*%2026 £ 6 JYGET (29, HEAH) H AR HE v i /3 o
*2026 4 3 HET (58 27 k. ZhREZH) 87625
1 SARS-CoV-2 #l Z5mg 125mg
Br i SROE T s 4n | K5 [30800AMX00156000|30400AMX00205000
*x G ENEART © 25mg — 3 4 . 'flj’l’tfl’% ?7”’Mﬁ WischikG | 2026 4 8 J 2022 411 A
N BISE, L7 SE RS )
125mg —5 4E .
**‘ me iy
Y J=/J £E25mg
LLJ |1 1G)
| o |
_—— T mg
®
1) T - RIS O E )T 5 2 & XOCOVA" Tablets @ SHIONOGI
7 m 43,2 BHIOMK
. =8
CFEED W5t 44 V' a2 — 3¢ 25mg V' a— 3§ 125mg
SARS-CoV-2 [C &k B B D FREDRAIL D &4 F > 10 & 5T etk -y |2 BRAROSABOR B RAAGOTIRORE
THY. FEEDI/FVICEERDDHDTIEARN,
i 999 711
2. B2 (ROBEICEFT/ELAENI L)
2.1 AHOBIHI LMl ORI D 2 1Bk W | g © @
*x| 2.2 WOFH 2 BGHOBHE XY P, ¥ 29 UREBREEAKR
Y. X7 DVIEBEAKY, FAh e, ZTLL )
INVITY I VIHAEEE - KA T AV AV TRELT Y B o @
FEY Y, TVITAM) LA VERE, AF VIV T A b Fff # 55mm .
.A ; e RN B4 % 90mm
Vyw LA VB, Ve FOI LTS I YAV VEE, Y K&z ?ﬁ%5%m JE5 $ 49mm
RS F2 VITITA, THELY SR, 4175 o 2E B 20mn T
H S m i m
YU, XA b2 T2 A (FRUIEEATEORYE Y o8 o — . B ?25 R 1’525
PEFIR ONY v osERPEY) voslilid &) o R, 4 - : :

TVF=T, Tuarrey)ry, V5 RUERE, TELVZ
VEV, TEVZVEY - F U AFNLEF Y AFFY I,
AZARVEFH M, FY FLFRG 2 MERRE. Rv o Ldg o
MKW, ¥ 55T 4N (TRINVH), VTV -85
T T 4N, WNIVTFF T 4 VIEEEEAKFIY, eI s E R ATV
Wi, V7775, 74RL Y, KZUARY Y, 0F
T7PINV=T, INHALAT Y, Nanxa T v, YoN—aFHN
Uy TV ET IR, AN Y, TUFELF IR, I b
yU, 7xZ b4V, FATZ 2= b4 YF MY AR,
V77 ¥y, 434+ MFY YUY (StJohn's Wort, &
YheVa—rX-U—1) FAEN (101 2E]

2.3 BRI EREEOD L2 BH T, aVveF 2G5 p
OEHE 921, 931, 102 M)

2.4 @SR LTV A RO B 5tk [82, 94, 95

]
3. #HRK - MR
*%3.1 #HRK
Wiess V'3 —/NgE 25mg V' a— 3§ 125mg
1 g 1 g
IV PMPLIVENL IV MLIVEL TV
RIS 30.46mg 152.3mg
(mryyrrrenrelLc (mvyyrLELELT
25mg) 125mg)
D-~v=b—=N, ZUAHN|D-xV=b—, ZTOAH)
AB—ZAF M)A, EFRO|AT—RAF MY A, EFDO
A %‘t*‘/iut")vtwu—z‘ BlFySo¥irkro—2, &
BT A B, ffervo— | BEKy A8 Rkt ro—
AV ATTYV VBRI ATI A, AT T VB IRy
2 A

x4, THEE - HR
SARS-CoV-2 [Z &k B BEEEDBER L Z DT
5. $hEE - IRICEEET B EE
GhesiE>
5.1 KH|OEGHZIZOVTIREHDOTA FI94 Y %2BHIZT5 2
Lo
*%5.2 [17. BRG] OHONE 2RI L. KA OHRME R R4
Y%+ L7 LT AR O LB HEICKRFE T 2
Z &, [17.110 1712, 1713 2]
BED
*x5. 3 12 RO /PNRIZOWTIZ, TRELY 2 27 WF537% & WEAE
KABOBEOL CFHRITERILET LI LI HT A, &
B BOIER - BRVIREUR S 2 EEE T 2 BEICRS T %,
KA OB O LB ZHICHEBEICRIT 528, 97, 17123

1]
*%5 4 FIRESEDE Y SARS-CoV-2 12 & 2 &Y BE X233 5 ARk
AT ST,
¥ SpO02 A% 93% LT CEEER G L TH A K. ICU ICAE NI
NLIPEZE B TH b
{FBA

*5.5 KA SARS-CoV-2 1T & 2 BRYHE BH & OB IHG T 5D
DTHY . FHIE LT, SARS-CoV-2 I & % e i D [l 5
B HEFAETZEO ) B, BmiEL) A7 W52 455 5 H IS
T5HI L,

X BEDOHTA NITA v 2BEICTHIE,

*5.6 % 6 » HRIZ SARS-CoV-2 Fatkic 7 o 72% . #®Z% 3 » AR
HL SARS-CoV-2 &/ 7 u—F VPik 25 8 N7 2 L 03 B,
76 » HLUWIZ SARS-CoV-2 72 F > # M L - H 2B B4
HOAEMERIFEE SN TV, [17.1.3 B ]

*5.7 KH 2 HG LB ETHoTH. SARS-CoV-2 DEY T Y

(€Y)




Va—/nNgg (2)

SARS-CoV-2 |12 & 2 BAEDFEE &2 AR ST EHFTE T,
SARS-CoV-2 1Z)gHe L T\ % W ReIE S UM 12 e S 2 % W] R
Mo L EeRABITHICEHNATLZ L,

*x6. R - AE

CGRED
WE, T MLV ENVE LTCUTOMHES 1 H 1 EROKST
;Q) o
" Jiat
i ik 1HH 2HH»H5HH
D YN0
12 %D oA | 37ome 125mg
P 40kg P I~ 375mg 125mg
) y o
12 8% it o 30kg VL I 40kg *fﬁ 250mg 125mg
20kg LL I 30kg A 150mg 75mg
B

WHE, RAR 12 Eo/RNRiIid sy e LTI
HHZ375mg #. 2HH»S55HHIX125mg % 1 H 1 BRI
53%,
7. R - AEICEET 2R
GRED
*%7.1 SARS-CoV-2 12 & 2 JEHIE DFERDFI L TH 5 72 B IN
G E2RGT 5 2 &, BRREBRICBWT, EREHD S 72 1
MR E G 2 B L BB B 2 A2 BT 57—
RSN TV, [17.11, 1712 2]
{FRD
*7.2 SARS-CoV-2 12 & % &Yhe BF 3 t4 72 KR DLNIC# G- %
BT 5 2 Lo BRARRERICB W T, Bfilifk 72 RrRR %I S
ERIEL2GAICBI 202 EMIT L T—7 3 BEOA TV L
Vo [171.3 3]
*7.3 RANZMABEGE LA 25 10 H 28 2 7281 SARS-CoV-2
WX BRI T B PRI R L T, [17.1.3 5
]

