ITAPAPTHMA 1

HNEPIAHYH TQN XAPAKTHPIZTIKQN TOY ITPOIONTOX



1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

BLUEVAC-3 evéolo evaidpnuo yio Tpofota Kot Boogidn

2.  MOIOTIKH KAI ITIOXOTIKH XYNOEXH
Kabe mL mepiéyet:
ApPOOTIKO GVGTATIKO:

16¢ tov katappoikov mpetod (Bluetongue virus, BTV), opdtunoc 3, otéheyog BTV-3/NET2023,
OLOPOVOTTOUNIEVOG .. vveevreeeeeeseseseeeesesessesesesessesesesessesesesesseseseses st esesessssesesesssseseseasasasesessaes 10%° CCIDs) *

* CCIDso: Molvopatikn 86om 50% kuttapikng KOAMEPYELOG 10000VauT LE TV apaimon Tpty and
TNV adPaVOToine.

AV0G0EVIGYVTIKES 0VOIES:

ATuminium hydrOXIide .......cccccveeieiiiieiieieieere ettt st e ettt e e ssaesnbeenseenseensaens 6 mg
Purified saponin (QUIL A) ....oocieiiieiiee ettt ettt ettt st enreenrees 0,05 mg
"Exdoya:

IMocoTikn 6vvOeon av oL TANpoPopics dVTES
gival oNUOVTIKES Y10 TN 66T LOPN YN o1 TOV
KTNVWTPLKOV QUPUIKEVTIKOV TPOTOVTOS

Iowotiki] 60vOEG EKOOYMV KOl GAL®OV
GVOTUTIKOV

Thiomersal 0,1 mg

Sodium chloride

Disodium phosphate

Potassium phosphate

Water for injections

A€gvKo6 1 AeLKO PodOYPOLY EVALDPTLLOL.

3. KAINIKEX MAHPO®OPIEXZ

3.1 Eion {oov

[Ip6Para ko foogtdn.

3.2  OgpomevTikég evosiEelg Yo ka0g gidog {Mov

péBara

T v evepynTiKi avocomoinon TV TPofATeV Le GKOTO TN LEIMON TNG opag, T BvnoudTnTa Kot
T0, KAMVIKG GUUTTOLOTA, TTOV TPOKAAOVVTAL 0t TOV 0pATLTO 3 TOL 10V TOV KOTAPPOIKOD TLPETOV.
Eykatdotaon avociog: 3 efoopddeg LeTd TV OAOKANP®OT] TOL 0pYLKoD EUPOMAGHOD.

Awgpkela avooiog: dev Exel eaxpiPm0et.

Booeidn




T v evepyn Tk avoconoinon Tmv Boostddv Ue GKOTO TN LEIWON TG Lopiag, EVOVTL TOL 0POTOTTOV
3 tov 100 TOV KOTOPPOiIKOD TVPETOV.

Eykatdotaon avociog: 3 Boopddeg LeTA TV OAOKANP®OT] TOL 0pYIKoD EUPOAMAGHOD.
Aldpkela ovociag: dev éxet eEaxptPodei.

3.3 Avrtevositeig

Koapia.

3.4 E101kéc mpoELdOTON|GELS

Na epfordlovtar pévo vy {oa.

Agv VITapyoVY TANPOPOPIEC GYETIKA UE TN Yp1ioN ToL eUPoriov oe opobetikd mpdPata kot fooEldn,
CUUTEPIAQUBOVOUEVOV OUTMV [E OVTICOLOTO UNTPIKNG TPOEAEVONG.

3.5 Iowitepeg mPoPUAAEEIS KATA TN Y p1joN

Idwaitepeg TPOQLAGEELS Yo TV 0o@aAn ypron oto £idn (owv:
Agv 1oyVeL.

Idwitepec TpoLAGEELC TOL TPEmeL va AapuBdvovTal amd To ATOUO TOL YOPNYEL TO KTNVINTPIKO
QOPUOKEVTIKO TPOidV og (ha:

e mepinton mov kKot AdBog Kavete 0vToéveon, va avalnTioete auéomg 1aTpikn Pordeta Kot va
emdei&eTe OTOV 10TPO TO ECMOKAEIGTO PVAAO OOMYLDV YPNOEWMS 1| TNV ETIKETO TOL PUPLOKEVTIKOV
TPOIOVTOC.

[dwaitepeg TPOQLAGEELS Y10 TNV TPOCTAGIO TOV TEPPAAAOVTOC:
Agv 16y0eL.

3.6 AvemOopuntao copfavra

péBara:
[ToAv cuyva E&oidnon 1o onueio éveong!
(>1 Lo / 10 vrd Bepancio Loa): OLida oo onueio éveong?
Xuyva
(1 émg 10 oa / 100 vd Bepameia Avénuévn Oeppokpascio’
{oa):
[ToAv ondvia Andrewn 6pedng
(<1 o / 10.000 vro6 Bepancia {oa, Avtidpaon vepevacinsios
GUUTEPIAAUPAVOLEVDV TWV
LELOVOLIEVOVY OVAPOPDV):

'Avdduvo, pe Sidpetpo éog 4 cm, Sidpkelo £og kat 9 nuépeg, petatpémetar o olidio.
2Avdduvo, pe Siapetpo £mc 4 cm, vroywpel evtog 14 nuepdv.
YBwg kot kotd 1 °C, yio €0¢ kat 72 dpeg,.

