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IEPIAHYH TON XAPAKTHPIZTIKQN TOY IIPOIONTOX



1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Neptra ®TIKEG GTAYOVES, SIIAVUA Y10 GKOAOVG

2. TOIOTIKH KAI MOXOTIKH XYNOGEXH

1 660m (1 ml) mepiéyst:

APUOSTIKE GVGTOUTIKA:

Ddropeevucoin (florfenicol): 16,7 mg

Ydpoyrwpwn tepPvaeivn (terbinafine hydrochloride): 16,7 mg, 1codOvapo pe Bdon tepfvapivn
(terbinafine base): 14,9 mg

dovpoikn popetaldvn (mometasone furoate): 2,2 mg

"Exdoya:

IowTtiki] 6UVOEGT EKOOYOV Kol GAL®V GVOTUATIKAV

Propylene carbonate

Propylene glycol

Ethanol (96 per cent)
Macrogol 8000

Water, purified

Alowyég, dypwpo Tpog KiTpivo, ELapp®S 1EDOES VYPO.

3. KAINIKEX TIAHPO®OPIEXZ

3.1 Eion {oov

XkOAoL

3.2  OgpamevTikég gvocicerg Yo ka0e gidog L@ov

IMa ™ Ogpaneia g o&eiog £Em mTiTIdNg TOL GKVAOV 1) TNG 0&eing mapo&uvong VoTPoTLALoVGag
oTiTdoc oV opeileTor og PIKTEG AomEelg amd Staphylococcus pseudintermedius xow Malassezia
pachydermatis.

3.3  Avrevisitelg

No unv ypnoILOTOLEITAL GE TEPIMTMOGELS VIEPELUICONGING GTO, OPUCTIKA GLGTATIKA, GE GAAQ
KOPTIKOGTEPOELDN 1 O KATO10 Awd TaL £KS0YO.

Na punv ypnowonoteital o€ mepintmon pnéNG TVUTAVOL.

No unv ypnoULOTOIEITAL GE GKDAOVS UE YEVIKEVUEVT] OEUOONKDGT).

Noa unv ypnowonoteital o€ {Oo Katd T SLIpKELR TNG KONGNG 1 TNG AVOTAPOYOYNS.

3.4 E0kéc mpoetdomoncels

H Boaxtnpilokm kot poknTactky] oTitido vt cuyva 0eVTEPOYEVIC GAADY KOTACTACE®Y. Xe {da pe
16TOPIKO VRLOTPOTIALOVGOG €M MTITIONG, TPEMEL VAL AVTILETMMIGTOVV TO VITOKEILEVO QLTI TNG
KaTAoTOONG OTTC 1) AAAEPYiO 1 1) AVOTOULKT] SIATACGT] TOV OLTIOV, TPOKELLEVOL VO, 0mo@eLyDel 1)
OVOTTOTEAEGLOTIKOTITOL TNG OYYNG LE TO KTNVIOTPIKO PAPUUKEVTIKO TPOIOV.
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X€ MEPUITAOCELS TAPUCITIKNG OTITIONG, TPETEL VO EPUPROCTEL KOTAAANAN ay® Y| E OKOPEOKTOVA.

Ta avtid Tpénet va, kabopioTovy TPV TN YOPNYNCT TOV TPOIOVTOG. ZUVIGTATL VO UMV EXOVOAAPETE
TOV KOOUPIoUO TOV LTIOD PEYPL 28 NUEPEC PETA TN YOPNYNON TOL TPOIOVTOC. Xe KAMVIKEG SOKIUES
YPNOLOTOMONKE LOVO PLGLOAOYIKOG 0pOG Yo TOV KaBaplopd Tov avtiov. [lpy and v évapén g
Oepameiog [1e TO KTNVIATPIKO POPUAKEVTIKO TPOTOV.

O cvvdvacuog avtdc mpoopiletan yia ) Oepaneio ¢ o&eiog wtitidog otav Exovv mopatnpnel KTég
Aoméeig mov mpokodovvtor amd Staphylococcus pseudintermedius evaicnTto ot EAOPEEVIKOAN Kot
Malassezia pachydermatis evaicOnn oty tepPvoeivn.

3.5 Idwitepeg mpopuraterg Katd TN Yp1ion

Id1oitepeg mPoOLAGEELC Yo TNV ac@OAN ¥pnon oto £i0n Cowv:

H acpddeia Tov kTviaTpiKoh QOpROKEVTIKOD TPOTIOVTOG dev £xel amodelybel oe okhAOVG NALKioG
HiKpoTepNG TV 3 unvav. H acedieta tov {dwv 6Ttoxmv dev PeAeTnONKe 6€ GKOAOVG COLATIKOD
Bapovg Aryotepo amd 4 kg. Qotdc0, dev evtomiotnkay {NTNHOTO AcQAAELNG o peléTeg Tediov og
oKOA0VG oV Luyifovv Aryotepo and 4 kg.

IIpwv amd TV €QOPLOYY| TOV KTNVIATPIKOD QAPLOKEVTIKOD TPOIOVTOC, 0 £® OKOVGTIKOC TOPOG Bl
npénel va, eEETALETOL TPOGEKTIKA, £TCL MOTE VO SLACPOAILETAL OTL dEV VOIGTATOL SLUTPTOT| TVUTAVOV.
Enava&iodoynote tov 6kOA0 gdv Kotd T didpkela g Oepaneiog mapotnpndel anxmAieio okong M
onuddia dSucreltovpyiog Tov aboveaiov GLGTHUATOC.

Metd ) yoprynon, propei va mapotnpndei vypacio oto avTid 1 S100YEG EKKPLLA, TOV OEV
oyetifovton pe v maboyéveln g vosov.

H ypnion tov mpoidvtog Ba npénet va Paciletor otn tawtonoinon kot o€ Sokipég gvaicnciog Tov
nafoydvou(mv) otdyov. Edv avtod dev eivan duvaro, n Bepaneio o mpénet va Paciletal o
EMOMUIOAOYIKEG TANPOPOPIEC KOl GTN YVAOOT TNG evatctnciog tov tadoydvav-ctoymy o
TOTIKO/TEPLPEPELAKD ETTITESO.

H ypnion tov mpoidvrog mpémet va yiveTal GOUPOVA LE TIC ETIONUES, EBVIKEG KOl TEPLPEPELOKES
OVTYUIKPOPLOKES TOMTIKEC,

Avtiflotikd pe younAdtepo Kivouvo pikpoPlokng avtoyng (xounin katmyopic AMEG) npénet va
ypMolLonToteitan yuo Oepameio/aymyn TPpOTNG YPAUUNG OTIG TEPUTTMGELS OTOL 1) S0KIUN evoicOnociog
VTOJEIKVOEL TNV THAVY| OTOTEAEGUATIKOTNTA QVTHG TG TPOGEYYIONS.

H ypnion tov Ktnviatpkod popuokeuTikod TPoidvTog KoTd TapEKKAIOT) TV 00NYIdV TOL
neprhappavovtor otny IepiAnyn tov Xapaknpiotikov tov [poidvrog (ITXIT) evdéyetar va avénoet
NV Tapovcio faktnpiov avOEKTIKOV TN GAOPPEVIKOAT Kol LOKATOV OVOEKTIKGOV TNV TEPPIvapivn
KoL UTOPEL VO LELDGEL TNV OMOTEAEGHOTIKOTITA, TG Oepameiog pe dAla avTifloTikd Kot
OVTIHLVKN TG KA.

