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IEPIAHYH TON XAPAKTHPIZTIKQN TOY IIPOIONTOX



1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Draxxin 100 mg/ml Evéciuo didhvpa yuo foogidn, yoipoug kot Tpofota

2. MOIOTIKH KAI MOXOTIKH XYNOGEXH
Kabe ml nepiéyst:

ApOOTIKO GVGTATIKO:

Tulathromycin 100 mg

"Exdoya:

IocoTikn 6vvOeon av o1 TApoPopics dVTES

oroTiki) 60vOegon KOO OV Kol AAL®V , . , ,
€ivOL ONUOVTIKES Y10 TT] OOGT YOP1NYN O

GVOTUTIKOV . . e

TOV KTNVIOTPLKOD PUPUUKEVTIKOD TPOIOVTOG
Monothioglycerol 5 mg
Propylene glycol

Citric acid

Hydrochloric acid

Sodium hydroxide

Water for injections

Ao yEg dypmpo £mg EMaPPAOC KITPIVO SIOAV L.

3. KAINIKEX ITAHPO®OPIEX
3.1 Eion {oov
Booe1dn, yoipot ko Tpoparo.

3.2  OgpamevTikég gvocicelg Yo kG0e gidog {@ov

Boogion:
INa ) Begpaneio Kot ™ petavAasn TG ovamveLSTIKNG VOGoL TV foogidmv (BRD) mov oyetileton pe

ta Baxtiplo Mannheimia haemolytica, Pasteurella multocida, Histophilus somni xon Mycoplasma
bovis. H mapovcia g vooov otny opdoa mpénet va Samot®Oel Tpv T ¥pron Tov TpoidvToc.

IMa ) Begpaneia g Aoumdovg kepatoemimepukitidag (IBK) tov foosdmv mov oyetileton pe
Moraxella bovis.

Xoipot:

IMa ) Begpaneio Kot ™ peTa@OAAEN TN OVATTVELGTIKNG VOGOL TV Yoipmv (SRD) mov oyetileton pe ta
Baxtipra Actinobacillus pleuropneumoniae, Pasteurella multocida, Mycoplasma hyopneumonia
Haemophilus parasuis xou Bordetella bronchiseptica. H mopovcio Tng vOGov oty opdado TpEMEL va
dmotwbel Tpiv TN ypnomn Tov TPoidvioc. To KTNVINTPIKO QupUOKEVTIKO TPoidy O Tpémel va
YPNOUOTOLEITOL LOVO EPOCOV 01 YO1POL AVAUEVETOL VO, avamTOEOLY TN VOGO péca o€ 2-3 MUEPECS.

péBata:
T ™) Bepamneio TV apykdV oTadinv Aotudoovg Tododepuatitidac twv tpofdtwv (foot rot) mov
ovvdéeton e to maboyovo Dichelobacter nodosus, amait®VTOG GLGTNLATIKY Oepameia.



3.3  Avrevosielg

Na unv ypnoiponoieital o€ mepintmon vaepevoictnoiog ota avTBloTikd e opuddus TV HakpoAdioy
N o€ Kamowo(a) £kdoyo(a).

3.4 E0kég TPoELOOTOMGELS

"Eyet amodetyfel dtootawpoduevn aviektikotnTa petald g TovAadpopvKiving kot GAAOV LokpoAdimy
oto(a) mTaboyovo(a) idog(n) otdyo(ovg). H yprion Tov KTnviaTptkod eopuokeLTkon Tpoidvtog Ha
npénel va eEETALETOL TPOGEKTIKA OTAV 01 SOKIUEG EvaaOnaiag Exovv deiel avtoyn otV
TovAaOpOULKIVT, ETEION 1) UTOTEAECUATIKOTNTA TNG UTopel vor puetmbet.

Na pn yopnyeitot tavtdypova e avTiiKpoPlokd mov £xovv Tapdpolo Tpdmo dpdong, 6mwg gival ta
LOKPOALSLI 1] O AvKOoapideG,.

[péPata:

H anoteleopaticdtnTo TG aviyukpofokng Oepameiag Evavtt Tng AOUDA0VE TOJ0OEPLATITIONS TV
mpofdtev Bo uropovoe va PeElwBel amd AAAOLE TPAYOVTES, OTMC VYPES TEPIPOAAOVTIKEG CLUVOTKEC
KkaOdg Kot akatdAANAn dwayeipion g ektpoenc. H Bepameia tng Aoiumoovg Tododepatitidug TV
npoPatwv Ba mpénel cuvenmg va yivetar pali pe dAlo epyaieio dtoyeipiong Tov Komadov, yia
mapaderypa v Tpovota yio vrapén Enpod tepPAriiovTtoc.

H avtifotikn Bepomeio otnv kadon0n tododeppartitida tov tpoPdtwv dev Bempeitarl amapaitntm. H
TovAabpopvkivn £d€1Ee TEPLOPIGUEVT] AMOTEAEGLOTIKOTNTO, € TTpOPaTa pe cofapd KAVIKG
CUUTMOUOTO T} XPOVIO AOIUDOT T0000EPUATITION, KOl GVVETMG Oa Tpémel va diveTor udvo ota opyikd
0TAOL TNG AOUDO0VE TOS0JEPHOTITIONG TV TPOPATMV.

3.5 Iowitepeg mpoUAAEEIS KATA TN Y P1joN)

[dwaitepec TPOPLAGEELS YO TV 0o@aAn ypron oto £idn Lowv:

H ypniion tov mpoidvrog Ba tpénet va Pacileton o€ doKIUES TOLTOMOINOTG Kot EvonsOnoiag Tou(Ttwv)
nafoyovou(-wv)-ctoyxov(-0v). Av avtod dev givar dSuvatd, ) Oepaneia 0o npénel va Paciletol ot
EMONUIOAOYIKEG TANpOPOpPiES Kot 6T YVOOoTH vaustncia twv maboydvmv-ctoywy g eninedo
EKTPOPEIOV N OE TOTIKO/TEPLPEPELNKD EMITEDO.

H ypfion tov mpoidvrog mpémet va etvar cOUP®VT LE TIC EMIoTHES EBVIKEG KOl TOTIKES OVTILUKPOPLUKES
TOMTIKEC,

"Eva avtifrotikd emloyng pe xouniotepo kivouvo pikpofiaxng avlextucotntog (yopniotepn
katnyopic AMEG) 0o mpénel va ypnopomoteitan yio Ogpameio TpdTng ypapUnc, 6mov 1 oK
guoioOnoiag vrodnimvel v TOAVT ATOTEAEGUATIKOTNTO QLTINS TG TPOGEYYIONG.

Edv mapovciactel avtidopoaon vrepevaisneiog, n katdAnin Oepaneio Tpémel va yopnysitan xwpig
Kkabvotépnon.

Idwitepec mpourdéeic mov wpémel vo AouBdvovtal ostd To TOUO TOL YOPNYEL TO KTNVIOTPLKO
QOPUOKEVTIKO TTPOioV o {ma:

H tovAaBpopvkivn epebilet Ta patia. Edv xatd AdBog £pbet o emapn pe ta patia, EeMAovete aUEcmG
To, patio pe kabopd vepo.

H tovAaBpopvkivn propet va mpokarécel epebiopd otav Epbel oe emapn Le TO OEPLUA [LE OTOTEAEGLOL
7.y €pLBpOTNTA TOL déppaToc (epvbnua) 1/kan deppatitida. Edv kotd Aabog épbet oe emapn Le 10
dépLo, TAOVETE OUECMG TO OEPUN LLE CATOVVL KOl VEPO.



ITAdvete ta xéplo petd T xpnon.

Xe mepinToT oV KOTA AAB0G KAVETE AVTOEVEST), VO avalNTHOETE AUECMG 1aTPIKT Ponbeta kot va
emOEiEETE OTOV 10TPO TO ECHOKAEIGTO PVAAO OOMYLDV YPNOEWMS 1| TNV ETIKETO TOL PUPLOKEVTIKOV
TPOIOVTOC.

Metd amod toyoia £kBeon, edv vapyel voyia avtidpaong vrepevatctnaciog (n omoia avayvepileton
Y. OO PayovPa, SOLCKOALD GTNV AvoTVOT, KVId®GoN, 0idnua 6To TPOG®TO, VouTia, £ueto) Oa Tpénet
va yopnyeitat | KotdAANAN Oepaneia. AvalnmoTte apéong wrtptkny cupPovin kot exideiete otov
10TPO TO ECOKAEIGTO GUALO 0INYIDV YPIOEMG 1 TNV ETIKETA.

Id1aitepec TPOQULAGEELS Y10 TNV TPOGTAGIN TOV TEPPAAAOVTOC:

Agv 16y0€L.

3.6 AvemOounta copfavra

Booeon:
[ToAv cuyva Aykoon o6to onueio g éveonc!, Tviwon 6to onueio g
(>1 oo / 10 vrd Bepancio (ma): éveong!, Apoppayio 6to onueio g éveong!, Oidnua oo

onueio ¢ éveong!, Avtidpaon oto onueio g éveong?,
I16voc oto onueio e éveonc’

! Mropei va empeiver yio mepimov 30 nuépeg petd Ty éveon.

2 Avaotpéyiueg oAAoyEg cuppoOpnong/vEPaIUicg

3 TTapodikdc
Xoipot:
[ToAb cuyva Avtidpaon oto onpeio g éveong'?, Tvmon oto onueio g
(>1 oo / 10 vrd Bepancio (oa): éveong!, Apoppayio 6to onueio g éveong!, Oidnua oo
onueio g éveong!

! Mropei va empeiver yia mepimov 30 nuépeg petd v éveon.
2 Avaotpéyiueg oAAoyEg cuppoOpnong/vEpaIiog

IIpo6Bata

[ToAD cuyvéd Avceopia!

(>1 Lo / 10 vrd Bepancio {oa):
! Tlapodikn, vroympel evTOg HEPIK®Y AErTAOV: (KOUVNUO KEPUATC, TPIYLHO 6TO onueio Tng éveong,
Badion mpog ta wiow).

H avapopd averBountov cuoppdviov sivor onpovtikny. Emttpénet ) cvveyn topakolovdnon g
UOQUAELNG EVOG KTNVIOTPIKOD QAPUAKEVLTIKOD TPoiovTog. O avapopic TPEMEL VO OMOCTELAOVTAL, KOTA
TPOTIUNOT LECH KTNVIATPOL E1TE GTOV KATOYO TG Ade10g KukKAopopiag &ite oty €Bvikn appodia
apyn UEC® TOV €BVIKOD GUGTNUATOS AVOPOPAC. AVaTPEETE GTO PUALO 0ONYIOV ¥PHONS YLO. TO.
ovticTotya ototyein emKoveViag.

3.7 Xpnion katd v KON 061, TN Yorovyio | TNV @OTOoKiw

H acpddeia Tov KTviaTpikod QOpROKEVTIKOD TPOioVTOg dev £xel amoderydel Katd T didpkela TG
KOnong 1N g yarovyiag. To Tpoidv va yopnyeitan poOvov cOLP®VA [E TNV EKTIUNON 0PEAOVG-KIVODVOL
amo Tov VIELOLVO KTNVINTPO. ATO TIG EPYACTNPLOKES LEAETEG OE EMIUVES Kol KOVVEALL OEV
dwmotdinkay evdeilelg tepatoyéveong, epPfpvotolikodtntog 1 To&ikodTnTag 6T0 £yKvo {ido.



3.8 Alniemiopaon pe ALY QUPUOKEVTIKA TPOTIOVTO KUl AALES HOPPES UAMAETIOPUGTG
Agv glval yvootr Kopio.
3.9 Odoi yoprynonc ko docoroyia

Booson:
Ymodopia ypnon.

Mia gpdma vrodopia éveon tov 2,5 mg tovhabpopvkivngkg copaticod Bapovg (toodvvapel pe 1 ml
TOV KTNVIOTPLIKOD QUPUaKeDTIKOD Tpoidvtoc/40 kg copoatikod Bapovg). 'a ) Bepameio foosiddv pe
ocopoTkd Bapog peyorvtepo and 300 kg, yopiote T d66M GOTE TO EVESIUO

dtdlopa vo unv vrepPaiverl ta 7,5 ml og KaOs TAELPA.

Xoipot:
Evdopwikn xpnon.

Mia gpdmag evdopvikn éveon tov 2,5 mg toviabpopvkivng/kg copatikod fapovg (loodvvaypei pe 1
ml Tov KTNVIOTPIKOV PapUAKELTIKOD TPoidvTog /40 kg cmpatucod Bapovg) otov Tpdynio.

IMa ) Bepaneia yoipaov pe copotikd Bapog peyardtepo and 80 kg, ywpiote T 5001 MOTE TO EVEGLUO
Sudivpa vo unv vrepPaivet o 2 ml og k4B TAgLPAL.

I"a omo1adnmote VOGO TG OVATVELGTIKNG 000V, cuviaTtdrtal 1 Oeponeio Tov (OOV 6T0 TPOTO OTAdIN
EULEAVIONG TNG VOCOL KOl EKTIUNGT TNG AVTATOKPIONG TNV Ay yNeVTOS 48 wpdv HeTd tnv €veon. Eqv
TO KAVIKG GUUATOUOTA TG OVOTVEVGTIKNG VOoOU emipeivouy 1 avénbodv 1 edv Topovcilactel
vroTpomy, N Bepomeio Oa Tpémet vo ahAGEEL, pe TN ¥PNOT GAAOD aVTIBLOTIKOV, KOl VO, GUVEYLGTEL UEYPL
To KAMVIKG onpeio va amodpdpovy.

[péPata:
Evdopvikn yprion.

Mia gpdma evdopvikn éveon tov 2,5 mg toviabpopvkiving/kg couatikod Bapove (lcodvvaypei pe 1
ml Tov KTNVIOTPIKOV PapUAKELTIKOD TPoidvTog /40 kg cmpatucod Bapovg) otov Tpdymio.

INa ™ dwoedaiion ¢ opbnc docoroyiag, T0 couoTKd Bdpog tpénel va tpocdiopiletar pe 660 TO
duvatov peyarvtepn akpifeta. o moAAATAEC MWELG POPUAKOL 0O TO PLOAIdI0, GLUVIGTATOL 1] XPTIOT
Belovng avappoenong 1 GUPLYYEg TOALUTAGY dOGE®V, LE GKOTO TNV ATOPUYN VIEPPOAKNG
SLITPMNOMG TOV EANGTIKOD TOUATOGC.

3.10 ZoprtOpeTe VTEPIOGOA0YINS (KOL KATH TEPITTMGT, PETPA UVTIHETMOTLONG KOL AVTIOOTA)

210 foog1dn, N xopnyNomn d0GEMV UEYOADTEP®V KATE TPELC, TEVTE 1 OEKA POPEC OO T1 GUVIGTMEVT
d60om glye MG OMOTEAEG LA TV ELPAVIOT] TOPOIKMV CLUTTOUATMOV TOV AT0d0ONKaV G€ EVOYANOT GTO
onueio g éveong ko mepteAdpufavoy avnovyia, Kovvnuae e KePUANS, E001H0 TOv €04.POLGS LLE TO
oo Ko Ppoyumpofecun peiwon g Aqyng tpoenc. Haa ekpvAion tov pookapdiov mopatnpnonke
ota foogdn ota omoia yopnyndnke d6omn nevianidotia 1 eEamAdoio TG GUVICTMOUEVG.

210V¢ veapovg yoipovg Papovg mepimov 10 kg otovg omoiovg yopnyndnie d66n tpelg N TEVTE POPES
UeyoADTEPN TG OEpamEVTIKNG, TapUTNPNONKAY TOPOSIKE CUUTTMUOTO TOV 0000 KOV g EVOYANON
070 onueio g éveong kot mepleAdpfovay vrepPoiikd ypoAicoua Kot avnovyia. Eniong yolotta
umopel va mapatnpnbei, dtav ypnoponoteitan oav onueio g éveong 1o onichio LEPog Tov mod10v.



