ITAPAPTHMA 1

HNEPIAHYH TQN XAPAKTHPIZTIKQN TOY ITIPOIONTOX



1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

BLUEVAC BTV Evécoiuo evarmpnua yio. Boogidn kot tpofata

2.  MOIOTIKH KAI ITOXOTIKH XYNOEXH
Kabe ml gpuforiov mepiéyet:

ApOOTIKG GVOTATIKA:
Adpavomompévog 10g Tov KaTappoikod mupetod (BTV)

"Evag amd toug axdAovhovg 0pOTUTONS 0dpaVOTOINUEVOD 100 TOV KOTAPPOTKOD TUPETOV:

Adpavomomuévog 10¢ Tov  KoToppoikod mupetov, opdtvmoc 1 (BTV-1), | >22,60 pg/ml
otéheyog BTV-1/ALG/2006/01

Adpavomompévog 10¢ Tov  KOToppoikod mupetov, opotvmog 4 (BTV-4), | >2,55 ng/ml
otéheyog BTV-4/SPA-1/2004

Adpavomomuévoc 10¢ Tov  KoToppoikod mupetov, opdtvmoc 8 (BTV-8), | > 55,80 pg/ml
otéheyoc BTVE/BEL/2006/01

AV0GOEVIGYVTIKEG OVOIES:

Aluminium hydroxide 6 mg
Purified saponin (Quil A) 0,05 mg
"Exooya:

Thiomersal 0,1 mg

BA. mp1 katdAoyo ekdoy®mv 6To KeQAAato 6.1.

O 100G TOL GTEAEYOVG TTOL TTEPLEYEL TO TEAMKO TTPOTOV Bl emAEyeTAL e PAOT] TNV ETONUIOAOYIKT
KOTAOTOOT TN OTIYUN TNG TOPAGKELNG TOV Kot Bo avaypageTol oty eTIKETA.

3. DOAPMAKOTEXNIKH MOP®H

Evéoo evoumpnua

Agvkd M pol-Aevkd EvaLDPT L.

4. KAINIKA XTOIXEIA

4.1 Eiom {owv

[Ip6Para ko foogtdn.

4.2 OgpamevTiKég evosierg mpocsoropilovrac Ta £idon CO®V

péBara

T evepyn avocomoinomn mpofdtmv yia Ty TpoANYN TS tupioc™® mov tpokaieitar amd tov opdtumo 1
N1 4 1 8 Tov 100 ToV KUTAPPOiIKOD TVPETOV KAl TN UEIMOT TV KAMVIK®OV EVOLIEEWV TTOV TPOKAAOVVTOL
omd Tov 0pATLTTO § TOL 100 TOL KATAPPOIKOV TLPETOV.

*Kdato ond o eninedo aviyvevong pe mv emtkvpouévn uébodo RT-PCR oto 1 logl0 TCIDse/ml yia
Tovg opoTLTToVg 8 ko 4, kot ota 1,3 logl 0 TCIDse/ml yio Tov opdtuTo 1.

"Evap&n ¢ avooiag: 21 nuépeg petd v OAOKANP®GN TOV Pacikol oYNUATOS ELPBOMAGLLOV.
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Awgpkela g avooiag: 1 £tog HeTd TNV OAOKANP®GN TOL Pacikod GYNUATOG ELPOAIAGLOD.

Boogwdn|
IMa evepyn avocomoinom Pooed®dv yio Tnv TpoAnym toupiac™ mov TpokaAeitol and Tov opoétvmo 1 1 4

M 8 Tov 100 ToV KOTAPPOiIKOD TLPETOV.

* Kdto amd 1o enimedo aviyvevong pe v emtkupopévn pébodo RT-PCR oto 1 logl0 TCIDso/ml yua
Tovg opoTLTovg 8 kot 4, kot ota 1,3 logl0 TCIDse/ml yio Tov opdtuTo 1.

"Evapén g avooiog: BTV, opétumog 1: 28 nuépeg petd tnv oAoKApoT) Tov Bactkod GYNIOTOS
gufolacuov
BTV, opdtomog 4: 21 nuépeg petd tnv oOAOKANP®GN TOV POCIKOD GYNIATOG
guPoAlacpon
BTV, opdétumnog 8: 31 nuépeg petd tnv olokAnpwon tov factkod GYnHatog
gupforacuov

Aldpkela ¢ avooiag: 1 £10¢ HeTd TV OAOKANPOGT TOL BOCIKOV GYNLOTOG ELPOAMAGLOV.
4.3 Avrevositag

Koapdia.

4.4 Ewdwég mposidomomoels yia Ka0e gidog {dov

Eppoiidote povo vym Coa.

[Tepiotaciokd, 1 Topovsio UNTPIKNAG TPOEAEVOTC AVTICOUAT®VY GE TPOPTA TNG EAAYIGTNG
oLVIGTOUEVN S NAKioG o uTopoVoE Vo ENPEAGEL TNV TPOGTAGIN TOL ETAYEL TO EUPOALO.

Agv VITapyoVV TANPOPOPIEC GYETIKA UE TN ¥PNON TOV EUPOAIOV GE BOOEIN UE AVTICOUOTO UNTPIKNAG
TPOEAEVOTG

Edv to gpfoiio ypnoipomomBel oe Gl Katowidia kot dypila 01 UnpukacTikdv Tov Bewpeital 0Tt
SoTpéyovv Kivouvo HoAuveng, 1 XPNOT TOV GE aVTA To. £i0N TPEMEL VoL YivETaL [LE TTPOGOYN KOt
ocuviotdral, Tpw Tov paliko gppolacpo, To euPorto va dokipaletal og pikpd apBpo (dov. H
OTOTEAECUATIKOTNTOG TOV gRPoriov oe dAla €idn Lomv evdéyetar va dtapépeL amd TV
OTOTEAECUATIKOTNTO TTOV TOPUTNPEITOL 6TA TPOPOTO KO 6T0 BOOELDN.

4.5 Iowitepeg mpo@urdcers katd T ypion

Idwitepeg mpoLAGESLC Kata T ¥pnon o (oo

Agv 16y0EL.

Idwritepec mpouAdeic mov mpémel va AauBdvovior amd To GTOUOo TOL YOPNYEL TO APUOKEVTIKO
npoidv o Lho

e mepinton Tuyaiog avtoéveonc, vo avalntioete apéons tatpikn Pondeia kot va emdeiete otov
10TPO TO ECMKAEIGTO PUALO 00N YLDV ¥PGEMG 1 TNV ETIKETA, TOL POPUUKEVTIKOD TPOTOVTOC.

