ITAPAPTHMA I

MEPIAHYH TOQN XAPAKTHPIZTIKQN TOY ITPOIONTOX



1. ONOMAZIA TOY KTHNIATPIKOY ®»APMAKEYTIKOY ITIPOIONTOX

Trilocur 10 mg/ml 7déG1HO EVOLDPN UM Y10 GKOAOVC

2. IIOIOTIKH KAI IOXOTIKH XYNOEXH

Ka0e ml mepiéyet:

Apaotiki] ovoia: Tptiootdvn 10 mg

"Exodoyo:

owoTiki] 60vOgo EKOOY OV Kol AAA®V
GUGTUTIKAV

[Mocotikn cvvOeon av oL TANpoPopies avTég
€ival oNUOVTIKES Y10 TT 6MOTI] JOPN Y101 TOV
KTNVWWTPIKOD QUPUUKEVTIKOD TPOI6VTOG

Sorbitol liquid (non-crystallising)

Glycerol

Water, purified

Xanthan gum

Sodium benzoate

1,5 mg

Saccharin sodium

Xylitol

Sodium dihydrogen phosphate dihydrate

Citric acid monohydrate or citric acid anhydrous

Silica, colloidal anhydrous

Vanillin

A€guKb £0C VTOLELKO EVOLDPTLLAL.

3. KAINIKEY MAHPO®OPIEX
3.1 Eion {oov

Yx0A0L

3.2  OgpomevTikég evoeiEelg Yo kaOg gidog Lmov

I"oa 1 Bepaneio Tov e€apTdOUEVOD OO TV VIOPLGT] KOl TOL EEUPTMOUEVOL amd TO EMVEPPISLN
VIEPPAOLOETIVEPPIIIGUODV (VOGOC Kol cuvopopo Cushing) 6Tovg GKOAOVG.

3.3  Avrevoeiteg

Na unv ypnoionoteitar 6€ {®0 TOL TAGKOVY OO TPOTOTOON NTUTIKY VOGO 1)/KOL VEPPIKT

OVETAPKELD.

No punv ypnoiponoleital 6 TEPINT®OT VIEPELOIGONGING GTN dPACTIKY OVGIN 1 GE KATO10 £KO0YO.




3.4 E101kéc mpogtdomonoels
H axpiPnc 61dyvweon tov vaep@AoloenivePIdlc oD Vol OVGIOGTIKNG GNUAGIOGC.

Omov dev vapyet epeavig avtamdkpion ot Bepaneia, | didyvoor Ba tpénel va eravaioloyeitat.
Evdéyeton va ypetaotel adénon g d6ong.

Ot xtnvioTpot Tpémel va yvopilovv 0Tt 01 GKOAOL LE VTEPPAOIOETIVEPPIOITUO dloTPEXOLV OLENUEVO
kivéuvo maykpeatitidoc. O Kivouvog antdg evogyeTal vo Unv HelmBEl Le TV aymyn| e TPIAOGTAVY.

3.5 Idwitepeg mpo@uAAEELS KATA TN Y p1ON

Idwitepec TPoPUAGEELS Yo TNV aoc@oAN ypnon ota £ion (omv:

Kobmhg n mhelovotnto Temv TEPISTATIKOV DIEPPAOIOETIVEPPIIIGLOD S1OYLYVMOOKOVTOL GE GKOAOVG
niikiog amd 10 émg 15 etmv, vapyovv cvyva ailec taboroyucéc diepyaoies. Eivar wdaitepa
ONUOVTIKO VO EAEYYOVTOL TEPMTMCELS TPOTOTAHOVG NTUTIKNG VOGOL KOl VEQPIKNG AVETAPKELQG,
KaODC TO TPOIOV AVTEVOEIKVLTOL GE OVTEG TIC TEPIMTAOCELS.

Q¢ ek TOVTOV, KOTA TN dldpKeln TG Oegpameiog 1 066N Tpénel vo Topakorovdeital oteva. Idiaitepn
npocoyn Oa wpénet va didetan ota NEatiKd EVOLLN, TOVG NAEKTPOADTES, TIV 0LPIN KoL TNV KPEATIVIVN.

H tavtdypovn mapovcio cakyapmdovg dafntrn Kot VIEPPAOIOETIVEPPIOICUOD OTaLTEL EOKN

o paKorovOnem.

Edv évag oxvlog £xel AdPet oto maperBov Bepaneio e ptoTdvn, n ENVEPPLOOKT Agttovpyio Tov Ba
&xel pewwbel. H eumepia oo medio vwodeikvoet 0Tt Oa mpémel va pesolaPel didotno TovAdyloTov
gvOC punva, LeTa&D Tng O10KOTNG TNE UITOTAVNG Kot TNG EVapENG XOpYNoNG TS TPIAOGTAVIG.
ZUVIGTATOL 1] GTEV] TAPAKOAOVON O™ TNG AELTOVPYiOG TOV ETVEPPISI®V, KOOMG 01 GKOAOL EVOEXETAL VO
glvar o evaicHntol oTig EMOPAGELS TNG TPIAOGTAVIG.

To KITNVIATPIKO PAPUOKO TPETEL VO YPNCUYLOTOLEITOL PE EEAPETIKN TPOGOYN GE CKOAOVS LE
TpoLmapyovoa avalio, Kadmdg EVOEYETOL VO TPOKVYOLV TEPAITEP® LELDMCELS TOV OLULOTOKPITN
(ovumeopévog dyKog KTTAp®V) Kl TG OUOCOOPIvNG. ATOLTEITOL TAKTIKT TOPAKOAOVON oM.

To KTNVIATPIKO POPUAKEVTIKO TPOTOV TEPLEYEL TO EKOOYO EVAITOAT, TO OO0 LITOPEL VO ATOTEAEL OiLTio
avemBOLMTOV EvEPYEIDV €4V YopnyNnBel o vynAég dooels. H yoprynon tov Trilocur 10 mg/ml woéoipo
EVOLMPT IO Y10, GKOAOVG € SOOGELS Avm TV 2 mg Tprhootdvng/kg copotikod Bapovg pmopel vo
wpokorésel To&ikotnTa EUAITOANC. ol TNV EAY1IGTOTOING GV TOY TOV KIVOUVOL GE GKDAOVG TOL
ypewaloviat d0cels vyNAdTEPES amd 2 mg Tprhootdvng/kg, ypnoiponomote to Trilocur 50 mg/ml
OGO EVALDPTLLOL Y10L GKOAOVC.

ISwaitepec mpoouAdeic Tov mwpémel va AauavovTot amd To GTOLO TOL YOPNYEL TO KTNVIOTPIKO
QOPUAKEVTIKO TTPOoidV og {da:

H tpthoctdvn evdéyetar va, LEIMGEL T 6UVOEST] TNG TEGTOGTEPOVNC KOt EXEL AVTI-TPOYECTEPOVIKEG
w1otNTES. Ot yuvaikeg Tov gival £€YKVeG 1| GKOTEVOLV VO, LeivoLY £YKVEG Bal TTPEMEL VoL AmoPEVYOVY TOV
YEPIGUO TOV KTNVIATPIKOV QAPLLAKOV.

[TAbvete ta yépro oag pe oamohVL Kot vepd PETA amd Tuyaio £kBeon Kot petd amd ypnon.

To KNVIaTPIKO PAPUAKEVTIKO TPOTOV UTOPEL Vo TPOKOAESEL EPEBIGUO TOV SEPLATOG KOl TOV
opBaAp®V, KaBhG Kot evoeOnTomoino. Xe TEPIMTMOT TVYOING ETAPNG TOV EVULOPTLLUTOG JLE T LLATLOL
1M 10 dépua, Eemlvvete auéomg pe dpbovo vepod. Edv o epebiopuog dev voywpel, (NTNoTE 1TpIkn
cuupovAn.

Atopa pe yvootn vrepevaicincio ot tpthoatdvn, T Pavikivn ) to Pevioikd vatpilo o mtpémet va
OTTOPEVYOLV TNV EXAPT LE TO KTNVINTPIKO POPLAKEVTIKO TPOTOV.



H tuyaio katdmoon uropei va tpokaiécel emProfeic emdpaoelg, OTmMG vavTio, EPETO KAl S1GPPOlaL.
Oa mpEmeL vo, AAUPAVETAL LEPIVE VIO TNV ATTOPUYN TUYOL0G KATATOOTS, 101mg amd maidid. Kpatnote
TIG YEMOUEVES GUPLYYEG LOKPLYL atd Tondld Kot amoOnKenoTe TIG (PN OLOTOI0VUEVES GUPLYYEG GE Béom
7oV dev PAETOLY Ko dev Tpooeyyilovv ta mandid. X TEPITT®ON TVY0I0G KATATOOoNS, (NTHOTE AUECHG
1 TpKn cVUPOVAN Kot OEi&TE GTOV YIOTPO TO PVAAO OONYIDV ¥PNIONG 1 TNV ETIKETA.

Idwaitepec TPOPLAGEELC Y10 TNV TPOGTAGIO TOV TEPPAALOVTOC:

Agv 1oyvet.

3.6 AvemOopnta copfavra

XKolot:
Oyt ooV AfBopyod?, avopetia?, épetoc’, Siéppota’
(1 éwg 10 Loa / 1.000 vrod Bepameio
{oa):
Sdvia Y mo@Ao10emtveppidicuog, vrepoteAdppota. Toumavicpog,

ata&io, poikdg TPOUOG, SEPUOTIKEG OLUTAPOYES, VEQPIKN

(1 éog 10 Lwa / 10.000 vrd Bepomeio avendprete’ ko apOpitido’

{oa):

TIoAd omévia Advvoypio?, emveppidioxm vékpoon' kat aigvidiog Oévotog

(<1 {wo / 10.000 v Bepameio Coa,
CUUTEPIAAUBAVOUEVOV TWV
LELOVOLEV®V OVOPOPDV):

AmpocdopioTng cuyvoTNTOG OC&eia emveppiduakn kpion (katappevon)

(Aev umopovv va ektiunBovv pe
Baon ta drabécia dedopévar):

! Mropei va. 0dnyficovv o€ VTOPAOOETVEPPISIGLO.

2 AVTGL TO. GUUTTOUATO IOV GYETICOVTOL JE TOV 10TPOYEVI VITOPAOLOETIVEPPISIGHO EVOEXETAL VOl
EUPAVICTOVV, 101mG €Gv 1 TapakolovOnon dev givar emapkng (PA. mwapdypoeo 3.9). Ot evdeilels eivar
YEVIKO AVOGTPEWYILES EVTOG UETABANTOD YPOVIKOD SLOGTHHOTOC LETE T dlakon| tng Oepameiag.

e oKOAoLG oV EAafay aywyn pe Tprhoctdvn mapatnpiOnkay Abapyoc, £UeTog, didppota Kot
avope&io amovcio evoeiEemV VTOPAOIOETIVEPPIOIGLLOV.

3 Mropei vo. amokalvgOel KoTd TV aymyn L TO TPOioV.
H Oepoaneio evoéyetar va amokadvyel v vrapén apbpitidog Aoyw g Lelmong TV evOOYEVOV
EMMEI®V TV KOPTIKOGTEPOEIOMV.

H avagopd avemBountov coppdviov etvar onpoavtiky. Exitpénet n cuveyn mapokorobnon g
UOPUAELNG EVOG KTVIOTPIKOD QOPUAKEVTIKOD TPoidvTog. Ot ovapopég TPEMEL VO AmOGTEALOVTOL, KOTH
TPOTIUNOT HECH KTIVIATPOV, EITE GTOV KATOYO TNG AOEL0G KUKAOPOPING 1) GTOV TOTIKO OVTITPOCOTO
ToV gite otV eBvikn apuddio apyn LEC® TOL EBVIKOD GLOTHLATOC OVAPOPUS. AvaTpéETe GTO PUAAO
00N YLDV YPNONG Y10 TO AVTIGTOLY O GTOLYELD EMKOWVMOVING.

3.7 Xpnon katd v KOUNG1, TN Yorovyio | TNV ®OTOKIA

Kinon kot yadovyia
Noa unv yopnyeitar 6 OnAvkovg GKOAOLE KATH T JAPKELN TG KOT|IONE 1} TNG YaAOVYiNS.

Tovipdémro



Na punv yopnyeitar og {da avamapoywyns.
3.8 Alniermidopoaon pe GAA0 QUPRUKEVTIKG TPOIOVTA KoL GAAES popPES aliniemiopaocnc

H mBavomra odAnAenidpdcemy e GALN QOPUOKEVTIKE TPOTOVTa deV ExEl LEAeTNOEL e101KGC.
A&gdopEVOD OTL 0 VITEPPAOIOETIVEPPIIICUOG TEIVEL VO TAPATNPEITOL € GKOAOVG LEYAADTEPTG NAIKIOG,
ToALOL 0O avTovG B AapPdvouy TavnTOYpOoVa Kot GAAN GUPUOKEVTIKY] OY®YT. X& KAMVIKEG LEAETEG OEV
mapoatnpeNOnkay oAAniemidpdocic. O kivduvoc avamtuéng vrepkahopiog 0o tpémel vo Aapfavetal
VIOYT €AV 1] TPIAOCTAVT YPTCULOTOLEITAL GE GUVOVOAGHO LE KOALOGUVTNPTTIKA SLOVPNTIKA 1)
OVOLOTOAELG TOV PETATPENTIKOD VIOV TNG ayyelotacivng (avactoleic MEA). H tavtdypovn ypnon
TOV €V AOY® QUPUAK®V TPETEL VA, VTOKELTOL GE AVAALGN TNG OXECNG OPEAOVC-KIVODVOL Ao TOV
KviaTpo, kabmhg vimp&av Ayeg avapopég Bavatwv (cuumepthapupavouévonv tov aevidlov Bavatov)
6€ oKOAOVG TTov EAafav TovTdypovn Bepameia e TpIAOGTAVN Kot avactoAén Tov MEA.

3.9 Oodoi yopnynong kot 60coroyia

Xopnyeitat omd T0 GTOUA, P GOopd TNV MNUEP, anevdeiog 0TO GTOMUO TOV GKOAOL KOTA TN GTLYUN TG
olitiong.

H d060n évapéng g Bepanciog eivar nepinov 2 mg/kg. Tithomomote T 6001 AvAAOYQ LE TNV OTOULKN
andkpion, 6Tmg Kabopiletarl amd v Tapakorovdnon (BA. mapakdtm). Edv amatteital avénon g
doong, avénote apyd v ana nuepnoio doon.

Qo1600, 10 Trilocur 10 mg/ml TOGIHO EVOIOPNLUA Y10 GKOAOVG OV TPEMEL VAL YOPNYEITAL GE dOCELG
ueyoAvtepeg TV 2 mg tprhoctavnc/kg copotikod Bapovg. e okOA0VG oL Ypeldlovtal 00GELg
vynAoTEPEG amd 2 mg tprhoctavnc/kg, ypnoornomote to Trilocur 50 mg/ml wéGO Evaidpn e Yo
okOAovg. BA. mapdypaeo 3.5 Idwaitepeg mpo@ura&elg yio v ao@oin xpion ota £ion {(dov. ' Tov
ELEYYO TV KAWVIKGOV GOUTTOUATOV, YOPNYNOTE TN YOUNAOTEPT) OMALTOVEVT OOOT).