Meiopéva eninedo KopTiloAng mapatnpnOnkay 6e HEAETES OVOYXNG LETA TNV EVETAAAEN TOV TPOIOVTOG
(mpwv ko petd ™ diéyepon pe ACTH), vrodeikvoovtag 6Tt 11 povpoikn LopeTaldvn amoppopdrtal Kot
EI0EPYETAL GTN GLOTNATIKY KukAoeopia. Ta Kopla svpipata wov TapatnpinOnkKav o 66on 1X frav
HELDGT TNV AmOKPIoT] TOV PA0100 6N di€yepor pe ACTH, peimpévog amdivtog optfude
AELPOKLTTAP®V Kot NOGIVOPIAmV Kot petopévo Papog emveppdioy. H mapatetapévn Kot evatikn
YPNON TOTUKDV KOPTIKOGTEPOEWDMV £ival YV®OOTO OTL TPOKAAEL GLOTNUATIKES OVTIOPAGELS,
GUUTEPTAAUPAVOUEVC TG KATUGTOANG TNG Attovpyiag Tov enveppidiov (BA. Tapdypapo 3.10).

Xe mepintwon vrepevaicOnciog oe 0To100MTOTE OO TO GLOCTATIKA, TO VT TPEMEL VoL TAVOEL EMUEA DG,
Emumiéov Bepameieg pe Koptucootepoedn o tpémet vo amoPevyovTat.



XPNOHOTOINOTE TO UE TPOGOYN 6 GKVLAOVG e Thavi 1 emPeParwpévn evéokpvikni dwotapoyn (mT.y.
GOKYaP®OTN Oaf1(Tn, VITOBVPEOEISIGHO 1 VITEPBVPEOEIOIGUO KAT.).

[pénel va Anebei pépruva mote vo epumodiletal n €l60d0G TOL KTNVINTPIKOD QUPUAKEVLTIKOD TPOIOVTOG
oTa LLATLO, TOL OKOUAOV TTOL VIOPAAAETOL GE Bepameio, .. KPATOVTOG aKiVITO TO KEPAAL TOL GKUAOL
yio vo omo@OyeTe TN kiviion tov (PA. mapdypago 3.9). Xe mepintmon emaeng Le To Latio EemAOVETE e
apBovo vepo.

Idwaitepeg Tpo@LAGEELS TOL TTPEmel vo Aopdvovial amd To GTOUO TOV YOPNYEL TO KINVIOTPIKO
QOPULOKEVTIKO TTPOoidy oe LMo

To KTNVIATPIKO POPUAKELTIKO TPOTOV £xel cofapn mBavotnTa epedicov tov patidv. Tvyaio ExBeon
TOV LATIOV UTOpEl va GuUPEel 0TOV 0 OKOAOG KOUVAEL TO KEPAAL TOV KOTA TN OAPKELN 1] OUECMG LETA
™ yopnynon. ['a va amopevyBel avtdg 0 Kivouvog yia Tovg 1010KTNTES, GUVIGTATOL 1] XPTOT CVTOV TOL
KTNVWOTPIKOD TPoToVTog LOVO amd KTNVIATPOLE 1 VIO TV emTpnon Toug. e v amoeuyn g
£KBe0NC TOV HLOTIOV OTOLTOVVTOL KOTAAANAN LETPA. (.. VO QOPATE YVOALL OCQOAEING KOTA TN
SLAPKELD TNG YOPNYNOTG, VO LOAGGETE KAAA TOV OKOVOTIKO TOPO UETE TN YOPNYNON Yo Vol
SLOCQOMGETE TNV OUOLOUOPPT KOTOVOUT TOV TTPOTOVTOC, VO, GUYKPUTEITE TOV OKOAO LETA TN
yopnynon). e mepintwon akovotlag opBaipikng £kbeong, Eemlovete Kahd ta pdtia pe vepo yuo 10
€wc 15 Aentd. Edv eppaviotodv copntodpota, (nmote 10tpikn ovpufovin Kot dei&te o pOAAO 0dNnyidV
YPNONG N TNV ETIKETO GTOV 1A TPO.

Av Kot 6€ TEWPOPATIKEG PEAETEG dev TapatnprOnke mBavoTTa £peBIo OV TOL dEPUATOG, 1 ETOPN TOV
TPOTOVTOG e TO OEpUa Ba TPETEL VO ATOPEDYETAL. XE TEPIMTMOT TVUYOIG EXAPNG LE TO SEPLAL, TAVVETE
T0 ektebelévo déppa pe vepo.

[TBavov va eivan emProféc o€ mepinT®ON KOTATOONC. ATOPOYETE TNV KOTATOGT TOV TPOIOVTOG,
ovpmeptAapPoavouévng g xbeong omod To ¥EpL 610 oToOUN. € meEpinTmaon Tuyaiag katdroong {ntiote
ApESHS TPIKT] CLUPOVAN Kot OeiETe TO POAAO OOMYLDV YPNONG N TNV ETIKETA GTOV 1LTPO.

[dwaitepeg TPOQLAGEELS Y10 TNV TPOCTAGIO TOV TEPPAAAOVTOC:

Agv 1oyvet.

Al\ec Tpo@uAGELIC:

H aoc@dAieia Kot 1 amoTEAECUOTIKOTITA TOV KTNVIOTPIKOD QOPLOKEVTIKOV TPOIOVTOC GE YATES OeV £xEL
a&loroynOel. H mapakoiovdnon petd v kokhoeopio Tov Tpoidvtog delyvel OTL 1 ¥pNon TOV
TPOTOVTOG G€ YATEG UTOPEL VO GUGYETIOTEL e VEVPOAOYIKH GCUUTTAOUATO (CUUTEPTAAUPAVOUEVNG TG
ataéiog, Tov cuvopdov Horner pe mpoPoirn tov tpitov frepdpov, Tng Lbong, g avicokopiag),
dTapayE Tov £00 OTOG (KMo KePAANG) Kot yevikd cvumtopato (avopesio kot ABapyoc).
YUVETMG, M ¥PNOT TOL KTIVIOTPIKOD POPLOKEVTIKOD TPOiOVTOG G YaTeg B TPEMEL VO ATOPEVYETAL.

3.6 AvemOopuntao copfavra

YxoroL

IToAd omévio, EpOOnua tov onueiov epappoyng, @reypovi tov onueiov

gpappoyns, Iovoc oto onueio epoppoync!
(<1 Lo / 10.000 vrd Gepansia Goa, | | r o7 oe 0T QRO ERAPHOTS

CLUTEPILOUPAVOUEVOV TOV Yreprwnrkomra, Kpovyéc!
LELOVOUIEVOV OVAPOPDV):
"Epetog

Koewon?, Metwpévn akon?, Atotapoyis and 1o uéco aut,
Kovvnpa tov ke@aion!,




OpBaipn dwatapoyn (T.y. PAEPAPOCTAGLOC,
EMTEPLKITION, EMKOG TOV KEPUTOELDOVG, EPEDIGLOC TV
LOTIDV, KEPUTOETIMEPLKITION)

Ara&ia, Nvotayuoc

Avopetia

VEyer mopatnpnOei Ayo petd tn xopfiynon tov mpoidviog.
2 Kvping o nhxiopéva (oo

H avapopd avembountov coppdviov sivoar onpovtiki. Emttpénet ) cvveyn topakolovdnon g
UOQUAELNG EVOG KTNVIOTPIKOD QAPUAKEVLTIKOD TPoiovTog. O avapopic TPETEL VO OMOCTELAOVTOL, KOTA
TPOTIUNOT HECH KTNVIATPOV, E(TE GTOV KATOYO TNG AOELNG KUKAOQOPING £iTE GTNV €BVIKN aprodia
apyn LEC® TOV €BVIKOV GUGTNUATOG AVOPOPAS. AvaTpEETE GTO PUALD 0ONYIOV XPNONG YO TO
ovTicTor o oTol el EMKOVOVING.