4.6 AvemOOunreg evépyereg (cuyvotTnTa Ko cofapotnTto)

IIpoéPara:
Mo Tapodikr avénomn tng Beppoxpaciog tov opHod mov dev vaepPaivel Tov 1,0 °C givar cuyvn.
Awopket 0y tepiocdtepo amd 24 Emg 72 dpeg.



TTapodikég TomIKEG AVTIOPACELS 6TO ONUEID TNG £VEONG LE TN LopPT VOC cLVINB®G avddvvov olidiov
peyébovg 0,5 ¢ 3 cm, 10 omoio VToY®PEL GTASIOKE e TV TAPOJ0 TOL YPOVOL, ival TOAD GLYVES.
O1 tep1o60TEPEC TOMIKEG aVTIOPACELS eSapavilovtar Tpv amod Tig 14 nuépec, TapdTL KATO1EG UTOPOvV
va Topapeivouv Kot PeTd amd avtd 1o d1doTnua.

Y€ MOAD GTAVIEC TEPMTMOELS, TOPATNPEITAL ATMAELL Opelns. AvTidpdoelg viepevacinciog
TOPOTNPOVVTOL TOAD GTLAVIL.

Boogon:

H napodikn avénon g Beppoxpacioc tov opBod eival oravia.

[Mopodikég TomKES aVTIOPACELS GTO OMUEID TNG EVEOTG LE TN LOPPT £VOG GLVIBmG avddvvov olidiov
peyéboug 0,5 émg 5 cm, 10 omoio VIOYWPEL GTASIAKA LE TNV TAPOSO TOV XPOVOL, ElvaL TOAD GUYVEG.
O1 tep1oc0TEPES TOTIKEG OVTIOPAGELS eEapavifovtor Tptv amd Tig 21 nuépeg, TapOTL KATOLEG LTOPOVY
va Topapeivouy Kot HeTd omd avTtd T0 S140TNUa.

Y& TOAD GTAVIEG TTEPMTMCELS, TOPATNPEITUL ATDAELN OpeENG. AVTIOpAcELS VITEPELOIGON TG
TOPOATNPOVVTOL TOAD CTLAVIAL.

H cvyvomta tov avemBountov evepysidv kabopiletor og akolovbmg:

- oAb cvyvn (eprocdtepo amd 1 ota 10 {da Tapovctalovy avemBOUNTEG EVEPYEIEG KOTA TN
Suapxkela g Bepameiog)

- ovyvn (Tep1ocotepo amd 1 aAld Aydtepo amd 10 {da ota 100 vrd Bepancia {da)

- un cvvnOepévn (tepiocdtepo amd 1 alAdd Atydtepo amd 10 {da ota 1000 vid Oepaneia {har)
- onavia (meprocdtepo and 1 aild Ayotepo amd 10 oo ota 10.000 vro Oepaneio {ha)

- ToAV omdvia (Ayotepo and 1 ota 10.000 vrd Bepaneio (har)

4.7 Xpnfon kot v kKO0, TN Yorovyia | TNV ®oToKia

Konon:
Mmopei va, ypnoiporon el Katd tn didpkeLa TN Khnong o€ TpoPatives Kot ayeAAdeS.

TaAovyia:
H ypniion tov epfoiriov oe yolaktomapaywyEc TpoPative kot ayehddeg dev Exel apvNTIKY| ETiOpOON
OTNV TOPAY®OYT YOANKTOG.

Tovwomro:
H aocpdieia kot 1 amoteAeopaTikOTnTe TV ELPOAMWOY eV EXoVV TEKUMPL®OEL GE TaLVOUEVH

apoevika {oa (mpofato kot foogdn). Xe avtv TV Kotnyopio (dmv to euPforio Tpémel va yopnysitat
puévo pe Baon v a&loAdynon g oxEoNg 0PEAOVG-KIVOUVOD amd ToV appuod1o KTNvIiaTpo /Kot Tig
EBvikég Apyéc mov eivar apprddieg yia TiG 16YV0VCESG TOMTIKEG ELPOAMAGLOD KOTA TOV 100 TOL
Katappoikov mopetov (BTV).

4.8 Almiemopdocseig ne GALo QUPRUKEVTIKG TPOIOVTO KO GALES popPPES adinAemtiopaong
Agv VITapy oVV TANPOPOPIES GYETIKA LE TIV OCPAAELN KO TNV OMOTEAEGUATIKOTNTA OO TN YPTOT] TOV
&V AOY® epforiov pe omotodnmote dALo KTnviaTpikd edpuoko. H armdéeaon yio  xopiynomn tov ev
AOY® epPoriov mpiv N UETE 0td TN XOPTYNOT OTTOLOONTOTE GAAOD KINVIATPIKOD QupUaKov Oa mpémet
va Aappdavetot Katd mepintwon.

4.9 Aocoloyio Kol TpémTOC yopynons

Ymodopia yopnynon.

AVOKIVAGTE KOAG TPV a0 TN (PpNoN. ATOPUYETE TNV TOALUTAN O14TPNOT TOV PLoAdiov. ATouyETE
TNV EMUOAVVGT TOL TEPLEYOUEVOV.

Apykog epfoiracpog



IIpoPara
IIpoBata amd TNV nAkio TV 2.5 unvov:

IMa to povodvvapo euforio mov mepiéyetl Tov opoTLTO 1 1) TOV 0POTLTO 4 TOL 10V TOV KOTAPPOTKOD
TVPETOV YopNYNOTE Wia 6don TV 2 ml voddPIa.

I"a 1o povodvvapo guforio mov mepiEyel Tov opoOTLTTO 8 TOV 10V TOL KATAPPOITKOV TUPETOV YOPNYNOTE
dv0 docelg v 2 ml vTodople. pe pecodtdoTnua 3 foonddmv peTald Tmv 00cEMY.

Booeon:
Boogdn amd v nlkio tev 2 pnvav:
Xopnyeiote 000 060e1g TV 4 ml vToddpia e pecodidoTnuo 3-4 efdopddwv HeTald TV d0GEMV.

Enravainmtikog eppoiracpdc:

ZoVIoTAToL ETHG10G ETAVELPOAMAGLLOC.

