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®YAAO OAHI'TQN XPHXHX



®YAAO OAHT'TQN XPHXHX
1. Ovopocio Tov KTNVWWTPIKOD PUPUIKEVTIKOD TPOIGVTOG

Kabergovet 50 microgram/ml mécipo d1dAvpa yioo oKOAOVS Kol YATEG

2. YovOeon

Kdabe ml mepiéyet:

ApuoTIKN ovoia:

KoaBepyorivn 50 pg

Avotyto KiTpivo, TUKVO EANMOES SLAAV AL

3. Eion {owv

XKoot ydrteg

4. OepamevTiKég evOEilelg

Bgpamneio Yyevdokimong oe INAvkovg oKHAOVG.

Kotaostodn yarovyiag og Onivikodc 6KOAOLS Kol YOTEC.

5. Avtevoeiteg

Na pn yopnyeitat o€ £éykvo (O KaBOG TO KINVIOTPIKO PAPUOKEVLTIKO TPOIOV UTOPEL VO TPOKAAECEL
oamofoAn.

Na punv 1o ypnoponoteite poall pe ovIoyovioTés TG VIOmaUivig.

H xapepyorivn pmopel va TpoKaiéGEL TaPOSTIKN VAOTACT Kol OEV TPEMEL VO ypnoiponoleital og {ma
OV AAUPAVOVY TOVTOYPOVA AVTIVTEPTACIKA QAPHOKa. Na PNV To ¥p1oUYLOTOLEITE AUESMG LETA TN
YEWPOLPYIKN eMépUPacn, evoow To (Mo e&akolovbel va Ppicketal vtod TV EXNPELN AVOLGONTIK®V
QOPUAKOV.

Na pn xpMoLoTOolEiTAL GE TEPMTMCELG VIEPELOIGONTING GTN SPAUCTIKT 0VGIN 1] GE KATO0 £KS0YO.

6. Ewdkéc mpogidomonoels

E1d1kéc mpos1domomoelc:

H cvpminpopatiky vrootpiktikn Oeponeio Oa mpénet va mepthapPavel ) peimon e KotavaAwmong
VEPOL Kol VAATAVOPAK®V Kot TNV adENCN TG CMUATIKNG GOKNOTG.

[dwaitepeg TPOPLAGEELS Y0l TNV 0c@aAn ypron oto. £id1 (dwv:

To KTNVIOTPIKO PUPLOKEVTIKO TPOTOV TPEMEL VAL YopNYELTAL [LE TPOCOY| 6€ MO LLE NTOTIKY
dvciettovpyia.

Idwitepeg mpouAGEelc mov wpémet va AouBdvoval omrd To ATOUO TOL YOPNYEL TO KTNVIOTPLKO
QOPUOKEVTIKO TTPoioV og {da::

[TAdvete ta y€plo cog PETA TNV (PTIOT) TOV TPOIOVTOG. ATOPVYETE TNV EXAPN LE TO dEPLLOL KOL TO, LATLOL.
Eemlovete apécmg OAES TIG TEPLOYES TOV NPOaV GE ETAPT] LLE TO TPOTOV.



INvvaikeg mov Ppiokovtan oe nAikio tekvomoinong kabag kot Onrialovoeg dev mpémel va yepilovat To
KTNVIOTPIKO QUPLOKEVTIKO TPOTOV N TPETEL VOL OPOVV ASATEPAGTO YAVTLO KATH TNV YOPTYNOT TOL
KTNVIOTPKOD QOPUOKEVTIKOD TPOTOVTOG.

X mepinton yvootg vrepevarctnociog oty Kapepyorivn 1| 6 0mo10dNTOTE AL GLOTATIKO, TPEMEL
VO ATOPEVYETE TNV EXAPT LLE OVTO TO KTNVINTPIKO POPLLOKEVTIKO TPOTOV.