210G apvoue (nikiog wepimov 6 BdorddwV), 1 Yop1yNon dOCEMV LEYOADTEP®V KAUTA TPEIS | TEVTE
QOPEG ATO T CUVICTMWEVT] OOOT EIYE MG AMOTEAEGLOL TNV ELPAVIOT TAPOIKDOV CUUTTOUATOV, TOV
amodoniayv og evoyAnon oto onpeio TG EVeong Kot TEPIEAGUPAVOY TEPTATN IO TPOG TA TG,
KOOVIHO TNG KEPAANG, TPIYIHO 6TO onpeio Tng éveong kot cuveyn emtBupia vo Eamlmvouy kKot vo
onkdvovtot 0pbia, Belalovrag.

3.11 Ewwoi mepropiopoi (p1)ong Kot E01KEG cuvOkes ypfiones, copmepriapfavopévev
TEPLOPLOUAOV GT1] YP1GT] OVTLKPOPLOKAOV KAl OVTITUPUGLTIKAOV KTNVIITPLKOV
PUPUIKEVTIKOV TPOTOVTMV TPOKELREVOV VO, TEPLOPLOTEL 0 KIVOVVOG avARTVENS UVTOYNS

Agv 1oyvet.

3.12 Xpovor avapoviig

Booegdn (kpéag kot dddipot 1otot): 22 nuéPE.
Xoipot (kpéag kot edmduot 1otol): 13 nuépeg.
IIpo6Para (kpéag Kot edddipot 1otol): 16 nuépeg.

Agv emitpénetar 1) yopnynomn o€ {da ta omoia Tapdyovy YoAo yio avOp®ITIVY KOTOVIA®GON.
Na punv yopnyeitat o €ykva {da, To onmoio tpoopiloviot va mapdyovy Yaio yio avOpdTivn
KATOVAA®GN EVTOC 2 UNVAV 0t TOV TPOPAETOUEVO TOKETO.

4. DOAPMAKOAOTI'TIKEX TIAHPO®OPIEXZ
4.1 Kodwkog ATCvet: QI01FA94
4.2 @oppokodvvopikn

H tovAaBpopvkivn eivar £vag nu-cuvOeTicodg avTipikpoPlokog mopdyovtag TG OpAdos TV
HokpoAdiov, 0 0moiog TpoépyeTol amd £va Tpoidv (Opmonc. Alapépel amd TOAAG GAAL LOKPOAIOLL
070 OTL €€l LOKPAG dtdpKelog dpdon, 1 omoia, eV LEPEL, OQEILETAL OTIC TPELG AUVOUADES TOV JLaOETEL.
IMa tov A0y0 avuTd €Yl YOpaKTNPIOTEL MG ¥NUKT VTOKOTNYOPIo TV TPOUALSIDV.

Ta poaxpoAidia eivar avtiBloTikd PaKTnplocTaTKNG 0pAcNS Kol OVOCTEALOLY TV OTTApOiTNT
BlocivBeon TV TPOTEIVOV, AOY® TNG ETAEKTIKNG CUVOESTG TOVG LE TO PaKTnPLokd pLocmuUaKo
RNA. Apovv dieyeipovtag tnv amdcmact tov peptidyl-tRNA and to pifocwopa katd T didpKela TG
SLdIKAGIOG TNG LETOYPOPTC.

H tovAaBpopvkivn €xet in vitro dpactikdtnTo KOTd TV Mannheimia haemolytica, Pasteurella
multocida, Histophilus somni xon Mycoplasma bovis xou Actinobacillus pleuropneumoniae,
Pasteurella multocida, Mycoplasma hyopneumoniae, Haemophilus parasuis kou Bordetella
bronchiseptica, m1aBoyova PoKTNPLO TOL TIG TEPIOGOTEPEG POPES GYETILOVTOL LUE TNV CVOTVEVOTIKY|
VOG0 TV BOOEOMV Kot TV YOlp®V, avTioToryd. AVENUEVES TILES EAAYIOTNG OVAGTAATIKNG
ovykévipmong (MIC) éyovv Bpebei oe kdmola amopovopuéva atedéyn tov Histophilus somni kol
Actinobacillus pleuropneumoniae. Eygl amodey0ei n in vitro dpooctikdtnta évavtt tov Dichelobacter
nodosus (vir), tov mafoyovov Paktnpiov mov oyeTILETOL TIC TEPIOTOTEPES POPEG LE TT AOLLMOM
mod0deppotitidn ota TpoPata (foot rot).

H tovAaBpopvkivn €xet eniong in vitro dpactikotnto Kot e Moraxella bovis, tov Tafoydvov
Baktnpiov mov TIg TEPIGGOTEPES POPES oyeTileTan pe T Aotuddn kepatoemmepukitidn (IBK) tov
Booctdmv.

To Ivotitovto Kiwvikav kon Epyactmproxav Ipotdnmv CLSI £xet opioet ta dpra evansOnciog yuo tnv
TovAadpopkivn Evavtt twv M. haemolytica, P. multocida won H. somni mpoéhevong amd 1o



ovamveLOTIKO Pooelddv Ko P. multocida kon B. bronchiseptica mpoéAevonG amd TO OVATVEVGTIKO
yoipwv, g <16 mcg/ml gvaicOnta ko >64 meg/ml avBektikd. [ 10 A. pleuropneumoniae Tpoéhevong
OtO TO OVOTTVELGTIKO XOlpwV, To Op1o gvatotnciog opiletar ota <64 meg/ml. To CLSI dnpocicvce
emiong opa gvoctnciog yio tnv TovAabpopvkivn pe Baon o pébodo didyvong dickov (€yypapo CLSI
VETO08, 4th ed, 2018). Aev diatifevton dpro KAvikng evarstnoiog ywo 1o H. parasuis. Obte 1o EUCAST
oVte 10 CLSI éyovv avamtdéetl Tomikéc pebdoovg yia T SoKIUN avTIBaKINPaK®OY TopaydvVToV KTl TV
KTNVIOTPIK®V E0MV TOLv Mycoplasma Ko cuvenmg dev £yovv tebel kprrhpla epunveiag.

Avtoyn oto, pokpoAidto pmopel vo avamtuyfel pe petdAAacn Tmv yovidinv Tov KodtKorolovy 1o
pipocopakd RNA (rRNA) 1 opiopéveg prpocopiokéc npoteivec. Emiong, pe eviopotikn
tpomonoinon (uebvrimon) g B€omng mpdcdeomng atny vroopdda 23S tov rRNA, 1 onoia yevikdg
UTopEl v SNUIOVPYNOEL S10GTAVPOVUEVT] OVTOYT| LE TIG AVKOGOUIOES KO TIC GTPETTOYPUUIVEG TNG
ouadog B (avtoyn MLSB). Axoun, pe evlouatikn adpavomoinon 1 LEG® HoKPOALOIKNS didyvong. H
ovtoyn MLSB umopel va etvon dopkn 1 emayopevn. H avtoyn pmopei va givar ypopatocmpuok 1
TAOCUIOIOKT] KO UTOPEL VO LETAPEPETOL EPOCOV GUVOEETAL LE PETUPOPEIG YOVIdimV (transposons),

TAQG IO, OAOKANpOLEVE Kot GLLEVKTIKA oTotyEln. EmmAéov, 1 YOVISIOHOTIKT TAACTIKOTNTO TOV
Mpycoplasma evioydetar amd v optldvTia LETAPOPA LEYAADV YPOUOCOUKOV OpovcudTmy.

Ext6g amd T1g avtipikpofiakég 1010TnTéG TG, 1 TOLAAOPOULKIVY KATUOEIKVVEL OVOGOTPOTOTOUNTIKES
KOl OVTIPAEYLOVDOELC OPAGEIC GE TEIPUUATIKES LEAETEG. ZTOL TOAVUOPPOTOLPTVA KOTTAPO, TMV
Booedmv kot tv xoipov (PMNs, ovdetepo@ila), 11 TOVAAOPOLVKIVI] TPOAYEL TNV ATOTTOGT
(TPOYPUUUATIGHEVOG KLTTOPIKOG OAVaTOC) Kot TNV KABUPoT TOV OTOTTOTIKOV KLTTAP®V ard Ta
uoakpo@ayo Emiong, peidvel v mapaywyr tov mpo-gAEYUOVOIOV HEGOAAPNTOV AevKoTpleviov B4
kot CXCL-8 kot TpoKaAEl TNV TOPAYMOYT AVTI-QAEYUOVMOIDV KOl TPOKATUCTOATIKMOV AMTIdimV
Mmo&ivng A4.

4.3 @oppoKoKIVITIKN

210 fo0E1dN, TO PUPLAKOKIVITIKO TPOPIA TNG TOLAaOpOpLKivNG OTOV YopNyNONKe ¢ eQdamas
V7odopLa d6oN TV 2,5 mg/kg couatikod Bdpove, xapaKTnpioTnKe 0o ToyELD KOl EKTETOUEVT
amoppoOPnoN, akorlovBovevn and peydin kotovourn ko Bpadeio amoforr. H péyiot cvykévipmon
(Cmax) 070 TAAG o fTav wepinov 0,5 meg/ml. Avtr emtevyOnke 30 mepinov Aemtd petd tn yopnynon
™G aveTEP® ddoMC (Tmax). H ovykévipmon ¢ toviabpopvkivig 6Toug TveDLOVES fTaV LEYOADTEPN
o€ oYEo e EKEIVI] TOL TAACUOTOC. Y TAPYOUV 1GYVPES EVOEIEELS ONLLOVTIKIG CLGGMPEVCTG TNG
ToLAaOPOLVKIVIG GTOL OVIETEPOPIAN KOl TO, KOYEADIKE plokpo@dya. 26TOCO, 1| CLYKEVIPWON in VIvo
g TovAabpopvkiving ota onpeio TposPoing Tov Tvedpova dev gival yvmati. Tnv enitevén tov
LEYIOTOV GLYKEVIPOGE®MY akoAoVONGE Bpadeio LelmoT TG CLOTNUATIKNG £KOEONC GTO PAPLOKO, |E
gupavn ypoévo nuicelag Long (tl/z) T1G 90 ®peg 610 TAAGHO. To TOGOGTO SEGUEVONG LE TIG TPOTEIVEG
TOV TAAGUOTOG NTaY YOUNAO, TTepintov 40%. O 6yKkog Katavoung og otabepn katdotaon (Vss), Tov
kabopionke petd and evoopAEPia yoprynomn, ntoav 11 I/kg. H Bodrobecipudmra e toviadpopvkivig
UETE amd vITodeppKn Yop1ynomn o€ foogdn ftav wepinov 90%.

2TOVG 01pOVG, TO PUPLOKOKIVITIKO TPOPIA TNG TovAaBpopvKivng dTav yopnynonke wg epdmas
gvooiKn d6om Tev 2,5 mg/kg couatikod Bapovg, yapaktmpiotnke exiong amd taysio kot
EKTETAWEVT] ATOPPOPNOT), oKoAovBovpevn and peydin Katavoun kot fpadeio amoforn. H péyiom
GLYKEVTPMOT) (Cmax) ot0 mAdopo tav wepimov 0,6 meg/ml. Avt enttevydnke 30 nepimov Aentd petd
TN YOPNYNON TNG AVATEP® OOONG (Tmax). H ovykévipmon g ToviAabpopvkivig 6Toug TvedLovES NToV
LEYOADTEPT OE GYEON UE EKELVT) TOV TAACUATOC. YTTAPYOLV 1oYvPpES eVOEIEEIC ONUOVTIKNG
GLGGMPEVOTNG TNG TOVAADPOLVKIVIG GTA OLOETEPOPIAL Kot TOL KUWEMIIKA pokpo@dya. QQoT0C0, 1
GLYKEVTPMOT] in Vivo TG Tovhabpopukiving ota onueio TpocsPoing Tov Tvedpova dev givol YvooTi.
Tnv enitevén TV peyiotov cuykevip®oemv akolovdnce Bpadeia peimon g cuoTnUATIKNG £KBEGTG

670 PApLaKo, Le epeav ypovo nuicetag Long (tl/z) nepimov 11 91 dpeg 610 MAdGua. To mM0cooTo

déopevong pe TIg TPMTEIVES TOV TAAGHATOG NTaY YOUNAO, Tepimov 40%. O dyKog KaTavoung o€
otabepn| katdotaor (Vss) mov kabopiotnke petd amd evoopAéPia yopnynon nrav 13,2 kg, H
Brodrabecipdtra g Toviadpopvkivig Hetd amd evoopvikn xopnynor o€ xoipovg Ntav tepitov 88%.

7



210 TpdPata, T0 UPHAKOKIVNTIKO TPOQiA TG TovAaBporLKivie, YOpNYOOLEVIC EQATAE EVOOLVTKA
o™ 6001 TV 2,5 mg/kg couatikod Bapove, ETEPeEPE LI UEYIGTI CUYKEVTPMGT GTO TAAGLLO (Cmax)

g taéng tov 1,19 meg/ml og mepinov 15 Aentd (Tmax) UETE TN yopnynon Kot pe ypovo nuicetoag {ong
(tl/z) 116 69,7 dpeg. H déopevon mpwteivng tov midopatog nrav tepitov 60-75%. Metd amod

gvO0PAEPLOL YopTyNom, 0 OYKOG Kortavoung oe otabepn katdotaon (Vss) firav 31,7 I/kg. H
Brodrabeciudra tng Tovladpopvkivig petd and evoopvikn yoprynon ota tpoPata nrov 100%.
5. DOAPMAKEYTIKA XTOIXEIA

5.1 Kopeg acoppatotnreg

Abdyo EAAEYNG LELET®V OCLUPATOTNTOC, TO TAPOV KTNVIOTPIKO PAPUOKEVLTIKO TPOiOV Ogv TPEMEL VoL
OVOUETYVOETOL UE OAAO KTNVIOTPIKG QUPUAKEVTIKG TPOTOVTO.

52 Awpkewo {ong

Audpxela {ONG TOL KTNVINTPIKOD QUPUAKEVTIKOD TPOIOVTOC CULLPMVA, LLE T1 GVLOKELAGIO TOANONC:
Z:nggq o1 HeTd TO TPATO GVOLYLO TNG OTOLYEIDNAOVS GLOKEVOCING: 28 NUEPES.

5.3 Iowirepeg mpo@urdiers katd T @OLAEN TOV TPOIOVTOG

Agv vapyovv €181KEG 0dNYieg S10THPNONG Y10 GVTO TO KTNVIUTPIKO QUPUAKEVTIKO TPOTOV.

5.4 ®von ko 6OVOEGT TNG GTOLYELDOOVS CVGKEVUGINGS

I'voi Tomov I pe mopo yYAowpoPfoutudiov extkoaAvupéVo pe eOOPOTOAVUEPES KOl ETUKAAVYT
alovpviov.

Yvokevaociec:

Xaptivo kovti TOL TEPLEYEL £V PLaAido TV 20 ml
Xdaptivo kovti Tov TepLEYEL £va Plaiidto tov 50 ml
Xdaptvo kovti ToL TTEPLEYEL EVal Prodidto Tv 100 ml
Xdaptivo kovti TOL TTEPLEYEL £Vl PLoAidto TV 250 ml
Xdaptivo kovti Tov mePLEYEL Eva praridto twv 500 ml

To @raiidio Twv 500 ml dev wpémet va ypnooToteital Yo Xoipovg kal TpoParta.
Mmropei va unv KuKAOQOpoLV OLEG 0L GUGKEVAGIES.

