1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY IIPOIONTOX

DRAXXIN 25 mg/ml gvéoypo SidAvpa yio foogtdn kat yoipovg

2. MOIOTIKH KAI ITOXOTIKH XYYN®EXH
ApuoTiké cVETOTIKG

Tulathromycin 25 mg/ml

"Exdoyo(a):

Monothioglycerol 5 mg/ml

BA. tov mAApn koTdAoyo ek80y®V 6T0 KEQAANO 6.1

3. ®APMAKOTEXNIKH MOP®H
Evéotpo sidhopa

Axpopo davyég o vrokiTpivo Stdivpa

4. KAINIKA ETOIXEIA

4.1 Eidny {ownv

xoipot

42 OspomevTikég evoeitearg poodropiloviag Ta £ion {d oV

T n Oepameio kot TV TPOANYY THG OVOTVEDGTIKAG vOGoL TV Yoipav ( SRD) mov oyetileton pe ta
BoxtApua Actinobacillus pleuropneumoniae, Pasteurella multocida, Mycoplasma hyopneumonia xou
Haemophilus parasuis evoicdnta ot tulathromycin, H ropovcsia tng vocov ot povada, Oa mpénet
v, Swmotdveton Ipty Ty npoAnmiikh ayeyl. To DRAXXIN 8a npéret va gpnotponoeiton pdvo
e@doov avaévetal vo avartvydel n voécog péca oe 2-3 Nuépes.

4.3 Avrevoceiteg

No pnv ypnoipwonomdei o mepintmon vaepevarsdnoiog tov {dov, yio To omola mpoopiletal, ota
avtBloTid g opadag TV LoKpoiidicv,

No pnv xopnyeitar tavtdypove. pe dAla pokporidio 1 Atvkolapideg (BA. Tlapdypupo 4.8).

4.4 Ewdikég mposidomouostg Yio kKOs gidog {dov

Kapia

4.5 Idwirepeg Tpo@uAGEELS KaTA TN Eprion

ISwaitepsc mpoeuidéstc xatd 11 yphon os {ha

H ypriom tov mpoidvrog mpéner vo. Paciletar og doxioocio evatonoiag ot ver Aappdvovial vadym
OAeg o1 emlon e Katd TOTOVG ovTitKpoplakég odnyiec.



Ipéner va. AapPdvovtar vroyr emnionpeg, ebvikés ko Tomikée molTicég aviucpofuaxdy katd
¥pToN Tov v AdY® TTPoidvToc.

ISwiitepec mpoevAtEelc mov mpénel va Aoupdvovtor omd 1o GTtouo mov yopnyel 1o @apuoxsutikd

npoidv oe Lho

H tulathromycin epebilet to pétwo. Edv xatd Addog £pBel oe enagr pe to pdtio, Eemhovete apéowg
0 pdTe. pe Gpbovo kabopd vepo.

H tulathromycin mBavov vo. mpokaiéoel epebiopd dtav £pdst og smagn pe to dépua. Edv katd Adog
£pBet o€ emap1} L TO OEpLLOL, TADVETE QULEGMG TO SEPLLOL UE GAITOVVL Kat VEPOD.

ITAdvete o xépla petd omé kdbe gpromn.

Xg nepintoon wov katd A&Bog kavete avtoéveon, va evalntioets auéoms wTpikh Pfoffeto kot va
emdeiete oTOV 101TPO T0 EGAKAELGTO YVAAO 0dNYLDVY YPHoEDS 1| TV ETIKETH TOV QAPHAKEVTIKOD
TPOIGVTOC.

4.6 Avem@ipnteg svépyeleg (ouyvoTiTe Kon copopdTTa)

[MaBopopgoroyikés avidpdoels (COUTEPIAUUPUVOUEVIC TG AVACTPEWILING KUKAOQOPLUKTG
cuupdprong, oldnpatog, tvaong kol opoppayiac) oto onueio g yyvongeivor mapodosg Yo
nepimov 30 nuépeg uetd TV Eveon kot oto, 0o 1on.

