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BEARERERICD UL T

[Y)O%E] & (& GBEICSARS-CoV-2T0 0 F V DEEEDRBVNEZRRICA I F XSV ZEIBRE. TSYAS Y Z4BE R C2OEE
IBIEENRE & PRRET FEZMNRICIOBELED IO0F DA LA (SARS-CoV-2)RNAD I F V= ENEET 5ZETT,

BEARSEL T MEGEER (146558) (Enes) (BE: 1Bk (DI ATY)]

B ®0

FAFOFE(DTVYASY LI AR OB #EE4BEE DSARS-CoV-2 MBI AMhD
GMFR¥'D NI FASY TSRSV EREBUTHS U TH DT EEGETT DEEDHICAR (DT
UXSY) DENREDEZEMZIRETT Do

J0F DA J)LA(SARS-CoOV-2)RNADIFUTH DI FASURIITSYASY (WITNH i
Eg@k) DYz T #%6HhBMU ERBUI 18RI LD ARV EES
Z2it:
ZEMERNRER
b FAS O RETE T & 23078 (AFIEE 15386l b FASVERT7696)
ISYXSUYORETTE 7 & 22040 (FFIEE14698], TS5V XS VEE7356)*
M1 BOWBREN T SYASYEBIRSENIed. TSYATVEELTIRAS N,
B (RERN):
Immunogenicity Evaluable PPS
NI FAS AR REST 1B 2090 (AFIEF1 40061 b FASEE6901)
TISUXAS AR TE21 200 (A 14260 TSV XS5 8:7064l)
Efficacy Evaluable PPS
b FASAOSeRETE 7 & 22978 (AFEE 15316l b FASVEE7666l)
TSVASUYEIRES 7 &E21990 (AFIEF: 146861 TSV XS /E:73141)

HERTY1Y

LhEsx AL IR BRWIR FHOBE 5K, FF R

HERTTE

FHRES (18 L6565 L) ZBRIRFEUTARIB R IRE (FF XS VBN
IoVYXSVE)IC2: 1 DEIG TERIERICEID T,

NIF XS UPERET T B(CFARO0UgIFN I F XS5230ug. TSYAS VHERER T EIC
[FAEI60UgNIF TSV AS>50ug% | BHANICENEREURE.

FHEIEE

TZEMLENEEZ28BEICKIRUCBIRE F

B3 (REEN)

FEHEIER:

- BhEE4BE% (Day 29) DSARS-CoV-2MMiEPFIFTA MDA T LR (geometric
mean fold rise; GMFR) *'
X1 BB SHIOMIEBEICN T 2852 0HEDL

BREHEIER:

- BiERE4BE% (Day 29) DSARS-Co V-2 MiEPFITAM D& F 5 (geometric
mean titer;: GMT) ROEHIFIAIGEE 2 %
% 2: PFIFUA MO EINERERIH OB NIEE4BREE T 4B _EIC_ER (PRIEEE) U EREDEIS

- BilEE7BRLE. 48E% (Day 29) F TOCOVID-19FER
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ZE:

LZEUFITRNREBDESR:
HBRENOCHECHU BB EENENFEFRARXBICERL BRENMRESINC2RRE

ENEE#28BBICHRIREUCBIR NVEB FHFEN (FREZ2HF CINELHE LT,
B (RERE)

BTN REDDER
- Efficacy Evaluable FASIE S EREHERED DB LI FD IR TORLIZE T DHBEEHNRET D,
1)BREMESINTLD.
- Efficacy Evaluable PPSIZ. Efficacy Evaluable FASICZFENDHWBEDS B LUITO I NTDERLICHHET D
WREZENRET B,
1) BB CHEBZS X DL DBRENREREMETESBER (EIREEDHDVISHRNEENDER /. HH
ZIFR-HEARIEEA PIERAEERE) H7E L.
+ Immunogenicity Evaluable FASIE, S ERLIFERE DS B LI TD TN TDRLTZH T DHREZETRET Do
1)BBENMESINTVD,
2);8BERSRIOREREATEENFIATRETH ) N DERERSZIBED I DOREBRMEAEBEH
FFATIRECH Do,
3) BRRRRIETHINRER (Part 20 EFHANSHRFE M CHEMEREM (WOREDIF 2 TE(IC
213R)ZWIT ETICIFENIAHERS) [CHHT 2.
+ Immunogenicity Evaluable PPSI&.Immunogenicity Evaluable FASICEENBHBREDS S UTDINT
DEREICHEE T DHREENRET D,
1) BRRIEEHRICHEZS A DI IRBREXNREREMEEZER (BRELED DV SRABENDER /.
AR RIS, PIEEEERE) D73 L.

FEHEHIER:
BIEEAER% (Day 29) DSARS-CoV-2 (EiFHk) MERFIFTAMDGMFRE U2 DrEHI95%
EBEXEZStudentDNRICE DEELE U, S5IC. B hlEE4BR% (Day 29) DSARS-CoV-2
(2K B PFITA A D GMFRO ST IRERE U TS M TH DI EZIRIL T DIt BT
IR UTESARS-Co V-2 MBEPFIF R MO Z L EEHEREE M, IR S8 #HAZ . NOE A
HEIRUIESARS-CoV-2MBEPFIFAMD R —R S 1 VMEZHEE L T 2HD BT (@nalysis
of covariance: ANCOVA) EF)VICEDEGMFRE (FEIBE, NI FASUBNOAFE, IS
VXS VR ZBEH U BB OZLEMDFAEEEICIE. BonferroniffilEZ B U Tz, ABIBFDSARS-
CoV-2IMERHIFHUAMAEDGMFRIZ NZFN DI EZEDSARS-Co V-2 IERHIFA @D GMFRIC
SUTIEL M TH DT &I GMFREDTAIO7 S%EBX D FRHIES MY —'>0.67% (O
BT ETHIMLUTE,

BIRETHEER:
COVID-19%iEXR
BIEEN S 7B LUE. 48f% (Day 29)FTDCOVID-19FAEZE (1000 A F 1) DFEAER)
EEHURZ. BAEROMEIOS%EFEX B EPoissonE CEH Uz, SHICHRERDH, (KFIBE,
ééﬁ‘/ﬁ&v“$§ﬂﬁ¥/lf‘/><5>ﬁ¥)t%ﬂB@WﬁU%%E%EIZFeﬁ%Clopper Pearson/&T

Uiz,
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BRARERICDLT

zZ2H

18m LD AN U E#E3.0076l[CH1F2AFN60ugENIEER DR MIE. L FDESITU,

FlnRl OEHEBAUDKEASBEROFEREG (. FRIFHE2H CIFO5mAKm C95.0%(2741/2885H1)
65 £ T90.2% (110/12261) THY  HIRENSICHICRDHSHREFHIF B A TUIC. KREIRFEHE
T.65mARmE B L TCObm LDY T T IL—TT10%UERBEEGOEVSERIFHIFEBATU,

Fnp| DESMDREEESBROFERIIGIF. ARBFEL TIFO5mAIE C74.5%(2148/2885Hl) .65
L LET48.4%(59/1226) TUIZ. 28 M DEC DHEESERDHEREGOEROMEEI CLUIZ. e,
NIFASVERUOISVYASVETCORKROE@TLI,

FHEBEE2ATOEREOIRNFMUNRTEEHDOREEESBROERIIGIC. FinlCLDPSHREIFHY
FEATUZ CESIEBAL: 65mRiG3.3%. 65mA £4.1%) (25 M: 65mAKiE5.1%. 65mI £3.3%) -

ORERSERDEE:

ESEMIOBEASER (BE/BRFTICRIRUISTSENMIOFIR L] | BEAR. B8, =R Bk, T SFER)

- REMORTEEEER (BE7/O%F CICRRBUCHKE. B2 155k, X2, HNRE)
ORFENEEBRDER:

- REBSBERLADEEER

ERBAUIOKEREER EIRID) (FER7HE) (ZEMEITEIREH)

