ITAPAPTHMA |

NEPIAHYH XAPAKTHPIZTIKQN TOY ITPOIONTOX



1.  ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Loxicom 0,5 mg/ml ndéoo evaidpnpa yio 6KOAOVG

2. MNOXOTIKH KAI NOIOTIKH XYNGEXH
Kabe ml nepiéyet:

Apactiki Ovoia:

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

BA. tov mAnpn Kotdhoyo ekd0@V 6T0 KEPAAALO 6.1,

3. DOAPMAKOTEXNIKH MOP®H

[Técyo evarmpnpo

Avoyto KITpIVO EVOLMPTLLCL.

4. KAINIKA XTOIXEIA

4.1. Eiom {oov

2KvAot

4.2 OgpamevTikég evoeitelg mpoodlopilovrag Ta gion {Omv

AvoKoOOIoT TNG PAEYLOVIG KOl TOL TOVOL Gg 0&gleg KOl YPOVIEG LVOCKEAETIKEG SLOTAPUYEG GTOVG
oKOAOVG

4.3 Avtevositeg

Noa un ypnoonoteital o€ €ykva, 1 yailovyovvto (o .

Na pn yp1oloToleitan 6 GKOAOVG LE YOOTPEVIEPIKES SLUTOPAYES OTWG £PEOIGHOG KOl apLoppayia,
UELMUEVT] NTATIKT, KOPOL0KT 1 VEPPIKT AELTOVPYIO KOL OLUOPPOUYIKES OLUTAPAYEG..

Na un ¥p1CILOTOLEITAL GE TEPIMTMGELS VIEPELOICONGING TN dPAUCTIKY 0LGiN 1) GE KATO0 OTto TO,
éicdoyaL.

Na pn gpnowonoteitan o€ {da nAkiog prkpotepns Tv 6 fdopdadmv.

4.4  Eidwkég mpoetdomon)oels 1o kade gidog {dov

Kapia.

45 Ewwkég Tpouracelg yia ) (pron

Ewwéc tpogurdéeic yio tn yphon oto {oo.

Edv mapatnpnBovv avemBounteg evépyeieg, n Oepaneio o mpémet va dakomteton Ko Bo mpémel va
TOIPVETE KTNVINTPIKT CUUPOVAY.

Amoiyete TN (pNon o€ Kabe apudaTOUEVO, VTOYKAUIKO 1) VTTOTOOIKO (D0, AdY® TOL OTL LIAPYEL EV
duvapel 0 Kivouvog veQPIKNG TOEIKOTNTAS.



Av16 10 TPOIdV Y100 GKOAOVG JEV TPETEL VOL YPNGUYLOTOIEITUL GE YATEG AOY® TOV SLOPOPETIKAOV
oLOKEVMV doGoAOYiaG. XTI YaTEG, To Loxicom 0,5 mg / ml wdéoio evaidpno yio YATeg Tpénet va,
XPNOOTOLETAL.

Ewdwéc tpopuAdéeic mov mpémnetl va Aaufdvovtor amd 1o GToUo Tov YOPNYEL TO QUPUOKELTIKO TPoidV

ota {oa

ATopa LE YVOOTY VIEPELOIGONGIO GE UM OTEPOELDT OvTIPAEYHOVAOIT pappako (NSAIDS) Oa npémel
VO, AITOPEVLYOLV TV EMOEN LE TO KTNVIATPIKO QOPLUKEVLTIKO TPOTOV.

Ye mepintmon KaTdmoong amd aToyNua, (NToTe apécmS TPtk GLUPOVAN Kot dei&te To PUALO
ooMyudV N TNV ETIKETO GTOV Y1TPO.

AvT6 10 TTPOidV UTopEl va Tpokarécel epediond oo PATIO. XE TEPIMTMOOT EXUPNG LE TO, LATLOL,
Eemldvete aUECMG KOAA LE VEPO.

4.6 AvemOOunteg evépysieg ( 6vYvOTNTA KOt GofapoTnTa)

Tonicég avemBounteg evépyeteg v NSAIDS 6mtmg 1 avopeéia, o epetdc, n 01dppota, KOTPOva. [E
aipo, amafeia Kol veepikn avemdpkela £Yovv avapepel TeEPIoTAGIOKA. X TOAD CTAVIEG TEPUTTMGELS
&xovv ovapepOei arpoppayikn d1appota, OIUATEUEST), YOOTPEVTEPIKN e&EAKMOT KoL avéEnpéva emineda
nroTIK®V vOOH®V.

AvTég o1 avemBounteg evEPYELES TAPATPOVVTAL YEVIKA TNV TPMOTN efdopdada e Bepameiog kol oTig
TEPIOCOTEPES MEPUTTMGELG ELVOL TAPOSIKESG KO TOPEPYOVTAL LETE TOV TEPUATIGUO TNG Bepoameiog AL
0€ TOAD OTAVIEG TEPIMTMGELS Umopel va, eivat coPapég 1 Bovatneopec.

g mepInToT EPEAVIOTG avemBOUNTOV evepyeEL®V, 1) Bepameia mpémet va SakdmTeTO Ko va {nteitan
1N GVUPOVAT KTVIATPOL.

H cvyvomta tov avemBountov evepyeidv kabopiletor mg akorovbwng:

- ToAY cuyvn (meprocodtepo amd 1 ota 10 {da Tapovctdlovy avemBOuUNTeG EVEPYEIEG KOTA TN
dudpkela g Bepameiog)

- ovyvn (Teplocotepo amd 1 aidd Atydtepo amd 10 {da ota 100 vrd Bepomeio (da)

- un cvvnBopévn (tepiocotepo and 1 aAid Aydtepo and 10 {da ota 1000 vd Bepaneio {hor)
- ondvia (meplocotepo and 1 adid Atydtepo amd 10 {da ota 10.000 vrd Bepaneio {dor)

- oAb omavio (Arydtepo amd 1 ota 10.000 vd Oepoameio (oa)

4.7 Xpnon Katd TNV Kinon, yerlovyic 1 @otokia.

H acpdlelo tov ktnviaTpikoh QopUOKEVTIKOD TPOTOVTOG OeV EXEL AmOdELYTEL KATA TN SLOPKELD TNG
KOmong ko yarovyiog ( deite tnv mapdypoeo 4.3).

4.8 Allniemopdoers pe GAio QUPRUKEVTIKA TPOIOVTA KO AALES pOPPES aAANAemidpaong

Al NSAIDs, dtovpntikd, ovTITNKTIKG, GUIVOYAVKOGIOES, avTIPLOTIKG Kl ovaiec ue peydio Padbud
oLVOEGTC UE TIG TPOTEIVEG Lmopel va avtaywvilovTol yio T cOvOEsT) Kol £TG1 001YOVV 6€ TOEIKA
anoteléopata. To Loxicom dev Oo mpémet va yopnyeitat and kowvov pe dGAia NSAIDS 1
YAVKOKOPTIKOGTEPOION.

[Ipo- Bepameio pe GALO aVTIPAEYHOVMOELS OVGIEG UTOPEL Vo £xovv amoTéAeopa Tpocheta 1 avénuéva
avemBounta omoTeEAECUATO Kol SOUQ®VO pE pio ehevbepn mepiodo amd Oepameia pe KAmolo
KTNVIOTPIKO QOPUAKEVTIKO TPolov Oa pémetl va £xel tnpnOei 1o Arydtepo yia 24 dpeg mpy v Evapén
g Oepamneiag. Tnv ehevbepn mepiodo amd Bepamneia, Oa Tpémel va AneOHoVLV VITOWYT 01 PAPUAKOALOYLKEG
WOOTNTES TOV TPOIOVIMV TOL YPNCLOTOMONKAY TPOTYOLUEVAG .

4.9 Aocoloyio kol TPOTOS YOoPYNONS



Xpnomn amd 10 GTOUA.

Apyn Bepameio pe amdy 6601 tov 0,2 mg ueloikdung/kg o.p. (4 ml/10 kg 6.B.) v mpdtn nuépo.
H Bepaneio Ba mpénet va cuveyiletar pio popd v nuépa pe xopnynon amd 1o otopa ( pe 24wpa
HEGOdOoTAOTO) pE 00on cuvtipnons v 0,1 mg pelo&icapng/kg o.p. (2 ml/10 kg o.B.).

[Mo peyakvtepng didpketag Bepaneio, apod mapatnpndel Khvikn avtamdxkpion ( LeETd > 4 nuépes ), M
000 Oa pémetl va mpocappoletal 6t YoUNAOTEPT] OTOUIKA ATOTEAEGUATIKY 0OGT) GKENTOUEVOL OTL O
Babpog Tov THVoL Kot TNS PAEYHOVIG OV GYETILETOL [UE TIC YPOVIEG LVOCKEAETIKES dLoTapayEC Umopet
Vo TOIKIAOLY LE TNV TTAP0odo TOL YPOVOU.

Ewdwn| ppovtida mpénet va mapBet yia v akpifeta g d6omg.

To evarmpnua propet va, 500l xpnoIponotdvTag pia amod Tig Vo cOPLYYES TOV Tpoundedovtal e T
ovokevaoio. Ot ovptyyeg taptdfovy otn ELaAN Kot £xovv pio Kiipaka og kg o.p. n omoia,
avtomokpivetat otn d6om cvvtipnong (0,1 mg pelo&icapng/kg o.p.). Etot yia v npdn nuépa, o
amotteitan dVo Popéc Tov Oyko cuvtipnong. Evaiiaktikn Bepameio umopet va apyicer pe Loxicom
5 mg/ml evéopo didopa.

KMvikn avtamokpion mapatnpeitol oe 3-4 nuépec. H Oepaneia 0o npénet va drokonei petd omd 10
NUéEPEC T0 apyoTEPO €AV Kapio KAVIKN Peltioon dev mopotnpnOei.

Yoppoviic oyeTIKA pE TN GOGTI YOPNYNON

Noa yopnyeiton pe tpoen N angvbeiog 6T0 GTOUA.

AVOKIVAGTE KOAQ TPV T1) XPNOT).

Amo@OyeTE LOAVVGN KOTA TN SLAPKELD TNG YPTONG.

4.10 Ymepdooolroyia ( GOUTTONATO, EMELYOVOES HLUOIKAGIES, AVTIOOTA), EAV Elvan avayKaio
Ymv nepintoon vrepdocoroyiag, Oa mpémel va apyilel copuntopatikng epameia.

411 Xpovog Avapovig

Agv omarteitan.

5. OAPMAKOAOI'IKEX IAIOTHTEX

DdoppokobepamenTiky] ouadn: AVIIPAEYLOVOON KL AVTIPEVUUTIKY TPOIOVTA, [T GTEPOEION

(o&ucdipec).
ATCvet code: QMO01AC06

51 ®@appokodvvopikéc [ow6TNTES

H pero&ucdpn etvar éva pn otepoeldég avTIQAEYHOVAOIEG PAPHOKO TNG TAENG T®V 0EIKAUMY TO 0010
dpa pe avaoToAn TG ohvOeong TN TPOSTAYANSIVIG AOKMVTS AVTIPAEYIOVMON, CVOAYNTIKY, OVTL-
€ELOPOUOTIKY KOl OVTITVPETIKT ENiOpaoT. Meudvel Tnv d1dnon Tov AEVKOKVTTAP®Y GTOV 16TO UE TN
QAeYHOVY]. Zg évav eAdy1oTo Pabud avacTEALEL EMIONG TNV TPOKAAOVUEVT OTO KOALOYOVO
ovoodpevon OpopforvtTapmv. Meléteg in Vitro kot in ViVo amodeikviouy 0Tt 1 peho&ikdun
avaotéAdel Ty Kuokhoo&uyevvaon-2 (COX-2) oe éva peyaAvtepo Paduod amd tnv kukioo&vyevvaon-1
(COX-1)

52 ®appoxoxivnTikég Io10TNTES

Amnoppdonon



H oamoppo@drtol TApm¢ LETA TN YOPNYNON OO TO GTOUM KOl 1) LEYLOTH GUYKEVIPWOGCT GTO TAAGLLOL
mopatnpeital petd amd mepimov 4,5 dpeg. Otov 10 TPoidv YpMNCILOTOLEITOL COUPOVA LIE T
GULVIGTAOUEVN SOGOLOYIKT ay®YN, 0TAOEPEG CLUYKEVTPMGELG TNG GTO TAAGLO QTAVOLV TN deVTEPT
nuépa g Bepamneiog.

Kotavoun

Yrdpyet pio ypoppuks oxEon LETAED TG XOpNYoOUEVNS SO0TG KOl TG CLYKEVTIPMGNG GTO TAAGLA
oV mapaTNpEitan 6To Optlo Bepanevtikig ddone. Ilepimov 97 % g perolikdunc cuvoéeTat Le Tig
npwteiveg Tov TAdopatog. O dykog katavoung ivar 0,3 1/kg.

MetofoMopog

H pero&ikdun emkpatéotepo BpiokeTol 610 TAACUA KoL ETIONG CNUAVTIKN OTEKKPIOT UE TN YOAN] EVAD
avTIBETOG TO 0VPO TTEPLEYEL LOVO Tyvn amd TV apykn Evaoon. H pedo&kdun petaforileton og pio
aAKOOAN, £va mapdywyo 0&D Kol og S1dpopovg moAKoVS petaforiteg. Olot ot onpavticol
petaforiteg paiverol va etvat avevepyol QapULaKOAOYIKAL.

Amofon
H pero&uchpn €xet xpovo nuicetag Lomg 24 mpeg. [epimov 75 % g xopnyovpevns d6ong
OTOPAAAETAL LECH TV KOTPAV®V KoL T DTTOAOITN LEG® TOL 0VPOV.

6. ®APMAKEYTIKA XTOIXEIA
6.1 Aicta ekooyoVv

Sodium benzoate

Glycerol

Povidone K30

Xanthan gum

Disodium phosphate dihydrate

Sodium dihydrogen phosphate dihydrate
Citric acid anhydrous

Simethicone emulsion

Purified water

6.2 Kopieg aocvppototnteg

AOY® amovoing PeEAeTdV cLUPATHTNTASG, AVTO TO KTNVIOTPIKO QOPUOKEVTIKO TPOidV Ba Tpémet va, unv
OVOULYVOETOL UE GAAL KTNVIATPIKG QUPIOKEVTIKA TPOIOVTO.

6.3 Awdpkero Long

Atdprero {mng TOL KTIVINTPIKOD POPUAKEVTIKOD TPoidvTog O cuokevdleTal Tpog mdinon: 18
ZTI](;/;?(SIO. Cong petd 10 TpAdTO dvoryua TG AUESTS CLOKELAGING : 6 UNVES

6.4 Ewkég mpo@uiaiers yio v amwodikevon

AT TO KTNVIATPIKO POPUAKEVTIKO TPOTOV dev amaltel kapio €101k cuvOKn EOAAENG.

6.5 ®@von Ko GVOTUTIKA TG GUEGNS GVOKEVUGLUG.

To kviaTpIKd EaPUAKELTIKO TPOTOV Tapovotldletal og Tepe@HaAIK0D TOAVAIOLAEVIOV PLOmTEG

eroreg tov 15 ml kou 30 ml pe HDPE/LDPE kandkia yio avtiotaon ota moudid. Avo moAvebulevikés/
TOATPOTAEVIKEG GUPLYYES Yo péTpnon, pio tov 1Ml ko pio twv 5 ml, mpounbedovrar pe kabe Prain

5



v va €xete TNV axpiPr] 06on og LuKpovg Kat peydlovg okbiovg. Kdabe cOpryya sivor Pabporoynuévn
og couatikd Bapn, n cvpryyo tov 1 ml givar fabporoynuévn amo 0,25 kg - 5,0 kg ko n sopryya 5 ml
and 1 kg - 25 kg.

Mmnopet va unv givat otnv ayopd OAES 01 GLCKELUGIES

6.6 Edkég mpo@uhaters Yo TV amoéppLyn Tov ayp1GILHLOTOINTOV KTVIUTPIKOD
QPUPROKEVTIKOD TTPOIOVTOG 1] GALOV VAKOV TTOV TPOEPYOVTAL AT T1) YP1]C1] TOVL TPOIGVTOG

Kd&0e aypnoyonointo Ktnvidtpikd QopuUaKeLTIKO TPOTOV 1| GAAN VAIKE TOV TPoépyovTal omd T
YPNOM TOL TPOIOVTOG Bl TPETEL VO ATTOPPITTOVTOL COUP®VA LE TNV 1o}bovco Bvikn vopobeaio
7. KATOXOX THX AAEIAY. KYKAO®OPIAX

Norbrook Laboratories (Ireland) Limited

Rossmore Industrial Estate

Monaghan

Ireland

8. APIOMOZX THX AAEIAY KYKAO®OPIAX

EU/2/08/090/001

EU/2/08/090/002

9. HMEPOMHNIA IMNPQTHYE EI'KPIZHX/ANANEQYXHY. THX AAEIAX
Hpepopnvia 1M éyxprong: 10/02/2009

Huepounvia tedevtaiog avaviémong: 23/01/2019

10. HMEPOMHNIA ANAGEQPHXHY TOY KEIMENOY

Aemtouepeic TANPoPopieg Yo TO €V AOYM KTNVIOTPIKO PAPUOKEVTIKO Tpoiov diatifevtal otov
dktvako tomo tov Evpomaikod Opyaviouod @apudkov http://www.ema.europa.eu/

AIIATOPEYXH IIQAHXHY, AIAGEXHX KAI/H XPHXHX

Agv 1oydet.



1.  ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Loxicom 1,5 mg/ml ndéoio evoidpnpa yio 6KOAOVG

2. MNOXOTIKH KAI NOIOTIKH XYNGEXH
Kabe ml nepiéyet:

Apactiki Ovoia:

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

BA. tov mApn katdAoyo ekddywv oto Kepdioo 6.1.

3. OPAPMAKOTEXNIKH MOP®H

[Toc1po evardpnpa

Avoyto KITpIVO EVOLMPTLLCL.

4. KAINIKA XTOIXEIA

4.1. Eiom {oov

Yxvhot

4.2 Ogpamevtikég evoeitelg tpoodlopilovrag Ta £ion {O®v

AvoKoOOIoT TNG PAEYLOVIG KOl TOL TOVOL Gg 0EElEG KOl YPOVIEC LVOGKEAETIKEG SLATUPUYEG OTOVG
oKOAOVG

4.3  Avrevdsieg

Na pn ypnowonoteitan o€ £ykva 1 yalovyovvto {oa .

No prn yp1oILOTOLEITOL GE GKDAOVG UE YUOTPEVTEPIKEG SLTOPUYES OIS EpEOIGUOG KOl apLoppayia,
UELMUEVT] NTATIKY, KOPOIOKN 1 VEPPIKT AEITOVPYIO, KOL AUOPPAYIKES OLOTAPOYES. .

Na pn yp1olLoToLEiTAL GE TEPMTMOCELG LIEPELOIGHNGIOG OTN SPACTIKY| 0VGIC 1| O KATO10 ATd TOL
éicdoyaL.

Noa un ypnowonoteitan o€ (o nAKiog pkpotepng TV 6 fopadmv.

4.4 Ewwkég tpogridomomosls yia kKae gidog {dov

Kapia.

45 Ewwkég Tpouracelg yia ) ypron

Ewwéc tpopurdéeic yio tn ypnon oto oo,

Edv moapoatmpnOovv avembounteg evépyeieg, n Oepoameio Oo, mpémet va dtakomteton Kot 0o Tpémetl va
TOPVETE KTNVIOTPIKT GUUBOVAN).



Amopuyete T ypnon o€ KABe apLINTMUEVO, DTOYKOUKO 1 VTOTAGIKO (DO, AOY® TOV OTL VILAPYEL €V
duvapel o Kivouvog veQpikng To&KOTTag.

AvT06 TO TTPOIOV Y10 GKOAOLC, deV Oa TPETEL VAL YP1GILOTOLEITAL GE YATES, KAOMG dev givatl KATAAANAO
Yo YpYon o€ ovTo To €100 XTig yates, Ba mpémel va ypnoponoteitol to Loxicom 0,5 mg/ml tocipo
EVOLOPN LA Y10 YATEGS.

Ewdwcéc mpopuAdéeic mov mpénetl va Aaufavovtor amd 10 GToLo TOV YOPNYEL TO QUPUOKELTIKO TPOIOV

ota {da

Atopo pe yvootn vrepevaictncio o pn otepoedn avtipieypovmdn edpuako (NSAIDS) Oa mpénet
Vo amo@EYYOLV TNV ETAPT] [LE TO KTNVIATPIKO QUPUAKEVTIKO TPOTOV.

Ye mepintmon KaTdmoong and atoynua, (NTMoTe Apéoms TPtk cLUPOVAR Kot dei&te TO PUALOD
ooMYL®V N} TNV ETIKETO GTOV Y1 TPO.

Av16 10 TTPOidV pmopel va tpokarécet epedond ota pdtia. Xe TepinTOoT ETAPNS [LE TO LATLOL,
Eemlhvete aUECMG KOAA LLE VEPO.

4.6 AvemOopunteg evépysieg ( ovyvoTNTA KOl GOfapoTnTa)

Tonicég avemBounteg evépyeteg v NSAIDS 6mtmg 1 avopeéia, o epetdc, n d1appola, KOTPOva. [IE
aipo, amadeia Kol VeQPIKN aveTdpKeLn EXOVV avapepBel TEPIOTAGIOKA. L€ TOAD CTAVIEC TEPUTTOCELS
éxovv avapepOel arpopparyikn ddppota, oUATEREST), YAoTPEVTEPIKN e&€Akmon kot avénuéva enimeda
NTATIKOV eviOU®V.

AVTEG o1 avemBouNTEG EVEPYELEC TAPATIPOVVTAL YEVIKG TNV TPMOTN gfdopnada e Oepaneiog kal oTIg
TEPIOCOTEPE MEPUTTMGELG EIVOL TAPOSIKESG KO TTOPEPYOVTAL LETE TOV TEPUATIGUO TNG Bepoameiog AL
o€ MOAD OTAVIEG TEPIMTMGELS Pmopel va eival coPapég 1 Bavatneopec.

Y mepintoon eueaviong avembounTov evepyelmv, 1 Oepaneia Tpénel va dakodmTeTo Ko va {nrteital
1N GVUPOVAT KTNVIATPOL.

H cvyvomta tov avemBountov evepyeidv kabopiletor mg akorovbwng:

- oAb cuyvn (meprocdtepo amd 1 ota 10 (do mapovstalovy avemBOUNTEG EVEPYEIEG KOTA TN
dupkela g Bepameiog)

- ovyvn| (Teplocdtepo amd 1 aidd Atydtepo amd 10 {da ota 100 vrd Bepoaneio {oa)

- un cvvnOeuévn (teplocotepo and 1 aAAd Ayotepo and 10 {da ota 1000 vad Oeponcio (da)
- ondvia (meplocotepo and 1 ahid Atydtepo amd 10 {da ota 10.000 vrd Bepaneio {Hor)

- ToAY omdvia (Atydtepo amod 1 ota 10.000 vid Bepomeio {oa)

4.7 Xpnhon Katd TNV KONG61|, Yorovyio 1] ®0TOKi

H acpdeio tov ktnviaTpikod QopUOKEVTIKOD TPOTOVTOC deV £YEL AmodeLyTEL KOTA TN SIUPKELN TNG
KOnong Kot yorovyiog (deite v mapdypaeo 4.3).

4.8 AMNAemOpPAGELS HE GAAD QUPUUKEVTIKA TPOIOVTO KO AALES HOPPES AANAETiOpaOoG

Alda NSAIDSs, d100pnTikd, oVTUTNKTIKY, OUIVOYAVKOGIOES, avTIloTikd Kot ovcieg pe peydho Pabuo
oLVOESC UE TIG TPOTEIVEG Umopel va avtaywvilovTol yia T déouevon Kat £161 00100V o€ TOEIKA
amoteAéopata. To Loxicom dev Oa mpémnet va yopnyeiton amd kovod ue dAia NSAIDS 7
YAVKOKOPTIKOGTEPOION.

[Ipo- Oepameia pe avTIAEYUOVMOELS OVGiEC UTopEl va £xovv amoTéhesua Tpocbeta 1 avénuéva
avemBuunta omoTEAECUATO Kol SOUQ®VO pE pio ehevbepn mepiodo amd Oepameia pe kAmolo
KTNVIOTPIKO QOPUAKEVTIKO TPolov Ba pémetl va £xel TnpnOei 1o Arydtepo yia 24 dpeg mpv v Evapén
g Oepameiag. Tnv ehevlepn mepiodo amd Oepameia, O Tpémel vo AneOHOVLY VITOYN 01 PAPUOKOALOYIKES
WOLOTNTEC TOV TPOIOVIMV TOL YPNCLOTOMONKAY TPOTNYOLUEVAC.



4.9 Aocoloyio Kol TPOTOS YOPYNONS

Xpnomn amd 10 GTOLLO.

Apyxn Oepamneio pe amdn 66om tov 0,2 mg peroikaung/kg o.p. (1,33 ml/10 kg .B.) v mpd™
nuépa. H Bepaneia Ba mpémet va cvveyileton pia popd tnv nuépa pe yopnynon amod to otopa ( e
24mpa pecodiootnuata) pe 6601 cvvinpnong tov 0,1 mg pero&uwcaung/kg o.p. (0,667 mi/10 kg 6.5.).

[Na peyakdtepng didpketag Bepaneio, apod mapatnpndel KAvikny avtamodkpion (netd > 4 nuépeg), N
0001 Oa Tpémetl va Tpocappoletal 6T YOUNAOTEPT] OTOUIKA ATOTEAEGLOTIKY 0OCT) GKETTOUEVOL OTL O
Babpog Tov THVoL Kot TNS PAEYUOVIG TOV GYETILETOL LE TIC YPOVIEG LVOCKEAETIKES SLOTAPAYEC UTOPET
va TotkiAovv pe v Tapodo Tov xpovou.

Ewdwn ppovtida mpénet va mapbei yio trv axpifeio g d6oMC.

To gvandpnpa pumopet va dobet ypnopomowdvrag pio omd TG 600 cVpLyyeg mov Tpopundedovion pe
ovokevaocia. ( E§aptdtar amd 1o Pépog tov {mov). Ot aOpryyeg Touptalovy ot elaAn Kat £xovv pia
KAipaka og Kg 6.p. n omoio avtanokpivetan otn 60om cuviipnong (0,1 mg pelo&ikaung/kg o.p.).
"Etot yia v mpotn nuépa, Bo ararteitor dvo popéc tov dyko cuvtripnons. Evailoktikn Bepaneio
umopei va apyioet ue Loxicom 5 mg/ml evéoyuo diéAvua.

Kvikn avtamokpion mapatnpeitor kovovikd o 3-4 nuépes. H Bepaneia Bo mpémet va diaxomel petd
a6 10 nuépeg To apydtepo eav Kapio kKAvikn Bertioon dev mapotnpndet.

Yoppoviic oyeTIKA pE TN GOGTI YOPNYNON

Na yopnyeiton pe tpoen N anevbeiog 610 GTOUA.

AVOKIVIGTE KOAGQ TPV TN XPHOT).

Amopiyete poOAvvoN Katd ) StdpKeLd TG YPNONGS.

410 Ymepdooolroyio ( GOUTTONATO, ETELYOVOES OLUIIKAGIES, OVTIOOTA), EAV Elvan avayKaio
2mv mepintwon vrepdocoroyiag, O mpémel va apyilel copntopatikn Oepaneio.

4.11 Xpévog Avapovig

Agev amatteitor.

5. OAPMAKOAOI'IKEX IAIOTHTEX

DdappokobepamenTikn opdda: AVIIPAEYHOVMON KOl AVTIPELUATIKG TPOTOVTA, [T CTEPOELON

(0&bpeq).
ATCvet code: QM01AC06

5.1 ®@appoxodvvapikég Id16TNTES

H pedo&ukdun eivoar éva un otepogidés avipAEYLOVAOSESG PAPLOKO TG TAENG TV 0EIKOUDY TO 07010
dpa LE avaoToAn TG obvOesNG TN TPOSTAYANSIVIG AOKMVTOG AVTIPAEYLOVMON, CVOAYNTIKY, OVTL-
eE10POUOTIKY KO OVTITUPETIKY] EMIOpacT]. Meumvel TNy d110non T@v AEVKOKVTTAP®V GTOV 16T UE TN
QAeyLOVT. Z€ évov eAdy1oto Pabud avaotéAAEL ETioNG TNV TPOKOAOVUEVT OTTO KOALOYOVO
ovoodpevon BpopforvtTapmv. Meléteg in Vitro kot in ViVo arodeikviouy 0Tt 1 peho&ukdun
avaotéAdel Ty Kukhoo&uyevvaon-2 (COX-2) og éva peyaidtepo Pabuo amd tnv kukioo&vyevvaon-1
(COX-1).

5.2  ®@appoxoxiviTikég Io16TNTES



Amoppoonon

H pero&ikdun amoppopdtol TANPp®G LETA TN YOPNYNON OO TO GTOUM Kol 1] LEYIGTN CLYKEVTP®GT GTO
mAdopa mapatnpeiton petd and tepimov 4,5 dpeg. Otav to TPoidy xpnoLUOTOlEiTOL COUE®VA LE TN
GUVIGTAOUEVT SOGOAOYIKY aymYN], 6TABEPEG CLYKEVTPMGELS TNG HEAOEKAUNG GTO TAAGHO OTAVOLV TN
devtepn nuépa g Bepomeiog.

Kotavopn

Yrapyetl pio ypoppukn oyéon LETaEd Tng YopnyoOUevnc d00TG KOl TG GLYKEVTPMGNG GTO TAGGLLN
OV TTopaTNPEiTaL oTa Opla TG Bepamevtikng 06onc. Tlepimov 97 % g pero&ikdunc cuvdésTa pe Tig
TPOTEIVEG TOL TAAGpaToC. O dyKkog katavourg givor 0,3 1/kg.

MetofoMoudg

H pehoywcdun emkpatéotepo PpioKeTOL 6GTO TAAGLLA KoL EXIGNG GNUAVTIKY ATEKKPLOT LE T1) XOAY| EVO
avTBETMG TO 0VPO TTEPLEYEL LOVO Tyvn amd TV apykt| Evoon. H pero&ucdun petaforileton oe pia
0AKOOAN, €va, Tapdyyo 0&D Kol o€ dLAPOPOovS TOAKOVS peTaforiteg. Olot ot onpovticol
petaforiteg eoivetal va eivat avevepyol QapUaKOAOYIKA.

Amofoin
H pero&ikdun £xet xpovo nuicetog Long 24 mpeg. Ilepimov 75 % g xopnyoduevng 666ng
OTOPAAAETOL LECH TMOV KOTPAVOV KOt 1] VTOAOITN LEG® TOL 0VPOV.

6. OAPMAKEYTIKA XTOIXEIA
6.1 Aiota koo ®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 acvppatoTnTes

AOY® amovoiog HeEAETOV cLUPATOTNTAG, AVTO TO KTNVIATPIKO QUPUOKEVTIKO TPoidV Oo tpémet va, unv
OVOLULYVOETOL E GAAL KTNVIATPIKO QOPHOKEVTIKA TPOIOVTA.

6.3  Awgpkero Long

Atdprela {ong TOL KTNVINTPIKOV GAPUAKEVTIKOD TPOiOVTOG O GVGKELALETUL TPOG TMOANGN: 18
Z%igm Conc petd 1o TPMTO dvorypa TG GIecNS GVOKEVACIAG : 6 LVES

6.4 Ewwkég mpopuiates Yo v amwodikevon

AvT0 TO KTNVIATPIKO PAPUAKEVTIKO TPOTOV deV amantel Kapia £101kN cLVONKN EOAAENG..

6.5 @Yo Ko GVETUTIKA TG GUEGTS GLOKEVUGLOG.

10



To KTV TPIKO QUPUAKEVTIKO TPOTOV TOPOVCIALETAL GE TEPEPOHUAIKOD TOAVAIOVAEVION PLOMTES
eroreg tov 10 ml, 32 ml, 100 ml, 2 x 100 ml ko 200ml pe HDPE/LDPE xamdxio. yio. avtiotoon oto
Tod1d. AVo TOAVEBVAEVIKEG TOAVTTPOTIAEVIKEC GUPTYYEG Y10 METPTION, Wiat Tov I ml ko pio v 5 ml,
wpounBevovtar e kb PraAn yuo va €xete v axpiPn 06on oe Kpovs Kot peydAovg okviovs. Kdabe
ovpryyo givan fabporoynuévn oe copotikd Bapn, n ovpryyo tov I1ml givon Babporoynuévn and

0,5 kg - 15 kg xou 1 oOpryya 5 ml amd 2,5 kg - 75 kg.

Mrmnopet va unv givat otnv ayopd OAES 01 GLOKELAGIES

6.6 Edkég mpo@uiaiers Yo TV amwoéppLyn Tov ayp1GILHLOTOINTOV KTVIUTPIKOD
QPUPROKEVTIKOD TTPOIOVTOG 1 AAAMV VAIKOV TTOV TPOEPYOVTAL UG T1) YP1]C1] TOL TPOIGVTOG

Kd&0e aypnoyonointo Ktnvidtpikd QopUaKeLTIKO TPOTOV 1 GAAC DAIKE TOV TPoépyovTal omd T
YPNOM TOL TTPOidVTOG Bl TPémeL val amoppinTovial cOLE®VA LE TNV WYvovca eBvikn vopobecia.
7. KATOXOX THX AAEIAY. KYKAO®OPIAX

Norbrook Laboratories (Ireland) Limited

Rossmore Industrial Estate

Monaghan

Ireland

8. APIOMOZX 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

0. HMEPOMHNIA ITPQTHX EF'KPIZHX/ANANEQYXHY. THX AAEIAX
Hpepopnvia 1M éyxprong: 10/02/2009

Huepounvia tedevtaiog avaviémong: 23/01/2019

10. HMEPOMHNIA ANAGEQPHXHY TOY KEIMENOY

Agmtopepeic TANPoPopieg Yo TO €V AOY® KTNVINTPIKO PAPUOKEVLTIKO Tpoiov dtatifevtan oTov
diktvako tomo tov Evpomaikod Opyaviouod @apudkov http://www.ema.europa.eu/

AITATOPEYXH ITQAHXHY, AIAGEXHX KAI/H XPHXHX

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

Loxicom 5 mg/ml evéoipo didivpa yio 6kOAOVG Kot YaTeC.

2. MNOXOTIKH KAI NOIOTIKH XYNGEXH
Kabe ml nepiéyet:

Apactiki Ovoia:

Meloxicam 5mg
"Exdoya:
Ethanol anhydrous 150 mg

BA. tov mApn katdAoyo ekdoywv oto Kepaioio 6.1.
3. ®APMAKOTEXNIKH MOP®H

Evéoo didivpa
Avoiyto kitpivo didlvpa.

4. KAINIKA XTOIXEIA

4.1. Eiom {oov

2KOAOL KoL YOTES

4.2 OgpamevTikég evoeitels Tpoodlopilovrog Ta gion {Omv

2K0AOL

AvoKoLOIoT TNG PAEYLOVIG KOl TOL TTOVOL Gg 0&gieg Kal YpOVIEC LWDOCKEAETIKEG dlatapayss. Meimon
TOV LETEYYXEPTTIKOL TOVOL KOl TNG GAEYHOVIG OV akoAoVOEL TIG 0pBOTESIKES EMEUPACELS KO TIG
eMeUPAcELS GTOVG PLAAAKOVS 1GTOVG.

Fdteg

Meimon Tov HETEYXEPTTIKOD TOVOL UETE 0td mOONKVGTEPEKTOUN KOl SEVTEPEVOVGES EMEUPAGELS
OTOVG LOAOKOVG 1GTOVG.

4.3  Avrtevdsieg

Na pn ypnowonoteitan o€ £ykva 1 yalovyovvto (oo .

