ITAPAPTHMA 1

HNEPIAHYH TQN XAPAKTHPIZTIKQN TOY ITIPOIONTOX



1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

BLUEVAC BTV Evéowo evoidpnpua yio foogdn kot tpopato

2. IMOIOTIKH KAI IIOXOTIKH XYNOGEXH
KdaBe ml guPoiriov nepiéyet:

APOOTIKG GUOTUTIKA:
Adpavomompévog 10g Tov KaTappoikod mupetod (BTV)

"Ewg ka1 600 amd Toug akdAovBovg opdTLTTOVG AdPOVOTOMUEVOD 100 TOV KATAPPOIKOV TUPETOV:

Adpavomomuévog 10¢ 1oL KOToppoikod mupetov, opodtvmoc 1 (BTV-1), | > 9,06 pg/mi
otéheyoc BTV-1/ALG/2006/01

Adpavomomuévog 10¢ ToL  KoTappoikod mupeTol, opotvmog 4 (BTV-4), | > 22,06 pg/ml
otéleyog BTV-4/SPA-1/2004

Adpavomomuévog 10¢ Tov  KOToppoikod mupeton, opotvmog 8 (BTV-8), | > 245,67 pg/mi
otéleyoc BTV8/BEL/2006/01

AV0GOEVIGYVTIKEG 0VOIES:

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

Thiomersal 0,1 mg

BA. m\pn katdhoyo exdoywv oto kKepaioto 6.1.

O T0T0G TOVL GTEAEXOVG/TOV OTEAEXDV (£1G KOt dV0 GTEAEYT)) TTOL TEPLEYEL TO TEAIKO TPOTOV Ot
EMAEYETON e PACT TNV ETONMOAOYIKT] KOTAGTOGT T GTIYUN TG TOPUCKEVTG TOV Kot Oal
ovoypAQETOL OTNV ETIKETA.

3. DAPMAKOTEXNIKH MOP®H

Evéoo evouopnpo

Agvkd M pol-Aevkd EvaLDPT L.

4, KAINIKA XTOIXEIA

4.1 Eion {oov

[Ipo6Para ko fooetdn.

4.2 Ogpamsvtikég gvdci&ers mpoodropilovrag Ta £idn LDV

[péBara

T evepyn avocomoinomn mtpofdtmv yia Ty TpoANYN ¢ tupiac™® mov tpokaieitan amd tov opdtumo 1
1/xo1 4 1/kan 8 Tov 100 TOV KATAPPOTKOD TVPETOV Kol T Pelmon TV KAVIKOV evogi&emy mov
TPOKAAOVVTAL OTTO TOV OPOTLTO 8 TOL 10V TOL KOTOPPOiKOD TVPETOD (GLVIVOOoUOC MG KoL 2
0poTHT®YV).

*Kértow and 1o eninedo aviyvevong pe v emkvpopévn pébodo RT-PCR oto 1 10910 TCIDse/ml yia
Tovg opoTLTTOVG 8 Kat 4, ko ota 1,3 10g10 TCIDse/ml yio tov opdtvmo 1.
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"Evap&n ¢ avooiag: 21 nuEPEC LETA TNV OAOKATP@GT TOV PacTKOV GYAUATOS EULPOAAGLOD.

Aldpkela ¢ avooiag: 1 €10¢ petd tnv ohokANp®oN TV POcKoD GYILATOS ELPOMAGLOV.

Boogwdn|
T evepyn avocomoinomn foostdmv yia TV TPOANY opias® mov TpokaAeitol amd Tov opodTumo 1

1/xot 4 /ot 8 Tov 100 TOV KATAPPOTKOD TVPETOV (GLVILAGHOG EMG KOL 2 OPOTHTTWDV).

* Kétow and 10 eninedo aviyvevong pe v emkvpopévn uébodo RT-PCR oto 1 10910 TCIDso/ml yia
Tovg opoTLTovg 8 ko 4, ko ota 1,3 10g10 TCIDso/ml yio tov opdtvmo 1.

"Evap&n ¢ avooiag: BTV, opotumoc 1: 28 nuépeg petd v oAoKANp®oT Tov Bacikod GYNHoTog
guPoAlacpon
BTV, opotumog 4: 21 nuépeg petd tnv oAoKApwon Tov factkod GYUATOG
gpuPoAlacpon
BTV, opoétumog 8: 31 nuépeg petd v oAoKANp®oT| Tov Bactkod GYRHaTog
gufolacuov

Awgpkela g avooiag: 1 €Tog HETA TNV OAOKANP®GT TOL BacKOV GYNUATOG EUPOAAGHOD.
4.3  Avrtevdsieg

Koapia.

4.4  E0wkég TPOoELOOTOMGELS Y10 KGO gid0g Coov

Eupoldote poévo vym Loa.

[leprotaciokd, 1 Topovsio UNTPIKNG TPOEAEVLONG AVTICOUAT®V GE TPOPOTA TNG EAAYIGTNG
oUVIGTOUEVN S NAKioG Oo LTopoVoE Vo EMNPEGGEL TNV TPOGTAGIN TOL ETAYEL TO EUPOALO.

Agv vTapyovy TANPOPOPIES GYETIKA LE T YP1ION TOL EUPoAiov og BOOEIdN e AVTICOMOTO UNTPIKNG
TPOEAEVOTG

Edv 1o gpforio ypnopomomfel o ddro katowkidla Kot dypa €idn unpukactik®v tov fempeiton 6Tt
dratpgyovv kivouvo HOAVuveNG, 1 XPHON TOV GE QVTE Ta €101 TPENEL VaL YIVETOL e TTPOGOYT Kot
ocuvietdral, Tpw Tov paliko epPfolacpod, To euPforto va dokipaletal o€ pikpd apduod (dov. H
amOTEAECUATIKOTNTOG TOV EUPoriov 6e GAla €idn (DmV evdéyeTar va dtapEPEL amd TV
OTOTEAECLATIKOTNTO TOV TOPOTNPEITOL 6T TPOPOTA KO 6TO BOOELdN.

