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58 D7 F T4 S5+ —5EWNEHIE, 3,315,127 OEEP 114, 55. TS M54
LRIV ~3DEHEFR3H (100AE%2Y 0.914) TLUI (WITNBT7A P —3ICED
HE) . SFIILLTDESWTT,

¥ IS4 M YDEDFBICDOVNTIE, p.54ZZSRIEE,

7

i

e 54 FUSELAIL ~3 DBIEERBIE SR

]

A=FF«85:E5~1izE (1 : &%)
LRIV ~3DFREHE _
EREON e B I 1008 E&H Tz DIR/EHE

@8 21%.71,647,011 CliERE 1.2
2[@H 111,573,089 O)iEfE 0.6
3[@E 014,795,027 OliEtE ot
ast? 314 3,315,127 OliEiE 0.9¢%%

a) EEEEONE. BHEEBY I T Y& (2022F10F128BRBET —ISR) . HEREONRICOVTIE. EEHEIRICE LS N ER
BOHDEDICKIBELTVL . 1EE (XF20E. 30E) #EHEDHLY20E (XIF30E. 408) #EEZEEOHH LED LN
HB,

b) [&5t] @ [REHH] (T3 BEOHHTHBZHDHZT.

F88OMEARFERDTIEE - DI FVHRREIRINRIHNR. BH4FEF 180XES - RRBLEERSESHNCEERERENRBZENRAES
SR, 2022F 11811 86fE) BRI KVBZE
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| [BERELEESUERE LOEE] %3p.66. 68, 70, 72ETBRIIEE W,

5. (8&5-9) FERKRMERICDOWNT

5.1 B /1 /MHEEE (C4591001E5%)
— 81/ 8/ ¥— h— 857 —5]

Polack, F.P. et al.: N Engl J Med 383(27) : 2603, 2020 (A&HEIF T 7 A F—DRARY Y-V vTDHERESINI)
Thomas, S.J. et al.: N Engl J Med 385(19) : 1761, 2021 (F#HERIF T 7 A F—DRAR Y T—Y v FDBH LRSI NIT)
HARER BHNE T/ 1/ MBEER (C4591001588) ; AEREFSTHE

O ::ERBIR

2SF 7@ (1 BRH) 07 S RIS 2EME, R2URVRBRMETHL:.

12~15i% 02,2606, 16i®U LD 43,4486, BRI ISHRDLZELTVSIEMEE [E hREARZ DAL (HIV). B
BFRDAILA. CEFRVAIVADBRREZSD] 26 I 2E=ZHI AN, COVID-19DBEENHBE . ezl
BEZERIITVSE . REAEEZIISNICEFRAINT,

HERAGE
ER#ASS tARBHASSREIEEMERER ETD) . #REISF 7 FiE (1F: 2FE%H G0ug/B) XEFS
TREEET BRI CEEREML. WSNH 2 BEERC=ABICHANERURL, Fit. AR TISF T i
(1T : R25E#E) 30 ug% 2@IBB U 18~ S5 MDSNEETRIC, 2OEEEN 55~7 7 BRICISF F 85T (1l : 2
%) 30 g% | EHERE LT,

i e B
(B24] EETEIEE : 2O EEER7HBLREICSARS-CoV-2RE(ICERT S COVID-19t#ES [DT7FVEME
(VE)1%5

o —DBEOBEMMIHEIRE : J858RD 0 F  EERI N EERR P D SARS-CoV-2 BREBEN BV SIIEZ R
&UT, COVID-19t#ERICEDILIZF T« 8nE (1 : E2iIFH) DVEZFHE LTz,

o ZDOHOEMMIHIEIER /558D I F  BERIRUEEBE P DSARS-CoV-2 BEREDH EZBDIRWNE
MNEZR[RELT, COVID-198ERICEDIIZF T HhF (1 : &iIFEHK) DVEZSHELIZ .

BIIXEHEIER : EAECOVID-19ICx g2 VE. 2EBE#ER 1 1 BDSARS-CoV-2 MiEHFIHATNS

Z0fthDFFHEIER : 1 CIBEERDVE

(R2] 6FER. SOEER7HUADOBARIGX F2E5RN (RIGERMEFEITHR) &

SARS-CoV-2 BRPEDHEELZRIDER | WESRUAS—LEBERIT (RT-PCR) ETODHEERICI A SARS-CoV-2 RRAEDIEIR (5
B HRNIEREL K. IR IEEELBUIN. BR HRNEREUICHAR. FROKE RERES. WiERE. TH. [Eit) =
DLEBHIDET S,

EAECOVID-19MER (FDA) : EEDEHMKRBZ R I LN ORKRBIR. FRAE. ¥avy. EEORUBREE . EEORMES.
BEORMHRKERE . EIERENDAR. FLOVTNNICEZET D,

RZEMDFEMIFERNICTV. EXGHREEZRICEIVTORWV, B/ 28RiG. BEERIFEE. BIGRU95%
{E38XME (Cl) (Clopper-Pearson) [CXWEH Uz, DTF B (VE) &, 100X (1—IRR*) TH#EL. VEDI5%
EHEXBEVEN30% ZBRDI=HDERIEEZ. Bayesian beta-binomial EFIVICEDIEEH Ulc., PREEFTD
O EEFDE—BEDBRZ2.5% UAICHBIZILZERBUT. RIEBIMTOMINBEEZSEREFRELTI8.6%EL
Joo T5IC, familywise DE—TEDBEIRZ 2.5% [CAR T B (CEEBTM MBS BIRB N T Z ZERIT o1,
FELGBAELCHUTIE, EERNBERN (VEDOHEBRU 95%CI) ZITolc. BH. B I TV (VERU95%
Cl) IFSERIICERESINT L,

X FEEL BHEAR 1,000 AFE B DCOVID-19BEFDT S EREECK T DI T« fiE (1 : IR B¥DLEE
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JA=F5«FhE (1 - TR

[MNEBESKLU20B8#E 16 LOShE]
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

=
}[.,5 FH (hoYE) (CHIRL. IR 18 (hR{E) Ture,
%N
il = "
iﬁ% FREIRIDOFEIRIKR
D
(_'C‘ HIRFIEY (RIRENS [%])
O=FF 85 (1 : &iER) IStEs IS ERiEER
=g B i Grade 3 g il Grade 3
@ pige | TREh 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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JA=F5«FhE (1 - TR

1DEEEROBFEER

J=F>«8hE L
(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) =
5E 240(1.1) 139(0.6) R
E2]dlalyeks) 21(0.1) 24(0.1) g
iﬁ%
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
EHAREIR, GHIONERE) (CERHSNK U,
SETIE O=F T+ f0E (1 | IR 188 CRIIREE(LE . DMELER 16l PSR EEE CEENEA 2
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.
=FmE G L) KUBIFSFEnE (16~55i%) TRIETU.
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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JA=F5«FhE (1 - TR

[MEE®&LU20BEE]

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

36,5236 [aA=F T« 8hE (11 : &2IRAK) $=1EEE 18,1986, S REEEE: 18,32561] =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
> :
L) SARS-CoV-2[C KD RAEICKT T HEIE
T
SARS-CoV-2(c&kd DIF VBN
BTG BRERERS | %[95%EFIEM]
ASFT485E
T 18,198 8
VET? (IR balic b 95.0190.3, 97.6]
7St 18,325 162
A=SFTA85E
o 19,965 9
VE2? A e e 94.689.9, 97.3]
TSumEiEs 20,172 169
a) VETRU'VE2D2 CIEEZER DB (hR{E) FZNZNS57HES5HTH >z, Flo. VETRUVE2DEICIFEEER19~42HE D
SHENZEN. ZOARIFVE1EVE2TZNZNI19~23BEDSNIEF96.5% (35,24841) £96.3% (38,6658l), 24~42HBEDSINEF
3.5% (1,275%1) &£3.7% (1,4726) TéHolc.
) BMMEORIEIER DAY M4 TH 1 20205118148
HERER BN/ T/ MABHER (C459100158R)  ASRBSEHEE
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JA=F5«FhE (1 - TR

[T 0—7v B 12@&U L0S11E. 20213813857 —9hv 71 7)]

@ 20BEER 7BLEDSARS-CoV-2[C KD ERPEICH TS
A=F T« BhE (1l - EiTFEHF) OBXE (FEFHEHIEE)
42,0946 [D=F 7« s (- KSIH) $T8RE : 20,9981, TS REERE : 21,0961 44,486

[O=F T« fE (il : IRV $B1E8E 1 22,1666, 'S REER 1 22,3204l ZHRICENZENVET
NUVE2DT#O—7 v BTV E Ulc. BITIERIEFTROESUTUI,

SARS-CoV-2IC &2 RRHEICH T E M 20214381385 &
=
SARS-CoV-2[c &3 DOFVEMME 2
SR RREREHIN % [95%Cl] =
J=FT18E 2
VE1? (11 - SRR dEcRERE 20998 7 91.3(89.0, 93.2] 2
TS EmEEE 21,096 850
J=FT+48mE
VED? RER=F 1 22106 o 91.1[88.8, 93.0]
FSthiEEE 22,320 873
Cl: {E5EXH
a) VE1RUVE2D2 OB #iE& DEBHEIR (FRIE) [TV NH118HTH olt. Fie. VETRU VE2DEICIFEERIR19~42BE DS MEN ZFN.
ZDWERIFVE1EVE2 TZNZENT19~23BEDOSHNE(F96.2% (40,51561) £96.1% (42,73941) . 24~42BRDSNEE3.8% (1,57961) £3.9%
(1,74761) THo1zo ) ) o
ERER BN/ I/ MHBHER (C4591001:HER)  ASRISEHMmE R
— - =i, =
@ E=ECOVID-19IC BT I7F > B31E (VE) (BIREHEIER)
1OIBEERDOEIECOVID- 19 EFF =TT+ fhE (1 - EIFEM) BiEEE 16, TS REEE30
BT Ul EFECOVID-19(CXIBI=F T« fhF (11 : FilRHK) DVEIF96.7 % [95%EFEXE (C) :
80.3%~99.9%] TUL=,
ERECOVID-19(CxdBVE
J=FT 85k R
= TS EiEe
- (11l : EilFHR) $21E8% )— VE
BMMEHEIEE (N?=23,040) (N®=23,037) (%) (95%C19)
FIZ>  BEEIEO(NY) | FIFY  HEEEA(n)
1EB#ZERDEIECOVID-19RIE 1 8.439(22,505) 30 8.288(22,435) 96.7 (80.3,99.9)
1OBEEERN S 20BEEFET 0 1.351(22,505) 6 1.360(22,435) | 100.0 (14.5, 100.0)
20B#EERNS7HBEET 0 0.425(22,170) 0.423(22,070) | 100.0 | (—3,783.5, 100.0)
2OBEEE 7880 1 6.663(22,142) 23 6.505(22,048) 95.7 (73.9, 99.9)
12U LD F—SERTRRRESNE.
a) BEOSNEN.
b) sHHIEE DEEZ T I SIE .
C) IR . FHEIBERICH IR U R TERERWUEBZHED. £BIEICNHT=31,000 AFEH =) DEEDSETIERE . EAECOVID-19RIEMREF 1@
BEERH SHRPROETEF T RUZNZTNEEH SNIBBI S8 TE T,
d) FHHIEE DM RERZBDSMNEL.
e) DIFVAEMM (VE) DISFEXME (CI) 1F. Clopper-PearsonEICEINWTEH,
ERECOVID-19[FKEDFDAICK>TES (https://www.fda.gov/media/137926/download) (Rf&7 7R 120245 4H1H)
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«FhE (1 - TR

[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.

