IHAPAPTHMA 1

HNEPIAHYH TQN XAPAKTHPIZTIKQN TOY ITPOIONTOX



1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Nobilis Multriva IBm+ND+EDS gvéouo yoldktopa yio 6pvifeg

2. MOIOTIKH KAI MOXOTIKH XYNOGEXZH
Kdabe d6on tov 0,3 ml nepiéyet:

APUGTIKG GVGTUTIKA:
I6¢ g Aowmdovg Bpoyyitidac, Tomoc Macoyovcétng, otéheyog M41, adpavomomuévo > 4,8 logz HI?

16g g hotpumdovg Bpoyyitdac, Tomog 793/B, otéheyog 4/91, adpavomompévo >5,7 logz HI?
I6¢ ¢ vooov tov Newcastle, otéheyog Ulster, adpavomompuévo >5,9 Ut
16¢ ouvdpdpoL petwpévng momapaywyng -1976, otéleyoc BC14, adpavonompuévo >368,3 U?

L Onwg npocdiopiletar e in Vitro dokipn Spootikdmtag aviryovikhg pagag ELISA
2HI = ava6toA o1pocuykdAANoNG. Onmg mpocdiopiletarn e in Vivo Sdokipun SpactikdtnTag og Opvideg

AV060EVIGYVTIKEG OVGIECS!
Light liquid paraffin 128,6 mg

"Exdoya:

MoroTiki] 60vOgoN EKOOY OV KOl GALOV GVGTUTIKAOV

Polysorbate 80

Sorbitan oleate
PBS solution

OL010Y€VES, VTOAELKO YOAAKTOLLOL.

3. KAINIKEX IAHPO®OPIEX

3.1 Eion {oov

Opvifec.

3.2 Ogpamevtikéc gvocieis Yo kaOe gidog {mov

Mo v evepyntiky avoconoinom twv opvibwv yio:

. TNV EAITTOOT TOV AVOTVEVCTIKOV CUUTTOUATOV Kol TNG LEIMONG TNG MOTAPAUYWOYS TOV

TPOKAAOVVTOL OTTO TOVG 100G TG Aoddovg Ppoyyitidag (IBV) oteléym Maocayovcétng
(yevorumog Gl-1) ko 4/91-793B (yevotvmog GI-13)

. ™V Ueiowomn g BvnooTTag Kot TV KAIVIKOV GCUUTTOUATOV TTOV TPOKOAODVTUL 0tO TOV 10 TNG
vocov tov Newcastle (NDV)
. ™V EAATTOON NG LEI®ONG TS MOTOPAYMYNG KOl TWV OVOLOALDV TOV KEAD(POLS TTOV

TPOKOAOVVTOL OO TOV 10 PEIOUEVIS MOTAPAUYMDYNS TOV GLVEPOWOL-1976 (EDSV).

Eykotdotaon avociog:

. 4 gBoopadeg petd and Tov epPoiacpo

ALdpKeLD 0vOoiog:

= 80 gfdouddec petd amd tov eUPoAlacuo



H dwootavpovpevn mpootooio Exet amoderydel yio ta otedéyn QX-D388 (yevotvmog GI-19), Var2
(yevotomog GI-23) xar Q1 (yevotvmog GI-16) tov IBV.

3.3 Avrevosigeig

Kopia.

3.4 Ewwéc mpoEldomon)oelg

Na eppordovar poévo vy {oa.

3.5 Iowirepeg mpo@urdcers kata T ypion

[d1oitepec mPoLAGEELS Yo TNV ao@OAN YpNon ota €161 omv:

Agv 1oy0et.

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

IIpoc tov ypnom:

AVT0 TO KTNVIATPIKO POPUAKEVTIKO TPOTOV TEPLEYEL TAPOUPIVELOLO. XE TEPITTMON TVYALNG
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 OMOTELEGLOL TV OTDAELD TOV
dakTOAOV, 0V dev Tapaocyedel dueon wTpikn epovtida. Av kotd Adbog cdg xopnyndel avtd to
KINVIOTPIKO QAPUAKEVTIKO TPOTOV, OKOUN KOl OV T TOGOTNTO Eval TOAD pukpn, (NTNoTE AUEcmS
Tpikn cupPovAn, £xovtag poll cog to eUALO 0dNyldV xpnong. Edv o movog empeivel 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.

