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1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX
Trocoxil 6 mg pacmpeva d1oKio Yo GKOAOLS

Trocoxil 20 mg pocopeva diokia Yo GKOAOVG

Trocoxil 30 mg pacdpeva S1oKia yio GKOAOVE

Trocoxil 75 mg pacdpevo S1okia yio GKOAOVE

Trocoxil 95 mg pocopeva diokia Yoo GKOAOVG

2. MOIOTIKH KAI TIOXOTIKH LYNOEXH

Kd&be pocopevo diokio mepiéyst:

ApOoTIKG CVGTATIKG:

Mavacoxib 6 mg

Mavacoxib 20 mg

Mavacoxib 30 mg

Mavacoxib 75 mg

Mavacoxib 95 mg

"Exdoya
owoTiki) 60vOEG EKOOYMV KOl ALV
GUGTUTIKAOV
Sucrose

Silicified microcrystalline cellulose
Artificial powdered beef flavour
Croscarmellose sodium

Sodium laurylsulfate

Magnesium stearate

Tpryovikd diokia pe SIGCTIKTN KAPE O OTOL OVAYPAPETOL 1] TEPIEKTIKOTNTO TNV [io TAEVPA, M
Tio® TAELPA Elval KEVT.

3.  KAINIKEX ITAHPO®OPIEXZ

3.1 Eion {oov

koot nukiog 12 pnvov kot dvo.

3.2  OgpamevTikég gvocicerg Yo kG0e gidog L@ov

Mo v avakodeien amd Tov TOVO Kal T1 PAEYLLOVI] TOV GLVOOELOVV TNV EKPLAMGTIKT apbpomdOeia
TOV CKOA®V € TEPIMTAOGELG OOV GuvioTdTon 1) Ogpaneia vo vrepPaivel Tov Evav pnva.

3.3 Avrevoeitag

Na punv ypnoipomnoteiton o GKOAOLS NAIKIOG PIKPOTEPNG TV 12 unvodv Kot/ 1 KATm Tov 5 KoV
COUATIKOV BAPOLC.

No unv ypnoomoLEiTal 68 GKOAOLE TOL VITOPEPOLY OO YOOTTPEVTIEPIKESG OLUTAPAYES
GUUTEPTAAUPOVOLEVOL EAKOVG Kot aupopparyiog.

No unv ypnopomoteitarl 6mov VIapYEL EVOEIEN AUOPPAYIKNG SLOTAPOYNS.

No unv ypnoiponoteitol oe TEPIMTOOEL EAGOEVUEVIG VEQPIKIG ) TOTIKNG AELTOLPYiag.

Na punv ypnCLOTOLEITAL OE TEPITTMGELS KAPILOKNG OVETAPKELNS,

No punv ypnotpomoteiton KoTd Ty Konor, Tnv avoropoyoyn 1 o Inialovceg orkdAeg.
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No pnv ypnoonoleiton 6 TEPITTOOT VIEPELAIGOHNGIOC OTO OPUCTIKA CLGTUTIKG 1| GE KATOLO OO TOL
£KO0Y0L.

No unv ypNoLOTOLEITAL OE TEPITTMON YVOGTNG VIEPEVALGONGILOG GTIG GOLVAPOVALIOES,

No unv ypnooTOoLEITAL TOVTOYPOVA. LLE YAVKOKOPTIKOEWN 1 GAha M1 Z1epoeldn AvTipAeyovadon
Oappoka (NSAIDs), pAéne map. 3.8.

No amopehyetan 1 ¥p1|oN TOV GE APLIUTMEVA, VITOYKOUKE 1) VITOTACIKA (dol, KOOGS vITdpyEL

evog OEVOG KivOUVOg ENIEVTG VEPPIKTG TOEIKOTNTAG,

3.4 E101kéc mpoEldomTon|cELS

Na punv yopnyeitor diio MEZAD/NSAIDs 1 YAUKOKOPTIKOEWSN TowTdypova 1 Yio Stdotnua 1 pnva omod
NV TeAgLTaio, Yoprynon tov Trocoxil.

3.5 Idwitepeg mpopuraters Katd n ypion

Idwaitepec TPOQLAGEELS VoL TNV ac@aAn ypnon oto £idn Lowv:

H mavacoxib mopovcidlel extetapévo ypovo nuicetog {ong oto mAdopa (€oc > 80 nuépeg, PAETE
mapdypo@o 4.3) eEartiag Tov youmiod puBuov anofoinc. Avtd avrtictoryet og didpketa dOpdong 1-2
VAV PETA TN XOPNYNOT TNG 0eVTEPTS dOONG (Kot TV S0GE®V oV 0koAoLOoHY). Ao Tpémel va, divetat
TPOGOYN, £T01 MGTE Vo amoPevyeTol 1) Oepaneio {dmV To 0moio Umopel var unv aveyovot Ty
napatetopévn £kbeon o MEAD/NSAIDs. Zuvietdtal 1) yop1ynon LEylotg cuveyovg Bepameiog 6,5
UNV@OV, £T01 MOTE VoL EAEYYOVTOL Ta EMITEdN TG Mavacoxib 61o TAdouat tov {Owv To onoio
TOPOLGIALOVY PEIOUEVT] OTEKKPION).

Ta {oa, 0o tpémel va, vofdiloviol oe KAvikn e&étacn pv v Evapén g Oepoameiog pe Trocoxil ko
GULVICTATOL 1) LETPTOT) TOV OLLOTOAOYIKMY KL YTUIK®V TOPOUETPOV UE EOIKA EPYOOTNPLOKE TEST. ZMa
pe evoeifelg eEacBevitévng veppikig 1 NTOTIKNG Aettovpyiag, 1 e evOgilelg eviepondbelog e amdAg
TPOTEIVOV N oipLotog, dgv etvor katdAinio o Ogpoameio pe Trocoxil. Zvotivetal vo, emavolopufdaveTol n
KAk e&€taon évav piva petd v Evapén g Bepoamneiog pe Trocoxil Kou mpv v yoprynom g Tpitng
d00NG, LE EMTPACHETN LETPNOT) TOV KAVIKOV TOPAUETPOV, OTMG EVOEIKVUTOL KATA T SIPKELD TNG
Oepomeioc.

H mavacoxib anekkpiveton pé€om g xoANg Kot 6 GKOAOLS LE NIATIKESG StaTapayég UTopel va
mapatnpnOel petmpévn amofoin Kat enopévac veepPorikn cucsempevaot. ' owtd Tov AdY0, GKOAOL e
NTOTIKES SlaTapoyE dev TpEmeL vo, vtoPAnBovv oe Oepameio.

Na aropegdyetor 1 gpfion oe {da apudaTOUEVE, VTOYKOLUIKA 1] VTOTOCIKA KaOdG vdpyetl mbovog
Kkivduvog avénuévng veepikng to&ikottag. Tavtdypovrn yopnynon mlavay veppotollkdv QupiaKkoy
TPEMEL VO, ATOPEVYETAL.

