713341 R2

OYAAO OAHIIQN XPHXIHX \/\
® -

Innovax®-ND-IBD |

TYKN'O ZKE'YAIMA KAI AIANYTHE TIA MAPAZKEYH ENEZIMOY

ENAIQPHMATOX T'1A 'OPNIOEX

1. Ovopaocia Tou KTNVIATPIKOU GAPHAKEUTIKOU TIPOIOVTOG

Innovax®ND-IBD mrukvd okebaopa kar S1aAlTng yia mapackeur| evESIHOU EVAILPAPATOG YIa
6pvibeg

2. XUvOeon

K&Be Sdon Tou avacuotabiviog epBoriou (0,2 ml yia umoddpia xprion i 0,05 ml yia in ovo
xpnon) mepiéxer:

Kurrapoeéaptopevo {uvtavd avacuvduacpivo epmmroid vdopviBuv (otéhexog HVYP360), mou
ekppalel Ty mpwrteivn ouvinéng Tou 10U ™G véoou Tou Newcastle kar Ty mpuwreivn VP2 tou 100
™G Aoipodoug voéoou Tou Bukakou: 10%2 - 10%¢ PFU'.

'PFU - plaque forming units (povadeg oxnuariopol midkag).

Mukvo okebaopa kar SIANUTNG YIa TTAPATKEUT EVECIHOU EVAIWPNHATOS.

Mukvo okelaopa: UTTOKOKKIVO £WG KOKKIVO TTUKVO OKEUAOHA KUTTAPWY.

Aiahimg: Siauyig, kokkivo Sidhupa.

3. Eidn {owv

‘OpviBeg kai epPpuoddpa auyd dpvibag.

4, Ospumutlxs'g svétiZ:lg

la v evepynrikn avooonomor] opviBiwv nikiag piag npépag 1y euPpuoddpuv auyov dpvibag

r])uKldq 18-19 nuepav, pe okomo:
™ peiwon Mg Bvnoipdm™rag kal Twv KNIVIKOY GUPTITOPATGY TTou TTpokalovTal amo Tov 16
g vooou Tou Newcastle (ND),

- v mpdAnyn g Bvnoipdtntag kai T pelwon TV KNIVIKOV GUNTTOPATOY Kal Ty
aMolwoewy Tou pokakolvral amd Tov 16 TG Aoipddoug véoou Tou Buldkou (IBD),

- peloon g Ovnoipdtrag, Twy KAIVIKOV GUNTITHATOY Kal TOV aANOIOCEWY TToU
Tipokalouvral amé Tov 16 TG vooou Marek (MD).

Eykardoraon avooiag: ND: 4 B6opddeg Lwig
IBD: 3 eBSopddeg Jwng
MD: 9 npépeg

Aidpkeia avooiag: ND: 60 ¢féopadeg

IBD: 60 £BSopdadeg
MD: oAéKkAnpn Ty mepioSo kivbivou

5. Avrevdeidag

Kapia.

6. Eidikic mpoaidormonosig
Eidikéq mpoeidomoinoeig:

Na epPohialovrar povo vy {oa.

181aitepec mpodura&eic via Tnv acdain ypnon ota €idn {owy:

Qg Luvtavo epfolio, o euPoliakd otéhexog amekkpiveral amd Ta epffohiacpéva Tmnvd Kai gival
Suvaréy va eéamwBel ot IvE6pviBeg. Mehéteg aoddeiag éxouv amodeie 61 To oTéheyoq elvar
acdakig yia vddpvibeg. Ev Toltorg, mpémel va AapPavovrar pérpa mpoduralng yia va
anodeuyBei n dpeon f n éppeon emadn perall Twv epBoliacpévey opvibuv kai Tev IvGopvibuv.

181aitepec mpoduladeic Tou mpémel va Aapfavovral amo To ATopo TToU XoPnYE TO KTNVIATPIKO
dappakeuTikd mpoidy ot {oa:

O xeipiopodg Tou uypou alwtou mpémer va Sievepyeital ot kaka agpI{OpEvo pEPOG.

