ITAPAPTHMA 1

IEPIAHYH TON XAPAKTHPIETIKOQN TOY ITPOIONTOX



1. ONOMAZXIA TOY KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX

Baytril One 100 mg/ml evéoyo didivpo yio foogtdn ko xoipovg.
2. IIOIOTIKH KAI MIOXOTIKH XYNGEXH
1 ml mepiéyet :

ApPUGTIKO GVOTUTIKO :

Enrofloxacin 100mg
"Exdoya :
n-Butanol 30 mg

Benzyl alcohol (E1519) 20 mg
BA.tApn katdloyo exdoymV 6To KEPAALo 6.1.
3. PAPMAKOTEXNIKH MOP®H

Evéowo didAivpa.
Awowyéc, Kitpvo ddAvpa

4. KAINIKA XTOIXEIA
4.1 Eion {oov
Booedn, Xoipot

4.2. OgpamevTiKég voeielg Tpoosolopilovtag Ta €ion Loy

Boosdn:
Mo 1t Oepomeio AoWdEED®Y TOV OVOTVEVGTIKOD GUOTNHUATOS TOL TPOKOAOLVTAL Omd TO

evaiotnta oy evpogro&akivn Histophilus somni, Mannheimia haemolytica, Pasteurella
multocida ka1 Mycoplasma spp., kabmg kot t Oepancia g E.coli paotitidog.

Xoipot :

[N t Bgpamneio g PakTnprokng Ppoyyomvevpoviag mov Tpokaieitol amd to evaictnta oty
evpopAoaxivn Actinobacillus pleuropneumoniae, Haemophilus parasuis ka1 Pasteurella
multocida.

4.3 Avtevoeiteg

No un xpnoyLonoleital 6e TePITTO®OT VIEPELUICONGING GTO dPAGTIKO GLGTATIKO 1| GE KATOL0
07to T, £KO0YO.

No un ypnouonoteitor o€ (Ho pe EMANTTIKEG SATAPAYES TOV GLUVOEOVTOL LE TO KEVIPIKO
VEVPIKO CVOTNUE, UE LRAPYOVOH OVETAPKEWD OTNV avamntuén tTev xovopwv 1 PAAPn oto
KIVNTIKO  GUGTNUO  CLUTEPIAGUPOVOUEVOY TV  apBpdoemy Tov  LIOKEWTAL £VIOovN
AELTOVPYIKN Katambdvnon 1 o€ apfp®CEIC TOV VPIGTAVTOL POPTIC.



No pn xpnoYoTolEiTal 6€ TEPIMTMOT LIAPYOLGAS AVOEKTIKOTNTOG OTIS KIVOAOVEC, KaBMG
ot 1 avBekTikoTTO GLVNOMG Elvarl TANPNG KAl VIGPYEL SLOCTOVPOVUEVT AVOEKTIKOTNTO e
GAhec eBopokivorlOveg.

Mo oAAnAemidpdoelg pe dAha poappakeutTikd Tpoidvta PA. kKepdrawo 4.8.

4.4 E1d1kég Tpoeldomomoels Yo Ka0e gidog Ldov

Kapia.

4.5 Idwitepeg TPoPULAEELS KATA TN Yp1ION

Idwitepec TPpoLAGEELS KOTd TN Y p1i6n 6€ Loa

BA. eniong to kepdiato 4.3 yo avtevoei&ets.

Edv dev vrapyet khvikn Bertioon gvidg 600 1 Tpudv nuep®V Oa TPEmEL VO TPy UATOTOEITOL
véa dokiun evatcOnoiog Kot edv eivor amapaitnto va aAAdlel | Beponeia.

INo emovarapBoavopueveg evécelg | 6tav o 0ykog TG eviduevng doong vrepPaivetl ta, 15 ml
(Boogdn) M Ta 7,5 ml (xoipot, pooyor) oe doupnpéveg ddoels, Ba mpénet vo emhéyetan Evo. vEo
onpeio yuo kabe Eyyvon.

H evpoplolaxivn omofdiietor oamd Tovg veppovs. Omwg ocvuPaivel pe Okeg TIg
@Bopokivoloveg, KabBvotepnuévn amékkpion eivol avoUeEVOLEVT] GE TAPOLGIO VIAPYOLGOG
veppucig BAAPnG.

YuveTi) (pion
Omote givor dvuvatdv, ot eBopoxtvoddvee Bo mpémel vo, yPNOUOTOODVIOL HOVO KOATOTLY

doxung evatodnoiag.

[Ipémer vo AapPdvetor vmwoOyn 1 €miONUN KOl TOMIKY OVTIUIKPOPLOKY TOATIKY], OTOV
YPNOLOTOLEITAL TO TPOTIHV.

O1 pBopoxivoroveg mpémet va mpoopilovran yia ) Oepaneion KMVIKOV KOTOGTACEWDY Ol OTOIEG
OVTOTOKPIONKOY OVETOPK®DG, 1M OVOUEVETOL VO, OVTOTOKPOOOLV OVETUPKADC, o€ GANEG
KOTNYOPIES OVTIUKPOPLOKOV.

H ypfion tov mpoidvtog exktoc TV 0dnyimv mov weptlapfavovtal otny ILX.IL, mbavov va
av&NoeL TN cLYVOTNTO EUPAVIoTS Paktnpimy Tov gival avlekTikd 6Tig POOPOKIVOAOVEG Kot
UTopEl Vo HEIDOEL TNV omoTeEAecUATIKOTNTA TNG Oepameiag pe dAheg pBopokivoroveg AOY®
mOaVNG S1LGTAVPOVIEVIG AVIEKTIKOTNTOG.