Booson:

[ToAv cuyva E&oidnon oto onueio éveong !
(>1 oo / 10 vrd Bepancio (ma): O(id1a 670 onpeio £veong 2




ravia

. ;3
(1 £oc 10 Gha / 10.000 v6 Ocporeia Lbo) Avgnuévn Beppokpacia

[ToAb omévia
(< 1 Ldo / 10.000 vmd Oepamcio (oo, | Amdrero dpeéng

ocoumeptlopupavopéveoy TV pepovouévav | Avtidpaomn vrepevatsnoiog
aVaPOPOV)

'Avdduvo, pe dduetpo £og 9 cm, didpketa £m¢ kar 6 Nuépeg, petatpénetal og oLidio.
2Avddvvo, pe dtapetpo amd 0,5 £mg kar 9 cm, vroywpei evtog 21 nuepdv 610 25% TV (Hmv.
YBwg xon kotd 1 °C, yio émg kat 24 dpec.

H avagopd avemBountov coppdviov eivar onuavtikn. Exitpénet tn cuveyn mopoakolovdnon g
UOQUAELNG EVOG KTNVIOTPIKOD QAPUAKEVLTIKOD TPoiovTog. Ol avapopic TPETEL VO OMOCTELAOVTAL, KOTA
TPOTIUNOT LECH KTNVIATPOV, E(TE GTOV KATOYO TNG AOELNG KUKAOQOPING EiTE GTNV €BVIKN apurodia
apy” LEC® TOV €BVIKOD GLUGTAATOG AVAPOPAS. AvatpéEte 6TO POALO 0ONYLOVY YPTONC YOl TO
avTiocTor o oTolyeln EMKOVOVING.

3.7 Xpion katd TNV KONG61), TN YorAov)ia 1] TNV MOTOKIM

Konon:
Mmropei va ypnoiporomn el katd tn didpkeia Tng KOMong o€ tpofativeg Kot ayeAAdes.

TaAovyia:
H ypnion tov gppoiriov o mpoPativeg ko ayelddeg Kot T YoAovyic 6V aVOUEVETOL VO EYEL OPVITIKN
EMOPOOTN OTNV TOPAYMYT YAAUKTOG,

Tovwomron
H aocopddea tov epPorinv dev €xel tekunpiodel oe apoevid (Oo avamapoy®yns. € aVTNV TNV

katnyopia (dwv to epPorto Ba mpémet va yopryeitar povo pe Béon v alohdynon g oxéong
0PEALOVC-KIVOHVOL ammd TOV appOd1o KTNVINTPOo 1/Kal TiG E0VIKES apyEG TOL Elval OpUOSIEG Yo TIG
1OYVOVGEC TOAMTIKESG EUPOAACHOV KATA TOV 100 TOV KoToppoikov tupetod (BTV).

3.8 Alniemiopaon pe ALY QUPUOKEVTIKA TPOTOVTO KAl AALES HOPPES UAMAETTIOPAGTG

Agv VIapYoVV TANPOPOPIES OYETIKA LLE TNV OCQAAELD KO TNV ATOTEAEGLLATIKOTNTO OO TN XPNON TOV
gV AOY® gufoAiov pe 0mo10dNToTE GANO KTNVINTPIKO Pdpuaxo. H amdgacm yio T xopnynon tov v
AOY® epforiov mpiv amd 1 HETA TN XOPTYNOT OTOLOVINTOTE AAALOV KTIVIATPIKOV POPUAKOL, TPETEL VOL
Aoppdveton katd mepinToon.

3.9 Oodoi yopriynong ko d0coroyio

AvVoKIVAGTE KOAG TPV ato TN 1PNoN. ATOPOYETE TNV TOALUTAN O1AVOIEN TOV PLoALdion. AToEOYETE
TNV EMUOAVVGT TOL TEPLEYOUEVOV.

Ymodopia yprion.
Apykég epforiracpog

IIpoBata amd TNV nAKIo TOV 2 Unvav:

Xopnyeite 600 do6oelg v 2 mL vroddpia pe Stapopd 3 foopddmy.

Boosgidn amd tnv niAkio tov 2 unvav:

Xopnyeite 600 do6oelg Twv 4 mL vroddpia pe Stapopd 3 foopadmy.

Eravainntikog pfoiracpog



Agv éxet eokplPwbet.
3.10 ZopmrtOpeTe VTEPIOGOA0YINS (KOl KATA TEPITTMGT, PETPA UAVTIHETMOTLONG KOL AVTIOO0TA)

Metd and yoprynon during 06ong, dev mapatnpnonkoy avemBdunta couPdvro tépa amd avTd OV
meptyphenkay otnv evotnta 3.6.

3.11 Ewdwoi wepropiopoi ypriong Kot E01KES 6vvONKeg (pfions, copmeprtiopufavopéveov
TEPLOPLOUAOV GTI] YP1GT] OVTLKPOPLOKAOV KAl OVTITUPUGLTIKAOV KTNVIITPLKOV
POUPRUKEVTIKAV TPOTOVIOV TPOKELUEVOV VO TEPLOPLOTEL 0 KIVOVVOS UVATTLENG AVTOYNS

Onoocdnmote TPoTibeTal Vo TAPUCKEVAGEL, VO EIGOYAYEL VO £XEL GTNV KOTOYT TOV, VO, SIVEILEL, VOl

TOAMOEL, Vo SI0BECEL KOl VAL YPTCULOTOGEL AVTO TO KTNVIATPIKO QUPUAKEVTIKO TPOTOV, DITOYPEOVTOL

va {ntioet ) yvoun g apuodag opyng Tov otkeiov KPAToug LEAOVG GYETIKA LE TIG IOYVOVGES

TOATIKEG EUPOALOGUOD, KOODS OVTEG 01 dPAGTNPLOTNTEG UITOPEL VO OTOyOpeEDOVTOL GE OAGKANPN 1

UEPOG TNG EMKPATELNG TOV KPATOVE UEAOVE COUPOVA LE TNV €BVIKT TOV vouobesia.

