NMAPAPTHMA |

NEPIAHWH TQN XAPAKTHPIZTIKQN TOY NMPOIONTOZ



1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX
Evéowo evoumpnua Strangvac yuo dAoya,

2. MNOIOTIKH KAI MOXOTIKH XYNGEXH

Mia 660m (2 ml) mepiéyet:

ApaoTikO(G) 6v6TOTIKO(A):

Avacvvovacpévn npwoteivn CCE and Streptococcus equi > 111,8 pikpoypappapio®
Avacvvdvacpuévn npmteivi) Eq8S and Streptococcus equi > 44,6 pkpoypappapio *
Avacvvovaouévn npwteivn IdeE and Streptococcus equi > 34,6 pikpoypoppdpio *

* Ommg Tpoodlopiletar pe in vitro dokipég dpactikdtntog (ELISA) *

AV0G0EVIGYVTIKES 0VOIES:
KexoBappuévn Quillaia Saponin QS-21 (Kidoua C) > 260 pukpoypoppdpio
Cholesterol
Phosphatidyl choline

IMa tov mAfpn KatdAoyo tov exddymv, PA. Tapdypago 6.1.

3. DOAPMAKOTEXNIKH MOP®H

Evéoo evoumpnua

AypoLO MG VTOKITPIVO EVULDPTLLOL.

4. KAINIKA XTOIXEIA

4.1 Eiom {oov

Aloya

4.2 OgpomevTikég evositerg Tposoropilovrag Ta €iomn Loov

IMa v evepyntikn avocsomnoinon Tov aAdywv (itnwv) amd Ty nAkio Tov 8 unvav yo:

- Meiwon g avénong g Oeppokpaciog Tov ocdpatoc, Tov Py, g SvoKoAlag TNV KATATOGN Kot
TV onuelov katdntoong (avopeéia, allayég otn cupmepLpopd) 6To 0EL 6TAd0 TS AoipmEng te
Streptococcus equi.

- Meiwon Tov aptdpod amosTNUAT®OY EVTOS TMV VITOYVAOIOV Kot OTIGH0PUPVYYIKOV AEUPAOEVOV.

Eyxotdotoon avoocioc:
- 2 gfoopadeg petd tn 6evtepn 066N eUPOALAGHOD.

AldpKelo 0vooiag

2 unveg petd tn dgvtepn 660m gpPfoiacon



To euPorio mpoopiletar yio yopnynon o€ immove 6Tovg 0Toiove 0 VYNAOS Kivouvog Aoluméng amod
Streptococcus equi €yl NAMIGTOOEL L CAPNVELN GE TEPLOYES GTIC OMOLEC EIVUIL YVWOGT 1 TAPOLGIN TOV
oLYKEKPEVOD TaBoYOVOL.

4.3 Avrtevosieg

Kapia.

4.4 Ewwkéc mpogrtdomon)oels Yo kabe gidog {dov

Noa gppoitdlovtor povo vy Cma.

H enidpaon tov gpportocpod ota mepattép® oTdote TS AoIHmENG, 0T PHEN TOV AVATTUYLEV®Y
OTOGTNHATOV AEUPAOEVOV, TOV ETUTOANCUO TG ETAKOAOLONG KATAGTOONC MG POPEQ, TN AOIUMOT
YELOOAdEVITION (LETACTOTIKG OTOGTILOTA), TNV CHOPPAYic TOPEVUPAS Kot Tr HLOGITIdN, KOOMG Kol 6TV
avappwaon, dev gival yvmoT.

H amotelecpatikotnta tov euPforiov ot HEIMON TOV KAIVIKOV GUUTTOUATOV TG VOGOL 6TO 05V GTAS10 TNG
rotuwéng, éxel amoderybel oe pepovouéva droya. Ot eufoitacuévol immot uropovv vo, poivvholv kot va
oamekkpivouv S. equi.

Agv VIAPYOVY TANPOPOPIES GYETIKA LE TN YP1IoN TOL gRPoAiov o€ opobetikd (da, cupmeptiapPavouévmy
EKEIVOV LI AVTICOUOTO UNTPIKNG TPOEAELONC.

O1 d1ad1kocieg Ploac@dielog yio Tov TEPLOPIGUO TOL KIVOHVOL €160Y®YNG Kot eEamimong tng Aoipnméng omd
S. equi 0TIG €YKOTACTACEIS TPEMEL VAL OTOTELODV UEPOG TV epYareiy dlaygipiong, ave&upTiT®g TOV
euPoMacpov pe 10 ev AOY® Tpoidv.

4.5 Iowitepeg TPoLAGEELS KATA TN Y p1oN

Idwitepeg mpouridéelc katd tn ypnon o Loo

To epPorio givar aocQOALS Yo yp1ion o€ Immov NAMKING amd 5 unvov.

