A. ®YAAO OAHI'TQN XPHXHX



OYAAO OAHI'TQN XPHXHX

1. Ovopooio TV KTNVIOTPLKOD QUPULUKEVTIKOD TPOIOVTOg

Alfadexx 2 mg/ml evéoipo dtdlvpa yio Ghoya, Poogdn, aiyeg, xoipovg, okdAovg kot yateg (AT, BE,
BG, CY, CZ, DE, EE, EL, FR, HU, HR, IE, IT, LT, LU, LV, NL, PL, PT, RO, SI, SK)

Alfadexx Vet 2 mg/ml gvéoipo didAvpa yio droya, Boogidn, aiyes, xoipovg, okdAovg kat yates (DK,
FL, IS, NO)

Glucadex 2 mg/ml gvéoipo dtdlopa yio Ghoya, Poogdn, aiyeg, xoipovg, oxbAovg kot yateg (SE)

2. YvvOeon

Ka0e ml mepiéyet:

APUGTIKO GVGTOTIKO:

Dexamethasone 2,0 mg
(¢ dexamethasone sodium phosphate) 2,63 mg
"Exodoyo:

Benzyl alcohol (E1519) 15,6 mg

AwwyEg, aypopo £0¢ EAUPPOS KAPET] VOATIKO SLUAVLLOL.

3. Eion {owv

Aloya, Booeldn, atyec, yoipot, GKOAOL Kot YOTEC.

aloain N0

4. OepamevTIKEg gvOEilelg

Aloya, Booetdn, aiyeg, xoipot, GKOAOL kot YATEG:
Oepameio PAEYLOVNG KOl AALEPYIKAOV OVTIOPAGEWDV.

Aloya:
®epameio g apbpitidog, Bviaxitidag 1 TevovToehvTpiTIdNC.

Boogon:
Bepameio TG TPOTOTAOOVG KET®ONG (aKETOVOLUING).

[IpéxAnon toketov.

Alyec:

Bepameio NG TPOTOTAOOVG KET®ONG (AKETOVOLUING).
5. Avtevoeileilg

EKt0¢ amd EKTAKTEG TEPIMTMOGELS, PNV TO YPNOILOTOLEITE 6€ (MO TOL TAGYKOVV OO CAKYOPDIN
SLafTr, VEPPIKT OVETAPKELD, KOPOIOKT OVETAPKELL, VITEPPAOLOETIVEPPLOIGLO 1| 0GTEOTOPWOT).



Na punv ypnoiLonoteitar 6€ 10yeveic AOUDEELG KOTA TO LOKO GTASIO 1| OE TEPITTAOGEL GUCTNUATIKOV
LUK TIOGIK®V AOUDEEWDV.

Noa unv ypnoytonoteitor 6€ (Mo TOL TAGYOVV GO YUSTPEVTEPIKO EAKOG 1) EAKOG TOV KEPOTOEID0VG 1
delodNKWOT).

Na pnv yopnyeiton evdoapOpikd, dtav vdpyovv eVOeiEels KatayudTmVy, PaKTnplok®y AOIUOEEDY TNG
apBpwoNC M AGNTTIKNG VEKP®GNG TOL 0GTOV.

Na unv ypnoyLonolEital G€ TEPITTM®OT YVOOTNG VIEPELOITONGING GTO OPAGTIKO CLGTATIKO, GE
KOPTIKOGTEPOELDN 1 G KATO10 £KS0YO.

BA\éme eniong v mapdypo@o mepi ¥pnong Kot v €yKupochvi Kot Tov OnAacuo.

6. Ewwég mpocrdomonocig

Edwkéc mposidomomoelc:
Koapio.

