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IHAPAPTHMA 1

HNEPIAHYH TQN XAPAKTHPIZTIKQN TOY ITPOIONTOX



1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Animeloxan, 20 mg/ml, evéoyo didAvpa yio foogtdn, yoipovg kot GAoya

2. ITOIOTIKH KAI TIOXOTIKH XYNOEXH

Kabe ml mepiéyet:

APUGTIKO CVGTUTIKO:
Meloxicam

"Exdoya:

20 mg

MoroTki) 60vOegon KOO OV KoL GAA®V
OVOTUTIKOV

IMocoTkn] 6vvOeon av oL TANpoPopies aVTES
givanl onNUovTIKES Y10 TN 66T (0P Y101 TOV
KTNVWITPLKOV QUPUIKEVTIKOV TTPOTIOVTOS

N-Methylpyrrolidone

718,20 mg

Ethanol, anhydrous

158,00 mg

Sodium hydroxide (yio pbOpon tov pH)

Hydrochloric acid, dilute (yia p08uion tov pH)

Water for injections

Awyég, Kitptvo didivpa.

3. KAINIKEX IAHPO®OPIEX
3.1 Eion {oov
Booedn, yoipot kot droya.

3.2  OgpamevTikEg EVOEIEELS Y10 KAOE gid0g (Dov

Boogon:

INo ypnon oe ofela avamvevotikny Aoipumén, pe KatdAAnAn avtiflotikn Oegpaneia, yio T peioon Tov
KAWVIKOV CUUTTOUATOV G OOELdT).

I'a xpnon oe didppota, 6 GLVOVAGHO LE OO TOV OTOUATOG evVdATIKY Bepameia, Yo T peimon TV
KAMVIKOV ovpumtopdtov og pooyovs nikiog peyoAdtepng tng piog efdouddog kol oe veapd, pn
Onralovta fooeidn.

IMo coumAnpopotikn Oepomreio 6TV AVTILETOTION TNG 0EEI0G LOOTITIONS, € GLVOVAGUO LE AVTIPLOTIKY
Oepameia.

T v avTLETOTIOT TOV HETEYXEPNTIKOD TOVOL ETELTO OO TNV OMOKEPATWOGCT] GE LLOGYOVG.

Xoipou:

IMa gpfion og un poAvouatikéc TabNGEIC TOL KIVITIKOD GUGTAIOTOC, Y10, TN UEIMOT TOV CUUTTOUATOV
NG YOAOTNTOG KoL TNG PAEYLLOVIG.

IMo cvuminpopotiky Oepaneio 6TV OVIIHETOTION TOL GLVOPOUOL EMAOYELNG VIToYoraSiag-ayala&iog
(mpomv  cOvopopo pactitidag-pntpitidac-ayoraéiog) o€ cuvoLAGUO HE KOTOAANAN  avTiPloTiKY
Oepameia.

Aloya:

Mo ypnon oty avtipetdmion g AEYUOVIAS KOl TOL TOVOL TOGO o€ 0&gleg OGO KOl GE YPOVIES
HVOCKEAETIKEG TAONGELC.



T v avTipeTtdmion tov TdvoL mov oyeTileTal e TOV KOAIKO TV ITMOEdDV.
3.3  Avrevositeaig

BA. eniong mapdaypago 3.7.

Na pnv ypnowonoteital e dAoyo nAkiog Katw tov 6 BSopad®V.

Na pn xp1CHOTOETAL GE TEPUTTMGELS LE UEIWHEVT] NTATIKY, KOPOLOKY| 1] VEPPIKT| AerTovpylo Kot
ALLOPPAYIKEG SLTOPAYEG, 1] OTTOV VIAPYOVY KAMVIKEG EVOEIEELS YOOTPEVIEPIKADV EAKMV..

Na pn ypnotponoteital o€ mepintmon vrepevocinciog 6To dpacTiKO GLGTUTIKO 1) 6€ KATOo10 amd T
£KO0Y0L.

INo ™ Bepoameio g dudppotog ota foogldN, TO TPOIOV dEV TPEMEL VO, YPTCIULOTOEITAL 6€ (DO NAKING
pipdtepng e piog efdopdadoc.

3.4 Edwkég mpoctdomoncelg

H Bepaneio Tov HOGY®V LE TO KTNVIOTPLIKO QAPUOKELTIKO TPotov 20 Aemtd mpv amd tnv
QTTOKEPATMOOT] LELDVEL TOV UETEYYEPNTIKO TOVO. H amokdeloTikn yopnynon Tov KIviaTpikon
(QOPUOKEVTIKOD TTPOIOVTOG OEV EMTVYYAVEL ETOPKT OVTIUETMTIGT] TOL TOVOL KATA TNV EXEUPAON TNG
amokepatmons. ['a exapky aVIIHETOTION TOL TOHVOL KOTA TN SIUPKELN TNG YELPOLPYIKNG EMEUPAOTS,
ATOLTEITOL TOVTOYPOVT] XOPNYNOT KATUAANAOL OVOAYTTIKOV.

3.5 Iowirepec mpo@urders katd T ypion

Idwaitepec TPOQLAGEELS Yo TNV 0.cQaAn ypron oto. £idn (owv:

Na amopedyetar n xpnon oe {da pe €viovov Pabpov aeuddt®on, vroykaio 1 vIdTacn Omov
OTOTEITAL TAPEVTEPIKT] XOPTYNON VYP®V, KAOMDG LIAPYEL EVOEXOUEVOS KIVOLVOS VEPPOTOEIKOTNTAG.

e mePIMTOO AVETAPKOVG AVTILETMTIONG TOV TOVOVL, OTAV PN GLUoToLlEitan ot Bepameio Tov KoAko
TOV MTOEWOV, 0o TPETEL VO YIVETOL TPOCEKTIKT EMAVEKTIUNGT] TG O10YVOGCNC, KAODS 0TO UITopEl va.
amotelel EVOEIEN Y10, AVAYKN XEWPOVPYIKNG EXEUPAONC.

