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Wy 122U Eo/NE RN Y P LVvELVE LTI
HHIX375mg %, 2HHA»S5HHIZ 125mg # 1 H 1 B
B5956] Thh,

17. ERERAAE
17.1 BHERVORLMEICET 2HER
17.1.1 EEERSE N /4A5ER [T1221 Bk N4/ — K
12 & LA 1 70 iR (18 iR A E 40kg DL LICRS) @
SARS-CoV-2 12 & % &Y B 2 0h 512, 1 H B IEAHA] 375mg
., 2HH2» 55 HHIEARAK 125mg # 1 H 1 M&FOKRG Lz &
0, FAOHFIEROZEEERFTHIEEZAMELTTS
b ARt A 2 AL = B ARG TR I L BGAER L Az EEEE
fili T H 1& SARS-CoV-2 I & 2 JEGE D 5 FERDPAR T % T TOR
FEﬁ (>.<‘1) th:o
(3%1) SARS-CoV-2 2 X 2 &4 5 iR (OB ILIE Y
& @B ITS IR ORANTHOTN, OHEOFE
K. OF%) OFREREWEERAD 4 BERE (0: &L, 1:
BREE, 20 WPSERE, 3 EJE) CRMEL. PEOEHIE 5 E
ROFTRTHEUTOREEZ DR LD 24 BefEkE L 725 6E
L&hi,
+ SARS-CoV-2 |2 & % JE&HIE O FAE Bl 2 & A4 L 72 BEAFAE IR
Ty N=2 54 v (FHHiRE) BRTELLTW2 L
BRI L 2EIRICO W TR, N— R T 4 YEE O BAESE
PEEODDIIHEELMT., PEED D OZRELT, B
FED b DI R LUF N HE B A % AT MESE L 72k & 2
LTk,
- SARS-CoV-2 |2 X 2 YL D RAET 2 & FE4E L 72 BRI IR
T, R=2A 74 ¥ (HLuiHdE) HRTELTwARnE
WERZ DM L RISV TR, N— R T4 VO ESE
EPNEEODDITEELUT., WEED S OIIREFEELF,
RO D OB DLT T AR d s L7z L
hHI L,
- EERRUSAOSER [SARS-CoV-2 12 & 5 & D FAE/T I 13
HFHELTBELT, X—=2A5 4 v (F5RHRE) R
FEHL7ZHEIR] 122w Tid, ZLoREE LD &,

MAEAAL SN2 1215 6] (HAAN662H]) DI b, N—2AF 4 ¥
D BIFTEBR CWiRAEZ 728 RT-PCR IS X 0 Btk & 1l &
M. & 512 COVID-19 DAERFEH 2 & EVEALEI F TORR A
72 BRI TH o 72 690 B BT 5. FEIFAMITEH O B3 FE
17-1 LK 17-1 D2 B Y ThHo7210,



V' a—/\gg (6)

#17-1 FEEFFmEH O R

AFHIHE 75 & R
B% D 336 321
A 254 233
SARS-CoV-2 |2 & 2 &Yt D
5 AR 5 £ TOMER (hr) 167.9 1922
D H il
p fii» 0.0407
N — R [95%5 X ] © 1.14[0.95,1.36]

a) SIERONR—=ZAF A4 VORI T AT T O TR L 7= BBk 15
W HBatshzz,

b) A EAKMERM 5%, SARS-CoV-2 12 X B IEGIEIZH T 5T 7 F VMo
F g% @ L 9 % Peto-Prentice @& 3 —#{t Wilcoxon #5E o

¢) SARS-CoV-2 12 & BBYHECH T 27 7 F VHMOF LG L L7zEil
Cox NH—FRET I,

(€]

¥,

18.2 FEEEH
*18.2.1 In vitro U A )L RIEFEINFIZHE

I b UVE VISR 3R 2 H w723 BRI B W T SARS-
CoV-2 FRIR#ErE (TEkAk (A SRHE). alpha bk (B.1.1.7 R#t).
beta ¥k (B.1.351 & #). gamma Bk (P.1 &%), delta ¥k

(B.1.617.2 %#%). theta bk (P.3 %), lambda # (C.37 &) .
mu # (B.1.621 %&#%) K0 omicron ¥k (BA.1.18. BA.1l. BA.2,
BA.2.12.1. BA.2.75. BA41, BA46. BA521, BE1l. BF.7.
BF.7.4.1. BQ.1.1. CH.1.1.11. XBB.1. XBB.1.5. XBB.1.9.1,
XBB.1.16. XBF } U XE i) ] 128 LTH Y 4V A{EMRZ IR
L. 50%A%hiEE (ECsofl) (&, VeroE6/TMPRSS2 #ilid T 0.22
~0.99 4 mol/L. HEK293T/ACE2-TMPRSS2 i} T 0.026~0.064
umol/L THotzo b MNaIE L 3T ERBET NV EH W
MR RICBWT, SARS-CoV-2 R/ EEM (delta B

4;% 100 (B.L617.2 %)+ omicron # (BA.L18 & 0f BEL H#)] 124+
R U % ECogo 1 0.0514~0.195 u mol/L Td - 7z 12,
E@l o 18.2.2 In vivo iU A IV R1ER
L SARS-CoV-2 FRFR Bk % Befl L 2w v AZBWT, TV ¥
w40 FLVE VG, YAV ABREE S S O KT AV A
‘%‘% 90 — U %D S OHEGOWTNORETH, MMEAY A VA
gj - — JouAm fili 2 FEARGE I 720 /2. SARS-CoV-2 <7 ZBIMbFk
. = RBRL 727 ABEEFMICBWT, BB LTy
0 48 96 144 192 240 288 336 384 432 480 (hr) P LIVEVEETHEAROUEE, A O R K R E R o)
Rtk TR 5 DRTH WA B L7 19,
AFIBE 336 314 255 186 151 128 113 102 94 79 55 *18. 3 M
F5REE 321 304 265 208 158 139 119 104 89 83 52 18.3.1 B
M17-1 FEEIIEEOHEEDON T 52 <A v —hi FEBRIL 5 0/ MAHRER (T1221 s EMAH S— MIZBW T,
B, RRBROF IR - BRIMERIIR1T20EB) TH o 72, ARHFIRE 345 B, N— 2 T A Uik CHRIERTVHEN A TH -
(7.51] 72 W 204 Bl S B, 19 I TAKIHE G2 SARS-CoV-2 3CL

