20254T- 8 HERL (55 1 Fif)

AR i S

76313

TANAT 7 F UM

Jrik £ -20+5C
AR 292 A

EYFHRBEAE
a0F 74 )X (SARS-CoV-2)RNAT 7 F >

ATV DX BREV) VY r2mrm
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AINATDIVCYI X EREY )Y Y ornnan
Spikevax® Intframuscular Injection Syringe for 212 years old
Spikevax® Intframuscular Injection Syringe for 6 months to 11 years old

IR - RSO TEIZ X VT2 L

125 L 1A 6 » J~11H
KRilTs 30700 AMX00090 30700 AMX00092

2. BREAELE (FPHERE2S A2 L/ EY TEVE)

2.1 oD RRBEZELTVILE

2.2 MELREWEBIIIP>TWALEZ ERHLILE

2.3 BROESITHN L, EEOBBSEOMAFEDH 54 (8.3,
11.1.1 ZR]

2.4 FEICBIFAEDIIH,. THEMZID
RICHDHE

T LA AR

3. BRAOBMERUHMA - MK

3.1 BEEOBIE
SARS-CoV-2D AL 7 7 Y X7 B & 2 — F§ 205 % &8
HDNAZHW TS L/-RNAZ R L., BEphicois ¥
HRRF 2 HFICH AT %,

Pt e LCTHW BB TR E B,

[ WiBM  [SARS-CoV-27 32 0 Y HLP.8.1 \
3.2 #mk
Wiss AL 7Ny 2 AT ) YT\ AR, 2Ny 2 ARV Y
12 2L R H 67 A~115H
S |SARS-CoV-20 2784 7 4 37 |SARS-CoV-2D A 784 7 & ¥ 137
Ay o) 8% 2—F35mRNA 0.05mg % 32— F35mRNA 0.025mg
ANTETH-9-4) 8 ((2-b F|ANT ¥ 7h-9-4 )V &((2- F
0¥ EFN)(6-FFV-6-(7 | uFITF L) (6-FFV-6-(7 >
FIYNFFU)IAF V)T I)TFIMEFFV)IANFTYV)TI )
7y YT ATV (SM-102) |4 27 ¥ YR X7V (SM-102)
0.51mg 0.27mg
2L A7O—) 0.23mg JLZ27a—)L 0.12mg
1,2-Y 27784 V-sn-7) tu|l,2-Y X770 A4 )L-sn-7) £
A -3-F 2421 ¥ (DSPC) 0.14mg |-3-4 Ak 2 ¥ (DSPC) 0.07Tmg
Ay o) (1,2-Y3) A M, V-rac-Z7 U £[1.2-Y I A M, V-rac-7 ) &

O-3-AFNVR)FFTTF LY
(PEG2000-DMG) 0.10mg

U-3-AFNVEK)FFTFL ¥
(PEG2000-DMG) 0.05mg

fox#E—N 0.25mg

Fax¥E—)N 0.13mg

P Xy E—LIEREE 1. 2mg

PRy E— L IEREN 0.62mg

JKIEME 0.021mg

JKIERE 0.011mg

IERES M) 7 2RI 0.10mg

WEER T 1) ARHIW 0.05myg

BB 13.5mg

BB 21.8mg

3.3 READOMERK

AN 7Ny g AfFHET ) VY

AAE I Ny FARFEY ) T

e 6 H~ 1158
AR - PR ARG TR~ T EOBERKTH D,
pH 7.0~8.0
B A1 (RBEIR R 5 1)

4. FHEESISHNR
SARS-CoV-2Z & B BAEDF B

5. RMEERIIRHRICEHET 5FE
5.1 AHOTRiR)R ORI R I L ToZv,
6. RERUVAE
AL GINy g ABED ) 12U LA
(12 LDE)
1H0.5mL % fHRNICHET 2.0

ZISA YNy 7 ZEE> U U6h A~11BH

GERUENMEUTOE)
1MH0.25mL % F RPN BERE S % o

(%65 BU EAmUTNOE)

WE R LT, 1H0.25mL % 2[E, @,
T. FIAPNICERET %,
SEINSEYE & LT 1A0.25mL 2 R ICHE S 5.