Noa un ypnolponoteitar o€ (o Pe YAoTPEVTEPIKEG dloTopayéG 0TS £pedioUOG KOl apoppayia,
UELMUEVT] NTATIKY, KOPOLOKT 1 VEPPIKT AEITOVPYIO KOl OUOPPOYIKES dtotaparyés. Na, un
YPNOUYLOTOLEITAL GE TEPMTMOGELG LITEPELALGONGIOG 0T SpaSTIKY OVGin 1] 68 KAMO10 amd Ta £KS0YO.

Noa un ypnowonoteitar o€ {do nAkiog pkpotepng Tv 6 efdopddmv, | o€ yateg pe Papog AMyotepo
Tov 2 kg.

4.4 Ewwkég mpoetdomomoels yia kKae gidog {dov

Mo v avakodElon Tov PETEYYELPTTIKOD TOVOL GTIG YATES, OCQAAELN £xEl TEKUNPLOEl LoVO pETA
amo avorcOnoio pe Betomevidain/ oloBdv.

4.5 Ewwkéc mpo@urders ya T ypron
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Ewdwéc mpopuAdéelc yia tn ypnon oto oo

Amoiyete TN (pNon o€ Kabe apuOATOUEVO, VTOYKAUIKO 1] VTOTOCIKO (M0, AGY® TOL OTL LAPYEL EV
duvdpel o Kivouvog ve@pikng To&kdTTag.

Kotd v avaisnoio, mapakorobOnon kot Bepoaneio pe yopriynon vypov Ba npémel va Bewpovvtaon
®¢ M cLVNONG TPOKTIKN.

Ewdwcéc mpopuAdéeic mov mpénetl va Aaufdavovtor amd 10 GToLo TOV YOPNYEL TO QUPUOKELTIKO TPOTOV

ota {oa

AvTtoéveon amd atvuynUe UTopel vo. TPOKaAEGEL TOVO. ATON e YVOOTN vIepevocOnaio 6e un
oT1epoedN avTipAeypovadn edppoka (NSAIDS) 6o tpémel va amopebyovy TV X0 LE AVTO TO
KTNVIOTPIKO QOPLAKEVLTIKO TPOTOV.

g mepInTtmon avToéveong and atuynuo, (NTNote apécs WTplkn cLIPOVAN Kot dei&te TOo PUALO
ooMyLdV N TNV ETIKETO GTOV Y1 TPO.

AvT6 T0 TTPOidV UTopEl va Tpokarécel epediond oo PATIO. XE TEPIMTMOOT EXUPNG LE TO, LATLOL,
Eemldvete aUECMG KOAA LE VEPO.

4.6 AvemOounteg evépysieg ( 6VYVOTNTO KOl GOPapoTNTA)

Tomiég avemBounteg evépyeteg twv NSAIDs 60nmg ) avopeia, o epetde, n o1dppota, KéTpova, pe
aipo, amafeia Kol veepikn avemdpkela £Yovv avapepel TePIoTAGIOKA. X TOAD CTAVIEG TEPUTTMGELS
&xovv ovapepbei avénpéva eninedo nratikov eviOu®V.

g TOAD OTAVIEG TEPIMTMOGELS EXOVV ovapePOEl arpLoppayikn S1appola, CLLOTEUEST] KoL YOOTPEVTEPLKN
e&éhkmon.

AvTég o1 avemBounTeg EVEPYELES TAPATPOVVTAL YEVIKA TNV TPMOTN efdopdada e Bepameiog kol oTig
TEPLOCOTEPES MEPIMTMGELG EIVOUL TAPOIIKEG KL TUPEPYOVTOL UETA TOV TEPUOTIGUO TNG Depameiog oALd
0€ TOAD OTAVIEG TEPIMTMGELC UTopel va gival coPapég 1 Bavatneopeg.

g TOAD OTAVIEG TEPIMTMOCELG AVOPVANKTIKEG OVTIOPACELS Uopel va TapatnpnBody Kot Tpémet va
0epumEVTOVV CLUTTOUATIKG.

Edv mapatnpnBobdv avembounteg evépyeteg, n Oepaneio Oa npémnel va dtokontetan kot Oa pémet va
TOIPVETE KTNVIOTPIKT GUUBOVAT).

H ocvyvomta tov avemBountov evepyeidv kabopiletonr og akorovbwg:

- oAb cuyvn (eprocdtepo amd 1 oto 10 (do Tapovctalovy avemBOUNTEG EVEPYELEG KOTA TN
dudpkela g Oepamneiog)

- ovyv1| (Teplocdtepo amd 1 aidd Atydtepo amd 10 {da ota 100 vid Bepaneio {oa)

- un ovvnBopévn (tepiocotepo and 1 aArdd Ayodtepo and 10 {da ota 1000 vrd Bepancio Lma)
- ondvia (mep1ocotepo amd 1 ahdd Atydtepo amd 10 {da ota 10.000 vro Oepameio (Har)

- oAb omavia (Arydtepo amd 1 ota 10.000 vd Oepoameio (oa)

4.7 Xpnfon katd v KO1N61, Yolovyio 1] ®OTOKId.

H acpdleio tov ktnviaTpikod opUOKEVTIKOD TPOTOVTOG dev £xEl amodeytel Katd T SLdpKeLd TNg
KOnong Kot yorovyiog ( deite tnv mapdypoeo 4.3).

4.8 Allemopdosic pe GALo QUPUIKEVTIKA TPOIOVTO KoL GAAES popPES ahinAemiopaocnc

Al NSAIDs, d100pnTikd, ovVTITNKTIKG, OUIVOYAVKOGISES, avTIBloTiKd Kot ovcieg pue ueydho Pabud
oLVOECC UE TIG TPOTEIVEG mopel va avtoywvilovTat yio tn 6éouevorn Kot £T61 00N yoOV 6g ToEIKA
amoteréopara. To Loxicom dev Oa mpémet va yopnyeiton amnd kovod pe dAia NSAIDS 7
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YAVKOKOPTIKOGTEPOTON. Tavtdypovn yopnynon Ue v duvdpel veppoto&ika dpoka 0o mpémel va
amo@evyeTOl. XT0 (Mo o€ Kivouvo avarotnoiog ( 7.y nAkiopéve (ma) evoopAEPia 1| vITOdOpLL
Oepaneio Katd T dudpkeln g avaictnoiag Oa wpémel va Anedel voy. Otov 1 avaicOnoio kot
NSAID yopnyodvtol Tontdypova , 0V UTOPEL Vo AOKAEISTEL 0 KIVOUVOG Y10l TN VEQPIKT] AgrTovpyia.

[Ipo- Bepameio pe GALEG AVTIQAEYHOVAOIELG OVGIEC PUTOpPEL VO, YoV amoTéAEG O TPOGHETA 1)
avénpéva avemBounta amoteAéopata Kot couemva Le pio ehevBepn mepiodo amd Bepameia pe KAmolo
KTNVIITPIKO QApPUAKEVTIKO TPolodv Ba mpémetl va Exet TnpnOel 1o Atydtepo yia 24 dpeg mpv v Evapén
g Oepamneiag. Tnv ehevbepn mepiodo amd Bepameia, Oa Tpémel vo AneOHOVLY VITOYN 01 PAPUAKOALOYIKEG
WOLOTNTES TOV TPOIOVIMV TOL YPNCLOTOMONKAY TPOTYOLUEV®G,.

4.9 Aocoloyio kol TpOTOG YopYNONS

2KOAOL :

MvooKeAETIKEG dlaTopoyEs : ATAN VTOdOPLa Eveon ot ddon TV 0,2 mg pedo&ikaung /Kg .p.

(0,4 ml/10 kg o.B.) v mpd nuépa. To Loxicom 1,5 mg/ml mécyo evoudpnua ko Loxicom

0,5 mg/ml wéo1po evardpnuo propei va yxpnoomombel yio cuvéyion g Bepomeiog ot dd6on TV
0,1 mg pero&iaung /kg o.p., 24 dpeg petd ™ yoprynon g Eveong.

Meimon tov peteyyelpntikod Tovov (yio. mepiodo dve Tav 24 wpmdv): ATAT VOoPAEPLA 1) VTTOSOPLL
éveon ot 60on tov 0,2 mg pero&ikaung/kg o.p. (0,4 ml/10 kg 6.B.) mpwv to yepovpyeio, yia
TOPASELY LA, TNV OPO. ELGAYOYNG TNG avarcOnciog.

ldrec :

Meimon Tov HETEYXEPNTIKOD TOVOL OTIG YATES, OOV gV eivar duvarty] o TopakolovBov eV amd
Tov oTOpNTOC Oepaneia, T.y. o€ dypleg YateS:

ATA vodopia. Eveon ot d66on tov 0,3 mg uero&ikaund/ kg o.p. (0,06 ml/ kg 6.p.) mpv 10
YEPOLPYELD, Y10 TAPADELY LA TNV PO EICAYMYNG TNG volsOnciag. e avtn TNV TEPITTOOT Un
YPNOYLOTOLEITE 0O TOL GTONATOC TapaKoAoLOOVEVT Bepareia.

Meimon Tov HETEYXEPNTIKOD THVOL GTIG YATES OTAV 1 XOPNYNOT LEAOEIKAUNG TTPOKELTAL VO
GULVEYLOTEL LLE L10 0O TOVL GTONNTOG TapaKoAovBov ey Bepameio:

ATA vodopia. Eveon ot d86on tov 0,2 mg pero&ikaung /kg o.p. (0,04 ml/ kg 6.p.) Tpv 10
YEPOLPYELD, Y10 TAPADELY LA TNV PO EICAYMYNG TNG avolcOnciag.

I"a cvvéyion tng Bepameiog yio £og Ko TEVTE NUEPES, QLT 1) apyikn dOoM uropel va akolovbeiton 24
mpeg apydTEpa LE TN Yopnynon tov Loxicom 0.5 mg/ml méG1o evoidpnuo yio yateg otn 066 TmV
0,05 mg pero&ikdaunc /kg o.p. H mopakorovbovpevn and tov 6toH0T0g doGoroyio umopei va,
xopnynOet péypt kot yio 4 cuvorkd d6celg og drooTnuato 24 ®pdv.

Oa wpémel vo, didetal Wiaitepn onuacio oy akpiPn xoprynon g d06cnc.

Mo kotdAAnia fadpovounuévn ovpryya tov 1 ml Ba tpémetl va ypnoomoteital yio T YopnyNon Tov
TPOIOVTOC OTIC YATES,

Amopiyete TNV EMPOAVVON KATA TN SLAPKELL TNG XPNONG.

4.10 Ymepdoocoloyia ( GOUTTONGTO, EMEITYOVOES HLOOIKAGIES, OVTIOOTA), EAV Eivan avayKaio
Ymv nepintoon vrepdocoroyiag, O mpénel va apyilel copntopatikn Oepaneio.

411 Xpovog Avapovig

Agev amatteitor.
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S. OAPMAKOAOI'IKEX IAIOTHTEX

DdoppokobepamenTikn opuddn: AVIIPAEYHOVMOON KOl OVTIPEVUATIKG TPOIOVTA, [T] GTEPOELON

(0&wdpeq).
ATCvet code: QM01AC06

5.1 ®@appoxodvvapikés Id6TnTES

H pero&ukdun etvor éva pn oTePoEIdEG AVTIQPAEYUOVAIEG PAPUAKO TNG TAENG T®V 0EIKOUDY TO 0010
dpa pe avaoToAn TG obvOeong TN TPOSTAYANSIVIG AOKOVTAG OVTIPAEYUOVMOT], AVOAYNTIKY, OVTL-
eELOPOUATIKTY KO OVTITVPETIKY| EMLOpaoT]. Meudvel Tnv d110non T@v AEVKOKVTTAP®V GTOV 16T UE TN
QAeypovr]. Ze évav eAdyioto Babud avacTtEALEL ETIOTG TNV TPOKAAOVUEVT OO KOAAXYOVO
ovoodpevon OpopforvtTapmv Meréteg in Vitro kot in ViVo amodetkviouy 0Tt 1 peA0EIKGUN
avaoTtéMEL TV KukAoo&uyevvdon-2 (COX-2) og éva peyaidtepo Babud omd v kukhoo&uyevvaon-1
(COX-1).

52 ®appoxoxivnTikég Io16TNTES

Amoppoonon

Metd amd vTodopLa yopnynon, 1 pero&ukaun eivar TANpmg Prodtabéciun Kot enttuyydvetot pio.
péyot ovykévipmon 0,73 pg/ml oto mAdopa Tov aipatog 6Tovg okdAovg kat 1,1 pg/ml otig ydtec,
nepinov 2.5 dpeg kot 1,5 dpeg petd v yopnynon avtictoryo

Kotavopn

Yrapyet puo ypoppKn cuoyETion, LETasD TG Xop1YOULEVNG 00GNG Kot TG GUYKEVIPWOGTG GTO
TAGC U0 TOV QHLOTOG, 1 0TIl TTOPATNPEITOL GTO PAGHLO TG BEPUTEVTIKTG 0OGTC GTOVG GKOAOVG.
[eprocdtepo amd 97 % g pelo&ikapng, cuvdéetar e TIg TPWTEiveg Tov TAdoHaToS. O dYKog TG
katavopng, eivan 0,3 I'kg otovg oxviovg kot 0,09 /kg otic ydres.

MetofoMoudg

21006 GKOAOLG, 1 LEAOEIKALT 0VELPICKETUL TPOTAPYIKA GTO TAACLLA TOV AiLOTOG, ameKKPiveTaL
Kuplog HESH TNG YOG, EVD TO 0VPO TTEPLEYEL LOVO Tyvn ard To KOplo cvototikd. H pelo&ikaun
petafoAileton og por aAKOOAN, € TapaymYo 0&£0G Kol GE PEPIKOVG TOALKOVG peTaforiteg. Ohot ot
KOP101 LETAPOAITES OTOSETYTNKOV POPUOKOAOYIKMS OVEVEPYOL.

2116 YATeG, 1 peAOEIKAUN avEVPICKETAL TPMTAUPYIKE GTO TAAGLO. TOV CULLOTOC, ATEKKPIVETOL KUpimg
UEG® TNG XOANG, EVD TO 0VPO TEPLEXEL LOVO TYvN o T0 KOPLo cvaTatikd. [Tévte KOplotl petaPoriteg,
&yovv tantomon el Kot OAOL ATOdEIYTNKAV QUPUOKOAOYIK®G avevepyol.. H pelo&ucaun petafoiileton
o€ [ 0AKOOAT, 6 Tapdymyo 0E€0g kot 6€ PePLKOVS TOAKOVS petaPoritec. Omwg Exetl digpguvnOet
Kot yuo Al €idn {owv, n o&eidwon eivar 1 kOpila 086¢ Propetatpomng e pero&ucdung otn yota.

AmofoAn

Ytovg oxdAove, N nuurepiodog Long g nelolikapng etvan 24 dpeg.. To 75 %, mepimov, g
YOPNYOVUEVNC SOOTG QITOLOKPVVETOL UE TO KOTPOVE, KO TO VTTOAOLTO LE TO 00PO. LTIG YATES, M
numepiodog Long g perosikaunc eivar 24 dpec. H aviyvevon tov petafoiitdv amd 1o KOplo
GLOTATIKO GTO 0VPO KOt GTO KOTPAva ARG OYL GTO TAAGLO, £IvVOL EVOEIKTIKN Yo TNV ToyEl
amékkpion Tovc. To 21% g amopévousag 606G AMOUAKPUVETOL Le TO 00po (2% ¢ apeTtdPAnT
pero&ucdun, 19% wg petaforitec) kat to 79% pe ta kKOTpova (49% wg apetdpfintn pero&ucapn, 30%
®G HETOPOAITES).

6. OAPMAKEYTIKA XTOIXEIA

6.1 Aicta koo OV
Meglumine
Glycine
Ethanol (anhydrous)
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Poloxamer 188

Sodium chloride

Glycofurol

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

6.2 Kipieg acvoppoatoTnreg

AOY® amovoing HEAETOV GLUPATOTNTAG, AVTO TO KTNVIOTPIKO QOPUIKEVTIKO TPoidV Ba Tpémet va, unv
OVOLULYVOETOL HE GAAL KTNVIATPIKO QOPUOKEVTIKA TPOIOVTAL.

6.3 Awgpkero Long

Avdpreta {ong Tov KTVIOTPIKOL GapUOKELTIKOD TPOidVTOS O GLGKEVALETAL TPOg TAOANGN: 3 £€T).
Aldpkera {ong petd to TpdTo dvorypa g dpeons cvokevaciog : 28 nuépec.

6.4 Ewwkég mpopuraters yia v amwodikevon
AVTO TO KTNVIATPIKO POPUAKEVTIKO TPOTOV eV amantel Kapio 101KN cLVONKT EOAAENG..
6.5 ®@von Ko GVOTATIKA TG GUEGNS GVOKEVUGILOG.

Ayxpoun yodlwn eiéAn tov 10, 20, § 100 ml khelot pe PpopoBovTulko cEPAYIGHO HE KOTAKL 070
aAovpivio.

Mmropei va, unv ivor otny ayopd OAEC 01 GUOKELOGIES.

6.6 Edkéc mpo@uhaters yio TV amdéppLyn Tov ayp1CILHLOTOINTOV KTIVIUTPIKOD
QUPUIKEVTIKOV TTPOIOVTOGS 1] AAA®V VAIK®OV TOV TPOEPYOVTAL U6 TN YP1)OT] TOV TPOIOVTOS

Kd&Be aypnoipomointo ktnviatpikd QopuaKeLTKO Tpoidv 1 GAAS VAKE Tov Tpoépyovtal amd
YPNOM TOL TTPOIOVTOC B0 TPEMEL VO amoppimTOVTaL COUP®VA LE TNV 1YvovGa 0vik vopobeaia.
7. KATOXOX THX AAEIAY KYKAO®OPIAX

Norbrook Laboratories (Ireland) Limited

Rossmore Industrial Estate

Monaghan

Ireland

8. APIOMOX THX AAEIAY KYKAO®OPIAX

EU/2/08/090/006

EU/2/08/090/007

EU/2/08/090/008

9. HMEPOMHNIA ITPQTHXE EI'KPIXHY/ANANEQYXHY. THX AAEIAX

Huepounvia 1" éykprong: 10/02/2009
Huepounvia tedevtaiog avaviémong: 23/01/2019
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10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Agmntopepelc TANpoPopies Yo T0 €V AOYM KTNVINTPIKO PAPLOKEVTIKO TPpoiov dtatifevton otov
dktvakod tomo tov Evpomaikod Opyaviopod @apudkov http://www.ema.europa.eu/

AITAT'OPEYZH IIQAHXHX, AIAGEXHX KAI/H XPHXHX

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

Loxicom 0,5 mg/ml ndéoiuo evoidpnua yio yateg

2. MNOXOTIKH KAI NOIOTIKH XYNGEXH
Kabe ml nepiéyet:

Apactiki Ovoia:

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

A. TOV TANPT KATAAOYO EKOOY®OV 6TO KEPGAAo 6.1

3. OPAPMAKOTEXNIKH MOP®H

[Técyo evarmpnpo

Avoyto KITpIVO EVOLMPTLLCL.

4. KAINIKA XTOIXEIA

4.1. Eiom {oov

Iéteg

4.2 OgpamevTikég evoeitels Tpoodlopilovrog Ta gion {Omv

Kotanpdovon tov ehappod £og pétplov Pabpod peteyyelpnTikod TOVOL Kot TNG PAEYLOVIG LETE amd
YEPOVPYIKEG EMEUPACELS GE YATES, OIS 7). 0pOoTedIKEG enepPdoelc Kot ETEUPAGELS TOV HOAOKDY
OTAOV.

Kotanpdovon g eAeypovig kot Tov Tovov oTig o&gieg kot ypOVIEG LLOOKEAETIKES dlaTapayEg o€
YaTeG.

4.3 Avtevositeg

Noa un ypnoonoteital o€ €ykva, 1 yaovyovvro (oo .

Na pn ypnolonoteital 6€ YATES LUE YOOTPEVTIEPIKES dlaTapayES OTMG PEBIGUOC Kot apoppayic,
UEWMUEVT] NIATIKY, KOPOIOKT 1 VEPPIKT AELTOVPYIO KOl UOPPOYIKES OLOTAPAYES.

No urn yp1oLOTOLEITAL GE TEPIMTMOGELG VITEPELUIGONGIOG 6T OPACTIKY 0VGiN 1 6€ KATO10 ATd TA,
€Kkdoy0L.

Na pn ypnowonoteitan o€ yateg nAkiog pikpdtepng twv 6 BSopAdwmV.

4.4  E1dkég mPoetdomon)oeLs 1o Kade gidog {dov

Kapia.

45 Ewwkég Tpouragelg yia ) (pron

Ewwéc tpogurdéeic yio tn yphon oto {oo,
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Amopuyete T ypnon o€ kABe apLIATMEVO, VTOYKOKO 1] VITOTAGIKO (HOo, AOY® TOL OTL VTLAPYEL EV
duvapel o Kivouvog veQpikng To&KOTTag.

MeteyyelpntiKog TOVOog Kol QAEYLLOV HETA OO XEPOLPYIKEG EMEUPACELS:
Y mepintoon mov amotteital TpOGHETN avakovPIoT Tov TOVOL, Ba Tpémet va pehetnBel o
TOALTPOTIKY Oepameia Tov TOHVOV.

XpOVieG LVOCKEAETIKES OLOTAPAYES:
H avtomdkpion o€ pokpoypovia 0epamentikn aymyn Tpénel vo topakoiovdeite ovd taxtd
dtwotnuaTo amd Tov vaevduvo KTnviatpo.

Ewwéc tpogurdéeic mov mpémetl vo Aaufdvovior amd to GToro Tov YopnYEl TO QUPUUKEVTIKO TPOIOV

ota {oa

ATopa LE YVOOT VIEPELOIGONGIO GE UN OTEPOELDN avTIQAEYLOVAST appoko (NSAIDS) Oa npémel
VO, AITOPEVLYOLV TV EMOEN LE TO KTNVIATPIKO QOPLOKEVLTIKO TPOTOV.

Y mepintmon Katdmoong amd atoynua, (NToTe ApEoms TPtk cLUPOVAN Kot dgi&te TO PUALOD
ooMYL®V M TNV ETIKETO GTOV Y1TPO.

AvT16 10 TPOidV UTopEl VO TpokaAEcEL EpEBIoUO GTO UATIO. XE TEPIMTTOOT EXAPNG LLE TO, LATIOL,
Eemldvete aUESMG KOAA LE VEPO.

4.6 AvemOounteg evépysieg (cuyvotnTa kKot cofapdtnTa)

vwég avemBounteg evépyeteg v NSAIDS 6mwg 1 avopeéia, o leTOS, 1 Stdppota, KOTPAvA LE OipLa,
MBapyog kot veppikn avendpkela Egovv avapepbel mepiotaciakd. [actpeviepucég eEelkdoelg kot
avénuéva nrotikd vivua avaeépbnikay g ToAD GTAVIEC TEPITTOCELS.

AvTég o1 avemBounTeg EVEPYELES TAPATPOVVTAL YEVIKA TNV TPMOTN efdopdada e Bepameiog kol oTig
TEPLOCOTEPEG TEPIMTMOGELG EIVOL TOPOSIKEG KO TOPEPYOVTUL LETE TOV TEPLATIGUO TNG Depameiog oALd
0€ TOAD OTAVIEG TEPIMTMGELC UTopel va gival coPapég 1 Bavatneopeg.

Edv mapatnpnBovv avemBounteg evépyeieg, n Bepaneio o mpémet vo dakomteTon Ko Oo Tpémel va
{nreitar KTNVIATPIKY GLUBOVA.

H ocvyvomta tov avemBountov evepysidv kabopiletonr og akorovbwg:

- oAb cvyvn (eprocdTepo amod 1 oto 10 {da Tapovctalovy avemBOUNTEG EVEPYEIEG KOTA TN
duapkela g Oepamneiog)

- ovyv1| (Teplocdtepo amd 1 aidd Atydtepo amd 10 {da ota 100 vrd Bepancia {ma)

- un cvvnOeuévn (teplocotepo and 1 aAAd Ayotepo and 10 {da ota 1000 vad Oeponcio (da)
- ondvia (meplocotepo and 1 adAdd Atydtepo amd 10 {da ota 10.000 vo Oepameio {dar)

- ToAY omdvia (Atydtepo amo 1 ota 10.000 vid Bepomeio {oa)

4.7 Xpnon Katd TNV Kinon, yerlovyic | @otokia.

H ac@dAeio tov ktnviaTpikod QopUOKEVTIKOD TPOTOVTOC deV £YEL AmodeLyTEL KOTA TN SIUPKELN TNG
KOnong Kot yarovyiog (dgite v mapdaypoapo 4.3).

4.8 Allemopdosic pe GALo QUPUOUKEVTIKA TPOIOVTA Ko GAheg popPEic allniemiopacg

AAro NSAIDs, dtoupntikd, aVTITNKTIKA, ApivoyAVKoGidES, avTiBloTikd Kol ovoieg pe peydio Padud
oLVOEDTG UE TIG TpOTEivEG Umopel va avtayvilovTot yio T cbvOEsT) Kol £TG1 001YOUV G€ TOEIKA
amoteAéopata. To Loxicom dev Oa mpénet va yopnyeiton amd kowvod ue dAra NSAIDS 7
YAVKOKOPTIKOGTEPOION. Towtdypovn xoprynomn ,ouvnTikd ve@poto&ikol QupIaKov TPETEL VA,
OTOPEVYETOL.
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[Ipo- Bepameio pe GAAO aVTIQAEYUOVDOELS OVGiEG UTOpEl va £xovv amoTédecua Tpocheta 1 avénuéva
avemBuuNTa OTOTEAEGUATO KOl SOUQ®VO e pio eAenbepn mepiodo amd Oepameia e KATO10
KTNVIITPIKO QOpPUAKEVTIKO TPolodv Ba mpémetl va Exet Tnpn el 1o Atydtepo yia 24 dpeg mpv v Evapén
g Oepamneiog. Katd v eledBepn mepiodo and Bepaneia, Oa mpénet va AneBodv vdym ot
(QOPLOKOKIVITIKES IO10TNTEC TOV TPOIOVIMV TTOL YPNCUYLOTOMONKAY TPOTYOUUEVWMG,

4.9 Aocoloyio kKor TPOTOS YOPNYNONG
Xpnomn amd 10 GTOLL.

Aocolroyia

Meteyyelpntikdg TOVOG Kot QAEYUOVI LETE 0O YELPOVPYIKEG EREUPACELS:

Metd v apykn Oepomeio pe Loxicom 5 mg/ml evéopo didAvpa yio 6kOAoVG Kot YOTEG, cLVEYIOTE
mv Oepameio 24 dpeg apyodtepa pe Loxicom 0.5 mg/ml mooyo evardpnua yio ydteg otny 8661 Tov
0,05 mg pero&kaung /kg copotikod Bapovs. H emakdlovdn 6601 amd to otdpa pmopei vo yopnynoei
Jio @Opa MUEPNCImG (e HEGOIAOTHLATA 24 MPDOV) Y10, SIAGTNU EOG KL TECOEPLG NUEPEC,.

Oteieg poookeletikég datapay€c:

Apyxn Oepaneia, sivar pio epama d6on amd 10 otopa tv 0,2 mg pelo&ikaunc/kg copatikod
Bapovg katd v Tpd Nuépa. H Bepaneio and 1o otopa, Tpémet vo cvveyifeTal o popd nUepncimg
(ue pecodaotiuoto 24 ®pav) otny 60cn Twv 0,05 Mg pero&ikdunc/kg copatikov Bapovg yio 66o
dtotna dopkovv 0 0EHC THVoG Kat 1) oEeia pAeypovn.

XPOVIEC LVOCKEAETIKES SloTaporyEC:

Apykn Bepameia, sivar pia epdma d6on and 1o otoua tov 0,1 mg pelo&ikdung/kg cmpotikod
Bapovg katd v tpdtn nuépa. H Bepaneio amd 1o otopa, Tpénel va cuveyileTon o gopd nuepnoimg
(ue pecodraotiuoto 24 ®pav) otn 6601 cvvipnong tov 0,05 mg pelo&ikdung/kg copotikod
Bapovg.

YuvBog mapatnpeiton Bedtioon oe 7 nuépeg. H Bepaneia mpémnel va dtokodnteton petd amd 14 nuépeg
TO TTOAD, oV dev mapotnenOei eppavig Pertioon e KAVIKNG e1KOVaG.

006¢ Ko TPOTOG YOPNYNONG

Awdkacio yopnynong:

H ovpryya npocapudletar ot @uadn kot et kKAipoka fadporoynuévn katd kg copotikov fapovgn
omoia avtiototyel 61N doom cuvtipnong 0,05 mg pero&ikaung / kg copatucod Papovg . ‘Etot yuo tnv
Evapén NG aymYNS Y10, TIC XPOVIEG LVOGKEAETIKEG SLOTOPAYES KATA TV TpdTN NUéPa, Oa amartnOet
dumAdota 66com an’ exgivn g 006N GLVTHPNOTG.

Mo v évapén g aymyng v Tig o&eieg LLOGKEAETIKES SloTAPAYES KATA TNV TpdTN NUéPa, Oa
amortn Ol 4-mtAdoia d6om o’ ekeivn g 66GNG CLVTIPNONG.

[dwaitepn Tpocoyn wpémel va Aapupdvetot oe 0Tl apopd TV akpiPr yopnynon g doong. Agv Tpénel
va vrepPaiveTat ) cuvictdpevr 66o1. To evarmpnua Ba Tpémet va yopnynbei xpnoponowdvag v
Babuovounuévn cvpryya Loxicom mwov mopéyetal LECH GTI GUGKEVUGIC.

YopPoviic oyeTIKA PE TN GOGTI] YOPNYNON

Na yopnyeiton pe tpopn N angvbeiog 610 GTOUA.
Avokiviote KaAd Tpv T ¥pfon.

Amo@iyete polvvon Katd T SdpKeLd TG YPNoNG.

4.10 Ymepdoocoloyia ( COUTTONGTO, EMEIYOVOES HLOOIKAGIES, OVTIOOTA), EAV Elvon avayKaio
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H pelo&ikdun €xel otevo Bepamentikd meplfdplo acPaAEing oTig YATEG Kot Ta KAMVIKA o1 UAdLo
VIEPOOGING EUPAVICOVTOL GE OYETIKA LKPES CUYKEVIPAOOELS TAV® OO TO KOVOVIKO EMITEDO. X€
TEPIMTOON LLEPDOGING, O1 OVETIBVUNTEG EVEPYELES (OTIMG KATOYPAPNKOAY GTN TAPAypapo 4.6)
OVOPLEVOVTOL TEPICTOTEPO GOPOPES KO TTO GLYVEG. TNV TEPIMTMOOT VIEPOOGOAOYING, O Tpémet va
apyilel copuntopatikny Bepaneio.

411 Xpévog Avapoviig

Agv amotteitot.

5. OAPMAKOAOI'IKEX IAIOTHTEX

DappokobepamenTikn opddo: AVIIPAEYHOVMON KOt AVTIPELUATIKA TPOTOVTA, [UT] GTEPOELON

(0&wapec).
ATCvet code: QMO01ACO06

5.1 ®@appoxodvvapikég Id16TnTES

H peho&ukdun etvor éva pn oTepogldég avTIAEYLOVAOIEG PAPUOKO TNG TAENG T®V 0EIKAUMY TO 0TT0i0
opa Le avaoToAn TG obvBeong TS TPooTAYAASVNG ACKAVTOS AVTLPAEYLOVMON, AVOAYNTIKY, OVTL-
eEOPOUATIKTY KO OVTITVPETIKY| EMIOpaoT]. Meudvel Tnv d1dnon Tov AEVKOKVTTAP®V GTOV 16TO E TN
QAEYLOVT]. Z€ évav eAdy1oTO Pabpd avaoTEAAEL ETIONG TNV TPOKAAOVUEVN OTTO KOALOYOVO
oveompegvon Bpoppokvttdpoy. Meléteg In Vitro kat in Vivo amodsikviovy 61t 1 peho&kaun
avaoTéEMEL TNV KukAooEuyevvdon-2 (COX-2) og éva peyaidtepo Babud omd v kukhoo&uyevvaon-1
(COX-1)

5.2  ®@appoxoxiviTikég Io16TNTES

Amoppoenon

E@ocov 10 {mo gival vnotikd petd v xopnynon 1 HEYLOTH GUYKEVIPMOOT| GTO TAAGLLO TOPATHPELTOL
petd and mepimov 3 dpeg. Epodcov 1o {do givor taiopévo , 1 amoppoenomn Umopel ELappas vo
kaBvotepnoct. Otav To TPOIOV ¥PNCILOTOIEITOL COUPDVO. LE TN CLUVIGTOUEVT] SOGOAOYIKY Qy®YN,
0T00ePEC GLUYKEVTIPMOOELS TG OTO TAACHO EMLTVYYAvovTal TN devTEpN NUéPa TG Bepameiog (48 mdpeg) .

Katavoun

Y7rapyet pio ypoppukn oyéon LeTaly Tng xopnyovuevnc 606mg Kol TS GLYKEVTPMGNG GTO TAGGLLA
7oL Tapatnpeital 6to Oplo Bepanevutikng doone. Ilepinov 97 % tng pero&ikapng cuvosetan e Tig
TPOTEIVES TOV TAAGUOTOG

MetofoMopodg

H pero&kdpn emkpatéotepo PpioKeTol 6TO TAAGHO Kol EXIONG OTUAVTIKY| OTEKKPLON LE T YOAN EVAD
avTIOETOG TO 0VPO TTEPLEYEL LOVO Tyvn amd TNV apyikn Evaon. [Tévte onpavtucol petafoiriteg mov
aviyvevdnkayv, eaivetor va givatl avevepyoi eappakoroyikd. H pero&ucaun petafolriletor o pia
aAKOOAN, éva Tapdywyo o&Y Kot g d1épopovg morkos petaforites. Onmg kot yio dAro £10n mov
e€etdotniay, 1 Koplo 060¢ PlopetaTponng TG HeAOEIKAUNC 6T YaTa sival 1 o&eidmaon.

Amofoin
H pero&ucdun éxer xpovo nuiceiog Long 24 mpeg. Ilepimov 75 % g xopnyoduevng 66ong
aTOPAAAETAL HECH TV KOTPAVOV KOL T DITOAOITN UEG® TOL 0VPOU.

6. OAPMAKEYTIKA XTOIXEIA

6.1 Aioto ekdoy®V
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Sodium benzoate

Glycerol

Povidone K30

Xanthan gum

Disodium phosphate dihydrate

Sodium dihydrogen phosphate dihydrate
Citric acid anhydrous

Simethicone emulsion

Purified water

6.2 Kipieg acoppoatoTnreg

AOY® amovoiog HEAETOV GLUPATHTNTAG, AVTO TO KTNVINTPIKO QOPUIKEVTIKO TPoidV Ba Tpémet va, unv
OVOLULYVOETOL IE GAAL KTNVIATPIKO QOPUOKEVTIKA TPOIOVTAL.

6.3 Awgpkero Long

Awdpxela {oNG TOL KTNVIOTPIKOD QAPUAKELTIKOD TPOIOVTOS OTMS GVGKELALETAL TPOG TMANON: 18
X?(;/Slisw Cong petd 1o TpdTO dvorypa TG Grecn cuokevaciog : 6 Lveg

6.4 Ewwkég mpopuraters yia tnv amwodikevon

AVTO TO KITNVIATPIKO POPUAKEVTIKO TPOTOV dev amartel Kapio 101K cuvOnkn eOAaENS.

6.5 ®von Ko GVETUTIKA TG GPEGNS GLOKEVUGLUG.