FA72 TEI - Byl

B (112 AR 18 ikl 2 D4R E 40kg DL b i3 18 i Lk 70 i oAb

Jede |2.SARS-CoV-2 Bth (MEFEZALRT 120 BRI AN I IR S - Meftk & A
V272 PCR MR 4512 & 0 ifERR)

3.SARS-CoV-2 12 & & BYAEDFEIR (14 FERD D) H 1oL L) 3§
HAENEAALHT 120 BFRT LN

AR 2 AL SIZ B VT, SARS-CoV-2 12 & 2 EYAE DAEIR (12 4%
R P o)L, pEE (a7 2) O UEORERD 1O ERD
5N 5%, 7272L. SARS-CoV-2 |2 & % &Yt DIHERI 7> S FEAE L
TIEIRTH B4 1d. SARS-CoV-2 12 & 2 EGLElC & ) AL L 72
LB A AW L 72 RERICBR %

SIEBEER GBI~ 54 T H7  & b 10 H BREE AT g 208

6. (ZMDHR) WFTIER L, HRL TV BN D 2V

4% [1.Sp02 28 93% LA T (BNA)

e 2BFERG 2 ET S

SATIR % %5 5%

45D (CTCAE %5 5.0 B Grade 2 BLLE) BT B 0 B IEE L
FEHHEE AT S

5. L E (CTCAE % 5.0 it Grade 2 Pl b)) BB OBUHIE L
FEHHEE AT S

a) OBBEIEF K. ORI RO A, @, OEELILFE
. @ 1T NIFHHA, ©RKLIZHIED, ORDOHF A, @B,
@Eh (FFRKEE) ., O &5, O, @TH, GWRERERE, @i
HRE

b) OBEE (EHK) . O WMLIERORA, @FH. @EELIIHR
. @IS T, ©@RKLIZEDE D, DROFHAH, @,
@By (), o &5, O, @TFH

o) FERDAIT HWEREARAN AR (0 2L, 18\ E, 2 &R,
3 EPE) TRl

BIVEFAZEBIHEIZ. 245% (148/604 B1) TdH Y. FAREWERIE.
BHEY REORD 184% (111/604 1) TH-7210,

18. EEXhEEIE

18.1 {EFR
IV Y FLIVEVIE SARS-CoV-2 3CL 7us7—EZHEL,
RYZ R EOYW LT 52 & T, 7 A4V 2D EE I

(6)

Ta7 7 — R T IV BRERPRD LN 2D B KA
FCBWT2HID LRSS N7 I 7 BRAERIE M49L (12 #1).
M49I (3#1), S144A (2#)) TH Y. M4AIL Xik S144A #HA
L7-43 2 SARS-CoV-21d, =¥ ¥ FLVENMIIH LT, ThE
17 53 92 D SR T 2R L7 19,

18. 3. 2 JEEEPRAEER

SARS-CoV-2 [R5 EERR % W72 in vitro THPERBRBIZ B W
Ty 4fCHEFC L 7245 5. SARS-CoV-2 3CL a7 7 — ¥ HgIc
—D7 I LR (D48G. M49L. P52S J UF S144A) M OH%
DT I WER (MAIL/SI44A) % AET DD Sz 19,
D48G. M49L, P52S i3 SI144A %A L 74 2 SARS-CoV-2
. TV P L VENMIH LT 37~17 oMK T 2R L.
M49L/S144A %A L 7-fl#t 2 SARS-CoV-21d, => ¥ hL v
EOLIZH LT 100 f5 DS AR T 2R L 72 16,

19. B3 ICET 2 ELFHMER

—BHRE T MLIVEL T IVER
(Ensitrelvir Fumaric Acid) (JAN)

b4 : (6E)-6{(6-Chloro-2-methyl-2 H -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
monofumaric acid

533 1 CooHi7CIF3N9O2 + C4HaO4

5T 64795

IR BRoBERTH S,



flopHsEA -

M
N CH
% k -

HOZC/\/

Al 1 245.2°C

*21. AFEMY
PRI 2 7 FHETM 2 e o b, BYNCE/T 52 L,
22. @
78 [78 (PTP) x1]
28 $¢ [14 %t (PTP) x2]

*23. FEX#

Hj C<-N

CSCikis R 57)

1) #HEEE =Y PLLVELD Ty PRIV O ER S 5
AER (2024/3/5 KGR, HETEELEE 26.6.3) (202200224)

2) MANEHR Y P LVEVORHER A RS THRER CGEY
B - Z4at) (2024/3/5 K. HEBEHME 2.7.6.1)

(202200225)

3) FWNEE  [UCrZ v Y FLIVE LD in vitro MLIEHR Y ¥ 787 %
GRBr (2024/3/5 AR HEEEEMRE 2644.1.1) (202200227)

4) *il*]éﬂ IV MLV ELVDTANT v ZARER (2024/3/5 7
. HFAEEETE 2762, 27221.2) (202200228)

5) *il*]’é:ﬂ IV b ULV LORHEEERERE (2024/3/5 7K
. HEEEEMEE 26451.2) [202200229]

6) HNEHR T Y b LIV YL O BRI E S G Y B RE R
B (2024/3/5 KR, HIREEEMEE 2766) [202400029]

7) FNER T2 Y b LIV L ONFE AR E ) g R Y B e
B (2024/3/5 KGR, HWEEEFEE 2.7.65) (202400030)

8 HHNER =Y FLVELNORBWEHELIZ T v AK—% —
A LS AR B 530 (2024/3/5 KGR, HFEE R
B 26454, 264.7) (202200230)

9) *NEE : Y MUY L OEWMH TR (2024/3/5 &
A, HEEFMETE 2763, 2.76.7) (202200231)

10) #%EE : =22 FLIVE LD SARS-CoV-2 e Z st 44511/
MAHEER (Phase 3 Part) (2024/3/5 8. W& & FHEE =
2.764) (202200309)

11) #HEE =¥ FLIVEL® SARS-CoV-2 3CL 705 7 —
BG4 5 ERB (2024/3/5 K, HFEGERME
262211) [202200234)

12) #WNEHR : =Y P LIVE NV D SARS-CoV-2 gz 513 5
Bow A4V 2GR (2024/3/5 K, W5 R
26.2212) (202200235)

