IHAPAPTHMA 1

HNEPIAHYH TQN XAPAKTHPIZTIKQN TOY ITPOIONTOX



1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Nobilis Multriva Gm+REOmM evéoyio yoldxktopa yio dpviBeg

2. MOIOTIKH KAI MOXOTIKH XYNOGEXZH
Kdabe d6om tov 0,3 ml nepiéyet:

APUGTIKG GVGTUTIKA:

16¢ g Aoymdovg vosov Tov Buddkov, otéleyoc GBO2, adpavomoinuévo >100,9 U?
16¢ g Aouddovg vosov Tov Buddkov, otédeyog 89/03, adpavomoinuévo > 88,6 U!
Peoidc tov mtvov, otéleyoc ARV-1, adpavomotnuévo >11,5 Ut
Peoidc tov mmvav, otéleyoc ARV-4, adpavomotnuévo >11,4 Ut

L Onwg npocdiopiletar e in Vitro dokipn Spootikdmtag aviryovikhg pagag ELISA

AVOGO0EVIGYVTIKESG 0VOTEG!
Light liquid paraffin 128,6 mg

"Exodoya:

Iowotiki) 60vOES EKOGYOV KO ALV
GUGTUTIKOV

Polysorbate 80

Sorbitan oleate
PBS solution

OL010Y€VES, VTOAELKO YOAUKTOLLOL.

3. KAINIKEX IIAHPO®OPIEXZ

3.1 Eiom {oov

Opvifec.

3.2 OgpamevTikég evosifers Yo ka0 idog {Mov

IMa v evepyntikn avocomoinon v opvibmv pe 6Komd Ty TabNTIK avoconoinen TV amoyovmy
TV gpfolacpévev opvibov yio v peimon g Ovnoud oS Kot TV KAVIKOV GCUUTTOUATOV TG
VOGOV OV TPOKOAOVVTOL 0rtd To. TOAD Aotpoyove, (CS89) kar and ta kKhaoowkd (STC) otekéyn tov 100
™G AOU®ME0VG VOGoL ToL Burdkov (IBDV), kot yio Thv peimon TG Lonpiog Kot TV KAVIKOY

CLUTTOUATOV TN VOGOL IOV TPOKOAEiTa amtd Tovg YevoTumovg 1 kot 4 tov peoiod tov ntnvav (ARV).

Eykotdotaon avociog:

= 4 gfdopadeg petd omd tov epPforiooud.
= Y10V¢ amoyovous: nhkio 1 nuépac.

ALQpKeLn ovooiag:

= 80 efdouadec netd amd Tov EUPOAOGO.
= ¥1ovg 0moyovoug: nikio 3 efOopddwmy.



H éiactovpodpevn tpootacio £xel amoderybel yio Ta wapailoyuéva avtryovikd oteAéyn (mopoarioyn
E kou GLS) Tov IBDV.

H dwootawpoduevn mpoctacio £xel amodeybel yio Toug yevotumoug 2, 3 kot S tov ARV.

3.3 Avrevosigeig

Kopia.

3.4 Ewwéc mpoEldomon)oelg

Na eppordovar pévo vy {oa.

3.5 Iowirepeg mpo@urdcers kata T ypion

Idwitepec mpoLAGEELS Yo TNV ao@oAn ypnon ota €161 owv:

Agv 1oy0et.

Idwitepec mpouAGEeic mov wpémet vo Aoufdvovtol ord To ATOUO TOV YOPNYEL TO KTNVITPIKO
QOPUOKEVTIKO TTPOidV o€ {ma:

IIpoc tov ypnom:

AVT0 TO KTNVINTPIKO POPUOKEVTIKO TPOTOV TEPLEYEL TAPOUPIVELOLO. XE TEPITTMON TVY LG
éveonc/avtoéveong umopel vo mpoxAnbei évtovog movog kat e€oidnom, Wiotépmg av 1 éveon yivel o
GpBpwon 1| o€ SAKTLAO. X OTAVIEG TEPIMTMOGELS OVTO UTOPEL VAL £XEL WG OTOTEAEGLLA TNV OTOAELL TOV
daKTOAOV, 0V dev Tapaocyedel apeon wTpikn epovtida. Av kotd Adbog cdg yopnyndel avtd to
KTNVIOTPIKO QAPUOAKEVTIKO TPOTOV, OKOUM KO OV T TOGOTNTO Eval TOAD pukpn, (NTNoTE Apécmg
Tpikn cupPovAn, £xovtag poll cog to eUALO 0dnyidV xpnong. Edv o movog empeivet yia
TePLocOTEPO 0O 12 dpeg petd v wTpikn e€€taom, (nNTnoTe Kot TOAL 1TPIKT GUUBOLAT.