To Innovax-ND-IBD gival éva kd evaibpnpa, mou ouckeudleral ot yudhiveg dpUoryyeg kai
$urdooeral ot uypd alwro. Mpiv e€dyere Tig dUoIyyeg amd To KavioTpo Tou uypol alwTou,
Tpémel va xpnoiporoieite mpootateutikd eomhiopd, o omoiog Ba cuviotatal amé yavria, polya
pe pakpid pavikia kar paoka mpoowTou 1 mpootateutikd yuakid. Na va mpohdfere coPapolq
Tpaupanopoug, eite amd To uypod alwro &ite amd Tig GUCIYYEG KATE TV Avaoupat) Toug amod To
k&VIOTPO, KPATHAOTE PAKPIA aTId TO COHA KAl TO TPOOWTTO TV MaAdpn Tou XEpIoU TTou KpaTd (pe
yavn) mv ¢uoiyya. Mpémel va mpooéyere GoTe va amodelyeral n HONUVOT TRV XEPIOV, TOV HATIOV
KQl TV POUXWV pe TO TEpiexopevo TG puotyyag. NMPOXOXH: Eivar yvwotd om o puoiyyeg eivai
Suvardy va ekpayolv ot ikbeon oe amotopun alayr Beppokpaciag. My tig Eemaydvere oe
Leot6 vepd 1) maywpivo vepd. Semayovere Tig dUoryyeg o kabapd vepd otoug 25 °C - 27 °C.

181aitepec mpodula&eic via TNV mpooTacia Tou mepiBdMovroc:
Aev 1ox0eL.

Mmvd oe mepiodo wotokiag:
H aoddheia Tou ktviatpikol dappakeutikol mpoidvtog Sev éxel amodeiyBei kard m Sidpkeia TG
wotokiag.

AMnAemidpaon pe dMa pappakeutikd mpoidvra kar dAeg popdiq alMnAemidpaong:

Eivar S1aBioipeg pehéteq aodaeiag kar amoteAeoparikdtTag, ol otoieg amodeikviouy 6T T0
Innovax-ND-IBD propei va avaperyvierar otov idio Siahimn kai va xopnyeital umodopia pe 10
Nobilis Rismavac. a auth 1 xpAon pe avapién, éxe amodeyBei n eykardoracn avosiag oe
5 npépeg yia to MD.

Eivar S100taipeg peliteg aoddAeiag kai amoteAeopatikdTTag, of omoieg armodeikviouy ot To
Nobilis Clone 30 rj To Nobilis ND C2 1} o Nobilis Ma5 1 To Nobilis IB 4-91 duvarai va
xopnveitar (xwpig avapién) o opvibia nhikiag piag npépag ta omoia epBohialovran eite pe
uroddpia A pe in ovo xopfiynon pe 1o Innovax-ND-IBD. TNa tétoia ouvduacpévn xphon, exel
anobeiyBei n eykardoraon avooiag oe 3 efSopddeg (6tav xopnyeitar pe To Nobilis Clone 30) kar
ot 2 efdopadeg (dtav xopnyeitar pe To Nobilis ND C2) yia to ND.

Aev urtdpyouv mAnpodopieg OXETIKA pe TNV aodEAEIa Kal TNV ATTOTEAECPATIKOTATA ATTO TRV
Tautoypovn xpHon Tou epfoliou autol pe omolodAToTe ANO KTVIATPIKO GAPHAKO, EKTOG TwY
TpoidvTwy Tou avadipovral mapamave. H amddacn yia T xoprynon Tou ev Adyw eufoliou
TPIV 1) perd amd T xoprynon omolodAmote dMou ktnviatpikol dapudkou, Ba mpéme va
NapPaveral katd mepinToon.

Ymepbooohoyia:

Aev mapampnBnkav cupmthpara perd amd m umoddpia xoprynon 10midciag Sdong Tou
epPoliou. AokipdoTnke in ovo 3mhdoia umepdocoloyia, n omoia BewpnBnke acharig. Aev
umdpxouv Siabioipeg Minpodopieg yia Ty acdhdreia i} yia mbavég avemOupnTeg evépyeieg perd
amd xopnynon 10mAdeiag umepSocoloyiag in ovo.

