20244E8 HAERE (55 1 W)

H AR i it 0

A INVAYT 7 F U

Jrik : -20+5C
AR 2122 A

EYFHRFEAE
a8F 71V X (SARS-CoV-2)RNAT 7 F >

e e
) T~ BERR SO M1 & 0 B 5 2 &

AN I X BhiE

Spikevax® Intramuscular Injection

876313
S 30300AMX00461
W 5EBAG 202145 H

7.1.2 ERERH

2. BEREAEYE (FHEREEZIBZEPELTEVE)

21 WO hRHERLTVWEH

2.2 HELRZMIERBIIPPoTWDLZ EPHL I LH

2.3 KA OB Ly EEEOBBIEDBEARED H 5% (8.3,
11.1.1 ]

2.4 FRACIBIT A FHDIID, PRI EIT ) 2 L AR Y IR
Bl rLE

3. BEOBERUHER - K

3.1 BEEOME

SARS-CoV-20 254 7 & v )37 G % 2 — P4 HH05] % & ik
FIDNAZ H W TG L72RNAZ MR L, BEEh o sk
SR KT ICH AT 5,

PR E LTHWAHRWUER) E TREROLEBY,

[tk [SARS-CoV-2+4 3 7 1 ¥ RIN. 1A |

3.2 #AM
AHNZ. 0.5mLHICRD T2 EH T %o

T4 A8 7Ny o ARGE
R SARS-CoV-20 A4 2 5 v % a—FT 5 0.05mg
mRNA
NTEFH-9-4) 8- ((2-k FuFyTF)) (64 0.54mg
FV6- (T TFINFFINAFIYVTIN)NE TS
VT A7)V (SM-102)
aLVAFO—)b 0.23mg
1, 2-YA778A V-sp-7Y) tu-3- KAk » 0.14mg
(DSPC)
) 1, 2-Y 3 YA M W-rac-7") £u-3-AF)IVARY F 0.10mg
¥ ¥ x5 L ¥ (PEG2000-DMG)
raxyE—) 0.25mg
b o x 7 E— VIR 1.2mg
IRIEE 0.021mg
WElE T b U 2 KA 0.10mg
R 43.5mg
3.3 HWHIOMAR
Wots 284 2Ny 7 ARGTE
A - PEIR [ A A E~ Ao BEIRCH 2.
pH 7.0~8.0
BEIE |1 CER RSN 5 1)

4. RhEEIRHFR
SARS-CoV-2IC & 3 BERIEDFB

5. RAER IR ICEHET 2
5.1 AHOF P ROFEBIA M IIHEL L T,

6. AERUHAE

12m Ll EDE)
11810.5mL % i WIS 5,

SRR _E12R KRG DE)
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(%65 B ESmKRENDE)
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T WIAWNICIERES %0
7. REARVHEICEET 338
7.1 5mlEDFE
7.1.1 BIERFHT

W AIRlOSARS-CoV-27 7 F » OHAf»r 647 L L b37 A

FEH L 72 IS 5 2 AT E %o

2 BRSOV T, AT IS T

HFISARS-CoV-27 7 F ¥ ODEMIED 5 WHEITIZ, B X248
WOz BT BEMZ1T) 2 LA TE 5. (8.8 2]

.2 &1%6» AU ESHARHDE
2.1 EENRE

#WFIZSARS-CoV-27 7 F » DHHERED 7

2.2 EERER

1l H B2 & 4B 0 &2 8 2 7351203, TE LMD @222
HoBMZ I 52 Lo

2.3 EEEH

ARFNZ2MEFEC L D RRSMER SN T WD eh s, FHlE L
T, MDSARS-CoV-212xf3 277 F ¥ LiRFET 25 2 & 7% L 2
T OFETAIE,

.3 [FEIRFERE

PRHEASLBE & RO T 5121E, o T 7 F > L FIFEICHET 2
ZENTED, [14.2.1 2]