Idwaitepec Tpo@LAGEELC TOV TTPémel vo AauBdvoviol amd To GTOLO TOL YOPNYEL TO KTNVINTPIKO
oapurakevtikd Tpoidv ce oo

H toyaio avtoéveon pe 1o mpoidv mihavov vo mpokaAésel TOVo. ATopa Ue YVOGTH VIEpELOIcOnGia
OTO U1 OTEPOEIDT AVTIPAEYLOV®OT papuake (MEAD) mpémet Vo, amoPedyovV TV EXAPN UE TO
KTNVIOTPIKO QOPLUUKEVTIKO TPOTOV.

e mepintwon toyoiag avtoéveong, avalntnote ouécmg wotpikn fondeia kot exideilte 6Tov 10Tpd TO
E0MKAEIGTO PVALO OONYIDV YPNCEWMC ) TNV ETIKETA, TOV PAPUAKELTIKOD TPOIOVTOC.

Xe mePINTOOT TUYOING EMAPNG LE TO OEPLOL, TAVVETE CYOAUCTIK( TNV TPOSPePANUEVN TTEPLOYT).
[TAévete ta y€plo cag UETA ammd TN YPNHoN.

Ta MEA® kat GALOL 0VAGTOAEIC TPOOTOYAUVIVAV EIVOL YVOGTO OTL £X0VV SLVCUEVEIC EMOPACELS GTNV
€YKVHOGLVN KaUT otnv euPpuikn avamtuln.

AT epyooTNPLOKEG LEAETEG OE KOVVEALN KOl 0poLPaiong pe To €kdoyo N-pebBvlomopporldovn
TPOEKLYAV OTOSEIKTIKG, oTOoLYEln EUPPLOTOEIKDV EMIOPAGEWDV.

O1 yovaikeg 6 avomopay®yiKn NAKio, ol £YKVEG YOVOIKEG 1) Ol YOVOIKEG Y10 TIG OTToleg LITAPYEL VITOYia
OTL etvan £ykveg Bo TPEMEL VoL PN GLULOTOLOVV TO KTNVIOTPIKO PUPUOKEVLTIKO TPOIOV L 10104TEPT
TPOGOYN, MOTE VO, ATTOPEVYETAL 1] TUYOIO CVTOEVEDT).

[dwaitepeg TPOPLAGEELS Y10 TV TPOOTAGIO TOV TEPIBAAAOVTOC:

Agv 1oyet.

3.6 AvemOOunra cvppavra

Boog1on:



Xravio Avagulaktogtdig avtidpoaon®

(1 éog 10 Loa / 10.000 vrd Beponeio
Loa):

ATpocdtdoploTn cuyvotnta Oidnpa 610 onpeio ™ éveonc?
(dev pmopet va ektiun et and o
dwbécua dedopéva):

Xoipou:

Yrdvia Avagoroktoednc avtidpoon?

(1 émg 10 Loa / 10.000 vrd Bepaneio
Loa):

ATPOGLOPIGTNH GLYVOTTAL Epebioudg oto onpeio tg éveong®
(0ev umopet vo, ektiun0et omd o
dwabécua dedopéva):

Aloya:

Yrdvia Avagoroktoedrc avtidpoaon?

(1 émg 10 Loa / 10.000 vrd Bepaneio
{oa):

Anpocdiopiotm cvyvotnTa (dev Oidnpo 610 onpeio g éveonct
umopel va extiun Bl amd ta
dabéoiua dedouéva):

! Mropet va gtvon coPapn (g kar Oavatneopa) kot Oo Tpémel vo, avTipeTOmileTon GOUTTOUATICL.

2 Metd amd pio vodopio fveon pn enddvvn: umopei va Stapréoet Emg ko 23 Nuépec.

$ Metd and d0o Sradoyikéc evdopvikég evéoelc oo 1810 onueior umopel va Srapkéoet fog ko 9 nuépec.
* TTapodikd, vroywpel ywpig Tapéufacn.

e mepintwon eueaviong avemfountov cvuPaviov, n Oeporeio Oa Tpénel vo, S10KOTTETAL KL VL,
{nreiton cupPfovin KTNVidTpov.

H avagpopd avem@ountov coppdvtov sivar onuovtikn. Emitpénel  cvveyn mapakorovdnemn tng
AGPAAELNG EVOG KTIVIOTPIKOD POPUAKEVTIKOD TPOidvTog. Ol avapopEg TPETEL VO, ATOGTEAAOVTOL, KOTA,
TPOTIUNOT LECH KTNVIATPOV, EITE GTOV KATOYO TNG AOEL0G KUKAO(QOPING 1] GTOV TOTIKO OVTUTPOCHTO
Tov gite otV €Bvikn apuddio apyn LEC® Tov EBVIKOD GLOTALATOG avaPOPds. AvatpéEte emiong oTo
OOALO OOMYUDV YPNONG Y10 TO OVTIGTOLYO GTOLYEIN EMKOVMVING.

3.7  Xpnfon Katd TV KiNG1, TN Yorovyia 1] TNV ®OTOKI

Kvnon kot yoAovyia:

Booed1] ko yoipou:

H aopddeia Tov kviaTpikod QopUOKEVTIKOD TPOTOVTOG dev £xel Tekunplmbel g fo0g1dn Kal yoipovg
KaTd TN S1apKELN TNG KON ONG, NG Yorovyiag, | o€ {da mov mpoopilovtar yio. avamapaywyr. ATod
EPYOOTNPLOKEG LEAETEC GE KOVVEALD KO 0poLpaiovg pe 1o £kdoyo N-pebBuAomvpporidovr Tpodkuyoy
ATOOEIKTIKG, oToLyEln EUPPLOTOEIKDV EMOPAGEDY. XPNGIUOTOMNGTE TO LOVO GOUPMOVA, LIE TNV
gKTiUN oM 0PELOVLY/KIVOVVOL amd TOV LITEVOVVO KTNVINTPO.

