ITAPAPTHMA 1

NEPIAHYH TON XAPAKTHPIETIKOQN TOY ITIPOIONTOX



1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Melovem 5 mg/ml evéoyo didAvpa yio Boogldn kat yoipovg

2. ITOIOTIKH KAI TIOXOTIKH XYNOEXH

KdaBe ml mepiéyst:

ApPUGTIKE GVGTUTIKG.:
Melo&uchin 5mg

"Exdoya:

IHowotiki) 60vOeST EKOOYOV KOl GALOV
GUGTUTIK®DV

Mocotukn] cvvOeon av oL TApoPopicg avTEG
givan onUavTIKEG Y1 T1) 60GTY 0Py 01 TOV
KTIVIOTPIKOD QUPUIKEVTIKOV TPOIOVTOG

Benzyl alcohol

50 mg

Hydrochloric acid

Meglumine

Macrogol 400

Macrogol 1500

Sodium chloride

Water for injection

Alyég TpacIvoKiTpvo dStdAvua.
3. KAINIKEX ITAHPO®OPIEX
3.1 Eion {owv

Boog1dn (nooyot kot pooyidec) kot yoipot

3.2 Ogpamevtikéc evocitels Yo kaOe gidog Lmov

Booe1dn:

Xpnoponoteitar oe 0&gieg ovOmVELOTIKEC AOIUMEELS, GE GUVILAGUO UE TNV KOTAAANAT avTIPloTIKY
Oepameia, yuo T pei®ON TOV KMVIKGV CUUTTOUATOV GE BO0EdN.

Xpnoiponoteital oe SIGPPOLES, GE GLVIVAGUO UE GO TOV GTOLNTOC EVVOATIKT Ogpoameia, Yia T
UEIMOT TOV KAVIKOV COUTTOUATOV G LOGYOLS NAKiag peyaivtepng g 1 efdouddag kot o€

HOGYIdEC.

T v katarpdidvon tov peteyyelpnTkod TOVoL HETE TNV amoKePAT®oN 6€ LOGYOVG..

Xoipot:

Xpnoponoteital oe U HOAVGHOTIKEG TAOGELS TOL KIVITIKOD GUGTHILOTOC, Y10l TN UEI®MOT TV

GUUTTOUATOV TNE YOAOTNTOG KOt TNG QPAEYLOVIC.

IMo v KoTtampauven Tov HETEYXEPTTIKOD TOVOL TTOL GYETILETOL UE SEVTEPEVOVGES XEPOVPYIKES
EMEUPACELG TOV LOAOKADV 10TAV, OTMG O EVVOVYLICHOG.

3.3  Avrevositag

Noa unv ypnoytonoteitor og {ma e PELOUEVT NTATIKY, KAPSIOKN 1] VEQPIKN Agttovpyio Kot
ALLOPPAYIKES dloTapayEG, 1 OTTOL VILAPYOVY EVOEIEEIC PAAPOV 0Td YOOTPEVTEPIKE EAKT).




Na punv ypnoiponoleital oe nepinTmon VIEPELAIGONGING GTO OPUGTIKO GLGTOTIKO 1) GE KATO0 EKOOYOL.

I'a ™ Bepaneio tng d1dppotag ota Pooedn, To TPoidy dev Tpémel va ypnoiponoteital oe {da niwkiog
pikpdTepNg ™G o efdopddac.

Na pn gpnoonoteitan o€ x0ipovg NAKiog KpOTEPNS TV 2 NUEPDV.
3.4 E1dwkég mpoctdomoncelg

H Oepaneio oV HOGY®OV LEe TO KTNVIOTPLIKOD GAPUAKEVTIKOV TPOiovTog, 20 Aentd Tpv amd v
OTOKEPATMOOT], LEUDVEL TOV LETEYXEPNTIKO TOVO. H yopMynon 1ov 1o KTnviatpukod GoploKELTIKOD
TPOTOVTOG LOVOV OEV EMTLYYAVEL TAT|PN AVAKOV(IGT ad TOVO KATH TNV XEPOLPYIKT EXEUPAOT] TNG
amokepatons. ['a v enitevén avaxobpiong and Tov mOVo KaTd T YEPOVPYIKY| ETEUPaCT,
OTOLTEITOL ) GUYYXOPYNOT LE KOTAAANAO ovaAynTIKO.

H Bepoaneio v x01p1diov e TO KTNVINTPIKOD QUPUOKEVLTIKOD TPOIOVTOC TTPLV 0O TOV ELVOLYIGUO,
LLELOVEL TOV PETEYXEPNTIKO TTOVO. [ TNV emitevén avakoviong omd Tov Tdvo KATd T YEPOVPYIKN
EMEUPOOT, ATOUTEITAL 1] TAVLTOYPOVN XOPTYNOT EVOG KATAAANAOL 0VOGONTUCOV/NPEULGTIKOV.

INo va emitevyBel 10 KOAVTEPO dVVATO AVOAYNTIKO ATOTEAEGLA, TO KTIVIOTPIKOD POPUOKEVTIKOD
poiovtog o mpémet va, yopnyeital 30 Aemtd v omd T XEPOVPYIKN ETEUPOOT.

3.5 Iowirepeg mpo@urdéers kata T ypion

Idwitepec TpoLAGEELS Yo TV 0cQAAN ¥prion ota gidn (omv:

Edv emovpfoidv avemBounteg evépyetec, o mpémet va dtakomteton 1 aywyn kot vo {ntnbein
GUUPBOVAN KTNVIATPOL.

Noa amopebyetaln yxpnon o cofapd apLONTMUEVO, VTOYKALUKG, 1) VTOTOCIKA (Ho 6T, 0ol
ATOLTEITOL TOPEVTIEPIKT] ATTOKOTAGTAOT TOV VYPDV, S1OTL VTAPYEL EVOEXOUEVOS Kivouvog To&ikwmong
TOV VEQPOV.

Idwitepec Tpourdelc mov wpénet va AauBdvovial amd To GToo ToL YyopnYel TO KTNVINTPIKO
oopurakevtikd Tpoidv ce oo

Tuyoio ovtoéveon e To TPOIGV TOV GTOUOV TOV YOPNYEL TO GKEVAGIA TOUVOV VO, TPOKAAEGEL TOVO.
Atoua pe SomoTOUEVT VIEPELOIGHNGIO 08 U 6TEPOEDN AvTIPAEYHOV®DOT (MZAD), npémet va
OTOPEVYOLV TNV ETAPT] LLE TO KTNVIATPIKO POPLOKEVTIKO TPOTOV.

e mepintwon toyaiog ovtoéveon e T PeAdva TG GVPLYYOS TOL TEPLEYEL TO PAPUAKO, VO,
avalnoete apéomg wTpikn fondeia kot vo emdeieTe GTOV 10TPO TO PUAAO 0ONYIDV YpoNG N TV
ETIKETO TOV PAPLLAKOV.

Idwaitepec TPOQLAGEELS Y10 TNV TPOGTAGIC TOV TEPIBEALOVTOC:
Agv 1oy0eL.

3.6 AvemOOunra cvppavra

Booed1] ko yoipot:

Xuyva I[16vog oto onueio g éveong?, oidnua oto onueio g
. 1

(1 é0g 10 b / 100 vd Bepomeio EVEOoNG

{oa):

[ToAv ondvia AvapulakTtogdng avtidpoon?

(<1 {do / 10.000 vmo Bepancio {oa,
CLUTEPILAUPAVOUEVOV TOV
LELOVOUEVOV OVAPOPDV):

L tapodikd
2 Mropei vo. gtvon coPopd (cuumeptrapBovopévon Tov OavaTov) Kot TpEmel vo, avTipeTomileTat
GUUTTOUOTIKA.



H avapopd avemBountov coppdviov sivar onupovtiky. Emttpénet ) cuveyn mopakolovonon g
AGPAAELOG EVOG KTNVIOTPIKOL POPUAKEVTIKOD TTPoidvTog. Ot avapopés TPEMEL VAL AmOGTEAAOVTOL, KATA
TPOTIUNOT LECH KTNVIATPOV, E(TE GTOV KATOYO TNG AOELNG KUKAOQOPIOG 1) OTOV TOTIKO OVTITPOGMTTO
ToV gite oV €Bvikn apuddo apyn LECH TOL EBVIKOD GLOTNATOC OVAPOPAS. AgiTe TO PUALO 0ONYIDV
YPNONG Y10 T AvTioTOLYO GTOLYElD EMUKOVAVING.

3.7  Xpion Kata TV KONO61, TN Yolovyia 1] THY ©OTOKid
Kinon kot yaovyio:

Booegdn:
Mmropet va ypnoyomomBei katd t didprela TG KONONG.

Xoipot:
Mmropei va ypnoyomomBei katd t didpkela TS KONoNG Kot TG yorovyiog.

3.8  AlMiemiopacn pe GArho QUPROKEVTIKE TPOIOVTH KOl GALES HOPPEG OAANAETIOPOONG

Noa un yopnyeitar T TOYPOVE [LE YAVKOKOPTIKOGTEPOELDT], GALN UN-OTEPOELDT| AVTIPAEYUOVDOT
QAPLOKA 1] LE OVTITNKTIKOVS TOPAYOVTEC.

3.9 Odoi yopnynong ko 60coroyia,

Booeon:

Amag vrodopla Eyyvon ot 60on tov 0,5 mg pero&iapung/kg copatico Bapovg (dni. 10 mi/100 kg
oOUATIKOD BApovg) 6e GuVOLAGHO UE TNV KATAAANAN ovTiploTikh Oepaneio ) pe v amd 1oV
oTONATOG EVudaTikh Bepameia.

Xoipot:

MvookeleTuicég SloTapayEc:

Anag evoopwikn Eveon ot 66om tov 0,4 mg pedo&ikaung/kg cmpaticov Bapovg (dni. 2 ml/25 kg
oouatikoy Bapovg). Edv amatteitat, pmopei va. yivel pio de0tepr xoprynon pero&ikaunc, petd amd 24
OPEG. XuvioTdTar 1 OeVTEPT EVEST) VA YOPNYEITOL GE S10POPETIKO oMLETID, DEGOUEVOL OTL 1] TOTIKY
avektikotta aloloynnke povo petd omd ama Eveon.

Meiwon Tov PETEYYELPNTIKOD TOVOL:
Amag evoopwikn Eveon ot 60om tov 0,4 mg pero&ikaung/kg copaticov Bapovg (dni. 0,4 ml/5 kg

OOUOTIKOV BAPOVG), TPV 0O TN YELPOLPYIKT EXELPOON.

[dwaitepn mpocoyn Oa mpémel va diveton GYeTIKA e TOV akpiPn TPoGdlopioUd TG 600G, LE TN YP1oN
pog katdAinia dtefabuiopévng chptyyas Kot e TNV TPOGEKTIKT EKTIUNGT TOL COUATIKOD BAPOVG.

No amopebyete TV EMPUOALVOT KATA TN XPTOT).

3.10 ZopuntOpeTo VTEPI0GOLOYINS (KUl KATA TEPITTOON, HETPO UVTINETAOMIONG KUl OVTIO0TO)

Xe nepintwon vrepdocoroyiag, TpEmel va xopnynOel copuntopatikn Oepaneia.

3.11 Eidwkoi mepropiopoi yp1ong Kot E101KEG cuvONKeS yprions, copmepriopfavopuévov
TEPLOPLOLAV OT YP1IO1] UVTIHIKPOPLOKOV KO AVTITUPUCITIKAOV KTVIATPIKAOV
PUPLUKEVTIKDV TPOIOVTOV TPOKELUEVOD VO TEPLOPLOTEL 0 KIVOVVOS avATTVENG VIO

Agv 16y0eL.

3.12 Xpovor avapovig



Booeon:
Kpéag kot edddipot iotoi: 15 nuépeg
Agv emitpénetan 1 yopnynon o€ {da Ta 0ol TOPAYOLY YOAN Y10 AVOPOTIVI] KATAVAADOT).

Xoipou:
Kpéag kot edddpot iotoi: 5 nuépeg

4. OAPMAKOAOTI'IKEXZ TIAHPO®OPIEX
41 Kaodwkog ATCvet: QM0O1ACO06
4.2 @appoKodvVOUIKI)

H pedo&ucpn, eivan éva un-otepogidéc, avtipieypovndeg (NSAID)), e opddog g o&ikaung, To
071010 Opal AVAGTEAALOVTAG TNV GOVOEST] TNG TPOSTAYAUVIIVIG, AGKAOVTOC KOT® aVTO TOV TPOTO,
AVTIPAEYHOVAIT), OVTIEEIOPOUATIKT], CVOAYTTIKT KOl QVTITUPETIKT OpaoT. H pelo&ikaun €xet emiong
avTI-evO0TOEIKES 1010TNTES YTl £xel amoderyBel 0Tt avacTtéAdel TV Tapaymyn g Opopfo&dvng B2
M omoia wopnxOn petd amd yopnynon evdoto&ivng E. coli g pooyovg kat xoipovg.

4.3 @uppoKOKIVITIKI)

Amoppoonon:

Metd and dma& vroddpia yopnynon 0,5 Mg uero&ikaunc/kg emtvyydvetal pEYLoTn GUYKEVTPOON
(Cmax) 2,1 pg/ml petd and 7,7 dpeg 6T HOOYKISES.

Y1ovg Yoipovg, petd amd evéouvikic yopnynoeis twv 0,4 mg ueho&ucaunc/kg, emtvyydveton uéylot
ovykévtpoon (Cmax) 1,1ug/ml -1,5 pg/ml péoa og 1 dpa.

Koatavoun:

[eprocotepo amd 98 % e perolikaunc cuvoietal amod TIG TPOTEIVEG TOV TAACUATOS. Y YNAOTEPEG
TILEG GUYKEVTPMONG TNG LEAOEIKAUNG, TOPOTPOVVTOL GTO NP KO TOVS VEPPOVS. ZVYKPLTIKA
YOUNAOTEPEG GUYKEVIPMOOELS AVIYVEDOVTOL GTOVE GKEAETIKOVG LVG KOl 6TO AMmddn 1670,

MetaBolMopdg:

H peho&ikaun avevpioketol kKupimg 6to TAGoHa. Xto. fooeldn], 1 pero&ikdun, amekkpivetal Kupimg
HEG® TOV YOAOKTOG KoL TNG YOANG, EVA TO 0VPO TTEPLEYEL LOVO 1yvn amd TO apy Ko TPoidv. TOvg
Y01pOoLG, 1 YOAN Kot Ta 00pa, TEPEXOLV UOVO Tyvn ard To apyikd Tpoidv. H peroSukaun petoforiletaon
G€ AAKOOAN, G€ TAPAY®Y0 0EE0G, KOl G PePTKOVG TOMKOVG peTafoAriteg. Olot ot kOplot petaforiteg
QTTOOELYTKOV QUPUOKOAOYIKMOG OVEVEPYOL.

Amopdxpuvon:

O ypovoc nuicetag (ong e perolukdung eivar 26 mpeg, LETA amd VITOJOPLL EVEGT OTIG LOCYIOES.
2T00¢ Y01povG, LETA amd EVOOUVTKN XOPNYNon, o xpovog nuicelag {ong eivar tepimov 2,5 dpec.

To 50 %, mepinov, TG xopnyobuevng dOONG OTOPAAAETAL LIE TO OVPO KO 1) EVOTOUEVOVG O TOGOTNTO
LLE TO, KOTPOV L.

5. OAPMAKEYTIKA XTOIXEIA
5.1 Koipieg acvppatrotnreg

AOY® EXAenyNG LEAETMOV 0.oLUPATOTNTAG, TO TUPOV KTNVIATPIKO QPOPUAKEVTIKO TPOTOV eV TPETEL VAL
OVOUELYVOETOL PE OAAD KTNVIOTPIKE QOPHOKEVTIKA TPOTOVTAL.

5.2  Awpkero {ofg

Audgprela {mNg TOLV KTNVIOTPIKOD QAPUAKELTIKOD TPOTOVTOG COLPMOVA LE TN CUCKEVAGIN TOANONG: 2
€

Avdprela {oNg LETA TO TPMTO AVOLYUE TOV TEPEKTT: 28 NUEPES

5



5.3 Idwitepec mpo@uracers katd T @OLaEN TOV TPOTOVTOG

Noa puLdcoete T0 EVEGILO PLAAIDI0 GTO EEDTEPIKO KOVTI Y10 VOL TO TPOGTUTEVGETE OO TO PC.
To pappoxevTicd anto mpoidv dev amattel Wdiaitepeg cuvONKes Beppokpaciog yia tnv OAAEN Tov.

54  ®von ko 6OVOEGT] TG GTOLYELDOOVS CVCKEVUGING

Kovti and yaptdvi pe 1 dypopo yvdiwo gvésiuo garidto tomov 1 towv 100 ml, 1o omoio kheiveton e
TOUO 0O KOOVTGOVK Ppmpofovtuiiov kot cppayiletat pe Eva daKTOAL0 dAovpviov.

55 E10wkég mpo@ura&ers amdppuyng evog un APNoLonotn0Evtos KTNVIOTPLKOD GUPRUKEVTIKOD
TPOIOVTOG 1] GALOV VAIKAOV TOV TPOEPYOVTUL 0.TO T1) Y P1IGT TOL TPOIOVTOGS, UV VITAPYOVY

Ta @dppoxa dev TPENEL VoL OMOPPITTOVTOL HECH TV AVUATOV 1) TOV OIKLKOV OTOPANTOV.

XPNGILOTOGTE TPOYPALLOATO EXLGTPOPNS POPUAK®V Y10 TV OTOPPIYT U1 XPNOLHoTomn0EvTmv

KTNVIOTPIK®V POPUUKEVTIKOV TPOIOVI®MV 1 GAL®Y DAIK®V TOV TPOEPYOVTAL OO TN YPNCT TOVS

GUUPMOVO, [LE TIG TOTIKEG ATOITNOELS KOt LLE TUXOV EBVIKA CLUGTILOTA GLAAOYNG TTOV 1GYVOLV Y10 TO.

GYETIKA KTNVIOTPIKG QUPUAKEVTIKA TPOIOVTAL.

6. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Dopharma Research B.V.

7. APIOMOZX(OI) AAEIAY KYKAO®OPIAX

EU/2/09/098/001

8. HMEPOMHNIA INPQTHY EI'KPIXHX

Huepounvia 1ng éykpiong: 07/07/2009

9. HMEPOMHNIA TEAEYTAIAX ANAOEQPHXHX THX IEPIAHYHX TQN
XAPAKTHPIETIKOQN TOY ITPOIONTOX

10. TAZEINOMHXIH TQN KTHNIATPIKQN ®APMAKEYTIKQN ITPOIONTOQN

Noa yopryeital LOvov e KTNVIOTPIKE GLVTAYTY].

Aentouepeic TANPOPOPIES Y10 TO €V AOY® KTNVIATPIKO QOPLOKEVTIKO Tpoiov givol dabéoiueg otn Baon
dedopévov g EE yia ta ktnviatpikd mpoiovra (hitps://medicines.health.europa.eu/veterinary).



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

1. ONOMAZXIA TOY KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX
Melovem 20 mg/ml evéoipo dudlopa yia. foogidn, xoipovg kat dAoyo

2. MOIOTIKH KAI IIOXOTIKH XYNGEXH

Ka6e ml tepiéyet:

ApPOUGTIKE GVGTUTIKG.:

Mero&apn 20 mg

"Exooya:

IMocotikn cvvBeon av o TAnpoPopies avTég

MoroTiki) 60vOgoN EKOOY OV KoL ALV , . , ,
gival oNROVTIKES Y10 T1) OOOTI| LOPNRYNGT TOV

GVOTUTIKAOV . . v /
KTNVIWOTPLIKOU QUPUIKEVTIKOU TPOLOVTOC

Ethanol 150 mg

Glycine

Hydrochloric acid/sodium hydroxide

Meglumine

Macrogol 300

Poloxamer 188

Sodium citrate

Water for injection

Awyég xitpvo dtdivpa.

3. KAINIKEX IAHPO®OPIEX
3.1 Eion {owv

Booe1dn, yoipot kot dAoyo

3.2 Ogpamevtikéc evocitels ywa kaOe gidog Lmov

Booeon:

Xpnowponoteitor og 0&gleg ovOmTVELOTIKES AOUMEELS, GE GUVILAGUO LE TNV KOTAAANAT avTIBloTIKY
Bepamneia, yuo T pei®ON TOV KMVIKGV GUUTTOUATOV € BOOEdN.

Xpnoiponoteitol oe SIPPOLES, GE GLVIVAGO UE OO TOV GTOUNTOC EVVIATIKY Ogpameio yio Tn peimon
TOV KMVIKOV COUTTOUATOV 68 HOGYOLS NAKiog peyodlutepnc g 1 efdopddag kot o€ pHooyides.

IMa copminpopatikn Oepaneio TNV AVIILETOMTION TNG 0&Eiog LOOTITIONG, GE GUVOLAGHO UE
avtiplotikn Bepaneio.

T v katarpdivon tov peteyyelpnTkod TOVoL HETE TNV amoKePAT®ON 6€ LOGYOVG..

Xoipot:

Xpnoponoteital oe U HOAVGHOTIKEG TAOGELS TOL KIVITIKOD GUGTHILOTOC, Y10l TN UEI®MOT TV
CUUTTOUATOV TNG YOAOTNTAG KL TNG PAEYLOVIG.

