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ENAIQPHMATOX T1A OPNIOEX

1. Ovopaoia Tou KTNVIATpIKoU GpapHAKEUTIKOU TTPOIOVTOG
Innovax®-ILT mukvo okelaopa kar SIaAlTg yIa TapaoKeur evESIHOU evaIwPAPATOG Yia
6pvifeqg

2. X0vO:on

K&Be S60n (0,2 ml) Tou avacuotabévrog epforiou mepityer:

Kutrapo-e&apropevo {wvravd avacuvduacyévo eprmroiod ivdopvibuwy (otékexog HVT/
ILT-138), mou ekdppalder Tig yAukompwreiveg gD kai gl Tou 100 g Moipodoug
Napuyyotpayeiindag: 10%' - 104! PFU".

' PFU: plaque forming units (povéadeg oxnuatiopol mhdkag).

Mukvod okebaopa: UTTOKOKKIVO £WG KOKKIVO TTUKVO OKEUAOHA KUTTAPWY.
Aiahimg: Siauytg, kdkkivo Sidhupa.

3. Eidn {wwv

OpviBeg.

4. Osparmeutikiq evdeideig

Ma tv evepynTikf avoooroinon opviBiwv nhikiag piag npépag, pe okotod T peiwon g
BvnoipdtTag, Twv KAIVIKOV CUpTITOpATWY Kail Twv aloibotwy edarmtiag hoipwéng pe Tov 16
G Aoipadoug Aapuyyotpayeiimndag Tov mmvav (ILT) kar Tov 16 TG vooou Marek (MD).

Eykardoraon avooiag: ILT: 4 ¢BSopddeg,
MD: 9 npépeg.
Aidpkeia avooiag: ILT: 60 eBSopdadeg,

MD: oAokAnpn v mepiodo kivdlvou.

5. Avrevdeilag
Kapia.

6. Eidikig mpoadoromosig
Eidikéc mpoeidomoinaeic:
Na epBohidovrar pévo uyif Joa.

IS1aitepec mpoduldéeic via Tnv acdaln ypnon ota €idn {wwv:

Emeidr autd eivar uvravo epufBolio, To epoliakd otélexog amekkpiveral ammod Ta
epBoNiaopéva mva kai eivar Suvatév va e€amiwbsl oe vE6pviBeg. Mehiteg acdhdheiag
éxouv amodeiel o1 To oTihexog eival achalig yia IvdSpviBeg. Ev TolToig, mpémel va
AapPBavovrar pérpa mpoduralng yia va amodeuyOei n edmhwon Tou epPoriakol
oTehiyoug ot 1IvdopviDeg.

Kard m Sidpkeia Tou umoddpiou epPoliacpol, mpémel va AapPdavovrar pétpa mpdAnyng
yia va amodeuxBei n PAGPN Twv aipoddpwv ayyeiwy atov Tpaxnio Twv opvibuv.

IS1aitepec mpoduld&eic mou mpémel va Aaufavovrar amd 1o dTopo Tou Xopenyei To
KTNVIaTPIKO bappakeuTikO TPoiov ot wa:

O xeipiopdg Tou uypol alwTou Tpimer va Sievepyeital oe kKahd aepi{opevo pEpoG.

To Innovax-ILT eivar éva kd evaiopnpa, mou cuokeudleral ot yudAiveg GpUoTyyeg kal
duldooetal ot uypod alwto. Mpiv eéayete Tig pUoIyyeg amd To kavioTpo Tou uypol
aloTou, Tpémel va xpnoipomoltite TpooTaTeuTiko e£0TMNIoHO, 0 oTToiog cuvioTaTal amd
yavria, popécte polxa pe HAKPIA HaviKia Kal XPrOIHOTIOIOTe HAOKA TIPOCWTTOU KAl
mpooTateuTikd yualid. 2e TepimToon atuxfpaTog, yia va mpohdPere cofapolg
TpaupaTiopolg, tite amd 1o uypd alwto &ite amd TG dUoIyyeg kaTd TRV avdoupor} Toug
amd 1o KAVIGTPO, KPATHOTE HAKPIG Ao TO CWHA KAl TO TPOCWITO TNV TTAAAHN TOU XEPIoU
TTou KPATA pe yavT T puotyya. MNpémel va mpooéxete wote va amopelyeral n pOAUVOT TwvV
XEPIOV, HATIOV KAl POUXWV pE To Tepiexopevo TG $ualyyag. MPOZOXH: Eival yvwotd om
ol pUoIyyeg propei va ekpayouy e€artiag Tg améTopng alayng Oeppokpaciag. Mnyv Tig
&emayovere oe {016 1} maywpévo vepd. MNa Tov Aoyo autd, Eemayavere Tig dUoIyyeg Oe
kaBapd vepd otoug 25 °C - 27 °C. e mepimmoon mou katd Aabog kavete autotveon, va
avalnthoete aptowg 1atpikn BonBeia kar embeire oTov 1aTPS To eowKAEIoTO GUNO
odnyIOY XPOEWG f TNV €TIKETA TOU GAPPAKEUTIKOU TIPOIOVTOG,.

