ITAPAPTHMA 1

NEPIAHYH XAPAKTHPIZTIKOQN TOY IIPOIONTOX



1.  ONOMAZXIA TOY KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX

Loxicom 0,5 mg/ml m6G1po evoidprua yio GKOAOLG

2. IMOXOTIKH KAI ITIOIOTIKH XYNOGEXH
Kd&be ml mepiéyet:

Apaotiki] Oveia:

Meloxicam 0,5 mg
"Exdoya:
Sodium benzoate 1,5 mg

BA. tov mAnpn kotdhoyo ekddy®v oTo kKePdiato 6.1.

3. DOAPMAKOTEXNIKH MOP®H

[Téco evarmdpnpa

Avorytd KiTptvo evoidpna.

4. KAINIKA XTOIXEIA

4.1. Eion {oov

Zxvlot

4.2 OgpomevTikég gvoeierg mposoropilovrac Ta £idon LoV

AvoKoVPIoT TG PAEYUOVIG Kot TOL TOVOL o€ 0Eeieg Kat YpOVIEG LVOGKEAETIKEG SLOTOPAYEG TTOVG
oKOAOLG

4.3 Avrtevoeigeg

Na pn gpnoipomoieital og £€ykova 1 yodovyodvta (oo .

No pun ¥pNOLOTOIEITAL G GKOAOVE UE YUOTPEVTEPIKES SLUTOPUYES OTIMG EPEDIGOG Ko apoppayia,
UEMUEVT NTTATIKT, KOPOI0KN 1 VEPPIKT AELTOVPYIN KOl OUOPPUYIKES OLUTAPAYEG. .

Na pn pMolLonTolEiTal GE TEPMTMOCELG LIEPELOIGONGING GTN SPAUCTIKY 0VGiC 1] G€ KATO10 Ao TO!
éxdoya.

Noa un gpnowonoteiton o€ {do nAkiog pKkpotepng Tov 6 efoopadmy.

4.4 Ewwég mpoeidomonjosis yia kae gidog {dov

Koapia.

4.5 Ewwkéc mpo@uraéers yo T ypnon

Fwdwcéc mpoourdéelc yia th ypnion ot {oda

Edv mapotmpnOovv avembounteg evépyeieg, | Oepomeio Oa mpénet va drakodmteTon Ko o mpémet va
TOIPVETE KTNVIOTPIKT GUUPOVAT.

Amouyete T Ypnomn o€ KABE apLIATMIEVO, VTOYKOUIKO 1) VITOTOGIKO (M0, AOY® TOL OTL VTLAPYEL EV
duvapetl o Kivouvog vepptkng to&ikdtnrag.



AVT0 T0 TPOIOV Y100 GKOAOLE OEV TTPETEL VO, YPTCLUOTOLEITOL GE YATEG AOYM TOV SIUPOPETIKAOV
OLOKEVOV docoloYiag. XTi¢ Ydteg, To Loxicom 0,5 mg / ml mdG10 Evaidpna Y10 YATEG TPEMEL VO,
PN OOTOLEITOL.

Ewwéc tpopuraéeic mov tpénel va Aaufdvovtor amd to GToo Tov YopNYEL TO QOPUUKEVTIKO TPOidV

oto Loa

Atopa 1e yvootn vrepevaictncio o pun otepoetdn aviipAieypovaon edpuaxo (NSAIDs) Oa mpénet
VoL AOPEVYOLV TNV EMOPN LLE TO KTIVIOTPIKO QOPLOKEVLTIKO TPOTOV.

e mepinTmon KoTAmoong and atvynua, {ntmote auécme Tpikn cLPOLAN Kot SeiETE TO PUAAO
ooMYL®V N TNV ETIKETO GTOV Y1OTPO.

4.6 AvemOopnteg evépyeieg ( ovYvVOTNTA KOl 60PapOTNTA)

Tomikéc avemBounteg evépyeieg tv NSAIDs 60nmg 1 avopeia, o epetdc, n didppota, KOTpova, e
aipo, amddelo Kot VEQPIKT OVETAPKELD £Y0VV avapephel TEPIOTOTIOKA. X TOAD CTAVIEG TEPUTTMCELS
&yovv avapepOel apopparytkr| S14ppota, ALLATEUEST], YOOTPEVIEPIKT EEEAKMOT Kot oVENLEV ETITESL
NroTIKOV VEOH®V.

AvTEG o1 avemBouNTEG EVEPYELEC TAPOTNPOVVTAL YEVIKA TNV TPOTN ERSoudda tng Oepameiog Kot oTig
TEPLOGOTEPEG MEPUTTMOGEL EIVOL TOUPOITKES KO TOPEPYOVTOL LLETA TOV TEPUATIGLO NG Oepameiog aALd
0€ TOAD OTAVIEG TEPTMGELC Umopel va gival coPapég 1 Bovatneopeg.

Ye Tepinton EUPAVIoNS aveTIBOUNTOV EvePYEL®V, 1) Bepameia Tpémel va dakomTETOL KO va {nteitan
1N cLUPOVAR KTNVIATPOL.

H cuyvomto tov averBountov evepyeidv kabopiletal og akorovbwmg:

- oA ouyvn (meprocdtepo omd 1 ota 10 {da Tapovctdlovy avemBOUNTEG EVEPYEIEG KATA TN
duapketa TG Bepameiog)

- ovyv1 (Tteplocotepo amd 1 aidd Aydtepo amd 10 {da ota 100 vid Bepameio (Ha)

- un ovvnBopévn (tepiocotepo and 1 aAAd Aryotepo amd 10 {da ota 1000 vrd Bepaneio {ha)
- ondvia (tep1ocotepo and 1 akid Atydtepo amd 10 {da ota 10.000 vo Bepaneio {dar)

- oAb omavio (Aydtepo amd 1 ota 10.000 vd Bepomeio {oa)

4.7 Xpnon katd Tnv KON6N, YoAovyio 1] ®OTOKiA.

H acpdAelo tov KTNviATpikod QopROKEVTIKOD TPOTOVTOG OeV £XEL AmodelyTel KATA T SIAPKELN TNG
KONong kot yarovytog ( dgite v mopdypapo 4.3).

4.8 AlAemdpaceEls pe ALY QUPRAKEVTIKA TPOIOVTO KOl AAAEG HOPPES UAMAETIOPAOTG

Ao NSAIDs, 5100pNTIKA, AVTITNKTIKE, OUIVOYAVKOGIOES, AVTIBLOTIKA Kot 0VGies [e peydio fadpd
oUVOEDTG UE TIG TPOTEIVEG Lmopel Vo avtayvilovTal yio T cOVOEST] Kol £TGL 001 YOVV G TOEIKA
anoteléopata. To Loxicom dgv Ba mpémet va yopnyeitor amd kowod pe dAio NSAIDs 1
YAVKOKOPTIKOGTEPOTON.

[po- Bepameia pe GAAa avTipAeyHOVDOELS OVGiEG UTOopEl va £xouV amotéhesa TpOcheTa 1 avénuéva
avemBounto aroteAéopata Kol cOUeova pe pio ehevbepn mepiodo amd Oepameia pie KAmol0
KTNVITPIKO QOPUUKEVTIKO TPoioV Oo Tpémel va Exel TnpnOei To Aydtepo yia 24 dpeg mpv v Evapén
g Oepameiog. Tnv erevBepn mepiodo amd Bepaneio, Oa mpémel va AnebHovdv vTdoY™ o1
(OPLOKOKIVITIKES IOLOTNTEG TOV TPOTOVTWOV TOL YPNCLOTOMONKAY TPOTYOLHEVACG .

4.9 Aocoloyio Kol TpOTOS YOPNYNONS

Xpnon amd TO GTOLA.



Apywkn Oepameia pe amdn 060 twv 0,2 mg pero&ikaung/kg o.p. (4 ml/10 kg o.p.) v mpodt nuépa.
H Bepoameio 0o mpénet va cuveyiletar pio popd tnv nuépa pe xoprynon amxd 1o otopa ( pe 24wpa
pecodtaotipata) pe d6om cvviinpnong tov 0,1 mg pedo&ikaung/kg o.p. (2 ml/10 kg o.B.).

Mo peyodvtepng dudpkelag Bepameio, apod mapatnpndei Khvikn avtamdkpion ( LETA > 4 NUEPES ), N
doom Ba mpémel va Tpocapproletatl 6TN YOUNAOTEPT ATOUIKA OTOTEAEGHOTIKY OOCT) GKENTOUEVOL OTL O
Babuodg Tov THVOL Kot TNG AEYUOVIG TOV GYETILETOL LE TIC XPOVIEG LWVOOKEAETIKES OLATOPAYES LITOPET
VoL TOIKIAOLV e TNV TAPOSO TOV XPOVOU.

Ewducn epovtida mpénet va mapOei yia tnv axpifeio tng d6omG.

To evaumpnua pmopei vo, 600&i ypnoponoimvtag pio omd Tic S00 cvpryyeg mov tpoundedovral L
ovokevacia. Ot ovpryyeg topralovy ot ELaAn Kot £xovv pia kAipoka o€ kg 6.5. n onoia
avtamokpivetal otn 660m cvvinpnong (0,1 mg pero&ikaunc/kg ¢.p.). 'Etot ya v podtn nuépa, Ha
amotteitor dvo popég Tov Oyko cuvthipnong. Evaliaxtikn Bepaneio propet va apyicel e Loxicom
5 mg/ml gvéoipo dtdilvpa.

KAwvikn avtamodkpion mapatnpeitol o 3-4 nuépec. H Bepamneio Oa mpémel va dtokomel petd and 10
Nuépeg o apydTepo GV Kapio KAvikn Beltioon dev mapatnpnOei.

Yoppoviig oYeTIKA PE TN COGTI YOPNYNON
Na yopnyeiton pe tpoen 1 amevbeiog 610 oTOUA.
AvVoKIVAGTE KOAG TPV TN XPTOT).

Amopuyete LOAVVOT KOTA T ddpKELD TG YPNIONG.

4.10 Ynmepdocoroyia ( COUTTONOTA, ETELYOVOES OLODIKAGIES, AVTIOOTA), EGV givan avayKaio
Yy wepintoon vrepdocoroyiag, O Tpémel va apyilel copntopotikn Oepaneio.

4.11 Xpovog Avapovig

Agv amartteitort.

5. OAPMAKOAOI'TKEXZ IAIOTHTEX

Doppokodepamevtiky] opddn: AVIIPAEYLOVAOIN KAl OVTIPEVUATIKA TPOIOVTA, [I1] GTEPOELON

(o&wcdpeg).
ATCvet code: QMO1AC06

51 ®appoxodvvapikég Io16TnTES

H pero&kdun eivar éva pn otepogldég avtipAeyLovMOES PAPLAKO TNG TAENG TV 0EIKAUGOY TO 0Toi0
dpa. LLE OVOGTOAN TNG CVLVOESTG TNG TPOGTAYAUSIVIG OKMVTOC OVTIPAEYLLOVMOT), OVOAYNTIKY], OVTL-
eEOPOUOTIKN KOl AVTITVPETIKN EMIdpact. Meudvel TNy S1H0non T@V AEVKOKVTTAP®OV GTOV 16TO UE TN
QAeypovn. Ze évay eAaytoto Pabud avaoTéAAEL ETIONG TNV TPOKAAOVUEVT OO KOAAOYOVO
cvoompevon Opopforvttdpov. Meléteg in vitro Kot in vivo amodetkviovy 0Tt 1 LeAoEIKAUN
avaoTéALEL TV Kukhoo&uyevvaon-2 (COX-2) og éva peyarbtepo Babud amd v kukioo&vyevvdon-1
(COX-1)

52 ®@appoxoxivnTikég Iow6TNnTES

Amnoppdonon
H amoppo@drtal TApmg LETA TN YOPpTyNoT OO TO GTOWA KOl 1] LEYIOTY] GUYKEVTPMOT] GTO TAAGLLN
mopatnpeitan petd and mepimov 4,5 dpeg. Otov 10 TPOIdV YPNOLOTOLEITAL COUPOVO LE TN

4



GUVIGTAOUEVT OGOAOYIKN ay®mYN, TUOEPEG CUYKEVTPMOGELS TNE GTO TAAGLO QTAVOLV TN debTEPT
nuépa tng Bepoameiog.

Kotoavoun

Y7rapyet pio, ypoppuKn oy€orn HETOED TG YOPNYOVUEVNC dOCT|G KO TG CLUYKEVTIPMGNC GTO TAGGLLOL
mov mapatnpeitat oto 6ptlo Bepamevtikng doonc. Ilepinov 97 % tng pero&kaung cuvdcetan Le T1g
TpoTEIveG Tov TAdopatog. O dykog katavoung sivon 0,3 1/kg.

Metafoloudg

H pelo&ikdun emkpatéotepa fpioketal 6T0 TAAGLO KOl ETIONC CNUOVTIKT OTEKKPIOT LE TN YOAN EVD
avTIBETmG T0 0VPO TTEPLEYEL LOVO Tyvn amd TV apyikn Evaoon. H uedo&ikaun petafoiileton og pia
OAKOOAN, €va Tapdy@yo 0&D Kol o€ dLipopovs TOAKOVE peTaforiteg. Olot ot onpavtikcol
petafoAriteg paivetal va etvat avevepyol QopUAKOAOYIKAL.

Amnofoln
H pelo&ucdpn €xet xpovo nuicetag Long 24 mpeg. [epimov 75 % g xopnyovpevns d6ong
omoPAALETAL LEG® TOV KOTPAVAOV KoL 1] VITOAOITY LEC® TOV OVPOU.

6. DAPMAKEYTIKA XTOIXEIA
6.1 Aicto ekd6)®V

Sodium benzoate

Glycerol

Povidone K30

Xanthan gum

Disodium phosphate dihydrate

Sodium dihydrogen phosphate dihydrate
Citric acid anhydrous

Simethicone emulsion

Purified water

6.2 Kopieg aooppotoTnTeg

AOY® amovoiog HEAETOV GLUPOTOTNTOS, CLTO TO KTIVIOTPIKO QOPUOKEVTIKO TPoidv Oa Tpémel va unv
OVOLLYVOETOL [1E GAAD KTNVIOTPIKA QOPUUKEVTIKE TPOIOVTAL.

6.3 Awdpkera Comg

Aldpreto {oNG TOV KTNVIOTPIKOD POPUOKEVTIKOD TPOTOVTOG OTMG GVGKEVALETOL TPOG TOANOT: 18
XT(;};?(SW Cong petd to Tp®TO Avorypa Tng AUEST|G GLOKELAGING : 6 UVES

6.4 Ewwkég mpo@uAiaters Yo v amodnkevon

AT TO KTNVIATPIKO POPUAKEVTIKO TPOTOV deV amantel Kapio €101k cLvONKN EOAOENS.

6.5 ®@von Kol 6VOTUTIKA TNG GPECS CVOKEVUGING.

To kTV1aTPIKO POPRAKELTIKO TTPOTOV TOPOVCIAleTal 6€ TEPEPOUALKOD TOAVOLOVAEVION BLOMTEG
euadec tov 15 ml ko 30 ml ue HDPE/LDPE kondxio yio avtictaon ota mwoidid. Avo molvebvievikéc/

TOAVTPOTIAEVIKES GUPLYYES Yo LETPN oM, pio Tov 1ml ko pia Tov 5 ml, TpounBedovron pe Kabe prain
v vo €xete TV akpifn 80om og [uKpovg Kat peydiovg okbiovg. Kdabe cOpryya sivor Babporoynuévn



o€ GOUOTIKG Bapn, n ovptyya tov 1 ml eivar Babporoynuévn and 0,25 kg - 5,0 kg ka1 n cdpryya S ml
ano 1 kg - 25 kg.
Mmopei va unv givor otnv ayopd OAES 01 GUCKEVLUGIEG

6.6 E101kég TPOoQUAGEELS Y10 TV ATOPPLYT] TOV UYPNCLUOTOINTOV KTNVIUTPLKOV
PUPUIKEVTIKOV TPOIOVTOS 1] AAA®V VAIK®V TOV TPOEPYOVTAL UG T1) YP1]O1] TOV TPOIOVTOG

Kd&Be aypnoyomointo Ktnviatpikd eoprokeLTIKO TPoidV 1 AAAM VAIKE TOV TPoépyovTal omd T
YPNON TOL TPOidVTOG B TPEMEL VO AOPPITTOVTOL COUP®VA UE TNV 1o}bovco Bvikn vopobeaio
7. KATOXOZX THX AAEIAY. KYKAO®OPIAXZ

Norbrook Laboratories (Ireland) Limited

Rossmore Industrial Estate

Monaghan

Ireland

8. APIOMOZX THX AAEIAX KYKAO®OPIAX

EU/2/08/090/001

EU/2/08/090/002

9. HMEPOMHNIA INPQTHXE ETKPIXHYX/ANANEQYXHY. THX AAEIAX
Hpepounvia 1" éykprong: 10/02/2009

Hpepopunvia tekevtaiog avavémong: 23/01/2019

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Aemtopepeic TANPOPOpPIES Yia TO €V AOYM KTNVIOTPIKO PAPUOKEVTIKO TTpoiov dlatifevtal otov
dkTVOKS TOTO TOov Evponaikod Opyaviopod @oppdkmv http://www.ema.europa.eu/

AITATOPEYXH IIQAHXHX, AIAGEXHX KAI/H XPHXHX

Agv 1oybeL.



1.  ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Loxicom 1,5 mg/ml méc1o evaidpnpa yio GKOAOLG

2. IMOXOTIKH KAI ITIOIOTIKH XYNOGEXH
Kd&be ml mepiéyet:

Apaotiki] Oveia:

Meloxicam 1,5 mg
"Exdoya:
Sodium benzoate 1,5 mg

BA. tov mAnpn kotdhoyo ekddy®v oTo kKePdiato 6.1.

3. DOAPMAKOTEXNIKH MOP®H

[Téco evormpnpa

Avouytd kitptvo evoumpnuo.

4. KAINIKA XTOIXEIA

4.1. Eiom {oov

YivAot

4.2 OgpomevTiKég gvositerg Tpocsoropilovrag Ta €iomn Lo®V

AvaKoVQloT TG PAEYUOVIG Kot TOL TOVOL o€ 0Eeieg Kat YpOVIEG LVOCKEAETIKEG SLOTAPAYEG OTOVG
oKOAOVG

4.3 Avtevoeigeg

Na pn gpnotpomoteital oe £€ykova 1 yoiovyodvta (oo .

No un gpnoytonoteiton o€ (Mo pe YAGTPEVTEPIKEG daTUPUYEG OTMOC EpEOIGUOG KOl apLoppayia,
LEW®UEVT NITATIKT, KOPII0KN 1 VEPPIKT AELTOVPYIL KOl AUOPPUYIKES OLUTAPAYEG..

Na pn gpNoOTOoLEITAL GE TEPIMTMOELS LTEPELOLGONGING GTN SPAUCTIKY OVGiN 1| G€ KATO10 Omd TaL
£Kkdoya.

Na pn gpnowonoteiton o€ oo nAkiog pkpotepns Tov 6 efoopadmyv.

4.4 Ewwkég mpoerdomon|oeLs 1o Ka0e gidog {dov

Koapia.

4.5 Ewwkéc mpo@urdéers yo tn ypron

Ewwéc mpopuAdéeic yio thn ypnon oto. Lo,

Edv mapoatnpnBovv avemBounteg evépyeieg, | Oepomeio Oa mpénet va SraxomteTon Ko Bo mpémet val
TAIPVETE KINVIOTPIKT CULPOVAN.



Amoiyete TN ¥pNon o€ Kabe apudaT®UEVO, VTOYKAUIKO 1] VTOTACIKO (M0, AdY® TOL OTL VITAPYEL EV
duvapel o Kivovvog veppikng To&kdtnrag.

Ewwéc tpoeuraéeic mov mpénet va Aaufdvovtor amd To GTORO Tov YOPNYEL TO QUPUAKEVTIKO TPOidV

ota {ho

Atopa pe YVOOTH vIepevOcOnGia o€ Un otEPOELdN avTipAEYLovadn eapuaka (NSAIDs) Ba tpénet
VO ATOPEVYOLV TNV EMOPN LE TO KTIVIOTPIKO QOPLOKEVLTIKO TPOTOV.

Y mepintoon Katdmoong and atoynue, (nNtnote apéoc 1Tpikn cuPPovAn kot dei&te To0 PUALO
00MYIDV 1 TNV ETIKETO GTOV YATPO.

4.6 AvemBOunteg evépyeleg ( ovyvoTNTA KO GoPfapiTnTa)

Tomég avemBOunTeg evépyeteg twv NSAIDs dnwg 1 avopeéia, 0 epetods, n didppota, KOTPOvVe e
aipo, amdbelo Kol VEQPIKT OVETAPKELD £X0VV avapepel TEPIOTOTIAKA. € TOAD CTAVIEG TEPITTMCELS
&xovv avapepBel arpoppayikn S14ppota, ALATEUEST), YOOTPEVTEPIKT EEAKMOT KOl auENUEVA EMTES AL
NrOTIKOV EVEOL®V.

AVTEG 01 avemBOUNTEC EVEPYELEC TAPATNPOVVTAL YEVIKA TNV TPOTN gfdopada e Oepaneiog kot 6TIg
TEPIOCOTEPEG MEPMTMOGELG EIVOL TAPOIUKEG KO TOPEPYOVTOL LETE TOV TEPLATIGUO TNG Bepameiog aALd
0€ TOAD GTAVIEC TEPMTMOOELG UTOPEL Vo €lval cofapéc 1 Bavatneopec.

Y mepinton eueaviong avembounTov evepyelmv, 1 Oepaneio Tpénel va dakdmTeToL Kot va {nrteital
1N GLUPOVAR KTNVIATPOL.

H ouyvoémta tov avemBountov evepyeldv kabopiletal ¢ akoAovbmg:

- oAb cuyvn (meprtocdtepo amd 1 ota 10 (Mo Tapovctalovy avemBOunTeg EVEPYEIEG KOTA TN
dudprela g Bepameiog)

- ovyvn (TepiocdTepo amd 1 arAdd Aryotepo amd 10 {oa ota 100 vrd Bepaneia (da)

- un cvvnBouévn (tepiocotepo and 1 aAAd Aydtepo amd 10 {da ota 1000 vad Oepaneio {ha)
- ondvia (teplocotepo and 1 ahid Atydtepo amd 10 {oa ota 10.000 vo Oepaneio {da)

- moAY omavia (Aydtepo amo 1 ota 10.000 vid Beponeio Loa)

4.7 Xpnon katd TNV KO 61, YoAOUYia 1] ®OTOKIM

H ac@delo tov KTNviaTpikod QoproKEVTIKOD TPOTOVTOg OeV £XEL amodelyTel KaTd T SIAPKELN TNG
KONomng Kot yarovyiog (deite Tnv mapdypoapo 4.3).

4.8 AlAemOPAGELS UE AALD QUPIRUKEVTIKA TPOIOVTA KAl AALEG HOPPES UAMAETIOPAGNG

AAla NSAIDs, dtoupntikd, QvTITNKTIKA, 0UvOYAVKOGIdES, avTiBloTikd Kol ovoies pe pueydio Padud
OVVOEDTG UE TIC TPMTEIVEG Pmopel va avtaywvilovtol yia Tn 0EGHEVOT Kot £TG1 001 Y00V o€ ToEIKA
anoteléopata. To Loxicom dev Ba mpémet va yopnyeitot amd kowod pe dAio NSAIDs 1
YAVKOKOPTIKOGTEPOTON.

[Ipo- Bepameia pe avtipAeypovmdelg ovcieg umopel va £xovv amotéhecua Tpocbeta 1 avénuéva
avemBuuNTo OTOTEAECUATA KOl COUP®VO LE pio ehevBepn mepiodo amd Oepameia pe kAmolo
KTNVILTPIKO POPUAKEVTIKO TPolov Ba mpémel va Exet TnpnOei To Arydtepo yio 24 dpeg mpv v Evapén
¢ Oepameiog. Tnv eAevBepn mepiodo amd Bepameia, Oa Tpémet va AneHovdy vTdy™n ot
(QOPLOKOKIVITIKES IOLOTNTESG TOV TPOTOVTIMV TOL YPNCYLOTOMONKAY TPOTYOLUEVAG,.

4.9 Aocoloyio kol TpOTOG YOPNYNONS

Xpnon amd 10 oTOUO.



Apywkn Oepamneia pe anin 06on tov 0,2 mg peroikaung/kg o.p. (1,33 ml/10 kg .p.) v tpd
nuépa. H Bepancia Oa mpémer va cuveyileton pia popd Tnv nuépa pe yopnynon arod to otopa ( pe
24mpa pecodlaotriuata) pe d6on cuvrnpnong tov 0,1 mg perolucdpnc/kg o.p. (0,667 ml/10 kg o.J3.).

Mo peyodvtepng duapkelag Bepameia, apod mapatnpndel KMvikn avtamdkpion (LETA > 4 NUEPES), M
d0on Oa pémel va Tpocapproletarl 6N YUUNAOTEPT OTOUIKA OTOTEAEGLOTIKY OG0T GKENTOUEVOL OTL O
Babuodg Tov TOVOL KoL TNG AEYUOVIG TTOV GYETILETOL LE TIC XPOVIEG LVOOKEAETIKES OLATOPAYES LITOPET
VoL TOIKIAOLV e TNV TAPOSO TOV XPOVOU.

E1dwn ppovtida npénet va mapbet yio tnv akpipeta tng d6omG.

To evaumpnua pmopei va o0&l ypnoponomvtag pio omd T 600 cVplyyes Tov Tpoundedovtal Le
ovokevaocia. ( EEaptdtor amd to fépog tov {mov). Ot ovpryyeg Toptalovy ot Ldin Kot £xovv pio
KMpoka og kg 6.3. n omola avtomokpivetal otn d6om cvvtipnong (0,1 mg perolicaunckg o.p.).
"Etot yio v Tpdtn nuépa, Ba amarteiton dvo gopéc tov dyko cuvtipnone. Evailoktikn Oeponeio

umopel va apyicetl pe Loxicom 5 mg/ml evécipo dtdivpa.

KMvikn avtamdkpion mopatnpeitol kavovikd o€ 3-4 nuépeg. H Bepomeio Oa mpénet vo, dtakomel petd
a6 10 nuépeg To apyodtepo v Kapio kKAvikn Pertioon dev mapotnpnbet.

Yopfoviéc oYETIKA PE TN GOGTY LOPYNON

Na yopnyeiton pe tpopn 1 angvbeiog 610 oTONA.

AvoKIviioTE KOAG TPV TN XP1OoT).

Amo@lyeTe HOALVON KOTA TN SLUPKELN TNG YPONG.

4.10 Ymepdooolroyia ( GUUTTONATO, EMELYOVOES OLUOIKAGIES, AVTIOOTA), EAV Elvan avayKaio
Yy mepintoon vrepdocoroyiag, Oa mpémel va apyilel copntopotikn Oepaneio.

4.11 Xpovog Avapovig

Asgv omarteital.

5. OAPMAKOAOI'IKEX IAIOTHTEX

DappokobepomenTIK OPAdH: AVTIPAEYLOVOOT KOl AVTIPEVLOTIKG, TPOTOVTA, LT GTEPOEION

(o&apeg).
ATCvet code: QMO1AC06

5.1 ®@appokodvvapukéc IowdtnTeg

H pelo&ikdun eivar éva pn otepoeldéc avTIQAEYLOVMIEG PAPILOKO TNE TAENG TV 0EIKANDV TO 0010
dpa Le avaoToA TG ovvOesN g TN TPOSTUYAUSIVIG AOKMVTOS OVTIPAEYLOVMOT, AVOAYNTIKY, OVTL-
eEIOPOUOTIKY KOl AVTITVPETIKN EMIdpacn. Meudvel TNV SN0 T@V AEVKOKVTTAP®V GTOV 16TO UE TN
QAeypovn. Zg évay eAaytoto Pabud avaoTtéAAEL EMioNG TNV TPOKAAOVUEVT OO KOAAUYOVO
ocvecmpevon Opopforvttapwy. Meléteg in vitro Kot in vivo amodetkviovy 0Tt 1 HeEAOEIKAUN
avaoTéALeL TV Kukhoo&uyevvaon-2 (COX-2) og éva peyardtepo Babud amd v kukioo&vyevvdon-1
(COX-1).

5.2 ®appoxkoxivntikég Io16TNTESG

Amoppdonon



H pelo&ikdun amoppopdrol TANp®G LETA TN YOPNYNOTN OO TO GTOLM KO 1) LEYLOTY) GLYKEVTIPWOGCT] GTO
TAGo U TapoTpEiTan PETd and mepinov 4,5 odpec. Otav T0 TPoidv ¥PNCILOTOIEITAL COUPOVA [IE T
GUVIGTOUEVT OGOAOYIKY ay®mYN, 6TABEPEG CLYKEVIPMGELG TNG HEAOEIKAUNG 6TO TAGGH OTAVOLV TN
devtepn Nuépa g Bepameiog.

Koatavoun

Yrdpyet pio YpOUUK: oxEon LETAED TG YOPNYOULEVNC HOGNC KOl TG GVYKEVTPMOONG GTO TAAGLLOL
OV Topatnpeital ota 0plo ¢ Oepanevtikng 06onc. Iepimov 97 % g pero&ikdunc cuvoeTal Ue Tig
TPOTEIVES TOV TAAGUaTOG. O 0yKog KaTavoung sivat 0,3 1/kg.

Metaforoudg

H perdoyikaun emikpatéotepo BpiokeTol 6T0 TAACLO KoL EXIOTC GNUOVTIKT ATEKKPLOT LE TN (OAT EVO
avTIBET®G TO 0VPO TTEPLEYEL LOVO Tyvn amd TV apyk| Evoon. H pedo&ikaun petaforileton oe pio
OAKOOAY, £va Topdywyo 0&L Kol og d1dPopovg molkove petaforiteg. Olot ot onpavtikol
petafoAriteg paivetal va eival avevepyol QopUaKOAOYIKA.

Amofoin
H pero&ikaun éxet xpovo nuiceiag Comg 24 opeg. [epimov 75 % g yopnyoduevng 66omg
aTOPAAAETAL HECH TOV KOTPAV®V KO 1] DITOAOITN LEG® TOV 0VPOV.

6. OAPMAKEYTIKA XTOIXEIA
6.1 Aicta €ko6) OV

Sodium benzoate

Glycerol

Povidone K30

Xanthan gum

Disodium phosphate dihydrate

Sodium dihydrogen phosphate dihydrate
Citric acid anhydrous

Simethicone emulsion

Purified water

6.2 Kopiec acopfoatotnreg

AOY® amovoiog HEAETOV GVUPOTOTNTOS, OVTO TO KTNVIOTPIKO QUPUOKEVTIKO TPoidv Oa Tpémel va, unv
OVOULYVOETOL PE AL KTNVIATPIKA QUPUOKEVTIKG TPOIOVTO.

6.3 Awdpkero Cong

Augpxela {ong TOL KTNVINTPIKOV GOPUAKEVTIKOD TPOIOVTOG OTMS GVGKELALETOL TPOG TMANGN: 18
ZT(;}Sisw Cong petd to mpdTo dvorypa g dpeong cvokevaciog : 6 Pveg

6.4 Ewwkég mpo@uiaters yia TNy amodnkevon

AvT0 TO KTNVINTPIKO POPUOKEVTIKO TPOTOV deV amantel Kapia €101k cLVONKT EOAAENG..

6.5 ®@von KM GVOTUTIKA TNG GUEGNS GVOKEVUGING.

To kvViaTpKd PaPUAKELTIKO TPOTOV TapovSlaleTal o€ TepePBaALoD ToAlvatBvAEvioy PdmTég

euareg Tov 10 ml, 32 ml, 100 ml, 2 x 100 ml ko 200ml pe HDPE/LDPE komdxio yio avtictacr ota
o014 AVO TOAVEDVAEVIKES TOAVTPOTIAEVIKES GUPLYYES Yo UETpN oM, Hiot Tov 1ml kot pio tov 5 ml,
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wpounOevovrtal e kibe PLaAn Yo va £xete TV akpiPny d6on o€ HkpovE Kot HeYaAovg okviovg. Kabe
ocvptyya eivar Babporoynuévn og copatikd Bapmn, n cvpryye tov 1ml givor Babporoynuévn amd
0,5 kg - 15 kg koau n oOpryya 5 ml amd 2,5 kg - 75 kg.

Mmopei va unv givor otnv ayopd OAES 01 GVCKELUGIEG

6.6 E10kéc mpo@uhaters yio TNV aréppLyn ToU aPNGILOTOINTOV KTVIUTPIKOD
QUPUIKEVTIKOV TTPOIOVTOS 1] AAA®Y VAIK®OV TOV TPOEPYOVTAL U6 T1) YP1IO1 TOV TPOIGVTOG

Kda6e aypnoiponointo ktviatpikd QappokeLTikod Tpoidv 1| GAAA DAKE TOL TPOEPYOVTAL OO TN
YPNON TOL TPOiIOVTOG B0 TPETEL VO, ATOPPITTOVTOL COUPMVA UE TNV 1oYVoLG 0vViKT vopobeaia.
7. KATOXOX THX AAEIAY. KYKAO®OPIAX

Norbrook Laboratories (Ireland) Limited

Rossmore Industrial Estate

Monaghan

Ireland

8. APIOMOX THX AAEIAY KYKAO®OPIAX

EU/2/08/090/003

EU/2/08/090/004

EU/2/08/090/005

EU/2/08/090/032

EU/2/08/090/033

9. HMEPOMHNIA NPQTHX ET'KPIXHX/ANANEQYXHY. THX AAEIAX
Huepounvia 1™ éykprong: 10/02/2009

Hpepounvia tedevtaiog avavémong: 23/01/2019

10. HMEPOMHNIA ANAOEQPHXHX TOY KEIMENOY

Aentopepeic TANPOPOpPIES Y10 TO €V AOY® KTNVIOTPIKO QOPHAKEVTIKO TPOToOV dlaTifevtal oTov
dtktvakd 1010 10V Evponaikon Opyavicpod @apudkmv http:/www.ema.europa.cu/

AITATOPEYXH INIQAHXHY, AIAGEXHX KAI/H XPHXHX

Agv 1oy0eL.
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1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Loxicom 5 mg/ml gvéoipo ddAvpa yio 6KOAOLG Ko YATES.

2. IMOXOTIKH KAI IIOIOTIKH XYNOGEXH
Kd&be ml mepiéyet:

Apaotiki] Oveia:

Meloxicam 5 mg
"Exooya:
Ethanol anhydrous 150 mg

BA. tov mAnpn kotdhoyo ekdoy®v oto KePdiato 6.1.
3. ®APMAKOTEXNIKH MOP®H

Evéowo didiopa
Avoiyto kitpivo dtdAvua.

4. KAINIKA XTOIXEIA

4.1. Eion {oov

2K0OAOL Ko YATES

4.2 OgpomevTikég gvoeierg mpocoropilovrac Ta £idn LoV

2k0AOL

AvaokovQlom Tng AEYUOVNIG Kot ToL TOVOL o€ 0&eieg Kat xpovieg LVOCKEAETIKEG dtaTapayés. Meiwon
TOV HETEYYEPNTIKOD TOVOL KoL TNG PAEYUOVIG TTOV akoAoLOEL TIG 0pBoTedIKEC EMEUPACELS KOt TIC
enepPaoelg oTovg LaAakoHs 16TOVG.

ldrec

Meiwon Tov HETEYYEPTIKOD TOVOL LETA OO MOBNKLGTEPEKTOUN KOl dELTEPEVOVCESG EMEUPATELS
GTOVG LOAOKOVE 16TOVC.

4.3 Avtevoeigeg

Na un gpnoyonoleitar o€ £ykva 1 yaAovyovvta (oo .

Na pn gpnoyonoteitor o€ (Mo pe YUGTPEVIEPIKEG dlaTOPYEG OTMOS EpEOIGUOG KO apLoppayia,
HELOUEVT] NITATIKT, KOPOLOKN 1) VEQPIKN AELTOVPYIN KOl QULOPPAYIKES dtaTapayEs. Na pn
YPNOUYLOTOLEITOL GE TEPMTMOGELG LITEPELALGONGIOG GTN OPACTIKY 0VGIN 1 G€ KATO10 ATTd T EKOOYO.
Noa un gpnowonoteitan o€ (Mo nAkiog pkpotepng Tv 6 efoopadmv, 1| o€ Yateg ne BApog AMyotepo
Tov 2 kg.

4.4 Ewwég mpogrdomou|oels 1o kade gidog {dov

[Ma v avakobELon Tov PETEYYELPTTIKOD TOVOL OTI YATESG, AGPAAELN £XEL TEKUNPLOBEL LOVO pHETd
amo avoroOnoia pe Oeomevtdin/ alobdvn.

4.5 Ewwég mpoura&elg ya ) (pron
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Ewwéc tpoeuraéeic yia tn ypnon oto (oo

Edv mapatnpnBoidv avembBounteg evépyeieg, n Oepaneia Oa npénel va dtokodnteTon Kot Oa mpénet va
TOIPVETE KTNVIOTPIKT GLUUPOVAT.

Amoiyete T ypnon o€ Kae apUIATOUEVO, VTOYKAUKO 1) VTOTAGTIKO (MO, AOY® TOV OTL VITAPYEL EV
duvapet o Kivouvog veppikng to&kdtnrag.

Kotd v avaisOnoia, mapakorobonon kat Bepomneia pie yopiynon vypov o tpénet va Bewpodvton
®G M oLVVNONC TPUKTIKY.

Ewwéc mpogpuAidelc mov mpémetl va Aaufdvovtor amd 10 GTOUO TOV YOPNYEL TO QUPUOKELTIKO TPOidV

ota {ho

Avtoéveon amd atouyNUe LTopel VoL TPOKAAESEL TOVO. ATOUA LE YVOOTY VIEPELAIGONGiN Gg Un
o1epocldN avTIpAeyLovddn edppoka (NSAIDs) Oa mpémel va amopedyovy TV emaen LE aVTd TO
KINVIOTPIKO QOPLOKEVTIKO TPOTOV.

Y mepinton ovtoéveons amd atuynue, {nNTtnote apéoms 1Tpikt cupPovAn kat dei&te To0 PUALO
00MYIDV 1 TNV ETIKETO GTOV Y1ATPO.

4.6 AvemOounteg evépyereg ( ovvoOTNTA KoL 6OBapOTNTA)

Tomicéc avemBounteg evépyeieg tov NSAIDs 6nmg 1 avopeia, o euetdc, n d1dppota, KOTpova, e
aipo, amdOelo Kol VEQPIKT OVETAPKELD £XOVV avapepDel TEPIOTOTIUKA. € TOAD CTAVIEG TEPITTMCELS
&xovv avapepbel avénuéva enineda nratikov eviop®v.

Y& TOAD GIAVIEG TEPIMTMOGELG EXOVV avaPePOEl aLoppayIK S1ApPOLa, CLLUTEUEST] KO YOOTPEVTEPIKN
e&élkwon.

