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EImERERHEA 0 1(0.1) 1(0.1) 0 1 (<0.1)
R T RosE 0 0 1(0.1) 0 0
BRERERS 0 0 1(0.1) 0 0

n (%).MedDRA/J Ver.25.0
HWERLDS5670-146 HBREHDZ 2 MEFTEBER
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Bk (REEMYE) )
D4 = \\ =1 m Z\b
ENIEIE4ER% DSARS-CoV-2MEPFIFEDGMFR ™ (FEEHEIER) KU'GMT &R 5 g
FHEIER) . pFlnEF R EER (BIREHEIEE) ,%';3}1
> N 7 = o ZIN SWh~ E%
BINEE4BRI% DGMFREEDTEII 7 S%EBX D FRIEV T NEIES T —IVE O, AFID .
NIFATURUOIIYAS VKT DIELEMMREESNE UTc. 128 KRB S F#e B (CHERUTEAER. 18
B~64m 655 DIERE TARIO0UgEIR 5 U= & SDRBEMICIESMREVE S EE ATUI, A
51 BRERSHORIEICH T B 5% OMEOL a z
N N P R N W T
BhlEE4ER% (Day 29) DSARS-CoV-2 iRk MiEPFIAMA FhiliFinEE A
(NI FAS PO ES TE (Immunogenicity Evaluable PPS))
- MR AR S ED &
Pt GMT? BEEHGMFR | BEFHGMARL | o % S
[95%{EREXR] [95% (SRR [97.5%{ERBRRRT | B | [95%(SHXRA] & A
1345327 57.700 97.1 £0
AR 137 | [1153683~1568.806] |  [50.330~66.149] 1.464 133 | [92.7-299.2] T
S 951.373 39.410 [1;;31“ 98.5 3
66 | 1768559~1177.6721 |  [32.365~47.989] ' 65 | 191.8~100.0]
(IS VASVYOREZESE & (Immunogenicity Evaluable PPS)) LE
%
- AP PHAA AR f‘!ﬁ%
) GMT? FREHGMFRY | BEASGMFRES | & % gy
[95%(SFaEX ] [95%(SFEX ] [97.5%EFEXM] | HlI%% | [95%(SFEX ] 7
2078.015 38.864 94.9
Gl 136 | 11795200~2405.372] |  [33.687~44.837] G720 |17 ] Ba7~97.9
e 1096.038 21.932 ' 92.8 N
LIVXSYEE | 69 | (378747~1367.058] | [17.935~26.819] 2.353] 64 | [83.9~97.6] S
=gl j"g:
(M F XS UPEIGESE & (Immunogenicity Evaluable PPS)) #
== - S =b,e)
ERRS . b= =F 1 7R ] \zﬂ]ﬁﬁiﬁ? o$
EHHEIE) L AR L &
[95%{=RXR] [95%(SFHR ] BI%% | [95%{=HExA]
1885 ~641% 1367.897 57.494 126 96.9
oy (130) [1171.214~1597.609] [48.390~68.311] [92.3~99.2]
65U L 987.732 86.037 . 100
%) [326.844~2084.957] [36.524~202.672] [59.0~100.0]
188~641% 973.321 38.048 63 98.4
(64) [782.968~1209.951] [29.476~49.114] [91.6~100.0] =
65/ L 458.550 37.903 5 100 &l
2) (50.753~4142.957] [4.195~342.450] [15.8~100.0] |
= . e
(ISYXSU¥E%&ES T & (Immunogenicity Evaluable PPS)) 3
xE
FRRS JIIIbE= =E 0t 7R ] RN AR ) =
(g;FfE];yu&a)) GMTb) GMFR Eﬁ% %
[95%{E R ] [95%{ERAX ] BI%R | [95%{SHXM] ng
181 ~641% 2108.455 37.029 127 95,5 L2
I (133) [1818.471~2444.683] [30.349~45.181] [90.4~98.3] 23
65m L 1090.560 11.314 5 66.7 ol
3) [194.917~6101.681] [0.003~41723.903] [9.4~99.2] 5
188~641% 1096.201 25.099 6 92.5 =
R I (7)) [874.617~1373.924] [18.783~33.538] [83.4~97.5]
65/ E 1090.560 37.978 5 100 >
2) [0.163~7287831.469] [4.310~334.649] [15.8~100.0] &4
GMT AT/, GMFR AT LREE  GMTRUZ DmEIOS%EHEKM. GMFREUZ DmAIOS%EREXMIEStudent DUl E =B M <
a) BIEE4BRIEOTHERS 52
b) WA EE FERABDSS . BITIC50.5XE B FROENANSN/., v

