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o ZDOHOEMMIHEIRE J858R D I F  EERIRUEEBDPDSARS-CoV-2 BREDHEZ B DIENS
MEZR/RELT, COVID-198EFICEDIKIZF T HE (1 : ElFEHK) DVEZFHE L.

BIREHEIER : ZAECOVID-19(Cx T S VE. 2DE#ZER 1 »BDSARS-CoV-2 MiFRFIHAMEE
ZOfthDFHEIEE : 1 LEEERDVE

(R2] AR, SOEEER7HUADBARILX FEER (RIGRMEEITNR) &

SARS-CoV-2 BPEDHEEZMDES | WEHERUXS — &KL (RT-PCR) FFTODHERICIA . SARS-CoV-2 BREAEDAEIR (5
O FAFBEURKZ, FEXEBELEEUN, BE, AR UHARE. HIROKE [REES. WEE. T/, Bl) =
PRLEBTIDET S,

EAECOVID-190DER (FDA) : EEDEHMKEZBZ R I LR OEWAEIR. FIRAE. ¥avy EEORUBREE. EEORMES.
BEORMHREEERE . EPAREANDAR. FLOVITNHICEKET D,

ZE2MOBEMIFETIRIICTV. EXBHRERHRICEDIVTOLRV, BT/ 28R, BEBRIFEE. SRV 9I5%
{EFAX[A (CI) (Clopper-Pearson) ICKWEH Uz, DIF VB (VE) (£, 100X (1—IRR*) THEL. VED9I5%
ERXBEVEN30% ZEBZ DI DEB%IEE %, Bayesian beta-binomialEFIVICEDEEH Uz, REEITD
O ELEDE—TEDBIRZ2.5% UAICHEITZIEZERBULT, RICBINOMINBEEZSBRERELTI8.6%EL
feo TBIC, familywise DE—TEDBIRZ2.5% ([CFAE T B IcH(CEEFT T S BIR B T T Z&Z RIT oIz,
FEREHERICHUTIF. SRR ER (VEDQHTEBMRU95%CI) Z{T o1z, 08, BT IL—Ti (VERUD95%
Cl) [FERIICERESINTL,

X R, BHEAR 1,000 AFH =W D COVID-19BEFDT S MBI IS F T #iE (1l i2IFK) B¥DLEER
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[NEBE&LU 2081 16 mU EDSHIE]
0=ZxlE

16m A LD 43,4486 [D=FT«BiE (1l : #TIRMR) BAERE 1 21,7206 TS NERERF 1 21,72861]
EXRICIZF T« fnx (Ml : BIFHK) BEROZEHZFHBLE Ulc. —EDSI0E (BT REIE:
1CIB#1E%8,1830. 2@BXER7,5074)) TaiREEER7HE. BFEFEICKVEIRIDOFEIRIR
mEFHBLE Ulc o ERBIRIDORERINR (EREHRU Grade 3LUL) FTFROESUTUI T HEB
iR EESH (PRIE) [CFERL. FHEHARIE2H (PRIE) TUK. ZOMOEHMOERISERE

=
rﬁ FH (hoYE) (CHIRL. IR 18 (hR{E) Ture,
ZN
° - .
;E@ FREIRNOFEIRIK R
)
%‘ HIRGIEL (RIS [%])
O=FF 8 (1 : &iERK) IStEs PSS EREER
=g B i Grade 3 Ex il Grade 3
O e | TRE MEY | gl | PR BLED
1 4,093 3,186 (77.8) 28(0.7) 4,090 488(11.9) 2(0.0)
SESEMTR R
2 3,758 2,730(72.6) 33(0.9) 3,749 372(9.9) 0(—)
1 4,093 1,700(41.5) 35(0.9) 4,090 1,172(28.7) 14(0.3)
E5
2 3,758 2,086(55.5) 143(3.8) 3,749 756(20.2) 16(0.4)
1 4,093 1,413(34.5) 25(0.6) 4,090 1,100 (26.9) 22(0.5)
FIEbE
2 3,758 1,732(46.1) 76(2.0) 3,749 735(19.6) 19(0.5)
1 4,093 738(18.0) 14(0.3) 4,090 398(9.7) 5(0.1)
ERPNE
2 3,758 1,260(33.5) 63(1.7) 3,749 260(6.9) 4(0.1)
1 4,093 434(10.6) 9(0.2) 4,090 203(5.0) 3(0.1)
=
2 3,758 1,114(29.6) 62(1.6) 3,749 125(3.3) 0(—)
1 4,093 406 (9.9) 7(0.2) 4,090 247(6.0) 1(0.0)
REER
2 3,758 772(20.5) 27(0.7) 3,749 170(4.5) 5(0.1)
1 4,093 111(2.7) 8(0.2) 4,090 27(0.7) 7(0.2)
%?&C)
2 3,758 512(13.6) 32(0.9) 3,749 14(0.4) 3(0.1)
a) BFERIC LY HELHIE.
b) EEEN [SE (A58 EHTS) | U EEUTHESNI-ER,
c) 38.0CLL L. 38.9CHEBAIEEIC. EEENSE (Grade 3) LI EEUT,
HPEE A/ T/ IABRER (C4591001HER) RIS
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1OBEERDAEEER

J=F>«8hE e
(Vi : R S N
(N? =21,621) :
'5EER n® (%) n® (%)
HEER 5,770(26.7) 2,638(12.2)
Bl 4,484(20.7) 1,095(5.1) =
EE 240(1.1) 139(0.6) R
E2]dlalyeks) 21(0.1) 24(0.1) g
i
BELESESR 126(0.6) 111(0.5) >
BRI 4(0.0) 0 %‘
5B 71(0.3) 68(0.3)
£IEICH DD 21(0.1) 23(0.1)
BERERIEICESREEER 37(0.2) 30(0.1)
Bl 16(0.1) 9(0.0)
5B 13(0.1) 9(0.0)
&EIEICHhDhDB 3(0.0) 6(0.0)
T 2(0.0) 4(0.0)
MedDRA ver.23.1
BRI ICRFRITL . 1B LFEEZ S S IE N TR,
a) BEHDSNEH. %FEDDF,
b) EBRE D DS51HU LORENBESNESNER. [REEBR]| FEEBR1HULORENRESNSNE,
C) BEREEERRICKN . BREICEET B L HIlR.
SEREIRIGE. IZF T 8E (M1l - IR BB 46 (BOEBE . GRED V/VEIRERR . FIFI4%ED
EMAREIR. GRHIONERS) [CRHSNF U,
SETIF. D=7 T+ 8E (Ml : ERAK) HER CRIIREE(LE . OELES 6. TS EREE R CREREE2
Bl Bz DEMEES 1FIN SR SNELIEH. LT NEBEREICEHELRVL IR NE L,
J=F T« 85F (1 : 'iEHR) DZLOFEEROFEIRI S 1 DEEER XD 2OBEE T, k.
=FE#E (56 L) KBS FERE (16~55m) TRIETUI,
Polack, F.P. et al.: N Engl J Med 383(27) : 2603, 2020 (X5E&R(E T 7 A F—DRARY -V wTFDH ERMESNTZ)
Copyright © 2020 Massachusetts Medical Society. All rights reserved. Translated with permission.
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[MEE®&U20BEE]

@ 2OHEE®R 7BLIEDSARS-CoV-2[C KD EFEEICK TS
A=« fhE (1 : EIFEHF) OBFZE (EERFFEHIEE)

36,5236l [O=F T #hF (11 : &IRHE) HT1EEF 0 18,1986, PSR EEEF : 18,32541] =3¢
FIC,. —DBOEEFMMHIHEIEB [SARS-CoV-2EEBEHNBRVSINBTCH20BEREER 78U
fEDSARS-COV-2[CKBDRERIECHITDIAZF T« fE (1l : &IR%) OBFMNE [(DIFvEML
T(VEN]] ZEHIE U LTz, 40,1376 [O=F 5« fhiE (1l - &2IRNR) 15788 - 19,9656, S hiEiE

& B 20,1726 ZHKIC. —DBOFEAMEEES [SARS-CoV-2 BRABEDERERDENS
E_Ft ETD2EBE#EER 7B DSARS-CoV-2[CKBBRPECT T2 IS F T BhiE (1 - i2IRH) OB
all . -
ER it (VE2) | Z5Hi LR UTc . BTERE RO EBI TU,
Ic
2 q
L) SARS-CoV-2[C &P REFEEICK T HEHE
T
SARS-CoV-2(ckd DIF VBN
BTG BREREAS | %[95%(EFIEM]
ASFT48E
T I 18,198 8
VET? U balich b 95.0190.3, 97.6]
TS EiEs 18,325 162
A=SFT485E
T 19,965 9
VE2? LR = B At 94.689.9, 97.3]
TS g 20,172 169
a) VETRU'VE2D2 CIEZER DB (hR{E) FZNZNS57HES5HTH >z, Fio. VETRUVE2DBEICIFEEER19~42HE D
SHENZEN. ZOARIFVE1EVE2TZNZNI19~23BEDSNIEF96.5% (35,24841) £96.3% (38,6658l), 24~42HBEDSINE T
3.5% (1,275%1) &£3.7% (1,4726) TéHolc.
) BMMEORILIER DAY M4 TH 1 20205118148
HERER BN/ T/ MABHER (C459100158R)  ASRBSEHEE
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[T 40—7v B 128U LoshE. 2021€381387—9Hv h47)]

@ 2OBiEfEE 7BLEDSARS-CoV-2[C LD REBIEICK TS
A=F 5 hiE (11 - &ETRHF) OB (EEFHEHIEE)

42,0946 [O=F T« fnE (11l : EIRMF) #188% : 20,9986, TS MEER: 1 21,096 611 K&044,486%51
[O=F T 8hE (i : EIFVR) 1B1ERE 1 22,1666, 'S NEER 1 22,3206 ZHRICENZENVET
NUVE2DT# 07 v BTV E Ulc. BITIERIEFTROESUTUI,

SARS-COV-2IC & BBREICHT BEMM (20214381387 — 5w A7) =
®
SARS-CoV-2[c &3 DOFEME R
AL BRI % [95%Cl] 7
A=FF185E D
VET® (1 i) it 20998 7 91.3(89.0, 93.2] L
FSunEE 21,096 850 <
J=FT48hE
Vi (1 : i) imee 22,166 o 91.1(88.8, 93.0]
TS EiEE 22,320 873
Cl: {ERXE
a) VE1RUVE2(D 2 OE#EE% DB HHAR (F1E) LT NB 118 BTH oz, i, VE1 MU VE2D@EICIFEERRE 19~ 42BEOSIIEN S FN.
ZDWERIFVE1EVE2TZNZNT19~23BEDSNIEIF96.2% (40,51561) £96.1% (42,73941) . 24~42BRDSHIE(E3.8% (1,57961) £3.9%
(1,74781) T&H o1z . B . e e
*EAER AT/ I/ MEHER (C4591001 35 ; AERISSHME R
- ~ Silsa=
@ FECOVID-19ICw TR IF B (VE) (BIREHEIER)
1CIE#EEZROEIECOVID-19EERE =T 7« i (11 - EIFEHF) ZEEE 161, 7S REEE 30
BICUlz. EFECOVID-19(CX 9D I=F T fiE (11 : FilRHK) DVEIF96.7 % [95%EFEXE (C) :
80.3%~99.9%] TULT=,
ERECOVID-19(Cxd3VE
JA=FT185F =4
Taa: TSR iEiEe
) (11 - B2 fsrEe e VE ;
BEEHEIRE (N?=23,040) (N®=23,037) %) (95%C1°)
pIze>  BZ=EIREO(n?)  FIF | EBREIE(n?)
10IB#EZDEIECOVID-19FIE 1 8.439(22,505) 30 8.288(22,435) 96.7 (80.3,99.9)
1OB#EERHNS20B8EFEFET 0 1.351(22,505) 6 1.360(22,435) | 100.0 (14.5, 100.0)
20B#EEENS7HBEFET 0 0.425(22,170) 1 0.423(22,070) | 100.0 | (—3,783.5, 100.0)
2oB#EEE7HBLE 1 6.663(22,142) 23 6.505(22,048) 95.7 (73.9,99.9)
12U EDF— S EHTRER 2SS,
a) BEOSMEH,
b) FHHIEE DB EZHIc I SINE.
C) FREAE (&, SHMIBIERICK T2 U R TEMERUFZHEROD . £25IE(CHz3 1,000 AFEH ) DEEH D EETHFE . EFECOVID-19 RAEEARE 10
BEERH SRR T E T RUZNZENEHSNIEIBI SKETE T,
d) SHHBIEE DR EGDEMEH.
e) DIF VAN (VE) DISFEXME (CI) 1F. Clopper-PearsoniAICEDIVWTEH,
EECOVID-191FKREDFDAICK>TES (https://www.fda.gov/regulatory-information/search-fda-guidance-documents/
development-and-licensure-vaccines-prevent-covid-19) (R#&727t 2 : 2025588 28H)
Thomas, S.J. et al.: N Engl J Med 385(19) : 1761, 2021 (KXHERE T 7 A F—DRARY -2 wTFDH ERMEINT)
Copyright © 2021 Massachusetts Medical Society. All rights reserved. Translated with permission.
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JA=F5«EhE (11 - &R

