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FLUAD TETRA ( 2B ZmER ) RIS ANEERRIHE - 2—NERERREER - B
REGREERERRREREERME Y RERTIE - BERZREHEREBMAA -

1.1

1.2

AMANREE
FLUAD TETRA 448 IUTE 7 B B/ REAMFSOC. 1 BUR & BT AL -

FLUAD TETRABEIO.S2H - 28 FIINEREHEES15M= MK £ = (hemagglutinin) - FrfE
B REmEER G et REEAME #1163 3K2021-2022 7 N EREE -

« A/Victoria/2570/2019 IVR-215 (an A/Victoria/2570/2019 (H1N1)pdmQ09-like virus)

« A/Cambodia/e0826360/2020 IVR-224 (an A/Cambodia/e0826360/2020 (H3N?2)-like

virus)

« B/Victoria/705/2018 BVR-11 (a B/Washington/02/2019-like virus)

« B/Phuket/3073/2013 BVR- 1B (a B/Phuket/3073/2013-like virus)
SiEREETEBE O BBEEDIRWELE - RAEUPERE - BEENRSEEESBO
(zonal centrifugation)E£TRAEAM(E - AEEZARETANEE-FER
( cetyltrimethylammonium bromide ; CTAB ) iR FE—F B - R KRS AN P ESRE
MR - MEKREZREBEREEE(Neuraminidase) - MIREEEMZE— DAL -

FLUAD TETRA T"&7%A MF59C.1 & &l (MF59®) . B2 —RELIAR F(squalene) BEEAHKILE
(oil-in-water emulsion) - MF59C.1 B2 B A% i@ (squalene) ~ ELLELEZEE 80 (polysorbate
80) - LLELEZET = ML E5 (sorbitan triloeate) - EEEL I _ /K1E& ¥ (sodium citrate dihydrate)#d
1B B /K{E&¥)(citric acid monohydrate) -

FLUAD TETRA TJgE2 B &2 EHFAIMENeomycin ~ Kanamycin ~ Hydrocortisone ~ BIE&H
(ovalbumin) ~ BBEE & CTAB ( cetyltrimethylammonium bromide ) -

FLUAD TETRA R2F5EH - #1155 - #1252 (plunger stoppen RS XA EHLB RS - #1538
EESBRARBRS -
i

ZBEIMF59C.1 : 58R1.1 -
Hi 2B R 2 €1F - &b (sodium chloride) « &1{E# (potassium chloride) - 8 _ =i

(potassium dihydrogen phosphate) - s _—#h — /K&4) (disodium phosphate dihydrate)
S1E#E/NKEY (magnesium chloride hexahydrate) ~ &1{E85_K{E&#) (calcium chloride
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3.1 FEHE
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3.1.1 HEXABIREE

65 L B A - INAES ST B/ 0.5 = FLUAD TETRA
3.1.2 %

EAREEEZEREX#E - FLUAD TETRASMNER
TETRA -

a2 RpaE

PEA

2956 -
SRR RAEEE BN EGENEE - AT —BREE - BIRT®A FLUAD

ZmEREARLERRE
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EEMEEE
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5 ZEEKIESE
5.1 LR/ ISR
5.1.1 #BM-EREIES ( Guillain-Barré Syndrome )
%$%§Eﬁu %E&@u|LFZF‘E§1§6LW§*$’fi7w EFEER (GBS) -
[;%/5
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RIEEEZEE
> 1976 FFMREEE GBS Z & F1E
%151 %% +Jr1] GBSEHt AR EmEEAERME G ZE RN
BRI EEEEEP U ARSI R16IREEIMNEA -
5.1.2 FERIAREEBENRE
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BRSBTS - MR B SR E AR B R KRR - O
¥ CE, YEOHAREBYS - EMY/EPERERBBER Y BEABRKEE
IR BER B 305 -

513" s e
FEBETE (OEERRBEAES ) ¥ FLUAD TETRA f% 5 R A6 %1
BEIF %% - [(F2H7.2 Bl % F R ]

