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NEPIAHYH TON XAPAKTHPIETIKOQN TOY IPOIONTOX



1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

BAYTRIL 15 mg diokia yio y&teg kot GKOAOVG

2. IMOIOTIKH KAI IIOXOTIKH YYNOGEXH
Ka0e dioxio mepiéyet:
APUOTIKO GVGTOTIKO:

Enrofloxacin 15 mg

"Exodoyo.:

oroTik1] 60vOEoT EKOOY MV KUl GALOV GVOTATIKMOV>

Lactose monohydrate

Maize starch

Cellulose microcrystalline (Avicel)
Povidone 25

Magnesium stearate

Silica colloidal anhydrous (Aerosil)
Artificial beef flavour irrad 65

Avoyto KaoTavO TPOG KAPE, LE EAAPPDS LOPULAPDIT ELPAVIOT, GTPOYYVAO S10KI0 Y®pPic Yopoym.

3. KAINIKEYX IAHPO®OPIEX

3.1 Eion {oov

Xxolog, ['dra.

3.2  OgpomevTikég evosiEelg Yo kabeg gidog {®ov

To KTMVIOTPIKO PAPLOKEVTIKO TPOTOV GUVIGTATAL Yia T Oepomeia TV AOIUMEE®Y TOV GKOAOV KOl TNG
yatog, Tov opeilovtal ota €£Ng evaicnta oty evpopro&axivn Gram Oetucd Kot apvnTiKa Paktmpio:
Escherichia coli, Salmonella spp., Pasteurella spp., Haemophilus spp., Staphylococcus spp. ka1
Klebsiella spp.

E&attiag g gvpéog paopaToc SpacTIKOTNTAG TOV, TO KINVINTPIKO QUPLOKEVTIKO TPOTOV UTopel va
ypnoonroindel 6To okvAO Kot TN Yato og o&gieg, ypdvieg Kot vroTpomialovces Paktplokég
AOWUMEELG TOV TTEXTIKOV, TOL OVATVEVGTIKOD, TOV OVPOTOINTIKOD KOt TOV YEVVNTIKOD GLUGTILOTOG, GE
AOLUMEELS TOV £E® 0KOVOTIKOD TOPOL KOl TOV SEPLOTOS (TLMIELS SEPUATITIOES).

3.3 Avrtevosileig

No pnv ypnoonoteiton :

- € OKVAOVG Kot YATEG NAIKIOG PKPOTEPNC TV 12 unvav 1 péxpt v nAikia Tov 18 unvav,
€POCOV TPOKELTOL Y10. LEYAAOCMUES PLAEG CKOA®V.

- KOTd T OGpKELN TG EYKVHOGHVNG KO TNG YOAOVYIOG.

- 4TaV VIGPYOLY NN CAROIDGELG GTOVE YOVOPOLS TV OGTAOV.

- og {ma mov gpeoavifouv emtnyio 1 EMANTTIKEG KPIGELC.

3.4 E101kéc mpoEtdomon|oELS

Koapia.

3.5 Iowitepeg mPpoUAAEELS KATA TN Yp1oN



Idwitepeg TpoLAGEELS Yo TV ac@aAn ¥prion ota £idn (omv:

[pémer va Aapfavetor voyn N exionun OVIYIKPOPLOKT TOATIKY, OTOV ¥PNCIUOTOLEITAL TO TPOIOV.

To mpoidv, 6mw¢ Kol OAec ot KwvoAdvee, Oa mpémel vo ypnollomotleitar Uovo KatoOTY OGOKIUNG
gvaoOnoiog. Ao TPEMEL VA YPTCLOTOLEITUL G PAPLLOKO TEAELTAING EMAOYNC.

H ypnom tov mpoidvtog KTOC TV 00NYLOV OV TEPIAAUPAVOVTOL GTNV TEPIANYN TOV XOPAKTPIOTIKOV
TOV TPOTOVTOC, THOUVOV VA, LENGEL TNV aVTIGTACT] TV PAKTNPI®V GTIG KIVOAOVEG Kol UTOPEL VO LEUDCEL
Vv anotehecpoTikoTTe TG Oepameiog pe dAleg eBopokivordveg AOYm TOOVIG S106TAVPODUEVG
avOEKTIKOTNTOC.

