iﬁl]llrk I}lLIb\ FE
FLUCELVAX QUAD

EElE®ZE > 55 001126 5%
AHRERNET EH
hRZAHHA 2024-09-03

1

MEAR

FLUCELVAX QUADUMAES 2 B R & E - EAESRIE %A AMadin Darby Canine Kidney
(MDCK) #HREARPR EIER R BUmER B MANRENFFEREEE - AARLIEZFERIEEEPIBE
° JEE1E MR- WWEa(B—proploIactone)i[S%/Eff—tfé BN EEMER(ETARE-FER
(cetyltrimethylammonium bromide)¥# - BEBEZEERLMETAE - NERKFSKREER
FETABMAE  BREEMSHUERREH -
1.1 BYHAEE
AmAHER  BEILEENBER - BENRHEREZEEEIEEK(phosphate buffered saline) -
FLUCELVAX QUAD Z i & ix T et SREE At #1164 3k2024-2025 RN E=EE & - BH
0.52EAF2HE60M 5 MEKEE E(hemagglutinin; HA) - FAIIUTEREFSEHRE 2B 155 MK
BEZE : A/Georgia/12/2022 CVR-167 (an A/Wisconsin/67/2022 (H1N1)pdm09-like virus),
A/Sydney/1304/2022 (an A/Massachusetts/18/2022 (H3N2)-like

virus), B/Singapore/WUH4618/2021 (a B/Austria/1359417/2021-like virus),
B/Singapore/INFTT-16-0610/2016 (a B/Phuket/3073/2013-like virus) -

BEIFLUCELVAX QUADTIBEE B RIEBEZBHFAIMDCKARERE (< 25.2 lFe) « MEREZRL
SMUERE (<240 15e) ~ MDCKAERIDNA (< 10 E55e) ~ ELLEEZERS80 (< 1500 5E) ~ BIE+N
R =R (< 18 15e) KB-WAEE (<0.5 #5e) °

FLUCELVAX QUADAZRAFEE - MERINERE

FERERNHE ZBELRSKAZBIAIBMR D - $HEIEES 0SB RAEB R D
1.2 BRAZE

ALZEI A 2 B24F - & {E# (sodium chloride) ~ & {E# (potassium chloride) ~ & EEE/NKEY
(magnesium chloride hexahydrate) - B¢ & _—# —_/K &%) (disodium hydrogen phosphate
dihydrate) - % — & (potassium dihydrogen phosphate) + BLF 5K -

1.3 5
AEBER/ARIEZIGFABZRHE - BHZB05287 - MAEELR -

1.4 ZmIrg
AmBEE  BEABENREE -

BAROERMU ERERMAZ B REERE - RIS IR EMEE 2 MEARL K MEBE AR S5
FERYR AR B
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3-RAKHE
3.1 FZHE

REEEJHARAPES -
3.1.1 HELAEIREE
FLUCELVAX QUADZ EFIEIE A AEE —KI0.52 - @it suUs LE=/_ - =&

FLALAZE R BRI 4N 5 FEREYT A ABRETIMEY -
<1 . T = B 15 bR 15 RS

Fiie )= &5 Fs 5]

6EAZISH | —smE - SE0.S=H ahEEmy - MR ZBZEOBRIBI

9m Ak —Hl - 2K0.527 AiE
] —MBBCR N R AR E S EER TG  BEREEFESHEAREEREEERN
BIEHIRENEEERE -
3.1.2 F&

ﬁmﬂzlir'éﬁm}*%E%E*ﬁﬁ%éﬁﬁﬂ&ﬁ@f 2 - [BE2R1.14]
EHERLIRBEMURREREE - B2 &EE -

M ANEE R R RI9 DR BT -

BRR - REEHBRERE

EoARIAES - V272 BRFIOEE - FAERNE NERSAMIT RS -

BREMEERDSIRREBHRE (FIMNBSEMART ) & - AFHFITFLUCELVAX QUAD [F2R

LR/ EEEIHE

5.1.1 #&W-ERIEIEEF ( Guillain-Barré Syndrome )
19763 R B E A M-ERE(EEE(GBS) 2 A2 S HER - GBSEEM R EEEEE A
REGCBBESETEH  EFCAREs e aBsREEEEED IRk "%ﬁ ZZ 16l

MZESMERIT - HRACAIERAAEEEER4EGRS  AIEESBENNERARE B
REEGNMFITFLUCELVAX QUAD -

512 FaRh KRB E

BREREZESVEY I MUESR - DFAREEREEERCEHIRENBIE R RE -
513 W

BRAcREEEEIHIEEAR - BIEFLUCELVAX QUAD - £k 0JREA#RHE = B IS 14T
ZE - AR BER REESEREEENIE -  BEXESREIIBRIKESEE
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UREREES B LEERNSED - LIRERE MR -
514" S5 e

5.1.5 BEAENHRE
WIFPhAEEEEIAS Y EEREMRE -

6 [RGB IRSIR

6.1

6.2

6.4

] i 178 22

FrARZHEARERE  REIEMARERZESEAR -

FE—IHAIEMRZRESIFME (Pregnancy  Exposure  Registry ) & - INEEB 6657 #E
FLUCELVAX QUADMZ I EIIREER - ERZ2HNEMIR R4 FFLUCELVAX QUADR: @ )28 AR 1R
KIAAREEIZINRREERBARENER (F2R61EE ) -

BAREHFLUCELVAX QUAD#ETEIVMRBESMME - BIEFLUCELVAX ( =B H ) WEBESH
M MRHESHBUEERT - RREATRERZEPEMTT - SREHESER0SEHN (ARELHER
0.527) - ZMEERFLUCELVAX ( =fBECTS ) W REKBREEE (F2R6.18E ) -