[MEBE&S KLU 2E8ERE  12~15EDENE]
0 =Zx%

12~15m%M2,2606) [OI=F 7« #HE (11f : &IRKK) &8 11,1316, TS REEE 11,1296 =
MRICOAZF T+ FE (1 : EIFWF) BEEOREMZFHELE Ulc, /aikEEER 7B/E . EFBEIC
KUBIRBDFEBIRRZTHE U E Ulc o ERBIRMOFERIKRT (BREMFKRV Grade 3L L) IFTRD
EBYUTUL FHEBAIAREFEESH (PRIE) (CRIRL. R 28 (PRIE) TUI. 20D
EHMDOERE2~3H (PRE) [CHIRL. HHHEIF1~28 (PRfE) TUMRK.

® FREIRSORERR

I
) HIRFIE (RIRENS [%])
A
T O=FF«8hE (10 : &CiER) IStEEE TSRS ER
&= B i Grade 3 Ex il Grade 3
O | gl | TRE MED | g | PRER BLED
1 1,127 971(86.2) 11(1.0) 1,127 263(23.3) 0(0.0)
SESTEMTR R
2 1,097 866(78.9) 7(0.6) 1,078 193(17.9) 0(0.0)
1 1,127 677 (60.1) 15(1.3) 1,127 457 (40.6) 8(0.7)
E5
2 1,097 726(66.2) 26(2.4) 1,078 264(24.5) 4(0.4)
1 1,127 623(55.3) 11(1.0) 1,127 396 (35.1) 9(0.8)
IS
2 1,097 708 (64.5) 22(2.0) 1,078 263(24.4) 1(0.1)
1 1,127 272(24.1) 2(0.2) 1,127 148(13.1) 0(0.0)
HhPYE
2 1,097 355(32.4) 6(0.5) 1,078 90(8.3) 2(0.2)
1 1,127 311(27.6) 5(0.4) 1,127 109(9.7) 2(0.2)
=R
2 1,097 455(41.5) 20(1.8) 1,078 73(6.8) 0(0.0)
1 1,127 109(9.7) 1(0.1) 1,127 77 (6.8) 0(0.0)
ESJE0PE
2 1,097 173(15.8) 4(0.4) 1,078 51(4.7) 0(0.0)
1 1,127 114(10.1) 11(1.0) 1,127 12(1.1) 2(0.2)
%?&C)
2 1,097 215(19.6) 25(2.3) 1,078 7(0.6) 1(0.1)
a) BFEEICKVEHELI=HIE.
b) EBEEN [SE (BEEEEHTS) | U EEUTHRESNIEER,
€)38.0CL L., 38.9CEBAIIBAIC. BEENSE (Grade 3) I & U,
HPEE S T/ T/ IABRER (C4591001 HER)  REDISTHEE
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@ 20 BEER7HLREDSARS-CoV-2[C & RERIEICK TS
A=F T« 85E (il - &ERHK) OB (EEFHEIER)

12~15ZEDEMNEICHIFDEMMZENTIHEUE Uiz, 1,9830 [OI=XF T« BhE (1 : iilFHK) 2
1&8% 11,0056, FSEREESE: 978611 ZWRIC. —DBEOEEGMESHEIEE [SARS-CoV-2%
ZENRZVSINETO20E#%E R 7BUEDSARS-CoV-2[C XD REREICK T2 =TT+ fiE (1
i : EiRAR) OBME[DIFEMMET(VEN]] Z. 2,22961 [OI=F T« &% (1l : &IRK) =&
111961, S ERERERE 1.1061] ZRHRIC. ZDEHOEEEMMEIEHIES [SARS-CoV-2
RABOBRZEDBVSINETO2O0E&EER7HLUEDSARS-COV-2[C LD RERIEICT TS

=7« 8 (Ml - #2EE) OBEZIME (VE2) | ZEFHmUE U, BITERIFTRODES U TUL, %;
&
SARS-CoV-2Ic &2 BuEIC 2 B [
Iz
N )
SARS-CoV-2Ic&3 DOFVEME
e ARG % [95%Cl] 2
mEp e e
T AR 1,005 0
VE1? (11dh : ECIFHK) tEEE 100.0[75.3, 100.0]
FSuREEn 978 16
:IEﬂ'j_'ffﬁ'ﬁii 1119 0
VE2? (11 - 2iRAF) HeREEE ’ 100.0[78.1, 100.0]
FSuRiEEn 1,110 18
Cl:{S%EXM
a) VE1RO'VE 2002 DS T8 D HHER (h5E) (3L 3NS5 62 BT 1. £1e. VE1 R VE 2 0@ 13 BT8R 10~ 38 SO S NE N 2 %
N. ZORERIZVET1EVE2TZENZNI19~23HBED S 11E(1£95.9% (1,90241) £95.8% (2,136f1) . 24~38HEDSHE(1E£4.1% (8141) £4.2%
©3peBr MR B/ T/ IB5E (C4591001 5E8) | AERESEFEEE
4 == - || /758
@ 20 8EER1 ABDSARS-CoV-2MiEhFfl 4 (Bl REFHEIER)
ZODEREBHSEES(ICHE UM SARS-CoV-2 BREFEN TR 3604 (12~15/%EE: 19041, 16~25
et 17064 ZWR(C, BREeZERESHHIER S LTS 7«85 (11 - &EMK) 2E1BiEE®R 1180
SARS-CoV-2 ;B IR ZEHi Ul iER . TRDESD 12~15FEFD 16 ~25mREfICH T HIES M
AVITeAY AF-N O) /=l
12~15/REFND16~25/FEF ICXIT D
SARS-CoV-2 M;EchF0Hi# (i (50 % chFlFni# () D s{a g H
12~15m8 16~251%8: R
. GMT [l 95%CI1? - GMT [ 95%CI1? [/ {RI95%CI]?
AR (EEEEE11F) DI (EEEEE11F)
1,239.5 705.1 1.76
190 [1.095.5. 1.402.5] 170 [621.4, 800.2] [1.47. 2.10]
Cl: (SRR . GMT: SETAHIAME . GMR : AT,
a) FUAEN EE TR (LLOQ) FBDIBE . Z47IC(H0.5 X LLOQDEN LS,
b) IELHEDEINEEE : GMR (12~15m%/16~25%) OMAI95%CITR>0.67
HARER GBS/ T/ IEEER (C45910013ER) ; ASRIFTHEER
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=7« 85F (110 - &iERK)

[3EIB#HE : 18 ~55mDEh#E]
0 =Zx%

18~55mM306flZ/RICIZF T« HE (11 : &RHK) SMEEEROZ 2 ZFFBLE L.
RRFEEEE7HE . EFEEICKVEIRROAERINZFHELE Ulc. ERBIRINOFERINR (ERE
R0 Grade 3 L) (FTFRODES D TUI ESEMIRRFEELSE (PRIE) [CRIBL. FrfHAR&
28 (PRE) TUIz. ZDMDYVNEHEZR< £ HHOERSFERE (PRE) (CHIRL. FHaHARE
(F1~2H (hRfE) TUIc. UV/NEMEFEESH~48B8ICHRIEL. XEOHSBLAICOEELE U,

=
&
[;’Et FRBEIRROFEIRIRR [OZF T« 85 (11 - #SiEH) 3DIBIEER]
5 SLIREILY (RIS [%])
LY
< . .
IS Fo8hE (1 : ) SR
BEES TG BER2s Grade 3/ tY
SEETERIETE 3 289 240 (83.0) 100.3)
EH 3 289 184(63.7) 13(4.5)
SEE 3 289 140(48.4) 3(1.0)
ke 3 289 113(39.1) 4(1.4)
=R 3 289 84(29.1) 3(1.0)
EAEE 3 289 73(25.3) 1(0.3)
FEO 3 289 25(8.7) 1(0.3)
U~ VERGEY 3 306 16(5.2) 1(0.3)
a) BFEEEICKVEHE U= B (U IVEEERL) o
b) EEEN [SE (BEFZEBEHITS) | EEUVTHRESNEER,
c)38.0CLUE, 38.9CEBZI-IEEIC. BEEENBE (Grade 3) U EE UK,
d) [EE GEBRSNEOBEEDEEEZIEEICHHT?) | U EDIBEIC. EEENSE (Grade 3) I EE U,
HARER ENET /T /MBEER (C4591001HE8R)  ASRIFSHEER
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@ J=7F5«85iE (11 : i2iEH) 3CB#EER1HADSARS-CoV-2
aPAAE (EZEFEIRR)

SARS-CoV-2ERZEEN BTV 2106FZWRIC. I=XF T« hF (1 : &I5EHK) SOEZEZ12BD
SARS-CoV-2 MiEFFFAMZFHE LIciER . TROESVIZF T« 8nE (1E : ilFEHR) 200BEE
#1818 DSARS-CoV-2 MiEFHFUAMBICK TDILENTRINE LI,

SOBEER11AD20BEER1HAICHTS

SARS-CoV-2 MiEshFni#h (50 % chFl i i) D3 EL

=
5
GMT 5
([ 95%CI1? GMR £
AEHI N 7
[f8197.5%Cl] <
3EBEER1 18 2EBEER1 18 o
T
210 2,476.4 753.7 3.29
[2,210.1, 2,774.9] [658.2, 863.1] [2.76, 3.91]
Cl:{SFEXE. GMT : & 93iAd . GMR : 25
a) FAEN EE TR (LLOQ) KiGDIBS . BRITICIF0.5 X LLOQDEN LS NI,
b) IEL MO INES : GMR GEBEER 1 1B /20BEE% 11 8) Ol 97.5%CITE>0.67 RV GMR=#EE=0.8
HRER BNEL/ T/ T8 ER (C459100153K58) ; AGREFSHImE R
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28

5.2 ;85 M85 ER (C4591031:K5R) sst—91

Moreira ED Jr, et al.:N Engl J Med 386 (20) : 1910, 2022 (F#HEIF T 7 F—DRAR Y P -2 v DB EREINT)

&) ASF T 8rF (Ml - EEIRHR) [F. 2024 F 8B 28 HICHESRBIERH LB O>TNET,

@ EBE

I=FT«8hE (1l D EERK) OF S ERICH T2 3OEREOEME. REMRURERMZSHE U,

16i® A LD 10,1256, RIITFRAHNREL TV IBMER [E MREREDAIVA (HIV) . BRIFFRDAILR, CEIFF
ROANRADBREEST] #ETZEEEHANIZ, COVID-19DBEREN 5. REIHREESITNSS, &
BRREBUIS NI BB NI, SIERIGLE D175 BIC2BE0DIF Y EEESI T,

HER G E
ERLRT S ERNRHEESREZEM AR (ETH) . WRZIZF T 8hE (1 - iR 0ug/E) XIETS
TINZEET DR TRIEREIN L. WINH Z=AMICARAEEL. R578&(CEMEE T2 M2 IU.

