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IHAPAPTHMA 1

HNEPIAHYH TQN XAPAKTHPIZTIKQN TOY ITPOIONTOX



1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

HuveGuard MMAT gvaicdpnua Y10 TopackKeLT TOGILOV EVOL®PTIUATOG Y10, OpVIDEG

2. MOIOTIKH KAI MOXOTIKH XYNOGEXZH
Kdabe d6om tov 0,025 ml nepiéyet:
ApPUGTIKG GUGTOTIKA:

YTOPOYOVEG MOKVGTEG IOV TPOEPYOVTAL Ad TPMLO GTEAEYXN TOV €idovg Eimeria:

Eimeria acervulina, otéleyoc RA 3+20, {ovtovd 50 - 139 woxbdotec*
Eimeria maxima, otéAeyoc MCK+10, {owvtavo 100 - 278 wokvoTec™*
Eimeria mitis, otéAeyog Jormit 3+9, {ovtavo 100 - 278 wokvoTec™
Eimeria tenella, otéleyog Rt 3 +15, Lovtavo 150 - 417 woxbdotec*

* 2oupmva pe Tig in vitro 01001K00LES KATOUETPNONS TOD TOPUCTKEDOTTH KATA TO XPOVO THS AVOUEILHS
Kar Kot v anelsvlépwon.

"Exodoya:

IowoTiki] 60vVOEGT EKOOYOV KAl GAL®V GVOTATIKAV

Sodium chloride

Potassium chloride

Disodium phosphate

Potassium dihydrogen phosphate

Polysorbate 80

Water for injections

Aypopo €0 AgKO OVOIKTO UTEC EVOLMPT U KATO TNV oVOKivnom.

3. KAINIKEX IAHPO®OPIEX

3.1 Eiom {oov

Opvibec.

3.2  OgpamevTiKEG EVOEIEELS Yo KAOE gid0g (Dov

IMa v evepyntikny avocomoinon tev opvibwv pe okomd TN pHeimwon g LOAVVOTG KOl TOV KAVIK®V
ovuntoudtov and kokkidimon mpokaiovuevn oo E. acervulina, E. maxima, E. mitis kot E. tenella.

Eykotdotaon avooiog: 21 nuépec petd tov epforiacud.
Audpkela avooiog: dgv éxel eaxpifmbet.

3.3  Avrevositag

Kopia.



3.4 Ewwkég mposidomonicelg
Na eppordlete povo vy {oa.

To gupodio mepéyer {oviavég mokhoteg KOKKSimv kot eEaptdtor amd ToV TOAAATAUCIAGUO TMOV
euPolak®dv otedey®dv vOg TV opviBmv yio TNV avantuén avoociag.

Eivar obvnbec va BpeBodv mokhoTec 0TOV YOOTPEVTEPIKO COANVA TV EUPOALAGUEVOV TTNVOV oo 1
£€m¢ 3 efdopades 1 mepiocdTepo petd tov gpPfoitacpod. To mbavdtepo gival avtéc o1 ®OKVoTEG va givan
eUPOMOKEC MOKDOTES TOV AVOKVKAMYOVTOL GTO TTNVE LECH TG aLpooTpOuvng. H avakikiwon tomv
®OKVOT®V €lval avarykoaio yio TNV avantuén avociog Kot T1 GUVEYT TPOCTAUGI.

Emedn n mpootacia &vavtl g Aoipméng omd kokkidlo PETd amd EUPOAACUO EVIGYVETOL GO TNV
@uoikn TpdKkAno”, N TPOGPacT G€ omolovONToTE BEPUTEVTIKO TOPAYOVTO [LE KOKKIOOGTATIKY OpAoT
OTO1001TOTE GTLYUT LETA TOV EUPOAGUO UTOPEL va ETNPEAGEL SUGUEVADS TNV avaTTLEY avosiog. Avto
glvarl onuavtikod cg 6AN T dtapkela (NG TV opvibov.

3.5 Iowirepec mpo@urders katd T ypion

Idwaitepec TPO@LAGEELS Yo TNV 0.cQaAN ypron oto. £idn (owv:

O1 6pvifeg TPEMeEL VoL EKTPEPOVTOL OVGTNPAS ETL HUTEOOL GE AYVPOSTPMDUV.

Mo ™ peimon g TbavoTnTag KOKKISIOKNE TPOKANGNC TPV TNV Evapén NG avociag, M
AYLPOCTPAOVY TPEMEL VO, APOLPELTAL, KOl O YDPOG GTEYUONS TV 0pviBov mpénet va kabopileton
EMPUEADG LETAED TOV KUKAMV EKTPOPNG.

Idwaitepec Tpo@LAGEELC TOV TTPEmel vo Aaufdvoviol amd To GTOLO TOV YOPNYEL TO KTNVINTPIKO
oapurakevtikd Tpoidv ce oo

Katd tov yekaopo tov euforiov 6Tovg veoseovg 1 6TV TPOPT], 0 YEIPIGTNG TPETEL VA, YPT|CLLOTOLEL
ATOHKO TPOGTATELTIKO EEOMAMGO OMOTEAOVUEVO OO PAGKO TOL EPAPUOLEL COOTA Kol
TPOCTOTELTIKA 0PBOAUDV.

KaBapiote ko amoivudvete ta yépa kot Tov eE0mTAMGUO PETA amd T YpNoN.

Idwaitepec mpo@LAGEELC Yo TNV TPOGTAGIO TOL TEPPEGAAOVTOC:

Agv 1oyVeL.

3.6 AvemOdunra cvppavra
Kavéva yvooto.

H avagopd avemBountov coppdviov eivar onpoavtikny. Exitpénetl t cuveyn mopakolovOnon g
ACQAAELNG EVOC KTNVIOTPIKOD OPUAKEVTIKOD TPo1dvTog. Ot avapopés TPEMEL VO ATOGTEALOVTOL, KATH
TPOTIUNOT HECH KTNVIATPOV, EITE GTOV KATOYO TNG AOEL0G KLUKAOQOPIOG <N GTOV TOTIKO aVTITPOGMTTO
TOV> gite otV €0VIKN apuddia apyn LEC® TOV EBVIKOD GLGTAKOTOS avVaPOPas . Avatpélte otV
TapAypoeo 16 Tov GOALOL 0ONYIBY YPNONG Y10 TA OVTIGTOLYO GTOLYEIN ETKOVMVING.