3.7 Xpion katd TNV KON61), TN YoAoV)ia 1] TNV MOTOKIM,

H ac@dAieia Tov KTNVIOTPIKoD QopUaKELTIKOD TPoidvTog dev £yl amoderydel Katd T dLapKELO TNG
KONONG Kot TNG YOAOLYiOG.

Kinon kot yorovyio:
Mnv 10 %p1CILOTOLEITE KATA TN SLAPKELN TG KON ONC Kot TNG YOAovyiog.

Tovwomro:
Agv &govv de€aydel LeAETEC Y10 TOV TPOGIIOPIGUO TNG EMIOPACTG OTI YOVILOTNTO TOV GKOLA®V. Na

Uy yproonoteitan o€ (Mo KOTA TN SIGPKELNG TG OVOTOPOYDYNG.
3.8 Alniemidopaon pe ALY QUPUOKEVTIKA TPOTOVTO KAl AALES HOPPES UAMAETIOPAGTG

Agv glval yvootr| Kopio.
H ovpPatdmnto pe otikd KabapioTikd eKT0¢ Tov pUGI0A0YIKOD 0pol dev €xet amodeiyDel.

3.9 Oodoi yopriynong ko d0coroyio

Qrikn ypnon.
Mua yopriynon.

H ocvvietdpevn docoroyia givar 1 coinvapro-piog d6onc (dnA. 1 ml dtaddpuatog) avd Lolvcuévo
ovTti.
H péylot vk amdkpion propet vo unv mopatnpndel Emg 28 nuépeg petd tn yopnynon.

AVOKIVAGTE KOAG TPV OO TN YPNON Y10 S 0EVTEPOLETTAL.

KoBapiote kot 6teyvdoTe TOV ££® 0KOLGTIKO TOPO TOV AVTIOV TPV YOPTYTOETE TO TPOIOV.

Evd kpatdre to coinvapio piag xpnong oe 6pbia Béon, aparpéote To TOUA.

XpNGILOTOGTE TO AV® GKPO TOL TOUATOG Y10, VO GTTAGETE EVIEANDC TO GPPAYIGLO, KOl GTI GUVEYELQ
APOIPESTE TO OO ATO Tr) GUGKELOGIN oG YPNONG.

B1ddo1e 10 0KpopUGLO EPAPLOYNG GTN] CLCKEVAGIN L0 XPNOTS.

TomoBethoTE TO AKPOPVGI0 EPAPLOYNG 6TOV EEM OKOVGTIKO TOPO TOV AVTIOD KO EPUPUOCTE TO
7TPO16V TELOVTAG OAOKATPO TO TTEPLEYOUEVO TOV GOANVAPLOV GTO LTI,

Kdavte nmieg pardéeig otn Pdon tov awtiov yuo 30 devteporenta yio va SIEVKOAVVOEL | KaTavor Tov
dtAvpatog. Kpatnote akivnto 10 KEQAAL TOL GKOAOL Yl 2 AETTA Y10, VO ATOPVYETE TNV Kiviomn Tov.
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3.10 Zvoprtdpotoe vVIEPIOGOA0YINS (KUl KUTA TEPITTMON, HETPU AVTIUETOTICNS KOl AVTIOOTH)

Qi xop1ynomn avd ovo eBOOUAdES Yo GUVOAKE TPELS Bepameies e £MG Kl TEVTATAAGLO TNG
GUVIGTAOUEVNG 000G NTAV YEVIKA KOAG OVEKTY.

O1 710 oNUOVTIKES avTIOPAGELS TV CUUPBOTES LLE TN YOPNYNOT YAVKOKOPTIKOEWDDV, EOIKATEPOL
TopaTNPNONKAY KATOGTOAN TNG PAOIDOOVG aTOKPIoNG TOV eTvePPdiov otnv di€yepon pe ACTH,
UEL®UEVO Bapog emvePPLdimV KO aTPOPio TOV PAOLOD TV EMVEPPLIIMV, LEIWUEVOS aplOOC
AELPOKVLTTAP®V Kol NOGIVOPIA®V, aVENUEVOS aTOAVTOC 0plOUdS 0VdeTEPOPIA®MY, avENuévo Bdpog
NTaTog e aDENGT TOV NIATOKVLTTAPMOV / KUTTOPOTANGLOTIKY 0AAOYT Kot HElUEVO Bapoc B0uov.
AlAeg avtidpdoelg mov mhavag vo oyetilovtan pe ) Oepaneio mepreAdpfovay Nrieg LeTAPOAES OTIG
TIES TNG AOTAPTIKNG apvoTpaveepdong (AST), OAMKN G Tp®TEIVNG, YOANGTEPOANG, VOPYOVOL
QPMoEOPOV, KPeOTIVIVIC Kot acPeotiov. Metd amd 3 efdopadiaicc yopnyNoels £0¢ S @opé TV
GUVIGTAOUEVT] S0GOAOYIM, TO VIO SOKIUT TTPOIOV TPOKAAEGE EAAPPO £pVONUA 6TO Eva 1) KOl 6TA SVO
Tl Tov emaviAfe 61O PUGIOAOYIKO €VTOC 48 WPDOV.

3.11 Ewwoi mepropiopoi xpfiong Ko £181kég cvvOnKes ypong, copnepriapfavopévov
TEPLOPLOUAOV GT1] YP1GT] GVTLKPOPLOKAOV KOl UVTITUPUGLTIKAOV KTNVILTPLKOV
PUPUIKEVTIKOV TPOTOVTMV TPOKELPEVOV VO, TEPLOPLOTEL 0 KIVOUVOG avATVUENS UVTOYNS

Xopnynon omd KTnviatpo 1 vd TN GTEVN TOL EMIPAeym).
3.12 Xpodvor avapovis

Agv 1oyvet.

4. OAPMAKOAOI'IKEX IAHPO®OPIEX

4.1 Kodwkoc ATCvet:
QS02CAO9I.

4.2 @uppoKOSVVOULKI)

To kviatpkd eapuokevTikd TPoidv eivar Evag otabepdg GLVILAGHOG TPLOY OPUCTIKOV OVGLOV
(KOPTIKOGTEPOELDES, AVTILVKNTIOOIKO KOl VTIBLOTIKO).

H @ovpoikn popetalovn sival Eva KOPTIKOOTEPOELDES e LEYOAT dpaoTikoTnTa. OTmg Kot GAL
KOPTIKOGTEPOELDT, £XEL OVILPAEYLOVAIELS KO OVTIKVIGUMOELS 1O1OTNTEG.

