ITAPAPTHMA 1

HNEPIAHYH TQN XAPAKTHPIZTIKQN TOY ITIPOIONTOX



1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Trilorale 10 mg/ml moc1p0 evandpnpa Yo GKOAOVG

2. IIOIOTIKH KAI ITIOXOTIKH XYNGEXH

Kda0e ml nepiéyet:
Apoaotiki] ovoia: Tptiootdvn 10 mg

"Exdoya:

IHowoTiKi) 60vOeon KOO OV Kol GAA®V
GUGTUTIKAOV

IMocotikn 6VvOeon av oL TANpoPopies aVTES
€ival GNRAVTIKEG Y10 TN 6OGTI] 0PI YN GT] TOV
KTNVIOTPLKOU QUPROKEVTIKOV TPOIOVTOG

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€gVKO mMC VTTOLEVKO EVOLMPTLLOL.

3. KAINIKEZ IIAHPO®OPIEX

3.1 Eiom {oov
YK0A0L
3.2  OgpomevTikég evosiEelg Yo ka0g gidog {Mov

INa ) Bepaneia Tov EEQPTMOUEVOL GO TNV VTTOPLOT KOl TOL EEQPTMUEVOD OO TO EXVEPPIOLL
VREPPAOIOETVEPPIIIG OV (VOGOG Kot cuvdpouo Cushing) otovg okdAovG.

3.3 Avrevisitelg

Noa unv ypnoiponoteital o€ (O TOL TAGKOLY OO TPOTOTOON NTUTIKY VOGO 1)/KOL VEPPIKT|

OVETAPKELQL.

Na punv ypnowponoteital o€ mepintmon vrepevoichnoiog otn SpacTiky| ovcia 1 o€ Kamo1o £Kd0YO.

3.4 E10kéc mpoEtdomonceLs

H axpiPng 61dyvwon tov vrep@AoloeTive@pidto ol Eival OVGLOGTIKNG ONUAGTLOGC.




Omnov dev vdpyel eppavig aviamdkpion ot Bepamneia, N didyvmon Ba Tpénel va enavasloloyeitat.
Evdéyetar va ypelaotel avénon g d0omc.

O xtnviatpol wpémet va yvopilovv 0Tt 01 GKOAOL LE VITEPPAOIOETIVEPPIOITUO StaTpEYOLV ovENUEVO
Kivouvo maykpeatitioas. O Kivouvog anutodg evOEyeToL va UV HEL®BOEL e TNV aymyn Le TPIAOCTAVY.

3.5 Idwitepeg mpopuraterg Katd TN yp1on

Idwaitepec TPOQLAGEELS Yo TNV ac@aAn ypnon oto £idn Lhwv:

Koabmg 1 mAelovotnTa TV TEPICTUTIKOV VTEPPAOIOETIVEPPIOIGHOD J1AYIYVDGKOVTAL GE GKOAOVG
nAikiog amd 10 émg 15 etmv, vdpyovv cuyvd aAlec maBoroyikég diepyacies. Eivar diaitepa
OMNUOVTIKO VO EAEYYOVTUL TEPUTTMGELS TPMTOTAHOVS NTUTIKNG VOGO KOl VEQPIKNG AVETAPKELOGC,
KaOdG T0 TPOIOV avTEVOEIKVLTAL GE QVTEG TIC TEPITTAOCELS.

Q¢ ek TOVTOV, KOTA TN ddpKeLo TG Ogpameiog 1 666N Tpénel va mopakoiovdeital oteva. Idwaitepn
nwpocoyn Ba mpémet va dideTan ota NIATIKA EVOLLO, TOVG NAEKTPOADTES, TIV OVPIO KoL TNV KPEATIVIVY.

H towtoypovn mapovcio cakyopm@dong StafnTn Kot VTEPPAOLOETIVEPPLIIGIOD OTTULTEL E10TKN

T poKoAoLONoN.

Edv évog oxdrog éxel AdPet oto mapelov Bepameio pe urtotdvn, 1 ETve@pdlokn Agltovpyia Tov Oa
éxel permBel. H epmepia oto medio vrodeikvoet 0Tt o mpénet vo, pecoiafel S146TNHo TOVAGYLIGTOV
€VOG UNval LeTa&D TG O10KOMTNG TNG UITOTAVNG Kot TNG EVApENG YOpnyNong s TPIAOGTAVIG.
2UVIeTAToL 1] GTEVT] TAPAKOAOVON G TG AElTovpyiog TV eTvepidimv, KaBmg o1 KOAOL VL ETAL VO
glvar o evaiicOnTol 6TIC EMOPAGELS TNG TPIAOGTAVIC.

To KTNVIATPIKO PAPLAKO TPETEL VAL YPTCULOTOLEITAL E EEUPETIKT TPOCOYT GE CKOAOVG LE
TPoLTAPYOVTa avalic, KOODS EVOEXETUL VAL TPOKOYOUV TEPOITEP® UEIDCELS TOV OLULOTOKPITN
(ovumesuévog 0YKOG KUTTAPMV) KOl TNG LOCOOLPIVIG. ATOITEITOL TOKTIKT TopaKoAovON o).

To KTNVIATPIKO POPUAKEVTIKO TPOTOV TTEPLEYEL TO £KOOYO EVAITOAT, TO OMO10 UTopEl Vo amoTeLel antio
avemBountov evepyeidv eav yopnynbdei oe vyniég 66ceig. H yopnynon tov Trilorale 10 mg/ml
OGO EVALDPT O Y10 GKOAOVE G 00GELG Gved Tov 2 mg Tpthootivng/kg copatikov Bapovg purnopei va
pokarécel To&uoTnTa EUAMTOANC. [l TNV ghoy1GTOTOINGT] TOL KIVEHVOL GVTOV GE GKDAOVG TOL
yperalovtar docelg vynAdTeEpPEG atd 2 mg tprhootavng/kg, ypnoiporomote to Trilorale 50 mg/ml
OGO EVOLDPNLO Y10t TKOAOVG,.

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

H tpthootdvn gvdéyetar vo LE®OEL T GOVOEST] TG TEGTOGTEPOVNG KO £XEL AVTI-TPOYECTEPOVIKEG
1010t Teg. Ot yuvaikeg mov ivar £YKveg 11 GKOTTEVOVY Va, Leivouy €ykveg Ba TPEMEL Vo amoPehyovV Tov
YEPIOUO TOV KTNVIOTPIKOV QAPLLAKOV.

ITAdvete ta xépla oag pe oamohVL Kor vepd PETA amd Tuyaia £kBeon Kot LeTd omd ypnom).

To kNVITPIKO PAPUAKEVTIKO TPOTOV UTOPEL VO TPOKOAECEL EPEOIGUO TOV OEPUATOC KL TOV
0pBaAp®V, KaBhg Kol evasOnToToinoT. Xe TEPIMTMOT TVYOIAG ETOPNG TOL EVULOPNLATOG LE TO LATIO
N 70 dépua, Eemivvete apéomg pe dpbovo vepo. Edv o epebiopdc dev voywpel, (nTnote 1Tpky
ouppovin.

Atopa pe yvoot vrepevaicincio oty tpthoctdvn, T Paviiivn 1 To Pevioixod vatplo Ba mpémel va
OTOPEVYOLVV TNV ETAPT LE TO KINVIATPIKO POPLOKEVTIKO TPOTOV.

H tuyaia katdmoon umopei va tpokorécel emProPeic emdpioels, OTmMS vanTio, EUETO Kol S1dpPola.
®a TpEmEL VoL AQUPAVETOL LEPLUVA Y10 TNV OTOQUYT] TUYOL0G KATATOOTS, 101mg amd maidid. Kpatnote
TG YELIOHEVES GUPLYYEG LOKPLE ard Toundid Kol omodnKeDoTE TG YPNCLOTOIOVUEVES GUPLYYES o€ BEom
7oV eV PAETOLY Ko dev mpoceyyilovy Ta, madid. Xe TEPInTmon TUYaing KOTATooNS, (NTNOTE AUECHS
TPtk cupPovAn Kot dei&te 6ToV YaTpo TO PUAAO 00N YLDV YPNONG 1 TNV ETIKETA.



Id1oitepeg mPoOLAGEELC Y10l TV TPOGTAGLO TOV TEPPAALOVTOC:

Agv 16y0EL.

3.6 AvemOountao copfavra

XKolot:
Oyt suyvés: AnOapyoc?, avopetia?, éuetoc?, Sidppoia?
(1 éw¢ 10 Eoa/1.000 vrd Bepameia
{oa):
Sndvia Y To@AO10eTVEPPIOIGUAGC, VTEPTIEAOPPOL. TUUTAVIGHOG,

otaio, pIKOC TPOUOG, OEPUOTIKES OLOTAPAYES, VEQPIKT

(1 éwg 10 oo / 10.000 vd Bepamneio avemdpkelo’® Kot apdpitda’

{oa):

[ToAd omévio. Advvopio?, emveppidiokn vékpoon' kat arpvidiog Oavortog

(<1 o / 10.000 vro Bepancia {oa,
GUUTEPIAOUPAVOLEVDV TOV
LELOVOUEVOV AVAPOPDV):

AmpocdoploTng GUYVOTNTOS O&eia emveppidlaxn kpion (katdppeoon)

(Aev pmopovv va ekTiunboiv e
Baon ta dabéoipa dedopévar):

I Mropei va 08nyncovv 6& VTOEAOIOETIVEPPISIGUO.

2 AVTd T0. GUUTTOHOTO TOV GYETILOVTAL LE TOV 1ATPOYEVT] VITOPAOIOETIVEPPISIGUO EVOEYETOL VOl
EUPAVICTOVV, 101m¢ GV 1 Tapakolovdnon dev givar emapkng (PA. mapdypapo 3.9). Ot evdeitelg ivon
YEVIKA OVAGTPEYILEG EVTOC LETAPATTOD YPOVIKOD SIAGTHIATOG LETA TN JlKOT TNG Bepamneiog.

X oKOAOLG oL EAaPaV aywyn UE TPIAOGTAVY TtopatnponKay Anbapyoc, £UETOG, d1dppota Kot
avope&io arovcio evOgiEe®V VTOPAOIOETIVEPPLOIGLLOD.

3 Mmopet vo, amokalv@Oet kotd Thv aymyf He To Tpoiov.
H Bgpaneio evdéyetarl va amokoidyel Tnv voapén apbpitidag Aoy ¢ Helmong TV eVOoyEVMV
EMTESOV TV KOPTIKOGTEPOELODV.

H avapopd averiBountov cuoppdviov sivar onpovtiky. Emttpénet ) cuveyn topakorlovdnon g
0oQAAELNG EVOC KTNVIATPIKOD PAPLOKEVTIKOD TPOidvToc. Ol avapopéc mpémetl va vofdilovtal, Kotd
TPOTIUNOT LECH KTNVIATPOV, E(TE GTOV KATOYO TNG AOELNG KUKAOQOPiNG EiTe GTNV €BVIKN apurodia
apyn LEC® TOV €BVIKOV GUGTNUATOG AVUPOPAS. AvaTpEETe GTO POUALD 0ONYIOV XPNONG Yol TO
ovticTor o oTolyein EmKOVOVIaG.

3.7  Xpnion katd v KO161, TN Yorovyio ] THV @oToKix

Kvnon kot yorovyia
Na unv yopnyeitai o OnAvkovg oKOAOVS KATA T S1APKELD TG KUTONG 1] TG YOAOVYiG.

Tovwotnta
Na pnv yopnyeiton oe {da avamapaymyngs.

3.8 Alniemiopaon pe ALY QUPUOKEVTIKA TPOTIOVTO KAl AALEG HOPPES UAMAETIOPAGTG

H mBavomra oAAnAemidpdoewv pe GALO QOPUOKEVTIKG TPOTOVTa OeV £XEl LeAeTNOel E101KMG.
Agdopévou 0TL 0 VTEPPAOLOETIVEPPIOIGLLOC TELVEL VO TapaTNPEiTOL 08 GKOAOLG peyolbtepng nAkiog,



moALol amd avtovg Ba Aapfavouy TavtdYpova Kot GAAN POPUOKEVTIKT AY®YT. L€ KAMVIKES LEAETEG deV
mapatnpnOnkoy cAAniemdpaoceic. O kivouvog avamtuéng vrepkaAtaipiog Oa Tpémetl vo Aappdvetor
VIOYT €AV 1] TPILOGTAVT] YPTCULOTOLEITAL GE GUVIVOAGHO LE KOAOGLVTNPTTIKA SLOVPNTIKA 1)
OVOGTOAELG TOV PETATPETTIKOD EVIVHOL TG ayyelotacivng (avactoleic MEA). H tavtoypovn ypnon
TOV €V AOY® QUPUAK®OV TPETEL VO, VTOKELITOL GE AVAALGT] TG OYE0TG 0PEAOVC-KIVOVVOL 0t TOV
Knviatpo, kabog vnpEay Alyeg avapopés Bavatmv (cuuneptlappovopévon tov aipvidiov BovdaTov)
6€ 6KLAOVG TToL EAafav TovToOYpovn Bepameio e TpIAooTdv Kot avactorén Tov MEA.

3.9 Odoi yop1ynong kot docoroyia

Xopnyettatl and 10 GTONA, Pia POPa TNV NUEPQ, aneLOeiog 6TO GTOUN TOL GKOAOL KOTA TN GTIYUN TNG
citiong.

H d60n évapéng g Bepanciog ivar mepimov 2 mg/kg. Tithomomote T 6001 AVOLOYQ LIE TV OTOULKN
amokpion, omwg kebopiletar amd v mapakorovdnon (BA. Tapakdtm). Edv amorteiton avénon g
doong, avénote apyd v anaé nuepnota doon. o Tov EAeyy0 TOV KAVIKOV GTUEI®V, YOPNYNOTE TN
YOUNAOTEPT ATOLTOVUEVT] SOOT).

To Trilorale 10 mg/ml moGLLo evoudpnuo Yo GKOAOLG dev TPETEL VAL yopnYEiTan o€ HOCELS
peyoADTEPEC TV 2 mg Tpriootdvng/kg copatucod Bapovg. I'ia 6xHAOVG Y10 TOVG 0TTOT0VE ATOITOVVTOL
dooelg vynAoTeEpPEG amd 2 mg tprhootavng/ke, ypnotponomote Trilorale 50 mg/ml ndécipo evanmpnpua
v okvAove. BA. mapdypago 3.5 Idiaitepeg mpo@uAGEELS Yio TNV AGPOAT XpHoT oTo €101 (DwV.

Téhog, €bv TO CUUTTOLATO JEV EAEYYOVTOL EMAPKMS EML LG TANPOVG 24mpNG TEPLOd0V HETAED TV
d0cemv, eEETAGTE TO EVOEXOUEVO AENGTC TNG GUVOMKNG NUEPN GG 6001 G EmG Kot Kot 5S0% Kot
YOPMNYNOTE TN HoH 006N T0 TP®L Kal T Hien To Ppadv.

e pkpo6 apipd Lowmv evogyetor va amortovvtan 600elg onpovTikd vynAdTepeg and 10 mg avd Ko
COUOTIKOD BAPOLG aVA NUEPQ. LE OVTEG TIG TEPIMTMOCELS, ATALTEITOL KOTAAANAT TPpOGHET
TapoKoAovONoN.