BePoiwbeite yio v anapaitnt evuddtmon Kot tn otadepn apoduvopikn Katdotoon Tov (dav, Otav
Aappavovy Trocoxil kot vrofdiiovtal oe avorsnoio /Kot XEPovPYIKEG ETEUPACELS T} AVOTTVGGOVY
KOTOGTAGELS TTOV UTOPEL VOL £X0VV MG ATOTEAEGLA TNV 0PLOATMOGT 1) T SLALTAPOYT TOV CLLOSVVALLKOD
poPiA. Baowkodc oromde g mopépufacng sivar va dtotnpn et n veppikn cupdtmon. Ot aobeveig pe

VTTOKEIEVT VEQPIKT TTAONGN UTOPEL VO TOPOLGIAGoVY Emdeivaomn 1| prEn TG avTIPPORNONG TG VEPPIKNC
Aertovpyiag Kord ) ddpreln g Oeponeiog pe NSAIDs.(BAéne emiong mapdypago 3.6).

Idwaitepeg Tpo@uAGEELS TOL el vo Aopdvovial amd To GTOLO TOV YOPNYEL TO KINVIOTPIKO
QOPULOKEVTIKO TTPoidV oe LMo

e mepinton mov kotd AdOog Tapete eogic 0 1010¢ TO PUPUAKEVTIKO TPOIOV, Vo avolNTHOETE APECMG
Tpikn fondeta Ko vo emdeiEeTe 0TOV 10TPO TO ECOKAEIGTO PVALO 00NYLOV ¥PNGEWS 1 TNV ETIKETA
TOL POPUAKEVTIKOD TTPOTOVTOG.

H xatdroon tov mpoidvtog pumopet va eival frafepr| yio Ta Tondid Kot pmopel va mapotnpnbovv
EKTETAWEVEG POPLOKOAOYIKEG EMOPAGEIS TOV 0ONYOVV T.X. O YOOTPEVTIEPOAOYIKES drartapayés. o va



oamo@evyOel 1 TVYOio KATATOGN, YOPNYNOTE TO SIGKIO0 GTOV GKVAO QUECMG LETA TNV APOiPEST] TOV A0
T1 GLOKELOGIAL.

Atopa pe yvoot vrepevaicincio ce MEAD/NSAIDs tpénel va amo@edyovy TNV ETAQT LE TO
KTNVIOTPIKO QOPLOKELTIKO TPOTOV.

Noa unv tporte, wivete 1 komvilete 0tov xepileote to mpoidv. [TAévete Ta yEpla GOG PETA TOV YEPICUO
TOL TTPOTOVTOG.

[d1aitepeg TPOQLAGEELS Y10 TNV TPOOTAGLO TOV TEPIPAAAOVTOC:

Agv 1oyVet.
3.6 AvemOvpnta coppavra

oot nukiog 12 pnvov kot dvo:

Xuyvé "Epetoc, Awdpporo.
(1 ém¢ 10 Lwa / 100 vid Oepameio (Da):
Oy ovyvé AmndBero, Atdrero dpeéng.

(1 éog 10 oa / 1.000 vro Bepameio (ha): Ayoppayikn Siappoia, Mérava.
Neppikn dtotapoyn amrodOUNcT TOV VEQPIKOV Ploynitkdv
TopoUETP@V Kot eEacBevnuévn veepikn Asttovpyio)™

Yrdvia Taotpkd ékog, 'EAkog Aemtol evtépov
(1 éo¢ 10 Loa / 10.000 vrd Bepaneio Lma):

* Y& oMAVIEG TEPIMTMOGELS AVTEG Ol AVEMBOUNTEG eVEPYELEC Lmopel va etvat Bavatneopeg

Edv mopatnpnOet avemBountn evépyela petd tn yopnynon tov Trocoxil, dev Ba mpémel va yopnynoete
aAAa dokia kot Ba Tpémet va d00el yevikn vmootnpiktikn Bepaneio Omwg avtr epapuoletol 6Ty
nepintwon vrepdocoroyiag pe MEA®D (NSAIDs). [dwitepn mpocoyn Oa mpémel va diveton otn
S1TAPNON TNG CLLLOSVVOUIKTG KOTAGTOOG.

Mropel va. aentov VTl TPOSTATEVTIKG TOV YOOTPEVTEPIKOD KO TAPEVTEPIKT EVLOATMOT) LIE VYPA,
avaloya pe TNV TEPITTMOT, o€ {Ma 0V TAPOLGIAGOV AVETIHVUNTES EVEPYEIEG TOV YOOTPEVTEPLKOV 1] TOV
veppav. Ot kmmviatpol Oa Tpénel vo xouy LITOYT OTL T0 KAWVIKG GUUTTOLOTO TOV oveTfduNTmV
EVEPYELDV UTOPEL VO GLVEXIGOVY OIPOTOL 1) VIOGTNPIKTIKY Ogparmeio (OTOC TO, YUGTPOTPOGTUTEVTIKA)
Stoxomet.

H avagopd avembountov coppdviav eivar onpavtikh. Exttpénet tn cuveyn mopoakorlovdnon g
AcPAAELOG EVOG KTNVIATPIKOD QOPUOKEVTIKOD TPOoidvToc. O avapopEis TPENEL VO ATOGTEAAOVTOL, KOTA
TPOTILNGON HECM KTNVIATPOL, E1TE OTOV KATOYO TNG Adelng KukAopopiog &ite oty eBvikn appdda
apyn UEC® TOV €BVIKOD GUGTNUATOSG AVOPOPAC. AVaTPEETE GTO PUALO 0ONYIOV ¥PHONG YLO. TO.
avticTot o oTotyein EmKOVOVING.

3.7 Xpnion katd TNV KONG61), TN YoAov)ia 1] TNV ®OTOKId

Na pnv ypnowonomfel katd tn didpKela Tng KOMNONG, Avamapoy®yng n yorovyios. H acedieio Tov
Trocoxil dev €yetl amoderyBel katd ) didpkeia TG KOMONG Kot TG Yolovyiag. 2otdc0, peréteg og {da
gpyootnpiov ot omoia yopnynOnkav diia MEAD/NSAIDs éoei&av avénuévn amofoin mpv Kot HETH
TNV EUOVTEVLOT), EUPPLO-VEOYVIKT OVNTOTNTO KOl TOPAUOPPDGELS.

3.8 Alniemidopaon pe ALY QUPUOKEVTIKA TPOTIOVTO KOl AALES HOPPES UAMAETIOPAGTG
Agv &yovv mparypoatomom el perétec aAAnAenidpaong eappdakmv. Ommg Kot yio o GALA

MXEA®/NSAIDs, to Trocoxil dev Ba mpémet va yopnyeital tavtdypova pe darlo MEAD/NSAIDs 1
YAVKOKOPTIKOGTEPOELDT. O KivOuvog aAANAETIOPACE®Y TPENEL VoL AapPaveTan LITOYN ko' OAN T



dudpketa NG TEPLOd0L dpdione m.y. 1-2 unveg petd ) yopnynon tov Trocoxil. Ot oxvAol Ba Tpémel va
mapoKolovBodvTon TpooeyTikd, €6V To Trocoxil yopnynOet Towtdypova e Evay avTIINKTIKO TapAyovTa.