Idwaitepeg TpoeuAGEEIC Tov Tpémel vo Aaudvovior amd To GTOLO TOV YOPNYEL TO KINVINTPIKO
OopuLaKEVTIKO TPoidv oe Lo
Agv 1oyvet.

[Swaitepec mpo@LAGEELC Yo TNV TpooTacio ToL TEPPEAlovToc:
Agv 1oyvet.

3.6 AvemOvunta coppavra

Yrolot:
Yravio Taotpevtepikég dlatapayEc
(1 éw¢ 10 {wa / 10.000 vrd Bepameio
{oa):
Mo\ ondvia AAOIDGELS GTOVG YOVOPOVG TOV 0GTHV

(<1 Lo / 10.000 vrd Oepancio {ma,
CLUTEPIAUUPOAVOUEVOV TOV
LELLOVOUEVMVY OVOPOPDV):

Idra:
Yravio Taotpevtepikég dlatapayic
(1 éw¢ 10 Cwa / 10.000 vrd Bepameio
{oa):
[ToAd omévia THproon'

(<1 Lo / 10.000 vrd Oepaneio (oo, | AAOIDGEIC GTOVG XOVOPOUG TV 0GTOV
CLUTEPIAAUPOAVOUEVOV TOV
LELOVOLEVMVY OVOPOPDV):

' ApeiBAnotpostdonddsia, GUUTEPILOUBAVOLUEVIC TG TOPAMONC, ITOPEL VO ELPOVIGTEL TN YATO, HTOV
vrepPaiveral n 66om.

H avagopd avembountov coppdviov etvar onpavtiky. Emitpénet n ocvuveyn mapakorobbnon g
UOPUAELNG EVOG KTIVIOTPIKOV POPUAKEVTIKOD TPoidvTog. Ot avapopég TPEMEL VO AmOGTEALOVTOL, KOTH
TPOTIUNOT HECH KTIVIATPOV, EITE GTOV KATOYO TNG AOEL0G KUKAOPOPING 1) GTOV TOTIKO OVTITPOCOTO
TOV gite otV €Bvikn appddio apyn HEC® TOL OVIKOD GLGTALOTOC avaPopds. Avatpééte emiong oty
TapAypaeo 16 Tov POALOL 0NV YPNOTG Y10 TO AVTIGTOLYO GTOLYEIN EMKOVMOVING.

3.7  Xpnon kKatd TV KON 61, TN YoAov)ia ] THV @OTOoKix

H aocpdielo tov KTnviaTpikod QopUOKELTIKOD TPOTOVTog dgv €xel amoderybel katd TN JdpKel TNng
KON ONG KO TNG YOAOUYiaG.



Na pn yopnyeital katd T S1dpKeLo TG KONGONG KO TNG YOAOLYIOS.

3.8 Alinienidopaon pe GAAO QUPUAKEVTIKA TPOIOVTA KoL GAAEG HOPPES AAANAETIOPAONG

Na un yopnyeitat tavtdypova e Oe0QUALIVY 1 UN GTEPOELON AVTIPAEYLOVAOOT GappaKa. In vitro €yet
napatnpndei  oviayoviopodg, Otav  cvvovdlovrar ot @BopokvoAdveG pE  PAKTNPLOGTATIKG
avTiukpoflokd, 6mwg o LakpoAidia 1 ot TeTpakvkAives. H tavtdypovn yopnynon Qopuikov mov
TEPIEXOLV LOYVIGL0 1 AOLLIVIO UTTOPEL VAL EAUTTMOGEL TV OTOPPOPNOT| TNG EVPOPAOENKIVNIG.

3.9 Oodoi yopriynong kar docoroyio
Tpomog yopriynong

Amo6 otouaTog ypnon.
Xopnyetton amevbeiog omd T0 GTOUA 1) AVOLLYLEVO GE LIKPT| TOGOTITA TPOPTG.

