ITAPAPTHMA 1

HEPIAHYH TON XAPAKTHPIZTIKQN TOY ITIPOIONTOX



1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Tulissin 100 mg/ml gvéoypo dtdAvpa yio fooedn, yoipovg kat TpdPata

2. IMOIOTIKH KAI ITIOXOTIKH XYNGEXH
KdaBe ml nepiéyet:

APOOTIKO GVGTATIKO:
Tulathromycin 100 mg

"Exdoya:
ITowoTuk) 60vOEGT KOO OV Kol AAL®V IMocoTikn 6VvOeon av oL TANpoPOpies AVTES
GUOTUTIK®V €ival oNUOVTIKES Y0 T1 6MGTI] 0PN YO TOV
KTNVIOTPLKOU QUPRIKEVTIKOV TPOIOVTOG
Monothioglycerol 5mg
Propylene glycol
Citric acid

Hydrochloric acid (wg pvBuiotg pH)

Sodium hydroxide (wg pvbuiotig pH)

Water for injections

Ao yEg dypmpo £mg EMAPPAOC YPOUOTICUEVO SLAAVLLOL.

3. KAINIKEX IIAHPO®OPIEXZ

3.1 Eion Loov

Booedn, yoipot ko Tpoparo.

3.2  OgpamevTikég EvOEiEELS Y10 KGOE gid0g LMoV

Boogidn
IMa ) Bgpaneio Kot ™ petadAasn ¢ avamvevotikig vocou Poosdmv (BRD) mov oyetiletan pe ta

Baxtpra Mannheimia haemolytica, Pasteurella multocida, Histophilus somni kax Mycoplasma bovis.
H napovoia g vooov otnv opdoa Ba Tpémel va SIOMIGTMVETAL TPV TN YP1ON TOV TPOIdVTOG,.
T ) Bgpaneio tng Aoumdovg kepatoemimepukitidog (IBK) mov oyetiCeton pe tn Moraxella bovis.

Xoipot

T ™ Bepameia ko T HETOPOAAEN TNG AVATVELGTIKNG VOoOL T®V Yoipwv (SRD) mov oyetileton pe ta
Baxtpra Actinobacillus pleuropneumoniae, Pasteurella multocida, Mycoplasma hyopneumonia,
Haemophilus parasuis kot Bordetella bronchiseptica. H mapovacio g vécov oty oudda, Oa mpénet
Vo SLUMGTAVETOL TPV T ¥PTOT TOL TPOIOVTOC. To KINVIATPIKO PUPLOKELTIKO TPoidV Ba mpémet va
YPTCULOTOLEITAL LOVO EPOGOV O1 XOiPOl AVAUEVETAL VO AVOTTVEOLY T VOGO HEGA GE 2-3 NUEPEC.

IIpoBata
T ™ Bepamneio TV apykdV oTadinv Aotudoovg Tododepuatitidac twv tpofdtwv (foot rot) mov
oyetiletar pe o maboyovo Dichelobacter nodosus, arortdvtag cuotuatikn Oepansio.

3.3  Avrevositeag



Na punv ypnotponoteitatl og mepintmon vrepevasnciog ot avTIBloTikd TS OUAdNS TOV HOKPOAdimY
N o€ KAmo1o £kd0YO.

3.4 Ewwkég mposidomonjcelg

Awotovpovpevn aviektikotnta £yl amoderytel petaly g tulathromycin kot GAA@V pokpoldiov
oto(a) maboyovo(a) otodyoc. H ypron tov KtnvieTptkod QpoprakKeLTIKoD Tpoidvtog Ba tpénel va
e€etaletan mpooekTikd 6Tav o1 SOKIUES evatoOnaciog Eyovv kKatadeiEel avBekTikdTTo oTNV
tulathromycin, eneldn 1 anoteAespoTKOTNTA TNG Umopel va pelmBel. Na pun yopryeitar Tovtdypova pe
A0 VTYIKPOPBLOKA TTOL £(0VV TAPOLOLO TPOTO dPACT|G, OTTMG vt To LaKpoAidia 1) ot Atvkolapidec.

[péBaza

H amoteleopatikdTnTo TG OVIYUKPOPLOKTG Oly®@YNG EVOVTL TG AOIULMOOVG TOJ0SEPUATITIONG TOV
mpofdrev Bo uropovoe va pelwbel amd GAAOVE TaPAyoVTES, OTMC VYPEC TEPPOAAOVTIKES GLVOTKEC,
KaBmG Kot oKaTAAANAN dwyeipion g extpoens. H Bepameio Tng Aouddovg mododepatiTidng Tmv
npoPatwv Ba mpénel cuvenmg va yivetar pali pe dAlo epyaieio droyeipiong Tov Komadov, yio
mapaderypo Ty mopoyn Enpov mepPAAAovTo.

H avtiiotikn aymyn oty koiondn mododeppatitida tav npofdtmv dev Bewmpeitor amapaitmn. H
tulathromycin £de1&e mepropiopévn amoteieopatikdtnta og TpdPata pe coPfapd KAVIKE GCOUTTOUATO
N xPOVie AOU®ON Tod0depUATITION, KOl CLUVETMS Oa. Tpémet vo, diveTal LOVO GTo aPyLKE GTASIO TG
T000dEPLATITIONG.

3.5 Iowirepeg mpourdcers kata T ypion

[dwaitepeg TPOPLAGEELS Yo TNV ao@aAn ypron oto £idn Lowv:

H ypniion tov tpoidvrog tpénet va Pacileton o€ TawTomoinomn Kat ok evosinoiog tov maboydvov-
610Y06. Edv avto dev etvar duvatd, 1 Bepamentikn aywyn npénet vo foaciletol oe emdnuoloyucég
TANPOQOPiES Kat YvAon Tng evaicinciog tov taboydvev otdywv oe EMimedo EKTPOPNG 1| G
TOTIKO/TEPLPEPELAKD ETTITEDO.

H ypnion tov mpoidvrog Tpémet va yivetol GOUPOVA LE TIC ETIOTUES, E0VIKES KOl TOTIKEG
OVTYUKPOPLOKES TOMTIKEC.

‘Eva avtifrotikd pe pkpotepo kivouvo emAoyng pikpoflokng avtoyng (ukpotepn AMEG katnyopia)
TPENEL VA, YpMCIUOTOIEITOL G Bepameio TPOTNG YPAUUNG OTAV 1) SOKIUT EvAcONGing LTOSNAMVEL TV
OOV OTOTEAEGUOTIKOTITO 0TS TNE TPOGEYYIOTG.

Edv mopovsiootel avtidpacn vrepevarcOnoiog, n katdAinin Oepaneio Tpémel va yopnysiton xwpig
kabvotépnon.

Idwitepeg mpourdéeic mov wpémel vo AopuBdvovtal ostd To ATOUO TOL YOPNYEL TO KTNVIOTPLKO
QOPUOKEVTIKO TTPOioV o {ma:

H tulathromycin gpefilel ta patio. Ze mepintwon mov Katd Aa0oc VTAPEEL ETAPTN LLE TO LATLOL, TADVETE
apécmg To, patia pe kabapo vepo.

H tulathromycin mBovov va tpokarécel epedioud otav £pbetl o€ ETaPT| LE TO SEPLOL LUE UTOTEAEC LA,
Y. TNV €pLOPOTNTA TOL dépHaTog (epbbnua) Kav1 deppotitida. Xe Tepintmon mov katd Adbog
VIAPEEL ETOPN UE TO dEPLLO, TAVVETE OUECMG TO OEPUO LLE GOTOVVL KOl VEPO.

[TAdvete ta yépra petd omd kabe ypnon.

Y& mepinTomn mov KoTh AA00G KAVETE QVTOEVEST), VO, avalnTNoETE OUECMG 1aTPIKT fondeia kot va
emOEiEETE OTOV 10TPO TO ECHOKAEIGTO PVAAO OOMYLDV YPNOEWS 1] TNV ETIKETO TOV POPLOKEVTIKOV
TPOIOVTOC.

Edv vrapyet vroyio avtidpaong vrepevoiodnciog petd amod toyaio ékbeon (mov avayvmpiletal amd
Y. KVNOUO, SuoKOAio GTNV avomvor], Kvidwo, TPNEO 6To TPOS®TO, VouTia, EUETO) Oa TPEmeL va



yopnynOel katdAAnin Bepancio. Avalntiote apéomg atpiky fonbeta kat emdei&te oToV 1TPO TO
E0MKAEIGTO PUALO OONYLDV YPNCEMS N TV ETIKETA TOV PUPLLOKEVTIKOV TPOIOVTOC,

[dwaitepeg TPOQLAGEELS Y10 TNV TPOOTAGIN TOV TEPPAAAOVTOC:

Agv 1oyvet.

3.6 AvemOOunra cvppavra

Booeon:
[ToAb cuyva IpY&o oto onueio g éveonc?, tvmon oto onueio g éveongt,
(>1 {do / 10 vid awpoppayio 6To onpeio g éveonct, oidnua oto onueio g
Oepamsio (Ho): éveongt, avtidpaon oto onueio g veong?, movog oto onueio
g éveonc’

1 Mropei vo emueiver yio mepimov 30 nuépeg petd amd v éveon.
2 AvaoTpéyiueg aAlayEG TNG GUUPOPTOTC.

® Topodikd.

Xoipot:
[ToAb cuyva Avtidpoaomn oto onpeio g éveonct?, tvwon oto onueio g
>1 {do / 10 vrd éveonc!, oupoppayia oto onpueio g éveonct, oidnua 6to onueio
Oepomeia (da): ™ éveong’

! Mnopet vo empeiver yio mepinov 30 nuépeg petd amd v &veon.
2 Avaotpéyipeg oAOYEG TNG GLULPOPTONG.

[po6Para

[ToAD cuyvé Avcgopial
(>1 oo / 10 vmd
Oepaneio {ma):

! Topodikd, vroxwpody puéca oe Alyo AemTd: KOOVNUA TNG KEPOUANG, TPIYIHO 6TO onueio g éveong,
omicBoydpnon.

H avagopd avemBountov coppdviov eivar onuavtikn. Exitpénet tn cuveyn mopokoiovdnon g
0oPAAELNG EVOC KTIVIATPIKOD PAPLOKEVTIKOD TPOIOVTOC. Ol avapopég TPEMEL VO, ATOGTEAALOVTOL, KOTA
TPOTIUNOT HEG® KTNVIATPOL, €ITE GTOV KATOYO TNG AOELNG KUKAOQOPIG 1) GTOV TOTIKO OVTITPOCHTTO
ToV €lte 0NV €BVIKN apuOdIa apyn HESH TOL €6VIKOD GLOTAOTOG OVAPOPAC. AVaTPEETE EMioNG GTO
@OALO 0OMYIDV ¥PNONC Y10l TO OVTIGTOLYO GTOLYEIN ETKOVMVING,

3.7  Xpnfon katd TV KONG1, TN Yorovyia 1] TNV ®OTOKI

H aoc@dieta Tov KTNVIOTPIkoD QopUaKeLTIKoD TPoidvtog dev Exel amoderydel Katd T dlapKeL TNG
KOOGS KoL TNG YoAoLYioC.

To wpoidv va yopnyeitar HOVOV COLPMVA LE TNV EKTIUNGTN 0PEAOVG-KIVOVVOL artd ToV vTevBuvo
KTNviaTpo.

Ao TIC epyaoTNpLoKEC LEAETEG GE EMIUVEG Kot KOLVEMA dev dlamioTdONKay evoeiEelc tepatoyéveong,
euPpvotolkotnrog 1 to&kdTNTag 6T0 £YKVo {MO.

3.8  Almiemiopacn pe Ao QUPUOKEVTIKA TPOTOVTH KUl GALES HOPQPES GAANAETIOpOONG

Agv glval yvootr| Koplio.



3.9  0doi yopiynons ko docoroyia

Booeon:
Ymodopia ypnon.

Mia gpdma vrodopla éveon tov 2,5 mg tulathromycin/kg copoticod Bapovg (teodbvauo pe 1 ml tov
KTNVITPIKOD QUpPUOKEVTIKOD Tpoidvtoc/40 kg copatikov Bapovg). I'a t Oepameio tov Boogidmdv
ave Tov 300 kg copaticod fapovg, Stapéote T d00T Mdote va, unv vaepPaivet ta 7,5 ml avd onpueio
€veomg.

Xoipou
Evdopwikn xpnon.

Mia epdamag evoopvikn éveon tov 2,5 mg tulathromycin/kg copotikod Bapove (1codbvapo pe 1 ml
TOV KTNVIOTPLIKOD QUPUAKEVTIKOV TPpoidvtor/40 kg copotikod Bapovg) otov Tpdynio.

INa ) Ogpancia TV yoipwv dveo Tov 80 kg couatikod Bdpov, dtaipéote tn 600M OGTE Vo unv
vrepPaivel ta 2 ml avd onueio éveong.

IMo omoadnmote avamvevotiky voco, cuviotdrtal 1 Beponeio Twv {DOOV 0T0 TPAOTO GTAIN EUPAVIONG
NG VOGOV KO EKTIUNGCT TNG avTamokplong ot Oepaneia eviog 48 mpmv petd v éveon. Edv ta
KAWVIKG GOUTOUOTA TG OVOTVEVGTIKNG VOGOU ETLUEVOLV 1) AEAVOVTOL, 1] €AV VIGPYEL VTOTPOTN, M
Oepaneio Tpémel va oALGEEL, Vo xpnotponomBel GAAo avTiBloTiKG Kol VO GUVEXIGTEL HEXPL TO KAVIKA
GUUTTOLOTO VO EEQPAVIGTOVV.

[péPara:
Evdopwikn xpnon.

Mia gpdma evdopvikn éveon twv 2,5 mg tulathromycin/kg copatikov Bdpovg (1codvvapo pe 1 ml
TOV KTNVIOTPLIKOD QUPUAKEVTIKOV TPpoidvto/40 kg copotikod Bapovg) otov Tpdynio.

INa ) dtuoediion g opbng docoroyiag, To copTIKO Bdpog Tpémel va tpocdiopiletar e 660 TO
duvatov peyarvtepn akpifeta. Kotd v opadikr dwoyeipton tov {dov oe pia Oepaneia,
ypnoonomote o, felovn avappdenong (draw-off) 1 pia avtdpT GLOKELT BOGOAOYING Y10 TV
amo@uY” vrepPorlkng dtdTpnons. To ndpa propet va tpurnbei pe acpdreia péxpt Kot 20 popés.

