* 20244E9 F i 2T (45200)
20244£:6 H 1E ik,
F o -20=5T
AR 184 A
I .
RL 5 B P 3 )

EMFHRFIRE

DALIRDIF R

[ ]

H ARG il 0 B o
876313
KRBT GGG
30500AMX00282000 2024491

10391 JLA(SARS-CoV-2) RNAD I F~/

AXIA/\ w55

KOSTAIVE® intramuscular injection

TE)IERE - RIS ORI X YT 52 L

2. BRENEHEE (FPIHEEEZIT D ENEHETREVE)

21 WOEPREHERLTWEH

2.2 WELAWMRBIZI Do TWAEZ LWL NAH

2.3 AH O 42wt U EEE OB BOE O B O H 5 H[8.4.
916, 11.1.1&M1]

2.4 ERICHEIT2EDE,,. FHEMEZIT) S
RICHDLE

& AN 7 4R

3. BEDOBIERUHER - K

*3.1 BSEDBIE
SARS-CoV-2D A 34 7 % 7 G K OS'VEEVHk L 7)) H — ¥
DT I ERHIEZ 32— F$5DNAZSE L LTS L 72mRNA
ZRWML. REF 2R ICHAT S, AFIZ. mRNAD G
FOARFNC BT A EETRART, B (7 5. 73 F) HRuss% M
WTRLZBEEZMEH LT,
PR E LTHOAHWGUER) IZTROLEBY

x| ok [SARSCoV-2# 3 7 1 o fk INIF#E |
*3.2 R
L[ HERS [SARSCOVE® /A 2 5 5y BE T— KF HmRNA

(134 7vH) 1010mg

IRy Fh 8 AMAALUB-(VAF VT I )T
QEN]FFH ANKZIV)THFEYIA V]I TFL— b
(ATX-126) 211mg

122V A5 784 sn-7 Y +tu-3-k Ak 1) »(DSPC)
0.44mg

IV A7a—) 083mg

12-Y 3 X M Vrac-Z7) ka3 AF VKR F o
F L ¥ (PEG2000-DMG) 0.21mg

fax¥%E—)V 242mg

WAL MU A 292mg

FEE AP 180.0mg

VIVE VA ) T A 376mg
RVAFTIFL(160)R) AFT 7R L (30) 7
V) a—)v 0.25mg

I
(134 7ov)

3.3 REIDMEIR

TR P O F 72 (3B (B )
pH 75~85
RAEIE I CEBL RO ) | #13

4. e - R
SARS-CoV-2[C K B EFHAED TR

5. ZpEE - BIRICEET DER
5.1 RHOF P ROFEBIA M IIHEL L T,

6. AL - HE
A & B IR EP AR 10mLIC THEF T %o
LM05mL % i AN I3RS 5 o

7. % - HEICEET 2FR

7.1 EEURE
18i% UL Lo

7.2 1EIERFER
SWHE. B OSARS-CoV-27 7 F » O#fiD 54 7% { & b 3% Akt
HWUBRICHMT L2 EATE S,

7.3 EEEH
#FNZSARS-CoV2T 7 F ¥ DERED 72 WHIZI1Z, B X Z4HH
OHMREE BV R HEMEZIT) 2L TE 5, [885H]

7.4 EISEE
RREASLSE & RO A2, oT 7 F > LIRS 5 2
ENTE D, [14238]

8. EEEARNIER

8.1 ARHNL T B HAE I S Il | B O 52 1B 92 ht B2 48 N2 HEdL L ¢
S5 &,

8.2 WIEMF IZOWT, WML,
TEHEREZ ARD 2 &, [91ZH]

8.3 MM H X2 OPRER T, MY H LM A B, 2
RO 2 58 1 b F 2, BERBEORBEEHICEEL. B0
BRTUSR R OZEL, S 5I0HE, RBSORELEREZEL
THAICE R IR OB 22 5 L) Ao E5 2
to