3.7  Xpnfon katd TV KONG1, TN Yorov)ia 1] TNV ®OTOKIM

[vé o€ mepiodo wotokiag:

H aopddeia Tov kTviaTpiod QOpROKEVTIKOD TPOTOVTOG Oev £xel amodelyfel Katd tn didpKeld TG
wotokioc. No unv yopnyeitatl oe Ttnva o€ mepiodo wotokiog Kat vioc 4 efdopuddmv mpty amd Tnv
&vapén g TeptdOov ®OTOKING.




3.8  Almiemiopacn pe GALo QUPUUKEVTIKA TPOTOVTH KUl GALES HOPQPES dAMNAETIOpOONG

Na pun yopnyovvtol KoKKIS106TUTIKOL TAPAYOVTES, CUUTEPILOUPOVOUEVOV GOVAPOVAULODY, TPV 1)
UeTd Tov ePPolacud, eneldn avtd Ba £yl apynTIKN EXITTOGCT OTNV 0VOGia, 1 ool eEapTdTol amod
TNV aVOKOKA®GT TOV WOKVGTOV GTO TEPPAALOV.

Agv VTapYOVV TANPOPOPIES GYETIKG, UE TNV OCPAAELD, KOL TNV OTOTEAEGUATIKOTITO OO TN YPTON TOV
gv AOoym gpfolriov pe omoodfmote GAAO KTNViHTpKd @dpuako. H amdé@acr yuo n xopnynon tov &v
AOy® gpfoiiov mpv amd M LETA TN XOPNYNOT OTOLOINTOTE AAAOL KTNVIATPIKOV QUPUAKOV, TPEMEL VAL
Aappdveton katd mepinTmon.

3.9 Odoi yopiynong kot docoroyia
Amd otopatog yprion (Yekaopuds 6To TTNVE, YEKAGHOG GTIV TPOQT, ¥pNoN 6€ TOGUO VEPO).

Xpovodidypapipo eLPOAACHOD:

YekaoIOG 6Ta TTNVE KoL WYEKAGHOG GTIV TPOPT|: XOpNYNGTE Hia 3661 Tov epforiov o€ kdbe dpviBa amd
v nAkia g 1 nuépag.

Xpnon oe OG0 vepd: xopnynote pia 66om tov gpfoiiov oe kébe OpvibBa amd v nhikia tov 3
NUEPDV.

Orav avorybei To eraridio tov 30 ml wov wepiéyet 1000 7 5000 docelg, mpémet vo ypnoomombei OA0
TO TTEPLEYOLUEVO.

Xopnynon UEcm YEKAGLOD GTNV TPOEN
Tig mpidteg 12-24 dpeg Ba npénet va amhwBel emopkng TocoHTNTO PAGIKNAG TPOPNS Y10 VEOGGOVG ETAV®
o€ YoptTi N TAOCTIKO KaTd PKOG TOL SamESOL TOV OpVIBDOVA.

Avakivnote {onpd 1o eradidto tov epuforiov yio 30 devtepOAenTA TPV 0T TN ¥PTON Y10 ETCVALDPTON
TOV ®OKVOTMOV. ApaldoTe 10 EUPOAIO o€ vepo og avaroyia tepinov 1000 ddoewv og 1 Aitpo vepod (5000
docewv og 5 Aitpa). T vo dnopodicete 0Tl Egovv agapedel OAeg o1 wokHoTEG 0md TO PlaAidio,
Eemhiveté o 3 Popég pe vepd. YeKAGTE TO EVALOPTULA TOV MOKVGTOV OUOOUOPPO. TNV ETPAVELL TNG
TPOPNG YPNOLOTOIDVTOG WEKAGHO PEYAAOL oTtayovidiov. Befaiwmbeite 6Tt &xel emtevyBel eheyyopevn
K0l OPLOIOLOPPT) KAALYT OAOKANPTG TG EMPAVELNS TNG TPOPNG OV givar dtabéaiun yuo Tig 6pvifes. Na
OVOKIVEITE TO 00YEI0 TOV €PAPUOYEN TAKTIKG KOOOAN TN O1GPKELD TOV WYEKAGUOD YO TNV OTOQLYN
kafilnong tov wokvotmdv. Befaiwbeite 6ti OAn 1 dabécun Tpopn €xel yekaotel kot 6TL 0 GLVOMKOG
apBpog d6GemV oL YopNYNONKe avtiotolyEel oTov 0plBRd TV TTVAOV PEGA GTOV 0pVIBDOVA.

Ortov apoiwbei to gufoiio mpog ypron Bo mpémel vo yekaotel ouESmG GTNY TPOEN Kot To TTnva Oa
TPETEL VAL £(OVV OUECHOS TPOGPOOT) OTNV TPOOT).

Orov xotavolmbel 1 TpoEn TOL £xEL LITOGTEL WEKOOUO, UTOPEL VoL GUVEYIGTEL 1] GUVIHONG Gition.

ZUVIGTATOL VO TOPOKOAOVOEITE TNV TPOGANYT TPOPNG KL T CUUTEPIPOPE TV TTVAOV KOL VOl
yopnyeite to euPOAL0 e avTh T HEBOSO LOVO EAV AVOUEVETAL ETAPKNG TPOGANYT TPOPNG.

Xopnynon LEG® YP1ONG G€ TOGLLO VEPO

IMa ) yopNynon tov epPoiriov, mpémel va ypnoiomoindovy moticTpec.

Noa napéyete emopkr oplOud TOTIGTPOV Kol YOPO TOTIGHOUTOC MGTE VA, £X0VV OAOL Ol VEOCGOT
TPOGPaCT GTO VEPO e TO EUPOAO KO ETOUEVAOC VO LTOPOVV va Aafovv Tn cmath 60om).
TomoBetnoTE TIG TOTIGTPEG OUOLOUOPPA GTOV YDPO OTTOL 6TEYGLOVTOL Ol VEOGGOL.

H yopnynon vepod mpénet va, avaosTalel yio 2 £m¢ 4 Opeg TPV Ao TOV EUPOAAGUO.
[Ipogtopuacio Tov dtodduatog EovOavikon KOUUEOS:

Mmropei va ypnoiponom el epmopiid dabécyo EovOoviko KoppL.