4.10 Yrepoocoroyio (COUTTONOTA, PETPO AVTIUETOTLGNG, OVTIOOTA) £V Eivon amapaitnTn

Metd ) yoprynomn SutAng do0omg, dev mapatnpnOnKav avemBounteg EVEPYELES TANV AVTMV TOV
TEPLYPAPOVTAL TNV Topdypoo 4.6.

4.11 Xpévog avapovig

Mndév nuépec.

S. ANOZOAOTI'IKEX IAIOTHTEX

Doppokobepamentikn opddo: Epforio adpovomompévon 100 Tov KaTappoikoy TupeToD Yo TPOROTa.
Kwdwdoc ATCvet: QI04AA02.

To BLUEVAC BTV npokaiel o€ mpdPata kai fo0ELON EvEPYNTIKN OVOGi0 KUTO TOL OPOTLTOV 1 TOV
0pOTLIOV TOV 100 TOL KATOPPOTKOV TUPETOV GE GLVEAPTNOT| LE TOVG OPOTVTIOVG TTOV TEPLEYEL TO
guporto.

6. DOAPMAKEYTIKA XTOIXEIA

6.1 Kaotaloyog ekddymv

Aluminium hydroxide

Purified saponin (Quil A)

Thiomersal

Phosphate buffered saline (sodium chloride, disodium phosphate and potassium phosphate, water for
injections)

6.2 Kopieg aocvppatoTnTeg

Noa pnv avoperyvoetat pe QA0 KTNVIATPKO GAPLLOKO.

6.3 Awpkera Long

Augpxetra {ong Tov OKELAGUATOG e TOV 0pdTLTIO 1 TOL 10D TOL KATAPPOTKOL TLPETOV: 18 Pnveg
Augpxeta {ONG TOLV CKELAGUATOG LE TOVG 0PATVTOVS 4 1| 8 TOV 100 TOL KATAPPOTKOV TVPETOV: 2 €T

Aldpketo {oNg PLETA TO TPMTO AVOLYLLO TNG GTOLXELMO0VS cuokevaciog: 10 dpec.
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6.4. Iowitepeg TPo@LAGEELS KOTE TN OVAXEN TOV TPOiIdVTOG

DvAdocete kot petagpépete o€ yoyeio (2 °C — 8 °C).
Mnv katoyoyeTe.
DVAAGGETE TPOGTATEVUEVO OO TO PWG,.

6.5 ®@von Ko 6OUVOEGT TNG GTOLYELMOOVS CVGKELUGIOG

Dirikec Tov 52 ml, 100 ml 1) 252 ml a6 moAvatbviévio vyming rukvotnrag (HDPE) pe topa
Bpopopfovturiov Kot cepdyion aiovuviov.

Yvokevaoio

Xdaptwvo kovuti pe 1 eiaAn mov mepiéyet 52 ml
Xaptwvo xovuti pe 1 edin mov mepiéyet 100 ml
Xaptwvo xovuti pe 1 ediAn mov mepiéyet 252 ml

Mmropei va, unv KuKAOPOPOLV OAEG Ol GLUOKEVAGIES.

6.6 E101kég TpoQUAAEELS UmOPPLYNG EVOS 1] AP CLLOTOLNOEVTOG KTVIOTPLKOD PUPUOKEVTIKOD
TPOIOVTOG 1] GALOV VAIKAV TOV TPOEPYOVTUL O.TO T1] Y P1GT TOL TPOIOVTOGS, UV VITAPYOVY

Kda0e pun ypnoomon0év krnviatpikd @oprokeVTIKO TPOIOV 1 U XPNOUOTO0EVTa VTOAEIUUATA TOV
TPETEL VO, ATOPPITTOVTOL COUPOVOL UE TIG IGYVOVCEG EOVIKEG OANTACELS,

7. KATOXOX AAEIAY KYKAO®OPIAX

CZ Vaccines S.A.U.

A Relva s/n — Torneiros
36410 O Porrifio
Pontevedra

Spain

8. APIOMOZ(OI) AAEIAYX KYKAO®OPIAX

EU/2/11/122/001
EU/2/11/122/002
EU/2/11/122/003
EU/2/11/122/004
EU/2/11/122/005
EU/2/11/122/006
EU/2/11/122/007
EU/2/11/122/008
EU/2/11/122/009

9. HMEPOMHNIA MPQTHX EFKPIZHX/ANANEQXHY THX AAEIAX
Hpepounvia Ing éykpiong: 14/04/2011

Huepounvia avavémong g adeiag: 15/03/2016

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY



Aentopepeic mTAnpo@opieg Yo 10 v Ady® KTNVIATPIKO PUPLOKEVLTIKO TPOTOV d1aTiBevTal GTOV dIKTLOKO
om0 Tov Evponaikod Opyavicpov @apudkov (http:/ www.ema.europa.eu).

AITIAI'OPEYXH IIQAHXHX, AIAOEXHX KAI/H XPHXHX

Onotocdnmote TpoTifeTal va TaPUTKEVAGEL, VO EIGAYEL, VO EXEL OTNV KATOYN TOL, VO TOANGEL, VO,
dwbéoet kavn va ypnoiponomoel 1o BLUEVAC BTV vmoypeovtal va {nthoet T yvoun g
oprOOLaG aPYNS TOV OYETIKOD KPATOLG LEAOVS KOOMG 0LTEG 01 OPAGTNPLOTNTES LITOPEL VoL
amoyopeHOVTOL G OAOKANPN 1 HEPOG TNG EMKPATELNG TOV KPATOVS HEAOVS GUUPMVE, e TNV €0VIKT TOV
vopoBeoia.


http://www.ema.europa.eu/

ITAPAPTHMA 11
HAPATI'QI'OX THX BIOAOTI'IKQE APAXTIKHX OYZIAX KAI KATOXOX
THX AAEIAY ITAPAT'QI'HE, YIIEYOYNOX I'TA THN AIIOAEXMEYXH
TQN ITAPTIAQN
OPOI H HEPIOPIEMOI TIOY A®OPOYN TH ATA®EXH KAI TH XPHXH
ENAEIZH TQN ANQTATOQN OPIQN KATAAOIIIQN (AOK)

AAAOI OPOI KAI AITAITHXEIX T'TA THN AAEIA KYKAO®OPIAX



A. ITAPAT'QI'OX(0OI) THX BIOAOT'IKQX APAXTIKHE(QN) OYZIAX(Q2N) KAI>
KATOXOZX(OI) THX AAEIAY ITAPAT'QT'HE, YIEYO YNOZX(OI) I'TA THN
AIIOAEXMEYXH TQN ITAPTIAQN

Enovouia kot d1ev6vvon tov mapoywyod e flOA0YIKOC OPOCTIKNES OVCIUC

CZ Vaccines S.A.U.