(R2M] TEFEES GTER. ERCETEROEE

(B3] EEEFMEE: DSF 7 BT (12 R SEEEMES 7 BELIEICRS 5N/ COVID-19 1R ITED
<DOF U
SARS-CoV-2 RPEDHEE LI DESR | WIS RUAS —EE#HRIG (RT-PCR) ZTODHEFRITIA . SARS-CoV-2 BRRAEDEIR (FEZh.

FRFEL UK. FRXEELUEBIIN. B FIRXEELLUHRRE. HIAOKE, IREES. IREERF. ™. [Bl) 226<&
H1DEITS,

EECOVID-19DES (FDA) : EEDEHMKREBZ I ZESOEKRHIR. FRAZE. Vavd EEORMERS. EEORMFES.
BEORMHREERS. SPERENDAR. ELOVTNHICHKET D,

ZEMDOBENIFERNICTV. EXGREHERICEIVTORV, B 28RI6. BEER(FEE. BIEGNRU95%
{E%XME (Cl) (Clopper-Pearson) ICKWEHI U, DIF VBN (VE) IF. 100X (1—IRR*) ELTERS NI,
DOFVAMEICEHET ZEAI95%ClIE. BRI ICEHE TREB I NI Clopper-Pearson;ACEHEI NI,

% FEED BIEAR 1,000 AFH=W D COVID-19BEFDT S R EES O T2 IS F T« fhik (1l | IR g DL =R,




JA=F5«EhE (11 - &R

0 =zt (FEER) (EEFHEER)

16imA _£D10,12561 [I=F 5« £hiE (11l : #CIRME) $E1E8% 1 5,08161. 7S REEEs 1 5,04401] Z
MRIC, FERICAIKEDTI DDEEBRIREUCEREUVHBREDIGZFHE LR Lic, =T
T+ B (1l : 2IRAK) 8E1E8¥5,05561. S NEER5,0206l0 55, 3OB#EE®R1 nAXTICHR
SENRIRENM 1% U LDBEESRIETROESUTUI.

3CBEER1 HAFTICRESNIRIRAEN 1% LOFEER
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e IS it &
- (11 - ¥ETEFER) E=TEEE (N2=5,020) 2= (%) j";ﬁ
BEER (N2=5,055) [95%CI]® Eﬁ
n® (%) [95%CI°] n® (%) [95% CI°] [g
U >) VERRE 135( 2.7) [2.2, 3.2] 2(0.0) [0.0, 0.1] 2.6 [2.2, 3.1] %
ESEMIRTE 651(12.9) [12.0, 13.8] 78(1.6) [1.2,1.9] 11.3 [10.4, 12.3]
k) 365( 7.2) [6.5, 8.0] 61(1.2) [0.9, 1.6] 6.0 [5.3, 6.8]
FE 242( 4.8) [4.2,5.4] 7(0.1) [0.1,0.3] 4.6 [4.1,5.3]
BE 233( 4.6) [4.0, 5.2] 9(0.2) [0.1,0.3] 4.4 [3.9, 5.1]
3 135( 2.7) [2.2, 3.2] 15(0.3) [0.2, 0.5] 2.4 [1.9, 2.9]
BhENTE 239( 4.7) [4.2,5.3] 20(0.4) [0.2, 0.6] 4.3 [3.7,5.0]
TUf% 8 54( 1.1) [0.8, 1.4] 1(0.0) [0.0, 0.1] 1.0 [0.8, 1.4]
FEb=3 255( 5.0) [4.5,5.7] 48(1.0) [0.7,1.3] 4.1 [3.4, 4.8]
Cl:{E%EXMHE
a) BEOSNE. hDHTE.
b) EBRXDD S5 1 LORENRESNEBSINEL.
c) MmAIEREEFEXRE (CI) 1&. Clopper-Pearson;EICE DL,
d) BI50E=RY [IZF T« &E (Ml : iRk >tk
e) ElGMEICX T2 EICIDHEEICIE. Miettinen-NurminenszZBU\ e,
Moreira ED Jr, et al.: N Engl J Med 386 (20) : 1910, 2022 (K&HE&lF T 7 A P—DAR Y Y-V v TFDH ERfESNI)
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3oB#EE®78BBURICERHSNI=COVID-19t#EHIIC
BEOLDIF A5 (EEFHMEHEER)

168LL LD B EEADBAEN BORBREICB BT IF > AT S U . AR

KEM 9,3666l [O=FT+BrE (1 : FIRK) FEFEEY 1 4,69501. TS NEERE 1 4,6718I] ZXRIC
SARS-CoV-2(c 93T« fiE (1l : iLIRHK) DERMHRD I F VB ZEFILIc LTS 19

95% Uz,
=
EE“ COVID-19(cx1 3318z D I F DB
B
";5? jEj-j_-’(ﬁﬁii 7°5t7ﬁ‘}§f§§¥ *Ei‘j‘wt;
5 (V- EE3FR) TR T30
(A BXEEHEER it
t *ﬁﬁﬁ%&/ Eﬁggqﬁ ?ﬁﬁﬁ%ﬁ/ Eﬁgﬁﬁﬁaﬁ % [95%C|] a)
DIWEREN (fB1%5) > SWERE (BIER) 2
3EBEER7BEUEDCOVID-19 FiE
JOBE#EER7HBFET 95.3
BURAOEEORU 6/4,695 0.82(4,659) 123/4,671 0.79(4,614) [89.5 -98 3]
COVID-195E 9 R
JOB#EER7HEF T 94.6
BRLDIHDEEICKS 7/4,993 0.87(4,934) 124/4,952 0.84(4,863) (88.5 '97 9]
7R\\COVID-19 R R
Cl: {E5EXE
a) RN D I FUHRDIS%CIIF, T— A5V 2SR ZHE U, Clopper-PearsoniACEH U,
b) URINHBZEEHDBINEREICDVT, SASNIEIY RRA Y MIH T 51,000 AFEH W DY —A SV AR DEE =R T . COVID-19%EA]
S£RBOHAEE. #53EB’R5%7HEN S —RASV AHBIETEF TTH oI,
C) BREDOIHAN BEVSIIE . #5308%5%7HBMURNICSARS-CoV-2 BEDIMERN NG DA VAR EHLA GV . BREOIHLA BV &, 1
OE&&U20EEERONBENFRENIBERDT T OKEIBERE (NAAT) A RRETH BT L. H2WVIEIRS538&7HUAICTEN KT
(unscheduled visit) ENAATORERNIEMTH D EEER LU,
Moreira ED Jr, et al.: N Engl J Med 386 (20) : 1910, 2022 (KE&(F 7 7 A P—DAR Y Y- v FDH ERfESNIT)
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@ ERBIE
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EORBEMRURSMERET U,

HRER BN MEHER (C4591031588) U JHBRE | ASRISTHE R

&

ARBEND5~12 0B IS T« 855k (1l BIFH) 30 4 g D3 EBEE S - S5REBIHBMEELT, 5

1,920 BlEBFFEE LR, i
MRS 5

TEBILEER (1T . WRICSARS-CoV-200F D ABEREE LTIS+ 7«RTUSRE Offi: 2Bl /4370 0

BA.T) (30 8/ E) % 1B, BHAIPIEMLI", <
SHEIEE

(& £ 4] BEFR. SOEER7HLUADBARIGNIEZ &SR IG

(REFYE] TERERMEFMEIEE  SARS-CoV-2 REENRVIKERECH 3B SARS-CoV-2 (=70 V#BA.1RR)
(x4 2MBPFFUAMICE DL [EER 15 BOPHFUAMED GMR [I=F 7« RTUSRE (2ff : &R~
ZZT0OV#BAN) /I=F T« fhE (Ml : IR 30 u gl RO DERFEER 1 hAOHUFLE R > DE
[O=7 7« RTURNE fff : 'RIFEMK AT 0OVHBA1) —I=F T« EhE (1l : &ilRek) 30ugl)

R MOBITIERNTH, ERGHEZNOESICEEINTLE,
SRR BT (GMR) [DWTIEISF 54555 (15 : BIRHD) 30 L gR BRI T BRI FIRIGERIC
DWTIFIASF 7B (1 ) 30 U g BB CH T BIS M ZNTNRIES BEEES NIz,

%1 ARBRIE IS T T4 85 (1l : 12K 30 ugiBid . 770V B0 I F RIS 2E0 0 F 2 ZNTN30BULIF60 ugiEiE. RO TStk
BEBO6HTHERIN.
%2 FUMEDR—R S A VED S 45 LIS ER U HBREDEIE [R—Z 54 VENEEFR (LOQ) FEDBaLLOQENALSNTZ].
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J=F5« RTUREE (2{fi : &5k ZF=I02#)

0 =ZxiE

305Q1ZMRICAZF T« RTUSYE (21ff : E2IFHK FZTOVHKBA.) BRERODREMZFFHELE
Ulc. iaBREEER7BHE. EFEFEICKVEIRICOFERINRZFHELE U, ERBIRGDFERIR
T (BREHRKRU Grade 3LULE) FFROESYTUI EREMIZRREFEERE (PRIE) [CHIRL.
R (& 28 (PRIE) T, Z0fttDOEHMHOERSEERB (PRIE) [CFEIRL. KB 1~28

(thR{E) TUT,
= FREIRDDFERIR R
=1
fft SIRBILY (RIS [%])
[ . !
I J=7 7« RTUSEE (21 : #SiEHk. R — . 33
a ASOOVHBA.1) {EiER =TT« BhE (11 : FETEHR) BETERE
T
EE _ Grade 3 - Grade 3
=0 | b) =M | b)
e ST 518 BR2K B pO il ERLK 1O
JEGTERIAR R 1 301 175(58.1) 1(0.3) 298 179(60.1) 1(0.3)
i) 1 301 148(49.2) 5(1.7) 298 135(45.3) 1(0.3)
FEb 1 301 101(33.6) 1(0.3) 298 79(26.5) 1(0.3)
HhENTE 1 301 67(22.3) 0 (=) 298 59(19.8) 0 (=)
EES 1 301 39(13.0) 0 (=) 298 49(16.4) 0 (=)
ES)E0PES 1 301 34(11.3) 0 (=) 298 27( 9.1) 0 (=)
w3 1 301 15( 5.0) 4(1.3) 298 11( 3.7) 0 (=)
a) SARS-CoV-207FvELTAOBEERE.
b) EFHEEIC KW FHE L= HIE
o EEEN BE (BEFEHZERHIF) I ULEEVTHRESNEER,
d)38.0CLltE, 38.9CEBIIESIC. BREENEE (Grade 3) LI EEUR,
HRER NS IABEER (C4591031R8) U T HERE | AR TMER
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@ =75 (RTURE (2ff : i€iF#% /4= J0OV#BA.1) 30 g
BIEROIS 5 +BHE (1 &) 30 u gIBIERIC
%19 5SARS-CoV-24 = IOV BA. 1 M1 ATHAIT
(50% AN
=77« RTUSE (21fi : iRk, ZF=2J7 0% BA.1) IZiEBEDSARS-CoV-2 REFEH TR U178 6l K
U696, O=7 5« 85F (1l : FTIERR) EREEEFDSARS-CoV-2 BREENTFLV163FI MU 149 fl7Z 3SR
(C. EFEE1HBDSARS-CoV-2A4 =70V #BA. 1 IMEPFFUAMER O BRI AR SRz sHE U