4.5 Iowitepeg mPoPUAAEEIS KATA TN Y p1ioN

[dwaitepeg Tpo@LAGELSLS KaTd T Ypnon o Lha

Agv 1oyVet.

Idwitepec mpouAdeic mov mpémer va AauBdvovior amd To GTOUOo TOL YOPNYEL TO APUOKEVTIKO
mpoidv e Loa

Xe mepinton Tuyaiog avtoéveonc, va avalnToeTe apEcS 1Tpikn Pondela kot va emdeilete otov
10TPO TO ECOKAEIGTO PUALO 0INYIDV ¥PTCEMG 1 TNV ETIKETA TOV PAPUAKEVTIKOD TPOIOVTOC.

4.6 AvemOounteg evépyeleg (ovyvoTnTa Kol cofapotnTa)

IIpoPara:
Mo Ttopodikr) avénon g Oepuokpaciog tov 0pbod mov dev vaepPaivel Tov 1,0 °C givar cuyvn.
Awopkel oy mep1ocoTEPO 0T 24 £mG 72 MPEG.



TTapodikég TomKEG avVTIOPAGELS 6TO ONUELD TNG £VEONG LE TN LopPn eVAC cLVINB®G avddvvov oltdiov
peyébovug 0,5 émg 3 cm, 10 0moio VIOYWPEL GTUSIAKA LE TNV TAPOSO TOV XPOVOL, Elval TOAD GUYVEG.
O1 tep1ocoTEPEC TOMIKEG aVTIOPAcELS eSapavilovtar Tptv amod Tig 14 nuépec, TapdTl KATO1EG UTOPOvV
va Topopeivouy Kot HETd amd avTd TO SLAGTI L.

Y€ TOAD GTAVIEC TEPMTMOELS, TOPATNPEITAL ATMAELN Opelns. AvTidpdoelg viepevatcinciog
TOPUTNPOVVTOAL TTOAD CTAVIA.

Boogon:

H mapodwkn avénon g Beppokpaciog tov opbov givor omdvia.

[Mopodikég TomKES avTIOPACELS GTO OMUEID TNG EVEOTG LE TN LOPPT £VOG GLVIBmG avddvvov olidiov
ueyébovug 0,5 émg 5 cm, 10 omoio VIOYWPEL GTASIOKA UE TNV TAPOSO TOV XPOVOL, Elval TOAD GUYVEC.
O1 tep1oc0TEPEC TOTIKEG aVTIOPAcELS eSapavilovtar Tptv amod Tig 21 nuépec, TapdTL KATO1EG UTOPOvV
va Topapeivouy Kot HeTd omd avtd T0 S140TN .

Y& TOM) GTIAVIEG TTEPIMTMGELS, TopATNPEITUL andAELn, Opeéng. Aviidpdoelc vepevatodnaiog
TOPOATNPOVVTOL TOAD CTLAVIAL.

H ocvyvomta tov avembountov evepysidv kabopiletor og akolovbmg:

- ToAD ovyvn (Ttepiocotepo amd 1 ota 10 (dha mopovctdlovy avemBuUNTES EVEPYEIES KATA TN
Suapxkela g Bepameiog)

- ovuyvn (meprocdtepo amd 1 aAld Atyotepo amd 10 (oo ota 100 vad Bepaneia {mo)

- un ovvnowopévn (tepiocdtepo amd 1 aldd Aryotepo and 10 (dha oo 1000 vrd Bepomeio (hoy)
- ondvio (tepiocdtepo and 1 aAdd Aydtepo and 10 {ma ota 10.000 vrd Oepancio (da)

- ToA0 omdvio, (Aryotepo and 1 ota 10.000 vid Bepancio {doa)

4.7  Xpnfon Katd TNV KON 61, TN Yorov)ia 1] TNV ®OTOKId

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

TaAovyia:
H ypniion tov epfoiriov oe yolaktomapaywyEc TpoPative kot ayehddeg dev ExEl apvNTIKY| ETIOpOON
oTNV TOPAy®YN YAAAKTOG.

Tovyomro:
H aocpddeia kot 1 amotelecpaticdtnTo TV ERPoriov dev £yovv Tekunplmbel o€ mayvvoueva

apoevika {oa (mpofato kot foogdn). Xe avtv TNV Kotnyopio (dmv to euPforio Tpémel va yopnyeitat
uévo pe Baon v a&loAdynomn g oxEong 0PEAOVG-KIVOUVOD amd ToV apuddlo KTnviatpo /Kot Tig
Ebvikég Apyég mov etvar appodieg yia TIG 1oYVOVGEC TOAMTIKEG ELPOAAGHOD KATA TOV 100 TOL
Katappoikov mopetov (BTV).

4.8  AMAemdpacsig ne GAL0 QUPUOKEVTIKA TPOTOVTA Kol GAAES HOPQES aAMAETTiIOpaoNG
Agv VIapyYoVV TANPOPOPIES GYETIKA LLE TNV OCQAAELD KOL TV ATOTEAEGLLOTIKOTNTO OO TN YPNON TOV
&V AOY® epfoiiov pe omotodnmote GAAO KTViaTpikd edppoko. H ardeaon yio m yopriynomn tov ev
AOY® epforiov mpiv N HETE OO TN OPTYNOT OTOIOINTOTE GAAOD KTNVINTPIKOD QopUAKov Oa Tpémet
va Aappdvetot Katd mepintwon.