IIpog tov 1aTpod:

AVTO TO KTNVIATPIKO POPUAKEVTIKO TPOTOV TTEpLEYEL mapapvérato. Tuyaia Eveon pe owtd 10
KTNVIOTPIKO QAPUOKEVTIKO TPOTOV, OKOLT KOl GE HKPES TOGOTNTES, EVOEYOLEVAMS VO TPOKAAECEL
évtovn €€oidnom, N omoio, UTOpPEL, Y10 TAPASEY LA, VO EXEL MG ATOTEAEGLO, IOYOUIKT VEKPWOOT), KOO
Kol andAgle Saktolov. Amotteiton 1 AMEZH e€g1dikevpévn xe1povpyikn @povTido Kot EVOEXOUEVMG
TPOUN SLdvoiEn Kot EKTAVGT TNG TEPLOYNG TTOL EYIVE 1] £VEDT, 1O1UTEPWMS OTOV APOPA TN payo TOVL
SOKTOAOD 1] TOV TEVOVTAL.

[dwaitepeg TPOPLAGEELS Y10 TV TPOOTAGIO TOV TEPIPBAAAOVTOC:

Agv 1oyVeL.
3.6  AvemOdpunra cvppavra

OpviBeg:

Oyt ovyva (1 ém¢ 10 Cha/ 1 000 vd | OLidio 6to onpueio g éveonct
Oepaneio {ma):

Tevikd e€apavileton evtoc 3 efdopddmv.

H avagopd avemBountov coppdviov eivar onpavtikny. Exitpénetl tn cuveyn mopakolovonon g
AGPAAELNG EVOG KTIVIOTPIKOD POPUUKEVTIKOD TPOidvVToG. Ot avapopEg TPETEL VO ATOGTEAALOVTOL, KOTA
TPOTIUNOT LECH KTNVIATPOV, E(TE GTOV KATOYO TNG AOELNG KVKAOQOPiog giTe oTNV €BVIKN aprodia
apyn HEC® TOV €BVIKOL GLOGTHLOTOG AVAPOPAC. AVOTPEETE GTO PVAAO 0ONYIDV YPNONG Yid. TO.
avTioToly o oToLyEio EMKOVOVIOGC.

3.7  Xpnion katd TV KONG1, TN YOAOV)I0 1] TV ®OTOKId.



IItnvé o mepiodo wotokiog:

Na unv yopnyeitai o€ Ttnva og nepiodo wotokiag Kot evtog 3 efdopddmv mpv amd v Evoapén e
TEPLOSOL MOTOKING.

3.8  AlMiemiopacn pe Ao QUPUOKEVTIKA TPOTOVTA Kol GALES HOPQYEG dAANAETIOpaONG

Agv vtdpyovy TANPOPOPIEG GYETIKA LE TNV OCPAAELN KOL TV OTOTEAECUATIKOTITO IO TNV XPNOT TOL
gv AOY® gUPoAiov pe 0mo10dNTOTE GALO KTNVINTPIKO Pdpuako. H ardgacn yuo T xopfynomn tov gv
AOY® epPoriov mpv amd 1 HETA TN XOPNYNOT OTOIOVINTOTE AAALOV KTIVIOTPIKOD GUPUAKOV, TPETEL VA,
AopfaveTol Katd TepinTwon.

3.9  Odoi yopnynong ko d0coroyia,

INa evdopwixn xpnon.