5.5 Ewdwkég mpo@uiagels amoppiyng vog U YPNGLROToL]0£vToc KTNVIATPIKOD QUPRIKEVTIKOV
TPOIOVTOG 1] GAAOV VAMKAV TTOV TPOEPYOVTUL ATTO T1) P1]O1) TOL TPOIOGVTOS, UV VAP oLV

Ta eapuaKo dev TPETEL VL OTOPPITTOVTOL LECH TOV ADUATOV 1] TOV OIKIAKDOV OTOPANTOV.
XpNOOTOINOTE TPOYPAULOTO ETICTPOPNC PAPUAKOV Y10, TNV ATOPPIYN U1 XPNCLOTONOEVTOV
KTNVIOTPIK®V POPUOKEVTIKOV TPOIOVI®V 1 GAL®Y DAIK®OV OV TPOEPYOVTOL ATTd TN YP1ON TOVG
GOUQ®VA, LLE TIG TOTIKEC OTOLTNHOELS KOl LLE TUYOV €0VIKA GUGTHHOTO GUAAOYNG TOL IGYVOVY Y1d TO,
GYETIKA KTNVINTPIKE QAPLOKEVTIKA TPOTOVTO.

6. ONOMA TOY KATOXOY THX AAEIAYX KYKAO®OPIAX

Zoetis Belgium



7.  APIOMOX(OI) AAEIAX KYKAO®OPIAX

EU/2/03/041/001 (20 ml)

EU/2/03/041/002 (50 ml)

EU/2/03/041/003 (100 ml)

EU/2/03/041/004 (250 ml)

EU/2/03/041/005 (500 ml)

8. HMEPOMHNIA NIPQTHE EI'KPIXHX

Hpepopnvia Ing éykpiong: 11/11/2003.

9. HMEPOMHNIA TEAEYTAIAX ANAGEQPHXHX THX IEPIAHYHX TQN
XAPAKTHPIZTIKQN TOY ITIPOIONTOX

{MM/EEEE}

10. TAZEINOMHXIH TOQN KTHNIATPIKQN ®APMAKEYTIKQN ITPOIONTQN
Noa yopryeital LOVoV e KTNVIOTPIKE GLVTAYT].

Agntopepeic TANPoeopieg Yo TO v AOY® KTNVIATPIKO QOPUOKEVTIKO TPoidv eivan dabéoiues otn fdon
dedopévaov g EE yua o ktnviatpikd npoidvta (https://medicines.health.europa.eu/veterinary).



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

1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Draxxin 25 mg/ml Evéoipo didAvpa yia yoipovg

2. MOIOTIKH KAI MOXOTIKH XYNOEXH
Kabe ml nepiéyst:

ApOOTIKO GVGTATIKO:

Tulathromycin 25 mg

"Exodoya:

IocoTikn 6vvOeon av o1 TApoPopics dVTES

oroTiki) 60vOegon KOO OV Kol GAL®V , . , ,
€ivOL ONUOVTIKES Y10 TT] OOGT YOP1NYN O

GVOTUTIKOV . . e

TOV KTNVIOTPLKOD PUPUUKEVTIKOD TPOIOVTOG
Monothioglycerol 5 mg
Propylene glycol

Citric acid

Hydrochloric acid

Sodium hydroxide

Water for injections

Ao yEg dypmpo £mg EMaPPAOC KITPIVO SIOAV L.

3. KAINIKEX MAHPO®OPIEX

3.1 Eion {oov

Xoipot.

3.2  OgpamevTikég gvociSelg Yo kG0e gidog {@ov

INa ™ Ogpameio Kot ™ peTaPOAAEN TN OVATTVELGTIKNG VOGOL ToV Yoipmv (SRD) mov oyetiletan pe ta
Boaxthpla Actinobacillus pleuropneumoniae, Pasteurella multocida, Mycoplasma hyopneumonia
Haemophilus parasuis ko Bordetella bronchiseptica. H mopovcio Tng vOGou 6Ty opdado TpEmeL va
dmotwbel TpLv TN ypMHoMN Tov TPoidvToc. To KTNVINTPIKO QuPIOKEVTIKO TPoioy Oa mpémel va,
yPNOoLLoTOEITOL LOVO EPOGOV O1 XOipot avapEVETIL Va avarTOEOLY TN VOGO HEGA O 2-3 MUEPEG.

3.3 Avrevoeileig

Na punv ypnowponoteital o€ mepintmon vrepevoictnoiog ota aviPloTikd g opuddug TV Lakpoidimv
1N og kdmoto(a) Exdoyo(a).

3.4 Ekég TPOELOOTOM|GELS

"Eyet amoderybel dtuotawpodpevn aviektikotnTo HeTald TG TOLAAOPOUVKIVIG Kot GAA®DY HLakpoAdimV
oto(a) Taboyovo(a) €idog(n) otdyo(ovg). H ¥prion Tov KTnviaTptkov eapuokeLTIKoD Tpoiovtog Ha
npénel va eEETALETOL TPOGEKTIKA OTav 01 SoKIUES vaoOnaiag Exovv deietl avtoyn onv
TovAabpopvkive, ETEON 1) UTOTEAECUATIKOTNTA TG UTopel v, petmbet.

Na un yopnyeitot Tavtd)pova e aVTILIKPOPLOKE oV EYovV TapdUolo Tpdmo dpdong, Omwmg sival Ta
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HaKPOALOL0 1] 01 AIVKOGOUIOEC.
3.5 Idwitepeg mpopuiaterg Katd TN yp1on

Id1oitepeg mPoOLAGEELC Yol TV ac@OAN ¥pnomn oto £i0n Lowv:

H ypfion tov mpoidvrog Ba mpénet va facileton o S0KIHEG TaVTOTOINONG Kot gvaiodnaciag Tov(twv)
B0 y6vou(-oVv)-6TtdYov(-wv). Av avtd dev gival duvatd, N aywyn o tpénel va PacileTol o
EMONUIOAOYIKEG TANPOPOpPiES Kot 6T YVOOTH voustncia twv maboydvmv-ctoxwv e eninedo
EKTPOPEIOV N OE TOTIKO/TEPLPEPELNKD EMITEDO.

H ypfion tov mpoidvtog mpénel va ival cOUQ®YN UE TIC ETIoTUES EOVIKES KOl TOTIKES aVTIUIKPOBLOKES
TOAITIKEG,

"Evo. avtiPlotikd emhoyng pe younAotepo Kivouvo pkpofilokng aviektikotntog (younAdtepn Kotnyopio
AMEQG) 0o mpémel vo ypnoiponoteitol yioo Oepameion TpdTG YpOUUNIG, 6oV 1 dokiun gvauctnciog
VTOINADVEL TV TOOVY] OTOTEAEGLOTIKOTITO OQVTNG TNG TPOCEYYIOTG.

Edv mapovoiaotel avtidpacn vaepevarcneciog, n katdAAnAn Ospaneia mpémel va yopnysiton ywpic
kafvotépnon.

Idwaitepec Tpo@LAGEELS TOL Tpémel vo. Aapdvovial amd To GTOLO TOV YOPNYEL TO KINVIOTPKO
QOPULOKEVTIKO TTPOoidV oe LMo

H toviaBpopvkivny epebilet ta pdrtio. Eqv katd AdBog £pBet oe emagn pe ta pndtio, EemAOVETE ApESMG
To, patio pe kabopd vepo.

H tovAaBpopvkivn propet va mpokarécel epebiopd otav Epbel oe emapn Le TO OEPLUA [LE OTOTEAEGLOL
.Y, €puOpOTNTA TOL déppaToc (epvBnua) /kar deppatitida. Edav kotd Aabog épbet oe emapn ue 10
dépa, TADVETE QUECMG TO OEPUO LLE GOTOVVL KOl VEPO.

ITAOvete ta xépro petd ™ xpnon.

Xe mepinTon mov KoTd AAB0G KAVETE aVTOEVEST), VO avalNTHOETE AUECMG 10TPIKY| Ponbeia kot va
emdei&ete 6TOV 10TPO TO ECMOKAEIGTO PVAAO OOMNYLDV YPNOEWMC 1} TNV ETIKETO TOV QPUPLLOKEVTIKOD
TPOIOVTOC.

Metd amod toyoia £kBeon, edv vdpyel voyia avtidpaong vrepevatctnaciog (n omoia avayvepileton
Y. OO Payovpa, SOLCKOALN GTNV avomTvor, KvId®aon, oidnua 6To TPOS®TO, vouTia, £UeTo) Oa Tpémel
va yopnyeiton 1 katdAAnin Oepaneio. Avalnmmote apéocws wTpik] cupBovAn kot emdeitete otov
10TPO TO ECOKAEIGTO GUALO 0ONYIDV YPTOEMG 1] TNV ETIKETA.

[dwaitepec TPOQULAGEELS Y10 TNV TPOSTAGIN TOV TEPIPAAAOVTOC:

Agv 1oyVet.

3.6 AvemOvpnta coppavra

Xoipot:
[ToAv cuyva Avtidpaon oto onueio g éveong!?, Tvoon oto onueio g
(>1 Lo / 10 vrd Bepancio {oa): éveong!, Apoppayio 1o onpeio g éveong!, Oidnua oto
onueio ¢ éveonc!

! Mropei va empeiver yio mepimov 30 nuépeg petd Ty Eveon.
2 Avaotpéyipec odlayée cupeopnong/vmepotpiog
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H avapopd averBountov coppdviov sivar onuavtiky. Emttpénet tn cvveyn mopoakoiobinon g
0oQAAELNG EVOC KTIVIATPIKOD PAPLOKEVTIKOD TPOIOVTOC. Ol avapopEg TPEMEL VO, ATOGTEAAOVTOL, KOTA
TPOTIUNOT LECH KTNVIATPOL E1TE GTOV KATOYO TG AdE10G KuKAopopiag &ite otny €Bvikn appodia
apyn LEC® TOV €BVIKOV GUGTNUATOG OVOPOPAS. AvaTpEETE GTO PUALD 0ONYIOV XPNONG Yo TO
avticTotya ototyein emKOVOVING.

3.7 Xpion katd TNV KONG61), TN YoAOVYi 1] TNV MOTOKIM

H acpddleia Tov kviaTpikod QopROKEVTIKOD TPOTOVTOG dev £xel amoderydel Katd T SiapKela TG
KOnong 1N g yarovyiag. To Tpoidv va yopnyeitan pOVOV cOUP®VA [E TNV EKTIUNON 0PEAOVG-KIVODVOL
amd Tov vIeLhLVO KTNVINTPO. ATO TIG EPYACTNPLOKEG HEAETEG OE EMIUVES Kol KOVVEALL OEV
dwmotobnkay evdeitelc tepatoyéveonc, euPpvotolikdtnrog 1 toéikdTnTag 610 £YKVo {MO.

3.8 Alinlemiopaon pe GAAo QUPRAKEVTIKA TPOIOVTA KO GALES pOPPES aAInAemidpaong

Agv glval yvootn Kapio.

3.9 Odoi yop1ynong kot docoroyia

Evdopvikn ypnon.

Mia gpdmag evdopvikn éveon tov 2,5 mg toviadpopvkivng/kg copatikod fapovg (loodvvaypei pe 1
ml Tov KTNViaTpIKoy eapuakeLTIKod Tpoidvtog /10 kg copatucod Bapovg) otov TpdymAo.

INo ™ Bepomeio yoipov pe copatikd Papog peyardtepo amod 40 kg, ywpiote T 06T MGTE TO EVEGLUO
dtivpa vo unv vrepPaivel to 4 ml o€ kb TAgLPA.

I'oa omoladnmote VOGO NG AVATVELGTIKNG 000V, cuvictdtal 1 Bepaneio Tov {OOV 6T0 TPOTA GTAdIL
EUPAVIOTG TNG VOGOV KOl EKTIUNOT TNG avTAmOKpLloNg otr Oepaneio evtog 48 mpmdv PETH TNV €veoT).
Edv ta khvikd onpeio g avamvevoTikig vosov enpeivouy 1 avénbovv 1| edv mapovoiactel
vrotpomi, 1 Bepancio Oa wpénel va ahAGEEL, e TN (pToT GAAOL aVTIPLOTIKOV, KOl VO GUVEYLOTEL LEYPL
To KAWVIKG onpeio va omodpapovy.

I"a ) dwucedion g opbng docoroyiag, To copaTkd Bdpog tpémet va tpocdiopiletar pe 660 TO
duvatov peyarvtepn akpifeta. o ToAAATAEC MWELS QOPUAKOL 0TTO TO PLOAIdI0, GUVIGTATOL 1] XPTOT
Belovng avappoenomng 1 GUPLYYOS TOALUTAGY dOGE®V, LE GKOTO TNV ATOPLYN VTEPPOAKNG
SLITPMNONG TOV EAAGTIKOD TOLUATOG,
3.10 Xvprtdpotoe vIrEPSOG0A0YiNG (KUl KATA TEPITTMO, HETPU AVTIHETOTICNS KOl AVTIO0TA)
210V veapovs yoipovg Bapovg tepimov 10 kg otovg omoiovg yopnyndnke ddon tpeig 1| méEvie opég
UEeYOADTEPN TNG OEPamEVTIKNG, TaPAUTNPNONKAY TAPOSIKE CUUTTMOUOTO TOL 0000 KAV g EVOYANON
070 onueio g éveong kat mepleAdpfovay vTepPoiikd ypoAicua Kot avnovyia. Etiong yolomta
umopet va mapotnpndei, 6tav xpnoLonolEiTal Gov onpeio g éveong to omictio pHéEPog Tov Todov.
3.11 Ewwkoi mepropiopoi p1)ong Kot E01KEG cuvONKeES ypfons, copmepriapfavopévmy
TEPLOPLOUAV GT1] YP1GT] GVTLUIKPOPLOKAV KUl UVTITUPUGLTIKAOV KTNVINTPIKOV
PUPUIKEVTIKOV TPOTOVTMV TPOKELPEVOV VO, TEPLOPLOTEL 0 KIVOUVOG avARTVENS UVTOYNS
Agv 1oyvet.

3.12 Xpoévor avapoviig

Kpéag kot edmdipot 1otoi: 13 nuépec.
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4. DOAPMAKOAOTI'TIKEX TAHPO®OPIEXZ
4.1 Kaoodwog ATCvet: QJI01FA94
4.2 ©@oppokodvvopKy

H tovAaBpopvkivn eivar £vag nu-cuvOeTicog avTiikpoPlokdg TapdyovTag TG OpAd0s TV
LokpoAdiovy, 0 0moiog Tpoépyetorl amd Eva Tpoidv (Oumonc. Alagépetl amd TOAAG AAAL LOKPOAIOL
070 OTL €€l LOKPAG dtdpketog dpdon, 1 omoia, eV HEPEL, OQEILETAL OTIC TPELS AVOUADIES TOV OLaOETEL.
IMa tov A0y0 avuTd €Yl YOpaKTNPIOTEL MG ¥NUIKT] VTOKOTNYOPIO TV TPLOUALSIOV.

Ta poaxpoAidia eivar avtiBloTikd PaKTnplocTaTiKig 0pAcng Kot oVOGTEALOLY TV OTTapOiTN T
BloctvBeon TV TPpOTEIVOV, AOY® TNG EMAEKTIKNG GVVOECTG TOVG UE TO PaKTNPLoKd piocmpnako
RNA. Apovv dieyeipovtag tnv amdcmoct tov peptidyl-tRNA amd to pifocwopa katd T didpKela TG
SLdIKAGIOG TG LETOY POPTC.

H tovAaBpopvkivn €xet in vitro dpactikdtnTo Kot TV Actinobacillus pleuropneumoniae,
Pasteurella multocida, Mycoplasma hyopneumoniae, Haemophilus parasuis kou Bordetella
bronchiseptica, naBoyova Paktiplo TOL TOAD cLYVE oYETILOVTAL LE TNV OVOTVELGTIKT VOGO TOV
yolpwv. Avénuéveg Tipég eEldyotng avactaAlTikng cvykévipwong (MIC) éxovv Ppebel o kamowa
OTOLOVOUEVO OTEAEYN TOV Actinobacillus pleuropneumoniae.