3.12 Xpoévor avopovig

Mndév nuépeg.

4. ANOZOAOTI'IKEZ TAHPO®OPIEX
4.1 Komowkiég ATCvet: QI04AA02

IMo v TpodOnomn tng evepynTIKNAG vociag KOTd TOL 0pOTLIOL 3 TOL 100 TOL KATAPPOTKOD TUPETOV.

5. ®APMAKEYTIKA XTOIXEIA

5.1 Kuopieg aocoppatotnreg

Noa pnv avoperyvoetat pe QA0 KTNVILTPIKO GAPLOKO.
5.2 Awpkero (ong

Augpxeta {ong ToL KTNVIATPIKOL QApUAKELTIKOD TpoiovTog: 18 punves.
Avdpxera {ong petd 1o TpdTo dvoryua Tov auecov teptékt: 10 dpec.

5.3 Iowitepeg mpo@uAGEELS KaTE TN OVAXEN TOV TPOiIGVTOG
Na puAdooetor Kot vo petapépetot og yoyeio (2 °C — 8 °C).

No punv Katoyvyetol.

No puAGcoETOL TPOSTATEVUEVO OO TO POC.

5.4 ®von ko 6OUVOEST TNS GTOLYELDOOVS CVCKEVUGING

Duareg Twv 52 mL, 100 mL v 252 mL and moivarbuAiévio vyning nokvotntag (HDPE) pe nopo
Bpopopfovturiov Kot cepdyion aAovpviov.

Yvokevaocio:

Xaptvo kouti pe 1 1dAn mov wepiéyel 52 mL
Xdaptivo kovuti pe 1 erain mov mepiéyet 100 mL
Xdaptwo kovuti pe 1 erain mov mepiéyet 252 mL

Mmropei vo, unv KuKAOPOPOLV OAEG Ol GUGKEVAGIES.



5.5 E0wkég mpo@uAaEELS amdppyng vOg Ui Y PGLHOTOIN0EVTOG KTVIATPIKOD QUPUOKEVTIKOD
TTPOIOVTOG 1] GALOV VAIKOV TTOV TPOEPYOVTUL OO T1) Y P1)G1] TOL TPOIOGVTOS, AV VAP OVY

Ta eappoko dev TPEMEL VOL ATOPPITTOVIOL HECH TOV AVUAT®V 1 TOV OIKIOKOV OTOPANTOV.
XPpNOOTOINOTE TPOYPAULOTO ETICTPOPNC PAPUAK®OV Y10, TNV ATOPPIYN U1 XPNCLOTOMOEVTOV
KTNVIOTPIK®OV POPUUKEVTIKGV TPOIOVI®MV 1 GAL®Y DAIK®OV OV TPOEPYOVTOL Amd TN P11 TOVS
GUUPMOVO, [LE TIG TOTIKES ATOITNOEL KOt LE TUYOV EBVIKA CLGTILLOTO GLAAOYNG TOV 1GYVOVV Y1d TA
GYETIKA KTNVINTPIKE QAPLOKEVTIKA TPOTOVTO.

6. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

CZ Vaccines S.A.U.

7. APIOMOZ(0OI) AAEIAX KYKAO®OPIAX

EU/2/24/331/001-003

8. HMEPOMHNIA NPQTHX EIKPIXHX

Huepounvia Ing éyxpiong: 20/02/2025.

9. HMEPOMHNIA TEAEYTAIAX ANAGEQPHXHX THX IEPIAHYHX TQN
XAPAKTHPIZTIKQN TOY ITIPOIONTOX

{MM/EEEE}

EZEAIPETIKEY IEPIXTAYEIY:

H dde1a kukhlogpopiag yopnyeital yio meplopiopévn ayopd Kat, g €k ToLTOV, 1) a&loAdynon Pacileton
G€ TPOCUPHOCUEVES AMOLTHGEL OGOV aPOPd TNV TEKUNPIoT. Adym EAMAEWYNG OAOKANPOUEVEY
dedoUEV@V Yo TNV TOLOTNTA, TV AGPAAELD KOL TV OTOTEAECUOTIKOTNTA, £XEL TPOYLLOTOTONOEL Vo
TEPLOPIOUEV AELOAGYTON TNG TOLOTNTOC, TNG OCPUAELNG KO TNG OMOTEAECUATIKOTNTOG,

10. TAZEINOMHXIH TOQN KTHNIATPIKQN ®APMAKEYTIKQN ITPOIONTOQN
Na yopryeitar HOVoV e KINVIOTPIKT GUVTAYT).

Aentopepeic TANPOoQOpieg Y10 TO €V AOY® KTNVIATPIKO QOPLOKEVTIKO TPoidv eivar dtabéoiec otn faon
dedopévarv g EE yua ta ktnviatpikd tpoidvta (https://medicines.health.europa.eu/veterinary).