A Relva s/n — Torneiros
36410 O Porrifio
Pontevedra

Spain

‘Ovoua kot d1e06vven Tov Topay®wyol Tov eivol VITELOVVOC YO TNV TOOEGLEVTT] TOV TUPTIOMV

CZ Vaccines S.A.U.

A Relva s/n — Torneiros
36410 O Porrifio
Pontevedra

Spain

B. OPOI'H IEPIOPIXMOI IMOY A®OPOYN TH AIAOGEXH KAI TH XPHXH

Na yopryeitar HOVoV pe KINVIOTPIKT GLUVTAYT).

2opgwva pe to dpbpo 71 g odnylag 2001/82/EK tov Evponaikod KotvoBoviiov kot tov
Svppoviiov 6mwg TpomomomOnke, £va kpdTog pEAOG dvvaTol HEcm NG €BVIKNG Tov vopobesiog va
OTOYOPEVGEL TV TAPUYWDYT|, EIGAYDYN, KOTOYT], TOANCT], S1AOECT, KA/ ¥PNOT AVOGOAOYIKMDY
KTNVIOTPIK®V POPUOKEVTIKOV TPOIOVI®MV GE OAOKANPN TNV EXIKPATELL TOV 1) GE TUALUA TNG, EGV
OTOdELKVVETAL OTL:

o) M YopNYNoN Tov mpoidvtog oe {ha mapeumodilel TNV papproyn evoc eBvikod TPoyPELLOTOS Yid
T S1dyvwon, tov ELeyyo 1 TNV KatamoAéunon acheveidv tov {dwv, 1 o ducyépatve Tnv
TIOTOTOINGN TNG 0MOVGing HOAVVENG TV (OVTOV {®OV 1 TOV TPOPIH®V 1] GAA®V TPOIOVI®V TOV
Aappavovtor amd to {da ota omoia £xel xopnynOel To papuako ovto.

B)  macBévelwn, Evavt Tng omoiag To mpoidv Tpoopiletatl va TpokaAEcEL avoasia, Kot ovaioy dgv
VIAPYEL GTNV €V AOY® TTEPLOYN.

I ENAEIZEH TQN ANQTATQN OPIQN KATAAOIIIQN (AOK)

H dpactikn ovoia givar katd kvpto Adyo PloAoyikng Tpoéievong, kal tpoopiletat yia T TpoKANoN
EVEPYNTIKNG 0vOGiag, dev eumtintel 610 okomd tov Kavoviopod No 470/2009.

Ta £xdoya (TEPILOUPAVOUEVDV TOV OVOGOEVIGYVTIK®DOV) TO, 0TTOI0, TEPLYPAPOVTUL OTH TOPAYPaPO 6.1
g [IXTI, eite givar emtpendueveg ovaieg yia ta omoia o wivaxoag 1 tov Koavoviepod No 37/2010
avapépel 0Tt dev amartovvtor AOK, gite, Bewpovvron 61t dev gumintovv oto okond Tov Kavoviopov
No 470/2009,6tav ¥pNGLLOTOIOVVTOL GE OVTO TO KTINVINTPIKO QUPUOKEVTIKO TPOIoOV.

A.  AAAOI OPOI KAI AITAITHXEIX T'TA THN AAEIA KYKAO®OPIAX

O 1péymv emotog kvkrog viofoing Exbeong [Teplodwkng [Taparxorovdnong Acpdreiag (EIIIA) Oa
npénet va, dtatnpnOei.



ITAPAPTHMA III

ENNIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX
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A. EIIIXHMANXH
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IHAHPO®OPIEX IIOY IIPEIIEI NA ANATPA®ONTAI XTHN EZEQTEPIKH XYXKEYAXIA

Xaptivo kovti (52 ml, 100 ml kon 252 ml)

‘ 1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

BLUEVAC BTV Evéoyo evaumpnuo yio foogidn kot mpdpata

‘ 2. YXYNOEXH XE APAXTIKH(EX) OYXIA(EX)

Kabe ml gpPoiiov mepiéyet:

BTV1 avtiyovo > 22,60 ug
BTV4 avtiyovo > 2,55 pg
BTVS8 avtiydvo > 55,80 pg

‘ 3. DOAPMAKOTEXNIKH MOP®H

Evéoylo evaumpnpa

4. TYESKEYAXIA

52 ml
100 ml
252 ml

| 5.  EIAH ZQON

[po6Para ko foogdn

| 6. ENAEIZH(EIX)

‘ 7. TPOITIOX KAI OAOX(OI) XOPHT'HXHX

Ymodopia yopnynon.
Avakwvnote koAl Tpv omd T (pnon.
AwBdote T0 QUAAO 0INYIDV TPV amd TN XPHoN.

| 8.  XPONOX(OI) ANAMONHE

Xpovog avapovig: Undév nuépec.

‘ 9. EIAIKH(EYX) ITIPOEIAOIIOIHXH(EIX), EAN EINAI AITAPAITHTH(EX)

AwfaoTe T0 PUALO 0ONYIOV ¥PNOTG TPV OO TN YPNOT.

‘ 10. HMEPOMHNIA AHZHX

AHEH {pnvag/étog}
Metd v apaioon, ypron éug :10 opeg.
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11. EIAIKEX XYNOHKEX AIATHPHXHX

DVAACGGETE KOl LETAPEPETE GE YLYELD.
Mnv kaToyoyeTe.
DuAdcoeTe TPOGTATELUEVO OO TO POG.

12. EIAIKEX ITPO®YAAZEIX AIIOPPIYHE ENOX MH XPHXIMOIIOIHOENTOX
IMPOIONTOZ 'H AAAQN YAIKQN ITOY ITPOEPXONTAI AIIO TO ITPOION, AN
YIHAPXOYN

Amopprym: PA.ecOKAEIGTO POAO 0ONYIDV YPNOTG.

