.3 @oppoKOKIVITIKN

Amoppoégnon

Edv 10 {do eivon axvnromompévo 6tov yopnyeital To ¢ApLOKO, Ol LEYIOTEC GUYKEVTPMOELS GTO
TAGGLLOL TOV OipLOTOG EMLTUYYAVOVTOL TTEPiMOV 3 MPEC LETA amd TN yopnynon. Edv to {do sivan
GLTICUEVO KATA TO XPOVO TNG YOPNYNONS TOV POPUAKOL, 1] AITOPPOPNOT UTOPEL ELAPPA VO
Kkafvotepnoet.

Kotavoun

Yrapyet ypoppikn oyéon Hetalh g YopnyouLEVNG dOOTG KOl TNG CLYKEVIP®ONG GTO TAAGLLO TOV
aipartog, 1 omoia mapatnpeital 6to pacpa ™G Bepanevtikng 66one. Ilepinmov 10 97% g peho&ikdung
GUVOELETOL LE TIC TPMTEIVEC TOV TAAGLOTOG.

MertafoMopodg

H pedo&ucdpn avevpioketon Kupig 6T0 TAAGO TOV OULOTOC, ATEKKPIVETOL KUPI®MG LECH TNG YOANS,
EVO T 0VPO. TEPLEYOVY LOVO Ty amd To apytkd Tpotov. H pelo&ikdun petaporileton og pua
OAKOOAN, 6€ TaPAywyo 0E€0G Kot 6€ Peptkog moAtkovg petaforites. OAot ot KOpiot petaforiteg
€yovv amoderyBel pappokoloykd avevepyol. Onmc kot o Gl €101 Tov peAeTnOnkay, 1 KupLo 006¢
Blopetacynuotiopon g perodikdung ot yato eivor ) o&eidmon.

AmofoAn

O ypdvoc nulong g perolikaunc ivon 24 dpeg. H aviyvevon petafoltodv g UnTpikng ovoiog ota
obpa Kot o KOTPaAvA, O)l OL®MG 0TO TAACHA, vl EVOEIKTIKT TG Tayeiog amékkpiong Tovs. Ilepimov
0 75% NG yopnyovLEevNS 800G amoPAArETOL LEG® TOV KOTPAVMOV KOl TO VITOAOUTO HECH TMV 0VPMV.
5. OAPMAKEYTIKA XTOIXEIA

5.1 Kopeg acopparotnreg

Agyv glval yvootr| Kopio.

5.2 Awpkera Long

Augpxela {ONG TOL KTNVIOTPIKOV QAPUAKEVLTIKOD TPOIOVTOG COLPMVA LLE T1) GVCKELOGIO TOANONG:

3 ém.

Avgpxera {ong LeTd TO TPMTO AVOLyUa TNG OTOXEIDMO0VS GUCKELOTTNG: 6 HNVES.

5.3 Iowitepeg mpo@urdéers katd T @OLaEN TOV TPOIOVTOG

Agv vapyovv €181KEC 0dNYieg S1aTPNONG Y10 GVTO TO KTNVIATPIKO QUPUAKEVTIKO TPOTOV.

5.4 ®@bon kol 6HVOES TG GTOLYELDOOVS CVOKEVUGIUG
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Kovti amd yoptovi pe 1 erddn moivatBuieviov KAEIGUEVT e OVOEKTIKO MO OCPOAELNG Vi T
KoL SOGIUETPIKT) GUPLYY TOAVTPOTVAEVIOV.

Yvokevaoiec:

Kovti amd yoptovi pe pia ¢rain tov 5 ml.
Kovti amd yoptovi pe pio radn tov 10 ml.
Kovti amd yoptovi pe pio rain tov 25 ml.

Mmropei va, unv KoKAOPOPOUV OAEG 0L GLOKEVAGIES.

5.5 Ewdwkég mpo@uiagels amoppiyng vog pn APNSIROTo]0£vToc KTNVIATPIKOD QUPRUKEVTIKOV
TTPOIOVTOG 1] GALOV VAKAOV TOV TPOEPYOVTOL 0O T1) PIGT TOV TPOIOGVTOS, UV VAP OVY

Ta eapuaKo dev TPETEL VAL OTOPPITTOVTOL LECH TOV ADUATOV 1] TOV OIKIAKDOV OTOPANTOV.
Xp1GILOTOMGTE TPOYPAUUATO ETIGTPOPNS POPUAK®V YL TV OTOPPIYT UN] YO OOTOINOEVT®DV
KTNVIOTPIK®V QOPLOKEVTIKAOV TPOIOVTOV 1 GALDV DAIKOV TOL TPOEPYOVTAL OO T YPNON TOVG
COUQ®VA LLE TIG TOTIKEC OTOLTHOELS KOl LLE TUYOV €0VIKA GUGTHLOTO GUAAOYNG TOL IGYVOVY Y1d TO,
GYETIKA KTNVIOTPIKE QAPLOKEVTIKA TPOTOVTOL.

6. ONOMA TOY KATOXOY THX AAETAY KYKAO®OPIAX

Dechra Regulatory B.V.

7.  APIOMOZ(OI) AAETIAX KYKAO®OPIAX

EU/2/10/111/007 5 ml

EU/2/10/111/006 10 ml

EU/2/10/111/004 25 ml

8. HMEPOMHNIA IIPQTHY EI'KPIXHX

Huepounvia Ing éykprong: 19/11/2010.

9. HMEPOMHNIA TEAEYTAIAY ANAGEQPHXHYX THX IIEPIAHYHX TQN

XAPAKTHPIZTIKOQN TOY ITPOIONTOX

{MM/EEEE}

10. TAZEINOMHZIH TOQN KTHNIATPIKON ®APMAKEYTIKQN ITPOIONTQN
Noa yopryeitar pOvov e KINVIOTPIKT GLUVTAYT).

Aemntopepeic TAnpoeopieg Yo 10 v Ady® KTNVIATPIKO PUPLOKELTIKO TPOTOV givar dtabéaiec ot fdon
dedopévav e EE yuo 1o ktnviatpukd wpoidvta (https://medicines.health.europa.eu/veterinary).
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1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX
Meloxoral 1,0 mg pocopeva diokio yio GKOAOVG

Meloxoral 2,5 mg pacodpeva diokia yio GKOAOLS
Meloxoral 4,0 mg pacodpevo Siokia yio GKOAOLS

2. MMOIOTIKH KAI ITIOXOTIKH XYNGEXH
Ka0e pocopevo diokio meptéyet:
APOOTIKO GVGTATIKO:

Meloxoral 1,0 mg pocoueva S1oKio
Meho&uchin 1,0 mg

Meloxoral 2.5 mg poocouevo diokio,
Meho&ucdun 2,5mg

Meloxoral 4.0 mg poc®UEVA S1GKI0
Melo&uchin 4,0 mg

"Exooya:

IMocotikn 6VvOeon av oL TANpoPoOpies aVTEG
€ival oNUOVTIKES Y10 TN 6MOTI JOPNY O TOV
KTV TPLKOV QUPUIKEVTIKOD TPOTOVTOS

Iowotiki] 60vOEG EKOOYMV KOl GAL®OV
GUOTUTIKOV

Sodium citrate

Lactose monohydrate

Cellulose, microcrystalline
Chicken flavor
Yeast (dried)

Crospovidone

Sillica, colloidal hydrated

Magnesium stearate

Meloxoral 1,0 mg pacopevo diokia

Avoyyto kopé pe Kapé KNAIGEG, OTPOYYLAO Kol KLPTO HOo®EEVO Olokio 11 mm pe oTowpogidn
Lo ®PLGTIKT YPOUUN 6T pio TAEVPA.

To pacopevo diokio pmopet va dtoywplotet o€ 2 1) 4 iceg SOOELC.

Meloxoral 2,5 mg pacopevo diokia

Avoyyto kopé pe Kapé KNAIGEG, OTPOYYLAO Kol KLUPTO HOCMUEVO O10Kio 16 mm [E oTOLPOEdN
SLY®PLOTIKN YPOUUN o711 pia TAgvpd.

To pacopevo diokio pmopel va dtoywplotet o 2 1) 4 iceg dOOELC.

Meloxoral 4.0 mg pacopeva diokia

Avoyyto kopé pe Kapé KNAIGEG, OTPOYYLAO Kol KLPTO HOCMEEVO Olokio 19 mm pe oTowpogidn
SLY®PLOTIKN YPOUUN o711 pia TAgvpd.

To pacopevo diokio pumopel va dtaympiotei o 2 N 4 ioeg dOCELC.

3. KAINIKEX TAHPO®OPIEX
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3.1 Eiom {oov
XkOAoL
3.2  OgpamevTikég gvociterg Yo ka0e gidog {oov

Koatampdoven g eAeypovig Kot Tov mOvov 1000 oTIG ofeiec 0G0 Kol OTIC YPOVIEC LVOCKEAETIKEG
SloTapayEc.

3.3 Avrevositeg

Na unv yopnyeitai o £yxva 1 Onialovta {da.

Na unv ypnoponoteital o€ (O TOL TAGYKOLY OO YUOTPEVIEPIKES SATAPUYXEG OTMG epeMOUOC Kot
oloppayia, HEIOUEVT NTOTIKY, KOPSLOKT 1] VEQPIKT AELITOLPYIO KOl OLUOPPAYIKES SLOTAPUYES.

No unv ypnowyonoleitor oe oKOAOLE NMKING UIKPOTEPNG TV 6 efdouddmv 1 copatikod Pdapovg
pikpotepov tov 1,7 kg.

Na punv ypnoonoteital o€ mepinTmon vrepevalcHnciog 6To dPASTIKO GLGTUTIKO 1| G KATOL0 EKO0YTL.

3.4 E0wkég TPoELOOTOMGELS
Koapia.
3.5 Iowitepeg mPoPUAAEELS KATA TN Y P1ioN

ISwaitepec TPoELAGEELC Yo TNV AoQOAn ypron ota gidn (hwv:

No amo@edyeTal 1 ¥poN 0 OTOL0ONTOTE APLOATMUEVO, VITOYKALULIKO 1] VITOTOGIKO (D0, KaODg vVITapyEL
EVOEYOUEVOC KIVOLVOG VEPPIKNG TOEIKOTNTAG.

AVT0 TO KTNVIATPIKO POPUAKEVTIKO TPOTOV Y10 GKOAOLG OEV TPETEL VO YPNCULOTOLEITAL GE YATEC,
KaBmG OV eivat KATAAANAO Yo ¥p1oT G€ 0VTO TO €id0C. X YaTeC Oa TPEMEL VAL YP1CUOTOEITOL TO
wooo evordpnuo peroékaung 0,5 mg/ml yio, ydrec.