To Ivoetitovto Kivikdv ko Epyactnplokadv [potomwmv CLSI €yet opicet ta 0pia vaicnaciog yuo tnv
tovhaBpopkivn évavtt twv P. multocida xon B. bronchiseptica mpoéhevuong omd T0 OVOTVELGTIKO
yoipawv mg <16 mecg /ml evaicOnta kot >64 mcg /ml avBektikd. o to A. pleuropneumoniae mTpoéhevong
a0 TO AVOTVELGTIKO Y0ipwV, To Op1o gvatctnciog opiletar ota <64 mcg /ml. To CLSI dnpocicvce
emiong opra evansOnciog ya v TovAadpopvkivn pe Baon wa péBodo didyvong dickov (£yypapo CLSI
VETOS, 4th ed, 2018). Aev dwatiBevton 0pra Khvikng evorsbnoiog yio to H. parasuis. Ovte 1o EUCAST
o01e t0 CLSI éyovv avamtoéel tumikég pebddoue yio T SOKIU OVTIBOKTNPLOK®Y TOPayOVTOY KOTO TV
KTNVIOTPIK®V E0MV TOL Mycoplasma Ko Guven®g dev £yovv tebel kprrrpla epunveiog.

Avtoyn oto. LokpoAidto pumopel vo avamtuyOel pe petdAAaén Tmv Yovidimy Tov KOJKOTolovV T0
pipocopakd RNA (rRNA) 1 opiopéveg pipocoptakéc npoteivec. Emiong, pe eviopotikn
tpomonoinon (uebvrioon) g Béomng mpdadeong atny vroopdda 23S tov rRNA, 1 onoia yevikdg
Umopel v SNUIOVPYNOEL S10GTAVPOVUEVT] OVTOYT| LE TIG AVKOGUUIOEG KO TIC GTPETTOYPAUIVEG TNG
opadag B (avroym MLS ). Akoun, pe evQupatikn adpovomroinon 1 HEcw HakpoAdIKng didyvong. H
ovtoyn MLSB umopel va etvon dopkn 1 emayopevn. H avtoyn pmopel va givar ypopatocmpuok i
TAOCUIOIOKT] KO UTOPEL VO LETAPEPETOL EPOCOV GUVOEETAL LE TOVG PETAPOPEIS YOVIdiV
(transposons), TAAGuid10, OAOKANp®UEVA Kol oV{ELKTIKE oTotyeio. EmmAéov, n yovidiopatikn
TAaoTIKOTNTO TOV Mycoplasma evicyvetol amd TV oplovTio LETOPOPE LEYOA®Y YPDOUOCH KMV
Opavopdrov.

Ext6¢ amd T1¢ avTyukpoflokég 1010t TéG TG, 1 TOLAABPOLLKIVY KATOSEIKVDEL OVOGOTPOTOTOINTIKES
KOl OVTIPAEYLOVDOEIC OPAGELC GE TEPUUATIKES LEAETEC. TTU TOAVUOPPOTLPNVA KOTTOPO TV YOIp®V
(PMNss, ovdetepopiia), 1 TovAaBpopvkiv TPOAYEL TNV ATOTTOGT| (TPOYPUUUOTIGUEVOSG KUTTAPLKOG
Bavatog) Kot TNV KaBePoN TOV ATOTTOTIKOV KLTTAP®V 0o To. pokpoedya. Eniong, ueimvel my
TOPAYOYN TOV TPO-QAEYLOVOIDV pecsorapntav Asvkotpieviov B4 kot CXCL-8 kot mpokaiel v
TOPOUYDYT OAVTI-PAEYLOVOIDV Kol TPOKOTACTIATIKOV AMmidiov Mmo&ivng A4.

4.3 @oppoKoKIvTIKI

21006 Y01pOVGE, TO PAPUOKOKIVITIKO TPOPIA TG TovAadpopvkivng dtav yopnynonke g epdma
gvooLTKN d6oM TeV 2,5 mg/kg couatikod Bdpov, yapaxtnpiotnke exiong amod taysio Kot
EKTETAWEVT] ATOPPOPNOT), akoAovBovpevn and peyain Katavour kat Bpadsio amoforr. H uéyiom
GLYKEVIP®OT) (Cmax) ot0 mAdouo Tav wepirov 0,6 meg /ml. Avtn emtedybnke 30 mepimov Aemtd petd

TN YOPNYNOT TNG VOTEP® dOGNG (Tmax). H ovykévipwon g TovAabpopvkivng 6Toug TvebLOVEG TAV
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LEYOADTEPN OE GYEON UE EKELVT) TOL TAACUATOC. YTTAPYOLV 1oYVPES EVOEIEEIC ONUOVTIKNG
GLOCMPELONG TNG TOVAUBPOLVKIVIG GTO OVLOETEPOPIAL KOl TOL KLWEAMDIKA LoKpopayd. Qo1dc0, 1
GLYKEVTPMOT] in Vivo TG Tovhabpopukivng ota onpeia TposPoing Tov Tvedova dev givol YvooT.
Tnv enitevén tov peyicTov cuyKeEVIpOoE®DY akolovdnce Bpadeia peimon Tng cuoTnUATIKNG £kBeomng
GTO QAPLOKO, e ELEavn povo nuicelog {ong (tl/z) nepinov T1g 91 dpeg 010 MAGoua. To T0G00TO

OECUEVOTG HE TIG TPMTEIVEG TOV TAAGUOTOG NTAY YOUNAO, Tepimov 40%. O 6YKog KOTUVOUNG OF
otabepn| katdotaot (Vss) mov kabopiotnke petd amod evoopAéPia yopnynon nrav 13,2 kg, H
BrodwBeoipdnra g tovkabpopvkivig petd amd evoopviky xopnynom ce xoipovg rav mepinov 88%.
5. OAPMAKEYTIKA XTOIXEIA

5.1 Kopieg aocvppatoTnTeg

A0y EAEIYNG LEAETDV OCLUPATOTNTOC, TO TAPOV KTNVIOTPIKO PAPUOKEVLTIKO TPOIOV OgV TPEMEL VoL
OVOPLETYVOETOL LE GAAD KTNVIATPIKG QUPUOKEVTIKA TPOTOVTO.

5.2 Awpkera Long

Audgpreta {ONG TOL KTNVIOTPIKOV QAPUAKEVLTIKOD TPOIOVTOG COLPMOVA LIE TT) GVCKELAGIO TOANONG:
ilg(;;‘csw Cong HeTd TO TPATO GVOLYLLO TG OTOLYEIDNAOVS GLOKEVOCIG: 28 NUEPES.

5.3 Iowitepeg Tpo@uAaerls katd T POAAEN TOV TPOiIdVTOG

Agv vtdpyovv 181kEG 001 Yieg S10TPNONG Y10 GVTO TO KTNVIATPIKO QUPUAKEVTIKO TPOTOV.

5.4 ®Yon ka1 6HVOES TNG GTOLYELDOOVS CVOKEVUGILUG

T'vodi Tomov I pe topa yhopopovturiov emtkalvppévo pe eOOPOTOAVEPES KO ETUKAAVYT
olovpviov.

YV0KEVAGIES:

Xaptivo kovti TOL TEPLEYEL £Vl PLadidto Tv S0 ml
Xaptvo kovti ToL TEPLEYEL EVal PLodidto Tv 100 ml
Xdaptivo kovti Tov TEPLEYEL Eva Praridio Twv 250 ml

Mmropei va, unv KuKAOPOPOUV OAEG 0L GLOKEVAGIEC.

5.5 E10wkég mpo@uiaters améppuyng evog un APNGLRoTo0£vToc KTNVIATPLKOD QUPRUKEVTIKOV
TPOIOVTOG 1] GALOV VAIKAOV TOV TPOEPYOVTUL 0.TO T1] P61 TOV TPOIOVTOGS, AV VAP OVY

Ta péppoxo dev TPENEL VoL OMOPPITTOVTOL LECH TMOV ADUATOV 1) TOV OIKIHKOV OTOBANTOV.
Xp1MGILOTOGTE TPOYPAUUATO, EXLGTPOPNS POPUAKDV Y10 TV OTOPPIYT 1N XPTNOOTOINOEVT®DV
KTNVIOTPIK®V QOPUOKEVTIKOV TPOIOVI®MV 1 GAA®Y VAIK®OV OV TPOEPYOVTOL amd TN YP1ON TOLG
COUQ®VA, LLE TIG TOTIKEC OTOLTNHOELS KOl LLE TUYOV €0VIKA GUGTHLOTO GUAAOYNG TOL IGYVOVY Yid TO.
GYETIKA KTNVIOTPIKE QAPLOKEVTIKA TPOTOVTOL.

6. ONOMA TOY KATOXOY THX AAETAY KYKAO®OPIAX

Zoetis Belgium
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7.  APIOMOZXZ(OI) AAEIAX KYKAO®OPIAX

EU/2/03/041/006 (50 ml)

EU/2/03/041/007 (100 ml)

EU/2/03/041/008 (250 ml)

8. HMEPOMHNIA NIPQTHE EI'KPIXHX

Hpepopnvia Ing éykpiong: 11/11/2003.

9. HMEPOMHNIA TEAEYTAIAX ANAGEQPHXHYX THX IEPIAHYHX TQN

XAPAKTHPIZTIKOQN TOY ITPOIONTOX

{MM/EEEE}

10. TAZEINOMHXIH TOQN KTHNIATPIKQN ®APMAKEYTIKQN ITPOIONTOQN
Na yopryeitar povov pe KINVIoTpKy GLUVTAYT).

Agntouepeic TANPoeopieg Yo To v AOY® KTNVIOTPIKO QOPUAKEVTIKO TPoidv eivan dtabféoies o
Baon dedopévav ™ EE ya ta ktnviatpikd npoidvta (https.//medicines.health.europa.eu/veterinary).
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ITAPAPTHMA 11
AAAQOI OPOI KAI AITAITHZEIX THX AAEIAY KYKAO®OPIAX

Koavévag.
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ITAPAPTHMA II1

EINIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX

17



A. EINIIXHMANXH
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IMAHPO®OPIEX IIOY ITPEIIEI NA ANATPA®ONTAI XTHN EZEQTEPIKH XYXKEYAXIA

XAPTINO KOYTI (20 ml/ 50 ml / 100 ml / 250 ml)

1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Draxxin 100 mg/ml Evésyuo didhopa.

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

Tulathromycin 100 mg/ml

3. YXYXKEYAXIA

20ml
50 ml
100 ml
250 ml

4.  EIAOX(H) ZQOY(QN)

Booedn, yoipot ko Tpopara.

| 5. ENAEIZEIZ

| 6.  OAOI XOPHTHIHX

Boogdn: vrodopia yprion.
Xoipot ko TpdPata: EvOOHVIKN YpNomn.

7. XPONOI ANAMONHX

Xpovog avapovig:

Kpéag kot edmdpot 1otot:
Booedn: 22 nuépec.
Xoipot: 13 nuépec.
HpéBata: 16 nuépec.

Agv EMTPENETOL 1] YOPNYNON G YOAOKTOTAPAY®Y( (MO TA OO0 TAPAYOLV YOAQ Y10 AvOpDTIVY
KaTovAA®oT).

Na unv yopnyeitai o€ £ykva (da, To omoio tpoopiloviat va mapdyovy Yaio yio avOpdTiv
KOTOVAAWDGT EVTOG 2 UNVOV amd ToV TPOPAETOUEVO TOKETO.
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‘ 8. HMEPOMHNIA AHEHX

Exp. {up/ecee}

Metd to mpadTo dvorypa xpriom eviog 28 nuepav.

‘ 9. EIAIKEY XYNOHKEX AIATHPHXHX

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

AwBdote 10 PUALO 0NV YPAONG TPV O TN YPNON).

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

ATOKAEIOTIKA Y10 KTNVIOTPIKT XP1ON.

12. OI AEEEIX «NA ®YAAXXETAI XE OEXH, THN OIIOIA AEN BAEIIOYN KAI AEN
INPOZEITIZOYN TA TTAIAIA»

Na puAdooetol og 06om, TV onoia dev PAETOLY KoL dev Tpoceyyilovv Ta TadLd.

13. ONOMA TOY KATOXOY THX AAETAY KYKAO®OPIAX

Zoetis Belgium

14. APIOMOI AAETAY KYKAO®OPIAX

EU/2/03/041/001 (20 ml)
EU/2/03/041/002 (50 ml)
EU/2/03/041/003 (100 ml)
EU/2/03/041/004 (250 ml)

‘ 15. APIOMOX ITAPTIAAX

Lot {apBuoc}
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IMAHPO®OPIEX IIOY ITPEIIEI NA ANATPA®ONTAI XTHN EZEQTEPIKH XYXKEYAXIA

XAPTINO KOYTI (500 ml)

1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Draxxin 100 mg/ml Evésyo didhopa.

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

Tulathromycin 100 mg/ml

3. YXYXKEYAXIA

500 ml

4.  EIAOX(H) ZQOY(QN)

Booeon.

| 5. ENAEIEEIZ

| 6.  OAOI XOPHTHZHX

Ymodopia ypnon.

7. XPONOI ANAMONHX

XpoOvog avapovig:
Kpéag kar edmdipot 1otoi: 22 nuépeg.

Agv EMTPEMETAL 1] YOPNYNON GE€ YOAOKTOTOPAYWY( (MO TA, OO0 TAPAYOLV YOAQ Y10 AVOPDTIVY
KATOVAA®GT).

Na unv yopnyeitai o £ykva (da, To omoio. TpoopilovTal va mapdyouy YEAQ Yio ovOpdmivn
KOTOVAAWDGT EVTOG 2 UNVOV amd ToV TPOPAETOUEVO TOKETO.

‘ 8. HMEPOMHNIA AHZHX

Exp. {up/ecee}
Metd to mpdTo dvorypa xpromn eviog 28 nuepav.

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

AwBdote 10 PUALO 0NV YPAONG TPV OO TN YPNON).

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

ATOKAEIOTIKA Y100 KTNVIOTPIKN (PNOM.

12. OI AEEEIX «NA ®YAAXXETAI XE OEXH, THN OIIOIA AEN BAEIIOYN KAI AEN
INPOZEITIZOYN TA TTAIAIA»

Na puidooetal o€ BEom, TV onoia dev PAETOLY Kot dgv Tpooeyyilovv Ta TALd1dL.

13. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Zoetis Belgium

14. APIOMOI AAEIAY KYKAO®OPIAX

EU/2/03/041/005 (500 ml)

‘ 15. APIOMOZX ITAPTIAAX

Lot {apBuog}

22



IMAHPO®OPIEX IIOY ITPEIIEI NA ANATPA®ONTAI XTHN EZEQTEPIKH XYXKEYAXIA

XAPTINO KOYTI (50 ml / 100 ml / 250 ml)

1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Draxxin 25 mg/ml Evéoipo didivpa.

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

Tulathromycin 25 mg/ml

3. YXYXKEYAXIA

50 ml
100 ml
250 ml

4. EIAOX(H) ZQOY(QN)

Xoipot.

| 5. ENAEIZEIZ

‘ 6. OAOI XOPHI'HXHX

Evdopvikn yprion.

7. XPONOI ANAMONHX

XpOvog avapovig:
Kpéag kot edmdpot wotoi: 13 nuépeg.

‘ 8. HMEPOMHNIA AHEHX

Exp. {up/ecee}
Metd to mpadTo dvorypa xpriom eviog 28 nuepav.

‘ 9. EIAIKEYX XYNOHKEX AIATHPHXHX

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

AwBdote 10 PUALO 0NV YPAONG TPV O TN YPNON).
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11. OI AEEEIX «<AIIOKAEIXTIKA I'A KTHNIATPIKH XPHXH»

ATOKAEIOTIKA Y100 KTNVIOTPIKN (PNOM.

12. OI AEEEIX «NA ®YAAXXETAI XE OEXH, THN OIIOIA AEN BAEIIOYN KAI AEN
INPOZEITIZOYN TA TTAIAIA»

Na pvidooetal o€ BEom, TV onoia dev PAETOLY Kot dev Tpooeyyilovv Ta TALdd.

13. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Zoetis Belgium

14. APIOMOI AAEIAY KYKAO®OPIAX

EU/2/03/041/006 (50 ml)
EU/2/03/041/007 (100 ml)
EU/2/03/041/008 (250 ml)

‘ 15. APIOMOX ITAPTIAAX

Lot {apBuoc}
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IHAHPO®OPIEX IIOY IIPEIIEI NA ANATPA®ONTAI XTH XTOIXEIQAH XYXKEYAXIA

®IAATAIO (100 ml / 250 ml)

1. ONOMAZIA TOY KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX

Draxxin 100 mg/ml Evécyuo didhopa.

2. YYNGOEXH XE APAXTIKH(EX) OYXIA(EYX)

Tulathromycin 100 mg/ml

3. EIAOX(H) ZQOY(QN)

Booegdn, yoipot kai tpofota

4. OAOI XOPHI'HXHX

Booewon: SC.
Xoipot ko tpofora: IM.

Awpaote 10 PUALO 0INYIOV XPNOTG TPV O TN YPNOT.

5. XPONOI ANAMONHX

XpoOvog avapovig:

Kpéag kar edmdipot 1otoi:
Booedn: 22 nuépec,.
Xoipot: 13 nuépec.
HpéBata: 16 nuépec.

Agv eMTPENETOL 1] YOPNYNON O YOAOKTOTOPAY®Y( (MO TA OO0 TAPAYOLV YOAN Y10 AvOpOTIVY
KOTAVAAWDGT.

Na unv yopnyeitai o £ykva (da, To omoio tpoopiloviot va Tapdyovy Yaio Yo avOpdTiv
KOTOVAAWDGT EVTOG 2 UNVAV amd ToV TPOPAETOUEVO TOKETO.

‘ 6. HMEPOMHNIA AHEHX

Exp. {up/ecee}

Metd to mpdTo dvorypa xprion evidg 28 nuepdv. Metd to TpdTo Avolyua xpnomn €mc. ..

7. EIAIKEYX XYNOHKEX AIATHPHXHX
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8. ONOMA TOY KATOXOY THX AAETAY KYKAO®OPIAX

Zoetis Belgium

‘ 9. APIOMOZX ITAPTIAAX

Lot {apBuoc}
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IHAHPO®OPIEX IIOY IIPEIIEI NA ANATPA®ONTAI XTH XTOIXEIQAH XYXKEYAXIA

®IAAIAIO (500 ml)

1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Draxxin 100 mg/ml Evésyuo didhopa.

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

Tulathromycin 100 mg/ml

3. EIAOX(H) ZQOY(QN)

Booegdn.

‘ 4. OAOI XOPHI'HXHX

Ymodopia ypnon.

Awfaote 10 PUALO 0INYIOV XPNOTG TPV O TN YPNOT.

‘ 5. XPONOI ANAMONHX

XpoOvog avapovig:
Kpéag kot edmdipot 1otoi: 22 nuépeg.

Agv eMTPENETOL 1] YOPNYNON GE€ YOAOKTOTOPAYWY( (MO TA OO0 TAPAYOLV YOA Y10 AvOpDTIVY
KATOVAA®OT).

Na unv yopnyeitai o £ykva (da, To omoio tpoopiloviat va Tapdyovy Yaio yio avOpdTiv
KOTOVAAWDGT EVTOG 2 UNVOV amd ToV TPOPAETOUEVO TOKETO.

‘ 6. HMEPOMHNIA AHEHX

Exp. {up/ecee}

Metd to mpdTo dvorypa yprion evidg 28 nuepdv. Metd o TpdTo dvoryua xpnomn €mc. ..

‘ 7. EIAIKEYX XYNOHKEX AIATHPHXHX

‘ 8. ONOMA TOY KATOXOY THX AAETAY KYKAO®OPIAX

Zoetis Belgium
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‘ 9. APIOMOZX ITAPTIAAX

Lot {apBuog}
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IHAHPO®OPIEX IIOY IIPEIIEI NA ANATPA®ONTAI XTH XTOIXEIQAH XYXKEYAXIA

OIAAIATIO (100 ml / 250 ml)

1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Draxxin 25 mg/ml Evéoipo didAvpa.

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

Tulathromycin 25 mg/ml

3. EIAOX(H) ZQOY(QN)

Xoipot.

‘ 4. OAOI XOPHI'HXHX

Evdopvikn yprion.

AwBdote 10 POALO 0NV YPAONG TPV OO TN YPNOT).

| 5.  XPONOI ANAMONHX

XpOvog avapovig:
Kpéag kot edmdpot wotoi: 13 nuépeg.

‘ 6. HMEPOMHNIA AHEHX

Exp. {up/ecee}

Metd to mpdTo dvorypa xprion evidg 28 nuepdv. Metd o TpdTo Avoryua xpnomn €mc. ..

‘ 7. EIAIKEYX XYNOHKEX AIATHPHXHX

‘ 8. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Zoetis Belgium

‘ 9. APIOMOZX ITAPTIAAX

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

®IAAIAIO (20 ml/ 50 ml)

1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Draxxin

2. IHOXOTIKA XTOIXEIA TQN APAXTIKQN OYZIQN

Tulathromycin 100 mg/ml

| 3. APIOMOZX IAPTIAAL

Lot {apBuoc}

‘ 4. HMEPOMHNIA AHEZHX

Exp. {up/ecee}
Metd to mpdTo dvorypa ypron evidg 28 nuepdv. Metd to mpdTo Avoryua xpnomn €mc. ..
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EAAXIXTEX ENAEIZEIX TIOY IIPEITEI NA ANAI'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

®IAAIAIO (50 ml)

1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Draxxin

2. IHOXOTIKA XTOIXEIA TQN APAXTIKQN OYZIQN

Tulathromycin 25 mg/ml

| 3. APIOMOZX IAPTIAAL

Lot {apBuoc}

‘ 4. HMEPOMHNIA AHEZHX

Exp. {up/ecee}
Metd to mpdTo dvorypa ypron evidg 28 nuepdv. Metd to mpdTo Avoryua xpnomn €mc. ..
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B. PYAAO OAHI'TQN XPHXHX
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®YAAO OAHTIQN XPHXHX
1. Ovopacio ToOV KTNVIITPIKOD QUPUIKEVTIKOD TPOIOVTOg

Draxxin 100 mg/ml evécyuo dtddvua yio foogldn, yoipove Kot Tpofota.

2. 2ovleon
Kda0e ml nepiéyet:

APUGTIKO GVGTUTIKO:
Tulathromycin 100 mg

"Exd0y0:
Monothioglycerol 5 mg

AloyEg dypopo g EAAPP®S KITPIVO EVEGILO O1GALLLO.

3. Eion Loov

Booedn, yoipot ko Tpopara.

4. OepamevTiKég evosielg

Boozg1o1]

T ™ Bepameio Ko T PLETOPOAAEN TNG AVATVEVSTIKNG VOoOL TV Booctddv (BRD) mov oyetileton pe
ta Baxtipia Mannheimia haemolytica, Pasteurella multocida, Histophilus somni xon Mycoplasma
bovis. H mapovcio Tng vOGoL 6NV opdado TpEmel vo damiotodel mpv T ¥p1ion Tov TpoidovTog.

IMa ) Ogpaneia g Aouddovg kepatoemimepukitidag (IBK) tov foosidmv mov oyetileton pue
Moraxella bovis.

Xoipotr

INa ) Begpaneia Kot ™ peTa@OAAEN TNG OVATVELGSTIKNG VOGOL TV Yoipmv (SRD) mov oyetileton pe ta
Baxtpia Actinobacillus pleuropneumoniae, Pasteurella multocida, Mycoplasma hyopneumoniae,
Haemophilus parasuis xon Bordetella bronchiseptica. H mapovcio TG vOGoL 6NV Opade Tpémet vo.
damotmel Tpwv N xpnon Tov TPoidvtog. To KINVIATPIKO QapUaKEVTIKO TPoldv Ba Tpémet va
ypNoLoToEiTON LOVO EPOGOV 01 X0ipOot avapuEVETOL VA avarTOEOVVY TN VOGO HEGA G 2-3 MUEPEG.

Ipoépata

INa ) Begpaneia TV apykdv otadiov Aolddovg Tododeppatitidag Tv tpoPdtwv (foot rot) wov
ouvdéetan pe 1o Taboydvo Dichelobacter nodosus, amoit@VTOG GLGTNUATIKY Oeparneia.

5. Avtevoeigeag

Na unv ypnoponoieital o€ mepintmon vaepevoictnoiog ota avTBloTikd e opuddus TV HakpoAdioy
1N og kdmoo(a) Exdoyo(a).

6. Ewdwkég mposidomonjoelg

Ewdwéc mpoetdomomoets yio ka0e gidog (dov:
"Eyetl amoderyfel dtuotavpodpevn avOekTikotnTo HETAED TG TOLAXOPOUVKIVIG Kot GAAWDV LokpoAdimV
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oto(a) maboyovo(a) idog(n) otdyo(ovg). H xpniomn Tov KTNvIATPtkov QopHOKELTIKOV TPoidvTtog Bal
pémel va eEeTALETOL TPOGEKTIKA OTOV 01 OOKLUEG evooOnaciog Exovv dgilel avtoyn otnv
TovAaBpopukivr, ETEON 1 UTOTEAECUATIKOTNTA TNG Uropel vor petmbet.

Na pn yopnyeitot Tavtdypova e avTIKpoPlakd mov £xovv Tapdpolo Tpdmo dpdong, 6mwg ival Ta
HaKPOALOL0 1] 01 AIVKOGOUIdEC.

péBata:

H amoteleopaticdtnTo TG aviyukpoBroknig Oepameiag Evavtt Tng AOUDA0VS TOJ0OEPLATITIONS TV
npoPatwv Ba propovoe vo petmbel amd GAAovg Tapdyovies, OTmS VYPEG TEPPOALOVTIKEG GLVONKEG
KaOdg Kot akatdAANAn dwayeipion g ektpoenc. H Bepameia tng Aoiudmoovg mododepatitidug TV
mpofdtov Bo Tpénel cuvenmg va yivetar pall pe ahio epyoleio Stoyeiptong Tov Komaotov, yio
Tapadelypa TV Tpovola yio vrapén Enpod tepiPaiiovoc.

H avtiprotikn Bepomeio otnv kadon0n tododepuatitida tov tpoPdtwv dev Dempeitatl amapaitn. H
TovAadpopvkivn £d€1Ee TEPLOPIGUEVT AOTEAEGLOTIKOTITO. € TTpOPaTa pe cofapd KAVIKG
CUUTTMOUOTO 1] XPOVIO AOUDON TOJ0dEPUATITION, KOl GVVETDG Ba TpEmeL va diveTor LOVO oTa OPyIKd
oTAdLN TN AOUDOOVE TOOOSEPLOTITIONG TV TPOPATMV.

IS1nitepec TPOPUAGEELC Y10 TNV ac@OAT ¥prion ota 16N Chmv:

H ypnion tov mpoidvrog Ba mpénet va facileton o S0KIHEG TOVTOTOINONG Kot gvaicOnaciag Tov(twv)
maBoyovou(-mv)-otdyxov(-wv). Av avtd dev gival duvatd, 1 Bepaneia Oa mtpénel va Paciletal o
EMONUOAOYIKEG TANPOPOPIES KOt GTN YVOGTH vaictncia Tov taboydovav-o1oxwy o eninedo
EKTPOPEIOV N OE TOTIKO/TEPLPEPELNKD EMITEDO.

H yprion tov mpoidvtog mpémet va eival GOUQ®YT LE TIC ETionUES E0VIKEG Kol TOTIKES OVTIUIKPOPLOKEG
TOMTIKEC,

"Eva avtiPiotico emhoyng pe younAotepo Kivouvo pukpofilokng avhektikdtnTog (YanAdtepn Kotnyopio
AMEQG) 0o mpémel vo ypnoiponoteitol yio Ogpaneioc Tpd@TNG YPOUUNIG, 6oV 1 dokiun gvouctnciog
VTOOMADVEL TNV TOAVY ATTOTELEGUATIKOTNTO QLTNG TNG TPOGEYYIONC.

Edv mapovcioctel avtidpaon vrepevarsOnociog, n katdAinin Oepaneia Tpémel va yopnysiton xwpig
kabvotépnon.

[dwaitepeg TPOPLAGEELC TTOV TPEMEL VoL AOUBAVOVTOL atd TO GTOWO TTOL YOPNYEL TO KINVINTPIKO
QOPUOKEVTIKO TTPOoidV oe (Mol

H tovAaBpopvkivny epebilet ta pdrtio. Eqv katd AdBog £pBet oe emapn pe ta pdtio, EeEmAOVETE apEcmG
T paTIo pe kaBapo vepo.

H tovAaBpopvkiviy propet va mpokaréoet epebioud otav £pbet o€ mo1| [LE TO OEPLLOL LE OTOTELEGLOL
7.y €pBpOTNTA TOL déppaToc (epvbnua) 1/kar deppatitida. Edv kotd Aabog épbet oe emapn Le T0
dépa, TADVETE QUECMG TO OEPUO LLE GOTOVVL KOl VEPO.

ITAOvete ta xépto petd ™ xpnon.

Y& mepinTomn mov KoTh AA00G KAVETE AVTOEVEST), VO, avalnTNoETe OUECMS 1aTPIKT Pfondeia kot va
emdei&ete 6TOV 10TPO TO ECMOKAEIGTO PVAAO OOMNYLDV YPNOEWMC 1} TNV ETIKETO TOL QUPLOKEVTIKOD
TPOIOVTOC.

Metd amd toyaia £kBeon, edv vEdpyel vToyia avtidpacng vrepevatcnaciog (n omoia avayvmpileton
Y. and Qayovpa, SVGKOAID GTNV avamvoT], KvIdwoT, oidnpa 6To TpOGOTO, vavtia, E1eto) Ha Tpémet
va yopnyeiton 1 katdAAnin Bepaneio. Avalnmmote opécwns wTpik] cupBovin kot emdeitete otov
10TPO TO EGMKAEITTO PVUAAO 0JNYIDV XPNOEMG 1 TNV ETIKETA.

Eyxvuocbvn kot yorovyio:
H acpddeia Tov kTviaTpiKod QOpROKEDTIKOD TPOTOVTOG dev £xel amoderydel Katd T didpkela g
Konong N ¢ yorlovyiag. To mpoidv vo yopnyeitor LOVOV GOUP®VA LE TNV EKTIUNOT 0PEAOVC-KIVODVOL
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omd Tov VIEVBVVO KINVINTPO. ATO TIC EPYACTNPIUKEC LEAETEG GE EMPVES KOl KOUVEALD OEV
dlomotdOnKay evoeilelg tepatoyéveons, EUPPLOToEIKOTNTOC 1] TOEIKOTNTOG GTO £YKLO (MO.

AMNAETIOPOOT) UE QALD QOPUOKEVTIKG TPOTOVTO. Kol GAAEC LOPQEC OAANAETIOpOONC:
Agv glval yvootn Kapio.

Ynepdocoroyia:

210 fo0gdN, 1 YopYNoN dOCEMV UEYOADTEP®V KOTA TPEIC, TEVTE 1 0EKA POPEC OO TI GUVIGTOUEVT
d00m elye WG AMOTELEG LA TNV EUPAVIOT TAPOIIKDOV GCUUTTOUATOV TOV ArododnKay 6e eVOYAN 0T GTO
onueio g éveong Kot TEPEAGUPAvOY avnovyio, KOOV TNG KEQOANGS, EHGILO TOV £3GPOLG LIE TO
oo Ko BpoyumpoBecun peimon g Aqyng tpoeng. Hma ekpoAion tov puokapdiov mapatnpndnke
ota foogdn ota omoia yopnynOnke 660N TEVTATAACLO 1 EEUMANCLO. TG GUVICTMUEVTG.