To kviaTpKd PapUAKELTIKO TPOTOV TapovoldleTal oe Tepe@BaAKoD ToAvABLAEVIOV PLOmTEG
eroreg tov 5 ml, 15 ml kou 30 ml pe HDPE/LDPE kandkia yio avtictaon ota toaudid. H odpryya
moAvatbvAéviov / molvmporvAéviov Tov 1 ml givar fabupovounuévn amd (0,5 kg - 10 kg).

Mmropet va, unv KuKAOQOpoLV OAEG Ol CUGKEVAGIEC.

6.6 Edkéc mpo@uiaters yia TNV amwéppLyn Tov ayp1GILHOTOINTOV KTIVIUTPLKOD
QPUPROKEVTIKOD TPOIOVTOG 1] GAADV VAIKOV TTOV TPOEPYOVTAL UTTO T1) Y P1]C1) TOL TPOIOGVTOG

Kd&0e aypnoyomointo Ktnviatpikd @opuakevTIKO Tpoidv 1| GAAS VAIKE Tov Tpoépyovtal amd
YPNOMN TOL TPOIOVTOG Bl TPEMEL VO ATOPPITTOVTOL COLP®VA LE TNV 1o)bovsa e0vikn vopobesio
7. KATOXOX THX AAEIAY KYKAO®OPIAX

Norbrook Laboratories (Ireland) Limited

Rossmore Industrial Estate

Monaghan

Ireland

8. APIOMOX THX AAEIAYX KYKAO®OPIAX

EU/2/08/090/009

EU/2/08/090/027
EU/2/08/090/028
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9. HMEPOMHNIA ITPQTHX EI'KPIXHX/ANANEQXHY THX AAEIAX

Hpepopnvia 1" éyxprong: 10/02/2009
Hpepopunvia tehevtaiog avoavémong: 23/01/2019

10. HMEPOMHNIA ANAGEQPHXIHY TOY KEIMENOY
Aemtopepeic TANPOPOpieg Yo TO €V AOYM KTNVIOTPIKO PAPUOKEVTIKO TPoiov diatifevtar otov
diktvakod tomo tov Evponaikod Opyovicpov @apudkev http://www.ema.europa.eu/

AITATOPEYXH IIQAHXHY, AIAGEXHX KAI/H XPHXHX

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

Loxicom 20 mg/ml evéoyuo didAvpa yio, foogidn, yoipovg kot dAoya

2. MHNOIOTIKH KAI TIOXOTIKH XYNGEXH
‘Eva ml nepiéyet:

ApPUGTIKO GVOTUTIKO:
Meho&ucapn 20 mg

"Exdoya:
Ethanol 150 mg

BA. tov mApn katdAoyo ekddywv 6to Kepaioio 6.1.

3. OAPMAKOTEXNIKH MOP®H

Evéowo didAivpa.
Alowyéc Kitpvoro SidAvpo.

4. KAINIKA XTOIXEIA

4.1 Eion {oov

Booedn, yoipot kot dAoya

4.2 OepanevTikég evoeiters mpocoropilovtag Ta gion Lowv

Boogon :

Xprnowonoteitan o€ 0Eeieg OVATVELOTIKEG AOIUMEELS, GE GUVOVAGUO HE TNV KATOAANAN ovTIBlOTIKY
Oepaneia, yio T peimon TOV KAVIKOV CUUTTOUATOV G BOOELSN).

Xpnoyonoteital 6€ S1GpPOLEG, GE GUVIVAGHO LE GO TOV GTOHOTOC EVLONTIKY Depameia, Yia T
peimon ToV KAVIKOV GUUTTOUAT®OV 6€ LOGY0Vg NAKiog peyaivtepng g 1 efdonddag kat o€
LOCYi0EG .

Mo copminpopatiky Oeponeio oty avipeT®mion g o&ging paotitidog, oe GuvoVacUd pe
avtiplotikn Oepomeia.

IMa v Katarpdbvon Tov PeTeyelpnTKod TOVOL HETA TNV ATOKEPATMON GE LOGYOLG.

Xoipor :

XpNoYLOTOLELTAL GE U1 LOAVGUOTIKEG TAONGELS TOV KIVITIKOV GUGTAUATOS, Y10, T1 LEI®MCT TMV
CUUTTOUATOV TNG YOAOTNTOG KoL TNG GAEYLOVIG.

Mo copminpopatikny Bepomeio. GTNV AVTILETOTION TNG EMAOYELNS CYOLUIOG Kot TOEVOLING
(cOvdpopo pootitidag —pnTpitidoc — ayoraling),6e GUVSVAGUO LE TNV KOTOAANAT avTiBloTikn
Oepaneia.

Adloyo. :

[Ma gprion oV KaTOTPALVGT TG PAEYHOVIG Kol 0voKOOPLoN oo Tov TOVOo, TOGO 6 0&gleg 060 Kot
o€ YPOVIEG LVOCKEAETIKEG OOTAPUYES.

Mo mv avakodEien amd Tov TOVo oV oYETILETAL [LE TOV KOAMKO TOV ITTOEOMV.

4.3 Avtevoeigelg
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B\éne emiong kepdaio 4.7.

Noa un gpnolonoteitar 6€ Ghoyo nikiog pikpoTepng TV 6 BSOUAd®V.

No unv ypnoyLonoteital o€ (OO Le PHELOUEVT NTOTIKT, KOAPIIOKT 1] VEQPIKT AEITOVpYia Kot
OLLOPPOYIKES SLOTAPAYES, 1] OTOL VIAPYOLY eVOEIEELS PALaPdV aTtd YOOTPEVTEPIKA EAKN.

Na pn gpnowonoteitan o€ mepintmwon vrepevarcnciog 61 dpactikn ovsia 1} o€ Kamowo and Ta
€KdoyaL.

["a ™ Bepaneia g dSdpporag ota Poogldn], To TPOidV dev mpEmeL va, ypnoiponoeital oe {ma nikiog
pkpdoTEPNS TNG LG £fOOUAdOG.

4.4 Ewwkéc mpogidomon)oels Yo kabe gidog Ldov

H Bepomeia tov poéoywv pe Loxicom, 20 Aentd mpv amd TV 0mToKEPUTOOT, LELDVEL TOV
peteyyepnTikd movo. H yopiynon tov Loxicom udvov dev emttuyydvel TAnpn avokodeion omd tov
VO KATA TNV XEPOLPYIKN emépPoaot tng amokepdtmongc. ['a v emnitevén avaxkodeiong amd tov
VO KOTA TN XEWPOLPYIKN emEUPaot, amanteitar 1) GUYXOPYNON LE KATAAANAO OVAAYTIKO.

4.5 Idwitepeg TpouAAEELS KOTA TN YPrioN

Idwitepec mpo@uAdEels katd tn ypnon o {ha

Edv SomotmBovv avemBounteg evépyeies, Oa npémel va dtokontetor 1 Oepaneia ko va {nteitor n
cupfovAn KTvidTpov.

No amopebyetol 1 yprion o€ cofapd aPLOUTOUEVO, VTOYKUUIKE, 1) VTOTOCIKA (D0 6T 0ol
OTOLTEITOL TOPEVTEPIKT] ATTOKOTAGTACT] TV VYPAV, O10TL VILAPYEL EVOEYOUEVOG Kivouvog To&ikwong.
g TePINTMOOT AVETOPKOVS AVAKOVPIoNG 0o TOV TOVO, OTAV Ypnotponoteital ot Oepaneio Tov
KOAIKOD T®V TRV, O TPEMEL va YIVETOL TPOCEKTIKT EXAVEKTIUNGN TG O1AyVOGNC, KaOMG anTtd
umopel va amoteLéoel EVOEIEn Yo avAyKn XEWPOVPYIKNG ETEUPAONC.

Idwitepec mpo@LAGEELS TOL TPEmel vo. Aapdvovial amd To GTOLO TOV YOPNYEL TO QUPLOKEVTIKO

TPoiov oe Lda

Toyaio avtoéveon pe To TPOIGV TOL ATOLOV OV YOPNYEL TO GKEVAGHO TOOVOV VO TPOKAAEGEL TOVO.
Atopo pe damotouévn vrepevaicincio oe Mn Ztepoeldn] Avtipieyuovaon Dapuoko (MZAD),
TPETEL VO ATOPEVYOLV TNV EXAPT] LE TO KINVIATPIKO POPUOKEVTIKO TPOTOV.

e TePINTOOT TLUYAING AVTOEVEST] LE TN PEAOVA TNG GUPLYYAG TTOL TEPLEYEL TO PAPLLOKO, VO
avalnmoete auéomg atpikn fondeta kot va emdei&ete 6TOV 1TPO TO GOAAO 00T YLDV YPHONEC T} TV
ETIKETO TOV QAPLLAKOV.

4.6 AvemOounteg evépyeieg (ovvoTNTO KoL 6ofapiTnTa)

Y10 foogldn, mapatnpninke povo Eva eAampv mapodikod oidnua oto onueio g éveong Petd omd
VIOdOPLA YOPN YN oM O€ T0G00TO LIKPOTEPO TOL 10% TV PooeddV TOVL LITOPANONKAY GE KAVIKES
UEAETEG.

210 GAoya, pmopel va topatnpn el Tapodikd oidnua 6to onpeio g EVESTG, TO OO0 ATOSPALEL
yopic kapio exéupaon.

g TOAD OTAVIEG TEPIMTMOCELG, UTOPEL VO EMGVUPOVV aVOPLAOKTIKES OVTIOPACELS Kal Ba TpEmel va
OVTIHETOMILOVTOL CUUTTOUOTIKA.

H ocvyvomto tov avemBountov evepysidv Kabopiletal og axolovbwng:

- oA cuyvn (meprocodtepo amd 1 ota 10 (oo Tapovctalovy avemBOUNTEG EVEPYEIEG KOTA TN

duapkela g Oepamneiog)

- ovyvn (Tep1ocotepo amd 1 aidd Atydtepo amd 10 {da ota 100 vid Bepomeio (da)

- un ovvnBopévn (tepiocotepo amd 1 addd Atydtepo amd 10 {da ota 1000 vd Bepaneio {oa)
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- onavia (mepiocotepo amd 1 aiid Aryotepo amd 10 {da ota 10.000 vd Bepancio (o)
- oAb omavia (Atydtepo amd 1 ata 10.000 vid Bepoameio {oa)

4.7 Xpnon katd v KOON, T Yarovyia 1] THV OOTOKiA

Boog1o1] ko yoipor: Mmopei va ypnoyomoinfet katd t dtdpkela Tng KNGNS Kot TG YOAoLyiog.
Aloya: Na pn ypnotponoleitol e £YKveg 1 Yorovyovoeg popPddec.

BA\éme eniong xepdiato. 4.3.
4.8 AlMremopdosig pe GALe QOPRUKEVTIKG TPOTOVTO KO GAAES POPPES aAANAETIOpOONG

Na pn yopnyeital tavtdypova [Le YAVKOKOPTIKOGTEPOELDY], AL LN-GTEPOELDT) AVTIPAEYLOVMOT
QAPLOKA 1] LE OVTUTNKTIKOVG TOPEyOVTEG.

4.9 Aocoloyio kKol TpéTOg YOopYNOoNS

Boogwon:

E@dmoag vrodopio 1 evéopréPia Eveon ot d6on tov 0,5 mg pero&ikaung/kg copatikod Bapovg
(dnA. 2,5 ml/100 kg copotikod Bépovg) o€ cuvdLOCHO pe TNV KATOAANAN avTiplotiky Ogpomeio 1 pe
NV 04 T0L 6TONATOG eVVdATIKN Bepaneia. O CLVIGTOWUEVOG LEYIGTOS OYKOG IOV TIPEMEL VO
yopnyeitol o€ £va pdvo onpeio g éveong sivan 10 ml,

Xoipou:

Epdmag evdopvikn éveon otn 86om tov 0,4 mg uelo&ikdung/kg copatikod Bapovg (dni. 2,0
ml/100kg copatikod Bapovg), oe cuvdLOGUO pe TV KOTAAANAN avtiflotiky Ogponeia. Eqv
amoteital, pmopel va yivet pia dgvtepn yoprynon pero&ucaung, Hetd amod 24 dpeg. O GUVIGTOUEVOS
UEYIOTOG OYKOC TOL  TPETEL VOL YOPMYEiTOL 6€ éva, povo onueio g Eveong givar 2 ml.

Aloya:

Epdana& evooeréPia éveon o d6om tov 0,6 mg pero&ikaung / Kg copatikod Bapovg (dnA. 3,0 ml/100
kg copatikod Bapoug).

[Mo gprion oV aVTIPHETOTION TG PAEYHOVIG KOl TV ovaKOOPLoT ToL TOVOL o8 0&eieg Kot povieg
LLOCKEAETIKEG BN GELS, TNV KATAAANAN Bepameia and T0 GTOUN TOL TEPLEYEL LEAOELKALT, TOV
YOPNYOUVTUL COUPOVO UE TIG GVOTAGELG TNE ETIKETAS, UTOPEL VO, XPNGILOTONOEL Y10, T GUVEYLET TG
Oepamneiog.

ATOQEVYETE TNV E1IG0YOYT LOAVVONG KATA TN XPNON.

No unv vrepPaivet ta 50 tpumiuota avé elaAioo. Eqv aratrtodbvral teptocdtepa omd 50, va
xpnoyomoindet 181k PeAdva AvTAnong.

410 Ynagpoocoroyio (CUUTTONATO, RETPU UVTIUETOTLONG, AVTIOOTA), EGV Eivan amapaitnTa
Y mepintoon vepdocoroyiog, Oa mpémet va xopnynOel cvuntopatikny Bepaneia.

411  Xpovog(or) avopovig

Boosg1on: Kpéoag kot edddyrot wotoi : 15 nuépeg I'dha: 5 nuépeg

Xoipou: Kpéag kat edmdipot 1070t : 5 nuépeg

Ahoya: Kpéog kot €dcddyLot 1otoi : 5 nuépeg

Agv gmrpénetal 1 ypnon o€ dAoyo To 0moio TOPAYoLY YA Y10 AvOPOTIVY KATAVAAWDOT) .
5. DOAPMAKOAOI'IKEX IAIOTHTEX
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Doppokobepamev Tk opdda: AVTIPASYLOV®OT KOl AVTIPPEVIATIKE TPOIOVTA, LT GTEPOELON

(oCukdpec)
kodwog ATCvet : QMO1ACO06

5.1 D oppoKodSVVUPIKES 1O16TNTES

H pero&ucdpn, eivon éva Mn-Xtepogidés, Avtipieypovandeg @dppaxo (MEAD), g opddag g
o&udung, To omoio dpa AVAGTEALOVTAG TNV GOVOEST] TNG TPOSTAYAAVIIVIG, ACKOVTAG KAT OVTO TOV
TPOTO, OVTLPAEYLOVDON, OVTIEEWOPOUOTIKY], AVOAYTTIKT KOl AVTITVPETIKY OpdoT). Meldvel T d1qdnon
TOV AEVKOKVTTAP®V GTO QAEYUAIVOVTO 10TO. X€ UIKPOTEPT] £KTACT, AVOOGTEALEL ETIONG TNV 0ntd TO
KoAAayOvo mpokadoLuevn cuvdBpoion Bpopporvttapmy. H perolikdun éxetl emiong avrti-evootolucég
WwotnTeS Yroti Exet amoderyBel 6tL avaotéAdel TNV Tapaywyn s Opopuposivng B LM omoia mapnyon

netd amd yoprynon evdoto&ivng E. coli og pooyovg, yohoktorapaywyés ayehddeg kot xoipovg.
5.2 D opPoKOKIVITIKA 6TOLYELD

Amoppoenon
Metd amd epdma vrodopio yopynon 0,5 mg uero&ucdpunc/kg emtuyydvetor HEYIGTN GLYKEVIPOGN
(Cmax) 2,1 pg/ml o 2,7 pg/ml uetd and 7,7 dpeg Ko 4 dpeg ota veapd Boogld Kot oTig

YOAOKTOTOPOY®YEG OYEAADEC OVTIGTOLYO.
210Vg Yoipovg, Hetd amd evdopvikn yopnynon tov 0,4 mg uelo&ikdung/kg, emtuyydvetat uéylot
OLYKEVIPMON (Cmax) 1,9 pg/ml petd and 1 dpo.

Kotavopn

[leprocdtepo amd 98 % g nelo&ikdpng cuvogeTal Le TIG TPMTEIVEG TOV TAACHOTOS. Y YNAOTEPES
TIUEG GUYKEVTPOOTNG TNG MEAOEIKAUNG, TOPATNPOVVTOL GTO NTTOP KoL TOVG VEPPOVC. ZVYKPITIKA
YOUNAOTEPEG GLYKEVIPDGELS OVIXVEDOVTOL GTOVS CKEAETIKOVE VG KO GTO MTMON 10T0.

Mertafolopog

H pero&ikdun avevpicketor kupiog 610 mAGoUa. XT0 fO0ELON, 1| LEAOEIKAWUT, OTEKKPIVETAL KVUPIMG
LEC® TOL YOAOKTOG KOl TNG XOANS, EVA TO OVPO TEPLEXOVY LOVO TYVT] OO TO apyLKO TPOTOV. ZTOLG
YO1pOVGC, 1 YOAN KO TO OVPO, TEPLEXOLY LOVO TxvN oo To apykd Tpoidv. H pelo&uchpn
petaforileton og OAKOOAN, GE TOPAY®YO 0EEOC, KOL GE PEPTKOVG TTOAIKOVG peTaforiteg. OAotL ot
KOprot petaforiteg anodetytnray QapuokoAoyikds avevepyol. O petaforiopds ota Ghoya, dev Exel
depevvnOet.

Amopdxpovon
O ypovog nuiceag Cong g pelolikdung etvar 26 dpeg xat 17,5 dpec, petd and vnodopia £veon ot
veapd Poogldn Kot 6TIS YOAOKTOTOPOY®YEG AYEAADES, AVTIGTOLY .

210V Yoipovg, HeTd amd evoolvikn yopnynon, n Héomn nuimepiodog Lmng eivar mepinov 2,5 dpec.

Y10 GAoya, HETA amd EVOOPAEPLO EvenT), N LEAOEIKAT OITOLLOKPVVETOL LE TEALKO ¥PpOVO Muicelag (mng
8,5 dpeg.

To 50 %, mepimov, Tng xopnyovuevN g 600MG ATOPALETOL LE TO OVPN KOL T) EVUTOUEVOLGO TOGOTITA. LLE
T KOTPOVOL.

6. OAPMAKEYTIKA XTOIXEIA

6.1 Koataloyog ekdéymv
- Ethanol
- Poloxamer 188
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- Macrogol 300

- Glycine

- Sodium chloride

- Sodium hydroxide
- Hydrochloric acid

- Meglumine

- Water for injection

6.2 Kvpreg aovpparotnreg

AOY®D EMAeyMG LEAETMV GLUPATOTNTOG TO TTPOLOV OEV TPEMEL VAL AVAUELYVOETOL Pl GALO KTNVIOTPLKO
QApLOKO

6.3 Arvapkero Lomng

Algpreia {ONG TOL KTNVIOTPIKOD QAPUAKELTIKOD TPOIOVTOC GOLPMOVA LE T1 GVOKELOGTN TOANONC: 3
ém
Avdpxela {ong petd To TPOTO AvOLyUa TG OTOLXEUWO0VG GVoKELAGTNG: 28 MUEPEC.

6.4 Idwitepeg mpoUAAEELS KaTA TN @OAAEN TOV TTPOTOGVTOG
Agv vdpyovv 1d1kég 0dNyieg S1aTPNONG Y10 AVTO TO KINVIATPIKO POPUAKEVTIKO TPOTOV
6.5 ®Yo1 Kot 6OvOgoT TNG OTOLYELDOOVS CVOKEVAGING

Kovti amd yaptovi pue 1 1 12 dypopo(a) yoaiwvo(a) eraridto(a), mov mepiéyet o kabéva 30, 50 1 100
ml.

Kovrti amd yaptovi pe 1, 6 1§ 12 dypopo(a) yodrwvo(a) eroridio(a), mov nepiéyet to kabéva 250 ml.
Kd&0e prorido, kieivetar pe 6TOUI0 00 KOOVTGOUK KOl EVOL GOPUYICUEVO LE KAAVUUO OO
aAovpivio.

Mmropet va, unv KuKAOQOpoLV OAEG Ol GUGKEVAGIEC.

6.6 Ewwkéc mpo@urders amdppuyng evog ypnoomotn0£vTos KTNVINTPLKOD QOPUUIKEVTIKOD
POIOVTOG 1] GALOV VAKOV TOV TPOEPYOVTAL UTTO T1] YP1)G1) TOL TPOIOVTOGS, AV VITAPYOVY

Kd&0e un ypnopomombév ktnviatpikd QoprokenTikd Tpoiov 1 un xpnoiorot0évra vroleippotd
TOV TPETEL VO, ATOPPITTOVTOL COUPOVO UE TIG 1GYXVOVGES EOVIKEG OmUNTAGELS.

1. KATOXOX AAEIAX KYKAO®OPIAX

Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan

Ireland

8. APIOMOX(OI) 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
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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 EI'KPIXHX/ANANEQYXHX THX AAEIAX

Hpepopnvia 1™ éykpiong: 10/02/2009
Huepounvia tedevtaiog avavémong: 23/01/2019

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Agntopepelc TANpoPopies Yo T0 €V AOY® KTNVINTPIKO PAPLOKEVLTIKO TPpoiov dtatifevton otov
dktvakod tomo tov Evpomaikod Opyaviopod @apudkov http://www.ema.europa.eu/

AITAT'OPEYZH IIQAHXHX, AIAGEXHX KAI/H XPHXHX

Agv 1oy0eL.
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1.  ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX
Loxicom 1mg pacodpeva d1okia Yo GKOAOVG

Loxicom 2,5 mg pacodpeva diokia yio okOAovg

2. MOXOTIKH KAI ITOIOTIKH XYNOEXH

Kd&0e pacmopevo diokio mepiéyet:

Apactiki Ovoia:

Meloxicam 1mg

Meloxicam 2,5mg

I' BAL. tov mApn Katdhoyo ekdOy@V 610 KeEPAAaLo 6.1.

3. ®APMAKOTEXNIKH MOP®H

Mooduevo diokio.

Avoytol KopE YPOIOTOS WOEWES OUPiKVPTO O1oKi0 He eYXapatn omd TNV UIPOCTIVI] TAELPA KOl
eninedo amd TV AN TAELPA

Ta diokia pmopovv va 6Tacovy 6e dVo ica od.

4. KAINIKA XTOIXEIA

4.1. Eiom {oov

Yxvhot

4.2 Ogpangvtikéc evdciEerg mpoodropilovrag Ta £idn LO®V

AvoKoOOIoT TNG PAEYLOVIG KOl TOL TOVOL o€ 0&gleg kol YpOVIEC LVOCKEAETIKEG O10TAPOYEG OF
OKVAO.

4.3  Avrevdsieg

Noa un ypnoonoteital o€ €ykva, 1 yadovyovvto (oo .

Noa un ypnowponoteitarl o€ (OO Ue YOOTPEVTEPIKES dLOTOPAYES OTMS EPEOIGLO KoL opoppayia,
UEWMUEVT] NTATIKN, KOPOL0KN 1 VEPPIKT AELTOVPYIO KOL UOPPOYIKES OLUTAPAYES..

Na pn gpnowonoteitan 6e okbdAoVg NAkiag pikpdTepng TV 6 EfSopddwV Kat Bapovg Aryotepo amd
4kg.

No un yp1oLOToLEITAL GE TEPMTMOGELG VITEPELUIGONGIOG 6T OPACTIKY 0VGi0, 1 6 KATO10 ATd TA,
éicdoyaL.

4.4  Eidwkég mpoetdomon)oels 1o kade gidog {dov

Kapia.

45 Ewwkég Tpouragelg yia ) (pron

Ewwéc tpogurdéeic yio tn yphon oto {oo,
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Amopuyete T ypnon o€ kABe apLIATMEVO, VTOYKOKO 1] VITOTAGIKO (HOo, AOY® TOL OTL VTLAPYEL EV
duvapel o Kivouvog veQpikng To&KOTTag.

AVTO TO KTNVIATPIKO POPUAKEVTIKO TPOTIOV Y10 GKOAOLG deV TPETEL VAL YPNGLOTOLEITOL GE YATES AOY®
TOV OTL dgv givort KOTAAANAO Yo xprion o€ awtd 10 €idoc. [ T1g yateg, Ba mpémet va ypnolponoteiton
to Loxicom 0,5 mg/ml didlvpa yio xprion and 1o 6TOU0 Yo YATES.

Ewdwcéc mpopuAdéeic mov mpénetl va Aaufdavovtor amd 10 GToLo TOV YOPNYEL TO QUPUOKELTIKO TPOTOV

ota {oa

Atopa pe yvooti vrepevoicOnocio og pUn otepoedn avtipieypovmodr edpuoke (MEAD) Ba mpénet va
OTOPEVYOLV TNV EXAPT LE TO KINVIOTPIKO QUPLAKEVTIKO TPOIOV.

Ye mepintmon KaTdmoong and atvynua, (NTMoTe Apéoms TPtk cLUPOVAR Kot dgi&te TO PUALOD
ooMyLdV N TNV ETIKETO GTOV Y1 TPO.

4.6 AvemBopunteg evépysieg ( ovyvoTNTA KOl GOPapoTNTX)

Tomiég avemBounteg evépyeieg twov MEAD dnwg avopedia, LETO, S1APPOLA, ALLOPPAYIKA KOTPAVAL ,
amadelo Kol VEQPIKN avemdpKeLo £X0VV avapepBel TEPIGTAGIOKA. L€ TOAD CTAVIEG TEPUTTOGELS £YOVV
avapepOel alpoppayikn S1appola, OLLATEUEST), YAGTPEVTEPIKT e&€AKmon kot ovénuéva enineda
NTATIKOV ViUV,

AVTEG o1 avemBuuNTeg EVEPYELES TAPOTNPOVVTAL YEVIKA TNV TTpdTN €fdoudda g Bepameiog Kot oTig
TEPLOCOTEPEG MEPIMTMGELG ELVOUL TAPOSIKEG KO TOPEPYOVTAL LETE TOV TEPLOTIGUO TNG Bepoameiog oALd
o€ TMOAD OTAVIEG TEPMTMGELS Pmopel va gival coPapég 1 Bavatneopes.

Edv mapatnpnBovv avembounteg evépyetec, n Oepaneio Oa mpémel va dtoukontetan kot Oa pémet va
{nreitan KTNVIATPIKT GLUPOVAN.

H cvyvomta tov avemBountov evepyeidv kabopiletor mg akorovbwng:

- oAb cuyvn (eprocdtepo amod 1 ota 10 (do mapovstalovy avemBOUNTEG EVEPYEIEG KOTA TN
dupkela g Bepameiog)

- ovyvn| (Teplocdtepo amd 1 aidd Atydtepo amd 10 {da ota 100 vrd Bepoaneio {oa)

- un cvvnOeuévn (teplocotepo and 1 aAAd Ayotepo and 10 {da ota 1000 vad Oeponcio (da)
- ondvia (meplocotepo and 1 ahid Atydtepo amd 10 {da ota 10.000 vrd Bepaneio {Hor)

- ToAY omdvia (Atydtepo amod 1 ota 10.000 vid Bepomeio {oa)

4.7 Xpnon Katd TNV Kinon, yerlovyic 1 @otokia.

H acpdeio tov ktnviaTpikod QopUOKEVTIKOD TPOTOVTOC deV £YEL AmodeLyTEL KOTA TN SIUPKELN TNG
KOMong Kot yarovyiog (deite tnv mopdypoeo 4.3).

4.8 Allemopdosic pe GALo QUPUIUKEVTIKA TPOIOVTO Ko GAheg popPEic ahiniemiopaocnc

Ala MEAD, d100pNTIKA, AVTITNKTIKA, GUIVOYAVKOGIOES, avTIBloTIKG Kol 0VGiec pe peydio Padud
oLVOEDNG LE TIG TPOTEIVEG Umopel va avtaywvilovtatl yio T cOVIEST Kol £TGL 031YOUV G ToEIKd
OmOTELECUATA. AVTO TO KTNVIATPIKO QOPUAKEVTIKO TPOidV dev Oa Tpémel va yopnyeital amd Koo
ue Ao MEZA®D 1 YAUKOKOPTIKOGTEPOTON.

[Iponyovuevn aymyn He avILPAEYLOVAOOELG 0VGieg umopel vo Exel o¢ amotéleca Tpocheta N
avénuéva avemBouNTo OTOTEAECUATO, KO Lo TEPiod0g eAeDBEPT amd Oy@YN LE KUTOI0 KTNVIOTPIKO
QOPLOKEVTIKO TTPoidV B mpémet va, Exel tnpnOel to Ayotepo Yo 24 dpeg Tpv TV Evopén g aywoyng.
Kotd v ehevbepn mepiodo amd aymyn, 0o mpénet va AneBody vadyn ol popUOKOAOYIKES IO1OTNTES
TV TPOTOVI®V OV YPTGLLOTOMONKOV TPONYOUUEVACG .

4.9 Aocoloyio kol TpOTOG YOPNYNONS
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Xpnomn amd 10 GTOUA.

Apyikn ayoyn pe povadikn d6on 0,2 mg pero&icaung/kg o.p. v mpdm nuépa, 1 omoia pmwopet va
xopnyn et amd 1oV 6TOHTOC 1| EVOAMOKTIKG pE TN pnon pero&ikaung 5 mg / ml evéoyov
LAV LLOTOG Y10 GKOAOVG Kot YOLTES.

H Bepancia Ba mpénet va cuveyiletan amag nuepnoimg pe yopnynon amod to otopa ( pe 24wmpa
HEGOdOOTAROTO) pE d0on cuvtipnong Tav 0.1 mg pelo&icapng/kg o.p.

Kabe pacopevn tapmdiéta mepiéyel 1 mg 1 2.5 mg pelo&ikdung, to omoia avIieToryovv 6Ty
KoOnuepwv d6om cvvtRpnong Yo £vo 6KVAL copatikod Bapovg 10 kg, 1 éva okvAl copotikod
Bapovg 25 kg , avticTotyo.

Kd&0e pacopevn tapmiéto uropei va 6Tdoel 6tn HECT Yoo TNV akpiPn xop1ynomn g 6661g GOUPOVA
Le 10 couatiko Bapog Tov okvAov. Ot taumiéteg pmopovv va xopnynbobdv pe 1 xopig tpoen, ival
OPOUATIKEG KOl TO TEPLGGOTEPQ GKVALA TaL AapPdvouy eBglodoia.

Yx€610 006GEWMV Yo TN dOGT GLVTHPNONG:

Yopatikd Bapog (Kg) ApOuodc paoduevov ApOuédc pacouevov mg/kg
dokiowv 1 mg dokiwv 2.5 mg

4.0-7.0 Yo 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

Mmropei vo, AN@Oel VT’ oYLV TO EVOEYOUEVO YPNONG EVOLOPTUATOG LEAOEIKAUNG Y10l YOPTYNON OO TO
GTOL, Y100 TOL GKLALA, Yo it aKPPBESTEPT] YOPNYNOoN TNG SOONG. ZVUGTIVETAL T YPNOT EVOG
EVOLMPTLATOC Y10, XOPTYNON O7TO TO GTOWO, Y10 T0, GKVALA 1oV {uyilovv Aydtepo omd 4 Kg.

KMvikn avtamdkpion tapatnpeital og 3-4 nuépeg. H Oepoaneio Oa mpénet vo, diaxomel petd amd 10
Nuépeg eav dev mapatnpndet Kapio Khvikn Bertioon.

INo vo BePardoete v 6ot d060A0Yi0 B0l TPETEL VOL VTOAOYIGETE TO COUATIKO BAPOC ETUKPBMG
MOTE VO, ATOPVYETE TNV VTOO0GOAOYIN 1) TNV VIEPSOGOAOYIA.

410 Ymepdoocolroyio ( GOUTTONATO, EMELYOVOES HLOIIKAGIES, OVTIOOTA), EAV Elvan avayKaio
XV mepintmon vaepdocoroyiag, Oa mpémel va apyilel countopatiky Bepaneio.
4.11 Xpovog Avapovig

Agev amatteitort.

5. DAPMAKOAOTI'IKEX IAIOTHTEX

DdoappokobepamenTiky opuddo: AVIIPAEYLOVOON KOl AVTIPPEVUATIKG TPOIOVTA, [T] GTEPOELON
(o&uchipeg ).

ATCvet code: QMO01AC06

51 ®appoxodvvapikég [d16TNTES
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H pero&ukdun etvorn éva pn otepoeldég avtipAeypovadeg eappoko (MEAD) g tadéng Tov 0&IKaumY
TO 07010 JPU LE OVAIGTOAT TNG GVVOEST|G TNG TPOCSTAYANIIVIG OIGKOVTOS OVTUPAEYHOVAOI,
OVOAYNTIKN, OVTI-EEOPMOUATIKT KO AVIITLPETIKY EMIOpacT). Meldvel tnv dudnon tov
AgvkokVTTApV 6TOV PAeyHaivovta 16td. Ze évav eAdyioto Pabuod avactéAdel emiong v
TPOKOAOVUEVT 0TT0 KOAAAYOVO Guccmpevon Bpoppokvttdpov. Meréteg in Vitro kot in vivo
amodeKVOOLV 0Tt 1 pelo&kaun avaotélrel TV kKukAoo&uyevion-2 (COX-2) og éva peyaldtepo
Babpo amd v kukhoo&uyevaon-1 (COX-1)

5.2 ®appoxoxivnTikég I616TNTES

Amoppoonon

H Meho&ikaun amoppo@dtot TANP®G LETA TNV XOPNYNOT EVO 1 HEYIOTH GUYKEVIPWOOT| GTO TAGGLLN
napatnpeiton petd and nepimov 4,5 dpeg. Epdoov to {mo eivan taicpévo , 1 amoppdenomn pmopel
ehappag va kabvotepnoet. Otav to Tpoidv YpNCLUOTOLEITOL COUE®VA LE TI GUVIGTMOUEVT] OOGOAOYIKY|
YY", ETLTLYXAVOVTOL OTOOEPEC GLYKEVTPMGELS HEAOEIKAUNG 6TO TAGGHO TN dEVTEPT NUEPA TNG
Oepamneiog .

Kotavoun

Y7rapyet pio ypoppkn oyéon LETaéd Tng xopnyovUevnc d00MG KOl TG GLYKEVTPMGNG GTO TAGGLLN
Tov apatnpeitar oto Oplo Bepanevutikng doonc. Ilepimov 97 % tng pero&ikapng cuvdéeton Le TIC
TPOTEIVEG TOL TAAGpaToC. O dyKkog katovoung givat 0,3 1/kg.

MetofoMopog

H pero&cdpn kopimg Bpioketol 6To TAACLO Kot OTEKKPIVETOL LLE TN YOAT VD OVTIBETMG TO OVPO
TEPIEYEL LOVO Tyvn amd v apyikn Evaoon. H pedolukdun petafoiriletorl oe pio alikodAn, éva
Tapdywyo 0&£0g Kol o€ dLAPoPovS TOAKOVE peTaforiteg. Olot ot onpavtikol petoforiteg paivetan
va glvat avevepyol QapUOKOAOYIKAL.

Amofoin
H pero&uchun €xet xpovo nuicetag Lomg 24 mpec. Iepimov 75 % g xopnyovpevns d6ong
OTOPAAAETOL LECH TMOV KOTPAVOV KOt 1] VTOAOITN LEG® TOL 0VPOV.

6. OAPMAKEYTIKA XTOIXEIA

6.1 Aiota koo ®V

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 Kopieg aocvppototnteg
AKopia yvoot.
6.3  Awgpkero Long
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Algpketo {oNE TOL KTIVIOTPIKOD QUPHOKEVTIKOD TPOIOVTOC OTMC GVOKEVALETAL TPOC TAOANGT: 18
pnveg. _

Kabe aypnoyomointo piod dickio Ba mpémet vo puidoceton oto avolytd blister kat va amobnkedetan
ém¢ 24 dpec.