H 8601 pnopet va vroroyiotel og e&ng:

Hpepnowa 66om (rlr(l_gg) X cwpatko Bapog (kg)

‘Oykog (ml) = 10 (mg)
ml

ITopoxorovOnon:

Ipwv and ) Bepancio Tpémel va Aapfavovral detypato yio froynpikés eEetdoelg
(ovumepriopfovopévav Tmv nAekTpolvT®mv) Ko dokiun diéyepong ACTH. Zn cvvéyela, detypota Oa
AapPavovton otic 10 nuépec, otic 4 efdoudoeg, otig 12 efdopddeg Kat otn cvvéyela kabe 3 unvec,
HETA TNV 0pyIKN S1dyvmon Kat Hetd amd kabe mpocappoyn e 0donc. Eivor emttaxtikng avaykn vo
dtevepyovvron dokipég d1Eyepong ACTH 4-6 dpeg petd ) xopnynomn g 06omMs, MOTE va, eival ikt
N akpPng epunveio TV amotedespdtov. H yopiynon tov goappdkov 1o mpwi ival mpotipdtepn
KkaOdg ovtd Oa emttpéyel otov kKTviaTpd cag va dievepynoet doKIUES TopakoAovOnong 4-6 dpeg petd
T yopnynon g 60ong. [lpénet emiong va yiveton TakTiky aE0AGYNOT TG KAVIKNAG TPOOSOV TNG
vOG0oV Gg KGO Eva 0o TO TOPOTAVE® YPOVIKE GTUELdL.

Y& mepinton apvnTikod aroteléouatog g dokung otéyepong ACTH kotd v mapakoiovdnomn,
AYOYN TPETEL VO, SLUKOTTETOL Y10 7 NUEPES KOl GTN GLVEYELD, VO ETOVEKKIVELTAL E YOUNAOTEPT OOGT.
Enavalapete ) dokun diéyepong ACTH petd and dddeg 14 nuépeg. Edv to amotéheopa e&acolovbel
va unv givoi d1eyepTiKo, SlokoyTe T Oepameio £mg OTOL EUPAVIGTOVV EK VEOL TO. KAVIKG GTUElR TOV
vrepeAotoemve@pdtopnov. Eravarapete t dokacio diéyepong ACTH éva univa petd tnv
emovévapén g Bepamneiog.

AVOKIVAGTE KOAG TPV OO TN YPNHON.



3.10 ZvprtOpote VIEPIOGOA0YINS (KUl KUTA TEPITTMON, HETPU AVTINETOTIGNS KOl AVTIOOTH)

H vrepdocoroyia pmopel vo odnynoet og evoeielg vmopAlotoemiveppdtopon (Anbapyog, avopetia,
€UETOC, dLAPPOLa, KOPIIOYYELNKH CUUTTOUATO, KOTAppeLoT)). Aev Tapatnpnnke Bvnodtnta petd
amo ypovia yopnynon 36 mg/kg oe vyeig oxvAoVG. QotdOG0, puropel va avapévetatl BvnoudTnTo o8
TEPIMTOOT YOopNYNONG LVYNAOGTEP®Y 0OGE®V G GKOAOVG LLE DITEPPAOLOETIVEPPLOICUO.

Agv vdpyet €101K0 avtiooto yia tnv tprhootav. H Ogpancio Oo mpémet va d1okdOTTETOL KOl WTOPEL VL
EVOEIKVLTAL VTTOCTNPIKTIKY Depamein, OT®C KOPTIKOGTEPOELDT, O10p0MGT TOV JATAPUYDY 1GOPPOTIOC
TAOV NAEKTPOALTAOV Ko Oeparmeia e VYPO, AVALOYA HE TA KAVIKG GUUTTOUOTAL.

Y& mepmtoelg o&elag vrepdocoroyiog, umopel va eivar ®@EALUN N TPOKANGT EUecnC akoAovOohEVT
amo yop1ynomn evepyov avOpaxa.

Tuyo0c0 10TPOYEVIC PAOLOETIVEPPIOLOKT] OVETAPKELN AVAGTPEPETAL GLVNOMG YPIYOPO LETH TN
SloKomN TG oy@yNe. 201060, 68 Eva WKPO TOGOGTO GKOAMVY, T OTOTEAECUATO LTOPEL Vo
napotafodv. Metd omd pio efdopdda dlakomng TG aymyng Le Tpthootdvn, 1) Oepaneio Tpémel va
Eexvaet €K VEOD e HEL®UEVO pLOUO ddoC.

3.11 Ewwoi nepropiopoi p1)ong Ko e01KEG cuvOKes ypfionec, coprepriapfavopévov
TEPLOPLOLAY OTI| YP1]OT] AVTIHIKPOPLOKAV KU AVTITOPUCLTIKAV KTIVIITPIKAOV
PUPUIKEVTIKOV TPOTOVTMV TPOKELPEVOV VU, TEPLOPLOTEL 0 KIVOVVOG avATUENS UVTOYNS

Agv 1oy0et.
3.12 Xpoévor avopovig

Agv 1oyvet.

4. ®PAPMAKOAOI'IKEX TIAHPO®OPIEX
4.1 Kodowkiég ATCvet:

QHO02CAO01

4.2 @uppoKOSIVVOULKI)

H tpthootdvn avooTtéldel eMAEKTIKA Kot ovaoTpEYLUa TO eviLukd cvotnpa 3 frta-
VOPOEVLGTEPOEDIKT IGOLUEPAOT], AVAGTEAAOVTOS LLE ALTOV TOV TPOTO TNV TOPAYWYT KOPTILOANG,
KOPTIKOGTEPOVNG Kot aAdooTeEPOVNG. Otav yproiponoteitan yia ) Oepameio Tov
VIEPPAOIOETIVEPPIOIGUOD, LELDVEL TIV TUPAYWDYT YAVKOKOPTIKOEODV KOl LETAAAOKOPTIKOEIOMV
GTEPOELODV GTOV PAOLO T®V EMVePPdiV. Katd cuvéneln, ot KokhoQopoHGEG GUYKEVTIPMGELS TMOV EV
AOY® otepoed®V givon petwpéves. H tpthootavn aviaymvileton emiong ) opdomn e eEwyevoic
pAotoemvepotakng oppovng (ACTH). Aev €xel dpeon enidopacn oVTE GTO KEVIPIKO VEVPIKO GOGTILLN
00TE 0TO KOPSLAYYELONKO GOGTILLOL.

4.3 @oppoKoKIVITIKN

Ta papuaxokvnTikd dedopuéva oe GKOAOLG KOTESEIEQY UEYAAN UETAPANTOTNTO LETAED TOV ATOUMV.
& L0 EPYUCTNPLOKT QOPUOKOKIVITIKY HEAETN 68 6KOAOVG QLANG beagle, 1 AUC koudvOnke amd 52
¢m¢ 281 pkpoypoppdpio/ml/min o€ oOAOVG PETE amd yevpa kot and 16 Emg

175 wkpoypoppdpro/ml/min 6g oxvAOVG o€ Katdotoor vnoteiog. [evikd, 1 Tptlootdvn
OTTOUOKPOVETOL TOXEMG 0Td TO TAAGUN UE TIG GLYKEVIPDGELG GTO TAACUA VO QTAVOLV GTO UEYIGTO
petaéd 0,5 kot 2,5 opdv Kol Vo ETOVEPYOVTUL GYEOOV TNV APtk TN EEL EmG dMOEKA MPEG UETA TN
yopnynon. O kvplog evepyog HeTaPOAITNG TNG TPIAOGTAVNG, 1] KETOTPIAOGTAVT), akOoAOLOETL TapOLOL0
oynua. Emmiéov, dev vmpyov otolygio mov va omodekviouy 0Tt 1] TPIAOGTAVN 1 Ol LETAPOAITEG TN



glyav cvocmpevbel e TV Thpodo Tov YPOovov. Mia peAETn ProdtabectudTTOC 0O TOL GTOUOTOC
0000 6€ GKOAOVG KATEDEIEE OTL 1] TPIAOCTAVT ATOPPOPNONKE EKTEVESTEPO OTAV YOPTYOUTOV LIE TPOPT).

"Eyet kataderyBel 6TL 1 TpLoGTAVY OmEKKPIVETAL KUPIOE GTO KOTPOVE TOV ENIHUVOG, DTOJEIKVOOVTOG
TNV AMEKKPLOT HEGM TNG YOG ¢ TN Pactkr| HeTafoAkr] 080. Ztov Tibnko, 1 TpPIAOcTAVN
omekkpivetal o€ {0€¢ TOGOTNTEG 0T KOTPavA Kot ToL oVpa. Ta amoteléspata €610V OTL 1) TPILOCTAVN
ATOPPOPATAL YPTYOPQ KOl KAAG OTO TOV YOOTPEVTEPIKO COANVA TOGO GTOV EMIHL OGO Kol GTOV TinKo
KOl OTL GLOCOPEVETAL GTOVG EXVEPPLOLUKOVG ALOEVEC TOV APOLPAIOV.

5. OAPMAKEYTIKA XTOIXEIA

5.1 Kopieg aocvppoatotnTeg

A0y EAAEIYNG LEAETMV GUUPBATOTNTOC, TO TOPOV KTIVIOTPIKO QOPLOKEVTIKO TPOIOV OV TPEMEL VAL,
OVOUELYVOETOL PE A KTNVIOTPIKG QUPUAKEVTIKG TPOTOVTO.

5.2 Awpkera {ong

Augpreta {ONG TOL KTNVIOTPIKOD QUPUAKEVLTIKOD TPOIOVTOG CULPMVA LLE T1) CVCKELAGIO TMOANONG:
3 ypévia

Avdpxera {ong HeTd TO TPOTO AVOLYUA TG GTOLEIDOOVE GUGKELOCING: 6 UAVES

5.3 Iowirepeg mpo@urdéers katd T @OLAEN TOV TPOIOVTOG

To @appakevTiKd ovTd TPOidV dev amartel Waitepeg cuvOnKeg Deppokpaciog yo tn eOAAEN TOV.

5.4 ®von ko 6OVOEGT TNG GTOLYELDOOVS CVGKEVUGIOG

D1 a6 ToALOBVAEVIO VYNANC TUKVOTNTOG LLE TOUN CPOAEING Yio TOdLA Ao
TOAVTPOTVAEVIO/TOAVOBVAEVIO DYNANG TUKVOTNTOG Kol TAOUE 0td TOAVAIBVAEVIO GE XAPTIVO KOVTL.

Xvokevaociec:
Xdaptvo kovti Tov TEPLEYEL pia praAn Tev 30 ml, pio SocopeTpikni cOPIYYO TOAVTPOTVLAEVIOL TOV

1 ml ko pio 50GOUETPIKT GVUPLYY TOALTPOTLAEVIOL TV 5 ml
Xaptivo kouti wov meptéyet pio eraAn twv 90 ml, pio S0GOUETPIKT GVPLYYO TOAVTPOTVAEVIOV TOV
1 ml kot pio SocopeTPIKT CVPLYYR TOAVTPOTLAEVIOL TV S ml

Mmropei va unv KoKAOQPOpPOUV OLEG 0L GLOKEVAGIES.

5.5 E0wég mpo@uAaEels amdppryng vog Ui yPGLHOTOIN0EVTOg KTVIATPIKOD QUPIOKEVTIKOD
TPOIOVTOG 1] GALOV VAKAV TOV TPOEPYOVTOL 0.TO T1) YP1IGT TOV TPOIOGVTOS, UV VTGP OVY

Ta eapuaxe dev TPETEL VO, OTOPPITTOVTOL LECH TOV ADUATOV | TOV OIKIHKDOV OTOBANTOV.
XP1MGILOTOGTE TPOYPAUUATO ETIGTPOPNS POPUAK®V Y10 TV OTOPPIYT U1 XPNOOTONOEVTDV
KTNVIOTPIK®V POPUOKEVTIKOV TPOIOVI®MV 1 GAA®V VAIK®V OV TPOEPYOVTOL OO TN YPNOT TOVGS
GUUPMOVO, LE TIG TOTIKEG OTOITNOELS KOt UE TUYOV EOVIKA GLGTHLOTO GLAAOYNG TOV 1GYVOVV Y1X TO
GYETIKA KTNVINTPIKE QAPLOKEVTIKA TPOTOVTOL.

6. ONOMA TOY KATOXOY THX AAETAY KYKAO®OPIAX

Axience



7. APIOMOZ(0OI) AAEIAX KYKAO®OPIAX

EU/2/24/313/001 (30 ml)
EU/2/24/313/002 (90 ml)

8. HMEPOMHNIA INPQTHX EI'KPIXHX

Huepounvia mpatng éykprong: 06/05/2024

9. HMEPOMHNIA TEAEYTAIAX ANAGEQPHXHX THX IEPIAHYHX TQN
XAPAKTHPIZTIKQN TOY ITPOIONTOX

10. TAZEINOMHXIH TOQN KTHNIATPIKQN ®APMAKEYTIKQN ITPOIONTQN
Na yopryeital LOvVov e KTNVIOTPIKE GLVTAYTY].

Agmtopepeic TANPoPopieg o To vV AOY® KTNVINTPIKO QOPHOKELTIKO TPoidv etvan Sabéoipueg otn Pdon
dedopévev e EE yia to ktnviatpikd tpoidvta (https://medicines.health.europa.eu/veterinary/en).



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

1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Trilorale 50 mg/ml moG1H0 evadpnpa Yo GKOAOVG

2. IIOIOTIKH KAI ITIOXOTIKH XYNGEXH

Kda0e ml nepiéyet:
Apaostiki] ovoia: Tptiootdvn 50 mg

"Exdoya:

IHowoTiKi) 60vOeon KOO OV Kol GAA®V
GUGTUTIKAOV

IMocotikn 6VvOeon av oL TANpoPopies aVTES
€ival GNRAVTIKEG Y10 TN 6OGTI] 0PI YN GT] TOV
KTNVIOTPLKOU QUPROKEVTIKOV TPOIOVTOG

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€gVKO mMC VTTOLEVKO EVOLMPTLLOL.

3. KAINIKEZ IIAHPO®OPIEX

3.1 Eiom {oov
YK0A0L
3.2  OgpomevTikég evosiEelg Yo ka0g gidog {Mov

INa ) Bepaneia Tov EEQPTMOUEVOL GO TNV VTTOPLOT KOl TOL EEQPTMUEVOD OO TO EXVEPPIOLL
VREPPAOIOETVEPPIIIG OV (VOGOG Kot cuvdpouo Cushing) otovg okdAovG.

3.3 Avrevisitelg

Noa unv ypnoiponoteital o€ (O TOL TAGKOLY OO TPOTOTOON NTUTIKY VOGO 1)/KOL VEPPIKT|

OVETAPKELQL.

Na punv ypnowponoteital o€ mepintmon vrepevoichnoiog otn SpacTiky| ovcia 1 o€ Kamo1o £Kd0YO.

3.4 E10kéc mpoEtdomonceLs

H axpiPng 61dyvwon tov vrep@AoloeTive@pidto ol Eival OVGLOGTIKNG ONUAGTLOGC.




Omnov dev vdpyel eppavig aviamdkpion ot Bepamneia, N didyvmon Ba Tpénel va enavasloloyeitat.
Evdéyetar va ypelaotel avénon g d0omc.