21006 veapovg yoipovg Bapovg tepimov 10 kg otovg onoiovg yopnyndnie d6on tpeig N TEVTE PopPEg
ueyoAuTePN TG OgpamenTikng, mapaTnPHONKAY TOPOSIKE CUUTTMOUNTH TOV 0T0d00NKaY g EVOYANoN
070 onueio g éveong kal mepledpfovay vrepPoAtkd ypvAlcoua kot avnovyia. Etiong yoldmmra
uropei va mapatnpnbei, dtav ypnoponoteitar oav onueio g Eveong 1o onichio LEPog Tov Tod10V.

210V¢ opuvovg (MAkiog epimov 6 efSoUAd®V), N XOPTYNOT 0OGEMV UEYOADTEP®V KATA TPEIC 1) TEVTE
(QOPEG OO TN CLVICTMUEVT dOCT Eixe MG AMOTELEGHA TNV EULPAVION TOPOSIKDOV CUUTTOUATMV, TOV
amodoOnKayv og evoyAnon oto onueio TG Eveong Kot TEPEAGUPAVOY TEPTATN O TPOG TA TG,
KOOVIIOL TNG KEPAANG, TPIYILO 6TO onpeio TG éveong kot cuvey emtbupia vo Eamlmvouy Kot vo
onkavovtot 6pbha, Belalovrac.

Kopiec aovpfordomrec:
AbOy® ENheyNG LEAETOV OGVUPATOTNTOG, TO TOPOV KTNVIOTPIKO PUPLOKEVTIKO TPOidV dev TPEMEL VOl
OVOPETYVOETOL PE GAAD KTNVINTPIKG QUPUAKEVTIKG TPOTOVTO.

7. AvemOdpunta cvppavra

Booedn:

[ToAv cuyva
(>1 oo / 10 vrd Bepancio {ma):

Awdykmon oto onueio g éveonc!, Tvwon oto onpeio g éveong', Awwoppayio 6o onpueio g éveonc!,
Oidnuo oto onueio g éveong', Avtidpaon oto onueio g éveong?, Ildvog 6to onueio g éveonc’

! Mropei va empeiver yia mepimov 30 nuépeg petd v éveon.
2 Avaotpéyiueg oAAoyEg cuppoOpnong/vEpaIiog
3 Tapodikod

Xoipot:

[ToAv cuyva
(>1 Lo / 10 vrd Bepaneio Loa):

Avtidpaon oto onpeio g éveong'?, Tvmon oto onpeio g éveong!, Awoppayio 6to onueio g éveonc!,
Oidnpa oto onueio g éveong!

! Mropei va emueiver yia mepimov 30 nuépeg petd v éveon.
2 Avaotpéyiueg oAAoyEg cuppoOpnong/vIEPaIUicg
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IIpoBata

[ToAv cuyva
(>1 oo / 10 vrd Bepancio {ma):

Avcopia!

! Tlapodikn, vroympel eviog HEPIK®Y AErTAOV: (KOOVNUO KEQUATC, TPIYLHO 6TO onueio Tng éveong,
Badion mpog ta wiow).

H avapopd averBountov cuoppdviov sivor onpovtiky. Emttpénet ) cvveyn topakoilovdnon g
ao@dAelag evog mpoidvtoc. Edv mapatnprioete omoladnmote avemBOunt evEPYEL, KOO KOl oV OgV
AVAQPEPETOL GTO ECAOKAEIGTO GUALO 0ONYIDV ¥PNoNG N AUEIPAALETE VIO TNV OTOTELEGUATIKOTITO TOV
QUPUAKOV, TAPOKUAEIGOE VO ETIKOIVOVIGETE, KATOPYOC, LE TOV KTNViaTpd coc. Mmopeite emiong va
avaQEPETE OTTOLOONTOTE AVETLOOUNTO GLUPBAVTA GTOV KATOYXO TNG AOEWNG KUKAOPOPING
YPTOLLOTOIDVTOG TA GTOLYELN EMKOVMVING GTO TELOG AVTOD TOL PVAAOD 0dNYIDV XPHOTG, | HEG® TOV
€0viKoL 60¢ GLGTHATOC avaPOPAG: {oTotyela eBViKob GLOTAHATOS AVAPOPIS)

8. Aocoloyia Yo ka0 €100, TPOTOS KU 0001 YOPIYNONG

Booeon:
2,5 mg tovAabpopwkivigkg copotikon fapovg (tcodvvapet pe 1 ml tov kTnviatpukcon

QOPUAKEVTIKOD TTPoidvTog/40 kg cmpatikod Bapoug).

Mia gpdma vrodopia Eveon. ' ) Bepameio foocddv pe copotikd Bdpog peyorvtepo and 300 kg,
Y®pioTe TN 00601 OOTE TO EVESIUO dldALLA va pnv vepPaivel ta 7,5 ml o€ kdBe mhievpd.

Xoipot:
2,5 mg tovAabpopwkiving/kg copotikon fapovg (tcodvvapet pe 1 ml tov kTnviatpikcon
QOPUAKEVTIKOD TPoidvTog/40 kg cmpatikod Bapoug).

Mia gpdamag evdopvikn éveon otov tpdymAo. ' ) Bepamneia yoipov pe copatikd Papog peyoivtepo
amo 80 kg, yopiote TN 6001 OGTE TO EVESIUO dtdAvua vo unv vaepPaivel To 2 ml o€ k4O TAELPAL.

[péPata:
2,5 mg tovAabpopwkivng/kg copatikon fapovg (tcodvvapet pe 1 ml tov kTnviatpikcon
QOPUAKEVTIKOD TPOidvTog/40 kg cmpatikod Bapoug).

Mio epdamag evdopvikn £veon otov TpayMAo.

9. Oonyieg Yo ™) c®GTI) YOpRYNON

I'a omoladnToTe VOGO NG AVATVELGTIKNG 0000, cuvioTdtotl 1) Oepaneia Twv (dwV ota TPdTA GTAdIN
EUPAVIONG TNG VOGOV KOl EKTIUNOT TNG avTAmOKPLloTg otr Oepaneio evtog 48 mpmv PETA TNV £veoT).
Edv ta ikhvikd onpeio g ovamvevoTiKiG vOGoL entpeivouy 1 avénbovv 1| edv mapovoiactel
vrotponi, N Oepaneio Bo mpémet va aALEEEL, pe TN xpron GALOL avTIBLOTIKOV, KOl VO GUVEXICTEL LEYPL
TO KAWVIKG onpeio va omodpdpovy.

INa ™ dwoediion ¢ opbng docoroyiag, To copoTKd Bapog tpénet va tpocdiopiletar e 660 To
duvatov peyarvtepn akpifeta. o ToAATAEC MWELS QOPUAKOL 0Td TO PLOAISIO, GUVIGTATOL 1] XPNOT|
Beldvng avappoenomng 1 GUPLYYOS TOALUTAGY dOGE®V, LE GKOTO TNV ATOPUYN VTEPPOAIKNG
SLITPNONG TOV EANCTIKOD TOUATOG,
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10. Xpdvor avapoviig

Booegdn (kpéag kot dddpot 1otot): 22 nuéPE.

Xoipot (kpéag kot edddpot wotol): 13 nuépeg.

[poéPara (kpéag Kot edadipot 1otol): 16 nuépeg.

Agv gmitpénetal 1 YOpYNOT G€ YOAUKTOTAPAY®YE (M0 T 070l Tapdyouy YOAo yio avOpdmivn
KaTovAA®oT).

Na punv yopnyeitar o £ykva {da, To onoio tpoopiloviot va mapdyovy Yaio Yo avOpdTiv
KATOVAA®GON EVTOC 2 UNVAOV 0t TOV TPOPAETOUEVO TOKETO.

11. EIAIKEX XYNOHKEX AIATHPHXHXZ

Na pvidcoetal o€ Béon, TV onoia dev PAETOLY Kot dgv Tpoceyyilovy Ta TALd1dL.

Agv vapyovV e101KEC 00N YieC S1aTHPNONS Y10 OV TO TO KINVIATPIKO POPLOKEVTIKO TPOTOV.

Na pn ypnoiponoteital avutd To0 KTNVINTPIKO QOPUOKEVTIKO TPoTdV HeTd amd Tnv nuepounvia Aéng mov
avaypaeetol otny etikéto puetd v voelén Exp. H nuepounvia Anéemg ovpmintet pe tnv tekevtaio
NUEPO TOV GLYKEKPUEVOL UM VOL.

Awdpketo {one PHETA TO TPMTO AVOLYLLO TNG GTOLXELMAOVS GLOKEVOGTOG: 28 NUEPEC.

12. Ewwkég mpo@urdiers amoppryng

Ta eapuaKo dev TPENEL VAL OTOPPITTOVTOL LECH TOV ADUATOV 1) TOV OIKIOK®OV OTOPANTOV.
XPpNOOTOINOTE TPOYPAULOTO ETICTPOPTC PAPUAK®OV Y10, TNV ATOPPIYN U1 XPNCOTONOEVTOV
KTNVIOTPIK®V POPUUKEVTIKOV TPOIOVI®V 1 GAL®Y DAIK®OV OV TPOEPYOVTOL OO TN P11 TOVG
GOUQ®VA, LLE TIG TOTIKEC OTOLTNGELS KAl LLE TUYOV 1oYvovTa £BVIKA cuoTaTo cVALOYNG. Ta pétpa
VTE OTOGKOTTOVY GTIV TPOGTAGI TOL TEPIPAAAOVTOC,.

Yvppovievbeite Tov KTNVIOTPO 1) TOV GOPUOKOTOLO GOG Y10 TOV TPOTO ATOPPIYNG TOV XPNCIULOTOBEVTMV
QOPUAKOV.

13. Toe&vépunon TOV KTNVIETPIKAV QUPUIKEVTIKOV TPOTOVTMV

Noa yopryeitar HOVoV e KTNVIOTPIKE GUVTAYT).

14. Ap1Opoi o105 KUKAOQPOPIOS KUl GUGKEVUGIEG
EU/2/03/041/001-005

2voKevaoies:

Xaptvo kovti oL TEPLEYEL Eva Proridto v 20 ml
Xaptvo kovti oL TEPLEYEL EVal PLoAidto v S0 ml
Xdaptivo kovti Tov TEPLEYEL Eva praridto twv 100 ml
Xdaptvo kovTi TOL TTEPLEYEL £Vl PLaAido TV 250 ml
Xdaptvo kovti oL TTEPLEYEL £Vl PLaridto Tv 500 ml

To eraiidio Twv 500 ml dev wpémet va ypnoloToteital yio xoipovg kot TpoPata.
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Mmopei va, unv KoKAo@opoHV OAEC 01 GLCKEVUGIEC.

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

{MM/EEEE}

Aentopepeic mAnpo@opiec yio To eV AOY® KTNVIATPIKO QOPLAKEVTIKO TPOiov eivar dtabéaipeg ot
Baon dedopévav g EE yio ta kmviozpikd wpoidvta (https://medicines.health.curopa.cu/veterinary).

16. Xtoyycio emkolvoviag

Kéroyoc tne ddsiag KukAo@opiac Kol GTOLYELD ETKOWMVIOS Y10 TV ova@opa THovoAoyodLLEV®Y

OVETIOVUNTOV EVEPYELDV:
Zoetis Belgium

Rue Laid Burniat 1

1348 Louvain-La-Neuve
Béiyo

Belgié/Belgique/Belgien
Tel/Tel: +32 (0) 800 99 189
pharmvig-belux@zoetis.com

Peny06smka boarapus
Temn: +359 888 51 30 30
zoetisromania@zoetis.com

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

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

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

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

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

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

France
Tél: +33 (0)800 73 00 65
contacteznous(@zoetis.com
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Lietuva
Tel: +370 610 05088
zoetis.lithuania@zoetis.com

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

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

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

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

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

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

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

Portugal
Tel: +351 21 042 72 00
zoetis.portugal(@zoetis.com
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Hrvatska
Tel: +385 1 6441 462
pv.westernbalkans@zoetis.com

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

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

Ttalia

Romania
Tel: +40785019479
zoetisromania@zoetis.com

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

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

Suomi/Finland

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

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

Kvnpog Sverige

TnA: +30 210 6791900 Tel: +46 (0) 76 760 0677
infogr(@zoetis.com adr.scandinavia(@zoetis.com

Latvija United Kingdom (Northern Ireland)

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

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

Tapaockevootc VTEVBVYOC Y10 TNV OTEAEVOEPOON TOV TOPTIO®V:
Zoetis Manufacturing & Research Spain, S.L.

Ctra. de Camprodoén, s/n®

Finca La Riba

Vall de Bianya

Gerona 17813

Iomavia

17. Alheg minpo@opisg

H tovAaBpopvkivn etvar évog n-cuvBeTikog aviyukpoPakdc mapdyovtog TS opdous Tov
HaKpoAdimv, o omtoiog Tpoépyetor amd Eva mpoidv {Opmongs. Alagépel amd TOAANL GALN PLoKPOAIO1L
070 OTL €€l HOKPAG d1bpKeLoG dpdon, 1 omoia, eV HEPEL, OQEIAETAL OTIC TPELG ApVOUASES TOV JlafETEL.
IMa tov L0y0 avuTd €Yl YopaKINPIOTEL MG ¥NIKT] VTOKOTNYOPio TV TPLOLUALSIDV.

Ta pokpoAidia eivorl avtiflotikd BaktnplooTatiking dpAons Kot oVOSTEALOLY TV AmopaitnTn
BloctvBeon TV TpOTEIVOV, AOY® TNG EMAEKTIKNG GVVOECTG TOVG LE TO PakTnplokd piocmpnoko
RNA. Apovv digyeipovtag v amdcmact tov peptidyl-tRNA oo to pipocwopo katd T ddpKeLo TG
SLdIKAGIOG TNG LETOYPOPTC.

H tovAaBpopvkivn €xet in vitro dpactikdtnTo KoTd TV Mannheimia haemolytica, Pasteurella
multocida, Histophilus somni ko1 Mycoplasma bovis ka1 Actinobacillus pleuropneumoniae,
Pasteurella multocida, Mycoplasma hyopneumoniae, Haemophilus parasuis ko Bordetella
bronchiseptica, tafoyova PaxTiplo ToL TIC TEPIGCOTEPES POPES GYETILOVTAL LIE TNV OVOTTVEVCTIKN
vOG0 TV BOOEd®OV Kot TV Yolpmv, avticToryd. AVENUEVES TILEG EAAYIOTNG OVAGTOATIKNG
ovykévipmong (MIC) éyovv Bpebei oe kdmola amopovopuéva atedéyn tov Histophilus somni kol
Actinobacillus pleuropneumoniae. Eygl anodey0el n in vitro dpactikodtnta Evavtt tov Dichelobacter
nodosus (vir), Tov Tafoyovov faxtnpiov mov oyeTileTOl TIC TEPIGGATEPES POPES LE T1 AOLLMDOT
mododeppotitidn ota TpdPata (foot rot).
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H tovAaBpopvkivn €xet emiong in vitro dpactikdtnta kot TG Moraxella bovis, Tov maBoydvov
Baxtnpiov mov 11g MEPIoGdTEPEC POPEG oyetTileTal e T Aolmdn Kepatoemmepukitidoa (IBK) twv
Boosdmv.