Idwaitepec mpo@LAGEELC Yo TNV TPOGSTAGIO TOL TEPPEGAAOVTOC:

Agv 1oy0eL.
3.6  AvemOdpunra cvppavra

OpviBeg:

Oy ovyva OLid10 610 onpeio g éveonct

(1 éw¢ 10 Eoa / 1 000 v1o Bepomeio
{oa):

Tevikd e€apavileton evtoc 3 efdopddmv.

H avagopd avemBountov coppdviov eivar onpoavtikn. Exitpénetl t cuveyn mopakolovonon g
AGPAAELOG EVOG KTIVIOTPIKOD POPUUKEVTIKOD TPOidvTog. Ol avapopEg TPEMEL VO, ATOGTEAALOVTOL, KOTA
TPOTIUN O HECH KTNVIATPOV, E(TE GTOV KATOYO TNE AOEL0G KUKAOQOPIog gite oTnV €0VIKN apuodia
apyn HEC® TOV €BVIKOV GLOGTHLOTOG AVaPOPAC. AVOTPEETE GTO PUAAO 0N YLDV YPNONG Yid. TO.
avTioTol o oToLyEin EMKOVOVING.



3.7  Xpnion katd TV KON G1, TN YOLOV)I0 1] TNV ®OTOKId

[Itnvé o€ TePiodo woToKiog:

No punv yopnyeiton oe Tvd o€ mepiodo wotokiag kot evrog 3 fdopddmv mpv and v Evapén g
TEPLOOOL MOTOKING.

3.8  Almiemidopacn pe GAAo QUPUUKEVTIKA TPOIOVTH Kol GALES popPES aliniemidpacng

Agv VAP oVV TANPOPOPIEC CYETIKA LUE TNV UCPAAELN KOL TNV OTOTEAECUATIKOTITO AT TV XPTOT TOL
gV AOY® eUforiov pe 0mo100NTOTE GALO KTNVINTPIKO Pdpuaxo. H ardgacn yuo T xopfynomn tov gv
AOy® epPoriov mpv amd 1 LETA TN XOPNYNOT) OTOLOVINTOTE AAALOV KTNVIATPIKOL GUPLAKOV, TPETEL VO,
AopBdaveton katd mepinTmon.

3.9  Odoi yopiynong kot docoroyia
INo evoopwixn ypnon.

To ev Aoy® eufodiio mpoopileTar yia yprion ©¢ EXavVOANTTIKOS epfoliacuds, petd and apykd
guPoracud eite pe (ovrava euforta 1 pe adpavomotnpuévo epuPpoia 6to tpdypappo eppoitacon. Ot
apykoi epPporlacol Tpémel va, dievepyodvtar pe (ovtava 1 pe adpavomomuéva euPoria KaTd Tov 100
g Aomoovg Ppoyyitdag (m.y. Nobilis IB 4-91, Nobilis Ma5). To eupoiio mpémetl va yopnysita
TOVAGYIGTOV 4 €BOOUAdEC LETE OITO TN YOPNYNCT TOL APYLKOL EUPOALUGHOV.

Xopnynote pio uévo 66om 0,3 ml oty meployn Tov 6TNBOLE 1} TOL UNPOY ad TNV NAKia TV 8
ePdopddmv Kot petd, oAl Oyt apyotepa amd 3 efOondadeg TPy amd TV Evapén Tng ®OToKiag.

[pwv amd ™ ypnomn, aenote To EUPOro va @Tacel og Beppokpacio dmpatiov.
AvoKIvieTE KOAG TPV OO T XPNOMN.

