v O—/\&E 125mg
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$-217622 1.7 RERMA—E

1.7 FfER R —EX

AHNOTATE (R) N ORMRME LT, Sty Ry s, 77 V4 h 7k
L 200mg, X7 VY —milEEA 100mg, v 7Y — 7R E > b 300 ORISR E >~ b
1332, BB =7 ¢ SIEERHERR 500 mg, =33 =)L RifiEtL v FOUSHCE 2022 411 A 4 H
Re R DRHTRN) OB AR 1.7-1 1TRT.



S-217622

1.7 RERMA—E

# 1.7-1 [ it [F] 280 ot — "B
IR7E4 oY —7®
ey N vty | T VAT RN AN OGRS v 300 | BB 2T 4 sUREHE | =N b RUHTE
VAT 125mg | X R E YRRy 7 200 mg J 100 mg BFTY T 2 500 mg vk
G >~ b 1332
— % R Hhv) e~ FXHFrr<~7 (E
TV RLAENL | ==L U R GEIZ T 2) VAN =Ry BT %) 8K
7_7/1/@&_@ IR E)ILXE T B VAT ENL 4'_5\'3‘:11'77 (E{f\‘%%ﬂ*ﬁi) BT (iﬁ{f\‘
GBIl 2) AR %) B
£tk i o A A o FVT R Pz A TS0« AIAY | TARTERAER
I RASRARARE ) 7 7 AV —HeRRtE | MSD Hetait T | e |77 2t
At . A - 2z Ja&% - 2z Jak
AIRE - oA SARS-CoV-2 12X % | SARS-CoV-212L % | SARS-CoV-21ZL% | SARS-CoV-2 12k 2 S;,:I;ES;{O}V%Z (]L) ;%té}fﬂ“ SARS-CoV-2 12k % Sgﬁ;%\;f 0&) g%l]“‘
WA scED
VERR « SR - 2022 49 A 2022 49 A 2022 45 8 A 2022 47 A 2022 49 A 2022 4F 8 A
H




% 3k 20224F9 I ELET (54

* 20224F8 H AT

B & SR
* kB 184 1

1B NIy E {8 ST

i)

| 7 — B RREESE |

BARERMIHES
87625

1 IV ZE|
ZILT RUIVEIVER/Y) M FEILEE

N¥OEYR/N '/7

Paxlovid ®PACK

B &S | 30400AMX00026 |
BREBE | 2022421 \

KENL. FIMTHBIZRENAEEDTH.

AEEFICH

SWTHE. ReM. RECEIEREROSNATS.
ZTDEH. FRDFERICH=>TIE, 5P UHBENBREEIC. TOBECICHHMERVRLEICETSEHRE TSICHAL. XEFEICK
PRBEHRTIORETH L,

Sl EHENERTH 5,

i) R - RESOLSEI L) MHT A2k

L) Ty R

OV

YT

VAN
ANWNTEBE S, T2 /) NVEY— ), Tz bV, FAT =
M YF MY AR T v v A 3 R EY U (St
John's Wort, >k - Va—> X - J—})
2.3 ERERE SRR R
BE [9.2.1. 9.3.1, 10.2&MH]

2. B3 (ROBHEICEH/RELEVWI L)
2.1 KHN OGRS U SHOE O REFRED 5 5 BE

2.2 ROFEH 2HRGHOEL 7o Eux s, Yaxri o, T
i, 7LV E L FNVAFLE L XK
XV - TENVZIE Y, TIFFOUERE, X7 D)V
WKW, 7L Hh A = FHERRE.
Ui v LY
VI KU, CED R, VT8 I ilAEE -
A2 - AVTaENTIFEY) Y, TIVTAN) LA VERIR, ¥
LROI)VITE IV AV, AFIVT)VTARN) LA U
Wi, 7450, YVFF T4V TR (LT,
740V (T F

1tk

YN—1FHN

P22 DN

VILVFVTT R AR

A=AV R AL

FoUY

V77 TFY, TuF e v,

KT T T

557

INVTF T A VARERIEARFIY), nI S YR A
AR 7T A EESUIERETEOWEME ) > PRI
U wosERtE) v lE % &) OFREBEED . 7 E/a, 70
NI L, ALY T A, TIVTESLEREE, M) T

aF—=)b, TV Y IR,

e 10128

EDHLEEHET, aNF reiGTho

3. #ARL - R
3.1 #HBK

WK o

1
=< FLIVE  150mg

1
) M ENL 100mg

& o

MRV T — AL FLEEKA . 2
TAHNAT—RAF b L, 8
BAEKT AW, TYVEBAT T
V> MDA, BT AT— R,
RILF & . <7 0T — 1400,
et 3143

aRVERNY, £/ T VEEY
VES v, BEEKT AR, 77
WEEA T TV NF R oA, K
VUERARFEA NV T AL BT TR
u—2, BftFrs v, xrua—
V400, E FEF T 7aoEt)
H—Z, ¥V, ¥xz7ad—)
4000, A1V Iv— k80

3.2 RHOMERK

HYIE E
LR . il
I A a—F
v RLLEL 2
3CL | =1— MgE
FAE17.5mm. £fE8.5mm, JE&5.7mm
)R FEL @@ O - aINK | HE B
S ZN=ENN
REHITmm, FEHIMm, ES46mm

4. RHEEIRHFE
SARS-CoV-2IC & % BEHIE

5. RRER IR ICEHET BEE
5.1 FRRFERIZ BT 2 o G#EBz 1 £ 2. SARS-CoV-212 X %
EHSEDTIEAL) 2 7 T2 H$ 5455,

ESIPEP SRS Sty 3

NBBEHEIHGTHT L. T2 AFROHEGHRIZOWVTIERITTD
HARITAVHBHEIZTHI L, [17.1.15H]
5.2 HEIEE O EVWSARS-CoV-212 & 2 IR B H 1R A A0
FESL LT\ Ze v,

6. EARUVAE
EL AR O125 L B2 R EAOkg DL Eo/NRIZIE, = v~ b
Lve)ve LClm300mg Kk ) h L& LC1h100mg % [F] R (2
1H2, 5H M5 %,

7. BERUARICEET 53R

7.1 SARS-CoV-212 & % EHLIE DFEIRAFEE L TH 6 HR A 12 3% 5
ZRIMGT S . BRRERICB VT, FEIRIEB A 56 H B LIFI2#
a7 BECBT 2NN EMT LT -7 3BTV
Vv, [17.1.12H]

7.2 WP OB HERE gmb%(&mﬂﬁﬁ+ﬁwaki]%MJ
minPl E60mL/minAiii) 21k, =)< F LIVE)LE L TLRI150mg
FU ) hFELE Lfllﬁlloomg% FEFZTH2ME, 5H BRI 5-3
5l BEEOEHEREES (eGFR 30mL/minkili) ~o#%5:
HERE L 22 ve [9.2.2, 9.2.3, 16.6.12MH]

8. ERLEKER
AFNIOFRHER EANEEA RIS 2 WD 5700, ETDF~
TOHEMEMRET 52 Lo Tz, RFITHBEPIH 2 I OZEFH
IRAT 286, FROISHKT 2 L) BFITHES 5 2 &, [10.,
16.7. 1]

9. FENHEREHI2EEICHETEE

9.1 AHHE - BMEEZEDH 8%

9.1.1 HIVELEE

(1) RANT) PFEVEETLD, REFLEZT Y PO —ILARERD
HIVEG B E %G Lza, HIVZ a7 7 — P IHEHNN T Al
D U D W REEDSH % o

(2) ) M FEMIZaEY RS v b EEOGHHIVEGE & AR 20
G, ) N FEVOREREIIRETH S,

9.2 BiHREEEERE

9.2.1 BHEREDOHZ2HBEET., ANWELF L 2R5HhDEE
B LanwZ e, a)veF yOMPRENS EATL2B8E00H %,
[2.3. 10.2&M1]

9.2.2 hEEDEREREENHZBE(QNELF L 2/E5HDEEERC)
SV MLVEVEEEL TR T8, =)V MLIVELOIN
HIREN FRAT 28T H 5. [7.2.14.1.1,14.2.1,16.6.15]

9.2.3 EENEREREEDHS8E (ANELF L 2EHRDBEERS)
PG g L e vie == M LIVE VOIS FA- 205, B
RAESEF R IIMET ST w e, [7.2, 16.6.12H]

9.3 FrieEERE

9.3.1 FHEEERZENH 2 BET. NV F L 2iR5HhDEE
P LanwZ e, a)veF oM RENS EATL2B8E00H %,
[2.3. 10.2&M1]



% %k

9.3.2 FEEZENH 2 8E (A F L 2BREFOBELRL)
)R FEVIEFICHE TR SN 20, B REL T 5

NI UATIF—YOLERTHEBLTVLA

H TR REREL ESELBEZNND 5,

BEWH L. T2,

9.5 1Eim

TR SRR L TV A WTREIE O & 5 K2 IE, BR EOE MG
Fte % Ll 2 & HMF S MDA IO KT 52 L, HEYF
2=V b LVE VR L ERIZBWC, BRBRERE (AUC)
DI0E AT A HE THRIBAEORALTRO SN TWAH, Tz,
RS v MY M FENVEHRG L2EERICB W T, BiEziEnL <
HIEABITT A 2 eSS TnbY,

9.6 BILF

R EOR R R OCHFREORRIEZZEL

V BALOM

EABEHT2IE, 2T FLILELVDO L NATF~NOBITEIZDO W
TEAHETH DA, ) bFENITE PP ARITT 5 2 & 2RE

ENTWABY,
9.7 NR%E

ANREEA R E L2 BRABRIE IR L T v, [16.6.320#]

10. HHEEA

AFNICYP3AZ R HET B, /20 =V FLIVELVEDY) b
FEIVIECYPSADIEE TH 5o MoOSEH & O EIEHIZ. WihEZ
FTARTOMAGHEIZOVTIRF SN TS DIF T VDT, fif

FIZEE L CIEAEICH
16.7.2Z: ]

HLTHEIIES A2

10.1 HFRAZZR BFALEVLC L)

Lo [8.016.7.1,

(NFV, 72VFV)
EAR D ERL Y7 sF: 3
(LS 7 R)
TENZTE Y
(Hvzuay )
FVAFLE Y ARFYI
Ve TELVZTEY
(LH)L & AlE$E)
T34y a R
(7rhuy)

NT ) DOV AR
(7)) a—n)

T L4 = NFERRIE
(#vKRa—))

VA=AV RIS 1. 55
(Fa /)

F = U U RBREE AN
JN—aFH Ny

A 7HFLIV )

VI 7T7F

(3a7574 )
A=)

(art>)

VT TR UIEEE
(7v—=%)

EEYF

TV T I VAR - K
HTx Ay AV TFRELT
YFEY v

(ZV73v)

INTA R LA CEEE
D ROIVTY IV ATV
AFNVINITAR) LA
>R

AV Z D]

TA4 RV
(rvys47)
YNTFFT AN TR
(LNFF)

Y574

(7 F¥vn)

PV T 4 VIR KA
(LELT)

O3 s YRR OVERE
(Px 27 A5y F)
[2.251]

e FRAIEIR - $518 51 [ AR
VA AR /PN AR, MLihEE, MBS, | A#OF b2 0 — 4
(771 &) INOEANC LD EEL LA | PAA0IC K T 2 A1
=/ PN WfEME R L9 AFRA | BRI LY, O

BIDLBEINDHLOTHAL
BNzl

L7285 s o3|
DI ATRIE S -
AT LTSN
%o

A4

FRPRAEIR - 151871

B - fabrE

A TS

(TR R MR DR Y ~
SIS () > o3EkiE)
VS % ) o R
(NAZ L7 RY)

[2.25H]

NA LT T ADHER LI
BB P (h
Vo ORERIEY v SR )
O JH N AR A & pEA L
7oyt REBE AR I O 5
BIAMIR S D BLNDD Do

ARHIHCYP3AIZ BT
LA DT T ADR
WA HES S
leHlHEZLNTW

%o

DAV APN

(v v, R)IY)
suaFETHRAY T A
(X F¥)
IAY T A
(z—mvy)

VA ETAVN 1 51
(I x—1)
FTT A
NV F )
NPV N
(FVIha, 371 v%)
[2.2. 16.7.2&/7]

I FE 0D G X2 I W A0 ) 46 20 k2
CHBENDHLDOTHML
BNk,

K#OF b ra— L
P450L2F 3 % w8 & 1Y BE
EEICED. BFAL
7 A SIS OfEIR S
i E T OYHUAN 2 o 1
R EE SRR S
I ENTHMENS,

PE TN
(7 F178R)
[2.22H]

rhary—= L EDBRIZEY
VAT 7T N OML A
AL, 20TV AMPKTF L
L OWEN D Do

KHFDF 7 a— L4
P4SORHEEHI L O b 7
Y AR—% — (P-gp.
BCRP) BHEMEHIZ &
U R AR AR % 5
BeyoBZnhhds,

RYyaFv—) R aF = VOMHREDS | KK OF 7 a— A4
(74722 F) ET L7 DMEHNDH 5 DT | PASODTFEERIZ L 2
[2.22H] BEML 2w &, LOLEZHLNTWD,
VAV Z 0N TV E I FOMAEEDS | AFIACYPIAIC L B 2
(7=1)—=%) AL, BERZ RSN D B | 1o 0RO % 5

[2.2211]

TNH 5,

F7o. ARFO MDA T
5T, BT A NV AMER O
KRR BLOBEND B %,
AH) A & CYPABLEEH D 7%
WEHINORBEER T L L,
RUEFTIHAT L, 7
7SV IFORREEET DL
Lz, BHEORELEEICH
L. WEAOFEBRAH O
ROBWFIATEET 2L,

NN Y~
(FZ7 L =)
[2.2, 16.7.25]

AN EE VO i)
LRAFLIBENY DL, T2,
AFH O A R EE SR AT B
LT T AV AR O %k

AICHE S 5728,
Fo. INHOIEFH
CYP3A% B4 % /-
Eo

LB OBZ NN H 5.
Tx /) NVESY =) P ANV AEHOHE R | 2 s 0FEFDOCYP3A
(72 /8= )) HHOBEND D 5o FHEAERICEY, =
Jr= M < hFLLVELRKOY b

(&Y b=V TLETF )
RAT 2= A F )T A
kY]

(RATMA V)

V77 rEY Y
W77v)

Iy F rF) vy (St
John's Wort, £~ b - 3—
YR T— k) EAER
[2.22H]

FENDWEFEDET ¥
LBENDD D,




10.2 BFREE (BFRISEET 52 &) S 4 FRRCTEN - S W - el
ES [ PRAEIR - F5iE 5 s B - fabmT TN TF =) ARFEOMAGEEDS FAT 28 | 25 EH ACYP3A
Trvy=n T AL HH O MR RIE A 5] | A H 2SCYPIALC B 1 RATNATT =N SRRCED BB BRI E
PRSP EN RS T TABENNH B, SUHE | BRSO BEHIZIET 5720
U RAA FIORBEHA I LT < 4 | WA iET 2720 LEZBNT A,
DR R 2 ZBENDH DD, ‘7‘[:‘6;\* LEZLNTVD, P B X ) ARF O AUCH A | AT
55 = 7 KA BB AT AL HEEICKS FHBZNND b,
[SNAH I Pl bl SETVY Y e L
Con ot e | IR E T & = D Coan e CAUCHS Z L2 AU | £ % RIS B 7200 &%
P TR A 5 L OWEDD . 2BENTV A,
Y75 2+ e FERYF B S o i R AT
Yy sy AT i VAV, 2vasll 5ol )Ry FN TEBEND DD,
AN 7 ARBAAA AETE Y KA DM EIED AT 55 | 7T YV HCYPIA%
YEXT T v TR FNDD Do FETLIDEEZD
M7 vy T RRE ncws,
I RO LA
’rh:i‘fﬂb*‘ I77EL VY KA/ 7 7L YDl | BEFAR
RSO RS LR B BE NS
Caaln Bo BHEIHER G
gy TATHMN D HOT, B
DRt T 7F§€?§1[?%'Cfi)«'&~7')/7%ﬁ
YRS WAL EEIEG LI L
yIFTE Y7 VERE vaxy oy TIF T OMARENSAE | KK OP-gp il FAEH
TUEZY) TF VA VIV WML 72 OWERDH L, V[ ICL2bDEEZ LR
7V AR TH T OIMFEEE= 5”)/ w5
TATT Y Ry OVERE THERAT) HREEET DT
yw%?k;“mﬁﬁklﬁ 0T 3 FIERRE 0T 3 FOMAHED FA
e, . TABINND S
VT Y YIRS
avew TITFETYVA VR | 77 7 F = T MR L
IRSYNNS AL, BERAEBLL ST <
NS BBBENND B, KAET
NF N3 VR Ty F =T EREEENT T 7T
PR L] TGRS T AL,
FRVNREF AN A (| FEHLILIFRLT— b | FEH Ty MdEED
b1t R Y ANV AL, Wiy 27 B ERT 5
SUNAE T [16.7.2%0] BENSDH Do AHEPAT
T uAKRY) v LA, FET T O
¥ 70 A ATKA REEETH L,
&jifjjﬂtj;%;c%}m UANAEF LAWY T L U ZNA 5 F ¥ OUlilh gAY | R # OBCRPIE 1F
VT e AT A BN B, BB L Cu BT AR TE
NLT77F) B
Y5574 .
(CT7Y AL FLF 4T TLATLVENARY - €7 | 7L HTLEVROE T L > | K OP-gp LIXBCRP
FNT5T A LYy ALV ZAENOIMPEEDS LA | EERICL b0k
PN BBENGH D, ERbND,
F=—4 i VR s b?v*F‘ymlrlei%EﬁL%L\ AKF ACYPBAL 3517
[2.3.9.2.1.9.3.1.16.7.2%H1] LB, (LI, EE %}5/’F‘/0){J€;§T%
TNFHY Y TFOEF I | SIS A O IR S E R t *Tlﬁ" A HH DT, KA | BANIZHES 2720
25 FABENED D, SHHE é:?fﬁﬁff?o %ﬁi‘ E%‘@Wiﬁt LEZLNTWD,
TFEYZR L DHIZBVT, 7 vy WL, ',Z\&“LCFE\ETH‘/
MNITAY By TR 2N | SRR B R R FrOWBESELEET LI,
%ﬁi%&ﬂn—‘éﬂflﬂigm’f\ bF TEIEY Y T b T EY DI AME | ARFH O SRR
IR R DA RS Z 0D T L7k Ot 43d 5o FEERIZLD DL
ORERFBBO LB % L 2 Z3ENTWD,
LHFE N DB AT ks,
HTE AR FOMOHIVF 77— | S5 EHOMAREED A | RHACYP3AIZ X 5
ATNF=7 S HHA O ML A L5 I TLBENDDS SRS ER O
IyaA57 127 L. BMEf» SN D B2 T ¥ A COVhR A G IRET 2 720 &
S &, 2 N N i N
ﬁﬁ%@o 4\%‘17) bCYliSAHl vovny =5 T 0 O L5 EZHNTW5,
EEO % CRANORAEE DG,
LEETHI L, BT °
FIT BB, SRS HEH W SR A A SRR
BEEETHLL LIS, BHED _
R HOEICBIE L, RITEH . BMER
DR TEET L L. (k@aal VEFDH HbNDL I ENHLOT, BER 451247, BE
z\g;j;l;giﬁ . ;;,r *|7]Zf1”>]f§ém%‘ﬁ* WERD SN A3 G 2 HIET 5% & F?@JCCLI_%ﬁ Zk,
5 EHOREY | BB 2 SEEIIE U =
SHEEIILE O > SEREEY | ) > SERIE) S E A ) 1.1 BEXTEIEA
SR ) ORERFB I, | OMERF B 50 3L P Bl 1.1.1 FHeeRE (BULAW)
LB B I AN R 5 = . . .
B UL ELA) jgf;?;;;;;i:; 11.1.2 hEMREIBIEBAEAE (Toxic Epidermal Necrolysis : TEN).
Gy NA 2T AORIER REEEERAE(EEE (Stevens—JohnsonfEMREE) (W31 b SHEAH)
PHBSNDBLNDDH LD M.A1.3 7F717%Y— BHERH)
Ty NA YT AR WET _
Brrbic, BEORELH 1.2 ZOOREHER
HEICBIE L, AN ORI 194 5% 1%kl AR
ST S C —
PR A S A WS, 2R,
TNT 7)) H) T L TNT 7 )y OMPREICE | FEDAHREREEOBRS ALBE, MAMEA O,
BrLR5BZNNH 5. M| HEZLNLHHFA Jlikegeaed
7 ZE) T ERT) |
BIZINROE =50 > 7 %45 | o TR A O
ZENEE LY,
b= [
FATA > AU A O MR AR | AR T S SO e L
IFINIANTVF - | TAEBEAND D, NS | EYHEE L HYT % k| Hipkrs ] - AT Bl W, JEIEREL | B
IR I VA VEEERL |FOMEFLEE 22 A0 | 20 EELLRATY o
ATN bz %o A R ALT -5, AST 15
BB RO T A 595




192 EB% A 1%l HREAI
I R O LR et
k|~ - A HRE OB PR
[IA22N

14. BALEDZER

14.1 ERIFARNFOEE

1411 ¥ — MAUIGEFERE - HRolHsG @RS )7 02E5)
D= M LIVEVEE GHsE) KO bFEVEE (Gl2ge) 2 EE
N5o HEEDOERAERERZ I 5 1 - HEPWLE SN
a. IR Y FORREGEhEnnrb, =~ b LIV EVEE2ED
BRI &, WY BV EATICHEHAO Y — v E2 ) 15T
TR 5T &L [9.2.28H]

14.2 FEZIZFEFOER

14.2.1 2 — MIBUCIELIH G BIROY FO25) e Einbizo,
TR R & §ekl 2 BEICIRET 5 2 &, T2, PEEOBE
REREEBE I 2 HE - HEL SN BFI2EY — 2 6R
BEREAIDHELNTNE ZEXFHIT L2 L, [9.2.28]

14.2.2 PTPWUEOIHEFNIPTPY — M ST ML TR 5 L) &5
52 ko PTPY— FORAKIZEY . TR AT BB RGIEA~RIA L, B
WA B L CHBIAREOEE 2 G HEX R T2 L0 5,

16. FEYEHRE

16.1 Mg

16.1.1 B[RS
BB = V= M LV EV300mg% ) - €IV 100mg i T CHEL LR 4
HGLZEEZOZ)U~ P LVEN R M EVOSEYEEE ST X — 7 NS
MEEFIEHER % DT IR 32 (BHEAT— %),

fEFER NI =)V~ b LIV EV300mg% U+ F E)L100mght T THAE 1% 5

L7zl ED=U< FLIVE VRN kS ELVOIEYEE/ ST X — 5

S BE T A =5

Zv R LILVEL Crmax (u g/mL) 2.21 (33)
AUCi (ug - hr/mL) 23.01 (23)
Trax (hr) 3.00 (1.02-6.00)
tz (hr) 6.05+1.79

) hFEL Cmax (ng/mL) 359.3 (46)
AUCur (ng - hr/mL) 3599 (47)
Trax (hr) 3.98 (1.48-4.20)
tiz (hr) 6.15+2.24

n=12

Tuax POAE (HEEH) |tz SEACPIOME + BUERZE, ZOMO/ST X =5 STFIMHE (CV%)

3.0 600
2
S 25 3 500
EY E
o 2
fi;f 2.0 = 400
< Jid
3 =
5 15 2 300
N )
A
- +
> 1.0 ~“ 200
,%\ =
1 3;,
3 05 5 100
&
=]

0.0 0

0 12 24 36 48 0 12 24 36 48

PR (hr)

FERERA I =V~ b LV E L300mg# U b F EIV100mght T ¢ Hal#E 8%
L7z &n= b= FLIVEL KR b FELOMSERERERER (n=12, &
TP+ R (7).

