®YAAO OAHT'IQN XPHXHX
Micotil 300 mg/ml Evéoipo SiGAvpa yio yprion o€ foogidn kot tpopara.

1. ONOMA KAI AIEYOYNXZH TOY KATOXOY THX AAETIAY KYKAO®OPIAX KAI
TOY KATOXOY THX AAEIAX ITAPAXKEYHX I[TIOY EINAI YIIEYOYNOX I'TA
THN AIIOAEXMEYZXH TAPTIAQN, E©@OXON EINAI ATA®OPETIKOI

Kdaroyog g doeroc kuklopopiog

Eli Lilly and Company

Eli Lilly Regional Operations GmbH,
Kolblgasse 8-10

1030 Vienna, Avoctpia

TMopackevaotnc vevLHvvog yia TNV aneAevfipmon TV TaPTIdWV: %
Eli Lilly and Company Limited
Speke Operations

Fleming Road, Speke, Liverpool L24 9LN, Hvouévo Baciieo

Elanco France S.A.S
26 Rue de la Chapelle, 68330 Huningue, ['aAAio

2. ONOMAZIA TOY KTHNIATPIKOY ®APMA IPOIONTOX
Micotil 300 mg/ml Evécipo didAvpa yia xprion og foo opara.

3. YXYNOEXH XE APAXTIKH(E YXIA(EY) KAI AAAA YYXTATIKA
Ké0e ml mepiéyst:

Apaoctikd Zvotatikd:  Tilmico g/m

"Exdoya: 250 mg

for injection

4. ENAE

Boog1o1]
{ TVEVGTIKNG VOGOL T®V ooeld®dVv Tov oyetileTon pe aiotvtxy Mannheimia

aemolytica) xon Hootepellwan (Pasteurella multocida).

Hpofata
Ogpameio AOIUDEEDV OVOTVEVGTIKNG 0000 OV TpoKahovvTon omd arpolvtixy Mannheimia
(Mannheimia haemolytica) xon [lootepéllwon (Pasteurella multocida).

B¢pamneio Tododeppatitidng ota TpodPata mov Tpokaieitar and Dichelobacter nodosus Kou
Fusobacterium necrophorum.

®eponeio o&elag pootitidug oto TPOPATO TOL TPOKAAEITOL ATTO TOV YPLTI{OVTO TTAPVAOKOKKO
(Staphylococcus aureus) ka1 to puvxoriaoua e ayaialios (Mycoplasma agalactiae).



S. ANTENAEIZEIX

Na unv yopnyeitai evéopiefime.

Noa pnv yopnyeitot EvOoULIKAMG.

Na pnv yopnyettat og apvois Pépovs kdtw tov 15 kg.

Na unv yopnyeital o€ TpoTELOVTH ONAOCTIKG

Noa pnv yopnyeiton o€ yoipovg.

Na punv yopnyeitor o€ dhoya Kot 6voug.

Na punv yopnyeiton o€ aiyeg.

Na unv xpnoiponoteital o€ mepinT®on vaePELOICONGING 6TO SPASTIKO CLGTATIKO 1| O KATO10 AmTd TOL

£Kdoy.
6. ANEINNIOYMHTEX ENEPTEIEX %
€ OPICUEVEG TEPIMTMOGELG UTOPETL VO TOPOVCIUOTEL £VO LOAOKO, S14VTO OidN U 6TO ng
éveong, wotdoo, eapaviletan péoca og TEVTE EMC OKTD NUEPEC. X€ OMAVIEG TT o€l (oo
EamAmvouy, Tapovctdlovy EAEWYT GLUVTOVIGLOV KOl CTOGLLOVG.

