A. EIIXHMANXH



ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA
YXYXKEYAXIA IIOY HEPIEXEI 1 XYXKEYAZXIA 50 ®PIAAIAIQN ENAIQPHMATOX KAI
2 X2YXKEYAXIEX 25 OIAAIAIQN TAAAKTQMATOX

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Arepanrix evoi®pnpo Kot YOAAKTOUO Y10 EVEGLLO YOAAKTOLLA.
Movonuuco gpporo ypinng (HIN1) (tunpa 100, adpavomoinuévo, VOGOEVIGYVUEVO)

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

Metd v avapedn, 1 d6on (0,5 ml) mepiéyet:

Tunue 100 ypinng, adpovomomuévo, Tov TEPLEYEL AVTLYOVO 1GOOVVULO LIE:

Xtédeyog 100 Tapouotov pe A/California/7/2009 (HIN1)v (X-179A) 3,75 LKPOYPOLLUGPLOL
Avocogvioyutiké AS03 mov anoteleiton amd ckovarévn, DL-a-tokopepoAn katl moAvsopPiko 80

OLLOGVYKOAANTIVY|

| 3.  KATAAOI'OX EKAOXQN

Oclopepodin

Xhoprovyo vazpro (NaCl)

O&wvo pwspopikod dvatpro (Na,HPO,)
A66&Evo pwcpopikd kdio (KH,PO,)
Xiwprovyo kaio (KCI)

"Ydmp yio evéoipa

4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

Evaidpnuo kot YoAGKT®UO Y10 EVEGIHO YOAGKTOLO

50 @uoAido: evordpnpo (avtiydvo)

50 @roAidia : YOAAKTOUO (0VOGOEVIGYVTIKO)

O 6ykog petd v avapedn 1 proidiov evaropnporog (2,5 ml) pe 1 raAido yorloktdpatog (2,5 ml)
avtiotolyet o€ 10 déoerg epPoiiov Tov 0,5 ml

| 5.  TPOIOX KAI OAOX(OI) XOPHTHEHZ

T evdopwikn ypnon
Avokwvnote Tpw amd T xpnon
AwPaote T0 PUALO 0INYIOV TPV OO T XOP1YNOM

6. EIAIKH ITPOEIAOIIOIHEH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION MPEIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA




Na pvidooetar o€ Oéon v omoia dev PAETOLY Kat dgv Tpoceyyilovv To TOIdId.

7. AAAH(EZX) EIAIKH(EX) IPOEIAOMOIHZH(EIL), EAN EINAI ATAPAITHTH(EX)

Evoidpnpa kot yoAdktopo vo avapetyvhovtot Tpv omd T xoprynon

8. HMEPOMHNIA AHEZHX

AHEH

9. EIAIKEX XYNOHKEYX OYAAZEHX

Ddvrdccete 6€ Yoyelo
Mnv katoyoyete
DuAdooete TNV APYIKT CLOKEVAGIN Y10 VO TPOCTATEVETAL OO TO POG

10. TAIAITEPEX IPO®YAAZEIX I'TA THN AIIOPPIYH TQN MH
XPHZIMOIIOIHOENTON ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHOAEIMMATQON ITIOY TPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

No amoppintetor GOUPOVO, e TIC KATA TOTOVS 10YDOVGEG GYETIKEG SIATAEELS

11. ONOMA KAT AIEYOYNXH TOY KATOXOY THX AAEIAY KYKAO®OPIAX

GlaxoSmithKline Biologicals s.a.
Rue de I’Institut 89
B-1330 Rixensart, BéAylo

12. APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/0/00/000/000

13. APIOMOZX ITAPTIAAX

IToptida:

14. TENIKH KATATAZH I'TA TH AIAGEXH

DopUaKEVTIKO TPOTOV Y10 TO OTOI0 AMUITEITAL LOTPIKT CLUVTOYT.

‘ 15. OAHI'IEX XPHXHX

‘ 16. IAHPO®OPIEX XE BRAILLE




H atitioAdynon yio va unv tepiinedei n ypoen Braille ivatl amodekt.



ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA
YYXKEYAXIA 50 ®TAAIAIQN ENAIQPHMATOX (ANTITTONO)

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Evoidpnpa yio evEcio yoAAKTOUA Yio TO Arepantix
Movonuiko guporo ypimng (HIN1) (tunuo 100, adpavomomuévo, avoGOEVIGYVUEVO)

YYNGOEXH XE APAXTIKH(EX) OYZIA(EX)

Tunue 100 ypinng, adpovomomuévo, Tov TEPLEYEL AVTIYOVO LGOOVVOLO LIE:

3,75 WKpoypopLdpLo OLOGVYKOAANTIVIG/d00M
* AvTiyovo: Xtéheyog 100 topopotov pe A/California/7/2009 (HIN1)v (X-179A)

3. KATAAOI'OX EKAOXQN

"Exdoya:

®elopepcdiin

XAwplovyo vatplo

O&wvo pmepopikd d1vaTplo
A6O6EWVO POGEOPIKO KAALO
Xhoprovyo kdAl0

Yowp yio evéoipa

4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

Evéoo evaidpnua avtrydvov

50 @roAido: evoudprnpuo

2,5 ml/ové @raAidio.

Metd v avacOoTooN LE TO YOAGKTOHO 0vocogVIcyvTikoD: 10 déceirg tov 0,5 ml

| 5.  TPOIOX KAI OAOX(OI) XOPHTHEHZ

T evdopwikn ypnon
Avoakwviote Tpwv and T xpnon
AwPaote T0 POALO 0INYIOV TPV OO TN XOPNYNON

6. EIAIKH ITPOEIAOIIOIHEH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION MPEIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITIPOXEITIZOYN TA ITAIAIA

Na pvAdooetar o€ Oéon v omoia dev PAETOLY Kat dgv Tpoceyyilovy To ToIdId.

7. AAAH(EZ) EIAIKH(EX) TPOEIAOMOIHZH(EIZ), EAN EINAI ATAPAITHTH(EX)




To evorm@pnpa TPEMEL VA, AVOLELYVOETOAL ATTOKAEIGTIKA LLE TO YOAAKTMLLO AVOCOEVIGYVTIKOD TPLV Omd TN
xopnynon

8. HMEPOMHNIA AHEZHX

AHEH:

9. EIAIKEX XYNOHKEYX OYAAZHX

Ddvrdccete 6€ Yoyelo
Mnv katoyoyete
Duldooete TNV APYIKT) CLCKEVAGIN Y10l VO TPOCTATEVETAL OO TO POG

10. TAIAITEPEX IPO®YAAZEIX I'TA THN AIIOPPIYH TQN MH
XPHZIMOIIOIHOENTON ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHOAEIMMATQN ITIOY NTPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

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

GSK Biologicals, Rixensart — BéAyio

12. APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/0/00/000/000

13. APIOMOZX ITAPTIAAX

Hoprida:

14. TENIKH KATATAZH I'lA TH AIAOGEXH

DappoxevTikd TPOIOV Yo T 0Mol0 AmoLTELTAL LTPIKT) GLVTOYT.

‘ 15. OAHI'IEX XPHXHX

‘ 16. HAHPO®OPIEX XE BRAILLE

H attioAdynon o va unv teptinedei n ypoen Braille sivon amodektn



ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA
YYXKEYAXIA 25 ®TAAIAIQON TAAAKTQMATOX (ANOXOENIXXYTIKO)

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

ToAdkTopa Yo evEGIHO YOAAKT®MO Ylo. Arepantix

2.  TYNOEZIH IE APAXTIKH(EX) OYZIA(EYX)

ITepieyxopevo: Avocsoevioyutikd AS03 mov amoteAeital amd okovarévn (10,69 ythootoypappdpia),
DL-a-tokopepoin (11,86 yiltoctoypappdapia) kot tolvcopPikd 80 (4,86 yihooToypoppdapio)

|3.  KATAAOIOX EKAOXON

"Exdoya:

Xhoprovyo vatplo

O&wo pwopoptkd dvatplo
A66EWV0 POGPOoPIKO KAALO
XAmp1ovyo ka0

"Ydmp yio evéoipa

4. DOAPMAKOTEXNIKH MOP®H KAI IEPIEXOMENO

Evéoylo yoOAGKTOUO 0VOGOEVITYVTIKOD
25 @loAiduo: YOAAKTOO
2,5 ml

| 5. TPOIOX KAI OAOX(OI) XOPHTHEHE

IMa evdopwikn ypnon
Avaxwvnoete Tpwv amd T xpnon
AwBdote To GUALO 0INYIBV TPV o TN YOPYNoN

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION MPEIEI NA ®YAAXXETAI E OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOXZEITIZOYN TA ITAIAIA

Na pvidooetar o€ BEomn v omoia dev PAETOLY Kat dev Tpoceyyilovv To TOIdId.