IMo copminpopatikny Ogpaneio GTNY AVTILETOTION TG EMAGYELNG oNYaLpiog Kot ToSvauiog
(oOvdpopo paotitiduc-punpitidac-ayoratiog) o cuVELAGUO e TNV KATAAANAN avTiBloTiky Oepaneia.



Aloya

T xpiion otV KoTampduven TG EAEYLOVIG KO 0VOKOV(LoN 0t TOV TOVO, T060 o€ 0&gieg G0 Kot
o€ YPOVIEG LVOCKEAETIKES O1OTAPOLYES.

Mo v avakoveiomn amd Tov TOVO TOL GYETICETUL [LE TOV KOMKO TMV IMTOEODV.

3.3 Avrevosieig

BA. emiong kepdioio 3.7.

Na un ypnowonoteitan oe dAoya nikiog pikpdtepng tov 6 fdopddmy.

Na unv gpnoyionoteitor o€ {da Le PEIOUEVT NTATIKY, KAPIIOKN 1] VEQPIKN Agttovpyio Kot
ALLOPPAYIKES SloTaPayEG, 1 OOV VITAPYOVY EVOEIEEIC PAaPdV amd YaoTPEVTEPIKA EAKN.

Na un ypnowonoteitan oe mepintmon vrepevarcinciog otn SpacTIKY| OVGia 1) € KATO0 Ao TaL
£€KO0Y0L.

INo ™ Bepameio g S1dppotag TV fooeldndv, TO TPOidV deV TPEMEL VA YpTCILOTOEITAL 68 (MO NAKIG
pkpdTepN TG Hos efdopddag.

3.4 Edwkég mpogidomonjoelg

H Oepaneio Tov HOGY®OV LEe TO KTNVINTPIKOD PAPLAKEVTIKOD TPOioVTog, 20 AenTd TPV Omd TNV
ATOKEPATMOOT], LELOVEL TOV UETEYXEPNTIKO TOVO. H Yopnynom tov To KINvidTpiko QaproKELTIKOD
TPOTOVTOG LOVOV OEV EMTLYYAVEL TANPN AVAKOVQIGT ad TOVO KATH TNV XEPOLPYIKY eXEUPaoT TG
amokepatong. ['a v enitevén avaxodEong omd T TOVO KATA TN YEPOLPYIKN eXEUPacT, amarteitol
1 CLYYOPNYNON UE KATAAANAO OVOAYNTIKO..

3.5 Iowirepeg mpourdéers kata T ypion

ISwnitepec TpoUAGEELC Y10 TNV ac@OAn yprion ota idn Lhwv:

Edv emovpfoidv avemBounteg evépyetec, o mpémet va dtakomteTon 1 aywyn kot vo {ntnbein
GUUPBOVAN KTNVIATPO.

Noa amopebyetorn xpnon o cofapd aPLIATOUEV, VTOYKAULUKA, 1] VTOTACIKA (Mo 6Ta, 0ol
QTTOLTEITOL TOPEVTIEPIKT] ATTOKOTAGTAOT TOV VYPDV, SLOTL VILAPYEL EVOEXOUEVOS Kivouvog ToEikmong
TOV VEQPOV.

e TEPINMTOOT OVETAPKOVG OVOKOLPIOTG OO TOV TOVO, OTaV Ypnoilomoteital 6t Bepaneia Tov
KOAKOD TOV IMIoEd®V, 0o TPEMEL vaL YIVETAL TPOGEKTIKN EXAVEKTIUNOT TG Odyvmong, Kabmg avtod
propei va amoteléoet EVOEIEN Yo ovayKT) YELPOLPYIKNG ETEUPACTC.

[dwaitepec mpo@uAGEeic Tov wpémer va AauBavoviol amd To GTOLO TOL YOPNYEL TO KTNVINTPLKO
oapurakevtikd Tpoidv ce oo

Toyoaio cvtoéveon pe o TPoidV TOL ATOUOL TOL YOPNYEL TO CKEVAGLA THOVOV VA TPOKOAEGEL TOVO.
Atoua pe SomOTOUEVT VIEPELAIGHNGIO OE U1 GTEPOELDN AVTIPAEYLOV®DIN pappoke (MEAD), npénet
VoL ATOPEVYOLV TNV ETOPT| LLE TO KTNVIATPIKO POPLOKEVTIKO TPOTOV.

e mepintmon Tuyaiog avtodveong Ue T PEAOVA TNG GUPLYYOS TOV TEPIEYEL TO PAPIOKO, VO
avalnoete apéomg wTpiki fondea kot vo emideiete oToV 1WTPd TO PGUAAO 0ONYIDY XpHoNG N TNV
ETIKETO TOV PAPLLAKOV.

[dwaitepeg TPOQLAGEELC Y10 TNV TPOOTAGIN TOV TEPIPAAAOVTOC:
Agv 1oyVeL.

3.6  AvemOdpunra cvppavra

Booe1dn, yoipot kot dhoya:

Suyvd Oidnuo 610 onueio g éveongt

(1 éwg 10 oo / 100 v Bepameia
{oa):




[ToAb ordvia AvagoiokTogdnc avtidpoaon?

(<1 Lo / 10.000 vmod Bepaneia {oa,
oLUTEPIAAUPAVOUEVOV TOV
LELOVOLEVOV OVAPOPDV):

L tapodikd oldnpa petd amd vrodopia xoprynon oe Poostdn kat evioPALPia xopynon e dhoya
2 Mropei va gtvar coPapd (cuumeptrapBovopévon Tov Oavatov) Kot TpEmel vo, avTipeTomiteTa
GUUTTOHOTIKA.

H avagopd avemBountov coppdviov eivar onpavtikn. Exitpénet t cuveyn mopakolobonon e
AGPAAELNG EVOG KTIVIOTPIKOD POPUUKEVTIKOD TTPOoidvTog. Ot avapopEg TPETEL VO, ATOGTEAAOVTOL, KATA
TPOTIUNOT LECH KTNVIATPOV, E(TE GTOV KATOYO TNG GOELNG KUKAOPOPIOG 1] GTOV TOTIKO OVTITPOCOTO
Tov gite oV €Bvikn apuddia apyn LEC® Tov EBVIKOD cLGTNLATOG ovaPopds. Agite TO PUALO 0dNYLOV
YPNONG Y10 TO AVTICTOLYO GTOLXELD EMKOVOVIOG.

3.7  Xpnfon katd TNV KONG1, TN YOAOV)IO 1] TNV MOTOKIM

Konon kot yorovyia:

Booedn ko yoipot: Mmropei va ypnoyomomBei katd t didpkela TG KONONG Kot TG YoAovyiog.
Aloya: Na pn ypnoLonoteitan og £YKLES 1] YOAOLYOVGES POPADES.

BA. eniong kepdioto 3.3.
3.8  Aliemiopacn pe Ao QUPUOKEVTIKA TPOTOVTH Kol GALES HOPQYEG aAANAETIOpaONG

To mpoidv dev TPETEL VoL YOPNYEITOL TAVTOYPOVA LUE YAVKOKOPTIKOGTEPOEION, UE AAAN UN-GTEPOELON
OVTIPAEYLOVAOIT GAPLLOKOL 1] OVTUTNKTIKOVG TOPAYOVTES.

3.9 Odoi yopnynong ko 60coroyia,

Booeon:

Ama& vrodopio 1 evéoPréfia éveon otn 60om tov 0,5 mg pelo&ikdung/kg copaticov Bapovg (m.y. 2,5
ml/100 kg copatikod Bapovc) g cuvdvacud ue Thv KataAANAN ovtiBlotikn Ogpomeio 1) pe v amd Tov
oTONATOG EVVdATIKY Oepameia.

Xoipou:

Ama& gvdopikn éveon ot 66om tov 0,4 mg pero&ikaung/kg copatikov Bapoug (r.y. 2 ml/100 kg
oOUOTIKOD BAPOVGS) 6€ GLUVILOCHO pE TV KatdAANAN avTiBlotiky Oepancia. Eqv amotteiton, pmopel va
yivel pa devTEPN YopNyNom LEAOEIKAUNG, HETA and 24 dpeEC.

Aloya:

Ama& evoopAéPia Eyyvon otn d0on tov 0,6 mg pelo&ikdung/kg copatikon Bapovg (dnA. 3

ml/100 kg copatikod Bapovg).

Na amo@ebyete TV EXPOAVVOT KATA TN XPNON.

Kotd t Bgpaneio ouddmv {dwv, va ypnouonoteitat ferdva avappdenong (draw-off) mpog amopuyn
VIEPPOAKNG dtdTpnong Tov Tdpatog. O péyiotog aplfudc dtatpriicewv Oa mpénel va meplopiletol o
20.

3.10 ZopntOpeTo VTEPI0GOLOYiNS (KUl KOTA TEPITTOON, HETPO. UVTINETAOMIGNG KOl OVTIO0TO)

Xe nepintwon vrepdocoroyiag, TpEmel va xopnynOel copuntopatikny Oepaneia.



3.11 Eidwkoi wepropiopoi yp1ong Kot E101KEG cLvONKeS yprions, copmepriopfavopévov
TEPLOPLOUAY GT1] YPGT UVTIUIKPOPLOKAV KUl OVTITOPUGLTIKAOV KTNVIOTPIK®OV
PUPRUKEVTIK®OV TPOIOVTOV TPOKEIUEVOV VU, TEPLOPLOTEL 0 KIVOLVOS OVATTVENG AVTOMS

Agv 1oy0et.
3.12 Xpovor avapovig

Boogion):
Kpéag xar edddtpot 1otot: 15 nuépec.
T'éAa: 5 nuépes.

Xoipot:
Kpéag kot edddyot 1otoi: 5 nuépeg.

Aloya
Kpéag kot edddyot 1010t 5 nuépeg.
Agv emtpénetan 1 yopnynon oe (Do Ta 0ol ToPAyoLV YO Yio avOp®ITIVY KATaVAA®DGT).

4. ®APMAKOAOI'IKEX TIAHPO®OPIEZ
41 Kaodwkog ATCvet: QMO1ACO06
42 @oppoKodvVOULKI)

H pedo&ucpn, eivar £va un-otepogtdéc, avtipieypovndsg (MIAD), g opndadag g o&ikdung, To
071010 Opal AVAGTEAALOVTAG TNV GOVOEST] TNE TPOSTAYAUVIIVIG, AGKOVTOC KOT® aVTO TOV TPOTO,
OAVTIPAEYHOVAOIT, OVTIEEWOPOUATIKY], OVOAYTTIKY] KOl OVTITVPETIKY| OpacT). Mewmvet tn dmnon tov
AEVKOKVTTAP®V GTO GAEYUAIVOVTQ 16TO. e UIKPOTEPT EKTACN, AVUCTEAAEL ETIGNC TNV A6 TO
KoALaydvo Tpokorobpevn cuvdbpoion Bpopforvttdpwv. H peroikaun éxet emiong ovii-evootodikég
1010TNTEC Yol el amoderyDel OTL avacTtéAlel TV Tapaymyn g OpouPoldvng B2 n onoia mopnydn
petd amd xopnynon evdoto&ivng E. coli g pooyovg, yoroktorapaymysg oryelddes Kat oipovg.

4.3 @oppoKOKIVITIKI

Anoppdéonon:

Metd omo dmag vrodopia yoprynon 0,5 mg pero&ikaung/Kg emrvyydvetot pEYIGTN CLYKEVTPOGN
(Cmax) 2,1 pg/ml ka1 2,7 pg/ml petd and 7,7 dpeg 6TIC LOOKIOES KO GTIC YOAUKTOTAPUYDYES
ayehadeg avtioTorya.

21ovg Yoipovg, petd amd evdouvikég yopnynoeig v 0,4 mg uedo&ikaung/kg, emtruyydvetot péyiom
ovykévrpoon (Cmax) 1,9 pg/ml petd omo 1 dpo.

Katavoun:
[eprocotepo amod 98 % g pero&ikdunc cvvdéetal amod Tig TPOTEIVEG TOV TAAGUATOS. Y YNAOTEPES

TIEG CLYKEVTPWONG TNG LEAOEIKALNG, TAPOTPOVVTAL GTO TP KOL TOVG VEPPOVG. ZVYKPITIKA
YOUNAOTEPEG GUYKEVIPMOOELS ALVLYVEDOVTOL GTOVG GKEAETIKOVG VG KOl 6TO ATdON 16TO.

MetaBolMoudg:

H pero&kdpn avevpioketol kupiog oto TAACHO. ZTo BO0EdN, 1| LEAOEIKAT, ATEKKPIVETOL KVPIWOG
HEC® TOL YOAOKTOG KOl TNG YOANG, EVM TO 0VPO TEPLEYEL LOVO Tyvn amd To apy1kd TPoidv. LTovg
YO1pOLG, 1 YOAN Kot Ta 00pa., TEPEXOLV UOVO iyvn amd To apyikd Tpoidv. H pero&ukaun petaforiletan
6€ OAKOOAN, G€ TAPAY®Y0 0EE0G, Kal 6& HePIKOVG TOMKOVG petaforitec. OLot ot kKOpLot UeTABOAITEC
ATOOELYTNKOV PUPUOKOAOYIK®OG avevepyol. O petafoAiiopdc ota dhoya dev £xet diepguvnbet.

Amopdxpuvon:
O ypovog nuicetog (ong g perolukdung etvar 26 dpeg kot 17,5 dpeg, Hetd amd vrodoplo, EVEST GTIC

HOGYIOES KO TIC YUAUKTOTAPAYWOYEG YELADEG AVTIGTOLYO.
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210G 01povE, HETA amd EVOOUVTKNY XOPNYNoT, 0 Xpovoc nuicslag (ong eivan tepimov 2,5 dpec.

210 GAoY0, LETA amd eVOOPAEPLA £VEDT], I LEAOELKALT OTTOLOKPOVETOL e TEMKO YpOVO Nuicelag (ong
8,5 mpec.

To 50%, mepinov, TG yopnyovUeVNG dOGNG AmOPAAAETOL e TO 0VPO KOL 1) EVOTOUEVOVGH TOGOTITA. LIE
T0, KOTTPOVOL.

5. DOAPMAKEYTIKA XTOIXEIA

51 Kopieg aocvppoatotnteg

Abdyo EMAerync HeAETOY 0oLUPATOTNTOG, TO TOPOV KTNVIOTPIKO PAPLAKEVTIKO TPOTOV eV TPEMEL
VO OVOLUELYVOETOL LE AAAL KTNVIOTPIKE QOPLOKEVTIKA TPOTOVTO.

5.2  Awapkera {oig

Audgpxela {mMg Tov KTNVIOTPIKOD QAPUAKEVTIKOD TPOTOVTOS COLPMVA LE TN CLOKEVAGIN THANoNG: 30
HMVEG.

Augpxeto CoMg LETA TO TPMTO AVOLYUa TOV TEPLEKTN: 28 NUéPES.

5.3 Iowirepec mpo@urders katd T @OAAEN TOV TPOidVTOg

Noa euAacoeTe T0 EVEGILO PLOAIDI0 6TO EEDTEPIKO KOVTI Y10, VOL TO TPOPVAACTETE OO TO PMG.
Noa unv yoyetot 1 Katayvyetol. DuAACCETAL TPOGTATEVOLEVO OTd TOV TAYO.

54  ®von ko 6OVOEGT TNG GTOLYELDOOVS CVCKEVUGING

Durdocoete To EVEGIO PLOALOI0 6TO EEMTEPIKO KOVLTL Y1t VO. TO TPOPVAAGGETE OO TO POC.
Noa unv yoyetot 1] Katayvyetatl. DuAACCETAL TPOGTATEVOUEVO OO TOV TAYO.

Mmopei va unv Kokho@opohv OAEG Ol GLOKEVAGIEG.

5.5 E0wkég mpo@uragers amoppryng vog ui ypcIHomTotn0£vTog KTNVIATPIKOD GUPIUOKEVTIKOD
TPOIOVTOG 1 GALOV VAIKAOV TOV TPOEPYOVTUL O.TO T1] Y P1GT TOV TPOIOVTOGS, UV VITAPYOLY

Ta @dppoKo dev TPENEL VoL OTOPPITTOVTOL HECH TV AVUATOV 1) TOV OIKLUKOV OTOPANTOV.
XPNGILOTOGTE TPOYPAUUATO, EXIGTPOPNC POPUAK®DV Y10 TV OTOPPIYT| 1N YPNCUOTOOEVT®Y
KINVIOTPIK®V POPUUKEVTIKOV TPOIOVI®V 1| GAA®V VAIK®V OV TPOEPYOVTAL amd TN YPNOT TOVG
GUUPMOVO, [LE TIG TOTIKEG ATOTNOELG KOl LE TUXOV EBVIKA CLUGTILOTO GLAAOYNG TTOV 1GYVOLV Y10, TO.
GYETIKA KTNVIOTPIKE QUPLOKEVTIKA TPOTOVTOL.

6. ONOMA TOY KATOXOY THX AAEIAYX KYKAO®OPIAX

Dopharma Research B.V.

7. APIOMOZ(OI) AAEIAYX KYKAO®OPIAX

EU/2/09/098/002

EU/2/09/098/003

EU/2/09/098/004

8. HMEPOMHNIA IIPQTHX EI'KPIXHX

Huepounvia 1ng éykpiong: 07/07/2009

9. HMEPOMHNIA TEAEYTAIAYX ANAGEQPHXHYX THX IEPIAHYHX TQN
XAPAKTHPIZTIKQN TOY ITPOIONTOX
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10. TAZEINOMHZH TOQN KTHNIATPIKON ®APMAKEYTIKQN ITIPOIONTQN
Noa yopnyeitor pévov pe KTNviaTpikn GuvToy.

Agntopepeic mTAnpoopieg yio 10 v Ady® KTNVIATPIKO QopUakeLTIKd Tpoidv givan dabéoiueg otn faon
dedopévov e EE yia o ktnviatpikd mpoidvta (https://medicines.health.europa.eu/veterinary).
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1. ONOMAZXIA TOY KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX
Melovem 30 mg/ml evéoipo didlvpa yio. foogidn Kot xoipovg

2. MOIOTIKH KAI IIOXOTIKH XYNGEXH

Ka6e ml mepiéyet:

APUGTIKG GUGTUTIKA:
Mero&apn 30 mg

"Exooya:

IMocotikn cvvBeon av or TANpoPopies avTég

MoroTiki) 60vOgoN EKOOY OV KoL ALV , . , ,
€ival oNPOVTIKES Y10 T1] OOOTI] LOPNYNGT TOV

CLOTATIKGOY KTNVWWTPLKOD QUPUIKEVTIKOD TPOIOVTOG
Benzyl alcohol 20 mg

Hydrochlorid acid/sodium hydroxide

Meglumine

Macrogol 1500

N-Methylpyrrolidone 200 mg

Water for injection

Awoyég xitpvo dtdivpa.

3. KAINIKEX IIAHPO®OPIEZ
3.1 Eion {owv

Booedn ko yoipot

3.2  OgpamevTikég evoei&els Yo ka0e gidog {hov

Booedn:
Xpnowponoteitor og 0&gleg ovOmTVELOTIKES AOUMEELS, GE GUVILAGHO LE TNV KOTAAANAT avTIBloTIKY

Oepameia, yuo T pei®ON TOV KMVIKGOV GUUTTOUATOV 6E Bo0E1dN.

Xpnoponoteitol oe diPPOLES, GE GLVIVAGHO LE OO TOV GTOUNATOG EVVIATIKY Bepameio yio T peiwon
TOV KMVIKOV COUTTOUAT®OV 68 HOGYOLS NAKiog peyodvtepnc g 1 efdopddag kot o€ pLooyides.

Mo copmdAnpopotiky Oepomeio 6TV AVIIUETORION TG 0EEING LOOTITIONG, GE GLVOLOCUO UE
avtiplotikn Oeponeia.

T v Katampdbvor Tov HETEYXEPNTIKOD TOHVOL LETA TNV amoKEPATM®ON G€ LOGYOVG .

Xoipot:

Xpnoponoteitol oe U HOAVGHOTIKEG TOOGELS TOL KIVITIKOD GUGTHILOTOC, Y10 TN UEI®MOT TV
GUUTTOUATOV TNE YOAOTNTOG KOt TNG QAEYLOVIC.

IMo copminpopatikny Oepaneio GTNY AVIILETOTION TNG EMAGYELNG oNYoLpiog Kot ToSvaiog
(cOvdpopo paoctitidog-pntpitidac-ayoratiog) o€ GVVOLAGUO e TNV KATAAAN AN avTiBloTikh Oepaneia.

3.3  Avrevositag

BA. eniong kepdioto 3.7.
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Na pnv ypnoponoteitar o {da Le PLEIOUEVT NTOTIKY, KAPOLoKN 1 VEQPIKN Ag1Tovpyia Kot
ALLOPPAYIKES SlaTAPUYES, 1) OOV VITAPYOVVY EVOEIEEIC PAaPDV amd YOoTPEVTEPIKA EAKN).

Na un ypnowonoteitan oe tepintmon vrepevarcinciog otn SpAcTIKY| OVGIa 1) G€ KATO0 Ao TaL
£€KO0Y0L.

INo ™ Bepameio g S1dppotag TV fooeldndv, TO TPOidV deV TPEMEL VA YpToILOTOEiTAL 68 (DA NAKIG
piKpoTEPN G TNG o fdouddag.