ISaitepec TPOELAGEELS Y0 TNV oA ¥priom oTa gidn (hwv:

Elvar yvootd 611 Ta avTipAEYHLOVDON KOPTIKOGTEPOELDT|, OwG 1 deapebalovn, Tpokarodv evpl
Qacpo, avemBountTov evepyelmv. [apott ot pdmas vyniég dOGEIC lvar YEVIKA KOAG AVEKTEG,
EVOEYETOL VAL ETAYOVV COPaPEG AVETIODUNTES EVEPYELEC GE LOKPOYPOVID YPTIOT) KOl OTOV YOPTYOUVTOL
€0TEPEG LE PaKPE O1apKELD SPAOTG. ZVUVETMG, O€ TEPIMTMON UETPLOG £OC POKPAG S1EPKELNS ¥PIoNG, M
docoloyia Ba mpémel va meplopileTat TNV EAAYLIOTN AvayKOio Yio TOV EAEYYO TOV GUUTTOUATOV.

H avtomdkpion ot pakpoypdvia Oepameio 0o mpénel va mapakolovdeital o€ TOKTIKG S10GTHLOTO 0O
ktnviatpo. ‘Exet avoaeephei 6TL 1) 1p1 oM KOPTIKOGTEPOEWODV GE GAOYH ETAYEL EVOOVLYITION. XVVETMG,
T GAoya Tov AapBdvovy Bepaneia e TETOL OKEVACUATO B0l TPETEL VO TAPOKOAOVOOVVTOL CLYVA
KT TN O1GpKELD TG TEPLOSOV Depameiog.

AOY®D TOV POPLOKOAOYIK®OV 1310THTOV TOV dPpUCTIKOD GLGTATIKOD, Oa Tpémel va diveTan Wiaitepn
TPOGOYN, OTAV TO KTNVIOTPIKO PUPUAKELTIKO TPOIOV yp1olonoleitan o€ (da pe eEacbevnuévo
OVOGOTOINTIKO GUCTNLLOL.

Me eéaipeon Tig TEPMMTMOGELG TNG KETMOTG KL TNG TPOKANONG TOKETOV, O GKOTOG TNG XOPYNONG
KOPTIKOGTEPOEWOMV Elvat LAAAOV 1 ETOY@YN PEATIOONG TOV KAIVIKOV GUUTTOUATOV Topd 1) Oepaneio.
H vrokeipevn vocog Ba tpémetl va diepevuvatal Tepottépm.

Metd amd gvdoapfpikn xoprynon, n xpnon e apbpmaong Oa mpémnel va elayiotomoteiton yio Evay
puiva Kot 0gv Oa TPETEL VoL TPOYLATOTOLEITOL YELPOVPYIKT ETEPPAOT OTNV APOPOOT EVIOS OKTM
eBOoUGd®V amd TN YP1oN ALTAG TNG 050D YOPNYNONG.

Oo mpémel vo, AapuPAaveTal HEPYVO, MGTE VO UMV YIVETOL VTTEPSOGOAOYIN GE PLAEC POOEOMY TV
Ayyhovopuoavoikadv Nicwv (Channel Island).

Idwitepeg Tpourdéelg mov wpémet va Aaufdvovior amd To GTOUOo TOL YyOPNYEL TO KTNVINTPLKO
QopuaKeLTIKO TPOTdv oe (o

To KTNV1aTPIKd EOPUAKEVTIKO TPOTOV TTepLEXeL de&apeBalovn, 1 omoia pmopel va TPOKaAECEL
OAAEPYIKES AVTIOPACELG GE OPLOUEVOVG avOpDOTOLE. Oa Tpémet va AapdveTol LEpva, MOTE Vo
amo@evyETOL 1 KaTh AdOoC avtoéveo). Xe mepintmon mov katd AdOog kdvete avtoéveon, va
avalnmoete apéomg Tpikn fondeto Kot va emdei&ete oToV 10TPO TO EGCOKAEITTO PVUAAO 0ONYIOV
YPNOEWMS 1] TNV ETIKETO TOV PAPLOKEVTIKOD TPOIOVTOC.

Atopa pe yvoot vrepevotsncio ot deapebalovn Ba Tpémel va amoehyovy TV EmaQN UE TO
KTNVIOTPIKO QOPUOKEVTIKO TPOTOV.