Ta (MEA®) NSAIDs decpebovtar o LYNAO TOGOGTO LE TIS TPAOTEIVEG TOV TAAGUATOS KOl UTOPEL VoL
OVTOYOVIGTOOV AAAEG OVGIES [LE VYNAO TOGOGTO OEGLEVOTG, G TETOO PaOpO TTOL 1] TV TOYPOVI
YOPNYNON LITOPEL VO, 00N YNGEL OE TOEIKES EMOPACELS.

[Ipoyevéatepn Oepomeio pe GAAEC OVTIPAEYUOVAOELS OVGIEC UIOPEL VO £XEL OC OTOTEAEG N EMTPOCHETEC
N avénuéveg avembounteg evépyeiec. Mo va amopehyovtol TéToleg avemBOUNTEG EVEPYELES, OTAV TO
Trocoxil mpoxetton va yopnynOet oe aviikatdotoon evog ddiov MEAD/NSAIDs, Befoiwbeite 611
pecohafnoe 1 omopaitntn tepiodog ympig Oepameia, S1dpKeng TOVAG IOTOV 24 ®PGOV, TPV TN XOPIYNOoN
™™g TpdTNG 060mG ToL Trocoxil. H mepiodog ywpig Oepameia, ®o1060, B0 Tpémet va AapuPdvel vwdymn ™
(QOPHOKOAOYIO TV QOPUOKEVTIKOV TPOIOVIMV TOL YPNCILOTOMONKaY Tponyovpévms. Edv petd
Oepameio pe Trocoxil yopnynOet éva aiho MEAD/NSAIDs, Oa npénet va dtacporichel po epiodog
yopig Oepameia, didpkelag tovAdyiotov ENOX MHNOZ, yio vo, arogevyBobv avembounteg evépyeted.

[Ipénel va amo@evyeTal 1) TAVTOXPOV YOPNYNOT SUVNTIKE VEPPOTOEIKMV KTIVIOTPIKAOV
QOPUOKEVTIK®V TPOIOVIMV.

3.9 Odoi yop1ynons ko d0c0royia
Amo to oTOUA.

AYTO AEN EINAI ENA KAOGHMEPINO MZA®/NSAIDs. H docoioyia givor 2 mg mavacoxib avd
KILO 6muatikod Bapovg, xopnyoduevn apécmg mpv 1 nall pe 1o Kupimg yeb o Tov okoAov. Oa Tpémet
va divete mpocoyn, £Tol dote va PePfarmbeite 0tL 10 diokio €xel katamobel. H Ogponeio o mpémet va
emovolneOet 14 nuépec apyotepa, pe v emduevn 86omn oe ENAN MHNA. 'Evag kdkAog Oepameiog
dev Ba mpénet va vepPaivel Tig 7 d0cels (6,5 UNveg).

YOpoTIKG ApOpog kat Meprektikotta TV TopmrrieT@v Tov
Bapog Xopnyovvror
(kg) 6 mg 20 mg 30 mg 75 mg 95 mg
5-6 2
7-10 1
11-15 1
16-20 2
21-23 1 1
24-30 2
31-37 1
38-47 1
48-52 1 1
53-62 1 1
63-75 2

3.10 ZvprtOpote VIEPSOGOA0YINS (KUl KUTA TEPITTMON, HETPU AVTINETOTIGNS KOL AVTIOOTH)

e ueléteg vmepdocoroyiag, o€ cuoyETIon pe Ao MEAD/NSAIDs, epoavifovtor avemounteg
QOPLOKOOVVOLUKES EVEPYEIEG IOV EXNPEALOLV TO YOoTPEVTEPIKO cvotnio. [Tapouoing, ol avemBOunTeg
gvépyeteg mov peaviCovrat otn cuvion do66n yoprynong otov minbuoud tav (dwov oyetifoviol Kupimg
LLE TO YOOTPEVTEPIKO GUGTILLO.

e uehétec aocpaAsiog yio Ty viepdocoroyio, emavoropfavoueveg docel tov Smg/kg kot 10mg/kg dev
GUGYETICTNKOV LE KAWVIKES AVETIBVUNTEG EVEPYELEG, LT PUCLOAOYUKEG BLOYMUIKEG 1 OMUOVTIKES
10ToAOYIKEG avepoAieg. Xta 15mg/kg vnpéav evoeilelg yuo épeto Ko pokakd / PAEVVMOT KOTpOva Kot
avEnon Tov PLoYNUIKGOV TOPUUETP®Y TIOV £X0VV GYECN UE TN VEPPIKN Asttovpyia. Xta 25mg/kg vinpéav
evoeitelg yootpevtepikng eEEAkmaong.



Agv vapyeL €101KO avTidoTO Y10, TNV VIEPOOGOL0Yin TG mavacoxib, aALd Ba Tpémet vo epappdletal
YEVIKN VOGTNPIKTIKY Ay®YN, OTW®G 0Lt €Qaproletor o€ mePInT®ON KAMVIKAG VTEPOOGOAOYING TV
MXEA®/NSAIDs.

3.11 Ewdwoi wepropiopoi yprong Kot £01KES 6vvONKeg (prions, copreprtiopufavopéveov
TEPLOPLOUAV GTI| YP1]OT] AVTIHIKPOPLOKOV KO AVTITOPUCLTIKAOV KTIVIITPIKOV
PUPUIKEVTIKOV TPOTOVTMV TPOKELREVOV VO, TEPLOPLOTEL 0 KIVOVVOG avARTVENS UVTOYNS

Agv 10y0¢gL.
3.12 Xpoévor avopovig

Agv 1oyvet.

4. OAPMAKOAOTI'IKEX TIAHPO®OPIEX
4.1 Kmowkiég ATCvet: QMO1AHI2.
4.2 @oppoKOSVVOULKI)

H mavacoxib elvar éva pn otepoetdés aviipieypovadeg edpupoko (MEAD/NSAIDs) mov avikel otnv
opada Coxib. H mavacoxib eivan 4-[5-(4-fluorophenyl)-3-(trifluromethyl)-1H-pyrazol -1-yl]-
benzenesulfonamide. Eivai éva diarylsubstituted ¢ mopalding. H kdpio 006¢ dpdiong givail n
avaGTOAN TG KukAo-o&vyevdaong (COX).

