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UL A U, P RO Y I AIIVEE, >
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DUBEE. XX MU I [EIEIEEEOEEY 2N
PEEME CND > SERMED 2 NEZET) O EWEE.
INVF=J, JuFotUr, VT RUEEE 7=
PES. TENZDEY s FINATILEY S ARFY I,
ARLFH I, ¥F5T 400 (TR, NIVFF T 1
VIR /KR, OIFERATIVEEE, U7y TF 2,
TaxL /2 UN—OFH N2, UFTTT7 b, TV
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M. RAT7zZ b F MU DLKIY, U7y EY
> k1 3uA rFU Y (St.John” s Wort, &2 b -
Ta—2X-TJ— b)ﬁﬁﬁ&[mlﬁ%J

2.3 BHAESUITHEEEDH 2EE T, IIVEF 2 2G5 H
DEFE [9.2.1, Q&Lleﬁﬁ]

2.4 EROIIFRL TWAATREME O & 2 0t [9. 5 B ]

3. #ERk - MK
3.1 #HRR
e v O—)\NEE 125mg
1 gEH
BN I MUIVEI T7XIVEE 152. 3ng
(T MLIVEILEL T 125mg)
D-)>=Zbh—)b, Z7OZXHNAO—ZAF R TLA, EROF
Al 7O O—, BEEKT A B R o—X,
ATTV TR T L
3.2 WHIOMK
Wk7c 44 VJ O—)\N§iE 125mg
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A% 711 @ @
E1i} O R
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Ha—R @ 711 : 125
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4. ZhEE - MR

SARS-CoV-2 [ & B R HL4E

5. ZhEE - IRICEHET EE

51 AR DHEEMBIZDONWTIIRFIOHA RIA 2 EBEITTSHZ
L,

5.2 T17. ERMEE OHONEZEZRIML., AR OEME KR OLE
P2l HE L 7= BT AFI O A ONnENZ2EEICHRNT S
&, [17.1. 1 B8]

5.3 FRERE D E L SARS-CoV-2 IT
BiEnTunizn,

6. AiL-RE

WHE. 12U EONERTEACE I bLIVELELTI
HEZ3T5mg 2, 2 HEAS 5 AEE 125mg & 1 A 1 F#gO#%S
ERGE

7. A% - AEICHET 5 EE
SARS-CoV-2 IT K 2 HEHWE DR N FEB L Th s e nicikE %z
BIRY 5 2 & AFOFEIIEEIRFER S 3 HE L TITHRSH
MHENBFITBNTHEES N, [17. 1.1 B{]

8. EELEAMIER
ARNIOFHSEA CHAERAZR T ZENH 50, REHDOT
NTOEKEMHRT DI & Fio, AR THBEPITH IO
AlelRMT 256, FICHRT 2L BETHEETL L,
[10.. 16.7.1, 16.7.2 ]

Q.HEWEEQETéﬁﬁtﬁTéﬁﬁ

9.2 BHEERERE
B aeE %%‘Eﬁ%t U BRI R L TRy,
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BEHELREWZE, TN FooMPBEEN EETI2EENNH

& 2 EYYE B I T 2 E R

%, [2.3. 10.2 ]
9.3 FHRERRESRSE
i REREE BT 2 R & U BRRRHBUSFEEL Tz,

9.3.1 FIEEREZEDH BHEET. ANEF U EREFDOEE
BHGLIanwZ s, DVEFCOMHPBEN AT LZBZENNDH
%, [2.3, 10.2 2]

9.3.2 EEDIF#EEREEE (QNEFUEREPOEEER)
BB N, FRIOMPRENEL < LRI BENnN

H%,
9.3.3 PEEDOHBEREEE (ANEFLERFPOEEER
<)

AFOMHREDN LA T D2BZNADH S,
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£/, in vitro KRB OME, RPOR#HTH T > ML
JWVENL® R 7Y =)V AFIVIRIZ. CYP3A Z &0 EE D CYP 43
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MATE2 3£20) LE
X1 BMTR/N T O (90%(F X )
X2 250mg &E

X3 1 BEAIRE 1L 4
X4 JEORRE 13 4

) AEORZINZAIBIL 125mg g2 THO., HE - AHRIZ 18
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TNH %,

NS DOEHFD CYP3A
FBEERICE D, AA
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14. BRALEDIEE

14.1 FFIZMABOEE

PTP A DIANI PTP > — "BV L TIRAT 2 & D 5T
HZ &, PIP 2 — b OREMKICE D, FELE A ERAY ORI A~ A
L. BIJIIZEAZB I L THIBIAAZOEERAIHEE T S
ZEND B,

15. ZDfDEE

15.2 FEBRAREERICE D < 154R

N A FIICAEE 2 U3 4 ERRER O 5 L B igic
BT, BREHZRO § 54840 LT, FRMK. 3% Hi S
BT BRI SR O 2 RIS AR 5T B D,

16. FEMBHHEE

16. 1 MARE
fRER R A Lot 8 Bl AR & 5 HIEZEER g/ %5 Lz (>
SHRLIIVENELTIHHEIIZ3Tmg, 2HEMS 5 HEIR
125mg) & EDMBETREHBL ZX 16-112. EWYEHRE/)NT XA —
& DEE16-11TRT,