EgeRE rIFXSY ISVYXSY

AFEMIOBEREER 727 (94.5) 1440 (93.6) 700 (95.2) 1411 (96.1) 2851 (94.8)
ESERIERE 709 (92.2) 1420 (92.3) 688 (93.6) 1380 (93.9) 2800 (93.1)
ESTEBIEARR 345 (44.9) 609 (39.6) 425 (57.8) 757 (51.5) 1366 (45.4)
ESHEBALZ SEERR 128 (16.6) 258 (16.8) 152 (20.7) 277 (18.9) 535 (17.8)
T STERIERR 118 (15.3) 222 (14.4) 176 (23.9) 248 (16.9) 470 (15.6)
ESTERIATHE 74 (9.6) 152 (9.9) 140 (19.0) 194 (13.2) 346 (11.5)
FESTERAITERS 82 (10.7) 150 (9.8) 117 (15.9) 156 (10.6) 306 (10.2)

n (%).MedDRA/J Ver.25.0

Finnl (18m~64m% . 65mLA L) DFEIREG

eIz rIFASY ISYXSY
A8 N=1538 ISYXSVBN=735| #AHIB N=1469
EnseE 18~64% | 65MmLIE | 188~648% | 65MLIL | 18®~64i% | 65mLLE
N=1445 | N=93 | N=722 | N=13 | N=1440 | N=29
EEIEMUDIEEREER | 687 (94.9)| 40 (88.9)[1357 (93.9)| 83 (89.2)| 691 (95.7)| 9 (69.2) (1384 (96.1)| 27 (93.1)
SEETER R 670 (92.5)| 39 (86.7)| 1337 (92.5)| 83 (89.2)| 679 (94.0)| 9 (69.2)|1353 (94.0)| 27 (93.1)
SEETER IR 324 (448)| 21 (46.7)| 575 (39.8)| 34 (36.6)| 418 (57.9)| 7 (53.8)| 745 (517)| 12 (41.4)
SESERIZSMR | 118 (163)| 10 (222)| 242 (167)| 16 (17.2)| 148 (205)| 4 (30.8)| 267 (185)| 10 (34.5)
SEETERIIEAR 111 (153)| 7 (15.6)| 204 (14.1)| 18 (19.4)| 173 240)| 3 (23.1)| 244 (169)| 4 (13.8)
SESTERRTAIHE 70 97) | 489 | 141 (98) | 11 (11.8)[ 137 (19.0)| 3 (23.1)| 189 (13.1)| 5 (17.2)
SESTERIAERE 76 (10.5)| 6 (13.3)| 130 (9.0) | 20 (21.5)| 114 (158)| 3 (23.1)| 152 (106)| 4 (13.8)

n (%).MedDRA/J Ver.25.0
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EFEMEOEHBUOEEER (BIRID) (RERSHLE) (R MBI NREH)

s R+ %5 ISYASY %%
LI A 3 (0.4) 44 (2.9) 3 (0.4) 101 (6.9) 145 (4.8)
ST EBRIAIHE 0 33 (2.1) 2 (0.3) 83 (5.7) 116 (3.9) 5 g
SRR IR 0 16 (1.0) 0 33 (22) 49 (1.6) 7 E
SEGTERAIZ SEERR 2 (0.3) 17 (1.1) 2 (0.3) 29 (2.0) 46 (1.5) =
SETERIHE 0 7 (0.5) 0 4 (0.3) 11 (0.4) =
SESTERHIERS 0 3(0.2) 0 6 (0.4) 9 (0.3) 51115
ST 10.1) 0 0 2. (0.1) 2 (0.1) =3
N (%).MedDRA/J Ver.25.0 Iﬁg
)
2EMOREEEER BRI (EER78R8) (Z2MEITTREH) %;%
ERE FUFXSY ISUX5Y £
LEMOBEEESESR | 535 (69.6) 1050 (68.3) 597 (81.2) 1154 (78.6) | 2204 (73.3)
BEm 446 (58.0) 851 (55.3) 498 (67.8) 982 (66.8) | 1833 (61.0) £
TR 315 (41.0) 588 (38.2) 355 (48.3) 675 (45.9) | 1263 (42.0) S
) 276 (35.9) 519 (33.7) 349 (47.5) 624 (42.5) | 1143 (38.0) H
P 180 (23.4) 314 (20.4) 191 (26.0) 341 (23.2) 655 (21.8)
P 8 (1.0) 24 (1.6) 17 (2.3) 22 (1.5) 46 (1.5)
n (%).MedDRA/J Ver.25.0
F#nnl (18 ~64i%. 65 L) DHRIRES
s RIF %S5 ISYX5Y %
AHBE N=1538 | ISYXSUBEN=735 | AHIE N=1469 @
s 18%~64% | 65RILLE | 188~64% | 65MLLE | 188~648 | 658LLE =
N=1445 | N=93 | N=722 | N=13 | N=1440 | N=29 >
LEMOFETEER 518 (715) 20 (44.4) 1011 (70.0)| 40 (43.0)| 593 (82.1)| 6 (46.2)|1137 (79.0)| 19 (65.5) E:
BEm 431 (595)| 16 (356)| 823 (57.0)| 28 (30.1)| 494 (68.4)| 4 (308)| 967 (67.2)| 17 (586) B
T 312 43.)| 7 (156)| 569 (39.4)| 22 (237)| 354 (490)| 4 (308)| 673 (467)| 4 (138) %%
Fah 267 (36.9)| 9 (20.0)| 502 (34.7)| 19 (20.4)| 347 (48.1)| 2 (154)| 615 (427)| 11 (37.9) D 73;3
HAPTE 168 (23.2)| 12 (267)|303 (21.0)| 13 (140)| 189 (26.2)| 2 (154)| 338 (235)| 4 (138) %‘g
S5 608 | 24 | 22015 | 362 | 17 24) 0 21015 | 134
n (%).MedDRA/J Ver.25.0 %ck
3%
T
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BRARERICDLT

BENEEER EIRID) (FE%28HA) (R METNRE)

b hIFASY ISYASY
i Noisss | Nz | neles | Nesoos
BENEEER 220 (28.6) 396 (25.7) 201 (27.3) 449 (30.6) 845 (28.1)
BRIES SUBERE 10.1) 2 (0.1) 3 (0.4) 2 0.1) 4 (0.1)
Blaxk 0 1(0.1) 0 0 1 (<0.1)
SRS 0 0 0 10.1) 1 (<0.1)
OBALRR 0 10.1) 0 0 1 (<0.1)
RS 0 0 0 10.1) 1 (<0.1)
BRAEE 0 0 2 03) 0 0
EIREB 10.1) 0 0 0 0
BB 0 0 10.1) 0 0
MEBEVU/ S 21 (2.7) 32 (2.1) 15 (2.0 46 (3.1) 78 (2.6)
UINEiE 18 (23) 21 (1.4) 10 (1.4) 25 (17) 46 (1.5)
U INEE 6 (0.8) 12 (0.8) 4 (0.5) 13 (0.9) 25 (0.8)
U2 INETR 1(0.1) 2 (0.1) 2 (0.3) 8 (0.5) 10 (0.3)
REBEUREEE 0 2 (0.1) 10.1) 1(0.1) 3(0.1)
BEURR 0 1 (0.1) 1 (0.1) 1 (0.1) 2 (0.1)
BERRE 0 10.1) 0 0 1 (<0.1)
AERRE 10 (0.7) 10 (0.7) 5 (0.7) 15 (1.0) 25 (0.8)
R 4 0.1) 2 (0.1) 10.1) 8 (0.5) 10 (03)
RS 3 (03) 5 (0.3) 10.1) 2 0.1) 7 (02)
1R 10.1) 2 (0.1) 0 3(02) 5 (0.2)
AR 0 10.1) 0 10.1) 2 (0.1)
FBEHFL 2(03) 10.1) 10.1) 0 1 (<0.1)
HEEE 0 0 0 10.1) 1 (<0.1)
4 0 10.1) 0 0 1 (<0.1)
HEHFL) 0 0 10.1) 0 0
RER 0 0 10.1) 0 0
RPE 10.1) 0 0 2 0.1) 2 (0.1)
fERRFE 0 0 0 1(0.1) 1 (<0.1)
IRz AR 1 (0.1) 0 0 1(0.1) 1 (<0.1)
BB &URBERE 0 4 (03) 0 0 4 (0.1)
B 0 10.1) 0 0 1 (<0.1)
B 0 10.1) 0 0 1 (<0.1)
el 0 10.1) 0 0 1 (<0.1)
PR T EL 0 10.1) 0 0 1 (<0.1)
DRSS 2 (03) 3(02) 1.0.1) 0 3 (0.1)
i 10.1) 2 0.1) 10.1) 0 2 0.1)
Sl 0 10.1) 0 0 1 (<0.1)
BODE 10.1) 0 0 0 0
M 10.1) 10.1) 0 0 1(<0.1)
POt 10.1) 10.1) 0 0 1 (<0.1)
il e 3 (0.4) 10.1) 2(03) 6 (0.4) 7 (0.2)
RS 0 0 0 3(02) 3 (0.1)
I 10.1) 0 10.1) 2 0.1) 2 0.1)
IFIRER 10.1) 0 0 2 0.1) 2 0.1)
25 10.1) 0 0 10.1) 1 (<0.1)
R 10.1) 10.1) 0 0 1 (<0.1)
FLILF—HBR 0 0 1(0.1) 0 0
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BENESER BEIRD) (EE%28HRB) (REMEMNRER) (FiE)