HaIRE =

R AERNEEE K / SME-Ia R E R

ESFZIBARLE - 2EREARMERBENRRRS -
BERENZELRARARERNVERRS - FEEND -

e

NERRE

ZEAETRPZEEZHRMANEE R WEBILFIRIEREZFE (2017-1822019-20 ) AARE#E
fEFLUCELVAX QUADI X 1k - R BB EBERIBAREIEINER D el R ENEREER -
FEO65BIRZRET - HPA27% ~ 42% 31 %D RIFEHEIRSE 1~ 2 ~ 3 22857 FLUCELVAX
QUAD ; BHAG65IBIIERE  4PIBRRE ~ 10 FZI 2 - 1FIEZEMTIRE L - 2B - LI
RPREMEERFENBRELEREBEEERDHD1.9% - BLRFAMRE RGP ENES
REZEMNERBER - -

MRS

—ERBEEURRER  MHERTEREA - 3FSERRRETM20XE B AFE T
FLUCELVAX ( =B ) - BRI EER0S2A (ABEBHER0SEH ) - ZIEMAREBE

FREEAEFNRERSEE DK SRENARKRE -
ML
S

HRIANEZFLUCELVAX QUADZEE R B P - EREE A FLUCELVAX QUADH IRTH
ABTAHBIES /| nWFE -

BEREZSMAHRNNELENEENRTE - BREEERZERANE - FLUCELVAX QUADELE
MEENTHBRMBRZENTOUEEARTE - AN ERYRREHRB RN EHE D W
RIRBNEE -

NG
6B NEERRIEEEM -
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6.5

ZEEA

R PRI ER P B A8 X —HIFLUCELVAX QUADTE WA Z = M- AN2493 B AR E S - Hop
H2647% (16608 ) /65 KA L - 7.7% (1942 ) BT5EKRL L -
EEN (655 L ) WFLUCELVAX QUADEEMNERBEREEA - B2 RERIF(12.3)]

7 RXEEH

7.1

7.2

BLE G B 6 R iETE
BRIEFRES -

3 G e HIN I B A B i 52
BRIEHEES -

8 EIfEFR/ARMKIE

8.1

8.2

IRAREZEIFR/ARKE

6B A 23R R EZERFLUCELVAX QUADE - REBR THTUARKERERB(27.9%) - 3841
(25.8%) ~ 18#5(17.3%)E2RBE(10.7%) - RERZEBARRERRIEAZ(27.9%) - [EHE

(26.9%) ~ KR (17.9%) RN EEE L (17.4%) -

2R 28R T EERFLUCELVAX QUADE + REBR THEUARRERERE(28.7%) - KiF
(27.9%)E23541(21.3%) ~ WE45(14.9%) B2 (10.0%) - RRERZEZEARKRERIERE(14.9%) - 58
78(13.8%) ~ E#(13.8%)  BEAZL(13.8%)ERA T FE(10.6%) -
IFFNTHRRENSVFERFLUCELVAX QUADE - &EEHR ZEHENUARKRER LG EMNIE
TB(21.7%) ~ 324L(17.2%)2E45(10.5%) - ZRERZEZBARNRERIERE(18.1%) 2K #E(17.0%) °
1815 £ 64 A A EXFLUCELVAX QUAD?# - REBI(>10%) R EIARRELKRE
(45.4%) ~ 3AL(13.4%) K tB#E(11.6%) - ZRERZESARKRERIER(18.7%)  HEH#E(17.8%)2H
7(15.4%) -

65m A EEF AERFLUCELVAX QUAD# - &BRER THEUIARRBERRRE(21.6%) K341
(11.9%) -

Bl PR ol BR A B

ARBEAMREESAEERGE NETH  BEERAMRTAAERIINARRERE EZEEES —
BEENERAR P EERETER - UERARM L RRERFE LPTEIRZIRIEEER -
6EREN7TRRERSVE :

B R BT FLUCELVAX QUADERER SV EZZE M - i1 K2 -

AR IEHHERARIRTECBHIR - BIEEEH - TPOMR - Z2UEHESH
2402261E B E3mFE - 7 RIEEFLUCELVAX QUAD (N=1597) 3 = E#Z 89 0 &7 B % i ¥
#8 m—AFLURIA QUADRIVALENT (N=805) - TEZ M EET - 8948 & (37.2%) TR
6EIAZE23ER X - 15088 =& (62.8%) FMIN24EBE47TEAK - RELFARNREE
(solicited safety set) 12323482 =& - 72 AIEEFLUCELVAX QUAD (N=1564) 3§ EE#% &
M ERREEERm (N=784) - (kEAENRREEERESY SR HEEE ML (ErfR
4:8)FLUCELVAX QUADZL ¥ 88 1 -

A BB EmEEg7 RPBNERBR T - WERSS (X550 ) BrBURELRAIARKIE
FER -

#HOEAZE3IFEMNZED - EEFLUCELVAX QUAD K IEEHIBEm R EN BB KR E SR E D%
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FARRERERBERR2 -
w2 R2MIEE (EHE3RN ) BECABEE7TRANERNATTHEIRRERER (A%
1)

BHARRENZSMET AL (%)?
6E23EAAZHE 4Z4A7TEBKZHE
FLUCELVAX QUAD HIREE3 FLUCELVAX QUAD HIREES
N=581 N=292 N=983 N=492
£ Gr3 £fa | Gr3 £ Gr3 £fa | Gr3
BEHRR & E
[ 25.5 2.1 233 | 14 29.3 2.2 339 14
£l 25.3 0 1821 0 26.0 0.7 285 O
S 16.5 0.5 1201 O 17.7 0.3 1831 O
sy 11.2 0.2 7.5 0 10.5 0.1 12.8 0
2EUHFRRE
JBIR AL 35.1 5.2 356 | 2.1 23.6 1.8 260 | 3.0
i 355 24 305 | 1.7 21.8 1.9 226 | 1.2
IER 23.2 24 202 | 0.7 14.8 1.1 1401 1.2
RBEBERE 21.0 1.7 219 | 24 15.3 1.4 1501 1.2
Bz 9.3 0.7 10.3 0 54 0.6 48 | 0.2
& Nt 10.5 0.7 6.8 | 0.7 4.6 0.5 59 1 04
R 3.1 0.2 3.1 0 3.3 0.2 3.7 0
#EE 1 Gr3- %E?&
N = B—EmREEALEHEHPRNSNES -