. EEREREE
A RFENEL [ RSB K OF 5 J91 B 92 Mt 222 T L2 e

LTHMTHZ &
B e PR IC & o
THRHEREZ AL 2 Lo [9.1 3]
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9.1.6, 11.1.1 &]
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WX LTIE ¥ ¥ - N —JEBRIEDEED N B JER (TBGE R A
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T U0 F R I AR (RIS X B ORI 7 &
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KoM 2T B0, WG —ERMIIESELRE L
THHEMEORELBET LI EHET L,

.8 AF LAMDSARS-CoV-21265F 57 7 F » OHBYEIZH T 2

T=FE %, [7.1.2 ZH]
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AANHT BB EPET T2 BENDH 5,

9.1.3 LREMERKE. BRAR. FREAE. ORKRE. REE
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[9.2, 9.3 2]

9.1.4 FRIEETEEHR2BLUANICKADAS N -ERVLEH MR
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(8.3, 9.1.6, 11.1.1 ZH]
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9.1.6 AHDEHHLT. PLILX—%22T3HEThDH%E
(8.3, 9.1.4, 11.1.1 ZHd]

9.2 BREEEEZH I 5E
BHEEEHE TH D, [9.1.3 2]

9.3 fHREREEZE I 5%
HHEIEEETH L. [9.1.3 ZH]

9.5 147
Tl IR L C W 2 WO & 5 LMk, FHiEM Eof
LRlEAEbtk 2 L 5 &I S N A YEICORER S 5 2 Lo

9.6 XIliw
TR L OB R AR RO R ZE L., AL Ok
BEITHIEZ A5 2 & o AR OARFNIK T 2PkoE T
AT~ OBITIIANTH 5,

9.7 /pRF
Ht%64 H RN WG & L7z IREBITIEN L T,

9.8 ElE
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1. BIRIE
KOBIRISHH HbINDL I ENHDLDOT, g% +5I124Tv,
BN L NEICIE, MY REERIT) 2 &,

1.1 EXAZBIRE

N1 Yavy. 7F7145%>—FERY)

[2.3. 8.3, 9.1.4, 9.1.6 1]
11.1.2 DBR. DEX EHEARY)

(8.4, 15.1.1. 15.1.2 Z:Hd]
11.2 ZOMOBRIRIE
1%L 1

196 A BUEA Y

AR %96 (88.5%) %), I |Z ) HERE CARKE
GESFERAL) | - BEAT (15.4%) ),

Fek - KLBE(12.9%) )

JEEPEBOE (9. M

JIE, ALBESE)D)

AR | B W W - W & SO SR P T R IR
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Z A 9257 (66.8%) ¥, HE| B
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P3015AER, P306aKER) 12360 S FLik L 720

a) FRRRBRIC BV TR HEES & 0 IUE L 72RI UG O Fe BUE

b)HAEHKTH H RIS 5N Db 2 e hdb D

©) TESHAL & 1) U 30 o0 Wi o> R IR UL i

)67 H~5RE D/ 2 kG & U 7R ARERIC 35\ TR L 72 Rl BOS 0 SEBUHE
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14.1 EJRAMBFOEE

141010 SRR, AUy vBEICE VB SN T4 ZAR—W
TN E G, BERE L ICRDIRZ D2,

14.1.2 fEHAEIC, #0 L TR (2~8TC) It # i (15~25TC) T
BT B Lo Tz, MBARBICHAR LBV L,
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AIMEANICHEHT2 2 &,

14.1.4 HRHICHRICE L TBL 2 &,
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45y 0.25mL & L CI0EEMG O3EHA LI E N T WD, 727 L.
i $ 5 148 R ONESSHC X o Tl oA FH 50, 25mL %
10T E oW LA 5o 11H0.25mL % FRHUT & 2 WiGE,
BRI BERT A L,

