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DB U TFRHEERICE D BIRTCRVHREHE

)R - EMFEOMTEICIVHHTL L

2. BREAEYE (FHEREE2Z T2 EPBEYTEVE)

2.1 WO RRAERZLTVDLE

zzi%&wﬁﬁ$ o TWAZ ERHL 2L

2.3 KA OEH Ly BEOBBEDOMEAED D 5E 8.3,
11.1.1 ]

2.4 EREICHBUT BB DT
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TOHEEZAT) Z LAWY AR

3. BROBIER UM - K
3.1 BUROBIE
SARS-CoV-2D R84 7 5 87 B % 3 — F§ 55 % &t

BIDNAZ FWTHRG L 7-RNAZ MR L. SIS &7
B S RFICEH AT %,
3.2 #k
AANZ. 0.5mLHICKDO G % EHT %o
Woes AL 2Ny 7 AR
Bk |7 Fav ATy 0.05mg
NTEFH 94 8-((2-t FuF v TF)) (6-+ 0.54mg
FVb-(TYFYNFFV)ANFYN)T I )AL S
YT Z 5V (SM-102)
JLAFU—)b 0.23mg
1, 2-YAF70A V-sn-7) Lu-3- kX K3 ¥ 0.14mg
(DSPC)
I 1, 2-Y 3 Y A M V-rac-7Y) £ 0-3- 4 F VK1 F 0.10mg
* ¥ T F L ¥ (PEG2000-DMG)
ra Xy E— 0.25mg
b Xy E— VIR 1.2mg
K 0.021mg
B b U v 2 KFI 0.10mg
LiPEE 43.5mg
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et A8 7Ny o ARG
A - MR ﬁ%zié@ﬂ%&ﬁé@mﬁ%imﬁf\&m P 3 E W o B 9 b
KDORFZRBODZ ENDH D,
pH 7.0~8.0
BB R CEREIRHICR T 2 )
4. HEEXIZHFE

SARS-CoV-2IC & 5 BERIE DTS

5. AEERIHHRICEET 2FE
5.1 AFOFRizhROFFBIRNIIME LT,

6. AERUHE
(12m A EDE)

ahnsesE s LT, 1M0.5mL % BRWNICHER T 5,
(BRELLE 12 RiEDE)

B E U<, 1H0.25mL % f RN IR %,

7. BEARUVAEICEET 3R
7.1 XEIDOERA
AANTBEMBIENAE T 5 Wl
7.2 EEMNRE
B e LB E & L CSARS-CoV-27 7 F » D%
HREDH %6 L ED#H . SARS-CoV-2D 3 AT IR 2 D5
W72 EZ, XAT74 v eV R ZEEL, BINGRED
b 1] RN
I3&Eﬁﬂ
W BIEIOSARS-CoV-27 27 F ¥ OFAliH 5 47
BB T 522N TE D,
7.4 A254 20Ny 7 2 7E (Ul - R DALOSARS-CoV-27 2
F VR L 2B EMRE & U CARH 23 L 2B oA
BB EMIHMET. L TV,

8. EELEANZEE

8.1 ARHNE, [FRHAEIZHBLI R OTH 2 1 F 7 £V A &G
WAk 2 By 0 B BEAE JE M B2 H VL L TR % 2 &

8.2 HHEAEH ITO VT, BREHHICLITRZ, MIBRLOBEICL -
THREEIRREZ AR Z &, [9.1 ]
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9.1.6, 11.1.1 K]
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By, K A, PRI EE, BITILEE) 23380 SNz acid,
RPCEMOBZEEZTH L) FICHMSEL 2 &, [11.1.2,
15.1.1, 15.1.2 K]

8.5 21+ £ VA (SARS-CoV-2)RNAT 7 F VI, ¥
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R LTIE. F5 ¥ - N L — D EED N B e R (B 5 A 2
SIGE 2 AR PERRE, ST 09855 2 LT ER) AT STz
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semﬁﬁﬁlu%wﬁﬁﬁu\%ﬁéHuLm&@aiﬁw
WA 2 BRI D, 2, HHBEOMBEERICEEL. B
FE OB BB B ORI O ZE b, & ST B Hwhhﬁmﬁ*
GRERA R LW AICIE, SR CEMOZ R4 235 L5F
BilCASES 2 &,