7. AERUVHARICEET %3FE

7.1 5 EDFE

7.1.1 #EiER
BE . BIMOSARS-CoV-27 7 F v DN S 4% 434
R L 7BICHEMTA2Z LN TE D,

7.1.2 EEEH
BFIZSARS-CoV-2T7 7 5 > OFREED W I1Iid, B X748
MORMEZBWC2RAERZ1T) S LA CTE %, [8.8 BM]

7.2 &6 B EARETOE

7.2.1 ¥EI%RE

(1) EERRE
WFIZSARS-CoV-27 27 F ¥ DIFFED I

(2) EEmRE
1 B O, SHEMZ B2 725E101E, TEARY HPnic2
b HOFEME T 52 &,

() EREmE#H
RFNF2MIEHI L ) IRV ERTHD 2 Enb, BHIE L
T, fMOSARS-CoV-2i2h}5 57 7 F v ERMAT 52 &AL 20
BHT2LIEETLIIL,

7.2.2 Bk

(1) EENRE
S el S LB IeE & L TSARS-CoV-217 7 F »
FED D HHo SARS-CoV-2D i TR R & O RN F45 %
BERX, XA T4y MY RZZEEL, BINREOETZH
W4 52k,

(2) #EfEREHA
S, BIEIOSARS-CoV-27 27 F » QNS AL L 534 H
RHL2BRICHEMT 22 e TE L,

7.3 EIEFERE
RENASLSE & D 724123, o T 7 F » L REFCHEET 5
ZENTESL. [14.2.1 2]

8. EELAEXIIE
8.1 AFNE, [FBEBRE I f BRI | M O 52 I3 T 8 bt 50 ] L2 e
LT AZE,

8.2 HIEMEE IZOWT, WAL TR,
THRFEREZ <D &, [9.1 BHR]
83avr. T7F7473FL=b6bNDEIENRNHLD.
BRI MO O RS IR 3 A M2 2 ot i
— B, WL ORBEEZBETLILPLET L, T
KROPEMTY av s, 7TH747F Y —=NRBLAEZ LD
LEITIZ, DR, AR OEM IRV L, [2.3, 9.1.4,
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4B ORI Z BV

Bl e OB 5512 X o



8.4 LR, LIREDPHODLND I LD D720, Pt f ik
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R LTIE, F5 7 - N L —SEREEDEED U 5 AEIK (TU B 3 47 A
SIAE 2 SUARVERRE ., S OB 2 v LN S A5 Sz
WEIEEDICEMSICHAT 2L, o0 L0aHTsZ L,

8.6 B X ZF O MFELC, B H L Wi e B R
B 2 BRI, 2, EEHROREERICEEL, B
RS ﬁu&vwﬂ®fm EHICEM, TORAZORE
IER T R L8 I, ERREROZEEZIT S XD H
ﬁﬁb:%ﬂf‘ot{-é:to

8.7 U U F YA IR ICIESNC X B LG E &
MAE LG & LCRMBD S bNDE I ENH D, Fetdilc
LR AT D20, BERG -ERFRIIESE L RS L L
THEMEOREEZBRT LI EEF Ly,

8.8 Al L MMNDSARS-CoV-212x5 277 F > OEMMEICHT S
F=2E %, [7.1.2 ]

9. BENEEEZHTHEICATIER
9.1 BREEZEE BEEOHKEITOICEBL, 3B2ET3E)
WEAEH SR OGS NPT RT L LB LN DAL, R

IREEROHITZ WE L B8R OB R A D HI I 2 4 H ATV
PRBEEOLEE, BRSOV T 5230 2470,

[FEZ RIS BT ERELTEMT L2 L, [8.2 5]
9.1.1 M/MRBEPER IS REEEE2E T 2E. RBREEET BIT
LTW3E

AFN A B UGB LI IS A5 & b b BFIsdh 5,
9.1.2 BRICEERL2OBH I L ENTVIERVEREICERX
HEERLENENI NDE

ARHNZF T 2 RBISEIMET T8N0 DH 5,
9.1.3 DIEMBERAKR. BRAR. TRAR. NREKR. £5E
EEOEREKBEETDE

9.2, 9.3 &R&]
9.1.4 FHEBRTEE#2AMUNICRHEDAONEERVLHMHR
TEOT7ULIX—ERIERERBLAEZEDFHDE

[8.3, 9.1.6, 11.1.1 M)
9.1.5 BEICHFOVhADEEDH 3L
9.1.6 AXIDEPICHL T, PLILX—%E2T3HFThDHdE
[8.3. 9.1.4, 11.1.1 /]
9.2 BHEEELETIH