Idwitepec Tpo@LAGEELS TOL TPEmel vo. AauavovTal ard To (TOUO TOL YOPNYEL TO QUPUOKEVLTIKO TPOIOV OE
Coa
Y mepintoon toyeiag avtoéveong, avalntiote AUECMG LTPIKT GVUPBOVAT ETOEIKVIOVTAG GTOV 10TPO TO

@OAAO OOMYL®V YPNONG N TNV ETIKETO TOL PAPLAKOV. EvOéyetal va eLQavioTel aALepYIKT avTidpaon.
AVvTETOTIOTE CUUTTOUATIKA.

4.6 AvemOvOunteg evépyeles (cvxvéTnTa Ko cofapotnta)

oapodikn advénomn tng Beppokpaciog Tov coOpTog £0g 2,6°C Yo pio Emg TEVTE NUEPES Elval TOAD cuyvi
LETA TOV EUPOMAGHO.

[Toapatnpovdviot ToAD GuYVE TOPOOIKES TOTIKES AVTIOPACELS TOV 1I0TMV G6TO onpeio g £veong, o1 omoieg
yopaxtnpilovrol amd BeppdtnTa, ToVo Kot oidnua (SLPETPov TEPITOv 5 cm) Kol StapKoHV £WG KO TEVTE
nuépec. H ouyvotta tov aviidpdcewv 6To onueio g Eveong ivat o £vTovn HETd TN Og1LTEPT APYIKY
0001 Kol T1G EMAKOALOVOEG dOGELS, EVD UTOPEl VO ELPavIoTEL Kot avénpévo oidnpa S1opéTpov Emg kot 8 cm.

H andAeio g 0peéng Kot ot aAlayEG OTI GUUTEPLPOPA Y1l io NUEPQ EIVOL GUYVEG.

OpBarpukég exkpioetg, ol omoieg pmopel va eivat PAevvoyovoto&ucég Kot va eueaviovotl Kot amd Tovug dVo
0OuApoDE, TOpaTnPOHVTUL TOAD GUYVE Yo i E0G TEVTE NUEPES LETA TOV EPPOMAGUO.

AVoQLAAKTIKEG avTIdpaoelg eppavilovtal 6 TOAD CTAVIEG TEPIMTMCELS.
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H cvyvomto tov avemBountov evepysidv kabopiletal og axorovdmg:

- ToAD ovyvn (mepiocdtepa omd 1 ota 10 vid Bepoameio (oo Tapovcldlovy avemBOUNTEG EVEPYELES)
- ovyvn (meptocotepo amd 1 aAld Aydtepa and 10 (oo ota 100 vrtd Bepaneio (da)

- Oy ouyvn (eprocdTepo amd 1 aAdd Aryotepo amd 10 (oo oto 1000 vd Bepaneio (da)

- ondvia (meptocodtepo omd 1 aArd Aydtepo omd 10 {do ota 10.000 vid Beponeio {dar)

- TOAD omavia, (Myotepo and 1 ota 10.000 {da, TepthapuPavouévmy TOV HEUOVOUEV®Y 0VAPOPDY)
4.7 Xpnon kKatd v KO 61, TN Yorovyia 1] TNV ®oTOoKia

Konon kot yorovyio:

H acpdAelo tov kKTviaTpikod QopROKEVTIKOD TPOTOVTOG Oev ExEl TEKUNPL®OET KaTd T S1dpKELN TG KUNONG
N ¢ yorovyiag. EAAelyel atoyeiov, n xprion avtod Tov eufolriov dev cuvictdTol.

Tovwétro:

H aoc@dieia kot 1 amotelecpatikdtnTo TOV gUPforiov dev €xet tekunplodei oe (oo avorapoaywyns. To
euPoOro Tpémel va ypnoomoteitatl povo pe Paon v a&loAdynomn g oxEons 0PEAOVG-KIvODVOL amd Tov
Oepamovta KTnviatpo.

4.8 Alnremopdosig pe GAro QUPROUKEVTIKG TPOTOVTO KOl GALES popPEg arlinieniopaong

Agv VIAPYOVV TANPOPOPIES GYETIKA LE TNV ACPAIAELD KOL TIV OTOTEAEGHOTIKOTNTA OO T XP1 O TOL €V
AOY® epPoriov pe 0mol0dnToTE GALO KTNVIATPIKO Papuako. H amdeacn yio T xopnynon tov v Ady®
guPoriov mptv 1 HETE amd TN YOP1YNON OTOLOVINTOTE AALOV KTNVIATPIKOD QOPUAKOV TPEMEL VAL AAUPAvVETOL
Kot TepinTmoN.

4.9 Aocoloyio Kol TPOTOS YOPYNONG
Evdopvikn ypron

AvokiviioTe KaAG TO QLOALO10 TPV o T XPNoT. ATOQVYETE TNV TOAAATAT OATPTOT TOL PLOALSIOV.
Amopuyete TV EXUOAVVOT).

Mpoéypoppa epporracpov:

Apyixo mpoypouo. eufoliocuod:
Mia 660m (2 ml) yopnyeital pe evéopvikn Eveon kot pia dgvutepn 06om (2 ml) téocepig efdopddec apyotepa.