Iowitepec mPo@VAGEEIS Tov 7mpémer vo. Aoufdvovrolr omd TO GTOLO TOUL YOPNYEL TO
QUPUIUKEVTIKO TPOoioV o€ Loa

Ye mepintwon mov Katd AdBog kdvete avtoéveo, vo, avalntioete ouécmg aTpikn Pondela
Kol vo emideiete 6ToV 10TpO TO ECMKAEICTO QUALO OONYL®V YPNOEMG 1 TNV ETIKETA TOL
QOPULOKEVTIKOD TTPOTOVTOG.

Edv o mévog empéver yuo move omd 12 dpeg petd amd v wotpikni eE€taon, va avalntioete
Kot TéAL wotpikn Ponbeta.

Atouo, ue yvootn vrepevalctncio oty evpopAio&akivny Oo mpémel va amopehyovy TNV EToEn
LE OVTO TO KTNVINTPIKO QUPHAKEVTIKO TPOTOV.
[T\ Ovete TuyOV oTAYOVEG O TO SEPUA 1] TO LATIO OUECMG UE VEPO.



Noa unv tpote, nivete 1| komvilete Katd Tn SLAPKELN YEPIGUOV TOV TPOIOVTOG.

4.6 AvemOounTteg evépyeleg (ovyvotnTa Kol cofapétnta)

[MBavég avemBounteg evépyeleg mov amodidovtal 6To TPOIdV, OTAV YPTCLUOTOIEITOL OTWS

TpotelveTal, Kot 1 cuyvoTNTd Tovg, givor ot e&ng:
[ToA onavia (Ayotepo amd 1 ota 10.000 {da, cuumeptAapfovouévoy TV UELOVOUEVOV
aVaPOPOV):
Mopodikég preypovmdelg avtidpdoeic (oidnua, eppBpdtnta) oto onueio g Eveong.
Mooyot: yaoTpevieptkés dratapayes katd ) ddpkela g Bepaneiog.
Boogdn] petd omd evoopAéPio yopnynomn: ovidpicel; ook, TOOVOG MC OTOTEAEGLN
ducAettovpyiog TOL KLKAOPOPTKOD.

4.7 Xp1on kota v Kinon, ) yelovyia 1 Ty ®otokia

Mmropei va, ypnoiporon el katd tn S1apKeLd TG KONONE Kot YoAovyiog.

4.8 AAMNEMOPACELS PE GALY QUPUOKEVTIKA TPOTOVTO Kol AAAEG HOPPES UAMAETIOpOONG

O ovvdvaopoc g evpoprobakivng e pokporidia avTiBloTikd 1 TETPAKLKAIVEG pmopel va
TPOKOAESEL avTaymvioTikn enidpaon. H amékkpion g Bgopuidivng pmopet va kabvotepnoet.

4.9 Aocoloyia kor TPpOTOS YOPNYNONG

Booedn :

H docoloyia yioo avamvevotikd voonpoto givol 7,5 mg evépeeroexivi- evpopro&axivn/kg
o.B. yio po epana vrodopia (S.C.) yopnynon.

AvT0 givar 16000VOO PE

7,5 ml Baytril One gvéeipo d1ahopa avd 100 Kg 6.p. ava nuépa

Na un yopnyovvton nepiocodtepa and 15ml (Booedn) 1 7,5 ml (udoyor) o éva onueio Kotd
TNV VTodOpL. (S.C.) éveon. Le TePITTOOT GOPAPOV 1} YPOVIOV OVATVEVGTIKMV VOOT|LATOV LI
dgvTepT yopNynon uropei va amarteiton petd amd 48 dpec.

H doocoloyio vy 1 Oepancia g E.coli pootitidag sivar 5mg  evépeeprofencivip
evpopAro&axivn/kg o.B. pe evdoeAépia (i.v) xoprynon.

AvT0 gival 1600OVOO [E

5 ml Baytril One gvéeipo drdivpe avd 100 Kg o.f. avé nuépa

H Bepameia ¢ E.coli pootitidoac npémet vo yiveton amokAielotikd pe evooAéPia (i.v.)
YopNyNon o€ 2 e 3 ocuveyoOUEVES NUEPES.

Xoipou

H docoloyia yw avamvevotikd voonpoto gival 7,5 mg evpogprofoxkivi/kg o.B. ywo pia

e@dmal evéouvikn (i.m.) yoprynon.

Av10 givol 160d0vapo pe



0,75 ml Baytril One evéeipo d1dhvpa avé 10 Kg o.p. ava nuépa

Noa un yopnyobvion mepiocdtepa amd 7,5 ml g éva onueio katd tnv gvdopwikn (i.m.) éveon.
e mepinT®on cofoapdv 1 XPOVIOV AVOTVEVCTIKMOV VOCT|LATOV Lo SEVTEPN YOpNyNon umopel
vo, amoteitan petd amd 48 dpeg.

Tpomog yopiiynong:
Boogon :
I'o vroddpia éveon (avomvevoTikd voonua) i yio evooeAéPia éveon (E.coli paotitida).

Xoipot :
[N evdopwikn éveon 6tovg POEG 6TO Adpd ot BAcT TOV AVTIOD.

INa va eEacpariotel 1 cwot) docoroyia, 10 copatikd Pépog Ba mpénel va mpocdiopileton
0G0 T0 dVVATOV OKPIPESTEPQ, Y10, VO ATTOPEVYETOAL 1] VTTOSOGOAOYIAL.