Eidikoi mepiopiopoi ypnone kai eidikéc ouvOnkec ypnong:

Oroloodnmote mpotiBeral va mapackeudoel, va eioaydyel, va éxel oy katoxl Tou, va Siaveipel,
va o, va Siabicel kal va xpnoipomoifoel autd To KTNVIATPIKG $PapHaKEUTIKS TTPOIOY,
utoxpeoUTal va {nmoer T yvopn Tng appddiag apxiiG Tou OIKEIoU KPATOUG PEAOUG OXETIKA e TIG
ioxUouceg ToNikég epfoiacpou, kabog autig or Spactnpidtteg propel va amayopelovrarl ot
OAOKANPN A HEPOG TG EMIKPATEING TOU KpAToUG pENoUG oUpdwva pe v eBviki Tou vopobeaia.

To mpoidv autd amarei emonuo éNeyxo amodiopeuong maptidwy.

Kupieg acupfBarodmreg:
Na pnv avapeyvierar pe dG\ho krnviatpikd pappako ektdg Tou Nobilis Rismavac kai Tou Siakim
mou SiariBeral yia xpron pe autd To KTVIATPIKG aPHAKEUTIKS TTPOIOV.

7. AvemOuipnra oupfavra
Kavéva yvworo.

H avadopa ovsmeﬂqumv oupPavrev eivar onpavrikr. Emmpéme ™ ouveyn nopoKo)\obeqoq mg
acdaheiag evog mpoidvrog. Eav mapamproere onoméqnon avemBUupnTn evépyeia, akdpa kar av
Sev avadiperal oto £o0KAeIoTO GUMO 0dnyIGY XprionG N apdt [30)\)\st yiamy.
amoTeNeapaTIKSTTa TOU GappdKou, mapakaeioDe va emkovwvioeTe, katapydag, pe Tov kmnviaTpd
oag. Mrmopite emiong va avadépere omoiadmore avemBipnta cupPavra otov karoxo g
adeiag kukhodopiag XpnoIHOToIOVTaG Ta OTOIXEIa EMmKOIVRVIag oto TEhog autol Tou GUANou
odnyIov xpfiong, A péow Tou eBvikol oag cuoThpaTog avadopdg.

EX\dda

Ebvikdg Opyaviopdg Qappdkwy

Meooyeiov 284

GR-15562 Xohapydg, ABAva

TnA: + 30 21 32040213

e-mail: vetpharmacovigilance@eof.gr

lotéromog:

http://www.eof.gr

Kumpog

Kmviarpikég Ymmpeoieg

1417, Aeukwoia, Kimpog

http://www.moa.gov.cy/moa/vs/vs.nsf

8. Aoooloyia yia kaOs €idog, TpoéTO¢ Ka1 0d0i Xopriynong

Merd amd myv didhuon, xopnyeiote 1 86on 0,2 ml euPoliou avé opviBa pe umoddpia éveon oTov
Tpaxnio 1 1 86on 0,05 ml avd auyd pe in ovo éveon.

9. Odnyizg yia Tn owoTr) XopRynon

O odkog Tou epPoNiou Tpimel va avakiveital fimma kai cuxva ot OAn 1 Sidpkeia Tou
euPoliacpol, yia va Siacdahiobei 61 1o euPoliakd evaiwpnua mapapével opoioyevég Kai oTi
Xopnyéitar o owotdg Tithog epPoliakol 100 (dnhadh, katd m didpkeia pakpwy epPoliacTikay mepIdSwy).
Mpotroipacia Tou epPoliou:

Mptme va epappodlovrar o ouviiBeg mpodurdéeig aonyiag oe dAn T Siadikacia mpoeToipaciag

Kar xoprynong.
O xeipiopodg Tou uypou aldbrou Tipémer va Sievepyeital ot kakd agpi{dpevo pépog.
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1. Xpnoipomoimote Sia\imn yia kutrapoeéaptopeva epfdhia mmvov yia Ty avactoraon.

