ITAPAPTHMA 1

IEPIAHYH TON XAPAKTHPIZTIKQN TOY IIPOIONTOX



1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Innovax-ND-HS5 mokvo okevacpa Kot S1od0Tng Yo TapacKELT EVEGILOD EVOIMPNLOTOS Yio Opvifeg

2. IIOIOTIKH KAI ITIOXOTIKH XYNGEXH

Kabe 660m T0v avacvotouévov gufoiriov (0,2 ml yio vrodopia yprion 1 0,05 ml ya in ovo ypion)
mEPLEYEL:

ApPOOTIKO CVGTATIKO:

Epmnroidc woopvibav, otéheyog HVT-ND-HS (kdttopo-e£aptdpevog), Tov ekppalel To Yovidlo g
TPOTEIVIG ovVTNENG TOL 100 TG vooov Tov Newcastle (WPevdomavmin) kot to yovidio
QILOGVYKOAANTIVIG TOL 100 TG Ypimng TV TTtnvdv vroturog HS: 10°3 — 10*¢ PFU".

'PFU - plaque forming units (LOVASES GYNUOTIGHOD TAGKOG).

"Exooya:

IowTtiki] 60vOEG EKOOYMV KOl GAL®OV
GUGTUTIKAOV

ITvokvé okevacua:

Bovine serum

Veggie medium

Dimethyl sulfoxide

ArodvThg:

Sucrose

Sodium chloride

Disodium hydrogen phosphate dihydrate
Phenolsulfonphthalein (Phenol red)

Potassium dihydrogen phosphate

Water for injections

TTvkvd oxedac Lo VTOKOKKIVO £0¢ KOKKIVO TUKVO GKEVOAGLO KUTTAP®V.

AADTNG: SlovyEC, KOKKIVO SLOAV AL,

3. KAINIKEYX IAHPO®OPIEX

3.1 Eiom {oov

Opvibec kar uPpvoeopa avyd opvidag.

3.2 OgpamevTiKég evoEiEelg Yo kabe €idog {Mov

IMa v evepyntikn avocomoinen veosomv nAKiag piag nuépag 1 euPpuopopwv avymv 6pvifag nAkiog
18-19 nuepmv, pe oxond ) peiwon g BvnodTnTag, TmV KAVIKOV GUUTTOUATOV KOL TNG
AmEKKPLONG TOL 100 gEautiog Aoinméng e Tov YNNG TaboyovikoTNTag 10 TG YPIMNG TV TINVAOV

(HPAI) tomov H5.

Eykatdotaon avociog: 2 efdouddeg



Augpkela avociog: 12 gBdouddeg (peimon g BvNnodTNToS Kot TV KAMVIKOV CUUTTOUATOV
OV ATTOOELYTNKE LE in OVO YOPTYNOM)

3.3 Avrtevositeg

Koapdia.

3.4 E0kég TPOELOOTOM|GELS
Na epportdlovtor udévo vy {oa.

Ta avticopata untpikng poéievong (MDA) (katd tov HS)) pmopodv va exnpedoovy thv
OUTOTEAECUATIKOTNTA TOVL EUPoAiov.

3.5 Idwitepeg mpo@urdielg Katd T ypion

Id1oitepeg mPoPLAGEELC Yo TNV ao@oAN ¥pnon oto £i0n Comv:

Q¢ {owvtavo gpPoio, To euPforiokd oTéEAEXOC OmEKKPIvETAL OO T, ERPOALOCUEVA TTNVE Ko Elval
dvvatdv vo eEamhmbel og wddpviBec. Meréteg acpdreiag £xovv amodeiEet 6Tl T0 oTéley0g etvar
aoQOAEC Yo vdOpviBeg. Evtovtolg, Tpémet va Aappdvovtor pétpa tpo@OAaéng yio vo amopevydei n
apeon N N éupeon emaen petasd Tov eufoillocuévey opvibov Kot Tov vdopvibmv.

Idwitepeg mpouAdEeic mov mpémel vol AouBdvovTal ortd To ATOUO TOL YOPNYEL TO KTNVIOTPLKO
QOPULOKEVTIKO TTPOoidV oe LMo

O yepiopdc Tov vypov aldTov TPEMEL va dlevepyeital e Evay Kahd agptlopevo Ydpo.

To Innovax-ND-HS5 givon éva 1o gvoidpnio, Tov cVoKELALETAL GE YOAAVEG PUGTYYEG KOt
@LAdooetal o VYPO dlmTo. [Ipv e€dyete TIC PUOTYYEG OO TO KAVIGTPO TOV VYPOV al®dTOV, TPEMEL VoL
@opate EEOMTAMCUO ATOUIKNG TPOCTAGING, O 0TOI0G GUVIGTATOL OO YAVTLO, POVYO UE LOKPLYL LLOVIKLOL
Kol LOOKO TPOGMTOV 1] TPOGTUTEVTIKA YLOALL KOTA TOV XEIPIGLO TOV KTIVINTPIKOD (POPUUKEVTIKOD
npoidvtoc. ['a va mpordfete cofapovc Tpavpaticpovs, ite amd 10 VYPo AlmTo gite amd TIG PVOIYYEG
KOTO TNV 0VAGLVPGN TOVG Ot TO KAVIGTPO, KPOUTHGTE LOKPLE od TO GMUA KOl TO TPOGMOTO TNV
TAAGUN TOV YEPLOD (e YavTl) Tov Kpatd TN eOotyya. IIpénel va Tpocéyete MOTE Vo OMOPELYETOL T
HOAVVOT TOV YEPLOV, TOV HOTIOV KL TV POUY®V LLE TO TEPLEYOUEVO TNG PUOLYYIS.

IMTPOXOXH: Eivotl yvooto 0Tt o1 pOo1yyeg Umopel vo ekpoyodv o€ Tepintmon £keong o andtopeg
oArayéc g Beppokpaciog. Mnv tig Eemaydvete og (01O 1 TAYOUEVO VEPO. EEMAYDVETE TIG PVCIYYES

o€ kabapo vepd otovg 25 °C — 27 °C.

[d1aitepeg TPOQLAGEELS Y10 TNV TPOCTAGIN TOV TEPPAAAOVTOC:

Agv 1oyVet.
3.6 AvemOvpnta coppavra
Kavéva yvooto.

H avagopd avembountov coppdviav eivar onpavtikh. Exttpénet tn cuveyn mopokorlovdnoen e
0oQAAELNG EVOC KTNVIATPIKOD PAPLOKEVTIKOD TPOiIOVTOC. Ol avapopEg TPEMEL VO, ATOGTEAAOVTOL, KOTA
TPOTIUNOT LECH KTNVIATPOV, E(TE GTOV KATOYO TNG AOELNG KUKAOQOPiNG EiTE GTNV €BVIKN approdia
apyn LEC® TOV €BVIKOV GUGTNUATOG OVOPOPAG.

AvatpéEte 6T0 PUALO 0ONYIDV XPTIONG Y10 TO OVTIGTOYO GTOLYELD EMKOVMVING.



3.7  Xpnion katd v KO1N61, TN Yorovyio ] THV @oTOoKix

H aocpddeia Tov KTviaTpiKod QOopROKEDTIKOD TPOTOVTOG dev £xel amoderydel Katd T dtdpkela TG
®oToKiog.