8. EELRXNIE
8.1 AFNIPHEH E MMM EREZ T I 3D L7290, kREPD
FTRTOEFZHRT B2 o Tz, AFTHHFERIIH 21O
FEH WA BHE, ERITHBRT 2 L) BHFICHET LT L,
[10. 1671, 16.7.2 ZH]

*8. 2 LIRS H W REMED & B LN O G ITHE L Tid. AFG D4
Tz T3R5 2 o AHZE PRHICHV 5513, SARS
CoV-2 12 & B BASEBE DMLY L H SARS-CoV-2 12 &
DIEPIERFIET D LIRS LV L 2B E 2. ARG OLE
PERIFICHEEICRF T2 8, o, VL ELZHEITIE, K
OEBFEICHAET L2 L, (24, 94, 95 5]

8.2.1 AHIFG AR T 0 2= M2 X ) BFDEIRL T wn s
ERVIEIRL TR RS R W L 2T 52 &,

8.2.2 ROFHIDWT, KAGHFGEHIEFITHIT ST Lo

EIRTICAH 2R L7223 a, BIRICEE R KITT RS D 2

Nalps
« RFR I RASHI L 72335 b a5 613, EH IS
ks Z e,

- AFUNRH A B O M 2 2 BRI 351 2 SEAR DK L 72 i3 B
bR B, RN, FEAMSIHRT 52 Lo

9. HEDERE2FTHBEICHTIIERE

9.2 BEREESE

9.2.1 BHEEEREEDNDHZEET. I EFUEHRSFOES
BH LWk, aVeF ryohiBRENEATsB2hdH
%o [23. 102 3]

9.3 FrHEEESRE

9.3.1 FFEEREZEDHHEET. JIEF U &/EFOES
BELAWI L, Ve FrOMPBRENERTLIBZNND
5o [23. 102 1]

9.3.2 EED#EREESE (A EFr2R5PDEEERL)
WIEONTHERERERE 2R E LBRRBIZERL Thiv,

9.4 ke BT 2E
RS 2 W REME D & 2 LI E, REF G B O IR 5% 2 3
BB TS % LB & OB 2 BT D W CHIET 5 &
Lo [24. 82, 95&R]

9.5 1FI%
TR IR L T W A TTREMED & 2 KM Idd% 5 L w2 &,
TH BT, BRBEHERO 5.0 YL E RIS
MHRDHND L& BT, FREE RO 50 f51CMHY4 T 2 HE T
BEDS, FRIRMEFR RO 74 F5ICH 25 2 HE TR - IR RAFROK
THABDLNTWD, [24, 82, 94 BE]

9.6 RELIF
BALBZVWZ EDPET L,
Ty MIBWT, I~ OBfTRBO LN & &b, BB
FHBEPRDONIHE (BRRBEZERED 6.6 f5HY) CTHEROA
B A HEFFRTROBEREEFED SN TV,

*%9,7 /N

6 A OL IR Z IR & LA BRRBUIIFERE L TV,

*x10. {HE1EH
RFANFZF b7 @ — L4 P450 3A (CYP3A) OREETH Y. v
CYP3A HE/EHZ A ¥ %, /2. P-gp. BCRP HEMEH AT
%o MDA L OMBEMETITTRTOIEH L OMAEDEIZON
THE SN TV EbIF TRV, MWHINC X 27z
A EBHA L0 RANC X 2 EBEFCH 2o IR 2 B3
AEACiE. HRICHELCHEAICERST5 2L, [81, 1671,

16.7.2 8]
*x10.1 HHAZE (BHALAZNZ L)
ES B FRPRAREIR - 4518 7 ik B - bk
EEYF IS OFEFR DML | AF o CYP3A (2%t
(F=9v7) EACED, QTERED | T2 HEEMICE
¥ =V VBB KR BBT BTN H 5B, |, Zhs0ERD
NT ) YV R R HE SIS,
(X7 a—w)
[22 5]
FhHr LTV FH 7L a @il g
(79I %) B XD MBS
[22 5] HHER 23R s 5 B2
b s,
LV 7L L YDl
(5 9) FHICE D, MmiEAY Y
[22 %] MMED LA EFRT DB
ENHH 5,
INTY I VEAE - | s oA O IRE
MARA 724V - AVT| ERHICX Y, MRS
TQ¥LT yFEY v DEE LA 5B T
(zy73v) bBEND 5,
INVITRXA M) LAV
[/ard
AFNWVINITAN) U=
LA R
v g v M)
e RFuI VI IR
OV
[22 /1]
YUNAYF Y Y UNAEF Y OME
() FEN2R) FE RS XY, MR Rl
[22 5] TRAEDFEBL S % B2 s
H%o

(2



B R

BRAHEAR - $5 85 i

B7 - BT

M)T VT A
Vvt )
(22 1]

MY TV T A DI EE
ERC KDY, BEOHEG
IR A HIT 2 B
ENDH 5,

7FELV) U
(ZFIV3IX)

7 FE L) RO
FREEA EA L. RIFEH

[22 5] DEBADVEHT HBZN
2dH 5o
ANT 5V vk BEOERDD HbID
(assv) ZENDH D,

(22 /]

NA 7S A (FREL
TR OEYEY v
PR (Y > 88k
VSR ET) o R
B

(NAZVLZAY)
[22 ]

NANZ Sy ZADI
JEAS AU TS
BB ORBAHMT 2B
ENHDH 5,

L TNVF=T A TIF =T DI E
A AaTER) LA L. BIEH 5B
[22 ] VIR T DB ENND

%o

VA= bR IS OIEH O i EE
(mrtv) kb, R A B

VTR U TEBENEH S,
(5v—=%)

(22 5]

TELV=ZIE Y TEN=IVEOER %
(Hvzay ) WS 2B ENNDH 5,

TELV=ZTIE Y - FR

Yy AFFVINL
(LN & ARAHE)

[22 ]

ARV FH b N5 OIEH O I EE
(R AT) FRICED EHEEL

FYRLERS U MEEEE [(MBRT 2B 0d
(r—¥Ev7) %o

AN VRSV LKA
(FIVZX1)

(22 1]

55714 NS DR DR EE
(7 K¥va) LA XELBENDSD

RYT YT I T| b,

74

(2 Y VRS
NVFF 7 4 VIR K
ik}

(LEFZ)

[22 /]

T3 FZE RN VIV
(Yx¥ 2 AFEv )
[22 ]

03Iy E RN YVBIED
M2 L B S
EHBLNH Db,

VI TF
(3a7574v)

V77 TF v DI
AT E D R A B

(22 BHH] FTEBENDD 5.