514 £k
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6.1

6.2

6.3

[ IR iEE

FLUAD TETRA REEMR 65 B FWA - BESMARRER o] HRERERZHBEH
FLUAD TETRA B2E&FHEEEEARFAVER -

e R BN 41T FLUAD TETRA B S 1alls - CERRAIEIR2 MR EMITFLUAD ( =B2
H ) nBRETHRESEMNE  BI0EH 05 EAEE (EABNE-HER 0S5 2F) - (F
2F 6.1 BMEE) -

BMEIE
ERBESMERD - REZE %M FLUAD ( =B2H ) /R - BLINAES S N ER2A
FEFTMR - SREFRHE (1ERE 7 X ) BRPEH (1EIRSE 20 X ) St —R FLUAD (=&

FE) - 0527 (45 W5k ) /R/R - B EMRPABERINZLEEBENRZHBINEE - B
AR EEHENINEBEEEARER -
=ZEZR

FLUAD TETRA RIEAERR 65 BLLFRIA - AR BYE R ol iR EE FLUAD TETRA 3,
BENHIHATEE/ D WBHNTE -
BEBRENINN RS Y




6.4

6.5

6.6

6.7

6.8

HrgiE NAE - BaRERBE2R103.1 -

NGB

FLUAD %2 FLUAD TETRA ( B FLUAD EHEEINREREFHEAM P ESEEN ) NELZHEY = H
St 6 [ARE <72 AR AN REETRAG RN - BELEHBNERLEAETER
FLUAD TETRA IR 6 R ZE <72 BEARRENZEMEBUM - BRI FLUAD TETRA BR
6 ERUMNEREF W72 MR RENLZEH BN -

EEA

FLUAD TETRA HZ 2 M ERBIRM SEEF W 65 mAMEAETBNME - [FSR8.20 Kl
ALEREAT 2. BR IR BR Bl

FIngEAr=

BriEEE -

BINEEAZE

BRI HEES -

Hith ¥

BRIEFRES -

7 REEH

7.1

7.2

BAE G A [E) R %A

B A #& FLUAD TETRA BRE e mEREENERARER -

& FLUAD TETRA BEEMESFAEHEIRER - QD BUESEARRIEMY -
Aol FLUAD TETRA AR EftEE RS ®ER—$#EF -

B o0 e 1 A B R fiE

e HEOAS KB HEE R B A ol e RS 52 ¥ FLUAD TETRA %R &ERFE -

8 BIfFR/FAR&IE

8.1

8.2

RAREZRIER/ARRE

EmE R R EE (V118_18F1V118. 20) & - 65 MU EZFEAZEER (>10% ) WEHENEE
M FE R E BT ERAIRRE ( 16.3%F131.9% ) ~ 55 (10.5%H116.0% ) F188%E ( 10.8%H0

12.0% ) - KEB D8 Escit E(solicited reactions) YV BREREAKEZDE - BRI EEE
= RKANEERE -

EE 7K Eit "%ﬁ ,zlf_:ﬁ-f AR

HREERAEESEFS AR NET - E—EEENmEAREBPHREINARRERER

AR S —REEENRAEBR PRI EERETICR - U UsERARRERIR AT RER
PRV ER -

BHE—H 4269 BFm 65 AEFRu B RVM IR KBRS FLUAD TETRA ROZ =M - 55 1
(NCT02587221,V118_18) 2—1BZ /I - BB/ - IRZF M - LUPRR ZLERMEEIER
HIRWENAZ 2 HaEE - 1R 2016-2017 FAE¥EKE 2017 FrgFIKEEIH 12 BEEKET - &£
BRI RS - 3381 Bl E##1E FLUAD TETRA - 3380 B2l ZE BB CHUSERIEME ZLE
BiEEE (HSRESE NEARESREFMARMEEBZEE - Boostrix® [BHELRAT




SLEBE] ) -

SRl S ARERENTOERB 72 5 - 62% BLM - 48% BEA - 34% BIWA - 16%

BEMATE| 2% BEENBEEN/ TR NRER - 18% AERF /M TH -

605 665 1578 FLUAD TETRA (958 667 SEBILBEHNEREN—ETHED &
FEOEE 7 RNKERERH BN SHRRRENEN - BRNELE Y BHFRRE
GESEEDBIRE 1a k- 2EMFEREINRE 1b ¢ - AEREESBEGHEEEE