16.1.2 REH#RE
=L b LV EILT5,250313500mg % ) b EOVBEH T (1EI100mg % 1 H 2[a))
TLH2ERAEREI %S L2 2 A, )~ b LVE Vol IZ2H B
FCICERIREICENE L. B 5-E5 12 R AUC w0 L O Cnas SR 265 12550 L
729 (HRAROSEANT—% ),

16.2 ORIR

16.2.1 BEOHE
EIEF AR ARIC= VY MLV EV250mg GRITERET) %) bF ¥ r100mefi
T CHRREL S Lz s &0, %S & L T2 < R LIV E L O Cas
OFIMEIIHI15%. AUCsD TG ILHI1. 6% ML 720 (FHEAT—5). B,
Z DOFAM 7 R L TS Ty A =L~ B LIV EL1S0mgEER] & 04
WIS IR STV, RANG AFOFEIIP DL THETEX D,

16.3 2%
ST P LVELO R bR RS EHIZH69% TH - 727 (in vitro) o
) hF VI, 0.01~30.0 u g/mLOEEHIFT & b A A L 99% D 1k
Gl M FENV2ug/mLIZBIT S bLE T O MERBITERIZIL.4%TH -
72V (n vitro) o
BRI =)V~ P LV EL300mg (R %) b9 Er100mehf i
TCIH2M3H M RER %S L2 & EDVZ/FOTPHMEIZ, v LY
JVIZ104.7L. ) FFEVIR112.4LTH - 729 FHEAT— %),
16.4 X3
In vitroilBEH 5. ) M FEVIESFHT Tld= v~ M LV ELIEFIZCYP3A4
TREENDZENFEEEINSY, Z U2 PLLELEY MU LGRS
L7zt &, =~ L VELVOREDHE S NS, BERAIZ=LVY MLV
EL300mg# YV b EOV (1E100mg % 1 H 2M0) B N CHEFR RS- Lz & &
MO SN BEDE I V< N LVELVDORBALEDOATSH -
720 BBURBKOEPIZIBLRIW DT 2B SN BHEAT—5).
EMFIZ7u Y =2 %AW/ BT, ) M EIVIEE8.7%~60. 4% &
N, BICSHEOMALRIW Z LR T2 RENz, £/ VU bFEN
DAHHNZIEEIZCYPSAK UCYP2D6A 5§ % Z L AR ENZY (i vitro) o
TERERRER G (CHUCREARY) P VO TRV E & BRI S L, R, #Eho
R 2 MR L 72k ey SREUE e O AR OB L S s S b
16.5 HEttt
DM FENEBH L2 EOZV T FUVE VO ELIEIREIEEIRECH Y, =L
< hLIVEN300mg GRIOSRET) %1 M E)L100meg (1AI100mgz1H20a) FFH
TCHERE %G L7z e &, EROTRPD 5 22N 58 0#35.3% K 1749.6%
DHBEYE AR SN0 PR O EERIYBIEY I Z =)L~ MLV E LR
ZALRTH Y MK RERR S 20 ROREYH RO SN GHEAT—5 )0
TR R T ICHE R NV TRV HIB00me & IR P - L 7= L &, 5.5
148HEHE TLT, #55-L7giED86.4% 033 i~ 11.3%ASRAF~ZEILZ RS
720 Froy REAUARFI33.8%H HF~, #13.5% D RIS FHEAT—%),
16.6 HENDHEREH T 28E
16.6.1 B#EEEETERE
B (eGFR 60mL/minbl 190mL/min i) . H14 % (eGFR 30mL/mink
60mL/minAii) M OEE (eGFR 30mL/minskiif) OEHERER EHE 2=
< b LIVEVI0mEgE U b F E10mghf T (=~ b LVE LS
FI12WE ], PGl P65 P 1 20 ] J OS24 )2 $e5) CHRFELIF% S L7z &
W IEH R B A A T AWEE L LT, =< F LIV B O Cra
O AUCHD FiHE 35 A AT, R O B R R £ B T1d30% & 1M24%.
rPE O R R B S R T8 M 1N8T % T O R R B R S R T A8% Mt
V204% 72 722 (WEAT—%)o [7.2, 9.2.2. 9.2.351F]
ERREREEATZ LY b LV YL O SR BRI 2T 52
T e | BRI PR | SRR | R A
(n=10) (n=8) (n=8) (n=8)
1.60 (31) 2.08 (29) 2.21 (A7) 2.37 (38)

Crax (ug/mL)

AUCu (ug-hr/mL) | 14.46 (20) 17.91 (30) 27.11 (27) 44.04 (33)
Tuwax (hr) 2.0(1.0-4.0) | 2.0 (1.0-3.0) | 2.50 (1.0-6.0) | 3.0 (1.0-6.1)
tiz (hr) 7.73%1.82 6.60=1.53 9.95+3.42 13.37+3.32

Toax FPIAE (FEEH) |tz SAETIOME + BUERZE, ZOMO/ST X =5 STFISMHE (CV%)
16.6.2 FHSAEREEE
A OFRERERFE ¥ (Child-Pugh5MHB) 1220 MLV EL100mgE ) b
FERI00mgBAT (S LV E VO GRTIBEM, B, #5128
MR OAREIN 2 ) CHIEHRELHES L7k 39, S b LVE VOB R
ER LN E A 5 B L R CH o720 GHEAT =),

BERAEREE A=< b LV L ORI KT T B

L7 72 I e Th A BE IR RE R
(n=8) (n=8)
Crax (1 g/mL) 1.89 (20) 1.92 (48)
AUCin (u g+ hr/mL) 15.24 (36) 15.06 (43)
Tiax (hr) 2.0 (0.6-2.1) 1.5 (1.0-2.0)
tz (hr) 7.21%2.10 5.45%1.57

Toax FPOLE (FEPH) . tve: AT £ BHRREE, ZOMD/8T 2 — 5 TPHHE (CV%)
HEEOEREEERE 2R E LBRABITERL T,

16.6.3 /NEEH
18 AT O/NRZ T RIZZ V= P LIV E VRO b EL oY EIRE 357
LTz,
B N DTSR S B HEE 7V R OVNE DR T 4 % T 1258 0L ok
40kg D b/ EF N L CHESEIE - R TR 235 L7z & S OERIRE
FEOIMAET =)V~ P LVE L OBGFEEZHEE L7282 A, A TR bz
BV~ M UIVE VOB R L ARFAREE 2 B LHEE S0, [9.721]]



16.7 EWIHEER

16.7.1 In vitro=B&
SR MLIVE P-gpDOEETH L, F72. CYP3ALE ] ¥y iz ONHE K
FHNZHE L, P-gpZ HET 2,
J ROV D CYP3A L FRICERVBIAMEZ R LY, CYPSATER LS N A4 D
PR ONRB 2 BAICHES 5, Vs o yBg%{Ek L. CYP1A2,
CYP2C9. CYP2CI9% T 5 Z &b h o> T b HEMZER O b %
T S, SERIANET S 5 56 1SR o F AT & 2 2 W fetk
WdH sV, [8.. 10.5H]

*16.7.2 BREREMMEEERAHEER

(1) 41 FSAFIV—ILRUAILNTEE S
SV hLVENLVEY M FEVBERTTA T a) Y —)b (CYP3ARHESE) X
XA NWNTEE Y (CYPSAFEESE) LG Lz &=V~ hLIVEL K
O b E D Cnas L NAUCIZ XS 2 568 % 5N L 7245 5% LR IR 372 9 (4}
EIANT—%). [10.. 10.1. 10.25H]

HIWNTEE L LEA PFaAF =P FLIVELV R M F UL

WBYRE I TS R

~ PLVELVRO) b EVBERRET ARBES/69761 (0.7%) FEL0/697 (09%)
ThY . 771 REETARA4/6326] (6.5%) . FE1-9/68261 (1.3%) Tdh o7
K1 EFGHEEE O#ER
i i FEEATT A

ZVT P LIVEL DY
VN EOVHE B

0.8% (3/389%1)

7T & AR

ANy SEBEE
7T R D%

7.0% (27/385f)

' = 0. % —J. 9 ~o. 9
mITT4H (050 (= 4K ] 0 6.317% [-9.041%, -3.593%)
pfig® » ¢ <0.0001
ARy FBES 1.0% (6/607%1) \ 6.7% (41/6121)

U T Yo [ pm—
[95% fFHERC ] )
ANy MBS 1.1% (7/661%1) ‘
mITT2%[ | 75+ e—

[95% (R R] )

TR OB FE N L 72, BRI S 72T T ORERE TOMITHR

-5.765% [-7.917%, -3.613%]

6.4% (43/669f)

-5.425% [-7.460%, -3.390%]

P SEIRE ST A= 5 DI (%)
St (BP0 5 (909 (R IR
n
_— | zZuwrLae ST LIV ) hFEV
BRI | BRI V) RFEV
Cimnax AUCY Conas AUCY
. 300mg 56.82 44.50 25.59 16.57
HNVINR
ooe | 12 gmg?mogmg 9| (704 | @377, | (876, | (13.32,
(160 5) o 68.62) 58.65) 34.91) 20.60)
(oo | 200mg | 300me/100mg 11857 | 138.82
Forey, | 1H1E LH 20 1] (112,50, | (129.25, NC NC
Bu#5) | (slHkS) 12497 | 149.1D)

a) D CHEII00 (%)

b) #NANTEE Yt AUC=AUCk. 4 b T T+ =)k : AUC=AUCu

©) ANANTEY VIS BIESH HA 5150 H % T1H2[M300mg ¥ ¢ (1H H~3H Hix
100mg# 1 H 2[5, 4H H~7H H12200mg# 1 H 2[4 5-)

NC: HHLTwAw

(2) I4JITLRUEEHIT >
SV RLVELEY M FUEMEAITTI ¥V T4 (CYPSARE) Xiisye
HEF >y (P-gplhE) LHRHEG L EDIFYILNBZTEN T D
Cras St NAUCtl SR 2 528 % 57 L 7245 K2 DT IR 0 (BHEAT— %),
[10.. 10.1. 10.2&H]

ST RLVELVEYY) b FELMDEIFT ST AT EN b T v OSEYEEEIC

VAESR 7

P SEWEHE ST A—5 DI (%)

S (BRI S WAL (90%(SHEIX )
n
N N —< bl

iAEES LLGIE S Crnax AUCe

o 2mg 300n;§/210mg " 368.33 1430.02
GEEET) | v (318.91, 425.41) | (1204.54, 1697.71)

suhgy | Tome 300[;‘3/21%0“ o) 233.06 194.47
(L[4 4) e (172.14, 316.54) | (155.29, 243.55)

(34 5-)

a) WEDPLVEEIE100 (%)

) AKOKBS B ROCMRIZ, =4~ LV EL300mgk Y b EV100mg%
[FIRE (1 H 2 35 Td %o

17. BRERRRER

17.1 AR ORLMICEET 555k

17.1.1 EEH£FESE I/ M4855 [C4671005 (EPIC-HR) iHER]
18ji% Ph EDSARS-CoV-212 & 2 G B H 2 RIS, = V= MLV E LV
300mg K )~ F ¥L100mg % B CLH 25 H B4%5- L 72 & & OFMER
ZaEBEFliTsI e HE Lz 7T AR IR 2 L S e AT HER
el BR % it L 7ze T ERMIE B M E 4028 H H £ TOSARS-CoV-212
£ 2 EGHE B O & B ARSI B D R WIETE DO A XY MR H il
TERE OE G L Lz, RN TH L RN (20214E10H26H 7 — %
By bA7) TIR136LE (HAANLE) 2E(EAL S, EEFHliEE (mITT
HH) OFEIE. == FLIVEV KD R EVEEEE0.8% (3/389%1) i
T 7 AREET.0% (27/38561) T . HE O #13-6.317% [95%15
FEIXE 0 -9.041, -3.593] TH-o7z (Fl)o WL, =V~ L IVENL R
Vb OV ABES/389%50 (0.8%). FETC0/389%1 (0%) TH Y. 7T
L AREETARR27/38561 (7.0%). E1=7/38561 (1.8%) TH-7z. B, EfE
BAL SN X COERE 224660 (HARNGHE]) 1281 22 2 ENT T
FEEMEE (mITTHE) OfRIE. =< b LIVELV KDY b EOL bk #E
0.7% (5/69761) ANZ 7T RKE6.5% (44/68261) Td ). HE&OHEM 2=
13-5.807% [95%I5HEIX [  -7.777, -3.837] TH o7z (F1), WL, =)

ZWVR P LVELVRD
1) N VBB

0.717% (5/697%1)

PAASN

ANy PEBEG

T RBEEDE
[959% (5 HAIX [H] V)
nga'/ b) d)
AN M EBEE
mITTUER | 75 bk L o
[959(Z X 1] ¥
AN b EHEGE
mITT2RN | 75 v g L o
[959% (5 HAIX [H]] V)
a) MEAEAIL3AH HOVisitiz B\ IEEAL28 H H OFFli % 56 T L 7235 & 13 Visithf 21T
Z ORI RERH 1 ULBIAEE & 2 o 73 A iR SR H DB TH B ) & L7z
B % (X Kaplan-Meier#: (2 & D8 Lo A N2 PREBEEG IV HEB L, o0
Greenwood D A2 FED &M L 720 EHEKENLIEBLE LI LD 5 L7z,
Wald#sg. A EAKEMMO.2%, ABREIROH BARMEXMME% & L, hHEETIC X 50
FHOED L EEO ML L L TO'Brien-Fleming > a B 72,
d) Wald#sE
mITTHM - EEAL S, HHED L RS SR, N=A 51 2555 8E A28 H
FTIA AL EBUADVisith d D ¥, N— 2T 1 L FF R TSARS-CoV-21 £ 2 J&
JHEICHT € 70— FVHEPEG SN TBLTHTOTFED %L O,
SARS-CoV-21Z & 2 YA DA IRFEH A0 © 3 H LN IBERSEA S 5 S - Bt
mITTIER @ #EEAL S, BEBREDRPL S S, N=2 51 V%0 b EEAIL28H H
FTIIAA L EBIADVisitA d ) ¥, N—AF A VIR TSARS-CoV-212 & 2 &
YIEN T BE ) 70— T VFUED G- SN TB S THG-OFES Sy
mITT2EH - SEMEAIL S AL, WGBSR FH G SN, N—= 254 g0 5 (A28 H
HETIcAd% < L b IEDOVisith d 2 “Bire
R E AT S D B, SIENT R R DEFNS [R—=A T 1 L1505 EMELIL28H H £ Tl
Bip L EB1RDVisithid 5 | =57z,

k. REBROLRER - BIHEEZR2O L BY) TH - 72,
K2 TeEIR - Brildkde

6.452% (44/6821)

mITT4H -5.807% [-7.777%, -3.837%]

<0.0001
| 6.310% (66/10460)

0.770% (8/1039f1)

-5.619% [-7.207%, -4.031%]

0.812% (9/1109) ‘ 6.099% (68/111561)

-5.363% [-6.884%, -3.842%]

b

C

FEYULHE | 1.SARS-CoV-2W5t (M2 ALHTS H AN PRI S 7Btk % v 72 PCRI AR
E AN RR

2.SARS-CoV-2I2 & 2 IEYehiE DHEIRY SEBIAIEIERALRISH LA TH Y . 72D
HEVEA LR 212 3B\ TSARS-CoV-212 & 2 EYEDFERY 512 780 &

b
3.RDSARS-CoV-212 & 2 EYHEDTEIEAL) A7 WF 2 V7% L d12HT 5
- 607 LA L

- BMI 25kg/m?#

- B (BF30H PINOBYEA D ) | Ao EEIZ1004K D L OBEAS S % )

- SR EY S ST A Ok e d -

MRS (EE, LM AL A ET AR EDOHR)

- BIEDOZW %21 F T b

SO REE COMAEZE, AR, —BMRME MM, OA%, = o
7)) 2SI E TR SEBIIR N A 2 XA R AR BI IR LB
SHBY IR B BEAT S Z KBRS A S A OREAZH S %)

- 1S 270 PR

- PP

- SRR I ERE

- EEREREE (BRI, & AEIREESE) LIRS A ST A
ZOMOBEE GEEMRE ASR) v 72y Fu— A BEORKERSE)

- BURPERL G 25 A% B HBIE DS A

- BB~ OIKAE (SARS-CoV-212 X 2 JEHLHE & M8 B A% 2 $455 g P
)




Ryt dEHE | 1.SARS-CoV-212 & % BYIE D EHED 7250 O ABEED B 2

2. ABEAS VLB 7 IRRE ST AR 2 AL B2 48R [ DU ABE DSBS 72 B T & 23R
EEND

BUEOREG: X0 B, PO LB IR 12 X ) SARS-CoV-2/& 4% A5
MENZendHb

AEEE OISR (B ULTE B OB SLUICRUF 48 7 4 bV 2 e, B3
BHAPERFREZE . Child-Pugh” 5 ABXUC. A4 % & G B M8
o TV T — VERIIFIZER ) OBREEY AT S

CENTHOUE AR A & EREOFRAEREE (A 2) —= > 767 A LN ML
o LT F = A5 { CKD-EPL TH 1 & 1 72eGFRA%45mL/min/1.73m?
Kii)) %A%

.7 AV A8 A3400copies/mLiE O HIV & He i B4 AT HIVIESAE O G D 72
DIPE AR IS A T LT 2 HIVIRGiE B

7.SARS-CoV-2IZ & 2 RYAENZ R 5 7 & F R & 47§ 5 IS4 AL

SAHH X DRI 224 2 L FHIN TV D

w

S

[

o

8. MENE 2 (L AT24MF I LA OB Sl BEA92%6 K (Zeifiie . ZNS) @

a) . BRSO EE, Fe8 (38THM) I T4, EREIER, Y. HA
MR OSE A TR, O, MR, BUE. WEDE. S5 E D UK

b) HHERSAH, RERREAH, JEFSMEREASAE, CDAMHARREELA200/ u LA 22> 7 £ )V A&t
725400copies/mL A O HIV G4 5 5

¢) PRBRMLAMEIS0H LIMIZI4H MU EMESE T 7L F=V v 20mg/H U FIZHINS$ 5 a)LFa
AT A RSG5, SEHLAIEOOH I AWEE (f 7)) F =T, VAT FX
V) AL ERENERE (AN MLEY— R AMAT T Y THFFF T L)
OG-y LIH AT % 2T 2

d) B EA A L. RIPIMICEERZS 22T CuaHaiE. HENICZ TWAES
BRFHE TS BI Bl
o R AT R B O BIVE I SS BB (X, = v~ P LIV E VRO b UL PRI
T7.3% (49/67261) TadH Y. FHANMEM L, WREA S (3.7%. 25/672051)
FOFH (1.9%. 13/67261) Tdh-7:, [5.1. 7.15H]

18. ZExhZEmE

18.1 1EAFF
=)< b LIVEVIZSARS-CoV-20 A 4 > 7a 57—+ (Mpro : 3CL7 1 7
7 =¥ Lidnspb & bIEN L) HHEL (IC0=19.2nmol/L). KV ¥ /¥
HoOUM# M52 2T 7 AV AR ZIHIT 5,
) N FEVIEME L 2o (3umol/L) ¥ TSARS-CoV-212x) L THL ™
ANAEE R RE o2 U P FENMIZZ LY MLILVELDOCYP3AIZL S
2 B L, M4 s €5,