T'a 1000 66c¢e1c, mpocBéote 3 Aitpa kabBapold moOco vePoy o€ Bepuokpacio dopatiov e Evov
KATAAANAO TTEPLEKTN KOl O10ADGTE 5 g EavOoviKoy KOUUEDC,

INo 5000 66ce1g, mpooBéote 15 Altpa kabapod méGyo vepov oe Beppokpacio dmpatiov og Evav
KATOAANAO TTEPLEKTN KOl dloAvoTe 25 g EavBavikoh KOupEOG.

IIpogtopdote to evarmpnua epforiov og eEng:

INo emovaidpnon Tov @oKLoT®OV, avaKiviote (onpd To eloAidio tov epufoiiov. Avoifte 1o laiidio kot
ad0€100TE OAO TO TEPLEYOUEVO GE kabBapd TOoIO vepd oe Beppokpacio dopatiov: 2 Aitpa yio 1000
dooeig kat 10 Altpa yia 5000 d6c¢eic. o va dtacearicete 6TL £xouv apaipedel OAEG 01 WOKVOTEG 0d TO
QloAid10, Eemovete 10 3 Popég pe vepo. Avakiviote To Anedévia 2 Altpa (1000 66ce1g) 7 10 Altpa
(5000 d60¢€15) TOV EVOU®PNILOTOG ELPBOAIOV KOl HETOPEPETE TOL GTAGIOKEG GTO TPOETOLUOCHEVO SIAAV LA
EavBovikoh KOUUEOS, avapelyvOOVTOG KOAG Y10 VO SOCQOAGETE OLLOLOYEVES EVOLDPTLLOL.

H avapeitn tov dwidpatog EovBovikod wkoppeog poali pe to evoudpnua gpporiov Ba €xer og
amotélecpua o TeMKN mocotnta 5 Altpov (Yo 1000 doceig) 11 25 Altpaov (v 5000 56ce1g)
gvalmpnuatog epforiov-EavOavikov koupeog. Adeidote o evaudpnua uforiov-EavBavikod KOUUEOS
61OV £OTAMGUO TOTIGUOTOG.

Xopnynon LEC® YEKAGLOV OTIG OpViBeg
IN'o xéPe 100 mnva Bo mpémer vo mpoetowwaotel dykog do6ong mepimov 24 ml (0,24 ml/amvo)
EVOLOPNLATOG GE LOPPT] WEKAGHOD HEYAAOL GTAYOVIOiOL.

I tov yekaoud og Opvifeg ypnoporomore ) ypwotikn ovoia Brilliant Blue (E133).

[Ipoetoipacio xpOGUEVOL OPOLOTIKOV:

I'ie 1000 6060¢e1c, tomobBetnote 240 ml vepd g évov KATAAANAO TEPLEKTT KOl TPOGHEGTE TN YPOOTIKN
ovoia Brilliant Blue (E133) o¢ cvykévipoon 0,01% wiv.

I'a 5000 d6c¢1g, Tomobetiote 1200 ml vepd oe Evav KatdAAnlo meplEKTN Kot TPOGHEGTE T YPMOOTIKN
ovoia Brilliant Blue (E133) o¢ cvykévipoon 0,01% wiv.

[Ipoetoipacio Kot Yop1ynom Tov evoimpnLatog epforiov:

Avaxwnote {onpd to raiidio pe tig 1000 1 5000 36615 Yo ETavOLDPNON TOV ®OKVGTMV.
[IpocBéote 0AOKANPO TO TEPIEYOLEVO TOV PLOALSIOV GTO APAIOTIKO Kol ovopiEte KOAG. EEmAOVETE TO
OAid10 3 popég pe apaloTikd yio va Pefaiwbeite 0TL £govv apapedel OAeg o1 wokvoTeg. [epiote 10
doyeio guPoiiov TG GLGKELNG WYEKOGHOV HE OAN TNV TOGOTNTO TOV TPOETOHAGTNKE. Na dlatnpeite
oUVEYMG TNV OUOLOYEVELX TOV EValpaTog epforiov. H mieon g cuokeunc yekao ol tpénet va ival
oto 3 bar. H cuokevn yekaouod npénet vo. mapéyel otoyovidta peyébovg >100 um.

I'o ) Bertioon g opotopopeiog Tov eUPoAlacpod, dTNPNOTE TOVG VEOGCOVS LEGH GTOV OpvIBmVA
Yo TovAdyoTov 1 dpo dGTE Vo, TpocoAdfovy OAa Ta oTaryovidia Tov epPoriov. Befatmbeite 6t vapyet
EMOPKNG POTICUOS DOTE 01 OpVIOEG Vo, eivor EHTTVIES KL VO EKTEAOVV KUOUPIGHO TOV TTEPOUATOS TOVG,
HLELOVOUEVO KOl OPLOOIKAL.

3.10 ZopntOpeTo VTEPI0GOLOYiaS (KUl KUTA TEPITTOGN, HETPO UVTINETOMIONG KUl OVTIO0TO)
Agv &yel mapotnpn el kapio avemBOunt evépyeia petd ) xopnynon 10-mldociag vrepdocoroyiag.
3.11 Eidwkoi mepropiopoi yp1ong Kol E101KEG cuvONKeg ypfione, copmepriopfavopivev
TEPLOPLOGUAV GTI| YP1]OT] AVTIHIKPOPLOKAY KU OVTITOPUCLTIKAV KTVIITPIKAOV
PUPUIKEVTIKOV TPOTOVTMV TPOKELREVOV VU, TEPLOPLOTEL 0 KIVOUVOG avATTVENS UVTOYNS
Agv 1oy0eL.

3.12 Xpovor avapovig

Mndév nuépeg.



4. ANOXZOAOI'TKEX TAHPO®OPIEXZ
41 Kaoowkog ATCvet:

QI0LANO1

Tt diéyepon g evepyNnTikng e181KNG avociag og dypio oteléyn twv E.acervulina, E.maxima,
E.tenella xoz E.mitis xatd v kotdmoon amd 6pvidec.