[Siaitepeq mpodurd&eig via Ty mpootaocia Tou mepiBaAovrog:
Aev 1oy Ve

Fovipomnra:
Aev umtdpyouv Siabioipeg mAnpodopieg yia T xopfiynon ot peAovTikd mmva
avamapaywyng.

AMnAemiSpaorn pe AMa pappakeuTikd poidvra kal aAeg popdig anlemidpaong:
Eivar S1aBéoipeg pehéteq acdareiag kar amoteheoparikdmTag ol omoieg amodeikviouy ot
10 Innovax-ILT pmopei va avaperyvueral otov idio Siakim kai va xopnyeitar padi pe 1o
Nobilis Rismavac ota kpdtn péAn omou 1o epPdio autd sivar eykekpipévo. Otav To
Innovax-ILT avapiyvuerar pe To Nobilis Rismavac, n eykardoraon g avooiag kara mg ILT
eival Suvatdy va kabuotepnoel ot {wa pe pnTpikd avricopara. a auth T pekT xpron
txer amodeixOsi n eykatdoraon avooiag ot 5 npépeg yia v MD.

Eival S1aBéoipeg pehéteg aoddheiag kar amoteheoparikdmrag, ol omoieg amodeikviouv o
10 &v Aoyw epPdhio Slvarar va xopnyeital v idia nuépa, xwpig va avapelyvueral, pe 1o
Nobilis Clone 30 1} pe To Nobilis ND C2.

Aev umdpyouv mAnpodopieg OXETIKA pe TNV aoPAAEIa KAl TNV ATTOTEAECHATIKOTNTA ATTO TNV
Tautdypovn xpfion Tou epPoliou autol pe omolodfmoTe GANO KTNVIATPIKO GAPHAKO, €KTOG
TWV TTPOIOVTWY TTou avadépovral mapamave. H amddaon yia ) xoprnynon tou ev Aoyw
euPoriou mpiv i} perd amd T xopriynon omolodfimote dGANou ktviaTpikoU dappdkou,
mpémel va hapPaverar kard mepimmwon.

Ymepdooohoyia:

Aev mapatnpn®nkav cupmtopata perd amd mm xopnynon 10midciag 86ong tou epfBoiou.
Eidikoi mepiopiopoi ypniong kai e1dikéc ouvOnkec xpnong:

Omolooénmote mpotiBeral va mapackeudoel, va eicaydyel, va éxel 0Ty KaToxf Tou, va
Siaveipel, va molfoe, va Siabéoel kal va xpnoipomoifoe auté To KTviaTpikd
bappakeuTikd TTPOidY, umoypeolTal va {nThcEl T yvopn TG appodiag apxng Tou oikeiou
KPATOUG PENOUG OXETIKA HE TIG 10XUOUCEG TTOATIKEG epBohiacpoy, kabhg autég ol
SpaocTnpidTTeG pmopei va amayopeliovral oe OANOKANPEN | PEPOG TNG EMIKPATEIAG TOU
kpdaToug péhoug clpdwva pe Ty eBvikr Tou vopobeaia.

KbUpiec aoupBaromrec:
Na pnv avaperyvierar pe Mo ktviatpikd dappako ektog Tou Nobilis Rismavac kar tou
S1a\ltn o omoiog SiatiBeral yia xpAon pe autd To KTVIATPIKG GAPHAKEUTIKS TTPOIdY.