6.4 Ewwkég mpopuiaters Yo v amrodikevon

No punv anobnkevetal avo tov 25°C.
No puAdoceTal 6TV OPYIKT] GLGKELAGIO Y10, VO TPOGTATEVETOL OO TO PG,

6.5 ®von Kol 6VETUTIKGE TG GPEGTS GVOKEVUGIUG.

Kvtio pe kaptéheg dwapaveic tov 10 diokiov avd kaptéha mov anotedeiton amd @oio PVC/PVDC kau
emKdAvYN pe eOALO aAovpviov oe kovTid Tov eptéyovv 10, 20, 100 1} 500 Tapmiéteg

6.6 Edkég mpo@uiaters Yo TV amwoéppLyn Tov ayp1GILHLOTOINTOV KTVIUTPIKOD
QUPUIKEVTIKOV TTPOIOVTOGS 1] AAL®V VAIK®OV TOVL TPOEPYOVTAL U6 TN (P11 TOV TPOIOVTOG

Kd&0e aypnoyonointo Ktnviatpikd QopuUaKeLTIKO TPOIoV 1 GALS, VAIKE TOV TpoépyovTal omd
YPNOM TOL TPOIOVTOC B0l TPETEL VO AmOPPITTOVTOL COUP®VA LE TNV 1oYLOVGO 0vikn vopobesia

7. KATOXOX THX AAEIAY KYKAO®OPIAX

Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan

Ireland

8. APIOMOX THX AAEJAY KYKAO®OPIAX

Loxicom 1mg posodpeve. diokia yio 6kOLovG
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 diokia

Loxicom 2,5 mg pacdpeva diokia yio 6kOLovg

EU/2/08/090/023 — 1 x 10 diokio

EU/2/08/090/024 — 2 x 10 diokia

EU/2/08/090/025 — 10 x 10 diokia

EU/2/08/090/026 — 50 x 10 diokia

9. HMEPOMHNIA THX IPQTHY EI'KPIZHYX /ANANEQYXHY THX AAEIAX
Huepounvio tpmtng £ykpiong: 10/02/2009

Huepounvio avavémong éykpiong: 23/01/2019

10. HMEPOMHNIA ANAGEQPHXH TOY KEIMENOY
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Aentopepeic TAnpoPopiec 1o T0 £V AOY® KTNVIATPIKO QOPHAKEVLTIKO TPOToOV dlaTiBevTal 6Tov
dktvako tomo tov Evpomaikod Opyaviopod @apudkov http://www.ema.europa.eu/

AITAT'OPEYZH IIQAHXHX , AIAGEXHX KAI /H XPHXHX

Agv amoteitot.
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1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Loxicom 50mg/g ctopatikn Tdoto. yio Ghoyo

2. MNOIOTIKH KAI MIOXOTIKH XYNOEXH
"Eva ypappdpio mepiéyet:

ApPUGTIKO GVOTUTIKO:
Meho&ucapn 50 mg

"Exdoya:
Benzyl Alcohol 10 mg

BA. tov mApn katdAoyo ekdoywv oto Kepaioio 6.1.

3. OPAPMAKOTEXNIKH MOP®H

2TOHOTIKT TAGTA.

Ymokitpivr OUO0YEVIHG TAGTA

4. KAINIKA XTOIXEIA

4.1 Eion {oov

Aloya

4.2 OepanevTikég evoeiters mpocoropilovtag Ta gion Lowv

Kotoampdoven e eAeyovig Kol avaKouPLoT| TOV TOVOL, T0G0 6g 0&eieg OG0 Kol GE YPOVIES
LVOCKEAETIKES Ol0TaPAYES GE AAOYOL.

4.3 Avtevoegigelg

Na pun ypnoonoteitol og £YKVeg 1| o€ KatdoTaor yolovyiog eopPades.

No un xpnoonoleitol 6 GAOYN TO OTOI0 TAGYOLVY GO YUOTTPEVTEPIKES SLOTAPAYEC OTIMS, EPEOIGUOG
KoL opopporyic, LELWUEVN NTOTIKT, KAPOLOKN 1) VEQPIKT AEITOVPYIO KO GLULOPPOYIKES SLUTOPOAYEC.
Na pn gpnowonoteitan o€ mepintmon vrepevarcinoiog ot SPACTIKY 0VGia 1 6 KATO0 Amd TaL
éicdoyaL.

No un gpnoonoteitorl 6€ aGhoyo nikiog pikpotepng Tv 6 BOOUAd®V.

4.4 Ed1kég mpogidomonjoeig Yo ka0e €idog {dov

Kapia.

4.5 Idwitepeg TpoPLAAEELS KOTA TN YPrioN

Idwaitepec mpo@uAGEELS KaTd TN Ypnon o {ha

No amopebyetal n ¥pon o€ OAL TO PLVIATOUEVA, VITOYKALUIKY, 1 VToTAGIKE, (Mo, 10Tl VTTAPYEL
EVOEYOUEVOG KivOuVvog TOEIKMONG TV VEQPOV.
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Mnv vrepPaivete T cuvicTdueVT 0050 0Yia 1] TN ddpketla Bepameiog Adym e mhovoTNTAG
cofapmv avemBountwv evepysimv. BAéne kepdiato 4.10.

Idwitepec mpourdéeic mov mpénel vo AouBdvovtal omtd To ATOUO TOL YOPNYEL TO QOPUOUKEVTIKO

poidv oe Lha

Atopa pe damotopévn vrepevaicincio oe Mn Z1epoetdn Avtipieypovodn Oappoka (MEAD),
TPEMEL VAL OTOPEVYOLV TNV EMAPT LLE TO KTNVIOTPLIKO QAPUOKEVTIKO TPOTOV.

No amoehyeTol 1 ETOEN TOL SEPLOTOS KL TOV LOTIOV e TO Ttpoiov. Edv to mpoidv Epbet Tuyaio ot
EMOQN UE TO dépUa N To PdTio, EEMADVETE AUECHC TO ONUEID ETOPNG LUE VEPO. XE TEPIMTMOT] TOV
TaPOLGLUGTEL EpEBIGHOG KO EUPUEVEL, AvalNTNOTE LOTPIKT] GULPOVAN

Y mepintmon Tuyaiog KoTanoong, va ovalnToeTe apécme 1Tpikn cLUPBOVAT Kat 6gi&te TO POAAOD
ooMYL®V N} TNV ETIKETO GTOV Y1 TPO.

4.6 AvemOounreg evépyseieg (cuyvotnTa ko cofapdtnTa)

e KMVIKEG OOKIUES, TAPOTNPNONKAY LELOVOUEVO TEPIOTATIKA TUTIKMOV AVETIOOUNTOV EVEPYELDY TOV
MXAO® (ghagppd kvidwon, didppota). Ta copntdpata avtd, NTay avaoTpéyipa. Xovinbng, Helmon g
OLYKEVTP®ONG Asvkmpotiving (aAPovpivng) oto aipo Ba cvuPel kotd ™ Sdpkeln ™G TEPLOSOL
Oepamneiog (Léxpt 14 nuépeg). Xe TOAD OTAVIEG TEPMTMOGELS EYOVV avopephel ammAelo g opeéne,
MBapyog, KOMOKO GAyog Kot KOAITION. Xg MOAD OMAVIEG MEPIMTAOCEL;, UTOPEl Vo ETGLUPOLV
OVOPUAOKTIKEG OVTIOPAGELS, Ol OTOIEG EVOEYETAL VoL lvar GoPapés (evieyouévamg kat Bavatnedpeg) Kot
0o Tpémel va avTiueTOmIoVToL GLUTTOUOTIKA.

Edv dwmotwbodv avemBounteg evépyeieg, Bo mpémel va dwakontetor n Bepomeion Ko va {nrteitan n
oLUPOVAT KTNVIATPOV.

H cvyvomta tov avemBountov evepyeidv kabopiletor og akorovbwng:

- oAb cuyvn (eprocdtepo amod 1 oto 10 (oo Tapovctalovy avemBOUNTEG EVEPYEIEG KOTA TN

dupketa g Bepamneiog)

- ovyvn (Tep1ocotePo amd 1 aAld Arydtepo amo 10 {da ota 100 vrd Beponcio (da)

- un cvvnOepévn (teplecotepo and 1 oAAd Ayotepo and 10 {da ota 1000 vad eponcio (da)

- omdvia (meplocodtepo and 1 akid Atydtepo amd 10 {da ota 10.000 vrd Bepaneio {dor)

- ToAY omdvia (Atyotepo amd 1 ota 10.000 vrd Bepaneio {da)

4.7 Xpnon katd v KO1oN, T YoAovyio 1] TNV OOTOKix

Epyoompiloxég uehéteg o€ foogion, dev amédsiav v vrapén tepatoyovov, euPpuotoikig
untpwcotoikng opaong. [lapdia avtd, dev vdpyovv dwwbéciua otoryeia yo ta GAoya. ' To Adyo
0vTo, 0EV GLUVIGTATOL 1 ¥PNON G ALTO TO €I00G KOTA TN SIAPKELN TNG KONONG KOl TNG YaAOVYiG.

4.8 AL Aemopacels pe GAho QUPRUKEVTIKG TPOIOVTO KOl AALES HOPPEG AAANAETIOPAOTS

No un yopnyeital TanTOYPOVE |LE YAVKOKOPTIKOGTEPOELDT], GAL UN-GTEPOEIDT AVTIPAEYUOVMOT
KTNVIOTPIKA QAPLOKO 1] LLE OVTITNKTIKOVS TOPEYOVTES.

4.9 Aocoloyia kKo TpéTOg Yopnynong

Xopnyeiote 0,6 mg/kg copotikod Bapovg, epdmaé nuepnoing yia émg 14 nuépseg.

Na yopnyeitat angvbeiog 610 GTOUN TAV® OO TO TOW® PUEPOS TNG YADCCOG KPATMVTAG TO KEPAAL TOV
{dov avaonKouEvo PEXPL TV KOTATOOT).

Mia vodiaipeon g cOpLyyas pe ndota Tpéncet va yopnyeitan ava 50 kg copatikod pdpovg. H

oOptyya el Vo EVOOUATOUEVO TPocapUoyEn Kot £xet o Kg/couatikod Bapovg dafaduon. Kade
ovpryya mapéyel 420 mg pelo&ikdung, to onoio emapkei yio T Ogpomeia 700 Kg cmpotikod Bapoug.
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No armoeebyete TV empdlvven Katd T xpnon.
410 Ynagpoocolroyio (CUUTTONATO, PETPA AVTIUETOTLONG, AVTIOOTA), EAV Eivan amapaitTnTa

O axdAovBeg KAMviég evoei&els (Lepikég amd TG omoieg evogyeTat va givar GoPfapéc) éxovv avapepbel
o€ KAMVIKEG LEAETEG, ETA TN YOPNYT|ON TOL TPOIOVTOG GE VITEPOOGOAOYIN: Papld CLUTEPLPOPU,
Stappota, oidnua, EEAKMGN TOL GTOUATIKOL PAEVVOYOVOL Kot / 1} 6KOVPOL YPDUATOS 0VPaL. X
nepintwon vrepdocoloyiag, Ba mpémel va yopnynbel copntopotiky Oepaneia.

411 Xpoévog avapovig

Kpéag kot edddyot 1otol : 3 nuépeg
Agv gmrpénetal n ypnon o€ {da Ta omoia Tapdyovv YaAa yio avOp®TIVY KATOVAA®GT).

5. OAPMAKOAOI'IKEX IAIOTHTEX

DdappokobepamenTikn opddn: AVIIPAEYLOVMON Kot AVTIPPEVUATIKA TPOIOVTO, LU GTEPOELON

(oCukpec)
kodwkog ATCvet: QMOLAC06

5.1 D oppoKodVVUPIKESG 1O10TNTEG

H pero&ucdpn, eivor éva Mn-Xtepogidés, Avtipieypovandeg @apparxo (MEAD), tng opddag g
o&duNg, To 0moio dpa AVAGTEAALOVTAG TNV GUVOEST] TNG TPOSTAYAUVIIVIG, AGKAVTOG KAT 0VTO TOV
TPOTO, AVTIPAEYUOVDOT, AVTIEEIOPOLOTIKT, OVAAYTTIKT KO OVTITLPETIKY dpacT). Meldvel tn dmbnon
TOV AEVKOKLTTAPMY GTO QAEYUOIVOVTA 10TO. X€ WKPOTEPT] EKTOOT|, AVASTEALEL ETioNg TNV omtd TO
KoAAOyOvo mpokadoLuevn cuvdBpoion Bpopporvttapmy. H perolikdun éxetl emiong avrti-evootoducég
110N TEG YroTi £xel amodelydei 6Tl avaotéAdel TNV Topaymyn e Opoupo&avng B2 n omoia mapryon
uetd amd yoprynon evéotoivng E. coli e pocyovg kot xoipove.

5.2 D oppaKoKIVITIKE GToLYEl0
Amoppdonon

Ortav 10 mpoidv ypnoiLonotEitor COLPOVE [LE TO CLVICTAOUEVO H0GOAOYIKO GYNLLLL, 1] OTTO TOL
oTop0ToG Prodrabecipotnta givar tepinov 98%. O HEYIOTEC GUYKEVIPMOGELG GTO TAAGLAL
emttuyydvovton petd and 2-3 mpeg. O cvvtereotng abpoiotikng dpdong 1,08 vrodnimvel 6tin
peAo&kapn oev €xel aBpoloTikn Spdor OTov YopnyEiTe NUEPNCIMG.

Katavoun
[epimov t0 98 % tng pero&ikapng cuvocetar e TIg TPWTEIVES TOL TAAGHATOS. O OYKOG KATAUVOLNG

etvar 0,12 1/kg.

MetafoMopodg

O peraforopdg etvar morotikd mapOHO10G GTOVG ENVES, GTOVG VAVOSMLOVG XOIPOVE, GTOVG
avOpmdTOoLE, 6TA POOEION KOl GTOLE YOIPOVE OV KOl VITAPYOVY TOGOTIKES d1aPopé. O KuploTEPOL
petaforitec mov avaeépnkay og dha Ta €101 NTOV oL S-udpPo&u- Kut ot S-kapPov-uetaforiteg
Kka0dG kot o1 0EaAvA-peTaPoriteg. O petafolopog ota ahoya, dev Exet depevvndel. Olot ot kvplot
UETAPOAITEG ATOJELYTNKOV POPHOKOAOYIKMDG OLVEVEPYOL.

Amopdipuvon
H pero&ucdpn amopakpovetan pe teAikn nuuepiodo {ong 7,7 opav.

6. OAPMAKEYTIKA XTOIXEIA
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6.1 Katdroyog ekdoymv

Hydroxypropyl Cellulose

- Glycerol

- Xanthan gum

- Apple flavour

- Sorbitol

- Benzyl alcohol

- Saccharin sodium powder
- Purified water

6.2 Kvpies aocopfatotnteg

Agv gival yvoot kapia.

6.3 Aldpxero Long

Awgpxeta {ONG TOL KTNVIOTPIKOD QAPUAKEVLTIKOD TPOIOVTOS GOUPMVA LLE T1) GLCKELAGIO TOANONG:

18 pnveg

Awgpxeta {oNg PeTE TO TPMOTO AVOLYUO, TG OTOLXEIDO0VG cuokevaciog: 28 Nuépec.

6.4 Idwitepeg TPoPLAGEELS KOTA TN PVLAEY TOV TPOTOVTOG

dvAdooete oe Beppokpacio pkpotepn v 30°C

6.5 ®Yo1 Kot 6vOgoT TNG OTOLYELDOOVS CVOKEVAGIAG

[Ipoyepicuéveg cOpLyyeg amd YOUNANG TUKVOTNTOG TOALOIBVAEVIO TTOL TTEpLEYOLY 8,4 g TPoidvVTOog G
KouTLd amod yoptovi Tev 1, 7, 1 14 cvpryydv. Kdbe cupryya Stobétel Eva eVOOUATOUEVO TPOCAPLOYED
Ko pua drafadpuon «kg/copatikod Bapovey, oe vTodiupécelg g Taotag Yo kKabe 50 Kg copatikod
Bapovg.

Mmropet va, unv KuKAOQOPOoLV OAEG Ol GUCKEVAGIES.

6.6 Ewwkéc mpo@urders amdppuyng evog ypnopomotn0£vros KTNVINTPLKOD QUPUUIKEVTIKOD
TIPOIOVTOG 1] GALOV VAKOV TOV TPOEPYOVTAL U0 T1] YP1)C1) TOL TPOIOVTOGS, OV VITAPYOVY

Kda0e un ypnoomombév kenviatpikd oprokenTikd Tpoiov 1 un xpnoiuonom0évra vroieippatd
TOV TPENEL VO, ATOPPITTOVTOL COUPOVA LE TIG 1oYXVOVCES EBVIKES OMANTHOELS.

1. KATOXOX AAEIAX KYKAO®OPIAX

Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan

Ireland

8. APIOMOX(OI) AAETIAYX KYKAO®OPIAX

EU/2/08/090/029 (1 cHpryya)
EU/2/08/090/030 (1 x 7 oOpryyeq)
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EU/2/08/090/031 (1 X 14 ovpiyyeq)

9. HMEPOMHNIA MPQTHXE EI'KPIXHX/ANANEQYXHY THX AAEIAX
Hp. mpodng €yxpiong: 10/02/2009

Hyu. avavéwong: 23/01/2019

10. HMEPOMHNIA ANAGEQPHXHYX TOY KEIMENOY

23/06/2020

Aemtopepeic TANPOoPOpieg Yo TO €V AOYM KTNVIOTPIKO PAPUOKEVLTIKO Tpoiov diatifevtar otov
diktvakod tomo tov Evponaikod Opyovicpod @appdkev hitp://www.ema.europa.eu/.

AITATOPEYXH ITIQAHXHY, AIAGEXHX KAI/H XPHXHX

Agv 1oy0et.
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IMAPAPTHMA I

KATOXOX THX AAEIAYX TAPAT'QI'HE YIIEYOYNOX I'TA THN
AIIEAEYGEPQXH THX ITAPTIAAX

OPOI H IIEPIOPIEMOI THX AAEIAY KYKAO®OPIAY,
XYMIIEPIAAMBANOMENQN TQN ITEPIOPIXMQN IIOY A®OPOYN TH
ATAGEXH KAI TH XPHXH

ENAEIZH TQN ANQTATOQN OPIQN KATAAOIIQN (AOK)
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Loxicom 0,5 mg/ml wécwo evor@pnua yie. oKOVA0VS

A. KATOXOZX(OI) THX AAEIAX TAPATI'QTI'HE, YHHEYO YNOZX(OI) I'TA THN
AITIOAEEMEYZXZH TQN ITAPTIAQN

Enovouia kot d1ievfvvon tov mapoy@yod mov ivor vrenfuvoc yio v omtodEGLEVOT TOV 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

B. OPOI H HEPIOPIEMOI THX AAEIAYX KYKAO®OPIAZL, IIOY A®OPOYN TH
ATAOEXH KAI TH XPHXH

No yopnyeiton LOVOV LE KTNVIOTPIKT GLVTAYT

I. ENAEIZH TQN ANQTATOQN OPIQN KATAAOIIIQN (AOK)

Agv 1oy0et.
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Loxicom 1,5 mg/ml wécwo evor@pnua yie. oKVA0VS

A. KATOXOZX(OI) THX AAEIAX TAPATI'QTI'HE, YHHEYO YNOZX(OI) I'TA THN
AITIOAEEMEYZXZH TQN ITAPTIAQN

Enovouia kot d1ievfvvon tov mapoy@yod mov ivor vrenfuvoc yio v omtodEGLEVOT TOV 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

B. OPOI H HEPIOPIEMOI THX AAEIAYX KYKAO®OPIAZL, IIOY A®OPOYN TH
ATAOEXH KAI TH XPHXH

No yopnyeiton LOVOV LE KTNVIOTPIKT GLVTAYT

I. ENAEIZH TQN ANQTATOQN OPIQN KATAAOIIIQN (AOK)

Agv 1oy0et.
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Loxicom 5 mg/ml gvécuno drdivpa yia okOAOVS KoL YATES,

A. KATOXOZX(OI) THX AAEIAX TAPATI'QTI'HE, YHHEYO YNOZX(OI) I'TA THN
AITIOAEEMEYZXZH TQN ITAPTIAQN

Enovouia kot d1ievfvvon tov mapoy@yod mov ivor vrenfuvoc yio v omtodEGLEVOT TOV 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

B. OPOI H HEPIOPIEMOI THX AAEIAYX KYKAO®OPIAZL, IIOY A®OPOYN TH
ATAOEXH KAI TH XPHXH

No yopnyeiton LOVOV LE KTNVIOTPIKT GLVTAYT

I. ENAEIZH TQN ANQTATOQN OPIQN KATAAOIIIQN (AOK)

Agv 1oy0et.
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Loxicom 0,5 mg/ml wécwo svor@pnua yia YaTee

A. KATOXOZX(OI) THX AAEIAX TAPATI'QTI'HE, YHHEYO YNOZX(OI) I'TA THN
AITIOAEEMEYZXZH TQN ITAPTIAQN

Enovouia kot d1ievfvvon tov mapoy@yod mov ivor vrenfuvoc yio v omtodEGLEVOT TOV 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

B. OPOI H HEPIOPIEMOI THX AAEIAYX KYKAO®OPIAZL, IIOY A®OPOYN TH
ATAOEXH KAI TH XPHXH

No yopnyeiton LOVOV LE KTNVIOTPIKT GLVTAYT

I. ENAEIZH TQN ANQTATOQN OPIQN KATAAOIIIQN (AOK)

Agv 1oy0et.

45



Loxicom 20 mg/ml gvécwo srdivpa yia foogidn, yoipovg ko Groya

A. KATOXOZX(OI) THX AAEIAX TAPATI'QI'HE, YHHEYO YNOZX(OI) I'TA THN

AIIOAEXMEYXH TQN ITAPTIAQN

Enovouia kot d1ievfvvon tov mapoy@yod mov ivor vrenfuvog yio v omtodEGLEVOT TOV 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

B. OPOI H IEPIOPIXMOI THX AAEIJAY KYKAO®OPIAX, IIOY A®OPOYN TH
ATAOEXH KAI TH XPHXH

No yopnyeiton LOVOV LE KTNVIOTPIKT GLVTAYT

I. ENAEIZH TQN ANQTATOQN OPIQN KATAAOIIIQN (AOK)

H pelo&ikapn eivan pia emrpenopevn ovsio 0nmg meptypapetat otov [ivaxa 1 tov [Mapaptipatog tov
Kavoviepot g Evponaikng Enttponnic (EE) apd. 37/2010:

Dappaxoroykds | Koatdrowro- | Eidn Lowv AOK Iotoi- AMhec OgpamevtiKn
dpacTiko(d) delktng oTOYO0L TpoHmodé tagwvounon
oVoTOTIKO(4) GEI

Meho&uchn Melo&ucaun | Booegdn, 20 ng/kg | Mg Kapia AvTipAeyovmoelg

aiyeg, 65 ug/kg | Hrop Kotoopn | mapdyovieg / Mn
yoipot, 65 ug/kg | Negpoi on oTEPOEISELG
KkoviKhot, AVTIPAEYLOVMOELG
TOEON TOPAYo VIES
Booedn, 15 pg/kg | I'dha

Alyeg

Ta. ékdoyo mov avagépovtar 6to €0dplo 6.1 tng ITXII givar gite exttpendOUEVES OVGIEC Y10, TIG OTTOIEC O
[Mivaxoag 1 tov Mapaptpotog tov Kavoviouov g Evporaikng Exttponng (EE) apif. 37/2010
avagépel 0Tt dev amartovvtor AOK, gite Oempovvton 6t1 dev eumintovy 6o 6kond Tov Kavoviepuon
(EE) Ap. 470/2009, 6tav ¥pnoipomolohvtol G€ aVTO TO TPOiodV.
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Loxicom 1mQg noc@ueve. 16Kio yio GKOAOVS

Loxicom 2,5 Mg poc®dueva d1oKia yio oKOA0VS

A. KATOXOX(OI) THX AAEIAX TAPATQI'HYE, YIIEYOYNOX(OI) I'TA THN
AITIOAEEMEYZXH TQN ITAPTIAQN

Enovopia kot die06vvon tov mopaywyod mov givor veedfuvoc yio TNV omodEGUEVCT) 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 HEPIOPIEMOI THX AAEIAYX KYKAO®OPIAZL, IIOY A®OPOYN TH
ATAGEXH KAI TH XPHXH

Na yopnyeitat pOVOV e KTNVIOTPIKY] GUVTOYY|

I. ENAEIZH TQN ANQTATOQN OPIQN KATAAOIIIQN (AOK)

Agv 1oyvet.
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Loxicom 50mg/g ctopatiki ndota yio dhoyo

A. KATOXOZX(OI) THX AAEIAX TAPATI'QTI'HE, YHHEYO YNOZX(OI) I'TA THN

AITIOAEEMEYZXZH TQN ITAPTIAQN

Enovouia kot d1ievfvvon tov mapoy@yod mov ivor vrenfuvoc yio v omtodEGLEVOT TOV 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

B. OPOI H HEPIOPIEMOI THX AAEIAYX KYKAO®OPIAZL, IIOY A®OPOYN TH
ATAOEXH KAI TH XPHXH

No yopnyeiton LOVOV LE KTNVIOTPIKT GLVTAYT

I. ENAEIZH TQN ANQTATOQN OPIQN KATAAOIIIQN (AOK)

H pelo&ikapn eivan pia emtpenodpevn ovsia 0nmg meptrypapetat otov [ivaxa 1 tov [Hopaptipatog tov

Kavoviopot g Evponaikig Enttponng (EE) apf. 37/2010:

doppokoroyikmg | Katdiowro- | Eidn AOK Iotoi- AlAeg OepameVTIKN

OpaoTiKo(a) oglkng {owv oTOYO1 npobmobécel | tagvounon

GLGTOTIKO(6) C

Mero&ucdipn Meho&wcaun | Boogdr), | 20 pg/kg | Meg Kaopia AVTIpAEYHOVDOEL
atyec, 65 ug/kg | Hrop Katodpnon | ¢mapdyoviec/ Mn
xoipot, 65 ng/kg | Negpoti oTEPOELSELS
KOVIKAoL, OVTIQAEYLLOVAOOELG
mmoedn TOPAYOVTEG
Booewn, | 15 pg/kg | I'dha
Alyeg

Ta ékdoya mapatiBevtar oty Tapdypaeo 6.1 Tov POX eivor gite emTpenOUEVEG OVOIES Y10l TIG OTTOTES
o wivaxog 1 tov mapapthuatog tov kavoviouov (EE) aptd. 37/2010 avaeépet 6Tt dev omattovvTal
AOK, eite Oswpeiton 6TL dev guminTovy 610 MEdIO EPapUOYNC Tov Kavoviouov (EK) apid 470/2009,

OTOV YPNCLULOTOLOVVTOL OTIMG GE AVTO TO TPOTIOV.

48




IHAPAPTHMA 111

ETIKETA KAI ®YAAO OAHI'TQN
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A. ETIKETA
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ITAHPO®OPIEX I10Y HPEIIEI NA ANAI'PA®ONTAI XTHN EZQTEPIKH
YXYXKEYAXIA

Kovti 15 ko1 30 ml guain

| 1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITIPOIONTOX

Loxicom 0,5 mg/ml ndoipo evaudpnpo yio. GKOAOLG
meloxicam

| 2.  XYNGOEXH XE APAXTIKH(EX) OYXIA(EX)

KdaBe ml mepiéyet:
Meloxicam 0,5mg
Sodium benzoate 1,5mg

| 3. PAPMAKOTEXNIKH MOP®H

[Técyo evormpnpo.

| 4. MEI'EOOX XYXKEYAXIAX

15 mi
30 ml

| 5.  EIAH ZQON

YKOAOL.

| 6. ENAEIEH (EIX)

AvoKoLOIoT] TNG PAEYLOVIG KOl TOL TOVOL Gg 0&ElEG KUl YPOVIEC LWDOCKEAETIKEG OLOTAPOYES.

| 1. TPOIIOX KAI OAOX XOPHI'HXHX

AVOKIVIGTE KOAQ TPV TN XPNHOT).

Na yopnysiton pe tnv tpoen 1 Katevbeiov amd o oToUa.
Amo@iyeTe LOAVVON KOTA TN SLAPKELD TNG YPTONG.
Xpnomn amd 10 GTOLLA.

AwPaote 10 GOALO 03N YOV TPV TN YPNON.

| 8.  XPONOX ANAMONHZX

| 9. EIAIKEX IIPOEIAOIIOIHXEIZX, EAN EINAI AITAPAITHTO
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No pn yopnyeitar o€ éyxva 1 yolovyovvto {da. .

| 10. HMEPOMHNIA AHEHX

EXP / HU. Anénc:
Metéd to dvorypa va ypnoiponoteitol péca oe 6 Pves.

| 11. EIAIKEX XYNOHKEZX AIATHPHXHX

12.  EIAIKEX TIPO®YAAZEIZ I'TA THN AITIOPPIYH TOY AXPHXIMOIIOIHTOY
MPOIONTOX 'H TON AXPHETON YAIKQN, EAN YIHAPXOYN

noppyM: PA.ecdKAEIGTO POAO 0INYIDV YprioNg

13. OI AEEEIX « AIIOKAEIXTIKA I'lA KTHNIATPIKH XPHXH» KAI XYYNOHKEX
‘H ITEPIOPIXMOI I'TA TH ATAGEXH KAI TH XPHXH, £dv anoito0vTol

ATOKAEIGTIKA Y10, KTNVIOTPIKT XPNOT).
No dotifetor povVoV pe KTNVINTPIKY GUVTOYT.

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

Na puidooetar o€ 0éon, v omoia dev PAEToVY Ko dev Tpooeyyilovy Ta mondid.

| 15.  ONOMA KAI AIEYOYNXIH TOY KATOXOY THX AAEIAY KYKAO®QOPIAX

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. APIOMOZX HAPTIAAX

BN/ Ap. Iaptidag:
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EAAXIXETEX HAHPO®OPIEX I10OY IIPEIIEI NA ANAT'PA®ONTAI XTH XTOIXEIQAH
XYXKEYAXIA

15 ko1 30 ml guain

| 1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITIPOIONTOX

Loxicom 0,5 mg/ml ndoipo evaudpnpo yio. GKOAOLG
meloxicam

| 2.  XYNGOEXH XE APAXTIKH(EX) OYXIA(EX)

Meloxicam 0,5 mg/ml

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

15 mi
30 ml

| 4.  OAOX XOPHI'HXHX

Xopfiynon ond 10 oTOa.
AVOKIVIGTE KOAQ TPV TN XPHOT).

| 5. XPONOX ANAMONHX

| 6. APIOMOX ITAPTIAAX

BN / Ap. TTaptidac:

| 1. HMEPOMHNIA AHEHX

EXP /Hp. Afvénc:

Metd to dvorypa va ypnoiponoteitol péco oe 6 Pves.

| 8. OI AEZEIX «<AIIOKAEIXTIKA I'TA KTHNIATPIKH XPHXH»

ATOKAEIGTIKG Y10 KTIVIOTPIKT ¥P1oM.
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ITAHPO®OPIEX I10Y IIPEIIEI NA ANAI'PA®ONTAI XTHN EZQTEPIKH
YYXKEYAXIA

Kovti 10, 32, 100, 2 X 100 kan 200 ml guain

| 1.  ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Loxicom 1,5 mg/ml déoo evaidpnua yio 6KOAOVG
meloxicam

| 2.  XYNGOEXH XE APAXTIKH(EX) OYXIA(EY)

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

| 3.  ®APMAKOTEXNIKH MOP®H

[Técyo evormpnpo.

| 4. MEI'EQOX XYYXKEYAXIAX

10 ml

32 ml

100 ml
200 ml

2 x 100 ml

| 5.  EIAH ZQON

2KOAOL.

| 6. ENAEIEH (EIX)

AvoKoOOIoT TNG PAEYLOVIG KOl TOL TOVOL Gg 0&Eleg Kal YPOVIEC LWDOCKEAETIKEG SLOTAPUYES GTOVG
OKOAOLG,.

| 7. TPOHOX KAI OAOX XOPHI'HXHX

Avokiviote KaAd Tpv TN pfon.

Noa yopnyeitou pe tnv tpoen 1 Katevdeiov amd 1o oToUO.
Amo@iyete polvvon Katd T SdpKeLd TG YPNoNG.
Xpnon amod 10 GToOUA.

APacTe T0 GOALO 00N YLDV TPV TN ¥PNON.

8.  XPONOX ANAMONHZX
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| 9. EIAIKEX ITPOEIAOIIOIHXEIX , EAN EINAI AITAPAITHTO

Na pn yopnyeitat o éykva 1 yalovyovvra oo .

| 10. HMEPOMHNIA AHEHX

EXP / Hu. Anénc:
Metéd to dvorypa va ypnoiponoteitol péca oe 6 PVeG.

| 11. EIAIKEX YXYNOHKEZX AIATHPHXHX

12.  EIAIKEX ITIPO®YAAEEIX I'lA THN AITIOPPIYH TOY AXPHXIMONOIHTOY
MPOIONTOX 'H TN AXPHEITON YAIKQN, EAN YIHAPXOYN

ToppyN: PA.ECOKAEIGTO PVAO 0INYIDV YPYOTG.

13. OI AEEEIX « AIIOKAEIXTIKA I'TA KTHNIATPIKH XPHXH» KAI XYNOHKEX
‘H HEPIOPIEMOI I'TA TH AIAOGEXH KAI TH XPHXH, £Gv amaitovvrol

ATOKAEIGTIKA Y10, KTNVIOTPIKT XPNOT.
Noa dwatifetor povVoV pe KTNVIOTPIKY GUVTOYY.

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

Na puidooetar o€ 0éon, v omoia dev PAETOLY Ko dev Tpooeyyilovy Ta Tondid.

| 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. APIOMOX ITAPTIAAX

BN/ Ap. Iaptidag:
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EAAXIXETEX HAHPO®OPIEX ITOY ITPEIEI NA ANATPA®ONTAI XTH XTOIXEIQAH
XYXKEYAXIA

100, 2 x 100 ke 200 ml @uéin

| 1.  ONOMAZXIA TOY KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX

Loxicom 1,5 mg/ml déouo evaidpnpa yio 6KOAOVG
meloxicam

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

Kabe ml nepiéyet:
Meloxicam 1,5mg
Sodium benzoate 1,5mg

| 3. OPAPMAKOTEXNIKH MOP®H

[T6éoo evoudpna.

| 4. MEI'EQOX XYXKEYAXIAX

100 ml.
200 ml

| 5. EIAH ZQON

Y KOAOL.

| 6. ENAEIEH (EIY)

AvoKoOOIoT TNG PAEYLOVIG KOl TOL TOVOL Gg 0&gleg Kl YPOVIEG LVOCKEAETIKEG SLOTAPUYEG GTOVG
GKOAOLC.

| 7. TPOIOX KAI OAOX XOPHI'HXHX

Xpnomn amd 10 GTOLLA.

AVOKIVIGTE KOAQ TPV TN XPNOT).

Noa yopnyeitoun pe tnv tpoen 1 Katevdeiov amd 1o oToUO.
AmopiyeTe LOAVVON KOTA TN SLAPKELD TNG YPTONG.
Awpdaote T0 EUALO 0INYIOV TPV TN YPNON.