Metd tov gufoilocud akolovbei cuveyng kot dia fiov avakdKA®GT TV EUPOANKOV MOKVGTOV 6T
TTNVA LEGO TNG OYLPOSTPOUVIG. H avakikAwmon TV wokueTtdv Exel G ATOTELEGUO TV OVATTUEN
0VOGLOG KOt TN GVVEYN TPOCTAGIN EVAVTL TMV AYPLOV GTEAEXDV TOV TEcOApV otehexdv tng Eimeria.

5. OAPMAKEYTIKA XTOIXEIA
51 Kopieg aocvppatoTnTeg

A0y EAAEIYNG LEAETDV OCLUPATOTNTOC, TO TAPOV KTNVIATPIKO PAPUOKEVTIKO TPOTOV OEV TPEMEL VO,
OVOUELYVOETOL PE GALD KTNVIOTPIKE QOPUAKEVTIKA TPOTOVTO.

5.2  Awipkewo {ong

Augpxeta {ONG TOL KTNVINTPIKOV GAPUAKELTIKOD TPOIOVTOG COLG®VA LIE TY GUGKEVAGIO TOANONG: 26
gPooudoOES.

Avgpxera {ong LETE TO TPOTO AVOLYUA TG CTOXEIDOOVS GUGKELOGING: YPNCIUOTOINGTE AUECWHG,
Augpxela {ong petd v opaioon cOpeova e Tig odnyieg: 4 dpes.

5.3 Iowirepeg mpo@urdéers kata T @OLaEN TOV TPOTOVTOG

Noa puAdooetor Kot va petagpépetol o€ yoyeio (2°C - 8°C).
No unv KatoyvyeTol.
Na puAIcoETAL TPOGTUTELUEVO OO TO POC.

54  ®von ka1 6HVOES TNG GTOLYELDOOVS CVOKEVU.GILUG

Drodidio morvatBuieviov yopuning mokvotntag (Low density polyethylene - LDPE) twv 30 ml pe ykpt
gA0oTIKO TOWO 0o BouTOALO Ko Kokl ahovpviov Tov weptéyet 1000 1 5000 docelc.

Meyébn cvuokevacLmv:

Xaptvo xovuti pe 1 @roAido tov 1000 d6cemv

Xaptvo xovuti pe 1 @roAido tov 5000 ddcemv

Xaptwvo kovuti pe 5 elariota tov 1000 ddcemy

Xdaptvo kovuti pe 5 graAidia tv 5000 d6cewmv

Xaptvo xovuti pe 10 proridia tov 1000 d6cemv

Xaptwvo kovuti pe 10 eroridio tov 5000 d6cemv

Mmropei va, pnv KuKAOQPOpPOUV OLEG Ol GLOKEVAGIES.

5.5 E10wkég mpo@uragels amdppryng vog un yPcIHomotn0évTog KTNVIATPIKOD QGUPIUOKEVTIKOD
TPOIOVTOG 1] GAA®V VAIKOV TTOV TPOEPYOVTUL AT T1) YP1]C1) TOVL TPOIOGVTOGS, OV VITAPYOVY

Ta eapuaxo dev TPETEL VO OTOPPITTOVTAL LECH TOV AVUATOV <1 TOV OIKIOK®OV OT0PANTOV>,

XpNOOTOINOTE TPOYPAULOTO ETIGTPOPNC PAPUAK®OV Y10, TV ATOPPIYN U1 XPNCLOTOMNOEVTOV
KTNVIOTPIK®V POPUUKEVTIKOV TPOIOVI®V 1| GAA®V VAIK®V OV TPOEPYOVTAL OO TN (PTIOT TOVG



GOUQ®VA LLE TIG TOTKEC OTOLTHOELS KOl LLE TUYOV €0VIKA GLGTAUATA GVALOYNC TTOV 1oYDOVV YO TO.
GYETIKA KTNVIOTPIKE QUPUAKEVTIKA TPOIOVTOL.

6. ONOMA TOY KATOXOY THX AAETAY KYKAO®OPIAX

Huvepharma NV

7. APIOMOZX(OI) AAEIAY KYKAO®OPIAX
A.A K. Konpov: CY00556V

8. HMEPOMHNIA INTPQTHX EI'KPIXHX
Huepounvia 1ng éykpiong: 07/07/2016

9. HMEPOMHNIA TEAEYTAIAYX ANAGEQPHXHY THX IIEPIAHYHX TQN
XAPAKTHPIZTIKQN TOY ITIPOIONTOX

12/2024

10. TAZEINOMHXIH TQN KTHNIATPIKQN ®APMAKEYTIKQN ITPOIONTOQN
Na yopryeital LOvov e KTNVIOTPIKT GLVTAYTY].

Aentopepeic TANPoEOopieg Yo TO €V AOY® KTNVIATPIKO QOPUOKEVTIKO TPoidv eivan dabéoieg otn fdaon
dedopévov g EE yia ta ktnviatpikd mpoiovrta (hitps://medicines.health.europa.eu/veterinary).



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

IHAPAPTHMA 11

ENNIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX



A. ENIXHMANXZH



IHAHPO®OPIEX ITIOY HPEIIEI NA ANAI'PA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

XapTivo kovti

1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

HuveGuard MMAT evoidpnua y1o TopacKELT TOGILOD EVALMPTLLOTOG

2. YXYNOEXH XE APAXTIKH(EX) OYXIA(EX)

Avd d60om:

Eimeria acervulina, otéhexog RA 3+20, {ovtavd 50 - 139 wokvoTEg
Eimeria maxima, otéheyoc MCK+10, {mvtavo 100 - 278 woxboteg
Eimeria mitis, otéleyoc Jormit 3+9, Lovtavo 100 - 278 wokvoteg
Eimeria tenella, otéleyog Rt 3 +15, {wvtavo 150 - 417 wokvoTteg

3. YYXKEYAXIA

1000 docelg

5 x 1000 660c¢e1c
10 x 1000 d6c¢1g
5000 d6c¢1g

5x 5000 600c¢e1c
10 x 5000 d6c¢1g

| 4. EIAOX(H) ZQOY(QN)

Opvibec.

| 5. ENAEIZEIZ

‘ 6. OAOI XOPHI'HXHX

Amo tov 6TOHTOG XPNON.

‘ 7. XPONOI ANAMONHX

Xpdvog avapovig: Mndév nuépec.