VaRs NIF AT ISUASY 2y
e Noisss | TN T | e | NS g
=l e 9 (1.2) 18 (1.2) 9 (1.2) 11 (0.7) 29 (1.0) gX
=D 3 (0.4) 8 (0.5) 2 (0.3) 3(0.2) 11 (0.4)
T 2 (0.3) 4 (0.3) 3 (0.4) 4(0.3) 8 (0.3) o
1Bt 2 (0.3) 4 (0.3) 0 0 4 (0.1) .
=] 1(0.1) 0 1(0.1) 2 (0.1) 2 (0.1) %‘E
RS 0 2 (0.1) 0 0 2 (0.1) r
Ors 1(0.1) 1(0.1) 1(0.1) 1(0.1) 2 (0.1)
e 10.1) 1(0.1) 0 0 1(<0.1) -
=i 0 0 0 1(0.1) 1 (<0.1) 511%
Mm@kt 1(0.1) 0 0 0 0 ZH
BRI 0 0 101 0 0 4
ERR 0 0 1(0.1) 0 0 %
FiBERES 0 0 0 1(0.1) 1(<0.1)
FrisseRs 0 0 0 1(0.1) 1(<0.1) -
BB LUK FRgEE 6 (0.8) 12 (0.8) 8 (1.1) 14 (1.0) 26 (0.9) %-g%
52 3(0.2) 7 (0.5) 1(0.1) 6 (0.4) 13 (0.4) % ';J(
ZSFEE 1(0.1) 3(0.2) 2 (0.3) 2 (0.1) 5 (0.2) 7
4T85 0 1(0.1) 0 3(0.2) 4 (0.1)
B 0 1(0.1) 0 2 (0.1) 3(0.1)
Rz THiMm 1 (0.1) 0 0 1 (0.1) 1 (<0.1) g
ERNEEE 0 0 0 1(0.1) 1(<0.1) i
RO IEUR 0 1.(0.1) 0 0 1 (<0.1) -
BIERE 0 0 1(0.1) 0 0
BRI ERRES 0 0 10.1) 0 0
B 0 0 10.1) 0 0
BHE 10.1) 0 2 (0.3) 0 0
iy 16 (2.1) 15 (1.0) 8 (1.1) 11 0.7) 26 (0.9)
RAEhE 8 (1.0) 8 (0.5) 5 (0.7) 5 (0.3) 13 (0.4)
T 3 (0.4) 1(0.1) 3 (0.4) 4 (0.3) 5 (0.2) -
HIET 0 2 (0.1) 0 0 2 (0.1) i
FiPYE 1(0.1) 1 (0.1) 0 1(0.1) 2 (0.1) %
BRENR 0 0 0 1.(0.1) 1 (<0.1) )
RREHE 1(0.1) 1(0.1) 0 0 1 (<0.1) £
HEEEE 1(0.1) 1(0.1) 0 0 1 (<0.1)
e 10.1) 10.1) 0 0 1 (<0.1) ng
TUR 2 (0.3) 0 0 1(0.1) 1 (<0.1) %g
BRI 1(0.1) 0 0 0 0 e
BH&URERSE 0 1.(0.1) 0 1(0.1) 2 (0.1) a5
meR 0 1(0.1) 0 0 1(<0.1) °
=B8R 0 0 0 1(0.1) 1(<0.1) R
ERRBLUAEEE 0 2 (0.1) 10.1) 0 2 (0.1) &y
EEAETMm 0 1(0.1) 0 1(<0.1) f?é
TARBIEE 0 1(0.1) 0 0 1 (<0.1) a3
B 0 0 1(0.1) 0 0 <
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BRARERICDLT

BHENEEER EIRID) (EE%28HRB) (R MEMINRE) (iE)

DERZ RIF X5y ISUXSY

%ﬁﬁ%ﬂgga&wﬁ% 175 (22.8) 323 (21.0) 161 (21.9) 383 (26.1) 706 (23.5)
SESTERITHE 78 (10.1) 128 (8.3) 65 (8.8) 207 (14.1) 335 (11.1)
ST ABAR 52 (6.8) 103 (6.7) 61 (8.3) 141 (9.6) 244 8.1)
ST 54 (7.0) 91 (5.9) 63 (8.6) 100 (6.8) 191 (6.4)
R 26 (3.4) 53 (3.4) 13 (1.8) 35 (2.4) 88 (2.9)
SESEIZ SR 2 (0.3) 17 (1.1) 2 (0.3) 29 (2.0) 46 (1.5)
W 19 (2.5) 24 (1.6) 10 (1.4) 19 (1.3) 43 (1.4)
SRR 0 7 (0.5) 0 4 (0.3) 11 (0.4)
e 3 (0.4) 5 (0.3) 0 0 5 (0.2)
=R 2 (03) 2 (0.1) 10.1) 2(0.1) 4(0.1)
SR 10.1) 2 (0.1) 3(0.4) 2 (0.1) 4(0.1)
SEREMIRE 0 2 (0.1) 0 2 (0.1) 4(0.1)
BEm 0 4 (0.3) 0 0 4(0.1)
W% 10.1) 1(0.1) 10.1) 2(0.1) 30.1)
SR 0 10.1) 10.1) 2 (0.1) 300
SESTERTU > ) VB 0 0 10.1) 3(0.2) 30.0)
RER 10.1) 10.1) 0 10.1) 2 (0.1)
i 0 10.1) 0 10.1) 2 (0.1)
SR 0 10.1) 0 10.1) 2 (0.1)
HIBR AR 0 10.1) 0 0 1 (<0.1)
B CAE) 0 0 0 10.1) 1 (<0.1)
SR 0 10.1) 0 0 1 (<0.1)
AR 0 0 0 10.1) 1 (<0.1)
RS 0 10.1) 0 0 1 (<0.1)
iR 0 0 0 10.1) 1 (<0.1)
D0F VEEEIAIH 0 1.1 0 0 1 (<0.1)
D0F VEEEIE 0 1.1 0 0 1(<0.1)
%%%’EE’&W 0 1(0.1) 0 0 1 (<0.1)
(EioR 0 0 10.1) 0 0
TE 0 0 10.1) 0 0

ERIRE 0 3(0.2) 4 (0.5) 5 (0.3) 8 (0.3)
FEEREB LS 0 10.1) 0 2.0 3(0.1)
o el 0 0 1(0.1) 2 (0.1) 2 (0.1)
HELE 0 1(0.1) 0 0 1(<0.1)
IFRAIREENT 0 0 0 10.1) 1 (<0.1)
EIER AN 0 1(0.1) 10.1) 0 1 (<0.1)
R TR 0 0 10.1) 0 0
BRARERS 0 0 10.1) 0 0

n (%).MedDRA/J Ver.25.0

HPIEENDS5670-1 46HBS OB I HR
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ENlEE4EEE (Day 29) FTOFEAER (Z—9Hvb47T : 202269H4H)

B
B (RERE) e
- 9] > e = \ ()"‘ l;
ENlEE4EREDSARS-CoV-2MiERAIFAMHOGMFR* ! (X BFHEER) RUGMT Bl
(BIREHEIEER) . A EE (BIRFHEIEE) =
ENEESEEZDGCGMFREDERAIO7 SR EEXED FRIEVINLIEFL MY —I V7 EEY) . AFD 5
RIFASYRUOIIYASVICH T DIELHENRIFSNFUIC, B H . WERBF TRl ICHER U R, S ;
188~ 643655 DIREAE TARI60NE I 5 Ul & S DRRIE TS HRB W G S E R A TUR, 20
51 BRI S HIOBIEICN T BI85 OHBEDL, ic
ENNEE4BER% (Day 29) DSARS-CoV-2 (EiFEHK) MERFI A A O AT AN &R
(M F XSO ER TE (Immunogenicity Evaluable PPS)) &
SR MEFIHT A DA EE>S % 1%
) GMT? WEEHGMFRY | FREHGMFREL Y | [HE % =0
[95% (S IR [95%(E R [97.5%(EMXM] | B | [95%/SHERR] mr
1345.327 57.700 97.1
AR 137 | [1153.683~1568.806] | [50.330~66.149] 1.464 133 | 192.7~99.2] @
66 951373 39.410 (1.112~1927) [ 985
[768.559~1177.672] | [32.365~47.989] [91.6~100.0] _E
= &
(ISVYXS¥E%&ES 7 & (Immunogenicity Evaluable PPS)) £
ST{E MEPFOFT A DRGSR B 2
) GMT? WEEHGMIRY | BEAHGMIRELY | 5 % 7
[95%(EHERR] [95%{SFEERR] [97.5%(EMXM] | B | [95%/SHERR]
2078.015 38.864 94.9
Al 136 | [1795.209~2405.372] | [33.687~44.837] 1772 129 | [89.7~97.9] =
- 1096.038 21932 [1.335~2.353] 92.8 2
LIYXSVE | 69 | [878747~1367.058] | [17.935~26819] 64 | 183.9~97.6] E:
=]
il £
(cIFAS VPO TE (Immunogenicity Evaluable PPS))
o M;EhFIHTAE hAlFAG SR>
@gﬁ‘;ﬁ%@)) GMT? GMFR oS %
[95%(SFAX ] [95%{EFEX ] BIEy | [95%ISFEXMA]
188~648% 1367.897 57.494 126 96.9
B (130) [1171.214~1597.609] [48.390~68.311] [92.3~99.2]
65 L 987.732 86.037 . 100
) [326.844~2984.957] [36.524~202.672] [59.0~100.0]
188 ~647% 973.321 38.048 3 98.4 =
(64) [782.968~1209.951] [29.476~49.114] [91.6~100.0] i
65/LLE 458550 37.903 5 100 &
2 [50.753~4142.957] [4.195~342.450] [15.8~100.0] 5
(IS VASUE%kESE T (Immunogenicity Evaluable PPS)) Z
o M;EFIHT A hAlFAG SR>
aRE) GMTY GMER I % ng
[95%{EFERR] [95%{S R ] B | [95%(EHERRI ot
188 ~64% 2108455 37.029 . 95.5 2%
B (133) [1818.471~2444.683] [30.349~45.181] [90.4~98.3] a0
65m L 1090.560 11.314 5 66.7 X8
3) [194.917~6101.681] [0.003~41723.903] [9.4~99.2] w3
188 ~641% 1096.201 25.099 6 925
R I () [874.617~1373.924] [18.783~33.538] [83.4~97.5] -
777 65mLLE 1090.560 37.978 5 100 &
@) [0.163~7287831.469)] [4.310~334.649)] [15.8~100.0] TR
GMT ST, GMPRAEITE_LREE  GMTRUZ DMIRIOS%(SHER. GMFRIUZ OmRIOS%EHEEMIE Student Dt I E S Bt ‘—3%
a) EBNEEAER G OFHH Q

