ITAPAPTHMA I

HEPIAHYH TQN XAPAKTHPIZTIKQN TOY ITPOIONTOX



1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Nobilis Multriva RT+IBm+ND+EDS evécio yoldktopa yio 6pvifeg

2.  MOIOTIKH KAI ITOXOTIKH LYNOEXH
Ka0e 060om tov 0,3 ml Tepiéyet:

APUoSTIKA GVGTOTIKG:

Mertomveopovoiog tov atnvav, otéleyoc BUT1 #8544, adpavonompévo >19,0 U'

16¢ TG Aomdovg Ppoyyitidag, Tomog Macayovcétng, otéleyog M41, adpavomomuévo > 4,8 log, HI?
16¢ ¢ Aomdovg Ppoyyitdac, Tomog 793/B, otédeyog 4/91, adpavomomuévo > 5,7 log, HI?
16¢ g vooov tov Newcastle, otédeyog Ulster, adpovomompévo >5,9U'

16¢ perwpévng monapaymyng cuvdpopov-1976, otédeyog BC14, adpavonompévo >368,3 U'

1'Onwg mposdiopileton o in vitro Soxyur Spacticdtnrag avtryovikig uélog ELISA
2 HI = avootoM) aipocvykdAAnong. Onog mpocsdiopileton o in vivo Sokipun SpooTikdTNTaG 68 Opvideg

Av0060eVIoYLTIKY OVGia:
Light liquid paraffin 128,6 mg

"Exdoya:

IowoTtki] 60vOEGT EKOOYMV KOl GAL®V
GUGTUTIKAOV

Polysorbate 80

Sorbitan oleate

PBS solution

Opo10yeVvEC, VTTOALELKO YOAGKTOLOL.

3. KAINIKEX TIAHPO®OPIEX

3.1 Eion {oov

Opvibec.

3.2 OgpamevTikéc gvocieis Yo ke gidog Lmov

IMo v evepynrikn avocomoinon tov opvibmv yio:

® TNV EAATT®OON TNG HEIOTNG TG MOTOPUYMYNG TOL TPOKOAEITAL ATTO TOV UETATVEVLLOVOIO TOV
nvov (AMPV)

® TNV EAATTMOOT TOV OVOTVEVCTIKMOY GUUTTOUATOV Kol TNG HEIMONG TN MOTAPOY®YNS TOL
TPOKAAOVVTAL 0O TOLG 100G TNG Aoddovg Ppoyyitdog (IBV) otedéyn Macayovsétng
(yevotumog GI-1) ko 4/91-793B (yevotumog GI-13)

o Vv peimon g Bvnod TS Kot TV KAVIK®V CUUTTOUATOV TOV TPOKAAOVVTOL OO TOV 10 TNG
vooov Tov Newcastle (NDV)

® TNV EAATTMOON TNG LEIWONG TNG MOTOPAUYWYNS KAl TMV AVOUUALDY TOL KEADPOVE TOV
TPOKOAOVVTOL OTd TOV 10 LEWMUEVIC MOTOPAYMYNG TOV GLVOPORoV-1976 (EDSV).

Eykatdotaon avooiag:
e IBV, NDV ka1 EDSV: 4 gfdopddeg petd omd tov eUBoAaco.
o AMPV: 5 gdopnadeg petd and tov eppfoiocud



Audpkew avooiog:
e AMPV, IBV, NDV kot EDSV: 80 efdouadeg petd and tov epporiocud

H daotavpodpevn tpoctacio xet amoderydet yio to oteAéyn QX-D388 (yevotvmog GI-19), Var2
(vyevétomog GI-23) ka1 Q1 (yevétvmog GI-16) tov IBV.

3.3  Avrevositeg

Koapia.

3.4 E101kéc mpoetdomonoeLs

Na epporrdlovror povo vym Loa.

3.5 Iowitepeg TPpoUAAEELS KATA TN Yp1oN

Idwaitepec mpo@LAGEELC Yo TNV 0lcOAN Yprion ot €10 (hwv:

Agv 1oy0et.

Idwitepec TpouAdEelc mov mwpémet va AouBdvovtal 0mrd To ATOUO TOL YOPNYEL TO KTNVIOTPLIKO
QOPUAKEVTIKO TTPOoioV og {da:

IIpog Tov ypriot:

AVT6 10 KINVIOTPIKO QOPUAKEVTIKO TPOIOV TEPLEYEL TAPUPIVEANLO. XE TEPITTMOON TLYOLOG
éveonc/avtoéveong umopel vo tpokAn0el éviovog movog kot e£0idnomn, Wtépmg av 1 £veon Yivel og
apBpwon 1 o€ SAKTLAO. X& CTAVIEG TEPUTTMOOCELS AVTO UTOPEL VO, EYEL MG ATOTEAEGLLO TNV ATMAELD TOV
SakTOAOL, €0V dev mapacyedel dueon otpikn epovtida. Av Katd Adbog odc yopnyndet avtod to
KTNVIOTPIKO QOPUAKEVTIKO TPOTOV, (KOO KOl OV 1] TOGOTNTO EIvol TOAD pikp, (NTNOTE AUECHC
Tpikn cupPovdn, £yovtag pall cog to eUALO 0dnydV xpiong. Edv o movog empeiver yuo
EPLGOTEPO OO 12 MpeC PETA TNV Tpikh e€€taot, {NTNoTE Kot TAAL LOTPIKT GUUPOVAN.