=1
BS
7® EREIRGORIVRSR
n;sg
S FIRGI (RIRBIS [%])
A
T IS F5485E (i : Bk 1BiEe FS BB
EE B i Grade 3 SF{dh Grade 3
R DLEY | gl | PR BLE®
1 1,127 971(86.2) 11(1.0) 1,127 263(23.3) 0(0.0)
TSRS
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)
e
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)
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)
s
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)
=g
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)
BIEHTE
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) EEED [EE (HEFEZHIFD) | U EEUVTHRESNEER,
c)38.0CLl L, 38.9CHEBAIIBSIC. BEEHNBE (Grade 3) LI EE U,
HRER EMET/ T/ IEEER (C45910013ER) ; ASRIFEHEER
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JA=F5«FhE (1 - TR

@ 20 BEEER 7HLEDSARS-CoV-2[C & D RREICK TS
A=F T« 85E (1ih - &R OB (EZFHHIEE)

12~15mDENEICHIFTDEMMZENTIHEUE Uiz, 1,9838 [I=XF T« BhE (11 : i2ilFHR) £
1&8% 11,0056, FSEmEESE: 978611 ZWRIC. —DBEDEEEMEEHEIEE [SARS-CoV-2%
ZENRZVSINETO20E#%EE R 7BHUEDSARS-CoV-2[C XD REREICK T2 =TT+ fiE (1
i : iR OBME[DIFEMET(VEN]] Z. 2,22961 [I=F T« #F (il : &IRR) =&
B1,11960. S ERERESE D 1.11060] ZRRIC. ZDEHOEEEMMILEHIES [SARS-CoV-2
BRABOFRZEDLBVSINETD2O0BEER7HUEDSARS-COV-2[C LD REREICH TS

J=F 5«8 (il : BIREAR) OB (VE2) | ZFHELE Ufc. BTRERIITRDES T U, §sﬂ
7=
SARS-CoV-2Ic & B BRIEICH T 2R =
s
. >
SARS-CoV-2(C &% DOFUEMM
LS BRI % [95%Cl] 2
JA=FT+8hE
S 1,005 0
VE1? (1 - EETRAF) $iEE 100.0[75.3, 100.0]
IS thiEEe 978 16
J=FT 1/ 1119 0
VE2? (11fi - EEEH) d=AEas ’ 100.0[78.1, 100.0]
FSuREE 1,110 18
Cl: {55EXHE
a) VETRU VE2D2 OB #EiE& OB (hRIE) [FLWITNH62HTH >z, Fic. VE1RU VE2DEICIFZEELIR19~38HEDSIEN S F
N, ZOWERIFVET1EVE2TZENZFN19~23BRDSHIE(F95.9% (1,9021) £95.8% (2,13641) . 24~38BREDSHIEF4.1% (8164]) &4.2%
O30 eI HRER BN/ T/ MEEER (C4591001 558) ; ASRIFFHMEE R
® 2EBiEiE® 11 BDSARS-CoV-2 MEdFliniAl (FXEFEIEER)
“ODEMBNSEIERITH Uz SARS-CoV-2 B EN L3604 (12~15m%2% - 190641, 16~25
et - 1700 ZRRIC, BlxeRREEHEEEEUTCI= T80 (1l : &R 200EEER1ABD
SARS-CoV-2 MiEx Az i UiciER. FTROEH W 12~15mBFD 16 ~25BF X T BIFS 1
hREnE L,
12~15i%8¥D 16 ~25FBEICHI TS
SARS-CoV-2 M;iEhFIHi#(d (50 % pFniai) DRmFgtE
12~ 15858 16~2518} R
— GMT [[@{a195%CI11? = GMT [[@f8195%CI11® [[E{RI95%CI]1?
AR (OEEE®11F) AR (OB ETE®11F)
1,239.5 705.1 1.76
190 [1,095.5, 1,402.5] 170 [621.4, 800.2] [1.47, 2.10]
CI: {EFRRI. GMT: SIS, GMR : Sk
a) FAEHEE TR (LLOQ) FiEDIBS . BRITICIF0.5XLLOQDEN AL SNz,
b) IELHEDREIIE S : GMR (12~15R%/16~255) D] 95%CITR>0.67
ARER BN/ D/ MAEEER (C4591001 358) ; ASREFEHMEE R
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JA=F5«FhE (1 - TR

[3CIBERE : 18 ~55mNDENE]
0 ZxlE

18~55mMD306HIZMRICI=TF T« FhiE (1l : ERK) SMEZRBERORE M ZFHELE U,
BERFEEEE7HE . EFEFEICKVBIRROERINZFHEULE Ul EREIRINOFERINR (ERE
ARU Grade 3L L) [FTFEROES N TUL, ESEMIAERFEEZSR (PRIE) [CRIRL. FfHAR &
28 (PRE) TUIz. ZDHDYUVNEEZIR< 2 HMDBRFEERE (PRIE) [CHIRL. HH-
(F1~2H (hRfE) TUIc. UV/NEMEFEESH~488ICHRIREL. XEOHSBLAICOELE U,

=
]
7® EBBEIRGORTRR (IS5« 85E (1 : ©2iEH) 38
> SIRPI (SRS [%])
2
(8 s ;
A= 8E (1 : EIFH) 88
O SHm IR EREH Grade 311 L”
EFERAIAR 3 289 240(83.0) 1(0.3)
Eda) 3 289 184 (63.7) 13(4.5)
G 3 289 140(48.4) 3(1.0)
BhPYTE 3 289 113(39.1) 4(1.4)
BE 3 289 84(29.1) 3(1.0)
ESJ-RE 3 289 73(25.3) 1(0.3)
R 3 289 25(8.7) 1(0.3)
UZINERE? 3 306 16(5.2) 1(0.3)
a) BFEEHIC KT LI fIEs (U VEIEZRRL) -
b) EEEN [SE (BEEHZLHI2) U EEUTRESNILER.
€) 38.0CU k. 38.9CZEBAIcIBE(C. EEENBE (Grade 3) I k& Ufc,
d) [EE EHBRSNEDOBESOKEEZRE(CIITZ) | U EDOBEIC, BEENSE (Grade 3) BlLEL LT,
HRER BN/ I/ M85 (C4591001558) ; ASRIFFFME L
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@ J=7F5«85F (1 : i2iE+H) 3LB#EER1HADSARS-CoV-2
AP E (EEFFHHIER)

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,

SOBEER11AD20BEER11AICHTS

SARS-CoV-2 MiEshF0#H{#ih (50 % thF0HuiA i) DI LE

=1
=
GMT Jg'i
[@{A195%CI1]12 GMR E
AEFI S =
[F8197.5%CI] <
3EBEE%1 1E 2EBEE%1 1 H a
T
210 2,476.4 753.7 3.29
[2,210.1, 2,774.9] [658.2, 863.1] [2.76, 3.91]
Cl:{SFEXR . GMT : @554 . GMR : 2@ F5
a) FUAMENEE TR (LLOQ) KiEDIBE . f#FICIF0.5 X LLOQDEHL HLS NI,
b) L MDORINESL : GMR GEOBERE®R1 1B /20B1EE%1 1 8) OmE|97.5%CITFE>0.67RU'GMREH#EE=0.8
HARER ENE /T /MBEER (C4591001 :88)  ASRIFSHEE R
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Moreira ED Jr, et al.: N Engl J Med 386 (20) : 1910, 2022 (FK#HERF T 7 F—DRAR Y F—2 v TFDH ERFEINT)

@ ERBE

J=FT«85F (i : IRH) DTS ERICH I 33OBEREOTI L. REMRURERMZTHE U .

168 £D10,12561, IR IEHRNEEL TN BB [£ MBRL IR (HIV) . BREFRD LR, CEUF
ROANRADBREEST] 2T ZEEEHANIZ, COVID-19DBEENHE. REIHBELEBI TS, %
BR2 LRI N E RSN, BB %6 5175 BRIC2BE0D IF VEEESITUL,

HERTTE
EELRT S ERNRMEESREZEMERR (ETH) . WRZIZF T 8hE (1 iRk 0ug/@) XIFTFS
TRZEETDEICT  TICEERIINUL. WINHhZ=AICHRAEREL. R57BRICEM LR 2 Z T Ui,

ST IR E
(Z2t] FRFEEE - BFEER. ERLGESERORE
(BatE] EREHEAB : D=7« #hE (1 : EiRtF) SCBEZER7HBUEICERHSNIcCOVID-19HEFICED
DIFVEME
SARS-CoV-2 BMEDRELMOER | SIS KUXS — @M RT-PCR) A TORIRICHIZ . SARS-COV-2 BAEDIER (Fh.

FRRRIEBE UK, IR XIEBEUCBYIN BR . FIRXIGELUIHRRE. HROKE IREES. IR5ER. T, [El) Z2Ma< &
BIDEITS,

EAECOVID-19DES (FDA) : EE D25 MARBZER I TR OWAREIR. FRAZ., Yav ) EEORMERES. EEORMEFES.
BEDORMHREKERS. STARENDOAR. ELOVTNHICHKET D,

Z2MDBEFIFERNICTV. EXGHREHERHRICEIVTORL, B 28RIG. BEERIFEE. IEGNRU95%
EFEXME (Cl) (Clopper-Pearson) IC&KWEH U, DTF B (VE) &, 100X (1 —IRR*) ELTERINI.
DIFBMEICEET BEAI5%ClIE. SREHEIICEHOE THBEIN/=Clopper-Pearson;ATHEHI NI,

¥ RAEE BIfHAR 1,000 AF Bz D COVID-19BEFD TS tMEESCH T DI F T« Fhik (1 EIEHK) BREB# DR,




JA=F5«FhE (1 - TR

0 =zt (FEER) (EEFHEER)

16im% A _£D10,12561 [I=F 7« £hiF (11l : #CiRMF) $E1E8% 1 5,08161. 7S R#EEEY 1 5,04401] %2
MRIC, BERICAIKEDTI DDEEBRNREUCERSEUHBREDEGZFHELE LUc, =T
T+ B (1l : FIRAK) $E7E8%5,05561. S iNEER5,0206|0 55, 3OMB#EER1 X TICHKR
SENRIBRENM 1% U LDBEESRIEFROESUTUI,

SCIBEER1 hAFTICHRESNIRIEEN 1%L LOBE

= _— oo %
S TS uRiEE 2
- (11 - ¥STEHR) EETEEE (N»2=5,020) 2= (%) EE
BEER (N2=5,055) [95%CI]® Eﬁ
n® (%) [95%CI°] n® (%) [95% CI°] [g
U ) \NEAE 135( 2.7) [2.2,3.2] 2(0.0) [0.0, 0.1] 2.6 [2.2, 3.1] [-2
ESEIRTE 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]
EoES 233( 4.6) [4.0, 5.2] 9(0.2) [0.1,0.3] 4.4 [3.9,5.1]
3T 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]
TUp% & 54( 1.1) [0.8, 1.4] 1(0.0) [0.0, 0.1] 1.0 [0.8, 1.4]
FEb=S 255( 5.0) [4.5, 5.7] 48(1.0) [0.7,1.3] 4.1 [3.4, 4.8]
Cl.{E%EXMHE
a) BEOSIEH. ¥DHE.
b) EBRXDD S35 1 LORENRESNSINEL.
c) MRIEREEFEXRE (CI) 1&. Clopper-Pearson;EICE DL,
d) BI§0E=RY [IZFT«&E (M : iR > tR].
e) ElGMEICK T2 EICIDHEEICIE. Miettinen-NurminenszZBU\e,
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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@ J=3 5 «8hiE (11t : EIFHF)
3oB#EE®78BBURICERHSNI=COVID-19t#EHIIC
BEOLDIF A5 (EEFHMEHEER)