‘ 8. HMEPOMHNIA AHEZHX

Exp. <{mm/uweeee}>

Metd to mpadTo dvorypa, GecT ypnon.
Metd v apaioon, yprion evioc 4 wpov.

9. EIAIKEX XYNOHKEX ATATHPHXHX

No QUAACCETOL KoL VO LETOPEPETOL OE YVYELO.

10



No punv Katoyvyetol.
Noa pUAICCETAL TPOGTUTEVUEVO OO TO POC.

‘ 10. OI AEEEIX «-AITABAXTE TO ®YAAO OAHI'TQN XPHXHX ITPIN AITO TH XPHXH»

Awpdote 10 PUALO 0INYIDOV XpoNG TPV Amd TN YPNOoT.

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

ATOKAEIGTIKA Y10 KTNVIOTPIKNY YP1oM.

12. OI AEEEIX «NA ®YAAXXETAI XE OEXH, THN OIIOIA AEN BAEITIOYN KAI AEN
IHPOXEITIZOYN TA ITAIAIA»

Na purdcoetal o€ 0éom, TV onoia dev PAETOLY Kot dev Tpooeyyilovy Ta Tondid.

‘ 13. ONOMA TOY KATOXOY THX AAEIAYX KYKAO®OPIAX

Huvepharma NV

‘ 14. APIOMOZX AAEIAYX KYKAO®OPIAX

A.A XK. Korpov: CY00556V

| 15.  APIOMOX APTIAAY

Lot {apBuog}:

11



EAAXIXTEX ENAEIZEIX ITOY ITPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

1 guarioro 1000 d6ccmv, 1 grarioro S000 o6cemY

1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

HuveGuard MMAT

2. IHOXOTIKA XTOIXEIA TQN APAXTIKQN OYXIQN

Avd d60om:

Eimeria acervulina 50 - 139 wokvoTeg
Eimeria maxima 100 — 278 wokvoTeg
Eimeria mitis 100 - 278 wokboteg
Eimeria tenella 150 - 417 wokvoTteg

‘ 3. APIOMOZX ITAPTIAAX

Lot {apOuog}

| 4. HMEPOMHNIA AHEHX

Exp. <{mm/pweeee}
Metd to mpadTo dvorypa, ApecT ypnon.

|5. TYEKEYAXIA

1000 do6ce1g
5000 d6c¢1g

12



B. ®YAAO OAHT'TQN XPHXHX

13



OYAAO OAHI'IQN XPHXHX

1. Ovopooio TOV KTNVIHTPLKOD QOPUUKEVTIKOD TPOIOVTOG

HuveGuard MMAT evoidpnpa Yo Topackenn TOGIHOL EVOLOPTUATOG Yo OpVIOES

2. XovOeon
Kabe 060 tov 0,025 ml nepiéyet:
APUGTIKG GUGTOTIKA:

YTOPOYOVEG MOKVGTEG IOV TPOEPYOVTAL Ad TPMLA GTEAEXN TOV €idovg Eimeria:

Eimeria acervulina, otéleyoc RA 3+20, {oviovd 50 - 139 wokbdotec*
Eimeria maxima, otéAeyoc MCK+10, {ovtavo 100 - 278 wokvoTec™
Eimeria mitis, otéAeyog Jormit 3+9, {ovtavo 100 - 278 wokvotec*
Eimeria tenella, otéleyog Rt 3 +15, Lovtavo 150 - 417 wokvotec®

* 2oupmva ue Tig in vitro 01001K00LES KATOUETPNONS TOD TOPUCKEDOTTH KATA TO XPOVO THS AVOUEILHS
Kar Ko, v anelsvlépwon.

Aypopo €0 Agukd 0VOIKTO pmel evolmpnUo Kot TV avaKivnon.
3. Eion {oov

Opvibeg

4. OepoamevTiKEg EvOEi&elg

Mo v evepyntikn avoconoinom tov opvibov pe ckond T Uelmon TG LOAVVONG Kol TOV KAIVIK®V
cvoumTopdtov amd Kokkidiomon tpokaioduevn amd E. acervulina, E. maxima, E. mitis and E. tenella.

Eykotdotaon avooiog: 21 nuépec uetd tov eufortacud.
Augpkela avooiog: oev éxel eéaxpiPmbet.

5. Avtevoeileg
Kopia.
6. E1dwkéc mpogidomonijosig

Educég mposidomomoeis:

Na eppordlete poévo vy {oa.

To epforio mepiéyel Lovtavég mokHoTeg KoKKIdImV Kot e£0pTdTal and TOV TOAAUTAUGIOGHO TOV
guPolaK®dv oTeEAEY®V EVTOG TV 0pviIB®V Y10 TNV avarTuén avooiag.

Eivai covnbeg va Bpebodv mokhoTeg 6T0 YOOTPEVTEPIKO COANVA TV EUPolacUévev TTNVaV oo 1
£€m¢ 3 efdopadeg N meprocodTeEPO PeTd Tov euPortacud. To mbavotepo gival avTég 01 MOKVOTEG VoL
glvar uPoMaKEC ®OKVOTEG TOL AVAKVKAMVOVTOL GTO TTVA LEGH TNG axvpooTpouvng. H
AVAKOKA®MON TOV WOKLGTAOV Eval avoykaio yio TV avarTuén avosiog Kol T GUVEXN TPOCTAGIA.
Emedn n npootacio Evavtt T Aoiuméng amd kokkidio petd and euforlacud evioyveTal 0md TNV
QLOIKN TPOKANGT, N TPOGPACT o€ 0TolOVONTOTE BEPUNEVTIKO TOPAYOVTO LUE KOKKIOIOGTOTIKY] OpAoT
OTOLOONTTOTE GTIYUN UETA TOV EUPOMUCUO LITOPEL VO, ETNPEAGEL SUGIEVMG TNV OVATTVEN OVOGToG.
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Av16 glvar onpovtikd og OAn ) ddpkela {ong Towv opviBwv.

[Swaitepec TPoELAGEELC V1o TNV ao@oAr yprion ota €idn Lhwv:

O1 6pvifeg TpEmeL VoL EKTPEPOVTOL OVGTIPAS ETL HUTESOL GE AYVPOSTPMDUV.