"Exovv avaeepbel Bavatneopa kpovouate foogddv Letd and pio VSOQXSE doon tov 5 mg/kg

COUOTIKOV BAPOVG Kol LeETA Ao VITodopLa Eveon ddcemv Tav 150 mg/kg copoatikov fapovg o

- oA cuyvn (Teptocotepo amd 1 ota 10 vrd Bepancia La VG1ALOVV AVETIOOUNTEG EVEPYELEC
KOTA TN

ddpketa g Bepameiag)

- ovyvn (Tep1ocoTEPO amd 1 aAld Ayt ) ®o oto 100 v Bepancio {ma)

- un ovvnOopévn ((teprocodtepo amd 1 o a6 10 {da oto 1000 vro Bepaneio (Ha)
- omavia (meplocotePO amd 1 aAAd AydtePO {oa ota 10.000 vrd Bepameio Cmar)
- oAV ordvia (Mydtepo and 1 o 0 vrd Bepaneio {ha)

N7 EVEPYELD, OKOMLO KOL OV OEV OVOPEPETOL GTO ECHOKAEIGTO
£TE Y10, TNV ATOTEAEGLATIKOTITO TOV PAPUAKOV, TOpaKoAEicOE va
viatpd Goc.

Edv napotnpioete omoladnmote
OvAL0 Odnydv Xpio )
EVNUEPMDTETE GYETIKMG

7. EIAH

Booegdn Ko

8. AOXOAOI'TIA I'TA KAGE EIAOZ, TPOIIOX KAI OAOX(OI) XOPHI'HXHX

MONO I'TA YIIOAOPIA ENEXH.
Xpnowonoteite 10 mg tidpukosiving avd kg copoticov fapovg (avtiotoryel o€ 1 ml Micotil 300
mg/ml Evéoipo didivpa ya yprion oe fooetdr| kar tpoPata, avd 30 kg copatikod Bdpovg).

Boosgion:

Tpémog yopiiymong:

AvVoppoPnaTE TNV OTOLTOVUEVT] dOGT A0 TO PLOAISI0 KOl APALPESTE TN cVpLyyo and T Peldva,
apnvovtag ™ Pfelova péca 6to Proridio. Av Tpémetl va vroPAndei oe Bepaneio pio opdda Lowv,
aenote N PeAdVa 0TO QLOAISIO Y10 VO AQUPEGETE TIG LETAYEVESTEPEG 00GELS. AKviiTomomote To (dho
Kol g100yeTe vTodOpLa pia AAAN PeEAOVA 0TO oNElo TNG £veonc. ZvuvioTATAL 1) £VEOT VA YIVETOL GE Uid

2



TTUYN TOL OEPUATOC TAV® O TOV TAELPIKO KA®PBO Kot Tiow omd ToV OpO. ZuVOESTE TN GUPLYYA LE T
BeAdva Kl TpayUATOTOOTE TNV £VECT| 6T PACGT TNG OEPLOTIKNG TTLUYNG. MnV eviete dyko v TV
20 ml avé onpueio éveonc.

Ipopata:

Tpomog yopipymonc:
H axp1pnic {oyion twv apvov givor onuavTikni yio Ty amouyn vrepdocoroyiag. H ypion cdptyyag 2
ml 1 pkpotepNS Pertidvel v akpiPn docoroyia.

AvVOppoPnaTE TNV OTOLTOVIEVT] dOGT A0 TO PLOAISI0 KOl APALPESTE TN GVpLyyo and T Peldva,
aervovtag t Perdva Héca 6To PLOAid0. AKIVIITOTOMGTE TO TPOPaTo evd Ppiokeote mAvm amd TO
(o ka1 e10dayeTe LITOSOPLA P AAAN PeAdVO 0TO onueio NG Eveonc. ZuVIGTATOL 1 £vEST va YiveTOl o€
L0 TTUYT] TOL OEPLOTOC TAVM amd TNV TAGY10 OmPaKIK KOIAOTNTA Kol TOW oo TOV ML
2ovoEaTe TN cLPLYYa LE TN PEAOVO KOt TPUYLOTOTOMOTE TV éveon otn Pdon ¢ o K
Mnv gviete dyko avo twv 2 ml avd onueio £veong.

9. OAHI'IEX I'TA TH XQXTH XOPHI'HXH

[pénel va Lopfavovtal voyn ot emicnuUeg, e0VIKEG KOl TOTIKEG OVTLUIKPO €G TOMTIKEG KOTA TN

XPNON TOL TPOIOVTOG,.