To ndpa pumopet va tpunndei pe aocpdrea péxpt 20 popég.

4.10 Ynepdocoroyio (CVUTTONATE, NETPO OVTIPHETOTIONS, OVTIOOTA), £4v givan
amapaiTnTo.

Yta Boogdn] o 86on tov 25mg/kg copatikod Bapovg mov yopnyndnke vroddpa Yo 15
oLVEYOUEVEG MUEPEG €lvOl OVEKTN Y®PIC KAWIKG cvumtouate. Yyniotepeg 00GES ot
Booedn kot d0celg mepimov 25mMg/kg Kot TopoTAv®m 6TOVG YOIPOVE UTOPEL VO TPOKAAEGOVY
MBapyo, xyorotnta, ataic, eEAagpld oleAdppota Kot Puikd TPOUO.

4.11 Xpo6vog(o1) avapovis

Boogon:

Kpéog kat edddiot 167oi :
Ymodopa (S.C.): 14 nuépeg
EvéopréPua (i.v.): 7 nuépeg

Féha :
Ynodopuwa (S.C.): 5 nuépeg
EvéopréPia (i.v.): 3 nuépeg
Xoipot :

Kpéag : Evdopvikd (i.m): 12 nuépeg

5. PAPMAKOAOI'IKEX IAIOTHTEX

Ddappokobepanentikn opdda : POopoKIvoLOVES
Kwodwdog ATCvet : QI0IMA90

5.1 ®uppokodVVOUIKES 1O10TNTES

H evpoprofakivn oavikel ot ynuikn oudda tmv @bopokivorlovav. H ovoia aokel
Boktnploktévo dpdon, mov ExEl MG OMOTELEGUN TV TPOGOEGT] TOV GTNV A VTOUOVADO TNG
DNA yvpdong tov Baktnpiov, mapeumodilovioag emAektikd ovtd to Evivpo.

H DNA yvpdon avikel 6tnv opdoa Tmv evOU®V Tov gival yvmoT ¢ TOmoicoUePAGES, TOV
EUMAEKOVTOL OTNV QVTIYPOQT, HETAYPAON Kal emavoacvvoeon tov Poktnpiokod DNA. Ou
@Bopokivoloveg eréyyouv emiong to POKTAPO OTN OTOTIKN (AGCT, TPOTOTOLOVIOG TN
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SomepaTdTNTO TOL POKTNPLOKOD KLTTOPIKOD TOLYMUATOS. AVTOL Ol UNYavIoHol SIKLoAOYOUV
TO YeYOVOG 0TL 1 Prociudmra TV Paktnpiov Tov ektifeviol oty evpoprofakivn peidveTal
TOAD Yp1yopa.

2116 PBopoxtvordves 1 Bavatnedpog dpdomn eaptdrol amd TN GLYKEVIP®MON GLUPAAAOVTOG
o€ (o Toyela Paktnploktovo dpaon.

Ot CLYKEVTIPMOGELG OVAGTOANG KOl fOKTNPLOKTOVOL dpAcnC TG EVPOPAOEaKivig Elval KoVTA.
Eivan gite dpoteg 1 dtapépovv oe 0yt meprocdtepa and 1-2 otdoia apaimong.

H evpoprofoxivn €xer éva ¢dopa dpdong mov meptlopfdaver to gvaichnta oty
evpopro&axivn Histophilus somni, Mannheimia haemolytica, Pasteurella multocida,
Mycoplasma spp., E.coli ota Booegidn xabmg kot ta Actionobacillus pleuropneumoniae,
Haemophilus parasuis, Pasteurella multocida ctovg yoipovg.

Tomotr ko Mryoviopoi AvOeKTIKOTNTOG

Onwg &xetl ovagepdei,  avBektikotnta 6TIg POopoKIVOLOVES TTpoépyeTal omd TéEvte mnyEG: (i)
oNMUEKES pHeTaAAGEELS oTa, Yovidilo kKodtkoroinong e DNA yvpdong 1/kon tomoicopepdong
IV mov 0dnyodv oe alhoimon tov avtictoryov eviduov, (ii) petaporéic ot dwmepatdTnTa
TOV PAPUAKOL 6g apvnTiKd katd Gram Boxthpia, (iii) unyaviouoi expong, (iv) avBektikdmto
puécm mloaouiov kot (V) Tpmteiveg yuoo TNy mpootacio tng yvpdonc. Olot ot punyovicuol
odnyobv o pelouévn evotctncio tov Paktnpiov otig ebopokivordves. H draotowpodpevn
avOeKTIKOTNTO LETAED TOV AVTIUIKPOPLOK®V TNg TAENS TV pBopoKIvolovav gival cuviOng.

5.2 ®oppoKOKIVITIKA GTOLLELN

H evpoplolaxivn oamoppopdtar TOAD YpRyopo Kol GYEOOV  OAOKANPOTIKG (VYNAN
Brodtobeciuda), HETA amd LTOSOPLN XOPNYNOT TOL TPOIOVTOG GTe, OOELdN 1] EVOOUVTIKN
YOPNYNON GTOVG XO1POLE.