FHETEESECTH b, 9.1.3 BH]
9.3 ITiEEEE2H 9 2%

BHEFEETH L, [9.1.3 2]
9.5 iT4%

TR IR LT BT REE O & 2 L 1ECiE. FRi#E Fof
WA RIS LRl S LMW SN ABEICOMERET L &,
9.6 B3I

FREM oA RN OBIAREOL ST ZB L. Lo/
Ik e T 5 2 & RAKOKRFNCHT BPikoe b
AT ~NOBITEIAWITH 5,
9.7 /MNEZE

H15%6 7 ARz 0% & L22BRRBIT M L Tukn,
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1. BIRIS
KOBIIEDH HbNDE I EDNHLDOT, Hgr T4
BRAFD LN, WY RRERFT) 2 &,
1.1 BEXEEIRE
NA1 Yavy. 7F7145%5 —HEARMN)

[2.3, 8.3, 9.1.4, 9.1.6 ]
1.1.2 OBR. DIER CHEAH)

8.4, 15.1.1. 15.1.2 ZR&]

BBl ORI
CHEPIEREDMIT LT b,
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11.2 ZOORIRIE

1%L 1+ 1% HERY]
RFHER |9 (88.5%) 4. M| 29K, L ARKSE
(EGHBAL) | IR - B4 (15.4%) 2,
Jem - ATBE(12.9%) %)
MRS (B, B
M, #TBET)D
LR E PR I AR AR A Rl o E A VPR ARG T R g
(77.1%)2-9), B d, EGRBEIR, SRR
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HILE L - MR (21.7%)2
IRE - et | friddall (43.8%) @)
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) BRI ERBRIZ B Tl 1 IREIC & 0 IR L 72 81 RS O 5 BUHE

DM HTH BB B0 5NE 2 EDd D

C)TLSHRAL & 1a] UAU O i 75 O MR IR S\
) EH67 A~5/NB RS & L7z IRIRRERIC B CIUE L 7zl Ok 0 35

14. EHLOZE
14.1 EEFAREOEE
1411 RAFHECE L2 2 HET 50 HEREHE 7 v < s

WEDRBENT 4 AR—F 7TV E T, BEmEHE LI
WYz 5z &,
14.1.2 fEHIRETIC, R L CHEE (2~8C) &R (15~25C) T

RS Lo T2, REABICHERN LW &,

14.1.3 iR CH L, Mofits, BEH L T2~8C TR E30L M,
8~25C CheR2UM MRAET AT EATE L. WTNOBEGDIHE
BN 5 2 &,

14.1.4 EHATCHRICEL T L 2 L,

14.1.5 RNV ) Y D&M, BRYORAZEOMOBE D 2w
P HMTHZEL, REZEDZLDOIRENL2nwI L,

14.1.6 IHWBEELVFRLEVW &,

14.1.7 AHOEHF v v 7% FIZEVSELRET, LF v v
TRRKEERIE D IZRAL ) A5, wo ) E—EDE) & TRl
Fyy 7TERIINT. AU RALERF vy 725 -EO %
wZ ik,

14.1.8 $t 2RIV 123 Y U VI LRAA, Loh Y ETLT,
Hik - HRICEWEEZHRET 22 L, 0.25mLE 5T HE1C
. 0.56mLOT ) P I ERMH L AW &,

14.1.9 RANIIALRIEY O ET5 2L,

14.2 EHEBEOXE

14.2.1 KR ZMBDOT 757 LiRE
1]

14.2.2 0%, =AHHIEOOXRERETAMIER I, 1R AR R
AAMVRSRICT RN 5 2 & BT L 2w &Y,
7o IR, . T AOBEM LT RV &,

14.2.3 5%k - MRS~ OBE LT 2 20 FROMIZEET LI &,

(1) StREBANEREICLZES T, ik IE. 9Z0BAr
AARECEDE L W &9 BRSO L ClRL) s R & ke
THIL,

(2) TR Z# T D 2 &,

(3) EHEEMA LA E &, BUFORARLMALOBEFEAR S 7z
WA B ERE, 2P TEHFT LI L,

15. ZOMDEE

15.1 BERRERICE D <158

15.1.1 @BV T, aaF 74 VA (SARS-CoV-2)RNA T 7~
F BB R, DEEFHRE SN TS, BFEICSARS-
CoV-27 7 F v DIFFERED o WH TR T 52MH F TORFEICS
WCHREG SNTZREF DL CIEFHERMETH ) FRIC20E | %
BHUNIZREILCWS, £, KEHOEFT, AFICE S
LERORIC X IR E L TV DY, [8.4, 11.1.2 BHi]

