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A. ®YAAO OAHI'TQN XPHXHX



OYAAO OAHI'TQN XPHXHX

1. Ovopooio ToV KTNVIOTPLKOD QUPULUKEVTIKOD TPOIOVTOg
Espacox 50 mg/ml oo evaidpnua yio xoipovg

2 2ovleon

Ka0e ml mepiéyst:

ApPUOTIKO GVGTATIKO:

Toltrazuril 50 mg
"Exodoyo.:
Sodium benzoate (E211) 2,1 mg

Sodium propionate (E281) 2,1 mg
AgvKo 1 vrokiTpvo EVOL®PN L.

3. Eion Lowv

Xoipot (Xopidio nhkiog 3 - 5 nuepav).
4. OepamevTiKég evoEitelg

T v TpoANYN TOV KAVIKOV COUTTOUATOV TNG KOKKIOImong o€ veoyvd yopidto (mAkiag 3 - 5
NUEPOV) oe eKTPOPEG He emPePoutmpévo 16TOPIKO KOKKIOIMONG 7OV OQEIAETOL OTO TOPAGITO
Cystoisospora suis (Isospora suis).

5. Avtevoeilelg

Na un ¥pNOWOTOLEITAL GE TEPITTOCELS VIEPEVALGHNGIOG GTO dPUCTIKO GLGTUTIKO 1 G€ KATO10 o Ta
£Kd0y0L.

6. Ewkég mposidomon)oels

Edikéc mposidomomoerc:

Onwg pe kGBe avTImOpacITIKO, 1| CLYVY KOl 1 EMOVEIANUUEVT ¥PNOT OVIITP®TOLOIKAOV TG 1d10G
Katnyopiog dpaCTIKNG OLGING KOl 1) VTodocoroyia, 1 omoia umopel vo opeiletol oe AovOaouévo
VTOAOYIGUO TOV COUATIKOV BAPOVG UTOopel Vo, 001 YHGEL TNV avarTLEN AvOEKTIKOTNTOG.

Yvviotaton 1 Oepameio v epapuoletal oe OA T YO1PidL0 LG TOKETOOUADNS.

Tao pétpo vylevng umopel vo HELOOOLY TOV Kivouvo KOKKIdimong. ¢ €K TOVTOL, GLVIGTATOL VO
BeAtiovovtal Tavtdypova oL GLVONKEC VYIEVIC OTNV €V AOY® EYKATAGTOACT, LOAITEPO AVAPOPIKA LLE TV
ATOELYN TNG VYpPACiag Kot TNV kaduploTnTa.

Mo v ermitevén to0v péyiotov oeérovg, to (Mo vo Aapupdvovv Bepomeion TPV TNV OVOUEVOUEVT
EKONAMOT TOV KAMVIKAV CUUTTOUATOV, ONA. GTNV TEPI0D0 EXDACNG.

IMa ™ petaPoin g mopeiog £yKATESTNUEVNC KAVIKNG KOKKIOIOKNG AOTpnmENG o€ pepovopéva {oa o
eueavifovv 1O COUTTOUATO SLAPPOLUC, EVOEXETAL VA oot el EMITAEOV VITOCTNPIKTIKY Oepameia.

H OBepomeio katd T Sdpkela emdnukng £€apong Ba €xel meplopiopévn a&io yo To PELOVOUEVOL
yo1pidia dedopévov 6tL M PAAPN oto Aemtd Eviepo Ba €xel oM TpokAnOel.

[dwaitepeg mpoeuAGEelg mov mpémel vo Aoupdvovtal omd 1o GToUo oL YOPNYEL TO KINVINTPIKO
QOPUOKEVTIKO TPOoidV oe (Mo

Atopa pe yvootn vaepgvaicOnocio otnv todtpalovpidn, | oe Kamolo amd To EKdOY0, TPEMEL VO
OTOPEVYOLV TNV EXAPT LUE TO KTNVINTPIKO PUPLOKEVTIKO TPOTOV.




e mepintoon tuyaiog Katdmoons, va avaintoete auécmg wTptkn Pfonbewa kot va emdeibete oTov
10TPO TO ECOKAEIGTO PUALO 0NYIDV XPNOEMG 1] TNV ETIKETA TOV POPUAKEVTIKOD TPOIOVTOG.

To mpoidv umopei va Tpokarécet epediopd av Epbetl o€ emapn Le TO SEPUA 1 TAL LATLOL.

No amopegbyete TNV EXAPT TOV TPOTOVTOG LLE TO OEPULA KOt T UATIO.

