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1.1 BUMDREE

AmaEE - BHLEENRER - BENRBKEZESEIEE/K(phosphate buffered saline)d -
FLUCELVAX QUADZ RSB &t R BB ST #1634 3K2024-2025 R & EZ - BH
0.5Z2A P ERBE60MEMIKELEZ(hemagglutinin; HA) - FAIUERKBEBHRZIZ A 15M = MK
REE : 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 A RIEBEZHFAIMDCKARERE (< 25.2 fllse) ~ MEKREZRL
SMOEBE (<240 5e) ~ MDCKAHAEDNA (< 10 245e) ~ FLLZLEZEES0 (< 1500 f5e) ~ )RIE+7X
B = BE (< 18 il5e) K B-WAEE (<0.5 5E) -

FLUCELVAX QUADAZFHEHE - IERTIIERE

FEFREAHB ZEFEALASRAGBRIABR D - HEBEIEZ e B RAZBH S -
1.2 BAZHE

LB A 2 B24F © &E# (sodium chloride) ~ &1{E## (potassium chloride) ~ E{EEENKEY
(magnesium chloride hexahydrate) - B¢ & _—# — /K54 (disodium hydrogen phosphate
dihydrate) - %8 — & (potassium dihydrogen phosphate) + BLFH K -
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REERBAFRIEZIFRBFREE - BHZH0.5287 - WHERESE -
1.4 ZmipeR
AmAEE - BHEILABHBER -
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Fiik ElE [ P FR5 )
6EAZIH | —smE - SE0.5=FH HEEME - MBI ZBZEVER4BLE
9m A E —H| - 8EI0.527 A5
] —MBIBCR N B AR E SRR TR  REREEFSHEAREREEMER
BEHIRBNEEERE -
3.1.2 A&
ht3] A& e Rl B ST B RIgEROF :ﬂi&“@haﬂ/ [E ESRAREEN
HEEm BRI KN E BB - BN 2R

ht] N BRI R E RIS R BT -
BRR - REEHEFRERE -

EoTARIAES - 2B RFIOES - KACERSE NEFSH A G -

4 Bz
LRI EERDSIRBREBHRE (HINBHEMIRT ) & - ABHITFLUCELVAX QUAD [F2R
1. MAR] -

5 ERBMIEEIE
51 £/ IEEE

5.1.1 8H-EREIEE# ( Guillain-Barré Syndrome )
1976 F 58 RS B BB M- B A EIEE#(GBS) 2 E 1B 5B 7 - GBS HM R EEEE AR
REAGZEBREORETEW ,, 0 EARIES I E88EEEEETuUEEBKRZR14
ROBESNEAIT - BB AR EERRSEE L RAGES  JIEESEENNZEARE B
AEZENFTFLUCELVAX QUAD -

5.1.2 FEBIREIRBENIE
FEFERS B EENEMIWIIUER - UAREERHEEZUBELRIRNBHERERIE -

513 2,

EMATREREE T NG EARR - BEFLUCELVAX QUAD - 2R 0] At HEE B I M 148
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B A R
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6 BARGRIESIA
6.1 &%

RisHE

FIERZHEBLERE AENEMARERZESEAMR -

E—HEAIRERZRETHFME (Pregnancy  Exposure  Registry ) & - INEEB 6657 %E
FLUCELVAX QUADHZ I BIIREER - B RZMNEMIR 4 FFLUCELVAX QUADR: - )28 BB
FRIAARGEENMB S RERBARENERE (F2R6.1888 ) -

EAREHEFLUCELVAX QUAD#ETTEIM R BB MME - BIEFLUCELVAX ( =B H ) WEBESH
e MRE2HMEMRF  RRIEAARZIAEMET - SR HER0SEHN (ABEHER
0.52H ) - ZMMRERFLUCELVAX ( =Bt ) I ARHIREEE (F2R6.18E ) -

AESE

Bz R A RNEEE K / SURS-H5 5% E bR

BSEZ2EARLE - 2EEARRMEREENRRRS -
BEMENZ2ELREARARERVEARRS - SFEEEMNS & -

8

NBRIE

EEREMRPZRBZHFMANEEZWEBILFIK3E R ZEE (2017-18522019-20 ) HAE#E
#EFLUCELVAX QUADRI R M - )R BRBIRRIFAEEIBRINEA D e ERAERA EL R -

FEOOSPIRZRED - HpA27% ~ 42%M31% DRI EIRSS 1~ 2 ~ 3 Z2E##&E FLUCELVAX

QUAD ; BHAGSBIIEE  4BIBKRRE ~ 1872902 - 1RIZEZERERELE - )R A5E - LEHT

RPREMEERFENBRELXRKMEBZERDRID1.9% - BLERTRHHBRER PFGERIERE

REAXBEMEINERBER - -

BMEIE

—IRREEUHMRER - MMRFEREAT - 3F5BRERETM20XE BN AT 5]

FLUCELVAX ( =fBfcYs ) - BRIITEIER0SEHN ( ABREHERISE ) - ZIBMFAAKRER
JETEARNRREEREE LKA SRENARKRE -

6.2 MEHF

ENEES

BRI ANBZFLUCELVAX QUADZREE W R EEL S - mEEE o5& FLUCELVAX QUAD SR I
IBRRABEIEE / DT E -

EERESHIABNNERZBNRENZE - FRBEELRE AN « FLUCELVAX QUADE B
BB A HEZENTUBEAREE - B ER B R 3HB AN EREA W
SRR E -
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g JT & x‘tﬁunﬁn EEA, LS —HIFLUCELVAX QUADIE A Z = MR RV2493 B AR E S - HR
\_ {5 -.(,__ A26: {z"//( 6608 ) /MOSHEMLAL - 7.7% (1942 ) BT5mE KL L -
T %Ex’(%ﬁut) HFLUCELVAX QUADEERIMEREBERFEA - [(F2RERKITFE(12.3)]