THML2wZE, [7.3 2



15.1.2 BfE BaAH o EINE FOLEE RIS IS B 20 %, DR gt
DFLFE, MHNOEBRERT— 7 R— 22 HAWTHEIL 72—
RN HHEM SN L 05K, CIREOIEHRE 2 e L2k
C Ay BFEITSARS-CoV-27 7 F v OFERFED 2\ WH 125+ 25
ANA 7Ny 7 AR (Uil RS IERR) 2181358 £ 0 5 AR B
FEASE W EARIBE Y, (8.4, 11.1.2 BH]

15.1.3 A BV, JEIFFTIEA & OMAEIATTH 225, K
BRBEAFEAMOD ZHEFAZT BT, 20 FT74 VA
(SARS-CoV-2)RNA T 7 F Y HHH . 2 AIAE A SR
OB (5 (2B 238t S hCwv b,

15.1.4 mfﬂ CBWTC, ARA 2Ny 7 AR (U AR IR Bk
Bz, BICTROFME, CIMT, mEEsE. K7 v 73 Vi
25 23 2 BRSO BRI RE STV,

7. ERERRGE

171 E&ﬁﬁ&lﬁfﬁﬁc:ﬁﬁ?bﬁm
RN BT 5 HESEE &1k, #FIZSARS-CoV-29 7 F ¥ OHHERED %
WHERIZ, AL 78y 7 zﬁ%i-‘r%ual’rﬁb'ﬁf*zml%@?‘é ZLEThHY.
SEIISRIE X IR R 52 T LB R 8] 28y &7 A1 % S hssdh 4
HZEThHhb,

17.1.1 B B MAHER (P301588R) (WBEIRIE) (BE : ANA Ny I X
(1 : EiRE))
SARS-CoV-27 7 F Y REMO IR Lo F Z W i, MEALT I«
AABRHATROEMARREE 2 £ L. A4 73y 7 2§55 (Ul A&
PR 100 g i 7 T R Z 4EBE T2 ANERE L7z & & 0%
CREtERal Lz TEHMEETH LT 7 F v OARHE (VE) 1k
NR—=A T4 VEEOSARS-CoV-2IEGA g S, 2/ LI BEfl 214 H LRI
FENE L 72COVID-19FE 52 5] % RF LAZRHIN L 70 P HAEATIZCOVID-19HE 3
259561, FEEMATIX1966. Hh Lokl T L. SARS-CoV-2i2 &
B WIS A VER G- L7z AT RIEELIO L BY) Th o7z BB,
T ARAT I T OF B ST 0O 21T LB 2 o0 SB BRI I (rhe i) 1zt h 2 h
@Dtmuf@qt%

1 SARS-CoV-212 & 2 JESE I 2 A%k

7\/\/{77\/77\’)5763 e e
(Ul < ka5 BE 77 VE(%)
g | OV sy | COVIDAO T e
) e s 450 () FEEB
1) (1)
i ] f 13931 5 13883 90 91.5[81.8, 98.3]
R 14134 11 14073 135 94.1[89.3, 96.8]

COVID-196f 7 H1 : RT-PCRARAB M 2> 222 LA 120 4 B i dk XAk 12 LA L O ITHE 359

K& 2T 24EECOVID-19C, 2l Eﬁﬁﬁ-‘blmfiulﬁb:&éﬁtw;mm

VEDBHT 12335 M BR21~ 42 L1 B D Hegtr oo ZD ) HLEMMIFEA25~ 3511 4

DB RIENT CL293. 0% (2586161) | ﬂAﬁfﬂ$+F'C 397.7% (2756761 T - 7=

)P BEE ER L L. AL COVID-19T L) X 7 (18~ 64ig 2 > Fhefb) 2 7 |
Tl 18~64HDEHALY A7 NFBH D, 6550, F) & g RIINF & L7z k& Bl Cox
HPIAH— FEF VI DM, R MAHTIZ99. 1%EHIXH ., ELMH 295%E 8
X

WA, BBREED S &S TEEEM L 723035181 TR L 7z, &3tk
7H B HE ﬂlUTﬁr#M%éﬂ AN 7Ny 7 AR (Lt

EIFHR) TV N O I I A320% % B 2 70 UL 7 L — RA47°

BN IEBL L 7B RUE DS BURDL (R 7 L — F3DLR) I3F2m & B

D THotzo BRIBONEIMNE, BREEI~2H DINICZEBIL, Fiscll Edh
PAHIZ1I~3ATdh o 72Y,

F2 T2 8 O DFEIHPKN
sl H

VAR AAPE S (2R
(L - 2 HR)

n(%)