IMo v amoevyn Kivdbhvov Katd AaBog avtoéveonc, ot £yKveg yuvaikeg dev Ba Tpémetl va yepilovtat
ovt6 o mPoidv. H de€apedalovn evdéyeton va ennpedaost T yovipotnta 1 1o Eufpuo.

To KTNVIATPIKO EUPUAKEVTIKO TPOTOV eival epedioTikd Yia To dEpa Kot To LaTio. ATOQVYETE TNV
EMOQON LE TO OEPUA KOL TOL LLATLOL LE TEPIMTMOOT TVYOIOG ETOPNC TOV KTNVIATPIKOD QOPLUOKEVTIKOD
TPOIOVTOC [LE TO dEPLA 1] TOL LATLO, EETAVVETE LLE LEYAAT TOCOTNTO VEPOL. EdV eppavioTovy
CUUTTOUOTO, AValNTNOTE 10TPIKT GUUBOVAN.

Eyxvpoosvn kot yoAovyio:
Me g€aipeom T ¥pNon TOL KTNVINTPLKOD PAPUOKEVTIKOD TPOTOVTOG Y10, TNV TPOKATOT TOKETOV GTO.
Boog1dn, Ta KOPTIKOGTEPOELDN OEV GLVIGTAOVTAL Yl ¥P1IOT KOTA TN dtdpkeln TG kinong. Eival yvooto




OTL 1] YOPNYNON OTO TPAOTA GTAdIO TG KOMONG £XEL TPOKOAETEL EUPPLIKEG avmpaiies o (Do
gpyaotnpiov. H yopniynon oto tedevtaio otadio TG KONONE EVOEYETOL VO, TPOKOAEGEL TPMILO TOKETO
N amoforn. H yprion koptikootepoeldmy 6€ YOAOLY0VGEG AYEAADES KOt OiyEg EVOEYETAL VO TPOKAAEGEL
TOPOOIKN LEl®ON NG YOAUKTOTAPOYOYS.

Na ypnoponoteitor og INAalovta {da PLOVO GOUEMVA, LLE TNV EKTIUNOT 0PELOVG-KIVOHVOL TOV
VEVHVLVOL KTNVIATPOUL.

BA\éme eniong v mapdypoo mepi avemBopntov cuufavioy.

AMnAemidpacn pe GAAN QOPUAKEVTIKA TPOTOVTA KOl GAAES LOPPES OAANAETIOPAOTG:

H tavtoypovn xpnomn Le un 6TEPOELDN OVTIPAEYLOVDON pdppoka (MZAD) evdéyetar va emiteivel
TUYOV EEEAKMON TNG YOOTPEVTEPIKNG 000V,

AOY® TOV OTL TO, KOPTIKOGTEPOELDN LITOPOVV VO LELOGOVY TNV ATOKPIGT TOV 0VOGOTONTIKOD GTOV
guporacud, n deEapedaldvn dev Ba Tpémetl va ypnoipomoieitor oe Guvovacud pe UPOALa 1] EVTOG dVO
eBdopddwv petd and Tov eufolacuo.

H yoprynon de€apebalovng pumopel va mpokalécel VITOKOAALIO Ko, ETOUEVOS, VO 0VENGEL TOV
Kkivouvo to&ikdtnTag amd Kapdlokég YAVKocides. O kivdvuvog vmokolapiog evoéyetal vo avéndei, edv
n de&apebalovn yopnynbel tavtdypova pe dovpnTIKa OV ££AVTAOLY Ta 0moBépata KaAiov.

H tavtoypovn xpnomn Le avtiyoMvesTePACT) EVOEYETAL VO ETPEPEL OLENUEV LLTKT] aduvapio og
aocBeveic pe MvacOévelo Gravis.

Ta yAvkokoptikoedn| aviayovilovtot T dpaon e tveovAivig.

H tavtoypovn xpnon pe gatvoPapPredin, eoavoutoiv Kot pipapmikivn Pnopel va HELGEL T dpdon
g de&apefalovne.

Ynepdoooroyia:
H vrepdocoroyio pumopel va endyst vmvniia kot AnBapyo ota GAoya.
BA\éme v mapaypoo mepi avertBopuntov cuufavioy.

