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HNEPIAHYH TQN XAPAKTHPIZTIKQN TOY ITPOIONTOX



1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Neptra otikég oTayoves, SIIAVUA Y10, GKOAOVG

2. MOIOTIKH KAI MOXOTIKH XYNOGEXZH

1 6601 (1 ml) mepéyet:

ApPOGTIKE GVGTOTIKA:

Ddropoevikoin (florfenicol): 16,7 mg

Ydpoyrwpikn tepPfvaeivn (terbinafine hydrochloride): 16,7 mg, icodOvapo pe pdon tepPivapivn
(terbinafine base): 14,9 mg

dovpoikn popetalovn (mometasone furoate): 2,2 mg

"Exdoya:

MoroTiki] 60vOgoN EKOOY OV Kol GALOV GVGTUTIKAOV

Propylene carbonate

Propylene glycol
Ethanol (96 per cent)
Macrogol 8000
Water, purified

Awyéc, dypopo mpog Kitpvo, ELaepds 1EMOES VYPO.

3. KAINIKEX IAHPO®OPIEX

3.1 Eion {oov

ZKOAOL

3.2  OgpamevTikEg EVOEIEELS Y10 KAOE gid0g (Dov

I'o ™ Bepaneio g o&eiag EEm mTitidag Tov ckbAoL N TS o&elog TapodEuveng vroTpondlovcog
ortitidag mov opeideTon o pKTtég AodEeic oo Staphylococcus pseudintermedius kou Malassezia
pachydermatis.

3.3  Avrevositag

No Unv xpnoLOTOLEITAL GE TEPIMTMCELS VIEPELOICONGING GTA SPUCTIKA GUGTATIKA, GE GAAM
KOPTIKOGTEPOELON N G€ KATO10 artd TaL £KO0YO.

Na punv ypnoiponoteital og mepintmon pRENg Toumdvov.

Noa pnv xpnolLoToIEiTal G GKUAOVG LE YEVIKEVHEVT] OEPOONKW®OT).

Na pnv ypnowonoteital € {Oo Katd 1 SIPKELN TNG KONONG 1 TNG AVOTUPOYOYNS.

3.4 E10wkég mpoetdomoncelg

H Paxmpilokn kol poknTiactk oTitido ivol cuyva 0sVTEPOYEVIC GAAMY KOTOOTACE®Y. Xe {Oa [1E
16TOP1KO VTOTPOTLALOVGOC £E® MTITIONG, TPEMEL VO AVTILETOMIGTOVV T VITOKEIEVA aiiTIo TNG
KATAOTOONG OTC 1 aAAEPYio 1] 1] AVOTOUIKT SIATANGT] TOL CLTIOV, TPOKELLEVOL VO, OmoPeLYDel 1)
OVOTTOTEAEGLOTIKOTITO TG AYOYNG LLE TO KTNVIOTPIKO PAPUOKEVTIKO TPOIOV.
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Y& TEPIMTAGELS TOPUGITIKNG OTITIONG, TPETEL VOL EPAPUOGTEL KATAAANAN ay®yn LE aKapeoKTOHVO.

Ta ovtid Tpénet vo, KaBoploTOVY TPV TN YOPNYNGCT TOV TPOIOVTOG. ZUVIGTATL VO UMV ETOVOAAPETE
oV KaBapiopd Tov awTiov pEXPL 28 NUEPES LETA T XOPNYNOT| TOL TPOTOVTOC. L& KAVIKEG SOKIUES
yPMNoLoTOONKE HOVO PLGLOAOYIKOG 0pOG Yia Tov KaBapiopd tov avtiod. Lpv amd v Evapén g
Oepameiog [Le TO KTNVIATPIKO POPUAKEVTIKO TPOTOV.

O ovvdvacpdg avtds mpoopileTon yia T Bepaneia g o&eiog wtitidag 6tav £xovv mapatnpndel puKtég
rouméelg Tov Tpokarovvol and Staphylococcus pseudintermedius gvaictnto ot AOPPEVIKOAN Kot
Malassezia pachydermatis gvaicOntm oty tepfvagivn.

3.5 Iowirepeg mpo@urdéers katd T ypion

[d1oitepec mPoLAGEELS Yo TNV ao@OAN YpNon ota €161 omv:

H ac@dielo Tov KTNviHTpikol QuproKEVTIKOD TPOIdVTOoC dev £xel amodeydel o oxdAoVE NAKiag
ppotepng tov 3 unvav. H acedieto tov {dov otdymv dev HeEAeTONKe 68 GKOAOLG GOUATIKOD
Bapovg Aryotepo amd 4 kg. Qot000, dev evtomioTnray {ntiUaTe acQAAelS o€ HeEAETEG TESTIOV OF
oKOAoVG ov Luyilovv Arydtepo omd 4 kg.

[pwv amd TV €QapLOYN TOV KTNVIOTPIKOL POPUUKEVTIKOD TPOIOVTOS, 0 £® OKOLGTIKOG TOPOG Hal
npénel va, eEeTALETOL TPOGEKTIKA, £TCL MGTE VO, SIGPAAILETOL OTL OV VPICTOTUL SIATPTON TVUTAVOV.
Emava&lodoynote Tov 6kOA0 v KoTd TN ddpkela g Oepaneiog mapotnpnbel ammAieio akong 1
onuddia ducreitovpyiog Tov 0BovGaiov GUGTHUATOG.

Metd ) yoprynon, uropei va mapatnpndei vypacio ota owTid 1 Stowy£Eg EKKPLUa, TOV deV
oyetiovton pe v maboyéveln g voGov.

H ypnon tov mpoidvrog Oa npémel va Paciletal otn TowTonOiNGoT Kol 6€ SOKIUES gvatcOnoiag Tov
nafoyovou(mv) otoyov. Edv avtod dev eivar duvatd, 1 Oegpaneio Oo mpénel va Paciletar o
EMONUOAOYIKEG TANPOPOPIES KOl BTN YVAOT TG evanctnciog tov maboydvav-ctdywv o
TOTIKO/TEPLPEPELOKO ETITEDO.

H ypnon tov mpoidvtog mpénet va, YiveTal cOUPOVA LE TIG EMICTUES, EOVIKEC Kt TEPIPEPELAKEG
AVTUYKPOPBLOKES TOMTIKEC.

Avtiiotikd pe yapnidtepo kivovvo pikpofrakng avroyng (yapmin xatnyopio AMEG) mpénet va
ypMoLonoteital yuo Oepameio/aymyn TpOTNG YPUUUNG OTIG TEPIMTMGELS OTTOV 1) SOKIUN gvaicinciog
VTOJEIKVOEL TNV TOAV| OTOTEAECUATIKOTNTO QLTS TG TPOGEYYIONG.

H ypnon tov ktmvieTptkod opUaKEVTIKOD TPOTOVTOG KATH TUPEKKAIGT TMV 0dNYIOV TOV
nepthappavovtor otny Iepiinyn tov Xoapakmpiotik®v tov [Ipoiovrog (ITXIT) evééyetal vo avénoet
NV mapovcio faktnpiov avOEKTIKOV 6T PAOPPEVIKOAT Kol HUKNT®V OVOEKTIK®V 6TV TEpPvaeivn
K0l UTOPEL VO LUEIMGEL TNV OMOTEAEGHOTIKOTNTA TG Oepameiog pe Ao avTiBloTicd Kot
OVTILVKTTIOO KA.