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

ITAPAPTHMA II

AAAOI OPOI KAI ATAITHZEIX THX AAEIAY KYKAO®OPIAX



AAAOI OPOI KAI ATAITHZEIX THX AAEIAY KYKAO®OPIAX

EIAIKH YIHOXPEQXH OAOKAHPQXHYX METEI'KPITIKQN METPQN I'TA THN AAEIA
KYKAO®OPIAX YIIO EEAIPETIKEX IIEPIXTAXEIX

Agdopévov OtL avty| ivor pia £ykpiomn v eEaPETIKEG TEPIOTAGELS, COUP®VA LE TO dpBpo 25 Tov
Koavoviopot (EK) apif. 2019/6, o KAK opeilel va AaPet ta akdlovba pétpa, eviog Tov
TPOPAETOUEVOD YPOVOSLOYPAUUATOC:

Heprypaoi) Kotoinktiki
npepopnvia
To amoTeAEGHOTO TOV HELETMOV GTAOEPOTNTOG GE TPAYLOTIKO YPOVO Y10, TO Ampiiiog

eUPOMoO , yia €wg kot 27 piveg Ba mpénetl va mapéyovtol Tpog emPePainon g 2027
oniwong ddpketag (g 2 etdv. Tuyov mapékkAion amd Tig mpodiaypapss Ha
npénel va, kowvorom el apéomg otov Euponaikd Opyaviopd Gapudkamv.

To amotehécpato Tov HEAETOV 0TafepOTNTOS Yia TN OpaoTiky ovsio (BTV-3 Noéuppiog
avtry6vo) Ba mpémel va mapéxovol Tpog emPePaionon e dNAmong didpkelag 2026
Long, Yo émg kot 24 punveg. Toyxdv TapékkAion omd Tic TpodiaypapEg Oa mpénet
va, kowvoron0el apésme otov Evpomaikd Opyavioud Ooapudkov.

Extog and T1g VOUIKES OTOUTOELS TOV EQOPLOLOVTOL OTIC OVAPOPEG TMV Yentéppprog
aveTBOUNTOV GUUPAVTOV, 0 QITAOV LTOYPEOVTAL VO TOPUKOAOLOET Kot Vol 2025
a&oroyet e101kdS Ta eENG MBavOLOYOULEVO AVETIBOUNTA GVUPAVTO: EMTTOCELG
TNV TOPAY®YN YOAAKTOC TV BOOEIOMV.

Ba pémet vo ekmovn el LEAETT GYETIKA LE TN SLUPKELN 0vOGiog oTa TpORoTa Tavovdpiog
Kol To Boogldn ko Ba Tpémetl va TapEyovtol dES0UEVE aUECcHOE LOMG KatacTovy | 2027
drabéopa.




ITAPAPTHMA 111

ENNIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX



A. EINIIXHMANXH

10



IHHAHPO®OPIEX ITIOY IIPEITEI NA ANAI'PA®ONTAI XTHN EZEQTEPIKH
XYXKEYAXIA

Xaptivo kovuti (52 mL, 100 mL and 252 mL)

1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

BLUEVAC-3 evéoyio evaumpno

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

Ka&0e mL mepiéyet:

16¢ tov katappoikon Tupetod (Bluetongue virus, BTV), opdtunog 3, otéheyog BTV-3/NET2023,
OLOPOVOTTOUNHEVOG .. vvrereveteeeeeeseseeesesesessseseseseesesesesses et et esssesesesssesesenessesesesseseseseneesasesesnans 1055 CCIDs *

*  CCIDso: Molvopatikn d6om 50% kuTtapikng KOAMEPYELOG 10000VAUT LE TNV 0paimon TPy arnd
TNV adpovoToinon

3. YYXKEYAXIA

52 mL
100 mL
252 mL

| 4. EIAOX(H) ZQOY(QN)

[IpoPara ko Boogtdn.

| 5. ENAEIZEIZ

‘ 6. OAOI XOPHI'HXHX

Ymodopia ypnon.

7. XPONOI ANAMONHX

Xpovog avapovig: Undév nuépec.

‘ 8. HMEPOMHNIA AHEHX

Exp. {up/ecee}
Metd to mpdTo dvorypa, ypron evioc 10 mpmv.

‘ 9. EIAIKEYX XYNOHKEX AIATHPHXHX

Na @UAACCETOL KoL VO LETOPEPETUL GE YVYETLO.

11



No punv Katonyvyetol.
Noa @UAACCETOL TPOSTATEVUEVO OTTO TO POC.

‘ 10. OI AEZEIX «<AIABAXTE TO ®YAAO OAHI'TQN XPHXHX ITPIN AITIO TH XPHXH»

AwBdote T0 PUALO 0NV YPAONG TPV O T YPNOT).

‘ 11. OI AEZEIX «AIIOKAEIXTIKA I'TA KTHNIATPIKH XPHXH»

ATOKAEIOTIKA Y10 KTNVIOTPIKT XP1ON.

12. OI AEZEIX «<NA ®YAAXXETAI XE OEXH, THN OIIOIA AEN BAEITIOYN KAI AEN
NNPOXEITIZOYN TA ITAIAIA»

Na pvidooetal o€ BEom, TV onoia dev PAETOLY Kot dev Tpooeyyilovv Ta TAldd.

13. ONOMA TOY KATOXOY THX AAETAY KYKAO®OPIAX

CZ Vaccines S.A.U.

