ITAPAPTHMA I

HEPIAHYH TQN XAPAKTHPIZTIKQN TOY ITPOIONTOX



1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Forceris 30 mg/ml + 133 mg/ml evéoyo evaudpnua yia yopidia

2. MMOIOTIKH KAI ITIOXOTIKH XYYNOGEXH
KaBe ml mepiéyet:

ApPUoSTIKA GVGTOTIKG:

Toltrazuril 30,0 mg
Iron (1) 133,4 mg
(as gleptoferron 355,2 mg)
"Exdoya:

[MoooTikn cvvOeon av o1 TApoPopicg aVTEG
givanl oNUAVTIKES Y10 TN 6OGTY (0P YN oY TOV
KTNVWWTPIKOD QUPUIKEVTIKOD TPOI6VTOG

IToroTiki) 60vOg6N KOO OV KAl GAA®V
OVLOTUTIKOV

Phenol 6.4 mg

Sodium chloride

Docusate sodium

Simethicone emulsion

Silica, colloidal anhydrous

Povidone

Water for injections

2KOUPO KOPE EVOLDPTLLOL.

3. KAINIKEYX IAHPO®OPIEX

3.1 Eiom {oov

Xoipot (yopidia, 24 £mwg 96 mpeg petd ™ yévvnon)

3.2  OgpamevTikég evociterg Yo ka0e idog Loov

Mo v TavutdYpovn TPOANYN TNG GLONPOTEVIKTG OVOLUING KOl TOV KAVIK®V GNUEIDV TG KOKKISIMONG
(51appora) kabmg kat yio TN peimor amoBoAng moKVGTE®Y, G XOPidia EKTPOPOV U ETPEPALOUEVO
16TOPIKO KOKKISimomg mpokaiovuevng and Cystoisospora suis.

3.3  Avrevositeg

No pn ypnowonoteitar o€ yopidio vmomra yo EAewyn Prrapivng E xaum oeknviov.

3.4  Ei101kég mpoErdomou|oelg

Onwg pe Kabe avTImopaciTiKo, GUYVY Kol ETOVAAAUBOVOLEVT] XPHOT AVTITPOTOL®IKAOV TG 1d10G
opadag pmopet va 0dNyNoeEL og avATTLEN avOEKTIKOTNTOG,

ZUVIGTATOL 1] YOPTYNOT) TOL KTNVIOTPIKOD QOPUAKEVTIKOD TPOIOVTOG G OAO TO YO1PId10L oG
TOKETOOUAOAG.

Otov ta KMVIKE GUUTTOUOTA TG KOKKISIMONG Evat ELeavn, To AeTTO £VIEPO EXEL 10T VITOGTEL

BAGPN. I't avtd, Ba mpémet va yopnyeital To KINVIATPIKO POPUAKEVTIKO TPOIOV o€ OAa To {da TPV
TNV OVOUEVOUEVT EVOPEN TOV KAVIKOV GUUTTOUATOV, dNA., 6TV TEPiodo enduomg.



Métpa vYIEVAG UTOPEL VO LELOMGOVY TOV KivOuVo KOKKIS1moNg 6Tovg ¥oipovg. IV’ avtd cuvietdrol n
TAVTOYPOVT PEATIOON TV GUVONKAV VYIEIVIG GTI GLYKEKPLUEVT] EKTPOQT], OLEAVOVTAG 10104TEPA TV
Enpodtnta Ko kabaplotnra.

To KMVIATPIKO PAPUAKEVTIKO TPOIOV cuvieTatal 6 Xoipidia Bdpovg peta&d 0,9 ko 3 kg.

3.5 Iowitepeg mpo@uAatels Katd ™ (prion

IS1aitepeg TPOELAGEELC Y10 TNV ao@aAr) ¥prion ota 1N Lhwv:

H ocvvictodpevn 66on dev mpémet va vepPaivetol, EG0UEVOL TOV GYETIKA YOUUNAOD E0POVG ACPUAELNG
Y10 TO KTNVIOTPIKO QUPUAKEVTIKO TPOToV. To KINVINTPIKO QUPUOKEVTIKO TPOIOV dEV TPETEL VL,
yopnyeitan mepocdTEPO OO ik POpPEL.

Agv cUVIGTATOL 1] ¥P1ION TOV KTNVIATPIKOD QAPLOKEVTIKOD TPOIOVTOC G€ Yo1pidia Pdpovg piKpOTEPOL
tov 0,9 kg.

XpNOUOTOGTE AVTO TO KINVIATPIKO PAPUUKEVTIKO TPoidv puovo edv Cystoisospora suis £yet
otopikd emiPePaiwbei o pia ektpoen. O vrevBuvog KTNViATPOg va AapPavel VITOYN TO ATOTEAEGLLOTO.
KMviK@V e€gTdoemv koM avaldeemV SeryUATOV KOTPAVOVY Kot 16TOAOYIKOV EVPTUATOV TOV
emPePoinoay v mapovoio C. SUiS og va mporyoduevo eneicddio Aoipméng oty ekTpoen.

