ITAPAPTHMA 1

IEPIAHYH TON XAPAKTHPIZTIKQN TOY IIPOIONTOX



1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Nobilis Multriva RT+HIBm+ND+Gm+REOm gvécyio yoAdktopa yio 6pvifeg

2.  MOIOTIKH KAI TTIOXOTIKH XYNOEXH
Kda0e 06om tov 0,3 ml nepiéyst:

ApPOOTIKG GLOTUTIKA:

Mertamveopovoiog Tov ntnvav, otéleyoc BUT1 #8544, adpavomompévo >19,0 U!

16¢ TN Aotpuddovg Bpoyyitidac, Tomog Macoyovsétng, otédexog M41, adpavomomuévo > 4,8 log, HI?
16¢ g Aowmdovg Ppoyyitdag, Tomog 793/B, otéleyoc 4/91, adpavomotnpuévo > 5,7 log, HI?
16¢ g vooov Tov Newcastle, otéheyog Ulster, adpavomoinuévo >59U!

16¢ g Aoumdovg vosov Tov Buddkov, otédeyoc GBO2, adpavomotnuévo >100,9 U!
16¢ g Aoumdovg vosov tov Buddkov, otéleyog 89/03, adpavomotnuévo > 88,6 U!
Peoidc tov mtnvov, otélexog ARV-1, adpavomroinuévo >11,5U!
Peoidc tov mtmvav, otéleyoc ARV-4, adpavorotnuévo >11,4U!

1'Onwg mposdopileton o in vitro Soxiur Spactucdtnrag avtryovikig uaiog ELISA
2 HI = avaoToA aipocuykOAAnong, 6nwg npocdiopiletar o€ in vivo dokyun dpactikdtnrag oe Opvideg

AV0GOEVIGYVTIKI] 0VGIx:
Light liquid paraffin 128,6 mg

"Exooya:

IowoTtiki] 6VVOEGT EKOOY®V KOl GAL®V GCVGTUTIKAV

Polysorbate 80

Sorbitan oleate

PBS solution

Opo107evEC, VTOAEVKO YOAAKTMLLO.

3. KAINIKEX IAHPO®OPIEX

3.1 Eion loov

Opwvifeg.

3.2  OgpomevTikég evosiEelg Yo ka0g gidog {Mov

IMa v evepynrikn avocomoinon tov opvibmv yio:

® TNV EAATTOOTN TG LEIMONG TNG MOTOPAYMYNG TOV TPOKOAEITAL OO TOV LETOTVEVIOVOIO TMV
nmvaev (AMPV)

® TNV EAATTMOOT TOV OVOTVEVGTIKOY GUUTTOUATOV Kol TNG HEIMONG TS MOTUPAY®YNE TOV
TPOKOAOVVTAL 0td TOVG 10UC TNG AoLLmOovg Ppoyyitdag (IBV) atedéyn Macayovcsétng
(yevotomog GI-1) ko 4/91-793B (yevotvmog GI-13)

o TNV peioon g BvnodTog Kot TV KAVIKGV CUUTTOUAT®V TOL TPOKOAODVTOL artd ToV 10 TNG
vooov Tov Newcastle (NDV)

o TNV TOONTIKN 0vOGOTOINGT TV amoyOVEV TV ERBOAMOCUEVOY 0pViIBmV Ue GKOTO

- Vv peiowon ¢ BvnodTTog Kot TV KAMVIKOV GCUUTTOUATOV TG VOGO TOL TPOKAAODVTOL

amo ta oA Aotpoyova (CS89) kat and ta kKAacowd (STC) mapariaypévo oteA&yn Tov 100 g
Aouddovg vocov tov Burdiov (IBDV)



- TNV peloon g Lopiog Kot ToV KAVIKOV GUUTTOUATOV TNG VOGO OV TPOKUAEITAL 0 TOV
peoi6 Tov Ttnvev (ARV) (yevotomor 1 ko 4).

Eykatdotaon avosioc:
e IBV,NDV, IBDV kot ARV: 4 gBdopddeg petd and tov eufoitacuo.
o AMPV: 5 gBdopddeg petd omd tov epfoMacuod
e IBDV ka1 ARV ctoug amoydvoug: nhikio 1 nuépog

Awipkela ovoociog:
e AMPV, IBV, NDV, IBDV ka1 ARV: 80 eBdopdodeg petd amod tov epforacud
e IBDV kot ARV o100¢ amoyovovug: natkio 3 efdouddwnv

H dwactavpodpevn mpootacio xet amoderydel yua ta oteAéyn QX-D388 (yevotvmog GI-19), Var2
(yevotumog GI-23) ka1 Q1 (yevétvmog GI-16) Tov IBV.