13. OI AEEEIX «AITIOKAEIXTIKA I'TA KTHNIATPIKH XPHXH» KAI OI OPOI'H OI
HOEPIOPIZMOI IOY IZXYOYN XXETIKA ME TH ATAGEXH KAI TH XPHXH, av
vadapyovy

AmorAeloTikd yio ktnviatpikn xpnon. Na diatifetal Hovo e KIviaTpikn GuVTay.

14. OI AEZEIX «NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI AEN
NNPOXEITIZOYN TA ITAIAIA»

Na puAdooetor og B6om v onoia dev PAETOLY Ko dgv Tpooeyyilovv Ta TodLd.

15. ONOMA KAT AIEYOYNXH TOY KATOXOY THX AAETAY KYKAO®OPIAX

CZ Vaccines S.A.U.
36410 O Porrifio — Spain

16. APIOMOZXZ(OI) AAEIAYX KYKAO®OPIAX

EU/2/11/122/001 ¢uodn tov 52 ml
EU/2/11/122/002 ¢uéAn tov 100 ml
EU/2/11/122/003 @14An tov 252 ml
EU/2/11/122/004 ¢uédn tov 52 ml
EU/2/11/122/005 ¢uéAn toov 100 ml
EU/2/11/122/006 @1éAn twv 252 ml
EU/2/11/122/007 @1é6An twv 52 ml
EU/2/11/122/008 puéAn tov 100 ml
EU/2/11/122/009 @iéAn tov 252 ml

17. APIOMOZX ITAPTIAAX ITAPATI'QI'HX

TToptida: {ap1Ouos}
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EAAXIETEX IAHPO®OPIEX IIOY IIPEIIEI NA ANAI'PA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

DA Tov 100 ml ko Tov 252 ml

‘ 1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

BLUEVAC BTV Evéoyo evaumpnuo yio, foogtdn kot mpdpata

‘ 2. YXYNOEXH XE APAXTIKH(EYX) OYXIA(EX)

BTV1 avtiyovo > 22,60 pg/ml
BTV4 avtiyovo > 2,55 pg/ml
BTV8 avtiyovo > 55,80 pg/ml

‘ 3. GOAPMAKOTEXNIKH MOP®H

Evéoyo evaumpnpo

|4  IYEZKEYAZXIA

100 ml
252 ml

| 5.  EIAH ZQON

[po6Para ko foogdn

| 6. ENAEIZH(ELX)

‘ 7. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

SC.
AwBdote T0 POAALO 0NV YPAONG TPV O T YPNON).

‘ 8. XPONOX(0OI) ANAMONHX

Xpbvog avapovig: Undév nuUEPEC.

‘ 9. EIAIKH(EX) ITIPOEIAOIIOIHXH(EIYX), EAN EINAI AITAPAITHTH(EYX)

AwfaoTe To PUALO 0ONYIOV ¥PNOTG TPV OO TN (PNOT.

‘ 10. HMEPOMHNIA AHZHX

AHZEH {unvog/étoc}
Metd v apaioon, yprion éog :10 opeg.

‘ 11. EIAIKEX XYNOHKEX AIATHPHXHX
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DVAACCETE KOl LETAPEPETE GE YLYELD.
Mnv kaToyOyeTe.
DuAdcoeTe TPOGTATELUEVO GO TO POG.

12. EIAIKEX ITPO®YAAZEIX AIIOPPIYHE ENOX MH XPHXIMOIIOIHOENTOX
IMPOIONTOZ 'H AAAQN YAIKQN ITOY ITPOEPXONTAI AIIO TO ITPOION, AN
YITAPXOYN

Amopprym: PA.ECOKAEITTO PUAO 0ONYLDV YPNONC.

13. OI AEEEIX «-AITOKAEIZTIKA I'TA KTHNIATPIKH XPHXH» KAI OI OPOI'H OI
MEPIOPIZMOI TITOY IZXYOYN XXETIKA ME TH ATAGEXH KAI TH XPHXH, av
VITAPYOVY

AmoxAeloTikd yo kTnviaTpikn xpnon. No oatifetar Lovo pe KTVINTPIK cuvtayn.

14. OI AEEEIX «NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI AEN
INPOZEITIZOYN TA TTAIAIA»

Na puAdooetor og Béom v onoia dev PAETOVY Ko dgv Tpooeyyilovv Ta TodLd.

15. ONOMA KAI AIEYOYNXH TOY KATOXOY THX AAEIAY KYKAO®OPIAX

CZ Vaccines S.A.U.
36410 O Porrifio — Spain

16. APIOMOX(OI) AAEIAY KYKAO®OPIAX

EU/2/11/122/002 @1éAn twv 100 ml
EU/2/11/122/003 ¢uéAn tov 252 ml
EU/2/11/122/005 ¢uédn toov 100 ml
EU/2/11/122/006 @1é6An twv 252 ml
EU/2/11/122/008 @1éAn twv 100 ml
EU/2/11/122/009 ¢uédn tov 252 ml

17. APIOMOZX ITAPTIAAX ITAPAT'QI'HX

MMoptida: {opBpoc}
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EAAXIXTEX ENAEIZEIX TIOY IIPEITEI NA ANAI'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

Do Tov 52 ml

1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

BLUEVAC BTV Evécoiuo evaumpnpa yio. Boogidn kot tpofata

2. XYNOEXH XE APAXTIKO XYXTATIKO

BTV1 avtiyovo > 22,60 pg/ml
BTV4 avtiyovo > 2,55 pg/ml
BTVS avtiyévo > 55,80 pg/ml

3. HNEPIEXOMENO KATA BAPOX, KAT' O'KO 'H KAT' APIOMO AOXEQN

52 ml

4. OAOX(OI) XOPHI'HXHX

SC

5. XPONOX ANAMONHX

Xpovog avapovig: Undév nuépec.

6. APIOMOZX ITAPTIAAX

TToptida: {ap1Ouos}

‘ 7. HMEPOMHNIA AHEHX

AHZEH {unvag/éroc}
Metd v apaioon, ypron éog :10 dpsg.