To COX eivar 1o évlupo-kiedi g petaforikng 0600 Tov apaydovikov o&éog. H dpdon tov
KOPLPAOVETAL GTI GUVOEST TV TOTIKMY OPLOVAOV KOl TOV LEGOALOPNTAOV TS PAEYUOVIS, TOV
ovopdovtol ElKocavoEdn, Ta onoia TephapPdvouv apketég Tpoostayhavdives. Ymapyovv 600
woopepn Tov COX, 10 COX-1, ka1 COX-2. To COX-1 givar éva eupémg S100e00UEVO GLGTATIKO
év{uuo, T0 0010 KLPIMG CLUUETEYEL GTN SLATHPTOT) TNG AELITOVPYIOG TOV OPYAVOV KOl TOV 10TOV, EVD
10 COX-2 givan emoy@yo ota onueio PAAPNG TV 16TV, 0AAG Elval ETiGNC CLOTATIKO GTOLEID GE
opopéva opyava. To COX-2 ackel tov Khplo poro Tov 6T GVVHEST TV TPOSTAYAAVIVAV, TOV
&yovv kaBoploTikd pOLO MG SAUEGOAAPNTES TOV TOVOL, TN PAEYOVIG KoL TOV TTupeTov. H mavacoxib
gVEPYEL e EMAEKTIKT] 0VOGTOAN TNG Hecorafodpevng and COX-2 cuvleons TV TposTay ovOotvmy.
I't” awtd Tov AdYo mopovstdlel avaAyNTIKES Kot OVIUPAEYHOVAOOEL 1010t TES. Tal mpoidvTa Tov
petaforiopod tov COX-2 cuppetéyovv eniong otnv woppnéio, Tnv ELEVTELGT KOl TO KAEIGLLO TOV
aptnprakod Topov. Kat ta 600, COX-1 koar COX-2, eivot TapodvTo GUGTATIKE GTOLYELN TOL VEPPOD KoL
vroTifeTan OTL KATEYOLV TPOGTATEVTIKO POAO GE AVEMBVUNTES PLGLOAOYIKES KOTOGTAGELS.

Bdoel tov amotelecUATOV TMV GUVOMK®V OLLOTOAOYIK®DY OVOAVGEDY TOV GKOAWMY, Ol GUYKEVTPMOGELG
070 TAAG o Tov TTapdyovv 20% avactoAr tov COX-1 kai 80% avactoin tov COX-2 fitav 2,46
pg/mL xon 1,28 pg/mL, avtictoya, ondte n avoroyia 1oydog Tov IC0COX-1:1C30COX-2 givar
nepimov 2:1, evd M avaroyia woy0og Tov ICs0COX-1:1Cg0COX-2 givar mepimov 40:1. Avtég ot
ovykevtpmoelg Tov IC pmopel va cuykptBovv pe g HEONG OTABUNG CLYKEVIPOGELS TG Mmavacoxib
070 TAAGHO KAWVIKGV TTeplotatikav, tov 0,52 kot 1,11 ug/mL avtictoya, petd tnv TpdTn Kot TEUTT
doon. Eropévmg, ot khvikég 86ce1g TpofAénetar va mopdyovy youniod Babuod avactoin tov COX-1
Kol vynAoL Babpod avacstoAn tov COX-2.

4.3 DoppokoKIvNTIKI

H mavacoxib amoppo@dtal tkavomomtikd HeTd v amd ToV 6TONATOS Yoprynon: n Prodiubeoiudtnta
ntav 87% oe okbAovg petd T ANy tpoeng Kot 46% oe cuvOnKEG VNOTELNG Kol 1) GUVIGTMOUEVT 000N
Baciotnke otn yopnynon Ue 10 eoyntod. Ot BepameEVTIKEG CLYKEVTIPMGELS GE GKDAOVG UETA TN Aym
TPOPYG EMLTLYYAVOVTUL YPTYOPX KOIL Ol LEYIOTEG GUYKEVTPMOELS EMLTVYYAVOVTOL GE Ay0TEPO 0md 24
MPEG PETA TN YopnyNnon pog 66ong. H mavacoxib decpedetor kotd 98% amod Tig Tp@teiveg Tov



TAQGLOTOG. ALOVELETOL EKTETAUEVO OE OAO TO AN Kot 6YEGOV OAO TOL OYETIKA L TN mavacoxib
VITOAEILUATO OTO TAAGC L OTTOTEAOVVTOL OO TO UNTPLKO Gapuaxo. O puBuog g kabapong g
mavacoxib givat apydg Kat 1 koplo 060G amrofoANG TOL UNTPIKOD QOPUAKOL Eival 1) AEKKPLoT Ao TN
YOA.

DoppokoKIvNTIKEG LEAETEG TOALUTAGY dOGEMV dgv avEépepay evoei&elg 6Tl | mavacoxib mpokaiel
OUTO-OLVOLGTOAN] 1] OVTO-EMAYMYIKEG OAAAYEG OTNV KAOAPOTN TNG, KOl ETIOEIKVOEL YPOLLUKEG
QOPUOKOKIVITIKEG LE 0Td TOV 6TOUATOG dOGELC, TOL Kupaivovtat omd 2 éo¢ S0 mg/kg. Epyaompiloxég
UEAETEG GE VEQPOVG EVITMKOVE GKOAOLE £5€1EV OTL 01 UEGEC TIUEC TOVL YPOVOVL Muiceag (mng
kopoivovral and 13,8 émog 19,3 nuépeg. H mavacoxib topovciace peyaivtepo ypdvo nuicelog (ong oe
woktnTo (oo TeEAatdv. QopraKOKIVITIKA OEd0UEVE. Y10 TOV TANBVGUO TPOEPYOUEVA ATTO UEAETEC GE
OKOAOVG, LE kKot e&oynv Tahadtepo TANOLOoUO Kot pe PapVTEPOLS GKOAOVG GE GUYKPLOT WE TIG
TEWPOUATIKEG PeEAETEG (LECOG Opoc NAKiag 9 eTdv) £de1&av 0TL 0 PEGOG YpOvog Nuicelag {ong eival 39
nuépeg, pe éva pikpod vrominbuouo (<5%) va €xel péco ypodvo nuicetog {ong peyolvtepo twv 80
NUEPDV, EVD AVTIGTOLYMG KaToypapnke ovénuévn ékxbeon og avtd ta dropa. O Adyog yia owtd 10
UeYOADTEPO YPpOVO Muicelag (ong gival ayvootoc. Katd tny tétaptn Oepaneia enetedydn
(QOPUOKOKIVITIKY] 6Ta0EPNG KATAGTOONG GTO TEPLETOTEPO (DA

5. OAPMAKEYTIKA XTOIXEIA
5.1 Koipeg aocoppatotnreg
Agv 1oybetl.

5.2 Awpkera Lomg

Avgprela {Ong TOL KTNVIOTPIKOV QUPUAKEVTIKOD TPOIOVTOG COLP®VA [LE TN CLCKEVAGIN TOANOTG:
3 ém.

5.3 Iowitepeg mpourdéers katd T @OLaEN TOV TPOIOVTOG

Agv vtapyovv €181KEG 0dNYieg S1oTPNONG Y10 AVTO TO KTNVIATPIKO QUPUAKEVTIKO TPOTOV.

