ITAPAPTHMA 1

MEPIAHYH TON XAPAKTHPIZTIKOQN TOY ITPOIONTOX
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1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Marbox 100 mg/ml gvéoipo didAvpa yio foogldn kot yoipovg

2. ITOIOTIKH KAI TIOXOTIKH XYNOEXH

Kd&0e ml nepréyet:
APUGTIKO GUGTOUTIKO:

Marbofloxacin ........ccccceveverevercreennenne, 100 mg
"Exodoya:

HlowoTiK 6VvOEoN EKOOYMOV KOl GAl®V
CVGTUTIKMOV

Glucono-delta-lactone.
Water for injections.

Kitpwvo, dtowyéc diddlopa.

3. KAINIKEX ITAHPO®OPIEX

3.1 Eion {oov

Boog1dn kot yoipot (}o1pountépeq).

3.2 OepamevTiKég evoeiters Yo kade gidog {Mov

Boogwon:

Oepaneio AOUOEEDV TOV AVATVELGTIKOD GUGTHUATOSG TTOL OPEIAOVTOL GE gvaichnTa 6N
papPoero&okivn oteléyn Pasteurella multocida, Mannheimia haemolytica xon Histophilus somni.

Oepameio g ofelag paotitidug Tov opeiletal og oteréyn E. coli evaictnta ot papPfoeroakivn
KT T YOAOKTIKY TEPi0d0.

XowpounTtépeg:

Oepameio Tov cLVOPOUOV MnTpitda — MaoTtitida — Ayahaio Tov opeileTal o€ PaKTnPLOKA GTEAEYM
evaiotnta ot poapPoproaxivn.

33 Avtevoeileilg

Noa punv ypnoonoteital o€ mepintmon vrepevaictnciog 6To dpacTiKO CLGTATIKO 1| GAAES
(pBop1o)kvordveg I € KATO0 £KO0YO.

No unv ypnoyonoteital o€ mepintmon emiPePforopévng 1 vroyiog avOeKTIKOTNTAG GTIC
@Boplokivordveg (SlaoTavPOVUEVT OVOEKTIKOTNTA).

3.4  E101kég TPoEtdomTOn|GELS

Kapia.

3.5 Iowitepeg TPOPUAGEELS KOTE TN YPion

[dwitepec TPoLAGEELS Y10 TNV aGQOAT ¥p1ion ota £idn (hwv:

To kNVIaTPIKO PAPUAKELTIKO TPOTOV Oa TPETEL VAL PN GIUOTOLEITOL KOTOTLY SOKIUNG Evauctnaciog Kot
Oa Tpémel va AapPavetar vdyn 1 eBvIKT avTYUKpoflokn TOATIKY.
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O1 pBoproKIvordveG Ba TPEMEL VaL YP1CLLOTOIOVVTOL Y10, TN BEPATEID KAVIKOV KATAGTAGE®WY Ol OTTO1eC
€YOLV OVTOTOKPLOEL LEPIKMG 1 OVALILEVETOL VO OVTOTOKPIOOUV PEPIKAOC G€ AAAEG KATIYOpPiES
OVTYKPOPBLOK®Y OUGLDV.

H yprion tov KTnviaTptkod eoprokeLTIKo TPoidVTog EKTOG 00N YLDV YPNGNS TOV AVOUPEPOVTUL GTO
ToPOV PLALGSIO TBAVE Vo avénoet Tov aplBud Tov avlekTiKov Baktnpiov oTig @BoploKIVOAGVES Kot
UTOPEL VO LELMOEL TNV OTOTEAEGUATIKOTNTA TNG Oepameiog pe GALEG KIVOAOVES AMOY® TBAVIG
SLOTAVPOVUEVIG OVOEKTIKOTNTOG.

Iwiitepec mpouAGEELC TOL pémetl va AauBdvovTot amd To GTOoo ToL YopnYet TO KTviatpkd
QoppakevTKd Tpoidv og {ha:

Atopo pe yvootn vrepevaictnacio otig (eOop10)KIVOAOVES TPETEL VO OTOPEVYOLV TNV ETOPT LE TO
KTNVIOTPIKO QOPLAKEVLTIKO TTPOTOV.

Edv vrdpEet emaon pe 1o déppa f ta pdria, EemAdvere pe doBovn mocodTNTA VEPOL.

No AopuBaveTor LEPLUVA Y10, TNV OTOPLYN TUYOING AVTOEVESTG, KOOME UTopel Vo TPOKAAEGEL EAAPPO
epediono.

Y mepintmon Tuyaiag avToéveong, va avalnToeTe apécm TPkt cLUBOLAN Kot va emdeifete oToV
0TPO TO EGCOKAEIGTO PUALO 0INYIDOV XPNOTG 1] TNV ETIKETA TOL POPLAKEVTIKOD TPOIOVTOG.

[M\ovete ta y€pro petd tn ypnon.

Idwitepec mpoLAGEELS Yo TV TpooTacia Tov TepBdAlovtoc:
Agv 1oy0et.