3.8 Alniemidopaon pe ALY QUPUOKEVTIKA TPOTOVTO KAl AALEG HOPPES UAMAETIOPAGTG

Eivar d100éo1ueg pedétec ao@aAEnG, Ol 0ol amodelkvoovy 0Tt o Innovax-ND-HS5 umopei va
OVOUELYVOETAL GTOV 1010 SLOADTY KoL Vo yopnyeital LEG® Tng LITOdOPLOC 000V pe To Nobilis Rismavac.

Agv VIapYOVV TANPOPOPIES GYETIKA [LE TNV OCQAAELD KOL TV ATOTEAEGLOTIKOTNTO OO TNV
TAVTOYPOV YPNHON TOL EUPOAIOD WTOD UE OTOI0ONTTOTE GALO KTNVIOTPIKO QAPLOKO, EKTOS TOV
TPOTOVTOC OV avapépetal Tapamdve. H andpacn yia tn yopnynon tov v Ady® euporiov mpv 1 petd
oo TN YOPNYNOT OTOLOOMTOTE AAAOL KTNVINTPIKOD QOPUAKOV, TPEMEL VoL AapUPAveToL KaTd
mepinTOOoT, AapuBAvovtag VTOYT TIG TANPOPOpPiES TNG Topaypdeov 4.1.

3.9 Oodoi yopriynong ko d0coroyio

Aocoloyia:
Ymodopua yprion: Mia povo éveon 0,2 ml avd veoccd.
In ovo: Mia pévo éveon 0,05 ml ava avyd 6pvibog.

poetowacia Tov guforiov:
[pénerl va epapuolovtar ot cuviBelg TPOPLAAEELG aoyiag o OAEG TIC OL0OIKAGIEC TPOETOOCTOG KO
yopnynongs. O xepiopds Tov vYPoL al®ToV TPENEL VO dlevepyeitan o€ KaAd agptlOIEVO PEPOG.

1. XpNoHoTotoTe SLHADTY Y10 KUTTOPOEENPTMOUEVO ELPOAO TTNVDV Y10 TV OVOGVCTOC.

Mo v vrodopia yp1ion N avacHOTACT) TOL EUPOAIOV YIVETOL GOLPMVO LUE TOV TOPOKATM VUK

YdKog owgAvTY ApOpdg Tav puoiyywv gufoiiov yio vroddpLa ypion
Yaxoc Tov 400 ml draddt 1 pvotyya mov mepiéyel 2000 dooelg
Yaxoc Tov 800 ml draddt 2 pvoyyeg mov mepiéyovy 2000 ddoeig
Yaxoc Tov 800 ml draddt 1 pvoiyya mov mepiéyetl 4000 dooelg
Yakoc Tov 1200 ml dodotn 3 pbotyyeg mov mepiEyovy 2000 do6oelg
Yakoc Twv 1600 ml dodvtn 4 povotyyeg mov meptéyovv 2000 d6oelg
Yakoc Tov 1600 ml dodvtn 2 pvoyyeg mov mepiéyovy 4000 dooelg

Ortav avtd o Tpoidv avapetyvoetol pe o Nobilis Rismavac, Oa wpénet va dtahdovtan kot to
000 otov 1010 6aKo S1aAvT Le Tov 110 TpoTo (400 ml draAvTn Yo KaBe 2000 ddoelg Kol TV
dvo wpoidvimv 1 800 ml drodvtn Yo kaBe 4000 d60€1C Kal TV 00O TPOIdVTWV).

[Mo v in ovo ypfion N avacHoeTooT ToL EUPoAIoD YiveTal COUP®VO LLE TOV TOPOKAT® TIVOKOL:

Yaxog dralvTn ApOpog TV Quoiyy®v gufoliiov yia in ovo ypriion
Ydrog twv 400 ml droAvt 4 pbvoryyeg mov meptéyovy 2000 66celg
Ydxog twv 400 ml SraAvt 2 pvotyyeg mov meptéyovy 4000 66celg
Yakoc Tov 800 ml dtaAvtn 8 puotyyec mov mepiEyovy 2000 ddcelg
Yakoc Tov 800 ml droAdtn 4 pootyyeg mov mepigyovv 4000 docelc
Yaxoc Tov 1200 ml Stodvtn 12 @boryyeg mov mepiéyovy 2000 ddoeig
Xdxog twv 1200 ml dtodvn 6 Voryyec mov meptEyovv 4000 dooelg
Xdog twv 1600 ml dtodvn 16 puotyyec mov mepiéyovv 2000 ddcelg
Yaxoc Tov 1600 ml Stodvtn 8 puotyyec mov mepiEyovy 4000 ddoelg

O dAdTNG TTPEmEL Vo givar d1aVYNG, EPLOPOY YPOUATOG, Y®PIG INua Kot T oTIyun g
avauéng va Bpioketor og Beppokpacia dopotiov (15 °C — 25 °C).
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2. IIpénet va oyxedrdlete TV mpogTolocio Tov pPoriov mTptv amd TV e£aywyn T®V QLGTYY®OV aTd
70 VYPO Al®TO Kot vo vroAoyilete amd TP Tov axpiPn apdud TV euciyywv eppoiiov kot Tnv
TOGOTNTA TOL SLAVTN oL Ba ypelaoTel. Aev VILAPYOLY SlaBECIUES TANPOPOPIES V1o TOV OptOpd
TOV dOGEMV EMAV® OTIS PVOTYYEG LETA amd TNV £EAY®YN TOVG Otd TOV LTOJOYEN, ETCL TPEMEL VAL,
AapPavete Waitepn LEPLLVA Y10 VA, S1ACPOMGETE OTL amoPevyETAL 1) AVALUEN PLGTYY®V pE
StopopeTikd opBud d6GE®V Kot OTL YPNGLUOTOLEITOL O KATAAANAOG StaAdTNG.

3. [Ipv avacvpete TIg PUGLYYEG A0 TOV TEPLEKTN VYPOV alDTOV, TPOGTATEVGTE TO XEPLOL LLE
YavTio, OPEGTE PovyO LE LOKPLY LOvIKLO KO XPNCUYLOTOGTE LACK TPOGMTOL 1
TPOCTOTEVTIKA YVOALA. AoV Byddete pio @UOTYYO OTO TOV VTTOS0YEN, KPOTNOTE T OTNV
TOAGUN TOV YEPLOD UE TO YAVTL LOKPLY OO TO OO, KOl TO TPOSMOTO.

4, Orav avacvpete Evay LTOSOYEN PLGTYY®V OO TO KAVIGTPO TOL TEPLEKT VYPOV aldTOoV,
tpafPriére €€ povo t(1g) pvotyya(es) epfoiiov mov Ba ypnoipomomBei(ovv) apésmg.
Yuviotdrton v xepileote To TOAD €mg 5 @Uatyyes (amd Evav vtodoyéa uovo) Kabe popd. Apov
aQotpEceTe TN(TIG) POGIYYa(EC), TPEMEL VO, EXAVATOTOOETNOETE AUECHOS TIG VTOAOITES PUGIYYES
€VTOG TOL KAVIGTPOV TOV TEPLEKTT VYPOL alMTOV.