4.9 Aocoloyio ko TPOTOG YOPNYNONS

Ymodopla yopriynon.

AvoKiviioTte Ko Tpv amo T YpNon. AToUYETE TNV TOALUTAN S14TpNoT Tov ProAdiov. ATopiyeTe
TNV EMUOAVVGT TOL TEPLEYOUEVOV.

Apywkég epforiacpog



IIpoPara:

[pdPata and v nMkia Tov 2.5 unvev:

Xopnynote 600 d6celg Tov 2 ml vrodopia pe pecodidotua 3 efGoUadmV PETAED TV SOGEMV.
T'a o povoduvapo epfdiio mov mepiéyet Tov opotvmo 1 1 ToV 0pOTLTIO 4 TOL 100 TOV KOTAPPOTKOD
TopeTod yopnynote uia déon twv 2 ml vroddpia.

Booegdn;:
Boogon amd v nlkia tov 2 pnvov:
Xopnyeiote 600 dooelg v 4 ml vTodopla pe pecodidotna 3-4 fdopadmv HETAED TOV 0OGEWMV.

Emavoinntikog epfoitacpoc:

Yuviotdtol £TNo10G emaveUPoilocuog.

4,10 Ymepdocoloyia (COUTTOUATA, RETPO, AVTIHETAOMIGNG, AVTIOOTA) EGV Eivon amapaitnTy

Metd ™ yoprynon dumAng d0omg, dev mapatnpnOnKay averBuunTeg EVEPYELES TANV CVTMV TOV
TEPLYPAPOVTAL GTNV TOPdypoo 4.6.

411 Xpévog avapovig

Mndév nuépeg.

5. ANOZOAOI'IKEX IAIOTHTEX

Doppokobepamevtikn opdodo: Epforio adpovomompévou 100 1oL KaTappoikoy TupeToD Yio TPOROTa.
Kmodikog ATCvet: QI04AAQ2.

To BLUEVAC BTV npokaiet 6g mpdPata kot fo0E1dN EvEPYNTIKN AvOGio KUTE TOL OPOTLTOV 1| TOV
0POTLIOV TOV 10V TOL KATOPPOTKOV TUPETOV GE GUVEAPTNOT| LLE TOVG OPOTVTIOVG TTOV TEPLEYEL TO
guporo.

6. DPAPMAKEYTIKA XTOIXEIA

6.1 Katahloyog ekddymv

Aluminium hydroxide

Purified saponin (Quil A)

Thiomersal

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

6.2 Kopeg aocoppototnteg

Noa pnv avoperyvoetat pHe GAALO KTNVIATPKO GAPLLOKO.

6.3 Awpkera Long

Avdpxela {ong T0V OKELAGUATOG IE TOV 0pOTLTIO 1 TOL 100 TOL KATAPPOTKOL TLPETOV: 18 Pnveg
Augpxera {0nG TOLV CKELAGUATOG E TOVG OPOTVTIOVG 4 1] 8 TOV 100 TOV KATUPPOIKOV TVPETOV: 2 £TN

Avdgpxera {ong LETE TO TPMTO GVOLYUa TNG OTOXEWDMO0VG cuokevaciog: 10 dpeg.



6.4. Idwitepeg TpoPuLAAGEELS KOTA T QVAOEN TOV TPOTOVTOG

duvidooete Kou petogépete og yoyeio (2 °C — 8 °C).
Mnv kaToyvyeTe.
DdvAdcoete TPOGTATELUEVO OO TO PMG.

6.5 ®Oon kot 6HVOEST] TNG GTOLYELDOOVS GVOKEVUGING

Drikec Tov 52 ml, 100 ml 1 252 ml ard morvatBvrévio vyming rukvotntag (HDPE) pe topa
Bpopopfovturiov Kot cepdyion aAovuviov.

Yvokevacio:

Xaptvo kovuti pe 1 giéAn mov mepiéyst 52 mi
Xaptvo kovti pe 1 giéin mov mepiéyet 100 ml
Xaptwvo kovti pe 1 @réin mov mepiéyel 252 ml

Mmropei vo, unv KuKAOPOPOLY OAEG OL GLGKEVAGIEC.

6.6 Edwkég mpo@uiaters améppryng vog un APNSLHOToL0EVToS KTNVIOTPLKOD GUPRIKEVTIKOD
TPOIOVTOG 1] GALOV VAIKAV TOV TPOEPYOVTUL O.TO T1] Y P1GT] TOL TPOIOVTOGS, UV VITAPYOLY

Kd&Be pn ypnoyomon8év ktnviatpikd eoprokenTikd Tpoidv 1 un xpnotporombévio vIToAEipIaTd TOV
TPETEL VO, OTOPPITTOVTOL COUPOVOL LE TIG IGYVOVCES EOVIKEG OMALTAGELS,

7. KATOXOX AAETAYX KYKAO®OPIAX

CZ Vaccines S.A.U.

A Relva s/n — Torneiros
36410 O Porrifio
Pontevedra

Spain

8. APIOMOZX(OI) AAEIAX 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
EU/2/11/122/010
EU/2/11/122/011
EU/2/11/122/012
EU/2/11/122/013
EU/2/11/122/014
EU/2/11/122/015
EU/2/11/122/016
EU/2/11/122/017
EU/2/11/122/018



9. HMEPOMHNIA ITPQTHX ETKPIZXHX/ANANEQXHX THX AAEIAX
Hpepopnvia 1ng éykpiong: 14/04/2011

Huepopnvia avavémong g adeiog: 15/03/2016

10. HMEPOMHNIA ANAGEQPHXHYX TOY KEIMENOY

AemTopepeic TANPOPOPIES Yi TO €V AOYM KTNVIOTPIKO PAPUOKEVTIKO Tpoiov dlatifevtol 6Tov SikTuakd
tomo tov Evponaikod Opyaviopuod @apudkov (http://www.ema.europa.eu).