18.2 In vitro3i™y 1 IV X &M
SV LIVE VIR R 2 F W 2 BRI BT SARS-CoV-2B5 R 45
Bk (USA-WA1/2020%k) (2xt L CHU™ A v A% 7R L 72 (ANHBEAIR™ :
ECs0 61.8nmol/L) o
=)V~ b LV EVIESARS-CoV-2Ef IR 73 BEk (USA-WA1/20200k) T OV
Bk CH Halphatk (B.1.1.7%%0) . betatk (B.1.351%#%). gammatk (P.1
Sff) . deltatk (B.1.617.2%%%) M Ulambdatk (C.37%#t) 2% L TR
BEOIT AV AiEMZ R L. ECaofEiZZN2N71.2, 170, 217, 204, 82.2J%
0°93nmol/LT&% - 72 (Vero E6-TMPRSS2#fi4). 72, =)< b LILE L
1ZSARS-CoV-2Ff k5 Blitk (USA-WAL1/2020%k) J2 OV 54k T & % omicron
e (B.1.1.529%%%) 1oxt L CRBEDIY 1 )V A% R L, ECoftiid %
N2ZN38% U23nmol/LTH > 72 (Vero E6-~TMPRSS2HIA)
) SHLIER e bR R

18.3 /n vivoin™y 1 IV X &M
== b LIVEVIE, w7 AR TH 5 SARS-CoV-2-MA 1O & JEde S &
72T ANZBWTC, Mo AV AT Gk RE A o,
Hf DFFHEDUEATTRD H 7z,

18.4 FEHIMHiE
fdaaF I A VATHL YT AfFET AV A (MAV) % F 72
AERTIE, SV b LV EOVIEEE & W L % 2% 5 LOM KRS 28 L 728 R
MHV-3CL7' 1 7 7 — ¥ 12560 D4 % (P55L. S144A. T129M. T50K &% O°
PI5A) #REBH LI, INOHDOEREEFETLIMHVICH TS =)V~ MLV EL
DT AV A4 4~4 IBEIERT L7z

19. BRI ICET 2E{L2NHE

19.1 ZJL<= FLIJLEL

—fEBIZFE - =< b LV EL (Nirmatrelvir)

b4 0 (1R, 2S,55) -N-{(1S) -1-Cyano-2- [ (3S) -2-oxopyrrolidin-3-y1]
ethyl}-3-[ (25) -3, 3-dimethyl-2- (2, 2, 2-trifluoroacetamido) butanoy!]
-6, 6-dimethyl-3-azabicyclo[3.1.0]hexane-2-carboxamide

733 0 CsHa2FaNs04

3 0 499.53

PR - I~ ICEB LR TH D,

NH
H
HC 0 b ©
HaC )\ i
Y cN
H "H H
N
o
Hee, T
HaC NH
HaC
o F
g F

SARE (logP) ©0.845 (TillfiE)

19.2 U FFENL

— M Fs 0 ) b EL (Ritonavir)

1b%44 : 5-Thiazolylmethyl[ ( a.5) - a -[ (15,35) -1-hydroxy-3-[ (25)-2-[3-
[ (2-isopropyl-4-thiazolyl) methyl]-3-methylureido] -3-methylbutyramido]
-4-phenylbutyl]phenethyl] carbamate

55 F3 ¢ CarHasNeOsSz

G 720.94

IR A~ RERB OB ET, Zorvillz &b b,

(bR

(0] H C':'S H ) (o]
HaC LN L s
Y N N o W
> < | ‘ H H 5 H onH \ N
HoG N CHs o]
21, HEREMH

211 R A 7 MR A KO B YIS E_RT L L,

21.2 RAOFLG-H5EY) & HE S N DIEFOAZFRIC, 52 LoBRENLIL
REEE AR O Z T 2 % b o Tl s, CFc &
LEEERTCOOWOTHRGEND L), EMiCH L TERFTLI &,

21.3 [ SR AT 5541 5212350 BRI O T AR IS, K
ISP REL 7Ty HET 4, T2, S NEREIC XY, KRE
HEEHES HLEAFRD HNGAICIE, FE3 R A 5744 D243
HICHED XKRFHOLEFE AT LI ENHDH T L,

22. ‘A%
305 [=V~ M LIVEVEE D 48ER O b EOVEE - 288 (PTP) x5]

*23. EEXH

1) /—E7%¢& 100mg BFIHEL. 7 v 71 A&

2)  Section 6.3.4 Study 1014 - Carbamazepine DDI, EUA Application.
Pfizer Inc. November 2021

3) Section 6.3.2.2.2 Part 2: MAD, EUA Application. Pfizer Inc.
November 2021

4) Section 6.3.2.2.1 Part 1 : SAD, EUA Application. Pfizer Inc.
November 2021

5) Section 6.1.1.4 Pharmacokinetics, EUA Application. Pfizer Inc.
November 2021

6) Section 11.1 Pharmacokinetic Results, Clinical Study Report for
C4671015. Pfizer Inc. November 2021

7) Section 6.3.2.2.4 Part 4 : Metabolism & Excretion, EUA Application.
Pfizer Inc. November 2021

8) Kumar, G. N., et al. : J. Pharmacol. Exp. Ther. 1996 ; 277 : 423-
431

9) Section 6.3.3 Study 1011 - Renal Impairment Study, EUA
Application. Pfizer Inc. November 2021

10

=

Section 12.3 Fact Sheet for Healthcare Providers : Emergency Use
Authorization for PAXLOVID™ . Pfizer Inc. April 2022
11) EFALE A T/ MAHRER [C4671005 (EPIC-HR) #thk]



24, XWFKRERVBEVEDES
77 A A REaERtr s —
T151-8589  HUHUHBUEAT XA 4 AR3-22-7
AW S A YOV 0120-664-467
FAX 03-3379-3053

26. RERTEEFE
26.1 BOEERTETT

77 4 P AR
. @Pﬁzer

HHHREEAT XA 4 AR3-22-7

RBFHH I
004



w0 20224F 9 HLET (58 4 W)

| R — PR |

*20224F 6 ARGl (58 3 /) B EER R EES
87625
Bk SRR oA ILRE AGRES [30300AMX00467000
R B + S0EH BRFERAts | 20214F12H
ELXESEILATEIL
— 1\ \‘I ® o
2 I YA 57 +=200me
LAGEVRIO® Capsules 200mg

PEREFHSKRE5TDI L,

FKEE, AFMTHPIESESNILBDTHY . ARFICHBSVTENME. T2l REICRIBERFIBSNTHEY., 5IEHEFERENEFTH D,
ZOfeH. FEIDFEAICHE ST H5SNUHBEENERBEEC, ZOEALVICHEMERTRLEICETZBERZTHICHAL, XEICK

LB
TEEIES | FR—EMEONSFEICLVEATSIL

2. 22 (ROBEICIFERSULREVNT L)
2.1 BRIORS I UBBUEO BB O » 2 BE
2.2 HRXISEE L TV SRR 5 54 [9.5 BH]

3. #8RY - IR
3.1 #88%
HR7E 4 I 7 ) #F%h P 200mg
BRI ELXEIE L
nE ELXESEILELT200mg
HNEY e FuoFsFubiltilio—2, Et
Na—R, JAAANLATO—AF MY T L, AT
eIl TU VBT TR T L
AT e Furu—R, ZZE@bEk. BLF
5
3.2 "HEIDMHEK
HRoE 4 47 #9577+ 200mg
v . a3 5 7w IVAl
AE - iR A ETRE
ala— R =L < 32
AN I:D S
S8 0
EF (mm) 21.7
581% (mm) 7.64
KT VB
DE&E (mg) 2857

4. FHREX SR
SARS-CoOV-2IC & BRFE

5. MEEX FHRICEHET 2ER
5.1 BRHRBRIC BT 2 ELBR SRR ERE X, SARS-CoV-212 &
BBIUEOEIE(L Y AV HT%2HT 5%, KAIDEGPREE
EAONDEEIRG TSI L, oy FHOHRGHRICOV
TREHOHA RIA 285BI THI L, [17.1.1 BH]
5.2 EIEE DB VSARS-CoV-2IC & 5 BPERE 1T T 2B 21
FHESZ LTV,

6. BENUHE
EE. 18R EOBFICIE, TLXESELE LTIES00mg
Z1H2[E, SHERO®ST 5.

7. BERUHECEET 53R
SARS-COV-2IC & 2 BIVEDERASFI L T2 5EP» IS
2BIAT 5 & BRREBICBV T, IERFER S 56 H BRI
BEEMBLCBEICBI2EMEZRMF 2T -2 3F5N0
Tuil, [17.1.1 28]

0. HEDERZEI BEBEICRHTIER
9.4 £JERe=H Y BE
PRARFTREZ 2R IC 0 L T ARG R P RAE&HREGR—E
HIRNGET 2B 21T 5 KO BT 2 2 L. [2.2. 9.5 2]

1=

€9 MSD
9.5 it®

R IIEIR L T W ARIEE O & B I iz &5 L nwz &,
BYEBRTHRESEIRESATVS, FRET Y FOBEER
BREICELIETELERE L-ERICBWT, N-k FaF
V¥ F VY (NHC) OBERBEZEEOSMBZICHNT »HETHE
MR O - BBRBFEA . 3MELL EICHY T 2 HETHKRE
DOFREBENZO 5N T VWD, T, FRY Y FORBEER
HICELXET UL EZERS LIZFEERICBWT. NHCORKRE
BREOISHICHYET 2HETHREAEORKEIZD ShTW
%, [2.2, 9.4 B8]

9.6 &3
BEEOFRERCBAKBOAREZZE L. FAORS
XigHib e afd o 2 Lo

BMICBVT, ELXETELOANBITREIIER L T
59, b b HFANOBITOERKROCATEENDFEICH
TEHT—Fdm0,

9.7 INE
18R 2R & U7 RGBT FEM L Tz,

11. BWER
WROEWERDBH 5bNBENHHDT, BELZTTITITWV.,
BEDRD S5 NIIGEIRE 2 hIET 5 7% St 2 A0LE 21T
5T &,
*11.1 EXHENEA
TFIT4S5FT— (BEERH)
*11.2 ZDDEER

1%2L_E5%Kdi 1% A4 SHEEANH
BakEE NN g H:
HIERIEE  |FEEOE V. THE
* RO KB, #BWE PEERE.
HRkpEE KIBE
* BBOE Jiil=g e iE

15. ZDMDFE
15.2 FEEREREBRICE D < &R

15.2.1 ELXESEINLEONHCOMEZ AW ZREERERD
EWREIBETH o7, LAL. TomE2HW2EOE
RIFEMHRE (Pig-ailBi % U'Big Blue® 5> AV =v
8 &V cIBEBEFRICH T 2RER) 2EML -G
B, ZREFEHIZOSNEZD 572, In vitro/MERE KO
7 v bERWIIMGABOBRIZEETH 5 72,

15.2.2 35 ARHSHEREICB W T, NHCOAUCIZE S
KBREREOS. MY T 2HBORETREICKELT
W37y bOREEROEE ICEHEKERERDEE
BH oM, FEEOZEILIZ. v b1y ABRSRE
(BZEEI LB EREE) TCicey X (BKREEE
DIMEETE L AMKE) RUA X (HRBEEDL.6
ZETEI4HERS) ORBETIERD SN TV RN,

15.2.3 4 XINHCOEKRBBEEDO.MELL EICHS T 2 HE 2%
BL7BCEEERDH > EHENE (T XTOE MM
ICHE) PEROSNT. ELXES UL E7THRE®RE L
B U HE B I 0D I 3R 5 A A 2508 OF I/ MR B B B 0 3 28
A5, 14HEOEES TERIIC KD EEOELIH5
Nizo FAKOZELIIOEHETIIFTD SN TRV,



16. EYENRE
16.1 MEE
16.1.1 B2ERAIA
ELXEIENLRINHCOFU RS v/ ThHD., LEERATEY
BHRNC EBERE T 5 NHCAIIKD R S AT ICEL D A E h
e, EHERMTHH YR RZ) VEE(bE (NHC-TP)
1) v ksn s,
(1) B2Oiks
R AICEIL X T EL800mg % HEFE# 5 L 7 BONHCO
MmEgEFEEREE 2RI, MEEPEYEHRIIST X -5 2K]1ITIRT,
ELRXETENL50~1600mgDHiFH T, NHCO CmaxJz FAUCIE A
LCHEICHFILTEMLE: BHEAT—%),

X1 EBERAICELIESEL800mga HERFEOKRS LD
NHCO MEEFRERER (TofE-+HEERZE)

10000 A

1000

100 o

M 3EPNHC R E (ng/mL)

800 mg (n=6)
0 2 4 6 8 10 12
&5 & ERi(hr)

£1 EERAICEILZESEILE800mgZ BERE %S Lz EONHCO I
ERSEBIRE N T A — %

Trax T Chmax* AUCo-120r%
i (hr) (ng/mL) (ng - hr/mL)
6 1.75 2770 8190
(1.50-2.50) (13.3) (21.5)

TrhoRE ()
PRy (ZEH75%)

(2) Rig#ESs
BERAICEILX I EL800mg % 1 2/ & & 1 REROHRE L7-
BEONHCO MiEHEYEIEE/ ST X — 4 13F20 LB D ThH -7, 1H
2[E D RAEFREO# 5 T/ 5N 7= NHCHOAUCo- 120D BFERRE (1.09)

16.6.2 FTHEHEIEES
T REREZ ICB 1 5 IV X T EIL R UNHC O ZY) B RE 0 37l
WFEM LTV, JERRRBOME. NHCOFEE 2 IHKERIZ
FRETEZVwWEEZEZION, £/, ELXETEINIEEICHEE
ERUFETNHCARB# SN E—T. ELX T EILDONKSE
1B BRI AR RIS AR LT WA 0, FFEREREE
MELXETELRUNHCOBERICHE KT REEIZE L,

16.6.3 Sina
BRI B R OF R, miRE 2B 2 NHCOEY BRI
FEFHLRAETH-T GHEATF—%),

16.7 EYIEEIER

16.7.1 In vitrostERpiiE
ENLXETENKRONHCIEFE L EYRMERR O N T Y AR~
Y —DEETIRZV. £, ELXEIELKONHCIEEE 2%
PMREMERERO N T v AR—F — 10T 2 HEMER I HEERM
RSB T.

16.7.2 BRIRICH T 2 EEE/EARER
PR ER AR B E R AR BRI S LT W2 b,

) RAOABSNIFBEROHRIZ. 1E800mg# 1 H2[HS5HM&EO#K 5
TH%

17. BRIRRAE
17.1 BNERUREMEICAET 255
17.1.1 ERHESED DHExE [MOVe-OUT (002) iER

18 L EDSARS-CoV-21C & 2 BYUEREZ ZXRIC. ELXET
CILOEMNE, ReEWE2FMMTsIE2BMNELT. T5EFR
RSN 2 (L — B SR T RE R FL iR 2 S0 U 7o AT IE
Bid, #EAL29HE £ TOMEBEZMbDE VT NTOABEILSE
T ULWBEDEEE Lz, BIIHS— FTlE. TELXESEIL
800mg#z 1 H2ME (12T E) SHEEOHRE Lz, EEAMNT
T 5 FREN TR77561 P WAEREI O M Sh. BIER(L29H
HETOBMZET LS (HAABBREIEEN G o7)
TOFEFMEEBOKRIZ. TLXESEL800mght7.3%
(28/385H) RUT T REE14.1% (53/37761) THV . HED
BEMIZE12-6.8% (OSWIEMWXME @ -11.3, -2.4) Th-o7z (£1),
B, EEABZIO TS N14336] (HRABBRESME &)
2B 2 HEN LB TOFREFMERORKERIZ. TLXE
FEL800mgHE6.8% (48/709H1) RV T 5L REI.7%
(68/699fl) TH V. EIEOREMZEE-3.0% (95%EHXMA :
-5.9, -0.1) Th -7 WiRIZ. ELXEFELS00mgh T Al
48/70961 (6.8%). FEL-1/70961 (0.1%) THY. T REET
ABE67/699%1 (9.6%). FET-9/699 (1.3%). ABI1/6994
(0.1%) TH -7z,

ICE S HAERIE3IMHTH > 7 GHEAT—2).

£2 EERAICEILXETEILE00mg % 1 20 & &I REFR RS L2k

DEFIRBIC B 2NHCOMEEHEHEERE/ ST X —5

Trmax" Crnax* AUCo-12n*
i (hr) (ng/mL) (ng - hr/mL)
5 1.50 2970 8330
(1.00-2.02) (16.8) (17.9)
TR fE (i)

TR (ZEHR%%)

£1 FRHEBTOFEFHEEE OFER (Modified Intent-To-Treat®H)

16.2 DRIY
16.2.1 BEDFE
TR AICEIL X ET EL200mg % BEREO#RSE UK. &
i B AEEUE 5 5 TIEZEIE R 512 R TNHC D Crnaxld 35%384> L
AUCREEHE T CRBETH 7= WEAT—%). KHlIZ., &
HEIFBRREEMRETH S,
16.3
NHCoO b ISR T HEEHRIZ0%TH -7z (in vitroT—4 ).
16.4 X34
ELXETEVRINHCOTT RSy 7 THD . 2EEBRAZET HH]
ICEERH#Y THANHCANIKSFREEN S, NHCENREREL ) 39
CORBERCRBE T VU ROV FIUARBEN, HET S,
16.5 Bttt
fEFRRRAICEIL X ¥ EL800mg#% | H2[E5.5 H M KERE DS L
7K. NHCORHHEMRIZZ%TH -7z FHEAT—%).
16.6 FEDEREZEIT2EE
16.6.1 BHEEEEESE
EIXETENKUONHCO FEE 2 HEER SRt cid w0,
BRERES NS ORI E L RIFTTATREEIIERY. BER
BB REFFAT OFER . BEROPEEOBERERE S NHCOREY
BEICRIZTEEROD 2HEIAONE P> BHEAT—%),
EHEBEHERERE (eGFR 30mL/min/l1.73m24M) XILBENR
EREETHEFICBITSELIXETELKONHCOEYEEED
R S0 LT WLz,

EILXEIT LI N
800mgB 7;;;;{’;;)‘# HEORMET | L,
(385ff) s oy | (O5%(EAECH)
% (%) 0
WIEBIL290 A
F COEEERN 28 53 68 | 0001
brLF~TO|  (7.3%) (14.1%) | (-11.3.2.4) |*
A BEES
- 28 52
Ab (7.3%) (13.8%)
0 8
ee (0%) (2.1%)
0 1
! (0%) (0.3%)

T SARS-CoV-21Z & 5 BYUEDIERFER L & BMIEAEIM T H E TOMM (3
HEILR /38/M#B) Z2ERIKT & Lz EHMiettinen and Nurmineni.
RO EREKEIF[I2.5% T, FRERITIC K 2 RFREDZEEOH
#BHE L CGamma family® (y=-1) OHEREHERWV: (BEKE
F10.0092)

TR IPME,

SRl TS EIEEEE (Bl BERGE) 1BV 24BN Lo
IBEZITo I EER L.

|| BMAE2L29H B RGO RIA 2 #5655 &, BERTICB LT, ABRXIE
FELELThHY Y Fan/z,

o EERL29H B TIFEL L2 T RTOERIE. ABRBOFECTH 572,

BB REBOTOER - RIERRR20EBD TH o7,



F2 B S— b OERRIR - Ry

BIREHE | 1. SARS-CoV-2/51 (BMEAEI RIS HPAPICEREL L 72 1k
ZHW/-PCREEZICK VIER) .