O xtnviatpol wpémet va yvopilovv 0Tt 01 GKOAOL LE VITEPPAOIOETIVEPPIOITUO StaTpEYOLV ovENUEVO
Kivouvo maykpeatitioas. O Kivouvog anutodg evOEyeToL va UV HEL®BOEL e TNV aymyn Le TPIAOCTAVY.

3.5 Idwitepeg mpopuraterg Katd TN yp1on

Idwaitepec TPOQLAGEELS Yo TNV ac@aAn ypnon oto £idn Lhwv:

Koabmg 1 mAelovotnTa TV TEPICTUTIKOV VTEPPAOIOETIVEPPIOIGHOD J1AYIYVDGKOVTAL GE GKOAOVG
nAikiog amd 10 émg 15 etmv, vdpyovv cuyvd aAlec maBoroyikég diepyacies. Eivar diaitepa
OMNUOVTIKO VO EAEYYOVTUL TEPUTTMGELS TPMTOTAHOVS NTUTIKNG VOGO KOl VEQPIKNG AVETAPKELOGC,
KaOdG T0 TPOIOV avTEVOEIKVLTAL GE QVTEG TIC TEPITTAOCELS.

Q¢ ek TOVTOV, KOTA TN ddpKeLo TG Ogpameiog 1 666N Tpénel va mopakoiovdeital oteva. Idwaitepn
nwpocoyn Ba mpémet va dideTan ota NIATIKA EVOLLO, TOVG NAEKTPOADTES, TIV OVPIO KoL TNV KPEATIVIVY.

H towtoypovn mapovcio cakyopm@dong StafnTn Kot VTEPPAOLOETIVEPPLIIGIOD OTTULTEL E10TKN

T poKoAoLONoN.

Edv évog oxdrog éxel AdPet oto mapelov Bepameio pe urtotdvn, 1 ETve@pdlokn Agltovpyia Tov Oa
éxel permBel. H epmepia oto medio vrodeikvoet 0Tt o mpénet vo, pecoiafel S146TNHo TOVAGYLIGTOV
€VOG UNval LeTa&D TG O10KOMTNG TNG UITOTAVNG Kot TNG EVApENG YOpnyNong s TPIAOGTAVIG.
2UVIeTAToL 1] GTEVT] TAPAKOAOVON G TG AElTovpyiog TV eTvepidimv, KaBmg o1 KOAOL VL ETAL VO
glvar o evaiicOnTol 6TIC EMOPAGELS TNG TPIAOGTAVIC.

To KTNVIATPIKO PAPLAKO TPETEL VAL YPTCULOTOLEITAL E EEUPETIKT TPOCOYT GE CKOAOVG LE
TPoLTAPYOVTa avalic, KOODS EVOEXETUL VAL TPOKOYOUV TEPOITEP® UEIDCELS TOV OLULOTOKPITN
(ovumesuévog 0YKOG KUTTAPMV) KOl TNG LOCOOLPIVIG. ATOITEITOL TOKTIKT TopaKoAovON o).

[dwaitepec mpo@uAdEeic Tov wpémel va AauavovTol amd To GTOLO TOL YOPNYEL TO KTNVIOTPIKO
QOPUOKEVTIKO TTPOioV o {ma:

H tpthootdvn evdéyetar vo Le®OEL T GOVOEST] TG TEGTOGTEPOVNG KO £XEL AVTI-TPOYECTEPOVIKEG
1010t Teg. Ot yovaikeg mov ivar £YKveg 11 GKOTEVOVY Va, Letvouy €ykuec Ba TPEMEL Vo amoPehyovV Tov
YEPLOUO TOV KTNVIOTPIKOV QAPLLAKOV.

ITAbvete ta xépla oag pe oamohVL Ko vepd PETA amd Tuyaia £kBeon Kot LeTd omd ypnon).

To KITNVIATPIKO PAPUAKEVTIKO TPOTOV UTOPEL VO TPOKOAESEL EpEOIGHO TOV SEPLOTOG KOl TV
0pBoiumv, Kabmg Kot evaicintomoinon. Xe nepintwon TVY0ioG ETUPTC TOV EVULMPTUATOS LUE TO UATLO
N 70 dépua, Eemivvete apéomg pe dpbovo vepo. Edv o epebiopdc dev voywpel, (nTnote 1Tpky
cuppovin.

Atopa pe yvoot vaepevaicincio oty tpthoctdvn, ™ PBaviiivn 1 to Pevioixod vatplo Oo mpémel va
OTOPEVYOLV TNV ETAPT LE TO KINVIATPIKO POPLOKEVTIKO TPOTOV.

H tuyaia katdmoon umopei va tpokorécel emProPeic emdpicels, OTmMS vavTio, EUETO Kol O1dpPola.
®a TpEmEL VoL AQUPAVETOL LEPLUVA Y10 TV OTOGVYT] TUYOL0G KATATOOTG, 101mg amd maidid. Kpatnote
TG YEUIOHEVES GUPLYYES LOKPLE ard Toudid Kol omodnKeDoTE TG YPNCLOTOIOVUEVES GUPLYYES o€ BEom
7oV eV PAETOLY Ko dev mpoceyyilovy Ta, modid. Xe TEpInTmon TUYaing KOTAToong, (NTNOTE AUECHS
TPtk cupPovAn Kot dei&te 6ToV YIaTpd TO PUAAO 00N YLDV YPNONG 1) TNV ETIKETA.

[dwaitepec TPOQULAGEELS Y10 TNV TPOSTAGIN TOV TEPIPAAAOVTOC:

Agv 16y0eL.
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3.6 AvemOounta copfavra

XKkolot:
Oy sV AfRBapyoc?, avope&ia?, £uetog?, diappoia’
(1 ém¢ 10 Lda/1.000 vrd Bepameia
{oa):
SIOVIOL Ymophotoemveppdiopdc, vrepoteddppota. Topmaviopog,

ato&io, PoiKog TPOUOG, OEPUATIKES SLOTAPAYES, VEPPIKT|

(1 €06 10 Ewa. / 10.000 vrd Oepameio avendpkelo’ kot opdpitda’

{oa):

[ToAd orévio, Advvapio?, emveppidiokt vékpoon' kot arpvidiog 0Gvatog

(<1 Lwo / 10.000 vrd Bepancio Lo,
CLUTEPILOUPAVOUEVOV TOV
LELOVOUEVOVY OVAPOPDV):

Ampocdidplotng cLYVOTNTASG OCeia emveppiduakn kpion (katappevon)

(Aev pmopovv va ektiundodv pe
Baon ta dabécya dedopéva):

! Mropei va 0d1ny\couv 6g VTOQAOI0ETVEPPISIGUO.

2 AVTG TO. GLUTTMOUOTO TTOV GYETILOVTAL [E TOV 1TPOYEVT VITOPAOIOETIVEPPLOIGHO EvOEYETOL VOL
EUEAVIOTOVV, 181mG GV 1 TapakolovBnon dev etvar enapkng (PA. mapdypaeo 3.9). Ot evdeiéelg etvan
YEVIKO AVAGTPEYILLESG EVTOG LETAPATTOV YPOVIKOD OLOGTAHUATOC LETA T OloKomn TG Bepameiag.

e okOAovg oV EAafav aymyn pe Tprhootdvn mapotnpnOnkay Afbapyog, £ueTog, didppota Kot
avopeio amovcio evOEiEE®mV VTOPAOIOETIVEPPIOIGLLOV.

3 Mropet vo, amokalv@Oet kotd Thv aymyf pe To Tpoiov.
H Oepancio evoéyetorl va amokaAivyel v vrapén apbpitidog Aoy e Helmong TV eVOoYEVOY
EMITESMV TOV KOPTIKOGTEPOELODV.

H avagopd avemBountov coppdviov eivar onpavtikn. Exitpénet tn cuveyn mopokoiovdnon g
AOQAAELNG EVOG KTVIOTPIKOV QUPUAKEVLTIKOD TPoiovTog. Ot avapopéc Tpémel va vofdAloval, KoTd
TPOTIUNOT HEG® KTNVIATPOL, €T GTOV KATOYO TNG GOELNG KuKAopOopiag gite oty eBvikn appdola
apy” LEC® TOV €BVIKOD GLGTALATOG AVAPOPAS. AvatpéEte 6To POALO 0ONYLDVY XPTONC YOl TO
ovTicTor o oTol el EMKOVOVING,

3.7 Xpion katd TV KONG61), TN Yorlov)ia 1] TNV MOTOKId,

Kinon kot yorovyia
Noa punv yopnyeiton 6 OnAvKovg oKOAOVE KATd TN S1ApPKELO TNG KUTOTG 1) TG YOAoLYiag.

Tovwotnta
Na unv yopnyeital o€ {do avamopoymyne.

3.8 Aliniemiopaon pe GAAo QUPRAKEVTIKG TPOIOVTO KO AALES pOPPES AInAenmidpaong

H mbavotra aAlniemidpdoemy pe AL QOPUAKEVTIKE TpoidvTa Oev £xel LeheTnOel 101KMC.
A&gdopévov OTL 0 VITEPPAOIOETIVEPPIIICUOG TEVEL VAL TAPATNPEITAL G€ GKOAOLG LEYAADTEPTG NAKING,
ToAAo1 omd avtovg Ba AapPdvouy TavToYpova Kot GAAN GOPUOKEVTIKY OY®YT. L& KAVIKEG HEAETEG OEV
mapotnpROnkay adAniemdpdoeic. O kivovvog avamtuéng vaepkaAloipiog 0o Tpémel va Aaufavetot
VIOYT €AV 1] TPIAOGTAVT YPTCULOTOLEITAL GE GUVIVOAGHO LE KOAOGLVTNPTTIKA SLOVPNTIKA 1)
OVOLGTOAELG TOV PETATPETTIKOD EVEVUOL TG ayyelotacivng (avactoleic MEA). H tavtdypovn yprion
TOV &V MOY® QUPLOK®OV TPETEL VO, VTOKELTOL GE OVOAVGT TNG GYE0TS 0QELOVC-KIVODVOL 0TTd TOV
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KTNviatpo, Kabdg vaipéay Ayec avapopés Bavatov (cuumepthapfoavorévon Tov oeviotov Bavatov)
o€ oKOAOVG IOV Ehafav TavTdypovn Bepameia pe TpAooTdvn Kot avactolén Tov MEA.

3.9 Oodoi yopiynong ko d0coroyio

Xopnyeital amd To 6TOUA, i popd TV Nuépa, amevbeiog 6To GTOLN TOV GKOAOL KATA TN GTIYUN TNG
citiong.

H d60m évapéng g Oepanciog eivar mepimov 2 mg/kg. Tithomomote 1 6001 AVALOYQ LE TV OTOULKN
amoKpion, omwg kabopiletar amd v mapakorovdnon (PA. Tapaxdt®). Eqv araiteiton avénon g
doong, avénote apyd v ana nuepnota doon. ['a Tov Eleyyo TV KAVIKOV oMUEi®Y, YOpNYNOTE T
YOUNAOTEPT ATTALTOVUEVT] SOOT).

Téhog, €6V TOL GUUTTOUATA OV EAEYYOVTOL ETAPKAOG EML PG TANPOVG 240pNG TEPLOOOV HETAED TV
d0cemV, eEETAOTE TO EVOEXOUEVO AENGNC TG GUVOMKNG NUEPN GG 600G EmG Kot Kot S0% kot
YOPNYNOTE T LoH 006N T0 TP®L Kat TN Hien To Ppadv.

e pkpo aplipd Lowmv evogyetol va amortovvtal 600eLg oNHovVTIKG VYNAOTEPEG ad 10 mg avd Ko
COUOTIKOD BAPOLG OVA NUEPQ. TE AVTEG TIG TEPIMTMOGELS, ATULTEITOL KATAAANAT TPpOGHET
TapoKoAovONoN.

H 8601 pnopet va vroroyiotel og e&ng:

Hpepnowa 66om (rlr(l_gg) X cwpatko Bapog (kg)

‘Oykog (ml) = 0 (mg)
ml

IMa mocotTE PiKpoOTEPEG ad 0,1 ml, ypnopomomote dAXo TPOidV.

ITapoxorovOnon:

IIpwv amd 1 Bepaneio Tpénet va Aappdvovtot delypato yio floynuikés eEETAGELS
(ovumepriopfavopuévav tov NAEKTpoALTAV) Kot dokiun diéyepong ACTH. X1 cuvéyeta, detypata Ba
Aappavovtar otig 10 nuépeg, otig 4 efdopdoes, otig 12 efdopnddeg Kot otn cvvEyelo Kabe 3 unvec,
HETA TNV 0pYIKN S1dyvmon Kat Hetd amd kabe mpocappoyn e 0donc. Eivor emttaxtikng avaykn vo
devepyovvron dokiuég d1éyepong ACTH 4-6 dpeg petd m xopniynon g 86one, dGTE Vo, givat eIkt
N axp1Png epunveia Tov anoteiespdtov. H yoprynon tov eapudkov to tpmi eivor Tpotipdtepn
KkaBdg avtd Ba emttpéyel otov KTNVIaTPO cag va dievepynoet doKIIEG TopakoAovinong 4-6 dpeg pHetd
N yopnynon g 60onge. [pénet emiong va yivetat Taktikn aEoAdYNoT TG KAVIKAG TPOOSOV TG
VOG0V og KGO Eva 0o TO TOPOTAVE® YPOVIKE GTUELdL.

e mepinton apvnTikod aroteAéouatog tng dokiung otéyepong ACTH katd v mapakoiovOnomn,
AYOYN TPETEL VO, SLUKOTTETOL Y10 7 NUEPES KOl GTN GLVEYELD VO ETOVEKKIVELTAL E YOUNAOTEPT OOGT.
Enavorapete ) dokiun diéyepong ACTH petd and dddeg 14 nuépeg. Edv to amotéleoua e€arxolovbel
va unv givo d1eyeptiko, dtokoyte 1 Bepomeio £mg OTOL EUPAVIGTOVV EK VEOL TO KAVIKA GTUEiR TOV
vrepeAotoemve@pdtopov. Eravarapete t dokacio diéyepong ACTH évo urva petd tnv
emovévapén g Bepamneiog.

AvoKIvioTte KaAd Tpv oo T ypnon.

3.10 Zoprtdpotoe vIEPS0G0A0YING (KUl KATA TEPITTMON, HETPU AVTINETOTIGNS KOl AVTIOOTA)
H vrepdocoroyio pmopel vo odnynoet og gvdeitelg vmoprlotoemiveppidtopon (Anapyog, avopetia,
£UETOC, OLAPPOLA, KOPILOYYELNK(G CUUTTOUATO, KOTAppeLoT)). Aev Tapatnpndnke Bvnoudtnto petd

amo ypovia yopnynon 36 mg/kg e vyeig oxvAOVG. QQoTOGO, pumopel va avapévetar Bvnootnta o
TEPIMTOOT YOPNYNONG VYNAOTEP®V SOCEMV GE GKUAOVG LE VIEPPAOLOETIVEPPLOIGLO.
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Agv vrapyet €101k6 avtidoTo yia v Tpthootdvn. H Bepaneia Oa mpémet va dtakdmTETON Kol pLtopel vo
evOelkvLTAL VITOGTNPIKTIKN Bepameia, OTWC KOPTIKOGTEPOELDT], S1OPHWON TOV SLOTAPAUYDV 1GOPPOTING
TAOV NAEKTPOALTAOV Ko Oeparmeia e VYPO, AVALOYX HE TO KAVIKG GUUTTMOUOTAL.

e meputdoelg o&eiag vepdocoroyiag, uropel vo etvar meEAMUN 1 TPOKANGT £EoG aKoAoVBOVLEVN
omd yopnynon evepyov dvBpaxa.