IIpog tov wTpd:

AVTO TO KTNVIOTPIKO GUPUOKEVTIKO TPOIOV TepLEyel mapapvérato. Tuyaia Eveon pe avtd 1o
KTNVIOTPIKO QUPLOKEVTIKO TPOTOV, OKOUN Kol GE UIKPEC TOGOTNTEG, EVOEXOUEVWMG VO TPOKAAECEL
évtovn g€oidnon, N omoio, UTOPEL, Y10 TAPASELY LA, VO EXEL O OTOTELEGILO, IOYOUIKT VEKPMGT], (KO
Kot omdAel daktoAov. Amarteitor 1 AMEZH g€gidikevpévn xe1povpyikn @povTida Kot EVOEXOUEVMG
TPOUN O1AvoLETN Kol EKTAVCT TG TEPLOYNG TOV EYIVE 1| EVECT), 1O10UTEPMG OTOV APOPA T PAYd TOV
SOKTOAOVL 1 TOV TEVOVTAL.

Idwitepec TPpoLAGEELS Yo TV TPOoTaGia TOL TepBdilovtoc:

Agv 1oy0et.
3.6 AvemOopnta copfavro

Opvibec:

Oy ovyvé (1 g 10 {ma /1 000 vid | OLidio oto onueio g éveong
Oepomeio Coa):

'Tevikd eEapavileton evtog 3 efdopddwv.

H avagopd averbountov coppdviav eivar onpavtiky. Emitpénetl  ocvveyn mapakorlodnon g
OCQAAELNG EVOC KTNVIATPIKOD POPUOKEVTIKOD TTPOTOVTOG. Ot avapopEc TPEMEL VO ATOGTEALOVTAL, KATA
TPOTIUNOT LEC® KTNVIATPOL, EITE GTOV KATOYO TNG AdEl0g KuKAoPOopiag gite oty €Bvikn appodia
apyN HEC® TOV €OVIKOV GLGTNATOG AVAPOPAS. AVaTpEETE 6TO PUAAO 0ONYLDV XPIONG Y10 TO
avtictorya otoyeio emkovaviog.



3.7 Xpion katd v KOno1, T Yorlovyia 1 TNV ®OTOKIM

Itnva oe nepiodo wotokiog:
Na punv yopnyeitan o€ mtnva og nepiodo wotoking Kot evtdg 3 efdopadmv mpv amd tnv Evopén g
TEPLOSOL MOTOKIOC.

3.8 Aliniemidopaon pe GAAO QUPUUKEVTIKA TPOIOVTA KOl AAAEG HOPPES UAMAETIOPOOTG

Agv VIAPYOVV TANPOPOPIES GYETIKA LE TNV ACPAAELN KOL TV OTOTEAEGUOTIKOTNTA OO TV YPNON TOV
gv AOy® euforiov pe omol0dnToTE GALO KTNVIATPIKO Pdpuako. H amdgaon yio T xopiynomn tov gv
AOY® epPoriov mpv omd 1 PETA TN YOPNYNOT) OTOLOVINTOTE AAAOV KTNVIOTPIKOD PUPUAKOV, TPETEL VAL
AapPavetol kaTd TepinTmon.

3.9 Odoi yopniynons kot d0coroyia

To gv Aoy eufdio mpoopiletar yia ypnon o¢ exavaAnmTikdg epPorlacpog, Letd amd apyikd
euporacuo gite pe {ovtava euPforia 1 pe adpavomoinuéva epforio oto mpoypappa pfoitacpov. O
apywol spportacuol mpémel va devepyovvtar e Loviava 1 ue adpavorotnpéva euPorta Kotd tov 100
™G Aomdovg Bpoyyitdag (m.y. Nobilis IB 4-91, Nobilis Ma5). To epffdéio mpénet va yopnyeitot
TovAdyLoToV 4 €fdopadEg LETE 0md TN XOPTYNOT TOV apPyLKoD EUPOAGLOD.

I"a evdopwikm xpnon.