7. AvemOiupnra oupfavra
Kavéva yvworo.

H avadopd avemBupunrov cupPavrev eivar onpavrikn. Emmpéme T ouvey
mapakoholBnon g acdaleiag evog mpoidviog. Edv maparnproere omoiadnmote
avemBlpnT evépyeia, akdpa kar av Sev avadéperal ato e0OKAEITTO GUAO 0dnyIdY
XPNoNG N apdIPaANete yia v amoteheopaTikéTTa TOou dpappdkou, mapakakeiobe va
ETIKOIVWVIOETE, KATAPXAG, HE TOV KTviaTpd oag. Mmopeite emiong va avadépere
omoladnmote avemBupnta cupPavra otov kdroxo g adeiag kukhodopiag
XPNOIHOTIOIMVTAG Ta OTOIXEIA EMIKOIVQVIAG OTo TEAOG auTol Tou pUMou odnyibv xpAong,
| péow Tou eBvikol oag ouoTpatog avadopdg: ENGSa: EBvikdg Opyaviopodg
Qappdkev, Tnh: +30 213 2040213, Email: vetpharmacovigilance@eof.gr

8. Aoooloyia yia ka0s :idog, TpoéTTO¢ Kai 0doi xopfiynong
Merd amd myv Sidhuon, xopnynote 1 doon 0,2 ml epPoriou ava opviBa pe umodopia
évean atov TpaxnAo.

9. Odnyisg yia T owWoTH Xoprnynon

O odkog Tou epfBoNiou mpémel va avakiveital Ama kal ouxva oe OAn T Sidpkeia Tou
euPoriacpoy, yia va SiachahioBsi ot to eufoliakd evaivpnua mapapével opoloyevég Kai
oT1 Yopnyeital o owatdg TiThog epPoliakol 10U (dnhadh, katd T Sidpkeia pakpov
euPoriacTikav mep1dSwv).

Mpottoiyacia Tou epfoliou:

Arnooteipwote Tov e€omhiopd epfoliacpou pe Ppacpd ot vepd emi 20 Nerrd 1 o€
autokheioTo (15 herrd ot Oeppokpacia 121 °C). Mnv xpnoiporoieite xnuika
amoAupavTika.
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O yxepiopdg Tou uypol alotou mpémer va Sievepyeital ot kakd agpi{dpevo pépog.
1. Xpnoipomoiote SiaAutn yia kutrapo-eapropeva euffdhia mrvav yia Ty avacliotaon.
Ma umoddpia xpAon, n avacuotaon tou gufBoliou yiverar clpdwva pe Tov TapakdaTe

mivaka:
TaKog Siakim Api1Buédg Twv puciyywy spufoliou yia
umodo6pia xopriynon

T 4kog Tov 400 ml Siakim 1 ¢pUoiyya mou mrepigxer 2000 Sdoeig
Zakog Twv 800 ml Siahimn 2 $uoryyeg mou mepiéxouv 2000 Sbatig

T &kog Tev 800 ml Siakim 1 ¢pUoiyya mou mepigxer 4000 Sdoeig
Zakog Tev 1200 ml Siakim 3 $puoryyeg mou mepiéxouv 2000 Sbotig
Z&kog Tov 1600 ml Siakimn 4 $uoiyyeg mou mepitxouv 2000 ddozig
Zakog Tev 1600 ml Siakim 2 $puoryyeg mou mepixouv 4000 Sboteig

Orav 1o mpoidv autd avapiyvuerar pe To Nobilis Rismavac, mpémel va Sialbovrar kai
Ta Slo oTov id10 odko Sialimn pe Tov 1610 Tpomo (400 ml Siahim yia kO

2000 &dotig kai Twv SUo mpoidvrwy 1 800 ml Siakimn yia kaBe 4000 Sdoeig kar Twv
Suo npmovwv)

O SiaNtng pémel va eivar Siauyrg, epubpol xphparog, xwplq |Zr]pc1 Kal T oTiypn
g avauéng va Ppiokeral oe espPOKpocno Swpariou (15 °C - 25 °C).

2. Mptme va oxedialere v mpoeroipacia Tou epPoriou mpiv amd my eaywyn Tov
duoiyywv amd 1o uypd dlwto kai va umoloyilete and mpiv Tov akpiPr apiBud Tev
duaiyywv epPoliou kai Tnv moodmTa Tou Siakin Tou Ba xpeiacBei. Aev umapyouy
S1abéaipeg mMAnpodopieg yia Tov apiBud Twv Sdotwv emavw oTig pUoiyyeg, perd amd
v eéaywyn Toug amd Tov umodoxéa, ¢ral pémel va AapPavere 1Siaitepn pépipva yia
va Siacdalicere &m amodelyerar n avapién duaciyyev pe Siadopetikd apiBpd Sdcewy
ka1 o1l xpnoiporoieital o kardAniog SIaN\ITnG.

