IHAPAPTHMA 1

HNEPIAHYH TQN XAPAKTHPIZTIKQN TOY ITPOIONTOX



1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Innovax-ILT-IBD wukvd oKevaopo Kot SIeADTNG Y10 TOPAGKELT EVEGLOV EVOLOPNUOTOG Y10 Opvifeg

2. ITOIOTIKH KAI TIOXOTIKH XYNOEXH

Kabg 660m tov avacvotadévrog epporiov (0,2 ml yia vroddpio xprion i 0,05 ml yio in ovo yprion)
TEPLEYEL:

APUGTIKO CVGTUTIKO:

Kvuttapo-e€aptmdpevog {ovtavog avocuvovacpévog epmntoiog woopvibov (otéheyog HVT/IBD/ILT),
7oV ekEpalel v mpmteivn VP2 1ov 100 g Aoiumdovg vocou Tov BuAdkov Kot Tig YAvkonrpmteiveg gD
xau gl Tov 100 g Aoumdovg Aapuyyotpoyeitidog: 10%2 - 10*¢ PFUL

PFU — plaque forming units (uovédeg oynuaticpod mhdkac).

"Exodoya:

oroTiki) 60vOgon KOO OV KoL GAL®V
GUGTUTIK®OV

Ilokvo okebacua:

Bovine serum

Veggie medium

Dimethyl sulfoxide

AradvTyg:

Sucrose

Sodium chloride

Disodium hydrogen phosphate dihydrate

Phenolsulfonphthalein (Phenol red)

Potassium dihydrogen phosphate

Water for injections

[Tukvéd okedaoHO: VTOKOKKIVO £mG KOKKIVO TUKVO GKEVOGLO KUTTAPMV.
AADTNG: SlovyEC, KOKKIVO SLOAV LA,
3. KAINIKEX ITIAHPO®OPIEXZ
3.1 Eiom {oov
Opvibeg kan epPpooeopa avyd opvibog.
3.2  OgpamevTiKEG EVOEiEELS Yo KAOE gid0g (Dov
IMa v evepyntikn avocomoinen opviBimv nAtkiog piog nuépag 1 eUPpuoeopwv avymv 6pvidog niikiog
18-19 nuepav, pe okomod:
- 1 pelmon g OvNodTToC, TOV KAVIKOV GCUUTTOUATOV Kol TOV 0AAOIOGEDY TOV

TPOKAAOVVTOL 0O TOV 10 TNG AOUDA0VS Aapuyyotpoyetitidag Tmv ttnvav (ILT) kot tov 16 g
vooov Marek (MD).



-V TPOANYN TS BvynodToc Kat TN Helmon ToV KMVIKOV GUUTTOUATOV Kol TOV
OAAOIDGEMY OV TPOKAAOVVTAL AITd TOV 10 TNG AOILMO0VG vOGov Tov BuAdiov (IBD).

Eyxotdotaon avooiag: IBD: 3 efdopddeg Cmmg
ILT: 4 efdopadec Long
MD: 5 nuépeg Comg
Augpkela ovociog: IBD: 100 eBdopadeg
ILT: 100 gfdopnadeg
MD: oAoxAnpT TV TTEPI0S0 KIVIVVOL
3.3 Avrevositeig
Koapia.
3.4 Edwkég mpogridomonjoelg

Na epfordlovrar pdvo vy {oa.

Opvibec pe avTICOUATO UNTPIKNG TPOEAEVOTG, OTOV EUPOALALOVTAL LLE OVTO TO KTNVINTPIKO
QOPUAKEVTIKO TTPOTOV, dVVOTUL VO, YoV KaBuaTepnuévn eyKaTdoTooT ovooiog katd tng IBD.

3.5 Iowirepeg mpourdéers kata T ypion

Idwitepec mPpoLAGEELS Yo TNV ao@oAn ypnon ota £ion owv:

Q¢ {ovtavo guPoito, To eUPoAIOKO GTEAEYOG ATEKKPIVETOL A0 T EUPOALOCUEVA TTTVA Kot Elval
duvatov va eEomhwbel oe vdopvideg. Merétec aopilelag Exovv amodeifel 6Tl To GTEAEYOG gival
acParég Yio wdopvibec. Ev tovtolg, mpémet vo Aapfdvovtan HETpa TpopvAaing yuo va amopevydein
dueon M N épueon eroen petald Tov epforacuévav opvibmy kot tov voopvibav.

Idwaitepec mpo@uAGEELC ToV TPEmeL va AauBavoviol amd To GTOUO TOV YOPNYEL TO KTNVIOTPIKO
oopurakeLtikd Tpoidv ce oo

O yepropds Tov VYPoL aldTov TPENEL VO devepyeitar o KOAA agplopevo PEPOC.

To Innovax-ILT-IBD givar éva, ukd evaidpnua, 700 GUGKELALETAL GE YOAAVES PVCTYYES Kol
ovAdooetal o€ VYPO dlwto. Ipwv e&dyete TIG PVOTYYES OO TO KAVIGTPO TOL VYPOL ALDTOV, TPEMEL VO
YPTOULOTOLEITE TPOSTOTELTIKO £E0TAMGLO, 0 omoiog Ba cuvicTaTol amd YAvTio, povya e LaKpLd
UOVIKLO KO LAGKO TPOGAOTOL 1| TPOGTATEVTIKA YOOALL. 1€ TEPITTMON UTLYNUOTOC, Yo VO, TPOAAPETE
GOPBopPOLG TPAVUATIGHOVG, £iTE amd TO VYPO Gl®To £iTe A TIG PUGLYYES KATA TNV avAGLPGT TOVG Old
TO KAVIGTPO, KPOTINGTE LOKPLA OTO TO GO0, KOl TO TPOCHOTO TNV TOAALT TOV XEPLOV TOV KPOTA [LE
yavti ) eootyyo. Ilpénel va mpocéyete ®oTe va amo@PevyeTaL 1) LOAVVOT TOV YEPLOV, TOV LOTIAOV Kol
TOV POOY®V LE TO TEPLEYOUEVO TNG PUOTYYG.

IMTPOXOXH: Eivot yvmoto 0Tt o1 pOotyyes pmopel va eKparyovv o€ tepintmon kbeong g amdToun
aArayn Oepuokpoacioc. Mnv tic Eenaymvete o€ {g010 N Tay®uEVO vepo. 'a tov Adyo avto,
Eemaydvete TIC UotyYeC o€ kabapod vepd atovg 25 °C — 27 °C.

[dwaitepeg TPOPLAGEELS Y10 TV TPOOTAGIO TOV TEPIBAAAOVTOC:

Agv 1oy0eL.
3.6 AvemOOunra cvppavra
Kavéva yvooto.