7 REEH
1 BHEftEmERERE
BRI AR -
7.2 ARBAGIBAR R
BRIEBES -
8 BIfFR/FAR&IE
8.1 MAEZRIFH/ARKE

6B A Z3F T EZERFLUCELVAX QUADE « REBM THIUARKERERB(27.9%) - 3841
(25.8%) ~ 18#5(17.3%)E2MRBE(10.7%) - RERZEBARKRERBREAZ(27.9%) - S
(26.9%) ~ BER(17.9%) R B EEE(17.4%) °

2R 28R T EERFLUCELVAX QUADE « REBR ZTHEMUARRERERE(28.7%) - KiE
(27.9%)E23541(21.3%) ~ HE45(14.9%) 2R (10.0%) - RRERZEEARKRERIERE(14.9%) - 18
T8(13.8%) ~ F#E(13.8%) ~ RIEAZ(13.8%)HEEZE T FE(10.6%) °

IRFFNTRRENS VD FERFLUCELVAX QUAD?E BB Bl LR A B R B R IEST BRI A&
T(21.7%) ~ B84L(17.2%) 1845 (10.5%) - RERZEEARKRERIER(18.1%) 2K #(17.0%)
183 £ 6475 M AR FLUCELVAX QUAD1§ B BRE(>10%) I BUARRERKRR
(45.4%) ~ B241(13.4%) RIE#E(11.6%) - RERZEBARKREAIRRE(18.7%) ~ FiE(17.8%)EH
#(15.4%) -

65U EEF AERFLUCELVAX QUAD# - B RR THEUARRERRRE(21.6%) K341
(11.9%) -

8.2 ERmPRABRASER

HREAMRAESESAEERETETH  EEEAMRTRSINAREREXRBEZEBENS—
BEEENRAERDEERETER - OERARMERARE R EE LTEREIAILER -
6EBRFNTHRRERSVE !
BB PR B P FLUCELVAX QUADERE RSV EZ L2 M i1 K2 -
Eﬁ%ﬁ1E—Iﬁfﬁj&@ﬁi.%ﬁ%EZBu& i~ BREEN 2ROMER - DEMKREEESH
24022 6B E3®EE - HAIERBFLUCELVAX QUAD (N=1597) = E=B# &R BRI 'E“ﬁ%]‘
B m—AFLURIA QUADRIVALENT (N=805) - TEZZ M EEt D - 8948 & (37.2%) /TR
6EBZE23EA K - 1508857 (62.8%) Eﬁ%ﬁﬁ’\mﬁlﬁéﬂﬂﬁlﬁﬁ RERFEARRESE
(solicited safety set) B2 32348 E =& - 7 AlEFEFLUCELVAX QUAD (N=1564) % ZERI1Z
MINERRZBEEIRMG (N=784) - ESHEBNARREEERES  SdRTEAEBEE—IME (B
4L)FLUCELVAX QUADZ ¥R G i -
Ao BB emEEg7 RABMNEARBRE T - WERSS (X550 ) BB URELHEAIARKIE
MER -

=

~
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Qifﬂﬁﬁ’ﬂ%iqﬂ #TBFLUCELVAX QUAD K g iR E s i ER B R = B MR ERC iR
ERERMBAERTR2 -
3 3R2 ‘i__'_‘git I‘ﬁ;ﬁ (6B ZE35 ) HECTAEHER7TRNBERNRTCTHRIRRERER (AR

Ly
EE BHARREHSMETS L (%)2
6E23EAAZHE 24ZATEB K=&
FLUCELVAX QUAD | #8853 | FLUCELVAX QUAD | #mREnss
N=581 N=292 N=983 N=492
EA{a Gr3 £ | Gr3 £ Gr3 £ | Gr3
SN
i 25.5 2.1 233 | 14 29.3 2.2 339 | 14
B34 253 0 182 0 26.0 0.7 285 | 0
4 16.5 0.5 120] 0 17.7 0.3 183] 0
FAB 1.2 0.2 751 0 10.5 0.1 128] 0
2EMTRKES
ERAZ 35.1 5.2 356 | 2.1 236 1.8 260 | 3.0
AR 5 35.5 2.4 305 | 1.7 21.8 19 226 1.2
R 23.2 2.4 202 | 07 14.8 1.1 140 | 1.2
e BIE 21.0 17 219 | 24 15.3 14 15.0 | 1.2
B3 9.3 0.7 03] 0 5.4 0.6 48 | 02
Bt 10.5 0.7 6.8 | 07 46 0.5 59 | 04
g 3.1 0.2 31 ] 0 33 0.2 371 0