3.10 ZopuntOpeTo VTEPI0GOLOYINS (KUl KUTA TEPIMTOON, HETPO. UVTINETAOMIGNG KUl OVTIO0TO)

210 foogldn 1 YopNyYNoN 00GEMV LEYUADTEPNG OO T GLUVICTMUEVT KOTA TPELS, TEVTE 1] OEKA POPES
glye WG UMOTEAEGLOL TV EUPAVIOT] TAPOSIKMDV GUUTTOUATOV, TTOL amr0d00NnKay 6€ EVOYANOT GTO
onueio g éveong, o, omoia, TEPAAUPBavayY avnovyica, KovvNUe TG KEPUANG, EDGILO TOV E3GPOVS LE
Ta TOOW Ko BpoyumpoBecun peimon g Aqyng tpoeng. Hma ekpuAiion tov pookapdiov
napatnpiinke og fooeidn, ota omoia yopnynonke 66om mevtamAdoia 1 EATAAGIO TG CUVIGTOUEVNC.
e veapong yoipovg Bapovg mepimov 10 kg 6tav toug yopnynonke d0om Tpelg 1 TEVTE POPES
HeyaAOTEPNG TNG BEPATEVTIKNG, ELYE MG AMOTELEGUA TNV ELPAVIOT) TAPOSIKAOY GUUTTOUATOV, TOV
amododnkav og evoyAnon oto onpeio g veong, Ta onoia mepAduPavoy kpovyég kot avnovyio.
Eniong mapatnpnnke yordmmra 6tov epapuUOGTNKE 1) £VECT] 6TO 0Tic010 HEPOC TOL TTOd10D.

21006 apvovg (Akiog Tepimov 6 BSoUAd®V) 1| YOpNYNON dOGEMV HEYOADTEPNG OO T CLUVIGTAOUEVN
KOTO TPEIG N} TEVTE POPES ELYE OC ATOTELEC U TV ELPAVIOT TAPOSIKAOV GUUTTOUATOV, TOV
amodonkav ce evoyAnon oto onueio TG Eveong, To 0Toio, TEPIAAUPAVOY TEPTATN O TPOC TA TC®,
KOOVNLO TNG KEPAANG, TPIYIO oTo onueio g éveong, Eamimpa Kot ofkopa, BéEracua.



3.11 Ewdwkoi mepropiopoi yp1ong Kot £101KEG cuvONKeS ypfiions, copmeprtiapfavouévev
TEPLOPLOUAV GT1] YPGT CVTLUIKPOPLOKAOV KUl UVTITUPUGLTIKAOV KTNVIOTPIKOV
PUPRUKEVTIK®V TPOIOVTOV TPOKEIUEVOV VO TEPLOPLOTEL 0 KIVOVVOS UVATTLENG AVTOYNG

Agv 1oyVet.
3.12 Xpovor avapovig

Booedn (kpéag kot dmdpot 1otol): 22 nuépeC.
Xoipot (kpéag kot edodipot 1otol): 13 nuépeg.
[po6Pata (kpéag Kot edddipot 1otol): 16 nuépeg.

Agv emtpénetan 1) yopnynon o€ {ma ta omoia Tapdyovv YoAo yio avOp®dITIV KOTAVIA®ON.
Na unv yopnyeitai o€ £ykva (da, To omoio tpoopilovtot vo Tapdyovy Yaia yio avOpdTiv
KATOVAA®GN eVTOC 2 UNVAOV 00 TOV TPOPAETOUEVO TOKETO.

4, DOAPMAKOAOI'IKEX IAHPO®OPIEX
41 Kaodwkog ATCvet: QIO1IFA94.
42 ®appokodvvopkn

H tulathromycin etvon évag np-cuvBeTKOg avTIIKPOPLAKOG TOPAYOVTOS TNG OHASAS TOV
HokpoAdimVy, 0 0moiog TpoépyeTol amd Eva Tpoidv (Oumonc. Alapépel and TOAAG GAAN LOKPOAIOL
670 OTL £YE1 LOKPE, SLAPKELNG OPAGT), 1 OTO1a, €V UEPEL, OPEIAETAL OTIC TPELS AUIVOLLADEC TTOV OLoDETEL.
IMo 10 A0Y0 avTd £xEL YOPAKTNPIGTEL MG XNUKT VTOKATNYOPLo TOV TPLOUALSImV.

Ta pokpoAidia £xovv BakTnplocTaTiky 6pdon, avasTéAlovTag TV amapaitnt flocvvieon Tomv
TPOTEIVOV, AGY® TNG EMAEKTIKNG GUVIESTG TOVG 6T0 Paktnplokd piocmpaxkd RNA. Apovv
deyeipovtag v andonacn Tov peptidyl-tRNA amd to pifocopa katd tn didpkeld g dadkaciog
NG HETOYPOPTG.

H tulathromycin €ygt in vitro dpaotikdmro évavtt twv Mannheimia haemolytica, Pasteurella
multocida, Histophilus somni ka1 Mycoplasma bovis, kot Actinobacillus pleuropneumoniae,
Pasteurella multocida, Mycoplasma hyopneumoniae, Haemophilus parasuis kou Bordetella
bronchiseptica, Tafoydva Baktipio ToL TIC TEPIGGOTEPEG POPES GYETICOVTOL LE TNV OVOTVEVCTIKY
VOG0 TV BOOEOMV Kot TV Yolpmv, avtioTotye. AVENUEVES TIES EAAYIOTNG OVAGTAATIKNG
ovykévipoonc MIC éxovv Bpebel og kdmoio amopovopéva otedéyn tov Histophilus somni kot
Actinobacillus pleuropneumoniae. ‘Exgt anodetydei in vitro n dpactikotnta évavrtt tov Dichelobacter
nodosus (vir), to maboyovo Paktiplo mov cyeTileTaL TIC TEPIGGOTEPEG POPEG LE TN AOIUMIN
mododeppotitidn ota Tpofata (foot rot).

H tulathromycin €yl emiong in vitro dpactikdotnta Evovtt tov Moraxella bovis, to maboyovo Paktiplo
IOV TIC TEPLOGOTEPESG POPEG oyeTileTan e TN AodoT kepatoemimepukitida (IBK) tov foogiddmv.

To Ivotitovto Khvikadv kot Epyactnprokdv [potdinwv CLSI €xet opicet ta 0pra evarcOnciog yo tnv
tovhafpopkivn Evavtt tov M. haemolytica, P. multocida kot H. somni mpoéievong oo to
avanvevotikd Poogiddv kar P. multocida ko B. bronchiseptica mpoéievong and 1o avamvevotid
xoipwv, g <16 mcg/ml gvaicOnta kot >64 mcg/ml avOekrticd. T to A. pleuropneumoniae
TPOELEVLONG ATO TO OVATVEVGTIKO Y0ipwVv, To Op1o gvaicOneciog opiletar oto <64 meg/ml

To CLSI dnpocievce eniong 0po evarsOnoiog yio tnv tovAabpopvkivn pe Baon o pébodo didyvong
diokov (éyypago CLSI VETOS, 4th ed, 2018).

Agv vrdpyovv 6pla gvarsnoiag yio to H. parasuis. Ovte to EUCAST obte 1o CLSI £xovv avanthiet
TUTIKEG LEBOOOVC Yol TN SOKIUY AVTIBOKTIPLOKOV TAPUYOVI®MV KOTE TOV KTNVIOTPIKOV E0MV TOV
Mycoplasma ka1 cuvenmg dev £xovv Tebel kprTnplo ppnveiog



Avtoyn oto pokpoAidla pmopel va avamtoyBel pe HeTAAAOEN TV YOVISI®mV TOL K®OKOTOL0UV TO
poocwakd RNA (rRNA) 1 opiopévec pipocmpuiaréc Tpmteivee, pe evOOITIKY TpOTomoinem
(pebvrimon) g Béong Tpdcdeomng oty vroopada 23S tov rRNA, 1 ontoia yevikadg pmopet va
ONUIOVPYNGEL O1OGTOVPOVUEVT] OVTOYT UE TIC AMVKOLAIdES KOl TIC GTPEMTOYPOUUivEG TG opddog B
(avtoyn MLSg), pe evlopatikny adpavomoinon, i LEcw pakpoidikng didyvone. H avroyn MLSg
umopel va givart dopkn N emaryodpevn. H avtoyn pwopetl va, eivot ypoHOCOUOTIKN 1] KOOTKOTOUEV e
TAoopidwo kot pmopet va givan petafifaciun edv cvvoéetan pe tpavonoloveg, mAaouiow
oAoKANpouéva katl ovlevkTikd ototyeio. EmmAéov, n yovidiouatiky thactikotnta tov Mycoplasma
gvioyvetal amod v oplovTia LETAPOPA LEYAA®Y YPOUOCOK®Y OpavcudTmy.

Extog and Tig avtipucpoPlokég 1010tntég g, 1 tulathromycin koTadeikvOEL 0VOGOTPOTOTOINTIKEG KO
UVTLPAEYLOVAOOELG OPACELG OE TEPAUATIKEG UEAETEG. XTO, TOAVLOPPOTHPTVA KOTTAPA FOOEODY KOl
yoipwv (PMNs, ovdetepopira), n tulathromycin tpodyetl Ty ondTTOON (TPOYPUUUATICUEVOCS
KUTTOPIKOG BGvaTOog) Kot TNV KABopoT TV aTOTTOTIKOV KLTTAP®V and To HaKpoedayd. Melidvet Ty
TOPUYOYN TOV TPO-QAEYLOVOIDV pecorafntav Asvkotpleviov B4 kot CXCL-8 kot emxdyel tnv
TOPUYDYT AVTIPAEYUOVOOIDV KOl TPOKATAGTOATIKOV Mmdiov Mmwo&iving A4.

4.3  @®oppuoKOKIVITIKY

210 fooedn, 10 PapUaKoKVNTIKO Tpoeid NG tulathromycin yapaktnpictnke and Tayeio ko
EKTETAUEVT amoppden o, axorovBodpevn amd vynAn Katavoun kot fpodeia amoPoin, otav
yopnynOnke epama vroddpla 660n TV 2,5 mg/kg copatikov Bapovs. H péyiotn cuykévipmon
(Cimax) 010 TAGOHO TV TTEPimOL 0,5 Mcg/ml. Avth emtedyOnke 30 mepinov Aentd petd omd yoprynon
(Tmax). H ovykévipwon tng tulathromycin o€ 0HOYEVOTOINUEVO TVELHOVIKO 1GTO NTOV GNLOVTIKG
LEYOADTEPT OE GYEON UE EKELVT) TOV TAACUATOC. YTTAPYOLV 1oYvpES eVOEIEEIC ONUOVTIKNG
ocveompevong TG tulathromycin oto, 0VdeTEPOPIAQ, Kol 6TA KLWEMIIKE pokpodya. QoT0c0, 1
ovyKEVTpmo in Vivo g tulathromycin ota onpeio Tpocfoing tov Tveduova dev givar yvooty. Tnv
enitevén TOV PEYIOT®V GLYKEVIPOGE®V akoAovONoE Ppadeio peimon g cvatnuatikig £kBeong oto
Qappoko, pe gpeavi ypovo nuicelag Long (tiz) Tic 90 mpeg oto mAdopa. To mocootd déopevong e
TIG TPWOTEIVEG TOL TAAGLOTOC NTOV XAUNAD, Tepimov 40%. O dykog katavoung o 6Tadepr| KATAGTOOT
(Vss), petd and evéopréfia yoprynomn nrav 11 kg, H froduebecipotra g tulathromycin petd omod
VIOJEPLIKT] Yoprynon o€ Pooeldn| ntav mepimov 90%.

2T0VG 01povGE, TO PAPUOKOKIVITIKO TPOoPiA Tng tulathromycin yapaxtnpionke eniong amd tayeio Kot
EKTETAUEVT ATOPPOPNOT, aKoA0LOOVLEVT] aTd VYNAY Katavoun kal Bpadeia amofoin, otav
yopnynOnke epdma evdopvikn doon tov 2,5 mg/kg couatikod Bdpovc. H péyiom cuykévipoon
(Cimax) oto TAGG L TOV TEpimov 0,6 meg/ml. Avt emtedydnke 30 mepimov Aemtd petd amnd yopniynon
(Tmax). H ovykévipwon tng tulathromycin o€ 0LOYEVOTOMUEVO TVELHOVIKO 16TO NTOV GNLOVTIKG
UEYOADTEPT OE GYEON LE EKEIVT TOL TAAGLOTOC.

Yrdpyovv 10YvpEg eVOEIEEIC ONUAVTIKNG GVGCMPELONG TNG tulathromycin 6To OVOETEPOPILD KOl GTOL
KOWEAMODIKG paxpopdya. Qotdco, 1 cuyKEVIpman in Vivo g tulathromycin ota onpeio TpocPoing
ToL TTVeEDOVa Ogv glval YvooTr. Tnv enitevén TV PHEYIGTOV GUYKEVTPMOGE®MY akolovOnce Ppadeia
UEION TNG GLGTNUATIKNG KOG 6TO PAPLLOKO, e ELLPav xpovo Nuiceag Long (tie) mepimov Tic 91
mpeg 6To Ao, To T0c0GTO SEGUEVCTG LE TIC TPMTEIVESG TOL TAACUATOG NTAV YOUNAD, TEPITOV
40%. O dykog katavoung oe otabepn katdotoon (Vss), Letd amd evoopAEPia yopriynomn nrov 13,2
1/kg. H prodiaBeciuotnto g tulathromycin petd amd vOopLIKN YopnyNcT G€ Y0ipovg NTaV mEPITo
88%.

210 TpoPata, TO PUPUAKOKIVITIKO TPo@iA TG tulathromycin enéeepe o HEYIGTN GVYKEVIPMOOT GTO
mAbopo (Cmax) TG t@€ng Tov 1,19 meg/ml o mepinov 15 Aentd (Tmax) LETA amd OpNyNoN Kal UE
xpovo nuicelag Cong (tuz) T1g 69,7 dpeg, 6Tav yopnynonke epana evoouvikn do6on Tov 2,5 mg/kg
omuUaTiKov Bapovc. To m0cooTd dEGLEVOTG LE TIC TPMTEIVEG TOV TAAGILATOG TOV TTepimov 60-75%.
Metd amd evoopAiPia yopnynomn, o oykog katavoung oe otadepn| katdotaon (Vss) frav 31,7 kg, H
Brodrabecipdtra g tulathromycin petd and evéopikn yopnynon ota tpofota nrav 100%.

5. OAPMAKEYTIKA XTOIXEIA



5.1 Kopieg acopparotnreg

AOY® EAAEIYNG HEAETMV OGLUPATOTNTOC, TO TAPOV KTNVIOTPIKO PAPUOKEVLTIKO TPOIOV OgV TPEMEL VoL
OVOUELYVOETOL [LE GAAD KTVIOTPIKA QOPLUAKEVTIKE TPOIOVTAL.

