4

2

VIRV TFIvsH
ORREICEELT

HHE A
AV INIVERY TRy
fm#, ELBH. FnL

WIS A=y bUOF 2 NTFEICRT P any b7 O F AR
EhTE, £OM. 2<ORRDPAINTEH, —EOYRSH
hTETWA5,
CNRUFEYOIHRICENTD. DIFEbo EHFUAHEOVE
BAbh3, EOEHICIE, TELEIEL, TEILTLELEZAD
FrefETILENDS.




- NRTFEyoE, EREEARTFE LOKE S
A—=D—IENHRTIELHBETOV /T8 ERH5,
IR TEYIIOFUORBIEAROE SRR EK
WoT, 9oFA—h— RYARBEOEREEE
THRIVEEH S, :
- 004 EIIHSNI D 2 F U DERERT VA >, FIE, ©FY
B, EvoT7vI00F U CIDOEREEFELTINS,
- DO0FEERIIRE, RBEOWRENR, FIREREELCERS
Fi-OHEEARZBETIHICHBERBONNYTF—2 a0, !
EEOHBELEI~FEEET S,

ARBAGS
A YINIFAY TS y O EEMIEAS

IFPMA (it 57 B & 8h)
IVS-ITF

Influenza vaccine supply
international task force

WHO |
WHO collaborating Centre };




AT FDALNR HI~HIER
AHSELEREEDUAINREH, H, HB3BOH (75
NRyFEyo0RAELSTDITHEESHDIOE H~HIE B

HOBDOIANRICHL TS, REOBETHY. REATVITFY

BROBBAITVEOYANRICHL TS, BTFORETHELEY
BPWHRSPHRTEDON?

FROANRCHENED 2 F o DEEOWEILICIE
KBRITEBEMNE W

NITEYD
vﬁ?vjvﬁi/TWﬁ%t$mﬁw

‘EMEAHA BS54 [CPMP/VEG/3

+GUIDELINE ON DOSSIER STRUCTURE AY
CONTENT FOR PANDEMIC INFLUENZA VA

MARKETING AUTORISATION APPLICATION

*1. 1. Procedural issues

03]

«Core pandemic dossier

«To achieve this,a”mock-up”vaccine should be produced,ideally in
same way as the intended pandemic vaccine(cell culture or egg
derived,whole virion,split or subunit vaccine) have the same antigen
content and same adjuvant system(if used) and use the same route of
administration.
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