4.7 Xpion katd Ty Kimon, T yerovyia 1 TV @oToKiw

And TG epyaotnplakég LeAETEG G€ apovpaions Kot kovveEMa dev dlamoThOnkay vdgitelg
tepatoyéveon|s, epppuotobikdntog 1 Toéikdmog ot untépa. H ac@dieia 100 KTnvietpikod
QUPUOKEDTIKOD TPOTdvTOcKaTA TN dtdpreta kinong 1 yokovyiog Sev £xet emPePonmOet.
XpNo1poTotoTe 10 HOVO SVUPOVE. LE YvAuova Ty ektiunon aeélelos/kvdivou tov vredbuvou
KTNviaTpou

4.8 Alinlemdpdosaig pe GALO QUPUIKEVTIKA TTPOIOVTA Kot GALES POPPES TAANAETIDpA G

Awctavpodpevy avtoyn nopotnpeitol pe GAA pokpoiidia. Na pn yopnyeitol tovtdypove e GAla
avtyikpoPekd o Exouv Topopoto Tpono dphong, drmg eivat to, paicporidia i ot Atvkolapidec.

4.9 Aocoloyio kor TPOTOS LOPYNONS

Mia pévo evdopwixn veon tov 2,5mg tulathromycin/kg Bapovg ohpatog (toodvvapet pe 1 ml/10 kg
2B) 670 Aopd.

I Bepaneio yolpov dvo Tev 40 kg Bapovc chpatog, yapiots  ddon dote To evéoipo Sidivpa
vo. unv vrepBaivel ta 4 ml ot 1@be Thsvpd.

Yoviotdton m Ogpaneic tv [Oov oto npdte otdduir suedviong g vOoov Kol exTipunom g
avtamdkpiong ot Bepaneio evidg 48 wpdv petd v éveon. Eav 1o KMvikd cuopmtdUoto Tng
OVOTIVELGTIKTG VOGOD emuévouy 1 avédvovior, N edv vrdpyst vmotponh, 1 Ospamsion mpémer va
arlGEet, va ypnotonomBel dAlo avrPlotikd Kot vo cuveytotel uéypt to Khvikd onpeio anodpauovyv.

INa n e€aopdiron e cwotig docohoying, To cwpatikd Bapog bu mpénet vo, vrodoyileTal 660 To
duvatov axpipiotepa, pe oxomd v’ amoeevyBel ) xopfiynon wikpdtepng déong. o moAAOTAEG Ayrelg
pappdkov amd to PraAidio, cuviotdon 1 xprion Perdvig avappdenong 1 60pLyyos TOAAUTAGY
d6oemv, e oKOTO TNV AIoPLY VILEPPOALKAS S1ATPTIONG TOL EAUOTIKOD TOUNTOS,



4.10 Ynepdocolroyio (CUUTTORUTY, RETPO OVTIUETATLONGS, OVTIOOTA), EGV sivan anapaityTa

Zrovg pixpovg yolpovg Pdpovg mepimov 10 kg, 6tav tovg yopnyndet 3 N| 4 @opéc peyaddtepn
BepamevTikn d6om &xet mopotnpnOel oto onueio g Eveong svdyinon, Kot avnovyic.

Enfong yordmnta pmopel vo mopatnpnBei, 6tav ypnoiponoteitol ocov anueio g £yyoong to onicbo
HéPOG oV TOd10D.

4.11 Xpévog(or) avapoviig

Kpéoag xan edddipon iotol: 13 nuépseg

5. PAPMAKOAOTI'IKEX JAIOTHTEZX

Dappaxobepansvtuch) opddo: aviiPloTikd yio svoTnuaTict Xp1oT, pakporisia.
Kwdwkdg ATCvet: QJOLIF A 94

51 D@oppoxodvvapmksg 1H16TTEG

H tulathromycin elvor évog mui-ovvBetikdg  aviylikpoflokds mopdyoviag Tng opddag Tav
uokpoAdiov, o omoiog Tpoépystar omd éve tpoldv (Opmong Awneépst and ToAAE dAla pakpoAidio
070 011 £ye1 pokpd Sudprela dpdong, 1 onola, ev pépet, opeihetar oT1g TPElG aLyopddes mov Sabétet
Mo to Adyo ootd Exet yopaitnpiotel o ynikn vrokatnyopia tov Tpoiidiov.