ISwitepeg Tpo@uAGEeic oV Tpémel va, AauBdvovtal amd To ATOUO TOV YOPNYEL TO KINVIOTPIKO
OopULOKEVTIKO TTPoidv oe (oo

Atoua pe yvootn vrepevaictncio oo oidnpo (og gleptoferron coumhoro) 1 v todtpalovpiin i) o€
K010 Ao T £KO0Y0. VO ATOPEHYOLV TNV ETAPT LE TO KTNVINTPIKO QUPUAKEVTIKO TPOTOV.

"Exfeomn 610 KTvVIATPIKO QOPHAKEVLTIKO TPOTOV LITOPEL VO, TPOKOAEGEL OPOUALLKO epeBIoUO 1
OePUOTIKEG AVETIBOUNTEG EVEPYELEC. ATOPVYETE TNV EMAPT TOV OEPUATOC KOL TOV LOTIDV LLE TO
KTNVIOTPIKO QUPUAKEVTIKO TPOTOV. 1€ TEPIMTMON TUYOI0G EXUPNG LE TO OEPUA 1) TO, LATIO, EETAVVETE
TNV TPocPePAnpEVN TEPLOY UE VEPO.

Toyaio cvtoéveon pnopei va TPOKAAEGEL TOTIKES OVTIOPACELS OTTmG epediond, Kokkimua, | coPapég
AvTIOPACEIS OVAPLANKTIKOD TUTTOV o€ gvaicOnTa dropa. No Aappdvetot pépiuva yio TNV amopuyn
TUYOLOG AVTOEVESTG. € MEPIMTOOT TUYAING AVTOEVESNC, AVa{NTHOTE APECMG UTPIKT GLUPBOVAN Kot
dei&te 6TO Y1TPO TO PUALO OO YLDV ¥PNONG N TNV ETIKETA.

AvT6 T0 KTNVIITPIKO QOPUOKEVTIKO TPOoidV umopel va gival emPAaPég yia to EuPpvo. Eykveg yovaikeg
Kol yovoaikeg mov TpoTifevial vo KataosToby £YKVES VO ATOQEVYOVV TNV ETAPT LE TO KTNVINTPIKO
QOPUAKEVTIKO TTPOTHV, 101(¢ TUYAI0 LTOEVEDT.

[TAbvete Ta y€pLa LETA TN YPNOT).

Idwitepec TPoPLAGEELC Y10 THY TTPOoTAGin TOL TEPIPAALOVTOC:

Agv 1oydet.
3.6  AvemOounto copfavra

Xoipot (yopidia):

oAb crévia Avtidpaon vrepevarcinciog

A 1
(<1 &oo / 10.000 vrd Bepomeio Lda, Odvartog.

CLUTEPILAUPAVOUEVOV TOV
LELOVOUEV®V OVOPOPDV):

! Metd ) yopiynomn mopeviepikd eVEGE®V GIONPOV, GUVIEOUEVOC LE YEVETIKOVG TOPAYOVTIEG 1 HE
Eaheym Brropivng E ko ogdnviov 1 amodidouevog oe avEnuévn evaicbnoio og Aoiumén opetlopevn
G€ TAPOOIKO OTOKAEIGUO TOL SIKTVO-EVOOOVALOKOD GUGTHIATOC,



H avagopd avembountov coppdviav eivar onpavtiky. Emitpénetl  cvveyn mapakorlodnon g
AOPUAELNG EVOG KTIVIOTPIKOV QOPUAKEVTIKOD TPoidvTog. Ot ovapopég TPEMEL VoL ATOGTEALOVTOL, KATH
TPOTIUNOT LEG® KTNVIATPOUL, £iTE GTOV KATOYO TNG GdELng KuKAopopiag, eite oty eBvikn appdd
apyN LEC® TOV €BVIKOV GUOTNUATOG AVOPOPAS . AvatpéETe emiong 6To PUAAO 0ONYLDV ¥PNONG Y1 TaL
avtictoya otoyeio emkovaviog.

3.7  Xpnion katd TNV KON G1, TN YOLOU)iO 1] TNV OOTOKIM

Agv 1oyvet

3.8  AlMlemiopacn pe GAho QUPUAKEVTIKG TPOTOVTH KO GALES HOPPEG AANAETIOPAONG

Kopio yvoori.

3.9 Odoi yopiynone kot docoroyia

Evdopvikn yprion.

Avokiviote KaAd Tpv TN pnon, Kot erdyioto yia 20 devtepoienta.

H cuvictdpevn 660 givor 45 mg toitpalovpiing ko 200 mg c1dipov avd yoipidio, dni., 1,5 ml tov

KTNVIOTPIKOD QOPLOKEVTIKOD TPOIOVTOG 0vE X01pidio, yopnyovUevo epanas, oe o eVvOOUVIKY| £veon

nio® omd to avti, petald 24 kal 96 wpdv petd ™ yévvnon.

To o eroridio teov 100 ml, to Tope omd kaovteovk propei vo tpumnBel péypt 30 popéc. T'a ta

erodida tov 250 ml kou 500 ml, to Tdpe and kKaovtoovk pmopei va Tpurndei péxpt 20 popéc. Edv

OmonToHVTAL TEPIGGATEPEG EVEGELS OO OVTEC, GUVIGTATAL 1] YPNOT| GUPLYYOS TOAAATADY SOCEWV.