Q) FEFHGCMFRRUISUIEREXE. It OICFHEEFEHGMFRER V97 5% ERX Eld, BANHMZIR U PRl E it BEH. 1 58 2RI ZH.
BRANBERUN—Z S VPR EERZEEEUHD MO ET IVICEDEREB N,
d) ST — IV ERES GMFRIE (RBIEE NI T ASVEIIGAEIRY TS5V XS5 VE) DMmAI97. 5% EHXE TR>0.67
e) fARFAM A EIEZAIN SBNEEABR#(CABL EIC LR (PHFHERE) UICiBE DG
HRERLEIAGISARS-CoV-2 DU F Y DOPIOEER T EENRELHE]/N/ MR
(DS5670-14658) (202348H2H#%ER. CTD2.7.6.2)
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B (COVID-19FRER)

EEENS7HE&LE. 48/% (Day 29) FTOCOVID-19FMERF . FIOIRED DI F > DiEfalc
DS  AEBEEREE (FFASVERUISYXSVE) CREE U,

U ENEREN S7BE L. 4BR% (Day 29) FTDHOCOVID-19%4E X (Efficacy Evaluable PPS)

NERE RIF X5y ISYXSY

. NIFASEE AFBE ISYXSVEE AHIBE

ENRE N=766 N=1531 N=731 N=1468
N7 BES S DS FI 765 1525 729 1463
EhlERE7 B LD
COVID- 1923y 14 21 13 29
NES5T=H) DB 51.99 103.76 49.34 99.25
1000 A& 5721 DFEER? 269.27 202.40 263.50 292.19
[95%(SHEXmAE] [147.21~45179] | [125.29~309.39] | [140.30~450.59] | [195.69~419.64]
COVID-1 9RO 075 1.11
Eﬁ%}%@é’gﬁ) [0.36~1.60] [0.56~2.32]

a) BIROFAEEF. 1000 \EHlc DRAEHZEHU,
b) FEERDOEAII5%EFEX EIFPoissonETEL LI,
C) BAEEDLL (AHEE /NI FASURURAEE TSVUASVE) EZNSDEAIOSWEREXEFClopper PearsoniACEHUIZ.

HNERLBLAGISARS-CoV-200 F VDY OETER T & 2N R U]/ 1/ IHEHR R
(DS5670-146588) (2023F8F28#3ER. CTD2.7.6.2)
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REMIRITNRED 2
¥ =R 7010 (AFIBE3490, b FASY /TP NI FAS/BE3526)
Bk (RERE):
Immunogenicity Evaluable PPS E
69861 (AFIEL 3486, NI F A5/ TP NI F A5V EE3504]) g2
PPS Em
7008 (KFIBE3AB01. FIF X5/ T3 LTI F A5 B35 26) @%
HEBRFYAY | LHERHE. BER L. R, TS S, SRR
BB HEEE R 5 (1 250U 1 858, 183 Ll E65mE. 65mLLE)  BRUBIDIEN .
stEarx | SOEDOBBRERSE COMM (30BLLESHAKE, ShAML) ZERIRTFEL T ARIIGNF £
BRI A5/ TP NN FASYDNT NI DG TEIERICEI Tz, i
ABNOOUgFNIF AT/ T7 NI F AS30ug | BIEFRAICIENHERE U, i
RREURUBEMNENEE%28BBICRIBLILAIRIL %
Bk (REE)
EEHEIEE:
smEg | S/EEAERIE (Day 29) DSARS-CoV-2( Bl A Mo 15 Fifk( (geometric
. mean antibody titer: GMT) R UtPFRIFUAILEE ™!
% 1 PR TS E ISR SE AR 4B _EIC_ER (PRIFTERE) UITRBREDES
B REFHIEE:
- BIEIE7 %L, 4BR% (Day 29) F TOCOVID-19FAER
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S SUbSRtS
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fRARETE

ZEMRUBENE:

LZEMRITNREBDER
WRENFHEITLU CRBES P ERYE(CBRLIBEEN 1 DM HES SN2 RHE

ENEE#28BBICHIREUcRIR NVEB FHFEN (FRIE2EF CINE LM LT,
B (RERY)

BTN RERDESR
« FASIEBIEREIRE DS B U T ORMHICHE T DWREZNRET D,
1)ERENM B ERSEINTVS,
« PPSIF FASICEENBWEBRED DL LU TDITNTDELCHZET DWBREZNRET B,
1) EMETHBICHEZS A DL OBRENPEREMETEEZER (BIRELESD SV FRNAEENDIER /AL, 1
PR AR PIEEEERSE) H0,
« Immunogenicity Evaluable FASIE FASICEFRNBLBE DS E LITDRACHZE T HIRREZNRET D,
1)/BBRER SHIORRZRIERTEBOFIATETH Y N DBRER SHRIRED 1 DORERIEATEBHFIA
OJEETH Do
+ Immunogenicity Evaluable PPSIZ.Immunogenicity Evaluable FASICZFENBBREDS S LITDHAFC
FETDWREZENRET D
1) REREEHBICHEZS A DL OBREXNF BRI BB ER (BIREEHDVIRNEEANDER /AR
AR R AR IEEA PIEREEREF) DB L.

FEHEHES:
BNEE4BE% (Day 29) DSARS-CoV-2 (F=TJ0OV#KBA.5.2.1) MFEPFIFUMEDGMT A O
(%EI?XTWEU%%E%EIZ%?\ cPAIFUAGE RN O Z DIAIOS WIS FEXEER 5B O S(CEH U,
BRI HEIRUICSARS-CoV-2MEPRIFTAM DL 22 WA, 18 SR Z AR, O
BRENMEIRUENRN—RTA B, Fih. (12 E65m K. 65mI L) SARS-CoV-2D0 T F
Y DEFEDENRENSERER ST TDIE CHBUL6»BAXRE. 6B L) ZHEELT
BIFFELETIVICH TIID. AEFHGMT R UAREEHGMTLH (KFIBE (FIF XSV T7 LA
NIFASY)EE) EZ DRSS KIEFRXEZEHUI.
chFIUARE SR
BIEE4EREDSARS-CoV-2 (F =70 V#BA.5.2.1) MEPFIFAMOD PFRIFTAINEED
ZAEBIB - (NI FASY /TP LRI FTATV)EE) EZ OmAIOSIEBXEAEEH U,
KFBENNI T ASY /TP LN FASVEICHU TS EETH DS, AEEHGMTHD
TRI95%EFEXE D FRAFESEY—T>0.67% LE1D . D DPFIELERDZDTR95%
EEXBED FENFELHEY—IV—10%% LEDT & THBI Uz,

BIREHEIER:
COVID-19%E=R
BilEENS78%UE. 48/-% (Day 29) FTOCOVID-19%ER (1000 AE&H W DFAE
) BB BEROMAIOS%SFEX B FPoissonA TEH Uz, SOICFKAERD L (A58
I;‘/“d’)éf‘/ﬁ&()“zﬁﬁﬂﬁ/li‘/)(i‘/ﬁ)t%ﬂB@ﬁﬁU%%E%ﬁlZFeﬁ%Clopper Pearson
ECEHU,
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zZeH

128 ED3496IIC BT B AFI0US BN ERBH DR LMEF. LIFDERYTU,

FnR | DESHEAUDRKEBEERODAERIGF AFEF T 2m~17m 26816, 18F~064% T
92.0%(252/27441) .65 £T80.8%(59/73fl) TUTz. KEIBF T, 18m~64mDY T ITIL—F

EHRUT. 65U LT TII—TTRIRAGDEVEREHIEEATU,

FnplDOEFMDORHEEETBERODAEREIGIE KA ClE1 25~ 17 C2HIPRERHIRL. 18 ~047%
T48.2%(132/27461) . 65U £ T24.7%(18/73%l) TUIC. £2BMDELCDREEEBRDFHEERISG
BERDOEB TUIE,

AREBFCOEEDIFEMUNULEEDHEASTEROREIREGIC. FinlCLDPONREFDHIFEA
TURZ CEREBAL: 1278~ 17 C2HIPFEIBHITRU. 18m~647m%2.9%. 65 LA _ET73BIPFIRFIRL.