13) #WER : =¥ FLIVE LD SARS-CoV-2 e~ 7 ZEF )V

2B 5 in vivo SEIVEFICET 538k (2024/3/5 7K7%. H
R 26.22.2) (202200236)

14) HWNEE: =Y P LV ELD SARS-CoV-2 JEJeB 5l 45 1/
MAHZER (Phase 3 Part) ®7 3 VB4R (2024/3/5 K.
HIFEGRHME: 2.724.1.2) (202400031)

15) #HNEE =¥ FLIVEVIZHTT B SARS-CoV-2 it 45 it
B (2024/3/5 7K HFEREMEE 26.2.214) (202200237)

16) #PEE : Z Y FLVEMICHT B IN—AT 2 2T 4 7 R
HH3k SARS-CoV-2 % Btk o 3 H] &2 M5Bk (2024/3/5 K72
HIFS R 26.2.2.1.6) (202200238)

24. NBFERERVEHOVEDESS
R SRR R A AL PRAERE v 5 —
T541-0045 KBl L pGEASAT 3 TH 1 % 8 %
i 0120-956-734

XCV 10H

)

FAX 06-6202-1541
https://med.shionogi.co.jp/

26. BERFTERES

26.1 BLEMRSETT
LS8 S /SN
RERTAT Y X BN 3 T H 1% 8 &

va—ngE (M)

®:



*x 2024 4F 7 HET (58 13 7))
*2024 4F 3 kAT (58 11 70

S S S (e
B - 34

e B

I MNUVIVEIL T7I)VBESEE

H AR e 7 o o BT
87625
1 SARS-CoV-2 &I AKAF= | 30400AMX00205000
WSRkE | 20224 117
B, IR
| | [G) ﬁ
[ ££125mg
XOCOVA® Tablets
@) sHionoai

i) EE - EMEOMTEIZLVENT AL

2. B2 (ROBHICIFESLANI L)

2.1 AFN O U BHOE O PEERE D & 5 B

2.2 ROEH ZHEG5HOBRE  YEY R, F= 9 UHBEAR
W, X7V VIVIEESEAKRRY., FA s Lan, =TSV v,
INTY I VHAME WRkA T Ay AV TRELT Y
FEY Y, TVITRA M) VLA VB, XF LV ITRX B
YUy LA VEE, Ve FOoI LIy I oAV, Vv
NAZFv, NITYSA, THELY VB, A NT75
VUEE. XA N2 57 A (WREGEREOREY X
PERIE ONY 2 oSERMEY VoS R Edr) o B, 4
TNVF=T7, Tutrreyr, vy FUEBE, TV
Y, TELZIVE Y c FNAFLY Y AFFY I,
ARLER U, 55740V (FRIYVH), NVFF T4
VB AKMY, 2 FERAVVERE, V77 7F .
TA4RL 2y IN—aF Ny VFTTT R TRVY
IR, AN E¥EY, ZUo¥FENLFIFN, I MF Y, T
P Y. RRAT2= b Y F MY LKA, V77 EY
. 434 b¥FY v (StJohn's Wort, £ b - YV a—
VX -g—1) ZAER [101 2#]

2.3 BRREOIITEREEOD Z2BBH T, Ve F 2G5
OEHE [921. 931, 102 =HE]

2.4 IR IHEIR L W 2 W RetE 0 b 2 2otk [95 BK]

3. #ERK - MR
3.1 #A8%
e 4 V' — g 125mg
1 e
HRS IV PLIVEL 7V 1523mg

(=¥ PLVELE LT 125mg)

D-vY=bh=J, ZBAHINVAT—=ZF P L, LFOF
vru¥ikiu— 2, BEMEKT B, fatla—2Z,
ATT) VBT AT T A

WA

3.2 "H DMK

Wi5e44 V' —\§E 125mg
PR - #E |Afa~RE I aoMBEOEETH S,
wo | 0 (25
I JLi AT
B 9.0mm
K& ® JE& #49mm
B # 346mg
A —§ @ 711 : 125

4. ShEE - IR
SARS-CoV-2 [C & B RRLE

5. $hée - RICEET B EE

5.1 RENOEGHBIZOWTIEIBRFOTA K94 v 2BEITHE
t o

5.2 [17. BRG] OBEONEZ R L. KA OFNMER %4
P2+ FR L7 BT AR OEHOLEN: 2 HEICRET 5
Z &, (1711 K]

5.3 WAEEDE W SARS-CoV-2 12 X % EYiE BB 0§ A FRhk
s Twiv,

6. A - A=
W, 12U Eo/NER AR Y P L VELVELT
HHIX375mg %, 2HH2S55HHIZ125mg # 1 H 1 BIFELH%
552%,
*7. B - BECEET S EE

SARS-CoV-2 12 X % JEYAE DIERAFEL L TH S 72 BRI LIS
BEE2MBTAI L. BRRBRICBWT, EREB DS 72 B
MBI 2B L BECBI A AN EENT LT — 51
BohTwiw, [1711 K]

8. BERNERNIR
FANI PR EMEAEM 2RI T WD 5720, kFEPOT
RTOFEAZHRT 5T Lo Tz, AHTHBPITH 21O
AZRMS 554G, FHNCHRT L L) BFIHET L2 &,
(10, 1671, 1672 ZHg]

9. BEDEEEFITHEEICHTIEE
*0. 2 BHHEEEERE
9.2.1 BHHEREEDHSEET. AN EF U 2IFERDES
B LW E, aVeFrOMhiBESERT2B20H
%o [23. 102 ]
x0.3 FFHpEEERE
9.3.1 FHEEREEDH ZEET. N EF U 2IFERDES
BHLawZ e, aveF rombiBER EAT L5205
%o [23. 102 &)
x0.3.2 EEDFHIEREESE (AN EFr&2R5PDEEERL)
HIEOIFERER ERE 2R E LABRABRIIER L Th v,
9.4 KJEtcEH T DE
TR B REMED B B LTI, ARG R O 55 2 8
FHZ B TR S 2 MV N ONBY) 2 BT D W CHE T 5 &
o (24, 95 2R]
9.5 iF1%
FER SR LTV B W RELED & 5 KHEII3dR S L wnwZ &,
THFICBWC, BRBERRO 50 YL E CTRITCEaRYT
HRDHND L& BT, BREZERO 50 f51CH:Y4 3 % H&E Tt
BN, BRRBERE O 74 YT 2 HETE - REAFROK
TAHEDOLNTWDS, [24. 94 ]
9.6 RALF
BHIL W EDET L,
Ty MIBWT, FIT~NoBITBRO NS & L I, BEWIC
SRS ON-HE (BRRBEZERD 6.6 f5/HY) CiEROA
BAHEFFRTROBERESRD SN TS,