Booedn:

Metd amd vroddpia yoprynon 66ong 7,5mg evpoprooxivn ava Kg copoatikod Bépovg e un
YOLOKTOTOPOY®YES OYEAGOES, Ol UEYIOTEG OLYKEVIPMOE, 010 mAdopo tov 0,82 mg/lL
epupaviotnkov péca oe 5 mpec. H oAkn éxbeon tov apudikov oto mAdopo eivar 9,1
mg*hr/L. H evpopro&axivn amoPdiietor amd 10 cdpa pe ypdvo nuiceiog Cong 6,4 dpeg.
[epimov to 50% tng evpopro&akivng petaforiletan otn dpactikn ovoia cumpopro&axivn. H
omporo&akivn amoPdAiretal amd T0 copa pe xpovo nuiceag Cmng 6,8 dpec.

Metd and evdoeAiPio yoprynon doong 5,0 mg evpoproaxivn avé Kg copatikod Bapovg ot
YOALOKTOTOPOY®YES QyEAGOEC Ol UEYIOTEG GLYKEVIPMOE, 6T0 TAGoua mepimov 23 mg/L
eupaviomnkov dueca. H olkny éxbeon tov @apupdkov oto mhdoua sivar 4,4 mg*hr/L. H
evpopro&axivn amofdiletorl amd To cdpo pe ¥povo nuicetog Long 0,9 opec. [epintov 10 50%
™G UNTPIKNG ovoiog petaforileton oe oummpo@Aofokivny Ue UEYIGEG GLYKEVIPOGEL GTO
mAdopo 1,2 mg/L va gppaviovtol pésa og 0,2 dpec. O ypdvog nuiocetog (ong ™¢ amoPoing
glvan kotd péco 6po 2,1 dpeg.

e X10 yolo, n aviyukpoflaxn dpdon oesileton kuping otov petaforitn cumpoerofakivn
(mepimov 90%). H curpoproloxivn eppavilel uéyioteg ouykevipmoelg oto yéda 4 mg/L péoa
o€ 2 mpeg HeTd amd evooeAéPio door. H cuvorikn ékbeon oto yéAo Tave and 24 dpeg sival
nepimov 21mg*hr/L. H cutpoplofakivn amopdiletar omd 1o yako ue ypévo nuiceag Cong
2,4 mpec. O péyoteg ovykevipdoels twv 1,2 mg evpoprolakivn avd Altpo emtvyydvoviot
010 Yaha péca oe 0,5 dpeg pue pio. cuvorlkn €kbeomn e evpoproaxivig oto YOAo TEPITOV
2,2 mg*hr/L. H evpoplo&akivn amofdAiietar amd to yoka ot 0,9 dpsc.

Xoipot:

Metd amd evdopvikn yopriynon ddong 7,5mg avé Kg copatikod Bapovg og yoipove, n péon
UEYIoTH cuYKEVIpmon Tov 1,46 mg/L otov opd eppaviotnke péoa oe 4 dpec. H olikn ékbeon
0710 QAappoKko mhve amd 24 odpeg Nrov 20,9mg*hr/L. To edpuoko omofdiietor omd To



KEVTIPIKO TUNpa pe teAtkn nuicela Con 13,1 opeg. Me HéYIoTEC GUYKEVIPDGELG AYOTEPO Ol
0,06 mg/L 01 péceg GLYKEVIPAOGEIC 686 GTOV 0pO TNG SUTPOPALOEAKIVIG NTAV TOAD YOUNALC.
H evpopro&akivn £xel vymio 6yKo dtovopns. Ot GLYKEVTPMGEIS GTOVE 1GTOVE KoL To. Opyava
vrepPoivouy onuavtikd to eninedo Tov opov. To Opyove 6To OTolo EIVOl OVOUEVOUEVO VO,
VILAPYOVY VYNAEG GUYKEVIPAOGELG TEPIAUUPAVOVY TOVG TVEVIOVEG, TO TP, TOLS VEPPOVC, TO
€VTEPO KOl TOLG LVTKOVG 1GTOVG.

H evpopro&axivn amofdAretor amd Tovg veepovc.

6. DPAPMAKEYTIKA XTOIXEIA
6.1 Katdroyog ekooymv

Arginine

n-Butanol

Benzyl alcohol (E1519)

Water for injections

6.2 Acvopfatétnteg

AOY®D EMAEYNC UEAETOV aGLUPATOTNTAG, TO TOPOV KTNVIATPIKO (QOPUOKEVTIKO TPOidV Oev
TPETEL VO, OVOULYVOETOL UE AAAD KTNVIOTPIKA QOPUOKEVTIKE TPOTOVTAL.

6.3 Awdpkera Long

Aldpkelo LONG TOL KTNVIOTPIKOD QOPUOKEVTIKOD TPOTOVTOG COULPOVA LE TN GLOKELOGIO
noOAnong: 3 €m

Awgpxeia {oNg PETE TO TPMOTO AVOLYUE, TG OTOLXEIDO0VG Guokevasiog: 28 NuépeC.

6.4 Idwitepeg TPOPVAGEELS KATA TN QUAUEN TOV TPOIOGVTOG

No pnv yoyeton 1) kotoyoyeTol

6.5 ®@Von ko1 6Ovhson TG GTOLYELDOOVS GVOKEVUGING

Xaptvo xovuti pe 1 kaeé yodhvn e1éAn (yvari tomov I, Ph. Eur.) tov 100 ml pe ghaotixd
BovTLAMKO TOUE, KOl TTVGGOUEVT] EXKAAVYN GAOVULVIOV.