Eravalnrrixog suffoliaouog:

Agv vtapyovv Sobéctua GToryEln Yo TaPUTETAUEVT] KAVIKT avoGio amd Tn YopnyNnon noveUPOAIOCUDY
ePamos 06oMC.

Q¢ ek TOVTOVL, G€ IMMOVE TOL SLUTPEYOLY VYNAO Kivouvo AodEEDVY amtd S. equi GUVIGTATOL 1] EXAVAANYT
TOV OPYLKOV TTPOYPAULOTOS ELPOAAGHOD HETH amd dVO PAVEGS.

4.10 Ymepoocoroyia (CUUTTORATO, PETPO. AVTIUETAOMIONG, OVTIOOTA), EAV Eival amapaitnTa
Agv gpapuodletat.

4.11 Xpovog(or) avopovig

Mndév nuépec.

S. ANOXOAOI'IKEX IAIOTHTEX



DdoppokobepamenTiky Katnyopio: avocoloyikd yio [xmoegidr, adpavomotnuéEVe BoKTnploKd oAt
(mepriopavopévmy Tov HUKOTAACUATOC, TOV TOE0EW0VE Kat TV YAavdinv), Streptococcus.

Kwdwdog ATCvet: QI0SABO1

To epPoiio mepiéyetl avtiydvo avasLVOLACUEVOV TPMOTEIVAOV OV TPoEPYovTaL and To Streptococcus equi, To.
omoia dev gival {ovtava Kot dgv pumopovv va eEamimbovv og dAlo {ma. To Strangvac dieyeipel v
EVEPYNTIKY avooia KaTd ToV Streptococcus equi, TOL OITIOAOYIKOD TAPAYOVTA TNG AOUMOOVG adEVITIONG G
inmmovg. Metd Tov eufolMaco, EKTOC 0d T OVTICOOTO GTO ijLo, LTOPOVV EMICNE VO aviyveLBOVY TOTTIK
avticopata (IgG) oe ekkpioelg amd 11 pvikég 0000¢. H avocoyovikdtnta TV avityovev Streptococcus
equi gvioyvetol and o ISCOM (Immune Ensing COMplex).

H amoteleopatikotnta Tov epuPforiacpo katadeiydnke oe HEAETES e T YPTON EVOC TEPAUOATIKOD LOVTEAOL
TPOKANGNC TOV 0£E0G 6TadI0L TN AOTU®ENG e TO ETEPOAOYO OTEAEYOG, TO Streptococcus equi 4047
(amopovadnke oto New Forest, Hvopévo Baciielo 1o 1990).

Metd v €kBeomn (000 gfdopddeg kot dvo unveg petd t devtepn SO0 ToL efoAiov), ot epfoAtacuévol
immot eppavicay PEIWUEVE, 0&gio KAVIKG GUUTTMUOTO GE GUYKPIOT LE TOVE 1N ELPOAMAGHEVOVS LAPTLPEGS.

Amd ta epporacuéva (da,

- 70 43% (12 omd to 28 wmndpia) Tapépeve omarlaypévo omd mopesia (n mopeéia opiletoar wg 39°C 7
vyNAOTEPT Yo dVO amd Tig TPEIS NUEPES). O apBpog Tmv nuepdv pe mope&io fTay oNUAVTIKA
HKPOTEPOC GTO EUPOAOCHUEVE GE GUYKPION UE T un epPortacuéva {oa.

- 70 36% (10 and ta 28) dev mapovciace evoei&elg frya.

- 43% (12 and ta 28) dev mapovoiace onpein SvoKoAiog 6TV Katdmoon.

- 70 43 % (12 oamd ta 28) dev mopovcioce onueia Evrovng katdbiymg (avopeéio, onuavtikni oAloyn
OTN CLUTEPLPOPE) LETE TNV £KBeOM.

Me Bdomn toug HeTpnBEVTES TITAOVS AVTICOUAT®V, TOPATNPNONKE OVOGOAOYIKY VAN OTA GAOYO LETA amd

EMOVEIANLUUEVO gUPortacd 6 pnveg HeTd Tov apytko epPfoiacid. O poAog TV OVIICOUATOV TOV UETPDOVTOL
OTIV OVOGOAOYIKN OOKPIoN Kol oYETILOVTAL [l TNV TPOoTAGia amd T VOGO deV ival YvmoToG.

6. DOAPMAKEYTIKA XTOIXEIA

6.1 Koataloyog ekddywv

Purified Quillaia Saponin QS-21 (Fraction C)
Cholesterol

Phosphatidyl choline

Sodium chloride

Trometamol

Polysorbate 80
Water for injections

6.2 Kopiec acopPoatotnreg

No pnv avoperyvdeton pe GAL0 KTNVIATPIKO @APUAKO.

6.3 Awdpkero {ong

Atdpkero {m1g TOL KTIVIOTPIKOL POPLOKEVTIKOD TPOIOVTOG COLP®VA LE TI GUGKELOCIN TOANGNG: 2 YpdVia.
Augpxera {ong Letd to TPOTO Avoryla TG GTOYEIDOOVS GUGKELOCING: AUEST XPTON.