Av dev onuelwbet Bertioon péca oe 48 dpeg, mpémel 1w0el 1) Sidyvoon).
ATopeDyeTE TNV €16POT| LOAVGUOTIKOV OVGLOV GTO (U )
Micotil 300 mg/ml Evécipo didAvpa yio yprion 0€L
COUATIOKT VAN /KAl L1 PLUGLOAOYIKT EUPEVIC

1 Ko TpoPata, ov TapaTnPnoeTE TUXOV EEVN

10. XPONOX ANAMONHX

Boozgion:

Kpéag kot edddot wotoi: 7
T'éha: 36 nuépeg
Av 10 TTpoidV yopnynOel
TPEMEL VAL YPTOLLLO i

a0eg Kot TNV ENpn mepiodo 1N o€ £ykveg dopaAideg, To Yoda dev Oa
avOpaTIvn Kotavaimon av oev TapéABouy 36 pHéEpec 0md TOV TOKETO.

Kpéag karedmdyiot 1otol: 42 nuépeg

Av 10 mpoidy yopnynOel oe mpoParivec katd v Enp1| mepiodo 1 o€ Eykveg Tpofartives, To yaAa dev Ba
omonfel Yo avOpdmivn Katavaiwon av dev mapéAbouvv 18 pépeg and Tov TOKETO.

11. EIAIKEX YYNOHKEX ATATHPHXHXZ

Na puAdooetor o 0éom, TV omoia dgv PAETOLY Ko dev Tpoceyyilovv Ta TadLd.

dvidooete TpootateLEVo amd v £kbeon oTov AL0.

Noa pn ypnotpomoteital antd 10 KINVIATPIKO QOPUOKEVTIKO TPOIdV LETA amd TNV NuUepounvia ANENG
OV OVOLYPBAPETOL GTO KOVTL.

Aldpketa {onNg PLETA TO TPMTO AVOLyLo TOV TEPLEKTN: 28 NUEPES



Mnv ypnoiponoteite to Micotil 300 mg/ml Evéoyo didivpa yuo xpror o€ foogtdn] kot mpodPata, av
TOPOTHPHOETE TOYOV CEVI] GOUATIOIONRY VAN /K0l Uh QUOIOAOYIKY EUQPCVIOH.

12. EIAIKH(EX) IIPOEIAOIIOIHXZH(EIX)

Edwkég mposidomomosis o ka0e gidog {mov:

IIpoPata

O KhMvucéc dokpég dev katéderiEov Paxtnploloyikn| Beponeia ota TpoPata pe o&ela LaoTiTION TO
TpoKaieitar amd Tov ypvoilovia aropvloxoxko (Staphyloccocus aureus) Kol 10 pvkOTAaoua the
ayoraliog (Mycoplasma agalactiae).

Na unv yopnyeitor og apvovg Bapovg katw tov 15 kg d10tt vadpyetl kivovvog to&ikdtyrag Aoym
VIEPSOGOLOYING.

H axp1pnic {oyion twv apvov givor onuavTikni yio Ty amoguyn vrepdocoroyiag. H n Lyyoc 2
ml 1 pukpdtepNg Ba dtevkoAbvel TV akpiPny docoAoyia.

Iowitepeg mpo@uAAEELS TOV TPEmer vo Aapufavovtor oo T0 ATONO TOV %0 i T0 KTV TPIKO
PUPUUKEVTIKO TPOIdV o€ Loa:

I1po£1domoNGELS 0LCQAAELOG Y10 TOV YEPLOTN

H ENEXIMH XOPHI'HYH THY TIAMIKOXINHY YXTON ANOPQIIO MITIOPEI NA
EINAI ©ANATH®OPA - [IPEIIEI NA EIZTE IAIAITEPA ITPOXEKTIKOI I'IA THN
AIIO®YTH THY AKOYXIAY AYTOENEXHY KAT WA’A_._ A THPEITE AKPIBOQYX

TIX OAHT'IEY XOPHI'HYXHY KAOQY KAI TIX [TAPAKATQ OAHI'TEY.