14. APIOMOI AAETAY KYKAO®OPIAX

EU/2/24/331/001
EU/2/24/331/002
EU/2/24/331/003

‘ 15. APIOMOZX ITAPTIAAX

Lot {apBuoc}

12



HHAHPO®OPIEX ITIOY IPEITEI NA ANAI'PA®ONTAI XTH XTOIXEIQAH
XYXKEYAXIA

@i Tov 52 mL, 100 mL ko 252 mL

1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

BLUEVAC-3 evéoyio evoumpno

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

Ka&0e mL mepiéyet:

16¢ tov katappoikon Tupetod (Bluetongue virus, BTV), opdtunog 3, otéheyog BTV-3/NET2023,
OLOPOVOTLOUNHEVOG .. veveeeveveeeeeeseseesesesesesseseseseseesesesesssesesesssesesesssesesenessesesessssesesenssaseseneaes 1055 CCIDs *

*  CCIDso: Molvopatikn 86om 50% kuttapiknig KOAMEPYELOG 10000V LE TNV 0paimon TPy and
™V adpovomoinon

| 3. EIAOX(H) ZQOY(QN)

[Ipo6Para ko foogidn.

‘ 4. OAOI XOPHI'HXHX

SC
AwBdote 10 PUALO 0NV YPAONG TPV OO TN YPNOT).

| 5.  XPONOI ANAMONHX

Xpovog avapovig: Undév nUEPEC.

‘ 6. HMEPOMHNIA AHEHX

Exp. {uweeee}
Metd to mpaTo dvorypa, yprion eviog 10 mpmv.

‘ 7. EIAIKEYX XYNOHKEX AIATHPHXHX

No @UAACCETOL KOl VO LETOPEPETUL GE YVYETLO.
Noa punv katoyvyetol.
Na pUAACCETAL TPOGTOTEVUEVO OO TO POC.

8. ONOMA TOY KATOXOY THX AAETAY KYKAO®OPIAX

CZ Vaccines S.A.U.

13



‘ 9. APIOMOZX ITAPTIAAX

Lot {apBuoc}

14



B. PYAAO OAHI'TQN XPHXHX

15



OYAAO OAHI'IQN XPHXHX

1. Ovopacio ToOV KTNVIITPIKOD QUPUIKEVTIKOD TPOIOVTOg

BLUEVAC-3 evéoyo evaumpnua yio tpdpata kot foogidn

2. 2ovleon
Kabe mL mepiéyet:
APOOTIKO GVGTATIKO:

16¢ tov katappoikov mopetod (Bluetongue virus, BTV), opdtunoc 3, otéheyog BTV-3/NET2023,
OUTTEVEDYOTLOUNIEVOC +.vevevevrereeresesesssesessssesesesessesesesesssesesessesasesssssesesesesesesesssesssenssesessnens 1055 CCIDs *

* CCIDso: Molvopatikn 86om 50% kuttapikng KOAMEPYELOG 10000VauN LE TNV apaimon Tpty and
TNV adpovoToinon

AV0GOEVIGYVTIKEG 0VOIES:

ATuminium RYATOXIAE ......ccveerieiiieiiiecieieee ettt ettt e ettt e e sstesnseenseenseesaens 6 mg
Purified saponin (QUIL A) ....occieeiieiieieeectee ettt ettt st sttt s enneenreenreen 0,05 mg
"Exdoya:

011000 1S 67 | DO OO RTRRN 0,1 mg

Agvkd 1 Aevkd podOYPOLY EVOILDPTLLOL.

3. Eion loov

IIpoPata kot fooetdn.

4. OepamevTiKég EVOEIEEIQ

péBara

IMa v evepyntikn avocomoinon Tv TpoPatov pe okomo T peimon g wipiog, T Bvnootnta Kot
T, KAMVIKG GUUTTOLOTA, TTOV TPOKAAOVVTAL 0t TOV 0pATLO 3 TOL 10V TOV KATAPPOIKOD TUPETO.
Eykatdotaon avociog: 3 eBoopddeg LeT TV OAOKANP®OT] TOL 0pYLKoD eUPOAMAGHOD.

Aldpkela avociag: dev éxet eEaxptPobei.

Boogidn
T v evepyn Tk avocomoinon Tmv Boostddv Le GKOTO TN LEIMON TG oG, EVOVTL TOL 0POTOTTOV

3 tov 100 TOV KOTAPPOiKoD TVPETOV.
Eykatdotaon avooiog: 3 BSopddec LETA TV OAOKATIPOGT TOL 0pYLKOV EUPOALAGHOD.

Awgpkela avooiog: dev Exel eaxpiPmOet.

5. Avtevoeigeag

16



Koapdia.

6. E101kéc mpoE1domonoels

Ewwéc mposdonomosic:
Na gpportdlovtar pévo vy Coa.

Agv vTapyovV TANPOPOPIEC GYETIKA LE T Yp1ion ToL euPoriov oe opobetid mpdPata kot foogldn,
GUUTEPTAQUPOVOUEV®Y OVTOV LE OVTICMUOTO UNTPIKNG TPOEAELONG.

Idwaitepec TPo@LAGEELS Y10 TNV ac@aAn ypnion oto £idn Lhwv:
Agv 16y0eL.