AVTEG 01 avemBOUNTEC EVEPYELEC TAPATNPOVVTAL YEVIKA TNV TPOTN gfdopdada e Oepaneiog Kot 6TIg
TEPIOCOTEPEG MEPIMTMOGELG EIVOL TAPOIUKEG KO TOPEPYOVTOL LETE TOV TEPLATIGUO TNG Oepameiog oAl
o€ TOAD OTAVIEG TEPMTMGELS Pmopel va eival coPapég 1 BovaTneopes.

Ye TOAD GTAVIEG TEPMTMOGELG AVAPVANKTIKEG OVTIOPACELG UTOPEL Vo TapatnpnBohy Kot TPEMEL va
BepomenTOHV CUUTTOUATIKG.

H cvyvomto tov averBountov evepyeidv kabopiletal og akorovbwmg:

- oAb cuyvn (meprocdtepo omd 1 ota 10 {do Tapovctdlovy avemBOUNTEG EVEPYELEG KOTA TN
dudpkela TG Bepameiog)

- ovyv1 (TteplocoTepo amd 1 aidd Aydtepo amd 10 {da ota 100 vid Bepameio (do)

- un ovvnBopévn (tepiocotepo and 1 aAAd Arydtepo amd 10 {da ota 1000 vrd Bepaneio {da)
- ondvia (teplocotepo and 1 akid Atydtepo amd 10 {da ota 10.000 vo Bepaneio {dar)

- oA omavia (Ayotepo amd 1 ota 10.000 vd Bepamneio Cma)

4.7 Xpnon katd TNV KO 61, Yolov)id 1] ®OTOKId.

H ac@delo tov KTNvIaTpikod QoprOKEVTIKOD TPOTOVTOG OeV £XEL amodelyTel KaTd T SLAPKELN TNG
KONomng Kot yorovyiog ( dgite tnv mapdypoeo 4.3).

4.8 Alniemopdosig pe GALO QUPUUKEVTIKG TPOIOVTH KOl GALES popPEég arlinieniopaong

AAla NSAIDs, dtoupntikd, QvTITNKTIKA, 0pvOYAVKOGIdES, avTiBloTikd Kol ovoies pe pueydio Babud
OUVOEDT|G LE TIC TPMTEIVEG Pmopel va avtaywvilovtal Yia T 0EGHEVOT Kol £TG1 001 YOV 6€ TOEIK
aroteléopata. To Loxicom dgv Oa mpémet vo yopnyeitol amd kowod pe dAia NSAIDs 1
YAVKOKOPTIKOGTEPOION. Tavtdypovn yoprynon He ev duvapel veppoto&ikd pdapuoka Oa Tpénet va
amopevyetal. Zta (o o€ Kivouvo avarcOnciog ( m.y. nAkiopéva (oa) evooprépia 1 vToddpia
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Oepomeio Kot ™ ddpkelo ¢ avaicOnciog Oa npémel va Anedel vroyn. Otav 1 avarsncio Kot
NSAID yopnyobvtot Tavtdypova , 0ev UTopEl va 0TOKAEIGTEL 0 KIVOLVOC Yl T VEQPIKT AELTOLPYIO.

[Ipo- Oepameia pe GALEG AVTIQAEYUOVAOELS OVGIEC UTOPEL Va, YoV amoTéAeso Tpdcheta M
avénpéva avemfounTa aroteAéopata Kot GOUP@Va e pio EledBepn mepiodo amd Bepaneia pe kdmolo
KTNVILTPIKO POPUAKEVTIKO TPolov Ba mpémel va Exet TnpnOei To Arydtepo yio 24 dpeg mpv v Evapén
¢ Bepamneiag. Tnv ehevBepn mepiodo and Bepameio, Ba Tpémet vo AneBoHv voY™N ot
(QOPLOKOKIVITIKEC IOLOTNTEC TV TPOTOVTIMV TOL YPNCULOTOMONKAY TPOTNYOVUEVAG,.

4.9 Aocoloyio kol TpOTOG YOPNYNONS

2K0vAOL :

MvookereTikég dtatapoyés : ATAN vrodopa Eveon otn 6601 twv 0,2 mg perolukdung /kg o.p.

(0,4 ml/10 kg o.B.) v mpot nuépa. To Loxicom 1,5 mg/ml ndécpo evaumpnpo ko Loxicom

0,5 mg/ml Toc10 evaumpnuo umopei va ypnoyoronbel yio cuvéyion g Oepameiog otn 060N TV
0,1 mg pero&ucapng /kg 6.B., 24 dpeg Petd Tt Yopnynomn g EVEonc.

Meimon tov peteyyelpntikod Tovov (yo. mepiodo dve tav 24 opmv): ATAN voopAEPia 1| VTTOSOPLL
éveon atn 6601 tev 0,2 mg pelo&icaung/kg o.p. (0,4 ml/10 kg o.B.) mpv 10 Yepovpyeio, yio
TAPAdELYLLO, TNV OPO EIGAYMYNG TNG avoisOnoiag.

ldrec :

Meimon Tov PETEYYEPNTIKOD TOVOL GTIC YATEG, OOV dgv eivat duvarty| o TopakoiovBovpevn amd
TOV oTOUATOC Bepameia, .y, o Aypleg YATEG:

AT\ vtodopla éveon otr 60om tov 0,3 mg perolikdung/ kg .p. (0,06 ml/ kg o.B.) mpwv t0
YEPOLPYEID, Y10l TAPADELY LA TNV PO EICAYMYNG TNG avoloOnoiag. e ouTh TNV TEPITTOOT Un
YPNOLLUOTOLEITE OO TOV GTOUOTOC TapakoAovBovEVT Bepameia.

Meimon Tov PETEYYEPNTIKOD TOVOL GTIC YATEG OTAV 1 XOP1YNOoTN HEAOEIKAUNG TTPOKELTAL VO
GULVEYIOTEL L€ P10 OO TOVL GTOUATOG TapakolovBovpevn Bepameia:

AT vtodopla éveon otr d0om tev 0,2 mg perolikdung /kg .p. (0,04 ml/ kg o.B.) mpwv t0
YEPOLPYEIOD, Y10 TAPADELY LA TNV PO EIGAYDYNS TNG avoloOnciag.

INo cvvéyion g Bepameiog yio £0g Kot TEVTE NUEPES, QLT 1) apyLkn dOoM Uropel va akolovbeiton 24
wpeG apyodtepa e TN yopnynon tov Loxicom 0.5 mg/ml téc1o evoumpnua yio yateg otn 6001 TV
0,05 mg pero&ikaunc /kg o.p. H mapakorovbovpevn and tov 6TOUATOG d0G0A0YIN UTOPEL VO
xopnynOet péxpt kot yio 4 cuvolikd 66celg e dooTNuaTe 24 ®pOV.

Oa wpénel va 6idetar Wioitepn onuacio otnv akpiPn xoprynon g d6omng.

M katdAAnAa Badpovounuévn copryye tov 1 ml Ba Tpémel va ypnoLomoteital yia Tr yOpnyNon Tov
TPOIOVTOC OTIC YATEC.

Amoiyete TV empudAlvvon Katd T S1dpKeLd TG XPNONG.

4.10 Ymepodocoroyio ( GOUTTONOTA, ETELYOVOES OLOIIKAGIES, AVTIOOTA), EAV EivOL AvayKaio
2ty mepintwon vrepdocoroyiag, Ba mpémel va apyilel copntopotikn Oepaneio.

4.11 Xpovog Avapovig

Agv amarteitort.

5. OAPMAKOAOI'IKEXZ IAIOTHTEX
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DappokobepomenTIKy OpAdN: AVIIPAEYLOVOIT KOl AVTIPEVHOTIKG TPOTOVTA, UN GTEPOEIDN

(o&apeg).
ATCvet code: QMO1AC06

5.1 ®@appokodvvapukéc IodTnTE

H pelo&ikdun eivat éva pn otepoeldéc avTIQAEYLOVMOEG PAPLLOKO TNG TAENG TV 0EIKANMDY TO 0010
dpa Le avaoToAn TG ovveon g TN TPOoTUYAUSIVIG AOKMVTOS AVTIPAEYUOVMOT, AVOAYNTIKY, OVTL-
eEOPOUOTIKN KOl AVTITVPETIKN EMIdpacn. Meudvel TNV SN0 T@V AEVKOKVTTAP®OV GTOV 16TO UE TN
QAeyHovn. Zeg évav eEldyloto Pabuo avaoTtéALEL ETIONG TNV TPOKAAOVUEVT OO KOAAXYOVO
oveompevot Bpopforvttapov Meréteg in vitro Kot in vivo amodeikviouvy 0Tt 1 pero&ikdun
avaoTéALeL TV Kukloo&uyevvaon-2 (COX-2) og éva peyardtepo Babud amod v kukioo&vyevvdon-1
(COX-1).

5.2 ®@appoxoxivntikég IowoTnTEg

Amoppoonon

Metd, and vroddpla yopnynon, 1 pero&ikaun eivar TANP®S ProdtafEciun Kot EXTVYYAVETOL HLo
péyrot ovykévipmon 0,73 pg/ml oto TAdopa Tov aipotog oTovg okviovg kot 1,1 pg/ml otig ydtec,
nepimov 2.5 dpeg ko 1,5 dpeg petd v yopnynomn avtictoryo

Katavour

YRrapyet po YPORUIKT GUGYETION, LETAED TNG XOPTYOUUEVTG 0OCNG KOl TNG GUYKEVIPMOOT|G GTO
TAGGLOL TOV OULLOITOG, 1 OTtOl0, TOPATNPELTAL GTO PAG TNG BEPOTEVTIKNG HOGNC GTOVE GKDAOVC.
[eprocdtepo amd 97 % tng pero&kapung, cuvdietar Le Tig TPOTEIvES Tov TAAGHATOS. O dYKOoG TG
katavoung, etvon 0,3 I/kg otovg oxdAovg kot 0,09 1/kg otig ydres.

Metaforoudg

YT0V¢ GKOAOLG, 1 LEAOEIKAT OVELPICKETOL TPOTOPYIKA GTO TAACLO TOV QUIOTOG, OTEKKPIVETOL
Kuplog HEG® TNG YOG, EVA TO 0VPO TTEPLEYEL LOVO Tyvn amd 1o KOpLo cvotatTikd. H peloikaun
petapoAileton og pior aAkoOAN, o€ TapaymYo 0&£0g Kal o€ ueptkoh ToAKoVE petafoiriteg. Olot ot
KOP101 LETAPOAITEG OTOSEYTNKOV POPUOKOAOYIKDG OVEVEPYOL.

Amofoin
H nuurepiodog {ong g pero&ucaung ivarl 24 dpeg otovg okOA0VG kot 15 mpeg otic yateg. To 75 %,
TEPIMOV, TNG YOPNYOVUEVNC SOOTG OTOLOKPVVETOL UE TO KOTPOVE, KO TO DTOAOITO LIE TO OVPO.

6. OAPMAKEYTIKA XTOIXEIA

6.1 Aicta ko6 OV

Meglumine

Glycine

Ethanol (anhydrous)

Poloxamer 188

Sodium chloride

Glycofurol

Sodium hydroxide (for pH adjustment)
Hydrochloric acid (for pH adjustment)
Water for Injection

6.2 Kopieg acopfoatotnreg
Ady® omovoiog LEAETOV cUUPATOTNTOC, AVTO TO KINVIOTPIKO PAPUOKEVTIKO TPoidv Ba mpémel va punv

OVOLLLLYVOETOL e GAAD KTNVIOTPIKA QOPLUKEVTIKE TPOTIOVTAL.
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6.3 Awdpkero {omg

Aldpketo LONE TOL KTNVINTPIKOL QAPHOKEVTIKOD TPOIOVTOC OTMG GLOKEVALETOL TPOG TOANOT: 3 £11).
Awdpketo LonNg HeETd TO TPMOTO Gvorypo TG QeSS GuoKevaoiag : 28 nuépes.

6.4 Ewwkég mpopuiaters yio Tnv amwodnkevon
AvT0 TO KITNVINTPIKO POPUAKEVTIKO TPOTOV eV amantel Kapia €101k cLVONKT EOAAENG..
6.5 ®Von Kol GVOTUTIKA TNG GNECG CVOKEVUGIUG,

Aypopn yodivn eiaAn tov 10, 20, 1 100 ml kheiot pe BpoUoPOVTLAIKO GEPAYIGHO LE KATAKL OO
OAOVLLLEVIO.

Mmopei va punv givor otnv ayopd OAEC 01 GUOKELOGIES.

6.6 E101kég TPoQUAGEELS Y10 TNV GTOPPLYT TOV UYPNGLUOTOINTOV KTNVIUTPLKOV
QUPUIKEVTIKOV TTPOTIOVTOS 1] AAA®V VAIK®V OV TPOEPYOVTAL U6 T1) YP1 O] TOV TPOIGVTOG

Kd&Be aypnoyomointo Ktnviatpikd eoprokeLTIKO TPoidV 1 AAAM VAIKE TOV TPpoépyovTal omd
YPNON TOL TPOiIOVTOG B TPETEL VO ATOPPITTOVTOL COUP®VA LE TNV 1oYvoLGa eBvikn vopobeoia.
7. KATOXOX THX AAEIAY. KYKAO®OPIAX

Norbrook Laboratories (Ireland) Limited

Rossmore Industrial Estate

Monaghan

Ireland

8. APIOMOX THX AAEIAY KYKAO®OPIAX

EU/2/08/090/006

EU/2/08/090/007

EU/2/08/090/008

9. HMEPOMHNIA INPQTHXE ETKPIXHYX/ANANEQXHY. THX AAEIAX
Hpepounvia 1" éyxprong: 10/02/2009

Hpepopnvia tekevtaiog avavémong: 23/01/2019

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Aentopepeic TANpoPopieg Yo To gV AOY® KTNVINTPIKO QAPLOKEVLTIKO Tpoiov dlatifevtal otov
dkTVOKS TOTO Tov Evponaikod Opyaviopod @oppdkmv http://www.ema.europa.eu/

AITATOPEYXH INQAHXHY, AIAGEXHX KAI/H XPHXHX

Agv 1oydeL.
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1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Loxicom 0,5 mg/ml moc1po evaidprua yio yuTeg

2. IMOXOTIKH KAI IIOIOTIKH XYNOGEXH
Kd&be ml mepiéyet:

Apaotiki] Oveia:

Meloxicam 0,5 mg
"Exooya:
Sodium benzoate 1,5 mg

A. TOV TAPT KATAAOYO KOO ®V 6TO KEPAAato 6.1

3. OAPMAKOTEXNIKH MOP®H

[Téco evarmdpnpa

Avorytd KiTpivo evaidpnpaL.

4. KAINIKA XTOIXEIA

4.1. Eiom {oov

Idreg

4.2 OgpomevTikég gvoeierg mpocoropilovrac Ta £idn LoV

Kotanpduven tov eAappod £mg PETplov Babuod HETEYXEPTTIKOD TOVOL Kot TNG PAEYLOVIG LETA OO
YEPOLPYIKEG EMEUPACELS O YATES, OT™G T.). opBomedikég enepuPdoeis kot EnePPACELS TOV HOAOK®OY
GTOV.

Kotoampdoven g eAeyHovig Kal ToV TOVOL 6TIG 0EEleg Kot YpOVIEG LVOCKELETIKES d1OTAPUYES OF
YaTeS.

4.3 Avtevoeigeg

Na un gpnowonoteitar o€ £€ykva 1 yaAovyovvta (oo .

No pn ¥pnoonoteiton o€ YATEC [LE YUOTPEVTEPIKEG SLUTAPOYES OTMG EPEBIGLOC KOl apoppayia,
UE®UEVT MTTATIKT, KOPII0KN 1 VEPPIKT AELTOVPYIL KOl OUOPPOYIKES OLUTAPAYES.

Na pn gpnoyLonoleital 6€ TEPMTMOGELG LITEPELAIGHNGIOG OTN dPACTIKY| OLGIN 1 G KATO10 ATd TAL
éxdoya.

No un ypnoyonoteitarl 6€ yotec NAKIOG LKpOTEPNS TV 6 ERSoUAdWDV.

4.4 Ewwég mpogridomou)oels Yo kKabe gidog Ldov

Koapia.

4.5 Ewwég Tpoura&elg ya ) (pion

Fwdwcéc mpoourdéeic yia th ypnion ota {da
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Edv mapoatmpnBovv avembounteg evépyeieg, | Oepomeio Oa mpémet va drakdmteTon Ko o mpémet va
{nreitar KTNVIATPIKT GUUBOVAN.

Amo@iyete T ypnon o€ Kde apLUIATOUEVO, VTOYKALUKO 1] VTOTAGIKO (MO, AOY® TOV OTL VIAPYEL EV
duvapetl o Kivouvog vepptkng to&ikdtnrag.

MeteyyeipnTikog TOVOG Kol AEYLLOVI LETA A0 YEPOVPYIKEG EMEUPACELS:
Y& mePIMTMOOT TOL ONALTEITOL TPOGHETN OVOKOVPIGN TOV TOVOVL, Bal Tpémel va, pedetnOel pia
ToAVTPOTIIKY Bepameia ToL TOHVOV.

XpOVieG LVOOKEAETIKESG OLATOPAYES:
H avtomokpion o€ poakpoypovia Oepamentikn oywyn TpEnet vo, mopokolovdeite avd taktd
dotnpato awd Tov vIeEvBuvo KTNViaTpo.

Ewwéc mpopuAidelc mov mpémetl va Aaufdvovtor amd 10 GTOUO TOV YOPNYEL TO QUPUOKEVTIKO TPOidV

ota (oo

Atopa pe YVOOTH vIepeLOIcONGia o€ Un 6TEPOELDN avTIPAEYLOVAOIT papuaka (NSAIDs) Ba mpémet
VO ATOPEVYOLV TNV EMOPN LE TO KTIVIOTPIKO QOPLOKEVLTIKO TPOTOV.

Y mepintoon Katdmoong and atoynue, (Ntnote apéomc 1Tpikn cuPPovAn kot dei&te To0 PUALO
00MYIDV 1 TNV ETIKETO GTOV Y1ATPO.

4.6 AvemOounteg evépyereg (ovyvoTNTA Kol 60PapoOTNTA)

VIIKEC avemBopunteg evépyeteg Tov NSAIDs 6mmg 1 avopeia, 0 UETOC, 1| S1APPOLd, KOTPAVA LLE O,
MBapyoc kot veppikn avemapkela £xovv avoeephel nepiotaciakd. [aotpeviepikég eEeAkmoelg Kal
avEnpéva nrotikd vivpa avaeépnkay g ToAD oTAVIEC TEPIMTAOCELS.

AVTEG 01 avemBOUNTEC EVEPYELEC TAPATNPOVVTOL YEVIKA TNV TPAOTN gfdopada ¢ Oepaneiog Kot 6TIg
TEPIOCOTEPEG MEPMTMOGELG EIVOL TAPOIUKEG KO TOPEPYOVTOL LETE TOV TEPLATIGUO TNG Oepameiog oAl
o€ TOAD OTAVIEG TEPMTMOELS Pmopel va eival coPapég 1 BavaTneopes.

H cvyvomto tov averBountov evepyeidv kabopiletal og akorovbwmg:

- oA ouyvn (meprocdtepo omd 1 ota 10 {da Tapovcidlovy avemBOUNTEG EVEPYELEG KATA TN
dudpkela TG Bepameiog)

- ovyv1 (Tteplocotepo amd 1 aidd Aydtepo amd 10 {da ota 100 vid Bepameio (do)

- un ovvnBopévn (tepiocotepo and 1 aAAdd Arydtepo amd 10 {da ota 1000 vrd Bepaneio {ha)
- omavia (tepiocodtepo amd 1 adid Ayotepo and 10 {ba ota 10.000 vrd Bepaneio Cma)

- oAb omavio (Aydtepo amod 1 ota 10.000 vid Bepomeio {oa)

4.7 Xpnon katd Tnv KVN6N, Yarovyio 1] ®OTOKiA.

H acpdielo tov KTnviaTpiKod QopROKEVTIKOV TPOTOVTOG Oev £xEl amodetyTel Katd T S1apKeLn TNG
KONong kot yaovytog (deite tnv mopdypapo 4.3).

4.8 Alnliemopdosig pe GAL0 QUPROKEVTIKE TPOIOVTO KO GAAES pOPPES adlAnAemiopaong

Ala NSAIDs, 0100pnTiKd, oVTInNKTIKd, OUIVOYAVKOGISES, avTIBLoTIKG Kal 0vGieg pe peyaio Babud
oUVOEDTG UE TIG TPOTEIVEG Lmopel va avtaywvilovTal yio T cOVOEST] Kol £TGL 001 YOVV G€ TOEIKA
anoteléopata. To Loxicom dgv Ba mpémet va yopnyeitor amd kool pe dAio NSAIDs 1
YAVKOKOPTIKOGTEPOTON. Tavtdypovn yoprynomn ,0uvnTiKa vEQPOTOEKOD PAPLAKOV TPETEL VO,
OTOPEVYETOL.

[Ipo- Bepancio pe GALO AVTIPAEYLOVAOIEIS OLGIEG pTopel var ExouV amoTéAesa TPpOcheTA 1} avénuéval
avemOUNTO OTOTEAECUATO, KO SOUQ®VO. pE pio eEhevBepn mepiodo amd Oepameia e KAmO10
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KTNVITPIKO QOPUUKEVTIKO TPoioV Oo mpémel va Exel TnpnOei To Aydtepo yia 24 dpeg mpv v Evapén
g Oepameiog. Katd tnv eledbepn mepiodo and Oepaneio, Oa mpénet va AneBodv vdym ot
(QOPLOKOKIVITIKES WOLOTNTESG TOV TPOTOVTI®V TOL YPNCULOTOMONKAY TPOTYOLUEVAMG,.

4.9 Aocoloyio kor TpoOTOG YOPNYNONS
Xpnon amd T0 GTOLA.

Aocolroyia

Merteyyelpntikog TOVOG Kol AEYUOVT UETA amd YEPOVPYIKES emeuPAoELS:

Metd, v apykn Oepameia pe Loxicom 5 mg/ml evéoiuo Stdlvpa Yo, GKOA0VG Kol YATES, GUVEYIoTE
v Bepaneia 24 dpec apyotepa pe Loxicom 0.5 mg/ml mOGIHO evaidpriLo Yio YUTEG oTNV 300N T®V
0,05 mg pero&ikaung /kg copatikov Bépove. H enaxdiovdn d6on and 1o otopa pnopei va yopnynoel
pia opd nuepnoing (e HecodastNUATo 24 @pdV) Yo SIEoTNUo £0C Kol TECOEPIS NUEPES.

Oc&eiec poookereTikéc dlataporyéc:

Apywkn Oepameia, eivor pia epana d6om omd 1o oo Tov 0,2 mg pelo&ikaung/kg couaTikon
Bapovg katd v Tpdy Nuépa. H Bepameio and 1o otopa, Tpémetl va cuveyileTal o popd nuepncing
(ne pecodaotipota 24 mpmv) otny d06on twv 0,05 mg perolucdung/kg copatikod Bépovg yia 660
dtdotnua dtapkody o 0E0¢ TOVOg Kot 1 o&eio pAgyUOVY.

Xpoviec LVOGKEAETIKEC dLATOPUYEC:

Apyikn Bgpameio, stvor pua epdmag 66omn and 1o otopo Tov 0,1 mg perolikaunc/kg copoticod
Bapovg katd v Tpd nuépa. H Bepameio and 10 otopa, mpénet vo cuveyiletot o popd nuepncing
(ne pecodwotnuata 24 mpdv) otn d6om cvvinpnong tov 0,05 mg pelo&ucaung/kg copatikod
Bapovc.

YuvnBwg mapatnpeiton Bedtioon oe 7 nuépeg. H Oepancio mpémel va dtokomtetol petd amd 14 nuépeg
10 TOAV, oV 0ev apatnpnOei eppavig Pertimon g KAVIKNG E1KOVaG.

036¢ KoL TPOTOC YOPNYNONG

Awdikocio yopnynonc:

H ovpryya mpocappdletal otn @Lain kot &xet KAipoka padpoloynpévn katd kg copatikov fapovgn
omoia avtieTotyel 6tn doom cuvtypnong 0,05 mg pero&ikaung / kg copatucod Bapovg . ‘Etotl yio v
Evapén g aymyng Yo Tig YPOVIEG LDOCKEAETIKEG SLOTAPAYES KATA TNV TPpMTN NUEPa, Ba amartnOei
dumAdoia doon am’ ekeivi TS 6GGNC GLVTIPNOTC.

Mo mv évapén g ayoyng yio tig o&gleg LVOGKEAETIKES dLoTaPayEC KATA TV TpdTN NuUépPa, Oa
amortnOei 4-mAdoio doom am’ ekeivn g 660NG GLVTIPTONG.

Idwitepn mpocoyn mpémet va Aappdvetol og 0Tt apopd TV axpipr] yoprynon g ddonc. Asv npénet
va vrepPaivetor 1 cuvictdpevn 66om. To evaidpnua Oa Tpémet va yopnynoel xpnoYoTOIOVTOS TV
Babpovopunuévn cvpryya Loxicom mov mapéyetal HECH GTY GUGKELUGICL.

Yopfoviic oyeETIKA PE TN 6OGTY LOPYNoN

Na yoprnyeiton pe tpopn 1 angvbeiog 610 oTONA.
AVOoKIVAOTE KOAG TPV TN XPT o).

Amo@UyeTE HOAVLVON KOTA TN SLUPKELX TNG YPONG.

4.10 Ynmepoocoroyia ( COUTTONOTA, ETELYOVOES OLODIKAGIES, AVTIOOTA), £V givan avayKaio
H pero&ikaun éxel otevo Bepomentikd teplddplo acPaAEiog 6TIg YATES Kal To KAVIKG onuddia

VIEPSOGING ELPAVICOVTOL GE GYETIKH LUKPES GUYKEVIPMOGELS TAV® OO TO KOVOVIKO EMIMEDO. Xg
nepintmon vrepdociog, ot avemBouunTeg evépyeleg (0TS KaTaypaenKay oTn Topdypoaeo 4.6)
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AVOUEVOVTOL TEPIECOTEPO GOPAPES KOL TTLO GUYVEG. TNV TEPITTMON VIEPI0cOA0YiaG, Oa Tpémel va
apyilel copnTopoTikny Oepaneio.

4.11 Xpédvog Avapoviig

Asgv omarteital.

5. OAPMAKOAOI'IKEX IAIOTHTEX

DappokobepomenTIKy OpAdH: AVIIPAEYLOVOIT KOl AVTIPEVLOTIKG, TPOTOVTA, LT GTEPOEION

(o&apeg).
ATCvet code: QMO1AC06

5.1 ®@appokodvvapukéc IowdtnTeg

H pelo&ikdun eivat éva pn otepoeldéc avTIQAEYLOVMOEG PAPLAKO TNG TAENG TV 0EIKAUMV TO 0010
dpa Le avaoToAn TG ovvOEsNC TN TPOSTUYAUSIVIG AOKMVTOG AVTIPAEYLOVMOT, AVOAYNTIKY, OVTL-
eEIOPOUOTIKY KOl AVTITVPETIKN EMIdpact. Meudvel TNV SN0 T@V AEVKOKVTTAP®OV GTOV 16TO UE TN
QAeYHOVN. Zg évav eAdyloto Padpd avacTtéAAel ETioNG TNV TPOKAAOVUEVT ATO KOAAAYOVO
ocvecmpevon Opopforvttapoy. Meléteg in vitro Kot in vivo amodetkviovy 0Tt 1 HeEAOEIKAUN
avaoTéALeL TV Kukhoo&uyevvaon-2 (COX-2) og éva peyardtepo Babud amd v kukioo&vyevvdon-1
(COX-1)

5.2 ®@appokoxkivntikég Iow6TNnTES

Amoppoonon

Epbdcov 1o {mo glval vnotikd PETA TNV XOpyNon N HEYLGTI CLYKEVIPWOGT GTO TANGCLLO TOPATIPEITAL
netd amd mepimov 3 dpec. Epocov 1o (Mo gival Taicpévo , 1 amoppoPnon UTopel EAAPP®OS Vo
kaBvoteprost. Otav To TPOidV YPNCIUOTOIEITOL COUP®VA LE TN GUVICTAOUEVT] DOGOAOYIKT ay®YN,
oTo0EPEC GLYKEVTIPMGELS TNG GTO TAACHA ENLTVYYGvovToL TN debTEPN NUéPa TNG Oepameiag (48 mdpeg) .

Kotavoun

Yrdpyet pio YpOoUUK: oxEon LETAED TG YOPNYOULEVNC HOGNC KOl TG GVYKEVTPMOONG GTO TAAGLLOL
7OV TopaTNpEiTal 6To Oplo Oepanevtikng doonc. Iepimov 97 % g pero&ikdung cuvoéeTal Ue Tig
TPOTEIVEG TOV TAAGUOTOG

Metoafoiopog

H pero&ikaun emkpatéotepo BpiokeTol 6TO TAACHO KOl ETIONG GNUAVTIKN OTEKKPLION UE TN YOATN EVAD
avTIBETMG TO 0VPO TTEPLEYEL LOVO Tyvn and TV apykn Evoon. [1évte onuavtikoli petaforiteg mov
aviyvebnkoy, paivetat va etvat avevepyol poppakoloyikd. H peiolucaun petafoiileton o pia
0AKOOAN, €va Tapdy@yo 0&D Kol 6g d1popovs TOoAKOVS petafolrites. Ommg Kot Yo GAAa €(01 OV
e€etdotnray, 1 KOpLo 080G PLOUETATPOTNG TG LEAOEIKAUNG 6T YaTa gival 1 o&eidwon.

Amofo\n
H pero&ikaun éxet xpovo nuiceiag Cong 24 mpeg. [epimov 75 % tng yopnyoduevng 66omg
OTOPAAAETAL HECH TOV KOTPAV®V KO 1] VITOAOITN LEG® TOV 0VPOV.

6. OAPMAKEYTIKA XTOIXEIA
6.1 Aicta €ko6) OV

Sodium benzoate
Glycerol
Povidone K30
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Xanthan gum

Disodium phosphate dihydrate

Sodium dihydrogen phosphate dihydrate
Citric acid anhydrous

Simethicone emulsion

Purified water

6.2 Kopieg acopfatotnreg

Ady® omovoiog LEAETOV cUUPATOTNTAC, AVTO TO KINVIOTPIKO PAPUOKEVTIKO TPoidv Ba mpémet va pnv
OVOLLYVOETOL e GAAD KTNVIOTPIKA QOPLUKEVTIKE TPOIOVTAL.

6.3 Awdpkero Cong

Augprxela {ong TOL KTNVIOTPIKOD POPUAKEVTIKOD TPOIOVTOG OTME GVGKELALETOL TPOG TMANGN: 18
znglisw Cong petd to TpdTo dvorypa g dpeong cuokevaoiog : 6 Uveg

6.4 Ewwkég Tpo@uAdEels Yo TNy amodnkevon

AVTO TO KTNVIXTPIKO QOPLOKEVTIKO TPOIOV dev omartel Kapio 181k cuvOnKm eoiaéng.

6.5 ®@Yon Kol 6VOTUTIKA TNG GPECS CVOKEVUGIOC.

To kNVITPIKO PAPUAKEVTIKO TPOTOV TapovGlaleTal o€ TepePHaALKOD ToAVABVAEVIOD BdmTEg
ouirec Tov 5 ml, 15 ml kou 30 ml pe HDPE/LDPE kandxia yio avtiotaon ota toudid. H copryya
moAvaBLAEVIOD / ToAvTtportuAéviov Tov 1 ml sivan BaBuovounuévn and (0,5 kg - 10 kg).

Mmopei va pnv KukAo@opobv OAEG Ol CUGKEVAGIEG.

6.6 E101kég TPoQUAGEELS Y10 TNV ATOPPLYT TOV UYPNGLUOTOINTOV KTNVIUTPLKOV
QUPUUKEVTIKOV TTPOTIOVTOS 1] AAA®V VAIK®V TOV TPOEPYOVTAL U6 T1) YP1 O] TOV TPOIGVTOG

Ka06e aypnoipomointo ktviatpikd @appokevTikod Tpoidv 1| GAAA VAKE TOL TPOEPYOVTAL OO TN
YPNON TOL TPOidVTOG B0 TPEMEL VO amoppimTovTIoL COUP®VA UE TNV 1o}bovce eBvikn vouobeaio
7. KATOXOX THX AAEIAY KYKAO®OPIAX

Norbrook Laboratories (Ireland) Limited

Rossmore Industrial Estate

Monaghan

Ireland

8. APIOMOX THX AAEIAY KYKAO®OPIAX

EU/2/08/090/009

EU/2/08/090/027

EU/2/08/090/028

9. HMEPOMHNIA INPQTHXE ET'KPIXHYX/ANANEQXHY. THX AAEIAX

Hpepounvia 1™ éykprong: 10/02/2009
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Huepounvia tekevtaiog avavémong: 23/01/2019

10. HMEPOMHNIA ANAOEQPHXHX TOY KEIMENOY

Aemtopepeic TANPOPOpPIES Yo TO €V AOYMD KTNVINTPIKO PAPUOKEVTIKO Tpoiov dlatifevtal otov
dktvako 1010 10V Evponaikon Opyaviepod @apudkmv http:/www.ema.europa.cu/

AITATOPEYZH IIQAHXHY, AIAGEXHX KAI/H XPHXHX

Agv 1Gy0eL.
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1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Loxicom 20 mg/ml evécipo didivpa yio foogidn, yoipovg Kot dAoya

2. MMOIOTIKH KAI IIOXOTIKH XYNOGEXH
"Eva. ml mepiéyet:

ApOOTIKO GVGTATIKO:
Mero&kdpn 20 mg

"Exooya:
Ethanol 150 mg

BA. tov mAnpn kotdhoyo ekdoy®v oto KePdiato 6.1.

3. OAPMAKOTEXNIKH MOP®H

Evéowo d16Avpa.
Awwyég KItpvond d1divpa.

4. KAINIKA XTOIXEIA

4.1 Eion Lowv

Booe1dn, yoipot kot dAoya

4.2 OepamevTikég evoEilelg mpoaooropilovrag Ta €ion LOV

Boogon :

Xpnotomoteitol o 0&gieg AvamVELSTIKEG AOTUDEELS, GE GLVOVOCUO LLE TNV KATAAANAN avTIBloTIKY
Oepomeio, yio ™ peimon TOV KAVIKOV GUUTTOUATOV 6 BOOELDN).

Xpnoonoteital o€ S14pPOIEG, GE GLVOVAGHUO LE OO TOV GTOLOTOC EVLOOTIKY Oepameia, yia T
HELMOT TOV KAMVIK®V GUUTTONATOV 68 HOGYoVG nAkiog peyaivtepng ™ 1 efdopddoc kat o
LOGCYIOES .

Mo copminpopatiky Bepaneio oty avipeT®nion g o&elag paotitidug, oe GuVOLACUO LE
avtiplotikn Oepamneio.

[Ma v Kotampdiven Tov HETEYYEPNTIKOD TOVOL LETA TNV OTOKEPATWON GE LOGYOVG,.

Xoipor :

XPpNOOTOLEITOL OE [N LOAVCUATIKEG TOONGELS TOL KIVITIKOY GLGTHUATOC, Y10 TN Helwon Tov
CUUTTOUATOV TNG YOAOTNTAG KOt TNG QAEYLOVIC.

Mo copminpopatikn Bepomeio GTNV AVTILETOTION TNG EMAOYELNG CNWYOLLIOG Kot TOEVOLUI0G
(oOvdpopo pootitidag —pnTpitidog — ayarasiog),0e CLVILAGUO LE TNV KOTAAANAT ovTIfloTikn
Oepomeia.

Aloya :

[Ma ypion otV Katampdvvon TG PAEYLOVIG KoL avaKoLELoT amd Tov Tovo, 1060 og 0&eieg 660 Kot
o€ YPOVIEG LVOCKEAETIKES O10TAPAYES.

Mo v avakoveion amd Tov TOVo Tov GYETILETAL [LE TOV KOMKO TOV UTTOEOMDV.

4.3 Avtevoeiteg
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B\éne emiong kepdiaio 4.7.

Noa un gpnoytonoteiton 6€ GAoyo nikiog Likpotepng TV 6 BSOUAdmV.

Noa punv ypnoytomoteitor o€ (Mo pe PELOUEVT NIATIKY], KOPIOKT 1 VEQPIKT Agttovpyio Kot
QLLOPPOYIKEG SLUTOPAYES, 1 OOV VIGPYOVV eVOEiEeL PAAPDY amd YOOTPEVTEPIKA EAKN).

No un gpnoyonoteitan 6 mepintwon vaepevastnoiog 6T dPACTIKN OVGi 1| G KATOL0 amd Ta
£kdoya.

IMa ) Bepamneio g dtdppotag ota foogldn, To TPoidv dev Tpémet vo ypnoionoteitar o€ {da NAKiog
HKPOTEPNG TNG MLOG EFOOUASOG.

4.4 E1dwkéc mpogidomon)ogig Yo ka0e €idog {dov

H Bepancio tov pocymv pe Loxicom, 20 Aewtd Tptv amd TNV OTOKEPATWOOT), LEIDVEL TOV
peteyyelpntikd movo. H yoprynomn tov Loxicom pdvov dev emttuyydvel TANPT oavoKoLPLoT 0 ToV
TOVO KATA TNV YEPOLPYIKT eXEUPaon TG amokepdtwong. ['a v enitevén avakodeiong and Tov
TOVO KOTA TN YEWPOVPYIKT| ELEUPOCT), OTALTEITAL 1] GLUYYOPNYNON UE KATAAANAO OVOAYNTIKO.

4.5 Iowitepeg TPpoPULAEELS KATA TN YPrioN

Idwitepeg Tpo@uAGELELS KaTd TN ypnon o Lha

Edv damiotmBovv avemBounteg evépyeteg, Oa mpémel va dtokodmtetar 1 Ogpomeio kot va {nrteital n
GLUPOVAY KTNVIATPOVL.

Noa amopedyetal 1 xpron o€ cofapd apLATOUEV, VTOYKOUUIKE, 1) VTOTAGIKA {ha oTa omoin
OTOLTEITOL TOPEVIEPIKN OTOKATAGTACT] TWV VYP®V, O10TL LILAPYEL EVOEXOUEVOG KivOuvog ToEIK®mo|G.
Ye TepinTon avETaPKoVg avakoDEIoNG 0o ToV TOVOo, 0TV Ypnoiponoleital otn Oepaneio Tov
KOAMKOU T®V MToeW®V, Ho TpEMEL va YIVETAL TPOCEKTIKT EXAVEKTIUNGT TNG S1AYVOONG, KOAOMG avTd
UTopEl Vo amoTEAESEL EVOELEN Y10 OVAYKT] YEIPOVPYIKNG EXEUPAOTG.