To ev Ady® eufodiio mpoopileTar yia ypfion ©¢ EXavoANTTIKOS epfoliacuds, petd and apytkd
euPolacud eite pe Lovrava epuPfora 1 pe adpavorompéva eppoia oto tpdypappo epfoitacpon. Ot
apykoi epPporlacol Tpémel va, dievepyodvtat pe (ovtava 1 pe adpavomomuéva euPoria KaTd Tov 100
™™g AoUmO0Vg vocou Tov Burdakov (m.y. Clonevac, Innovax-ND-IBD) kot Tov pgoiod tov atnvov (..
Nobilis Reo 1133, Nobilis Multriva REOm). To guffoAo npénet vo. yopnyeitat tovAdyiotov 4
€POOUAOEG UETA OO TN XOPNYNOT) TOV aPYLKOD EUPOAAGHOD.

Xopnynote pia pdvo 86om 0,3 ml oty mepioyn tov 61BoLE 1} TOL UNPOV amd TV NAKia TV 8
ePdopddmv Kot PeTd, oAl Oyt apyoTepa amd 3 efoopudadeg Tpv amod TV Evapén Tng ®OToKiag.

[pwv amd ™ ypnom, aenote T0 uPoOrio va @Tacel oe Oeppokpacio dmuUaTiov.
Avokiviote KaAd Tpv oo T xpnon.

O1 cOpryyec kot o1 feAdveG TPETEL VAL EIVOL UTOCTEPOUEVEG TPV 0t TN XPTNOT).
AkoAoVONGTE TIG TUTIKEG OGNTITIKES SLOOIKAGTEC,

3.10 XZvpntoOpete vTEPO0coLoYias (KUl KATE TEPITTOON, PETPO AVTINETAMICNG KOl OVTIO0TO)

Agv mopatnpndnioy dAleg avemBOUNTES EVEPYEIEG EKTOC OGOV AVAPEPOVTOL TNV TOPAYPAPO 3.6
petd and yoprynon OmAng 66omg epforiov.

3.11 Eidwkoi mepropiopoi yp1ong Kol E101KEG cuvONKeg ypfiong, copmepriopfavopévev
TEPLOPLOGUAV GTI| YP1]OT] AVTIHIKPOPLOKAY KU AVTITOPUCLTIKAV KTVIITPIKAOV
PUPUIKEVTIKOV TPOTOVTMV TPOKELPEVOV VU, TEPLOPLOTEL 0 KIVOUVOG avATTUENS UVTOYNS

Agv 1oy0eL.

3.12 Xpovor avapovig

Mndév nuépeg.

4. ANOXOAOTI'IKEX IAHPO®OPIEX
4.1 Kodkog ATCvet: QI0LAA22.
To eufoiio mTpoopileTar yio vo SIEYEIPEL TNV EVEPYNTIKT OVOGIO TPOKELUEVOL VO TOPEXETOL TTAOTTIKN

avoGio, 6TOVG AmoyOVOLE KATE TNG AOUMOoVE vOGoL Tov Buldkov (Gumboro) Kot KaTd Tov peoion
TOV TTNVOV.



5. DOAPMAKEYTIKA XTOIXEIA

51 Kopieg aocvppoatotnteg

Noa pnv avoperyvoetat He GAAO KITNVILTPIKO POPUOKEVTIKO TPOTOV.

52  Awpkewo {ong

Adpreta {O1g TOL KTNVIOTPIKOD GOPHAKEVTIKOD TPOIOVTOG COUPMOVO LE T1) GVCKEVAGIN TOANOTG: 2
SA:E‘QKSHX {oNg HEeTA TO TPAOTO AVOTYLA TG GTOLYEIDNAOVS Guokevaoiag: 10 dpec.

5.3 Iowirepeg mpo@urdéers kata T @OLaEN TOV TPOIOVTOG

Na pvAdooetot o€ yoyeio (2 °C — 8 °C).

Noa pnv xatoydyetor.

Noa euAacoeTal TPOGTUTEVEVO 0mtd TNV EkBeoT GTOV A0,

54  ®von ko 6OVOEST TNG GTOLYELDOOVS CVGKEVUGING

DN amo tepe@borikd morvaiBvrévio (PET) n omoia kheivetar pe eAAGTIKO TOUO, EIGYOPNONG Kot
AU GAOVULVIOL.

MeyéOn cvokevocioc:

Xdaptwvo kovuti pe 1 eidAn tov 300 ml (1000 d6c¢15) 1 twv 600 ml (2000 d6c¢e1c).
Mmopei va unv Kokho@opohv OAEG Ol GLOKEVOGIEG.