ISwaitepec Tpo@LAGEEIC TOV Tpémel va Aopfdvovion and To GToo TOL YOPNYEL TO KINVINTPIKO
QopuakeLTIKd Tpoidv oe {dau:

AT TO KTNVIOTPIKO QOPUAKEVTIKO TPOIOV UTOPEL VO TPOKAAEGEL OVTIOPACELS LITEPELOICONGiaG. ATopa
LE YVOOTH bITEpeLASONGia GTO LN GTEPOEN OVTIPAEYLOVAOIN Qdppaka (MEAD) | o€ KAmo10 amd Ta
£KO0Y O TPEMEL VAL OTTOPEVYOVV TNV EMAPT] LE TO KINVINTPIKO QUPLOKEVTIKO TPOTIOV.

Toyaia katdmoon, 16img and Tadid, propei va tpokorécel avemBounteg evépyeieg. Ta aypnopomointo
TUAUOTO TOV O10KIOV TPEMEL VO EMOTPEPOVTOL OTI GUGKELOGIN KLWEANC Kol GTO KOLTL Kol Vo
@VAAccovVTaL e Tpoooyn o€ BEam, Tnv omoia dev Tpoceyyilovy Ta madid. e tepinTmon wov Kotd AdBog
vrapéet katdmoon omd modi, va avalnToeTe auécmg Tpikn Pondela kot va emideiete otov 10Tpo TO
E0ADKAELGTO PVALO OONYIDV YPNCEMG 1 TNV ETIKETA TOV PAPUAKEVTIKOD TPOIOVTOG.

[TAévete Ta xépia petd T XpNOM.

[d1aitepeg TPOQLAGEELS Y10 TNV TPOCTAGIO TOV TEPPAAAOVTOC:
Agv 16y0eL.

3.6 AvemOvpnta coppavra

XKoAot:
[ToAb omdvio Andreto g opeEng', Anddeia!
(<1 Lo / 10.000 vr6 Oepameia, "BEuetoc!, Adppora!, Aipo ota kémpaval?, Alpoppoyiky
SULUTEPIAAUPAVOLEV®Y TOV dappora!, Apatépeon!, Taotpeviepucd édxn', Eixog
UELOVOUEVOV OVAPOPDOV): rentob eviépov!, Eikog mayog eviépov!
Negpikt] avendpreio!
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AvEnuévo nratikd dviopa!

I Avtég o1 avtidpaoelc cvpfaivouy uéca yevikd otnv npdt fdopudda tng Oepameiog kot ivar oTig
TEPIOCOTEPEG TEPITTMCELC TAPOOIKEG KO TOPEPYOVTAL LETE TN Stakonn Tng Bepameiog, aAld ot
OTAVIEC TEPIMTAOOELG Umopel va eivan cofapég i Bavatmeodpes. Edv mapoatnpnbovv avembounteg
gvépyeleg, 10Te Tpémel vo. dtokdmtetan n Oepameio Ko vo {ntnBel n supfovin KTnvidTpov.

2 fvn

H avagopd avemBountov coppdviov eivar onpavtikn. Exitpénet tn cuveyn mopokoiovdnon g
UOQAAELNG EVOG KTNVIOTPIKOD QAPUAKEVLTIKOD TPoiovToc. O avapopic TPETEL VO OMOCTELAOVTAL, KOTA
TPOTIUNOT LECH KTNVIATPOV, E(TE GTOV KATOYO TNG AOELNG KUKAOQOPING EiTE GTNV €0VIKN aprodia
apyn LES® TOL £BVIKOD GLOTNUATOS AVAPOPAS. AVATPEETE GTO PUALO 0INYLOV XPNONG Yol TO
ovTioTOY O OTOLYELO ETIKOVOVING,

3.7  Xpnion katd v KO 61, TN Yorovyio ] TRV @oToKix
Kinon kot yorovyio:

H ac@dieia Tov KTNVIOTPtkoD QopUaKeLTIKOD TPoidvTog dev Exel amoderydel Katd T dLapKeELO TNG
Konong Kot g yorovyiog (PA. mapdypogo 3.3).

3.8 Alniemidopaon pe GALY QUPUOKEVTIKA TPOTIOVTO KUl AALES HOPPES UAMAETTIOPUGTG

Al MEAD, 5100pNTIKA, OVTITNKTIKA, UIVOYAVKOGIOIKA avTIBLOTIKG Kol 0VGiEG pe VYNAO Babud
GUVOEGT|C UE TIG TPWOTEIVEG, Umopel va avtayvilovTal 6T GOVOEST] Kot Vo 001 YoV €161 6€ TOEKEG
avTOPAcELS. AVTO TO KTIVIOTPIKO QOPUOKEVTIKO TPOIOV OV TPETEL VAL YOPTYEITAL GE GUVILUGUO HE
Ao MZAD 1 YAVKOKOPTIKOGTEPOELDN.

IIponynBeica Bepomeio pe avTIEAEYHLOVMDIELG 0VGIEC pmopel va 0dNyNoEL g emmpOcHeTEC N
EMOVENUEVES AVETIBOUNTEC EVEPYELEG KO KUTA GUVETELD B0l TPETEL VOL SIOKOTTETOL 1) YOPT Y101 TOLG
Y €va ¥POoVIKO S1AGTNIA, TOVAGYIGTOV 24 mpmv, TPV amd TV Evapén tng Bepaneiog. [Taporia ovtd, 1
YPOVIKY| TEPiodOC amd TNV mponyovuevn Bepameio péypt v Evapén g véag Bepaneiog, Oo e&aptndel
OO TIC POPUAKOKIVITIKES WO1OTNTES TOV PAPUAK®Y OV glyav ¥PNGIULOTON0el TPOTYOLUEVAC,.

3.9 Oodoi yoprynong ko d0coroyio
Amo6 oTOUATOC YPTIOT).

Apyu) ayoyn etvan pia pamaé d6omn tov 0,2 mg pero&ikaung/kg copotikon fapovg KaTd TV TpOTN
nuépa.

H ayoyn npénet va cuveyiletan kanpepivd pe yoprynon omd 1o otdpo (6€ LeEGOIIOGTLOTA
24 wpav) o1n d6o1 cuvtpnong tev 0,1 mg perocaung/kg copatikod Bépovc.

To KTNVIATPIKO POPUAKEVTIKO TPOTOV EIVOL OPMUATIGUEVO Kol UTOpEl Vo xopnynOel pe 1 yopic Tpoen.

Kabe pacmpevo diokio mepiéyet 1,0, 2,5 11 4,0 mg pero&ikdung, To omoio avticTtol el oty nuepniolo
doom cuvtipnong yia évav okdAo Bapovg 10, 25 1 40 kg.

Kdabe pacopevo diokio propet va dtaympiotel oe dVo 1 téocepa LéPn yia axpiPr docordynon
avéAoyo Le TO aTopkd copUaTikd Bapog Tov {dov.

TomoBethoTE TO LOCMUEVO O10KIO GE Ol EMIMEON EMPAVELL, UE T YOPOYUEVT TAEVPA TPOG TA, TAVD
KoL TV KupTh (0TPOYYLAELUEVT])) TAEVPA VO KOLTALEL TNV EMPAVELD.
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Moodpeva diokia Soympiopéva oe dV0 LEPT: TEGTE TPOG TOL KATM LE TOVG AVILXEIPES GOG KOl OTIG
dv0 TAevpEC TOL dlokiov.

Moodpeva diokio Soy®ploUeéVe e TECCEPA LEPN: TEGTE TTPOG T KAT® LLE TOV AVTIYELPA GOG GTO
HUEGOV TOV d1oKiov.

Aocoloyikd oynua yio T 06om cuvtipnong 0,1 mg/kg (St d6c1 TV TPpOTN NUEPAL):

YoORoTIKO Papog ApOpOG pacopEvOVY SIGKI®V tE yprion ,

(Kg) 1 mg 2.5 mg 4 mg Adon o€ mg/kg
1,7-3,2 Ya 0,15-0,1
3,3-5,0 Y 0,15-0,1
5,1-7,5 %4 0,15-0,1

7,6-10,0 1 0,13-0,1
10,1-12,5 1Y% 0,12-0,1
12,6-15,0 1% 0,12-0,1
15,1-20,0 2 0,13-0,1
9,0-12,5 Va 0,14-0,1
12,6-18,7 % 0,15-0,1
18,8-25,0 1 0,13-0,1
25,1-31,2 1% 0,12-0,1
31,3-37,5 1Y 0,12-0,1
37,6-50,0 2 0,13-0,1
15,0-20,0 Y 0,13-0,1
20,1-30,0 Y 0,15-0,1
30,1-40,0 1 0,13-0,1
40,1-50,0 1Y 0,12-0,1
50,1-60,0 1% 0,12-0,1
60,1-80,0 2 0,13-0,1

Avdioya e 1o Bapog Tov oKOAOV, pumopet va e€etaotel 0 GUVIVACIOG TEPLEKTIKOTHTMOV Meloxoral
pacopevov dokiov yia okviovg (1,0 mg, 2,5 mg kot 4,0 mg).

Yuvnbog mapatnpeitan KAVIKN avtondkpion eviog 3-4 nuepmv. H Bepaneio mpénet va daxdmTeTon
petd amd 10 nuépec, eav dev mapatnpndel eppavng Peltioon g KAVIKNG EIKOVOC.

3.10 ZoprtOpaTo VTEPIOGOA0YINS (KOl KATH TEPITTMGT, HETPU UVTIHETMOTLONG KOL AVTIOOTA)

X mepintwon vrepdocoroyiag, Ba mpémet va yopnynoel cvuntopatikn Oepaneia.

3.11 Ewdwoi wepropiopoi yprjong Kot E01KES 6vvONKeg (prions, copreprtiopufavopéveov
TEPLOPLOUAOV GTI] YP1GT] OVTLUIKPOPLOKOV KAl OVTITUPUGLTIKAOV KTNVIITPLKOV

PUPRUKEVTIKAV TPOTOVIOV TPOKELUEVOV VO TEPLOPLOTEL 0 KIVOVYOS UVATTLENG AVTONG

Agv 1oyVet.
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3.12 Xpovor avapoviig

Agv 1oy0eL.