2. SARS-CoV-2IZ & % BGUE DRERD) FHRAENE A EIRH I BIS
HUNTH Y. »OEERALESICHE W TSARS-CoV-2ic &
5 IBYYE ICHE T HIERD BIOM RO 5N B,

3. UTOERICBI 5. BEREIHSERE.

SARS-COV-212 & 2 BRYED EREE DHEICH W S NIz ER

BHUTDEBY,

[#E] ORVQ%:T

ORDITRTAROENS
MR E A3 2008], /53 Kl DI A0[E], /73K SpO27A°
93%itEc)

QIRDVWTNHRD SN2
RER LT ERO BTN, A2, >3 v 7 RE, %
B e 2

[FE5E] O~Q% TNTiT

ORDH> 5, 12U EFROLENS
FHERED BYI ., BRI 200E], 43 DL 300E /43R D
A 90Ie],/ 53 Bl k1258 73 K

QRD> B, WINPFROLENDS

- SpO2A*93%e)
- SpO2ACEH 5F, SARS-COV-21C & 2 BEHED 7= I
AL/minl FOBFR 52 ET 5
QROVFNBRDSNZ L
TR D BN, RRRY, 3y ZiREE, SHEHER
%
4. RDSARS-CoV-212 & 5 BYHEDEE(L Y 27 FHF %128
+ET %,
- 61ERLLE
C EEHEOSA (REMHIUIEWIETRZ Eb R WA AR
<)
- BT R
- \BFERAZELE IR

- B (BMI 30kg/m2Bl k)

- BEGOER (D2, EEIIRER UL OME)

- FERW

ProfEHE 1. AR U EEIE B ST 2 48 I LIPICSARS-CoV-212 & %
BRYSED 7= DA E L 25 L PREN5,

2. SARS-CoV-2IC & 2 EYYEICN T 5 T 7 F > % EAEAEIR S
BNCEME L7z, IE(EAL20HEE CICEEZTELTL
Do

3. BB AN O ANIERH & 72 5 725 [EDSARS-CoV-212 Xk 5 &
YUEICNT HE ) 70— F UHURIC K BIBEREZET 5.

a) BARRIZEROBE S L

b) . WHEEE. BB, BUK. H{EROBEINSUIRFIRRE., 5N i3 ED
A EH . FEF (38.0CH). BIE. . BD. B, TR BEH
Ko BREHER

FEHNTXIZSARS-CoV-21 & 2 BIYELANOHH THRAREGENTED
SARS-CoV-21 & 2 BEUEDERHAEBILIGE ICRARBSERS A TR L
REBIZ BT 2 5UE

ROO~@% 12D EHET 256 : OXENHER A LIRS QR
Za—LEAVvcERERFEE (RE20L/mint8, BFAEE0.58 ).
OFRBIFZELS. @ECMO

BIERFBSERE X, EL XTI EL800mghET12.4% (48/386
Bl) cHH. ExalER (EREE1%UE) . TH3.1%
(12/386f1) . Ei2.3% (9/386fl). FEHEDF111.3% (5/386
Bl). BER1.0% (4/38661) TH -7z [5.1. 7. 2]

18. EXNEIE

18.1 {EFE
ELXETEMET T RT v 7 TH D, NHCICRH S AIREMICED
AFENE EHRITHANHC-TPICY V{35, NHC-TPAS
7 AN ABHRRNAKRIFERNARY X5 —FI2 kD 71 )L ARNAIZHL
DIAENTFER, YA VAT ) LOTT—SEEASEML, 7 A ILAD
WHEASHES NS 2,

18.2 In vitroF1o « JLZ{ER
NHCIi3Vero E6#fifia % v 7z fifass#E % TSARS-CoV-2 (USA-
WA1L1/20208k) I LTHIANVAERZR L. 50%EREE
(ECsofi) 130.78 ~2.03 umol/LT& - 7zo NHCIZSARS-CoV-20D
HERM (USA-WA1/2020%k). M ICERKTH Salphatk
(B.1.1.7%%) . betatk (B.1.351%#). gammatk (P.1%##H) KU
deltatk (B.1.617.2%%%) I L TCREEOH YA NV AEHZRL.
ECsoffildZznZh1.41. 1.59. 1.77. 1.32}%0°'1.68 umol/LT&»H -
7zo F72. NHCIZSARS-CoV-20fEk# (USA-WAL1/2020%). i
CICERKTH Homicrontk (B.1.1.529%#) OBA.1RHKKO
BA.L1ZMICx L CREEDH Y AV A/ 2R Ly ECsoD P
FNZFNn0.87. 1.09%02.61 umol/LTH > 7z,

NG

C

d

=

18.3 In vivoino A )L A{ER
SARS-COV-2IEHY 7 A, NLAAY =RV 7z Ly bEFILEZHANT
ELXEITELOT T AN AEHZER Lize YT ATIE. ELXE
FENAET A VA Z R LR b liset T DSARS-CoV-2 0D i@y
WA NV ABZRD E 7z, SARS-COV-2B4E7 = L'y hEFILTIE,
ELXETENIE EKETDSARS-CoV-20 G 1 L 2 & %
S, FAESEY AN AEEBEN IR S TORBGEY AL R
B (BRE7zLy M oREE®RIEE) IMHRARBTH - 120
SARS-COV-2IES ) 7 UNLAY —EFLTIE, ELXET LR
iDL ARNAR OREGHE A L ZAB 2D S/, BYULICH
H U 7z iR ORI R E T AR IR L TELIESE
JVBETIZSARS-CoV-20 7 A )L ZHR B DO T K iR Z O E AT
HoNTz,

18.4 FEHIMmE
HfaLEE R TDSARS-CoV-2ONHCIZH 3 it D FEIC OV T
BE LTV, fioaa+ 74 LA (MERS-CoV) % HHW 7=t
FEHB TR, MRaREER T30MMER L 724 R, 2EEEORZED
ETRPRD 5Nz, ZD30EFR L7MERS-CoVTIZ 7 J A &kic
T Y LIERNRD SN,

19. BaRD (CET BIBEFHRR
—REHIEH : EL XTI (Molnupiravir)
it 2 & :{(2R3S4R,5R)-3,4-Dihydroxy-5-[(4Z2)-4-
(hydroxyimino)-2-oxo-3,4-dihydropyrimidin-1(2H)-yl]
oxolan-2-ylimethyl 2-methylpropanoate

2 F = : CisHiNzO7
S F 8:320.31
{3 R EABOWEKRT. A ) —LIZBITFRT L. KITPPREBITP

T, BT F LSBT W,

By
4
Fa
i3
H

HO
N

21. HEERRF

21.1 EHERY A7 B E A2 REDO L, WYICERT L L,

21.2 KA OB G L HIW S N DEFDHZMRIC, HEPLHBEX
EREF CAENEROREEICHET 2ERACE LD > THHAS N,
XEBILLDAREZBTCHIEMDTREENS KD B UTERE
THIE,

21.3 EE T EEMRS SE T HRAIE41 SRICE D K BRIORHOM T HIRIZ.
ARBEPOEELT6r HET %, £/, RHSNLBRZICKD,
ARHEEZ AT T HHENRD SNEEICIE. EEREEERS S
BETAZD2EIBICHE D EARBHOEE 2R T HIENH DT L

22. 2%
401 7N DR, 8]

23. FEXR
1) Crotty S, et al. Nat Med. 2000 ; 6 : 1375-9.
2) Tejero H, et al. Curr Top Microbiol Immunol. 2016 ; 392 : 161-79.

24, XEERERUEVNEDES
MSD#s & MSDA RS 7 —HH— k> s —
A TRHEXUBIEL-13-12
ERBIGEDT 17U —4 1 Tl 0120-024-961

26. RERTEREF
26.1 BHERRTET

MSD#%A&%
RRHBFAHXNEIL1-13-12
26.2 OE—Y 3 VigE

AMEERIARM

RREETCHEX A TEMT BoEH

E-TEMPO1-04



% 20224F 8 AIET (56 7 hR)
*20224F 3 HekET (55 6 hR)

TR — R AR RS

BAEEE RS

B | EIRRF
BRI : 36 H

87625

S el
AR7epRin

30200AMX00455000
20204E 5 A

MmO ILRE
VLATVE - A5 RREEIEEH

B [{D’bui REsHEH 100mg

VEKLURY® for Intravenous Injection

E) FE—EMSEOATZICLVERTLL

() GILEAD

=

B2 (ROFBEICIFZRSLBVTE)
2.1 RRIOF I LBBEEDRFEED & 2 BE

3. HERY - MR
3.1 #8r%
WR7E 4 N7 VY — i EEA100mg
L% LATFYEL
é%&l)
(L34 7 Vo) 100meg
e ANKRTFVI=FLB-YTUTHFANY YT
YU 43146mg. pHAAAI

ED) REGESTERG [BEOBEEEEEL T, SHBEFTESNTVWADOT, EFXRHERIL
105mgTH %,
¥2) EFTHEBETY
3.2 HENIDMRK
HR7E 4 N7V — FiEEEA100mg
MR - AE HE~MEHE~HEOH
pH 3.0~4.0%
B 1.1 (HRAEEEERICNT 5H)

EL) RRINA T IIMLOES K Z A TED L7l
1#2) 100mg™i3200mgdD L 4T ¥ EL 2 AR R (250mL) 12D L7

4. HEEXIFFNR
SARS-CoV-2IC & B RRFHE

*5. FEENIFHRICEHET HiFR
BERRABEICBIA2ELRERFEZHEA. UTOBREEZNR
W59 528, T2 KEIOBRESEHRICOVWTIREFO A
RIA BT HI E, [17.1.10 17.1.2 28]
CEEERESAELRVWEETH > T SARS-CoV-2IT & 2 g
SEOEEN) A VHRF2ET 5%, KEOHRSPBREEEZ
5N BEH,
+ SARS-CoV-2IC K AR Z2HT HEE,

6. FIENURE
BH. AR OEELOkg EO/NRICIZ VATV ELE LT,
= EHH12200mg % 520 B LU 100mg % | B 1 2w
PR IS
BE. FE3.5kgbl R40kgRmO/NRICIZ L ATV ELE LT,
‘5 HICSmg/kg% . % 52HBLIBEIE2.5mg/kg#% 1 H 165
TEET 2.
B, BEEGHEIZIOHETET %,

7. BENUHEEICEET HER

7.1 EFEERICHEML. 3097 512009213 TSl dT 5 2

L. [8.2, 14.1 BHE]

2 SARS-CoV-2IC & B BEYWEDERPFEIRL TH S5 HEP IR

ExB L. 3HEZ THRET %, 7272 L. SARS-CoV-2IZ &

itiR%EETHERETIE, BRELTC, SHEFTHRS L. E

ROWBVRD SN WEEICIZIOHEE THRET %,

7.3 NEREEICB I AEYERIIRHETH D, NEEZEICB TS
EWNEADHE - A8, SHEENEYHREETVICESY I 2
L=y a v ilEDVWTRESNAEZBDTHAH I EIIEET ST
Eo [9.7. 16.6.1 ZHE]

*7.

8. ERREANER

*8.1 HREEREN HO-DLNL I ENFH 2D T, BERIKUHEH

R ISEMBNICHRERE 2TV, BEOREZ +2ICBET
%Z&. [9.3.1. 11.1.1 ZH]

8.2 Infusion Reaction. 77+ 7«4 ¥ v —2&BEBIEN D 5

bNBIENBHHDT, BEOREBZ+DICBETHLLBIC,
BEEPROOSNIHEICIES ICREEHIEL., B LAEZ
T52&e oy TNODOFEBRZEHTEZ LSNP H D720,
KAOEHRLHEEZZRT S &, (7.1 11.1.2 2]

%83 MMAIANATFLI—FLB-v7aFFAM)F MY

9.2.1 EED

TL KD BREREFH S DNSEBENNH LD T, HEH]
RO SRR ISEMNICBRERE 21TV, BEOREZ
FICBET S &, [9.2 B8]

9. RENERZAIDREICHI IR
9.2 BREEEEERE

WA ANLERTFILI—FLR-Y7aFFAMN)F U
LOFRMEANOERICLD., BRERENBELITZ2BENMDDH
%, EHERABTL AT VENLICERAEAOEENSTD 5N
TWb, BHEREZET 2BEZNRE L-BERRABRILFER
LTWizl, [8.3, 15.2, 16.6.2 &f&]

BHEEEE (A, AR, $RAEVINEIFeGFRA
30mL/min/1.73m* K. IEEAE#H4ER (7H~28H) TIRKINE
JU7FZImg/dLE) OEE

BEITHESR L2 v, BB EOBARES R EE 5 &l
NAGEICOAZEEEET S E, (9.7, 17.1.1. 17.1.2 =
H]

9.3 FFistEEEE
9.3.1 ALTHEEFEE RS EDEE

BELBZVWIENET LW, FREREPE(LT 28 TNDDH
%o MMEREZA T HBE MR E LIHRFHERIIERL T
Wiz, [8.10 11.1.1, 16.6.3, 17.1.1, 17.1.2 k]

9.5 Hiw

R ITER L C W AT REEO H 24 tIC 13, 1B OB RE
NfalEtEx LB 2 L HE SN BB EICOABETH I . HiR
Ty MROTYF 2V - [RRANOEEICET 3BT,
L AT EN20mg/kgE TEBIRNIRS Lz (FEMHPR
B (X7 LAY RERE) 0o28BEE (AUC) PENE
RHEREGRBEEOMIITHED). B - REREIITT 2HE
BROoNL»Po7. Ty bRV ZREL AR SE
ANOHEICHT AHEEICB VLT, LAT Y EILI0mg/kg % Bk
WG L7556 (FEOFRBEY (X7 LF > FELUE) o
HBEE (AUC) »"ENATHAERSHEZED].3[FICH
H). B - RERY - EFERERORDPRDOSN TN 5.

9.6 &FLIW

BERLOBRERUBIREORREZER L. RO
BHEZ @R o2 Lo BMER (S ) KBLT, VAT
TENROZ DRI PITHABITT 2 2 EMRBO SN TS,

9.7 INR

BB LORRENSEEEE LS K S N SBEICOARE
THIE NEFENRE UBRFEBEIIERL TOLR 0, R’
MBNALATFLI—FILB-Y7aFFARNYYF MY L
WEBRMBICR L CHEEEZE L. BEISEEEMICH 228K
WONRIZHT 2 EBIIARHTH S, [9.2 BH]
NEEBEICBITSEYERIIAHATH S, NEEEFIIB T HHE
WA - AR, EHENEYHRETVICES Y I
L=y 3 VIZEDOWTIRES Nz, [7.3, 16.6.1 ]



9.8 EHE
BEOREEZEE LA SHEIRET 5 . —RICETER
HAETLTBY, BRECAMEEE->TLEIENE A
5%,

*%10. MHEEA
VATV ENERT =7 v EER) X7F K (OATP) 1Bl
DEBTH S, 7z, FEMREY (GS-704277) 1ZOATPIBI

gk

KUOATPIB3DEE TH 2. [16.7.1 ]
10.2 HEEER (HAICERIZ L)

KA A E

ERARAER - FEEST R

WP - fElEE T

vRo*roof s
FiEsE

ranFy (E R &

VAT ELOHT A
NV AEHEAET T 2 A
BN H 2.

L AT ENLOEERE
MOERLTH Y A LA
wEEe s anF L HIEE
T HH[EEMEN D o

YU RARY v

L AT VB IR OHRE

Y7 aARY O

[16.7.2 8] HR#EW (GS-704277) |OATPIBI/3MEEIEMAIC
DIMFEFREN LRI | L2,
2BENDH S,

1. 8ER
WROBWERNHSbNBE I ENHHDT, BEETDITTL,
BEDPRD SNBEIIEEE2RILT 572 S@EY) R AE % 1T
35 &,

1.1 EXBEIER

11.1.1 FFEERRE
ALT ERITIMAZ T, FHEREO#EIIHEERE
EULE Y, ALPXIZINROEE) 2D 6 NG EL
Bxikgysz e, [8.1. 9.3.1 2]

11.1.2 BBUE (Infusion Reaction. 7+ 74 SFI—%3D)
EME, MmE B, SR, HRAR. KEARAE. FE. PR,
BHIE, MEHEE. 32, B, EBH. BT, BESSHob
N5 ENH5, (8.2 2]

1.2 ZDttDEHER

(fa&iy
2, %

=

. 1951 E4%K i 0. 1%L E 19K SEH
&5 &Y Al
ISREE
sk | DREREE FRIAR
BaE b MERE, (ERR. T
*|—fi - 2HE EARAR, H . HE B
EBLUERE £
BRI DIRAE
JFAEE R &7 AT IS —YE
*[ERBE AL, AST|70 oy OO RMIER, F#
i SR ER. IPHEEREE ER %
HKEERED, Mo L7
= VM. meE LY
. +FYRFIF—EER
KB L% &Y 7)Y RIE
HEE
*| FEIGRE & Ra e
(O ER=gicte 4t
&
TR E . FEEo TV
RE b NERAE
*|BUE B K OB FIE. X OEE. BREE
MRS
M fEE BT

14. BRALDFR

14.1 EXIAREFOER

14.1.1 BRI BEFERAKOAZHEVS &,

14.1.2 N4 7 I9mMLOES /K Z A BESIC30MEER L.
2~3DTEEE L%, BHSZBHR THS I L2HERT S (BE
5mg/mL). NWEMPER L ENEWIBEIE. HEERUEBES
BOIET,

14.1.3 B RICKRIG - BEH 7L BBRPISHALT2 72 0
ZEEBEETHERT 5, KM - BESHRTFHFASNIGER
FARLZWT &,

14.1.4 FSTRKICTERRE. 20~25TC C4REMEI X132 ~8C T4 [
DIRICERAT A2 &,

14.1.5 AR OAEAOkgL EO/NRICOW T, IHDOHES
(LAFYEILELT200mg) DEFEEIE. 231 TILERVL, &
NA TR 520mLe D (AEM0mL) %, 2HEDE (LAT
YELELTIOmE) OBREDHEE. A 7Lr520mLE
LD ERARERICHRINL T2 %100mLYI3250mL & T %,
{RE3.5kg bl F40kg RImD/NRICOVWTIE, RIKUE22SE
ICHRE T 2,

14.1.6 #212200l 2 BRICRESE TRMNSE 2P, fRES G
WD &,

14.1.7 £ EERICRINE. ESHAKTHERL T 5 0ORR%
BT 20~25C TR L2 ~8C TA8HF M % #8 2 72 AW &
HAETHEET LI L,

£1 WHOHSE ((k=E3.5kgll_F40kgRiFD/NR)
n FEFBONATIV| EREERIC
fﬁ & E'(”r’n*;'g‘% NATVE| POHEIAR | HINEOLE
(mL) (mL)
3.5 17.5 1 3.5
4 20 1 4 25
5 25 1 5
7.5 37.5 1 7.5
10 50 1 10 50
15 75 1 15
20 100 1 20
25 125 2 25 (20+5) 100
30 150 2 30 (20+10)
3% 175 2 35 (20+15) 250
£2 2HELREO#HS ((kE3.5kgbl E40kgRimD/NR)
e | EEAOkgFID | FREO/ (71| EBAETIC
gy | AREBUS | /70| DHERSR | BMEOLR
AR (mg) (mL) (mL)
35 8.8 I 1.8
4 10 1 2 25
5 12.5 1 2.5
7.5 18.8 1 3.8
10 25 1 5
15 37.5 1 7.5 0
20 50 1 10
25 62.5 1 12.5
30 75 1 15 100
35 87.5 1 17.5

14.2 FAIRSROER

14.2.1 OFEA EFRICEREG LW & EBERERMNED
HAEIAHATH S,

14.2.2 KAIIREFEA 2 EE LR VW20,
R MHRROKRRIIERS 5 &

FRER DARBEH OFHIR

15. ZDMDFR

15.1 ERERERICE D ER
SARS-CoV-2IC & 2 EUWERE =R & LiziEKAE (NIAID
ACTT-1) Tli&, Yo btu v UEE ITEBEELH
(INR) #EIMORREESIE ST RBEE B L TAFIBRESRHT
Eol. BB, MRERETHINA XY FORKICEITE
SNzl -oTz,

15.2 FEBRPREAERICE D < IEHR
T AT &R W-THEEIRNES S5 020mg/kg/ HEETE
FBHEICPES BT, Smg/kg/ B LOBCIMHRRER - /LT
FoUOEMEOBEHERE, BRMAEOMEMESE. v b
AW 428 HEERARSHEICB W T, BREBEZEER
i (10mg/kg/HU L) CTIAFBHE~Y—H—RE - REEHR
ROZ L7 F= 08, XNICRIEBRYE - ¥ 2 IS7 BRE.
BRMEOEBEEEPROON. B, WA TILEH
Wz 28H RN 5B ©. A R10mg/kg/ HBETES
HIZBD SN TR,

16. ZEYENRE

16.1 MIERE

16.1.1 REBAICH (T DEYBNEE

SLE BB A AR 12 3mg > 5 225mg D FE BEIE T L AT Y UL R 28
2 CHEIERNZS L& &, LATFT Y ELIEEOSEEiE >
07y A VAR Lz,
NENBREWEEREIC. LAT Y EL 25 HIZ200mg. 2~5HEBXIE
10H H12100mg % 1 H 1305 R 1 T REHIRARS Lz ED L LT
e, REMTHBX T LAY REEBUEA (GS-441524) R O FRREAREH
M (GS-704277) OEMEIEE)SS A =7 IILTOEBD TH - 720

W) EREARAY - AR, BE5PHIC200mgE . 1520 B LUK
100mg# | F 1 [ Ss#E T 5 5.