EﬁEEEf?KF‘)iFE?%i CEERE  TEBEHEEBEFEIXREFTXRBBNERBGER - BMH#
Eﬂﬁ“lﬂiz%féEEQfEEEf?K?EFZ%%f?tzhﬂﬁ’]*?]l]%
FalReEdABERSEESRECHEARREATEURECHEARSHNSMER - HERE
EEMZ M ENFEVA—SZEARE / FERERNSMEBE ZLLA -
3¥j5\7\3\&_55|  EEFF O ER RS
IBEARKIE | EIREBECE2MBAANZHETEES " REEWBHRE U / BRUR
. o MEAERMU ENZAEBEES "HEHEEE ., ; AN - BERRK £ =8%K
>1/\’ESz ; B3R = EE>5000%E -
%f’f*?)ﬁf‘ E:3E Eﬂ >2E5100.4° - 38K =>2EK102.2° (DR ~ R - RBSNER
) ; BIMMBBENE B-ERBRWHBHE2R ; F3IRME . KB SEEHEES - BHEIR
g ; SB34RENT : 24/J\Hv|7§61kl/,u: NEZHIER ; F3RER | 24/ \FARRU LHBEHFE
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FIKER ; SBIMERAL | AL - HthTAARREBNEIREZRWHREEEE -

HecF LRERY - ARFEM e R R BREA IR REI AR T | 6223(EHKiERE
FLUCELVAX QUADZ20.3% - $#iI8&HE%23.6% ; 242 47{E A AE#EFLUCELVAX  QUADZ
12.4% ~ HIREE13.6% -

At 10 NCT 04074928

EREMENTZED  HI]E_HERHMEE2EURECHE AR RBRERAS—HAELL - B8
R EIE -

ERESE-HERR28RKANEMERSENIFRECHZARSEHER - HoEBE3IRZET
- EREEE—HIFLUCELVAX  QUADERIZBRNE26.2%MN =& KB HIFR Emix 2 ARSEH
; TiEERE B ZEZERNNERREBRHREI28KARE25. 7% R EBRIFRELHFZAR
=4 -

E6ERE3IFNZET - REEHBHB(EIEEEE-HEARNEREFARSH

(SAE) - #7&8FLUCELVAX QUAD#HEE0.9%% 5 & HBMSAE ; M=z AN NERRERY
BRBE0.9%HBISAE - RBEMUEREARSANT LA A REEAEREE -

AR E2REE1TREERSVENES - BEICERN - B)0/E5E » 256 - UM% - FRE
OREE -~ YIS ZRE) - B O - REEUAR - RECEARREBEREHES450982F
17TRRERSEVE - DRIEEFLUCELVAX QUAD (N=2255) 33 & B (R 1T MK & B 38
(A%~ CEL -~ YELRW-135)B#EAECRM197Z S R)E R IREHE (N=2254) -
WBERABNRREEEESE  2RE8RNEERE—MmE ( Bfs428 ) FLUCELVAX QUADEL
HIREE - MEHREPHREMEENS —HRIFRARERES  ME_FSREKZEE -
IRENTHENRERS D EERE—HIFLUCELVAX QUADSIE R BL ¥ IR & & -

FifpB @ mERER7 RMBRERER T - WEBSCEFI N EES R ELCHE AR REN
&

2R ESHENEEURIRZEITHRNBSVED - EEFLUCELVAX QUAD K EREHREERENS
DPERNBEREE MR ECHFARBRBRERBLENRERS -

R3 REHERE (2RESRKAIRETNTR ) EEAEARHERTRANERNRECEIRRERE
x=1 (#8§2)

BERAERTRRENSMEET AL (%)?

2EBmMS M= IE17HEMSME

FLUCELVAX QUAD | ¥J8BE ;3 FLUCELVAX QUAD | ¥f8B% 3

N=559-1143 N=562-1142 | N=1096-1109 N=1100-1108

£ Gr3 @ | Gr3 EA{a Gr3 @ | Gr3

BERR & E
CRE 28.7 1.0 254 | 14 - - - -
3 27.9 1.2 20.3 1.6 21.7 0.5 18.3 1.0
AR} 21.3 04 23.7 1.1 17.2 0 18.7 0.5
B 4s 14.9 0.2 152 | 04 10.5 0.1 11.0 0.2
B ht 10.0 0 7.5 0.1 5.0 0 5.2 0
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EEMTRRES

AR 5> 14.9 0.9 176 | 1.8 - - - -
A 13.8 0.4 118 | 05 18.1 14 174 | 06
ik 13.8 0.9 127 | 07 17.0 1.1 182 | 1.2
ot 13.8 0.2 108 | 0.5 - - - -
BERRR 10.6 0.5 80 | 05 8.5 0.5 7.5 0.5
HeBiEuE° 9.9 1.0 101 | 07 - - - -
Eiye 76 0.5 6.1 | 0.2 2.8 0.1 3.0 0.3
g 6.5 0.4 68 | 06 74 0.5 8.1 0.3
BAENTE 5.2 04 62 | 03 7.1 0.4 84 | 05
M0 5.2 0 45 | 07 6.0 0.2 6.1 0.6
& Nt 49 0.6 41 | 06 3.0 0.3 30 | 04
?; / 47 0.7 39 | 04 7.6 0.4 7.6 0.3
INESE= 2.9 0.2 40 | 03 6.1 0.5 5.5 0.5