Aloya:
Na un ypnoiponoteital 6€ EYKveg 1 YoAoLyovoEeSG popPadec.

BA. eniong mapdypapo 3.3.



3.8  AlMmiemiopacn pe GAA0 QUPUUKEVTIKAE TPOTOVTH KUl GALES HOPPES GAMNAETIOpOONG

Na pn yopnyeitotl Tavtdypova (e YAVKOKOPTIKOGTEPOELDT], AAD |UT] GTEPOEIDN AVTIPAEYUOVMOT
QAPLLOKO N LE OVTUTNKTUKOVS TOPAYOVTEC.

3.9  Odoi yopiynong kot 6060r0Yia

EvdopAéPia, vmoddpia 1) evdopvikng ypnon.

Boogwon:

Ama& vodopio N evooPAEPia yprion oe docoroyio tov 0,5 mg pero&ikaung/kg copoticon Bapovg (dnA.
2,5 ml/100 kg copotikod Bapovc) ce cuvdvacud pe avtifrotiky Ogpomeio | pe omd T0V 6TOUATOG
gvudatiky Oepameia, OTOG omatTeital.

Xoipou:

Ama& evdopvikny ypnon oe docoroyio twv 0,4 mg pero&ikauncgkg copatikov Pdpovg (SnA.
2,0 mI/100 kg copotikod Bapovg) oe cuvdvacud pe KotaAANAn oviilotikn Oepomeio. Av amatteitat,
umopel va yivel puo 0evtepn yoprynon pero&ucaung énerra and 24 dpec.

ZUVIGTOVTOL EVOAAAGGOEVA onpEein EVEOTG.

Aloya:

Amag evbopriéPra ypnon oe docoloyia twv 0,6 mg pelofwaungkg copoatkod Pdpovg (SnA.
3,0 ml/100 kg cmpatikov Bapovg).

3.10 XZvpntoOpetoe vIEPO0GoLoYiaS (KoL KATE TEPITTOGT, LETPA OVTINETAOTIONG KOL AVTIO0TA)

e mepinton VIeEPd0GoA0YinG, TPEMEL VO EEKIVEL GUUTTOUATIKY Ogpameia.

3.11 Eidwkoi wepropiopoi yp1ong Ko E101KEG cuvONKeg ypfiong, copmepriopfavopévey
TEPLOPLOUADV GTI] YPNGT] GVTLUIKPOPLOKAV KOl UVTITOPUGLTIKAV KTNVINTPIKOV
POUPLUKEVTIKAV TPOTOVIOV TPOKELUEVOV VO TEPLOPLOTEL 0 KIVOVVOS avATTVENG AVTOYNS

Agv 1oy0eL.

3.12 Xpovor avapovig

Boogon:

Kpéog kot edddyot 1otoi: 15 nuépec
L6 5 Nuépeg
Xoipot:

Kpéog kot edddyot 1otoi: 8 nuépec
Aloya:

Kpéag ka1 edmdipot 1otoi: 5 nuépec

Na pn ypnoiponoteital 6 GA0Y0, To 0TOlo TAPAYOLV YOAQ Y10 0VOPAOTIVY KATAVIA®ON.

4. OAPMAKOAOI'IKEX IAHPO®OPIEX

41 Kaoowog ATCvet:
QMO1ACO06

4.2 @®appoxodvvopKI)



H pelo&ucdiun sivon éva un otepostdég aviipAeyuovade eapuoko (MEZAD) tng Katnyopiog tov
0EIKOLMVY, TO 07010 PO AVUSTEALOVTAG TN CVUVOEST TG TPOCTAYAUVIIVIC, ACKAOVTOS KOT  0UTOV TOV
TPOTO OVTIPAEYUOVMOT], AVOAYNTIKY, OVTIEEIOPOUATIKN KO OVTUTLPETIKT dpacT). Meldvel T dbnon
TOV AEVKOKLTTAP®Y GTOV QAEYUOIVOVTO 10TO. X€ UIKPOTEPT EKTACT], AVOCTEAAEL EMIGNC TNV EMTUYOUEVN
amo To KoAAayovo cuccmpevon Bpopfokvttdpmv. H peloucapn €xet eniong avtievooto&ikég

010N TES S1OTL EYEL amoderyBel dtL avaoTéArel TNV Topaywyn Opopfodvng B2 n onola endyeton and
™ yoprynon evdoto&ivig E. coli og pooyovg, yoroktomapoywyss ayeAAdeg Kot Y0oipovg,.

4.3 DuppoKoKIVNTIKI|

Amoppognoen

2T0VG Y01pOVC, 01 UEYIOTEG GVYKEVIPAOGELG TNG UEAOEIKAUNG 6TO TAAGHO emtedyOnkay 1,0 dpa petd
oo £QAmTAs EVOOUVTKN YOPTYNOT TOV KTIVIATPIKOL POPUAKELTIKOD TPoidvTog og doom 0,4 mg
pero&ikaunc/kg copoticon fapovg.

210 foogldn, 01 LEYIOTES CLYKEVTPMOGELS TNG HeEAOEKAUNG 6To TAdo L emtevyOnKay 6,8 dpeg petd
Ao £QATAE VTOJOPLL YOPNYNOT TOL KITNVIATPIKOD QOPLOKEVTIKOV TPoidvtog og ddon 0,5 mg
puero&ikaunc/kg copoticod fapovg.