168 L ED3 BB EADBAEN BORBREICB BT IF > A ETHELE U . AR

KEM 9,3666l [O=FT+BrE (1 : FIRK) #EAEE¥ 1 4,695, TS NEERE 1 4,67 18] ZXRIC
SARS-CoV-2[cRI2I=F T« FiE (il : &ilFfHR) DEXNRD I F U BMHEZREILIcETS. 1Y

95% Uz,
=
;lf_; COVID-19IC T B1ExMED I F > DB
B
'i%? jEj-j_-’(ﬁﬁii 705_&#‘\;%*2% *Eiﬁwm
o) (11 - EiRHE) 2788 D9FU0
(A BEHmER i
T RGBS/ WESM  wRER/ O BREM oo,
SEREN (f51%5) > SWERE (BIR) 2
3EBEER7BEUEDCOVID-19FAE
JCBE#EER7HBFET 95.3
BURAOEEAEU 6/4,695 0.82(4,659) 123/4,671 0.79(4,614) [89.5 -98 3]
COVID-19%E© R
JOEEER7HBFT 94.6
BRLDIHLDEEICKS 7/4,993 0.87(4,934) 124/4,952 0.84(4,863) (88.5 '97 9]
I2W\COVID-19RE R
Cl:{E5EX™
a) BRI D IFUHRDIS%CIIF, T—_A S5 2SR ZHE U . Clopper-PearsoniACEH U,
b) URT N HBEEDSINELEICDVT,. SASNIEIYRRA Y MIWTS1,000 AFEH W DY —RA S5 AFBDEE 2R T COVID-19%EH|
ERBOHAEF. #53EBR5% 7HEN S —RASY AHBIETEF TTH oI,
C) BREDIHAN BVSIIE . #5308%5%7HBMMNICSARS-CoV-2 BEDIMERNN G DA VAR EHLIA GV . BREOIHLN ZEWL &, 1
OE& LU 20EEERONBENFRENIBEZDT T OKEIBEZRE (NAAT) i RRETH BT L. H2WVLIEIRS538&7HUAICTEN KT
(unscheduled visit) TNAATDRERHIEMTH DT EEEERUR.
Moreira ED Jr, et al.: N Engl J Med 386 (20) : 1910, 2022 (K&E&ld T 7 A P—DARY Y-V v TFDH ERfESINI)
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5.3 i85 B M85k (C45910315(58) U J'iBRE
(55— 9]
@ S5 R

J=F5«RTUERE 2ffi : &Mk 4 =27 02#BA.1) 30 u g7 1 [O#i&E (SARS-CoV-2U7F & U TCAOBERE) Lick
EORBRENOREEZRTI U,

HARER B EIERER (C4591031:HER) U JHERE | ARBEHEmER

N
FHBRSMDS5~12 0 AMICIZF T« BhE (1 - EIFHR) 30 u g D3 EIZREZRIFTCS5RZBAZSMEELT. K %
1,920l BRFPEE UL, =
s =
RBAEREEER GEITH) . WRICSARS-CoV-2D0F YD AQBEEELTCISF T« RTURLE 2ffi - E2IRHK A=00Y (_'5
#BA.1) (30 ug/E) %1 M. BRPSPIERELI" 0
T
¥ (i 8 5

(% 2 1] A%, SOEEE7ELURNOBRRSESERS

[RERE] EERERESFMEIER : SARS-CoV-2BREEN RWVEERE CHBIFBDSARS-CoV-2 (A= 70O VHBA.1R#R)
(L35 BMBEDAFUAMEICE D 18185 1 5 B ODIIFUAED GMR (D= F 54 RTURRE (21f : iE55HE
FZOOVHBAN) /DS F TR (1 M) 30 gl | RO [AREEER 1 »BAORERRESE 202
[O=F5(RTUERE (2fff : 25k /4 =T 0VHBAY) —I=+ 5B (116 - &5 30 ug] )

REMOBHFTRNTH  FRBHESIRHECERINTLE.
SRR BT (GMR) [SDWTEISF 54§55 (15 : BIRHD) 30 L g BRI T BRI PIAIGS RIS
DVTIEASF 7B (1 IFH) 30 L gBTBB T T BIL M EZNT RIS BEBES Nz,

1 ARBRIE IS T 85 (1l 2B 30 ugBfd . A =70V HEBEMD I F VRS20 7F 2 ZNZTN30B UL F60 ugiElE. RO FS R
EBO6HTERING.,
%2 ARENR—Z S A BN S 4B EIC LR UEHBREDEE [R—X54( VENEEFR (LLOQ) FEDHAFLLOQENBLS NI,
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0 =ZxlE

305Q1ZMRICAZF T« RTUSYE (21 : E2IFHK FZT0OVHKBA.1) BRERODRZEMZFHELE
Ufc. iaBxEEiE® 788 . EFHEICKVEIRINORIBINRZFFHBUE Ulc. TREIRIGDFEIRIA
T (BREFRKRU Grade 3LULLE) FFROESY TULC EREMIZRREFEERE (PRIE) [CHIRL.

FfcHiE (& 28 (PRIE) T, Z0ftDO2HMHOERIEEREH (PRIE) [(CFEIRL. FHifBIX1~2H
(hRfE) TU,

FREIRIGDFEBIRNR

=1
]
= SEIRGIEY (FEIREIS [%])
7 a - !
Iz J=FF«RTUSRE (2ffi : :iEHE —— = e o
3 A= OOVAEBA 1) EiER =TT« 8hE (110 : iIEHR) IETERE
\
T
=iE - Grade 3 _ Grade 3
ST {35 45| 4647 D) ST (o 45| 247 ©)
. STl %% BREN BLEO ST 518 EREF 1LE9
SESTERAIE R 1 301 175(58.1) 1(0.3) 298 179(60.1) 1(0.3)
e 1 301 148(49.2) 5(1.7) 298 135(45.3) 1(0.3)
B 1 301 101(33.6) 1(0.3) 298 79(26.5) 1(0.3)
ilAEE 1 301 67(22.3) 0 () 298 59 (19.8) 0 ()
=E 1 301 39(13.0) 0 () 298 49(16.4) 0 (=)
A& 1 301 34(11.3) 0 () 298 27( 9.1) 0 (=)
F@md 1 301 15( 5.0) 4(1.3) 298 11( 3.7) 0 (=)
a) SARS-CoV-2D00F & ULT4AOBERE,
b) EFHEEIC KV FHE LB %
o EEEN BE (BEFHEWIFZ) I ULEEVTHRESNEER,
d)38.0CU L, 38.9CEBAIEEIC. EEENSE (Grade 3) U &L,
HRER BN EMAERER (C459103158R) U ' HERE B THEE B
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® =75 (RTURAE (2ff : i€iF#% /4= J0V#BA.1) 30 g
BIEROIS 5 +BHE (1 &) 30 u gIBIERIC
%19 5SARS-CoV-24 = IOV BA. 1 M1 ATHAIT
(50% AN
=77« RTUHE (21fi : fiR#%k,ZF=J7 0% BA.1) #IZiEBEDSARS-CoV-2 REFEH TR U178 6l K
U696, D=7« 85F (1l : FTIERR) EZFEEEFDSARS-CoV-2 BREEN L1633 BT 149 fl7Z 3SR
(C. EFEE1HBDSARS-CoV-2A =70V #BA. 1 IMEPFFUMER O BRI AR ESER 2 sHE U

BR. RKINROKR20ESYIZF T4 RTUREE (21 : &R A= J70V%BA.1) EEBOI=ZF T+ %ﬁ
g (10 : IR 1IZEB N I B BNV IELE N ZENZENRENE L, Eﬁu
%=1 IS+ 7RTUBEE Qffi: ©BiB# 2SO #BA.1) B8 =
A= F5«85F (1l : EiEHK) IZiERE T TS )
SARS-CoV-24=70V#BA.1M;EF0Fii4(d (50 %5 %
QS FFRTUSRE (2ff : 2Bk e m e (1 g g
L e S F B (1 : IR B -
~ _ (195 % S HRA1Y
e GMT [RI95%EBRMI? | e GMT [ 95% (SFEXS]”
AEBIE (218% 1 »B) AEBIZ (2781 »B)
711.0 455.8 1.56
178 [588.3, 859.2] 163 [365.9. 567.6] [1.17, 2.08]
GIVIR: STt . GMT: ST 1A
a) FIAMEHL EE IR (LLOQ) KiEmDIHE . SE(CIZ0.5X LLOQDIENL HLS Nz,
b) EEEDOMINERE : GMR [OZFF4RTUFRE (2ff : 2Bk ZA=270V#BA.1) /A= F T« BhE (1 &iIERK) 1 ORI 95 %S EX R NRE> 1
F2 A=F«RTUREE (2 : &iFE#kF=T70#%BA.1) =
A= F 5«85 (1l - iR IZER$CXH TS
SARS-CoV-2#4=70V#%BA.1IM;E0FNRARZRDE
QS+ FRTUSEE (2ff : 2Btk o — e (a s
L iian 1 =SB (1 : IR B
= (%)
n? (FUFRZEE [%]) n? (FUFREZE[%]) [ 95%{SFEX RG]
AIEEIL [ 95% (= RXR] AIEEI [ 95% (= FAX ]
(EE®R108) (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) MAMEN' =+« RTURRE (21ff : &2iF#k /A= 0#BA.1) 1Zi&R] (SARS-CoV-2D07F & UTAOBIERER]) ODRN—RASA VB [R—RAS5AV
EHNEEFR (LLOQ) FEDIHBEIFLLOQIEI S 4L E FRUIEE8SSIIEE.
b) ELUORIEE : FAGEEDE D=+ 74 RTUSHE (1 - @i /4= 70 #BA) —IS+7 B (1 2EH)] OTWEI95% ERER
TRE>—-5%
HAER BN ENBRE (C45910315888) U J'ERE | ARG SHEE R
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HRER BASBI/MEEER (C45910445ER) | ASRESEHEE X

@ ERBE
B

O=F 5« RTUERE 21fi : i2lFk Z=J 0% BA.4-5) #10IEiE (4 OBERE) UleEEDRERERVZEEZIRETU
feo

T

E IS FF 485 (1 : 2E) 30 ug& 3 @EEHHC. 3EBE/NS55~12 n BB UL 12BU LD EEEFANT
= (SARS-COV-2 B FEN 15118 ~ 55 DB 1L 32 FI KU 555 BDSHIE 4061) .
& HERAE
!3 12~17 B OEREIFIFEEIEMIRRER. 18~ 55 R S5 mBDEREF B IE A Ll E SR TR REL SR LTS
K LTz SIRICSARS-COV-200F VD ABEERBE LT IS F 5 RTUREE (2fff : i258#% /4 =70 #BA.4-5) (30 ug/
9 @) % 1@, FRPRERE L,
SEHIEE
(% £ &) 855, I=FF«RTUSHE Qffi : 2Bk /4 =70V #%BA.4-5) A0 EEE% 7 BROBFRRHX (3
LERG
(GEEY] TEREEEFHEES: SARS-CoV-2 BRBEN BV RRE(ICHS(FBIEEL 1 AHDSARS-CoV-2[CHTS
M5B hAIA
| WISE |

ARERTE. I=FToRTUERE 2fff : iRk /A =7 0OVHKBA.4-5) 30 u g R OEE (A0E) B 1 1BROR £
RUORERRMERICOVNTEH Ulc. AERIFECRIITH Y . EXNFREHRIREICIFEINTLEL,
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31661 (12~17/% : 10761, 18~557% : 10361, 558 : 1066l) ZXRICI=F T RTUENE (21 : i
BAR /A= 0OVHKBA.4-5) BB DRE M ZHEUE Ulc, /aBREEEE 7HE . EFEFEICKVEIR
INDFEBRRZFHEUIcE IS EREIRISOFETRINR (EREAHRU Grade 3LUL) (FFROEBIT
Ufeo ARBMIARREFEESH~EE (hRIE) (CRIZL. FFEHREE1~28 (hRIE) TUIL. 20D
EHMOERFEERH (PRIE) (CRIRL. FinHEE1~28 (PRfE) TUT.