7. AAAH(EY) EIAIKH(EY) ITIPOEIAOIIOIHXH(EIY), EAN EINAI AITAPAITHTH(EY)

To YOAGKTOUO TPETEL VO OVOLUELYVOETOL OTOKAEIGTIKG, JLE TO EVOLDPT IO AVTIYGVOL TPV amd TN
xopmnynon

8. HMEPOMHNIA AHEHX




AHZEH:

9. EIAIKEX XYNOHKEYX OYAAEHX

dvracoete o€ Youyeio
Mnv Katoyoyete
DuAdocete 6NV APYIKT) CLCKEVAGIN Y10 VO TPOGTATEVETAL OO TO YOG

10. IAIAITEPEX TIPO®YAAZEEIX I'TA THN AIIOPPIYH TQN MH
XPHZIMOIIOTHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHHOAEIMMATQN ITIOY TPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

‘ 11. ONOMA KAT AIEYOYNXH TOY KATOXOY THX AAEIAY KYKAO®OPIAX

GSK Biologicals, Rixensart - BéAyo

| 12.  APIOMOZX(OI) AAEIAYX KYKAO®OPIAX

EU/0/00/000/000

13. APIOMOX ITAPTIAAX

Moprtida:

14. TENIKH KATATAZH I'lA TH ATAGEXH

DopUaKeELTIKO TPOTOV Y10 TO OTOI0 AMOITEITAL LTPIKT) CLUVTOYT.

| 15. OAHTIEX XPHEHX

‘ 16. INAHPO®OPIEX XE BRAILLE

H oitioAdynon yuo va punv tepiinedei n ypoen Braille ivatl amodekti



EAAXIXTEX ENAEIZEIX ITOY ITPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
YXTOIXEIQAEIX XYXKEYAXIEX

OIAAIATIO ENAIQPHMATOX

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX KAI OAOX(OI) XOPHTHZHX

Evaiopnua avtiydvov yuo to Arepanrix

TTovon ko gpporto ypinng

Y1éleyoc 100 Topouolov pe A/California/7/2009 (HIN1)v (X-179A)
Evdopvikn yprion

2. TPOIIOX XOPHI'HXHX

No avopyvoetat Pe To YOAUKTOUN TOV 0VOGOEVIGYLTIKOD TPV amd TN YpNomn

3. HMEPOMHNIA AHEHX

AHEH

Metd v avapen: Xpnoyomnoteite evtog 24 mpdv Kot U pLAACCETE o€ Deppokpacio peyolutepn
v 25°C.

Huepopnvia kot dpa avapeiEng:

4. APIOMOZX ITAPTIAAX

Moprida

5. HEPIEXOMENO KATA BAPOZXZ, KAT' OI'KO 'H KATA MONAAA

2,5 ml
Metd v avauién e To YOAAKTOUN ToV avocoevioyuTikoD: 10 d6ceig Tov 0,5 ml

‘ 6. AAAA YTOIXEIA

DoAaén (2°C-8°C), unv kaToyHYETE, TPOCTUTEYTE OO TO PMG



EAAXIXTEX ENAEIZEIX [IOY ITPEIIEI NA ANAT'PA®ONTAI XTIX MIKPEX
YXTOIXEIQAEIX XYXKEYAXIEX

OIAAIAIO TAAAKTQMATOX

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX KAI OAOX(OI) XOPHI'HEHX

Evéoyo yoldktopo avocogvioyuTikoD yia 1o Arepanrix
IM

2. TPOIIOX XOPHI'HXHX

No avapryvoeTal Le To EVOLdpnLe Tov Avitydvou Tpv amd T Xop1ynon

3. HMEPOMHNIA AHEZHX

AHEH

4. APIOMOX ITAPTIAAX

IToaptida

5. IHEPIEXOMENO KATA BAPOZX, KAT' OI'KO'H KATA MONAAA

2,5ml

| 6. AAAA ITOIXEIA

DVAacn (2°C-8°C), unv kaToyHYETE, TPOCSTUTEYTE OO TO MG
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