14.1.6 MR N A 7 VM, BYORAZ OO EF D R
HEHETHRL, BEZ2A0-50RBHLEVI &,

14.1.7 WH | ORICESZHMCE L, BAT LI L, IRYEESR
WZ Lk, WHIOBICIIASROBRKLTZO/ME 7V 32—V Tl
L. A2 S LiAA, IIEEEZWGT5 28, TOHRMEIC
Mo T, MEPIEALZVWIIEET L &

14.1.8 EMVA L. HE2VIMBOELGFICEBLHEH L 2nwZ &,

14.1.9 —Es 2R L7234 7 Vi, BB L T2~25C TRAEL.
12 DL AR L 72 b DIBERET 5 2 &

14.2 EREBEEFOEE

14.2.1 KF o7 757 ERELTEHM L2V L, [7.3 5
18]

14.2.2 0%, ZAF P ILE SO RBRRTAMIER LS, DA 1 K
BIAMIEBIC NS 2 2 L, BEICEEHELvwa e, F
7oo IR RN B T AOER L ITbRwZ &,

14.2.3 {ESHE OIS MENICA > TR W L 2L H L L,

14.2.4 #1%% - MRENOFELZ T L7720 TROMIZEETLI L,

(1) SHRIBANERICE S ST, Mk mE. 3%50mAT
FARICHE L v & ), SWEMEE IO L CHEY 28R g
THIE,

(2) HREATE 2T B 2 &,

(B) 7EGHARA L2 & &, BIROFRAZRMIE OB AT S 7z
WAEED IS ERE, AP A CTHET LI L,

15. ZOMOEE

15.1 EEPR{ERICE D 153

15.1.1 BAHZB VT, 28 F % 4 LA (SARS-CoV-2)RNAT 7
F VBRI O g, DR ST, MEIZSARS-
CoV-2T 7 F v OEHMED 2 WHITHT A2 H F TOHRMICE
W SNEFI DL ITEERMETH Y FFic2m H S
BHUMIZHEEHLTWS, $72. KEROEH T, ABRIZES
FHIURIC X D FERDYFE LTV 52, [8.4, 11.1.2 BHd]

15.1.2 BHMPGH O EWNE UGS W IC B 50055, DR
OWELRE, ENOEBRERT - X—2 M THEH Lz~
BEEF D HIEWM SN L0 %%, DEROFEHFL 2K L&
Z A, MEIZSARS-CoV-27 7 F ¥ OFHIED R VEITHT 5
AL 78y 7 AR (U : R IERE) 2 38 £ o 25 48 B T4
EREWZ EVREBE N, [8.4, 11.1.2 BHR]

15.1.3 WA BT, BF A & OEMIIAHTH 555, K
BREAFEAEOD ZHEHEZICBNT, 230 F 71 VA
(SARS-CoV-2)RNA T 7 F V% IZ. K8 Fe B AR A SALE
SBORENE R EIR) 258 S Tw b,

15.1.4 AMZ BT, Z284 23Ny 7 250 (Ul ¢ k2 J5kk) B8
#®iz, FICTROBE, KRME. MgEE. €707 3 v iE
8% B9 A BN I HE B O RS S T b,

17. ERRRRRIE

171 BERVOREMICETT 55
AR BT B MG 21, #BFEICSARS-CoV-27 7 F ¥ QBRI D 72
WEERRIZ, A8 7Ny 7 AEERAEBREC2REET 22 2 TH Y,
SBINSESE & ZHMISEEZ S T LB AL 28y 7 AT 2 e indfi$
LZETHbH,

