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COMIRNATY intramuscular injection(Monovalent:Original)

(i - E2iEH)

AEDERICHI=>TIE, HoMLOBERENEKEEIC, FFICEHT IEHOEMERVREMICOVTXETHALELLT, FEREET
NEICLPRABZE/LTEET S L. Tz, AEERMSROONLBICE, REIE L TPHEERICE I BIRBREVREHEZCED
EMEI D&, BB, RFOHERFTRICESNIBRICOVTIE, ZHDEHRERFSHEIT HZ &,

) HE-EAEOLGEIC LV FEATL L

2. HRETHELE (FPHEEERTLILENELTHVE)

2.1 IR B E 2L TnAH

2.2 BHERAMRBIZO D> TS Z ENH L NRE

2.3 REIORSI I UEE OMRMBUE DBE D B 5 #[8.4.9. 1. 6,
11. 1. 13 H]

2.4 ERICBFREDIEN. THERATTH Z & NREY 22 RE
Wb dHE

3. BEOWMER VMR - K

3.1 BEOME
SARS-CoV-2 (EEJFIK) DANAL 7 X LRI EOT I ) By % 2 —
F9ZDNAZ B & L CTHEE L7-RNAZ ST U B R4S L IR AT 5.

3.2 #ARK
WRoE4 2T 1 ik
BRIy AT
K 0. 45mL
o 0. 225mg
[U-E RrFTTFN) THFUVAN] BER (NFHFU-6,1-VA L) ER
Q- ~FINTFH T AT L) 3. 23mg
2= [((RYV=F Lo 7Y a—n) -2000] -NN-VF 8 FF VTR T IR
0. 4mg
L2-YVAFT7 A )b-sn-7 Y tr-3-kAFK=2Y > 0.Tng
TN L A7 a—)b 1. 4mg
FERLEpE A6mg
Wb R YU DA 2. Tmg
HiAbA U 7 2 0.07mg
U L EEKFET Y T A KR 0. 49mg
VU KFEH Y A 0.07mg
3.3 HEIDMIK
{oned a T 4
pH 6.9~7.9
2L #91.8 (ERARIRIZ)T 5 k)
(2N ASTAB LR TH D,

4. FEERITHR
SARS-CoV-2IZ & % & AE D F B

5 MEXITIHMRICEEYT HEE
5.1 ARENOFRR OFFRGENARITMENZ L T W,

6. AZERUAZ

AF % B RABAIERL SnLIZ CAIRT 5,

YIEISE OS54, 1EI0. 3mL& AaF2E], wE ., SiEE O /ME TN
BT 2,

BN DA 130, 3nLZ R PICHEERET 5,

1. AERURAZICEET 5EE

1.1 FESRE

111 EEdgE
12U Lo

1.1.2 ¥R
LBl B L) & 3 & 88 2 7oA ITIE, T B R Y #n2[E A
DR ERT D L,

7.1.3 EREEH

AFNI2EFEFEIC L VRIS HR SN TND 2 e, JFRAIE LT,
[Fl—DhHE- K% b oD U 7 F o LIRFEIT 5 2 & 7 < 20 BEREY
LEomETLZL,

7.2 Btk

7.2.1 #ERENRE

BEIHIEIGE AT IBANGeEE & L TSARS-CoV-27 &7 F > DHHEME D
HBH12m L LD, SARS-CoV-2DFATIRILSAE 2 DAY 5 R T4 % Ik
TR, AKX T 4y VR EBEL, BINGREOESZHKT 5
Z ek,

7.2.2 {EiERFH

W BTEIDSARS-CoV-2T 7 F o DffEN B0 72 < L b3 HfE L
TRRCHFET D 2 & TE D,

1.2.3 ARHILISLDSARS-CoV-2T 77 F o %l L= B safE & LT
AHN 2 R LT BR O A IME R O M TMESL LTy,

8. EELEAMIEE

8.1 AANL TFPiBafEEmMAI KO B o v 7 A )L 2 EYSEIC
{2 2 B O P Rh R SR GE ) (L L TREI 92 2 &,

8.2 PR 1T oW T, HERATICL TR, BIBEKOBRICL - Tt
HERBEZT~B Z L, [9. 18]

8.3 WRHAREE XL ORI, B A IR A B3Ok, PERE
LA TRRICIR D, Fo, HEEERORBEERICHE L. RETORY
PUOSRHTHDZA L, & HICEE, RSO R EREY 2 L1256
IITHECNICEMORERE 2T D L5 HRNCHSED 2 &,