Téhog, €6V Ta GUUTTOUATA dEV EAEYYOVTOL ETAPKMG ML LG TATPOVG 24@pnG TePLOSOL PETAED TOV
d0cemv, e€etdote T0 vOgXOUEVO OVENGTG TNG GUVOAIKNG NUEPNTLOG dOOTG Emg Kat katd 50% Kot
yopnynote T womn 066n 10 TP®i Kot TN Won to Ppadv.

e piKpo opfpd {mov evogyeTal Vo amoitovvTal 600ELg oNUaVTIKE vynAdTepeg amd 10 mg avd KIAd
COUOTIKOD BAPOVG avA NUEPA. ZE AVTEG TIC TEPITTAOCELS, OMOLTEITAL KATAAANAN TPOGHETN
mapaKorlovOnem.

H d60n pmopei va vroroyiotel og e&ng:

Hueprola §6om (?{l—gg> X owpatiko Bapog (kg)

‘Oyrog (ml) = 10 (mg)
‘ml

TapokorovOnon:

[pwv and ™ Bepomeio mpémet va Aapfdavovtal deiypato yio Proynuukég e&etdoelg
(ovumepriapfovouévav Tmv nAektpolutdv) Kot dokiun dieyepong ACTH. 1 cvvéyew, deiyparto Oa
Aappavovtor otig 10 nuépeg, otig 4 efdopadeg, otic 12 gfoopnddeg Kot o1 cuvéyeln Kabe 3 unveg,
UETE TNV 0pyIK S18yvmen Kot HeTd omd Kabe Tpocappoyn g 06onc. Eival enttaktikn avaykn va
dtevepyovvrar dokipég o1eyepong ACTH 4-6 dpeg Hetd ™ Yopnynon g 06ome, MGTE va gival QKT
N okpPnG epunveia TV amoterecudtov. H yoprynon tov gappdiov 1o mpmi eivol Tpotipndtepn
KkaOdc ovtd Oa emttpéyel otov kKTNViaTPd cag va dlevepyncel SoKIUEG TopakoAoVOnoNg 4-6 dpec PeTd
TN yopnynon g 60ong. [pénet emiong va yivetot TakTikn a§l0AGYNoT| TG KAVIKNG TPOOSOV TNG
vOGoV og KAbe éva amd To TOpaTdvm YPoviKd onpeia.

e mEPIMTMOON apVNTIKOL omoTeAEoUATOC TG doKIUng 01éyepong ACTH katd v mapakoiovbnon, n
oY@y TPETEL VO OLOKOTTTETOL Y10t 7 NUEPES KOl GTT GUVEXELD VOL ETOVEKKIVELTOL UE YOUNAOTEPT OO,
EmavolaPete T doxun S1éyepong ACTH petd amd dAreg 14 nuépes. Eqv 10 amotéhecpa eEakoiovbei
va unv givat deyepTiko, d1akoyTe TN Bepameio 0 OTOL ELEAVIGTOVV €K VEOL TO KAVIKG orueio TV

5



vrepPAoloemve@pidtopov. Eravorapete t doxyacio dieyepong ACTH éva pnva petd tnv
emovévapén tng Bepaneiog.
Avokivinote KaAd Tpv amd n (pnon.

3.10 ZoprtOpaTa VIEPIOGOAOYINS (KOl KATE TEPITTMGT, PETPU AVTIHETMOTIONS KOL AVTIOOTA)

H vrepdocoroyia pumopei vo odnynoet oe evdeilelc vroprotoemveppidtopov (AMbapyoc, avopeéia,
€UETOC, d1APPOLD, KOPOLOYYELOK(E CUUTTOUATO, KATAPPELVOT)). Aev Tapatnpndnke Bvnodtnta puetd
amd ypdvia yoprynon 36 mg/kg e vyieic oxvAOLE. 26TOCO, UTOoPEl va avapévetal BvnoluoTnTa o€
TEPITTOOT XOPNYNOTNG VYNAOTEP®V SOGEMV GE GKDAOVG UE VITEPPAOLOETIVEPPLOIGLLO.

Agv vtapyet €101K0 avtidoto Yo v Tpthootdv). H Bepaneio Oa mpénet va dioomTeTon Kot pmopet va
EVOEIKVLTAL VTTOGTNPIKTIKY Bepameia, OTME KOPTIKOGTEPOELDN, SLOPOHOGT TV JATAPAYDY 1GOPPOTING
TV NAEKTPOALTOV Kol Oeparmeio e VYPO, AVALOYQ LE TO KAVIKA GUUTTMLOTA.

e mepmtdoelg o&eiag vrepdocoroyiag, uropei va eival @PEAUN 1 TPOKANGT £UEoTg aKoAovBovEVN
amo Yopnynon evepyov avopaxo.

Toyovod 10TPOYEVIG PAOLOEMIVEPPLOIOKT AVETAPKELN AVACTPEPETUL CLVIHOWS YPIYOPO LETA TN
SloKOT TG oy®wyNG. 2oT060, 68 va WKPO TOGOGTO GKOAMV, T OTOTEAECUATO, LWTOPEL VOl
mapatofodv. Metd amd pio efdopdda S10KOTNG TG AyOYNS UE TPIAoGTAVN, 1| Bepaneio Tpémel va
Eexvaer €K VEOU e petopéVo puBpo d6omg.

3.11 Ewwoi wepropiopoi yprons Ko E01KES 6LVONKES YPioNS, SVPTEPLAAPUPAVOREVEOY
TEPLOPLOUAY OTI| YP1IOT AVTIHIKPOPLOKADV KO AVTITAPUACITIKAOV KTIVIUTPIKAV
QUPULIKEVTIK®OV TPOIOVTOV TPOKELUEVOD VU TEPLOPLOTEL 0 KIVOUVOS aVATTVENS OVTOYMS

Agv 1oy0et.
3.12 Xpévor avopovig

Agv 1oy0et.

4. DPAPMAKOAOI'IKEX IAHPO®OPIEX
4.1 Kmowdég ATCvet:

QHO02CAO01

4.2 ®@oppoxKodLVOPIKN

H tprhootdvn avactéliel emAeKTIKA Kal avaoTpéyia To eviuuikd cuotnua 3 frta-
VOPOEVGTEPOEISIKT] IGOUEPACT, AVAGTEAAOVTOG E GVTOV TOV TPOTO TNV TOPOY®YN KOPTILOANG,
KOPTIKOGTEPOVNG Kot oAdooTepOvNG. Otav yproylomoteitan yio tn Oepaneio Tov
VIEPPAOLOETIVEPPLIIGHOV, LELDVEL TNV TOPOYMYT YAVKOKOPTIKOEWMV Kol LETOUAAOKOPTIKOELODV
GTEPOELDDV GTOV PAOLO TOV eMvePpdinv. Katd cuvénela, ot KukAoQopoHGEG GLUYKEVTPMGELS TMOV EV
AOY® oTEpOEdDV givar petmpéveg. H tpthootavn avtaymviletal emiong tn dpdon g emyevong
oAowoemvepdtokng opuovng (ACTH). Agv éxel dueomn enidpaot o0TE GTO KEVIPIKO VEVPIKO GUOGTN L
00TE 6TO KOPILAYYELKO GUCTN L.

4.3 @oppoKoKIVNTIKI)

Ta papuakokvnTikd 6edopéve oe GKOAOLG KOTESEIEAV HEYOAN UETABANTOTNTA HETOED TOV ATOUMV.
g [0 EPYNCTNPLOKT QUPUOKOKIVITIKY LEAETN o€ 6KOAOLG QLANG beagle, 1 AUC kvudvOnke amd 52
€mg 281 pkpoypappdpie/ml/min 6€ oKOAOVG LETE 0O YeL O Kot 0o 16 €wg

175 wkpoypappdpio/ml/min oe 6xbOAOVG 6€ Katdotaon vioteiag. ['evikd, n tptioctdvn



OTOUOKPOVETOL TAYXEMS OO TO TAAGHLO LLE TIG CUYKEVIPADOEL GTO TAUCUO VO PTAVOLYV GTO LEYIOTO
petadp 0,5 kot 2,5 opdv Kot vo emavEPYoVTaL oYedOV oTNV apyikn TN €51 £MG OMOEKU MPES LUETA TN
yopnynon. O kvplog evepydg HETAPOAITNG TNE TPILOGTAVIG, 1| KETOTPIAOGTAVT), 0KoAOLOEL TapdLO10
oynua. EmmAéov, dev vmpyav otoyygia Tov vo omodEvOouY OTL 1] TPIAOGTAVN 1 Ol LETOPOAITEG TNG
glyav cvecmpevbel pe v TAPodo Tov Ypovov. Mia peréTn ProdtafecILOTNTOS OO TOL GTOUTOG
0000 6€ GKOAOVG KATEDELEE OTL 1) TPIAOCTAVN ATOPPOPNONKE EKTEVEGTEPA, OTAV YOPTYOUTOV LE TPOPT].

"Eyxet katadeyBei 6T | TPIAOCTAVY ameKKPIVETAL KVUPIOG GTO KOTPAVE TOV EN{HUVOG, DTOSEIKVOOVTOG
TNV AMEKKPLOT) LEGM TNG YOG G TN Pactkn HETaPOALKT| 000. 1oV TiBNKO, 1) TPIAOCTAVN
OTEKKPIVETAL G€ 1G€C TOGOTNTEG 0TO KOTTPava Kot To ovpa. Ta amoteléopata £5€1&av OTL 1) TPIAOGTAVN
ATOPPOPATAL YPTYOPO. KOL KOAG OTO TOV YUOTPEVIEPIKO COANVA TOGO GTOV EMIUL OGO Kol GTOV TiONKO
K0l 0Tl GUGCOPEVETAL OTOVG EMVEPPLIOKOVG AOEVES TOV 0POVPAIOV.

5. OAPMAKEYTIKA XTOIXEIA

5.1 Kopieg acopporotnreg

AOY® ENAEYNG LEAETOV GLUPATOTNTOG, TO POV KTNVIATPIKO QOPUUKEVTIKO TPOIOV dEV TPEMEL VoL
OVOUELYVOETOL LE BALQ KTNVIOTPIKE POPLLOKEVTIKA TPOTOVTAL.

5.2 Awpkero Long

Algpreto {ONG TOV KTNVIOTPIKOD PAPHOKEVTIKOD TPOIOVTOC GOUPMVA LLE TN GLOKEVAGIN TOANONG:
3 xpovia

Aldpkero {ONG LETA TO TPMTO AVOLYLLO TNG GTOLYELDOOVES GVOKEVACIAG: 6 LVES

5.3 Iowitepeg mTpo@uAiatels Katd T OLAEN TOV TPOIOVTOG

To eappoakevtikd ovtd TPoidv dev amartel Wiaitepeg cuvOnkeg Bepuokpaciog Yo T EOAAEN TOV.

5.4 ®von ko 6OVOEST THS GTOLYELDOOVS GVGKEVUGING

D1 amd ToALAUIOVAEVIO LYNANGC TUKVOTNTOG LE TOUO AGPAAELNG Y10 TOUSLY AUTTd
TOALTTPOTVAEVIO/TOAVAOVAEVIO VYNANG TUKVOTNTOG Kol TAOUA 0O TOAVABVAEVIO GE YAPTIVO KOVTL.

2vokevaociec:

Xdaptivo kouti Tov TTEPLEYEL pia eraAn Tov 30 ml, pia SocoueTpikn cOPLYYA TOAVTPOTVLAEVIOL TOL
1 ml kot pio 60GOUETPIKT GVUPLYYO TOAVTPOTLAEVIOL TV 5 ml
Xaptvo KouTi ToL TTEPLEYEL pia OLIAN TV 90 ml, pia docopueTpikn GOPIYYU TOAVTPOTVLAEVIOL TOL
1 ml ko pio docopeTpiky cOptryyo ToAvmponvAeviov Towv 5 ml

Mmropei va unv KuKAOPOPOUV OAEG Ol GLOKEVAGIEC.

5.5 Ewwkég mpo@ulaels amdppyng vog Ui yPoLROTO0EVTOS KTVIUTPLKOD QUPIUEKEVTIKOV
TPOIOVTOG 1] GALOV VAIKAV TOV TPOEPYOVTAL O.TO T1] PG TOL TPOIOVTOGS, UV VITAPYOLY

Ta eapuoke dev TPEMEL VO OTOPPITTOVTAL HECH TOV ADUATOV | TOV OIKIUK®OV OTOPANTOV.

XPpNOHOTOOTE TPOYPAULOTO EXIGTPOPNG GOPUAK®OV Y10 TNV ATOPPIYT] LI YPNOLLOTONOEVTMOV
KTNVILTPIKOV QOPUOKEVTIKOV TPOIOVI®V 1| GAA®V VAIK®V OV TPOoEPYOVTAL amd T (P1oT) TOVG
GULPOVA LLE TIC TOTIKEG ATOITNOELG KO PLe TUYXOV EBVIKA CUGTOTO GLAAOYNG TOV LGYVOVV Y10 TO.
GYETIKA KTNVITPIKA POPUOKEVTIKA TPOTOVTOL.



6. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Emdoka

7. APIOMOX(OI) AAEJIAYX KYKAO®OPIAX

EU/2/24/312/001 (30 ml)
EU/2/24/312/002 (90 ml)

8. HMEPOMHNIA IIPQTHX EI'KPIXHX

Hpepounvia tpdtg éykpiong: {HH/MM/EEEE}

9. HMEPOMHNIA TEAEYTAIAYX ANAGEQPHXHX THX IEPIAHYHX TQN
XAPAKTHPIZTIKQN TOY ITPOIONTOX

10. TAZEINOMHXIH TOQN KTHNIATPIKQN ®APMAKEYTIKQN ITIPOIONTOQN
Na yoprnyeitor LOVOV [e KINVIOTPIKT GLVTAYT.

Aentopepeic TANPoPopieg Yio TO €V AOY® KTNVIOTPIKO QOPLOKEVTIKO Tpoiov gival dtabéoueg ot Paon
dedopévav g EE yuo to ktnviotpikd tpoiovta. (https://medicines.health.europa.eu/veterinary/en).




1. ONOMAZIA TOY KTHNIATPIKOY ®»APMAKEYTIKOY ITIPOIONTOX

Trilocur 50 mg/ml 7dGIHO EVOLDPN UM Y10 GKOAOVC

2. IIOIOTIKH KAI IOXOTIKH XYNOEXH

Ka0e ml mepiéyet:

Apaotiki] ovoia: Tptiootdvn 50 mg

"Exodoyo:

owoTiki] 60vOgo EKOOY OV Kol AAA®V
GUGTUTIKAV

[Mocotikn cvvOeon av oL TANpoPopies avTég
€ival oNUOVTIKES Y10 TT 6MOTI] JOPN Y101 TOV
KTNVWWTPIKOD QUPUUKEVTIKOD TPOI6VTOG

Sorbitol liquid (non-crystallising)

Glycerol

Water, purified

Xanthan gum

Sodium benzoate

1,5 mg

Saccharin sodium

Xylitol

Sodium dihydrogen phosphate dihydrate

Citric acid monohydrate or citric acid anhydrous

Silica, colloidal anhydrous

Vanillin

A€guKb £0C VTOLELKO EVOLDPTLLAL.

3. KAINIKEY MAHPO®OPIEX
3.1 Eion {oov

Yx0A0L

3.2  OgpomevTikég evoeiEelg Yo kaOg gidog Lmov

I"oa 1 Bepaneio Tov e€apTdOUEVOD OO TV VIOPLGT] KOl TOL EEUPTMOUEVOL amd TO EMVEPPISLN
VIEPPAOLOETIVEPPIIIGUODV (VOGOC Kot cuvopopo Cushing) 6Tovg GKOAOVG.