4. ®APMAKOAOI'IKEX TIAHPO®OPIEXZ
4.1 Kodwkoc ATCvet: QMOIACO06
4.2 @oppoKoSLVOULKI)

H pero&ucdun eivan éva un otepoetdég aviipAeypovadeg eappoko (MEAD) g opddag g 0EIKAuUNG,
70 01010 dpa avacTEALOVTOG TN GHVOEST TOV TPOGTAYANVIIVAOY ACKOVTOC KAT aVTO TOV TPOTO
AVTLIPAEYLOVAOT, OVTIEEIOPOUATIKY], AVOAYNTIKT KOl AVTITUPETIKY Spdor. Mewmvel T duqdnon
AEVKOKVTTAP®V GTOV PAEYHaivovTa 16TO. Xg LiKpdTEPO Pabud, amotpénel TNV amd T0 KOALAYOVO
TPOKUAOVEVT], CUGCMPEVCT] TV OLUOTETAAIDV. L€ HEAETEG in Vitro Kot in vivo, amodeiytnke 6T N
pueAo&ikaun avaotédiel Ty kuklo&uyevaon-2 (COX-2), oe peyardtepo Pabud amd tnv
KukAo&uyevdon-1 (COX-1).

4.3 @oppoKoKIvTIKI

Amoppoégnon

H pelo&ikdipn amoppo@dtor TANPOS LETA TV OO TOV GTOUATOC YOPNYNON Kol EXLTVYYEVOVTOL
UEYIOTEC GUYKEVTPMOELS GTO TAAG L TOV aipatog mepinmov 4,5 dpeg petd amod T yopnynon. Otav 1o
TPOIOV YOPMNYEITUL COLPOVA LE TO TPOTEVOLEVO OOGOAOYIKO GYNLLOL, EMLTVYYAVOVTOL OTAOEPES
GUYKEVTIPMGELS LEAOEIKAUNG GTO TAAGHO TOV OiUaTog T Og0TEPN NUEPQ TNG Bepameiag.

Kotavoun

Yrhpyet ypoppikn oyéon Hetalh g YopnyouLEVNG dOOTG KAl TNG CLYKEVIP®ONG GTO TAAGLLO TOV
aipartog, 1 omoia mapatnpeital 6to pacpa ™G Bepanevtikng 66one. Ilepinov 10 97% g peho&ikdung
oLVOLETOL UE TIC TPWTEIVEC TOL TAdGpaToG. O dykog Katavoung eivan 0,3 1/kg.

MetafoMopog

H pedo&ucdpn avevpioketor Kupig 6T0 TAAGO TOV CULOTOC, ATEKKPIVETOL KUPI®MG LECH TNG YOS,
EVO T 0VPO. TEPLEYOVY LOVO Ty amd To apytkd Tpotov. H pelo&ikdun petaporiletor og pua
OAKOOAN, 6€ TapAywyo 0E€0G Kot 6€ Peptkog moAtkovg petaforites. OAot ot KOpiot petaforiteg
€yovv amoderydel eapUOKOAOYIKE avevePYOL.

AmofoAn

O ypovog nuilmng g perosikapung eivar 24 apec. [epinov to 75% g yopnyovpevng doong
omoPAAAETOL LEGH TV KOTPAV®V KOl TO DTOAOUTO HEGH TMV OVPM®V.

5. OAPMAKEYTIKA XTOIXEIA

5.1 Kopeg acvpparotnreg

Agv 16y0eL.

5.2 Awpkera Lomg

Avdgpxela {ONG TOL KTNVIOTPIKOV QAPUAKEVLTIKOD TPOIOVTOG COLPMVA LLE T1) GVOKELOGIO TOANONG:
3 ém.

Avdprera {ong TV SLoy@PIGUEVOV SICKIMV LETA TO TPOTO AVOLYLLX TNG GTOLEIMIOVE GCLOKEVUGING:
3 nuépeg.

16



5.3 Iowitepeg Tpo@uAGEELS KOTE TN OVAXEN TOV TPOidVTOG

Agv vtapyovv 181KEG 0dNYieg S10THPNONG Y10 GVTO TO KTNVIUTPIKO QUPUAKEVTIKO TPOTOV.
Omo1adMmoTe OYPNOILOTOINTO TUAIATO SICKIWV TPETEL VO EMMGTPEPOVTOL TNV OVOLYLEVT KOWEAT KOl
GTO KOLTI.

5.4 ®@Yon kal 6HVOES TGS GTOLYELDOOVS GVOKEVUGIOG

Meloxoral 1,0 mg paccopeve diokia

Meloxoral 2,5 mg pocopevo diokia

Koyéheg OPA/adovpviov/PVC//PVC-PVDC/alovpviov ov epiéyovv 10 diokia o€ Kovti and
YOPTOVL.

Meloxoral 4.0 mg pacopeva diokia
Kvoyéreg OPA/ahovpviov/PVC//PVC-PVDC/olovpviov Tov epiéyovy 5 d1oKio 6€ KOUTi 0md
YOPTOVL.

2VOKELOGIEC:
Kovti amd yoptovi 30, 50 1 100 diokiwv.

Mmropei va, unv KuKAOPOpPOUV OAEG 0L GLOKEVAGIES.

5.5 Edwkég mpo@uiagels améppuyng vog un YPNSIRoTot]0£vToc KTNVIATPIKOD QUPRIKEVTIKOV
TPOIOVTOG 1] GAAOV VAK®OV TTOV TPOEPYOVTUL OO T1) Y P1)G1] TOL TPOIOGVTOS, UV VAP OVY

Ta eapuaKo dev TPETEL VAL OTOPPITTOVTOL LECH TOV ADUATOV 1] TOV OIKIAKMOV OTOPANTOV.
XPp1MGILOTOGTE TPOYPAUUATO EXIGTPOPNS POPUAK®V Y1 TV OTOPPIYT UT] P OLOTONOEVTDV
KTNVIOTPIK®V POPUOKEVTIKOV TPOIOVI®V 1| GAA®V VAIK®V OV TPOEPYOVTOL OO TN YPNOT TOVGS
GOUQ®VA LLE TIG TOTKEC OTOLTHOELS KOl LLE TUYOV €0VIKA GUGTHHOTO GUAAOYNG TOL IGYVOVY Yid TO.
GYETIKA KTNVIOTPIKE QAPLOKEVTIKA TPOTOVTOL.

6. ONOMA TOY KATOXOY THX AAEIAYXY KYKAO®OPIAX

Dechra Regulatory B.V.

7. APIOMOZXZ(OI) AAEIAY KYKAO®POPIAX

Meloxoral 1,0 mg paoc®dueva S16Kio Y10, GKOAOVG:
EU/2/10/111/009 30 dwokia
EU/2/10/111/010 50 dwokia
EU/2/10/111/011 100 dwokia

Meloxoral 2,5 mg paocodueva S1oKio Y10, cKOAOLE:
EU/2/10/111/012 30 dwokia
EU/2/10/111/013 50 dwokia
EU/2/10/111/014 100 dwokia

Meloxoral 4,0 mg paoc®dueva S10Kio Y10, GKOAOLE:
EU/2/10/111/015 30 dwokia
EU/2/10/111/016 50 dokia
EU/2/10/111/017 100 dwokia
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8. HMEPOMHNIA MPQTHX ETKPIZHX

Huepounvia Ing éyxpiong: 30.11.2022

9. HMEPOMHNIA TEAEYTAIAX ANAGEQPHXHX THX IIEPIAHYHX TQN
XAPAKTHPIZTIKQN TOY ITPOIONTOX

{MM/EEEE}

10. TAZEINOMHZIH TOQN KTHNIATPIKOQON ®APMAKEYTIKQN ITPOIONTQN
Na yopryeitar pOvov pe KINVIOTPIKT GUVTAYT).

Aentopepeic TANPoQOopieg Y10 TO €V AOY® KTNVIATPIKO QOPLOKEVTIKO TPoidv eivar dtabéciec otn fdaon
dedopévov e EE yuo 1o ktnviatpukd wpoidvta (https://medicines.health.europa.eu/veterinary).
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ITAPAPTHMA 11

AAAOI OPOI KAI AITAITHXEIX THX AAETAY KYKAO®OPIAX

Kavévag
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ITAPAPTHMA 111

ENNIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX
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A. EIIIXHMANXH
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IHHAHPO®OPIEX ITIOY IIPEITEI NA ANAI'PA®ONTAI XTHN EZEQTEPIKH
XYXKEYAXIA

XapTtivo kovti

1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Meloxoral 1,5 mg/ml ndéc1po evardpnuo

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

Kda0e ml nepiéyet:

Meho&uchin 1,5 mg.

3.  TYEKEYAXIA

10 ml
25 ml
50 ml
125 ml
180 ml

| 4. EIAOX(H) ZQOY(QN)

YKxOAOL /”

| 5. ENAEIZEIZ

‘ 6. OAOI XOPHI'HXHX

Amd o1épaTOG XPTION.
AvoKivioTte KOAG TPV Oto T Ypnon.

‘ 7. XPONOI ANAMONHX

‘ 8. HMEPOMHNIA AHEHX

Exp. {up/ecee}

Metd to Gvotypa, xpnomn evrtog 6 pnvov.
Metd to TpdTo dvorypa, ypnon £mg. ..

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

Awfaote T0 PUALO 0INYIOV XPNOTG TPV O TN YPNOT.

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

ATOKAEIOTIKA Y10 KTNVIOTPIKN (PNoM.

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

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

13. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Dechra Regulatory B.V.

14. APIOMOI AAEIAY KYKAO®OPIAX

EU/2/10/111/005 10 ml
EU/2/10/111/001 25 ml
EU/2/10/111/002 50 ml
EU/2/10/111/003 125 ml
EU/2/10/111/008 180 ml

‘ 15. APIOMOZX ITAPTIAAX

Lot {apBuog}
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HHAHPO®OPIEX ITIOY IPEITEI NA ANAI'PA®ONTAI XTH XTOIXEIQAH
XYXKEYAXIA

®rain Tov 125 ml 1 180 ml

1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Meloxoral 1,5 mg/ml ndéciuo evaumpnpo

| 2. IYNOEXIH XE APAXTIKH(EX) OYZIA(EL)

Melo&uchin 1,5 mg/ml

| 3. EIAOX(H) ZQOY(QN)

EK’()XOV”

‘ 4. OAOI XOPHI'HXHX

Amo otouaTOC YpN o).
AwBdote T0 PUALO 0NV YPAONG TPV OO TN YPNOT).