b) HA MmN TEE FIREBDHE . BATICIF0.5XEE FROEHAAVS NI,
C) FAEFHGMFRIE VIS %IEFEX A, M P ICHEEHCMFRIEKR U7 5% IEFEX A B IR U D A Mt B, RSB 2T ZH.
BRANHEBRUR—Z 54 Pz HEBE L HDBOTET IVICE DTEHIN .
d) BT —IVFBEEFGMFRE (KREIBE NI FASUENIGEARE TSV ASVE) OmRI97.5%SHXE TR>0.67
e) PIAAMANBIZEERH S8 NEE4BEEICABL EIC ER (PIFEINE) UTRREDES
HERERLEIAGISARS-CoV-2 DI F Y OPOEER T EZNREUHE]// MR
23 (DS5670-14658) (2023F8H2H#%ER. CTD2.7.6.2)



BRAREHERICD T

B3 (COVID-19%AER)

ENlEENS7B%LUE. 48E#% (Day 29) FTOCOVID-19FAEE (. FIQRRDTIF > DIEREIC
EOST  AFIBEENTBE (I FTASUBENVUISVYAS VE) CREE TUIL

ENEREN S7H%LUE. 48E% (Day 2

9) FTMDCOVID-19%fE=R (Efficacy Evaluable PPS)

YEsE rIFXSY ISYASY

. AFIEE ISYAXSEE KBS

ENRE N=1531 N=731 N=1468
B IHERE7 DI D SHE5IAL 765 1525 729 1463
EBEE7ERUED
COVID-19RAERIEL 14 21 13 29
ANEH T DFIEFIE 51.99 103.76 49.34 99.25
1000 AFE &5 1) DFAER? 269.27 202.40 263.50 292.19
[95%{SFEX RG] [147.21~451.79] | [125.29~309.39] | [140.30~450.59] | [195.69~419.64]
COVID-1 9%&%0)% 0.75 1.11
Eg’-‘si'/{?%%%%ﬁ@ [0.36~1.60] [0.56~2.32]

a) SHROFEAERE. 1000 ANFEHIDREHEEH U,
b) FEED@EAIOSKEFEX A FPoissonETEH U,

C) FERDL (REIBE DI FTASVERUARAEE TSYUASVE) EZNSOmAIOS%EREX R Clopper PearsonATEE LI,

FEERLEPAGISARS-CoV-200F VDY) EEETE T & Z /R LIS/ 1/ HE5H 5
(DS5670-14655k) (2023F 88288, CTD2.7.6.2)
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220—7 v #th (F—9Ayb4 7T : 2023F8FH25H)

B (REREN)
ENNIERES 28R DSARS-CoV-2MBERFIMFMOGMFR™ | (EEHEIER) RUGMT

(BIREHEIRR) | hF0HA I E R (B REHEIER)
EIIEENS52:EE% (Day 366) COREZIRMEDIERIFLLFORDE I TUIZ,
51 ARERSHORIEICN T DR SR OREDL,

BNETE5 28/ % (Day 366) DSARS-CoV-2 (REiFHk) MEPFIFT A A O R flH AR =R
(N F XS UPOmES TE (Immunogenicity Evaluable PPS))

B Mm;ErFOsA RO & RS
51247 GMT? FREHGMFR | WEABGMFRE Y | 52 %
(95 %{=RERRY] [95%{SHEX ] [97.5%(SHXR] | BI# | [95%(=Hamm]
225.866 10.116 728
AR 92 | 1170.478<299.250] | [7.737~13.226] 1141 67 | 62.6~81.6]
39 222247 8.864 [0648~2.0100 [ 66.7
[141.827~348.268] | [5.865~13.395] [49.8~80.9]
(ISYXSvPLREsT rE (Immunogenicity Evaluable PPS))
g Y
S2( M;EcpFOEA RO AR & SRS
) MT” WEEHGMFRY | FREHGMFRELY | & %
[95%{SHBX ] [95%{EFEX ] [97.5%EMXMAE] | BI% | [95%(SHxXE]
458527 7.942 638
AAE 80 | [350.822~599.296] | [6.137~10.277] 1.476 51 1 [52.2~74.2]
- 294.987 5382 [0.897~2.428] 614
LIYXSVE | 44 | [908.395-417.558] | [3.800~7.624] *7 | 1455~756]

GMT g4, GMFRAZOTS EREE  GMTRUZDO@EHRIIS%EFEXRE. GMFRRUZ DE{RI9S%ISREX EEStudent D) wICE IEHEY
a) EBNEES 2B’ & DS AIEL
b) AN TEE TREREDIHE . BEATICIF0.5XEE TBROEAREVS N,

C) FEFHGMFRRUISKISHEX A, W O CFHEEE I GMFREER V97 5% SHEX Ed . B AN MZE R U A Mzt B, R 5B 2 M M.

BANBERIRUIN—Z S VPR EEREEE VDD ET IVICEDEHEH I NI
d) e — IV RS GMFREL (AFIBE DY T ASVENIIARIEE TSV XS V) D97 5% SN TE>0.67
e) PIIFEANEIEIERTN SIB NIEIES 2 BR# (CABLLEIC LR (PHFEGE) UIRBREDEIG

B3h%E (COVID-19FAEE)

BIlEENS52:E8/E% (Day 366)F TOCOVID-19RERF. FEREDIIF >V OIEEICEANS Y.

REBE BB (N T ASUENUTISYAS VE) CREE U,
BIEEN S52:8R% (Day 366) FTHCOVID-19%EX (Efficacy Evaluable PPS)

NERE RUF A5 ISYXSY

. AFB¥ ISYASVEE AHIEE

EnR N=1531 N=731 N=1468
NS DRSO HEG 766 1531 731 1468
SENEE DEUED
COVID-1956m 612 50 99 56 24
f’éﬂ%ﬁ&%@%ﬁ% 714.00 1437.31 678.21 1377.97
1000 AFE35 1= DFEIER 70.03 68.88 82.57 68.22
[95%{=aX ] [51.98~92.32] [55.98~83.86] [62.37~107.22] [55.13~83.48]
COVID-1958ER D,

2 0.98 0.83

%}i}oﬁggggﬁ [0.69~1.41] [0.59~1.17]

a) BRROFEAEZRE. 1000 AFEHIDREHEER U,
b) FEAEEDERAIOS%IEFRX E(EPoissonETEH Uz,
C) RAEFEDL (FFE /DI FASVERUAHE TSYASUE) EZNSOMERAIOS%EEXREE Clopper PearsonATEHU,
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BRAREHERICD T

BEASENHEIER (2125 85%) cener) (B2 2/ Rk, 4 =70 %BA.4-5
(DITUIXSY / FTTUIATY)]

AR (FIREME D TH Y LU ORIEIRENEE4BRE%R (Day 29) FTOFMTER (T —Ihvh7 7!
2023%7H823H)TY,

B ®0

2Rk A =T OVKBA.A-5(DTUIASY /T T UYASY LU AH) OENEELE
B DSARS-CoV-2MEPHFUAEDCGMT RO PFAEINE RN F XS /T LTS
XSVEHBUTCH LM THDIEZRILT DECDICARIDENREDLZE M ZIRETT Do

PO

JOF DA )LA(SARS-CoV-2)RNAD I F VU TH 2N F A5 (1SR OFO%eg R b
XS /TP LI ATy i diFtk, 74 =7 0#BA.4-5) DEBIIREZSE I %318 8
LT 2l D&
Z2it
ZRERITHRET
70161 (ABIBE:34961 NI FASY /TP ST FASE:3524)
B (RERN):
Immunogenicity Evaluable PPS
6984l (AFEE: 3486 I FASY /TP LI FASEE35041)
PPS
70086 (AFBE:34861. I FASY /TP ST FASVEE35241)

HERTY1Y

HERTTE

SRER R FEEREHEES . 5 (1 22500 _E 1 8E5RT%. 18250 E658 RS, 65LLE) R URIRDEN
SBENSEBRER 5ETOHE 3B E5ABFE. 5rE L) ZBRIEFEL T ARINIE I F
XS5/ TP NI FAS YDV 1 DS CEIERICEI ATz,