3.4 Edwkég mpoctdomoncelg

H Bepaneio Tov HOGY®OV LEe TO KTNVIOTPLIKOD GOPUAKEVTIKOV TPOidvTog, 20 Aentd Tpv amd v
OTOKEPATMOOT], LLEUDVEL TOV

peteyyepntkd tdvo. H xoprynomn tov 1o KInviaTpkod QopUoKELTIKOD TPOTOVTOS LOVOV deV
EMTVYYAVEL TANPN OVOKOVPLOT) 0td TOVO KT TNV YEPOLPYIKY enépPaon g amokepdtwong. [ v
enitevén avarxoHPong and T TGVO KATA TN YEPOLPYIKN EMEUPACT|, ATOLTEITAL ) GUYXOPNYNOT| LLE
KOTOAANAO AVOAYNTIKO

3.5 Iowirepec mpo@urders katd T ypion

[S1aitepec TPoELAGEELC V1o TNV ac@oAr) yprion ota £idn (hwv:

Edv emovpfodv avembounteg evépyeteg, Oa mpémel va StakomTeTon 1 aywyn kot vo, {ntnoein
GUUPBOVAN KTNVIATPOUL.

Noa amopebyetorn xpnon o cofapd apLIAT®UEV, VTOYKULUKA, 1] VTOTACIKA (Mo 6Ta, 0Toi
OTTOLTEITOL TTOPEVTIEPIKT] ATTOKOTAGTACT] TOV VYPDV, S1OTL VILAPYEL EVOEXOUEVOS Kivouvog ToEikmong
TOV VEQPOV.

[Swaitepec Tpo@LAGEEIC oV Tpémet va AapBdvovtal omd To dToo Tov YopNYEl TO KINVIATPIKO
QopuakeLTKd Tpoidv oe (o

Toyoio avtoéveon pe 1o TPOIOV TOL ATOLOL TOL YOPNYEL TO GKEVAGHO THAVOV VO TPOKUAECEL TTOVO.
Atoua pe SomIOTOUEVT VIEPELUICHNGIO OE U1 GTEPOEIDN AVTIPAEYLOV®DON Pappoke (MEAD), npémet
VO AOQEVYOLV TNV EMOPT [LE TO KTNVIATPIKO QOPUAKEVTIKO TPOTOV.

Xe mepintwon tuyaiog ovTogveong Le TN PEAdVA TNG GUPLYYOS TOV TEPIEYEL TO PAPLOKO, VO
avalnmoete apéong wTpikn fondeta kot vo emideiete 6Tov 1WTpd TO GOAAO 0ONYIDY ¥PHoNg N TNV
ETIKETO TOV PAPLLAKOV.

AT epyooTNPLOKEG LEAETEC GE KOVVEALN Kol 0poLPaiovg pe To €kdoyo N-pebviomvpporidovn
TPOEKLY AV OTOSEIKTIKG, oTotyEln eUPproTolikdV emdpdoewv. O1 YOVOIKEG GE AVOTAPOYDYIKN
nAkio, o1 £YKVEG YOVAIKEG 1 01 YOVOIKES Yol TIG OTOiEG VLA PyEL VIToyia OTL eivon ykveg o Tpémet
VO YPNCUYOTOI0VV TO KTNVIATPIKO QOPUAKEVTIKO TPOIOV UE 1010{TEPN TPOGOYY|, DCTE VA,
OTTOPEVYETOL 1) TUYOLN CVTOEVEST).

Idwaitepec mpo@LAGEELC Yo TNV TPOGTAGIO TOL TEPPEGAAOVTOC:
Agv 1oyVeL.

3.6  AvemOdunra cvppavra

Booe1dn kat yoipot:

Soyva Oidnuo 610 onueio g éveonct
(1 ém¢ 10 Loda / 100 vd Oepameia

{oa):

[ToAv ondvia AvapulakTtogdng avtidpoon?

(<1 Lo / 10.000 vmo Bepancio {oa,
CLUTEPILOUPAVOUEVOV TOV
LELOVOLEVOV OVAPOPDV):
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L mapodicd oidnpa petd amd vroddpia yopynon o Poostdn.
2 Mmopet v tvar coBapd (copmeptlapPoavopévov Tov 0ovaTov) Kat Tpénet vo, ovTiueTomileTat
GUUTTOHOTIKA.

H avagopd avemBountov coppdviav etvar onpavtikny. Emtpénet t cuveyn mapoakorovnon g
AGPAAELOG EVOG KTNVIATPIKOD POPUAKEVTIKOD TPoidvTog. Ot avapopég TPEMEL VAL AmOGTEALOVTOL, KATA
TPOTIUNOT LECH KTNVIATPOV, E(TE GTOV KATOYO TNG AOELNG KUKAOQOPIOG 1] GTOV TOTIKO OVTITPOCOTO
ToV gite otV €Bvikn apuddio apyn LECH TOL EOVIKOD CLGTHLITOC OvVaPOPAG. Agite TO POALO 0ONYIOV
YPNONG Y10 TOL AvTioTOLY0 GTOLYElD EMKOIVOVING.

3.7  Xpnfon katd TV KONG1, TN YorlOV)iO 1] TNV MOTOKIM

Konon, yarovyio kot yoviudtnra.:

H aopddeia Tov kviaTpikod QopROKEVTIKOD TPOTOVTOG Oev £xel TeEKUNPLoBel o€ Boogdn Kot xoipovg
KaTd T O1GpKELD TG KOTONG Kal TNG YoAovyiag, 1| o {da mov mpoopiloviatl yio avarapoymyn. Amo
EPYOOTNPLOKEG LEAETEC GE KOVVEALD KOl 0povPaiovg pe 10 £kd0yo N-pebuAomuppoidovn Tposkuyay
ATOOEIKTIKG, oTOLYElD EUPPLOTOEIKDV EMOPAGEDY. XPNGIUOTOINGTE TO LOVO GOULPOVA, LIE TNV
EKTIUNOM 0PELOVLG/KIVOVVOL amd TOV LITEVOVVO KTIVINTPO.

BA. emiong xepdaiato 3.3.

3.8  AlMiemiopacn pe GArho QOPUAKEVTIKE TPOIOVTA KOl GALES HOPPEG AANAETIOPOONG

To mpoidv dev TPEMEL VOl YOPNYEITOL TAVTOYPOVA LIE YAVKOKOPTIKOGTEPOEDN, LLe AAAD UN-CTEPOELON
OVTIPAEYLOVAOIT QAPLLOKOL 1] OVTUTNKTIKOVS TOPAYOVTES.

3.9 Odoi yopnynong ko 60coroyia,

Boosion):

Ama& vmodopio Eveon ot 6601 Twv 0,5 Mg uedo&ikaung/kg copatikod Bapoug (w.y. 2,5 ml/150 kg
oOUOTIKOV BAPOVE) 68 GLVEVACUO UE TV KOTAAANAN avTiploTikn Oepaneia 1 pe TV and TOL GTOUATOG
gvvdatikn Oepameio.

Xoipot:

Anag evoopwikn éveon ot 60on tov 0,4 mg pelo&ikaung/kg copatikod Bapovg (r.y. 2 mi/150 kg

oOUATIKOD BApovg) e cuVOLAGUO UE TNV KATAAANAN avTiBlotikn Oepaneia. Eqv amotteitol, pmopei va

yivel pa devTePN YopNyNom LEAOEIKAUNG, HETA amd 24 dpeC.

Noa amopebyete TV EXUOALVOT KATE TN ¥PNOT.

Katd ™ Bepancio opddwv (dav, vo, ypnotpomroteitor Pelova avappdenong (draw-off) mpog amopuyn

VIEPPOAKNG dtdTpnong Tov Tdpatog. O péyiotog aplBudc dtatpioewv Oa mpénel va meplopiletol o€

3.10 ZopntOpeTo VTEPO0GOAOYINS (KUl KATA TEPIMTTOON, HETPO OVTINETAOMIONG KUl OVTIOOTA)

Xe mepintwon vrepdocoroyiag, TpEmel va xopnynOel copuntopatikn Oepaneia.

3.11 Eidwkoi mepropiopoi yp1ong Kot E101KES cuvONKeS yprions, copreprlapfavopévmv
TEPLOPLOGUAV OT YP1]O1] AVTIHIKPOPLOKAV KUL AVTITOPUCLTIKAV KTNVILTPIKAV
PUPUIKEVTIKAV TPOIOVTMV TPOKELPEVOV VU, TEPLOPLOTEL 0 KIVOUVOG avATTUENS UVTOYNS

Agv 1oyVeL.

3.12 Xpovor avapovig
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Booedn:

Kpéag xar eddotpot 1otot: 15 nuépec.
I'ara: 5 nuépec.
Xoipot:

Kpéag kot edddyot 1otoi: 5 nuépeg.

4. DOAPMAKOAOTI'TIKEX TIAHPO®OPIEXZ
41 Kaodwkog ATCvet: QM0O1ACO06
4.2 @appoxKodvVoUIKI)

H pedo&ucapn, eivar Eva un-otepogldéc, avtipieypovndeg (MEAD), g opndadag g o&ikdung, To
071010 OpOl AVAGTEAALOVTAG TNV GOVOEST] TNE TPOSTAYAUVIIVIG, ACKOVTOC KOT® aVTO TOV TPOTO,
AVTIPAEYLLOVAODT, OVTIEEWOPOUATIKY], OVOAYTTIKY] KOl OVTITUPETIKY| OpacT). Mewmvet ) dmnon tov
AEVKOKVTTAP®V GTO QAEYUAIVOVTA 16TO. e UKPOTEPT] EKTAON, AVUCTEAAEL ETIGNE TNV A6 TO
KoALaydvo Tpokorobpevn cuvdbpoion Bpopforvttdpwv. H pero&ikaun éxet emiong ovii-evootodikég
1010TNTEC YioTi el amoderyDel OTL avacTtéALEL TV Tapaymyn g OpouPoldvng B2 n onoia mopnydn
petd amd xopnynon evdoto&ivng E. coli og pooyove, yoroktorapaymysg oryelddes Kat oipovg.

4.3 DoppoKoKIviTIK

Amoppognon:

Metd and dma& vroddpia yopnynon 0,5 Mg uero&ikaunc/kg emttvyydvetal Pyt GUYKEVTPOON
(Cmax) 2,1 pg/ml ko 2,7 pug/ml petd and 7,7 dpeg 6TIG LOGKIOES KAl OTIC YOAUKTOTAPAYDYEG
ayehGdeg avTioTOoLyO.

2T0VG X0ipovg, HETd amd evoopikég yopnynoels tov 0,4 mg pelo&ikaunc/kg, emttoyydverar péytom
ovykévipoon (Cmax) 1,9 ug/ml petd and 1 dpo.

Katavoun:
[eprocotepo amod 98 % g pero&ikdunc cvvdéetal amod Tig TPOTEIVEG TOV TAAGUATOS. Y YNAOTEPES

TIEG GLYKEVTPMONG TNG UEAOEIKAUNG, TOPOTNPOVVTOL GTO NP KOL TOVS VEPPOVC. ZVYKPITIKY
YOUNAOTEPEG GUYKEVIPMOOELS ALVIYVEDOVTOL GTOVG GKEAETIKOVG VG KOl 6TO AMIddn 1670,

MetaBoMoudg:

H peho&ikaun ovevpioketol Kupimg 6To TAGGHO. XT0 f00EdN, 1 LEAOEIKAUT, ATEKKPIVETAL KVPIMG
HEG® TOV YOAOKTOG KoL TNG YOANG, EVA TO 0VPO TTEPLEYEL LOVO Tyvn amd TO apy Ko TPoidv. TOvg
¥01povg, 1 YOAN Kot Ta 00pa, TEPEXOVLY UOVO iyvn amd To apyikod wpoidv. H uero&kaun petaforiletan
G€ AAKOOAN, G€ TAPAY®Y0 0EE0G, KOl G PEPTIKOVG TOMKOVG peTaforitec. OLot ot kKOpLot peTafoAriteg
QTTOOELYTKOV QUPUOKOAOYIKMOG OVEVEPYOL.

Amopdxpuvon:

O ypdvog nuicetog Long g pero&ukdpng stvan 26 mpeg ko 17,5 dpeg, petd and vroddpia £vecn oTig
UOGYIOEC KL TIC YUAUKTOTUPAYWOYES AYELASES AVTIGTOLYO.

210G Y01povE, HETA ammd EVOOLDTKNY XOpPNyNo, 0 xpovoc nuicelag (ong eival tepimov 2,5 dpec.

To 50%, mepinov, TNE yoprnyovUEVNG 600G OmoPAALETUL LE TO OVPO KOl 1] EVOTOUEVOVGO TTOGOTNTO LE
T0, KOTTPOVOL.

5. DAPMAKEYTIKA XTOIXEIA
51 Kopieg aocvppatoTnteg

AOY® EXAenynG LEAET®V 0oLUPATOTNTAG, TO TAPOV KTNVIATPIKO QUPLOKEVTIKO TPOTOV OV TPETEL VAL
OVOUELYVOETOL PE GAAC KTNVIOTPIKE QOPHOKEVTIKA TPOTOVTAL.

52  Awpkewo {ong
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Avdpxeta {oNg ToL KTNVINTPIKOD QApUAKEVLTIKOD TPOTOVTOC COLEMVA LE TN cLoKEVAGio TdAnong: 30

Hnvee.
Adpreta Long PeTd 10 TPMOTO AvoLya TOV TEPLEKTN: 28 NUEPES.

5.3 Iowirepeg mpo@urdéers kata T @OLaEN TOV TPOIOVTOG

To &v AOY® KTNVIOTPIKO POPUOKEVTIKO TTPOidV dev amaltel Waitepeg cuvOnkeg Oeppokpaciog yio v
@OAOEN TOVL.

54  ®von ko 6OVOEGT] TG GTOLYELDOOVS CVCKEVUGING

Kovrti amd yoptovi pe 1 dypopo yvdivo evécyo @laridto tomov 1 twv 50 ml, 100 ml kou 250 ml, to
01010 KAEIveTOL [IE TOMO 0O KOOVTGOVK Bpmuofovtuiiov kot cppayileTol pe Eva SaKTOAL0
aAovpviov.

Mmropei va pnv KuKAOPOpoLV OLEG 0L GUGKEVAGIES.

55 Edwkég mpo@uiagers amoppiyng Evog Un APNGLHOTON0EVTOS KTNVIOTPIKOD QUPUUKEVTIKOD
TPOIOVTOG 1] GAAOV VAKOV TTOV TPOEPYOVTUL AT T1) YP1]C1) TOL TPOIOGVTOC, OV VITAP)OVV

Ta eappoxo dev TPENEL VO ATOPPITTOVIOL LEGH TOV AVUATOV 1] TOV OIKIOK®V OTOBANTOV.
XPNGILOTOGTE TPOYPAUUATO, EXIGTPOPNC POPUAK®DV Y10 TIV OTOPPIYT| U1 XPTOLOTONOEVTDV
KINVIOTPIK®V POPUUKEVTIKOV TPOIOVI®V 1 GAA®V VAIK®V OV TPOEPYOVTAL amd TN (PO TOVGS
GUUPMOVO, [LE TIG TOTIKEG ATOLTNOELS KOl LE TUXOV EBVIKA CLUGTILOTA GLAAOYNG TTOV 1GYVOLV Y10 TO.
GYETIKA KTNVIOTPIKE QAPULAKEVTIKA TPOIOVTAL.
6. ONOMA TOY KATOXOY THXZ AAEIAY. KYKAO®OPIAXZ
Dopharma Research B.V.
7. APIOMOZX(OI) AAEIAY KYKAO®OPIAX

EU/2/09/098/005

EU/2/09/098/006

EU/2/09/098/007
8. HMEPOMHNIA ITPQTHY ETKPIXHX
Huepopnvia 1ng éykpiong: 07/07/2009
9. HMEPOMHNIA TEAEYTAIAYX ANAOEQPHXHX THX IIEPIAHYHX TQN

XAPAKTHPIETIKOQN TOY ITPOIONTOX

10. TAZINOMHXIH TOQN KTHNIATPIKQN ®APMAKEYTIKQN ITPOIONTOQN

Na yopryeital LOvov e KTNVIOTPIKT GLVTAYY].

Aentopepeic TANPOQOpPIiES Y10 TO €V AOY® KTNVIATPIKO QOPLOKEVTIKO Tpoidv givor Stabéoieg otn fdon
dedopévov g EE yia o ktnviatpikd mpoidvra (https://medicines.health.europa.eu/veterinary).
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1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX
Melovem 15 mg/ml téc1o evaudpnue yio Groyo

2. MOIOTIKH KAI ITIOXOTIKH XYNOEXH

"Eva ml mepiéyst:

ApPUGTIKE GVGTUTIKG.:
Melo&ucaun 15 mg

"Exdoya:

Mocotukn] cvvOeon av oL TApoPopisg avTEG

IHowotiki) 60vOeST EKOOYOV KOl GALOV , . , ,
£ivOL GNPOVTIKES YO TN 6OGTI] LOP1YN61] TOV

OUOTUTIKOV KTNVWITPLKOV QUPUIKEVTIKOV TPOTOVTOS
Sodium benzoate 1,5mg

Sorbitol

Glycerol

Saccharin sodium

Xylitol

Silica, colloidal anhydrous

Hydroxyethylcellulose

Citric acid

Honey aroma

Water, purified

Kitpwvo, voatikd gvoidpnua.

3. KAINIKEX ITIAHPO®OPIEXZ

3.1 Eion {owv

Aloya.

3.2 Ogpamevtikéc evocitels ywa kaOe gidog Lmov

Kotoampdoven e eAEYHOVIG Kol ovaKoOELGT] TOL TOVOL, T060 Gg 0&gieg, 060 Kot G YPOVIEC
LVOCKEAETIKEG SlaTapayEg 6€ GAOYA.

3.3  Avrevositag

Na unv ypnowonoteital o€ £€ykveg 1 Onhalovoeg popPadec.

No unv ypnouonoleital 6 GA0YO TOL TAGYOVY Ad YOOTPEVTEPIKEG dlaTOPAYES, OTMC £peBioud Kot
alpopparyio, LELMUEVI] NAATIKY, KOPOIOKN 1 VEPPIKT AELTOVPYIO KOl QHOPPAYIKES S10TAPUYES.

Na pnv ypnoponoteital 6g GAoyo nAKiog pKpoTePng TV 6 UNvaov.

Noa unv ypnoiponoteital o€ mepintmon vaepevalctnciog 6to SpacTiKd ovcia 1| 6& KOO0 EKS0Y.
3.4 Edwkég mpoetdomonjcelg

Kopia.
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3.5 Idwitepec mpo@uracers kata T ypion

Idwaitepeg TPOQLAGEELS Yo TNV 0.oQaAn ypron oto. £idn (owv:

Noa aro@egbyeTal 1 gp1|on o€ OAL TA APLINTMOUEVE, VITOYKOLULIKA, 1] VITOTACIKA M, S1OTL VITAPYEL
EVOEYOUEVOC KivOLVOG TOEIKMONG TV VEQPOV.

Idwitepec mpouAGEeic mov pémet va Aoufdvovtol oo TO ATOUO TOV YOPNYEL TO KTNVINTPIKO
QOPULOKEVTIKO TTPoidV oe LMo

Atopa pe yvoot vrepevoicincia 6e un-otepoedn avi-eAeyLovmodT edpuako (MEAD) npénetl va
OTTOPEVYOVV TNV ENXOAPT] LE TO KTNVIOTPIKO PUPUOKEVTIKO TPOIOV.

Xe mepintwon mov Kotd AaBog vhpéel katdmoom, va avalntioete apuésms otpiky| fonbeia kot va
emdeiEeTe GTOV 1ATPO TO ECMOKAEIGTO PVAAO 00N YLDV YPNCEMS N TNV ETIKETO TOV POPLAKEVTIKOV

TPOIOVTOC.

Av10 10 TPOidV Umopel va Tpokarécet epeBoUO oT LATIO. XE TEPIMTOOT EXAPNG LE TO LATLAL,
Eemhhvete auEcmG KOAA UE VEPO.

Idwitepec mpoLAGEELC Yo TV TPOoTAGia TOL TEPPAALOVTOC:

Agv 1oy0et.
3.6  AvemOdunra cvppavra

Aloya:

[ToAV ondvia Awbpporal, omdrera dpeing, AMMBapyog, Kotakd GAyog,

(<1 Coho / 10.000 v epameio (o, | KOMTIO0 KoL Kvidwon

CUUTEPILOUPAVOUEVOV TOV Ava@uAoKTIKEG avTIdphoEl?
LELOVOLEVOV OVAPOPDV):

L Avaotpéyiun
2 Mropei v gtvon coPopd (cuumeptrapBovopévon Tov Oavatov) Kot Tpémel vo, avTipetomileTa
GUUTTOHOTIKA.

e mepinton epeaviong avemBOUNT®V EVEPYELOV TPEMEL VO, SLOKOTTETAL 1) oy®YN Kot va {nteito n
GLUPBOVAT TOL KTNVIATPOV.

H avagpopd avemBountov coppdvtov sivor onupovtikn. Emitpénel  cvveyn napaxorlovnon e
AGPAAELNG EVOG KTIVIOTPIKOD POPUAKEVTIKOD TP0oidvTog. Ol avapopEg TPEMEL VO, ATOGTEAAOVTOL, KOTE,
TPOTIUNOT HECH KTNVIATPOV, EITE GTOV KATOYO TNG AOELNG KUKAOQOPIOG 1) GTOV TOTIKO OVTITPOCOTO
Tov gite otV €Bvikn apuddio apyn LECH TOL EBVIKOD GLOTALATOG OVOPOPAC. Agite TO PUALO 0ONYIDV
YPNONG YO TO avTicTol 0 oToLyEln EmKovaviag.