Tuyo0oo 10TPOYEVIC PAOLOETIVEPPIOLUKT] OVETAPKELN AVAGTPEPETAL GLVNOMG YPIYOPO LETH T
dloKom TG oy@yne. 201060, 68 Eva WKPO TOGOGTO GKOAMVY, T OTOTEAECUATO LITOPEL VoL
mapotafody. Metd amd pio efdopdda dlokomng TG AymYNg Le TpIAootdvn, 1) Oepaneio Tpémel va
Eexvael €K VEOU Le HEI®UEVO pLONO ddoC.

3.11 Ewwoi mepropiopoi (p1ong Kot E01KEG cuvOKeS ypfionec, copmepriapfavopévov
TEPLOPLOGLAY OTI| YP1]OT] UVTIHIKPOPLOKAOV KU AVTITOPUCLTIKAV KTIVIITPIKAOV
PUPUIKEVTIKOV TPOTOVTMV TPOKELPEVOV VO, TEPLOPLOTEL 0 KIVOVVOG avATTUENS UVTOYNS

Agv 1oy0eL.
3.12 Xpovor avopovig

Agv 1oyvet.

4. ®APMAKOAOI'IKEEX TAHPO®OPIEX
4.1 Kooowkiég ATCvet:

QHO02CAO01

4.2 @OuppoKOSLVOULKI)

H tpthootdvn avoaotéAhel EMAEKTIKA Kot ovaoTpEYLUA TO eviLukd cvotnpa 3 frta-
VOPOELGTEPOEISIKT IGOUEPAOT], AVACTEAAOVTAG JIE AVTOV TOV TPOTO TNV TOPAY®YN KOPTILOANG,
KOPTIKOGTEPOVNG Kot aAdootepOVNG. Otav yproiponoteitan yia tn Oepameio Tov
VIEPPAOIOETIVEPPIOIGUOD, LELDVEL TV TUPAYWOYT YAVKOKOPTIKOEISDV KOl LETAAAOKOPTIKOEIOMV
GTEPOELODY GTOV PAOLO T®V EMVePPdiV. Katd cuvéneln, ot kKokho@opoHGEG CUYKEVTPMGELS TMOV EV
AOY® oTEpOEdDV gtvan petmpéves. H tprhootdvn avtaymviletal emiong ) dpdon g eEmyevong
pAotoemvePpotakg oppovng (ACTH). Aev éxet dipeon enidpacn oVTE GTO KEVIPIKO VELPIKO GUGTN LA
00T€ 0TO KOPOLUYYELONKO GOGTILLOL.

4.3 @appoKoKIVTIKI)

Ta pappaxokvnTikd dedopéva oe GKOAOLG KOTESEIEOV PEYAAN UETAPANTOTNTO LETAED TOV ATOUMYV.
€ L0 EPYOOTIPLOKT QOPHOKOKIVITIKY LEAETN 6 okOAOVE PULANG beagle, 1 AUC koudvOnke amd 52
¢w¢ 281 pkpoypoppdpio/ml/min o€ gOAOVG PETE amd yeO U Kot omd 16 Emg

175 wkpoypoppdpio/ml/min 6g oxvAOVG o€ Katdotoor vnoteiog. [evikd, 1 Tpthootdvn
OTOLLOKPOVETOL TOYXEMS ATO TO TAAGLLA LLE TIG GUYKEVIPADGELS GTO TAAGLO VO PTAVOVY GTO UEYIGTO
petoéy 0,5 kat 2,5 opdv Kot Vo ETavEPYOVTAL 60OV GTNV apy Lk TN €51 £0C OMOEKN MPEC LETA TN
yopnynon. O kvplog evepyog HETABOAITNG TNG TPIAOGTAVNG, 1] KETOTPIAOGTAVT), aKOAOLOEL TaPOLOL0
oynua. Emmigov, dev vmpyov otolygio mov va omodeikviouy 0Tt 1] TPIAOGTAVN 1 Ol LeTaBOAITEG TG
glyav cveompevbei pe v TaPodo Tov ¥povov. Mia puerét ProdtobecipudTTag omd ToLv GTOUATOS
0000 Gg OKVAOVG KATESEIEE OTL 1] TPIAOGTAVY ATOPPOPNONKE EKTEVEGTEPO OTOV YOPTYOUTOV LE TPOPT.

"Eyet katadeydel 6t 1 TphooTtdvn omekkpiveTal Kupime 6To KOTPAUVE TOV EXIHUVOG, DTOJEIKVIOVTOS

TNV OTEKKPLOT LEGH TNG YOANG OC TN Pactkn| LeTafoAk 000. Xtov Ttifnko, 1| TpIAoGTaVN
OTEKKPIVETOL G€ 10€C TOGOTNTEG GTO KOTPava Kot T ovpa. Ta amoteléopata £d€1&av OTL 1) TPIAOGTAV
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OTOPPOPATHL YPNYOPQ KOl KOAQ OO TOV YOOTPEVIEPIKO COANVA TOGO GTOV EMILL OGO Kot 6TOV TBNKO
KoL OTL GLGGMPEVETAL GTOVG EMVEPPIOLAKOVS 0OEVEC TOV aLpoLPaiov.

5. ®APMAKEYTIKA XTOIXEIA
5.1 Kopieg aocvppoatoTnTeg

AOY® EMAEWYNC LEAETOV GLUPATOTNTOC, TO TAPOV KINVIATPIKO PAPUOKEVTIKO TPOIOV OgV TPEMEL VUL
OVOPLETYVOETOL E GAAD KTNVINTPIKG QUPUOKEVTIKA TPOIOVTO.

5.2 Awpkera Long

Audgpreta {ONG TOL KTNVIOTPIKOV QAPUAKEVLTIKOD TPOIOVTOG COLPMVA LLE T1) GUCKELAGIO TOANONG:
3 xpovia
Avdpxera {ong HeTd To TPOTO AVOLyUa TNG GTOLEIDOOVE GLGKELOGTING: 6 UVES

5.3 Iowitepeg Tpo@uAaEeLlS KaTd T OOAXEN TOV TPOiIdVTOG
To eappokevTiKd ovtd TPoidv dev amartel Wwaitepeg cuvinieg Beppokpaciog yio tn eOAAEN TOV.
5.4 ®@Yon kal 6HVOES TS GTOLYELDOOVS GVOKEVUGIUG

D1 amd ToALOIBVAEVIO VYNANC TUKVOTNTOG LLE TOUN ACPOAEING Yio TOdLA OO
TOAVTPOTVAEVIO/TOAVABVAEVIO DYNANG TUKVOTNTOG Kol TAOUE, otd TOAVaIBVAEVIO GE XAPTIVO KOVTL.

2VoKeVOoiec:

Xaptivo kouti wov meptéyet pio eraAn twv 10 ml, pia docoperpikn svupryya tov 1 ml ko pio
J0COUETPIKT cVpLyyo TV S ml amd ToALTPOTVAEVIO

Xdaptivo kovTi TOL TEPLEYEL pia PLAAN TV 25 ml, pia docopetpikn cvptyya tov 1 ml Kot pio
S0GOUETPIKN cVUptyyo TV 5 ml amd TOAVTPOTVAEVIO

Xaptivo kouti wov meptéyet pio eraAn twv 36 ml, pia docopeTpikr cupryya tov 1 ml ko pio
S0COUETPIKT cVpLyya TV S ml amd moALTPOTVAEVIO

Xaptvo kovti TOL TTEPLEYEL piat Lo TV 50 ml, pio docopetpikn cvptyya tov 1 ml Ko pio
d0GoUETPIKT cVpLyyo TV 5 ml 0o TOAVTPOTVAEVIO

Xdaptvo kouti TOL TEPLEYEL Pt PLaAN TV 72 ml, pio docopeTpik cuptyya tov 1 ml Kot pio
S00oUETPIKT oVpLyYa TV S ml amd moALTPOTLAEVIO

Xdaptvo kovti ToL TEPLEYEL Miot eraAn Twv 100 ml, pio docoueTpiky cvptryyo tov 1 ml kot pio
docopeTpiKn cvptyya TV S ml amd moALTPOTLAEVIO

Mmropei va. unv KoKAOQOPOHY OAEG Ol GUGKEVAGIEC.

5.5 Ewwég mpo@ura&ers amdppuyng evog un yPNoIHomotn0£viog KTNVIATPIKOD QUPUOKEVTIKOD
TPOIOVTOG 1] GALOV VAKAV TOV TPOEPYOVTUL 00 T1) P61 TOV TPOIOGVTOS, AV LITAPYOVY

Ta edppoxoe dev TPENEL VoL ATOPPITTOVTOL LECH TOV AVUATOV 1] TV OIKIOK®OV 0TOPANTOV.
XpPNGIUOTOOTE TPOYPAULATO, ETIGTPOPNG POPUAK®V Y10 TNV OTOPPIYT Un (PN OLUOTOMOEVT®V
KTNVITPIKOV QOPUUKEVTIKOV TPOIOVIMV 1| GAADV DAIK®V TOV TPOEPYOVTAL amd TN XPTOT) TOVG

GUUPMOVO, JLE TIG TOTIKEC OTOLTOELS KOl UE TUYOV EBVIKA GLGTHATO GLALOYNG TOV 1GYVOVV Y1d TA
GYETIKA KTNVIOTPIKE QAPLOKEVTIKA TPOTOVTOL.
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6. ONOMA TOY KATOXOY THX AAETAY KYKAO®OPIAX

Axience

7.  APIOMOZX(OI) AAEIAY KYKAO®OPIAZ
EU/2/24/313/003 (10 ml)

EU/2/24/313/004 (25 ml)

EU/2/24/313/005 (36 ml)

EU/2/24/313/006 (50 ml)

EU/2/24/313/007 (72 ml)

EU/2/24/313/008 (100 ml)

8. HMEPOMHNIA INIPQTHY EI'KPIXHX
Huepounvia mpotg éykpiong: 06/05/2024

9. HMEPOMHNIA TEAEYTAIAYX ANAGEQPHXHY THX IEPIAHYHX TQN
XAPAKTHPIZTIKQN TOY ITIPOIONTOX

10. TAZEINOMHXIH TOQN KTHNIATPIKQN ®APMAKEYTIKQN ITPOIONTOQN
Na yopnyeitor pévov pe KTNVINTPIKT GUVTOYT.

Agntopepeic TANpoeopieg Yio 10 v AOY® KTNVIATPIKO QOPUOKEVTIKO TPoidv eivan dtabéoipes otn Pdon
dedopévav g EE yua to kenviatpikd wpoidvta (https://medicines.health.europa.cu/veterinary/en).
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ITAPAPTHMA 11

AAAOI OPOI KAI AITAITHXEIX THX AAETAY KYKAO®OPIAX

Kavévoag
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ITAPAPTHMA II1

EINIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX
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A. EINIIXHMANXH
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ITAHPO®OPIEX I10Y IIPEIIEI NA ANAI'PA®ONTAI XTHN EZQTEPIKH
XYXKEYAXIA

Xaptivo kovti — 10 mg/ml

1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Trilorale 10 mg/ml moc1p0 evamdpnpa

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

Tptrootdvn 10 mg/ml

3. YXYXKEYAXIA

30 ml
90 ml
2Opryya yio yopnynon oo tov otoptoc tov 1 ml ko twv 5 ml

4. EIAH ZQQN

YKOA0L

| 5. ENAEIZEIZ

‘ 6. OAOI XOPHI'HXHX

Amo otouaTOC YpN o).

‘ 7. XPONOI ANAMONHX

‘ 8. HMEPOMHNIA AHEHX

Exp. {up/ecee}

Metd to mpdTo dvorypa ypnon eviog 6 unvav.

‘ 9. EIAIKEX XYNOHKEX AIATHPHXHX

‘ 10. OI AEEEIX «<AIABAXTE TO ®YAAO OAHT'TQN XPHXHX IIPIN AITIO TH XPHXH»

Awfaote T0 PUALO 0INYIOV XPNOTG TPV O TN (PNOT).
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11. OI AEEEIX «<AIIOKAEIXTIKA I'A KTHNIATPIKH XPHXH»

ATOKAEIOTIKA Y100 KTNVIOTPIKN (PNOM.

12. OI AEEEIX «NA ®YAAXXETAI XE OEXH, THN OIIOIA AEN BAEIIOYN KAI AEN
INPOZEITIZOYN TA TTAIAIA»

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

13. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Axience

14. APIOMOI AAEIAY KYKAO®OPIAX

EU/2/24/313/001 (30 ml)
EU/2/24/313/002 (90 ml)

‘ 15. APIOMOX ITAPTIAAX

Lot {apBuoc}
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HHAHPO®OPIEX ITIOY IPEITEI NA ANAI'PA®ONTAI XTH XTOIXEIQAH
XYXKEYAXIA

HDPE/®IAAH (10 mg/ml — 90 ml)

1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Trilorale 10 mg/ml moc1p0 evamdpnpa

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

Tptrootavn 10 mg/ml

3. EIAH ZQQN

YKxOAOL

4. OAOI XOPHI'HXHX

Amo6 otouaTog ypnon. Atfdote 1o GUALO 0dNYIDV YPNONG TPV O TN YPNON.

‘ 5. XPONOI ANAMONHX

‘ 6. HMEPOMHNIA AHEHX

Exp. {up/ecee}

Metd to mpadTo dvorypa ypon evidg 6 pnvav.

‘ 7. EIAIKEYX XYNOHKEX AIATHPHXHX

‘ 8. ONOMA TOY KATOXOY THX AAETAY KYKAO®OPIAX

Axience

‘ 9. APIOMOZX ITAPTIAAX

Lot {apBuog}
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EAAXIXTEX ENAEIZEIX TIOY IIPEITEI NA ANAI'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

HDPE/®IAAH (10 mg/ml — 30 ml)

1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Trilorale

2. IHOXOTIKA XTOIXEIA TQN APAXTIKQN OYZIQN

Tpirootavn 10 mg/ml

| 3. APIOMOZX IAPTIAAL

Lot {apBuoc}

‘ 4. HMEPOMHNIA AHEHX

Exp. {up/ecee}

Metd to mpadTo dvorypa ypon evidg 6 unvav.
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IHHAHPO®OPIEX ITIOY IIPEITEI NA ANAI'PA®ONTAI XTHN EZEQTEPIKH
XYXKEYAXIA

Xaptivo kovti — 50 mg/ml

1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Trilorale 50 mg/ml téG1H0 evoudpnpa

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

Tptrootavn 50 mg/ml

3. YYXKEYAXIA

10 ml

25 ml

36 ml

50 ml

72 ml

100 ml

2Opryya yio yopnynon oo tov otépatoc tov 1 ml ko twv 5 ml

4. EIAH ZQQN

YKOA 0L

| 5. ENAEIZEIZ

‘ 6. OAOI XOPHI'HXHX

Amo otonaTOC YpN o).

‘ 7. XPONOI ANAMONHX

‘ 8. HMEPOMHNIA AHEHX

Exp. {up/ecee}

Metd to mpdTo dvorypa ypnon eviog 6 unvav.

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

AwBdote 10 PUALO 0NV YPAONG TPV O T YPNO).