Idwaitepeg TPo@LAGEELS TOL TPEmeL Vo AoBavovTal amd To GTOUO TOL YOPNYEL TO QUPUOKEVTIKO

mpoidv o€ Lma

Tuyoio avtoéveot e TO TPOIOGV TOL ATOLOV TOV YOPNYEL TO GKEVAGHO TOUVOV VO TPOKAAEGEL TOVO.
Artopo pe dwmotopévn vrepevoicdnoio oe Mn Ztepoeidn Avtipieypovadn Odappaka (MZAD),
TPEMEL VO OITOPEVYOLV TNV EXAPT LE TO KINVINTPIKO PUPLOKEVTIKO TPOTOV.

Y& epinton Tuyaiag avToéveot Le T BEAOVA TS GUPLYYOS TTOVL TEPLEYEL TO PAPLUKO, VO,
avalntoete opécmg wtpikn fondeta kot vo emdei&ete 6TOV 1TPO TO GOALO 00T YLDV YPNONG 1} TNV
ETIKETO TOV PAPLLAKOV.

4.6 AvemOounreg evépyeieg (ovvoTNTO KoL 6oBapoTNTa)

Xop1ynon Tov KTNVIOTPIKOL PUPUAKOD HEGH TNG VTTOdOPLaG 0000 Ge fO0EdN Kot EVOOUVIKE o€
¥oipovg givar kaAd avext. Movo mapodiko oidnua 6to onpeio Tng EVEoTg LETA Ao LITOSOPLY
xopMynon mapatnpndnke og Atydtepo amd 10% tov fooedmv mov vrofAndnkay oe KMVIKES LEAETEC.

Y10, GAoyo, pmopel vo, mapotnpn el Tapodikd oidnua 6To onueio TG EVESNG, TO 0010 ATOdPAEL
xopig Kapio enéppaon.

Y& TOAD GIAVIEG TEPIMTMOGELG, UWTOPEL VAL EMGVUPOVV AVOPLAOKTIKES 0VTIOPAcELS Kol Oa Tpémel va
OVTILETOTILOVTOL GUUTTOUOTIKA.

H ouyvoémta tov avemBountov evepysldv kabopiletal ¢ akoAovbmg:

- oAb ouyvn (meprocdtepo amd 1 ota 10 (Mo Tapovctalovy avemBOunTeg EVEPYEIEG KOUTO TN

dudpketa TG Bepameiog)

- ovyvn (Tepiocdtepo amd 1 adAdd Aryotepo amd 10 {oa ota 100 vrd Bepaneia (da)

- un ovvnBouévn (teprocotepo and 1 aAAd Aydtepo amd 10 {da ota 1000 vid Oepaneia {ha)
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- ondvia (tep1ocotePo and 1 ahid Atydtepo amd 10 {oa ota 10.000 vid Oepameio {ha)
- oAb omavia (Aydtepo amo 1 ota 10.000 vid Bepomeio (da)

4.7 Xp1on KaTd TV Kno1, T yoerovyio i TNV ®oToKia

Boog1o1 kan yoipor: Mropel va ypnoipomombel katd ) didpkeia Tng KONONG Kot TG YOAOLYiag.
Adloya: Na un ypnoiponoleital o€ £YKveg 1 YoAoLyovoeg popPadec.

B\éne emiong kepdAato. 4.3.
4.8 AlAemopdosig pe GALO QUPROUKEVTIKG TPOTOVTO KO GAAES POPPES aAANAETIOPOONG

Na pn yopnyeitot Tavtdypova e YAVKOKOPTIKOGTEPOELDT, AAAN LN-CTEPOELDON AVTLPAEYLOVAOIN
QAPLLOKO 1] LLE OVTITNKTIKOVG TOPAYOVTEG.

4.9 Aocoroyia Ko TPOTOS Yop1yNoNS

Boogom:

E@dna& vrodoplo 1 evbopAéPia Eveon otn do6om twv 0,5 mg pelo&ikdunc/kg copatikov apovg
(onA. 2,5 ml/100 kg copatikod Bapovg) oe cuvovAGUO pe TNV KATAAANAN avTiflotikh Oepareia N pe
Vv omd ToL 6TOUATOG EVVOATIKT Bepameio. O CLUVIGTOUEVOG LEYIGTOG OYKOG TTOV TTPEMEL VO,
Yopnyeitar o€ éva povo onueio g éveong etvar 10 ml.

Xoipou:

Epdnag evoopixn éveon otr 60om tov 0,4 mg perodikdunc/kg copatucod Bapovg (dnA. 2,0
ml/100kg copatikov fapovc), oe cuVILACUO e TNV KATAAANAN avTiflotiky Oeponeia. Edv
amorteital, pmopel vo yivel pia dg0utepn yopnynon pero&ucaung, Hetd amod 24 dpeg. O GLUVIGTOUEVOG
UEYIOTOG OYKOG IOV TTPEMEL VAL Yopnyeital o€ €va povo onpeio g éveong eivar 2 ml.

Aloya:

Epdana& evoopréfia éveon og d06om tov 0,6 mg pelocaung / kg copoticon fapovg (dnA. 3,0 ml/100
kg copaticon Bapovg).

[Ma ypion 6TV AVIILETOTION TG PAEYLOVIG KOL TNV 0VOKOV(LON TOV TOVOL 0€ 0EEIEG Kat ¥pOVIES
MVOCKEAETIKEC TAONGELC, TNV KATAAANAN Ogpameia amd T0 GTOUN TOL TEPLEYEL LEAOEIKALT, TOV
YOPTNYOUVTOL GOUPOVO. LE TIG GUGTAGELG TNG ETIKETAC, UTOPEL VoL Yp1OIHLOTONOEL Y1 T GUVEYIOT TNG
Oepameiog.

Amopebyete TNV €160 y®YN HOAVVONG KATA TN (P1oN.

Noa unv vrepPaivet Ta 50 tpumpota avd elaiidio. Eqv aroitobvtor nepiocdtepa omd 50 , va
ypnotpomon el ek PeAdva Avtinong.

4.10 Ynepdoocoroyio (COUTTONOTA, PETPO AVTIUETATICNG, AVTIOOTA), EAV Eival amapaiTnTA
Y mepinton vepdocoroyiag, o mpénet va xopnynOel cvumtouatikny Oepaneio.

4.11 Xpovog(or) avapovig

Boosgon: Kpéag kot edddyiot wotoi : 15 nuépeg I'ara: 5 nuépeg

Xoipot: Kpéag kot edmdipot iotol @ 5 nuépeg

Aloya: Kpéag kat edddyot 1010l : 5 nuépeg

Agv gmitpénetal 1 ypnon o€ dAoyo To omoio ToPAyoLY YA Yo avOpOTIVY KATAVAA®GT) .
5. DOAPMAKOAOI'IKEX IAIOTHTEX
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DappokobepomenTIKT OUAdN: AVTIPAEYLOVOIN KOl AVTIPPEVUATIKA TPOIOVTA, U1 GTEPOELON

(0Cucdipec)
koo ATCvet : QMO1ACO06

5.1 D opPoKOOVVIUIKES LOLOTNTEG

H pelo&ikdun, eivar éva Mn-Ztepoetdég, Avtipreypovandeg Dapuaxo (MEAD), e opddag g
o&ukdung, To omoio dpa AVAGTEALOVTAG TNV GUVOEST TNG TPOSTOYAOVIIVIG, AOKOVTAG KAT QUTO TOV
TPOTO, OVTIPAEYLOVAIN, aVTIEEIOPOUATIKY, AVOAYNTIKY KOl AVTITUPETIKY Opdor. Mewdvel T dtqdnon
TOV AEVKOKLTTAP®V GTO PAEYUAIVOVTO, 10TO. € LUKPOTEPT EKTACT], OVOCTEALEL EMIONC TNV OO TO
KOAAOYOVO TpokaAoOEVT cuvadpoion Opopporvttapmv. H pero&ikaun éxet emiong avti-evootolikég
1010t TEG Y1aTi £yl amodeybei 6TL avaoTéldel TNV Topaymyn Te Opoppoéavng B, n onoia Tapyon

netd and yopnynon evooto&ivng E. coli og pooyovg, yoraxtomapoaymysc ayelddeg Kot yoipoug.
5.2 D opPoKOKIVITIKG oTOLYELD

Amoppoonon
Metd and epdmas vroddpia yopriynon 0,5 mg pero&ikaunc/kg emtvyydvetar HEYIGTN GUYKEVTPMOOT)
(Cmax) 2,1 pg/ml ko 2,7 pg/ml petd and 7,7 dpeg kot 4 ®pec ota, veapd foogdn Kot 6TIC

YOAOKTOTOPOY®YEG AYEAADES OVTIGTOLYLL.
21ovg Yoipovg, petd amd gvdopvikn yopnynon tov 0,4 mg pelo&ikaung/kg, emroyydveror péylom
GLYKEVTP®OT) (Cmax) 1,9 pug/ml petd amod 1 dpa.

Kotavoun

[Mepiocdtepo amod 98 % tng HeAOEIKALNG GUVOEETAL LIE TIG TPWTEIVES TOL TAAGHOTOS. Y YNAOTEPES
TIWEG GUYKEVTIPMOT|G TNG LEAOEIKAUNG, TOPOTIPOVVTOL GTO NITAP KOl TOVG VEQPOVG. ZVYKPLTIKA
YOUNAOTEPEG CLYKEVIPDGELS OVIYVEDOVTAL GTOVS GKEAETIKOVG LG KO 0TO MM 16TO.

Metafolopog

H pero&ikdun avevpicketot Kupimg 6to TAAo. Xt f00EdN, 1) LEAOEIKAUT, OTEKKPIVETOL KLUPIMG
HEG® TOL YOAUKTOG KO TNG YOANG, EVOD T 0VPA TEPLEXOLVY LSV Tyvn amd TO apytKd TPoidV. XToVvg
XO1pOVG, 1 YOAN KOl Ta OVPA, TEPLEYOLY UOVO 1YV amd To apyikd Tpoiov. H pelo&ucdum
petaforileTar oe GAKOOAN, G€ TOPAYWYO 0EEOC, KOl GE PEPIKOVG TOAKOVG petafoArites. OAot ot
KOPLO1 LETAPOATEG ATOSELYTKOV PUPUAKOAOYIKAOC avevePYol. O petafoAMcudc ota dAoya, dev Exel
depeuvnOei.

Amopdkpovon
O ypoévoc nuicetog {ong g perodikdung sivar 26 dpeg kot 17,5 dpeg, Hetd amd vrodopio EVEcT oTa
veopa PoogdN Kol OTIC YOAOKTOTOPOY®YEG OYEAADES, AVTIOTOLYO.

2T0VG Y0ipove, LETA amd EVOOLIKN Yopnynon, N néon numepiodog Long eival mepimov 2,5 dpeg.

Y10 GAoY0, PHETA amd EVOOPAEPLA EvEDT), N LEAOSIKAUN ATOUOKPOVETAL [LE TEAKO XpOVO Muicelag Cmng
8,5 opec.

To 50 %, mepinov, Tng yopnyovUEVNC SOOTG ATOPAAETOL LLE TOL OVPO KOL 1] EVATOUEVOVGT, TOGOTNTO LE
To KOTPOVOL.

6. OAPMAKEYTIKA XTOIXEIA

6.1 Kotdroyog ekdoymv
- Ethanol
- Poloxamer 188
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- Macrogol 300

- Glycine

- Sodium chloride

- Sodium hydroxide
- Hydrochloric acid

- Meglumine

- Water for injection

6.2 Kopieg acopporotnreg

AOY® EMAEYNC LEAETMOV GUUPATOTNTOC TO TPOLOV OEV TPEMEL VO AVOUELYVOETOL UE GALO KTNVINTPLKO
QApLLOKO

6.3 Awdpxera Cong

Augpreta {ong TOL KTNVIOTPIKOD QUPUAKEVTIKOD TPOIOVTOG COLPMVA [LE T1 GLOKELAGIN TOANONG: 3
ém
Avdpxeta {ong petd To TPMOTO AVOLYUa TNG GTOEIMOOVS GVOKELOGTNG: 28 NUEPEC.

6.4 Iowritepeg TPoPLAGEELS KOTA TN PVLAEN TOV TPOIOGVTOG
Agv vTapyovV E1IKES 00N Yieg S10TPNONG YO AVTO TO KTNVIATPIKO POPUUKEVTIKO TPOTOV
6.5 ®Yo1n Kol 6OvOES TG GTOLYELMOOVS GVCKEVUGING

Kovti amd yaptovi pe 1 1 12 dypopo(a) yvdiwvo(a) raridto(a), Tov mepiéyet To kabéva 30, 50 1 100
ml.

Kovti amd yaptovi pe 1, 6 12 dypopo(a) yvdrwvo(a) eraridto(a), Tov mepiéyel To kabéva 250 ml.
Kd&0e prarido, kieivetat pe oTOU0 0O KOOVTGOUK Kol £IVOL GOPOYICUEVO e KAAVULO OO
aAovpivio.

Mmropel va unv KukAo@opoOV OAEG 01 GLCKEVAGIES.

6.6 Ewwkég mpo@urdaers amdppuyng evog ypnoponot0£vros KTNVINTPIKOD QopLOKEVTIKOD
TPOIOVTOG 1] GALOV VAIKOV TOV TPOEPYOVTUL AT T1) YP1)C1) TOL TPOIOGVTOS, AV VAP OVY

Kd&be pun ypnopomombéy ktnviatpikd oprokenTikd Tpoidv 1 Un xpNoILorotn0€vta VTOAEIUUOT
TOL TPEMEL VOL ATOPPITTOVTOL GOUQMVA, LLE TIG IOYVOVCESG EOVIKES OMALTNOELC.

7. KATOXOX AAEIAY KYKAO®OPIAX

Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan

Ireland

8. APIOMOZXZ(OI) AAEIAYX KYKAO®OPIAX

EU/2/08/090/010 - 30 ml
EU/2/08/090/011 - 50 ml
EU/2/08/090/012 - 100 ml
EU/2/08/090/013 - 250 ml
EU/2/08/090/014 - 6 x 250 ml
EU/2/08/090/015 - 12 x 30 ml
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EU/2/08/090/016 - 12 x 50 ml
EU/2/08/090/017 - 12 x 100 ml
EU/2/08/090/018 - 12 x 250 ml

9. HMEPOMHNIA IIPQTHX E'KPIXHX/ANANEQYXHYX THX AAEIAX

Huepounvia 1™ éykprong: 10/02/2009
Huepopunvia tekevtaiog avavémong: 23/01/2019

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Aentopepeic TANpoPopieg Yo To gV AOY® KTNVINTPIKO PAPLOKEVLTIKO Tpoiov dlatifevtal otov
dkTVOKS TOTO TOov Evponaikod Opyaviopod @oppdkmv http://www.ema.europa.eu/

AIIATOPEYXH IIQAHXHX, AIAGEXHX KAI/H XPHXHX

Agv 1oy0eL.
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1.  ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX
Loxicom 1mg pacopevo diokio yio 6KOAOLG

Loxicom 2,5 mg pacoueve diokio Yo GKOA0VG

2. MOXOTIKH KAI IOIOTIKH XYNOGEXH

Kd&be pocopevo diokio mepiéyet:

Apaostiki Oveia:

Meloxicam 1 mg

Meloxicam 2,5 mg

I' BA. Tov mAnpn katdAoyo ekdoywv 6to Kepaiaio 6.1.

3. DOAPMAKOTEXNIKH MOP®H

Moo®pevo d1okio.

Avoytol KoE pOUOTOC WOEWEC OUPIKVPTO SLoKI0 pE EYXApacn amd TNV UIPOCTIVI TAELP KO
eminedo amd TNV AN TAELPA

Ta diokia pmopovv va 6Tdcsovv og dvo ioa aod.

4. KAINIKA XTOIXEIA

4.1. Eiom {owv

YrvAot

4.2 OgpomevTikég gvosierg mpocsoropilovrac Ta £ion LoV

AvokoO@Q1o1 TG PAEYLOVIG KOl TOL TOVOL G€ 0&elec Kat YpOVIEG LVOOKEAETIKES OLATOPUYES OF
oKOAO.

4.3 Avrtevositeg

Noa un gpnowonoleitar o€ £ykva 1 yaAovyovvta (oo .

Na un gpnoyonoteitor o€ (Mo pe YaoTpeVIEPKEG dtaTapayés OTwMs epediopd Kat ooppayia,
HELOUEVT] NTTATIKT, KOPOLAKN 1) VEQPIKN AELTOVPYIO KO OULOPPAYIKES OLATOPAYES. .

No un gpnoyonoteitor 6€ okbOAOLG NAIKiNG HKpOTEPNS TV 6 ERdoUAd@V Kol Bapovg Arydtepo amd
4kg.

Na pn gpnoponoLEital 68 TEPIMTMOELS LTEPELALGONGING OTN SPAUCTIKY OVGia 1| G€ KATO10 Omd TaL
gkdoya.

4.4 Ewwég mpogidomou)oels Yo kKabe gidog Ldov

Koapia.

4.5 Ewwég mpoura&elg ya ) (prion

Fudwcéc mpoourdéeic yia th ypnon ot {da
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Edv mapatnpnOobdv avembounteg evépyeieg, n Oepameia Oa npénel va diokdnteTon kot Oa Tpénet va,
{nreitar KTNVIATPIKT GUUBOVAN.

Amo@iyete T ypnon o€ Kde apLUIATOUEVO, VTOYKALUKO 1] VTOTAGIKO (MO, AOY® TOV OTL VIAPYEL EV
duvapetl o Kivouvog vepptkng to&ikdtnrag.

AT TO KTNVIATPIKO POPUAKEVTIKO TPOTOV Y10t GKOAOVG OV TPEMEL VAL YPNCLOTOLEITOL GE YATEC AOY®
TOL OTL OV lval KATAAANAO Yo xprion o€ avTo 10 €idoc. ' TIg yateg, Oa mpémetl va ypnoLoToleiTol
to Loxicom 0,5 mg/ml didAvpa yio yprion amd TO GTOWN Y10, YOTEC.

Ewwéc mpopuAidelc mov mpémetl va Aaufdvovtor amd 10 GTOUO TOV YOPNYEL TO QUPUOKEVTIKO TPOidV

ota {ho

Artopo pe yvootn vrepevaictncio oe un otepoeldn aviipAeypovadn edppoka (MEAD®) Bo tpémel va
OTOPEVYOVV TNV EMAPT LLE TO KINVIOTPIKO PUPLOKEVTIKO TPOIOV.

Y mepintoon Katdmoong and atoynue, (ntnote apéoc 1Tpikn cuPPovAn kot dgi&te T0 PUALO
odnyumdv N TNV eTKéTo GTOV Y1 TPO.

4.6 AvemOOunteg evépyeleg ( ovyvoTNTA KO GofapiTnTa)

Tomég avemBOunTeg evépyeteg tov MEAD® dnwg avopedia, PeTd, S1appota, OLLOpPAYIKE KOTpava, ,
amadeio Kol VEQPIKN avendpKeln, Exovv avapeplel TeploTactaKd. e TOAD OTAVIEG TEPITTMGELS £XOVV
avaeepOel apoppayik S1appola, AUATEUEST], YAGTPEVTEPIKT e&€AKmo Kot ovénuéva emimeda
NnatiK®V eviOpwv.

AVTEC Ol AvemIBOUNTEG EVEPYELEC TAPAUTPOVVTUL YEVIKA TNV TPMTN ERSopAda TG Bepameiog Kot 6TIg
TEPIOCOTEPEG MEPIMTMGELG EIVOL TAPOIKEG KO TOPEPYOVTAL UETE TOV TEPLATIGO TG Oepameiog aAld
o€ TOAD OTAVIEG TEPMTMGELS Pmopel va gival coPapég 1 BavaTneopes.

H cvyvomto tov averBountov evepyeidv kabopiletal og akorovbmg:

- ToAD ouyvn (meprocdtepo omd 1 ota 10 {da Tapovcidlovy avemBOUNTEG EVEPYELEG KATA TN
dudpketa ¢ Bepameiog)

- ovyvn (TteplocoTepo amd 1 aidd Aydtepo amo 10 {da ota 100 vrd Bepaneio (Ha)

- un ovvnBopévn (tepiocotepo and 1 aAdd Arydtepo amd 10 {da ota 1000 vrd Bepaneio {da)
- onavia (tepiocdtepo amd 1 adid Ayotepo amd 10 {ba ota 10.000 vrd Bepameio Cma)

- oAb omavio (Aydtepo amo 1 ota 10.000 vd Bepomeio {da)

4.7 Xpnon katd Tnv K61, Yorovyia 1] ®OTOKiq.

H ac@dAelo Tov KTNviaTpikod QopROKEVTIKOD TPOTOVTOG OeV £XEL AmodelyTeEL KATA T SIAPKELN TNG
KOnong Kot yoAovyiog (deite tnv mapdypapo 4.3).

4.8 Alniemopdosig pe AL QUPROKEVTIKG TPOIOVTO KO GAAES pOPPES alAnAemiopaong

Alo MEAD, 5100pNTIKA, OVTITNKTIKE, GUVOYAVKOGIOES, OVTIBLOTIKA Kol 0VGieg pe peydlo Padpd
oOVOESTG UE TIG TPOTEIVEG Umopel va avtaywvilovTal yio T cOVOEST Kol £TG1 001 YOVV G€ TOEIKA
amoteléopata. Avtd TO KTNVIOTPIKO QUPLOKEVTIKO TPoiov Ogv Bo Tpémet va xopryeiTal amd Kovoo
pe ko MEZA®D 1 YAVKOKOPTIKOGTEPOION.

[Iponyovpuevn aymyn e ovVIIPAEYLOVOOELG OVOiEg Umopel Vo EYEl OG amoTéLECHa TPpOGhHeTa 1
avénpéva avembounta aroteléopata kot pio tepiodog eAevBepn amd oy@yn e KOO0 KINVIATPIKO
QOPUAKEVTIKO TPOidV Ba Tpémet va Exel TnpnOel 1o Ayodtepo Yo 24 dpeg mpv TNV Evapén TG aymyn.
Kot v ehevbepn mepiodo amd aymyn, o mpémet va AneBody vadyn ot poPUOKOAOYIKES IOLOTNTEG
TOV TPOIOVTIOV OV YPNCILOTOONKAY TPONYOLUEVOG .

4.9 Aocoloyio Kol TpOTOS YOPNYNONS
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Xpnon amd T0 GTOA.

Apyun ayoyn pe povadiky 06on 0,2 mg perolikdpnc/kg o.p. v mpdtn nuépa, | onoio uropel va
xopnyNOel amd ToV GTOUATOC 1 EVOAAAKTIKG e TN xpnon neroucaung 5 mg / ml evésyiov
LAV LOTOG Y10, GKOAOVG Kot YATES.

H 6epancio Oo mpémet va cvveyiletar draé nuepnoing pe yoprynon and 1o otépa ( pe 24wmpa
pecoodtactipata) pe d6orm cuvtinpnong tov 0.1 mg pero&ikaung/kg o.p.

Ka0e pocopevn tapmiéta mepiéyet 1 mg 1 2.5 mg pelo&ikaung, ta omoio ovTioTotyovV 6TV
KaOnuepvn 6661 GLUVTHPNOTG Yo Eva 6KLAL copatikov Bapovg 10 kg, 1 éva 6KLVAL cOUOTIKOD
Bapovg 25 kg , avtictoyyo.

Kd&0e pacopevn tapmiéto propei va ondoel otn péon yuo tnv akpiPn xopniynon g 66ong COUPOVA
He To 6®paTikd Pépoc Tov okOAov. Ot TapmAéTEG UTOpPOoV va, xopnyndovv pe 1 yopic tpoen, eival
OPOUOTIKEG KO TO, TEPLGGOTEPO GKVALA Tl AapPdvouy eBglodoia.

2x£610 SOGEWMV Y10 TN dOCT) GLVTIPNONG:

Yopatikéd Bapog (kg) Ap1Buo6g pocopuevav Ap1Buo6g pocopueEVOY mg/kg
dwokiov 1 mg dwokiov 2.5 mg

4.0-7.0 s 0.13-0.1
7.1-10.0 1 0.14-0.1
10.1-15.0 1 0.15-0.1
15.1-20.0 2 0.13-0.1
20.1-25.0 1 0.12-0.1
25.1-35.0 1% 0.15-0.1
35.1-50.0 2 0.14-0.1

Mmopei va AneBel v’ oyv To evOEXOLEVO YPTONG EVOLOPTLATOG LEAOEIKANG Y1l YOPT YO OO TO
OTOLO, Y10 TO GKVALY, Y10 (o okpBEoTEPT YOPNYNON TNG 00GNG. ZVGTHVETOL T YPNOT EVOC
EVOLMPNALLOATOG YOl YOPTYNOT 0O TO GTOUA, Y1 To oKVALY oL {uyilovv Aryotepo amd 4 kg.

KAwvikn avtamokpion mapatnpeitor o 3-4 nuépec. H Bepaneia Oa mpénet va daxonet petd omd 10
nuépeg eav dev mapotnpnOel kapio KAviky Beltioon.

INo va BePardoete v oot docoloyia o TpEmEL Vo LTOAOYICETE TO COUATIKO BAPOC EMOKPPOG
MGTE VO, ATOPVYETE TNV VTOS0GOA0YIN ) TNV VTEPSOGOAOYIAL.

4.10 Ynmepdocoroyia ( COUTTONOTA, ETELYOVOES OLODIKAGIES, AVTIOOTA), £V gival avayKaio
Yy nepintmon vrepdocoroyiag, Oa mpémel va apyilel copntopotiky Oepaneio.
4.11 Xpovog Avapovig

Agv amatteitort.

5. DOAPMAKOAOTI'IKEX IAIOTHTEX

DoppokobepamevtiKy| opdon: AVIIPAEYLOVAIN KOl OVTIPPEVLOTIKE TPOTOVTO, LT GTEPOELON
(o&ucbipeg ).

ATCvet code: QMO1AC06

5.1 ®appokodvvapikéc IowdtnTteg
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H pero&ikaun eivor éva pn otepogidég avtipieypovmodeg eappoko (MEAD) e 1aéng Tov oSiKoudv
TO 07010 OPal LE OVALGTOAT TG GUVOEST|G TNG TPOSTAYANIIVIG AOKAOVTOS OVTLPAEYLOVAOIT,
OVOAYNTIKY, OVTI-EEIOPMUATIKT KOL AVTITVPETIKY EXiOpooT. Meldvel v dndnomn tov
AEVKOKVTTAPWOV GTOV PAEYHOivovTa 16T0. Ze €vav eldyioto Pabud avactéAdel emiong tnv
TPOKOAOVUEVT OO KOAAAYOVO GuGGmPeLST Bpopfokvuttdpwv. Medéteg in vitro Kot in vivo
OmodEKVOOLV OTL 1 LEAOEIKALN avaoTEALEL TNV KUKAOOEVYEVEo™-2 (COX-2) o€ éva LEYOADTEPO
Babuo and v kvkhoo&vyevaon-1 (COX-1)

52 ®appoxoxivnTikég Io16TNnTES

Amoppoéonon

H Meho&aun amoppo@dtot TANP®G LETA TNV XOPNYNOT EVAD 1 HEYIOTH GUYKEVIPMOOT] GTO TAAGLLA
napatnpeiton petd omd wepimov 7,5 dpeg. Epdcov 10 {do givorl Taicpévo , 1 amoppopnon Umopet
eMappag va kabvotepnoet. Otav To TPoidv YPNCIUOTOLEITOL COUP®VO LE TI GUVIGTOUEVT] SOGOAOYIKN
ayYT], EMTVYXAVOVTOL 0TAOEPEG CLYKEVTPMOELG LEAOEIKAUNG 6TO TAAGLA TN JEVTEPN NUEPA TG
Oepamneiog .

Koatovoun

Yrdpyet pio YpOUUK: oxEon LETAED TG YOPNYOUUEVIC OONC KAl TG GVYKEVTPMOONG GTO TAAGLLOL
OV TopaTNPEiTal 6To Opto Bepanevtikng doonc. Iepimov 97 % ¢ perolukdung cuvdéeTol pe TIg
TPOTEIVES ToV TAAoUaTog. O 0yKog KoaTavoung sival 0,3 1/kg.

Metafoiopog

H pedo&ikaun kopimg Bpicketol 6To TAACUO KoL OTEKKPIVETOL UE TN YOAY EVD OVTIOETMOG TO 0VPO
mePEYEL LOVO 1yvn amod v opyikn Evaon. H peloluchpn petaforileton og pio aAkKooAn, Eva
TapAy®mYo 0&E0C Kal 6g d1aPopovs moAkov¢ petaforites. Olot ot onpavtikol petafolriteg paiveTon
va gtvat avevepyol apLOKOAOYIKA.

Amofoin
H pero&ikaun éxet xpovo nuiceiag Comg 24 opeg. [epimov 75 % g yopnyoduevng 66omg
aTOPAAAETAL HECH TOV KOTPAV®V KOl 1] DTTOAOITN LEG® TOV 0VPOV.

6. ®APMAKEYTIKA XTOIXEIA
6.1 Aicta ko6 OV

Sodium starch glycolate, type A

-Spray dried pork liver

-Lactose monohydrate

-Povidone K30

-Sucrose

-Microcrystalline cellulose and guar gum
-Microcrystalline cellulose

-Wheatgerm defatted flour

-Yeast extract (dried)

-Magnesium stearate

6.2 Kopiec acopfoatotnreg
AKopia yvoori.
6.3 Awdpkero Cong
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Aldpketo LONe TOL KTNVINTPIKOL QUPHOKEVTIKOD TPOIOVTOS OTMG GVGKEVALETOL TPOG TOANCT: 18
pnveg.

Kd&Be aypnoyomointo oo diokio o mpémetl va puAdocetar oto ovoytd blister kot vo amodniedeTon
éw¢ 24 opec.

6.4 Ewwkég mpo@uiatels yia TNy amodnkevon

No unv amobnkevetar avo tov 25°C.
No pUAGCGETAL GTNV OPYIKT] GUGKELUGIO Y10, VO TPOGTATEDETOL OO TO MG,

6.5 ®Von Kol 6VOTUTIKA TNG GNECS CVOKEVUGING,

Kvrtia pe koptéreg dapaveic tov 10 diokiov avd kaptéha mov arotedeitat amd @vio PVC/PVDC kau
eMKAAVYT pe POALO aAovpviov o€ KovTid Tov eptéyovv 10, 20, 100 1 500 tauniéteg

6.6 E101kég TPoQUAGEELS Y10 TV ATOPPLYT] TOV UYPNCLUOTOINTOV KTVIUTPLKOV
QPUPRUKEVTIKOD TTPOIOVTOG 1] GAA®V VAIKOV TTOV TPOEPYOVTUL ATTé T1) YP1)C1] TOV TPOIOVTOG

Kd&Be aypnoyomointo KtnviaTpikd eoproKELTIKO TPOTOV 1) AAAN VAIKE TOV TPOEPYOVTaL 0md TN
YPNOT TOL TPOIGVTOG Bl TPEMEL VO ATOPPITTOVTOL GOUP®VA LLE TV 1oYVovca 0VIKT vouobeoiao

7. KATOXOX THX AAEIAY KYKAO®OPIAX

Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan

Ireland

8. APIOMOX THX AAEIAY KYKAO®OPIAX

Loxicom 1mg pacdpeva 016Kia Y10 6KOAOVG
EU/2/08/090/019 — 1 x 10 diokia
EU/2/08/090/020 — 2 x 10 dwokia
EU/2/08/090/021 — 10 x 10 dokia
EU/2/08/090/022 — 50 x 10 diokia

Loxicom 2,5 mg pooc@peva o16Kia Y10 6KOAOVG

EU/2/08/090/023 — 1 x 10 diokia

EU/2/08/090/024 — 2 x 10 diokia

EU/2/08/090/025 — 10 x 10 dokia

EU/2/08/090/026 — 50 x 10 diokia

9. HMEPOMHNIA THX IPQTHX ETKPIZHX /ANANEQYXHY THX AAEIAX
Huepounvia mpatg £ykprong: 10/02/2009

Huepopnvia avavéwmong éyxpiong: 23/01/2019

10. HMEPOMHNIA ANAGEQPHXH TOY KEIMENOY
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Aemtopepeic TANPOPOpPIES Yia TO €V AOYMD KTNVINTPIKO QAPUOKEVTIKO Tpoiov dlatifevtal otov
dktvakd 1610 10V Evponaikon Opyavicpod @apudkmv http:/www.ema.europa.cu/

AITAT'OPEYZH IIQAHXHY , ATAGEXHX KAI /H XPHXHX

Asgv omarteital.
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1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Loxicom 50mg/g otopatikn mdota yio Aoy

2. HOIOTIKH KAI MOXOTIKH XYNG®EXH
"Eva ypoppdplo meptéyet:

ApOOTIKO GVGTATIKG:
Mero&kdpn 50 mg

"Exooya:
Benzyl Alcohol 10 mg

BA. tov mAnpn kotdhoyo ekdoy®v oTo KePdiato 6.1.

3. OPAPMAKOTEXNIKH MOP®H

2TOUATIKY TAGTA.

Ymoxitpvn opoloyevig ndota

4. KAINIKA XTOIXEIA

4.1 Eion Lowv

Aloya

4.2 OepamevTikég evoEilelg mpoooropilovtag Ta £ion (O Y

Kotanpdovon g eAeyHovIS Kl avaKoPLoT] TOL TOVOL, T060 o€ 0Eeieg OG0 KOl GE YPOVIES
HVOCKEAETIKES OLOTOPAYES OE AAOYOL.

4.3 Avtevoeitelg

Na un ypnoonoieitol og £YKveg 1| 6€ Katdotaom yaiovyiog popPadec.

No un xpnotiponolgitol o GAoyo T0. 0moio TAGYOVV aTd YUGTPEVIEPIKEG dlTOPUYEG OGS, EpEDoUOC
KoL Olopporyicl, LELOUEVT] MTOTIKY], KOPSIOKT 1] VEQPIKT AELITOVPYIO KO AULOPPAYIKES SLAUTAPOYES.
Na pn gpnoiponoleital 6e TEPITTMOT VIEPELOICONGING GTN dPACTIKY OVGIN 1 GE KATO10 Ao TO
£KkdoyaL.

Na pn gpnowonoteiton o€ GAoyo nikiog pikpotepng Tv 6 BSopAd®V.

4.4 Ewwkég mpogrdomou)oels Yo ka0e gidog {dov

Koapia.

4.5 Idwitepeg TPoQLAGEELS KOTA TN Y p1oN

Idwitepeg mpouAdéelc katd tn ypnon o Loo

Noa amopedyetal 1 xpNon o€ OA To PLOATOUEVL, VITOYKALUKE, 1| VTOTAGIKA (Do, S10TL VITapPYEL
evoEXOLEVOG KIVOUVOG TOEIKMONG TV VEPPOV.
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Mnyv vrepPaivete T cuviotouevn docoloyia 1| T ddpkela Oepameiog AoOyw g ThavoTNTOG
cofapmv avemBountwov evepysidv. BAéne kepdiato 4.10.
Idwaitepec mpoeuAdéeic mov mpémet vo Aaudvovtol amd To GTOUO TOV YOPNYEL TO QUPUOKEVTIKO

npoidv oe ({ma

Artopo pe dwmotopévn vrepevoictnoio oe Mn Ztepoeidn Avtipieypovaodn Oappoaka (MEZAD),
TPEMEL VO OITOPEVYOLV TNV EXAPT LE TO KINVINTPIKO PUPLOKEVTIKO TPOTOV.

No amopehyetal 1 ET0QT TOL dEPUATOG KoL TOV HOTIOV UE TO Ttpoiov. Edv to mpoidv épbet Tuyaia og
EMOQN UE TO OEpUa N TO LTI, EETADVETE QUECHOG TO ONUEID ETOPNG LE VEPO. XE TEPITTMON TOV
TapPoLCLacTEL EpeBIoNOg Kat PUEVEL, ovalnTNOTE WTPIKT GLUBOVAN

Y mepintoon tuyaiag KaTdmoong, va avalnmoete auéomg 1Tpiky cUUPOVAN Kat dgi&te TO PUALO
ooMYL®V 1N TNV ETIKETO GTOV Y1TPO.

4.6 AvemOOunreg evépyeieg (cuyvotTnTa Kot cofapotnta)

e KAMVIKEG OOKIUES, TapaTNPONKAY LELOVOUEVO TEPIOTATIKA TUTIKMY AVETIOOUNTOV EVEPYELDV TMV
MXEA® (ehappd kKvidwon, d1dppota). To COUTTOUATO QVTA, TOV AVOSTPEYILA. XVVNOMC, HElmon TG
OLYKEVTP®ONG Aevkopotivig (aAPoopivinc) oto aipo Oa cvufel kotd ™ OldpKel TG TEPLOSOL
Oepomeiog (uéxpt 14 Nuépeg). Xe mMOAD OMAVIEG TEPMMTMOGELS EX0VV avapephel anmAiein g opeéng,
ABapyoc, KOMakO GAYOC Kol KOAITION. X& TOAD OMAVIEC TEPMTMOELS, UMOpel va emovufovv
OVOQPUAOKTIKEG OVTIOPAGELS, Ol 0TTOiEG EVOEYETUL Vo lvar coPfapéc (evoeyouévag kat Bavatnedpeg) Kot
0o pémet va avTipeTOnifovTol CUUTTOUATIKA.

Edv dwmotobodv avemBounteg evépyeieg, Ba mpémel va dwaxomtetal 1 Oepaneio kot vo {nrteiton 1
oupPBovAn KTnvidTpov.

H cvyvomto tov averBountov evepysidv kabopiletal og akorovbwmg:

- moAD ouyvn (meprocdtepo omd 1 ota 10 {da Tapovcidlovy avemBOUNTEG EVEPYELEG KATA TN

dudpketa TG Bepameiog)

- ovyv1 (TteplocoTePo amd 1 aidd Aydtepo amd 10 {da ota 100 vid Bepameio (do)

- un cvvnBopévn (tepiocotepo and 1 aAAdd Aryotepo amd 10 {da ota 1000 vrd Bepaneio {ha)

- onévia (teplocotepo and 1 akid Atydtepo amd 10 {da ota 10.000 vo Bepaneio {dar)

- oAb omavio (Aydtepo amd 1 ota 10.000 vd Bepomeio {oa)

4.7 Xp1ion Katd TNV KON61, TN Yorovyia 1] TNV @OTOKiA

Epyoomplaxég pedétec og foogidn, dev anédeiéov v vrapén tepatoyovov, euPpuotoliknig M
unTpikoto&ikng dpdong. Iapodra avtd, dev vdpyovv dabécipa otoryeio yio to dAoya. ' to Adyo
aVTo, 0V GLVIGTATAL M YPNON G” AVTO TO €I00G KOTA TN SIAPKELD TN KONOTG KOl TNG YoAoVYiag.

4.8 AN AEMOPAOELS UE GALD QUPUOKEVTIKG TPOTOVTO KO AALES POPPEG allnieTiopacng

No pn yopnyeitat TonTdYPOVO LE YAVKOKOPTIKOGTEPOELDT], GAAD LUN-GTEPOELDN UVTIPAEYLOVDOON
KINVIOLTPIKG QAPLLOKO 1] LLE OVTITNKTIKOVS TOPEYOVTES.