I'a ) peioon g mBavotnTog KOKKIOKN G TPOKANoNG TPtV TNV Evapén tng avociag, M
AYLPOCTPAOV TPENEL VO, APOALPELTAL KOt 0 YDPOG GTEYASNS TV opviBov mpénet va kabapiletol
EMUEADG LETAED TOV KUKAMV EKTPOPNG.

Idwitepec TpouAaelc Tov mpénet va AapuBdvoviol amd To GTOUO TOL YOPNYEL TO KTNVINTPIKO
QOPUOKEVTIKO TPOTOV oe {Da:

Kozd tov yekaopd tov epuPoiiov 6Toug vEoGG00G 1] GTNV TPOYPT|, O XEIPLOTNG TPEMEL VOL PN CLLOTOLEL
ATOMIKO TTPOGTATELTIKO EEOMTAMGHO OTOTEAOVUEVO OO PAGKO TTOL EPOPUOLEL CMOTA Kol
TPOCTOTEVTIKA 0POOAUDV.

Koabapiote xon amoivpdvete ta yépra kot Tov EEOTAMGUO LETA AmO T YPT|oN.

Iva og tepiodo wotokiag:

H ac@dieta Tov KTviaTpikod QopLOKEVTIKOD TPOTOVTOG 6gv £xel amodelybel Katd T SiapKeLd TG
ootokiog. Na punv yoprnyeitol oe Ttnvd 6€ mEPiodo wotokiag Kot eviog 4 efdouddwy mTpv and v
€vapén g TEPLOSOV MOTOKING.

AMnlenidpaon pe GAAo @OPUOKEVTIKE TPOTOVTA Kot GALEC HOPQEG OAANAETIOpAONC:

Na pn yopnyovvrol KokKid106TATIKOL TAPAYOVTES, CUUTEPIAAUPAVOUEVOV GOVAPOVALLODY, TPV 1)
petd tov epPfolacud, enedn avtd Ba £yel apynTikn EMINTOGCT 6TV 0voGia, 1 ool eEaptdTor amod
TNV OVOKOKA®DGT) TOV WOKVOTOV GTO TEPIPAALOV.

Agv VTapYOVV TANPOPOPIES GYETIKG, UE TNV OCPAAELD, KOL TNV OTOTEAECUATIKOTITO OO TN YPTON TOV
gv AOym gpfolriov pe omotodmote GAAO KTNVIATPKO (dapuako. H amdgacr yio n xopnynon tov &v
AOY® gpPoriov TPy omd N LETA TN OPTYNON OTOLOONTOTE AAAOD KTNVITPIKOD PUPUAKOV, TPETEL VO,
Aappdvetar katd mepinTmon.

Yrepdocoroyia:
Agv &yel mopotnpn el kapio avemOoun evépyeta petd m yopnynon 10-mldoiag vrepdocoroyiag.

Kopiec acvupatotnrec:
A0y EAAEIYNG LEAETDV OoLUPATOTNTOC, TO TAPOV KTNVINTPIKO PUPUOKEVTIKO TPOiOV OgV TPEMEL VAL
AVOUETYVOETOL UE GAA KTNVIOTPIKE POPUAKEVTIKA TPOTOVTA.

7. AvemOopunta coppavra
Kavéva yvooto.

H avagopd avembountov coppdviav eivar onpavtikny. Exitpénel t cvuveyn mopakolobOnen e
acPaAELNG EVOC TTPoiovToc. Edv mapatnpnoete omoladnmote avemiBountn evépyelo, koo KoL oV Ogv
AVOPEPETAL GTO EGOKAELGTO GUALO 0ONYIDOV ¥PNONG 1 UPIPAALETE Y10 TNV CTOTEAEGUATIKOTI T TOV
QopuaKov, TapoKaAeichs vo ETKOVOVNCETE, KATapy i, e TOV KTNviaTpd coc. Mmopeite emiong va
AVOQEPETE OTOLAONTOTE AVETLOVUNTO GUUPAVTO GTOV KATOYO TNG ASELNG KUKAOPOPIOG 1) GTOV TOTIKO
AVTITPOGMTO TOV KOTOXOV TG AOELG KUKAOPOPIOG XPTOLOTOIDVTOS TO. GTOLYEIN EMKOIVMVING GTO
TELOG aTOD TOV PUALOL 0dNYLDV YPNoNS, 1| LESH TOV £0VIKOD Gog cuoTUATOC avapopdc: {oTotysia
£0viKoD GLGTHLATOS AVAPOPACT.

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

Amd otopatog yprion (YeKaoUOg 6T TTNVE, YEKAGHOG GTIV TPOQT, ¥pNoN 6€ TOGUO VEPD).
Xpovodidypappo eLPoracon:

Yekoo oG oto TTVE Kol WEKOGUOS OTNV TPOQT: yopnynote pia 66omn tov epforiov og kdbe 6pviBa omd
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v nAia g 1 nuépag.
Xpnon oe oo vepd: xopnynote pia 66om tov gpfoiriov oe kdbe o6pvibBa amd v nhikia tov 3

NUEPDV.
9. Odnyieg 1o ™) c®oTi) YopRynon

I k4Be 086 yoprynong ypnowonoteitar erolidto tov 30 ml mov mepiéyet 1000 7 5000 docelg TOL
guPoriov. Otav avoryBet to praridro, mpémel va ypnoipomondel OA0 10 TEPLEYOUEVO.

Xopnynon YEcm YEKAGLLOV GTNV TPOEN
Tig mpadteg 12-24 dpec Ba mpénel va andwbel enapkng TocOTNTO PACIKNG TPOPNS Y10 TOVG VEOGGOVC
ENAVO G€ YOPTi | TAACTIKO KOTA UKOG TOL dOTESOL TOL OpVIBDVA.