H vopoyropuci) teppvaeivn sivor pio oAAvAopivn pe EVtovn HoKNnTokTovo dpact. AvacTéldel
EKAEKTIKG TNV TpOUN oOVOEGT NG EPYOCTEPOANG, 1| OTTOin aroTeLEl PaciKO GLGTATIKO TNG LEUPPAVIS
Qopopvkntov Kot pokitov, cvureptiappavouévng tg Malassezia pachydermatis (MICo 1 pg / ml).
H vépoyropikn tepPvapivn £yl S10pPOPETIKO TPOTO dPAGTG OO T, AVTIUVKNTIOGIKE aloANG,
EMOUEVWDG OEV VTLAPYEL SIUCTAVPOVIEVT OVTOYN HUE AVTLLVKNTIOGIKG TNG OUAd0C TV alOAwV.



Mewwpévn evasOneia in vitro oty tepPvagivn &xet avaeepBel yia otedéyn g Malassezia
pachydermatis mov oynuotilovv ProgiipL.

H @ropeevikéin sival éva foktnplootatikd avTiBloTikd Tov dpo avacTEAAOVTAG T GOVOEST
TPOTEIVOV PECH d€ceVoTS kat dpdong enl g S0S pipocmpkng vropovadag faxtnpiov. To pacpa
dpdiong g mepthapPdvet Oetikd katd Gram kot apvnTikd Katd Gram Baktipia,
ocvumeptiappavouévov tov Staphylococcus pseudintermedius (MICo 2 pg / ml). H in vitro dpdomn g
QAOPPEVIKOANG EvavTl TV Pseudomonas spp. givor younin (MICee> 128 pg / ml).

Ta yovidia avOekTIKOTNTAG OTN YADPPUIVIKOAT TTOL OVIYVEDOVTOL GTOVS GTOPVAOKOKKOUG
neprapfavovv ta cfr kot fexA. To Cfr tpomomotei to RNA ot 8€om mpdcdeong Tov gappakon
(TPOKAADVTOG LEIOUEVT] GUYYEVELN LE YAMPOUUPEVIKOAT, PA®PPOIVIKOAT KO KAVOOUVKIVN) KO TO
yovioto cfr umopei va vapyel o TAacuida 1| dAle petadotikd otoryeio. O FexA kmodkonotel Eva
oVoTNHO EKPONG oL oyeTileTon pe ™ pepPpdvn (emmpedlel TNV €KPON PAOPPAVIKOANG Kot
YAOPOUUPEVIKOANC) Kot PpioKeETOL OTO YPOUOCOUAT KAODS Kot 6TA TAUCUIOLL.

4.3 @oppoKOKIVITIKN

H ocvotpatiki amoppdenon Tev Tpidv SpacTIKGOV 0VCIHV TPOGOIOPIoTIKE HETA amd o Lovo
GUYYOPNYNON GTOV BKOVOTIKO TOPO VYLDV oKOA®Y beagle. Ot péoeg HEYIOTEG CLYKEVTPMOGELC OTO
TAaopa (Cmax) NTov younAéc e 1,73 ng/ml ®ropeevikorn , 0,35 ng / ml povpoikn pouetalovn Kot
7,83 ng / ml tepPvaeivn HCI kot Bdcav 6To tmax 24 dpeg, 0,5 dpeg ko 20 dpeg PETA TNV aymyn,
avtioctolya.

O BaBpog TG dASEPLUKNC ATOPPOPNONG TOV PAPLAK®V TOTIKNG EPOUPLOYNE TPpocdiopileTat omd
TOAALOVC TAPAYOVTEG GUUTEPIAAUPAVOUEVOL TIV BKEPOLOTNTO TOL EMOEPLUKOV Ppaypov. H pAeypovn
umopel va 0vENoeL T S10dEPLUIKT ATOPPOPTOT| TOV KTNVINTPIKAOV QAUPUAKEVTIKMY TPOTIOVI®OV GTO
dépuo dimAa, 6To EEMTEPIKO GTOULO TOV OKOVGTIKOD TOPOUL.

5. GOAPMAKEYTIKA XTOIXEIA

5.1 Kopieg aocvppoatoTnTeg

A0y EAAEIYNG LEAETMV GUUPATOTNTOC, ALTO TO KTNVIATPIKO PAPUOKEVLTIKO TPOIOV OEV TPEMEL VUL
OVOUELYVOETOL UE A KTNVIOTPIKG QUPUAKEVTIKG TPOTOVTO.

5.2 Awpkewa Long

Augprela {ONG TOL KTNVIOTPIKOV QUPUAKEVTIKOD TPOIOVTOG COLP®VA LIE TN GVGKELOTTIN TOANoNG: 18
HNVES

5.3 Iowirepeg mpo@urdiers katd T @OLAEN TOV TPOIOVTOG

Noa unv euidocetor og Oegppokpacio peyoalvtepn tov 25°C

5.4 ®von ko 6OVOEGT] TNG GTOLYELDOOVS CVGKEVUGINGS

ZOAMVAPLO Hog YpHoNG 0md TOAMATAEG GTPAOCELS AAOVULVIOV, TTOL TTePLEyel 1 ml StoAduaTOg, e T
oo TOAVTPOTLAEVIO Kot Egxplotd akpoHcto epappoyng amd LDPE, cuckevacuévo oe dtopovég
TAOoTIKO blister.

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

Mmropei va, unv KuKAOQOPOUV OAEG 0L GLOKEVAGIES.

5.5 E10wkég mpo@uiaters améppuyng evog pn APNoLRoTo]0£vTog KITNVIATPLKOD QUPRUKEVTIKOV
TPOIOVTOG 1] GAAOV VAMKAV TTOV TPOEPYOVTUL OTTO T1) P1]O1) TOL TPOIGVTOS, AV VTTEAPYOVY

Ta edppoxo dev TPENEL VoL OTOPPITTOVTOL LECH TMOV AVUATOV 1) TOV OIKIHKOV OTOBANTOV.



XpNOOTOINOTE TPOYPAULOTO ETICTPOPNC PAPLAK®OV Y10, TNV ATOPPIYN U1 XPNCLOTOMOEVTOV
KTNVIOTPIK®V POPUUKEVTIKOV TPOIOVI®V 1 GAL®Y DAIK®OV OV TPOEPYOVTOL Amd TN YP1ON TOVG
GOV, LLE TIG TOTTIKES OOITNOELG KOl LE TUYOV EBVIKA GLGTILOTO GLAAOYNG TOV 1GYVOVV Y1d TA
GYETIKA KTNVINTPIKE QAPLOKEVTIKA TPOTOVTO.

6. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Elanco Animal Health GmbH

7. APIOMOZ(OI) AAEIALZ KYKAO®OPIAX
EU/2/19/246/001 (2 tubes)
EU/2/19/246/002 (10 tubes)

EU/2/19/246/003 (20 tubes)
EU/2/19/246/004 (1 tube)

8. HMEPOMHNIA ITPQTHX EI'KPIXHX

Hpepounvia Ing éykpiong: 10 Aekepppiov 2019.

9. HMEPOMHNIA TEAEYTAIAX ANAOEQPHXHX THX IIEPIAHYHX TQN
XAPAKTHPIZTIKQN TOY ITIPOIONTOX

MM/EEEE

10. TAZEINOMHZIH TON KTHNIATPIKON ®APMAKEYTIKQN ITPOIONTQN
Noa yopryeitar LOVoV e KTNVIOTPIKE GLVTAYT).

Aentopepeic TANpoopieg Yia 10 v AOy® KTNVIATPIKO QOpUAKELTIKO Tpoidv eivan dtabéoipes otn Pdon
dedopévev e EE yia o ktnviatpikd tpoidvta (https://medicines.health.europa.eu/veterinary).