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

ATOKAEIOTIKA Y10 KTNVIOTPIKT XP1ON.

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

Na puAdooetol og 0éom, TV onoia dev PAETOLY KoL dev Tpoceyyilovv Ta TadId.

13. ONOMA TOY KATOXOY THX AAETAY KYKAO®OPIAX

Axience

14. APIOMOI AAETAY KYKAO®OPIAX

EU/2/24/313/003 (10 ml)
EU/2/24/313/004 (25 ml)
EU/2/24/313/005 (36 ml)
EU/2/24/313/006 (50 ml)
EU/2/24/313/007 (72 ml)
EU/2/24/313/008 (100 ml)

‘ 15. APIOMOZX ITAPTIAAX

Lot {apBpog}
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HHAHPO®OPIEX ITIOY IPEITEI NA ANAI'PA®ONTAI XTH XTOIXEIQAH
XYXKEYAXIA

HDPE/®IAAH (50 mg/ml — 72 ml ko1 100 ml)

1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Trilorale 50 mg/ml moc1p0 Evanmdpnpa

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

Tpthootavn 50 mg/ml

3. EIAH ZQQN

KO 0L

4. OAOI XOPHI'HXHX

Am6 otopaTog XpNoT. Aofdote To GOAAO 00N YOV YPNHONG TPV OO TN YPNON.

| 5.  XPONOI ANAMONHX

‘ 6. HMEPOMHNIA AHEZHX

Exp. {uweeee}

Metd to mpadTo dvorypa xprion evidg 6 unvav

‘ 7. EIAIKEYX XYNOHKEX AIATHPHXHX

‘ 8. ONOMA TOY KATOXOY THX AAETAY KYKAO®OPIAX

Axience

‘ 9. APIOMOZX ITAPTIAAX

Lot {apBuog}
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EAAXIXTEX ENAEIZEIX TIOY IIPEITEI NA ANAI'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

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

1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Trilorale

2. IHOXOTIKA XTOIXEIA TQN APAXTIKQN OYZIQN

Tpirootavn 50 mg/ml

| 3. APIOMOZX IAPTIAAL

Lot {apBuoc}

‘ 4. HMEPOMHNIA AHEHX

Exp. {up/ecee}

Metd to mpadTo dvorypa ypon evidg 6 unvav.
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B. PYAAO OAHI'TQN XPHXHX
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OYAAO OAHI'IQN XPHXHX

1. Ovopocio Tov KTNVIHTPIKOD QUPUUIKEVTIKOD TPOIOVTOG
Trilorale 10 mg/ml moc1H0 Evandpnpa Yo GKOAOVG
2. 2ovleon

Ka0e ml nepiéyet:
Apoaotiki] oveia: Tptiootdvn 10 mg

"Exdoya:

IMocotikn 6VvOeon av oL TANpoPopies aVTES
€ival SNRAVTIKEG Y10 TN GOGTI] 0P YNGT] TOV
KTNVIOTPLKOU QUPRIKEVTIKOV TPOIOVTOG

HoroTiKi) 60vOeon KOO OV Kol GAA®V
GUGTUTIKGDV

Sodium benzoate 1,5 mg

AguKb £0C VTTOAEVKO EVALDPT|LLCL.

3. Eion Loov

YKxOA 0L

4. OepoamevTiKég evosierg

IMa ) Bepaneio Tov EEQPTOUEVOL GO TIV VTTOPLGT KOl TOL EEQPTMUEVOD OO TO EXVEPPIOLL
VIEPPAOIOETIVEPPIOIG OV (VOGO Kot chvopopo Cushing) 6tovg orOAOLC.

5. Avtevoeigeag

Na unv ypnoponoteital o€ (O TOL TAGYKOVY OO TPOTOTOON NTUTIKY VOGO 1)/K0L VEPPIKT
ovenAPKELQL.

Na punv ypnotponoteital oe mepintmon vrepevausnciog otn SPAcTIKY oVGia 1) 6€ KATo10 £K00YO.

6. E101kéc mpoE1domomceLs

Ewikég mpoetdomomoelc:
H axpiPng 61dyvmon Tov vrep@AOI0ETIVEPPIOIGHOD EIVOL OVGIUGTIKNG CTUAGIOGC.

Omov dev vapyet epeavig avtamdkpion otn Bepaneio,  dSidyvmon Bo tpénel va emavadloroyeitat.
Evdéyetar va ypelaotel avénomn g d6omG.

O ktnviatpot wpémet va yvopilovv 0Tt 0L GKOAOL [LE VTEPPAOLOETIVEPPIIICUO SLoTPEXOLY OLENUEVO
kivduvo maykpeatitidog. O kivouvog avtdg evogyetar va unv PelmBel pe v aymyn pe Tprhostdvn.

[S1aitepec TPOELAGEELC Yo TNV 0o@oA ¥pNomn o1 £idn (dwv:
Koabmg 1 mAelovotnTa TV TEPICTUTIKOV VTEPPAOIOETIVEPPIOIGHOD S1AY1YVMDGKOVTAL GE GKOAOVG
niwiog amo 10 éwg 15 etdv, veapyovy cuyvd dideg Taboroyikég diepyacieg. Eivor wdaitepa
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ONUOVTIKO VO, EAEYYOVTOL TEPUTTMOELS TPMTOTAHOVS NTATIKNG VOGOV KOl VEPPIKNG OVETAPKELNG,
KaOMG TO TPOTOV AVTEVOEIKVUTOL GE QVTEG TIC TEPUTTMOOELG.

Q¢ ek TOVTOV, KOTA TN ddpKeLla TNG Bepamneiog 1 060N Tpémel va Topakoiovdeital otevad. Idaitepn
nmpocoyn Ba mpémel va dideTon oTa NIOTIKA EVEL LA, TOVE NAEKTPOAVTES, TNV OLPIO KoL TV KPEATIVIVN).

H tovtoypovn mapovcio cokyopm@doug dtofnTn Kot VTEPPAOIOETIVEPPIIIGHOD OTALTEL E10TKN
TapoKoAovONoN.

Edv évag okdlog éxel Adfet oto maperdov Oeparmeia e totdvn, 1 ETVEQPLOIOKT AElTOVPYia TOL Oal
éxel peroBel. H gumepla og mpaypotikég cuvinkeg vrodeucvoet 6t Oa mpénet va pecorafel ot
TOVAJYIOTOV EVOG UV LETAED TNG SLOKOTNG TNG HITOTAVNG Kot TNG Evapéng xyopnynongs g
TPIAOGTAVNC. ZVUVIGTATOL 1] GTEVY TOPAKOAOVON oM TN AELTOVPYING TV EXVEPPLOIOYV, KOOMS 01 GKOAOL
evoéyeton va ival mo gvaictnTot oTig EMOPACELS TNG TPIAOGTAVNG.

To KINVIATPIKO PAPUOKO TPETEL VAL YPNCLLOTOLEITAL PE EEUPETIKT TPOGOYN GE CKOAOVE LE
TPOOTAPYOVGO, avOLUic, KOODS EVOEXETUL VO TPOKVYOVV TEPUITEP® UEIDCELG TOV OLULOTOKPITN
(ovumecpévog 6YKOG KLTTAP®V) Kol TNG OLoc@aipivne. Amonteitol ToKTIKY Topakolovinon.

To KINVIHTPIKO PAPUAKEVTIKO TPOTOV TTEPLEYEL TO £KO0Y0 EVAITOAT, TO 0010 Umopel va amoTelel attio
avemBountov evepysidv eav yopnynbei oe vyniég 66ceig. H yopnynon tov Trilorale 10 mg/ml
OGO EVOLDPM O YI0 GKOAOVG G d0GELS Gve Tov 2 mg Tpthootdvng/kg copatikov Papovg prnopet va
wpoKorécel ToEkoTnTa EVAITOANC. [0l TNV EAay1GTOTTOINGT TOL KIVOBVOL QVTOV GE GKDAOVG TOL
yperalovtar dooelg vynAdTeEpEG and 2 mg tprhootdvng/kg, ypnoponomote to Trilorale 50 mg/ml
OGO EVOLDPNHO Y10 TKOAOVG,.

[S1aitepec Tpo@LAGEEIC TOV Tpénmel va Aopfdvovion omd To GTOMO TOL YOPNYEL TO KINVIATPIKO
QOPLOKEVTIKO TTPOidV og ma:

H tpthootdvn evdéyetar vo LE®OEL T GOVOEST] TG TEGTOGTEPOVNG KO £XEL AVTI-TPOYECTEPOVIKEG
1010t TeG. Ot yuvaikeg mov ivar £YKveg 1] GKOTEVOVY Va, Leivouy €ykveg Ba TPEMEL Vo amoPehyovV Tov
YEWPIOUO TOV KTNVIOTPIKOV QAPLLAKOV.

[TAdvete ta xépla oag pe oamohVL Kot vepo PETA amd Tuyaia £kBeon Kot LeTd omd ypron.

To KTNVIATPIKO PUPHAKEVLTIKO TPOTOV LITOPEL VoL TPOKOAEGEL EPEDIGILO TOL OEPUATOC KOl TWV
0pBaAL®V, KaBdG Kol evasOnToTOiNoT. XE TEPIMTMOOT TVYOLAG ETOPNS TOL EVULOPNLATOG LE TO LATIO
N 710 dépua, Eemivvete apéomg pe dpbovo vepo. Edv o epebiopdc dev voywpel, (nTote 1Tpky
ouupovin.

Atopa pe yvoot vaepevaicincio oty tpthoctdvn, ™ Pavihivn N to Pevioikod vatplo Oo mpémel va
OTOPEVYOLVV TNV ETAPT LE TO KINVIATPIKO POPLOKEVTIKO TPOTOV.

H tuyaio katdmoon propei va tpokoiécel emPBraPeic emdpdoelg, OTmG vavTio, EUETO Kol S1dppola.
B0 mpémel Vo AQUPAVETOL LEPLUVA Y10 TV OTTOQLYT TUXOI0G KATATOOTG, 101m0¢ amd modid. Kpatnote
TIG YEMOUEVEG GUPLYYEG LOKPLA atd Ol Kol amoBnKeNoTE TIG (PO ILOTOI0VEVEG GUPLYYEG o€ BEom
7oV eV PAETOVV Ko dev mpooeyyilovv Ta maddL.

e mepintwon tuyoiag Kotaroone, NtHote ouécmg 1aTpikr GVUPoLAN Kot dei&te To EUAAO 0OMNYIDV
¥PNONS N T0 XépTIvo KOoVTi GTOV YloTPO.

Kvnon kot yorovyia:
Noa punv yopnyeiton 6 OnAvKovg oKOAOVE KATd TN S1ApPKELO TNG KUTOTG 1) TG YOAoLYiag.

Tovomon
Na unv yopnyeital o€ {do avamopoymyne.

AMNAETOPAOELC e GAAD QOPUAKEVTIKA TTPOTOVTO KO AALEG HOPPEG AAANAETIOpAONC:

H mBavotra aAlniemidpdoemy pe GALO QoPUAKEVTIKE TpoidvTa Oev £xel LeheTnOel 101KMC.
A&gdopéVoL OTL 0 VITEPPAOTOETIVEPPIIICUOG TEIVEL VO TAPATNPEITOL GE GKOAOLG LEYAAVTEPTG NAKING,
ToAAol omd avtovg Ba AapPdvouy TanToYpova Kot GAAN GOPUOKEVTIKY OY®YT. L& KAVIKEG LEAETEG OEV
mapatnpnOnkoy cAAniemdpacelc. O kivouvog avamtuéng vrepkaAtaipiog Oa Tpémet vo Aappdvetor
VOYN €AV 1) TPIAOGTAVT YPNCULOTOIEITOL GE GLVOVOGHO LE KAAOGLVTIPNTIKA S10VPNTIKA 1)
OVOGTOAELG TOV PETATPENTIKOD EVEVHOL TG ayyelotacivng (avactoleic MEA). H tavtdypovn yprion
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TOV €V AOY® QUPUAK®OV TPETEL VO, VTOKELTOL GE AVAALGT TNG OXE0TG 0PEAOVC-KIVOVVOL 0t TOV
KTNviatpo, Kabhg veipéay Ayec avapopés Bavatov (cupmepthapfovorévon Tov oevidotov Bavatov)
6€ 6KLAOVG TToL EAafav TovToOYpovn Bepameia e TpIAooTAVT Kot avactoAén Tov MEA.

Yrepdocoroyia:
H vrepdocoroyia pmopel va 0dnynoel e evOEIEELG LITOPAOLOETVEPPIOIG OV (ANBapyoc, avopetia,

€UETOC, dLAPPOLa, KOPIIOYYELNKH CUUTTOUATO, KOTAppeLOT)). Aev Tapatnpninke Bvnoudtnta petd
amo ypovia yopnynon 36 mg/kg oe vyeig oxvAoVS. QoTdOG0, puropel va avapévetar BvnodTnTo o
TEPIMTOOTN YOoPNYNONG LVYNAOTEP®Y 0OGE®V G€ GKOAOVG LLE VTTEPPAOIOETIVEPPLOICUO.

Agv vapyet 1016 avtidoto yia Ty tprhootdv). H Bepancio Bo mpémet va diakdmTETON Kot Pmopel va
£VOEIKVLTAL VTTOCTNPIKTIKY Depamein, OT®C KOPTIKOGTEPOELDT, O10p0MGT TOV JATAPUYDY 1GOPPOTIOC
TAOV NAEKTPOALTAOV Ko Oeparmeia e VYPO, AVALOYA HE TA KAVIKG GUUTTMOLOTAL.

Y& nepmtdoelg o&elag vrepdocoroyiog, umopel va ivar ®@EALUN N TpOKAN O™ Eueonc akolovBohevT
amo yopnynom vepyov avOpaxa.

Tuyo0c0 10TPOYEVIC PAOLOETIVEPPIOLOKT] OVETAPKELN AVAGTPEPETAL GLVIOMG YPIYOPO LETH TN
dloKom TG oy@yne. 261060, 68 Eva WKPO TOGOGTO GKOAMVY, T OTOTEAECUATO LTOPEL Vo
mapotafodv. Metd ond pio efdopdda dlakomng TG AymYNg Le TpAootdvn, 1) Oepaneio Tpémel va
Eekvdel ek vEou pe petmpévo puBuod doog.

7. AvemOdpunta cvppavra
XKoOAot:
Oyt cvyva: ANOopyod?, avope&in?, éuetoc?, Siappora’
(1 ém¢ 10 Loa/1.000 vrd Oepameia
{oa):
Xravio YmopAoloemveppiotodc, vepoterdppota. ToUTaVIGHOG,
(1 &wc 10 Lha / 10.000 vr6 Oepamsia otaio, pIKOC TPOUOG, OEPUOTIKEC OLOTAPAYES, VEQPIKN
Coa) ’ avendpkea’ kot apOpitido’
[ToAv ondvia Advvapio?, emveppidiokt vékpoon' kot arpvidiog 0Gvatog

(<1 Lwo / 10.000 vrd Bepancio Lo,
CLUTEPILOUPAVOUEVOV TOV
LELOVOUEVOVY OVAPOPDV):

Ampocdidplotng cuyvVOTNTASG Oéela emveppidaxn kpion (Kotdppevon)

(Aev pmopovv va ektiunbovv pe
Baon ta dabécya dedopéva):

! Mropei va 0d1ny\couv 6g VTOQAOI0ETVEPPISIGUO.