8.  XPONOX ANAMONHX
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| 9. EIAIKEX TPOEIAOINIOIHXEIX , EAN EINAI AITAPATTHTO

Noa un yopnyeital o€ €ykva 1 yadlovyovvia {do .

| 10. HMEPOMHNIA AHEHX

EXP / Hu. Anénc:
Metd to Gvorypa va yproylomoteital péca oe 6 PNves.

| 11. EIAIKEX XYNOHKEZX AIATHPHXHX

12.  EIAIKEX ITPO®YAAZEEIX I'lA THN AITIOPPIYH TOY AXPHXIMOINOIHTOY
MPOIONTOX 'H TQN AXPHETON YAIKQN, EAN YITAPXOYN

Amdppyn: PA.ecdKAEIGTO VA0 0INYIDV ¥PYOTG.
AToppiyTe TO GYPNOTO VAIKO GOUQOVA UE TNV TOTIKY 10YVOVGH VOUODETTa.

13. OI AEEEIX « AITOKAEIXTIKA I'TA KTHNIATPIKH XPHXH» KAI XZYNOHKEX
‘H HEPIOPIEMOI I'TA TH AIAOGEXH KAI TH XPHXH, £Gv anartovvtol

ATOKAEIOTIKA Y10 KTNVILTPIKT] YPTION).
No datifeton povVoV e KTNVINTPIKT GUVTOYT.

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

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

| 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. TTaprtidac:

57



EAAXIXETEX HAHPO®OPIEX I10Y IIPEIIEI NA ANAT'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

10 ko 32 ml guain

| 1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITIPOIONTOX

Loxicom 1,5 mg/ml mooipo evaudpnpo yio. GKOAOLG
meloxicam

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

Meloxicam 1,5 mg/ml

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

10 mi
32 ml

| 4.  OAOX XOPHI'HXHX

Xopfiynon ond 10 oTOa.
Awopdaote T0 PUALO 0INYIDV YPNCEMG, TPV OO TN XPNON.

| 5. XPONOX ANAMONHE

| 6. APIOMOX ITAPTIAAX

BN / Ap. TTaptidac:

| 1. HMEPOMHNIA AHEHX

EXP / HU. Anénc:

Metd to dvorypa va ypnoiponoteitol péco oe 6 Pves.

| 8. OI AEZEIX «<AIIOKAEIXTIKA I'TA KTHNIATPIKH XPHXH»

ATOKAEIGTIKG Y10 KTVIOTPIKT ¥P1oM.
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PEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

Kovti 10 ml, 20 ml kax 100 ml guain

| 1.  ONOMAZXIA TOY KTHNIATPIKOY ®PAPMAKEYTIKOY ITIPOIONTOX

Loxicom 5 mg/ml evéoipo didhvpa yio 6KOAOVG Kot YaTeg
Meloxicam

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

Kabe ml nepiéyet:
Meloxicam 5mg
Ethanol, anhydrous 150 mg

| 3. OPAPMAKOTEXNIKH MOP®H

Evéoo dibivpa.

| 4. MEI'EQOX XYXKEYAXIAX

10 ml
20 ml.
100 ml

| 5.  EIAOX ZQOY

2K0A0L Kot YOTEG.

| 6. ENAEIEEIZ

Zk0OAoL

AvoKoLOIoT TNG PAEYLOVIG KO TOV TOVOL o€ 0&gieg Kot XpOVIEC LVOCKEAETIKEG dlatapayés. Melwon
TOV LETEYYXELPTTIKOL TOVOL KOl TNG PAEYHOVIG IOV akoAoVOEL TIG 0pBoTEdIKES EMEUPATELS KO TIG
eneUPAcELS GTOVC LAAAKODS 1GTOVG.

Idreg
Meimon Tov HETEYXEPNTIKOL TOVOL UETE 0md mOoONKVGTEPEKTOLT KOl OEVTEPEVOVGES EMEUPATELG
GTOVG LOAOKOVG 1GTOVC. .

| 7. OAOX KAI TPOIIOX XOPHI'HXHX

Yolot:

MUvooKeAETIKEG SATAPOYES: OTAT LTOSOPLY EVEGT).
Meteyyelpntikog movog: AT evooeAEPia 1 vroddpia Eveon.
Idrec:
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Meteyyepntikdg mOVog: amAn voddpia Eveon).
Amo@UYeETE TN HOAVVOT KOTA TN StdpKELR TNG YPNONG -

AwPaote 10 @OALO 0N YLDV TPV TN YPNON.

8.  XPONOX ANAMONHX

Agv amorteitot.

| 9. EIAIKEX TPOEIAOIIOIHXEIX, EAN EINAI ANATKAIEX

Noa un gpnoonoteitar 6€ £ykva, kot yolovyobvta {dal.

| 10. HMEPOMHNIA AHEHX

EXP / Hu. Anéng:
Awdpxela {ong petd to dvorypa g raAng : 28 nuépss.

| 11. EIAIKEX YXYNOHKEZX AIATHPHXHX

AVTO TO KTNVIATPIKO QOPUAKEVTIKO TPOTOV deV omantel Kapio 101K GLVONKN EOAUENG..

12.  EIAIKEX ITIPO®YAAEZEIX I'lA THN AIIOPPIYH TOY AXPHXIMOIIOIHTOY
MPOIONTOX 'H TOY AXPHETOY YAIKOY, EAN YITAPXOYN.

Amoppiyte T0 GYpNOTO VAIKO GOUG®VA LE TV TOTIKT 10YV0VG0 VOROoBEGia.

13.  OI AEEEIX « AITIOKAEIXTIKA I''A KTHNIATPIKH XPHXH» KAI XYNOHKEX
‘H HEPIOPIEMOI I'TA TH AIAOGEXH KAI TH XPHXH, £Gv anartovvtol

ATOKAEIGTIKA Y10, KTNVIOTPIKT XPNOT.
Noa dwatifeton povVoV pe KTNVINTPIKY GUVTOYT)..

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

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

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

Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan

Ireland

| 16. APIOMOI AAEIAX 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. APIOMOZ IAPTIAAX

BN/ Ap. TTaptidag:
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YTOIXEIA I'TA NA EM®ANIZONTAI XTHN AMEXH XYXKEYAXIA
100 ml @uain

| 1.  ONOMAZXIA TOY KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX

Loxicom 5 mg/ml evéoipo didhvpa yio 6KOAOVG Kot YATES
meloxicam

| 2.  XYNGOEXH XE APAXTIKH(EX) OYXIA(EX)

Kabe ml nepiéyet:
Meloxicam 5mg
Ethanol, anhydrous 150 mg

| 3.  ®APMAKOTEXNIKH MOP®H

Evéowo oidAvpa.

| 4. MEI'EQOX XYXKEYAXIAX

100 ml

| 5. EIAOX ZQOY

YK0A0L Kot YOTEG.

| 6. ENAEIEEIX

Zk0OAoL

AvoKoLOIoT] TNG PAEYLOVIG KOl TOV TOVOL o€ 0&gieg Kot XpOVIEC LVOCKEAETIKEG dlatapayés. Melwon
TOV LETEYYXEPTTIKOL TOVOL KOl TNG PAEYHOVIG OV akoAoVOEL TIG 0pBOTESIKES EMEUPATELS KO TIG
EMEUPAGELG GTOVE LOAOKODS 1GTOVG.

Idreg

Meimon Tov HETEYXEPNTIKOD TOVOL UETE 0md mOoONKVGTEPEKTOLT KOl OEVTEPEVOVGES EMEUPATELG
GTOVG LOAOKOVG 1GTOVC.

| 7. OAOX KAI TPOIIOX XOPHI'HXHX

Yxovhot:
MvooKeAeTIKEG dATAPOYES: OTAT LTOSOPLA EVECT).
Meteyyeipntikog movog: AN evooAEPio. 1 VTodOpLa Eveon.

ldrec:
MeteyyeipntiKog TOVog: oAt LTOSOPLO. EVECT).

ATo@UyETE TN LOAVVET KOTA TN SLApKELR TNE YPNONG -

Awpdote T0 EUALO 0INYIOV TPV TN YPNON.
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| 8.  XPONOX ANAMONHZX

| 9. EIAIKEX TPOEIAOIIOIHXEIX, EAN EINAI ANATKAIEX

Na un ypnoonoteitan 6€ £ykva, kot yolovyobvta {dol.

| 10. HMEPOMHNIA AHEHX

EXP / Hu. Anéng:
Awpreta {ong petd to dvorypa g eroAng: 28 nuépec.

| 11. EIAIKEX XYNOHKEZX AIATHPHXHX

12.  EIAIKEX ITIPO®YAAEZEIX I'lA THN AIIOPPIYH TOY AXPHXIMOIIOIHTOY
MPOIONTOX 'H TOY AXPHETOY YAIKOY, EAN YITAPXOYN.

Amdppryn: PBA.ecdKAEIGTO VA0 0INYIDV YPYOTG.

13. OI AEEEIX « AITIOKAEIZTIKA I'T'A KTHNIATPIKH XPHXH» KAI XYNOHKEX
‘H HEPIOPIEMOI I'TA TH AIAOGEXH KAI TH XPHXH, £Gv anartovvtol

ATOKAEIOTIKA Y10l KTNVITPIKT] PTION).
No drotifeton povVoV pe KTNVINTPIKT GUVTOYT..

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

Na puidooetar o€ 0éon, v onoia dev PAETOLY Kot dev Tpooeyyilovv Ta malddL.

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

Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan

Ireland

| 16. APIOMOI AAEIAX KYKAO®OPIAX (S)

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

| 17. APIOMOX ITAPTIAAX

BN / Ap. TTaprtidac:
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EAAXIXTEX ITAHPO®OPIEX ITOY IIPEIIEI NA ANAT'PA®ONTAI XTTX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

10 ko1 20 ml @uain

| 1.  ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Loxicom 5 mg/ml evéoipo didhvpa yio 6KOAOVG Kot YaTeg
meloxicam

| 2. XYNGOEXH XE APAXTIKA KAI AAAA XYXTATIKA

Meloxicam 5 mg/ml

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

10 ml
20 ml

| 4. OAOX XOPHI'HXHX

YK0AoL: VTodOpLe 1 EVOOPAEPLa yopryno.
Idteg: vodopLa xoprynon

| 5.  XPONOX ANAMONHX

| 6. APIOMOX ITAPTIAAX

BN/ Ap. TTaptidag:

| 7. HMEPOMHNIA AHEHX

EXP / Hu. Anénc:
Avdprera {ong petd 1o dvorypa g eroAng: 28 nuépec.

Metd to TpdTO dvorypa yprion £mg

| 8. OI AEZEIX « ATOKAEIXTIKA I'TA KTHNIATPIKH XPHXH»

ATOKAEIGTIKA Y10 KTNVIOTPIKT XPTON).
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ITAHPO®OPIEX I10Y HPEIIEI NA ANAI'PA®ONTAI XTHN EZQTEPIKH
YXYXKEYAXIA

| 1.  ONOMAZXIA TOY KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX

Loxicom 0,5 mg/ml ndéoio evoidpnua yio yateg
Meloxicam

| 2.  XYNGOEXH XE APAXTIKH(EX) OYXIA(EX)

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

| 3. OPAPMAKOTEXNIKH MOP®H

[T6éoo evoudpnpe.

| 4. MEI'EOOX XYXKEYAXIAX

5ml, 15 ml «ox 30 ml

| 5.  EIAH ZQON

Idreg

| 6. ENAEIEH (EIY)

Kotanpdovon tov ehappod £og pétplov Pabpod peteyxelpnTikod TOVOL Kot TNG PAEYLOVNG LETE amd
YEPOLPYIKEG EMEUPACELS OE YATES, OTWG T.). 0pBomedikég enepPdoeic kot EneUPAoEIS TOV LOAAKOY
GTMV.

Kotanpdovon g eAeypovig kot Tov Tovov oTig o&gleg kot ypOVIEG LVOOKEAETIKES dlaTapayEg o
yateG.

| 7. TPOHOX KAI OAOX XOPHI'HXHX

AVOKIVIGTE KOAQ TPV TN ¥PNOT).

Noa yopnyeitat pe tnv tpoen 1 kKortevdeiav amd to otoua e TV Topexouevn faduovounuévn copryya.
Amopiyete poOAvvoN Katd T StipKeLd TG YPNONGS.

Xpnomn amd 10 GTOUA.

APacTe T0 GOALO 00N YLDV TPV TN ¥PNOT.

8.  XPONOX ANAMONHZX
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| 9. EIAIKEX TPOEIAOINIOIHXEIX , EAN EINAI AITAPATTHTO

Noa un yopnyeital o€ €ykva 1 yadlovyovvia {do .

No unv yp1oUYLOTOLEITAL GE YATES TOV VITOPEPOVV OTO YOOTPEVIEPIKES OLATAPOYEG OTMG epeDoUOC Kot
apopporyio., LELOUEVT] NTOTIKY], KAPIOKT 1] VEQPIKT AELTOVPYIO KOl ALHOPPAYIKES SLOTOPOYES.

Noa prn yp1CILOTOLEITAL GE TEPMTMOGELG VIEPELAIGON GG 6T SPACTIKY 0VGiN 1 G KATO10 AmTd TAL
€KdoyaL.

Na pn gpnowonoteitan o€ yateg nAkiog pikpdtepng twv 6 BSopAdmV.

| 10. HMEPOMHNIA AHEHX

EXP / HU. Anénc:
Metéd to dvorypa va ypnoiponoteitol péca oe 6 Pves.

| 11. EIAIKEX XYNOHKEZX AIATHPHXHX

12.  EIAIKEX ITPO®YAAEEIX I'lA THN AITIOPPIYH TOY AXPHXIMONOIHTOY
MPOIONTOX 'H TN AXPHEITON YAIKQN, EAN YIHAPXOYN

Andppiym: Pr.ecdkAelGTO GUAO 0ONYIDV XPIONG.>

13. OI AEZEIX « AIIOKAEIXTIKA I'TA KTHNIATPIKH XPHXH» KAI XYNOHKEX
‘H HEPIOPIEMOI I'TA TH AIAOGEXH KAI TH XPHXH, £Gv anartovvtol

ATOKAEIOTIKG Y100 KTVIOTPIKT XPTIOT).
Noa dwatifetor povoV pe KTNVIaTPIKY GUVTOY..

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

Noa puidooetal o€ 0éom, v omoio dev PAETOLY Kot dev TPooeyyilovy Ta Tald1d.

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

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. TTaprtidoac:
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EAAXIZXTEX HAHPO®OPIEX IIOY IIPEIIEI NA ANATPA®ONTAI XTH XTOIXEIQAH
YYXKEYAXIA
5ml, 15ml, 30ml

| 1.  ONOMAZXIA TOY KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX

Loxicom 0,5 mg/ml ndéoipo evaidpnuo yio yaTec.
meloxicam

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

Meloxicam 0,5 mg/mi

| 3.  HNEPIEXOMENO XE BAPOZX, OI'KO, H API®GMO AOXEQN.

5ml, 15 ml «ox 30 ml

| 4. OAOX XOPHI'HXHX

Xop1fiynon ond 10 cTOHa.
[pwv tn yp1ion dofdcte T0 GOAALO 0INYLOV YPNONG.

| 5. XPONOX ANAMONHE

| 6.  APIOMOX IMAPTIAAY

BN/ Ap. TTaptidag:

| 7. HMEPOMHNIA AHEHX

EXP / HlL. AREnG:

Metd to dvorypa va ypnoiponoteiton pesa oe 6 Pves.
E@ocov avorybel va ypnoyomomBei péypt..... ..o

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

ATOKAEIGTIKA Y10 KTNVIOTPIKT XPTON).
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ITAHPO®OPIEX I10Y HPEIIEI NA ANAI'PA®ONTAI XTHN EZQTEPIKH
YXYXKEYAXIA

Xoprtokifpatio Tov 30 ml, 50 ml, 100 ml kex 250 ml

| 1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITIPOIONTOX

Loxicom 20 mg/ml evéouo didlvpa yio Boogdn, xoipovg kot Ghoyo
Meho&ucdipun

| 2. XYNOEXH XE APAXTIKH(EY) OYXIA(EY)

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

| 3. GOAPMAKOTEXNIKH MOP®H

Evéoo didivpa

[ 4. LYZKEYATIA(EY)

1x30ml

1 x50 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)

Booedn, yoipot kot dAoya

| 6. ENAEIZH(EIX)

Boosgion:

O&eiec avamvevoTikég AoUMEELC.

Aldppotec o€ PLOGY0VG NAKiaG peyalvtepns g 1 efdonddag kot o€ Hooyides .

Oc&ela poortitido.

IMa v Katarpdbvon tov PeTeyyelpnTKod TOVOL HETA TNV ATOKEPATMON GE LOGYOVG.

Xoipot:
Mn poivouartikéc TafnoElg Tov Kivntikod cuothiratoc. Emidyeio onyouio ko tovorpio
(oOvdpopo MMA ), ue avtiprotikny Oepameio.

Aloya:
O&etieg kot XpOVieG LVOCKEAETIKEG S10TAPAYES.
[Tovog mov oyetiletal pe TOV KOAIKO TOV ITTOEWOMY.
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| 7. TPOITIOX KAI OAOX(OI) XOPHI'HXHX

Boos£161] : Epdmaé Ymodopia 1 evoopAEfia Eveon.

Xoipor : Epdana& Evoopvixn éveon. Edv aratteital, umopel va yivet puo devtepn yoprynon , Letd amnd
24 ®pec.

Adloya : E@damag evoopréPia Eveon

AwBdaote T0 PUALO 0INYIDOV XPNOTG, TPV OO TN XPNON.

| 8. XPONOX ANAMONHZ

Boogdn: kpéag kar eddduot 16701 : 15 nuépeg Yoo : 5 nuépeg

Xoipot: kpéag Kot EdMOLOL 16TOT : 5 NUEPES

Aloya: Kpéag kol eddOot 1oTol : 5 Nuépeg

Agv emitpénetan 1) xpror 6€ GAOYO TO 0TI TOPAYOVY YA Y10 AVOPOTIVY] KATOVAA®OT)

| 9. EIAIKH(EYXY) ITPOEIAOITIOIHXH(EIYX), EAN EINAI AITAPAITHTH(EX)

| 10. HMEPOMHNIA AHEHX

EXP {unvag/étoc}
Awdpxela {ong petd to Tpdto dvorypa: 28 nuépes.
Metd 10 Tp®dTO Avorypa, Xpnon g

| 11. EIAIKEX XYNOHKEX ATATHPHXHX

12. EIAIKEX ITPO®YAAZEIX AIIOPPIYHX ENOX XPHXIMOIIOIHOENTOX
KTHNIATPIKOY ®APMAKEYTIKOY MMPOIONTOX 'H AAAQN YAIKOQN MOY
ITPOEPXONTAI AIIO TO TPOION, AN YITAPXOYN

Amoppryn: Pr.ecdrrelcto GUANO 0dNyLdV xpriomc.

13. OI AEZEIZX «<AIIOKAEIXTIKA I'TA KTHNIATPIKH XPHXH» KAI OI OPOI'H
OI HEPIOPIZMOI MOY IZXYOYN ZXETIKA ME TH AIAGEXH KAI TH
XPHXH, av vrdpyovv

ATOKAEIGTIKA Y10, KTNVIOTPIKT XPNOT).
No drotifeton povov pe KTNVINTPIKT GUVTOYT..

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

No puAdooetal o€ 0éom, v ool dev PAETOLY Ko dev Tpooeyyilouv Ta wadld
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| 15. ONOMA KAI AIEYGYNXH TOY KATOXOY THX AAEIAY KYKAO®OPIAX |

Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan

Ireland

| 16. APIOMOZ(0OD) 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 ITAPTIAAX TTAPAT QTHX

Hopridag {op1Oudc}
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IHIAHPO®OPIEX I10Y IIPEIIEI NA ANAT'PA®ONTAI XTH XTOIXEIQAH
YYXKEYAXIA

100 ml ko 250 ml @uéin

| 1. ONOMAZXIA TOY KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX

Loxicom 20 mg/ml evéoyuo didAvpa yio, foogidn, yoipovg kot dAoya
Meho&ucdipn

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

Melo&waun 20 mg/ml
Ethanol 150 mg/ml

| 3. OPAPMAKOTEXNIKH MOP®H

Evéoo didivpa

| 4. LYXKEYAXIA(EY)
100 ml

250 ml

| 5. EIAOX(H) ZQOY(Q2N)

Booe1dn, yoipot kot dAoyo

| 6. ENAEIZH(EIX)

Boosgion:

Oc&eleg avamveuoTikeés AolumEes.

Adppotec o€ PLOGYOVG NAKiaG peyalvtepns g 1 efdonddag kot o€ Hooyides .

O&ela pootitida.

IMa v Katarpdbvon Tov PeTeyyelpnTKod TOVOL HETA TNV ATOKEPATMON GE LOGYOVG.

Xoipou:
Mn poivouatikég Taff ol Tov Kivntikoh cuoThiuatog. Emidyeio onyoupio ko tovopion
(oOvdpopo MMA ), pe avtiprotiky Bepamneio.

Aloya:
O&eieg kot XpOvieG LVOCKEAETIKEG S10TAPAYES.
[Tovog mov oyetiletal pe TOV KOAIKO TOV ITTOEWOMVY.

| 7. TPOIIOX KAI OAOX(OI) XOPHI'HXHX
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Boog1o1] : Egdma& SC 1 IV éveon.

Xoipot : Eeanag IM. Edv anatteitan, pmopei va yivel pio de0tepmn yopnynom , LETE arnd 24 dpeg.
Adloya : Eedamag 1V éveon

AwPaote 10 PUALO 0INYIDOV XPNONG, TPV ATTO TN XPNON.

| 8.

XPONOX ANAMONHX

Booz1d1: kpéac ko 5ot 16701 : 15 nuépeg Yoo : 5 nuépeg

Xoipor: kpéag Kot 0O 16TO1 : 5 NuéPEC

Aloya: Kpéag kol eddOot 1oTol : 5 Nuépeg

Agv gmrpénetal 1 pnomn o€ GAoYo T0. 0Toi0 TOPAYOLY YAAM Y10, AVOPOTIVT] KOTOVAA®GOT

| 9.

EIAIKH(EYX) ITPOEIAOITIOIHXH(EIX), EAN EINAI AITAPAITHTH(EYX)

Awopaote T0 QUALO 0INYIDOV XPNOTG, TPV OO TN XPTON.

| 10.

HMEPOMHNIA AHEHX

EXP {unvag/étoc}
Meté to mpdTo dvorypa, yprion £mg

| 11.

EIAIKEX XYNOHKEX ATATHPHXHX

Awpaote T0 GUALO 0INYIDOV XPNOTG, TPV OO TN ¥PNON.

12.

EIAIKEX ITPO®YAAZEIX ATIOPPIYHX ENOX XPHXIMOIIOIHOENTOX
KTHNIATPIKOY ®APMAKEYTIKOY MMPOIONTOX 'H AAAQN YAIKQN MOY
ITPOEPXONTAI AIIO TO TPOION, AN YITAPXOYN

Amopplyte GOUEOVA LIE TIG TOTIKEG OTOLTCELG.

13.
(0]
av

OI AEEEIX «AITOKAEIXTIKA I'TA KTHNIATPIKH XPHXH» KAI OI OPOI'H
MNEPIOPIZMOI IOY IZXYOYN XXETIKA ME TH AIAGEXH KAI TH XPHXH,
VTAPYOVY

ATOKAEIGTIKA Y10, KTNVIOTPIKT XPNOT).
Noa dwatifetor pévoV pe KTNVINTPIKY GUVTOYT)..

14.

OI AEZEIX «NA OYAAXXETAI XE OEXH, THN OIIOIA AEN BAEITIOYN KAI AEN
MNPOXEITIZOYN TA ITAIAIA»

Na puidooetar o€ 0éon, v onoia dev PAETOLY Kot dev Tpooeyyilovv Ta Tald1d.

15.

ONOMA KAT AIEYOYNXH TOY KATOXOY THX AAEIAX KYKAO®QOPIAX
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Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan

Ireland

[16.  APIOMOX(OI) AAEIAX KYKAO®OPIAX

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. APIOMOZX ITAPTIAAX ITAPAT'QI'HX

Hopridag {op1Ouoc}
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EAAXIXETEX HAHPO®OPIEX I10Y IIPEIIEI NA ANAT'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

30 ml ko 50 ml @uéAn

| 1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITIPOIONTOX

Loxicom 20 mg/ml evéouo didlvpa yio Boogdn, xoipovg kot Ghoyo
Meho&ucdipun

| 2. IHOXOTIKH XYNOEXH XE APAXTIKO(A) XYXTATIKO(A)

Meho&ucdpn 20 mg/ml

| 3. MEPIEXOMENO KATA BAPOZX, KAT' OI'KO 'H KAT' APIOMO AOXEQN
30 mi

50 ml

| 4. OAOX(OI) XOPHI'HXHX

Boogion): SCn IV

Xoipou: IM

Adloya: IV

| 5. XPONOX(OI) ANAMONHX

Boos1d1): kpéag kat eddduot 1610t : 15 nuépeg yéha : 5 nuépeg

Xoipou: kpéag Kot e300 16TOL : 5 NuéPECS

Aloya: Kpag Kal €dMOUOL 16TOL : 5 NUEPES

Agv emiTpéneTal 1) pNoT GE AAOYO. TO, OTTOa TOPAYOVY YOAN Y10 OVOPOTIVN KATAVAAMOT] .

| 6. APIOMOZX ITAPTIAAY

Lot {ap1Ouog}

| 7. HMEPOMHNIA AHEHX

EXP {unvag/étoc}
Awdpketo Long PETA TO TP®TO Avorypa: 28 nUEPEC.
Metd to mpdTo dvorypa, yprion £mg

| 8. OI AEEEIX «<AIIOKAEIXTIKA I'A KTHNIATPIKH XPHXH»

ATOKAEIGTIKG Y10 KTIVIOTPIKT ¥P1OM.
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IMAHPO®OPIEX IIOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH
YYXKEYAXIA
Kovti

| 1.  ONOMAZXIA TOY KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX

Loxicom 1mg pacodpeva d1okia Yo GKOAOVG
Loxicom 2,5 mg pacodpeva diokia yio okOAoVg
Meloxicam

| 2.  XYNGOEXH XE APAXTIKH(EX) OYXIA(EX)

Meloxicam 1mg/ paocopevo diokio
Meloxicam 2,5mg/ pacopevo diokio

| 3. PAPMAKOTEXNIKH MOP®H

Moocopeva diokio .

| 4. MEI'EOOX XYXKEYAXIAX

10 diokio
20 diokio
100 oroxia
500 diokial

| 5. EIAH ZQON

2KkOA0L

| 6. ENAEIEH (EIY)

AvoKoLOIoT] TNG PAEYLOVIG KO TOV TOVOL G€ 0Egleg Kot YPOVIEG LVOCKEAETIKESG O10TAPUYEG OF
GKULAO.

| 7. TPOIOX KAI OAOX XOPHI'HXHX

INo vo BePardoete v 6ot d060A0Yi0 B0 TPETEL VO VTOAOYIGETE TO COUATIKO BAPOC EMUKPPMG
MOTE VO, ATOPVYETE TNV VTOO0GOAOYIN 1) TNV VIEPSOGOAOYIA.
APacTe T0 GOALO 00N YLDV TPV TN ¥PNOT.

| 8.  XPONOX ANAMONHX

| 9. EIAIKEX ITPOEIAOIIOIHXEIX , EAN EINAI ATAPATTHTO
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| 10. HMEPOMHNIA AHEHX

EXP:
Awdpxela {ong TV omv dtokiny : 24 dpeg.

| 11. EIAIKEX YXYNOHKEZX AIATHPHXHX

No punv anobnkevetal avo tov 25°C.
Na puAdoceTal 6TV apYIKT] GLGKELAGIO Y10 VO TPOGTATEVETOL OO TO YOG,

12.  EIAIKEX TIPO®YAAZEIZ I'TA THN AITIOPPIYH TOY AXPHXIMOIIOIHTOY
MPOIONTOX 'H TON AXPHETON YAIKQN, EAN YIHAPXOYN

Amdppiym: PA.eCOKAEIGTO VA0 0INYIDOV XPNONG

13. OI AEEEIX « AIIOKAEIXTIKA I'lA KTHNIATPIKH XPHXH» KAI XYYNOHKEX
‘H ITEPIOPIXMOI I'TA TH ATAGEXH KAI TH XPHXH, £dv aroirtoovtol

ATOKAEIOTIKG Y100 KTVIOTPIKT XPTOT).
No drotifeton povov pe KTNVINTPIKT GUVTOYT..

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

Na puAdooetar o€ 0éon, TV omoia dev PAETOLY Kot dev TPooeyyilovy Ta TAldd.

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

Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan

Ireland

| 16. APIOMOI AAEIAX KYKAO®OPIAX (S)

Loxicom 1mg pacdpeve d1okKio yro 6KOA0VG
EU/2/08/090/019 — 1 x 10 dwoxia
EU/2/08/090/020 — 2 x 10 dwoxia
EU/2/08/090/021 — 10 x 10 diokia
EU/2/08/090/022 — 50 x 10 diokia

Loxicom 2,5 mg pocdpeva di16Kia yio 6KvA0VG
EU/2/08/090/023 — 1 x 10 dokia
EU/2/08/090/024 — 2 x 10 diokia
EU/2/08/090/025 — 10 x 10 diokia
EU/2/08/090/026 — 50 x 10 diokia
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| 17.

APIOMOX ITAPTIAAX

BN:
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EAAXIXETEX HAHPO®OPIEX I10OY IIPEIIEI NA ANAT'PA®ONTAI XTH XTOIXEIQAH
XYXKEYAXIA

| 1.  ONOMAZXIA TOY KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX

Loxicom 1mg pacodpeva d1okia Yo GKOAOVG
Loxicom 2,5 mg pacodpeva diokia yio okOAoVg
Meloxicam

| 2. ONOMAXIA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

NORBROOK LABORATORIES LIMITED

| 3. HMEPOMHNIA AHEHX

EXP

| 4. APIOMOX ITAPTIAAX

BN

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

ATOKAEIGTIKA Y100 KTNVIOTPIKN XPNOT
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ITAHPO®OPIEX I10Y HPEIIEI NA ANAI'PA®ONTAI XTHN EZQTEPIKH
YXYXKEYAXIA

XaptoxifaTio

| 1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Loxicom 50mg/g ctopatikn Tdoto. yio Ghoyo
Meho&ucdiun

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

Melo&aun 50 mg/g
Benzyl Alcohol 10 mg/g

| 3. OAPMAKOTEXNIKH MOP®H

2TONOTIKN TACTO.

4, YXYXKEYAXIA

1 cOpryya
1 x 7 c0pryyeg
1 x 14 ocOpryyeg

5.  EIAOX(H) ZQOY(QN)

Aloya

6. ENAEIZH(EIZ)

Kotanpdovon g eAeypovig Kol avaKoueloT Tov TOVov, T060 o€ 0&eieg 650 Kal o€ YpOvieg
LVOCKEAETIKES OloTaPAYES GE AAOYOL.

| 7. TPONOX KAI OAOX(OI) XOPHTHZHE

IMa xopnynon and 1o otdpa
AWPAcTE TO PUALO 0INYIOV XPNONG, TPV ATTO TN ¥PNON.

| 8. XPONOX ANAMONHE

Ahoya: Kpéog kot edcddyot 1otoi : 3 nuépeg
Agv emitpénetar 1) yoprynon o€ {da o omoia Tapdyovv YoAo, yio avOp®ITIV KOTOVIA®GON.
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| 9. EIAIKH(EX) ITPOEIAOIIOIHXH(EIX), EAN EINAI AITAPAITHTH(EYX)

| 10.. HMEPOMHNIA AHEHX

AHEH {pqvag/étog}
Avdprera {omng petd 1o TpdTo dvorypa Tng 6TOEIDNO0VS GLGKELOGTNG: 28 NUEPES.

11. EIAIKEX XYNOHKEX AIATHPHXHX

dvidooete oe Beppokpacio pkpotepn twv 30°C

12.  EIAIKEX IPO®YAAZEIX AITOPPIYHE ENOX XPHXIMOIIOIHOENTOX
KTHNIATPIKOY ®PAPMAKEYTIKOY [IPOIONTOX 'H AAAQN YAIKQN IIOY
IMPOEPXONTAI AIIO TO MPOION,AN YITAPXOYN

AATOppyM: PA.ECAOKAEIGTO PVAO 0ONYIDV XPTOMG

13.  OI AEEEIX «-AIOKAEIXTIKA I'lA KTHNIATPIKH XPHXH» KAI OI OPOI'H OI
MEPIOPIZMOI IOY IZXYOYN XXETIKA ME TH ATIAGEXH KAI TH XPHXH, av
vdpyovv

ATOKAEIGTIKA Y10, KTNVIOTPIKT XPNOT).
No drotifeton povov pe KTNVINTPIKT GUVTOYT..

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

Na puidooetar o€ 0éon, v onoia dev PAETOLY Kot dev mpooeyyilovv Ta malddL.

15. ONOMA KAT AIEYOYNXZH TOY KATOXOY THX AAEIAYX KYKAO®OPIAX

Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan

Ireland

16. APIOMOZX(OI) AAEIAX KYKAO®OPIAX

EU/2/08/090/029 (1 cHpryya)
EU/2/08/090/030 (1 x 7 oOpryyeq)
EU/2/08/090/031 (1 x 14 cvpiyyec)

| 17. APIOMOZX ITAPTIAAX TAPATI'QI'HX
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Hopridag {op1Ouoc}
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EAAXIXETEX HAHPO®OPIEX I10Y IIPEIIEI NA ANAT'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

Xopuyyo

| 1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Loxicom 50mg/g ctopatikn Tdoto. yio Ghoyo
Meho&ucdiun

| 2. MOXOTIKH YNOEZH IE APAXTIKO(A) ZYETATIKO(A)

Melo&aun 50 mg/g
Benzyl Alcohol 10 mg/g

| 3. MNEPIEXOMENO KATA BAPOZX, KAT' O'KO 'H KAT' APIOMO AOXEQN

8.4¢

| 4. OAOZX(OI) XOPHTHIHE

[Ma yopnynon amod to otoUa

5. XPONOX ANAMONHX

Kpéag kot edddipot wotol : 3 nuépeg
Agv emtpénetan 1 ypnon o€ (do To omoio Topdyovy YA Yo avOpdTIVY KaTavVAA®GT).

6. APIOMOZX ITAPTIAOX

Ap10. TToptidog {apOuodc}t

| 7. HMEPOMHNIA AHEHX

AHEH {pqvag/étoc}
Atdprela {ong petd 1o TpATo AvoryLa TG OTOLEINO0VS GLOKELOCING: 28 NUEPES.

| 8. OI AEZEIX «<AIIOKAEIXTIKA I'TA KTHNIATPIKH XPHXH»

ATOKAEIGTIKG Y10 KTIVIOTPIKT ¥P1oM.
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B. ’YAAO OAHI'IQN XPHXHX
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OYAAO OAHI'TQN XPHXHX

Loxicom 0,5 mg/ml ndéo1uo evoimpnuo Yo GKOAOLG

il ONOMA KAT AIEYOYNXH TOY KATOXOY THX AAEIAY KYKAO®OPIAX KAI
TOY KATOXOY THX AAEIAY TAPAXKEYHZX I10Y EINAI YIIEYOYNOX I'TA THN
AIIEAEYGEPQXH ITAPTIAAX, EAN EINAI AIA®OPETIKOZX.

Kétoyog tne 0£10¢ KUKAOQOPIOG
Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan

Ireland

Iapaokevootic LITEVOLVOCS Yo TNV ATEALLOEPMON TOV 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 ®PAPMAKEYTIKOY ITIPOIONTOX

Loxicom 0,5 mg/ml mdéouo evaidpnua yio 6KOAOVG
meloxicam

3. YYNGEXH XE APAXTIKH OYZIA KAI AAAA LYXTATIKA

Kabe ml nepiéyet:

Meloxicam 0,5mg

Sodium benzoate 1,5mg

4. ENAEIZEIX

AvoKoOOIoT TNG PAEYHOVIG KOl TOL TOVOL G& 0EEIEG KOl YPOVIEC LWDOCKEAETIKEG SLATAPOYEG OE
GKVAOVC.