H avagpopd avemBountov cuoppdviov sivar onupovtiki. Emttpénet ) cuveyn mopakorlovnon g
ACQAAELOG EVOC KTNVIOTPIKOD OPUAKEVTIKOD TPo1dvTog. Ot avapopEés TPEMEL VU AMOGTEALOVTOL, KATH



TPOTIUNOT LEG® KTNVIATPOL, €T GTOV KATOYO TG GdEL0g KuKAoQpOopiag eite oTtnv eBvikn apuddio
apyN LECH TOL EBVIKOD GLOTNHATOG OVAPOPAC. AvaTpEETe EIONG OTNV TAPAYPOPO «XTOLYEI
EMKOVOVING» TOL PUALOL 00T YLDV YPNONG.

3.7  Xpnion katd TV KONG1, TN YoAOV)iO 1] TNV MOTOKIM,

H acodieia Tov kTviaTpicoh QoprakenTikoy mpoidvtog dev Exet amoderydel Katd t didpkela g
wotokiog.

3.8  Almiemidpacn pe GAAo QUPUUKEVTIKA TPOIOVTH Kol GALES popPES arliniemidpacng

Eivan S100é01peg Hedétec aopAAELNG KOl ATOTEAEGLOTIKOTITOG, Ol OTTOIEC OTOJEIKVVOLY OTL TO EUPOAO
Innovax-ILT-IBD pmopei vo avapetyvietat 6tov id1o StaAdTn Kot vo, xopryeitot ite pe in ovo 1 pe
vrodopia yopnynon pe to Nobilis Rismavac.

Eivan 6100é011eg HedéTec 0oQAAELNG KO ATOTEAEGLLOTIKOTITOG, Ol OTOIEC OMOJEIKVOOLY OTL TO €V AOY®
guPorto dvvartol va yopnyeitan o€ opvibio nhikiog piog nuépag, tTnv id1a nuépa alid ympic va
avaperyvoetor pe o Nobilis Clone 30 1 pe to Nobilis ND C2 1} ue 1o Nobilis Ma5 1 pe to Nobilis 1B
4-91. ' T€101EC GUVOLOCUEVES ¥PNOELG, £xEL 0modelyel ) eykatdotaoT avociog o€ 3 fdouadeg yio
7o ND «on 7o IB.

Agv vTdpyovv TANPOEOPIEG GYETIKA LE TV OCPAAELD KOL TV OTOTEAECLATIKOTITA OO TV
TAVTOYPOVI YPNON TOL EUPOAIOD 0WTOD UE OTOIOOMTOTE GALO KTNVIOTPIKO QAPHOKO, EKTOG TMV
TPOTOVTOV TTOL avapépovtal Tapomave. H amdeacn yia tn yopnynon tov v Ady® epforiov Tpwv 1
UETE ad TN YOPTYNOT OTOLOONTOTE AAAOD KTNVINTPIKOD QOPUAKOV, TPETEL V. AapUPAveTol Kotd
TepinTOO.

3.9 Odoi yopnynong ko 60coroyia,

Aocoloyia:
Y7rodopia yprion: Mia pévo éveon 0,2 ml avd opvidio.
In ovo: Mia uévo éveon 0,05 ml avé avyé.

[Ipostoacia tov gufoiiov:

[péner va epapudlovtar o1 cuvnoelg TPoELVAAEELS aonying og OAN T S10d1KAGI0 TPOETOHACTOG Kol
yopnynongs. O xepiopdc Tov VYPoL aldTov TPENEL VO, dlevepyeital 6 KaAG aeptlOUeVo UEPOC.

1. Xpnoiponomote S1aADT Yo KUTTUPOeEaPTOUEVE EUPOALO TTTIVAY Y10, TV OVOGVGTOOT).
Kdévete avaovotaon tov epuPforiov cOUE®VA LE TOVG TAPOKATO TIVOKES:

IMo v voddpia xpron N avacHLOTAGT TOL EUPOAIOL YIVETOL GUUPMVO LE TOV TOPOKATM TIVOKOL:

YdKog owgAvTY ApOpdg Tov puoiyywv gufoiiov yio vroddpLa ypion
Yaxoc Twv 400 ml droAdt 1 @Votyya, mwov mepieyetl 2000 dooelg
Yaxoc Twv 800 ml dtaAd 2 pvotyyeg mov mepiéyovy 2000 do6celC
Yaxoc Tov 800 ml draddt 1 pvotyya mov mepieyel 4000 dooelg
Yakoc Tov 1200 ml diodvtn 3 pVoryyeg mov mepiéyovv 2000 docelg
Yakoc Twv 1600 ml dtodvtn 4 pboryyeg mov mepiéyovy 2000 ddcelg
Yakoc Tov 1600 ml dodvtn 2 pvotyyeg mov mepiéyovy 4000 docelC

T v in 0VOo yprion N avacvetaot Tov euforiov yiveral cOUPOVA UE TOV TOPOKAT® TIVOKOL:

2dKog ooVt ApOpnoc Tov ueiyyov guforiov yia in 0vo ypijon

Ydxog tv 400 ml droAdd 4 pvotyyeg mov mepiéyovv 2000 dooeic
Ydxog tv 400 ml SroAdd 2 pvotyyeg mov mepiéyovv 4000 dooeic
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Ydxog twv 800 ml SraAdd 8 pvotyyeg mov mepiéyovv 2000 ddoeic
Yaxog tov 800 ml dtodd 4 pvoryyeg mov mepiéyovv 4000 doceig
Yaxkog tov 1200 ml diadovtn 12 pbotyyec mov mepiéyovy 2000 doceic
Yaxkog tov 1200 ml diodvtn 6 @votyyeg mov mepiéyovv 4000 doceic
Yaxkog tov 1600 ml dioddtn 16 @voryyeg mov mepigyovv 2000 doceic
Yakog tov 1600 ml diadvtn 8 pvotyyeg mov mepiéyovv 4000 doceic

O dAvtng Tpémet va etvar dtavyng, epubpov xpdpaTos, xmpic Inua Kot ™ oTiypun g avapéng va
Bpioketar og Beppoxpacio doupatiov (15 °C — 25 °C).

2.

©

[pénet vo oyedialete TNV TPOETOLLAGIO TOV EUPOAioV TPV 0md TV e&oy@yn TOV PUOGTYY®V amd
70 VYPO AL®TO Ko Vo vToAoYileTe Ao TP ToV aKpiPn apldud TV Puciyywv euporiov kot Tnv
TOGOTNTA TOL SLAVTN oL Ba xpelachel. Aev vapyovv drabéoipeg TAnpoopies yio Tov aptBuo
TOV dOGEMV EMAVA OTIS PVOIYYES HETA amd TNV eEaymyn TOVG and TOV VITOJOYEA, £TCL TPEMEL VAL
Aappdvete Waitepn pépipuva yio va Stac@oricete 0Tl amoehyeTol n avépén euotyymv pe
SLopopeTIKd 0p1BUd dOGEMV Kot OTL YPTCLLOTOIEITAL O KOTAAANAOG S10ADTNG.