5.4 ®@Yon ka1 6HVOES TG GTOLYELDOOVS CVOKEVUGIUG

Xaptwva koutid wov mepteyovv Eva blister. Kabe blister mepiéyet 0o toumiéteg twv 6 mg, 20 mg, 30 mg,
75 mg M 95 mg mavacoxib, avtictoiywc.

-Blister aAovuviov: PVC @ilp / gvAlo alovpviov / vaiiov.

-ITicw pépog blister: Beppokorinpévn emkdivyn Prvoriiov / eOALO adovpviov / ToAvEsTEP QAL /
EKTUTMOGLUO YO PTL.

Mropei vo, unv KOKAOPOPOVY OAEG 0L GLOKEVAGIEC.

5.5 Ewwkég mpo@uragels amoppryng €vog Ui yPGLHoToIN0£vTog KTVIATPIKOD GUPIOKEVTIKOD
TPOIOVTOG 1] GALOV VAKAOV TOV TPOEPYOVTUL 0.TO T1) Y P1IGT TOL TPOIOVTOS, UV VAP OVY

Ta eappoxo dev TPENEL VoL OTOPPITTOVTOL LECH TV ADUATOV 1) TOV OIKIHK®OV OTOBANTOV.

XP1MGILOTOGTE TPOYPALATO EXLGTPOPNS POPUAK®V YL TV OTOPPIYT| 1N XPNOLLOTOBEVTDV
KTNVIOTPIK®OV POPUOKEVTIKOV TPOIOVI®V 1 AA®V VAIK®V OV TPOEPYOVTOAL OO TN YPNOT TOVGS
GULPMOVO, LLE TIG TOTIKEG OTOITNOELG KOl UE TUYOV EOVIKA GLUGTILLOTO GLAAOYNG TOV 1GYVOVV Y1d TO
GYETIKA KTNVIOTPIKE QAPUOKEVTIKA TPOIOVTOAL.



6. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Zoetis Belgium

7. APIOMOZ(0OI) AAEIAX KYKAO®OPIAX

EU/2/08/084/001-005

8. HMEPOMHNIA ITPQTHX EI'KPIXHX

Hpepounvia Ing éykpiong: 09/09/2008.

9. HMEPOMHNIA TEAEYTAIAX ANAGEQPHXHX THX IEPIAHYHX TQN
XAPAKTHPIZTIKOQN TOY ITPOIONTOX

10. TAEINOMHZIH TQN KTHNIATPIKQN ®APMAKEYTIKOQN ITPOIONTQN
Na yopnyeitor pévov pe KTNVIOTPIKT GUVTOYT.

Aentopepeic TANPOQOPIES Y10 TO €V AOY® KTNVIATPIKO QOPLOKEVTIKO Tpoidv eivar dabéaiueg otn faon
dedopévav g EE yun to ktnviatpikd mpoidvta (https://medicines.health.europa.cu/veterinary).



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

ITAPAPTHMA 11
AAAQOI OPOI KAI AITAITHZEIX THX AAEIAY KYKAO®OPIAX

Koavévag



ITAPAPTHMA II1

EINIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX
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A. EIITXHMANXH
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IMAHPO®OPIEX IIOY ITPEIIEI NA ANATPA®ONTAI XTHN EZEQTEPIKH XYXKEYAXIA

XAPTINO KOYTI

1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Trocoxil 6 mg pacmpeva diokio

Trocoxil 20 mg LocOEVH d1GKi
Trocoxil 30 mg pocoueva dtokio
Trocoxil 75 mg pocopeva diokio
Trocoxil 95 mg pocopeva diokio

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

1 diokio mepiEyel 6mg mavacoxib.

1 d1okio mepiEyel 20mg mavacoxib.
1 diokio mepiEyel 30mg mavacoxib.
1 diokio mepiEyel 75mg mavacoxib.
1 dwokio mepiéyel 95mg mavacoxib.

3. YYXKEYAXIA

2 dokia

| 4. EIAOX(H) ZQOY(QN)

a E YxoOAOL.

| 5. ENAEIEEIZ

| 6.  OAOI XOPHTHIHX

Amo t0 oTOUA.

| 7. XPONOI ANAMONHX

‘ 8. HMEPOMHNIA AHEZHX

Exp. {up/ecee}

‘ 9. EIAIKEY YYNOHKEX AIATHPHXHX

12



‘ 10. OI AEZEIX «<AIABAXTE TO ®YAAO OAHI'TQN XPHXHX ITPIN AITIO TH XPHXH»

AwBdote 10 PUALO 0NV YPAONG TPV O T YPNO).

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

ATOKAEIOTIKA Y10 KTNVINTPIKT XP1ON.

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

Na puAdooetol og 0éom, TV onoia dev PAETOLY KoL dev Tpoceyyilovv Ta TadId.

13. ONOMA TOY KATOXOY THX AAETAY KYKAO®OPIAX

Zoetis Belgium

14. APIOMOI AAETAY KYKAO®OPIAX

EU/2/08/084/001 (6 mg)

EU/2/08/084/002 (20 mg)
EU/2/08/084/003 (30 mg)
EU/2/08/084/004 (75 mg)
EU/2/08/084/005 (95 mg)

‘ 15. APIOMOX ITAPTIAAX

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

KYYEAH

‘ 1. ONOMAZXIA TOY KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX

Trocoxil pacopeva dokia.

tal

‘ 2. NNOXOTIKA XTOIXEIA TQN APAXTIKQN OYXIQN

6 mg mavacoxib

20 mg mavacoxib
30 mg mavacoxib
75 mg mavacoxib
95 mg mavacoxib

‘ 3. APIOMOZX ITAPTIAAX

Lot {ap1Buoc}

‘ 4. HMEPOMHNIA AHEHX

Exp. {up/ecee}

14



B. PYAAO OAHI'TQN XPHXHX
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OYAAO OAHT'IQN XPHXHX
1. Ovopacio ToOV KTNVIITPIKOD QUPUIKEVTIKOD TPOIOVTOg
Trocoxil 6 mg pocopeva diokio Yo GKOAOLG
Trocoxil 20 mg pacdpeva d1oKia Yo GKOAOVE
Trocoxil 30 mg pocopeva diokia Yoo GKOAOVG
Trocoxil 75 mg pocdpeva diokia yroo GKOAOVG
Trocoxil 95 mg pocopeva diokia yioo GKOAOVG
2. 2ovleon

Kda0e pacopevo diokio mepiéyet:

ApPUOSTIKO GVGTUTIKO:

Mavacoxib 6 mg
Mavacoxib 20 mg
Mavacoxib 30 mg
Mavacoxib 75 mg
Mavacoxib 95 mg

Tpryovikd diokia pe SIGOTIKTN KAPE OYn OTOL OVAYPAPETOL 1] TEPIEKTIKOTNTO TNV pio TAEVPA, M
o TAEVPA Elval KEVT.