Mewopéva enineda KopTi{oAng napatnpnnkay 6e HEAETEC OVOYNG LETA TV EVOTAANET TOV TPOIOVTOG
(mpwv ko petd ™ Siéyepon pe ACTH), vrodeucvoovtag 0T 1| @ovpoikn popetoldvn omoppoPdatal Kot
E10EPYETAL GTN CLOTNATIKY KVKAoQopia. Ta Kupla evpuaTa oL TopaTnPNONKay og doorn 1X fTav
LELOOT GTNV ATOKPLoT] TOL PA0100 o1 d€yepon pe ACTH, perwpévog andivtog aptOpog
AELQOKVTTAPOV Kol NOCWVOPIA®V Kot Uetmpévo Bapog entveppidiov. H mapatetapévn Kot evatikn
YPNON TOTIKDV KOPTIKOGTEPOELOMV EIVAL YVMGTO OTL TPOKAAEL GLOTNUATIKES OVTIOPAGELS,
GUUTEPIAQUPOVOLEVIS TNG KOTOOTOANG TG Agttovpyiog Tav entveepdiov (BA. mopdypago 3.10).

Y& mepintwon vrepevalctnciog oe 0TO10MTOTE OO TO. GVOTOTIKG, TO VT TPEMEL Vo TALOEL EMUEADC.
Emum\éov Oepamneieg pe kopTikooTepogldn Oa TpEmEL v 0moQELYOVTOL.



XPNOOTOINOTE TO LE TPOTOYN G CKLAOVC e TBav 1] emPBePatmpévn evookpvikn dtaTapayn (..
GaKyop®OIN 0101, VToBVPEOEITUO 1| VITEPBLPEOEIIIGUS KAT.).

[pénetl vo AneBel pépipuva dote va gumodileton 1 €i6000¢ TOV KTNVIATPIKOD (OPUOKEVTIKOD TPOTOVTOG
o610 HATIOL TOL GKVAOV oL VTOPAAAETAL OoE Bepameia, ). KPATOVTOS AKIVITO TO KEPAAL TOL GKOAOV
Y10 VoL ao@UYETE T Kivnon tov (BA. mapdypago 3.9). Xe tepintwon enaeng pe to patio EemAovete pe
dpBovo vepo.

[dwaitepeg mpo@uAGEELC TOV TTPETel vo Aaudvoviol amd To GTOLO TOV YOPNYEL TO KTNVINTPIKO
QOPULOKEVTIKO TTPOidV oe LMo

To kTNVIATPIKO PAPUAKELTIKO TTPOTOV Exel cofapn mBavoTnTo gpebicpod Tov patidv. Toyaio EkBeon
TOV PATIOV UTOPEL Vo GLUUPEL 0TOV 0 OKDAOG KOVVAEL TO KEQAA TOV KATA TN J1APKELN 1] OUECMG UETA
m yopnynon. ' va amopevybel antds 0 Kivouvog yio ToVg 1010KTNTES, GLUVIGTATAL 1] PO AVTOV TOV
KTNVIOTPIKO TPoidvTtog HOVo amd KTNVIATPOoLG 1 vid TV T PNoT| Tovg. [a v amopuyn g
£€KBe0NC TOV LOTIOV OTOITOVVTOL KOTAAANAG LETPA (T.Y. VO POPATE YLOMA UCPUAEING KOTA TN
SugpKeL TNG XOPNYNONGS, VO LOAAGETE KAAL TOV OKOVOTIKO TOPO UETA T YOPIYNON Yo VoL
SLCQUMGETE TNV OLOLOLOPPT] KOTAVOUT TOL TPOTOVTOC, VO, GUYKPATEITE TOV OKOAO LETA TN
yopnynon). e nepintwon akovolag oedaipikng éxbeong, Eemidvete KOG o pdtia pe vepd yia 10
€w¢ 15 Aentd. Edv epgpaviotodv copntodpota, (NToTe 10Tpik GVUPOLAN Kot deiETe To UAAO 00T YLDV
YAPNONG N TNV ETIKETO GTOV 10TPO.

Av Kol 6€ TEWPOUATIKEC LEAETEG OeV TTapaTnpOnke ThavdTTA EPEOIGLOD TOV dEPUATOG, 1| ETOPT] TOV
TPOTOVTOC LE TO OEpUA Bol TPETEL VOL ATOPEDYETAL. XE TEPIMTMOT TUYALOG ETAPNG LE TO OEPUM, TAVVETE
to exteBeévo déppa pe vepo.

[MBavov va givan emPAoféc o mepinT@OT KOTATOONG. ATOPVYETE TNV KOTATOGT TOV TPOIOVTOG,
ocopmepthapPavouévng g £kbeonc omd 1o ¥EPL 6TO GTOUO. L€ MEPINTMON TVYoiaG Katdmoong {ntiote
APECOS LTPIKT GLUPOVAN Kot dei&TE TO PUALO OONYIDV ¥PTIONG 1 TNV ETIKETA GTOV 1ATPO.

Idwaitepec TPOQULAGEELS Y10 TNV TPOSTAGIO TOL TEPPAAAOVTOC:

Agv 1oy0eL.

Al\ec TpoQUAGESIC:

H aopdleta kot 1 0moTELEGUATIKOTITO TOV KTNVIOTPIKOV QUPUAKEVTIKOD TPOIOVTOG OE YATEG gV €)EL
a&lorloynOei. H mopakorovOnon petd tnv kuklogopio Tov mpoidvtog deiyvel OTL 1| ¥PHOT TOV
TPOTOVTOC G YATEG UTOPEL VO GUGYETIOTEL LUE VEVPOAOYIKE GUUTTOUATO, (GUUTEPTAOUPBAVOUEVIC TNG
ata&iog, Tov cvvdpopov Horner pe mpofoin tov tpitov Aepdpov, TG pboNG, TG avicokopiag),
dloTapayEc Tov £0m OTOC (KMo KeQAANG) Kot Yevikd cvumtopate, (avopetio kot Aapyoc).
SUVETMG, M ¥PNOT TOV KTNVINTPLIKOD QUPUOKEVTIKOD TPOTOVTOG G YATeg Do TPEMEL VO, AmOPEVYETAL.

3.6  AvemOdpunra cvppavra

YxoOAOL

o\ Grévio. Ep0Onpa tov onueiov epappoyng, OAeypovi tov onueiov

epapuoyne, [oévoc oto onueio spoproynct
(<1 Lo / 10.000 vid Oepameio Lo, | T ro T e HIOVOS OTO GHELO EQAPHOTIS

CUUTEPILAUPAVOUEVOV TOV Yrepkwvnrikomra, Kpovyéct
UELOVOUEVOV OVOPOPDV):
"Epetog

Koeoon?, Meiopévn akon?, Atatapayéc and 1o HEco ouTi,
Kovvnua tov ke@oAton?,




OeBaipkn dwatapoyn (m.y. PAePapOCTAGHOC,
EMTEPLKITION, EAKOG TOV KEPUTOELDOVG, EPEDIGUOC TV
LOTIOV, KEPOTOETTEPVKITION)

Arta&ia, Nvotaypog

Avope&ia

LVEyer mapotnpn0ei Ayo petd tm yopnynomn tov mpoiovioc.
2 Kupimg og nhkiopéva {ooa.