5.5 Ewkég mpo@uragers amdppryng vog ui yPNoLHomTotn0£vTog KTNVIATPIKOD GUPUOKEVTIKOD
TPOIOVTOG 1] GALOV VAKAOV TOV TPOEPYOVTUL O.TO T1] Y P1GT TOL TPOIOVTOGS, UV VITAPYOLY

Ta edppoxo dev TPENEL VoL OTOPPITTOVTOL HECH TMV AVUATOV 1) TOV OIKLUKOV OTOPANTOV.
XPNGILOTOGTE TPOYPAUUATO, EXIGTPOPNC POPUAK®DV Y10 TV OTOPPIYT| (U1 XPNOLOTONOEVTDV
KTNVIOTPIK®V POPUUKEVTIKOV TPOIOVI®V 1| GAA®V VAIK®V TOV TPOEPYOVTAL OO TN (PO TOVG
GUUPMOVE, LLE TIG TOTIKEG OOITNOEL KOl LE TUYOV EBVIKA CLUGTILOTO GLAAOYNG TOV 1GYVOVV Y1a TA
GYETIKA KTNVIOTPIKE QAPLOKEVTIKA TPOIOVTOL.

6. ONOMA TOY KATOXOY THX AAETAY KYKAO®OPIAX

Intervet International B.V.

7. APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/2/25/344/001-002

8. HMEPOMHNIA ITPQTHX EI'KPIXHX

Huepounvia Ing éykprong: 02/06/2025.

9. HMEPOMHNIA TEAEYTAIAYX ANAOEQPHXHY THX IIEPIAHYHX TQN
XAPAKTHPIZTIKQN TOY ITIPOIONTOX



10. TAZEINOMHZH TOQN KTHNIATPIKON ®APMAKEYTIKQN ITPOIONTOQN
Noa yopnyeitor povov pe KTnviaTpikn GuvToyn.

Aentopepeic TANpoeopieg Yo 10 v AOY® KTNVIATPIKO QOpUOKELTIKO Tpoidv givon dtabéoieg otn fdaon
dedopévov g EE yia o ktnviatpikd mpoidvta (https://medicines.health.europa.eu/veterinary).



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

IHAPAPTHMA II

AAAQOI OPOI KAI AITAITHXZEIX THX AAEIAYX KYKAO®OPIAX

Kavévac.



IHAPAPTHMA 111

ENNIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX



A. ENIXHMANXZH



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

XAPTINO KOYTI

1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Nobilis Multriva Gm+REOmM gvéoipo yohaktmpo,

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

Adpavomompéva 6TELEYT TOV 100 TNG AOUMO0VG VOGOV TOL BUAGKOL Kot TOL PEOTOV TV TTVAOV.

3. XIYZKEYAZXIA

300 ml (1000 860¢15)
600 ml (2000 d6c6¢16)

| 4. EIAOX(H) ZQOY(QN)

Opvibeg

| 5. ENAEIZEIX

| 6. OAOI XOPHTHIHX

INo evoopwixn ypnon.

7. XPONOI ANAMONHX

Xpovog avapovig: UndEv nUEPE

‘ 8. HMEPOMHNIA AHEHX

Exp. {uu/ecee}

Metd to mpadTo dvorypa yxprion evidg 10 opdv.

9. EIAIKEYX XYNOHKEX AIATHPHXHX

Na puAdooetal o€ yoyeio.
Na punv Katoyvyetol.
Na @UAACCETOL TPOSTATEVUEVO ald TV EkBEGT GTOV NA10.

10. OI AEEEIX «<-AIABAXTE TO ®YAAO OAHI'TQN XPHXHX IIPIN AITIO TH XPHXH»

10



Awpdote 10 PUALO 0INYIDOV XPTOTG TPV O TN XPTION.

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

ATOKAEIGTIKA Y10 KTNVIOTPIKNY (P1oM.

12. OI AEEEIX «NA ®YAAXXETAI XE OEXH, THN OITOIA AEN BAEIIOYN KAI AEN
IPOXEITIZOYN TA ITAIAIA»

Na puidcoetal o€ BEom, v onoia dev PAETOLY Kot dev mpooeyyilovv Ta Tad1d.