BR. R1NOKR20ESYIZF T4 RTURSE (21 : &R A= J0%BA.1) EEBEOI=ZF 5+ %E
£ (10 : FIREMR) 1IZEB I I B BNV IELE N ZENZENREINE L. EED
%1 IS+ FRTUSEE (2ffi: 2Bk 4= J0OV#BA.1) BERO 7
A= F5«85F (1l : iR IZER$CH TS )
SARS-CoV-24= 70 #BA. 1 IERFIHUA(H (50 %Rl DR(ETEE o
1S+ 7 RTUSRE (fff : &2iE#E e — e (1 g e
s ian o) et ASFFHE (1l ) SER -
~ _ [ 95% S HERA]Y
e GMT [GRIOS%EERmEI | GMT [ 95% (ZFEX S ]?
AEBI (E1E% 1 nA) AEBIE (E18 1 n A)
711.0 455.8 1.56
178 [588.3, 859.2] 163 [365.9. 567.6] [1.17, 2.08]
GVIR: ST . GMT: ST
a) FUAMEH EE IR (LLOQ) KimDIHE . SECIZ0.5 X LLOQDIEN LS NIz,
b) EEIEDOMINERE : GMR [OZF+ T4 RTUFRE (21 : 2Bk A=270V#BA.1) /A= F T« 8rE (1 : &iIERK) 1 ORI 95 %S X R NRE> 1
F2 A=F57sRTUBEE 2 : #&iE#kF=270#%BA.1) BB D
JA=F T« 5% (11 : i) EEEEICXI TS
SARS-CoV-2A=70V#BA. 1 M;EPFIRAFILSHKOE
QS+ FRTUSEE (2ff : 2Btk s e s
D iean ) g e S F B (1 : IR B
£ (%)
n? (FUFRZEE [%]) n? (FUFREZE[%]) [ 95%{SFEX RG]
AIEEIL [ 95% (= RXR] AIEEIL [/ 95% (= FEX ]
(EE®R118) (EE®R118)
121(71.6) 85(57.0) 14.6
169 [64.2. 78.3] 149 [48.7, 65.1] [4.0, 24.9]
a) AN I=F T4 RTURRE (21 : i2iE#k/#+=J0V#BA.1) #Z1ER] (SARS-CoV-2D0F & LTAOBERER]) DRN—RASA VB[R-SV
EHNEEFR (LLOQ) KEDIFEEIFLLOQIEI NS4S E FRUIEEESIIEE.
b) IELMHEDOHINESE AR ERDE [OZFTRTURNE 21 : &2lftk /Z=70V#BA. 1) —I=F 7« fE (11 : &2iREM%) 1 O El 95% S 78X R
TRE>—-5%
HAER BN ENBRE (C4591031:5888) U J'ERE ARG SHEE R
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&) ASF T 8rF (Ml - EEIRHR) [F. 2024 F 8B 28 HICHESRBIERH LB O>TNET,

@ EREIE
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= DSFFHE (1 ) 30 1 g2 3TBBHRHT. SOEREN 55~12 nAEELZ 1 28 EOBZEIANT
I (SARS-COV-2 BREEN 3L\ 18~ 55 DS 32 BIRU 55 BBOBHE40H) .

) 12~17 RO EEEFIEFEIRFEIEREKER . 18 ~55m MU 55BN EMEFEIEALHHE SR TR EREHREUTE
v HEUTz. SIRICSARS-CoV-200F VD ABBEEE LT IS+ FRTUSRE Qffi i7E# /A= 70V #BA.4-5) (30 ug/
o) Z1E. BhNAEEL .

(& £ 4] BFR. =77 RTURE Qffi : iR F =TI 0V #BA.4-5) ADB#EER 7HEDOBAKRIGX(F
LBRIG

(REFYE] FTEREFEMIFMHEIER  SARS-CoV-2REENRVWIREREICHITDEER T AADSARS-CoV-2[CHTS
e i

KERTE, IS5 7/ RTUSHE 2fff: I 7= IOV #HBA 4-5) 30 L g STEBORE (ATE) %1 » FEEORS M
RUOGRRILERICOVTERL. MERFERNTEY | ERBRE2NESICEEINTLE,
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0=

31661 (12~17/% : 10761, 18~557% : 10361, 5578 : 1066l) ZXRICI=F T« RTUENE (21 : &£
Bk A= 0OVHKRBA.4-5) BB DRE M ZHE UE Ulc. /aBREEEE 7HE . EFEFEICKVEIR
INDFEBR R ZFHEUIcE D ERBEIRISOFETINR (BEREAHRU Grade 3LUL) [(FFROEBIT
Ufeo AERBMIARREFEESH~EE (hRIB) (CRIZL. FFEHEE1~28 (hRIE) TUIL. 20D
EHMOERSEERH (PRIE) (CFRIRL. FinHEE1~28 (PRfE) TUT.

FREIRINOFEBRINS =

RIRGIL (RIR2NSE [%]) ;
12~1771% 18~55% 557i%i8 %@
0=F 7 RTUSsE Qffi: &/ # S IOVHBA.4-5) o
=iE | 5T 5% | Grade 3 | ¥l E® | Grade 3 | i BR Grade 3 ¢
O#% fI% =& DED | Bl 2K kY fIE? 2F DIED
FESTERAIE E 4 107 | 75(70.1) | 1(0.9) 102 [ 81(79.4) | 0(—) 105 | 59(56.2) | 0(—)
i) 4 107 | 72(67.3) | 0(—) 102 | 64(62.7) | 2(2.0) H 105 41(39.0) | 1(1.0)
GEPES 4 107 | 54(50.5) | 0(—) 102 | 45(44.1) | 0(—) 105 [ 31(29.5) | 0(—)
b 4 107 | 28(26.2) | 0(—) 102 | 32(31.4) | 0(—) 105 | 21(20.0) | 0(—)
EE 4 107 | 25(23.4) | 0(—) 102 | 15(14.7) | 0(—) 105 [ 13(12.4) | 0(—)
ESJEY 4 107 | 13(12.1) | 0(—) 102 [ 17(16.7) | O0(—) 105 [12(11.4) | 0(—)
FEO 4 107 | 10( 9.3) | 1(0.9) 102 5(49 | 0(-) 105 8(7.6) | 0(—-)
a) BFEEEICKUEHE U= FIE,
b) BEEN [BE (HEEEZHITD) I EELTHRESNIEER,
€)38.0CLLE, 38.9CEBAIIHAIC . BEENEE (Grade 3) M &L,
HPER EAET THERER (CA591044588) | AGREFEEE
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ZFHBUER. DT T4 RTURRE (2{ff : &Rk Z =T 0OV #KBA.4-5) B CHI1FB18~55m R
S5iRBDSINEDEER 1 1 BIFDBA.4-5RUSRMKICKH I 2MBPFHAMIE(E. EEfCHENTE

FUTWFU,
= 18 ~55% MU' S5FZBOSHIED
k= SARS-CoV-2 MiE4F0Hi#h (50 % hFlHii#(ih)
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%% Q=3 F4RTUSRE (2 : &2iB#k /2= 7 O0#BA.4-5) 30 u g
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%\ 18~551% 55%i3
HAIE HAIE HIE GMT HAIE GMT
KR B5H 2% [MfR 95% {SFaX R 12 kS (MBI 95%{E5EX RG]
. 54.5 76.0
ERER 32 [41.3, 71.9] 40 [54.7, 105.7]
BA.4-5
EE% 3 1029.6 20 1668.1
118 [702.6, 1508.9] [1089.6, 2553.7]
L 455.3 881.9
=l 32 [286.2, 724.2] 40 [601.6, 1292.7]
S
EiE% 3 6431.7 40 8386.3
118 [4542.9, 9106.0] [6235.4, 11279.2]
GMT: AP A
a) FKEN EEFR (LLOQ) FEDBE . BIFICIZ0.5 X LLOQOENELS N,
HAER BHNEDT TMHEHER (C4591044 5 58) « ARG &
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Z3OHER LI/ NESIE (E&6nAM LSRR . C4591007 558) [CX19 3 BA.4-5 kD IMERFIHFTAME
(50% F0FTAM) (CED<GEREZER 1 H BRI (GMR) MUMFGREER DZE
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[CHFB1E1EE1 HHDSARS-CoV-2(Cx T B MiEPFIFAM

ARLMOBITIFERNTHY . EXBHEAZHRFEICIFEIVTOLRW., BR/28RI6. BEERIFEE. BEaN0
Al 95%{SFEXR (CI) (Clopper-PearsonlZ&3753%) ICKWEBH U,
FEREBRMEEHECH D GMRRUZDEEI95%CIIE . FE R T —IVICEHBE UZAIERBRIC KD . R—R5 4 >V DHFIFTA
{fi HENR—R) | TBIERDOKRRIRR . FHIIL— DIF VB EZERICSORFERRETIVICEIKTR/N_FEFHDZE
RUOZDCIZFEREICEERTZIEICIIEH U, ARICHEIGERDERVTZO@EAI95%CIE. R—=R54A4 VD
AT (POMBEZRE . SPoBERL L) ICKWERI LIz Miettinen and Nurminen D7 AICKWER U,
GMRICE DK Bi#E(E. GMRODEFIVICE I <K@EAIOS%CIDOTFEN 1% LE2IEEICTREND EL., AR ERDZE(C
BEOIESM(E . ZOmEAI95%CIDTRA - 5% % LOB1BEICRENS LU,

BlxeEREHBEEE LT, 2@ FY (iR Z4=70#BA.4-5) DBA.4-5RUSIRKICH 3 2 IS IHAME
(50% thFIFTIA ) DEMFETAE (GMT) RUTRI9OS%Cl%ZE. £%6~231BEE. 2~4RBOSFEHRIIL—TTEE
Uiz
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0 =ZxiE

&% 6~23HADNESHIEN2BZNMRICIZIFT T BhE6 HA~4RA 2 : IRk Z= 702k
BA.4-5) BB DREMZFTHEUE Ulc, 'aBkEEER7HE. EFHEICKVBIRILDFERINRZ
FHELIcE D ERBIRMDERING (BREHRRU Grade 3LUL) (FRRODESITU. £# 6~
237 ADINBEMBICSVWTESEMERFEESE (PRIE) (CHERL. HnHEE 18 (PRE) T
Ufc. ZOfDEHHDERIFEEBEH~3H (PRIE) [CHIRL. FHHEHEF1~28 (hRfE) TUK.