4.9 Aocolroyia Kot Tpémog yopniynong

Xopnyeiote 0,6 mg/kg copatikod Bapovg, epdmal nuepnoing yo £mg 14 nuépeg.
Noa yopnyeitat amgvdeiog 610 GTOUN TAV® 07O TO TOW UEPOG TG YADCGOG KPATMOVTOS TO KEPAAL TOV
OOV avaoTKOUEVO PEXPL TNV KOTATOGT).

Muo vrodiaipeon g cOpLyyag pe mdoto Tpémel va yopnyeital ava 50 kg copatikov fapove. H
ovpLyya EXEL EVa EVGOUATOUEVO TTPOGOpUOYEN Kot Exel i kg/cmpotikon Bapovg dafdduion. Kabde
ovpryya mapéyel 420 mg peho&ikaung, To onoio enapkel yio ) Bepaneio 700 kg copatikod Bapovg.

No amoeehyete v empdAvven Katd T xpnon.
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4.10 Ymepdoooroyio (COUTTONOTA, PETPO AVTIUETAOTIGNG, AVTIOOTA), EAV Eival amapaitnTa

Ot axdAov0eg Khvikég evdei&elg (Lepikég amd Tig omoieg evogyetal va givatl cofapéc) &xovv avapepbel
o€ KMVIKEG LEAETEG, PETA TN YOPNYNOT TOL TPOIOVTOG € VITEPOOGOAOYIN: fapld GLUTEPIPOPU,
dtdppota, oidnua, EEEAKMON TOL GTOUATIKOD BAEVVOYOVOL Kal / 1] GKOVPOL YPDUATOS OVPLL. X
nepintmon vrepdocoroyiag, Ba mpémel va xopnyndel countmpatiky Oepomeia.

411  Xpévog avopoviic

Kpéog kat edddyot 16toi : 3 nuépeg
Agv emtpénetan 1) xpnomn o€ {da T omoia Tapayovv YéAa yio avOp®TIVY KATOVAA®GT).
5. OAPMAKOAOI'IKEX IAIOTHTEX

DappokobepomenTiKy OpAdH: AVIIPAEYLOVOIT KOl AVTIPPEVUATIKA TPOIOVTA, U1 GTEPOELDN

(0Cukdpec)
Kkwdwog ATCvet: QMO1ACO06

5.1 D opPoKOOVVIUIKES LOLOTNTEG

H pero&ikaun, sivar éva Mn-Xtepocidég, Avtipieypovmoeg @apuarxo (MEZAD), tng ouddag e
o&dpng, To omoio dpa AVAGTEAALOVTAG TNV GOVOEST TNG TPOSTOYAOVIIVIG, AOKOVTAG KAT OUTO TOV
TPOTO, OVTLPAEYLOVAODT), AVTIEEWOPOUATIKT, AVOAYNTIKY KOl OVTITUPETIKY Opdor). Mewdvet T duqfnon
TOV AEVKOKVTTAPWOV GTO QAEYLOAVOVTA 16TO. X€ [UKPOTEPT EKTACT], OVOCTEAAEL EMIONC TNV OO TO
KOAAOYOVO TpokaAoOEVT cuvadpoion Opopporvttapmv. H pero&ikaun éxet emiong avti-evootolikég
1010t TEG Y1aTi £yl amoderybel 6TL avaoTéAdel TNV Topaymyn e Opopupoéavng B, n omoia mapnyon
netd and yopnynon evdotolivrg E. coli g pooyovg kot yoipovg.

5.2 D opUOKOKIVITIKG oTOLYELD
Amoppoonon

Ortav 10 TpoidV YPNCIUOTOLEITOL COUPDVO LE TO GUVIGTOUEVO OGOAOYIKO GYNL, 1) OO TOL
otopotog Prodobecipotnta eivor tepinov 98%. Ot HéYloTeC GLYKEVIPMOGELG GTO TAAGLAL
eMTLYYAVOVTOL PETA 0o 2-3 dpeg. O cvvtedeotng abpototikig dpdong 1,08 vrodnimvel 6TL M
peho&kaun oev €xel aBpoloTikn dpdor 0TV YOpNYEITE NUEPNGIMC.

Kotavoun
[epimov t0 98 % TG LeAOEIKAUNG GUVOEETAL LE TIG TPWTEIVES TOL TAGGHATOS. O OYKOG KATAVOUNG

etvan 0,12 1/kg.

Metafolopodg

O petafoAiiopoc gival TOLOTIKA TOPOHOI0G GTOVG EMIHUVEG, GTOVS VOVOGMLOVE YOIPOVS, GTOVG
avOp®OTOLE, 6TA BOOEIdN KO GTOVS YOIPOVS OV KO LITAPYOVY TOGOTIKES dlapopés. Ot KupldTEPOL
petafolritec mov avapépnkayv oe dAa ta £id1 NTav ot S-udpo&v- kat ot S-kapPov-petaforiteg
kaOd¢ kat o1 0EaAvA-peTaPolriteg. O petafolopdg otao ahoya, dev Exel diepevvndei. Olot ot KupLoL
UETAPOAITEG ATOSEYTIKAY PAPUAKOALOYIKDS OVEVEPYOL.

Amopdikpuvon
H pero&ikaun amopakpoveran pe teAkn nuumepiodo {ong 7,7 opav.

6. OAPMAKEYTIKA XTOIXEIA

6.1 Koataloyog ekdéymv
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— Hydroxypropyl Cellulose

- Glycerol

- Xanthan gum

- Apple flavour

- Sorbitol

- Benzyl alcohol

- Saccharin sodium powder
- Purified water

6.2 Kopieg acopporotnreg

Agv glval yvootn kopio.

6.3 Awdpkera Long

Aldpketo LONe TOV KTNVITPIKOV QUPLOKEVTIKOD TPOIOVTOC GOUPMVA, LLE TY GUCKEVAGIN TOANONG:

18 pnveg

Aldprero (oG LETA TO TPMTO AVOLYLLO, TS CTOLYEUDOOVE GVOKEVAGTAG: 28 MUEPEC.

6.4 Idwitepeg TPpoPUAGEELS KaTA TN @VAAEN TOV TTPOTOGVTOG

dvAidooete og Beppokpacio pikpotepn twv 30°C

6.5 ®YHon Kol 6HVOEGT TG GTOLELDO0VS CVOKEVUGILUG

[Ipoysiopéveg ouptyyec omd YOUNANG TUKVATNTOGC TOALALOVAEVIO TOV TEpLEYoLV 8,4 g TpoidvTtog o¢
KoUTId amd yoptovi Tev 1, 7, 1 14 cvpryydv. Kabe cvpryya Stabétel Evo eVemUOTOUEVO TPOGAPLOYEN
Kot e daPfaduion «kg/copatikov Bapovcy, og vITodlpécelg e Taotag Yo kabe 50 kg copaticod
Bapovg.

Mmropel va unv KukAo@opoOV OAEG 01 GLCKEVAGIES.

6.6 E1dwkéc mpo@uraiers amdppryng evog yp1nonomo)0£vTog KTNVITPIKOY QUPUOKEVTIKOD
TPOIOVTOG 1] GALOV VAIKAOV TOV TPOEPYOVTUL OTO T1] YP1IGT TOVL TPOIOGVTOS, UV VITAPYOLY

Kd&Be pun ypnopomombéyv kKnviatpikd oprakeutikd Tpoidv 1 pn xpnoiponon0évta vToAeippoTd
TOV TPETEL VO, ATOPPITTOVTOL COUQMVA UE TIG 1oYD0VOEG EOVIKEG AmAITNOELS.

7. KATOXOX AAEIAY KYKAO®OPIAX

Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan

Ireland

8. APIOMOZX(OI) AAEIAY. KYKAO®OPIAX
EU/2/08/090/029 (1 cvpryyn)

EU/2/08/090/030 (1 x 7 cOpryyec)
EU/2/08/090/031 (1 x 14 cvpryyec)

9. HMEPOMHNIA IIPQTHX EI'KPIXHX/ANANEQXHX THX AAEIAX
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Hp. mpadng €yxpiong: 10/02/2009
Hp. avavéwong: 23/01/2019

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Aentopepeic TANPOPOPIES Y10 TO €V AOY® KTNVIOTPIKO QOPHAKEVTIKO TPOToOV dlaTifevtal oTov
dktvakd 1010 10V Evponaikon Opyavicpod @apudkmv http:/ www.ema.europa.eu/.

AITATOPEYXH INQAHXHY, AIAGEXHX KAI/H XPHXHX

Agv 1oy0eL.
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IMAPAPTHMA 11

KATOXOX THX AAEIAY ITAPAT'QI'HE YIIEYOYNOX I'TA THN
AIIEAEYGEPQXH THX ITAPTIAAX

OPOI H ITIEPIOPIXMOI THX AAEITAY KYKAO®OPIAYL,
YXYMIIEPIAAMBANOMENQN TQN ITEPIOPIXMQN I1IOY A®OPOYN TH
ATAOEXH KAI TH XPHXH

ENAEIZH TQN ANQTATOQN OPIQN KATAAOIIIQN (AOK)
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Loxicom 0.5 mg/ml técipo svai@pnua yioe 6KOA0LE

A. KATOXOZX(OI) THX AAEIAX TTAPATI'QTI'HE, YHHEYGYNOZX(OI) I'TA THN
AIIOAEXMEYXH TQN ITAPTIAQN

Enovouio kot d1ievfvvon 1ov mapay®yod mtov givor vedfuvog yia TNV arodEGLUEVOT TOV TOPTIOWV

Norbrook Manufacturing Limited
Rossmore Industrial Estate
Monaghan Town

Co. Monaghan

H18 W620

Ireland

Norbrook Laboratories Limited
105 Armagh Road
Newry

Co. Down, BT35 6PU
United Kingdom

B. OPOI H IEPIOPIXMOI THX AAEIAY KYKAO®OPIAZX, ITIOY A®OPOYN TH
ATAGEXH KAI TH XPHXH

No yopnyeiton LOVOV e KITNVIOTPIKT] GLVTOYN

I. ENAEIZH TQN ANQTATOQN OPIQN KATAAOIIIQN (AOK)

Agv 1oy0eL.
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Loxicom 1.5 mg/ml técipo svai@pnua yioe 6KOA0LE

A. KATOXOZX(OI) THX AAEIAX TTAPATI'QTI'HE, YHHEYGYNOZX(OI) I'TA THN
AIIOAEXMEYXH TQN ITAPTIAQN

Enovouio kot d1ievfvvon 1ov mapay®yod mtov givor vedfuvog yia TNV arodEGLUEVOT TOV TOPTIOWV

Norbrook Manufacturing Limited
Rossmore Industrial Estate
Monaghan Town

Co. Monaghan

H18 W620

Ireland

Norbrook Laboratories Limited
105 Armagh Road
Newry

Co. Down, BT35 6PU
United Kingdom

B. OPOI H IEPIOPIXMOI THX AAEIAY KYKAO®OPIAZX, ITIOY A®OPOYN TH
ATAGEXH KAI TH XPHXH

No yopnyeiton LOVOV e KITNVIOTPIKT] GLVTOYN

I. ENAEIZH TQN ANQTATOQN OPIQN KATAAOIIIQN (AOK)

Agv 1oy0eL.
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Loxicom 5 mg/ml gvéowo dtdivpa Yo 6KOAOVE KO YATES.

A. KATOXOZX(OI) THX AAEIAX TTAPATI'QTI'HE, YHHEYGYNOZX(OI) I'TA THN
AIIOAEXMEYXH TQN ITAPTIAQN

Enovouio kot d1ievfvvon 1ov mapay®yod mtov givor vedfuvog yia TNV arodEGLUEVOT TOV TOPTIOWV

Norbrook Manufacturing Limited
Rossmore Industrial Estate
Monaghan Town

Co. Monaghan

H18 W620

Ireland

Norbrook Laboratories Limited
105 Armagh Road
Newry

Co. Down, BT35 6PU
United Kingdom

B. OPOI H IEPIOPIXMOI THX AAEIAY KYKAO®OPIAZX, ITIOY A®OPOYN TH
ATAGEXH KAI TH XPHXH

No yopnyeiton LOVOV e KITNVIOTPIKT] GLVTOYN

I. ENAEIZH TQN ANQTATOQN OPIQN KATAAOIIIQN (AOK)

Agv 1oy0eL.
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Loxicom 0.5 mg/ml oo svaiopnua yio yaTeg

A. KATOXOZX(OI) THX AAEIAX TTAPATI'QTI'HE, YHHEYGYNOZX(OI) I'TA THN
AIIOAEXMEYXH TQN ITAPTIAQN

Enovouio kot d1ievfvvon 1ov mapay®yod mtov givor vedfuvog yia TNV arodEGLUEVOT TOV TOPTIOWV

Norbrook Manufacturing Limited
Rossmore Industrial Estate
Monaghan Town

Co. Monaghan

H18 W620

Ireland

Norbrook Laboratories Limited
105 Armagh Road
Newry

Co. Down, BT35 6PU
United Kingdom

B. OPOI H IEPIOPIXMOI THX AAEIAY KYKAO®OPIAZX, ITIOY A®OPOYN TH
ATAGEXH KAI TH XPHXH

No yopnyeiton LOVOV e KITNVIOTPIKT] GLVTOYN

I. ENAEIZH TQN ANQTATOQN OPIQN KATAAOIIIQN (AOK)

Agv 1oy0eL.
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Loxicom 20 mg/ml gviéciwuo drgdivpna Yo foogidon, y0ipove Kat droyo

A. KATOXOZX(OI) THX AAEIAX TAPAT'QI'HE, YIIEYGYNOX(OI) I'TA THN

AIIOAEXMEYZXH TQN ITAPTIAQN

Enovopuio kot die00vven tov mopoymyol Tov eivor vredfuvoc Yo TNV omodEGLUEVGT TOV TUPTIOWV

Norbrook Manufacturing Limited

Rossmore Industrial Estate

Monaghan Town
Co. Monaghan
H18 W620
Ireland

Norbrook Laboratories Limited

105 Armagh Road
Newry

Co. Down, BT35 6PU

United Kingdom

B. OPOI H IIEPIOPIXMOI THX AAEIJAY KYKAO®OPIAZL, ITIOY A®OPOYN TH
ATA®EXH KAI TH XPHXH

No yopnyeitot LOVOV [Le KTNVIOTPIKT GOVTOYN

I. ENAEIZH TQN ANQTATOQN OPIQN KATAAOIIIQN (AOK)

H pelo&icaun eivan pia emttpenopevn ovsio 0nmg meptypapetat otov [ivaxa 1 tov [Hopaptipatog tov
Koavoviopot e Evponaikng Emtponng (EE) apif. 37/2010:

dopupokoroyikmg | Katdrowmo- | Eidn (owv AOK Iotoi- Addeg BepamevtiKn
dpaocTiko(d) deiktng oTOYO1 TpodmohEé ta&wvopunon
oLGTOTIKO(A) o€lg
Meho&kdpn Meho&kdpn | Boogidn, 20 pg’kg | Mug Kopia AVTIQAEYLLOVDOELG
aiyec, 65 ug/kg | ‘Hmop Katoydpn | Tapdyovieg / Mn
xoipot, 65 pg/kg | Neppoi on OTEPOELDELG
KOVIKAOL, OVTLPAEYLOVAOIELS
Tos1on TOPAYO VTEC
Booe1dn, 15 ug/kg | F'dha
Alyec

Ta ékdoya mov avagépovtat 6to €360 6.1 tng ITXII givan gite emitpendueVES OVGIEC Y10 TIG OTOIEC O
[Mivaxog 1 tov [Mapapmpetog tov Kavoviouov g Evponaikig Exitponng (EE) apif. 37/2010
avaeépet 0TL dev amartovvtol AOK, eite Oempovvrat 611 dev eumintovv oto okond Tov Kavoviepuon
(EE) Ap. 470/2009, 6tav xpnotlonolohviot 6€ oTO TO TPOIoV.
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Loxicom 1mg nocopeve. d16Kid Y10 6GKOAOVS
Loxicom 2.5 mg noc®uUevae 016Kio Y10 GKOAOVS

A. KATOXOZX(OI) THX AAEIAX TAPAT'QI'HE, YIIEYGYNOX(OI) I'TA THN
AIIOAEXMEYZXH TQN ITAPTIAQN

Enovopuio kot die00vven tov mopoymyol Tov eivor vredfuvoc Yo TNV omodEGLUEVGT TOV TUPTIOWV

Norbrook Manufacturing Limited
Rossmore Industrial Estate
Monaghan Town

Co. Monaghan

H18 W620

Ireland

Norbrook Laboratories Limited
105 Armagh Road
Newry

Co. Down, BT35 6PU
United Kingdom

B. OPOI H IIEPIOPIXMOI THX AAEIJAY KYKAO®OPIAZL, ITIOY A®OPOYN TH
ATA®EXH KAI TH XPHXH

No yopnyeitot LOVOV [Le KTNVIOTPIKT GOVTOYN

I. ENAEIZH TQN ANQTATOQN OPIQN KATAAOIIIQN (AOK)

Agv 1oy0eL.
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Loxicom 50mg/g cTopnoTikKn TdeTa Yo Aoy

A. KATOXOZX(OI) THX AAEIAX TTAPATI'QTI'HE, YHHEYGYNOZX(OI) I'TA THN

AIIOAEXMEYXH TQN ITAPTIAQN

Enovouio kot d1ievfvvon 1ov mapay®yod mtov givor vedfuvog yia TNV arodEGLUEVOT TOV TOPTIOWV

Norbrook Manufacturing Limited
Rossmore Industrial Estate

Monaghan Town
Co. Monaghan
H18 W620
Ireland

Norbrook Laboratories Limited

105 Armagh Road
Newry

Co. Down, BT35 6PU

United Kingdom

B. OPOI H IEPIOPIXMOI THX AAEIAY KYKAO®OPIAZX, ITIOY A®OPOYN TH
ATAGEXH KAI TH XPHXH

No yopnyeiton LOVOV e KITNVIOTPIKT] GLVTOYN

I. ENAEIZH TQN ANQTATOQN OPIQN KATAAOIIIQN (AOK)

H pero&ucaun eivon pio emepemodpevn ovcio 0nwe neprypdoetor otov Ilivaxa 1 tov Mapaptipatog tov

Kavoviepot ¢ Evponaikng Exitponng (EE) apif. 37/2010:

Ddoppaxoroyikdg | Kartdrowmo- | Eidn AOK Iotoi- Adeg BepamevTiKn

dpaoTiko(a) deiktng {owv G6TOYOL npovimobécel | Ta&vounon

GLOTATIKO(G) c

Mero&dun Mero&wdun | Booewdn, | 20 ug/kg | Moeg Kopio AvtipAeypovmdet
atyeg, 65 pg/kg | ‘Hrmap KaToy®PNon | ¢ moapdyovteg/ Mn
yoipot, 65 ng/kg | Neopoi OTEPOELDEI
KOVIKAoL, OVTIPAEYLOVAOELG
IOoEN TOPAYOVTES
Booewdn, | 15 ug/kg | I'dha
Alyec

Ta ékdoya tapatifevrarl oty mapdypaeo 6.1 tov DOX eivol eite EMTPETOUEVEC OVGIES YA TIG OTTOIEG
o mivakag 1 Tov mapaptiratog tov kavoviopov (EE) aptd. 37/2010 avapépet 6Tt dev omattovvTal
AOK, &ite Bewpeitar 6T1 dev guminTovv 610 MEdi0 EPOpLOYNG Tov Kovoviopov (EK) apd 470/2009,

OTOV YPNGLOTOOVVTOL OTTWG GE QVTO TO TPOIOV.
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ITAPAPTHMA 111

ETIKETA KAI ®YAAO OAHI'TQN
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A.ETIKETA
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IHAHPO®OPIEX I1OY IIPEIIEI NA ANAI'PA®ONTAI XTHN EEQTEPIKH
YXYXKEYAXIA

Kovri 15 ko1 30 ml @uain

| 1. ONOMAZXIA TOY KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX

Loxicom 0,5 mg/ml m6G11o evaidpno yio GKOAOLG
meloxicam

(2. LYNOEXIH XE APAXTIKH(EZ) OYZIA(EX)

Kd&0e ml mepiéyet:
Meloxicam 0,5 mg
Sodium benzoate 1,5 mg

| 3. ®APMAKOTEXNIKH MOP®H

[Téc10 evompnpta.

| 4. MEI'EOOX XYXKEYAXIAX

15 ml
30 ml

| 5.  EIAH ZQON

YKOAOL.

[6.  ENAEIEH (ELY)

AvoKoVQIoT TNG PAEYUOVNIG Kot TOL TOVOL 0€ 0Eeieg Kt YpOVIEG LVOCKEAETIKES SLOTOPOAYES.

| 7.  TPOIIOX KAI OAOX XOPHI'HXHX

AvoKvnoTE KAAQ TPV TN (PN o).

Noa yopnyeiton pe v Tpoen 1 Kortevbeiav amd To GTOUA.
Amo@iyete polvvon Katd ) StdpKeLn TNG YPNONG.
Xpnon amd TO GTOLAL.

AwpPaote 10 QUALO 0INYIOV TPV TN YPNON.

| 8.  XPONOX ANAMONHX

| 9. EIAIKEX ITPOEIAOIIOIHXEIX, EAN EINAI AITAPATTHTO
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Na pn yopnyeiton o€ éyxva 1 yolovyovvto (O .

| 10. HMEPOMHNIA AHEHY

EXP /Hp. Anénc:
Metd t0 dvorypa va yproiponoteital péca ce 6 PNVeG.

| 11. EIAIKEX XYNOGHKEX AIATHPHXHX

12. EIAIKEX IPO®YAAZEIX I'TA THN AIIOPPIYH TOY AXPHXIMOIIOIHTOY
MPOIONTOX 'H TON AXPHEITON YAIKQN, EAN YOHAPXOYN

TOPPYN: PA.ECOKAEIGTO POAO OOMYIDV YPTIONG

13. OI AEEZEIX « ATTIOKAEIXTIKA I'A KTHNIATPIKH XPHXH» KAI XYNOHKEX
‘H HEPIOPIEMOI I'TA TH ATIAGEXH KAI TH XPHXH, £Gv armartovvrol

ATOKAEIOTIKA Y10, KTNVIOTPIKY YPNoT.
Noa dwatifeton povVoV e KTNVINTPIK cuvtayn.

14. OI AEZEIX «<NA ®YAAXXETAI XE GEXH, THN OIIOIA AEN BAEIIOYN KAI AEN
HPOXEITIZOYN TA ITAIAIA»

Na puAdooetol og 0éom, TV omoia dev PAETOLVY KoL dev Tpoceyyilovv Ta TaldId.

| 15.  ONOMA KAI AIEYOYNXH TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan

Ireland

| 16. APIOMOI AAEIAY KYKAO®OPIAX (S)

EU/2/08/090/001 [15 ml]
EU/2/08/090/002 [30 ml]

|17. APIOMOX IIAPTIAAY

BN / Ap. Maptidag:
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EAAXIXTEX IIAHPO®OPIEX I1IOY IIPEIIEI NA ANATPA®ONTAI XTH XTOIXEIQAH
YXYXKEYAXIA

15 xon 30 ml @uéin

| 1. ONOMAZXIA TOY KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX

Loxicom 0,5 mg/ml m6G11o evaidpno yio GKOAOLG
meloxicam

(2. LYNOEXIH XE APAXTIKH(EZ) OYZIA(EX)

Meloxicam 0,5 mg/ml

| 3. HEPIEXOMENO XE BAPOZX, OI'KO, H APIOMO AOXEQN.

15 ml
30 ml

| 4.  OAOX XOPHI'HXHX

Xopnynon and to oToOHA.
AVOoKIVAOTE KOAG TPV TN XPTOT).

5. XPONOX ANAMONHX

| 6. APIOMOX ITAPTIAAX

BN/ Ap. IMaptidag:

| 7.  HMEPOMHNIA AHEHX

EXP /Hp. Anéng:

Metd t0 dvorypa va yproiponoteital péca 6€ 6 PNves.

| 8. OI AEEEIX «KATIOKAEIXTIKA I'TA KTHNIATPIKH XPHXH»

ATOKAEIGTIKA Y10 KTNVIOTPIKT] XPIOT.
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IHAHPO®OPIEX I10Y HPEIIEI NA ANAI'PA®ONTAI XTHN EZEQTEPIKH
YYXKEYAXIA

Kovri 10, 32, 100, 2 x 100 ko1 200 ml @udin

| 1.  ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY IPOIONTOX

Loxicom 1,5 mg/ml méG10 evaidpnue yio GKOAOLG
meloxicam

[2.  TYNGOEXH XIE APAXTIKH(EX) OYXIA(EX)

Ka6e ml mepiéyet:
Meloxicam 1,5 mg
Sodium benzoate 1,5 mg

| 3. ®APMAKOTEXNIKH MOP®H

[Ioc1o evoumpnpa.

| 4. MEI'EQOX XYXKEYAXIAX

10 ml

32 ml

100 ml
200 ml

2 x 100 ml

| 5.  EIAH ZQOQN

YKOAOL.

| 6. ENAEIEH (EIY)

AvakoO@Q1o1 TNG PAEYLOVIG KoL TOL TOVOL o€ 0Eeieg KOl YPOVIEC LVOGKEAETIKEG SLUTAPOYEC GTOVG
GKVAOVC.

| 7.  TPOIIOX KAI OAOX XOPHI'HXHX

AvVoKIVAGTE KOAG TPV TN XPTOT).

Na yoprnyeito pe v Tpoen 1 Kotevdeiav amd To GTOUA.
Amo@UyeTE HLOAVLVOT KOTA TN SLUPKELN TNG YPTONG.
Xpnon amnd 10 oTOUO.

Awpaote 10 PUALO 0INYIOV TPV T YPTON.

8.  XPONOX ANAMONHZ

53



| 9. EIAIKEX ITPOEIAOIIOIHXEIX , EAN EINAI AITAPATTHTO

Na pn yopnyeiton o€ yxva 1 yokovyovvto (O .

| 10. HMEPOMHNIA AHEHX

EXP /Hp. Anénc:
Metd T0 dvotypa Vo Yp1CLLOTTOLELTAL LEGH GE 6 UNVEG.

| 11. EIAIKEX XYNOHKEX AIATHPHXHX

12. EIAIKEX [TPO®YAAZEIX I'TA THN AIIOPPIYH TOY AXPHXIMOIIOIHTOY
MPOIONTOX 'H TON AXPHEITON YAIKQN, EAN YIHAPXOYN

TOPPYN: PA.ECOKAEIGTO POAO OINYIDY YPTIONG.

13. OI AEEZEIX « ATTIOKAEIXTIKA I'TA KTHNIATPIKH XPHXH» KAI XYNOHKEX
‘H HEPIOPIXMOI I'TA TH ATAOGEXH KAI TH XPHXH, v anartovvron

ATOKAEIOTIKA Y10 KTNVIOTPIKY YPNOM.
Na dtatifetat Povov pe KINVINTPIKT GUVTAYT.

14. OI AEZEIX «<NA ®YAAXXETAI XE GEXH, THN OIIOIA AEN BAEIIOYN KAI AEN
HPOXEITIZOYN TA ITAIAIA»

Na puAdooetol og 0éom, TV omoia dev PAETOLY KoL dev Tpoceyyilovv Ta Tald1d.

| 15. ONOMA KAI AIEYOYNXH TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan

Ireland

| 16. APIOMOI AAEIAY KYKAO®OPIAX (S)

EU/2/08/090/003 [10 ml]
EU/2/08/090/004 [32 ml]
EU/2/08/090/005 [100 ml]
EU/2/08/090/032 [200 ml]
EU/2/08/090/033 [2 x 100 ml]

| 17. APIGMOX IAPTIAAX

BN / Ap. Iapridoc:
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EAAXIXTEX TIAHPO®OPIEX IIOY ITPEITEI NA ANATPA®ONTAI XTH XTOIXEIQAH
YYXKEYAXIA

100, 2 x 100 xor 200 ml @rain

| 1.  ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Loxicom 1,5 mg/ml moéc10 evaidpnia yio GKOA0LG
meloxicam

[2.  XTYNGOEXIH XE APAXTIKH(EX) OYZIA(EX)

Kd&be ml mepiéyet:
Meloxicam 1,5 mg
Sodium benzoate 1,5 mg

| 3. PAPMAKOTEXNIKH MOP®H

[Téc1o evormdpnua.

| 4. METI'EQOX XYXKEYAXIAX

100 ml.
200 ml

| 5. EIAH ZQON

2KOAOL.

| 6. ENAEIZH (EIX)

AvaKobE1o™ TG AEYLOVIG KOl TOL TOVOL G€ 0&gieg Kal YpOVIEC LVOCKEAETIKEG SATAPOYESG GTOVG
oKOAOLC.

| 7.  TPOIIOX KAI OAOX XOPHI'HXHX

Xpnon amd TO GTOLA.

AvoKvioTE KAAQ TPV TN (P ON).

Na yopryeiton pe v Tpoen 1 Kortevdeiav amd To GTOUA.
Amo@iyete polvvon Katd ) StdpkeLn TNG YPNONG.
AwPaote 10 QUALO 0INYIOV TPV TN YPNON.

| 8.  XPONOX ANAMONHX

55



| 9. EIAIKEX ITPOEIAOHNOIHXEIX , EAN EINAI AITAPAITHTO

Na pn yopnyeitan o€ £ykva 1 yadovyovvta (oo .

| 10. HMEPOMHNIA AHEHX

EXP / Hu. Aféng:
Metd to dvotypa va yproiponoteital péca o€ 6 PNVEG.

| 11. EIAIKEX XYNOHKEX AIATHPHXHX

12. EIAIKEX [TPO®YAAZEIX I'TA THN AIIOPPIYH TOY AXPHXIMOIIOIHTOY
MPOIONTOX 'H TON AXPHEITON YAIKQN, EAN YIHAPXOYN

Amopprym: PA.ecOKAEIGTO GOHAO 0ONYIDV YPNOTG.
Amoppiyte 10 GpnoTO VAIKO GOUQ®VA LLE TNV TOMIKT 16YV0VGa vopodeaial.

13. OI AEEZEIX « ATTIOKAEIXTIKA I'A KTHNIATPIKH XPHXH» KAI XYNOHKEX
‘H HEPIOPIXEMOI I'TA TH ATIAGEXH KAI TH XPHXH, gGv anmartovvrol

ATOKAEIOTIKA Y10, KTNVIOTPIKN YPNoM.
Noa dwatifeton povoV pe KTvIaTPIK cuvtayn.

14. OI AEZEIX «<NA ®YAAXXETAI XE GEXH, THN OIIOIA AEN BAEIIOYN KAI AEN
HPOXEITIZOYN TA ITAIAIA»

Noa puAdoacetal og 0éon, Tnv omoia dev PAEmOLV Kot dev Tposeyyilovy Ta Tatdid.

| 15. ONOMA KAI AIEYOYNXH TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan

Ireland

| 16. APIOMOI AAEIAY KYKAO®OPIAX (S)

EU/2/08/090/005 [100 ml]
EU/2/08/090/032 [200 ml]
EU/2/08/090/033 [2 x 100 ml]

| 17. APIOMOX ITAPTIAAX

BN / Ap. aptidag:
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EAAXIXTEX TAHPO®OPIEX TIOY ITPEIIEI NA ANAT'PA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

10 xon 32 ml @uain

| 1. ONOMAZXIA TOY KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX

Loxicom 1,5 mg/ml méG1o evaidpno yio GKOAOLG
meloxicam

| 2. XYNOEXH XE APAXTIKO(A) KAI AAAO (A) ZYXTATIKA

Meloxicam 1,5 mg/ml

| 3. HEPIEXOMENO XE BAPOZX, OI'KO, H APIOMO AOXEQN.

10 ml
32 ml

| 4.  OAOX XOPHI'HXHX

Xopnynon and to oToOHA.
Awfaote 10 PUALO 0INYIDOV YPNOEMS, TPV OO TN XPNOT).

5. XPONOX ANAMONHX

| 6. APIOMOX ITAPTIAAX

BN/ Ap. IMaptidag:

| 7.  HMEPOMHNIA AHEHX

EXP /Hp. Anénc:

Metd t0 dvorypa va yproiponoteital péca 6€ 6 PNves.

| 8. OI AEEEIX «KATIOKAEIXTIKA I'TA KTHNIATPIKH XPHXH»

ATOKAEIGTIKA Y10 KTNVIOTPIKT] XPIOT.
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PEIIEI NA ANAT'PA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

Kovti 10 ml, 20 ml ko1 100 ml @uéin

| 1.  ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Loxicom 5 mg/ml gvéoio d1dAvpo Yo GKOAOLS Kol YOTES
Meloxicam

[2.  XTYNGOEXIH XE APAXTIKH(EX) OYZIA(EX)

Kd&be ml mepiéyet:
Meloxicam 5 mg
Ethanol, anhydrous 150 mg

| 3. PAPMAKOTEXNIKH MOP®H

Evéoyo d16Avpa.

| 4. MET'EQOX XYXKEYAXIAX

10 ml
20 ml.
100 ml

5.  EIAOX ZQOY

YvAoL Ko YOTEG.

| 6. ENAEIEEIT

2KOAOL

AvakoOQ1o1 TNG PAEYLOVIG KOl TOL TOVOL G& 0Eeieg Kol YpOVIEC LVOCKEAETIKEG dtatapoyéc. Melwon
TOV LETEYYEPNTIKOV TOVOL KoL TNG PAEYLOVIG IOV aKoAoLOEL T 0pBomtedikéc emeuPacelg Kot Tig
emePPacelg 6Toug HAAAKOHS 1GTOVG.

Fdrec
Meimon Tov PETEYYEPNTIKOD TOVOL UETA 0O oOMKLOTEPEKTOUT Kol OEVTEPEHOVGEG EMEUPACELG
GTOVG LOAOKOVG 1GTOVC. .

| 7.  OAOX KAI TPOIIOX XOPHI'HXHX

Yoot

MUvooKEAETIKEG SOTAPUYEG: OTAT) LTOOOPLO EVEGT).
Merteyyeipnticog Tovog: AT evooeAEPia 1 voddpia Eveon).
Idrec:
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MeTeyyelpnTikog TOVOS: OTAT LITOSOPLY EVECT).
Amo@iyete Tn poAvven Katd ) Stdpkeln TS YpNong .

Awpaote 10 QUALO 0INYIOV TPV TN YPNON.

| 8. XPONOX ANAMONHX

Agv amarteitor.

| 9. EIAIKEX ITPOEIAOITIOIHXEIY, EAN EINAI ANATKAIEX

Na pn gpnoyonoteitar 6€ £ykva kot yolovyobvta {da.

| 10. HMEPOMHNIA AHEHX

EXP / Hu. Avénc:
Avgpxera {ong petd to dvorypa g eraang : 28 nuépsg.

| 11. EIAIKEX XYNOGHKEX AIATHPHXHX

AvT06 TO KITNVIATPIKO POPUOKEVTIKO TPOTOV dgV amantel kapia €181k cLVONKT EOAAENG..

12. EIAIKEX IPO®YAAZEIX I'TA THN AIIOPPIYH TOY AXPHXIMOIIOIHTOY
MPOIONTOX 'H TOY AXPHETOY YAIKOY, EAN YITAPXOYN.

AToppiyTe TO AYPNOTO VAIKO GOUPOVO LE TNV TOTIKT 16YV0VGH VOLoDEsia.

13. OI AEEEIX « AITIOKAEIXTIKA I'lA KTHNIATPIKH XPHXH» KAI ZYNOHKEX
‘H IIEPIOPIXMOI I'TA TH ATAGEXH KAI TH XPHXH, £dv arortovvrol

ATOKAEIGTIKA Y10 KTNVIOTPIKT XPION.
No dratifeton uovov e KTNvIaTpiki Guvtayn..

14. OI AEZEIX «<NA ®YAAXXETAI XE GEXH, THN OIIOIA AEN BAEITIOYN KAI AEN
INPOXEITIZOYN TA ITAIAIA»

Noa puidoocetar o€ Béon, v omoia dev PAETOLY Kot dev Tpooeyyilovy Ta TAld1d.

| 15. ONOMA KAI AIEYOYNXH TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan

Ireland

| 16. APIOMOI AAEIAY KYKAO®OPIAX (S)
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EU/2/08/090/006 [10 ml]
EU/2/08/090/007 [20 ml]
EU/2/08/090/008 [100 ml]

| 17. APIOMOX ITAPTIAAX

BN/ Ap. aptidag:
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XTOIXEIA I'TA NA EM®ANIZONTAI XTHN AMEXH XYXKEYAZXIA
100 ml @uain

| 1.  ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Loxicom 5 mg/ml gvéoyo d1dAvpa Yo GKOAOLG Kol YOTES
meloxicam

[2.  TYNGOEXIH XE APAXTIKH(EX) OYZIA(EX)

Kda6e ml mepiéyet:
Meloxicam 5 mg
Ethanol, anhydrous 150 mg

| 3. PAPMAKOTEXNIKH MOP®H

Evéowo d1dAvpa.

| 4. MET'EQOX XYXKEYAXIAX

100 ml

| 5. EIAOX ZQOY

YvAol Ko YOTEG.

| 6. ENAEIZEIZ

2KVAOL

AvakobE1om TG PAEYLOVIG KoL TOL TOVOL G 0&gieg kat xpOVIEC LDOCKEAETIKEG dlatapayés. Meimon
TOV LETEYYEPNTIKOV TOVOL KoL TNG PAEYLOVIG TTOL akOAOVOEL Tic opBomedikég emeuPacelg Kot Tig
emePPAcelg 6TOVG HAAAKODS 1GTOVG.

Fareg

Meimon tov PETEYYEPNTIKOD TOVOL UETA 0 oONKLGTEPEKTOUN Kol OEVTEPEHOVGEG EMEUPATELG
OTOVG LOAOKOVG 1GTOVG.

| 7.  OAOX KAI TPOIIOX XOPHI'HXHX

Yoot
MUvOGKEAETIKESG OLOTAPUYES: OTAT) LITOOOPLOL EVEGT).
Merteyyeipntikog tovog: AT evooeAEPia 1 vioddpia Eveon.

Idrec:
Meteyyelpnticog TOVOS: oA LTOSOPLL. EVECT).

Amo@iyete Tn poAvvon Katd T StdpkeLn TG YPNoNG -

Awpaote 10 QUALO 0INYIOV TPV T YPTON.
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| 8.  XPONOX ANAMONHX

| 9. EIAIKEX ITPOEIAOITIOIHXEIY, EAN EINAI ANATKAIEX

Na pn gpnoyonoteitar 6€ £ykva kot yorovyobvta {da.

| 10. HMEPOMHNIA AHEHX

EXP / Hu. Aféng:
Awdpketo Lone HETA TO dvotypa TG LaANG: 28 nuépec.

| 11. EIAIKEX XYNOHKEX AIATHPHXHX

12. EIAIKEX ITPO®YAAZEEIX I'TA THN AIIOPPIYH TOY AXPHEIMOIIOIHTOY
MPOIONTOX 'H TOY AXPHETOY YAIKOY, EAN YITAPXOYN.

Amoppyn: PA.ECOKAEIGTO GUAO 0ONYIDV YPNOTG.