KEI6OPEUEN I FAS Y/ T7 LI F %S5 30ug% | BRI EIERE U,

SHEEE

ZEMRUBEMEIEEZ 28BEICHERUBIRIG F
B (REREN)
FEFHIREE:
- BB 4BRI% (Day 29) DSARS-CoV-2ME PRI MDRF T RHAE (geometric
mean antibody titer: GMT) R UtPRISUAIGEE ™!
X R RIFUAE A S NERERTD 5B MR 4B (CABL I LR (PHFERNE) UIRBREDEIS
BIREHEIEE:
- BIlERE7 R LIE. 48/~1% (Day 29) FTDOCOVID-19FKAR
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ZLMRUBSIE: -
A
ZRURTT R EROER e
WERENFHEBIIGUTREBENERXNECBELARENM O LRSS RE OlE
ENiEEZ28B-ICRIRUCEIRINZEFHFE N FRIE2EF CINELFHE L. % %
B (RERE)
BWMERATNRERDES .
« FASIZ BAERILIRBREDS 5 LI TORHICHKE T DHBREENRET D, ,’}
1)B8EM B SN TV S, Dz
* PPSIE FASICEENBHBRED DS LI TDINTDORGFICHZE T 2HBEZNRET Do -l’g O
1) BWETBICREZS A DL OIBRENPEREMETEEER (BIREED DV FERAZEANDER /EH. Gt *
2P HARIHERE, PIEEEERE) DR, <
+ Immunogenicity Evaluable FASI& FASICE2ENZEBRED DS LITOERLCHZE T IRBREZENRET B,
1) BRERSHORERIEATBOFIATETH . D DBRERSHIBZLED DORBRIEATEENFIA 5
O[REC D,
+ Immunogenicity Evaluable PPSIZ.Immunogenicity Evaluable FASICEZFENBBREDS S LI TDHRHI(C EE%
FEITDWBREENRET Do = 55
1 BERIETHHICHEZS I DRI OBRERPEREMEEER (BIREES DV FBRNAZENDER /EH. E4))
HAR IS SRARIEEE, PIERERRE) HR0, IE%
WAEtE | EEIEIEE: \ ®
ENEE4ERER (Day 29) DSARS-CoV-2 (A =TOVHRBA.5.2.1) MEPAIFTUMAD GMT R U
Z DERIISWIEREX A, FFRFUAINE R UZ DIl 9OSWERX =R SR CE(CE U, B
GMT =1
BRI HEIRUICSARS-CoV-2MIEPHTAMDE L BZWHIAE M RSB ZHIAZH. MU ;% )
BRANMEIRUIR—R S5 A B, Fin, (12mL E65mAKM. 65 £) SARS-CoV-200F % ';{
Y DREDENREDSBBRERSTTOIRE GHAL L6nAKRE. 6nAM E) ZHEZEELT 7
BDIREET IVICHTIZD, BEEHCMTRUBEFHFCGMTL (FEIEFE (M FASY /T I
hIFASY)EE) EZ DRI %iERXEZE R U,
PRS2
BNEE4BERE#DSARS-CoV-2 (4 =J0V#BA.5.2.1) IEPHTEMDPHIFUEINE ERD z
E (@B (N FTASY /TP LN FASU) B EZ DRI %IEBREEEH U, 1%
ARBEDN NI T XSY TP LT FASVEICHUCIS U TH DN BAEEHFGMTEED fe=
MRI9S%EREXED RN IFL Y —>0.677%Z 0% i DTSR D ZEDEAI95% 2
_EEXED RIS — I —10%% 0BT & CHE LI,
BIREHEIRE:
COVID-19%fER
BIEENS7B#%LIE, 48E% (Day 29) FTDOCOVID-19FAE=E (1000 AF 1ot DFEAE
) ZEH U, FEROTAI9S%EEX BIFPoisson A TEB Uz, SOICFAEERD I (KRFIE
NIFASVEENUOREIEE, TSUASVE) EZNSDOMEAIOS%EFEXEZClopper Pearson
A CHEHUI.
ﬁ
El
EJEJ
§g
B
2
i
=
ng
I
R
< 5
s
&
3%
T
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BRAREHERICD T

=24

1280 ED3496ICBF BABI60PgBIIEER DR LM LU FDEB U TUR,

-FE R DFREBUDFEBESTEROFEIRE S AFIBETIEF1 25~ 17K C2BP 16, 185 ~64m% C
92.0%(252/274%1) . 6581 £ T80.8% (59/73f1) TUTz. ABIB T, 188 ~64EDY 77—
EHELT. 658U DY T — FTRRISDEVER EHEY ATUR,

-FipRDES DI EBEER ORI SE . ABIBFCIF1 25~ 175 C2H|PFHEIRFIRU. 18m~04i%
T48.2%(132/27441) .65 ET24.7%(18/73%) TUIc. 2B DAL DR EEEERDHIREG
bEFROEETUI,

KB COEEDEFRBUNOEEHDORHERSTERORITES(C. FEICRDESHIREFHIFEA
TUTe GEFERAT 1285~ 178 C2BIPFIRFIL L. 185i~64552.9%. 6581 ET73BIhHIHIRL.
L5 128~178F C2HIDEIRFIEL. 188 ~64552.9%, 658 ET7 1 BIhEIRFIZEL) o

OREEEERDTER:

ERERMIOREREER (BRE/BERF CICRIREUCEFEBAIOFRIR K] | FER. 184S, &, 2K, ZOER)

- 2EMHORTEEEER (BE7BRF TICHRIRUCEA. SRR, I8F. 72, HiNR)
ORENEBEERDER:

- BEEEBRUNDEESR

ARBUIOKERSER EIRID) (FER7HE) (ZEMETNRER)

SIS OHERESER 312 (89.4) 306 (86.9)
ESEIRTE 300 (86.0) 300 (85.2)
P B VST 133 (38.1) 128 (36.4)
EEEBAERR 57 (16.3) 36 (10.2)
RS EB B RS 54 (15.5) 35 (9.9)
EHERIZ SRR 52 (14.9) 36 (10.2)
EETEBALBE 28 (8.0) 19 (5.4)

n (%).MedDRA/J Ver.26.0
Ftnpl (12m~17m% .18 ~64%. 65m L) DEIRES

A AIBF N=349
12i%~171% 18i%~647% 65mid L
N=2 N=274 N=73

ASEUIOREREER 1 (50.0) | 252 (92.0) 59 (80.8) 4 (100.0)| 247 (89.2) 55 (77.5)
ESTERAIATBE 0 26 (9.5) 2 (2.7) 0 12 (4.3) 7 (9.9)
EEEB I AERR 1 (50.0) 46 (16.8) 10 (13.7) 0 26 (9.4) 10 (14.1)
EEEBAIERAS 1 (50.0) 42 (15.3) 11 (15.1) 0 28 (10.1) 7 (9.9
SRR 1 (50.0) 245 (89.4) 54 (74.0) 4 (100.0) 244 (88.1) 52 (73.2)
ESTERAIERR 1 (50.0) 114 (41.6) 18 (24.7) 2 (50.0)| 101 (36.5) 25 (35.2)
BRI SRR 0 46 (16.8) 6 (8.2) 0 29 (10.5) 7 (9.9)

n (%).MedDRA/J Ver.26.0




EFEMEOEHBAUOEEER (BIRID) (RERSHLR) (REMMETNREH)

I\zliﬁgfl% I\*D“TXi‘J/N 7=73é\2h~>“7'>(§“/§¥
EREOFHRFMNOEEER 5 (1.4) 1(0.3)
TESTERAIATHE 3(0.9) 0
EEERERR 2 (0.6) 0
BB EE RS 1(0.3) 0
EEERETE 1(0.3) 1(0.3)

n (%).MedDRA/J Ver.26.0

EEMOREREER BRI (RER7BR) (REEETNREL)

ARl NIFASY /TP LRI FASEE
N=349 N=352
ERMHORERSER 150 (43.0) 170 (48.3)

B 115 (33.0) 137 (38.9)

BELE 64 (18.3) 78 (22.2)

FEE 46 (13.2) 44 (12.5)

ilALES 44 (12.6) 41 (11.6)

i 5 (1.4) 3 (0.9

n (%).MedDRA/J Ver.26.0

Fmnl (12~ 17m%18%~64i%.65m I L) DRIREG

AFIEE N=349 NIFASY /TP LI FASVEE N=352
12i%~171% 18/ ~64i% 65mLl E 12im~17%  18E~64i% 65/l E
N=2 N=274 N=73 N=4 N=277 N=71
EREOHERSER 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)
Bl 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)
il 0 37 (13.5) 7 (9.6) 0 35 (12.6) 6 (8.5)
2> 0 5 (1.8) 0 0 3(1.1) 0

n (%).MedDRA/J Ver.26.0
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BRAREHERICD T

BENEEER EIRID) (EE%28H[) (R MHETNRE)