Katavop

Ilepiocdtepo amd 10 98% ¢ pero&kapng decpeveTon 6TIC TPOTEIVES TOV TAGoHOTOS. O VYNAOTEPES
GUYKEVIPMGELS TNG HEAOEIKAUNG TOPATPOVVIOL GTO NP KOl TOVG VEPPOUS. XUYKPUTIKG YOUNALS
GUYKEVIPMGELS OVIYVEDOVTOL GTOVG GKEAETIKODG LEG KOl TO Ao,

Metaforiopog

H pero&cdun avevpioketor Katd kOplo Adyo oto mAdopa. 1o Boogdn, N HeEAOEIKAUN amekKkpiveTol
emiong KuPIwE HEG® TOV YAAAKTOC KO TNG YOG, EVA TO OVPO TEPLEYOLY LOVO VN TNES UNTPIKNG OVGiaG.
2T00¢ Y0lpovg, M YOAN KOl TO 0VPO TWEPEYOLV WOVO iyxvn ™S untpikng ovoiog. H pero&ikdun
petaforiletar og aAKOOAT, o€ TOPAY®YO 0EEOC KOl GE d1APOPOVE TOAKOVG peTaPoriteg. Orot ot KhploL
petaforitec Exovv omodelyfel pappoakoloyd avevepyol. Aev €xetl diepevvnBel o petafolopog oto
dAoya.

Amopaxkpoven

21006 Y0ipovg, 0 PECOG TEMKOG XpOVOC Nuicelog {ong voAoyiotnke og mepimov 3,2 dpeg yio )
pueAo&ikaun émetta, amd EVOOUVIKN YOPNYNOT).

210 Bo0g1dN, 0 HEGOG TEMKOC ¥pOVog Nicelag (omng melta amd VTOdOPLL OPNYNOT| VITOAOYIGTIKE GE
nepinov 14,0 dpeg yio ) pero&ikdun.

210 Ghoya, Emeita omd evOOPAEPLa Eveo, 1) LeAOEIKAUN amopoKpOVETAL e TEMKO XpOvo Nuicelag Long
8,5 wpmv.

[epinov to 50% tng yopnyndeicag dOGNG ATOUOKPVUVETUL LEGHD TV 0VPOV KL TO VIOAOLTO PECHD TMV
KOTPAV®V.

5. OAPMAKEYTIKA XTOIXEIA

5.1 Kopieg acvpparotnreg

Aoy EAAelyng HELET®V GUUPATOTNTOC, TO TOPOV KTNVIOTPIKO QOPLOKEVTIKO TPOiOV OV TPEMEL VAL
OVOLELYVOETOL PE BALN KTNVIOTPIKE QOPLLOKEVTIKA TPOTOVTAL.

52  Awpkewo {ong
Aldpketa {oNg TOL KTNVINTPIKOD QUPHOKEVTIKOD TPOIOVTOC GUUP®VA, LIE TN GUCKEVOGIO TMOANCNG:

3 ém.
Avgpxera {ong LeTd 1o TPMTO AvoryUa TG GTOLEIDMO0VS GUGKELOCING: 28 nuépeg.



5.3 Idwitepeg mpo@uracers katd T @OLaEN TOV TPOTOVTOG

To @appakevTiKd 0vTd TPOIOV dev amartel Wwaitepec cuVONKeg Beppokpaciog Yo T POAAER TOV.
54  ®von ko 6OVOEGT] TG GTOLYELDOOVS CVCKEVUGING

Duikeg amd davyég yval (Tomov I) Tov 50 ml ko 100 ml, kabepio Khewopévn pe eAactikd TOUA
€10 0PN ONG PpopofovTuAiov Kot KomdKkt aAOVUIVION 1) ATOGTOUEVO KAV alovpviov / PP og
YOPTIVO KOVTL.

Meyébn cvokevaociog:

1x50ml

12 x 50 ml

1 x 100 ml

12 x 100 ml

Mmropei va pnv KuKAOQOpoLV OLEG 0L GLGKEVAGIES.

55 E10wég mpo@ura&ers amdppuyng evog un APNoLomotn0£vtos KTNVIOTPLKOD GUPRUKEVTIKOD
TPOIOVTOG 1] GAAOV VAIKAOV TTOV TPOEPYOVTUL AT T1) YP1)C1] TOL TPOIOGVTOGS, AV VAP OVV

Ta papuake dev TPETEL VO ATOPPITTOVTOL LEGHD TMOV AVUATOV 1) TOV OIKIUKOV OTOPANTOV.
XPNGILOTOGTE TPOYPAUUATO, EXIGTPOPNC POPUAK®DV Y10 TIV OTOPPIYT| U1 XPTOLOTONOEVTDV
KINVIOTPIK®V POPUUKEVTIKOV TPOIOVI®V 1 GAA®V VAIK®V OV TPOEPYOVTAL amd TN (PO TOVGS
GUUPMOVO, [LE TIG TOTIKEG AOLTNOEL KOt LE TUXOV EBVIKA CLUGTILOTO GLAAOYNG TOV 1GYVOVY Y1a TA
GYETIKA KTNVITPIKE QAPUOKEVTIKA TPOTOVTOL.

6. ONOMA TOY KATOXOY THX AAEIAYX KYKAO®OPIAX

aniMedica GmbH

7. APIOMOZXZ(OI) AAEIAY KYKAO®POPIAX

A.A K. Kompov: CY00758V

8. HMEPOMHNIA ITPQTHXE EI'KPIXHX

Hpepounvia Ing €ykpiong: 19.09.2019.

9. HMEPOMHNIA TEAEYTAIAX ANAGEQPHXHX THX IEPIAHYHX TQN
XAPAKTHPIETIKOQN TOY ITPOIONTOX

02/2025

10. TAZINOMHXIH TQN KTHNIATPIKQN ®APMAKEYTIKQN ITPOIONTQN

Na yopryeitar povov pe KINVIOTPIKE GLUVTAYT).