Xoprnynote pia povo 66om 0,3 ml oty meproyn tov 6TNBOVG 1| TOL UNPOV ATd TV NAKIK TV 8
EPOOUAdOV Ko LETA, OAAL Oyl apyoTEPA OO 3 RSOUASEC TPV amd TNV EVOPEN TS MOTOKING.

[pwv amd ™ ypnom, aenote 10 euPoiio va etacel o Beppokpacio dmpotiov.
Avakwniote KoAd Tpv and T xpron.

Ot ovpryyeg Kat o1 BeAdveg TPEMEL VAL EIVOL ATOGTEPOUEVES TPV OO TN XPNON.
AKOAOVONGTE TIG TUTIKEG AOTITIKEG SLOOTKOGTEG.

Orav &govv devepynbei apyikol epPfoiacpol katd Tov petamvevovoion tev ttnvov (m.y. Nobilis
Rhino CV) xavn tov 100 ¢ vooov tov Newcastle (mt.y. Nobilis ND C2, Nobilis Clone 30, Innovax-
ND-IBD), 10 gupoAio Tpémel va yopnysitat TOLAGyIoTOV 4 E60UAdEG LETA OO TN XOPTYNOT| TOV
apYKov EUPOALOGLLOD.

3.10 ZvpntOpote vITEPS060A0Ying (KUl KOTA TEPINTMO, HETPU AVTIPLETOTIONS KOl OVTIO0TA)

Agv mapotnphOnkay Ghieg avemBOUNTEG EVEPYEIEG EKTOC OGOV AVAPEPOVTAL GTNV TOPAYPAPO 3.6
UETE 0o yopnynom OumAng 66omg eppoiriov.

3.11 Ewwkoi nepropriopoi yp1ong ko £101kég cuvOkes ypionc, coprepriopfavopévev
TEPLOPIGUAYV GT1] YP1GT UVTIUIKPOPLOKAV KUl OVTITOPUGITIKAV KTNVIUTPIKOV
PUPUIKEVTIKOV TPOTOVTMV TPOKELREVOD VO, TEPLOPLOTEL 0 KIVOUVOS avATTLVENS UVTOYNS

Onolocdnmote TPoTieTal Vo TAPUCKEVAGEL, VO, EIGOYAYEL VO £XEL GTNV KOTOYN TOV, VO, SIAVEIUEL, VOl
TOANGEL VoL SIBEGEL KOl VO, YPNGLOTOMGEL ALTO TO KTNVINTPIKO PUPUOKEVTIKO TPOIOV, LITOYPEOVTAL
va {nTioeL T yvoun g aprodtog apyig ToL OKEION KPATOVG LEAOVG GYETIKA LE TIC IGYVOVCEG
TOMTIKES ELPoAaco, KaODS VTG 01 dPAGTNPLOTNTEG UITOPEL VOL IOyOPEVOVTOL GE OAOKANPT N
UEPOG TNG EMKPATELNG TOV KPATOVG HEAOVG COUP®VA UE TNV €BVIKT TOL vopobeaia.

To mpoidv avtd evdéyetal va amortel exionuo EAeyy0 OmTOdOEGUEVCOTG TAPTIOMV COUPMVA UE TIG EOVIKEG
OTOLTHGELG.

3.12 Xpovor avapovig



Mndév nuépeg.

4. ANOXZOAOTI'IKEX MAHPO®OPIEX

4.1 Kodwkog ATCvet: QIO1AALS.

To euPorio mpoopiletar yio vo SIEYEIPEL TNV EVEPYNTIKT| OVOGI0 KOTA TOL 100 TNG PVOTPAYEUTIONG TMV
TTNVOV, TOL 100 TNG AOUDA0VS Ppoyyitidag, Tov 100 T vosov tov Newcastle kot Tov 100 PHEIWUEVNG
WOTAPOY®YNG TOL GLVEPOLOV-1976.

5. DOAPMAKEYTIKA XTOIXEIA

5.1 Kopieg aovoppatotnteg

No pnv avopetyvdeton pe GALO KTNVIATPIKO QOPUAKEVTIKO TPOIOV.

5.2 Awdpkero {ong

Atdpretlo {oNg TOL KTIVIOTPIKOD POPUOKEVTIKOD TPOIOVTOG COUP®VO LE TN GVOKEVACIN TOANONG: 2
£m.

Aldpreto Cong LETA TO TPMTO AVOLYLLO TNE OTOLXEWMOOVE cuoKevaoiag: 10 mpec.

5.3 Iowitepeg mpo@uvracers kata T @OLAEN TOV TPOIOVTOG

Noa puAdooetat og yoyeio (2 °C — 8 °C).

No punv Katoyvyetol.

Noa puAdooetor TpocTaTELUEVO 0o TNV EKBECT GTOV MAL0.