13. OI AEEZEIX « ATTIOKAEIXTIKA I'A KTHNIATPIKH XPHXH» KAI XYNOHKEX
‘H HEPIOPIXEMOI I'TA TH ATAGEXH KAI TH XPHXH, gGv amartovvtol

ATOKAEIOTIKA Y10, KTNVIOTPIKY YPNoT.
Noa dwatifeton pévov pe KTviaTpik covtayn..

14. OI AEZEIX «<NA ®YAAXXETAI XE GEXH, THN OIIOIA AEN BAEIIOYN KAI AEN
HPOXEITIZOYN TA ITAIAIA»

Na puAdooetol o 0éom, TV omoia dev PAETOLY KoL dev Tpoceyyilovv Ta Tad1d.

| 15. ONOMA KAI AIEYOYNXH TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan

Ireland

| 16. APIOMOI AAEIAY KYKAO®OPIAX (S)

EU/2/08/090/008 [100 ml]

| 17. APIOGMOX IAPTIAAX

BN / Ap. Iapridoc:
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EAAXIXTEX HIAHPO®OPIEX I1OY HHPEIIEI NA ANAT'PA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

10 kot 20 ml rain

| 1.  ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY IPOIONTOX

Loxicom 5 mg/ml gvéoyio d1dAvpa Yo GKOAOLS Kol YOTES
meloxicam

| 2. XYNGOEZXH XE APAXTIKA KAI AAAA YYXTATIKA

Meloxicam 5 mg/ml

| 3. HNEPIEXOMENO XE BAPOZXZ, OI'KO'H APIOGMO AOXEQN

10 ml
20 ml

| 4.  OAOX XOPHI'HXHX

ZrvAot: VTodopLe 1 EVOOEAEPLL Yoprynon.
I"dtec: vrododpla yoprynon

| 5.  XPONOX ANAMONHX

| 6. APIOMOX ITAPTIAAX

BN/ Ap. Maptidag:

| 7.  HMEPOMHNIA AHEHX

EXP /Hp. Anéng:
Audpxeto Cong LETA TO dvorypa TG QLIANG: 28 nuépec.

Metd 10 mp®dTO dvorypo xprion £mg

| 8. OI AEEEIX « AIOKAEIXTIKA I'TA KTHNIATPIKH XPHXH»

ATOKAEIGTIKA Y10 KTNVIOTPIKT XPION.
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IHAHPO®OPIEX I1OY IIPEIIEI NA ANAI'PA®ONTAI XTHN EEQTEPIKH
YXYXKEYAXIA

| 1. ONOMAZXIA TOY KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX

Loxicom 0,5 mg/ml woéo1p0 evaidpnpa yio yateg
Meloxicam

(2. TYNOEXIH XE APAXTIKH(EZ) OYZIA(EX)

Meloxicam 0,5 mg/ml
Sodium benzoate 1,5 mg/ml

| 3. PAPMAKOTEXNIKH MOP®H

[Téc10 evonmdpnpa.

| 4. MET'EQOX XYXKEYAXIAX

5ml, 15 ml kot 30 ml

| 5.  EIAH ZQON

Idieg

| 6. ENAEIEH (EIY)

Kotoampdoven tov eAappod £m¢ uETplov Pabuod HETEYXEPTTIKOD TOVOL Kol TNG PAEYLLOVIG UETA 0o
YEPOLPYIKEG EMEUPACELS O YATES, OT®G T.). opbomedikég emepPdoelc Kot ETeUPACEIS TOV HOAOK®DY
1GTOV.

Koatampdovon g Aeyproviig Kat Tov Tovou oTig 0&eiec Kt ¥pOVIEG LVOCKEAETIKEG SLOTAPUYEG OE
YATEG.

| 7.  TPOIIOX KAI OAOX XOPHI'HXHX

AVOoKIVAOTE KOAG TPV TN XPTOT).

Na yopnyeitat pe v tpoen 1 Katevbeiov amd 1o oTéUa LE TNV TopeyOuevn fabpovounpévn coptyyd.
Amo@OyeTE HOAVLVOT KOTA TN SLUPKELN TNG YPTONG.

Xpnon amnd 10 oTOUO.

Awpaote 10 PUALO 0INYIOV TPV T YPT|ON.

| 8.  XPONOX ANAMONHZ
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| 9. EIAIKEX ITPOEIAOHNOIHXEIX , EAN EINAI AITAPAITHTO

Na pn yopnyeitan o€ £ykva 1 yadovyovvta (oo .

Na v ¥pMNOOTOLELTAL GE YUTES TTOL VITOPEPOVY GO YUCTPEVTIEPIKEG SLOTAPUYEG OTMG EPEDIGLOC Kal
QLOPPOYic, LELMUEVT] NATIKT], KOPOOKT 1 VEQPIKT AEITOVPYIO KOl QLULOPPAYIKES OUTAPUYES.

No pn gpnoylonoleital 6€ TEPIMTMOGELG LITEPELAIGON Gl OTN dPACTIKY 0VGIC 1 G KATO10 ATd TAL
£Kkdoya.

Na un ypnoonoteital o€ yateg nhkiog pikpotepng t@v 6 BSoUAdmV.

| 10. HMEPOMHNIA AHEHX

EXP /Hp. Anénc:
Metd to dvorypa va yproiponoteital péca 6€ 6 PNVeG.

| 11. EIAIKEX XYNOHKEX AIATHPHXHX

12. EIAIKEX IPO®YAAZEIX I'TA THN AIIOPPIYH TOY AXPHXIMOIIOIHTOY
MPOIONTOX 'H TON AXPHEITON YAIKQN, EAN YIHAPXOYN

Amopprym: PA.ecOKAEIGTO GOAO 0ONYIDV YpNIoNG.>

13. OI AEEEIX « AIIOKAEIXTIKA I'lA KTHNIATPIKH XPHXH» KAI ZYNOHKEX
‘H IIEPIOPIXMOI I'TA TH ATAGEXH KAI TH XPHXH, £év aroitovvtol

ATOKAEIGTIKA Y10 KTNVIOTPIKT XPION.
No dwotifetar povov pe KTNVINTPIKE GUVTOYT..

14. OI AEZEIZX «<NA ®YAAXXETAI XE OEXH, THN OIIOIA AEN BAEITIOYN KAI AEN
INPOXEITIZOYN TA TTAIAIA»

Noa puidocetar o€ Béon, tnv omoia dev PAETOLY Kot dev Tpooeyyilovy Ta TAld1d.

| 15. ONOMA KAI AIEYOYNXH TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan

Ireland

[ 16. APIOMOI AAEIAY KYKAO®OPIAX (S)

EU/2/08/090/027 (5ml)
EU/2/08/090/009 (15ml)
EU/2/08/090/028 (30ml)
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| 17. APIOMOX ITAPTIAAX

BN/ Ap. Maptidag:
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EAAXIXTEXZ IIAHPO®OPIEX ITIOY ITPEIIEI NA ANATPA®ONTAI XTH XTOIXEIQAH
YYXKEYAXIA
Sml, 15ml, 30ml

| 1. ONOMAZXIA TOY KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX

Loxicom 0,5 mg/ml woéc1po evaidpnpa yio yoTes.
meloxicam

[2.  XTYNGOEXIH XE APAXTIKH(EX) OYZIA(EX)

Meloxicam 0,5 mg/ml

| 3. ITIEPIEXOMENO XE BAPOX, OI'KO, H APIOMO AOXEQN.

5ml, 15 ml kot 30 ml

| 4.  OAOX XOPHIHIHX

Xop1ynon omd 10 oToL.
[pwv tn gprion dwfdote 10 @OALO 001 YLDV YPHONC.

S. XPONOX ANAMONHX

| 6. APIGMOX IIAPTIAAX

BN / Ap. Maptidag:

| 7.  HMEPOMHNIA AHEHX

EXP /Hp. Anénc:

Metd to dvotypa vo yproiponoteital péca o€ 6 PNVEG.
Epocov avorybei va ypnopomomOei péypt......ccuveenee...

| 8. OI AEEEIX «<AITIOKAEIXTIKA I'TA KTHNIATPIKH XPHXH»

ATOKAEIOTIKA Y10 KTNVIOTPIKY YPNOM.
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IHAHPO®OPIEX I1OY IIPEIIEI NA ANAI'PA®ONTAI XTHN EEQTEPIKH
YXYXKEYAXIA

Xaproxkipartio Tov 30 ml, 50 ml, 100 ml ko 250 ml

| 1. ONOMAZXIA TOY KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX

Loxicom 20 mg/ml evéciuo dtdivua yio foogidn, xoipovg Kot dhoya
Mero&ikdpun

[2. LYNGOEXH XE APAXTIKH(EX) OYZIA(EX)

Mero&ikdpun 20 mg/ml
Ethanol 150 mg/ml

| 3. OPAPMAKOTEXNIKH MOP®H

Evéowo d1dAvpa

[ 4. LYZKEYAZIA(EY)

1 x30ml

1 x 50 ml

1 x 100 ml
1 x 250 ml
6 x 250 ml
12 x 30 ml
12 x 50 ml
12 x 100 ml
12 x 250 ml

| 5. EIAOX(H) ZQOY(QN)

Booe1dn, yoipot kot dAoya

| 6. ENAEIZH(EIY)

Boogion:

O&giec avamvevoTikKég AOUDOEELS.

Audppoteg o€ pocyovg nAkiog peyaivtepng g 1 efdouddag kot e Looyides .

Oéela pootitida.

[Ma v xotanpdiiven Tov PeTEYXEPNTIKOD TOVOL LETA TV ATOKEPATMOT GE LOGYOLG,.

Xoipou:
Mn polvcpatikég TaMGelg ToL KivnTikod cuotratoc. Exloyeio onyopio kot to&votpio
(cOvdpopo MMA ), pe avtiplotikn Bepamneio.

Aloya:
O&giec ka1 XpOVieG LVOCKEAETIKES O1OTAPAYES.
[T6vog mov oyetiletan e TOV KOMKO TOV ITTOEOMV.
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| 7. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Boos1o1] : Egdnoé Ymodopia 1 evoopAEPia Eveon.

Xoipot : Epdanag Evoopwikn éveon. Edv amatteital, pmopeti va yivel pua dgutepn yopnynon , LETd amd
24 mpec.

Adoya : Egdmo& evoopréPia Eveon

AwBdote T0 PUALO 00N YLDV ¥PHONG, TPV Ao TN YPNON.

| 8. XPONOX ANAMONHX

Boog1d1}: kpéag kot edmuot 16toi : 15 nuépec Yoo : 5 nuépec

Xoipot: kpéog Kot dDOUOL 16TOT : 5 NuéPeC

Adloya: Kpéog Kot EdMOLLOL 16TOTL : 5 NUéEPES

Agv gmtpénetal 1) ypnomn o€ dAoyo To 0moio TOPAYOoLY YAAM Y10, AVOpOTIVY KATAVAA®GT)

| 9. EIAIKH(EX) ITPOEIAOIIOIHXH(EIX), EAN EINAI ATTAPAITHTH(EX)

| 10. HMEPOMHNIA AHEHX

EXP {punvag/étog}
Audpxeto (ong PeTA TO TPDOTO Avorypa: 28 nUéEPE.
Metd 10 Tp®TO dvorypa, xpnon £mg

| 11. EIAIKEY XYNOHKEX AIATHPHXHX

12. EIAIKEX TIPO®YAAZEIX AITIOPPIYHX ENOX XPHEIMOIIOIHOENTOX
KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX 'H AAAQN YAIKQN MOY
IMPOEPXONTAI AIIO TO IMPOION, AN YHAPXOYN

Amoppryn: BA.ecdrreloto GUANO 0dnyLdV xprionc.

13. OI AEZEIX «<AITIOKAEIXTIKA I'TA KTHNIATPIKH XPHXH» KAI OI OPOI'H
OI HEPIOPIZMOI IOY IZXYOYN XZXETIKA ME TH AIAGEXH KAI TH
XPHXH, av vaapyovv

ATOKAEIOTIKA Y10, KTNVIOTPIKY YPNoT.
No dtatifetot Lovov pe KTNVINTPIKT GUVTAYT..

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

Na puidocetar o€ Béon, tnv omoia dev PAETOLY Ko dev Tpooeyyilovv ta Tandid
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| 15. ONOMA KAI AIEYOYNXH TOY KATOXOY THX AAEIAY KYKAO®OPIAX |

Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan

Ireland

| 16. APIOMOX(0OI) AAEIAY KYKAO®OPIAX

EU/2/08/090/010 - 30 ml
EU/2/08/090/011 - 50 ml
EU/2/08/090/012 - 100 ml
EU/2/08/090/013 - 250 ml
EU/2/08/090/014 - 6 x 250 ml
EU/2/08/090/015 - 12 x 30 ml
EU/2/08/090/016 - 12 x 50 ml
EU/2/08/090/017 - 12 x 100 ml
EU/2/08/090/018 - 12 x 250 ml

| 17. APIOMOX ITAPTIAAXY TTAPATQT'HX

Hoprtidag {opBuoc}
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IHAHPO®OPIEX I10Y HPEIIEI NA ANAI'PA®ONTAI XTH XTOIXEIQAH
YXYXKEYAXIA

100 ml ko 250 ml @uéin

| 1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Loxicom 20 mg/ml evécipo didivua yio foogidn, xoipoug Kot dAoya
Mero&ikdun

[2. LYNGOEXIH XE APAXTIKH(EX) OYZIA(EX)

Mero&udun 20 mg/ml
Ethanol 150 mg/ml

| 3. PAPMAKOTEXNIKH MOP®H

Evéowo d1divpa

[ 4. LYLKEYAZXIA(EY)

100 ml
250 ml

5. EIAOX(H) ZQOY(QN)

Booe1dn, yoipot kot dAoya

| 6. ENAEIZH(EIX)

Boogon:

Oégleg avamveuoTikég AotUdEelc.

Audppoteg 6g pocyovg nAkiog peyalvtepng g 1 efdouddoag kot g Looyides .

Oéela pootitida.

IMa v Katampdiven Tov PEeTEYYXEPNTIKOD TOVOL LETA TNV OTOKEPATWON GE LOGYOLG,.

Xoipor:
Mn HOAVGLOTIKEG TOBNGELS TOV KIVNTIKOV GLGTNATOS. EmtAdyeio onyaipio kat toSivaipio
(cOvdpopo MMA ), pe avtiplotikn Oepamneio.

Aloya:
O&eiec ka1 XpOVIEG LVOGKEAETIKES O1UTAPAYES.
[Tovog mov oyetiletan e TOV KOMKO TOV ITTOEOMV.

(7. TPOIOX KAI OAOX(OI) XOPHTHZHX
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Boog1o1 : Epdnag SC 1 IV éveon.

Xoipot : Epana& IM. Edv aratteitor, pmopei va yivel puo de0tepn yopnynomn , LETd amd 24 dpec.
Aloya : Epdmag IV éveon

Awfdote To @OALO 0dNYIOV YPNOMG, TPV amd TN YPNOT.

| 8.

XPONOX ANAMONHX

Boos1d1): kpéag kar edmdLot 1070l : 15 nuépeg yéha : 5 nuépeg

Xoipou: kpéagc katl edddyLot 1oTol : 5 Nuépec

Adoya: kpéag kot edmOIoL 16701 & 5 Nuépeg

Agv gmtpénetal 1) xpnomn o€ dAoyo To onoio TaPAyoLY YAAM Yo avOpOTIVY KATAvAA®GOT

9.

EIAIKH(EX) ITPOEIAOIIOIHXH(EIX), EAN EINAI AITAPAITHTH(EX)

Awpdote 10 QUALO 0INYIDOV XPNONG, TPV ATTO TN YPTON.

| 10.

HMEPOMHNIA AHEHX

EXP {unvag/étoc}
Metd 10 Tp®dTO dvorypa, xpron £mg

| 11.

EIAIKEX XYNOHKEX AIATHPHXHX

Awpdote 10 QUALO 0INYIDOV XPNONG, TPV ATO TN XPTON.

12.

EIAIKEX TIPO®YAAZEIX AITIOPPIYHX ENOX XPHXIMOIIOIHOENTOX
KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX 'H AAAQN YAIKQN ITOY
MMPOEPXONTAI AIIO TO IMPOION, AN YITAPXOYN

Amnopplyte GOUO®VA LE TIG TOTKES OTALTIGELG.

13.
(0)
av

OI AEZEIX «<ATIOKAEIXTIKA I'TA KTHNIATPIKH XPHXH» KAI OI OPOI'H
MNEPIOPIZMOI IIOY IZXYOYN ZXETIKA ME TH AIAGEXH KAI TH XPHXH,
VITAPYOVY

ATOKAEIOTIKA Y10 KTNVIOTPIKY YPNOM.
No dtatifetot Lovov pe KTNVINTPIKT GUVTAY..

14.

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

No puidooetat o€ 0éon, v omoia dev PAETOLY Kot dev Tpooeyyilovy Ta Taldd.

15.

ONOMA KAI AIEYOYNXH TOY KATOXOY THX AAEIAY KYKAO®OPIAX
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Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan

Ireland

[16.  APIOMOX(OI) AAEIAY KYKAO®OPIAY

EU/2/08/090/012 - 100 ml
EU/2/08/090/013 - 250 ml
EU/2/08/090/014 - 6 x 250 ml
EU/2/08/090/017 - 12 x 100 ml
EU/2/08/090/018 - 12 x 250 ml

| 17. APIOMOX ITAPTIAAX ITAPAT'QI'HX

Hoprtidag {op1Bupog}
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EAAXIXTEX TAHPO®OPIEX TIOY ITPEIIEI NA ANAT'PA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

30 ml xon 50 ml @udin

| 1. ONOMAZXIA TOY KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX

Loxicom 20 mg/ml evéciuo dtdivua yio foogidn, xoipovg Kot dhoya
Mero&ikdpun

[2. MOXOTIKH YNOEXH XE APAXTIKO(A) ZYZTATIKO(A)

Mero&kaun 20 mg/ml

| 3. HNEPIEXOMENO KATA BAPOZ, KAT' OI'KO 'H KAT' APIOMO AOXEQN
30 ml

50 ml

| 4. OAOZ(OI) XOPHI'HXHX

Boogwon: SCn 1V

Xoipou: IM

Ahoya: IV

| 5. XPONOX(OI) ANAMONHX

Boo1d1j: kpéag kot edmduuot 16toi : 15 nuépec Yoo : 5 nuépec

Xoipou: kpéag Kot edDAUOL 16TOT : 5 NuEPEC

Aloya: kpéag kot edmdipuot 1otol : 5 nuépeg

Agv emTpENETAL 1] YPNOT GE AAOYO TO OO0 TAPAYOLY YAAM Y10 AVOPOTIVI] KATAVAA®ON .

| 6. APIOMOX APTIAAX

Lot {ap1Oudc}

| 7. HMEPOMHNIA AHEHX

EXP {unvag/étog}
Augpkela {ong petd to Tpdto dvorypa: 28 nuépeg.
Metd 10 Tp®dTO dvorypa, xpron £mg

| 8. OI AEEEIX «KAIOKAEIXTIKA T'TA KTHNIATPIKH XPHXH»

ATOKAEIOTIKA Y10, KTNVIOTPIKY YPNoT.
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IIAHPO®OPIEX IIOY ITPEIIEI NA ANATPA®ONTAI XTHN EEZEQTEPIKH
YYXKEYAXIA
Kovti

| 1. ONOMAZXIA TOY KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX

Loxicom 1mg poacopeva diokia yio GKOAOLS
Loxicom 2,5 mg pacoueve diokio Yo GKOAOVG
Meloxicam

[2.  TYNGOEXH XIE APAXTIKH(EX) OYXIA(EX)

Meloxicam Img/ pacopevo dioxio
Meloxicam 2,5mg/ pocmuevo 616Kio

| 3. ®APMAKOTEXNIKH MOP®H

Moacouevo diokia .

| 4. MEI'EOOX XYXKEYAXIAX

10 dwoxkia
20 dioxkia
100 dioxia
500 dokia

| 5. EIAH ZQON

2KOAOL

| 6. ENAEIZH (EIX)

AvaKobE1oT TNG AEYLOVIG KOl TOL TOVOL G€ 0&gieg kat ypOVIEG LDOOKEAETIKESG O1OTAPUYEG OF
OKOAO.

| 7.  TPOIIOX KAI OAOX XOPHI'HXHX

INa va BeParwoete v ocwot docoroyio Ba tpémel vo vroloyicete To cUATIKO PApoc emakpiPmg
MGTE VO, ATOPVYETE TNV VTOS0GOA0YIN ) TNV VTEPSOGOAOYIAL.
Awpaote 10 PUALO 0INYIOV TPV T YPTON.

| 8. XPONOX ANAMONHX

| 9.  EIAIKEX ITPOEIAOHNOIHXEIX , EAN EINAI AITAPAITHTO
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| 10. HMEPOMHNIA AHEHX

EXP:
Augpkela {ong Tov ooy dokiov : 24 dpeg.

| 11. EIAIKEX XYNOHKEX AIATHPHXHX

Noa unv anobnkeveral avo tov 25°C.
No pUAGCGETOL GTNV OPYIKT] GUGKELUGIO Y10, VO TPOGTATEDETOL OO TO PG,

12. EIAIKEX ITPO®YAAZEEIX I'TA THN AIIOPPIYH TOY AXPHEIMOIIOIHTOY
MPOIONTOX 'H TON AXPHEITON YAIKQN, EAN YIHHAPXOYN

Amoppyn: PA.ECOKAEIGTO PVAO OONYLDY XPNONG

13. OI AEEZEIX « AITIOKAEIXTIKA I'A KTHNIATPIKH XPHXH» KAI XYNOHKEX
‘H HEPIOPIEMOI I'TA TH ATAGEXH KAI TH XPHXH, £Gv amartovvtol

ATOKAEIOTIKA Y10, KTNVIOTPIKN YPNoM.
Noa dwatifeton pévov pe KTNviaTpik cuvtayn..

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

Na puAdooetol o 0éom, TV omoia dev PAETOLY KoL dev Tpoceyyilovv Ta TadId.

| 15. ONOMA KAI AIEYOYNXH TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan

Ireland

| 16. APIOMOI AAEIAY KYKAO®OPIAX (S)

Loxicom 1mg pac®dpeva d16Kia Y10 6kKOAOLG
EU/2/08/090/019 — 1 x 10 diokia
EU/2/08/090/020 — 2 x 10 diokia
EU/2/08/090/021 — 10 x 10 diokia
EU/2/08/090/022 — 50 x 10 dwokia

Loxicom 2,5 mg pocdpeve d1okia yro 6KOA0Vg
EU/2/08/090/023 — 1 x 10 dwokia
EU/2/08/090/024 — 2 x 10 diokia
EU/2/08/090/025 — 10 x 10 dwokia
EU/2/08/090/026 — 50 x 10 dwokia
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| 17.

APIOMOX ITAPTIAAX

BN:
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EAAXIXTEX IIAHPO®OPIEX I1IOY IIPEIIEI NA ANATPA®ONTAI XTH XTOIXEIQAH
YXYXKEYAXIA

| 1. ONOMAZXIA TOY KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX

Loxicom 1mg poacopeva diokia yio GKOAOLS
Loxicom 2,5 mg pacoueve diokio Yo GKOAOVG
Meloxicam

| 2. ONOMAZXIA TOY KATOXOY THX AAEIAY. KYKAO®OPIAX

NORBROOK LABORATORIES LIMITED

| 3. HMEPOMHNIA AHEHX

EXP

| 4. APIOMOX ITAPTIAAX

BN

| 5.  OI AEEEIX « AHOKAEIXTIKA I'TA KTHNIATPIKH XPHXH»

ATOKAEIOTIKA Y10 KTNVIOTPIKN YP1omn
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IHAHPO®OPIEX I1OY IIPEIIEI NA ANAI'PA®ONTAI XTHN EEQTEPIKH
YXYXKEYAXIA

Xaptokipartio

‘ 1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Loxicom 50mg/g ctouatikn Taota yio GAoyo
Mero&kdun

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

Mero&ikdun 50 mg/g
Benzyl Alcohol 10 mg/g

‘ 3. OAPMAKOTEXNIKH MOP®H

2TOUOTIKH TAGTA.

4. XYXKEYAXIA

1 cvpryya
1 x 7 clpryyeg
1 x 14 o¥pryyeg

5. EIAOX(H) ZQOY(QN)

Aloya

6. ENAEIZEH(ELYL)

Koatampdovon g pAeypovig Kat avakodelor Tov Tdvov, 1060 og 0&eieg 0G0 Kol G€ YPOVIEG
HUVOGKEAETIKEC SLOTAPAYEC GE AAOYO..

| 7. TPONOX KAI OAOX(OI) XOPHTHIHE

IMa yopfynon and 1o ctépL
Awpaote T0 PUALO 0INYIOV XPHONG, TP OO TN XPNON.

| 8.  XPONOX ANAMONHZX

Aloya: Kpéag kot edddiuot 167oi : 3 nuépec
Agv gmtpénetar ) xoprynomn o€ {ma T omoia Tapdyouy yaio yio avOpdTIVY KOTOVIAMGN.
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| 9.  EIAIKH(EX) IPOEIAOMOIHEH(EIZ), EAN EINAI ATIAPAITHTH(EX)

‘ 10. HMEPOMHNIA AHEZHX

AHEH {pqvag/érog}
Aldpxeto Cong LETA TO TPMTO AVOLYLLO, TNE CTOLYEUDOOVE GVOKELAGTAG: 28 MUEPEC.

‘ 11. EIAIKEX XYNOHKEX AIATHPHXHX

dvAidooete og Beppokpacio pikpotepn twv 30°C

12. EIAIKEX IIPO®YAAEEIX AIIOPPIYHX ENOX XPHXIMOIIOIHOENTOX
KTHNIATPIKOY ®PAPMAKEYTIKOY I[TPOIONTOX 'H AAAQN YAIKQN IIOY
IMPOEPXONTAI AIIO TO TPOION,AN YITAPXOYN

AATOppYN: PA.EGOKAEIGTO PVAO 0ONYLOV XPNONG

13. OI AEEEIX «<AITIOKAEIXTIKA I'lA KTHNIATPIKH XPHXH» KAI OI OPOI'H OI
HNEPIOPIZMOI ITOY IZXYOYN XXETIKA ME TH AIAGEXH KAI TH XPHXH, av
VITAPYOVV

ATOKAEIOTIKA Y10 KTNVIOTPIKY PNOM.
No dtatifetot Lovov pe KTNVINTPIKT GUVTAYT..

14. OI AEZEIX «<NA ®YAAXXETAI XE GEXH, THN OIIOIA AEN BAEIIOYN KAI AEN
MHNPOZEITIZOYN TA ITAIAIA»

No puidooetal o€ 0éon, v omoia dev PAETOLY Kot dev TPpooeyyilovy Ta Taldd.

15. ONOMA KAI AIEYOYNXH TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan

Ireland

16. APIOMOX(OI) AAEIAX KYKAO®OPIAX

EU/2/08/090/029 (1 cvpryya)
EU/2/08/090/030 (1 x 7 cOpryyec)
EU/2/08/090/031 (1 x 14 oOpryyeg)

17. APIOMOX ITAPTIAAY ITAPATI'QI'HX
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Hopridag {opBupoc}
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EAAXIXTEX TAHPO®OPIEX TIOY ITPEIIEI NA ANAT'PA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

Topuyya

‘ 1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Loxicom 50mg/g ctouatikn Taota yio GAoyo
Mero&kdun

| 2. TOXOTIKH YNOEZH XE APAXTIKO(A) EYETATIKO(A)

Mero&ikdun 50 mg/g
Benzyl Alcohol 10 mg/g

‘ 3. HNEPIEXOMENO KATA BAPOZ, KAT' OI'KO 'H KAT' APIOMO AOXEQN

8.4g

4. OAOXZ(OI) XOPHI'HXHX

IMa yopfiynon and 10 otépL

5. XPONOX ANAMONHX

Kpéog kot edddyot 1otoi : 3 nuépeg
Agv gmtpénetan 1) xpnomn o€ {da T omoia Tapdyovv YéAa yio avOp®mTvY KATOVAA®GT).

6. APIOMOX ITAPTIAOX

Ap0. Toptidag {apBuog}

‘ 7. HMEPOMHNIA AHEHX

AHEH {pqvag/érog}
Algpxeto ConG LETA TO TPMTO AVOLYLLO. TNE CTOLYEWDOOVE GVOKELVAGTAG: 28 NUEPEC.

‘ 8. OI AEZEIZX «-AIIOKAEIXTIKA I'TA KTHNIATPIKH XPHXH»

ATOKAEIGTIKA Y10 KTNVIOTPIKT] XPION.
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B. ®’YAAO OAHI'TQN XPHXHX
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OYAAO OAHI'TQN XPHXHX

Loxicom 0,5 mg/ml méc1o evaidpnpo yio 6KOAOLG

1. ONOMA KAI AIEYOYNXH TOY KATOXOY THX AAEIAY KYKAO®OPIAX KAI
TOY KATOXOY THX AAEIAY TAPAXKEYHX ITOY EINAI YIIEYOYNOX I'TA THN
AIIEAEYQGEPQXH ITAPTIAAX, EAN EINAI AIA®OPETIKOZX.

Kdtoyog e d£10¢ KUKAOQOPING
Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan

Ireland

Iapackevootic vTevOuvoc Yo TV arelevfépmon TV TOPTIOWV:
Norbrook Manufacturing Limited

Rossmore Industrial Estate

Monaghan Town

Co. Monaghan

H18 W620

Ireland

Norbrook Laboratories Limited
105 Armagh Road

Newry

Co. Down, BT35 6PU

United Kingdom

2. ONOMAZIA TOY KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX

Loxicom 0,5 mg/ml méc1o evaidpnua yio 6KOAOLG
meloxicam

3. YYNGEXH XE APAXTIKH OYXIA KAI AAAA XYXTATIKA
Kd&be ml mepiéyet:

Meloxicam 0,5 mg

Sodium benzoate 1,5 mg

4. ENAEIZEIX

AvokoVQIoT TNG PAEYUOVIG Kot TOL TOVOL o€ 0EEIEG KOt YPOVIEG LVOCKEAETIKES SLUTOPOYEG.

S. ANTENAEIEZEEIX

Noa pn ypnoonoteitar og £ykva 1 yolovyovvta {da .

No un ¥pNoYOTOLEITOL GE GKDAOVG E YUGTPEVIEPIKEG dATOPOYES OTMC £pEDIGUOG KOl apoppayia,
LEW®UEVT MITATIKN, KOPII0KN 1 VEPPIKT AELTOVPYiL Kol dpoppaytkés Statapayés. No pun
YPNOLUOTOLEITOL GE TEPUTTMOOCELS VILEPEVALGONGIOG 6T OPACTIKN 0LGIN 1) G KATO0 ad T, EKOOYA.
Noa un ypnowonoteitar o€ {do nAKiog pKkpoTtepnS TV 6 fSoUAdmV.
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6. ANEINIOYMHTEX ENEPI'EIEX

Tomikéc avemBounteg evépyeieg tov NSAIDs 60nmg 1 avopeia, o uetdc, n d1dppota, KOTpova, e
aipo, amdOelo Kol VEQPIKT OVETAPKELD £Y0VV avapephel TEPIOTOTIOKA. € TOAD CTAVIEG TEPUTTMCELS
(Myotepo amd 1 ota 10.000 vd Bepaneio (o, GUUTEPILAUPAVOLEVOL KOl LELOVOUEVOV OVOPOPDV)
&xovv avapepOel aloppayikn d1appota, UUATEUEST), YOoTPEVTEPIKT e€EAKMOT Kol avENuéva Emimeda
NroTIK®OV VEOL®V.

AVTEC Ol avemBOUNTEG EVEPYELEC TAPUTPOVVTUL YEVIKA TNV TPMTN ERSoAda TG Bepameiog Kot 6TIg
TEPIOCOTEPEG TEPIMTMGELG EIVAL TAPOOKEG KO TOPEPYOVTUL UETE TOV TEPLATIGO TG Oepameiog aAld
o€ TOAD OTAVIEG TEPMTMGELS Pmopel va givatl coPapég 1 Bovatneopes.

Ye mepintmon epedviong avemBounTov evepyeldv, 1 Oepancio Tpénet vo dtokoémTeTan Ko va, (nteital
1N GLUPOVAR KTNVIATPOL.

Ed&v mapatnpnoste omoladmote avemBOUnT EVEPYELN, KOO KOl 0V OEV OVOPEPETOL GTO
€0mKAEIGTO POALO OdNyidv Xpnong 1 aUEIPAAETE Y10 TNV ATOTEAEGLOTIKOTITO, TOV PUPUAKOL,
TOPOKOAEIGOE Vo EVIUEPDOETE GYETIKMOG TOV KTNVINTPO GOG.

7 EIAOX ZQOY

2KOAOL

8. AOXOAOITA I'IA TO KAGE EIAOX , OAOX (O]) KAI TPOITIOX XOPHI'HXHX
Aocolroyia

Apywkn Oepamneia pe amdn 060 twv 0,2 mg pero&ikaung/kg o.p. (4 ml/10 kg o.p.) v mpodt nuépa.
H Bepameio 0o mpénet va cvveyiletar pio popd tnv nuépa pe xoprynon amd to otopa (pe 24 wpa
pecodtaotipata) pe d6om cvvrinpnong tov 0,1 mg pedo&ikaung/kg o.p. (2 ml/10 kg o.B.).

INo peyaivtepng odprelag Bepomeio, apov mapatnpnbel Khvikd (Letd > 4 nuépeg ), 1 doon Ha
TPENEL VO, TPOGAPUOLETOL OTN YOUUNAOTEPT] ATOUKE OTOTEAEGUATIKT OOOT] GKETTOUEVOL OTL O PaBlog
oL THVOL KOl TNS PAEYUOVIG TTOL GYETICETOL LE TIG XPOVIEG LVOOKEAETIKES OLATOPAYES LTOPEL VOl
TOKiIAoVV pe TNV TAP0odo ToL ¥POVov.

000¢ ko TpémTOG YOpNYNONS

Xpnon and 10 oTOUO.
Na yopryeitot pe v Tpon| 1| an’gvbeiog 6To GTOUA.
AvoKvoTE KOAQ TPV TN (PN o).

To evanmpnua pmopei va 800ei ypnoponoimvtag pio omd T 600 cvptyyes mov mpoundedovtal Le
ovokevaocia. Ot ovupryyeg topralovv otn ELaAn Kot £xovv pia kKAMpoka o€ kg 6.p. n onoia
avtomokpivetal otn 6601 cvvinpnong (0,1 mg uero&ikaunc/kg ¢.p.). 'Etot yo v mpdtn nuépa, Ha
amorteiton dVo PopEG Tov YKo cuvtnipnone. Evailaktikn Bepomeio pmopel va apyicetl pe Loxicom
5 mg/ml gvéoipo ddlvpa.

KMvikn avtamdkpion mapatnpeitol oe 3-4 nuépeg. H Oepaneia Oo mpénet va dtakonel petd omd 10
NuéPeg To apyodTepo edv Kapio KAvikn Peltioon dev mapatnpnOel.

Amopebyete TV €160 y®YN HOAVVONG KATA TN (P1oN.
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9. OAHT'IEX I'TA TH XQ¥XTH XOPHI'HXH

[Swaiitepn mpocoyn mpémel va Aappdvetarl o€ 0Tl apopd TNV akpiPn yopnynon g 60omng.
MopakareicOe va akolovbeite TpocekTikd TIG 00NYiEG TOV KTNVIATPOV.

10. XPONOX ANAMONHZX

Agv amatteitot.

11. EIAIKEX ITIPO®YAAEEIX I'TA THN AITOOHKEYXH

Na puidooetar o€ 0éon, v onoia dev PAETOLY Kot dev mpooeyyilovy Ta maldd.

AVTO 10O KTNVIATPIKO QUPUAKEVTIKO TPOIOV deV amortel Kapio €101k cuvOnKn eOAaENG.

Awdpketo {ong PHETE TO TPMOTO AVOLYLO TOV TEPLEKTY : 6 PNVES

0, U1 (PNOLUOTOLEITOL AVTO TO KTNVIATPIKO QUPUAKEVTIKO TPOTOV PETA amd TNV nuepounvia Anéng mwov
OVOYPAPETAL GTO KOLTL Kot Tr eéAn petd to AHEH .

12. EIAIKEZX ITPOEIAOIIOIHXEIX.

Ewwéc mpoguAdéeic yio thn ypnon oto. Lo,

Edv mapoatnpnBovv avembounteg evépyeieg, tote Tpémel va dtokontetal 1 Oepaneio kot va {nndei n
ovpPBovAn ktnvidtpov. Na amo@ehyetat 1) ¥pNon TOV GE APLVINTOUEVA, VTOYKAULIKA, VTOTOGIKE (Ma,
KaODC VITdpyEL EVOEYOUEVOS KIVOLVOG TOETKMGNG TOV VEQPOD.

Av10 10 TPOTIOV Y10 GKOAOVG OEV TPETEL VAL YPNCUYLOTOLEITAL OE YATES AOY® TMV SLOPOPETIKDOV
OLOKEVOV docoLOYiaG. XTIC YaTeg Tpémel va ypnopomoteitan To Loxicom 0,5 mg / ml wécio
EVALAOPTLLOL Y10l YOTEC.

ISwitepeg mpouAdéelc mov mwpémetl vo. AopuBdvovtatl otd To ATOUO TOL YOPNYEL TO QOPUUKEVTIKO

nmpoidv oe Lda:

Ta dropa pe yvoot) vrepevacincia oto MEAD wpénetl va omo@ehyovV TV EXAQN LE TO
KTNVIOTPIKO QOPLOKEVTIKO TPOTOV.

Y mepintoon tuyaiog KaTdmoong, (NTNoTe apéoms TPk cLUPOVAR Kot dgi&te avTd TO PVLAAOD
odnyumdv ¥pong N Vv €TkéTa oTov 1Tpo.

Eyxvpocdvn kat yolovyio:
BA. ITapdypago "Avtevdeitelg'.

AMnAemdpaoelc ue GAAD QUPLOKEVTIKA TPOIOVTO KOl GAAES LOPOEC OAANAETIOpOGNC:

AAlo NSAIDs, d100p1tikd, OVTITNKTIKA, ApivoyAukocides, avTiBloTikd Kot ovoieg pe peydro foduo
obVOESTG UE TIG TPOTEIVEG Hmopel va avtaywvilovTol yio T cOVOEST Kol £TGL 001 YOVV G€ TOEIKA
anoteléopata. To Loxicom dgv Oa mpémet va yopnyeitot amd kowod pe dAio NSAIDs 1
YAVKOKOPTIKOGTEPOTON.