52  Awipkero {ong

Aldpketa {oNE TOV KTNVIATPIKOD QUPLOKELTIKOD TPOIOVTOC GOUPMVA, LLE TI GVOKELACTN TOANONG: 3
xpovioL.
Avdgpxera {ong LeTd TO TPMTO AVOLYUa TNG GTOXEIDMOOVS GVCKELOTTNG: 28 MUEPEC.

5.3 Iowirepeg mpo@urdéers katd T @OLaEN TOV TPOIOVTOG
Agv vapyovv €181KEC 0dNYieg ST PNOMG Y10 GVTO TO KTNVINTPIKO QUPUAKEVTIKO TPOTOV.
54  ®von ko 6OVOEGT TNG GTOLYELDOOVS CVGKEVUGIOG

Atdpovo Tomov | yodhivo roAidio pe topa yrhopopfovtvriov 1 fpmpofovtuAiiov ETGTPOUEVO LE
@BopomoALUEPEG KAl TOWO AAOLUVIOV.

2VOKELOGTES:
Xdaptvo kovti to omoio mepEyeL Eva Plaiidio tv 20 ml.

Xdaptvo kovti to omoio mePExEL Eva Plaridio tv 50 ml.

Xaptivo kovti To omoio mepiEyet éva Plaridio twv 100 ml.

Xaptivo kovti To omoio meptEyel Eva PLaridio v 250 ml pe 1} ywpic TPOoTUTELTIKO TEPIPAT L.
Xaptvo kovti to omoio mepéxeL Eva Plaridio tv 500 ml pe 1| ywpic TpooTaTELTIKO TEPIPAT LA,

Ta @rokida tov 500 ml dev mpémetl va ypnoomotodvIal yio, xoipovg kat Tpopata.
Mmropei va, unv KoKAOPOPOLV OAEG Ol GLOKEVAGIES.

5.5  Ewwkég Tpo@uAaEels amdppyng vog i yPNGLHOTOIN0EVTOS KTVIOTPIKOD QUPUEKEVTIKOD
TPOIOVTOG 1] GALOV VAKOV TTOV TPOEPYOVTUL AT T1) YP1]C1 TOL TPOIOGVTOS, AV VTAPYOVV

Ta edpuaxo dev TPETEL VO ATOPPITTOVTOL LECH TV ADUATOV | TOV OIKIUK®OV OTOPANTOV.

XPNGLOTOGTE TPOYPAUUOATE EXLGTPOPNC PUPUAK®DV Y10 TV OTOPPIYT| U1 XPNOLOTO0EVTDV
KTNVIOTPIK®OV QOPUOKEVTIKOV TPOIOVI®V 1| GAA®V VAIK®V OV TPOEPYOVTOL OO TN YPNOT TOVG
GOUPMOVO, LLE TIC TOTIKEG ATOITNOELG KOl UE TUYOV EOVIKA CLUGTILOTO GLAAOYNC TOV 1GYVOVV Y10, TO.
GYETIKA KTNVITPIKE QAPULOKEVTIKA TPOIOVTOL.

6. ONOMA TOY KATOXOY THX AAEIAYXY KYKAO®OPIAX

VIRBAC

7. APIOMOZXZ(OI) AAEIAY KYKAO®POPIAX

EU/2/20/252/001 (20 ml)

EU/2/20/252/002 (50 ml)

EU/2/20/252/003 (100 ml)

EU/2/20/252/004 (250 ml)

EU/2/20/252/005 (250 ml pe mpootatevtikd mepifAnua)
EU/2/20/252/006 (500 ml)

EU/2/20/252/007 (500 ml pe mpootatentikd mepifAnuo)
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8. HMEPOMHNIA IIPQTHX EI'KPIXHX

Huepounvia 1" £yxpiong: 24/04/2020

9. HMEPOMHNIA TEAEYTAIAYX ANAOGEQPHXHX THX IIEPIAHYHX TQN
XAPAKTHPIZTIKQN TOY ITPOIONTOX

10. TAZEINOMHZH TOQN KTHNIATPIKON ®APMAKEYTIKQN ITPOIONTQN
Na yopryeitar HOVOV e KINVIOTPIKT GLVTAYT).

Aentopepeic TANPoQOpieg Y10 TO €V AOY® KTNVIATPIKO QOPLOKEVTIKO TPoidv eivar dtabéaipeg otn faon
dedopévmv g EE yia to ktnviatpikd poidvta (https://medicines.health.europa.eu/veterinary).



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

1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Tulissin 25 mg/ml evéopo didAivpa yio yoipovg

2. IMOIOTIKH KAI IOXOTIKH XYNGEXH
KdaBe ml nepiéyet:

APOOTIKO GVGTATIKO:
Tulathromycin 25 mg

"Exdoya:
ITowoTuk) 60vOEGT KOO OV Kol AAL®V IMocotikn 6VvOeoN av oL TANpoPOpPies AVTES
GUOTUTIK®V €ival oNUOVTIKES Y0 T1 6MGTI] 0PN YO TOV
KTNVIOTPLKOU QUPRIKEVTIKOV TPOIOVTOG
Monothioglycerol 5mg
Propylene glycol
Citric acid

Hydrochloric acid (wg pvBuiotg pH)

Sodium hydroxide (wg pvbuiotig pH)

Water for injections

Aypopo dowyEg ¢ VTOKITPIVO AV

3. KAINIKEX IIAHPO®OPIEXZ

3.1 Eion Loov

Xoipot.

3.2  OgpamevTikég EVOEIEELS Y10 KAOE gid0g {DOV

INa ) Ogpameio Kot ™ peTAPOLAAEN TNEC OVOTTVELGTIKNG VOGOL ToV Yoipmv (SRD) mov oyetileton pe ta
Baxtnpa Actinobacillus pleuropneumoniae, Pasteurella multocida, Mycoplasma hyopneumonia,
Haemophilus parasuis ko1 Bordetella bronchiseptica. H mapovcia g vocov oty opdda, Ba mpénet
Vo SLOTGTOVETOL TPV T YPNON TOL TPOoidvTog. To KMVINTPIKO PUPUOKEVLTIKO TPoioV Oa Tpémel va
YPTOULOTOLEITAL LOVO EPOGOV 01 XOipPOL AVAUEVETAL VO AvaTTOEOLY TN VOGO UG GE 2-3 NuéPEC.

3.3  Avrevositag

No punv ypnowonoteitar o nepintmon vepevarcOnciog ota avtiloTikd Tng opUddas TV LaKPOALdimY
1N o€ Kamoo £kd0Yo0.

3.4 Edwkég mpoeridomonjocelg

Awotowpoduevn aviektikotntao Exel amoderytel petaly g tulathromycin kot GAAOV pokpodiov
oto(a) Taboyovo(a) otodyoc. H ypniomn Tov KtnviaTpikod QoproKeuTiKod Tpoidvtoc Oo mpénel va
e€etdleton mpooekTikd dTav o1 SoKIES evatotnoiag Exovv KoTadeiEel ovBeKTIKOTNTO OTNV
tulathromycin, eneldn 1 amoteAespoTKOTNTA TG Umopel va petmBel. Na, un yopryeitat tovtdypova pe
AN OVTYIKPOPBLOKA TTOL £X0VV TAPOUOLO TPOTO dPACT|G, OTMG Etval TOL LAKPOAISIX 1) Ot Atvkolopidec.
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3.5 Idwitepec mpo@uracers kata T ypion

[dwaitepec TPOPLAGEELS Yo TV ao@aAn ypron oto £idn (owv:

H ypniion tov tpoidévrog mpénet va Pacileton o€ TawTomoinomn Kat ok evoisinoiag tov maboydvov-
610Y06. Edv avto dev etvar duvatd, 1 Bepamentikn aywyn npénet vo fociletol o emONuoloyucég
TANPOPOPIEC KAl YVAOON NG gvaicOnciog tov naboydvmv 6TOYOV o€ EMIMEOO EKTPOPNG 1| OF
TOTIKO/TEPLPEPELAKD ETTITEDO.

H ypfion tov mpoidvtog Tpémet va yiveTol GOUPOVA LE TIC ETIOTUES, E0VIKES KOl TOTIKEG
AVTYUKPOPLOKES TOMTIKEC.

‘Eva avtifrotikd pe pikpotepo kivouvo emiloyng pikpoflokng avtoyng (ukpotepn AMEG katnyopia)
TPETEL VO, YPNOIUOTOLEITOL WG Ogpameio, TPOTNG YPAUUNG dTAV 1) dOKLUT EvoucOnciag vTOdNAMVEL TV
OOV OTOTEAEGUOTIKOTITO 0TS TNE TPOGEYYIOTG.

Edv mapovciactel avtidopoaon vrepevaicnciog, n katdAinin Oepaneio Tpémel va yopnysitan xwpig
kabvotépnon.

Idwitepec mpourdéeic mov mpémel vo AopuBdvovtal ostd To ATOUO TOL YOPNYEL TO KTNVIOTPLKO
QOPUOKEVTIKO TTPOioV o {ma:

H tulathromycin gpefilel ta patio. Ze mepintwon mov Katd AA0oc VTAPEEL ETAPTN LLE TO LATLOL, TAVVETE
opéomg ta patio pe kabapd vepd.

H tulathromycin miBovov va tpokalécel epebiopd dtav £pBel oe XA e TO OEPUA LLE UTOTEAEC LA
Y. TNV €pLOPOTNTA TOL déPHaTOg (epbbnua) Kav1 deppotitidan. Xe mepintmon mov katd Adbog
VIAPEEL ETOPN UE TO dEPLLO, TAVVETE OUECMG TO OEPUO LLE GOTOVVL KOl VEPO.

ITAOvete ta xépla petd amd kdbe ypnon.

Xe mepinToT oV KOTA AAB0G KAVETE OVTOEVEST), VO avalNTHOETE AUECMG 10TPIKT| Ponbeta kot va
emdei&eTe 0TOV 10TPO TO ECHOKAEIGTO PVAAO OOMYLDV YPNOEWMS 1] TNV ETIKETO TOV POPLOKEVTIKOV
TPOIOVTOC.

Edv vrapyet vroyio avtidpacng vrepevotodnoiog petd amd toyaio ékbeon (mov avayvmpiletat amd
Y. KVNOUO, SuoKOAio GTNV avomvor], Kvidwor, TPNEO 6TO TPOS®TO, VouTic, EUETO) Oa TpEmel va
yopnynOel katdAnin Oepancio. Avalntiote auéomc wtpikn fondeia ko emdei&te otov 10Tpd TO
E0MKAEIGTO PVALO OONYIDV YPNCEWDC | TNV ETIKETO, TOV PAPUUKEVTIKOD TPOIOVTOC.

Idwitepec mpo@LAGEELS Y10 TV TPOGTAGia TOL TEPPAALOVTOC:

Agv 16y0eL.

3.6 AvemOdunra cvppavra

Xoipot:
[ToAD cuyvé Avtidpaon oto onueio g éveonct?, ivwon oto onueio g
>1 ho / 10 vd éveong!, oxpoppayio 6to onueio g éveongt, oidnuo 6to onueio
Oepaneio {ma): g éveong'

1 Mropei vo emueiver yio mepimov 30 nuépeg petd amd v éveon.
2 AvaoTpéyiueg aAlayég TNG GLUPOPTONC.

H avagopd avemBountov coppdviov eivar onpavtikn. Exitpénet tn cuveyn mopokoiovdnon g

UOQUAELNG EVOG KTNVIOTPIKOD QAPUAKELTIKOD TPoiovTog. Ol avapopic TPETEL VO OTOCTELAOVTAL, KOTA
TPOTIUNOT HEG® KTNVIATPOL, £ITE GTOV KATOYO TNG AOELNG KUKAOPOPING 1] GTOV TOMIKO OVTITPOCSOTO
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ToV €lte oTNV €BVIKN apuOdIa apyn HESH TOL €BVIKOD GLOGTALOTOG OVaPOPAC. AvaTpEETE EMioNg GTO
@OALO 0OMYIDV ¥PNONG Y10l TO OVTIGTOLYO GTOLYEIN ETKOVMVING,

3.7  Xpnon katd Ty KO16N, TN YOAOLYId 1] THV OOTOKIN

H acpddeia Tov kTviaTpiKod QOpROKEVTIKOD TPOTOVTOG dev £xel amoderydel Katd T didpkela TG
KONONG Kot TNG Yolovyiog.

To mpoidv va yopnyeital Lévov cOLP®VO LE TNV EKTIUNGT 0QELOVG-KIVOUVOL amd TOV VITEVBVVO
KTnviatpo.

ATO TG epYAOTNPLOKEG LEAETEG GE EMIUVEC KOl KOUVEMQ dEV dlamIoT®ON KOV EVOEIEELS TEPAUTOYEVEDT|G,
euPpvotolkotnrog N To&ikdTNTag 6T0 £YKVo {MO.

3.8  Almiemiopacn pe Ao QUPUOKEVTIKA TPOTOVTH KUl GALES HOPQPES dAANAETIOpOONG
Agv glval yvootr| Kopio.

3.9  0Odoi yopiynons ko docoroyia

Evdopwikn ypnon.

Mia gpdma evdouvikn éveon tov 2,5 mg tulathromycin/kg copatikov Bapovg (1odvvapo pe 1 ml
TOL KTNVIOTPIKOD QAPUOKEVTIKOV Tpoiovtog/10 kg cwpatikod Bapovg) otov Tpdynio.

INa ™ Bepomeio TV yoipav dvo tov 40 kg couatikod Bapovg, dtaipéote T 600M OGTE Vo unv
vrepPaivetl ta 4 ml avd onpeio Eveong.

I"a kéBe avamvevotiky voco cuvictdtol 1 Bepaneia Tov {HOV 610 TPOTO GTASL EPPAVIONS TG
VOGOV KOl EKTIUNGT) TNG avTamoKplong ot Oepaneia eviog 48 mpmv petd v éveon. Edv ta kKAvikd
GUUTMUOTO TNG VOTVEVGTIKNG VOGO ETUEVOLVY 1) owEAvovTal, 1} €AV LIGPYEL VTOTPOTY, 1| Oepameia
pémel vo ahAdEel, va ypnotpomomBel dGAAo avtiflotikd Kot va cuveytotel HEXPL To KAVIKE
CUUTTOUOTA VO EE0PAVIGTOVV.