Kopiec acvupatotnrec:
AOY® ENAEYNG LEAETMV OGVUPATOTNTAC, TO TAPOV KTNVINTPIKO QUPUAKEVTIKO TPOIOV dEV TPETEL VoL
OVOULETYVOETOL LE GAAO KTNVIOTPIKG QOPUAKEVTIKA TPOIOVTA.

7. AvemOopunta coppavra

Aloya, Boogdn, aiyec, xoipot, GKOAOL Kot YATEG:

[ToAd oravia Avtidpdoelg vepgvaicinoiag.
(<1 Lo / 10.000 vrd Oepancio {ma,
CLUTEPILOUPAVOUEVOV TOV
LELOVOLEV®V OVOQOPDV):

Apocdidpiotn cuyvotnta (dgv Y ep@Aol0entve@pdloog (1tpoyevéG GHVOPOLLO
umopel va extiunOei pe faon ta Cushing)', Statapayn tov emveppidiov (atpopio)?,
dwbéoipa dedopévar) moAvovpia (avEnuévn dtovpnon)?,

moAvdyio (owénuévn Siya)®, molvgayio (cvénuévn
opeln)?, koBvotepnuéV ETOVAMON TPADIATOC,

draTapoayn NAEKTPOAVTOV (KaTtaKpdTnor vaTpiov Kot
vepoD, vrokahtopio [xopunié kéio oto aipal)?, petaBoréc
TOV PLOYNUKOV KOl GLOATOAOYIK®DY TUPUUETPMV TOV
aiporog, vepyAvkatpio (VYNAd GaKyAPO GTO aipa)’,
deppoTikn acPéotmon (evandbeon acPeotiov oto dépua),
Aémtuvon dépuatog,

dlaTapayn 0vocomTomTIKOD GLGTANATOG (eacfevnuévn
avtioTaon o€ Aolpmén, emdEivooT VEIGTAUEVOY
LMomEemv)’,

yootpeviepikh eEéhkmon’, ofsin maykpeatitido (PAeypovy
1OV TOLyKpéToC)®,

nratopeyakio (peyébvvon tov Rrotoc)’;

emOetucomra'’, katdOlwym'!,




HELOPEVT BLOGIHOTTA TmV OGOV, KaTokpdToT TOV
nhakovvra !>,

gvoovuyitioa,

ueimon e YyoAUKTOTApOy YN,

' Topmepopfaver onpovTiky HETABOAY TOV HETABOAMGHOY TOL ATOVG, TMV LATAVOPEK®Y, TOV
TPOTEIVOV KOL TOV 0VOPYOVOV GTOLYEIDV, 00TYDOVTOS Y10 TAPAOELYLOL OE OVOKOTOVOLUT TOV
COUOTIKOV AITOVE, PUTKH adVVOpio Kol am®AEL PUTKNAG LAlag, KaOdS Kol 06TEOTOPWOT).

2 Metd ) Srakomn Tng Oepomeiog, EVOEXETAL VOL ELPAVIOTOVY GUUTTMUOTO. EXIVEPPIILUKTG
OVETAPKELONG £MG KL PAOLOETIVEPPLILAKT OTPOPI0. KOl 0VTO EVOEYETAL VO KATOGTNHGEL TO {0
avAuTopo vo, avteneEADel ETUPKOC G€ GTPECOYOVEG KATOOTAGELS. Ou Tpémel, vo e€etalovtat uéca
EAAYLOTOTTOINGTG TV TPOPANUATOV ETIVEPPIOIOKNG OVETAPKELNG LETA TN dlokomn NG Oepameiog w.y.
CUUTTOGCT TNG OPUG YOPNYNONG 0OCTG LE TV DPO TNG EVOOYEVOLS KOPOPMONG TNG CLUYKEVIPWOONG
g KopTIOANG (ONA. TO TPWI Y10 TOVG GKVAOVS Kot TO Bpddv yia Tig Yates) Ko Padpaio peimon g
docoloyiag.