MEF Gr3  E=H -
N =S—EaEEdEZE EEHPHOSME -
RERHARRERS  CEELE  UBBREERESIAZFETRPBNERAF £ - 2%
EEH)%%B&E%&EQEEE%’JFFJ@*ZE%féE SRS INE -
HuErHERSERRECHARREINZEURECHARSHNSIMER - HERE
MHEERZEMENFEVE—FR/AER /ERERNSINEZ ZLEA) -
3RREHE | SEHFOUNEERRES
EBARRE  FIRERECE2IEAANZHEPEER "RERBERT R/ BRME
R MEAERU ENZRHEBIERS "HREEES . ; AN - BEARN : T =51
1/\*" F3IM=EE>500FE -
EEMARNRE : #iE 0 =>FEK1004° - H3HK=>FEK102.2° (D - & - REE R
) FEIMABBIENE B-BRB|RUBE2R ; F3IRMWE | KEBOREEEES - IR
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—fE=-B3MRIEN : 24/\ER6RL L - BEEHIKEE ; F3IREE 24\ BR6RU LHENEE
DA SEMERA R | AR - EtFIAARRENEIRERRGRBRED -

£ RGN - BRENISRRIENRRNRANBBEEERRNT | 6223(E A ARKE

d: _ QUAD%20.3% - ¥BBBH523.6% ; 24ZA7TE B AEFEFLUCELVAX  QUAD%

NG G20 MR R13.6% -

===t5%1 : NCT 04074928

EEFEMONRED - HIE_HEEHE2EURETHRFAEREREREE—FAE - B
SRR -
BEERE TS EESAANEFASHENERETH I FAREAER - Z6EBR3IRRZETD
- ERERE—TEIFLUCELVAX QUADEHI28AAE26 2% S ERBRIFRETHE I AREH
; MERRE—E EEZ AN I ER RS S B EN28 XA AIE25. 7% BB HRIER ELH AR
EfLa
FOREAZImNTET  REEHRPE(EIEERE—BOEAR)\NEREFAREH
(SAE) - #EFLUCELVAX QUAD#EE0.9%% % HIBRSAE ; MiE EEZ R0 I B BE B
BBE0.9% K BIKRSAE - BAETIREFBEH R LB E RS EAER -
HE2E—EHERE1TRRERS DV ENES - BECRN - BB - 358 - M5 - JEEE
ORE - T =E)  BEOR  ERESURE - RETHEABRBEELE2450982F
17THBRERSVE - HRIEFEFLUCELVAX QUAD  (N=2255) Si3E B B (RIT IR B BERE 3%
(AEL ~ CE - YELRW-135)BEEBECRM197E S B (EA ¥ BEE (N=2254) -
RESHENTREHEEREY  2RESHENZEERE—siMmE ( B4 ) FLUCELVAX QUADS
HEIREH - MEYBEPHREMERNE T AERREREE  ME_HAaEKERE -
IFEITHHNRERS D EEBE—HFLUCELVAX QUADSFE TR BRI BB i -
AEBRBBEHERETRPBNERBRE - WESMCIHEM)EEESURELCHEFRREN
2 ESHHNRELURIGE1TRNS P ED - HEFLUCELVAX QUADREBHBEHRERS
DERBHEREEMRETHIAEBRERERBENRS -
R3 REUKE (2RESHAIRE1TH ) FEXOBEX7RAEBRNRETHFERERE
=1 (5HE2)

BERMAERTRRENSMETALL (%)?

2EBEMBSME IE1THMISME

FLUCELVAX QUAD | %88/ #3 | FLUCELVAX QUAD | #iigses3

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

{EAa Gr3 @ | Gr3 {E{a Gr3 @ | Gr3

BHFR & E
70 28.7 1.0 254 | 14 - - - -
3] 279 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
45 14.9 0.2 15.2 04 10.5 0.1 11.0 0.2
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“R ARTN 10.0 0 75 | 01 5.0 0 52 | 0
— B 1
~ 25l FH RES
: 5‘“‘*{;, 14.9 09 |176| 18 - . - -
i e 13.8 04 | 118 05 | 181 14 | 174 | 06
ek 13.8 09 |127 ] 07 | 170 1.1 182 | 1.2
ot 13.8 0.2 108 | 0.5 - - - -
BARTIR 10.6 0.5 80 | 05 8.5 0.5 75 | 05
REBIERE> 9.9 1.0 10.1 | 07 - - - -
g3 76 0.5 61 | 02 2.8 0.1 30 | 03
i 6.5 0.4 68 | 06 7.4 0.5 81 | 03
BIETE 5.2 0.4 62 | 03 7.1 0.4 84 | 05
120 5.2 0 45 | 07 6.0 02 61 | 06
IENt 4.9 0.6 41 | 06 3.0 0.3 30 | 04
z?; / 4.7 07 39 | 04 7.6 0.4 76 | 03
A5 2.9 0.2 40 | 03 6.1 0.5 55 | 05

MW= Gr3 - F=M -

N =8E8—ExdkEnEaLeMEETHNSNEL -

TRETHABRERE . CEELRE  UEBEHEREFIAETE7TAMBERBREE - 214
TIEHAREEMRELHEARRELZEMERNSMNE -
CREBEHARRS ARSI ARRENZEUFRSHNSMELY  AERNECTEEREZEHE
Ao 2OF—HEARIE / ERERNSIEE ZELH) -

3SIEFREIERIEEY : MENVEO - JRITHMASA B (AR -~ CRY - YRURW-135) BiEAlE
CRM197 #& 8% E (GlaxoSmithKline Biologicals SA) ; A ECEIMEIN RESE _HEEREKE
R -