84 vavy THI747F%v—D0BbobbhbdIl ENbDD, il
AT S BOE O BEA RS (2 B9~ 2 B2 & 201 2A TV B fE — B RER
WS DIRIEZ BT 5 Z L N E LW, £, AFIERERZICY
av 7, TF7 4 5% =R LIPS I LTE, Uk
DARBNOHFEZ T2 &, [2.3, 9.1.6, 11. 1. 1B ]

8.5 U F U HHEE S UL RIS & B DRMRS & & e M
AR & L CRMAH Hbd Z Enbh D, K L D
TRET DT, BRI S B S 7 8 LT LT RS O
REZBIERTHZ ENEE LU,

8.6 LMH, DEENH LD Z ENBH DT, PHEfE iTZ o
PREEF TR LTI, DR, DRSNS (e, B,
T A, PRRNEE, BMELAE) 23380 bR HAICIE, HOMNICE
FiDRBREZ T 5 L) FEAMCmOESZ & [11.1.2,15.1.1,15.1. 2
]

8.7 U ALAERT Y P LURNAY 7 F o (SARS—CoV-2) BEfE% 1T,
XT v« NSRS STV D, RS XUXZ OR#ES
WXL T, ¥ v - NU—EEHENEDN D ER (WEGEN
hEE 2 MAEMERREL . SO OWES 20 LIEREE) B3RO bNIZHA
WCIEELICEMEICHR T L0, O U0MATHZ &,
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9. BEDERZHTHEICET IR
9.1 HIEEIEE (BEOHMWETSICHEL. FEEETLHE)
WHEFEE N RONT NN T D LRO LN L5A 1T, HEFSRE
LORE MR L, B2 OWFLE S O WM 2 B E STV, TR
OV, RIS, BRMECOW TR ZITV, FEE
T/ BT, BELTCERT S Z &, [8.25]
9.1.1 MBEEEEZZZTTVSE, M/MUBEX ITEEEEEZHT
5%
KRR UGN H Do s ZENH 5,
9.1.2 BEICRETLDOZHALINTLEIERTERFICERMER
BAREEDENNDE
AFN KT D IR ISEDPME T T D AR R & 5,
9.1.3 DBMERKE. BiER. FEEAE. LKEERE. XEEES
DEBREREEIT2E
9.1.4 FHIERTERER2BURNICEROA SNEERVESERS
EDTULX—2R5EREEL2ENHDE
9.1.5 BEICEZOBREDHDE
9.1.6 RFIDAERITKH LT, FLILX—.ETE28ThOH2E
[2.3, 8.4, 11.1. 1&M]
9.2 BHEEELEHITLHE
PR EE Th D,
9.3 HHEEEELEHITLE
PR EE Th D,
9.5 EiR
Ida XOTAER U TV B WIREE O & 5 MR IT P RABERE E O 3SR
faltE % LD & SN DG EICORERT 5 L,
9.6 RELIF
TR LOBSIER ORARBOE ML ZE L, B Ok X
THIEEREFT A2 L, b NMEEHF~OBITIIAATH 5,
9.7 INR
125 AR 2 )5 & U7 AR EREBR 1T IEME L Tue
9.8 S#nE
PEFRIC BT o Tk, MIRELEEREICITV, BEfEd ook iEz 1+
ST A L, —RIT, ABEERENK T LTV A,

1. BlIRIG
WORISIENH Hod ZENRHDHOT, BEE STV, BE
RO BTG AT R EETTH 2 &y

1.1 EXLGEIRIG

M1 oavy, 7THI7453F% 20— (HERH)
[2.3, 8.4, 9.1.65M]

11.1.2 Dz, DER (BEARH)

[8.6, 15.1.1, 15.1. 2% ]

11.2 ZODEIRIG

5%L4 1%~ B%ATis 1%AiG

R E R | (85, 6%) ¥, TG 25 PRk B, P

GHESFERRD) | (10.3%) ¥, Fk - 40 i, ¥HE

B

R | B (59. 4%) 7

BHEEAR]