[Ipo- Bepameia pe avtipAeypovmdelg ovcieg umopel va £xovv amotéhecua Tpoceta 1 ovénuéva
avemBounto amoTeAéoUaTa Kol cOUP®V Le o ehevBepn mepiodo amd Oepameia [ie KAmO0

KINVIOTPIKO QUPLOKEVTIKO TPo1dv Ba mpémel va £xel tnpn el to Aydtepo yia 24 dpeg Tpv TV Evopén
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¢ Oepameiog. Tnv erevBepn mepiodo amd Bepameia, Oa Tpémel va AneHovdy vTdy™n ot
(QOPLOKOKIVITIKES IO1OTNTES TOV TPOTOVIMV TOL YPNCUYLOTOMONKAY TPOTYOLUEV®MG,.

Yrepdosoroyio (GuUmTT@UOT, LETPO AVTIUETOTICTC, AVTIO0Ta):

2y mepintwon vrepdocoroyiag, O Tpémel va Egkiviioete cuunTOUOTIKY Oepameio

13. EIAIKEX ITIPO®YAAEEIX I'IA THN AITIOPPIYH AXPHXIMOIIOIHTOY 'H
AXPHXTOY YAIKOY, EAN YITAPXOYN

Ta edppaxo dev TPEMEL v OTOPPITTOVTAL HECH TOV ADUATOV 1) TOV OIKLIK®OV OTOBANTOV.

Svppovievdeite Tov KTNVIOTPO GOG Yo TOV TPOTO OTOPPIYNG TV XPNOIHOTOMBEVTOV Qoppdkmy. Ta
HETPOL QVTA TOGKOTOVV GTNV TPOGTAGI0 TOL TEPPUALOVTOC.

14. HMEPOMHNIA TEAEYTAIAYX EI'KPIZHY TOY ®YAAOY OAHI'TQN XPHXHX

Aemtopepeic TANPoPOpieg Yiao TO €V AOYM KTNVINTPIKO PAPUOKEVLTIKO Tpoiov dlatifevtal otov
dktvakd 1010 1oV Evponaikov Opyaviopod @apudkev http:/ www.ema.europa.eu/

15. AAAEX ITAHPO®OPIEX

To ktviaTpKd QopprakeLTIKO TPOToV dlatifetal o ELAAN amd TepePBulikd TolvaifBvAévio Twv 15
kot 30 ml pe 660 (1 ml kot 5 ml cVpryya, Tapéyovtor pe kabe LaAn yia vo eEacporiletal  axpiPng

d0GoAOYI0 IKPMV Kot LEYAA®MY GKDA®Y) TOALABVAEVIOV / TOAVTPOTLAEVIOV.

Mmropel va unv KukAo@opovV OAEG 01 GLCKEVAGIES.

Mo omoladnmote TANPOPOPic. GYETIKA LE TO TAPOV KINVIATPIKO QAPUAKEVTIKO TPOTOV, TapaKareiche

va. arevBuvOeite GTOV TOTIKO AVTITPOCHOTO TOV KATOYOL TNG AOEWNG KUKAO(POPLag.

Belgié/Belgique/Belgien
Luxembourg/Luxemburg
Nederland

Fendigo sa/nv

Avenue Herrmann Debrouxlaan 17
BE 1160 BRUSSELS

Tel : +32 2 734 46 90

Fax : +322 734 48 99

Peny0auka bbarapus

Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan,

Ireland

Ceska republika
Samohyl group a.s.

Latvija

Magnum Veterinarija SIA

Ulbrokas 23, Riga, LV-1021, Latvija
Tel. +371 6716 0091

Fax. +371 6716 0095

Lietuva

Magnum Veterinarija, UAB
Martinavos g. 8, Martinavos k.,
LT-54463 Kauno r., Lietuva
Tel. +370 688 96944
info@magnumvet.lIt

Magyarorszag
Alpha-Vet Allatgyogyaszati Kft.
H-8000 Székesfehérvar, Homoksor 7
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Smetanova 1058 512 51 Lomnice Nad Popelkou Tel: 22/534-500

Ceska republika
Tel: +420 481 653 111

Danmark

ScanVet Animal Health A/S
Kongevejen 66

3480 Fredensborg

Danmark

Deutschland

Elanco Gmbh

Heinz- Lohmann- Stral3e 4
27472 Cuxhaven
Deutschland

Eesti

AS Magnum Veterinaaria
Vae 16

76 401 Laagri

Harjumaa

Eesti

Tel +372 650 1920

Fax +372 650 1996

EAlLada

XEAAADAPM AE

1o yiu. A. Ioaviag — Mapkomoviov,
T® 100, 19002, IToavia

TnA.: +30 2106800900

E-mail: info@hellafarm.gr

Espaiia

Laboratorios Karizoo

Pol. Ind. La Borda, Mas Pujades 11-12
08140 Caldes de Montbui

Barcelona (Espafia)

France

ALIVIRA FRANCE S.A.S.
14 Rue Scandicci

Tour Essor

93500 PANTIN

France

Tél. 01 574223 03

Hrvatska
Norbrook Laboratories (Ireland) Limited
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Malta

Borg Cardona & Co. Ltd.
‘Eltex’ Dr. Zammit Street
Balzan BZN 1434- MALTA
Tel +356 21442698

Fax +356 21493082

Email sales@borg-cardona.com
Norge

Interfarm AS

Dolasetta 5,

3408 Tranby

Norway
Tel +47 6758 1130
Mob +47 9057 0005

e-mail: post@interfarm.no

Osterreich
PRO ZOON Pharma GmbH
A-4600 Wels

Polska

ScanVet Poland Sp. z 0.0.
Skiereszewo, ul. Kiszkowska 9
62-200 Gniezno

Tel. 61 426 49 20

Portugal

PRODIVET-ZN S.A

Av. Infante D. Henrique, 333-H-3° Piso, Esc.41
1800-282 LISBOA

PORTUGAL

Tel. (00351) 21 8511493

Romaéania

S.C. MARAVET S.R.L.

Str. Maravet nr.1, Baia Mare
430016, Romania

Tel/Fax: +40 262 211 964
e-mail: info@maravet.com
www.maravet.com

Slovenija
GENERA SI d.o.o.



Rossmore Industrial Estate
Monaghan
Ireland

Ireland

Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan,

Ireland.

island

Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan,

Ireland.

Italia

Vétoquinol Italia S.r.1I.

Via Piana, 265

47032 Bertinoro (FC)

Kvnpog

Amoxielotikdg Atavopéoc Kompov: Xmdpog
Sravpviong Képkaig Atd

Aewo. Ztacivov 28, 1060 Asvkwcio, Kdmpog
TnA: 22 447464 / ©a&: 22 756902

e-mail: chemicals@stavrinides.com.cy

Parmova Ulica 53
1000 Ljubljana, Slovenija
Telefon: +386 1 4364466

Telefaks: +386 1 4364468
e-mail: info@generasi.si

Slovenska republika
PHARMACOPOLA s.r.o.
Svatokrizske nam. 11

SK — 965 01 Ziar nad Hronom
Tel. +421 45 6781 400
www.pharmacopola.sk

Suomi/Finland

Vet Medic Animal Health Oy
PL/PB 27,

FI-13721 Parola

Sverige

N-vet AB

Uppsala Science Park
751 83 Uppsala
Sweden

+4618 57 24 30
info@n-vet.se

United Kingdom

Norbrook Laboratories (GB) Ltd
1 Saxon Way East

Oakley Hay Industrial Estate
Corby

Northamptonshire

NN18 9EX

United Kingdom
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DOYAAO OAHI'IQN XPHXHX
Loxicom 1,5 mg/ml m6G1o evaidpno yio GKOAOLG

1. ONOMA KAI AIEYOYNXH TOY KATOXOY THX AAEIAY KYKAO®OPIAX KAI
TOY KATOXOY THX AAEIAY TAPAXKEYHX ITOY EINAI YIIEYOYNOX I'TA THN
AIIEAEYQGEPQXH ITAPTIAAX, EAN EINAI AIA®OPETIKOZX.

Kdtoyog e d£10¢ KUKAOQOPING
Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan

Ireland

Hoapackevooth vrevHuvoc yio Ty arelevfépmon TV ToPTIOWV:
Norbrook Manufacturing Limited

Rossmore Industrial Estate

Monaghan Town

Co. Monaghan

H18 W620

Ireland

Norbrook Laboratories Limited

105 Armagh Road

Newry

Co. Down, BT35 6PU

United Kingdom

2. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Loxicom 1,5 mg/ml méc1o evaidpnpa yio 6KOAOLG
meloxicam

3. YYNGEXH XE APAXTIKH OYXIA KAI AAAA XYXTATIKA
Kd&be ml mepiéyet:

Meloxicam 1,5 mg
Sodium benzoate 1,5 mg

Avouytd kitpvo evaumpnpo
4. ENAEIZEIX

AvoKoVQIoT TNG PAEYUOVNIG Kot TOL TOVOL G€ 0EEieg KOt YpOVIEG LVOCKEAETIKES SLOTOPOYES.

S. ANTENAEIZEIX
No pn ypnoponoteitan oe £yxva 1 yohovyovvta {ha .
Na prn gp1OoYLOTOLEITAL GE GKDAOVG LE YAGTPEVIEPIKESG dATOPOYEG OGS EpEBIGUOG KOl apLoppayia,

HELOUEVT] NTTATIKT, KOPOLOKN 1) VEQPIKT AELTOVPYIO KO GULOPPAYIKES OLATOPAYES.
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No un gpnoYonoleital 6€ TEPIMTMOGELG LITEPELALGONGIOG GTN OPACTIKT 0VGIC 1 6€ KATO10 AmTd TA,
£Kdoya.
Na pn gpnowonoteiton o€ (oo nAkiog prKpotepns Tov 6 efoopadmy.

6. ANEINIOYMHTEX ENEPI'EIEX

Tomicéc avemBounteg evépyeieg tov NSAIDs 6nmg 1 avopeia, o euetdc, n d1dppota, KOTpova, e
aipo, amdOelo Kol VEQPIKT OVETAPKELD £X0VV avapepDel TEPIOTOTIAKA. € TOAD CTAVIEG TEPITTMCELS
(Myotepo amd 1 ota 10.000 vd Bepaneio (o, GOUTEPILAUPAVOLEVOL KOl LELOVOUEVOV OVOPOPHV)
&xovv avapepOel aloppayikn d1appota, UUATEUEST), YOoTPEVTEPIKT e£EAKMOT Kol avENUEVa ETTiTEd
nroTIK®OV VEOL®V.

AVTEG 01 avemBouNTEG EVEPYELES TAPOTNPOVVTAL YEVIKA TNV TPOTN ERSopdda tng Oepameiog Kot oTig
TEPLOGOTEPEG MEPUTTDOGELS EIVOIL TAPOIIKES KO TOPEPYOVTOL LLETA TOV TEPUATIGLO NG Oepameiog aALd
o€ TOAD OTAVIEG TEPMTMGELS Pmopel va gival coPapég 1 Bovatneopeg.

Ye mepinton eUeaviong avemBounTov evepyelmv, 1 Bepaneio Tpénet va dtakomTeTOL Kot var {nteiton
1N GVUPOVAN KTNVIATPOV.

Edv mapotnpfoete omolodnmote avemiBount evEPYELD, KOO KOL 0V OEV OVOPEPETAL GTO
eodrAeloto DuAko Odnyudv Xpnong 1 aUEIBAAETE Y100 TNV OTOTEAEGILATIKOTITO TOV PAPLLAKOV,
TOPOKOAEIGOE VO EVIIUEPDOETE GYETIKMOG TOV KTNVIOTPO GOC.

7. EIAOX ZQOY

2Kk0A0L

8. AOZOAOTITA I'IA TO KAGE EIAOX , OAOX(OI) KAI TPOIIOX XOPHI'HXHX
Aocolroyia

Apyun Bepoameio pe amdn d6on tov 0,2 mg pero&ikaunc/kg .. (1,33 ml/10 kg o.p.) v Tpd
nuépa. H Bepancio Ba mpénet va cuveyileton pia popd v nuépa pe yopnynon arnd to otopua (Le
24mpa. pecodlactinota) e doon cvvenpnong tov 0,1 mg pero&ucdunc/kg o.p. (0,667 ml/10 kg o.3.).

IMa peyoivtepng dudpketag Oepaneio, apod mapotnpndel KAVIKY avtarokpion ( puetd > 4 nuépeg ), n
doom Oa Tpémel va Tpocapproletal 6N YUUNAOTEPT ATOUIKA OTOTEAEGLOTIKY 0OGT GKETTOUEVOL OTL O
Babpog Tov TOVOL KoL TG PAEYHOVIAS OV GYETILETAL LUE TIC YPOVIEG LVOGKEAETIKES dloTaPayEC PUTOpEl
Vo TOKIAOLV pE TNV TAPOSO TOL XPOVOU.

0006¢g ko TpémTOg YOopNyNONS

Xop1ynon omd 10 oToL.
Noa yopryeitor pe v tpoen 1 am’evbeiag 6To GTOUA.
AVOKIVAGTE KOAG TPV TN XPTOT).

To evarmpnua pmopei vo, 000&i ypnoponoimvtag pio amd Tic S00 cvpLyyeg mov tpoundedovtal e
ovokevacia. Ot ovpryyeg topralovy ot eLaAn Kot £xovv pia kAipoka o€ kg 6.5. n onoia
avtamokpiveral otn 6001 cvvinpnong (0,1 mg pero&ikdunc/kg ¢.p.). 'Etot ya v mpmtn nuépa, Ha
amonteitor dVo PopEG ToV OYKO GLVTIPNONC.

Evalloktikn Ogpaneio umopei va apyioet pe Loxicom 5 mg/ml evéoyio didhoua.

KAk avtamokpion eaivetor kavovikd o€ 3 - 4 nuépec. H Bepaneia Oa mpémel va daxomel petd omd
10 nuépec to apydTepo edv kapio KAVIKN Pedtioon dev eppavicTel.
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Amopelyete TV €160y®YN LOALVOTNG KOTA TN (PNOT..

9. OAHTIIEXTI'IA TH XQXTH XOPHI'HXH
Idwitepn mpocoyn pénet va Aappdvetal og 0Tt apopd TNV akpipn yopynon g 0o6cng.

Mopakareiche va akorovbeite TPpoceKTIKA TIG 00N YIEG TOV KTNVIATPOV.

10. XPONOX ANAMONHX

Asgv omarteital.

11. EIAIKEX ITPO®YAAEEIX I'A THN ATIOOHKEYXH

No puidooetat o€ 0éon, v omoia dev PAETOLY Kot dev TPooeyyilovy Ta Taldld.

AvT0 TO KTNVIATPIKO POPUAKEVTIKO TPOTOV deV amantel Kapio 101k cLVONKN EOAAENS.
Aldpreto oG LETA TO TPMOTO AVOLYLLO, TOL TEPIEKTT : 6 UVEG

Mnv ypnoiponoleite HETA TV NUEPOUN VIO ANENC TOL AVAPEPETAL GTO KVTIO 1] GTN PLOAN

12. EIAIKEX ITPOEIAOIIOIHXEIX.

Fudwcéc mpoourdéelc yia th ypnon ota (oo

Edv mapoatmpnOovv avembounteg evépyeieg, tote Tpémetl va dtakomtetal ) Oepomeio kot va {nndei n
cuppovAn ktnvidTpov. No amopedyeTol 1 ¥pNoT TOL GE APLIATOUEV, VITOYKALLUKE, DTOTUCIKA (M0,
KaODG VIapyEL EVOEXOIEVOS KIVOLVOG TOETKMONG TOV VEQPOD.

AMNAETIOPAcEIC e GAAO QOPUOKEVTIKE TPOIOVTO KO GAAEC LOPOEC OAANAETIOpOOTC:

Ao NSAIDs, 5100p1TiKd, avVIUTNKTIKE, GUvoyAuKoGides, avTiBloTikd Kot ovaieg pe peydio Padbud
obVOEDT LE TIC TPpWTEIVES Umopel va avtaymvilovtal yuo T 6OvOEoT Kat £T61 001y00V 6€ TOEIKA
aroteléopata. To Loxicom dgv Ba mpémet va yopnyeitol amd kowod pe dAio NSAIDs 1
YAVKOKOPTIKOGTEPOTON.

[Ipo- Bepameia pe avtipAeypovmdelg ovcieg umopel va £xovv amotéhespa Tpocbeta 1 ovénuéva
avemBounto amoTeAéoUaTa Kol cOUP®V Le pio ehevBepn mepiodo amd Oepameia pie kAmolo
KINVIOTPIKO QUPLOKEVTIKO TPo1dv Ba mpémet va £xel tnpn el to Aydtepo yia 24 dpeg Tpv TV Evapén
g Oepameiog. Tnv erevBepn mepiodo amd Bepaneio, Oa Tpémel va AneHovv vTdoy™ o1
(OPLOKOKIVITIKES IOLOTNTESG TOV TPOTIOVTI®V TOL YPNCULOTOMONKAY TPOTYOLUEVAG.

Yrepdocoroyio (GUUTTOUATE, LETPO AVIILETDTICTC, OVTIO0TA):

2y mepintwon vrepdocoroyiag, O Tpémel va Egkiviioete cuunTOUOTIKY Oepameio

Idwaitepeg Tpo@LAGEELC TOL TPEmel vo. AapavovTal ard To GTOUO TOL YOPNYEL TO KTNVIOTPLKO
OOPUOKEVTIKO TtpoidV e (oo

Atoua 1e Yoot vrepevaictncio o pun otepoetdn aviipAeypovaon edpuako (NSAIDs) 0o mpénet
VoL AOPEVYOLV TNV EMOPN LLE VT TO KTNVIATPIKO QOPULOKEVTIKO TPOIOV.
Ye mepinTmon KoTamoong and atvynua, {ntmote auécmc TPk cLPOLAN Kot deiETE TO PUAAO
ooMYL®V N TNV ETIKETO GTOV Y1OTPO.
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Eyxvpocdvn kai yolovyio:
BA. ITapaypago "Avtevdei&elg'.

13. EIAIKEX IPO®YAAZEEIX I'TA THN AIIOPPIYH AXPHXIMOIIOIHTOY 'H
AXPHXTOY YAIKOY, EAN YIIAPXOYN

Ta edpuaxo dev TPETEL VO OTOPPITTOVTAL HECH TOV ADUATOV 1) TOV OIKIOUKOV OTOPANTOV.

Svppovievdeite Tov KTNVIOTPO GOG Yo TOV TPOTO OTOPPIYNG TV XPNOIUOTOMNBEVTOV Qoppdkmy. Ta
UETPOL AVTA OITOGKOTOVV GTNV TTPOGTAGi0 TOVL TEPPUAlovToC.

14. HMEPOMHNIA TEAEYTAIAX EI'KPIXHX TOY ®YAAOY OAHI'TQN XPHXHX

Aemtopepeic TANPOoPOpieg Yio TO €V AOYMD KTNVINTPIKO PAPUOKEVTIKO Tpoiov dlatifevtal otov
dktvakd 1610 10V Evponaikon Opyavicpod @apudkmv http:/www.ema.europa.cu/
15. AAAEX ITAHPO®OPIEX

[ITepepBuiikod ToAvatBvAEVIOL AN Tov meptéyet 10, 32, 100, 2 x 100 1 200ml pe dvo
moAveBuAevikég/ molvmponvievikég Pabuoroynuéveg copryyec.

Mmropel va unv KukAoQOpoOV OAEG Ol GUCKEVAGIES.

Mo omoladnmote TANPOPOPio. GYETIKA LLE TO TAPOV KTNVIATPIKO QAPUAKEVTIKO TPOTOV, TopaKareiche
va omevhuvheite 6TOV TOTIKO AVTITPOGMITO TOV KATOYXOL TNG AOEWG KUKAOPOPING.

Belgié/Belgique/Belgien Latvija

Luxembourg/Luxemburg Magnum Veterinarija SIA
Nederland Ulbrokas 23, Riga, LV-1021, Latvija
Fendigo sa/nv Tel. +371 6716 0091

Avenue Herrmann Debrouxlaan 17 Fax. +371 6716 0095

BE 1160 BRUSSELS
Tel : +32 2 734 46 90
Fax : +322 734 48 99

Peny0auka bbarapus Lietuva

Norbrook Laboratories (Ireland) Limited Magnum Veterinarija, UAB

Rossmore Industrial Estate Martinavos g. 8, Martinavos k.,

Monaghan, LT-54463 Kauno r., Lietuva

Ireland Tel. +370 688 96944
info@magnumvet.lt

Ceska republika Magyarorszag

Samohyl group a.s. Alpha-Vet Allatgyogyaszati Kft.

Smetanova 1058 512 51 Lomnice Nad Popelkou H-8000 Székesfehérvar, Homoksor 7

Ceska republika Tel: 22/534-500

Tel: +420 481 653 111

Danmark Malta
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ScanVet Animal Health A/S Borg Cardona & Co. Ltd.

Kongevejen 66 ‘Eltex’ Dr. Zammit Street
3480 Fredensborg Balzan BZN 1434- MALTA
Danmark Tel +356 21442698

Fax +356 21493082

Email sales@borg-cardona.com
DeutschlandElanco GbmH Norge
Heinz-Lohmann--Strafle 4 Interfarm AS
27472 Cuxhaven Dolasetta 5,

3408 Tranby
Deutschland

Norway

Tel +47 6758 1130

Mob +47 9057 0005

e-mail: post@interfarm.no

Eesti Osterreich

AS Magnum Veterinaaria PRO ZOON Pharma GmbH
Vae 16 A-4600 Wels

76 401 Laagri

Harjumaa

Eesti

Tel +372 650 1920
Fax +372 650 1996

EAlLada Polska

XEAAADAPM AE ScanVet Poland Sp. z o.0.

Lo yAp. A. Monaviag — Mopkomovrov, Skiereszewo, ul. Kiszkowska 9
T® 100, 19002, ITawovio 62-200 Gniezno

TnA.: +30 2106800900 Tel. 61 426 49 20

E-mail: info@hellafarm.gr

Espaiia Portugal
Laboratorios Karizoo PRODIVET-ZN S.A
Pol. Ind. La Borda, Mas Pujades 11-12 Av. Infante D. Henrique, 333-H-3° Piso, Esc.41
08140 Caldes de Montbui 1800-282 LISBOA
Barcelona (Espafia) PORTUGAL

Tel. (00351) 21 8511493
France Roménia
ALIVIRA FRANCE S.A.S. S.C. MARAVET S.R.L.
14 Rue Scandicci Str. Maravet nr.1, Baia Mare
Tour Essor 430016, Romania
93500 PANTIN Tel/Fax: +40 262 211 964
France e-mail: info@maravet.com
Tél. 01 57422303 Www.maravet.com
Hrvatska Slovenija
Norbrook Laboratories (Ireland) Limited GENERA SI d.o.o.
Rossmore Industrial Estate Parmova Ulica 53
Monaghan 1000 Ljubljana, Slovenija
Ireland Telefon: +386 1 4364466
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Ireland

Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan,

Ireland

island

Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan,

Ireland.

Italia

Vétoquinol Italia S.r.1I.

Via Piana, 265

47032 Bertinoro (FC)

Kvnpog

Amoxielotikdg Atavopéoc Kompov: Xmdpog
Yravpiviong Képkaig Atd

Aewo. Ztacivov 28, 1060 Asvkwoio, Kdmpog
TnA: 22 447464 / ©a&: 22 756902

e-mail: chemicals@stavrinides.com.cy
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Telefaks: +386 1 4364468
e-mail: info@generasi.si

Slovenska republika
PHARMACOPOLA s.r.o.
Svatokrizske nam. 11

SK — 965 01 Ziar nad Hronom
Tel. +421 45 6781 400
www.pharmacopola.sk

Suomi/Finland

Vet Medic Animal Health Oy
PL/PB 27,

FI-13721 Parola

Sverige

N-vet AB

Uppsala Science Park
751 83 Uppsala
Sweden

+4618 57 24 30
info@n-vet.se

United Kingdom

Norbrook Laboratories (GB) Ltd
1 Saxon Way East

Oakley Hay Industrial Estate
Corby

Northamptonshire

NN18 9EX

United Kingdom



OYAAO OAHI'TQN XPHXHX

Loxicom 5 mg/ml gvéoyo d1dAvpe Yoo GKOAOLS Kol YOTES

1. ONOMA KAI AIEYOYNZH TOY KATOXOY THX AAEIAY KYKAO®OPIAX KAI
TOY KATOXOY THX AAEIAX TAPAXKEYHX IIOY EINAI YIIEYGYNOX I'TA THN
AIIEAEYQGEPQXH ITAPTIAAX, EAN EINAI AIA®OPETIKOZX.

Kdatoyog g ddsiog Kukhopopiag
Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan

Ireland

[MopookevacTc VITEVBVVOC Y10 TNV aTEALVOEPOON TOV TOPTIO®V:
Norbrook Manufacturing Limited

Rossmore Industrial Estate

Monaghan Town

Co. Monaghan

H18 W620

Ireland

Norbrook Laboratories Limited
105 Armagh Road

Newry

Co. Down, BT35 6PU

United Kingdom

2 ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Loxicom 5 mg/ml gvécipo dtdAvpLo yio GKOAOLG KoL YOTES.
meloxicam

3 YXYNOEXH XE APAXTIKH OYZXIA KAI AAAA XYXTATIKA
Kd&be ml mepiéyet:

Meloxicam 5 mg
Ethanol anhydrous 150 mg

Avorytd kitpvo dtdAvpo
4 ENAEIZEIX

2K0A0L

AvokovQlom g PAEYUOVIG Kot ToL TOVOL o€ 0&gieg Kat povieg LVOCKEAETIKEG dtaTapayés. Meiwon
TOV HETEYYEPNTIKOD TOVOL KoL TNG PAEYUOVIG TTOV akoAoLOEL TIG opBoTediKéc enePACELS KAt TIC
emepPaocelg oTovg LaAakohs 16TOVG.

Idrec

Meimon Tov PETEYYEPNTIKOD TOVOL UETA 0O 0OMNKLOTEPEKTOUT Kol HEVTEPEHOVGEG EMEUPACELS
GTOVG HOAOKOVE 16TOVC.
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5 ANTENAEIZEIX

Na un gpnoutonoteitan o€ £ykova 1 yolovyovvta {ma.

No un ypnowonoteitar o€ {do pe YaoTpeEVTEPIKEG daTapoyés OTme £pedioudg Kol apLoppayia,
UE®UEVT MTTATIKY, KOPII0KN 1 VEPPIKT AELTOVPYIL KOl OUOPPUYIKES OLUTAPAYES.

Na pn gpnoyLonoleitol 6€ TEPMTMOGELG LITEPELALGHN GG OTN dPACTIKY| 0LGIN 1| G KATO10 Ad TaL
éxdoya.

No un ypnowomnoteitan og (do nAkiog pkpodtepng TV 6 foopddmv, | o€ Yateg e Bapoc Myotepo
Tov 2 kg.

6. ANEINIOYMHTEZX ENEPI'EIEX

Tomikéc avemBounteg evépyeieg twv NSAIDs onmg 1 avopeia, o epetdc, n didppota, KOTpova, Le
oo, amdOela Kol VEQPIKN OVETAPKELN £XOVV avaPEPDEl TEPIOTACIAKA. XE TOAD OTAVIES TEPUTTDOGELG
&xovv avapepbei avénuéva eninedo Nratikdv eviOU®V. LTOVG GKOAOVCE, GE TOAD GTAVIEG TEPUTTMCELG
(My6tepo amd 1 ota 10.000 vrd Bepaneio Cda, cupTEPIAAUPOVOUEVOD KOl LEHOVOLEV®Y OVOPOPDV)
Exouv avagepOel apopparytk| S1dppota, LATEUEST] KOl YOOTPEVTEPIKT EEEAKMOT).

AVTEG 01 avemBOUNTEC EVEPYELEC TAPATNPOVVTOL YEVIKA TNV TPOTN gfdopada ¢ Oepaneiog Kot 6TIg
TEPIOCOTEPEG MEPIMTMOGELG EIVOL TAPOOUKEG KO TOPEPYOVTOL LETE TOV TEPLATIGUO TNG Oepameiog aALd
0€ TOAD GTAVIEC TEPMTMOOELG UTOPEL Vol €lval coPapéc 1 Bavatneopec.

Ye TOAD OTAVIEG TEPMTMOGELG AVAPVANKTIKEG OVTIOPAGELG UTOPEL Vo TapatnpnBohy Kot TPEMEL Va
BepomenTOHV CUUTTOUATIKG.

GV TOPOTNPTOETE OTOLOONTOTE AVETIOOUNTN EVEPYELD, KOO KOL OV OEV OVOPEPETOL GTO EGMKAEIGTO
DVALo Odnyudv Xpnong N aUEPAAETE Y10 TNV ATOTEAEGLATIKOTITO TOV PUPHAKOL, Tapakaieicte va
EVNULEPDOETE GYETIKMG TOV KTNVIATPO GOC.

7. EIAH ZQQN

YKOAOL Ko YATES

8. AOXOAOTITA I'TA KAGE EIAOX , OAOX(0OI) KAI TPOITIOX XOPHI'HXHX
Aocoloyia Yo kG0 gidog

YKorot:
AN éveon ot 6601 tov 0,2 mg perolkdunc/kg o.p. (0,4 ml/10 kg .B.)

Iéreg :

Am vodopia Eveon ot 6601 tev 0,3 mg perolucaung /kg 6.p. (0,06 ml/ kg 6.p.) 6mov dev givar
duvary] e TopakoiovBovpevn amd Tov oTtopaTog Bepaneia, .y, G AyPLeES YOTES.

AmAN vtodopla £veon ot 06om tov 0,2 mg peroikaung /kg o.p. (0,04 ml/ kg ¢.p.) étav n
YoPNYNoN UEAOEIKAUNG TPOKELTOL VO GUVEXLOTEL LE LU0 0Td TOV GTOUATOS TAPOKOAOVOOVEVN
Oepomeia.

0006¢ ko TpémTOg YOpYNONS

2KOAOL

MvockeleTikég Statapayéc : ATAN VTOdOPLL EVEOT).

To Loxicom 1,5 mg/ml wécipo evardpnuo kot Loxicom 0,5 mg/ml ndéoyo evaidpnuo. wwopel vo
ypnoworoindet yia cuvéyion g Bepaneiog otn d6on Tov 0,1 mg pero&ikaung/kg o.p., 24 mpeg petd
™ xopfiynon g £veong..
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Meimon tov PETEYYEPNTIKOD TOVOV (Y10 TEPI0J0 AV TV 24 ®pdV): ATAN evOo@AEPia 1 vVToddpia
€VEGT] TPV TO YEPOVPYEIO, Y10 TAPASELY O TNV BP0 EIGOYDYNAG TNS avalcOnciog.

Fdrec :

Meimon Tov PETEYYEPNTIKOD TOVOL GTIC YATEG, OOV gV eival duvarty] o Tapakoiovbovpevn amod
1OV otopaTog Bepaneia, Y. o€ AypLeg YATEG:

AmN vtodopla £veon ot 06on tov 0,3 mg peroikaunc/ kg o.p. (0,06 ml/ kg ¢.p.) mpv T0
YEPOVPYEIOD, Y10 TAPASELY LA TNV DPA EIGAYOYNE TNG avalotnoiag. e avth TV TepinTtwon un
YPNOUYLOTOLEITE OO TOL GTONATOG TAPaKOAOLOOVEVT Bepameia.

Meiwon Tov PeTeYYEPNTIKOD TOVOL GTIG YATES OTAV 1| XOPNYNOT LEAOEIKAUNG TPOKELTAL VOl
GULVEYIOTEL [1E P10 OO TOV GTOUNTOC TapaKolovBovpev Bepameia:

Am vodopra éveon otn 6601 tev 0,2 mg perolucdung kg 6.p. (0,04 ml/ kg o.B.) mpwv 10
YEPOVPYELD, YL TAPASELY O TNV PO, ELCAYMYNG TS avolsOnciog.

Mo cvvéyion g Bepameiog yio £0g Kot TEVTE NUEPES, ALTH 1) apyIkn dOoN uropel va akolovbeiton 24
Mpeg apyotepa pe T yopnynon tov Loxicom 0,5 mg/ml méc1po evordpnua yio yoTeg 6In 000N TV
0,05 mg perolwkaunc /kg 6.p. H mapakorovBovpevn and tov otépatoc docoloyia pmopel va
yopnynOet péxpt kot yio 4 Guvorikd 66celg e dlooTNUATe, 24 ®POV.

Amo@uyete TV EXPOAVVOT| KATA TN O1dpKEL TNG XPTIONG.

9. OAHTIEXTTA TH XQXTH XOPHI'HXH

Oa wpémel va 6idetan Woitepn onuacio otnv akpiPn xopriynon g d6ongG..

Muo katdAAnia Babpovounuévn cvptyya tov 1 ml o mpémet vo ypnoYLOTOLEITAL Y10 TN YOPT YO TOL
TPOIOVTOG OTIC YATES.

10. XPONOX ANAMONHZX

Asgv omarteital.

11. EIAIKEX XYNOHKEX AIATHPHXHX

Noa puidooetat o€ 0éon, TV ool dev PAETOLY Kot dev TPooeyyilovy Ta Tald1d.

AvT06 TO KTNVIATPIKO POPUAKEVTIKO TPOTOV dEV amantel Kapio 101k cLVONKN EOAAENG.
Augpxela {ong pLetd to TpdTOo dvorypa Tov TEPEKTN: 28 NUEPES

Mnv ypnoiponoteitat HETA TV Nuepounvia AENG oL OVOQEPETOL GTO KVTIO Kol GTI| GLOIAN.

12. EIAIKEX ITPOEIAOIIOIHXEIX

Mo v avakodELen TOV LETEYYEPTTIKOD TOVOL GTIG YATES , ACPAAELN £XEL TEKUNPLOOEL LOVOo PETA
amo avoircOnoio pe Oetomevidain/ aloBdv.

Ewwéc tpopuraéerc yia tn ypnon oto {oa

Edv mapatnpnBoldv avemBounteg evépyeteg, Oa mpémet va dtaxomtetor 1) Oepameia kot va {ntnbei n

GLUPOVAY KTNVIATPOL.

Noa amopehyetal 1 ¥pNon TOL 68 APLIATOUEVA, VTOYKOLUKE 1] vIToTactKd (da, kabhg vrapyet

evoeXOLEVOG KIVOUVOG TOETKMONG TOV VEQPPOD.

Kotd v avaietneio, mapakorobOnon kot Oepameio pe yopriynon vypov 0o mpémnet va Bewpovvral
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®G M oLVVNONC TPUKTIKY.

Idwaitepec mpoeuAdéeic mov mwpémet va Aaudvovtol amd To GTOLO TOV YOPNYEL TO KTNVIOTPIKO
QOPUUKEVTIKO TPOo1oV og {das

Avtoéveon and atouynue Uropel vo TpokaAEcEL TOVO. ATON LLE YVMOTI vItepevacincio oe un
oT1epocldN ovTIPAeyLovddT @dppoka (NSAIDs) Oa mpémel va amopedyovy TV emaen LE aVTd TO
KTNVIOTPIKO QOPLOKEVTIKO TPOTOV.

Y mepinton ovtoéveong omd atoynue, (NTnote apéomc 1Tpikt cuUPovAn kat dei&te To PUALO
00MYIDV 1 TNV ETIKETO GTOV Y1ATPO.

Eyxvpocdvn kai yolovyio:
BA. ITapdypago "Avtevdeifelg'.

AMNAETIOPAcEIC e GAAO QOPUOKEVTIKGE TPOIOVTO KO GAAEC LOPOEC OAANAETIOpOOTC:

Al NSAIDs, 5100p1TiKd, avVIUTNKTIKE, OUvoyAuKosides, avTiBloTikd Kot ovaieg pe peydio Padbud
obVOESG UE TIG TPOTEIVEG Hmopel va avtaywvilovTol yio T cOVOEST Kol £TGL 001 YOVV G€ TOEIKA
aroteléopata. To Loxicom dev Ba mpémet va yopnyeitot amd kowod pe dAio NSAIDs 1
YAVKOKOPTIKOGTEPOTON. Tavtdypovn yopnynon e v duvdpel veppoto&ika apuoka B mpémel va
amopevyetal. Xe {da wov dlaTpEyovy Kivouvo amod tn yopnynon avaisneiog (m.y. vrepiiko (ma), Oa
TpEneL va, AapPavetal cofapd voyn 1 VITOdOPLL 1 EVOOPAERLY YOp1YNOT VYPDV, KOTA TN dldpKELd
¢ avoroOnoiog. H mapdAinin yopnynon avarctnociog kot MEA®D, dev amokAeiel Tov kivouvo
JTaPOY DV TNG VEQPIKNG AELITOLPYIOC.

[Ipo- Bepameia pe avtipieypovmdelg ovsieg umopel va £xovv anotéhecpa TpocheTa 1 ovénuéva
aVETIOOUNTA OATOTELEC AT KOl GOUQMVO, e o EAeVBepn Ttepiodo amd Bepameia e Kdmo10
KTNVITPIKO QOPUUKEVTIKO TPoioV Oo mpémel va Exel Tnpnbei To Arydtepo yia 24 dpeg mpv v Evapén
g Oepameiog. Tnv erevBepn mepiodo amd Bepaneio, Oa Tpémel va AnebHovv vTdoy™ o1
(QOPLOKOKIVITIKES IOLOTNTES TOV TPOTOVTI®V TOL YPNCUYLOTOMONKAY TPOTYOLUEVAG.

Ynepdoooroyio (CLUTTOUAT, LETPO CVTILETDTLONC, OVTIO0TA):

Yy mepintmon vrepdocoroyiag, Oa mpémetl va apyilel copmtopoTiKn Oepaneia.

13. EIAIKEX IIPO®YAAEEIX I'IA THN AIIOPPIYH AXPHXIMOIIOIHTOY 'H
AXPHXTOY YAIKOY, EAN YITAPXOYN

To @appoko dev TPEMEL VO, ATOPPITTOVIOL HECH TOV AVUATOV 1] TV OIKIOK®OV OTOPATOV.
YvpPovievbeite Tov KTNVIKTPO GOG Y10 TOV TPOTO ATOPPIYNS TOV XPNoIHonomBéviav oappakay. To
LETPOL OVTA ATOGKOTOVV GTNV TPOGTAGi0 TOL TEPPAAAOVTOG.

14. HMEPOMHNIA TEAEYTAIAX EI'KPIXHX TOY ®YAAOY OAHI'TQN XPHXHX

Aemtopepeic TANPoPopieg Yo To gV AOY® KTNVIOTPIKO PAPUOKEVLTIKO Tpoiov dtatifevtal otov
dkTLOKS TOTO TOov Evponaikod Opyaviopod @oppdkmv http://www.ema.europa.eu/

15. AAAEX ITAHPO®OPIEX
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10 ml, 20 ml /| 100 ml @uoAidio yio Eveon
Mmopei va pnv KokAo@opobv OAEG Ol GUGKEVAGIEC.

Mo omoladnmote TANPOPOPio. GYETIKA [LE TO TAPOV KINVIATPIKO QAPUAKEVTIKO TPOTOV, Tapakareiche

va omevhuvheite GTOV TOTTIKO AVTITPOGMITO TOV KATOYOL TNG AOEWG KUKAOPOPING.