Avaxivnote {onpd to eroidto tov epufolriov yia 30 devutepOAETTA TPV 0T TN ¥PTON Y10 ETCVALDPTON
TOV ®OKVOTOV. ApaidoTe 10 ePPOA0 o€ vepo og avaroyia tepimov 1000 ddoewv og 1 Aitpo vepod (5000
d6ocewv o€ 5 Aitpa). T va dracporicete OtL £xovv apapedel OAeEG 0L MOKVOTEG OO TO PLOAISLO,
Eemhiveté o 3 Popég e vepod. YeKAGTE TO EVOLDPTILO TOV MOKVGTOV OUOOUOPPO. GTNV ETPAVELDL TNG
TPOPNG YPNOLOTOIDVTOG WEKAGUO PEYAAOL oTayovidiov. Befaiwbeite 6Tt &xel emtevyBel eheyyopevn
K0l OPLOIOLOPPT) KAALWT OAOKANPTG TG EMPAVELNS TNG TPOPNG oL givar dtabéaun yuo Tig Opvifes. Na
OVOKIVEITE TO 00YEI0 TOV €PAPUOYEN TOKTIKA KOOOAN TN OLAPKELD TOV WYEKOGHOD Yo TNV OTOPLYN
kafilnong woxvotdv. Befaiwbeite 611 6AN N dbéoun tpoen Exel YEKOGTEL KOl OTL 0 GUVOAMKOG
appog d6GemV oL YopNYNONKe avtiotoryel oTov aplBpd TV TTVAV PEGA GTOV 0pVIBDOVA.

Otov aparndei to euPodiio mpog xprion, Oa wpémel va yekaotel auécmg GtV TPOPN Kal Ta TTNva o
TPETEL VAL £(OVV AUECHOS TPOGPOOT) GTNV TPOPT).

Orov xotavolmbel 1 Tpoen TOL £xEL VITOGTEL WEKOGUO, UTOPEL Vo GuVEYIGTEL 1] GUVIHONG Gition.

ZUVIGTATOL VO TOPOKOAOVOEITE TNV TPOGANYT TPOPNG KL T CUUTEPLPOPE TV TTVAV KOL VOl
epupuolete 1o euPorto pe avt ™ uEHodo HOvVo €4V avaUEVETOL ETAPKNG TTPOGANYT TPOPNC

Xopnynon UEG® ypnonc o€ TOGLLLO VEPO

I'a ™ yopniynon tov guPoiiov mpémet va ypnoipononfovy ToTicTpes.

No mapéyete emopkr aplOUd TOTIGTPOV Kol YHPO TOTIGHOUTOC MGTE VA, £X0VV OAOL Ol VEOGGOT
TPOGPacT 6TO VEPO e TO EUPOAO KO ETOUEVAOS VO UITopoVV va AaPovv Tn cmaoth d6or).
TomoBetnoTE TIg TOTIGTPEG OUOLOLOPPA GTOV YDPO OTOL GTEYALOVTOL Ol VEOGTOL.

H yopfiynon vepov mpénel va avactolel yio 2 £0¢ 4 ®peg mptv and Tov EPPoMaAGHO.
[Ipogtoipacio Tov dteAvpatoc EavOovikod KOUUEOC:
Mmropei va ypnoiponom0el epmopiid dabfécyo EovOoviko KoppL.

INa 1000 66ceig, mpocbéote 3 Altpa kabapov mdoo vepod ce Oepupokpacio dwuatiov og &vav
KATAAANAO TEPEKTN Kal dohvote 5 g EavBavikoh kKOupeod.

INa 5000 docelc, mpocbéote 15 Aitpa kabopod mdoo vepol oe Beppokpacia dmpatiov ce évav
KATOAANAO TTEPLEKTN KOl dlaAvote 25 g EavBavikod KOppEOG.

IIpoetodote to evarmpnua epforiov wg €Ng:

IMo emovaimpnon Tov ®oKVeTOV, avaKivioTte (onpa To eLoAidlo tov eufoiiov. Avoifte 10 LaAidI0 KoL
a0E100TE OAO TO TEPlEOUEVO og kabapd TOoLo vepd oe Bepuokpacio dwpatiov: 2 Aitpa yio 1000
dooeig kat 10 Altpa ya 5000 d6ceic. o va dacearicete Ot £xouv apoipedel OAEC 01 WOKVOTES 0d TO
OloAid10, Eemlovete 10 3 popég Le vepo. Avakiviote Ta Anedévta 2 Altpa (1000 66ce1g) 7 10 Altpa
(5000 606G¢€15) TOL EVOUMPNUATOS EUPOAIOD KO LETAPEPETE TOL OTASIOKE GTO TPOETOUOCUEVO SLAALAL
EavBovikoh KOUUEOS, AVOUELYVDOVTOG KOAG Y10 VO SIOCPUAICETE OUOLOYEVEG EVOLMDPTLLOL.

H avépeitn tov dwidpotog EovOoavikod wkoupeog poli pe to evardpnuo gpporiov Bo €xer g
OmOTEAEGHO Lo, TEAKY] Tocotnta 5 Atpov (Y 1000 d6ceic) 1 25 Altpov (v 5000 dd6ceig)
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gvolwpnuatog epforiov-EavBovikol koppeoc. Adeldote To evatdpnua epforiov-EavOavikov KOUIEOG
610V £OTAMGUO TOTIGUATOG.

Xopnynon UEcm WEKAGUOV OTIC OPVIBES
INo «kabe 100 mwmvé Oo mpémer va mpogtopaotel Oykog ddong mepimov 24 ml (0,24 ml/rmvo)
EVOLOPNUATOG GE LOPPT] WEKOGHOD UEYAAOL GTAYOVIOIOL.

I tov yekaoud og Opvifeg ypnooromote ) ypwotikn ovoia Brilliant Blue (E133).

[Ipogtopacio YpOGUEVOD ApoI®TIKOV:

I'i 1000 d6c¢e1g, Tonobethote 240 ml vepd o évov KaTAAANAO TEPIEKTN KL TTPOGOEGTE TN YPWOOTIKN
ovaia Brilliant Blue (E133) og cuykévipwon 0,01% wiv.

I'ie 5000 d60¢e1c, Tomobetrote 1200 ml vepd oe Evay Kat@AANAO TEPEKTN Kot TPOGHEGTE TN YPOOTIKY
ovaia Brilliant Blue (E133) o cvykévipmon 0,01% wiv.