Ye TePInTOOT EMAPNG LLE TO OEPUA | TO LATIO, EEMADVETE OUECMG UE VEPO.

ITAOveTe ta xEpla KoL TO eKTEDEEVO dEPLLOL LETA TN YPTIOT).

Mnyv tpdte, PV MIVETE KoL unv KOTvi(ETE KOTA TN XPTOT 0LTOV TOV TPOIOVTOG.

AMndemdpdoeig pe GAA0 QOPUOKEVTIKE TPOiOVTO Ko dALEC HOPQEG aAANAeTidpaoNC:
Agv glval yvoot kopio.
Agv vtdpyel oAANAETIOPAGCT] GE GLUVOVAGUO [LE CUUTAPMUOTO GO POV.

Yrepdoocoroyia:
Agv mapommpnOnkay onueia dSvocave&iog ota xo1pidia et TPITALCLOG VTTEPOOGOAOYING.

E1d1koi mepropiouot ypnonc kot edkéc cuVONKES YPNoNC:
Xopnynon vmod tov Ereyyo N TNV dpecn vfovn KTnvidTpov.

Kopieg acvufatdmrec:
AOY®D EAMAEIYNC HEAETDV OOLUPATOTNTOG, TO TAUPOV KTNVIATPIKO POPUAKEVTIKO TPOTOV dEV TPEMEL VOl
OVOUELYVOETOL LE BALN KTNVIOTPIKG QOPLOKEVTIKA TPOTOVTA.

7. AvemOovpnta coppavro
Agv glval yvoo16 Kaveva.

H avagopd avembBountov coppdaviov eivor onuavtikny. Emtpéner m ovveyn moapakoAiovdnon tng
aoQaAeLng EvOG TPoidvToc. Edv mapatnpi|oete onoladnmote avemBountr evEPYELD, OKOUO KOl OV OEV
OVOPEPETAL OTO ECMKAEIGTO PUAAO 0OMNYLDV ¥PNoNG 1 OUEIPAALETE Y10 TV OTOTEAEGUATIKOTI T TOV
Qopuakov, mapokaieichs va emikolvovioete, Katapyds, 1Ue Tov Ktnviotpd coc. Mmopeite emiong va
OVOPEPETE OTOLAONTTOTE OVETLOVUNTO, GLUPAVTO GTOV KATOYO TNG AOENG KLKAOQPOPING 1| GTOV TOTIKO
OVTITPOGMOTO TOL KATOXOV TNG AOELC KUKAOPOPIOG YPTOLUOTOIDVTAG TO, GTOLXEIN EMKOWVMVING GTO
TEAOG 0LLTOV TOV PVALOL OONYIDV ¥PNONG, N HECH TOL €BVIKOD GOG GLGTNATOG AVOPOPAS:

Ebvikog Opyovieuos apucixwv

Meooyeicwv 284

GR-15562 Xolopyog, AGnva

TyA: + 302132040213

e-mail: vetpharmacovigilance(@eof.gr

Iototomocg: hitp://www.eof.gr

8. Aocoloyia yia kKGO €idog, TPOTOS KAl 0001 YOp1YNONG

Xpnomn amnd 10 GTOLOL.

Atopkn Oepomeio kabe (mov.

Ka0g yoipoc mpémel va vroPdireton oe Ogpaneio katd tig 3-5 nuépeg ¢ {ong Tov pe epdma amd Tov
otopotog d6omn 20 mg toAtpalovpiing/kiho copotikod Pdapovg (N omoia aviiotoyel oe 0,4 ml
KTNVIOTPIKOD QOPUOKEVTIKOV TPOTOVTOG 0vil KIMO COUATIKOD BApovug).

9. Odnyies y1a T c®GTH Yop1yNoN

AOY®D TOV [IKPOV GYKOV TOL amaltodvToL Yio T Oepomeio Tov HEHOVOUEV®Y XO1p1dinV, GUVIGTATOL 1)
ypnon docopetpikov e£omMopod g 60omng pe axpifeia 0,1 ml.

IMa ™ dwwoediion ¢ opng docoroyiag, T0 couatikd Papog wpénel vo, Tpocdiopiletal e 660 10
dvvatov peyaAvtepn akpipeta.

To mOGIUO EVALDPNLLA TPETEL VO AVOKIVEITOL TPV OTO T XPNON.



H Oepaneio katd tn odpkewn emdnuikng é€apong o Exel meplopiopévn aio yio ta pepovopéva
yo1pidia dedopévov 6tL M PAAPN oto Aemtd Eviepo Ba €xel oM mTpokAnOel.