2 KR - ERBHREASTE 3 RN -

% la ERETHZERUKELD . RIFESEE 7 ANERRETH Y BITEFEMEH
EESE (38R 1)

[EEB (E5HTERI ) FES | FLUAD TETRA N=595-659 | JEfiRKELEEE N=607-664
SESTEMUK B 16.3 11.2

JEGTEBMIEE4T >25 mm | 3.8 1.8

SESTEMUELS >25 mm | 4.0 2.6

ESTERAIRBE >25 mm 0.5 0.7

Ate 1 : NCT02587221,V118_18

M= N=EARECHEZZEMERNREE AN

IR ZIERMER = HERBSR  REARASRAFAREEEZESER

- Boostrix® ( BEIRLEATZEYEE )

FEEFEEERERE 7 RNBBRNRECHE ZBEARSEH

b MR LR WA | FRAREETIEMEEERERE TR R UERNNEE EEE
HPNAEREE

¢ ##1@ FLUAD TETRA WX EFMBRMNEBREENBRERBRERIIABE 1.1% ; SEHEN
BRERBELCREEEANZERTMAEL - "REL UER | AN - BENRINEEZD

100 25K ; JEFEMUIARRE = HEES) -

= 1b - ERTTHIREMERTL . SFEEEE 7 ANBEBRRELBR 225U TR RERIZH
FEO (1)

251K | FLUAD TETRA N=595-659 JER B LB N=607-664
BEYE 10.8 8.3
T 10.5 8.8
A 7.7 6.1
RGN 7.3 6.6
265 5.0 3.9
IEs 4.1 3.0
IEII 3.8 2.3




BRI 3.6 3.6

22 &>380°(] 1.7 1.2
Mt 0.8 1.1

alkm 10 NCT02587221,V118_18

fim N=EARTELHEZLZEMERNNZHEE A

IERBEEREE = WERAESE  REARESRAFMANMEARIESEE - Boostrix® (B
RWRERATZEYEE )

FEREFEEEEEER 7 RANBBNRECHZEEUHARENS

b MR Y LR WA | FRAREETIRMEHERER TR EE UENNEE FEE
HPNFAERHE

7 FLUAD TETRA XSl ZEFF RN SR RN RERERERIABAE 1.1% ; SEHEN
BRERBELCREEHEMANZERTMELR - "REL NESE : B0 - HS - AR - BRETRE - 8
RS = HRAEEY , REAR=S2XRER ;| B = 24 /NEAZD 6 RAFTEFIHER
BB = 24 NRRZED 6 RMBRFEFIMER ; %% = >39°C

EREEEE 21 RAWEMBERHERIFREREZARSEN (AE) B - FLUAD TETRA #HER
Boostrix#4873 5l 303 & (9.0% ) #1261 & (7.7% ) LB BWMBREAIIFRELIEZ AE - HRR
FLUAD TETRA - XS EBAIARBEBRLURIREZE— 208 1% Rl B BHNIERECHE Z AR
RFE (2RI 1.7% 2 1.5% ) -

WEEREEERRR 366 KNWEEARSH (SAE) HogEReBENTNERIEIZARSH
(AESI) - 75238 % (7.0% ) FLUAD TETRA #i&&E 234 (6.9% ) BILR M EREBE RN
SAE - KR Bacp R 38482 FLUAD TETRA ARV SAE - AESI ZR3ET -

alBm 2 (NCT03314662, V118_20 ) 27 2017-18 FAL¥IKAMFEHETH—IEZ P/ - BB
g5 DtBteayRaai - £ 8RBT - 888 BX & FLUAD TETRA - &
444 Z2HEBECREIMOE LTINS EE = @& (aTIV-1-FLUAD® (=@%H ) - ERX
RIARZAE ) - 444 BXRAEEESESE B RBFRNIEH=ERRES (aTlV-2) -

f#7& FLUAD TETRA BUR S B FIFERR 725 5% - XMEREENERIEETRY 56.6% - R BEHA
oM 91.6% BREA - 7.0% RASIFEFEBEA « DA - ERRREREIOHFER - =6
B2 NS MR ERIEMARES <1%