R E S T4 AL YOl
(rLveyF47) EHELL LRSEDEBE
[22 ] Nhdh 5o

KraAKRy ¥
(VT FAR)
[22 ]

K70 Z2XY ol
BEESICE D, ER 20
WY bBENDNH 5,

ar77rNV=T
(V¥rvq)
[22 ]

O+ 7 7= 7 Ol
EEAICEY., BIEHZ
WRT 282D b,

N LTV
(B 24 F R)
(22 5]

X NG AT Y ORIWER A
ks, DU ek
XD LREDY) AL H
HELBEINND 5,

AHD CYP3A 23
T HEMMIC &
D, ZhSDEHO
REAPMES N %,

k%

*

(3

Va—ngE (3)

HH 5

FRAHER - H5E 5

Wy - fabRE T

axNa T v
(V&I R)
(22 2H]

VAN =PAN= )i R sk3;
RS E D RIER A B
WY ABENDDH S,

AH|D CYP3A \Tx
5 % MEAEAIC &
D, IhHDEHD
CHAPHES NS,

YoN—aFHoNy
4 7L h)
(22 2]

YS—TF 8 ol
R AT LD BB
TR IR L, Miofk
Btk 5 B2 s
EX R

KK D CYP3A LY
P-gp HEMEMIC X
Dy YsN—aFHN
YDV T T AR
BKFT2Z L E2
bk,

VAV Z AN
(7=1—=%)
ANNTEE ¥
(FZ7LV =)
(22 5]

A H O AL H iR BE A IR A
L. fEHAREE T 562
N sb, /2. 2hb
DIEH O it H iR BE 3 LA
L. BfERADZB LR
(BDBENDD L,

Ih o o#EH O
CYP3A #FEMEH IS
0. RAORHAH
fRESND, F7.
KA D CYP3A IZkF
T 5 MEEMAEHC X
D, ThSDHEHD
% ET 5,

IUHVEIF
CRFE V)
INF Y
(FTY L)
TJr= MY
(e¥ v b=,
v7Fv)
FATz= M VF Y
R VilkY
(FA ML V)
V77T
(V773 )
tf4avtr rEFY YUY
(St.John's Wort, &>
e Va—rX-J—
b &AL
[22 ]

ez

A H O AL H i BE A% IR A
L. fEHASRES S 5652
N %o

Zh o o#EHD
CYP3A #F&EME I
b REORH A
fREINh D,

10.2 HRERE (HAIC

FBTBHL)

B

BEARAER - BTk

B - fabridT

FIEREATaA A
TTFV=F YLy
=K, TFH Ry
Yy AFVTL =Y
=
[16.72 1]

S DA O i H
Ex LASE, Tho
O A O FEIE T 55
LR hbBEND
H5bo

FEF A FREREH
TrVFZN, T
yovy T UG, A
¥ v a F UK
W AR YRR

S INHA
D=0 S N /4
Y A AR

PN 355 41
Ft¥ ¥, =X
VAR, TAT0al A
A, FI74F=27, ¥
FF = TR, v
O = TR, J%
F =7+ OVEREE KA
W, XVvFU3I7, 4
TF =T AV IVERE,
AZF =T I
. RAF =7 KM
Wi, ANV F I,
sYJF=T7, yay
KA INIEI ATy
MAERIE, KFF=T
WEE, V¥V ) F=
T VR, TX VT
=7, —uF= TR
I

AHKID CYP3A 1284
HHEEHICE Y., 2
n o OIEH OH A
EXND,




Va—/nNgE 4)

S 4455 PRI - H5 8 5 i B - fabRN T A 445 B PRAEIR - 1518 5 i e - fabriE T
~sv¥uas Zh S A @M | AR o CYP3A T3 A9 Fh VIEEIEAR | 4 2 Fh v OGN | AHID CYP3A FHEE
77LEY Vb Ex LRSS, s | ZHEMEHICEY, 2 L] oMb RELY LA | HICEY, 4A) T
ORT 3 IR DOHEHI ORI A FEHL | o OFEF DR A XELBINDD D, ¥ OIEEACHE Y O e

HFIVATFO—=)VF IR
/28

AV SRR
TINTTT T A
v¥rzay
MVFa Y vl
T ¥ TF = RN
VG 1 5
VIR

LRI RbBENN
Hbo

T RVNZAEF VY
RN <L)

7 MVNZFF DI
R EA S, B
G T N NP
F=NEBTLIBZN
WD %o

NN IV VT ADIE
[16.7.2 &1R] ERHICX D, BEOH
R0 - W 1) 3 56 BL 4
LBENED 5,

TTVL VT 4 VYRR | S o FEF o i g
IV MY T URALKE | Ex LA SE, Thb
i3 DIEF OVEH % B 5§
7V KA LBINYDH %,
—7xzV¥y, 7z

V¥V, RNV

[/ard
Boks A

NaNRY) K=, 7Y

¥7r5vy—), 715

T Y7 VIR
B

INT T YA

A, TEFHNY

VVESIF

YHAY =)

AT AuA FRPL| NS OHHA o i
T N9 71 JEa LR S, MR

¥ ryr) AT U
W, €79 XF Ui
[evais

FORMEMN 2 H® 5
BIThHH 5,

RA M TIA (FFREX
TR OB ) 23
EgE (Y 2 oSERPEY
YRIEE EL) ORER
51, Ak RirE G
i)

N4 257 ZAOREME
JHaslmInhsbeh
BHDHLDT, XA+
T ARRET B L L
b, BEOREEME
WICBEL, AEHO
BB EET S
Lo

PDES5 FHE#l)
YNVTFTANT I
Wi, 5774
(Y7Y A, FVF~q
7)

S o FEH| o I H i
ExLAIEsrBTh
B b

ajeFr
[23. 921, 931 =]

IV F VDI
ERICED . (B

HEINDLBENND 5.
4 FaFV— S o FH| o I H i
A% TaFy=y stk | EE LRI ELBZEN
H B b
VAT 7T h VAT 7T ol
EFErxlLAsErBTh

Vb KH LD
PR LRyaIE, BE
DIRBITER L., L#E
KIELTYA Y77 b
DOREETEBTH L,

HINb,

*%
*

*%

(4)

L shs L E 2
YO

FeHbrsrrxy
F— b RAF VANK VR
b4

FEA T YOl
Ee bR S, PUEERE
ERZHmy 25T
b

vaxvr
[16.7.2 28]

KL OHFHIZE Y,
TITF YoM E
DEAPRDLNTE
D, VIFT oM
WM TEBENND
%o

AHI D P-gp HEMEH
I2Eh. ThoodkHl
OYLZ BIESE S,

TANRYF U ANT T
A

AFLEOHHITE Y,
" AN F v OlLH

AH]o> BCRP BHEE
JAICE D, vANRY

[16.7.2 ] WEO FLHBEDON | F DI )T I VAR
Twho KF3 %,
Rt v & VKM KA O MAREE WA | Kt v ¥ v KRHY D

L. EH2SHE5S 58
ENhdHb, Tl K
ty vk oMt
WEEDS A L. FIEH
PREALR T A28
ENDDH 5,

CYP3A FHEEMIC &
0. ARFNOLCH A
ENBEBENDD D,
F 72, KHlo CYP3A
164 % BHEERNIC &
I A 17
ORHOHES NS,

FEEE D CYP3A #F3E#
T77¥Lry, b
FEY Y, 7NN
Ey—, 7YIFr

“
a5

AFH O i v i BE 20 iR A
L. fERIAS89 9 % B
ENDDH B

Zh o oA
CYP3A FHEMEAIC &
D\ ARHNOH A
ENLEBENED S,

X b L ESF— b

A MPLFHF—bol
hREE LA SE,
#IER (L%,
HmA) 2358356
ENDDH %

in vitro AR X Y K
#iE OAT3 BH & 1A
PHT DI LAURIE S
ncTBH, AMMLF
HF— RPN % E
EXEDLBENTDH
%o

1. 8ER

ROBWERDH 5bNDBZENHHDT, Bz 51 rv, &
WD b NI 3G ik 5 % BT R LB Z 1T 2

(‘:O
1.1 EXAZEHEA

ML 2avd, 7F745F2— (TN HERH)