Aocoloyio kon Sidpketa Bepaneiog

H yevikn nuepnota d6om eivor 5 mg evpopro&axivng/ kg o.p., xopnyodpevn g pia 1) 0o d6cels (avd 12
mpeg). Avtod avtiotoryel og éva dokio 15 mg nuepnoing yio kabe 3 kg 6.p. 'evikd 1 didpkeia g
Oepameiog eivar mepimov 5-10 nuépeg. H cuviotdpevn 60om kot 1 didpkeia g Oepaneiog dgv mpémet va
vrepPaivovtor. Edwkotepa ot yarta dev Tpénet va vepPaiveTal  GLUVIGTOUEVN MNUEPGLY HOON. Xe
nepinton mov dev emtevybel KMvikn| Bektioon o€ S1aoTNU 5 NUEPDV, GUVIGTATAL EK VEOL EAEYYOG
gvatetnoiog kot iowg ariayn ™ Bepaneiog.

3.10 ZopntOpaTe VIEPIOGOA0YINS (KOl KATH TEPITTOGT, RETPA AVTIHETMOTIONS KOL AVTIOOTA)

Ye mepintowon ofeiog onuavtikng vrepdocoroyiag (1000 mg/ kg copatikov Papovg) to TpdTO
ocopntopote givor avopegion ko uetog. o va ghattmbel m amoppodenon g EvPoPrOLaKivig,
ouvieTdtal 1 YopNynomn poayvnoiov N avtidéiveov mov meptéyovy alovpivio. Apeifiictposidonddeio,
GUUTEPIAOUPAVOLEVIC TNG TOQA®ONG, LTOPEl va eppavicTel otn ydta, 6tav vrepPaivetol n 06on.

3.11 Ewkoi nepropiopoi p1)ong Kot £101KEG cuvONKES ypfonec, coprepriapfavopévov
TEPLOPLOUAV GT1] YP1IGT] UVTIUIKPOPLEKAOV KOl UVTITUPUGLTIKAOV KTNVIITPLKOV
QPOUPLIKEVTIKOV TPOIOVTOV TPOKELUEVOD VO TEPLOPLOTEL 0 KIVOUVOS avATTLENS OVTOYNS

T xopnynon povo amd ktnviatpo.

3.12 Xpdvor avapoviig

Agv 1oyvet.

4. OAPMAKOAOI'IKEYX MAHPO®OPIEX
4.1 Koowdég ATCvet: QJOIMA90
4.2 @oppoxodvvepKn

H evpoprolaxivn avikel otn ynukn opddo tov @bopokivorovayv. H evpoprofokivn aokel
Baktnploktdvo dpdon emdpdvtag oV A vItopovade e yvpaong tov DNA tov Baktnpiov- otoyov.
H yvpdon tov DNA &ivat pio 1omoicopepdon mov eAEYYEL TOV TOAATANGIOCHO TV Paktpiny, Sniadn
dpa ¢ KATOADTNG 01N JSLSIKAGTN TNG VITEPCVOTEIPMONG LE TNV aVAdITA®DGT KOl TOV 0VOGLUVOLUGHO
TOV XPpOUOCOUIK®OV oV Tov DNA. Ot Bopokivordveg dpovv, eniong, Katd Tov faktnpiov 6tn ¢don
NG NPENING, TPOTOTOIOVTING TN OLOMEPOTOTNTA TOV CTPMUOTOS TOV POCPOATIHIMV TNG eEMTEPIKNG
UEUPPAVIG TOL KLTTAPIKOV TOYYMHOTOS TOV Paktnpiov otn edor adpavelog.
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Avtol or unyaviopol dpdong dikatoloyovv tov taxh 6dvato Tev gvaichntov Poaktnpiov. Me v
EVPOPAOENKIVI) Ol GUYKEVIPMGELG OVOIGTOANG Kol PAKTNPLOKTOVOL OpAomg g SLOpPEPOVY OTLOVTIKG.
Eivai tavtoonpeg 1 dtapépovv povo katd pio 1 600 apold®GELS TO TOAD.

H evpoglo&axivn éxel avtipikpofloky dpacn oe WKPEG GLYKEVIPMGELS KATH TV Teplocotépov Gram
apvnTIK@V Paxtnpiov, kotd moAlov Gram 0etikdv Poktnpiov Kol Katd Tov pukomAdcudtov. H
gvpopro&axivn gival, ETOUEVAOC, OPOOTIKY] KOTE UIKPOOPYAVICU®DV OV TPOTOYEVMG 1| OEVTEPOYEVAMS
GUUTEPTAOUPAVOVTOL GTIC VOGOUG, Y10 TIC OTTOIEC EVOEIKVUVTOL TO KTNVITPIKO POPUAKEVTIKO TPOTOV.