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

ITAPAPTHMA 11

AAAOI OPOI KAI AITAITHXEIX THX AAETAYXY KYKAO®OPIAX

Kavévag



ITAPAPTHMA II1

EINIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX
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A. EINIXHMANXH
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IMAHPO®OPIEX I1OY ITPEITEI NA ANATPA®ONTAI XTHN EZEQTEPIKH XYXKEYAXIA

EEZQTEPIKO KOYTI

‘ 1. ONOMAZIA TOY KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX

Neptra oTiKég oTOyOVES, SIOAVUA

| 2. IYNOEXIH IE APAXTIKH(EX) OYZIA(EY)

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

3.  TYEKEYAXIA

1 tube
2 tubes
10 tubes
20 tubes

| 4. EIAOX(H) ZQOY(QN)

YKxOA0L

| 5. ENAEIEEIZ

‘ 6. OAOI XOPHI'HXHX

Qi ypnon.

‘ 7. XPONOI ANAMONHX

‘ 8. HMEPOMHNIA AHEZHX

Exp. {up/ecee}

‘ 9. EIAIKEYX YYNOHKEX AIATHPHXHX

No unv @uAdcocetal g Oeppoxpacio peyoivtepn tov 25 °C

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

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

‘ 11. OI AEZEIX «KAIIOKAEIXTIKA I'TA KTHNIATPIKH XPHXH»

ATOKAEIOTIKA Y10 KTNVIOTPIKT XP1ON.
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12. OI AEZEIX «<NA ®YAAXXETAI XE OEXH, THN OIIOIA AEN BAEITIOYN KAI AEN
NNPOXEITIZOYN TA ITAIAIA»

Na pvrdooetal o€ 0Eom, TNV onoia dev PAETOLV Kot dev Tpooeyyilovv Ta TALdd.

‘ 13. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Elanco logo

‘ 14. APIOMOI AAETAY KYKAO®OPIAX

EU/2/19/246/001 (2 tubes)
EU/2/19/246/002 (10 tubes)
EU/2/19/246/003 (20 tubes)
EU/2/19/246/004 (1 tube)

‘ 15. APIOMOX ITAPTIAAX

Lot {apBuog}

13



EAAXIXTEX ENAEIZEIX TIOY IIPEITEI NA ANAI'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

Blister

1. ONOMAZXIA TOY KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX

Neptra

¢ U

‘ 2. IHOXOTIKA XTOIXEIA TQN APAXTIKQN OYZIQN

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

‘ 3. APIOMOZX ITAPTIAAX

Lot {ap1Ouoc}

‘ 4. HMEPOMHNIA AHEZHX

Exp. {up/ecee}

14



EAAXIETEX ENAEIZEIX IIOY ITPEIIEI NA ANAT'PA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

Yvokevaoio piog 066MG

1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Neptra

¢ U

‘ 2. NNOXOTIKA XTOIXEIA TQN APAXTIKQN OYXIQN

1 ml

‘ 3. APIOMOZX ITAPTIAAX

Lot {ap1Ouoc}

‘ 4. HMEPOMHNIA AHEZHX

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

1. Ovopacio ToOL KTNVIITPIKOD QUPUIKEVTIKOD TPOIOVTOg

Neptra oTikég oToyOVES, SIGAV LA Y100 GKOAOVE

2. 2ovleon

1 660m (1 ml) mepiéyet:

ApoocTIKG(G) cV6TOTIKO(G):

Ddropeevicoin (florfenicol): 16,7 mg

Yépoyrwpikn tepPivaeivn (terbinafine hydrochloride): 16,7 mg, 1codOvapo pe fdon tepfvapivn
(terbinafine base): 14,9 mg

Dovpoikn| popetaldévn (mometasone furoate): 2,2 mg

Awowyég, dypopo Tpog Kitpvo, ELaepds EmOEC VYPO.

3. Eion loov

YxoOAoL.

4. OepamevTiKég EVOEIEEIQ

T ™) Bepamneia g o&elag EEm mTitidag Tov okdAoL 1 TG o&elog mapdEvvong vroTpomalovcag
oTiTd0c oV oQeileTor og PIKTEG AoumEelc amd Staphylococcus pseudintermedius kow Malassezia
pachydermatis.

5. Avtevoeigeig

No punv {pNOUOTOLEITAL OE TEPMTMOCELS VIEPELAIGONGIOGC OTA OPUSTIKA GLOTUTIKA, GE GALN
KOPTIKOGTEPOEION 1| OE KATO10 amrd T, EKSOYOL.

Na unv ypnoiponoteital o€ mepintmon piéNG TVUTAVOD.

Noa unv xpnoLoToIEiTal G GKUAOVG LE YEVIKEVUEVT] OEUOOK®OT).

Na punv ypnotponoteital o (Mo Katd TN SAPKELD TNG KONGNG 1] TG OVOTOPOYWYNC.

6. Ewdwkég mposidomomjoelg

H Baktnploxn Kot pokntiactkn oTitda eivatl cuyvé deutepoyevig GAA®V KoTaoTdcemVY. X (M L
1OTOPIKO VRTOTPOTIALOVGOG EEM MTITIONG, TPEMEL VA, AVTILETMTIGTOVV TO VITOKEILEVO QLTI TNG
KATAGTAONG OWG 1 OAAEPYIO 1] 1] AVOTOLUKT] SIATAGCT) TOL OVTIOV, TPOKEUEVOL VO, amoPeLYDel 1
OVOTTOTEAEGLATIKOTITO TG OYOYNG HE TO KTNVIATPIKO QOPHOKEVTIKO TPOTOV.

& TEPIMTACELG TOPUCITIKNG OTITIONG, TPETEL VO EQAPUOGTEL KATAAANAN ay®myN e OKOPEOKTOVA.

Ta avtid Tpénet va kKaboploTovy TPV 0o TN YOPNYNOT| TOV TPOTOVTOS. ZVVIGTATUL VO NV
enovoraPete TOV KOOUPIGHO TOV OVTIOD UEYPL 28 NUEPEG LETA TN YOPTYNOT TOL TPOIOVTOG. e KAVIKEG
doKIUEG ypnopomombnke Hovo PuGLOA0YIKOS 0pdC Y10, TOV KAOAPIGUO TOL CLTION TPV OO TNV
évapén g Bepomeiog Pe TO KTNVINTPIKOD QAPUAKEVTIKO TPOTOV.

O ovvdvacpdg avtdg mpoopiletan yia ) Oepaneia g o&eiog wtitidog 6tav £yovv mTopatnpndel KTég

Aoméeig mov mpokodovvtal amd Staphylococcus pseudintermedius €voicOnTo 6T PLOPEEVIKOAN KoL
Malassezia pachydermatis gvoicOntn oty tepPfvaeivn.
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[dwaitepec TPo@LAGEELS Y10 TNV ac@aAn ypnon oto €101 Ldwv:

H ac@dieia Tov KTNVIOTPtkoD QopUaKeELTIKOD TPoidvTog dev £yl amodelydel oe orOAOLS NAKiag
HiKpoTEPNG TV 3 unvav. H acedieta tov {dov 6TtoYmv dev HeAeTnONKE 6€ GKOAOVG COLATIKOD
Bapovg Ayotepo amd 4 kg. QQot600, dev evtomioTnkay {NTHHATH 0cQAAELNG O PHEAETEG TTEDTIOV OF
okvAoLG oL Luyilovv Aydtepo and 4 kg.