3.10 Xoprrdpote vrEpdocoroyiag (Kol KOTA TEPITTOG, NETPO UVTILETOTIGNS KOL UVTIO0TA)

e peréteg acpareiog, PeTd and vepdocoroyia, Tapatnpnnke avénuévn evaicincio oe

(cvonuikd) Baktnplokd voonpota, apdpitida Kot GYNUATIGUO ATOGTNUATMV Kot 5eV UTOPEGE VOl

anokielotel Soco-eEaptmpevn avénon g BvnoodtnTag.

Kotd ™ didpkelo peretdv vrepdocoroyiag, mapatnpndnke mtapodiky peimon Tov aptfpod tov

£pLOPOV LOGPALPI®Y, TOV ALUOTOKPITN KoL TNG GVYKEVTIPMOOTG TG OGOV Y®PiG KAVIKA

onueto petd ) 14" nuépa amd v gpamas yopnynon oto (do 6tdY0, o€ HEAETEG AcPaleiag e dOoM

3mhdoio g VYNAGTEPN G cLVIeTOUEVNG dOoNG (LEGog dpog 261 Mg toltpalovpiln/xoipidio kot 1156

mg cidnpoc/xo1pidio). e yoprynon d6ong 3mAdciag g cvvietdpevng (135 mg toktpalovpiin

Ixopidio kot 600 mg oidnpog Iyorpidio) Tapotnpnidnke petd and 21 nuépec pdvo pia eEraPpd

TOPOOIKT HeimoN Tov aplBpod TV epLOpdV apocEalpimy.

Aboeig vynmidtepeg and 150 mg/kgmuépa kon 667 mg/kgmuépa yio tnv toltpalovpiln kot tov

cidnpo avtiotoya, ONA.3 POPEC N LEYIGTN CLUVIGTMOWEVT OGN, OV aEI0A0YNONKE OTIC LEAETEG

acpalreiog yio To €idog {mov otdy0. H avoyn 6to KTnviatpikd QoproKeNTIKO TPOoidV HETA 0mo
emOVOAOUPOVOLEVEG YOPTYNOELS OEV £xEL EKTIUNOEL.

3.11 Ewdwoi wepropiopoi yp1ong Kot E101kEG cuvONKeS ypfone, copmeprrapfavopévoy
TEPLOPLOGLAY GTI| P61 AVTIHIKPOPLOKAY KU1 AVTITUPUCLTIKAV KTIVIITPIKAOV
QUPLIKEVTIKOV TPOIOVTOV TPOKELUEVOV VU TEPLOPLOTEL 0 KIVOLVOS avATTUVENS OVTOYMS

Agv 1oy0et.

3.12 Xpovoor avapoviig

Kpéag kot edddipot wotoi: 70 nuépeg.



4. ®APMAKOAOTIIKEX IAHPO®OPIEX
41 Koodowoég ATCvet:

QP51BCO1

42 @®uppokodsvvopLK

H toAtpalovpiin eivor mapdywyo g tpaltvovng Kot aviumpwtolwikog mapdyovroc. Eyet
KOKKIB10KTOVO Opaon évavtt M@V ToV 6Ttadimv evEoKvTTapikhg avamtuéng tov yevov Cystoisospora,
oM., T oyloyovia (ayevig moAATAAGIOOUOC) Kol TN YapeToYOoVio, (PLAETIKY Gdon).

O oionpog givar évo Pactkd pikpobpenticd cuotatikd. ‘Exet kopto poro ot petapopd 0&uyovov pHéEcwm
aLLOcEUPivNg Kol puospatpivng, kabdg emiong Kot poro KAEWi ota Evivpa, 0TS To KVTOYPMUATA, Ot
KaTaAdoeg Kot o1 vepo&elddoss. To evésio GOUTAOKO GONPOV-LIATAVOPAK®Y, OTWOC TO
gleptoferron, gival yvootol opotonomTikol Topdyovieg oTnY KTNVIOIPIKY Kot dpovv avavovtag
OTUOVTIKG TO ETITESO AULOCPUIPIVIIG GE XOIPIOL0L EVTATIKOV EKTPOPDOV GTA OTOI 1] GITION Y10 APKETES
€BOOAdES e YOA LOVO eV amoTEAEL KOTAAANAN YT G101 pov. META amd evOOVIKTN EVEST), TO
gleptoferron amoppopdrar ko petapolrileton dote vo, amelevdepwbei 0 6idnpog yio ypHon Ko
arofnkevon cOpeova pe TN Opentikn Kotdotaon Tov {®ov. H mepicosia a1dnpov amobnkevetal
Kupimg 6T0 NITOp.

4.3 @oppoxoKivnTiKyg

Metd amd gvdopvikn yopnynon 1,5 ml Forceris /xo1pidio, emtedydnkov péyloteg cuyKevIphoelg
toltpalovpiing 7 mg/l mepimov 6 nuépeg petd tn yoprynon (Tmax Kopaiveton and 4 £0g 7 MuéPES) Kat
1N meployn kdto g kaprding (MIKK-AUC) ftav mepinov 57 nuépa.mg/l.