la v umoddpia xprion n avacloracn tou epfoliou yiverar clpdwva pe Tov mapakdrw

mivaka:
TaKog Siakdmn Ap1Opd¢ TV ¢uoiyyuv'apﬁo)\iou yia urrod6pia
Xenon
Zakog twv 400 ml Siakimn 1 $uoiyya mou mepiéxel 2000 Sootig
Zakog Twv 800 ml Siakim 2 ¢pUoryyeg mou mepitxouv 2000 Sdotig
Zakog Twv 800 ml Siakimn 1 $uoiyya mou mepiéxel 4000 Sooeig
Zakog twv 1200 ml Siahim 3 $uoiyyeg mou mepiigouv 2000 ddoeig
Zakog v 1600 ml Siahim 4 $loryyeg mou mepigxouv 2000 Sdoeig
Zakog twv 1600 ml Siahim 2 duoiyyeg mou mepitouv 4000 ddoseig

‘Orav auté 1o poidv avapryvierar pe To Nobilis Rismavac, Oa mpémel va Siakbovrar kai Ta
8o oTov i610 odko Siakum pe Tov iSio Tpdmo (400 ml Siaimn yia k&Be 2000 Sootig ka
v 8o mpoidvrwy f 800 ml Siahim yia k&Be 4000 S6atig kai Twv SUo TpoidvTwy).

la v in ovo xpAon n avactotaon Tou epfoliou yiveral clpdwva pe Tov Tapakarw

Tmivaka:
T o Siakim Ap1Bpé¢ Twv $puaiyywy pPoliou yia in ovo
xpfion
Zakog twv 400 ml Siakimn 4 $ioryyeg mou mepiexouv 2000 Sooeig
Zakog twv 400 ml Siakimn 2 duoiyyeg mou mepitgouv 4000 ddoeig
Zakog Twv 800 ml Siaklimn 8 dUoryyeg mou mepigyouv 2000 Sbotig
Zakog Twv 800 ml Siakimn 4 $loryyeg mou mepigxouy 4000 Sdoeig
Zakog Twv 1200 ml Siakimn 12 $uoiyyeg mou mepiéxouv 2000 Sdoteig
Zakog twv 1200 ml Siahim 6 duoiyyeg mou mepiexouv 4000 Sooeig
Zakog twv 1600 ml Siahim 16 dloryyeg mou mepiexouv 2000 Sootig
Zakog twv 1600 ml Siahim 8 dUoryyeg mou mepigyouv 4000 Sbotig

O dia\utg Tpémel va eivai Siauyng, epubpou Xpwpmoq XWPIG |Zr]pa Kal T oTIypr TG
avapiéng va Ppiokerar ot esppOKpocla Swpariou (15 °C - 25 °C).

2. Tptme va oxedialere Ty mpoeroipasia tou euPoliou mpiv amd Ty eéayoyn Tov duciyywy
amd 1o uypd alwro kal va utroloyilere amd mpiv Tov akpifn Gplgpé TWV $pusiyywv
epPoliou kal v moodmTa Tou Siakum Tou Ba xpeiacel. Aev umdpyouv Siaboipieg
mAnpodopieg yia Tov apiBpd Tev Sdotwv emdvw oTig dUotyyeg perd amd Ty elaywyn
Toug amo Tov urodoxta, trol mpémel va hapPavere 1diaitepn pépipva yia va Siacpaioere
om amodelyeral n avapién puciyyev pe Siadoperikd apiBpd dbéoewy Kkai o
xpnoipotoieital o karaAnhog Sia\umg.

3. Tlpiv avaclperte Tig dpUoryyeg amé T diahn uypol aldtou, mpooTateloTe Ta xépIa pe
yavria, $opEcTe pouxa pe PaKPIG HAVIKIA KAl XPMOIHOTIOINOTE HAOKA TTPOCWTTOU )
mpooTareutikd yuahid. Aol Bydhere pia dUoiyya amd Tov umodoxéa, KpaThoTe TNV otV
TIAAGN TOU XEPIOU HE TO YAVTI HAKPIA AT TO CWHA Kal TO TPOoWTTO.