6.6 Ewwkéc mpo@uidiels améppiyng  &vOg  YPNOLHOTOM0EVIOS  KTNVIOTPLKOV
QPUPUUKEVTIKOV TPOIOVTOS 1] GAA®MV VAIK®OV 7oV Tpoépyovtor amd T ypfocn Tov
TPOiIOVTOG, AV VITAPYOVY

Kdbe un ypnoomoméy kmmvioTpikd QUPUOKEVTIKO 7Tpoidv 7N un ypnoiwomoinfévra
VTOAEIUUOATE TOV TPETEL VO, AITOPPITTOVTOL COLPMVA LE TIG 10YD0VCEG EOVIKEG AmULTNOELS.

7. KATOXOX AAEIAY KYKAO®OPIAX

Elanco Animal Health GmbH
Alfred-Nobel-Str. 50, 40789 Monheim, I'eppovia

8. APIOGMOX (Ol) AAEIAX KYKAO®OPIAX
A.A K. Kormpov: CY00637V
A.A K. EMada: 20153/21-09-2017/K-0226301

9. HMEPOMHNIA INPQTHX EI'KPIXHX / ANANEQXHYX THX AAEIAX
EAMGS o
Hp. ITpotng Eykpiong: 21/09/2017



Hu. AvaBempnong: 04/10/2018

Kvnpov:

Hy. ITpotng Eykpiong: 10/08/2017

Hu. AvaBempnong: 18/03/2019

10. HMEPOMHNIA ANAGEQPHXHYX TOY KEIMENOY
12/2023

AITATOPEYXH INQAHXHYE, AIAGEXHX KAI/H XPHXHX

Awotifeton e KTVIOTPIKT GUVTOYY.



ITAPAPTHMA 11

ENNIIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX



A. EIIIXHMANXH
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IHAHPO®OPIEX IIOY IIPEIIEI NA ANAI'PA®ONTAI XTHN E=ZQTEPIKH
YXYXKEYAXIA

Xdaptivo kovti

| 1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY INPOIONTOX

Baytril One 100 mg/ml evéoipo didAvpa yio foogidn kot xoipovg
Enrofloxacin

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

1 ml mepiéyet :
APUGTIKO GUGTOTIKO :

Enrofloxacin 100mg
"Exdoya:
n-Butanol 30mg

Benzyl alcohol (E1519) 20mg

| 3. PAPMAKOTEXNIKH MOP®H

Evéowo didivpa

| 4. TYZKEYAZXIA

100 ml

| 5. EIAOZ(H) ZQOY (QN)

Booedn, Xoipot

| 6. ENAEIZH (EIY)

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

[ 7. TPONOZ KAI OAOX (OI) XOPHTHEHE

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

| 8. XPONOX ANAMONHE

Boogom):

Kpéag kot edddipot 1670t :
Ynodopia (S.C.): 14 nuépeg
EvéopréPia (i.v.): 7 nuépeg

Féra :
Y7rodopua (S.C.): S nuépeg
EvéopréPra (i.v.): 3 nuépeg
Xoipot:

Kpéag : Evdopvikd (i.m): 12 nuépeg
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| 9. EIAIKH (EX) ITPOEIAOIIOIHXH (EIX), EAN EINAI AITAPAITHTH (EX)

H €& atuynuatog £yyvomn tov mpoidvtog ival emkivouvn.
AwPdaote 10 PUALO 0INYIDOV XPNONG, TPV ATTO TN XPNON.

10. HMEPOMHNIA AHEHX

AHEH (uvog/étoc)
Awgpxeia (NG PeTd TO TPMOTO AVOLYUA TG GTOLXEIDOOVS GVOKELOGTNG: 28 MUEPES
Metd t0 Tp®dTO Avorypa xpnom HEGA GE. ...

11. EIAIKEX XYNOHKEX AIATHPHXHX

Na pnv yoyetor 1 KoToyoyeTot.

12. EIAIKEX TTPO®YAAZEEIX AIIOPPIYHX ENOX XPHXIMOIIOIHOENTOX
KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX 'H AAAQN YAIKON IOY
IPOEPXONTAI AITIO TO ITPOION, AN YHAPXOYN

Amoppiyte T0 aYpNOIULOTOINTE VAIKE GOUPOVO LE TIG EOVIKES OmaLTGELC.

13. OI AEEEIX “AIIOKAEIXTIKA I'TA KTHNIATPIKH XPHXH”> KAI OI OPOI'H
OI IEPIOPIEMOI ITOY IZXYOYN XXETIKA ME TH AIAGEXH KAI TH XPHXH,
ay VITAPYovV

ATOKAEIOTIKA Y100 KTNVIOTPIKT XP1 o1 — va StoTifetat HOvVoV Ie KTNVIOTPIKT GUVTOYTY].

14. OI AEZEIX “NA ®YAAXXETAI XE OEXH, THN OIIOIA AEN BAEITIOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA”

Na puAdooetar o€ 0éon v onoia dev AoV Ko dev Tpoceyyilovy T TodId.