H toAtpalovpiin petaforiletor kuping oe ToAtpalovpiin covhpovr. Metd and evdopvikn yopnynon
1,5 ml Forceris /xo1pidio ot péyioteg cvykevipmoelg tawv 10 mg/l yio tnv todtpalovpiln coviedovn
emredyOnkav mepimov 13 nuépeg petd ™ xopNyNon (Tmax kopaivetor amd 10 émg 19 nuépeg) ko
ITKK ftav mepimov 183 nuépa.mg/l.

H toAtpalovpiin kot 1 toktpalovpiin coviedvn arnofdrroviol Bpadémg pe ypovo nuicelog {ong 3
NuéPes yio v ke pia. H xopra 086¢ amofoing sivar pe To KOTpava.

Mertd amd evdopvikn éveon 1,5 ml Forceris /yo1pidio, o 6idnpog anoppopdtorl Taytme amd To onueio
™G £€VEOTG OTO TPLYOELSN KOl TO AEUPIKO GOOTNHO KO o, PEYIOTH cuyKévTpoon 645 pg/ml
gmredydnke petd ond mepinmov 0,5 nuépa, n KK ftav nepinov 699 nuépa. pg/ml. Apov o idnpog
OVOKVKAMVETOL GTO CAOUM, PKPT TOGOHTNTO TOV GLO1POL TOv amoppoeOnke amofdiietar. [ToAd
LIKPES OMAOAELEG CLUPAIVOLY LEC® TOV KOTPAVOV, TNG EPIOP®ONG Kol TOV 0VPOV.

5. OAPMAKEYTIKA XTOIXEIA

51 Kopieg acopporotnreg

AOY® EAAelyYNG HELETMV GUUPATOTNTOGC, TO TAPOV KTNVILTPIKO PAPUAKEVLTIKO TPOIOV VoL LNV
OVOULYVOETOL LLE GAAL KTIVIOTPIKA QOPUAKEVTIKG TPOIOVTAL.

52  Awpkero Long
Atdprero Lofg TOL KTVINTPIKOD POPUAKEVTIKOD TPOIOVTOG COUO®MVA UE TI GVCKELUCIN TOANONG: 3

xpoOvIa.
Avdpxero {ong LeTd TO TPATO AVOLYLLO TNG OTOEIDNOOVS GUCKELOCING: 28 NUEPES.



5.3 Iowirepeg mpourdéers katd T @OLAEN TOV TPOIOVTOG

Agv VTLAPYOLV EIBIKEC 001 YiEC SLOTPNONG Y10 OVTO TO KTNVIATPIKO POPUIKEVTIKO TPOTIOV.

54  ®bon ka1 6HVOEGT TG GTOLELDO0VS CVCKEVUGING

Hubdapavy @loridio and ToAlamhdv 6to1ddnv mhaotiko (ToAlvapomvAiévio/atBvievofvolikn
AAKOOAN/TOAVTPOTLAEVIO) e U 0o BP®UOBOVTVAOKAOVTGOVK EMIKOAVUUEVO HE Heufpavn

@Bopiov kat apyhiov Kot TAAGTIKO AITOGTOUEVO EXiT®u, Tov TeptEyovy 100 ml, 250 ml v 500 ml
EVEGILOV EVOLMPTLOTOG,

2VOKELOGIES:

Kovti pe 1 graAiolo towv 100 ml.
Kovti pe 1 graAisdio tev 250 ml.
Kovti pe 1 graAidio twv 500 ml.

Mmropel va v KukAOQOpoOV OAEG 01 GUOKEVAGIES.

55 Ewkég mpo@uiaiers améppiyng evog pn p1cotoin0évTog KTNVIHTPIKOD QUpPUIKEVTIKOD
TPOIOVTOG 1| AAAOV VAIK®V TTOV TPOEPYOVTAL UTO T1] YP1 G TOL TPOIOGVTOG

Ta pdppokxa dev TPEMEL VA, ATOPPITTOVIOL HECH TOV AVUAT®OV 1 TOV OIKIOKOV OTOPANTOV.
XPpNOOTOOTE TPOYPAULOTO ETGTPOPNG POPUAKMOV VIO TNV ATOPPLYT] U YPNOLLOTOINOEVT®DY
KTNVIOTPIKOV QAPHOKEVTIKMOVY TPOIOVIWOV 1] GALDY DAIK®V OV TPOEPYOVTOL 0Td T YP1OT) TOVG
GOLPOVA LLE TIC TOTIKEG ATOLTIOELG KO LLE TUYXOV €0VIKA GLGTUATO GLAAOYNC TOV LGYVOVV Y10, TO,
GYETIKA KTNVILTPIKA QOPULOKEVTIKA TPOIOVTAL.

6. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Ceva Santé Animale

7. APIGMOXZ(OI) AAEIAY KYKAO®OPIAX

EU/2/19/235/001-003

8. HMEPOMHNIA MPQTHX ET'KPIXHX
Hpepopnvia 1™ éyxprong: 23/04/2019

9. HMEPOMHNIA TEAEYTAIAYX ANAGEQPHXHYX THX IIEPIAHYHX TQN
XAPAKTHPIZTIKQN TOY IIPOIONTOX

10. TAZEINOMHIH TON KTHNIATPIKQN ®APMAKEYTIKQN ITPOIONTOQN
Noa yopnyeitotl LOVoV Le KINVIOTPIKT GLVTAYT.

Agmtopepeic TANpoPopieg Yo T0 €V AOY® KTNVIOTPIKO QOPUOKEVTIKO TPoidv givar Stabéoieg otn faon
dedopévmv g EE yio to kTnviatpikd mpoidvto (https://medicines.health.europa.eu/veterinary).