3.7  Xpnfon katd TV KONG1, TN YoroV)ia 1] TNV ®OTOKIN

Kvnon kot yoiovyia:

A7o TG epyaoTnplakéc peAéTeg o€ Pooetdn dev dlamiotm@bnkay evosielg tepatoyéveong,
guPpvotolikotnrog N toékdtnTag oo £ykvo {mo. [Map’ dha avtd, dev vapyovv dubioiua oTotyeia
yw To dAoya. Ta to Adyo avtd, dev cuvieTdtal 1) xpror Katd T SdpKeLo TG KOTONG Kol TNG
yoiovyiog.

3.8  AlMiemidopacn pe GArho QUPLAKEVTIKA TPOTIOVTA KOl GALES HOPPEG UAANAETIOPOONG
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Na pn yopnyeiton Tavtdypova [LE YAVKOKOPTIKOGTEPOELDTN, AALN L -CTEPOEON AVTIPAEYUOVAOIN
QAPLOKO 1] LE OVTITINKTIKOVG TOPAYOVTES.

3.9 Odoi yopiynong kot docolroyia

Xopnyeital avopeUelYIEVO e TNV TpoeN 1 antevbeiag 6To oToUa, 6TN do0T TV 0,6 mg
mero&ikaun/kg copatikod Bapovg, draf nuepnoing, yio didpkela £og 14 nuépec.

2NV TEPIMTMON TOL TO TPOIOV AVOULYVOETOL LLE TNV TPOPT, Ba TPpEmEL vaL TPOcTifeTaL GE LaL LK
moGOTNTA TPOPNS, TPV Ot TN GiTio.

To evarmpnua Ba TpEmEL va yopnyEiTaL YPNOYLOTOIOVTIOG TN SOGOUETPIKT GUPLYYO 1 OTO10 TOPEXETOL
péca otn cvokevacia. H cupryya mpocappdletal endve ot orain kot oépet KAlpoka kg-copoticon
Bapovc.

Avoxiveiote KoOAG TPV amd T ¥pNon.

Metd ™ Xop1yNo™M TOV KINVIATPIKOD POPUAKEVTIKOV TPOTOVTOS, KAEIGTE TN PLAAN LE TO TAOLLLL,
TAOVETE TN SOGOUETPIKT cVpLyya pe LeoTO vEPO KOl APNOTE T VO CTEYVAOCEL.

Na aropegbyete v empdivveon Katd tn yp1on.

3.10 ZopntOpeToe VTEPO0GOAOYINS (KUl KOTA TEPITTOON, HETPO. UVTINETOMIGNG KOl OVTIO0TO)

Xe mepintwon vrepdocoroyiag, Ba mpémetl va xopnynbel cupntopatiky Oepaneia.

3.11 Eidwkoi wepropiopoi yp1ong Kot E101KES cuvONKeg ypriong, copmepriopfavopsvmv
TEPLOPLOUAV OTI| YP1IO1] UVTIUIKPOPLOKAV KL AVTITOPOUCLTIKAV KTNVILTPIKAV
POUPLUKEVTIKAV TTPOIOVTOV TPOKELUEVOV VO TEPLOPLOTEL 0 KIVOVVOS UVATTLENG AVTOYNS

Agv 1oy0et.

3.12 Xpovor avapovig

Kpéag kot edmdipot 1otoi: 3 nuépeg
Agv emtpénetar 1 xopnynon o€ {da ta omoia Tapdyovv yoAo Yo avOpoOTIVY KOTAVIA®ON.

4. ®PAPMAKOAOI'IKEX TIAHPO®OPIEX
41 Kaodwkog ATCvet: QMO1ACO06
42 @oppoKodvVOUIKI)

H pero&ikaun, ivat éva un-ctepoetdéc, avil-gAeyuovmodeg eapuoko (MEAD) g opddog g
o&wapng, To omoio dpa avacTEALOVTAG TNV GUVOEST TNG TPOGTAYAAVOIVIG, ACKMOVTAG KT  aVTO TOV
TPOTO, AVTLPAEYLOVDOON, AVOAYNTIKY, OVTIESIWOPOUATIKY Kot avTUTLUPETIKT dpaot. H peio&ucdun,
UELDVEL TN d1ONOT AEVKOKVTTAP®OV GTO PAEYLOiVOVTA 16TO. TE LKPOTEPO Pabuod, avacTéEALEL emiong
TNV o T0 KOALAYOVO TPOKOAOVEVT cuoo@pevon Bpopfokvuttdpmv. H peho&ikaun, £xet emiong
aVTI-eVOOTOEIKEG 1010TNTEG YT £YEL amodetyOel 0Tl avacTéALeL TNV Tapaywyn TG Opopfo&dvng B2 n
omoio apxOn petd amd evooeAEPia yopriynon evdoto&ivrg E. coli og pooyovg ko yoipovg.

4.3 DoppoKoKIVNTIKI

Amoppoéonon:

Otov 10 TPoidV YPNOYOTOLEITOL GCOUPOVA LLE TO GCUVIGTMOHUEVO JOGOAOYIKO YN0, 1| OO TOV GTOHOTOC
BrodraBecipdra givar 98%. Ot PEYIOTEC CLUYKEVTPMGELS GTO TAAGLOL, EXLTLYYAVOVTOL HETA TTEPITO 2-
3 mpeg. O ouvrereotng abpoiotikng dpdong 1,08, vrodnidvel 6ti 1 pedo&ikdun dev £xel 0bpoloTiKy
dpdion o6tav yopnyeital nuepnoimc.

Koatavoun:
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Ileprocotepo amd 98 % g perolikdunc, cuvoceton pe T TpmTeiveg Tov TAdopatog. O dykog
Katavoung, etvon 0,12 /kg.

MertafoMopog:

O petaforiopds, vl TOWOTIKA TAPOIOI0G GTOVG EMILVS, GTOVG VAVOGMLOVS XOIPOLS, GTOVG
avBp®dTOLS, 6T BOOEWN KOl GTOVS YO1POVG, OV KoL VITAPYOLV TOGOTIKES dtapopéc. Ot kuploTepPOL
petaforitec mov avePpébnkav og 6Aa ta €ion, TV o1 S-udpo&v- kat ot S-kapPo&v- petaforiteg,
KkaBdg kot o1 oEaAvA-petaPorites. O petaforopog ota ahoya, ogv Exet diepevvnBel. Olot o1 kVplot
HeTAPOAITES OMOdEYTNKAV QUPLOKOAOYIKA AVEVEPYOL.

Amopdxpuvon:
H pelo&ucdipn amekkpiveton pe el ypovo nuicetog {ong7,7 opov.

5. OAPMAKEYTIKA XTOIXEIA

51 Kopieg aocvppotoTnreg

Agv givon yvootn kopio.

52  Awipkera g

Augpreta {OnNg TOL KTNVIOTPIKOV QAPUAKEVTIKOD TPOIOVTOG COLO®VA LIE TI GLOKELOCTN TOANGNG: 3
SATlg‘pKSl(X {oNGg LETA TO TPADTO AVOLYHO TNG OTOLYEINDOVE GLOKEVAGING: 6 UAVEC.

5.3 Iowirepeg mpourders katd T @OLAEN TOV TPOIGVTOG

Agv vapyovv €101KEG 0dMYieg S1aTHPNONG Y10 AVTO TO KTNVITPIKO POPUAKEVTIKO TPOTOV.
Metd to TpdTO dvorypa, QUAGGGETOL 6E Bgppokpacio pikpotepn tav 25 °C.

54  ®von ka1 6HVOES TG GTOLYELDOOVS CVOKEVOGILOG

Agvkég, opBoydvieg pralec amd moAvatBvAévio vymAng TukvdtTag Tawv 250 ml 1 tov 500 ml
TPOTOVTOC [LE GTEVO GVOIYUO GTO OTOUO, KAEIGUEVEG e AEVKO PLOMOTO OO 0O TOAVTPOTVAEVIO, KOl
EQOOIUGUEVEG [LE SLOPOVEG KOTAKL OO TOAVTPOTVLAEVIO UE YDPO DGTE VAL TEPIAAUPAVOLY dOGIUETPLKN
oVPLYYa OO TOAVTPOTLAEVIO e SVVOETIKO eAaoTIKO EuPoro. XapTivo kouti e 1 Agvkn, GTpoyyLAn
@1aAn ToAvaifvieviov vyMAng TokvotTTag Twv 100 ml Tpoidvtog KAelouévn pe Agvkd PLowtd T
TOAVTPOTVAEVIOV Kol 1 SOGOUETPIKT] GVUPLYYO TOAVTPOTVLAEVIOV [E GUVOETIKO EAAGTIKO EUPOAO.

Mmopei va unv Kokho@opohv OAEG Ol GLOKEVAGIEG.

55 Edwég mpo@uiaters améppuyng evog un APNoLHoTot0EvTog KTNVIOTPLKOD GUPRUKEVTIKOD
TPOIOVTOG 1] GALOV VAIKAOV TOV TPOEPYOVTUL 0.TO T1] Y P1I6T TOL TPOIOGVTOS, AV LATAPYOVY

Ta @dppoKe dev TPENEL VL OTOPPITTOVTOL HECH TOV AVUATOV 1) TOV OIKLUKOV OTOPANTOV.
XPNGILOTOGTE TPOYPAUUATO, EXIGTPOPNS POPUAK®V Y10 TV OTOPPIYT| U1 XPTOLOTONOEVTDV
KTNVIOTPIK®V POPUUKEVTIKOV TPOIOVI®V 1 GAA®Y VAIK®V OV TPOEPYOVTAL OO T1| YP1ON TOVG
GUUPMOVO, LE TIG TOTIKEG ATOITNOELS KOl UE TUYOV EO0VIKA GLUGTILOTO GLAAOYNC TTOV 1GYVOVV Y10, TO,
GYETIKA KTNVINTPIKE QAPLOKEVTIKA TPOTOVTOL.

6. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Dopharma Research B.V.

7. APIOMOZXZ(OI) AAEIAYX KYKAO®POPIAX
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EU/2/09/098/008

EU/2/09/098/009

EU/2/09/098/010

8. HMEPOMHNIA ITPQTHX ET'KPIZHX
Hpepounvia Ing éykpiong: 07-07-2009

9. HMEPOMHNIA TEAEYTAIAYX ANAOEQPHXHY THX IIEPIAHYHX TQN
XAPAKTHPIZTIKQN TOY ITIPOIONTOX

10. TAZEINOMHXIH TOQN KTHNIATPIKQN ®APMAKEYTIKQN ITPOIONTQN
Na yopryeital povov pe KTNVIOTPIKE GLVTAYT).

Aentopepeic TANPOQOPIES Y10 TO €V AOY® KTNVINTPIKO QOPLOKEVTIKO Tpoidv gival dtabéoiueg otn Bdon
dedopévov g EE yia ta ktnviatpikd mpoiovra (hitps://medicines.health.europa.eu/veterinary).
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ITAPAPTHMA 11

AAAOI OPOI KAI AITAITHXEIX THX AAETAYX KYKAO®OPIAX

Kavévog
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IHAPAPTHMA 111

EINIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX

24



A. ENIXHMANXZH
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IHAHPO®OPIEX ITIOY HPEIIEI NA ANAT'PA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

Kovti am6 yaptovi

‘ 1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Melovem 5 mg/ml evéciuo dtdAvpa

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

Melo&waun5 mg/mi

3. IYZKEYAXIA

100 ml

| 4. EIAOX(H) ZQOY(QN)

Boog1dn (nooyot kot pocyideg) Kot xoipot

| 5. ENAEIZEIS

‘ 6. OAOI XOPHI'HXHX

Booe1dn : s.C.
Xoipot : i.m.

7. XPONOI ANAMONHX

Xpovog avapovig:

Booedn] : Kpéag kot edddpot 1otoi: 15 nuépeg

Agv emtpénetan 1) xpnomn o€ {®Oa T omoia Tapdyovv yYéAa Yo avOpdmTvn KaTavaA®oT).
Xoipot : Kpéag kot edmdipot 1otoi: 5 nuépec

| 8. HMEPOMHNIA AHEHZ

Exp. {uweeee}

Metd 10 Tp®TO dvorypo xpron eviog 28 nuépe.
Metd to mpadTo dvorypa ypron £0G...

‘ 9. EIAIKEX YYNOHKEX ATATHPHXHX

No eUAAcoETE TO EVEGIUO PLAAIDI0 6TO EEMTEPIKO KOVTL Y10, VO TO TPOPLAACGETE OO TO PWC.

‘ 10. OI AEEEIX «<-AIABAXTE TO ®YAAO OAHI'TQN XPHXHX IIPIN AITIO TH XPHXH»

AwPaote 10 QUALO 0dNYIOV XPNOTG TPV 0Td TN YPNOoT.

‘ 11. OI AEZEIX «AIIOKAEIXTIKA I'T'A KTHNIATPIKH XPHXH»

ATOKAEIOTIKA Y100 KTNVIOTPIKN YPNOM.
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12. OI AEEEIX «NA ®YAAXXETAI XE OEXH, THN OITOIA AEN BAEIIOYN KAI AEN
INPOXEITIZOYN TA ITAIAIA»

Na purdcoetal o€ BEon, v onoia dev PAETOLY Kot dev Tpooeyyilovy Ta Tandid.

‘ 13. ONOMA TOY KATOXOY THX AAEIAX KYKAO®OPIAX

Dopharma Research B.V.

‘ 14.  APIOMOI AAEIAY KYKAO®OPIAX

EU/2/09/098/001

‘ 15. APIOMOZX ITAPTIAAX

Lot {apOuog}
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IHAHPO®OPIEX ITIOY IPEIIEI NA ANAI'PA®ONTAI XTH XTOIXEIQAH XYXKEYAXIA

TI'vdaivo @uariono

‘ 1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Melovem 5 mg/ml evéciuo dtdAvpa

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

Melo&waun5 mg/mi

| 3. EIAOX(H) ZQOY(QN)

Booegdn (pooyot kot pooyidec) Kot xoipot

| 4. OAOI XOPHTHEHE

Booedn: s.C.
Xoipot: i.m.
Awpaote 10 QUALO 0INYIDV XPNOTG TPV 0T TN YPNOT.

| 5.  XPONOI ANAMONHE

Xpovog avapovig:

Booe1dn: Kpéag kot edmdpot 1otoi: 15 nuépeg

Agv emitpénetar 1) ypnon o€ (o T omoia Tapdyovy YA Yo avOpdTIVY KATaVAA®DGT).
Xoipot: Kpéag kot edmotpot 1otoi: 5 nuépec

| 6. HMEPOMHNIA AHEHZ

Exp. {u/eeee}

Metd to mpaTo dvorypa, yprion eviog 28 nuépe.
Metd to Tp®dTO dvorypa ypron €ag. ..

‘ 7. EIAIKEX XYNOHKEX AIATHPHXHX

Noa puAdcoeTe TO EVEGIHO PLOAIDI0 GTO EEMTEPIKO KOVTL Y10, VO TO TPOPLAAGGETE OO TO PWG.

‘ 8. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Dopharma Research B.V.

‘ 9. APIOMOX ITAPTIAAX

Lot {apOuoc}
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IMMAHPO®OPIEX IIOY ITPEINEI NA ANATPA®ONTAI XTHN EEQTEPIKH LYZKEYAXIA
{MOP®H/EIAOL}

Kovti am6 yaptovi

‘ 1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Melovem 20 mg/ml gvécipo didAivpa

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

Melo&waun 20 mg/ml

3. IYZKEYAXIA

50 ml
100 ml
250 ml

| 4. EIAOX(H) ZQOY(QN)

Booedn], yoipot kot dAoya

| 5. ENAEIZEIZ

| 6. OAOI XOPHTHIHX

Boogdn: s.c. N i.v.
Xoipot: i.m.
Aloya: i.v.

7. XPONOI ANAMONHX

XpoOvog avapovig:

Booe1dn: Kpéag kot edmdpot totoi: 15 nuépeg I'dha: S nuépeg

Xoipot, arhoya: Kpéag kot eddopot 10toi: 5 nuépeg

Agv gmitpénetal 1) pNoT 6€ AAOYO TO 0TI, TUPAYOVY YAAN Y10 VOPOTIVY KATAVAA®DOT).

| 8. HMEPOMHNIA AHEHE

Exp. {pw/eeee}

Metd to mpdTo dvorypa, ypron evioc 28 nuépeg.
Metd to mpadTo dvorypa ypron £0G...

9. EIAIKEX YYNOHKEX ATATHPHXHX

dvidocoete T0 PLOAid0 610 EEMTEPIKO KOVTI Y10 VO, TO TPOPLAGGGETE ATd TO PG,
Noa pnv yoyeton 1| Kotoyoyetot. DuAGCGETOL TPOGTATEVOUEVO GO TOV TTAYO.

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

Awpaote 10 QUALO 03NYIOV XPNOTG TPV 0T TN YPNOT.
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11. OI AEEEIX «<AIIOKAEIXTIKA I'IA KTHNIATPIKH XPHXH»

ATOKAEIOTIKA Y10, KTNVIOTPIKNY YPNoM.

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

Na purdcoetal o€ BEon, TNV onoia dev PAETOLY Kot dev Tpooeyyilovy Ta Tandid.

‘ 13. ONOMA TOY KATOXOQY THX AAEIAX KYKAO®OPIAX

Dopharma Research B.V.

‘ 14.  APIOMOI AAEIAY KYKAO®OPIAX

EU/2/09/098/002 (50 ml)
EU/2/09/098/003 (100 ml)
EU/2/09/098/004 (250 ml)

| 15.  APIOMOX MAPTIAAY

Lot {apBuog}
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IHAHPO®OPIEX ITIOY IPEIIEI NA ANAI'PA®ONTAI XTH XTOIXEIQAH XYXKEYAXIA

TI'vaivo @uariowo 100 ml kon 250 ml

‘ 1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITIPOIONTOX

Melovem 20 mg/ml gvécipo didAivpa

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

Melo&uchiun 20 mg/ml

3. EIAOX(H) ZQOY(QN)

Booedn, yoipot kot dAoya

‘ 4. OAOI XOPHI'HXHX

Booedn: s.c. f i.v.

Xoipot: i.m.

Aloya: i.v.

AwPaote T0 QUALO 0INYIDOV XPNOTG TPV 0O TN YPNOT.

‘ 5. XPONOI ANAMONHX

Xpovog avapovig:

Booegdn: Kpéog kot edddyot wotoi: 15 nuépec, I'dra: 5 nuépeg

Xoipot, arhoya: Kpéag kot edmo1ot 16toi: 5 nuépeg

Agv emTpénetal 1) p1oT 6€ AAOYO TO OTTOI0 TUPAYOVY YA Y10t AVOPOTIVY KOTAVAA®DOT).

| 6.  HMEPOMHNIA AHEHE

Exp. {uu/ecee}

Metd to mpaTo dvorypa, yprion eviog 28 nuépe.
Metd to Tp®dTO dvorypa ypron £ag. ..

7. EIAIKEYX YYNOHKEX AIATHPHXHX

Ddvidocoete 10 PLOAdI0 6TO EEMTEPIKO KOVTI Y10l VO TO TPOPLAAGGETE AmO TO PG,
Noa unv yoyetor 1| Koroyvyetot. DuAGCCETOL TPOGTATEVOUEVO GO TOV TTAYO.

‘ 8. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Dopharma Research B.V.

| 9. APIOMOZX [APTIAAY

Lot {apOuoc}
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EAAXIXTEX ENAEIZEIX [TIOY IIPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAZXIEX

I'vaivo @uaiioro 50 ml

‘ 1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Melovem 20 mg/ml yio Boog1dn, xoipovg kot Ghoyo

‘ 2. IHOXOTIKA XTOIXEIA TQN APAXTIKQN OYXIQN

Meho&kapn 20 mg/ml

3. APIOMOZX MAPTIAAY

Lot {apBuog}

‘ 4. HMEPOMHNIA AHEZHX

Exp. {uu/ecee}

Metd 10 Tp®OTO Avorypa, xpron evtog 28 nuépec.
Metd to Tp®dTO dvorypa ypron £acg. ..
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IHAHPO®OPIEX ITIOY HPEIIEI NA ANAT'PA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

Kovti am6 yaptovi

‘ 1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Melovem 30 mg/ml gvéoipo didivpa

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

Mero&uaun 30 mg/ml

3. IYZKEYAXIA

50 ml
100 ml
250 ml

| 4. EIAOX(H) ZQOY(QN)

Boog1dn] kot yoipot

| 5. ENAEIZEIZ

| 6.  OAOI XOPHTHEHX

Booewdn: s.C.
Xoipot: i.m.

7. XPONOI ANAMONHX

Xpovog avapovig:
Booegdn: Kpéog kot edddyiot wotoi: 15 nuépec, ['dra: 5 nuépeg
Xoipot: Kpéag kot edmotpot 1otoi: 5 nuépec

| 8. HMEPOMHNIA AHEHZ

Exp. {pweeee}

Metd 10 Tp®dTO dvorypa, xpron evtog 28 nuEPES.
Metd to mpadTo dvorypa yp1on £0g...