FREIR SO

=
iS
SEIRBI (RIS [%]) B
12~178% 18~558% 55i%#a g2
&
0=+ 7 4RTUSRE Qfff: /4 =70 VHBA.4-5) o
T
=g @ ER Grade 3 | 5¥i BR Grade 3 ¥ ER Grade 3
E%y | HIEe> 28 A ED | g 2K P ED | g 28 PIZER
SEBIERIRS | 4 107 |75 (70.) | 1 (0.9) | 102 | 81(79.4) 0 (—) 105 59(56.2) 0 (—)
B 4 107 7267.3) 0(=) 102 64(62.7) 2 (2.00 105  41(39.0) 1 (1.0)
GET 4 | 107 |54 (50.5) 0 (-) 102 | 45(44.1) 0 (-) 105 | 31(29.5 @ 0 (—)
T 4 107 28(26.2)| 0(—-) 102 | 32(31.4) 0 (-) 105 21(20.0) O (-)
== 4 107 25 (23.4) 0(-) 102 | 15(147) O (-) 105 13(12.4) 0 (-)
RS 4 107 13120 0 (=) 102 | 17(167) 0 (=) 105 12(11.4) 0 (-)
e 4 107 [10(93) 1(0.9 102 | 5(49 O0(-) 105 | 8(76  0(-)
a) BEFBEEIC KW AU FIE.
b) BEEN [EE (BEZEEWRIFS) | U LEVTRESNIEER,
C)38.0CLUE, 38.9CEBAIIEAIC. BEENBE (Grade 3) U L& UK,
HARER ENEDT /MHE5ER (C4591044588) | ASRIFHEE R
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ZFHBUER. DT T4 RTURRE (21 : &Rk Z =T 0OV #KBA.4-5) B¥CHI1FB18~55m R
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FUTWEUE,
= 18 ~55F MU 55BN ESINED
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158 [4542.9, 9106.0] (6235.4, 11279.2]
GMT: S{E T
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([CHFBETEE1 HHDSARS-CoV-2(Cx T B MiEFFIFAM
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HAER B [/ T/ MEEER (C4591048355%) U JHERB

¥ HEREN RS VEN S4B EIC LR UKBREDEE [N—ZXS54 VELEETIR (LLOQ) RFEDIHZSIFLLOQENIAVLSNT],

38




A=FT«BhiE6 nA~4mA (2 : &iFtk F=J02#%BA.4-5)

0 =ZxlE
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BA.4-5) BEEEDREMZFTHELE Ulc, iaBREEER 7HE. EFHEICKVBIRLDFERINRZ
FHELcE TS ERBIRNDFERINR (BREHRRUT Grade 3LUL) (FRROESITU. £ 6~
237 RDINEEMBEICHSVWTEHEMERFEEDE (PRIE) (CHRRL. HnHEE 18 (PRE) T
Ufc. ZODEHHDERIFEEBRH~3H (PRIE) [CHIRL. FHiHEHEF1~28 (hRfE) TUK.
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O cRECEEN

WEIOF 75 F O
L] PR )(ﬂ Q&A )

(RI&7IER:2024F4818)

BH6F (2024%F) 4ART1HLURE . HEIOF VAIVARRPECRIEFEIERERICAE DTSN
T BRADBRICOVTIE [FRHEERRI X—IZTSREE W,

O FRhEEER

https://www.mhlw.go.jp/stf/seisakunitsuite/bunya/kenkou_iryou/kenkou/kekkaku-kansenshou/yobou-sesshu/index.html

moEn TRHEERR
[-] e 1A [-] Ly el i) © BEEEEECONT
(-] 2 Rz DL © EARHE - FRHEHEAE - FhiE

O maze -#m O Hit-Fof

(RET7IERX:2024F4818)

WO 7 AT U H FTIKEIEHFFI N o B AR AN S A\ G O L
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BEMFERT THERE - DIFVORRTR. FPHEERRERICOVTIRANGREREDD
& HZNBRARICEDE, BEH - EENGEHE - RN ITONTVET,

OEEHEERS (FPHEE-DIFVDTHER)
https://www.mhlw.go.jp/stf/shingi/shingi-kousei_127713.html

 FELA v EMEDEED » LCHIWAM » vrRTYT o ERSOOR

O (4L Moz eC T
) 45w rasusm
=z

N =i > BEHEDWT » Bl FREY > BERPERS (TR - 77 FLRRE

BENEERR (FHEE - 77 FUANR)

(RI&T7IER 20245 481H)

MO 7 AT U H FTIEESEHFFT N o 2 RN S A\ G O L
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9. FHIDEIW R « FIEICDONT

CERASNZRAZESED L SRADEBFRNROIRIRWVHABERICT, REFHE. BRTEZFD
ARG OIEFRNOEFZEROIRBIRGEERBCHEERDFHRBRICOVTIHEEES

EE0,
b6 nA~4%HE 5~11:%M@
A= 1E6nA~4%A A=F548ES~11EH
(1{fi : #=20#XBB.1.5) (1fi : #=20#XBB.1.5)
NATILSE (E=e) = #HLVY)
—($\“7‘yj. COMIRNATY
SNILDE) SARIEAR—TTE W] s~uax-vor
LS e SR SHELLE 11T
= 0.4mL 1.3mL
= (EMHEHDSE :0.040mg) (BERRDDZE:0.130mg)
IR = =
(EBEERER2.2MITER) (EREERER.3MLTER)
= 0.2mL 0.2mL
1OEEE EHRHDSE 3ug) ENHESDSE: 104g)
SRR E ARIRE (—25~—-157C) :
(—90~-60C) Ao
(=25~—15C)
BERE 2~8CTHE . AEHRE (2~8C)
(2~87C) 10;8R9*
- EECRET IS
Zimiriz RREIAN S 24 BRINAICER T3
« BIRFICTRICRUTHL o « BRFICERICRLTRL &
— « EIREOBIZ100EES (100.2mL) £EHT 3. |« BREORZ100EES (100.2mL) #5733,
FARRED | . BREORIE2~30CTREL. BRE12BAL « RREOBE2~30C TREL. A% 12HHL
ERBR | (gETaIs, RICERTZTE.
GRF) . ﬁf&maﬁﬁ-ﬁum:@ﬁﬁ UBHD Sl RIRREETS |« RIRE12BEMUAICERULBD S IoRIZEET S
: o :to
ASFF4BE6nE~4%A (i : #SI0V#XBB.1.5) &V ASF F+B5E5~11EAl : A= 70V%
XBB.1.5) 3. 20244 3A31B%E6>TRT LIS BRI EBICER L RAITT.

X AMPBRICERTEIE,

® [XBB.1.58ISBY HEIDNA PILF v v OB [AZF T 8E6 nB~4RAl BEE. [IZF T4 BES~1EAIEF LY I [I=2F T«
RTUBEEI RO, [O=F T4 RTUBE T ARI BT L—EBO>TVET,
HHISNILOFEED [XBB.1.5MWHE] TH DI 2LLHERL. BEVEBICTER TV,

o [I=FFT48F6nA~4mA (Mfi : #=X702V#XBB.1.5) | [O=XF T« 8E5~11imA (1fi : #=2702#%XBB.1.5) I [I=F 7« RTURRE
(i : #=2702#XBB.1.5) I TO=FF«RTUSE1 AR (11fi : 7= 70 #XBB.1.5) | D [#8R%] (CBIT 2 E#MBIC DV TIE. p.66. 68,70, 72
DDIR—IZTBRLIEE N,

JSFFAHIE6n A~ 45 BTRY (B6HR) 202445
JSF TS~ BFRL (F1187) 2024645
J=FF/RTUST BFRY (H8KR) 20244 45
JSFF/RTUE T AR BFIRT ($247) 2024547
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CEATNZRAENZHESRD L. PlizerProlCBEINTV 2 ZREIDEF R MU KL
TR EFAA BRIDESFOEFRARFOIFEERUERREROIRBRREEEICHELLD

SHARBERIC OV TTHRLEE W,

HREAERHIC

128 EF
J=F5F«RTUBE a=4+5<RTUBEE1AH
(1{fi : Z=20#XBB.1.5) (1{ffi : #=20>#XBB.1.5)
R (7L-) (Z'L—)
& SKNILDE) SNIVEAA—TTT SNIVIGAA—TTT
|
D
A
Y FOE S 128+ 128+
I
(A}
R P 2.25mL 2.25mL
fa = (EWHHDSE:0.225mg) EPHSDZE:0.225mg)
i
S #R RRFE FIRRE
)
< 0.3mL 0.3mL
1@%&% o .AE. e \.AE.
(EHHSDZE:30ug) (EWEDDSE:30ug)
ARIEE (—90~—60C) : AEFRE (—90~—607) :
RizAAR 181 8* 181 8*
BAERE AERE (-25~-157): AERRTF (—25~-157C) :
(—90~-60C) Aor* Aor
(- 25~—15C)
RERE 2~8CTHRE. AERE (2~87) 2~8CTHRE. BERTE (2~87) :
(2~8C) 108" 10;8R3*
- EECRETDIEE: EECRET IS
7 MRHEIAh S 24 BRIMICERT 3 BRERAAN S 24 BRIIAICERT
. FERBIICERICRLTHLT E, . FERBIICERICRLTHLT E,
— s IN\47)LIC6EiERESD (1@ 0.3mL) ZET D, « INA7)LIC1EERES (10.3mL) ZBI S,
RABRED | o —motam|Urik(d. 2~30CTREZL. 128/ | « YUY IICESIUIRIE. 2~30CTREL. 126
ERBR | (AT, RILINICERT BT &,
GREY) | o “pstadl L. 1288mRMAICERURD IR |« YUY IICES | U RiE. 12 mBIMAICERUE
BRETZE, Do RIBHET BT &,
d=4+5«RTURSE (11l : #=20V#XBB.1.5) 3. 2024&E 38310 > TR T LIS FIESEHEEICER U
®AITY,
¥ BAYHBRNICERT3 &,
o [XBB.1.5FIGE | B DNA ZILF v wTDEIE. [IZF T4 imE6 n1B~4ZAI EEBE. [ T45E5~11EAl @A LI [+ 57~«
RTUAEI RO, [O=F T4 RTUBRETARL @RI L—ERBOTVETD,
HFNSR)VDEEEH [XBB.1.5HHEL| THDZEZEILKERL. BEVEREICTERL S,
O[OS FT4fF6HB~4EA (1fi: 70V #XBB.1.5) ] [+ FT48:F5~1mA (1ffi : A=270V#XBB.1.5) | [O=F+ T« RTUBHE
(Mfi - Z=2702#XBB.1.5) | [O=F+F«RTUEETAR (i : #=270#XBB.1.5) | @ [$HAL] [CRIT B MIC DV TI(F, p.66.68.70.72
DDIR—IZTSEBLIEE L,
A=+ 486 hB~4RA EF RN (56kR) 2024F 48
ASFFA8ES~11RA EFARX (F11hR) 2024548
=+ 7«RTUERE EFARNX (558HR) 2024F 48
A=+ F«RTUBEI AR BF AN (552HR) 2024F 48
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O /MNRICHWITBIIFVDERNNIEIEEXICDOWNT