BENGEER @RI 22 (6.3) 15 (4.3)
MRS SV NREE 1(0.3) 0
U~ ) NERE 1(0.3) 0
HERES 2 (0.6) 3 (0.9)
BT 2 (0.6) 1(0.3)
FEMEHEN 0 1(0.3)
L 0 1(0.3)
BB LURIBES 0 1 (0.3)
BRI 0 1(0.3)
BEEE 4 (1.1) 2 (0.6)
G0 2 (0.6) 1(0.3)
TH 1(0.3) 1(0.3)
#®(E 1(0.3) 0
&0t 1(0.3) 0
RES LUK THERES 1 (0.3) 1 (0.3)
B 1(0.3) 0
Z 3P 0 1(0.3)
HERRELUESHEES 1(0.3) 1 (0.3)
ilATE 1(0.3) 1(0.3)
—h%-2SRES LTI SEBRIDIRE 14 (4.0 8 (2.3)
ESEBAAIIE 3 (0.9 0
FEE 3(0.9) 0
EEEMIESE 2 (0.6) 3(0.9)
EEER I AERR 2 (0.6) 0
& 1(0.3) 0
R 1(0.3) 2 (0.6)
B 1(0.3) 0
ESIERUPAIHE M 1(0.3) 1(0.3)
Y EREERS 1(0.3) 0
EEIERL T SRR 1(0.3) 0
TRk 1(0.3) 1(0.3)
TR 0 1(0.3)

n (%).MedDRA/J Ver.26.0
HIWERIDS5670-21 25RO T2 TSR

30




B3 (REEE)
ENN#ETE4EREDSARS-CoV-2MEDAFEDGMTLER U FREEDE (FE
FH@IER)

ENEEABE#ZDOGMTHE RO PHFFREERDED@ERAIISKERXED FRAVTNDIES M
N—IV7%Z L@ FBDNIFASY /TP NI FASVICH T BIFHMEMRIEE N LIS,
BE KRB EF ol CHHBRUCER 128~ 17mE 1 8mAEDOWERE T AFOOugZIRSUIcEED

RRFRECHSHIFEVWEHIEBATUI,.
IENEEA BRI (Day 29) DSARS-CoV-2 (4 =270 V#BA.5F#E) M EPFIFTAMMEN ' litFIn &=
(Immunogenicity Evaluable PPS)

p— ;EhF04TAE ey R N rRe e e
1;%) FEEHGMT™ | BEEHGMTHY | & % =(%)"
[95%{SFEX ] [95%{SFAX 5] gy | [9O5%IEFEXRE] | [95%EFEX ]
390.741 67 4
AHIB 328 | [353.627~ 21 | oo o
431.751] 1.720 ' ' 216
227113 [1.516~1.952] 458 [14.0~28.8]
21 | (208 6o 7 | i
FHnFl
n Jiiib====F it P X i bl R
(g%%nglu%@)) MT® GMTH? S % = (%)°
[O5%EWRM] | [95%EExmE | &l [95%(SHERAE] | [95%{SHERA]
128~178 | 5l 2.829 : 50.0 0.0
2) 1 sgg) | [0.101~79.310] [1.3~08.7] [-53.6~53.6]
461208
18/%~651% 1870 676 225
AAlE (256) [gg%ggf [1.498~2334] | /3 | [61.5~73.3] [14.0~30.6]
244,941
658+ 1301 67.1 18.7
(70) [;ﬁ:g%gf [0.804~2.1071 | 47 | [54.9~77.9] [2.0~34.1]
452.487
128~171% 50.0
[74.696~ 2
246677
18/%~65/% 8 451
(253) L 0ds 1141 138.8~51.4]
188.225
65LLE > 484
64) 133304 31 [35.8~61.3]
GMT AT 51

a) ENEELER RO
b) HA MmN TEE FREEDHE. BEATICIF0.5XEE FROEHAHVSN,
Q) BEEHGMT/ GMTEHERUI5%EHREME & BRANMEBRULCPIAGHZRBREY REEZRUEH. BANBERUR—X 51 Vil
FUAEL FEs (1 2/ E65m AR, 65m L)  RUREDBIIRENSDEEER ShBU LE6oABKRE. 6nAM L) ZHEELUIHDBD
EFIICEIEEHIN.
d) LT -V ABEHFGMTLL (FFIBE (N FASY /TP LI FTASUEE)) DEAI9SBIEREXE TRE>0.67

e) PAFAMABIZIEAID SENFBLBREE(CABL L LR (PRFERE) U BREDEIS

f) FEHUT—I VIR ERDZE (FBIBE—NIFTASY /TP LI F A S8 D@95 %EFRX B TR>—10%

HAERLBEEFTSARS-CoV-2D0 7 F DB RER EIIRET | EZNRELBIERER (DS5670-21 257 E)
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B (COVID-19FRER)

ENEENS7B#LE. 4B-% (Day 29) FTOCOVID-19FiERF REABNME RESHD
DRV [REIBE 20 BB (I T XS /TP LT FASVE) O] IR SBEBDZEZFTHT 5
JeHDTDIRBEREFESNTEATUIED  BHEBREITDOCOVID-19RERICHSHIREWN (B

FEATUR,

UBNEREN S7B% L. 4BR% (Day 29) FTHOCOVID-19%ER (Efficacy Evaluable PPS)

AFIBF "IFASY /TP LRI FAS VB
N=348 N=352
ENIEIE7 %I S DTG 347 349
ENNERE7 D% LIED 5 0
COVID-1 9% fil%%
NS4 DFAEFILK 21.08 21.27
1000 A& 1=t DRFER? 94.87 0
[95%{SFEX ] [11.49~342.70] [- ~173.45]
COVID-1 9%@&%0)& 058 0
A e [0.14~2.28] [0~0]

a) BlFRDOFAEAERE. 1000 NEHDDFEHZEL LI,

b) FEEDMmBAIISKIEFEXEFPoissonETEH U,

Q) FERDL (RENBE/ (bIFTASY /TP LI FASUE)) EZNSDOERAIIS%IEFEXEIFClopper PearsoniATHEH U,

HAERLBEAGRSARS-CoV-200F Y DYO%ER BIISET 7 EZNREUCBMERER (DS5670-21 25 5%)

32




BEAEL MERER (21458 5R) Bne®) (8= 21 Rk /470

=~ /55 k)
BA.4-5(9TLYASY /FILYASY)] i
U
AR IFIRAEMEIP TR LU ORGHEILENEE4BEE (Day 29) XFTOFTIRR (T —5 b 7! %%
2023%12H2H) 9,
5
£ t
SERITER C;‘ 7
TR A ZTOVEBA.A-5(DTUYXSY /FIUYAS Y MR AH) OBEEAE T
B # | BROSARS-CoV-2IEFFAAEMDCMTRUODHFEIGEEN NI FASY TP AT F
ASVEHBUTIS U THDEERIT BEEBICARDBNRBEDZLIMEERT 2.
]
J0F 94 LA (SARS-COV-2)RNAD I F Y TH BRI F A5 (1{fi:#2iR#k) 5~ 11 5AOID ik
SR ETE T 30 BLLERBUISHLE T TR T OE 2B
RO ‘ 50
W oz | REEETHREENOCHERZMEEITIREE Hf:
1540 (ARFIZE 7561, NI F XS/ TP AN T AS BT 96 3
Bk (RRRM):
Immunogenicity Evaluable PPS
14961 (RFIBE 7461 NI F RS>/ TP LD F A5 V7 56) LE
=Y
HRFYY | ZHRLE. MERL. RRUR. OSSR, IS HRIER £
B 2
SBBREEE AT SARS-CoV-2DBEEZERIRF LT ARSI FASY /TP LI F 7
HEBRAE | ASVOVINHCT DBIGTRIERICEIDM T,
FH20pg RSN FAS Y/ T7 AT FX5210pg7% | BRI CBINEREL.
B RUBEIHEIEIE% 2808ICFRUIEIRIG % Z
B (RERY) T
EEHEEE: 15
spppEg | SIEEAERE (Day 29) DSARS-COV-2 (A =TO/HBA.5.2.1) INEPHIFUA IO &E T #
: 1Al (geometric mean antibody titer: GMT) RUTHFIFAIGEE ™'
¢ PRI FUA T A SE NETEAT S NIEEABRIE C ARSI LI S (PRIFTARS) LB EDRIS
B REFHEE:
- BT B LIk, 48R (Day 29)ETOCOVID-195ER

B=d
El
EJEJ
=
5]
)
x
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S

ZO0p§rT S
OrS S MOt

NS UFERIR
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BRAREHERICD T

fRARETE

ZEM:

LZEUBITNREBDER

RBBENARNECEBLIBREN 1 DU HRSSNc2WERE
BEZEMRMTNRETDDER

ZEMRTNRERDSS. 1 DU ELDRFEEEERODERDERD T —I W TR 2 RERE

ENlEER 28 ICHIBUCAIR Ve BFHIEX ISB2F CIELFHE LT,
B (RERM)