H avagopd avemBountov coppdviav etvar onpavtiky. Emitpénet tn cuveyn mapoakorovonon g
AGPAAELNG EVOG KTIVIOTPIKOD POPUAKEVTIKOD TTPOidvTog. Ot avapopEg TPETEL VO, ATOGTEAAOVTOL, KOTA
TPOTIUNOT LECH KTNVIATPOV, E(TE GTOV KATOYO TNG AOELNG KUKAOQOPiog Eite oTNV £BVIKN aprodia
apyN LEC® TOL EBVIKOD GLOTHLATOG OVAPOPAS. AvaTpEETE GTO POAAO 00T YLDV YPONG Yid. TO,
avTioTO O GTOLYElD EMKOWVMVING.

3.7  Xpnion katd TNV KONG1, TN YOAOVYIO 1] TNV MOTOKId,

H aocpdieta Tov KTviaTpicoh QOpROKEVTIKOD TPOiovTog dev €xel amoderyfel Katd T dudpkela g
KONGONG Kot TNG YOAOLYIOG.

Kinon kot yarovyio:
Mnv To ¥pNGILOTOIEITE KOTA TN SIPKELR TNG KONONG KOl TNG YaAOVYinG.

Tovpétn o
Agv &ovv de€aydel PEAETEC Y10, TOV TPOGIIOPIGUO TNG EMIOPACNS BT YOVILOTNTA TV 6KOA®VY. Na

unv ypnoonoteitarl o€ {Ho KoTd TN SIEPKELNS TNG AVOTOPAYDYNC.
3.8  Aliemiopaocn pe GArho QUPRAKEVTIKE TPOIOVTH KOl GALES HOPPEG GAANAETIOPOONG

Agv glval yvootr| Kapia.
H ocvpparomra pe oticd KoboploTikd eKTO¢ TOL PLGIOAOYIKOD 0poD dev £xel amodetyDet.

3.9  Odoi yopnynong ko d0coroyia,

Qrin ypnon.
Mua yopriynon.

H cuvictdpevn docoroyia gival 1 coinvapro-piog d6omg (dnA. 1 ml dtaddpatog) ovd poAvoévo
aVTi.
H péyiot hvikn amokpion propet vo unv mapatnpnei émg 28 nuépeg uetd m yopnynon.

AvoKIvioTE KOAG TPV Ao T p1oN Yo S SeuTEPOLETTAL.

Kobapiote ka1 6teyvdote Tov EE® 0KOVGTIKO TOPO TOV AVTIOV TPV YOPNYNOETE TO TPOIOV.

Evo kpatdte 10 coAnvdplo pog xpniong o€ 6pbia 0€om, apaipéote To TMLLOL.

XpNGIUOTOMGTE TO AVO GKPO TOL TMOWOTOG Y10, VO GTAGETE EVIEAMG TO GOPAYIOLO KOl GTY GUVEXELN
AQOLPEGTE TO MO OO TI GLCKEVAGIO, LG ¥PNONG.

B1d®o1E T0 0KPOPVGLO EQAPUOYNC GTN CLGKEVAGIN UG XPTOTG.

TomoBetnoTE TO AKPOPVGI0 EPAPHOYNG OTOV EEM OKOVGTIKO TOPO TOL AVTIOV KOl EPAPUOCTE TO
TPOo16v TELOVTAG OAOKANPO TO TEPLEYOUEVO TOV COATVAPLOV GTO OUTI.

Kavte nmieg pordéeic ot Paon tov awtiov yio 30 deutepoienta yio Vo SIEVKOAVVOEL 1 KOTOVo Y| TOV
dwdvpatog. Kpatnote akivito 10 Ke@AAL TOL GKOAOL Yio 2 AETTA Y10 VO ATOPVYETE TNV KivioT TOV.



3.10 Zoprrdpote vrepdocoroyiag (Kol KATA TEPITTOG), HETPO UVTILETOTIGNS KOL AVTIO0TA)

Qrikn xopynom avd dvo efSOUAdES Y10 GUVOMK( TPEIS Depameiec e £MG KOl TEVTATAAGLO TNG
GUVIGTOUEVNG 000G NTAV YEVIKA KOAG OVEKTN.

O1 10 ONUOVTIKEG OVTIOPAGELS TAV GUUPOTES LE TN YOPNYNON YAVKOKOPTIKOEW®MV, E101KOTEPO.
TapoTNPHONKAY KATOGTOAN TG PAOIDIOVG ATOKPIONG TOV EXVEQPdimV oty diéyepon pe ACTH,
UEL®UEVO Bapog emvEPPLOImV KOl ATPOPic TOV PAOIOV TOV ETVEPPLOIMV, HEIOUEVOS aPLOOG
AELPOKVLTTAP®V Kol NOGIVOPIA®V, aVENUEVOS aOALTOG 0pBLOS 0VLOETEPOPIA®Y, avENUéVo Bapog
Nnatog pe avENCN TOV NTATOKLTTAPMV / KUTTOPOTANGLOTIKY 0AAOYT| Kot HELOUEVO Papog Bpov.
Aleg avtidpacelg mov Thavag va oyetilovtan pe ) Oepaneio mepieAdpupfavay Nriec LeTaPorEC OTIC
TIES TNG AoTAPTIKNG apvoTpaveepdons (AST), olkng TpmTeivng, YOANGTEPOANG, OVOPYOIVOL
OOoEOPOV, KpeaTvivig Kot acPectiov. Metd amnd 3 gfdopadiaies yopnynoeig Emg S popéc v
GUVIGTOUEVT OGOAOYIM, TO VIO SOKIUY TPOIOV TPOKAAESE EAAPPO EpVONUA GTO Eva 1 KoL 6T 6VO
aVTLA TOL ETAVIADE GTO PLGLOAOYIKO EVTOG 48 WPDV.

3.11 Eidwkoi mepropiopoi yp1ong Kol £101KEG cuvONKeS ypoNS, COPTEPAUPPAVOREVOY
TEPLOPLOLAV GTI| YP1IOT] AVTIUIKPOPLOKAV KU AVTITOPOCLTIKAV KTVIITPIKAOV
POUPLUKEVTIKAV TPOTOVIOV TPOKELUEVOV VO TEPLOPLOTEL 0 KIVOVVOS avATTLENG VIO

Xopnynon omd KTnviotpo 1 vd TN GTEV TOV EMIPAEYT).
3.12 Xpovor avapovig

Agv 1oy0eL.

4, OGAPMAKOAOI'IKEX IAHPO®OPIEX

41 Kmoowéog ATCvet:
QS02CA91.

42 ®oppokodvvopKn

To kNVITPIKO PAPUAKELTIKO TPOTOV glvar Evag otabfepdg GUVIVAGUOS TPLOY dPUCTIKOV OVGLOV
(KOPTIKOGTEPOELDES, AVTILVKNTIOGIKO KOl vTIBLOTIKO).

H @ovpoikn popetaldvn eivat £va KopTIKOoTEPOELDES e PeYOAT dpaoTikoTnTa. OTmg Kot AN
KOPTIKOGTEPOELDT, EXEL AVTIQPAEYLOVAIELS KOl OVTIKVIOUDIELS 1O1OTNTEC.

H vopoyropuci) teppvaeivn sivor pio oAAvApivn pe EVTOVI LUKNTOKTOVO dpAcT). AVOCGTEAAEL
EKAEKTIKA TNV TPpOLUN oOVOeoT TG EpyocTeEPOANG, M OTtoia amoteAel Pacikd cuaTaTikd TNG HEUPPAvVNS
Copopvkfitov kot pokntov, coureptroufoavouévng tng Malassezia pachydermatis (MICq 1 ug / ml).
H vépoyrwpikn tepPvapivn £yl S10popeTikd TpOTO dPAGTC OO TO, AVTIUVKNTIOGIKE aloAng,
EMOUEVMG OEV VTTAPYEL OLOLGTAVPOVLEVT] OVTOYN LE CVTIHVKNTIGIKG, TG Opadag TV alohmv.