Belgié/Belgique/Belgien
Luxembourg/Luxemburg
Nederland

Fendigo sa/nv

Avenue Herrmann Debrouxlaan 17
BE 1160 BRUSSELS

Tel : +32 2 734 46 90

Fax : +32 2 734 48 99

Peny6sauka bbarapus

Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan

Ireland

Ceska republika

Samohyl group a.s.

Smetanova 1058 512 51 Lomnice Nad Popelkou
CZECH REP.

Tel: +420 481 65 31

Danmark

ScanVet Animal Health A/S
Kongevejen 66

3480 Fredensborg

Danmark

Deutschland

Elanco GmbH
Heinz-Lohmann-Stral3e 4
27472 Cuxhaven
Deutschland

Eesti

AS Magnum Veterinaaria
Vae 16

76 401 Laagri

Harjumaa

Eesti

Latvija

Magnum Veterinarija SIA

Ulbrokas 23, Riga, LV-1021, Latvija
Tel. +371 6716 0091

Fax. +371 6716 0095

Lietuva

Magnum Veterinarija, UAB
Martinavos g. 8, Martinavos k.,
LT-54463 Kauno r., Lictuva
Tel. +370 688 96944
info@magnumvet.lt

Magyarorszag

Alpha-Vet Allatgyogyaszati Kft.
H-8000 Székesfehérvar, Homoksor 7
Tel: 22/534-500

Malta

Borg Cardona & Co. Ltd.
‘Eltex’ Dr. Zammit Street
Balzan BZN 1434- MALTA
Tel +356 21442698

Fax +356 21493082

Email sales@borg-cardona.com

Norge
Interfarm AS
Dolasetta 5,
3408 Tranby

Norway
Tel +47 6758 1130
Mob +47 9057 0005

e-mail: post@interfarm.no
Osterreich

PRO ZOON Pharma GmbH
A-4600 Wels
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Tel +372 650 1920
Fax +372 650 1996

E)\LGoa

XEAAADAPM AE

Lo yAp. A. owaviag — Mopkomovrov,
T® 100, 19002, ITawovia

TnA.: +30 2106800900

E-mail: info@hellafarm.gr

Espaiia

Laboratorios Karizoo

Pol. Ind. La Borda, Mas Pujades 11-12
08140 Caldes de Montbui

Barcelona (Espafa)

France

ALIVIRA FRANCE S.A.S.
14 Rue Scandicci

Tour Essor

93500 PANTIN

France

¢él. 01 57 42 23 03F

Hrvatska

Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan

Ireland

Ireland

Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan,

Ireland

Island

Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan,

Ireland.

Italia

Vétoquinol Italia S.r.1.

Via Piana, 265

47032 Bertinoro (FC)

Kvnpog
AmoxAelotikdg Atavopéoc Kompov: Xmdpog
Srovpviong Képkarg Atd

Polska

ScanVet Poland Sp. z o.0.
Skiereszewo, ul. Kiszkowska 9
62-200 Gniezno

Tel. 61 426 49 20

Portugal

PRODIVET-ZN S.A

Av. Infante D. Henrique, 333-H-3° Piso, Esc.41
1800-282 LISBOA

PORTUGAL

Tel. (00351) 21 8511493

Romainia

S.C. MARAVET S.R.L.

Str. Maravet nr.1, Baia Mare
430016, Romania

Tel/Fax: +40 262 211 964
e-mail: info@maravet.com
www.maravet.com

Slovenija

GENERA SI d.o.o.
Parmova Ulica 53

1000 Ljubljana, Slovenija
Telefon: +386 1 4364466
Telefaks: +386 1 4364468
e-mail: info@generasi.si

Slovenska republika
PHARMACOPOLA s.r.o.
Svatokrizske nam. 11

SK — 965 01 Ziar nad Hronom
Tel. +421 45 6781 400
www.pharmacopola.sk
Suomi/Finland

Vet Medic Animal Health Oy
PL/PB 27,

FI-13721 Parola

Sverige

N-vet AB

Uppsala Science Park
751 83 Uppsala
Sweden

+4618 57 24 30
info@n-vet.se

United Kingdom
Norbrook Laboratories (GB) Ltd
1 Saxon Way East
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Aewo. Xtacivov 28, 1060 Agvkwcia, Kompog Oakley Hay Industrial Estate

TnA: 22 447464 / ©a&: 22 756902 Corby

e-mail: chemicals@stavrinides.com.cy Northamptonshire
NN18 9EX
United Kingdom
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OYAAO OAHI'TQN XPHXHX

Loxicom 0,5 mg/ml moc1p0 evaidprua yio yuTeg

1. ONOMA KAI AIEYOYNXH TOY KATOXOY THX AAEIAY KYKAO®OPIAX KAI
TOY KATOXOY THX AAEIAY TAPAXKEYHX ITOY EINAI YIIEYOYNOX I'TA THN
AIIEAEYQGEPQXH ITAPTIAAX, EAN EINAI AIA®OPETIKOZX.

Kdtoyog e d£10¢ KUKAOQOPING
Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan

Ireland

Iapackevootic vTevOuvoc Yo TV arelevfépmon TV TOPTIOWV:
Norbrook Manufacturing Limited

Rossmore Industrial Estate

Monaghan Town

Co. Monaghan

H18 W620

Ireland

Norbrook Laboratories Limited
105 Armagh Road

Newry

Co. Down, BT35 6PU

United Kingdom

2 ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Loxicom 0,5 mg/ml mécipo evardpnpa yio yOTec.
meloxicam

3 XYNOEXH XE APAXTIKH OYZXIA KAI AAAA ZYXTATIKA
Kd&be ml mepiéyet:
ApooTikéc ovoiec:

Meloxicam 0,5 mg
Sodium benzoate 1,5 mg

Avoyté KiTpLvo EVOLOPN A
4. ENAEIZEIX

Kotampduven tov eAappod £0g HETPLov PabUod HETEYXEPTTIKOD TOVOL Kot TNG PAEYLOVIG LETA 0o
YEPOLPYIKEG EMEUPACELS OF YATES, OT®G T.). opbomedikég enepuPdoeis kot ENePPACELS TOV HOAOK®DY
GTOV.

Kotompdoven g eAeyHoVIAS Kal TOV TOVOL G6TIG 0EElEC Kot YPOVIEG LWVOCKEAETIKES d10TAPUYES OF
YaTES.
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S. ANTENAEIZEIZX

Na un gpnoutonoteitan o€ £ykova 1 yolovyovvta {ma.

No un ypnoYOoTolEiTaL GE YOTES LLE YOOTPEVTEPIKES OlUTAPAYES OTTMG EPEDIGUOC Kot apopporyia,
UE®UEVT MTTATIKY, KOPII0KN 1 VEPPIKT AELTOVPYIL KOl OUOPPUYIKES OLUTAPAYES.

Na pn gpnoyLonoleitol 6€ TEPMTMOGELG LITEPELALGHN GG OTN dPACTIKY| 0LGIN 1| G KATO10 Ad TaL
éxdoya.

No un gpnoyonoteitar 6€ yotec NAKIOG LKpOTEPNS TV 6 ERSoUAd V.

6 ANEINIIOYMHTEX ENEPI'EIEX

Tomikéc avemBounteg evépyeieg twv NSAIDs onmg 1 avopeia, o epetdc, n didppota, KOTpova, Le
aipa, ANBapyoc Kol VEPPIKN AVETAPKELD EXOVV avapepOel TEPIOTAGIOKA. € TOAD GTAVIES
nepmtocelg (AMyodtepo amd 1 ota 10.000 vid Bepomeio {da, CLUTEPIAAUPOVOUEVOD KOl LEPOVOUEVDV
avapopav) I'aotpeviepikég efelkdoetg kot Egovv avapepbel avénuéva enimeda nratik®v eviopwy.
AVTEC Ol avemBOUNTEG EVEPYELEC TAPAUTPOVVTUL YEVIKA TNV TPMTN ERSopAda TG Bepameiog Kot 6TIg
TEPIOCOTEPES MEPIMTMGELG EIVAL TAPOOKEG KO TOPEPYOVTAL LETE TOV TEPLATIGO TG Oepameiog aAld
o€ TOAD OTAVIEG TEPMTMGELS Pmopel va gival coPapég 1 Bovatneopeg.

GV TOPOTNPNOETE OTOLOONTOTE AVETIOOUNTN EVEPYELD, KOO KOL 0V OEV OVOPEPETOL GTO ECMKAEIGTO
DvALo Odnyrdv Xpnong 1 aUEIPAAETE Y100 TNV ATOTEAEGLOTIKOTITO TOV PUPIAKOL, Topakaieiche va
EVNULEPDGETE GYETIKMG TOV KTNVIATPO GO,

7 EIAOX ZQOY

Idteg

8 AOXOAOITA I'TA TO KAGE EIAOX , OAOX (OI) KAI TPOIIOX XOPHI'HXHX

Aocolroyia

Meteyyeipntikdc TOVOC Kol OAEYLOVA UETA amd YEIPOVPYIKEC EMEUPAGELC:

Meta v apyikn Oepancio pe Loxicom 5 mg/ml Evéoipo AtdAvpa yio ZxvAovg kot I'dteg, cvveyiote
v Oepaneia 24 dpec apyotepo pe Loxicom 0.5 mg/ml wOGILO evaidpiLo Yio YUTEG 0TV 3OO T®V
0,05 mg pero&ikaung /kg copatikov Bdpove. H enaxdiovdn 666m and 10 otopa pumopei va yopnynoel
pia @opd nuepnoing (e HecodastNUaTo 24 @pdv) Yo StdoTnio £0¢ Kol TECoEPIS NUEPES.

Oceieg poookeretikéc Srotapayéc:

Apyun Bepameio, glvan po epdmag 66om and 1o otopa tov 0,2 mg perosikaunc/kg copoticon
Bapovg katd v Tpdt Nuépa. H Bepaneia and to otopa, Tpénet vo cvveyiletot pia gopd nUepnoing
(ue pecodwotuata 24 opdv) otny 66om tev 0,05 mg peho&ikaung/kg copatikov Bapovg yuo 660
drdotnpa dtaprodv o 0E0¢ TOVog Kot 1 o&eia pAgypovY.

XPOVIEC WWOOKEAETIKES S10TOPOYES:

Apyun Bepameio, elvan po epdma 660m and 1o otopa tov 0,1 mg peroéikaunc/kg copoticon
Bapovg katd v Tpd Nuépa. H Bepameio and 1o otopa, mpémetl va cuveyileTol o popd nuepncing
(ue pecodaotnuata 24 mpdv) atn d6on cvvinpnong tov 0,05 mg pelo&ucaung/kg couatikod
Bapovg.

Yuvnboc mapatnpeiton Pertioon oe 7 nuépes. H Beponeia mpémet va draxomteton petd amd 14 nuépeg
TO TTOAD, av dev mapatnpndel epeavig Bertimon e KAVIKNG E1KOVOG.

0006¢ kK TpdéTOG YOPNYNONS
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"Etot ya v évapén g ayoyng yuo TIc YpOVIEG LVOGKEAETIKES O10TAPAYES KATO, TNV TPMTN NuUéPa, Oa.
arortnOei simAdoia doon am’ ekeivn g 600mg cvuvtipnone. [ v évapén g aywyng yia Tig o&eieg
LVOCKEAETIKEG SLOTaPYES KATA TNV TP®TN NUEPA, O amartnOel 4-TAdoia 660m an’ ekeivn TG 0OONG
ocuvthpnong. Agv mpénel vo vrdpyel VTEPPACT TNG GVVIGTOUEVTG dOGNC .

To Loxicom 0.5 mg/ml méciuo evaidpnua yio yateg pmopei va yopnynOet gite pe v tpoen eite
amevBeiag oto otopa. To evardpnua propel va d0bet ypnoipomoidvtag Baduovounuévn cOptyya mov
mopéxeTal P Tt ovokevacia. Ot cbpryyec taupldlovv otn eéAn kot £yovv pia KAipako og kg 6.p. n
omoia avtomokpivetal ot 6001 cvvinpnong . Etot yuo v mpdtn nuépa, o amarteitol 560 popég tov
OYKO GLVTHPNONC.

9. OAHI'IEX I'TA TH XQXTH XOPHI'HXH

H pero&ikaun éxel otevo Bepomentikd meplfdpilo acPaAEing OTIG YATES KOl TO KAVIKG GUUTTOLOTOL
vrepdooiag UEovIfovTol o GYETIKA UIKPEC CVYKEVIPMOELS TAVM OO TO KOVOVIKO EMITEDO.

Mo vo e&aocpaliotel 1 yopnynon e cmoTtng d66ME To BApog Tov {Hov Tpémel va vioAoyiletal pe
0G0 T0 duVATOV PEYOADTEPT aKpifeta.

AkoAovONoTE TPOGEKTIKG TIC 0ONYIEC TOV KTNVIATPOV.

AvoKvoTE KAAQ TPV TN (P1ON).

Amo@hyete TNV ETAVOUOALVOTNG KOTA TN YPNOT.

10. XPONOX ANAMONHX
Asgv omarteital.
11. EIAIKEX ITIPOPYAAZEIX I'TA THN AITOOHKEYXH

Na puidocetar o€ Béon, v omoia dev PAETOLY Kot dev mpooeyyilovy Ta mald1d.

AVTO TO KTNVIXTPIKO QOPLOKEVTIKO TPOIOV dev omartel Kapio 101k cuvOnKn eoiaéng.

Augpxera {ong petd to TpdTO dvoryua Tov doyeiov: 6 unveg

Na pn gpnoonoteital 0utd T0 KTNVINTPIKO QOPUOKEVTIKO TPOIOV UETA Ao TV nuepounvia AnENg
OV AVAYPAPETAL GTO KOLTI Kot TN AN petd 1o AHEH .

12  EIAIKEX ITPOEIAOIIOIHXEIX.

Ewwéc tpoeuraéeic yia tn ypnon oto (oo

Edv mapoatnpnBovv avembounteg evépyeieg, tote Tpémel va drokontetal 1 Oepaneio kot va {nndei n
oLUPBovAN KTVIdTpOL.

No amopehyetal 1 ¥pNoTn TOL GE APLIATOUEV, VTOYKULLUKE, VTOTACIKA (M, KoOMG vadpyet
EVOEYOUEVOG KivOLVOG TOEIKMONG TMV VEQPOV.

MeTeyyelpnTIKOG TOVOS Kol PAEYLLOVI LETA OO YEPOVPYIKEG EMEUPAOCELS:
Ye TePInTOOT MOV amoLTEITAL TPOGHETT OVOKOVPLOT] TOV TOVOL, B Tpémet va, peketnOei pio
TOAVTPOTIKY] Oepameia ToL TOHVOV.

Xpovieg LOOCKEAETIKEG OLOTAPOYES:
H avtamdkpion o poakpoypovia Bepanentikny oywyn Tpénet va mapokoiovdeitat ové taxtd

SLOGTALATO, atd TOV LTEVKOLVO KTNVIATPO.

H Bepancio Oa mpénet va Staxomel petd amd 14 nuépeg to apydtepo edv Kapio KAk Pertioon dev
mapotnpnOei.
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Idwitepec TPo@LAGEELC TOL TPémel vo. Aapavovial ard To GTOLO TOL YOPNYEL TO KINVIOTPKO
QaPUOKEVTIKO TPOoidV ot (Mo

Atoua e Yoot vrepevalctncio o pn otepoetdn aviipAieypovaon edpuaxo (NSAIDs) Oa mpénet
VO ATOPEVYOLV TNV EMOPN LLE TO KTIVIOTPIKO QOPLOKEVTIKO TPOTOV.

Y mepinton Katdmoong and atvynue, (NTnote apéos 1Tpikn cLPPoVAn kot dei&te To PUALO
00MYIDV 1 TNV ETIKETO GTOV Y1ATPO.

Eyxopocuvn kot yodovyio
BA. TTapdypago "Avtevoeitels”.

AMnAemdpaoeic ne AL QopULOKEVTIKG TPOoidVTa Ko GAAEC LOPOLC aAANAETIOpOaCC:

Ao NSAIDs, 5100pNTIKA, AVTITNKTIKE, OUIVOYAVKOGIOES, AVTIBLOTIKA Kot 0VGies (e peydio fadpo
oLVOESTG UE TIG TPOTEIVEG Lmopel va avtaywovilovTal yio T cOVOEST] Kol £TG1 001 YOVV G ToEIKA
anoteléopata. To Loxicom dgv Ba mpémet va yopnyeitor amd kool pe dAio NSAIDs 1
YAVKOKOPTIKOGTEPOTON. Tavtdypovn yopnynon SuvnTiKd veppoToEIKOV QUPUAK®V TPETEL VO,
OTOPEVYETOL.

[Ipo- Bepameio pe avTIPAEYLOVDOELS OVGiEG UTOPEL VO £XOVV ATOTEAEG LA TPOGHETA 1 ALENUEVDL
avemounTo amToTEAECUATO, KOl SOUQOVO pE pio eEhevBepn mepiodo amd Oepameia e KAmO0
KTNVITPIKO QOPUAKEVTIKO TPOloV Bo Tpémel va Exel TnpnOei To Arydtepo yia 24 dpeg mpv v Evapén
g Oepaneiag. Koatd v elevBepn mepiodo and Bepaneio, Oa mpémet va Anehodv vdym ot
QOPUAKOKIVITIKEG 1O1OTNTEG TV TPOIOVIMV TOV YPTCUOTOONKAY TPONYOLHEVWG,.

Y7nepoocoroyia (CUUTTOUATE, HETPA UVTIHETOTLONG, UVTIOOTA):

H pelo&ikdun €xel otevd meptBdplo BepamevTIKnG ACPAAELNG GTIC YOTESG KOL TO KAVIKA CUUTTOUOTO
VIEPOOGOAOYIOG UTOopEl va TapatnpNnovy 6€ GYETIKG LKPA eTiTedO VITEPSOGOAOYINS.

€ TEPIMTOOT VLEPSOGOAOYING, O1 OVETIOVUNTEG EVEPYELES, OTMG AVOPEPOVTAL TNV EVOTNTA
"AvemBounteg evépyeleg”, avapEVETAL VO EIVOL TTLO GOPAPES KOl TO GUYVEC. L€ TEPIMTMON
VIEPOOGOAOYIOG TPETEL VAL EEKIVIOEL 1] GUUTTOUOTIKY Oepameia.

13. EIAIKEX IPO®YAAZEEIX I'TA THN AIIOPPIYH AXPHXIMOIIOIHTOY 'H
AXPHXTOY YAIKOY, EAN YIIAPXOYN

Ta edpuaxo dev TPETEL VO OTOPPITTOVTAL HECH TOV ADUATOV 1) TOV OIKIUKOV OTOPANTOV.

Svppovievdeite Tov KINVIOTPO GAG Yo TOV TPOTO OTOPPIYNG TV XPNOIUOTOMNOEVTOV Qoppdkmy. Ta
UETPOL QVTA ITOGKOTOVV GTNV TTPOGTAGI0 TOL TEPPUAlovVTOC.

14. HMEPOMHNIA TEAEYTAIAX EI'KPIXHX TOY ®YAAOY OAHI'TQN XPHXHX

Aemtopgpeic TANPoPOpPIeg Yio TO €V AOYMD KTNVINTPIKO PAPUOKEVTIKO Tpoiov dlatifevtal otov
dktvako 1610 10V Evponaikon Opyavicpod @apudkmv http:/www.ema.europa.cu/

15. AAAEX ITAHPO®OPIEX

Tpoémog dpaong

H pelo&ikdun eivatl éva pn otepoedéc avTIQAEYLOVMOEG PAPLAKO TNG TAENG TV 0EIKAUMV TO 0Toi0
dpa Le avaoToAn TG ovvleong T TPOooTUYAUSIVIG AOKMVTOS AVTIPAEYLOVMOT, AVOAYNTIKY, OVTL-
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eEOPOUOTIKN KOl AVTITVPETIKN EMIdpact. Meudvel TNy d1H0non T@v AEVKOKVTTAP®OV GTOV 16TO UE TN
QAeypovn. Ze évay eAayloto Pabuo avaoTEAAEL ETIONG TNV TPOKAAOVUEVT OO KOAAOYOVO
ovoompevon BpopforvtTdpmv. Meléteg in Vitro kot in Vivo amodeikvoouy 6t 1) pelo&ikapn
avaoTtéAAeL TNV KukAoo&uyevvdon-2 (COX-2) og éva peyaivtepo Babud amd v kukAoo&uyevvaon-1

(COX-1)

IIinpo@opicg Y10 T1) GLOKEVAGIO.

Loxicom 0.5 mg/ml mécipo evaidpnua yio yateg dtabéoipo o eraridia tov 5 ml, 15 ml kou 30 ml.

Mmropel va unv Kukho@opoOv OAEG 01 GLCKEVATIEG

Mo omoladnmote TANPOPOPic. GYETIKA [LE TO TAPOV KINVIATPIKO QAPUAKELTIKO TPOTOV, Tapakaieiche
va, arevBuvOeite GTOV TOTIKO AVTITPOCMOTO TOV KATOYOL TNG AOEWNG KUKAO(QOPIag.

Belgié/Belgique/Belgien
Luxembourg/Luxemburg
Nederland

Fendigo sa/nv

Avenue Herrmann Debrouxlaan 17
BE 1160 BRUSSELS

Tel : +32 2 734 46 90

Fax : +32 2 734 48 99

Peny6sauka bbarapus

Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan,

Ireland

Ceska republika

Samohyl group a.s.

Smetanova 1058 512 51 Lomnice Nad Popelkou
Ceska republika

Tel: +420 481 653 111

Danmark

ScanVet Animal Health A/S
Kongevejen 66

3480 Fredensborg

Danmark

Deutschland

Elanco GmbH
Heinz-Lohmann- Stral3e 4
27472 Cuxhaven
Deutschland

Latvija

Magnum Veterinarija SIA

Ulbrokas 23, Riga, LV-1021, Latvija
Tel. +371 6716 0091

Fax. +371 6716 0095

Lietuva

Magnum Veterinarija, UAB
Martinavos g. 8, Martinavos k.,
LT-54463 Kauno r., Lietuva
Tel. +370 688 96944
info@magnumvet.lt

Magyarorszag

Alpha-Vet Allatgyogyaszati Kft.
H-8000 Székesfehérvar, Homoksor 7
Tel: 22/534-500

Malta

Borg Cardona & Co. Ltd.
‘Eltex’ Dr. Zammit Street
Balzan BZN 1434- MALTA
Tel +356 21442698

Fax +356 21493082

Email sales@borg-cardona.com

Norge
Interfarm AS
Dolasetta 5,
3408 Tranby

Norway
Tel +47 6758 1130
Mob +47 9057 0005
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Eesti

AS Magnum Veterinaaria
Vae 16

76 401 Laagri

Harjumaa

Eesti

Tel +372 650 1920

Fax +372 650 1996

EAlLada

XEAAADAPM AE

1o . A. Ioaviag — Mapkomoviov,
T® 100, 19002, IToavia

TnA.: +30 2106800900

E-mail: info@hellafarm.gr

Espaiia

Laboratorios Karizoo

Pol. Ind. La Borda, Mas Pujades 11-12
08140 Caldes de Montbui

Barcelona (Espaia)

France

ALIVIRA FRANCE S.A.S.
14 Rue Scandicci

Tour Essor

93500 PANTIN

France

Tél. 01 57422303

Hrvatska

Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan

Ireland

Ireland

Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan,

Ireland

island
Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

e-mail: post@interfarm.no

Osterreich
PRO ZOON Pharma GmbH
A-4600 Wels

Polska

ScanVet Poland Sp. z 0.0.
Skiereszewo, ul. Kiszkowska 9
62-200 Gniezno

Tel. 61 426 49 20

Portugal

PRODIVET-ZN S.A

Av. Infante D. Henrique, 333-H-3° Piso, Esc.41
1800-282 LISBOA

PORTUGAL

Tel. (00351) 21 8511493

Romainia

S.C. MARAVET S.R.L.

Str. Maravet nr.1, Baia Mare
430016, Romania

Tel/Fax: +40 262 211 964
e-mail: info@maravet.com
www.maravet.com

Slovenija

GENERA SI d.o.o.
Parmova Ulica 53

1000 Ljubljana, Slovenija
Telefon: +386 1 4364466
Telefaks: +386 1 4364468
e-mail: info@generasi.si

Slovenska republika
PHARMACOPOLA s.t.0.
Svitokrizske nam. 11

SK — 965 01 Ziar nad Hronom
Tel. +421 45 6781 400
www.pharmacopola.sk

Suomi/Finland
Vet Medic Animal Health Oy
PL/PB 27,
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Monaghan,

Ireland.

Italia

Vétoquinol Italia S.r.1.
Via Piana, 265

47032 Bertinoro (FC)

Kvnpog

Amoxielotikdg Atavopéoc Kompov: Xmdpog
Yrovpviong Képkaig Atd

Aewo. Ztacivov 28, 1060 Asvkwocio, Kdmpog
TnA: 22 447464 / ©a&: 22 756902

e-mail: chemicals@stavrinides.com.cy

FI-13721 Parola

Sverige

N-vet AB

Uppsala Science Park
751 83 Uppsala
Sweden

+4618 57 24 30
info@n-vet.se

United Kingdom

Norbrook Laboratories (GB) Ltd
1 Saxon Way East

Oakley Hay Industrial Estate
Corby

Northamptonshire

NN18 9EX

United Kingdom
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®YAAO OAHTIQN XPHXHX
Loxicom 20 mg/ml evécipo dtdivpa yio foogldn, xoipovg Kot dAoya

1. ONOMA KAI AIEYOYNXH TOY KATOXOY THX AAEIAY KYKAO®OPIAX KAI
TOY KATOXOY THX AAEIAX [TAPAXKEYHX ITIOY EINAI YIIEYOYNOX I'TA
THN ATIOAEEMEYXH IHAPTIAQN, E©OOXON EINAI AIA®OPETIKOI

Kdatoyog g ddstog kukhopopiog:
Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan

Ireland

[MopookevacThg VITEVBVVOC Y10 TV aTeEALVOEPOON TOV TOPTIO®V:
Norbrook Manufacturing Limited

Rossmore Industrial Estate

Monaghan Town

Co. Monaghan

H18 W620

Ireland

Norbrook Laboratories Limited
105 Armagh Road

Newry

Co. Down, BT35 6PU

United Kingdom

2 ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Loxicom 20 mg/ml evécipo didivua yio foogidn, xoipoug Kot dAoya
peho&kaun

3. YYNGEXH XE APAXTIKH OYXIA KAI AAAA XYXTATIKA

‘Eva ml mepiéyet:
Mero&ucdpn 20 mg/ml
Ethanol 150 mg/ml

"Eva kitpivo didAvpa.

4. ENAEIZH(EIX)

Boogon:
Xpnowomnoteital o€ 0&eiec avamvevLoTIKEG AOUMOEELS, GE GUVIVAGUO LE TNV KATOAANAN avTIBloTiKn
Oepomeio, yio T peimon TOV KAVIKOV CUUTTOUATOV G€ BOOELDN.
Xpnoponoteital o€ d18ppolEG, G CLVOVAGUO LE OO TOV GTOUATOG EVLOATIKY Bepameia yio
HELMOT) TOV KAMVIK®V GUUTTONATOV 68 HOGY0VG NAkiog peyaivtepng ™ 1 efdouddoc kat o
HOGYIOES .
Mo copminpopatiky Bepansio oty avipeT®mion g o&glng paotitidug, oe GuVOLACUO LE
avtifrotikn Bepameio.
IMa v Katampdiven Tov PETEYYXEPNTIKOD TOVOL LETA TV OTOKEPATWON GE LOGYOVG,.
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Xoipou:

Xpnoponoteital o€ Un HOAVGUATIKEG BT OELS TOV KIVIITIKOD GUGTHUATOG, Y10, TN UEI®MoT TmV
CUUTTOUATOV TNG XOAOTNTOG Kot TNG AEYHOVAG. [la cuuminpouatikny Ogpaneio 6TNV AVTILETOTION
g emAOyelg onyopiog Kot ToSvarpiog (cbvopopo paotitidag —puntpitidag — ayoraéiog),oe
oLVOLAGUO UE TNV KATAAANAN avTifloTikn| Bepamneia.

Aloya:

[N ypron oty kaTampduven TG GAEYUOVAS Kot ovaKoOPLon amd Tov Tovo, 1060 o€ 0&gieg 060 Kot
0€ YPOVIEG LVOOKEAETIKES OLUTAPAYES.

Mo ™mv avakodeien amd Tov TOVo oV GYETI(ETAL LE TOV KOMKO TOV ITTOEOMV.

5. ANTENAEIZEIX

Na pn gpnoltonoteiton 6€ GAoyo nikiog pikpotepng Tv 6 BSoHAd®V.

Na pn gpnoipomoteital oe £YKVEG 1| YoAOLY0VGEC PopPdoes.

Noa unv ypnoionoteitar 6€ {0 TOL VTOPEPOVY OO PELOUEVT NTOTIKTY, KAPSIOKN 1) VEQEPIKN
AerTOLPYiO KoL OLUOPPOYIKES SLOTAPAYES, T OTTOL VITAPYOLV EVOEILEIS PAAPDV 0T YOOTPEVTEPIKA
Elk).

Noa un ypnoiponoteital o€ mepintmon vaepevaicinoiog otn dpacTikn o0vcia 1 6€ KATO10 Amd Ta,
£Kkdoya.

Mo ™ Bepaneio g didpporog Twv fOOEWBdV, TO TPOIOV dev TPENEL Vo, ypnoiponoleital og {ma
NAIKLOG LKpOTEPNC TNG H10C EBSOLAdAG.

6. ANEIIIOYMHTEX ENEPT'EIEX

Xopnynon Tov KTvIaTpikod QoPUAKOD HECH TNG VITOdOPLAG 0000 o€ O0ELON KOl EVOOUVTKA OE
xoipovg glvar kaAd avext . Movo mapodikd oidnpa 6to onpeio Tng EVEoTg LETA amd LTOSOPLY.
xopNyNnon mopatnpOnke oto fO0ELdN 68 KMVIKEG MEAETEC.

Y10 GAoya, pmopel va mapotnpn el Tapodikd oidnua 6to onpeio g EVESTS, TO OO0 ATOSPALEL
xopig Kapio enéppaon.

Y& ToAD ondvieg mepmtdcelg (AMydtepo amd 1 ota 10.000 vrd Oeponeio (da, cupmepriapfovousévon
KO HELOVOUEVAOV AVOPOPDOV), UTOPEL va EMGVUPODYV AVOPLAAKTIKES aVTIOPACELS Kot O Tpémel va
OVTILETOTICOVTOL GUUTTMOTIKAL.

Edv mapotnpfoete omolodnmote avemiBount evEPYELn, OKOUO KOL 0V OEV OVUPEPETOAL GTO
e0mKAeloTo POALO Odnyidv Xprong 1 aUEPAAETE Y0 TNV OTOTEAEGLOTIKOTITO, TOV PAPUAKOL,
TAPAKAAEITOE VO EVILEPDOETE GYETIKDC TOV KTNVIATPO COG.

7/ EIAH ZQQN

Booe1dn, yoipot kot dAoya

8. AOXOAOI'IA I'TA KAOE EIAOXZ , TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Boogon:

E@dna& vroddplo 1 evbopAéPia Eveon otn doom twv 0,5 mg pelo&ikdunc/kg copatikov apovg
(onA. 2,5 ml/100 kg copatikod Bapovg) oe cuvovAGUO pe TNV KATAAANAN avTiflotikh Ogpaneia N pe
TNV 0O TOL 6TONATOG evudatiky Bepameia. O CUVIGTOUEVOG LEYIOTOG OYKOG TTOV TPETEL VAL YopTYEiTOL
o€ éva Lovo onueio g éveong sivar 10 ml.
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Xoipou:

Epdana& evoopixn éveon otr 60om tov 0,4 mg perodikdunc/kg copaticod Bapovg (dnA. 2,0
ml/100kg copotikov apovg), oe cuvdvacud pe TV KatdAAnAn avtiplotikn Oepaneio. Eqv
amorteitat, pmopel vo yivel pia dgvtepn yopnynon pero&ucaung, Hetd amod 24 dpeg. O GLUVIGTOUEVOG
UEYIOTOG OYKOG IOV TPEMEL VA, yopmyeital o€ éva puovo onueio g éveong eivon 2 ml.

Aloya:

Epdana& evoopréfia éveon o 06om tov 0,6 mg pelo&ikaung / kg copoticon Bapovg (dnA. 3,0 ml/100
kg copotikon Bapovg).

[Ma v avTETOTION TNG PAEYLOVIC KAl TNV AVAKODPICT TOL TOVOL G& 0EEieg KUl YPOVIEG
MVOCKEAETIKEC TAONGELC, TNV KATAAANAN Ogpameia amd T0 GTOUN TOL TEPLEYEL LEAOEIKAT), TOV
XOPTNYOUVTOL GOUPOVO. LE TIG GUCTAGELG TNG ETIKETAC, WTOPEL vaL Yp1GIHLOTONOEL Y1 T GUVENIOT TNG
Oepaneiog.

Na punv vrepPaivet ta 50 tpumqpota avd elaiidio. Eqv aroitodvton nepiocdtepa omd 50, vo
ypnotpomon el ek PeAdva Avtinong.

9. OAHI'IEX I'TA TH XQXTH XOPHI'HXH

No amopedyete TV EMUOIVVON Katd TN ¥p1omn.

10. XPONOZXZ(OI) ANAMONHX

Boo1d1}: kpéag kot edmduot 1otoi: 15 nuépeg yéha: S nuépec

Xoipot: kpéag Kot e3dO0L 16TOl: S NUEPES

Adoya: Kpéag Kot E0MOLOL 1OTOL: 5 NUEPES

Agv gmitpénetal n ypnomn o€ dAoyo To 0moio TOPAYoLY YAA Y10, avOpdTIVY KaTavAA®GT).

11. EIAIKEX XYNOHKEX AIATHPHXHX

Na puidoocetar o€ éon, v omoia dev PAETOLY Kot dev mpooeyyilovy Ta mald1d.

Agv vidpyovv e101KEC 001 Yieg SLaTPNONG Y10 AVTO TO KTNVINTPIKO POPUOKEVTIKO TPOIOV.

Aldpketo Long PETA TO TPMTO AVOLYHO TOL TEPLEKTN: 28 NUEPES

Noa pn gpnoyLonoteiton HETd amd Ty NuUepounvia ANENGS Tov avoypapeTotl 6To KouTi Kot petd to EXP
07O PLOAIdI0.

12. EIAIKH(EX) ITIPOEIAOIIOIHXH(EIX)

H Beponcio tov pocymv pe Loxicom, 20 Aemwtd mptv amd TNV 0TOKEPATWOOT), LEIDVEL TOV
peteyyelpnTikd movo. H yoprynom tov Loxicom pdvov dev emttuyydvel TANPT avaKoLPLoT| 0T TOV
TOVO KATA TNV YEPOVPYIKT eXEUPaon TG amokepdtwong. ['a v enitevén avakobeiong and Tov

7TOVO KOTA TN XEWPOVPYIKT| ETEUPACT), OTALTEITAL 1] GLUYYOPNYNON UE KATAAANAO OVOAYNTIKO.

IIpoovArdéeic katd tn yponon o€ {da:

Edv diomiotmBouv avemBounteg evépyeieg, Oa mpémel va dokomteton 1 Ogpomeio kot va {nreitol n
GLUPOVAY KTNVIATPOVL.
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No amo@egdyetor 1 xp1ion oe cofapd apLIATOUEVE, VTOYAVKOUIKE, 1) VTOTAGIKA (ha 6Ta ool
OTOLTEITOL TOPEVTEPIKT ATTOKOTAGTOCT) TV VYPAV, S10TL VTLAPYEL EVOEYOLEVOG KivOuvog To&iKmong
TOV VEQPOV.

Ye TepinTon avenapKovg avakoDEIoNG 0o Tov TOVOo, 0TV Ypnoiponoleital otn Oepaneio Tov
KOAMKOD T®V MToed®V, Ho TPEMEL val YIVETAL TPOCEKTIKT EXAVEKTIUNGON TNG S1AYVOGNG, KOAOMG avTod
Umopel va amoTeLECEL EVOEIEN Y10 aVAYKT) XEPOVPYIKNG ETEUPACTG.

Idwitepec TPo@LAGEELC TOL TPémel vo. AapavovTal ard To GTOLO TOL YOPNYEL TO KINVIOTPIKO
QOPUOKEVTIKO TPOoidV ot (Mo

Tuyoio avtoéveon pe To Tpoidv ThavO va TPoKaAEcEL TOVO. ATOUO, e SOMIGTOUEVN VITEPEVALIGONGla
o€ U1 oTEPOEdN AVTIPAEYHOVADIT (MEAD), Tpénel Vo amoPEDYOVV TNV EXAPN UE TO KTNVIATPIKO
QOPULOKEVTIKO TPOIOV.

Ye mepintmon mov katd Aabog TtpumnBeite Le T PEAOVI TG GVPLYYOS TOL TEPLEYEL TO PAPLLOKO, VOL
avalnmoete opécmg wtpikn fondeta Kot vo emdei&eTe 6TOV 1TPO TO GOALO 00T YLDV YPNONG N} TNV
ETIKETO TOV PAPLLAKOV.

Xpnon Kotd Tnv KONGo1N Kot T YoAovyio:

Booeg1om kot yoipot: Mmopet va ypnoipomombet katd t SidpKelo TG KOMOMG Kot TG YOAoLyiag.
Aloya: BAETE TOPaYPAPO «avVTEVOEIEEIDY

AMNAETIOPACELC UE AALD QOPUOKEVTIKA TTPOTOVTIA KOl QALEC LOPOEC OAANAETIOPOONC:

To mpoidv dev mPEREL VO, YOPNYELTAL TAVTOYPOVA [LE YAVKOKOPTIKOGTEPOELDN, LE QAL UN-OTEPOELON
OVTIPAEYHLOVAOOT) QAPLLOKO 1] OVTUTNKTIKOVS TAPAYOVTEC.

Yrepdosoroyio (GuUmT@duoto., LETPO AVTWETOTICNC, AVTIOoTa):

Y mepintoon vepdocoroyiog, Ba mpénet va xopnynOel cvuntopatiky Bepaneia.

13. EIAIKEX ITPO®YAAEZEIX ATIOPPIYHY ENOX XPHXIMOIIOIHOENTOX
KTHNIATPIKOY ®APMAKEYTIKOY IIPOIONTOX 'H AAAQN YAIKQN IMIOY
IPOEPXONTAI AIIO TH XPHIH TOY ITPOIONTOX

To eappaxo dev TPEMEL VO ATOPPITTOVTOL HECH TOV ADUATOV 1] TOV OIKIOK®V OTOPANT®V, OAAN
SOLEOVA LE TIC 1oY0OOVCEG E0VIKEG amartoels. Zuppfovievbeite Tov kviaTpd 60 Yia Tov TPOTO
AToOPPIYNG TOV XpNoonombéviav papudkmv. Ta HETpa avTd 0TO0cKOTOOY GTNV TPOCTAGIN TOL
nepPaAiovrog.