15. ONOMA KAT AIEYOYNXH TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Elanco Animal Health GmbH
Alfred-Nobel-Str. 50, 40789 Monheim, I'gppovia

Tomxdg avrimpdéoswmoc:

EAAAAA:

XEAAADAPM AE

1° yin. A. Howoviog — MapkomoOrov,
TO 100, 19002, ITawovia

TnA.: +30 2106800900

E-mail: info@hellafarm.gr

KYIIPOX:

ACTIVET LTD

Biopnyoaviag 10 A,

2671, Ayiot Tpyubiag, Nicosia, CYPRUS
TnA.: +357 22591918

E-mail: info.activet@cytanet.com.cy
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| 16. APIOGMOZX (OI) AAEIAX KYKAO®OPIAX

A.AK. Kdrpov: CY00637V
A.A K. EMda: 20153/21-09-2017/K-0226301

| 17. APIOMOX ITAPTIAAY ITAPAT'QI'HX

Hoptida (ap1Budc)
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B. ®YAAO OAHI'TQN XPHXHX
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OYAAO OAHI'TQN XPHXHX

Baytril One 100 mg/ml gvécipo diddlvpa yio foogdn kat yoipovg

1. ONOMA KAI AIEY®OYNXH TOY KATOXOY THX AAEIAYX KYKAO®OPIAX KAI
TOY KATOXOY THX AAEIAY IMAPAXKEYHX IIOY EINAI YIIEYOYNOX TI'TA
THN AITIOAEEMEYZXH HAPTIAQN, E©OOXON EINAI ATA®OPETIKOI

Kéitoyog te 0106 KUKAOQOPIOG
Elanco Animal Health GmbH
Alfred-Nobel-Str. 50, 40789 Monheim, I'eppavia

IMopackevootnc vrevhvvoc yia TNV aneAgvfipmon TV TapTidwV :
KVP PHARMA + VETERINAR PRODUCTE GmbH
Projensdorfer Str.324, D-24106 Kiel, T'eppovio

Tomkoc avTmpOoMTOC:
XEAAA®APM AE

1°yAp. A. Howaviog — Mopkomoviov,
T® 100, 19002, ITowowvio

TnA.: +30 2106800900

E-mail: info@hellafarm.gr

Tomkoc Avtmpoéomwnoc otnv Kompo:
ACTIVET LTD

Buopnyaviag 10 A,

2671, Ayior TpyuBuacg, Nicosia, CYPRUS
Tel: +357 22 591918

Fax: +357 22 591917

email: info.activet@cytanet.com.cy

2. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Baytril One 100mg/ml evéouo diaivpa yio Boogdn ko xoipovg
Enrofloxacin

3. XYNGOEXH XE APAXTIKH(EYX) OYXIA(EY) KAI AAAA XYYXTATIKA
1 ml mepiéyer :
ApuoTIKG CVGTATIKG :

Enrofloxacin 100mg
"Exdoya:
n-Butanol 30mg

Benzyl alcohol (E1519) 20mg
Awowyéc, kitpvo dSidAvpa
4. ENAEIZH (EIY)

Booe1dn:
Mo 1t Bepoameic AoOWdEED®Y TOV OVOTVEVGTIKOD GUOTHUATOG TOL TPOKOAOLVTOL OO TO

evaicOnta omv evpoero&axivn Histophilus somni, Mannheimia haemolytica, Pasteurella
multocida ko1 Mycoplasma spp., kafng kot t Oepaneio g E.coli paotitidag.

Xoipou
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IMoa t Bgpamneio g PakTnprokng Bpoyyomvevoviag mov Tpokaieitol amd To evaictnta oty
evpopro&axivn Actinobacillus pleuropneumoniae, Haemophilus parasuis xa1 Pasteurella
multocida.

5. ANTENAEIZEIX

No un gpnoyLonoleital oe TEPITTO®OT VIEPELUICONGING GTO SPACTIKO GLOTATIKO 1) GE KOO0
070 T, £KO0YO.

No un ypnoonoteitor o€ {0 He EMANTTIKEG SATAPAYES TOV GLUVOEOVTOL LE TO KEVIPIKO
VEVPIKO GUOTNUE, UE LRAPYOVOH OVETAPKELWD OTNV avamrtuén tTev xovopwv 1 PAAPn oto
KIVITIKO  GUGTNUO  CUUTEPIAOUPOVOUEVOY  TOV  apBpdoemv ToOv  LIOKEWTAL £VIovN
AELTOVPYIKN KaTtamdvnon 1 o€ apfp®CEIS TOV VPIGTAVTOL POPTICL.

No un xpnollonoleitol o€ MEPITTMOON VIAPYOVCUG OVOEKTIKOTNTOS OTIG KIVOAOVEG, KUBMS
vt 1 avBekTikoTTO GLVNOMG Elvarl TANPNG KAl LIGPYEL SLOCTOVPOVUEVT AVOEKTIKOTNTO e
GAhec eBopokivorlOves.

6. ANEIIIOYMHTEX ENEPT'EIEX

[MBavég avemBOunteg evépyeleg mOL OIOJIOOVTIUL GTO TPOIOV, OTAV YPNCIUOTOLEITOL OTWOC
TpoTeiveTal, Kot 1 cuyvOTNTd TOoVg, givar ot e€ng :
- IToA omdvia ( Arydtepo amd 1 ota 10.000 {da, cvumeptiapfavouévoy Tov

HLELOVOLEVAOV OVAPOPDV):

[Mopodikéc preypovadelg avtidpdacelg (oidnua, eppdpoTnTa) 6To oNUELo TNG

£veong.

MoGy0L: YOOTPEVTEPIKES dLOTaPAYES KATE, TN O1dpKeL Tng Oepameiog.

Booe1dn petd omd evoopAEPia yopnynon : aviidpacelc ook, TovVOS ™G

amOTELEG L SVGAELTOVPYING TOV KUKAOPOPIKOD.