M= Gr3 E=%-

N=8—ExkEadLeMEETHNSNEL -

TRETHARRERE . CEERY  UEBEHEREFIAETE7TAMBNERBREE - 214
THEHAREEURELHEARRELZEMERNSMNE -
CEAREEARBSERSARRENZEUFAREANSMEY  BEYRTOUEEHZEMHE
Ao 2OBF—SEARE / ERERWSIMEE ZEEHE) -

3SIEFREIEREE : MENVEO -« RTHMASA BERE S (AR -~ CR! - YRURW-135) BiEAlE
CRM197 #& 8% H (GlaxoSmithKline Biologicals SA) ; A BECEIMEIN R ESE _ HiEEaEKE
R -

IEEARNIE  FIRRBHIRAEEEREE ; 4B - BE KR : 2255 : g =EK
>1NE  FBIM=ER>50RE ; 621751 : EE > 10017 -

SEHHENREORSMEBNERR - HaBERE  WMEREHER -

b2 M ARKIE : 885 I =>EK1004° (1R ) - $B3K=>EK102.2° (1R ) ; FE3RE
BEENE B8Rk WiBiE2R ; FIRAE | KBHBEEEES - BE#HLURE ; FE3RE
0t : 2A/NRER6RE £ - SNBEEFIRER ; F3REE | 24/N\FR6R U EHEHFEEFIKER

) B3AAER - AL - HtEOUARSHMNEIRTEERBHEEE -

Hie R EIMER - ARFEMSVAE SR ES R BNEA I EREEIFEAERNT | 2E85EE
FLUCELVAX QUADAE11.0%  HIBE®EAT7.7% ; 92185 1% TEFLUCELVAX QUADAE6.7% - ¥308
BEB71% -

s E@2 - NCT03165617

EERES T HIFLUCELVAX QUADWIRED (N=762) - F_HEBHELESMRELIFFIERE

P.7




BERMAF—HAALL  BEVRE -
ER2EHRE (FEER-—HEEN6ERE ) WEREARSH (SAE) - 1.1%%1&
FLUCELVAX QUADHRERE VD FHIBIRSAE - RBETURBREARFH RS E RS E1E

18K LLERA :

EXREETH—IREN €5  AHRARKSE (383 ) & - AR EARITFLUCELVAX
QUADEMZEM - M EIBEFE26807 185 U LR A - HEF13408B /18 26458 LA
13402 B65m A ERA -

FIEBRHRED AR EZEBFLUCELVAX QUADZZ=EREZEmR (TIVIcEHTIV2c) &
#E4 ( FLUCELVAX QUAD (n=1335), TIV1c, n=676 = TIV2c, n=669 ) - #SFLUCELVAX
QUADMIRI A ZE I FE 57 .45% - HP548% A - 75.6%BBEA ~ 134%BEA
9.1%BH T =MNE ~ 0.7%HBEMENEZA ~ 03%EBMA ~ 0.1 BERERRER - 0.7%5EM
EE - RASREBRANLETHERRENTER2 -

ElEEASBINE Y SHECEBEER T RAMBENEENEF IS S B 7R ERLIFA
R K F&(solicited adverse reactions) °

FLUCELVAX QUADHISI BRI ViR B s AR M IE - ARAINTFERS -

T4 18EEU LA BEEHEEBTRAMBRZRECHARREARER (#5883 ) !

BREBABHEFAERENZMETSE(%)?
185% E645% 655U E
FLUCEIAVDAX QU TIV1c TIV2c FLUCE:V[;AX QU TIVic N=3 TIV2c
N=663 N=330 N=327 N=656 40 N=336
£ |Gr| & | Gr £ | Gr
Gr3
{E£{ay r als!|lmls {E£ay Gr3 | @ | Gr3 al 3
BERE KE3
KB 454 0.5 35' 0.3 4;)' 0 21.6 0 18.8 0 158' 0
=348 134 0 13. 0 10. 0 119 0 10.6 0 10. 0
3 1 4
10.
Eas 11.6 0 97103 4 0 8.7 0 0.8 0 771 0
BT 3.8 0 331031521 0 47 0 44 0 541 0
2HUHRR RES
_ 18. 18.
FERES 18.7 0.9 c 0.9 7 0.6 93 0.3 8.5 0.6 | 83106
w 22. 15.
5 & 17.8 0.6 1 0.3 6 1.5 9.1 0.8 106 03 189106

P.8




8.3

IR 154 0.8 5 1 0.9 0 112 82 0.2 94 | 03 [ 83106

IEYIS 9.7 0.3 7309|8912 3.8 0.2 4.1 0 |42]03

f‘};ﬁx 8.3 0.3 85103|83|09]| 40 0.2 5.0 0 [36]03
X

BAETRE 8.1 0.5 82| 0 |95(09 5.5 0.5 50 1 03 |168]09

IEs 74 06 (76| 0 |76(06]| 43 0.5 50 |1 09 |51]03
EEES 6.2 02 |64|06]|64| 0 44 0.3 41 103 |45]06
M i+ 2.6 0 1.5103]109] 0 0.9 0.2 0.3 0 [06] O
)= 0.8 0 06| 0 |03 O 0.3 0 0.9 0 [06] O