AemTopepeic TANPOPOPIES Y10 TO EV AOYM KTNVIOTPIKO QOPUOKEVTIKO TTpoiov gival dabéaiueg otn Bdon
dedopévmv g EE yia to ktnviatpika mpoidvta (https://medicines.health.europa.eu/veterinary).



https://medicines.health.europa.eu/veterinary
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EINNIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX



A. ENIXHMANXZH



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

{Xaprtwvo xovti}

‘ 1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Animeloxan, 20 mg/ml, evéoyo didivpa

| 2. LYNOEXIH LE APAXTIKH(EX) OYZIA(EL)

Kabe ml nepiéyet:

ApPUGTIKO GVGTUTIKO:
Meloxicam 20 mg

3. YYXKEYAXIA

50 ml

100 ml

12 x 50 ml
12 x 100 ml

| 4. EIAOX(H) ZQOY(QN)

Booedn, yoipot kot droya.

| 5. ENAEIEEIZ

| 6. OAOI XOPHTHIHE

Boogid1: s.C., i.V.

Xoipot: i.m.
Aloya: i.v.

7. XPONOI ANAMONHX

Xpovog avapovig:

Boog1dn:
Kpéag ka1 edmdipot 1otoi: 15 nuépeg
I'éra: 5 nuépec

Xoipot:
Kpéag ka1 edmdipot 1otoi: 8 nuépec

Aloya:
Kpéag kat edmdipot 16toi: S Nuépeg

Na un ypnoiponoteital 6 GAoya, T 0Toio TAPAYOLV YOAN Y10 0VOPOTIVY KATAVIA®GN.

8. HMEPOMHNIA AHEZHX

10



Exp. {uu/eege} Metd to TpdTo dvoryua, ypnon evioc 28 nuepav.

‘ 9. EIAIKEX XYNOHKEX AIATHPHXHX

‘ 10. OI AEEEIX «-AITABAXTE TO ®YAAO OAHI'TQN XPHXHX IIPIN AITO TH XPHXH»

Awpdote 10 PUALO 0INYIDOV XPTOTG TPV O TN XPTION.

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

ATOKAEIGTIKA Y10 KTNVIOTPIKNY YP1OM.

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

Na pvrdooetal og Béon, v onoia dev PAETOLY Kot dev Tpooeyyilovv Ta mandid.

‘ 13. ONOMA TOY KATOXOY THX AAEIAYX KYKAO®OPIAX

aniMedica GmbH

‘ 14. APIOMOI AAEIAX KYKAO®OPIAX

A.A K. Kompov: CY00758V

‘ 15. APIOMOZX ITAPTIAAX

Lot {apBuog}

11



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

{ETwkéta grding 100 ml, 50 ml }

‘ 1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Animeloxan, 20 mg/ml, evéoyo didivpa

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

Kabe ml nepiéyet:

APUGTIKO CVGTUTIKO:
Meloxicam 20 mg

3. EIAOX(H) ZQOY(QN)

Booedn, yoipot kot droya.

| 4. OAOI XOPHTHZHY

Booedn: s.c., i.V.

Xoipot: i.m.
Aloya: i.v.

Awpaote 10 PUALO 0INYIDOV XPOTG TPV OO TN XPTON.

‘ 5. XPONOI ANAMONHX

Xpovog avapovig:

Booedn:
Kpéag ka1 edmdpot 1otot: 15 nuépec
I'aa: 5 nuépeg

Xoipot:
Kpéog kot edddyot 1otoi: 8 nuépec

Aloya:
Kpéag kat edmdipot 16toi: S Nuépeg

Na un ypnoiponoteital 6 GAoya, T 0Toio TAPAYOLV YOAN Y10 0VOPOTIVY KATAVIA®GN.

‘ 6. HMEPOMHNIA AHEHX

Exp. {uu/eege} Metd to TpdTo dvoryua, ypnon eviog 28 nuepov.
Metd to mpdTo dvorypa, ¥pNion €0G: ...oveenn....

‘ 7. EIAIKEYX XYNOHKEX AIATHPHXHX
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‘ 8. ONOMA TOY KATOXOY THX AAETAY KYKAO®OPIAX

aniMedica GmbH

| 9. APIOMOZX MAPTIAAY

Lot {apBuoc}
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EAAXIXTEX ENAEIZEIX [TIOY ITPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

{Etwéta graing 50 ml '}

‘ 1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Animeloxan

((((((

‘ 2. MHOXOTIKA XTOIXEIA TQN APAXTIKQN OYXIQN

Meloxicam 20 mg/mi

‘ 3. APIOMOZX ITAPTIAAX

Lot {apOuog}

| 4. HMEPOMHNIA AHEHX

Exp. {p/eeee} Metd to mpdto dvorypa, xprion evtog 28 nuepav.
Metd 10 TPMOTO Avorypad, XpNomn €0G: .............

14



B. ®YAAO OAHT'TQN XPHXHX
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OYAAO OAHI'IQN XPHXHX

1. Ovopooio TOV KTNVIHTPLKOD QOPUUKEVTIKOD TPOIOVTOG

Animeloxan, 20 mg/ml, evéoypo didAvpa yia foogdn, yoipovg kat Ghoya

2. XovOeon
KdaBe ml mepiéyet:

APUGTIKO CVGTUTIKO:

Meloxicam 20 mg
"Exooya:

N-Methylpyrrolidone 718,20 mg
Ethanol, anhydrous 158,00 mg

Awwyég, Kitpvo didivpa.

3. Eion ooy

Booe1dn, yoipot kot dAoya.

( (@

4, OepoamevTiKég evosielg

(G (1

Boogon:

I'a ypnon oe oela avamvevotikn Aolpumén, pe KatdAAnAn avtifrotiky Oepaneia, yio ™ peioon Tov
KAWVIKOV COUTTOUATOV € POOELd].

I'a xpnon oe didppota, 6 GLVILAGHO LE OO TOV GTOUATOG evudaTIKY Bepameia, Yo T peimon Tov
KAMVIKOV ouumtoudtov oe uoeyove nikiog peyoAdtepng g piog efdouddag kol o€ veapd, un
Onralovta fooeidn.