‘ 9. EIAIKEX XYNOHKEX ATATHPHXHX

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

Awfaote 10 PUALO 0INYIOV XPNOTG TPV OO TN YPTOT).

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

ATOKAEIOTIKA Y100 KTNVIOTPIKNY YPNOM.

33



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

Na purdcoetal o€ BEom, TV omoia dev PAETOLV Kot dev Tpooeyyilovy Ta Tandid.

‘ 13. ONOMA TOY KATOXOY THX AAEIAX KYKAO®OPIAX

Dopharma Research B.V.

‘ 14. APIOMOI AAEIAYX KYKAO®OPIAX

EU/2/09/098/005 (50 ml)
EU/2/09/098/006 (100 ml)
EU/2/09/098/007 (250 ml)

‘ 15. APIOMOZX ITAPTIAAX

Lot {apOuog}
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IHAHPO®OPIEX ITIOY IPEIIEI NA ANAI'PA®ONTAI XTH XTOIXEIQAH XYXKEYAXIA

TI'vaivo @uariowo 100 ml kon 250 ml

‘ 1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Melovem 30 mg/ml gvécipo didivpa

| 2. LYNOEXIH XE APAXTIKH(EX) OYZIA(EY)

Mero&ucaun 30 mg/mi

3. EIAOX(H) ZQOY(QN)

Booe1d1] ko yoipot

‘ 4. OAOI XOPHI'HXHX

Boog1dn: s.c.
Xoipot: i.m.
AwPaote T0 QUALO 0INYIDOV XPNOTG TPV 0T TN YPNOT).

‘ 5. XPONOI ANAMONHX

Xpovog avapovig:

Booedn:  Kpéag kot edddipot 1otol: 15 nuépec
[ara: 5 nuépec

Xoipot: Kpéag kot edmotpot 1otoi: 5 nuépeg

| 6. HMEPOMHNIA AHEHZ

Exp. {nweeee}

Metd to mpadTo dvorypa, ypron eviog 28 NUEPES.
Metd to mpadTo dvorypa ypron £0G...

‘ 7. EIAIKEX XYNOHKEX ATATHPHXHX

‘ 8. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Dopharma Research B.V.

| 9. APIOMOZX APTIAAY

Lot {apOuoc}

35



EAAXIXTEX ENAEIZEIX [TIOY IIPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAZXIEX

I'vaivo @uaiioro 50 ml

‘ 1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Melovem 30 mg/ml yio Boog1dn kot xoipovg

‘ 2. IHOXOTIKA XTOIXEIA TQN APAXTIKQN OYXIQN

Melo&uchun 30 mg/ml

3. APIOMOZX MAPTIAAY

Lot {apBuog}

‘ 4. HMEPOMHNIA AHEZHX

Exp. {uu/ecee}

Metd 10 Tp®OTO Avorypa, xpron evtog 28 nuépec.
Metd to Tp®dTO dvorypa ypron £acg. ..
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IHAHPO®OPIEX ITIOY HPEIIEI NA ANAT'PA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

Xaoptokvtio 100 ml
®vain 250 ml kon 500 ml

‘ 1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Melovem 15 mg/ml méoyo evaudpnua

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

Melo&ucapn 15 mg/ml

3. IYZKEYAXIA

100 ml
250 ml
500 ml

| 4. EIAOX(H) ZQOY(QN)

Aloya

| 5. ENAEIZEIZ

| 6. OAOI XOPHTHIHX

Amo6 otOuaTOC YpNOT.
Xopnyeital avoueUelyUEVO e TNV TPOEN | arevbeiag 6To GTOUA.

7. XPONOI ANAMONHX

Xpovog avapovig:
Kpéog kot edddyot 1otoi: 3 nuépeg
Agv emitpénetal n yoprynon o€ {da ta omoia Tapdyovy yoAa yio avOpaOTIVY KOTavVIA®ON.

‘ 8. HMEPOMHNIA AHEZHX

Exp. {uu/ecee}

Metd to mpdTo dvorypa yprion €viog 6 unveg.
Metd to mpdTo dvorypa ypnon £wg...

‘ 9. EIAIKEX XYNOHKEX AIATHPHXHX

Metd 10 Tp®dTO Avorypa, puAdcceTal og Beppokpacia pkpotepn Tov 25 °C.

‘ 10. OI AEEEIX «<AITABAXTE TO ®YAAO OAHT'TQN XPHXHX MPIN AITO TH XPHXH»

Awpaote T0 PUALO 0INYIOV XPOTG TPV OO TN YPTOT).

‘ 11. OI AEZEIX «AIIOKAEIXTIKA I'TA KTHNIATPIKH XPHXH»
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ATOKAEIGTIKA Y10 KTNVIOTPIKT XP1ON.

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

Na pvrdooetal og Béon, v onoia dev PAETOLY Kot dev mpooeyyilovv ta mandid.

‘ 13.  ONOMA TOY KATOXOY THX AAEIAX KYKAO®OPIAX

Dopharma Research B.V.

‘ 14. APIOMOI AAEIAY KYKAO®OPIAX

EU/2/09/098/008 (100 ml)
EU/2/09/098/009 (250 ml)
EU/2/09/098/010 (500 ml)

‘ 15. APIOMOZX ITAPTIAAX

Lot {apOuog}

38



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

Orain

‘ 1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Melovem 15 mg/ml méoyo evoudpna

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

Melo&ucaun 15 mg/ml

| 3. EIAOX(H) ZQOY(2N)

Aloya

| 4. OAOI XOPHTHEHE

Ao otouaTOC YpNON.
Xopnyeital avoueUElYUEVO e TNV TPOEN 1 arevbeiag 6To GTOUA.
Awpdote 10 PUALO 0INYIDV XPOTG TPV OO TN XPTION.

| 5.  XPONOI ANAMONHX

Xpovog avapovig:
Kpéog kot edddyot 1otoi: 3 nuépeg
Agv emtpénetan 1) yoprynon o€ {da ta omoia mapdyovv yoAo yio avBp®dITIVI KOTAVIA®ON.

| 6.  HMEPOMHNIA AHEHE

Exp. {uu/ecee}

Metd to mpdTo dvorypa yprion eviog 6 unveg.
Metd to Tp®dTO dvorypa ypron £ag. ..

‘ 7. EIAIKEX XYNOHKEX AIATHPHXHX

Metd 10 mpdTO Avorypa, puAdcceTat og Bepuokpacia pkpotepn Tov 25 °C.

‘ 8. ONOMA TOY KATOXOY THX AAETAY KYKAO®OPIAX

Dopharma Research B.V.

| 9. APIOMOZX MAPTIAAL

Lot {apBuog}
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B. ®YAAO OAHTI'TQN XPHXHX
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OYAAO OAHI'TQN XPHXHX

1. Ovopooio TOv KTNVIHTPLKOD QOPUUKEVTIKOD TPOIOVTOG
Melovem 5 mg/ml evécpo didlvpa yio foogidn kat xoipovg

2. XovOeon

KdaBe ml mepiéyet:

ApPOUSTIKE GUGTUTIKG.:
Melo&uchiun 5mg

"Exdoya:
Bevluln odkooin 50 mg

Alyég TpaGIVOKITPIVO EVEGIIO AV,
3. Eion {owv

Boogdn] (Looyot ko pooyideg) kot yoipot
4. OepamevTiKég evoeitelg

Boogwon:

Xpnoponoteital oe 0&gieg 0VOTVELOTIKEG AOIUMEELS, GE GUVILAGUO LE TNV KOTAAANAT avTIPlOTIKY
Oepameia, ylo T pEION TOV KAWIKOV CUUTTOUATOV 6 OOELON.

Xpnoponoteitol oe dSiPPOLES, GE GLVIVAGHO LE OO TOV GTOPATOG EVVIATIKY Bepameia Yo T peiwon
TOV KMVIKOV COUTTOUATOV 68 LOGYOVS NAKioG peyolvtepnc g 1 fSouddag Kot 6€ Looyioes .

IMa v Katampdiven Tov HETEYYEPNTIKOD TOVOL HETA TNV OTOKEPATWOGT GE LOGYOVG..

Xoipou:

Xpnoiponoteital 6e U LOAVGHOTIKEG TOONGELS TOL KIVITIKOD GUGTHIOTOC, Y10, TN LEIMGT TV
CUUTTOUATOV TNG YOAOTNTAG KL TNG PAEYLOVIG.

Mo v KeTamTpduVen Tov HETEYYEPTTIKOD TOVOL TOL GYETILETAL LLE OEVTEPEVOVGES YEIPOVPYIKES
EMEUPACELG TOV LOAOKADV 10TAV, OTMG O EVVOVYLICHOG.

5. Avtevoeigeag

Noa unv ypnoytonoteitor og {ma e PELOUEVT NITATIKY, KAPSIOKN 1] VEQPIKN Agttovpyio Kot
apoppayIKéG Statapayés, 1 6mov vdpyovy evdeibelg PLafodv amd yootpeviepukd k.

Na pn ypnoLonoteitan 6e TeEPinT®OT VIEPEVAIGHNGiNG GTN SPACTIKY OVGIN 1) G€ KATO0 OO TOL
éxdoya. It Oepomeio tng S1dppotag TV BO0EODYV, TO TPOIOV dEV TPEMEL VAL YPNCIUOTOLEITOL
o€ (Do nAciog pucpdtepng g oG foopadac.

Na pn ypnoiponoteitan og yoipovg nAKiag UKpOTEPNS TOV 2 NUEPDV.

6. E1dwkéc mpogidomoni)osig

Educég mposidomomoers:

H Oepaneio Tov HOGY®V LE TO KTNVINTPIKOD (OPLAKEVTIKOV TPOTOvTog, 20 AEnTd TPV 0md TNV
OTOKEPATMOOT], LEUDVEL TOV LETEYYEPNTIKO TOVO. H Yoprynon 1ov 1o KTnviatpukod GoploKELTIKOD
TPOTOVTOC LOVOV OEV EMTVYYAVEL TATPN OVAKOVQIGT atd TOVO KATA TNV XEPOLPYIKY eXEUPacT g
amokepatong. ['a v enitevén avaxodeiong omd T TOVO KaTd TN XEPOVPYIKN enéuPaocT, amarteital
1 CLYYOPNYNON UE KATAAANAO OVOAYNTIKO
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H Ogpaneio tov yo1p1diov He To KINVIOTPIKOD pOPUAKELTIKOD TPOIGVTOG TPV Od TOV ELVOLYIGULO,
LELDVEL TOV PETEYYEIPNTIKO TTOVO. [ TNV emitenén avakoviong omd Tov TVo KATd T YEPOVPYIKN
enépPaon, amoteiTat 1 TaVTOXPOVN XOPNYNON EVOS KATAAANAOL VOGO TUCOV/NPEULGTIKOV.

INo va emitevyBel 10 KOAVTEPO dVVATO AVOAYNTIKO UTOTELECLO, TO KTNVIOTPIKOD QOPUAKEVTIKOD
npoiovtog o mpémet va, yopnyeital 30 Aentd P amd T YEPOVPYIKN eTEUPOOT).

[dwritepec TpouAGEELC Yia TV 0c@OAN ¥prion ota £i0n (dhmv:

Edv emovpfodv avemBounteg evépyeteg, Oa mpémel va StakomTeTon 1| oy@yn Kot vo, {ntnoein
GUUPOVAN KTNVIATPOL.

Noa amopebyetorn xpnon o cofapd apLOAT®UEVA, VTOYKULUKA, 1] VTOTACIKA (Mo 6Ta ool
ATOLTEITOL TOPEVTIEPIKT] ATOKOTAGTAOT TOV VYPDV, S1OTL VTAPYEL EVOEXOUEVOS Kivovvog To&ikmong
TOV VEQPOV.

[dwitepec mpourdelc mov wpénet va AapuPdvoviat amd To GToLo ToL yopnyel TO KTNVINTPIKO
QopuakeLTIKd TPoidv oe {da

Toyoio cvtoéveon pe 1o TPOIOV TOL ATOLOL TOL YOPNYEL TO GKEVAGLA TOOVOV VA TPOKOAEGEL TOVO.
Atopo e SomoT®IEVT VIEPELOICON GO GE U1 GTEPOELDT AVTIPAEYLOVAOIT pdppoka (MEAD), mpénet
VO AOQEVYOLV TNV EMOPT LLE TO KTNVIATPIKO QOPUAKEVTIKO TPOTOV.

e TepInTOOT TUYaL0G VTOEVESNG UE TN PEAOVT TNG GUPLYYOS TOV TEPIEYEL TO PAPIOKO, VO
avalntoete apéomg 1Tpikn fondeia kot vo emdeieTe GTOV 10TPO TO VALO 0ONYIOV ¥PONE N TV
ETIKETA TOL POPULAKOV.

Eyxvpocvn kot yolovyio:

Booegdn: Mmopetl va. ypnoypomoinfei katd tn d1dpKela g KOnong.
Xoipot: Mzopei va ypnoponomOei katd t Sidpkela TG KOTONG KoL TS YUAOVYIOG.

AlMnAenidpaon pe GAAY QOPLOKEVTIKA TPOTOVTA Kol AAAES HOPOES aAANAETIOpaoNC:
To mpoidv dev TPETMEL VoL YOPNYEITOL TAVTOYPOVA LE YAVKOKOPTIKOGTEPOEION, UE AAAN UN-CTEPOELON
AVTIPAEYLOVAOIT QAPLOKO 1] OVTUTNKTIKOVE TOPAYOVTES.

Ynepdocoroyia:
Ye mepintwon vrepdocoroyiag Tpémel va xopnynbel copntopatikn Oepaneio.

Kdbpiec acvufaromreg:
A0y EMAEWYNC LEAETOV OCLUPATOTNTAG, TO TUPOV KTNVINTPIKO QUPUUKEVTIKO TPOTOV EV TPETEL
VO OVOLULELYVOETOL LE GAAL KTNVIOTPIKE QOPLOKEVTIKA TPOTOVTOL.

7. AvemOopunta coppavra

Booedn ko yoipot:

Xuyva [16vog oto onueio g éveong’, oidnua oto onueio g
4 1

(1 éwg 10 Loa / 100 vrd Bepameia eveons

{oa):

[ToAv omavia Avagoioktogdnc avtidpoaon?

(<1 Lo / 10.000 vmo6 Oepamneia {oa,
CUUTEPILAUPAVOUEVOV TOV
UELOVOUEVOV OVOPOPDYV):

L mapodikd
2 Mmopet v givar coBapd (cupmeptlapPoavopévov Tov 0ovaTov) Kot TPmet vo, ovTiueTomileTat
GUUTTOHOTIKA.

H avagopd avembountov coppdviav eivar onpavtikny. Exitpénel t cuveyn mapakolobOnen e
aoPAAELNG EVOC TTPoiovTog. Edv mapatnpnoete omoladnmote avemBountr evEpyeLa, kOO KoL oV 08V
AVOPEPETOL OTO ECOKAEIGTO PUALO 0dNYIDV XPpNoMG 1] AUPIBAALETE Y10 TNV OTOTELEGUATIKOTITO TOL
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QOPUAKOV, TOpaKOAEicOE VO EMIKOVOVIGETE, KOTAPYAC, LE TOV KTNViaTpd coc. Mropeite emiong va
AVAQEPETE OTOLOONTOTE AVETIOVUNTA CUUPAVTA GTOV KATOYO TNG AOEL0C KLUKAOPOPING 1] GTOV TOTIKO
AVTITPOGMTO TOV KOTOXOV TG AOEL0G KUKAOPOPING XPTOLULOTOIDVTOS TO, GTOLYEIN ETKOVMVING GTO
TEAOG CVTOD TOV PVALOL 0OMYLDOV YPNONGE, N LECH TOL €0VIKOD 0OG GLGTIUATOG AVUPOPAS.

8. Aocoloyia yio ka0 €idog, TpOTOS KL 0601 Yop1YNOoNS

Boogwon:

Ama& vodopio éveon ot doon tav 0,5 mg ueho&icapnc/kg copotikod papovg (m.y. 10,0 mi/100
kg copatikod Bapovg) o GuVELAGUO pe TNV KATAAANAN avTiploTik Oepaneio 1} pe Ty amd Tov
oTOUATOG EVLdATIKY Oepameia .

Xoipou:

MvoockeleTucés StoTapayEc:

Anag evdopwikn éveon ot 66on tov 0,4 mg pelo&ikapng/kg copartikod Bapovg (dni. 2,0 mi/25 kg
ocouatikoy Bapovg). Edv amatteitat, pmopei va. yivet o devtepr xopnynon pero&ikaunc, et amd 24
MOpEG. ZuvioTaTor 1 deHTEPT EVEST) VO YOPNYEITOL GE O10POPETIKO ONUEID, DEGOUEVOD OTL 1] TOTIKY
avekTikotTTa aloloynOnke povo petd and dra veon.

Meiwon tov peteyyepnticod Tévov:

Amag evoopwikn éveon ot 60on tov 0,4 mg pero&ikaung/kg copaticov Bapovg (dni. 0,4 ml/5 kg
oOUATIKOD BAPOVS), TPV amd T YEPOVPYIKY eTEUPaoT.

[dwaitepn mpocoyn Oa wpémel va divetatl GYETIKA Le TOV akpiPn TPoGdloPIGHO TNG 000G, LE TN YPNoN
pog katdAinia St fabiepévng chptyyas Kot e TNV TPOGEKTIKY EKTILNGT TOL COUATIKOD BAPOVG.

9. Odonyieg Yo T 66T Lop1yNoN
Noa amopebyete TV EMPUOALVGT KATA TN XPTOT.

10. Xpévor avapoviig

Booe1dn : Kpéog kot edmdpot iotoi: 15 nuépec
Agv emitpénetan 1 yopnynon oe {da T omoio. wapdyouy YoAa yio avOpdTIVY KOTAVAA®OT).

Xoipot : Kpéag kot edmotpot 1otoi: S nuépeg

11. EIAIKEX YYNOHKEX AIATHPHXHZX

Na puidooetar og Béor, TNV onoia dev PAEmOVY Kot dev Tpoceyyilovv Ta Tadid.

Noa puAdooete T0 EVEGILO PLOAIDI0 GTO EEDTEPLKO KOVTI Y10 VO TO TPOPVAACGCETE OO TO PWG,.

To @oapuakeLTIKd 0VTO TPOIOV dev omattel 1dlaitepeg cuvONKeg Bepuokpaciog yio Tnv @OAAEN Tov.
Avdpxela {ong LeTd TO TPOTO GvOLyUa TOV AUECOV TEPIEKTN: 28 Muépeg.

Noa un xpnoionoteital avtd To0 KTNVINTPIKO QUPUOKEVTIKO TPOidV UeTd TV nuepounvio Anéng mwov
avayPAPETOL GTO KOLTi Kot 6T O1édAn petd Exp. H nuepounvia AMM&ewg cvpmintet pe v terevtaio
NUEPO TOV GLYKEKPUEVOL UNVAL.

12.  E0wkég mpo@uracelrs amoppryng

Ta @dppoxo dev TPENEL VL OTOPPITTOVTOL HECH TV ADUATOV 1) TOV OIKLUKOV OTOPANTOV.

XPNGILOTOGTE TPOYPAULATO EXIGTPOPNS PAPUAKDV Y10 TV OTOPPIYT UN XPNOUOTOMOEVT®V
KTNVIOTPIKOV QAPLOKEVTIK®VY TPOIOVIOV 1) GAL®Y DAMK®V 0L TPOEPYOVTOL OTd T XPHOT TOVG
GUUPMOVO, LE TIC TOTIKEG ATOTNOELS KOl e TUYOV 1oybovta eBvikd cvotiuate cvAloyng. To uétpa
QVTA UTOCKOTOVY GTNV TPOCTAGIN TOL TEPBAAAOVTOC.
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ZopPovievbeite Tov KTNVIOTPO GOC 1} TOV QUPUAKOTOLO GAG Y10, TOV TPOTO ATOPPIYNG TV
YPTCILOTONOEVTOV QUPLAK®V.

13. Toa&vopunon TOV KTNVWTPIKOV QUPLIKEVTIKAOV TPOIOVTOV
Na yopryeital povov e KTNVIOTPIKE GLVTAYT].
14. Ap1OBpoi Gdg10g KUKAOQPOPILOS KUl GVGKEVUGIEG

EU/2/09/098/001
Kovti and yaptovi pe erorido 1 tov 100 ml.

15. Hpepopnvia televtaiog avade®dpnong Tov QUALOV 00NYLOV YP1oNG

Agntopepeic TANPoeopieg Yo TO v AOY® KTNVIATPIKO QOPUAKEVTIKO TPoidv eivan dtabéoies ot
Baon dedopévav g EE yio ta kmviatpikd wpoidvta (https://medicines.health.europa.eu/veterinary).

16. Xroyeio emxovoviag

Kéiroyog tne Ads10¢ KUKAOQOPIOG KOl GTOLYEL0 EMIKOWVOVIOC Y10, TNV 0vaQopd TavoAOYOOUEV®DV

QVETIOOUNTOV EVEPYEILDV:
Dopharma Research B.V.

Zalmweg 24

NL-4941 VX Raamsdonksveer
Tel: +31-162-582000
pharmacovigilance@dopharma.com

[Mapackevaotic LEELOVYOC Yo THV ATEAELOEPWGT TOV TOPTIOWV:

Dopharma B.V.
Zalmweg 24
NL-4941 VX Raamsdonksveer

Tomkol ovTITPOTMTOL KOl GTOLYEIN EMKOVAOVINC YI0L TNV ova@opd Tthovoloyoduevev avertfountwyv

EVEPYELDV:

Belgié/Belgique/Belgien
Dopharma Research B.V.