(€Y)



Va—/nNgg (2)

9.7 MR
12 BAWONBEZ IR & LRI ER L T\,
10. HEER

RHANFIF b7 @ — 24 P450 3A (CYP3A) ORETHY . v
CYP3A FHEEM %A Y %, %72, P-gp. BCRP. OATPIBI1 &
U OATPIB3 MLEREMZ2 AT 5. Mo3EH & OM A/ IZ T
TOHA & DHAEDRIZOVTRIFENTVEDIFTIZ AW
B, AN & 2 BRI AARFZ R L7220 KA L %6
PR H 72 O 3EH % PR T 2 A0, HREICHEE L THEE
WG T 528, [8. 1671, 1672 %]

10.1 HtAZZ BHALEZWZ L)
SEFH 4455 FRPRAREIR - H5 i 7 i B - fabrH T
EEVF I o oFEH oM ARE L | A# o CYP3A 12
(=5 7) XD, QT EEDFB | xF 3 5 BEER I
FoVUBBEARY | T2BEALH D, Xy, Thoodk
NTY) T VIR KA H DA H A E =
(RFY)a—)) N5,
[22 ]
FAZLAN FA T Lol
(799 >r%) AN (VN Y2
[22 %] TER 2SS % BE N2 D
5o
7L/ v ISV DI EEE
(£59) Fck Y, A Y Al
[22 ] D EAEFHT D BENN
%5
INVTH I VIEAME - | SRS 0RO

WK T =AY - 4VT
a¥LyrFEY v
(zV73v)
INVIRXA M) LAV
AFIVINVITARNY) UV
LA VR
vy M)
e kR )lLITy IR
TOVEEYR
[22 1]

XY, MERHEOE
BREERP RIS 5 B%
N2dH 5,

R ZAVE L
(VARNR)
[22 1]

VUNRYF VDI
R &Y RO Rl
PRBET D BT NGBS,

FUTVT A N T VT AOMAEE

AU ERD) FATE D OGP RIT

[22 £17) W AT BT B 57 s
b5,

7FELY UIEEEE
(ZFNV3IX)
[22 ]

7FELY CIEREO T
WEEDS ESH L. BIEH 0%
AR 28200 H
5o

ANT TV U
(ag7v)
[22 W]

HEEDEIRD B b D 2
VBB

NA LT 7R (HREX
RO Stk
s U~ > 2SRk
NEEET) o R
B

(RZZLZRY)
[22 2]

oA b7 T 7 AN
B3RS Uy WS e A T
DI B B
5,

L TNVF=T
LTV ED)

4 TNVF =T OIS
AL, BRI oSBT

[22 8] WY B BENND D,
TaF k) v NS OFEH O IR L
(gF+v) kY, MEHEHET S
VT TR U BENWYD 5,
(5 —%)

[22 /]

(2

Kk 405 FRARAEAR - $5E 5 B - fakk-f-
TELVZIVE Y TNV O %28 | AK#H D CYP3A 12

(Anvray )
TENVN=ZTJEY - F VA
Iy XAFFVINL

BT BBENNDH B,

(L¥N 7 AFE5E)
[22 &H]
ARV FH b 2RV FH v b oL
(RVYLT) R ERHEFELL
[22 B]] W 2 BZNDDH 5,
55740V IS OFEF O AR E %
(7 F¥nvh) LREELZBENDD S,
PNV FF 7 4 VEERRYE K
ik}
(L¥ )

[22 ZH]

OISV R AL LR
(V¥ 27 A% ¥y F)
[22 5]

T35 YRAYOVERE DI
PREAE LS LASES
BENWDD S,

VI TFY
(3a754v)

V77 7F oM
HICXy., fEHZR®RT 2

x5 2 BEMEM I
X, Thood
A OB A E &
nas,

[22 5] BENND D,

R T4 F L Ol
(A FLL LA SELBENHD

[22 /] b5

YN—TFHN Y= FH N ol | Ao CYP3A K&
(£ Z7HFLV ) LA I, PUEFEER | O P-gp FIEMEH

[22 2]

AR L. i o fEikd
WRTL2BLND D5,

&, y—nm
FHNCOZ)T
FYADPKTT 5
e EZLR
5o

VAYTT
(77 £782)
[22 2]

VA YT T N OlhREE
FHEELIBEMND S,
rrary—vEoiHic
SO VFT 7T bolidiE
EREHL, 2UT T VA
PIET L2 oHETD
5

A#ID CYP3A K
" P-gp/BCRP [l
EEHICED Y
T ITT MDY
7T APKT T
LIENEzbh
%o

TV F I F
(7=1-=%)
AINWNTEYE ¥
(FZ7L =)
[22 ]

AH O i BEATIRA L
YEHASRES S 2 BZ W HD
%o F72, ThHDHEHD
MRS LA L. BIFER
PRIALRTRDBTN
b bo

Zh s oA
CYP3A #FEAEH
IZ& ., KAloHK
WORESIND,
7. XA O
CYP3A IZHT %
FHEEHICED .,
Iho0HEFOMR
WrHET S,

IV F IR
A2 2x5vY)
MY
(AT L)
A= N G
(e b=, 7L
E7FY)
KAZ7xz=M YF M)
A villY]
(RA ML)
V77 r¥EY Y
77 v)
R = B2 o N S B4
(St.John's Wort, £~
e Va—rvX-J—
b G
[22 5]

AFHN D M PR EE AR A L
YERASRES S 2 B2 bid
%o

Zh s odEH O
CYP3A #EMEH
I2& ., RElo
WAMRAES N D,




*x10.2 HAEE (BtRICEET S L)

A4S

FRRAEIR - A5 7

B - fabid

R A T a4 FAl
TTFVZF, ¥ 7Ly
=K, TFH x5V
Y AFNTVL =Y
=32
[16.7.2 ]