1.2 ZODEIER
AR\ 5%2L 1 1~5% A 1%l BHEEAH
B EAE 5% I
—— AL, W,
it W, I
T fpRE R et
R R EE
HDL a2V AF|EYVEYER| MY ZY LY F
= N 15 kA v
ot (16.4%) ZFu—
T, iE sk LA

14. BHAEOEE

14.1 BRIRMAREOEE

PTP @ZD#ANI PTP v — + 20 ML TIRMT % & H ki
FT5Z Lo PTP ¥ — FOBMBKIC L D B WS 2 BB R A
FIAL. WiCidzeilad B 2 U CHERR RS O T 2 A 0HE 2 PR5

FHIEND D,
15. ZDhDEE

15. 2 FEERARAEBRICE D B
B =7 A FIWNIRIEZE 2 T 4 BRI EROHRS LR
BT, BRBZERO 49 fEHL D LT MR, TH2E N~



S SR I I AR D S FE MR M ASED ST 5 U,

16. EHBHEE

16.1 MR
Tl B R N 2 8 BN ARA) % 5 H M Z2fE e SRS ¥ G- L7z (=~
SPLAMENVELTLIHHEIZ375mg. 2HEA»S 5 HHIIZ
125mg) & EZ DI REHER 2K 16-1 12, EWHE T X —
¥ D% K 16-1 ISR T,

(11 g/mL)

40 4 e #5 1 HH 375mg, 2~ 5 HH 125mg

CE¥ME + EAHERZ)

v a—/g (5)

NI R R ORI S N ze RE(EOZ Y Y P LV E VO3
e P 5RO 50.7%, JRAPPEERIZHR S RO 19.0%TH
D, 5= 187% FEPICHGED 12.0%, RIS 2O
6.8%) HMCEHWL LTHRksnY GHEAT—% ),

16.6 HEDHRERT 258F
16.6.1 BiEEEREESRE

B (60<HE5RERME S MR [eGFR]<90mL/min). W4 (30
<eGFR<60mL/min). E (eGFR<30mL/min) O HEaER:E
BELSHIIAK (¥ FLIVEILE LT 375mg) % B
%5 L7z SEOEMBRO R E £ 163 1R BE, hi
B O TR ER LN Y LAY LD AUC .
AL L CENRZN 144 15, 149 5 R TV 1.60 f5TdH - 726

BRES TS 7V HBSES
o
S

-

) '

HEAT—%). [92 ZH]

#16-3 THEREREE B S L AEHEE A & oS BhRE Lk
Eaca % | Cmax*! |  AUCoinf*! RERER TR § B L2
x ¥ | (ug/mL) | (ug+ hr/mL) Cmax AUCqinf
. 155 996.0
RN 8 ) (26.0)
205 1432 1.32 144
z B8 159 (20.8) (1.04-1.68) (1.17-1.76)
o 205 1483 1.33 149
;; HEE| 8 (12:6) (26.0) (1.06-1.66) (1.19-1.86)
. 172 1596 L1l 1.60
SR8 ) (26.1) (0.87-142) (1.28-2.01)

X1 RAEIE (%ZEIRED

0 - - - - - - - - - - - )
0 24 48 72 96 120 144 168 192 216 240 264 288 (hr)
g
16-1 KEFGRE O MR EHER  (EERN)
#1611 NERGRHEOEYHE ST X — 5
" , Cmax*1 Tmax*2 AUCo. . *1 Ti2%1
BIH | PR (1 g/mlL) (hr) (1 g - hr/mL) (hr)
223 2.50 3729
1HH 8 (14.8) (1.50, 8.00) 12.0)
28.1 2.00 518.3 514
5HH 7 (15.6) (1.00, 8.00) (13.0) (19.0)

X1 AT (%L B ERED)
2 Ll OR/ME, KAl

16. 2 WRUR

16.2.1 REDHE

TR 14 BUCAH (=Y P LVENVE LT 375mg) %220

X2 RTINS DL (90%FE X H)

16.6.2 FHiRElE=ESE

¥ (Child-Pugh 703 A) IFHEREREEBE 9 HI R O P 1

(Child-Pugh 4% B) FriaEmERE 8 Bl AH (¥ ML
VENE LT 37mg) % HAREI%S L7z & 2 EQEYTHED
A 16-4 18T, BERNPEEIFEEREREEOT ¥+
LVEL® AUC 1, EERA L IR L TZEhEh 1.03 5RO
087 CTH o727 HHEATF—%). [93 5]

W MR - mh v ) — ARSI R R 5 E L 2L 20
SMIEIRE IS5 X — ¥ D% K 162 1R T,
%162 375mg HEPGRFEDOIYBRE NS X — 5

o2 i Cmax*! Tmax*2 AUCqins*!
etk (u g/mL) (hr) (ug - hr/mL)
214 2.50 1236
22
T |13 (23.5) (1.50, 4.00) (23.2)
. 20.0 6.00 1538
1553
R 14 (16.4) (1.50, 16.00) (15.8)

7 16-4 IFRERERCE B L AR & DI BB LR

PEERE £ | Cmax*! AUCop.inf*! R B AR 9 5 b2
* ¥ | (ug/mL) | (ug - hr/mL) Cmax AUCoinf
. 205 1150
REEA | 8 (15.1) (©24.4)
W e | o | 182 1180 089 1.03
B | R (17.0) (30.1) (0.77-1.02) (0.81-1.29)
i3
o . 153 1003 0.74 087
& ) 8 (30.4) (24.6) (0.60-091) (0.71-1.08)

1 BT (LB

1 RIS (BEBIRED)
%2 P (R/ME, RRAH)
%3 mEW - mAro) —f

16.3 9%

IyYPLLVELVOR MLFEEAKAFTIE, 97.7~987%Th -
7293 (in vitro)o
16. 4 35

R AT 6 FIIC[UCl= > ¥ FLIVEL 7<)V 375mg i
et R AT B A Bl SN 11 & S G e SN 8 [ N s e
N, REWELTZ Y FLVE LD S TR B S 1
7oo R R OHEMR CIEFITREMAEIRB S Nz BrEA
F—=%)o

$ 72, in vitro fGEHFHBROKK, RECEEHORHYWTH L
YYMLWVEVD MY T Y= VX FIVARRL DA 5 — VA
FIURIE, CYP3A 2 &5 LHHBO CYP 45 FHIC L DV AERSNS
LR S N7z,
16.5 HEit

TR NS 6 FIIC[UClZ > ¥ FLIVE L 7<)V 375mg
ZZEEREH G L2 & &, GO 64.8% K% U 25.8% N E

X2 L RATIRAN IO (0% X 1)

*%16.6.3 /N\BZ

6 DL 12 AR o/NREE (TLH]) IZ=r ¥ PLIVEV &K
2B LTI HBEX150~375mg #. 2 HEHA2 55 HHIX 75~
125mg % 1 H 1 MRS Lz &y ¥ b LIVE LV OILEE
TR EEHER 21X 16-2 127" T,



V' a—/\gg (6)