5. Eemaydote 10 mepleyOpUeVo Te(Ttov) eovotyyag(mv) ypryopa, Pubilovtag ) guotyyo oe Kabapod
vepd otovg 25 °C — 27 °C. Avadevaote i t(T15) pvotyya(eg) yuo va docnelpete 10
nepleyopevo. I'a v mpoctacia tov KuTtdpov, sival onuaviikd 1o TeplexOUeEVo TG pOGLyyaS,
apécmg Petd v TEN TOL, VO OVAUELYVOETOL LE TOV SLADTY.
2TEYVAOOTE T1 PUGLYYO., GTI GUVEXELN CTAGTE TOV AGLUO TNG KO TPOYWOPNOTE AUECHS OTMG
TEPLYPAPETOL TAPAKAT®.

6. AvoppoPnoTe amaAd TO TEPLEYOLEVO TNG POCLYYUG OE U0, ATOGTEPOUEVT GOPLYYA, OTNV 07Ol
éxete tonobetnoet ferdva 18G (gauge).
7. Ewsdyete T Peldva péc® TOL TOUATOG EIGYDPNONG TOL GAKOL TOL SHAVTN Kot LETE, apyd Ko

amodd, TpocBEote TO TEPLEXOLEVO TNG GUPLYYAS GTOV OLHADTN. AvadenoTte amaAd Kot
avTIOTPEYTE TOV GAKO Yo va ovoptyel to epPforto. AvappopnoTe Ui Kpn TocoHTNTA 0o TOV
G0KO TOV JLaADTN 6T GVPTYYa Kot EEMADVETE TN POGLyYd. MeTapépeTe TO VTOLOLTO
TEPIEYOUEVO TNG PVOLYYOS UE OTAAEG KIVIOELG GTOV GAKO TOV SLOADTY.
Av amorteiton, emavardPete ta frpata 6 Kot 7 yio emmAéov eOoTYYEC.
ATOPHOKPOVETE TN CVPLYYA KOl AVTIGTPEYTE TOV G6dKo (6—8 popéc) Yo va avapydel o gpfoito.
10. Topa to euforio givar £Too Tpog xpnon.
Metd amd v TpocHnKn TOL TEPLEYOUEVOD TG PVUGLYYOC GTOV SLOADTY, TO ETOLLO TPOG (PNoN
TPO1oV eivar Eva dlawyée, epHpod YPMUATOC EVEGILO EVOLDP LA,

o ®x

Xopnynon:

To gpPorto yoprnyeitar e vwodOPLo. EvEST GTOV TPAYNAO N e in ovo éveot). O Gdikog Tov gpfoAiov
TPEMEL VO AVOKIVEITOL TTTLOL KAl GLYVA G€ OAN| T O1EPKELD TOV EUPOMAGLOV, Y10l VO, SIACPAAOTEL OTL TO
EUPOAMOKO EVOIDPTLLOL TOPAUEVEL OUOIOYEVEG KO OTL YOPNYELTAL 0 GMGTOG TITAOG ERPoAloKOD 100 (T.Y.,
KT T S1GPKELD LOKPDV EUPOAOCTIKOV TEPLOWDV).

‘Eleyyog opbng gvAagng:

T va kataotel epiktdg o Eeyyog TS 0ptng eOANENG Kol LETOPOPES, OL UGy YEG TPETEL VO
TOTOHETOVVTOL AVATOdN EVTOC TOV TTEPIEKTOV LE TO VYPO dlwTo. H gpodvion taympévoo
TEPIEYOUEVOV GTO GKPO TNG PVOIYYOS VTOONAMVEL OTL TO TEPIEYOUEVO £XEL VTOCTEL THEN Kol OEV TPEMEL
va xpnopomomOel.

3.10 ZopmrtOpaTe VTEPIOGOA0YINS (KOl KATA TEPITTMGT, PETPU UVTIHETMOTLONG KOL AVTIOOTA)

Agv TapotnpnOnkay cuopnTdpato LeTd amd ) xopnynon 10-mAdcioag 066G Tov gpfoiiov.

3.11 Ewwoi mepropiopoi (p1)ong Kot E01KEG cuvOnKes ypfions, copmepriapfavopévmy
TEPLOPLOUAOV GTI] YP1GT] OVTLUIKPOPLOKOV KAl OVTITUPUGLTIKAOV KTNVIITPLKOV

POUPRUKEVTIKAV TPOTOVIOV TPOKELUEVOV VO TEPLOPLOTEL 0 KIVOVVOS UVATTLENG AVTOYNS

Onolocdnmote TPoTibeTal Vo TAPUCKEVAGEL, VO EIGOYAYEL VO £XEL GTNV KOTOYN TOV, VO, SIAVEILEL, VOl
TOAMGEL, Vo SL0BECEL KOl VAL YPTCULOTOGEL AVTO TO KTNVIATPIKO QUPUAKEVTIKO TPOTOV, DITOYPEOVTAL
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va (NTAoEL TN YVOUT TNG APLOSLOG apYNS TOV OIKEIOD KPATOVG LEAOVE GYETIKA LE TIC LOYVOVCEG
TOMTIKEG EUPOAOC OV, KAODS AVTEG O1 dPACTNPLOTNTEG UTOPEL VO ATOyOpEDOVTOL GE OAOKANPN 1
UEPOG TNG EMKPATELNG TOV KPATOVS HEAOVS COLPOVA LE TNV €BVIKT TOV vopobesia.

To wpoidv avtd amaitel enionpo EAeyyo AmOdECUELONC TAPTIOM®Y COUPOVO LE TIC EBVIKEG OMOLTIOELS.
3.12 Xpovor avapoviig

Mndév nuépec.

4. ANOXZOAOTI'IKEX IAHPO®OPIEX
4.1 Koowkog ATCvet: QIOTAD.

To euPorto givar £vag kKuttapoelaptduevog {mviavog ovacuvovacuévog epmntoiog wddpvifag (HVT)
7ov ek@pdlel v F mpwteiviy tov 100 (NDV) g voéoov tov Newcastle (YevdomavmdArn) Kot To
aVTLYOVO TNG GLHOGVYKOAANTIVIG TOL VTOTVTTOV HS TOL 100 NG Ypinng TV TTnvav (AIV). To eufoiio
TPOKOAEL EvepyNTIKN avooio 6g dpvibeg katd T vosov Marek, tng véoov tov Newcastle
(Wevdomavding) kot Tov voTuov HS tov 100 ¢ ypinng tov ntnvav. Eropévac, ta aviicopoto
évavti tov MDV, tov NDV kot tov AIV pmopodv vo aviyvevBodv PeTd amd tov euforlacud.

To otéheyog Tov gpPoriov TePIEYEL TO YOVIOLO TOV KMOIKOTOLEL TNV TPMOTEIVY) AUOGVYKOAANTIVIG TOV
100 NG YPIANG TO®V TTVAV, ETOUEVOC Elvar Suvatdv va yivel dtdxkpion peta&d eufoilacuévay Kot
HOALGUEVOV TTNVOV PECH LG EUTOPIKE S100EG1UNG SOy VIOCTIKNG OOKLUNG TOV AVIXVELEL
OVTICMUOTO KOTE TG VOUKAEOTPOTEIVIG.

2115 HEAETEG AMOTELECLATIKOTNTOG £XEL Y PNOOTOMOEL TO GTEAEYOG TPOKANGTG TOVL KUKAOPOPOVVTOG
KAGdov 2.3.4.4.b.

5. ®APMAKEYTIKA XTOIXEIA

5.1 Kopieg aocoppatotnreg

No unv avoueryvoetal e QAo KTviaTpiko eapuako ektdg tov Nobilis Rismavac kot tov dtodvtn o
omoiog dwatifetan ylo xpiom UE AVTO TO KTNVINTPIKO POPUUKEVTIKO TPOTOV.