M= Gr3 - B=M -

N = 8—EakEREaLeMEFETHSNEL -

g REEELEE B M HEENZHE -
SERABEHARRSESTARREREEUFBREHNLSMEL  BHRETEEREZEZHE
Ao 2OE—SEAERUE / ERERNSINEE LA -

SEEARRE  E3IRKRBHHRAEEHERE ; AN BERFH . HI=EE1QE ; £
3R =EHE > 100 % -

‘2 OUMARKIE : 81E . F =>2EK1004°F (1R ) - $E34k =>EK102.2°F (1R ) ; £34%
&Nt : FFEFIZER ; F3MEE  oRULHFEAREMZFREE - EMEATAREHNEIR
EEHBEEEED -

i E23 - NCT01992094

IERERIEARE M (unsolicited adverse events) ZERIWEHBBEEREHEN2TXA - £
18m R IA LR AT - #EFLUCELVAX QUAD#E21XRA - B16.1% M AXHE B IR E L IFA
REH -

BmEARSH(serious adverse events, SAEs) v ERINERB SEEEHENERR - #£185%
KL EM AT - #EFLUCELVAX QUAD#EGEIRR - B3 9% ARAEBBREHEARSEY - FIA
MEREARSBUHLT LS HEEREER -

LR

F EHEEAFLUCELVAX QUADHIRE - BEE NMIARSHER - HRELESHEZHBERA
EAZERMBRNG - BUIROES (T E SR AR BN EE Z AR -

REZXMER  BYESUMREASKE  SREBIER -

WERMEST . W - BRI - REBEE - BRE@LEME - BH-EFERE -

REER NMABER : EBRB&RE - BEEE  SMPEIFEEMAD -
—MRERETITBMUER  BZMAREER -

MRFMEZAREAR © M/RER -

Lt B LTS MY R R BB | A R BUEE -
9 BE
B A RE -

P.9




10 IR
10.1 fERE

RARRRERERENNEREEFERE - BREKENEEAITRERE OB - Ol
AIEBEZIMREER - B1977F1 - ARURERS (HINTKH3N2 ) FIBEURERH A E R
BB AESTHURENEIERSEE - BFEXEMREEEE - T 2 MEERENDS
(hemagglutination inhibition; HI) A2 E B AR R IREN 2 ERE B AREL - EFLE
s - EHIREEMIE >1:401 - NAIES0%Z & o Bh8s RS - 23

HNEERARRBENDENNEHRRS T ERRRSET RBARTLIAREER - 5

- HREEARFSNRERENE - AN HER RN ARSHHRNNRER
is - BBMEFEE (antigenic drift) SR ENREZELEFHMRTRBESEHE  IEEFR
BRERP—SZERSHREBZEENRA - Bt - FEZBRARK SO ERTRRRES
RIERRE - LIRIERB(ICRRER -

AREREREN—FARENE FNE - BEFATHRRRSHRAEMEE - Hit@nEsFE
EReEE - 4
10.2 ZEXEER M

BFR12.1 -
103 ERARRIZZMHER
10.3.1 U=t - BREMN - £EHRE
EAREEFLUCELVAX  QUADMIEUENM - BREH - BN EE N BIBHETH
1l
MR FHEFTFLUCELVAX ( =BfcT7 ) - BIEEFNRBTE - [(FE2REAREER
£5(6.1)]

11 EMENBEHE
BRIEHEES -
12 ERAREBRER
12.1 FEMEBERZERAEZ MR RN

FLUCELVAXBOER A EREAFLUCELVAX QUADER - EAEmERENEERERMER  TTEAE
MHEK D -

2007 22008 F B ZEnHAMA - T —IEEE (=6 - SEEKE ) - B BRREES -
ZRESERANG R - $HE18m 249 M AT MFLUCELVAXR R IREN B Z 2% - SR
RBHESET11404B2HE - TEXHBUL1LIEEAESR FLUCELVAX (N=3828) -
AGRIFLU (N=3676)aZ & (N=3900) - EMAMSHED - FHFE 3365 - HP55%H
M BA%BEBEAN - THEBEAN - TRENT E=ENE - 2%mEMERK -
FLUCELVAXHEM 2 Z BB HMEILLE - RS EREWARZ 2 ER (B REF2RE
WIMREFT 2 mE) - KR BERRRESSIERRER - REEAEER T BRI ERER
B (influenza-like illness; ILI)2RFERD - ILINEZ A E ( OERE >38°C ) K IZHSY 1z
B o EEEEEEN2TAZ6E A - BEEREEREI120)\GARESEEEIEEAET

P.10



27 - STEHARERES RN EREE BRI ENERN R RS R EEREN (72505
RERSMZRE ) -
#<5 : FLUCELVAXTERA £ & B = 4RI T 2 iR LAY R RN (Rl BRd)
KEBEIEEANN | BBRRNZ | BRAK B EREW
ZREAY HEAR & (%) (Vaccine Efficacy, VE)1:2
o VERERII7.5% EBEE
° ERNHECE
MIFAERFR RS
FLUCEL 83.
VAX 3776 7 0.19 3 61.0
Z R 3843 44 1.14 -- --
FRARIEEEZ BB
FLUCEL 69.
VAX 3776 42 1.11 5 55.0
2RI 3843 140 364 | - -

TSERA R RO H 2007,/2008 FE9fE B HARS :T 44y

21R#ESidak iR EN BB EM 285 Ak

97 5%EHEER - BEEM = (1 - HEER ) x 100 %

SEHEBEUAINES | VEfEHEAERE

B4 : NCT00630331

%<6 : FLUCELVAXFEFL & EE

oy
oo
M

- ETEHFLUCELVAXZ B HHE IR L R7

B 2 B RV EE R

RIRIRER97.5% EEERE MRE >40%

ERAEZRRAEN - RRRBEE S (FR4)