AITATOPEYXH INQAHXHX, AIAGEXHX KAI/H XPHXHX

Omno1060MmoTE TPOTIOETAL VO TAPUGKEVACEL, VO EICAYEL, VO EXEL GTIV KOTOYN TOV, VO TOANGEL, VO
dwbéoet kavn va ypnoiponomoet 1o BLUEVAC BTV vrmoypeovtal va {nthoet T yvoun g
UPHOSIAG OPYNG TOV GYETIKOD KPATOLS HEAOLS KAOMDC OVTEG Ol OpUSTNPLOTITEG UTOPEL VOl
omayopevovVTOL € OAOKAN P N LEPOC TNG EMIKPATELNG TOV KPATOVE LEAOVS COUPOVA [LE TNV EBVIKT TOV
vopobeaia.


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

ITAPAPTHMA I
HAPATI'QI'OX THX BIOAOT'IKQE APAXTIKHX OYZIAX KAI KATOXOX
THX AAEIAY ITAPATQI'HE, YIIEYOYNOX I'TA THN AIIOAEXMEYXH
TQN ITAPTIAQN
OPOI H HEPIOPIZEMOI TIOY A®OPOYN TH ATAGEXH 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 AAEIAX ITAPAT'QT'HE, YIIEYO YNOZX(OI) I'TA THN
AIIOAEXMEYXH TQN ITAPTIAQN

Enovouia kot dievfvvon tov mapoywyod e flOA0YIKOC OPOCTIKNC OVCIUC

CZ Vaccines S.A.U.

A Relva s/n — Torneiros
36410 O Porrifio
Pontevedra

Spain

‘Ovoua kot d1evfvven Tov Tapay®wyol Tov eivol VITEVOVVOC YO TNV OTOOEGLEVTT] TOV TOUPTIOMV

CZ Vaccines S.A.U.

A Relva s/n — Torneiros
36410 O Porrifio
Pontevedra

Spain

B. OPOI'H HEPIOPIZEMOI IMOY A®OPOYN TH AIAGEXH KAI TH XPHXH

Na yopryeitar povov pe KINVIOTPIKT GLUVTAYT).

Zoppova pe to apbpo 71 g odnyiag 2001/82/EK tov Evponaikod Kotvofoviiov kat tov
Yvppoviiov émwg TpomomomOnke, £va KpdTog pEAOG dvvaTol HEcm TNG £BVIKNG Tov vopobesiog va
OTOYOPEVGEL TV TAPUYWDYT|, EICAYDYN, KOTOYT], TOANCT, dS1AOECT, KA1 ¥PNOT AVOGOAOYIKMDY
KTNVIOTPIK®V POPUOKEVTIKOV TPOIOVI®MV GE OAOKANPN TNV EXKPATELL TOV 1) GE TUALO TNG, ECGV
OTOdELKVVETAL OTL:

o) M YopNYNoN Tov mpoidviog oe {da mapeumodilel TNV epapproyn evoc eBvikod TPOoyPALLOTOS Yid
T S1dyvwon, Tov ELeyyo 1 TNV KatamoAéunon acheveidv tov {dwv, 1 o ducyépatve Tnv
TIOTOTOINGN TNG 0MOVGing HOAVVONG TV (OVTOV {OOV 1 TOV TPOPIH®V 1] GAA®V TPOIOVI®V TOV
Aappavovtor amd to (oo oto omoia £xel xopnynOel To eapuako ovtod.

B)  nacBévelwn, Evavtt Tng omoiag To mpoidv Tpoopiletal va TpokaAEceL avoasia, Kat' ovcioy Ogv
VIAPYEL GTNV €V AOY® TTEPLOYN.

I ENAEIEH TQN ANQTATQN OPIQN KATAAOIIIQN (AOK)

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

Ta £xdoya (TEPILOUPAVOUEVDV TOV OVOGOEVIGYVTIKOV) TO, 0TI, TEPLYPAPOVTUL OTH TOPAYPPO 6.1
g [IXTI, eite givar emitpendueveg ovaieg yia ta omoia o wivaxoag 1 tov Kavoviepod No 37/2010
avapépel 0Tt dev amaitovvtor AOK, gite, Bewpovvron 61t dev gunintovv oto okond Tov Kavoviopov
No 470/2009,6tav ¥pNGLLOTOIOVVTOL GE OVTO TO KTNVINTPIKO QUPUOKEVTIKO TPOIOV.

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

O 1péymv emotog kvkrog virofoing Exbeong [Teplodwkrg [Taparxorovdnong Acpdreiag (EIIIA) Oa
npénet vo, dtatnpnOet.



ITAPAPTHMA 111

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

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

‘ 1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

BLUEVAC BTV Evéowo evaidpnuo yio foogtdn kot tpdpoto

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

KaBe ml gpfoiriov mepiéyet:

BTV1 avtiyovo > 9,06 g
BTV4 avtiyovo > 22,06 ug
BTV8 avrtiyovo > 245,67 g

3. OAPMAKOTEXNIKH MOP®H

Evéopo evardpnpa

4, YYXKEYAXIA

52 ml
100 ml
252 ml

| 5. EIAH ZQON

[po6Para ko foogdn

| 6. ENAEIZH(ELY)

‘ 7. TPOITIOX KAI OAOX(OI) XOPHI'HXHX

Ymodopla yopryynon.
Avakwvnote koAl Tpv omd T (pnon.
Awfaote T0 POALO 0INYIOV TPV AT TN XPTIOT).

| 8.  XPONOX(OI) ANAMONHE

Xpovog avapovig: Undév nUEPEGS.