14. HMEPOMHNIA THX TEAEYTAIAX EI'KPIXHX TOY ®YAAOY OAHI'IQN
XPHXEQX

Agmtopepeic TANPoPOpPIEg Yio TO €V AOYMD KTNVINTPIKO PAPUOKEVTIKO Tpoiov dlatifevtal otov
dktvakd 1610 10V Evponaikon Opyavicpod @apudkmv http:/www.ema.europa.cu/

15. AAAEX ITAHPO®OPIEX

Xdaptivo kovuti pe 1 M 12 dypopo yoddvo @larid (o) o kabéva mepiéyet 30, 50 7 100 ml.
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Xdaptvo kovuti pe 1, 6 12 dypmpo yodivo @loAidto (-e¢) mov to kabéva mepiéyet 250 ml.
Mmopei va pnv KokAo@opobv OAEG Ol CUGKEVAGIEC.
Kd&0e prarido givar kheiopévo pe Bpopofoutdilo IO KOl GEPOYICUEVO LE TOWO OAOLUVIOV.

Mo omoladnmote TANPOPOPio. GYETIKA LLE TO TAPOV KTNVIATPIKO QAPUAKEVTIKO TPOTOV, TapaKareiche

va. omevhuvheite GTOV TOTIKO AVTITPOGMITO TOV KATOYXOL TNG AOEWG KUKAOPOPLNG.

Belgié/Belgique/Belgien
Luxembourg/Luxemburg
Nederland

Fendigo sa/nv

Avenue Herrmann Debrouxlaan 17
BE 1160 BRUSSELS

Tel : +32 2 734 46 90

Fax : +32 2734 48 99

Peny6snuka bonarapus

ACKIJIEIT - PAPMA OO/]

rp. Codus, x.x. JIromws - 7, 61. 711A, marazua
3

Peny6nuka bearapus

Ceska republika

Samohyl group a.s.

Smetanova 1058 512 51 Lomnice Nad Popelkou
CZECH REP.

Tel: +420 481 65 31

Danmark

ScanVet Animal Health A/S
Kongevejen 66

3480 Fredensborg

Deutschland

Elanco GmbH
Heinz-Lohmann-Stralie 4
27472 Cuxhaven

Deutschland

Eesti

AS Magnum Veterinaaria
Vae 16

76 401 Laagri

Harjumaa

Eesti

Tel +372 650 1920

Fax +372 650 1996

Latvija

Magnum Veterinarija SIA

Ulbrokas 23, Riga, LV-1021, Latvija
Tel. +371 6716 0091

Fax. +371 6716 0095

Lietuva

Magnum Veterinarija, UAB
Martinavos g. 8, Martinavos k.,
LT-54463 Kauno r., Lictuva
Tel. +370 688 96944
info@magnumvet.lt

Magyarorszag

Alpha-Vet Allatgyogyaszati Kft.
H-8000 Székesfehérvar, Homoksor 7
Tel: 22/534-500

Malta

Borg Cardona & Co. Ltd.
‘Eltex’ Dr. Zammit Street
Balzan BZN 1434- MALTA
Tel +356 21442698

Fax +356 21493082

Email sales@borg-cardona.com

Norge

Dansk Reprasentant
ScanVet Animal Health A/S
Kongevejen 66

DK-3480 Fredensborg
Phone: +45 4848 4317
E-mail: QA@scanvet.dk
Osterreich

PRO ZOON Pharma GmbH
A-4600 Wels
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E)\LGoa

XEAAADAPM AE

Lo y . A. onaviag — Mopkomovrov,
T® 100, 19002, ITowavia

TnA.: +30 2106800900

E-mail: info@hellafarm.gr

Espaiia

Laboratorios Karizoo

Pol. Ind. La Borda, Mas Pujades 11-12
08140 Caldes de Montbui

Barcelona (Espafia)

France

Biotopis

Le Conquérant

100 avenue Guillaume Le Conquérant
14100 LISIEUX

France

Hrvatska

Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan

Ireland

Ireland

Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan,

Ireland

Island

Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan,

Ireland

Italia

Elanco Italia S.p.A.

Via Colatori 12

50019 Sesto Fiorentino (FI

Kvnpog

Amoxelotikoc Arovopéag Kompov: Xndpog

Zravpiviong Képkaig Atd

Aewo. Ztacivov 28, 1060 Asvkwoio, Kdmpog

Tnk: 22 447464 / Da: 22 756902

Polska

ScanVet Poland Sp. z o.0.
Skiereszewo, ul. Kiszkowska 9
62-200 Gniezno

Tel. 61 426 49 20

Portugal

PRODIVET-ZN S.A

Av. Infante D. Henrique, 333-H-3° Piso, Esc.41
1800-282 LISBOA

PORTUGAL

Tel. (00351) 21 8511493

Roménia

S.C. MARAVET S.R.L.
Str. Maravet nr.1, Baia Mare
430016, Romania

Tel/Fax: +40 262 211 964
e-mail: info@maravet.com
Www.maravet.com
Slovenija

GENERA SI d.o.o.
Parmova Ulica 53

1000 Ljubljana, Slovenija
Telefon: +386 1 4364466
Telefaks: +386 1 4364468
e-mail: info@generasi.si

Slovenska republika
PHARMACOPOLA s.r.o.
Svitokrizske nam. 11

SK — 965 01 Ziar nad Hronom
Tel. +421 45 6781 400
www.pharmacopola.sk

Suomi/Finland

Vet Medic Animal Health Oy
PL/PB 27,

FI-13721 Parola

Sverige

N-vet AB

Uppsala Science Park
751 83 Uppsala
Sweden

+4618 57 24 30
info@n-vet.se
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e-mail: chemicals@stavrinides.com.cy
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OYAAO OAHI'IQN XPHXHX I'TA

Loxicom 1mg pacopeve diokia yio oKOAOLS
Loxicom 2,5 mg pac®peva o1okio Yo GKOAOLG

1. ONOMA KAT AIEYOYNXH TOY KATOXOY THX AAEIAY KYKAO®OPIAX KAI
THX KATOXOX THX AAEIAY ITAPAXKEYHXYIIEYOYNOZX I'TA THN
AIIEAEYGEPQXH ITAPTIAAX, EAN EINAI AIA®OPETIKOZX.

Kdatoyog e ddstog KukAopopiog
Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan

Ireland

[apaockevaoti Vrevhuvoc yia TV arelevdEpmwon TV TopTidwv:
Norbrook Manufacturing Limited

Rossmore Industrial Estate

Monaghan Town

Co. Monaghan

H18 W620

Ireland

Norbrook Laboratories Limited
105 Armagh Road,

Newry

Co. Down,

BT 35 6JP

United Kingdom

2 ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX
Loxicom 1mg pacopevo d1okio yioo GKOAOLS

Loxicom 2,5 mg pacopeve Siokio Yo GKOAOVG

meloxicam

3 YYNGEXH XE APAXTIKH OYXIA KAI AAAA LYXTATIKA

Kd&be pocopevo diokio mepiéyet:

Meloxicam 1 mg

Meloxicam 2,5mg

Avorytoh Kapé YpMUNTOC MOEDES AUPiKVPTO d1okio [E eyYapasn omd TNV UTPOGTIVI TAELPA Kot
eminedo amd v AAAn TAevpd. To diokio pmopel va ywpiotel o dvo ioa pod.

4. ENAEIZEIX
AvokoD@E1o1 TG PAEYLOVIG KOl TOL TOVOL G€ 0&elec Kat YpOVIEG LVOOKEAETIKES OLATAPUYES OE

oKVAO.

S. ANTENAEIZEIZX
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Na un gpnoyonoleitar o€ £€ykva 1 yaAovyovvta (oo, .

Na pn gpnoyonoteitor o€ (Mo pe YaoTpevIEpKég dtaTapayés Onwms epediopd Kot opoppayia,
UEIMUEVT NTTATIKY, KOPIIOKN 1 VEPPIKT AELTOVPYIO KOl AUOPPUYIKES OLOTAPAYES. .

Noa un gpnoyonoteitor 6€ okOAOLG NAKING HKPOTEPNS TV 6 ERdoUdd@V Kol Bapovg Arydtepo amd
4kg.

Na pn gpnooToLEiTAL GE TEPIMTMOELS LTEPELOLGONGING OTN SPAUCTIKY OVGiN 1| G€ KATO10 Omd TaL
gKdoya.

6 ANEINIIOYMHTEX ENEPI'EIEX

Tomikéc avemBounteg evépyeteg tov MEAD dnwg avopeéio, gLeTo, didppoLa, aLOpPayIKE KOTPAVO. ,
OmAOEL0 KOl VEQPPIKT AVETAPKELD EXOVV avOPePDEl TEPIOTAGIOKA. € TOAD CTAVIEC TEPUTTOCELG
(My6tepo amd 1 oto 10.000 vrd Bepaneio {da, CLUTEPIAAUPOVOUEVOD KOl LEHOVOUEVMY OVOPOPDV)
&xovv avapepbel arpoppayikn S14ppota, ULATEUEST), YOOTPEVTEPIKN eEEAKMOT KOl avENUEVA EMITEd L
NroTIKOV EVEOL®V.

AVTEG 01 avemBOUNTEC EVEPYELEC TAPATNPOVVTAL YEVIKA TNV TPOTN gfdopada ¢ Oepaneiog Kot 6TIg
TEPIOCOTEPEG MEPIMTMOGELG EIVOL TAPOOUKEG KO TOPEPYOVTOL LETE TOV TEPLATIGUO TNG Bepameiog oAl
0€ TOAD GTAVIEC TEPMTMOOELG UTOPEL Vol €lval coPapéc 1 Bavatneopec.

Edv mapotnpfoete omolodnmote avemiBount evEPYELn, OKOUO KOL 0V OEV OVOPEPETAL GTO
e0MKAeloTo POALO Odnyidv Xprong 1 AUEPAAETE Y10 TNV OTOTEAEGLOTIKOTITO, TOV PAPHUAKOL,
TAPUKAAEITOE VO EVILEPDOETE GYETIKDC TOV KTNVINTPO COG.

7 EIAOX ZQOY

Yk0A0L

8 AOXOAOITA I'TA TO KAGE EIAOX , OAOX (OI) KAI TPOIIOX XOPHI'HXHX

Apyikn ayoyn pe povadikn doom 0,2 mg peholwaung/kg o.p. v tpodtn nuépa. H Bepancio o
nwpénel va, cvveyiletar amaé nuepncing pe yopnynon amod to otopd ( pe 24®pa LEGOSOGTNUATO) LE
doon cvvtnpnong tov 0.1 mg perolwaunc/kg o.p. Evarloktikn Oepomeio pmopel va apyilet pe
EVEGIULO LIV TTOV TTEPLEYEL SmE peho&ikdng/ ml

Ka0e pocopevn tapmiéta mepiéyel 1 mg 1 2.5 mg pelo&kdung, to omoic ovIieTolyodv oTnv
KaOnuepvn 800N GuvTPNoNG Yo £va 6KLAL copatikov Bapovg 10 kg, 1 éva 6KLAL cOPOTIKOD
Bapovg 25 kg , avtictoya.

Kd&0e pocopevn tapmiéto propei va 6naoel otn pHéon yo Ty akpiPn xopniynon g 666ng GOUPOVA
1e 10 copatikod Bapog tov {dhov. Ot tapmiéteg umopodv va yopnynbovv pe 1 yopig Tpoen|, etvar
OPOUATIKEG KOl TO TEPIGSOTEPH, GKVALA Ta. AdpPavouy eBehovota.

Adon cvvtipnong:
Topotiko Bapog (kg) ApBudg pocouevov Ap1Ouoc poocopevemv mg/kg
dokiwv 1 mg dokiov 2.5 mg

4.0-7.0 2 0.13-0.1

7.1-10.0 1 0.14-0.1
10.1-15.0 1%, 0.15-0.1
15.1-20.0 2 0.13-0.1
20.1-25.0 1 0.12-0.1
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25.1-35.0 12 0.15-0.1

35.1-50.0 2 0.14-0.1

Mmropel va AneOet v’ oty T gVOEXOUEVO YPNOTG EVOLOPNLATOG LEAOEIKAUNG Y10 YOPTYNOT| OO TO
OTOUA, Y10 TO GKLALA, Y10 Uit OKPPBEGTEPT] YOPNYNON TNE SOOTG. ZVGTIVETOL T YPNOT EVOG
EVOLMPALOATOG Yol YOPTYNOT amd TO GTOUA, Y1 To oKVALY oL {uyilovv Aryotepo amd 4 kg.

KAk avtamokpion mapatnpeitor o 3-4 nuépec. H Bepaneia Oa mpénel va daxonet petd omd 10
nuépeg eav dev mapotnpndel kapio KAviky Beltioon.

9. OAHTIEXTI'TA TH XQXTH XOPHI'HZH

INo va eEaopoliotel 1) yopnynon g cmoTng d66MG To BApog Tov {Mov TPEmel va vmoAoyiletar pe
660 10 duvaTOV pEYaAhTEPT aKpifeta Yio vo amoeevyel vtodocoloyia 1) VITEPdOGOAOYIA.

10. XPONOX ANAMONHX

Asgv omarteital.

11. EIAIKEX ITIPO®YAAEEIX I'lA THN AITOOHKEYXH
Na puAdooetor og BEom mov dev PAETOLY KoL dev Tpoceyyilovv Ta Tald1d.

Noa unv anobnkevetar dvo tov 25°C.
Na amofnkeveTol 0TV TPOTOTLTT GVCKEVAGIO Y10 VO TPOCSTATEVETUL OO TO POC.

Augpkela {ong Tov roov dokiov : 24 dpeg.
Na pn gpnoomToLEiTAl AVTO TO KTNVINTPIKO QOPUOKEVTIKO TPOIOV LETA amd TNV nuepounvia AnENg
OV AVOLYPAPETOL GTO KOLTI kat To blister petd 1o AHEH.

12  EIAIKEZX ITPOEIAOIIOIHXEIX.

F1dwn TpoovAiaén yia tn yopnynon ota {oo:

Edv mapatnpnOodv avembounteg evépyeieg, M Oepameia Oa npénel va dtokdnteTon kot Oa Tpénet va,
{nreitar KTNVIATPIKT GUUPOVAN.

Amo@iyete T ypnon o€ Kde apLOATOUEVO, VTOYKALUKO 1) VTOTAGIKO (MO, AOY® TOV OTL VIAPYEL EV
duvapel 0 Kivouvog vepptkng to&ikdtnrag.

AT TO KTNVIATPIKO POPUAKEVTIKO TPOTOV Y10t GKOAOVG OV TPEMEL VAL YPNCULOTOLEITOL GE YATEG AOY®
TOL OTL dgV lval KATAAANAO Yo xprion o€ avTo 10 €idoc. ' TIg yateg, Oa mpémetl va ypnoLoTotleiTol
to Loxicom 0,5 mg/ml didAvpa yio yprion amd T0 GTOWN Y10, YOTEC.

ISwitepeg mpouAdéelc mov mpémel vo AopuBdvovtatl otd To ATOUO TOL YOPNYEL TO KTNVIOTPIKO
QOPUAKEVTIKO TPOo1oV og {das

Atopo pe yvootn vrepevaictncio o€ un otepoeldn aviipAeypovadn edppoka (MEAD) Bo tpémel va
OTTOPEVYOLV TNV EMAPT LE TO KINVIOTPIKO PUPLOKEVTIKO TPOIOV.

Y epinton Katdmoong and atvynue, (Ntnote apéos 1Tpikn cupPovAn kot dei&te To0 PUALO
odnyumdv N TNV eTKé€To GTOV Y1TPO.
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Xpnon Kotd Tnv KONoN Kot T YoAovyio

L. Hapdaypaeo "Avtevdei&els".

AMNAeTdOpacEIc ne AL QOPULOKEVTIKG TPOoidVTO Ko GAAEC LOPOEC aAANAETIOpOCC:

Alo MEAD, 5100pNTIKA, OVIUTNKTIKE, GUVOYAVKOGIOES, OVTIBLOTIKA Kol 0VGieg pe peydlo Padpd
oOVOESTG UE TIG TPOTEIVEG Umopel vo avtaywviovTal yio T cOVOEST Kol £TGL 001 YOVV G€ TOEIKA
amoteléopata. Avtd TO KTNVIOTPIKO QUPLOKEVTIKO TPoiov Ogv Bo Tpémet va xopryeiTal amd Kovoo
pe G MEZAD 1 YAVKOKOPTIKOGTEPOIO.

[Iponyovuevn aymyn e ovVIIPAEYLOVAOELG OVOiEG UTOPEl Vo EYEL G ATOTELECHO TPOGHETA 1
avénpéva avemfounta aroteléopata Kot pio tepiodog eAevBepn amd oy@yn e KOO0 KTNVIATPIKO
QOPUOKEVTIKO TPOiOV Ba Tpémet va Exel TnpNOel 1o Arydtepo Yo 24 dpeg mpv TNV Evapén g aymyng.
Kot v ehevbepn mepiodo amd aymyn, o mpénet va AneBody vadyn ot poPUOKOAOYIKES 1IOLOTNTEG
TOV TPOIOVIOV OV YPTGILOTOOTKAY TPOT)YOUUEVOG

Y7repdocoloyia (CUUTTAOUATO, LETPO. AVTILETOTIONG, AVTIO0TA):

2V mepintmon vrepdocoroyiag, Ba mpémel va EEKIVIIOETE GUUTTMOUATIKY Bepomeia

13. EIAIKEX IPO®YAAZEEIX I'TA THN AIIOPPIYH AXPHXIMOIIOIHTOY 'H
AXPHXTOY YAIKOY, EAN YIIAPXOYN

Ta edpuaxo dev TPETEL VO OTOPPITTOVTOL HECH TOV ADUATOV 1) TOV OIKIUKOV OTOPANTOV, GAAY
COLPOVA LLE TIG 1oY1VOVCEG EBVIKEG amaitnoels. Zuppfovievbeite Tov knviaTpd cag yio Tov TpOTO

AmOPPIYNG TOV YPNOLUOTOINBEVTOV Papprak®y. Ta HETpa 0VTA ATOCKOTOVY GTNV TPOGTAGIN TOV
nepParrovtog.

14. HMEPOMHNIA TEAEYTAIAYX EI'KPIZHY TOY ®YAAOY OAHI'TQN XPHXHX

Aemtopepeic TANPOPOPIES Yio TO €V AOYM KTNVINTPIKO PAPUOKEVTIKO Tpoiov dlatifevtal otov
dktvakd 1010 10V Evponaikon Opyaviepod @apudkmv http:/www.ema.europa.cu/
15. AAAEX ITAHPO®OPIEX

Koaptéheg dapaveic tov 10 diokinv avd Kaptéha o€ Koutid Tov mepiéyovy 10, 20, 100 1 500
TOUTAETEC.

Mmropel va unv givat otnv ayopd OAEG 0L GLCKEVAGIES.

Mo omoladnmote TANPOPOPio. GYETIKA LLE TO TAPOV KINVIATPIKO QAPUAKEVTIKO TPOTOV, TapaKareiche
va. omevhuvleite 6TOV TOTIKO AVTITPOGMITO TOV KATOYXOL TNG AOEWG KUKAOPOPING.

Belgié/Belgique/Belgien Latvija

Luxembourg/Luxemburg Magnum Veterinarija SIA
Nederland Ulbrokas 23, Riga, LV-1021, Latvija
Fendigo sa/nv Tel. +371 6716 0091

Avenue Herrmann Debrouxlaan 17 Fax. +371 6716 0095

BE 1160 BRUSSELS
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Tel : +32 2 734 46 90
Fax : +32 2 734 48 99

Peny6snuka bonarapus

Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan,

Ireland

Ceska republika

Samohyl group a.s.

Smetanova 1058 512 51 Lomnice Nad Popelkou
CZECH REP.

Tel: +420 481 65 31

Danmark

ScanVet Animal Health A/S

Kongevejen 66

3480 Fredensborg

Danmark

Deutschland

Elanco GmbH
Heinz-Lohmann-Stral3e 4
27472 Cuxhaven
Deutschland

Eesti

AS Magnum Veterinaaria
Vae 16

76 401 Laagri

Harjumaa

Eesti

Tel +372 650 1920

Fax +372 650 1996

E)\LGoa

XEAAADAPM AE

Lo yAp. A. Monaviag — Mopkomovrov,
T® 100, 19002, ITawovia

TnA.: +30 2106800900

E-mail: info@hellafarm.gr

Espaiia

Laboratorios Karizoo

Pol. Ind. La Borda, Mas Pujades 11-12
08140 Caldes de Montbui

Barcelona (Espafa)

Lietuva

Magnum Veterinarija, UAB
Martinavos g. 8, Martinavos k.,
LT-54463 Kauno r., Lictuva
Tel. +370 688 96944
info@magnumvet.lt

Magyarorszag

Alpha-Vet Allatgyogyaszati Kft.
H-8000 Székesfehérvar, Homoksor 7
Tel: 22/534-500

Malta

Borg Cardona & Co. Ltd.
‘Eltex’ Dr. Zammit Street
Balzan BZN 1434- MALTA
Tel +356 21442698

Fax +356 21493082

Email sales@borg-cardona.com

Norge
Interfarm AS
Dolasetta 5,
3408 Tranby

Norway
Tel +47 6758 1130
Mob +47 9057 0005

e-mail: post@interfarm.no

Osterreich
PRO ZOON Pharma GmbH
A-4600 Wels

Polska

ScanVet Poland Sp. z o.0.
Skiereszewo, ul. Kiszkowska 9
62-200 Gniezno

Tel. 61 426 49 20

Portugal

PRODIVET-ZN S.A

Av. Infante D. Henrique, 333-H-3° Piso, Esc.41
1800-282 LISBOA

PORTUGAL
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France

ALIVIRA FRANCE S.A.S.
14 Rue Scandicci

Tour Essor

93500 PANTIN

France

Tél. 01 574223 03

Hrvatska

Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan,

Ireland.

Ireland

Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan,

Ireland.

island

Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan,

Ireland.

Italia

Vétoquinol Italia S.r.1.

Via Piana, 265

47032 Bertinoro (FC)

Kvnpog

Amoxelotikoc Awovopéag Kdnpov: Xmdpog

Zravpwviong Képikaig Atd

Aewo. Zracivov 28, 1060 Asvkwcio, Kdmpog

Tnh: 22 447464 / ®o&: 22 756902
e-mail: chemicals@stavrinides.com.cy

Tel. (00351) 21 8511493

Roménia

S.C. MARAVET S.R.L.

Str. Maravet nr.1, Baia Mare
430016, Romania

Tel/Fax: +40 262 211 964
e-mail: info@maravet.com
www.maravet.com

Slovenija

GENERA SI d.o.o.
Parmova Ulica 53

1000 Ljubljana, Slovenija
Telefon: +386 1 4364466
Telefaks: +386 1 4364468
e-mail: info@generasi.si

Slovenska republika
PHARMACOPOLA s.r.0.
Svétokrizske nam. 11

SK — 965 01 Ziar nad Hronom
Tel. +421 45 6781 400
www.pharmacopola.sk

Suomi/Finland

Vet Medic Animal Health Oy
PL/PB 27,

FI-13721 Parola

Sverige

N-vet AB

Uppsala Science Park
751 83 Uppsala
Sweden

+4618 57 24 30
info@n-vet.se

United Kingdom

Norbrook Laboratories (GB) Ltd
1 Saxon Way East

Oakley Hay Industrial Estate
Corby

Northamptonshire

NN18 9EX

United Kingdom
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OYAAO OAHI'TQN XPHXHX

Loxicom 50mg/g ctopatikn taota yio GAoya.

1. ONOMA KAI AIEYGYNXH TOY KATOXOY THX AAEIAY KYKAO®OPIAX KAI
TOY KATOXOY THX AAEIAX TAPAXKEYHX I1IOY EINAI YIIEY®OYNOX I'TA THN
AIIOAEXMEYZXH ITAPTIAQN XTON EOX, E©OOXON EINAI AIA®OPETIKOI

Kdatoyog g ddsiog KukAopopiag
Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan

Ireland

[Moapookevaot vTedHVVOC Yo TNV ATEAEVOEPMOTN TV TAPTIOWV:
Norbrook Manufacturing Limited

Rossmore Industrial Estate

Monaghan Town

Co. Monaghan

H18 W620

Ireland

Norbrook Laboratories Limited

105 Armagh Road

Newry

Co. Down, BT35 6PU

United Kingdom

2. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX
Loxicom 50mg/g otopatikn Tacta Yo Aoy,

Muero&ikaun

3. YYNGEXH XE APAXTIKH OYXIA KAI AAAA YYXTATIKA

"Eva ypappdaplo mepiéyet:

ApPUGTIKO GVOTUTIKO:
Mero&kdn 50 mg

"Exooya:
Benzyl Alcohol 10 mg

Avoryt KiTptvn GTOUATIKY TAGTO
4. ENAEIZEH(EIYX)

Kotoampdoven g eAEYHOVIS Kal 0vaKODPLGT] TOV TOVOL, T0G0 o€ 0&eieg OG0 KOl GE YPOVIES
LVOCKEAETIKEG SLOTAPALYES GE AAOYO.
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S. ANTENAEIZEIZX

Noa pun xpnoiponoleitol 6g £YKLEG 1) 6€ KOTAGTAON YoAOVYing GopPades.

No un xpnotponolgitol o GAoyo T0 0moio TAGYOVY amd YUGTPEVTEPIKEG dlaTapayés OnmC, epedionde
KoL OlHopporyic, HELOUEVT] NTOTIKY], KOPSIOKT 1] VEQPIKT AELITOVPYIO KOl GLOPPAYIKEG SLUTOPOYES.
Na pn gpnoyonoteitol o€ mepint®on vrepevacOnoiog 61N dPACTIKN OVGIN 1| 68 KATOL0 armd Ta
éxdoya.

No un ypnoylonoteital 6€ GAoyo nAkiog pkpotepng v 6 BOoUAdmV.

6. ANEINIOYMHTEXZ ENEPI'EIEX

e KMVIKEG SOKIUES, TapaTPHONKOY LEUOVOUEVE TEPIGTATIKA TUTIKAV AVETIHOUNTOV EVEPYELDV TOV
MXEA® (ghapd kvidmon, didppora). Ta copuntdpata avutd, NTav avactpéyipe. Zuvibog, peioon
NG CLYKEVTPOONG Aevkwpotivng (aABovpivig) oto aipa Oa couPel katd 1 didpkela TG TePLdSov
Oepoameiog (LéExpt 14 nuépeg).

e ToAD ondvieg mepmtdcelg (AMydtepo and 1 ota 10.000 vrd Bepancio Cma, cupnepriapfovouévon
KOl LELOVOUEVOV avapopmdVv) Exouv avaeepbel andieio g opeéng, ANBapyoc, KotAlakd dAyog Kot
KOA{TIO0.

Yg TOAD OTAVIEG TEPIMTMOGELG, LWTOPEL VOl EMGVUPOVY OVOPUAOKTIKES AVTIOPAGELS, 01 OTOlEg EVOEXETAL
va givar coPapég (evoeyopévacg kat Bavatneodpeg) Kot Bo Tpénet vo avTIeTOTILOVTOL GUUTTMUOTIKA.
Edv doamiotmBovv avembounteg evépyeteg, Oa mpémel va drokodmtetar 1 Ogpomeio kot va {nrteital n
GLUPOVAY KTNVIATPOVL.

GV TOPOINPTOETE OTOLOONTOTE AVETIOOUNTN EVEPYELD, KOO KOL OV OEV OVOPEPETOL GTO ECMKAEIGTO
®VvAho Odnyuwv Xpnone 1 aUEBAAETE Y10 TNV OTOTEAEGILATIKOTITO TOV QAPLLAKOV, TopaKoAeicOe va
EVNULEPDGETE GYETIKMG TOV KTNVIATPO GOC.

7. EIAH ZQQN

Aloya

8. AOZXZOAOTITATITA KAGE EIAOX , TPOITIOX KAI OAOXZ(OI) XOPHI'HXHX
Xopnyeiote 0,6 mg/kg copatikod Bdpovg, epdmos nuepnoing yia mg 14 nuépeg.

Noa yopnyeitan amgvdeiog 610 GTOUN TAV® 0o TO TOW UEPOG TG YADCGCOG KPATMOVTAS TO KEPAAL TOV
DOV avaoTIKOUEVO PEXPL TNV KOTATOGT).

Mua vodiaipeon tng oOpiyyog pe mhota mpénet va yopnyeital ava 50 kg copoticod Bapovg. H
ovpLyyQ EXEL EVO EVEOUATOUEVO TPOGapUOYEN Kot Exel i kg/cmpaticon Bapovg dapfaduion. Kabe
ovpryya mapéyel 420 mg peho&ikaung, o onoio enapkel yio ) Bepaneio 700 kg copatikod Bapovg.

9. OAHTI'IEX I'TA TH XQXTH XOPHI'HXH

No amoeehyete TV empdAvven Katd T xpnon.

10. XPONOX ANAMONHZX

Kpéog kot edddyot 1otoi : 3 nuépeg
Agv gmutpénetal n yopnynon o€ {da ta omoio Tapdyovv YA Yo avOpOTIVY KOTAVAA®OOT).

11. EIAIKEX YXYNOHKEX AIATHPHXHX
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Na evidooetal o€ 0éon, TV onoia dev PAETOVY Kot dgv Tpooeyyilovy Ta Taldd.

dvldooete og Beppokpacion pkpodtepn tov 30°C

Noa un gpnoytonoteiton HeETd amd TNV nuUepounvia ARENGS TOv avoypaPETAL GTO KOVTL KoL TN GUPLYYO.
Augpxela {ong petd to TpdTo dvorypa Tov TEPEKTN: 28 NUEPES

12. EIAIKH(EZ) IPOEIAOMOIHZH(ELY)

IIpo@urdEelc kotd T ypnon o oo

No amopedyetal 1 xpNon o€ OA To APLOATOUEVL, VITOYKALUKE, 1| VTOTACIKE (Do, S10TL VITAPYEL
evoEXOLEVOG KIVOUVOC TOEIKMONG TV VEPPOV.

Mnyv vrepPaivete T cuvietouevn docoloyia 1| T ddpkela Oepameiog AoOyw TG TOAvOTNTOG
cofapmv avemBOUNTOV EVEPYELDV.

Idwitepec Tpo@LAGEELC TOL TPémel vo. Aapavovial ard To GTOLO TOL YOPNYEL TO KINVIOTPKO
QaPUOKEVTIKO TPOoidV ot (Mo

Atoua [e dmIeTONEVN VIEpevalctncio o Mn Z1epoeldn] Aviipieypovadn Papuoka (MEAD),
TPEMEL VAL ATOPEVYOLV TNV EMOPT LLE TO KTNVIATPIKO QOPLUUKEVTIKO TPOTOV.

No amopehyetal 1 e TOL dEPUOTOG KOl TOV HOTIOV UE TO Ttpoiov. Edv to mpoidv épbet Tuyaia ot
ETOPT LLE TO OEPLLA T} TO LATLO, EETAVVETE OUECWHG TO oNEl0 EmAPNS LE VePD. Xe TEPINTMOT TOL
TOPOVGLOTEL EpEDIGOG KOt EUpEVEL, avalnTNOTE 1OTPIKT GUUBOVAN

Y mepintoon Tuyaiog KoTamToong, vo avalnToeTe apécmg 1Tpikt cLUPOVAN Kal dgi&te TO PUANO
00N YLDV 1 TNV ETIKETO GTOV Y1ATPO.

Xpnon Kotd TNV KLoN KoL T YoAoVYio

No pn ypnoponoteitol o £YKLEG 1| 0€ KOTAGTOOT YoAovyiog popPades.

AMNAETOPAGELC UE AALD QOPUOKEVTIKA TTPOTOVTA KOl QAAEC LOPOEC OAANAETIOpOONC:

No unv yopnyeitot TonTo)povo Le YAVKOKOPTIKOGTEPOELDT|, GALO UN-GTEPOELOT OVTIPAEYLLOVOIN
QAPLLOKO 1] LLE OVTITNKTIKOVG TOPAYOVTEG.

Yrepdosoroyio (GuUTT@OUOTO, LETPO AVTIUETOTICTC, AVTIO0Ta):

O axdAovBeg KMvikég evdei&elg (Lepikég amd Tig omoieg evogyeTot va ivat coPapéc) Exovv avapepbei
0€ KMVIKEG LEAETEG, LETE TN YOPNYNON TOV TPOIGVTOG GE VITEPSOCOAOYIN: Papld GUUTEPLPOPA,
dudppota, oidnua, eEEAK®GN TOL GTOUATIKOD PAEVVOYOVOL Kot / 1 GKOVPOL YPMUATOC 0VPAL.

Y mepintoon vepdocoroyiog, Oa mpénet va EeKIVi|oETE CUUTTONOTIKY Oegpameia.

13. EIAIKEX IPO®YAAZEEIX AITIOPPIYHXE ENOX XPHXIMOIIOIHOENTOX
KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX 'H AAAQN YAIKQN IIOY
IMMPOEPXONTAI AIIO TH XPHEH TOY ITPOIONTOX

Ta edppaxo dev TPEMEL v OTOPPITTOVTOL HECH TOV ADUATOV 1) TOV OIKLUK®OV OTOBANTOV.

Yvppovievdeite Tov KTNVIOTPO GOG Yo TOV TPOTO OTOPPIYNG TV XPNOILOTOMBEVTOV Qoprdkmy. Ta
UETPOL VTO ITOGKOTOVV GTNV TTPOGTAGI0 TOL TEPPUALOVTOC.

14. HMEPOMHNIA THX TEAEYTAIAX EI'KPIXHX TOY ®YAAOY OAHI'IQN
XPHXEQX
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Aemtopepeic TANpoPopieg Yo To gV AOY® KTNVIOTPIKO PAPUOKEVLTIKO TTpoiov dtatifevtal otov
dktvakd 1010 10V Evponaikod Opyaviepold @apudkev (EMA) http://www.ema.europa.eu/.

15. AAAEX TIAHPO®OPIEX

ATOKAEIOTIKG Y10, KTNVIOTPIKN (P1OT) - VO dtoTifeTon HOVOV e KTNVIOTPIKT GUVTOYT.

H otopatikn mdota drotifetar 6ta akdlovba peyédn cvuokevaciog:

- 1 Xaptvo kutio mov mepiéyet 1 cvpryya
- 1 Xéaptvo kutio mov mepiéyet 7 ovpryyeg
- 1 Xaptivo kutio mov mepiéyet 14 cupryyec

Mmopei va pnv KukAo@opovV OAEG Ol CUGKEVOGIEG.

Mo omoladnmote TANPOPOPio. GYETIKA [LE TO TAPOV KTNVIATPIKO QAPUAKEVTIKO TPOTOV, Tapakareiche

va amevhuvheite GTOV TOTTIKO AVTITPOGMITO TOV KATOYOL TNG AOELG KUKAOPOPING.

Belgié/Belgique/Belgien
Luxembourg/Luxemburg
Nederland

Fendigo sa/nv

Avenue Herrmann Debrouxlaan 17
BE 1160 BRUSSELS

Tel : +32 2734 46 90

Fax : +32 2 734 48 99

Peny6snuka bonarapus

Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan,

Ireland

Ceska republika

Samohyl group a.s.

Smetanova 1058 512 51 Lomnice Nad Popelkou
CZECH REP.

Tel: +420 481 65 31

Danmark

Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan

Ireland

Deutschland

Elanco GmbH
Heinz-Lohmann-Stral3e 4
27472 Cuxhaven

Latvija

Magnum Veterinarija SIA

Ulbrokas 23, Riga, LV-1021, Latvija
Tel. +371 6716 0091

Fax. +371 6716 0095

Lietuva

Magnum Veterinarija, UAB
Martinavos g. 8, Martinavos k.,
LT-54463 Kauno r., Lictuva
Tel. +370 688 96944
info@magnumvet.lt

Magyarorszag

Alpha-Vet Allatgyogyészati Kft.
H-8000 Székesfehérvar, Homoksor 7
Tel: 22/534-500

Malta

Borg Cardona & Co. Ltd.
‘Eltex’ Dr. Zammit Street
Balzan BZN 1434- MALTA
Tel +356 21442698

Fax +356 21493082

Email sales@borg-cardona.com

Norge

Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan
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Deutschland

Eesti

AS Magnum Veterinaaria
Vae 16

76 401 Laagri

Harjumaa

Eesti

Tel +372 650 1920

Fax +372 650 1996

E)\LGda

XEAAADAPM AE

Lo yAp. A. MMowaviog — Mapkorodrov,
TO 100, 19002, ITowovia

TnA.: +30 2106800900

E-mail: info@hellafarm.gr

Espaiia

Laboratorios Karizoo

Pol. Ind. La Borda, Mas Pujades 11-12
08140 Caldes de Montbui

Barcelona (Espafa)

France

ALIVIRA FRANCE S.A.S.
14 Rue Scandicci

Tour Essor

93500 PANTIN

France

Tél. 01 574223 03

Hrvatska

Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan,

Ireland.

Ireland

Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan,

Ireland.

island

Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan,

Ireland.

Italia

Ireland

Osterreich
PRO ZOON Pharma GmbH
A-4600 Wels

Polska

ScanVet Poland Sp. z o.0.
Skiereszewo, ul. Kiszkowska 9
62-200 Gniezno

Tel. 61 426 49 20

Portugal

PRODIVET-ZN S.A

Av. Infante D. Henrique, 333-H-3° Piso, Esc.41
1800-282 LISBOA

PORTUGAL

Tel. (00351) 21 8511493

Roméinia

S.C. MARAVET S.R.L.

Str. Maravet nr.1, Baia Mare
430016, Romania

Tel/Fax: +40 262 211 964
e-mail: info@maravet.com
www.maravet.com

Slovenija

GENERA SI d.o.o.
Parmova Ulica 53

1000 Ljubljana, Slovenija
Telefon: +386 1 4364466
Telefaks: +386 1 4364468
e-mail: info@generasi.si

Slovenska republika
PHARMACOPOLA s.r.o.
Svatokrizske nam. 11

SK — 965 01 Ziar nad Hronom
Tel. +421 45 6781 400
www.pharmacopola.sk

Suomi/Finland

Orion Oyj ORION PHARMA
ELAINLAAKKEET,

PL 425,

FI-20101 Turku

Sverige
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F.M. ITALIA Group s.r.lL.
Zona Industriale Isola, 31
05031 Arrone (TR) — Italia

Kvnpog

Amoxdeiotikoc Avopéag Kompov: Xndpog
Zravpviong Képkaig Atd

Aewo. Ztacivov 28, 1060 Asvkwoio, Kdmpog
TnA: 22 447464 / ©a&: 22 756902

e-mail: chemicals@stavrinides.com.cy

Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan

Ireland

United Kingdom

Norbrook Laboratories (GB) Limited
1 Saxon Way East,

Oakely Hay Industrial Estate,

Corby,

NNI18 9EX

United Kingdom
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	Loxicom 0,5 mg/ml πόσιμο εναιώρημα για σκύλους
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