Mnv a@fVETE YEUATEG GUPLYYES TAPOLGI, TALOIDY. TE TEPITTMGOT TVLYOING KATATOGNC, EI01KA GTNV
nepinT®on mod1ov, (NTNoTe AUEcOS WTPIKN GVUPOVAR Kot Ogi&Te GTOV 1TPO TO PVAAO 0ONYIDV
YPNONG 1 TNV EMGTLLOVOT).

Eyxopocivn kot yohovyio:

H xapepyorivn pnopet va mpoKkaAécel amofoAr] 6Ta TPOYmPNUEVA GTASLO TNG EYKVUOGUVNG Kot OgV
mpEmeL va ypnoponoleital og £ykva {oa. [Ipénet va yivel coot dtapopikr| didyvoon petad
EYKVLOGHVNC KOl YEVLSOKVTONC.

To KTNVIATPIKO PUPUAKEVTIKO TPOTOV TPOOPILETAL Y10 TNV KOTAGTOAN TNG YOAOLYING: 1) OVOGTOAN TNG
£KKPLOMG TPOAAKTIVIIG AOY® TNG Opaonc TG KaBepyolvng Exel O AmOTELEGLOL TNV TAYELO SLOKOTH TNG
yohovyiog kot T peimon tov peyédoug Tv PaoTIKOV adévav. To KITNVINTPIKO QUPUOKEVTIKO TPOiOV
dev mpémnel va, ypnoiponoleitol o ONAalovia {da eKTOC €0V amalTeiTal KATOGTOAN TG YoAOVYiOS.

AMnAeridpaon pne GAAA QOPUAKEVTIKG TPOTOVTO Kol GAAEC LOPOEC OAANAETIOpacTC:

Koabng 1 kafepyorivn ackel nv Bepamevtikn g dpdon péow tng dpeong di€yepong TV vrodoyEmv
TNG VIOTALIVIG, TO KTNVIATPIKO QUPUAKEVTIKO TPOIOV OV TPEMEL VA, YOPTYELTAL TOLTOYPOVA, LIE
QAPLLOKO TTOV EIVOL AVTAYOVIGTEG TNG VIOTaUivg (0mtwg ot pawvobeialiveg, ot fouTupo@avOveS, M
UETOKAOTIPOION) KOODG 0VTA EVOEYETAL VO LELOGOVV TIG EMOPAGEL TNG OVAGTOANG EKKPIOTG
TPOAAKTIVIG.

Eme1dn n kaPepyorivn pmopel vo, TpoKaAEGEL TOPOSIKT| VTOTACT], TO KTNVIOTPIKO QUPUOKEVTIKO
TPOIOV dev TPENEL VO, YpMoIoToleital o€ {da Tov AaUPAVOVY TAVTOYPOVA OVTIVTEPTAGIK PAPLOKO.

Ynrepdoocoroyia:

Ta mepapatiKd dS0UEVE VTOINADGVOLV OTL La EPATas vTEpdocoroYia KaPepyoAivng umopet va
odnynoet o€ avénuévn mOavoTTO EUETOV UETA TN YOPNYNOT Kol iowg oe avénuévn mbavotnta
VOTOONG LETA TN YOPNYNOoN.

Av givan amopaitnro, Oa tpénet vo v100eTNOOVY YEVIKA VTOGTNPIKTIKA HETPO TPOKELUEVOL VL
apoipedel Toyxov un amoppoendév pappako Kot va dtatnpndel n aptmplokn wieon. Q¢ avtidoto pumopel
va EETAOTEL 1] TUPEVTEPIKT XOPNYNOT] EVOC OVTAYMVIGTY] TNG VIOTAUIVIG, .. TNG LETOKAOTPOUIONG.

Kopiec acvupatotnec:

AOY® ENAEYNG LEAETDV OGVUPATOTNTAC, TO TAPOV KTNVINTPIKO QOPUAKEVTIKO TPOIOV €V TPETEL VO,
OVOULYVOETAL LLE GAAD KTVIOTPIKA QOPLOKEVTIKE TPOIOVTAL.