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

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

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

11. EIAIKEX XYNOHKEX AIATHPHXHX

DVAACGGETE KOl LETAPEPETE GE YLYELD.
Mnv katoyoyeTe.
DuAdcoeTe TPOGTATELUEVO GO TO POG.

12.  EIAIKEZ TIPO®YAAZEEIX ATIOPPIYHX ENOX MH XPHXIMOIIOIHOENTOX
IMPOIONTOZ 'H AAAQN YAIKQN ITOY ITPOEPXONTAI AIIO TO ITPOION, AN
YIHAPXOYN

Amopprym: PA.ecOKAEIGTO POAO 0ONYIDV YPNOTG.

13. OI AEEEIX «KAITIOKAEIXTIKA T'TA KTHNIATPIKH XPHXH» KAI OI OPOI'H OI
HOEPIOPIZMOI MOY IZXYOYN XXETIKA ME TH ATAGEXH KAI TH XPHXH, av
vadapyovy

AmorAeloTikd yio ktnviatpikn xpnon. Na diatifetal Hovo e KIviaTpiki GuvTayn.

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

Na puAdooetor og 06om v onoia dev PAETOVY Ko dgv Tpooeyyilovv Ta TodLd.

15. ONOMA KAI AIEYOYNXZH TOY KATOXOY THX AAEIAYX KYKAO®OPIAX

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

16. APIOMOZX(OI) AAEIAX KYKAO®OPIAX

EU/2/11/122/001 16An tev 52 ml
EU/2/11/122/002 @1éAn towv 100 ml
EU/2/11/122/003 @16An v 252 ml
EU/2/11/122/004 ¢1dAn tov 52 ml
EU/2/11/122/005 @iéAn tov 100 ml
EU/2/11/122/006 i6An tov 252 ml
EU/2/11/122/007 @1dAn tov 52 mli
EU/2/11/122/008 @iéAn tov 100 ml
EU/2/11/122/009 @iAn tov 252 ml
EU/2/11/122/010 @1dAn twv 52 ml
EU/2/11/122/011 @iéAn tov 100 ml
EU/2/11/122/012 @iéAn tov 252 ml
EU/2/11/122/013 @164An tov 52 ml
EU/2/11/122/014 ¢16An Ttwv 100 ml
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EU/2/11/122/015 @i6An tov 252 ml
EU/2/11/122/016 @1dAn tov 52 ml

EU/2/11/122/017 @iéAn tov 100 ml
EU/2/11/122/018 @iéAn tov 252 ml

‘ 17. APIOMOZX ITAPTIAAX TAPAT'QI'HX

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

Dy Tov 52 ml, 100 ml kor Tov 252 ml

1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

BLUEVAC BTV Evéowo evaidpnuo yio foogtdn kot tpdporto

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

BTV1 avtiyovo > 9,06 pg/ml
BTV4 avtiryévo > 22,06 pg/ml
BTV8 avtiyovo > 245,67 pg/ml

3. DOAPMAKOTEXNIKH MOP®H

Evéoylo evaumpnpa

4. YXYXKEYAXIA

52 ml
100 ml
252 ml

| 5. EIAH ZQON

[poPata ko foogdn

| 6. ENAEIZH(EIX)

‘ 7. TPOITIOX KAI OAOX(OI) XOPHI'HXHX

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

| 8. XPONOX(OI) ANAMONHE

Xpovog avapovig: Undév nuépec.

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

Awfaote To @OALO 0ONYI®V ¥PNOTG TPV amd TN YP1oN.
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‘ 10. HMEPOMHNIA AHEHX

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

11. EIAIKEX XYNOHKEX AIATHPHXHX

DVAACGCETE KOl LETAPEPETE GE YLYELD.
Mnv katoyoyeTe.
DVAAGGETE TPOGTATEVIEVO OO TO YOG,

12.  EIAIKEX TIPO®YAAZEEIX AITIOPPIYHE ENOX MH XPHXIMOIIOIHOENTOX
MPOIONTOZ 'H AAAQN YAIKQN ITOY ITPOEPXONTAI ATIO TO ITPOION, AN
YIHAPXOYN

Amopprym: PA.ecOKAEIGTO POAO 0ONYIDV YPNOTNG.

13.  OI AEEEIX «<ATIOKAEIZTIKA I'TA KTHNIATPIKH XPHXH» KAI OI OPOI'H OI
NEPIOPIEMOI TOY IZXYOYN XXETIKA ME TH AIAGEXH KAI TH XPHXH, av
vadapyovy

AmorAeloTikd yio kTnviatpikn xpnon. Na diatifetal Hovo e KIviaTpikni GuvTay.

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

Na pvrdooetal o€ Béon v omoia dev PAETOLY Kot dev Tpoceyyilovy To TodId.

15. ONOMA KAI AIEYOYNXZH TOY KATOXOY THX AAEIAYX KYKAO®OPIAX

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

16. APIOMOZX(OI) AAEIAX KYKAO®OPIAX

EU/2/11/122/001 1aAn tov 52 ml
EU/2/11/122/002 @16An tewv 100 ml
EU/2/11/122/003 @16An v 252 ml
EU/2/11/122/004 ¢1éAn tov 52 ml
EU/2/11/122/005 @iéAn tov 100 ml
EU/2/11/122/006 @iéAn tov 252 ml
EU/2/11/122/007 @1éAn tov 52 ml
EU/2/11/122/008 @éAn towv 100 ml
EU/2/11/122/009 @éAn tov 252 ml
EU/2/11/122/010 @1dAn twv 52 ml
EU/2/11/122/011 @iéAn tov 100 ml
EU/2/11/122/012 g16An tov 252 ml
EU/2/11/122/013 @1dAn twv 52 ml
EU/2/11/122/014 @iéAn tov 100 ml
EU/2/11/122/015 @iéAn tov 252 ml
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EU/2/11/122/016 1dAn tov 52 ml
EU/2/11/122/017 @16An twv 100 ml
EU/2/11/122/018 @i1éAn tov 252 ml

‘ 17. APIOMOZX ITAPTIAAX TAPATQI'HX

MMoptida: {opBuoc}
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B. PYAAO OAHI'TQN XPHXHX
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OYAAO OAHI'IQN XPHXHX:

BLUEVAC BTV Evéowpo evaridpnpo yio foogtdn ko tpofata

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

Kdrtoyoc tne ddetag KukAoQopiag Kol Topoy®yoc VIefuvog yia TV ameAsvfEpmaon TV TapTidmV:
CZ Vaccines S.A.U.