(11 g/mL)
40 1 —o— %51 HH 375mg, 2~5 HH 125mg
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16-1 RIEHGRE DL M AP R ERES (RN
#F 16-1 REHGREOEYEE/NS A -4
" » Cmax*®! Tmax*? AUCy- - ¥1 Ty %1
BER BT (hr) (g - hr/nL) (hr)
29.3 2.50 372.9
LHA 8 (14.8) | (1.50, 8.00) (12.0) B
28. 1 2.00 518. 3 51.4
SHE LT 56 | oo, s.00) (13, 0) (19, 0)

X1 TN (EBRED
X2 HRE (RME, RRE)

16. 2 HRUR
16.2.1 REDE
feRER A 14 BlicAK (T2 FMLILVEILE LT 375mg) #2408
RSO SR - B0 —RBRBICHER DR GEL/ZEE0
HYBHEIN T A —% V&R 16-2 1TRT,
2 16-2  375mg H[a[% SRFEDQ Y BRE/N T A —F

’BHE P Cmax*! Tmax*? AUCo-inf !
&M (1L g/mL) (hr) (g« hr/mL)
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e .
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A 20. 0 6. 00 1538
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R U (16. 1) (1.50, 16.00) (15.9)

X1 R VEBIFRED
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X3 wilEN - w0y —f&

16.3 9

I3 MLIIVEOE MEEARSEHEIZ, 97.7~98. T4 Tdh >
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16. 4 {3t

fREERAICT > NLIVEIL TVl (EAD 2 HEkE O
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(Gl w2 5HE (1,00, 1.24)] (1.22, 1.28)
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EEXLEIN 1216 6] (HARN6626H) D5IB, X=X F1 >~
D E YA <WRRK Z D 72 M RT-PCR 1T & 0 Bk &l &,
& 51T COVID-19 DREIRFEH A 5 AR L BT F T OWRERIAY 72 I
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U7z POR RS & 0 AR
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18. 2 ZIBER

18.2.1 In vitro 7 A )L AHEFEINFIZHE
I hLIVEIZMIfaRsERZ A WRRRICHB T, SARS-
CoV-2 B FR /v llEkE (IERkE (A R#5). alpha ¥ (B. 1. 1.7 %),
beta # (B.1.351 &#). gamma #k (P. 1 ZH). delta #k

(B.1.617. 2 %H) . theta Bk (P.3 &H). lambda ¥k (C. 37 %

). mukk (B.1.621 AH) KW omicron Hk (B.1.1.529 7BA. 1,
BA. 1. 1. BA. 2, BA. 2.75. BA.4. BA.5 &KOFXE Z#)) 1oL THL
TAINZIEEER L. S0%AEIIRE (ECs0fE) &, VeroE6/
TMPRSS2 i@ T 0. 22~0. 52 zmol /L. HEK293T/ACE2-TMPRSS2 HHi i
T0.026~0.064 xmol/L THo7z., #FME MEFEFRMEOE
DB LR 3 RITBMEEET TN ZHVWZMEEERICBVWT,
SARS-CoV-2 FRJR 7 EiEkk (delta £k (B. 1.617.2 %#)) ITwd %
ECgo 1% 0. 117 zmol /L TH o 7= 1V,

18.2.2 In vivo IV A IV RER
SARS-CoV-2 [RIR Bk 2 R L 2R D ZITBNWT, T2
FLIVEIIZ, DAV ZERERD S O G R 1)) Z %
2 FEIEN S DG OVTNOHAE TS, fliflE&NT 1 IL AN
fili 2 F BAKE RN S /72, F7z. SARS-CoV-2 < ™7 2 BlifL kR
EHBLEYIZABEETIVICBL T, BEEBEL T >
MUVE B TEGEROLE, EFEMEOERE K ORER A O
HIERD 5 19,

18. 3 M4k

18.3. 1 EGFRELER
ERRSL RS T/ AR ER (T1221 fBR) & Ma M/ 8— M icBWV T,
NR—=RTA itk DEEEFIRIT W HETH > AR OWHHRE
MBID DB, 10 Fil TARER 51T SARS-CoV-2 (L YO 77—+
FEIICT 2V BAERNED SNz, FDIE, AFITIHOT
J B R (A234S. L8TF. H246Y. T198I : &% 1 i) 28D 5. 6

(6)