INo cvumAnpopotikn Oepomneio TNV AVTILETOTION TNG 0&ging LOOTITIONG, € GLVOVAGLO LE AVTIPLOTIKA
Oepaneia.

T v avTHETOTIOT TOV HETEYXEPNTIKOD TOVOL ETELTO OO TNV OMOKEPATWOGCT] GE LOGYOVG.

Xoipou:

IMa gprion oe pn poivouatikéc TabNoES TOL KIVITIKOD GUGTAIOTOG, Y1 TN LEIDMOT TOV CUUTTOUATOV
NG YOAOTNTOG KoL TNG PAEYLLOVIG.

IMao cvuminpopotiky Oepaneio 6TV OVIIHETOTION TOL GLVOPOUOL EMAOYELNG VIToYoraSing-ayola&iog
(mpomv  cOVépopo paotitidac-untpitidac-ayaraiog) oe cvvovacud pe KOTOAANAN  avTiBloTIKY
Oepameia.

Aloya:

T ypfion oV aVTILETOMION TG EAEYUOVIG Kl TOL TOVOL TOGO o¢ 0&gleg 000 Kol Ge YPOVIEG
ULOCKEAETIKEG TAONGELC.

Mo mv avtet@nion tov TévoL oL GYeTIleTaL UE TOV KOMKO TV ITTOEDMOV.
5. Avtevoeileig
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BA. eniong mapdypogpo «Kdmon kot yohovyio.

Noa unv ypnoionoteital 6 GAoyo nAKiog Katw Tov 6 EBSoUddmV.

Na pn ¥p1CILOTOEITAL GE TEPIMTMGELS UE UELUEVT] NTOTIKTY, KAPIIOKN 1] VEPPIKN AEITovpYio Kot
aLpoppayIkéG daTapayés, 1 OToL VIAPYOVY KAMVIKEG EVOEIEELS YOOTPEVTIEPIKADV EAKMV..

Na pn ypnotponoteital og mepintmon vrepevocinciog 6to dpacTIiKO GLGTUTIKO 1) 68 KATO10 amd T
£KO0y0L.

I'a ) Bepaneia g d1dppotag ota fooeldr|, To TPOiodV dev TPEmeL va yxpnotponoteitol oe {da nAiog
pipotepng TG piag efdopddoc.

6. E1dwkég mpocidomoni)osig

E1dikéc mpoedonom)oels:

H Bepaneio Tov HOGY®V LE TO KTNVIOTPLIKO QAPUOKELTIKO TPotov 20 Aemtd mpv amd tnv
ATTOKEPATMOOT] LELDVEL TOV UETEYYEPNTIKO TOVO. H amokdelotikn yopnynon Tov KTnviaTpikon
(QOPUOKEVTIKOD TPOIOVTOG OEV EMTVYYAVEL ETOPKT OVTILETMIGT) TOL TOVOL KATA TNV EXEUPAON TNG
amokepATmons. ['a exapKy aVTIUETOTION TOL TOHVOL KOTA TN SIUPKELN TNG YELPOLPYIKNG EMEUPAOTS,
ATOLTEITOL TOVTOYPOVT] XOPNYNOT KATUAANAOL OVOAYTIKOV.

[dwitepec TpoLAGEELS Yio TV 0oQOAN ¥pT)on oTa €101 (HhmV:

Noa amopedyetar 1 ypnon oe (oo pe €viovov Pabupov aevddtmon, vroykowio 1 vrdtaen Omov
OTTOTEITOL TAPEVTEPLKT] XOPTYNON VYPDV, KAOMDG LIAPYEL EVOEXOUEVOS KIVOLVOS VEPPOTOEIKOTNTAGC.

e mePIMTOON AVETAPKOVG AVTILETMTIONG TOV TOVOVL, OTAV YPTMGIUoTolEiTan ot Bgpameio Tov KOAko
TOV MROEWOV, Oa TPEMEL VO YIVETOL TPOCEKTIKT EMAVEKTIUNOT] TNG S1AyVOONGS, KOOGS avtd pmopel va
amotelel EVOEIEN Y10, AVAYKN XEWPOVPYIKNG EXEUPAONC.

[Swaitepec TpoELAGEEIC ToV Tpémet va AapBdvovtal omd To dToo Tov ¥opNYEl TO KINVIATPIKO
oopurakevtikd Tpoidv ce oo

H toyaio avtoéveon pe to mpoidv miloavov vo mpokaAésel TOVo. ATopa Ue YVOGTH VIEPELOIcONGia
OTO U1 OTEPOEIDN AVTIPAEYUOV®DOT papuake (MEAD) mpénet vo amoPedyovV TV EXAPN UE TO
KTNVIOTPIKO QOPLUUKEVTIKO TPOTOV.

Xe mepintwon Toyoing avtoéveong, avalntiote auécmg otpikn Pondeta kot emideilte 6Tov 10Tpd TO
E0MKAEIGTO PVALO OONYIDV YPNCEWMC ) TNV ETIKETA, TOV PAPUOKELTIKOD TPOIOVTOC.

e TePINTOOT TUYOING EMAPNG LE TO OEPLLOL, TAVVETE CYOAUCTIKG TNV TPOSPePANUEVN TTEPLOYT).
[TAévete ta y€pra cag HeTd amod Tn ypnon.

Ta MEA® kat GALOL 0VAGTOAEIC TPOOTOYAUVIVAV EIVOL YVOGTO OTL £X0VV OVCUEVEIC EMOPACELS GTNV
£YKVHOGVVN KaUn otny euPpuikn avamtuln.

AT epyooTNPLOKEG LEAETEG GE KOVVEALN Kol 0poLPaiong pe To €kdoyo N-pebBvlomuppoildovn
TPOEKLY AV OTOSEIKTIKG, oToyEln EUPPLOTOEIKDV EMIOPAGEDV.