6.4 Iowitepeg mpo@uAatels Katd T @OLAEN TOV TPOIOVTOG
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dvlaocoete Ko petapépete o yoyeio (2°C - 8°C).
Mnv KatoyoyeTe.
Dduidooete T0 PLOAIdI0 6TO EEMTEPIKO KOVTI Y10 VAL TPOSTOTEVETAL A0 TO PG,

6.5 ®@von km cVHVOEST TNG GTOLYELDOOVS CVCKEVUGING

Tvédvo @loAidlo tomov I pe Topa omd BpopofouTuAlkd KHOVTGOVK KOl GPPAYIGUEVO LE AEVKO KOTAKL OO
aAovpivio.

Méye0og cuokevaciog

Xaptvo kKovuti pe 8 eraAidte g 1 doong (2 ml)

6.6 E101kég TpoQUAGEELS OO PLYNG EVOS UM YPTCLROTOOEVTOS KTNVITPLKOV PUPUUKEVTIKOV
TPOIOVTOG 1] GALOV VAKOV TTOV TPOEPYOVTUL UTTO T1] YP1]C1) TOL TPOIOGVTOS, AV VITAPYOVY

Kda0e pun ypnoomombéy kKTnviatpikd poprakenTikd Tpoiov 1 Pn xpnoiponon0évte vIoAeiLuaTd Tov
TPETEL VO OTOPPITTOVTOL COLPOVO LE TIC IGYVOVOEG EBVIKES AT |OEL,.

7. KATOXOZX AAEIAY KYKAO®OPIAX

Intervacc AB
Vastertorpsvagen 135
129 44 Hagersten
YOYHAIA

8. APIOMOX(OI) AAEIAYX KYKAO®OPIAX
EU/2/21/274/001
9. HMEPOMHNIA IIPQTHE EI'KPIXHX/ANANEQXHX THX AAEIAX

Huepounvia 1™ éykprong: <{HH/MM/EEEE }>

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY
<{MM/EEEE}>

<{HH/MM/EEEE}>

<{HH pnvag EEEE}

Aentopepeic TAnpo@opies Yo T0 v AGY® KTNVIOTPIKO QOPHAKELTIKO TTPoToV d1aTifeVTal GTOV SIKTLOKO TOTO
tov Evponaikod Opyavicuov Gopudkov http:// www.ema.europa.eu/.

AITATOPEYZH IIQAHXHY, AIAGEXHX KAI/H XPHXHX

AvVey aVTIKEEVOU.


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

ITAPAPTHMA 11

MAPAZKEYAXTHX(EZ) THE (TQN) BIOAOTTKQX APAXTIKHE(QN) OYZIAZ(QN) KAI
MAPAZKEYAXTHX(EX) YHEYOYNOZ(OI) I'TA THN AIIOAEEMEYXH TQN MAPTIAQN

B. OPOI'H IIEPIOPIXMOI IIOY A®OPOYN TH AIAGEXH KAI TH XPHXH

I’ ENAEIEH TQN ANQTATQN OPIQN KATAAOIIIQN (AOK)



MAPAZKEYAXTHX(EZ) THE (TQN) BIOAOTTKQX APAXTIKHE(QN) OYZIAZ(QN) KAI
MAPAZKEYAXTHX(EX) YHEYOYNOZ(OI) I'TA THN AIIOAEEMEYXH TQN MAPTIAQN

‘Ovouo kot 61e00vveon TV TOPUCKELAGTAOV TOV BLOAOYIK®OC dPUSTIKOV OUGLHOV

3P BIOPHARMACEUTICALS, S.L.
C/ Mocholi 2,

Poligono Industrial Mocholi,

Noain,

Navarra,

31110,

IZITANIA

Ovopa xat d1evfuvon Tov TaPACKELAGTN TOL £ival LITEVOLVOC Y10 TNV ATOOEGLEVCT) TOV TOPTIOWY

3P BIOPHARMACEUTICALS, S.L.
C/ Mocholi 2,

Poligono Industrial Mocholi,

Noain,

Navarra,

31110,

IZITANIA

B. OPOI'H IIEPIOPIXMOI XXETIKA ME TH AIAGEXH KAI TH XPHXH

No yopnyeiton HOVOV e KINVIOTPIKT GUVTOYT).

I  ENAEIEH TQN ANQTATQN OPIQN KATAAOIIIQN (AOK)

H dpactiki ovcia givar katd kbplo Adyo Ploroyikng Tpoéhevang, TpoopileTal o€ yio TNV TPOKANON
EVEPYNTIKNG OVOGTog Kot OgV EUTINTEL 6T0 TEdI0 EPapoyng Tov kavovieuov (EK) apif. 470/2009.