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

ITAPAPTHMA 11
AAAOI OPOI KAI ATAITHXEIX THX AAETAY KYKAO®OPIAX

Kavévag



ITAPAPTHMA II1

ENNIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX



A. EIIIXHMANXH



IHAHPO®OPIEX I1IOY IIPEIIEI NA ANAI'PA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EEQTEPIKO XAPTINO KOYTI

1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Forceris 30 mg/ml + 133 mg/ml evéoyo evaudpnua

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

1 ml epiéyer 30 mg toltrazuril ko 133 mg iron (111) (as gleptoferron)

3. XYXKEYAXIA

100 ml
250 ml
500 ml

| 4. EIAOX(H) ZQOY(QN)

Xoipot (yopidia, 24 £mg 96 dpeg petd ) yévvnon)

| 5. ENAEIZH(EIX)

| 6. OAOOI XOPHTHEHX

Evdopvikn ypnrion.
Avoxkivnote Kahd Tpv T xpnon, Kat’ eldyioto yuo 20 devteporenta.

7. XPONOI ANAMONHX

Xpovog avapovig:
Kpéag kat edmdyot wotoi: 70 nuépec.

10



| 8. HMEPOMHNIA AHEHE

Exp {unvag/étoc}
Metd 10 TPMOTO AVOLYLLO, XPNON EVTOG 28 NUEPDV.

‘ 9. EIAIKEX XYNOHKEX ATATHPHXHX

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

AwBdote To GUALO 0INYIDV YPNONG TPV ATO TN PNON.

11. OI AEZEIX «<AITOKAEIXTIKA I'lA KTHNIATPIKH XPHXH»

ATOKAEIGTIKA Y100 KTNVIOTPIKT XPTOT.

12.  OI AEZEIX «NA ®YAAXXETAI XE OEXH, THN OIIOIA AEN BAEIIOYN KAI AEN
INPOXETTIZOYN TA ITAIAIA»

Na puAdooetatl o Béomn, Tnv omoia dev PAETOLV Kal dev mposeyyilovv Ta Tond1d.

13.  ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Ceva Santé Animale

&

14.  APIGMOZX(OI) AAEIAX KYKAO®OPIAX

EU/2/19/235/001 (100 ml)
EU/2/19/235/002 (250 ml)
EU/2/19/235/003 (500 ml)

15. APIOMOX ITAPTIAAX

Lot {apOuog}

11



IHAHPO®OPIEX I1OY IIPEIIEI NA ANAT'PA®ONTAI XTH XTOIXEIQAH XYXKEYAXIA

ETIKETA ®IAAIAIOY

1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Forceris 30 mg/ml + 133 mg/ml evéoyio evaudpnpia

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

1 ml nepiéyer 30 mg toltrazuril kot 133 mg iron (1) (as gleptoferron)

| 3. EIAOX(H) ZQOY(QN)

Xoipot (yopidia, 24 g 96 dpec PeTd TN YEVVNOT))

‘ 4. OAOI XOPHI'HXHX

Evdopvikn ypnon.
AvoKIvioTE KaAQ TPV TN XpNo, Kat’ eldyioto yuo 20 devteporenta.
AwBdote To QUALO 0INYIDV YPNONG, TPV Ao TN YPNON.

‘ 5. XPONOI ANAMONHX

XpOVog avapovig:
Kpéag kat edmdyot 1otoi: 70 nuépec.

‘ 6. HMEPOMHNIA AHEHX

Exp {uw/eeee}
Metd to mpdTO dvorypa, xpron eviog 28 nuepmv.

‘ 7. EIAIKEX XYNOHKEX AIATHPHXHX

‘ 8. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

@

| 9. APIOMOX IAPTIAAY

Lot {apOpoc}

12



B. ®YAAO OAHI'TQN XPHXHX

13



OYAAO OAHI'TQN XPHXHX

1.  Ovopooia TOV KTNVIATPIKOV QUPUOKEVTIKOD TPOTOVTOG

Forceris 30 mg/ml + 133 mg/ml evéoyo evaudpnua yia yoipidia

2. YovOeon
KaBe ml nepiéyet:

ApPUoSTIKA GVGTOTIKG:

Toltrazuril 30,0 mg
Iron (111) 133,4 mg
(as gleptoferron 355,2 mg)
"Exdoya:

Phenol 6,4 mg

2KOUPO KOPE EVOLDPTLLOL.

3. Eion Loov

Xoipot (yopidia, 24 g 96 dpec petd ™ Yévvnon)

4., OepomevTiKég EvOEitelg

Mo v TavuTdYpovn TPOANYN TNG GLONPOTEVIKTG OVOLUING KOl TOV KAVIK®OV GNUEIDV TG KOKKIIMONG
(dudppota) kaBmG Kot yro T LEIWOT AmToPOANG ®OKVOTEWMVY, GE YO1PidI0 EKTPOPMV e eMPEPOL®UEVO
10TOPIKO KOKKISimo™g mpokaiovuevng and Cystoisospora suis.