[Ipwv avacHpete TIc OGLYYES amd TOV TEPLEKTN VYPOL AlDTOV, TPOGTATEVGTE TO, XEPLO, LLE
YAVTLO, POPECTE POVYA LLE LOKPLE LOVIKIO KO YPTCUOTOGTE LAGKN TPOCHTOL 1)
TPOGTUTEVTIKA YVOALA. AoV BydAeTe P pUGTYYQ OO TOV VIOSOYEM, KPOTNOTE TN TNV
TOAGU TOV YEPLOV LE TO YAVTL LOKPLY oTO TO GO0 KOl TO TPOGMOTO.

Orav avacvpete Evay LTOSOYEN PLGTYY®V OO TO KAVIGTPO TOL TEPLEKTT VYPOV aldTOoV,
tpoPrére €€ pnovo t(tg) pootyya(eg) epPolriov mov Ba ypnoyomombei(ovv) auéomg.
Yuvietdton vo xelpileote To TOAD Em¢ 5 QUGtyYeg (amd Evay VTodoyéa LovoV) KAOE @opd. A@od
apaipéoete TN(TLS) PUoIYYa(EQ), TPEMEL VA ETOVOTOTODETNOETE AUECMG TIG VITOLOUTEG PVUGCLYYEC
€VTOG TOL KAVIGTPOL TOV TEPLEKTT VYPOL al®dTOV.

Eemaymote 10 mepeyOevo Te(tov) pootyyag(mv) ypiyopa, Pubilovrtag ) @Ootyya og Kabapd
vepd otovg 25 °C — 27 °C. Avadevaote fmia t(T15) pvotyya(eg) yio va SlooTeipete 10
mePLeyoUevo. I'a TV TPOGTaGia TV KUTTAPWYV, EIVOL GUOVTIKO TO TEPLEXOUEVO TNG PUCTYYOC,
AUECOG LETA TNV TAEN TOV, VO AVOULYVOETOL LUE TOV SLOADTY.

ZTEYVAOOTE T1) PUGLYYO, GTN CUVEXELN CTAGTE TOV ANLUO TNG KOl TPOYMPNOTE AUECHOS OTIMS
TEPLYPAPETOL TAPAKAT®.

Metaeépete AmoAd TO TEPIEXOUEVO TNG PVOLYYOS GE L0 ATTOCTEPMUEVT] GUPLYYa, GTNV OTOol0
éyete Tomobetnoet Pelova 18G (gauge).

Eiodyete ™ Pelova HECH TOV TOWUATOG EIGYDPNGNE TOL GAKOL TOL SLEAVTN KOl LETA, apyd. Ko
Ao, TPOGOLEGTE TO TEPIEYOUEVO TG GLPLYYOS GTOV SLOAVTY. AVadEDGTE UTOAG KOt
AVTICTPEYTE TOV GAKO Y10 vau avapuyOei To euBoilo. AvappoenoTe (o PKkp TOGOTNTO aId TOV
GOKO TOV JLADT GTN GVPLYYA Y10 Vo EEMADVETE T PUOIYY0. METAPEPETE TO VIOAOITO
TEPIEXOLEVO TNG GVOLYYUS E OMAAEG KIVI|GELG GTOV GAKO TOV SLALTY.

Av amorteiton, emavardPete ta fripata 6 Ko 7 yio emmAéov pOoYYES.

ATopoKpOVETE TN GVPLYYN KOL AVTIGTPEYTE TOV GAK0 (6—8 opéc) Yo va avapuydei to euforto.
Tdpa to euPforio eivar ETolpo mTpog ypnon.

Metd amd TV TpocHNKN TOL TEPLEYOUEVOD TNE PVGLYYOC GTOV SIIADTT, TO ETOLO TPOG YPNoM
TPO1oV glvar Eva dlowyEe, epuBpol YPMUATOG EVEGILO EVAIDPTLLA.

Otav avtd 10 TPo1dv avapryvoetar pe to Nobilis Rismavac, O mpémet va dtodvovtat Kot ta d0o oTovV
id10 cdko dtdvTn pe Tov 1610 Tpdmo (400 ml daAv yia kébe 2000 dOGEIC Kot TV 600 TPOTOVTMOV 1|
800 ml d1aA vt Yo kéBe 4000 docElg Kot TV 3OO TPOIOVTIWV).

Xopnynon:

To guPorio yopnyeitar pe vLOdOPLO. EVEGT GTOV TPAYNAO 1| pE IN OVO éveot). O cdkog Tov gpfolriov
TPEMEL VO, AVOKIVEITOL )TTL0L KOL LYV G€ OAT TN S1dpKELD TOL EUPOAIAGLOV, Y10 VO dStaoPolcOel 6Tt
TO EUPOAIOKO EVOLDPNLLO TOPAUEVEL OLOTOYEVES KOl OTL YopnYeital 0 6mGTOHG TiITAOC ERPforiakoD 100
(dNAadn, KaTd T JIEPKELD LOKPDY EUPOMACTIKOV TEPLOSDV).

"Eleyyog opbnc oviaéng:




T va kotaotel epiktog o Eleyyog TN 0pBng eOAAENG Ko LETOPOPES, 0L UGLYYEG TPETEL VUL
tomofeTovVTOL aVATOd0 EVTOG TOV TEPIEKTMV UE TO VYPO dlmTto. H gppdvion toyouévov
TEPIEYOUEVOV GTO GKPO TNG PVOIYYOS VTOONAMVEL OTL TO TEPLEYOUEVO £XEL VTTOGTEL THEN Ko OgV TPEMEL
va xpnoomomOet.

3.10 ZoprTtOpeTe VTEPO0GOLOYINS (KUl KATA TEPITTOGN, HETPO UVTIHETOMIGCNG KOl OVTIO0TO)

Agv mopatnpndnkoy copntdpato petd ond t xoprynon 10midciog d6ong Tov epforiov.

3.11 Eidwkoi mepropiopoi yp1ong Kol E101KEG GUVONKES YpNoNS, CVUTEPAAPPAVOREVOY
TEPLOPLOLAV GTI| YP1IOT] AVTIUIKPOPLUKAY KU AVTIITOPOCLTIKAV KTVIOTPLKAV
POPLUKEVTIKAV TPOTIOVIOV TPOKELUEVOV VO TEPLOPLOTEL 0 KIVOVVOS avATTLENG AVTOYNS

Onotocdnmote TpoTibeTon Vo TAPUCKEVAGEL, VO EIGOYAYEL VO EXEL OTNV KOTOYN TOV, VO SIAVEILEL, VOl

TOAMGEL, Vo SIBEGEL KO VaL YPTCUYLOTOGEL AVTO TO KTNVIATPIKO POPUAKEVTIKO TPOTOV, VITOYPEOVTAL

va {ntioel T yvoun g apuodlog opyNns ToV OIKEIOV KPATOVG LEAOVG GYETIKA JE TIC IOYVOVGES

TOMTIKEG EPPOAAG OV, KAODS VTEG O1 dpacTNPLOTNTEG UTOPEL VO amayopedovTal G OAGKANPN 1

HEPOG TNG EMKPATELNG TOV KPATOVS PEAOVG COLPMVA LE TNV €BVIKT| TOL Vopobecia.