EMHERTNRERDER
« FASIZ BERILIRBRE DS B LI TORMICHZE T DHREENRET B,
1)EREM B ERSINTVS,
* PPSIF FASICEENBHRED DS U T DI NTDRHFICHEHE T DB EZNRET Do
1) BEETHEICHBZE S5 X DL SBENFEREESZER (BIREES DV SRABENDER /AL,
8RR IEEE, PIEREERRE) D0,
+ Immunogenicity Evaluable FASI& FASICERNBWBRE DSOS, LT DRLCHHE T IWBREZNRET B,
1);8BERSHIORERENEENFIRATEETHY . N DBRER S %D BRLED 1 DORERRIEAEBENFIA
OJ8E T 2.
+ Immunogenicity Evaluable PPSI&.Immunogenicity Evaluable FASICEFENBHEERED S5 LIFDEAIC
FETDHREENRET B,
1) RBEREHHBICHEES A DI IBRENIERRME B SER (BIREEHDVFRAEENDER /AL,
AL HRRIEEE, PIEREEERE) DR,

FEHMHIER:
BIEEAER% (Day 29) DSARS-CoV-2 (A=T0OV#BA.5.2.1) IERFIFUABDGMT AT
gﬁiﬁ@ﬂ%%@%ﬁ@%ﬁ\ AT EER N OZF OIS %EEX B A S8 EICEH U,
BN ZEIRUIESARS-CoV-2 (A =70 V#BA.S.2.1) IEPHIFTA MDD ZE L EZ WA H.
KBS EHRIPZH. MOERENHEBRUR—X T4 VBN USARS-CoV-2 RRRFEOEREHE
BEIBRDBRETTIVICH TIED. AEEFHFCMT R OB FHCMTH (KFIEE (M AT/
TP FAS ) E) EZOmEBIOSWEEXEE=EH U,
DRI EE
EITJ*DZLQES}EDDEEETJD‘BEHD%EM@%?&(CM&L‘,{i[:i% (PRI RE) UIe e E D
i) To
Fre AEEHDPINMAINEROE (KRB - NI F AT/ TP LN FASUEE) (F.SARS-
CoV-2RBpFEOHELEBE T DMantel-Haenszelix. OISR EBXEIEEBREI N/
Newcombe-Wilson scoreislCEIEEH U,
KB NI FTASY /TP AN I FASVEICHUTIEL U TH D ABEEHFGMTHD
mEIOSBEBX D FRMNIEL Y —I>0.67% _EED. N DIFIFAIL S RDZEDMmEI95%
EEXEDO FERAFFLEY—IV—10%% 02 ETHRU,

BREHEIER:
COVID-19%4EXR
%?ggib{:?ﬂﬂ?ﬁuﬁﬁ 4:8/E#% (Day 29) FTDOCOVID-19FAEE (1000 AFH I DFEIE
z, o
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=Z24

511807 SBIICH T BAR20pg BIEE®R DB M., LI TFDEBITUR,

SERBAOREEEEERDORITIEE . AR TE86.7% (656) TUI, T OBEE =SS
(& SRR NS5.3% (64H1) TSR AIEVEH 46.7% (3561) TUT.

REMOBEEEEERORRIAF. ABIB TIE37.3% (280) TU. EHLSHDBEEEERIE.
BBREN24.0% (1861) . TBFH21.3% (1 651) . FFN16.0% (1261) TU.

BENEEBRORILSE, AFIET48.0% 368) TU. EBBENEEER(E., R BAILHN
10.7% (861) S THTERAIZ SEERXS.0% (651) . STETERAIAERES. 7% (561) TUTz.

OREEEERDTER:

ISBMIDOHEASER (BE/BRFTICRIBUSISEIIOFR L] | BEAR. B8, R/ UK. T SER)

- REUHOREEEER (BE7/O%F CICRRBUCHKE. B2 555k, X2, HNRE)
ORTENBEBRDEE:

- REBSERLADEEER

INEOEREBADHERSER (FER7HH) BEZEHRITHREH)

HIBE

N=75
AFEMIDHEREER 65 (86.7) 70 (88.6)
ESTERATATHE 12 (16.0) 12 (15.2)
ESERIER 19 (25.3) 13 (16.5)
SESTERAITES 15 (20.0) 8 (10.1)
ESTERIE R 64 (85.3) 68 (86.1)
TESTERAIEAR 35 (46.7) 20 (25.3)
BRI SRR 8 (10.7) 9 (11.4)

n (%).MedDRA/J Ver.26.1

INEROEFMEDEHEMOBEEER (RERSHLR) (Z2MEITREH)

HIBE
N=75
EREOFHRFMNOEEER 8 (10.7) 1(1.3)
TESTERAIATHE 8 (10.7) 1(1.3)
BRI SRR 5 (6.7) 1(1.3)
ESTERIAEAR 5 (6.7) 0
ESTERAITERS 1(1.3) 0
SESTERAIEARR 1(1.3) 0

n (%).MedDRA/J Ver.26.1
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TNROERMOREREER (BER7HRE) KEREMFETNRER)

AR cIFXSY /TP LRI FASEE
N=75 N=79
EEEOBEREER 28 (37.3) 23 (29.1)

FEE 12 (16.0) 10 (12.7)

B 18 (24.0) 14 (17.7)

FEEE 16 (21.3) 14 (17.7)

£z 0 1(1.3)

AT 6 (8.0) 5 (6.3)

n (%).MedDRA/J Ver.26.1

TNROBEANEEER (EER28HE) (WINH DRSS T2REEICHIR)

(REMRFITIRE)
Sl NIFRASY /TP LI FAS VB
N=75 N=79
BENGESER EIRD) 36 (48.0) 33 (41.8)
SESHERTATBE 8 (10.7) 1(1.3)
SESHERI T SR 6 (8.0) 101.3)
SRR 5(6.7) 0
IREER 4(53) 3(38)
EIREES 3 (4.0) 11 (13.9)
EE 3 (4.0) 2(25)
AVINIVY 2(27) 2(25)
B 2(27) 101.3)
mldit 2(27) 0
A 2(27) 0
FEHk 1(1.3) 338
GElS 1(1.3) 2(25)
1Bt 0 2(25)
TSEE 0 2(25)

n (%).MedDRA/J Ver.26.1
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B (RERM)

ENNETE4EREDSARS-CoV-2(F =70 V#4BA.SFH) MiBEPFIMAEMHDGMTHE R U

chiliniF IS 2R (X ZFHERE)

ENEESEEZROGMTERUPHRAEREERDZEDTWAIISBEEXBD FRAVT NEIES

N—IV7%Z LA EKBDNIFATY /TP LN IFATVICH T DIESHENRIISNE LI,
BNlEiE4 B~ (Day 29) DSARS-CoV-2 (=70 V#KBA. SR MiEFIFTAMA dhFIiiAmEER
(Immunogenicity Evaluable PPS)

p— M;EPFIFA( PRI R
gl | BEEHGMTYO | BEEBGMTLYY | 5 % =(%)"®
[95%{E#EX ] [95%(E#EX ] % | [95%(SFRXRE] | [95%{SFaX ]
1644.228 975
AEIBF 67 [1346.417~ 62 )
2007.912] “1 .262316N [83.4~97.5] 26
59 [812.690~ ' 53 (79 2~.96 21
1243.494] ’ ’
GMT A o514

a) BilEES B % DOsHmE)

b) MAMENEE FREFDIZS. BEITICIF0.5XEE TROBAAVS N,

Q) FEEHGCMT,/ GMTHER U OSRIEEXAF . BANBERUCPHINAMZREERN. BE5HEMIZEHN . BANHERURN—2 51 Vi
FUAMER O'SARS-CoV-2RBABEDERERESL ULROBOMET IVICEDEEHR TN

d) FELUENT—I TV ARBEHCMTL (BB, (N ATy /TP LANI AT UEE)) DEAI9S%ISFEXRE NE>0.67

e) hAlFTiA(E A EIEERIN OB IEE4 BRI (CABL EIC ER (PHFAILE) U iBREDEIG

f) AEEHPITRINEEDE (RBIBE-—N I T ATV /TP LI T ATUEE) (F.SARS-CoV-2REFEDH R ZE LT 2Mantel-Haenszelik. 7D
I5%ISFEX B FBRMESNI=Newcombe-Wilson scorefAICEDEF&EHI N,

g) FESUT -V ABRBHFPINEINERDE AFIBE-NI T ATV /TP LI F AT VEE) OIS %EFEXE TRE>—10%

HRERLETAGRSARS-CoV-200F DALkt T EZNRE LIS/ MBHER (DS5670-214588)

B301%E (COVID-19FAEE)

BiEENS 78R LE. 48-% (Day 29)FTICCOVID-19ZFREUCERE FMEEDICVLFEA
TUfc,

HAERLBLAGISARS-CoV-200F Y DAILIRRE5T T EZNREUIEL/MEER (DS5670-214588)
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FEHRARISDES