3.3  Avrevoeiteg

Na unv ypnoionoteitar 6€ {®0 TOL TAGKOVY OO TPOTOTOON NTUTIKY VOGO 1)/KOL VEPPIKT

OVETAPKELD.

No punv ypnoiponoleital 6 TEPINT®OT VIEPELOIGONGING GTN dPACTIKY OVGIN 1 GE KATO10 £KO0YO.




3.4 E101kéc mpogtdomonoels
H axpiPnc 61dyvweon tov vaep@AoloenivePIdlc oD Vol OVGIOGTIKNG GNUAGIOGC.

Omov dev vapyet epeavig avtamdkpion ot Bepaneia, | didyvoor Ba tpénel va eravaioloyeitat.
Evdéyeton va ypetaotel adénon g d6ong.

Ot xtnvioTpot Tpémel va yvopilovv 0Tt 01 GKOAOL LE VTEPPAOIOETIVEPPIOITUO dloTPEXOLV OLENUEVO
kivéuvo maykpeatitidoc. O Kivouvog antdg evogyeTal vo Unv HelmBEl Le TV aymyn| e TPIAOGTAVY.

3.5 Idwitepeg mpo@uAAEELS KATA TN Y p1ON

Idwitepec TPoPUAGEELS Yo TNV aoc@oAN ypnon ota £ion (omv:

Kobmhg n mhelovotnto Temv TEPISTATIKOV DIEPPAOIOETIVEPPIIIGLOD S1OYLYVMOOKOVTOL GE GKOAOVG
niikiog amd 10 émg 15 etmv, vapyovv cvyva ailec taboroyucéc diepyaoies. Eivar wdaitepa
ONUOVTIKO VO EAEYYOVTOL TEPMTMCELS TPOTOTAHOVG NTUTIKNG VOGOL KOl VEQPIKNG AVETAPKELQG,
KaODC TO TPOIOV AVTEVOEIKVLTOL GE OVTEG TIC TEPIMTAOCELS.

Q¢ ek TOVTOV, KOTA TN dldpKeln TG Oegpameiog 1 066N Tpénel vo Topakorovdeital oteva. Idiaitepn
npocoyn Oa wpénet va didetan ota NEatiKd EVOLLN, TOVG NAEKTPOADTES, TIV 0LPIN KoL TNV KPEATIVIVN.

H tavtdypovn mapovcio cakyapmdovg dafntrn Kot VIEPPAOIOETIVEPPIOICUOD OTaLTEL EOKN

o paKorovOnem.

Edv évag oxvlog £xel AdPet oto maperBov Bepaneio e ptoTdvn, n ENVEPPLOOKT Agttovpyio Tov Ba
&xel pewwBel. H eumepia oo medio vwodeikvoet 0Tt Oa mpémel va pesolaPet didotno TovAdyloTov
€vOC unva, LeTa&D Tng O10KO0TNG TNE UITOTAVNG Kot TNG EVapENG XOpyNong e TPIAOGTAVIG.
ZUVIGTATOL 1] GTEV] TAPAKOAOVON O™ TNG AElTOVPYioG TV ETVEPPISI®V, KOOMG 01 GKOAOL EVOEXETAL VO
glvar o gvaicHntol 6Tig EMOPAGELG TNG TPIAOGTAVIG.

To KTNVIATPIKO PAPUOKO TPETEL VO YPNCUYOTOLEITOL PE EEAPETIKN TPOGOYN GE CKOAOVG LE
TpoLmapyovoa avalio, Kadmdg EVOEYETOL VO TPOKVYOLV TEPAITEP® LELDMCELS TOV OLULOTOKPITN
(ovumeopévog dyKog KTTAp®V) Kl TG OUOCOOPIvNG. ATOLTEITOL TAKTIKT TOPAKOAOVON oM.

Idwaitepec TpoeuAGEEIC TOL el va Aauavoviol amd To GTOUO TOV YOPNYEL TO KINVINTPIKO
QOPUAKEVTIKO TTPoidV og {da:

H tpthoctdvn evdéyetar va, LEIMGEL T1 6VVOEST] TNG TEGTOGTEPOVNC KOt EXEL AVTI-TPOYECTEPOVIKEG
w10tNTEC. Ot Yuvaikeg Tov gival £YKVEG 1| GKOTEVOLV VO, LEiVOLY £YKVEG Bal TTPEMEL VoL ATOPEVYOVY TOV
YEPLGUO TOV KTNVIATPIKOV PAPLLAKOV.

[TAbvete ta yépro oag pe oamohVL Kot vepd PETA amd Tuyaia £kBeon Kot Petd amd xpnon.

To KNVIaTPIKO EUPUAKEVTIKO TPOTOV UTOPEL Vo TPOKOAESEL EPEBIGUO TOV SEPLATOG KAl TOV
0pBaAp®V, KaBDS Kot evoeOnToToino. Xe TEPIMTMOT TVYOLNG EMAPNG TOV EVALOPTLLOTOG JLE TO LLATLOL
1M 10 dépua, Eemlvvete apuéomg pe dpbovo vepod. Edv o epebicpog dev voywpel, (NToTE 1TpIkn
cuppovAn.

Atopa pe yvootn vrepevaicincio ot tpthoatdvn, T Pavikivn ) to Pevioikd vatpilo o tpémet va
OTOPEVYOLV TNV EXAPT LE TO KTNVINTPIKO POUPLAKEVTIKO TPOTOV.

H tuyoio katdmoon umopet va npokaréost emPAafeic emidpdoelc, 0TS vovTio, EUETO Kal ddppota.
B0 mpémeL Vo, AAUPAVETAL LEPIVE Y10 TNV ATOPUYN TUYOL0C KATATOOTS, 101m¢ amd maidld. Kpatnhote
TIG YEMOUEVES GUPLYYEG LOKPLAL atd Tondld Kot amofnKevoTe TIG (P OLUOTOI0VUEVES GUPLYYES GE BEom
7oL degv PAETOVVY KoL deV TTpoceyYilovV Ta TAdId. € MEPIMTOON TVYAiNG Katdmoons, {Ntnote ouéome
TPk GLUPOVAT Kal 0gi&Te GTOV Y1OTPO TO GUALO 0ONYIDV XPNOTG 1 TNV ETIKETA.

10



[dwaitepec TPOPLAGEEIC Y10 TNV TPOCTAGIO TOV TEPPAAAOVTOC:

Agv 1oy0et.

3.6 AvemOvunta coppavra

Xxolot:
Oyt coypvé: AfBopyod?, avopetia?, épetoc’, Siéppora’
(1 éog 10 Cma / 1.000 vro Oepameio
{oa):
VIOl Ymopholoemveppidiopoc, vrepsieddppota. Topmovioudg,

ata&io, poikdg TPOUOG, SEPLOTIKEG OLUTAPOYES, VEQPIKN

(1 éog 10 Lwa / 10.000 vrd Bepomeio avendprete’ kot apOpitido’

{oa):

TIoAd omévia Advvapio?, emvepidioxy vékpwon' kot o1gvidiog Odvarog

(<1 Lo / 10.000 vrd Oepancio {ma,
CUUTEPIAAUPAVOUEVDV TOV
LELOVOLEV®V OVOPOPDV):

AmpocdiopioTng cuyvoTnNTOG OCeia emveppidok kpion (Katdppevcn)

(Agv pmopovv va ekTiunBotv pe
Baomn ta dabécyua dedouéva):

' Mropet v 081y1Gouy 6g VTOPAOLOETIVEPPISIGHO.

2 AVTGL T0 GUUTTOUATO IOV GYETICOVTOL JE TOV 10TPOYEVT VITOPAOLOETIVEPPISIGHO EVOEXETAL VOl
EUGAVIOTOVV, 181m¢ GV 1 TapaKolovOnomn dev eivar emapkng (BA. mapdypago 3.9). Ot evdeitelg sivon
YEVIKO AVOGTPEWYILES EVTOG UETABANTOV YPOVIKOD SLOGTHLOTOC LETE T dlakon| tng Oepameiag.

Y& oKOAovg oV EAafav aywyn pe Tpthootdvn Tapatnpinkay Abapyog, £uetog, didppota Kot
avope&io amovcio eVOEiEEMY VTOPAOIOETIVEQPPIOIGLLOD.

3 Mnopet vo. amokalv@Bel KoTd TV oyoyn IE To TPoiov.
H Oepancio evoéyetar va amokadlvyel v vmapén apbpitidog Adyw g Lelmong Tav evioyevav
EMTESMV TOV KOPTIKOGTEPOEIOMV.

H avaeopd avemiBountov coppdviov stvar onpoviiky. Exttpénet tn cvveyn mopakolovonon g
UOPUAELNG EVOG KTVIOTPIKOD QOPUAKEVTIKOD TPoidvTog. Ot ovapopég TPEMEL VoL AmOGTEALOVTOL, KATA
TPOTIUNOT HECH KTNVIATPOV, EITE GTOV KATOYO TNG AOEL0G KUKAOPOPING 1) GTOV TOTIKO OVIUTPOCHOTO
ToV gite otV €Bvikn apuddlo apyn LECH TOL EBVIKOD GLOTHLATOC OVAPOPAG. AvaTpéETe GTO PUAAO
001 YLDV YPNHONC Y10, TO, AVTIGTOLY O GTOLYEID, EXKOVAOVING.

3.7 Xpion katd v KOno1, T Yorlovyia 1 TNV ®OTOKIA

Kinon kot yadovyia
Noa unv yopnyeitar 6g OnAvkovg GKOAOLS KAT T SAPKELN TNG KUTONG 1} TNG YaAOVYiaS.

Tovyomra
Noa pnv yopnyeiton o€ {ma avomapoymyng.

3.8 Alniermidopoaon pe GAA0 QUPRUKEVTIKG TPOIOVTO KoL GAAES popPES aliniemiopaonc

H mBavomra odAnAenidpdcemy e GAAN QOPUOKEVTIKE TPOTOVTa deV ExEl LEAeTNOEL e101KGC.
Agdopévou 0Tt 0 VITEPPAOIOETIVEPPIIICUOG TEVEL VO TAPATNPEITAL GE GKOAOVG LEYAADTEPTG NAIKIOG,
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ToALOL 06 avTOvG B AapPdvouy TaTOYPOVA Kot GAAN GOPUOKEVTIKY] OY®YT. X& KAVIKEG LEAETEG OEV
mapoaTnpeNOnkay aAAniemdpdoeic. O kivouvog avamtuéng vrepkaioptiog 0o tpémetl vo Aapfdverol
VIOYT €AV 1] TPIAOGTAVT YPTCULOTOLELTAL GE GUVOVAGHO LE KOALOGUVTIPTTIKA SLOLPNTIKA 1)
OVOLGTOAELG TOV PETATPENTIKOD VIOV TNG ayyelotacivng (avactoleic MEA). H tavtoypovn ypron
TOV &V MOV QOPLAK®OV TPETEL VO, VTOKELTOL GE AVIAVOT] TNG OYEOTG OPELOVG-KIVOUVOL OO TOV
KTNviatpo, Kabdg vapéav Ayec avaeopég Bavatmv (cuumeptiapifovopévov Tov aipvidiov BovaTov)
o€ 6KOAOVG TToL EAafav TovToOypovn Oeparmeia e TpIAOGTAVN Kot avactoAén Tov MEA.

3.9 Oodoi yop1ynong Kot d0coroyia

Xopnyeital 0md T0 GTOUO, [ pOPA TNV MUEPA, ameLOeing 0TO GTOMO TOV GKVAOL KOTA TN OTIYUN TNG
cltiong.

H d60n évapéng g Bepanciog eivar mepinov 2 mg/kg. Tithomomote T 6001 AVIAOYQ LE TNV OTOUIKN
amoKpior, 6mwg kabopiletar amd v mapakorovdnon (BA. tapakdtm). Edv amatteitor avénon g
doomnc, avénote apyd v droé nuepnoia doOom).

Téhog, €4V TO GUUATOUOTA OEV EAEYYOVTOL EXAPKMG EML LG TAT|POVG 24w@pNg TEPLOSOL PETAED TV
docemv, e€etdote 10 EvOEXOUEVO ODENGTG TNG GUVOAIKNG NUEPGLOG dOOTG Emg Kat katd 50% Kot
yopnynote T womn 866n 10 TPp®i Kot TN Won to Ppadv.

e wKpo opfpd {dwv evoEyETAL VO ATOITOVVTAL HOCELS SNUAVTIKE VYNAdTEPEG 0d 10 mg avd KIAd
COUOTIKOD BAPOVS avA NUEPA. ZE AVTEG TIC TEPITTAOCELS, OMOLTEITAL KATAAANAN TPOGHETN
mapakorovonon.

H d60m pmopei va vroroyiotel mg e&ng:

Hueprola §6om (?{l—gg> X owpatiko Bapog (kg)

‘Oykog (ml) = =0 (mg)
‘ml

IMa nocotTeg PikpoTEpPEg amd 0,1 ml, ypnoponomote GALO TPOIOV.

ITapaxorovbnon:

IIpwv amd ™ Bepamneio mpénel va AapPdvovtal detypata yio Broynikéc eEETACELS
(cvumepriapfovouévav Tmv NAEKTPoAVT®V) Kot dokiun oieyepong ACTH. X cvvéyewa, deiypato Oa
Aappavovton otig 10 nuépeg, otig 4 efdouddeg, otig 12 efdopddeg Kot otn cvvéyelo kibe 3 uvec,
LETE TNV 0pyIK O1dyvmon Kot PeTd omd Kabe Tpocsappoyn tng o06onge. Eivat emtaktiky avéykn vao
dtevepyovvror dokipég d1éyepong ACTH 4-6 mpeg LeTd TN yopNynon g 006G, MOTE VO, Etvat EQIKTN
N axpPng epunveio T@v amotedecpudtov. H yoprynon tov apudiov 1o mpmi gival Tpotindtepn
KaBdc ovtd Ba emTpéyel oTov KTNViaTpd oag va dievepynoet doKIUEG Tapakoiovdnong 4-6 dpeg petd
™ yopnynon g doong. Ilpénet emiong va yivetal Taktikn a&loAdynomn e KAVIKIG TPoOdov NG
vOG0V Gg KAbe va amd TO TOPOTAVM YPOVIKE onueia.

X mepintoon apyntikod arotelécpatog g ookiung otéyepong ACTH kotd v mapakoiovdnon, n
ay@YN TPETEL VoL OLOKOTTETOL Vit 7 NUEPEG KO GTT GLVEYELD VO ETOVEKKIVEITOL e YOUNAOTEPT SOOT).
Eravolafete ™ doxun 01éyepong ACTH petd amd aaleg 14 nuépec. Eav 1o amotéhespo e&okolovbei
va unyv giva deyeptikod, dtokoyte T Bepameio £mg OTOL EUPAVIGTOVV EK VEOL TO KAIVIK(G GNUEIN TOV
vepPAoLoETVEPPLOIoHOL. Emavalafete T doxpacia diéyepong ACTH éva pnva petd v
emavévapén g Bepameiog.