Mewopévn evatstnoia in vitro oty tepPvagivn £xet avapepbel yia oteléyn tng Malassezia
pachydermatis wov oynuatiCovv Bo@iip.

H @ropeevikéin sival éva Boktnploototikd avTiBloTikd Tov dpo avasTEAAOVTAG T GOVOEST
TPOTEIVOV PECH décpevong kat dpdong enti tng S0S prPocmpkng vropovadog Paxtmpiov. To paopa
dpdiong g mepthapPdvet Betikd katd Gram kot apvntikd kotd Gram Poktipia,
ovumepiiapBavouévov tov Staphylococcus pseudintermedius (MICq 2 pg / ml). H in vitro dpdon g
QAOPPEVIKOANG évavtt v Pseudomonas spp. givat younin (MICge> 128 ug / ml).

Ta yovidia avOeKTIKOTNTOG G YAMPPUVIKOAN TOV OVIYVEDOVTOL GTOVG GTOPVAOKOKKOVS
neprhapBavouv ta cfr kot fexA. To Cfr tpononoiel to RNA ot Béom mpdcdeons tov gappdicov
(TPOKAADVTOG LEIWUEVT] GUYYEVELN UE YAMPOUPEVIKOAT, PAD®PPUIVIKOAT KOl KAVOQUVKIVN) Kot TO
yovioto cfr umopei va vtapyel o TAacpid 1| AL, peTadoTikd ototyeia. O FexA kmotkomotel Eva
cVOTNHA EKPONG TOV oyetiletar pe tn pepPpdvn (emnpedlel Tnv eKpon EAOPPAIVIKOANG Kol
YAOPOUUPEVIKOANC) KOl PPICKETOL GTO XPOUOCOUATH KAODE KOl GTO TAAGUION.

4.3 DoppoKoKIvTIK

H cvetpotikni anoppod@non tov Tpidv SpUcTIKOV 0VGIOV TPOCIIOPIcTNKE UETE 0d pio Lovo
GUYYOPNYNON GTOV OKOVOTIKO TOPO VYDV oKOA®V beagle. Ot pécec PEYIOTEG GUYKEVIPADGELS GTO
mAdopa (Cmax) NTav xauniég pe 1,73 ng/ml @ropeevikoin , 0,35 ng / ml povpoikn popetalovn kot
7,83 ng / ml tepPvaeivny HCI kot pOdoav 6o tmax 24 dpeg, 0,5 dpeg kat 20 dpeg pHetd mv ayoyn,
avTicTolya.

O Babuog g S10dep KNG amoppOENGNG TOV POPUAK®V TOTIKNG EPAPLOYNG TPOocdlopileTal amod
TOAAOVC TAPAYOVTEC GUUTEPTAAUPAVOUEVOL TV OKEPULOTITO TOV EMOEPUIKOD Pparyuov. H pAeypovn
umopel va 0vENoEL T SL0OEP KT OTOPPOPTOT] TOV KTNVINTPIKMDY PUPUAKEVTIKOV TPOIOVI®MV GTO
dépua dimha 6to EEMTEPIKO GTOUIO TOV BKOVGTIKOD TOPOUL.

5. GOAPMAKEYTIKA XTOIXEIA

51 Kopieg aocvppatotnreg

Abdyo EAAelyng HELETMOV GUUPATOTNTOC, AVTO TO KINVIATPIKO POPUOKEVLTIKO TPOiOV Ogv TPEMEL VAL
OVOUELYVOETOL PUE GAAD KTNVIOTPIKE POPUAKEVTIKA TPOTOVTA.

52  Awpkero {ong

Audprela {ONG TOL KTNVINTPIKOD QOPUAKEVTIKOD TPOIOVTOG COUQ®VA UE TI GVOKEVOGia ThAnong: 18
HMveg

5.3 Iowirepeg mpo@uraéers katd T @O aén ToV TPOiOVTOG

Noa unv purhdocetol og Oeppokpacio peyaivtepn tov 25°C

54  ®von kol cHVOES TG GTOLYELDOOVS GCVOKEVOGIUG

ZOANVAPL0 oG xpnons omd TOAATAEG GTPAOGEIS aAovpviov, Tov epiExel 1 ml Stddpotog, e Topa
a7t TTOAVTPOTLAEVIO Ko EEYMPIETO aKPOPVG10 eapuoyns omd LDPE, cuckevacuévo o dopaveg
TAOOTIKO blister.

Kovrti mov mepiéyet 1, 2, 10 1 20 blisters.

Mmropei va, punv KuKAOPOpPOUV OAEG Ol GLOKEVAGIEGS.

5.5 E10wkég mpo@uragels amdppryng vog un yPNoIHomotn0£viog KTNVIATPIKOD GUPUOKEVTIKOD
TPOIOVTOG 1] GALOV VAKAV TOV TPOEPYOVTUL O.TO T1] Y PG TOL TPOIOVTOGS, UV VITAPYOLY

Ta eappoko dev TPEMEL VO, ATOPPITTOVIOL HECH TOV AVUAT®V 1 TOV OIKIOKOV OTOPANTOV.



XPNGLUOTOMGTE TPOYPALLLATO EXLGTPOPNS POPUAK®V Yot TNV OTOPPIY™ Un XPNoLponomBévimy
KTNVIOTPIK®V POPUUKEVTIKOV TPOIOVI®V 1| GAA®V VAIK®V OV TPOEPYOVTAL OO TN (PO TOVG
GOV, LLE TIG TOTIKEG ATOITNOELG KOl e TUYOV EOVIKA CLUGTILOTO GLAAOYNC TTOV 1GYVOVV Y10, TO,
GYETIKA KTNVIATPIKG QUPUAKEVTIKA TPOIOVTAL.

6. ONOMA TOY KATOXOY THX AAETAY KYKAO®OPIAX

Elanco Animal Health GmbH

7. APIOMOX(OI) AAEIAY. KYKAO®OPIAX
EU/2/19/246/001 (2 coinvapia)
EU/2/19/246/002 (10 cwinvapia)

EU/2/19/246/003 (20 cwlnvépia)
EU/2/19/246/004 (1 cwinvapio)

8. HMEPOMHNIA ITPQTHX EI'KPIXHX

Huepounvia Ing éyxpiong: 10 Aekeuppiov 2019.

9. HMEPOMHNIA TEAEYTAIAYX ANAGEQPHXHX THX IEPIAHYHX TQN
XAPAKTHPIZTIKQN TOY ITIPOIONTOX

MM/EEEE

10. TAEINOMHZIH TQN KTHNIATPIKQN ®APMAKEYTIKOQN ITIPOIONTQN
Na yopryeitar povov pe KINviaTpiky cuvtay.

Aentopepeic TANPOQOPIES Y10 TO €V AOY® KTNVIATPIKO QOPLOKEVTIKO Tpoiov givor dabéoiueg otn Baon
dedopévmv g EE yia to ktnviatpika poidvta (https://medicines.health.europa.eu/veterinary).