O1 o0pryyec Kot o1 BeAOVeG TPEMEL VAL EIVOIL OTOGTEPOUEVES TPV ATd TN XPNON.
AKkoAoVONGTE TIG TUTIKEG OGNTITIKES SLOOIKAGTEC,

Orav éyovv devepyn el apywcol gppfortacuol katd tov 100 T vocov Ttov Newcastle (1. Nobilis ND
C2, Nobilis Clone 30, Innovax-ND-IBD), 1o upoiio mpémnet va. yopnyeitot tovddytotov 4 fdouadeg
UETE omd TN YOPTYNOT TOV apyLkoD EUPOALAGLOD.

3.10 XZopntoOpetoe vTEPO0coloYias (KUl KATE TEPITTOON, PETPO AVTINETAOMICNG KOl OVTIO0TO)

Agv opatnpionkoy dGAreg avemOOUNTEC EVEPYEIEG EKTOC OGOV AVUPEPOVTOL GTNV TOPAYPAPO 3.6
petd and yopnynon OmAng 66omg epforiov.

3.11 Edwkoi mepropiopoi yp1ong Kol E101KEG cuVONKES YpfioNs, COPTEPAUPPAVOREVOY
TEPLOPLGLAV GTI| YP1]OT] AVTIHIKPOPLUKAY KU OVTITOPUCLTIKAV KTVIITPIKAOV
POUPLUKEVTIKAV TPOTOVIOV TPOKELUEVOV VO TEPLOPLOTEL 0 KIVOLVOS aVATTVENG AVTOYNS

Onotocdnmote TpoTifeTol Vo TAPUCKEVAGEL, VO EIGAYAYEL VO EXEL OTNV KOTOYT] TOV, VO, SIOVEIUEL, VOl
TOMGEL, Vo SI0EGEL KOl VO YPNCULOTOGEL AVTO TO KTNVIATPIKO POPUAKEVTIKO TPOTOV, Loy PE0DTL
va {ntioeL T yvoun g apuodlog opyNne ToL OIKEIOV KPATOVG LEAOVE GYETIKA UE TIG 1OYVOVGES
TOATIKEG EUPOALOGUOD, KAODE OVTEG 01 dPAGTNPLOTNTEG UTOPEL VO ATToryopedoVTaL GE OAOKAN PN 1
UEPOG TNG EMKPATELNG TOV KPATOVG PEAOVG COHP®VA LE TNV €BVIKT| TOL vouobeaia.

To mpoidv avtd eviEyeTol Vo amorTel ETIONO EAEYYO OMOGECUEVOTG TOPTIOMV GOUPOVO, LE TIG EOVIKES
OTOLTIOELS.

3.12 Xpovor avapovig

Mndév nuépec.



4. ANOZOAOI'IKEXZ IAHPO®OPIEX

41 Kaoowog ATCvet: QI0OIAALS.

To epPorio mpoopiletar yia vo dieyeipel TNV EVEPYNTIKN avosio KATE TOV 100 TNG AOMO0VG
Bpoyyitidag, Tov 100 g vocov Tov Newcastle kot Tov 100 PEIOUEVIC GOTOPAYDYNG TOV GUVOPOLOV-
1976.

5. DOAPMAKEYTIKA XTOIXEIA

51 Kopieg aocvppatoTnteg

Noa pnv avoperyvoetat He GAAO KINVILTPIKO QOPUAKEVTIKO TPOTOV.

5.2  Awpkewo {ong

Augpreta {ONG TOL KTNVINTPIKOV QAPUAKEVTIKOD TPOIOVTOG COLO®VA LIE TI GUGKELOGIN TOANCNG: 2
£€m.

Avdpxeta {ong LT TO TPOTO AVOLyUa TNG GTOYEIDOOVS Guckevaoing: 10 dpec.

5.3 Iowirepeg mpo@urdéers kata T @OLaEN TOV TPOTIOVTOG

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

Noa pnv xatoydyetot.