AvVoKIvVIoTE KOAG TPV Ao T Xpnon.
3.10 Zvprtopoto vaEPS0GOA0YINS (KUl KATH TEPITTMON, HETPA AVTIUETOTLGNG KOL AVTIO0TO)

H vrepdocoroyia pmopei va odnynoet oe gvdeilelc vroprotoemveppidtopov (AMBapyog, avopeéia,
£UETOG, d1ppOla, KOPILOYYEWNKE GUUTTMIATO, KOTAPPELOT)). Agv TapatnpnOnke OvnoudTnTo LETA
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amo ypovia yoprynon 36 mg/kg e vyeig oxvAOVG. QoTOGO, pmopel va avoauévetatl Bvnouotnta o
TEPITTOOT YOPNYNONG VYNAOTEP®V dOCEMV GE GKLAOVG LE VITEPPAOLOETIVEPPLOIGLO.

Agv vtapyet €101K0 avtidoto yia Ty Tpthootdv. H Oepancio 0o mpénet va daxomTeTOL Kot UTOpPEL va
€VOEIKVLTAL VTTOGTNPIKTIKY Ogpameia, OTWG KOPTIKOGTEPOELDT, H10pHMOT TOV JAUTUPUYDV 1GOPPOTIOG
TOV NAEKTPOALTOV Kol Bepameia e VYPO, AVAAOYO LE TO, KAVIKA GUUTTMLOTOL.

Ye mepimtoelg o&elag vrepdocoroyiog, Umopel va ivar @PEAMUN 1 TPOKAN O EUecnC aKOAOVOOVLEVT
oamd yopnynomn evepyov dvOpaxa.

Tuyoho0 10TPOYEVIC PAOIOETIVEPPIOLOKT| OVETAPKELD AVOGTPEPETOL GLVHOW®S YPTYOPO. LETE TN
SloKOT NG ay®yns. 2010060, Gg &va LKPO TOGOGTO GKOAMV, T OMOTEAECLATO, LITOPEL VOl
nmapatadodv. Metd and pio efdopdda SKOTNAG TG Ay®YNG LE TPIAOCTAVN, 1| Bepameio Tpémet va
Eexvaer ek VEOU e PEOUEVO pLOUO dHoTG.

3.11 Ewwoi wepropiopoi xprions Kot E0IKES 6VVONKES prions, cvpmeprtiapufavopévev
TEPLOPLOUAV GT1] YP1GT] UVTIUIKPOPLOEKAOV KOl UVTITOPUCITIKAOV KTNVIITPLKOV
QUPLIKEVTIKDOV TPOIOVTMV TPOKEIUEVOD VU TEPLOPLOTEL 0 KIVOLVOS avATTLENS OVTOYNS

Agv 1oy0et.
3.12 Xpdvor avapovig

Agv 1oy0et.

4. DPAPMAKOAOI'IKEX IAHPO®OPIEX
4.1 Koowkoc ATCvet:

QHO02CAO01

4.2 @opproKodOVVOUIKIY

H tpthootdvn avootélhel eMAEKTIKA KOl avaoTpEWIHa To evOupkd cvotnua 3 frita-
VOPOELGTEPOEIOIKT IGOUEPATT], AVACTEALOVTAG LE AVTOV TOV TPOTO TNV TTaPpAywyn KOpTLOANG,
KOPTIKOGTEPOVNC Kot aAdootepovng. Otav ypnoyomroteitat yio, T Oepaneio tov
VIEPPAOIOETIVEPPIOIGUOD, PELDVEL TNV TOPAYOYT] YAVKOKOPTIKOEWODV KOl LETAAAOKOPTIKOEIOMV
GTEPOELODV GTOV PAOLO T®V ENMVEPPLOiY. Katd cuvéneln, ot KukAO(QOPOOGEG GUYKEVIPMGELG TMOV €V
AOY® oTEPOEId®V givar petopéves. H tpthootavn aviaymvileton emiong m dpdomn e eEwyevoic
@Aowoemvepotokng opuovng (ACTH). Agev éxel dueon enidpact o0TE GTO KEVIPIKO VEVPIKO GOGTN O
001 0T0 KOPSLAYYELNKO GOGTI LA,

4.3 @oppoKoKIVTIKY

Ta pappaxokvnTikd 6edopéva oe GKOAOLG KATESEIEAV LEYAAN LETAPANTOTNTA HETOED TOV ATOUM®V.
e U0 EPYOCTNPLOKT QUPUAKOKIVITIKY HEAETN o€ 6KOAOLG @UANG beagle, n AUC kvudvOnke amnd 52
¢m¢ 281 pkpoypappdpie/ml/min 6€ 6KOAOVG LETE 0O YEVpO Kot 0o 16 €mg

175 wkpoypappdpie/ml/min o€ okvAOVG o€ Katdotaon vinoteiag. ['evikd, 1 tpthootdvn
OTOLLOKPOVETOL TAYEMG OO TO TAACLA LLE TIG CUYKEVIPDOGELS GTO TAAGLO VO PTAVOVY GTO UEYIGTO
peta&d 0,5 kot 2,5 opdv Kot Vo emavEPYovTaL oYedOV oTNV apyikn TN €51 EMG OMOEKN MPES LUETA TN
yopnynon. O kvplog evepydg HeTafoAitng TNG TPIMOGTAVIG, 1] KETOTPIAOCTAVT), 0KOAOLOEL TapdLo10
oynpo. EmmAéov, dev vmipyay ototyeiot Tov va amodeikviouy OTL 1) TPIAOGTAVN 1 Ol LETAPOAITES TNG
glyav cvecmpevbel pe v TapPodo Tov ¥povov. Mia peAéTn ProdtafecILOTNTOC 0O TOL GTOUNTOG
0000 6& oKDAOVE KATESEIEE OTL 1] TPIAOGTAVY ATOPPOPNONKE EKTEVEGTEP OTAY XOPTYOVTOV LE TPOOT).
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"Exet katadeyBei 6T | TpAooTAVY OmEKKPIVETAL KUPIOG GTO KOTPAVO TOV EMIUVOC, VTOSEIKVOOVTOG
TNV OTEKKPLON PEGM TNG YOANG G TN Pactkn petafolik| 006. Xtov TifnKo, 1 TPIAOGTAVN
OTEKKPIVETAL G€ 16€C TOGOTNTEG 0TO KOTTPava Kot To ovpa. Ta amoteléopata £5€1&av OTL 1) TPIAOGTAVN
ATOPPOPATAL YPTYOPO. KO KOAG OTO TOV YUOTPEVIEPIKO COANVA TOGO GTOV EMIUL OGO KOl GTOV TiBNKO
KoL 0Tl GLUGCOPEVETAL GTOVG EMVEPPLOLOKOVG AOEVES TOV 0POVPAIOV.

5. DOAPMAKEYTIKA XTOIXEIA
5.1 Kopieg acopPorotnreg

A6y EAAElYNG HELETMV GUUPATOTNTOC, TO TAPOV KINVIATPIKO QUPUAKEVTIKO TPOTOV deV TTPEMEL VOl
OVOUELYVOETOL LE GALQ KTNVIOTPIKG QOPLOKEVTIKE TPOIOVTAL.

5.2 Awpkero Long

Algpreto {ONG TOL KTNVIOTPIKOD PUPHOKEVTIKOD TPOIOVTOS GOUG®VA LLE TN GVOKEVAGIO TOANONG:
3 xpovia
Aldpreto (oG LETA TO TPMTO AVOLYLLO TNE GTOLYELDOOVE GVOKEVACIAG: 6 Ve

5.3 Iowitepeg mpo@uAidtels Katd T ULAEN TOVL TPOIOVTOG
To @appokevTiKd avtd TPOioY dev amattel Wioitepeg cvvOnKeg Beppokpaciog yio T eOAAEN TOL.
5.4 ®von kKo 6OVOEST THS GTOLYELDOOVS GVGKEVUGING

D1 amd ToALABVAEVIO LYNANGC TUKVOTNTOG LE TOUO AGPAAELNG Y10 TOUSLY CUTTO
TOALTTPOTVAEVIO/TOAVAOVAEVIO VYNANG TUKVOTNTOG Kol TAOUA 0O TOAVABVAEVIO GE YAPTIVO KOVTL.

2voKevaoiec:

Xdaptivo kovuti Tov TepLEYEL pia eroAn Tov 10 ml, pia docopeTpikn cvpryya Tov 1 ml kot pia
docopeTpikn cvpryya Tov 5 ml and moAvTpomTuAEVIO

Xaptvo KouTi TOL TEPLEYEL Hio QLA TV 25 ml, pia docoueTpikn cvpryyo Tov 1 ml kot pia
d0COETPIKT GVpLyYe TV S ml and TOAVTPOTLAEVIO

Xaptivo Kouti mov mepiéyet pia rain twv 36 ml, pio docouetpikn ocvpryyo tov 1 ml kot pio
docoUETPIKY GVpLyye TV S ml and TOATPOTLAEVIO

Xaptivo kovti Tov TTEPLEYEL pia OriAn Tov 50 ml, pia docopeTpikn cvpiyyo Tov 1 ml kot pia
docopETPIKT oVptyya TV S ml and ToAVTPOTLAEVIO

Xaptivo Kouti mov mepléyet pio prain twv 72 ml, pio docouetpikn ocvpryyo tov 1 ml kot pio
d0COETPIKT GVpLyye TV S ml amd TOAVTPOTLAEVIO

Xdaptivo kovti Tov TepLEYEL pia eroAn tov 100 ml, pia docopetpikn cvupryya tov 1 ml ko pio
docopetpikn cvpryya Tov 5 ml and moAvTpomTuAEVIO

Mmropei va unv KuKAOPOPOUV OAEG Ol GLUOKEVAGIEC.

5.5 Ewwkég mpo@ulaels améppyng vog Ui yPoLHOTO|0EVTOS KTVIUTPLKOD QUPUOEKEVTIKOV
TPOIOVTOG 1] GALOV VAIKAV TOV TPOEPYOVTUL O.TO T1] YP1IGT TOV TPOIOVTOGS, UV VITAPYOVY

Ta eapuoke dev TPEMEL VO OTOPPITTOVTAL HECH TOV ADUATOV | TOV OIKIUK®OV OTOPANTOV.
XPpNOUOTOOTE TPOYPAULOTO ETIGTPOPNG GOPUAK®OV Y10 TNV ATOPPIYT] 1| YPTOLUOTOINOEVTMOV
KTNVILTPIKOV QOPUOKEVTIKOV TPOIOVI®V 1| GAL®V VAIK®V OV TPOEPYOVTAL amd T (P1OT) TOVG

GULPOVO L€ TIC TOTIKEG AOITNGELG KO P TUYXOV EBVIKA CLUGTIOTO GLAAOYNG TOV LGYVOVV Y10, TO.
GYETIKA KTNVITPIKA POPUOKEVTIKA TPOTOVTOL.
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6. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Emdoka

7. APIOMOZ(OI) AAEIAYX KYKAO®OPIAX
EU/2/24/312/003 (10 ml)

EU/2/24/312/004 (25 ml)

EU/2/24/312/005 (36 ml)

EU/2/24/312/006 (50 ml)

EU/2/24/312/007 (72 ml)

EU/2/24/312/008 (100 ml)

8. HMEPOMHNIA INPQTHX E'KPIXHXZ
Hpepounvia tpatng éykprong: {HH/MM/EEEE}

9. HMEPOMHNIA TEAEYTAIAYX ANAOEQPHXHYX THX IEPIAHYHX TQN
XAPAKTHPIZTIKQN TOY ITPOIONTOX

10. TAEINOMHZIH TOQN KTHNIATPIKQN ®APMAKEYTIKQN ITIPOIONTQN
Na yoprnyeitor LOVOV (e KINVIOTPIKT GLVTAYT.

Aemtopepeic TAnpopopieg Yio T0 €V AOY® KTNVIOTPIKO QOPLOKEVTIKO TPoidv gival dtabéoyeg otn faon
dedopévav g EE yuo to ktnviotpikd Tpoiovta. (https://medicines.health.europa.eu/veterinary/en).
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ITAPAPTHMA 11

AAAOI OPOI KAI AITAITHXEIX THX AAEIAY KYKAO®QOPIAX

Kavévag
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ITAPAPTHMA III

EINIXHMANXH KAI ®YAAO OAHI'IQN XPHXHX

17



A. EIIIXHMANXH
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IHAHPO®OPIEX I1OY IIPEITEI NA ANAI'PA®ONTAI XTHN EZEQTEPIKH
XYXKEYAXIA

Xaptivo kovti — 10 mg/ml

1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Trilocur 10 mg/ml ndéc1u0 Evarmpnua

2. YYNGOEXH XE APAXTIKEX OYXIEX

Tpthootavn 10 mg/ml

3. YYXKEYAXIA

30 ml
90 ml
ZOpryya yio yopnynon amd tov otopatoc tov 1 ml kot tov 5 ml

4. EIAH ZQQN

Yx0A 0L

| 5. ENAEIZEIZ

‘ 6. OAOI XOPHI'HXHX

Amo otoOpaTOG YpIoN.

‘ 7. XPONOI ANAMONHX

‘ 8. HMEPOMHNIA AHEHX

Exp. {u/ceee}

Metd to mpdTo dvorypa yprion £vidg 6 unvav.

‘ 9. EIAIKEX XYNOHKEX AIATHPHXHX

‘ 10. OI AEZEIX «<AIABAXTE TO ®YAAO OAHI'TQN XPHXHY IIPIN AIIO TH XPHXH»

AwPacte T0 PUALO 0INYIOV XPNONG TPV OO TN XPNOT).

19



11. OI AEEEIX «KAIIOKAEIXTIKA T'TA KTHNIATPIKH XPHXH»

ATOKAEIGTIKE Y10 KTNVIOTPIKT XPTOT.

12. OI AEEEIX «<NA ®YAAXXETAI XE OEXH, THN OIIOIA AEN BAEIIOYN KAI AEN
ITPOXETTIZOYN TA ITAIAIA»

Na pvidooetar o€ 0éom, TV onoia dev PAETOLY Kot dev TPoceYYilovv Ta TULSIA.

13. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Emdoka

14. APIOMOI AAEIAY KYKAO®OPIAX

EU/2/24/312/001 (30 ml)
EU/2/24/312/002 (90 ml)

| 15. APIOMOX IAPTIAAL

Lot {ap1Buoc}
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IHAHPO®OPIEX I1IOY IIPEIIEI NA ANAI'PA®ONTAI XTH XTOIXEIQAH
XYXKEYAXIA

HDPE/®IAAH (10 mg/ml- 90 ml)

1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Trilocur 10 mg/ml ndéc1u0 Evarmpnua

2. YXYNGEXH XE APAXTIKEX OYXIEX

Tpthootavn 10 mg/ml

3. EIAH ZQQN

Yx0OA0L

4. OAOI XOPHI'HXHX

Amo6 otopaTog ¥pnon. Alpdote To GUAAO 00DV YPNONG TPV ATO TN (PN ON.

‘ 5. XPONOI ANAMONHX

| 6.  HMEPOMHNIA AHEHX

Exp. {pweeee}

Metd to mpdTo dvorypa yprion evidg 6 unvav.