10. Xpodvor avapoviig
Kpéag kot edddpot 1otoi: 73 nuépec.
11. EIAIKEX XYNOHKEX AIATHPHXHX

Na puAdooetatl o Béomn, TV omoia dev PAETOLY Kat dev Tpoceyyilovv Ta ToLdd.
Agv vdpyovv edKéC 00N yieg dLoTPNOoNG Yo ALTO TO KINVINTPIKO PUPLOKEVTIKO TPOIOV.

Na un xpnNoOTOLEITOL AVTO TO KTNVIATPIKO QOPUUKEVTIKO TPOIOV PETA 0td TNV nuepounvia Aéng tov
avaypapetal oty eTikéta petd to Exp. H nuepounvia Anéewg ooumintel pe v teAevtaio nuéPO Tov
GUYKEKPEVOL UV,

Aldpketo {oNG LETA TO TPMTO AVOLYLO TOV TEPLEKTN: 6 UNVEC.

12. Ewwkéc mpo@urdéerg amoppryng

Ta pappoke dev TPETEL VO OTOPPITTOVTOL HECHD TMOV AVUATOV 1) TOV OIKIUK®V OTOPANTOV.
XPpNOHOTOMOTE TPOYPAULOTO ETIGTPOPNG GAPUAKMOV Y0 TNV ATOPPLYT LT YPNOLLOTOINOEVT®OV
KTNVIOTPIKOV QAPLOKEVTIKMY TPOIOVTWOV 1] GALDY DAIK®OV IOV TPOEPYOVTAL OO T XPTOT TOVG
CULPOVA LLE TIC TOTKEG AOLTNOELG KO PLe TuYOV 1oybovta eBvikd cvotiuata cviloyng. Ta pétpa
OVTA OTOGKOTOVV GTNV TPOSTAGIN TOL TEPPAAAOVTOC.

SvpPovievbeite Tov KTNVIATPO 0O 1 TOV PUPLOKOTOLO GOG Y10, TOV TPOTO ATOPPIYNG TOV
YAPNOOTOMNOEVTOV PAPUAK®YV.

13. Ta&vépnon TOV KTNVIOTPIKAOV QUPLIKEVTIKOV TPOTOVTMV

Noa yopnyeitor LOVOV Le KINVIOTPIKT GLVTAYT.
14. ApwOpoi 4o€10g KUKLOQOPIOG KOl GVGKEVAGIEG

A.A K. EAMGdag: 92660/22-07-2019/K-0203401

2VOKEVACIEG:
D1idn 250 ml o€ yaptvo Kovuti.

O 1 L.

Mmropei va. unv KuKAOPOPOUV OAEG Ol GUOKEVAGIEC.

15. Hpepounvio televtaiog avade®@pnong Tov QUALOV 00NYIAOV YPNONG
07/2025

Aemtopepeic TANPOPOpPIieS Yio TO €V AOY® KTNVIOTPIKO QUPLOKEVTIKO TPoiodv gival dtabéoiueg ot
Baon dedopévav g EE yia ta ktnviatpikcd mpoiovta (https://medicines.health.europa.eu/veterinary).

16. Xtovyeio emkolvoviag

Kdaroyoc the ddsioc kukloopioc:

Industrial Veterinaria, S.A.

Esmeralda, 19

E-08950 Esplugues de Llobregat (Barcelona), Iomavia

TTopaockevaotic Levhuvoc yio TNV areAevOEpmon TV TOPTIOWV:




Industrial Veterinaria, S.A.
Esmeralda 19
08950 Esplugues de Llobregat (Barcelona), Iomavia

aniMedica GmbH
Im Siidfeld 9
48308 Senden-Bosensell, I'eppovia

Tomikoi ovTITpdGMTOL KO 6TOUYEIN EMKOVMVIOC Y10 TNV 0VOPOPQ TIOVOAOYODUEV®VY aVETIODUNTOV
EVEPYELDV:

A. KOKKOPHX & XIA PHARMAQUA OE

YoAwpov 28, MeTapopemon

14451, Attucn

EAAAAA

TnA.: +(0030) 2102811282, (0030) 210 2826678, (0030) 6980 675395

Email: info@pharmaqua.gr , pharmacovigilance@pharmaqua.gr

IMo omoladnmote TANPOPOPic. GYETIKG LLE TO TAPOV KTNVIOTPIKO PAPUOKEVLTIKO TPOIOV, TaPAKOAEIcOE
va amgvBuvheite 6TOV TOTIKO OVTITPOGOTO TOV KATOYXOL TNG AJELNG KUKAO(QOPIOG.