3. Eion Loov

Zxodot nhkiog 12 pmvov kot dvo.

4. OepamevTiKég evosierg

T v avaxoveion amd Tov TOVO Kol TN GAEYLOVI TOV GLVOIELOVY TNV EKPLAICTIKY apBpomddeia
TOV GKOAW®V, GE TEPITTAOGELS OTOV cLVIGTATOL 1) Bepameio va vepPaivel Tov Evav pnva.

To Trocoxil avikel o€ po opddo PappaKmy Tov ovopdlovral Mn-ctepoeidn Avii-QAeyHOVMOT
oapuaxa (MEAD/NSAIDs), ta omoio, ypnoiporotovvial yio ) Bepomeio Tov TOVOL KOl TG

@reypovig.

5. Avtevoeigeig

No unv ypnotpomoteitarl 6e GKOAOLE NAIKING LIKPOTEPTS TV 12 unvav Kot/ 1 KATm Tov S KMoV
COLOTIKOV Bpovg.

No unv ypnoHoToLEiTOL 68 GKOAOVS TOL VITOPEPOLY OO YOOTTPEVTIEPIKEG OLUTAPAYEG
GUUTEPTAOUPAVOLEVOL EAKKOVG 1] KOIL OLLLOPPOLYLOG.

No unv ypnopomoteiton 6mov vdpyeL EVOEIEN Y10 QUOPPOYIKT) dL0TOPOYN.

No unv ypnoLUoToLEiTOL OE TEPIMTOGELG £EAGOEVUEVIG VEQPIKTG ) TTOTIKNG AELTOLPYIG.

No unv ypnNoLOTOLEITAL OE TEPITTMOEL KAPIIOKNG OVETAPKELNS,

No unv ypnouonoteital Katd Ty Komet, TV ovamapaywyn 1 oe ONAdlovoeg orkdAeg.

No unv ypnoponoleital 6e TEPITTMON VIEPEVAIGONGIOC GTA SPUCTIKG GUGTATIKA 1) G KOO0 0o TO.
£K00Y)0L.

No punv ypnoLOTOLEITAL OE TEPITTMON YVOGTNG VIEPEVALGONGIOG OTIG GOLVAPOVAIOEC.

No unv ¥pNoOTOLEITAL TOVTOYPOVE, LE YAVKOKOPTIKOEWN 1 GAA0 MN Z1ep0oeldn AVTIPAEYUOVAOIN
Déppoxa (MEAD/NSAIDs ).
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No amo@edyetat 1 ¥p1o1 TOV GE APLIATWUEVO, VITOYKOLUIKE, 1) VITOTACIKE (M0, Kabdg vdpyet
evdgYOIEVOC KIVOUVOG VENLEVIG VEQPIKNG TOEIKOTNTAG

6. E101kéc mpoE1domomcels

Ewwéc tposidonomosic:

No unv yopnyeitar diia MEAD/NSAIDs 1 yAukoKOpTIKOELON TONTOYPOVE 1 Yo Stdotua 1 uive omd
TNV TeAgvtaia yoprynon tov Trocoxil.

Id1oitepeg mPoPLAGEELC Yo TNV ao@oAN ¥pnon oto £i0n Comv:

Ipwv va cuvtayoypaenbei to Trocoxil kot katd tn didpkela g Oepaneiog pe Trocoxil, o ktnviaTpodg
o0 Oa mpémel va e£€TAGEL TOV OKOAO GOC Y10 TUYOV TPOPALLATA GTOVE VEPPOVS KOl TO NP, KAOMDE
Kol Yo 060€velec Tov eviépov.

To Trocoxil dev Oa TpEmel va YpNCILOTOLEITOL GE OPLVIATMOUEVOVE GKOAOVG,.

Edv o oxviog cag ypetaleton yeipovpyeio, EVUEPMOTE TOV KTNVIATPO OTL 0 GKOAOG YPNCUYLOTOLEL
Trocoxil.

[leite otov kKViaTpd GOG GV 0 GKOAOG GOG YPNOOTOLEL EVOV TAPAYOVTO APAIMGCTG TOV OLLOTOG,

No unv vrepPaivete TV TPOTEIVOUEVT] SOGOAOYIN, OTIMC VT GLVTUYOYPOPELTAL OTd TOV KTNVINTPO GOC.
To Trocoxil éyel mapateTapévn ddprela dpdong (£mg Kot 2 PVES, PETA T Yop1ynon tng ovtepng d0omg
Ka0mg Kot TOV 00GE®V OV aKoAovBoVV). AvemBounTeg EVEPYELEC UTOPEL VAL EPOAVIGTOVV GE

OTOLOTTOTE GTLYUN| KOTA T SIEPKELN GVTHG TNG TTEPLOOOV.

Edv eppovicbel avemBounm evépyeia petd ) yoprynomn tov Trocoxil, otapotiote T yopiynon tov
TPOIOVTOG Kol GLPOLAELOEITE apécmg ToV KTNVINTPO Gog.

Idwaitepec mpo@uAdEeic mov wpémel vo Aauavovtol amd To GTOLO TOL YOPNYEL TO KTNVIOTPIKO
QOPUOKEVTIKO TTPOidV o {ma:

Y& TePInTOOoT OV KOTA AAB0G TAPETE E0€EIG O 1010G TO PUPHAKEVTIKO TPOTOV, Vo ovalNTNCETE AUECOC
Tptkn Pondela kot va emideiete oToV 10TPO TO ECOKAEIGTO PUALO OONYIDV YPNCEMG 1 TNV ETIKETA
TOL QPOPUAKEVTIKOD TPOTOVTOG.

Edv éyete yvoot) viepevaisnocio oto MEAD/NSAIDs, Oo Tpémnel vo oamoQOYETE TNV ETOQT LE TO
KTNVIOTPIKO QOPLOKEVTIKO TPOTOV.

H xoatdmoon tov mpoidvtog umopet va givar fraPepn yio to modid ko pmopel va mopatnpndody
EKTETAWUEVEG QUPLOKOAOYIKEG EMIOPAGEIC TOV 0SNYOVV TL.Y. G YOOTPEVTEPOAOYIKES dratapayec. o va
amo@evydei n Tuyaia KATATOOT), YOPNYNOTE TO J10KIO GTOV OKOAO QUECHOC LETE TNV APAIPEST] TOVL OO
T1 GLOKELAGIAL.

Noa unv tporte, wivete M| komvilete otov xepileote to mpoidv. [TAévete Ta ¥Epla. GO LETH TOV YEPIGUO
TOL TTPOIOVTOG.