Ipv amd TV €QappOYN TOL KTNVIOTPIKOD PAPUOKELTIKOD TPOIOVTOC, 0 e£m aKoVoTIKOG TOPOG Oa
npénel va, eEETALETOL TPOGEKTIKA, £TCL MOTE VO SIACPOAILETAL OTL dEV VOIGTATOL SLUTPTOT] TVUTAVOV.
Enava&lodoynote tov 6kOA0 gdv Kotd ) dtdpkela g Oepameiog mapotnpndel ammAieio okong M
onuddia ducreltovpyiog Tov atfovcsaiov GLGTANATOG.

Metd ) yoprynom, umopei va mapatnpndei vypacio oto avTid 1 S100YEC EKKPLLO, TOV JEV
oyetiovton pe v maboyéveln g vOGov.

H ypnion tov mpoidvrog Ba mpénet va, foacileTar otn TovTomoinon kot og doKIUEG evaistnaoiog Tov
nmafoyovou(mv) otoyov. Edv avtod dev eivar duvatd, 1 Oepaneio Oo tpénel va Paciletar o€
EMONMOAOYIKES TANPOPOPIES Kot GTN YVMOGT TG gvaicinciog Twv TaboyovemvV-cTOX®V GE
TOTIKO/TEPLPEPELOKO ETITEDO.

H ypnomn tov mpoidvtog mpénel vo yiveTton COUPOVA LE TIC ETIONUES, EOVIKEG KOl TEPLPEPELOKES
OVTYKPOPLOKES TOMTIKEG.

Avtiiotikd pe yapniotepo kivouvo pikpofrakng avroyng (yopmin xatnyopio AMEG) npénet va
ypMolLoTolEiTal Yo Oepameio/aymyn TPOTNG YPAUUNG OTIG TEPUTTMGELS OTTOL 1) SOKIUN EvolcOnciog
VTOJEIKVOEL TNV TOAVT| OTOTEAEGUATIKOTNTO OLTHG TNG TPOGEYYIOT|S.

H ypnion tov Ktnviatpikov popuokeuTikod TPoidovTog KOTd TapEKKAIOT) TV 00NYIdV TOL
neptAapPavovtol 6to OALO 001 YLDV YPNHoNE EVOEXETAL VO, AVENGEL TNV TopoLGio fakTnpiov
avBektik®v otn florfenicol kot poxnTeV avlektik®v oty terbinafine kot pmwopel va peudoet Tnv
amoTEAECUATIKOTN T TNG Oepameiog pe dALO avTIBlOTIKG Kot OVTIHVKNTIOGTKAL.

Mewwpéva enimedo KopTLOANG TapotnpiOnKay HeTd TNV EVOTALAEN TOV TPOIOVTOC GE PEAETES OVOYNG
(mpwv ko petd ™ di€yepon pe ACTH), vodeikvoovtag 0Tt 1| povpoikn popeTaldvn (mometasone
furoate) amoppoPdTaL Kol EIGEPYETAL GTI GLGTNUATIKY KuKAoPopia. Ta kOplo evpruaTo TOL
mapatnpnonkoy o 060 1X frav peiowon oty andkpion tov Aood otr déyepon ue ACTH,
UEL®UEVOG ATOAVTOG 0PLOUOC AEUPOKVTTAP®V Kol NOGIVOPIA®V Kot PEIOUEVO Papog emtveppidioy. H
TOPOTETAUEVT] KOL EVTIOTIKT YP1OT TOTIKMV KOPTIKOGTEPOEWOMV EIVOL YVMGTO OTL TPOKAAEL
GUOTNIOTIKEG AVTIOPACELC, CUUTEPILOUPOVOUEVIC TNG KATAGTOANG TNE AEITOVPYIOG TOV EMVEPPLOi®V
(BA. mapdypopo «YTepdocoroyion).

e mepinton vrepevaIcOnciag o€ 0TO10ONMTOTE QMO TO, GLGTATIK(, TO AVTL TPEMEL VoL TAVOEL EMUELDG.
EmnAéov Bepaneiec ple KopTikooTepoeldn Ba TpEmel va, amoPevyovTal.

XPNOOTOINOTE TO UE TPOGOYN 0 GKVLAOVG Le mhavi 1 emPeParwpévn evookpvikn dwotapoyn (mT.y.
oaKyopmOn oaPnTn, VIToBLPEOEIdIGUS 1) VTTEPOVPEOEIOIGUO KAT.).

[Ipémel va Anebei pépruva mote vo epumodiletal n €l60d0G TOL KTNVINTPIKOD QUPUAKEVLTIKOD TPOIOVTOG
T UATIOL TOV GKVAOVL 1oL VIToPdAdeTon o€ Depameia, .. KPATOVTOC OKIVITO TO KEPAAL TOL GKOAOL
Y vo, ao@OyeTe T Kivnon Tov (PA. mapdypopo «Odnyieg ylo T OOTH YOP1yNom»). e TEPINTTOOT
EMOPNG HE To, paTio EEMAVVETE pE ApBovo vepo.

Idwitepeg mpouAGEeic mov mpémel vol AouBdvovTal ortd To ATOUO TOL YOPNYEL TO KTNVIOTPLKO
QOPULOKEVTIKO TTPoidV oe LMoL

To KTNVIATPIKO PAPUAKELTIKO TPOTOV Exel cofapn mBavoTnTa epedicov tov patidv. Tvyaio ExBeon
TOV LOTIOV UTopel va cupPet 0Tov 0 GKOAOG KOUVEEL TO KEPAAL TOV KOTA TN OldpKeLd 1 OUECHOC LETA
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™ yopnynon. ['a va amopevyBel avtdg 0 Kivouvog yio Tovg 1010KTNTES, GUVIGTATOL 1] XPTOT CVTOV TOL
KTNVIOTPIKOV TPOTOVTOC HOVO otd KINVIATPOLG 1] VTd TNV mMTipnon Tove. [ v amopuyn g
£K0e0NC TOV HLOTIOV OTONTOVVTOL KOTOAANAL LETPA (T1.). VO POPATE YLOALA OCPUAEING KAUTA TN
SLIPKELD TNG XOPNYNOTS, VO LOAGGETE KOG TOV OKOVOTIKO TOPO LETA T YOPNYNON Y10 VOl

S0 PAAGETE TNV OUOLOLOPOT) KOTOVOUT TOV TPOIOVTOC, VO GUYKPATEITE TOV GKOAO LETA TN
YopNyNon). e mePInTwon aKovolag oPBaipkng Ekbeong, Eemhbvete KaAd To pdtio pe vepod yuo 10
¢wc 15 Aentd. Edv eppaviotodv copntodpota, (nmote 10tpikn oupufovin kot dei&te o pOAAO 0dnyidV
YPNONG N TNV ETIKETO GTOV 1ATPO.