5. Avtevoeileilg

Na pn ypnowonoteitan o€ xoipidia vomta Yo EAAeyM Prrapivng E kavn ceinviov.

6. E1dwkéc mposcidomonijosig

Ewdwéc nposidomomoels:

Onwg pe Kabe avTImapacttiko, GV Kot ETUVAAAUBOVOLEVT ¥PHoN OVIITPOTOL®IKOVY TNG 1010,G
opadOG PUmopel vo, 0dNYNHoEL o€ avATTLEN avOeEKTIKOTNTOG.

ZUVIGTATOL 1] XOPNYNOT] TOV KTNVINTPIKOD (POPLOKEVTIKOD TPOTOVTOG G€ OAN TOL YO1Ppidtal oG
TOKETOOUADAG.

Otov 10 KMVIKE GUUTTOUOTE TG KOKKIGIMONG EIVOL ELEAVT, TO AETTO EVTEPO EXEL 0T VITOGTEL
BAGPN. I'V avtd, Bo mpémet va xopnyeital To KINVIATPIKO POPUOKEVTIKO TPOIOV o€ OAa To. {da TPV
TNV aVOaUEVOUEVT] EVOPEN TOV KAIVIKOV GUUTTOUATOV, ONA., GTNV TEPI0O0 EXDAUCTC.

Métpo vylevig pmopel va LEWOGOoVY ToV KivOuvo KoKKdiwong 6tovg xoipovs. I't’ avtd cuvictdton n
TAVTOYPOVT PEATIOON T®V GUVONKOV VYIEWVNG GTN GUYKEKPIUEV EKTPOOPT, vEavovTag Wtaitepa TNV
Enpodtnta Ko kabaplotnra.

To KIVIATPIKO PAPUAKEVTIKO TPOidV cuvieTatal o xoipidia Pdpovg petad 0,9 ko 3 Kkg.
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IS1aitepeg TPOELAGEELS Y10 TNV 0o@OAT) ¥prion ota 16N Lhwv:

H ocvvietdpevn d6om dev mpénet va vepPaivetal, Sed0UEVOD TOL GYETIKA XOUNAOD EDPOVG AGPUAELNG
Y10 TO KTNVIOTPIKO QOPUOKEVTIKO TPoidv. To KINVIOTPIKd POpUOKEVTIKO TPOidV dev TPEMEL VoL
yopnyeiton meptocotepo amd pio popd.

Agv cUVIGTATOL 1] ¥PNION TOV KTNVIATPIKOD QAPLOKEVTIKOD TPOIOVTOC G€ Yo1pidia Pdpovg pikpOTEPOL
tov 0,9 kg.

XPNOUOTOIGTE AVTO TO KINVIATPIKO QAPUUKEVTIKO TPoidv pnovo edv Cystoisospora suis £xet
otopikd emPePaiwbei og pia ektpon. O vrevBuvog KTNVIATPOg v AapPEvel VITOYN TO ATOTEAEGLLOTOL
KAMVIKQOV e£€TA0EMV KA/ OVOAVGE®V SEIYUATOV KOTPAVOVY KOV IGTOAOYIK®OV EVPNUATOV TOL
emPePainoay v mapovoio C. SUis og éva Tponyoduevo TGOS0 Aoipuméng otnv eKTpoen.

Idwitepeg mpoLAGEELS oV Ttpémet va Aaudvovtal amd To dTopo mov yopnyel T0 KINVIATPIKS QOPULOKEVTIKO
mpoidv oe Loa:

Atoua pe yvootn vrepevaictncio oto oidnpo (g gleptoferron coumioro) 1 v todtpalovpiin i) o€
K010 Ao T £KO0YE VO ATOPEVYOLV TNV EMAPT LLE TO KITNVIUTPIKO QAPUAKEVTIKO TPOTOV.

"ExBeomn 610 KTviaTpikod QopraKeLTIKO TPOToV LITtopel va, TpokoAEGEL 0PBUALIKO epeBiolo
OEPOTIKEG aveETMIOOUNTEG EVEPYELEG. ATTOPUYETE TNV ETAPT TOV OEPUATOG KOL TOV UATIDV UE TO
KTNVIOTPIKO QUPUAKEVTIKO TPOTOV. L TEPIMTMON TUYOI0G ETAPNG LE TO dEPUA 1) TO, paTia, EEmAVVETE
™V mpocPePAnuévn meployn pe vepo.

Toyoaia avtoéveon pnopel va TPOKAAEGEL TOTIKES OVTIOPACELS OTTMG epedicpd, Kokkimpa, 1| GoPapég
OVTIOPAGELS OVOPLANKTIKOD TOTOL G€ gvaicOnta dtopa. No Aapupdvetal pépva, yio TNy amoeuyn
TUYOLOG AVTOEVESTG. ZE MEPIMTOOT TUYAING AVTOEVESTC, AvVa{NTAOTE AUESMG TPIKY] GLUPBOVAT Kot
dei&te oTo Y1TPd TO POALO 0O YLDV YPNHONG N} TNV ETIKETO.