3.6 Avem@dpunta cvppavra

Boog1dn:

ATpocdOPIoT GLYVOTNTA [T6vog 6t0 onueio g éveong'~, Oreypovi 6to onueio g
éveonc!?, Tvoon oto onueio g éveonc?, Oidnua oto
onpeio g éveong’

"Metd and evdopviky éveon. [opodikd.

Edagpd. H dradikacio g ovhomoinong Eekva toyimg (owkitiet amd ivaon £mg cuvBeon
eEOKLTTAPIKNG VANG Kot KOAAOyOVOV) Kot Pmopel va eTUEVEL Yo TovAdyoTov 15 nuépeg petd v
éveon.

3Metd amd vrodopia éveon. Elappod dwg pétpro.

Xoipot (yorpountépec):

ATPoGdOPIoT GLYVOTNTA Oidnpa oto onpeio g éveong!, PAeypovi 6To oNEio TG
. 2
€VEONG

Mol mapodikd, eraepo.
?Hmo, eppévovsa yia 12 nuépeg petd v éveon.

H avagopd avemBountov coppdvtav etvar onpavtiky. Emtpénet t ocvuveyn mapakolobnon g
acQAAELOG EVOS KTNVINTPIKOD QAPUOKEVTIKOD TTPoidvTog. Ot avapopég mPEMEL VO ATOGTEAAOVTAL, KOTA
TPOTIUN O™ HECH KTNVIATPOV, EITE GTOV KATOYO TG GdElng Kukhopopiag eite oty €0vikn apuddla
apyn LEC® TOL EBVIKOV GUGTALOTOG AVOPOPAS. AvatpéEte emiong 6To PUAAO 0dNYIDV ¥PNONG Yidt T
avtiotoya otoryeio emkotvoviog.

3.7 Xpion kot v kKO0, 1 yorovyio ] TNV @otokia

Kinon kot yorovyio:

Amb 11g epyaotnplokéc peréteg oe {ma gpyactnpiov (emipug kot KOVIKAOG) dev dlomoTdonkay
evoei&elg tepatoyéveonc, epppvotoéikdtnrag 1 to&ikdmrag oto £ykvo (mo. H acedieio Tov
KTNVIOTPIKOD QOPHOKEVTIKOD TPoidvTog o€ 06om 2 mg/kg o.p. £xel amoderyBel oTig ayehddec Katd T
OLIPKELD TNG KLNOTNG KOt GTOL XO1pidila Kot Tovug Losyovs mov OnAdlovy dtav ypnoylomoteitol 6Tig
YOLPOUNTEPES KOl TIC OYEAADEC KATA TN OLAPKELD TNG YOAOVYING.
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H acpdeio tTov ktnviaTpikod QoprakenTIKoD Tpoidvtog o€ doon 8 mg/kg 6.p. dev €xetl amoderyel
OTIG aYEAAOEG KOTA TN ddpKEL TNG KONONG 1 6TOVG LOGYoVS TTov ONAdlovv dtav ypnoylomoleitol 6TIg
ayehadeg katd tn S1dpkela g yarovyiag. To mpoidv va yopnyeitar HOVOV COLPOVA LE TNV EKTIUNON
0PEAOVG-KIvOvVoL amd tov vevBuvo Ktnviatpo.

3.8 Alnreniopaon pe GAA0 QUPRUKEVTIKA TPOIOVTA KOl AAAES HOPPES UAIAETIOPAONG
Kopia yvoor.
3.9 0Odoi yop1ynong Ko 6060A0YiA

Boog161):

Evdopvikn ypnon:

AOUDEELS TOV OVOTVEVGTIKOD GLGTHUOTOC:

8 mg papPoerobokivn/kg o. B., onA. 2 ml drwwAdvpatog/25 kg o. B. epdnal.

Edv o 6ykog mpog éveon ivar peyaivtepog and 20 ml, Oo tpémer va dapedel og dHo N TepiocdTEPQ
onpeia éveong.

Ymodopra ypion:

Oéela pootitida:

2 mg popPoprotaxivi/kg o. B., dNA. 1 ml dwoddpatog/50 kg 6. B. pe o kabnpepivn €veon, yio 3
NUEPES.

H mpdytn éveon umopel va yivel kot evooeAéfia.

Xowopntépes:

Evdopvikn ypnon:

2 mg popPoprotaxivin/kg o. B., dNA. 1 ml dwwdvparog/50 kg 6. B. pe o kobnpepivn €veon, yio 3
NHEPES.

INa ™ dwwoediion ¢ opdng docoroyiag, To copTIKO Bapog Tpénel vo tpocdiopiletar pe 660 TO
duvatdv peyaivtepn axpifeta.

Kabmg to praiidio dev pmopel vo tpuanbdei mepiocdtepo amd 45 popéc, B mpénel va emAéyeTon T0
TAéoV KatdAANAo péyebog plaAidion avaroya e To €i00¢ Tov {MOL GTO OO0 TPOKELTAL VO, YiVEL
ayoyn.

Noa potipdral yio TG vEGEIS 6T BOOEON KOt TOVG YO1POLG 1| TEPLOYT] TOV TPUYHAOV.