IHAPAPTHMA 11

AAAQOI OPOI KAI AITAITHXEIX THX AAETIAYX KYKAO®OPIAX

Kavévag



IHAPAPTHMA 111

EINNIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX
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A. ENIXHMANXZH
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IHAHPO®OPIEX ITIOY IIPEITIEI NA ANAI'PA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EEQTEPIKO KOYTI

‘ 1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Neptra otikég otayoveg, dStdivua

| 2. LYNOEXIH LE APAXTIKH(EX) OYZIA(EL)

1 66om (1 ml): 16,7 mg terbinafine hydrochloride, 16,7 mg florfenicol, 2,2 mg mometasone furoate

3. TYEKEYAXIA

1 coAnvdaplo
2 cOANVAPLO
10 coAnvapla
20 coinvapia

| 4. EIAOX(H) ZQOY(QN)

2Kk0AO1

| 5. ENAEIZEIZ

‘ 6. OAOI XOPHI'HXHX

Qrikn ypnon.

‘ 7. XPONOI ANAMONHX

‘ 8. HMEPOMHNIA AHEZHX

Exp. {uu/ecee}

‘ 9. EIAIKEX XYNOHKEX ATATHPHXHX

Na unv @uidcoetal g Bepuokpacio peyolvtepn tov 25 °C.

‘ 10. OI AEEEIX «<AITABAXTE TO ®YAAO OAHI'TQN XPHXHX MPIN AITO TH XPHXH»

Awfaote 10 PUALO 0INYIOV XPNOTG TPV 0T TN YPTOT).

‘ 11. OI AEZEIX «AIIOKAEIXTIKA I'T'A KTHNIATPIKH XPHXH»

ATOKAEIOTIKA Y10, KTNVIOTPIKNY YPNOM.
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12. OI AEEEIX «NA ®YAAXXETAI XE OEXH, THN OITOIA AEN BAEIIOYN KAI AEN
INPOXEITIZOYN TA ITAIAIA»

Na purdcoetal o€ BEon, v onoia dev PAETOLY Kot dev Tpooeyyilovy Ta Tandid.

‘ 13. ONOMA TOY KATOXOY THX AAEIAX KYKAO®OPIAX

Elanco logo

‘ 14.  APIOMOI AAEIAX KYKAO®OPIAX

EU/2/19/246/001 (2 coinvapia)
EU/2/19/246/002 (10 cwAnvdpio)
EU/2/19/246/003 (20 cwinvépia)
EU/2/19/246/004 (1 coinvépio)

| 15.  APIOMOZX MAPTIAAY

Lot {apOuog}

13



EAAXIXTEX ENAEIZEIX [TIOY ITPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

Blister

1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Neptra

¢ U

‘ 2. IHOXOTIKA XTOIXEIA TQN APAXTIKQN OYXIQN

16,7 mg terbinafine hydrochloride, 16,7 mg florfenicol, 2,2 mg mometasone furoate

3. APIOMOZ APTIAAL

Lot {apBuog}

‘ 4. HMEPOMHNIA AHEZHX

Exp. {uu/ecee}
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EAAXIXTEX ENAEIZEIX ITOY ITPEITIEI NA ANATPA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

Yvokegvaoia piog d6omg

‘ 1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Neptra

¢ U

‘ 2. IHOXOTIKA XTOIXEIA TQN APAXTIKQN OYXIQN

1ml

3. APIOMOZX APTIAAY

Lot {apBuog}

‘ 4. HMEPOMHNIA AHEZHX

Exp. {uu/ecee}
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B. ®YAAO OAHT'TQN XPHXHX

16



OYAAO OAHI'IQN XPHXHX

1. Ovopooio TOV KTNVIHTPLKOD QOPUUKEVTIKOD TPOIOVTOG

Neptra otikéc otayoves, StdAvpa 1o GKOAOVG

2. XovOeon

1 660om (1 ml) mepiéyet:

ApacTiké(d) cveTatike(d):

Ddropoevikoin (florfenicol): 16,7 mg

Y dpoyrwpikr| tepPvapivn (terbinafine hydrochloride): 16,7 mg, icodvvauo pe paon tepPvapivn
(terbinafine base): 14,9 mg

dovpoikr popetalovn (mometasone furoate): 2,2 mg

Awyéc, dypopo mpog Kitpvo, ELaepds 1E®OES VYPO.

3. Eion ooV

YxovA0L. ( (

4. OepoamevTiKEg EvOEi&elg

INo ™ Bepomeio g o&eiog E€m mtitidag Tov okdAov N ¢ o&elog Tapdéuveng vrotpontdlovcag
otitdog mov opsiletan o€ piktég Aouméelg oo Staphylococcus pseudintermedius kot Malassezia
pachydermatis.

5. Avtevoeigeag

Na pUnv xp1oLOTOLEITAL GE TEPIMTMCELS VIEPELOICONGING GTA SPUCTIKA GVGTATIKA, GE GAAML
KOPTIKOGTEPOELDN 1 G KATO10 Ao TaL £KS0YO.

Noa unv ypnoiponoteital o€ mepintmon pnéng TVUTAVOD.

No unv ypnoULOTOIELTAL GE GKOAOVE UE YEVIKEVUEVT] OEUOONKWOGT).

Na pnv ypnowonoteital o€ {®a Katd Tn S1apKeLn TG KONONG 1 TNG AVOTAPOYOYNS.

6. E1dwkéc mpogidomonijosig

H Paxpiokn kol poknTiactk @Titido ivol cuyva 0sVTEPOYEVIC GAAMY KOTOOTACE®V. Xg {Oa e
16TOPIKO VTOTPOTLALOVoAG EEM MTITIONG, TPETEL VAL AVTILETOTIGTOVV TO, VTOKEIEVE, QiTLOL TNG
KATAOTOONG OTG 1| AAAEPYio 1 1| AVOTOUIKT SIATACGT] TOV CQLTIOV, TPOKELUEVOD VAL 0o@eLYDel 1)
OVOTTOTEAEGLLOTIKOTITO TNG OY®YNG HE TO KINVIOTPIKO PUPLOKEVTIKO TPOTidV.

& TEPIMTACELG TOPUCITIKNG OTITIONG, TPETEL VO EPAPUOGTEL KATAAANAT aymyN HUE OKOPEOKTOVA.

Ta owtid Tpénet vo, KabaploTovY TPV Ao T XOPNYNOT| TOV TPOIOVTOC. ZVVIGTATOL VO NV
enovolafete Tov KaBUPIGHO TOV oWTION UEYPL 28 MUEPES LETA TN OPTYNOT] TOV TPOTOVTOG. X& KAVIKEG
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SOKIES YPNOLOTOONKE LOVO PLGIOAOYIKOG OPOG Y1l TOV KOOAPIGHO TOL avTol TPV omd TNV
évapén g Bepoameiog pe To KTNVIATPIKO GOPUOKEVTIKO TPOTIHV.

O cvvdvacpog avtdc Tpoopiletar yia T Oepaneio e o&eiog wtitidag 6tav £xovv mapotnpnoel PKTég
howdEeig mov mpokarovvtar and Staphylococcus pseudintermedius gvaicOnto otn EAOPEEVIKOAN KoL
Malassezia pachydermatis gvaicOntn otny tepfvaeivn.

[d1oitepeg mPoLAGEELS Yo TNV ao@OAN YpNon ota €161 omv:

H aopddeia Tov kviaTpikod QopROKEVTIKOD TPOTOVTOG dev €xel amoderydel oe oKOAOLG NAKiog
pikpotepng Tov 3 unvav. H acedieio tov {owov otoymv dev pedetnOnke 6e oKOAOVE COUOTIKOD
Bapovg Aryotepo amd 4 kg. Qot000, dev evtomiotTnray {ntipate ac@aielos oe peréteg mediov o
oKOA0VG oV Luyilovv Arydtepo amd 4 kg.