A Relva s/n — Torneiros

36410 O Porrifio

Pontevedra

Spain

2. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

BLUEVAC BTV Evéowo evoidpnua yio foogdn kot tpopato

3. YYNOEXIH XE APAXTIKO(A) ZYETATIKO(A) KAI AAAH(EX) OYXIA(EY)
KdaBe ml gpuPoiiov mepiéyet:

APOOTIKG GUGTATIKA:

Adpavomomuévog 10g Tov Katoppoikol mupetod (BTV)

"Ewg ka1 600 0md Toug 0kd6Aovdovg opdTLTTOVG AdPOVOTOINUEVOD 100 TOL KOTAPPOTKOD TUPETOV:

Adpavomoinuévog 10¢ Tov Katappoikod mupetod, opotvmog 1 (BTV-1), otéheyoc | > 9,06 pg/ml
BTV-1/ALG/2006/01

ASpavomompéVog 10G ToV KaTappoikov mupetod, opoturog 4 (BTV-4), otéheyoc | > 22,06 pg/ml
BTV-4/SPA-1/2004

Adpavomoimuévog 10¢ Tov Katappoikod mupetod, opotvnog 8 (BTV-8), otéleyoc | > 245,67 pug/mi
BTV8/BEL/2006/01

AV0OG0EVIGYVTIKES 0VGIEG:

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

Thiomersal 0,1 mg

O 070G TOL OTEAEYOVG/TOV GTEAEXDV (£MC KOt dV0 GTELEYT)) TTOL TTEPLEYEL TO TEAIKO TPOTOV Ot
EMAEYETOL e PACT TNV ETONMOAOYIKT] KOTAGTOCT T1 GTIYUN TG TOPUCKEVTG TOV Kot Oal
ovoypaPETOL GTNV ETIKETA.

Agvko 1 pol-AevKd evaridpniLa.

4. ENAEIZH

Hpoépara
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T evepyn avocomoinomn mpofdtmv amd v nikio Tov 2,5 ptnvev yio Ty TpdAnyn g wipioc* mov
TPOKAEiTaL 0o ToV 0poTLTO 1 1/KaL 4 /KL 8 TOL 100 TOV KOTAPPOTKOV TVPETOD Kl TN UeimoT TV
KAWVIKQOV evOgiEE®MV OV TPOKAAOVVTAL ATTO TOV OPOTLTTO § TOV 10V TOV KATUPPOIKOD TLPETOV
(ovvdVaGOG £G Kt 2 0pOTLTTMV).

*Kdéto omod 1o eninedo aviyvevong pe mv emkvpouévn pébodo RT-PCR oto 1 10g10 TCIDso/ml yio
ToVg opoTLTTOVG 8 ko 4, ko ota 1,3 10g10 TCIDso/ml yio tov opdtvmo 1

"Evap&n ¢ avooiag: 21 nuEPEC PETA TNV OAOKATP@GT TOV PacTKOD GYAUATOS EUPOAAGLLOD.
Awgpkela g avooiag: 1 £étog HeTd TNV OAOKANP®GN TOL PacikoD GYNUATOG ELPOAIAGLOD.

Boog1on
IMa v evepyn| avosomoinon Poogd®mv yior TNV TPOANYT TG LIS Tov TPOKAAEITOL OO TOV
opotumo 1 1/xat 4 f/kat 8 Tov 100 Tov KOTAPPOTKoD TVPETOD (GLVIVAGHOG £MG KOl 2 0POTLTIMV).

"Evap&n ¢ avooiag:
BTV, opotumog 1: 28 nuépec petd tnv 0AOKANP®GCT) TOV BAGTIKOD GYNUOTOG
sufolocuov
BTV, opotvmog 4: 21 nuépec et TNV OAOKANP®GT] TOV BAGTKOD GYNUATOS
gufolocpov
BTV, opotumog 8: 31 nuépec petd tnv 0AOKANP®GCT) TOV BACTKOD GYNUOTOG
sufolacuov

Aldpkela ¢ avooiag: 1 £€10¢ petd v oAoKANP®GoT TOL BOCIKOD GYNILATOS ELPOAAGLLOD

5. ANTENAEIZEIX

Koapia.

6. ANEINNIOYMHTEX ENEPTEIEX

IIpoPara:

Mo tapodikn avénomn tng Beppoxpaciog tov opHod mov dev vaepPaivel Tov 1,0 °C givar cuyvn.
Awpkel oyl mep1ocoTEPO 0o 24 £mG 72 MPEG.

TTapodikég TomKéG avTIOPAGELS 6TO GNUEID TNG £VESTG LE TN LopPT VOC cLVIB®G avddvvov oltdiov
peyéboug 0,5 émg 3 cM, 10 0moio VIOYWPEL GTAIUKA LE TNV TAPOSO TOL YPOVOL, Elval TOAD GUYVES.
O1 tep1ocoTEPEC TOMIKEG AVTIOPACELS eSapavilovtar Tpv amod Tig 14 nuépeg, TopOTL KATOLES HTOPOVV
Vo ToPaUEivouy Kot LeTd amd avtd 1o ddoTnua.