3.10 ZopmrtOpete VIEPS0GOA0YINS (KO KATH TEPITTOGT, PETPA UVTIUETOTIONG KOL AVTIOOTA)

Agv mapotnpnnie avemtfiunTto GOUTTOUN LETO Ao YopNynon o€ Pooeldr 66ong 3 popéc
UEYOADTEPNC TNG CVVICTMUEVNG dOGMC.

H vrepdocoroyia pmopel vo mpokaiécel avemBOUNTo COUTTOUOTA, OTOG 0Eeieg vEVPOLOYLKEG
draTapayéc, ol omoiec Do TPEMEL VAL OVTIUETOTIGTOVYV GUUTTOUOTIKA.

3.11 Ewwkoi mepropiopoi yp1ong kot £101KkéEg cuvONKeS ypfions, copmepriapfavopévev
TEPLOPLOLLAY OTI| YP1]O1] AVTIUIKPOPLOKAY KUL AVTITUPUCLTIKAV KTNVIITPIKAV
QUPLIKEVTIKOV TPOIOVTMV TPOKELUEVOD VO, TEPLOPLOTEL 0 KIVOUVOS avATTLENS OVTOYNS

Agv 1oy0eL.

3.12  Xpdvor avapoviig

Boosgio1

Evdopvikn ypnon:

Kpéag kot edddpot wotoi: 3 nuépeg - I'da: 72 mdpeg.

Ynodopra yprion:

Kpéoag kat edddyot wotoi: 6 nuépeg - I'dAa: 36 dpec.

Xopountépeg
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Evdopvikn ypnon:
Kpéag kot edddypot 1otoi: 4 nuépec.

4. GOAPMAKOAOI'IKEX TIAHPO®OPIEX

4.1 Koowoég ATCvet
QJOIMA93
4.2 DopPOKOOIVVEILKT

H papBopro&akivn eivar éva cuvBetikd Baktnploktdvo avtipkpoflakd, Tov avikeL oty opuddo Tmv
@Bopilokivolovav, 1 omoia dpa avactéAlovtog T DNA-yvpdon. Eyetl evpd edopa dpdong in vitro
évavtt Baxtnpiov apvntikov kotd Gram (Pasteurella multocida, Mannheimia haemolytica,
Histophilus somni, E. coli) kou Baxtnpiov Oetikdv katd Gram (10101té€pmg oTapLAOKOKKOL).

Eivai duvato va avantuyfel avOeKTiKOTNTO TV GTPENTOKOKK®V.

Yteléym pe Aot avaostadtiky cuykévipmon (MIC) < 1 pg/ml elvan gvaicOnta o
papPoero&okivn, eved oteréyn pe MIC > 2 pg/ml etvon avBexticd otn poppfopro&axivn.

H avBextikomto otic Ooplokivordveg TPOKOTTEL OO YPOUOCOMKES LETAAAGEEIC LE TPELG
UNYOVIopovg: peimon g S1omepatdTnTaS TOV PaKTNPokol TODOUATOS, EKPPACT) aVTAIOG EKPONG 1
petaAlaselg evidpwmv mov glvar vrebBuva yuo T cHvdeoT popimv.

4.3 @ oppOKOKIVITIKY

Boog1o1] - Evoopviki) ypion

Kotomy pog epdmos evoouvikng xop1ynong otn cuvictdpevn d6om tov 8 mg/kg 6.5., n péyiot
ocuykévtpmon g poppoeroakivng oto mAdoua tov aipatog (Cmax) givan 8 pg/ml Ko emrvyydveTon
oe 1 opa mepimov (Tmax). H papPoeroakivn amofdariieton fpadéwng (t1/2 = 9,5 mpeg), kuping oty
EVEPYO LOPON LE TO OVPO KOl TO KOTPAVAL.

Boos£161] - Yoo opro ypijon

Metd amd VToddpLa YOPTYNOoN OTN CLVIGTMUEVT 00N Tev 2 mg/kg 6. B., N papfoerofakivn
aroppo@dtal aueca kot pOdvel T péylot cvykévipmon tov 1,7 pg/ml oto mAdopo Tov aipatog og 1
opa mepinov. O ypoévoc nuicelag Long (t1/2) e papPoproakivng ivat 5,6 dpeg.

Xoipot - Evéoopvikn ypion

Metd amd evOopvIKn YOpNYNOT 0T GUVIGTOUEVT 600om TV 2 mg/kg . B., N papPoero&akivn
amoppo@drtal aueca kot eOdvel T uéylot cvykévipmon tev 1,7 ug/ml 6to mAdce. Tov aipotog o€ 1
mpa wepimov. O ypdvoc nuicetog Long (t1/2) e papPfoerolakivng sivat 8,7 dpeg.

H Brodrabeoipomta g popPoproaxivng npoceyyilet to 100%.

H pappopro&akivn cuvdéetat oe pikpd Pabud e tig mpoteiveg tov mhdopatog (Atydtepo amd 10%
6ToVG Yoipoug kal 30% ot Pooeldn), KATUVELETOL EVPEMS KAl GTOVG TEPLGGOTEPOVE OO TOVG 1GTOVG
(Mmap, veppol, dEpua, TVEOLOVES, 0VPOJOYOG KOGTN, UNTPO) Ol GUYKEVIPAOGCELS Eival VYNAOTEPEG OO
TIG GVYKEVTPMGELS GTO TAGGLA TOV OHOTOC.