AvT6 10 KTNVIOTPIKO QOPUOKEVTIKO TPOidV umopel va eival emPAaPég yia to EpPpvo. Eykveg yovaikeg
KO YOVOIKEG IOV TPOTIOEVTAL VO KATAGTOVV EYKVEG VO OTTOPELYOLV TNV ETAPT E TO KTNVIOTPIKO
QOPUAKEVTIKO TPOTOV, 101(¢ TUYai0 CLTOEVEDT.

[MAovete ta y€pro petd ) xpnon.

Eyxvuoctvn kot yalovyia:
Agv 1oyvet.

AMnAeridpoon pe GAAL QUPUOKEVTIKO TPOTOVTIO KO GAAEC LOPQEC OAANAETIOpaoNC:
Kopia yvoory.

Ynepdocoroyia:

e peréteg acoareiog, Petd and vrepdocoroyia, Tapatnpnnke avénuévn evaicncio oe
(ovomuikd) Paxtnplokd voorpata, appitido Kot GYNUOTICHO UTOGTHAT®V KoL OEV WTOPEGE V.
amokAglotel d0co-eSapTdpevn avénon g Bvnopdtrag.

Koatd ) didpkeia peretdv vrepdocoroyiag, mapatnpnonke tapodikn Leiwon Tov aptBpov Twv
EPLOPOV AHOCPAPIOYV, TOL OLOTOKPITH KOl TNG CLYKEVIPOGNC TNG ALLOGPALPIvNG WPl KAVIKE
onueio petd m 14" nuépa amod v epamas yopnynon oto {Ho 6tdy0, o€ LELETEG AoPaleiag e dOOM
3mAdotla TG VYNAOTEPNS SLVIGTOUEVNG d0oNC (LEcog dpog 261 mg toAtpalovpiin/xopidio kot 1156
mg cidnpog/xopidio). e yopnynon do6ong 3mAdoiog g cvviotdpevng (135 mg toAtpalovpiin
/yo1pido kot 600 mg cidnpog /xo1pidio) mapoatnpnOnke HeTd amd 21 nuépeg Lovo pio eEhappd
TaPodIKN Helmon Tov aptBpod Tov epulpdv apoceaipimy.

Abdoeig vynidtepeg and 150 mg/kgmuépa kon 667 mg/kg/Mmuépa yio tnv toltpalovpiln kot Tov
cidnpo avtiotorya, ONA.3 Popég 1 LEYIGTI GLUVIGTOUEVT 0G|, dev aEI0A0YNONKE 0TI LEAETEG
acoAeiag yia 1o €idog {dov otdy0. H avoyn oto Ktnviatpikd poprokenTIKd Tpoidv Hetd and
EMOVOAUUPOVOUEVES YOPNYNOELS OV £XEL EKTLUNOEL.
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Kopiec acupfatdtnreg:
AOY® EAAEYNG HELETMV GUUPATOTNTOC, TO TAPOV KTNVIATPIKO QAPUAKEVLTIKO TPOIOV VoL LNV
OVOULYVOETOL LLE GAAL KTVIOTPIKA QOPUAKEVTIKG TPOIOVTAL.

7. Avem@dunrta cvppavra

Xoipot (yopidia, 24 £mg 96 mpeg petd t yévvnon):

IToAb omdvia (<1 {do / 10.000 vrd Oepaneio {da, cvumeplaufavouévey 1oV LEHOVOUEVOY
avaPOPmV):

Avtidpacn vrepevatodnciog, Odvaroct

! Meté ) yopMynomn mapevieptd eVEGE®V GIINPOV, GUVIEOLEVOG ILE YEVETIKOVC TOPAYOVTES 1] EAAEIYN
Brrapivng E koun oelnviov 1 anodidopevog oe avénuévn gvaucBncio oe Aoipmén opeldouevn cg
TOPOSIKO OTTOKAEIGHO TOV S1KTLO-EVOOHVALIKOD GUGTILLITOG.

H avagopd avembountov coppdviov eivar onpoavtiky. Exitpénet  ocvuveyn mapakolobOnon g
aoPaAelng evOg Tpoiovtog. Edv mapatnproete omoladnmote avemBountn evépyelo, akOo Kot av Ogv
AVAPEPETAL GTO ECMKAEIGTO PUALO 0OMYLOV ¥PNoNG N AUEIPAAAETE Y10 TV OTOTEAEGULOTIKOTNTA TOV
QOPUAKOV, TAPUKOAEICOE VO ETIKOWVMVNGETE, KATUPYAS, LE TOV KTNVioTpd coc. Mmopeite eniong va
AVOPEPETE OTOLAONTOTE OVETLHVUNTO GLUPAVTO GTOV KATOYXO TNG ASELNG KUKAO(POPING,
YPNOOTOIDVTAG TO GTOLYEID EMKOWVMVING GTO TEAOG OWTOV TOL PVAAOL 00N YLDV ¥PNoNG, | LECH TOV
g0vikod cag ocvoathiuratog avagopds: EOvikog Opyavioudc Gapudkwv: Mecoyeiov 284, GR-15562
Xohopyode, AGnva, TnA.: +30 213 2040213, e-mail: vetpharmacovigilance@eof.qgr, Iototonog:
http://www.eof.gr.