25 12m~ 175 C2HIPFERHIRL. 18 ~64m%2.9%. 65 L T71BIhFEIZAIRL)

O ERSTERDER:

- ARBUORBERSER (BE/BRFCICHIBUOISIAIOFIR B | FEAR. TS, & mE. 208k, € SFER)
- 2FMOREASTER (BE/ORF CICRREUCHER, SRRk, 185, X2 . i)

ORENESBRDEE:

- BEASBESLNDOEEER
EFBUOHERESER (BIRIN) (RE&7H0H) (ZEUEITIRE)

ki 77 LRI HS
AFBHOREESER 312 (89.4) 306 (86.9)
ESTEBIR TR 300 (86.0) 300 (85.2)
FESTEBAI AR 133 (38.1) 128 (36.4)
FESTEBAIRERR 57 (16.3) 36 (10.2)
FESTEBAIRERS 54 (15.5) 35 (9.9
FESTERALE DFEERK 52 (14.9) 36 (10.2)
FESTEBAIHIBE 28 (8.0) 19 (5.4)

n (%).MedDRA/J Ver.26.0

Finnl (12~ 17m18%~64m%. 65 L) DRIRENG

AHIZE N=349 NIF RSV, TP NI F %58 N=352
128~178 | 188~64 | 65mLLE (Wbl oAby SMEEE: 2 SN Y
N=2 N=274 N=73 N=4 N=277 N=71

AN EEEER 1(50.0) | 252(92.0)| 59 (80.8) 4 (1000)| 247 (89.2) 55 (77.5)
SESTEBTATHE 0 26 (9.5) 227 0 12 (4.3) 7 (9.9)
SESTERIIEAR 1(50.0) 46 (16.8) 10 (13.7) 0 26 (9.4) 10 (14.1)
SESTERIERS 1(50.0) 42 (15.3) 11 (15.1) 0 28 (10.1) 7 (9.9)
SESTEBAIETE 1(50.0) | 245 (89.4) 54 (74.0) 4 (1000)| 244 (88.1) 52 (73.2)
SESTER B 1(500) | 114 (41.6) 18 (24.7) 2 (50.0)| 101 (36.5) 25 (35.2)
SESTERAIZ SR 0 46 (16.8) 6 (8.2) 0 29 (10.5) 7 (9.9)

n (%).MedDRA/J Ver.26.0
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TOERMOERBAUDOEEER EIRIL) (FEESHLURE) (Z2MHRITHREH)

ki3 77 LRI AT
EBREMEDTHEMDBEEER 5 (1.4) 1 (0.3)
ESHEBALATEE 3(0.9) 0
ESTEBAIAERR 2 (0.6) 0
ESTEBAITERS 1(0.3) 0
ESEBAIE TR 1(0.3) 1(0.3)

n (%).MedDRA/J Ver.26.0

U 2EMOREREER @RI (RER7BR) (REMEANRER)

AR

cIFASY

T 77!_\I|:|9=“§'5>§5‘J§¥
LEHDRNEREER 150 (43.0) 170 (48.3)
BRR 115 (33.0) 137 (38.9)
T 64 (18.3) 78 (22.2)
] 46 (13.2) 44 (12.5)
P 44 (12.6) 41 (11.6)
2 5 (1.4) 3(09)

n (%).MedDRA/J Ver.26.0

© Fhl(12m~17m%. 18 ~64% 65mLl L) DHIREG

AHIEE N=349 FIFRXSY /TSI FAS 8 N=352
12i%~17i% 187 ~64i% 65 E 12i%~175% 18/ ~647% 65/mLLE
N=2 N=274 N=73 N=4 N=277 N=71
EHHOREEEER 0 132 (48.2) 18 (24.7) 2 (50.0) 146 (52.7) 22 (31.0)
R 0 103 (37.6) 12 (16.4) 2 (50.0) 118 (42.6) 17 (23.9)
BEFES 0 60 (21.9) 4 (5.5) 2 (50.0) 70 (25.3) 6 (8.5)
FEH 0 43 (15.7) 3 (4.1) 2 (50.0) 38 (13.7) 4 (5.6)
ilATE 0 37 (13.5) 7 (9.6) 0 35 (12.6) 6 (8.5)
22> 0 5 (1.8) 0 0 3(1.1) 0

n (%).MedDRA/J Ver.26.0
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BENBEER BRI (EER288ME) (REMEITHRER)