5. ANTENAEIZEIX

Na un yprowonoteital o€ €ykva 1] yalovyovvto (oo .

No pn ¥p1oIULOTOLEITOL GE GKDAOVG UE YUOTPEVTEPIKEG SLOTOPUYES OTWC £pEOIGUOG KOl aupLoppayia,
UELMUEVT] NTTATIKT, KOPOLOKT 1 VEPPIKT AELTOVPYIO KOl OUOPPayIKES dtatapayes. Na. un

YPTOYLOTOLEITOL GE TEPMTMOGELG LIEPELAIGONGIOG GTN SPAGTIKY OVGid 1] 68 KAMO10 amd Ta £KO0YO.
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No pn ypnoonoteitan oe (oo nAkiag LikpoTepNg TV 6 EfOOUAdmV.

6. ANENIOYMHTEX ENEPTEIEX

Tonucég avemBounteg evépyeteg tov NSAIDS 6mtmg 1 avopeéia, o epetdc, n d1appota, KOTPOva. [E
aipo, ardbeia Kol veepikn avemdpkela Exovv avapepel mePIoTAGIOKA. X TOAD CTAVIEG TEPUTTMGELS
(Myotepo amd 1 ota 10.000 vrd Bepancio {da, copmepIAAUPOVOUEVOD KOl LELOVOLEV®Y OVAPOPDV)
&yovv ovapepOei arpoppayikn d1appota, OUATEUEST), YOoTPEVTEPIKT e&édkwon kot avéEnuéva enimeda
NRATIKOV ViUV,

AvTég o1 avemBounteg evEPYELES TAPATPOVVTAL YEVIKA TNV TPDOTN efdopdada e Bepameiog kot oTig
TMEPICCOTEPEG TEPIMTMGELS EIVOL TAPOIUKEG KO TOPEPYOVTOL UETE TOV TEPUATIONS TNG Oepameiog oA
o€ TOAD OTAVIEG TEPIMTMGELS UTopel va gival coPapég 1 Bavatneopeg.

g mepinton eReAviong avembOunTov evepyelmv, 1 Bepaneia mpénet va dakdmTeTon Kot va {nrteitan
1N GVUPOVAT KTVIATPOL.

Edév mapatnproete omoladnmote avemBOuntm evépyeln, OKOUO KOl 0V OEV OVOPEPETAL GTO
e0mkAeleTo DOALO OdNyidv Xpnong 1 auEIPAAETE Yo TNV ATOTEAEGLLOTIKOTITO TOV QUPILEKOL,
TOPOKOAEICOE VO EVILEPMDGETE GYETIKMG TOV KTNVIATPO 0aG.

7. EIAOX ZQOY

2KOA0L

8. AOZOAOI'TA T'TIA TO KAGE EIAOX , OAOX (OI) KAI TPOIIOX XOPHI'HZHXZ
Aocolroyia

Apyxn Oepaneia pe amdn d6om tov 0,2 mg pelo&ikaunc/kg o.p. (4 ml/10 kg 6..) v npdTn nuépa.
H Oepoameio 0o mpénet va cuveyiletal pio popd tnv nuépa pe xoprynon amd 1o otopa (pe 24 wpa
HecodaoTAOTO) pE d0omn cuveipnong twv 0,1 mg pelo&ucapng/kg o.p. (2 ml/10 kg o.B.).

Mo peyaidtepng didpketag Bepaneio, apov mapatnpnOel Khvikd (LeTd > 4 nuépeg ), 1 66om Ba
TPEMEL VoL TPOoaPUOLETAL GTN YOUNAOTEPT] ATOUIKA OTOTEAECUATIKT OOCT] GKETTOUEVOL OTL 0 Pafudg
TOV TOVOL KoL TNG PAEYLOVIG IOV GYETICETAL LE TIG XPOVIEG LVOCKEAETIKESG dlOTAPAYES UTOPEL VOL
TOWKIAOLY UE TNV TTAPOSO TOL YPOVOU.

006g kan TpéTOG YOPYNONS

Xpnomn amd 10 GTOLLA.
Noa yopnyeiton pe tnv tpoen 1 am’evbeiag 6to 6TdHUO.
AVOKIVIGTE KOAQ TPV TN XPNHOT).

To evardpnua. puropet va dobei ypnopomoimvrag pio omd Tig 600 cVPLyyeg mov Tpoundedovion pe
ovokevaoia. Ot oOpryyeg tapldlovv ot PLaAn Kot Exovv pio KAipoka og Kg 6.p. n omoia
avtamokpivetal ot 6601 cuvtipnong (0,1 mg peho&ikdpnc/kg o.p.). Etol yio thv mpdy npépa, Ho
amaiteitatl dVo Popég Tov Oyko cvvtipnong. Evaiiaxtikn Bepaneio umopet va apyicel pe Loxicom
5 mg/ml evéopo ddopa.

Klvikn avtamokpion mapatnpeitor oe 3-4 nuépec. H Oepamneia 0o npénet va dwokonei uetd omd 10
NUEPEC T apydTEPO €AV Kapio KAVIKN Peltioon dev mopoatnpnOei.
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Amopevyete TNV €160 y®YN LOAVVONG KATA TN XPNoN.

9. OAHTIEXTITA TH XQXTH XOPHI'HZH

[Swaitepn Tpocoyn wpémel va Aapupdvetar o€ 0Tl apopd TNV akpiPn yopnynon e d0omng.
HopakareicBe va axolovBeite Tpooektikd Tig 00Myieg TOL KTNVIATPOL.

10. XPONOX ANAMONHX

Agv amoteitot.

11. EIAIKEX IPO®YAAZEIX I'TA THN AIIOGHKEYXH

Na puidooetal o€ 0éon, TV omoia dev PAETOLY Kot dev TPpooeyyilovy Ta TAld1d.

AVTO TO KTNVIATPIKO POPUAKEVTIKO TPOTOV dev amartel Kapio 01K ouvOnkn eOAAENS.

Aldpkelo oNg HeTd To TPAOTO GvOrypa TOV TEPLEKTN : 6 UNVES

0, U1 (PMOIUOTOLEITOL AVTO TO KTNVIATPIKO PAPUOKEVTIKO TPOTOV LETH amd TNV MUEPOUNVia ANENC Tov
avaypaQETOL 6To KOUTi Kot T eréAn petd 1o AHEH .

12. EIAIKEX TPOEIAOMOIHXEIZX.

Ewdwéc mpopuAdéelc yia tn ypnon oto {mo

Edv mapoatnpnbovv avembounteg evépyeleg, tOte Tpémel va dokodntetal 1 Ogpaneio kot va {ntnoein
cuppovAn ktnvidtpov. Na amo@edyetal 1 ¥pNoT ToV 6€ APLIATOUEVA, VITOYKOLUIKE, VTOTACIKA {Ma,
KaOdC VITapyEL EVOEYOUEVOS KIVOUVOC TOETKMGTG TOV VEQPOD.

AvT0 TO TPOTIOV Y10 GKOAOLG eV TTPEMEL VAL PNCLOTOLEITAL OE YATEG AOY® TV SLUPOPETIKADOV
GLOKEVMV dOGOAOYING. XTI YaTEG TPEMEL VA ypnoipomoteitan To Loxicom 0,5 mg / ml mécipo
EVOLDPM LA Y10l YOTEC.

Idwaitepec TtpouAdEeic wov pémet vo Aaudvovtol ord To GTOUO TOV YOPNYEL TO QUPULAKEVTIKO

TPOoiov og {do:

Ta dtopa pe yvoot vrepevaicincio ota MEAD mtpénet vo amoedyovV TV EXAQN LE TO
KTNVIOTPIKO QOPLOKEVLTIKO TPOTOV.

Y mepintoon toyaiog Katdmoong, (NToTe apéoms Tptkny cLPovAn Kot dei&te avtd T0 POUALO
00N YLDV YPNONG 1] TNV ETIKETO GTOV 10TPO.

AvT6 T0 TTPOidV Umopel va Tpokarécel epediond ota pdTio. Xe TEPIMTMOOT EXAPNS LE TO LATLOL,
Eemldvete aUECMG KOAA UE VEPO.

Eyxvuocvn kot yorovyio:
BA. TTapaypago "Avtevoeilelg".

AlMnAemidpdosic ne GAAO QopULOKEVTIKG TPOoidvTa Kot GAAEC LOPOEC aAANAETIOpOoNC:

Al NSAIDSs, 3100p1TiKd, QVTITNKTIKA, GUIVOYAVKOGIOES, avTIPloTIKG Kol 0VGie pe pueydAo Padud
oLVOEDTG UE TIG TpOTEivEG Umopel va avtayviloviot yio T cOvOEsT) Kot £TG1 001YOUV € TOEIKA
amoteréopara. To Loxicom dev o mpémet va yopnyeiton amnd kovod pe dAia NSAIDS 7
YAVKOKOPTIKOGTEPOION.
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[Ipo- Bepameio pe avTiQAEYLOVMOELS OVGieg Umopel va £xovv amotédespa Tpdcoheta 1| avénuéva
avemdounTa oToTEAECUATO KOl SOUQOVO LE pio ehevBepn mepiodo amd Oepameio e kAmolo
KTNVIITPIKO QOPUAKEVTIKO TPOToV Ba Tpémetl va £xel TnpnOei To Arydtepo yia 24 dpeg mpv v Evapén
¢ Oepamneiog. Tnv ehevBepn mepiodo and Bepamneia, Oa Tpémel va AneBovLV vVITOYN o1
(QOPUOKOKIVNTIKES WOLOTNTES TOV TPOIOVTIMV TTOV YPNCUYLOTOMONKAY TPOTYOVUEVAG.

Yrepdooohoyia (CLUTTOUATO, LETPO AVTIUETOTIONS, OVTIOOTO):

Ymv nepintoon vrepdocoroyiag, O mpémnel va exvioete cupmTpTiKn Oepameio

13. EIAIKEX MNPO®YAAZEIX I'A THN AITOPPIYH AXPHEXIMOIIOIHTOY 'H
AXPHXTOY YAIKOY, EAN YITAPXOYN

Ta papuake dev TPEMEL VO ATOPPITTOVTAL HEGHD TV AVUATOV 1 TOV OIKIOKOV ATOBANTOV.

YvpPovievbeite Tov KTNViaTpd CaG Yo TOV TPOTO ATOPPIYNG TOV Xpnoipomombéviav papudkov. Ta
LETPOL AVTA OTOGKOTOVV GTNV TTPOGTAGIN TOL TEPPAALOVTOG.

14. HMEPOMHNIA TEAEYTAIAY EI'KPIZHX TOY ®YAAOY OAHI'IQN XPHXHX
Agmtopepeic TANPoPopieg Yo TO €V AOY® KTNVINTPIKO PAPLOKEVTIKO TPpoiov Statifevtan oTov
diktvakod tomo tov Evponaikod Opyovicpov @apudkev http://www.ema.europa.eu/

15. AAAEX IAHPO®OPIEX

To kviaTpkd EopUaKEVTIKO TPOTdV dtaTifeTan oe PLAAN 0md TePEPOHAAIKO TOALOIBVAEVIO TV 15
kot 30 ml pe %o (1 ml ko 5 ml oOpryya, mapéyovtot pe kébe PLain yo va eaceariletol 1 akpiPpnig
d0G0oAOYI0L MKP®V Kol HEYAA®Y GKOAW®Y) TOALABVAEVIOL / TOAVTPOTLAEVIOV.

Mmropei va, unv KoKA0QOPoHY OAEG Ol GLCKEVAGIEC.

INo omoladfmote TANPOPOpic. GYETUKH LLE TO TOPOV KTNVIOTPIKO POPHOKEVTIKO TPOiodV, TapoKoAeicOe
va. omevBuvheite GTOV TOTIKO AVTITPOGMITO TOV KOTOYOV TNG AOELC 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 : +32 2 734 48 99

Peny6auka Brarapus 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
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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
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
Deutschland Norge
Elanco Gmbh Norbrook Laboratories (Ireland) Limited
Heinz- Lohmann- StraRe 4 Rossmore Industrial Estate
27472 Cuxhaven Monaghan,
Deutschland Ireland
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
EALado Polska
XEAAADPAPM AE ScanVet Poland Sp. z 0.0.
Lo yAu. A. TTawawviog — MopkomovAov, Skiereszewo, ul. Kiszkowska 9
T® 100, 19002, ITonovio 62-200 Gniezno
TnA.: +30 2106800900 Tel. 61 426 49 20
E-mail: info@hellafarm.gr
Espafia 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 (Esparia) PORTUGAL

Tel. (00351) 21 8511493
France Romania
ALIVIRA FRANCE S.AS. 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 57 42 23 03 Www.maravet.com
Hrvatska Slovenija
Norbrook Laboratories (Ireland) Limited GENERA Sl 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.l.
Via Piana, 265

47032 Bertinoro (FC)

Kvmpog

Amoxdelotikdg Aovopéag Kdmpov: Xmbpog

Zrovpviong Kéuwaig Atd

Aewo. Zracivov 28, 1060 Asvkwacio, Kbmpog

Tn\: 22 447464 / ®a&: 22 756902
e-mail: chemicals@stavrinides.com.cy

Slovenska republika
PHARMACOPOLA s.r.0.
Sviétokrizske ndm. 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,

F1-13721 Parola

Sverige

N-vet AB

Uppsala Science Park
751 83 Uppsala
Sweden

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

United Kingdom (Northern Ireland)
Norbrook Laboratories Limited
Carnbane Industrial Estate

Newry

BT35 6QQ, Co Down

Northern Ireland
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®YAAO OAHTTIQN XPHXHX
Loxicom 1,5 mg/ml ndéo1o evoimdpnuo yio 6GKOAOVG

il ONOMA KAI AIEYOYNXH TOY KATOXOY THX AAEIAY KYKAO®OPIAX KAI
TOY KATOXOY THX AAEIAYX ITAPAXKEYHX [1IOY EINAI YIIEYOYNOX I'TA THN
AIIEAEYGEPQXH ITAPTIAAX, EAN EINAI AIA®OPETIKOZX.

Kdrtoyog tne ddetog KuKAOQOPiog
Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan

Ireland

IMopackevootn vrevOvvoc yio TNV areAevfEpmon TV ToPTId®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. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Loxicom 1,5 mg/ml mdéoipo evaudpnpo yio. GKOAOLG
meloxicam

3. YYNGEXH XE APAYXTIKH OYXIA KAI AAAA XYXTATIKA
KéBe ml mepiéyet:

Meloxicam 1,5mg
Sodium benzoate 1,5mg

Avorytd kitpvo gvouwpnpa
4. ENAEIZEIX

AvokoVvQ1om TG PAEYUOVAG Kot TOV TOVOL € 0EEIEC KOt YPOVIEG LVOCKEAETIKES SLOTOPOYES.

5. ANTENAEIZEIX

No pn ypnoponoteitan o€ £ykva 1 yolovyovvto {oa .
Na pn yp1oUoTolEiTAL GE GKDAOVG UE YOOTPEVIEPIKEG ATUPUYEG OGS EpEDIGUOG Kal apoppayia,
UEWMUEVT] NTATIKT, KOPOIOKT 1] VEPPIKT AELTOVPYIO KOL OUOPPOYIKES OLUTAPAYES.
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No pn ¥pnoponoteital 6 TEPMTMOELS LTEPELALGONGIOG OTN dPACTIKY OVGia 1) 6€ KATO10 Omd TaL
€KdoyaL.
Noa un ypnowonoteitan o€ (o nAKiog pKkpotepng TV 6 foopadmv.

6. ANEINNIOYMHTEX ENEPTEIEX

Tonucég avemBopunteg evépyeieg tv NSAIDS 6ntmg 1 avopeéia, o gleTdc, 1 Sidppota, KOTPOVA e
aipo, aradeia Kol VeQPIKN aveTdpKeLn EX0VV avapepBel TEPIOTAGIOKA. L€ TOAD CTAVIEC TEPUTTOCELS
(My6tepo amd 1 ota 10.000 vrd Bepancio (Do, CLUTEPIAAUPOVOUEVOD KOl LEHOVOUEVDY OVAPOPDV)
&xovv avapepBel arpoppaykn didppota, opatépeon, yaoTpeviepikn eEélkwon kot avénuéva enimeda
NRATIKOV ViUV,

AVTEG 01 avemBouNTEG EVEPYELES TAPATIPOVVTAL YEVIKA TNV TTPAOTN €fdopada g Bepameiog kot oTIg
TEPLOCOTEPEG MEPMTMGELG ELVOL TAPOIIKES KO TAPEPYOVTAL LETE TOV TEPUATIGUO TNG Bepameiog AL
o€ MOAD OTAVIEG TEPTMGELS Umopel va eival coPapég 1 Bovatneopes.

Y mepintoon eueaviong avembounTov evepyelmv, 1 Bepaneia Tpénel va dakodmTeTOL KO va {nteitan
1N GVUPOVAT KTNVIATPOL.

Edv mapotnprioete omolodnmote avemiBOunt eVEPYELD, OKOUA KL 0V OEV OVOPEPETUL GTO
ecmKkAeleTo DOALO Odnyidv Xpnong 1 apEIPAAETE Yo TNV ATOTEAEGUATIKOTITO TOV QOPUAKOV,
TopoKoAEicOE Vo EVIUEPDTETE GYETIKMG TOV KTNVIATPO COG.

7. EIAOX ZQOY

2Kk0OAOL

8. AOXOAOITATTA TO KAGE EIAOX , OAOZ(OI) KAI TPOITIOX XOPHI'HXHX
Aocoloyia

Apycn Begpameia pe amdn 6o tov 0,2 mg ueho&ikdpung/kg o.p. (1,33 ml/10 kg ¢.p.) v npd™
nuépa. H Bepancia Oo mpémet vo cuveyiletar pio @opd v nuépa pe yopnynon amod to otopa (Ue
24mpa pecodaotipata) pe déon ocvvtnpnong tov 0,1 mg pero&ikaung/kg o.p. (0,667 ml/10 kg c.B.).

IMo peyahvtepng didpkelag Oepoameia, a@od mapatnpndel Khivikn avtamdkpion ( LETA > 4 NuéPES ), N
0001 Oa pémetl va Tpocappoletar 6T YoUNAOTEPT] OTOUIKA ATOTEAEGLATIKY 0OCT) GKENTOUEVOL OTL O
Babpog Tov TdHvoL Kot TS PAEYUOVIAG OV GYETILETAL [UE TIC YPOVIEG HVOCKEAETIKEC SLOTAPUYES UTOpEl
Vo TOIKIAOLY LE TNV TTAP0dO TOL YPOVOU.

006g kan TpéTOG YOPYNONS

Xop1ynon ond 10 oTOa.
Na yopnyeitot pe v tpoen 1 am’evbeing 6to oToHLA.
AVOKIVIGTE KOAQ TPV TN ¥PHOT).

To evarmpnua propet va 600el ypnoiponotdvtag pia amod Tig Vo cbpLyyes Tov mpoundevovtal e
ovokevaoia. Ot cbpryyeg tapldlovv ot eLaAn Kot £xovv pia KAipoka og Kg 6.p. n omoia
avtamokpivetatl otn 6601 cvvtipnong (0,1 mg ueho&ikdunc/kg o.p.). Etotl yio tnv npd nuépa, o
amorteiton VO POPEG TOV OYKO GLVINPNONG.

EvaAdlaxtikn Ogpameio pmopei va apyioet pe Loxicom 5 mg/ml evéoyio didAvpa.

KMvikn avtamdkpion eoivetal kavovikd o€ 3 - 4 nuépec. H Ogpamneia 0o npénel va dtokomel petd amnd
10 npépeg to apyoTepo edv kapio KAvikn Pelticon dev eppavioTel.
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ATOQEVYETE TNV E1G0Y®YT LOAVVOTG KOTA TN YPNOT)..

9. OAHTIEXTITA TH XQXTH XOPHI'HZH

[dwitepn mpocoyr| mpémet va Aappdvetor oe 6Tl apopd TV akpiPr yopnynon e d6omng.
HopakareicBe va axolovBeite Tpooektikd Tig 00Myieg TOL KTNVIATPOL.

10. XPONOXZ ANAMONHZX

Agv amoteitot.

11. EIAIKEX TIPO®YAAZEIX I'TA THN ATIOOHKEYXH

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

AVTO TO KTNVIATPIKO QOPUAKEVTIKO TPOTOV deV omantel Kapio 101k cuvOnKn eOAAENG.
Aldpkelo oNg HeTd To TPAOTO vorypa TOV TEPLEKTY : 6 UVES

Mnv xpNCUOTOIEITE HETA TNV MUEPOUN VIO ANENG TTOV OVAPEPETAL GTO KLTIO 1) GTI| PLAAN
12. EIAIKEX ITPOEIAOIIOIHZEIZX.

Ewwéc tpogurdéeic yio tn ypnon oto (oo,

Edv mapatnpnBovv avemBounteg evépyeies, tote mpémel va drakdmteTon 1 Oepaneio Kot va {ntnoei n
ouppovAn ktnvidtpov. No amoedyeTaL 1 (PO TOV GE APLIATOUEVA, VTOYKOLUIKE, VTOTACIKA (D,
KaOdC VITapyEL EVOEYOUEVOS KIVOLVOC TOETKMGTG TOV VEQPOD.

AvT0 1O TPOIOV Y10 GKOAOLG, dev Oa TPEMEL vaL yp1GILOTOLEITAL GE YATES, KAOMG dev gival KaTAAANAO
Yo xpYon o€ ovTo To €i00g. XTig yateg, Ba mpénel va, ypnoiponoteitor to Loxicom 0,5 mg/ml téoipo
EVOLDPM LA Y10l YOTEC.

AMNAETOPAGELC LE QAL QAPUAKEVTIKA TTPOTOVTIO KoL QAAEC LOPOEC OAANAETIOPOCNC:

Al NSAIDs, 3100p1TiKd, QVTITNKTIKA, GUIVOYAVKOGIOES, avTIPloTIKG Kol 0VGie pe peydio Padud
ovvdeon pe TG TpwTeiveg pmopet va avtaymvifovtal yuo T 6OVOEST] Kat £T61 001y0VV G€ TOEIKA
amoteAéopata. To Loxicom dev o mpémnet va yopnyeiton amd kovod ue dAia NSAIDS 7
YAVKOKOPTIKOGTEPOION.

[Ipo- Bepameia pe avtipAeypovmodelg ovcieg uropel va £xovv anotéhespa tpocbeta 1 avénuéva
avemduunTa oToTEAECUATO KOl SOUQOVO UE pio ehevBepn mepiodo amd Oepameio e kdmolo
KTNVIOTPIKO QOPUAKEVTIKO TPolov Oa pémetl va £xel tnpnOei To Arydtepo yia 24 dpeg mpv v Evapén
g Oepamneiag. Tnv ehevbepn mepiodo and Bepamneia, Oa Tpémel va AneOBovV VITOYN o1
(QOPUAKOKIVITIKES IOLOTNTEC TV TPOIOVIMV TOL YPNCUOTOMONKAY TPOTYOUUEVAC,.

Ynepdoooroyio (CLUTTOUATA, UETPO AVTIUETDTLIONC, OVTIOO0TA):

Ymv nepintmon vrepdocoroyiag, 0o mpénel va Egxvioete cupmTpaTiKy Oepameio

Idwaitepec mpo@uAGEELS TOL TpEmel vo Aouavovtal amd To GTOUO TOV YOPNYEL TO KINVIOTPIKO
QOPUOKEVTIKO TTPOoidV o€ {da.:
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Atouo pe yvootn vrepevaictncio o un otepostdn avripieypovmon edpuaka (NSAIDS) Oa mpénet
V0, AIOPELYOLV TV EMOEN LE AVTO TO KTNVIOTPIKO PAPUOKEVTIKO TPOIOV.

Ye mepintmon KaTdmoong and aToynua, (NTMoTe Apéoms TPtk cLUPOVAR Kot dei&te TO PUALOD
ooMYLdV N TNV ETIKETO GTOV Y1OTPO.

Av16 10 TTPOidV pmopel va tpokarécet epediond ota pdtia. Xe TepinTOoT ETAPNS LLE TO LATLOL,
Eemldvete aUECMG KOAA LE VEPO.

Eykvpoovvn kot yoiovyio.
BA. TTapaypago "Avtevoei&elg".

13. EIAIKEX NPO®YAAZEIX I'A THN AITOPPIYH AXPHXIMOIIOIHTOY 'H
AXPHXTOY YAIKOY, EAN YITAPXOYN

Ta edppoxa dev mpENeL vaL amoppinToVToL LECH TOV AVUATOV 1] TV OIKIHKOV OTOBANTOV.

YvpPovievbeite Tov KTNVIATPO CaG Yo TOV TPOTO ATOPPIYNG TOV Ypnoipormombéviav papudrkov. Ta
UETPOL AVTA ATOGKOTOUV OTNV TTPOGTAGI0 TOL TEPPAALOVTOC.

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

Aemtopepeic TANPOPOpPIES Yio TO €V AOYM KTNVIOTPIKO PAPUOKEVTIKO Tpoiov dlatifevtal otov
diktvakod tomo tov Evponaikod Opyovicpov @apudkev http://www.ema.europa.eu/
15. AAAEX IAHPO®OPIEX

I Tepe@boarikod TolvatBvAéviov eiain mov mepiéyet 10, 32, 100, 2 x 100 1 200ml pe dvo
moAveBLAEVIKEY TOAVTPOTLAEVIKEC PafoloyNUEVEG GUPLYYEC.

Mmropet va, unv KuKAOQOpoLV OAEG Ol CUGKEVAGIEC.

["o omoladnmote TANPOoPOpic. GYETUKH e TO TOPOV KTNVINTPIKO QUPHOKEVTIKO TPOiodV, TapoKadeiche
va argvbouvleite GTOV TOTIKO AVTITPOGOTO TOL KATOYOL TNG ASELNG 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 2734 46 90
Fax :+32 2734 48 99

Peny6auka 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.|t

Ceska republika Magyarorszag

Samohyl group a.s. Alpha-Vet Allatgyogyaszati Kft.
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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 GbmH
Heinz-Lohmann--StraRe 4
27472 Cuxhaven
Deutschland

Eesti

AS Magnum Veterinaaria
Vae 16

76 401 Laagri

Harjumaa

Eesti

Tel +372 650 1920

Fax +372 650 1996

EAlLada

XEAAADPAPM AE

1o yAu. A. Hoaviag — Mapkomovrov,
T® 100, 19002, ITowowvia

TnA.: +30 2106800900

E-mail: info@hellafarm.gr

Espafia

Laboratorios Karizoo

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

Barcelona (Esparia)

France

ALIVIRA FRANCE S.AS.
14 Rue Scandicci

Tour Essor

93500 PANTIN

France

Tél. 01 57 42 23 03

Hrvatska

Norbrook Laboratories (Ireland) Limited

Rossmore Industrial Estate
Monaghan
Ireland

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,

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

Romania

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 Sl d.o.o.
Parmova Ulica 53

1000 Ljubljana, Slovenija
Telefon: +386 1 4364466



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.l.
Via Piana, 265

47032 Bertinoro (FC)

Kvnpog

Amoxieiotikdg Arovopéag Kompov: Xmdpog

Zrovpviong Kéuwaig Atd

Agw. Xtacivov 28, 1060 Asgvkwaio, Kompog

Tn\: 22 447464 / ®a&: 22 756902
e-mail: chemicals@stavrinides.com.cy

Slovenské republika
PHARMACOPOLA s.r.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,

FI-13721 Parola

Sverige

N-vet AB

Uppsala Science Park
751 83 Uppsala
Sweden

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

United Kingdom (Northern Ireland)
Norbrook Laboratories Limited
Carnbane Industrial Estate

Newry

BT35 6QQ, Co Down

Northern Ireland
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OYAAO OAHTI'TQN XPHXHX

Loxicom 5 mg/ml evéoipo StdAvpa yio. GKOAOLS Kot YOTeg

il ONOMA KAI AIEYOYNXH TOY KATOXOY THX AAEIAY KYKAO®OPIAX KAI
TOY KATOXOY THX AAEIAYX ITAPAXKEYHX [1IOY EINAI YIIEYOYNOX I'TA THN
AIIEAEYGEPQXH ITAPTIAAX, EAN EINAI AIA®OPETIKOZX.

Kdrtoyog tne ddetog KuKAOQOPiog
Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan

Ireland

Iopackevootnc vrevhuvog yio TV aneAevfipmon 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 5 mg/ml gvéoipo dtéAvpa yio 6kOAOVG Kot YOTES.
meloxicam

3 YYNGEXH XE APAYXTIKH OYXIA KAI AAAA XYXTATIKA
KéBe ml mepiéyet:

Meloxicam 5mg
Ethanol anhydrous 150 mg

Avoiyto kitpivo didivpa
4 ENAEIZEIX

2K0AOL

AvoKoLOIoT TNG PAEYLOVIG KOl TOL TTOVOL Gg 0&gieg Kl YpOVIEC LDOOKEAETIKEG dlatapayés. Meimon
TOV UETEYXELPTTIKOD TOVOL KO TG PAEYLOVIG 1OV aKOAOVOET TIc opbomedikég eneuPaoelc Ko Tig
eMeUPAcELG GTOVE LAAAKODS 1GTOVG.

[dteg

Meimon Tov HETEYXEPTTIKOD TOVOL UETE 0td @OOMKVGTEPEKTOUN KOl OEVTEPEVOVGEG EMEUPATELS
GTOVG HLOAOKOVG 1GTOVG.
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5 ANTENAEIZEIX

Na un gpnowonoteital o€ €ykoa 1 yolovyovvta {®a.

Na pn ypnowonoteitan o€ {da pe yaoTpeviepkés draTopayés Onws epediopog Kot apoppayia,
LEWOUEVT] NIATIKY, KOPOLOKT 1 VEPPIKT AELTOVPYIO KOL CULOPPOYIKES OLOTAPAYES.

Noa pn yp1CLOTOLEITAL GE TEPMTMGELS VIEPELOICONGIOG GTN dPAUCTIKY 0VGIN 1] GE KAUTO0 0o T
éicdoyaL.

Na pn gpnowonoteitan 6e {da nAkiog pkpotepns Tmv 6 fdopddmv, 1| o ydteg pe Bapog Arydtepo
Tov 2 kg.

6. ANEINNIOYMHTEX ENEPI'EIEX

Tonucég avemBounteg evépyeteg v NSAIDS 6mtmg 1 avopeéia, o euetdc, n d1appola, KOTPOva. [E
aipo, ardbeia Kol veepikn avemdpkela Exovv avapepel mePIoTACIOKA. X TOAD CTAVIEG TEPUTTMGELS
éxovv avapepBel avénpéva eminedo NraTikdv evOOH®V. LTOVG GKOAOVGS, GE TOAD GIAVIEG TEPUTTMCELG
(My6tepo amd 1 ota 10.000 vrd Bepancio {da, CLUTEPIAAUPOVOLEVOD KOl LELOVOUEV®Y OVAPOPDV)
&yovv ovapepbel arpoppayikn d1appota., OIUATEUEST) KOl YOUOTPEVTEPIKT EEEAKMAT).

AvTég o1 avemBounTeg EVEPYELES TAPATPOVVTAL YEVIKA TNV TPMOTN efdopdada e Bepameiog kol oTig
TEPLOCOTEPEG TEPIMTMOGELG EIVOUL TOPOSIKEG KO TOPEPYOVTAL LETE TOV TEPLATIGUO TNG Oepameiog aALd
o€ TOAD OTAVIEG TEPIMTMGELC UTopel va gival coPapég 1 Bavatneopeg.

g TOAD OTAVIEG TEPIMTMGELG AVOPVANKTIKES OVTIOPACELS Uopel va TapatnpnBodv Kot Tpémet va
0epumEVTOVV CLUTTOUATIKG.

GV TOPOUTNPNCETE OMOLUONTOTE AVETIOOUNTN EVEPYELD, KOO KOL OV OEV OVOPEPETOL GTO EGMKAEIGTO
DdvAro Odnyrov Xprone N aUEIBALETE Y10 TNV ATOTEAEGULATIKOTITO TOL (OPLAKOV, TaPaKOAEIcHE Vo
EVIUEPDGETE GYETIKMG TOV KTNVINTPO GO,

7. EIAH ZQQN

2KOAOL KoL YOTES

8. AOZOAOITA I'TA KAGE EIAOX , OAOX(OI) KAI TPOITIOX XOPHI'HXHX
Aocoloyia Yo KGOg gid0g

2KOAoL
ATAY éveon ot 8601 tov 0,2 mg ueho&ikdung/kg o.p. (0,4 mi/10 kg 6.B.)

ldreg :

AT\ vodopla éveon otn d0om tov 0,3 mg pelolucapng /kg 6.p. (0,06 ml/ kg 6.p.) 6mov dev givar
duvartn o TopakoAovfovpevn amd Tov 6ToOHeToC Oepaneia, Y. G€ Aypleg YUTEC.

AT\ vrodoplo éveon otr 6oom tv 0,2 mg perolikdunc /kg o.p. (0,04 ml/ kg 6.B.) 6tov 1
YOPNYNOoN HEAOEIKAUNG TPOKELTOL VAL GUVEYIGTEL LUE LI OTO TOV GTOUATOG TOPAKOAOLOOVEV
Oepoaneia.

0006¢ kKo TpéTOG YOPNYNONG

2KOAOL :

MvookeheTikéG dlaTapoyEs : ATAN VITOdOpL EVEDT).

To Loxicom 1,5 mg/ml ndéoio evoudpnpa ko Loxicom 0,5 mg/ml wdéoipo evoudpnpo propet vo.
ypnotpomondei yio cuvéyion g Bepaneiog otn 66on tov 0,1 mg uero&ikaunc/kg o.p., 24 dpeg petd
™ xopfynon g £veong..
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Meiwon tov peteyyepntikod Tovov (Yo tepiodo dve TV 24 wpdv): ATAN evooPAEPLa 1] VTOdOPL
€VEGT TPV TO YEPOVPYEID, VIO TAPASEY O TNV OPO EIGOYDYNG TNG ovalcOnciog.

[drec :

Meimon tov peTeyyepNTIKOL THVOL GTIS YATES, OOV dgv glvar duvarr (o TtapakoiovBoldpevn and
TOV 6TOpOTOC Bepaneia, Y. G€ Aypleg YOTES:

Am vodopia éveon ot d0on tov 0,3 mg pero&ikaung/ kg o.p. (0,06 ml/ kg 6.p.) mpwv to
YEPOLPYELD, Y10 TAPASELY LA TNV PO EIGAYMYNG TNG avoloOnoiag. Xe avtn TV TepinTOomn un
YPNOYLOTOLEITE OO TOL GTONATOG TapaKoAoLOOLEVT Bepareia.

Meimon Tov HETEYYXEPNTIKOD THVOL GTIS YATES OTAV 1 XOPNYNOT LEAOEIKAUNG TTPOKELTAL VAL
GULVEYIOTEL LLE L0 0TTO TOV GTOUNTOC TapaKoAovBov eV Bepameio:

ATA vodopia. Eveon ot d86on tv 0,2 mg pero&ikaung /kg o.p. (0,04 ml/ kg 6.p.) mpv 10
YEPOLPYELD, Y10 TAPADELY LA TNV PO EICAYMYNG TNG avolcOnoiog.

I"a cuvéyion g Bepameiog yio £og Ko TéEVTE NUEPES, AT 1| apyikn d6on uropel va akorlovbeiton 24
mpeg apyodTtepa LE T yopnynon tov Loxicom 0,5 mg/ml téc1puo evaudpnua yio yoTeg 6tn 000N TV
0,05 mg pero&ikaunc /kg o.p. H mopakorovbovpevn and tov 6ToU0T0G doG0A0Yio UTopEl va
xopnynOet péxpt ko yio 4 cuvorkd d6celg og dooTnpato 24 ®pdv.