IBMARRE : FIRERBHYRAEFENRRE ; A3 - BEAKRRY : 2855 . FHI=EK
>INE ; B3R =B >50RE ; 62175 : EE > 1001 %E -

MESHI2 O S MEINERER - NEBIENE - MBRIESHER -
CEEMARNIE : 8% MA=>EFEK1004° (R ) - HE3M=>FEX102.2° (IR ) ; F3RNK
BEENE . - BRARMEBE2R ; H3RMAE | KEDKEEEES - BEDIAE | $34&1E

Mt : 24/NRA6RL L - SAFBEFIRER ; H3IMER | 24/\FARI LR BN FEFIRER

; BIMAER | AL - HtWEOUARSHNEIREERRHEEE -

HEoF EMERY - ARFEM A FE R G R BRI IRREIE AR T | 22852
FLUCELVAX QUADZ11.0% ~ HIREE&T7.7% ; 92185 EFLUCELVAX QUAD#R6.7% ~ ¥188
EERT1% -
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SRS RS BIFLUCELVAX QUADRIRES (N=762) - #_H&BHES S0 LB KA
2 _§$§/\¥Mﬁm BHEBIE -
“enlE e (EERE—NEN6ERE ) KERERRBH (SAE) * 1.1%18

L [~ o e g g
"-.jr_ff -“ -—rI_JCJCE»t\/AX QUADHREKRS DV ERBHSAE - RETUREARSHRG LR REEHE
18 ML ERKA :
FEREPETH IR - €5 - BHRAERAKSER (583 ) P - fSHEMRE AR FLUCELVAX
QUADEMZZM - L2 M EIEE 2680185 ERAIA - 134025185 2645 A

13402 B65m A ERA -
ERMEREEED - AR HBFEREFLUCELVAX QUADEZ—EBREEH (T|V1C_JZTIV2c ) B
¥84H ( FLUCELVAX QUAD (n=1335), TIV1c, n=676 2kTIV2c, n=669 ) - #EZFLUCELVAX

QUADWM A Z L EFI9FER m57.45% - HP54.8% AL - 75.6%mBEEA - 13.4%7,%/\

Q.1% BT E=EMNE ~ 0.7%HBEMENEZA ~ 0.3%HBMA - 0.1 %BERRERRER - 0.7%HEM
EE - RASRBRANLEUERRENTR2 -

EEERABTWE Y SR EEEERER T RAMBENEINFHIUEAE B4 2R E it
B K F&(solicited adverse reactions) °

FLUCELVAX QUADEI S BRG E ViR Eanix AR IE - MRAENTRS -

=4 18HERU LB ABESEETRAMER Y RENHRFERENRER (5583 ) 1

BRERABHRAERBENSMET DL (%)?
185 £645% 655
FLUCE;VDAX QU TIV1c TIV2c FLUCE;VISAX QU TIVicN=3 TIV2c
N=663 N=330 N=327 N=656 40 N=336
£ |Gr| & | Gr £ | Gr
£ Gr3 als|als E£1a] Gr3 | £fE | Gr3 al 3
ISEIENET
7. 40. 18.
S 454 0.5 30 0.3 ;) 0 21.6 0 18.8 0 ;8 0
AT 134 0 13. 0 10. 0 11.9 0 10.6 0 10. 0
3 1 4
10.
TEas 11.6 0 97103 4 0 8.7 0 6.8 0 771 0
DT 3.8 0 331031521 0 47 0 44 0 541 0
EHFERES
_ 18. 18.
FERES 18.7 0.9 5 0.9 7 0.6 93 0.3 85 06 | 83|06
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T —
- 22. 15,
178 | 06 03| "> [15] a1 08 |106] 03 |89]06
A 1 °
HEE 1) 14 15
‘ Hmvgr 154 | 08 | |oo| 12| 82 | 02 |94 |03 83|06
ED 97 | 03 |73|09|89|12| 38 | 02 |41 | 0 |42]03

8.3 0.3 85103|83|09]| 40 0.2 5.0 0 [36]03

BAETR 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 M+ 2.6 0 15103109 O 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 . FE=# -

N=8—EaREaALEERETHNSIMEEL -

gk e EEEE R RELEUHEENSHE -
RABEHARRSESTARREAZEUFBREUHNSMEL  BHRETEEREZEHE
Ao 2OE—HEAERE / ERERNSINEE ZLEA -

SEHMABKRIE : BIRKBAYHRAEEHNRRE ; AN  BEREKH  EHI=E810% ; $
3 =EK>100 7% -

‘2B TBRIE : )& T =>EK1004F (1) - HE3K=>EK102.2°F (138 ) ; £3
&Nt : BEFPIZER ; F3IREE R LHFEAEEFZHRER - Eﬁﬂ&ﬂ*?%#ﬂﬁ%%&
EEASHEEEED -

i E23 - NCT01992094

JER B AR E M (unsolicited adverse events) ZERIWEHEABEEEEEN2TIRAN - &£
18 AL ER AT - BFEFLUCELVAX QUAD®E2TARA - B16.1%MAZHEBRIFRELIEA
B

BmE AR S A (serious adverse events, SAEs) 2 ERINERBE AEELZEENCERNA - £185%
KU ERADS - #EFLUCELVAX QUAD#ZGEIAA » B3.I%HMAZHEBBRBRELARSEY - B
MEREFAESHLT L EREEEEMEEE -