8.7 7 7 F VEME B BRI X 2 0N RIEE AT
M KRB G & LTRMDB D ObND LD D, K
L BHEE AR M S0, G- ERRIZESE LR E LR
THHEHLOREZ BRI LI EHNETE L,

8.8 KA EMDSARS-CoV-213x5 57 7 F > OEBIEICHT 5
F—=FE %V,

ko [2.3,9.1.4,
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9. FENEEEZHIT2HICHTIER
9.1 EREIEE (BEOHKEITOICEBL. ABE2ETZEH)
WHREEDTKONT NPT N T L LBD LN DAL,
REER MR 2R L. 25N OMALE 5 oK I 2 24TV,
FHERO L, BIRG. AHEICOW T 23t E T,
{32 MRSz LT EELTHEET 52 &, [8.2 B3]
9.1.1 M/MURADER I REEEE2ET 2%, RREEEEBIT
LTwW3E
ARFHERE A IS MUE DS S b b BEFNADH 5,
9.1.2 BRICHEERLOBMP LI TVIERVEREICERX
HRERSENES VN EE
RANZHT 2 RIFBISEIVERT T2 BENW0DH 5,
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[8.3. 9.1.6, 11.1.1 ]
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(8.3, 9.1.4, 11.1.1 ]
9.2 BHEEEE2FTIH
BT ESE TH 5. [9.1.3 BH]
9.3 FEeEE+2HET2E
PHEREETH b, [9.1.3 1]
9.5 T3
IR AXITHR LTV B Rk D & 2 iz, PR oA
RVEDSERE 2 BB L KB S N B GEICORERT LI L,
9.6 R
FHEHM EOERE R OHIRBEOE R Z ZE L. HZLOMK
BT IR RN 2 2 &0 RHI R OARANCH T 2HE0 e b
FITHFNOBITIEIARHTH %,
9.7 /B
Gl A 2 R & U7z R BRI E N L T e v,
9.8 SiEE
BRIC Y 2o TiE, MBS 2 EEICT Y, BERE o/HEIRE
PHOCEBBRT LI b, —MRICETBENME T LTV b,

1. BIRIS
KOBIRISH H5bIDL I ENHDHDT, HgE+512470v,
SRR SN, WY R NEEITH 2 &,

1.1 EXAZBIRE

N1 Yavy, 7F7145%>—FERY)

[2.3. 8.3, 9.1.4, 9.1.6 /]
11.1.2 OB, OEER GHEEA)
(8.4, 15.1.1, 15.1.2 K]
1.2 ZOMOBEIKE
1%L 1
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i (37.5%) )

B J&5

It it 1) ¥ oS HidiE (21.8%) 9
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a) FEARARERIE B CHET HEEIS X0 I L 7225100 o Je BUE
b)HHHETH HUFEICRO 5N L 2L hd D
©) TEGHEBAL & 7] U o0 W5 o B 3LV FE 3

14. BREDZEE

14.1 EFANBEOTE

14110 BRHZEHE L, AU BFICLDRE SN T 4 AR—F
TIVE R, BRI L 2k,

14.1.2 WIS, B L Qi (2~8T) ik i (15~25T) T
BT 5 Lo Fio MBABICHAR L2V &,

14.1.3 M CTH L, MHEE. EHL T2~8C TikIE30H M.
8~25C TREUBMMAFET L LN TE S, WTFhOBEELH
PPN S5 2 &,

14.1.4 HRTHICHRICE L THBL 2 &,

14.1.5 KA DI 7 VA2 IZ 1L oM 0. 5mL & L T5M A
4y 1R O#FRHE0.25mL & L C10MBEM S O Fig A3 fpE S h
TWbo 72720, fHT 234 K OSSN & - Tk lmo$:
FiH#0.25mL % 10T & W2 L A3 5o 110, 25mL % %
WCTERVEE, FREIIEET L2 L,

14.1.6 EHRTCNA 7IVICZER, BYORAZOMOEE D 70w
HEHETHREL, BEE2E023 0L 2w &,

14.1.7 WHOFICESREZHMCE L, BATLZ L, IRYIEESR
WZ E WEIOBICEEROKR KT ZOREME 7 V3 — VTl
L. A2 S LAA, MERZRGIT2 2L, ZOHRMEC
W7zo Tk, MEIERALZWEIFEETL I L,