INa ™ dtwopdiion g opBng docoroyiang, To cOUATIKO Bapog mpénet va mpocdopiletal pe 660 10
duvatov peyorvtepn akpifeta. Koatd v opadikr dwayeipion tov {dwv og pia Oepaneio,
¥pNoLoToote o Belovn avappdenong (draw-off) 1 pia avtopT GLGKELT BOGOAOYING YO TV
amouyN vaepPorikng dtdtpnone. To Ttdpa uropei va tpumnOel pe acedieia péypt kot 30 popéc.
3.10 ZopnTtOpaTe VTEPO0GOAOYINS (KUl KATA TEPITTOON, HETPO UVTINETOTIONG KAl OVTIOOTOH)
Xe veapovg yoipovg Bapovg mepimov 10 kg 6tav tovg yopnynonke d0om Tpelg 1 mEVTE POPES
LEYOADTEPNG TG BEPATEVTIKNG, EIYE OC AMOTELECLLO TV ELPAVION TOPOSIKOV CUUTTOUATMOV, TOV
amodo0nKay 6g EVOYANOT GTO oMueio TNg Eveong, Ta omoia TeplauPavoy ovEg Kot avnovyio. Emiong
mapoTn P OnKe yOAOTNTA OTOV EPAPUOGTNKE 1 £VEST 6TO 0TicO10 LEPOG TOL TOS10V.

3.11 Eidwkoi wepropiopoi yp1ong Kol E101KEG cuvONKeS ypfoNns, copmepriapfavopévmy
TEPLOPLCUAOV GT1] YP1CT UVTLUIKPOPLOKAOV KOl UVTITUPUGLTIKAOV KTNVIOTPLIKOV
POPRUKEVTIKDV TTPOIOVTOV TPOKELUEVOV VO, TEPLOPLOTEL 0 KIVOVVOS AVATTLENG AVTOYNS

Agv 16y0eL.

3.12 Xpovor avopovig

Kpéag kar edmdipot 1otoi: 13 nuépec.
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4. D®APMAKOAOI'TKEX TAHPO®OPIEX
4.1 Kaodkog ATCvet: QIOLIFA94.
42 ®uppokodvvopkn

H tulathromycin givot évog npi-cuvOeTIKOG avTIIKPOBLoKOC TapayovTag TG OUAONG TMV
LoKpOoAdimVY, 0 0moiog TPoépyeTol amd Eva Tpoidv (Oumonc. Alapépel amd TOAAG GAAC LOKPOAIOLL
070 OTL £YE1 LOKPE, SLAPKELNG OPAGCT), 1 OTOLa, €V UEPEL, OPEIAETAL OTIC TPELS AUIVOLLADEC TTOV OLaDETEL.
IMo 10 A0Y0 aVTo £YEL YOPAKTNPICTEL MG XNUKT VTOKATYOPIo TOV TPLOALSImV.

Ta pokpoAidia £govv BaKTnPlOGTATIKY OpAoT, AVASTEAALOVTAG TV amapaitnty flocvvleon Tov
TPOTEIVOV, AOY® TNG EMAEKTIKNG GUVIEST|G TOVE 670 Poktnplokd procmuakd RNA. Apovv
deyeipovtag v andonacn Tov peptidyl-tRNA and to pifocopa katd tn didpkela g d10dKaciog
NG HETOYPOPNG.

H tulathromycin éygt in vitro dpactikotnta évavtt tov Actinobacillus pleuropneumoniae, Pasteurella
multocida, Mycoplasma hyopneumoniae, Haemophilus parasuis kou Bordetella bronchiseptica,
nafoyova Paxtipla Tov TIC TEPIOGOTEPES POPEG GYETILOVTAL LIE TNV OVOTVEVGTIKN VOGO TMV YOIpMV.
AvEnuéveg TéG eAdytotng avaoToATIKNG cuykévipmong MIC éxovv Ppebel og Kamolo amopovauéva
oteréyn Tov Actinobacillus pleuropneumoniae.

To Ivetitovto Khvikadv kot Epyactnprakav [Tpotdinwv CLSI £xet opicel ta 0pro evarsOneiog yo tnv
tovhafpopkivn Evavtt tov M. haemolytica, P. multocida kot H. somni npoéievong oo to
avomvevotikd Pooeddv kot P. multocida xat B. bronchiseptica mpoéievong omd 1o avamvevotiko
yoipav, mg <16 mcg/ml gvaicOnta ko >64 mcg/ml avOektikd. o to A. pleuropneumoniae
TPOELEVLONG ATO TO OVATVEVGTIKO Y0ipav, To Opto evatctneciog opiletar ota <64 meg/ml To CLSI
dnpocigvce gmiong dpia evaicOnoiog yio Tnv Toviabpopvkivn pe Bdon pia péBodo didyvong dickov
(éyypago CLSI VETO08, 4th ed, 2018).

Aev vrdpyovv opla gvorcsnoiag yio to H. parasuis. Ovte to EUCAST obte 1o CLSI £xovv avanthéet
TomikéG pefdO0VG Yo TN dOKIUN AVTIROKTNPLOK®Y TpayOVTOV KOTA TOV KTNVINTPIKOV 0DV TOL
Mycoplasma kot cuvenmg dev Exovv tebel kprnpla epunveiog

Avtoyn oto. LokpoAidto pumopel vo avamtuyfel pe petdAAaén TV Yovidimy Tov KOJKOTolo0V T0
ppocopakd RNA (rRNA) 1 opiopéveg procopiokéc mpoteives, e eviupatikn Tpononoinom
(neBurhimon) g Béomg mpodcdeong oty vroopdda 23S tov rRNA, 1 omoia yevik®dg pmopei va
ONUIOVPYNOEL O1OGTOVPOVUEVT] OVTOYT LE TIC AMvKOLapideg Kal TIC GTPETTOYpOaUUiveg TG opddoc B
(avtoyn MLSg), pe evlopoatikn adpavoroinon,  Léow pakpoAdikng didyvong. H avtoyn MLSg
umopel va glvan doptkn 1 emoyopevn. H avtoyn pmopei va gival YpoUOGOUOTIKY 1] KOIIKOTOIUEV UE
TAQGLIO0 Ko puropet va etvar petafipdoun edv cuvoéetal pe tpavomoloves, TAAGUIIOW,
oAOKANpoUéEVE kot culeukTikd otoyeio. EmmAéov, n yovidiopatikg mhactikotnta tov Mycoplasma
gvioyvetal amd TV opovTio LETAPOPE LEYAA®Y YPOUOCOIKOV OpavucUaTmY

Extog amd Tig avtipkpoPlokég 1010t tég e, 1 tulathromycin kotadetkvieL 0VOGOTPOTOTOMTIKEG KOl
OVTLPAEYLOVAOELG OPACELG OE TEPAUATIKEG PLEAETEG. XTO TOAVHOPPOTHPTVA KOTTOPa Xoipev (PMNS,
0VdeTEPOQPIAN), 1 tulathromycin Tpodyel TV AmOTTOOT (TPOYPAUUATIGUEVOS KVTTOPIKOG OGvaTog) Kot
NV KEGOAPoN TOV ATOTTOTIKOV KVTTAP®V 070 T, LOKPOPay. MEDVEL TNV TOPUY®YT TOV TPO-
QAEYHOVOO®V pecorafntav Aevkotpieviov B4 kot CXCL-8 kot exdyetl Tnv mapoywyn
OVTIPAEYLOVAOOI®V KoL TPOKOTAGTOATIKOV Amdimv Amo&ivng A4.

4.3 @oppoxoKivnTiKy

2100¢ Y0ipove, T0 PapUaKOKIVNTIKO TPo®id ¢ tulathromycin yapaxtnpiomke eniong amd Taysio Kot
EKTETAWEVT] ATOPPOPNOT), AKOA0VOOVLEVT 0td VYMAN KoTavour kot Bpadeia amoPoin, otav
yopnynOnke epdma evdopvikn d6on tov 2,5 mg/kg copatikod Bdpove. H péyiom cvykévipwon
(Cmax) 010 TAGOHO fTOY TTEPimOL 0,6 Mcg/ml. Avth emtedyOnke 30 epinov Aentd petd omd yoprynon
(Tmax)-
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H ovykévrpmon g tulathromycin cg opuoyevomouévo mvevovVIKO 16TO NTOV CNUOVTIKG peyaAbTepT
o€ oyéon e EKEIVI] TOL TAACUOTOC. Y TAPYOUV 1GYVPES EVOEIEELS ONLLOVTIKNG CLGGMPEVCTG TNG
tulathromycin 6ta 0V3eTEPOPIAN KOl GTA KOYEMIIKA PLOKpOPaya. Q6TOGO, 1| GLYKEVTP®OT IN VIVO TG
tulathromycin oto onpeio TpooPoing tov mvedpova dev gival yvomotr. Tny enitevén tov péyiotmv
GLYKEVTPMOEMV aKoAovONoe Bpadeia peimon TG CLGTNUATIKNAG £KOEGTG GTO PAPLLOKO, LLE ELPOVN
ypovo nuioetag Long (tiz) mepimov tic 91 dpeg oto TAdoUa. To T0G00Td dECUELONC LE TIG TPWTEIVES
TOV TAAGHOTOG NTaY YOUNAO, Tepitov 40%. O 6yKog Katavoung og otabepn katdotaon (Vss), LETd
amo evooeAEPLa yopnynon nrav 13,2 I/kg. H Brodiabeoipudmra tng tulathromycin petd omnd evoopvikn
yopnynon oe yoipovg nrav nepimov 88%.

5. DOAPMAKEYTIKA XTOIXEIA

51 Kopieg aocvppatoTnteg

AbOy® ENheyYNG LEAETOV AGVUPATOTNTOG, TO POV KTNVIOTPIKO PUPLOKEVTIKO TPOidV dev TPEMEL VOl
OVOPETYVOETOL e AL KTNVINTPIKG QUPUAKEVTIKG TPOTOVTO.

5.2  Awpkero {ofg

Avdgpxela {Ong TOL KTNVIOTPIKOV QAPUAKEVLTIKOD TPOIOVTOG COLPMVA LIE T1 GVOKELOGTO TOANONG: 3
ﬁz\égw {oNg LeTA TO TPATO GVOLYLLO TNG OTOLYEINDOVE GLOKEVOCING: 28 NUEPES.

5.3 Idwitepeg mpo@uraéers katda T @OLAEN TOV TPOTOVTOG

Agv vTapyovv 181KEG 0dNYieg S10TPNONG Y10 AVTO TO KTNVIATPIKO QAPUAKEVTIKO TPOTOV.

54  ®bon kal 6HVOES TS GTOLYELDOOVS CVOKEVUGIUG

Avgpovo Tomov | yodhvo proridio pe topa yhopopovtviiov 1 fpopopovturiiov emGTPOUEVO LE
@BopOTOALUEPEG KO TDWA AAOLUVIOV.

ZVOKELOCIES:
Xaptivo kovti To omoio mepiEyel v Plaridio twv 20 ml.

Xaptivo kovti To onoio mepEyeL éva elaridio twv 50 ml.

Xaptivo kovti To omoio mepEyel Eva Plaridio twv 100 ml.

Xaptvo kovti to omoio mepExEL Eva Plaridio tv 250 ml pe 1} ympic TpooTOTELTIKO TEPIPAT LA,
Mmropei va, unv KoKAOPOPOLY OAEG Ol GLOKEVAGIEGS.

5.5  Ewwkég Tpo@uAaEels amdppyng vog 1 yPGLHOTOIN0EVTOS KTVIOTPIKOD QUPUOKEVTIKOD
TPOIOVTOG 1] GALOV VAKAV TOV TPOEPYOVTUL O.TO T1] Y P61 TOL TPOIOVTOGS, UV VITAPYOLY

Ta eappoxe dev TPEMEL VO, ATOPPITTOVIOL HECH TOV AVUAT®V 1 TOV OIKIOKOV OTOPANTOV.
XPNGILOTOGTE TPOYPAUUATE, ETIGTPOPNC PUPUAK®DV Y10 TV OTOPPIYT| U1 XPNOOTOIOEVTDV
KTNVIOTPIK®V QOPLOKEVTIKAOV TPOIOVTOV 1 GALDV DAIK®OV TOL TPOEPYOVTAL OO T XPNION TOVG
GOLLPMOVO, LLE TIG TOTIKEG ATOITNOELG KOl LE TUYOV EBVIKA CLUGTILOTO GLAAOYNG TOV 1GYVOVV Y10 TO.
GYETIKA KTNVITPIKE QAPULOKEVTIKA TPOIOVTOL.

6. ONOMA TOY KATOXOY THX AAETAY KYKAO®OPIAX

VIRBAC
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7. APIOMOZ(OI) AAEIAX KYKAO®OPIAXZ

EU/2/20/252/008 (20 ml)

EU/2/20/252/009 (50 ml)

EU/2/20/252/010 (100 ml)

EU/2/20/252/011 (250 ml)

EU/2/20/252/012 (250 ml pe mpootatentikd mepifinpio)

8. HMEPOMHNIA ITPQTHX EI'KPIXHX

Huepopnvia 1M éyxpiong: 24/04/2020

9. HMEPOMHNIA TEAEYTAIAYX ANAGEQPHXHX THX IIEPIAHYHX TQN
XAPAKTHPIZTIKQN TOY ITPOIONTOX

10. TAEINOMHXIH TON KTHNIATPIKQN ®APMAKEYTIKQN ITIPOIONTQN

Na yopryeitar povov pe KINVIOTPIKE GLUVTAYT).

AemTopepPEic TANPOPOPIES Y10 TO EV AOYM KTNVIOTPIKO PAPUOKEVTIKO Tpoiov gival dtabéaiueg otn fdon
dedopévmv g EE yia to ktnviatpika tpoidvta (https://medicines.health.europa.eu/veterinary).
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ITAPAPTHMA 11
AAAQOI OPOI KAI AITAITHZEIX THX AAEIAYX KYKAO®OPIAX

Kavévag
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ITAPAPTHMA 111

ENNIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX
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A. EINIIXHMANXH
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IHAHPO®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

Tulissin 100 mg/ml gvécipo dtddlvpa

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

Tulathromycin 100 mg/ml

3. YYXKEYAXIA

20 ml
50 ml
100 ml
250 ml

4. EIAOX(H) ZQOY(QN)

Booedn, yoipot ko Tpopara.

| 5. ENAEIEEIZ

‘ 6. OAOI XOPHI'HXHX

Booe1dn: vmodopia ypnon.
Xoipot kot TpoPora: evoopviKn ¥pron.

7. XPONOI ANAMONHX

XpoOvog avapovig:

Kpéag kot edmdipot 1otoi:
Booegdn: 22 nuépec.
Xoipot: 13 nuépec.
IIpoPata: 16 nuépeg.