H papPopro&akivn amoBaiietol Kupimg 6TV EVEPYO LOPPT LE TO OVPO KoL TO KOTPOVO.

5. DAPMAKEYTIKA XTOIXEIA
5.1 Kopieg acopfatotnreg

AOY®D EMAEIYNC LEAETOV OCLUPATOTNTOC, TO TAPOV KINVIOTPIKO QUPUOKEVTIKO TPOTOV OgV TTPEMEL VO
OVOLULYVOETOL E GAAL KTNVIOTPIKG QOPUOKEVTIKA TPOIOVTA.
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5.2 Awdpxera Cong

Avdpreta {ong Tov KTNVIATPIKOU QAPUAKEVTIKOD TPOIOVTOG COLP®VA LIE T1 GLCKELAGIN TOANONG: 3
ypoVIOL.

Awdpxeia (NG LETE TO TPDOTO AVOLYUO, TG OTOLXEWDOOVG cuoKELOGTNG: 28 MUEPEC.

5.3 Iowitepeg TPoPLAGEELS KATA T1) QVAAEY TOV TTPOIOVTOG

Na puidoocetat To LOAId0 6TO EEMTEPIKO KOVTL Y10l VOL TPOGTATEVETAL OO TO PG,

5.4 ®von Kol 6UVOEST TNG GTOLELMO0VS GLVOKELUGIOG

2TOLYEUMONG GLOKELAGTNL:

Keypymapodypopo miactikd eradidie morloridv otipddwv (PP/Ethylene vinyl alcohol/PP).

Hopo amd ehacticd yhopofovtdito Tomov 1.
Eninopo apbpwotd amd alovpivio kol TAAGTIKO.

2voKevaoio:

Kovrti yaptivo pe éva grarioo 50 ml.
Kovrti yaptvo pe éva graiidoro 100 ml.
Kovrti yaptvo pe éva @laiidto 250 ml.
Kovrti yaptivo pe éva @raiidto 500 ml.

Mmnopet va, unv KuKAOQOpoLV OLEG Ol GUGKEVAGIEC.

5.5 E10wkéc mpo@uiaiers amdppryng evog pn ypoorotn0évrog KTviaTpikov
QPUPROKEVTIKOD TTPOIOVTOG 1] AAAOV VAIKOV TTOV TPOEPYOVTAL UTTé T1) YP1]O1] TOL TPOIOVTOS, AV
vdpyovv

Ta edppoxa dev TPENEL vaL ATOPPITTOVTIOL LECH TOV AVUATOV 1] TV OIKIHKOV OTOBANTOV.
XPNOYLOTOOTE TPOYPAUIOTO ETGTPOPTC PUPUAK®OV Y10 TV ATOPPIYT] U1 XPTCLLOTOOEVTOV
KTNVIOTPIKOV QUPHOKEVTIKOV TPOIOVIMV 1| GAADV VAIKMV TOV TPOEPYOVTAL 0T T XPTOT) TOVG
COLPMOVO, LLE TIC TOTIKEG ATOLTIGELG KO Pl TUYXOV 0VIKA CLGTHHATO GLAAOYNG TOV IGYVLOLV Y10, TO,
GYETIKA KTNVILTPIKA PAPULOKEVTIKA TPOIOVTOL.

6. ONOMA TOY KATOXOY THX AAEIAYX KYKAO®OPIAX

EALGOQ:

Ceva EAMGG Ene

EBvapyov Maxapiov 34
16341 HhovmoAn - EALGda

Kvbzpoc:

Ceva Santé Animale

8 rue de Logrono

33500 Libourne - I'oAAia

7. APIOMOX(0OI) AAEIAY KYKAO®OPIAXZ

EALGda: 22713/08-03-2016/K-0186301
Kompog: CY00228V
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8. HMEPOMHNIA IIPQTHX EI'KPIZHX

Huepounvia Ing éyxpiong: EAAGOa: 24-5-2011. Kbozmpog: 1-12-2010.

9. HMEPOMHNIA TEAEYTAIAYX ANAOEQPHXHX THX IIEPIAHYHX TQN
XAPAKTHPIZTIKQN TOY ITPOIONTOX

06/2025
10. TAEINOMHXIH TQN KTHNIATPIKQN ®APMAKEYTIKQN ITPOIONTQN
Na yopnyeiton pOVOV pe KTNVIOTPIKY] GUVTOYTY).