Ta ékdoya (GUUTEPILOUPAVOLEV®V TV OVOCOEVIGYVTIK®MV) TOV aVAPEPOVTOL TNV Tapdypapo 6.1 e IIXII,
glte elval eMTPEMOUEVES OVGIES Yia TIC OTOiEG 0 Mivakag 1 Tov mapaptuatog Tov Kavoviopov (EE) apif.
37/2010 ¢ Emrpomnc avapépet 0Tt dev amattovvtar AOK, gite Bewpovvtal 0Tt dev guninTovy 610 TEGI0
epappoyng tov kavoviepuov (EK) apif. 470/2009 dtav ¥pnciomolonvvtal 6€ duTo TO KTNVINTPIKO
QOPUOKEVTIKO TPOTOV.



IHAPAPTHMA IIT

EINIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX



A. EINIEHMANXZH



IHAHPO®OPIEX I10Y IIPEIIEI NA ANAI'PA®ONTAI XTHN EZQTEPIKH
YXYXKEYAXIA

Xaptivo kovti - 8 x 2 ml

| 1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY INPOIONTOX |

Strangvac gvécilo evaimpnpLo

[2. TYNGOEZH IE APAXTIKH(EZ) OYZIA(EY) |

Avoouvovacpuéveg TpwTeiveg amd Streptococcus equi

| 3. PAPMAKOTEXNIKH MOP®H |

Evéoo evonopnpa

| 4. TYIKEYAZXIA

8x 180601

[5. EIAOX(H) ZQOY(QN)

Aloya

| 6. ENAEIZH(ELX) |

| 7. TPOIIOX KAI OAOX(OI) XOPHI'HXHX |

T evdopikn ypnon.



AvoKivioTte KaAd 10 QLoAidlo Tpv amd T ¥pNor. AToeVYETE TNV TOAAATANY SIATPNGN TOL PLOALSIOV.
Amopuyete TV EMPOAVVOT).

AwPaote T0 PUALO 0INYIOV XPHONG TPV OO TN XPNOT).

8. XPONOX ANAMONHZX

Xpovog avapovig: Mndév nuépec.

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

10. HMEPOMHNIA AHEHX

AHEH {unvag/étog} Apeon ypnom HETA TO TPMOTO AVOLYLLO.

11. EIAIKEX XYNOHKEX AIATHPHXHX

dvidooete Ko petapépete og yoyeio (2°C - 8°C).
Mnv katoyOyeTe.

Dduidooete T0 PLOAISI0 6T0 e£MTEPIKO KOVTI Y10 VUL TPOGTOTEVETAL OO TO PG,

EIAIKEX ITPO®YAAEEIX ATIOPPIYHX ENOX MH XPHXIMOIIOIHOENTOX
KTHNIATPIKOY ®PAPMAKEYTIKOY I[TPOIONTOX 'H AAAQN YAIKQN
IHOY NPOEPXONTAI AIIO TO ITPOION, AN YITAPXOYN

Andépprym: BA. OAAO 0O YLDV YPNONG.

13. OI AEEEIX «AITIOKAEIXTIKA I'TA KTHNIATPIKH XPHXH» KAI OI OPOI
"H OI HEPIOPIXMOI ITIOY IZXXYOYN XXETIKA ME TH AIAGEXH KAI TH
XPHXH, AN YITAPXOYN

AmoxAeloTiKd Yo KTVweTpikn xpnor. Na dlatifetor povov e KINVIOTPIKT GUVTOYT.

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

No puidocetar o€ 0éon v onoia dev PAETOLV Kot dev TpoceYyilovv Ta TOddL.

| 15. ONOMA KAI AIEYOGYNXIH TOY KATOXOY THX AAEIAY. KYKAO®QOPIAX

Intervacc AB
Vastertorpsvagen 135
129 44 Hagersten
YOYHAIA

16. APIOMOX(OI) AAEIAYX KYKAO®OPIAX




EU/2/21/274/001

| 17. APIOMOX ITAPTIAAX ITAPAT'QI'HX

Hoptida: {apBuoc}



EAAXIXTEX TIAHPO®OPIEX I1OY ITPEIIEI NA ANAT'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

Etwkéto graldiov Strangvac, 1 600

1. ONOMAZXIA TOY KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX

Strangvac

[2. MOXOTIKH YNOEXH XE APAXTIKH(EX) OYXIA(EY)

Avacouvdvacuéveg mpaoteiveg and Streptococcus equi

| 3. TIEPIEXOMENO KATA BAPOX, KAT’ OI'KO 'H KAT’ APIOMO AOXEQN

2 ml

| 4. OAOX(OI) XOPHTHEZHX

Evéopikog

| 5. XPONOZ ANAMONHZ

Mnodév nuépeg.

| 6. APIOMOX ITAPTIAAX

Moptida: {apBuoc}

| 7. HMEPOMHNIA AHEHX

AHEH {unvag/étog}

Metd 10 TPMTO AvoLyle VO, XPNCILOTOLEITOL AUETAL.

8. OI AEEEIX «<-AIIOKAEIXTIKA I'TA KTHNIATPIKH XPHXH»

ATOKAEIGTIKA Y10 KTNVIOTPIKT XPTOT.