EmEEE 7 KNBRNEEIMESMARKE - BalE 1 FrBHa0E0l - EEEERE 21 X
N EIRR T ix 2 AE ROER - DBIA 39 & (4.4% ) B2 17-19 2 (3.8%-4.3% ) FLUAD
TETRA 2k aTIV ZigE BRABEIRVIFER ERCERZ AE - ¥15% FLUAD TETRA - JESEIAIA M
(1.0%) 2E—A1% LR B BRIFRECHEZABRE -

EEEEEERR 181 RAWEREFARSH(SAE)EAESIRVER - £EEEHE 6 BRARN - &
37 & (4.2% ) FLUAD TETRA ##i&& 8 18-28% (4.1%-6.3% ) aTlV #1&& 1R SAE - A ha
R BRER A R0 SAE « AESI BT - RBEEBBRHGABNAREH -




83 &K

HAEADELFLUAD TETRA B9 E#&ERL - 281 - FLUAD ( =B&A ) /9 LB 4&ERE FLUAD
TETRA EA7HRANY - AAEMERRGERBERERFRE HEROBEEEM -

BN EESERAEE ARG BB - R A—ERES 0] 5e it fh 5T H 38 SR R FERD
Hotg maIARE % -

MREHRELRFER
M/MRSEIME ( BLER M/ VMREER 5000/mm3ZBERH - ) - HEEEA

ESMRBREEFEMUIAR
AHENFERERERSETBU £ - T RCIEEHESRNRE (ALRA LR REAER
10/ DRIMENR - RIBERABHFEIBLIL)

RIELMERR
BYRE - SEBEEMNE  EESMBBREEMERKE

MASREASHASKRS
MAEA

MR BIRE
PaBREE ~ M -ERMEIREE - MiE - @R - B8R - RBEER - ) - EREIK

REEE T REER
EEMKERE  BRZIEHLAN S22 - BEAFFELED

MEHS :
MmE% - BmeEs
9 BE
B AT -

10 ZIENM
10.1 fERIKEE

FLUAD TETRARft#t ¥ B P AT SRR B EIR ( MEARE KMEBE ) 28R
> FLUAD TETRATIFE$t MK RERAIZRENE - BEREIUPRERAS -

ERXHORRAEEHEEFRNEEEMIRENS (HI) RENEE RN RENDEMN
BEE - RMHIMEMESHAFERENNAERR -

HH—TERRRS RN REENNE B —EBRERENREFRARAZERREFR

EMRELREN -




FLUAD TETRAZAEEBIMF59C.1 (MF59) - o AR MBBANRFEMNRERE - HoJiE
ok N ERSERRE -

EAETEERRER  AAERRERE—FARENE N - MERRBSHORTHRESE
BT i

10.2 ZEZEERE
BRARERGFER12.1 -
10.3 EBRARRIZZMHER
10.3.1 BU=tE - BREM - £ENHRE

B ARG FLUAD TETRA OB S REM - SIS EBRENRIESE - £—1R
RFEESHMOERT - FLUAD (ZBRE ) ASRFEEEHYNES N[FLH6.11RZ
] °
11 2B HB5EHE
A -
12 BRAREEBRER
12.1 FLUAD TETRAZ &R 14

FLUAD TETRA ez R EEatiR 1 ( NCT02587221,V118_18 ) thiET Il - E2—1EKEH
N BIREEN - LOERRLEEREBEEROZ PO - AMEE - 122016-2017F 163 3KA]
2017FFE¥IREH - H12EBERET - EERART - FRSENEFZ A B EEER
FLUAD TETRA (N=3379) SN ZERIER ZLEE &R ( Boostrix ; N=3382) -
REREFRHE —EXREE FRFEERERER2IRETM (41 WEEH ) : FLUAD