H drootawpodpevn tpoctacio £xet amodeydel yio ta mapardlaypéva aviryovikd otedéyn (rapoiioyn
E ka1 GLS) tov IBDV.

H dwactavpodpevn mpootacio £xel amoderydel Yo Tovg yevotumovg 2, 3 kot 5 tov ARV.

3.3  Avrtevositeig

Koapia.

3.4 E10kéc mpoELdoTOM|GELS

Na eppordlovror pdvo vy {oa.

3.5 Iowitepeg mPoPUAAEEIS KATA TN Y p1joN)

Idwaitepec TPO@LAGEELS VoL TNV ac@aAn yprion oto £idn Ldwv:

Agv 16y0eL.

Id1oitepeg mpouAGEeic mov wpémel voL AopuBdvovTal ortd To ATOUO TOL YOPNYEL TO KTNVIOTPLKO
QOPULOKEVTIKO TTPOoidV oe LMo

IIpog Tov ypriotn:

Av16 10 KTNVIOTPIKO PUPUOKEVTIKO TPOIOV TTEPIEXEL TAPUPIVEANLO. XE TEPIMTMOT TVLYOL0G
éveonc/avtoéveong umopel va mpokinbei Evtovog movog kot €£0idnom, W1nTtépmc av 1 £veon Yivel o€
apBpwon 1 o€ SAKTLAO. L€ GMAVIEC TEPUTTMOELS ALTO UTOPEL VAL EYEL OC OTOTEAECILA TV ATMAELY, TOV
SoKTOAOV, €0V dev Tapacyedel ueon wTptkn epovtida. Av kotd Aabog odg yopnyndei awtod to
KTNVIOTPIKO QUPUAKEVTIKO TPOTOV, OKOLO KOl OV 1) TOGOTNTA Eivat TOAD puikpn, (NTNoTe apécms
TPtk cvpPovn, &xovrag pall cag to POALO 0dMyudv ¥prione. Edv o moévog empeivet yio
ePLocOTEPO 0o 12 dpeg uetd v wirptkn e€€tacn, {ntnote Kot TiAt 1 TPIKY GUUBOVA.

IIpog Tov wTpod:

AVTO TO KTNVIATPIKO PAPUAKEVTIKO TPOTOV TTEpLEYeL mapapvérato. Tuyaia Eveon pe avtd T0
KITNVIOTPIKO QUPUOKEVTIKO TPOTOV, OKOUN KOl GE HKPEC TOGOTNTEC, EVOEYOUEVMS VO TPOKUAECEL
évtovn e£oidnom, N omoia, UTOpPEl, Yo TAPADELY LA, VAL EXEL MG ATOTEAEGLOL IGYOUUIKT VEKPWOOT), KOO
Kot andAgle SaktoAov. Amarteiton 1 AMEZH e€e1dikeopévn xeipovpyiki opovidn Kot EVOEXOUEVMG
TPOUN SLAvOoIEN Kot EKTAVGT TNG TEPLOYNG TOL EYIVE 1) £VEGT, 1OOLTEPMG OTAV APOPE TN phryd TOL
dakTOLOV 1| TOV TEVOVTOL.

Idwaitepec TPOQULAGEELS Y10 TNV TPOSTAGIN TOV TEPPAAAOVTOC:

Agv 16y0eL.

3.6 AvemOountao copfavra



Opvibec:

Oy cvyvé OLid10 670 onpueio g éveong!

(1 ém¢ 10 oo/ 1 000 v7o Bepameio
{oa):

'Tevikd e€apaviletar evidg 3 eBSopddnv.

H avagopd avemBountov coppdviov eivar onuavtikn. Exitpénet tn cuveyn mopokoiovdnon g
0oQAAELNG EVOC KTIVIATPIKOD PAPLOKEVTIKOD TPOIOVTOC. Ol avapopEg TPEMEL VO, ATOGTEAAOVTOL, KOTA
TPOTIUNOT HEG® KTNVIATPOL, €T GTOV KATOYO TNG GOELNG KuKAOQOpiag gite otnVv €Bvikn apuddla
opy” LEC® TOV €BVIKOD GLGTAATOG AVAPOPAS. AvatpéEte 6To POALO 0ONYLOV XPTONC YOl TO
ovticTor o oTotyEin EmKOVOVIaG.

3.7 Xpion katd TV KON61), TN YoAOV)iR 1] TNV MOTOKIM
Itvaé oe mepiodo wotokiag:

Na unv yopnyeitai o€ Ttnva og mepiodo wotokiag Kot evtog 3 fdopddmv mpv amd tnv Evopén e
TEPLOG0L MOTOKING.