3 18aitepa KoTd ToL opyiké oTAd10L TG OEpameioi.

 KOTOMY LOKPOYPOVIOG XPAONG.

3 TapodIKY.

5 Otav ypnoomolovvTal GTEPOEISH TaPOVGio. PAKTNPLAKTC AOIHmENC, amarteital cuVROMS KEAVYY pe
avTioktnplokd edppako. ITapovsio 10yevmv AOUOEEDV, TO GTEPOELON EVOEYETOL VO, EMOEVMDGOVV 1|
va emTayvvouy v eEEMEN T VOGOV.

" umopei va emdetvodel og 060eveic 6TOVC 0MOIOVE YOPNYOVVTAL ) GTEPOELST| AVTIPAEYLOVASY
eapuoka (MZA®D) kot og (MO LE TPOVUATIGUO TOV VAOTLAIOL HVEAOD.

¥ awénuévog kivsvvoc.

? oyetiletar pe adEnom TV NIOTIKOVY EVEOIMY TOV 0pov.

10 6¢ GrOIOVC.

! tepioTaciakd o€ YATeC Kot GKOAOVC.

12 tory TO TPOTOV YPNGILOTOLELTAL Y10 TPOKANGT TOKETOD GE POOEISN.

B mbavn acdAovdn unTpitido /Kot VTOYOVILOTHTOL.

H avagopd averbountov coppdviav eivar onpavtiky. Exitpénet  cuveyn napakolobnon g
aoQAAELag EVOC TPoidvToc. Edv mapatnprioete omoladnmote avemBounTn evEPYEL, OKOLO KOl oV OgV
OVOQEPETAL OTO EGOKAEITTO GUAAO 00N YLDV ¥PNoNG 1] AUPPAALETE Y10, TNV ATOTEAEGLLATIKOTITO TOV
QopUAKoV, TAPOKAAEICOE VO EMIKOIVOVIGETE, KATOPYAC, LE TOV KTNviaTpo coc. Mropeite eniong va
OVOPEPETE OTTOLAONTOTE AVETIOVUNTO GUUPBAVTO GTOV KATOYXO TNG ASEWG KUKAOPOPIG 1 GTOV TOTIKO
AVTITPOGHOTO TOV KOTOYOV TNG AOE10C KUKAOPOPING YPTOLOTOIDVTAS TO, GTOLYEIN ETKOVOVING 6TO
TEAOC 0LTOV TOV PVALOL 0OMYIDV ¥PNONG, N LECH TOV €0VIKOD GOG GLGTNUATOS AVAPOPAS:

EArGda

EBvikog Opyaviopdc Gapudkov

Meooyeimv 284

GR-15562 Xolapyog, Abnva

TnA: +30 21 32040213

e-mail: vetpharmacovigilance@eof.gr

Iototomog: http://www.eof.gr

8. Aocoloyia Yo kKG0Og €id0g, TPOTOS KAl 0001 Yopnynong

Aloya: evOoPAEPL, evOOpLIKT, EvioapBpikn Kot TeplapBpikn xpnon.
2KOAOL KOt YATEG: eVOOPAEPLO, EVOOLVTKT Kol LITOdOPLL XPTON.
Booedn, aiyeg kot yoipot: EVOOPAEPLL KOl EVOOUVIKT Yp1OM.

['oa ) Bepancio pAeypovemddv 1 oAhepyikdv TabNcewy:
JuvioT@vTol ot akOAoveg uéceg docelc. QoTdc0, N TPAYUATIKT d00T Tov Oa ypnciorondel Oa
npénel va kabopileton pe fdon ™ PapdtnTa TOV CLUTTOUATOV Kot TNV £0C TOTE SIAPKELY TOVC.

Eidog Aocoloyia
Aloya, fooedn, aiyeg, xoipor 0,06 mg de&apebalovng/kg copatikov Bapovg.