EHRAR

E EHRERFLUCELVAX QUADHRE - BERE NIIARSHER - ERELESHERRBERA
EHZERMBRMNG - EUIROES T E SR AR BN EE Z AR -

REXMER  BEESUMREASKE  SEB8IERS -

WERMER . W - BT - REBEE - BRE@LEME - BH-EFERE -

REAER MABER  EBRBRE - SRR  SMPEIFEEMAS -
—RRRRENITEIER | BZHRKEERER -

MRFMEZARER : [M/RED -

HFHMRRER LM ESREZARSHER | AR - fm8 - 2yx -
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AR SB RS RERNRERREFRE - EREXEAFEEDTRRES 2B - ol
AIBFEZNRER - B1977F# - ABURERS (HINTKRH3N2 ) FBAYR LSS 55 A9 A w7
RAABRFEMERRNERRSEE - BREXEWRREERRE - PIHE 2 MIKEEANS
(hemagglutination inhibition; HI) T ESRYR E B EL RV IRE N ZEE = REL - TERLE
FFIEE - BHIABEMIE >1:400 - K8IE50% S 2 0l [HE0m R - 23

; \
/A LA
&..

ll\'-.j?ﬁ

HMEERRRESHEN D HENNEHR S —BREREET LBARILBREER - LLHh

%]‘HC%E”’%FZFE&MJ?%A SRS - T%‘Eﬁ/fﬁﬁﬁﬁﬁ‘ﬁH*E’*”%EE*JFEB:%&EEE’HAJ?%,\
FBIIRZRE (antigenic drlft)ﬁ’f?tljhr?_%ﬁﬁ%%éﬁﬁfimﬁfﬁ’]ﬁﬁ’fr&ﬁﬁ BER

FZF'E’ETEP—‘JZ BReMmETEZ2NRRA - ALt - FEE tﬁ/ﬂﬂ/).LFJZ?T’QE”%E??E’J”.LWFE
RIERRE - DIRIFRE(ICRRER

MR EREEEN—ENRENE TR  BEERTHRRFSHIRARE - AlEREEs
BRI
102 BERERA
BHR12.1 -
103 BEAIZZHEH
1031 BUEM - MEREHM - £ENDE
MREHFLUCELVAX  QUADMIEREME « BRZREE N - B I NS RIBTAETST
fi5 -
lig ¥ e FHEFTFLUCELVAX ( SRS ) - WHABNRAYE - (B2RERAREEHE
£5(6.1)]
11 HEyE) N

BRI HEES -
12 Eﬂﬂrﬂit%AAE+‘l'
12.1 TP E Br = A HER2 M B AV R Y

FLUCELVAXRYE A BREAFLUCELVAX QUADERE - IR EMEEENEREREFMERE - 258
BRI D

200722008 F k1 HAME - ET—IREE ( =E - Z3HEKE ) - BX - fiIREES - U
ZRBRERANGE - S8 E49m M ARG FLUCELVAXR R KRR R 22 1t - FIRH
RABHSE (11,4042 %5E - WEREEZ L TEHIER FLUCELVAX (N=3828) -
AGRIFLU (N=3676)2k &%l (N=3900) - EMANREED - FIHFERB335E - HP55%%5
M~ BA%METEA ~ THREAN ~ T%HAL T EME - 2%BEMIER -

FLUCELVAXW R Z B R A ZREILLR - RAERZRAEZ Z2RRER BEEMERE
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BRI 235 £ B B2 45 20 BRI HROR

F\L}*ﬁfﬁzrﬁ'&) &%Eﬁﬁﬁﬁﬁuurzrﬁg|ix)lLWrr°/)|
& ( OPERE >38°C ) K NZ MRSk Tk

nfluenza-like illness; ILI)2RHED - ILIBVE

T;z L EEN2TI X E6E AR - ’E’YfE*EmLF‘ZFr1§1ZO/J\H1Whmﬁﬂ"“ﬂﬂﬁﬂﬁhzﬁLﬁ
. /\’gﬁ wiffr';:i]‘ﬁﬁﬁuurzﬁaaﬁﬁ’“E’J%Eﬁ S EE NS E R R A SR EEEY (2R3
‘ -7~-ﬁ*%§5*d%?6)
ST FLUCELVAXTERS R E R =R IS R B (Ea4)
KIBETEEN TN | BERENZ | BEARR BEREW
ZHEAY HEAR & (%) (Vaccine Efficacy, VE)1:2
o VERERII7.5% EBEE
° ERNHECE
MIFEAERFRREEIR
FLUCEL 83.
VAX 3776 7 0.19 3 61.0
22 R 3843 a4 114 | - N
FRAKLIBEEZ BRI
FLUCEL 69.
VAX 3776 42 1.11 5 55.0
Z R 3843 140 3.64 -- --

TSERA R RO H 2007,/2008 E 9fE B HARS :T 44y

21R#ESidak iR ED BB EM 285 Ak

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

SEHEBEUHINES | VEfEHEAERE

B4 : NCT00630331

%6 : FLUCELVAXFERF B ER=

WAIFERS AV - RN

- ATEHFLUCELVAXZ B ARSI R &2 B 2 B E A

REIRERI7.5% & E MRE >40%

S B (FlAR4)

N BHEEY
— ﬁ'.jmn|
FLUCELVAX (N=3776) Z R (N=3843) (Vaccine Efficacy, VE)Z
Emﬁﬂ BERGROE | BEAR | RERENE |, | VEWERI7.5% &
= (%) s A = (%) E AH ? EBETRET2
FEM GBSk
A/H3
: 2 -- --
23 0.05 0 0
A/H1 88.
N 0.13 5 1.12 43 5 674
B3 0 0 0.03 1 -- --
At ERS EERRE
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0.16 6 0.65 25 765. 35.1
0.16 6 1.48 57 839‘ 73.0
B 0.79 30 1.59 61 499' 18.2