Ta poxpoiidia £xovv Baxtnplostoaziki Spdomn, avastédloviag TV apoieivoodvieon tov wkpofiov,
AOY® TG emAekTIKAG oUvdeong Toug oto Poakinplokd plocouaxd RNA. Apovv dieyeipovioag v
andomact tov peptidyl-tRNA omd to pifécopia Katd ™ Sipkelo g diodikaciag g HeTaypaeng.

H Tulathromycin éyet in vitro &poctikétnta kotd tov Mannheimia haemolytica, Pateurella
multocida, Histophilus somni o Mycoplasma bovis wxoi Actinobacillus  pleuropneumoniae,
Pasteurella multocida, Mycoplasma hyopneumoniae xoi Haemophilus parasuis mofoyovo. PBouctipioe
OV TIG TEPLOCOTEPES POPEG GYETILOVIOL e TNV OVOTVELOTIKY VOGO T®V Poosiddy kol Tav Yolpav,
avtiotoya. AvENUEVEG TWEG eAdIOTNG avaoTaAtikig ovykévipmong (MIC) éxovv Bpedel og kamoteg
gvtoriogig tov Histophilus somni xou Actinobacillus pleuropneumoniae.

H Tulathromycin €ygt enfong in vitro dpactkdtnta kotd g Moraxella bovis, To mafoydvo Paxtipio
OV TIG 1EPLocOTEPES Popég oyetileTon pe T Aolpddn kepatoemmeukinda ( IBK ) tav foosiddyv.

Avtoyn ota poaxpoAidu pmopei va avartuydel pe petdAroln tov yovidiov nov keduoroovy To
piocauioxd RNA (rRNA) 1 opiopéveg prposopiakés npateives. Eniong, pe eviouoticn
tpomonoinon (LeBviimon) g 8Eong npdodeong oty vrooudda 23S tov rRNA, 1 omola yevikdg
uropEi v, S1IoVupyNosl S10.eTEDPOVLEVT ovToy Ke Tig Avkolapides Kol TIG GTPERTOYPARUIVEG TNG
opuadag B (avtoyn MLSB). Axdun, pe evlopatuc adpavonoinon i péom paxpoidunic ddyvong. H
Swotepodpevn aviiotoon og poxporidia, Atvicolopideg kol oTpenToypappives g opddac B propel
va glvar o) 1y exaydpevr. H av@hoyn avamtoln ovroyg propel va eivol ypopotoc@piokn 1
TANCHBL0C Kot UOpEl Vo, LETOPEPETUL EPOCOV TUVIEETHL PE TOVG LeTaPOpElS yovidiov
(transposons) 1 Ta TAacpidie.

52 @oppoxoxivnTiKd ctoyeia
tovg yolpovg, to QappoakokviTikd mpogid g tulathromycin dtav yopnynnke g povApnc

evdopvikn d6on tov 2.5 mg/kg Bdpovg odpatog, yoepaxtnpiotke eniong and Tayeio kol gcteTapévn
amoppoen o, akolovBoduevn and peydin kotavoun kot Bpadeio amofodr.
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H péyiot ovykévipmon (Cmax) o10 mhdopa Nrav mepinov 0.6pug/mL. Avthy emzedydnke 30 mepimov
AemTd peTd TN YopNYNoN S avatépm dOorg (Tmax). H ovykévipaoon g tulathromycin czovg
TVELHOVEG Tta peyardTepn o oyfon Ue exsiv Tov TAdoUaToC,

Yndpyovov woyvpés evdeifelg onpaviikng cuoompevong g tulathromycin oo ovdstepdpiin Kol oto,
KoyeMOIKd poxpodya. Qotdc0, 1 cvykEvipmon in vivo g tulathromycin ota onpeio tpocfoing
ToL mvedova dev gival yvaotn. Tnv eritevén tov peyiotov cuykeviphoemv axolodinos Ppodeio
reioon g ocvotnpatikng éxdeong oto edppako, pe epeavi numepiodo arofoiig (tm) fom pe 91
hpeg oo mAdope. To nocootd déauevorg e Tig TpeTeives Tov TAdoIHTOg HToY YounAf, nepimon
40%.0 dykog xatovoung o otabepn xordotaot (Vss), petd amd evbopréPia yophiiynon, frav 13.2
L/kg. H produwbecipdnrae g tulathromycin petd omd evbopnikh yopiynon oe yoipoug frov nepinov
88%.