* Mnv ypnoiponoleite GuoKeLY
* BeBawwbeite 611 T00 {001 €1

Bpiokovtol Kovtd cag,.
* Mnv ypnolonoteite

Micotil 300 mg/ml Evéoipo diéivpa yia yprion oe Poogdn

Kot TpoPata.
* Y¢ mepintoon v éveonc NA ANAZHTHZETE AMEZQY IATPIKH BOH®EIA kot
va, emdeiéete 10A1010 1 TO PVUAAO 0N YDV YpNoemc. Epappdote Eva kpvo emibepa (Oy1L mdyo

amevdeiog) ot ¢ éveong.

IIp66BeTEC MPOEIOOTONGELS ACPAAELNS Y10 TOV YEIPIOTN:

*ATOQEVYETE TNV EMAPT LLE TO, LATLO KOL TO OEPLLOL. EETAVVETE QUECHOG LE VEPO TLYOV TITGIALEG OO
TO OEPLLOL KO TOL LLATLOL

*Mmnopel va mpokarécel evarcOnTonoinon oe emagn pe to 0épua. No TAEVETE Ta ¥€PLo GOG LETA
ond Tov YEPoUd TOoL TPOIdVTOG,.

XHMEIQXH ITPOX TON IATPO

H ENEXIMH XOPHI'HYXH THY TIAMIKOXINHY XTON ANOPQITIO EXEI
ZYEXETIXTEI ME OANATH®OPA KPOYXMATA

To xapdioyyelokd cHGTNHA EvOL 0 6TOYOG TNG TOEIKOTNTOG, 1] OO0 UTOPEL VO OQEIAETAL OE
OTOKAEIGUO S0V @V 10VTeV acPection. Oa mpénel va eEetdletal To EvOeYOUEVO eVOOQAEPLOG




XOPNYNoNS YAW®PLOVYOL aGPecTion LOVo epdcov Vdpyel Betikn emPefainon omd v Ekbeon
OTNV TIAUKOGIVT).

e peAéTeG IOV £YVOV 6€ GKOAOLG, 1) TIMUKOGTVN TTPOKAAESE apVNTIKY] VOTPOTO dpAon e
EMaKOAOLON TayLKAPOi KoL LEIMOT) TG CLOTNIKNG APTNPLOKNAG TTEC G KAOMDC Kot TG
CQUYUIKNG OPTNPLOKNG TTiEoNG.

MHN XOPHI'EITE AAPENAAINH 'H B-AAPENEPTTIKOYX ANTAT'QNIXTEX
OIIQX ITPOITPANOAOAH

H Bvnowdtra tov xoipov mov o@eiletol 6TV TIAMUKOGIVY EVIGYVETAL OO TNV AOPEVUATVT.
H 6epancio pe evooAéPia yoprynon yrAwprodyov acPectiov o€ okOAOVG KatédelEe BETIKN

dpdaomn oIV WOTPOTO KATACTOOT TG OPICTEPNS KOIAMOG Kol OPIGUEVES BEATIOCELS
pAeficn mieom kal oTNV TOLKOPSia.

Ta TpoKAVIKA dESOUEVA KOl [0 LEUOVOUEVT KAIVIKT] OVOPOPE DITOOEL vV O on
YAwpPLovyoL acPectiov umopel va fonbncel 6Ty avacTPOPN T®V OTOTE @V 0€ 0,T1
apopd Tic LETAPOAEG 0TI PAEPIKN TTieoN Kot 6TOV KOPOLKO puOUd TPOKAAOVVTAL OTO TN

XOPNYNOT TIAUIKOGTVNG 6TOV AvOpwTo.

Oo pémel eMiong va. eEETACTEL KOl TO EVOEXOUEVO YOPNYN doPovtapivng Aoym g BeTiKng
wotpdmov OpAomg TG, av Kot dev exnpealel v Toyvkapdia.

Koaboc 1 tiApikosivn mapapével 6touvg 16Tolg Yo 0pKe , TO KOPOLAYYEWHKO GUOTI LN
Ba pémel va PpiokeTar VIO GTEVH TOPAKOAOVON 1 VO, YOPMYELTOL VTTOGTNPIKTIKN
Oepameia.

2uvietdtot 6Toug Bepdmovieg 10Tpov ovv ektebel otV ovsia owTH va
emuotvavovy pe 1o KENTPO AH
KOTAGTOONG GTOV TOPUKATM aPlOUo:

Eykvopocvvy:

H ac@dieia Tov Ktnviotpikon eo 1KoV TTPOIOGVTOG OEV el amodelyOel Katd TN dLApKELD TNG
EYKLHOCVVNG.