5.2 Awpkero {ong

Augpxetla {ong ToL TVKVOL GKEVAGLOTOC CUUPMOVE, LLE T1) GLOKEVOAGIN TOANONG: 3 &Tn).
Augpxeta {ong Tov dtoAvTn (GAKOL TOAVGTPMOUATIKOD TAAGTIKOD) GOUG®VA LE TI GUGKELOTI
ToAnong: 3 €m.

Avdgpxera {ong HETE TNV 0va.eVOTOCT) COUPOVO LE TIG 00NYieg: 2 dpEC.

5.3 Iowitepeg mpo@urdéers kata T @OLaEN TOV TPOIOVTOG
TTvkvd okedoopo

Noa puAAcoETOL KOl VO LETAPEPETOL GTNV KATAYLEN eVTOS VYPOL al®@Ttov (o€ Beprokpacion ikpdTEPN
twv -140 °C).

AwAdTng:
Na puAdooetor og Beppokpacio pikpotepn twv 30 °C.

Iepréxng:
O mepiékng vYPoL aldTOL Vo PLAAGGETUL e aopileld og OpBia BEom, oe Kabapd, oTeEYVO Kol KOAA

aep1lOUEVO dWUATIO, LOKPLE 0 TOVG ¥DPOVE EKKOANYMC/OAAGIOVS VEOGCHOV.



54 ®@Yon kol 6HVOES TGS GTOLYELDOOVS GVOKEVUGIUG

Ivkvo okevacpo:

— Mia pdoryyo tov 2 ml and yvari THmov I mov mepiéyer 2000 1 4000 ddceic. Ot pdotyyeg
QLAAGGOVTOL GE VTTOJOYEN KO TPOGAPTNLEVOS GTOV VITOS0YEN EIVOL EVOG YPDLOTIKA
KOOIKOTOMUEVOS GUVOETNPAG O 0T010G avaypdpet Tic d0aels (2000 d6GEIC: GUVOETIPAG OOV
ypdpatog kot 4000 666E1C: GLVIETHPAG KITPIVOL YPDOUATOC).

AwAvTng:
—"Evog odxog and morvotpopotikd tAactikd tov 400 ml.

—"Evog odxog and morvetpopotikd TAactikd tov 800 ml.
—"Evog odxog amd moAvetpopotikd TAactikd tov 1200 ml.
—Evog odxog and moivotpopotikd tAactikd tov 1600 ml.

Mmropei va, unv KoKAOQPOpOUV OAEG 0L GLOKEVAGIES.

5.5 E0wég mpo@uAaEels amdppryng vog Ui yPGLHoToIN0EvTog KTNVIATPIKOD QUPIOKEVTIKOD
TPOIOVTOG 1] GAAOV VAIKAOV TTOV TPOEPYOVTUL U6 T1) Y P1)G1] TOL TPOIOGVTOS, AV VTAPYOVY

Ta pappoko dev TPEMEL VOL ATOPPITTOVIOL HECH TOV AVUAT®V 1 TOV OIKIOKOV OTOPANTOV.
XpNOOTOINOTE TPOYPAULOTO ETICTPOPNC PAPUAK®OV Y10, TNV ATOPPIYN U1 XPNCLOTOMOEVTOV
KTNVIOTPIK®V POPUOKEVTIKOV TPOIOVI®V 1 GAA®V VAIK®V OV TPOEPYOVTOL OO TN YPNOT TOVGS
GOV, LLE TIG TOTIKEG OTOITNOELG KOl e TUYOV EBVIKA GLUGTILLOTO GLAAOYNG TOV 1GYVOVV Y1d TA
GYETIKA KTNVINTPIKE QAPLOKEVTIKA TPOTOVTO.

6. ONOMA TOY KATOXOY THX AAEIAYX KYKAO®OPIAX

Intervet International B.V.

7. APIOMOZXZ(OI) AAEIAY KYKAO®POPIAX

EU/2/24/315/001-002

8. HMEPOMHNIA NIPQTHE EI'KPIXHX

Hpepounvia Ing éykpiong: 22/05/2024.

9.  HMEPOMHNIA TEAEYTAIAX ANAOEQPHEHE THX IEPIAHYHZ TQN
XAPAKTHPIZTIKQN TOY IPOIONTOX

{MM/EEEE}

EEAIPETIKEY NEPIXTAXEIX:

H dde1a kukhogpopiag yopnyeital yio meplopiopévn ayopd Kat, g €k To0LTOV, 1) a&loddynon Pacileton
O€ TPOCUPHOGUEVEG ATAITNOELG OGOV 0popa TNV TeKunpioot. E&attiag g EAAeyng olokAnpopéveov
OEJOUEVOV TTOLOTNTOC, AGPAAELNG 1] ATOTELECUATIKOTNTOG £XEL dlevepyNOel LOVO i TEPLOPIGUEV
a&loAdynon TG TOOTNTAS, TNG ACPAAELOG 1] TG ATOTEAECUATIKOTITOG,

10. TAEINOMHZIH TQN KTHNIATPIKQN ®APMAKEYTIKOQN ITPOIONTQN
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Na yoprnyeital LOvov e KTNVIOTPIKT GLVTAYY.

Aentopepeic TANPoQopieg Y10 TO €V AOY® KTNVIATPIKO QOPLOKEVTIKO TPoidv eivar dtabécipec otn faon
dedopévav g EE yuo to ktnviatpikd wpoidvta (https://medicines.health.europa.cu/veterinary).



https://medicines.health.europa.eu/veterinary
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AAAOI OPOI KAI ATAITHZEIX THX AAEIAY KYKAO®OPIAX

EIAIKEX AITAITHXEIX ®PAPMAKOEITATPYIINHXHX:

O KAK 6a kataypdpet otn Bdorn eappakoemaypOmyvnong OAo To, 0mOTEAEGLLOTO KOl TOL GULTEPAG LT,
7OV TPOKVTTOLV Ao T1) O1adIKaGio dloyelplong GNLOTOS, CLUTEPTAOUPOVOUEVOD TOV TOPIGHOTOC
OYETIKA UE TN 6YE0TN 0PEAOVE-KIVODVOD, akohovOdVTaC TNV akOAovON cLYVOTTA: ETNGIOC.

EIAIKH YIIOXPEQXH OAOKAHPQXHY METET'KPITIKQN METPQN I'TA THN AAEIA
KYKAO®OPIAX YIIO EEAIPETIKEX IIEPIXTAXEIX

Agdopévov 6tL vt givol po £ykpion vd eEQPETIKEG TEPIOTACELS, GLUPOVA, e TO ApBpo 25 Tov
Koavoviopot (EK) apif. 2019/6, o KAK opeirel va AaPet ta akdlovba pétpa, evidg tov
TPOPAETOLEVOD YPOVOSLOYPOUUATOS:

Heprypaoi) Koatainktuam
npepopnvia
Agdopéva otobepdTnToC. Iovviog 2026

To amoTeAEGHOTO TOV HEAETMV GTAOEPOTNTOG GE TPAYLOTIKO YPOVO Y10, TO
euPoMo, mc kat 39 punveg, TPEMEL va TAPEYOVTOL Y10 Vo, TEKUNPLwOEel 1 dAwon
v TN drdpkela LNg TV 3 ETMV.