_ BHEEY
= ﬁl'jmq
FLUCELVAX (N=3776) Z R (N=3843) (Vaccine Efficacy, VE)Z
Emﬁ@ REMENE | RERE | BEREOE |, | VEWERIT.5% (3
= (%) S A8 = (%) SE A ? EBETRET2
BG4k
A/H3
23 0.05 2 0 0 - -
A/H1 88.
N 0.13 5 1.12 43 5 674
B3 0 0 0.03 1 -- --
FARIE SRS RERE
A/H3 75.
N2 0.16 6 0.65 25 6 35.1

P.11




12.2

A/H1 89.
N 0.16 6 1.48 57 3 73.0
B 0.79 30 1.59 61 43 18.2

TR et E RS SR E R R R B I A FA ST A R R M A IR -
2ARIESiIdak R EN S BEB 2 HEER - 518 HFLUCELVAXZ H A8 i e BB 2 B AV B4R
97 5%IEHEME - HEBEM = (1- HEER ) x100 %
SERBEHARTMA/HIN2E S BELR BB S 5 I -EARRURAIR D - BRI AT A bR EENY

B4 : NCT00630331
FLUCELVAX QUADTE2R E 17T R E RSBV FERIEN

B 28T FLUCELVAX QUADE2ZT7TRRERS VD EPRIBHINN - B2 —HESEREX -
NBEREEHEETRER - BEORK - IFRREEERERINN - ERERZEHHEE
D EF3K2017 ~ d523k2017/2018F146#3k 2018/2019 - RIFRMALS14ZREREVF -
TEAST4BMMANZHED - 4513251 TFLUCELVAX QUAD (N=2258) si3FmEmE (it
TTHEREE BERE R (AR~ CBL - YELRW-135) EfERIECRM197# 51! ) HIRGH

(N=2255) - RN Z 2 TEFEE (FAS) BI54509R REKRBVF -

FRNMR2AZSHENZEMEREBEERESL - ZE— M (B4 ) FLUCELVAX
QUADE#REH - 2HIBIRATHREMERENE —HRIFRRERES  ME_HSEEK
ZRE - ImE1THRNEERS VD F#EE—HIFLUCELVAX QUADE SRRV E BRIGE - TEFfB N
ANRERSVEFED (N=4514) - FIHFERMB.85% ~ 48% R ~ 51% %2285 ~ 50% SN
RBA -~ 49%HBmMA - MENaRERRBBRENAOS N M AERISEES -

FLUCELVAX QUADIIHRZ 5 B A 10 FHA B S BEY 7 B s AR P 5 | RERY I 52 7t /R = o 2R AT
i - REAHIZZBEE RWENMERFROORBAVESR (L) 2RI - WEBMIEITE K / skBR
REEFR B E (RT-PCR) R - ILIEERD#E ( DR>ZEK100.0° / #EK37.8°) #EH
BIEEEIAEAR : IZWR - MRS - SESUREF - HRNBEGEGE (2217% ) NAEEIINE
54.6% ( 95%EHERE45.7-62.1) - FTETRRAIAINERM - ULAh - EEINME2ESHN ZET
#50.5% ( 95%E#&E38.4-60.2) ; HIZRITHEMNBVEDPE61.9% (5% EHEEE47.4-
723) - SIEHAMARRRERE - LIERESRARMBLEERENE - RRERER
N (KT ) -

R7 : FLUCELVAX QUADE2Z17mEMEBPHNMIREE - EREBHBRSHEHERE RT
PCR) Mg BRI BRINY— £ EEE (FAS) Ih¥ (#582) -

BEINMY (VE)?
HEESSNEY | RREGE | RER%)

VE % | 95% &5 48 & 3

RS R S Ee M R E(RT-PCR)SIS B EZAVAR
FLUCELVAX QUAD 2257 175 7.8 546 | 45.7-62.1

IE TRl ¥ BB B4 2252 364 16.2 - -

P.12



12.3

HERZIRE

FLUCELVAX QUAD 2257 115 5.1 60.8 | 51.3-68.5
JEF RS IR E e 2252 279 12.4 - -
MIRCAC IS E DA E

FLUCELVAX QUAD 2257 90 4.0 63.6 | 53.6-71.5
3%52%5%%@4 2252 236 10.5 - -

AR (FAS)—IIWUFWSNMEY - ESPARE% S - FEAREETREINNER
MEmE -
2R BT E = B E T4 - 2017535k ~ 2017-18463¢ 8k % 2018-194b ¢ 5K -
3 FLUCELVAX QUADSRE 7 TB:RMIAINIES  HEEREHENBHININERISKEBEB TR
AH20% -
HERBEIREE | (MENVEO - RITHISE RS (AR - CEL - YRURW-135 ) BfEAIE
CRM197}§’\’*”FEE GlaxoSmithKline Biologicals SA) ; AEEIMEINEESE _EIEERE
IKZ T -
AtER2 : NCT03165617

FLUCELVAX QUAD#E18m A L AR SR Z IR

EEEET-IRRER - €5 - AHRARRKGR (2R3 ) ® - H18EAULERAET S
FLUCELVAX QUADRI & [R 145114 - BIRmEET - ZalZEEXRFLUCELVAX QUADEZE =B
B E¥IIR%E ( FLUCELVAX QUAD (N=1334), TIV1c, N=6775TIV2c, N= 669 ) - FEMIEET
EE/WEE’JEEIT%EP EXRFLUCELVAX QUADHIZ el EM I FE A57.55% - HP55.1% 8%
M~ 76.1%RBREA ~ 13%R/FAKI%NHBIA T ENE - FHEREEEERNN R ZRERE -
ﬁaﬂ"‘?’f?EEﬁFxﬁZ}aTﬁﬁﬂﬂik/;ﬁ%ﬂﬂ% (HNI BB Z 21918 (GMTs) - DIKER MBI
BOREEADL - BEEZAEREAIHIENE <1:10 - EREBHINENE=1:40 - NEEE
ATHIABEE >1:10 - MBHIMERER DIEMAE -
FLUCELVAX QUADZE# 7 B IRM AL EREETIVe - HFVHEEES | GMTsEbAIl R EER
BREIMBNEERNZAEENLEERE - QIVchEZH4ABERRREREETIFSHR
-% 2l EHFLUCELVAX QUADFT 2 Bﬂ,ﬁﬁfﬂﬁﬁﬁz—iﬂﬁTﬁﬁﬁﬁf1§EATIchﬂﬂ€EEZ
EURBURS MM IE - |EBEELAMIS BB R RS E A BNEMRS
Eﬁa&“:ﬁ% B2 RR8)