TRt E RS ST E R R 5 AL FR S R R R IS -
2ARIESiIdak R EN S BEB 2 HE AR - 518 HFLUCELVAXZ A8 ¥ i e BB 2 B AV B4R
97 S5%IEHEME - HEBEM = (1 - HEER ) x100 %
SERBEHARTMA/HIN2E S BELR LR 5 -EAHRURAIR D - BN AT A bR EENY

B4 : NCT00630331
12.2 FLUCELVAX QUADTE2EZE17TH R E RS VD ERIENY

Al B2 28T FLUCELVAX QUADE2ZT7TRRERS VD FPRIBHINN - B2 —HESEREX -
NABEREEHEETRER - BEORK - IFRREEERZERINN - ERERZE SR
D EF¥IK2017 ~ d63¥3K%2017/2018F1363k 2018/2019 - KIFRMALS14ZRE RS DEF -
TEAST4BMMANZHED - 451325 1& FFLUCELVAX QUAD (N=2258) si3FmEmE (it
TTHREE PEER (AR - CBL - YEURW-135) EfEARCRM197#E 58 ) HIRER

(N=2255) - RN ZE 2 TEFEE (FAS) BI54509R REKRBVEF -

FRNMR2AZSHENZTEME REBEERESL - ZEE—ME (B4 ) FLUCELVAX
QUADSUHREE - 2HIHRATHNZEMERENE —HIRIERRYERER - ME_HAREK
ZRE - ImENTHRNEERS VD FHEE—HIFLUCELVAX QUADE SRRV E BRGHE - TEFfB AN
ANRERSDVED (N=4514) - FIHFERMB.85% - 48% R ~ 51% %2285 ~ 50% &S
BA - 49%R/RMA - MEAEAEARREBRENAOESMAERBEHEE -

FLUCELVAX QUADIIIHR 5 1B TR M 10 HA B S BEYf B B AR P 5 | RERO I 52 It /R = o 2R AT
i - AMEABIZEBEE RWENRRFRCORBAVESR (L) 2RI - WEBMIRIEE K / skBIR
REEFR B E (RT-PCR) R - ILIEER#)E ( R>ZEK100.0° / EEK37.8°) #EH
BIEEEIAEAR : IZWR - (RIS - SESUREF - HRBEGEBGE (2217% ) NAEEINE
54.6% ( 95%E#H&ERE45.7-62.1) - FTETRRAIAINERM - ULAh - EEINME2ESHM ZET
%50.5% ( 95%E#EE38.4-60.2) ; HIZRITHEMNBVEDPE61.9% (5% EHEEE47.4-
723) - EIEHAMARRRERE - UIEKESRARMBLEERENE —RERERER
N (KT ) -

R7 : FLUCELVAX QUADE2Z17mEMBPHNMIREE - EREBHBRSHEEKRE RT
PCR) i iS BRZAMBINY— £ EEE (FAS) Ih (#582) -

EEINM (VE)?
wastEzamEBY | RREMNY | BER(%)

VE % | 95% {548 & 3

R iR S EEHE 8 B (RT-PCR) S B B2 AV
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2257 175 7.8 546 | 45.7-62.1
2252 364 16.2 - -
4 egCELVAX QUAD 2257 15 51 | 608 | 513-685
JER R R EE 2252 279 124 - -
PR UC A 18 2= HERR AV B
FLUCELVAX QUAD 2257 90 4.0 636 | 53.6-715
IEMRHREE 2252 236 10.5 - -

12.3

.03

T2 DREEE (FAS)—IhUPHSNEY  S2FERBIEOE - BERREETIREIINER
HWEmzE -

EHAR RO THTE = B R =314, - 2017/ 3K ~ 2017-1846¢ 3k % 2018-194523K -

3 FLUCELVAX QUAD®Z 7 a2 INIE®E  HESRABHNBH N ERISHEERR[E TR
KiR20% -

HERBEREE | (MENVEO - RITHISE RIS (AR - CEL - YELRW-135 ) BHEAIE
CRM197# 5 8% m - GlaxoSmithKline Biologicals SA) ; AEZIMEINRZREE _HiERE
IKZZ R -

aER2 : NCT03165617

FLUCELVAX QUADE18mIL LB AR IZEIR 14

EEEET IR - €5 - BHRAERAKER (683 ) & - H18EAUEMAET Y
FLUCELVAX QUADRI & R 145114 - BIRAERT - Rl BB EZFLUCELVAX QUADEZE =B
BUEEEIIREE ( FLUCELVAX QUAD (N=1334), TIV1c, N=6775TIV2c, N= 669 ) - TEMIEET
FENMRIREED - HRFLUCELVAX QUADKIXR A ZERVTFIIFERB57.55 - EH55.1%HB~K
M~ 76 1%BBREA - 13%RFAKI%HI T ENE - SHMEREEEREN R ZRERE -
& REREIE R A MR RDE (H) RSB Z Z G FI9E(GMTs) - DURERMBNEE
BUREEZBADL - BEEXAEREAHINEME <1:10 - HFEREHINENE>1:40 - HE2EE
ATHIFESUE >1:10 - MIBHIMEREZ /G4 -