Y A FRETEH
Tz /¥ =)W, TV
Yoo T .
F v a N U HEBE KR
P AR KRR

S i )
YryuaaRy v, ¥
o) A KM

PN 555 4]
Ft&*tn, =Xo
YAA, FAYaY A
AT TAF=T T
+F = 7K. v
O = 7B, F%
F =T Y OVEREE AR
W, KVvFv 37, A4
< F =T A VIV,
A=F =T TR
W, RAF = 7KA
Wi, HoNTE F IV,
sYVF=T7, vay
KA RIEIRAY Y
ML, RFF=T
WEE, V¥V )=
T U, TR VT
=7, —uF= 7R
yIILY)

Edr A==/
77LES Vb
oS 3 NG
HFU A Fa— ¥ T Fk
L2

T H vt R
TIVTTI TN
VA=A Y

MV T Y N
F X VTS R
VA dS 155
VI A B

NS o FEH o I
Ex LAz, Iho
D HFH O JIAEH A5 B
LR hbBEND
H%5

TIVNRAEFUHNY
7 KA

7 bPIVNZR Y F DI
hiREE R LA S, M
5 W E R X A 8
FNREIHTLIELI
Bdbo

IFVIA IXV T LD

[16.7.2 1] LHICED ., BEOH
R0 -0 0 ) 208 FE B 5
LBENDD D,

TV VT 4 VR | 2 S oA o i bk

IV MY Ty BALKE
[

BV KEEHFH]
—7xzV¥Y, 7z
TV, R8IV

[izz

UK )
NgNRY K=, 71
¥rsS— ), 7IF
7YY T <OV

DL )
TINT 7Y rAIT
Ly TEFHFINY

YIEIIF
TYUAY =)V

ErlLiasg, b
DEAOIEH 2 WS
2BENDD 5,

AH D CYP3A 123t
AEEMEMICEY, 2
S DFEH OHH AR
#F#INb,

3

Va—ngE (3)

A

FRARAEIR - A5 7

B - faBE

Yrarmhhal KR
TN )

¥y s) AT Ui
. Y75 AF U
sty

IS o FEH o i
FEx EHSE, fihi
SROFMEH % i3 5
BENYED 5,

NA NSy (L
RGO @Y o3
Hifss (Y gk Y
VSRR L) OMERER
5. 2k B E
)

N b7 T ZAORUE
MAHmIhzsTh
BHBHDT, XA by
FIARBET DL L
b, BHoRERM
HEICBEL. BN
FBUSHERT 2 2
Lo

PDE5 FH#E7#]
YNFF T4 NIy
i, 57740
(7 A FNT 4
7)

NS O IEF O i
EEx LA IELIBEN
2H 5o

aveF v
[23. 921, 931 &M]

T F O E
EHCE Y, R
WEINLBENEDH 5,

A rZarvy—n

A F7arV—oill
HiRELY LA XELB
ENHH 5,

AH D CYP3A THF
BIEERIZLY,
o IR OGH A
FENb,

A0 7 T 7 R KA
L/

£ FH Y OWEMA
W o i EE & S
SELBENDNDH S,

AH#| D CYP3A A
L NN ) o
¥ OIGEACH) O M3
fLABEESh B &2
bhb,

PR A A o S
F— I XYV RANVEK U
i

FYIH T oMt
E& bR S, PUEERE
ERZ Ry 2B8Th
b

TIxv v
[16.72 1]

AL DPEHITE D
TITF YoM E
DO EAPRDOLNTE
N, VIXFTofH
ZHWMT A BENND
%o

KA D P-gp FEEM
WX, IhsoH
DM E BIES 5,

QANREYF Y ANT Y
N
[16.72 1]

AHEOPHIT LD,
O AR L F 2Ol
WEO EANRD O
TWwb,

A #H o BCRP.
OATP1BI1 Kk O
OATPI1B3 BHEEHIC
Xy, gaaxANREF
DT TV ADBKT
T 5o

Ke & VKA

A F 0 IfiL v i BE A3 I A
L. EH2SWESS 58
ENhH b, Tl R
X & KA O I
WEESS AR L. RIEM
PRALRT A2 B
ENDH 5.

K r sy vk o
CYP3A #FEMEIC &
0. ARHIOIH LA
ENBEBENDD D,
F 72, KHlo CYP3A
WX B BHEMEIC &
NI R A i}
ORHOHES NS,

THAREED CYP3A FHE A
7y7¥L vy, b
FEYY, TN
¥y—n, FYIFr
"f—%

AFH) O 1 B AT IR A
L. fERIASES S % 8B
NN D%

Ih s o0HEAD
CYP3A FHEAHIC &
0. ARH OB
ENLBEND 5,

X b L EF— b

A MMLFHF—boll
TiREZ EA S,
#ARER (g, i
HimA) 5B 2B
ENHDH 5B,

in vitro R X Y K
AL OAT3 MM
EHTAHIEIRIES
nTBH, A bMLF
I — h ORFPE %
EIEDLBENDD
5o

1. 8ER

ROBWEHDH 5bIND I ENHHDT, Bz 71 rv, &
WD LN 3G ik A % BT R LB E 1T 2

Eo




va—/nNgE 4)

*»+11.1 BEXAZEER

ML 2avd, 7HF745F2— HEARH)

#:16-2 375mg Wi G-REED IR BHE /T 2 — 5

_ el e Cmax*! Tmax*?2 AUCopin*!
1.2 Z0fhaE1EA %k (1 g/mL) (hr) (1 g+ hr/mL)
FEAF\ B 5%LL 1 1~5% A1 1% A BHEEA sepns | 13 214 250 1236
B PP = = 235) (150, 4.00) @32
S Bl W, T @ | 14 200 6.00 1538
it N LN fue (164) (150, 16.00) (159)
— - — M1 B (LR
FAiER i PR YN
e RS R 3 EIRN - mAT) —f&
HDL 2L A7 | b 7Y &Y K|k Lo 16.3 9
o — VK F|EH, €y o s N o 12 ke A s . .
2ol (166%) ST IV MLV ELVOL MLFEREAGEFRIZ 97.7~987%THh >
L AF O — U 723 (in vitro).
T *16. 4 {5t

14. BALEOEE

14.1 FEJIZMFEOEE

PTP @2 DAL PTP ¥ — b2 ML CIRMET 5 & 9 HFE
T5Z &, PTP ¥ — FOBMKICE D B BB R A
FIA L. FiCidmile B 2 U CHERRTN 5 0 B 2 A 0HE % PR 58
THIEDRD AL,