84 Yavs, THI4FFY—DHobNLI LN DI, #
AT LB BORE O RS I 2 M2 % HoicqTv, g —E
BRRE, WM ORREZ BB 5 2 2T L, F72, KA
MRy ay s, TF745F =205 N7 WEME 0L
TiE, UBEOAAOBERZITbe W &, (23, 916, 11.1.1%
]

8.5 T 7 F VM R T HR IS X B O REMEE % A eI
BRI SCGT & U & U722 & B8l %8 2 720, ek
BRI SR L R L ETHHEME OIRE2 BT 5 2
EDEFE L

8.6 Lfilide. LIERBHOLLNL I DD LD, PHME xZ+
OPEEE R L TiE, O DR EED N 2 AEIR (WsE. B
B Te A PRI IR, SEIFIEAE) 23380 b L2 A 1T, H#se
PICEMOB SR 2 Z T4 L) FEMICMsELZ &, [11.1.2,
1511, 1512%MK]

8.7 a1+ 4 IV A(SARS-CoV-2)RNAT 7 F V fifEIZ, ¥5
Vo N L —SEBRESIE ST WD, WS 37 oS
WHLTIE, ¥7 ¥ - NL—JEBERED DN S FER (MUBGE A A 5
U 2 AR VERRIE. B SCET 0 IR 7 v LI CEE) %R0 b i
HICRE B ICESICHET XD, o2 LodilTsI L,

8.8 AH| L fdSARS-CoV-212K 557 7 F v O T 5
F—yx\v, [7.38M]]

9. BENDESRFEITIEICHTIEE

o1 EREEIEE(EREDHIMZETSICEL. TEEETHE)
BB PROCTNNPICHE N T S B0 5N HE0F, /R
BROHREZMZE L, SEROCEMELTOHN % HEITY, T
i o vt BIRs. AR W T oadilzrw», [
HMEMIEIS LT, FELTEET A L, [82511]