B. ®YAAO OAHI'TQN XPHXHX



OYAAO OAHI'TQN XPHXHX:

Evéowpo evardpnpa Strangvac Yo inmovg Kou wrdpio,

1. ONOMA KAT AIEYOYNXH TOY KATOXOY THX AAEIAY KYKAO®OPIAX KAI TOY
KATOXOY THX AAEIAX ITAPAXKEYHX I1IOY EINAI YIIEYOYNOZX I'TA THN
AIIOAEXMEYXH HAPTIAQN, E@OXON EINAI AITA®OPETIKOI

Kdaroyoc ddsiac kukAo©opiog

Intervacc AB
Vastertorpsvagen 135
129 44 Hagersten
YOYHAIA

Iopackevaotic LTEVOLVOC Y10 TNV ATOSEGUEVGT TV TOPTIOMV:

3P BIOPHARMACEUTICALS, S.L.
C/ Mocholi 2,

Poligono Industrial Mocholi,

Noain,

Navarra,

31110,

IZITANIA

2. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX
Evéowo evoudpnpo Strangvac yuo dAoyo

3. YYNGEXH XE APAXTIKH(EY) OYZIA(EX) KAI AAAA YXYXTATIKA

Mia d6om (2 ml) mepiéyet:

ApaoTiKég ovoies:

Avacvvdvacuévn npoteivy CCE and Streptococcus equi >111,8
HIKPOYPOLLLAPLOL

Avacvvdvaouévn tpwteivn Eq85 and Streptococcus equi >44.6
LIKPOYPOLLLLAPLOL

Avaovvovacpévn tpateivn IdeE ano Streptococcus equi >34,6
LIKPOYPOLLLLAPLOL

*omwg mpocdiopiletar pe in vitro dokipéc dpactikdtnrag (ELISA)

AV0G0EVIGYVTIKES 0VOIES:

KexaBappévo Quillaia Saponin QS-21 (KAidopa C) >260
LUIKPOYPOULAPLOL

Cholesterol

Phosphatidyl choline

Aypopo g KITPIVo S100YEG EVOLDPT LA,
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4. ENAEIZH(EIY)
INa v evepyntikn avocsomoinon Tov aAdyov (Itnwv) ard Ty nAkio Tov 8 unvav yo:
—  Meiwon ¢ avénong g Oepuokpaciog Tov GOUTOS, TOV Py, TG SVOKOAING GTNV KOTATOOT Kol
TV onueiov kotabiwyng (avopeéia, adlayég otn cuumepipopd) oto o0& 6TAdo TG Aoiuméng ue
Streptococcus equi.

—  Meiwon tov aplfuod TeV ArosTNUATOV VIO TV LTOYVAOI®V Kol 0TGO0QAPLYYIKMV AEUPASEVEMV.

"Evopén avooiog:

2 gfoopadeg petd tn devtepn d06om eUPoAlacuod.

AldpKeLn 0vooiag

2 unveg petd ) dgvtepn 8001 eRPoALaCLOD

To guPoio mpoopileTan yio ypHon G€ TMOVG GTOVG OTOIOVG £xel damoTmiel caPNg LYNAOS Kivovuvog
Aolpwéng amod Streptococcus equi amd TEPLOYEG OTIS OTOIEG EIval YVOGTO OTL LIGPYEL TO €V AdY® TaBoyoVOo.

5. ANTENAEIZEIX

Kovéva

6. ANEIIIOYMHTEX ENEPI'EIEX

[Tapodikn avénon g Beppokpasciog Tov copatog Emg 2,6°C yia pia Eog mévte nUéPeG elval ToAD cuyvn
LETH TOV EUPOMACLLO.

[Toapatnpovdviot ToAD GUYVE TOPOOIKEC TOMIKES AVTIOPACELS TOV IOTMV GTO oNLEelo TN £VEOTG, O OTOlEG
yopoktnpilovtar amd Beppotnto, mOvo Kot oidnua (Stopétpov mepinmov 5 cm) Kot SopkovV EmG Kol TEVTE
nuépes. H ouyxvomnta tov avidpdoemv oto onpeio tng éveong ivat mo £vTovr HETA T 0eVTEPT APYIKN
d00M KoL TIg EMAKOAOVOEG dOGELC, EVD UTOPEL VO EULPAVIOTEL Kot uENUEVO 0idN L STAUETPOV EmG Kol 8 cm.

H andAeia g 6peéng Kot ot aAlay€g 6T GLUTEPLPOPA Y1oL pio NUEPa eivol cLYVEGS.

OpBalukég exkpioelg, ol omoieg pmopet va etvar fAevvoyovotolukés kat va epeavifovtor Kot amd toug 600
0OaALOVC, TapoTPOHVTAL TTOAD CUYVA Y10, [ £m¢ TEVTE NUEPES LT TOV gUPOALACUO.