‘ 7. EIAIKEX XYNOHKEX AIATHPHXHX

‘ 8. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Emdoka

| 9.  APIOMOX IAPTIAAY

Lot {ap1Ouog}

21



EAAXIXTEX ENAEIZEIX I1IOY IIPEITIEI NA ANAT'PA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

HDPE/®IAAH (10 mg/ml- 30 ml)

1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Trilocur

2. HOXOTIKA XTOIXEIA TQN APAXTIKQN OYXIQN

Tpthootavn 10 mg/ml

| 3. APIOMOX IIAPTIAAL

Lot {ap1Opog}

‘ 4. HMEPOMHNIA AHEHX

Exp. {u/ceee}

Metd to mpdTOo dvorypa ypron evidg 6 unvav.
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IHAHPO®OPIEX I1OY IIPEITEI NA ANAI'PA®ONTAI XTHN EZEQTEPIKH
XYXKEYAXIA

Xaptivo kovti — 50 mg/ml

1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Trilocur 50 mg/ml ndéc1H0 EVard®PN UL

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

Tpthootavn 50 mg/ml

3. YYXKEYAXIA

10 ml

25 ml

36 ml

50 ml

72 ml

100 ml

20pryya yio yop1ynon amd Tov otopatog tov 1 ml kot tov 5 ml

4. EIAH ZQQN

YKxOA0L

| 5. ENAEIZEIZ

| 6.  OAOI XOPHTHIHE

Amo otONaTOG YP1IoN.

| 7. XPONOI ANAMONHE

‘ 8. HMEPOMHNIA AHEHX

Exp. {uweeee}

Metd to TpdTO dvorypa ¥pron eviog 6 unvav.

9. EIAIKEX XYNOHKEX AIATHPHXHX
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‘ 10. OI AEEEIX «<AITABAXTE TO ®YAAO OAHI'TQN XPHXHZX IIPIN AIIO TH XPHXH»

AwPaote T0 PUALO 0INYIOV XPHONG TPV OO TN XPTOT).

11. OI AEEEIX «KATIOKAEIXTIKA I'TA KTHNIATPIKH XPHXH»

ATOKAEIGTIKA Y100 KTNVIOTPIKT XPTOT).

12. OI AEEEIX «<NA ®YAAXXETAI XE @OEXH, THN OIIOIA AEN BAEIIOYN KAI AEN
INPOZETITIZOYN TA ITAIAIA»

Na puAdooetatl o Béomn, TV omoia dev PAETOLV Kal dev Tpooeyyilovv Ta Toud1d.

13. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Emdoka

14. APIOMOI AAETAYX KYKAO®OPIAX

EU/2/24/312/003 (10 ml)
EU/2/24/312/004 (25 ml)
EU/2/24/312/005 (36 ml)
EU/2/24/312/006 (50 ml)
EU/2/24/312/007 (72 ml)
EU/2/24/312/008 (100 ml)

15. APIOMOZX ITAPTIAAX

Lot {ap1Buodc}
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HHAHPO®OPIEX I10Y IIPEIIEI NA ANAI'PA®ONTAI XTH XTOIXEIQAH
XYXKEYAXIA

HDPE/®IAAH (50 mg/ml — 72 ml kon 100 ml)

1. ONOMAZIA TOY KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX

Trilocur 50 mg/ml TécO evompn o

2. TYNOEIH XE APAXTIKH(EX) OYZIA(EYX)

Tpthootavn 50 mg/ml

3. EIAH ZQQN

Yx0A0L

4. OAOI XOPHI'HXHX

Amd otopatog ypnon. Awfdote To GOALO 0dNYLDV ¥PNONG TPV OO TN YPNON.

‘ 5. XPONOI ANAMONHX

‘ 6. HMEPOMHNIA AHEHX

Exp. {up/eeee}

Metd to TpdTO dvorypa ¥prion evioc 6 unvov

‘ 7. EIAIKEYX XYNOGHKEX AIATHPHXHX

‘ 8. ONOMA TOY KATOXOY THX AAEIAYX KYKAO®OPIAX

Emdoka

‘ 9. APIOMOX [TAPTIAAX

Lot {op1Ouog}
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EAAXIXTEX ENAEIZEIX I1IOY IIPEITIEI NA ANAT'PA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

HDPE/®IAAH (50 mg/ml- 10 ml, 25 ml, 36 ml, 50 ml)

1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Trilocur

2. HOXOTIKA XTOIXEIA TQN APAXTIKQN OYXIQN

Tpthootavn 50 mg/ml

| 3. APIOMOX IIAPTIAAL

Lot {ap1Opog}

‘ 4. HMEPOMHNIA AHEHX

Exp. {u/ceee}

Metd to mpdTo dvorypa yprion evidg 6 unvav.
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B. ®YAAO OAHI'TQN XPHXHX
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OYAAO OAHI'TQN XPHXEHX

1. Ovopacio ToV KTNVIOTPIKOY QUPUOKEVTIKOD TPOIOVTOG

Trilocur 10 mg/ml 7déG1HO EVOLDPN UM Y10 GKOAOVC

2% YvvOeon
Kda0e ml mepréyet:
ApaoTtiki oveia: Tptiootdvn 10 mg

"Exodoyo:

owoTiki] 60vOgo EKOOY OV Kol ALV
GUGTUTIKAV

IMocotikn 6vvOeo av oL TANPOPOpPies aVTEG
€ival GNUOVTIKES Y10 TN 6MGTI] Y0P Y101 TOV
KTNVIOTPLKOD QUPRUKEVTIKOV TPOIOVTOG

Sodium benzoate

1,5 mg

A€VKO EMG VITOAELKO EVOLMDPT AL

3. Eion {owv

Yx0A0L

4. OepomevTiKég EvOcitelg

T ™ Bepameio Tov eEQPTOUEVOD OO TNV VIOPVOT) KOL TOV EEUPTMEVOL OO TO EXLVEPPIOLNL
VIEPPAOLOETIVEPPLIITUODV (VOGOC Kot cuvdpopo Cushing) 6Toug 6KOAOVG.

5. AvTevoEgigelg

Na pnv ypnowonoteitan 6€ (OO TOL TAGKOLY OO TPOTOTOON NTUTIKY VOGO 1)/KOL VEPPIKT|

OVETAPKELQL.

Noa unv ypnoyLonoteital 6€ mepinT®on vaepevalcinciog ot SpAcTiKn ovcia 1§ o€ KATOo10 £KJ0)0.

6. Ewdkég mposidomon)oels

Edwkéc mposidomomoelc:

H akp1pnic d1dyvmon tov vmepPAOIOETIVEPPIOIGHLOD EIVOL OVGIUCTIKNG GNULOGTOC.

Omov dev vapyet epeavig avtamodkpion ot Bepaneia, | didyvoor Ba tpénel va eravaioloyeitat.

Evdéyeton va ypetaotel adénon g d6ong.

Ot xtnviotpot Tpémel va yvopilovv 0Tt 01 GKOAOL [LE VTEPPAOIOETIVEPPIOITUO dLoTPEXOLY OLENUEVO
kivouvo maykpeatitidag. O kivouvog ovtdg evdéyetar vo unv petmbel pe v aymyn pe Tpthostdv.

Idwaitepec TPOPLAGEELS Y10 TNV 0.oQaAn ypromn oto. £idn Lowv:




Koabmhg n TAelovotnto TV TEPISTATIKOV VIEPPAOIOETIVEPPIOIGUOD S10YLYVMDOKOVTOL GE GKDAOVG
niwiog amd 10 éwg 15 etdv, vTdpyovy cuyva dilec taboroyikéc diepyaoies. Eival daitepa
ONUAVTIKO VO EAEYYOVTOL TEPMTMGELS TPOTOTAHOVG NTUTIKNG VOGOL KOl VEPPIKNG AVETAPKELQG,
KaODC TO TPOIOV AVTEVOEIKVLTOL GE OVTEG TIC TEPIMTAOCELS.

Q¢ gk TOVTOVL, KT TN dtdpKeLn TG Oepameiog n d6on Tpémel va Tapakorovdeital oteva. Idaitepn
nwpocoyn Oa wpénel va 6idetan ota NTatiKd EvOupa, TOVG NAEKTPOADTES, TNV 0LPIN KoL TNV KPEATIVIVN.

H tavtdypovn mapovcio cakyapmddoug Safntrn Kot VIEPPAOIOETIVEPPIOICHOD OTToLTEL EOIKN
mapaKolovOnom.

Edv évag oxdlog £xel Aafet oto mapeldov Bepameio e totdvn, 1 ETVEQPLOOKT AgtTovpyio Tov B
éxel pewmbel. H gumepio og mpaypotikég cuvinkes vrodekvoet 6Tt Ba mpémel va pecorafel dStdotnpa
TOVAGYLOTOV €VOG PNV LETAED TNG SLOKOTTNG TNG HITOTAVNG KL TNG EvapEng Yopnynomns g
TPILOGTAVNG. ZUVIGTATOL 1] GTEVH TOPUKOAOVOTON TNG AEtToVpYing TV ETVEPPLdIY, KaBMS 01 GKOAOL
evoéyeTal va ival mo evoicOnTol oTIg EMOPACEIS TNG TPIAOGTAVNG.

To KTNVIOTPIKO PAPLLOKO TPETEL VAL XPTCIUOTOLEITOL LE EEQPETIKT TPOGOYT GE GKUAOVC LLE
TpoLTApyovoa avaLio, KaOMG EVOEYETUL VO TPOKVYOLV TEPALTEP® PELDOCELS TOV OLUOTOKPITN
(ovumeopévog GyKog KOTTAp®V) Kol TNE OHOCOPivNG. ATOLTEITOL TAKTIKT TOPAKOAOVON oM.

To KITNVIATPIKO POPUAKEVTIKO TPOTOV TTEPLEYEL TO EKO0YO EVAITOAT, TO OO0 LITOPEL VO ATOTEAEL OiLTio
avemBountov evepyeldv eav yopnynbei oe vymiéc dooeis. H yoprynon tov Trilocur 10 mg/ml mocipo
EVALDOPT IO Y10 OKOAOVE G€ 000ELS Ave Tmv 2 mg Tpthootdvng/kg cmpatikov Bapovg pmopel va,
npokorécel To&ikdtnTa EVAITOANC. ['or TNV EAIGTOTOINGT GV TOV TOV KIVOUVOL GE GKDAOVG TTOL
yperaloviat docels vyNnAdTEPES amd 2 mg Tprhootivng/kg, ypnoiponomote to Trilocur 50 mg/ml
OGO EVALDPTLLOL Y10. GKOAOVG

ISwaitepeg Tpo@LAGEEIC TOV Tpémet va AapPdvoviol omd To GToMo TOL YOPNYEL TO KINVIOTPIKO
0opLaKEVTIKO TPoidv oe Loa:

H tpthootdvn evdéyetar vo, LEIMGEL T 6VVOEST] TNG TEGTOGTEPOVIC KAt EXEL AVTI-TTPOYECTEPOVIKEG
1010tNTEG. O1 yuvaikeg mov eival £YKveg 1| GKOTEDOVY Vo LEIVOVY £YKVEG O TPETEL VAL ATOPEVYOLV TOV
YEPLGUO TOV KTNVILTPLIKOV PAPUAKOV.

ITAOvete Ta xEpla Gag e GomovvL Kot vepd LETA amd Tuyaio EkBeon Kot PLETA omd ypron.

To kNVIATPIKO EAPUAKEVTIKO TTPOTOV UTOPEl VoL TPOKUAETEL EpEOIGUO TOV OEPUATOC KAl TOV
opOoApmv, Kabmg Kot evaicintomoinon. e nepint®oTn TLYOING ETOPTC TOV EVALOPTUATOG E TO UATIO
N 10 dépua, EemAdvete apéowg e dpbovo vepod. Eav o epebiopog dev vmoywpet, {nNtiote 1Tpikn
cuppovAn.

Atopa pe yvootn vrepevaicincio oty tpthoctdvn, T Pavikivn 1 to Pevioikd vatpilo o mpémet va
OTOPEVYOVV TNV EXAPT LE TO KINVIATPIKO POPLAKEVTIKO TPOTOV.

H tuyoio katdmoon umopet va mpokaréost emPAafeic emdpdoelc, 0TS vovTio, EUETO Kal ddppota.
O TpEmEL Vo, AAUPAVETAL LEPIVE Y10 TNV ATOGVYN TUYOL0G KATATOOTG, 10img amd madid. Kpatiote
TIG YEMOUEVES GUPLYYEG LOKPLAL amd TTondld Kot amofnKenoTe TIg (P OLULOTOI0VUEVES GUPLYYEG GE BEom
7oL dgv PAETOVVY KoL deV TTpoceyYilovV Ta TAdId. € MEPIMTOON TVYAiNG KaTtdmoons, {Ntnote ouéome
0TIk GLUPOVAT Kal 6gi&Te GTOV Y1OTPO TO GUALO 0ONYIDV ¥PNOTG 1 TNV ETIKETA.

Kinon kot yoiovyia:
Noa punv yopnyeitan € ONAvKOVG GKOAOVE KATA TN SLAPKELN TNG KVTONG 1 TG YOAOLYIOG.

Tovipdra
Noa punv yopnyeitoar og {da avomapoymyng.

AMnAemdpdoelg pe GAAL QOPUOKEVTIKE TPOTIOVTA Kot GALEC HOPQEG OAAAETIOpAIONC:

H mBavomra odinAemidpdceny pe GAAN QOPUAKEVTIKE TPoTdvTa dev Exel LeAeTN Ol 101KAC.
Agdopévou 6Tt 0 VTEPPAOLOETIVEPPISIGLOC TEIVEL VO TOPATNPELTOL € GKOAOVG HeyolOTEPNC NAKING,
ToALOL 07t avTovG O AapPdvouy TanTOXPOVA Kot GAAN QUPUOKEVTIKY] OY®YT. & KAWVIKEG LEAETEG OEV
mapaTnenOnkay oAAniemidpdoceic. O kivouvog avamtuéng vrepkaionpiog 0o tpémel vo Aapfavetal
VIOYT| €AV 1 TPIAOGTAVT] YPNOYLOTOLEITOL GE GUVOVOCUO HE KAAOGLVINPNTIKA SLOVPNTIKA 1
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OVOLOTOAELG TOV HETATPENTIKOD VIOV TNG ayyelotacivng (avactoleic MEA). H tavtoypovn ypron
TOV &V MOV QOPUAK®OV TPETEL VO, VTOKELTOL GE AVIAVOT] TNG OYEOTG OPELOVG-KIVOUVOL OO TOV
Kviatpo, kabmhg vip&av Ayeg avapopég Bavatwv (cuumepthapupavouévov tov aevidlov Bavatov)
o€ 6KOAOVG IOV EAafav TovTOYpovn Beparmeia e TPIAOGTAVN Kot avactoAién Tov MEA.

Yrepdocoroyia:
H vrepdocoroyia pumopei vo odnynoet oe evdeilelc vroprotoemveppidtopov (AMbapyoc, avopeéia,

€UETOC, dLAPPOLD, KOPOLOYYELOK(E CUUTTOUATO, KATAPPELVOT]). Aev Tapatnpndnke Bvnoudtnta petd
amd ypdvia yopnynon 36 mg/kg e vyieic oxvAoLE. 26TOC0, UTopel va avapévetal Bvnoluotnta o
TEPITTOOT XOPNYNOTNG VYNAOTEP®V SOGEMV GE GKDAOVG UE VITEPPAOLOETIVEPPLOIGLLO.

Agv vtapyet €101K0 avtidoto yia v Tpthootdv. H Bepaneio Oo mpénet va dioxomTeTOL Ko pmopet va
EVOEIKVLTAL VTOGTNPIKTIKY BEpameia, OTME KOPTIKOGTEPOELDN, SLOPOHOGT TV JATUPAYDV 1COPPOTING
TOV NAEKTPOALTOV Kol Oeparmeio e VYPO, AVALOYO LE TO KAVIKA GUUTTMLOTA.

e mepmtdoelg o&eiag vrepdocoroyiag, uropel va eitval @PEAUN 1 TPOKANGT £UEOT|G aKOAOVBOVLEVY
amo yopnynom vepyov avopaxa.