To Ivotitovto Khvikdv kot Epyactnprokdv [Tpotdmwv CLSI €yet opicel ta 0pto svasOnciog yio v
tovhaBpopkivn évovil twv M. haemolytica, P. multocida xon H. somni mpoélevong and 10
avamvevuoTiKo Poogddv kot P. multocida xon B. bronchiseptica mpoélevong amd T0 oVOTVEVGTIKO
yoipav, og <16 pg (uikpoypapudpto)/ml vaicOnta ko >64 ug (ukpoypaupdpio)/ml avBektikd. I'a to
A. pleuropneumoniae Tpoélevong and To AVUTVELGTIKO X0ip®V, T0 Oplo evaucOnciog opiletar ota <64
pg (uxpoypappdpie)/ml. To CLSI dnpocievce eniong 0pia voictnaciog yio trv TovAabpopvkivn pe
Baon o péBodo didyvong dickov (éyypapo CLSI VETO8, 4th ed, 2018). Agv diatiBevtor Opio KAVIKNIG
gvacOneiag ywo to H. parasuis. Ovte 1o EUCAST ovte to CLSI éyovv avamtoéel tumkég pebddoug yia
TN SOKIUN AVTIOKTNPLOKOV TOPAYOVTIOV KOTA TOV KTNVINTPIK®OV 0OV TOV Mycoplasma Kol GUVETMG
dev &yovv 1ebel kpLTplo epunveiog.

Avtoyn oto. pokpoAidto pmopel vo avamtuyOel pe petdAAaén Tmv yovidiny Tov KOJKoTolovV T0
ptpoocopiakd RNA (rRNA) 1 opiopéves pipocopiaxég tpoteives. Eniong, pe eviopatikn
tpomonoinon (uebvrioon) g B€ong mpdodeomg atny vroopdda 23S tov rRNA, 1 onoio YeviKdC
Umopel va. SNUIOVPYNOEL S10GTAVPOVUEVT] OVTOYT| LE TIG AVKOGUUIOES KO TIC GTPETTOYPUUIVEG TNG
opadog B (avroyn MLSB). Axoun, pe evlouatikn adpavomoinon 1 LEG® HoKPOALOIKNS ddyvong. H
ovtoyn MLSB umopel va etvon dopkn 1 emayopevn. H avtoyn pmopei va ivar ypopatocmpuok 1
TAOCUIOIOKT] KO UTOPEL VO LETAPEPETOL EPOGOV GUVIEETOL UE TOVG UETAPOPELG YOVISI®V,
(transposons), TAAGIO10, OAOKANp®UEVA Kol cLLEVKTIKG oTotyela. EmimAov, 1) yoviSiopaTiky
TAaoTIKOTNTO TOV Mycoplasma evicyvetol amd v oplovTio LETAPOPE LEYOA®Y XPDOUOCH KMV
Opavopdrov.

Ext6¢ amd T1¢ avTyukpoflokég 1010TnTeg TGS, 1 TOLAABPOLVKIVY KATOSEIKVDEL OVOGOTPOTOTOITIKES
KOl OVTIPAEYLOVDOELS SPACEIS O TEPOUUATIKEG HEAETEG. ZTO TOAVUOPPOTVLPTVO KOTTAPO, TV
Booedmv kot twv yoipov (PMNs, oudetepopira), 1 TOLAXOPOUVKIVITIPOAYEL TNV OMOTTOON
(TPOYPUUUOTIGUEVOG KLTTOPIKOG OdvaTOC) Kot TNV KAOUPoT TOV OIOTTOTIKOV KLTTAP®OVY atd Ta
poakpoeaya. Eniong, Heidvel Ty Topaymyr| ToV Tpo-eAEYLOVOI®OV LecoANfNT®V AgvkoTpieviov B4
Kot CXCL-8 kot TpoKaAel TNV TOPAYOYT] GVTI-QAEYUOVOIDV KOl TPOKATUCTOATIKMOV Amdimv
Mmo&ivng A4.

210 fo0g1dN, TO PUPLAKOKIVITIKO TPOPIA TNG TOLAAOpOpHVLKivNG OTOV YopNyNONKe ¢ eQamas

VI0dEP KT 060 TV 2,5 mg/kg cmpoTKoD BAPOvg, YOPUKTNPIGTNKE amd ToYEIN KOl EKTETANEV
amoppoeN oM, aKoAoVBOVUEVN 0Tt HEYOAN KaTovoun Kot Bpadeia amofoin. H péyiotn cuykévipmon
(Cmax) 070 TAdo o fTav wepimov 0,5ug (uikpoypappdpio)/ml. Avtr emtedydnke 30 mepinov Aentd
UETE TN YOp1NYNON TNG OVOTEP® dOGNG (Tmax). H ovykévrpmon g toviafpopukivig 6Toug TVEDIOVEG
NTav PeyahdTepN 0 GYECT] UE EKEIVI TOL TAAGLOTOC. YTTAPYOLV 1GYLPEG EVOEIEELG ONUAVTIKNG
GLOOCMPELONG TNG TOVAUBPOLVKIVIG GTO OVLOETEPOPIAL KOl TO KLWEAMOIKA HoKpopayd. Qo1dc0, 1
GLYKEVTP®ON) in Vivo TG TovAaBpopvkivig ota onpeio mTpocfoing tov Tvedpova dev gival YVOOTY.
Tnv enitevén tov peyictov cuyKeVIphcoeY akoiovdnce Ppadeia peimon g cuoTnUATIKNG £kBeomng

GTO QAPLOKO, e ELEavn povo nuicelog {ong (tl/z) 115 90 mpeg oo MAdoua. To T0c0aTd décuevong

LE TIG TPMOTEIVEG TOV TAAGHOTOG NTAV YOUNAO, Tepimov 40%. O dyKog Katavoung oe otabepn
katdotaon (Vss), mov kabopiotnke petd and evooeAéPia yopnynon, nrav 11 kg, H
BrodiabeaipudtnTo TG ToLAAOPOLLKIVIG LETE 0O VTTOOEPLLKT YOPYNON € Bo0oeldN NTaV TEPITOV
90%.

2TOVG 01pOVG, TO PUPLOKOKIVITIKO TPOPIA TNG TovAaBpopvKivng dTav yopnynonke wg epdmas
gvoopikn d6on Tev 2,5 mg/kg couatikod Bapovg, yapaktmpiotnke exiong amd taysio kot
EKTETAWEVT] ATOPPOPNOT), oKoAovBovpevn arnd peydin Katavoun kot fpadsio amoforn. H péyiom
GUYKEVTPOOT) (Cmax) oto mAdopo Tav wepirtov 0,6 pg (Lkpoypoppdpia)/ml. Avth emtedydnke 30

TEPITOV AEMTA LETA TN YOPNYNON TNG AVAOTEP® dOGTG (Tmax). H ovykévrpmon ¢ toviabpopvkivig

GTOVG TVEVHOVEG NTOV LEYUADTEPT OE GYEON UE EKEIVT] TOL TAACUATOC. YTTAPYOLV 1oYVPEg eVOEilelg
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ONUOVTIKNG GVOCMPELONG TG TOVAXOPOLLKIVIIC GTA OVOETEPOPIAL KO TO KOUYEMOTKA LOKPOPAYA.
Qc1000, 11 CLYKEVTPWOGOT in VIVo TNG TOLANOPOLVKIVIG oTo onpeia TPOGPOANG TOV TVELLOVO JEV Elval
yvooth. Tnv enitevén tov LeyioTov GUYKEVIPOGE®DY akoAoVONGE Bpadeio PeElDOT TG CLOTNUATIKNG

£xBeong 0T0 PAPHOKO, LE EUEOVT] XPOVO Npicelng Lo (tl/z) nepinmov 11g 91 mpeg oo mAdoua. To

TOGOG0TO OEGUEVONG UE TIG TPMOTEIVEG TOV TAAGHOTOC NTOV YOUNAO, Tepimov 40%. O dyKOg KaTavoung
o€ otabepn katdotaomn (Vss) mov kabopiotnke petd amd evooeAEPia yopnynon Nrov 13,2 I/kg. H
BrodwBeoipdnra g tovkabpopvkivig petd amd evoopvikn xoprynon ce xoipovg rav mepinov 88%.

210 TpoPaTo, TO PUPUOKOKIVITIKO TPOPIA TNG TOLAXOPOULKIVIG, YOPTYOVLEVIG EPATAE EVOOULIKA
o1 6001 TV 2,5 mg/kg copatikod Bapovs, ETEPEPE Lo LEYIOTY GUYKEVTIPMON GTO TAGGLLOL (Cmax)
™G Taéng tov 1,19 pg (uuxpoypoupdpia)/ml o mepimov 15 Aemtd (Tmax) LETA TN YOPTYNON KOt LE
xpovo nuicelag Long (tl/z) T1G 69,7 dpec. H déopevon mpwteivig tov TAdouatog tav tepimov 60-
75%. Metd amd evooeAEPia yoprynon, o 0YKog KoTavoung o€ atabepn kotdotaon (Vss) frav 31,7
1/kg. H BrodiaBeciudtnto TG TovAaBpopvKiving HETA amd EVOOUDTKN YOopTyNon ota Tpofata Ty
100%.
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®YAAO OAHTIQN XPHXHX
1. Ovopacio ToOV KTNVIITPIKOD QUPUIKEVTIKOD TPOIOVTOg

Draxxin 25 mg/ml gvécipo didAvpa.

2. 2ovleon
Kda0e ml nepiéyet:

APUGTIKO GVGTUTIKO:
Tulathromycin =~ 25 mg

"Exd0y0:
Monothioglycerol 5 mg

Aloyéc dypopo Emg EMaPP®S KITPVO EVEGILO OLAAV .

3. Eion Loov

Xoipot.

4. OepamevTiKég evosielg

IMa ) Begpaneio Kot ™ peTAPOAAEN TNE BVATVELGTIKTG VOGOL TMV YOlp®mV Tov oYeTileTal e TOl
Baxtipra Actinobacillus pleuropneumoniae, Pasteurella multocida, Mycoplasma hyopneumonia,
Haemophilus parasuis xou Bordetella bronchiseptica. H mopovcio Tng vOGou 6Ty opado TpEmEL va
dwmotwbel Tpiv TN ypnomn Tov TPoidviog. To KTNVINTPIKd QuproKeEVTIKO TPoidy B Tpémel va
YPNOUOTOLEITOL LOVO EPOCOV 01 YO1POL AVAUEVETOL VO, avamTOEOLY TN VOG0 péca o€ 2-3 MUEPEC.

5. Avtevoeigeig

Na unv ypnoonoteital o€ mepintmon vaepevoictnciog ota avTBloTikd g opuddus TV HakpoAdimy
1N og kdmoto(a) Exdoyo(a).

6. Ewdwkég mposidomonjoelg

Ewdwéc mpoetdomomoelg yio ka0e gidog (dov:

"Eyetl amoderyfel dtaotavpodpevn avOekTikoOtnTo HETAED TG TOLAXOPOUVKIVIG Kot GAAWDV LokpOoAdimV
oto(a) maboyovo(a) idog(n) otdyo(ovg). H xpniomn Tov KTNvIaTptkov QopOKELTIKOV TPoidvTtog Bal
TpEMEL va. E€TALETOL TPOGEKTIKA OTOV 01 OOKLUEG evocOnaciog Exovv dgilel avtoyn otnv
TovAaBpopokivn, ETEON 1 UTOTEAECUATIKOTNTA TNG Uropel vo petmbet.

Na pn yopnyeitot Tavtdypova e avTIKpoPlakd mov £xovv Tapdpolo Tpdmo dpdong, 6mwg ival Ta
HaKPOALOL0 1] O1 AIVKOGOUIdEC.

ISwaitepec TPOLAGEELC Y0 TNV AoQOAN ypron oTa gidn (dwv:

H ypniion tov tpoidvrog Ba tpénet va Pacileton o€ doKIUES TOLTOMOINONG Kot EvonsOnoiag Tou(Ttwv)
maBoyovou(-mv)-otdyov(-wv). Av avtd dev gival duvatd, 1 Bepaneia Oa mtpénel va Paciletal o
EMONUOAOYIKEG TANPOPOPIES KOl 6T YVOGTH vaictncia Tov taboydovav-o1oywy o eninedo
EKTPOPEIOV N OE TOTIKO/TEPLPEPELNKD EMITEDO.

H ypiion tov mpoidvtog mpémet va eival GOUQ®YT LE TIC ETioNUES EOVIKEG Kol TOTIKES OVTIUIKPOPLOKEG
TOAITIKEG,
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"Eva avtiflotikd emAoyng e younAotepo Kivouvo pkpoPioxng avBektikdtntog (xaunidtepn katnyopio
AMEG) 0o mpémel va ypnoomoleitan yio. Oepomeio Tpd®TNG YPARUNG, 0oV 11 doKiun gvaicinciog
VTOONA®VEL TNV TOAVY ATOTELEGUATIKOTNTO ALTNG TG TPOGEYYIONG.

Edv mapovciactel avtidpacr vrepevorcnociog, n KatdAAnAn Bepaneia mpémel va yoprysitan ympig
KaBvotépmon.

Iowitepec TpoLAGEELC TOL TTPEmeL va AauBdvovTal amd To GTOUO TOL YOPNYEL TO KTNVINTPIKO
QOPUOKEVTIKO TPOidV og (ha:

H tovAaBpopvkivn epebilet ta patia. Edv xatd AdBog £pbet o emapn pe ta patia, EeMvete aUESmG
T paTIo pe kabapo vepo.

H tovAaBpopvkivn propet va mpokarécel epebiopud otav Epbel oe emapn e TO OEPUA [LE OTOTEAEGLOL
.Y EpBpOTNTA TOL déppaToc (epvbnua) 1/kat deppatitida. Edv kotd Aabog épbet og emapn Le 10
dépo, TAOVETE OUECMG TO OEPUN LLE GATOVVL KOl VEPO.

[TAbvete ta xépra petd tn ypfon.

Y& mepinTtomn mov Kot AA00g KAVETE AVTOEVEST), VO, avalnTHoETE OUECMS 1aTPIKT fondeia kot va
emOEIEETE OTOV 10TPO TO ECHOKAEITTO PVAAO OOMYLDV YPNOEWMG 1] TNV ETIKETO TOV PUPLOKEVTIKOV
TPOIOVTOC.

Metd amod toyoia £kBeon, edv vdpyel vroyia avtidpaong vrepevactnaciog (n omoia avayvepileton
Y. OO PAyovPa, SOLCKOAD GTNV AVATVOT, KVIO®GT), 010N 6T0 TPOS®TO, vavTia, £UeTo) Oa Tpémet
va yopnyeitar  KoTaAANAN Oepaneia. Avalnmote apéong wtptkn cupPovin Kot exideifete otov
10TPO TO EGMKAEITTO PUALO 0INYIDV XPNOEMG 1 TNV ETIKETA.

Eyxvuocsvvn kot yorovyio:

H aoc@dieia Tov KTNVIOTPkoD QopUaKeLTIKOD TPoidvTog dev £xel amoderydel Katd T dlapKeEL TNG
KOnong 1N g yoarovyiag. To Tpoidv va yopnyeitar HOVOV cOUP®VA LE TNV EKTIUNGN 0PEAOVG-KIVODVOL
amo Tov VIELHLVO KTNVINTPO. ATO TIG EPYACTNPLOKES HEAETEG OE EMIUVES Kol KOVVEALL OEV
domotddnKay evoeilelg tepatoyéveons, EUPpLoToEikdTNTOC 1 TOEIKOTNTOG GTO £YKLO (MO.

AMNAETIOPaOoT) UE GALD QOPUOKEVTIKO TPOTOVTO. KOl GAAEC LOPQEC OAANAETIOPOONC:
Agv glval yvootn Kapia.

Ynepdocoroyia:

21006 veapovg yoipovg Bapovg epimov 10 kg otovg onoiovg yopnyndnie d6on Tpeig N TEVTE POPEG
HEYOADTEPN TNG BEPATEVTIKNG, TAPATPNONKOV TOPOSIKE GUUTTMWATO TOL 0ToddONKaY GE EVOYANOoN
070 onueio g éveong kat mepleAdpfovay vrepPoiikd ypoAicua kot avnovyia. Eniong yolotta
uropel va mapatnpnbei, otav ypnoponoteitar oav onueio g Eveong 1o omichio PEPog Tov Tod10V.