Omo1001T0TE EKTOG TPOSLAYPAPAOV SATICTMOT| TPETEL VO KOWVOTOLEITAL OUECMG
otov Evponaikdé Opyavioud Oapudkov.
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ITAPAPTHMA II1

EINIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX
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A. EINIXHMANXH
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EAAXIXTEX ENAEIZEIX TIOY IIPEITEI NA ANAI'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

OYXIITA (I'YAAL 2 ML)

1. ONOMAZXIA TOY KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX

Innovax-ND-H5

2. IHOXOTIKA XTOIXEIA TQN APAXTIKQN OYZIQN

HVT-ND-H5

‘ 3. APIOMOZX ITAPTIAAX

Lot {apOuoc}

‘ 4. HMEPOMHNIA AHEHX

Exp. {up/ecee}

13



IHAHPO®OPIEX IIOY IIPEIIEI NA ANAT'PA®ONTAI XTH XTOIXEIQAH XYXKEYAXIA

XAKOX ATAAYTH 400/800/1200/1600 ml

1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

AloAOTNG Yo KutTapoeaptopeva pPorto opvibmv

2. HEPIEXOMENO KATA BAPOX, KAT' OI'KO 'H KAT' APIOMO AOXEQN

400 ml
800 ml
1200 ml
1600 ml

‘ 3. OAOX(OI) XOPHI'HXHX

Awfaote T0 PUALO 0INYIOV XPNOTG TPV O TN (PNOT).

‘ 4. XYNOHKEX AIATHPHXHX

dvidooete og Beppokpacio pkpotepn tov 30 °C.

‘ S. APIOMOZX ITAPTIAAX

Lot {apBuog}

‘ 6. HMEPOMHNIA AHEHX

EXP {MM/EEEE}

‘ 7. OI AEZEIX «<ATIOKAEIXTIKA I'TA KTHNIATPIKH XPHXH»

ATOKAEIOTIKA Y100 KTNVIOTPIKN (PNOM.
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B. ®YAAO OAHI'TQN XPHXHX
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OYAAO OAHI'IQN XPHXHX

1. Ovopacio ToOL KTNVIITPIKOD QUPUIKEVTIKOD TPOIOVTOg

Innovax-ND-HS5 mokvo okebacpo Kot StaADTNG Y10 TUPUCKEDT EVEGILOL EVOL®PIILATOS Yo OpVIBEC

2. 2ovleon

Kdabe d660m T0Vv avacvotopévou gufoiriov (0,2 ml yio vrodopia yprion 1 0,05 ml ywa in ovo xpnon)
EPLEYEL:

APOOTIKO GVGTATIKO:

Epanroidg woopvibwv, otédeyoc HVT-ND-HS (kdttapo-e&aptdpevoc), mov ek@palet To yovidlo g
TPOTEIVIG ovvINENG Tov 100 TG vooov tov Newcastle (WevdomavmAn) kot to yovidio
QIOGVYKOAANTIVIGC TOV 100 TG Ypimng Twv TTtnvdv vroturog HS: 10°3 — 10* PFU".
'PFU - plaque forming units (LOVASES GYNUOTIGHOD TAGKOG).

TTvkvd okedac Lo VTOKOKKIVO £0¢ KOKKIVO TUKVO GKEVOAGLO KUTTAPWV.

AAOTNG: S1owYEG, KOKKIVO OOV L.

3. Eion Loov

Opvibeg kan epPpooeopa avyd opviboag.

4. OepamevTiKég EVOEIEEIQ

T v evepyn Tk avocomoinon veooomv nAKiag piag nuépag 1 eUPpro@dpwv avymdv OpviBoc nAtkiog

18-19 nuepmv, pe okomd T peimon TG BvNGILOTNTAG, TOV KAMVIKOV CUUTTOUATOV KoL TG

AmEKKPLONG TOV 100 €antiag AoipmEng e Tov VYNANG TafoyovikdTNnTag 10 TG YPIMNG TOV TTNVAOY

(HPAI) tomov HS.

Eyxotdotaon avociog: 2 gfdouddeg

Awgpkela ovociog: 12 gBdouddeg (peimon g BvnopdTToS Kot TV KAMVIKOV CUUTTOUATOV
OV ATTOdELYTNKE LUE in OVO YOPTYNOM)

5. Avtevoeigeig

Koapia.

6. Ewdwkég mposidomonjoelg

Ewwéc mpoeidonomoeic:
Na epporalovtor povo vy {oa.

Ta avticopato untpikng tpoéievong (MDA) (katd tov HS)) pmopodv va ernpedcovy v
OTOTEAECUATIKOTN T TOV EPOAiOL.

IS1aitepec TPoELAGEELC Y10 TNV AoQOA yprion oTa gidn (dwv:
Q¢ Lovtavo euforio, to epPfoitakd otéheyoc omekkpiveTat amd ta pPoAitacuéva TTva Kot stvoe
duvatov va eEamiwbel oe wdopviBec. Meléteg aopalelag Exovv amodeilel 6Tl To 6TEAEYOG vl
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aoQaAES Yo vdOpviBes. Evtovtolg, mpémetl va Aapavovior HETpa TpoPOANENS Y10 Vo aropevyOel 1
aueon M N éupeon emaen petald Tov epfolacpuévav opvibwv katl Tov woopvibmy.

Idwaitepeg Tpo@LAGEELS TOL TTPEmel vo Aopavoval amd To GTOUO TOV YOPNYEL TO KINVIOTPIKO
QOPUOKEVTIKO TTPOioV o {ma:
O yepiopdc Tov vypov aldTov TPEMEL va dlevepyeital e Evay Kol agptlopevo Ydpo.

To Innovax-ND-HS5 givon éva ukod evoumpnio, Tov cuoKeVALETAL GE YOAAIVEG PUCTYYEG KoL
@LAdooetal og VYPO dlmTo. [Ipv e€dyete TIC EOGTYYEG OO TO KAVIGTPO TOV VYPOV al®dTOV, TPEMEL VoL
@opate EEOMTAMOUO ATOUIKNG TPOCTAGING, O OTOI0G GUVIGTATOL OO YAVTLO, POVYO UE LOKPLYL LLOVIKLOL
K0l LEGKO TPOCHTOV 1) TPOGTATEVTIKE YVOAA KATH TOV XEPIGHO TOL KTNVIOTPIKOD QOPUAKEVTIKOD
npoidvtoc. ['a va wpordfete cofapovc TpavpaTiopovs, gite amd 10 VYPO AlmTo gite amd TIG PVOIYYEG
KOTA TNV avAGLPGT| TOVS 0 TO KAVIGTPO, KPATNOTE LOKPLE amd TO GOUO KOl TO TPOCOTO TNV
TAAGU TOV YEPLOD (U YavTt) Tov Kpatd TN eOotyya. Ilpénel va mpocéyete MOTE Vo OMOPEVLYETOL T
HOAVVOT TOV YEPLOV, TOV HOTIDOV KoL TV pOUY®V LE TO TEPLEYOUEVO TG euotyyas. IIPOXOXH: Eival
YVOGTO OTL O PUCLYYEC UTOPEL VO EKPAYOLV GE TEPINT®ON EKOECT|G GE AMOTOUES OAAAYESC TNG
Oeppokpaciog. Mnv tic Eemaydvete o€ (E0TO N TAYOUEVO VEPO. ZEMAYMVETE TIC PVOIYYES G€ KoBopO
vepo atovg 25 °C —27 °C.