ﬁﬁ;‘(
N RIF RS/ 4 éjé
e TP NI FAS B BN
= N=352 ol
A
BENEZ=ER BRI 22 (6.3) 15 (4.3) EES
MRS LV V) SR 1(0.3) 0
U EfE 1(0.3) 0 A
j’r
HEREE 2 (0.6) 3 (0.9) SES
TS 2 (0.6) 1(03) T
SEEHEL) 0 10.3)
REE: 0 1(03) R
FEE
HSLURIEEE 0 1(0.3) B
ERRER 0 1(0.3) Iﬁg
TS 4(1.1) 2 (0.6) o
=, 2 (0.6) 10.3) -
T 1(0.3) 1(0.3) E o
= |
e 10.3) 0 @Té(
1Bt 1(0.3) 0
RIS 5 &V FaRE= 1(0.3) 1(0.3)
RS 103) 0 £
ZSEE 0 1(0.3) S
=
HEERSLURSEGEE 1(0.3) 1(0.3)
AT 1(03) 1(0.3)
— i3-S EEES LUIRSEHIDIRE 14 (4.0) 8 (2.3)
SEETERRIATEE 3(0.9) 0
S 3(0.9) 0
SEETERRIEN 2 (0.6) 3(0.9)
%
SEETEB IR 2 (0.6) 0 i
e 1 (0.3) 0 %’
£ 1(0.3) 2 (0.6) 2
20 1(0.3) 0 =
SEETERRIPIHD 1(0.3) 1(0.3) ;{g
SEETEREAS 103) 0 52
Elb(‘
SESTERIZ SRR 1(03) 0 ;@%
R 1 (0.3) 1 (0.3) w5
TR 0 1(03) -
N (%).MedDRA/J Ver.26.0 g
FPEEIDS5670-21 251 8Main StudyDELHEHTER H<
53
nho
<
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B (RERM)

ENEE4:BR % DSARS-CoV-2MiEFIFUAED GMT LR Uth A b E R 0= (X 25

{HIHE)

ENEESHEEZROGMTE R UPHRAEREERDZEDTWAISBEBRX D FERAVT NEIEL M

N—IV7%& t@V KEIDNIFASY /TP LANITFASVICHT 2IFSMENRIESINE LI,

BHE BB EF Rl CEERUCER. 12~ 17m < 18m A EDWEBRE T . AEOugZERSUIcEED

FRFRECHSHIFEVWEIHIEEBATUI,
ENlEEA BRI (Day 29) DSARS-CoV-2 (=270 V#BA.5%#E) M EPFIFTAMEN Ot litAIn &=
(Immunogenicity Evaluable PPS)

o M;EhF04TAd e E7 R N e e
{;ma) FEEEHGMT™O | AEBEHGMTHSY | HEs % = (%)"
[95%{SFEX ] [95%(SHEX Y] 121 | [9O5%(SFEXRE] | [95%{SFEX ]
390.741 67 4
AEIEE 328 [353.627~ 328 62 O-72 41
431.751] 1.720 ' ' 216
1.516~1.952 14.0~28.8
hIFXSY 321 [220257 -116193~ [ ] 321 458 [ !
TP LI FAS B 251.405] [40.2~51.4]
FHnFl
RS Jiiibi={==F 7P i AR SR
B MT® GMTE? s % %)
[95%{SHEXRH] [95%(E#EX ] £l [95%{=#EX ] [95%{SFEX ]
128178 3o 2.829 : 50.0 0.0
) S 1656005k0 580 | [0-101~79.310] [1.3~08.7] [-53.6~53.6]
461.208
18#%~657% 1.870 67.6 225
AHlEE (256) [95257-%22? [1.498~2.334]1 | 73 | [61.5~733] [14.0~30.6]
244,941
658 1.301 67.1 18.7
70) [gﬁ'_%%%]” [0804~2.107] | 4 | [54.9~77.9] [2.0~34.1]
452.487
128~171% 50.0
[74.696~ 2 ~
s 246,677
RIFRS5Y,/ 1815 ~657% 451
A [210.044~ 114 5.
IS e oY1 (253) 259 0001 [38.8~51.4]
188.225
658 48.4
[133.364~ 31 8.
64) e [35.8~61.3]