Zalmweg 24

NL-4941 VX Raamsdonksveer

Tel: +32 475 367 776
pharmacovigilance@dopharma.com

Penyb6smmka bearapus

Dopharma Research B.V.

Zalmweg 24

NL-4941 VX Raamsdonksveer

Tel. +31-162-582000
pharmacovigilance@dopharma.com

Lietuva

Magnum Veterinaaria AS
Vae 16

EE-Laagri 76401, Harjumaa
Tel: +372 53930234
vetsafety@magnum.ee

Luxembourg/Luxemburg
Dopharma Research B.V.

Zalmweg 24

NL-4941 VX Raamsdonksveer

Tel: +32 475 367 776
pharmacovigilance@dopharma.com
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Ceska republika

Cymedica, spol. sr.o.

Pod Nadrazim 308/24

CZ 268 01 Hofovice

Tel: +420 311 706 211
farmakovigilance@cymedica.com

Danmark

Salfarm Danmark A/S
Nordager 19

DK- 6000 Kolding
TIf: +45 7550 8080
info@salfarm.com

Deutschland

Dopharma Deutschland GmbH
Hansestr. 53

DE-48165 Minster

Tel: +49 (0)2501 594 349 20
pharmakovigilanz@dopharma.de

Eesti

Magnum Veterinaaria AS
Vae 16

EE-Laagri 76401, Harjumaa
Tel: +372 53930234
vetsafety@magnum.ee

El\Gda
Neocell EITE

100 yAp. EBvikng Odo0 ABnvav-Aapiog

EL-14451 Metopopewon ATtikng
TnA: +30 210 2844333
pharmacovigilance@neocell.gr

Espafia

Dopharma Iberia

Avenida de la Llana 123
ES-08191, Rubi — Barcelona
Tel: +34 637 370492

farmacovigilancia@dopharma-iberia.com

France

Laboratoire LCV

Z.1. Plessis Beucher
FR-35220 Chéteaubourg
Tél: +33 299 00 92 92
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Magyarorszag
Dopharma Vet S.R.L.

Str. Aeroport nr. 44
Localitatea Ghiroda
RO-Judetul Timis 307200
Tel: +40 728 138 903
a.ardelean@dopharma.ro

Malta

Dopharma Research B.V.

Zalmweg 24

NL-4941 VX Raamsdonksveer

Tel. +31-162-582000
pharmacovigilance@dopharma.com

Nederland

Dopharma Research B.V.

Zalmweg 24

NL-4941 VX Raamsdonksveer

Tel. +31-162-582000
pharmacovigilance@dopharma.com

Norge

Salfarm Scandinavia AS
Fridtjof Nansens Plass 4
N-0160 Oslo

TIf: +47 902 97 102
norge@salfarm.com

Osterreich

Dopharma Deutschland GmbH
Hansestr. 53

DE-48165 Minster

Tel: +49 (0)2501 594 349 20
pharmakovigilanz@dopharma.de

Polska

Dopharma Polska

ul. Wojskowa 6/B02
PL - 60 792 Poznan
Tel.: +48 516 052 508
PhV@dopharma.pl

Portugal

VETLIMA-Sociedade Distribuidora de Produtos

Agro-Pecuarios, S.A.

Centro Empresarial da Rainha, Lote 27

PT-2050-501 Vila Nova da Rainha
Tel: +351 263 406 570

Detalhes de contacto para comunicar suspeitas

de eventos adversos:
farmacovigilancia@vetlima.com
Tel: +351 964404163
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Hrvatska

Arnika Veterina d.o.o.

Vidikovac 20

HR-10000 Zagreb

Tel +385 91 364 3731
visnja.pintar-alicevic@arnika-veterina.hr

Ireland

Dopharma Research B.V.

Zalmweg 24

NL-4941 VX Raamsdonksveer

Tel. +31-162-582000
pharmacovigilance@dopharma.com

island

Salfarm Danmark A/S
Nordager 19

DK- 6000 Kolding
TIf: +45 75 50 80 80
info@salfarm.com

Italia

Dopharma Italia S.R.L.

Via delle Porte Nuove, 20
IT-50144 Firenze

Tel +39 (346) 14 26 164
servizioclienti@dopharma.it

Kvnpog

Neocell EITE

100 yAp. EBvikng Odo0 ABnvav-Aapiog
EL-14451 Metopopewon ATtikng

TnA: +30 210 2844333
pharmacovigilance@neocell.gr

Latvija

Magnum Veterinaaria AS
Vae 16

EE-Laagri 76401, Harjumaa
Tel: +372 53930234
vetsafety@magnum.ee

Romaéania

Dopharma Vet S.R.L.

Str. Aeroport nr. 44
Localitatea Ghiroda
RO-Judetul Timig 307200
Tel: +40 728 138 903
a.ardelean@dopharma.ro

Slovenija

Dopharma Research B.V.

Zalmweg 24

NL-4941 VX Raamsdonksveer

Tel. +31-162-582000
pharmacovigilance@dopharma.com

Slovenska republika

Cymedica, spol. s r.0.

Pod Nadrazim 308/24

CZ 268 01 Horovice

Tel: +420 311 706 211
farmakovigilance@cymedica.com

Suomi/Finland

Orion Pharma Elainladkkeet
PL 425

FI1-20101 Turku

Puh: +358 10 4261
drugsafety@orionpharma.com

Sverige

Salfarm Scandinavia AB
Florettgatan 29C

2. Van

SE-254 67 Helsingborg
Tel: +46 (0)767 834 810
scan@salfarm.com

United Kingdom (Northern Ireland)
Dopharma Research B.V.

Zalmweg 24

NL-4941 VX Raamsdonksveer

Tel. +31-162-582000
pharmacovigilance@dopharma.com
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OYAAO OAHI'TQN XPHXHX

1. Ovopooio TOv KTNVIHTPLKOD QOPUUKEVTIKOD TPOIOVTOG
Melovem 20 mg/ml evéoipo diddvpa yio foogtdn, xoipoug Kot Ghoyo
2. XovOeon

Kabe ml tepiéyet:

ApPOUGTIKE GVGTUTIKG.:

Melo&uchiun 20 mg
"Exdoya:
ABavoln 150 mg

Awoyég xitpvo dtdivpa.

3. Eion Loov

Booe1dn, yoipot kot dAoya

4, OepamevTiKég evoeitelg

Booson:

Xpnowponoteitor og 0&gleg ovamVELOTIKES AOUMEELS, GE GUVILAGUO LE TNV KOTAAANAT avTIBloTIKY
Oepameia, yuo T pei®ON TOV KMVIKGV GUUTTOUATOV 6€ Bo0E1dN.

Xpnoiponoteitol oe SIPPOLES, GE GLVIVAGO UE OO TOV GTOUNTOS EVVIATIKY Bgpameio yio Tn peion
TOV KMVIKOV CUUTTOUATOV 6 LOGYOVE NALKiog peyodvtepnc g 1 efdouddag Kot o€ PLooyides.

Mo copmdinpopotiky Oepomeio 6TV AVIIUETORION TG 0EEING LOOTITIONG, GE GLVOLOCUO e
avtiplotikn Bepaneio.

[Ma v xatampdiven Tov HETEYYEPTTIKOD TOVOL LETA TNV OTOKEPATOGT GE LOGYOVG. .

Xoipou:

Xpnoiponoteital oe U LOAVGHOTIKEG TOONGELS TOL KIVITIKOD GLGTHIOTOC, Y10, TN LEIMGT TV
CUUMTOUATOV TNG YOAOTNTAG KO TNG PAEYLOVIG.

Mo copmAnpopoatiky Oepomeio 6TV AVTILETOTIOT THE ETAOYELNC oMyoLuiog kat toSvatuiog
(oOvdpopo paotitidug-punpitidac-ayoratiog) o€ cuVELAGUO Ue TNV KATAAANAN avTiBloTik Oepaneio.

Aloya:

[N ypron 6TV Katampauven g AEYLOVIG KOl GVOKOLPIOT| atd TOV TOVO, T0G0 6€ 0&gleg 660 Kot
o€ YPOVIEG LVOCKEAETIKES O1OTAPOLYES.

Mo v avokoveiomn amd Tov TOVOo ToL GYETICETAL [LE TOV KOMKO TMV ITTOEOMOV.

5. Avtevoeigeag

Na un ypnoionoteitar o GAoyo nAkiog pikpdtepng tv 6 fdouadmv.

Na un ypnoyLonoteital o€ EYKLEC 1 YOAOVYO0VCES POPASEC.

Noa unv ypnoytonoteitor og {da e PELOUEVT NTATIKY, KAPSIOKN 1] VEQPIKN Agttovpyio Kot
ALLOPPAYIKEC dlaTapayEg, 1 OOV VITdpPyovY evoeilelc PALaPdv amd yaoTpevTepIKa EAK.

Na un ypnoylonoleital o€ TepinTmon vIEPELAIGONGIlUg GTN OPACTIKT OVGIN 1) G€ KATO0 AmTd TO.
£K60Y0L.

IMa ™ Bepaneio tng d1dppotag TV Boogddv, To TPoidv dev TPEMEL Vo, ypnoiponoteitol o {oa nAkiog
piKpoTEPNG TNG Hog efdopddag.
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6. Ewdkéc mpogridomonoels

Ewducég mpogidomomoels:

H Oepaneio Tov HOGY®V LE TO KTNVINTPIKOD (OPLAKEVTIKOD TPOTOVTOG, 20 AETTE TPV Omd TNV
OTOKEPATMOOT], LELOVEL TOV

peteyyepntkd tdévo. H xoprynomn tov 1o KInviaTpkod QopUoKELTIKOD TPOIOVTOS LOVOV deV
EMTVYYAVEL TATPN OVOKOVPLOT) otd TOVO KATd TNV YEPOLPYIKN enépPaon g anokepdtwonc. [ v
enitevén avarkoHPong and T TGVO KATA TN YEPOLPYIKN EXEUPACT|, ATOLTEITAL ) GUYXOPNYNOT| LLE
KATOAANAO AVOAYNTIKO.

[dwritepec TpouAGEELC Yia TV 0cQOAN ¥pTon ota £i0n (hmv:

Edv emovpfoidv avemBiunteg evépyetec, o mpémet va dtakomteton n aywyn kot vo {ntnbein
GUUPOVAN KTNVIATPOL.

Noa amopebyetarn yxpnon o cofapd aPLONTOUEVO, VTOYKALLUKG, 1] VTOTOCIKA (Ho 6T, 0Toi
OTOTEITOL TOPEVTIEPIKT] ATOKOTAGTAGT] TOV VYPDV, S1OTL VILAPYEL EVOEXOEVOS Kivouvog ToEikmong
TOV VEQPPOV.XE TEPIMTOGT OVETAPKOVS AVAKOVPIONG ard TOV TOVO, OTAV YPNCLLOTOLEITOL 5T
Bepamneio TOL KOAKOV TOV WINOEWODV, B0 TPEMEL VO, YIVETAL TPOGEKTIKT EXAVEKTIUNGT TNG
dayvaoong, Kabdc avtd Umopel Vo amoTeAESEL EVOEIEN Y10 AVAYKT] XEPOVPYIKNG EMEUPAOTG.

Idwitepec TpouAdEelc mov wpémet va Aaufdvovtol amd To GTOUO TOL YOPNYEL TO KTNVINTPLKO
©OpUaKeEVTIKO TPOTdV og {Dha:

Tuyoio avtoéveon e TO TPOIOV TOL GTOUOL TTOL YOPNYEL TO oKeEVAGUA TOUVOV VO TPOKAAEGEL TOVO.
Atopa pe damotopévn vepevoicincio o pn otePoedn avtipreypovoon eapuaka (MEAD), Tpénet
VO OTOQEVYOLV TNV EMAPT LE TO KTNVINTPIKO QAPUOKEVLTIKO TPOIOV. Xe TEPIMTMON TUYOL0G
avToéveonc Le T Perdvn g chpLyyag mov TEPIEYXEL TO PAPUAKO, VO OVO{NTOETE AUECHOS LOTPIKT
Bonbetla ko va emdeiEete GTOV 1TPO TO PUALO 0O YLDV ¥PNONG 1 TNV ETIKETA TOV PAPUAKOL.

Eyxvpocivn kon yorovyio:
Booedn kot yoipot: Mropet va ypnopomomBei katd tn dtdpkela Tng KONONG Kot TG yolovyiog.
Aloya: Na un ypnoyonoteitor og £YKveG 1] YoAOLY0VoES POPADES.

AMNAeTIOpoon LE GAAD QOPUOKEVTIKA TPOIOVTO Kl GAAEC LOPOEC dAANAETIOpaoNC:
To mpoidv dev TPEMEL VoL YOPNYEITUL TAVTOYPOVA IUE YAVKOKOPTIKOGTEPOEIDN, LLE GAAQ, LUT)-
GTEPOELDT AVTIPAEYLOVDON QAPIOKA ) OVTITNKTIKOVG TOPEYOVTEC.

Yrnepdocoroyia:
Xe nepintwon vrepdocoroyiag, Tpémetl va xopnynOel countopatikny Oepaneia.

Kvopieg aovpfatdmre:
Abdyo EMAeYNG HEAETOV OCLUPATOTNTOG, TO TOPOV KTNVINTPIKO POPLOKEVTIKO TPOTOV OEV TPEMEL
VO OVOLULELYVOETOL LE GAAL KTNVIATPIKE QOPLOKEVTIKA TPOTOVTOL.

7. Avem@dunta cvppavra

Booe1dn, yoipot kot dAoya:

Soyva Oidnua oto onueio g éveonc
(1 éwg 10 Coa / 100 vmod Bepameia

{oa):

[ToAv ondvia AvapulakTtogdng avtidpoon?

(<1 Lo / 10.000 vro Oepaneia {oa,
CLUTEPILOUPAVOUEVOV TOV
LELOVOLEVOV OVAPOPDV):
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L mapodikd oldnua petd amd vroddpia yopynon o Pooetdn kot evooPALBia yoprynon oe GAoya
2 Mmopet v tvar coBapd (copmeptlapPoavopévov Tov 0ovaTov) Kat Tpénet vo, ovTiueTomileTat
GUUTTOHOTIKA.

H avagopd avemBountov coppdviav etvor onpavtiky. Emitpénet t cuveyn mapoakorovOnon g
acPaAelag evog Tpoiovtog. Edv mopatnproete omoladnmote avemBountr evépyeta, akOpUo Kot ov Ogv
AVOQPEPETOAL OTO ECOKAEIGTO PUALO 0ONYIDV ¥PNOTG 1| AUPIBAALETE Y10 TNV OTOTEAEGLOTIKOTITO TOV
oapudxov, mapokaAeichs vo ETKOVOVNGETE, Katapyds, LLe ToV KTnviatpd coc. Mmopeite eniong va
OVOPEPETE OTOLAONTTOTE AVETIOVUNTO GLUPAVTO GTOV KATOYO TNG ASELNG KUKAOPOPIOGS 1) GTOV TOTIKO
AVTITPOGMTO TOV KOTOXOV TG AOELNG KUKAOPOPIOG XPTCILOTOIMVTOS TO, GTOLYEIN ETIKOIVMVING 6TO
TEAOG CVTOD TOV PVALOL 0OMNYLDV YPNONGE, N LECH TOL €0VIKOD GG GLGTILUTOC UVAPOPAS.

8. Aocoloyia yio ka0 €id0g, TPOTOS KO 0601 YOpP1YNOoNG

Boogwon:

Ama& vodopla 1) evooPAEPia Eveon ot d6om tov 0,5 mg pelo&ikaunc/kg copaticod Bapovg (..
2,5 ml/100 kg copoatikod Bapovg) oe cuvdvaouod pe v katdAnin aviiBlotiky Bepaneio 1 pe v
Ao TOV GTOHOTOC EVVONTIKY Oepameio.

Xoipou:

Ama& gvdopikn éveon ot 66om tov 0,4 mg perlo&ikaung/kg couatikod Bapovg (r.y. 2,0 ml/100 kg
oOUOTIKOV BAPOVGS) 6E GUVILOCKO HE TV KATAAANAN avTiBlotiky Oepaneio.

Edv amorteital, pmopel va yivel pio de0tepn yopnynom HeAOEIKAUNG, LETd and 24 dpec.

Aloya:

Ama& evoopAéPia Eyyvon otn doon tov 0,6 mg pelo&ikdung/kg copaticod Bapovg (dna. 3,0
ml/100 kg copatikod Bapovg).

9. Odnyieg Yo ™) 6®GTI| YopRynon
Noa amopebyete TV eXUOALVOT KATE TN ¥PNoT.
Katd ™ Bepancio opddwv (dwv, vo ypnotporoteiton Pelova avappdenong (draw-off) mpog amopuyn

vrepPorikng didtpnong tov nopatoc. O peyiotog apfuoc Statpioemv Bo tpénet va mepropiletal oe

10. Xpévor avapoviig

Booson:

Kpéag kot edmdypot 1otot: 15 nuépec.
T'aa: 5 nuépeg.
Xoipou:

Kpéag kot edddyot 1otoi: 5 nuépeg.
Aloya:

Kpéag kat edddyot 1otoi: 5 nuépec.

Agv gmtpénetor n yoprynon o€ {da ta omoia Tapdyovy YA Yo avOpdmTIVY KATOVIAMOT).
11. EIAIKEX XYNOHKEX AIATHPHXHX

Na puAdooetal oe Béor, TNV onoia dev PAémovy kat dgv mpooeyyilovy Ta Toudid. Na
QUAACGCETE TO EVEGIUO PLOAIOI0 0TO EEMTEPIKO KOVTI Y10, VAL TO TPOPVAACCETE OO TO PG,
Na unv yoyetot 1 katayvyetotl. DuAACCETOL TPOGTATEVOUEVO OO TOV TAYO.

Aldpketo {onNg PHETA TO TPMTO GVOLYLLO TOL AUECOV TTEPLEKTN: 28 MUEPES.
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Na pn xpnotpomoteital antd 10 KTNVINTPIKO QOPUOKEVTIKO TPOidV LETA TNV NUepounvia ANENG Tov
aVaYPAPETOL GTO KOLTL Kot 6T O1dAn petd Exp. H nuepounvia AMéewg cvumintel pe v terevtaio
NUEPO TOV GLYKEKPIUEVOL LN VL.

12. Ewwkég Tpopuraers amoppryng

Ta @dppoKo dev TPETEL VAL OTOPPITTOVTOL LECH TOV ADUATOV 1) TOV OIKIUK®V OTOPANTOV.
XPNGLUOTOMGTE TPOYPALLATO EXLGTPOPNS PAPLAK®V Y10 TV OTOpPIYT| 1N XPNolponomBévimv
KINVIOTPIK®OV QOPUUKEVTIKOV TPOIOVI®MV 1 GAA®V DAIKOV 0V TPOEPYOVTOL amd TN YPNON TOVG
GUUPOVO, [LE TIG TOTIKEG AMOLTNOELS Kot Le TUYOV 1oyvovta eBvikd cvotipata cvAloyng. Ta pétpa

QVTA UTOCKOTOVY GTNV TPOCTAGIN TOL TEPPAAAOVTOC,.

Svppovievbeite Tov kNViaTpd 60OG 1 TOV PUPUOKOTOLO GOG Y10 TOV TPOTO AIOPPIYNG TOV
AP CLLOTONOEVTOV QOPULAK®Y.

13. Ta&véopnon TOV KITNVIETPIKOV QUPUIKEVTIK®OV TPOTOVI®V
Noa yopnyeitor povov pe KTNVIOTPIKT GUVTOYT.
14. Ap1Bpoi G105 KUKAOQPOPILOS KU GVGKEVAGIEG

EU/2/09/098/002
EU/2/09/098/003
EU/2/09/098/004

Xdaptvo kovti pe 1 groiidio tawv 50 ml, 100 ml 1 250 ml.
Mmropet va punv KokAo@opohv OLEG 01 GLGKEVAGIES.

15. Hpepounvia tedevtaiog avadedpnong Tov QUALOV 00NYLAY YP1oNG

Aentouepeic TANPOPOPIES Y10 TO €V AOY® KTNVIATPIKO QUPLOKEVTIKO TPoioy gival dabéaiueg ot
Baomn dedopévev ™ EE yia o kmviatpikd wpoidvta (https://medicines.health.europa.eu/veterinary).

16. Xroyyeio emxovoviag

Kdaroyoc e ddsroc kukho@opioc Kot GTOYEIN ETKOVAOVIOC Y10 TNV ava@opd THovoloyodUEVOVY
avEMBOOUNTOV EVEPYEIDV:

Dopharma Research B.V.

Zalmweg 24

NL-4941 VX Raamsdonksveer

Tel: +31-162-582000

pharmacovigilance@dopharma.com

TTapaockevootc VTEVOLYOC Y10 TNV OTEAEVOEPWON TOV TOPTIOWV:
Dopharma B.V.

Zalmweg 24

NL-4941 VX Raamsdonksveer

Tomkol ovIUITPOGMTOL KOl GTOLYEI EMKOVAOVIAC Yo TNV avopopd Thovorloyoduevayv avemountmy
EVEPYELDV:
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Belgié/Belgique/Belgien
Dopharma Research B.V.