Y& TOM) OTAVIEG TTEPIMTMGELS, TopaTnpEiTal andAeln dpeénc. Avidpdoelc vepevotodnoiog
TOPUTNPOVVTOL TTOAD GTLAVIA.

Booegon:

H mapodwn avénon g Beppokpaciog tov opbov givor omdvia.

[Mopodikég TomKES avTIOPACELS GTO OMUEID TNG EVEOTG LE TN LOPPT £VOG GLVIBmG avddvvov olidiov
ueyébovg 0,5 émg 5 cm, 10 omoio VIoYWPEL GTASIOKA UE TNV TAPOSO TOV XPOVOL, Elval TOAD GUYVEC.
O1 tep1o0TEPEC TOTIKEG aVTIOPAcELS eSapavilovtar Tptv amod Tig 21 nuépec, TapdTL KATO1EG UTOPOvV
va Topapeivouy Kot HeTd omd avtd T0 S14eTNUA.

Y& TOM) GTIAVIEG TTEPIMTMGELS, TOpATNPEITUL amdAELD, Opeéng. Aviidpdoelc vepevatodnaciog
TOPOATNPOVVTOL TOAD CTLAVIAL.

H ocvyvomta tov avemBountov evepysidv kabopiletor og axorlovbmg:
- ToAD ovyvn (Ttepiocotepo amd 1 ota 10 (dha mopovctdlovy avemBOUNTES EVEPYEIEG KATA TN

Suapxela g Bepameiog)
- ovuyvn (meprocdtepo amd 1 aAld Aryotepo amd 10 (oo ota 100 vad Bepaneia {mo)
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- un ovvnbopévn (tepiocdtepo amd 1 oAld Atyotepo amd 10 (oo ota 1000 vo Oeponeio {da)

- onavio, (mepioodtepo and 1 aAld Aryotepo amd 10 (oo ota 10.000 vro Oeponeio {har)

- ToA0 omdvio (Ayotepo and 1 ota 10.000 vrd Bepamneio {oa)

Edv mapotnpioete omoladnmoTe avemBOUNT EVEPYELN, KOO KOL OV OEV OVOPEPETOL GTO
godrieroto GOALO Oyl Xprong 1 AUEIBAAETE Yo TV OTOTELECUOTIKOTITO TOV QUPLUAKOL,
TopoKoAeicOe va EvIEPDOETE GYETIKMOG TOV KTNVINTPO GOC.

7. EIAH ZQQN

IIpoPata kot fooetdn

8. AOZOAOI'TA T'TA KAGE EIAOX ZQOY, TPOIIOX KAI OAOX(OI) XOPHI'HXHX
Y7modopia yopnynon.

Apykdg epforraocpoc:

[po6Para:

IIpoPata amd v nAkia twv 2,5 unvav:

Xopnynote 600 d6celg Tov 2 ml vrodopia pe pecodidotua 3 efSoUadmv PeTa&d TV S0GEMV.
I"a to povodvvapo gufoiio mov mepiéyetl Tov opdTLmo 1 1 TOV 0pOTLTO 4 TOL 10V TOV KOTAPPOTKOD
TopeTod yopnynote uia déon twv 2 ml vroddpia.

Booeon:

Boogdn amd v nhkio tov 2 pnvov:

Xopnynote 600 60celg Twv 4 ml vodopia pe pecodiaotnua 3-4 fdouddwv pHeTald TV dOGEMV.

Enavainntikég epporracpoc:

YuvioTtdtol £TNolog emaveufoilocudc.

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

AvoKIviioTe KaAG TPV Ao T YpNon. ATOPUYETE TNV TOAAUTAR S14TpNoT TOV PLoAdiov. AToPUyETE
TNV EMUOAVVOT] TOL TEPLEYOUEVOU.

10. XPONOZX(OI) ANAMONHX

Mndév nuépeg.

11. EIAIKEX XYNOHKEX AIATHPHXHX

Na puAdooetol og 0éom, TV omoia dev PAETOLY KoL dev Tpoceyyilovv Ta TadLd.

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

Mnv KaToyOyeTe.

DVALGGETE TPOGTATEVIEVO OO TO YOG,

Avgpxera {ong petd to Tpdto dvorypa tov meptéktr: 10 dpeg. No un ypnoyomroteitot avtd 1o
KTNVIOTPIKO QAPUOKEVLTIKO TPOTOV LETA Ao TV nuepounvio ANENg mov avaypdeetat oty
ETIKETO/GTO KOLTL.
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12. EIAIKH(EX) IPOEIAOIIOIHXH(EIX)

Ewdun wposdomnoinon(ec) yia kae £idog 6tdyoc:
Eppoidote pévo ta vy {oa.

IIepiotaciakd, N THPOLGio UNTPIKAG TPOEAELONG OVTICOUATOV GE TPOPOTA TNG EANYIGTNG
ouVIeTOMEVNG NAKiog Bo LTopovoeE Vo EMNPEAGEL TNV TPOCTAGIN TOL ENAYEL TO EUPOALO.

Agv vIapyovV TANPOEOpPieg GYETIKA e TN ¥PNoT Tov eUPoriov GE BOOEION e AVTIGMUATO UNTPIKNG
TPOELEVOTG

Edv to epuforio ypnoomombei oe drAAa katowkidio Kot ypla 01 UNPLKAGTIKGOV Tov Bempeital 0Tt
SlaTpéyouv Kivouvo HoAuveng, 1 XPNoT| TOV G€ aVTA To. £i01 TPEMEL VoL YiveTal [LE TPOGOYN Kot
ocuviotdral, Tpw Tov paliko gpforlacpo, vo dokipdletal to epfoiio og pkpd apBpo (dov. H
OTOTEAECUATIKOTNTA Y10, GAAQ €101 (DmV gVOEYETAL VO, SLAPEPEL 0d TNV EMiMESO
OUTOTEAECUATIKOTNTOG 7OV TOPATNPEITOL 0T TPOPaTa Kot 6T foogtdn.