13. ONOMA TOY KATOXOY THX AAEIAYX KYKAO®OPIAX

Intervet International B.V.

14. APIOMOI AAEIAX KYKAO®OPIAX

EU/2/25/344/001 300 ml
EU/2/25/344/002 600 ml

15. APIOMOZX ITAPTIAAX

Lot {apOuoc}

11




IHAHPO®OPIEX ITIOY HPEITEI NA ANAI'PA®ONTAI XTH XTOIXEIQAH XYXKEYAXIA

Etwkéra - 300 ml/ 600 ml PET gudin

1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Nobilis Multriva Gm+REOmM gvéoipo yohdktmpa,

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

300 ml (1000 d6c6¢1c)
600 ml (2000 d6c6¢16)

Adpavomompéva 6TELEYT TOV 100 TNG AOUMO0VG VOGOV TOL BUAGKOL KOl TOL PEOTOV TV TTVAV.

3.  EIAOX(H) ZQOY(QN)

Opvibeg

| 4. OAOI XOPHTHZHY

INo evdopwixn xpnon.
AwPaote 10 QUALO 0ONYIOV XPNOTG TPV 0T TN YPNOT).

‘ 5. XPONOI ANAMONHX

Xpbvog avapovig: undév nuépeg

| 6. HMEPOMHNIA AHEHZ

Exp. {uu/ecee}

Metd to mpadTo dvorypa xprion evidg 10 mpov.

7. EIAIKEX XYNOHKEX ATATHPHXHX

Na puAdooetal o€ yoyeio.
Na punv katoyvyetol.
Na @uAdooeTol TPOSTATEVUEVO amd TV €kBecT GTOV NA10.

8. ONOMA TOY KATOXOY THX AAETAY. KYKAO®OPIAX

Intervet International B.V.

9. APIOMOZX ITAPTIAAX

12



Lot {apBuog}

13



B. ®YAAO OAHT'TQN XPHXHX

14



OYAAO OAHI'IQN XPHXHX

1. Ovopooio TOv KTNVIHTPLKOD QOPUUKEVTIKOD TPOIOVTOG

Nobilis Multriva Gm+REOmM gvéoyio yoAdktmpa yio 0pvideg

2. XovOeon
Kabe d660on tov 0,3 ml nepiéyet:

APUGTIKG GVGTOTIKA:

16¢ g Aoymdovg vosov Tov Buddkov, otéleyoc GBO2, adpavomotnuévo >100,9 U?
16¢ ¢ Lopmdovg vosov tov Burdkov, otédeyoc 89/03, adpavomoinpévo > 88,6 U!
Peoiog tov mmvav, otélexog ARV-1, adpavoroimpévo >115Ut
Peoioc tov mmvav, otéleyoc ARV-4, adpavomotnuévo >11,4 Ut

1 Onwg npocdiopiletar e in Vitro dokipn Spootikdmtag aviryovikhg pagag ELISA

AVOGOEVIGYVTIKESG 0VOTEG!
Light liquid paraffin 128,6 mg

Ou0107EVES, VTOAEVKO YOAAKTMLLO.

3. Eion {oov

Opvifec.

4. OepoamevTiKEg EvoEiEels

Mo v evepyntikn avocomoinon v opvibov e 6Komd TV ToONTIKN AvOGOToINGT TOV 0T0YOVMV
TV gufolacuévev opvifwov yio v peimon g OvneudmTog Kot Tov KAVIKOV GCUUTTOUATOY TG
VOGOV TOL TPOKAAOVVTOL aTd TO TOAD Aooyova (CS89) kar amd ta Khaookd (STC) oteléyn Tov 100
™G AoddoVGg vOsov Tov Buidkov (IBDV), kot yio Ty peimon tng oupiog Kot Tmv KAVIKGOV
CUUTTOUATOV TNG VOGOL TOL TPOKOAEITAL OO TOLG YeEVOTUTIOVG 1 KOl 4 Tov peoiod Twv Tnvav (ARV).