[(RE~EERDEfRE] BFE:2~8TC
MEENSEVHUERICIR O T SEALTLIEEV . ARED SIUEBLTHS 1 285BI fE A
UCLIEEWV 1HICRVBEABEICRURK C24BEREFITDIENTEEI N FAICIEREE
POEIHUBRICIE>THSEBICERULTIEE L,
FAT DX TCENRAICKDBREZR/\RICINZ T REV . BRI RURIMEN LSRN KSIC
LTLrEE L,
AENNA7IVICF 1 OOERAZ0.6mLELT20#EESD, 100#FRAS0.2mLELT4OEED D
BENET,
EARIIC. BBDE—BRICEDE CTHOLWEARHIU T LTV RVBEBRRVWTLIEE W 5
BRI ZB. EYTOMDOREN RV EZBRICKIVERLTLIEEV. REZRDIZD DL
LIV TLIZE W,
%5 |DERICIFBEEDRNUZDREEZY )L I—)LTHBLTLIEE W, Fe dHtt 2 LiIAG FhES
ZIRSILTLIEE WV COBRIEICHOTF HEREMBALBRVRIFRL T ZE W,
BZEERIALUT. H2VIFMOBSEICHELUTEALRVTIZE W,
RERZZSFRVICH. —E#ZRIUC/NA 7 )UIF2~8 CTHREFL. 24—BLAICERL TIZEE W,
FEREICIIAEENSEUEUERICE>ThoBESICERL TS L,

[EREER]
BERARER AVIYBRECIVHESNCT A AR—FTIVRZRAV. BEEE CEICRUBAT
<IEEW,
KR ZMEDDIF Y ERGUTEEULRVWTLEE W,
BE. ZABICHARNERELCTIEE WV B A B RN DEREF TRV TLIZE L,
FEREDEIHHNMEARIC A>TV EZHEND TIIEE L,
HHl - RENOTEZRTDIHORDRATTFRELTLZE W,
v #HRIFBENERICEDRT T, @R ME. 8FOHA MEMICEZELBWNEL D ZHRIEES
([SHUCEYGREHRZRELTLEE W,
v RETEMUZ R T CTLIES W,
v EFHZERIAUCEEHBORACIMBROER N HONIHEFESICHZRE. BMuZN X
TEHUTLIEE L,

(AR LDER]
FHNFHUIRES LBV TRT L,
AH RGBT RIELITB B EALBEV TS W,
MR R GELL TREL T RE LV,
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BEERNEBHSNIIZE DX

BEERHS
AAIDBIEEE B INEDER LiFFU<BVBRAROSNIBEIF. TEBRFR O IR
BRIBLEF COBEERTVFITLOIBELELET .

HEIOFIIF Y DEIRIGEEVERE

DOF > DEERICEUDDBIRINZEEDSBAEICDOVTIF. PHEEAICEDVT. &L EEEBICRS
ZEBEVLIESNE T NEUCRSICOVT. BEEFHBEDEZERCRS SN FFIRICKDFHED
IONE T, IOUICRRIGRER T BIREL T ZELMICRT 2ERIEHZENMTONE T BIRIGEE VRS
(F. IO UTFHIP B IR DR R L R DBRIFIHRE C I,

[HRE7E]
EERENSORE | MITTEIAN EERBEERESHRAHE (pmda.go.jp)
"BFREZMIAN AV SAVHRE)
https://www.pmda.go.jp/safety/reports/hcp/0002.html (2025535 REIE)
FUTA VRSN DIRS
https://www.pmda.go.jp/safety/reports/hcp/0003.html (202553 FRE)

[FRAEEREIRINEVRSESI AT TUDODRE | EILERFENTAR

https://www.niid.go.jp/niid/ ja/vaccine-j/6366-vaers-app.html (2025F3F %)

BEFBEDR—LAR—I(FHEIOFDIF VDEIRINEEVIRS DITEENEAFENICARINTVET
DTTHERLIZEL,

FREBECE D EMZDREDHMEL | BEHBA (mhlw.go.jp)

https://www.mhlw.go.jp/bunya/kenkou/kekkaku-kansenshou20/hukuhannou_houkoku/index.html (20253 3EIE)
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¢ FLKHBHTEBMICONT

Q1 I[FFOREPICHUEEDBHEDEREEDNDH ZE| LIFEFNICEDLSK
BEELVETH?

Al =505 (P4 ARIDORSHER) ICBEDBEIE* DBEN B 25 EIELET,
XEBEDOBBE: 745+ —
- 2EMOE B FEEER. RIS, [LIRRE, 580K, TR TED 7 T IS+ — RO B 2EMDIER

Q2 IFHIDRHS | EHBNFTH BFHICED L SBEMCTEINELNTTH?

A2 £EIORIEPA FEIDRSDRECHEZE L,
ARNERUILFLUIZUD—)U(PEG) ZSELTCWVWET . PEGIIAKIBENBRBRERICTAIE
LCHAT2EERERUD. 2<DEZBOTEMRHPEEHICSENTOET . E5(C
PEGERUVILAR—=K(WKDHDDITF UBEEDODLZERIICHVSNTUVD) ITIFRERINMHE
REDENE T B8, FEIFREZDESF 0. BERIDF XOF —UFERELTOEE A
FleBaRICTTVIAIERLTWVWERE AL

Q3 RKUIFLYIUD— )L (PEG) PIRUVILR—MNIED LS BEER. DIFV
[CEDNTVETH?

A3 PEGIHILIES. Y vy F— BEEHBEICEEASNTVSIENBIET BATERIN
CTWBPEGEEDIFVICIX. DZF T«HF. A=F T«RTURNE. R/NA I NI REREN &Y
FIFCIRUVIIR—= ZEZTVITFUHELFELTCVE T PEGPIRUVILR - EER
[CEFENTLDNFERBEIDEF RN CHER T DEN TETE T Ffe. EEREBERSBHROHE
(PMDA) DO T T A S THIRRTEET,

Q4 BULPEGYPRUYVILAR—RCHUT 7 UILE -1 53188 . KR EBELT
BRERWVNTTH?

Ad RUUILAR—NEEBICEASTHIEE AR RV LR — N EEDBEEN S DI85,
PEGICHEEDBREE T I I 8EMN 5= . PEGICEEDBEUEN DS NI (CI:ETE
UV TLIEET WV RUV LR =N UTEW P UL F—RInERCUIcCEN B DA NDERE
& BPEIC & BB BIE 7 F T S+ — B EDEEDBRERER DO+ BN T
BEHIDBETITITENEELNESNTVET
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Q5 FEIUAC T UL E— DS DB ICEETEZTH?

A5 syrLi— sExBE PR HEER PUILE— BRI OTENE. BB, 7L
F—UEFENHBHEV OB I T EBZRIIONBRVDIITRESIE B . Fo EIET D
DIF Y DREDCBERDBVBDICHNT 27 UILF— =R DFDERIF TR T T 212U INE
T EPBREASHNDOYET. 7T J45F0—F230. BLPUILF—RINERILIZIE
5275 F BRI RS(EERIODHEIER)  BERG CTHEBLTES>TLRET VL Fe.
BEBNELAECEEEIRE(CZI LBV EFRIR CHR<IZT W,

Q6 NERUASBICARZERET DL TEFETH?

A6 5L roBsIcHEEEETEET,
SRR S ABIERORSN T,
SEEREDHADEE. BLMFEIILTOEE A

Q7 FERPITFRLT VD OREMD BB S AR ZEETEETH?

A7 IpEiEroaRHrEREE LB N3ESICOMEBLTE 0,

Q8 FA DDA AF EEETEFTTH?

A8 TmEEroARHRUBLFBEOEREN BRI D2 EHM SN HBEICOHEBIEL
TLIEE WV ERFAIADBATIFARHETT

Q9 DD IF v EREICIEELTHRERVWTTH?

A9 £00FvemnDIFYEOEEEBISEINECAEERDESE. BETHIENTE
TR ADIFEMDDITF 2 EDEBERBICHREDIER o I8 E A/ Z DD
FUERGUTERUBRVTLEE L,

Q10 FHEIOF A I ABRPEICBEBU S EN BB HICAFNEEECETETH?

A10 BcHmaO0F 91 L RICRELEAD FRIO0FDIF VBRI BN TEET,
U EERENSE PSR EE LY URV T EFRIBERL TS,
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Q11 D7F VEBRICHEIOFICIRICHERT BT EEHIETH?

A1l oosvmmacomianr o LR ICRLT BTEEZHUET .
AFEEL DNHE(CIHL CEY RS S E BB U,

Q12 AR DEEFIE [CPCRIZRE. FRE. MIFMRERHETITH?

A12 pEsuztha.

Q13 HEIOFIIFVDEETIE. DIFVDEERIBEEDZDTITH?

A13 sma0r907 VOBEICOVTRE. FHTLTVBHICHIEUED7F VERNSTET. &
B BIAD L RENEE SN 2T ENS. BELIMHEDEE. FEFHHEDME L
PSS NBEEZSNTVET,
CAULERSMAEED S EREBICHL RS EI0FIIF VOBE(DIF VICSE
NBEER) FREIN TV, EHERICAVLSNZDIF VOBE(DIF VICSENS
) IC DV T (3 EASBIA DEBEDR—A_—IERRLTIEE 0,
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