D 0, WEIR, | BRI SRR
AMRAE B R

HibEs T (14.8%) 7 ot L, RAEEL
BRUEE I PENAEED S

i« AR | ATAE (38.8%) 7, BY
g (23.0%)
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O FEAE, ALBE, 3
RIS L M
T, B ERR )

Zoft 95 (66.0%) ¥, HBIE | R PEIMRR, MEAVIE, A >
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(C4591005588%) D2[IEEARICBIT 57 — & L v 43
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141 EXRESFOTE

14.1.1 REAZE

(1) AERE
AFNE-90~-60°CH>H-256~-15CITB L, -25~-15°C T F14 H i
IFTHILENTE S, RBIUENIRY | FE-90~-60°CIZRE LERAF
THIENTED, WThOHRAELASBIBNICHERTSZ L,

(2) AERE
AH % BRE (2~8°C) TR 23561, 2~8CTly HRIRGFT
HZENTED, BB, REGITEGEET, AoErcs 4
52L&,

14.1.2 fREAE

(1) =L CRBT 256 1E, MR & O R 2 2RI LINIZAT 5 Z &,

(2) fRROBIE, BN L HBEL F/ARICMZ 52 &, BEHH
FER OERINRN S - BN K 21252 &,

(3) fRBZITHME LN &,

14.1.3 HF]RAE

(1) FRENCHERBIZE L TR 2 &,

(2) RENIRAFE A G E 0Tz, BEICH Tz > TIHEE MR RA L
WEOHETHZ L,

3) RFN DA T W H RAEFEENRL. 8L 2, ABO¥—721KIC
RHLETP-L Y EEAERMT S Z L, BVEREERNI L,

(4) FRATDOIRITABOWRIF A2 ET T ENDH D, AREITHRL2
WOLNDGEITE, EHALRN &,

(5) FBRME OWEIT6MEIERESY (1[H0. 3ul) Z2H9 5, T FARY 2—24
DY IRESE TR 2 L7256 6m 2R ET 5 2 L8
T D, BEUER RSB L OV S5 2 H L 72854, 65 B OBEfL
DERRTERNZ ERH D, 1E0. SnLZ T WG, AR
IFBEEST D &,

(6) A BR1% DIE2~30°C TIRAF L AR RE I LAINICE 35 2 &
FrIR%ORERILLPNICHE L2 o I IR+ 5 Z &,

(N ARBIATF OB BN L 2BT A2 R NRICIZ 2 Z &,
B A YR OSRAMR S - BN K 2 1c+5 2 &,

14.2 EXHEERFOIE

14.2.1 ERICR LEARE O/ SA T ouh HEEFRO. 3nLZ K Y | fHch:
FTROEANN EE AR THRT A2 L, BEPEDOONIGAE
WEEH L7anwZ &,

14.2.2 &%, ZAMICHANERET 2 Z & BIRN, KN, K T~0
B3 TN &,

14.2.3 105k - RS ~ORBERT DD FTROMAICERTHZ &,

(1) $HRIZFHHNABERICE SR ST, MfECMEH 5 0 ITFIcBEL
RNE S B ICR L CET AR EIET S Z L,

(2) MPREEATIRNIZRET D 2 &

(3) FEHEEHA L L E, WROFARLMEOMFHNA SN HGE
IFE B2 E, A2 THERNT D2 &,

15, ZOHOEE

15.1 ERERERAICE D < 1E#R

15.1.1 \BAMZRBWT, ar T A LV AEMiT Y U URNAY 7 F
(SARS—CoV-2) HEREMLIZ DRSS, DR N HE STV 5, FIEIGRE
ICB W T SIUIER O  ITEAEBMETH » Hl2om B #%
BHLUNICEBL CWD, Fio, REEOERT, ABHZ X DEF
BAPRIC X 0 s iz LT 5D, [8.6, 11.1. 28R

15.1.2 BEREBAAATE OENRBISUS S VS IZ B B 0%, DR D
W b ENOERERT — & N—2 AW TEE Lz &M
DOHHER S DO, DIRFROREBR L 2 Lz & 2 A, #E
g L U CARKIEBERES OFAFEBE CHEENE O Z ENRB I
722, [8.6, 11.1.28MH]