Zalmweg 24

NL-4941 VX Raamsdonksveer

Tel: +32 475 367 776
pharmacovigilance@dopharma.com

Peny6smka bbarapus

Dopharma Research B.V.

Zalmweg 24

NL-4941 VX Raamsdonksveer

Tel. +31-162-582000
pharmacovigilance@dopharma.com

Ceska republika

Cymedica, spol. s r.o.

Pod Nadrazim 308/24

CZ 268 01 Horovice

Tel: +420 311 706 211
farmakovigilance@cymedica.com

Danmark

Salfarm Danmark A/S
Nordager 19

DK- 6000 Kolding
TIf: +45 7550 8080
info@salfarm.com

Deutschland

Dopharma Deutschland GmbH
Hansestr. 53

DE-48165 Miinster

Tel: +49 (0)2501 594 349 20
pharmakovigilanz@dopharma.de

Eesti

Magnum Veterinaaria AS
Vae 16

EE-Laagri 76401, Harjumaa
Tel: +372 53930234
vetsafety@magnum.ee

EALGda

Neocell EITE

100 yAp. EBvikng Odov ABnvav-Aapiog
EL-14451 Metapopemon ATTiKNg

TnA: +30 210 2844333
pharmacovigilance@neocell.gr

Lietuva

Magnum Veterinaaria AS
Vae 16

EE-Laagri 76401, Harjumaa
Tel: +372 53930234
vetsafety@magnum.ee

Luxembourg/Luxemburg
Dopharma Research B.V.

Zalmweg 24

NL-4941 VX Raamsdonksveer

Tel: +32 475 367 776
pharmacovigilance@dopharma.com

Magyarorszag
Dopharma Vet S.R.L.

Str. Aeroport nr. 44
Localitatea Ghiroda
RO-Judetul Timis 307200
Tel: +40 728 138 903
a.ardelean@dopharma.ro

Malta

Dopharma Research B.V.

Zalmweg 24

NL-4941 VX Raamsdonksveer

Tel. +31-162-582000
pharmacovigilance@dopharma.com

Nederland

Dopharma Research B.V.

Zalmweg 24

NL-4941 VX Raamsdonksveer

Tel. +31-162-582000
pharmacovigilance@dopharma.com

Norge

Salfarm Scandinavia AS
Fridtjof Nansens Plass 4
N-0160 Oslo

TIf: +47 902 97 102
norge@salfarm.com

Osterreich

Dopharma Deutschland GmbH
Hansestr. 53

DE-48165 Miinster

Tel: +49 (0)2501 594 349 20
pharmakovigilanz@dopharma.de
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Espafia

Dopharma Iberia

Avenida de la Llana 123

ES-08191, Rubi — Barcelona

Tel: +34 637 370492
farmacovigilancia@dopharma-iberia.com

France

Laboratoire LCV

Z.1. Plessis Beucher
FR-35220 Chéteaubourg
Tél: +33 299 00 92 92

Hrvatska

Arnika Veterina d.o.o.

Vidikovac 20

HR-10000 Zagreb

Tel +385 91 364 3731
visnja.pintar-alicevic@arnika-veterina.hr

Ireland

Dopharma Research B.V.

Zalmweg 24

NL-4941 VX Raamsdonksveer

Tel. +31-162-582000
pharmacovigilance@dopharma.com

island

Salfarm Danmark A/S
Nordager 19

DK- 6000 Kolding
TIf: +45 75 50 80 80
info@salfarm.com

Italia

Dopharma Italia S.R.L.

Via delle Porte Nuove, 20
IT-50144 Firenze

Tel +39 (346) 14 26 164
servizioclienti@dopharma.it

Kvnpog

Neocell EITE

100 yAp. EOvikng 0600 ABnvav-Aapiog
EL-14451 Metopopemwon ATtikng

TnA: +30 210 2844333
pharmacovigilance@neocell.gr
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Polska

Dopharma Polska

ul. Wojskowa 6/B02
PL — 60 792 Poznan
Tel.: +48 516 052 508
PhV@dopharma.pl

Portugal

VETLIMA-Sociedade Distribuidora de Produtos
Agro-Pecuérios, S.A.

Centro Empresarial da Rainha, Lote 27
PT-2050-501 Vila Nova da Rainha

Tel: +351 263 406 570

Detalhes de contacto para comunicar suspeitas
de eventos adversos:
farmacovigilancia@vetlima.com

Tel: +351 964404163

Roménia

Dopharma Vet S.R.L.

Str. Aeroport nr. 44
Localitatea Ghiroda
RO-Judetul Timis 307200
Tel: +40 728 138 903
a.ardelean@dopharma.ro

Slovenija

Dopharma Research B.V.

Zalmweg 24

NL-4941 VX Raamsdonksveer

Tel. +31-162-582000
pharmacovigilance@dopharma.com

Slovenska republika

Cymedica, spol. s r.o.

Pod Nadrazim 308/24

CZ 268 01 Horovice

Tel: +420 311 706 211
farmakovigilance@cymedica.com

Suomi/Finland

Orion Pharma Elainladkkeet
PL 425

FI-20101 Turku

Puh: +358 10 4261
drugsafety@orionpharma.com

Sverige

Salfarm Scandinavia AB
Florettgatan 29C

2. Van

SE-254 67 Helsingborg
Tel: +46 (0)767 834 810
scan@salfarm.com
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Latvija United Kingdom (Northern Ireland)

Magnum Veterinaaria AS Dopharma Research B.V.

Vae 16 Zalmweg 24

EE-Laagri 76401, Harjumaa NL-4941 VX Raamsdonksveer
Tel: +372 53930234 Tel. +31-162-582000

vetsafety@magnum.ee pharmacovigilance@dopharma.com
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DO®YAAO OAHT'IQN XPHXHX
1. Ovopoocio TOv KTNVIITPLKOD QOPUUKEVTIKOD TPOIOVTOG
Melovem 30 mg/ml evéoipo didlvpa yio foogidn kat xoipovg
2. 2ovleon
KaOe ml mepiéyet:

APUGTIKG GLOTOTIKG:

Mero&apn 30 mg
"Exdoya:
Bevlulikn aikooin 20 mg

N-pebvromvpporddévn 200 mg
Awyég xitpvo dtdivpa.

3. Eion {owv

Boog1dn kat yoipot

4. OepamevTiKég evoeitelg

Boogwon:

Ama& vodopio Eveon ot 6601 Twv 0,5 Mg pedo&ikaung/kg copatikod Bapoug (w.y. 2,5 ml/150 kg
oOUATIKOD BApovg) 6e cuVOLAGUO Ue TNV KATAAANAN avTiploTiky Oepaneio | pue v amd Tov
oTOUATOG EVLOATIKY Oepameia.

Xoipou:

Ama& gvdopwikn éveon otn 600 tov 0,4 mg pelo&ikdung/kg cowpatikod Bapovg (m.y. 2,0 mi/150
kg copatikod Bapovg) o cuvdLaGuO pe THY KATAAANAN avTiploTikn Oepamneia.

Edv amorteitat, pmopet va yivel pio de0tepn yopnynom HeAo&kaung, petd and 24 opec.

5. Avtevoeigeag

Noa unv ypnoyionoteital o€ (O Pe PELMUEVT NTATIKY, KAPILOKN 1] VEQPIKT Agttovpyio Kot
ALLOPPAYIKES SlaTapayEg, 1 OOV VITdPyoVY eVOEilels PAaPdv amd YaoTpeVTEPIKA EAKN.

Na pn gpnoylonoteitan og tepintmon vrepevalcinoiog ot SPAcTIKY| OVGIN 1) G€ KATO10 Ao TaL
£KO0y0L.

INo ™ Bepameio g S1dppotag TV fooEdDV, TO TPOIOV deV TPENEL VA YpNCIHOTOLEITAL 68 (DU NAKING
piKpoTEPT G TNG Lo ERSouddag.

6. E1dwkéc mpogidomonijosig

Educég mpogidomomoelc:

H Bepaneio Tov HOGY®V LE TO KTNVINTPIKOD (OPLAKEVTIKOV TPOTovTog, 20 AETTd TPV 0md TNV
OTOKEPATMOOT), LLEUDVEL TOV PETEYYEPNTIKO TOVO. H Yop1ynon Tov To KTnviaTpikod GopHOKEVTIKOD
TPOTOVTOC LOVOV OEV EMTVYYAVEL TANPN OVAKOVQIGT atd TOVO KATA TNV XEPOLPYIKY eXéuPacT g
amokepatong. ['a v enitevén avaxodElong omd Tov TOVO KUTA TN EPOVPYIKT| ETEUPACT,
OTOLTEITOL 1) GLYYOPTYNON KE KATAAANAO AVAAYTIKO.

ISwnitepec TPoULAGEELC Y10 TNV aoQOAT ¥prion ota £idn Lhwv:
Edv emovpfodv avemBounteg evépyeteg, o mpémel va dtakomTeTon 1 aywyn kot vo, {ntnoein
oupfovin kmvidTpov. No amopedyeTal 1 ¥pNon o€ GoPapd apUIATOUEVE, VTOYKOUIKA, 1)
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VIOTACIKA (MO 6TA OTTOL0L ATALTEITOL TOPEVTEPIKT OTOKATAGTACT) TOV VYPOV, O10TL VILAPYEL
£vOEYOUEVOC KIVOLVOg TOEIKMOONCTMY VEPPDOV.

[dwitepec mpourdelc mov wpénet va AapuBdvovial amd To GToLo ToL Yyopnyel TO KTNVIOTPIKO
QOPUOKEVTIKO TTPOidV o8 {ma:

Toyaio avtoéveon pe To TPOIOV TOL ATOUOL TOL XOPNYEL TO okevACUA THAVOV VA TPOKAAEGEL TOVO.
Atopa pe dlametopévn vepevoicincio 6 PN oTEPOEdN avtipAeypovadn eapuaka (MEAD), Tpénet
VoL ATOPEVYOLV TNV ETOAPT] LE TO KINVINTPIKO PUPUOKEVTIKO TTPOTOV. L€ TEPIMTOON TLYOLOG
avToéveonc He T PeAdVN TG chPLYYag OV TEPIEYXEL TO PAPUAKO, VO OVOLNTCETE AUECHOS LOTPIKT
BonBeta ko va emdeiEete 0TOV 1TPO TO PUALO OO YLDV YPNIONG N TNV ETIKETA TOV PAPLLAKOV.

AT6 epyooTNPLOKEG LEAETEC GE KOVVEALN KOl 0poLPaiong pe TO €kd0y0 N-pebviomvupporidovn
TPOEKVY AV OTOSEIKTIKG aToyEin euPpvoTtolikmv emdpdoemv. Ot yuvaikeg 6e avamapoy®ytkn nAkia,
01 £YKVEG YUVAIKEG 1] Ol YUVOIKES Yia TG omoieg vTdpyeL vroyia 0Tt eivor Eykveg Ba mpénet va
YPTOLLOTOLOVV TO KTNVIATPIKO POPLAKEVTIKO TPOIOV LE 1O10ETEPT] TPOGOYT], MGTE VO ATOPEVYETAL T
TLYOLO OVTOEVEST).

Eyxvpocvvn, yolovyia kKot yovipudtnto:

H ac@delo Tov KTNviaTpikol QuproKELTIKOD TPoidvToc dev Exel Tekunplmbel oe fo0g1dn Kat yoipovg
KaTd T O1GpKELD TNG KOTONG Kal TG YoAovyiag, 1| o {da wov mpoopilovial yio avamopoymyn. Amo
EPYOOTNPLOKEG LEAETEC GE KOVVEAD KOl 0pOoLPaiong Ue To £kd0y0 N-pebvuAomvppoidovn Tposkuyay
ATOOEIKTIKG, oTOLYElR EUPPLOTOEIKDV EMOPAGEDY. XPNGIUOTOMGTE TO LOVO GOUPOVO. E TNV
EKTIUNOM 0PELOVLG/KIVOVVOL amd TOV LITEVOVVO KTIVINTPO.

AlMnAenidpaon pe GAAL QOPLOKEVTIKA TTPOTOVTA Kol AAAEG HOPOES aAANAETIOpaoNC:
To mpoidv dev TPEMEL VaL YOPNYEITOL TAVTOYPOVA LIE YAVKOKOPTIKOGTEPOELDN, e AAAD UN-CTEPOELON
AVTIPAEYLOVAOIT QAPLOKO 1] OVTITNKTIKOVE TOPAYOVTES.

Yrepdocoroyia:
Xe mepintwon vrepdocoroyiog, Tpémel va xopnyndei copuntmpatikn Oepaneio

Kvpiec acvuforomreg:
Abdyo EMAeyYNG HEAETOV OCLUPATOTNTOG, TO TOPOV KTNVINTPIKO POPLOKEVTIKO TPOTOV OEV TPEMEL
VO OVOUELYVOETOL LE AAAL KTNVIOTPIKE QOPLOKEVTIKA TPOTOVTO.

7. Avem@dpunra cvppavra

Booe1dn kat yoipot:

Soyvd Oidnuo 610 onueio g éveonct
(1 émg 10 Loda / 100 vid Oepameia

{oa):

[ToAv ondvia AvapulakTtogtdng avtidpoon?

(<1 {do / 10.000 vmo Bepaneia {da,
CLUTEPILOUPAVOUEVOV TOV
LELOVOUEVOV OVAPOPDV):

L tapodikd oidnua petd amd vrodopia yoprynon o Boosidn.
2 Mropei vo. gtvon coPopd (cuumeptrapBovopévon Tov OavaTov) Kot TpEmel vo, avTipeTomileTa
GUUTTOHOTIKA.

H avagopd avemBountov coppdviov eivar onuavtikn. Emtpénet tn cuveyn mopoakolovdnon g
acPAAELOG EVOG TTPOidVTOG. Edv mopatnprnoete omoladnmote avemBountrn evEpyela, akopo Kot ov Ogv
AVOPEPETOAL OTO ECOKAELGTO GUALO 0INYIDOV ¥PNOTNG 1 AUPIBAALETE Y10 TNV OTOTEAEGLOTIKOTITO, TOV
oapudrov, mapokaieichs vo eTKovmVACETE, KATOPYAS, LE TOV KTNviatpd cag. Mmopeite emiong va
AVOQEPETE OTOLAONTOTE AVETIOVUNTO GUUPAVTO GTOV KATOYO TNG ASELNG KUKAOPOPIOG 1| GTOV TOTIKO
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AVTITPOGMTO TOL KATOYOV TNG AOELNG KUKAOPOPIOG YPTOLULOTOIDVTAG TO GTOLYEIN EMKOIVOVING GTO
TEAOG 0LTOV TOL PVLALOL 0NV YPNONG, N LEG® TOV EBVIKOD GG CLGTIHUATOS OVAPOPAG.

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

Boogwon:

Ama& vodopio Eveon ot 0601 Twv 0,5 Mg pero&ikaung/kg copotikod Bapoug (w.y. 2,5 ml/150 kg
oOUATIKOD BApovg) 6e GUVOLAGUO e TNV KATAAANAT avTiploTik Oepaneio | pe v amd Tov
o1oHaTOG gvudaTikh Bepameia.

Xoipou:

Ama& evdopikn éveon otr 86on tov 0,4 mg peroéikaung/kg copatikov Bapovg (w.y. 2,0 ml/150
kg copatikod Bapovg) o cuvELAGUO pE TV KATAAANAN avTiploTikn Oepaneia.

Edv amotteitar, pmopel va yivel pio devtepn yopnynor HeAoSIKAUNG, LETA and 24 dpec.

9. Odnyiec Yo T 6@t Lop1ynon
No amopedyete v empdALVOT KAt TN YPNoT.

Katd ™ Bepancio opddwv (dav, vo ypnotponoteitor Perova avappdenong (draw-off) mpog amopuyn
vrepPolikng dudTpnong Tov Topatog. O péyiotog aplfpdc dwatprcemv Oa mpénel va meplopileTol o€

10. Xpévor avapoviig

Boogwon:

Kpéag kot edddyot 1010t 15 nuépeg
T'ara: 5 nuépeg
Xoipou:

Kpéog kot edddot 1otot: 5 nuépec

11. EIAIKEX XYNOHKEX AIATHPHXHX

Na puAdooetar og Béom, TNV onoia dev PAEmovY Kat dgv mTpoceyyilovy Ta TadLd.

To ev Ady® KTINVIOTPIKO PAPLOKELTIKO TPOidV dev amaltel Waitepeg cuvnkeg Beppokpaciog yio v
OOAOEN TOVL.

Aldpketo {onNg PHETA TO TPMTO GVOLYLLO TOL AUECOV TEPLEKTY: 28 MUEPES.

Na pn xpnoiponoteital autd To KTNVINTPIKO GOPUOKEVTIKO TPOTdV HeTd TV nuepopunvia Anéng mov
avaypaeeTal 6To KOuTi Kot otn OdAn petd Exp. H nuepounvia AMéemc copnintel pe v teAevtaio
NUEPO TOV GLYKEKPIUEVOL LN VAL.

12.  Ew0wkég mpo@uracels amoppryng

Ta @dppoxo dev TPENEL VL OTOPPITTOVTOL HECH TV ADUATOV 1) TOV OIKLUKOV OTOPANTOV.
XPNOHOTONOTE TPOYPAULOTO ETIGTPOPTC POPUAKOV Y10, TNV ATOPPIYN U1 XPNCLOTOOEVTHOV
KTNVIOTPIKOV QAPHOKEVTIKMY TPOIOVIWOV 1 GAA®Y DAMK®OV 0L TPOEPYOVTL 0Td TN YP1OT TOLG
CUUPOVO, [LE TIG TOTIKEG ATOLTNOELG KO LE TUYXOV 1oybovta eBvikd cvotipate cvAloyng. Ta pétpa

QT UTOCKOTOLY GTNV TPOCTAGIN TOL TEPPAAAOVTOC,.

Zvppovievbeite Tov kTNViaTpd GOG 1 TOV GOPUOKOTOLO GOG Y10 TOV TPOTO ATOPPIYNG TOV
YAPTOLOTTONOEVTOV QUPULAKDV.

13. Ta&vépnon TOV KITNVIETPIKOV QUPLIKEVTIKOV TPOIOVI®V
Na yoprnyeital Lovov e KTNVIOTPIKT GLVTAYY.
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14. ApwOpoi doc1og KOKLOQOPIOG KOl GVGKEVAGIEG

EU/2/09/098/005
EU/2/09/098/006
EU/2/09/098/007
Xaptvo kovti pe 1 @uoidio twv 50 ml, 200 ml 1 250 ml.

Mmropei va, unv KuKAOQPOpPOUV OAEG Ol GUOKEVAGIEC.

15. Hpepopnvia televtaiog avade@pnong Tov QUALOV 00NYLAOV YP1|ONS

Aentopepeic TANPOQOPIES Y10 TO €V AOY® KTIVINTPIKO QOPLOKEVTIKO TPoioy gival Sabéaiueg ot
Baon dedopévmv e EE yia to kmmviatpikd mpoidvta (https://medicines.health.europa.eu/veterinary).

16. Xroyeio emxovoviag

Kdatoyog tng ddstog KuKAOQOPIoC KoL GTOLYEI0 EMKOWVOVIOS Y10 TNV 0vo@opd THovOAOYOU UEVOV

aVETIOOUNTOV EVEPYEIDV:
Dopharma Research B.V.

Zalmweg 24

NL-4941 VX Raamsdonksveer

Tel: +31-162-582000
pharmacovigilance@dopharma.com

[opookevootnc vaevfuvoc Yo TNy omeAgviEpmon TV ToPTId®V:

Dopharma B.V.
Zalmweg 24
NL-4941 VX Raamsdonksveer

Tomkol ovTITPOTMTOL KOL GTOLYEIN EMKOVAOVINC YL TNV ova@opd Tthovoloyoduevev avertdbuntwyv

EVEPYELDV:

Belgié/Belgique/Belgien
Dopharma Research B.V.

Zalmweg 24

NL-4941 VX Raamsdonksveer

Tel: +32 475 367 776
pharmacovigilance@dopharma.com

Peny0iuka boarapus

Dopharma Research B.V.

Zalmweg 24

NL-4941 VX Raamsdonksveer

Tel. +31-162-582000
pharmacovigilance@dopharma.com

Lietuva

Magnum Veterinaaria AS
Vae 16

EE-Laagri 76401, Harjumaa
Tel: +372 53930234
vetsafety@magnum.ee

Luxembourg/Luxemburg
Dopharma Research B.V.

Zalmweg 24

NL-4941 VX Raamsdonksveer

Tel: +32 475 367 776
pharmacovigilance@dopharma.com
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Ceska republika

Cymedica, spol. sr.o.

Pod Nadrazim 308/24

CZ 268 01 Hofovice

Tel: +420 311 706 211
farmakovigilance@cymedica.com

Danmark

Salfarm Danmark A/S
Nordager 19

DK- 6000 Kolding
TIf: +45 7550 8080
info@salfarm.com

Deutschland

Dopharma Deutschland GmbH
Hansestr. 53

DE-48165 Minster

Tel: +49 (0)2501 594 349 20
pharmakovigilanz@dopharma.de

Eesti

Magnum Veterinaaria AS
Vae 16

EE-Laagri 76401, Harjumaa
Tel: +372 53930234
vetsafety@magnum.ee

El\Gda
Neocell EITE

100 yAp. EBvikng Odo0 ABnvav-Aapiog

EL-14451 Metopopewon ATtikng
TnA: +30 210 2844333
pharmacovigilance@neocell.gr

Espafia

Dopharma Iberia

Avenida de la Llana 123
ES-08191, Rubi — Barcelona
Tel: +34 637 370492

farmacovigilancia@dopharma-iberia.com

France

Laboratoire LCV

Z.1. Plessis Beucher
FR-35220 Chéteaubourg
Tél: +33 299 00 92 92
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Magyarorszag
Dopharma Vet S.R.L.