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

ATOKAEICTIKA Y10 KTNVIOTPIKT XP1ON.
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B. PYAAO OAHI'TQN XPHXHX
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OYAAO OAHI'IQN XPHXHX:

BLUEVAC BTV Evéowyo gvaropnpa yio foogtdi] kot Tpopata

1. ONOMA KAI AIEYOGYNXH TOY KATOXOY THX AAEIAY KYKAO®OPIAX KAI
TOY KATOXOY THX AAEIAX TTAPAT'QTHX ITOY EINAI YHHEY®OYNOX I'TA THN
AITIOAEEMEYZXZH TQN ITAPTIAQN, E@OXON EINAI AIA®OPETIKOI

Kdrtoyoc tne ddetag KukAOQOPiag Kol Topoy®yoc VITenduvog yia TV ameAsvfEpmaon TV TapTidmv:
CZ Vaccines S.A.U.

A Relva s/n — Torneiros

36410 O Porrifio

Pontevedra

Spain

2. ONOMAZXIA TOY KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX

BLUEVAC BTV Evécoiuo evarmpnua yio. Boogidn kot Tpofata

3. YYNGEXH XE APAXTIKO(A) ZYXTATIKO(A) KAI AAAH(EY) OYZIA(EYX)
Ka0e ml epfoiiov mepiéyet:

APOOTIKG GUGTATIKA:

Adpavomomuévog 10g Tov Katoppoikol mpetod (BTV)

"Evag amd toug axdAovhoug 0pOTUTONS 0dPAVOTOINUEVOD 100 TOV KOTAPPOTKOD TUPETOV:

Adpavomomuévog 10G Tov KoTappoikod mupetov, opdtunog 1 (BTV-1), otéheyoc | > 22,60 pug/ml
BTV-1/ALG/2006/01

Adpavomompévog 10G ToL KOTappoikod Tupetov, opotunog 4 (BTV-4), otéhexog | > 2,55 pg/ml
BTV-4/SPA-1/2004

Adpavomomuévoc 10G Tov KoTappoikod mupetov, opdtunog 8 (BTV-8), otéheyoc | > 55,80 pug/ml
BTV8/BEL/2006/01

AV0OGO0EVIGYVTIKES 0VGIEG:

Aluminium hydroxide 6 mg
Purified saponin (Quil A) 0,05 mg
"Exd0y0:

Thiomersal 0,1 mg

O 1010¢ TOL GTEAEYOVG TTOV TEPLEYEL TO TEMKO TPOIdY Dol emAEyeTan e BAom TV EMONUIOAOYIKNY
KOTAOTOOT TN OTIYUN TNG TOPAGKELNC TOV Kot Bo avaypageTal oTny eTIKETA.

Agvko 1 pol-AevKd evardpniLa.
4. ENAEIEH

Opoépara
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T evepyn avocomoinom mpofdtmv amd v nikio Tov 2,5 uinvov yio Ty TpdAnyn g wipioc® mov
nmpokaieitar omd tov opdtumo 1 1 4 1 8 ToL 100 TOV KATAPPOTKOD TLPETOD KAl TN HEIMOT TOV KAMVIK®V
evoei&e@V TOV TPOKAAOVVTOL 0TO TOV OPOTVTIO 8 TOL 10V TOV KATAPPOTKOL TVUPETOV.

*Kdato ond 1o eninedo aviyvevong pe mv emtkvpouévn uébodo RT-PCR oto 1 logl0 TCIDse/ml yia
Tovg opdTLTTOVG 8 Ko 4, kat ota 1,3 logl0 TCIDse/ml yio Tov opdtuTo 1

"Evap&n ¢ avooiag: 21 nuépeg petd v OAOKANP®GN TOV Pactkol oYNUATOS ELPBOMAGHLOV.
Aldpkela ¢ avooiag: 1 €10¢ petd v ohokANp®oN TV PacKoD OYNIATOS ELPOMAGLOV.

Boozg1o1]
T v evepyn avocsomoinotn Boosddv yio TV TPOANYN TS Lpiac™® mov Tpokadeital amd Tov
opotvmo 1 1 4 1 8 Tov 100 Tov KATAPPOiTKOD TVLPETOD.

"Evap&n ¢ avooiag:
BTV, opdtomog 1: 28 nuépeg petd tnv oAOKANP®GN TV fOCIKOD GYNILATOG
eupoiacuon
BTV, opdtonog 4: 21 nuépeg uetd tnv oAokANpmoT Tov Bactkod oyfLoTog
sufolacuov
BTV, opdtumnog 8: 31 nuépeg petd tnv oAokANpwor Tov Bactkod oyfLoTog
gufolocpov

Aldpkelo ¢ avooiag: 1 £€10¢ petd v oAoKANP@oN TOL BOCTIKOD GYNILATOS ELPOAAGLLOD

S. ANTENAEIZEIX

Koapia.

6. ANEINNIOYMHTEX ENEPI'EIEX

IIpoPara:

Mo apodikn avénomn g Beppoxpaciog Tov 0pBov mov dev vepPaivet tov 1,0 °C eivan cuyvi.
Awpket oy meprocdtepo and 24 Emg 72 wpeg.

[Mopodikég TomKES aVTIOPACELS GTO OMUEID TNG EVEOTG LE TN LOPPT £VOG GLVIBmG avddvvov olidiov
ueyébovug 0,5 émg 3 cm, 10 0010 VITOYWPEL GTUSIOKA UE TNV TAPOSO TOV YPOVOL, Elval TOAD GUYVEC.
Ot tep1ocoTEpeC TOMIKEG avTIOpAcel; eSapavilovtar Tptv amo Tig 14 nuépec, TapdTt KAmoleg Umropovv
va Topapeivouy Kot HeTd amd avtd 1o S1doTNua.

Y& TOM) GTAVIEG TTEPIMTMGELS, TopaTnpEiTal andAeio, dpeéne. Aviidpdoelc viepevatodnoiog
TOPUTNPOVVTAL TTOAD GTAVIC..

Boogon:

H napodikn avénon g Beppoxpacioc tov opBod eival oravia.

[Mopodikég TomKES OVTIOPACELS GTO OMUEID TNG EVEOTG LLE TN LOPPT £VOG GLVIBmG avddvvov olidiov
peyébovug 0,5 émg 5 cm, 10 omoio VIOYWPEL GTASIAKA LE TNV TAPOSO TOV XPOVOL, EvaL TOAD GUYVEG.
O1 tep1o60TEPES TOTIKEG OVTIOPAGELS eEapavifovtol Tptv amd Tig 21 nuépeg, TapoOTL KATOLEG LTOPOVY
va Topapeivouy Kot HeTd amd avtd 10 S14oTNUa.