[d1aitepeg TPOQLAGEELS Y10 TNV TPOCTAGIO TOV TEPPAAAOVTOC:
Agv 1oy0eL.

[vé o€ mepiodo wotokiag:
H acpddeia Tov kTviaTpikod QOPROKEDTIKOD TPOTOVTOG dev £xel amoderydel Katd T didpkela TG
®OTOK{0C.

AlMnAenidpacn pe GAAL QOPUOKEVTIKA TPOTOVTOL Kol AAAEG HOPOEG OAANAETIOpAOTC:
Eivou dra0éoipeg pedéteg acpiietog, ot omoieg amodeikvoovy 0tL 1o Innovax-ND-HS pmopet va
OVOALELYVOETOL GTOV 1010 SLOAVTH KoL va yopnyeitan pe vtodopla, xoprynon pe to Nobilis Rismavac.

Agv vTapyovV TANPOPOPIES TYETIKA LE TNV OCPAAELN KOL TNV OTOTEAECUATIKOTNTO OO TNV
TOVTOYPOVT YPNOT TOL EUPOAMOV OVTOV LLE OTOIOONTOTE AAO KINVIATPIKO PAPLOKO, EKTOG TV
TPOIOVTOV TOL avapépoviol Tapordve. H amdeacn yio tn yopiynon tov v Adym gpfoiriov mpv 1
UETA Ao TN YOPTYNOT OTO0OMTOTE AALOV KTNVIATPKOD PAPUAKOV, TPEMEL VA, AAUPAVETOL KOTA
TePImTOOT, AUPAVOVTOAG VITOYT| TIG TANPOPOPIES TNG TUPUYPAPOV «AAAES TANPOPOPIEDD.

Yrepdocoroyia:
Agv TapotnpnOnkay copnTdpato LeTd amd ™ xopnynon 10-tAdcioag 06ong Tov gufoiiov.

Eidikol mepropiopol ypnong kon e1dtkéc ouvOnKeg ypnong:

Onotocdnmote TPoTiBeTon Vo TAPUCKEVAGEL, VO EIGAYAYEL, VO £XEL GTNV KOTOYN TOV, VO, SIAVEILEL, VOl
TOAGEL, Vo SI0BEGEL KO VO YPTCULOTOGEL AVTO TO KTNVIATPIKO QAPUAKEVTIKO TPOTOV, DITOYPEOVTAL
va (NTAoEL TN YVOUT TNG APLOSLOG apyYNS TOV OIKEIOD KPATOVG LEAOVC GYETIKA LE TIC LOYVOVCEG
TOMTIKEC EUPOALACLOD, KOAODS OVTEC O1 OPUSTNPLOTNTEG UTOPEL VO ATTOLYOPEVOVTOL GE OAGKAN P M
UEPOC TNG EMKPATELNG TOL KPATOVE LEAOVG COLP®VA LE TNV €BVIKT Tov vopobesia.

To mpoidv avtd amottel exionuo EAeyyo OTOOEGUEVONG TAPTIOOV COUP®VA UE TIG EOVIKEC OTOITNOEL.

Kopiec aovpfatdres:
No unv avoperyvoetal pHe GAAo KTviaTpko eapuako ektdg tov Nobilis Rismavac kot tov dtodvtn o
omoiog dratiBeTon Yo xpron He aVTO TO KTNVINTPIKO QOPHUKEVTIKO TPOTOV.

7. AvemOOpunta cvppavra

Kavéva yvooto.
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H avapopd averBountov coppdviov sivor onupovtikn. Emtpénet ) cuveyn topakoilovdnon g
AoQUAELNG EVOG TTPOIOVTOC. EAV Tapatnprioete 0mo1dnmoTe OVETIOOUNTI EVEPYELD, KOO KOL OV OEV
AVAQPEPETOL GTO ECAOKAEIGTO PVALO 0ONYIDV ¥PNONG N CUPIPAALETE VIO TNV OTOTELEGUATIKOTITO TOL
QopUAKoV, TaPoKaAEIcOE VO ETIKOIVOVIGETE, KATAPYAGS, LE TOV KTNVIiaTpd coc. Mmopeite emiong va
avaépete omoladNToTE avemBHUNTO GLUPAVTA GTOV KATOYXO TG AdELNG KUKAOPOPIaG
YPTCLLOTOIDVTOG T GTOLYELN EMKOVMVING 6TO TEAOG AVTOD TOL PVAAOL 0dNYIDV XPoMS, N LEG® TOV
€0vicov 6oGg CLGTNUATOG AVOPOPAS: {oToLyEln EBVIKOD GLGTNLATOG OVAPOPAS) .

8. Aocoloyia Yo ka0 €100, TPOTOS KU 0001 YOP1YNONS

Metd amo tn dddvon, yopnynote pio 66on 0,2 ml gufolriov avd 6pviba pe VTOdOPLL £vEST GTOV
Tpdynio N pia 66om 0,05 ml avd avyod pe in ovo €veon.

9. Oonyieg Yo ™) 6®GTI) YopRyNON

O odkog Tov epPoiiov TPEMEL va, aVaKIVEITOL T KOl GLYVA G€ OAN T OEPKELD TOV EUPOMAGLOV, Y10
Vo S10cQOAMOTEL OTL TO EUPOAOKO EVOLDPTILO TOPAPEVEL OLOLOYEVEG KOl OTL YOPNYEITOL O COGTOG
Tithog eUPoAIOKOD 100 (.., KOTA TN SLIPKELD LOKPOV EUPOALOCTIKMY TEPLOOMV).

Hposetowacio tov gufoiiov:
IIpénet va epoppdlovtar ot GuvHBEIS TPOPLAGEEIS aonyiog 6e OAEG TIG SLOOIKAGIES TPOETOLLAGIOG KOl
yoprynong. O yepiopdg Tov vYpol aldTov TPEMEL va dlevepyeital og Evav KaAd agpllopevo ympo.

1. Xpnoionomote S10AHTN Yo KLTTOPOEEAPTMUEVE EUPBOALD TTVAOV Y10, TV OVOGVGTACT].
IMo v vodoplaL yprion N avacHGTACT] TOL EUPOAIOD YIVETAL GOUE®VO LLE TOV TOPOKAT® TIVOKOL:

YdKog d10AvTY ApOpog TOV Quoiyymv gufolriov yio vTodopLa xpRon
Xdxog tov 400 ml Stohdn 1 @Votyyo mov mepiéyel 2000 doaelg
Xdxog tov 800 ml Stohdn 2 pbotyyec mov mepiEyovv 2000 ddoelg
Xdxog tov 800 ml Stohdn 1 @Votyyo mov mepiéyel 4000 dooelg
Xdxog tov 1200 ml draAdt 3 @Votyyeg mov mepiéyovv 2000 do6oe1g
Xdxog tov 1600 ml draAdt 4 pboryyec mov mepiEyovv 2000 ddoelg
Xdxog tov 1600 ml draAdt 2 pbotyyec mov mepiEyovv 4000 ddoelg

Orov avtd 0 Tpoldv avaperyvdetor e to Nobilis Rismavac, 8o pénet va dtaddovtat Kot to 600
otov 1010 odKo Stk pe Tov id1o Tpdmo (400 ml SraAvTn Yo kabe 2000 ddcelC Kat Twv 6Ho
nmpoidvtov 1 800 ml dtoAvt Yo kaBe 4000 d6GElg Kot TV 3OO TPOIOVTWV).