%8 : 18mI LA S - FLUCELVAX QUADERATIVcZ R 55 HLEER —(kIZrt BE A1 [583 ]

FLUCELVAX | TIVic/TIV2c? | =t | &mma
QUAD N =635/N=63 [ LAl =%
N = 1250 9 (95% CI) [ (95% CI)
A/HTN 302.8 298.9 1.0 -
1 GMT (95% Cl) (281.8-325. | (270.3-330.5) | (0.9-1.1
5) )
49.2% 48.7% -0.5%

P.13



12.4

s EesEm=3 95% C | 46.4-520) |  (44.7-52.6) - | (-53-4.2
1) )
372.3 3784 1.0 ;
GMT (95% Cl) (349.2-396. | (345.1-414.8) | (0.9-1.1
A/H3N 9) )
2
38.3% 35.6% 2.7%
M5 s a3
6-41.1 1.9-39. ; “7.2-1.
195% 1 356-41.1) | (31.9-39.5) ( ) 9
13322 115.6 0.9 ;
GMT (95% Cl) (1253-141. | (1064-125.6) | (0.8-1.0
7) )
B1
36.6% 34.8% 18%
B e =3 (95% C
M= RE f ®5%C) 339393 | (31.1-387) - | (-6.2-28
)
177.2 164.0 0.9 ;
GMT (95% Cl) (167.6-187. | (151.4-177.7) | (0.9-1.0
5) )
B2
39.8% 35.4% _4.4%
A3 (959
L }f ®%C1 370425 | (31.7-39.2) - | (-89-0.2
)

e . GMT =mBENEBZL@FEE - Cl = FEEME -

URkiBETE E (per-protoco) DT | TENMATAZRERERUEE - BLTHE FRINES
IEEEE T8/ Mz kEREREREARIEIEEMRREMBEBLEER -

2A/HINT ~ A/H3N2EAB1 2 IES M LB RS BBEE A TIVIc ; B2BIATIV2C -

3B ERR = HEMHIAENE <1 10MEEEHIRENE>1:40 - {2 ERBATHIF LR
B> 10mEEEHIMERNER/ MEN4ENSHER DL -

alB3 : NCT01992094
FLUCELVAX QUADZE6R B 217 RERS VP FNRERY

Mg bR R BRET 15 FLUCELVAX  QUAD#EGES £35% (k1) R4mETH (k5 ) B&E
PRIREIRMY -

AR 12— REEEH A E3RREEMETHEH K - BREBEZNZROME - EAGE
fash - Rl BEEFLUCELVAX QUADE=RE#Z/AENH R INEREZER ( FLUCELVAXIIERE
ZE|EN=1597 - HRIEREEE (QIV) N=805) - EffastE==8FeP - EREFLUCELVAX
QUADHIRMZEFI9FERB29MER ; 49%NZHEBRLM - 67%HNREMEBRSMEA -~ 27%5H
FTA N <1%BEMA - ERRASEMKCFEFER - LUEAEMENBZ ASMHHMNRER - &
DZAANRAERN] S - aEBRRE—HEAEN28REILZEEENNIREERE -

RERURBEDEMTFINENE (GMTs) REFMFBHRNZHEBNLL - EERSHERER

P.14



HISL M E 7

(MN) 2fE<1:10 - HIFEENE>1:40 ; SLIZEATHIZHE P

>1:10. H ( #&E® ) MENER

1BEZ/|\im7JD41ﬁ
B/Yamagata & B/Victoria/mEHRHNGMT R MBEIRR ; FEiB

A/H3INZ2RHERWGMT R ME =R -

FLUCELVAX QUADE ¥ iR ¥ BRI R EK
BABERMIFERNBADEEE

E (QIV) BIrEH

238 [ R EE SN
BIUE PN

(MN) &

(HI) B AlEA/HINT ~
(MN) Bzl E

EEHT%]‘ﬁﬁﬁ%EmLFZFE&HiE’J?F/“f

R RIS EERBEERIDP -

 SHEGMTEER SR & RS

%9 : FLUCELVAX QUADHH N BINERREHEEAZIRMNAEPHIESH —Fas
EENWERE2 (HR1)

FLUCELVAX | HIRIUEREE | HEAm | REamn
QUAD & (QIV) ZHE | 2=R
N=1092 N=575
0.73
GMT 78.0 57.3 (0,65, 0.84 )
%EHEB) | (7075, 86.03) | (50.76,64.63) |
amINge | OSHERER) | ( )|« ) )
\ -11.46
MBS (95% | 58.24% 46.78% ) (1645, -
(EEER) (55.25,1.19) | (42.64,50.96) 6.42)
N = 1078 N =572
1.04
GMT 23.1 239 093,116 )
%EBEBR) | (21.21,25.12)| (21.57,2657) |
amanot | OSPEBER) | ( )| ( ) )
\ 3.13
MiEERZR3 (95% 27.64% 30.77% ) (144,78
(ERER) (24.99,30.42) | (27.01,34.73) B
N = 1092 N =575
0.73
GMT 35.6 26.0 (0.6, 0.81 )
B/Yamag |  (95%(EREM) |(3293,3858) | (23.54,28.63) [
ata*
-14.87
MEEIRES (95% |  46.52% 31.65% ) (1961, -
EHEEMH) (43.53,49.53) | (27.87,35.63) 9.98)