14.1.8 BREWMYHL., HBHVIIMBOFERIB LA L 2w &,

14.1.9 —JE&H 2 W L2234 7ovid, 8L T2~25C THRAE L.
125D AR L 72 DI3BEET A 2 &)

14.2 EXEEROIE

14.2.1 %, ER=AMICHANER-EST 22 & #IRN. BN,
BT NOEMIITHL RN &,

14.2.2 {EHSOLEMDME NI A > TV R W L Z2FEND 5 2 L,

14.2.3 HHk - AEEESEAOBE BT 5720 Tl OISR TAZ &)

(1) SHRIHANEREICE S E ST, Mk E. #S50mAT
AARICEE L2V E ) SEEE 0 Ll Rt R A IS
THIE,

(2) HhGEATIR 208 5 2 &0

(3) FEESAMA L& &, WUROFRZ RMIEOMIFHAAR 5 N7z
LAEREBICHZIRE, BUEPATENT L2 L,

15. ZOMOEE

15.1 EERR{ERICE D 153k

15.1.1 BBV T, 20+ 7 4 )L A (SARS-CoV-2)RNA T ~
F VBRSO R DREENRE SN T Wb, PINGRIEICE
WTHRE SNEF DL FFHEERMETH O FRIC200] H %
BHUPIZEHELTWS, T2 REEOWER T, ABRIZEA
FEHIARIZ X VIR Y E L TWAY, [8.4, 11.1.2 BH]

15.1.2 BAEBIAGHE O EINEBOBEE WS 12 B0 20 %, D%k
DWERL, BNOEBRERT -y X—2A 2 THH L 72—
B2 HHER SN0 %, LIREOFHERE 2L L7z &
C A, BIEGEE LTAA 78y 7 250 (Ul 25k 218
BHBEOFEEFETHEN NS W E2RB I Y, [8.4,
11.1.2 ]

15.1.3 AT BT, HEFTHA L OFEEIIRHTH 555, K
BREATEAEOD ZHEHEZ BT, 230 F 71 VA
(SARS-CoV-2)RNA T 7 F » HHIHIC. B8 Fe3 A A SR
BORENE R 258 ST b,

15.1.4 #AMZ BT, AL 78y 7 Z7E (Ul : ERek) S5
Bz, FICTRORE, RIUE, MKk K707 3 v E
S B9 A BN R HIE R O R E SN T 5,

17. ERPREXIE

17.1 B3 RULRLMICEET 55k

17.1.1 BHE T/ MAERER GBMRE) (BF 1 RN 78y 7 XhiE ff -
#EM A4 I 7O #BA1))
WEGRPEE LTRSS 738y 7 A3 (Uil 2 2K 100 4 g 248 %
OEMSEIE & LT AL 203y 2 AR57E (il A2I5FK) 50 1 g% 1IlEHE L
7218 L Lo A RIS, BN LIR H A 53% A LLEBIZ AL 23y
7 ZfGTE (Al PR I 20 U HBA 150 u g IE AL 2Ny 7 R
i (U 2 R IEAR) 50 1 g% TIRH A NIERE L 72 & & o R, L4k,
B EE & MGt L 7zo SBIMIREE2m B & LTRSS 78y 7 AR5 (2l
W+ I 70 YRRBA D) % A L 7243760, A28 4 28y 7 AiEA
fili = AR 2R L 7237700 5 £, BN E2N H 5§ O SARS-
CoV-2Me Al B 3B T ORIE VAT 2SBUE E B D iTh iz 254 7
Ny 7 ZFGTE Al R A I 20 YHRBA 1) BE334BI. X84 2Ny
o AT (U - F2EER) #E260060 & 0t G, M 28 H e bk R OV X &



O 2 RRISHE S B I R B O P RIPUARISA 38 2 5P L 72 R RIE R

1OEBY THo72Y,

FRT-PCRAAS AL PR A

FwsesE2lm H & LTRSS 208y 7 AR5 (Ml : &2k 43270
YHRBA . 1)50 u g XIE A% A 728y & A% (Uil 2R 50 1 g% 3
FiL7- & XORBEHELOF I 20V BRICK S 2 RIHL MG (50% [
TG E) RO RIPURIG &3