(1,5 ml kmvuaTpikod eappoakevtikov mTpoidvtog/S0 kg cmpatuicon
Pépovg)

XKoot YaTeg 0,1 mg d6e&apebalovngkg copaticod Papovg.
(0,5 ml ktmvuaTpikod pappakevtikov mpoidvtog/10 kg copatucon
Bépovg)

o ) Bepaneia g tpwTonaBols KETmwong (aKeTovoriag):

IIpoteivetan yopnynon_piag 66ong 0,02 — 0,04 mg deEapebalovng/kg copatikov Bépovs (Boogdn: 5—
10 ml kTnviaTpikov eapuakeLTikod Tpoidviog avd 500 kg copotikov Bapovg, aiyes: 0,65—1,3 ml
KTNVIATPIKOD QOPLOKEVTIKOD TPOTOVTOG avd 65 kg copatikov Bapovg) e epamal evoopviKn Eveor
avéioya pe 1o péyedog Tov LMoL Kat TN SLAPKELD TOV GCVUTTOUATOV. Y ynAdtepeg 60ce1g (OnA.

0,04 mg/kg) amatrtovvat, €4V TO, CUUTTOUATO Elval TOPOVTA Y0 OPKETO Kapod 1 €6V yopnyeital
Oepaneio o (Do, OV £YOVV TAPOVGIAGEL VTOTPOT.

T v TPOKANGT TOKETOL - Y10, TV ATOELYN LIEPPOAKE Heydlov peyEBovg Tov euPpvov Kot
0101 LOTOC TOV HOoTOD GE PO0ELON:

Mia gpanag evdopvikn éveon 0,04 mg 6e&apebaldvngkg copatucod Bapovg (Tov avtictolyel og
10 ml kTViATp1KoD PUPUOKEVTIKOV TPOTOVTOG Yol ayeAddeG cwpatikov Papovg 500 kg) petd tnv
nuépa 260 g eYKLULOGVUVIG.

O toxeTog emépyetol cLVNOWS gvTog 48—72 wPGV.

T ™ Bepamneio tng apbpitidoc, g Bviokitidag 1 tevovrodnkitidog pécm evdooapHpikng 1
neplapOpkng éveong 6to GAoyo:
Adon 1-5 ml kTVIeTPIKOD EUPUOKEVTIKOD TPOIOVTOG ava Bepomeia.

Ot mocdtTeg dev elvan €101KEC Ko TapatiBevtol povo mg odnyos. Oo mpémet vo mponyeital n
aQaipeot 1603VVAIOL OYKOV apfpikod VYPOL TOV EVEGEMV GTO LEGAPHPLN SLOCTHUATO 1] GTOVG
Bvloxec.

Xe QAOYO TOV TOPEYOLV TPOPLULA TTOL TPOOPILoVTaL V1o, avOPOTIVY] KATAVAAWDGT €V TPETEL VO, YivETOL
vépPaom tng cuvortkng 60omg 0,06 mg de&apebalovngkg copatikod Bapovs. Eivar arapaitntn n
ovotnpr| aonyio.

9. Oonyieg o ™) cGTI LOP1YNON

Agv 1oyvet.

10. Xpévor avapoviic

Boogdn kot aiyec:
Kpéag kot edmdot wotoi: 8 nuépec.
T'éra: 72 opec.

Xoipou:
Kpéag kot edmdpot 1otol: 2 nuépec LETA 0md EVOOLVIKT YOpIYN o).
Kpéag kot edddipot wotoi: 6 nuépeg petd amd evoopAEPia xoprynon.

Ahoya:
Kpéag kat edddipot 1otoi: 8 nuépsc.
Agv gmitpénetan 1| YOp1yNOT G€ GAOYO TO OTTOIC TOPAYOVY YAAQ Y10 AVOPOTIVY KATAVAAWDCT).

11. EIAIKEX XYNOHKEX AIATHPHXHX

Na puAdooetatl o Béon, TV omoia dev PAETOLY Kat dev Tpoceyyilovv Ta TaLdd.
Na pvAdooetal To PLOAIS0 6TO EEDMTEPIKO KOVTL Y10 VO TPOGTATEVETAL OO TO PWC.



Aldpketo {oNG LETA TO TPMTO AVOLYLLO TOL TEPLEKTN: 28 MUEPEC.