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

4 I
BRREEDIEESE
1RSSR ()
OEEES D) <rERISMAIEICBIET B, —
BT 2HAENEILE T, hR1/3NZ BB TH D, %
OEEFE D  <BESMEISE (3 SR REICEET S, 2
)
ORI =AmtRBIcEET 3, i
BSHICHABIAROMEAEE(E ., FEH(CRIRE< BRI MILICEEY 3 T STk, -
IIE;IE T?
(AR &l BEOESOKEHEEDIEL. RFOBSZERE LB =AR0 >
hRETH . (K) 2
Bl . BIIDBRNNS | IR SRR S < BICld. LEWEIBEOTLEMN
HBDT, FELLBWLI &,
(A) KERRTSMAIER
KERKEF
SHAIL B
(th5R1/3)
SHAI R BRFE
(B) =ABrthRER
=R
=EARhRER Wiy A=
\_ AR PIPEIE D FETEER L )
ZOMOFERBIBICDOTHELTF . NEICHT BT IFVOBHANEREEICDWNT @EIEHE3M) Z8RIETL
BANERIZR VNEICHTDTIF > DHmAREEEICDVT ETE30R ) ]
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10. €15

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

BEDEERICZSEINTL IS E
WITTREA ERSERBBLARN BRRIDIAE
Pharmaceuticals and Medical Devices Agency .
] OREER[—EE -RER(EERDET) |
| EEAEZD BER% | comcsrocozen [C—f% - BRFEBEANL. B
- EXROFNIBEEAND  [wesenz |
i MR EBHAMENTUBSEICOVT, ZORNAS
Z PORPETL. RESNL, ERRICIHETZTWE
=] —RERATERLET,
% EEROFIXESEBND [ nnaenz | % - e (EXZOEH)
KR RO ANENTLBREL VT, ZOERAE ASTT
DSRFEETV, BRShi, EEXRICHETZXEE . .
—EEERTRERLET, - ®1‘§§$§%*U§gunn'\o—:/’\]§*§b\ .
B - B (BRSO < BEBFRANXADHERE] DIEE KLY RS ZHESR
= 3.2 M
0 —BARUESA —BEOH BHEREDH =5
O HBH—K MA—H
BEER-—ETRTIOIIBMEES
-~ BRL3 2Fzvy  BUUF
R
BEAEERHA R/ P 0F EBEZTBAN
DHA K
BuabtiEs . —
BHEDHDZSEIEERE
BRIIHE
HEARE (CS5SoRHMERDISARTHEHUTIH — - p
BEf BRI O R TERTEERRZER] [CT [ ZRIRE.
%2
FERBEANSHNS O BERSANSEHNS RABEATIL. BRR
HEART (V550RRES, SHTHHNT BH
HEABFR] 1B R E M)
= 3 FENERGSH~3 O RREESANSEAS
( )
AND # REARSR]
— (= :
HEARER2 < RUTFLYZUI—IL
= g
\ QRBER/BRICRTIND—MZE-REa%z
L
HEARESI
[-- =] PRy - TOYFIAANA TIOAARARAR/TION 32V -REXIICARER POEE0ITE)
m Ban -3 2) / HDA
I AN SR e BN
*ﬁ ﬁ LUTRERILTRA AYTOCR?/70Ar AR BREE/ Dt ERERNRH ERER0ITEL
z MONIN 9O, EAESE RANEASGE O / HDA
1 EFTEALULE (OTC) ZRRULEVWGESE [—RAEER - BEEEER [BHRIEXR]
(https://www.pmda.go.jp/PmdaSearch/otcSearch/) 5 ZHRWEEIFET,
%2 RUIFLZUID-)VE 700 -)L] EVWSEBIMTHENDCEHHIET, (RIEPIERX:2024F4818)
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SAIVATIF UL EYSHREIEE

STA=F 5 BE6HE~LEA [T s

COMIRNATY intramuscular injection for 6 months to 4 years old

107 94)LA(SARS-CoV-2)RNAT I F>
) ER-EMSONSTECLDERTHIE

7 =

7 S F H | 20224108

IR 55 B % & A | 20225108

E B E £ &£ B | 20208128

B & E B B | 8F(2029%2AR)

Brik 1 —90~—-60C
BHEE 1808

2. BEERNEYE (FHEEZET3ILNELTRUVE)

2.1 ASHREE#ZZELTVNEE

2.2 EERAMKREICHD > TVWBIENHESHERE

2.3 AEIDOEDICHUEEDBBEDEREEDHZE[8.4.
9.1.6. 11.1.1288]

24 FERICEBITFR2EDIEL. FHEEZTSIEARTELR
REEICHZHE

3. REOBMERUHER- R

3.1 BEOBE
SARS-COV-20R /81 25V I\ BEOF7 S /BEI%E1— RS 2DNAEHRELT
SEUIRNAZIERL. IEERAERAT 3.

* 3.2 $R%
IR55 & ASFFAFE6 0 B~4 A
B FUANIFAZY
BE 0.4mL
|8 0.040mg(RNARREELT)
[4-eROFITFIV) FHYIAILIER (NFHV-6,1-I1)L)
EXQC-AFIITHYBEIRTIL) 0.57mg
2-LlGRUTFL > a—)L)-2000]-NN-Y FRZFVILT7
732k 0.07mg
AnAl 1,2-Y 2770 Jb-sn-Z"U+£0-3-/RRKIJ> 0.12mg
aLZFA—JL 0.25mg
HEARE 41.2mg
~rAX%E—)L 0.08mg
NOX%E—)LIEHIE 0.53mg
3.3 HAIOMHR
IR55 % AZF T AHE6HBA~41% A
pH 6.9~7.9
RBELL 1.2 (EBRIERICNT L)
IR ARBIEEBULRTH S,

4. FEEX ISR
SARS-CoV-2ic & 2 BSEDFBS

5. MEXBHRICEETHIER
5.1 FAOFHHROBHEHBSHILTLEN,

6. AERUAE
FHEERERBER2 2mLICTHIRY 2.
ME%REE LT, 1E0.2mLE &5 3E. HHNICEET 5. 2E B IdEH. 3B DR
BT, SEE2EHDEEN 5P EHSBREALIRICERET 5.
BMRZEE LT, 1E0.2mLEHBRMICEET 5,
7. BERVHEEICEET 3R
7.1 MEIS%E
7.1.1 FERNRE
6nAU LA TFOE
7.1.2 12TERIR
| CIEOEEN 538/, 2EE0EE, SSBHERRIBEICIE, TEBROE®
MCREIDEEERIET BT,
7.1.3 1iEE
RAIE LT, A—0iE HREEDMOT I FYERRT I LR 3EEET 24
SEETHIE,
7.2 B

7.2.1 EENRE
BEICHERERIGEMEZE UTSARS-CoV-20 0 F > DIEEFEDH 5618
M EARU T DE, SARS-CoV-20RTRAPELADOEERRFEEZRETZ.
RETyREYRIEERL, BMGEDEEAHIMTIIL,

7.2.2 E1ERSHA
EE. BIEIOSARS-CoV-277F > DEEMNS AR EE3nBRBLIEICERE
FEHIENTES,

7.2.3 AAMUNDSARS-CoV-20 0 F v aERB LA ICBMRREE UTRAIZZERE L
BROBMERVLEMEFHEIZIL TR,

* 7.3 EEINDEERDIBEICIE DT I F Y ERRFICEET22ENTES,[14.2.2
S

8. EELEXNIER
* 8.1 RANLTFROFERER A RO TEREERBER ICERUTERAT 3L,

8.2 HIFBEICOVWT, EERIcH I HZ. RERVZRICL > TRRREZANS L,
[9.128]

8.3 I EE NI ZDREE ([ HELRILERED (L8t FERLZFRICRSE.
Fie, FEROBRRERICERL. BAROEE RIS PHEHDE., SSICHH, K
Z0REBERZZEUVIOSRICITEPHCEMDLEZRITHLSEFICNSES
A<

8.4 23yl TFI747F = H50NBIENH B, EERICBEEDREES
LT BHPRETMNCTV. HER—TERE. HEEEOREBERRIZIENER

LW\ Ko, RABEERICTa vy P74 5F 20— RBOSNIRBEEE IS L TR

LUEDARFDEEZTHRNTE,[2.3.9.1.6, 11.1.138]
8.5 DU FVEBER N IFERRICEHICLD DR RGESTMEREHRREELT
KN BSONDIEN B D, KK DEEIER T 2120, EES—EREIEESE
B70EUTc ETHIFBEDREBZHRRIDIENLEEHLL,
8.6 DFHK. DEANHSONEIENH B0, WEEBE IS ZDRES ICH LTI
DER R DERR D EEDONDIER (KB, BE. <A WIREEE, SEFIRE)HRHS
NIBAICE. BONCEMOREEZIT2LSBMCASERIE[11.1.2,
15.1.1, 15.1.228]
8.7 JOF U1 JLA(SARS-CoV-2) RNAT Y FUEIERIC, £5 N —EERBENRE
INTWD, HIFEEXIFZTORES ICHUTE, F7 - \L—EEEHIEDONDIE
K (BRI NS IR E DR IERE., BRSORFZEVWUERE) IR SNIHE
ICIFESICEMEICERT 2L5, SN UHFHATIIE,
8.8 AHILDSARS-CoV-21c8d e 270 F Y DEBMICET 5T — 7150,
9. KENERZHIDHFICEHIZIE
9.1 HEEIRE (FEOYIMEITSICEL, TREETZE)
BEBENROVWITNNCEHETZERHSND GGG BERRERVOHEZEZR
L. BEROEBEES O ZEE TV, FHEEOLEME. BIRIG. BAMEICD
WTHABHAETV, BEEEEICEL LT B TEET 2, [8.231]
9.1.1 MAEFEEZIITVWSE, MIMRRAEX I REREEZEITE
AEEERICHEOXEHENHSDNEIENH S,