‘ 5. XPONOI ANAMONHX

‘ 6. HMEPOMHNIA AHEZHX

Exp. {up/ecee}

Metd to Gvotypa, xpnomn evtog 6 pnvov.
Metd to TpdTo dvorypa, ypnon £mg. ..

‘ 7. EIAIKEYX YYNOHKEX AIATHPHXHX

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

Dechra Regulatory B.V.

‘ 9. APIOMOZX ITAPTIAAX

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

®uain Tov 10, 25 17 50 ml

1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Meloxoral

‘ 2. NNOXOTIKA XTOIXEIA TQN APAXTIKQN OYXIQN

Melo&ucaun 1,5 mg/ml

‘ 3. APIOMOZX ITAPTIAAX

Lot {ap1Buoc}

‘ 4. HMEPOMHNIA AHEHX

Exp. {up/ecee}

Metd to dvorypa, xpnon evtog 6 pnvov.
Metd to TpdTo dvorypa, ypnon £mg. ..
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IHHAHPO®OPIEX ITIOY IIPEITEI NA ANAI'PA®ONTAI XTHN EZEQTEPIKH
XYXKEYAXIA

XapTtivo kovti

1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Meloxoral 0,5 mg/ml ndéc1o evardpnuo

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

Kda0e ml nepiéyet:

Meho&uchin 0,5 mg

3.  TYEKEYAXIA

5 ml
10 ml
25 ml

| 4. EIAOX(H) ZQOY(QN)

Idteg ‘
(

| 5. ENAEIZEIZ

| 6. OAOI XOPHTHZHX

Amo6 oTOUATOC Y PNOT).
Avakwvnote koAl Tpv omd T (pnon.

7. XPONOI ANAMONHX

Agv 1oy0et.

‘ 8. HMEPOMHNIA AHEHX

Exp. {up/ecee}

Metd to Gvotypa, xpnomn evrog 6 pnvov.
Metd to TpdTo dvorypa, ypnon £mg. ..

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

Awfaote T0 PUALO 0INYIOV XPNOTG TPV O TN YPNOT.

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

ATOKAEIOTIKA Y10 KTNVIOTPIKN (PNoM.

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

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

13. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Dechra Regulatory B.V.

14. APIOMOI AAETAY KYKAO®OPIAX

EU/2/10/111/007 5 ml
EU/2/10/111/006 10 ml
EU/2/10/111/004 25 ml

‘ 15. APIOMOX ITAPTIAAX

Lot {apBuoc}
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EAAXIETEX ENAEIZEIX IIOY ITPEIIEI NA ANAT'PA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

DA Tov 5,101 25 ml

1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Meloxoral

‘ 2. IHOXOTIKA XTOIXEIA TQN APAXTIKQN OYZIQN

Meho&uchin 0,5 mg/ml

‘ 3. APIOMOZX ITAPTIAAX

Lot {apBuog}

‘ 4. HMEPOMHNIA AHEHX

Exp. {uweeee}

Metd to dvotypa, xpnomn evtog 6 pnvov.
Metd to TpdTo dvorypa, yxpron £ag. ..

28



ITAHPO®OPIEX I10Y IIPEIIEI NA ANAI'PA®ONTAI XTHN EZQTEPIKH
XYXKEYAXIA

Xaptivo kovti

1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Meloxoral 1,0 mg pacopeve diokio
Meloxoral 2,5 mg pacopeve diokio
Meloxoral 4,0 mg pocopeva diokio

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

Meho&whun 1,0 mg
Meho&apn 2,5 mg
Mero&apn 4,0 mg

|3.  XIYZKEYAXIA

30 pacopeva diokia
50 pacopeva diokia
100 pacopeva diokio

| 4. EIAOXZ(H) ZQOY(QN)

TKOA0L ”

| 5. ENAEIEEIZ

| 6.  OAOI XOPHTHZHX

Ao otONaTOC YpNOT).

‘ 7. XPONOI ANAMONHX

‘ 8. HMEPOMHNIA AHEHX

Exp. {up/ecee}

Aldpketa {ong Tov Soyopopévav doKImV HETE TO TPADTO AVOLYLLOL TG CTOLYEINOOVS CLGKELOGING:
3 nuépeg.

9. EIAIKEX XYNOHKEX AIATHPHXHX
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Omo1adMmToTE OrYPNOILOTOINTO TUAATO LACHUEVOV OGKI®MV TPETEL VA, EMGTPEPOVTOL GTIV OVOLYUEVT
KOWYEAT KOl 0TO KOUTL.

‘ 10. OI AEEEIX «<AIABAXTE TO ®YAAO OAHTTQN XPHXHX IIPIN AITIO TH XPHXH»

Awfaote T0 PUALO 0INYIOV XPNOTG TPV O TN (PNOT.

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

ATOKAEIOTIKA Y10, KTNVIOTPIKN YPNOM.

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

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

13. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Dechra Regulatory BV

14. APIOMOI AAEIAY KYKAO®OPIAX

EE/2/10/111/009 30 dokia
EU/2/10/111/010 50 éwokia
EU/2/10/111/011 100 sokia

EE/2/10/111/012 30 dwokia
EU/2/10/111/013 50 Swokia
EU/2/10/111/014 100 dokio

EE/2/10/111/015 30 dwokia
EU/2/10/111/016 50 Swokia
EU/2/10/111/017 100 diokio

‘ 15. APIOMOX ITAPTIAAX

Lot {apBuoc}
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HHAHPO®OPIEX ITOY NPEITEI NA ANAI'PA®ONTAI XTH MIKPH XTOIXEIQAH
XYXKEYAXIA

KYYEAH AAOYMINIOY

1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Meloxoral
Meloxoral
Meloxoral

‘ 2. IHOXOTIKA XTOIXEIA TQN APAXTIKQN OYZIQN

Melo&uchun 1,0 mg
Mero&capn 2,5 mg
Melo&ucaun 4,0 mg

‘ 3. APIOMOZX ITAPTIAAX

Lot {apBuoc}

‘ 4. HMEPOMHNIA AHEZHX

Exp. {up/ecee}

Avdpxera {ong TV S0 ®PIGUEVOV dICKIOV LETA TO TTPAOTO AVOLYLLO TNG GTOLYEIMIOVE GLOKEVUCING:
3 nuépeg.
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B. ®YAAO OAHTI'TQN XPHXHX
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OYAAO OAHI'IQN XPHXHX

1. Ovopacio ToOL KTNVIITPIKOD QUPUIKEVTIKOD TPOIOVTOg

Meloxoral 1,5 mg/ml Tdo110 EVaLDPTUA Y10 GKOAOVG

2. 2ovleon
Ka0e ml nepiéyet:

ApPUSTIKO GVGTUTIKO:
Meho&wdun 1,5 mg.

"Exdoya:
Sodium benzoate 1,75 mg

Kitpwo/npdoivo evoaidprpuo.

3. Eion loov
YxOlot ”

4. OepamevTIKég EVOEIEEIG

Koatanpdovon g pAeypovig kot Tov Tovov, 1060 OTIG 0EEIEG 000 Kol GTLG XPOVIEC WDOCKEAETIKEG
dlatapoyéc o€ GKOAOLG.

5. Avtevoeigeag

Noa punv {pNOUOTOLELTAL GE GKOAOVE OV TAGYOVV OO YUOTPEVTEPIKES SLoTaPaYES OTWS, pebiopog
KO OLLoppaLyic, LELOWUEVT) NIOTIKY, KOPOIOKY 1] VEQPIKN AEITOVPYIO KOl OLILOPPOYIKES SLOTAPOLYES.

Na pnv gpnotponoteital og nepintmon vrepevasnciog 610 dpacTikd GLOTATIKO 1) € KATO0 EKSOYOL.
Na pnv ypnotponoteital oe ckOAOVE NMKiog LukpdTepNS TV 6 fdoUddWV.

6. Ewdwkég mposidomonjoelg

Idwitepec mpoLAGEELC Yo TV ac@aAn yprion ota gidn (omv:

No amo@gbyeTOL 1] YPTOT TOL GE APVIATMOUEVE, VITOYKOLUIK, VTOTAGIKE {Da, KaOD VTapyet
EVOEYOUEVOC KIVOUVOG aENEVIC TOETKMONG TOV VEQPOD.

Av16 10 TPOTOV Y100 oKOAOVG dgV B TPEMEL VO Yp1oLponoteiteat o€ Yateg Kabdg dev ivor KatdAAnAo
Y xpNon o€ avTo 1o £idog. Xe yatec Oa mpémel va ypnoponoteitar to Meloxoral 0,5 mg/ml ndécipo
EVOLDPTLLOL.

Idwitepec TpouAdEeic oL pémet va Aapufdvovtol amd To GTOUO TOL YOPNYEL TO KTNVIATPLKO
QOPUAKEVTIKO TTPOTOV og {Da:

Atopa pe yvootn gvaiotncio ota MEA® mtpémel vo amopeuyouy TNV ETAPY| LLE TO KTNVINTPIKO
POPUOKEVTIKO TPOTIOV.

Y& mepinton mov Kotd Aabog vdpéel katdmoon, vo avalntioete apuécmg 1oTpikn fondeia kot va
emdei&ete oTOV 10TPO AVTO TO ECHOKAEIGTO PUAAO OONYIDV ¥PNOEWDS 1] TNV ETIKETO TOV QUPLOKEVTIKOD
TPOIOVTOC.
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Eyxvpocivn kot yodovyio:

H ac@dAieia Tov KTNVIOTPtkoD QopUaKeLTIKOD TPoidvTog dev £xel amoderydel Katd T dLapKeELO TNG
KONONG Kot TNG YOAOLYiOG.

Na unv yopnyeitai o€ £yxva 1 Onialovta (da.

AlMnAenidpacn pe GAAL QOPUOKEVTIKG TPOTOVTO KOl AAAEG HOPOEG OAANAETIOpAOTC:

Alo MEAD, d100pNTIKE, OVTITNKTIKA, OLIVOYAVKOGIOKA OvTIPLOTIKA Kot 00Gieg e vynAod Poadud
GUVOEDTG LE TIC TPMOTEIVEC, UTopel va avtayvilovTol 6T GUVOEST] KOl Vo, 001YOUV €161 GE TOEIKES
avtpdoels. To Meloxoral dev npémel va yopnyeitan pe dGiia MEAD 1 YAVKOKOPTIKOGTEPOELDT.
[Tponyoduevn aymyn e avIIPAEYUOVMOEIS 0VGiEG UITOPEL Vo 001 YNOEL G€ eMmPpOoheTeg 1| EMAVENUEVEG
avemBounteg evEPYELES Kal KATO GLVETELN Oo TPETEL VO SIOKOTTETOL 1] YOPTYNGT TOVGS Y10, £VO, YPOVIKO
duotn e, Tovidylotov 24 @pav, mpwv ond v Evapén e aywyns. Ilapdia awtd, n ypovikn mepiodog
amd v mponyovuevn Bepameio péypt v Evapén g véog Bepaneiac, Ba eEaptndel and Tig
(QOPULOKOKIVITIKES WOLOTNTES TOV QOPUAK®VY oV glyav ypnoiponomBel mponyovpuévac.