TETRA (N=1324 ) E3FRREIRER (N=332) - £RERUERNE  MEZBEEENTF
HFRDBT25 - AR EL59% - ZABNAEDMEZ89% WAREA ~ 11%R95M AL
<1%HI=BEIENSEZ A S f R g NRER -

EEEEEEIEENREREFGERERE | MIRREFRITI(H)NEME>1:40 WZHE
B2 LRERMBENEBGNREZB DL - RINRESR | HI MEEME>1:40092 5 2 LA
FEEI5% CI'FBRE>60% LU MIEN 2B G =R ELEAI(SCRINEEIS% Cl MRE
>30% ° FTAAERBRNNERBFRE 2 -

=2 - EH65 BEEDHEEE FLUAD TETRA SiFER ZLEBMEE 21 XENRERE
MEWERL (| mEEERD

HI #iBE3E>1:402 (95% | HI FBERUE>1:40 B4

. e 95% Cl) (95% CI)
. | ) LS STE LA (95% CI) )
PSR | FLUAD TETRA SR R N= | UAD TETR | SERELZELE
N=1324 332 A RS
- N=1324 N=332

A/HTIN |96.2% 46.7% 78.0% 2.1%




1 (95.1%, 97.2%) (41.2%, 52.2%) (75.7%, 80. | (0.9%, 4.3%)
2%)
4.6%
A/H3N| 95.6% 41.7% ?8265;’/ g |39%
2) (94.4%, 96.7%) (36.3%, 47.2%) 5% O (2.1%, 6.6%)
(o]
o)
B/Yam |79.2% 21.5% (650581/5/ 3 |36%
agata |(77.0%, 81.4%) (17.2%, 26.4%) 4%5 2% (1.9%, 6.3%)
65.5%
B/Victo |81.6% 18.4% © 95,’/ s |21%
ria (79.4%, 83.7%) (14.4%, 23.0%) 10/5 2% 1(0.9%, 4.3%)
(o)

s CI=EBEE  N=EREEDNTENZHEAL -

FFRBZICRMER = HERESR  RERASREFAREEHZESER

- Boostrix® ( BERL AT 2 ENEAE )

AR INARZE - HIRESRUE>1:40 IR ELE B 2 EERY 95% CI'N BR1E A E>60%

bimiE BRSNS BIEER HIFEEIE<1:10 BEEE HIAERME> 1:40 - 31 HIF B EE
ATRE (= 1:10 ) BINZEDAR - BINEE : BEEBEER(SCR)AI5% CI N RIEMNE=30% -

BRRaBE2 ( NCT03314662, V118_20 ) ek FLUAD TETRAZ &R 1 - IEA—IE#E2017-
2018 FEF MR FEETHZ RO ~ BBk - €5 - BHREZHR - 65 mU ELEFR
h BB (2:1:1)352 FLUAD TETRA - BISNE L 2 &1EEI = @RS E (FLUAD®, aTIV-1)5i &
BREBRRAEHER(TIV-2) 22 = ERKER -

W= Z RS LRESHRZ Y - SlERAIBIIRRKHRERR 2 HREE - HZFLUAD
TETRABENZAEFIIFRDT724 5 - XUEZHEBGNREE 258.2% -

EEEREIENAEERY  EEESHIZEMF9nEREREHIMBERR ( #i&Eq
HIZUE <1:10 BEER HIRUE> 1:40 - =k HI BETERIAY HIRE (> 1:10 ) BMNED 4 F) -
FLUAD TETRAYS =B 4TE MR B IRITZERIAS M - BB Fluad aTlV HRAPAREZZER
BEH - ASMBBRERRRS -

R3 - 65mMU EEFARERHEZELMFIONEREANSEER

GMT (95% Cl) GMTEL &2
. FLUAD TETRA | 3TV°T atlv-2 aTIVI/FLUAD TETRA
k=17 S N=872 (B-Victoria) | (B-Yamagata) (95% Cl)
B N=436 N=433 °
65.0 752 12
A/HINT
/ (57.8; 73.1) (66.7; 84.7) (1.1;1.3)
A/H3N2 294.9 2933 10