[Swiitepeg TpoEuAdéelc mov tpénet vo AouBdvovtatl amd To GTOUo TOL YOPNYEL TO KINVINTPLKO
QOPUAKEVTIKO TTPOTOV og {Da:

e mepinton mov kot AdBog Kavete 0vToéveon, va avalntioete auéowg aTpikn Pordeta Kot va
emOei&ete 6TOV 10TPO TO EGOKAEITTO PUALO 0ONYIDV ¥PNGEMG 1 TNV ETIKETO, TOL POPUOKEVTIKOD
TPOIOVTOC.

Eyxvpocivn:
Mmropei va ypnoiporomn el katd tn Sidpkeia Tng KOMong o€ tpofativeg Ko ayeAAdes.

TaAovyia:
H ypniion tov epforiov oe mpoPativec kot ayeAddeg KOTA T YOAOUYIO OEV OVOLEVETOL VO EXEL OPVITIKY

eMIOPACT] GTNV TOPAY®Y YOAAKTOC,

Tovwomro:
H aocopddea tov epPorinv dev €xel tekunplobdel oe apoevid {Oo avamapoy®yns. € aVTNV TNV

katnyopia {dwv 1o epPoio Ba mpémet va yopnyeitol povo pe Paomn v a&loAdynon g oyéong
0PEALOVC-KIVODVOL amd TOV apudd1o KTviaTpo 1/kal Tig e0viKEG apyéc TOL glval apUOdIES Yol TIg
1GYVOVOEG TOAMTIKEG EUPOAMAGHLOD KATA TOV 100 TOL Katappoikod mupetov (BTV).

AlMnAenidpaon pe GAAL QOPLOKEVTIKA TPOTOVTA KOl AALEG HOPPES aAANAETIOpAOTC:

Agv VIAPYOVY TANPOPOPIES OYETIKA LLE TNV OCPAAELD KOl TNV ATOTEAEGLATIKOTNTO OO TN XPNON TOV
gv AOY® gpfoliov pe 0mo10dNToTE GALO KTNVINTPIKO Pdppoko. H armdeaon yuo ) xopiynomn tov v
AOY® epforiov Tpiy amd 1 HETA TN YOPTYNOT OTOIOVINTOTE GAAOV KTIVINTPIKOV POPUAKOL, TPETEL VO,
AapPavetar kotd mepinTmon.

Ynepdocoroyia:
Metd and yoprynon duming 06ong, dev mapatnpnonkoy avemBdunta couPdvra tépa amd avTd OV

TEPLYPAPNKAY GTNV EVOTNTO «AVETIBOUNTO GLUPEVTOY.

Ewwoti mepropiopoi ypiong kot e1dkég cuvOnkeg yprong:

Onoltocdnmote TPoTibeTon Vo TAPUCKEVAGEL, VO EIGAYAYEL, VO £XEL GTNV KOTOYN TOV, VO SIAVEILEL, VOl
TOANCEL, VO SL0BEGEL KO VO, YPNGILOTOMGEL OLTO TO KTNVINTPIKO QAPLOKEVTIKO TPOoidV, vIoypeohTal
va (NTAoEL TN YVOUT TNG APLOSLOG apyYNS TOV OIKEIOD KPATOVG LEAOVC GYETIKA LE TIC LOYVOVGEG
TOMTIKEG EPPOALOG OV, KAODS AVTEG O1 dPACTNPLOTNTEG UITOPEL VO AOyopedOVTOL GE OAOKANPN 1
UEPOC TNG EMKPATELNG TOL KPATOVE HEAOVG COLP®VA LE TNV €BVIKT TOV vopobesia.

Kvpiec acvpfatdreg:
No unv avoperyvoeTal PHe GAAO KTNVIATPIKO PAPUAKO.

7. AvemOdpunta cvppavra
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IIpo6Bara

[ToAv cuyva (>1 (oo / 10 vrd Bepancio {ma):

E&oidnon oto onueio éveong !

OCida 6T onpsio éveonc 2

Suyva (1 éog 10 {oa / 100 vd Bepomeio (da):

AvEnpévn Bepuoxpacio’

Mo ondvia (<1 o / 10.000 vrd Bepameia (Do, COUTEPILAUPAVOUEVOVY TOV LEUOVOUEVOV
avVaPOPOV):

Anwrela 6peéng

Avtidpaomn vrepevatsnoiog

'Avdduvo, pe dduetpo £og 4 cm, didpketa £mg ko 9 nuépeg, petarpénetal og oLidio.
ZAvdduvo, pe d1apetpo £mg 4 cm, vroympei evtog 14 nuepdv.
YBwg ko kotd 1 °C, yio éog kat 72 dpeg.

Booson:

IToAv cuyva (>1 {do / 10 vrd Bepaneio {ma):

E&oidnon oto onueio éveong !
OCidio ot0 onpeio éveong 2

Yravio (1 €og 10 {oa / 10.000 vio Oepaneio {ha)

AvEnpévn Bepuoxpacio’

IToAv omavie, (< 1 Lwo / 10.000 vd Oepameion (Do, CLUTEPIAAUPAVOUEVOY TOV UEUOVOUEV®V
avVapopPOV)

Andhero 6peéng
Avtidpaomn vrepevatsnoiog

'Avdduvo, pe dduetpo £og 9 cm, didpketa £mg kar 6 Nuépes, petarpénetal og oLidio.
2Avhdvvo, pe dtapetpo amd 0,5 £og kar 9 cm, vroywpei evtog 21 nuepdv 610 25% TV (HmV.
YBwg kot kotd 1 °C, yio €0¢ kat 24 dpeg,.