6. DPAPMAKEYTIKA ETOIXEIA
6.1 Kaoardroyog ekdoymv
Monothioglycerol

Propylene glycol

Citric acid

Hydrochloric acid

Sodium hydroxide

Water for injections

6.2 Aocvupatétnreg

Abym EAAEWYMG UEAETOV OGVUPATOTNTOC, TO TOPOV KINVINTPIKS QUPLKEVTIKG TPOIOV BEV TTPEMEL VO,
OVOUELYVOETOL e BAAQ IKTNVIOTPIKE QAPUAKEVTIKG, TPOTdVTQ.

6.3 Awpxew Lonig

Avbprceio, Lo TOV KINVIATPIKOD QAPUAKEVTIKOD TPOIOVIOC COMPOVY HE T1 CUCKEVACTO
TOIONG:3 étny

Adpreto Cofg petd to TpOTO Avoryua Tov meplEkTh: 28 Nuépsg

6.4 Idwitepeg mpoQUAGEELS KUTA TN GOAAEN TOV TPOIOVTOG

To mapdv kTnviaTpiicd Qapuokeutikd Tpotdv dev amortel Wiaitepeg ouvlfikeg GOUARENS.

6.5 ®von KoL cUVOEST TG CTOLYELDEOVG GLOKEVUGIOG

Kbplog mepiéxing: DuwAidlo omd yvodl Tomov I, pe mhpo and yAwpoPovtiiio
EMIKAADUPEVO UE  (@Boplomolvpepss kol ooQdAeln Tdpotog &
aAovViov.

AguTepedoV TEPIEKTNG: Xéptvo kovti mov mepiéyst Eva grodidio.

Zvokevocieg graadiov: 50 ml, 100 ml, kot 250 ml .
Mmopei var punv kuikhopopovv GAeS 0l GUOKELHGTEG,

6.6 E1d1kéc mpo@uAaters amdpprynlg eveg PpNSIHOTON0EVTOS KTHVIOTPLKOD QUPRIKEVTIKOD
7POiovTOg 1| GALMY VMKAVY TTov TPospyovTal amd T1) LP1io1) ToV TPOIGVTOG, OV VIAPYLOVY

Kéabe un ypropomonfey kTnviatpikd QapUakevTikd Tpoidy 1 pn xproonom8Evto VIoAEIUATE TOV
TPENEL VOL ATOPPINTOVIOL GOUQOVE [LE TIG 1oYV0VOES EBVIKES AMOLTIOELS,

1"



7. KATOXOZX AAEIAY. KYKAO®OPIAL
Zoetis Belgium SA

Rue Laid Burniat 1

1348 Louvain-la-Neuve

BEATTO

8. APIOMOX(OI) AAEIAY KYKAO®OPIAX
EU/2/03/041/006 (50 ml)

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

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

9. HMEPOMHNIA IPOQTHY ETKPITHXZ/ANANEQXHY THX AAEIAX
Huepopnvia 1™ &yxprong: 11/11/2003

Hupepounvia tehevtaiog avavémaong: 19/09/2008

10. HMEPOMHNIA ANAGEQPHXZHY. TOY KEIMENOY

Aentopepeic mAnpogopieg Yo t0 ev AdYO KTNVIHTPIKS UppakenTiké tpoidy dlutifsvtol otov
dctvaxd 610 Tov Evponaikod Opyaviopod @opudkoy hitp://www.ema.europa.eu/

ATIATOPEYZIH IIQAHXHYE, AIAOEXHYE KAI/H XPHXHX

Agv 1oy081
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