& 6~23 hADNESNIEICSIFDELBEIRITDFEIRIRT

=
p | SIROILY (RS [%]) |
%;S S FABE6 nA~ARA (ffi : i2iE#H 7 SIOV#BA.4-5) 3ug
IS EEmY EREBIA BREH Grade 351 E
a SRR 4 90 11 (12.2) 0(-)
T BHHE 4 89 18 (20.2) 0(-)
HEHR 4 89 18 (20.2) 0(-)
SRl 4 89 32 (36.0) 1.(1.1)
FEe 4 92 8 ( 8.7) 1(1.1)
a) EBFHEICKWEHE LI,
b) EEEN [RE (BEFESZWHIF2) I U EELTHRESNESER,
€)38.0CLlE, 38.9CEBAIBEIC. EEENSE (Grade 3) Ll E&EUT,
2~AIDINRSHE218FZWRICIAZIFTEF6 nA~4mA (2fi : IR F=070%
BA.4-5) BiEg OR e M E ML U, RERERER 70 . EFARICIVBIRINORERLE
FHELIZET D FREIRMDERIKR (BREEFENU Grade 3BUILE) FTFROEBITURE, 2~47%
DINBSHNBICSWVWCERBBLIRBFEREZSR (hRE) (CRIBL. FHEEE1H (RRE) TUK.
ZDMOEHHDERIFEFEEZH~68 (PRIE) (CHEITL. FHHEF1~28 (PRE) TUT.
2~AFEDINRENEICHSIFIEREIRILDFERIK R
| SEIRPI (RIEVS [%])
OSFFB5E6 nB~4mm (2fff: &8k 4 SJ0#BA.4-5) 3ug
EEmS a6 BER2H Grade 311 E
ST 4 218 66 (30.3) 0(-)
BS 4 217 68 (31.3) 3(1.4)
BEfE 4 217 9 ( 4.1) 1 (0.5)
HAPOT 4 217 7 ( 3.2) 0(-)
= 4 217 10 ( 4.6) 0(—)
BEENTE 4 217 2 (0.9 0(—-)
FeERO 4 218 15 ( 6.9) 4 (1.8)
a) BFHEICKVEHEULEHIE.
b) EEEN [EE (BEFeSZHIFD) I M EEUVTRESINESER,
c) 38.0CllE, 38.9CEBAIBEIC. EEENSE (Grade 3) I E&EUT,
38 HRER NS/ T/ MBS (C4591048558) U T 5B
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CEATNBRENZHERD L. PlizerProlCBEHIN TV 2 SRBNDEF R MU IRWVEHIAERHC
ARBIRANUERAZEROIRFRGEREICHEELLDS

T, REFTE. BRAEFODEFRARED

SHARBERIC OV TTHRLEE W,

Py =

6B~ 4R 5115 1281 \
J=+5«RTURHE JA=SFF48FIUVY
5~11ZMA1AR 12 L
INA 7 ILIVER
DUD:J“?#EE TO— = j“ lJ— N
L i (« ) (S4RTIL—) (Z'L—)
BLOEVUIY SR)IEAR—=ITY SRIIEAARA—=ITYT SR)IEAR—=ITY
SN)LDE)
. (FEiEE (FEEE T | s
YERE. BhlsE  6nBLUEAELUT SEETTEMT 12k
S 0.48mL 0.3mL 0.3mL
== (EHRHDSE:0.0158mg) (EHRSDSE:0.010mg) EYRDDSE:0.030mg)
R = FRFE SRAE
(BREERER.IMLICTER)
|EEER 0.3mL 0.3mL 0.3mL
= EYRFOSE 3 ug) EIRHSDSE:10ug) (BEYMRDDSE:30ug)
ABIRTE (—90~—-60C)
{RTFHARS 188"
SR AERTE (—25~-15C)
—90~-60C oI
2—25~— 1 5"c; AERE (2~8C)
. X 5 1258*
RERE 2~8C TR, AERE (2~8C):
(2~87C) 1058R5*
= FRECHRETIES!
EmRE AR5 24 BELIAICER T3
o FEBIFESET T BHIRIAICHE o BEEEESRE T BHIRIAICHE |« AFIE0.3MLOTBEESL I4ILRY
He3Z&, g3z, UYITHB.
i o FIRBICERICRLTHLT &, e YUUVICHBILIzHIE, 2~30CT o EAMICERICRTIIE.
ZERIFREFD |« HRZOKE3EERES (1E0.3mL) | FEL. 12BBUNICERT3IE. |« EHEEITHNIE. 8~30CT128/M%F
AEEIE TS, o 120RLIAICERLBD S IERIZEE ) TRETES.
(€7::0) o HIRBDKIF2~30CTREL.FR| T2, o FiF v EHNUIRIE. BEBICE
B12BERELNICERT RS, He3Zes,
o ZIRB 1 2BRURICER LR o1& O EPHICHEATERVES. 2~30C
FFEET BT L. TR7EL. ABBLAIICERT RIS,
Faeged - 65E DS
60~ 64X TRRERDH*

D B EITRSBOEEEICESEN G . HOEYDEFIEEICHRINDTS . £ MREREDAILA (HIV) [CKDREDHEE
[CEED S BREEENIFE A ERTRERT

EREE

- EHIEBNRELUNDTT

X BWHBRICERT L,

o [LP.8.IXIGEL WEIDNA FILF v v T DBIF. [AZF T #HE6 nB~4mA3AAl B4 IO~ [OZFF«RTUBES~1TRATARIES A+
TW—ERBHTVET, Fle [AZFTAHEVU VI 12RU LRI OV UV IF v v FOBIRTU—EBO>TVETD,
HESNIVDEEZ R <HERL. BEVEECTERIEET W,

o [I=FFTfhiF6nA~4mMA3ARAL [I=XFFTARTUBES~1TEATARL D=7 782UV D12 LRI O [HER] ST 23
DWVTIF, p.63. 65, 67DDIR—IZTSRIEE L,

IS T4EE6nA~4RA3AAETFARN (53hR) 202548H
J=FTARTUBRES~1TmA T AREFAN (553hR) 2025488
JSF TRV D12 EREFRY (853hR) 2025488




O /MNRICHWITBIIFVDEHRANIEIEEXICDOWNT

S5EARMDTREICOVNTIE HER. =ABHPREBN (G KFRATHMAIERIC. 1% K (& A BRATSHAIEB ICHH
AAEETD L BRICFBEELLRVI L, e, Bk . KW R FNOEBBHITHREVI &,

EEFRYICHINTVE T, HRREBECOLTRUTHISRIEEL,
4 . N\
FRANEIEDIRIES X
BN EIESRI (B)
R 3 B ARERISMEIERICIETET B, .
BB T BENIINEILET. R1/3NZ BB TS . %
PREESED S hEISEISE . G RICEET S, 2
k)
PRI =AmhReCEET S, i
BESHICHRENMRVNESE E . R CEIRR< AREFISMAILE SBT3 = S DElEE, -
IIE;IE T?
SRR S BEOSSOKEHSEEISL, HFOSSEESE LB =ARD 5
PRI TH . (K) 2
BEER( . BADSENINEL . FEIHEE OBRAEN S <. BT, LS WRISEOTEEEN
HBDDT, BEULBZWVWT &,
(A) KBEFTSMBIER
KERKERF
SVEIL R
(ch3r1/3)
SLEI KBRS
(B) =AfHRER
=AfH
=ARTRER AVREL LRI
\ BRRIPIETE DIETEER(L /
ZDMOFEEFAICOTFELTCE NBICHTRDIFVOBANEREEICDOVT (METE4HR) Z8BL ATV
BxRNERIZES [INRICH T2 DI FVDEAREREEICDOWVT (METE4h )]
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10. €5

@ EEROMTICRIT B FEDENIFSIE

PMDAY 4 b [EERAEFERIBIRREK] X—Y (Fi0) L7 IT7EBALTLEETVLY,
https://www.pmda.go.jp/PmdaSearch/iyakuSearch/

4 )
BEDEERICSEINTLIESZE
BRRIDHE

@R [—HkB-BR5ER (EFEmDBH) |
[C—fig-ARFERZANDL. RR

BTN

QD RFAERFWVHBR—INERBL.
BFAXAD [ER] DIEE KV SZ#ER

VA

A J
é )
BEDMDZESRBIEERZ
BRRIBFE
O R TER[TEEMRR] ICT [EM] Z2iRE.

BARBZEANL. BT

A

Q@ BRFEBRICRTINZ—MRE-RTEZ
bR

\ J

#1: ZEFTBAULE (OTC) ZIRRUIWSE R [—RAEER - BESERER FHRRR]
(https://www.pmda.go.jp/PmdaSearch/otcSearch/) hh5 RV EIFEFE T,

%2 IRUIFLYI U=V [700—-)L] EVWSBMTHELENZZEBHIET, (7T ER:2025%8H28H)
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SAIVRDIF U YRR
—_— ——
>A=F>«

107 294)LA(SARS-CoV-2)RNAD I F
33 EB-EMSONABCKIOERTHIE

BAELBERIEES | 876313

& £y & = | 30600AMX00137
3 Ed F B | 2024%6R

BR 55 B # £ B | 2024F118

E B & &£ £ B | 20204128

B ¥ B H#H M | 84(2029%2A)

BFiE 1 —90~—-60C
BRERE 1808

2 EEARAEYE (FHIEEZRITDIEHVEYTEHEVLE)

2.1 ESHRBEMEZELTVDE

2.2 EERAMEREBICHD > TVWBIENRESHLRE

2.3 KFIDOHEA I UEEDBBIEDBIEREDHZE [8.4.
9.1.6. 11.1.188]

24 FRICBIFREDEFD. FHEBRZITSIENTEYRR
REEICHDE

3. BEOBERCHER- R
*% 30 mroms
SARS-CoV-20R/I\A 75 INVBDT X /BBREEN%E1—RIZDNAZHFRELT
5 UIRNARHL., ER S ERAT 2,
FRELTRWSH (R E FROEHD,

7t SARS-CoV-2A=/0OV#LP.8.1
* 3.2 fHmk
IR55 % AZF T4 HE6HA~4mA3AR
BERS SARS-CoV-20R /X1 %) U E% 1—RF2mRNA
= 0.48mL
a8 0.0158mg (RNABEELT)

[4-EROFITFIVFHYIANIER(NFFV-6,1-T1)L)
ERQ2-AFVIIFHYEIRTIL) 0.227mg
2-[GRYTFLY%UT—IL)-2000]-NN-YFh5FL 7N
7ZR 0.028mg

T 1,2-Y2F7OA JL-sn-7 U 0-3-HR2HRIY> 0.048mg
JLRA70—J)L 0.1mg
BEARE 49.44mg
~rAX%E—)L 0.10mg
NOXZE—)LIEEIE 0.63mg

3.3 WHIDHIR
IR5E% AZF T4 HE6HA~4mA3AR
pH 6.9~7.9
RBELL N .2(EBRIBERICHT BH)
IR A@BISERE~ENCHAXEZ T DR TH 2.

4. MEEXIFHR
SARS-CoV-2ick B BLIEDTHS

5. MEXRBHRICEETIER
5.1 REIDFRHHROFEFHABISHEZL TULVRL,

6. RIERVHEE
AHEHBEERIER] . ImLICTHERT %,
YEIRZEELT 1 E0.3mLzaE3E. BRAICEEY 5. 20 BIFERE. 3BE DM
fz<. 3E B 2RI EDEEN SR EHBERRB LI EICEET 5,
EmEEE LT 1E0.3mLEFHRRNICEET %,
7. BERVHAZICEETZER
7.1 YIEI%E
7.1.1 EENRE
67 B AU T O
7.1.2 EEHR
1EIE0#EENS3BE. 2B DEEHN S8BERABR B AICIE. TEZRDEP
MCREDEBEZEMT DI E.
7.1.3 EERE
RAIE LT E—DHEE- MRELDMDTIF U ERAT R LR IMERET DL
SHERTDIE,
7.2 Bnse&E
7.2.1 EENRE
BEICHEIRERIGBINGZEE UTSARS-CoV-270F > DIZFEREDH 561 B

4B T DO#E.SARS-CoV-20 TR APELDERRFEZHEZX AR
T4y hEVRIEEZERUBMBEOESZHIMTHI L,

7.2.2 $EERH
BE.HIBIDSARS-CoV-27 7 F Y DiEEN SR EH3H BB LIcRICERE
FBIENTES,

7.2.3 RFEUNDSARS-CoV-27 7 F iU EICBIMGRREE UTARIZEREL
BROBMERVLEMEIFHEIZL TR,

7.3 ARsEE

ERDREEROILIBRICIE MDOTIF Y EARKICERTZIENTES[14.2.2
]