Agv gmitpénetar 1) yopnynon o€ {da ta omoia Tapdyovy yoAo yio avOpdITv KOTOVIA®GON.
Noa unv yopnyeitai o€ éykvo, (da, To omoio tpoopilovtot va mapdyovy Yaio yio, avOpdmTivn
KATOVAA®GOT EVTOC 2 UNVAOV 0t TOV TPOPAETOUEVO TOKETO.

| 8. HMEPOMHNIA AHEHE

Exp. {pw/eeee}
Metd to mpadTo dvorypa xpriom eviog 28 nuepav.
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‘ 9. EIAIKEX XYNOHKEX AIATHPHXHX

‘ 10. OI AEEEIX «<AIABAXTE TO ®YAAO OAHTTQN XPHXHX ITPIN AITO TH XPHXH»

AwBdote T0 PUALO 0NV YPAONG TPV OO TN YPNO).

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

ATOKAEIOTIKA Y10 KTNVIOTPIKT XP1ON.

12.  OI AEZEIX «NA ®YAAXXIETAI XE OEXH, THN OIIOIA AEN BAEITIOYN KAI AEN
INPOZEITIZOYN TA ITAIAIA»

Na pvidooetal o€ BEom, TNV onoia dev PAETOLY Kot dgv Tpooeyyilovy Ta TALddL.

13. ONOMA TOY KATOXOY THX AAEIAX KYKAO®OPIAX

VIRBAC

‘ 14.  APIOMOI AAEIAY KYKAO®OPIAX

EU/2/20/252/001 (20 ml)

EU/2/20/252/002 (50 ml)

EU/2/20/252/003 (100 ml)

EU/2/20/252/004 (250 ml)

EU/2/20/252/005 (250 ml pe mpoctatenticd mepifanua)

‘ 15. APIOMOZX ITAPTIAAX

Lot {apBuog}
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IHAHPO®OPIEX IIOY IIPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

XAPTINO KOYTI (500 ml)

1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Tulissin 100 mg/ml gvécipo dtddlvpa

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

Tulathromycin 100 mg/ml

3. YYXKEYAXIA

500 ml

4. EIAOX(H) ZQOY(QN)

Booegon

| 5.  ENAEIEEIZ

‘ 6. OAOI XOPHI'HXHX

Ymodopia ypnon.

7. XPONOI ANAMONHX

XpoOvog avapovig:
Kpéag kot edmddpot wotol: 22 nuépeg.

Agv emtpénetan 1) yopnynomn o€ {a Ta omoia Tapdyovv YoAo yio avBp®dITIV KOTAVIA®ON.
Na punv yopnyeiton o€ ykva {da, Ta omoio Tpoopilovtot va Tapdyovy yOAd Yo avOpdTivi
KATOVAA®GOT EVTOC 2 UNVAOV o TOV TPOPAETOUEVO TOKETO.

‘ 8. HMEPOMHNIA AHEHX

Exp. {pw/eeee}
Metd to mpadTo dvorypa xprion eviog 28 nuepav.

‘ 9. EIAIKEY YYNOHKEX AIATHPHXHX

‘ 10. OI AEEEIX «<-AITABAXTE TO ®YAAO OAHTTQN XPHXHX ITPIN AITIO TH XPHXH»

AwBdote 10 PUALO 0NV YPAONG TPV O T YPNO).
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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
MNNPOXEITIZOYN TA ITAIAIA»

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

13. ONOMA TOY KATOXOY THX AAEIAX KYKAO®OPIAX

VIRBAC

14.  APIOMOI AAEIAY. KYKAO®OPIAX

EU/2/20/252/006 (500 ml)
EU/2/20/252/007 (500 ml pe mpootatevticd mepiffinuo)

‘ 15. APIOMOZX ITAPTIAAX

Lot {apBuoc}
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IHAHPO®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

Tulissin 25 mg/ml evéoipo didivpa

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

Tulathromycin 25 mg/ml

3. YYXKEYAXIA

20 ml
50 ml
100 ml
250 ml

4. EIAOX(H) ZQOY(QN)

Xoipot.

| 5. ENAEIEEIZ

‘ 6. OAOI XOPHI'HXHX

Evdopvikn yprion.

7. XPONOI ANAMONHX

Xpovog avapovig:
Kpéag kot edmdpot wotoi: 13 nuépeg.

‘ 8. HMEPOMHNIA AHEHX

Exp. {uu/ecee}
Metd to mpadTo dvorypa xprion eviog 28 nuepav.

‘ 9. EIAIKEYX XYNOHKEX AIATHPHXHX

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

Awfaote T0 PUALO 0INYIOV XPNOTG TPV 0T TN YPNOT).
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11.  OI AEEEIX «<ATIOKAEIXTIKA I'lA KTHNIATPIKH XPHXH»

ATOKAEICTIKA Y10 KTNVIOTPIKT XP1ON.

12.  OI AEZEIX «NA ®YAAXXIETAI XE OEXH, THN OIIOIA AEN BAEITIOYN KAI AEN
INPOZEITIZOYN TA ITAIAIA»

Na pvidooetal o€ 0éom, TV onoia dev PAETOLY Kot dev Tpooeyyilovy Ta TALd1dL.

13. ONOMA TOY KATOXOY THX AAEIAX KYKAO®OPIAX

VIRBAC

‘ 14. APIOMOI AAEIAY. KYKAO®OPIAX

EU/2/20/252/008 (20 ml)

EU/2/20/252/009 (50 ml)

EU/2/20/252/010 (100 ml)

EU/2/20/252/011 (250 ml)

EU/2/20/252/012 (250 ml pe Tpoctatenticd mepifanua)

‘ 15. APIOMOZX ITAPTIAAX

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

DIAAIAIO (T'YAAINO - 100 ml /250 ml)

1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Tulissin 100 mg/ml gvécipo dtddlvpa

2. YYNOEZXH XE APAXTIKH(EX) OYZIA(EX)

Tulathromycin 100 mg/ml

3. EIAOX(H) ZQOY(QN)

Booedn, yoipot kot tpdfata

‘ 4, OAOI XOPHI'HXHX

Booewdn: SC
Xoipot ko tpoPota: IM
AwBdote 10 PUALO 0NV YPAONG TPV O TN YPNOT).

‘ 5. XPONOI ANAMONHX

XpoOvog avapovig:

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

Agv gmitpénetar 1) yopnynon o€ {a ta omoia Tapdyovy YoAo yio avOpdITIV KOTOVIA®GON.
Noa unv yopnyeitai o€ éykvo, (da, To omoio tpoopilovtat va mapdyovy Yaio yio, avOpdmTiv
KATOVAA®GOT EVTOC 2 UNVAV 0t TOV TPOPAETOUEVO TOKETO.

| 6.  HMEPOMHNIA AHEHE

Exp. {up/ecee}
Metd to mpadTo dvorypa xprion evidg 28 nuepav. Xpnon £acg. ..

‘ 7. EIAIKEY YYNOHKEX AIATHPHXHX

‘ 8. ONOMA TOY KATOXOY THX AAETAY. KYKAO®OPIAX

VIRBAC
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‘ 9. APIOMOZX ITAPTIAAX

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

DIAAIAIO (T'YAAINO - 500 ml)

1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Tulissin 100 mg/ml gvécipo dtddlvpa

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

Tulathromycin 100 mg/ml

3. EIAOX(H) ZQOY(QN)

Booeon

‘ 4, OAOI XOPHI'HXHX

Ymodopia yprion.
AwBdote T0 PUALO 0NV YPAONG TPV OO T YPNOT).

| 5. XPONOI ANAMONHE

Xpovog avapovig:
Kpéag kot edmddpot wotol: 22 nuépeg.

Agv emtpénetan 1) yopnynomn o€ {ma Ta omoia Tapdyovv YoAo yio avBp®dITIV KOTAVIA®ON.
Na punv yopnyeiton o€ éyxva {da, Ta omoio tpoopilovtol va Tapdyovy YOAL Yo avlpdmTivi
KOTOVAAWDGN EVTOG 2 UNVOV amd ToV TPOPAETOUEVO TOKETO.

‘ 6. HMEPOMHNIA AHEHX

Exp. {up/ecee}
Metd to mpdTo dvorypa xprion €viog 28 nuepav. Xpnon £acg. ..

‘ 7. EIAIKEYX YYNOHKEX AIATHPHXHX

‘ 8. ONOMA TOY KATOXOY THX AAETAY KYKAO®OPIAX

VIRBAC

‘ 9. APIOMOZX ITAPTIAAX

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

DIAAIAIO (T'YAAINO - 100 ml /250 ml)

1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Tulissin 25 mg/ml evéoipo didivpa

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

Tulathromycin 25 mg/ml

3. EIAOX(H) ZQOY(QN)

Xoipot

‘ 4, OAOI XOPHI'HXHX

Evdopvikn yprion.
AwBdote T0 POAALO 0NV YPAONG TPV OO TN YPNOT).

| 5. XPONOI ANAMONHE

Xpovog avapovig:
Kpéag kot edmdpot wotoi: 13 nuépeg.

‘ 6. HMEPOMHNIA AHEHX

Exp. {uu/ecee}
Metd to mpadTo dvorypa xprion eviog 28 nuepav. Xpnon £acg. ..

‘ 7. EIAIKEYX XYNOHKEX AIATHPHXHX

‘ 8. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

VIRBAC

‘ 9. APIOMOZX ITAPTIAAX

Lot {apBuog}
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EAAXIXETEX ENAEIZEIX IIOY ITPEIIEI NA ANAT'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

DIAAIAIO (TYAAINO - 20 ml /50 ml)

1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Tulissin

2. IHOXOTIKA XTOIXEIA TQN APAXTIKQN OYZIQN

100 mg/mi

‘ 3. APIOMOZX ITAPTIAAX

Lot {apBuoc}

‘ 4. HMEPOMHNIA AHEHX

Exp. {uu/ecee}
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EAAXIXETEX ENAEIZEIX IIOY ITPEIIEI NA ANAT'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

DIAAIAIO (TYAAINO - 20 ml /50 ml)

1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Tulissin

2. IHOXOTIKA XTOIXEIA TQN APAXTIKQN OYZIQN

25 mg/ml

‘ 3. APIOMOZX ITAPTIAAX

Lot {apBuoc}

‘ 4. HMEPOMHNIA AHEHX

Exp. {up/ecee}
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B. ®’YAAO OAHI'TQN XPHXHX
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OYAAO OAHI'IQN XPHXHX

1. Ovopacio ToOL KTNVIITPIKOD QUPUIKEVTIKOD TPOIOVTOg

Tulissin 100 mg/ml gvéoipo dtdAvpa yio fooetdn, yoipovg kat tpdPata

2. XovOeon
KdaBe ml mepiéyet:

APOOTIKO GVGTATIKO:
Tulathromycin 100 mg

"Exodoya:
Monothioglycerol 5 mg

AlyEg dypouo £mg EMUPPOS YPOUATICUEVO STEAV L.

3. Eidon Lowv

Booedn, yoipot ko Tpopara.

4, OepamevTiKég EVOEIEEIQ

Boogwn|
IMa ) Bgpaneia Kot ™ petadAasn ¢ avamvevotikig vocov Poosdmv (BRD) mov oyetiletan pe ta

Baxtpra Mannheimia haemolytica, Pasteurella multocida, Histophilus somni kar Mycoplasma bovis.
H napovcia g vooov v opdda Oa mpEmel va, SIMIGTMOVETAL TTPLY T XPNON TOV TPOIOVTOC.
T ) Bgpaneio tng Aoumdovg kepatoemmepukitidog (IBK) mov oyetiCeton pe tn Moraxella bovis.

Xoipot

T ™ Bepameia ko T PETOPOAAEN TNG AVATVELGTIKNG VOoOL T®V Yoipwv (SRD) mov oyetileton pe ta
Baxtpra Actinobacillus pleuropneumoniae, Pasteurella multocida, Mycoplasma hyopneumonia
Haemophilus parasuis kot Bordetella bronchiseptica. H mapovacio g voécov oty oudda, Oa mpénet
va SO TAOVETOL TPV T ¥PTOT TOL TPOIOVTOC. To KTNVIATPIKO PAPLOKELTIKO TPoidV Ba mpémet va
YPTCLLOTOLEITAL LOVO EPOGOV O1 XOiPOl AVAUEVETAL VO AVOTTVEOLY T VOGO HEGA GE 2-3 NUEPEC.

IIpoBata

T ™) Bepamneio Tov apykdY oTadinv Lotuddovg Tododepuatitidas tov tpofdtwv (foot rot) mov
oyetiletar pe o maboyovo Dichelobacter nodosus, arortdvtag cuotuatikn Oepaneio.

5. Avtevoeigeag

Na punv ypnotponoteitatl og mepintmon vrepevasnciog ota avTIPloTikd TS OUAdNS TOV HOKPOAdImY
1N o€ Kamo1o £kd0Y0.

6. Ewwkég mposidomomjoelg

Edwkéc mposidomomoseic yio kabe £100c-6TdY0:
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Awootovpovpevn avlektikdtta Exel amoderytel peta&y g tulathromycein Kot GAA®V pokpoMdiny
oto(a) maboyovo(a) otodyoc. H ypron tov KtnviaTptkod QpopraKeLTIkKoD Tpoidvtog Ba tpémet va
e€etdleton mpooekTicd 6Tav o1 SoKIUES evatodnoiag Exovv KoTadeiEel ovOEKTIKOTNTO OTNV
tulathromycin, eneldn 1 anoteAeopoTIKOTNTA TNG Uopel va pelmBel. Na pun yopryeitar Tovtdypova pe
GAAQL AVTIKPOPLaKA TTOV £X0VV TOPOO10 TPOTO dpdomg, OTwg sivat Ta pLakpoAidta 1 ot Atvkolopidec.

[poBaza

H oamoteleopatikdOTnTo TNG AVILUKPOPLOKNS ay®YNG EVAVTL TNG AOTULDOO0VS TOS0OEPIATITIONG TOV
mpofdtov Bo uropovoe va pelwbel amd GAAOVE TaPAyoVTES, OTMC VYPEC TEPPOAAOVTIKES GLUVOTKEC,
KkaOdg Kot akatdAANAn dwaxeipion g ektpoenc. H Bepameia tng Aoiudmdoong Tod0depratiTidos TV
npoPatwv B mpénel cuvenmg va yivetar pali pe dAlo epyaieio dtoyeipiong Tov Komadov, yia
mapaderypo Ty mopoyn Enpov mepPAAAovVTOoG.