17.1.1 #BHE 1/ MHEBER (P20558%) CBINRIE) (BE 1 ANA TNV I X
#ix (1ffi - + 3 702 #XBB.1.5))
W g K OB gL H & L CSARS-CoV-20mRNA Y 7 F > (1l :
AR & R0 L 722, sehnsasE2lE H & L CSARS-CoV-20mRNA Y »
F v (2ffi @ KPS F I 7 1 UREBA . 4-5) 2R L 7218 M L0 2 1 5
W2, sBInseE2 H A 534 H L ERIZ AL 78y 7 25 (Ul - 43 2
O U HXBB.1.5)50 u g% LA PR L 72 & & Rk, 2atERe
BRSSP 2 Bt U 7zo SBISRE3m H & LT A8 78y 7 AR5 (U
4370 UFEXBB.1.5) ZH:AE L 7250610 9 5. SARS-CoV-2B 40
FHHEZRI DS, SEEVEHEDBE & B 0 iTb Iz 28, 28y 7 A
(Uil © #+ 3 70 YKRXBB.1.5) #4961 % M 5ic, EMgl4HOF I 70y



#(XBB.1.5) KOS 03 5 L& AT DT o 840 3548 (GMT) K&

O RNAE 3 (GMER) 2 M L7zo #ERIZEIOEB Y TH - 720,

F1LBMAEIESEH & LTANAL 28y 7 AfE (Ul 0 4+ 3 70 ok
XBB.1.5)50u gz M L7 X043 7 0 VR (XBB.1.5) L O
R 3 2 AT B (509 FHL5E 7 RS 36)

e . . GMT? GMFR#
mliieide N [ M95%CT] [ B95%CT]
FIza stk 19 2579.0 16.7
(XBB.1.5) [1809.1, 3676.7] [12.8, 21.7]
- 7749.7 2.8
"
R 9 [5943.7, 10104.3] [2.2, 3.5]
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a) PribfiAsE it T R (LLOQ) Kii O %A f#HTI21320.5 X LLOQO A b ize 5E
it LIR(ULOQ) 2 2 A Miid, EREOMASAT TEARVEEICIIULOQIZHE &t x
Sz FuikflisHt RS (LOD) Kilid%ifr. 0.5 X LODDAH v b7z,

eaPiid. BN H OB 2 58 T L 725081 CRrli L7 BeRif7 H R

WBEFHEC L VREIBUSATUES L, A8 28y 7 A (Ul © + 32

O Y HRXBB. 1.5) OEAE %I FEBUFE H320% % 88 2 72 8l BUS O BRI (42
KEOZ7L—F3UER)BE20EB) THo72. BB, AT L — 14
DEISUE D SN h o 720 B UL OFHe I R YLfitiiX3.0H TH - 729,
2 TR EIUS O FBLRI

- P 7T T3
A n(%) n(%)
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INy o AR (Al R X 2 0 VHEBA LD BELTOBIASHLA A S
7oo FEFMIEHE TH B EIEHTEF. X=X T4 VIFEDOSARS-CoV-2/&
PeDFMHIH L THB Y (FHEM bz, g S -2 HEMz 207,
N—=RF A ¥R O20 HEMEOYURIM & 17 72 2584 28y 7 AfjTE
(2fi = EJEREF I 7 0 YHEBA. D BEOTIHIZ X GAZFEM L. 17.1. 9154
85 0/ MAHERERD A 2S84 2728 27 A S50 (U« 2R BE o F4E O BB
F—y LB U720 Z284 28y 7 Af5 (21l ¢ REk 4 I 7o ok
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M RIPURIRE X R3D E B Y TH - 727,
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(ULOQ) % B 2 Bfitild, EEEOMAATTE LVHEITIZULOQIHE 2 2 57z,
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WAL Uy AERGTE (28 @ 56 A DL E2mRN, 2L L6 R, N—25 1 ¥
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GaEVE GHRIEE DR & D THERE L 7217960 CRHMIi L 720 KRR

HENZEFHEEIC X D B SORASE S, A28, 73y 7 AffTE (2fif

bk A+ 3 70 YHBA. D QW N OERiAICED S 7z 3 458 U6 D

FEHIRIL (AR RO 7L — R E) IZFAD EBY TH o720 B, RkBR
T2 L — FADORIGIZBD 5N o720 BRSO KIS, %I
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4 75 8l BOG O FE BRI

1 H 20 H
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