ERTA=NZ
D GMR
(2{;'\;§;;;§fﬁjg/ R84 705y 5 Affitk | LGT.5%CLY
BBALD (Uil = F2iRR) (24 7897
) AR (2ff - I
W/ Aok
N GLSM=.) N GLSM#b) BA.1)vs /34 7
i A [FIA95%CI] (FII95%CT] Koy Ak
Al (Ul = 'k ]
11 2479.890 ”50 1421.243 1.745
[2264.472, 2715.801] [1282.975, 1574.412] | [1.493, 2.040]
% % PRGSO
g "N [ 195%C1] N [HH95%CT] | (97, 5%CI]
T e 100 99.2 15
333331 og.9.100.0]  |2028|  ro7.2, 09.0] [-1.1, 4.0]
IR
o GMR
(2{;';;1’%;:?’;/ R84 2%y 2 AWHE | [ROT.5%CTY
HBA.D) (Uil = F2IEMR) (24 7897
i AR (2 - iR
t/F3Ira vk
N GLSM=. N GLSM#b) BA.1)vs /34 7
L A [FIAI95%CT] (FII95%CT] Koy A
Al (U = &eivk) ]
1 6422.323 20 5286626 1.215
(5990.117, 6885.714] [4887.065, 5718.855] | [1.078, 1.370]
% % PRGBS R D%
| /N - n/N I L
[EIEREN [ f195%CI] [ 195%CI] [WjH197.5%C1]
s 100 100
BU - g 9. 100010 |0 98,6, 100.00 0

N=FEMiBIEL n=PRIPURIBE D H & 7 ek $
CI: EHUX M. GLSM : #fil/h e F3, GMR : 8l Pl
1) LV IEGMRO T M7 . 5%CI T FR>0.67. PUKIGEFEDXEDOWMIT.5%CIo TR
>-10%DHtr e Lize 4 I 70 VRIS 2Pz, 4+ 3 7 0 2 H(GMRE O
RIS B D72 ) BT (GMRIZHES ) 2B W CIES I ED S, »
DGMRDWHIT7 . 5%CID FR> 10854 L Lz,
a) Ui ASLLOQA W D Fy &y FAHTIZ130.5 X LLOQO A S 7=
b) BN B D PN & LB L Uy HAEREL RS A 208y 7 AT (21l ik
A 37 a BRBALL) S ASA 28Ny 2 ARG (Uil R ] % FER g, AR
(655 A 65 2L F) B OSBRI B O PUiAll & 45454 & L7 ANCOVA
)N =27 A I (W I T ) ookl A95E it T (LLOQ) Kili Td - 721
LLOQAi 2* 5 LLOQD ARG P EAD 2L, LLOQUL L TH » 72 HHid =251 ~
WU ARG LA B LRSS S N8 &gk L7z WIS RT O PR s

SNTWARWHERE IOV T, MIEIGRIER OSARS-CoV-2RARBIETH - 724

PRISE 2 LLOQOAME LI L X EH L 72 (2 S OWERE 12O T, Al syt o
BUAMIIZLLOQA M & A2 L72) o M SRIERT OPTAMTTH H SARS-CoV-2H A5l H
b WIS DV TR, BHIRERT OSARS-CoV -2 A 4L % ) I1] 665 i
SARS-CoV-2BAtili e & LTHIM L7z Zofbofliseix itz @i L7z,

LA, GBI H O 2 56T L 728140 CRMI L 720 7 ds. HAE
HTARIEET ORI L ) BIRISAMEE S N7ze A8 7Ny 7 AfiE (2
fili @ IR I 7 0 YRRBA. 1) ORI FEBUHELA20% % 8 2 72 Hl 5
IEOFEBURP (RO 7 L — P3P L) K20 L BY) Tholzo B, K
AT L — FAORIBUBIEREED H N0 o 720 Bl BUS O Ffse ] ] i e fi
32.0HTH o7