3.8 Aliniermiopaon pe GAho QUPRAKEVTIKG TPOIOVTO KOL AALES pOPPES aAInAenmidpaong

Agv VIapYOVY TANPOPOPIES GYETIKA [LE TNV OCOAAELN KOl TNV OMOTEAEGLLATIKOTNTO AtO TNV YP1|OT| TOV
&v AOY® epfoliov pe 0mo10dNToTE GALO KTNVINTPIKO Pdppoko. H andpaon yio ) xopiynomn tov gv
AOY® epforiov mpiv amd 1 HETA TN XOPTYNOT OTOIOVINTOTE GAAOV KTIVINTPIKOV POPUAKOV, TPETEL VO,
AapBdvetar katd mepinTmon.

3.9 Oodoi yopriynong ko d0coroyio

To ev Ady® guforto mpoopileTat yio ypoN OC EXOVOANTTIKOG EUPOAMACUOC, UETE OO apyIKO
euPforacud eite pe (ovtava epuPfora 1 pe adpavomonpéva eppoia oto tpdypappo eppoitacpon. Ot
apykoi epuPfortacuol Tpémet vo dlevepyovvtal He COVTAVA I LE adpOvOTOMUEVE ELPOALO KOTA TOVL 100
NG Aolmoovg Ppoyyitidag (m.y. Nobilis IB 4-91, Nobilis Ma$5), Tov 100 ¢ AOU®DI0VE VOGO TOV
Bvdicov (m.y. Clonevac, Innovax-ND-IBD) kot Tov pgoiol tov ntnvav (m.y. Nobilis Reo 1133,
Nobilis Multriva REOm). To eupoio mpémnet va xopnyeiton tovidyiotov 4 efoonddes petd amd ™
YOPNYNOT TOL OPYIKOV EUPOMAGHOD.

I"oa evdopwikn xpnon.

Xopnynote pio uoévo 66om 0,3 ml oty meptoyn Tov otBouvg N ToL UNPOV Ao TV NAKia TV 8
ePdopddmv Kot petd, oAl Oyt apyotepa amd 3 efoopnddeg Tpv amd TV Evapén Tng ®OToKiaG.

[pwv amd ™ ypnom aenote 10 euPoro va pticel o Beppokpacio dopatiov.
AvoKiviote KaAd Tpv amd T xpnon.

Ot oOpryyes kot o1 eAdveg TPETEL VO EIVaL OTOCTEPMUEVES TTPLY amd TN (PNOoT.
AkoAOVONGTE TIG TUTIKEG OONTITIKES SLOOIKAGTES,

Orav éxovv dievepyndet apykol epuPfoilacuol koTd ToL LETATVELOVOTOD TV TTNVAV (1.). Nobilis
Rhino CV) xov7 tov 100 g vdésov tov Newcastle (m.y. Nobilis ND C2, Nobilis Clone 30, Innovax-
ND-IBD), to eufoAto mpémetl va yopnyeitar tovAdyiotov 4 Boopddeg petd amd tn xop1nynon Tov
apyuov gpfoiacov.

3.10 Xvprtopote vIEPSOGOA0YING (KUl KOTA TEPITTMO, HETPA AVTIHETOTICNS KOL AVTIOOTA)

Agv mopatnpnnkoy dAleg avemBOunTeS EVEPYELES EKTOC OGOV OVAPEPOVIOL GTNV TOPAYPaPO 3.6
UETE amd yoprynon SmAng 66omg epforiov.



3.11 Edwoi wepropiopoi ypriong Kot E01KES 6vvONKeg (prions, copureprtiopufavopéveov
TEPLOPLOUAV GTI] YPGT] OVTLUIKPOPLOKAOV KAl UVTITUPUGLTIKAOV KTNVINTPIKOV
PUPRUKEVTIKAV TPOTOVIOV TPOKELUEVOV VO TEPLOPLOTEL 0 KIVOVVOS UVATTLENG AVTOYNS

Omno10601moTE TPOTIOETAL VO TAPAGKEVAGEL, VO EICOYAYEL, VO EXEL GTIV KOTOYH TOL, VO SLOVEILEL, VO

TOANCEL, VO SL0BEGEL KO VO PN GLLLOTOMGEL OLTO TO KTNVINTPIKO QAPLOKEVTIKO TPoidV, LIoypeohTal

va {ntioet T yvoun g apuodiag opyng Tov OtKeiov KPAToug LEAOVG GYETIKA LE TIG I0YVOVGES

TOMTIKEG EPPOAOG OV, KOODS VTEG O1 dPACTNPLOTNTEG UTOPEL VO AOyOpeEDOVTOL GE OAOKANPN 1

UEPOG TNG EMKPATELNG TOV KPATOVS PLEAOVS COLPOVA LE TNV £BVIKN TOV vopobesia.