(261.9; 332.1) (259.9; 331.0) (0.9;1.1)
247 1.0
BY 2 (eely b,
/Yamagata (22.7: 26.8) NA 24.3 (22.0; 26.8) (0.9: 1.1)
30.8 30.1 1.0
BAVictori NA
fictoria (283;335) | (27.3;332) 05 1.1
;SRR (95% C) M5 ERRERP
N FLUAD TETRA | 21V atlv-2 aTIvd — FLUAD TETRA
VE=1 7 N=872 (B-Victoria) | (B-Yamagata) (95% CI)
= N=436 N=433 °
35.2 38.4 3.2
AHINT (32.0; 38.5) (35.2;41.8) (-1.3;7.8)
39.3 39.7 0.4
A/H3N2 (36.1;42.7) (36.4;43.0) (42,50
16.4 15.5 -0.9
B/Yamagata (14.0: 19.0) NA (12.2;19.2) (-5.1;3.3)
o 134 122 -1.3
B/Victoria (112159) | (9.2156) " (5.1:26)

B . GMT=4TF191 588 E (Geometric Mean antibody titre); Cl={5#8 & &, NA="F &
aTlV-1: ABB-VictoriaZ BZEMFS A E = B E R S #H SRR EVEE (Fluad TIV);

aTlV-2: 28B-Yamagata ZMF591xH| — Bao ER S # &8RRG HE
N=BoREBLEI MR EREARMZERRESHEAR (UEBELFRESE) -

a GMT LB ASHEES | GMT LHEEE 95% Cl 9 ERABHEB 1.5 -

b MBEBEERERN AL M ESS  MEEBEERNERE 95% Cl 1 LRERESE 10% -
CMBEGERESEER HYE<1:10 BEREE HIXE> 1:40 - 31 HI BIEFERI HIE (>
1:10 ) BIZED> 4 12

d aTIV-1 #0 aTIV-2 EEA S G AR A/HINT A A/H3N2 SHREIDH - iR B/Victoriafm Sk
- aTlV=aTIV-1 - ¢ B/Yamagatafm&Etk - aTlV=aTIV-2 -

aTlVZze&/RM

Fluad ( =E&H ) i &/RME FLUAD TETRA B - AAmERER 2 HEMHE - BESMHEE
EEMD - VI027T2—IEAEE =M - Bk - BYHRAE  BREFMU - 2POMAE - AR
65U EEF A RliEEFluad B A S EEIEBEABIEZ REREMZ 2% - 1R2010-
20117 - RABLUTIHEAIBERZEZER 0.5 mL Fluad SLERISHARR K ZR @ WKE
BRSEEA—F -

H70822 %A B L HEBEHK DKL ZERR - FluaddBMASERIERAEASAE3NMIBRHE - B
o . 225737 % E (FluadH13002 A ERERMA12737 ) WER 'SEk ) Ra&E



(EAENR BRI ORIE - BUEEE - Rk - R - BINEEAZH/3 8/
AN AEL O M R R S HERE ) -

TELIEREREN - FluadBBRAZEEEELIFRIARERE 0 ZERREM
(superiority) - GMTEEER1.1521.61 - 95% CIZ&{E NRER 1.08 - IEEEGEERHER
3.2-13.9% » 95% CIZ&IEFRES 1.1% - Fluad¥iRA/HIN2O F RSB RE - BE#E
BREEREREIER - IRNsSRREZHE - BERMENL -
3 BIEKERE
13.1 8%

SEBEFAHBIEREHRZHE0S BALAE  SENROENS 10 ZotE

13.2 2R
12(88

133 R
FLUAD TETRA )57 2°C £ 8°C »
BESEIR -
ERRE -

134 REIEEE
EREYRR - AER -
BREMIR - H2ER -

14 FAGERAL

ez EEEEAR FLUAD TETRAGEEENBE BN ER -
BEMEBEEECELIRNEIER - BRABENEER : (1) FLUAD TETRA SRIEERME - £

= 5[5OMBURIE ; (2) FLUAD TETRA STEEBNTARH M BRSSPI S RERVR BB IE -
BEHEREREE  ERRESTEE—NER
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