Eykatdotaon avooiog:
= 4 gfdopadeg Letd omd Tov gpPorlacuo
= ¥tovg amoyovoug: nhkio 1 nuépag

Aldpkelo ovooiog:
= 80 gfdouddec uetd amd Tov EUPoAacHO
= ¥10ovg 0moyovoug: niikia 3 efdopddwmv

H dwotawpoduevn tpoctacio el amoderydel yia ta waporlayuéva aviryovikd otedéyn (rmopoiioyn
E ka1 GLS) tov IBDV.
H dwootavpodpevn mpoctacio £xel amodeybel o Tovg yevotumovg 2, 3 kot S tov ARV.

5. Avtevosigeag

Koapdia.

15



6. Ewdkéc mpogridomonoels

E1d1kéc mpog1domoncelg:
Na epportdlovtor pévo vy {oa.

[dwitepec mpourdelc mov wpénet va AauPdvoviol amd To GToLo ToL Yyopnyel TO KTNVINTPIKO
QOPUOKEVTIKO TTPOidV ot Lma:

IIpog tov yprio:

AVTO TO KINVIATPIKO POPUOKEVTIKO TPOTOV TEPLEYEL TAPOUPIVELALO. XE TEPIMTMON TVYALOG
éveonc/avtoéveong umopel va mpoxAndel évtovog movog kot e£oidnom, Wiontépmg av 1 £veon yivel o
GpBpwon 1 o€ SAKTLAO. Xg GTAVIEG TEPIMTMOGELS CVTO UTOPEL VAL £XEL WG OMOTELEGLO TNV OTDAELY TOV
dakTOAOL, €0V dev Tapacyedel dueon wTpikn epovtida. Av kotd Adbog cdg xopnyndel avtd to
KTNVIOTPIKO QAPUOKEVTIKO TPOTOV, OKOUO KOl OV T TOGOTNTO Eval TOAD pukpn, (NTNoTE ApEcmS
Tpikn cupPovAn, £xovtag ol cog to EUALO 0dNyldV xpnong. Edv o movog empeivet yia
ePLocOTEPO 0O 12 dpeg petd v wrpkn e€€taom, {nNTNoTe Kot TOAL 1TPIKT GUUBOVAT.

IIpog tov 1aTpd:

AVTO TO KTNVIATPIKO POPUOKEVTIKO TPOTOV TTepLEYEL mapapvérato. Tuyaia Eveon pe owtd 10
KTNVIOTPIKO QAPUOKEVTIKO TPOTOV, OKOL KOl GE HKPES TOGOTNTES, EVOEYOUEVMS VO TPOKAAETEL
évtovn g€oidnomn, N omoio, UTOpPEL, Yo TAPADEY LA, VO EXEL MG ATOTEAEGLO, IOYOUIKT VEKPWOOT), KOO
Kol amdAgle dakToAov. Amatteitor 1 AMEZH e€eidikevpévn ye1povpyikn opovTtida Kot EVOEXOUEVMG
TPOUN S1AvolEn Kot EKTAVGT TNG TEPLOYNG TTOL EYIVE 1] EVECT, 1OLUTEPW®S OTAV ALPOPd TN pérya TOL
SOKTOAOD 1| TOV TEVOVTAL.

ITmvé oe nepiodo wotokiac:
Na pnv yopnyeital og Ttnva og nepiodo wotokiag kot evtdg 3 efdouddmv mpv amd v Evoapén g
TEPLOOOL MOTOKING.

AMNAETIOpooN UE GAAD QOPUOKEVTIKG TPOTOVTO Kol GAAEC LOPOEC aAANAETIOpaoNC:

Agv VAP oVY TANPOPOPIEC GYETIKA UE TNV UCPAAELN KOL TNV OTOTEAECUATIKOTITO QIO TV ¥PNOT TOL
gv AOY® gufoAriov pe 0mo100MTOTE GALO KTNVINTPIKO Pdpuaxo. H amdgpacn yuo ) xoprynom tov gv
AOY® epforiov mpiy amd 1 HETA TN XOPTYNOT OTOIOVINTOTE GAAOV KTNVINTPIKOV PAPUAKOL, TPETEL VOL
Aoppdveton katd mepinTwon.