Yrepdocoroyia:
Xe mepintwon vaepdocsoloyiag, Ba mpémet va yopnynOel cupnTouatikn Oepomeio.

7. AvemOOpunta cvppavra

XKoAot:
IToAb omdvio Andreto g opeEng', Anddeia!
(<1 oo / 10.000 vid Oepameia, "Buetoc!, Adppora!, Afpo ota kdémpaval2, Aypoppoyiky
GUUTEPIAAUPAVOLEV®Y TMV dappora!, Apatépeon!, Taotpeviepucd édxn', Eixog
UELOVOUEVOV OVOPOPDOV): rentob eviépov!, Eikog mayog eviépov!

Ne@piky avendpketo!

Avénpéva nratikd Eviopa!

' Avtéc o1 avtidpdoeig svpBaivovv péoo yevikd oty tpdtn efdopddo g Oepomeiog kot eivot otic
TEPIOCOTEPEG TEPITTMGELS TAPOOIKEG KO TOPEPYOVTAL LETE TN Slakonn Tng Bepameiog, aAld ot
OTAVIEC TEPIMTAOOELG Umopel va eivan cofapég i Bavateodpes. Edv mapoatnpnbovv avemBounteg
EVEPYELEG, TOTE TPEMEL VO dlakomTeTOL 1) Ogparneia kan vo {noei n cupfovin kTnvidtpov.

2 v

H avagopd avemBountov coppdviov eivar onpavtikn. Exitpénet tn cuveyn mopokoiovdnon g
ao@dAelag evog mpoidvtoc. Edv mapatnpnoste omoladmote avemBOunt evEPYELD, KOO Kol oV OgV
OVOQEPETOL OTO EGOKAEITTO GUAAO 0INYIDV YPNOTG 1 AUPIPAALETE Y10 TNV OMOTEAEGLATIKOTITO TOV
QOPUAKOV, TOPAKOAEIGOE VO EMIKOIVOVIGETE, KATAPYAC, LE TOV KTNVIaTPd cag. Mropeite eniong va
AVAQPEPETE OTTOLOONTOTE OVETLOOUNTO CLUPAVTA GTOV KATOYO TNG ASEWG KUKAOPOPING
YPTCULOTOIDVTOG TO GTOLYELN EMKOVMVIONG GTO TELOG AVTOD TOL PVAAOD 0dNYIDV XPHOTG, | HEC® TOV
€Bvikod Gog cuoTaTOC avapopdg {oTotyein eBviKoD CLGTALATOC).

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

Ao otOUaTOC YpPNOT).

Xopnyeital eite avapepelyéVo Le TV TPOPN 1 omevbeiog 6To GTOLAL.

Aocoloyia.

Apyu Bepameio givon o epdmaé d6on tov 0,2 mg pelo&ucaung/kg copatikov Pépovg katd tnv
mpmtn nuépa. H Bepaneio mpémnet va cuveyiletor Kabnuepva pe yopnynon amod to otopa (o€

pecodwactipata 24 mpdv) otn 66om cuvtiipnong tov 0,1 mg peho&ikaung/kg copatikov Papovg.
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IMao paxpoypoévia Bepameia, Otav Topatnpndel KAvikn avtomokpion (LETA >4 nuepadv), 1 6661 TOV
Meloxoral pmopei va puBuictetl otn xounAdTEPT OTOTELEGUATIKN ATOMIKT 0OGT, 1] oTToia eKQPALEL TO
yeYovAg 0Tt 0 Babpdc Tov THVOL Kot TNG PAEYLOVIG TTOL OXETICETOL LE TG XPOVIEC LWDOCTKEAETIKEG
dratapayéc, pmopel va mokidAel otn StdpKeELD TOL YPOHVOUL.

YuvnBog mapatnpeitan KAk avtandkpion oe 3—4 nuépes. H Bepaneio mpémet va dakomTeTon PHETA
amd 10 nuépeg o ToAD, av dev mapatnpnOel eppavig Pedtioon g KAVIKNG E1KOVAG.

9. Oonyieg Yo T 6T Lopiynon

AvoKiviioTte KOAG TPV oo T ypnon.
To evanmpnua, puropei va yopnynoet ypnoyomoldvtog t docoueTpiky ovpryyo Meloxoral (mapéyetot
HECH GTI CLOKELAGIA).

H o0pryya npocoppdletor 6To oTayovOoUETpo TG OLEANC Kat £xel KAipoka Babporoynuévn katd kg
cOUATIKOV BApovg, 1| omoia avtioTolyel otn d6on cuvtrpnons. Etot, yia v évapén tng Oepaneiog
KaTd TNV TPAOTN NUEPa, Bo amartnBel SumAdoio 066m amd keivn TG OGNS GLVTNPNOTG.

Metd amd kdbe 6001, TO POYYOS TNG GUPLYYAG TPEMEL VoL KoBapileTOl KOl TO IO TNG PLIANG VO
Baverar ceiytd. H ocOptyya mpémel va amodnkeveTol 610 YOPTOVEVIO KOVTL TG HUEXPL TNV EMOUEVT
xpfion me.

IMa v amoevy”| empoivvens omd eEMTEPIKOVG TOPAYOVTEG KOTA T SLIPKELR TNG YPTONG, OL
TAPEYOUEVEG GUPLYYEG TTPETEL VO YPT|CLUOTOLOVVTOL UTOKAEIGTIKA Y10 TN XOPTYNOT] TOV GUYKEKPUUEVOD
TPOiOVTOG,.

[dwaitepn mpocoyn| mpémet va Aappdvetat oe 0,TL apopd TV akpiPn xoprynon g oo6onG.
IMopakareicOe vo axorovBeite TPOGEKTIKA TIC 00T YIES TOV KTNVIATPOUL.
10. Xpévor avapoviig

Agv 1oyVeL.

11. EIAIKEX YXYNOHKEX AIATHPHXHX
Na euAdooetol o 0éom, TV onoia dev PAETOLY KoL dev Tpoceyyilovv Ta TadLd.

Agv vTapyovv 101KEG 0dNYieg S10THPNOTG Y10 AVTO TO KTNVIATPIKO QUPUAKEVTIKO TPOTOV.

Na pn ypnoponoteital avtd To0 KTNVINTPIKO QOPUOKEVTIKO TPOTOV LETE TNV nuepounvia AnEng mov
avaypAQETOL GTO KOUTE Kot 6Tn GéAn petd to Exp. H nuepounvia Anéemg ovpmintet pe tnv tekevtaio
NUEPO TOV GLYKEKPIUEVOL UV

Awgpxeta {ong petd 1o TpdTo dvorypa Tov mEPEKTN: 6 UNVEG.

12. Ewwkég mpo@uracers amoppryng

Ta pappoko dev TPEMEL VOL ATOPPITTOVTOL HECH TOV AVUATMV 1 TOV OIKIOKOV OTOBANTOV.
Xp1GILOTOGTE TPOYPAUUATO, EXIGTPOPNS POPUAK®V Yo TV OTOPPIYT U1 XPTOOTONOEVT®DV
KTNVIOTPIK®V POPUUKEVTIKGV TPOIOVI®V 1 GAL®Y DAIK®OV OV TPOEPYOVTOL Amd TN P11 TOVS

GOUQ®VA, LLE TIG TOTIKEC OTALTNOELS KAl LLE TUYOV 1oYbovTa £B8ViKA cuoTiato cvALoYNG. Ta pétpa
OVTA ATOCKOTOVV GTNV TPOGTAGia TOV TEPIPAALOVTOC.
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2opPovievbeite Tov KTNViaTPO GOC 1) TOV POPLAKOTOLO GAG Y10, TOV TPOTO ATOPPLYNG TV
YPNOUOTOMOEVTOV QUPUAK®Y.
13. Toe&vépunon TOV KTNVIETPIKAV QUPUIKEVTIKOV TPOTOVTMOV

Noa yopryeitar HOVoV e KTNVIOTPIKT GLVTAYT).

14. Ap1Opoi o105 KUKAOQPOPIOS KUl GUGKEVUGIEG

EU/2/10/111/005 10 ml
EU/2/10/111/001 25 ml
EU/2/10/111/002 50 ml
EU/2/10/111/003 125 ml
EU/2/10/111/008 180 ml

Kovti amd yoptovi mov mepiéyet pia eidan tov 10, 25, 50, 125 v 180 ml.
Mmopei va, unv KokAo@opoHV OAEC 01 GLCKEVUGIEC.

15. Hpepopnvia teievtaiog avade®pnong Tov UALOL 03NYIAOV YP1ONG
{MM/EEEE}

Aentopepeic TANpo@opiec Yo T0 v AGY® KTNVIATPIKO QOPHOKEVTIKO TPoiov eivan dtabéaipeg ot
Baon éedousvay tne EE v to ktnviatpkd wpoidvro, (https://medicines.health.europa.eu/veterinary).

16. Xroygio emxovoviag

Kétoyoc tne ddstog kKukAo@opilac Kol GTOLYELN ETKOWVOVIOG Y10 TNV ova@Oopa THaVOAOYOOLLEV®Y
OVETOOUNTOV EVEPYELDV:

Dechra Regulatory B.V.

Handelsweg 25

5531 AE Bladel

OMowvoio

TnA.: +31 348 563434

Topaockevootng LVTeEVLOVVOC Y10 TNV ATEAELOEPMGT TV TOPTIOWV:
Produlab Pharma B.V.

Forellenweg 16

4941 SJ Raamsdonksveer

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

OYAAO OAHI'IQN XPHXHX

1. Ovopacio ToOL KTNVIITPIKOD QUPUIKEVTIKOD TPOIOVTOg

Meloxoral 0,5 mg/ml TGO EVOLOPTLLO Y10, YOTES

2. 2ovleon
Ka0e ml nepiéyet:

ApPOOTIKO GVGTATIKO:
Meho&udun 0,5 mg.