2 Ev8&yeton va eupoviotody autég ot evOei&elg mov oyetilovtol ue 1Tpoyev VITOPAOIOETIVEPPISIG O,
101o¢ by 1 mopakorovOnon dev elvar emapkic (PA. mapdypapo «Aocoroyia yia KaBe €100¢, TPOTOG
Kot 0doi yopnynone»). Ot evdeiéelg etvan yevikd avaotpéyies vidg LeTafAnTol ¥povikoh
dluoTnuaTog Hetd tn dtokomn g Oepaneiog.

Xe oxOAovg mov EAafav Bepameia pe TprAootdvn TapatnpnOnkav Abapyoc, EUeTog, didppota Kot
avopeéio amovcio evosiEemv VTOPAOIOETIVEPPIOIGLLOV.

3 Mmopet vo, amokalv@Oet kotd Thv aymyf 1e To Tpoiov.

H Bepaneio evdéyetarl va amokoivyel Tnv vopén apbpitidag Aoy ¢ Helmong TV eVOoyEVMV
EMITESMV TOV KOPTIKOGTEPOELODV.
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H avapopd averBountov coppdviov sivor onupovtikn. Emtpénet ) cuveyn topakoilovdnon g
AoQUAELNG EVOG TTPOIOVTOC. EAV Tapatnprioete 0mo1dnmoTe OVETIOOUNTI EVEPYELD, KOO KOL OV OEV
AVAQPEPETOL GTO ECAOKAEIGTO PVALO 0ONYIDV ¥PNONG N CUPIPAALETE VIO TNV OTOTELEGUATIKOTITO TOL
QopUAKoV, TaPoKaAEIcOE VO ETIKOIVOVIGETE, KATAPYAGS, LE TOV KTNVIiaTpd coc. Mmopeite emiong va
OVOQEPETE OTOLOONTOTE AVETLOVUNTA GVUPAVTO GTOV KATOYO TNG AdEL0G KUKAOPOPLOG
YPTCLLOTOIDVTOG T GTOLYELR EMKOVMVING GTO TEAOG AVTOD TOL PVAAOL 0dNYIHV XpNomg 1| LEGH TOV
€Bvikob 6og cvotpatog avagopds: {ototyeia eBvikoh GLGTANATOG AVAPOPAGC) .

8. Aocoloyia Yo kKG0g €id0g, TPOTOS KAl 0001 Yopynong

Xopnyeitat amd To oToOp, i popd TV NUEPa, amevdeiog 6To GTOWA TOV GKOAOV, KATA TOV ¥POVO TNG
citiong.

H d60n évapéng g Bepanciog ivar mepimov 2 mg/kg. Tithomomote T 600 AVOLOYQ LIE TV OTOUIKN
oandkpion, 6mm¢ kabopiletor amd v TapakorovBnon (PA. mapakdte). Edv arotteitor adénon g
doong, avénote apyd v anaé nuepnota doom. o Tov ELeyy0 TOV KAMVIKOV CUUTTOUATOV,
YOPNYNOTE TN YOUNAOTEPT] OTOLTOVUEVT] dOOM.

Edv amartovvtor 0066€1g vymAdtepec omd 2 mg tprhootdvng/kg, ypnoyomrotnote to «Trilorale
50 mg/ml TGO EVOLOPTUA Y10 TKOAOVCY.

Télog, €4V To GUUTTOUOATA OEV EAEYYOVTOL EXUPKAOG EMTL WIS TANPOVG 240pNG TEPIOOOV HETAED TV
d0cemV, eEETAOTE TO EVOEYOUEVO QENCTC TG GLVOMKNG NUEPN GG 000TG EmG Kot KoTd S0% Kot
YOPNYNOTE T HoT 066N TO TP Kol TN fon To Ppadv.

e kpo apliud {owv evogyetal va amortovvtal 606ELg oNUOVTIKG VYNAOTEPES 0td 10 mg avd KIAd
COUOTIKOD BAPOLG aVA NUEPQ. TE AVTEG TIG TEPIMTMOGELS, ATULTEITOL KOATAAANAT TpOcHET
TapoKoAoLONoN.

H d60n umopei va vroloyiotel wg €ENG:

Huepnowa 66om (rlr{l_gg) X owpatiko Bapog (kg)

m
10 (F%)

‘Oykog (ml) =

HopaxoAiovBnon:

[pwv and ) OBepancio Tpémel va Aapfavovral detypoto yio froynpikég eEetdoelg
(ovumepriopfavopévav Tov NAEKTpoALTAV) Kot dokiun diéyepong ACTH. X cvvéyeta, detypata Ba
AapPavovtan otic 10 nuépec, otic 4 efdoudoeg, otig 12 efdouddes Kot otn cvvéyela kabe 3 unvec,
UETE TNV apyIkn d1dyvmon Kot LeTd ond Kabe Tposapuoyn tng 06one. Eival emttaktikn aviykn va
dtevepyovvron dokipég d1eyepong ACTH 4-6 dpeg petd  xopnynomn tng 06omMs, MOTE va. eivat ikt
N akpPng epunveio Tov amotedespdtov. H yopiynon tov goppdiov to mpmi etvor tpotipndtepn
KaBd¢ avtd o emtpéyel otov KTNviaTpd cag va dlevepynoel SOKIUES TopakoAovONoNg 4-6 dpeg petd
TN yopnynon g 60ong. [pénet emiong va yiveton TakTiky 0E0AGYNOT TG KAVIKNAG TPOOSOV TNG
vOG0oV Gg KGOE Eva 0o TO TOPOTAV® YPOVIKE G UELDL.

Y& mepintwon apvnTikod aroteléouatog g dokung otéyepong ACTH kotd v mapakoiovdnomn,
ay@YN TPENEL VO, SLOKOTTETOL Y10 7 NMUEPEG KO GTT GLVEYELD VO ETOVEKKIVEITAL [LE YOUNAOTEPT OOGT.
Enavalapete ) dokun diéyepong ACTH petd and dddeg 14 nuépeg. Edv to amotéheopa e&acolovbel
Vo UnV givor d1eyEPTIKO, OLOKOWYTE TNV aymyN £0C OTOV EUEAVIGTODY EK VEOU T KAVIKG GUUTTMLOTO,
TOV VIEPPAOLOETIVEPPLOIoHOV. Emavarapete tn dokipoocia oiéyepong ACTH éva pnva petd tnv
enovévapén g Bepamneiog.

AvVoKIVAGTE KOAG TPV 00 T YPNHON.

31



9. Odonyieg Yo T 6T Lopiynon

Koapia.

10. Xpodvor avapoviig

Agv epapuodletat.

11. Ewwkég ovvOnkeg owotipnong

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

To @appakevtikd avtd TPOiodY dev amattel Wwaitepeg cuvONKeg Beppokpaciog yio T eOAAEN TOL.
Na pn ypnoponoteital autd To KTNVINTPIKO QOPUOKEVTIKO TPOTdV HeTd TV nuepounvia ANEng mov
AVaYPAPETOL GTO KOVTL KOl GTNV ETIKETO TNES OLAANG pHetd v évoeién EXP. (AHZH). H nuepounvia

AEemc ouuminTel pe TNV TEAELTOLN UEPO TOV GUYKEKPILEVOL LNVAL.

Avgpxera {ong LeTd TO TPMTO AVOLYUa TNG GTOLXEIDMOOVS GUCKELATTNG: 6 UNVES.

12. Ewwkég mpo@urdacers amoppryng

Ta pappoko dev TPEMEL VOL ATOPPITTOVTOL HECH TOV AVUATMV 1 TOV OIKIOKOV OTOPANTOV.
Xp1NGILOTOGTE TPOYPAUUATO, ETIGTPOPNS POPUAKDV Yo TV OTOPPIYT U1 PN OOTONOEVT®DV
KTNVIOTPIK®V POPUUKEVTIKOV TPOIOVI®V 1 GAL®Y DAIK®OV OV TPOEPYOVTOL Amd TN YP1ON TOVG
GULPMOVE, LLE TIG TOTIKEG AOITNOEL KOt e TUYOV 1oybovTo eBvikd cuotiuate cvAloyne. Ta pétpa
OVTA ATOCKOTOVV GTNV TPOGTAGia TOV TEPPAALOVTOC.

Svppovievbeite Tov kTNVioTpd GOG 1 TOV POPUOKOTOLO GOG Y0 TOV TPOTO ATOPPIYNG TOV
YPTOILOTONOEVTOV QOPUAK®V.

13.Taivopnon TOV KTNVWWTPIKAOV QUPLIKEVTIKOV TPOIOVTOV

Na yopryeital LOvov e KTNVIOTPIKT CLVTAYY.

14. ApwOpoi doc1og KVKLOQOPIOG KOl GVGKEVHGIEG

2V0oKELAGIEC:
EU/2/24/313/001 — Xdaptvo kovti mov mepiéyel pio ridn tov 30 ml, pio docopetpikn chpryya

TOALTTPOTTVAEVIOL TOV 1 ml Ko pic 50GOUETPIKT GVPLYYA TOADTPOTVLAEVIOL TV 5 ml
EU/2/24/313/002 — Xdaptivo kouti Tov Tepléyel o rodn tov 90 ml, pio docopetpikn chpryya
ToALTTPOTTVAEVIOL TOV 1 ml Ko pic 50GOUETPIKN GVPLYYU TOAVTPOTVLAEVIOL TV 5 ml

Mmropei va, unv KoKAOPOPOLV OAEG Ol GLOKEVAGIES.

15. Hpepopnvia teievtaiog avade®pnong Tov QUALOL 03NYIAOV YP1ONG

09/2025
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Aentopepeic TANpo@opiec Yo T0 v AGY® KTNVIATPIKO QOPHOKEVLTIKO TPOToV eivan dtabéaieg ot
Béon dedopévav g EE yia ta ktnviatpud tpoioévta
(https://medicines.health.europa.cu/veterinary/en).

16. Xtoyycio emkolvoviag

Kéroyoc tne ddstog kukAopopiac:
Axience

Tour essor, 14 rue Scandicci
93500 Pantin

ToAAia

ITopackevooTng LITEVOHVYVOC Y10 TNV ATOOEGUEVGT] TV TOPTIOWV:
Lelypharma bv

Zuiveringsweg 42

8243 PZ Lelystad

Kéto Xmpeg

Tomkol ovTIpOoMTOL <KOL GTOLYEIN EMKOWVOVIOS Y10 TNV 0Vopopd THaVOAOYOVU UEVAOV OVETIODLUNTOV
EVEPYELDV:

T'a omoladnote TANPOPOPIa. GYETIKE LE TO TAPOV KTNVIOTPIKO PUPLOKEVTIKO TPOTOV, TapaKkaleicOe
va amevBuvheite GTOV TOTIKO AVTITPOGMITO TOV KATOYOL TG AOEL0C KUKAOPOPING.

Belgié/Belgique/Belgien Lietuva

Axience Magnum Veterinarija SIA
Tour Essor - 14, rue Scandicci Ulbrokas street 23

93500 Pantin Riga, 1021
Frankrijk/France/Frankreich Latvija

Tel: +33 141832310 Tel: +371 2942 3705
pharmacovigilance@axience.fr magnum@magnumvet.lv
Peny0auka bnarapust Luxembourg/Luxemburg
VETWEST LTD Axience

10 Poduevo Str Tour Essor - 14, rue Scandicci
BG 1113-Sofia 93500 Pantin - France

Ten: +359 888713685 Tél: + 33 141832310
ortho@vetwest.eu pharmacovigilance@axience.fr
Ceska republika Magyarorszag

Samohyl group a. s. ALPHAVET Zrt.

Smetanova 1058 HU-1194 Budapest, Hotherr Albert u. 42.
CZ-512 51 Lomnice nad Popelkou Tel: +36 22 534 500

Tel: +420 481 653 111 E-mail: vevoszolgalat@alpha-vet.hu
obchod@samohyl.cz

Danmark Malta

Salfarm Danmark A/S Borg Cardona & Co. Ltd
Nordager 19, Eltex, Dr. J. Zammit Street,
DK-6000 Kolding MT-Balzan BZN 1434

TIf: +45 75 50 80 80 Tel: + 356 79941977

info@salfarm.com regulatory@borgcardona.com.mt
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Deutschland

Axience

Tour Essor - 14, rue Scandicci
93500 Pantin - Franckreich
Tél: +33 141832310
pharmacovigilance@axience.fr

Eesti

Magnum Veterinarija SIA
Ulbrokas street 23

Riga, 1021

Lati

Tel: +371 2942 3705
magnum@magnumvet.lv

EALGoa

Neocell Ltd

Veterinary Pharmaceuticals
10th klm Athens-Lamia
GR-144 52, Metamorfosi
Athens

TnA: 210 2844333
info@neocell.gr

Espaiia

Ecuphar Veterinaria SLU
C/Cerdanya, 10-12 Planta 6°

ES- 08173 Sant Cugat del Vallés,
Barcelona

Tel: +34 935955000

Email: info@ecuphar.es

France

Axience

Tour Essor - 14, rue Scandicci
FR-93500 Pantin

Tél: +33 141832310
pharmacovigilance@axience.fr

Hrvatska

PHOENIX Farmacija
Jezdovecka ulica 143, Jezdovec
HR-10 250 Luc¢ko

Tel : +385 13650 111
info@phoenix-farmacija.hr

Ireland

Axience

Tour Essor - 14, rue Scandicci
93500 Pantin - France

Tél: + 33 141832310
pharmacovigilance@axience.fr

Nederland

Axience

Tour Essor - 14, rue Scandicci
93500 Pantin - Frankrijk

Tél: +33 141832310
pharmacovigilance@axience.fr

Norge

Salfarm Scandinavia AS
Fridtjof Nansens Plass 4,
NO-0160, Oslo

TIf: +47 902 97 102
norge(@salfarm.com

Osterreich

Axience

Tour Essor - 14, rue Scandicci
93500 Pantin - Frankreich

Tél: + 33 141832310
pharmacovigilance@axience.fr

Polska

ScanVet Poland Sp. z. 0.0.

Al Jerozolimskie 99 m.39

PL - 02-001 Warszawa

Tel.: + 48667689681
pharmacovigilance@scanvet.pl

Portugal

Belphar Lda

Sintra Business Park 7, Edificio 1,
Escritorio 2K

Zona Industrial de Abrunheira
PT-2710-089 Sintra

Tel: +351 308808321
E-mail:_info@ecuphar.pt

Romania

SC MONTERO VET SRL
Celofibrei Street 25-27
RO-Bragadiru/Ilfov

Tél: + 40 729 290 738
client@montero.vet

Slovenija
VETPROMET
Cesta na Brdo 100,
SI-1000 Ljubljana
Tel : 01 256 78 06
info@vetpromet.si


mailto:magnum@magnumvet.lv
mailto:norge@salfarm.com
mailto:info@phoenix-farmacija.hr

Island

Salfarm Danmark A/S
Nordager 19,

6000 Kolding - Danmérk
Simi: +45 75 50 80 80
info(@salfarm.com

Italia

Ecuphar Italia S.r.1.

Viale Francesco Restelli, 3/7
IT-20124 Milano

Tel: +39 0282950604
E-mail: info@ecuphar.it

Kvnpog

T.C.Christoforou Ltd

12 Klimis Street, Agiou Fanouriou,
Aradippou Industrial Area
CY-7101 Larnaca

TnA: + 35799560155
drug.safety@tcc.com.cy

Latvija

Magnum Veterinarija SIA
Ulbrokas street 23

Riga, LV-1021

Tel: +371 2942 3705
magnum@magnumvet.lv
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Slovenska republika

PHARMACOPOLA s.t.0.