H avapopd averBountov cuoppdviov sivoar onupovtikni. Emttpénet ) cvveyn topakoilovdnon g
aoQAAELNG EVOG TTPOTOVTOC. EQV Topatnprioete 0mTol00MmoTE OvemBUUNTY EVEPYELD, QKOO KO OV OEV
AVAPEPETOL GTO ECAOKAEIGTO GVALO 0ONYIDV YPNONG, 1 AUPIPAALETE Y10 TNV ATOTEAEGLLOTIKOTITO TOV
QOPUAKOV, TAPOKAAEIGOE VO ETIKOIVOVINGETE, KATAPYAGS, LE TOV KTNVIaTpO coc. Mmopeite emiong va
OVOQEPETE OTOLOONTOTE AVETOVUNTO GVUPAVTO GTOV KATOYO TNG AdEL0G KUKAOPOPIOG 1| GTOV TOTIKO
OVTITPOGHOTO TOV KUTOHYOL TNG AOELNG KUKAOPOPING YPNCULOTOIMVTUS T GTOLXELN EMKOIVOVING GTO
TEAOG VTOV TOL PVALOL 0O YLDV YPNIONG, N LECH TOL EBVIKOD GOG CLGTILATOS avaPopds: {oTotyeia
€0VIKOO GLGTANATOG AVOPOPAC}

8. Aocoloyia Yo kKG0g €id0g, TPOTOS Kol 0001 Yopnynong
Yrodopia yprion.

Apywkég epforiacpog

IIpoBata amd TNV nAKio TOV 2 unvov:
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Xopnyeite 600 06c¢1g TV 2 mL vtodopia pe dtapopd 3 fdopddmy.

Boog1dn and tnv nikio Tov 2 unvav:

Xopnyeite 600 06c¢1g TV 4 mL vtodopia pe dtapopd 3 fdopddmy.
Enravainntikog pfoiracpog

Agv éxet eokppwbet.

9. Odonyieg Yo T 6T Lopiynon

AvVOKIVAOTE KOAG TPV Ao T YpNoN. ATOPUYETE TNV TOAAUTAR S14vOIEN TOV PloALdion. ATopihyeTE
TNV EMUOAVVOT] TOL TEPLEYOUEVOU.

10. Xpdvor avapoviig

Mndév nuépeg.

11. EIAIKEX YXYNOHKEX AIATHPHXHX

Na puAdooetor o 0éom, TV onoia dev PAETOLY Ko dev Tpoceyyilovv Ta Tad1d.

Na euAdooetorl Kot vo petapépetorl o yoyeio (2 °C — 8 °C).

Noa punv katoyvyetol.

Noa puAAcoETAL TPOGTOTEVUEVO OO TO POC.

Noa pn xpnoipomoteital antd 10 KTNVIATPIKO QOPUOKEVTIKO TPOIOV LETA amd TNV Nuepounvia ANENG
OV OVOLYPAPETOL GTNV ETIKETO/GTO KOLTi petd v évoelén «Exp.». H nuepounvia Anéemg cvpmintet

LE TNV TEAELTOIO NUEPH TOL GUYKEKPIUEVOL UV,

Avgpxera {ong petd 1o TpdTo dvorypa Tov auecov teptékt: 10 dpeg.

12. Ewwkég mpo@uracers amoppryng

Ta pappoko dev TPEMEL VOL ATOPPITTOVTOL HECH TOV AVUATMV 1 TOV OIKIOKOV OTOPANTOV.
Xp1MCILOTOGTE TPOYPAUUATO, ETIGTPOPNS POAPUAK®V YL TV OTOPPIYT U1 XPNOOTONOEVT®DV
KTNVIOTPIK®V POPUUKEVTIKOV TPOIOVI®V 1 GAL®Y DAIK®OV OV TPOEPYOVTOL Amd TN P11 TOVG
GOUQ®VA, LLE TIG TOTIKEC OTOLTNGELS KAl LLE TUYOV 1oYbovTa £B8ViKA cuoTiato cvALoYNG. Ta pétpa
OVTA ATOCKOTOVV GTNV TPOGTAGia TOV TEPIPAALOVTOC.

13. Ta&vépnon TOV KTNVITPIKOV QUPRIKEVTIKOV TPOIOVTMV

Na yopryeital LOvov e KTNVIOTPIKT GLVTAYY.

14. Ap1Opoi o105 KUKAOQPOPIOS KUl GUGKEVUGIEG
EU/2/24/331/001-003
2VoKELOCTN:
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Xaptivo kouti pe 1 p1dAn mov mepéyel 52 mL
Xaptvo kouti pe 1 prdAn mov mepéyet 100 mL
Xdaptvo kovuti pe 1 eiaAn mov mepi€yet 252 mL

Mmopel va, unv KokAo@opoOV OAEC 01 GLCKEVUGIEG.

15. Hpepounvia tedevtaiog avaBe@pnong Tov GUALOV 00NYIAOV YPNGNS
{MM/EEEE}

Aentopepeic TANPOoQOPieg Y10 TO €V AOY® KTNVIATPIKO QOPLOKEVTIKO TPoidv eivar dtafécies ot
Bdon dedopévev g EE yia ta ktnviatpkd tpoidvra (https:/medicines.health.europa.eu/veterinary).

16. Xroyeio emxovoviog

Kéroyoc tne ddsiag kukAo@opiac Kot TopacKeLASTNE VTELOVVOC Y10 TNV OTOOEGUEVGT) TOV TAPTIOWV:

CZ Vaccines S.A.U.