IV Y MLIVEIE CYP3A % BERMERAFIOICELE L. CYP2B6 &
"CYP3A #5385 5%,
Fro, UYLV ENMEPRERAYE (P-gp) KOFLA A
#H'YE (BCRP) O#EEHTHY. P-gp. BCRP., A7 =4~ b
IV AR—=F—KRYXTFFF (OATP) 1Bl. OATPIB3. Fik
7=+ b5V AR—=%— (OAT) SROAEHRAIFF YT U R
A—%— (OCT) 1 #MHET 59 [81, 10.2H]
*16.7. 2 ERpRELER
FREER N % 0t A A B % 50l L 720 DEATE 3R B8 I
BT PLIVEVORERTL Y ¥ b LIVE L Oy H)RE
WZRAZ TP DR 4 K 16-6 S V5K 16-7 12733 2 101 1),
[8.1. 10.. 102 =MH]
B, TV PLLVENME, FBAEL ) YV - ZFZJVITA LS
T =V OREYEEIZHERIICEROD i BEE RIZS o
72

166 PHHSEOREYEEICKIZTZ Y FLLELVDOEE

. - DR 2L D Bl 512
B k- g B 2 L

A PEAISE | R H Cmax AUC.inf

1HH
IFVIA zs’zzmngé 2mg | AFEBS | | 280 6.77

(CYP3A J£7) E | 5HH (238, 330) | (6.16.7.44)
125mg
[&:S:1)

0: 1 3 0D M e 15 L2
(ug/mL) @ ff20kght 1-30kgKilk " ik - #l e ‘LM%;? t
X HT30kgh |40kg il I3 Iy Y M7
J;é} 60 | A #HM40kgbLL: AR | PRI | Al H Cmax AUCoint
X 347
i ARG 147
x X >§ < sHA | | 030 167 (Bii izz)
pd X %3, X
340 & X FEERY VY
¥ ° $ R ]
, o T oagx sk P (4 BT Img | A d 124 238
v ° o ; e X X Py oy &5#%14(N9Hm (223, 254)
v . gk B ) > HH : -
v 204 B, . e 1HH IR . 158
W 4 % e 750mg. w25 1| | 170
§ at 24 X 2~5HH 10HH o LN
0 . : : : : : ) 250mg._ KI5 " 111 125
0 24 48 72 96 120 144 168 (hr) (A= 5HH (1.00, 1.24) | (1.22, 1.28)
IR 7L rzvoy % S A 110 12
. . &R 10 %5 5| 14 : :
X 16-2 6 B LA L 12 Bk o /N % T o MUAE il e 5 %ff;% %f*izﬁ 099, 122) | (110, 115)
LYY PUVELVOMmMBERRET—5 (228 KA ¥ ) ZHWT L) TN
B R B REARAT % 17, 15 N2 RWBIAE < T 2 — & R fl BB 1| 889‘1’ o 0}'0‘1‘ o
24165 1R 9, 0HE 89, 1. oL 1.
#1655 6mU L 12MEBO/NEBRETCOZ S FLILELD D= 0.25mg | ARG 14 217 a 131'31152)
R Y BYRE ST R — & (P-gp F£'HD) M | 1HH (172, 273) | s
. - Bl | Cmax*! | AUCp..*! OANAY F ¥
il k- |y (g/mL)|(ug - hr/mL) (BCRP, 500mg | 25mg | AHEL ||, 197 165
264 5076 OATPIBI{U' | Mill | ¥ | 1HH (173, 2.25) | (147, 1.84)
1 HH 375mg. 2 H LHH 18 4.7 (16.4) OATPIB3 %E)XS M‘ﬁu)’l
40kg BL I H~5HH 125 .
f %ltilﬁ?Tg sHE | 17 | 57 7318 RN oL
e (183) (262) (OCTL. OCT2, R | RS | 1.03 1.02
932 4318 MATEL J 08 L] 1HH (091, 1.16) | (0.94, 1.11)
1 HH 250mg. 2 H 1HH | 27 ’ . MATE2 #£) Hifn
30kg Lk k- (14.1) 29.1) :
oo H~5 HH 125mg 1~24
40kg Fif e 366 8284
% 1 H 1S 5AH | 27 o1) 259 HH 150 1.80
: . R . FOA¥| 24HH |23 ’ (169, 1.93)
20kgpt | L 1H 180me. 21 LHH 28 &g) ﬁ% TR il
S%g*ﬁ H~5 HH 75mg % 203 T agl, |37mg | mg
& 1H 1 [y 5HHE | 27 ' - " |~ HH| 1~24
(20.6) (24.1) %XF7 1%5mg HE
51 RATFHI OOZBIRE) . BEMEWHEM >~ 7 I NONMEM (2 vion | e o s 107
o MBS A — 5 % NFRA VT HEEH (e IR #6 cag| 24HH |23 ﬂmvwn (0.98, 1.18)
16.7 EYIEEIER o 041 7
16.7.1 In vitro RER 002mg

¥ BRI (90%[5 HHIX 1)

%2 : 250mg

%31 PEIEE 11 61

¥4 1 PR 13 61

%51 Y ML VE VIR GRCHT A OFES RO 3 7 a Ry
7419 1 (OATPIB1 0 OATPIB3 DM NA A~ —H—) @
Cmax S O¥ AUCo.96n D AT FIME DL (0%EHHX M) X, ThEh
1.15 (111, 120) %0111 (1.07, 1.16) TH -7z

%6 AE AT —F o EPNIB VT, [ B3 2 2R S ah Hid &k

ENTWZRV,
¥7 0 AUCo.
#167 T ¥ b LIVENVOIRYBIREIC MITT ISR
K55k ARIE O HMBE G5 B M
% Bl RS ST
R PEAE | A% | K 1HE 5HH

Cmax |AUCo: | Cmax |AUCo..

1.05 1.10 1.24 1.31

14| (098, (L03, (L18, (1.26,
L14)%4 | 1.18y%4 | 1.30)%* | 1.38)%4

9~5 1 H ) ) ) )

4 F732F| 200mg 1HH
V=) |LH1WH*| 375mg,

nwsse] g | e | e || R
¥y |LH2E| () 66, 63, | (035, 50,

1.28)%5 | 0.99)%5 | 0.69)*> | 0.59)%5

%1 BRI O (90%[E HHIX )

%2: 4 bFaFV— ViS5 1 HEOA L H 2 mES

3 AW EE VI 1~3HHIZ100mg # 1 H 2 M5, 4~7 HHI
200mg # 1 H 2 % 5-L. 8 HH2*5 300mg % 1 H 2 m#5-

¥4 1 PR 13 61

5 1 PRI 3 61

W) AEOKEINAIEIE 25mg FEL N 125mg $ETH D . K

ORE-HAEZ Ty L VELVE LTI HEIE 375mg %,




2HEA»S55HHIZ125mg % 1 H 1 M#FEORE$ 5] THhb,

17. ERERAAE

17.1 BURVCLRLMEICET 558

GRE

1711 EEERE N /NERER [T12271 HB]1 EWHE/N—

(jRCT2031210350)