"Exd0y0:
Sodium benzoate 1,75 mg
Kitpwo/npdowvo evaidprpo.

3. Eion Loov

Iéteg ‘

4. OepamevTiKég evosielg

Koatampdoven tov Tdvou kot TG AEYLUOVIG OTIC YPOVIEG LDOCKEAETIKES OLATOPAYES GE YUTEC.

5. Avtevoeigeig

No punv {pNOUOTOLEITUL OE YATEG LLE YUOTPEVTIEPIKA SLOTAPOUYEC OTMC, EPEBIGLOC Kal arpoppayia,
UELMUEVT] MTTOTIKY], KOPOIOKT 1 VEQPIKT AEITOVPYIO KOl QHOPPAYIKEG OUTAPOYES.

Na unv xpnoonoteital o€ mepinTmon vaepevoIcHnciag 6To dPASTIKO GLGTUTIKO 1| O KATOL0 EKO0YCL.
Na punv gpnotponoteitatl og yateg nAtkiog pikpotepng tov 6 efOopddmy.

6. E101kéc mpoE1domonceLs

Idwitepec mpoLAGEELC Yo TV ac@ain yprion ota gidn Lomv:

Noa amo@edyetat 1 ¥p1oN TOV GE APLIATWUEVO, VITOYKALULIKE, VTOTAGIKA (M, KaBmG vITdpyeL
evdegyoIevoc Kivouvog avénpévng To&ikwong Tov veppov.

H avrtandkpion ot pokpoypdvia Bepamneio, 0o mpénet va mopakolovbeitol og TAKTA YpOovIKA
SlooTNHOTO OO TOV KTNVINTPO.

Idwitepec TpoLAGEELC TOL TPEmeL va AauBdvovTal amd To ATOUO TOL YOPNYEL TO KTNVINTPIKO
QopuakeLTKd Tpoidv oe {da:

Atopa pe yvootn evaictncio oto MEZA®D mtpémel vo amopedyovy TNV ETAPT L€ TO KTNVIATPIKO
QOPUOKEVTIKO TPOIOV.

e mepintwon mov kotd AdBog vrdpéel Katdmoon, va avalntnoete auécms wtpikn fondeta Kot vo
emoeitete oTOV 10TPO AVTO TO ECHOKAEIGTO PUAAO 0ONYLDV XPNCEWDS N TNV ETIKETO TOV QOPHAUKEVLTIKOD
TPOIOVTOC.

Eyxouocvvn kot yorovyio:
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H aoc@dieia Tov KTNVIOTPIkoD QopUaKeLTIKOD TPoidvTog dev Exel amoderydel Katd T dlapKeELo TNG
KONONG Kot TNG YoAOLYioG.
Na unv yopnyeitai o€ £yxva 1 Onhalovta (da.

AlMnAenidpaon pe GAAL QOPLOKEVTIKA TPOTOVTA KOl AALEG HOPPES aAANAETIOpAOTC:

Ao MEAD, 5100pNTIKA, OVTITNKTIKA, GUIVOYAVKOGIOIKA avTIBLOTIKG Kol 0VGiEG pe VYNAG Babud
GUVOEGT|C UE TIG TPWOTEIVEG, Uopel va avtayviloval 6T cOVOEST] Kot Vo 001 YoV £T01 6€ TOEKEG
avtdpdoeis. To Meloxoral dev mpémel va yopnyeitar pe aiia MEAD 1 yAvkokoptikooteposidn. H
TAPUAANAT YopNYNoN TOAVOG VEPPOTOEIKMV KTNVIOTPIKOV QUPUOKEVTIKOV TPOIOVTIOV TPETEL VO
OmoPEVYETAL.

IIponyovpevn aywyn He aVTIPAEYUOVAOIELS OVGIEC UmopEl va, 0ONYNOEL o8 EMMPOGHETEC N EMOVENEVEC
avemBounteg evEPYELES Kal KATO GLVETELN Oo TPETEL VO SIOKOTTETAL 1 YOPTYNGCT] TOVLGS Y10, £VO, YPOVIKO
dlon e, ToVAdyIoTOV 24 POV, TPV omtd TNV Evapén g aywyng. [lapdia avtd, n ypovikn mepiodog
amo Vv mponyovuevn Bepoameio péypt v Evapén g véog Bepaneiog, Oa e&aptndel amd Tig
QOPUOKOKIVITIKEG 1O10TNTEG TV QUPHAK®Y TOL £lyav XPNOIHLOTOMOEL TPOTNYOLUEVMC.

Ynepdocoroyia:

H pelo&ucdipn €xet pikpod Bepomentikd e0poc acPAAELNG OTIS YATEG KOl LITOPOVV VO Tapotrpnoovv
KAWVIKG GUURTOUATA VTEPOOGOAOYING, LETE OO OYETIKA LIKPA EMImEd VTTEPOOTING.

Y& TePINTOOT VTEPSOGOAOYING, O1 OVETIBVUNTEG EVEPYELES, OTMG OTEG AVAPEPOVTOL GTIV TAPAYPOUPO
«AvemBounTa cupPavToy, avapuéveTal va eival coPapOTEPEG KOl CLUYVOTEPEG. € TEPITTOON
vrepdocoroyiag, Oa mpémel va yopnynbel cupntopotikn Oepaneio.

7. AvemOdpunta cvppavra

Tdrec:
IToA0 omdvia AndAeto g 6peEng!, Anddeia!
(<1 {do / 10.000 vro6 Oepameia, 'Buetoc!, Awéppora!
GUUTEPTAAUPOVOUEV®V TOV Negpikr] avendpreio!
UELOVAOUEVOV OVOPOPDV): Avénpéva nratikd Evioua!
Ampoodiopion cuyvotnta (dev Aipa oto kOTpova!?
umopet va ektiunOei pe fdon ta
draBéatpa dedopéva)

I Autég o1 avem@Ounteg evépyeteg, eival oTic TEPIocOTEPEG MEPIMTAOGELS TaPOdIKES Kot eEopavilovton
UeTd TN Srakon tng Bepameiag, aAlG o€ OTAVIEG TEPITTMSELS Pmopel va, gival coPapég M
Bavatneodpec. Eav mapatnpnBodv avembounteg evépyeteg, T0Te Tpémet vo dakonteton 1) Oepomeial kot
va {ntnBei n cupPovAn KtnvidTpov.

24om

H avagopd avemBountov coppdviov eivar onpavtikn. Exitpénet tn cuveyn mopokoiovdnon g
aoQUAELNG EVOG TTPOIOVTOC. EQV Tapatnprioete 0moadnmote avemBOUNTI EVEPYELD, KOO KOL OV OV
AVAQPEPETOL GTO ECAOKAEIGTO PVALO OONYIDV ¥PNONG 1 CUPIPAALETE VIO TNV OTOTELEGUATIKOTITO TOV
oappdxov, mapokaieiches vo eTKOVOVNGETE, KaTapyds, Le ToV KTviatpd coc. Mmopeite emiong va
avapépete omoladNToTe avemBHUNTO GLUPAVTA GTOV KATOYXO TG AdEWG KUKAOPOPIaG
YPTCLLOTOIDVTOG T GTOLYELN EMKOVMVING 6TO TEAOG AVTOD TOL PVAAOL 0dNYIDV XPoMG, N LEG® TOV
€0vikod Go¢ cuoTHATOC avaPopdg {oTotyein eBVIKOD CLGTALOTOC).

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

Amo6 otONaTOC YpPNOT).
Xopnyeitol gite avapeUeyuévo Ue TV Tpoen N anevbeiog 610 GTOUA.

Aocolroyia
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Apyixn Bepomeio givor po epdmaé and tov otdépatog 66on Tov 0,1 mg peho&ikaung/kg couoTikon
Bapovg katd v Tpdyn nuépa. H Bepoameio and 1o otopa mpémnel va cuveyileton kabnuepva (e
pecodactnuate 24 mpdv) otn cuvinpntiky 66on tev 0,05 mg perodikdungkg copoticon Bapovg.

2ovnBwg mapatnpeital KMvikn aviomoxkpion oe 7 nuépes. Eav petd and 14 nuépec to apydtepo dev
mapotnpndet eppavig ertimon g KAvikng ekdvog, 1 Bepaneia tpénel va dtokonteTal.

9. Oonyieg Yo ™) c®GTI) YOpRYNON

Avakwvnote koAl Tpv omd T (pnon.
To evaumpnua, propet vo yopnyndel ypnoiomoimvtog T 00GoUETPIKY cVuptyyo Meloxoral (mapéyeton
HECO GTI CLOKELAGIA).

H ovpryya npocapudletor 6To otoyovopeTpo g Qraing Kot £xet KAipako fodporoynuévn katd kg
cOUOTIKOV BApovg, 1| omoia avtioTolyel otn d6on cuvtrpnons. Etot, yio v évapén tng Oepaneiog
KaTd TNV TPOTN NuEPa, Bo amartnBel Sumhdcia 06on amd ekeivn TG OGNS GLVTNPNOTG.

Metd amd kdbe 600m, TO POYYOS TNG GUPLYYAG TPEMEL VoL KoBapileTOl KOl TO TAOUO TNG PLIANG VO
Bavetor ceiytd. H ocbptyya Tpémel va amodnKevETAL GTO YOPTOVEVIO KOVTL TNG HEXPL TNV ETOUEVT
xpion me.

IMa v amoevy”| empoivvens omd eEMTEPIKOVG TOPAYOVTEG KOTA TN SLIPKELR TNG YPTONG, OL
TaPEXOUEVES GUPLYYEG TTPEMEL VAL YPTCLLOTOLOVVTOL OTOKAEIGTIKA Y10l TN XOPTYNOT TOV GUYKEKPUEVOL
TPOIOVTOG,.

Idwaitepn mpocoyn mpémet va Aappavetol og 0,TL apopd TV aKpPn xoprynomn g o6ong.
IMopakadeiche vo akorovBeite TPOGEKTIKA TIC 00T YIEC TOV KTNVIATPOUL.
10. Xpévor avapoviig

Agv 1oy0eL.

11. EIAIKEX XYNOHKEX AIATHPHXHX

Na pvidooetal o€ BEom, TV onoia dev PAETOLY Kot dev Tpooeyyilovv Ta TALdd.
Agv vapyovVv e101KEC 00N YiEC S1OTHPNONE Y10 OVTO TO KINVIATPIKO POPLOKEVTIKO TPOTOV.