3.12 Xpovor avapovig

Mndév nuépeg.

4. ANOXOAOI'IKEX TAHPO®OPIEX
41 Kaoowkog ATCvet: QI01AD1S8.

To guPoiio givar Evag kKuttapoe&aptdpevog (ovtavdg avacuvovacpévos epmntoiodg wddpvibag (HVT)
mov ekepdlel v mpwteivn VP2 tov 100 g Aoddovg vosov Tov BUAGKOL Kot TIG YAVKOTPOTEIVES
gD ko gl tov 100 g Aoddovg Aapuyyotpayelitidac. To euforio Tpokadel evepyNTIKY avVOGia GE
O0pvifeg katd T AomMOOVS VOGOoL Tov BuAGKOL (VOGog Tov Gumboro), TG Aoddovgs
AapuyyoTpayelitidog Kot g vooov Marek.

5. OAPMAKEYTIKA XTOIXEIA

51 Kopeg aocopparotnreg

Noa pnv avoperyvoetot pHe GAAO KTNVINTPIKO PApLOKO EKTOC TOV S1aADTn 0 omoiog dratifetat yia ypnon
LE AVTO TO KTNVIATPIKO QapUakeLTIKO Tpoidv 1 ue To Nobilis Rismavac.

52  Awpkewo {ong

Aldpketa {ong Tov TUKVOD GKELAGLOTOG CULLPMOVA LE TH CLOKELOGTO TOANONG: 3 1.
Augpxela {ong Tov doAvTn (GAKOL TOAVGTPOUOTIKOD TANGTIKOD) GOUPOVE LE TN CLGKELOTIO
noOAnong: 3 €m.

Avdgpxela {ong Letd v avachoTooT COUPOVO. UE TIG 0dNYies: 2 dpec.

5.3 Iowirepeg mpo@urdéers katd T @OLaEN TOV TPOIOVTOG
TTvkvé okedoopo:

Noa euAAcoETAL KOl VO LETAPEPETOL GTNV KATAYLEN eVTOS VYPOD aldTtov (o€ Beppokpacio LikpoTepN
tov -140 °C).

AwAvng:
Na puidocoetal o€ Oeppoxpacio pkpotepn tov 30 °C.
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eptéxmg:
O meptékTng vYPoL aldTOL Vo PLAAGGETUL LE aoPiLeld o€ OpBia BEon, oe Kabapd, GTeEYVO KOl KOAA
aepllOUEVO dOUATIO, LOKPLE OO TOVG YDPOVG EKKOANWYN G/ BOAAIOVE VEOGTHV.

54  ®von ko 6OVOEGT TNG GTOLYELDOOVS CVGKEVUGINGS

kv okevacpa:

— ®Yoryya Twv 2 ml oo yvadi tomov I wov mepiéyet 2000 1 4000 ddoelg. Ot POGLYYES PLAAGGOVTOL GE
VTTOJOYEN KO TPOGOUPTIIEVOG GTOV DTLOJ0YEN EIVOL EVOG YPMUATIKA KOOKOTOUEVOG GUVOETNPOG O
omoiog avaypdeet Tig docels (2000 d6ce1c: cuvdeThpag ooy ypouatog kot 4000 doceg:
GULVOETIPUS KITPIVOL YPOUOTOG).

AwAvng:
—"Evag o6iog 0md moAvoTpmpotikd mhaotikd tav 400 ml.

—"Evag oixog omd moAvoTpopotikd TAactikd tav 800 ml.
—"Evag 66xog 06 moAveTpmpotikd mhaotikd tov 1200 ml.
—"Evag 66xo¢ amd ToAveTpoUaTIKO TAaoTikd Tov 1600 ml.

Mmopei va unv Kokho@opohv OAEG Ol GLOKEVAGIEG.

55 E10wkég mpo@ura&ers amdppuyng evog un APNoLomotn0£vtos KTNVIOTPLKOD GUPRUKEVTIKOD
TPOIOVTOG 1] GALOV VAIKAOV TOV TPOEPYOVTUL O.TO T1] Y P1GT TOL TPOIOVTOGS, UV VITAPYOLY

Ta edppoxo dev TPENEL VoL OMOPPITTOVTOL HECH TMV AVUATOV 1) TOV OIKLUKOV OTOPANTOV.
XPNGILOTOMGTE TPOYPALLATO EXLGTPOPNS POPUAK®V YL TV OTOPPIYT| U1 XPNOLOTOmBEVTmV
KTNVIOTPIKOV QAPLOKEVTIKMY TPOIOVIAOV 1 GAL®Y DAMK®OV 0L TPOEPYOVTL 0Td TN YPNOT TOLG
GUUPOVO, LLE TIG TOTIKEG ATOITNOELG KOl e TUYOV EOVIKA CLUGTILOTO GLAAOYNC TTOV 1GYVOLV Y10, TO.
GYETIKA KTNVIOTPIKE QAPLOKEVTIKA TPOTOVTOA.

6. ONOMA TOY KATOXOY THX AAETAY KYKAO®OPIAX

Intervet International B.V.

7. APIOMOZXZ(OI) AAEIAYX KYKAO®OPIAX

EU/2/23/292/001-002

8. HMEPOMHNIA ITPQTHX ET'KPIXHX

Huepounvia Ing éykprong: 14/04/2023.

9. HMEPOMHNIA TEAEYTAIAYX ANAGEQPHXHX THX IEPIAHYHX TQN
XAPAKTHPIZTIKOQN TOY ITPOIONTOX

{MM/EEEE}

10. TAEINOMHZIH TQN KTHNIATPIKQN ®APMAKEYTIKOQN ITIPOIONTQN

Na yopryeitar LOvov pe KINVIOTPIKE GLVTAYT).



Aentopepeic mAnpoeopieg Yo 10 v Ady® KTNVIOTPIKO QUPLOKEVTIKO TPo1dV givar dtabéoiueg ot Pdon
dedopévov g EE yia o ktnviatpikd mpoidvta (https://medicines.health.europa.eu/veterinary).



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

IHAPAPTHMA 11

AAAQOI OPOI KAI AITAITHXEIX THX AAETIAYX KYKAO®OPIAX

Kavévag



IHAPAPTHMA 111

EINIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX
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A. ENIXHMANXZH
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EAAXIXTEX ENAEIZEIX [TIOY ITPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

®YXITTA 2000/4000 660ec@v

1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Innovax-ILT-IBD

2. IHOXOTIKA XTOIXEIA TQN APAXTIKQN OYXIQN

HVT/IBD/ILT

‘ 3. APIOMOZX ITAPTIAAX

Lot {apBuog}

| 4. HMEPOMHNIA AHEHE

Exp. {uu/ecee}
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ITAHPO®OPIEX I10Y IIPEIIEI NA ANAI'PA®ONTAI XTH XTOIXEIQAH XYXKEYAXIA

XAKOX ATAAYTH 400/800/1200/1600 ml

1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

AwAdTNG Yo kutTopoeSaptdpeva epfoiio opvibaov

2. IHEPIEXOMENO KATA BAPOZX, KAT' OI'KO'H KAT' APIOMO AOXEQN

400 ml
800 ml
1200 ml
1600 ml

| 3. OAOX(OI) XOPHTHEHE

AwPaote 10 QUALO 0ONYIOV XPNOTG TPV 0T TN XPNOT).