Noa euAacoeTal TPOGTUTEVUEVO omd TNV EkBeoT GTOV A0,

54  ®von ko 6OVOEGT TNG GTOLYELDOOVS CVGKEVUGINGS

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

Meyébn cuokevaciog:
Xdaptwvo kovuti pe 1 eidAn tov 300 ml (1000 d6c¢e15) 1 twv 600 ml (2000 d6c¢e1g).

Mmopei va unv Kokho@opohv OAEG Ol GLOKEVAGIEG.

55 E1dwég mpo@uia&ers améppuyng evog un APNoLomotn0EvTos KTNVIOTPLKOD GUPRUKEVTIKOD
TPOIOVTOG 1] GALOV VAIKAOV TOV TPOEPYOVTUL 0.TO T1] Y P1GT TOL TPOIOVTOGS, UV VITAPYOLY

Ta eapuaxo dev TPENEL VoL OTOPPITTOVTOL HECH TV AVUATOV 1) TOV OIKLUKOV OTOPANTOV.
XpNGILOTOGTE TPOYPAUUATO, EXIGTPOPNS POPUAK®V Y10 TV OTOPPIYT| [UT] XPTOULOTONOEVTDV
KTNVIOTPIKOV QAPLOKEVTIKMV TPOIOVIAOV 1 GAL®Y DAMK®OV TOL TPOEPYOVTL 0Td TN YP1OT TOLG
GUUPMOVO, LLE TIG TOTIKEG TOITNOELS KOt UE TUYOV EOVIKA GLUGTALOTO GLAAOYNC TOV 1GYVOVY Y1d TA
GYETIKA KTNVIOTPIKE QAPLOKEVTIKA TPOTOVTOL.

6. ONOMA TOY KATOXOY THX AAETAY KYKAO®OPIAX

Intervet International B.V.

7. APIOMOZXZ(OI) AAEIAYX KYKAO®OPIAX

EU/2/25/339/001-002



8. HMEPOMHNIA INPQTHX EI'KPIXHX

Hpepounvia Ing éykprong: 25/04/2025

9. HMEPOMHNIA TEAEYTAIAYX ANAOEQPHXHYX THX IIEPIAHYHX TQN
XAPAKTHPIZTIKQN TOY ITPOIONTOX

10. TAZEINOMHXIH TON KTHNIATPIKQN ®APMAKEYTIKQN ITPOIONTOQN
Noa yopnyeitor pévov pe KTNVIOTPIKN GUVTOYT.

Aentopepeic TANPoeopieg Yo 1o v AOY® KTNVIATPIKO QOPUOKEVTIKO Tpoidv givon dtabéoiueg otn fdaon
dedopévov g EE yia to ktnviatpikd mpoidvta (https://medicines.health.europa.eu/veterinary).



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

IHAPAPTHMA 11

AAAQOI OPOI KAI AITAITHXEIX THX AAETIAYX KYKAO®OPIAX

Kavévac.



IHAPAPTHMA 111

EINIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX



A. ENIXHMANXZH



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

XAPTINO KOYTI

1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Nobilis Multriva IBm+ND+EDS evéciuo yoldxtopa

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

Adpavomompéva 6TEAEYT TOV 100 TNG AOMO0VG Ppoyyitidag, Tov 100 TG vocov Tov Newcastle kot
TOV 100 TOV GUVOPOUOV LEIOUEVNG mOoTTapayyng -1976.

3. IYZKEYAZXIA

300 ml (1000 8606¢15)
600 ml (2000 d6c¢€15)

| 4. EIAOX(H) ZQOY(QN)

Opvibeg

| 5. ENAEIEEIZ

‘ 6. OAOI XOPHI'HXHX

INo evoopwixn ypnon.

7. XPONOI ANAMONHX

Xpbvog avapovig: UndEv NUEPES

‘ 8. HMEPOMHNIA AHEZHX

Exp. {uu/ecee}

Metd to mpadTo dvorypa yxprion evidg 10 opdv.