Mo v in ovo ypfion N avacHeTacT) TOL EUPOAOD YIVETOL GOLPMVO |IE TOV TOPOKATM VUKL

YdKog d10AvTY Ap1Opo6g TV guoiyywv gufolriov yia in ovo ypion
Xdxog tov 400 ml Stohdn 4 pboryyec mov mepiEyovv 2000 ddcelg
Xdxog tov 400 ml Stohdn 2 pbotyyec mov mepiEyovv 4000 ddcelg
Xdxog tov 800 ml Stohdn 8 @Votyyeg mov mepiéyovv 2000 do6oe1g
Xdxog tov 800 ml Stohdn 4 pboryyec mov mepiEyovv 4000 ddcelg
Xdxog tov 1200 ml draAdt 12 pvotyyeg mov mwepiéyovy 2000 doaelg
Xdxog tov 1200 ml draAdt 6 @Votyyeg mov mepiéyovv 4000 do6oe1g
Xdxog tov 1600 ml draAdt 16 pvotyyeg mov mwepiéyovy 2000 doaelg
Xdxog tov 1600 ml draAvt 8 @Votyyeg mov mepiéyovv 4000 d6oe1g

O dAvTng TPEMEL va etvat dtavyng, epuBpov YpOHOTOG, Yopig Ilnra Kot T oTyun TG avauéng
va Bpiocketan o Oepuokpacio dopatiov (15 °C — 25 °C).

2. Ipémel va oyedidlete v TpoeTolacio Tov pfoiiov mpy amd v £aymyn TV QLGTLYY®mV amd
70 VYPO GlmTo Ko vo viroroyilete amd pv tov akpiPn apBpd Tov euoiyywv epfoiiov Kot v
TOGOTNTA TOL SAVTN oL Ba ypelactel. Aev vtapyovv dtabéoipeg mAnpoeopies Yo Tov aptBud
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TOV 00CEWV ENAVM GTIS PUGLYYES LT amd TV e€aymyn| TOVG 0md TOV VTTOJ0YEN, ETGL TPETEL VUL
Aappdvete WOwitepn LEPLUVA Y10 VO SLOCPOAMGETE OTL ATOPELYETAL 1] OVAUIEN PLOTYY®V pE
SLopopeTIKd 0p1OUd dOGEMV Kot OTL YPTCLUOTOIEITOL O KOTAAANAOG SLHADTNG.

3. TIIpw avoacvpeTe TIG QUGLYYEG At TOV TEPLEKTN VYPOV 0{DTOV, TPOCGTATEVCTE TO, XEPLO LE YAVTLO,
QOPESTE POVYN LLE LOKPLHL LLOVIKLOL KO YPTOLUOTOOTE LAGKN TPOCHITOV 1) TPOSTUTEVTIK(L
YOOAMA. AQov Bydiete pia eOGLYYO Ao TOV LITOJOYEN, KPATNOTE T GTNV oAU TOV XEP1OV LE
TO YAVTL LOKPLE 0O TO GO KO TO TPOCMTO.

4. Otov avacvpete £vay DTOS0YEN PLGTYY®V OO TO KAVIGTPO TOV TEPLEKTT VYPOL aldTOoV,
tpoPrére €€ povo t(Tg) eootyya(eg) epfoiiov mov Ba ypnoiuomombei(ovv) apécmg.
Yuviotdton vo xelpileote To TOAD Emg 5 Quatyyeg (amd Evay VTodoyEa. Lovo) Kabe popd. Apov
aeopécete (TiG) POOLYYa(ES), TPEMEL VO, ETAVATOTOOETNGETE AUECHG TIG LTOAOITES PVGLYYES
€VTOG TOL KAVIGTPOV TOV TEPLEKTT VYPOV alMTOV.

5. Eemaymote 10 mepleyOuevo Tg(Ttav) evotyyag(wv) ypriyopa, Pubifovtac t ¢iotyya oe kabapo
vepo otovg 25 °C — 27 °C. Avadevate Nmia t(T15) pvotyya(eg) Yo va SlooTelpeTe T0
mepteyouevo. I'a v mpoctacio Twv KuTTapwV, elval onUovTiKd 10 TePEXOUEVO TG EVGLYYOC,
apécmG PeTd TV THEN TOV, VO OVAUELYVOETOL UE TOV SLIADTT).
2TEYVAOOTE TN PUGLYYO, GTY GUVEXELD CTTAGTE TOV AULULO TNG KOl TPOYWOPNOTE AUECWHS OTMG
TEPLYPAPETOL TAPUKAT®.

6. Avoppoonote amaAd TO TEPLEYOUEVO TG PUGLYYOG OE L0, ATOGTEPOUEVT GLPLYYA, GTNV OToio
éxete Tonobeoel Berdva 18G (gauge).

7. Ewodyete ) Perdvo HECO TOL TOUOTOG ELGYDPTONG TOV GAKOV TOV SOADTY Kot PLETH, 0pYa Kot

amoAd, TPocHEGTE TO TEPLEXOUEVO TNG GVPLYYAG GTOV SLHADTN. AvadenoTe OMOAG Kol OVTIGTPEYTE

ToV 60KO Yo va avoptyel to euforto. Avappoenote o PKpr TocdHTNTo 0md TOV GAKO TOL

SlAvTN 01N Svptyya Kot EemAvveTe T UGLYYO. MeTa@EpETE TO LTOAOITO TEPLEYOUEVO TNG

@Oo1YYyOg e amaléG KIVIOELS GTOV GAKO TOV SLoADTY.

Av amorteiton, emavardPete o fpata 6 Kot 7 yio emmAéov eUOYYEC.

ATOHOKPOVETE TN CVPLYYN KOl AVTIGTPEYTE TOV 0dK0 (6—8 popéc) Yo va avapydel To eufoito.

10. Topo to guforio givar £Too Tpog ypnon.

Metd amd v TpocHnKn ToL TEPLEYOUEVOV TG PVUGLYYOS GTOV SLOADTT, TO ETOUO TPOG (PNoN
TPO1oV glvar Eva dlawyEc, epuBpol YPMOUATOG EVEGILO EVOLDPTLLOL.

o >

‘E)eyyog opbng @oraéng:

IMao vo xotaotel epiktog 0 Eheyyog Tng opBNg GUAAENG Kl LETAPOPAS, 01 POGTYYES TPEMEL VO,
tonofeTovvTol avamodo VO TV TEPIEKTMV UE TO VYPd dlmTto. H gppdvion toywouévov
TEPLEYOUEVOV GTO AKPO TNG PUOLYYOS DITOONAMVEL OTL TO TEPIEYOLEVO EYEL LITOCTEL TAEN Ko Ogv TPEMEL
va ypnoporon0ei.

10. Xpovor avapoviig

Mnodév nuépec.

11. Ewwkég ouvOnikeg dratiipnong
Na pvrdcoetal o€ BEom, TNV onoia dev PAETOLY Kot dev Tpooeyyilovy Ta TALddL.

TTvkvo okedaopo: No pUAGCGETOL KOl VO LETAPEPETOL TNV KOTAWVEN evTOG LYPOoU aldTov (o€
Oeppokpaocio pkpotepn twv -140 °C).