AvoQUAOKTIKEG avTIOpAcEIS ELavIoVToL 68 TOAD GIAVIEG TEPIMTMOCELG.

H cvyvomto tov avemBountov evepysidv kabopiletal og axorlovbmg:

- oA ovyvn (mepiocdtepa amd 1 ota 10 vid Bepancio (da mapovoidlovy avemBounTec EVEPYELES)
- ovyvy (meprocdtepo amd 1 aAdd Atydtepa amd 10 {oa ota 100 vid Bepameio Cma)

- Oyprovyvn (tepiocdtepo amd 1 aldd Aryotepo and 10 {da ota 1000 vd Bepaneio Cma)

- omdvia (tepiocdtepo amd 1 adrd Atydtepo amd 10 {ma ota 10.000 vrd Bepaneio (da)

- oAV omdvio (Ayotepo and 1 ota 10.000 {do, meptAapuPovolévav TV HELOVOLEVOV AVAPOPDOV)
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Edv mapatnpnoete omoladnmote avemBOunT EVEPYELD, KOO KAl 0V OEV OVOPEPETOL GTO GUAAO 0ONYIDV
¥PNONG N AUPPBAALETE Y10 TNV OTOTEAECUATIKOTITO TOV POPUEKOV, TOPUKOAEIGTE VAL EVILEPDOETE CYETIKAOG
TOV KINVIiNTPO GG,

s EIAH ZQQN

Aloya.

8. AOXOAOITA I'TA KAGE EIAOZ, TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Evdopvikn ypnon

AvoKIvIoTE KOAA TO QLOAISI0 TPV 0o T XpNoT. ATOQVYETE TNV TOAAATAN S1dTPNGN TOL PLOALdiov.
Amopuyete TV EXPOAVVOT).

poéypoppa epporracpov:

Apyiro mpoypouo. eufoliocuod:

Mia. 660m (2 ml) yopnyeital pe evéopvikn Eveon kot pia devutepn 06om (2 ml) téocepig efdopdde apyotepa.
Erovalnrrixog sufioriaouog:

Agv vtapyovv Stobéctua GTotyela Yo TaPUTETAUEVT] KAVIKT avocio amd Tn YopnyNnon naveUfoAlOcUdY
epanag d6ong.

Q¢ gk TOVTOV, O€ IMTMOVE OV JSATPEXOVY LYMAS Kivduvo AomEemy amd S. equi GUVICTATOL 1] EXAVAAYN
TOV OPYLKOV TPOYPAULOTOS ELPOAACHOD HETA amd dVO PAVEGS.

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

AvoKIvIoTE KOAA TO QLOAISI0 TPV o TN XPNOT. ATOPVYETE TNV TOAAATAY S1ATPNGT TOL PLOALSIOV.
Amo@iyete TV empuodlvvon.

10. XPONOX ANAMONHX
Mnodév nuépeg

11. EIAIKEX XYNOHKEX AIATHPHXHX
Na pvidooetar o€ BEon v omoia dev PAETOLY Kot dev TpoceYYilovv To TOdIA.
dvidooete Ko petapépete o€ yoyeio (2°C - 8°C).

Mnv KatoyoyeTe.
DVALAGGETE TO PLOAIOI0 GTO EEMTEPIKO KOLTI Y10 VO TPOCTATEVETOL OO TO PG,

Aldpreto (oG LETA TO TPMTO AVOLYLO TNG GTOLYEUDOOVE GUCKEVACING: AUEST) XPIOT.
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No pn ¥pno1HoToteital aVTo T0 KTNVILTPIKO QOPLAKEVTIKO TPOTOV PeTd TNV nuepounvia AEng mov
OVOYPAPETOL OTNV ETIKETO TOV PLaAdiov petd v évoelén «EXPy» (AHZEH). H nuepounvia AMéemg copmintet
LE TNV TEAELTOLN NILEPO TOV GUYKEKPLUEVOL UNVAL.

12. EIAIKH(EX) ITIPOEIAONIOIHXH(EIYX)

Ewdwéc mposidomomosic yia ke gidoc Ldov:

Noa gppoitdlovtar povo vy Cma.

H enidpaon tov epforiacpov ota tepartép® otddio TG Aoiuwéng, otn pRén TV ovaTTUYUEVEOVY
OTOCTNUATOV AEUPOOEVAOV, TOV ETUTOAAGHO TNG EMAKOAOVONG KATAGTAOTG G POPEN, TN AOUOON
YELOOAdEVITION (LETACTOTIKG OMTOGTILOTA), TNV CUOPPOYia TOPEYPUS Kol Tr HLociTida, Kabmg Kot 6TV
avappwaon, dev gival yvmoT.

H amoteleopatikotnta Tov EUPOAion 6T HEIMOT TOV KAIVIK®V GUUTTOUATOV TG VOGOV 6T0 0&D GTAS10 TNG
AOLH®ENG, éxel amodelyDel o pepovopévo dAloya. Ot eLBoMAGEVOL ITTOL LWITOPOVV VO LOAVVOOLV KoL Vo,
ameKkkpivouv S. equi.