15. ZOfDEE

15.2 FEERAREBRICE D < 1B

B =7 A FMIARIER 2 i 4 BEERE IS L - dakBc
BWT, BIRBREREO SRS LT, PP, 1HFE, MK
B S WAL AR O SAE VIR TR0 S Tw b D,

16. EYBhEE
16.1 MAERE
TR N 8 B AK % 5 H B 22 MR IR R 4% 5- L7 (v
YRFLAMENLELTIHHBEIZ37mg, 2HEH»S 5 HA R
125mg) & & omAEdhiEiER % X 16-1 12, EWEIE/ (T X —
7 2% £ 16-1 IR Y,
(11 g/mL)

401 o %5 1 HH3Tmng, 2~5HH 125ng

CEIME £ BHER )

30

! )

101

BESTST7TUVUHBES
o
S

0 24 48 72 96 120 144 168 192 216 240 264 288 (hr)
S|

16-1  REHEGR O MR EHERS (R )
#16-1 REHRGREOEYEE ST X —5
| s | B, |
o | 1 | B | i | |

1 RTFIE (%ZLBYERED)
2 L (Ml Je KA

16.2 IRUR

16.2.1 BEDOHE

TR 14 BICAH (o3 FLVENLE LT 375mg) %24
BB IR - Wk v ) — AR IR e 5E L 228 &0
ST A — 5 D% F 162 1R T

(4)

R A B 6 FIC[UCl= > ¥ FLVE L 7 VR 375mg
wZEMREN G L7 b &, MR TR ISR R i &
N, REWMELTZ Y FLLE LD 7 skl & h
7oo MR OFEMp TR EISREMEIRB S Nzd GHEA
F—=%)o

$ 72, in vitro fGHFHBROKK, RECEEHORHYTH L
YYPRMLNVELND R T EAFVARRDA ¥ 7 — ViR
FIVRIE, CYP3A 2 &5 LHHO CYP 5 FHlC X DV ER SIS
LiEg sz 9,

*16.5 HEH

MR A 6 BIC[UCl > ¥ FLVE L 7<)V 375mg
ZEFRENES Lok &, 50 64.8% K U8 258%hFh 2
NP R ORPICHEE SN2 RE{LOZ VY P LV E VO
PR I3 52 0 50.7%. R PRI IR 580 19.0%TH
D, BLmo 187% (FAEPIZRE-RO 12.0%. RIS =O
6.8%) MEHE LCHRbS 2 BHEAT— 7).

*x16.6 HENERE2HTIEE
16.6.1 EBiSEEEESRE

B (60<HEHRERIE A MR [eGFR]I<90mL/min). W& (30
<eGFR<60mL/min). HEJ¥ (eGFR<30mL/min) O 'EHEaEk:E
BERIHIIAR (oY PLVELE LT 375mg) % HIn%
O 5 L7z & S EQEMBIREO % £ 163 1R, B, hE
EROEEBKRERERZOTZ Y FLLVE LD AUC IZ. 5
AL L CZENRZEN 144 15, 149 5K T 160 f5Tdd o726
HHEAT—%), [92 BIR]

#16-3 EHERRREE AT &R & OB RE R
PR Bl | Cmax*! AUCoinf*! 35 NS s et
¥ | (ug/mL) | (ug* hr/mL) Cmax AUCqinf
- 155 996.0
BEHEA | 8 (34.7) (26.0)
205 1432 1.32 1.44
f’; B’E )8 (18.9) (20.8) (1.04-1.68) (1.17-1.76)
e || 8 205 1483 133 149
]?; . (12.6) (26.0) (1.06-1.66) (1.19-1.86)
g 172 1596 111 1.60
HZ |8 (19.8) (26.1) (0.87-1.42) (1.28-2.01)

X1 AP (% BIERED)
2 AR/ IR DIE (90%IEHEIX M)

16.6.2 FFiRelEERE

#EE (Child-Pugh 708 A) IFHERERE & B8 O HI R O &

(Child-Pugh %4 B) F#EREREERE 8 BlICAH (=¥ b L
NVENE LT 375mg) & HIEFELRYG Liz & EFEOEY BRI
B2 K164 17T, BEROPEEIFREREREOT Y ¥ T
LVELVD AUC &, fEHERA LB L TZh2h 1.03 L Tf
0875 ThH oD FHEAT—%). [93 5]



7 16-4 IFRRRER T B & ARHOR A & DI B RE i

PR ?’U Cmax*! |  AUCqinf*! PRI N33 5 I 2
¥ | (ug/ml) | (ug -+ hr/mL) Cmax AUCoinf
w8 |0 éﬁ
)i]% BE |9 &3(2)) (131)8{)) (0.7(')7?19.02) (0.8%3%29)
HE
z AR 8 (:1,)(5)2) (12(3103 (0,6%’-73 91) (0,701?17.08)

X1 AT (% BRI
X2 TR/ I T O (90% 15X )

16.7 EWHEEER

16.7.1 In vitro &R
I ¥ LIV EVIE CYP3A % B MEAFRYICSE L. CYP2B6 &
U CYP3A %8 %,
Tl VTV MLVENMEPREEAYE (P-gp) KOASAMME
EHY (BCRP) O <TH Y. P-gp. BCRP. A7 =4~
U AFE—F—K)XTFF (OATP) 1Bl. OATPIB3. Ak
Ty b5 AR=%— (OAT) I RUABIFF Y FT U R
R—%— (OCT) 1 %[HET 29, [8. 10.5H]

*16.7. 2 BEAREAER
TERE L % 3 RACSEAR AR 2 5740 L 720 BF SRS EhaE 1
FFFTZ oy PUVELVOREER T Y ¥ LIVEILOEYE)E
AT SO ORB 2 £ 16-5 LUK 16-6 2R3 2 9, [8.,
10.. 102 &H]
#165 PHHEOEWBBICKIZTI Y FLILVELVOEE