Aemtopepeic TANPoPopieg Yio TO €V AOY® KTIVIOTPIKO PAPUOKEVTIKO Tpoiov gival dabéaiueg otn Pdon
dedopévav g EE yu ta kimviatpikd tpoidvta (https://medicines.health.europa.eu/veterinary).
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IMAPAPTHMA 111

EIHNIXHMANXH KAI ®YAAO OAHI'IQN XPHXHX
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A. EINIXHMANXH
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IHAHPO®OPIEX ITIOY HPEIIEI NA ANAI'PA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

Kovti yaptive pe grarisro 50, 100, 250 kor 500 ml

1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Marbox 100 mg/ml evéoipo ddivpa

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

Kd&0e ml nepiéyer 100 mg Marbofloxacin

3. YXYXKEYAXIA

50 ml

100 ml
250 ml
500 ml

4. EIAOX(H) ZQOY(QN)

Boogdn kat yoipot (orpountépeq).

| 5. ENAEIEEIS

| 6. OAOI XOPHTHIHE

Boog1dn: evoopixn, vrodopia, 1 evOoeAEPLa yoprynon.
Xoipot: gvdopvikn yopnynon.

7. XPONOI ANAMONHX

Xpovot ovopovig:

Boosgion:

Evdopvikn ypnon: Kpéag kot edmotpot iotoi: 3 nuépeg - I'dha: 72 dpeg.
Yrodopua ypnon: Kpéag kat edmoipot iotoi: 6 nuépeg - I'dda: 36 dpec.
Xowpopntépeg:

Evdopvikn ypnon: Kpéag kot edmotpot 1otoi: 4 nuépec.

‘ 8. HMEPOMHNIA AHEHX

Exp. {pweeee}

Metd to Tp®TO Avorypo., XpNon vtog 28 nuepmv, £mG. .../ ..../. ...
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9. EIAIKEX XYNOHKEX AIATHPHXHX

Na puidoocetat To PLEAId0 6TO EEMTEPLKO KOVTL Y10l VO TPOGTATEVETAL OO TO PWG.

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

AwPdaote 10 PUALO 0INYLDOV XPNONG TPV O TN XPTON).

‘ 11. OI AEZEIX «<AIOKAEIXTIKA I'TA KTHNIATPIKH XPHXH»

ATOKAEIOTIKE Y100 KTNVIOTPIKT XPTIOT).

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

Noa puidooetar o€ 0éon, TV omoia dev PAETOLY Kot dev TPooeyyilovy Ta TAld1d.

‘ 13. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

@

‘ 14. APIOMOI AAEIAY KYKAO®OPIAX

Ap. 0d. kokA.: EALada: 22713/08-03-2016/K-0186301 - Kompog: CY00228V

| 15. APIOMOX MAPTIAAY

Lot {apOuoc}

EAAXIXTEX ENAEIZEIX [TIOY ITPEIIEI NA ANAT'PA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX
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| Etucéro raiidiov 50 ml

‘ 1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Marbox

( -

‘ 2. ITOXOTIKA XTOIXEIA TQN APAXTIKQN OYXIQN

100 mg Marbofloxacin avéa ml

‘ 3. APIOMOZX ITAPTIAAX

Lot {apOuog}

‘ 4. HMEPOMHNIA AHEHX

Exp. {uw/eeee}

Metd t0 TpMTO GVOLYLLO, XPNoN EVTOG 28 Nuep®V, £mG..../..../. ...

HAHPO®OPIEX I1OY HPEIIEI NA ANAI'PA®ONTAI XTH XTOIXEIQAH XYXKEYAXIA

Etwéra groidiov 100, 250 ko S00 ml
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1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Marbox 100 mg/ml evéoipo didivpa

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

Kd&0e ml nepiéyer 100 mg Marbofloxacin

3. EIAOX(H) ZQOY(QN)

Boogdn kot yoipot (yorpopntépeq).

| 4. OAOI XOPHTHZIHE

Boogwn: IM, SCq IV.
Xoipou: IM.
AwBdote T0 PUALO 0INYIDV XPNOTG TPV O TN XPTON).

‘ 5. XPONOI ANAMONHX

Xpovot ovopovig:

Boosgio1:

IM: Kpéag kot edmdipot wotoi: 3 nuépeg - ['dAa: 72 dpeg.
SC: Kpéog kot edddyot wotoi: 6 nuépeg - ['ara: 36 dpec.

Xowpopntépeg:
IM: Kpéag kat edmdipot 1otoi: 4 nuépeg.

6. HMEPOMHNIA AHEHX

Exp. {uw/eeee}

Metd 10 Tp®MTO GVOLYLLo, XPNoN EvTOg 28 Nuepmv, €mG..../..../. ...

7. EIAIKEX XYNOHKEX AIATHPHXHX

Na puidooetat To PLOAId0 6TO EEMTEPIKO KOVTL Y10l VO TPOCTATEVETAL OO TO PWG,.

‘ 8. ONOMA TOY KATOXOY THX AAEIAYX KYKAO®OPIAX

@

‘ 9. APIOMOX ITAPTIAAX
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Lot {op1Buoc}
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B. ®YAAO OAHI'IQN XPHXHX
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OYAAO OAHI'IQN XPHXHX

1. Ovopacio ToV KTNVIITPIKOD POPULAKEVTIKOD TPOIOVTOG

Marbox 100 mg/ml gvéoipo didAvpa yio foogldn Kot xoipovg

2 Yovleon
Kd&0e ml mepiéyet:

APUGTIKO GUGTOTIKO:
Marbofloxacin ........ccccevvereverreennnne. 100 mg

Kitpwvo, dtowyéc dihopa.