9.1.2 BEILEERZDZHINBINTVWSIERVEREICERERBERLEDED
W&
FHNCH T 2RBIGEHME T I DAIREENH D0

9.1.3 DMEMEREE, BEE. FEES. IREE RERESOERKEEZETY

3%
9.1.4 FHHEETEBR2BUAICEADHSNERVLEEREFOTLILF—%
BSERZEELICENHEDE

9.1.5 BEICEZOEEDH2E
9.1.6 FEIDEACHULT. PLILF—2ETIHEZNDHDIH
[2.3.84.11.1.18K]

9.2 BiEREEEIZE
BEEEIRETHZ.

9.3 FikEEEEHI2E
EEEIRETHD.

9.7 NRE
61 AREERNRE UTcERAREERITEM L TLVRL,

11. BIRI

ROBIRBIHSONZIENHDDT, BRZ+HITTV, BENRBOHSNIEE
[T BEYRNBZITST &,
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11.1 EXBEIR
11.1.1 2a3v9. 7+ 745F—(BEETRH)
[2.3.8.4.9.1.62%]
11.1.2 DERR. DER BEEAREH)
[8.6.15.1.1, 15.1.2&H]
*11.2 ZOMORIRIG

5%LLk 19%~5% | ok SRR
[BFRIER P (47.0%)7. F B ZSEER I,
CGESTEBAL) | 7R-#I3E(18.9%)°. 2E
i
BaERR | SRHIE684%)%. SRENESD R, IE
1BEHR (41.3%) 2. iR, NERE. ZEE
LR [RENE N2
H AR
bl (] BACHIE (38.6%)°. REMRES | Bo
THI(13.6%)%.
ulﬂ—iuia)
218 TZBR. CIREIREE | SR
]
H-BER | HEEY BIEmEY | PURE EilmE
4 EWB. &5, | &TE BT
BT R
miR 1> ) REREE
RER BEE (2. %5
FERE I3, SRRB.
MmEEZE. B
[ERRS)
ZDfth B (44.8%)°. BERE. BRE. B
FE(14.4%)2, BEENE. 1
B TILTFERAER

a) FRARERICEWTEFRFICIDINE U BIRBOHKERS

E)EAEL /1 /N11EHER (C4591007HERE 11/ 148/ \— hIEWNCC4591 04858 7 5Bk
B) D& EpE TIELCERICOWT, FMER (61 B~ 1RKRU2~4iR) ICRREEEH
HU, BRBROHERE CHBDERICOVTRLNE VMBS B iR ETEH Ui,

14. BRALDEE
14.1 ZFRARBOER
14.1.1 @BFRAE
(1) AEEQR~8C)XIFERTHRET DL,
(2) FBRDRIG. ENRAICLZBBZHR/NRICHZ S &, BEFAXRENMENY
e5BRWESICT BT E,
14.1.2 BREDREFER
(1) BRZIFESRET BMPBRNICERT &,
(2) 5EE(2~8°C) THET 315818, 2~8 CTI0BEERET LN TES,
(3) BB THRRT 215 AL BREFBEN S 248 LN (—E#H %R LB OBEE2ST0)
RT3 E,
14.1.3 &RAZE
(1) FRAICERICELTHLZ &,
(2) XA RERESERVO, BIFICH > TUFHENRALBVLSEETS
Z&,
(3) REIDNA7ILIcBBAEERIE®R2.2mLAEINZ ., HEDH—RRICRZETH <
DEERERRIIT 22 &, IRDEERVTE,
(4) FRBIORITHEDOHA T EERL LN H D, HREBICHITHROSNDIBEIC

(& AL\ E,

(5) FREDORIFTOEIEEN (1120.2mL) #H T %o 7V KRR 21— ADDRUVES
HRIGEFBEEEALLBE. 10E9ZRINT DI ENTE D, ZENDTEHEH
ROEHREEZFERLCGE. 10BB0EES ZRITERNTENH S, 1[0
0.2mLZRENTERWEE, REFEEIT DL,

(6) HMEBDORKIF2~30CTREL. HRE12EBUANICERT 22 &, HIRE1 26
FILRICER U > ToRIGFEET DT &,

(7) FRBEFORICIE, ENRAICLIBEZR/NRICHZ DL, BRFRAXKRUE
MAENYISBRVNEDICT R E,

14.2 FHIHEROER
14.2.1 BRICRUIHEREON\ATILHSEEE0.2mLEERD A FrEEI RN E
ZBEATHRRIT DL, BRENRHOSNDHEIRERALAENIE,

*14.2.2 AE 2O/ F Y ERELTEELBWTE, [7.35]]

14.2.3 8%, ZAHPRIISKBRATIMERIC, 1AM IEABRETSMBIER (< AP EIE
TBIE, BElCIFERBLARWC LY, Fio, BIRA. KA. E TAOEELTOHAN
Z&,

14.2.4 - HRENOHEELT R IZHOTRORITERIT DL,

(1) #HRIZFHFANEEICEIRE T, BRPIEHDWNIBICERELRVES, &iEE
FICHUTBYBREHRERET D&,

(2) R ETBUZERT D E,

(3) JESHZRIA LT L& BBORZPIMBROERDASNIGEIFESICH ZIRE.
A ZENZ TEHIT DL,

15. ZOft0iEE
15.1 BRERfERICE D < 18R

*15.1.1 BAMCEWT, IAF U1 ILA(SARS-CoV-2) RNAD Y F U EfE %I/ 4. (DE
KOERESN TN, BEICSARS-CoV-270 F Y DEBEDBWEICHT 52[E
BETOEBICEVWTRESNIIEFDZ ISHEESETH . FHIC2EIBEERK
HURICRR L TWS, Fley KEHDIEHI T, ABEICLDREREARICEK DEERH
ELTWN32,[8.6.11.1.28 K]

*15.1.2 EFEFHHRBEOERNBIRGEVRSICHIT D05, DEXDRERE, BROER
BHRT—IR—22ANTEHUc—REANSHEASN D DE %, DEXOFKIR
REFWEUIzEZ S, BEICSARS-CoV-270F Y DEBREDLZWVEICKHT S
SFTHE(RRK) 2EEBROEEBHTHEENGL LN RBINRY,
[8.6.11.1.288]

15.1.3 BB WT, REFIEHRE OBIEEIFREATH DHY, REFTERLEAEDH 24
EEHICBWT, 30FU1JLA(SARS-CoV-2)RNAT I F @R IC. RET
BALEAIBAEDOERR (FICERER) M EESh T\,

21. EPBEH

21.1 EERVRVEEHBEEZRED L. BYICKEI D&,

21.2 RS TOMRBHRSN TV ENS, iSRG, BIERBREORAOL S
ICBET2T7—9%. HOSDUHEDIFBICEDETRIICUNET & BT, TR
FAEERERESARSEEICIEBL. AROBEEFERICABREBEHELZIL,
ZOE, ENERET IRRAEZFICLDESNIBRICOVTHEYICRRT DI E,

21.3 BEERATEREF X IFEHBRORKRBROMENE SNIBRICE, RO ICHHZ
BiEZ I TBUE N EERERESFREHBICIRE T2 e bIC. REIDOBIER
VRLUICHRIBRIOEREZ. BRUESE ROIEEENBBICAF L BDL
SHERBBEHLDIE, o, ENTOSRROBEMERVLEMEICRDBEROF
BIOWT B AT 2T &,

21.4 XA DEEICHEL FADBEWERVRLMEICOVWTRSHEBERNERIND L
EBEEZ. HONUHBEBEXIIREEZICRFOBDURVLLHICET 31ER
NIXEZH>THHAIN. FREEETXBILLIARZR O OEEINSLS E
Bfilcxd U COEYNICEBAT 22 &,

22. A%
10T I (BEFrvT)

25. RERMEM LOER
FAV RIS ON R EB 575 CEFEERRH) .

O EENELEZECEE LOERIDBETIC T2 BRI W,
@ HHIFETF RN ZSBRIES L,

BGERRFTTT
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& B F B | 2022%18
COMIRNATY intramuscular injection for 5 to11 years old B % M % & B | 2022428
J0F94)LA(SARS-CoV-2)RNAT I F> E B E £ & B | 20205128
1) R -ERSONSBICLOERTETE B B E # R | 84(202942A8)

Brik 1 —90~—-607C
BHEAE 1818

‘ 8. ERGEAMEE

2. BEERNEYE (FHIZEEZZIIDIEHBEYHTRNE) * 8.1 AT FREEEHRA, RO SRR, eI TR AT,

2.1 ESHERRHMEZLTNEE 8.2 ?@;&;Ei;ﬁob\’(\ BERIICL I M2 MERVBRICL > TREREEZAND L,

2.2 EERAMREBICHD > TWSIENRESHERE 8.3 WEEE NS ZOREE I, HEYH OB ST, EEREERICRS. £

2.3 AFDOEFICTHUEEDBEIEDEEREDH 2E[8.4. To. BERORRERICERL. BROEERIGYCHHFOE ., SSICHER. KEFED
916. 11.1.158] ;Ef@ﬁ#ﬁ%% LEBaCiEOh CEMOBREZ I ZLSENICHASES

24 FERICBITFREDIED. FHEREZITSZELARTEY R 8.4 V3, FHI4FFI—DBOONBIENH DI, EEHICBBEDRERES
REICHDE CEY 3EREHRICT. BB — TR, REEEOREERET 2 0EE

LW /e, AFIEERICY 2y 2, FF T4 55— DRSS HEBEICH LTI

LIEORAIDOEEZTHRRNIE[2.3.9.1.6. 11.1.188]