EERAICL LT Y EL 2 RIESHRNZS Lz &0
MEERDO L LT Y ELROREOENHE ST X -5

HE N N Crnax AUC? t12®

(mg) B BEIERSR HIEH (ng/mL) |(ng-h/mL)| (h)

200 | 28 IHE |4378 (23.5) 2863 (18.6)] 0.90

100 | 269 VATVE”SiE%0229UQm1%SU@m 0.9

20 | 8 ;7vjypségidlﬁ(m5)nm(w1) -

100 | 26 | s PO s (10.3) 2229 (18.9)] 27.4

200 | 28 THE | 370 (29.3) | 698 (25.9) | 1.27
>3 e) N

100 | 26 | TEMCETT SEERSN )0 2 o) agy (31.4) | 1.23

10HE

THIE (CV%). — B L

a) 1HHE : AUCo-24n. SHERUI0HE : AUCrau

b) s

c) AUCK Ut121&2501

d) GS-441524

e) GS-704277

16.3 5%

In Vitro®REICB W T, LATYELOE MIEERICHT 5EARIZ
88~93%Tdho7ze X7 LAY FEMUEA (GS-441524) O +MHEEH
I g BIEARIZEDP 72 2%)o

SLE AR MCIZRE L7z L AT 2 EL150mg % B EIEAR NS L 7z
L& SR D M/ M I S5 FIR 1575 % T/0.68TH D . KR
OREEE EBIZ ER L, BESKBZTIZL.0OTCH 7z LATVEILK
OREIE. MEE UMK QMBS 16 L TR 20 %KY .
16.4 X3
LAFYENVIZEICHLAF VLI AT S —F] (CES]) 12X ks
fREn, —#HAT 7T A (CatA) SCYP3AICKDR#aND, Ik
TR K DA SN FEAHEY (GS-704277) EEICRAF IV +T
A7 KRR U F RiEEY 287 E]l (HINTL) kD R#EfEhs, &
MRBEIEA ZARLT 25— hOFREZNIH L ) VBBLIC X D EE
BI= VR (GS-443902) &75. —7H. B VERLICK D, RRMIC
HYYBbshizwx 7 L4y BB (GS-441524) ERRS NS,
16.5 Pttt

SLE R AR B E 12 CIZRE L 4 7 2 BV 150mg % B EEARNR S L
oL ED | BEBOFREIRIZN% ZBA . RE K OESPHERL
FNETNTA% K OKIN8% T - 7z RHICEINS NIz KEFT I, R
WMTHBHX7 LAY NELUE (GS-441524. 49%) TH V. 10%7 L L
FIELTH 7,

F) ENERAE - BRI, fE5WHIC200mgz . 520 BRI
100mgz 1 H1ESH#HETH %o

16.6 HEDERZHIDEE
16.6.1 INEEE
INRIZ BT B BREOMEHIER L TV 2L,
NRIZBITHENARRE - AR, EHZNEMEBETTILICES Y
Fal—YaYiEISLTHRES N, (AEAkgH EO/NETIZ. BRA
1B HSENEKTAE - AR CAREREG Lz &, EEREBICBITS
LAFVELRUOREM TH A X7 LAY NEMGOBRERIZ. WAL
BBURFABRETHS LTSN, —FH T, AEIAOkgRED/NETIE,
FEHRESN-ENERAE - B THRE LS, ERREICBITS
VAT VELDOBBRBIIMALEARELTHESNLS, X7 LAY R
PUADBTERIIRA & LT, BEH/DNECEEERTH S & FHlS
niz.
16.6.2 BHEEES
BHREERER ICB T 2EMBBOMINIERL Tz, [9.2 ZE]
16.6.3 FFHEERS
JAHEERRER IC B 2 EMBROBITIIERBL T, [9.3.1 B3]
16.7 EYIWEEVER
16.7.1 In vitrosB&RiE
LLTFYENIZOATPIBI R UP-gpOEETH 5., £72. CYP3A.
UGTIAL, OATPIBl. OATPIB3}%:UMATELICH LIHEERA %2R .
FREAREY (GS-704277) 1ZOATPIBIR UOATPIB3OEE TH %,
[10. 28]

*%16.7.2 BRIRICEH T2 FEE(EREER

EYEEFRARBOBREZUTIORY GHEADT—%). [10.2 2]

TR IC B EA 2 RS Lz & o mEEho
VAT Y ENVROREMOENERE ST A =5 H

HHE | LLTY L LT Y RORE OEY & RE NS
HRZE | 05 | Lo | BilE X —% . (0%ISHEXE)
=2 58 Crnax AUCin
. 1.49 1.8
n VATZEN (1 38-1.60) | (1.77-2.02)
;ﬁu4%mglmmg o |[FZLAVF] 11T 1.03
L | HE | HE LAY |(1.12-1.22) | (0.99-1.08)
. 2.51 2.97
2 b)
FREN | (5.262.78) | (2.75-3.20)
o 0.87 0.92
s VATZEN (4 780.97) | (0.83-1.02)
2 30mg | 100mg | [RZLEVE| 097 0.83
0 |1E2E | R BOE | (0.88-1.07) | (0.78-0.89)
. 0.9 0.98
HRET | (0.84-1.10) | (0.92-1.05)
a) GS-441524
b) GS-704277

17. BRPRRLAE
17.1 BMUROREMICEY 2HBR
17.1.1 ERARS IEER

(1) NIAID ACTT-15888 (NCT04280705)
18/ A EDSARS-CoV-212 X 2 BIUERHE (1,06261. > 51561IZEH

TEERITREERERBRICB LT, 5P HICAR200mgE. 2~10H
BICAAN00mg#1H1E, XE 7T R28IRNES LY. kB, B
L7 BEIREER G 2RIEd s &N, IBRERSICINATE
EDSARS-CoV-2IZ & 2 BYERBICRET 271 RI A V&I - /1=
RO ERAS A REE SNz, FEFMEEE L. BIEALB2BEHEET
BT AEE GEIEFRER OZ2a71~31IC8Y) $TOBETH -
Too TOMER, EIEE TORM (FR{E) 2OV T, KEHFESETI0H,
T ARBTISHTH .. AFIBE 7T v RBEEOMHEICB W THET
FMCERBESRO SN (NF—FH 1 1.29. BS%EEXME : 1.12
~1.49, p<0.001. EHlv T > V#5E) .

roq ARURN N\F—RH (95%{EHEERM)

399 1.29 (1.12~1.49)
352 MR

858
LAFYEL (N=541)
TSt (N=521)
BRIDTSYIHE p<0.001

o 2 4 6 8 10 1 1 16 18 2 2 2 2
RERIENSEEXTORRY (B)
URIOBEHGE

214
272

158
210

84
105

vaFvEL 541 513 447
Fsef 521 511 463

X1 EERLYSEEE TCORMO XY MERES
By ARBOELER - RIBEEITEROEBY TH -7,
FEaBIR - RILVEE

342
383

264
326

1. SARS-CoV-2IC & B BHAEN TR S N2 FER TABEH
2. MROWTNM»ICFEHE L THE D, PCREFIZKDSARS-
COV-2BRAHERS N TS
{2 (LBT72R RIS I REN S 4172 4412 51 CPCR
by
(R (LBT72RRE LLRT I SRAR S 4172 4412 51 CPCR
BT, BINORARRARETSH S EATREN
TWwb, »DOSARS-CoV-2C L BEEHRICE B EBbN
BERMEIT LTV
3. D7z < EBUTROVTARIOHED &1 5 BE
- BAEGFR (WEXE. CTAH v %)
- SPOA94% (EWZ) DI
CBERAZET 5
- AT

RIRERE

1. ASTXIZALT 2 EHEH [ F RO 5EE

2. HEEARIRME2BE (eGFR) A°30mL/minskii (MHEE
MXEMESBEZTCVW2EEEET)

3. U AR

Frop AL

4. 72BN BB X3 ERRE T 7E




BIfEF™ DR 6 N7z kBE OEIA L, KAKRSGE T8% (41/532f1)
ThHO. FuEWEAIZ Y0 oY B UERER2% (9/53261) THo7.

1) 8EIEFRE [(Ra7] B, DEEICHIRZ L. 237238k
P OIEEHIR L O/ ISTETBEMANSKRE, 2373 ABELT
BOBBERAZELLVWIGROMESAE, 2274 Abt. BHR
MAZEL % WIRBEOMEESKHE (COVID-198:# ik 2 Nl
). Aa75: Ak D. BRERAZET S, 2376 ABEL»D
JERBMA TR VIEREBRRICLSIEE. 2377 Ay
DECMOXIZBREAANTIFRERIC K 2EH, 23781 FET]
KRB TIE, Grade3ll FOFEHEPNE SN, BHEEREORE
BIRATEHE S N7ze MIA T, BEUERIGIC DV CIEGrade2DigE
HEDRBBAGRPEETCEEVWERBNES N,

(2) GS-US-540-577358% (NCT04292899)

1288 £ 188 R 2 O EAOkgl £, R U 18# L EDEREDSARS-
CoV-21z X B BYMERE (3970, 5. BRAWBREREAANSN
B otz) ENRE LI EEREE BT LB S — MIBWT, 5
HREEE ST, #59HICAR200mg% . 2~5H812100mg% 1 H1E
BIRA# S, 10HERGE# T3, 5P HICARF200mg =, 2~10HEIZ
100mg# 1 H1EERAZES L7z %, 28, B LG IZRRERS
EHIET A EEEINTZ, WThOBRESERLIEEREOHHEZZ 7,
TEFMEEE X, EEACRIZEBICTSIERRES) TFHMli L 7 i RK
e SNz, BERIREDOWNEIZOWT, SHEHRSEICNT 5 10H &S
BOHMIF v XHI30.75 [95%(EEKA0.51, 1.12] TH o7z,

*2)

=1 WEALRI3EEIC B SERRE (7TSIERRE)
SHMREE e

AT (200f1) (197f)

1 16 (8.0) 21 (10.7)

2 17 (8.5) 33 (16.8)

3 8 (4.0) 10 (5.1)

4 19 (9.5) 15 (7.6)

5 12 (6.0) 2 (6.1)

6 8 (4.0) 3 (1.5)

7 120 (60.0) 103 (52.3)

BT v A 0.75
[95%fE AR [0.51, 1.12]
B (%)

a) BER. N7 1 VROBERER LR L IFIA v XETL
uB. KRBROELER - RHAREITROLBD TH T,

FRIR - FRIVEE

1. BEALETIAE DINIC S L 7-PCREEEICHB WL TSARS-
CoV-2BENERENT D

. ABEs

3. A7) ==V JRIC
BEWMAZET S

4, BEfg L. FHEEEH

1. ZE&EAE

2. NILFgES: (V-V ECMO#%&tr) =5HBLL EEA.
XIZV-A ECMO%#/H (A %RbE )

3. ALTXUZAST SR R D515

FROVEEE |4, L7 F =2 - 7V T T2 AH50mL/minAkdiE  (187% L1
LB EIECockeroft-Gaultz. 18RIl DIH A X
Schwartzs® % F\» CEH)

5. RS

(o8]

RIFERE

. SpOA94%LLT (ERL) X

SRR 5N

6. &S
EIERANERD b -1 E 0&I&13, SHERSHXUI0EHRESE#TZ

NZNIT% (33/2001) RT20% (40/197H1) T -7. LRI
ALTH# (SHEZ5BET2% (4/2006). 10HEHE 5B T7% (14/197
). ASTHM (SHREESBT3% (5/2006). 100258 T6%
(11/19761)) ROED (SHERSRET% (9/200). 10HEREET
3% (5/19761) TH-70
(3) GS-US-540-57745#8 (NCT04292730)

128 L _E 188K O B EA0Kg bl b & 0 18% Bl 0 S FE DSARS-
CoV-2Ic & B IRYMERE (58401, 4B, BAEABBREIEAANS N
Bhot) ERNRE L EESLIFERILTRMLE S— McBLT, 5
HRESETIE, 259 HICAH200mgE. 2~5H0HIZ100mg# 1 H1[E
BIRPIRS. 10HRHRS B TR, REMH ICAR200mg %, 2~10HBIC
100mg# 1 B 1 EEIRARG L. EEmEi e i Lo 7, 25, Bk
LB A RBERE 2 hIET 52 L L ahr. WTROKAIRSRD
EEREOMA L2 . TEMEHEE IR, BEBLRI08 B Ic7SIER
REEE CEAE LB R & S h 7z, BRREDOSEIZOWT, KAl
v REFIICES ERFERICN T 5 BAAIRESBO A4 v X
[95%(EHEXM] 14, SHEERTL.65 [1.09, 2.48, p=0.017]. 10H
R 5B CIZ1.31 [0.88, 1.95, p=0.18] TH o7

F2 EMERCERIOEBICB T 2ERRE (TRIEFRE)

27 SHE# 58 100 58 SOCHEE
(191451) (19341) (200151)
1 0 2 (1.0) 4 (2.0)
2 0 1 (0.5) 4 (2.0)
3 5 (2.6) 0 7 (3.5)
4 7 (3.7) 12 (6.2) 11 (5.5)
5 38 (19.9) 44 (22.8) 46 (23.0)
6 7 (3.7) 9 (4.7) 8 (4.0)
7 134 (70.2) 125 (64.8) 120 (60.0)
SOCEEIZHTT %
. 1.65 1.31
[9§£J§7;E|/Z;;aﬁt]t o | [1.092, 2.483] | [0.880, 1.952] -
plE® 0.0174 0.1826
B (%), — : AL

a) BEHERERE LIHFIA v 2TV
b) HEEEEDHERERKEZWES%. (RFMHED L EM % IS 2753 & L TBonferroni
DFHEZAVTELBICE T 2HRKEZTM2.5%E L,

B RHBOELRR - RAERITROEBY TH -7,

BRI - BRI

1. WA AT4E DINICER L 72 PCREE I B 1 TSARS-

CoV-2BgLMHERR SN T 2
2. Al TH Y. COVID-19CH s 216E 2 ET 5
3. A7) ==V ZBEIC, SpO.hi94%HE (ZEHR)
4. B L, fREESEO5NS
1
2
3

RIRERE

AT ==V TR A TS OMH 2 BT 5

. ALTSUZAST A EH#EHFH IR D548

VLT FZY - 7T T AMS0mL/minkii (185 2L
Lo & I1ECockeroft-Gault=. 18R Rl D H A
Schwartz® % B\ CEH)

. IR AR

5. BILAF

BIER SRR 6 N HiBRE OEI& X, SHEERSBRECI0EERS5ETZ

nEN19% (36/19141) &ZU13% (25/193%1) TdH->7z. ELEIERI.

BD CHEESETT% (13/19141) . 10HRE&E5ET4% (7/19341))

THo7o

3) THIEFRE [2a7]1: . 2: ARE»DECMOXIZEEA AT
MIEEsIC LB ER, 3 AR DOIFRBABRGIIETHEBRRZICES
BH, 4 ABRPOBRERZICLAEHE, 5: ARLTBD., BH
MRA % ZE L 72 WASSARS-CoV-212 & 2 BEHYEIC B H 6 § kR 218
BEET S, 6: ARRLTBOD. BRRMAKR RGN ZIBEITE L
W (72720, 7a b AV S e AREI DR SRR L), 7 1 Bk

Frof AL

~

*17.1.2 /B E MAEGEER

GS-US-540-9012585% (NCT04292730)
IZFELX_UB)?&‘%%#’Dﬁiimkgutl I8 LD ERE(L Y RV AT %
4OL,{J:753_%>SARS CoV 212 %f%%‘ (562%) ERRE LI

zkﬁlzoomgt« 2&035@& KﬁUlOOmgleElllEl Xli?”%tn?%%ﬂﬁi
RS L7z, BBREER ST A TR EDSARS-CoV-212 & 5 BYLER
FBICBT 24041 R4 VEIE - HIEEREOERAAREE SNz, E
EEMEIEE 3. HEEA{L%28H B £ TOSARS-CoV-21C & % BYLE I
D AREXIIZER Z MDD W (A X2 b)) DR SN HERE OEE
EENT, FOBR, ARV POKFEEIL., RABREET.7%
(2727961) . 75 R BET5.3% (15/28301) TH . KAKRSEICB T
2 EEAL%28H HE THOSARS-CoV-21T & 2 BEHYEICFE S AR IXFE
RHZBDRZ VTR SNIHBREDOEGIE. I RBERELT
87%IE TR L7 (NH— RN :0.134, 95%(SHEXE : 0.031~0.586.
p=0.0076)c WITNOEEGETHBMIEA(LB2BHEE TIFETIERD S
Nzh -7z,

£3 EERLBBHBICBIT 514Xy MEEEG

KA SR AR
(279%1) (283/1)
) 2 (0.7) 5 (5.3)
AB 2 (0.7) 5 (5.3)
FEEZEMDE VT 0 0
T RBIINT 514 R PHEBERR 87%
NF— FH D [95%(E K] 0.134 [0.031, 0.586]
pii® 0.0076

Bl (%)
a) WEMEHRAOABRE. Flin. I &0 FHE
b) BEMEHRANO AR, Eip, iz LR E L CoxElfRET IV

B RHBOELRR - RAERITROEBD TH T



FRBIR - FRIVEE

1. 18R LI ESUE 1258 DL B 18R R > DR E40kg Ll BT, &
DSARS-CoV-21C &K 2 BEIEDEELY A 7 KHF %D
HlEb—oFT B
cBHEREER (BHEAEEMZESR. HEEDY S HEON
B FREARMEE, FARAERE)

CEIME (25 SUEAHE)

< DME SR S I SRR R ("fﬁbﬂ)ﬁ
B DAL, DAFIE. MZEPE.
$iE)

< FERRR (18U, 28, 4E4RH)

- fEGE (BMI30kg/m22L |)

cREASRE (EEBME. MEBE. IEsREo
BEERED D). REAL (HIVIC X O CDAMRE DK
EXIFHIVICH LCRIEHE) . ILVFIRTHA RO
FHAE S fh o S HIER O A

c BENIEHEE OB EE R

- B HAER

CETHA

- SRR MBRAE

. 60ELL ETEREELY AV RTOEEE /DR,

2. A7) ==V JRIABDNICER L - 5 T2l (KBS
& [l : PCR] XIdhiFEME) ICB W TSARS-CoV-2
BRASHERSNTNAS

3. I FLALHEITHEWICCOVID-1912 K 2 ER (FEL.
B, EF. B, WERE. JERE. AR - BETE A
L) phi b —oMRENTVAS

 BRRMAEZE L 20

AR CARSRILL EoSEReE) 2E LAV

. COVID-1912 & & Abe (24BN EoatkiiaEg) &

. SARS-CoV-_2ICEZEEHT 27 A IV AEEEBET S
RIIZOAHEETI D HMOEH Z2HE, HL X
SARS-CoV-2 (XIZCOVID-19) 77 F v # &

3.AT) =V BN AT Y == ZHIQOH LA @

ALTXIIAST A EHEFIFH_EIR OS5

8B EDBEE. A7) ==V TR ) —=

ZHIOHMADZ L7 F = « 71U 75 > AH30mL/min

Kiifi (Cockcroft-Gault=t & FH W THEE) . 18EAHDE

ElE. A7V ==V TRBEXIE A7) —= > ZR190H LA

IZHETESRBR (A B E (eGFR) A%30mL/min/1.73m*A

(Schwartzztz B\ TEH)

5. #FLF

>7ﬂ

NE N
MmE. &

[
b
=il

R

o o— U N

FrRovEEE (4.

BIERA RO o N iBE OE & 13, ARIREET12.2% (34/27961)
ThHO . ERBEERIZED6.5% (18/2790]) RUEHE2.2% (6/279f1)

Th-oT,

18. ENEIE

18.1 fEFtERE
VAFYENLNETT ) Yo X7 LAY REMEDTa RSy 7 THh 5,
VAT EIE, MRERICam L. KGRI K2R ERE T, BEN
1) VLS N TEEZNICEEEZETA2X 7 LAY F2) VBEIOE
HERE 2 ERT 5. WERBMITT ) =) VB (ATP) 0N
& LTy SARS-CoV-2 RNAKIEMERNARY X 5 —XIc k> THi7zIC
B SN ARNABICKAEEATPEBRA L THWVAEN, 71 LVADE
BB HRNAHOHERIGEZIDAAL» 6D LEBNTEILSE S, &
HRB#WIE, € FHEODNARY X T —Fa., BRURNAKRY X5 —
YOI, BXICI I FYPDNAKRY AT =¥y RO bavy Y7
RNARY 25 —XIzxt T 2HEEM (ICofE) En3Insd>200uMT
HoTze

*%18.2 In vitrosn D A JL AJEMHE

L ATV EIIE, SARS-CoV-20 B R BERRICH LT SRR IN481E
BICBIT 5 MIREESE FEMBETOS0%EMIEE (ECso) 1
9.IMMTH -7, F7o. MARIEEL Ml LR Calu-3% FA549-
hACE2TSARS-CoV-20 8% JHE L. ECsoldFAITINT2RERE 2 K% O
AREER TENEN280NMBK U 1ISNMTH - 728 90 2B, 7 A LA
RNARFEERNARY 2 5 —E 2T 2Nspl20 7 3 J BRE#P323L%
U SARS-CoV-2ZRIEDERK 7ML (alphatk (B.1.1.75%#t). beta
# (B.1.351%%) . gamma#k (P.15%#E). deltatk (B.1.617.25%#%).
epsilontk (B.1.429%#%). kappatk (B.1.617.1%#). lambdatk
(C.37%4%) . iotatk (B.1.5265%#%). zetatk (P.2%#%) K& Uomicron
% (B.1.1.529/BA. 1K UBA.2RM)) KT 2T T7—07 vt A KRUD/
RN > )7 GELISAT v 4 Tld. 215 BRDEERDECsold 711
DSARS-CoV-2D % (ARH) &H#EILC0.2~2.3ETdh -7z (Vero-
TMPRSS2% ' A549-ACE2-TMPRSS2fi k) 1
18.3 FE=HImiE

L ATV ELMEDSARS-CoV-2HBRICBT 2K T — 7 IE3 6T v
W, BEMAERTIE. LATYELICHT BB EASET L72SARS-
CoV-2DEEMATERR S N7z GS-441524 (LATF Y ELOREMTH %
XTVEY MHWPK) FRVAMERRRBRICBVLT, LAFTYELIC
WY AHMELEE LTNspl20 7 3 BEE#RVI66A. N198S, S759A.
V7921, C799F R UCTIIRBRE S Nzo FEHREZEA L IR Z

SARS-CoV-2TIE, LAFYEMIIH L TL.7~3.5ZDEZHE T 2R
L7z, Nspl20 7 X/ BB #:P323L%H 3 5 SARS-CoV-25 Btk % F
W VATV ENIC K 2T EFRBABK TIE, Nspl2o 7 I ) BREMH
VI66LAEE SN 7ze P323LEM X IZP323L+VI66LEM B 2 EA L 7-
2 SARS-CoV-2Tld. LAF YR LTENZNL.UERVL.5
EORZHELEZR LR, F>EECOVOY I AFFRT A L AZ AL
7oL AT Y EILDIn vitrofittE T Tld. RNAKREERNAR Y X5 —+¥
TRTOCOVIIRESNAZEREICBWT., 2HOER (F476LE T
V553L) BHERESN. LAFYENLICR L T5.6/8DRZHERTEZR L.
COEREKIZIn vitroTT A LV ABRESET L. FAEOLER
(F480L% TFVS57L) %SARS-COVITEA L7z & &, EEMBENTL LT
TN L COEDBZHE T 2R L. SARS-COVIES~Y Y AET L
IZBLTT AN ADRFEENET L7z. F72. Nspl2icF480LK U'V557L
DEERZEA LT ZSARS-CoV-2TIld. LAFYELIZHLT2
EOBZHEM/ETEZRLEY,
18.4 BMPETIVICBITDEENR

SARS-CoV-2# 128 /% D 7 71 7 HILSARS-CoV-2EHE TV,
BEMHIZLV AT L10mg/kgTlHIEL ZD#%I35mg/kg TlHIE
EEIRNAR—F A5 L& 25, BEMBEHE LT, HRSRER
DEERBIENSEE L. MRIEGR OCIRER RIE I 7 1 )L ARNAR
MR LTz,

19. BRAD IR IR EZHNAR

—RMZH : L AT ¥l (Remdesivir)