3. Eion {oov

Boog1dn kot yoipot (}orpountépeq).

4. OepanevTikég evoeifelg

Boosgion:

Oepameio. AOWWOEE®V TOL  AVOTVELGTIKOD GULOTAUOTOC Tov o@eihoviar oe  gvaichnta oy
papPoeroéokivn oteléyn Pasteurella multocida, Mannheimia haemolytica xou Histophilus somni.
Oepameio ¢ ofeiog pootitidag mov opeiletal oe oteéymn E. coli evaicnto ot popfogro&axivn
KT T YOAOKTIKY| TepPiodo.

XowpounTtépeg:
Ogpaneio Tov cLVOPOLOL MnTpitda — Maoctitda — Ayaia&io Tov opeideton oe PakTnplokd oTeAeyn
evaiotnta ot poapPoproaxivn.

S. Avtevoeiteig

No unv ypnoyLonoleital 6€ TEPInTM®OT VAEPEVAIGHNGIOC GTO dPACTIKO GVGTAUTIKO 1) AAAEG
(pBopro)kvordveg 1 o€ KATO0 £KO0YO.

No unv ypnoyLonoteital 6€ mepintmon eniPePformpévng 1 voyiog avOekTIKOTNTAS GTIC
@Bop1oKIVOLOVES (B10GTAVPOVUEVT] OVOEKTIKOTNTA).

6. Ewwkéc mpogidomon)oelg

Idwitepec TpoLAGEELS Y10 TNV AoQOA yprion ot gidn (hwv:

To kTNVIATPIKO PAPUAKELTIKO TPOTOV ol TPEMEL VAL YPNCUOTOLEITOL KOTOTLY SOKIUNG evotodnoiag kot
0o pémel vo AouPavetor veoyn 1 eBviKN avTiutkpoflaxt ToALTIKY.

O1 pBoprokivoroveg Ba TpEmeL va ¥pNCIULOTO0VVTAL Y10, T1 OEpamein KAVIKOV KOTOGTAGEWDY Ol OTTOIES
€Youv avTomokplOel HepIK®dG N AVOUEVETOL VO OVTOTOKPIOODV LEPIKMG GE AAAEC KOTIYOPIES
AVTIIKPOPLOK®DY OVGLDV.

H yprion tov KTnviatptkod eoproKeLTIKOD TPOIOVTOG EKTOG 00NYIDV ¥PNONS TOV OVOPEPOVTUL GTO
TapoV PLALGS1I0 TBAVO va avénocet Tov aptBpd Tov avlektikodv Bakpiov otig POoP1oKIVOAOVES KoL
UITOPEL VO LELMOCEL TNV OTOTEAECUATIKOTNTO TNE Oepameiog pe GALEG KIvoAOVES AMOY® TBavIg
SOOTOVPOVUEVNC OVOEKTIKOTNTOC.

Marbox 16/20



Idwitepec mpouAdEelc Tov mpénet va Aopfdvovion ond To GTopo TOL YOPNYEL TO KINVIATPIKO
QOPLOKEVTIKO TPOidV og Lda:

Atopa pe yvootn vrepevorcnocio otic (pB0p10)KVoALOVES TPEMEL VAL ATOPEVYOLV TNV ETAPT LLE TO
KTNVIOTPIKO QOPUAKEVLTIKO TPOTOV.

Edv vap&et emapn pe 1o dépua M Ta pdtio, EEMADVETE e GpBovn TocOTNTO VEPOL.

No Aoppdavetor pépiva yio Ty amopLyn Tuyoieg avToéveons, Kobmg umopel vo Tpokarécel EAaPpO
epediopo.

Ye mepintmon Tuyaiag avToéveong, va avalnTNoeTe AUESMG LTPIKT GUUPOVAT Kot Vo, eTdeieTe oTOV
0TPO TO ECOKAEIGTO PUALO 0INYLDOV XPNOTG 1] TNV ETIKETA TOL PAPLOKEVTIKOD TPOIOVTOG.

[M\ovete ta yépra petd ) ypnon.

Eyxopoocivn ko yohouyio:

Amd T1g epyaotnplakég peréteg oe Lma gpyaotnpiov (emipvg kot kKOVIKAOG) dev domoTdOnKay
evoei&elg tepatoyéveonc, epppvotoéikdtnrag 1 to&ikdttag oto £ykvo (mo. H acedieio Tov
KTNVIOTPIKOD QOPLOKEVTIKOD TPo1ovTog o€ 0601 2 mg/kg o.B. £xel amoderyOel oTig ayehddec Katd T
SLIPKELD TG KUNGNG KOt 6TOL XO1pidia Kot Tovug LoGyovs mov OnAdlovy dtav ypnoomoteiton oTig
YOLPOUNTEPES KOl TIG ayeAAOES KATA TN O1GPKELD TG YOAOLYIOG.