5.4 ®Yon ka1 6HVOEGT TG OTOLYELDOO0VS CVCKEVUGING

DA and tepepBarikd morlvatBvrévio (PET) 1 omola kielvetar e EAAGTIKO TOUA E1GYDOPNONG KoL
TOIO GAOVLVIOL.

MeyéOn cvokevosciog:
Xaptwo kovuti pue 1 eidAn tov 300 ml (1 000 66c¢e1g) 1§ Twv 600 ml (2 000 docelg).

Mmropei va. unv KuKAOQPOPOLV OAEG Ol GUCKEVAGIEC.

5.5 Ewwkég Tpo@uAlaels amdppyng vog pn yp1oHomo0EvTog KTNVIUTPLKO QUPUUEKEVTIKOV
TPOIOVTOG 1] GALOV VAKOV TTOV TPOEPYOVTAL AT T1) YP1]O1] TOL TPOIOVTOS, AV VTAPYOVV

Ta papuake dev TPETEL VO OTOPPITTOVTAL HECH TV ADUATOV 1) TOV OIKIOUK®OV OTOPANTOV.
XPpNOYOTOOTE TPOYPALLOTO ETIGTPOPTC PUPUAKOV Y10 TNV OTOPPIYN U XPTCILOTOOEVTOV
KTNVILTPIKOV QUPUOKEVTIKOV TPOIOVIMV 1] GAAMV VAIK®V TOV TPOEPYOVTAL OO TN XPTOT] TOVG
CUUP®VA [LE TIG TOTIKEG OTOLTHOELG KOt [LE TUYOV €8VIKA GLGTAUATO GVALOYNC TTOV 1oYVLOVV YN TO.
GYETIKG KTNVITPIKA QOPUOKEVTIKA TPOIOVTAL.

6. ONOMA TOY KATOXOY THX AAEIAYX KYKAO®OPIAX

Intervet International B.V.

7. APIOMOZX(OI) AAEIAY KYKAO®POPIAX



EU/2/24/316/001-002

8. HMEPOMHNIA INIPQTHX ETKPIZHX

Huepounvia 1ng éykprong: 17/07/2024.

9. HMEPOMHNIA TEAEYTAIAY ANAGEQPHXHX THX IIEPIAHYHX TQN
XAPAKTHPIZTIKQN TOY ITIPOIONTOX

{MM/EEEE}

10. TAEINOMHZIH TOQN KTHNIATPIKQN ®APMAKEYTIKQN ITPOIONTOQN
Noa yopnyeiton LOVOV LE KINVIOTPIKT GLVTAYT.

Aentopepeic TANpoPopieg Yo T0 €V AOY® KTNVIOTPIKO QOPLOKEVTIKO Tpoiov gival dabéoiueg otn faon
dedopévarv ¢ EE yuo ta ktnviwatpikd mpoidvta (https://medicines.health.europa.eu/veterinary).



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

ITAPAPTHMA 11
AAAOI OPOI KAI AITAITHXEIX THX AAEIAY KYKAO®OPIAX

Kavévag



ITAPAPTHMA III

ENNIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX



A. EITXHMANXH



INAHPO®OPIEX I1OY IPEITEI NA ANAT'PA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

XAPTINO KOYTI

1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Nobilis Multriva RT+HIBm+ND+EDS evéoyio yoAdktopo

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

Adpavomomuéva GTELEYT TOV LETOTVEVIOVOIOD TV TTNV®V, TOL 100 TN AOUOS0VE Ppoyyitidag, Tov
100 TN¢ vOcoL Tov Newcastle Kot Tov 100 HEI@UEVNG MOTTAPAY®DYNG TOL GLUVOPOHOL-1976.

3.  XIYEZKEYAZXIA

300 ml (1 000 d60¢€15)
600 ml (2 000 d6c¢15)

| 4. EIAOX(H) ZQOY(QN)

Opvibeg

| 5. ENAEIZEIX

‘ 6. OAOI XOPHI'HXHX

IMoa evdopwixn ypnon.

7. XPONOI ANAMONHX

Xpbvog avapovig: Undév nueEpes

‘ 8. HMEPOMHNIA AHEHX

Exp. {pweeee}

Metd to TpdTOo dvorypa ¥prion eviog 10 mpmv.

9. EIAIKEX XYNOHKEX AIATHPHXHX

Na puAdooetatl og yoyeio.
No punv Katoyvyetol.
Noa puidooetal TPOoTUTELUEVO 0T TNV EKDECT] GTOV MAL0.

10



‘ 10. OI AEEEIX «<AITABAXTE TO ®YAAO OAHI'TQN XPHXHZX IIPIN AIIO TH XPHXH»

AwPaote T0 PUALO 0INYIOV XPHONG TPV OO TN XPNOT).

11. OI AEEEIX «KATIOKAEIXTIKA I'TA KTHNIATPIKH XPHXH»

ATOKAEIGTIKA Y100 KTNVIOTPIKT XPTOT).