‘ 4. YXYNOHKEX ATATHPHXHX

dvidocoete og Beppokpacio pkpotepn tov 30 °C.

| 5. APIOMOZX MAPTIAAL

Lot {ap1Buoc}

| 6. HMEPOMHNIA AHEHZ

EXP {MM/EEEE}

‘ 7. OI AEEEIX «-AIIOKAEIXTIKA I'A KTHNIATPIKH XPHXH»

ATOKAEIGTIKA Y10 KTNVIOTPIKT XP1ON.
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B. ®YAAO OAHI'TQN XPHXHX
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OYAAO OAHI'IQN XPHXHX

1. Ovopooio TOv KTNVIHTPLKOD QOPUUKEVTIKOD TPOIOVTOG

Innovax-ILT-IBD mukvd okevacua Kot SteADTnG Yo TOPAGKELT] EVEGLLOV EVOLOPNLOTOG Yo Opvifeg

2. XovOeon

KdéBe 56om Tov avacvotadévtog epPolriov (0,2 ml yio vroddpia xpion 1 0,05 ml yio in ovo yprion)
TEPEXEL:

Kvuttapo-e€optmdpevo {ovtavd avacuvdvacuévo epmntoid wdopvibwv (otéleyoc HVT/IBD/ILT), mov
ekepalel v npateivy VP2 tov 100 g Aoddovs vocou Tov Buidkov kot Ti¢ YAvkorpoteiveg gD kot
gl Tov 100 g Aodovg Aapuyyotpoyeitidog: 1032 — 10*6 PFUL,

IPFU — plaque forming units (novédeg oynuotiopod midkag).

[Tukvo okedacp: VITOKOKKIVO £MG KOKKIVO TUKVO GKEVOGLO KUTTAPMV.
AlAOTNG: SLovyEC, KOKKIVO SLOAVUAL.

3. Eion ooy

Opvibeg kot uPpooeopa avyd opviboag.

4, OepomevTiKég evosielg

INo v evepyntikn avocomoinon opvibiov nAwiag piog nuépag 1 epPproeopwv avymv 6pviBag nAkiog

18-19 nuepav, pe okomo:

- T peioon g BvnopdmTag, TOV KMVIKGV COUTTOUATOV Kol TOV 0AAOLOGEMY TOV
TPOKAAOVVTOL OO TOV 10 TNG AOUDO0VS Aapuyyotpayetitidog Tov ttvev (ILT) kot tov 16 g
vooov Marek (MD).

- TV TPOANY™ NG OVNGIUOTNTOC Kot TN HEIDOT) TOV KAIVIKGOV CUUTTOUATOV KOl TOV
OAAOIDGEMY OV TPOKAAOVVTAL ATTO TOV 10 TNG AOLMO0VG vOGoL Tov BuAddkov (IBD).

Eyxotdotaon avooiag: IBD: 3 eBdopddeg ComMg

ILT: 4 efdopadec {ong

MD: 5 nuépeg Comg
Algpkelo ovociog: IBD: 100 eBdopddeg

ILT: 100 gfoopadec

MD: oAdKAnpM TV TTEPI0S0 KIVIVVOL
5. Avtevoeigeag

Koapdia.

6. Ewdkéc mpogridomoncels

Ewwéc mposidomonocelc:
Na gpportdlovion pdévo vy {oa.
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OpviBeg pe avTIo®paTe UNTPIKNG TPoEAEVOTG, OTay epfoitdlovTtal e ovTd TO KTNVINTPIKO
QOPUAKELTIKO TTPOTOV, dVvVaTAL Va £xovv KaBuoTepEVT EYKATAGTOOT avosiog katd tng IBD.

[Swaitepec TPoELAGEELC V1o TNV ao@oAr yprion ota £idn (hwv:

Q¢ Lovtavo gppoio, to epforiokd otéleyog amekkpiveTar amod o pfoilacpéva Trnva Kot ivan
duvatov va eEamiwbel e vdOpviBeg. Merétec aoilelag Exovv amodeilel 0Tt T0 oTéAE)OG glvan
acPaAég Yia wdopvibec. Ev tovtolg, mpémet vo Aapfdvovtan HETpa TpopuAaing yuo va amoeevydei
dpeon M N éppeon erxaen petald tov epfoiacuévav opvibmv kat tov vdopvibav.

ISwaitepec Tpo@LAGEEIC OV Tpémet va AapPdvovtal omd To dTopo Tov YopNYEl TO KINVIATPIKO
QOPUOKEVTIKO TTPOidV o8 {da:

O yepiopds tov VYPoL aldtov mpénet va devepyeitor oe Kahd aeplopevo Hépog.

To Innovax-ILT-IBD givai éva uxd evaidpnpa, Tov cuokevaletal 6 YodAveg OGTYYES Kot
@VAdooetal o€ VYPO dlwto. Ipv e&dyete Tig PVOTYYES OO TO KAVIGTPO TOL VYPOL ALDTOV, TPEMEL VOl
YPTCULOTOLEITE TPOOTOTELTIKO £EO0TAMGLO, 0 0Toi0g B0, GuvicTaTUL A0 YAVTLO, POVYA LE LOKPLA
UOVIKLO KO LAGKO TPOGAOTOL 1) TPOGTATEVTIKA YOOALL. L€ TEPITTMOON OTVYNUOTOG, VI VO, TPOAAPETE
GOPopOvG TPAVUATIGHOVG, £iTE amd To VYPO GlmTo €ite A TIG PUGLYYES KATA TNV AvAGLPGT TOVG 0o
TO KAVIGTPO, KPOINGTE LOKPLA 0T0 TO GMLLO KO TO TPOCOTO TNV TOAGLT TOV XEPLOV TOV KPATE, LE
YOvTL TN @Votyya. IIpénel va Tpocéyete MoTe Vo OmOQEDYETOL 1] LOAVVGT] TOV YEPIDV, TOV HOTIOV Kol
TOV povY®V UE TO TTEPLEYOUEVO TG PUGLyyaGs. IIPOZOXH: Eival yvootd 01t o1 pOotyyeg umopet va
eKpayovv og mepintwon ékBeong oe amdtoun aArayn Oepuokpaciog. Mnv tig Eenaymvete og {eoTd 1|
mayouévo vepd. o tov Adyo autd, Eemaymvete T pOo1yyeg o€ Kabapd vepd otovg 25 °C — 27 °C.

Idwitepec mpo@LAGEELS Yo TV TpooTasia Tov TeptBdAlovtoc:
Agv 1oy0et.

Iva o tepiodo wotokiag:
H ac@diela t1ov KTnviaTpikod QopLOKEVTIKOD TPOTOVTOG 6gv £xel amodelybel Katd T didpkela g
wotokiog.