IIptv amd v eQapoy TOL KTNVIATPKOD QAPUOKELTIKOD TPOIdVTOC, 0 eEm akovoTikdg Topog Ba
npénel va, eEETALETAL TPOGEKTIKA, £TGL MGTE VO SloPAAileTat OTL OV VPICTATAL SIATPTOT TLUTAVOL.
Emava&lodoynote Tov 6kOA0 €dv KoTd TN ddpkela g Oepaneiog mapoatnpnbel anmdAieio akong 1
onuddia ducreltovpyiog Tov aBovsaiov GLGTHUATOG.

Metd ) yopnynon, uropei va mapatnpnbei vypacio ota avtid 1 StovyEC EKKPLOL, TOV OV
oyetiovton pe v maboyéveln g voGov.

H ypnomn tov mpoidvrog Oa npémel va Paciletal otn TowTONOINGoT Kol 6€ SOKIUES ELAGONGiNG TOV
nafoyovou(mv) otoyov. Edv avtod dev etvar duvatd, 1 Oepancio Oa pénet va fociletat oe
EMONUOAOYIKEG TANPOPOPIES KOl BTN YVAOT TG evancnciog tov maboydvav-ctdywv o
TOTIKO/TEPLPEPELOKD ETITEDO.

H ypnon tov mpoidvtog mpénet v yiveTal COUPOVA LE TIC EMIONUES, EOVIKEG KOl TEPLPEPELNKES
AVTIUIKPOPLOKES TOMTIKEG.

Avtiiotikd pe yapniodtepo kivovvo pikpofrakng avroyng (yopmin xatnyopio AMEG) mpénet va
ypMoLonoteital yuo Oepameio/aymyn TPOTNG YPUUUNG OTIG TEPIMTMGELS OOV 1) OKIUN gvaicinciog
VTLOJEIKVOEL TNV TOAVT| OTOTEAECUATIKOTNTO QLTS TG TPOGEYYIONG,.

H ypfion 1ov KTnviaTptkov popUokeLTIKOD TPOIOVTOG KOTA TAPEKKALST] TV 0ONYIDV TOL
wepAapPavovtol 6to @OALO 001 YLDV YPHoNC EVOEXETAL VO, VENGEL TNV TOPoLGio fakTnpiov
avlextikdv ot florfenicol kot pokntev avlextikdv oty terbinafine kou pmwopet va peidoet tnv
ATOTELEGLATIKOTNTA TNG Oepameiog e GALD aVTIPLOTIKG Kol OVTIHVKT TIOGTKA.

Mewopévo eninedo kKopTiloOANG TapatnpnOnKay HeTd TV evoTarlaén ToV TPOidVTOG GE UEAETEG OVOYNG
(mpw ko petd ™ Siéyepon pe ACTH), vrodetkvoovtag 0Tt 1 povpoikn popetaldvn (mometasone
furoate) amoppo@ATOL KOl EIGEPYETOL GTN CLGTNOTIKY KuKAoQopia. Tao KOpLe EVPAUOTA TOV
mapotnpinkay og d6on 1X Hrav peimon oty amdKpion Tov EA0L0V ot dtéyepon pe ACTH,
UEL®UEVOG ATOAVTOG 0PIOUOC AEUPOKVTTAP®V Kol OCIVOPIA®V Kot Petopévo Papog emtveppidiov. H
TOPOTETAUEVT] KOL EVTIOTIKT YP1OT TOTIKMOV KOPTIKOGTEPOEWOMV £Vl YVMGTO OTL TPOKAAEL
GUOTNUOTIKEG AVTIOPAGELC, CUUTEPIAUUPOVOUEVIC TN KATAGTOANG TNE AEITOVPYING TOV EXVEPPLOI®MV
(BA. Topdypopo «YmepdocoA0YioN).

Y& mepintwon vrepevalctnciog oe 0TO10OMTOTE GO TO GVGTOTIKG, TO VT TPEMEL v TALOEL EMUEADC.
Emumléov Oepameiec pe kopTikooTepoldn Oa TpEMEL v 0mOQELYOVTOL.

XPNGIUOTOMGTE TO UE TPOGOYN € OKVAOVC Ue Thavn 1 emPeParmpévn evookpvikn dwotapayn (mt.y.
caKyopmon dPntn, vITodupeoeldicud 1 VePHLPEoEIdIGUO KAT.).

[pémel va AneBei pépruva wote vo epmodiletar 1 £16000¢ TOV KTINVINTPIKOD POPUOKEVTIKOD TPOIOVTOG
o7 UATIOL TOV GKVAOV 1oL VToPdAleTon og Depameia, .y, KPATOVTOC OKIVITO TO KEPAAL TOL GKOAOV
Yo va. oamo@vyete TN Kivnon tov (BA. Tapdypago «Odnyieg yuo T ot YopNynon»). Xe nepintmon
EMOPNG UE T, paTio EemAvveTe e apbovo vepo.
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Idwitepeg mpouAGEeic Tov pémet vo. AauBdvovTal oo To TOUO TOV YOPNYEL TO KTNVIOTPLKO
QOPUOKEVTIKO TTPOidV o€ (Mo

To kviaTpkd eapuakeLTKd TPoidv Exet coPapn mbavotnta epedicpod tov patidv. Tvyaio éxBeon
TOV LATIOV UTOPEL Vo GUUPEL 0TOV 0 OKDAOG KOVVAEL TO KEQPAA TOV KATA TN J1APKELN 1] OUECHG LETA
m yopnynon. ' va amopevybei avtdg o Kivouvog Yio Tovg 1010KTNTES, GLVIGTATAL 1] XPTOT] CLTOV TOV
KTNVIOTPIKO TPoidvtog Hovo and KTNVIATpovg 1 vmd v enttipnor| Tovs. [a v amopuyn g
£€KBe0NC TOV LOTIOV OToNTOVVTOL KOTOAANAL HETPA (TI.). VO POPATE YLOALL AGOAAELNG KATA TN
SLAPKELD TNG XOPNYNONG, VO LOAGGETE KOAGQ TOV OKOVOTIKO TOPO UETA T YOPNYNOT Yo VOl
SLCQAMOETE TNV OLOOLOPPT] KOTAVOLY] TOV TPOTOVTOC, VO GUYKPATEITE TOV GKOAO UETA TN
yopnynon). Xe mepintwon axovolag opBaipikng ékbeong, Eemhvvete kold ta pdtio pe vepo yia 10
€wc 15 Aemtd. Edv eppaviotodv copntodpota, (NTote 1oTpikn GuUPovAn kot dei&te To UAAO 01 YLDV
YPNONG M TNV ETIKETO GTOV 10TPO.

Av Kot 6€ TEWPAPATIKEG LEAETEG Oev TTapaTnprOnke TOavoTTA EpEBIGLOD TOV dEPUATOG, 1| ETAPT] TOV
TPOTOVTOC LE TO OEpUa Oal TPETEL VO OTOPEDYETAL. XE TEPIMTMOT TUYALOG EXAPNG E TO OEPUM, TAVVETE
to extebelévo déppa pe vepo.

[MBovov va sivon emProféc oe mepintwon KaTamoong. ATo@OYETE TNV KATATOCT) TOV TPOIOVTOG,
oopmepthapovopévng g £kBeons omd To XEPL 6TO GTOUA. L€ TEPIMTMON TVYOL0G KaTdmoong (ntoTte
APECHS 1OTPIKT] GLUPOVAN Ko dei&Te TO PUALO 0ONYIDV XPTIONG 1] TNV ETIKETA GTOV 1ATPO.