8. EELEXNIER

8.1 KA FhEERERAL RO TERREREER ICERUTERYT S,

8.2 HWEBEICOVWT EEMICHIHZ RERUBRICK > TRRREZHANSD L,
[9.128]

8.3 HWIFEE X IFZDREE I EELRIGEBRER) L T FERLZERICRE.
T EBEROBRRERICEEL. BAORERIECHERADE(L., E5ICHE. LB
EDRBEREEVZRICIIEPHICEMDBREZRITELSFMICHISES
Z&,

8.4 a3V I FHI74ZF =D H5NBIENH BT EERTICBBUEDEIEES
LB 2MZZ+2ICITV EER —E KRB EEEOREEREIT2IENER

UWe F e  REEER (CY 3 v I 7 F 74 7F D —DRBOSNIREBEICT U T

LD ARF DEEZITHRNIE.[2.3.9.1.6,11.1.128]
8.5 VU FVEBBEERXFEERICEHICLDDAMERGEEDMEREHRRRGTELT
KD HS5NDTENH D R MIC KL DEREIZ T Do) FEER — EREISESES
BREV L THREBEDREBEREIHIENERLL,
8.6 DA K. DIEANHSONDIENH Do HWEEE XIFZFDFREEICHLTL D
2 DR DB DN DR (7. BiE. © < IIREE, SEIRE) i RSl
BEICIE EPNCEMDZREZ T DL SBRIICHNSTEZIE[11.1.2.15.1.1,
15.1.288]
8.7 2O JLA(SARS-CoV-2)RNAT I FViERE#IC. £ T - )N\ —ERBNRE
SINTVD WEBE XS ZORES ICH L TL TV - N —FERENEDONDE
K (ESRAID S IR F 2R R, BR S DIRIBRVWUELRE) DRBHSNIIHE
[CIFESICEMZFICIERT 2L 5. H5DUHEHEAT I,
8.8 AAEIEAMDSARS-CoV-2IcT 277 F Y DEBMEICEET 2T — 7m0,
9. REDERZEFEIZEICHTISZEER
9.1 EEEIEE (FEEOHUMEZTSICBLEREETIE)
BEBENPROWITNMNCZYTIERHONIGEIE BRRERVAEEZEIZE
U 2ERVEBESOHM ZEEICTV. FHEREOLENE. BIRIG. BRAMkICD
WTHARHRAZ TV ARZERICEL ETOFRUTUEEI 2L [8.285]
9.1.1 MAEEEEZZ I TVWSE. MRBAMER IFREREEZET5E
AEEFEERICEINFRENHSDNDIENH D,

9.1.2 BEILAEEREDZHHNBINTVSIERVEREICARERBERLEDEN
W&
FAUCK T2 REGEINET I 2 AN S D,

9.1.3 DN EREE. AR FRES MRES AERSSOEREEEZEIS

&
9.1.4 FHEETEER2BLUAICEADHSNERVLEERZZFOTLILF—%
BRSERZZELIIENHDE

9.1.5 BEICEZOEEDHHE
9.1.6 FHEIDHEAITHLT . PLILF—ZETZIEZTNDHZE
[2.3.84.11.1.128&]
9.2 BREEREZFIHE
BEEEIRETHD,
9.3 FREEREZRI5E
EEEIRETHB,
9.7 I\
6 ARBENRE UIRRFEERIFRIEL TLEL,

11. BRI
ROBIRIEHHS0NZIENHZDDT EHREZTDHICITVBEDRHSNIIHRIC
ISEYRNBZITSIE,
11.1 EXAEIRG
11.1.1 23v9.7F7145F>—(BEEREH)
[2.3.8.4.9.1.658]
11.1.2 iDEARDEER (BEEAEA)
[8.6.15.1.1.15.1.28&]
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11.2 ZOMDBEIRIG

5%5LE 19%65% | 19%km SRR
BRER | RH47.0%)" 5 S ZSEM R,
GESEMD) | 7-4I3E(18.9%)7, 70
2
BHRER | SRR (684%) SEREDHEL,
B (41.3%)°. R RS A
B FRIE, SR
B
Hie® BHOHIE (38.6%)". REBREE | B
A1 (13.6%) .
ﬂl;jﬂia)
PEIRES o, CIRCIRSE | SRR
ﬁ
H-BER | mom HEE | MRS B
L BHS %5, | STFEET
fBEE RS
& DZAN: itnd
RER BEE(RE .25
FEIE LB AR,
T
W)
zoft T (44.8%)°. B BB AR
531.(14.4%) . BN AT
B TR

a) RAREBRICEWTBEFRFICEDIRE L BIRBORE S

SE) BN/ 1L/ IIFEHER (C4591007REREE |/ 11148/ — Mt DNTC4591 048587 7 Bk
B) D& F BB TUNE LB RICOWT BRI (60 A~ 1K U2~4R) ICR R EEE
HU ARBRROAEHE THBOBERICOVWTIILNBWMEE B I iERETH U,

14. BRALEDEE
14.1 EFRREOER
14.1.1 BRAE
(1) SEEQR~8C)XIFERTHET DL,
(2) BROBIE. ENBRICL BB EZR/NRICHZ &, EFFANRUENRHIY
fe5BWESICT BT E,
14.1.2 BREOREFER
(1) BRHEESREY  EWPRRICERT L,
(2) SEE(2~8C) THRET 25EE. 2~8 CTIOBBMRERET LN TE 2,
(3) ERTHRET 5 BEAAL S24 BB LN (—E ERI LR OREEZST)
RT3 L,
14.1.3 &#RAE
(1) FRANCERBICELTHLZ &,
(2) A REERESERWH REICHTI > TREEIEKALBVWESEETS
&,
B) ABIDNAZILICHBEERIER]. ITmMLEMZ. Do D EGRERTIT 2T EIRD
BERWIE,
(4) FREBICHBRFNROSNZBAICIE FERALLRVT &,
(5) HRBOKIFIEIEES (1E0.3mL) 2E T 5. 3EIFEN E /S| LR DEE IE
FEEIDIL,
(6) FRMEDRIF2~30°CTREL BMBI12KEURNICERT 2 & BIRE 126
FEILNICEER U > TRIGFEET ST &,
(7) HREFEORICIE. ENRBICLIERER/NRICTINZ DT & B AXKRUE
HEDYTSBRVNKSICT BRI L,

14.2 ZFRHEEROER

14.2.1 ERICRUCHFEREDO/N\ATZIILHSEEE0.3MLZED M FPrEEI BN E
ZEHR TR I DL EENRDOONDBEFFERLANTE,

14.2.2 XEZMDOTIF Y ERELTHEELRWTE, [7.358]

14.2.3 BE. ZABHPRBIUISABRRTIMIZLIC, 15K GABERIAMASEIC A PR Y
BT ESEMICIFFELU BN L F T B IRN. KA B TADEESIThRWNI &,

14.2.4 18- HRENOHEZ R IZHOTREORITERI DL,

(1) SHRIEFANERBICEZRS T HR ME BEOHA TRBICEELZANLS. &
WEEE IO U CEYBHRZRET DI E,

(2) SR ETIHZRT DL,

(3) JEHH ZRIA LT ECBBORIPMBOE RN HSNIIBEIIESICHZIRE.
ERIEMNZ TEHT D&,

15. ZDMtDER

15.1 ERERERICE D<K

15.1.1 BHCHEWT, OA0F 1)L A(SARS-CoV-2)RNAT I F I AETER IR 2 DR A
MRESINTNDIBEICSARS-CoV-200F > DEBREDIRVEICK T Z2@BF
TOEEICEWTHRESNIESIDZ FEEBHTH JFIC2RBEE%R AN
PICHIE L TWB e REBDAERI T ABRIC L 2 REREAVRICK DIEERD BEL T
W23, [8.6.11.1.28]

15.1.2 #ERHKBOENEIRGEVRE BT 208 % . DMEX DR ERE  EROER
BERT—IN—REAVWTEHUc—BEMN SHEASN D OH A DERDOFIE
REZEBUIcEZBGBEICSARS-CoV-2T7 7 F > DEBEDIRVWEICKT SO
FTAEE GRIRK) 2RliEBROEFEBETEE BV ENRB I N [8.6.
11.1.288]

15.1.3 BACHEWT KEFIER & OBSEM IS TRATH 20 KEFIEAEAREDH D1
EBEZICBEWT,. OAFI1ILA(SARS-CoV-2) RNAD U FV iEiEtkIc. HETIE
AEASBAELDORERR (FICEEEIEAR) RS S TW2,

21. EPBEH

21.1 EERYRIEEFEERTED LEYICRET 528,

21.2 RS TOMENBESNTVRIENS, BERER. BERBREOAFI DR &M
ICBET 2T —9%. BN UHEDEBICEDETRHICINET DL &6 MITITI
FAEEDEREBRRAEREBICREHL. AAOBEEFERICHEREBEE LD,
ZOB. ELEET REAEFICIDEBONIBRICOVTHEYICRIRT DT &,

21.3 BEENIN TEHEHXISETEFORRRABOREIESNIBRICIE RPHNICHEK
BRI ITBUE ANEE RERESERAEBICIRE T2 e bIT. ARIOBER
VRLUICHRIBRITOERE . ERUEEEROBEBELNBSICAFAREERDL
SHBEREBEHEL DL E o EMMTSFBROENERVRREICRDIBERDOE
BleoWwToEtlIcHR AT 2.

21.4 RRIOEBICHEU FROBFWERVOLRLEICOVWTRSEHLBERIERIND L
EBREZ.HOINUHBEEEENIREZCRFOBNERVOREEICETIER
DX EEE>THBASN. FRLES TXEICLZAEEB TN SERSND LS. ELT
[t L CEYIICERRT BT &,

22. %
10A 7L (A ZA—Fvv )

25. REEfRTLDER
RANSRRIGH O RE GBS IR CRMEERINE) .

O EETELEZSVEE LOER I OUETICE T2 B8RS W,
@ FHIFEF R ZCBRLES W,

SUERRTTT

T7A Y —H\ a1t

T151-8589 RE#MHARK2A3-22-7
XERERVUBEWAEDE%:

Pfizer Connect/A 74 AL A>T 44— 3>
TEL 0120-664-467

*k2025FE8AKET (8534R)
*202448HHET (E2hR)
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SAIWARTYIFUE EYLHRIEIE R

> A= 5+ rrumzs-nmmIAR

COMIRNATY RTU intramuscular injection for 5 to 11 years old for one person

30394V A(SARS-CoV-2)RNAT I F
E) - EEONSBICRDOERATHIE

BAREFRIEES | 876313
B = = | 30600AMX00136
B F R | 2024%6H
5% B W OF B | 20245118
B &£ £ A | 2020F12R8
B ¥ E H R | 8F(2029%2A)

BFiE 1 —90~—-60C
BRERE 1808

2 EFETEYE (FPHEBERISILHELHTRWVE)

2.1 HASHLBHERZELTVNESE

2.2 EEBRMREICHD > TVWSIEHHASHGE

2.3 FEIDRA I VERDBEAEDELEEDHZE [8.4.
9.1.6. 11.1.1&H]

2.4 tRICIBITZEDED. FHEEZITS ENTEHR
REICHDE

3. BEOBERCHER- R
*% 301 mromE
SARS-CoV-20R/I\A 75 INVBDT X /BBREEN%E1—RIZDNAZHFRELT
5 UIRNARHL., ER S ERAT 2,
FREL TRV HRK) F TROEHD,

R SARS-CoV-2A= 70OV #LP.8.1
* 3.2 iR
AENE 0.3MLARICRDEAEEET 2.
IR554 JXFT«RTUBRES~T11mAT AR
E=plo% SARS-CoV-20RI/X\A 0% >IN0 E% 1— R 2ZmRNA
as 0.010mg (RNA#EELT)