AMNAETIOpOoN UE GAAD QOPUOKEVTIKG TPOTOVTO Kol GAAEC LOPOEC aAANAETIOpaoNC:

Eivar d100éo1peg pedétec 0o@AAELNG KOl ATOTEAEGLATIKOTTOC, Ol OTTOIES OOdEIKVOOVY OTL TO EUPOAL0
Innovax-ILT-IBD umopei vo avapetyvietat 6tov id10 StaAdTn Kot vo, yopryeitot ite pe in ovo 1 ue
vrodopia yopnynon pe to Nobilis Rismavac.

Eivar d100é01peg Hedétec 0oQUAELNG KOl ATOTEAEGLOTIKOTITOGC, Ol OTTOIEC OTOSEIKVIOVY OTL TO €V AOY®
guPorio dvvartal va yopnyeitan oe opvibia nhkiog piog nuépag, tnv idla nuépa yopic va.
avaperyvoeton pe to Nobilis Clone 30 1 pe to Nobilis ND C2 1} ue 1o Nobilis Ma5 1 pe to Nobilis 1B
4-91. T'w T€T018G GUVOLACUEVES ¥PNOELS, £XEL amodelyOel n eykatdoToon avooiog o€ 3 efdopddeg yio
7o ND «on 7o IB.

Agv VIapYOVV TANPOPOPIES GYETIKA LLE TNV OCPAAELN KOL TV ATOTEAEGLATIKOTNTO, OO TV
TAVTOYPOV YPNHON TOL EUPOAIOD aWTOD UE 0TOI0OMTTOTE GALO KTIVIOTPIKO QAPOKO, EKTOG TMV
TPOTOVTOV TTOL avapépovtal mapomave. H amdeacn yia tn yopnynon tov v Adym eufoiriov Tpv 1
HETE amd TN YOPTYNOT OO0 TOTE AAAOD KTNVINTPLKOD Qapudkov, Oo mpénel va Aappdvetot Katd
MEPIMTAOOT).

Yrepdocoroyia:
Agv mopatnpndnkav courtdpato petd omd ™ yoprynon 10midotiag d6onc tov gufoiiov.

E1ducol mepropioploi ypriong Ko e101kEC cLVONKES Yp1oNG:

Onotocdnmote TpoTifeTol Vo TAPUCKEVAGEL, VO EIGAYAYEL VO EXEL OTNV KOTOYT] TOV, VO, SIOVEIUEL, VOl
TOMGEL, Vo S100EGEL Kl VoL YPTCULOTOGEL GVTO TO KTNVINTPIKO QUPUAKEVTIKO TPOTOV, VITOYPEOVTOL
va {ntioeL ™ yvoun g apuodlog opyNne ToL OIKEIOV KPATOVG LEAOVG GYETIKA LUE TIC IOYVOVGES
TOMTIKEC EUPOALAGLOD, KOBDS OVTEG 01 OPUCTNPLOTNTEG UTOPEL VOL ATOyOPEVOVTOL GE OAOKAN PN
UEPOG TNG EMKPATELNG TOV KPATOVS PEAOVG COLPOVA LE TNV €BVIKT Tov vopobeaia.
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Kopiec acvpfatdnrec:
Noa pnv avoperyvoetat pe GAAo KTNViHTpkd eapLoko eKtdg Tov d10ADTH 0 omoiog dtatifeTon yia ypron
LE AVTO TO KTNVIATPIKO QapUakenTIKO Tpoidv 1 pe To Nobilis Rismavac.

7. Avem@dunra cvppavra
Kavéva yvooto.

H avagopd avemBountov coppdviov eivar onpavtikny. Exitpénetl t cuveyn mopakolobonon e
acPaAelag evog Tpoiovtog. Edv mopatnproete omoladnmote avemBountn evépyeta, akOLo Kot av dgv
OVOPEPETOL OTO ECOKAEIGTO PUALO 0dNYLDV XpNomng 1 AUPIBAALETE Y10 TNV ATOTELEGULATIKOTI T TOV
oapudxov, mapokaAeiches va emkovmvioeTe, KaTopyds, Le Tov KTnviatpd cag. Mmopeite emiong va
AVOPEPETE OTOLAONTOTE AVETLOVUNTO GUUPAVTO GTOV KATOYO TNG AOENG KUKAO(POPIOG
YPTCULOTOIDVTOG TA GTOLYELN EMKOVMVING 6TO TEAOG AVTOD TOL PVAAOL 0dNYIDV ¥PHOoTNG, | LEC® TOV
£0vikoD 60¢ GLOTNUATOG AVOPOPGS: {oToLEln EBVIKOD GLGTHUATOS OVAPOPAC).

8. Aocoloyia yio ka0 €ldog, TPOTOS KL 0601 Yop1YNOoNG

Metd amd t didhvon, yopnynote pia 66on 0,2 ml gpfoiriov avéd 6pviBa pe VTOdOPLE £VEST GTOV
pdymio M pia d6on 0,05 ml avé avyd pe in 0vo Eveon.

9. Odnyieg Yo ™) 6®GTI) YOpRYNON

O odxog Tov gUPoAiov TPETEL VO, AVOKIVEITOL TR, KOL GUYVE 6€ OAN TN SIEPKELN TOL EUPOAIIGLOV, Yid
va Stuc@aicBel 6Tt To EUPOAIOKO EVOIDPTLO TAPOUEVEL OPOIOYEVES KoL OTL YopnYEital 0 cmOTOG
Tithog epPforiakod 100 (dnhadn, KoTd T SIPKELN LUKPDV EULPOMACTIKAOV TEPLOS®V).

[Ipostoacia tov gufoiiov:
[péner va epapudlovtar o1 cuvnoelg TPoELAAEELS aonyiag og OAN T S1001KAGI0 TPOETOACTOG Ko
yopnynongs. O xepiopdc Tov VYPoL aldTov TPENEL VO, dlevepyeital 6 KaAG aeptlOUeEVO UEPOC.