BITAEZLGRNCEDONLTY 2 VB E T I VAR DR
(A94A/V, L272L/P. T45T/S. M130M/V. K100K/Stop & M130M/I.
D263D/E : & 1 i) ARD 5Nz,
18.3.2 JEERERALER
SARS-CoV-2 [ K 73 Bk & W7z in vitro THIEFEBIAABRICHB W T,
4 ARHEAR U 72 A5 R, SARS-CoV-2 3CL F O F 7 —VEficE—D 7
I AR (D48G. MA9L. P5H2S KUK S1440) KRUOERODOT 2/
ZEE (MA9L/S1440) BT 2HRD 5Nz 19,
D48G. M49L. P52S ik S144A ZH A U 7= %H# X SARS-CoV-2 13,
I RLIIVEINZKR U T3 T~1T fEDREZMEE T ZEZ7R L. MIL
/S144A %38 A U 7= #4fe 2 SARS-CoV-2 1%, T FLIVEIVITH
LT100 50 MAR R 2R Uz W, ERRHLRE S T/ AR5
(T1221 idBR) SETaMH/)S—MZBWTEDLNZT IV BER
T 5 A234S. LYTF, H246Y, XIZ T1981 & A L 7= #H# 2 SARS-
CoV-213, T2 MLIVENITH L TEZHAEILEZRI D>
7= 19

19. BXADICEAT HEALZMMA
—fR 4R T MLIVEN TRV
(Ensitrelvir Fumaric Acid) (JAN)

k=4 : (6E)-6-[(6-Chloro-2-methyl-2H-indazol-5-y1)
imino]-3-[(1-methyl-1H-1, 2, 4-triazol-3-y1)
methyl]-1-[(2, 4, 5-trifluorophenyl)methyl]-1, 3, 5~
triazinane-2, 4-dione monofumaric acid
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21, FEREH
21,1 BEEHY X7 EMETHEERED B EUNCHEET S Z &,
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D EBE IRHEE AR R 2T 2 EHa L EE S >
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EEMZH L TEFE TS &,

21.3 ERRELFESE T/ MAERE (T1221 3B OEMA/S— Fh5iE

UNTHTEDHERE S N7zl 2 LD £ &0 NTRET 5
&

22. A

28 8 [14 88 (PTP) X2]

23. EEH

CCHRRE R )
D #NER: T2 RLIVELD Ty b ROV O KIE G #EM
AR (2022/11/22 7KGE, HEFERHBEZE 2. 6. 6. 3)  (202200224)

2) HNEER: T2 b LIVEL OB AR T HEBR KDY

Bk - et (2022/11/22 K, HEEERMEE 2.5.3. 1. D
(202200225)

3) HNEERL: T2 M LIVEL ORER AR IR (BF

‘?‘/ EI) (2022/11/22 g(uu\ Eﬁggé*)l'ﬁg 2 5 2 3)
(202200226)

4 tENEERL : [MC]-T2 2 R LIVEIVD in vitro MIEH S 2D K

Al (2022/11/22 K8, WREEBMEE 2.6.4. 4. 1. 1)
(202200227)

5) HENEERL: T2 b LIVEIL OB AR T HEE (HE
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7
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10)
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13)

14)

15)

24,

BE)NX— ) ORBWBE (2022/11/22 KR, B35 LB

2.5.3.1.2.3) (202200228)

fHNEE T2 MLIVELOREEER R ERR (2022/11/22

FRER, HIESERMEEL 2. 6.4.5.1.2) (202200229)

HNER: T2 FLIIVELOREBEREII NS > AR -5 —

AL EYMEERICET S (2022/11/22 K38, HEE

BHEEE 2.6.4.5. 4, 2.6.4.7) (202200230)

HABERL: T2 MLIVEILORER AR SE T M Gl

MEER/N—b§ « 2T LEYMEER/N—K) - > ML

JVE L DA E MR (2022/11/22 &EE. HFEERHEE

2.5.3.3. 1. 1) (202200231)

HNBEE T2 R LIVEJL® SARS-CoV-2 ERGLF5t 44 11/ I

A B (Phase 3 Part) (2022/11/22 &K3E. HFEERHE

2.5.4.2, 2.5.5.2) [202200309)

HNEE : T2 B LILEIL®D SARS-CoV-2 3CL Y57 —+
WA T B ERB (2022/11/22 K, HFHERHLE
2.6.2.2.1.1) (202200234)

HHNEE T2 FLILVEIL® SARS-CoV-2 BRI BT %
oAV 2G5 (2022/11/22 &8, HiEERHEE
2.6.2.2.1.2) [202200235)

HANER : T2 FLILVEIL® SARS-CoV-2 R~ ZE5 )L
2BV % in vivo BHIMERICBIT %5 (2022/11/22 7GR,
SEERMEEL 2. 6.2.2.2) (202200236)

HRER : T2 b LIVEIVITHT D SARS-CoV-2 M 4> B it
Bro(2022/11/22 7K. WHEERMEZE 2.6.2.2.1.4)
(202200237)

HRER : TP PLIIVENCHT D UN—ZA D 2254 7 &
F3k SARS-CoV-2 Z8 BLAR D EEFIRZ et 1 (2022/11/22 KGR,
FHES LRI 2.6.2.2. 1. 6) (202200238)

HNER T MLIIVENICHTHZUN—ZAD 22T 1 7 A
H3k SARS-CoV-2 28 BLAR D SRR 2 Ml 2 (2022/11/22 7KER,
RS RMETE 2.6.2. 2. 1.8) (202200311)
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