[(4-EROFVTFIV)FHYIAIVIER(NFHV-6,1-T 1))
EZX@AFYILTHYBIRTIL) 0.14mg
2-[GRUTFL>2)—)L)-2000]-N,N-IF S FV L7k
73R 0.02mg

ANl 1,2-Y 2770 JL-sn-Z"U+£0-3-/RX7K 30U~ 0.03mg
JLRX70—J)L 0.06mg

EEEAE 31mg

~OX%E—JL 0.06mg

NOXZE—)LIERIE 0.4mg

3.3 "WHDMHIR
IR5E% O3+ FRTUBES~1TRATIAR
pH 6.9~7.9
REELL #1.2(EBRERICNTBL)
R KRIFERA~ENCHBAXEZET DR TH 2,

4. FHEEXIFHMR
SARS-CoV-2ic & 2 BSEDFBA

5. MEEXIFFHRICEIET ER
5.1 FAOFHHROBHEHAMSHIL TN,

6. RIERUAE
1E0.3mLEHRMNICEET 5.

7. RERURBEICEET IR

7.1 EENRE
SEMLE1 T T

7.2 fEHERE
@, BIEDSARS-CoV-270 F > DEBN 5D £ 630 BIFBLIRICHEET
TENTES,

7.3 fEHEEHK
BEICSARS-CoV-274 F Y OEBEDRVWEICIE. k& 24BHOMEER L\ T2E
BEEEITSIENTES, [8.851]

7.4 ARsIEE

ERD B EERBOISHRICIF MDOTIF U ERFICEBT 2N TES.[14.255
]

8. EEREFIIR

8.1 AA & FHEERMARA RO TR EEREEE ICEILL TERT 52,

8.2 HIFBEICOVWT HERNICH I L IRBERVOBRICE > TRRIREERANS L,
[9.128]

8.3 IHEE NI T DREE [ HELB ILBMES 38T B ZERICRSE. X
fo EEROERERICER L. BAMOEFERISPHHADEL. S5icaih BREDER
BRERZZVCBRICBEPHNCEMOZREZRITZLSH/MICANSES
Z&,

8.4 23yl FFI747F Y —NH50NBIENH BT BEIERIOBEAE DI EE
LT BB ETRICITVW BER—ERE REEEOREZREIBHIENER

LW Ko  RABEER ICY 3y 0 . 7 F 74 ZF D —DRBOSNIcAREEE (T L T

DEOXF OEEZITOIRWNIE, [2.3,9.1.6. 11.1.128]

8.5 VU FVEBERXFEBRICERICLZODAMRIGZEOMERERRREFELT
KD HSONBIENHD. KM L DI EERET 2/ JEER—ERBIIESES
BREL L THREBEDIREZHREIT HENERLL,

8.6 DEF X DERDHSDONDIENH B WEBERIFZDOREEFICTLTUE D
B DEADNFEDONZER (. BE. O H TR E . 8T E) N2
SNICBRICE ERPHNCEMDEZREZRITDLSF/MICASESDIE, [11.1.2,
15.1.1, 15.1.22#]

8.7 2O+ U1 LA (SARS-CoV-2) RNAT Y F U EBHRIC. £ 7> - )\ —EREN RS
SNTVWD FEBEXIFZOREE ICH LT F - N —ERBENEDONDIE
R (OBSEGID S FE B MRMERE BRFDORBEVWUERE) A RHSNIEE
ICIFESICEMFICHKT 2L 5. H5MUHERBETBIE,

8.8 KA LMDSARS-CoV-2(cx 92T F Y DEMEICET 2T — 51378\ [7.35
1

9. HENERZEIIEICEHTIER
9.1 FEEIRE (FEOHIMETSICBULEIREET DE)
WEBENROVWITNNCEHLTIERDOENIBAE BERERVEEE#HZE
L ZERVEBESOHMZEEICITV. FHEEOLENE. BIRIS. EBRKID
WTHARERIAZITV. BEEERICEL LT OEBELTERT 2L [8.28R]
9.1.1 MREREEZITVWIE.  MIMRBMER T REREEZET5E
AEEFERICHEOXEENHSNDIENH D,
9.1.2 BEICRBFLEDZHHBRINTVWIERERFICERERERDEDOED
W&
AENCH T2 RBIGEDIMET T2 REENH D,
9.1.3 (DR E REE. BiEE, AR AR RERESOEREEEE IS
9.1.4 FHiFECEEX2BUNICRADHSNEERVEEUHRZZEOT7LILF—%
ROMERZEELCEDHDE
9.1.5 BEICEZDBREDNHZE
9.1.6 FEIDEAICHUT. PLILF—%2ETREZNDHIE
[2.3.84.11.1.188]
9.2 BREEREZREIE
BEEEIRETHZ.
9.3 FikEEEEHI2E
EEEFIRETHD.
9.5 i1iE
IR IFFIR L TWB AT REM DB 2L EICIE T EE FOERSEN Bk Z LE %
CHMShBIBRICOMRERT ZT L,
9.6 237
FrERE LOFRMERVBAREOEREEZERUBAORFE ISP IEZRETTD
&L ENARNDBITIITRATH S,
9.7 NRE
S RE U BRRERRIFER L TUWRW,

11. BRI
ROBIRISHHS50NBIENBHEDT EEZ+DITITV RENRBHSNIIHAIC
IFEYVRALBEEIT O,

11.1 EXBEIRIG

11.1.0 23v9.7F747F— (BEETH)

[2.3.8.4.9.1.62H]

11.1.2 DERR. DR BREREH)

[8.6.15.1.1.15.1.228&]
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11.2 ZOMOBIRIG

5%5LE 19%65% | 19%km SRR
BRER | Em(843%)" % ZSER S,
GESHERD) | 77-4I3E(26.4%)", P, 88
AR (20.4%)”
WRRER | 5 (38.2%)° FWHEDEN
R RS A
N LN
B
ML T B | B BEUHE
MRS IR 58S,
2H
B-BER | B (17.5%)7, PR, B
R
L 55 254 BT
P U
Y23 BEE (B .25
FEIE LB AR,
ME T EE
W)
zoft 73 (51.7%)°. W R AR S
B (12.4%)°. EAVTNIVY
oS BRER

a) RARARICEWTEBFHESICLDINEUEIRIGOREIRES

) AZSF T HES~1 1A (IR DB E |/ 11/ IIABEER (C45691007:ER) 511 /11l
18/X— D2, WNCAZF T BHES~1 1A GRIRK /A 2/ OV EEBA 4-5) D
5V881 /11 IIHEEER(C4591 0483 B 7 HERD) CIRE LIcERORRAGZEhZhE
HU IR THBL TRENBHSNIBRICOVTILDBVWRRI G OEZTH L.

14. BRALOEE
14.1 FRFRREFOER
14.1.1 BRAE
(1) 5EE(2~8C)XIFERTHRRI D&,
(2) BROBIZ. ENRAICL ZBBEZH/NRICHIZ D& BHFAXROEIRHY
e5i\WESICT BT,
14.1.2 BREDREFERE
(1) BRZEEARET  EHERICERT 3.
(2) 5TE (2~8°C) THRET 315514, 2~8'CT1OBEHREF T 2 LN TE S,
(3) BETHRET 5 BRFIEN S 24BFILAR (U VICR3 | UTc B ORI E &
)IFERT DL,
(4) 2V IICREI LRI 2~30°CTREL. 1 2R EILNICERT 22 & 1 205U
RICERLIEI S TCRISEET DI s,
14.2 FHIFEROER
14.2.1 A#IIFRTU(Ready To Use) A TH B D5 HIRETICEAT D&,
14.2.2 FAFREFERZEERWH BREICH > TIHENERALBRWESERET S
&,
14.2.3 EBRICRL. D> D EEHELRMT DT EIRDBEE BN LML FPEELBRNT
EEERTHER L EEDROSNDIGERERALANIE,

14.2.4 AAF 1 EIERAOEAITHD. 1 E#EES (0.3mL) ZR5|I LI OERIEEET S
Z&,

14.2.5 KA EMOTIF U EREVTERELARWT L, [7.488]

14.2.6 BE. ZABHICHANEET 2 &8RN ZA B TAOEEFThiRnI &,

14.2.7 - HREANOFEL R TIZ O TLEORITERT DL,

(1) $tRIFHANFEBICEZRS T AR ME. BEOHA THEBICELRZELRVE S,
BREEEICHUCEYAHREZRET DT L.

(2) SR ETHAERT DL,

(3) ;EHIERIA LI ESHRORAPILEDOERD RSN EIEESICHERES.
A EMNZ TEFRITDIE,

15. ZOMDEER

15.1 ERRERICEDIER

15.1.1 BAMCEWT. OAOFT1ILA (SARS-CoV-2) RNATV F B IC/D B 2 DR
RKMRESNTVBIBEICSARS-CoV-27 0 F >V DIEFEEDBZW\EICN T 220
FTOBERBICBVWTHRESINIEFADZSEERBETHD FIc2OBEER KA
BAIRERLTWD.E o KZEORERI T ABRIC & B REFBAR IC & DIER D E
LTW3, [8.6.11.1.28H]

15.1.2 EEHAEZOENBEIRICEVREICHITZOH L DERDRERE  EROER
BRT—IN—RZAWTEE Uc—READ SHERA SN D DB L DEXDFKIR
REFEWBUIzETB0BEICSARS-CoV-2T77F > DEREDRWEICHT 23
F T« BE RIRR) 2D ER OB FEU THEENBVL LN R I N, [8.6.
11.1.28 1]

15.1.3 BACEWT KEFIEAIE OBEEIERBETH DN KEFBEAFEAEDH D
EEEICBV\T, OO+ I1LRA(SARS-CoV-2) RNAT I F &% Ic, R FtiE
FEA LA ORERR (RHICEEMEER) NMRESh T\,

21. EREMH

21.1 EERIVRVEBGEEZRED LGEYICERT S L,

21.2 BRRTOMENBSNTWS LN, BiERT R BMERBEREOAFOR LM
T 27— 9% . BN UHEDIEHEICEDERIICINET 2L & HIC IRITITK
FEAEEREREBRDARBICREV. AFOBEEERICHEREBEZHELDIE,
ZOB ENEHT SRFERATFICIDBONIBERICOVWTHEYICRRT B2 L,

21.3 REERA TERERISFTEF OERRFERDBENF SNIBRICIZ RPN
G TBCE A NEERERERBERBICRET LB AT OENME
RUORLEICHEIERHNOERZ EREEE ROBEEELBRBICAF AL RS
SOMERBBZHELDIE T EMTSIRFOENERVZLEICHRDERD
EEICOWTEYIICHBAT R E,

21.4 AHOEBEICEL AFOBEMERVRLSEICOVWTISESBRIERBINDCE
ZERFZ. HONUDHEHEEEX FRES ICRITOBTMEROLLMEICE T 2IFR
XEEL>CHASN. FELEETXEICLIAREB T SEEIND LS. EAfIC
U CTHEYICHRAT I E,

22. 9%

TORAFIL (SR T I —F vy )

25. (R LOER

RENSREIG T O REBSIRVY (EEMEERINE) o

*k2025F8AKET (B534R)
*2024F8 AT (552hR)

O EETELEZSVEE LOER OUETICE T2 B8RS W,
@ FHIFEFRXZCBRLES W,
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IAMIVADIF VT EVFNRAELE

PASF T4 mzovovnmntn Eeee

COMIRNATY intramuscular injection syringe for over 12 years old

J0F94IVA(SARS-CoV-2)RNAD I F
)R- EMEONSEICLDERTEIE

HAREEBRSEES | 876313
= & 5 | 30600AMX00138
B | 202468
55 B B £ A 2024598
B £ £ A 2020%128
B E B B M | 84(2029%42R)
Bk 2~8C