AToQUYETE TNV EMPUOAVVGN KOTA TN SLAPKELN TNG XPNONG.

9. OAHI'IEX T'TA TH XQXTH XOPHI'HXH

Oa mpénet va didetal Wiaitepn onpacio otnv axpiPn xoprynomn tng oo6onG..

Mo kotdAAnia faduovounuévn oopryya tov 1 ml Oo Tpémel va ¥pnoUoTOIETOL Vi T YOPNYNCT TOV
TPOIOVTOG OTIG YATES.

10. XPONOXZ ANAMONHZX

Agev amatteitor.

11. EIAIKEX XYNOHKEX AIATHPHXHX

Na puidooetar o€ 0éon, v onoia dev PAETOLY Kot dev mpooeyyilovv Ta malddL.

AVTO TO KTNVIATPIKO QUPUAKEVTIKO TTPOTOV deV omantel Kapio 101k cuvOnKn eOAaENG.
Awgpketo Long HETA TO TPMTO AVOLYUO TOL TEPIEKTN: 28 NUEPECS

Mnyv ypnoponoteital HETA TNV Nuepounvio AENG TOL AVAPEPETOL GTO KLTIO KOl OTT GLOAT.

12. EIAIKEX [TPOEIAOINOIHXZEIX

Mo v avakodELeN TOL UETEYYELPNTIKOD TOVOL GTIG YATES , ACPAAELN £XEL TEKUNPLOOEL Pdvo peTd
amo avoroOnoio pe Oelomeviain/ oloBdv.

Ewwéc tpopurdéeric yio tn ypnon oto oo,

Edv mapatnpnBovv avemBounteg evépyeieg, Oa npémet va dtokdnteton 1 Oegpaneio kot va {ntnoei n

oLUBovAN KTVIATPOV.

No amo@ebyetal 1 ¥pNoN TOV GE UPLOATOUEVE, VITOYKALULKE, 1| VIToTactkd (Mo, Kabdg vTapyEt

EVOEYOUEVOC Kivouvog ToEiKmonG ToL VEPPOD.

Kotd v avaisOnoio, mopoakorobOnon kot Oepomeio pe yoprynon vypov 0o tpénel va Bewpovvtaon
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®G 1 GLVNONG TPOAKTIKY.

Idwaitepec mpo@LAGEELS TOL TPEmel vo AouavovTal ord To GTOUO TTOL YOPNYEL TO KINVIOTPIKO
QOPUOKEVTIKO TTPoidV o€ {ma:

AvToéveoT 0md aTOYNUO. LTOPEL VO TPOKAAEGEL TOVO. ATOUO LE YVMOTY VITEPELACONGID GE Un
o1ePOEIdN ovTIAEYLOVAOOT pappaka (NSAIDS) Ba mpénel vo amoeehyovy Ty maen e AVTO TO
KTNVIOTPIKO QUPUAKEVTIKO TPOTOV.

Ye mepinTmon avToévesng omd aTuYNUa, (NTNOTE AUECHC 1TPIKT GLUPBOVAT Kat dgi&te TO POAAD
o0MYL®V N TNV ETIKETO GTOV Y1UTPO.

Av16 T0 TTPOidV pmopel va tpokarécet epediond ota pdtia. Xe TepinTOOT ETAPNS LLE TO LATLOL,
Eemldvete aUECMG KOG UE VEPO.

Eyxvuocvvn kot yoAovyio:
BA. TTapdypago "Avtevdeifeg".

AMnAemdpaoelc pe GAAL QUPUOKEVTIKG TPOTOVTO KO QAAEC LOPQEC OAANAETIOpACNC:

Al NSAIDs, 3100p1TiKd, QVTITNKTIKA, UIVOYAVKOGIOES, avTIBloTIKG Kol 0VGiec pe peydao Padud
oLVOESTG UE TIG TPOTEIVEG Lmopel va avtaywvilovTot yio T cOVOEST) Kol £TGL 001YOUV 6€ TOEIKA
anoteléopata. To Loxicom degv Oo mpémet va yopnyeitat amd kowvov pe dGAia NSAIDS 1
YAVKOKOPTIKOGTEPOION. Towtdypovn xoprynomn He ev duvapel veppoto&ikd epdpuokxa Bo Tpémet va
amo@evyeTol. e {da mov dlaTpEYovy Kivouvo amod tn yopnynon avaistnoiog (m.y. vrepiiko (oa), Oa
npénel va AapuPavetar cofopd voym 1 vTodOPLa N EVOOPAERLO Y0P YNOT VYPDV, KOTA TN SLUpKELD
g avorstnciag. H mapddinin yopnynon avastnciog kot MEAD, dev amokAeiel Tov kivouvo
STOPAYDY TNG VEQPPIKNG AtTOoLpYiag.

[Ipo- Bepameia pe avtipAeyHovmOELg ovGieg pmopel va £xovv anotéhespa tpdcbeta 1 avénuéva
avemduunTa OTOTEAECUATO KOl SOUQOVO e pio ehevBepn mepiodo amd Oepameia e KAmolo
KTNVIOTPIKO QOPUAKEVTIKO TPOlov Ba pémetl va £xel TnpnOei To Aydtepo yia 24 dpeg mpv v Evapén
g Oepamneiag. Tnv ehevBepn mepiodo and Bepaneia, Oa Tpémel va AneOBoLV VITOYN 01 PAPLAKOALOYLKES
WOOTNTES TOV TPOIOVIMV TOL YPNCLOTOMONKAY TPOTYOLUEVAG.

Yrepdoocoroyio (cuoumtduato, LETPO AVTILETOTIONC, AVTIOOTH):

Ymv nepintmon vrepdocoroyiag, Oa mpémel va apyilel copntopotiky Oepaneio.

13. EIAIKEX MPO®YAAZEIX I'A THN ATIOPPIYH AXPHXIMOIIOIHTOY 'H
AXPHXTOY YAIKOY, EAN YITAPXOYN

Ta, @dpuoxo dev TPETEL VA, OTOPPITTOVIOL LECH TOV ADUATOV | TOV OIKIAKDOV OTOBANTOV.

YvuPovievbeite Tov KTNViaTpd cag Yo TOV TPOTO ATOPPIYNG TOV Ypnotponombéviav eapudkov. Ta
LETPOL AVTA ATOGKOTOVV GTNV TPOGTAGIN TOL TEPPAALOVTOG.

14, HMEPOMHNIA TEAEYTAIAYX EI'KPIZHX TOY ®YAAOY OAHI'TQN XPHXHX

Agmtopepeic TANPoPopieg Yo TO €V AOY® KTNVIOTPIKO PAPUOKEVLTIKO TPoiov dtatifevtar otov
dikTvakod tomo tov Evpomaikod Opyavicpov Papudkev http://www.ema.europa.eu/

15. AAAEX ITAHPO®OPIEX
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10 ml, 20 ml v 100 ml groAidio yio éveon
Mmropei va, unv KoKA0QOpoLY OAEG Ol CUGKEVAGIEC.

["o omoladnmote TANpoopio GYETIKA e TO TOPIV KTNVIOTPLIKO QOPLOKEVTIKO TPOioV, mapoaKaieiche

va. omevBuvheite GTOV TOTIKO AVTITPOGMITO TOV KOTOYOV TNG AOE10G KuKAOPOPIaG.

Belgié/Belgique/Belgien
Luxembourg/Luxemburg
Nederland

Fendigo sa/nv

Avenue Herrmann Debrouxlaan 17
BE 1160 BRUSSELS

Tel : +32 2734 46 90

Fax:+32 2734 48 99

Peny0auka 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-Stralie 4
27472 Cuxhaven
Deutschland

Eesti

AS Magnum Veterinaaria
Vae 16

76 401 Laagri

Harjumaa

Eesti

Tel +372 650 1920

Fax +372 650 1996

EAlrada
XEAAADAPM AE

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

Norbrook Laboratories (Ireland) Limited

Rossmore Industrial Estate
Monaghan,
Ireland

Osterreich
PRO ZOON Pharma GmbH
A-4600 Wels

Polska
ScanVet Poland Sp. z 0.0.
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1o yAu. A. Iowoviog — Mapkomoviov,
T® 100, 19002, Iowowvio

TnA.: +30 2106800900

E-mail: info@hellafarm.gr

Espafia

Laboratorios Karizoo

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

Barcelona (Esparia)

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.l.
Via Piana, 265

47032 Bertinoro (FC)

Kvnpog

Amoxleiotikdg Aovopéag Kompov: Xmbpog

Trovpwviong Kéuukaic Atd

Aewo. Zracivov 28, 1060 Asvkwscia, Kdmpog

TnA: 22 447464 / ©aé: 22 756902
e-mail: chemicals@stavrinides.com.cy

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

Romania

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
WwWw.maravet.com

Slovenija

GENERA Sl d.o.o.
Parmova Ulica 53

1000 Ljubljana, Slovenija
Telefon: +386 1 4364466

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 (Northern Ireland)
Norbrook Laboratories Limited
Carnbane Industrial Estate

Newry

BT35 6QQ, Co Down

Northern Ireland
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OYAAO OAHTI'TQN XPHXHX

Loxicom 0,5 mg/ml mdoipo evoudpnpo. yo yareg

il ONOMA KAIT AIEYOYNXH TOY KATOXOY THX AAEIAY KYKAO®OPIAX KAI
TOY KATOXOY THX AAEIAY TAPAXKEYHZX I1OY EINAI YIIEYOYNOX I'TA THN
AIIEAEYGEPQXH ITAPTIAAX, EAN EINAI AIA®OPETIKOZX.

Kdrtoyoc tne ddetog KKAOQOPIiog
Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan

Ireland

Iapaockevootnc LIEVHLVOC Yo TNV ATEALLOEPMON TOV TAPTIOMV:
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 ndéoipo evoudpnpo yio yrec.
meloxicam

3 YYNGEXH XE APAYXTIKH OYXIA KAI AAAA XYXTATIKA
KéBe ml mepiéyet:

Apaotikég ovoiec:
Meloxicam 0,5mg
Sodium benzoate 1,5mg

Avoyyto Kitpivo evor®pnpa
4. ENAEIEEIX

Kotompdvven tov eAagpod £o¢ péTplov Pabuod peteyyelpntikod Tdvou Kot TG PAEYLOVIG UETA 0o
YEPOLVPYIKEG EMEUPACELS OE YATES, OTWG T.). 0pOomedKEG enepPaoelc Kot ENEUPAGELG TOV HOAOKDV
GTOV.

Kotoampdoven e eAeyovig kai Tov tovov oTig o&gieg kal ypOVIEC LDOCKEAETIKES dloTaPUYEG O
yateg.
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5. ANTENAEIZEIX

Na un ypnowonoteitan o€ €ykva 1| yolovyovvra {da.

Noa pn yp1CLOTOEITOL GE YATES LLE YOOTPEVIEPIKES dlOTAPAYEG OTTMG EpEDIoIOC Kot aoppayia,
LEWOUEVT] NIATIKN, KOPOLOKT 1] VEPPIKT AgLToVpyio KOl GHOPPAYIKES OLUTAPAYES.

Na pn yprolponoteitan 6€ TEPMTMOGELS VIEPELOIGONGIOG GTN OPACTIKY| OVGIC 1| G KATO10 ATd TOL
€KdoyaL.

Noa un yprowonoteitan 6 yateg nAkiog pikpotepng t@v 6 BSOUAdMV.

6 ANEINNIOYMHTEX ENEPTEIEX

Tonucég avemBopunteg evépyeieg tv NSAIDS 6ntmg 1 avopeéia, o gleTdc, 1 Sidppota, KOTPOVA e
aipo, ANOapyoc Kot VEPPIKT OVETAPKELL £XOVV avaEePDEel TEPIGTACIOKA. € TOAD GTAVIEG
nepmTOGELS (AMyotepo amd 1 ata 10.000 vo Oepameio (da, cvumeptAapuPfavouévov Kot LELOVOUEVOY
avapopdv) [actpeviepucés eEelkdoelg Kot Exovv avapepBel avénuéva enineda nratik®v eviOpuwv.
AVTEG o1 avemBouNTEG EVEPYELEC TAPATIPOVVTAL YEVIKA TNV TPMOTN gfdopada e Bepaneiog kat oTIg
TEPLOCOTEPEG MEPIMTMOGELG EIVOUL TAPOSIKEG KOl TOPEPYOVTAL LETE TOV TEPLOTIGUO TNG Bepoameiog oALG
o€ TMOAD OTAVIEG TEPIMTMGELS Pmopel va eival coPapég 1 Bavatneopes.

GV TOPOTNPTOETE OTOLUONTOTE AVETIOOUNTN EVEPYELD, AKOLO KOL OV OEV OVOPEPETOL GTO ECMKAEITTO
dVAlo Odnydv Xprong 1 aUEPALETE Y10 TNV ATOTEAEGUATIKOTITO TOL (POPLAKOV, TopaKOAEicHE va
EVILUEPMOETE CYETIKMG TOV KTNVIATPS GO,

7 EIAOX ZQOY

Iérec

8 AOXZOAOITA TTA TO KAGE EIAOX , OAOX (OI) KAI TPOIIOX XOPHI'HXHX

Aocoloyia

Meteyysipntikdc TOVOC Kot QAEYLOVA LETA O YEWPOLPYIKEC emeuPdoelc:

Metd v apyikn Oepomeia e Loxicom 5 mg/ml Evéowo AtdAvpa yio ZxvAovg kou I'dteg, cuveyiote
mv Bepamneio 24 opeg apydtepa pe Loxicom 0.5 mg/ml méoyo evoudpnua yio yéteg oty 866n TV
0,05 mg pero&ikaung /kg copatikod Bapovg. H eraxdrovdn d6on omd 10 61op0 propet va xopnyn et
Wi @opa MUeEPNoimG (e HECOIAGTHATA 24 OPDOV) Y10, SIACTNUA EOG KL TECCEPLG NUEPEC,.

Oé&giec pvookedeTikéc daTapoyEc:

Apyxn Oepamneia, sivar pio epama d6on amd 1o otopa tv 0,2 mg pelo&ikaunc/kg copatikod
Bapovg kot v Tpdy Nuépa. H Bepameio and 10 otop, Tpémel vo cuveyileTol o popa NUePNoimg
(ue pecoduaotiuoto 24 ®pav) otny 60on Twv 0,05 Mg pero&ikdunc/kg copatikov Bapovg yio 66o
ot Sapkovv 0 0EHC THVoG Kat 1) o&gia pAeypovn.

XPOVIEC LVOOCKEAETIKES SloTapOryEC:

Apywn| Oepomeia, sival puo epama 66om amd to otopa tov 0,1 mg pero&ucapng/kg copoticon
Bapovg kot v Tpdn Nuépa. H Bepameio amd 1o otopa, Tpémel va cuveyileTor o gopa nUePToimg
(ue pecodaotipozo 24 ®pav) otn 86o1 cvvipnong tov 0,05 mg pelo&ikdung/kg copotikod
Bapovg.

YuvBwg mapotnpeitan Pedtioon oe 7 nuépec. H Oepancia mpémel va dokdntetol petd amd 14 nuépeg
TO TTOAD, oV dev mapotnenOei eppavig Pertioon e KAVIKNG EKOVaC.
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006¢ kar TpémTOG YOPNYNONS

"Etot yio v évapén g aymyng o TIC YPOVIEG MVOGKEAETIKES SLOTAPAYES KATA TV TPMTN NUEPA, Oa
amortnOei dumhdoia doom o’ exeivn g 06ong cvvtipnons. [a mv Evapén g aywyng v Tig o&eieg
LLOCKEAETIKES dlatapayEg Katd TV TpdTn Nuépa, Ba amartnel 4-mhdcio 06om an’ ekeivn g dOoNS
cuvtnpnons. Agv pémet va vdpyel VIEPPACT TG GLVIGTOUEVTS OOGTG .

To Loxicom 0.5 mg/ml mdéoipo evaudpnpo yo yéreg pmopei vo xopnynOei gite pe v tpoen gite
angvBeiog 6to otopa. To evaudpnua propel va do0el ypnoonoidvag fadpovounuévn copryya mov
mapéyeTol Le n ovokevooia. Ot cOptyyeg tapldlovv ot PréAn Ko Exovv pia kAipoka og Kg 6.p.
omoia avTomokpivetal ot 6001 cuviipnong . Etot yuo v mpotn nuépa, Ba amaiteitol 500 popég tov
OYKO GLVTHPNOTG.

9. OAHI'IEXI'IA TH XQXTH XOPHI'HXH

H pero&ikdun £xel otevd Bepomentikd meplfdplo ac@aAeiog 6Tig YATES KOl TO, KAVIKG GUUTTOUOTO,
VIEPOOGIOG EUPAVICOVTOL OE TYETIKA LKPES GUYKEVIPADGELS TAVM OO TO KOVOVIKO ETITEDO.

Mo va e&aocpoliotel 1 yopnynon e 6mOTNHG 066N¢ To BApog Tov {Hov Tpénel vo vroAoyileTon pe
0G0 10 dvvaTOV pEYaADTEPT aKpifeta.

AxolovOnote TPOoEKTIKA TIG 00N YiEG TOV KTNVIATPOV.

AVOKIVAGTE KOAQ TPV TN XPNOT).

ATo@OYETE TNV EXAVOUOALVOTG KOTA TN PN oM.

10. XPONOX ANAMONHX
Agv amoteitot.
11. EIAIKEX ITPOPYAAEEIX I'TA THN AITOOHKEYXH

Na puidooetat o€ Béon, v onoia dev PAETOLY Kot dev mpooeyyilovy Ta malddL.

AVTO TO KTNVIATPIKO POPUAKEVTIKO TPOTOV dev amontel Kapio 101K ouvOnKn eOAAENS.

Atdprera {ong HeTA TO TPAOTO Avoryua Tov 60)EloV: 6 UNVeES

Na pn gpnoponoteiton ovtd 10 KTNVINTPIKO QOPUOKEVTIKO TPOIdV PETE omd TNV nuepounvia Anéng
OV OVOYPAPETOL GTO KOLTL Kot Tr eLdAn petd to AHEH .

12  EIAIKEX TPOEIAOMNOIHXEIZX.

Ewwéc tpogurdéeic yio tn yphon oto Lo,

Edév mapatnpnBovv avemBounteg evépyeieg, tote Tpémet va dwokontetal 1 Oepaneio kot va {ntnbei n
GLUPOVANY KTNVIATPOV.

No amo@ebyeTol 1 ¥pNoN TOL GE APLIATOUEVE, VITOYKALUIK(, VTOTACTIKA {0, Kabdc vmdpyet
EVOEYOUEVOG KivOuVOog TOEIKWMONG TV VEQPOV.

MEeTeyyEpNTIKOG TOVOG KOl PAEYLLOVH LETA A0 XEPOLPYIKEG EMEUPACELS:
Y& mepintmon mov amatteital TpdcheTN avoKoVPIoT TOV TOVOL, Bo Tpémet vo pehetn el pio
TOALTPOTIKY Bepamneio TOL TOVOL.

XpOVIEG LVOCKEAETIKES OLOTAPUYEC:
H avtomdkpion o poakpoypovia 0epamentikn aywyn TpEReL vo topakoiovdeitat ovd Taxtd
dtoTnuaTo amd Tov vaevduvo KTnviatpo.

H Oepoaneio 0o mpénet va dtakomel puetd amd 14 nuépeg to apydtepo edv Kapio KAvikn Bertimon dgv
napotnpnOet.
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Idwitepec mpo@uAGEELS TOL Tpmel vo AopavovTal amd To GTOUO TOL YOPNYEL TO KINVIOTPIKO
QOPUOKEVTIKO TTPOoioV o€ {ma.:

ATopa LE YVOOTY VIEPELOIGONGIO GE UN OTEPOELDT OvTIPAEY OV pappako (NSAIDS) Oa npémel
VO, AITOPEVLYOLV TV EMOEN LE TO KTNVIATPIKO QOPLUKEVLTIKO TPOTOV.

e mepintmon KaTdmoong and atdynua, (nmote apéocms wTptkn cLUPOVAR Kot dgi&te To PUALO
ooMyLdV N TNV ETIKETO GTOV Y1 TPO.

AvT0 T0 TPOidV UTopEl va Tpokarécel epeBiopd oTo PATIO. XE TEPIMTOOT EXAPNG LE TO LATLIA,
Eemlovete aUECMG KOAA LE VEPO.

Eyxvupocvvn kot yoAovyio
BA. TTapaypago "Avtevoei&elg".

Alniemdpdoelc pe GAAC QUPUOKEVTIKA TPOTOVTO Kol GAAEC LOPQPEC AAANAETIOPOONC:

Al NSAIDs, dtovpnTikd, ovVTITNKTIKG, OUIVOYAVKOGIOES, avTIPLOTIKA Kot 0vGieg e peyaho Pabud
oLvdeoNG LE TIGg TpaTeiveg umopel va avtaywviovtol yio T cOVOEST) Kol £T61 001YOUV GE TOEIKA
amoteAéopata. To Loxicom dev o mpémet va yopnyeiton amd kovod ue dAia NSAIDS 7
YAVKOKOPTIKOGTEPOTON. Towtdypovn YopyNom SVVNTIKA VEPPOTOEIKMDY PAPUAK®V TPETEL VA
OTOPEVYETOL.

[Ipo- Bepameia e avTIQPAEYUOVMOELS OVGiEC UTOpEl va £ovV amoTéAesua TPOceTa 1 avénuéva
avemBuunta anoTeEAEGHATO Kol COUe®VA pe pio ehevbepn mepiodo amd Bepaneia pe KATOL0
KTNVIITPIKO QOPUAKEVTIKO TPoldv Ba mpémetl va Exel TnpnOel 1o Atydtepo yia 24 dpeg mpv v Evapén
¢ Oepoameiog. Katd tnv elebBepn mepiodo amd Oepaneio, Oa mpénel va, AngOodv vdym ot
(QOPLOKOKIVITIKES IO1OTNTEC TV TPOIOVIMV TOL YPNCUOTOMONKAY TPONYOVUEVEMG,

Y7nepoocoroyia (CUPTTORATE, HETPO GVTIHETAOTIONGS, UVTIO0TA):

H pero&idun éxel otevo meplfdpio OepamevTIKNG AOPALELNG GTIC YATEG KO TOL KAVIKG GUUTTOUOTO
VIEPOOGOLOYiNG Hmopel va mapaTnpnBovV 68 GYETIKA KPA eMined LIEPSOGOAOYING.

€ MEPINTOOT LTEPSOGOLOYING, Ol AVETIBVUNTEG EVEPYELESG, OTMG AVAPEPOVTOL TNV EVOTNTA

" AvemOOunTeG eVEPYELES”, AVOUEVETOL VO EIVOL IO GOPAPES KOL TTLO GUYVEC. 1€ TEPIMTMON
VIEPOOGOLOYIOG TPEMEL VAL EEKIVIGEL 1] CUUTTOUOTIKTY Oepameio.

13. EIAIKEX MPO®YAAZEEIX I'A THN AITIOPPIYH AXPHXIMOIIOIHTOY 'H
AXPHXTOY YAIKOY, EAN YITAPXOYN

Ta, @dpuoxo dev TPENEL VA, OTOPPITTOVIOL LECH TOV ADUATOV | TOV OIKIAKDOV OTOPANTOV.
YvuPovievbeite Tov KTNViaTpd Gag Yo TOV TPOTO ATOPPIYNG TOV Ypnoiponombéviav papudkov. Ta
LETPOL AVTA ATOGKOTOVV GTNV TPOGTAGIN TOL TEPPAALOVTOG.

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

Aentouepeic TANPOPOPIES Yio TO €V AOYM KTNVIOTPIKO PAPUOKEVTIKO TPpoiov dlatifevtal otov
dktvakod tomo tov Evpomaikod Opyavicpov Papudkev http://www.ema.europa.eu/

15. AAAEX ITAHPO®OPIEX

Tpoémog opdong
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H pelo&ikdpn eivor éva i oTepoedEc aVTIPAEYLLOVMOEG GPAPLAKO TNG TAENG TV OEIKOUMV TO 0TOi0
dpa He avaoToAn TG ohvOeong TN TPOSTAYANSIVIG AOKMVTOG AVTIPAEYHOVMON, CVOAYNTIKY, OVTL-
eEIOPOUOTIKY KOl OVTITVPETIKY EMIOpaoT]. Meumvel TNy o1 non T@v AEVKOKVTTAP®V GTOV 16TO UE TN
QAeypOVY]. Zg évav eAdytoto Babpd avaotéhel eniong TNV TpokaloOuevn amd KOALAYOVO
oveompevon Bpoppokvttdpwy. Meréteg In Vitro kot in Vivo amodetkvoovy 6Tt 1 pedo&ukcdun
avaotéAAel Ty Kukhoo&uyevvaon-2 (COX-2) oe éva pueyardtepo Pabuo amd v kukioo&uyevvaon-1
(COX-1)

MAnpo@opisg Y10 T1] GLOKEVAGIO.
Loxicom 0.5 mg/ml ndoipo evoudpnpa yia yarteg dtabéoyo og grorida twv 5 ml, 15 ml ko 30 ml.
Mmropei vo, unv KoKAOPOPOLV OAEG Ol GLOKEVAGIES

["o omoladnmote TANpoopio GYETUKA e TO TOPIV KTNVIOTPIKO QOPLOKEVTIKO TPOioV, mapaKaieiche

va. omevBuvheite GTOV TOTIKO AVTITPOGMITO TOV KUTOXOV TNG AOEL0C KLKAOPOPIaG.

Belgié/Belgique/Belgien
Luxembourg/Luxemburg
Nederland

Fendigo sa/nv

Avenue Herrmann Debrouxlaan 17
BE 1160 BRUSSELS

Tel : +32 2734 46 90

Fax:+322 734 48 99

Peny6auka 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- Stralie 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.It

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

Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan,

Ireland
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Eesti

AS Magnum Veterinaaria
Vae 16

76 401 Laagri

Harjumaa

Eesti

Tel +372 650 1920

Fax +372 650 1996

EALGda

XEAAADPAPM AE

Lo yAp. A. louwaviag — Mopkorodrov,
T 100, 19002, Iowowvio

TnA.: +30 2106800900

E-mail: info@hellafarm.gr

Espafia

Laboratorios Karizoo

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

Barcelona (Esparia)

France

ALIVIRA FRANCE S.A.S.
14 Rue Scandicci

Tour Essor

93500 PANTIN

France

Tél. 01 57 42 23 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.l.
Via Piana, 265

47032 Bertinoro (FC)

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

Romania

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 Sl d.o.o.
Parmova Ulica 53

1000 Ljubljana, Slovenija
Telefon: +386 1 4364466

Slovenska republika
PHARMACOPOLA s.r.0.
Sviétokrizske 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
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+4618 57 24 30
info@n-vet.se

Kvnpog United Kingdom (Northern Ireland)
Amoxelotikog Atavopéag Kdmpov: Zmopog Norbrook Laboratories Limited
Sravpwiong Képcorg Atd Carnbane Industrial Estate

Aewo. Zracivov 28, 1060 Asvkwcia, Kbmpog Newry

Tni: 22 447464 / ©aé: 22 756902 BT35 6QQ, Co Down

e-mail: chemicals@stavrinides.com.cy Northern Ireland
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®YAAO OAHTTIQN XPHXHX
Loxicom 20 mg/ml evécipo dtdlvua yio foogwdn, xoipovg Kat dAoya

il ONOMA KAI AIEYOYNXH TOY KATOXOY THX AAEIAY KYKAO®OPIAX KAI
TOY KATOXOY THX AAEIAY TTAPAXKEYHX ITIOY EINAI YIHIEYOYNOX I'TA
THN AIIOAEXMEYZXH ITAPTIAQN, E@OXON EINAI AIA®OPETIKOI

Kéiroyog e Gd£10¢ KUKAOQOPIOG:
Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan

Ireland

Iopackevootc vrevhuvvog Yo TV aneAevfipmon 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. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Loxicom 20 mg/ml evéoiuo diddvpa yio Boogidn, xoipovg Kot aroya
peAo&kaun

3. YYNGEXH XE APAXTIKH OYZXIA KAI AAAA XYXTATIKA

‘Eva ml nepiéyet:
Mero&wcaun 20 mg/ml
Ethanol 150 mg/ml

"Eva kitpivo didlopa.

4, ENAEIZH(ELX)

Boogon:
Xpnoponoteital og 0&gleg aVOTVEVSTIKEG AOIUMDEELS, GE GLUVOVAGUO LE TNV KOTAAANAT avTIBloTiKn
Oepaneia, yio T pel®oN TOV KAVIKOV CUUTTOUATOV G BOOELON.
Xprnoyonoteital 6€ S1GpPoLES, GE GLVIVAGUO LE ATd TOV GTOUATOG EVVOOTIKY Depameia yia TN
peimon ToV KAWVIKOV GUUTTOUAT®OV 6€ LOcY0Vg NAlKiog peyaivtepng g 1 efdopddog kat o
LOGCYI0EG .
Mo copminpopatikny Bepomeio oty avTIpLET®TIoN TG 0&ging paoTitidog, oe GuVoVacUd pE
avtiplotikn Bepomeio.
[Ma v Katampddvon tov peteyyelpnTikod TOVOL HETA TNV amoKEPATOON 6€ LOGYOLG.
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Xoipor:

Xp1noyLonoteital 6€ PN LOAVGUATIKES TAONGELS TOV KIVITIKOV GUGTAUATOG, Y10, TN UEI®MON TOV
CUUTTOUATOV TNG YOAOTNTOS Kot TNG AEYHOVIG. [ cuumAnpopatiky fepaneio 6TNV avTiLeETOTION
g emAoyeoG onyoupiog Kot toEvarpiog (chvopopo paoctitidag —untpitidag — ayorasiog),oe
oLVOLOGHO UE TNV KATAAANAN avTiflotikn Oepamneia.

Aloya:

IMo gprion oy KeTOTPALVOT TG PAEYUOVIG Kol 0vaKoOPLoN amtd Tov TOVOo, TOG0 G€ 0Eelec 0G0 Kt
o€ YPOVIEC LDOCKEAETIKEG OOTAPUYES.

Mo v avaxobeion amd Tov TOVo oV GYETICETAL UE TOV KOAIKO TOV ITTOEWMV.

5. ANTENAEIZEIX

Noa un gpnowonoteiton 6€ Ghoyo nikiog pikpoTepng TV 6 BSOUAdMV.

No un ypnoLonoleital € £€YKveG 1 YoAovyovoeg PopPadeC.

Na punv ypnoiponoteitan 6€ (MO TOL VIOPEPOVY ATO PELWUEVT] NTTOTIKT, KAPSIOKT 1] VEPPIKN
Aettovpyio, Kot QUOPPOYIKES SLOTOPAYES, T OTTOL VTTAPYOLV EVOEILElS PAAPDOV 0d YooTPEVTEPIKA
EAK.

Na pn gpnowonoteitan 6€ mepintmon vrepevorcnciog 6T dpAcTiKn oVoin 1} 68 KATowo and Ta
écdoyaL.

INa ™ Oepaneio g S1appolag TV PoogddV, TO TPOIOV deV TPEMEL VA YpNoLUoTToLEiToL og {Da
niiog pikpoTepng S piag efdopdadac.

6. ANENNIGOYMHTEX ENEPIT'EIEX

Y10 Boogldn, mapatnpnnke uovo Eva eAaPPL TOPOdIKO 0idnua 6To onueio TG éveong MeTd omd
VITOJOPLOL YOPNYNOT GE TOGOGTO LIKPOTEPO TOL 10% TV Po0elddV oL VIOPANONKAV o€ KAVIKES
UEAETEG,

Y10 GAoya, pmopel va topatnpn el Tapodikd oidnua 6To onpeio TG EVESTG, TO OO0 ATOdPAUEL
xopic Kapio eméupoon.

Y& ToAD ondvieg mepmtdcelg (AMrydtepo amd 1 ota 10.000 vrd Beponeio (da, cupmepiapfoavouévon
KOl LELOVOUEVOV AVOPOPAOV), UTOPEL va ETGVUPOOV OvVAPLACKTIKEG AVTIOPAGELS Ko o Tpémet va
AVTIHETOMILOVTOL CUUTTOHOTIKA.

Edv mopatnpioete omoladnmote avemBountn evEPYELD, AKOUO KOL 0V OEV VOPEPETAL GTO
ecmrieloto POALO Odnyidv Xprong 1 apePEiete yio TNV OTOTELEGLOTIKOTNTO TOV GAPUAKOD,
TopoKOAEicOE Vo EVNUEPDTCETE GYETIKMG TOV KTNVIATPO CaG.

7. EIAH ZQOQN

Booe1dn, yoipot kot dAoyo

8. AOXOAOITA I'TA KAGE EIAOX , TPOIIOX KAI OAOX(0OI) XOPHI'HXHX

Boosgion:

E@dmog vroddpio 1 evoopréPia Eveon ot d6on tov 0,5 mg pero&ikaung/kg copaticod Bapovg
(dnA. 2,5 ml/100 kg copatikod Bapovg) oe cuvdvaoud pe Ty KatdAAnAn avtiBlotikn Oepaneio 1 ue
TNV 0710 T0V 6TOUATOG EVVOATIKT Bgpameia. O GUVIGTOUEVOC LEYIGTOC OYKOG TTOL TPETEL VA, YOPTYELTaL
o€ éva povo omnpeio g éveong eivor 10 ml.
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Xoipor:

Epdmog evdopvikn éveon otn 6601 tov 0,4 mg uelo&ikdung/kg copatikov Bapovg (dni. 2,0
ml/100kg copoatikod Bapovc), oe cuvdvacud pe v KatdAnin avtifrotikr Bepaneio. Edv
amoteital, pmopel va yivet pia devtepn yoprynomn pero&ucaung, Hetd amod 24 dpeg. O GUVIGTOUEVOS
UEYIGTOG OYKOC TOL TIPEMEL VAL YOPNYELTAUL GE évar LOVo onueio tng Eveong eivar 2 ml.

Aloya:

Epdmoag evooprépia éveon oe d6om tov 0,6 Mg pero&ikaung / Kg copotikod Bapovg (dnA. 3,0 ml/100
kg copatikod Bapovg).

Mo v avTeTdmon g AEYLOVIS Kot TNV avaKoDELeT ToL TOVoL o€ 0&gleg Kol ypOVIES
LVOCKEAETIKEG BN GELS, TNV KATAAANAN Oepameia and T0 GTOUO TOL TEPLEYEL LEAOEIKAUT), TOV
YOPNYOUVTUL COUPOVA LUE TIG GUGTAGELG TNG ETIKETAS, UTOPEL VO, XPNGILOTONOEL Y100 T1 GUVEYLIOT TNG
Bepamneiog.

No unv vreppaivet ta 50 tpumiuota avé elaAidto. Edv aratrtobvton nepiocdtepa omd 50, vo
xpnoomoinfet 181k PeAdva AvTAnong.

9. OAHTI'IEX I'TA TH XQXTH XOPHI'HXH

No amopebyete TNV EMPUOAVVON KATA TN (PNOMN.

10.  XPONOX(OI) ANAMONHXE

Boog1dn: kpéag kot £ddduot 16toi: 15 nuépeg yéha: 5 nuépeg

Xoipou: kpéag Kot e300l 16TOl: 5 Nuépeg

Aloya: Kpéag Kot eddOol 1oTol: 5 nuépeg

Agv gmrpénetal n xpnomn o€ Aoy To 0Toio TOPAYOLY YAAN Y10 avOPOTIVY] KATAVAAWDCT).

11. EIAIKEX XYNOHKEX AIATHPHXHX

Noa puidooetar o€ 0éom, TV omoio dev PAETOLY Ko dev TPooeyyilovy Ta a1

Agv vtapyovv €101KEC 00N Yieg S10TPNONG YO AVTO TO KTNVINTPIKO POPUAKEVTIKO TPOTOV.