H avtiotikn aymyn oy koiondn mododeppatitidn tav npofdtmv dev Bewmpeitol amapaitmen. H
tulathromycin £de1&e mepropiopévn amotelecpatikdTro oe TpdPata pe coPfapd KMvikd
CUUTMOUOTO 1] XPOVIO AOIUDST T0000EPUATITION, KOl GVVETMG Oa Tpémel va diveTor Ldvo ota opy ks
OTAdLN TN TOO0SEPLOTITIONG.

Idwaitepec TPOQLAGEELS VoL TNV ac@aAn ypron oto £idn Lowv:

H ypnon tov mpoidvtog mpénet va fociletal 6 Tantomoinon Kot SoKin gvoicinciog tov(twv)
nafoyovou(mv) otoyog(®v). Edv avtd dev givar duvaro, ) Bepomevtikn aymyn npénet va Paciletol o
EMONUIOAOYIKEG TANPOPOPIES KOt YvMdOT TG vansnciog Tmv maboydveov 6Td®V 6€ ENImEdO
EKTPOPNG 1 O TOTIKO/TEPIPEPELAKO EMITEDO.

H ypfion tov mtpoidvtog mpénel va yiveTal GOUPOVA, LE TIC ETIONUES, E0VIKEG KOl TOTIKEC
OVTIUKPOPLOKES TTOMTIKEC.

"Eva avtifrotikd pe pkpotepo kivouvo emiloyng pikpoPlokng avtoyng (ukpotepn AMEG katnyopia)
TPETEL VO, YPNOIUOTOIELTOL G Ogpameio TPOTNE YPAUUNG dTav 1) doKIUn vactnciag vTodnAmver TV
mOOVY ATOTEAEGUOTIKOTNTA QTG TNG TPOGEYYIONG.

Edv mopovciootel avtidpacn vrepevarcOnoiog, n katdAinin Oepaneia Tpémet va yopnysiton xwpig
Kkabvotépnon.

Idwitepeg mpouAdéeic mov wpémetl vo AopuBdvoval ostd To TOUO TOL YOPNYEL TO KTNVIOTPLKO
QOPUOKEVTIKO TTPOidV o {ma:

H tulathromycin gpefilel ta patio. Ze mepintwon mov Katd Aa0oc VTapEEL ETAPN LLE TO LATLOL, TADVETE
apéomg o, patia pe kabapo vepo.

H tulathromycin miBovov va mpokalécel epebiopd dtav £pBel oe XA e TO OEPUA LLE UTOTEAEC LA
Y. TNV €pLOPOTNTA TOL déPHaTog (epbbnua) Ko deppotitida. Xe mepintmon mov katd Adbog
VIAPEEL ETOPN UE TO dEPLLO, TAVVETE OUECMG TO OEPUO LE GOTOVVL KOl VEPO.

ITAdvete ta yépra petd omd kabe ypnon.

Y& mepinTomn mov Kot AA00g KAVETE AVTOEVEST), VO, avalnTNoeTe aUEc®S 1aTpikn fondeta kot va
emdeiEeTe GTOV 10TPO TO ECHOKAEIGTO PVAAO OOMYLDV YPNOEWS 1| TNV ETIKETO TOV POPLOKEVTIKOV
TPOIOVTOC.

Edv vrapyet voyio avtidpaong vrepevotodnoiog petd amod toyaio ékbeon (mov avayvmpiletot amd
Y. KVNOUO, SuoKoAio GTNV avomvor], Kvidwon, TPNEOo 6To TPOSMTO, VouTia, EUETO) Oa TPEmEL va
yopnynOel katdAinin Bepancio. Avalntiote apéomg wwrpikn fondela ko emdei&te otov 1Tpd TO
E0MKAEIGTO PVALO 0ONYIDV YPNCEWDC | TNV ETIKETO, TOV PAPUUKEVTIKOD TPOIOVTOC.

Eykupooivn kon yorovyio:

H acpddeia Tov kTviaTpikod QOpROKEVTIKOD TPOTOVTOG dev £xel amoderydel Katd T dtdpkela TG
KONONG Kot TNG YoAovyiog.

To mpoidv va yopnyeital Ldévov cOLP®VO LE TNV EKTIUNGT 0QELOVG-KIVOUVOL amd TOV VITEVBVVO
KTNnviaTpo.

ATO TG epYaoTNPLOKEG LEAETEG OE EMIPVEG Kol KOUVEALD deV dlamioTmONKay evoeielg
TEPUTOYEVESTG, EUPPLOTOEIKOTNTOC 1] TOEIKOTNTOG 6TO £YKLO (MO.
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AMNAETIOPOOT) UE QALD QOPUOKEVTIKA TPOTOVTO. KTNCAEC LOPOEC OAANAETIOpOOTC:
Agv glval yvoot Kapia.

Ynepdoooroyia:

210 foogdn N xopyNnon S0CEMV LEYAADTEPNG OO T1 GUVICTMEVT KOTE TPELS, TEVTE 1) 0EKO POPES
glye OC OMOTEAECLLA TV ELPAVIOT] TOPOIIKMOV CUUTTOUAT®V, TOVL AToddONKAY GE EVOYANON
GTOTNGUEID TNG EVEDT|G, T OTTOT0 TEPIAAUPOAVOY AVIGLYITNGKOVVILE TG KEPOANGS, EDGILO TOV E6GPOVG
HE Ta OO0 Ko Ppayumpncoun pHeimon g Afyng tpoeng. Hra ekpdAion tov pookapdiov
mapatnpnOnke o foogdn, ota omoia yopnyHonKe dtng 5 e 6 POPES TNG GLVIGTAOUEVTG.

Xe veapong yoipovg Bapovgtngimov 10 kg 6tav Toug yopnynonie 6on TpeIg 1} TNSTE POPES
UEYOADTEPNC TNG DEPATEVTIKNG, EiYE OC ATOTELEGUA TV ELPAVION TOPOSIKAOV CUUTTOUATOV, TOV
amodo0n NG o€ EVOYANGT GTO GNUELD TNG EVESNC, TO OTTOl0L TTEPTNGVAY PMOVEG Kol avnovyia. Emxiong
TapaTnPRONKe YOAOTTA 0TV EQApPUOSTNKE 1 £TNGOTO omicBio PEPOG ToL TOd10V.

210u¢ opuvoug (MAikiog mepimov 6 BOOUAO®V) 1| YOPNYNON dOGEMV UEYOADTEPNG 0T TN CLUVIGTOUEVN
KATO TPEIG 1| TEVTE POPEG ElYE MG AMOTELEGUA TNV EULPAVIOT TOPOSIKDOV CUUTTOUATM TGOV
amododniav og evoyAnomn oto onueio TNGEveonc, T OMOTNGTEPIAAUPOVAY TEPTATNLO TTPOTNGH oW,
KOOVIIOL TNG KEPAANG, TPIYILO 6TO onueio TG éveong, Eamimpo Kot orkopa, Bélacua.

Kvpiec acvpforomrec:
AOY® EAAEIYNG HELETMV OCLUPATOTNTOC, TO TAPOV KTNVIOTPIKO PAPUOKEVLTIKO TPOIOV OgV TPEMEL VAL
OVOETYVOETOL PE GAAO KTNVINTPIKG QUPUAKEVTIKG TPOIOVTO.

7. AvemOOpunta cvppavra

Booewon:

[ToAb cvtng
(>1 Lwo / 10 vmo6 Bepaneia (da):

IIpY&o oto onueio g éveonc?, tvmon oto onueio g éveongt, arpoppayio 6o onueio g
éveonct, oidnua oto onueio g éveonct, avtidpaon oto onpeio g éveong?, TOVog 610 onueio g
: 3

éveong

! Mnopet vo empeiver yio mepinov 30 nuépeg petd amd v &veon.
2 AvaoTpéyiueg aAlayEG TNG GLUPOPTONC.
® Topodika.

Xotngt:

[ToAb cuyva
(>1 Lo / 10tnco Bepameio (da):

Avtidpoon oto onpeio g éveonct?, tvwon 6to onueio g éveong?, awpoppayio 6To onueio g
éveonct, oldnuo 6to onueio g éveong!

1 Mropei vo emueiver yio mepimov 30 nuépeg petd amd v éveon.
2 AvaoTpéyiueg aAlayég TNG GLUPOPTONC.
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IIpoPara

[ToAb cuyva
(>1 Lwo / 10 vincbepancio Loa):

Avcgopiat

! TTapodikd, vroxwpodv puéca oe Alyo Aemtd: KoOvnua TG KEPUANG, Tpiyio 610 onueio g éveong,
omicBoydpnon.

H avagpopd atncbduntov copfdavtov eival onuoavtiky. Emtpénel m ocvuveyn mapakoiovdnon g
AoQUAELNG EVOG TTPOTOVTOC. EQV Tapatnprioete 0moladnmote oveEmOOUNTI EVEPYELD, KOO KOL OV OEV
AVAQPEPETOL GTO ECAOKAEIGTO PVAAO 0ONYIDV ¥PNONG N CUPPAALETE Y10 TNV OTNCELECUATITNG TOV
QOpUAKOV, TAPOKAAEIGOE VO ETIKOIVOVIGETE, KATOPYTNG LE TOV KTNViaTpd cag. Mropeite eniong va
OVOPEPETE OTOTNGHTOTE OVEMBVUNTA GUUPAVTA GTOV KATOYO TNG ASELOG KUKAOPOPIOG 1) GTOV TOTIKO
AVTITPOGHOTO TOV KATHYOV TNG GOEL0G KUKAOPOPITNCYPTCLLOTOIDVTAS T GTOLYELR EMKOVMVING GTO
TEAOG QVTOV TOL PVALOL 0O YLDV YPNIONG, N LECH TOL EBVIKOD GOG CLGTILATOS avapopds: {oTot el
€0VIKOO GLGTNUATOG AVOPOPAS}

8. Aocoloyia Yo KG0g €id0g, TPOTOS Kol 0001 Yopynong

Boogidn
2,5 mg tulathromycin/kg copotikov Bapovg (1coddvapo pe 1 ml Tov KTNVIATPIKOD QUPUAKEVLTIKOD

poiovtog/40 kg copoticon Bapoug).
Mia gpdma vrodopia Eveon. ' ™ Bepameio twv Poosdmv dve tov 300 kg copatucod Bapoug,
dtupéote 800 dote vo unv vrepPaivet ta 7,5 ml avéd onpeio éveonc.

Xoipot

2,5 mg tulathromycin/kg copotikov Bapovg (1coddvapo pe 1 ml Tov KTNVIATPIKOD QUPUAKEVLTIKOD
poidvtoc/40 kg copotikod fapovg)

Mia gpdmag evdopvikn Eveon otov tpdymAo. ' ) Bepamneia tov xoipov dve tov 80 kg copoticon
Bapovg, dipéate tn 600m date vo unv vrepPaiver To 2 ml avd onpueio Eveong.

HpéBara

2,5 mg tulathromycin/kg copoticod Bapovg (toodbvapo pe 1 ml Tov KTNVIATPIKOD QUPUOKEVTIKOD
poidvtoc/40 kg cwpotikod fapovg)

Mia e@anag evoopvikn £vesT 6Tov TPAYNAO.

9. Oonyieg Yo T 6T opNYNONTNS

IMa mgladnimote avamvevotiky voco, cuvietdrtal 1 Bepaneio Tov {OOV 0T0 TPOTU GTAdIO ELPATNCNG
NG VOOOV Kol EKTIUNGCT TNG avTamdkplong ot Bepaneia evidg 48 opav petd v éveon. Edv ta
KAWVIKG COUTTOUOTO TG AVOTVELGTIKNG VOGOU EMUEVOVV 1] AVEAVOVTOL, 1] EAV VIAPYEL VITOTPOTN, 1
Oepaneio Tpémel va oALGEEL, Vo xpnotpononBel GAAo avTiBloTiKd Kol Vo GUVEXIGTEL LEYPL TA KAVIKA
GUUTTOLOTA VO EE0PAVIGTOVV.

IMa ) dtwoediion g opbnc docoroyiag, To copTIKO Bdpog Tpémet va tpocdiopiletor pe 660 TO
duvatov peyarvtepn axpifeta. Koatd v opadikn dwyeipion tov {dwv og pia Oepaneia,

ypnolonomote o Berovn avappdenong (draw-off) 1 pia avtdpT GLGKELT BOGOAOYING Y10 TV
amo@uY” vrepPorikng dtdTpnons. To nopa propet vo tpurnbei pe acpdreia péxpt Kot 20 popég.

10. Xpévor avopoviig
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Booedn (kpéag kot dmdpot 1otol): 22 nuépec.

Xoipot (kpéag kot edmdpot wotol): 13 nuépeg.

[Ipo6Pata (kpéag Kot edddipot 1otol): 16 nuépeg.

Agv emtpéneton n yopnynon o€ {a to omoio wapdyovy yaia Yo avOpdmTIVY KatavaAmon.

Na pnv yopnyeiton o€ yxva {da ta onoia Tpoopilovtal va mapdyovy yala ylo avlpdmivi
KATOVAA®GOT EVTOC 2 UNVAV Ot TOV TPOPAETOUEVO TOKETO.

11. Ewwkég ovvOkeg dtotipnong

Na euAdooetor o 06om, TV onoia dev PAETOLY Ko dev Tpoceyyilovv Ta TadId.

Agv vtapyovv 101KEG 0dNYieg S10THPNOTG Y10 AVTO TO KTNVIUTPIKO QUPUAKEVTIKO TPOTOV.

Noa pn xpnotpomoteital antd 10 KINVIATPIKO QOPUOKEVTIKO TPOIdV LETA TNV NUepounvia ANENG mov
avaypdeetol otny etikéto puetd Exp. H nuepopnvia Anéewg ooumintel pe v teAevtaio UéEP TOL

GUYKEKPIUEVOL UIVaL.

Avgpxera {ong LeTd To TPMTO Avorypad TOV AUECOV TEPIEKTN: 28 NUEPES

12.  Eiwdwkég mpo@uraiers amoppryng

To eapuoxe dev TPEMEL VO ATOPPITTOVTOL HECH TOV AVUATMV 1 TOV OIKIOKOV OTOPANTOV.
XpNGIUOTOGTE TPOYPAUUATO, EXIGTPOPNS PAPUAKDV YTNCNV ATOPPTNG U YPTOLOTONOEVTOV
KTNVIOTPIK®V POPUUKEVTIKOV TPOIOVI®V 1 GAL®Y DAIK®OV OV TPOEPYOVTOL Amd TN YP1ON TOVG
GOUQ®VA, LLE TIG TOTIKEC OTOLTNOELS KOl LLE TUYOV 1TNCOVTA £6VIKA cLGTTNGTO GVAAOYNC. Ta pétpa avtd
OTTOGKOTOVV GTNV TPOGTOGI0 TOV TEPPAAAOVTOG.