4.3 @appoKoKIVTIKY

H goppaxoxwvntiky mg evpopro&okivng ota mtnvd kot to Onlactikd eival tétoln, ®ote TOG0 M
yopnynon and to otopHe OGO Kol 1 TOPEVIEPIKN XOp1ynon odnyodv ota id1o eninedo oTov 0pd TOL
aipatoc. H evpoplo&axivn gtével 6TouG 16T00G 68 PeyIAEC TOGOTNTEG. Xe TTEpapaTOlma Kal GAAa (da,
Yo Toe 0ol TpoopileTal, amodeiytnke OTL TO EMITESN GTOVE 1IGTOVE TV 2-3 POPEG LYMAITEPQ OTd VT
7ov Ppébnkav otov opd. Opyova, 6To OToio OVOUEVETOL 1] GVYKEVTIPMOOT] GE LYNAG emineda, gival ot
TVEDLOVEG, TO NP, Ol VEQPOL, TO OEPUO, TA 00T KOl TO Agpekd cvotnua. H evpoplo&axivn
OVEVPICKETAL, EMIGNG, OTO EYKEQPOAOVAOTIOLO VYPO KOl GTO VOATOEIOEG LYPO.

5. OAPMAKEYTIKA XTOIXEIA

5.1 Kopieg acopparotnreg

Agv glval yvoot Kapio.

5.2 Awpkewa ong

Atdpxelo {oNg TOL KTNVINTPIKOV POPUAKEVTIKOD TPOIOVTOG COLP®MVO LIE TN GVOKELOGIN TOANoNG: 60

unvee.
5.3 Iowitepeg mpo@uAdEels kKaTd ) @OAAEN TOV TPOidVTOg

Na puAdooetal og Oeprokpacio mepfaiiovtoc.
Na puAdcoeToL TPOGTUTELUEVO OO TO POG.

5.4 ®von ka1 6HVOEST TG OTOLYELDOO0VS CVOKEVAGILOG

Koyéheg akovpviov (aluminium blisters) o€ yaptivo kovrti.
Xaptwvo kovuti pe 5 koyéreg pe 10 dokia.

5.5 Ewwkég mpo@uAagels amdppyng vog Ui yPoLHoTo]0EVTOS KTNVIUTPLKOV QUPIUEKEVTIKOV
TPOIOVTOG 1] GALOV VAIKAV TOV TPOEPYOVTAL O.TO T1] (PG TOL TPOIOVTOGS, UV VITAPYOLY

Ta eapuoke dev TPETEL VO OTOPPITTOVTOL LEGH TOV ADUATOV ) TOV OIKIUK®OV OTOPANTOV.
XPpNOHOTOOTE TPOYPAULOTO ETIGTPOPNG PAPUAKMOV VIO TNV ATOPPIYT] LI YPNOLLOTOINOEVT®OV
KINVILTPIKOV QOPUOKEVTIKOV TPOIOVI®V 1] GAA®V DVAIK®V TOV TPOEPYOVTAL amd TN (PNOT) TOVG
GULPOVA LLE TIC TOTKEG ATOITNOELS KO PLe TUYXOV EBVIKA CLUGTIOTO GLAAOYNG TOV LGYVOVV Y10 TO.
GYETIKA KTNVITPIKE PAPLOKEVTIKA TPOTOVTOL.

6. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Elanco Animal Health GmbH

7. APIOMOZXZ(OI) AAEJIAYX KYKAO®OPIAX
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2113/12-01-2011/K-0051704

8. HMEPOMHNIA IIPQTHY EI'KPIXHX

13-11-2007

9. HMEPOMHNIA TEAEYTAIAYX ANAGEQPHXHX THX IEPIAHYHX TQN
XAPAKTHPIZTIKQN TOY IIPOIONTOX

05/2025

10. TAZEINOMHZIH TON KTHNIATPIKON ®APMAKEYTIKQN ITPOIONTOQN
Noa yoprnyeitor LOVOV Le KINVIOTPIKT GLVTAYT.

Agmtopepeic TANpoPopieg Yo TO v AOY® KTNVIOTPIKO QOPUOKEVTIKO TPoidv givar dabéoieg otn Pdaon
dedopévav g EE yua ta ktnviatpikd npoidvta (https://medicines.health.europa.eu/veterinary).