{£%43 : 2-Ethylbutyl N-{(S)-[2-C-(4-aminopyrrolo[2,1-f][1,2,4]
triazin-7-yl)-2,5-anhydro-D-altrononitril-6-O-yl]
phenoxyphosphoryl}-L-alaninate

PFH : CrHsNeOsP

DFE : 602.58
{EZFiEE
CN_ H QS H e
wne A N o~ Py /“Qﬂ/o CHs
. !; -\(; o P~
NN W Ew °
HO OH
M K AE~MEAGNIIEEADEE

BN AY =)L, TRITERUTITUICETRTL, YL
PRBEIFRTL., FFEA Y Tu LB L,

B om0 138C

DECFREL - log P=3.2

nu..\?K{q:
211@%ﬁUX?%EﬁE%%E@t‘ﬁmm%%?ézto
21.2 KANI, BEREREIESEEIAEOIFEIHOREICE DS KIS
IRFIARRETH Y. RAREATOMARREIPEO TR TNASZ L
»5o. BERTER. —EROEMICHLS T -y PEEENL X TOMIX
AIREZ2 PR O AR BB E S Nz 2EFIC OV CERWERBERE O AR DR 2
HROCENEICET 27—y 2 REICIE L. RE| OB IEMERICBEZ
BELZHELLH L, o, BoniBEREERNICRET S &
21.3 AAORLMICEIY 2 BINMICERE S N-FHEICED & RAIOEIE
HRICRELEEZ#E LS &,

22. B
IR

3. FEHt

1) FACT SHEET FOR HEALTH CARE PROVIDERS EMERGENCY
USE AUTHORIZATION (EUA) OF REMDESIVIR (GS-5734™)

Xie X, et al. Nat Commun. 2020 ; 11 (1) : 5214
AR (PC-540-20265%5&. PC-540-2034:% 54
HHER (PC-540-202855%)

AR (PC-540-202975%)

Gottlieb RL, et al. N Engl ] Med. Published online December
22, 2021. doi : 10.1056/NEJMoa2116846

14) #ER (GS-US-540-901375%)

PC-540-20385E#)

2) HWER (L LT Y EIIEEEEmES)

3) &R (NIAID ACTT-155%)

4) HHNER (GS-US-540-577355%)

5) Goldman JD, et al. N Engl ] Med. 2020 ; 383 (19) : 1827-1837
6) tENER (GS-US-540-577455%)

7 ) 1048-1057

8) Pruijssers AJ, et al. Cell Rep. 2020 ; 32 (3) : 107940

9

10

11

)
)
)
)
)
) Spinner CD, et al. JAMA 2020 ; 324 (11
)
)
)
)
12)
13)



24. XEREERERUREWLWEDESE
FUYFT R YA 1Y AHAEH
AF4 ANTR— v —
T100-6616 HEEHTFREXAOAN—T HIE2S
TN FaTY IR T —
7Y =47 0120-506-295
FAX 03-5958-2959
AR 0 9:00~17:30 (£ - H - RAROLHKHAZKRL)

26. SNERFERES

26.1 BHERTETT
FI7R VATV A =1
HREFRARADK1-9-2
55> NIFITHIRST—

®:

BRI
08-GS



* % 20224E7H Ejz%{_(%ﬁﬁ) [ 7 — kR | BAEEFERIEES
% 20214E12 3] 87625

- - PISARS-CoV-2E/70O0—F LA

nﬁ 5 1 2~8TC F- ~ W . a —_n N2 — =\ 3

ey AYUER T (EEFEIRR) E A AFEYT (BEFARR) T

5 U=} ’Ei‘ |:| i)
AR LR e VESHE Y h300 | HESREL v 11332
Dj‘j U— pe -0 i A 300 ARES | 30300AMX00459 | 30300AMX00460
(-] N @ BRcRtA 202147 H 20214E7H
OF2J'U=20 ammtyr 1332
RONAPREVE Injection Set
* *| omicrontk (B.1.1.520/BA 2%#%. BA ARMBUBA SRH) 1200 T, AHMOHIEA ST 5 B2

HEDFSTEAHNZ

HHT LML, MOHFEIEDPHHTE RIS
DWTIE, FRRORRE T RELRMOTEIRIED RN Eh 5

AR OG- 2B 52 8o =B, SARS-CoV-212 & 2 s

VEEISRGERR T A2 L

m

)R - EMSE OIS L) T Ak oy o2 17
1. L pH 57~6.3 57~63
SARS-CoV-2ic & 3 BRENFHOBAB TV F &5 F A1) A1)

BiChl). KRNETIFICBZRDBEEDTIIEL,

2.1 RHIOBIs3IZ

2. 23 (ROBECEIBELEVI L)
K LI BB O BEE D B 5 B

3. HER - MK
3.1 #E
WoEs | v 7)) — 7L~ F300
o N4 7)) (2.5mL) W NA 7 )V (2.5mL)
&% HYVERT GEETHIR| 4 27T GRIZT-#R
2.) Ea) Soomgiﬂ) ’2.) D Soomgiﬂ)
N4 7)) (2.5mL) W N4 7))V (2.5mL)
L- 25T~ 1.9mg |L-L ZAFT 1.9mg
- L-b AF T VRN | L-v 252 v S
g
2.7mg 2.7mg
T b 200mg | A5 200mg
ARV R—=180 2.5mg| KRV VIV X—F80 2.5mg
WaEs | a7 —7iEsE v F1332
o N4 70 (11.1mL) H 1854 7)) (11.1mL)
&% HYVERT GEETHIR| 4 27T GRIZT-#R
_A;'> D 1332mgi123 ’2,) D 1332mgij'_2)
N4 7)) (11.1mL) H 1854 7))V (11.1mL)
L- 25T~ 8.3mg|L-L AF T ¥ 8.3mg
- L-b AF T VRSN | L-v 252 v S
g
12.1mg 12.1mg
T b 888mg | A H 4 888mg
ARV R—=180 11.1mg | KV V)L xX— 80 11.1mg

HD AFNETF v A == AN 2y —JIREAIE W TRES NS,

1#2) ARHNTIESHELS [BEOBLZ LB LT, BEAE SN TV,
3.2 HEN DMK
Woes | v 7)) — 7L v F300
HHBS | e T 1 LFERT
I | SR ONA T V) FHH O 1 7 L)
PEIR | I~ O I~ B DR
pH 57~6.3 57~6.3
B 10~15 (A B AR IR 37 | L0~ 1.5 (A B AR 03
% It) %)
7% | v 7)) — 7EFEE v M1332
BB | I e T 1 LFERT
I | SR ONA T V) FHH O 1 7 L)
PEIR | I~ O e~ B D

(1)

4. FHEERIIZHR
SARS-CoV-2IZ & % BRAE R U Z DFAEHDH

5. MEERIRICBHET 335

(SARS-CoV-2IC & % BEZE)

5.1 BRFAERIC B 2 F 2 5B Z B E 2. SARS-CoV-212& %
EIEDQEIEALY) A7 WT 52 H L. MEEGZEL 2WEEZ R
RIS ZITH 2 &, [17.1.12H]

5.2 Wit EEFE I AN TIFREFEE 2 B4 2 B I2B WV UERYE
{LL7- b o d 5o [15.1. 18]

(SARS-CoV-2IZ & 2 B O FEAEMH])

53 LTFOIRCHiLTHIHTGTT LI L. 20 REIOHKGH
BIZOWTIIRFDOTA FI4 0 6BEI2TH2 L, [7.32H]

+ SARS-CoV-212 & 2 &Y B o [\ fm Rl A [ A G E O
S U MEHEIRDSARS-CoV-20i U A% [17.1.220]

- FHIE LT, SARS-CoV-21C & 2 &g E0EHEILY A 7 HF %
HY 5%

- SARS-CoV-212 & B JRIWEIZR T 27 7 F Y EEEEZ A L 2w

B XET 7 F BB AW ETEOMRIP AT EE
AHNDLH
(hReE)

5.4 KHOHANEEAMRSARS-CoV-2Z2 Mk Z% L TIIAKIDHR)
PEASNFREC & WIS 5 7200, SARS-CoV-2D e DA THE
OFEM P T 2 ARG OBEINEEMET T 5 2 &6 [7.3,18.25 1]

6. AERURAE
WL AR O B ok EAOkg L Eo/NRIZIZ, A E
~7 GEEETHIZ) ROA LATERT GRIZTHIRZ) L LT
TIEN600mg® BEATIZ & ) BRI HHE L BRI TS 5.

7. BERUVBEICEET 3FE

(SARS-CoV-2IC & % BZE)

7.1 SARS-CoV-212 & 2 [&4efiE DRI L ThH S M 123k 5
T52 k. BRBERIZB VT, EREH 2 58H B URICHS-% B
IH L7z

EICBUT AR EMNT LT -5 LT A,
[17.1.1%H]

7.2 SEEEICEVERTGT S b, HEEEIC L ARG AERTE T
RUR R VIGEEICORE T L 28525 2 & BiR
AERC BT FEFC L 2B G ROFRIEIIHER STV R,

(SARS-CoV-2IZ & 2 B O FEAENH])

7.3 REIOFLG-H3 Y] &R & 712
(5.3, 5.4

7.4 $5.1%30H HUREO B L EMT 27— 7 3BT vy,
[17.1.22H]

HRPIIGTH T L,



8. BEELEXRER

8.1 7574 7F v —2&GLEELRBRENLHLLNL I EDHD
DT, RFFEGHIETF 74 9Fv—vav s, TFI45F v —
R 2 M R sEEE (7 FL ) v, BB EA AR
P RS I VEE) RRESAELABELICERTELEHICL
TBLZE, F/o0 IR THRIERO BN L E2MHERTHI L,
[11.1.1z1E]

9. FENERZHI2BEICEATEE

9.5 TR
TR IR L Cw A R0 & 2 wikiz ik, EE EOF D
fabtex Loz E RIS NG IC0RTEST52 L, ARESA
FHERABRILER L Ty, —kice MG iaitmEy s 2 &
WHHNT WD,

9.6 RILB
BEEOEFER ORI REORFEMEZ LI L. R OMKE L
HIEZHGETT 2 2 &0 REOE MFLITAOBITHEIZ O W TIIARH
ThHhHH I MgGRFLH BTS2 2 L8 M5 T Wb,

9.7 hRE
12 AR /NS T b G & L 22 BREREBRIZ I/ L TV 2,

9.8 EfpE
BHEOIRELZBE L 20O EEICHEG 75 2L, —RICEFERE
METFLTWab,

1. BIfER
ROBWER S S b ZLnd b DT, BEEE 1297w,
AR LN A3 e G A IR 4 A Sl R LE AT 2 &,
1.1 EXAEER
.11 EELBBIE (HEAH)
TF 74 7% GOEELBEIEND SDONDL I ENH LD
Ty BIET5I124T v, BEDRRO O N A ARF oS %
BEHIHIE L, EBYEESOBY 2NLEE(T) 2 L, [8.15H]
11.1.2 infusion reaction (0.2%)
infusion reaction (F&&W. WU IRIEE, MR EFEIRT
AEERR, Mo, MOESASPUR. B, kg L, BUE. ]E
SR HE . RIE. WILE. WWEE%, ERE. €0, fiE. ©oF
W) RHObNLTENH D, BEHIED L NLEIEHRS
BE O, G HPROUIEGHIEL, T FLFY v R RE
274 R Pl Ry I VEZHRGT L% SWEY R LE 1T
&L BIERANE T 2 F CREDIREZ T3 IcBZ T 52 &,
1.2 ZOOEEAR

FEL AL
I

IR A

BHEEA
TESERADUS (RLBE. 2 9 #E,
PRI, (R IR SRS 55
FEBHREEIZCOV-20675t51 > 5 5ET L 720

14, BRHEDEER
14.1 EHRABEDZE

Z Db

(REHE)
14.1.1 FBATCH200 B ERISHE L T 2 &,

14.1.2 FRBETZ kT IE O 2w BEAE 217 2 & B,
B, FOMFBE RO HEE, FHLEWI &,

14.1.3 11.1mLN 4 7 ViZix, 2054 (1E5mL) OB’ & F
NBo LG DOEHZ R E B - 72034 TIvid, Eilk (25CFT)
THRNL6IER, 132~8C T K4SWFII PRI RE T %o IALR
R 2B AT HETREST L 2 L,

(BT

14.1.4 R14-1%2BF12, ZNENHNORK ) v VT, A1) EY
THAR DA AFEX THAONA 7V b LBEREFREHY |
Fl—o 0 R4 EERE O ME Ny I EBE /AT LH I &,

14.1.5 10181 % B2\ E D 2 BN 7 2 8BRS 5 2 &0 R R
ThnZ b,

(B TixshH

14.1.6 73 U TEFIROA L FE TR ONA T Vb ZFih
FNHNOWH ) ¥ VE2AR (FHAR) 122.5mLe 2ok EDL 2k,
ZOB, HT) B THEHAAR PN, AT TEAIERE RN

(2)

14.2 FHRESBFOEE
(REERE)
14.2.1 0.2umDA ¥ 54 v 74 V¥ — %@L THGTH I L,
14.2.2 B LB WIEMSI L7294 v X 0535008 L, o
AL EEELRA LRI &,
14.2.3 AL 720 58 1L, RI4-US BT BRIk 58 %
ZBRWVWEINIZT LI L,
(BTFESD
14.2.4 [EGHBAIE. BEEE. RERE UL BB 4 O, L 72514
KO ¥ D EB A OEITNIGT B 2 ko EHEN S
SNTWEDT, F—EFT~ERY K LEF 2 &3, #ie
TR A I ORI 2> 5 A7 & b 5emifid 2 &,
14.2.5 FeRE 2SO 547, 28 ISR Db 206 (F. 3B, FIR.
TERESE) (ICIEESF L AwZ &,
F#14-1 #3) E<7600mg/ A &7 ¥~ 7600mg% HH-§ 5854

(R HE)
INA T IV EHD DU HIRAER | kx5 | /x5
TR NA TR | AR | A IR
| 50mL |180mL/F| 205
11.1mL/5 4
B v smL |V EFIR | 100mL |330mL/RE| 205
A4 LAFEXT 5mL s
7EXT omL |y, o osq | 150mL |480mL/BE| 2057
TV 27K
250mL |520mL/K§| 3043

15. ZOMOER

15.1 BRER{EA ICE D < FHR

1511 SRERE UIANTIFRGER 2 25 2 BBV T, KA
G- 1%12SARS-CoV-212 X % &AL DB IEROEAL (B,
IRERFHE. PR, AREIR. BRI, RIS v
ST, [5.28H]

15.1.2 RIS TARANIN 5 2RO ELEDPHE SN T b,

16. EYENRE
16.1 IMeiEE
16.1.1 BE@ERS
(1) BARAKA#EEE (SARS-CoV-2IC & B BHHfE Tld BV HERE)
HARNB AR (SARS-CoV-212 X 2 JEYE Tld 7 Wik )
ERRIZH V) EXTRUA L F YT ZENEN1200~4000mg™)
%6057 CHL N HRE L 7B oS EEE N T X — s VR ER
ZN600mg% Hilal fz TN L 22O SEWBRE ST A — 5 2IZLLT O
H)THo7s
F16-1 HARNBABERE 12 B 1) 2 B v e R o
N ERTROA LT EX TOEYFEE ST A — 5

H= Conax' ™ Caog™ AUCo-2s t1/2

(mg) | (mg/L) (mg/L) |(mg-day/L)| (day)
7137 | 1200 | 338+44.3/86.9£9.44| 4170+524 |22.0+2.55
Y~ 7 | 4000 {1130+147 | 320+81.8| 14200+2390 |24.3+5.42
A L7 11200 | 361 +25.8/74.9+8.46| 3870449 |19.5+1.41
v~ 7 | 4000 {1140+142 | 266+68.2| 13200+2310 [19.3+2.99

#661. TIGME + R

#16-2 HARANBEABERE B2 ) EX T RIS AT EYT
ZNZN600mgHL Az T 14T DS EIFE /S5 X — &

Tmax Crnax™ Cas™ AUCo-28 tue
(day) (mg/L) | (mg/L) |(mg-day/L)| (day)
H 7.08
ve| (7.087.10) 64.0£13.9(37.4+6.81| 1360+285 |27.0+3.67
o (6] (6] (6] (5]
[6]
AT 7.08
27; (3.007.09) 62.1%16.0(32.5+8.07| 1200+329 |24.0+4.67
’ [6]' (6] (6] (6] (6]

T = B [BI] (Tmadd, RO (R ME-IRAAE))



(2) 4EANDSARS-CoV-2(Z & B BGfERE

COV-20675ER1Z 3517 218/ DL EDSARS-CoV-212 & % [ 8

ERRICH I ET T ROA AT YR T ENZEN600~4000mg™

#6053 70T CHURLIEEHE L 72O IRE/ T X — 7 1ZLUT o

DCHo7Y GHEAT—%),
#216-3 #HEINDSARS-CoV-212 & % JEGeiE g 12 BT 4 Hilnl 5
EHERED 1 L) U T RO AT T OEYBIREISNT X — ¥

o Cmaxiﬂ) CZS&S)
it (mg) (mg/L) (mg/L)
ALV ETT 600 192+80.9 46.2+22.3
[183] [144]
1200 331%109 78.0+28.6
[807] [926]
4000 1077 =323 255+ 83.2
[631] [791]
PN 600 198484 8 38.5+19.7
[196] [144]
1200 331=114 63.8+23.9
[846] [926]
4000 1073 %309 207%74.0
[647] [774]

FIgfiE = g (B2

D RUEEHER R TR WS CB W T, ) B TR

A LT TOKRBHEITENZN600mgTH %o
TE2) RUMEHER R O M i
1£3) #4528 H B i i
TE4) BET RS 0> f i LI e i

17. BREREIR

171 BHMRUOREM(CET 355

(SARS-CoV-2IC & % B4E)

17.1.1 @58 1 /1 /018 (COV-2067:RER)
187 L L OSARS-CoV-212 £ % KIS B E 2 0k 512, AFH M ]
JSHEERO A, LeM R OBEEEFMT L2 HME

AR E R L 720 BEIMAH/S— b Cld, TiEELY AZHTFEHFL
W AAEIS% (ZEHA) LLEDSARS-CoV-212 & % EIE L E
ERRIC, FEFHHEE TH 2 MIEALFE29H H £ TOSARS-
CoV-212 & 2 BEILEICBIHE D B 5 A B JIHEH 2 b 2 VW (1
NY M) BROONTWEEOFG LM L 720 A X2 N IEHH
Bix, #7329 7600mglk N1 4 7 ¥~ 7600mght H % 5-#C
127/73661 (1.0%). 77 & REETI1324/74861 (3.2%) THYH. Y
A7 A FIET0.4% (95%ZHEIXH © 31.6%. 87.1%) (Cochran-
Mantel-Haenszel#t €. p=0.0024) T@ -7,
F17-1 SARS-CoV-2I2 & % BEAE 53 % B ahit

713 ¥ 7600mgh N 2 o -
F U~ T60maft i gRE |
mFASEY 4 F 1 54 73611 74811
IR A (LR9N B 2
DSARS-CoV-2 12L& 5 70.4%
B SO b o A | (95%IRHIXH © 31.6%. 87.1%
B 3 H % bR w (p=0.0024)
FELEDY) A 2 A ERE)
- ) 7 211
o MR (1.0%) (3.2%)

B RRBRO LR - BRIMERIZRIT-208 ) TH - 720

F17-2 E 7B - Brhhaki

1.SARS-CoV-2W 1 (HEFEZALRTT20E R LIPS BRI S L7z 5
MHSE, B, TIRENHEE S XM R & B 7 PUEARFE LR T -
PCRAGASE 12 & 1) FgRR

2.SARS-CoV-212 X 2 EGEIZ &5 A RERE AT 5 L iGERE
(LR RABEAVHINT Ly 220, MEEIRESRE AR A LRT7 H LLA
3. R BAIEDY93% L (ENA)

4 KDSARS-CoV-212 & 2 EYE D TREL) A 7 [N % A7
L EH—2HT 5

- B0 LL F

- i (BMI 30kg/m?LL 1)

SLIMERE (BiEs &)

SRR (WMEEED)

- 1R 250 FR 9

CIBEEEE (BTEEEED)

- BRI R

- REHIHRIIREE GRECEAL RIS OHIRIC & 2, B @ BEENE
PG, BRI, AL, 3V PO —VAREOD
HIV. AIDS. $ERARIMERE M, 5+ 3 7. SEiHo &
LUERSED)

B Ak |1 2 AL O FTICSARS-CoV-212 & &Gl & ) ABe L7205
Feite | T AL T AR (B AR D) 0B

2 MLEF AR IS X ) SARS-CoV 28Uk ETH 5 2 & o34
L CwaEE

3. AEEAALRT O 728 £ 0 BTCERIN S N7tk 2 o 72 PR
Wi IZRT-PCRIIASE 12 & ) SARS-CoV-255 1T 5 8%
4.SARS-CoV-2I2 X 2 EYEIZX T2 7 27 F » (GRFEO A I
b)) AEERLETRE L EEIERLR I HAE L 72,
LR BEES: 590 H LA CREICDC O S R 25 & U137
I) KKEHTEOBE

RERBR GEIAH/S— M) CTlE, EELAFEFS, K5®HIHEET
5B L7227 L — F2LL L dinfusion reaction. #%5-#%28H H T
WZHEBL L7227 L — F2UL Lo @RE RO, %5728 H H £ TI23E3L
L7-HEFHR CEBRKEZZICE > EAEFROADPIE SN,
HEFRGOFIIRMIIFELT-300 Y TH - 72V RAFECHE S
7-EIVEMIZ. infusion reaction 261 (0.2%) Td -7z, [5.1, 7.15:H]
B, 7L — F455$E1ZCommon Terminology Criteria for Adverse
Events (CTCAE) &2sHwsi/z,
#17-3 HEFLROFEBRN