1. Xpnoiponomote S1aADTN Y10 KUTTUPOoeEapTOUEVE EUPOALN TTVAV Y10, TV AVOCOGTAON.
Kdévete avacvotaon tov epforiov cOLE®VA LE TOVG TOPAKAT® TIVOKES:

"o v vodopa yprion N avacHGTAoT TOL ERPOAIOV YivETOL GOUE®VO LLE TOV TOPOKAT® TIVOKOL:

YaKog draAvTn Ap1Opég Tov puoiyywv gufoiriov yio vroddpra ypiion
Yaxoc Tov 400 ml droAdt 1 @votyyo wov mepiEyetl 2000 dooelg
Yaxoc Twv 800 ml dtaAd 2 pvotyyeg mov mepiéyovy 2000 do6celC
Yaxoc Tov 800 ml draddt 1 pvotyya mov mepiEyel 4000 dooelg
Yakoc Tov 1200 ml dodvtn 3 pVoryyeg mov mepiEéyovv 2000 docelg
Yakoc Tov 1600 ml dodvtn 4 pvoryyeg mov mepiéyovy 2000 ddoelg
Yakoc Tov 1600 ml dodvtn 2 pvotyyeg mov mepiéyovy 4000 doGelIC

T v in 0V yprion N avacvotaot Tov euforiov yiveral cOUPOVA UE TOV TOPOKAT® TIVOKOL:

2dKog ooVt ApOpnoc Tov ueiyyov guforiov yia in 0vo ypijon
axoc twv 400 ml dradd 4 pvotyyeg mov mepiéyovv 2000 doceic
Ydxog tov 400 ml SroAdd 2 pvotyyeg mov epieyovv 4000 dooeic
Ydxog twv 800 ml droAdd 8 pvotyyeg mov mepiéyovv 2000 ddoeic
axog twv 800 ml dradd 4 pvotyyeg mov mepiéyovv 4000 docelc
Yaxkog tov 1200 ml siahvtn 12 pvotyyec mov mepiéyovy 2000 dooeic
Yakog tov 1200 ml diodvtn 6 @votyyeg mov mepiéyovv 4000 dooeic
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Yaxkog tov 1600 ml diodvtn 16 pvotyyeg mov mepigyovv 2000 doceig

Yaxoc tov 1600 ml diodv 8 puoyyeg mov mepiéyovv 4000 ddceig

O dAvtng Tpémet va etvar dtvyng, epuBpov xpdpaTos, xmpic Inua Kat ™ oTiypun g avaéng va
Bpioketon og Beppokpoacio dmpatiov (15 °C — 25 °C).

2.

©

[pénet vo oyedialete TNV TPOETOLLAGIO TOV EUPOAioV TPV 0d TV e&0y@Yn TOV PUOTYY®V amd
70 VYPO AL®TO Kol Vo voAoYileTe amd TPy Tov axpiPn apldud TV euciyywv euporiov kot Tnv
TOGOTNTA TOL SAVTN oL Ba xpelachel. Aev vapyovv dabéoipeg TAnpoopies yia Tov aptBud
TOV dOGEMV EMAVA OTIS PVOIYYES HETA amd TNV eEaymyn TOVG and TOV VITOJOYE, £TCL TPEMEL VAL
Aappdvete Waitepn pépipuva yio vo Stac@oricete OTL amoehyeTol 1 avépuén euotyymv pe
SLopopeTIKd 0p1BUd dOGEMV Kot OTL YPTGLUOTOIEITAL O KOTAAANAOG S10ADTNG.

[pwv avacOpete TIg POGLYYEG QO TOV TEPLEKTT LYPOL ALMTOV, TPOGTUTEVGTE TA YEPLOL LE
YAVTIOL, POPECTE POVYA LE LOKPLEL LLOVIKLO KOt YPNOLUOTOGTE LAGKN TPOCHTOV 1)
TPOCTUTEVTIKA YVOALA. AoV BydAeTe P pUGTYYQ OO TOV VIOSOYEN, KPOTNOTE TN TNV
TOAGU TOV YEPLOV UE TO YAVTL LOKPLY oO TO GO0 KOl TO TPOGMOTO.

Oroav avacvpete Evay LTOSOYEN PLGTYY®V OO TO KAVIGTPO TOL TEPLEKTT VYPOV aldTOoV,
tpoprére €€ pnovo t(Tg) povotyya(eg) epPolriov mov Ba ypnoyomombei(ovv) auéomg.
Yuvietdtor vo xelpileote To TOAD Em¢ 5 Quatyyeg (amd Evay VTodoyéa Lovov) KAbE @opd. A@od
apaipéoete TN(TLS) PUoYYa(EQ), TPEMEL VAL ETOVOTOTODETNOETE AUECMG TIG VITOLOUTEG PUGLYYEC
€VTOG TOL KAVIGTPOL TOV TEPLEKTT VYPOL al®dTOV.

Hemaydote 10 mepeyOUeVo Te(Ttov) pootyyag(mv) ypiyopa, Pubilovtag ™ @Ootyya og Kabapd
vepd otovg 25 °C — 27 °C. Avadevaote fmia t(T15) pvotyya(eg) yio va SlooTeipete T0
mePLeyoOUEVo. I'a TV TPocTacio TV KUTTAPWV, Vol GHOVTIKO TO TEPLEXOUEVO TNG PVCLYYC,
AUECHG LETA TNV TAEN TOV, VO AVOULYVOETOL LE TOV SLOADTY.

ZTEYVAOOTE T1) PUGLYY0, GTN CUVEXELN CTAGTE TOV AQLLO TNG KOl TPOYMPNOTE AUECHOS OTMS
TEPLYPAPETOL TAPAKAT®.

Metapépete NI TO TEPLEYOUEVO TNG PUGLYYOS GE 0L ATOGTEPOUEVT] GLPLYYO, GTNV OOl
éyete Tomobetnoet Peldva 18G (gauge).

Eiodyete ™ Pelova HECH TOV TOWUATOG EIGYDPNGNE TOL GAKOL TOL SLEAVTN KOl LETA, apyd. Ko
7o, TPochEcTe TO TEPLEYOUEVO TNG GVUPLYYAG GTOV OLHADTN. AVAOEDGTE NN KOL OVTIGTPEYTE
TOV 66KO Yo va. avaptyel 1o euPforto. AvappoenoTe pio KT TocdTNTO 0O TOV GAKO TOL
SAVTN 01N SvpLyya Yo va EEMADVETE T QUGTYYO. METAPEPETE TO VITOAOUTO TEPIEXOUEVO TNG
@OO1YYOG LLE NTTIEG KIVI|OEL GTOV GOKO TOV SLADTY).

Av amorteitot, emavardfete ta fripato 6 Ko 7 yio emmAéov pOCYYES.

ATopoKpOVETE TN GOPLYYO KOL AVTICTPEYTE TOV GAK0 (6—8 opéc) Yo va avapydei to euforto.
Topa to euPforio eivar ETolpo mTpog ypnon.

Metd and v TpocHfkn Tov TEPIEXOUEVOD TNG POGTYYAG GTOV OLHADVTN, TO £TOLUO TPOG XPN oM
TPO1oV glvar Eva dlavyEc, epuBpol YPMOUATOG EVEGILO EVOLDPTHLOL.

Otav avtd 0 TPOo1dv avapryvoetar pe to Nobilis Rismavac, Oa mpémet va dtodvovtat Kot ta d00 oToV
id10 cdko dtodvTn pe Tov 1610 Tpdmo (400 ml Sroahv yia kaBe 2000 do6GEIC Kot TV 600 TPOIOVTOV 1
800 ml d1aA bt Yo k6Be 4000 docEIC Kot TV dVO TPOIOVIWY).