AwAvmg: Na puAdocetal og Beppokpacio pkpotepn tov 30 °C.

[Tepiékmng: O mepéktng vYPOL alMTOL Vo PLAACGGETOL e acPdAiela o 0pbia Béom, o€ kabapo, 6TeYVO
Ko KaAd agptlOUEVO SMUATIO, LOKPLA At TOVG XDPOLS EKKOAOWNS/O0LAUOVE VEOGTGV.

Na pun xpnooToteital avtd To KTNVINTPIKO QUPUOKEVTIKO TPOTdV UETE TV nuepounvia ARENg mwov
avaypaeetol otny etikéta. H nuepounvia Anéemg ooumintel pe v teAevtaio nuépa Tov

GUYKEKPUEVOL U VOl
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Aldpketa {oNe HETA TV aVOGVOTOCT) COLPOVO LE TIG 0dNYiec: 2 dpeg.

12. Ewwkég mpo@urdiers amoppryng
Ta eapuaKo dev TPETEL VAL OTOPPITTOVTOL LECH TOV ADUATOV 1] TOV OIKIOK®OV OTOPANTOV.

XpNOOTOINOTE TPOYPAULOTO ETICTPOPNC PAPUAKOV Y10, TNV ATOPPIYN U1 XPNCLOTONOEVTOV
KTNVIOTPIKOV QOPLOKEVTIK®V TPOIOVIOV 1] GAL®Y DAK®V OV TPOEPYOVTOL OO T YPHOT TOVG
GOUQ®VA, LLE TIG TOTIKEC OMOLTNOELS KAl LLE TUYOV 1oYbovTa £B8ViIKA cvoTiaTo cvALoYNG. Ta pétpa
OUTE OTOGKOTTOVY GTIV TPOGTAGIO TOL TEPIPAAAOVTOC,.

Zvppovievbeite Tov kTNVioTpd GOG 1) TOV POPUOKOTOLO GOG Y10 TOV TPOTO ATOPPIYNG TOV
YPNOUOTOMOEVTOV QUPUAK®Y.
13. Ta&vépunon TOV KTNVIETPIKAV QUPUIKEVTIKOV TPOTIOVTMOV

Noa yopryeitar HOvVov e KTNVIOTPIKE GUVTAYT).

14. ApOpoi doc1og KOKLOQOPIOG KOl GVGKEVUGIEG
EU/2/24/315/001-002

Meyébn cvokevaociog:

1 pOoryya mov mepiéyxet 2000 1 4000 docets. Ot PUGTYYEG PVAACCOVTOL GE DTOJOYEN KOl
TPOCAPTNUEVOG GTOV VITOSOYEN EIVaL £VAG XPOHUOTIKG KOSKOTOMUEVOS GUVOETHPOG O OTO10G
avoypdoeet T 0601 (2000 66ce1c: cuvdeThpoc coudy ypdpatog kot 4000 d6celc: GuVIETHPAG KITptvoL
XPOUATOC).

Ydxog oaAv T tv 400 ml, odkog dtedvtn v 800 ml, cdkoc dtodvtn T@v 1200 ml 1§ odiog oAbt
v 1600 ml.

Mmopei va, unv KoKAo@opoHV OAEC 01 GLCKEVUGIEC.

15. Hpepopnvia teievtaiog avade®pnong Tov QUALOV 03NYIAOV YP1ONG
{MM/EEEE}

Agntopepeic TANPOQOPieg Y10 TO €V AOY® KTNVIATPIKO QOPLOKEVTIKO TPoidv eivar dtabécies ot
Baon dedopévav g EE yo ta ktnviatpikd tpoiovta (https://medicines.health.europa.cu/veterinary).

16. Xroyeio emkovoviog

Kdtoyog tne ddstog KUKAOQOPIoS Kot TOPAUCKELACTNC VITELOVVOC Y10 TNV OTTOOEGUELCT) TOV TOPTIOMV
KOl 6TOLYELD EMKOWVMVIOC YIOL TNV 0VAQOPd THOVOAOYOOLEVOV OVETIOOUNTOV EVEPYELDV:
Intervet International B.V., Wim de Korverstraat 35, 5831 AN Boxmeer, OM\ovoio

Belgié/Belgique/Belgien Lietuva
Tél/Tel: + 32 (0)2 370 94 01 Tel: + 37052196111
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Peny6auka boarapus
Ten: + 359 28193749

Ceska republika
Tel: +420 233 010 242

Danmark
TIf: + 45 44 82 42 00

Deutschland
Tel: + 49 (0)8945614100

Eesti
Tel: + 37052196111

EALGoo
TnA: + 30210 989 7452

Espaiia
Tel: +34 923 19 03 45

France
Tél: + 33 (0)241228383

Hrvatska
Tel: +3851 6611339

Ireland
Tel: + 353 (0) 1 2970220

Island
Simi: + 354 535 7000

Ttalia
Tel: +39 02 516861

Kvnpog
TnA: +30 210 989 7452

Latvija
Tel: + 37052196111

17. Alheg minpo@opisg

Luxembourg/Luxemburg
Tel/Tel: +32 (0)2 370 94 01

Magyarorszag
Tel.: +36 1 439 4597

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

Roménia
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) 12970220

To gpporto sivan vag KutrapoeEaptdpevos Lovtavig avasuvdvacuévog epmntoioc wodpvibag (HVT)
oL ekPpalel v F mpwteivn tov 100 (NDV) ¢ vocov tov Newcastle (Pevdomavdin) kat to
aVTLYOVO TNG GLHOGVYKOAANTIVIG TOL VtoTVTTOL HS TOL 100 NG Ypinng TV Ttnvav (AIV). To eufoiio
TpoKaiel evepyntikn avooio og dpvifeg katd g vocov Marek, tng vésov tov Newcastle
(Wevdomavding) kat tov vrdétvmov HS tov 100 g ypinng tov ntnvov. Etopévag, ta aviioopato
évavti tov MDYV, tov NDV kot tov ATV pmopodv vo aviyvevBodv petd amd tov euforlacud.

To otéheyog Tov guPoriov TePIEYEL TO YOVIOLO TOV KMOIKOTOIEL TNV TPMOTEIVI AUOGVYKOAANTIVIG TOV
100 TNE YPIING TOV TTNVAV, ETOUEVOC Elvar Suvatdv va yivel dtdxkpion peta&d epfoilacuévay Kot



HOAVGEVOV TTTNVAOV HECH P0G EUTOPLKE O100EGIUNG LY VOGTIKNG OOKIUNG TOL OviyVEDEL
OVTICOUOTO KATA TNG VOUKAEOTPMOTEIVIC.

2116 HEAETEG AMOTELECHATIKOTNTOG £XEL ¥ PNOLOTOMOEL TO GTEAEYOG TPOKANGTG TOV KUKAOPOPOVVTOG
KAGdov 2.3.4.4.b.

22



	ΠΕΡΙΛΗΨΗ ΤΩΝ ΧΑΡΑΚΤΗΡΙΣΤΙΚΩΝ ΤΟΥ ΠΡΟΪΟΝΤΟΣ
	ΠΑΡΑΡΤΗΜΑ ΙΙ
	A. ΕΠΙΣΗΜΑΝΣΗ
	B. ΦΥΛΛΟ ΟΔΗΓΙΩΝ ΧΡΗΣΗΣ