713 ¥ 7600mg L N 4 o .
F U~ T60mebE I GRE |
AT S 5 8276 184341
BELEERR 9%l 7441
(1.1%) (4.0%)
infusion reaction 2051 0
(0.2%)
I ECE SO 0 1151
(0. 19%4i)
EHREE IR o 72
HEHR 0 561
(SARS-CoV-21Z X 2 & (0.3%)
GAAEIZHE L 7))
RHEHE IR o7
HEER 1541 4761
(SARS-CoV-2I2 X % (1.8%) (2.6%)
YR IS By )

(SARS-CoV-2IC & % BRELAE D FEAEHNH)

17.1.2 BHETHEHER (COV-2069:8%)

FEEN TR DSARS-CoV-2/&4# & [[)i5 5 SARS-CoV-212 &
B FEASE DFERD 2 W12/ DL L OWERE 2 1 RIS, AFIEIA T
TEGRF O L2 FFiid 5 2 L 2 B L LT SBITAH,
77 AR I E AL EE MR AT R M LR e EE L 2. AR
ABCIE, FHEEHIEE Th 2 B|MAEZAILH&290 H £ TIZSARS-
CoV-212 & 2 RGE DIERD T S L, D ORERFEBIART-qPCR



Bl & 72 o 72K ERICH 2 514 H LN T 2 #ilrs (1
Ny b)) OHEEFE L7,
Tk—FA (R—ZF 4 ¥ ORT-qPCRAEM) 12BWVT,
4Ry MNEBIBIEUE S ) B2 T7600mg N ATFER T
600mgff FH% 5B TIE11/75361 (1.5%). 7'+ KEETIE
59/7526) (7.8%) TH V., A7 A8 .4% (95%(E
FEIXH © 65.3%. 90.1%) . & v X H1Z0.17 (95%(EFEX [
0.090, 0.332) (T ¥ 27 4 v 7 \J@s#F. P<0.0001) T
Ho?9, ak—FB (RX—ZF A~ ORT-qPCRA M)
IZBWT, AR MBI ) Ex 7600mg M U A
45 7600mg PR %5 T1d29/10061 (29.0%). 7
F & REETIZ44/10461 (42.3%) THH . VU A7 EIRIZ
31.5% (95%ISMEIX T 0 0.3%. 53.4%). + v X1i30.54
(95%IEHEX ] : 0.298. 0.966) (1Y AT 1 v 7 M54
P=0.0380) T& 7",

F17-4 FENTRMDSARS-CoV-2i&H4# L ik 5
SARS-CoV-21Z & 2 JEHAE DRERA 2 W ERE 125 %

AR

731 U7 7600mg
‘U4 AFERT 7T R
600mgff i ¥ 57
ak— FA
AR N FEHEE 1.5% 7.8%
(11/753%1) (59/752/1)
1) A 7 A ERIE) 81.4%
(95%AZHEX 1 © 65.3%. 90.1%)
F v R 0.17
(95%IEHEIX[H] = 0.090. 0.332)
(P<0.0001)
J%— B
AN P EBES 29.0% 42.3%
(29/100%1) (44/10441)
1) A7/ ERED 31.5%
(95%IEMEIXF © 0.3%. 53.4%)
F v X 0.54
(95%1E#EX[H : 0.298. 0.966)
(P=0.0380)

B AR TSR - BRAVEHEIZERLT-50 ) TH o
72
F17-5 F IR - Pryf i

FIR 1 FKEN TRADOSARS-CoV-2k4e8 (F561) LI
FEdE | J5 9 B MAEBEDOWSRE . B, MIFEBNIZEB W TSARS-
CoV-2B5 SRR & M7 BAR O FRHLA 5 96T LA L2
WERE D MAF LA SN B LED B B

2. MEAER LER20H H ECmsepl L Aid e dbicy 5 2 &
MHRAING

SHMAEER VA ) — = v FEEOBRIIHED SRR
EEMFICLVEETH L LT sn s (Bk»rO%
ELIHEREE T 2562 E5T)

Kokl HEBRE O HIE 12 HED X | SARS-CoV-20DRT-PCR
FEiE S AR Ch - 72 2 L hB D

2. M5B % &, SARS-CoV-2IES DA% 69 5
F Ll L7z & h3d B LIZSARS-CoV-20&k e & 7l
BLTw5

3.SARS-CoV-2I2 X 2 [&GHE & T 2R (P #
FERICER S 22v) 2 H3 5

4. A1) == 76 H HLPIZSARS-CoV-212 X 5
JEAE DFEIR % 1 ) I AR B OB REY /¥ 5
55— 7R —=AIZAELTWS
6.SARS-CoV-212 & 2 EAHEIH 27 7 F » (K2
DA b)) ORI D 5

k= NAICBIBEMEMORBIRNIE, ) E<T
600mg O 1 4 7 ¥~ 7600mgff F$% 584 .3% (57/1311
Bl). 75 REE2.5% (32/130661) TH o729, FHE
A%V EORBITETIZ. 52 €< 7600mgh 1 47

¥~ 7600mg i #% 5- T (L FE ST AL US4 .0% (53/1311
Bl 7T 2 REEEEGHBAL UG .3% (17/130661) Td -
720 IA— FBICBIFAEWEHOREIIRIIZ, #2)EY
7600mg e U84 24 7 ¥~ 7600mghf %554 .5% (7/155
B), 75X REE4L 5% (7/15661) TdH o720, FEHEEH
1%L FORWER L. #7329 €= 7600mglk N1 AT~
7'600mg i FH# G- BE LR EHBAL BUS3. 9% (6/15561) . 7
7 £ RBEIZCOVID-19751.3% (2/15661) TH -7z, [5.3.
7.4

#1) mFAS @ R—=2ZF A VFFORIHGER W iRE % v
72SARS-CoV-2DRT-qPCRIGE#E F AT H -
A e SIFi

(1-731) E<7600mgh F 4 & F ¥~ 7600mglif
RGO A XY NEBEE/ T T RFEO AL X
MEEHEIA) <100

BEREREMISC L ) . SARS-CoV-212 & 5 i
IZBHES B HRTH B D EDAHWT & iz,

R, i CREL REIDAL) . 4Fl (12D E
BOREA DO L L) ZFEER R L Lica Y AT 4 v
7 A

18. EExhEIig

18.1 1ERHF
BT TROA LFEY TIE, SARS-CoV-27 4 )b
ADAINA 75 237 B EBi# L. SARS-CoV-20 75 I
MIB~NOBRAEZHET L2 EI2ED, A4 VADBGE%
T2 EEZENTHWED, T/, #TVETTROA
AFE Y TIESARS-CoV-20 A54 7 % X7 BIZx L
TH B AR % 30k 589,

7£2)

E3)

E4)

*E18.2 TREICHT HHR

(4)

In vitrolZ B ARENZB W, alphatk (B.1.1.7%#%) .
betakk (B.1.351%%t). gammakk (P.1&#). deltakk
(B.1.617.2%%%) . epsilontk (B.1.427 K O° B.1.429%
%), lotatk (B.1.526:%#%%). kappakk (B.1.617.1%%%).
lambdakk (C.37%%) M Umutk (B.1.62L%#M) D Z/34
78 S BDOERH I F DT ELERABA L2 2 —
R AV ARLTAZ0 L CARFIDSHAE 2 RFF L T b =
EATRIEE NIz (Verofilid : ECsold B AER S L < 13D614G
ZEED0.60~3.07f%) VW, —J Tomicrontk (B.1.1.529/
BA.1. BA.1.1. BA.2, BA.2.12.1/%U°'BA.4/BA .5%
W) DANSA 2 F R BEOERHN ALY 2 — Y
AW ARLTAZE T B ANE IR T §2 2 EAVRIE S
72 (Veroffiil : ECsold Z -2 1D614GZ D 10135 Dl L
1461654 . 325f%., 2755 K 0°2016%) 10, [5.45:04]

19. B3R ICEET BIB(LFERIFR

—HE%FS D ) U T GEIE AR Z)
(Casirivimab (Genetical Recombination))
(JAN)

313X 1 CotsiHoorsN170402024S a4

Gt £9148,000

s 0 7 3 BRI O LER2AR & 7 3 RFk L4501

DOHEE2EN S e B v 80 E

— MR A AT EY T GEETHIEZ)
(Imdevimab (Genetical Recombination))
(JAN)
43 F3% ¢ CososHossN1691O2018Sa2
G 147,000
s 0 7 3 BRIRIE216M O LER2AR L 7 3 Ry L4501
DOHEE2EN S e HHEY V730 E

20. BURWLWEDEE
YMEREBRIDEE L TRET A 2k,



*21. HRED&M

211 RS A 7 EHEE A HED b, #Y)icsE
Lo

21.2 FrHERMROTATBRE SN LA, BEERBKIC
B PGPS 2 e IR Ly 2 O J % S A 57 ()
BICHRILT 52 L,

21.3 RHNOAMEDRIT T 5 BFND D 5L ERDHAT L
TWAEER. FrZE RN ARG, fHER
BROMIR T & OFATIRIME 2B F 2. WY 2 EH 120 L
THGT2 X BERICE L CERT 2% L, RHOMEIE
RRHDPHERESND L) UEREEEZELL Z L,

22. qE
(OF 7 —TEgtE+ v +300)
B v TEA2 5mL X 1IN TV RO
A LT ETHEHK|2 5mL x 1231 7 )V
(AF 7)) —TJixstkt v p1332)
1 3) B 7EFEI ImL X 1N 7OV R O
A AT EXTHEANL ImL X 1231 7

23. EEX@

1) JV43180:855 [z "COV-206 77 bR ZE M B RERE I (20214F
7TH19H#GE, CTD2.7.2.2)

2) JVA3180AEIE M ENRERE R (20214F11 H 5 H ZKGE,
CTD2.7.2.2.2)

3) COV-2067ERA R MR R (20214E7 H 19 H ZKGE,
CTD2.5.4.2)

4) COV-2067BRE MR (20214E7 H 19 H ZKGE.
CTD2.5.5.2)

5) COV-20695t 57 KA £ (20214E11 H 5 HZKGE,
CTD2.5.4.3)

6) COV-20695tlrZ MR (20214E11 H 5 H kG2,
CTD2.5.5)

7) AV AR (2021457 H 19 H 7K.,
CTD2.6.2.2.4)

8) AR E T WM % H\ 72SARS-CoV-2 RBD~ND#E 4
e (20214E7H19H ARE, CTD2.6.2.2.2)

9) REGN10933 % O'REGN10987 DSARS-CoV-2 RBD
W3 B A RS E4EE (2021457 H 19 H K2,
CTD2.6.2.2.3)

10) Antiviral Resistance (Section 15) (20224E1H2iT
. FDA FACT SHEET FOR HEALTH CARE
PROVIDERS EUA OF REGEN-COV® (casirivimab
and imdevimab))

11) REGN10933% O'REGN10987D A /84 27 5 2 237 ‘E 2kt
35 HAIEER (20214E7H19H&RE, CTD4.2.1.1-5)

24, XBFERERVHEWEDESE
PAMREERR S AT U VA VT A= a Vi
T103-8324 HHTHR X H A4G 2 01 2-1-1
Faf © 0120-189706
Fax 1 0120-189705
https://www .chugai-pharm.co.jp/

26. BEERTTRES
26.1 SEEARSTIT

m A AT o=

RRFARX B AAEEET 2-1-1

=t

g5

ova S)b—7

® F.h7%r -7 -0yaft (A4 R) B



(6)

202207A



% % 20224F9HET (BE7HR) ‘

EE-HORRERR |

% 20227 ANET (HE6h/R) BREEmR I EES
B 2~8C TR HISARS-CoV-2E / 7 O0—F Ltk 8762
* x IR ¢ 24 A YV hOEY D GEIGTFEIRR)E ESRES | 30300AMX00434
NN EE [ |1 . BR5SRAMA | 20214E9H
g =L 55EEaE 500
AR, ra s ERY. mg -y
M S

XEVUDY forntravenous Injection

MERATERVWEGICHAFIDRSZRFNTH T &

omicron#k (B.1.1.529/BA.2%#5. BA.ARFHRUBA.RK) [CDWVTIF. ABIDBMENRIE T 2HZNHHDTENS, HDEES

) EE-BEAEOLAFZICLIVERTS L

2. EB (ROFJBHCEFRELBVI L)

KAIDR I LEE 2 BEREDBERED & 2 BE
3. #8m% - IR
3.1 #8mK

f7E 4 P a7+ SEEHERS500mg

N4 7))L (8mL)

7 AN
TS | \nevT (BETERL) 500mg®
["EX7 D> 12.08mg
L-v XF Y VIERIEARANY)  17.2mg
WAl |FERER 560mg

AYVILAR—180 3.2mg

L-AF#+=> 6.0mg

KENZ, Fr A =—ANLRAY—JiEMEE2A\WCEE SN S,

F) EFIEE EEOBREER L. 131 7L 5500mg % 59
BICEIEZHRRET HLDITHERTASNT NS,

3.2 HEIDMIR

fR7E 4 YV a7 1 AIEEER500mg

A - R A~ HEXISEEBIHOTEHRT

pH  [55~65

RBEEH 0.8~1.2 (EHAIERICNT 5H)

4. FHEEN ISR
SARS-CoV-2IC & 2 RERIE

5. MEEXIFHRICEHET BiFR

5.1 BRABICB T 5 ELBREEBZHEE 2. SARS-CoV-21Z &
PRPVEOEELVAVEFZHEL, RERSZE L LVEH
ERMRICREERITH 2 & [17.1.13H]

5.2 fidHSARS-CoV-2%E /) 7 u—F LA E S hi- &g
BRI ALPMEGEHEEZET 2BE BV OERPEL L
EOWENDH B, [15.15H]

5.3 RAIOHFHIETEPEVSARS-CoV-2E BRI L TIEARAD
BEPERFCE R WATREEN S 2720 SARS-CoV-20&#H
DFTHROBERZHE X KARS OB ZRET 5 &
[18.2 48]

6. RENURAE
BH RARCL2EE LA S EEAkg L ED/NREITIZ, vV h 1
Y~ 7 GEETFHMEA) & LT500mg% B SEEET 5.

7. RERUAZEICEET 3FR
SARS-CoV-2IZ & 2 BIHEDIERDPFEIRL T 5B IR E
T5T L ERHERAP S LEMEE S TC2HLIIRE TS5 &
ZFE LW, [17.1.15H]

8. EERREARNIR
TFT747F - %ECHEERBBEN N HODNEIENDH D
DT, KEEFIETF 74 7F>—2avy, 7+H745F
oI HEY YNGR (7 NV v, BIBREAT O
A FEE e 2y I VEE) PRESUNEZESICERTE S L
DL THELZ L, Ty BERTRUIERO LW & 2 HER
THI &, [11.1.12H]

9. BEDNEREHEIDEEICAHATIER
9.5 Fi®
TR SUZIEIR L C W A ETREME D & % 1213, 1B E BN
Blakttz B2 E KRS N AR ICORRET B &, Al
FAEBUHERBIIEBL T, —#ice MgGikpEz2 @B g
BT EDHISENTWS,
9.6 =PLIF
HELOARERUBAFRBEORRELER L. BILOMKRE X
FRIEZ#ETT 22 &, REIOE MLITAOBITEICOWTIIRHET
HBHH, —Ice MgGRFLITHRABITT 22 &P HMoN TV 5,
9.7 INR
INBEE R E U EERREBRIIER L T,
9.8 SpE
BEOREZBEE LAV SEBICERET S &,
BEPET LTV,

1. BlWEA
ROBWERD S 5bNAHT ERHHDT, BEETHIITV., BE
MEROOENIGEINIR G 2T 50 EBYZABZITO &,

1.1 EXLGENER

11.1.1 EEGBEAE GEEARH)
TFT74I7F % EUCEELTBBIENDODNEZENHLHD
Ty BEEZHHITV. BEFBOSNBEICEERORSE
EEBICHIEL, EYBRESOEY ZNBZITO . [8.2M]

11.1.2 Infusion reaction ($EREEREA)
Infusion reaction (S, FEIGREE., BRLGAFERT, BHE,
MBS REENR. Mo, MOSRRiusk. Bk, ek b, ®
. REES, ROE. SMmE, WEX, SRS, 758,
. OFNVE) PHobnNsI &b b. BEENEOONT
BEICIIBREEEDORE, HESHEIIHESHIEL, 7 RLF
Vo, BIBREATOA NE, filb 2y I VEEZEETHHE
B RAEBZTH & EBITERPEET 2L TREOREL+
TFICBRT B &,

11.2 Z0fthDEIER

—fRic, AT

191
MBHE FIZ B RS
BEEE B
—fix - 2BBEEBXC EARMERE. KR
HBEEALOIRRE
M ERRERD . C-RISEERE
B R po. ASTHEHO. ALP#Ef0. y-GTPH#
NN e LN
MEREE B, MEAS
FEfh RS NERGE

14. BRALOZER

14.1 FRFEHREOIER

14.1.1 RANI A EIER XIE5% 7 B #EESHR CRBRNL <
AT % &o MRATICAEEAERUIS% 7 B 7 RESR O N
MYy 27 (50mLXIZ100mL) 2> 58mLzd 52 CHIREE > T
BT &

14.1.2 BEIADIZDINA TV ZBEE, SBD L. BN
FERTHENL L THISHHEEHET 2 2 &



14.1.3 BRICKFREEDI TV &, NA TIVICRIEDS W &
ZEETHRT A L. INOORESRD SNIBEIIER
LanwZ &,

14.1.4 [UBBTELRVED B2 IINA 7Lz A RE S,
BMUIRED LT &,

14.1.5 XA 7L 68mLERD . SiE/NNy FANFNT 52 &,

14.1.6 SNy 72BN I3~5EFIBICRVE A, T, HE/NNy
TOREILET. [RIEPTERNEIICTH T &,

14.1.7 KENTFEL T AP ICEHHEITET A & FREBOBK
EIRTET AL EIE25CUIRTHREFE L. 6BEBLNICRE 25T
BT e, KR (2~8C) THRELLIGEE. FHABICBEEZE
RICE U, FlREED S 24RRDINICRER25E T35 &,

14.1.8 N1 7ILORRIIFEERET 5 &,

14.2 ZEEIESEOER

14.2.1 oA EFBICHRES LW &, AEAIERIIS% T
R SR DAL & OB EHEIZRHTH 5,

14.2.2 % VSV BERBERED0.2umA > T4 VT 4 V¥ — (KRY
I—T IR VBIE) 2FHTAHIENEE LI,

14.2.3 SEEFIIERBTOTMPTTITS 2 &o

15. ZOMDFR

15.1 BRERERICE D 1B
i DHSARS-CoV-2E /) 7 a0 —F LHEPHRE SN - ETH Bk
FEVIIALPREEELZET 5BEICB LT, SARS-CoV-2IC
K BHBEYEOBERIEROE(L (52 KEEFE. WRRE. ~
R, BER. BHREE(LE) s#EShTW5, [5.228]

16. FEHENRE
16.1 MoERE
16.1.1 fERREA
HARNEERRAICY b~ 7500mg %3053 7\ ¢ Bal siE#E L7z kE D
MEFEEREE R, EMERR ST X -5 2RITRT,
300 4
250
q
200
150 4

100 +

50 4

mEFY bOES 7RE (pe/mL)

0

0 7 14 21 28
5T (cay)
H1 vV bOETI500mgZBARARREAICEEREHE L IROMmE
FREH#E (THE+FERE. o5

®1 Y bOEYT500mgZzBAAERMA ICEORAFERE L BOREY
BE/NSX—5

By} S Cmax Cog® AUCo-
IS5 X—% (ug/mL) (ug/mL) (day - pg/mL)
T E IR 242+44 72.2%+10.1 2715£309
9%

) #528HE O MIEHRE
16.1.2 SARS-CoV-2IC & 3 BURAERE
183 Ll EDSARS-CoV-2Ic L 2 BEHEREIC Y b 1< 7500mg % 1 kR A
U CBE| R L 7 RO ZMENE (T X — 5 RRATRT GHEAT—%).
F®2 YV hOETI500mgZSARS-CoV-2IC & 2 BRERE [C BO-EEE
EULRBOEMEEBNS X—9 GHIEAT—Y)

EYERE Cmax CagV AUCo-26%? ti
NTRA—% (ug/mL) | (ug/mL) |(day - ug/mL)| (day)
FHYE £ IEEFZE| 219+£100 | 25.8+8.3 1529+ 147 49.3+7.3
296
1) 3636l
%2) 8l
17. BRPRAGE

17.1 BHUERUREMICAEIT 2HER

17.1.1 B 0/ M4BRER (COMET-ICESER. 2143675158)
18 L EDSARS-CoV-21C K 2 BYERE 2N R E L7z 7T L AR IRE
B —EERATHEEERBETH D, ¥V bo < 7500mgiz 75
AR Z 1B CBE S EE Lz, FEFMEEE IXBEALE298E
% TIZSARS-CoV-21Z & 2 BYLEDEBHEIT (16 2 DBEBOAMIE
HODO24BMEO AR, XIZHEHEZMOLEWHTEER) O XY
RAERYD 5N WERE DG E SN, hRIET (20214E384HF —%

Hy bAT) B HEEFHREE OFERIE. V b TE1% (3/291
Bl) ROT T2 RBET% (21/2926]) T v FHEMEGY A 7E TR
85% (97.24%(EHEXMA @ 44%, 96%) TH V. HEIFHEMFILE
7z (p=0.002) o F7z. WA Q02AFE4A2THT =5 H Y b4 T) 12
BUAFEFHEEEOERIZ. Y ha T TRL% (6/5286]) RUT T+
AREE6% (30/529() TH O FEATY AT ETRIZT9% (95%(FHX
R 50%, 91%) TH-7: (p<0.001) ¥

R [TTEHICH I 2 EEHEBEE DFHER

PAN =Ry EA
RN | A~ FEBREE | 1% (G/20160) | 7% (21/2926)
R 2 .
R EgED: ) O854> )
(97 4% RHEX ) = (44%, 96%)
pIE®) 0.002
AR | AN NRBES 1% (6/52861) | 6% (30/529f)
R R 0%
(R TRERIED. E2) ) o .
(95%(EH ) = (50%, 91%)
pfE <0.001

H) (1= buobEv THOA XY NREBREIE/ T IR BEOA XY N ER
#E) %100

¥2) BEE. FERFEBL S ORE. e, HHEAHREEE L ERERT
v YERET IV

¥3) HAEKERmE0.02758, HEERAEOHER/KEIIHMO0.05& L, HERE
WIS & 2 REUHEE D Z B OFEE S & L CHwang-Shih-DeCani
(y=1) #oLan-DeMetsDaiHE BB H WS Nz,

BB, ARBOELBRR - RAEEIIR2OEBD TH o7z,

R2 EIER - IRIBE

B |1.SARS-CoV-2031 (HANHEITHNICERINS ik %
AW 7:RT-PCRIE., HURMESFICEX DHER)

2.SARS-CoV-21Z K A BYEICAHT 2IEREZE L. 2D,
HEEIRFRE A ANAISH LA

3. REMMENMR L (ERR)

4. RDSARS-CoV-2I2 & 2 BEFEOERE(LY X VKT %D 7%
LEB—DET A

- 55 bL b

- EYNEE BT D RERE

- B3 (BMI 30kg/m%#)

- BHBEE (eGFRA%60mL/%/1.73m2kKiiH)

- S oM LARE (NYHADKEESRE Y 7 A ML)

- IBERAEMEERE (BEKEZ R, BHEFAEEMEE X
1357 R BRF O IR PR 8 2 £ S it &)

- HREELPSEREORE (BRI Y Fa—LDzdIZRA
ATOA REET L SHANFNEDAICRORT O A
RBMAGENTNEE)

PROVESME |1 AR OBE, IXRBREFREMIC K DEANDY 5245
DIAIC AR ZZE T e[ gEEA R VE L < IETHPAIZZETIC
ELHAREED BV E IS h 5 B

2. EEDSARS-CoV-2IC & ABEYUEIC—F T AR (RERRED
BUin., WEghE, BRES52ETHLER) 2T 8F

3. EEOREALIRED BE

4 .SARS-CoV-21Z & BBEEICHTT 57 7 F > % EIEA(LRTIC
BREL-EE, NNGBRERSRERLNICEETEDRE

BIFFHHIESEEIZY bu U< T8 T2% (8/52361) TH-o7zo ZDOWER

. RE. BERIS. BD. EABMERE. B, IHPERBIERD.