Eyxvpocvn kot yolovyio:

To Trocoxil va, unv ypnoponoteitol Katd v kKnon, Ty avarapoymyn 1 o InAalovoeg oKOAES.
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AMNAETIOpaoT UE GAAD QOPUOKEVTIKA TPOIOVTO. Kol GAAEC LOPPEC OAANAETIOpOOC:

O tpoémog adAnentidpaong tov Trocoxil pe GAAa PapuaKeLTIKA TPOidVTO OV £xEL pedeTnOel.
Evnuepdote tov ktnviotpd cag dv 0 6KOAOC 60.G AOUPAVEL AALN QAPUOKEVTIKA TPOidVTA. AVTO
TEPIAOUPAVEL OTOLOONTOTE PAPUOKEVTIKA TPOTOVTO EYOVV Yop1YNOel TOLAGYIGTOV EVTHG 24 POV TPV
amo Vv TpadTn Ypron tov Trocoxil kot evtog 1 ém¢ 2 unvav uetd ) xpron. H tavtoypovn ypron
QOPUAKEVTIKAV TPOIOVI®V OT®G AAL0 MEAD, YAVKOKOPTIKOELSN KO OVTITNKTIKG Uopel vo avEnoet
ToV Kivouvo avembountev evepysimv. O kmmviatpdg cog O AaPet eniong vawdyn onolodNToTe
TAVTOYPOVT YPTON POPLUKEVTIKAOV TPOIOVIMV T 0010 GLVOEOVTOL GE UEYOLO PabUd LE TIC TPOTEIVEC
TOV TAAGUOTOG 0TO aipa 1 propet va eivar emPAapn yio ta veppd.

Yrepdocoloyia.:

Edv o oxvAoc cag Exel MaPel nepiocdtepo Trocoxil and 0,t1 Bo Enpene, EMKOVOVIOTE AUESMG LIE TOV
Ktnviatpo 6oc. To cuUTTOUATE TOV OvaPEPONKAY OTIG LEAETEG LITEPOOGOAOYIOG T|TAV GULTTMLLOTO TTOV
emNPedlovy TO YOOTPEVTIEPIKO GOCTNLLAL.

O knviaTpdg GoG UITopel voL yOpNYTOEL YEVIKT] DTOCTPIKTIKN YY) ONMG XPNCLOTOLEITOL GE
vepdocoroyia pe dAra MEAD/NSAIDs. Agv vadpyet €101k avTidoTo Y10 TV LIEPSOGOAOYIN TNG
mavacoxib.

7. AvemOounta coppavra

Yxodot nhkiag 12 pmvov kot dvo:

Suyva (1 €wc 10 {ma./ 100 vd Bepomeio (da):

‘Epetoc, Augppota.

Oy ovuyva (1 émg 10 Lwa / 1.000 vid Bepaneio (ha):

AmdBeln, Atoiela 0peEng.

Awoppayikn didppota, Mérava.

Neppikn dtoTapoyn amrodOUnNoT TOV VEPPIKOV BLoyNIKoOV TopapuéTpov Kot e&acdevnuévn
veEQPIKN Agttovpyia)*

Yrdvio. (1 €og 10 {oa / 10.000 vio Oepameio {ha):

laotpikd élkog, EAKoc Aemtov evtépou

* g OmAVIEG TEPIMTMOELS QVTEG Ol AvemBOUNTES EVEPYELEG UTOpEl va lvar Bavatnedpeg

Edv mopoatnpnOet avemBountn evépyelo petd tn yopnynon tov Trocoxil, dev o mpémel vo yopnynoete
Ao dwokia kot Bo Tpémel va dobel yevikn vootnpiktikn Bepaneio dnwg ovth epopuoletol otny
nepintwon vrepdocoroyiag pe MEAD/NSAIDs. Idaitepn mpocoyn Ba mpénet va divetar otn dtotipnon
NG ULLOOVVOUIKNC KOTOGTOONG.

Mropel va amaitovvVTol TPOSTATEVTIKE TOV YOOTPEVIEPIKOD KUl TTAPEVIEPIKT EVLOATMOT] LE VYPA,
avdloya pe TNV TEPITTMOT, o€ (M 0V TAPOLGIAGOY AVETIBVUNTES EVEPYEIEG TOV YOOTPEVTIEPIKOD 1] TOV
veppav. Yroyn 6t 1o Trocoxil £xel mapatetapévn dpaor diapkelag (mg kat 2 WVeG UETE T
YopNynom g 0e0TEPNC SOGNG Kol TV aKOA0VOmY d0cemV). AvemBouNTeg EVEPYELEC LTOPOVVY VL
EUPAVICTOVV GE OTOLOONTOTE GTLY T KOTA TN SIEPKELD AVTNG TG TEPLOOOV.

H avagopd avembountov coppdviov eivar onuavtikh. Exttpénet tn cuveyn mopokolovdnoen g
0oQAAELNG EVOG TTPOTOVTOC. EQV Tapatnproete omotadnmote avemBOUnTn VEPYELD, AKOWO KOL OV OV
OAVOPEPETOL OTO EGMOKAELGTO GVAAO 0ONYLOV ¥PNOMG N AUPIPAAAETE Y10 TNV OTOTELEGHATIKOTNTO TOV
QoPUAKOV, TOPOKUAEIGOE VO ETKOIVOVIGETE, KATAUPYAC, LE TOV KTNViaTpd coc. Mmopeite emiong va
aVAPEPETE OTTOLOONTOTE OVETLOVUNTO CLUPAVTA GTOV KATOYXO TNG AdEWG KUKAOPOPIaG
YPTCLLOTOIDVTOG T GTOLYELD EMKOVMVING GTO TELOG ALTOD TOL PVAAOD 0dNYIDV XPNOTG, N LEG® TOV
€0VIKOO GOC GLGTAATOC OVAPOPAG: {oTorKEln EO0VIKOD GLGTHATOC OVAUPOPHC)
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8. Aocoloyia Yo kKG0g €id0g, TPOTOS KAl 0001 Yopynong
Amo t0 oTOUA.

XpNoomoote T 0060 0Yia OV GOG GVGTIVEL 0 KTNViaTpdg cag. H 66om tov Trocoxil pacdpevo
dwokia givar 2 mg / kg copatikov Bapovg (PAETE TOV TapUKAT® TIVAKD).

AYTH AEN EINAI MIA KAOGHMEPINH G@EPAIIEIA.

H apyn Bepaneia Oo mpémetl va emavaingBel 14 nuépeg apyodtepa, P TNV endUeVN dOCT GE £vay
uvoa. ‘Evog kokhog Bepamneiag pe Trocoxil dev Oa mpémel va vepPaiver Tig 7 8601 (6,5 UAvec).

ApOpoc ko Heprektikotnto TV TopmrrieT@v TOV
Yopotikd Bapog Xopnyovvra
(kg) 6 mg 20 mg 30 mg 75 mg 95 mg
5-6 2
7-10 1
11-15 1
16-20
21-23 1 1
24-30 2
31-37 1
38-47 1
48-52 1 1
53-62 1 1
63-75 2

9. Oonyieg Yo ™) c®GTI) YOpRyYNON

To Trocoxil Ba Tpémet va divetar apéowe mpy 1 KOTA TV O1dpKELD TOV KUPIOL YEVIATOG TOV ((DOov.
[Switepn mpocoyn Ba mpémet va Aappdvetor £tol dote va Pefaimbeite dti 10 diokio Exet kaTamobel.
10. Xpdvor avapoviig

Agv 1oy0eL.