2opPovievbeite Tov KTNViaTPOd GO 1 TOV POPUAKOTOLO GAG Y10, TOV TPOTO ATOPPLYNG TV
YPTOILOTONOEVTOV QOPUAK®V.

13. Ta&vopnon TOV KTHVIUTPIKAOV QUPRIKEVTIKAV TPOIGVTOV

Na yopryeitar LOvov e KTNVIOTPIKT GLUVTAYT).

14. ApOpoi dosr1og KVKAOQOPLNS KOl GVGKEVUGIES

EU/2/20/252/001-007

2VOKEVACTEC:
Xaptivo kovti,, T0 omoio mepiéyet £va eraido tmv 20 ml.

Xaptivo kovti,, T0 omoio mepiéyet £va eraido Twv 50 ml.

Xdaptvo kovti,, T0 01010 mePLEYeL Eva pradido Twv 100 ml.

Xdaptivo kovti,, T0 omoio mepiéyet Eva erorido Tmv 250 ml ue 7 yopic TpoctatevTIKOTNGIBAN A,
Xaptvo kovti,, T0 omoio mepiéyet £va eraido Twv 500 ml pe 1 yopic Tpoctatevtikd mepifinua.
Mmropei va, unv KoKAOPOpPOLV OLEG Ol GLOKEVAGIES.

Ta @uokido tov 500 ml dev mpémel va ypnoomotovvTal yio yoipovg kat to Tpdpota.

15. Hpepopnvio televToiog avade®pnons Tov VALV 00NYLOV YPTONSTNS
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Aentopepeic TANpo@opiec Yo T0 v AGY® KTNVIATPIKO QOPHOKEVTIKO TPOioV eivar dtabéaieg ot
Baomn dedopévev e EE yia o kmmviatpikd mpoidvta (https://medicines.health.europa.eu/veterinary).

16. Xrtoysio emkowvoviag

Kdatoyog tneg ddstog KukAo@opiog:

VIRBAC

1% avenue 2065m LID
06516 Carros

TalAiia

IMopaockevootng vrevhuvoc yia TV areAevEpmon TV TopTidwV:

VIRBAC

1% avenue 2065m LID
06516 Carros

ToAlio

'H

FAREVA Amboise
Zone Industrielle,

29 route des Industries
37530 Pocé-sur-Cisse
ToAlia

Tomkol ovIUITPOGMTOL KOl GTOLYEIN EMKOWVAOVIAC Y10, TNV 0vopopd TOavoroyoOLEVOV avETIOOUNTOV

EVEPYELDV:

Belgié/Belgique/Belgien
VIRBAC BELGIUM NV
Esperantolaan 4

BE-3001 Leuven

Tél/Tel : +32-(0)16 387 260
phv@virbac.be

Peny0smka buarapus

EPI'OH MHUJIAHOBA EOO/{

¢. bepnoxuuma 2222, Coduticka ob1act
Peny6nmka brarapust

Ten: + 359 359888215520
ergonood@gmail.comPortugal

Ceska republika

VIRBAC Czech Republic, s.r.o.
Zitavského 496

156 00 Praha 5

Ceska republika

Tel.: +420 608 836 529

Lietuva

OU ZOOVETVARU
Uusaru 5

EE-76505 Saue/Harjumaa
Estija

Tel: + 372 56480207
pv@zoovet.eu

Luxembourg/Luxemburg
VIRBAC BELGIUM NV
Esperantolaan 4

BE-3001 Leuven

Belgique / Belgien

Tél/Tel: +32-(0)16 387 260
info@virbac.be

Magyarorszag

VIRBAC HUNGARY KFT
Vaci utca 81. 4 emelet.
HU-1056 Budapest
akos.csoman@virbac.hu


https://medicines.health.europa.eu/veterinary
mailto:pv@zoovet.eu

Danmark

VIRBAC Danmark A/S
Profilvej 1

DK-6000 Kolding

TIf: +45 75521244
virbac@virbac.dk

Deutschland

VIRBAC Tierarzneimittel GmbH
Rdgen 20

DE-23843 Bad Oldesloe

Tel: +49-(4531) 805 111

Eesti

OU ZOOVETVARU
Uusaru 5

EE-76505 Saue/Harjumaa
Eesti

Tel: + 372 56480207
pv@zoovet.eu

EArada

VIRBAC EAAAZ MONOITPOXQITHA.E.
13° yAu E.O. AOnvaov - Aapiag

EL-14452, Metapoppmon

TnA: +30 2106219520

info@virbac.gr

Espafia

VIRBAC ESPARNA SA

Angel Guimera 179-181

ES-08950 Esplugue Llobregat (Barcelona)
Tel. : + 34-(0)93 470 79 40

France

VIRBAC France
13%rue LID
FR-06517 Carros
Tél: 0800730910

Hrvatska

CENTRALNA VETERINARSKA AGENCIJA
d.o.o. (CVA)

Prve Ravnice 2e, 10000 Zagreb

Republika Hrvatska

Tel.: + 38591 46 55 115

kz@cva.hr
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Malta

VIRBAC

1% avenue 2065 m LID
FR-06516 Carros

Franza

Tel: + 33-(0)4 92 08 73 00

Nederland

VIRBAC Nederland BV
Hermesweg 15

3771 ND-Barneveld

Tel : +31-(0)342 427 127
phv@virbac.nl

Norge

VIRBAC Danmark A/S
Profilvej 1

DK-6000 Kolding
Danmark

TIf: + 45 75521244
—irbac@virbac.dk

Osterreich

VIRBAC Osterreich GmbH
Hildebrandgasse 27
A-1180 Wien

Tel: +43-(0)1 21 834 260

Polska

VIRBAC Sp. z 0.0.

ul. Putawska 314

PL 02-819 Warszawa
Tel.: + 48 22 855 40 46

Portugal

VIRBAC de Portugal Laboratérios LDA
Rua do Centro Empresarial

Edif.13-Piso 1- Escrit.3

Q uinta da Beloura

2710-693 Sintra (Portugal)

Tel: + 351 219 245 020

Romaéania

Altius SA

Str. Zagazului nr. 21-25, Corp A, et 8 si 8A
Ap. A.8.2, sect 1, Bucuresti, Romania

Tel: + 40 021 310 88 80


mailto:virbac@virbac.dk
mailto:info@virbac.gr

Ireland

VIRBAC IRELAND
Mclnerney & Saunders
38, Main Street

Swords, Co Dublin
K67E0A2

Republic Of Ireland

Tel: +44 (0)-1359 243243

island

VIRBAC

1% avenue 2065 m LID
FR-06516 Carros
Frakkland

Simi: + 33-(0)4 92 08 73 00

Italia

VIRBAC SRL

Via Ettore Bugatti, 15
IT-20142 Milano

Tel: +39024092471

Kvnpog
VET2VETSUPPLIES LTD
Tolilowov 60

3011 Agpecog

Kbmpog

TnA: +357 96116730
info@vet2vet supplies.com

Latvija

OU ZOOVETVARU
Uusaru 5

EE-76505 Saue/Harjumaa
Igaunija

Tel: + 372 56480207
pv@zoovet.eu

Slovenija

MEDICAL INTERTRADE d.o.o0.
Brodisée 12, 1236 Trzin

Slovenija

Tel: + 386 1 2529 113
farmakovigilanca@medical-intertrade.si

Slovenské republika

VIRBAC Czech Republic, s.r.o.
Zitavského 496

156 00 Praha 5

Ceska republika

Tel.: +420 608 836 529

Suomi/Finland

ORION PHARMA Eléinlaakkeet
PL/PB 425

20101 Turku/Abo

Puh/Tel: + 358 10 4261

Sverige

VIRBAC Danmark A/S Filial Sverige
Box 1027

SE-171 21 Solna

Tel: +45 75521244
virbac@virbac.dk

United Kindgom (Northern Ireland)
VIRBAC IRELAND

Mclnerney & Saunders

38, Main Street

Swords, Co Dublin

K67E0A2

Republic Of Ireland

Tel: +44 (0)-1359 243243t¢

IMo omoladnmote TANPOPOPio. GYETIKA LIE TO TUPOV KTNVIOTPLIKO PAPHUOKEVLTIKO TPOiOV, TapaKoAeicOe
va amevBuvheite GTOV TOTIKO AVTITPOGMITO TOV KATOYOL TG AOE0C KUKAOPOPING.
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OYAAO OAHI'IQN XPHXHX:

1. Ovopocio Tov KTNVIHTPIKOD QUPUUIKEVTIKOD TPOIOVTOG

Tulissin 25 mg/ml gvéouo didivua yio yoipovg

2. YvvOeon
KdaBe ml nepiéyet:

APUGTIKO GVGTUTIKO:
Tulathromycin 25 mg

Tngooya:
Monothioglycerol 5 mg

AlyEg dpoUo £®G EMAPPDS YPOUATICUEVO STHAV LA,

3. Eion Lowv

Xoipot.

4, OepamevTiKég evosielg

IMa ) Begpaneio Kot ™ peta@OAAEN TG OVATVELGTIKNG VOGOL ToV Yoipmv (SRD) mov oyetileton pe
mcPaxtpio Actinobacillus pleuropneumoniae, Pasteurella multocida, Mycoplasma hyopneumonia,
Haemophilus parasuis kot Bordetella bronchiseptica. H napovoio tng voéoov otnv oudda, Oa mpénet
Vo SLOTGTAOVETOL TPV T1] YP1ON TOL TPoidvTog. To mpoidv Ba mpémel va ypnTngonoleital Lovo OGOV
o1 Yoipot avapEVETOL Vo, avamTOEOVV T VOGO Hésa o€ 2-3 MUEPEC.

5. Avtevoeigeag

Noa punv gpnotponoteital og mepintmon vrepevasnciog ot avTIBloTikd TS OUAdNS TOV LOKPOAdimY
1N o€ KAmo1o £kd0YO.

6. Ewdwkég mposidomomjoelg

Ewwéc mposworomoslg yo kdbe gidoc-61dHyo0:

Awootovpodpevn avliektikdtta Exel amoderytel peta&y g tulathromycein Kot GAA®V pokpoMdiny
o1o(a) Taboyovo(a) otoyos. H ypnomn Tov KtnvidTpikod QoproKeLTIKOL Tpoidvtoc Bo Tpémnel va
e€etaleton TpooekTIKd 6TaY 01 SOKIUES evatoOnaciog Eyovv katadeiEel avBekTikdtnTa oTNV
tulathromycin, eneldn N amoteAespoTikdTNTO TG Umopel va petmBel. No, un yopnysiton Tovtdypova pe
A0 OVTYIKPOPLOKA TTOL £(0VV TOPOLOLO TPOTO dPACTG, OTTMG Eival To PakpoAidia 1 ot Atvkolapidec.

Idwaitepec TPOQLAGEELS VoL TNV ac@aAn ypron ota £idn Lowv:

H ypnion tov mpoidvrog tpénel va Paciletar o€ Tavtonoinomn kot dokiun evaisnciog tou(twv)
nmafoyovou(wv) atoyog(wv). Edv avtd dev glval duvato, | Bepamevtikn| aywyn tpénet va Bacileton o€
EMONUIOAOYIKEG TANPOPOpPIES KOt YvmdoT TG evansnciog Tmv maboydvov 6TdymV o€ ENimedo
EKTPOPNG 1) O TOTIKO/TEPIPEPELKO ETITEDO.
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H ypniion tov tpoidvtog Tpémet va yIveETol COLPOVA LE TIG ETIONUES, EOVIKES KO TOTKEG
OVTYUIKPOPLOKES TOMTIKEG,

‘Eva avtiflotikod pe pikpotepo kivouvo emaoyng tikpoPrakng avioyne (ukpdtepn AMEG katnyopia)
TPEMEL VAL YpNoomoteitol o¢ Oepomeio TpOTNG YPOUUNAG OTAV 1) SOKIUY gvaoOnGiog VTOONADVEL TNV
mOOVH ATOTEAEGUOTIKOTNTA QTG TNG TPOGEYYIONG.

Edv mopovciootel avtidpacn vaepevaicneiog, n katdAinin Oepaneia Tpémet va yopnysiton xwpig
kabvotépnon.

[dwaitepeg Tpo@LAGEELS TOL TTPEmel vo Aopavovial amd To GTOUO TOV YOPNYEL TO KINVIOTPIKO
QOPUOKEVTIKO TTPOioV o {ma:

H tulathromycin gpefilel ta patia. Ze mepintmon mov Katd AaBog vTapEel EmaPn e TO LATIOL, TAVVETE
opéomg ta patio pe kabapd vepd.

H tulathromycin mBovov va tpokarécel epedioud otav £pbet o€ emaT| e TO SEPLOL LUE UTOTEAEC U,
Y. TNV €pLOPOTNTA TOL déPHaTOg (epbbnua) KavT deppatitidan. Xe Tepintmon mov katd Adbog
VIApEEL ETOEN UE TO dEPLLO, TAVVETE OUECMG TO OEPUO LUE GOTOVVL KOl VEPO.

ITAOvete ta xéplo petd amd kdbe ypnon.

Xe mepinTon mov KoTd AAB0G KAVETE OVTOEVEST), VO avalNTHOETE AUECMG 10TPIKT| Ponbeta kot va
emdei&eTe 0TOV 10TPO TO ECHOKAEIGTO PVAAO OOMYLDV YPNOEWMS 1} TNV ETIKETO TOV PUPLOKEVTIKOV
TPOIOVTOC.

Edv vrapyel vmoyia avtidpaong vrepgvatcbnaciog petd and toyaia £kbeomn (mov avayvopiletol and
Y. KVNOUO, SuoKOAID GTNV avoTTvoT], KvidwoT, TPNEO 6TO TPOS®TO, VouTia, EUETO) Oa Tpémel va
yopnynOel katdAnin Oepancio. Avalntiote auéomc wtpikn fondeia ko emdei&te otov 10Tpd TO
E0MKAEIGTO PVALO OONYIDV YPNCEWDC | TNV ETIKETO, TOV PAPUUKEVTIKOD TPOIOVTOC.

Eyxvpocvvn kot yodovyio:

H acpddeia Tov kTviaTpiKod QOpROKEDTIKOD TPOTOVTOG dev £xel amoderyDel Katd T didpkela TG
KONO™NG KAt TNG YOAOLYioGC.

To mpoidv va yopnyeital Lévov cOLE®VA LE TNV EKTIUNGT 0QELOVG-KIVOHVOL amd TOV VITEVBVVO
KTnviatpo.