O1 yovaikeg 6€ avamopay®yIKn NAKio, ol £YKVEG YOVOIKEG 1] Ol YOVOIKEC Y10 TIG OTTOIEC VITAPYEL VIO
OTL etvan £ykveg Ba TPEMEL VoL YPTGLULOTOLOVV TO KTNVINTPIKO PAPUOKEVLTIKO TPOTOV e 1d1aitepn
TPOGOYN, OOTE VO, ATOPEVYETAL 1] TUYOLO AVTOEVEDT).

Kvnon kot yoAovyia:

Booed1] ko yoipou:

H aopddeia Tov kTviaTpicoh QopROKEVTIKOD TPOTOVTOG Oev £xel TEKUNPLmBel o€ f00ELdN Kal Xoipovg
KaTd TN S1apKEL TG KON ONGE, TNE Yalovyiag, 1 o€ {da mov mpoopilovrar yio, avomapaymyn. Ato
EPYOOTNPLOKEG LEAETEC GE KOVVEALD KOt 0povpaiovg pe 1o £kdoyo N-pebvAomvpporidovr Tpoékuyoy
ATTOOEIKTIKG, oTOLYEL EUPPLOTOEIKDV EMOPACEDV. XPNGILOTOMNGTE TO LOVO GOUPMOVO, LIE TNV
gKTiUN oM 0PELOVLY/KIVOVVOL amd TOV LITEVOVVO KTNVINTPO.

Aloya:
Na un ypnoiponoteital 6€ EYKveg 1 YoAoLyovoEeSG popPadec.

17



B\éne eniong mapdypapo «Avtevoei&eioy.

AlMnAenidpaon pe GAAL QOPUOKEVTIKG TPOTOVTO KO GALEG HOPPEG OAANAETIOpAONC:
Na pn yopnyeitotl Tavtdypova (e YAVKOKOPTIKOGTEPOELDT], AAD |UT] GTEPOEIDN AVTIPAEYUOVMOT
QAPLLOKO N LE OVTUTNKTUKOVS TOPAYOVTEC.

Yrepdocoroyia:
Xe mepintwon vrepdocoroyiog, Tpémel va Egkvé cvumtopatiky Oepameio.

Kvpiec aovuforomrec:
Adyo EAAelYNG HEAETMOV GLUUPATOTNTOC, TO TUPOV KTNVIOTPIKO QUPLOKEVTIKO TPOioV Oev TPETEL VA
OVOUELYVOETOL e GAAD KTNVLIOTPIKE POPUAKEVTIKA TPOTOVTAL.

7. Avem@dunra cvppavra

Boogdn:

Eravia (1 og 10 {da / 10.000 vrd Oepancio {da): Avagoioktoetdrc avtidpoon?

Ampocdiopiotn cuyvotnta (dev umopel va extiunBel oo ta drabéciua dedopéva): Oidnua oto onueio
g éveonc?

Xoipou

Erévio (1 £og 10 oo/ 10.000 vrd Oepaneia {da): Avaporaktoeldnc avtidpaon?
Ampocdiopiotn cuyvotnta (dev pmopei vo ektipn0ei amd ta dtabéoyua dedopéva): Epebiopdc oto
onueio g éveong®

Aloya:

Erdvia (1 og 10 {da / 10.000 vrd Oepaneio {da): Avagoioktoetdnc avtidpoon?

Ampocdiopiotn cuyvotnta (dev pmopei vo ektipn0ei amd ta dtabéoyia dedopéva): Oidnua 6to onpeio
™ éveonc?

! Mropet va gtvon coPapn (éog kar Oavatneopa) kot Oo Tpémel vo, avTpETOTILEToN GOUTTOUATIEL.

2 Metd omd pio vmoddpio éveon: un enddvvn pmopei vo Stapkécet £mg Kot 23 Nuépec.

$ Metd and dvo Sradoyikéc eviopvikég evéoelc oto 1810 onueior umopel va Srapkéoet fog ko 9 nuépec.
4 TTapodikod, vroywpel xwpic topéuPoocn.

Ye mepintwon guedaviong ovembountov coppdviov, n Oepaneic Bo mpénel va S1oKOTTETOL Kot Vol
{nreiton cupPfovin KTNVidTpov.

H avagpopd avem@ountov coppdvtov sivar onuovtikn. Emitpénetl  cvveyn mapakorovdnemn tng
acPAAELNG EVOG TTPoiovToG. Edv mapatnpnoete omoladnmote avemiBountn evépyelo, akOUo Kol oV Ogv
OVOPEPETOL OTO ECOKAEIGTO PUALO 0dNYLDOV XpN oG 1] AUPIBAALETE Y10 TNV ATOTELEGUATIKOTITO TOV
oopudrov, mopoKaAeichs vo ETKOVOVNCETE, Katapyds, e ToV KTviatpd coc. Mmopeite emiong va
AVOPEPETE OTOLAONTTOTE AVETIOVUNTO GUUPAVTO GTOV KATOYO TNG AOELNG KUKAOPOPIOG ) GTOV TOTIKO
AVTITPOCMTO TOV KOTOXOV TNG AGELNG KUKAOPOPIOG ¥PTCILOTOIMVTOS TO, GTOLYEIN EMKOIVMVING 6TO
TEAOG OVTOD TOV PVALOL 0ONYLDV YPNONGE, N LECH TOL E0VIKOD GG GLGTNLATOS AVUPOPAS:
Kmvwatpikég Ynnpeoieg

1417, Agvkowocia, Kompog

http://www.moa.gov.cy/moa/vs/vs.nsf

8. Aocoloyia yio ka0 100G, TPOTOS KL 0001 YOPIYNONG

EvdopAéPia, vodopio 1) eviopvikng ypnomn.