GMT A FIHA(D
a) BIIEE4BE® O

b) FAMNTEE FREBDBE . BEATICIF0.5XEE FROEAHEVS,
Q) PEEHGMT/ GMTEERUI5%ERERE & BANMERULPIATHZRERER REHZRULH. BANBERUR -5 Vil
FUAAEL FEs (127 E65m AT, 65m L)  RUREDBIRENDSDEEER B E6nBKRME. 6n B L) ZHES LRI B

EFIVCEDIEEHIN .

d) IEBMUET—IVEEREHCMTLE (KRAIEE (N XSy T7 LI FASVEE)) DmERI95%EHEXE TR>0.67

e) PHMAMNBIEERIN SBNEEABR%(CAEL T ER (PHRARS) UIBREDIIS

) IS —I Y PIAFINERDE (REIBF NI T ASY /TP AT FASUE) OmRI9S%SHEXE TR>—10%

HEREBLAGISARS-CoV-20 0 F VDY E R OBNRET T BZNREUHEMBHER (DS5670-212508)

30
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PRV [(ABIBE 2B ERIREE (R T AT /TP LANI FASUEE) O] RSB OZEZFHE T2 %“%
e DT RIRBERIFF/ONFTBATUN HXFREFTDCOVID-19FERICHSHEWVIFH Y ER
FHATURE,
U ENEREN S7BE L. 48R% (Day 29) FTHCOVID-19%1EX (Efficacy Evaluable PPS) ,5}‘
>
AHIE FIFRSY TP ILRIFAS IR N
N=348 N=352 <x
ic
SENETE7 BB DTG 347 349
BiEE7BRLUED 2 0 &
COVID-195AE Bz " 115
NESHIH DFEHIE 21.08 21.27 ; i
1000 AN E&H 1) DFFERY 94.87 0 &
[95%{=HERX ] > [11.49~342.70] [- ~173.45] gJ)
[95%%?5'2%] c? [01 4"‘"228] [0""'0] E
a) SEEOFIEEF, 1000 AESH I DREMEEE I, %%‘
b) FEEE DRI %ISHEX E(EPoissonE TR LT, =1
C) BAEEDL (KRB (M FASY /TP LI FASUE)) EZNSOmAIIS%IEFEX E(FClopper PearsoniATEH Uz, [Ed] é
HPVERISARS-CoV-200F VDB ER OB IRET T SRR E U SIPHE (D55670-2125£8)
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- ERRARIOES

[((RE~EEaD#EfRH] BNE:2~8C
AEENSEVHEUERICBE 2 THSFEARALTLIET V. AEENSEUHELTHS 1 205 LINICE A
LTIV 1EICRYBEAEEICRURK CARBBRET 2 LN CERITH EAERICIISEE
OB HUERICE>THSEBICERLTLIEE L,
FAITDFETCEANRAICKLDBEEEZR/BRICHIZ TRV BB R OENMENHEE5RNKDI(C
LTLIEEL,
AENNA 7 IVICIF2EE#ESD (1E0.6mL) i EBFENE T,
FAEFIIC. AEDE—RRICEDETH OLWERERTIU T IV IRVBEBRWVWTLEEW, 85 fl
EFRIC.EB. EYZDMDEEN RV EZBRICKVERULTLIET V., EEZZRHIH DI HEH
LW TLIEE L,
RS IDBRICIEFBREDENOZOEEZ7 IV I—IVTHEEL TSV Fle 5ttt 2 S LiIA M FTES
ZIRS|ILTLIEE WV COBRIECHESTIF HENBAULBVELESFRELTLIEEL,
BZEEDNLT. H2VEMOBFEICEUTHERUBZWVTLIEE L,
REFERIESERVED. —EB# =R U2/NA 7 IV 2~8CTRIEL. 24BBLINICEARLTLL T L,
FABICESEENSEYEUERICE>THOEBITERALTLEEL,

[EF=ER]
BEARER AVVREFCIVBESNICT A AR—YT)VRZAV REEE CE(CIBAT
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