Str. Aeroport nr. 44
Localitatea Ghiroda
RO-Judetul Timis 307200
Tel: +40 728 138 903
a.ardelean@dopharma.ro

Malta

Dopharma Research B.V.

Zalmweg 24

NL-4941 VX Raamsdonksveer

Tel. +31-162-582000
pharmacovigilance@dopharma.com

Nederland

Dopharma Research B.V.

Zalmweg 24

NL-4941 VX Raamsdonksveer

Tel. +31-162-582000
pharmacovigilance@dopharma.com

Norge

Salfarm Scandinavia AS
Fridtjof Nansens Plass 4
N-0160 Oslo

TIf: +47 902 97 102
norge@salfarm.com

Osterreich

Dopharma Deutschland GmbH
Hansestr. 53

DE-48165 Minster

Tel: +49 (0)2501 594 349 20
pharmakovigilanz@dopharma.de

Polska

Dopharma Polska

ul. Wojskowa 6/B02
PL — 60 792 Poznan
Tel.: +48 516 052 508
PhV@dopharma.pl

Portugal

VETLIMA-Sociedade Distribuidora de Produtos

Agro-Pecuarios, S.A.

Centro Empresarial da Rainha, Lote 27

PT-2050-501 Vila Nova da Rainha
Tel: +351 263 406 570

Detalhes de contacto para comunicar suspeitas

de eventos adversos:
farmacovigilancia@vetlima.com
Tel: +351 964404163
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Hrvatska

Arnika Veterina d.o.o.

Vidikovac 20

HR-10000 Zagreb

Tel +385 91 364 3731
visnja.pintar-alicevic@arnika-veterina.hr

Ireland

Dopharma Research B.V.

Zalmweg 24

NL-4941 VX Raamsdonksveer

Tel. +31-162-582000
pharmacovigilance@dopharma.com

island

Salfarm Danmark A/S
Nordager 19

DK- 6000 Kolding
TIf: +45 75 50 80 80
info@salfarm.com

Italia

Dopharma Italia S.R.L.

Via delle Porte Nuove, 20
IT-50144 Firenze

Tel +39 (346) 14 26 164
servizioclienti@dopharma.it

Kvnpog

Neocell EITE

100 yAp. EBvikng Odo0 ABnvav-Aapiog
EL-14451 Metopopewon ATtikng

TnA: +30 210 2844333
pharmacovigilance@neocell.gr

Latvija

Magnum Veterinaaria AS
Vae 16

EE-Laagri 76401, Harjumaa
Tel: +372 53930234
vetsafety@magnum.ee

Romaéania

Dopharma Vet S.R.L.

Str. Aeroport nr. 44
Localitatea Ghiroda
RO-Judetul Timis 307200
Tel: +40 728 138 903
a.ardelean@dopharma.ro

Slovenija

Dopharma Research B.V.

Zalmweg 24

NL-4941 VX Raamsdonksveer

Tel. +31-162-582000
pharmacovigilance@dopharma.com

Slovenska republika

Cymedica, spol. s r.0.

Pod Nadrazim 308/24

CZ 268 01 Horovice

Tel: +420 311 706 211
farmakovigilance@cymedica.com

Suomi/Finland

Orion Pharma Elainladkkeet
PL 425

FI1-20101 Turku

Puh: +358 10 4261
drugsafety@orionpharma.com

Sverige

Salfarm Scandinavia AB
Florettgatan 29C

2. Van

SE-254 67 Helsingborg
Tel: +46 (0)767 834 810
scan@salfarm.com

United Kingdom (Northern Ireland)
Dopharma Research B.V.

Zalmweg 24

NL-4941 VX Raamsdonksveer

Tel. +31-162-582000
pharmacovigilance@dopharma.com
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OYAAO OAHI'TQN XPHXHX

1. Ovopooio TOV KTNVIHTPLKOD QOPUUKEVTIKOD TPOIOVTOG
Melovem 15 mg/ml mooyo evardpnua yio Groyo

2. XovOeon

‘Eva ml mtepiéyet:

ApPOUSTIKE GUGTUTIKG.:
Melo&ucaun 15 mg

"Exdoya:
Sodium benzoate 1,5 mg

Kitpwvo, vdartikd evardpnpa.
3. Eion {owv

Aloya.

4, OepoamevTiKég gvosielg

Koatampdovon g pAeyprovig Kot avakouQioT Tov TOvov, 1060 o€ 0&giec, OG0 Kol GE YPOVIES
HVOCKEAETIKEG dlaTapayEg G€ GAOYA.

5. Avtevoeiteag

Noa unv ypnoponoteital o€ €ykveg 1 Inhalovoeg popPadec.

Na pnv xpnoonoteital 6 GAOY0 TOL TAGYOLVY OO YUCTPEVIEPIKEG dATOPAYES, OTMG epediond Kot
alpoppayio, LEWOUEVI] NAATIKY, KOPOLOKN 1 VEPPIKT AELTOVPYIO KO QHLOPPAYIKES SOTAPOYES.

Noa unv ypnoionoteital 6 GAoyo nAKiog WKpOTEPNS T®V 6 UNVAOV.

Na pnv ypnoponoteital o€ mepintmon vrepevaichnoiog 6to SpacTiKd ovsia 1 68 KAToo EK0Ya.

6. Ewwkéc mpogidomonoels
ISwaitepec mpo@LAGEELC Yo TNV 0lcoAN Yprion ota £ion (hwv:

Noa amopegdyetol 1 (pHoN 6€ OA TO OPVIUTMUEVE, VITOYKOULUIKA, 1] VITOTACIKA (D, 10Tl VITAPYEL
EVOEYOUEVOC KiVOLVOG TOEIKMGNC TMV VEQPOV.

[dwaitepec mpo@uAGEELc Tov Tpémer va AauBavoviol amd To GTOLO TOL YOPNYEL TO KTNVIOTPLKO
QopuokeLTkd Tpoidv oe {daou:

Atopa pe yvoot vrepevaicinoio o€ un-otepoeldn avii-eAEYHovmoT papuako (MEAD) npémel va
OTOPEVYOVV TNV ENOAPT] LE TO KTNVIOTPIKO PAPLOKEVTIKO TPOIOV.

e mepintwon mov Kot Aabog vadpéel katdmoon, vo avalntinoste auécmd oTtpikn fondeio kat va
emdei&ete 6TOV 10TPO TO ECMOKAEIGTO PVAAO 00N YLDV YPHOEDS N TNV ETIKETO TOL QOPLOKEVTIKOD
TPOIOVTOC.

Av16 10 TPOTOV HImopel va, TPOKAAEGEL EpEDIGLO OTO LATLO. X€ TEPITTMGT EXAPNC LE TO LATLOL,
Eem\ovete QUECOS KOAG e vePO.

Eyxupooivn kon yolovyio:

A7o TG epyaotnplakéc ueAéTeg e Pooetdn dev dlamiotm@bnkay evoeielg tepatoyéveong,
guPpvoto&ikotnrog N toékdtnTag oo £ykvo {mo. [Map’ dha avtd, dev vapyovv dubiotua oTotyeia
v To dAoya. [a to Adyo avtd, dev cuvieTtdrtal 1 xpnomn Katd 1 ddpKeLla TG KOMONG KOl TNG
yoAovyiog.
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AMnAenidpaon pe GAAYL QOPLOKEVTIKA TPOTOVTA KOl GALES HOPPES aAANAETIOpAOTC:
Na un yopnyeitol Tavtd)pova e YAVKOKOPTIKOGTEPOELDT|, AAAD LT-CTEPOEION AVTIPAEYUOVMOT
QAPLOKO 1] LE OVTITINKTIKOVG TOPAYOVTES.

Yrepdocoroyiag:
X mepintwon vrepdocoroyiog, Oa Tpémet va xopnyndel cuountopatikn Oepaneia.

7. Avem@dunra cvppavra

Aloya:

[ToAb omdvia Awbpporal, omdrera dpeing, AMBapyog, Kothaxd GAyog,

(<1 Coho / 10.000 vrd Bepameio Co, | KOMTIO0 KoL Kvidwon

CUUTEPILOUPAVOUEVOV TOV AvaQulokTikég ovtidpdoetc?
LELOVOUEVOV AVAPOPDV):

L Avaotpéyiun
2 Mropei v gtvor coPapd (cuumeptrapBovopévon Tov Oavatov) Kot TpEmel vo, avTipeTomiieTa
GUUTTOUATIKA.

e TePInTOoT EUPAVIONG AVETIOOUNTOV EVEPYELDV TPETEL VO, SIAKOTTETOL 1) ay®YN Kot va {nteitain
GLUPBOVAT TOL KTNVIATPOV.

H avagopd avemBountov coppdvtov sivar onupoavtikn. Emitpénet  ovveyn mapakorlovdnon g
aoPaAELng evOg TpoidvTog. Edv mopatnproete omoladnmote avemBountn evépyeLn, akOLO KoL oV dgv
OVOQPEPETOL OTO ECOKAEIGTO PUALO 0dNYIDOV XpNoNG 1 AUPIBAALETE Y10 TNV OTOTEAEGLOTIKOTITO TOV
QopuaKov, TopoKaAeichs va ETIKOIVOVIAGETE, KATUPYAC, LE TOV KTNviaTpd cag. Mmopeite emiong va
OVOPEPETE OTOLAONTOTE AVETIOVUNTO GLUPAVTO GTOV KATOYO TNG ASELNG KUKAOPOPIOG 1) GTOV TOTIKO
AVTITPOGMTO TOV KOTOXOV TG AOELG KUKAOPOPIOG XPTCILOTOIDVTOG T GTOLYELD EMKOWVMVING GTO
TEAOG VTOD TOV PVALOL 0ONYLDV YPNONGE, N LECH TOV E0VIKOD GG GLGTHUATOS AVOPOPAC.

8. Aocoloyia yio ka0 €id0g, TPOTOS KL 0001 YOPTYNONG

[Toéc1o evordpnua Tov yopnysitat ot d6on Twv 0,6 mg mero&ucaun/kg copaticod Bapovg, amal
nuepnoime, yio didpkela £mc 14 nuépeg.

9. Oonyieg Yo T 6®GTI) Lop1yNoN

2NV TEPIMTM®ON TOL TO TPOIOV AVOULYVOETOL LLE TNV TPOPT, Bal TPEMEL VoL TPOGTIOETAL GE 1oL PiKpT|
moGOTNTA TPOPNC, TPV Otd TN Gitiom.

To evarmpnua Oa Tpémel va yopnyeital ¥pNCIUOTOLOVTAG T SOGOUETPIKT GUPLYYO, 1) OTTOL0 TOPEYETAL
péca otn cvokevacio. H cupryya mpocappoletal endvm ot orain kot oépet KAlpoka kg-copoticon
Bapovc.

Metd ) xop1yNo™ TOL KTNVIATPIKOD QUPHOKEVTIKOD TPOTOVTOC, KAEIOTE TN QLAAN LLE TO TAOLO,
TAOVETE TN SOGOUETPIKT cOpLyya e {eGTO vEPO KOl OPTOTE T1) VO GTEYVACEL.

Avoaxiveiote KoAd Tpv amd T ¥pNiomn.

Na amopedyete TV EXPUOALVOT KATA TN YP1ON.

10. Xpovor avopoviig

Kpéag kat edmdipot 1otoi: 3 nuépeg
Agv emtpénetar 1 yopnynon o€ {a ta omoia Tapdyovv yoAo Yo avOpOTIVY KOTAVIA®ON.

11. EIAIKEX XYNOHKEX AIATHPHXHX
Na purdooetal o€ BEon, v onoia dev PAETOLY Kot dev Tpooeyyilovy Ta Tondid.
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Agv vapyovV e101KEC 00N YiEC SLUTHPNONS Y10 ALTO TO KINVINTPIKO QAPLOKEVTIKO TPOIdV.
Noa pun xpnoIHonoteital avtd To0 KTNVINTPIKO QOPUOKEVTIKO TPOTOV UET TV nuepounvia ANENg mov
avaypdaeetol oty eTikéta petd Exp. H nuepounvia Méewmg copmintet pe tnv tedevtoio nuépo Tov

GUYKEKPLUEVOL UNVAL.

Augpxeta {ong petd 1o TpdTo dvorypa ToV QUEGOVL TEPLEKTN: 6 PNVES GV pLAGCGETAL 6 Bgprokpaciol
ppotepn tov 25 °C.

12. Ewwkég mpo@uracers amoppryng

Ta @dppoKo dev TPETEL VL OTOPPITTOVTOL HECH TOV ADUATOV 1) TOV OIKIUK®V OTOPANTOV.
XPNGLUOTOMGTE TPOYPALLATO EXLGTPOPNS PAPLAKDV Y10 TV OTOpPLYT 1N XP1NolponomBévimv
KTNVIOTPIK®V POPUUKEVTIKOV TPOIOVI®MV 1 GAL®Y DAIK®V OV TPOEPYOVTUL OO TN YPNOT TOVS
GUUPOVO, LLE TIC TOTIKEG ATOITNOELG KOl LE TUYXOV 1oybovTa eBvikd cvotnuate cvAloyng. To pétpa

OVTA UTOCKOTOVY GTNV TPOCTAGIN TOL TEPPAAAOVTOC.

Svppovievbeite Tov kNviaTpd 60OG 1 TOV GUPUOKOTOLO GOG Y10 TOV TPOTO ATOPPIYNE TOV
YPNOCLOTONOEVTOV QOPUAK®V.

13. Ta&vépnon TOV KITNVIETPIKOV QUPUIKEVTIK®OV TPOTOVI®V
Noa yopnyeitor povov pe KTNVIOTPIKT GUVTOYT.

14. Ap1Bpoi G105 KUKAOQPOPILOS KO GVGKEVUGIEG
EU/2/09/098/008

EU/2/09/098/009

EU/2/09/098/010

XaproxkiBatio pe mpokabopiopéveg Béoeig tov 1 proidiov tov 100 ml.
D, 250 ml ko 500 ml.

Mmopei va unv Kokho@opohv OAEG Ol GLOKEVAGIEG.

15. Hpepopnvia televtaiog avade®@pnong Tov QUALOV 00N YLOV YP1IoNG

Aentouepeic TANPOPOPIES Y10 TO €V AOY® KTNVIATPIKO QUPLOKEVTIKO TPoioy gival dlabéaiueg ot
Baomn dedopévev c EE yia to kmviatpika mpoidvta (https://medicines.health.europa.eu/veterinary).

16. Xroyyeio emxovoviag

Kétoyoc ¢ dde1ag KuKAOPOPIaG Kol 0TOLYEI ETIKOWVAOVING Y10 TV ava(opd mifavoloyoduevmy
oVETOOUNTOV EVEPYEIDV:

Dopharma Research B.V.

Zalmweg 24

NL-4941 VX Raamsdonksveer

Tel: + 31-162-582000

pharmacovigilance@dopharma.com

Tlapaockevootc VTEVOLYOC Y10 TNV OTEAEVOEPWON TOV TOPTIOWV:
Dopharma B.V.

Zalmweg 24

NL-4941 VX Raamsdonksveer
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Tomkol ovIUITPOGMTOL KOl GTOLYEIN EMKOVAOVIAC Y10 TNV 0vVoQOopd TOVOLOYOOUEVAOV avETIOOUNTWOY

EVEPYELDV:

Belgié/Belgique/Belgien
Dopharma Research B.V.

Zalmweg 24

NL-4941 VX Raamsdonksveer

Tel: +32 475 367 776
pharmacovigilance@dopharma.com

Penyb6smka bearapus

Dopharma Research B.V.

Zalmweg 24

NL-4941 VX Raamsdonksveer

Tel. +31-162-582000
pharmacovigilance@dopharma.com

Ceska republika

Cymedica, spol. s r.0.

Pod Nadrazim 308/24

CZ 268 01 Horovice

Tel: +420 311 706 211
farmakovigilance@cymedica.com

Danmark

Salfarm Danmark A/S
Nordager 19

DK- 6000 Kolding
TIf: +45 7550 8080
info@salfarm.com

Deutschland

Dopharma Deutschland GmbH
Hansestr. 53

DE-48165 Minster

Tel: +49 (0)2501 594 349 20
pharmakovigilanz@dopharma.de

Eesti

Magnum Veterinaaria AS
Vae 16

EE-Laagri 76401, Harjumaa
Tel: +372 53930234
vetsafety@magnum.ee

EALaoa

Neocell EIIE

100 yAp. EBvikng Odov ABnvav-Aapiog
EL-14451 Metopopemwon ATtikng

TnA: +30 210 2844333
pharmacovigilance@neocell.gr

Lietuva

Magnum Veterinaaria AS
Vae 16

EE-Laagri 76401, Harjumaa
Tel: +372 53930234
vetsafety@magnum.ee

Luxembourg/Luxemburg
Dopharma Research B.V.

Zalmweg 24

NL-4941 VX Raamsdonksveer

Tel: +32 475 367 776
pharmacovigilance@dopharma.com

Magyarorszag
Dopharma Vet S.R.L.

Str. Aeroport nr. 44
Localitatea Ghiroda
RO-Judetul Timis 307200
Tel: +40 728 138 903
a.ardelean@dopharma.ro

Malta

Dopharma Research B.V.

Zalmweg 24

NL-4941 VX Raamsdonksveer

Tel. +31-162-582000
pharmacovigilance@dopharma.com

Nederland

Dopharma Research B.V.

Zalmweg 24

NL-4941 VX Raamsdonksveer

Tel. +31-162-582000
pharmacovigilance@dopharma.com

Norge

Salfarm Scandinavia AS
Fridtjof Nansens Plass 4
N-0160 Oslo

TIf: +47 902 97 102
norge@salfarm.com

Osterreich

Dopharma Deutschland GmbH
Hansestr. 53

DE-48165 Munster

Tel: +49 (0)2501 594 349 20
pharmakovigilanz@dopharma.de
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Espafia

Dopharma Iberia

Avenida de la Llana 123

ES-08191, Rubi — Barcelona

Tel: +34 637 370492
farmacovigilancia@dopharma-iberia.com

France

Dopharma France S.A.S.

23 Rue du Prieuré, Saint-Herblon
FR-44150 Vair-sur-Loire

Tél: +33 (0)6 99 29 27 43

pharmacovigilance@dopharma-france.com

Hrvatska

Arnika Veterina d.o.o.

Vidikovac 20

HR-10000 Zagreb

Tel +385 91 364 3731
visnja.pintar-alicevic@arnika-veterina.hr

Ireland

Dopharma Research B.V.

Zalmweg 24

NL-4941 VX Raamsdonksveer

Tel. +31-162-582000
pharmacovigilance@dopharma.com

island

Salfarm Danmark A/S
Nordager 19

DK- 6000 Kolding
TIf: +45 75 50 80 80
info@salfarm.com

Italia

Dopharma Italia S.R.L.

Via delle Porte Nuove, 20
IT-50144 Firenze

Tel +39 (346) 14 26 164
servizioclienti@dopharma.it

Kvnpog

Neocell EITE

100 yAp. EOvikng 0600 ABnvav-Aapiog
EL-14451 Metopopemwon ATtikng

TnA: +30 210 2844333
pharmacovigilance@neocell.gr
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Polska

Dopharma Polska

ul. Wojskowa 6/B02
PL — 60 792 Poznan
Tel.: +48 516 052 508
PhV@dopharma.pl

Portugal

VETLIMA-Sociedade Distribuidora de Produtos
Agro-Pecuérios, S.A.

Centro Empresarial da Rainha, Lote 27
PT-2050-501 Vila Nova da Rainha

Tel: +351 263 406 570

Detalhes de contacto para comunicar suspeitas
de eventos adversos:
farmacovigilancia@vetlima.com

Tel: +351 964404163

Roménia

Dopharma Vet S.R.L.

Str. Aeroport nr. 44
Localitatea Ghiroda
RO-Judetul Timis 307200
Tel: +40 728 138 903
a.ardelean@dopharma.ro

Slovenija

Dopharma Research B.V.

Zalmweg 24

NL-4941 VX Raamsdonksveer

Tel. +31-162-582000
pharmacovigilance@dopharma.com

Slovenska republika

Cymedica, spol. s r.o.

Pod Nadrazim 308/24

CZ 268 01 Horovice

Tel: +420 311 706 211
farmakovigilance@cymedica.com

Suomi/Finland

Orion Pharma Elainladkkeet
PL 425

FI-20101 Turku

Puh: +358 10 4261
drugsafety@orionpharma.com

Sverige

Salfarm Scandinavia AB
Florettgatan 29C

2. Van

SE-254 67 Helsingborg
Tel: +46 (0)767 834 810
scan@salfarm.com
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Latvija United Kingdom (Northern Ireland)

Magnum Veterinaaria AS Dopharma Research B.V.

Vae 16 Zalmweg 24

EE-Laagri 76401, Harjumaa NL-4941 VX Raamsdonksveer
Tel: +372 53930234 Tel. +31-162-582000

vetsafety@magnum.ee pharmacovigilance@dopharma.com
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