Edv mapotnpfioete omotadnmote avemBountn evépyela, okOUO KOl OV OEV OVOPEPETOL GTO
eonkAeloto POAL0 Odnyidov Xpnong 1 oueIPAALETE Yoo TNV OTOTEAEGUOTIKOTNTO, TOV
QOPUAKOV, TAPUKOAEICOE VO EVILEPMGETE GYETIKMG TOV KTNVINTPO GO,

7. EIAH ZQON

Booedn, Xoipot
8. AOXOAOI'TIA I'TA KAGE EIAOL, TPOITIOX KAI OAOX (OI) XOPHI'HXHX

Booe1on:

H docoloyia ywa avamvevotikd voonuoto sivar 7,5 mg evpogprofokivin/kg o.p. v pia
epamas vodopla (S.C.) xopnynon.

AvT0 gival 16OJVVOUO UE

7,5 ml Baytril One gvéeipo draiopa ava 100 Kg 6.p. ava nuépa

No pun yopnyovvratl nepiocdtepa and 15ml (Boogidn) 1§ 7,5 ml (udoyor) oe éva onueio kotd
NV VodoPL. (S.C.) veon. Xe mepinTtmorn coPapdv 1 ¥POVIOV UVATVEVGTIKMOV VOOT|LATOV UL
dgvTEpT yopnynon uropei va amarteiton petd and 48 dpec.

H Odocoloyio. yio 1 Oepomeio g E.coli pootitidoag sivar 5mg  evdpeproleciviy
evpopro&axiviy/kg o.p. pe evooerépia (i.v) xoprynon.

AvT0 gival 160d0OVoUO UE

5 ml Baytril One gvéoipo draivpe ava 100 kg o.f. avd nuépa
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H Bepameia ¢ E.coli poaotitidac npémet vo yivetor amokielotikd pe evooeiéPia (i.v.)
YOpNYNoN o€ 2 He 3 CLUVEYOLEVES MUEPES.

Xoipot:

H docoloyia yw avamvevotikd voonpoto sivar 7,5 mg evpogprofokivin/kg o.B. yo pia

epama evoopvikn (i.m.) yopnynon.

AvT0 gival 160d0VOUO LE

0,75 ml Baytril One gvéeipo d1dhvpa avé 10 kg o.p. ava nuépa

Na pn xopnyoovvtar teprocotepa amd 7,5 ml og éva onueio kotd v gvdouvikn (i.m.) Eveon.
Ye mepintmon cofoupdv 1 POVIOV AVATVEVCTIKOY VOCT|LATMOV U0 dEVTEPN YOPNYNOoN Lropel
vo, amoteital petd amd 48 dpeg.

Tpomog yopnymong:
Boogdn :
I vodopla Eveon (AvamveLSTIKO voona) N Yo evooeAEPia éveon (E.coli pootitida).

Xoipot :
IMo evdopwiknm éveomn 6Tovg POEG 6TO AdLd Gt BAcT TOV AVTIOD.

To ndpa pmopet va tpunndei pe aopdrea péxpt 20 popég.
9. OAHT'IEX I'TA TH XQXTH XOPHI'HXH

INa va eEacpariotel 1 cwot) docoloyia, T0 copatikd Pdpog Ba mpénel va mpocsdiopileton
0G0 T0 dVVATOV aKPIPBESTEPQ, Y10l VO ATOPEVYETAL 1] VTOS0GOAOYIA.

Edv dev vrapyetr khvikn ertimon eviog 600 1 tpudv nuepmv Ba TpEmel va TpayaTomoteitat
véa dokiun evatcOnoiag Kot edv eivor amapaitnto va oAAdlel 1 Beponeia.

10. XPONOX ANAMONHX

Boogdn:

Kpéag kot edddipot 1ototi :
Ynodopua (S.C.): 14 nuépeg
EvéopréPia (i.v.): 7 nuépeg

Téro :
Y7rodopua (S.C.): S nuépeg
EvéopréPra (i.v.): 3 nuépeg
Xoipot:

Kpéag : Evéopvikd (i.m): 12 nuépeg

11. EIAIKEX XYNOHKEX AIATHPHXHX

Noa puidooetal o€ 0éon, v onoio dev PAETOLY Ko dev TPooeyyilovy Ta A1
No pnv yoyetal 1 KaToyOyETal.
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No pn ypnoponoteital ovtd T0 KINVIATPIKO QOPUOKEVTIKO TPOTOV HETA amd TNV NUepopunvia
MEng mov avaypdaeetor 6to Kouvti kar oty etkéta (AHEH). H nmpepounvia Angewmg
CLUTITTEL UE TNV TEAEVL TN UEPOL TOV GLYKEKPIUEVOL UV

Awdpxela (NG LETE TO TPDTO GVOLYUA TNG CTOYEIDOOVS GUCKELOCING : 28 NUEPES.

12. EIAIKH(EX) IPOEIAONIOIHEH (EIX)

Idwitepec mpo@uAGEELS KaTd T ypnon o {ha

TNo emovarapPoavopeves evécelg | 6tav o 0ykog TG evidpevng doong vrepPaivet ta 15 ml
(Boogdn) 1 Ta 7,5 ml (xoipot, udoyor) og droupnuéveg 06oeLs, Bo Tpémel va emAéyetan £va. vEO
onueio yuo kabe Eyyoon.

[pérner vo AapuPdvetoar vmoyn 1 €mMiONUN KOl TOTIKY OVTILIKPOPLOKY TOALTIKY, OTOV
YPNOLLOTOLEITAL TO TPOTDV.

Ot pBopokivoroveg Tpémel va mpoopilovat yio T Oepomeio KAVIKOV KOTOUGTAGE®DY Ol OTTOIEG
OVTOTOKPIONKOY  OVETOPK®DC 1M OVOUEVETOL VO OVTOTOKPIOUY OVETOPK®MG, G€ GANEG
KOTNYOPieg OVTIUKPOPLOKOV.