F2 F 4R OB OFEBLRM

e | 27 A )
e IS 7L — F3PL L) | Gl 2k 7' L— F3PL1e
B% | n(%) n(%) Bk | n(%) n(%)
TESHERALE R | 437 |338(77.3) 4(0.9) 351 |269(76.6) 4(1.1)
I 437 |240(54.9) 15(3.4) 350 |180(51.4) 11(3.1)
Bt 437 192(43.9) 5(1.1) 350 |144(41.1) 2(0.6)
77 A 437 173(39.6) 10(2.3) 350 |135(38.6) 13(3.7)
B9 437 136(31.1) 4(0.9) 350 [111(31.7) 3(0.9)
Ex 437 104(23.8) 1(0.2) 350 | 74(21.1) 1(0.3)
n=SE BB

a) FHEBEAST L (HHAEN 2 Wi %) [P & LT She9i%

17.1.2 BB 1/ MAERER CBMNRIE) (3% © ZN1 7Ny 7 REhiE (ffi
I 4 I 70 #BA.4-5))
IR L LCTANSA 278y 7 ZfE (Ui kI 100 1 g2 BE K
OSBINSaIE & LT AL 278y 2 2R3 (Ml 2 IRk 50 1 g % 1346 L
72181 L Lo 2 RIS, BRI H 2537 J UL EHICA S 703y
7 ARG (fii M+ I 21 Y HRBA . 4-5)50 u g IAZ AL 2Ny o
AFHEE (Uil : 2 954R) 50 1 g% 1l I NEEAE L 72 & & o fitd:, Zeatk.
FOBEME & MES U7zo BnseE2lm H & LTRSS 78y 7 A5 (2fff -
IR A4 I 70 Y HRBA .4-5) 2 4EHE L 751160, R84 o8y 7 AfHTE
(U = 25 RE) & B0 L 722376610 5 B e hsasE2ln B Befli i O SARS-
CoV -2 il e A Btk COIE R FFMAH A & B Y fThbNh iz 254 7
Ny 7 AT (Al IR A I 2 1 YHBA . 4-5) BE20961, R84 2
2Ny 7 M5 (U 2 RIERR) BE25061 % thgic, HEMif228 H oe ik & OV F
378 Y HR(BA.4/BA.5)IZxS A I PRGN K ORI pL ARG 2 5 &
S L 720 AERIITIDEBY THHo 72V,
*RT-PCRIGFE I PLiR M
F3BAMGEIE2H & LTRSS 23y 7 AFGTE A Rk 43I
YHEBA .4-5)50 u g AZ A XA 3 & ATE (Uil #EJ5HK) 50 1 g%
WML EOMRERLOF I 70 U FR(BA.4/BA .5) %3 % Wil
Uil (509 R E A UL 32) [ O RITBUARIS 25 3

+ 271 ¥ (BA.4/BA.5)
ANA 789 o AR ‘ N GMR
e A I8y 5 AR ,
i w3 ay | I Hjﬁ‘ [FMOB%C]Y
HBA .4-5) o (A4 71897
A (2l - ReiE
N GLSM: N GLSM#- fi/ j) ‘ z}/ff
i A (i f1959%CT] (i f1959%C1] AN
P 7Ny o AR
(Ul = ') ]
2747 3 436.7 6.202
29 | 193992, 3145.9] | 20 | [389.1,490.0] |[5.270, 7.511]
% % PURSEREDE
| N [ MI95%C1] N (Wi MI95%C1] [Fi195%CL]
s 30 98.1 86.4 12.1
205/2 222/95
0572090 (95,2, 99.5] /BT (816, 90.3) (6.9, 17.3]
R
AL 7Ny 7 ARHTE . . . GMR
2 S 7 A
i w43y | 000 Hﬁ‘f [SB%CT]Y
HBA .4-5) o [AR4 71897
A (2l - #eiE
GLSM= Lsmey  [MAR7ECH
- N N BA.4-5)vs A /84
A [FI195%CI] [Fi195%CI] AN
ik 7Ny o AR
(Ul = # )]
9555.8 4382.2 1.957
29 | ra503.6, 10625.7) | 20 | [457.7, 5347.1] | [1.700, 2.253]
% % PRIB R D%
B [ MI95%C1] N [ M195%C1] [ 195%CL]
s 100 _ 100
H92090 o9 3 1001 [P 108.6, 100.00 0