3. BiEOBMERUHER - IR 8.5 TUF U EBERRIFEBRICEHICLZORERSESDMERERRRFELT
3.1 HEOBE KEDBOPNDTEN BB, KMICE DB LR D10, BEH— IR ES T
SARS-CoV-20 /A 25V NI BEDT 2 /B %1—Re 3DNAEERELT BHEU ECREBEDREEHRTZIENZELL,
HEUIRNAEERIL, IEERD &R 2. 8.6 D%, DEADBEONDZTENB B0, WEEE N FZOEERITH LTI,
* 3.2 HR% DE%. DEXDEDNBIER (5. BIE. ©<a, ILREE, 5ETRE) AR
SNIIS ATl EOMIT LRED SERIICANST3T
s I ——— Tﬁﬁfﬁg{%ﬁrt CEMOZEEZISLSEMCASTEIE[11.1.2
BMES FUOARNIF AT 8.7 1O+ 71 JLA(SARS-CoV-2) RNAT U F U@k Ic, ¥ T I\L—EEEHHRE
=B = TNTNG, BEBEE X FZOREZ(CHLTIE £52 - N\ —ERENFONDE
R (BRI S8 2B ERRE. REEORMBAVUNES) NROSNEE
&E 0.130mg (RNA#EELT) I ESICEMSICAHT 245, HBENUHHAT L,
LB RO ST 7I0) 7o T4 0] B2 (T o5 T4 ) *8.8 é]ﬁjafmsms-cw-zuwava;mﬁmmsa—%r 51370, [7.38
EXQAFYIFTHVBEIRT)IL) 1.86mg
2-[RUTFL>ZUa—)L)-20001-NN-IF R SFUILF R 9. REDEREFIDEICHIZER
73R 0.23mg 9.1 BEEIEE (EEOHNETSICEL. EBEETZE)
A 1,2-Y2570OA Jb-sn-U£0-3-RZHRAU> 0.40mg REEBENROVTNNCHLT ZERDONZEAE. RERERCFEEHE
aLZFA—JL 0.81mg L. 2RROEEESEOUNEEE TV, FHEEOLER. BIRG. SRk
AN 133.9mg WTHARHBET, AEERRICE LT T BLTEET 328, [8.28R]
ROX4E—)L 0.26mg 9.1.1 HEEFEEZITVSE. WVRRMER S BEREEET 25
hOXTE—ILRMIE 1.71mg AHEERICHI X E RSN B S50 B EN BB,
9.1.2 BEIREF2OBHINBINTVBEREREICERERERSEDEN
3.3 WHIOMHR WaE
= Rp—— FENICH T BRBHENETT 2 TEEEN B S,
il ST TSR 9.1.3 DRMERARS. BHAR. FRAS. IRES. #ERSSORREREETE
pH 6.9~7.9 9.1.4 FHEECEEL2ANNICEROISNLERVSIERBEZOFLILE—%
. . BSEREELEIENBZE
BBEL 1.2 EERERICHT2H) 015 Bl B ORR OB S
IR FRIFHBLIRTH S, 9.1.6 FHIDHEHHULT. PLILE—2ETE2HZTh0H3E
[23.84.11.1.128]
4. SHEXISHR 9.2 BigtEEEE T3S
SARS-CoV-2Ic & BBRED TS BEEEIEETH Do
5. MEEXFHRICEET BER 9.3 FREREERTIH
5.1 FAOFHHROBHBMARIL BN, EREIRATHS,
il 9.5 1R
*6. RERURE R R L TV T D5 B L IC I PR E OE RN BRI E LA
A EABEERER 3mLICTERY 5. CHBSNBIEEICOBEBBTEIL,
1E0.2mLEHARICEET 5, 9.6 BB
7. BERUESICEET3EE FOEE FOEREROBAREOEREEEERL, BAORGRFETLERNTS
7.1 EERRE &, ENBILARADBITRTETH S,
511U T OE 9.7 INRZ
* 7.2 1B SERB AR RE UIBRRRRER IR L TV,
BE. BIEDSARS-CoV-27 4 F Y DEENSARE63nBEBLLRICEETS | 11. BIRS
ZENTES, ROBIRGHHS0N2IENHZDT, BEE+HIT. BENBHSNIIBE
* 7.3 #EEE ICIEEARLBEITS I,
BEICSARS-CoV-27 0 F >V DEBEREDLZWEICIE, BELF4EBOBREEHWT2E 11.1 EXBEIRG
BEBETSIENTES, [8.8588] 11.1.1 ¥avs, 7+ 71455y —GEETRHR)
* 7.4 AEEE [2.3.8.4.9.1.6881]

EfDBELROIGRITE DTS F > ERBICEET 5N TES.[14228 | 11.1.2 Dk, DEX GEERE)
%] [8.6. 15.1.1. 15.1.25H]
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11.2 ZOMORIRIG

5951 E V2% 1wk SRR
BRER | 5 (84.3%)°, % 2SR, M,
GESHEM) | 77 HI3E(26.4%) . PO, FAE
MBI (20.4%)°
WRRER | 5 (38.2%)° FMEHEL, B
R RS, EAE
Foim, SER
B
ML T B | Bd. SR
MRS IR 58S,
2H
H-BER | BPE(17.5%)7, PR, B
P
R 55 254, B
1 U
Y23 BEE (355, 25
FERE. ALBE, AT
MEEHE. BE
W)
zoft 73 (51.7%)°. W R, BRI, )
B (12.4%)° AV TN
a0 BRER

a) RARERICEWTBETFRFICLDIRE L RIRBORE RS

SE) ASFTABES~1 1A (2R OBAE /1L /IIHEEER (C4591007=ER) &1/ 11l
18/8—hO2[OEE. WNICIAZIF T 8ES~1 1A Rk /A3 I0V#KkBA.4-5) D
HNEIL/ 1L/ NIBEER (C4591048:ERY 7 HEBRD) CINE Lt ERORREIGZ TN ZNE
HU. IR THB U TRENROSNIEBRICOVWTRIDBVWREEIGOEEZRZH U,

14. BRALOEE
14.1 EFRREOER
14.1.1 BRAE
(1) AEEQR~8C)XIFERTHET DL,
(2) BBRDRIZ. ERRAICLZBRER/NRICIZ S &, BH AR EMRNY
fe5BWESICT BT E,
14.1.2 BREDREFER
(1) BRZEESREY. BMBEBRNICERYT 22,
(2) SEE(2~8C) THRET 25 AIE 2~8CTI0BEREFET 2T ENTES,
(3) BETRET 15 AL BHEFEN S 24 LN (—E#HZRI LR OBBZE)
[CfERT 3L,
14.1.3 &RAE
(1) FRANCERICELTHLZ &,
(2) AN REEFEREEERWCOH, BIFCH > TUFHENRKALBVWESERTD
T,
(3) AEIDNA ZIVICHBEBRIER].3mMLEMZ., ABOH—RRICHRZIETH
HEHERRMT 228, IRDRERVNIE,
(4) HFRAOBITHEOMA T EETIENH D, FIRBICHAITHROSNDHAIC
& ERLBWZE,
(5) FREDORIFT0EEED (1E10.2mL) 2E T %, 7V RRY 2 —ADDRWES
HRISEHNEZERLIBE. 10BI9ZRINT 2N TE S, RENTESFH

ROEHBEEEERLOSE. 100EOEED ZRIMTERVWIENH S, 1[0
0.2mLERITERWMG S, KBIIEET B L,
(6) HREDEIF2~30CTREL. MR I12BHALAICERI &, HNR128K
BIMAICERLBI S IoRIZEET 5L,
(7) HRERFOIRICIE, ENRBICLBBREER/NRICIIZ B &, BESENLRUE
SHRDSHISRBNELSICT B,
14.2 FAZEROER
14.2.1 BRICRUILHERED/\A T ILH SEEEO0.2mLZID, I FPEEI BN L
ZBERETHERI 2L, RENBOOSNZHHRERLLRNIE,
*14.2.2 FF D77 F U EREUTEEBLBVI L [7.428]
14.2.3 @5 ZAKICHAMNEET 2 &, A KR R TAOERERTHRWI &,
14.2.4 18- HREENOZEZRIT 2O TRORITEETHI
(1) #HRISHARNBEEICRZRES T BHCMESH VI ICEIELAVL S, BREE
FHICHUTBYBHRERET DI,
(2) #RETEMERIT DL,
(3) ‘EHHZRIAUTc L& BB DR A PR DERDHSNIIZRIFELICHERE.
BRENATERT ST E,

15. ZOMDFEE
15.1 BRRERICE DL IEER

*15.1.1 BACHWT, 2OF T+ )L A (SARS-CoV-2) RNAT T F VHEIER DR 2. 1DE
KR ESIN TS, BEICSARS-CoV-2T70F > DFBREDBWEICK T 520
BERTORBICEWTHRESNIEANDZIFEFBETHD., FIC2EIBEBERE
HURICRIRLTWS, Ffoy KEHDEHIT, ABICEDLEREARICE DEEIRD
#ELTNE,[8.6,11.1.28]

*15.1.2 FEFBREOERNBIRGREVREICHIT D0, DEXDRERE, BAOER
BERT—IN—RZANWTEH U c—REFMDSHER SN DO L. DEXDES
KeaBULIETS, BEICSARS-CoV-277F Y DEBEDZWEICKT SO
SFTAHE(RRK) 2EEEROBEEBETHEENBWIENRB I N,
[8.6.11.1.288]

15.1.3 BACEWT, HEFIERIE OBLEMNIEREATH ZHY. REFERLEAEDH D
EEEICEW\WT, AO0FT70)LA(SARS-CoV-2)RNAT I F VU iEiEtkic. KEF
EHEAEMI AR (BICEERER) hMRESh T\,

21. EPBEH

21.1 EERIURAVEBGEEZRED L BYICERT DL,

21.2 BRATOMREHREN TN LS, BiEiRTEH. BIERABREOAAOR LM
ICRT 27— 9%, HONUHEDIEHEICED ERIICNET 2L EBIT, JRITITK
FEANEEREEEERSEBICREL. AROBEFRICLEREBZHELDIE,
ZOB. ENEHYT DRRAETZFICLDESNIBERICOVTOEYICKRT DL,

21.3 REERN TERBER RIS FHEPOERRERORENE SNIBRICIE O
BRI ITBUEAEE RERESERSEBICRET 6L AFOBE MM
RUOREKICRIEFOEREZ. ERREERCREBENBZICAFARELS
SOREREEZELDIL, ol EMTSFFOBHERVRLEICRBIERD
FHKEICOWT, BYICHATDIE,

21.4 FHDEBICIEL. AFDOBEMERVLRLECOVTISERBBEENERIND L

EBEZ. HOHUHEEEE X IREE ICBRITOEMNER VT2 T 21B8HN

XEZHOTHHAIN, FREEETXEILLIAREZHE T SEBIND LS. ERIC

SUTHEYICHBET DI E,

%

10NRAZ I (ALY I F vy )

25. {REMATT LOER
AHNFRRAGH DT REBRS R (EMELERINE) o

*22.

O EENELEZSTEE LOERIOHET I+ BELILEEL,
@ FHMIEEF RN ZCSRLEE W,

BGERRFTTT

LS AN
T71 Y —% a1t
T151-8589 RE#MHARK2AK3-22-7
XhERERVUBEVADE%:

Pfizer Connect/A 74 LA > T 44— 3>
TEL 0120-664-467
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SAIWATIF UL EYSHREIEE

> 1=7"5 4 RTUS:E

COMIRNATY RTU intramuscular injection
J0F 91V (SARS-CoV-2) RNAT & F >
E) R -EMSONSBICEDERTITE

BFREFER I EES | 876313

7 B &= % | 30400AMX00016
& B & B | 2022498

IR 55 B % & A | 2022598

E B % £ £ A | 20205128

B & E B B | 8F(2029%2AR)

Brik 1 —90~-60C
BHEAE 1818

2. BEERNEYE (FHEEZET3ILNELTRUVE)

2.1 ASHREE#ZZELTVNEE

2.2 EERAMKREICHD > TVWBIENHESHERE

2.3 AEIDOEDICHUEEDBBEDEREEDHZE[8.4.
9.1.6. 11.1.1288]

24 FERICEBITFR2EDIEL. FHEEZTSIEARTELR
REEICHZHE

3. BIEOBMERUER - IR

3.1 #iEOBE
SARS-CoV-20RI\A U5 I\IVBEDT X /BEEN%E1—RIZDNAZHFRELT
HEUZRNAZRBEL., BEERD ERET %0

* 3.2 $R%
BR554 I+ T «RTURRE
Eoplo% FUORARNIFAZY
a= 2.25mL
= 0.225mg(RNA#EELT)
[(4-EROFYTFIV)FHYIAIVIER (ANFHV-6,1-T 1))
EXQAFYITFTHYVBIRTIV) 3.22mg
2-[GRYTFL>ZUT—IL)-2000]-NN-IFRSFVLT N
73R 0.4mg
I 1,2-Y 2770 JL-sn-7U£0-3-RZAKAY> 0.7mg
aALZX70—J)L 1.4mg
BRERE 232mg
ROX&E—)L 0.45mg
NOX&E—)UIREIE 2.97mg
3.3 HAIOMHR
IR5E % A3+ F7(RTUSE
pH 6.9~7.9
RBELL F2(EBEIBERICTTBH)
IR KEEBEBUICRTH %,

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

5. MEEXIFMRICEET ZEER
5.1 AFDOFEHMR DR AR ISHEIZL TV,

*6. RIERUAE
1E0.3mLEHRMNICEET 5.