[Ipogtoipacio Kot YOp1yNoT TOV EVOIOPTLOTOS ERPOAiOV:

Avaxwvnote {onpd to eloiidio pe tig 1000 1 5000 d66¢E1g Yio ETaVOIDPNON TOV ®OKVGTMV.
[IpocBéote 0AOKANPO TO TEPIEYOUEVO TOV PLAALSIOV GTO aPAIOTIKO Kol ovopiite KoAd. EemAvvete 10
OLAd10 3 popég pe apaloTikd yia va Pefaiwbeite 0Tt Egovv apapedel OAeg o1 wokvoTeS. [epiote 10
doyeio gUPoriov TG GLOKELNC YEKAGHOD HE OAN TNV TOGOTNTO TOV TPOETOUAGTNKE. No dlatnpeite
GUVEX®MG TNV OUOIOYEVELX TOV evalmpnuaTog epfoiiov. H mieon g cvokeunc yekao ol tpénet va gival
ota 3 bar. H cvokevn yekoopol mpénet va mapéyel otayovidia peyédovg >100 pum.

INo ™ Bertioon g opolopopeiog Tov eUPoAlacod, STNPNOTE TOVG VEOGCOVE LEGH GTOV 0pVIBmVA
v TovAdyotov 1 mpa dote va Tpocidfovv OAa Ta otaryovidia Tov gpPoiiov. Befawmbeite 6t vapyet
EMOPKNG POTICUOG DOTE O OpVIBEG va gtvor EOTTVIEG KoL Vo EKTEAOVY KOBOPIGHO TOV TTEPDOUATOS TOVG,
UELOVOUEVO KOl OLOOTKAL.

10. Xpoévor avapoviig

Mndév nuépeg.

11. EIAIKEX XYNOHKEZX AIATHPHXZHX

Na puidooetal o€ Béon, v onoia dev PAETOLY Kot dev Tpooeyyilovv Ta Tondid.

Na euidooetarl kat petoeépetat o Yyoyeio (2°C - 8°C). Na unv kotoyvyetor. No puidcoetal

TPOGTATEVIEVO OO TO PG,

Na un ypnoiponoteital avtd To KTNVINTPIKO QOPUOKEVTIKO TPOTdV UeTd TV nuepounvia ANEng mov
avaypAQETAL OTNV ETIKETA PETA TNV EVOEIEN EXPp.

Aldpketo {one HETE TO TPMTO AVOLYLLO TOV GLEGOV TTEPIEKTI: ALEGT] YPNON).

Avdpxeta {ong petd v apaioon cOUEOVA LE TIG 00NYies: 4 dpes.

12.  Ew0wkég mpo@uracers amoppryng

Ta eapuaxo dev TPEMEL VoL OTOPPITTOVTAL HECH TOV AVUATOV 1 <T®V OIKIOK®OV OTOPANTOV>.
XPNGILOTOGTE TPOYPAUUATO, ETIGTPOPNC POPUAKDV Y10 TV OTOPPIYT| U1 XPNOLLOTONOEVTDV
KTNVIOTPIKOV QAPLOKEVTIKMV TPOIOVIAOV 1 GAA®Y DAMK®OV 0L TPOEPYOVTL OTd TN YP1OT TOLG
GUUPMOVO, LE TIC TOTIKEG ATOITNOELS Ko e TUYOV 1oybovto efvikd cuotiuato cuAloync. Ta uétpa

QT UTOCKOTOVY GTNV TPOCTAGIN TOL TEPPAAAOVTOC.

ZopPovievbeite <tov ktnviatpd coc> <> <ToV EAPLOKOTOLd GOC> Y10 TOV TPOTO amTdpPIYNG TV
YPNOUOTOMNOEVTOV QOPUAK®V.>
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No. mpoooppoaotel oc eQviko enimedo.

13. Ta&vépnon TOV KTNVITPIKOV QUPRIKEVTIKMOV TPOTOVTMV
Noa yopnyeitor povov pe KTNVIOTPIKT GUVTOYT.
14.  Ap1Opoi o105 KUKAOQPOPIUS KUl GUGKEVUGIESG

A.A K. Kompov: CY00556V

Droridio morvatBuieviov yopuning mokvotntag (Low density polyethylene - LDPE) twv 30 ml pe ykpt
€A0oTIKO TOWO 0o BouTOALO KO KOTakL ahovpviov Tov weptéyet 1000 1 5000 doceic.

MeyéBn cvuokevacLOV:

Xaptvo xovuti pe 1 @rarido tov 1000 ddcemv

Xaptvo xovuti pe 1 @laAido tov 5000 d6cemv

Xaptvo kovuti pe 5 erariola tov 1000 ddcemy

Xdaptvo kovuti pe 5 graAidia twv 5000 ddcemv

Xaptwvo xovuti pe 10 proridio tov 1000 d6cemv

Xaptwvo kovuti pe 10 proridio tov 5000 d6cemv

Mmropei va pnv KuKAOPOpoUV OLEG 0L GUGKEVAGIES.
15. Hpepopnvia teievtaiog avade®pnong 1oV QUALOV 03NYIAV (PTG
12/2024

Aentouepeic TANPOQOPIES Y10 TO €V AOY® KTINVIATPIKO QUPLOKEVTIKO TPoioy gival dlabéaiueg ot
Baomn dedopévev ™ EE yia to kmviatpika tpoidvta (https://medicines.health.europa.eu/veterinary).

16. Xroyeia emxovoviog

Kdaroyoc e ddsroc kukho@opioc Kot GTOYEIN ETKOVAOVIOC Y0l TNV avaoopd THovoloyodUEVOVY
ovemBOUNTOV EVEPYELDV:

Huvepharma NV

Uitbreidingstraat 80

2600 Antwerpen

Belgium (Bé\yi0)

+32 3 288 18 49

pharmacovigilance@huvepharma.com

Tlapaockevootc VTEVOLYOC Y10 TNV OTEAEVOEPWON TOV TOPTIOWV:
Biovet JSC

39 Petar Rakov Str

4550 Peshtera

Bulgaria (Boviyopia)

17.  Alheg mhnpo@opisg
Metd tov gppoAilacud akorovbel cuveyng kot oo fiov ovOKOKA®OT TOV EUPOAOKDY MOKVGTMOV GTO

TINVA PEC® TNG aYVPOooTPOUVNG. H avakdiKA®on Tov ®oKuoT®dV £YEl MG ATOTELEGLO TV OVATTLEN
aVOGiOG KOt TN GVVEYN TPOGTAGIN EVAVTL TMV AYPLOV GTEAEXDV TOV TEcolpv oteheydv tng Eimeria.
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