H acpdAeio tov ktnviaTpikod QopRoKeNTIKOD Tpoldvtog o€ 06on 8 mg/kg o.p. dev £xel amoderybei
OTIG ayEAAOES KOTA TN ddpKEL TNG KONONG 1] 6TOVG LOGYoVS ToL ONAdlovv dtav ypnoyLomoteitol 6Tig
ayehadeg katd tn ddpkela tng yorovyiag. To mpoidv va yopnyeitan pOVov cOLP®VO LE TV EKTIUNON
0PEALOVG-KIVOUVOL amtd TOV LITEVOVLVO KTNVITPO.

AlnAenidpaon pe GAAO QOPUUKEVTIKA TPOIOVTO Kol OAAEC Lop@EC OAANAETIOpaoNC:
Kopia yvoor.

Ynepdocoroyia:

Agv mapatnpnOnke avemBounto cOunTOpo HeTd amd xopnynon o€ fooeldn d6ong 3 popéc
UEYOADTEPNC TNG CVVICTMUEVNG OOONC.

H vrepdocoroyia pumopel vo TpoKaAésel avemBOUNTU COUTTOUOTO, OTOC 0EEIEC VEVPOLOYLKEG
dlaTapay€s, oL omoies Ba TPEMEL VAL AVTILETOTIGTOVYV GUUTTOUOTIKAL.

Kvbpieg acvupatdmreg:
AOY®D EMAEYNG HEAETOV OCLUPATOTNTOGC, TO TAPOV KINVIATPIKO QAPUOKEVTIKO TPOTOV OgV TPEMEL VAl
OVOLULYVOETOL E GAAL KTNVIATPIKO QUPHOKEVTIKA TPOIOVTA.

7. Avem@ounro coppavra

Boog1dn:

ATpoodopioTn cLUYVOTHTO

[16vog oto onpeio g éveong!=, ®heypovi 6to onueio g éveonc'?, Tvwon 6to onueio g éveong'?,
Oidnuo 610 onueio g éveonc’

"Meté and evdouvikn éveon. Mopodikd.

2Ehagpd. H dradikacio tg ovhomoinong Eekva toyimg (tokitiet amd ivaon £mg cuvleon
eEOKVTTAPIKNG VANG Kot KOAAOyOVOV) Kot Umopel va eTUEVEL Yo TOVAd IoTov 15 nuépeg petd tnv
éveon.

SMetd amd vrodopia Eveon. Elappod éwg pétpro.

Xoipot (yorpountépec):

AmpocdtoploTn cuyvoTTO

Oidnuo 6to onueio g éveong!, PAeypovi 610 onueio g £veong?

TloAd mapodikd, eraepo.
?Hmo, eppévovca yia 12 nuépeg petd v éveon.
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H avaeopd avemBountov coppdviov sivar onpavtiky. Exttpénet tn cvveyn mopakorobinon g
aoPAAELNG EVOG TPOidVTOG. Edv mopatnpioete omoladNmote avemBountr vEPYELD, KOO KOl oV OgV
OVOPEPETUL OTO ECOKAEIGTO PVALO OONYIDV YPNoNG 1 GUPIBAALETE VIO TNV ATOTEAEGLATIKOTITO TOV
QopuaKov, TapoKaieiche va EMKOVOVNGETE, KaTapyds, e TOV KTviatpd coc. Mmopeite eniong va
OVOPEPETE OTTOLAONTOTE AVETLOVUNTO GUUPAVTA GTOV KATOYXO TNG ASEWNG KUKAOPOPING
YPNOUYLOTOIDVTOG TO GTOLYELD EMKOVMVIOG GTO TEAOG AVTOD TOL PVAAOL 0O YLDV YPNONG, 1| LECH TOL
eBvikob cag cvotruatog avagopds: EBvikog Opyaviopudg Gappdkwv, ni: +30 2132040213, E-mail:
vetpharmacovigilance@eof.gr.

8. Aocolroyia yio k@0g €idog, TPOTOS KAl 0001 YOoP1 YOS

Boog161):

Evoopvikn ypion:

AOW®HEELS TOV OVOIVELGTIKOD GUGTIUOTOG:

8 mg papPoerobakivn/kg c. B., dnA. 2 ml dwwAvpatog/25 kg o. B. epdnal.

Edv o dykog mpog éveon givar peyorvtepog and 20 ml, Ba tpénel va dwapebel oe dHo 1 mepiocdTEpQ
onpeio éveong.

Ynodopra yprion:

Oéela pootitida:

2 mg poppoprotaxivin/kg o. B., SNA. 1 ml dwodvpatog/S0 kg 6. B. ue po kabnuepivn éveon, yuo 3
NUEPES.

H mpddtn éveon pumopel va yivel kot evooeiéfia.

Xowopntépeg:

Evdopvikn ypion:

2 mg poppoprotaxivi/kg o. B., dNA. 1 ml dwwdvpatog/50 kg 6. B. pe o kabnuepiv éveon, ya 3
NUEPES.

9. Odonyieg Yo T 66T Lop1yNOoY

INa ™ dwwoediion g opbng docoroyiag, To copaTIKO Bapog mpénet va mpocdopiletat pe 660 T0
duvatov peyalvtepn axpifeta.