8. Aocoloyia yio ka0 £id0g, TPOTOS KL 0501 YOPTYNONG

Evdopwixn ypnon.

H cuvictduevn 86on givon 45 mg tortpalovpiing kot 200 mg cidfpov avd yoipidio, dni., 1,5 ml tov
KTNVIOTPIKOD QOPUOKEVTIKOD TPOTOVTOG V(L XO1pidlo, XOP1YOUUEVO EPATAE, GE o EVOOUVIKN veon
micw amwd to avti, petatd 24 kot 96 mpdv petd tn yévvnon.

9. Odnyieg 7o ™) c6TI] YOp1 YN OGN

Avokivinote KaAd TPy TN PN o, Kot eAdyioto yia 20 devtepoienta.

Io o eroiidio tov 100 ml, to Tope omd kaovtoovk propel vo tpumnel péypt 30 popéc. Ta ta
erodida tov 250 ml kou 500 ml, to TOpe and KaovToovk propei va Tpurndei péxpt 20 popéc. Edv
omonToHVTAL TEPIGGATEPEG EVEGELS OO OTEC, GUVIGTATAL 1] YPNOT| GVPLYYOS TOAAATADY SOCEWV.

10. Xpoévol avopoviig

Kpéag kot edddipot wotoi: 70 nuépec.

11. Ewwkég ovvOikeg dtatipnong
Na puidooetal o€ 0éom, TV onoia dev PAETOLY Kot deV TPoceyYilovy Ta. TOLOA.

Agv vLapyovV E11KEC 001 YIS SLOTPNONG YO GVTO TO KTNVIATPIKO POPUOKEVTIKO TPOTOV.
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Na pn xpnoLonoteital 0vTd To KTNVINTPIKO QUPUOKEVTIKO TPOIOV HETA TNV Nepopnvia AENg mov
avaypAQETOL GTO KOVTL KOl TNV ETIKETO TOL PLoAdiov, petd to “EXp”. H nuepounvia Aéng cvpmintet
HE TV TEAgVTOiO NULEPE TOL GLYKEKPIUEVOL IRV,

Avdpxero Long HeTd To TPATO AVOTYLLO TOV AUECOV TEPLEKTN: 28 MUEPEC.

12. Ewwkég mpo@uraiers amoppryng

Ta eapuake dev TPEMEL VO OTOPPITTOVTAL HECH TOV ADUATOV | TOV OIKIUK®OV OTOBANTOV.
XP1MOYLOTO|OTE TPOYPALLOTE ETOTPOPTS PUPULAKOV Y10 TNV OTOPPIYN U XPTCLLOTOOEVTOV
KTNVIOTPIK®V QUPLOKEVTIKMOVY TPOIOVTOV 1] GALDY DAIK®V OV TPOEPYOVTOL OO T ¥P1OT) TOVG
GOLPOVA LLE TIC TOTIKEG AOLTIOELG KO Pe TUYOV 1oybovTa eBvikd cvotipate cvAdloyng. To pétpa
OVTA OTOCKOTOVV GTNV TPOGTAGIN TOL TEPPAAAOVTOC.

YoppovAevbeite Tov KINVIOTPO 1) TOV PAPHOKOTOLO GOG Y10 TOV TPOTO ATOPPIYNG TOV
APNOWOTOMNOEVTOV PAPUAKDV.

13. Ta&wvopnon TOV KTNVWWTPIKAOV QUPRIKEVTIKAOV TPOIOVTOV

Na yopnyeitatl LOVOV pe KTNVINTPIKT CUVTAYN.

14. ApuOpoi Gdg10g KUKLOPOPIOG KOl GVGKEVUGIEG
EU/2/19/235/001: Kovrti xaptivo pe 1 graridio twv 100 ml.

EU/2/19/235/002: Kovrti yaptivo pe 1 graridlo tawv 250 ml.
EU/2/19/235/003: Kovti yaptivo pe 1 graridio twv 500 ml.

Mmropei va unv KokKAOQOpoLV OAEG Ol GUGKEVAGIEC.

15. Hpepopnvia terevtaiog avafe®@pnons Tov QUALOV 00OV YPNGNS
06/2025

Agmtopepeic TANpoPopieg Yo T0 €V AOY® KINVIOTPIKO QOPLOKEVTIKO TTPoiov gival dabéoiueg ot
Baon dedopévmv e EE yia to ktnviatpikd mpoidvta (https://medicines.health.europa.eu/veterinary).

16. Xrtoyecia emkowvoviog

Kétoyog tne 6ds10¢ KUKAOQOPINC KO GTOLYELN ETKOVOVIOG Y10 TNV ova@opd ThavoAoyoOEV®DV
OVETOVUNTOV EVEPYEIDV:

Ceva Santé Animale

8 rue de Logrono

33500 Libourne

France

Tel: +800 3522 11 51

E-mail: pharmacovigilance@ceva.com

Tapackevaotic vtevduvoc Yo tnv arelevdépmwon TV TaPTidwV:
Ceva Santé Animale

10 av. de La Ballastiére

33500 Libourne

France
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