12. OI AEEEIX «<NA ®YAAXXETAI XE OEXH, THN OIIOIA AEN BAEIIOYN KAI AEN
INPOZEITIZOYN TA ITAIAIA»

Na puAdooetatl o Béomn, TV omoia dev PAETOLV Kal dev Tpooeyyilovy Ta Toudid.

13. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Intervet International B.V.

14. APIOMOI AAETAYX KYKAO®OPIAX

EU/2/24/316/001 300 ml
EU/2/24/316/002 600 ml

15. APIOMOX ITAPTIAAX

Lot {ap1Buédc}

11



IMAHPO®OPIEX TIOY IIPEITEI NA ANAI'PA®ONTAI XTH XTOIXEIQAH XYXKEYAXIA

300 ml/ 600 ml PET guéin

1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Nobilis Multriva RT+HIBm+ND+EDS evéoylo yoAdxtopo

| 2. TYNOEZH XE APAXTIKH(EX) OYZIA(EX)

300 ml (1 000 d6c¢1g)
600 ml (2 000 d6G¢e1g)

Adpavomomuéva GTEAEYT TOV LETOTVEDIOVOTIOD TOV TTNV®V, TOL 100 TN AOUOS0VE Ppoyyitidag, Tov
100 ¢ vocov Tov Newcastle Kot Tov 100 HEI@UEVNG MOTTAPAY®DYNG TOL GLUVOPOHOL-1976.

3.  EIAOX(H) ZQOY(QN)

Opvibeg

‘ 4. OAOI XOPHI'HXHX

IMa evdopwixn ypnon.
AwPaote T0 PUALO 0ONYIOV XPHONG TPV OO TN XPNOT.

| 5.  XPONOI ANAMONHE

Xpbvog avaplovig: Undév nUéEpeg

‘ 6. HMEPOMHNIA AHEHX

Exp. {u/ceee}

Metd to mpdTo dvorypa yxprion eviog 10 mpov.

7. EIAIKEYX XYNOHKEX AIATHPHXHX

Na puAdooetatl og yoyeio.
No punv Katoyvyetol.
Na puidooetal TPooTUTELUEVO 0O TNV EKBECT] GTOV MAL0.

8. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Intervet International B.V.

12



| 9.  APIOMOX IAPTIAAL

Lot {apOuog}

13



B. ®YAAO OAHI'TQN XPHXHX

14



OYAAO OAHI'TQN XPHXHX

1. Ovopocio T0V KINVIOTPLKOD QUPULUKEVTIKOU TPOIOVTOg

Nobilis Multriva RT+IBm+ND+EDS evécipo yoldktopa yio 6pvifeg

2. YovOeon
Kabe 660om tov 0,3 ml tepiéyet:

APUGTIKA GVGTOTIKG:

Mertomvevpovoiog tov atnvav, otéleyoc BUT1 #8544, adpavomompévo >19,0 U'

16¢ TG Aotmdovg Ppoyyitidag, Tomog Macayovcétng, otéleyoq M41, adpavomomuévo > 4,8 log, HI?
16¢ T Aomdovg Ppoyyitdac, Tomog 793/B, otédeyog 4/91, adpavomompuévo > 5,7 logy HI?
16¢ g vooov tov Newcastle, otédeyog Ulster, adpoavomomuévo >59U'

16¢ perwpévng monapaymyng cuvdpouov-1976, otédeyog BC14, adpavomompévo >368,3 U'

1'Onwg mposdiopileton o in vitro Soxur Spacticdtnrag avtryovikig uélog ELISA
2 HI = avaotol) arpocvykdAAnong. Onog mposdiopiletor og in vivo doxiun SpastikdtnTag o€ Opvide.

Av0060eVIoYLTIKY OVGia:
Light liquid paraffin 128,6 mg

Opotoyevég, VTOAEVKO YOAAKTOLO.

3. Eion Lowv

Opvibec.

4. OepomevTiKég evoeitelg

T v evepynTiKn avocsomoinon Tmv opvibmv yia:

® TNV EAATTMOON NG HEIMOTNG TNG MOTOPAYMYNG TOV TPOKOUAEITAL ALTTO TOV LETOTVEVLOVOIO TOV
nimvav (AMPV)

® TNV EAATTMOON TOV OVOTVELCTIKMOV GUUTTOUATOV KOl TNG LEIMONG TG WOTUPOUYDYNG TOL
TPOKOAOVVTAL 0TO TOVE 100¢ TNG AodOovg Bpoyyitidac (IBV) otedéyn Macoyovcétng
(yevotumog GI-1) kot 4/91-793B (yevotvmog GI-13)

® TNV Lelmon TG BVMOWOTNTOS Kot T®V KAVIKOV GUUTTOUAT®V TOV TPOKAAOVVTOL 0td TOV 10 TNG
vocov tov Newcastle (NDV)

® TNV EAATTMON TNG LEIMONC TG WOTAPUYWYNE KOL TMV OVOUUALDY TOL KEADPOVE TOV
TPOKOAOVVTAL OTO TOV 10 LELOUEVIC MOTOPAYMYNE TOV cLVIPOUov-1976 (EDSV).