Noa pnv avoptyvOeTe To KTNVINTPIKO GOPUOKEVTIKO TPOTOV e AAAN VOATIKA dtoAvpata (T.). YOAQ).

7. AvemOopunrta coppavra

XKOAOL, YATEC:

Erdvia Yrvnia', avopeéia (amdreto Opetng)

(1 €w¢ 10 Lma / 10.000 vrd Bepomeia

{ha): ‘Epstoc'

[ToAv omdvia Ynotoon (younhi mieon aiparoc)®

(<1 o / 10.000 vrod Bepamneia {oda, Alepyiéc avtdpdoeis (m.y. oidnua (tpnéipo), kvidwon

GUUTEPIAOUPAVOLEV®V TOV (e&avOnpua), Kvynoprdc (eayovpa))

UELOVOUEVOV OVOPOPDV): AMepyn deppotition
Nevporoyikd copmtopata (7., VIVNAiL, POIKOS TPOUOG,
atoa&io (EAAELYT CLUVTOVIGIOD KIVIGEMV), CTOGLLOL)
Ynepkvntikdtnro




"Hmog kou mopodikng gvong

ZZovi00C spQavileTal HovVo LETE TNV TPAOTN YOPNYNO. € QVTAY TNV TEPITTOON 1| AY®YY dEV TPEMEL
va dlokomTeTal, Kabdg o Epetog ivot anibovo vo emavaAinedel e Tic enodueVEG dOGELC.

*Mapodum

H avagopd averbountov coppdviav eivar onpavtiky. Exitpénet  cuveyn mapakorlobnon g
aoQiAeLng EVOG TPOidVTOG. Edv mopatnprioete omoladnmote avemBountTn vEPYELD, KOO KOt OV O&V
OVOPEPETOL OTO ECAOKAEIGTO GVALO OONYIDV XPNoNG 1 CUEIPAALETE Y10 TNV ATOTELEGLATIKOTITO TOV
QopUAKoV, TapaKaAEIcOE VO ETIKOIVOVIGETE, KATUPYAC, LE TOV KTNviaTpd coc. Mropeite emiong va
OVOPEPETE OTTOLAONTOTE AVETIOVUNTO GUUPBAVTO GTOV KATOYO TNG ASEWNG KUKAOPOPING 1 GTOV TOTIKO
AVTUTPOCMOTO TOVL KOTOYOV TNG AOEL0C KUKAOPOPIG XPTCUOTOUDVTAS TO GTOLYEIN EMKOWVMOVING GTO
TEAOG ALTOV TOL PVALOL 0ONYIDV YPNONG, 1 LEC® TOV EBVIKOV GOG GLUGTHILATOS AVAPOPAS:

EArGda

EBvikoc Opyaviopog Gappdkwmv

Meooyesimv 284

GR-15562 Xohapyog, ABnva

TnA: +30 21 32040213

e-mail: vetpharmacovigilance@eof.gr

Iototomog: http://www.eof.gr

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

Amo6 otoONATOG YopNyNon, site amevbeiog oTo oTONN ElTE e AVAEN OTNV TPOOT].

H d60n givar 0,1 ml/kihd copotikod Bapovg (Tov 16odvvopEl e 5 microgram Kofepyoriiving/KIAG
cOUOTIKOV BApovg) pia popd v nuépa eni 4-6 cvveyeic nuépeg avaroya pe T cofapotnta Tng

KMVIKNG e1KOVag,.

Edv ta copntodpata dev vmoympnoovy PeTd amd Evay KikAo Oepameiog 1 €6V EMGTPEYOLV PETA TN
drakomn g Bepomeiag, o KOKAOG TG Bepameiag pmopet vo emovoinedei.

9. Oonyisg Yo ™) 60OGTI LOP1YNGN

INa ™ dwwopdiion opfng docoroyiag, T0 cOUATIKO BAPOGg TPENEL VAL TPOGIOPICTEL e OGO TO dSuVATOV
peyaAvTeEPN aKpifela Tpv amd TNV YOPNYNOT| TOV QUPUAKOL.