BRI 1208

2 BEEREYE (FHHEEZZIT 3 EHBEYHTRENLE)

2.1 BHSHRBRAEZELTVNEE

2.2 EERAMEREBICHD > TVWBIENRESHLRE

2.3 AFDOREICT UEEDBBAEDEEEDH 5% [8.4.
9.1.6. 11.1.138]

2.4 FEICBIFZEDIEN. FHIEEZITS IEARNEYR
REEICHDE

3. BEOBERCHER- R
*% 31 mroms
SARS-CoV-20R/I\A 75 INVBDT X /BBREEN%E1—RIZDNAZHFRELT
5 UIRNARHL., ER S ERAT 2,
FREL TRV HRK) F TROEHD,

7t SARS-CoV-24 34O #LP8.1
* 3.2 R
R4 ASFFAFEVUL Y1 28U ER
BMES SARS-CoV-20R /{45 E%I—RFZmRNA
b 0.3mL
ag 0.030mg (RNABEELT)

[(4-EROFYTFIV)FHYIAIIEZR(NFHV-6,1-T 1))
EZX@AFYITHYVEBIRTIL) 0.43mg
2-[GRUTFL>2)a—)L)-2000]-N,N-IFrZFV L7k
7ZR 0.05mg

ANl 1,2-YRF 70 JL-sn-Z"J+£0-3-/RX7K3J> 0.09mg
JLA70—J)L 0.19mg

EEEARE 31mg

~OX%E—)L 0.06mg

NOXZE—)LIEEIE 0.4mg

3.3 BWHEIOMER
IR5E% ASFFAEY IV V12U ER
pH 6.9~7.9
REELL #191.2 (EBRERICN T 5H)
IR KRFEBULCRTH S,

4. HEEXIFHMR
SARS-CoV-2Ic & 3BFIED TR

5. WMEEXIFHRICEIET ZER
5.1 FAOFEHHROFHEMEGHEIL TR,

6. RERURE
1E0.3mL A BARICEIEY 2.

7. BERURBEICEET IR

7.1 EEN R
125 EDE

7.2 {EHER
. BIEIDSARS-CoV-270 F > DEEN 5D £ 630 BIRBLIRICEET
TEDTES,

7.3 FEEH
BHEICSARS-CoV-270F > DEBEDBWE . H&Z4EMOMEES N T
2EEEEETS LN TES, [8.85K]

7.4 FIRsEE
EMNBEEROEB AR MOV F Y ERBICEETZIENTE S,
[14.1.538)

8. ERLEFIER
8.1 FFI (I EERMAA RO EHEEREER ICEMLTERTEIL,

8.2 WEBEHICOVWT, FEMICLITHZ. RERVZRICL > TEREREZANRSC
o [9128]

8.3 WEBENIEZOFREE IC. BEURIGBBIES T8 1T, BERLMEFRICHK
5. o BEROBRERICERL. BROEBREPHFHAOEL. S5ICE
B EBEQORELEREZZEUVCBEICIIELH ICENORREZRITZLSER
[cHmstEdTE,

84 vavi FFI4FFV—NHE50NZIENH DI, BEERIOBBUEDE
EEFICRT2MZET2ICITV, EER—ERE, REEEORBZHRIZ L
MEFUW, ol REFERICTVav I FF 74 7F D ROSN I EES
[ER LTI LBOAF OEEZThRVWIE, [2.3.9.1.6.11.1.188K]

8.5 VU FVEBERXIIERRICEFICLZODAMRGSESCMERERRREE
LTERBDHSNDTENH D, RBICLDEEIZEITD 0. EEER—TERHE
[FESEZBEV L THREEEODRBZEHREIDZIENEFLL,

8.6 D\EK. DEXRNHSLONZIENH DI, WEBEBEXIFZOFREEICTLT
(&, D%, DEEAD DN DER (5. EiFE. O, IPIREH, SEIFRE) H
FoHonicHEICIE. BROHMNCEMORZREZZ TS L5F/ICANSEDZ &,

[11.1.2,15.1.1, 15.1.28 8]

8.7 JOF U1 LA (SARS-CoV-2) RNAT I FVEE#%IC. £5> - /\L —EREEEN
RESINTND, FEBEXFZOREZICHUTE, FF> -\ —EEEEH S
PNBER (MEEMANSHFDMEMEME. BREDBIBEVWUHEELE) 1RO
SNIGBRICIIESICEMEFICHEKTZLS. HENUOHEHATII &,

8.8 AHILMDSARS-CoV-2(1cxd 92TV FY OEIBMEICET T — 770, [7.3
i

9. KEDERZHIDEICHIZER
9.1 BEEEIIEE (FEOHMETSICEBL, TBEETZH)
BEBENROVWITNNCEHE T RSN GBI BRRERVHEZEIZE
U EZERVEBESOHIMZEE TV, FHEEOLNENE. BIRG. BRI
WCHAREHBAZTV. AREREICE L ETOERUTEET 228, [8.25 K]
9.1.1 HEEEEERF TR E, IMIBMER IZREBESE2ET3E
AEEBERICHEOXERENHSDNDIENH 2,
9.1.2 BEICEEREDEZMMNBINTVWEIERVEREICERERERLEDED
WwaE
KENCH I BRBHENMET I 2R REEDH 2,
9.1.3 DIEMEREE, BiEKE. FiHESE. LRES. REEESOEREEEETS

&
9.1.4 FHEETEER2HURNICRADHSNERVEEEREFOTLILF—
ZRSERZELIEDNHDE

9.1.5 BEICEZDEEDHZE
9.1.6 FAIDEAICHLT, PLILF—%2ETRHEZNDH2E
[2.3. 84, 11.1.188&]
9.2 BRKEREEEIE
BEEZIEETH D,
9.3 iR EEEI2E
BEZIEETH D,
9.5 147
IR XISTIRL TWDEIBEME D H 2 M ICIE TR _ LB R IEDL ERIEZE B2
TSN DIGRICOMEET DL,
9.6 23R
FHEE LOBRERVBARBEOERHREEZE R U IZAOMRE X FHIEZRETT
2Z&E NFALHRADBATIERETH 20
9.7 IR
12 ARmaE N RE UTERAREERIZEME L TULVERL,
9.8 HEipE
BEICH> TR FRE 2 EEICITVW. BB EORRREBZ 2 ICREIT 2L,
—RRIC EEEEEAME T LT WS,

11. BRI
ROBIRIENBEONBIENBEOT ERETHITTN. EEHRBOSNIIHE
ICIBY LB E(TS T,

11.1 EXGEIRG

11.1.1 ¥3v9. 73 745%y— GRETH)

[2.3.84.91628]

11.1.2 D% DR GRETRH)

[8.6.15.1.1, 15.1.28 1]




11.2 Z0fttDREIRIG

5% E “éﬁ“ﬁg% 1% SRR
BRER | F(85.6%)°. 8 ZSRER. B,
CEEERE) | R10.3%). 57 P, 2
e
EREER | B (59.4%)7 SEEIESHE N, | SR RS
BB R BRI
EERE, 5
SO EEE
Hipas TR(148%)7 | BH? | BOBKRE | REBHEES
IR CRENESES. 5
B,
H-BIER | BHAH39.1%)°. PO, A5 ER
B (25.3%)
B SFE. KD, | MRS
B BHD
g ZAN: itnd
RER BRERS. 25
B ALBE RS,
MBI AE
EES)
Zoft B (66.0%)7. & | £ BRRIENE.
= (36.0%)?. ATV
2:2(16.8%) BER RS

a) RAREBRICBVWTEFHFICKDIE U BIRICORRE &

E) BN OERAREER (3277« 5 E GRIRYR) DC4591001 B R V'C4591 00558,
JXFT«RTUBRE GEIRIK /A X0V #BA.1) DC459103 TR W ICAZF T«
RTUBHE (RIREE /A SOV RBA.4-5) DCA59104458R) TN LIS EHETEIC BT 2
FROXBRENEZZINZNEHL RETHBL TRROBOSNICERICOVTIEELD
BWEREIGOMEZLH U,

14. BRALOZEE

14.1 FHIFEROER

14.1.1 FHZO3MLDTAETL 7RSI > I TH S,

14.1.2 ERRNICERICRY LR THNIE. 8~30CTI2RBETRETES. B

S HXROEINED LI SBNELSICTEIE,
14.1.3 T vy 72 UIcRIZVESICERATIEEPHCEATERWG G, 2~
30 CTHREFL.AREMUAICERT 5L,

14.1.4 BRFPEBHIBVCEZBETHER L. RELROSNBHRIIERLRVNI L,

14.1.5 FAZMDOTIFV EREUVTEELBWI L [7.45 8]

14.1.6 B =AHICHAPIZEET 2 &8I RN K TADEERThR\NI &,

14.1.7 188 HREENOHEB TR T BIcO TLEDRITER I 5,

(1) #RISHANEREICEZRS T MR ME BFOHATHEBICEIELZVLS.
BERFEE I CEYIBHREZRET DI E,

(2) BEBETEMZEE T DL,

(3) EHFEHZRIA UL E BB DR A PIEDERLHS5NIIBRIZESICHZIR
EEMIEN A TERIT B,

15. ZOMDFEE

15.1 BRERfERICE D 1ER

15.1.1 BHCHVWT. TOF J1JLR (SARS-CoV-2) RNAT & FVIEERICDE 2%,
DEANRESINTVNDIBERICSARS-CoV-2T7 0 F > DEBEDBRW\EICKHT
22EIEFE TCOEBICEVWTHRESNIEFNDZIIEEBETH D FIC2EIEE
BHRBANANICEELTWS o, KZBOERIT. ABRICL DR EBARRIC K DIE
KOHEL TS, [8.6.11.1.258]

15.1.2 EEHABROENBIRERVRESICHE T2 0% DEXDRERE  ERO
ERBRT —IN—2Z2BWTEH U c—RED SHER SN 202 DEXD
HKIRKE B UTcE T3 BEICSARS-CoV-270 F > DEBEDRWE LY S
ASF T« FE (RIFK) 2R EEROEEBSHETHEENB W ENRER I NI,
[8.6.11.1.28]

15.1.3 BAICEWT. KEFREREOBEREETRBETH D KEFTBEAEAEDH S
WEEHICHEWT, IAF IR (SARS-CoV-2) RNAT Y F B4, K §
FEIEAE AL EDORERR S ICERER) MRS Sh T\,

21. AEBEH

21.1 EERIRAVEBRGEEZRED LGBYICERET DL,

21.2 BRRCOMENRENTNDZ NS, BiEiRTEEk.  BERBEREOAFIORSMIC
BT 27— 9% . HONUHEDIEEICEDERIICNET DL &b IT MIITECE
ANEEREFREERAEREICIREL. AROBEEERICHREREBZHE DL
DR BN EHETIREABTZICEIDBONLBERICOVTHREYICRIRT 52 &,

21.3 REERATERER XIS ETEF OERZEROBENE SNIBRICIE RO Z
S RIITBUEANEERERERBERBICRET LB AFOENME
RUORSEICHEIERFOBERZ. EREEE ROBEEEELBRBICAF AL RS
SOMEREBZHELD I F o ENMTSRBROEWIERVRELMEICHRDBERD
FHEICOWTEYIICH AT R E.

21.4 FROEBICEL . AFOBENERVLRSEICOVWTRSEHOBRIEEINDS
CEEBFEZ . HODUHHEBEENIREE ICRNOBIERVORLEICETS
BERNINEZE > CHASN. FREE TN EICLIAREEZR O SEEIND LS,
EERICH U CBRYIICERET 52 &,

%22, B
YYrv0.3mL:I1AE, 5A

25. RERMEM LOER
FAGRBRIGTONREBS B (EMELERIN) o

* k202558 AT (F3hR)
*202458RKET (52hk)

O EETELEZSUEE LOER OUETICE+2 B8R LEE W,
@ FHIFEF RN ZCBRILES W,
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