N =1092

N =575

P.15



FrMtor GMT 224 196 0.88

D .79,0.97 -
y (95%1=8&[) |(20.70,24.19) | (17.81,21.58) © 9;09
\ -5.96
[miE#Em =3 (95% 30.31% 24.35% ) (-10.33 -
ERER”) (27.60,33.13) | (20.89, 28.07) 14 4)'

#AR - GMT = I EE ; Cl = EEERE -

ke - ERARARRN B 1ERE - BRMKEENSG  (H)*EEEA/HINT » B/Yamagatak
B/Victoria S HHGMT R IIBEMRE - WEBMEFM (MN) #alBRIEA/HIN2AESIRRY
GMTRIMBERZR - $+HA/HIN2EAMNEER - ASHRTHRSRERE REALMIKAEE
PR - SEamfE RaIiEt Rl 75 7% - FLUCELVAX QUADME R HBRINE ARG E (QIV) BIFSH -
A/H3N2RIHIERERE K : GMT ( 95%E# &M ) EFLUCELVAX  QUAD  (N=1089)=288.1
(261.46, 317.54) - EHRIUEREZEE (QIV) (N=575)=227.6 (201.87, 256.58) ~ EE#ABEZ
EB1E (95%E#&MAE ) =0.79  (0.69, 0.90) - MFERZR (95%E#EEME ) FEFLUCELVAX
QUAD (N=1089)=72.27% (69.51,74.91) - e RINEREKZEE (QIV) (N=575)=64.52%
(60.46, 68.44) - BHEAB ZERE ( SKERER ) = -7.75% (-12.51,-3.06) °

RINR%E « GMTELE ( AEBIZER S RINEREZEBEGMTERLIFLUCELVAX QUAD GMTZE
T8 ) NEEISKERERRE LRREBETS - MBERFER ( UEEZENERINERKER

MBI ERR EFLUCELVAX QUADIMMBEBRERETE ) WERISKHEREERE LR KiEHE
10% -

TR ZAEREBEENZRE - DIE9ORNBRETHN  HRZAREEREHENTHE

- UISBSTRERET O -

CRETTEEMHE . AT HNEHELNE  HARBFEUKE  EREEHRINEE - 58
BARBREIESPREE / 2 MAIFMERNEXRERMBR - UREBRES / 2rEIFR
EZRE MR E T HKBERR -

SMBEWIRE = BRANE<110  BRBENE>140 ; BFBATNE>1:10 - BEBENEY
BEDBINAENZRHETDLE -

Akl - NCT 04074928

A BRSE—IREXRBIETRBEE - €5 - ARRARKHE  H4RENTRZEET 1
FLUCELVAX QUADRI Y& R EFME - BIEIFR P - 115922 EEHEFLUCELVAX QUAD -
ERBAES O MR ED - HRFLUCELVAX QUADH R ZE VI F#79.85 ; HP
AT% AL ~ 54%RBTBA ~ 22%BBARI%BAT ENE - FEREREEEB2IXRZRE
2 F& -

R RENEEREAEIMENEERNRHET O - HER/EEAMIOREMNFI(H)R
B < 1:10M FEEEHINMENE=1:40s 2 IBEHIMEEEZ MBMARE - DIKEEEHIMER
B>140m= BB DLE

EEZFLUCELVAX QUADHREARSVFEH - HRBNERERBER - [EHEEREY
95% ERRE FNRE>40% - FHREEEBEIHINENE>1400ZHEANEZ95% EEER
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13

14

15

RIEE>70% - (FFE2REFR10)

F10.: 4N 7R RER SV E1EEFLUCELVAX QUADEE % - MiSHASEIR T BHIMBAM(E
> 140RYE D LE-IRIERHEBE A2 (#585)

A/H1N1 A/H3N2 B1 B2
N=1014 | N=1013 | N=1013 | N =1009

MMisiEm= (95%(SHEERM ) 72% 47% 66% 73%
(69-75) (44-50) (63-69) (70-76)

MIKREEIHIMEB=1 : 40 99% 100% 93% 92%
(98-100) (99-100) (91-94) (90-93)

B HI = MEKRENSE - Cl = EEE[ -

S EEEENSEERAERRYBETON  AEEEEENHEBRAE0REEE
T -

VMBI LR = BERMHIAENE <1:10MEBREHIENE >1:40 - H2EBATHIF R
B >L:10mBEEHIMEBYEZ MENMABHNZHES DL - BEHIMBENE >1408ZHEBD
EERISREREERI(C)TRE  >70% - RIBEMEEBHNSHESSLENIS%  CITNRES
>40% - RIS R B REMINELE -

2RIBETEE N (per-protocol) : TREAMAAEZHERERMEE  BLESIHELEINES

BEEE  EEEE/ M2 ASREREREARTEXRAEMEEMBELER -

Al Ee5  NCT01992107

R
13.1 8%
0.5 EABEFHRBRMEED - FSREHTE - 558 10 L8 -
132 %85
12858
133 REHEE
AERESHREER2°CESC -
134 WEIEEHE
BNAR  BEKE  AOEREPES -
5 A FI A

75 = AJm A #ERBFLUCELVAX QUADE B BT m R A E R -

e AmAEREEEYAERENEIER | BRARBEIEERFA(1) FLUCELVAX QUADZBRIRNZEIFE
FMEFERIR - AESHERE - BUR(2) FLUCELVAX QUADEERR AR R AT S IR
- M FOATRE B IT RS R -

i NAADEBERRERHERRARBRE -

Hoth
15.1 2EE&EHK
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AT EH
2024%F6H
FLX(AO7)

16 ZERERRRE
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