Eykatdotaon avooiog:
e IBV, NDV a1 EDSV: 4 gfdopadeg petd amd tov epufoilacuod
o AMPV: 5 eBdouadeg puetd amd tov epupfoitacud

Adpkelo ovociag:
e AMPV, IBV, NDV «xat EDSV: 80 gBdonddeg petd amd tov epffoocuo

H dwaotavpovpevn tpootacio £xel amoderydei yia ta otedéyn QX-D388 (yevotumog GI-19), Var2
(yevotomog GI-23) ka1 Q1 (yevétumog GI-16) Tov IBV.
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5. Avtevoeilelg

Koapia.

6. Ewdkég mposidomon)oels

Ewwéc tposidomomosic:
Na gpportdlovtar povo vy Cma.

ISwaitepeg Tpo@LAGEEIG TOV Tpémet va AapuPdvovtol omd To dToo Tov YopNYEl TO KINVIATPIKO
OoPpULOKEVTIKO TTPoidV e (oo

IIpog Tov ypriot:

AVTO TO KTNVIATPIKO POPUOKEVTIKO TPOTOV TEPLEYEL TAPAPIVEANLO. TE TEPIMTMOT TVYOLOGC
éveonc/avtoéveong umopel vo tpokAn0el éviovog movog kot e£0idnomn, Witépmg av 1 €veon Yivel og
apBpwon 1 o€ dAKTLAO. L€ GMAVIEC TEPMTMOELS ALTO UTOPEL VOl £YEL OC OTOTEAEC LA TV ATMAELY TOV
SaKTOAOL, €dv OV mapacyedel dueon otpikn epovtida. Av Katd AdBog cac yopnyndet avtod to
KTNVIOTPIKO QOPUAKEVTIKO TPOTOV, (KOO KOL OV 1] TOGOTNTO EIvVOl TOAD pikp, (NTNOTE AUECHC

1 TPIKn oVUPovAn, &xovtag pali cog to OALO odnyidv yprionc. Edv o mévog empeivet yuo
ePLocOTEPO Omd 12 dpec PeETd TNV Ttpiky e€€taot), {NTNoTe Kat TOA WTPIKT GUUPOVAN.

IIpog tov wTpod:

AvT6 TO KITNVIOTPIKO QOPUOKEVTIKO TPOiOV Tepléyel mapopvéraio. Tvyaia Eveon pe avtd to
KTNVIOTPIKO POPLOKEVTIKO TPOTOV, OKOUN Kol GE UIKPES TOGOTNTEG, EVOEXOUEVWMS VO TPOKAAECEL
évtovn €€oidnon, N onoio, UTOPEL, Y10 TAPASELY LA, VO EXEL WG OTOTELEGLOL IOYOLLUIKT VEKPMGOT], AKOWLOL
Ko ammAEL SakTOAOL. ATtatteital 1 AMEXZH e€etdikevpévn ye1povpyikn @povTion Kot EVOEYOLEVMG
TPOUN O1dvolET Kol EKTAVCT| TG TEPLOYNG TTOV EYIVE 1] EVECT), 1O1ULTEPMG OTAV APOPA TN PAYd TOVL
SOKTOAOV M TOV TEVOVTQ.

[mva oe mepiodo wotokiag:
Na unv yopnyeitar o€ Ttnva og nepiodo wotoking Kot evtog 3 efdopadmv Tpv amd tnv Evopén g
TEPLOOOL MOTOKING.

AMnAenmidpacn pe GAAN QOPUAKEVTIKA TPOTOVTA KOl GAAES LOPQES OAANAETIOPAONG:

Agv vLapyovV TANPOPOPIEG TYETIKA LE TNV ACPAAELD KOL TNV OTOTELEGUATIKOTITO OTO TV YPTON TOL
€V AOY® efoiriov e omolodnmote dALO KTnviaTpikd dppoko. H andeacn yio t yoprynomn tov v
AOY® gpporiov Tpv amd N LETA TN YOPTYNOT OTOLOVONTOTE AAAOD KTNVITPIKOV POPLAKOL, TPETEL VO,
Aappdveton katd mepintwon.

Yrepdocoroyia:
Agv mapotnphOniay aAleg avemBOUNTEG EVEPYEIEG EKTOC OGOV AVOPEPOVTOL GTNV TAPAYPOPO

«AvemBOunTa copPdvroy petd and yoprynon oming 66ong epporiov.