A Relva s/n — Torneiros
36410 O Porrifio
Pontevedra

Iomavia

Tomkol ovIUTPOCMTOL KOl GTOLYEI0 EMKOWVAOVINC Y10, TNV 0vVopopd TOavoLoyOOLEVEOV avETIOOUNTWOV
EVEPYELDV:

Belgié/Belgique/Belgien Ceska republika
Kernfarm B.V. Ceva Animal Health Slovakia S.r.o.
De Corridor 14D 3621 ZB Prievozska 5434/6a, 821 09
Breukelen Bratislava
Nederland/Pays-Bas/Niederlande Slovenska republika

Tel: +31 (0) 346 785 139 Tel: +421 918975177
CZ Vaccines S.A.U. CZ Vaccines S.A.U.

A Relva s/n — Torneiros A Relva s/n — Torneiros
36410 O Porrifio 36410 O Porrifio
Pontevedra Pontevedra
Spanje/Espagne/Spanien Spanélsko

Tél: +34 986 330 400 Tel: +34 986 330 400
Magyarorszag Danmark
Ceva-Phylaxia Zrt. Ceva Animal Health A/S
Szallas Utca 5, 1107 Porschevej 12 — 7100
Budapest X Vejle

Magyarorszag Danmark

Tel.: +36 305731284 TIf: +45 23848860

CZ Vaccines S.A.U. CZ Vaccines S.A.U.

A Relva s/n — Torneiros A Relva s/n — Torneiros
36410 O Porrifio 36410 O Porrifio
Pontevedra Pontevedra
Spanyolorszag Spanien

Tel: +34 986 330 400 Tel: +34 986 330 400
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Deutschland

Ceva Tiergesundheit GmbH
Kanzlerstrasse 4 -40472
Diisseldorf

Deutschland

Tel: +49 1727610543

CZ Vaccines S.A.U.

A Relva s/n — Torneiros
36410 O Porrifio
Pontevedra

Spanien

Tel: +34 986 330 400

Osterreich

Ceva Tiergesundheit GmbH
Kanzlerstrasse 4 -40472
Diisseldorf

Deutschland

Tel: +49 1727610543

CZ Vaccines S.A.U.

A Relva s/n — Torneiros
36410 O Porrifio
Pontevedra

Spanien

Tel: +34 986 330 400

Polska

Ceva Animal Health Polska Sp. Z 0.0, Ul

Stefana Okrzei Nrla, 03-715
Warsaw

Polska

Tel.: +48 604267700

CZ Vaccines S.A.U.

A Relva s/n — Torneiros
36410 O Porrifio
Pontevedra

Hiszpania

Tel: +34 986 330 400
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Nederland

Kernfarm B.V.

De Corridor 14D 3621 ZB
Breukelen

Nederland

Tel: +31 (0) 346 785 139

CZ Vaccines S.A.U.

A Relva s/n — Torneiros
36410 O Porrifio
Pontevedra

Spanje

Tel: +34 986 330 400

Espaiia

Vetia Animal Health, S.A.U.
A Relva s/n — Torneiros
36410 O Porrifio

Pontevedra

Espatia

Tel: +34 986 330 400

CZ Vaccines S.A.U.

A Relva s/n — Torneiros
36410 O Porrifio
Pontevedra

Espatia

Tel: +34 986 330 400

France

Melchior Santé Animale S.A.S

5 rue Victor Hugo, 69002
Lyon

France

Tél:+33 618 1503 91

CZ Vaccines S.A.U.

A Relva s/n — Torneiros
36410 O Porrifio
Pontevedra

Espagne

Tél: +34 986 330 400



Portugal

Vetia Animal Health, S.A.U.
A Relva s/n — Torneiros
36410 O Porrifio

Pontevedra

Espanha

Tel: +34 986 330 400

CZ Vaccines S.A.U.

A Relva s/n — Torneiros
36410 O Porrifio
Pontevedra

Espanha

Tel: +34 986 330 400

Italia

Fatro S.p.A.

Via Emilia, 285

40064 Ozzano dell’Emilia (BO)
Italia

Tel: +39 051 6512711

CZ Vaccines S.A.U.

A Relva s/n — Torneiros
36410 O Porrifio
Pontevedra

Spagna

Tel: +34 986 330 400

Lietuva, Penyoauka bbarapus, Luxembourg/Luxemburg, Malta, Eesti, Norge, EALGoa,
Hrvatska, Romania, Ireland, Slovenija, Island, Suomi/Finland, KVmpog, Sverige, Latvija

CZ Vaccines S.A.U.

A Relva s/n — Torneiros
36410 O Porrifio
Pontevedra

Spain

Tel: +34 986 330 400
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Slovenska republika

Ceva Animal Health Slovakia S.r.o.
Prievozska 5434/6a, 821 09
Bratislava

Slovenska republika

Tel: +421 918975177

CZ Vaccines S.A.U.

A Relva s/n — Torneiros
36410 O Porrifio
Pontevedra

Spanielsko
Tel: +34 986 330 400

United Kingdom (Northern Ireland)

Ceva Animal Health Limited

Explorer House, Mercury Park, Wycombe
Lane, Wooburn Green, HP10 OHH High

Wycombe,
The United Kingdom
Tel: +44 1628 334 056

CZ Vaccines S.A.U.

A Relva s/n — Torneiros
36410 O Porrifio
Pontevedra

Spain

Tel: +34 986 330 400
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