Y& TOAD OTAVIEG TTEPIMTMCELS, TOPATNPEITUL ATMAELN OpeENG. AvTIdpAcEls vVEpeELOITONTing
TOPOATNPOVVTOL TOAD CTLAVIAL.

H ocvyvomta tov avemBountov evepysidv kabopiletor og akolovbmg:
- oA cvyvn (eprocoTepo amd 1 ota 10 {da Tapovctalovy avemBOUNTEG EVEPYEIEG KOTA TN
Suapxela tng Bepameiog)

- ovyvn (Teplocotepo amd 1 aAld Aydtepo amd 10 {da ota 100 vrd Bepancia {ma)
- un cvvnOwepévn (tepiocdtepo amd 1 alAdd Atydtepo amd 10 {da ota 1000 vio Oepaneia {har)
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- onavia (mepiocotepo amd 1 aldd Aryotepo omd 10 {da ota 10.000 vid Bepomeia {ha)
- ToA0 omdvia (AMyodtepo and 1 ota 10.000 vid Bepameio (o)

Edv mopatnpnoete omoladnmote avemBOunTtn evEPYELD, OKOUA KOl OV OEV OVOPEPETOL GTO
godrieroto GOALO Oyl Xprong 1 AUEPBAAETE Y10 TV OTOTELEGUOTIKOTITO TOV QUPUAKOL,
TOPoKaAEIGOE VO EVILEPDGETE GYETIKMG TOV KTNVIATPO GOC.

7. EIAH ZQQN

[po6Pata ko Boogdn

8. AOZOAOITA I'TA KAGE EIAOX ZQ0Y, TPOIIOX KAI OAOX(0OI) XOPHI'HXEHX
Ymodopra yopryynon.

Apykdg epforraocpoc:

[po6Para:

[IpoéParta and v nlikia TV 2,5 unvov:

I"a to povodvvapo euforio wov mepiéyet Tov opdTLTO 1 1) TOV 0POTLTO 4 TOV 10V TOV KOTOPPOTKOD

TLPETOV YOPNYNOTE pia d0o1 TV 2 ml VTodoPIA.

I'a 1o povoddvopo epforto mov mePEeL ToV 0pOTLTIO 8 TOL 10V TOL KOTAPPOTKOD TVPETOL YOPNYNOTE
dv0 docelg v 2 ml vTodopla pe pecodtdoTnua 3 foopadmv HeTald TV d0GEMY.

Booeon:
Boogdn amd v nhikio tov 2 unvov:
Xopnynote 600 d6celg v 4 ml vrodopia pe pesodidotnia 3-4 efdopddmv pLetaEd TV dOGEWMV.

Enravainatikog epfoiracpoc:

Yuviotdtol £TNo0G enaveUPoAac g,

9. OAHT'IEX I'TA TH XQXTH XOPHI'HXH

Avakivnote koAl Tpv omd T (PNOT. ATOPVYETE TV TOAAATAT O1ATPNOT TOV PLOALSioV. ATToEUYETE
TNV EMUOAVVOT TOL TEPLEYOUEVOV.

10. XPONOX(OI) ANAMONHZX

Mnodév nuépec.

11. EIAIKEX XYNOHKEX ATATHPHXHX

Na pvidcoetal o€ BEom, TV onoia dev PAETOLY Kot dev Tpooeyyilovy Ta TALdA.

durdooete kot petapépete oe yoyeio (2°C — 8°C).

Mnv kaToyvyeTe.

DuAdcceTe TPOGTATELUEVO ATTO TO PG,

Avgpxera {ong petd to Tpdto dvorypa tov meptékt: 10 dpeg. No un ypnoyomroteitot avtd 10
KTNVIOTPIKO QAPLOKEVTIKO TPOidV HETA 0md TV NUEPOUN VIO ANENS TOL avaYPAPETAL GTNV
ETIKETO/OTO KOLTL.
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12. EIAIKH(EX) ITIPOEIAOIIOIHXH(EIX)

Ewdun wposidomoinon(eic) yia kae £idoc 6tdyoc:
Eppoitdote povo ta vym (oa.

[lepiotaciokd, 1 Topovsio UNTPIKNG TPOEALEVONG AVTICOUAT®V GE TPOPATA TNG EAAYIGTNG
GUVICTOUEVNG NAKIAG Bo LTOPOVGE VAL EXNPEACEL TNV TPOGTOGIO TOV £MAYEL TO EUPOALO.

Agv vTapyovV TANPOPOPIEC GYETIKA LE T YPp1oT TOL eUPoAiov og POOEIdN UE AVTICOUATO UNTPIKNG
TPOEAEVOT|G

Edv to epPoio ypnowporombel og dhda kaTokidl Kot dypia €idn unpukactik®v ov fempeitol 6Tt
SlaTpéyouv Kivouvo HOAuveNg, 1 XPNOT| TOV GE aVTA T, £i01 TPEMEL VoL YiveTal [LE TPOGOYN Kot
ocuvietdral, Tpw Tov paliko eppforlacuod, vo dsokiudletal to uforo o puikpd apuo (oov. H
OTOTEAECUATIKOTNTA Y10, GAAQ 10N (DmV gVOEYETAL VO, SLAPEPEL 0d TNV EMIMESO
OTOTEAECLATIKOTNTOG OV TOpATNPEiTaL 0T TPOPata Kot 6T foogdn.

Idwitepec mpourdeic mov mpémet va AauBdvovior amd To GTOUOo TOL YOPNYEL TO APUOKEVTIKO
npoidv o Lha

Xe mepinton Tuyaiog avToéveonc, va avalnToeTe apécws Tpikn Pondeta kot va emdeilete otov
10TPO TO ECMKAEIGTO PUALO 00N YLDV ¥PGEMG 1 TNV ETIKETA, TOL POPUUKEVTIKOD TPOTOVTOC.

Konon:
Mmopei va, ypnoiporon el Katd tn didpkeLa T Khnong o€ TpoPatives Kot ayeAAdes.

TaAovyia:
H ypnion tov guPoiriov og yolaktomopaymyEg Tpofotives Kot ayehades dev EXEL apvnTIKY EMIOPAON
TNV TOPAYWOYT YOAUKTOG.