9.1.1 MABKEEZIITVNDE. IMREMEX HREREEE
I5E
AR RS I TS ERACED D S b b BZNDH
Za)o

9.1.2 BECRERLDZHID TSN TV EROEHRE LR
BEAEEDEHDDE

9.1.3 DEMNERLS. BlEKkE. FEES. IKEE. HEEE
ZDERREEET DE
[92. 93%H]

9.1.4 FRHEECEREZ2AMUNICHRBADI SNIcERUEE SR
BED7 VIVF—ZRSEREELIEC ENGDE

9.1.5 BECERDOEFDSH HE

9.1.6 FHDHEAICHUT. LI F—%2TDHZTNDHDE
[23. 84, 11.11%H]

9.2 BikhEEEZEIT &
PHEEELETH L, [91.321]

9.3 FHsElEE"ET &
BHEEEETH D, [9132H]

9.5 143
B SO HER LT ARk 0 & A P E TR R L o 45 ik
WEMEE Bl s E W SN DGEICOAERT LI L,

9.6 FAR
F R A ISR O RFLE RO A2 I8 L. A oMk
FH I E T 5 2 &0 RAROERANKT T 2 ik e b3
HADBITIIAHTH 5,

Bl Je BT K o T


HKKGR
テキスト ボックス
参考資料6



9.7 INR
187 A 2 kG & L 72 FRR B N L Tz v

9.8 EEE
BRI H 7o Tid, MRS HEEITY, BEEE O@EIREZ
TOCBET B b — RIS, EHBEAIET LT 2,

1. BIRIS
ROBIIED D HbNDZ EDHHDT, BEZFHIITH, &
A SN LMY B 24T 2 L,

11.1 EXFEIR

1111 Yavy., PFIT45F9—HEARH)
[2.3. 84, 91.6ZMH]

11.1.2 DERN. DER CHEEAH])
[86. 15.1.1. 15.12%:H]

*11.2 ZDMDEIR I

R\ B 10%L4 1 1~10%A i 1% A
FEH (92.9%) ), 3K | €9
o | RPDIER (83.8%) ), MK (14.0%))
GESHERNL) | A% (12.4%)2) . LB
(12.4%)2
N LR I O
I i, O HeAE
, e | BUH (39.0%) 0 » F » TRALBUER, M
AR (19.2%)2 N
L IR BhiF
R ERINEE A L N A
* | {Hibdr La) | Mg | E. R, R
A
* | W gy LN A
7 TAL 0, a)‘ 1H 475 TG
5 - ke | (28.8%)%), B 1558
(26.7%)
.- BRI (44.8%) ), Mg HH K
A =ARE=S
* | R (30.0%) 2, Z#4(20.1%)
Y IS 2%

a) BRRERIC B W T HEEIZ & 0 IDUE L 72RIBOS D5 BLE &

#330) WES MR U (ARCT-154-01585% I b S — 1) J O N IR
8% (ARCT-154-JO1 3% J2 CNARCT-2301-JO13kMR) CTYUE L 72
FROEJHEGE TR ZNER L, HELTHBoRDLN
THZIIOWTIF X ) S EHEIG Ol Z IR L 72,

14, BRALODER

14.1 ZEFIANBOER

1411 RESE
ARANG G HE (2~8C) Tla AMRIFET 52 LN TE L, b,
WS SIS, ARM 2B A R VEH Tl A
VI35 2 &,

14.1.2 ARSE

(1) BERTICSRICRELTBL 2 &,

(2) AHNIHRAERE G TRV, BECH o TIMRHAIEA L
BWEIEETHIE,

(3) AHNZHBAEMAKHEIONMLZ HEAT HEE, B (bl k
LI T TIEAT B &0 A, HEOH—RHIC R 5
TWo L) EIEEIRAIT 2, b Lo 2354a1%, b2 E
% E CTHHET 5o

(4) BIRBROWICEY R BBV L2 HET 5. BYRLEm)t
HHENAT VAL W &,

(5) WHHHEOWIII6MIFERE S (105mL) 243 5, 16M %82 T
B L W &, BREIBEET L2 L,

(6) HMBEOWIIHSL MM T2 L T 25E132~25T
THRAE Ly — 220 L 2212 1Z6RE R LIPS 5 2 & o 6BER
VAP L e oo 7o M3 BEEE ST B 2 &

(7) BRAERGOBNCIE, ENEHIC X 28HE 2 R/NBRICIZ 5 2
Lo METHER MM 25 0nEIIZTH I &,

14.2 ERIFEROFR

1421 BIRBONAL T UH505mLEHEHLY . BY R L EH 7%
WZ L EOMTHRET LI L, BEDPRD LN L4
Wz,

14.2.2 BRZICHRAA L T REAIE. BRCEL TS, B—%
WICHBETW- L) LIREIRAIL TS 22 &, o728
Fiid, BN E L FTHET L &,

1423 RHEMMOT 7 F v ERELTHR LAV &, [7T451]

14.2.4 W%, ERIZAGICHRMNERT S & BIRN. KN,
B FNOBEMIIIThL RN &,

14.2.5 RO LmBMBENICA > TWREWI E 2 lErD L 2 L,

14.2.6 Hifk - MREEANOEBZ M 5720 FROMITIEET 5 2
ko

(1) SREMANERICE SRS T Mk, M, S50 T
RACEGEL 20 &9 BB I LGl 28R 2 ET 5
Z&,

(2) MFGEATARML ZMET B 2 &

(B) S ZMALLE E, BIROHARCMBLOBETTLA A H N7
FREBLIH 2R, PR TENT S L,

15. ZDMDER

15.1 BRARERICE D < 1B

15.1.1 #AHCBWT, 2305 % 4 VA (SARS-CoV-2)RNAT 7 F
YRR 25 DIERDHRE SN TWw A, #FIZSARS-CoV-
29 7 F v OFRBEO R WEITHT 52 H F TOERIZEB W TH
HEINTIEGOL ZHEFERETH Y FEi2n BEMEEEH DL
MIZHBLTwbe F/20 KEHOER T, ABRIC & 5 RZEAE
& DIERASEELTWAY, (86, 11.128]