Ewducotl mepropiopoi yprong kon e1d1kég cuvBnKeg ypnong:

Onotocdnmote TPoTibeTal Vo TOPUCKEVAGEL, VO EIGOYAYEL, VO £XEL GTNV KOTOYH TOV, VO SIOVEILEL, VOl
TOAMGEL, Vo, S10EGEL KO VO YPNCUYLOTOIAGEL GVTO TO KTNVIATPIKO PAPUAKEVTIKO TPOTOV, LIToype0vTOL
va {NToEL TN YVOUN TNG APHOSLOG 0pYNG TOV OIKEIOV KPATOVE LEAOVG GYETIKA LLE TIG IGYVOVOES
TOMTIKEC EUPOALUGILOD, KOOMG OLTEG 01 SPUGTNPLOTNTEG UTOPEL VO ATTOYyOPEVOVTAL GE OAOKANPN 1)
LEPOG TNG EMKPATELNG TOV KPATOVG LEAOVG COPOVA LE TV £BViKT Tov vopobeaia.

Kvpieg acvupatdnreg:
No pnv avoperyvoetot e GAAO KTNVINTPIKO GUPUOKEVTIKO TPOTOV.

7. AvemOopnro coppavra
Opvibec:
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Oy ovyvé (1 éoc¢ 10 {ma / 1 000 vid | OLido oto onpeio g éveonc!
Oepaneio Coa):

'Tevikd s€agpaviletar evtog 3 efdopadmv.

H avagopd averbountov coppdviev etvar onpavtiky. Emitpénet n ocvuveyn mapakorlovbnon g
aoQUAENG EVOG TTPOiOVTOG. Edv Topatnpioste 0moladmote avemBounTn vEPYELD, KOO KOl OV OEV
OVOPEPETUL GTO ECAOKAEIGTO PVAAO 0ONYIDV YPNOoNG 1 CUPIPAALETE Y10 TNV OTOTELECUATIKOTITO TOL
QUPUAKOV, TAPUKAAEICOE VO ETIKOIVOVIGETE, KATUPYAC, LE TOV KTNviaTpd coc. Mropeite eniong va
OVOQEPETE OTOLUONTOTE AVETBOUNTU GUUPAVTO GTOV KATOYO TNG AOEL0G KUKAOPOPLOG
YPNOLOTOIDVTAG TO GTOLYEIN EMKOWMVING GTO TEAOG AVTOV TOL PUAAOD 00N YLDV ¥PNIoNG, | LECH TOV
€Bvikol GoG CLOTNIATOG AVAPOPAG: {oTolYElN EBVIKOD GUOTILOTOG AVOPOPAS) .

8. Aocoloyia Yo kKG0g €id0g, TPOTOS KAl 0001 Yop1ynong

T evdopwikn ypnon.

Xopnynote pio povo 66om 0,3 ml oty meployn Tov otRBoLE 1} TOL PUNPov ard TV NAKia TV 8
€POOLAdMV Kot PETA, OAAG Oyl apyoTEPa 0O 3 BSOUAdEC TPV amd TNV EVOPEN TNES MOTOKING.

9. Odnyies Yo T oGt Yopnynon

To ev AOy® guPforio TpoopileTal yio ¥pNon O¢ EMOVAANTTIKOG EUPOAIOGHLOG, LETA OO APYIKO
euporoouo gite pe Covravd euforta i pe adpovomompéva epupfora oto npdypappa eppfoitacuod. Ot
apywol epportacol mpémel va dtevepyovvtar e {oviava 1 Le adpovorompéva euPoAta Kotd tov 100
g Aomdovng Ppoyyitidag (m.y. Nobilis IB 4-91, Nobilis Ma5). To gupodiio mpénel vo yopnysiton
TovAdyIoTOV 4 €fdopAdEG LETE 0d TN YOPTYNOT TOV aPYIKOD EUPOAAGHOV.

IIpwv amd ™ yprion aerote To pPoOro va pTacel oe Beprokpacio dopatiov.

AvVoKIVIGTE KOAQ TPV Ao T P om.

O1 oVpryyeg Ko o1 Berdveg mpémet va efval OTOCTEPOLLEVES TPV amd TN XPN oM.

AkolovONoTE TIC TUMIKEG AoNTTIKEC O1adtKasieC.

Orav &xovv devepyndel apywcol epfortacpol katd Tov petanvevptovoiov tev ntnvev (.. Nobilis
Rhino CV) xavn tov 100 ¢ vocov tov Newcastle (7.y. Nobilis ND C2, Nobilis Clone 30, Innovax-
ND-IBD), 1o epufdio npénet va yopnyeitoar tovAdyiotov 4 efdouddeg Letd amd n Yopnynomn Tov
apyIKoy EUPOALOGHOD.