Ao TIC epYaoTNPLOKEC LEAETEG GE EMIUVEG Kol KOLVEMA eV dlomioTdONKay evOei&elg
TEPUTOYEVEDTG, EUPPLOTOEIKOTNTOC 1] TOEIKOTNTOG 6TO £YKLO {MO.

AMNAETIOPOGT UE GALG QUPUOKEVTIKO TPOTOVTO. Kol GAAEC LOPQEC OAMNAETIOpOGNC:
Agv glval yvootr| Koplio.

Yrepdocoroyia:

Xe veapong yoipovg Bapovug mepimov 10 kg 6tav Tovg yopnynonke d0om TPELG 1 TEVTE POPES
UEYOADTEPNG TG DEPATEVTIKNG, EIYE OC AMOTELECUO TNV ELPAVION TAPOSIKOV CUUTTOUATOV, TOV
omoddOnKav o€ evoyAnon oto onueio g éveonc, ta onoia mepAappavay emveg kot avnovyia. Eriong
TapaTnPNONKE YOAOTNTA OTOV EPAPUOCTNKE 1 £VEGT G6TO OTic010 UEPOG TOV TOS10V.

Kvpiec acvufaromreg:
AbOy® ENheyYNG LEAETOV OGVUPATOTNTOG, TO POV KITNVIOTPIKO PUPLOKEVTIKO TPOidV dev TPEMEL VOl
OVOUELYVOETOL [LE GAAD KTVIOTPIKA QOPLUAKEVTIKE TPOIOVTAL.

1. AvemOounta coppavra

Xoipot:

[ToAb cuyva
(>1 oo / 10 vrd Bepancio (oa):
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Avtidpaon oto onpeio g éveoncl?, ivwon 6to onueio g éveonct, apopporyia oto onueio g
éveonct, oidnua oto onueio g éveonct

! Mropet vo empeiver yio mepinov 30 nuépeg petd amd v &veon.
2 Avaotpéyieg oAOYEG TNG GLULPOPTONG.

H avagopd avemBountov coppdviov eivar onpavtikny. Exitpénet tn cuveyn mopokoiovdnon g
AoQAAELNG EVOG TTPOTOVTOC. EdvV Topatnprioete omoladnmote ovemBOUNTI EVEPYELD, KOO KOL OV OEV
AVAPEPETOL GTO ECAOKAEIGTO PVALO OONYIDV ¥pNoNG 1 CUPIPAALETE VIO TNV OATOTELEGUATIKOTITO TOV
Qappdxov, mapokareiches vo ETKOVOVNGETE, KaTapyds, LLe TOV KTviatpd coc. Mmopeite eniong va
avapépete omoladNToTe avemBHUNTA GLUPAVTA GTOV KATOYXO TG Adelog KVKAOPOpiag 1 GTOV TOTKO
AVTUITPOCHOTO TOL KATHYOV TNG GOEL0G KLUKAOPOPIaG (PN CLOTOUDVTAG TO GTOLXEID ETKOVOVING GTO
TEAOG VTOV TOV PVALOL 0OMYLDV YPNONG, N LECH TOL €0VIKOD GOG CLGTALOTOC avaPopds: {oTor el
€0VIKOO GLGTNATOG AVOPOPAS}

8. Aocoloyia Yo kKG0g €id0g, TPOTOS KAl 0001 Yopnynong
Mio gpdmag evdopvikn éveon twv 2,5 mg tulathromycin/kg copatikov Bdpovg (1codvvapo pe 1 ml
TOV KTNVIOTPLIKOD QUPUaKeEDTIKOD Tpoidvtod/10 kg copotikod Bapovg) otov Tpdynio.

INa ) Bgpaneia TV yoipwv dve tov 40 kg couatikov Bdpove, dtapéote T 6061 OOTE Vo UV
vrepPaivel ta 4 ml avd onueio éveong.

9. Oonyieg Yo ™) c®GTI| YopRyNnon

T kG0e avorvevoTiky vOco cuvictdtol 1 Bepaneio Tov (OOV oTo TPMOTU GTASIN EUEAEVIONG TNG
vOGOL KOl EKTIUNGT TG avTamOKplong 011 Oepaneio eviog 48 wpdv petd v éveon. Edv ta khvika
CUUTTMUOTO TG OVOTVEVGTIKNG VOGO EMUEVOLVY 1] 0LEAVOVTOL, 1) EAV LITAPYEL VTTOTPOTY, 1| Oepameia
TPEMEL VoL AALAEEL, Vo ypnotpomotn el GALo avtilotikd Kot vo cuveIoTel LEXPL TO KAVIKAL
GUUTTOLOTA VO EE0PAVIGTOVV.

INa ) dtwoedion g opbng docoroyiag, To copTKO Bdpog Tpénel va tpocdiopiletar pe 660 TO
duvatov peyarvtepn akpifeta. Kotd v opadikn dwayeipion tov {dov oe pia Oepaneia,
ypMnolLonomote o Belovn avappdenong (draw-off) 1 pia avtdpatn GLGKELT d0GOAOYING YIOL TNV
amo@uY™ vrepPorikng dtdTpnong. To ntopa propet va tpurnbdei pe acpdreia péxpt kKot 30 popég.
10. Xpovor avapoviig

Kpéag kot edmdpot wotoi: 13 nuépeg.

11. Ewwkég cuvOnkeg owatipnong

Na puidcoetal o€ 0éon, TV onoia dev PAETOLY Kot dev Tpooeyyilovy Ta TALd1d.

Agv vapyovV e101KEC 00N YiEC S1aTHPNONE Y10 OVTO TO KINVIATPIKO POPLOKELTIKO TPOTOV.

Na pn ypnoiponoteital autd To KTNVINTPIKO GOPUOKEVTIKO TPOTdV HeTd amd Tnv nuepopnvia Aéng
OV ovoypaeeTol oty eTkéTo Petd EXp. H nuepounvia AnEewg cvpumintetl pe v televtaio nuépa

TOL GUYKEKPYEVOL U VaL.

Awdpketo {ong PHETA TO TPMTO AVOLYLLO TOL AUECOL TTEPEKTN: 28 NUEPES.

12. Eidwkég mpo@uraiers amoppryng
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To eapuoxo dev TPEMEL VOL ATOPPITTOVIOL HECH TOV AVUATMV 1 TOV OIKIOKOV OTOPANTOV.
XPNOOTOINOTE TPOYPAULOTO ETICTPOPTC PAPUAK®OV Y10, TNV ATOPPIYN U1 XPNCLOTONOEVTOV
KTNVIOTPIK®V QOPLOKEVTIKAOV TPOIOVTOV 1 GAADV DAIKOV TOV TPOEPYOVTAL OO T XPNOMN TOVG
GOUQ®VA, LLE TIG TOTIKEC OTALTNOELS KAl LLE TUYOV 1oYvovTa £BVIKA cuoTiato cvAloync. Ta pétpa
OUTE OTOGKOTOVY GTIV TPOGTAGIO TOL TEPIPAAAOVTOC,.

2opPovievbeite Tov KTNViaTPd GOC 1} TOV POPLAKOTOLO GAG Y10, TOV TPOTO ATOPPLYNG TV
YPNOUOTOMOEVTOV QupUAK®Y.

13.  Ta&vopunon TOV KTNVIOTPIKAOV QUPUIKEVTIKAV TPOIOVTOV

Na yoprnyeital LOvov e KTNVIOTPIKT CLVTAYY.

14. ApOpoi Go£10g KUKAOPOPLOG KOl GVCKEVUGIES

EU/2/20/252/008-012

2VOKEVAGIEC:
Xdaptvo kovti,, T0 0moio mepiéEyet Eva proido Tov 20 ml.

Xaptivo kovti,, T0 omoio mepiéyet £va eraido Twv 50 ml.
Xaptivo kovti,, T0 omoio mepiéyet Eva eraAido Twv 100 ml.
Xdaptvo kovti,, T0 0moio mepiéyet Eva erodido Tmv 250 ml pe 1 yopig TpoctatenTiKd mepifAnua.

Mmopel va, unv KokAo@opoOV OAEC 01 GLCKEVUGIEG.

15. Hpepopnvio terlevtoiog avafe®@pnong Tov QUALOV 00N YLOV YPNONS

Aentopepeic TANPOQOPIES Y10 TO €V AOY® KTNVIATPIKO QOPLOKEVTIKO TPoidv eivar dtafécies ot
Baon dedopévav g EE yio ta ktmviozpikd tpoiovta (https://medicines.health.europa.eu/veterinary).
16. Xrtoysio emkowvoviag

Kdéroyog tne ddstoc KukAoQopiac:

VIRBAC

1% avenue 2065m LID
06516 Carros

TaAAiia

IMopaockevootig vrevhuvoc yio TV areAevEpmon TV TopTidwV:

VIRBAC

1% avenue 2065m LID
06516 Carros

TaAAiia

'H

FAREVA Amboise
Zone Industrielle,
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29 route des Industries
37530 Pocé-sur-Cisse
TaAAiia

Tomkol ovTITPOoMTOL KO OTOLYEIO EMKOIWVMVIC Y10 TNV ava@Oopd THavoAoyodpuevey avemfountwv

EVEPYELDV:

Belgié/Belgique/Belgien
VIRBAC BELGIUM NV
Esperantolaan 4

BE-3001 Leuven

Tél/Tel : +32-(0)16 387 260
info@virbac.be

Peny6auka buarapus
VIRBAC

lere avenue 2065 m LID
FR-06516 Carros
®paHuus

Tel: + 33-(0)4 92 08 73 00

Ceska republika

VIRBAC Czech Republic, s.r.o.

Zitavského 496

156 00 Praha 5

Ceska republika

Tel.: +420 608 836 529

Danmark

VIRBAC Danmark A/S
Profilvej 1

DK-6000 Kolding

TIf: +45 75521244
virbac@virbac.dk

Deutschland

VIRBAC Tierarzneimittel GmbH

Rogen 20
DE-23843 Bad Oldesloe
Tel: +49-(4531) 805 111

Eesti

OU ZOOVETVARU
Uusaru 5

EE-76505 Saue/Harjumaa
Eesti

Tel: + 372 56480207
pv@zoovet.eu

Lietuva

oU ZOOVETVARU
Uusaru 5

EE-76505 Saue/Harjumaa
Estija

Tel: + 372 56480207
pv@zoovet.eu

Luxembourg/Luxemburg
VIRBAC BELGIUM NV
Esperantolaan 4

BE-3001 Leuven

Belgique / Belgien

Tél/Tel: +32-(0)16 387 260
info@virbac.be

Magyarorszag

VIRBAC HUNGARY KFT
Vaci utca 81. 4 emelet.
HU-1056 Budapest

Tel: +36703387177
akos.csoman@virbac.hu

Malta

VIRBAC

1% avenue 2065 m LID
FR-06516 Carros

Franza

Tel: + 33-(0)4 92 08 73 00

Nederland

VIRBAC Nederland BV
Hermesweg 15

3771 ND-Barneveld

Tel : +31-(0)342 427 127
phv@virbac.nl

Norge

VIRBAC Danmark A/S
Profilvej 1

DK-6000 Kolding
Danmark

TIf: + 45 75521244
virbac@virbac.dk
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EArada

VIRBAC EAAAX MONOIIPOXQITH A.E.
13° vl E.O. AOnvav - Aapiag

EL-14452, Metapoppmon

TnA: +30 2106219520

info@virbac.gr

Espafia

VIRBAC ESPANA SA

Angel Guimera 179-181

ES-08950 Esplugues de Llobregat (Barcelona)
Tel. : + 34-(0)93 470 79 40

France

VIRBAC France
13%rue LID
FR-06517 Carros
Tél: 0800730910

Hrvatska

CENTRALNA VETERINARSKA AGENCIJA
d.o.o. (CVA)

Prve Ravnice 2e, 10000 Zagreb

Republika Hrvatska

Tel.: + 38591 46 55 115

kz@cva.hr

Ireland

VIRBAC IRELAND
Mclnerney & Saunders
38, Main Street

Swords, Co Dublin
K67E0A2

Republic Of Ireland

Tel: +44 (0)-1359 243243

island

VIRBAC

1% avenue 2065 m LID
FR-06516 Carros
Frakkland

Simi: + 33-(0)4 92 08 73 00

Italia

VIRBAC SRL

Via Ettore Bugatti, 15
IT-20142 Milano

Tel: +3902409247 1

Osterreich

VIRBAC Osterreich GmbH
Hildebrandgasse 27
A-1180 Wien

Tel: +43-(0)1 21 834 260

Polska

VIRBAC Sp. z 0.0.

ul. Putawska 314

PL 02-819 Warszawa
Tel.: + 48 22 855 40 46

Portugal

VIRBAC de Portugal Laboratérios LDA

Rua do Centro Empresarial
Edif.13-Piso 1- Escrit.3
Quinta da Beloura
2710-693 Sintra (Portugal)
Tel: + 351 219 245 020

Romania

VIRBAC

1€ avenue 2065 m LID
FR-06516 Carros

Franta

Tel: + 33-(0)4 92 08 73 00

Slovenija

VIRBAC

1% avenue 2065 m LID
FR-06516 Carros

Francija

Tel: + 33-(0)4 92 08 73 00

Slovenské republika

VIRBAC Czech Republic, s.r.o.
Zitavského 496

156 00 Praha 5

Ceska republika

Tel.: +420 608 836 529

Suomi/Finland

VIRBAC

lere avenue 2065 m LID
FR-06516 Carros

Ranska

Tel: + 33-(0)4 92 08 73 00
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Kvmpog

VIRBAC EAAAX MONOITPOXQITH A.E.

13° vl E.O. AOnvav - Aapiag
EL-14452, Metapoppmon
TnA.: +30 2106219520
info@virbac.gr

Latvija

OU ZOOVETVARU

Uusaru 5

EE-76505 Saue/Harjumaalgaunija
Tel: + 372 56480207
pv@zoovet.eu

Sverige

VIRBAC Danmark A/S Filial Sverige
Box 1027

SE-171 21 Solna

Tel: +45 75521244
virbac@virbac.dk

United Kindgom (Northern Ireland)
VIRBAC IRELAND

Mclnerney & Saunders

38, Main Street

Swords, Co Dublin

K67EQA2

Republic Of Ireland

Tel: +44 (0)-1359 243243

IMo omoladnmote TANPOPOPio. GYETIKA LE TO TUPOV KTNVINTPLIKO PAPHUOKEVLTIKO TPOiOV, TapaKoAeiche
va, anevBvvOeite GTOV TOTIKO AVTITPOCHTO TOV KATOYOV TNG AOELS KLKAOQOPTNG.
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