No pn xpnotpomoteital antd 10 KINVINTPIKO POPUOKEVTIKO TPOidV LETA TNV NuEpounvia ANENG mov
avaypAQETOL 6TO KOUTL Kot 6T GéAn petd to Exp. H nuepounvia Anéemg cvpmintet pe tnv tedevtaio
NUEPO TOV GLYKEKPUEVOL LNV

Avdgpxera {ong LETE TO TPMTO AVOLYUA TNG GTOXEIDOOVE GUCKELOGTNG: 6 UNVEGS.

12. Ewwkég mpo@urdacers amoppryng
Ta eapuaKo dev TPETEL VAL OTOPPITTOVTOL LECH TOV ADUATOV 1) TOV OIKIHK®OV OTOPANTOV.

XpNOOTOINOTE TPOYPAULOTO ETICTPOPNC PAPUAK®OV Y10, TNV ATOPPIYN U1 XPNCLOTONOEVTOV
KTNVIOTPIK®V POPUUKEVTIKGV TPOIOVI®V 1 GAL®Y DAIK®OV OV TPOEPYOVTOL Amd TN YP1ON TOVG
GULPOVE, LLE TIG TOTIKEG OOITNOEL KOl e TUYOV 1oybovTo eBvikd cuotiuate cuAloyne. Ta pétpa
OUTE OTOGKOTOVY GTIV TPOGTAGIO TOL TEPPAAAOVTOC,.

2opPovievbeite Tov KTNVIOTPO GOC 1} TOV POPLAKOTOLO GAG Yo, TOV TPOTO ATOPPIYNG TV
YPTOILOTONOEVTOV QOPUAK®V.
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13. Ta&vépunon TOV KTNVIETPIKAV QUPUIKEVTIKOV TPOTIOVTMV

Noa yopryeitar LOvVov e KTNVIOTPIKE GLVTAYT).

14. ApwOpoi doc1og KVKLOQOPIOG KOl GVGKEVUGIEG
EU/2/10/111/007 5 ml

EU/2/10/111/006 10 ml

EU/2/10/111/004 25 ml

Kovti amd yoptovi mov mepi€yet pia erdan tov 5, 10 1 25 ml.

Mmropei va, unv KoKAOPOpPOUV OAEG 0L GLOKEVAGIES.

15. Hpepounvia tedevtaiog avaBe@pnong Tov GUALOV 00NYIAOV YPNGNS
{MM/EEEE}

Aentopepeic TANpo@opiec Yo T0 v AGY® KTNVIATPIKO QOPHOKEVLTIKO TPoiov eivan dtabéaipeg ot
Baon dedouévarv e EE ya ta ktnviotpikd npoidvta (https://medicines.health.europa.eu/veterinary).

16. Xtoyycio emkolvoviag

Kdrtoyoc e dde1ag KUKAOPOPING Kol OTOLYEI ETIKOVAOVIONG Y10 TNV avapopd mifavoloyoduevoy
OVETOOUNTOV EVEPYELDV:

Dechra Regulatory B.V.

Handelsweg 25

5531 AE Bladel

OALavdio

TnA.: +31 348 563434

Tapackevootc VIEVOLYOC Yo TNV OTEAEVOEP®OT TOV TOPTIOWV:
Produlab Pharma B.V.

Forellenweg 16

4941 SJ Raamsdonksveer

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

OYAAO OAHI'IQN XPHXHX

1. Ovopacio ToOL KTNVIITPIKOD QUPUIKEVTIKOD TPOIOVTOg
Meloxoral 1,0 mg pacodpeva diokia yio GKOAOLS

Meloxoral 2,5 mg poacopeva diokio yio GKOAOVG

Meloxoral 4,0 mg pacodpeva Siokia yio GKOAOLS

A YvvOeon

Kda0e pacopevo diokio mepiéyet:

ApPOUSTIKO GVGTUTIKO:

Meloxoral 1,0 mg poocouevo diokio,
Meho&uchin 1,0 mg

Meloxoral 2.5 mg noc®UEVA S10KI0
Meho&ucdun 2,5 mg

Meloxoral 4,0 mg poocouevo dtokio,
Meho&uchin 4,0 mg

Meloxoral 1,0 mg pocopevo diokia

Moomuevo diokio.

Avoytd koeé pe Kapé kniideg, otpoyyvAd Kot kvuptd dwokio 11 mm pe oTowpoedn Soy®PIoTIKN
YPOUUY 0T pHio TAELPAL.

To pacopevo diokio pmopel va dtaympiotei o 2 N 4 ioeg dOGELC.

Meloxoral 2,5 mg pocopevo diokia

Moompuevo diokio.

Avoytd koeé pe Kopé kniideg, oTpoyyvAd Kot kvuptd dwokio 16 mm pe oTOVPOEIDN SLOY®PICTIKN
YPOUUY 0T pio TAELPAL.

To pacopevo diokio pmopel va dtaympiotei o 2 N 4 ioeg dOGELC.

Meloxoral 4,0 mg pacopevo diokia

Moompuevo diokio.

Avoytd koeé pe Kapé kniideg, oTpoyyvAd Kot kvuptd dwokio 19 mm pe oTOwPOEdN SY®PICTIKN
YPOUUY 0T pio TAELPAL.

To pacopevo diokio pumopet va dtaympiotei o 2 N 4 ioeg dOGELC.

3. Eion loov

2Kk0AOL H
(

4. OepamevTiKég evosielg

Kotanpdovon g eAeylovig Kot Tov TOVOVL TOGO OTIG 0&ElEg 060 KOl OTIC YPOVIEG LWVOCKEAETIKEG
SloTapayéc.

5. Avtevoeigeig
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Na punv yopnyeiton o€ yxva 11 OnAdlovta {da.

Na punv ypnotponoteital o {do OV TAGYOLY OId YOSTPEVIEPIKES dlaTOPayES OTMC £peBIoUOG KOt
aloppayic, LELUEVT NTTOTIKY], KOPIIOKN 1] VEQPIKT AEITOVPYIN KOl ALLOPPOYIKEG SLOTOPUYEG.

No un ypnoonoleitolr 6e okOAOLE MAKiog WKpOTEPNG TV 6 gfdopddmv 1 COUATIKOD PAapovg
pikpotepov twv 1,7 kg,

Na punv ypnotponoteital og mepintmon vrepevastnciog 610 dpacTiKd GLOTATIKO 1) GE KATO0 KOO

6. Ewdwkég mposidomonjoelg

Idwitepec mpouABEELC Yo TV 0o@aAn yprion ota £idn Lhmv:

No amopegbyeTal 1 Yp1OT GE 0TO0ONTOTE APLIATOUEVO, VITOYKUUIKO 1] VTOTOCIKO (M0, Kabdg
vdpyel EVOEXOEVOG KIVOUVOG VEPPIKNG TOEIKOTNTOG.

AvT6 T0 KTNVIOTPIKO PUPUOKEVTIKO TPOIOV Y10, GKOAOLG €V TPEMEL VO YPNCUYLOTOLEITOL GE YATEC,
KaBdg dev etval KATAAANAO Yo xpioT 6€ avTo TO €100¢. X Ydteg O TPEMEL VO, XPTGILOTOIELTOL TO
oo evondpnuo peroéikaung 0,5 mg/ml yo ydrec.

ISwaitepec Tpo@LAGEEIC TOV Tpémel va Aapfdvoviot ond To GToo TOL YOPNYEL TO KINVINTPIKO
QOPUOKEVTIKO TTPOidV og ma:

AvT6 TO KTNVIATPIKO PUPLOKEVTIKO TPOTOV UTOPEL VO TPOKAAEGEL OVTIOPAGELS LITEPELOLIGONGiaG. ATO
HE YV®OTN vIepevancncio oto un otepogldn avtipieypovmodn edpuoke (MEAD) 1§ o€ kdmolo and Ta
£K00Y 0 TPETEL VO, ATOPEVYOLV TNV ENOPN UE TO KTNVIOTPIKO QOPUAKEVTIKO TPOTIOV.

Toyoio Katdmoon, 10img amd Todd, propel va Tpokarécel avembounteg evépyeles. Ta aypnoyonointa
TUAMATO TOV JIOKIOV TPENEL VO EMOTPEPOVIOL OTN] GLOKEVLACIN KLYEANG KOl GTO KOLTL Kot Vol
@VAdccovtal pe mpocoyn o€ Béom, Tnv omoia dev Tpoceyyilovv Ta madid. Xe mepintmon mov Katd Adbog
vrdp&et katdmoon and moudi, va avalnmoete apécmg Tpikn Pondeta kot va emdeilete otov 1Tpod TO
E0MKAEIGTO PVALO OONYIDV YPNCEMG 1 TNV ETIKETA TOV PUPUAKEVLTIKOD TPOIOVTOG.

[TAévete o yEpla peTd TN XPHOT.

Eyxvpocivn kot yorovyio:
H acpddeia Tov kTviaTpikod QOPROKEVTIKOD TPOTOVTOG dev £xel amoderydel Katd T didpkela g
KONONG Kot TNG YOAOLYiOG.

AlMnAenidpacn pe GAAL QOPUOKEVTIKG TPOTOVTO Kol AAAEG HOPOEG AAANAETIOpAOTC:

Alho MEAD, d100pNTIKE, OVTITNKTIKA, OLIVOYAVKOGIOKA OvTIPLOTIKA Kot 00Gieg e vynAo Poadud
GUVOEDTG LE TIC TPMOTEIVEC, Umopel va avtayvilovtol 6T GUVOEST| KOl Vo, 00NY0UV €161 GE TOEIKEG
avTOPACELS. AVTO TO KTIVIOTPIKO QOPUUKEVTIKO TPOIOV OV TPEMEL VAL YOPTYEITAL GE GUVILUGUO HE
dAha MEZAD 1 YAVKOKOPTIKOGTEPOELDT).

IIponyovpevn aywyn He aVTIPAEYUOVAOIELS 0VGIEC UmopEl va, 0ONYNOEL o€ EMMPOGHETEC N EMOVENEVEC
ovemBOUNTEG EVEPYELES KOl KOTA GLVETELD Ba TPEMEL VAL SLOKOTTETOL 1) XOPTYNON TOVG Y10 EVOL YPOVIKO
dlotnua, TovAdyloTov 24 @pav, TPy omd TV Evapén g aywyng. [lapdia avtd, n ypovikn mepiodog
amo Vv mponyovuevn Bepameio peEypt v Evapén g véog Bepaneiog, Oa e&aptndel amd Tig
QOPUUKOKIVITIKES IO1OTNTES TOV PUPUAK®Y OV glyov ¥pNOIULOTON 0l TPOTYOLUEV®C,
Yrepdocoroyia:

X mepintwon vrepdocoroyiag, Bo mpémet va yopnynel cvuntopatikn Oepaneia.