12 2L B 70 Mk (18 mk A 3R E 40kg ML RICBRE) @

SARS-CoV-2 12 & 2 I&YefE i 2 0t 512, 1 H BIZAH 375mg

Z, 2HHE25 5 HHIIAA 126mg # 1 H 1 MFEOHRG L2k

E0, KRAOHFHUER O EEREZRFTAHZLEZANL LTS

b ARt IRV 2 b — T ARG A TR B I BGRER & F i L e EEEE

i H 13 SARS-CoV-2 12 & % IEHHED 5 HERDPAE T % £ TORS

f(%1) & L7

(%1) SARS-CoV-2 12 X 2 EYED 5 R (O RIR L IE S
& QB ITS IR OFRANIHEITEY, @OHEOF
F O] OFREIRE BERHEARAAAERE (0: &L, 1:
BREE, 20 HRAEEE, 30 ) CEMOL. BEOERIT 5 AE
ROFTRTHEUTOREZ D4R L &b 24 BlERE L 7236
L3Nz,
- SARS-CoV-2 12 & & JEHGHE DFAETT A & HAE L 72 BEAFRE R
T, R—=AF A4 ¥ (HGhHied) RBRTE/LTWDS &8k
B 2SI L 72 ERIC D W TR, R—= 5 4 VO HEIEE
DEEDOD DIPEFELT., PHEEDO D OITEELT., &
JE D b OIFREE DUF N EE A AR L 22 IRE & 2
LTk,
- SARS-CoV-2 |2 & % &Y O FAE T 20 & 748 U 72 BEAE A IR
Ty N—=2A 54 v (FH5HRE) BETELLTwRWVE
BEERZ AW L RSOV TR, R— R T4 VIO ESE
EXAEEODDRIEEDT, WEEOS OIPEELT,
BREE D b OIFIREE LT ~HE FE ASHERF ) e L2z RiE &
hHTE,
- ERRUALoSER [SARS-CoV-2 12 & 5 EIE D FERERTIZ 1
HBHELTBELT, R=2A5 4 v (FHuikE) KL
FHLUEIR] I2owTid, ZLoREERLZ L,

e b a7z 121560 (HARN66261) ©HH, X—=2AF 4~
D BIHTHER VAR 2 IV 72 RT-PCR T & 9 Btk & Il &
M, & 512 COVID-19 DIEIRFEB > & MAE 2 LTS £ TORR A
72 WK TdH o 72 690 B BT 5. EEFFHEHE O#5 R IER
171 RO 171 DL B Y TH- 7212,

F17-1 EEFFMIHEE ORH

AFIE 7T & R
g D 336 321
TR 254 233
SARS-CoV-2 12 & % J&GHED
5IERDIRAE S % F ToORER (hr) 1679 1922
DH il
p i 0.0407
NE— R [95%EHIX ] © 1.14[0.95,1.36]

a) SHRDN—=2F 4 YDA T 7 HF T 0 UKW L 7= BEBRE 137
iRAY o Sy A

b) B EARMERM 5%, SARS-CoV-2 12 & B IEREICK T 57 7 F D
HiE% g & ¥ % Peto-Prentice O —#%{k Wilcoxon it o

¢) SARS-CoV-2 12 & 2 EYHEICKT LT 7 F VEOFEE & L2y
Cox NH— FET I,

vVa-—ngE (M)

(€3]
S 100

23 80

60

?E 40
20 +

— AHIEE
- = JItARE

T T T T T T T T T . |

0 48 96 144 192 240 288 336 384 432 480 (hr)
TRREBIA 5 DR

R E K TERBIAD 5 O

AKIEE 336 314 255 186 151 128 113 102 94 79 55
7S REE 321 304 265 208 158 139 119 104 89 83 52

B17-1 EEFHEHEE QRO T 5 > <A v —hi
B, ARBOT BN - B EELIR1720LB) Tho 72,
[7Z1]

F172 TR - Ry

IR (112 DAL 18 mekii 2 DR E 40kg DL 1 X0 18 i Lk 70 i A

JEHE | 2.SARS-CoV-2 Btk (MEFEZALAT 120 WER BANICERI S Mtk % A
V72 PCR MeAR 5512 & 0 AifERR)

3.SARS-CoV-2 12 & % BEYHEDFEIR (14 FEIR D 09 H 1oL E) 5
BB BAGRET 120 WL

4AEVEBALIE IS B VT, SARS-CoV-2 12 & B &HeiE O fE R (12 4
R Y oI, hEE (a7 2) 9 UEOREIRS 1 DU ERD
5N 5%, 7275 L. SARS-CoV-2 |2 & & &Y DI 7> S FF4E L
THERTSH B4 i3, SARS-CoV-2 12 & 2 &gt 12 & 0 HAL L 72
& MBS ASHIE L 729 R BR 2

SRR G- P~ 5T B2 L b 10 0 BEEEATT i 2%

6. (KMDAR) METIER L, HHRL TV TREED v

BrHh | 1.Sp02 A3 93%LL T (SRR

S VAL & SR )

SATIER %2 %Y %

45D E (CTCAE % 5.0 i Grade 2 DA b)) O NP5 B O BRI XL
EEREE AT S

5. & EELLE (CTCAE 45 5.0 B Grade 2 BLL) OB B OB L
FEEREE AT S

a) OBEEK (EHFR) . ORI IROR A, @WK, OEENLILTE

T O IFE LTS, ORAKNIHETEY, DDA, O,

@Egn (WP EE) . GOk &4, @I, @TH, GUWRERFE, @5

T

OBEE (E7E) . O L EOR ., @, @ELEIZT

. OB FS LEHEH, ORKNIHETEY., OBREOIEA, O,

@B (FFRHEE), O &K, O, @TH

c) FERD A I 7 HWEREARANMABRE (0: 2L, 1:8RE, 2 &,
3 HE) Tl

b

%

EIVE B X, 245% (148/604 ) T 1. EREIERIZ.
ERHE ) SRR 184% (111/604 Bl) TH - 7212,
*x17.1.2 ENEINAAEE [T1231 &E] (NB) (JRCT2031230140)
6 i UL L 12 iRl E 20kg DL 1> SARS-CoV-2 12 & % Jfi
SERF 2SI, AR EAEEICE U T HHIZ 150~375mg. 2
HE#»55HHIZ75~125mg # 1 H 1 & O&5- Lz &0,
KA OHEWENE, REERUCAIEERET L L ZHNELT
75 e R IREVE AL I E AT B L BGRAER 2 L7,
TSR E X B R R Rtk L. ARt L LT SARS-
CoV-2 12 & 2 Yt D 2 SR B OBAYRIE S 2 £ TOWFR (%
2) RS HERDIET 5 T TOM (1711 R) %Ml L 72,
(%2) SARS-CoV-2 12 & 2 BAHED 2 fER (ORANZHOE
0. @) OFERIEPERE T REE I 4 BB (0 &
L. 1:BEpe, 2 &pe, 3: EE) CTEMili L7z, WEOE
Fix, 2IERDOTRTA (%1) OREEZDLRED 24 K
BIRRGE L. 2D IS HRIEAS 37.5°C il D IRAEAS 24 I R H545%
L7z6 E shiz,

IAEBLS NI LT BID ) B, X=X F 4 Y ORA Ik E
Wz RT-PCR IC & ) Btk & i & 7z 114 10> SARS-CoV-2

(7



Va—/NgE (8)