4. Orav avacupere évav umodoyia dpuciyywy amod 1o KAvioTpo Tou TepiEkTn uypol aldTou,
tpaPnére ¢w pdvo m (nig) puoiyya (eg) euPoliou mou Ba xpnoipomoinBolv apiowg.
Suviotdral va xeipileote To TONU twg 5 dpuoiyyeg (amd évav umodoxta povov) kabe dopad.
Adou apaiptoere T (11g) dloiyya (eg), mpémer va emavaromoberoete apéowg Tig
urdloimeg dUCIYYEG EVIOG TOU KAVIOTPOU TOou TTEPIEKTN uypoU alwTou.

5. Zemaywote To mepiegdpevo TG (twv) dloiyyag (wv) ypRyopa, Bubilovrag T duoiyya oe
kaBapd vepd otoug 25 °C - 27 °C. Avadelote fima m (1ig) dpuoiyya (eg) yia va
Siaomieipere To mepiexdpevo. Na My mpooTacia Twy KUTTApwY, tivar onpaviikd, To
mepiexOpevo g duolyyag apéowg perd Ty ™En Tou va avapiyvlerar pe Tov SiaAum.
2T1eyvWOTE T GUCIYYQ, OTr CUVEKEID OTTAOTE TOV AQIPO TNG KAl TTPOXWPHOTE Apéowg OMwG
mepIypAderal Tapakdrw.

6. Meradipere nmia o mepiexdpevo TG GUCIYYaAG O I ATOCTEIPWHEVT CUPIYYa, OTNV
omoia tyere TomoBemoe Behova 18G (gauge).

7. Eicdayere 1 Behdva péow Tou ThpaTog eioxwpnong Tou odkou Tou Sia\lim kal perd, apyd

kal ima, mpooBioTe To mepiexdpevo TG oUplyyag otov Siakimn. Avadelote Ama kai

avTioTpéyTe Tov odko yia va avapiyBei To epBoNio. AvappodroTe pia pikpr moodmra amd

Tov oako Tou S1IaN\UT ot oUpiyya yia va Eem\bvete T duoiyya. Metadipere o umoloimo

TepIexOpEvo TG GUCIYYaG He ATTIEG KIVI|OEIG OTOV OAKO Tou S1aNUT.

Av amareitar emavaldBere Ta Prpara é kar 7 yia emmiov GUOIYYEG.

AropakpUvete T oUplyya kar avrioTpéyTe Tov 6ako (6-8 dopig) yia va avapixOei To epfdhio.

0. Topa 1o epfBdNio ivar Eroipo mpog xpHon.

Merd amd v mpoobikn Tou mepiexdpevou g dUotyyag otov Siakim, To éroipo Tpog
xpnon mpoiov tivar éva Siauytg, epubpol xpwpatog evécipo evaibpnpa.

= 0o x®

Eheyyog opbig dpuraéng:

la va karaoTel epiktdG 0 Eheyxog TG opbg duralng kai peradopds, or duoiyyeg Tpémel va
TomoBetolvrar avamoda evidg Twv mepiekTOY pe To uypd alwto. H euddvion maywpévou
Teplexopivou oTo dkpo g dpUolyyag umodniover 6T To Tieplexdpevo Exel utrootel THEN Kar Sev
npémel va xpnoiporoinei.

10. Xpoévor avapovrig

Mnéév npépeg.

11. Eidikig ouvOnkeg Siatipnong

Na ¢puldooeral ot Béon, v omoia Sev BAémouy kai Sev mpoceyyilouy ta maidid.

Mukvo okebaopa: Na duldooeral kal va peradéperal omy karayuén evidg uypol alutou (oe
Oeppokpacia pikpdTepn TV -140 °C).

Aia\itng: Na ¢puldooerar ot Beppokpacia pikpotepn Tov 30 °C.

Mepitktng: Na ¢puldooeral o mepiekmg uypol alotou pe acpdreia ot 6pbia Oéon, ot kabapd,
oTeyvo kal kard agpi{opevo SwpdTio, pakpid amd Toug xhpoug ekkoayng/ Baldpoug veooooy.