15. 1.3 #EAMIB W T, KB FRIEA & OREMEII A TH 508, KET
HHIEANED B HHEHEFEH BT, aaf v LA Efiv Y v
RNAD 7 F 1 (SARS-CoV-2) BEfith|Z . FZE Fe Al AT E0 o
IR (RRICHEmAER) @& S Tnd,



17. BERERAKE

17.1 BEERUVREMEICET 558

17.1.1 BNE 1 /0 MHEER (C4591001588%) 0 M4H/N\— k
SARS—CoV-2T 7 F L REFED 125 UL LOMERIRBINFE 25 R, A
#30ug % 19~23 0 7 C2alfE L 7= & 2 0 G L VR &M% R
MTBZLEAMNE LT, 77 R BEESLS i LR AR %
FEfi L7, & 510, ARBRTAKISOng % 2EHEML B 7 0D 18~555% D5
BN AHI30ng % LEFERE L 72 & & D ibE O e Rt L
7

(1) 16U LS mE
3652301 (ARFIBAERE - 1819801, 77 L REERERE : 18325M41) & %%

W2, 10 HOEEAHMIHMETEH Cdh 5 [SARS-CoV-2J& LN 721 5

Nz T o20E] BT H LA DSARS-CoV-212 L 5 EYHIEIC k9~ 5 A
RIOBNE [T 7 F o A2MEL (VED 1) 23 L7, 4013741 (A5
BEFRAE : 1996501, 77 wARBERRRE : 2017201) A XfRIC, 22HDOE
BAAMEFEEE T 5 [SARS-CoV-20k Yu i D A7 48 & [ 20 B
FCTo20n B PR T H LA DSARS-CoV-212 & 2 BEYIE 1264 % AFH
DAEZE (VE2) | %3 Lz, MHTERIIRIOLBY Tho72Y,

721 SARS-CoV-21Z K D JEYEIZ %t D A 2hiE
SARS-CoV—2
_ N . T o F A
FRATT e G214 kB YE .
I — [95%{5 AIXR] (%)
ARF TR 18198 8
VEL” 95.0 [90.3, 97.6]
75 b R 18325 162
AFIHERTRE 19965 9
VE2" 94.6 [89.9, 97.3]
75 R 20172 169

a) VE1 OVE20D2[a] B 8tk BB IR (FFUfiE) (X2 EN57TH 550 Th oz, £z, VEL
S OVE2 O T BERE IR 19~ 42 A Bl OB IME B & £, T ONFIIVELEVE2TZENRZ
HL19~23 A MO B #1396, 5% (35248(51) & 96. 3% (38665(1) , 24~42 H [l D BN 133, 5%
(127561) £3.7% (14726) ThH 7"

165% L 004344861 (AFIERERE : 2172061, 77 & REEMERE : 21728
B) ZRBICAFIERSL O R e ZFHE Lz, —EomE (i
k5K 1@9&@?&8183{5 206 H R 7507H)  CIRBRIREERE
%A, B B L0 BIRS OFBURDLE T L 72, R2REIS
DIEBLIRDL ($%£f$&UGrade 3P 20 LB THoTEY,

TSRO SR B (P fiE) (CRSEL L, RreIiliZ2 A (ke

(2) 12~15mDBMNE

12~15RE DB MEII T 2 BERMEZ BN TR L7=, 198341 (AFH
BEFERE « 100501, 77 & ANEERERE - 978%1) Z %FET [SARS-CoV-2Jg

YRl 72\ BN C oo 2[E] H BERE4 T A LA D SARS-CoV-21Z k& 2 Jfs
JEIZKTT DARFNOFE [V 7 Fra80MEL (VED ) % 2229641 (K
FIEERERE - 111961, 77 B REEREAE : 111061) % %521 [SARS-CoV-
2RYLSE DA & b2 VBN To20E B M%7 B LA O SARS-
CoV-21Z & B EHE I T D AKIO A M (VE2) | 234l L7, fihT
FERIIRID LBV TH T,

723 SARS—CoV-21Z K D JEYEIZ %t~ D 2hiE
SARS-CoV-2
_ N . T o F A
FiRAIT e G4 kB YE .
I [9BWZHEIXH] (%)
’ ARF TR 1005 0
VEL® 100.0 [75.3, 100.0]
7T AR 978 16
) A IR 1119 0
VE2* 100.0 [78.1, 100.0]
75 R 1110 18

a) VELRLUWVE202[n] H Bl f% ORI (7 fi)