C-RIGHEEEEM. ASTH#M. mMAALP#EIM. v-GTPH#EM. B

EET. WERE, EE. ARETVWING1%RE (%1/5236]) TH->

7zo [5.1. 7.%H8]

18. EERHFEIE

18.1 {EFERE
YV ha v 7id. SARS-CoV-2A8A 75 VSV EDOZEMEES R AA
¥ EOACE2ZBIRMEGEAL & IX R % HEAICHE A L. SARS-CoV-2IC
g AHHERERT . 72, in vitroll BT, SARS-CoV-2A/%1 7
&N EEFERT MO LILARREEMEEE (ADCC) EHERk
Uikl E s (ADCP) EHZFHE L.

*18.2 /n vitrolcBIF MDA ILAE N

YV O v 7IESARS-CoV-20 R 7Btk 2 L -3 BRIc B W T, B
A8 (USA-WA1/20208%) 1oxt U CBERFEN 2 RAERZR L7
(Vero E6#fifid : EC50% U ECO0DFHfEIx %21 100. 1% 0V'186.3ng/
mL).
SARS-CoV-20ZEREKOBKZ K Z AW z& EICHB LT, alpha
B (B.1.1.7%#). betatk (B.1.351%#). gammatk (P.1%#).
kappatk (B.1.617.1%#t). deltatk (B.1.617.2%#) & Fomicron
¥ (B.1.1.529/BA. 1R UBA.1.1%%%) 1o LT HAMERZR L
(Vero E6ffifaSiZVero E6-TMPRSS2#fifg : EC50IE B AT D0.4~




4.3f%, ECOOIXHARD0.6~4.6f%), —7 . omicrontk (B.1.1.529/
BA.2RMR) (ICxtd 2HFESEIE RS 2 2 EMRBs Nz (Vero E6-
TMPRSS2#fifia : EC50/% UEC0DF{E I 2 N ENEFER D15, 7K
35.14%)
F7:. alphat® (B.1.1.7%#). betatk (B.1.351%#%). gamma
(P 1R#). deltatk (B.1.617.2, AY.l. AY.2KRUAY.4.2%%)
B.1.427%#%k. B.1.429%#%. etatk (B.1.525%#%). iotatk (B.1.526
FM) . kappatk (B.1.617.1%#). lambdatk(C.37%M). mukk
(B.1.621:%#) K Uomicrontk (B.1.1.529/BA.1KUBA.1.15%H) 12
HOENBANAL Y VNV EOEBEERZEALI Y2 — Ry L4
JLZATH L CHRAE M %2 #H LTz (Vero E6#ia : EC5013 B4R
®0.35~3.3f%), —%4. omicront (B.1.1.529/BA.2. BA.2.12.1.
BA.3. BA. 4R UBA.SR) ICHALNEANAL Y VNV EOEELR
BEALY 12— RYATIAN RN 2HHERIMET T 5 2 &R
Bxin/z (Vero E6ffifig : EC501# N ZENEHFARIDI6. 16.64 7.3, 21.3
K U22.66%). [5.3%0]

18.3 Mtk

18.3.1 FEERFREABRANIE
FUAE I 2 Wil &S B CEME U zin vitroittE B IR ICBW T, £/ 7
O —F U ATREE R & UCEMOANRIE SNz, YV hOETTOIE b
—FPREERZEALZY 12— F¥ A 74V AORE T, E340. P337
FUKIS6ANDEREAIZ LD EZEOERK A A SN (FHITEEDECS0
\XBFAERIDS5.13~297(5#8) o
E) YV huEv 7 OFCHEERI3Y I VBERSMZ 5N TS LIE—D

i3OI

18.3.2 BRIRENERALE (2021581887 —9 A w b4 7T)
COMET-ICERE TI3, N—2F A U RIIEREFFIBIT A AEETH > /-
vV hab v TBOWBESFOS L, R—254 VUURICIY N —TDE
H [7LUIEEE (%)] 771061 [E340K (299.7%) : 46, S359G (12.2%
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RYVILR—=180 0.6mg|HRYVILR—1+80 0.6mg

F)EETHRIBEZEMICEDF v 4 =— AN L 25 —JRBHIR % F T8l
N,

H2) AFNG SRS  BoOBAZER L CORARTIES TV,

3.2 WHEIDOMHRK

HR7E4 INY oV RHEEY b
BRI FEFHTETT VLT
R |EE~HECOBH~ A BRE~MECOBH~F
HXZ2ET 5 BEt%2 29 5%
pH 5.5~6.5 5.5~6.5
B 1.0~1.5 1.0~1.5
(EMEIERIONT HH) | (EBEEERIONT 5 H)

4. FNEEIFZHR
SARS-COV-2IZ & % RRFUER; U2 D FEAEHNH

5. HEENIIZHRICEBHET BiER

(SARS-COV-2IC & % FEHUIE)

5.1 BRBHBRICBI 2 ERERB2HE X . SARS-CoV-2i12 &5
BIYEQEIELY AZRT2H L. BERG2E L 2 WEHICKR
5952 &.[17.1.18H]
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JWEREFEORBFREX I HEREESORERME ICH T 265
HITRENTVEWL[17.1.2.17.1.388]

55 RFIDBEENFIIOVTIIRFONA FI74 0 BEILTHZ
Eo

GhaeHsE)

5.6 KHOHAIEEAEKWSARS-CoV-2E BHICH L TRAHID
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TATHROEHZ B E A AR ESEOMYIE 2549 52 &, [18.2
ZH]

6. BERUHRE
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HEAT—%)

AUCo-
& Tmax Crax (pg'd:y/ T2
(mg) (day) (ug/mL) mL) (day)
RN 13.96 16.52 2526 87.76
FRyTEYT) 150 [3.05-29.99] | (35.56) (29.75) (14.56)
NN 13.98 15.27 2130 79.78
YVAE<7| 150
7 ¥ [3.05-60.23] | (38.53) (31.25) (9.649)

#1051 AT PIIE (B H550%) « Tmax * HrRAE (] T2 @ BHFIE (B
HefF2E)

HANMBERREAICAAIOOOmE (F-F ¥ 7' < 7300mg R > b
HE=7300mg) = HEHANKRE L7z BOEMBE T X -5
BUTOEBDTH 72,
#16-2 HARANBRERAICE T 5 BEIFHARR SR OENERE/ NS
A—%5

Jiik=s Tmax Crnax AUCo-30d
(mg) (day) (ng/mL) | (ug-day/mL)
FEILETT 300 10.54 39.29 1021
[5.04-14.03] (36.37) (34.70)
yMeRT| 14.03 37.90 963.7
[3.09-30.05] (42.84) (43.04)
BOMI SIS E (B R %9) « Tmax * H I {E [
16.2 RIX

HARNBRBEACAFO600mg (FF 47 £~ 7300mg K> )L
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57.84% K% 154.04%TH - 722,
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1875 EDSARS-CoV-21c X 2 BYMERE MR E LT ¢

(FF9 72 7300mghk UYL 7 E< 7300mg % Bk 5) X
7T AR ZREIFHANKES L FEFHMEHER I R—2F 1 >~
BIC AR L THE S T IERKEE» 5 7THUNICIBHRE 2 %5 U 7= 4
B (MFAS) ICB 1 2 1R 5%29H B ¥ TOSARS-CoV-2
IC R BBYEQEFELIIEHEZMD R VWETORKE (A XV )
IED LAY R BORI(1 -REBEOA XY N FHEE/ 75
T ARBEOA XY MHEBEE) X 100] TH 572,
FEFNT (B E5ZEHAROPREIRRHR ST TSR LD
IZ84H) TIE A R M FEIREIE 13 ARAIEES.4% (18/407H1) . 75
T ARBE8.9% (37/41561) TH 0 AEXT ) 2 7 BDHRIZ50% (95%1F
FEAXR : 15%, 71%) TH -7z (p = 0.010) . mFASIZB T 2 HA
NZOBI (AF600mgRE6H. 75 & REE3FI) TH D . LT OB
BETHLANRY MNIBRD SN 5Tz,
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17.1.2 i85 S81IIAEERER (PROVENTERER)
SARS-CoV-2IL K B BIUEICNT 2T 7 F > OMRPA+7 &
EAON5%E L ZEESHER S ML, XIESARS-CoV-2D K
) 27 EWEITE L IZRIICE» N 2 18R L E OB ERE

TH D AF300mg(FF VXL T150mghk T ILHETT
150mg% F R E) N3 7T R 2 BERHANKS Ui, FEHF
B B AERER 5% 183H H £ TOSARS-CoV-2I< & 5 kg
FEDRERDOFEHL, »» DRT-PCRIGMHEDOHESE (1 X M) ICED <A
R ZBAR[(1 - REBEOA XY NREBHEIE/ T 5 R BEOA
Ny FEBEIE) X 1001 TH - 7o

FEEN (R E5RBHHMOPREZARFABROTT LR BEED
I283H) T RN—=ZF 1 VEEDSARS-CoV-20ORT-PCRIFE A
Bt I RBOHERE (FPAS) IZBWVWT A XY M EBE& TR
AIEE0.2% (8/344141). 75 £ REEL.0%(17/173161) TH D HH
XY A7 WARIZTT% (95%BEFEXM  46%, 90%) TH -7z (p
<0.001),

#17-3 EEFMHEE NI 2 HRM:

| AAI30OmgEE 75 AR

ARHI600mgHE 75 RE
4.4%(18/40741) 8.9% (37/4154)
AR Y 2 7 A SRIELD 50% (95% 5 4EX[E : 15%, 71%)
DIEE2) 0.010
FELDEERFER» S5 OB (SHLIR.SHEB) R USARS-CoV-212 & 2 BEYRED
HELY 27 (B &) 2 @HIEF & L7-Mantel-Haenszeli% 12 & D #E5E
F2)EBKETRAS% ERFERL» SO (SHLUT.5HEB) RUSARS-
CoV-2i2 & 2 BYWEDERE(L ) 2 7 (B &) 2 BHIK T & L7zCochran-
Mantel-Haenszel#fiE

7B AFHBOELRR - BRIEERIRIT7-20EBDTH -7
R17-2 FEBIR - IR

ARy S FEBE S

R—2 71 YFEDSARS-CoV-2DRT-PCRIEH 2Bt I3 R R (FPAS.
e D)

BRI 1.SARS-CoV-2/51 A N AT3 H AP $REL S 7z CIWRER.
SRIREE. BE R T 7 B S O MR & I 7o BURRE S A%
FEARERIC & D TERR)

2.WHO®Clinical Progression Scale X a7 #>1»>
<42

3EED 5 FEREDSARS-CoV-21T & 2 BEHE DORERD FB
PRI SHI7H LN TS D A DB 511 24K 2L
MIZHB WL TSARS-CoV-2IC & 2 BYHEDFERO 1 DLl |k
RHoND

4IRBRER SR 24R I DIN OB R BB A 92% DL L (B

)9

SRy RS 0.29%(8/344161) | 1.0%(17/173141)
HERE Y 2 7 D 77%(95%(S X 1 46%, 90%)
pl#EE2) <0.001
R—25 1 »EOSARS-CoV-2ORT-PCRIEE AW
ARy P RBAE 15.8%(3/1960) | 0%(0/6f1)
R 2 7 A RED HHTET
21k
SRy RS 0.3% (11/3460F1) | 1.0%(17/173741)
HER Y 2 7 bR 68% (95%(S XM : 32%, 85%)

FRoEEHE 1.SARS-CoV-2IC & 2/BYUEIC £ 5 AREEN & % XL ARE

FTH 5 (RBBEUIBGILEBTIEOEE O 4 T DAL

ZF<)

JABREE(DHE)EMICE D ARXEERELHBETO

HRBRPLETH D LTSNS

3.SARS-CoV-2IZ KB BPIEICHIT BT/ F v &8/ Zu—
FIVHAE IS 2B (KRR OA 2 b wn) OEE
BE LS BREEN D S ISHANBICHERES L <I3#H
592T7ENDHD

[\

a) AT 7> 10D <4HIIFEABED DIEMRM: D B 73445

b) EBAIFEE NS FEER MK LR EE XL 55 R R 00 B 8T 40 S I PRI T
WERR 1A O Jid o XA A P R 5 TR TR PR ZE G R EA B BT 2
BRELTE S S IR B 26 D LUK NE R . TR f£1837.8°C/ 100 FilB §i 7= 72
$EL (60l LD &) \ BHMRARIZERRED (60U Lo A) BRES
DOREEDOEIM(N—2F 1 VBICRERESZZITOLBEDAR)

©) Pz gk MR W3S 2 i B Sk 95 1 R 0 JEL U0 L S P I R 8 (oD 97 7 S A A
YR TR TS BBAZE U B B B U NE M TR B 7z 2 R
BRI L

d)OEBEERZ2E L. EHNICEEHR2ZITVWIEBRELZRL
KB O X BT e (S %EH RO RLEIZ84H) D FEIfE
FOFBENA1$5.1%(23/452f1) TH 0 HBEEHT 1%L LOFE
VeI RSB AR 1.8% (8/452f1) TH - 7z,

1) B SRR ORISR O (6058 LL_E. 605 TH) % S5 8 BRI
OMBEBEE A 72y FVERE LZONR MIERWEZRT Y VE
JRETFTIIC K DHEE

TE2) A BKHETHIS%

X0 BB OB 23T 5 7201217 - 728N (514858
RO R REZAFERT TS ERBEEHICI96H) TIE.
FPASIZB W T A N> M FBFEIEIEAAIEE0.3% (11/344141)
TS5 R EEL.8%(31/173161) TH 0 MY 2 7B RIZ83%
(95%EHEX : 66%, 91%) TH -7z (p <0.001).
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K17-4 EER - RIVERE

BFEE I UTOWTIAPICHYET S
Q@QUTOEREZET 2T 7F L OWEIAT+FEEZZ SN
B EER s WE
- 60 MLk
- I (BMI30kg/m2LL k)
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- BIERAZE R R
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- SoE N HIR A (BT RS MR L i S B B SR
SEHIV.IVF AT 0 A R XIEZ Ot G imiHl
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CHERROTIFUICH L TEEOAEEERNIEELH
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(b)LAFICE%24 9 5SARS-CoV-2/&GLY A2 A WEFT X
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W EIREREAE () EBRfiic K D RS h D

B FHBROELRR - RIEEIRIT-60EBD TH -7,
K17-6 EER - RILERE

BIREME | | BEREF T RE TSARS-CoV-2BEA R & N 7z# (iR
OFEBIIB DL V) ICSHBIPNICEM U TREMESH D |
SARS-CoV-2IC KB BIUEERFIET HE LB AT %
BT 2LUITICEYT 2H EER)

- RIEEN (SRR EMR. N ER. SR ERAEES) 0
ANBE ERENEEERVZOMOIEE

+ SARS-CoV-2BHY 27 OB WERBICRET & (RAM
TT5%)

- HEMROMEER (& EAR . RVIRSREE) ICVW2EAK
O— R

- B O EREEEE RV EDMOBE

- FEAEEEITO %A

cIRBEERRBL TV SHEZEORENEME

- 2O FERICESE U7 )UXRME L2 BRIBICW S E

2RI S HT10H LLNIZSARS-CoV-212 & 2 BRYLE D RE
Ko zzn

3.227 Y —= 7BICSARS-CoV-2 [MiFZMBRE N EM TH
%

PROVEERE | 1.A 7Y — = JH§IC.SARS-CoV-2/E X IZSARS-CoV-2
TR OBEEN & 2

2.SARS-CoV-2IZ K BBHIEICNT BT 7 F €/ Z7u—
FIVHAR IS B (KRR OFE 2 b e w) OHE
JBE L BREENH 5 IZBHF B HICHERESE L <X

BRETHTENH S

PROVEEHE | 1LEEER(LORTH I HIC 52 (37.8°Cll) 2 & GEHK A
BHVEX 3 Z DI DS EIREN H 5

2.A71) == 7T SARS-CoV-2/EHE X IZSARS-CoV-2
FURBEOBIEN H %

3.SARS-CoV-2IC K B BYHEICHT 2TV F V. €/ 70—
FIVHUE IS A BE CREBOE B2 b ) OBE
BE L ZREREYH 5 ULBHAMPIcEEE LI
B’ETLTEN DB

AFIBEOBHNFANT I R (1 558 B O R EIX 137 H) OREIfE
FOFEEA1328.5%(293/346141) TH D HEENEH 1%L L
DEIVERIEEER1.7% (59/346 1) K U¥EF51.2%(43/346141) T
Ho7z,

17.1.3 B515E111185K5% (STORM CHASEREHER)
SARS-CoV-2/84e3g & il L 7-mlgEME A H D .SARS-CoV-2iZ
L BBYNEEFIET 2 Y AT B H B 18R LOWEHE 2 R &
Lie 7t A R A L —EERTRELEHED TH D,
AFIB00mg (FFH 7~ 7150mgRk > IV HE < 7150mg%
BUWIRE) X377 R 2 BEIFHANRS L. EEMHIEE 3.
BB 5% 183H H £ TOSARS-CoV-21Z & % BYWE DR
DB P ORT-PCRIGHEDRE (1 X2 F)ICEDMHERY 27
BWAOR(1-FREIBDOA XY M EREEG/ T TR RBHEOA NV M3
HEIE) x100] TH - 7o
FEEENT (R 5548 PR ORI AFBA9H . 77 REE48
H) T E2EEF (FAS)IZBWT A XY M FHIRE G ITARFIRE
3.1%(23/74961) . 75 & FEE4.6% (17/37241) TH O FHRY R
TR ERIT33% (95 EHXM : -26%, 65%) ThHh-7z(p =
0.212),

K17-5 TEIFMEE TS 2B (EERFT)

AAI300mgEE 75 ¢ KB

A XY hFRBEIE 3.1%(23/749f) 4.6%(17/3721)

R R 7 D HRED 33% (95%fEHIXH : -26%, 65%)

pfEE2) 0.212

FEDEGH2 LR GEFHMONBEREL2 A 7y VERE LzaN R
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AR DB = (B EREH IR O P REIX121 H) ORIfE
D FEBE5134.5% (34/74961) TH 0 FERE G 1%L LD
VEFIZ BRI 1.2% (9/74961) TH - 7z,
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18.1 {ERERE
FEHFETTREVILAE T TI1E.SARS-CoV-27 1 L AD A
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18.2 In vitro IC$1F %D A )L AthFliE
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YA THHO FHITEE S S 1 ECsold FAER D 1065
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19.1 FFYFEI D (BIcFHIER)
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HE /) 7u—FLifETh . MgGlLICHRT 5.H $HD248.
249.266.268.270 % U'345FE DT I ) BEEIX. FNEh
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N F Yy A= —ZANLAY —FIEMRIc L VEES NS VLAY
<746 MED T I ) BEFRED & 1 AHEH (7 185) 2K K% U219
BO7 I BRE, S5 5 L#H(k #H) 2R TR SN 2HES >3
78 (5 FE $152,000)TH %o
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