FLUCELVAX QUADZ 32 2 B [RMEAS R EIREETIVe - EFHEIRES | GMTsLEAI R #EiE%E
BE3BREFIMBENEELRNRHEEOLEESE - QIVcHEEN4ERRBRSREETIFS MR
2 - el EHFLUCELVAX QUADFRZBEUR R S IRFT E RN IERBEBRTIVChPREZEZ
BAUAIRRBIMRMEERIE - MEBELANE _EBERRFENSHEESZENEMNREE
FrETE- (BFERERS)

%8 : 18U EMA S - FLUCELVAX QUADETIVcZ A% HLEER —ikigstEBE A1 [31583 ]
FLUCELVAX | TIVI¢/TIV2c? | =dE | BEa
QUAD N =635/N =63 | L&Al =&
N = 1250 9 (95% ClI) | (95% ClI)

A/HTN GMT (95% ClI) 302.8 298.9 1.0 -
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AR (281.8-325. | (270.3-330.5) | (0.9-1.1
\z\ 5) )

Ty &%) ) 49.2% 48.7% -0.5%
# )| s se a3 (959 ' ' '
e v N IENRBAZ 5% C | perc0) | a47-526) - | (-53-4.2

i [8 ) :
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%
5 B a3
6-41.1 1.9-39, ; -7.2-1.
195% C (356-411) | (31.9-39.5) ( ) 9
13322 115.6 0.9 ;
GMT (95% Cl) (125.3-141. | (1064-125.6) | (0.8-1.0
7) )
B1
36.6% 34.8% -1.8%
BRI R3S (959
MEnA=e iﬁ @%C) 339303 | (31.1-38.7) - | (62-28
) )
177.2 164.0 0.9 -
GMT (95% Cl) (167.6-187. | (151.4-177.7) | (0.9-1.0
5) )
B2
39.8% 35.49% _4.4%
SELESEIRE3 (95%
M= A= }f @%C 370425 | (317392 - | (-89-0.2
)

MR . GMT =B Z XM FI9E - C = FEER -
Vikig st EE (per-protocol) D1« TEAMAIAZHERERIERE - B2 & FRinES
EEEHE - BRI/ 2MZakBERERENFTTESIEEMREME R -
2A/HINT ~ A/H3N2E2B1 Z JE S LB EIRZERTIVIC ; B2RIRTIV2C -
SMBEMBLEBRE = FEAHAENE <110MEBEHIRENE>1:40 - L2 FBATHINER
B >1:10MmEEEHIEENEZ D BI4ENZHEET DL -
alBE3 1 NCT01992094
124 FLUCELVAX QUADEGEIRZ17TRREKRSV FRRERM

IR R PR R EE 1 Y FLUCELVAX  QUADE6E R 235 (&lkgl ) RAmE175% (85 ) RE
PRRERM -

a1 2 —IREEESHOE R E3RREFMETHNER O - BRBEANZ P OME - EXRE
fach . Al EEEFLUCELVAX QUADEL =R AR RN E RS E ( FLUCELVAXIU{E TR
ZEN=1597 - HRIEREEE (QIV) N=805) - EFFastEE2#F e - HEEFLUCELVAX
QUADHZEEFIIFIRB29MER ; 49%ZAHERLMY « 67%HNREEBSMNREA ~ 27%7%5
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B\~ <1%REMA - EBRRASIEMKFFEER - UAENENBZ ASANHNRER - &

_,"K/\E/J;\;ft%%}ﬁj_l"] ExERE-HERN28RENLSEEENNIRRERE -

MRS R ST EEME  (GMTs) RET BB BN HEEHL - HE

= -HI‘%%”%EP%D (MN) 2B <1:10 - BEFEENE>1:40 ; HEERIHISME P

--'— =710 - B (381 ) MERENES BI4E - 518 mIkEEnsH)
B/Yamagata & B/Victoriafm ERHNIGMT R MBEBIRER ; BEME P
A/H3N2TESBHRHGMT R MBS IR -

R EER
(MN) 1B
(HI) B RIEA/HTINT

(MN) BRI =

FLUCELVAX QUAD#E¥S ¥ ER I B EL (QIV) BIES 1t - fHMEGMTELE R Z B R EE

BABERMSERWEDLESE -

PR RIINFFSHERBEERIDP -

=9 : FLUCELVAX QUAD#HEIR $188

EEHEL (A1)

&

;u

EEHT%]‘ﬁﬁﬁ4$§/ﬁffkrsa’f5kﬁ’ﬂl5”‘ e

REHEEAZEIRMRETMNIES M —FEs

FLUCELVAX | HilmEnmE | maem | sasan
QUAD & (QIV) ZLtE{E Z2ER
N=1092 N=575
7
GMT 78.0 57.3 o 605 (3)84 _
o/ [=FZ o [ ) ] ) ] . 1 Ve
A/HINT* (95%EEER) | (70.75,86.03) | (50.76, 64.63) |
MB#EHRE3 (95% | 58.24% 16.78% ( -11 61 f56
EHER) (55.25,1.19) | (42.64,50.96) g
N = 1078 N =572
1.04
GMT 23.1 23.9 o 9301 iy _
RSB 57.26.57
AH3NZ O5%E®ER) | (21.21,2512)| (21,57, 26.57) )
MBEHIRE3(95% | 27.64% 30.77% 134.1 37 .
ERER) (24.99,3042) | (27.01,34.73) (-1. 1), :
N = 1092 N = 575
0.73
B/Yamag GMT 356 26.0 066,081 _
ata* 95%=BER) | (32.93,3858) | (23.54,2863) | ) .
M= 46.52% 31.65% ] 14.87
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3 (95%15EBER) | (43.53,49.53) (27.87,35.63) (-19.61, -