Ynepdoooroyia:
Agv mopatnpnOnioy dAleg avemBOUNTES EVEPYEIEG EKTOG OGOV OVAPEPOVTAL TNV TOPAYPOPO

«AvemBounta copPdvroy petd amd yopnynon SmAng 06ong epforiov.

Ewwol mepropiopot ypnione ko £101k€c cuvONKeS ypnong:
Agv 1oy0eL.

Kopiec acvpfatdtnreg:
Na unv avopelyvoetot pe GALO KTNVIOTPIKO QAPLOKEVTIKO TPOidV.

7. Avem@dpunra cvppavra

Opvibec:

Oyt ovyva (1 émc 10 Cha/ 1 000 vd | OLidio 6to onpueio g éveonct
Oepaneio {ma):

Tevikd e€agpavileton evtoc 3 efdopddmv.

H avagopd avemBountov coppdviov eivar onpavtikny. Exitpénetl tn cuveyn mopakolobonon g
acPAAELOG EVOG TTPoidvTog. Edv mopatnprnoete omoladnmote avemBountn evEPYeLn, KOO KOl OV OEV
AVOPEPETOAL OTO ECOKAEIGTO PUALO OONYIDV ¥PNOTG 1] AUPIBAALETE Y10 TNV OTOTELEGUATIKOTITO TOL
QOPUAKOV, TOpaKOAEIGOE VO EMIKOIVOVIGETE, KOTAPYAC, LE TOV KTNViaTpd coc. Mropeite emiong va

16



AVAQEPETE OTOLOONTOTE AVETIOVUNTO CLUPAVTA GTOV KATOYO TNG AOELNS KLKAOQOPTaG
YPTCULOTOIDVTOG TO GTOLYELN EMKOVMVING 6TO TEA0G VTOD TOL PVAAOL 0dNYLDVY YPNONG, 1| LECH TOL
€0vikoD Go¢ GLOTNUATOG AVOPOPGS: {oToLyEln EBVIKOD GLGTHUATOSG OVAPOPAC).

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

I"a evdopwikn xpnon.

Xopnynote pio uovo 66om 0,3 ml oty wepoyn Tov otBovg N ToL UNPOV Ao TV NAKia TV 8
ePdopddmv Kot petd, oA Oyt apyotepa amod 3 efdopdades mptv amd v Evapén Tng WOToKiaG.

9. Odonyieg Yo T 66T Lopiynon

To ev Ady® gufoiio mpoopiletat yio ypHon O¢ EXTAVOANTTIKOC epUfortacuds, et amd apytkd
guPforacud eite pe (ovrava euPforia 1 pe adpavomotnpuévo epuPpoia 6to tpdypappo eppoitacon. Ot
apyol epuPpoilacpol mpénet va dievepyotvior pe (ovtavd 1 pe adpavomompéva euforia KaTd Tov 100
™G Aoddovg vooov tov Buidkov (m.y. Clonevac, Innovax-ND-IBD) kot tov pgoiod Temv mtnvev (w.y.
Nobilis Reo 1133, Nobilis Multriva REOm). To gupoiio npénet vo. yopnysitol tovAdyiotov 4
ePdopddeg PHetd amd T YOPNYNoT TOV aPYLKoD EUPOAMAGLOD.

[Ipw amd ™ ypnom, aenote To eUPoOrlo va @Tacel og Beppokpacio dmuUTiov.

AvoKIvieTE KOAG TPV OO T XPNOMN.

Ot oOpryyec kot o1 feAdveg TPETEL VAL V0L OTOCTEPMUEVES TPV Al TN XPTOT).

AkoAovONGTE TIG TUTIKEG AONTITIKEC SLOOIKAGTEC,

10. Xpévor avapoviig

Mndév nuépeg.

11. Ewwkég ovvOnkeg drotipnong

Na euidcoetal o€ 0éom, TV onoia dev PAETOLY Ko dev Tpooeyyilovy Ta Tondid.

Na pvAdooeton o€ yoyeio (2 °C — 8 °C).

Na punv katoyvyetol.

Na puAdooeTol TPOoTATEVUEVO amd TV €kBecT GTOV NA10.

Na pn xpnoponoteital autd To KTNVINTPIKO GOPUOKEVTIKO TPOTdV LETd TV nuepopunvia Anéng mov
avaypaeetol oty etikéto. H nuepopnvia AnEewg cvpmintel pe v teAevtaio nUéEPO Tov

GUYKEKPIUEVOL UVOL.