Av Kot 6€ TEPOPATIKEG PeEAETEG dev apaTnprOnke mBavoTTa £pebio oD TOL dEPUATOG, 1 ETOEN TOV
TPOTOVTOG e TO OEppa Ba TPETEL VO ATOPEDYETAL. XE TEPIMTMOT TVUYOING EMAPNG LE TO SEPLA, TAVVETE
T0 ektebeévo déppal pe vepo.

[TBavov va eivar emPrLoPéc o€ mePinT®ON KOTATOONG. ATOPVYETE TNV KOTATOGT) TOV TPOIOVTOG,
ovumepthapPavouévng g £kfeonc omd To XEPL GTO GTOWN. LE TEPITTM®ON TVYOL0G KaTdmoong (noTe
aUECMG 10TPIKN GUUPOVAN Kot dEIETE TO PVAAO 0OMYIDV ¥PNONE ) TV ETIKETO, GTOV 10TPO.

Alleg TPOQULAGEELS:

H aopddeia kot 1 amoTELEGUATIKOTITO TOV KTNVIOTPIKOD QUPUAKEVTIKOD TPOIOVTOG OE YATES OEV €€l
a&roroynBel. H mapakorohbnon petd trv Kukhoeopio Tov TpoidvTtog deiyvel OTL 1) yp1ioT TOL
TPOIOVTOC G€ YATEC UMOPEL VAL GUGYETIOTEL LLE VELPOAOYIKA CUUTTAOUOTO (GUUTEPIAAUPOVOLEVIC TNG
ato&iag, Tov cvvdpopov Horner pe mpofoin) tov tpitov PAE@ApOL, TNG HOOTG, TNG AVIGOKOPLaG),
dratapayéc Tov E6m OToG (KAon Ke@aing) kot yevikd cvpmtodpato (avopeéio kot Andapyoq).
ZUVETMG, N YPNOT] TOL KTNVIATPIKOV PUPLOKEVTIKOV TPOIOVTOC GE YATEC O TPEMEL VO AmOPEVYETAL.

Eyxopoctvn ko yohovyio:
H aoc@dieia Tov KTNVIOTPIkoD QopUaKeLTIKOD TPoidvTog dev Exel amodelydel Katd T dLapKeELO TNG
KONONG Kot TNG Yolovyiag. Mnv xpnoilomoleite KTd T S1GpKELD TG KOTOTG KO TG YOAOVYIOS.

Tovyom o
Agv &xovv de€ayBel LeAéTeS Yo TOV TPOGOIOPICUO TG EMLOPUONG GTI YOVILOTNTO TV GKVA®V. Na

Uy yproLonoteiton o€ (Mo KOTA TN SIGPKELNG TG OVOTOPOYDYNG.

AlMnAenidpaon pe GAAL QOPLOKEVTIKA TTPOTOVTA Kol AALEG HOPPES aAANAETIOpAOTC:
Agv glval yvootn Kopio.
H ocvpparomto pe oticd koboploTikd eKTOC TOL PLGIOAOYIKOD 0poD deV £xel omoderyDel.

Yrepdocoroyia:
QK yopynon ovd dvo ROOUAdES Y10 GUVOALKA TPELC Bepameiec e EMC Kol TEVTUATAAGLN TG

GUVIGTAOUEVNG 000G NTAY YEVIKA KOAG avekT]. Ol o oNUAVTIKES avTIOPACEIS NTOV CLUPATEG e TN
YOPNYNOT YAVKOKOPTIKOEWD MV, EOIKOTEPO TAPATPNONKAV KATAGTOAT TNG PAOIDOOVS OTOKPIONG TV
emveepdiov oty d1éyepon pe ACTH, peiopévo Bapog Twv envepidiwv Kal atpo@ic Tov pAOLOD
TOV ENVEPPLOI®V, HEIOUEVO aplBUO AEUPOKVTTAP®V KOl NOCIVOPIA®Y, AVENIEVO OTOAVTO aplOuo
0VOETEPOPIA®V, LENUEVO BAPOG TOV NITATOG e TNV ADENCT] TOV NAATOKVLTIAP®V /
KUTTOPOTANGLOTIKY AAAGYT KOl TO HEW®UEVO PApog Tov BOHoV. AALEC OYETIKEC AVTIOPAGELS TOV
oyetilovion pe tn Ogpaneia meplehdupavay NTEC LETAPOAEC OTIC TIUES TG OLOTAPTIKNG
apwvotpovopepdong (AST), olkng TpOTEIVIG, YOANGTEPOANG, AVOPYUVOL POGEOPOV, KPEATIVIVIG KO
acPeotiov. Metd omd 3 efdopadiaisg yopnyNoEls £0G S POPES TIV GLUVIGTAOUEVT] S0GOAOYid, TO VIO
doKUn TPoidY TPoKAAEGE EAaPPO £pVON U 6TO Eva 1 KoL 6T0, 000 0TIC TOV emaviADE 6To
(QVOI0A0YIKO EVTOG 48 WPAV.

Edwkoi mepropiopol ypnonc Kot e10tkéc cuLVONKES YpNoNs:

Xopnynon omd KTnviaTpo 1| vd TN GTEV TOV EMIPAeYT).

Kvpiec ocvuforotnrec:
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AbOy® ENheyN G LEAETMV GUUPATOTNTOG, AVTO TO KTNVINTPIKO QUPUOKEVTIKO TPOIOV dEV TPEMEL VO,
OVOUELYVOETOL [LE GAAD KTVIOTPIKA QOPLUAKEVTIKE TPOIOVTAL.

7. AvemOounta coppavra

Yxorou

[ToAV omavia

(<1 Lo / 10.000 vro6 Oepameio (D0, CLUTEPIAOUPAVOUEVDY TOV HELOVOUEVDY OVOPOPDV):

EpbOnpa tov onpeiov epappoyng, @reypovi tov onueiov pappoyngs, Iévog oto onueio
epappoyng'

Yrepxivnrucotnro, Kpovysc!
"Epetog
Koeoon?, Mewopévn akon?, Atatapayéc and 1o péco outi, Kovvnua tov kepoiion!,

OpBaipukn datapoyn (T.y. PAEPAPOCTAGLOC, EMTEPLKITION, EAKOG TOV KEPAUTOEWOOVS, EPEOIGLOG
TOV PATIOV, KEPOTOEMTEPVKITION)

Ata&ia, Nvotaypdc

Avope&ia

VEyer mopatnpnOei Ayo petd tn xopfiynon tov mpoidviog.
2Kvping og nhkiopéva {da.

H avagopd avemBountov coppdviov eivar onpavtikn. Exitpénet tn cuveyn mopokoiovdnon g
ao@dAelag evog mpoidvtoc. Edv mapatnpnioete omoladmote avemBOunt evEPYEL, OKOLO Kol oV OgV
OVOQEPETOL OTO EGOKAEITTO GUAAO 0INYIDV YPNOTG 1 AUPPAALETE Y10 TNV OMOTEAEGLATIKOTITO TOV
QopUaKov, TaPoKaAEicOE Vo ETIKOIVOVIGETE, KATAPYAGS, LE TOV KTNVIiaTpd coc. Mmopeite emiong va
AVAQPEPETE OTTOLOONTOTE OVETLOOUNTO GUUPBAVTA GTOV KATOYXO TNG ASEWG KUKAOPOPING
YPNOLOTOIMVTAG TO GTOLYEID EMKOVWOVIONG GTO TEAOG ALTOV TOL PVAALOL 0INYIDV YPNONG, 1 LEC® TOV
£0vikoO 60¢ cLOTAATOC avaPopPdG: {oToryela E0VIKoD GLGTHATOG OVAPOPHC)

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

Qi ypnon.
Mo Bepamevtikn yoprynon.