N=3FlifI%. n=rFIPLRIGE 255 5 NI SRE B

CI: AZHX . GLSM : i/ 5734, GMR @ #7131t

) L VEIEGMRO M HI95%CID FIR>0.67, HUAIEZE #0720 Wif195%CIo T

>-10%DWE & Lize 4370 VRIS S8, 4+ 37 0 Y bk (GMREUHL
IR DNIED ) T ORE (GMRIZIED ) IZBW TSRO S, 2
DGMROT5%CID FIR>1DH4r & L7z,

) PURIASLLOQAI M OB &y FHT12120.5 X LLOQODEAHI W S 72,

b) B INSEIE B OHURI A BB L Ly BEFRE(ASA 208y 7 AT (21l 2 R
S F 3 20 RRBA A-5) S A NS 2Ny 7 AT (Ul RHER) ] & B E A AR
(65 A, 65 W _F) Je OB SLIE T D PN % JE25 7 & L7 ANCOVA

C)N— AT A ¥ ()18l SR 5 ) D HUARAN A5 5 F B (LLOQ) i T » 72 ¥4 1&
LLOQA i 2 5LLOQD 4G L EADZEAL, LLOQUALETH » 2B E =25 1
BEDUIT O AR5 L B> LS S NP2ty L 236 U7z W01l S35 B O DU Hed 1
SNTWARVHEERE 2OV Tk, MIRIEIERTOSARS-CoV-2IAERBIETH - 72354
PURISE 2 LLOQOARE L R 2R L 72 (T h 5 OHERE 2oV TiE, #EI Rk o
PUMIELLOQA M & A2 L72) o W SEIETT OHLAAM TR b SARS-CoV -2H Al 4
DR WHEEBRE IO W T, BINRER OSARS-CoV -2/ Ak 5 % #) 1] S0 9% 7l o
SARS-CoV-2AfE g & LT L7z, ZoMofliseid LidZ @M L7z,

AV, BRI B OB A 52 T L A8, 78y 7 A (2l :
BRI 7 10 YHRBA 4-5) BESIIBI TR L 720 20 B, BT H X
W HEC X D RIBUSAUE SNz A28 208y 7 A5 (21 I
/A X 70 YRBA 4-5) QTR S BUEEE 7520% % 2 72 R SOR O 581
R (R L7 L — F3LLE)I3FRADE B ) TH o720 BB, KRBT r
L — FADEI SIS RS SN2 o 720 @l BOG OFHGEM B Jufi1X3.0H <
Ho1Y,



4 TR OB O FEBLRN

e N 7 L — 3Pk
ERIITIE:S (%) 0 (%)
TS 507 418(82.4) 20(3.9)
W57 508 304(59.8) 17(3.3)
it 507 249(49.1) 12(2.4)
i3 P 507 235(46.4) 20(3.9)
B i 507 177(34.9) 9(1.8)
o 507 112(22.1) 4(0.8)
U N 507 106(20.9) 1(0.2)
n=%BL6154

a) EAEREAT EHE (HHE AN 2 W %) IBLE & LCHiil Sheig

17.1.3 B S MAARR WERE) (B : /N1 78y 7 28 (1 - 2R
#))
SARS-CoV-27 7 F ¥ KRB D18 L Lo F & x5z, 4L 75 &
RuTEBISEE TR OE TR Z M L. 2284 2%y 7 2578 (Ul : #2
PR 100 1 g X3 7 T & AR % 438 B T2 W PIERE L 72 & & o 4wk &
CREWE R Lz, TEFEECTH 27 7 F ¥ 0% (VE) i1,
NR—=2AF5 4 Y REDSARS-CoV-2I&He5 758 S, 20 H AR 14 H LU
F89E L 72COVID-195 52 Bl % 3 A FEAT L 720 P BIF#AT IZCOVID-195 52
BI2%9560, FEMHT 19661, AL L 72ME M THEM L. SARS-CoV-212 &
5 YHEI T 2 VEZ GG L 720 fFTHE RN FED L BY ThH otz BB,
rP AT R T OF S SEFRAT IS 0 210] B BeAEi 4 o B BRI O defif) 1z 2 h 2 h
49H L6440 TH - 7270

5 SARS-CoV-212 & % &I |03 2 A 7)1

A 7Ny o ARG IR
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