3. TMpiv avacupere Tig ducIyyeg amd Tov mepitkm uypou aldtou, mpooTaTeloTe Ta Xépia
pE yavTia, $opEaTE POUXA HE HAKPIA PAVIKIA KAl XPNOIHOTIOINOTE HAOKA TTPOTWITOU
kal mpoaoTateuTika yuahid. Aol Bydhere pia puoiyya amd tov umodoxta, kpaThoTe
TNV OTNV TTAAGN TOU XEPIOU HE TO YAVTI HAKPIG ATTO TO CWHA Kal TO TTPOCWTTO.

4. 'Orav avacupete évav umodoxéa Gpuoiyywv ammod To KAVIGTPO TOU TIEPIEKTN uypoU
alurou, TpaPnée ¢€w pdvo T(rig) duotyyaleg) epPoriou mou Ba xpnoiporoinBei(oly)
aptowg. 2uvioTaral va xelpieoTe To oAU twg 5 duoiyyeg (amd évav umodoyta pdvov)
kaBe popa. Apou adariptoete t(Tig) pUoiyyaleg), mpeme va emavatomoBerroete
aptowg TIG umdAoITeg GpUCIyyeG evTOG TOu KAVIOTpoU Tou TrepiékTn uypoul alwTou.

5. Zemayworte To mepiexdpevo TG (twv) duoryyag(wv) yphyopa, Pubidovrdg T dlciyya
ot kabapd vepd otoug 25 °C - 27 °C. Avadelore fima n(Tig) duoiyyal(eg) yia va
Siaomeipere To mepiexOpevo. MNa v MpooTacia Tev KUTTAPWY, €ival GNUAVTIKO To
TepiexOpevo TG dUCIyyag apéows peta Ty €N Tou va avapryvueral pe ov Siakun.
21eyvOoTE T $UCIYYa, OTN CUVEKEIQ OTIACTE TOV AQIPO TG KAl TTPOXWPNOTE AHECWG
OTWG Teplypaderal TApaKATw.

6. Meradépere amad To mepiexOpevo TG $UCIYYAG Ot pIa ATTOCTEIPWHEVT CUPIYYA, OTNV
omoia ¢xere TomoBerfoel Pehova 18G (gauge).

7. Eicdyere T Behdva péow Tou TOPATOG EI0KWPNONG TOU GAKoU Tou SIAAUTN Kal HETd,
apyd kai amald, mpocbiote To MepIeKOPEvO TG oUplyyag oTov Siakim. Avadelore
amald kal avTioTpEyTe Tov adko yia va avapixBei To epfdio. Avappodnote pia pikpr
moooTa Tou S1aluTn pe T oUpiyya yia va Eemhbvere T dpUoiyya. Avappodriote To
UypPO EKTTAUONG OTN $UCIYYQA KAl HETAGEPETE TO e ATTAAEG KIVI|OEIG OTOV OGKO TOU
Sianum.

8. Av amaireital, emavaldBere Ta Brpata é kai 7 yia emmiiov duoIyyeg.

9. Anopakplvete T oUplyya Kal avrioTpéyTe Tov odko (6-8 dopig) yia va avapiybei To
epuoio.

10. Topa 10 epohio eivar Eroipo Tpog xpHo.

Merd amd v mpooBrkn Tou mepiexdpevou TG dUoiyyag otov SiallTn, To Eroipo
TPOG Xpron mpoidy evar tva diauyig, epubpol xphuatog evioipo evaibpnua.

Eheyxog 0pbig puraéng:

Ma va kataoTsl epiktdG 0 Eheyxog TG opbig dUlaéng kar petadopdg, ol dpUciyyeg mpémel
va TorroBeTolvtal avdmoda evidg Twv mepIekTOV He To uypd dlwto. H epddvion maywpévou
TepleXOpivou oTo Akpo NG duoIyyag umodnhwver oI To Tepiexdpevo Exel uttootel THEN Kal
Sev mpimel va xpnoiporoindei.

10. Xpovor avapovig
Mnéév npépes.

11. Eidikiég ouvOnkeg Siatipnong
Na puldooeral oe Bton, Ty omoia Sev PAémouy kar Sev mpooeyyilouv Ta aidid.

Mukvd okebaopa: Na duldooeral kai va peradéperar oe fabia katdyuén eviodg uypol
alotou (ot Beppokpacia pikpdrepn Tov -140 °C).