Hoc Aaufdvetol n arotoVUEVN TOGOTNTO TPOIOVTOC Amd THY OLIAN:

1. Apaipéote 10 Prowtd Kamdxt
2. ZuvOECTE TNV GUPLYYa OTI| PLAAT

3. Avamodoyvpiote TNV QLA Yo vo, Adfete vypod

10. Xpévor avapoviig

Agv 1oyvet.

11. EIAIKEX XYNOHKEX ATATHPHXHX



Na pvidooetar o€ BEomn mov dev To PAETOLY Kot dgv To Tpooeyyilovv Ta Todid.

Na puAdooete 610 e£EMTEPIKO KOVTI Y10l VO TPOGTATEVETOL OO TO POC.

MnV xpNCIUOTOIEITE OVTO TO KTNVIOTPIKO POPUOKEVTIKO TPOIOV PETA TV nuepounvia Anéng mwov
avapépetal otny Tikéta puetd 1o Exp. H nuepopmvio AnEng avaeépetot oty tElevtaio nUéPa TOV

yunva.
Awdpketo Long PHETA TO TPMTO Avorypo TNG cuoKevasiog: 28 Nuépeg

12. Ewwkéc npo@urderg amoppryng

Ta eapuako dev TPETEL VoL ATOPPITTOVTOL LECH TV AVUATOV 1) TOV OIKIOK®V OTOPPIUATOV.
XP1MOYLOTOMOTE TPOYPALLOTH ETIGTPOPTG POPLAKOV Vi TNV ATOPPIYN U1 XPTCILOTO0EVTOV
KTNVILTPIKOV QOPUOKEVTIKOV TPOIOVI®V 1] GAADV DVAIK®Y TOV TPOEPYOVTAL Ol TN (PTOT) TOVG
GOLPMOVA [LE TIC TOTIKEG AMUITNOELS KO e TuydV 1oybovta, eBvikd cvotiuate cvAloyng. Ta puétpa
QUTA OTTOGKOTOVY GTNV TPOSTAGIN TOL TEPPBAAAOVTOC.

SvpPovievbeite Tov KTNVIATPO GO Y10 TOV TPOTO ATOPPLYNE TOV XPTCLLOTOINOEVTOV POPUAK®OV.
13. Tagvounon TOV KTNVIWWTPIKOV QOPLIKEVTIKOV TPOIOVTOV

Noa yopryeitar pOvo pe KINVIOTPIKE GUVTAYTY.

14. Ap1Opoi 4o€10g KVKLOPOPLaG KOl GVGKEVUGIES
59182/25-06-2021/K- 0243501

Meyé0n cvokegvaoLOY

Xaptvo kovuti pe 1 e1din tov 7 ml kot 1 6TopaTIK GUPLYYO.
Xdaptvo kovuti pe 1 prdin tov 15 ml ko 1 otopatikn cHpiyya.

Mmropei vo, unv KuKAOPOpPOUV OAEG 01 GLOKEVAGIES

15. Hpsgpounvia tedevtaiog avade®@pnons Tov QUALOL 00NYIAOV YPNCNS
02/2025

16. Xtovyeio emkolvoviag

Kdaroyoc the ddeioc kKukAoQopioc Kol TapooKELAGTAC VITELOVVOC Vi TNV AT00EGUELGH TOV TOPTIOWV:

Vet-Agro Multi-Trade Company Sp. z 0.0.
Gliniana 32, 20-616 Lublin,
Poland

ZToryEl0 EMKOVMOVIOCS Y10 TNV 0VOQPOPE THoVOAOYOUUEV®Y OVETIOVUNTMV EVEPYELDV:
PHARMAQUA A.E.

A.Zolouod 28, 144 51 Metoudpowon,

AbMva, EAAGSa

E-mail: info@pharmaqua.gr , pharmacovigilance@pharmaqua.gr

Tel: (+30) 2102811282, (+30) 2102826678, (+30) 6980675395

17. Aldkeg minpoopieg