W& BIRGIED 2 FER R BRI T % £ TORMIZE 17-3 K&
UK 172, SARS-CoV2 12 & 2 JEHHED 5 fERDRIET 5 T TD
WEEEE 174 RO 17-3 DL BY) Tho7213,

#17-3 SARS-CoV-2 IZ & B BYHED 2 MR K OB AT 2

TORFH

AH 7T & R

ikl 63 32

TRAEEL 55 27

SARS-CoV-2 12 & % [RYE D 2 fiE Ik OF 1405 1462

BAAEST 5 £ TORM (hr) OHdLfil : :
[95% (I 1] [1094, 1741] | [92.0. 1889]

TERI 7 [95%5 BHIX 1] 5.7[-73.6, 434]

a) N—=2A 74 YRHIERIEOERZ M2 LT b, U 2 IERL U
WO D H—HRM U 7 BBRE AT 20 5 BRI S 7z,

(%)
100

— A
B — — Tk

DEINFHFCHMELRGRFHS

T T T T T T T T T . .
0 48 9 144 192 240 288 336 384 432 480 (hr)
5 —ge
FEEE R THIRBIGA S DR

FHIBE 68 55 43 33 22 21 18 18 14 13 9
TR 32 26 21 16 10 9 7 5 4 4 4

[% 172 SARS-CoV-2 12 & 2 &G D 2 SER L OB AR T % &
TOMEOH 75 <4 Y —hi

# 174 SARS-CoV-2 |2 & 2 BHHED 5 FEIRHIRIES 5 £ TOR

H
KA | 77
B n o
T 57 31
SARS-CoV-2 I & % BHefiE D 1405 1413

5 FEARARIET % £ TOWER] (hr) O rfgefi

[95%15 JEIX H]] (1094, 16801

[115.0, 195.8]

Sy —. 08
B (95910 1) L2, 171

a) SHERDON—=2F 4 YDA TN T 0 T —ERKM L 72 el (3
Hrar HERIF S Tz,

(%)
100

%80
60

40 +

] 20 -

— E
b — = TobAR

T T T T T T T T T T T
0 48 96 144 192 240 288 336 384 432 480 (hr)
i PHD
pp— ARG 5 )

AARE 71 62 46 34 23 22 19 19 15 14 10
TIEKBE 36 31 24 17 12 9 7 5 4 4 4

17-3 SARS-CoV-2 2 & 2 J&YAE D 5 FERDPIAE T % F TOlF
oA TS5 =AY —lig

BB, RRABFOELER - BAHERBIRITS50LBY) TH -7,

[7.2]

®)

#1755 TR - AR

IR
Heie

1.6 L B 12 kil 2o R E 20kg DL E

2.SARS-CoV-2 Bt (MEAEZALRT 72 BRI DL ERIR S =ik 2 H
W7z PCR A5 & 1 #ER2

3.SARS-CoV-2 12 & % i 0%k (14 fER ) D9 H 12 k) 5
BUUE AL A B2 AL TG 72 IRg R DL

R P oHb, PEE (a7 2) O UEORERD 1O ERD
S5N%. 7272 L. SARS-CoV-2 12 & % EYIE DFFERT A S AL L
7IERTH B A 1X. SARS-CoV-2 12 & 2 &g lc & b EAL L 7=
& BB ARG AR L 72 RE RIS B 2

5. (LMo &) RESER G- BIE~T G5 THA 5 &b 14 H B R
DU HER

6. (TMOA) MHETIE R, HIRL TWAAFEED 2w

ExAt [1.Sp02 28 93% LA (ENA)
e 2MERBGEET D
SALIFE: % %5 %
4/ COVID-19 B % Rt JIEVEAE BT & BB S N7z ik £ DEE

Wb b

5Schwartz XI2 &2 27 L7F=v 2975 ¥ Z 30 mL/min i X
IFEN 2 LEE T LMAMOEREREEH TS

ONFRRZE SR 4 (IR, BRIRIE L, PRI 2 &) Dkl
EHT A%, BEONEERELET 2

7T ONA LI TAPADIHEEND 5

a) OBRIE ORI . OB AR LI ARONA, OB, @EELITFR
T @S ITH, @BKIZHOTY, OO A, B,
@BYh (FEEE) . Ok, Ok, @QTFH, GRERG. W

b) OBEE OEFE) . O LEONA. @, OEEIFE
. @#o ITEIFHH, O©HBALIESTY, OREOFA, O,
@BYIn (PR, O 5K, OEE, QT

o) HERDZ a7 B YIRA I REF 4R (0: 2L, 1B, 20
SERE. 3 EJE) CCEMl

BIVE S B X, 19.2% (15/78 1) TH Y. EBIERIZ.
EBILEY REABD 141% (11/78 61) Tho7213,

{FBAD
*17.1. 3 EEELRISE NEEHER [T1331 5£ER] (jRCT2031230124)

REEN TP O SARS-CoV-2 &% (FI5EHE) @ 12K Lo

FKRENFEEEEZNRIC, 1 HHIZAK 375mg 2. 2HE»S5H

HIZA# 125mg # 1 H 1 \HEOHES Lz & 2o, KAOFRMH

RUORENEZRFT AL ZANE LTT S LR REES{L

MG ATERE M G BR 2 S L 7o FEFHMEEEI 10 HE £

TIZ SARS-CoV-2 12 & (P el et Bd © RT-PCR Fnlthhfik)

L. 222 COVID-19 #EfR % FiE (1) L7728 (A XU M)

DOEFE L7,

1) M49ER (OBREK. OFWHIIAROR A, @R, @OF
&, O, ORAKXIIHITTY ., OHEDOHA. O, ©
By (PR, k&%, OEH:, @TH, ORER
W, ORERE) 05, Wiy 12U EoER (BF
FEIRDBGEITEAL) A48 BRI LD SND T L,

IR SN2 2387 D9 B, H IR A M T o RT-PCR Oiff
RD 5. YbRHE D SARS-CoV-2 Btk UHIFE 3 O Bt AR S
N7-BBeE 2041 B (HAN 536 Bl) 2B 5. FEFMEE O
WEEIEIT6DLEBY TH- 2,

F 176  LHEFFEHE O %

AR 75 & R
% 1030 1011
AN N (EE) 30 (29%) 91 (9.0%)
Y27 [95%EEX ] @) 0.33 [0.22, 0.49]
pfi? <0.0001

a) WEEBE OREIRFERED & BERE A NKS  TORFR (48 R A, 48
FERHIDL L) ROH ek, HAR, ZoftioHhis) s LR
7V YRR T MDD  — b R, iR s I Ay —E L,
2T fiE 2 HIBARE 3 & AR L 7zo TIA 35K HE 5%,

B, ARBOELBEN - BHEERIRITTOLEBY) ThHho 72



FATT TR - BryEE

IR
Jeie

LI2 gl b

2.SARS-CoV-2 Bt (A ALATIC RIS N7 5B MUk 2 F Vw7
PCR M 451C & ) FEHERE B ChERR)

BB LMFL TV DHE

456857 . COVID-19 @ 14 fEIR 2 DWW & [ UEEIRDFED
Sy (FEESRBIGERNT 2ER? 1 2OARD SN LA
L L)

54058 D COVID-19 FERDFEAE D & 72 BE LLPINC 245 A L AT
EEEZoNS

ErAt (1825 14 H 2 COVID-19 WA DI S A YRR & 7z

FEHE 123835 6 # H T SARS-CoV-2 Ptk

3482 3 » HIIZPL SARS-CoV-2 €/ 7 u—F Viifk x5 37z
43876 » HRIIC SARS-CoV-2 7 7 F ¥ & Fefli L 7=

a) OBRE. OFWRHIEOREA. @B, @OEE, OFEH,
X325, QDA O, @-Hh (HREEH) .
Mg, @ T, IR, QR

[GEFS
O X 4.