Aia\imng: Na ¢uldooerar o Beppokpacia pikpdtepn Twv 30 °C.

Mepitkng: O mepiekng uypou aldtou va dpuldooeral pe achdhea ot dpbia Béon, ot

kabapd, oteyvo kal kard agpidpevo Swpdrio, pakpid amoé Toug XWPoug ekkoAayng/
Baldpoug veooowy, oTo ekkoamTApIO.

Na pn xpnoipgormoleital autd To KTVIATPIKO GAPPAKEUTIKO TTPOIOV HETA TNV NHEPOMNVia
Méng mou avaypdderar omy enikéta. H npepopnvia Méewg oupmimer pe v Teheutaia
NHEPQ TOU CUYKEKPIPEVOU pNva.

Aidpkeia {wig perd v avacloraon cbpdwva pe Tig odnyleg: 2 wpeg ot Oeppokpacia
pikpoTepn Twv 25 °C.

12. Eidikig mpodulalag amdoppiyng

Ta ¢pappaka Sev Tpémel va anmoppinTovial picw Twv AUPATOV 1 Ty oIKIakGV amoBAfTeV.

Xpnoigotoifote mpoypappara emorpodng Gappdkey yia Ty amoppiyn Hn
XPNOIHOTTOINBEVTOY KTAVIATPIKWY GAPHAKEUTIKOV TTPOIOVTWY 1 GANWY UAIKGV TTou
TTPOEPXOVTAl ATIO TN XPNON TOUG CUHGWVA HE TIG TOTTIKEG ATTAITNOEIG KAl HE TUXOV IGXUOVT
€Bvikd ouoipara culoyrg. Ta pétpa autd amookomoly oty TTPooTasia Tou
mepiBaiovrog.

SupPouleubeire Tov kTViaTpd cag 1 Tov appakotold Gag yia Tov TPATo amdpeIYPng TwY
xpnoipomomnBéviey dappdkwy.

13. Tadivépunon Twv KTNVIATPIKWV GAPHAKEUTIKWV TIPOIOVTIWV
Na xopnyeitar pdvov pe KTVIATPIKF GuvTayr.

14. ApiOpoi adsiag kuklodopiag kKal ouokeuaoieg
EU/2/15/182/001-002

MeyéOn cuokeuaociac:

1 $uoiyya, ou mepitxer 2000 ) 4000 Sdoeig. O1 duoiyyeg puhdooovrar oe uodoxia
kai oTov uodoxta eival TPOCapTNHEVOG XPWHATIKA kKwdikoToInpévog cuvdetpag, o
omoiog avaypdder Tig §60otig (2000 Sbotig: ouvderpag copdy xpwpaTog kal

4000 &éozig: ouvdetpag kitpivou xphpaTog).

Z&kog v 400 ml Sialimn, odkog Tov 800 ml Siakimn, odkog Tev 1200 ml Siakimn
oakog Tev 1600 ml diakim.

Mrropei va pnv kukhopopolv OAeG oI CUOKEUATIEG,.

15. Hpepopnvia releutaiag avadzswpnong Tou puAlou odnyiwv xprnong
05/2023

Aerropepeic mAnpodopieg yia 1o ev AOyw KTNVIATPIKO $APHAKEUTIKO TTPOIOY eival
Siabtoipeg o Paon dedopévav g EE yia ta kiviatpikd mpoidvra
(https://medicines.health.europa.eu/veterinary).

16. Zroixzia emkolvwviag

Kdaroyoc 1ng adsiag kukhodopiag kal mapaokeuaoTic utreuBuvoc yvia v amodéoueuon
Tov mapTidwV Kal oToIYEla eMKOIVWVIAC yia TNV avadbopd mOavoloyolpevoy avemBOiuntwy
EVEQYEIQV:

Intervet International B.V., Wim de Kérverstraat 35, 5831 AN Boxmeer, ONavdia

EX\&da Kumpog
Tnk: +30 210 989 7452 TnA: +30 210 989 7452

17. AX\eg mAnpodopizg

To epPohio eivar évag kutrapo-e€aptapevog {wvtavdg avacuvSuaopévog eprnToidg
v66pviBag (HVT) mou exdppaler mig yAukompurteiveg gD kai gl Tou 100 TG hoipwdoug
Napuyyotpayeimdag. To epPdhio mpokahel evepynTikn avooia ot 6pviBeg katd g

Noipwdoug Aapuyyotpaxeiindag kai TG vooou Marek.
€ MSD

Animal Health
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