Idwitepec mpouAdeic mov mpémet va AauBdvoviot amd To GTOUOo TOL YOPNYEL TO APUOKEVTIKO
mpoidv oe Loa

Xe mepinton Tuyaiog avToéveonc, va avalnToeTe aUEcS WTpikn Pondeta kot va emdeilete otov
10TPO TO ECOKAEIGTO PUALO 0INYIDV YPTCEMG 1 TNV ETIKETA TOV PAPUAKEVTIKOD TPOIOVTOC.

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

Talovyio:
H ypnion tov gpPoiriov o€ yolaktomopaymyEg Tpofotives Kot ayehades dev EXEL apvnTIK EMIOPAON
oTNV TOPAy®YN YOAAKTOC.

Qotoxkio:

H aocpddeia kot 1 arotelecpatikdtnTo Tov eUPforiov dev Exovv tekunplwbel oe ToyuVOUEV OPCEVIKA
(o (mpoPoata ko fooetdn)). e avtnv TV Katnyopio {dwv o epufoilo Tpénet va yopnyeitol uévo pe
Baon v a&ordynon g oxéone 0pEAOVC-KIvOUVOL amd Tov appodlo Krnviatpo 1/kat tig EOvikéc
Apyég mov givar appodies Yo TIC 10YDOVGEG TOMTIKEG EUPOAIAGLOD KATE TOV 100 TOL KATAPPOIKOD
nwopetod (BTV).

AMNAETOPACELS PLE GAAD QOPUAKEVTIKG TPOTOVTO KOl AALEG HOPPEG AAANAETIOpAOC:

Agv VITApYOVV TANPOPOPIEC GYETIKA LE TIV OCPAAELN KO TNV OMOTEAEGUATIKOTNTA OO TN YPTOT] TOV
&V AOY® epforiov pe omotodnmote dALO KTnviaTpkd edpuoko. H ardeacn yio m yopiynomn tov ev
AOY® epfoliov mpiv N LETE 0T TN XOPTYNOT OTOLOONTOTE GAAOD KTNVINTPIKOD QOpUAKoL Oa Tpémet
va Aappdvetot Katd mepintwoon.

Ynrepdoooroyio (COUTTOUATA, LETPO AVTIUETAOTIONC, OVTIOOTO):

Metd ) xopniynon Suthig 0601G, 0V mopatnPiONKay avemBOUNTEG EVEPYELEG TANV AVTMV TOL
TEPLYPAPOVTUL TNV TOPAYPaPO 6.

Acvufotdrec:
No punv avopelyvoetal pe GAAO KINVIOTPIKO QAPLLOKO.

13. EIAIKEX ITIPO®YAAEEIX AITIOPPIYHX ENOX MH XPHXIMOITIOIHOENTOX
MPOIONTOZX 'H AAAQN YAIKQN TTOY ITPOEPXONTAI ATIO AYTA, E@OXZON
YIHAPXOYN

2opPovievbeite Tov kKTNViaTpd GaC Yo TOV TPOTO ATOPPIYNC TOV YPNCILOTOMOBEVTOV Pappakwy. Ta
HETPO ALTA ATOCKOTOLY GTNV TPOGTAGIN TOL TEPPAAAOVTOC,.
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14, HMEPOMHNIA THX TEAEYTAIAX EI'KPIZHY TOY ®YAAOY OAHI'TQN XPHXHX

Aemntopepeic TAnpoeopieg yio to Tapdv TPoidv diatibevtol otov dikTvakd Tomo Tov Evpomnaikon
Opyoviopot Goppdkev (http://www.ema.europa.eu/).

15. AAAEX ITAHPO®OPIEX

Doppokobepamenvtikn opddo: Epforio 100 Tov katoppoikod TupeTon, adpavomotpéva.
Kwdwdog ATCvet: QI04AAQ2

To BLUEVAC BTV npokaiet og mpdPata kat fo0eldn vepyNnTIKN avosio KATE TOL 0POTLTOV 1 TOV
OPOTLTLAOV TOV 10V TOL KATOPPOTKOV TUPETOV GE GUVEAPTNOT| LLE TOVG OPOTVTIOVG TTOV TEPLEYEL TO
guporo.

Ta peyébn cvokevaciog:
Kovti pe 1 @uoAn tov 52 ml
Kovti pe 1 gréAn tov 100 mi
Kovrti pe 1 giéin tov 252 ml

Mmropei vo, unv KuKAOPOPOLY OAEG 0L GLGKEVAGIEC.

[No onowdnmote TANpoPopio GYETIKE [LE TO TOPOV KTNVIOTPIKO POPHOKEVTIKO 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

Espafia
Vetia Animal Health, S.A.U.
A Relva s/n — Torneiros
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http://www.ema.europa.eu/

36410 O Porrifio
Pontevedra

Espafia

Tel: +34 619292771

CZ Vaccines S.A.U.

A Relva s/n — Torneiros
36410 O Porrifio
Pontevedra

Espafia

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

Espafia

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

EALdoa

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, Peny6anka
Buarapus, Magyarorszag, Ceska republika, Malta, Danmark, Norge, Eesti, Osterreich, Polska,
Portugal, Romania, Slovenija, island, Slovenska republika, Suomi/Finland, Konpog, 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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