H ocvvictdpevn docoroyia eivar 1 cwinvdpro-pioag 06ong (OnA. 1 ml dteddpatoc) avéd polvcspévo
ovri.
H péyiot vk amdkpion propet vo unv mapatnpndel émg 28 nuépeg petd tn yopnynon.

AvVOKIVAOTE KOAG TPV OO T YPNOM Yo S OEVTEPOLETTAL.

Evd kpatdre to coinvapio piog xpnong oe 6pdia BEon, aparpéote To TOUA.

XpNOOTONOTE TO AV AKPO TOL TAOUOTOG YL VO CTAGETE EVIEANDC TO GPPAYIGLLOL KOl GTI GLVEXELDL
0QOPECTE TO TAOUO OO T CLGKELAGIN LLOC YPTOTG.

B1ddo1e 10 0KpoPUG1O EPAPUOYIG GTN] CLCKEVAGIN LI0G XPNOTS.

TomoBethoTE TO AKPOPVGI0 EPAPLOYNG GTOV EEM OKOVGTIKO TOPO TOV AVTIOV KO EPAPUOCTE TO
TPO1oV TELOVTAG OAOKAT PO TO TTEPLEYOUEVO TOV COANVAPLOV GTO OTL.

Moévo yio LovOyA®GOT CLGKEVAGTN:
<Ta mapadeiypota mopovctdloviot TapaKkdTm.>
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Movo yio ToADYA®GGEC GLOKEVAGIES:
<Ta mopadeiypato Topovstdloviol 6To TEAOG TOV PLAAASIOV.>

/l.w\

9. Odonyieg Yo T sG] Lopiynon

KoBapiote pe puoloroyukd opo Kol 6TEYVMOOTE TOV E£® 0KOVGTIKO TOPO TOV GVTIOD TPV OPTYNOETE
TO POIdV.

Kavte fmeg poraelc otn faon tov avtiov yio 30 dgvutepdienta Yo vo d1evKoALVOEL | KaTovoUT TOL
dwAvpatog. Kpatnote akivnto 1o KEQAAL TOL GKOAOL Yid 2 AETTA Y10, VO ATOPVYETE TNV Kiviom Tov.

10. Xpovor avapoviic

Agv €xel epapuoyn.

11. EIAIKEX XYNOHKEX AIATHPHXHXZ

Na pvidcoetal o€ BEom, TV onoia dev PAETOLY Kot dev Tpooeyyilovv Ta TALd1d.

Na unv evAdccetar oe Beppokpacio peyarvtepn twv 25°C

Na pn ypnoponoteital avtd To KTNVINTPIKO GOPUOKEVTIKO TPOTdV HeTd Trv nuepounvia AnEng mov
avaypdoeetor oto eEmteptkd Kouti (Exp). H nuepounvio Anéewe cvumintet pe v tedevtaio nuépa Tou
GUYKEKPILEVOL URVaL.

12. Ewwkég mpo@urdiers amoppryng

Ta eapuaKo dev TPEMEL VL OTOPPITTOVTOL LECH TOV ADUATOV 1] TOV OIKIAKMOV OTOPANTOV.
Xp1MCILOTOGTE TPOYPAUUATO, ETIGTPOPNS POAPUAK®V YL TV OTOPPIYT U1 XPNOOTONOEVT®DV
KTNVIOTPIK®V QOPLOKEVTIKOV TPOIOVTOV 1| GAADV DAIKOV TOV TPOEPYOVTAL OO T XPNON TOVG
GOUQ®VA, LLE TIG TOTIKEC OTOLTNGELS KAl LLE TUYOV 1oYbovTa £B8VIKA cuoTiato cvALoYNG. Ta pétpa
OVTA ATOCKOTOVV GTNV TPOGTAGia TOV TEPIPAALOVTOC.

YopPovievbeite Tov kKTNViaTpd cag 1 tov PAPLOKOTOLd GOC YL TOV TPOTO ATOPPIYNE TOV
YPNOUOTOMOEVTOV QupUAK®Y.

13. Toe&vépunon TOV KTNVIETPIKAV QUPUIKEVTIKOV TPOTIOVTMOV
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Na yopryeital LOvVov e KTNVINTPIKT GLVTAYY.

14. Ap1Opoi o105 KUKAOQPOPIOS KUl GUGKEVUGIEG

EU/2/19/246/001 - 004

ZOMVAPLO pag xpHoNg omd TOAMATAEG GTPOCELS AAOVULYVIOV, TTOV TTeptéyel 1 ml StoAduaTog, pe T
omd TOALTPOTVLAEVIO Kal EexmploTd akpo@cto epappoyng and LDPE, cuokevoaopévo og dtopaveg
TAooTIKO blister.

Meyébn ovokevaociag: 1, 2, 10 | 20 coinvapia.

Mmropei va, unv KoKAOPOpOUV OLEG 0L GLOKEVAGIES.

15. Hpepopnvia teievtaiog avade®pnong Tov UALOV 03NYIAOV YP1ONG
MM/EEEE

Aentopepeic TANpo@opiec Yo T0 v AGY® KTNVIATPIKO QOPHOKEVTIKO TPoioV eivar dtabéaipeg ot
Baon dedopévav g EE ya ta ktnviatpikd tpoiovta (https://medicines.health.europa.cu/veterinary).

16. Xroygio emxovoviag

Kdtoyog tne ddetog KUKAOQOPIOC -Koil GTOLYEI0 ETKOVAOVIOS Y10 TNV 0Vapopd THOVOALOYOOLLEVOV
aveETOOUNTOV EVEPYELDV:
Elanco Animal Health GmbH, Alfred-Nobel-Str. 50, 40789 Monheim, ['eppavia

Belgié/Belgique/Belgien Lietuva
Tél/Tel: +32 33000338 Tel: +372 8840389
PV.BEL@elancoah.com PV.LTU@elancoah.com

Peny0auka bnarapust
Tem: +48 221047815

Luxembourg/Luxemburg
Tél/Tel: +352 20881943

PV.BGR@elancoah.com PV.LUX@elancoah.com

Ceska republika Magyarorszag

Tel: +420 228880231 Tel.: +36 18506968

PV.CZE@elancoah.com PV.HUN@elancoah.com

Danmark Malta

TIf: +45 78775477 Tel: +36 18088530

PV.DNK@elancoah.com PV.MLT@elancoah.com

Deutschland Nederland

Tel: +49 32221852372 Tel: +31 852084939
PV.NLD@elancoah.com

Eesti Norge

Tel: +372 8807513 TIf: +47 81503047

PV.EST@elancoah.com PV.NOR@elancoah.com

EALada Osterreich

TnA: +386 82880097

Tel: +43 720116570
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PV.GRC@elancoah.com

Espaiia
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

Kvnpog
TnA: +386 82880095
PV.CYP@elancoah.com

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

PV.AUT@elancoah.com

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

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

Roménia
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

ITapaockevootng vrevhuvoc yia TV arelevdEpmon TV TopTidwWV:

KVP Pharma + Veterindr Produkte GmbH, Projensdorfer Str. 324, 24106 Kiel, 'epuavia
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