5 = P F 38 0 Hiplie 5512
SUES ik g 5 b
A | PR | Bl H Cmax AUCq.inf
1HH
Iy ;f ‘Z“;gh 2mg | AEBG ||| 280 6.77
(CYP3A 35 HE | 5HH (2.38, 330) | (6.16,744)
125mg
(A
347
ARG 147
14 (323, 372)
5HH (1.30, 1.67) s
FERERITY
H R :
(W R 1 1mg iﬁ;ﬁ; Ll (22§3§54)
v E Y B[] 15 HH (L09, 140) | 7
HH)
1HH AR 3 f 117 158
750mg. B 5| 14 Lot 13y | 47 170
2~5HH 10 AH o 3, x4
250rng_y R G " 111 125
(FERlyEe i 5HH (100, 1.24) | (1.22, 1.28)
VAZ =VA M 3R K
(0 WL B 10mg ﬁ??l 14 mQ?m> ué?w)
HAENE HiJn] 5HH
) D R
?; i ’;f Z | 0% 104
0 H I (0.89, 1.10) | (LOL 1.07)
NN T 131
= 0.25mg | A3 G- 14 217 (113, 152)
(P-gp H'H) WE | 1HA (172, 273) |
OANRY T~
(BCRP, 500mg | 25mg | ARHEH Y- 14 1.97 1.65
OATPIBL R0t| Ml | ¥m| | 1HH (173, 225) | (147, 1.84)
OATPIB3 28| (A<Hl)HE
ARENVIY 500mg
(OCTL. OCT2. CERRE | AR 1.03 1.02
MATEL RO} rL7)| 1HE 091, 1.16) | (0.94, 1.11)
MATE2 #/H) Hifn|
X1 S/ N I EE O (90%43 X [4)
%2 1 250mg 5t

3 PEAIRE 11 1
4 ¢ JEPFRIRE 13 B

(5)

Va-—ngE (5)

%166 Tr¥FLIVELOIEWEIREIC LITSIHTEO B

Eiacn ARIEO P 501233 5 MR
- el KIS RIS
PO e | ok | H 1HH 5 HH
Cmax | AUCo. | Cmax |AUCo.¢
_ 105 | 110 | 124 | 131
7T Wme | LEE | 08 | 08, | (LIS | (126,
V=)V |1 H1*¥2| 375mg,
L1454 | 1.18)% | 130p% | 1.38)%4
2~5 1A 092 | 079 | 062 | 054
. Lo . : . _
e ;Og“;% e | 14| 086 | 063 | 055 | 050,
1.28)%5 | 0.99)%5 | 0695 | 0.59)%5

#1 BTN IFH oI (90%EHEX )

214 M APV idES 1 HEHOA T H 2 S

%3 ANNTEE Vi 1~3 HHIZ 100mg 2 1 A 2 m¥%S., 4~7 AHIZ
200mg Z 1 H 2 [#%5-L, 8 HHA» 5 300mg % 1 H 2 %5

4 PEHEE 13 61

%5 1 PR 3 1

) RIEORBINFIIL 125mg $ETH Y. HEk - R [
Wy 122U Eo/NE RN Y P LVvELVE LTI
HHIX375mg %, 2HHA»S5HHIZ 125mg # 1 H 1 B
B5956] Thh,

17. ERERAAE
17.1 BHERVORLMEICET 2HER
17.1.1 EEERSE N /4A5ER [T1221 Bk N4/ — K
12 & LA 1 70 iR (18 iR A E 40kg DL LICRS) @
SARS-CoV-2 12 & % &Y B 2 0h 512, 1 H B IEAHA] 375mg
., 2HH2» 55 HHIEARAK 125mg # 1 H 1 M&FOKRG Lz &
0, FAOHFIEROZEEERFTHIEEZAMELTTS
b ARt A 2 AL = B ARG TR I L BGAER L Az EEEE
fili T H 1& SARS-CoV-2 I & 2 JEGE D 5 FERDPAR T % T TOR
FEﬁ (>.<‘1) th:o
(3%1) SARS-CoV-2 2 X 2 &4 5 iR (OB ILIE Y
& @B ITS IR ORANTHOTN, OHEOFE
K. OF%) OFREREWEERAD 4 BERE (0: &L, 1:
BREE, 20 WPSERE, 3 EJE) CRMEL. PEOEHIE 5 E
ROFTRTHEUTOREEZ DR LD 24 BefEkE L 725 6E
L&hi,
+ SARS-CoV-2 |2 & % JE&HIE O FAE Bl 2 & A4 L 72 BEAFAE IR
Ty N=2 54 v (FHHiRE) BRTELLTW2 L
BRI L 2EIRICO W TR, N— R T 4 YEE O BAESE
PEEODDIIHEELMT., PEED D OZRELT, B
FED b DI R LUF N HE B A % AT MESE L 72k & 2
LTk,
- SARS-CoV-2 |2 X 2 YL D RAET 2 & FE4E L 72 BRI IR
T, R=2A 74 ¥ (HLuiHdE) HRTELTwARnE
WERZ DM L RISV TR, N— R T4 VO ESE
EPNEEODDITEELUT., WEED S OIIREFEELF,
RO D OB DLT T AR d s L7z L
hHI L,
- EERRUSAOSER [SARS-CoV-2 12 & 5 & D FAE/T I 13
HFHELTBELT, X—=2A5 4 v (F5RHRE) R
FEHL7ZHEIR] 122w Tid, ZLoREE LD &,

MAEAAL SN2 1215 6] (HAAN662H]) DI b, N—2AF 4 ¥
D BIFTEBR CWiRAEZ 728 RT-PCR IS X 0 Btk & 1l &
M. & 512 COVID-19 DAERFEH 2 & EVEALEI F TORR A
72 BRI TH o 72 690 B BT 5. FEIFAMITEH O B3 FE
17-1 LK 17-1 D2 B Y ThHo7210,



V' a—/\gg (6)

#17-1 FEEFFmEH O R

AFHIHE 75 & R
B% D 336 321
A 254 233
SARS-CoV-2 |2 & 2 &Yt D
5 AR 5 £ TOMER (hr) 167.9 1922
D H il
p fii» 0.0407
N — R [95%5 X ] © 1.14[0.95,1.36]

a) SIERONR—=ZAF A4 VORI T AT T O TR L 7= BBk 15
W HBatshzz,

b) A EAKMERM 5%, SARS-CoV-2 12 X B IEGIEIZH T 5T 7 F VMo
F g% @ L 9 % Peto-Prentice @& 3 —#{t Wilcoxon #5E o