Boogon:

Ama& vrodopia. (S.C.) N evéopréPua (i.v.) xprion oe docoroyia Twv 0,5 mg uero&ikdunc/kg copatikod
Bapovg (dnA. 2,5 mI/100 kg copatikod Bdpovg) oe cuvdvacud pe avtifrotiky Bepameio 1 pe and tov
OTONATOG EVVIATIKY Oepaneia, dnmg amatteitot.
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Xoipou:

Amo& egvdopvikn (i.m.) ypron oe docoroyio tov 0,4 mg pelofikaung/kg copatikod Bapovg (dnA.
2,0 ml/100 kg copotikod Bapovg) o€ cuvdvacud pe KatdAnAn avtiBlotiky Bepareio. Av amoteito,
umopel va yivel puo 0evtepn yopnynon peloucaung énerta and 24 dpec.

ZUVIGTOVTOL EVOALOGGOUEVO oNUEin EvEoNC.

Adoya:

Ama& evboeAéflo ypnon oe docoroyio twv 0,6 mg pelofucaungkg copatikod Pdapovg (SnA.
3,0 ml/100 kg copatikod Bdpovg).

9. Odnyiec Yo T 6T Loprynon

Kopio.

10. Xpévor avapoviig

Boogwon:

Kpéag xat edmdpot 1otoi: 15 nuépeg
T'ara: 5 nuépec
Xoipou:

Kpéog kot edddyot 1otoi: 8 nuépec
Aloya:

Kpéog kot edddyot 1otoi: 5 nuépec

Na un ypnoiponoteital 6 GAoya, Ta 0Toio TAPAYOLV YOAN Y10 0VOPAOTIVY KATAVIA®GN.

11. EIAIKEX XYNOHKEX AIATHPHXHX
Na euidcoetal o€ 0éom, TV onoia dev PAETOLY Kot dev TPOGEYYiLovV Ta, O

To pappokevTikd ovTd TPOidv dev amartel Wwitepec cuvOnKeg Beppokpaciog Yo T GOAAEN TOV.
Augpxeta {ong pLetd To TpOTO Avorypa TG GTOLEIDMO0VS GUGKELOCING: 28 nuépec.

Na pn ypnoyomoteitoar ovtd TO KITNVINTPIKO PAPUOKEVLTIKO TPOIOV HeTd TV nuepounvia ANEng mov
avaypaeetal ot ELIAN petd amo to Exp. H nuepounvio Anemg ooumintel e tnv tehevtaio nuépa Tov
GUYKEKPIUEVOL URVOL.

12. Ewwkég mpo@uracers amoppryng

Ta eapuaxo dev TPETEL VO, OTOPPITTOVTOL HECH TV ADUATOV ) TOV OIKIOK®V 0T0PANTOV.
XPNCILOTOGTE TPOYPAUUATO, ETIGTPOPNC POPUAK®V Y10 TV OTOPPIYT| U1 XPNOLLOTONOEVTDV
KTNVIOTPIKOV QAPLOKEVTIKMVY TPOIOVIAOV 1 GAA®Y DAMK®OV TOL TPOEPYOVTOL 0Td TN YPNOT TOLG
GUUPMOVO, LE TIC TOTIKEG ATOITNOELS Ko Ue TUYOV 1oybovia efvikd cvotiuate cviloyns. Ta uétpa
QT UTOCKOTOVY GTNV TPOCTAGIN TOL TEPPAAAOVTOC,.

Suppovievbeite Tov kTNViaTpd 60OG 1 TOV POPUAKOTOLO GOG YO TOV TPOTO ATOPPIYNG TOV

YPNOLLOTTONOEVTOV QUPUAK®V.

13. Toa&wvounon TOV KTNVIOTPIKOV QUPUIKEVTIKOV TPOTOVTI®V
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Na yoprnyeitatl Lovov e KTNVIOTPIKT GLVTAYY.

14.  Ap1Opoi o105 KUKAOQPOPIUS KUl GVCKEVUGIESG
A.A K. Kompov: CY00758V

Meyébn cvokevaciog:

Xaptvo kovti pe 1 yvdiwvo eraridio x 50 ml .
Xaptvo kovti pe 12 yudAvo rokida x 50 ml.
Xaptvo kovuti pe 1 yodiwvo @laridio x 100 ml.
Xaptvo kovuti pe 12 yvdiwa erodidia x 100 ml.

Mmropei va, unv KuKAOQPOpPOUV OAEG Ol GLOKEVAGIEC.

15. Hpepopnvia tedevtaiog avade®@pnong Tov QUALOV 03N YAV YP1oNG

02/2025

Aentouepeic TANPOQOPIES Y10 TO €V AOY® KTNVIATPIKO QOPUOKEVTIKO TPoidv eivar dtabécieg ot

Baon dedopévmv c EE yia o kmviatpikd poidvta (https://medicines.health.europa.eu/veterinary).

16. Xroyeio emxovoviag

Kéroyoc tne ddstog kukAopopiac:
aniMedica GmbH

Im Sidfeld 9

48308 Senden-Bosensell
Ieppavia

[Mapackevaotic LEELOVYOC Yo THV ATEAELOEPWGT TOV TAPTIOWV:

aniMedica GmbH

Im Siidfeld 9

48308 Senden-Bosensell
Teppovia

Industrial Veterinaria, S.A.
Esmeralda 19
08950 Esplugues de Llobregat (Barcelona)

Iomavio

aniMedica Herstellungs GmbH
Im Siidfeld 9

48308 Senden-Bosensell
Teppoavia

Tomkol ovIUITPOGMTOL KOl GTOLYEIN EMKOWVAOVIAC Y10 TNV 0vVaQopd TOavVOLOYOOUEVEOV avETIOOUNTWOV

EVEPYELDV:
SOUZANA SAVVIDOU LTD

169 Tseriou Ave.

Strovolos
2045 Nicosia
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CYPRUS
Tel.: +357 22 519 512
e-mail: art@souzanasavvidou.com
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