AlAec Tpo@uAGEELC:

H ac@diela kot 1 amoTeAEGUOTIKOTITO, TOV KTIVIOTPIKOD QOPUOKEVTIKOD TPOIOVTOG GE YATEG OV EXEL
a&lohoynBei. H mopakorovOnon petd v kukAlogopio Tov mpoidvtog deiyvel OTL 1| Xp1oT| TOL
TPOTOVTOG G€ YATEG UTOPEL VO CUGYETIOTEL e VEVPOLOYIKE CUUTTAOUATO (GUUTEPTAAUPAVOUEVTS TG
ata&iog, Tov cuvdpduov Horner pe mpofoir tov tpitov fAepdpov, Tne pbong, e avicokopiag),
SaTapayéc Tov €00 0TS (Khon Ke@aing) Kot yevikd cvurtopata (avopeéia Kot Anbapyoq).
YUVETMG, M YPNOT TOV KTNVINTPLIKOD POPUIKEVTIKOD TPOTOVTOG GE YATEG Ol TPEMEL VO ATOPEVYETAL.

Eyxvupocvvn kon yolovyia:
H aocpdiea Tov kTviaTpicoh GopROKEVTIKOD TPOiovTog dev £xel amoderyfel Katd T dudpkela TG
KONoNG Ko TG yolovyiag. Mnv ypnoiuomoleite Kotd T Stdpkela TG KONoNG Kot TG yaAovyiag.

Tovot o
Agv &yovv de€aybel pedéteg Yo TOV TPOGOIOPIGUO TNG EMOPACNG GTN YOVILOTNTA T®V GKOA®V. Nat

unv ypnoonoteitar o€ (Ho KOTA TN SIEPKELNS TNG AVOTOPAYDYNC.

AMNAeTiIOpoon LE GAAD QOPUOKEVTIKA TPOIOVTO Kl GAAEC LOPOEC dAANAETIOpaoNC:
Agv glval yvootn| kapio.
H cvppatdtro pe otikd kafopiotikd eKTog ToL PUGIOA0YIKOD 0poD dev £xel amoderyDet.

Yrepdocoroyia:
Qi) xopnynomn avd dvo efSOUAdES Yo GUVOMK( TPEIS Oepameieg e £mG KOl TEVTATAAGLO TG

GUVIGTOUEVNG 000G NTAV YEVIKA KOAG ovekt. Ot o onNUavTIKES avTdpdosig tav cupuPatéc ue
YOPNYNOT YAVKOKOPTIKOEWDMV, EITKOTEP TAPATNPNONKAV KATAGTOAN TNG PAOIDIOVE ATOKPIOT|G TV
enwveppdiov ot diéyepon pne ACTH, peiwpévo Papog tov ertvepidimv Kal aTtpoPic. Tov A0V
TOV EXVEPPLOI®V, PEIOUEVO aplOUd AEUPOKVTTAP®V Kol NOCWVOPIA®Y, avENuévo amdAvTo aptud
0VOETEPOPIL®V, 0LENUEVO PBAPOC TOV NTTATOG LE TV AVENCN TOV NTATOKVLTTAP®Y /
KUTTOPOTANGLOTIKT] CAAOYT] KO TO UELOWUEVO BApog Tov BUupov. AAAEC GYETIKES OVTIOPACELS TTOV
oyetiovion pe ) Oepaneio meprehdpupavay NTEG HETAPOAES OTIG TIES TNG OLOTAPTIKNG
apwvotpavepepdons (AST), oAKNG TPOTEIVNG, YOANGTEPOANG, OVOPYUVOL POGPOPOV, KPEATIVIVIG Kol
acPeotiov. Metd amo 3 gfdopadiaieg YopnyNoelg EmG S POPES TNV CLVIGTOUEVT dOGOAOYIN, TO VO
dokn Tpoidy mpokdAese eEhapPO epOBNUa 6TOo €va 1 Ko ot 600 aVTId oV emaviABe oTo
QPLGLOAOYIKO EVTOC 48 wpdV.

Ewwol mepropiopoi ypnone kot £10k€c cuVONKeS ypnong:
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Xopnynon omd Ktnviarpo 1 vd TN 6TEVT TOL EMIPAEY).

Kvpiec acvuforomreg:
Abdyo EAhetyng pHeEeT®V GUUPATOTNTOC, AVTO TO KTNVIOTPLIKO PAPUOKEVLTIKO TPOiOV Ogv TPEMEL VAL
OVOUELYVOETOL P GAAD KTNVIOTPIKE POPUAKEVTIKA TPOTOVTA.

7. Avem@dunra cvppavra

YxoroL

IToA0 onavio

(<1 Lo / 10.000 vrod Bepaneio (Do, CLUTEPIAALPBAVOUEVOV TOV LELOVOLEVOV OVOPOPDV):

Ep0Onua tov onueiov epappoyng, GAreypovn tov onueiov epappoyng, [lovog 6to onpueio
epappoyic!

Yrepxvnrikotnra, Kpovysc
"Epetog
Koomon?, Mewopévn axon?, Awtapoyic and 1o péco auti, Kodvnua tov kepaiiod?,

OpBaipukn datapoyn (T.y. PAEPAPOCTAGLOC, EMTEPLKITION, EAKOG TOV KEPATOEWDOVS, £PEOIGHOG
TOV LTIV, KEPATOETITEPVKITION)

Ata&io, Nvotoyuog

Avopeéia

LEyer mapotnpnOei Ayo petd t xopriynon tov mpoiovoc.
2 Kuping o nhkiopéva {ooa.

H avagopd avemBountov coppdvtov sivar onuovtikn. Emitpénetl  cvveyn mapakoiovdnemn tng
aoPAAELnG EVOG TTPoidvTog. Edv mopatnproete omoladnmote avemBountn evEpyeLo, akOLO KoL oV dgvV
OVOPEPETOL OTO ECOKAEIGTO PUALO 0dNYLDOV XpNomg 1] UPIBAALETE Y10 TNV OTOTEAEGUOATIKOTITO TOL
Qopuarov, TopoKaAeicOs va eTKoOVOVAGETE, KaTupyYAC, LE TOV KTnviatpd cog. Mmopeite emiong va
AVOPEPETE OTOLAONTOTE AVETLOVUNTO GLUPAVTO GTOV KATOYO TNG ASELNG KUKAO(POPLOg
YPTOLOTOIDVTOG T GTOLYELN EMKOVMVING 6TO TEAOG AVTOD TOL PVAAOL 0dNYIDV XPYoNG, N LEC® TOV
£0vikoD 60¢ cLOTNUATOG AVOEOPGS: {oToLyEln EBViKOD GLOTALATOG AVAPOPAc)

8. Aocoloyia yio ka0 100G, TPOTOS KL 0001 YOPIYNONG

Qrikn ypnon.
Muo Oepamevtikn yoprynon.

H cuvictdpuevn docoroyia givarl 1 cmAnvapro-piag 66omg (dnA. 1 ml dtokdpatog) ovd poAvouévo
aLTL.
H péyiot kavikn amdkpion propet va unv topatnpndel mg 28 nuépeg pHetd m xopnynon.

AVOKIVAGTE KOAG TPV a0 T PpNoN Yo S de0TEPOLETTA.

Evd kpatdre to coAnvapio piag ypnong oe 6pdia BEon, apapéote To TOUOL.

XpNGIHOTOMGTE TO AVO GKPO TOL TMOWOTOG Y10, VO, GTAGETE EVIEAMG TO GOPAYIOLO KOl GTY GUVEXELN
AQOLPEGTE TO MM OO TI GLOKEVAGIO, LLLAG XPNONG.