7. AvemOdpunta cvppavra

Ziohot: IToAd omdvio Andreto g opeEng', Anddeia!
(<1 {do / 10.000 vmo6 Bepameia,
SULUTEPIAAUPAVOLEV®Y TOV
UELOVOUEVOV OVAPOPDOV):

"BEuetoc!, Adppora!, Aipo ota kémpaval?, Alpoppoyiky
dappora!, Apatépeon!, Taotpeviepucd édxn', Eixog
Lentod eviépov!, Eikog mayog eviépov!

Negpikt] avendpreio!
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AvEnuévo nratikd dviopa!

I Avtég o1 avtidpaoelc ovpfaivouy péca yevikd otnv mpdt efdopudda tng Oepameiog kot ivar oTig
TEPIOCOTEPEG MEPIMTMOCELS TAPOOIKEG KO TOPEPYOVTOL LETE T drakonn| TG Oepameiag, ahid o€
OTAVIEC TEPIMTAOOELG Umopel va eivan cofapég 1 Bavateodpeg. Edv mapoatnpnbovv avemBounteg
evépyeleg, 10Te Tpémel vo dtokdmtetan n Oepameio kKo vo {ntndel n supPfovin KtnvidTpov.

2 fvn

H avapopd averBountov coppdviov sivor onpovtikn. Emttpénet ) cvveyn topakorlovdnon e
aopdAelag evog mpoidvtoc. Edv mapatnpnioste omoladmote avemBOun T evEPYELD, KOO KOl oV OgV
OVOQEPETOL OTO EGOKAEITTO PUAAO 0INYIDV YPNOTG 1 AUPIPAALETE Y10 TNV OMOTEAEGLATIKOTITO TOV
QopUaKov, TapoKaAeichs Vo ETIKOIVOVIGETE, KATApPYAS, LE TOV KTViaTpd coc. Mmopeite emiong va
AVAPEPETE OTTOLOONTOTE OVETLOOUNTO GUUPAVTA GTOV KATOYO TNG ASEWG KUKAOPOPING
YPTOULOTOIDVTOS TO GTOLYELN EMKOVMVING GTO TELOG AVTOD TOL PVAAOD 0dNYIOV XPNOTG, | HEG® TOV
€BvikoV Gog cvotnpatog avapopds {oTotyeia eBvikoh GLGTILATOC).

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

Amo6 otONaTOC YpNOT).

Apycn aymyn stvon pua eeama 06om tov 0,2 mg perofikdung/kg copaticod Bdpovg Katd v TpdTn
nuépa.

H aywyn npénet va cuveyileton kabnuepva pe yopnynon amd to otopa (og pecodiaotnuate 24 mpmv)
o 6001 cuvtipnong tov 0,1 mg pelo&ucdung/kg copatikod Bapovc.

To KNVIATPIKO PAPUAKELTIKO TPOTOV Elval OPMUATIGUEVO Kol UTopel va xopnynOel pe 1 yopic Tpoen).

Kabe owoxio mepigyer 1,0, 2,5 7 4,0 mg perolkdung, 10 omoio avtictoyyel oty muepnolo d6omn
cuvTHPNoNG Yo Evav okvro Bapoug 10, 25 1 40 kg.

Aocoroyikd oynua yia m d6on cvvtipnong 0,1 mg/kg (S d6om v TpdT NUEPAL):

YoORoTIKO Papog ApOpog oroKimv pe ypron ,

(Kg) I mg 2.5 mg 4 mg Adon o mg/kg
1,7-3,2 Ya 0,15-0,1
3,3-5,0 ¥e) 0,15-0,1
5,1-7,5 Ya 0,15-0,1

7,6-10,0 1 0,13-0,1
10,1-12,5 1Y% 0,12-0,1
12,6-15,0 12 0,12-0,1
15,1-20,0 2 0,13-0,1
9,0-12,5 s 0,14-0,1
12,6-18,7 Ya 0,15-0,1
18,8-25,0 1 0,13-0,1
25,1-31,2 17 0,12-0,1
31,3-37,5 1 0,12-0,1
37,6-50,0 2 0,13-0,1
15,0-20,0 Va 0,13-0,1
20,1-30,0 Ya 0,15-0,1
30,1-40,0 1 0,13-0,1
40,1-50,0 1% 0,12-0,1
50,1-60,0 1% 0,12-0,1
60,1-80,0 2 0,13-0,1
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Avéioya pe 10 Bapog tov oKLAOL, popel va eEeTaoTel 0 GLVOLOCUOG TEPLEKTIKOTHTOV Meloxoral
pacopevov dokiov yia okviovg (1,0 mg, 2,5 mg kot 4,0 mg).

YuvnBmg mapatnpeiton KAk avtamokpion evtog 3-4 nuepwv. H Bepaneio npémnet vo StokdnteTon HeETd
armo 10 nuépeg, eav dev mapotnpndel eppavig Pertimon g KAMVIKNG EIKOVOLC.

9. Oonyieg Yo T 66T Lopiynon

Kdabe diokio pmopei va daympioteil oe 600 1 Téocepa PEPN Yo akpiPr] 60GOAOGYNOTN aVAAOYW LE TO
OTOMKO cmuUATIKO Bdpog Tov {mov.

TomoBetnoTE TO d10KI0 GE LUOL EMITEDT EMPAVELD, LLE TN YOPAYUEVT] TAELPA TPOG TA, TAV® KoL TNV KLPTN
(oTpoyyvievpévn) mAevpd va Koltalel Ty empaveLo.
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Atokio S1oy@pIGUEVE GE dVO PEPT|: TEGTE TPOG TO, KOTM LE TOVE OVTIXEIPEC GOG KOl OTIS 000 TAELPES
ToV dokiov.

Awokio Sloy®pIoPEVE GE TECOEPA LEPT: TEGTE TTPOG TA KAT® UE TOV OVTiYEPA GO 6TO LEGOV TOV
dokiov.

10. Xpdvor avapoviig

Agv 1oy0gt

11. EIAIKEX XYNOHKEX AIATHPHXHXZ

Na pvidcoetal o€ BEom, TV onoia dev PAETOLY Ko dgv Tpooeyyilovv Ta TALdd.

Agv vapyovVv e101KEC 00N YiEC S1OTHPNONE Y10 OV TO TO KINVIATPIKO POPLOKEVTIKO TPOTOV.

No pn xpnotpomoteital antd 10 KINVINTPIKO QOPUOKEVTIKO TPOidV LETA TNV NUEpounvia ARNENG mov
avaypAQETOL 6TO KOUTL Kot otV KuywéAN petd to Exp. H nuepopunvia Anéewg coumintel pe v
TEAEVTOIO NUEPO TOV CUYKEKPIUEVOD LNV

Awgpketa {oNg ToV Sy®PIGUEVOVY SIoKI®MV UETA TO TPATO AVOLYUO TNG GTOLELDOOVS CLCKEVAGING:
3 nuépec.

OnodnToTE OYPNGUOTOINTA TUNATO JIoKIMV TPEMEL VO EMGTPEPOVTAL GTNV OVOLYHEVT] KOWEAN Ko
670 KOLTL.

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

Xp1MGILOTOGTE TPOYPAUUATO, EXIGTPOPNS POPUAKDV Y0 TV OTOPPIYT U1 XPNOOTONOEVT®V
KTNVIOTPIK®V QOPLOKEVTIKAOV TPOIOVTOV 1 GAADV DAIKOV TOV TPOEPYOVTOL OO T1) XPNOMN TOVG
GOUQ®VA, LLE TIG TOTIKEC OTOLTNOELS KAl LLE TUYOV 1obovTa £BViKA cvotiato cvALoyNG. Ta pétpa
OVTA ATOCKOTOVV GTNV TPOGTAGia TOV TEPPAALOVTOC.

2opPovievbeite Tov kKTNViaTPO GOC 1} TOV POPLAKOTOLO GAG Y10, TOV TPOTO ATOPPIYNG TV
YPTOILOTONOEVTOV QOPUAK®V.
13. Ta&vépunon TOV KTNVIETPIKAV QUPUIKEVTIKOV TPOTOVTMOV

Na yopryeitar LOvVov e KTNVIOTPIKT GUVTAYT).

14. ApwOpoi doc1og KOKLOQOPIOG KOl GVGKEVUGIEG

Meloxoral 1,0 mg pocopeva diokia yio. GKOAOVG:
EE/2/10/111/009 30 diokia

EU/2/10/111/010 50 diokio

EU/2/10/111/011 100 diokio

Meloxoral 2,5 mg pocopeva diokia Yoo GKOAOVG:
EE/2/10/111/012 30 doxia

EU/2/10/111/013 50 dwoxia

EU/2/10/111/014 100 diokio

Meloxoral 4,0 mg pocopeva dioKia Yo, GKOAOVG:
EE/2/10/111/015 30 dokia

EU/2/10/111/016 50 dwoxia

EU/2/10/111/017 100 diokio

Kovti and yaptovi 30, 50 1 100 pacopevov diokiov.

Mmropei va pnv KuKAOQOpoLV OLEG 0L GUGKEVAGIES.

15. Hpepounvia tedevtaiog avaB@e@pnong Tov GUALOV 00NYIAOV YPNGNS
{MM/EEEE}

Aentouepeic TANPOQOPieg Y10 TO €V AOY® KTNVIATPIKO QOPLOKEVTIKO TPoidv eivar dtabécies ot
Baon dedouévav g EE ya ta ktnviatpikd tpoidvta (https://medicines.health.europa.eu/veterinary).

16. Xroyeio emkovoviog

Kdrtoyoc e dde1ag KUKAOQOPING Kol OTOLYEL0 ETIKOVAOVIONG Y10 TNV avapopd mifavoloyoduevoy
OVETIOVUNTOV EVEPYELDV:

Dechra Regulatory B.V.

Handelsweg 25

5531 AE Bladel

OALavdio

TnA.: +31 348 563434
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https://medicines.health.europa.eu/veterinary

Iopaockevootng LVTeEVLOVVOC Y10 TNV ATEAELOEPMGT TV TOPTIOWV:
Lelypharma BV

Zuiveringweg 42

8243 PZ Lelystad

OMowvoio
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