XpNoYOTOoTE TO TPOT GOLPMOVO, LLE TNV EKTIUNGT] 0PEAOVE/KIVOLVOL 0TO TOV DTTELHLVO
KTnviatpo.

Ynepdoooroyia 0TO, PETPO AVTIUETATICNG, UVTIOOTO):

210 ooetdn piec evéoelg Tov 10, 30 ko 50 mg/kg copatikod Bapovg, emavarapufavOoleves TPELG
©opé ) 72 wpdv, dev o Bavatnedpes. Avartiydnke oidnpa oto onueio g Eveongs, OT®S
av 5 povadikn PAAPN mov mopatnpOnKe otV avToyio NTOV 1 VEKPMGT] TOL HVOKAPIIon

v éaafe Oepaneio pe 50 mg/kg copotikov Bapovg.

Adcelg Tov 150 mg/kg copatikod Papovg mov yopnyndnkav vrodopia pe ddotnpa 72 wpdv NTav
Bavatneopec. Tlapatnpndnke oidnua oto onueio g €veong kol oty avtoyio 1 uoévn PAAPN mov
dwmotdbnke NTov por EAaepd vEKP®OOT ToLv HLoKopdiov. AAL0 GUURTOUATO TOV TopOTPNONKAY
Nrav: SuoKora oty Kivinon, Letdpévn 0peln Kot TayLKapdiaL.

Y10 mpofata o1 pdmas evéoieg 60oelg (tepimov 30 mg/kg cmpoticod Bépovg) prnopel va TpOoKAAEGOLY
ehoppd avénon tov pvbupod avamvong. O peyaddtepeg d6celc (150 mg/kg copatukod Bdapovg)
mpokdiecav atoa&io, ANBapYo Kol TTOCT TNG KEQOUANG.

Inuewdnkav Bavatnedpa kpovopata petd amd pio evooeiéPia éveon 5 mg/kg copatikov Bapovg o
Booedn ko 7,5 mg/kg copoatikov Bapovg oe tpdPara.



Acovppoarotnreg
AOy® EAkeymg peleTdv aovpPatodtnTag, T0 TapdV KINVIATPIKO QAPUOKEVTIKO TPOIOV dev TPEMEL Vol
OVOETYVOETOL PE GAAD KTNVINTPIKG QUPUAKEVTIKG TPOIOVTO.



13. EIAIKEX ITIPO®YAAZEIX AIIOPPIYHX ENOX XPHXIMOIIOIHOENTOX
KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX 'H AAAQN YAIKQN
MNOY NPOEPXONTAI AIIO TH XPHXH TOY TPOIONTOX

To eapuoxe dev TPEMEL VOL ATOPPITTOVTOL HECH TOV AVUAT®V 1 TOV OIKIOKOV OTOPANTOV.

YopPovievbeite Tov kKTNViaTPOd GG Yo TOV TPOTO ATOPPIYNC TOV YPNCILOTOMOBEVTOV Pappakwy. Ta
HETPOL ALTA OTOCKOTOVY GTNV TPOGTAGIN TOL TEPPAAAOVTOC.

14. HMEPOMHNIA THX TEAEYTAIAX EI'KPIXHX TOY ®YAAOY OAHI'TQN
XPHXEQX
01/2019

15. AAAEX [TAHPO®OPIEX

To Micotil 300 mg/ml Evéoipo Sidivpa yio xpnon oe fooedn kot Tpopata, me wol
TOPTOKOM @Loidia Tewv 25 ml, 50 ml, 100 ml 1 250 ml (TVmov I 1 Tomov II), €
EMoTIKO TOUO Kot EMe@PAyioT adovpviov. Kdbe aiido eivar cucken KOLTL

oo YapTOVL. Mmopel va Py KokAopopovv OAES 01 GLUGKELOGIES.

EAANKO EAAAY AEB.E.

Meooyeiwv 335, 152 31 XaAdvopt, ATTikn ;
TnA.: +30 213 006 5000