9. EIAIKEYX XYNOHKEX AIATHPHXHX

Na puidooetal o€ yoyeio.
Noa punv Katoyvyetol.
Noa puAdooetal TPOsTATEVUEVO amd TNV £kBeoT GTOV A0,

10



‘ 10. OI AEEEIX «<-AIABAXTE TO ®YAAO OAHI'TQN XPHXHX MIPIN AITO TH XPHXH»

Awpdote 10 PUALO 0INYIDV XPROTG TPV O TN XPTOM.

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

ATOKAEIGTIKA Y10 KTNVIOTPIKNY (P1oM.

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

Na purdooetal og Béon, v onoia dev PAETOLY Kot dev mpooeyyilovv ta mandid.

13. ONOMA TOY KATOXOY THX AAEIAYX KYKAO®OPIAX

Intervet International B.V.

14. APIOMOI AAEIAX KYKAO®OPIAX

EU/2/25/339/001 300 ml
EU/2/25/339/002 600 ml

15. APIOMOZX ITAPTIAAX

Lot {apOuoc}

11



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

Etwkéra - 300 ml/ 600 ml PET gudin

1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Nobilis Multriva IBm+ND+EDS evéciuo yoldxtopa

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

300 ml (1000 d6c6¢1c)
600 ml (2000 d66¢15)

Adpavomompéva 6TELEYT TOV 100 TNG AOUMO0VG Ppoyyitidag, Tov 100 T vocov Tov Newcastle kot
TOV 100 TOV GLVOPOLOV UELOUEVNG mOoTapayyng -1976.

3.  EIAOX(H) ZQOY(QN)

Opvibeg

‘ 4. OAOI XOPHI'HXHX

INo evoopwixn ypnon.
Awpaote 10 PUALO 0INYIDV XPNOTG TPV OO TN XPTOM.

‘ 5. XPONOI ANAMONHX

Xpovog avapovig: UndEv nuEPe

‘ 6. HMEPOMHNIA AHEZHX

Exp. {pweeee}

Metd to mpadTo dvorypa xprion evidg 10 mpov.

7. EIAIKEX XYNOHKEX ATATHPHXHX

Na puidooetal o€ yoyeio.
Noa punv Katoyvyetol.
Noa puAdcoetal TPOGTATEVUEVO artd TNV EkBeoT GTOV NAL0.

8. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Intervet International B.V.

12



‘ 9. APIOMOZX ITAPTIAAX

Lot {apBuog}

13



B. ®YAAO OAHT'TQN XPHXHX

14



OYAAO OAHI'IQN XPHXHX

1. Ovopooio TOV KTNVIHTPLKOD QOPUUKEVTIKOD TPOIOVTOG

Nobilis Multriva IBm+ND+EDS gvéoipo yolaxtopo yio opvieg

2. XovOeon

Kabe d660on tov 0,3 ml nepiéyet:

APUGTIKG GVGTOTIKA:

I6¢ g Aowmdovg Bpoyyitidac, Tomoc Macoyovcétng, otéheyog M41, adpavomomuévo > 4,8 logz HI?
16g g hotpumdovg Bpoyyitdac, Tomog 793/B, otéheyog 4/91, adpavomompévo >5,7 logz HI?
I6g g vooov tov Newcastle, otédeyoc Ulster, adpavomoinpuévo >59 U!

16¢ Tov cVVEPOUOL pEIPEVNG wortapaymYTc -1976, otéheyoc BC14, adpavomompévo > 368,3 Ut

1 Onwg npocdiopiletar e in Vitro dokipn Spootikdmtag aviryovikhg pagag ELISA
2HI = ava6toA] o1pocuykdAANoNG. Onmg mpocdiopiletan e in Vivo Sokipun SpactikdtnTag og Opvideg

AV060EVIGYVTIKEG OVGIECS!
Light liquid paraffin 128,6 mg

Ou010Y7EVES, VTOAEVKO YOAAKTMLLO.

3. Eion {oov

Opvifec.