Omote givor dvuvatdv, ot eBopoxktvordvee Bo mpémel vo, ypNOUOTOODVIOL HOVO KOATOTLY
doxung evatcdnoiag.

H ypnon tov wtpoidvtog ektog TV 0dnyidv mov mepihapupdvovior oty ILX.II, mbavév va
av&NoEL TN cLYVOTNTO EUPAVIOTG Paktnpimv Tov gival avBekTiKd 6Tig POOPOKIVOAOVEG Kot
UTOpEl Vo LEIDOEL TNV omoTEAECUATIKOTTA TNG Oepameiog pe dAhec BopoKIvorOveg AOY®
TOOVNG S1GTOVPOVIEVIC AVOEKTIKOTNTOC.

H evpopro&axivn omofaiietor omd Tovg veppovs. Ommg ocvuPaivel pe OAec TIg
@Bopokivoldveg, KabBvoTEPNUEVT AMEKKPIOT €IVOL OVOUEVOUEVT] GE TAPOVGIO, VICPYOVCUG
veppuchig PAEPnG.

[Switepeg mpoeuAdéelc mov mpémer vo AauPdvovtor omd To GTOUO WOV  Yopnyel To
QoppoakevTikd npoidv oe {oa

Ye mepintwon mov Katd AdBog kdvete avutoéveo, vo, avalntioete ouécmg aTpikn Pondeia
Kol vo emdeiete 6TOV 10TPO TO ECMKAEIGTO QUALO OONYLDV YPNCEMS N TNV ETIKETA, TOL
QOPUOKEVTIKOD TTPOTOVTOG.

Edv o mdvog empével yo mave omd 12 dpeg petd omd v wtpikn eEétaon, va avalntioete
Kot TéAL woTpikn fondeta.

Atopo, ue yvootn vrepevalctncio oty evpopAro&akivny Oa mpémel va amopehyovy TNV ET0EN
LE OVTO TO KTNVINTPIKO QOPHAKEVTIKO TPOTOV.

[T\ dvete ToyOV GTOYOVEG 0T TO dEPUA 1] TO LATIO OUECMG E VEPO.

No unv tpote, nivete N komvilete Katd 1 SLAPKELN YEPIGUOD TOV TPOIOVTOG.

Kvnon kot yadovyio
Mmropei va, ypnoiporonel katd tn S1dpKeL TG KONONE Kot YOAoUYiog.

AMAemdpdoelg pue GAAN QUPUAKEVTIKA TPOIOVTO KOl GAAES LOPPES OAANAETIOPAONG

O cvvdvaouog TG EVPOPAOEAKIVIG He HaKPOAdL avTIBIOTIKA 1| TETPAKVKAIVES Hmopel vo
TPOKOAECEL  aVTAY®OVIOTIKY  emidpaor. H omékkpion g 0Ogo@urAivng umopel va
kabvotepnoet.

Ynepdocoroyio (cuuntduata, LETPO OVILETOTIONG, OVTIOOTA)

Zta Booedn wia 86om tov 25 Mg/kg copoatikod Bapovg mov yopnyndnke vroddpio yio 15
OLVEXOUEVEG MUEPEG €lval OVEKTN Y®PIC KAWIKG cvumtduato. Yyniotepeg 00GEIC oTo
Boogdn kot 60celg mepimov 25 MY/Kg ko mapamdve 6Tovg ¥oipovg Umopel vo TpokaAEGoVY
aMBapyo, yorotnto, ataéio, eEAaPPLd GlEAOpPOLA Kot LVTKO TPOUO.

Acvufototnteg
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AOY®D EMAEYNC UEAETOV AGLUPATOTNTAG, TO TOPOV KTNVIOTPIKO (QOPUOKEVTIKO TPOiOV Oev
TPEMEL VO, OVOUELYVOETAL LE AAAC KTNVIOTPIKG QOPLOKEVTIKA TPOIOVTAL.

13. EIAIKEX IPO®YAAZEEIX AIIOPPIYHX ENOX XPHXIMOIIOIHOENTOX

KTHNIATPIKOY ®APMAKEYTIKOY HPQTONTOZ ‘H AAAQN YAIKQN ITIOY
IMPOEPXONTAI AIIO TH XPHXH TOY ITPOIONTOX

YvpPovievbeite Tov KINVIATPO ©OG YL TOV TPOTO OATOPPYNG TOV YPNCLUOTOMOEVT®V
eoppakwov. Ta pétpo auTd amrocKomTohy 6TV TPOGTaGio TOL TEPPUALOVTOC.

14. HMEPOMHNIA THX TEAEYTAIAYX EI'KPIXHX TOY ®YAAOY OAHI'TQN
XPHXEQX

12/2023

15. AAAEX TAHPO®OPIEX

Mey£0n ovokevaoiag: 100 ml

Mo omowdnmote mANPOPOpPio. OYETIKA WHE TO TOPOV KTINVIOTPIKO (QOPUOKEVTIKO TPOioV,

napokoieice va amegubuvheite oTOV TOMKO OVIIIPOOHOTO TOL KOTOYOL NG Gdel0g
KuKAopopiag.

“yopnyeitor pe cuvrayn KTnvidTpov’’
NA ®YAAZXETAI MAKPIA AIIO ITAIAIA
THA. KENTPOY AHAHTHPIAXZEQN : + 30 210 7793777
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