Na pn xpnoipomoleitar autd To KTvIaTpIkd GapPaKeUTIKG TTPOIOY perd v npepopnvia Miéng
Tou avaypaderar oty enikéta. H nuepopnvia Méewg oupmimnTer pe Ty Teeutaia npépa Tou
OUYKEKPIPEVOU prva.

Aidpkeia {wig perd My avaclboTtaon clpdwva pe Tig 0dnyieg: 2 Opes.
12. Eidikég mpopuladzig amdppiyng

Ta pappaka dev mpemer va amoppimmovial pEcw Tev AUPATWY ) Ty OIKIaKoV amoPBARTwy.

Xpnoiportoirote mpoypdppata emoTpodiq dappakwy yia Ty andppiyn pn xenoipomoinfiviwy
KTVIATPIKWV GAPHAKEUTIKQY TIPOIOVTWY 1} GANWY UNIKQV TTOU TIPOEpXOVTal ammod Tr Xprion Toug
oUpduva pe TIG ToTTkEG amarmoeig kai pe Tuxov 1oxbovra eBvikd ouotipata culoyng. Ta pérpa
autd amookomoly omy mpootacia Tou mepIBaAlovTog.

ZupPouleubeire Tov kTviatpd oag f) Tov dappakomold oag yia Tov TpOTIo andeEIYngG Ty
XPnoipomoindiviey dappdkwy.

13. Taivopnon Twv KTHVIaTpIKWV GapHAKEUTIKWV TTPOIOVTWYV
Na xopnyeitar povov pe KTviatpiki) cuvrayn.

14. ApiBpoi 4dsa1ag kuklodopiag kal cuoksuaoizg
EU/2/17/213/001-002.

Meybn ouokeuvasiag:
1 $pUoryya mou mepigxer 2000 A 4000 Sodoeig. O1 puoiyyeg puldccovrar oe unoSoxia kal

Tpocaptnuévog otov uodoyia eival évag XpwHaTika kwdikomoinpévog ouvdempag o omoiog
avaypade ) ddon (2000 Soczig: cuvdempag cwpdy xpoparog kai 4000 ddotig: ouvderfpag
KITPIVOU XpWHATOG).

Zakog Siaum twv 400 ml, odkog Siahim Twv 800 ml, odkog Siakim Twv 1200 ml i) odkog
Siaim Twv 1600 ml.

Mropei va pnv kukhopopouv Oheg oI CUCKEUQTIEG,.

15. Hpspopnvia releuraiag avaBzwpnong Tou $pUuIou odnyiwv xpriong
03,2023

Aerrropiepeic mAnpodopieg yia o ev Adyw KTVIaTpIKS dappakeuTikd mpoidy eivar Siabtoipeg om
Baon Sedopivav Mg EE yia ta kmviarpika mpoidvra
(https://medicines.health.europa.eu/veterinary).

16. Zroixsia smkoivwviag

Karoyoqg g ddeiag kukhodopiag kal mapackeuaotrg umetBuvog yia Ty amodéopeuon Twy
mapTidwV Kal GTOIYEIa EMKOIVWVIAC yia TNV avadopd moavoloyoupevwy avemBUuuntwy evepyeiov:
Intervet International B.V., Wim de Kérverstraat 35, 5831 AN Boxmeer, OMavdia

EX\Gada Kurmpog
Tnh: + 30 210 989 7452 TnA: +30 210 989 7452
17. AX\eg mAnpodopieg

To epPoNio ivar évag kuttapoeéaptopevog {wvtavdg avacuvduacpévog eprmroidg véopviBag
(HVT) mou ekppalel v mpwreivn F Tou 10U g vooou tou Newcastle kai Ty mpwreivn VP2 tou
100 g Moipodoug vdoou Tou Buldkou. To epfBdNio mpokalel evepynikn
avooia ot 6pvibeg katd Mg vooou Tou Newcastle, Tng Moipodoug
vooou Tou Buldkou (vooog Tou Gumboro) kai Tng vocou Marek.
& s
Animal Health
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