4. OepamevTiKEg EvoeiEelg

Mo mv evepyntiky avoconoinom twv opvibwv yio:

. TNV EAATTOGCT TOV AVOTVEVCTIKOV CUUTTOUATOV Kol TNG LEIMGNC TNG MOTAPOY®DYNG TOV
TPOKOAOVVTOL ald TOVG 100G TG Aoddovg Bpoyyitidag (IBV) otehéyn Macoyovoéng
(yevotumog GI-1) kot 4/91-793B (yevotumog GI-13)

. ™V peimon g BvnopdTTog Kot TV KAVIKGOV COUTTOUAT®V TOL TPOKAAODVTOL 0o ToV 10 TNG
vocov tov Newcastle (NDV)
. TNV EAATTOOT TG UEIMONE TNG MOTAPUYWDYNG KOL TOV OVOUIADY TOL KEADQOLE TOV

TPOKAAODVTOL 0TtO TOV 10 UEIOUEVIIC WOTAPOY®YNG TOL cLVIPOIOV-1976 (EDSV).

Eykotdotaon avooiogc:

] 4 gfdouadec petd amd tov UPoALaGO
Aldpkelo ovooiag:
] 80 gfdopadec petd amd tov epPfoiacio

H daotavpoduevn npootacia £xet amoderydel yia to oteréyn QX-D388 (yevotumog GI-19), Var2
(yevotomog GI-23) xar Q1 (yevotvmog Gl-16) tov IBV.

5. Avtevoeigeag

Koapdia.
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6. Ewdkéc mpogridomonoels

E1d1kéc mpog1domoncelg:
Na epportdlovior 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. X GTAVIEG TEPIMTMOCELS CVTO UTOPEL VO £XEL WG OMOTEAEGUA TIV OTOAELY TOV
dakTOAOL, dv Oev Tapacyedel Gueon wTpikn epovtida. Av kotd Adbog odg xopnynel avtod to
KTNVIOTPIKO QAPUOKEVTIKO TPOTOV, OKOUO KOl OV T TOGOTNTO Eval TOAD pukpn, (NTNoTE ApEcmS
TpIkn cupPovAn, £xovtag poll cog to eUALO 0dnyldVv xpiong. Edv o movog empueiver yuo
ePLocOTEPO 0O 12 dpeg petd v wrpikn e€€taon, {nNTtoTe Kot TAAL 1TPIKT GLUBOVAN).

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 S1dvoiEn Kot EKTAVGT TNG TEPLOYNG TTOL EYIVE 1| EVEGT, 1O1UTEPWMG OTOV APOPA TN pdyo TOL
SOKTOAOD 1| TOV TEVOVTAL.

Iva o nepiodo wotokiag:
Noa pnv yopnyeitai og Ttnva og mepiodo wotokiag kot evtdg 3 efdouddmv mpv amd v Evapén e
TEPLOOOV 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.

Eidwkol mepropiouoi ypionc kot £1d1kéc cuvOnKee ypnonc:

Omnoloodnmote TPoTifeTal VO TOPUCKEVATEL, VO EICAYAYEL, VO EYEL GTNV KATOYN TOL, va. dtaveiet, va
TOMGEL, Vo SI0EGEL KOl VO YPTCUYLOTOGEL GVTO TO KTNVIATPIKO POPUAKEVTIKO TPOTOV, VITOYPEODTAL
va {ntioeL ™ yvoun g apuodlog opyNne ToL OIKEIOV KPATOVG LEAOVE GYETIKA UE TIG 1OYVOVGES
TOATIKEG EUPOALOGUOD, KAODE OVTEG 01 dPAGTNPLOTNTEG UITOPEL VO ATToryopedoVTaL GE OAOKAN PN 1
UEPOG TNG EMKPATELNG TOV KPATOVG LEAOVG COHP®VA LE TNV €BVIKT| TOL vopobeaia.

Kvpiec aovpfordomreg:
Na unv avopelyvoetot pe GALO KTNVIOTPIKO QAPLOKEVTIKO TPOidV.