Toyovoa 10TPOYEVHG PAOLOETIVEPPLOIOKT AVETAPKELN AVACTPEPETUL CLVIHOWS YPIYOPO LETA TN
SloKOTN TG 0y®yNG. 201060, 68 va KPS TOGOGTO GKOAMV, T OTOTEAEGUATO, LWTOPEL VOl
mapatofodv. Metd amd pio efdopdda S10KOTNG TG Ay®YNS LE TPIAoGTAVN, 1) Bepaneio Tpémel va
Eexvaet €K VEOU pe PetdpEVO puBpo d6omg.

7. AvemO@ovpnto coppavre
Xxolot:
Oyt cuyva: AnBapyod?, avopeio?, éuetoc’, Siéppota’
(1 éog 10 Cma / 1.000 vro Oepameio
{oa):
Yravio Y mopAoloenvepdiodc, vrepoteddppota. Topmaviopog,
(1 £wc 10 Loa / 10.000 vr6 Oepareio ata&io, Poikdg TPOUOG, SEPUOTIKEG SLUTAPOYES, VEQPLKN
Coa): avemdpketa’ ko appitido’
[ToA ondvia Advvapia®, emveppidiaky vékpoon' kot aigvidiog Odvatoc

(<1 Lo / 10.000 vrd Oepancio {ma,
CUUTEPIAAUPAVOUEVOV TOV
LELOVOLEV®Y OVOPOPDV):

ATpocdopIoTNG GLYVOTNTOG Oéela emveppidtaxn kpion (Kotdppevon)

(Agv pmopovv va ekTiunBovv pe
Baomn ta dabécyuo dedouéva):

! Mropei va. 0dnyficouv 6€ VTOPLOOETVEPPISIGLO.

2 Evaéystar vo. pgavicTodV oTég ot eVOEiEelg mov oyeTilovTal [Ie 1TPOYEV VTOPAOLOETIVEPPLOIGUO,
10img edv 1 mapaxorovOnon dev eivar emapkng (BA. Tapdypapo «Aocoroyia yio kaOe €id0g, TPOTOG
Kot 0001 yopynone»). Ot evdei&elg eivat Yevikd ovacTpEYeg EVTOG HETOPANTOD XpoviKoD

0o TAIATOG LETA TN dtakomn NG Bepameiag.

Y& okOAovg mov EAaPav Oepameia pe TprAosTdvn TapatnpROnKav AMbapyoc, EUeTog, ddppota Kot
avopeéio amovcio evoeiEemV VTOPAOIOETIVEPPIOIGLLOV.

3 Mropei vo. amokalvgOel KoTd TV aymyn e TO TPoidv.
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H Oepoaneio evoéyetar va amokodvyel v vrapén apbpitidog Aoyw g Lelmong TV evOoyEVOV
EMNEOMV TOV KOPTIKOGTEPOELOMV.

H avagopd averBountov coppdviov etvar onpoavtiky. Exitpénet tn ocuveyn mapokorobnon g
aoQUAENG EVOG TPOiIOVTOG. Edv Topatnpioete omoladmote avemBOUNTn EVEPYELX, KOO KOL OV OEV
OVOPEPETUL GTO ECAOKAEIGTO GVAAO OONYIDV ¥PNONG N AUEPAALETE Y10 TNV OMOTELECUATIKOTITO TOL
QopUAKoV, TaPuKaAEIcOE VO ETIKOIVOVIGETE, KATUPYAC, LE TOV KTNviaTpd coc. Mropeite eniong va
OVOQEPETE OTOLUONTOTE AVETIBVUNTA GUUPAVTO GTOV KATOYO TNG AOEL0G KUKAOPOPTLOG
YPNOUOTOIDVTAG TO GTOLYEID EMKOWVOVING GTO TEAOG OVTOV TOL PVAAOV 00N YLDV ¥PNoNG 1 HEC® TOV
€0VIKOO G0G CLGTILLOTOC OVAPOPES.

8. Aocoroyia yia kKGO €idog, TPOTOS KAl 0001 YOpP1YNONG

Xopnyeitat 0md T0 GTOUA, Lo POPA TNV MUEPA, amevdeing 0T0 GTOHN TOL GKVAOV, KATH TOV XPOVO TNG
cltiong.

H 860m évapéng g Oepanciog eivar mepinov 2 mg/kg. Tithomomate T 6061 AVAAOYQ LUE TNV OTOUIKN
amoKpior, 6mwg kabopiletar amd v mapakolovdnon (BA. tapakdtm). Edv amatteiton avénon g
doomnc, avénote apyd v droé nuepnoio doOom).

Qo61660, 10 Trilocur 10 mg/ml TOGIHO Evod®PM O Y10 GKOAOVG OV TPETEL VAL YopnYEiTaL 6€ SOGELG
peyoAvTEpEG TV 2 mg tprhootdvnc/kg copaticon Bapovg. e okdAovg oL Ypeldlovtal S0celg
vynAdtepeg amd 2 mg tprhootavnc/kg, ypnoomromote 1o Trilocur 50 mg/ml woéo10 EvaldpM L Yo
okOAovg. BA. mapdypago «Idaitepeg TpouAGEELS Yo TV ac@aAn yprion ota €idn (dmvy». [ tov
ELEYY0 TOV KAVIK®V GUUTTOUATOV, YOPNYNOTE TN YOUNAOTEPT OTALTOVUEV dOOT.

Téhog, €4V TO GUUATOWUATO OEV EAEYYOVTOL EXAPKMG EMTL LG TANPOVG 24@pN¢ TEPLOSOL PETAED TV
d0cemv, £eTAOTE TO EVOEXOLEVO 0DENGTG TNG GUVOAIKNG NUEPNGLOG dOOTG EmG Kot kaTd S0% Kot
YOopNYNOTE T Lot 666n 10 TPl Kal T Hion To Ppddv.

e wikpo opdpd (dov evogyetal vo amortovvtal 600ELS onUavTikd vynAdtepeg and 10 mg avd KIAd
COUATIKOD BAPOVS ava NUEPT. TE AVTEG TIC TEPITTAOCELS, OTOLTEITAL KATAAANAN TPOGHETN
TopoKolovOnomn.

H 660n umopel va vroroyiotel og e€NG:

Huepriowa 66on (rlr{l_gg) X owpatiko Bapog (kg)

‘Oyrog (ml) = 10 (%)
ml

Hapaxorovdnon:

[Ipwv and ) Bepomeio mpémet vo Aapfdavovtar deiypata yio Proynukég eetdoelg
(ovumeprhapfovouévav Tov NAEKTPoALTAV) Kot dokiun dEyepong ACTH. X cuvéyeta, delypata Ba
Aappdavovton otig 10 nuépeg, otig 4 efdouddeg, otig 12 gfdopddeg Kot otn cvvéxelo kibe 3 univec,
UETE TNV 0pyIKT S18yvmon Kot HeTd omd Kabe Tpocsappoyn tng 06one. Eival emttaktikn avaykn va
dtevepyovvrar dokipég d1éyepong ACTH 4-6 dpeg LeTd TN 1opNynon g 006NG, MOTE VO, Elvat EQIKTN
N axp1Png epunveio TV amotelecudtov. H yopnynon tov ¢apudikov 1o mpmi gival Tpotindtepn
KkaOdc ovto Oa emtpéyel oTov KTNVINTPO oag va dlevepynoel doKIUEG TapakoAoVOnoNg 4-6 dpeg Petd
TN yopnynon g 60ong. [lpénet emiong va yivetot TakTiky] aE0AGYNOT TG KAVIKTG TPOOSOV TNG
vOG0L ¢ KABE £val amd TO TOPATAV® YPOVIKA GMUEid.

X mepintoon apyntikod arotelécpatog g ookiung otéyepong ACTH katd v mapakoiovdnon, n
ay@yN TPENEL VoL OLOKOTTETOL Vi 7 NUEPEG KO GTT GLVEXELD VO ETOVEKKIVEITOL e YOUNAOTEPT SOOT).
Enavaidfete t doxiun o1€yepong ACTH petd and direg 14 nuépec. Edv 1o amotédeospa eEarkolovbel
va unv givai d1eyepTiko, SoKOYTE TNV ay®yn £0G OTOV EUPOVIGTODV EK VEOU T KAIVIKG GUUTTMLOTOL
TOV VIEPPAOIOETIVEQPIOIoHOV. ETavoarapete T doxyacio diéyepong ACTH éva piva petd tnv
emavévopén g Bepameio.
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AVOoKIVIOTE KOAG TPV Ao T Yp1omn.

9. Odnyieg 7o ™) oo YOp1YNON

Kopia.

10. Xpdvor avapoviig

Agv epappdletar.

11. Ewwkéc ouvOnkeg dwatipnong

Na puAdooetatl o Béomn, TV omoia dev PAETOLY Kal dev Tpooeyyilovv Ta Toud1d.

To eappakevTikd ovtd TPoidv dev amartel Waitepeg cuvonkeg Bepuokpaciog Yo T eOAAEN TOV.
No pn yproiponoteital avtd 10 KTNVIATPIKO QOPUAKEVTIKO TPOIOV LETH TNV MUepOoUnvia ANENG Tov
avaypAQETOL GTO KOVTI KOl GTNV ETIKETO TNG PLOANG petd Vv évdeién EXP. (AHEH). H nuepounvia

MEemc cLUTITTTEL [LE TNV TEAEVTOIC NUEPO TOV CLUYKEKPUUEVOD UM VL.

Atdprero {ong HETA TO TPATO GAVOLYLO TNG OTOLEIDNDOVE GUGKELUCING: 6 UNVEC.

12. Ewwkéc mpo@urdiers amoppryng

Ta eappoke dev TPEMEL VO OTOPPITTOVTAL HECH TMOV AVUATOV 1] TV OIKIUK®OV OTOPANTOV.
XP1OCLOTOMOTE TPOYPALLOTE ETGTPOPTS GUPULAK®OV Y10 TNV OTOPPLIYN U XPTCILOTO0EVTDV
KTNVILTPIKOV QOPUOKEVTIKOV TPOIOVI®V 1| GAA®V VAIK®V TOV TPOEPYOVTAL amd TN YP1OT) TOVG
GOLPOVA LLE TIC TOTIKEG AMUITNOELG KOl Pe TuYOV 1oybovta eBvikd cvotnuate cvAloyng. To pétpa
OVTA OTOGKOTOVY GTNV TPOGTAGIN TOL TEPPAAAOVTOC.

2oppovAevbeite Tov KINVIOTPO GOG 1) TOV PUPLOKOTOLO GOG Y10 TOV TPOTO OmdpPIYNg TV
YPNOLOTOMNOEVTOV PUPUAK®V.

13. Ta&vépunon TOV KTNVIETPIKAV QUPUIKEVTIKOV TPOTOVTMV

Na yopnyeitor LOVOV [e KINVIOTPIKT GLVTAYT.

14. Ap1Bpoi o105 KUKAOPOPINS KUl GVCKEVUGIES

2VoKevaoieg:

EU/2/24/312/001 - Xa&ptivo kouti wov mepiéyet pio rain twv 30 ml, pia docoueTpikn cvupryyo
moAvmpomuAeviov tov 1 ml ko pio SocopeTpikn cHplyyo TOAVTPOTLAEVIOL TV 5 ml
EU/2/24/312/002 - Xdaptivo kovti wov mepiéyet pia @idAn tov 90 ml, pio docopeTpikn cvpryyo
moAvmpomvuieviov Tov 1 ml ko pic SocopeTpikn cHptyya ToAvmponvAieviov Tmv S ml

Mmropei va unv KoKAOPOPOUV OAEG Ol GLOKEVAGIEC.

15. Hpepopnvia televtaiog avade®@pnong Tov GUALOV 00NYIAV YPNONS

32



MM/EEEE

Agmtouepeic TANpopopieg Yo T0 eV Ady® KTNVINTPIKO QUPLOKELTIKO TPOTOV givol SLBEILEC 6T
Baon dedouévav g EE o ta ktnviatpikd Tpoidvta,
(https://medicines.health.europa.cu/veterinary/en).

16. ZXtoyyeio emkovoviag

Kdértoyoc tne ddsiog kKukAopopiog:
Emdoka

John Lijsenstraat 16

2321 Hoogstraten

Béhyo

TnA.: +3233150426
mail@emdoka.be

Iapaockevao T VITEHOBLYOC Y10 TNV OTOSECUEVOT) TV TOPTIOWV:
Lelypharma bv

Zuiveringsweg 42

8243 PZ Lelystad

Kéto Xopeg

Tomkol ovTITPOCMTOL KOl GTOUYEI0 ETKOVMOVIOGS Y10 TNV avVoQopd THovoA0yoLLEV®V OVETIODUNTOV
EVEPYELDV:

IMo omoladnmote TANPOPOPio, GYETIKE [LE TO TAPOV KTNVINTPIKO PUPUAKEVTIKO TPOTOV, TOPUKAUAEITTE
va amgvBuvleite 6TOV TOTIKO AVTITPOGOTO TOV KATOYXOL TNG AJEWNG KUKAOQOPING.

Belgié/Belgique/Belgien
Emdoka

John Lijsenstraat 16,
BE-2321 Hoogstraten
Tel: +32 (0)3 315 04 26

Peny0auka Bearapus
BUOCDEPA ®APM EOO/]
yn.¥Opwii I"arapun Ne 50
BG-rp. Koctunrbponx 2230
Tem: + 359 885917017

Ceska republika
Vetservis s.r.o.
Kalvaria 9 949 01 Nitra
DIC 2022254828
Slovensko

Tel.: +421 905 748 041, +421 905 657 563

Danmark

proVET Nordic ApS
Industrivej 5
DK-6640 Lunderskov
Tel: +45 53 28 29 29

Lietuva

OU Zoovetvaru
Uusaru 5

Saue 76505

Estija

Tel: +372 6 709 006

Luxembourg/Luxemburg
Emdoka

John Lijsenstraat 16,

2321 Hoogstraten
Belgique

Tel: +32 (0)3 315 04 26

Magyarorszag

Pannon VetPharma Kft.
Hankéczy Jend utca 21/A
HU-1022 Budapest

Tel.: +36 30 650 0 650

Malta

Emdoka

John Lijsenstraat 16,
2321 Hoogstraten
Belgium

Tel: +32 (0)3 315 04 26



Deutschland

WDT eG
Siemensstr. 14
DE-30827 Garbsen
Tel: +49 5131 705 0

Eesti

OU Zoovetvaru
Uusaru 5

EE-Saue 76505

Tel: +372 6 709 006

EALada

FATRO HELLAS M.EIIE.