Agv vtapyovv TANpoopieg oxeTIKd e TN (promn Tov gpPoriov o€ opobetikd {da, cupmephappavopuéveoy
EKEIVOV LLE AVTICOUOTO UNTPIKNG TPOEAEVLONC.

O1 dwdikacieg PloacEAEnG Y100 TOV TEPLOPIOUO TOV KIVOLVOU EGUYMYNG Kot EEATA®ONC TG AoTH®ENG amd
S. equi oTIg £YKATAGTACELG TPEMEL VA, ATTOTEAOVV LEPOG TMV EpYaAEi®V dlayelpiong, aveEaptnta omd Tov

euPoMacud pe avtd 10 TPOIoV.

Edwcéc mposidomomaoelc yia ypnon o€ Lda.:

To guPorto givar acporég yia yprion o€ immovg NAKiag amd 5 unvov.

Idwitepec Tpo@LAGEELS TOL TPEmel vo AopufavovTal amd To GTOUO TOL YOPNYEL TO KINVIOTPIKO QOPUAKEVTIKO

poidv oe (o

Y mepinton toyaiog avToéveong, avalntiote AUESMG LTPIKT GUUBOVAT ETOEIKVIOVTAG GTOV 10TPO TO
@OALO 0OMYIDV YPNONG 1 TNV ETIKETA TOV Qapudiov. Evoéyetal va eppaviotel adiepyikn avtidpao.
AVTIHETOTIOTE GUUTTOUATIKA.

Kvnon ko yalovyio:

H ac@dlelo tov kKtviaTpikod QopROKEVTIKOD TPOTOVTOG Oev ExEl TEKUNPL®OET KaTd T S1dpKELN TG KUNONG
N ¢ yorovyiag. EAAelyel atoyeiov, n yprion tov ev Adyw gpforiov dev cuvieTtdtal.

Tovwétnro:
H aocpdieia kot 1 amotelecpatikdOTnTa TOL EUPOAioV dev £xel amoderybel e {da avamapaywyne. To euoiio
TPEMEL VAL ypnoipomoteital povo pe Paon v aEloAdynon g oxEons 0PEAOVE-KIVOUVOL amd Tov Bepdmovta

KInviatpo.

AMNAemOPAcEIC L GAAD QUPUOKEVTIKG TPOIOVTO KOl GAAEC LOPPEC AAANAETIOpOGNC:

Agv VTLApYOLY TANPOPOPIEG TYETIKA LE TNV AGPAAELN KOL TNV OTOTELECUOATIKOTITO QUTOV TOV EUPOAIOL OTOV
YPNOWOTOLEITAL LE OTTOL0ONTOTE AAAO KTNVIATPIKO @apurako. H andpacn yia t yopnynon tov ev Ady®

19



euPoriov mpv N UETE TN YOPNYNON OTOLOLINTOTE GAAOV KINVIATPIKOD QUPUAKOV TPETEL Vo AauPdveTal KaTd,
nepinTmon.

Yrepdocoroyio (cuourmtdpato, LETPO AVTILETORICNC, AVTIOOTA):

Avey aVTIKEEVOL.

Aocvpfatodmnec:

Mnv avopetyvOeTe Pe GALO KTNVINTPLIKO QUPUAKEVTIKO TPOTOV.

13. EIAIKEX IPO®YAAEEIXZ AITIOPPIYHXZ ENOX MH XPHZIMOIIOIHOENTOX
KTHNIATPIKOY ®PAPMAKEYTIKOY [MIPOIONTOX 'H AAAQN YAIKQN IOY
IMPOEPXONTAI AIIO TH XPHXH TOY NPOIONTOX

Ta papuoke dev TPETEL VAL OTOPPITTOVTOL LECHD TOV OIKIOK®Y OTOPANT®V.

YvpPovievbeite Tov KNViaTpd GOg Yo TOV TPOTO AmOPPIYNG TOV PapUdKmv Tov dev ypeldleote airo. Ta

UETPO VTA avVOUEVETAL VO GUUPBAAOVY GTNV TPOGTAGia TOL TEPPAALOVTOG,.

14. HMEPOMHNIA THX TEAEYTAIAX EI'KPIXHX TOY ®YAAOY OAHI'TQN XPHXEQX

Aemtopepeic TANPoPOpieg Yo TO TOPOV KTNVINTPIKO QUPUOKEVTIKO TPoiov dlatifevtal 6Tov SlodtKTLoKO
t6mo Tov Evponaikov Opyoaviopod Gapudkov ot dtevbuvonhttp:/ www.ema.europa.eu/

15. AAAEX IIAHPO®OPIEX

[No omoladnmote TANPoPOPio. GYETIKA LUE TO TAPOV KINVINTPIKO QAPUAKEVTIKO TPOIOV, TOPUKOUAEISTE VO
amevfuveite 6TOV TOTIKO AVTITPOGOTO TOV KATOYOL TNG AOELNG KUKAOQOPING.
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