7. AvemOopunta coppavra

Opvibeg:

Oyt ouyva OLid10 oo onpeio g éveonct

(1 éw¢ 10 Eoa / 1 000 v1o Bepomeio
{oa):

Tevikd e€agpavileton evtoc 3 efdopddmv.
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H avagopd avemBduntov coppdviov eivar onpoavtikny. Extpénet tn cuveyn topakolovdnon g
acPaAelag evog Tpoiovtog. Edv mopatnproete omoladnmote avemBountn evépyeta, akOLo Kot av dgv
AVOQPEPETOL OTO ECOKAEIGTO PUALO 0ONYIDOV ¥PNOTG 1 UPIBAALETE Y10 TNV OTOTEAEGLOTIKOTITO, TOV
QopUAKOoV, TOPOKAAEIGOE VO ETIKOVOVINGETE, KATAPYAC, LE TOV KTNVIaTpO coc. Mmopeite eniong va
AVOQPEPETE OTOLAONTOTE AVETLOVUNTO GUUPAY GTOV KATOYO TNG OGS KUKAOPOPING YPTOUOTOIDVTAG
T GTOLYElD EMKOWVMVING 6TO TELOG ALTOV TOL PVAAOL 0INYLDOV XPNONG, 1| LEG® TOL EBVIKOL GOG
GLOTALOTOG AVOPOPAc: {oToLyEln EBVIKOD GLGTNTOG AVOPOPAC).

8. Aocoloyia yio ka0 €idog, TpOTOS KoL 0601 Yop1YNOoNS

INo evoopwixn ypnon.

Xopnynote pia pdévo 66om 0,3 ml oty meployn Tov otBoug 1} Tov UNPov amd TV NAkia Tov 8
ePOOUAOMY KO UETE, OAAG Oyt apyOTEPD 0Td 3 €BOOUAdEG TPV aTd TNV EvapEn TG MOTOKING.

9. Odonyieg Yo T 66T Lopiynon

To ev Aoy® epufodiio mpoopileTar yia ypfion ©¢ EXaVOANTTIKOS epforiacuds, petd and apykd
guPforacud eite pe (ovrava euforia 1 pe adpavorotnpuévo epupoia 6to tpdypappo eppoitacon. Ot
apykoi epPporlacol Tpémel va, dievepyodvtat pe (ovtava 1 pe adpavomomuéva euPoria KaTd Tov 100
g Aomoovg Ppoyyitdag (m.y. Nobilis IB 4-91, Nobilis Ma5). To eupoiio mpémetl va yopnysita
TovAd)IoTOV 4 €BOOUAdES LETA OO TN YOPNYNOT] TOL APYLKOL EUPOAOGLOV.

[pwv amd ™ ypnom aenote 10 euPoro va ptacel oe Beppokpacio dmpatiov.

Avakiviote KaAd Tpv amd T xpnon.

O1 cOpryyec kot o1 feAdveg TPETEL VAL EIVOL OTOCTEPMUEVEG TPV 0t TN XPTNOT).

AkoAovONGTE TIG TUTIKEG AGNTITIKEC SLOOIKAGTEC,

Orav &yovv devepyndel apywcol gppfortacpol katd tov 100 T vosov tov Newcastle (1. Nobilis ND
C2, Nobilis Clone 30, Innovax-ND-IBD), to gupdio mpimet vo xopnyeitor tovAdyiotov 4 eB6ouadeg
HETE amd TN YOp1YNo™ TOL apykoD EUPOALAGLOD.

10. Xpévor avapoviig

Mnoév nuépeg.

11. Ewwkég ovvOnkeg orotipnong

Na pvrdooetal o€ 0éon, v onoia dev PAETOLY Kot dev Tpooeyyilovy Ta Tandid.

No puAidooetat og yoyeio (2 °C — 8 °C).

Noa punv Katoyvyetol.