B1dmote 10 axpo@OG1o EQUPLOYNE OTI GUCKEVAGTO LG XPTIONG.
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TomoBethoTE TO OKPOPHGLO EPAPLOYNE OTOV £EM AKOVGTIKO TOPO TOL ALTIOV Kol EPAPUOCTE TO
TPOoi6V TELOVTAG OAOKANPO TO TEPLEYOUEVO TOV GMOANVAPLOL GTO OTI.

Movo yio LovOyA®GGT GUGKEV OGO
<Ta mapadeiypato topovstaloviol TapokdTm.>

Movo Yo ToADYA®GGES GLOKEVAGIES:
<Ta mapadeiypato tapovstaloviol 6To TEA0G ToV LAAASIOV.>

/’/y St
Lo — v

9. Odonyieg Yo T oot Lopiynon

KoBapiote pe puotoroyukd opd Kol GTEYVOGTE TOV E£® 0KOVGTIKO TOPO TOV OVTIOV TPLY YOPNYOETE
TO TPOidV.

Kavte fmieg paraéeig ot Paon tov avtiod yio 30 dgutepOienta Yio Vo SIEVKOAVVOEL 1 KATOVOUT TOV
dwdvpartog. Kpatiote akivnto 10 Ke@AAL TOL GKOAOL Yo 2 AETTA Y10 VO ATOPUYETE TNV KiVNOT| TOL.

10. Xpévor avapoviig

Agv €xel epappoy.

11. EIAIKEX YYNOHKEX AIATHPHXHX

Na puidooetal og Béon, v onoia dev PAETOLY Kot dev mpooeyyilovv Ta mondid.

Noa unv @uidcoetal e Beppokpacio peyorivtepn tov 25°C

Na pn xpnoiponoteital autd To0 KTNVINTPIKO GOPUOKEVTIKO TPOIdV HeTd TV nuepopunvia Anéng mov
avoypaeetal 1o Enteptko kovti (EXp). H nuepounvia A\Eemg covumintet ue Tnv teAgvtaio nuépa ToL
GUYKEKPIUEVOL UNVOL.

12.  E0wkég mpo@uracelrs amoppryng

Ta eappaxo dev TPETEL VAL OTOPPITTOVTOL HECH TV AVUATOV 1) TOV OIKLUKOV OTOPANTOV.
XpNGILOTOGTE TPOYPAUUATO, EXIGTPOPNS POPUAK®V Y10 TV OTOPPIYT| [UT] XPTOULOTONOEVTDV
KTNVIOTPIKOV QAPLOKEVTIKMV TPOIOVIWOV 1 GAA®Y DAMK®OV TOL TPOEPYOVTL 0Td TN YPNOT TOLG

GUUPMOVE, LLE TIG TOTIKEG ATOTNOELS Kot Ue TuYOV 1oybovta eBvikd cvotiuate cviloyns. Ta uétpa
QVTA UTOCKOTOVY GTNV TPOCTAGIN TOL TEPBAAAOVTOC.
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YopPovievbeite Tov KTNVIOTPO COC T TOV POPIAKOTOLO GOG Yo TOV TPOTO amdpPIYng TV

PN OCLLOTONBEVTOV QOPUAK®V.

13. Toa&vopunon TOV KTNVILTPIKOV QUPLIKEVTIKAV TPOIOVTOV

Na yopryeital LOvov e KTNVIOTPIKE GLVTAYT].

14.  Ap1Opoi o105 KUKAOQPOPIUS KUl GUCKEVUGIESG

EU/2/19/246/001 - 004

ZOAVAPL0 [og xpnons omd TOAATAEG 6TPOGEIS aAovpviov, Tov weptExel 1 ml Stddpotog, e Toua
o0 TOAVTPOTVAEVIO Kot EEXMPIGTO akpoeVGio epappoyns ond LDPE, cuckevacuévo o dlapaveg

mAaoTikO blister.

Meyébn cvokevaciag: 1, 2, 10 | 20 coinvdpia.

Mmopei va unv Kokho@opohv OAEG Ol GLOKEVAGIEG.

15. Hpepopnvia tedevtaiog avade®@pnong Tov QUALOV 03N YAV YP1oNG

MM/EEEE

Agntopepeic TANPoEopieg Yo TO €V AOY® KTNVIATPIKO QOPLOKEVTIKO TPoidy givol Stabéaieg ot
Baomn dedopévmv c EE yia to ktmviatpikd poidvta (https://medicines.health.europa.eu/veterinary).

16. Xroygia emkovoviog

Kdaroyoc tne ddsroc kukho@opioc -Kot GTOlYElN ETMKOVOVINC YL TNV ava@opd THovoAoyoOUEVOV

VeV UNTOV EVEPYEIDV:

Elanco Animal Health GmbH, Alfred-Nobel-Str. 50, 40789 Monheim, T'eppovia

Belgié/Belgique/Belgien
Tél/Tel: +32 33000338
PV.BEL@elancoah.com

Peny0iuka boarapus
Ten: +48 221047815
PV.BGR@elancoah.com

Ceska republika
Tel: +420 228880231
PV.CZE@elancoah.com

Danmark
TIf: +45 78775477
PV.DNK@elancoah.com

Deutschland
Tel: +49 32221852372

Lietuva
Tel: +372 8840389
PV.LTU@elancoah.com

Luxembourg/Luxemburg
Tél/Tel: +352 20881943
PV.LUX@elancoah.com

Magyarorszag
Tel.: +36 18506968
PV.HUN@elancoah.com

Malta
Tel: +36 18088530
PV.MLT@elancoah.com

Nederland
Tel: +31 852084939
PV.NLD@elancoah.com
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Eesti
Tel: +372 8807513
PV.EST@elancoah.com

EM\dda
Tn\: +386 82880097
PV.GRC@elancoah.com

Espafia
Tel: +34 518890402
PV.ESP@elancoah.com

France
Tél: +33 975180507
PV.FRA@elancoah.com

Hrvatska
Tel: +36 18088411
PV.HRV@elancoah.com

Ireland
Tel: +44 3308221732
PV.IRL@elancoah.com

island
Simi: +45 89875379
PV.ISL@elancoah.com

Italia
Tel: +39 0282944231
PV.ITA@elancoah.com

Kvbmpog
Tn\: +386 82880095
PV.CYP@elancoah.com

Latvija
Tel: +372 8840390
PV.LVA@elancoah.com

Norge
TIf: +47 81503047
PV.NOR@elancoah.com

Osterreich
Tel: +43 720116570
PV.AUT@elancoah.com

Polska
Tel.: +48 221047306
PV.POL@elancoah.com

Portugal
Tel: +351 308801355
PV.PRT@elancoah.com

Romania
Tel: +40 376300400
PV.ROU@elancoah.com

Slovenija
Tel: +386 82880093
PV.SVN@elancoah.com

Slovenska republika
Tel: +420 228880231
PV.SVK@elancoah.com

Suomi/Finland
Puh/Tel: +358 753252088
PV.FIN@elancoah.com

Sverige
Tel: +46 108989397
PV.SWE@elancoah.com

United Kingdom (Northern Ireland)
Tel: +44 3308221732
PV.XXI@elancoah.com

IMopoasckevootic vevduvoc yio Tnv areAsvbépmon TV TaPTIO®V:

KVP Pharma + Veterindr Produkte GmbH, Projensdorfer Str. 324, 24106 Kiel, T'eppavia
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