S

12690
(83.7)
1951 | 271
(32.7)] (1.8)
3635 | 151
(37.2)] (1.0)
34l | 90
(22.7)](0.6)
%11 | 61
(16.6) | (0.4)
1253 | 24
(8.3)]0.2)
115 | 15
0.8)](0.1)

2al H
R84 Y18y o R
(14 - 2tk B

n(%)
BN

12043
(88.2)
8602
(58.6)
9582
(65.3)
8508
(58.0)
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(42.8)
6482
(44.2)
278
(15.5

A RN
n(%)

7T R

n(%)

Jy-F
3pLE
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0.3)
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(L.1)
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0.7
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0.1)

i
Btk
15164

aZdy
3hLE
416

(2.7)

i
QL

15151

Jv=¥
il B
2658 | 55
(17.5)| (0.4)
1027 | 196
(26.6) | (1.3)
4133 | 105
(27.3)]10.7)
071 | 47
(13.7)] (0.3)
1783 | 37
(11.8)](0.2)
878 | 14
(5.8) | (<0.1)
44 8
0.3) | (<0.D

i
p
14673

JU-F
Sk
604
(4.1
659
(4.5)
1428
9.7)
1318
9.0)
770
(5.2)
191
(1.3)
215
(1.5

i
%
14562

SN
UTT
117.0)
3110
(23.4)
3403
(23.4)
1809
12.1)
1569
(10.8)
809
(5.6)
43
(0.3) | (

AR
jgs3

Ui | 15163 15150 14673 14562

% | 15163 15150 11673 11560

(15163 15150 14673 14560

5| 15163 15150 14673 14560

15163 15150 11673 11560

FED | 15164 15153 14669 14559

n=7BIEL
a) EIEEE A B (DR/ER 23517 %) 1D LTHG ST g
b)) IHEPI AR A8 C M ke 39C M ER 7 L— F3LEE L7,

17.1.2 ERE 1/ T HFEER (1501585) FIRRE) (BF : ANA TNy T R
B (1 : 2iEER))
SARS-CoV-27 7 F ¥ RILFE D205 LA L 0 O A NEHEE N % w12,
8L 7 7 £ R IBIBEFMOE 1/ DHBRRMZ E_ L, 254 7
Ny 7 2T (U R 100 1 g X1 7T K % 438 8] B < 200 A5 1A N3
L7z L SRR OREREE B Lo ARBIZIZAIAL 23y s
A M (U A2 IEAR) BE15001 [ OY 75 1 RS0 AFHA AL S 4L, 2| H
HERE 528 H R OSARS-CoV-202 45§ % MLk s AUl Je OVEF A %L 4

WV ZANZ 5t 3 2 10E H AT 0 38 AT~ 24l (GMT) BT 2 304G 3
(GMFR) JL USHUART x4 (SCR) 25t S 720 MiRIEF3DO L BY TH o727,
%3 2I8] H %8128 11 0 SARS-CoV -21ILi% & A HUMAm KON v LA
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ﬁ;;;u?muxz 20~-64# | 98 [750.2(?‘2715.60] [367.13(7)3,7i2721.69] % [96.31,0?00.0]
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7R L |49 [05(;',63_68] [0.8(;‘,9([))‘98] ! [0_1%;)0.9]
SCR
arsqy | FTH UG [15791.;3,li;97.31 [19,?51,;3,8] 16 [97,51'0?()0‘0]
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N=aF{lifl 42, n=Hitkkis b5

CI: fSHEXRE. GMT : &M T, GMFR : & TR, SCR : Hiikbiz
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— 20 70 10 5
| g | 0 0 O lwe| 68 | a.0]| °
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Y2 — B A4V 202005 B 1 s AP TARAN S OSHRRI BTG 2524 & Sl L
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KRB D IBIMIIE B D RIZSE T — F 12D VT, WIERIER 02 i

A L72T =8 2 T RERISH S 2 TRPURMETOGMT & Uik

G ER FEAAREA & Uy 17.1. 1885158 TSRO 20 1| Se % e 0 Sl 5t

T — 21T 2 NHMEREET 2 RIETY v D ¥ SN 2 REM L 72,

#5 BIMSIERFD 22— B 4V AT 5 I - A 0L (50 9% B A
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e D MR
o/ CT1b)
R B v b
ik [FEI95%CT] [TEAI95%CT] e
m Il 53 1)
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