Avgpxela {ong LeTd 1o TPOTO Avorypa Tng OTOYEIDMA0VS cuckevaoiag: 10 dpeg.

12. Ewwkég mpo@urdacers amoppryng

Ta eappoko dev TPEMEL VO, ATOPPITTOVIOL HECH TOV AVUATOV 1 TOV OIKIOKOV OTOPANTOV.
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

GUUPOVO, LLE TIG TOTTIKEG ATOITNOELG KOl Le TUYOV 1oybovTa eBvikd cvotiuate cvAloyng. Ta pétpa
QT UTOCKOTOVY GTNV TPOCTAGIN TOL TEPPAAAOVTOC,.
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ZopPovievbeite Tov KTNVIOTPO GOC 1} TOV PAPUAKOTOLO GAG Y10, TOV TPOTO ATOPPIYNG TV
PN OCLLOTONBEVTOV QOPUAK®V.
13. Toa&vopunon TOV KTNVILTPIKOV QUPLIKEVTIKAV TPOIOVTOV

Na yopryeital LOvov e KTNVIOTPIKE GLVTAYT].

14. Ap1Opoi Gdg10g KUKAOQPOPILOS KOl GVGKEVUGiEG
EU/2/25/344/001-002

Meyébn cuokevaociag:
Xaptwvo kovuti pe 1 eiaAn tov 300 ml (1000 d6ce15) 1 twv 600 ml (2000 d6c¢eLg).
Mmopei va unv Kokho@opohv OAEG Ol CUCKEVAGIEC.

15. Hpepopnvia tedevtaiog avade®@pnong Tov QOUALOV 03N YAV YP1ONG

Aentouepeic TANPOQOPIES Y10 TO €V AOY® KTNVIATPIKO QUPLOKEVTIKO TPoioy gival dlabéaiueg ot
Baon dedopévav g EE yio ta kmviatpikd wpoidvto (https://medicines.health.europa.eu/veterinary).

16. Xroyeio emxowvoviog

Kd1oyoc tne Ad£10¢ KLUKAOQOPIOG KO TOPOCKELOGTNGS VITEVLHVVOC Y10, TNV 0TTOOEGUEVGT) TOV TAPTIOWV

KOl GTOWYELN ETKOVAOVIOCS Yol TNV avaoopd Ttifovoloyoduevav averfountov couBdviov:
Intervet International B.V., Wim de Korverstraat 35, 5831 AN Boxmeer, OAloavéia

Belgié/Belgique/Belgien Lietuva

Tél/Tel: + 32 (0)2 370 94 01 Tel: + 37052196111
Peny6.aunka bbiarapus Luxembourg/Luxemburg
Ten: + 359 28193749 Tél/Tel: + 32 (0)2 37094 01
Ceska republika Magyarorszag

Tel: +420 233 010 242 Tel.: + 36 1 439 4597
Danmark Malta

TIf: + 45 44 82 42 00 Tel: + 39 02 516861
Deutschland Nederland

Tel: + 49 (0)8945614100 Tel: + 32 (0)2 370 94 01
Eesti Norge

Tel: + 37052196111 TIf: + 475554 37 35
E)\Gda Osterreich

TnA: + 30 210 989 7452 Tel: + 43 (1) 256 87 87
Espafia Polska

Tel: + 34 923 19 03 45 Tel.: + 48 22 18 32 200
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France
Tél: + 33 (0)241228383

Hrvatska
Tel: + 3851 6611339

Ireland
Tel: + 353 (0) 1 2970220

island
Simi: + 354 535 7000

Italia
Tel: + 39 02 516861

Kvnpog
TnA: +30 210 989 7452

Latvija
Tel: + 37052196111
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Portugal
Tel: + 351 214 465 700

Romania
Tel: +4021 3118311

Slovenija
Tel: + 38516611339

Slovenska republika
Tel: +420 233 010 242

Suomi/Finland

Puh/Tel: + 358 10 2310 750

Sverige
Tel: + 46 (0)8 522 216 60

United Kingdom (Northern Ireland)

Tel: + 353 (0) 1 2970220
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