Na pn xpnoLonoteital ovTd To KTNVINTPIKO QOPUOKEVTIKO TPOIOV PHETA TNV Nepopnvia ANENG Tov
avaypa@ETOL 6To KOUTi Kot otnV €TikéTa petd to Exp. H nuepounvia AMéewc coumintet pe v
TEAELTALN NUEPO TOV CLYKEKPIUEVOD LN VAL

12. Ewwkéc mpogurderg amoppryng

Ta papuake dev TPETEL VO OTOPPITTOVTOL HEGH TOV ADUATOV 1) TOV OIKIUK®V OTOPANTOV.
XPNOYLOTOMOTE TPOYPALLOTH ETGTPOPTG POPULAKOV VIO TNV ATOPPIYN U XPTCILOTO0EVTOV
KTNVIOTPIKOV QAPLOKEVTIKMY TPOIOVTWOV 1] GALDY DAIK®OV IOV TPOEPYOVTAL OO T XPTON TOVG
COLPOVA L€ TIC TOTIKEG AUITNOELS KO e TuydV 1oybovTo, eBvikd cvotiuata cvAloyng. Ta puétpa
OVTA OTOGKOTOVV GTNV TPOGTAGIN TOL TEPPAAAOVTOC.

13. Ta&vépnon TOV KTNVIOTPIKAV QUPLIKEVTIKOV TPOTOVTMV

Noa yopnyeitor LOVOV Le KINVIOTPIKT GLVTAYT.

14. Ap1Opoi Gog10g KUKAOQPOPINS KUl GVCKEVOGIESG

84804/21-09-2021/K- 0246601

Konpog: CY00843

Awooyn eroidio tomov I, 50 ml kou 100 ml, kAeiouévo pe Toua gloydpnong Ppopofovtuiikon
EMOOTIKOV € EMGTPMOOT] KOL TAOUN OAOVUIVIOV GE YOPTOVEVIO KOVTI.

Yvokevaoieg:
Xaptovévio kovuti pe 1 glaAidto tov 50 ml.

Xaptovévio kovuti pe 1 graAido tov 100 ml.

Mmropel va unv Kokho@opohv OAEG 01 GLGKEVAGIES.

15. Hpsgpopunvia tedevtaiog avade®@pnong Tov QUALOV 00NYIAOV YPNGNS
02/2025

Aemtopepeic TANPoPopieg Yo TO €V AOY® KTNVIOTPIKO QOPLOKEVTIKO TPoidV gival dStabéciueg ot
Baon dedopévav g EE yia ta ktnviatpikd mpoiovta (https://medicines.health.europa.eu/veterinary).

16. Xtovyeio emkolvoviag

Kértoyoc e 4de10g KUKAOQOPIOG Kol ToPOSKEVAGTAS VIEVOHVVOC Y10 TNV GTOOEGUELGT] TV TAPTIdWV
KOl GTOLYEL0, ETKOWVOVIOG Y10 TNV 0vapOopd THoVOAOYOOUEV®V OVETLOOUNTOV EVEPYEIDV:

Alfasan Nederland B.V.

Kuipersweg 9

3449 JA Woerden

OMovdio

TnA: +31(0)348 416945

Tapockevaotic vTevbuvoc Yo thv arelevdépmon TV TaPTid®V:
Produlab Pharma B.V.

Forellenweg 16

4941 SJ Raamsdonksveer




OX\avdio

Tomkol ovTITPOCMTOL Kol OTOUYEI0 ETIKOVMOVIOGS Y10 TNV avoQopd THovoA0YOUUEV®V OVETIODUNT®Y
EVEPYELDV:

IMo omoladnmote TANPOPOPic. GYETIKG LLE TO TAPOV KTNVIOTPIKO PAPUOKEVLTIKO TPOIOV, TaPAKOAEIcOE
va amgvBouvheite 6TOV TOTIKO AVTITPOGMTO TOV KATOYXOL TNG AJEWNG KUKAO(QOPIOG.

17. Alheg wAnpo@opisg