7. BERUBEICEAETSEE
7.1 EENRE
12U EDHE
7.2 EHERH
BHE. BIEIDSARS-CoV-200 F > DEF@EN 5D EH3n BBLIRICHEET 2
ZENTES,
* 7.3 EEEH
MBHEICSARS-CoV-270 F > DEFEEDZNEITIE. BLZ4BREOERER W\ T2E
BEEZ{TSCENTED.[8.85K]
* 7.4 FRHERE
EEMD NE LRI
iy

8. ERLEFMER
* 8.1 AAIS FHEERERAL RO EREEREER CEBLTRAT S,

SRICIE DT F U ERKICHEET 52N TES[14.225

8.2 WEBHICOWC, FECAITMZ. RERVZRICI > TREREZANRSC
&L [9.188]

8.3 WEEENIFZTORESIC. BREYBILBRRER L8, BEHMAEFTRICH
5. Fo. BEROBREGICERL. BRROEERISCHADE. I5ICHEH.
BEREOEERERZEVCBEICIETERCHNCEMOZRZZ (T2 L SFRIICH
5852 &,

84 a3V TFI74ZFV—NH5bNDIENH B, EERIICEBE DEEE
FEEICET2MBZ+HICITV., EEE—ERE HEBEORBEHREIZ L
NEELW, o, AFFERBRICYav I FF 71550 ROShIEEE
[ERUTIE UBEOERFOEREZTOBRWT &, [2.3.9.1.6 11.1.1&&]

8.5 VU FVEBEHNIFEERICIFICLZODAERGZEUMEREMRRETE
ULTERENHS DD ENH D, KHICLDEEIEEIT D0, EEE—TERHE
[FESEZRE U ETHEBBEDRBEBRRIDIENEFLW,

8.6 DK, DIERNHSLNZIENH DI, WEBENIFZFDREEICHLTIL.
D2, DIERDED N DER (5. BiE. © <. IEIRRE, 5EFRE)H RO
SNicBBICE. BRPHNCEMDZEZZ 2L SFBICHSEDZEL[11.1.2,
15.1.1. 156.1.28 8]

8.7 OO+ 1 JLA(SARS-CoV-2)RNAD U F#EE#kic, ¥ T - /\L —EREEN R
BEINTWD, BEEEXIFFOREZICHUTE, £ - /\L—EREENEDN
DAEIR (BRI SR F DR R, BRFADRMBEBRVWUELE) NRBHEN
B BICIBBESICEMEFICHATZLS. HENUHFHATI &,

* 8.8 AF|EMDSARS-CoV-2Ic8T2T I F Y DEIBRMEICET 2T —%71d7%8 W, [7.35
1

9. NEDERZHIDEICEHIZER

9.1 HFEEIRE (FEOHMETSICEL. TBEZEIZE)
WEBBENROVWTNIMNCEZYTZERHONDBEE. BERERMMEEEE
L. BERUEBBS O ZESICTV. FHEBOLRYE., BIRIS. BEREICD
WTHHRHAETV. AEEERICSLZ LT ERLTEET L. [8.28R]

9.1.1 MBREREEZZ I TVWSE, MIMREAER B REREEZETE

AFFBERICHOXFRENHSONDZIENH D,
9.1.2 BERKEERZDZHHBRINTVWRIERTEREICERERBERSEDE D
WwaE
AANCKH T 2RBINELVMET T SAIREEHN B B
9.1.3 DRMERER. EEE. RS, IEEE AERESOEREKEZEIE
9.1.4 FHEETEEX2ALNICRRADHSNIERVLFHERBEZOTLILF—
ZRSEREZEVLECENHDE
9.1.5 BEICERDHETDHZE
9.1.6 FAIDHEAICHUT. PLILF—2ETI2HEEFNDHZHE
[2.3. 8.4, 11.1.18E]

9.2 BREEREZREIE
BEEEIEETHD.

9.3 FifkEEEEHI2E
EEEIZRETH D,

9.5 iiE
FEXISFRLU TWS A D H 2L EICIE FRHERE LB RN BEEZ EES
EHWTESNBIBARICOMERT 5T L,

9.6 ®ILE
FIEE LOBRERVBIRBEOERIEZERL. BAOMKEX S I ZRETT
22 E, ENBARNDOBATIIARETH S,

9.7 NRE
12mARmENRE UTERFREERIGEM L TULVRL,

9.8 mihE
BEICH > T M EZEEICITW. HEEEORRREZ +HICBREI B2 E,
— MR, EEHEREMMET LTV,

11. BRI
ROBIRIGHHS5NBIENHZDT, BRETDICTV BRENRDSNIBE
B BLEZITSTE,
11.1 EXBEIR
11.1.1 2399, 7F7145F%—(EETRH)
[2.3.8.4.9.1.65K]
11.1.2 DEAK. DRE BRETRE)
[8.6.15.1.1, 15.1.2&H]
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11.2 20t DEIRI

5%LLE 1%~5% | jom SEERH
BRER | 25 (85.6%)°. E ZER. BE.
CEEtEReD) | BE(10.3%)° 3k M, 26
T3
EHEER | B (59.4%)7 SRS E N, | SEEE. ERRISUAR
IR . RIRTE.
AR, S
S EIR
Hibes TR(148%)7 | BH? | BO. BRRE | REGGRES
REIREE CIRETESE, S
B,
HBIER | HAE(39.1%)°. PORkT. A ER
BAEE (25.3%)
4] S5, BB, | MRS
BT, 2HE
MR V> JXERRE
RER B (55, 25
EIE ATHE ZRRD.
T N
RS
Z0ft #(66.0%)7. | BE BRE.ENE.
E#(36.0%)7. AV IITVH
%2(16.8%)? BIER, IR

&,

a)BAREBICEVWTEFHFEICKODINELRIRICOREE &
E)ERAOBRERER (2377« 5 (RIRKK) ©C4591001 A KR V' C45910055H 5k,
O2F+F7«RTUSE GEIRE /A S 70V HBA.1) DC4591031 8k, W IAZF T+
RTU®SE (IR /A S U0 #kBA.4-5) DCA591 04454 8%) TUNE LR OERBICR TS
EROEBRHAZZNZNEEL, RETHEBLTRROBHSNLBRICOVTIELD
BVWRREIEOEETH U .
14. BRLEDEER
14.1 ERAFERFOER
14.1.1 BEAZE
(1) BEE@R~8C)XIFERTRET DL,
(2) FBRDRIG. ENRAICLZBBZHR/NRICHZ 2 &, BHFAXRUEMRENY
fe5RWESICT BT E,
14.1.2 BREDOREFEE
(1) BHEEIEESRE T EWPEERICERT I L,
(2) BEE(2~8°C) TRET 21581, 2~8CTI10BEBREFET 2T ENTES,
(3) EETHRET 2I5E 1. BERAH 5248 LN (—EHERI LB OBEEZE0)
RT3 &,
(4) —E#tzRfIUf%id, 2~30°CTREL. 12BBLUANICERT 2L,
(5) —EEst=RILTcth. 1 2BRLNICER LA > IRISFEET D2 L,
14.1.3 AEAZE
(1) RFSREREE TRV, BIFICH > TUFHENRALBWESERTD

(2) BEDOH—RRICRZETO KD EEERMT DL, IRDBERWI L,
(3) BT 2RIDRISAEDHH T ERLIENH D, EMBICHALTHROSN D15
Blcid. FERLRWCE,

(4) FFEID1NA 7 )LICIZBEIERES (1[E0.3mL) #E T %, 7V RRY 2 —ADDHRWN
ERS NS EHREEEA LSS, 6RIDZRINT 2T ENTE S, BENLIES
HERCEFESEZERALCGE. 6EEOEEND ZRINTE RN LN H D, 1E
0.3MLZHENTERWNEE, REFEET DL,

14.2 FREEROER

14.2.1 &#IIFRTU(Ready To Use) HHITHZIEMNS, FRETIERT 2L, BiR
[CRUIINA T ILDSEEE0.3MLZED, M FYrEEN RN EZBRTHRR
T2IE RENRBOHOSNDHEIFFERALBNIE,

*14.2.2 KA EMOTIF U EREUTERLANIE, [7T48 8]

14.2.3 @5, ZABHICHANEET L, 8RN, BN, R TAOEE I Thian s,
14.2.4 8- - HRENOFEZ R T 2O TEDRISERT DI L.

(M RIZHRAFEEICEZREIT, ABPMESHDWNNIBICEELLBVL S, BiKE
BEICHL CEYRSRERET DL,

(2) SR ETIMI BT DT &,

(3) ;S ZRIA LT E & BROFAP MR OB RO HSNIAGEIFELICH ERE.
A ENZ TEHIT DL,

15. ZOMDEE
15.1 BRRERICEDIBER

*15.1.1 BACEWT, IOFU1ILA(SARS-CoV-2) RNAD Y F U@ #ICIDE % 1D
BRNRESIN TS, BEICSARS-CoV-27 0 F > DEBEDIRWEICXTT 52
EEFTCOEBICEWTHRESNLEADZFEEBETHD. HIC2EB#EE
BEAMURNICHERLTWS, ol KEBDEHIT. ARICEDLEENRICKDIE
KHWELTNS,[8.6. 11.1.288]

*15.1.2 FERABOENBIRIGRE VS ICHE T D08, DREADRERL, BRNOE
BBERT —IN—2EAVWTER Uic—RERMD SHERI SN2 0E R DEXD
RIRKEHEBUfc& 23, BRICSARS-CoV-27 0 F > DEBREDIGWE TS
23 F T« HE (BRI 20 EEROBEEEE CHEENBV I ENRE SN,
[8.6.11.1.28F]

15.1.3 JBHHCHEWT, REFERE OREEMEIRIATHZH REFTEALEAEDS 51
EfEE(ICBWT, IOFU0JLA (SARS-CoV-2)RNAT U F> ik lc, RET
EHEAEMEADOER (BICETRER) N RESh T\,

21. EPBEH

21.1 EERURAVEBEEZRED L, BYIICERI D&,

21.2 BRATOMENESNTWSZENS, BERTER. BERBRZEORFIOR M
ICBET 27 —%9%. HONUHEDIFBICEDERIICUNET D& BT, LTI
EAEERERESBREEBICIEEL. AROBEFERICLBEREBEHELIIL,
ZOR. ENERT IRERAEZICLVESNLBERICOVTHEBEYICRRT DL,

21.3 BEERN TEREF X ISEBRORAKRBROBENE SNIBRICE, RPHICUH
BEZ M TBUE N EERERERBAEBIRE T bIC. REIOEMIER
VRLECHRIBRIOERE. ERUESEROBIEEENBBICAF LRI L
SHEREBEHECDC L, £l BDMTSRBFOENERVRLMEICRDIBERDF
FICDOWT B AT BT &,

21.4 FHOFEICEL. AHOBMERVREMICOVWTRSHEBERNERIND L
EBEEZ. HENUHWEBERIIREECRFOBHERVLLMEICETIER
IXEEL->THEIN. FRESTXEICLIAREE O SEREIND LS. E
BRlcxt U COEYIICEAT 2T &,

*22. @
10NAFIL(TL—FvvT)

25. REfaT LOER
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