RIEZE B, 16% (19/1190 B1) TH D,
CRIERE 2 Ao 72 10,

18. EERHEIE

18.1 ERH4R
I VY FLILVEVIZ SARS-CoV-2 3CL 7u s 7 —E#MEL,
RV Z R EOYWHIET 52 & Ty T AV 2 OBERE P
j—z) 15)o

18.2 FEBER

*%18.2.1 In vitro U A )L AIBFEHNEIZHR
IV MUVEVIGHIRRE R R WM ERICB W T, SARS-
CoV-2 R Bivk (BEkMk (A RH#). alpha ¥k (B.1.1.7 &%),
beta # (B.1.351 &#). gamma # (P.1 %#). delta &
(B.1.617.2 %#%) . theta ¥k (P.3%#%). lambda ¥k (C.37 k).
mu #k (B1.621 &%) K0 omicron # (BA.1.18., BAll., BA2,
BA2.121, BA275. BA286. BA41l, BA46. BA521, BEL,
BF.7. BF.7.4.1. BQ.1.l, CH.1.1.11. EG5.1, JN.I, KP.3.1.1,
LF.7.6.2, LP.8.1, NB.1.8.1, XBB.1. XBB.1.5. XBB.1.9.1.
XBB.1.16. XBF., XE. XEC R0 XFG.11 %&#t)) (<% LT
ANWAEREZ R L. 50%FE#EE (ECs0fi) &, VeroE6/
TMPRSS2 #ll#2 T 0.14~0.99 x mol/L. HEK293T/ACE2-
TMPRSS2 2 T 0.026~0.064 £ mol/L TH o720 & bRE LR
3T BT TN & VMl #%1C BV T, SARS-CoV-
2 WRER bk (delta Bk (B.1.617.2 %#%%). omicron # (BA.1.18,
BE.l XU XBB.1.5.19 %#%) ) (2383 % ECoo i& 0.0514~0.195 u
mol/L T& - 72 10~19),
*18.2.2 In vivo :i A L A{EA

SARS-CoV-2 IR EEMR 2 M L 22 e~ A 12B W T, =¥
FLVENVIE, T A NVABEREEED S ORGSR Y £ )V X
4B S OHEGDOVTNORETY, MiMEN T A VA
fill % JH EARAF IR S 720 F 72, SARS-CoV-2 <7 ZABI{bk
FHE LAY AR EFVICBWT, BERELEL Ty Y
FUVELVEECEER YR, AU O R OCRERD oM
T332 57z 20,
SARS-CoV-2 =7 A Btk % Bl L 72 BB g~ & 212 B W
T TY Y MUYV E Y AV AR 24 BRI FRE 9 IC P 5
L7=856. R & R U TR N 7 £ v 2 il & A & &
oo Fio BBEEE LT, Y FLLVELET, HEKE

1%L EIZHEBLIL

IS AR R O YL Je UK TR A O P 25388 & 17z 20,
18.3 Mtk
*%18.3.1 BRAREtER
CGRED

EIRRILE S O/ A RRER (T1221 3ER) BMAH S— M2V,
AFHIHRE 345 B, N— A T 4 VHitR CHARTIFIT TR TS -
TR 204 Bl 9 B, 19 BITAKIF 5 #12 SARS-CoV-2 3CL

vV a—/ngE (9)

Tus 7 —CHEBIIT IV BERPRO LNz, FDI B, KA
HIZBWTOA 2B ERDONT I ) BEZERIE ML (12
Bl). M491 (3#1). S144A (2 1&]) ThHh o712,

EN 4 MAHRER (T1231 #BR) BT, KHBE 77 flp, ~X—
AT A Uit CIRILECH AT 25 _I HETdH o 1 27 flo 9 B,
3 BICAFPE G- %12 SARS-CoV-2 3CL 7u 7 7 —EHIKIZ T 3
J BBERMED bz, AFIBEICB T MAIL A1 FICiEd R
72 23,

<%sz>

JLE) 5 MAHRER (T1331 #B%) (2B T, AHIRE 1030 FH,

ﬁﬁ?%%~74wxﬁﬁﬁéhtﬁﬁ%&mm®o%\MM
T IERIRNT SR CTH o 720 TD D B, 27 BITHRAN 5%
12 SARS-CoV-2 3CL 7ua 57 —EMHBIZ7 I /BERIED S
N, KEFIZBWTOA 26U ERDLNT I BEERIT
M49L (10 1), T25A (4 %1). M49I (3 Bl). P52S (3#l).
T251 (261) TH-o729,

*18. 3.2 FEERARELER
SARS-CoV-2 MR HERE 2 Tl 72 in vitro THYERBEERICB W
T 4 UG L 245 5. SARS-CoV-2 3CL 7u 5 7 — BHIgIC H
—O7 3 LR (D48G. M49L. P52S JL U S144A) K U#i%
OT I WER (MAIL/S144A) % E T DD Sz 2,
T25A. T25I. D48G. M49L. M49I, P52S X i3 SI44A Z3HA L
7R 2 SARS-CoV-2 1Z. =¥ ¥ PLIVEIIZH LT 29~17 %
DIEZ M T 2R L, M49L/S144A %3 A L 72414 2 SARS-
CoV2id, =¥ FLVENMIZH LT I100 0Kz T 2R L
7> 26). 27)O

19. BRSNS ICET 2B{FEMMEA
— B Y P LVEL T VER
(Ensitrelvir Fumaric Acid) (JAN)
(6 E)-6-[(6-Chloro-2-methyl-2 4 -indazol-5-yl)imino]-3-[(1-
methyl-1H -1,24-triazol-3-yl)methyl]-1-[(2,4,5-
trifluorophenyl)methyl]-1,3 5-triazinane-2,4-dione

Lo

monofumaric acid
7 F3X ¢ CoeHi7ClF3NoO2 + C4H404
7Tt 647.95
WK Ao ETH S,
b5

)k Cl
2\ )\ . HOZC/\/COZH
F
Al : 2452°C

TREREM
@iuu VA7 EHEEZRED L, WYICE/T L L,

/ ~
HyC— N “N—CH,

*%22 A%

{J 2 —/NEE 25me)
18 3¢ [18 ¢ (PTP) x1]
{J a—/NEg 125mg)
6%t [68¢ (PTP) x1]
78¢ [78€ (PTP) x1]
28 8¢ [148¢ (PTP) x2]
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(202600175)
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HAEE =Y P LIVE LD SARS-CoV-2 &S D5 IE N F
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HNEE =Y FLIVELO SARS-CoV-2 3CL 7 a7 7 —
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HAER : =23 FLVE VO SARS-CoV-2 BEAIILIC BT 5
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XCV 19T
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24, XEERERVENVEDEE
IR RS B v 5 —
T541-0045 KB ihiHde X EERT 3 T H 1% 8 %
TG 0120-956-734
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