20 y . [owovics-Zrdtov - [Howvia 190 02
EL- AGHNA

TnA.: (+30) 2106644331

Espaiia

Emdoka

John Lijsenstraat 16,
2321 Hoogstraten
Bélgica

Tel: +32 (0)3 315 04 26

France

Emdoka

John Lijsenstraat 16,
2321 Hoogstraten
Belgique

Tel: +32 (0)3 315 04 26
Hrvatska

Vet Consulting d.o.o.
Matije Gupca 42
HR-43500 Daruvar
Tel: +385 43 440 527

Ireland

Duggan Veterinary Supplies Ltd.,
Unit 9, Thurles Retail Park,
Thurles, Co. Tipperary,

IE-E41 E7K7

Tel: +353 (0) 504 43169

island

Emdoka

John Lijsenstraat 16,
2321 Hoogstraten
Belgiu

Tel: +32 (0)3 315 04 26

Italia

Azienda Terapeutica Italiana A.T.I. s.r.1.
Via Emilia 285

IT-40064 Ozzano dell’Emilia — Bologna
Tel: +39 051 6512711
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Nederland

Alfasan Diergeneesmiddelen B.V.
Kuipersweg 9

NL-3449JA Oudewater

Tel: +31 (0) 0348 41 69 45

Norge

Emdoka

John Lijsenstraat 16,
2321 Hoogstraten
Belgia

Tel: +32 (0)3 315 04 26
Osterreich

VetViva Richter GmbH
Durisolstrasse 14
AT-4600 Wels

Tel: +43 6648455326

Polska

Fatro Polska Sp. z 0.0.
ul. Bolonska 1

PL-55 040 Kobierzyce
Tel.: +48 71 311 11 11

Portugal

Emdoka

John Lijsenstraat 16,

2321 Hoogstraten

Bélgica

Tel: +32 (0)3 315 04 26
Roménia

S.C. TIMIS-VET-FARMAS
Calea Martirilor 1989 42 et 2 ap 7
RO-Timisoara 300425, Jud Timis
Tel: +40 722 719 438

Slovenija

TPR d.o.o.
Litostrojska cesta 44e,
SI-1000 Ljubljana
Tel: +386 1 5055882

Slovenska republika

Vetservis s.r.0.

Kalvaria 9 949 01 Nitra

SK-DIC 2022254828

Tel.: +421 905 748 041, +421 905 657 563

Suomi/Finland
Emdoka

John Lijsenstraat 16,
2321 Hoogstraten
Belgia



Kvnpog

Eropog Zravpwviong Képkodg Atd
Aewo. Xtacivov 28, CY-1060 Asgvkocia
TnA: +357 22 447464

Latvija

OU Zoovetvaru
Uusaru 5

Saue 76505
Igaunija

Tel: +372 6 709 006
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Tel: +32 (0)3 315 04 26
Sverige

Pharmacuum Sverige AB
S6rmon 106

SE-653 46 Karlstad

Tel: +46 76 11 333 27

United Kingdom (Northern Ireland)
Duggan Veterinary Supplies Ltd.,
Unit 9, Thurles Retail Park,

Thurles, Co. Tipperary,

E41 E7K7

Ireland

Tel: +353 (0) 504 43169



1. Ovopocio ToV KTNVIOTPLKOD QUPUUKEVTIKOD TPOIOVTOg

Trilocur 50 mg/ml 7déG1HO EVOIDPN UM Y10 GKOAOVC

2. YovOeon
Kabe ml mepiéyet:
Apaotikn] ovoia: Tptiootdvn 50 mg

"Exdoya:

IMocotikn cvvOeon av o1 TANPOPOpics aVTEG
€ival oNUOVTIKES Y10 TN 6MGTI] Y0P YN o1 TOV
KTNVIOTPLKOD QUPRUKEVTIKOV TPOIOVTOG

oroTiki] 60vOeon KOO OV Kol AAA®V
GUGTUTIKAV

Sodium benzoate 1,5 mg

AguKd £0C VTOLELKO EVALDPTLLOL.

3. Eion Lowv

YKkOA0L

4. OepomevTiKég evocitelg

INo ) Bepancio Tov e€apTdEVOD OO TV VIOPLGT KOl TOL EEUPTMOUEVOL and Ta EMVEPPISLN
VILEPPAOLOETIVEPPLILC OV (VOGOC Kot cvvopouo Cushing) 6tovg GKOAOLC.

5. AvTevoEgigelg

Na unv ypnoionoteiton o€ {d0 TOL TAGYOLV OO TPOTOTOON NTUTIKY VOGO 1)/KOL VEPPIKT|
OVETAPKELQL.

Noa punv ypnoiponoleital 6 TePInT®OT VIEPELOIGONGING GTN dPACTIKY OVGIN 1 G€ KATO10 £KO0YO.

6. Ewdkég mposidomon)oels

Ewwéc mpoeidonomoeig:
H oakp1pnic d1dyvmon tov vmepPAOIOETIVEQPPIOIGHLOD EIVOL OVGIUCTIKNG GNULOGTOC.

Omov dev vapyel epeavig avtamdkpion oty Bepameia, | didyvoon Ba tpénel va eravagioloyeital.
Evdéyeton va ypelaotel avénon tg d6omng.

O ktnviotpot Tpémel va yvopilovv 0Tt 0L GKOAOL [LE VTEPPAOIOETIVEPPIOIGUO StoTpEYovy avénpévo
kivouvo maykpeatitidag. O kivouvog owtdg evdgyetar vo unv petmbel pe v aymyn pe Tpthoctdv.

Id1aitepeg TPOELAGEELS Yo TNV ao@aAr) ¥prion ota £idn Lhwv:

Koabmhg n mAelovotnto TV TEPISTATIKOV VTEPPAOIOETIVEPPIOIGUOD S10YLYVMDOKOVTOL GE GKDAOVG
niiog amd 10 éwg 15 etdv, vTdpyovy cuyva dilec taboroyikéc diepyacies. Eival daitepa
ONUAVTIKO VO EAEYYOVTOL TEPMTMCELS TPOTOTAHOVG NTUTIKNG VOGOL KOl VEQPIKNG AVETAPKELNG,
KaODC TO TPOIOV AVTEVOEIKVLTOL GE OVTEG TIC TEPIMTAOCELS.
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Q¢ ek TOVTOV, KOTA TN didpKeln TG Oepamneiog 1 060N Tpénel va Topakoiovbeital oteva. [dwaitepn
npocoyn Oa mpénet va Sidetan ota nraticd EvOupo, TOUG NAEKTPOADTES, TNV OLPIN KoL TNV KPEATLVIVN.

H tavtoypovn mapovcio caxyopm@oong Sty Kot VIEPPAOIOETIVEPPIOIGHOD OTOITEL E101KN
TapoKorovOnom.

Edv évag okdroc €xel AaPetl oto TapeAb6v Bepameio pe purotdvn, n emve@pidlokn Asttovpyia Tov Ba
éxel pewmel. H gpmepia o€ mpaypotikég cuvinkeg vrodeikvoel 6Tt Oa mpémel va pecoraPei dtotnua.
TOVAGLGTOV EVOG UNVeL LETAED TG S1OKOTNG TNG MITOTAVNG Kot TG Evapéng Yopnynong g
TPILOGTAVIC. ZVVIGTATOL 1) GTEVH TOPAKOAOVON O™ TG AtTOVpYiag TV EXVEPPLOi®V, KaO®E 01 GKOAOL
gvoéyeTon va gival o evaictnTol oTIg EMOPACEIC TNG TPIAOGTAVC.

To KTNVIATPIKO PAPUOKO TPETEL VO YPNCUYLOTOLEITOL e EEAPETIKN TPOGOYN GE GKOAOVG LE
TPOVTAPYOVGO avaLpic, KABMG EVOEXETAL VO TPOKHYOLV TEPULTEP® LEIDCELS TOV ALLATOKPITN
(cvumesUEVOC OYKOG KUTTAPMOV) KoL TNG OHLOCPALPivc. ATOITEITOL TOKTIKN TopakoAovOnor).

Idwitepeg TpouAdeic mov mpémet va Aaufdvoviol amd To GTOLOo TOL YOPNYEL TO KTNVINTPLKO
QopuakeLTKd Tpoidv oe (da:

H tpthoctdvn evdéyetar va, LEIMGEL T 6UVOEST] TNG TEGTOGTEPOVNC KOt EXEL AVTI-TPOYECTEPOVIKEG
1010t Teg. Ot yuvaikeg mov givatl £YKVEG 1] GKOTEVOVY Va. Letvouy €yKvec Ba mTpEmeL va amo@ehyov Tov
YEPLGUO TOV KTNVIATPIKOV QAPLAKOV.

[TAbvete ta yépro oag pe oamohVL Kot vepd PETA amd Tuyaio £kBeon Kot petd amd ypnon.

To KNViaTpIKd EAPUAKEVTIKO TPOTOV UTOPEL Vo TPOKOAESEL EpEBIGUO TOV SEPLATOG KOl TOV
0pBaAp®V, KaBhG Kol evotcOnTomoino. Xe TEPINTMOT TVYOLNG ETAPNG TOV EVALOPTLUTOG JLE TO LLATLOL
1M 10 dépua, Eemlvvete auéomg pe dpbovo vepod. Edv o epebicpuog dev vroywpel, (NToTe 1Tpikn
cuupovAn.

Atopa pe yvoot vrepevotctncio oty tpthootdvn, ™ Pavidiviy i) to Pevloikd vatplo o tpémel va
OTOPEVYOLV TNV EXAPN LE TO KTNVINTPIKO PUPLOKEVTIKO TPOTOV.

H toyaio katdmoon uropei va pokaiécel emProfeic emdpaoelg, OTmMG vavTio, EPETO KAl S1GPPOlaL.
Oa mpémel Vo, AAUPAVETAL LEPIVO Y10 TNV ATTOPUYN TUYOL0G KATATOOTS, 101mg amd maidid. Kpatnote
TIG YEMOUEVES GUPLYYEG LOKPLYL atd TTondld Kot amobnKenoTe TIG YPNOLOTOI0VUEVES GUPLYYEG GE Béom
7oV dev PAETOLY Ko dev mpooeyyilovy ta Tandid. X TEPITT®ON TVY0I0G KATATOONS, (NTNOTE AUECHG
Tpikn cVUPOVAN Kot OEi&TE GTOV YIOTPO TO PVAAO OONYIDY ¥PNONG 1 TNV ETIKETA.

Konon kot yorovyio:
Noa unv yopnyeitar 6g OnAvkovg GKOAOLS KATH T S1APKELN TNG KUTONG 1} TG YaAOVYiaS.

Tovomro
Noa pnv yopnyeiton o€ {ma avomapoymyng.

AMNAETIOPAGELC LE AAAD QOPUOKEVTIKA TTPOTOVTIO KOl AAAEC LOPOEC OAANAETIOpOGNC:

H mBoavotnta aAlniemidpdoemv e GAAN QOPIAKEVLTIKA TPOoidvTa dev Exel pLeretnOel e181K®G.
A€gSOUEVOD OTL 0 VITEPPAOIOETIVEPPIIICUOG TEIVEL VO TAPATNPEITOL € GKOAOVG UEYAADTEPNG NAIKIOG,
ToALOL 0d avTovg B AapPdvouy TavnTdYpOova Kot GAAN GOPLOKEVTIKY] OY®YT. & KAMVIKEG HEAETEG OEV
mapatnpnnkay aAinienidpdcelc. O Kivouvog avantuéng vepkailopiog 0o tpénel vo Aapupdvertal
VIOYT €AV 1] TPIAOGTAVT YPTCULOTOLELTAL GE GUVOVOAGHO LE KOALOGUVTIPTTIKA SLOLPNTIKA 1)
OVOLGTOAELG TOV HETATPENTIKOD VIOV TNG ayyelotacivng (avactoleic MEA). H tavtoypovn ypnon
TOV &V MOV QOPUAK®OV TPETEL VO, VTOKELTOL GE AVIAVOT] TNG OYEOTG OPELOVG-KIVOUVOL OO TOV
Kkmviatpo, kabmg vip&av Ayeg avapopég Bavatwv (cuumepthapupavouévov tov aevidlov Bavatov)
o€ 6KOAOVG IOV EAafav TovTOypovn Beparmeia e TPIAOGTAVN Kot avactoAién Tov MEA.

Yrepdocoroyia:
H vrepdocoroyia pumopei vo odnynoet oe evdeilelc vroprotoemveppidtopov (AMbapyoc, avopeéia,

€UETOC, d1appotLa, KopSloyyELOKE CUUTTOUATO, KATAPPELOT)). Aev Tapatnpndnke Bvnodtnta puetd
amd ypdvia yopnynon 36 mg/kg e vyieic oxvAOLE. 26TOCO, UTopEl va avapévetal Bvnoluotnta o
TEPITTOOT XOPNYNOTG VYNAOTEP®V SOGEMV GE GKDAOVG UE VITEPPAOLOETIVEPPLOIGLLO.
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Agv vtapyet 1016 avtidoto Yo v Tpthootdv. H Oepancio 0o mpénet va diakomTeTOL Kot UTOpPEL vt
EVOEIKVLTAL VTTOGTNPIKTIKY Oepamein, OTWG KOPTIKOGTEPOELDT, H10pHOT TV dUTUPUYDY 1GOPPOTIOG
TOV NAEKTPOALTOV Kol Oeparmeia e VYPO, AVALOYO LE TA KAVIKA GUUTTMOTOL.

e nepmtdoelg o&elag vrepdocoroyiog, umopel va eival @PEAMUN 1 TPOKANON €Ueong akoAovBodEVT
oamd yopnynomn evepyov dvopaka.

Touyoho0 10TPOYEVIC PAOIOETIVEPPIOLOKT| OVETAPKELD AVOGTPEPETOL GLVHOW®S YPTYOPO. LETE TN
dtakomn g aymyns. 201660, o€ Eva KPS TOGOGTO GKOAWMY, TO OMOTEAEGILATO, LTOPEL VOl
mapatodody. Metd amd pia efdoudda SloKOTNG TG AY®YNS LE TPIAoGTAVN, 1) Oeparneio Tpémetl va
Eexvaer ek VEOU e HEL®UEVO pLOUO dOoTG.

7. AvemOopunrta coppavra
XKolot:
Oy cvyvé: AnBapyoc?, avopeio?, uetoc?, Stapporo’
(1 éw¢ 10 Cma / 1.000 vrd Bepameio
{oa):
Xmdvio Yroploloemivepidicog, vepoiehdppota. Tuumovicpog,

ata&io, Poikodg TPOUOG, SEPLOTIKEG JLUTAPOYES, VEQPIKN

1 éwg 10 {oa / 10. 5 {
(1 éwg 10 Cwa / 10.000 vrd Bepamneio averaprete Ko apdpitida’

{oa):

[ToA¥ omavia Advvapia?®, emveppidiokh vékpoon' kat oipvidioc Odvarog

(<1 {wo / 10.000 vrd Bepameio Coa,
CLUTEPIAAUPAVOUEVOV TOV
UELOVOUEV®Y OVOPOPDV):

ATPOGOIOPIGTNG GLUYVOTNTOGC Oéela emveppiotaxn kpion (Kotdppevon)

(Aev umopovv vo ektiunBovv pe
Baon ta daBécipa dedopéva):

' Mropet v 081ycouy 6g VTOPAOLOETIVEPPISIGHO.

2 Ev3&y£Tal VoL ELLQOVIGTOVY OUTEG O1 EVOEIEELC OV GYETILOVTOL JUE 1UTPOYEVH VTOPLOLOETIVEPPISIGHLO,
10img edv 1 Tapaxorovdnon dev eivar emapkng (BA. Tapdypago «Aocoroyia yio kaOe gidog, TPOTOG
Kot 0501 yopynone»). Ot evdei&elg eival Yevikd avacTpEYIUEG EVTOC HETOPANTOD XpOoviKoD
dtotnpoTog petd tn dakony| tng Oepaneiog.

e okvAovg mov Elafav Bepaneia e TprAocsTdyn TapatnpnOnKay Anbapyos, ELeToc, d1dppota Kot
avopeéio amovcio evoeiEemv VTOPAOIOETIVEPPIOIGLLOV.