To mpoidv avTtd evOEYETOL VO ATOLTEL EMIOTNO EAEYYO OMOSGECUEVOTG TAPTIOMV COUPOVE, LE TIC EBVIKES
OTOLTHGELG.

3.12 Xpévor avapoviig

Mndév nuépec.

4. ANOZOAOI'IKEXZ TAHPO®OPIEX

4.1 Kaoowog ATCvet: QI01AA26

To euPorto mpoopileton yio vo SlEYEIPEL TNV EVEPYNTIKT OVOGIN KATA TOV 100 TNG PLVOTPUYENTIONG TMV
TTNVAOV, TOL 100 TNG AOUMI0VE Ppoyyitidag Kot Tov 100 g vOcov tov Newcastle' kot yia vo dleyeipet
TNV EVEPYNTIKY OVOGI0 TPOKELUEVOD VO TAPEYETOL TAONTIKT OVOGiR GTOVS ATOYOVOLS KATA TNG
AO®E0VG vOGoL Tov BuAddiov (Gumboro) kot KaTé ToV PEOIOD TOV TTNVAV.

5. DOAPMAKEYTIKA XTOIXEIA

5.1 Kopieg aocvppatotnTeg

No unv avoperyvoetal PHe GAAO KTNVINTPIKO POPUUKEVTIKO TPOTOV.

5.2 Awpkero {ong

Avdprera (NG TOL KTNVINTPIKOV QOPUAKEVTIKOD TPOIOVTOG COLPMVA LIE TI GVCKELOCIN TOANGONG: 2
ém.

Avgpxeta {ong petd 1o TpdTo dvorypa Tng oToyElddovs cuckevaciag: 10 dpec.

5.3 Iowirepes mpo@urders katd T @OLAEN TOV TPOIGVTOG

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

No punv xoroyvyetat.

Na purdooetal TpooTatevpévo and Ty €kbeom oTov NAL0.

5.4 ®Yon kol 6HVOEST TNG GTOLYELDOOVS CVOKEVUGILUG

D1aAn and tepe@Baiikd moAvatBvAiévio (PET) 1 omola kieivetar [l EAACTIKO TN EIGYDPNONG KoL
OO, CAOV VIOV,

Meyé0n cvokevaciog:
Xdaptvo kovuti pe 1 erain tov 300 ml (1 000 66ce1g) 1§ Twv 600 ml (2 000 docelg).

Mmopei va, unv KokAo@opoOV OAEC 01 GLCKEVUGIEG.



5.5 E10wég Tpo@uAaEELS ambppLyng VOGS Ui A PGLHOTOIN0EVTOG KTVIATPIKOD QUPIOKEVTIKOD
TTPOIOVTOG 1] GALOV VAMKAOV TOV TPOEPYOVTOL 0O T1) Y PIGT TOV TPOIOGVTOS, AV VAP OVY

Ta eapuaKo dev TPENEL VL OTOPPITTOVTOL LECH TOV ADUATOV 1) TOV OIKIAKMOV OTOPANTOV.
XPpNOOTOINOTE TPOYPAULOTO ETICTPOPNC PAPUAKOV Y10, TNV ATOPPIYN U1 XPNCLOTOMNOEVTOV
KTNVIOTPIKOV QUPLOKEVTIK®V TPOIOVIOV 1) GAL®Y DMK®V OV TPOEPYOVTOL OTd T YP1OT) TOVG
GOV, LLE TIG TOTIKES OTOITNOELG KOl LE TUYOV EBVIKA CLGTILLOTO GLAAOYNG TOV 1GYVOVV Y1d TA
GYETIKA KTNVIOTPIKE QAPLOKEVTIKA TPOTOVTOL.

6. ONOMA TOY KATOXOY THX AAETAY KYKAO®OPIAX

Intervet International B.V.

7. APIOMOZX(OI) AAEIAY KYKAO®OPIAX

EU/2/24/317/001-002

8. HMEPOMHNIA INPQTHY EI'KPIXHX

Huepounvia Ing éyxpiong: 05/07/2024

9. HMEPOMHNIA TEAEYTAIAX ANA@EQPHZHZ THX IIEPIAHYHX TQN
XAPAKTHPIZTIKOQN TOY IMPOIONTOX

{MM/EEEE}

10. TAZEINOMHXIH TON KTHNIATPIKQN ®APMAKEYTIKQN ITPOIONTOQN
Na yopnyeitor pévov pe KTNVIOTPIK GUVTOYT.

Aemtopepeic TANPOQOPIES Y10 TO €V AOY® KTNVIATPIKO QOPLOKEVTIKO Tpoidv ivar dtabéaciuec otn faon
dedopévav g EE yuo to ktnviatpikd wpoidvta (https://medicines.health.europa.cu/veterinary).



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