Kopiec acvpPatdmrec:
AOy® EAAEYNG HELET®V OCLUPATOTNTOC, TO TAPOV KTNVIOTPIKO PAPUOKEVLTIKO TPOiOV OgV TPEMEL VoL
OVOUELYVOETOL [LE GAAD KTVIOTPIKA QOPLUAKEVTIKE TPOIOVTAL.

7. AvemOdpunta cvppavra

Xoipou

[ToAb cuyva
(>1 Lo / 10 vrd Bepoaneio (oa):

Oidnpa oto onueio g éveong!

Avtidpaon oto onpeio g éveong'?, Tvmon oto onueio g éveong!, Awwoppayio 6to onueio g éveonc!,
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! Mropei va empeiver yia mepimov 30 nuépeg petd v éveon.
2 Avastpéyipec odlayéc cupeopnong/vmepotpiog

H avagopd avemBountov coppdviov eivar onpavtikn. Exitpénet tn cuveyn mopokoiovdnon g
aoc@dAelag evog mpoidvtoc. Edv mapatnpnioete omoladmote avemBOunt evEPYELD, KOO Kol oV OgV
OVOQEPETOL OTO EGOKAEITTO GUAAO 0INYIDV YPNOTG 1 AUPPAALETE Y10 TNV OMOTEAEGLATIKOTITO TOV
QopUaKov, TapoKaAeichs Vo ETIKOIVOVIGETE, KATAPYAGS, LE TOV KTviaTpd coc. Mmopeite eniong va
avaQEPETE OTTOLOONTOTE AVETLOOUNTO GLUBAVTA GTOV KATOYXO TNG GOEWG KUKAOPOPING
YPTOULOTOIDOVTOS TO GTOLYELN EMKOVMVING 6TO TELOG AVTOD TOL PVAAOD 0dNYIOV XPNOTG, | LEG® TOV
€BviKod 60¢ cLGTHATOC avaPOoPdG: {oTotyeia eBvViKob GLOTAATOS AVAPOPUS}

8. Aocoloyia Yo ka0 €100, TPOTOS KU1 0001 YOP1YNONG

Mia gpdmag evdouvikn éveon 2,5 mg tovhabpopvkivne/kg copatikod Bapovg (toodvvapel pe 1 ml
TOV KTNVIOTPIKOD QUPUAKEVTIKOD Tpoidvtod/10 kg copotikod Bapovg) otov Tpdynio.

INa ) Ogpaneia yoipaov e copotikd Bapog pueyardtepo amod 40 kg, ywpiote T 6061 MGTE TO EVEGLUO
dtadlvpa vo unv vrepPaivel to 4 ml o€ k4O TAELPA.

9. Odonyieg Yo T 6T Lopiynon

I"o omoladnmote VOGO TNG AVATVELGTIKNG 000V, GuviaTtdtal 1 Bepaneio Tov {DOV 6TO TPOTU GTAdIN
EUEAVIONG TNG VOOV Ko EKTIUNGCT TNG avTamOKpLong ot Bepaneia evidg 48 mpdv puetd tnv veon.
Edv 1o khvikd onpeia g avamveusTikng vOcoou emueivouy 1 avénbodv 1 €dv mopovctaocTtel
VIOTPOT, 1 Bepaneio Oa wpEnetl va ahAGEEL, e TN (PNoT GAAOD aVTIPLOTIKOV, KOl VO, GUVEYLOTEL UEYPL
To KAVIKG onpeio va amodpdpovy.

INa ) dwwoediion g opbng docoroyiag, To copTIKO BApog Tpénet va tpocdiopiletar e 660 TO
duvatov peyarvtepn akpifeta. o ToAAATAEC MWELG POPIAKOL 0O TO PLOAIdI0, GLUVIGTATOL 1] XPTOT
BelOvNG avappoenomng 1 GUPLYYOS TOALUTAGY dOGEMV, UE GKOTO TNV ATOPUYN VIEPPOAKNG
SLITPNONG TOV EANGTIKOD TOUATOGC.

10. Xpdvor avapoviig

Kpéag kot edmdipot 1otoi: 13 nuépec.

11. EIAIKEX YXYNOHKEX AIATHPHXHX

Na euAdooetor o 0éom, TV onoia dev PAETOLY KoL dev Tpoceyyilovv Ta Tad1d.

Agv vapyovV e101KEC 00N YiEC S1aTHPNONS Y10 OVTO TO KINVIATPIKO POPLOKEVTIKO TPOTOV.

Na pn ypnoiponoteital avutd To0 KTNVINTPIKO QOPUOKEVTIKO TPOidV PeTd amd TNV nuepounvia Aéng mov
oavoypdeetor oty eTkéTa petd v £voelEn Exp. H nuepounvia Anéewe cvumintel pe v tedevtaio

NUEPO TOV GLYKEKPIUEVOL UV

Avgpxera {ong LeTd To TPOTO AVOLyUa TNG GTOXEIDMO0VS cuoKELOTTNG: 28 MUEPEC.

12. Ewwkég mpo@uracers amoppryng

Ta pappoko dev TPEMEL VOL ATOPPITTOVTOL HECH TOV AVUATMV 1 TOV OIKIOKOV OTOPANTOV.
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XpNOOTOINOTE TPOYPAULOTO ETICTPOPNC PAPUAK®OV Y10, TNV ATOPPIYN U1 XPNCLOTONOEVTOV
KTNVIOTPIK®V QOPLOKEVTIKOV TPOIOVTOV 1| GAADV DAIKOV TOV TPOEPYOVTAL OO T1 XPNON TOVG

GUUPOVE, LLE TIG TOTTIKEG OOITNOELG KOt e TUYOV 1oybovTa eBvikd cvotiuate cuAloyne. Ta pétpa

OUTE OTOGKOTOVY GTIV TPOGTAGIO TOL TEPPAAAOVTOC,.

2opPovievbeite Tov KTNVIOTPO 1) TOV POPLOKOTOLO GOG Y10 TOV TPOTO OTOPPLYNG TOV YPTNOUOTONOEVTOV
QOPUAKOV.

13. Ta&vépnon TOV KTNVITPIKOV QUPRIKEVTIKOV TPOIOVTMV

Na yoprnyeital LOvov e KTNVIOTPIKT GUVTAYY.

14. ApOpoi doc1og KOKLOQOPIOG KOl GVGKEVHGIEG
EU/2/03/041/006-008

2VoKeLOoiES:

Xdaptivo kovti Tov TTEPLEKEL £va PLadidto Tv S0 ml
Xdaptivo kovti Tov TEPLEYEL Eva Pradidto tv 100 ml

Xdaptvo kovTi TOL TTEPLEYEL £Vl PLaAido TV 250 ml

Mmnopei va, unv KuKAOPOPOUV OLEG 0L GLOKEVAGIES.

15. Hpepopnvia teievtaiog avade®pnong Tov QUALOV 03NYIAOV YP1ONG
{MM/EEEE}

Aentopepeic TANPoQopieg Yo TO &V AOY® KTNVIATPIKO QOPLOKEVTIKO TPoidv eivar dtaféciues ot
Baon dedopévav g EE yia ta ktmviatpikd mpoiovta (https://medicines.health.europa.eu/veterinary).

16. Xtoyycio emkolvoviag

Kdtoyoc e 4de10g KUKAOPOPING Kol OTOLYEL0 ETIKOVAOVIOG Y10, TNV avapopd mifavoloyoduevoy
OVETOOUNTOV EVEPYELDV:

Zoetis Belgium

Rue Laid Burniat 1

1348 Louvain-La-Neuve

Béiyo
Belgié/Belgique/Belgien Lietuva
Tél/Tel: +32 (0) 800 99 189 Tel: +370 610 05088
pharmvig-belux(@zoetis.com zoetis.lithuania@zoetis.com
Peny6auka bbarapus Luxembourg/Luxemburg
Tem: +359 888 51 30 30 Tél/Tel: +32 (2) 746 80 11
zoetisromania@zoetis.com pharmvig-belux(@zoetis.com
Ceska republika Magyarorszag
Tel: +420 257 101 111 Tel.: +36 1 224 5200

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

Romaénia
Tel: +40785019479
zoetisromania@zoetis.com

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

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

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

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

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

Tapaockevootg VTEVBVYOC Y10 TV OTEAEVOEPOON TOV TOPTIOMV:
Zoetis Manufacturing & Research Spain, S.L.

Ctra. de Camprodoén, s/n®

Finca La Riba

Vall de Bianya

Gerona 17813

Iomavio
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17. Alheg minpo@opisg

H tovAaBpopvkivy etvar évog n-cuvBeTikog avTyukpoPakdc mapdyovtog TnG opdous Tov
HaKpoAdimv, 0 omoiog Tpoépyetor amd Eva mpoidv {Opmongs. Alagépel amd TOAANL GALN LOKPOAIOLL
070 OTL €€l HOKPAG ddpKeLoG dpdon, 1 omoia, eV UEPEL, OQEIAETAL OTIC TPELG APVOUASES TOV JlafETEL.
IMa tov A0Y0 avTd £xel YOpaKTNPIOTEL MG YN UK VTOKOTN YOIt TV TPLOLUALSIOV.

Ta pokpoAidia givorl avtiflotikd BaktnplooTatiking dpaons Kot oVOGTEALOLY TNV amopaitnTn
BloctvBeon TV TPpOTEIVOV, AOY® TNG EMAEKTIKNG GVVOECTG TOVG UE TO PaKTNplokd piocmpnoko
RNA. Apovv dieyeipovtog tv amdcmact tov peptidyl-tRNA oo to pifocopo katd T didpKeLo TG
SL0d1KAGT0G TG LETAYPOPTS.

H tovAaBpopvkivn €xet in vitro dpactikdOTNTO KOTA TV Actinobacillus pleuropneumoniae,
Pasteurella multocida, Mycoplasma hyopneumoniae, Haemophilus parasuis xon Bordetella
bronchiseptica, maB8oyova Paktiplo TOL TOAD GLYVE GYETILOVTAL LLE TV OVOTVELGTIKT VOGO TV
yoipwv. AvEnuéveg Tipég eEldylotnc avactoATikng cvykévipoong (MIC) éxovv Ppebel o kamoa
UTOUOVMUEVO GTEAEYN TOV Actinobacillus pleuropneumoniae.

To Ivotitovto Kivikav kon Epyactproxav Ipotdnmv CLSI €xet opioet ta dpra evansOnciog yuo tnv
TovAadpopkivn évavtt tov P. multocida xou B. bronchiseptica mpoéhevong amd T0 OVATVEVGTIKO
yoipwv g <16 pg (ukpoypapupdpia)/ml svaicOnta Kor >64 pg (uikpoypappdpio)/ml avfektikd. o to
A. pleuropneumoniae TpoéAevoNG amd TO OVATVEVGTIKO Y0ipmV, TO 0p1o evarcOnaiog opiletan ota <64
ug (ukpoypappdpia)/ml. To CLSI dnuocicvce eniong 0pta. evoicneiog yio Ty TovAadpopvkivn pe
Baomn o pébodo didyvong dickov (éyypago CLSI VETO8, 4th ed, 2018). Aev diatifevtor dpio. kKAVIKIG
evacOnoiag ywo to H. parasuis. Ovte 1o EUCAST ovte to CLSI érovv avantugel tomkég pefddoug yia
TN SOKIUN VTIPOKTNPLOKOV TOPAYOVTIOV KOTE TOV KTNVINTPIK®V E0MV Tov Mycoplasma Kol GUVETMOG
dev &yovv Tebel kpLTnplo epunveiog.

Avtoyn ota pokpoAidwo pmopel va avamtuyfel pe petdAAaln Tov yovidinv Tov KodtKonolovv 1o
pipocopakd RNA (rRNA) 1 opiopéveg piocopokéc npoteivec. Emiong, pe eviopotikn
tpomonoinon (uebvrimon) tng B€omng mpdodeomg atny vroopdda 23S tov rRNA, 1 onoia yevikdg
umopel va SNUIoVPYNoEL S10GTAVPOVUEVT] OVTOYT| LE TIG AVKOGOUIOEG KO TIC GTPETTOYPUUIVEG TNG
opadog B (avroyn MLSB). Axoun, pe evlouatikn adpavomoinon 1 LEG® HoKPOALOIKNS ddyvong. H

oavtoyn MLSg pmopet va etvar dopukn 1 emayopevn. H avtoyn pmopel va givot xpoUotocopoK 1q
TAOCUIOIOKT] KO UTOPEL VO LETAPEPETOL EPOCOV GUVOEETAL LE TOVG PETAPOPELS YOVIdiV
(transposons), TAAGHId10, OAOKANp®UEVA Kol GVLELKTIKA oTotyeio. EmmAéov, n yovidiopatikn
TAaGTIKOTNTO TOV Mycoplasma evicyvetol amd v opllovTio LETAPOPE LEYOA®Y XPDOUOCHLIKMDY
Opavopdrov.

Extdoc amd Tig avtipkpoPlokég 101dtTég TG, 1 TOVACOPOULKIVY KATAOEIKVOEL 0VOGOTPOTOTOUTIKEC
KOl OVTIPAEYLOVDOEIC OPAGEIC GE TEPUUATIKEG LEAETEC. TTU TOAVUOPPOTLPTVA KOTTOPO TV YOIp®V
(PMNss, ovdetepdpiia), 1 ToLAaBpopLKiVI TPOAYEL TNV ATOTTOGT| (TPOYPUUUOTIGUEVOS KUTTAPLKOG
0avatoc) kol TNy KaBupon TOV OTOTTOTIKOV KLTTAP®V 0o o, pokpoedya Eniong, ueidver my
TOPAYOYN TOV TPO-QEAEYLOVOIDV pecsorafntav Asvkotpieviov B4 kot CXCL-8 kat wpokaiel v
TOPUYDYT OAVTI-PAEYLOVOIDV Kol TPOKOTACTIATIKOV Amidiov Mmo&ivng A4.

2T0V¢ 01pOVE, TO PAPUOKOKIVITIKO TPOPiA TG TovAadpopvkivng dtav yopnynonke og epdma
gvdopvikn d6on tov 2,5 mg/kg copatikov Bépovg, yapaxtmpiotke eniong omd tayelo Kot
EKTETOUEVT amoppden o, axorovBodpevn and peydin Katavoun kot Bpadeio arofoin. H péyiom
GLYKEVTPOOT) (Cmax) oto mAdopo Tav wepirtov 0,6 pg (kpoypoppdpia)/ml. Avti emtedydnke 30

TEPUTOV AEMTA LETA TN YOPNYNON TNG AVAOTEP® dOGTG (Tmax). H ovykévrpmon ¢ toviabpopvkivig

GTOVG TVEVHOVEG NNTOV LEYAAVTEPT GE GYECT LLE EKEIVI TOL TAAGUOTOC. Y TAPYOLV 1GYLPES EVOEIEELS
GNUOVTIKNG GUGGMPEVCTC TNG TOVANDPOLLKIVIG GTO OVLIETEPOPIAL, KOl TO, KOYWEAMSIKE LOKPOPAyQ.
Qo61660, 1 GLYKEVIPW®OT in Vivo TNG TOVAAOPOULKIVIG 6Ta oNUEIN TPOGBOATG TOL TVEDHOVE, OEV Elval
yvootr. Tnv enitevén Tov peyioTOv cLYKEVIPOGE®Y akoAovOnce Ppadeia LEIWON TG GLGTNIATIKNG
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£xBeong 0T0 PAPHOKO, LE EUEAVT] XPOVO MpicElng Lo (tl/z) nepinmov 11g 91 mpeg oo mAdoua. To

TOGOG0TO OEGUEVONG UE TIG TPMOTEIVEG TOV TAAGHOTOC NTOV YOUNAO, Tepimov 40%. O dyKOg KATavoung
o€ otabepn katdotaomn (Vss) mov kabopiotnke petd amd evooeAéPia yopnynon Nrov 13,2 1/kg. H
BrodwBeoipdnra g tovkabpopvkivig petd amd evoopviky xoprynon ce xoipovg rav mepinov 88%.
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