"E)leyyog opbnc oviaéng:

IMa vo kotaotel epiktdg 0 Eheyyog TG opOng PUAAENG Kol LETAPOPAS, Ol PUCTYYES TPETEL VAL
tonmofeTovvTol avamodo evtog TV TEPIEKTOV Ue To vYpO dlmTto. H gppdvion tayopuévov
TEPLEYOUEVOV GTO GKPO TNE PVOLYYOS VTOSNADVEL OTL TO TEPLEYOUEVO XL VTTOCTEL THEN Kol dgV TPEmEL
va ypnoomoindet.

10.

Xpovor avapovig

Mndév nuépec.
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11. Ewwkég ouvOnkeg dratiipnong
Na purdcoetal o€ BEon, TNV omoia dev PAETOLY Kot dev Tpooeyyilovy Ta Tandid.

ITukvo okedaoua: No eUAGGGETOL Kot Vo, LETAPEPETAL GTNV KATAWLEYN £vTOg vypoL aldTov (o
Beppokpaoio pkpdtepn tov -140 °C).

AwAvte: Nao puAdocetorl og Beppokpacio pkpotepn tov 30 °C.

ITeptékng: O mepéktng vypoL aldTOL Vo PLAAGGETOL pe acPdrela oe OpBila Béom, o kaBapo, oTeEYVO
Kol KoAd aepiopevo SmUATIO, LoKPLA atO TOVG XDPOLS EKKOAAYT S/ BaAdOVS VEOGGHV.

Noa pun xpnoIHonoteital avtd To KTNVINTPIKO QOPUOKEVTIKO TPOIdV LeTd TV nuepopunvio Anéng wov
avaypdeetal oty etkéta. H nuepounvia An&ewc ocvumintet pe v teAevtaio nuépo Tov

GUYKEKPIUEVOL UNVaL.

Augpketa {ong pLetd v ovachoTOoT GOUP®VA LE TIG 00NYiES: 2 dpEC.

12.  Ewwkég Tpopuraéers amoppryng
Ta eapuaxo dev TPETEL VO, OTOPPITTOVTOL LECH TOV AVUATOV 1) TOV OIKIUK®V OTOPANTOV.

XPNGILOTOGTE TPOYPALLATO EXIGTPOPNS POPUAK®V Y10 TV OTOPPIYT| U1 XPNOHOTOmNBEVTDV
KTNVIOTPIK®V POPUUKEVTIKOV TPOIOVI®V 1| GAA®V VAIK®V OV TPOEPYOVTAL amd TN (PO TOVG
GUUPMOVO, LLE TIC TOTIKEG ATOITNOELG KOt e TUYOV 1oybovTa eBvikd cvotiuate cviloyng. Ta uétpa
QVTA UTOCKOTOVY GTNV TPOCTAGIN TOL TEPPBAAAOVTOC.

Svpupovievbeite Tov kTNviaTpd G0OG 1 TOV POPUOKOTOLO GOG YO TOV TPOTO ATOPPIYNG TOV
YPNOCLOTONOEVTOV QOPUAK®V.
13. Ta&vépnon TOV KTNVIATPIKOV GUPLIKEVTIKOV TPOIOVTOV

Noa yopryeital LOVov e KTNVIOTPIKT GUVTOYY).

14. Ap1Opoi o105 KUKAOQPOPIOS KO GVGKEVUGIEG
EU/2/23/292/001-002

Mevén cvokevocioc:

1 pYoryya mov mepiéyet 2000 1 4000 docelc. Ot pOGLYYEG PLAGGGOVTOL GE VITOSOYEN KoL
TPOCAPTNUEVOG GTOV VITOdOYEN EIVAL EVOG XPOUOTIKG KOIIKOTOMUEVOC GUVOETIPUG O 0TT010¢
avaypdeet tn doom (2000 d6ce1g: cuvdeTpag ooV ypopatog kot 4000 60ce1g: GLVOETHPAG KiTPIVOL
XPOUATOC).

Yaxoc dradvt tov 400 ml, cdkog dtadv v 800 ml, cdrkog diaivTn Tv 1200 Ml 9 cdikog dtadvtn
tov 1600 ml.

Mmopei va, unv KoKAo@opoHV OAEC 01 GLCKEVAGIES.

15. Hpepounvia tedevtaiog avaBempnong Tov GUALOV 00OV YPNGNS
{MM/EEEE}

Aentopepeic mAnpoeopiec Yo 10 v Ady® KTNVIOTPIKO QUPLOKELTIKO TPOTOV givorl StaBEGIIEC OTN
Baomn dedopévmv e EE yia to ktnviatpikd poidvta (https://medicines.health.europa.eu/veterinary).
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16. Xroyeia emkovoviog

Kdtoyog tng ddstog KuKAOQOPIog Kot TOPACKEVAGTHC VTELOVVOC Y10 TV ATOOEGUEVOT) TOV TOPTIOMV
KOl 6TOLYELD EMIKOWVMVIAC Y10 TNV 0vaQOpE THOVOAOYOOLUEVOV aVETLODUNTOV EVEPYELDV:
Intervet International B.V., Wim de Korverstraat 35, 5831 AN Boxmeer, OAlovdia

Belgié/Belgique/Belgien Lietuva

Tél/Tel: + 32 (0)2 370 94 01 Tel: + 37052196111
Peny6.anka boiarapus 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
Danmark Malta

TIf: + 45 44 82 42 00 Tel: + 39 02 516861
Deutschland Nederland

Tel: + 49 (0)8945614100 Tel: + 32 (0)2 37094 01
Eesti Norge

Tel: + 37052196111 TIf: + 475554 37 35
E\Gdo. Osterreich

TnA: +30 210 989 7452 Tel: + 43 (1) 256 87 87
Espafia Polska

Tel: + 34923 19 03 45 Tel.: + 48 22 18 32 200
France Portugal

Tél: + 33 (0)241228383 Tel: + 351 214 465 700
Hrvatska Romania

Tel: + 38516611339 Tel: +4021 31183 11
Ireland Slovenija

Tel: + 353 (0) 1 2970220 Tel: + 38516611339
island Slovenska republika

Simi: + 354 535 7000 Tel: +420 233 010 242
Italia Suomi/Finland

Tel: + 39 02 516861 Puh/Tel: + 358 10 2310 750
Kvnpog Sverige

TnA: +30 210 989 7452 Tel: + 46 (0)8 522 216 60
Latvija United Kingdom (Northern Ireland)
Tel: + 37052196111 Tel: + 353 (0) 1 2970220

17. Alheg mhnpo@opisg
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To guPoio eivar Evag kKuttapoe&aptdpevog (mvtavog avacuvovacuévos epmntoids wddpvibag (HVT)
7ov ekpdlel v Tpwteivn VP2 tov 100 g Aoddovg vOGou To0v BUAGKOL Kot TI YAVKOTPOTEIVEG
gD xan gl tov 100 g Aoddovg Aapuyyotpayetitidac. To euforio Tpokadel evepynTiKY avoscio GE
0pvibec katd g Aomoovg vosov Tov Buldkov (vésog tov Gumboro), tng Aomdovg
Aapuyyotpayetitidog Kot TG vocov Marek.
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