11. Ewwkég ovvOnkeg owotiipnong

Na euAdyetor og Béom, TV omoia dev PAETOLY KoL dev Tpoceyyilovv Ta TadId.
Agv vTapyovv 101KEG 0dNYieg S10THPNOTG Y10 GVTO TO KTNVIUTPIKO TPOTOV.

Noa punv ypnotpomoteital avtd T0 KINVIOTPIKO QOPUOKEVTIKO TPOIOV LETA amd TNV nUepounvia ANENG
OV avaypaPeTaL 6T KouTi kan blister petd to Exp. H nuepounvia Anéemg ovpmintet pe tnv tehevtaio
NUEPO TOV GLYKEKPUEVOL LN VL.

12. Ewwkég mpo@uracers amoppryng

Ta @appoKo dEV TPEMEL VOL ATTOUAKPVVOVTAL LEGM TOV AVUATOV 1} TOV OIKIOK®OV AToPANT®V.

Xp1MGILOTOGTE TPOYPAUUATO, ETIGTPOPNS POPUAK®V YL TV OTOPPIYT U1 XPNOOTONOEVT®V
KTNVIOTPIKOV QAPLOKEVTIK®VY TPOIOVIOV 1) GAL®Y DAK®V OV TPOEPYOVTOL OO T YP1OT TOVG
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GOUQ®VA, LLE TIG TOTIKEC OTOLTNOELS KAl LLE TUYOV 1oYvovTa £BViIKA cvoTiaTo cvALoYNG. Ta pétpa
OVTA ATOCKOTOVV GTNV TPOGTAGiH TOV TEPIPAALOVTOC.

Svppovievbeite Tov kNvioTpd GoOG Yo TOV TPOTO ATOPPLYTG TOV YPNCILOTOMOEVIOV QapUAK®Y.

13. Ta&vépnon TOV KTNVIATPIKOV QUPRIKEVTIKOV TPOIOVTMV

Noa yoprnyeital LOvov e KTNVINTPIKT GUVTAYY.

14. ApwOpoi doc1og KVKLOQOPIOG KOl GVGKEVUGIEG
EU/2/08/084/001-005
Kovutid e blister mov mepiéyovv d00 TUUTAETEG TNG 010G TEPIEKTIKOTNTAS, KAOE TaumAéTo TEPIEYEL

6mg, 20 mg, 30mg, 75 mg 1 95 mg mavacoxib, avTIGTOiY®C.

Mmopei va, unv KokAo@opoHV OAEC 01 GLCKEVUGIEC.

15. Hpepopnvia teievtaiog avade®pnong Tov QUALOL 03NYIAOV YP1ONG

Aentopepeic TANPOQOPIES Y10 TO €V AOY® KTNVIATPIKO QOPLOKEVTIKO TPoidv eivar dtabécies ot
Baon dedopévav g EE yo ta ktnviatpikd tpoidvta (https://medicines.health.europa.cu/veterinary).

16. Xroygio emxovoviog

Kétoyoc tne ddstag KukAo@opilac Kol GTOLYELD ETKOWVOVIOG Y10 TNV ovapOopa THoVOAOYOOLLEV®Y
OVETOOUNTOV EVEPYELDV:

Zoetis Belgium

Rue Laid Burniat 1

1348 Louvain-La-Neuve

Béhyo

Belgié/Belgique/Belgien Lietuva
Tél/Tel: +32 (0) 800 99 189 Tel: +370 610 05088

pharmvig-belux@zoetis.com

Peny0smka boarapus
Temn: +359 888 51 30 30
zoetisromania@zoetis.com

Ceska republika
Tel: +420 257 101 111
infovet.cz(@zoetis.com

Danmark
TIf: +45 70 20 73 05
adr.scandinavia(@zoetis.com

Deutschland
Tel: +49 30 2020 0049
tierarzneimittelsicherheit(@zoetis.com

zoetis.lithuania@zoetis.com

Luxembourg/Luxemburg
Tél/Tel: +32 (2) 746 80 11
pharmvig-belux@zoetis.com

Magyarorszag
Tel.: +36 1 224 5200
hungary.info@zoetis.com

Malta
Tel: +356 21 465 797
info@agrimedltd.com

Nederland
Tel: +31 (0)10 714 0900
pharmvig-nl@zoetis.com



https://medicines.health.europa.eu/veterinary
mailto:pharmvig-belux@zoetis.com
tel:+370
mailto:zoetis.lithuania@zoetis.com
mailto:zoetisromania@zoetis.com
mailto:pharmvig-belux@zoetis.com
mailto:infovet.cz@zoetis.com
mailto:hungary.info@zoetis.com
mailto:adr.scandinavia@zoetis.com
mailto:info@agrimedltd.com
mailto:tierarzneimittelsicherheit@zoetis.com
mailto:pharmvig-nl@zoetis.com

Eesti
Tel: +370 610 05088
zoetis.estonia(@zoetis.com

EA\Goa
TnA: +30 210 6791900
infogr@zoetis.com

Espaiia
Tel: +34 91 4191900
regulatory.spain@zoetis.com

France
Tél: +33 (0)800 73 00 65
contacteznous(@zoetis.com

Hrvatska

Tel: +385 1 6441 462
pv.westernbalkans@zoetis.com

Ireland
Tel: +353 (0) 1 256 9800
pvsupportireland@zoetis.com

Island
Simi: +354 540 8000
icepharma@jicepharma.is

Italia
Tel: +39 06 3366 8111
farmacovigilanza.italia@zoetis.com

Kvmpog
TnA: +30 210 6791900
infogr@zoetis.com

Latvija
Tel: +370 610 05088
zoetis.latvia@zoetis.com

Norge
TIf: +47 23 29 86 80
adr.scandinavia@zoetis.com

Osterreich
Tel: +43 (0)1 2701100 100
tierarzneimittelsicherheit(@zoetis.com

Polska
Tel.: +48 22 2234800
pv.poland@zoetis.com

Portugal
Tel: +351 21 042 72 00
zoetis.portugal(@zoetis.com

Romaénia
Tel: +40785019479
zoetisromania@zoetis.com

Slovenija
Tel: +385 1 6441 462
pv.westernbalkans@zoetis.com

Slovenska republika
Tel: +420 257 101 111
infovet.cz@zoetis.com

Suomi/Finland
Puh/Tel: +358 10 336 7000
laaketurva@zoetis.com

Sverige
Tel: +46 (0) 76 760 0677
adr.scandinavia@gzoetis.com

United Kingdom (Northern Ireland)
Tel: +353 (0) 1 256 9800
pvsupportireland(@zoetis.com
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Pfizer Italia S.r.1.

Viale Del Commercio 25/27
Ascoli Piceno

63100

Italia
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