Svétokrizske nam. 11

SK-965 01 Ziar nad Hronom

Tel: +421 905 498 861
Email:neziaduce.ucinky@pharmacopola.sk

Suomi/Finland
Salfarm Danmark A/S
Nordager 19,

6000 Kolding - Tanska
TIf: +45 75 50 80 80
info@salfarm.com

Sverige

Salfarm Scandinavia AB
Florettgatan 29C,
SE-254 67 Helsingborg
Tel: +46 767 834 810
scan@salfarm.com

United Kingdom (Northern Ireland)
Ecuphar NV

Legeweg 157-1

8020 Oostkamp - Belgium

Tel: +32 50314269

E-mail: info@ecuphar.be
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1.0vopocio Tov KTNVIHTPLKOD QOPUIKEVTIKOD TPOIGVTOG

Trilorale 50 mg/ml moG1H0 evadpnpa Yo GKOAOVG

2. 2ovleon

Kabe ml nepiéyst:
Apaostiki] ovoia: Tptiootdvn 50 mg

"Exdoya:

IHowoTiKi) 60vOeon KOO OV Kol GAA®V
GUGTUTIKAOV

IMocotikn 6VvOeon av oL TANpoPopies aVTES
€ival GNRAVTIKEG Y10 TN 6OGTI] 0PI YN GT] TOV
KTNVIOTPLKOU QUPROKEVTIKOV TPOIOVTOG

Sodium benzoate

1,5 mg

AgvKb £0C VTTOAEVKO EVALDPTLLCL.

3. Eion Loov

YKxOA0L

4. OepamevTiKég evosielg

INa ) Bepaneia Tov EEQPTMOUEVOL GO TNV VTOPLGT KOl TOL EEQPTMUEVOD OO TO EXVEPPIOLL
VIEPPAOLOETIVEPPLOIG OV (VOGOC Kot chvopopo Cushing) 6tovg orbOAOLC.

5. Avtevoeigeig

Na unv ypnoponoteital o€ (O TOL TAGYKOLY OO TPOTOTOON NTUTIKY VOGO 1)/K0L VEPPIKN

ovendpKELL.

Na punv ypnotponoteital og mepintmon vrepevasnaiog ot SpAcTIK oVGia 1) 6€ KATo10 £K00YO.

6. E101kéc mpoE1domomcels

Ewwéc mposdonomosic:

H akp1pnic 61dyvwoon Tov vmepeAOIOETIVEQPPISIGLOV EIVOL OVGLOGTIKNG GNILOGTOC.

Omov dev vrapyet epeavig avtamdkpion ot epaneio,  dSidyvmon Bo Tpénel va emavadloroyeitat.

Evdéyetar va ypelaotel avénomn g d6omG.

O xtnviatpol wpémet va yvopilovv 0Tt 01 GKOAOL e VITEPPAOLOETIVEPPIOICUO StaTpEYovv avénpévo
kivduvo maykpeatitidog. O kivouvog avtdg evogyetar vo unv PelmBel pe v aymyn pe Tprhoatdv.

Idwaitepec TPOQLAGEELS YO TNV AGQAAN Yprion oto £idn LdwV:

Kobmg 1 mAelovotnTa TV TEPICTUTIKOV VTEPPAOIOETIVEPPIOIGHOD J1AYIYVDGKOVTAL GE GKOAOVG
nAkiog amd 10 émg 15 etmv, vrdpyovv cuyvd aAlec maBoloyikég diepyacies. Eivar wdaitepa
ONUOVTIKO VO, EAEYYOVTOL TEPUTTMOELS TPMTOTOHOVS NTATIKNG VOGOV KOl VEPPIKNG OVETAPKELNG,
KaOdG T0 TPOIOV avTEVOEIKVLTAL GE AVTEG TIC TEPITTAOCELS.




Q¢ gk TOVTOVL, KaTd TN dLapKeLn NG Bepameiag n 6don Tpénel va Tapakolovdeitarl oteva. Idtaitepn
nmpocoyn Ba mpémel va dideTon oTa NIATIKA EVEV LA, TOVE NAEKTPOAVTES, TNV OLPIO KoL TV KPEATIVIVT).

H tavtoypovn mapovcio cokyopm@dong dtofTr Kot VTEPPAOIOETIVEPPIIIGHOD OTALTEL E10TKN
mopoakoAovonon.

Edv évag oxbrog Exet MaPetl oto mopeABov Bepameia e PITOTAVN, 1) EXMVEQPIOLOKT AglTovPYia TOL Ba
&xel peroBel. H gpnepia og mpaypotikég cuvinkeg vrodeukvoet 6t Oa mpénel va pecorafel ot
TOVAGYIGTOV €VOG UMV LETAED TNG SLIKOTNG TNG MLTOTAVNG Kot TNG Evapéng Yopnynone g
TPIAOGTAVNC. ZUVIGTATOL 1] GTEVY TOPUKOAOVON OGN TNG AELTOVPYING T®V EXVEPPLOIOYV, KOOMS 01 GKOAOL
evdéyetan va gival o gvaictnTol oTig EMOPACELS TNG TPIAOGTAVNG.

To KTNVIHTPIKO PAPUOKO TPETEL VAL YPNCLLOTOLEITAL LE EEUPETIKT TPOGOYN GE CKOAOVE LE
TPOLTAPYOVT aVOLULic, KOODS EVOEXETUL VAL TPOKVYOUV TEPOITEPM UEIDCELG TOV OLLLOTOKPITY
(ovpmesévog 0YKOG KUTTAPMV) KOl TNG LOCOOLPIvIG. ATONTEITOL TAKTIKY| TopakoAovOno.

Idwitepeg mpouAdéeic mov wpémel vo AouBdvovtal ostd To (TOUO TOL YOPNYEL TO KTNVIOTPLKO
QopuokeLTKd Tpoidv oe {da:

H tprhoctdvn evoéyetal va PLEMGEL TH GVVOEST TNG TEGTOOTEPOVNG KOl EXEL OVTI-TPOYECTEPOVIKECG
w10t Tec. Ot yovaikeg Tov givar £YKveg | GKOTEVOLY VO, LEIVOLY £YKVEC Bal TPETEL VOL ATOPEDYOVY TOV
YEWPIOUO TOV KTNVIOTPIKOV QAPLLAKOV.

ITAOvete ta xépla 6ag Le Gomovve Kot vepd PETA amd Tuyaio EkBeon Kot PHETE omd yp1on).

To KITNVIATPIKO POPUAKEVTIKO TPOTOV UTOPEL VAL TPOKOAETEL EPEOIGHO TOV SEPLOTOG KOl TOV
opBoApmv, Kabmg Kot evaicintomoinon. e nepinTtoT TVYOING ETAPTC TOL EVOLMPTUATOG LLE TO LATLO
M 10 dépua, Eemhvvete auéomg pe apbovo vepo. Edv o epebioudc dev voywpel, (NTNoTE 10TPIKY
ouupfovAn.

Atopa pe yvoot vrepevaicincio oty tpthootdvn, T Paviiivn 1 To Pevioixo vatplo Bo mpémel va
OTOPEVYOLV TNV ETAPT LE TO KINVIATPIKO POPLOKEVTIKO TPOTOV.

H tuyaia katdmoon umopei va tpokorécel emProPeic emdpioels, OTMS vavTio, EUETO Kol S1dpPOla.
®a mpémeL Vo AQUPAVETOL LEPLLVA Y10 TNV OTOQVYT] TUYOL0G KATATOOTG, 101mg amd maidid. Kpatnote
TIG YEMOUEVEG GUPLYYEG LOKPLA atd ol Kol amoBnKeNoTE TIG (PNOLOTOI0VEVEG GUPLYYEG o€ BEom
7oV 0ev PAETOVV Ko dev mpooeyyilovy Ta Taldld.

Y& mepintwon tuyaiag Kotaroone, (Ntote ouécmg 1aTpikr GVUPoVAN Kot deiETe TO EVAAO 00MNYIDV
YPMNONG M TO XAPTIVO KOVTL GTOV Y10TPO.

Kvnon kot yorovyia:
Na unv yopnyeitai oe OnAvkovg oKOAOLS KATA T S1APKELD TG KUTONG 1] TG YOAOVYiG.

Tovyom o
Na punv yopnyeiton oe {da avamapaymyngs.

AMNAemdpboelc pe GAAL QOPUOKEVTIKA TPOTOVTO Ko AALES HOPPEG aAINAemiOpaoNC:

H mBavomra oAAnAemidpdoewv pe GALO QOPUOKEVTIKG TPOTOVTa OeVv £XEl LeAETN Ol E101KMG.
A&gdopEVOL OTL 0 VITEPPAOIOETIVEPPIIICUOG TEIVEL VO TAPATNPEITAL GE GKOAOLG LEYAAVTEPTG NAKING,
moALol amd avtovg Ba Aapfavouy TavtdYpova Kot GAAN POPUOKEVTIKT AY®YT. L€ KAMVIKEG LEAETEG deV
mapatnpnOnkoy cAAniemdpacelc. O kivouvog avamtuéng vrepkaAlaipiog Oa Tpémetl vo Aappdvetol
VILOYT €AV 1] TPILOGTAVT YPTCULOTOLEITAL GE GUVIVOAGHO LE KOAOGLVTNPTTIKA SLOVPNTIKA 1)
OvVOOTOAELG TOVL peTaTPENTIKOD eviDUOL NG ayyeotacivie (avactoreic MEA). H tavtdypovn xpiion
TOV &V MOY® QUPUAK®OVY TPETEL VO, VTOKELTOL GE OVOAVGT TNG GYE0TS 0QELOVC-KIVODVOL 0TTd TOV
Knviatpo, kabmg vapEay Ayeg avapopég Bavdtwv (cuureptiapfoavopuévov Tov arpvidtov Bavatov)
6€ oKVLAOVG TToL EAafav TovToOYpovn Bepameio e TpIAooTAVT Kot avactoAén Tov MEA.

Ynepdocoroyia:
H vrepdocoroyia pmopel vo odnynoet og evoeielg vmoeAotoemivePpdtepov (Abapyog, avopetia,

£UETOC, dLAPPOLa, KOPOLAYYELNKA COUTTOUATO, KATdppevon). Aev mapatnpnonke OvnoudtnTo PeETd
amo ypovia yopnynon 36 mg/kg oe vyeig oxvAoVS. QotdG0, puropel va avapévetatl BvnoudTnTo o8
TEPIMTOOT YOPNYNONG VYNAOTEP®V SOCEMV GE GKVAOVG LUE VITEPPAOLOETIVEPPLOIGLLO.
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Agv vmapyet €101k6 avtidoto yia v Tpthootdvn. H Bepaneia Oa mpémet va dtakdmTETON Kol pLtopel vo
€VOEIKVLTAL VTOCTNPIKTIKT Oepamein, OTWS KOPTIKOGTEPOELDT, O10pHMOT TOV JATAPUYDY 1GOPPOTIOG
TAOV NAEKTPOALTAOV KoL Beparmeia e VYPO, AVALOYX [E TO KAVIKG GUUTTMOUOTAL.

e mepurtdoelg o&eiag vepdocoroyiag, uropel vo etvar meEAMUN 1 TPOKANGT £lEo aKoAoVBOVEVN
amo yop1ynomn evepyov avOpaxa.

Tuyoboo 10TPOYEVIC PAOLOETIVEPPIOLOKT] OVETAPKELN AVAGTPEPETUL GLVIOMG YPIYOPO LETH T
dloKom TG aywyng. 201060, 68 va KPO TOGOGTO GKOAMVY, TO OTOTEAECUATO LTOPEL VO
mapotafodv. Metd amd pio efdopdda dlakomng TG AymYNg Le TpAootdvn, 1) Oepaneio Tpémel va
Eexvael €K VEOD g HEmUEVO pLOo ddomc.

7. AvemOounta coppavra
XKkoAot:
Oyt cvyva: ANOopyod?, avope&in?, éuetoc?, Siappora’
(1 éog 10 Lma/1.000 vrd OBepaneia
{oa):
Xravio Y mo@Aoloenve@piotcdc, vepoteAdppota. ToUTaVIGHOG,

(1 £oc 10 Lha / 10.000 v6 Oepansia ato&io, HoiKog TPOUOG, SEPUATIKES SLOTAPAYES, VEPPIKT|
Coa): avenapkeia’® kot apOpitido’

[ToAb omdvia Advvapio?, emveppidiokt vékpoon' kot arpvidiog 0Gvatog

(<1 Lo / 10.000 vmo Bepancia {oa,
CLUTEPILOUPAVOUEVOV TOV
LELOVOLEVOV AVAPOPDV):

AmpocdoploTng GUYVOTNTOS Oéela emveppidiaxn kpion (Kotdppevon)

(Aev pmopovv va ekTiundodv pe
Bdon ta dabéoipa dedopévar):

! Mropei va 0d1nyncouv 6 VTOQAOIOETVEPPISIGUO.

2 Bvdéyetan va @ovicTodV anTég ot evieifeig mov oyetilovton He 1TpoyEV VITOPAOIOETVEQPISIGO,
101lm¢ dv 1 mapakorovOnon dev elvar emapkig (PA. mapdypapo «Aocoroyia Yo KGO €100¢, TPOTOG
Kot 0001 yopnynone»). Ot evdeifelg etvar yevikd avoaoTpEWIIEG EVTOG LETAPANTOD YpOovViKoD
dluoTnuaTog HeTd tn dtokomn g Oepaneiog.

e okvAovg mov Edafayv Bepameia e Tpthoostdvn mopatnpnOnKay Aqbapyog, éuetog, didppota Kot
avopeia amovcio vOEiEemV VTOPAOIOETIVEPPIOIGILOV.

3 Mropet vo. amokalv@Oet kotd TV oymy HE TO TPoiov.
H Bepameio evdéyetarl va amokoivyel Tnv Voapén apbpitidag Aoy g Helmong TV evOoyEVMV
EMTESOV TV KOPTIKOGTEPOELODV.

H avapopd averiBountov cuoppdviov sivoar onpovtiky. Emttpénet ) cuveyn topakoilovdnon g
aoc@dAelag evog mpoidvtoc. Edv mapatnpnioete omoladmote avemBOunt evEPYEL, KOO Kol oV OgV
AVAQPEPETOL GTO ECAOKAEIGTO PVALO 0OONYIDV Y¥PNoNG N CUPPAALETE VIO TNV ATOTELEGUATIKOTITO TOL
QopUAKoV, TaPOKaAEIcOE Vo ETIKOIVOVIGETE, KATAPYAGS, LE TOV KTNVIaTpd coc. Mmopeite emiong va
AVAQPEPETE OTOLOONTOTE OVETLOOUNTO CUUPAVTA GTOV KATOYXO TNG ASEWG KUKAOPOPING
YPNOLOTOIDVTAG TO GTOLYEID EMKOVOVIONG GTO TEAOG ALTOV TOL PVALOL 0INYIDV YPNONG 1 LEG® TOL
€Bvikoh 60 GLOTHATOG aVaPOPAC: {oTotyeln E6VIKOD GLOTNLOTOG OVAPOPAIC}.
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8. Aocoloyia Yo KG0g €id0g, TPOTOS KAl 0001 Yopynong

Xopnyeital and 10 GTONA, pio POPa TNV NUEPQ, aneLdeiog 6TO GTOLN TOL GKOAOV, KOTA TOV XPOVO TNG
citiong.