4 12~ 155K BED 16~ 2555 el

HOFHB62H THotz, £z, VEIRD
VE2DfEHTIZ 1T EAR IR 19~38 H IO BN 035 v, £ DOWNIRIIVEL L VE2TEE 19
~23 A OB INH1395. 9% (1902451) & 95. 8% (21364) , 24~38 H B DB 134. 1% (81451)
L4.2% (936]) Tho7z

20 DAEEREED & BEAE 4 TR L 72 SARS-CoV-2J8 Y4 JE 73 72\ 360 4]
(12~ 155%RE : 1901, 16~255%EE : 17061) ZXI5Uc, RIS R
FHAMIE A & L CAHI20m] B 4EFE % 1 5 H DSARS-CoV-2 i1 thFni {44

T L7 Ak 5 324D & B0 12~ 1555 BED 16~ 255 BE I 6t 2 6
MRS LT,

54 % SARS—-CoV-21fL 1 FRFrFT A (50%
FPFIUAAL) DAk

12~ 1555 16~255% I
- — - — — OMR [ {195%(=
WE | GMT [WI9SK(EREXAT] ¥ | WE | GMT [WifU9sk(Z iRl JEI ] P
Bk (2fF AR L 7)) Bk (208 A BEffit% L0 A)
190 1239.5 170 705. 1 1.76
[1095.5, 1402.5] [621.4, 800.2] [1.47, 2.10]

GMR : S§far ¥ b, GMT : S8{ar R B (A ft
HCFIR (LLOQ) RT DA MRATIZ130. 5 X LLOQOAE 2N IV 47z
b) FEHME~— 2 L GMR (12~157%,/16~257%) O HU95%FIEHX [# FIR>0. 67

a) FURAIG N E

12~ 155% 00226001 (AFIBEFERE : 113161, 75 & REFRRE : 112941))

c) 38.0CLALE, 38.9CEMAILEIC

) Thotl, TOMOELGMEOFRITHERMEEA (FRE) ITRHR
L. HHEIRIZIA (o) TdHoto?, 72)0‘% (CARFHERE 2 D22 B 2 3l U 7, TRBREEEERERR T F ),
H 2512 X 0 BB O FILR I A 3541 L 7=, Efxﬁllﬁmmﬁéﬁbkﬁ(i
2 FERBISIGDFEBLRDL SR OGrade 3LLE) 1ZRED LBV Tholz, HEFHBAEN I
B FEBHE (V) BAREY A CPORfl) CRBL, FEORTE2A (PRl Thors,
AR 77 e R ZOMOEG MO HFET2~3H (PRAE) (THBL L, R~
Eg m*;ﬁ F 5 alk G;‘ii)?’ %*;g gtk G;‘"“fwg 20 (hRffE) ThHoY,
e |1 4093 | 3186 (77.8) | 28 (0.7) 4090 | 488 (11.9) 2 (0.0) F5 E2RBI R DIEER M.
NIV | 2| 3758 | 2730 (72.6) | 33 (0.9) | 3749 | 372 (9.9) 0 (—) S GEEES (%))
- 1 4093 | 1700 (41.5) | 35 (0.9) 4090 | 1172 (28.7) | 14 (0.3) I RRRE 75 R pERRRE
2 3758 | 2086 (55.5) | 143 (3.8) 3749 | 756 (20.2) | 16 (0.4)
- 1 4093 | 1413 (34.5) | 25 (0.6) 4090 | 1100 (26.9) | 22 (0.5) EE fi&ﬁ) e G;d;”g fi&ﬁ) i G;d;”g
i 2 3758 | 1732 (46.1) | 76 (2.0) 3749 | 735 (19.6) | 19 (0.5) e |1 1127 | 971 (86.2) | 11 (1.0) 1127 | 263 (23.3) 0 (0.0)
o 1 4093 | 738 (18.0) | 14 (0.3) 4090 | 398 (9.7) 5 (0.1) AL | 2 1097 | 866 (78.9) 7 (0.6) 1078 | 193 (17.9) 0 (0.0)
i 2 3758 | 1260 (33.5) | 63 (1.7) 3749 | 260 (6.9) 4 (0.1) s 1 1127 | 677 (60.1) | 15 (1.3) 1127 | 457 (40.6) 8 (0.7)
- 1 4093 | 434 (10.6) 9 (0.2) 4090 | 203 (5.0) 3 (0.1) 2 1097 | 726 (66.2) | 26 (2.4) 1078 | 264 (24.5) 4 (0.4)
2 3758 | 1114 (29.6) | 62 (1.6) 3749 | 125 (3.3) 0 (—) " 1 1127 | 623 (55.3) | 11 (1.0) 1127 | 396 (35.1) 9 (0.8)
i 1 4093 | 406 (9.9) 7 (0.2) 4090 | 247 (6.0) 1 (0.0) 2 1097 | 708 (64.5) | 22 (2.0) 1078 | 263 (24.4) 1(0.1)
2 3758 | 772 (20.5) 7 (0.7) 3749 | 170 (4.5) 5 (0.1) i 1 1127 | 272 (24.1) 2 (0.2) 1127 | 148 (13.1) 0 (0.0)
e 1 4093 | 111 (2.7) 8 (0.2) 4090 | 27 (0.7) 7 (0.2) 2 1097 | 355 (32.4) 6 (0.5) 1078 | 90 (8.3) 2 (0.2)
2 3758 | 512 (13.6) | 32 (0.9) 3749 | 14 (0.4) 3 (0.1) - 1 1127 | 311 (27.6) 5 (0.4) 1127 | 109 (9.7) 2 (0.2)
a) %%E%L:rf;;ﬁgﬁ;ggi% . 2 1097 | 455 (41.5) | 20 (1.8) 1078 73 (6.8) 0 (0.0)
:3 i;%%fuﬁ; GCHMAF AL, TR Grade 3) BLEL Ui i || W10 0D | 1O | U | 68 | 000
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2 1097 | 215 (19.6) | 25 (2.3) 1078 7 (0.6) 1(0.1)
a) T HESIC LY RE L7 fi
b) EEEEE TR (BEIEBAELIT %)) Db LTl shizsg:

. HIEFENEE (Grade 3) PAE& L7z



(3) 74 0—7 v THEF (12RUEDSNE. 2021E38138F—4AH
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4209441 (AFIZFERE : 209984, 7° 7 & R EEFERE : 21096451) [ 1N44486
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NENWVELL OVE2D 7 o 1 —T » TRNT 24T o 1o, fiRHT#E R 13 ZE6 0
LB ThorY,

76 SARS-CoV-21Z & 2 JEHE x4 B A2 (202143 13T — &
v b F7)

17.1.2 ENE]L -/ T+HER (C4591005588%)
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PR OGEEMEEZRFT 2 22BN E LT, 77 2R R %
FEhE L 7=,

15661 (CAFAIERERE : 11661, 77 & REHEEE : 400)) A%t
JRUME 2 R U, 200 B 85 1 5 H OSARS-CoV-21fL i it iAMMiL 3
IDLEH Thol,

SARS-CoV-2 e 9 208 H %1 5 A DSARS-CoV-2MLi% FAFLAAE  (50% T FifTiARAlh)
iR | kogger | 000 2 At
s [95WIRHERIE] (%) — o | OR [REIUOSHEAEIXE]
e A WE | GMT [ {RI95% S HE <] (o] F R 1 5]/ 1[0
‘ Bl | (BRI ) PR 5 71 71
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VE2ODfEHTIZ 1T EAR IR 19~42 H Bl O BN 035 £dv, £ OWNRIZVEL L VE2TENZ 19
~23 A OB INH1396. 2% (4051505]) & 96. 1% (427394) | 24~42 A B DB 13, 8% (1579
i) £3.9% (174741) Th-7="

(4) BMRE (AFI3EEERE)

AFRER TAHI30ng % 2R 70D 18~555% D B MNE 306412, 2[E A
PEFED H5~T 5 H%RICAFIOng % 1 [EHEFE L 72 & & R K U
PEIRMEZ B LT,

SARS-CoV-2J YL FE A3 22\ 21041 & % G2, AHI3[E H 2% 1y H O
SARS-CoV-21fiL3% HF R P Al 2 3FAf L 7= 5, K700 &5 b A2l B
BERLT% 1 A OSARS-CoV-21fiLi FAIFLIKMIC X~ 2 IEH MR E
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