10. Xpévor avapoviic

Mndév nuépec.

11. Ewwkég ouvOnkeg dwatipnong
Na pvidooetar o€ 0éom, v onoia dev PAETOLY Kot dev Tpooeyyilovv Ta TOd1dL.
Na pvAdooetatl og yoyeio (2 °C — 8 °C).

Noa pnv Kotayvyetat.
Noa puidooetat TPooTATELUEVO OO TNV EKOECT] GTOV MAL0.
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Na pn xpnoLonoteital 0vTd To KTNVINTPIKO QUPUOKEVTIKO TPOIOV HETA TNV Nepopnvia AENg mov
avaypdeetal otny etikéta. H nuepounvia AM&ewc ocopmintet pe tnv tedevtoio nuéPo ToL
GUYKEKPYEVOL UV

Avdpkero Long PHeTd TO TPAOTO AVOLYpa TNG OTOLEIDMI0VS Guokevaciog: 10 mpeg.

12. Ewwkég mpo@uragels amoppryng

Ta pappoxa dev TPETEL VO, ATOPPITTOVIOL HECH TOV AVUATOV 1 TOV OIKIOKOV OTOPANTOV.
XPpNOHOTOOTE TPOYPAULOTO ETIGTPOPNG GOPUAKMOV Y10 TNV ATOPPLYT] U1 YPNOLOTOINOEVT®Y
KTNVIOTPIK®OV QAPLOKEVTIKMOY TPOIOVTMOV 1] GALDY DAIK®V OV TPOEPYOVTOL OO T YPHOT TOVG
COLPOVA LLE TIC TOTIKEG ATOLTIOELG KO PLe TuYOV 1oybovta eBvikd cvotipata cvAlloyng. Ta pétpa
OVTA OTOGKOTOVY GTNV TPOGTAGIN TOL TEPPAAAOVTOC.

YvpPovievbeite Tov kKTNVIATPO C0OG 1 TOV PUPHOKOTOIO GOG Y10, TOV TPOTO OTOPPIYNG TV
APNOWOTONOEVTOV PAPUAK®YV.

13. Ta&vopnon TOV KTNVIOTPIKAV QUPUIKEVTIKOV TPOTOVTOV

Noa yopnyeiton LOVOV e KITNVIOTPIKY GLVTAYY.

14. Ap1Opoi Gog10g KUKAOPOPIOS KUl GVCKEVUGIES
EU/2/24/316/001-002

MevéOn cvokevocioc:
Xaptivo kouti pe 1 1dAn towv 300 ml (1 000 d6ce1g) § Twv 600 ml (2 000 d6ceLg).
Mmropei va unv KuKAOQPOPOLY OAEG Ol GUGKEVAGIEC.

15. Hpepopnvia teievtaiog avade®@pnong Tov GUALOV 00NYIAV YPNCNG
{MM/EEEE}

Agntouepeic TANpopopieg Yo To v AOy® KINVINTPIKO QUPLOKEVTIKO TPOTOV givatl S1aBECIIEG OTN
Baon dedouévav g EE ya ta ktnviatpikd mpoiovta (https://medicines.health.europa.eu/veterinary).

16. ZXtovyeio emkovoviag

Kdrtoyog tneg ddetog KukKAOQOPIioe Kot TOPUCKEVAGTIC VTELOLVOC Y10l TNV ATOOECUEVCT TMV TOPTIOMV
KOl OTOLYELD EMKOWVMVINC YI0L TNV 0va@opd TovoAoyoDUEVOV aVETIOVUNTOV EVEPYEIDV:
Intervet International B.V., Wim de Korverstraat 35, 5831 AN Boxmeer, OAAovdio

Belgié/Belgique/Belgien Lietuva

Tél/Tel: + 32 (0)2 370 94 01 Tel: + 37052196111
Peny0auka bbarapus Luxembourg/Luxemburg
Ten: + 359 28193749 Tél/Tel: + 32 (0)2 370 94 01
Ceska republika Magyarorszag

Tel: +420 233 010 242 Tel.: +36 1 439 4597
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Danmark
TIf: + 45 44 82 42 00

Deutschland
Tel: + 49 (0)8945614100

Eesti
Tel: + 37052196111

Eirada
TnA: +30 210 989 7452

Espaiia
Tel: + 34 923 19 03 45

France
Tél: + 33 (0)241228383

Hrvatska
Tel: +385 16611339

Ireland
Tel: + 353 (0) 1 2970220

Island
Simi: + 354 535 7000

Italia
Tel: +39 02 516861

Kvzpog
TnA: +30 210 989 7452

Latvija
Tel: + 37052196111
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Malta
Tel: +39 02 516861

Nederland
Tel: + 32 (0)2 370 94 01

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: + 3851 6611339

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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