H d60m évapéng e Oepanciog eivar mepimov 2 mg/kg. Tithomomote 1 6001 OVALOYQ LIE TV OTOULKN
amokpion, omwg kabopiletar amd v mapakolovdnon (PA. Tapaxdtm). Edv aroaiteiton avénon g
doong, avénote apyd v anaé nuepnota doom. o Tov EAeyy 0 TOV KAMVIKOV CUUTTOUATOV,
YOPNYNOTE TN YOUNAOTEPT OTaLTOVUEVT] dOGM.

Téhog, €6V ToL GUUTTOUOTA OV EAEYYOVTOL ETAPKAOG EML P0G TANPOVG 240pNG TEPLOOOV HETAED TV
d0cemv, eEETAOTE TO EVOEXOUEVO AENGTC TG GUVOMKNG NUEPN GG 600G EmG Kot Kot 5S0% kot
YOPNYNOTE TN ST 066N TO TP®L Kal TN Joh To Ppadv.

e pkpo aplipd {owmv evogyetol va amortovvtal 600ELg oNUHOVTIKG VYNAOTEPEG ad 10 mg avd Ko
COUOTIKOD BAPOLG aVA NUEPQ. TE AVTEG TIG TEPIMTMOGELS, ATULTEITOL KATAAANAT TpOcHET
mapoKoAovOnon.

H d60om pnopei va voroyiotel g €€Nc:

Huepnowa 66om (rlr{l_gg) X owpatiko Bapog (kg)

m
50 (H%)

‘Oykog (ml) =

IMao mocot e PikpoTEPEG ad 0,1 ml, ypnopomomote dAXo TPOidV.

Hapoaxoiovdnon:

[pwv and ) OBepancio Tpémel va Aapfavovral detypoto yio froynpikég eEetdoelg
(ovumepriopfavopévav Tov NAEKTpoALTAV) Kot dokiun diéyepong ACTH. X cvvéyeta, detypata Ba
Aappavovtar otig 10 nuépeg, otig 4 efdopdoes, otig 12 efdopnddeg Kot otn cvvEelo Kabe 3 pnvec,
UETE TNV apyIkn d1dyvmon Kot LeTd ond Kabe Tposapuoyn tng 06one. Eival emttaktikn aviykn va
dtevepyovvtan dokipég 01éyepong ACTH 4-6 dpec PeETA TN 1opynomn TG 0061G, MOTE Vo, tval QKT
N akpPng epunveio TV amotedespdtov. H yopiynon tov goppdiov to mpmi stvor tpotipndtepn
KkaBdg avtd Ba emttpéyel otov KTNVIaTPO caG va dievepynoet doKIIEG TopakoAovdnong 4-6 dpeg Hetd
TN yopnynon g 60omnge. [lpénet emiong va yivetar Taktikn aE0AGYNoT TG KAVIKAG TPOOSOV TG
vOG0oV Gg KGOE Eva 0o TO TOPOTAV® YPOVIKE G UELD.

Xe mepinton apvnTikod aroteléouartog tng dokiung oéyeponc ACTH katd v mapakoiovOnomn,
ay@YN TPENEL VO, SLOKOTTETOL Y10 7 NUEPEG KO GTT] GLVEYELD VO ETOVEKKIVEITAL E YOUNAOTEPT OOGT.
Eravolapete ™ doxun diéyepong ACTH petd omd daleg 14 nuépec. Edv to amotélecpa eEaxorovOel
va unv givoi S1eyePTIKO, SLOKOWYTE TNV aymyn £0G OTOV EUPAVIGTOVV EK VEOU TO KAVIKG GUUTTMLOTOL
TOV VIEEPPAOLOETIVEPPLOIoHOV. Emavarapete tn dokipooia oiéyepong ACTH éva pnva petd tnv
gmovévapén g Oepameiog.

AvOKIVIOTE KOAQ TPV amd TN XP1om.

9. Oonyieg Yo ™) c®GTI) YOpRYNON

Koapdia.

10. Xpdvor avapoviig

Agv gpapuodletat.
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11. Ewwkég ouvOnikeg dratipnong

Na pvidooetal o€ BEom, TV onoia dev PAETOLV Kot dev Tpooeyyilovv Ta TALd1d.

To @appakevtikd avtd TPOioY dev amattel Wwaitepeg cuvONKeg Beppokpaciog yio T eOAAEN TOL.
Na pn xpnoponoteital autd To KTNVINTPIKO QOPUOKEVTIKO TPOTOV LETE TV nuepounvia AnEng mov
AVaYPAPETOL GTO KOVTL KOl GTNV ETIKETO TNEG OLAANG pHetd v évoelén EXP. (AHZH). H nuepounvia

AEem¢ ouuminTel pe TNV TEAELTOLN UEPO TOV GUYKEKPILEVOL LNV,

Avgpxera {ong LeTd TO TPMTO AVOLYUa TNG GTOXEIDMOOVS GUCKELATTNG: 6 UNVES.

12. Ewwkég mpo@uracers amoppryng
Ta pappoko dev TPEMEL VOL ATOPPITTOVTOL HECH TOV AVUATMV 1 TOV OIKIOKOV OTOPANTOV.

XpNOOTOINOTE TPOYPAULOTO ETICTPOPNC PAPUAK®OV Y10, TNV ATOPPIYN U1 XPNCLOTOOEVTOV
KTNVIOTPIK®V POPUUKEVTIKOV TPOIOVI®V 1 GAL®Y DAIK®OV OV TPOEPYOVTOL Amd TN YP1ON TOVG
GULPMOVE, LLE TIG TOTIKEG OOITNOELG KOt e TUYOV 1oybovTo eBvikd cuotiuate cuAloyne. Ta pétpa
OUTE OTOGKOTOVY GTIV TPOGTAGIO TOL TEPPAAAOVTOG,.

Yvppovievbeite Tov kNVioTpd GOG 1 TOV POPUOKOTOLO GOG Y10 TOV TPOTO ATOPPIYNG TOV
YPTOILOTONOEVTOV QOPUAK®V.

13.Taivopnon TOV KTNVIWWTPIKAOV QUPLIKEVTIKOV TPOIOVTOV

Na yopryeital LOvov e KTNVIOTPIKT CLUVTAYY.

14. ApwOpoi doc1og KVKLOQOPIOG KOl GVGKEVUGIEG

2VoKELOGIEC:

EU/2/24/313/003 — Xdaptivo kovuti Tov Tepiéyel o erodn tov 10 ml, pio Socopetpikn cbpryya
moAvmpomvieviov Tov 1 ml Ko pio S0GOPETPIKT GVPIYYO TOAVTPOTVAEVIOL TV 5 ml
EU/2/24/313/004 — Xaptivo KouTi TOL TEPLEYEL Mio LI ToV 25 ml, pio docoueTpikn chptyya
ToALTTPOTTVAEVIOL TOV 1 ml Ko pic 50GOUETPIKT GVPLYYA TOAVTPOTVLAEVIOL TV 5 ml
EU/2/24/313/005 — Xdaptivo kovti Tov Tepiéyel o erodn tov 36 ml, pio docopetpikn cvptyya
moAvmpomvieviov Tov 1 ml Ko pia SocopeTpikr| GVPIYYO TOAVTPOTVAEVIOL TV 5 ml
EU/2/24/313/006 — Xdaptivo kouti mov Ttepiéyel o rodn tov 50 ml, pio docopuetpikn chpryya
moAvmpomvieviov Tov 1 ml Ko pia SocopeTpikry cVPLYYR TOAVTPOTVAEVIOL TV 5 ml
EU/2/24/313/007 — Xdptivo Kovti Tov Tepiéyel pio erodn tov 72 ml, pio docopetpikn cvptyya
moALTTPoTVAEVioL Tov 1 ml Ko pic 50GoUETPIKN GVPLYYA TOADTPOTLAEVIOL TV 5 ml
EU/2/24/313/008 — Xdaptivo kovti mov mepiéyel pio erain tov 100 ml, pio docoueTpiky cOpryyo
moAvmpomvieviov Tov 1 ml kKo pia SocopeTpikry cVPLYYa TOAVTPOTLAEVIOL TV 5 ml

Mmropei vo, unv KoKAOPOPOLY OAEG Ol GUGKEVAGIEC.

15. Hpepounvia tedevtaiog avaes@pnong Tov GUALOV 00NYIAOV YPNGNS

09/2025
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Aentopepeic TANpo@opiec Yo T0 v AGY® KTNVIATPIKO QOPHOKEVLTIKO TPOToV eivan dtabéaieg ot
Béon dedopévav g EE yia ta ktnviatpud tpoioévta
(https://medicines.health.europa.cu/veterinary/en).

16. Xtoyycio emkolvoviag

Kéroyoc tne ddstog kukAopopiac:
Axience

Tour essor, 14 rue Scandicci
93500 Pantin

ToAAia

ITopackevooTng LITEVOHVYVOC Y10 TNV ATOOEGUEVGT] TV TOPTIOWV:
Lelypharma bv

Zuiveringsweg 42

8243 PZ Lelystad

Kéto Xmpeg

Tomkol ovTIpOoMTOL <KOL GTOLYEIN EMKOWVOVIOS Y10 TNV 0Vopopd THaVOAOYOVU UEVAOV OVETIODLUNTOV
EVEPYELDV:

T'a omoladnote TANPOPOPIa. GYETIKE LE TO TAPOV KTNVIOTPIKO PUPLOKEVTIKO TPOTOV, TapaKkaleicOe
va amevBuvheite GTOV TOTIKO AVTITPOGMITO TOV KATOYOL TG AOEL0C KUKAOPOPING.

Belgié/Belgique/Belgien Lietuva

Axience Magnum Veterinarija SIA
Tour Essor - 14, rue Scandicci Ulbrokas street 23

93500 Pantin Riga, 1021
Frankrijk/France/Frankreich Latvija

Tel: +33 141832310 Tel: +371 2942 3705
pharmacovigilance@axience.fr magnum@magnumvet.lv
Peny0auka bnarapust Luxembourg/Luxemburg
VETWEST LTD Axience

10 Poduevo Str Tour Essor - 14, rue Scandicci
BG 1113-Sofia 93500 Pantin - France

Ten: +359 888713685 Tél: + 33 141832310
ortho@vetwest.eu pharmacovigilance@axience.fr
Ceska republika Magyarorszag

Samohyl group a. s. ALPHAVET Zrt.

Smetanova 1058 HU-1194 Budapest, Hotherr Albert u. 42.
CZ-512 51 Lomnice nad Popelkou Tel: +36 22 534 500

Tel: +420 481 653 111 E-mail: vevoszolgalat@alpha-vet.hu
obchod@samohyl.cz

Danmark Malta

Salfarm Danmark A/S Borg Cardona & Co. Ltd
Nordager 19, Eltex, Dr. J. Zammit Street,
DK-6000 Kolding MT-Balzan BZN 1434

TIf: +45 75 50 80 80 Tel: + 356 79941977

info@salfarm.com regulatory@borgcardona.com.mt
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Deutschland

Axience

Tour Essor - 14, rue Scandicci
93500 Pantin - Franckreich
Tél: +33 141832310
pharmacovigilance@axience.fr

Eesti

Magnum Veterinarija SIA
Ulbrokas street 23

Riga, 1021

Lati

Tel: +371 2942 3705
magnum@magnumvet.lv

EALGoa

Neocell Ltd

Veterinary Pharmaceuticals
10th klm Athens-Lamia
GR-144 52, Metamorfosi
Athens

TnA: 210 2844333
info@neocell.gr

Espaiia

Ecuphar Veterinaria SLU
C/Cerdanya, 10-12 Planta 6°

ES- 08173 Sant Cugat del Vallés,
Barcelona

Tel: +34 935955000

Email: info@ecuphar.es

France

Axience

Tour Essor - 14, rue Scandicci
FR-93500 Pantin

Tél: +33 141832310
pharmacovigilance@axience.fr

Hrvatska

PHOENIX Farmacija
Jezdovecka ulica 143, Jezdovec
HR-10 250 Luc¢ko

Tel : +385 13650 111
info@phoenix-farmacija.hr

Ireland

Axience

Tour Essor - 14, rue Scandicci
93500 Pantin - France

Tél: + 33 141832310
pharmacovigilance@axience.fr

Nederland

Axience

Tour Essor - 14, rue Scandicci
93500 Pantin - Frankrijk

Tél: +33 141832310
pharmacovigilance@axience.fr

Norge

Salfarm Scandinavia AS
Fridtjof Nansens Plass 4,
NO-0160, Oslo

TIf: +47 902 97 102
norge(@salfarm.com

Osterreich

Axience

Tour Essor - 14, rue Scandicci
93500 Pantin - Frankreich

Tél: + 33 141832310
pharmacovigilance@axience.fr

Polska

ScanVet Poland Sp. z. 0.0.

Al Jerozolimskie 99 m.39

PL - 02-001 Warszawa

Tel.: + 48667689681
pharmacovigilance@scanvet.pl

Portugal

Belphar Lda

Sintra Business Park 7, Edificio 1,
Escritorio 2K

Zona Industrial de Abrunheira
PT-2710-089 Sintra

Tel: +351 308808321
E-mail:_info@ecuphar.pt

Romania

SC MONTERO VET SRL
Celofibrei Street 25-27
RO-Bragadiru/Ilfov

Tél: + 40 729 290 738
client@montero.vet

Slovenija
VETPROMET
Cesta na Brdo 100,
SI-1000 Ljubljana

Tel : 01 256 78 06
info@vetpromet.si


mailto:magnum@magnumvet.lv
mailto:norge@salfarm.com
mailto:info@phoenix-farmacija.hr

Island

Salfarm Danmark A/S
Nordager 19,

6000 Kolding - Danmérk
Simi: +45 75 50 80 80
info(@salfarm.com

Italia

Ecuphar Italia S.r.1.

Viale Francesco Restelli, 3/7
IT-20124 Milano

Tel: +39 0282950604
E-mail: info@ecuphar.it

Kvnpog

T.C.Christoforou Ltd

12 Klimis Street, Agiou Fanouriou,
Aradippou Industrial Area
CY-7101 Larnaca

TnA: + 35799560155
drug.safety@tcc.com.cy

Latvija

Magnum Veterinarija SIA
Ulbrokas street 23

Riga, LV-1021

Tel: +371 2942 3705
magnum@magnumvet.lv
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Slovenska republika

PHARMACOPOLA s.t.0.

Svétokrizske nam. 11

SK-965 01 Ziar nad Hronom

Tel: +421 905 498 861
Email:neziaduce.ucinky@pharmacopola.sk

Suomi/Finland
Salfarm Danmark A/S
Nordager 19,

6000 Kolding - Tanska
TIf: +45 75 50 80 80
info@salfarm.com

Sverige

Salfarm Scandinavia AB
Florettgatan 29C,
SE-254 67 Helsingborg
Tel: +46 767 834 810
scan@salfarm.com

United Kingdom (Northern Ireland)
Ecuphar NV

Legeweg 157-1

8020 Oostkamp - Belgium

Tel: +32 50314269

E-mail: info@ecuphar.be
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