Noa puAdooetal TPOGTATEVUEVO artd TNV EkBeoT GTOV A0,

Na pn ypnotipomoteital antd 10 KTNVIATPIKO QOPUOKEVTIKO TPOidV LETA TNV Nuepounvia ANENG Tov
avaypdeetal oty eTkéta. H nuepounvia AM&ewc ocopmintet pe v teAevtaio nUéEPO TOL

GUYKEKPLUEVOL U VOl

Avdpxeta {ong petd to TPOTO Avoryua Tng GToyEIMO0VE Guokevaciag: 10 dpec.

12. Ewdwkég mpo@uracels oamoppryng
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Ta edppoxo dev TPENEL vaL OMOPPITTOVTOL HECH TMV AVUATOV 1) TOV OIKLUKOV OTOPANTOV.
XPNGILOTOGTE TPOYPAUUATO, EXIGTPOPNS POPUAK®DV Y10 TIV OTOPPIYT| [T XPTOLOTONOEVTDV
KTNVIOTPIK®V POPUUKEVTIKOV TPOIOVI®V 1| GAA®V VAIK®V OV TPOEPYOVTAL OO TN (PO TOVG
GUUPMOVE, LLE TIC TOTIKEG ATOITNOELG KOl e TUYOV 1oybovTa eBvikd cvotiuate cviloyng. Ta pétpa
0T OTOCKOTOVV GTNV TPOGTAGIN TOL TEPPAAAOVTOC.

Suppovievbeite Tov kTNViaTpd GOG 1 TOV PUPIOKOTOLO GOG Y10 TOV TPOTO AIOPPIYNG TOV
YPTOILOTONOEVTOV QOPUAK®V.

13. Ta&vépnon TOV KTNVITPIKOV QUPRIKEVTIKMOV TPOIOVTMV

Noa yopnyeitor pévov pe KTNviaTpikn GuVIoyT.

14.  Ap1Opoi o105 KUKAOQPOPIUS KUl GUGKEVUGIEG
EU/2/25/339/001-002

Meyéfn cvokevaciog:
Xaptwvo kovuti pe 1 e1dAn tov 300 ml (1000 d6c¢15) 1 twv 600 ml (2000 d6c¢e1).
Mmropei va v KuKAOQOpOoUV OLEG 0L GUGKEVAGIES.

15. Hpepopnvia teievtaiog avade®pnong Tov QUALOV 03NYLAV YP1)ONG

Agntopepeic TANPoEopieg Yo TO €V AOY® KTNVIATPIKO QOPHOKEVTIKO TPoidv givol Sabéoieg ot
Baomn dedopévev ™ EE yia to kmviatpikd tpoidvta (https://medicines.health.europa.eu/veterinary).

16. Xroygia emkovoviag

Kdaroyoc tne ddsioc kukho@opioc Kot TapacKELAGTAC LTELOVVOC Y10 TNV ATOOEGUEVGT) TOV TOPTIOWV
KOl GTOLYELD. ETKOVOVIOS Y10 TNV ova@opa THovoAoyoLLEV@VY ovemOOUNTOV cLUBAVI®V:
Intervet International B.V., Wim de Korverstraat 35, 5831 AN Boxmeer, OAlavéia

Belgié/Belgique/Belgien Lietuva

Tél/Tel: + 32 (0)2 370 94 01 Tel: + 37052196111
Peny6anka Boarapus Luxembourg/Luxemburg
Ten: + 359 28193749 Tél/Tel: + 32 (0)2 37094 01
Ceska republika Magyarorszag

Tel: +420 233 010 242

Danmark
TIf: + 4544 82 42 00

Deutschland
Tel: + 49 (0)8945614100

Tel.: + 36 1 439 4597

Malta
Tel: + 39 02 516861

Nederland
Tel: + 32 (0)2 37094 01
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Eesti
Tel: + 37052196111

EALGoa
TnA: + 30 210 989 7452

Espafia
Tel: + 34923 19 03 45

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

Kvmpog
TnA: +30 210 989 7452

Latvija
Tel: + 37052196111
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Norge
TIf: + 47 55 54 37 35

Osterreich
Tel: + 43 (1) 256 87 87

Polska
Tel.: + 48 22 18 32 200

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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