3 Mropei vo. amokalv@Oel KoTd TV aymyn e T TPoidv.
H Oepomeio evoéyetarl va amokoAlvyel v vrapén apbpitidog Aoy ¢ peimong Tav evOoyEVOY
EMMEOMV TOV KOPTIKOGTEPOEIOMV.

H avagopd avemBountov coppdviav eivar onpavtiky. Exitpénet  ocvuveyn mapoakorobOnon g
acQirelng VoG TPOidvToG. Edv mapatnpioete omoladnmote avemBounTn vEPYELd, KOO KoL OV OEV
OVOQEPETAL OTO EGOKAEIGTO PUAAO 00N YLDV ¥P1IoNG 1 CUPPAALETE Y10 TNV ATOTEAEGLATIKOTITO TOV
QOPUAKOV, TOPUKOAEIGOE VO EMIKOIVOVIGETE, KOTAPYAC, LE TOV KTNViaTpd coc. Mropeite eniong va
OVOPEPETE OTTOLAONTOTE AVETIOOUNTO GLUPBAVTA GTOV KATOYO TG AdE10G KUKAOPOPIag
YPTOULOTOIDVTOG T GTOLYELD EMKOVMVIONG GTO TELOG AVTOD TOL PVAAOV 0dNYIOV ¥pHoNG 1 HEGH TOV
€0VIKOO GOG GLGTHLOTOC OVAPOPUG.
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8. Aocoloyia Yo kG0 €id0g, TPOTOS KAl 0001 YopnyNoNS

Xopnyeitat 0md T0 GTOUA, Mo popd TNV NUEPQ, amevdeing 6T0 GTOUN TOL GKVAOV, KOTH TOV YPOVO TNG
cltiong.

H 660m évapénc g Bepamneiag eitvar mepimov 2 mg/kg. Tithomomote 1 0061 OVAAOYO LE TNV OLTOLUKT
amokpion, 6mwg kabopiletar amd v mapoakorovOnon (BA. Tapakdtm). Edv amatteitor avénon g
doong, avénote apyd v anaé nuepnoio doon.

Téhog, €0V TO GUUATOUATO OEV EAEYYOVTOL EXAPKMG EMTL LG TANPOVG 24w0pN¢ TEPLOSOL LETAED TV
d0cemv, £eTAOTE TO EVOEXOLEVO 0DENGTG TNG GUVOAIKNG MUEPNGLOG dOOTG EmG Katl kaTd S0% Kot
YopnNyNote T o 8661 To Tp®i Kat T e to Ppadv.

e ukpd opfpd (omv eviéyetal va omaltovvTol 00GELS ONLOVTIKE VYNAOTEPES amd 10 mg avd Kl
COUATIKOD BAPOVG ava NUEPT. ZE AVTEG TIC TEPITTAOCELS, OMOLTEITAL KATAAANAN TPOGHETT
TapoKorovOnom.

H 660n pmopel va vroroyiotel og €NG:

Huepnola §6om (r£_§> X owpatiko Bapog (kg)

m
50 (Hf)

‘Oyrog (ml) =

T'a mocotTEC LUKpdTEPEG 0md 0,1 ml, ypnoomoote dALO TPOTOV.

HopakoAiovnon:

[pwv and ™ Bepomeio mpémet vo Aapfavovtal deiypato yio Proynuikég e£etaoelg
(cvumepriapfovouévav Tmv NAEKTPoAVT®V) Kot dokiun oieyepong ACTH. ) cvvéyewa, deiypato Oa
Aappdvovton otig 10 nuépeg, otig 4 efdopddeg, otig 12 efdopddeg Kot ot cvvéyeta kibe 3 unvec,
HETA TNV 0pYIKT S1dyvmon Kat petd and kdbe mpocappoyn e doonc. Eivar emraxtikn avéykn vo
dtevepyovvrar dokipég o1eyepong ACTH 4-6 dpeg Letd ™ Yopnynon g 06ome, MGTE va gival QKT
N axpPng epunveio v amotedecpdtov. H yopriynon tov gapudiov to mpmi ival Tpotipdtepn
KaBmG avTd Ba emTPEYEL GTOV KTNVIATPO GAG VO SIEVEPYNOEL SOKIUES TAPOKOAOVONONG 4-6 dPEC PeTd
TN yopnynon g 60ong. [pénet emiong va yiveton Taktikn a&loAdyno” g KAVIKNG TPOOSOV TNG
VOG0V Gg KAbe Eva 0o TO TOPOTAV® YPOVIKE onueia.

e mEPIMTMOON apVNTIKOL omoTeAEoaTog TG dokiung 01éyepong ACTH katd v mapakoiovbnon,
oY@y TPETEL VoL SLOKOTTETOL Y10t 7 UEPES KOl GTT GUVEXELD VOL ETOVEKKIVELTOL UE YOUNAOTEPT OO,
Emavolafete T doxun o1éyepong ACTH petd amd aireg 14 nuépeg. Eqv 1o amotéhecpa e&okoiovbei
va unv givai d1eyeptikd, SloKOYTE TNV aymyn £0G OTOV EUEOVIGTOVV EK VEOU T KAIVIKA GUUTTMUOTOL
TOV VIEPPAOIOETIVEPPLOGHOV. Entavardfete tn dokpacio diéyepong ACTH éva piva petd v
emovévapén g Oepameiog.

Avokiviote KaAd Tpv amd TN (pnon.

9. Odnyies Yo T c®GTH Yop1nynon

Koapia.

10. Xpdvor avapoviig

Agv epappodletor.

11. Ewiwkég ouvOnikeg owotipnong

Na pvidooetar o€ 0éom, TV onoia dev PAETOLY Kot dev TPoceYYilovv Ta TUISIA.
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To eappakevtikd avtd TPoidv dev amartel Wwaitepeg cuvOnkeg Beppokpaciog Yo T EOAAEN TOV.

Na pn xpnoonoteitarl 0vTd To KTNVINTPIKO QOPUOKEVTIKO TPOIOV PETA TNV epopnvia ANENG Tov
avaypAQETOL GTO KOVTL KOl OTNV ETIKETO TNG GLIANG petd Vv évdeiEn EXP. (AHEH). H nuepopunvia
MEewg coumintel pe TV TEAELTAIN NUEPA TOL CUYKEKPILEVOL UV

Atdprkero {ong LETA TO TPATO GVOLYLO TNG OTOLEIDNDOVE GUGKELOCING: 6 UNVEC.

12. Ewwkéc mpo@urders amoppryng
Ta pdppoka dev TPETEL VO, ATOPPITTOVIOL LECH TOV AVUATMV 1 TOV OIKIOKOV OTOPANTOV.

XPpNOHOTOOTE TPOYPAULOTO EXIGTPOPNG GOPUAK®OV Y10 TNV ATOPPIYT] LI YPNOLUOTOOEVTMOV
KTNVILTPIKOV QOPUOKEVTIKOV TPOIOVI®V 1| GAA®V VAIK®V OV TPOEPYOVTAL amd TN (P1CT) TOVG
COLPOVA LLE TIC TOTIKEG AOTNOELG KO Pe TuYOV 1oybovta eBvikd cvotnpate cvAioyng. Ta pétpa
OVTE OTOGKOTOVY GTNV TPOGTAGIN TOL TEPPAAAOVTOC.

SvuPovievdeite Tov kNVIaTPd GO 1 TOV PUPLOKOTOLO GOC Y10 TOV TPOTO ATOPPIYNG TOV
YAPTOLOTONOEVTOV PAPUAKDV.

13. Ta&wvopnon TOV KTNVIOTPIKAV QUPUIKEVTIKOV TPOTOVTMV

Noa yopnyeitotl LOVoV [e KINVIOTPIKT GLVTOYT.

14. ApOpoi Go€10g KUKLOPOPIOG KO GVGKEVUGIES

2vokevaociec:

EU/2/24/312/003 - Xaptvo kovti mov meptéyet wio eiain tov 10 ml, pio docopetpikn cupryya
moAvmpomuieviov Tov 1 ml kot pio SocopeTpikn cHpryyo Tv S ml

EU/2/24/312/004 - Xd&ptivo Kovuti mov mepiéyet pio erdan tomv 25 ml, pio docopetpikn covpryya
moAvmpomuAeviov Tov 1 ml ko pia Twv S0GoUETPIKT GVUPLYYO TOALTPOTLAEVIOL 5 ml
EU/2/24/312/005 - Xaptivo kovti mov meptéyel wio eiain tov 36 ml, pio d0GoUETPIKT GUPLYYO
moAvmpomuieviov Tov 1 ml kot pic SocopeTpikn cHplyya ToAvTponvAieviov Tmv 5 ml
EU/2/24/312/006 - Xa&ptivo kouti wov mepiéyet pio rain twv 50 ml, pia docoueTpikn cupryyo
moAvmpomuAeviov tov 1 ml ko pio SocopeTpikn cHplyyo TOAVTPOTLAEVIOL TV 5 ml
EU/2/24/312/007 - Xdaptivo kouti wov mepiéyet pia @idAn tov 72 ml, pio SOGOUETPIKT GOpLyyQ
moAvmpomuieviov Tov 1 ml ko pice SocopeTpikn cHplyya ToAvTpomvAeviov Tmv S ml
EU/2/24/312/008 - Xaptivo kovti mov mepiéyet pio eiain tov 100 ml, pioa docouetpikn chpiyya
moAvmpomuieviov tov 1 ml ko pic SocopeTpikn cHplyya ToAvTPoTLAEViIOL TV S ml

Mmropel va unv KokAo@opoOV OAEG 01 GLCKEVUGIES.

15. Hpepounvia tedevtaiog avade®@pnons Tov GUALOL 00NYIAOV YPNGNS
MM/EEEE

Agmtopepeic TANpoPopieg Yo T0 €V AOY® KTNVINTPIKO QOPUOKEVTIKO TPoidv givar dtabéoieg ot
Béon dedopévav g EE yio ta ktnviatpikd tpoidvrta
(https://medicines.health.europa.eu/veterinary/en).
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16. ZXroyyeio emkovoviag

Kdrtoyoc e ddsiog KukAopopiag:
Emdoka

John Lijsenstraat 162321 Hoogstraten
Béiyo

TnA.: +3233150426
mail@emdoka.be

Iopaockevaotng VITEVOLVOC Y10 TNV ATOOEGUEVGT] TV TOPTIOWV:
Lelypharma bv

Zuiveringsweg 42

8243 PZ Lelystad

Kéto Xopeg

Tomkol ovTtpdoMTOL KO GTOUYELN ETKOWOVIOS Y10, TNV avoQopa THavoLOYOUUEVOV OVETIOOUNT®V
EVEPYELDV:

INo omoladnmote TANPOPOPin, GYETIKG [LE TO TAPOV KTNVINTPIKO QUPUAKEVTIKO TPOTOV, TOPUKOUAEIGTE
va amevhuvheite 6TOV TOTIKO AVTITPOGOTO TOV KATOYXOL TNG AOEWNG KUKAOPOPING.

Belgié/Belgique/Belgien Lietuva
Emdoka OU Zoovetvaru
John Lijsenstraat 16, Uusaru 5
BE-2321 Hoogstraten Saue 76505
Tel: +32 (0)3 315 04 26 Estija

Peny0auka boarapus
BUOCDEPA ®APM EOO/]
yn.}Opwmii "arapua Ne 50
BG-rp. Koctuna6pon 2230
Ten: + 359 885917017

Ceska republika
Vetservis s.r.o.
Kalvaria 9 949 01 Nitra
DIC 2022254828
Slovensko

Tel.: +421 905 748 041, +421 905 657 563

Danmark

proVET Nordic ApS
Industrivej 5
DK-6640 Lunderskov
Tel: +45 53 28 29 29

Deutschland

WDT eG
Siemensstr. 14
DE-30827 Garbsen
Tel: +49 5131 705 0

41

Tel: +372 6 709 006

Luxembourg/Luxemburg
Emdoka

John Lijsenstraat 16,

2321 Hoogstraten
Belgique

Tel: +32 (0)3 315 04 26

Magyarorszag

Pannon VetPharma Kft.
Hankoczy Jend utca 21/A
HU-1022 Budapest

Tel.: +36 30 650 0 650

Malta

Emdoka

John Lijsenstraat 16,
2321 Hoogstraten
Belgium

Tel: +32 (0)3 315 04 26
Nederland

Alfasan Diergeneesmiddelen B.V.

Kuipersweg 9
NL-3449JA Oudewater
Tel: +31 (0) 0348 41 69 45



Eesti

OU Zoovetvaru
Uusaru 5

EE-Saue 76505

Tel: +372 6 709 006

EALada

FATRO HELLAS M.EIIE.

20 y . Howoviag-Zrdtov - [Howvia 190 02
EL- AGHNA

TnA.: (+30) 2106644331

Espaiia

Emdoka

John Lijsenstraat 16,
2321 Hoogstraten
Bélgica

Tel: +32 (0)3 315 04 26

France

Emdoka

John Lijsenstraat 16,
2321 Hoogstraten
Belgique

Tel: +32 (0)3 315 04 26
Hrvatska

Vet Consulting d.o.o.
Matije Gupca 42
HR-43500 Daruvar
Tel: +385 43 440 527

Ireland

Duggan Veterinary Supplies Ltd.,
Unit 9, Thurles Retail Park,
Thurles, Co. Tipperary,

IE-E41 E7K7

Tel: +353 (0) 504 43169

island

Emdoka

John Lijsenstraat 16,
2321 Hoogstraten
Belgiu

Tel: +32 (0)3 315 04 26

Italia

Azienda Terapeutica Italiana A.T.I. s.r.1.
Via Emilia 285

IT-40064 Ozzano dell’Emilia — Bologna
Tel: +39 051 6512711

Kvnpog

Eropog Zravpwviong Képkodg Atd
Aewo. Xtacivov 28, CY-1060 Asgvkocia
TnA: +357 22 447464
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Norge

Emdoka

John Lijsenstraat 16,
2321 Hoogstraten
Belgia

Tel: +32 (0)3 315 04 26
Osterreich

VetViva Richter GmbH
Durisolstrasse 14
AT-4600 Wels

Tel: +43 6648455326

Polska

Fatro Polska Sp. z o.0.
ul. Bolonska 1

PL-55 040 Kobierzyce
Tel.: +48 71 311 11 11

Portugal

Emdoka

John Lijsenstraat 16,

2321 Hoogstraten

Bélgica

Tel: +32 (0)3 315 04 26
Roménia

S.C. TIMIS-VET-FARMAS
Calea Martirilor 1989 42 et 2 ap 7
RO-Timisoara 300425, Jud Timis
Tel: +40 722 719 438

Slovenija

TPR d.o.o.
Litostrojska cesta 44e,
SI-1000 Ljubljana
Tel: +386 1 5055882

Slovenska republika

Vetservis s.r.0.

Kalvaria 9 949 01 Nitra

SK-DIC 2022254828

Tel.: +421 905 748 041, +421 905 657 563

Suomi/Finland
Emdoka

John Lijsenstraat 16,
2321 Hoogstraten
Belgia

Tel: +32 (0)3 315 04 26
Sverige

Pharmacuum Sverige AB
Sérmon 106

SE-653 46 Karlstad
Tel: +46 76 11 333 27



Latvija

OU Zoovetvaru
Uusaru 5

Saue 76505
Igaunija

Tel: +372 6 709 006
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United Kingdom (Northern Ireland)
Duggan Veterinary Supplies Ltd.,
Unit 9, Thurles Retail Park,

Thurles, Co. Tipperary,

E41 E7K7

Ireland

Tel: +353 (0) 504 43169