Kabmg to plaridio dev pmopel vo tpurnbdei mepiocdtepo amd 45 popéc, O mpénel va, emAéyeTon T0
mAéov KatdAAnio péyebog proAidiov avaroya e To €100 Tov {MOL GTO 0MOi0 TPOKELTOL VO, YiVEL
ayoyn.

No potipdrol yio Tig EVESEIC 6T POOEION KOl TOLE Y0IPOLE 1) TEPLOYT] TOV TPOYAAOV.

10. Xpévor avapoviig

Boosgion:
Evdopvikn ypron:_Kpéag kot edmotpot iotoi: 3 nuépeg - I'dda: 72 dpeg.
Y7rodopua yprion:_Kpéag kat edmoipot iotoi: 6 nuépeg - I'dia: 36 dpec.

Xowpountépeg:
Evdopvikn yprion:_Kpéag kot edmotpor 1otoi: 4 nuépec.

11. Ewwkéc ovvOnkeg dwatipnong

Na puidooetar o€ 0éon, Vv onoia dev PAETOLY Kot dev Tpooeyyilovv Ta TAd1d.

Na puAdooetal To LOAId0 6TO EEMTEPIKO KOVTL Y10l VO TPOCTATEVETAL OO TO PG,

No pn ¥pnoYoTolEiTon aVTd TO KTNVINTPIKO QOPUAKEVTIKO TPoidV peTd v nuepounvio AHENG mov
aVayPAQETOL GTO KOVTL KOl GTNV ETIKETAL TOV QLOASIOV HETA TN GLUVIOUOYPOQEIN TNG TUEPOUNVIOG
Mé&nc Exp. H nuepopunvia AMéng copmintel pe tnv teAevtaio UEPO TOL GLUYKEKPUEVOD UNVOL.
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Awdpxela (NG PeTE TO TPMTO GVOTYU TOV GUECOV TEPIEKTN: 28 MUEPEC.

12. Ewwkég apo@urdéers amoppryng

Ta papuake dev TPEMEL VO ATOPPITTOVTOL HEGHD TV AVUATOV 1 TOV OIKIOK®OV AToBANTOV.
XP1MOYLOTOOTE TPOYPAUIOTA ETGTPOPTC PUPUAK®DV Y10 TV OTOPPIYT] U1 XPTCLLOTONOEVTOV
KTNVIITPIKOV QOPUOKEVTIKOV TPOIOVI®V 1| BAA®V VAIK®V TOV TPOoEPYovTaL Omd TN XPT o™ TOVG
GULPOVO LE TIC TOTIKEG AOLTNGELS KO pLe TuYOV 1oybovta eBvikd cvotipata cvirioyns. Ta pétpa
OVTE OTOGKOTOVY GTNV TPOGTAGIO TOL TEPIPAAAOVTOC,.

YvpPovievbeite Tov KTNVIATPO 1) TOV POPLOKOTOLO GAG Y10l TOV TPOTO ATOPPLYNG TOV
YPNOLOTONOEVTOV PAPLAKDV.

13. Ta&vopnon TOV KTNVWWTPIKOV QUPRIKEVTIKAV TPOIOVTOY

Na yopnyeitot pOVOV pe KTNVIOTPIKY] GUVTAYTY).

14. ApOpoi Gd10g KUVKAOPOPIOG KOl GVGKEVUGIEG

Ap1Ouog adetog kukAopopiag: EAAGda: 22713/08-03-2016/K-0186301 - Kbmpog: CY 00228V
2voKevaoio:

Kovrti yaptivo pe éva @roiioo 50 ml.

Kovrti yaptivo pe éva graiidto 100 ml.

Kovrti yaptivo pe éva @laAioto 250 ml.

Kovrti yaptivo pe éva graiidro 500 ml.

Mmropei vo, unv KoKAOQOPOLY OAEG Ol GUGKEVAGIEC.

15. Hpepopnvia televtaiog ava@e®pnong Tov GUALOL 001YIOV YPNONG
06/2025

Aentouepeic TANPOPOpIeS Yio TO €V AOYM KTNVIOTPIKO PAPUOKEVTIKO TPoioV gival Slabéciueg ot
Baon dedopévov g EE o ta ktnviatpucd tpoiovra (https://medicines.health.europa.eu/veterinary).

16. Xtoyyseio emkovoviag

Kértoyog g ddetag kukAopopiag:
EXAGda:

Ceva EAMGG Ene

EBvapyov Maxapiov 34

16341 HhovmoAn - EAAGda

Konpoc:

Ceva Santé Animale

8 rue de Logrono

33500 Libourne - 'oAAia

2Toryslo EMKOWVMVINC Y10 TNV aVoQOopd THavOAOYOUUEVOV OVETIOVUNTMV EVEPYELDV:
Ceva EMAéGg Eme, EOvapyov Makapiov 34, 16341 Hiovmoin, tnA.: 210 9851200

&

Tel: +800 3522 11 51
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https://medicines.health.europa.eu/veterinary

E-mail: pharmacovigilance@ceva.com

IMapaockevootic LIEEVOLVOCS Yo TNV ATEALLOEPMON TOV TAPTIOWV:
Ceva Santé Animale, 10 av. de La Ballastiere, 33500 Libourne, France
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