Awgpketo Long LETA TO TPMTO AVOLYLO TOL TEPIEKTN: 28 NUEPECS

Noa un ypnoiponoteitan Hetd amd v nuepounvia ANENGS Tov avaypapetal 6To KouTti kal petd to EXP
GTO PLOAIS10.

12. EIAIKH(EX) ITPOEIAOIIOIHXEH(EIX)

H Bepomeia tov poéoywv pe Loxicom, 20 Aentd mpv amd TV omoKEPUTOOT, LELOVEL TOV
peteyyepnTikd movo. H yopiynon tov Loxicom udvov dev emttuyydvel TAnpn avokodeion omd tov
OVO KOTA TNV XEPOVPYIKN eméuPoot tng amokepdtmongc. o v emitevén avakoveiong amd tov
TOVO KOTO TN XEWPOVPYIKN EMEUPOOT), OTALTELTOAL 1) GUYXOPTYNOT LE KOTAAANAO OVOAYTTIKO.

IIpoguAdéeic katd tq ypnon oc {ha:

Edv damiotmbovv avembounteg evépyeieg, Oa npémel va dtokdmtetor n Ogponeio ko va {nteitol n
GLUPBOVAN KTVIATPOV.
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No amoeebyeton 1 xpNon o€ GoPapd apLINTOUEVA, VTOYAVKALIKA, 1) VTOTACIKA {dho oTo ool
OTOLTEITOL TOPEVTEPIKT OTTOKOTAGTOGT] TV VYPAV, S10TL VITAPYEL EVOEYOUEVOG Kivouvog To&ikwong
TV VEQPDV.

g TePIMTOOT AVETOPKOVS avaKoVELIoNG amd Tov TV, 0TaV Yprotlponoleitol otn Oepaneio Tov
KOALKOV T®V INoeddV, Oa Tpémel va yIvETal TPOCEKTIKT EXAVEKTIUNON TNG O1dyvV@GNS, KaBMS antd
umopel va amoteLéoel EVOEIEN Yo avAyKT XEWPOVPYIKNG ETEUPAONC.

Idwitepec mpourdéeic mov mpénel vo Aoufdvovtal otd To ATOLUO TOL YOPNYEL TO KTNVIOTPLKO
QOPUUKEVTIKO TTPOoioV o€ {ma.:

Toyaio avtoéveon pe to mpoidv mbavd va mpokarécel TOvo. Atopa pe SmeTOUéEVN vepevalcincia
o€ U1 oTEPOELON AVTIQPAEYHOVADOT (MEAD), TpENEL VO AOPEVYOVV TNV ETOPT] UE TO KTNVIOTPIKO
QOPUOKEVTIKO TPOIOV.

Y mepintoon mov katd Adbog tpunnBeite pe ) PeAdvn TG GUPLYYAS TOL TEPLEYEL TO PAPLLOKO, VO
avalnmoete apéomg tpikn Pordeta Kot va emdeiEete 6TOV 1TPO TO GOUALO 00T YLDV YPT|IONG 1} TV
ETIKETO TOV PAPLLAKOV.

AvT16 10 TPOidV UTopEl va Tpokarécel epedioud oo PATIo. XE TEPIMTTMOOT EXUPNG LE TO, LATLOL,
Eemldvete aUEcmG KOAAQ pE VEPO.

Xpnon kotd TNV KONoN Kot T YOAoLYio:

Boogdn kat yoipot: Mmopei va ypnoyomoinfet katd t dtdpkela Tng KNoNS Kot TG yorovyiog.
Aloyoa: BAEne TOPAYPOPO «AUVTEVOEIEEID»

Alniemdpboeic pe GAADL QUPUOKEVTIKA TPOTOVTO Kol GAAEC LOpPEC aAANAETIOpAONC:

To mpoidv dev mPEMEL VoL yOPMNYELTAL TAVTOYPOVA UE YAVKOKOPTIKOGTEPOELDT], UE AN UN-CTEPOELON
OVTUPAEYLOVADON QAPLOKA 1) AVTITNKTIKOVS TOPAYOVTES.

Ynepdocoroyio, (CLUTTOUATA, LETPO AVTIULETDTICNC, OVIIO0TA):

Y mepintoon vrepdocoroyiog, Ba mpémet va yopnynbel cvuntopatiky Oepaneia.

13. EIAIKEX TPO®YAAZEEIX AITIOPPIYHXE ENOX XPHXIMOIIOIHOENTOX
KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOZ 'H AAAQN YAIKON MOY
IPOEPXONTAI ATIO TH XPHZH TOY IIPOIONTOX

To, @dpuoxo dev TPETEL VA, OTOPPITTOVIOL LECH TOV ADUATOV 1) TOV OIKIAKOV OTOPANTOV, 0AAY

GOLPOV, LE TIC 1oYDOVGEG E0VIKEG amattnoelg. ZvpuPovievbeite Tov KTNvViaTpd Gag Yo TOV TPOTO
amoOpPYNG TV YpNoipomombéviav eapudkmv. Ta pétpa avtd 0TOcKOTOLY GTNV TPOGTAUGIN TOV
nePPaAAovTOC.

14. HMEPOMHNIA THX TEAEYTAIAX EI'KPIZHX TOY ®YAAOY OAHI'TQN
XPHXEQX

Aentouepeic TANPOPOPIES Y1 TO €V AOYM KTNVIOTPIKO PAPUOKEVTIKO TPpoiov diatifevtal otov
diktvakod tomo tov Evpomaikod Opyavicpov Papudkev http://www.ema.europa.eu/

15. AAAEX IAHPO®OPIEX
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Xaptvo xovti pe 1 1 12 dypopo yvdiwo eroAido (a) to kabéva mepiéyet 30, 50 1 100 ml.
Xaptvo xovti pe 1, 6 M 12 dypopo yodAvo @raridlo (-eg) mov 1o kabéva mepiéyet 250 mil.

Mmnopet va. unv KuKAOQOpoLV OAEG Ol GUGKEVAGIES.

Kd&Be prorido eivar kieiopévo pe BpopofoutdAo TOLO KOl GYPAYICLEVO LE TOUN OAOLULVIOV.

["o omoladnmote TANpoopio GYETIKA e TO TOPIYV KTNVIOTPLIKO QOPLOKEVTIKO TPOioV, mapaKaieicOe
va angvBouvleite oTOV TOTIKO AVTITPOGOTO TOL KATOYXOL TNG AL KVKAOPOpPiag.

Belgié/Belgique/Belgien
Luxembourg/Luxemburg
Nederland

Fendigo sa/nv

Avenue Herrmann Debrouxlaan 17
BE 1160 BRUSSELS

Tel : +32 2734 46 90

Fax : +322 734 48 99

Peny6auka bbarapus

ACKIIEIT - DAPMA OO/

rp. Codus, x.x. Jlronus - 7, 61. 711A, mara3zun
3

Perry6nuka beirapus

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 Fredenshorg

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

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.It

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

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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Fax +372 650 1996

EALGda

XEAAADPAPM AE

Lo yAp. A. Howaviag — MapkomoOrov,
T 100, 19002, IMowowvio

TnA.: +30 2106800900

E-mail: info@hellafarm.gr

Espafia

Laboratorios Karizoo

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

Barcelona (Esparia)

France

Biotopis

49 route de Lyons,
27 460 IGOVILLE,
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

AmoxAelotikog Atavopéag Kompov: Zmdpog

Srovpwviong Kéuukac Atd

Aewo. Zracivov 28, 1060 Asvkwcia, Kbmpog
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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

Romania

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
WwWw.maravet.com

Slovenija

GENERA Sl d.o.o.
Parmova Ulica 53

1000 Ljubljana, Slovenija
Telefon: +386 1 4364466

Slovenské republika
PHARMACOPOLA s.r.0.
Sviétokrizske 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,

F1-13721 Parola

Sverige

N-vet AB

Uppsala Science Park
751 83 Uppsala
Sweden

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

United Kingdom (Northern Ireland)
Norbrook Laboratories Limited
Carnbane Industrial Estate


http://www.maravet.com/

TnA: 22 447464 / ©a&: 22 756902 Newry
e-mail: chemicals@stavrinides.com.cy BT356QQ, Co Down
Northern Ireland
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OYAAO OAHI'IQN XPHXHX I'TA

Loxicom 1mg pacodpevo diokio Yo GKOAOVS
Loxicom 2,5 mg pacopeva diokio Yo GKOA0VG

il ONOMA KAIT AIEYOYNXH TOY KATOXOY THX AAEIAY KYKAO®OPIAX KAI
THX KATOXOX THX AAEIAYX TAPAXKEYHXYIIEYOYNOZX I'TA THN
AIIEAEYGEPQXH ITAPTIAAX, EAN EINAI AIA®OPETIKOZX.

Kdtoyog e o105 KUKAOQOPIOG
Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan

Ireland

Iapaockevooth VEevbuvoc yio TV omrelevfEpwon 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 poaocopeva diokio yio 6KOAOLG

Loxicom 2,5 mg pacodpeva diokia yio okOAovg

meloxicam

3 XYNOEXH XE APAXTIKH OYZXZIA KAI AAAA ZYXTATIKA

Kd&0e pacopevo diokio mepiéyet:

Meloxicam 1mg

Meloxicam 2,5mg

Avory ol KopE YPOHOTOS WOEWES AUPIKLPTO O1oKi0 HE EYXapatn 0md TNV UIPOCTIVI] TAEVPA KO
eninedo amod v AAAN TAevpd. To diokio umopel va ywpiotel 6€ dvo ica Wod.

4. ENAEIZEIX

AvoKoOOIoT TNG PAEYLOVIG KoL TOL TOVOL o€ 0&gieg Kal ¥pOVIEC LWVOCKEAETIKEG OLOTAPUYES O
OKVAO.
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5. ANTENAEIZEIX

Na pn ypnowonoteitan 6 €ykva 1| yolovyovvra {da .

Na pn ypnowonoteitan o€ {da pe yaoTpeviepkés draTopayés Onws epediond Kot aoppoyic,
UEMUEVT] NTATIKT, KOPOI0KT 1 VEQPIKT AEITOVPYIO KOL OLUOPPOYIKES OLUTAPAYEG..

Na pn gpnowonoteitan 6e okdAoVg NAkiag pikpdtepng Tev 6 efdopddwv Kot Bapovg Aydtepo and
4Kkg.

Noa pn yp1oLOTOLEITAL GE TEPMTMGELS VIEPELOICONGIG GTN dPAUCTIKY 0VGiN 1| G€ KATO0 0o TO!
€KdoyaL.

6 ANEINNIOYMHTEX ENEPTEIEX

Tomikég avemBounteg evépyeteg v MEAD dnwg avopedia, LETO, S1APPOLA, ALUOPPAYIKA KOTPOVAL ,
amadelo Kol veQPIKN avemdpKeLlo £X0VV avagepOEl TEPIGTAGIOKA. L€ TOAD CTAVIEG TEPUTTOCELS
(My6tepo amd 1 ota 10.000 vrd Oepancio (Do, CLUTEPIAAUPOAVOUEVOD KOL LELOVOUEVDY OVOPOPDV)
éxovv avapepOel arpoppayikn ddppota, oLATEUEST), YAOTPEVTEPIKN e&€Akmon kot avénuéva enimeda
nroTIK®V vOOH®V.

AVTEG 01 avemBouNTEG EVEPYELEC TAPATIPOVVTAL YEVIKG TNV TTPAOTN efdopdada g Oepameing Kot oTic
TEPIOCOTEPES MEPUTTMGELG ELVOL TAPOSIKESG KO TOPEPYOVTAL LETE TOV TEPUATIGUO TNG Bepoameiog AL
o€ MOAD OTAVIEG TEPIMTMGELS Pmopel va gival coPapég 1 Bavatneopes.

Edv mapatnpnBovv avembounteg evépyetec, n Oepaneio Oa npémel va dtokontetan kot Oa wpémet va
{nreiton KTNVIATPIKT GLUPOVAN.

7 EIAOX ZQOY

2KOA0L

8 AOXZOAOITA I'TA TO KAGE EIAOX , OAOX (Ol) KAI TPOIIOX XOPHI'HXHX

Apyikn ayoyn pe povadikny d6on 0,2 mg pero&ikaung/kg o.p. v npd nuépa. H Oepancio Oa
npénel va cuveyiletan dmaé nuepnoimg e yopnynon amnd 1o otoud ( pe 24wpo LEGOSIUCTNUATE) |E
d6om ovvtnpnong tov 0.1 mg pero&ikaung/kg o.p. Evalhoktikh Oepancio pmopei vo apyilet pe
eVEGIO S1aAvpa IOV TTEPIEYEL SMQ pedo&ikaung/ ml

Kdabe pacopevn tapmiéta nepiéyet 1 mg 1 2.5 mg pelo&kdung, to omoia ovIloToryovv 6TV
Kobnuepwv d6om cvvtRpnong Yo éve 6KVAL copatikod Bapovg 10 kg, 1 éva okvAl copotikod
Bapovg 25 kg , avticTotyoa.

Kd&0e pocouevn tapmiéto uropel va 6Taoel 6T HEGT Yo TNV aKpIPn xoprynomn g 6061¢ GOUPOVO,
pe 10 copatiko Papog tov Lmov. Ot TaumAéTeG Pmopovv va yopnynbovv pe 1 xmpls tpoen, etvon
OPOUATIKEG KO TO, TEPLGGOTEPO. GKVALG Ta, AapPdvovy ebglodota.

Adon cvvtpnong:
Toupatikd Bapog (Kg) Ap1Ouog poohuevmv Ap1Ouog pocouevov mg/kg
dtokiov 1 mg dokiov 2.5 mg
4.0-7.0 Yo 0.13-0.1
7.1-10.0 1 0.14-0.1
10.1-15.0 1% 0.15-0.1
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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

Mmnopet va. AneBel v’ oYy TO EVOEYOUEVO YPT|ONG EVOLOPTLATOG LEAOEIKAUNGS Yot YOPT YoM OO TO
OTOUA, Y100 TOL GKLALA, Y10 Ui OKPPBESTEPT] YOPNYNON TNG SOOTG. ZVUGTIHVETOL T YPNOT EVOG
EVOLOPNUATOS Y10 YOPTYNOoN amd TO 6TOUA, Y1 T GKVAA TTov Luyilouv Aydtepo amd 4 Kg.

Kvikn avtamokpion napatnpeitor og 3-4 nuépeg. H Bepancio Ba mpénet va dioxomel petd amd 10
Nuépeg eav dev mapatnpndet kapio KAvikn fertioon.

9. OAHTIEXTTA TH XQXTH XOPHI'HZH

INoa va eEaopoliotel n yopnynon e cmotng 066NS 10 fApog Tov {dov mpémet vo vioAoyileTon pe
0G0 10 duvaTOV pEYaADTEPT aKpifela Yo vo amopevybel vTodocoloyia 1 VTEpdocOAOYia.

10. XPONOX ANAMONHZXZ

Agv amoteitot.

11. EIAIKEX IPO®YAAEEIX I'lA THN AITIOOHKEYXH
Noa puAdooetar o€ 06om mov dev PAEmOLY Kat dgv Tpoceyyilovv To ToIdId.

Na unv anobnkeveral avo tov 25°C.
Na amofnkevetol 6NV TPOTOTLTN GUGKEVAGIN Y10 VO TPOGTATEVETAL OO TO PG,

Avdpxela {ong Tov podv diokimv : 24 dpeg.
Na pn gpnoponoteiton ovtd T0 KTNVINTPIKO QOPUOKEVTIKO TPOidV PETE omd TV nuepounvia AnEng
OV AV PAEETOL 6T Kouti kot to blister petd to AHEH.

12  EIAIKEX ITIPOEIAOIIOIHXEIZX.

FEudwkn TpoovAaén yia n yopynon ota Lo

Amoiyete TN (pNon o€ Kabe apudaTOUEVO, VTOYKAUIKO 1) VTTOTOCIKO (D0, AdY® TOL OTL LEAPYEL EV
duvapel o Kivouvog ve@pikng To&koTTag.

AVTO TO KTNVIATPIKO QOPUAKEVTIKO TTPOTOV Y10 GKOAOLG OEV TPETEL VAL YPNCIUOTOLEITOL OE YOTEC AOY®
TOV OTL dgV gival KOTAAANAO Yia xprion o€ ovtd 10 €idoc. [ T1¢ ydteg, O mpémet va, ypnoionoteital
1o Loxicom 0,5 mg/ml diddvpa yio xprion amd 10 oToOU Y10 YATEG.

Idwitepec mpo@LAGEELS TOL Tpémel vo. Aopdvovial amd To GTOLO TOL YOPNYEL TO KINVIOTPKO
QOPUOKEVTIKO TTPoidv ot (Mol

Atouo, pe yvootn vrepevalctncio o Un otePoedn avtipAeyuovadn edpuake (MEAD) o tpénet vo
OTOPEVYOLV TNV EXAPT LE TO KTNVINTPIKO PUPLOKEVTIKO TPOTOV.

Ye mepinTtmon KATAmooTg and aTvynud, (NTMoTe apéoms TPtk cLUPOVAR Kot dei&te To PUALOD
00MYLDV N TNV ETIKETO GTOV Y1ATPO.
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Xpnon Kotd TNV KONoN Kot T YOAoLYio,

A. Hopaypagpo "Avtevoei&elg'”.

AMNAEemOPAcELC UE GAAD QUPLOKEVTIKG TTPOTOVTO KO OAAEC LOPQEC OAMNAETIOpACNC:

Alo MEA®, doupnTikd, QVTITNKTIKA, ApivoyAvkocides, aviiBlotikd Kot ovoies pe peydio Padud
oLVOESTG UE TIG TPAOTEIVEG Umopel va avtayviloviot yio T obvOEsT) Kot £TG1 001YOUV 6€ TOEIKA
OTOTELECUATA. AVTO TO KTNVIOTPIKO QOPUOKEVTIKO TPoidV dev Ba Tpémet va yopnyeitan amd Koo
pe Ao MEAD 1 YAUKOKOPTIKOGTEPOTON).

[Iponyovuevn aymyn He ovVILPAEYLOVAOOELG 0VGieg Umopel vo. Exel o¢ amotélecpa Tpocheta 1
avénpéva avemBounta amoteAéopata Kot pio tepiodog eAedBepn amd oy@yn LE KATOL0 KTNVIATPKO
QoprakevTIkd Tpoidv Bo mpémet va Exet tnpnOel to Ayodtepo Yo 24 dpeg Tpv Vv Evopén TG aywoyns.
Kotd v ehevbepn mepiodo amd aymyn, 0o mpénet va AneBody vadyn ot QoPUUKOAOYIKES IOLOTNTEG
TOV TPOIOVIMV TTOV YPTGLULOTOTONKOV TPONYOVUEV®G

Y7repdocoloyia (COUTTAOUATO, LETPO, OVTILETOTIONG, AVTIOOTA):

2mv nepintwon vrepdocoroyiag, O mpémel va Eexviioete cupnTpaTiKn Oepameio

13. EIAIKEX MPO®YAAZEIX I'A THN ATIOPPIYH AXPHXIMOIIOIHTOY 'H
AXPHXTOY YAIKOY, EAN YITAPXOYN

Ta papuake dev TPEMEL VO ATOPPITTOVTOL LEGHD TOV AVUATOV 1] TOV OIKIOKOV AmoBANTOV, AAAL
COLPOVA, LE TIC 1oYDOVCEG EBVIKEG amattnoelg. ZvpPovievbeite Tov KTNViaTpd Gag Yo TOV TPOTO

amoOPPYNG TOV YpNoiomombéviav eapudkmv. Ta pétpa avtd 0TocKOTOLY GTNV TPOGTAUGIN TOV
nePPalAovTOC.

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

Agmtopepeic TANPoPopieg Yo TO €V AOYM KTNVINTPIKO PAPUOKEVLTIKO TPoiov dtatifevtan otov
diktvako tomo tov Evpomaikod Opyaviouod @apudkov http://www.ema.europa.eu/
15. AAAEX ITAHPO®OPIEX

Koptéheg dapaveic tov 10 diokiov avd kaptéla og Kovtid mov mepiéyovv 10, 20, 100 v 500
TOUTAETEC.

Mmropet va, unv givar otny ayopd OAEC 01 GUOKELOGIES.

INo omoladnmote TANPOPOPic: GYETIKH WUE TO TOPOV KTNVIOTPIKO QUPLOKEVTIKO TPOioV, TapaKaAeicOe
va. omevfuvheite GTOV TOTIKO AVTITPOGMTTO TOV KATOYOL TNG AdEING KUKAOQOPIaG.

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 2734 46 90
Fax :+322734 48 99

Peny0snuka 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 Fredenshorg

Danmark

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

EXAGoa

XEAAADPAPM AE

Lo yAp. A. Hoaviag — Mapkomovrov,
T® 100, 19002, ITowavio

TnA.: +30 2106800900

E-mail: info@hellafarm.gr

Espafia

Laboratorios Karizoo

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

Barcelona (Esparia)

France
ALIVIRA FRANCE S.A.S.

Lietuva

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

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,

Ireland

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

Romania
S.C. MARAVET S.R.L.
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14 Rue Scandicci
Tour Essor

93500 PANTIN
France

Tél. 01 57 42 23 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.l.
Via Piana, 265

47032 Bertinoro (FC)

Kvnpog

Amoxelotikdg Arovopéag Kompov: Xmbpog
Srovpwviong Kéukaig Atd

Aewo. Zracivov 28, 1060 Asvkwcio, Kbmpog
Tni: 22 447464 / ©aé: 22 756902

e-mail: chemicals@stavrinides.com.cy

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

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

Slovenija

GENERA Sl d.o.o.
Parmova Ulica 53

1000 Ljubljana, Slovenija
Telefon: +386 1 4364466

Slovenska republika
PHARMACOPOLA s.r.0.
Svatokrizske nam. 11

SK — 965 01 Ziar nad Hronom
Tel. +421 45 6781 411
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 Limited
Carnbane Industrial Estate
Newry

BT35 6QQ, Co Down
Northern Ireland
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OYAAO OAHTI'TQN XPHXHX

Loxicom 50mg/g ctopatikn mdota yio dGAoyo

il ONOMA KAI AIEYOGYNXH TOY KATOXOY THX AAEIAY KYKAO®OPIAX KAI
TOY KATOXOY THX AAEIAYX TTAPAXKEYHX I1IOY EINAI YIIEYGYNOX I'TA THN
AINOAEXMEYXH IMAPTIAQN XTON EOX, E©OOXZON EINAI AIA®OPETIKOI

Kdrtoyoc tne ddetog KuKAOQOopiog
Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan

Ireland

IMopackevootn vEevHvvoc yio TNV areAevLOEpmon 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.  ONOMAZXIA TOY KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX
Loxicom 50mg/g otopatiky ndota yio GAoyo

Muero&ukdun

3.  XYNGOEZXH XE APAXTIKH OYXIA KAI AAAA ZYXTATIKA

‘Eva ypappaplo mepiéyet:

ApPOaGTIKO GVOTUTIKO:
Meho&ucdipn 50 mg

"Exdoya:
Benzyl Alcohol 10 mg

Avoryt| kitpvn 6TONOTIKY TAGTO
4. ENAEIZH(EIY)

Koatampdovon g eAeyHovig Kat avakodelomn Tov Tdvov, 1660 oe oEeieg 660 Kol o€ XpOVIEG
LVOGKEAETIKEG dloTaPAYEC GE GAOYOL.
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5. ANTENAEIZEIX

Na un xpnoponoleitol oe £YKVeG 1| 0€ Katdotaon yaiovyiog popPadec.

Na pun xpnotponoteitor o GAoya To 0moio TAGYOLY Ad YUTTPEVTEPIKES SLOTAPAYES OTMS, EPEOIGLOG
Kot opopparyio, HELWUEVN NTOTIKT, KAPOLOKN 1) VEQPIKN AetTovpyia Kot Alopporyikés StoTapayEc.
Noa un gproonoteital 6€ mepintmon vrepevolcsinciog 6T dPAGTIKN ovoia 1 6€ KATO10 Amd Ta
éicdoyaL.

Na pn gpnowonoteitan € Ghoya nikiog pikpodtepng T@v 6 fOOHAdMV.

6. ANEINNIOYMHTEX ENEPTEIEX

Y& KAWVIKEG SOKIUEG, TOpaTNPNONKOY LELOVOUEVO TEPIOTATIKG TUTIKAOV AVETIHOUNT®OV EVEPYELDY TOV
MXEA® (ehappd kvidwon, didppota). To countdpate avtd, NTay avacsTpéyiud. uvhbog, peimon
g oLYKEVIPONG Aevkopativig (aifovpivig) oto aipa Ba cupPel katd tn didpKeln g TEPLOSOV
Bepamneiog (Léypt 14 nuépeg).

Y& moAD omdvieg mepmtdcelg (AMyotepo amd 1 oto 10.000 vrd Bepancio (ma, copmeplopufavouévon
KOl LELOVOUEVOV avapopav) Exovv ovagepbel andieia g 6peéng, MBapyoc, Kothokd GAyog kot
KOAITIOA.

Y& TOAD GIAVIEG TEPIMTMOGELG, UTOPEL VAL EMGVUPOVY OVOPVAOKTIKES OVTIOPAGELS, 01 OTTOlEG EVOEYETAL
va. givar coPapég (evdeyopévag kot Bavatneopeg) kot O Tpémel va avTUeT®OmILOVTOL GUUTTOUATIKA.
Edv SomotmBovv avemBounteg evépyeies, Oa npémel va dtokontetor 1 Oepaneia ko va {nteitor n
oLUPOVAT KTNVIATPOV.

GV TOPOTNPTOETE OTOLOONTOTE AVETIHOUNTN EVEPYELN, OKOUA, KOL 0V OEV OVOPEPETUL GTO ECMKAEICTO
dVAlo Odnydv Xprong 1 aUEPALETE Y10 TNV ATOTEAEGUATIKOTITO TOL (POPLAKOV, TopaKOAEicHE va
EVILUEPMOETE CYETIKMG TOV KTNVIATPS GO,

7. EIAH ZQQN

Aloya

8. AOXOAOI'TIA I'TA KAGE EIAOX , TPOIIOX KAI OAOX(OI) XOPHI'HXHX
Xopnyeiote 0,6 mg/kg copatikod Bapovg, epdnas nuepnoimg ya émg 14 nuépsg.

Na yopnyeitat amgvbeiog 610 GTOUN TAVED OO TO TOW PEPOG TNG YADCGGUG KPATMOVTAG TO KEPAAL TOV
{dov avaonKoUévo PEXPL TV KOTATOOT).

Mo vrodiaipeon g cOPLYyag He TaoTo TPEReL vo. xopnyeitar avd 50 Kg copatikov Bapovg. H
oOptyya £xEl Vo EVOOUATOUEVO TPocapuoyE Kot £xet o Kg/couatikod Bapovg dapabuon. Kade
oVpryya mapéyel 420 mg peho&ikdung, to omoio emapkei yio T Ogpomeia 700 Kg copotikod Bapovg.

9. OAHTI'IEX I'TA TH XQXTH XOPHI'HXH

Noa amopebyete TV empudlvvon Katd ) xpnomn.

10. XPONOX ANAMONHZX

Kpéoag kat edddyot 1otoi : 3 nuépeg
Agv gmrpénetal n yopnynomn o€ {®a ta omoia Tapdyovy yoAo yio avBp®dITIVI KOTAVIA®ON.

11. EIAIKEX XYNOHKEX AIATHPHXHX
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Noa puAdooetatl oe 0éon, Tnv omoia dev PAEmOLV Kot dev Tpooeyyilovy Ta Tod1d.

dvrdooete og Beppokpacio kpoteprn Tov 30°C

Na pn ypnowonoteiton petd amd v nuepounvia ANENG ToL avaypAPETOL GTO KOVTL Kot T GUPLYYO.
Aldpkela {ong petd to TpAOTO Gvorypo ToV TEPLEKTN: 28 NuUEPeg

12. EIAIKH(EZ) IPOEIAOMOIHZH(ELL)

IIpopurdEeic kota T ypnon o< {mo

No amopebyetol 1 ¥pNon o€ OAL TO PLVIATOUEV, VITOYKALUKA, 1] VTOTAGIKE (Mo, S10TL VTAPYEL
EVOEYOLEVOG KivOuVOg TOEIKWOGNG TV VEQPDOV.

Mnyv vrepPaiverte tn cuvictdpevn docoroyia 1 T dbpketa Bepamneiog Adyw TG mBavotnTog
coPupmV aVETIBOUNTOV EVEPYEIDV.

Idwitepec mpourdéeic mov mwpénel vo AouBdvovtal omtd To ATOUO TOL YOPNYEL TO KTNVIOTPLKO
QOPUUKEVTIKO TTPOoidV o€ {ma.:

Atopa pe damotopévn vrepevaicincia oe Mn Ztepoetdn Avtipieypuovodn Oapupoka (MEAD),
TPEMEL VAL OTOPEVYOLV TNV EMAPT LLE TO KTNVINTPIKO PUPUAKEVLTIKO TPOTOV.

No amo@ebyeTol 1 ET0EN TOL SEPIOTOC KL TOV LOTIOV e TO Ttpoidv. Edv to mpoidv Epbet Tuyaio ot
emoeN Le To déppa N Ta pdtio, EEMAOVETE QUECMG TO ONUELD ETAPNG LE VEPO. XE TEPIMTMOT| TOV
TOPOLGIUCTEL EpEBIGHOG KO EUPEVEL, AvalNTNOTE LOTPIKT] GUUPOVAN

Y mepintoon Toyaiog KaTanoong, va ovalnToeTte apéome 1Tpikn cLUPOVATN Kat 6gi&te To POAAOD
ooMYL®V N TNV ETIKETO GTOV Y1OTPO.

Xpnon Kotd TNV KONGN Kot T YOAoLYio,

Na pun xpnoonoteitol og £YKveg 1| o€ Katdotaon yoiovyiog eopPades.

AMnAemdpaoelc pe GAAL QUPUOKEVTIKG TPOTOVTO KO GAAEC LOPQEC OAANAETIOpACNC:

Noa unv yopnyeiton TanTd)pova. e YAVKOKOPTIKOGTEPOELDT], AN LT-GTEPOELDT OVTIPAEYLOVMOT
QAPLOKO 1] LE OVTITNKTIKOVG TOPAYOVTEG.

Yrepdoocoroyio (cuoumtduato, LETPO AVTILETOTIONC, AVTIOOTH):

Ot axdAovBeg KAvikéG evoei&elg (Lepikég amd Tig omoieg evogyeTol va ivar coPfapéc) &xovv avapepOel
o€ KAMVIKEG LEAETEG, ETA TN YOPNYNON TOL TPOIOVTOG o€ VIIEPOOTOAOYIN: Papld cuUTEPLPOPU,
dtppota, oidnua, EEEAKMON TOL GTOUATIKOD PAEVVOYOVOL Kol / 1) GKOVPOL YPMOUATOS OVPAL.

Y nepintoon vrepdocoroyiag, 0o mpénel va EEKIvVI|oETE GLUTTOUOTIKY Ogpameia.

13. EIAIKEX MPO®YAAZEEIX AITIOPPIYHXE ENOX XPHXIMOITOIHOENTOX
KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX 'H AAAQN YAIKON IIOY
IMPOEPXONTAI AIIO TH XPHXH TOY ITPOIONTOX

Ta @dpuoko dev TPETEL VA, OTOPPITTOVIOL LECH TOV ADUATOV 1| TOV OIKIOKDV OTOBANTOV.
YvpPovievbeite Tov KTNVIATPO GG Yo TOV TPOTO ATOPPIYNG TV Xpnoiponombéviav papudrkov. Ta
HETPOL AVTA ATOGKOTOVV GTV TPOGTAGI0 TOL TEPPAALOVTOC.

14. HMEPOMHNIA THX TEAEYTAIAX EI'KPIZXHX TOY ®YAAOY OAHI'TQN
XPHXEQX
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Aemtopepeic TANPoPOpieg Yio TO €V AOYM KTNVIOTPIKO PAPUOKEVTIKO TPoiov diatifevtar otov
dktvakod tomo tov Evpomaikod Opyaviopod @apudkov (EMA) hitp://www.ema.europa.eu/.

15. AAAEX IAHPO®OPIEX

ATOKAEIOTIKG Y100 KTNVIOTPIKT XpTiom - Va datifetor pdvov pe KTviaTpiky| cuvtayn.

H otopatikn ndota dwotifeton 6ta akdolovba peyédn cuokevaciog:

- 1 Xdaptvo kutio mov mepiéyet 1 ovpryya
- 1 Xaptivo kutio mov mepiéyet 7 cvpryyeg
- 1 Xdptivo kutio mov mepiéyet 14 cvpryyeg

Mmnopet va. unv KoKAOQopoLV OAEG Ol GUGKEVAGIEC.

INo omoladnmote TANPOPOPia, GYETIK LLE TO TOPOV KTNVIUTPIKO PAPUOKEVLTIKO TPOTOV, TapaKoreiche

va argvBouvleite GTOV TOTIKO AVTITPOGOTO TOL KATOYOL TNG ASEWNG KUKAOQOPING.

Belgié/Belgique/Belgien
Luxembourg/Luxemburg
Nederland

Fendigo sa/nv

Avenue Herrmann Debrouxlaan 17
BE 1160 BRUSSELS

Tel : +32 2734 46 90

Fax : +322 734 48 99

Peny6auka 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

Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan

Ireland

Deutschland

Elanco GmbH
Heinz-Lohmann-Stralie 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.It

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

Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan

Ireland

126


http://www.ema.europa.eu/
mailto:sales@borg-cardona.com

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
EALada Polska
XEAAADAPM AE ScanVet Poland Sp. z 0.0.
Lo yAu. A. TTawawviog — MopkomovAov, Skiereszewo, ul. Kiszkowska 9
TO 100, 19002, Iowovio 62-200 Gniezno
TnA.: +30 2106800900 Tel. 61 426 49 20
E-mail: info@hellafarm.gr
Espafia 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 (Esparia) PORTUGAL
Tel. (00351) 21 8511493
France Romania
ALIVIRA FRANCE S.A.S. S.C. MARAVET S.R.L.
14 Rue Scandicci Str. Maravet nr.1, Baia Mare
Tour Essor 430016, Roménia
93500 PANTIN Tel/Fax: +40 262 211 964
France e-mail: info@maravet.com
Teél. 0157 42 23 03 WwWw.maravet.com
Hrvatska Slovenija
Norbrook Laboratories (Ireland) Limited GENERA Sl d.o.o.
Rossmore Industrial Estate Parmova Ulica 53
Monaghan, 1000 Ljubljana, Slovenija
Ireland. Telefon: +386 1 4364466
Ireland Slovenska republika
Norbrook Laboratories (Ireland) Limited PHARMACOPOLA s.r.0.
Rossmore Industrial Estate Svitokrizske nam. 11
Monaghan, SK — 965 01 Ziar nad Hronom
Ireland. Tel. +421 45 6781 411
www.pharmacopola.sk
Island Suomi/Finland
Norbrook Laboratories (Ireland) Limited Orion Oyj ORION PHARMA
Rossmore Industrial Estate ELAINLAAKKEET,
Monaghan, PL 425,
Ireland. FI-20101 Turku
Italia Sverige
F.M. ITALIA Group s.r.l. Norbrook Laboratories (Ireland) Limited
Zona Industriale Isola, 31 Rossmore Industrial Estate
05031 Arrone (TR) — Italia Monaghan
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Ireland

Kvbzpog United Kingdom
Amoxhelotikdg Atavopéag Kompov: Zndpog Norbrook Laboratories Limited
Zrovpwviong Kéukaig Atd Carnbane Industrial Estate
Agw. Xtacivov 28, 1060 Asgvkwcio, Kompog Newry

Tn\: 22 447464 | ®a&: 22 756902 BT35 6QQ, Co Down

e-mail: chemicals@stavrinides.com.cy Northern Ireland
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