9.98)

N = 1092 N =575
- GMT 22.4 19.6 © 709'83 97 ]
B/Victori (95% 15 %E = E) (20.70,24.19) | (17.81, 21.58) ST
a* )

=EfE %3 o, ‘596

M5 (95% 30.31% 24.35% (1033

(SIBER) (27.60, 33.13) | (20.89, 28.07) 1 ;1 4)'

#ERE - GMT = ZUFI9NE ; Cl = EBEMH -

B EAAIRACR BRRS - BB MRS

PRIE - R

(HI*i 8 AIEA/HTINT - B/Yamagata X
B/VictoriafmBHEMGMTRIMBERE - WEBMETH (MN)
GMTRMEERER - $EA/HIN2EAMNEE - ARRTHRBERERE BREALMIKAIEE

A/H3N2BIHIEREEE R : GMT ( 95% 5% & ) EFLUCELVAX

QUAD

# B EA/H3N2R S RRY

EREEER7SA - FLUCELVAX QUADME R EIRINEREER (QIV) BIFS1H -
(N=1089)=288.1

(261.46, 317.54) - EHRIUEBREZE (QIV) (N=575)=227.6 (201.87, 256.58) - BHE#AHE
EblE (95%EREM ) =0.79 (0.69, 0.90) - MBEIRER (95%EREEM ) EFLUCELVAX
QUAD (N=1089)=72.27% (69.51,74.91) - e RBRINERHZEH (QIV) (N=575)=64.52%
(60.46, 68.44) - mEMAB ZEE (5% EERME ) = -7.75% (-12.51, -3.06) -

RUINIR#E : GMTLEEME ( ASEBIZERHRINEREZEBEGMTEREIFLUCELVAX QUAD GMTZR
ETE ) WEEISKERER LFRERS - MBFBBRREE ( UEBIZENERINERRES
MBI ERREFLUCELVAX QUADIMBEBRERETE ) WERISKHERERE LR KiBHE
10% -

TR ZABEREHENERE - LIEORNBERETHN SR ZAREERAEHENZHE

- ISESTRIVERET DT -

CRETTEEMHIE . AT HNEELNE  HAREFEUKE  EREEHRINER - 58
BARBREIEEPREE / 2 MAIFMERNEXRERMBHR - REBRES / 2TEIFR
EFZRE MR E B BERR -

SMBEIRE = BRATNE<110  BRBENE>140 ; BEBANE>1:10 - BEBENEL
BEDBIN4AENZRHETDL -

Akl - NCT 04074928

A BRSR—IREXRBIETRBEE - £5 - ARRARKHE  H4RENTRZEET 1
FLUCELVAX QUADRI Y& R MR - BIRIFR P - 115922l EEEFLUCELVAX QUAD -
ERBES O MR ED - ERFLUCELVAX QUADH R ZE VI F#79.85 ; HP
AT% RN ~ 54%RBTBA ~ 22%BBARI%BAT ENS - FERERSHEEB2IXRZRE
[ -

R RENFEERAENMENEERNRHEE O - HER/EEAMIREMNGI(H)R
RRNE<1:10MEBEHINERE=1:40N 2 MBHIRBENEZ MEMAME - DIREBEHITESR
B>1400% BB DLE
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vl

Lo

> 1: 4009 B S Lb—RIERH B E D72 (55 )

”EM&HMX@MD%%E&%&E¢'%m%ﬁmﬁﬁ@ﬁ%ﬁ'MEﬁ%@ﬁzz
%o GH BRI TIRME=40% - BERHEEIHIALYIE> 1400 SHEEH L 295% EHEM
5 TEEL0% - (EH2RE10)
10 : 4B TRRERBVFHEBFLUCELVAX QUADE % - 75 MARINIA" BHI MR

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

miEEm=! (95%EEER ) 72% 47% 66% 73%
(69-75) (44-50) (63-69) (70-76)

[ EK 5% £ = HNHIRUE=1 : 40 99% 100% 93% 92%
(98-100) | (99-100) (91-94) (90-93)

AEE - HI = MEKREAS - Cl = EEER -
SR ERREENRAERABERREBETON - ABEBEAENRH B RAS0KEEE

T -

TMEMAEEIRER = HEAIHIN LS

B <1:10MFEEHINIZNE >1:40 - L2 FEBRIHITEER

B >1:10MZEEEHINENEZ MEN4FHNREEZEBT DL - FHIMEMNE >140REEBD

EER95%E#EEME (Cl) M RIE
>40% -

>70% - KIMET
ISR B RN INEAE -
2k IBETE E N i (per-protocol) :

ESH

—- Deh

UYL

BRINZREEBIERI95%

CINRIER

TAEXAEREREREE - EEXH B LEINES

EEEH BEEIL/ 2MZakBEERERENFTTESEEMREME R -

ALERS : NCT01992107
BEREE
131 @

05 ERFIEFERIATEHE R - WEREEHE - 858 10 X§HE -

13.2 2R

1218 H
13.3 REFRG

REmMBREMEFR2°CESC -

134 REIERSFER

BRR RN BOERBHER -
AR
s = AJm A BFLUCELVAX QUADE E BT m E A E R -

mamAEREEYERENEIER | BRRBEIEERF(1) FLUCELVAX QUADZBRIMNZEIFE

FMEFENR - AFSHEMREL - DIK(2)

- WHRSATARG E At I RS = -

miENAADEBERERHERRABRE -
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