Qotoxkio:

H aocedieia kot 1 amoteAeopoTikOTnTa TOL ERPOAIOV dev €YoV TEKUNPLOBEL o8 TOYLVOLEVA, APCEVIKA
(o (mpoPoata ko fooedn)). e avtnv TV Katnyopio (dwv 1o epforlo Tpénet va yopnyeitol uévo e
Baon v a&ordynon g oxEong 0PEAOVE-KIVOUVOL amd Tov appodio Ktnviatpo 1/kan tig EOvikéc
Apyéc mov gtvar aprddIES YO TIG 1GYVOVOEG TOMTIKEG EUPOAAGHOD KATA TOV 100 TOV KATAPPOTKOD
mopetov (BTV).

AMNAETOPACELC PLE GAAD QOPUAKEVTIKA TPOTOVTO KOl GALEG HLOPPEG OAANAETIOpAOTC:

Agv VIAPYOVY TANPOPOPIES GYETIKA LLE TNV OCPAAELD KOL TNV ATOTEAEGLLOTIKOTNTO OO TN YPNON TOV
gv AOY® eUfoAriov pe 0mo10dNTOTE GALO KTNVINTPIKO Papuaxo. H amdpaon yio T xopnynon tov gv
AOY® epforiov mpiv N LETE 0T TN XOPTYNOT OTOLOITOTE GAAOD KTNVINTPIKOD QOpUAKoL Oa Tpémet
va Aapfdvetal kotd mepintmon.

Yrepdocsohoyio (GLUTTOUOTE, UETPO AVTLETMOTICNC, AVTIO0T):

Metd ) xopniynon Suthng 0661G, 0V mapatnpiONKay avemBOUNTEG EVEPYELEG TANV AVTMV TOL
TEPLYPAPOVTOAL TNV TOPEYPOPO 6.

Aocvpufatdnrec:
No unv avoperyvoeTal PHe GAAO KTNVIATPIKO PAPUAKO.

13. EIAIKEX ITIPO®YAAZEIX AIIOPPIYHE ENOX MH XPHXIMOIIOIHOENTOX
IMPOIONTOZX 'H AAAQN YAIKQON IOY ITPOEPXONTAI AIIO AYTA, EPOXON
YIHAPXOYN
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YopuPovievbeite Tov kKTNViaTPOd GG Yo TOV TPOTO ATOPPIYNC TOV ¥PNCILoToMBEVTOV Pappdkwy. Ta
UETPA OVTA OTOGKOTOVY GTIV TPOGTACIH TOL TEPPAALOVTOG,.

14. HMEPOMHNIA THX TEAEYTAIAX ETKPIXHX TOY ®YAAOY OAHI'TQN XPHXHX

Aemntopepeic TAnpoeopieg yio to Tapdv Tpoidv diatibevtol otov diktvakd Tomo Tov Evponaikon
Opyaviouod ®apudxev (http:// www.ema.europa.eu/).

15. AAAEX ITAHPO®OPIEX

Doppokobepamenvtikn opddo: Epforio 100 Tov katoppoikod mupeTon, adpavomompéva.
Kodwkoég ATCvet: QI04AA02

To BLUEVAC BTV npokaiet o€ mpdPata kat fo0eldn vepynTiKn avosio KATE TOL 0pOTLTTOV 1 TOV
OPOTLTOV TOV 10V TOL KATOPPOTKOV TUPETOV GE GUVAPTNOT| LLE TOVG OPOTVTOVG TTOV TEPLEYEL TO
guporto.

Ta peyébn cvokevaociog:
Kovrti pe 1 ¢uidn tov 52 ml
Kovrti pe 1 pudin tov 100 ml
Kovrti pe 1 pudin tov 252 ml

Mmropei vo, unv KOKAOPOPOLY OAEG 0L GLOKEVAGIEC.

[No onowdnmote TANpoopio GYETIKE [LE TO TOPOV KTNVINTPIKO PUPLOKELTIKO TPOioV, TopoKoleicOe
va amevfuvOeite GTOV TOTIKO AVTITPOGMITO TOV KATOYOL TNG AOEL0C KUKAOQOPING.

Nederland
KERNFARM B.V.

De Corridor 14 D

3621 ZB Breukelen

The Netherlands

Tel: +31 (0) 346 785 139

CZ Vaccines S.A.U.

A Relva s/n — Torneiros
36410 O Porrifio
Pontevedra

Spanje

Tel: +34 986330400

Belgié/Belgique/Belgien
KERNFARM B.V.

De Corridor 14 D

3621 ZB Breukelen

The Netherlands

Tel: +31 (0) 346 785 139

CZ Vaccines S.A.U.

A Relva s/n — Torneiros
36410 O Porrifio
Pontevedra

Spanje

Tel: +34 986330400
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Espaiia

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

Espafia

Tel: +34 619292771

CZ Vaccines S.A.U.

A Relva s/n — Torneiros
36410 O Porrifio
Pontevedra

Espana

Tel: +34 986330400

France

MELCHIOR SANTE ANIMALE S.A.S
5 rue Victor Hugo, 69002 Lyon

Tel: +33 6 18 1503 91

CZ Vaccines S.A.U.

A Relva s/n — Torneiros
36410 O Porrifio
Pontevedra

Espana

Tel: +34 986330400

Italia

Fatro S.p.A. — Veterinary Pharmaceutical Industry

Via Emilia, 285
40064 Ozzano dell'Emilia (BO)

Italy
Tel: +39 051 6512711

CZ Vaccines S.A.U.

A Relva s/n — Torneiros
36410 O Porrifio
Pontevedra

Spain

Tel: +34 986330400

EM\ado

VIRBAC HELLAS SINGLE MEMBER SA
13 th Km National Road Athens Lamia
14452, Metamorfosi

Greece

Tel: +30 210 62 19 520

CZ Vaccines S.A.U.

A Relva s/n — Torneiros
36410 O Porrifio
Pontevedra

Spain

Tel: +34 986330400
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Deutschland, Ireland, United Kingdom (Northern Ireland), Luxembourg/Luxemburg, Penyo/uka
Buarapusi, Magyarorszag, Ceska republika, Malta, Danmark, Norge, Eesti, Osterreich, Polska,
Portugal, Roménia, Slovenija, Island, Slovenska republika, Suomi/Finland, Kbztpog, Sverige,
Latvija, Lietuva, Hrvatska

CZ Vaccines S.A.U.

A Relva s/n — Torneiros
36410 O Porrifio
Pontevedra

Spain

Tel: +34 986330400
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