15.1.2 204 4 VA (SARS-CoV-2)RNA T 7 F > @ E P& Ui
BEWIREICBI 20K, DEZORER L EHNOEFER
FT= I N=2%HCTHEM L fRERD SHEN S50 %%,
DEREOFBRE 2B L2 A, #FEITSARS-CoV-27 7 F
¥ DIRFEED T W FANIHTT 5 20 FE R O EB P THIE2TE W
ZLAvREE N, [86. 11.128M)

15.1.3 MM BT, R ABEA & OB AW TH 555, K
MABEAEAROD ZHEME BT, a0 F 74V A
(SARS-CoV-2)RNAT 7 F » HAEHIZ, B2 FesE AN AL E D
ONENE GFICEER) 238 S Tw b,

17. BRERALIE

171 BERURLMEICET 2558

1711 BHE T /0 MHEEER (ARCT-154-01588) £ b/ \— ~ (FE%
%) (11 - EIEK)
SARS-CoV-27 7 F ¥ REM D18/ UL L O fBE R B INH 2 W RICT A A
AFFEM (U IR ER% 55 & L TSARS-CoV-2 G R O 2754 »
YNl a—F95mRNA S5ug. BLF I 2% A4 (UM : R ikk)) %
28 H BIFE 20 L7z & & O MER O REW 2 MET 22 2 HIYE
LC. 75 b R IRMEVE 2 LS it ik I sk & 920t L 72
RREEDE b/ — MANDBE1551060 (2 2 & A ~ (Uil - EIFERR) BE7787
Bl 7T RBETT2360) W2k LT, FEFHE B T4 5 COVID-19f# 2 51 (2
HEA THTH D22 AR E COMMOCOVID-19%4E) 15 7
F Y OEMEVE)IZ, KDEBY ThHo7z
#1 SARS-CoV-212 & % RYAE IR 3 5 A w1

AT AN 77K VE%
(L1l + 2igik) . IR
by BARRE | (W95 (X ]
FERAT % G0 7787 7723
COVID-19 56.6
B (%) 200(2.6) 440(5.7) (487, 633]
BRI (A% 11317 11006

A WIHK ) A7 7V —TF (18~59E 2 HAEIL) A7 WF-72 L. 18~
SO DHEIEILY A7 T V. 60/ E) &N & L 7zCoxttfil
NFE—FEF VL DN

T 7 F VEEREARTH NS S 2 BRI UG O FEBRMIE K20 L B Y
Tholze TNHDOHFLIIITE A LAERE T PERE T, BRHBEH N
Wik LY,

2 FHFEISURDOFBLRN

FEBU R EBEIE (%))
1 H 2 H
IAF AN JAZ AN
(Ul 2UERR) | 77 2 ARBRERE | (Uil 0 Uk | 7T e R
SRR (N=7886) AR (N=7638)
(N=7927) (N=7702)
Grade3 Grade3 Grade3 Grade3
P . Py
2 I I il S D B
FEAHBAL | 3003 32 659 0 2043 7 429 1
G (37.9) | (04) (84) 00) | (265) | (0.1) (5.6) 0.0)
TSR | 3029 29 676 0 2063 7 467 0
23] (382) | (04) (8.6) 00) | (268) | (0.1) (6.1) 0.0)
L | 224 2 29 0 80 1 10 0
TAS/HERE | (2.8) (0.0) (04) 0.0) (1.0) 0.0) 0.1) (0.0)
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T 7 F EREATH IC HEEC & 0 IIUE L 72 3 20 5l BOG O S8 BURIIZ &6 D
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