¢) SARS-CoV-2 12 & BBYHECH T 27 7 F VHMOF LG L L7zEil
Cox NH—FRET I,

(€]

¥,

18.2 FEEEH
*18.2.1 In vitro U A )L RIEFEINFIZHE

I b UVE VISR 3R 2 H w723 BRI B W T SARS-
CoV-2 FRIR#ErE (TEkAk (A SRHE). alpha bk (B.1.1.7 R#t).
beta ¥k (B.1.351 & #). gamma Bk (P.1 &%), delta ¥k

(B.1.617.2 %#%). theta bk (P.3 %), lambda # (C.37 &) .
mu # (B.1.621 %&#%) K0 omicron ¥k (BA.1.18. BA.1l. BA.2,
BA.2.12.1. BA.2.75. BA41, BA46. BA521, BE1l. BF.7.
BF.7.4.1. BQ.1.1. CH.1.1.11. XBB.1. XBB.1.5. XBB.1.9.1,
XBB.1.16. XBF } U XE i) ] 128 LTH Y 4V A{EMRZ IR
L. 50%A%hiEE (ECsofl) (&, VeroE6/TMPRSS2 #ilid T 0.22
~0.99 4 mol/L. HEK293T/ACE2-TMPRSS2 i} T 0.026~0.064
umol/L THotzo b MNaIE L 3T ERBET NV EH W
MR RICBWT, SARS-CoV-2 R/ EEM (delta B

4;% 100 (B.L617.2 %)+ omicron # (BA.L18 & 0f BEL H#)] 124+
R U % ECogo 1 0.0514~0.195 u mol/L Td - 7z 12,
E@l o 18.2.2 In vivo iU A IV R1ER
L SARS-CoV-2 FRFR Bk % Befl L 2w v AZBWT, TV ¥
w40 FLVE VG, YAV ABREE S S O KT AV A
‘%‘% 90 — U %D S OHEGOWTNORETH, MMEAY A VA
gj - — JouAm fili 2 FEARGE I 720 /2. SARS-CoV-2 <7 ZBIMbFk
. = RBRL 727 ABEEFMICBWT, BB LTy
0 48 96 144 192 240 288 336 384 432 480 (hr) P LIVEVEETHEAROUEE, A O R K R E R o)
Rtk TR 5 DRTH WA B L7 19,
AFIBE 336 314 255 186 151 128 113 102 94 79 55 *18. 3 M
F5REE 321 304 265 208 158 139 119 104 89 83 52 18.3.1 B
M17-1 FEEIIEEOHEEDON T 52 <A v —hi FEBRIL 5 0/ MAHRER (T1221 s EMAH S— MIZBW T,
B, RRBROF IR - BRIMERIIR1T20EB) TH o 72, ARHFIRE 345 B, N— 2 T A Uik CHRIERTVHEN A TH -
(7.51] 72 W 204 Bl S B, 19 I TAKIHE G2 SARS-CoV-2 3CL

FA72 TEI - Byl

B (112 AR 18 ikl 2 D4R E 40kg DL b i3 18 i Lk 70 i oAb

Jede |2.SARS-CoV-2 Bth (MEFEZALRT 120 BRI AN I IR S - Meftk & A
V272 PCR MR 4512 & 0 ifERR)

3.SARS-CoV-2 12 & & BYAEDFEIR (14 FERD D) H 1oL L) 3§
HAENEAALHT 120 BFRT LN

AR 2 AL SIZ B VT, SARS-CoV-2 12 & 2 EYAE DAEIR (12 4%
R P o)L, pEE (a7 2) O UEORERD 1O ERD
5N 5%, 7272L. SARS-CoV-2 |2 & % &Yt DIHERI 7> S FEAE L
TIEIRTH B4 1d. SARS-CoV-2 12 & 2 EGLElC & ) AL L 72
LB A AW L 72 RERICBR %

SIEBEER GBI~ 54 T H7  & b 10 H BREE AT g 208

6. (ZMDHR) WFTIER L, HRL TV BN D 2V

4% [1.Sp02 28 93% LA T (BNA)

e 2BFERG 2 ET S

SATIR % %5 5%

45D (CTCAE %5 5.0 B Grade 2 BLLE) BT B 0 B IEE L
FEHHEE AT S

5. L E (CTCAE % 5.0 it Grade 2 Pl b)) BB OBUHIE L
FEHHEE AT S

a) OBBEIEF K. ORI RO A, @, OEELILFE
. @ 1T NIFHHA, ©RKLIZHIED, ORDOHF A, @B,
@Eh (FFRKEE) ., O &5, O, @TH, GWRERERE, @i
HRE

b) OBEE (EHK) . O WMLIERORA, @FH. @EELIIHR
. @IS T, ©@RKLIZEDE D, DROFHAH, @,
@By (), o &5, O, @TFH

o) FERDAIT HWEREARAN AR (0 2L, 18\ E, 2 &R,
3 EPE) TRl

BIVEFAZEBIHEIZ. 245% (148/604 B1) TdH Y. FAREWERIE.
BHEY REORD 184% (111/604 1) TH-7210,

18. EEXhEEIE

18.1 {EFR
IV Y FLIVEVIE SARS-CoV-2 3CL 7us7—EZHEL,
RYZ R EOYW LT 52 & T, 7 A4V 2D EE I

(6)

Ta7 7 — R T IV BRERPRD LN 2D B KA
FCBWT2HID LRSS N7 I 7 BRAERIE M49L (12 #1).
M49I (3#1), S144A (2#)) TH Y. M4AIL Xik S144A #HA
L7-43 2 SARS-CoV-21d, =¥ ¥ FLVENMIIH LT, ThE
17 53 92 D SR T 2R L7 19,

18. 3. 2 JEEEPRAEER

SARS-CoV-2 [R5 EERR % W72 in vitro THPERBRBIZ B W
Ty 4fCHEFC L 7245 5. SARS-CoV-2 3CL a7 7 — ¥ HgIc
—D7 I LR (D48G. M49L. P52S J UF S144A) M OH%
DT I WER (MAIL/SI44A) % AET DD Sz 19,
D48G. M49L, P52S i3 SI144A %A L 74 2 SARS-CoV-2
. TV P L VENMIH LT 37~17 oMK T 2R L.
M49L/S144A %A L 7-fl#t 2 SARS-CoV-21d, => ¥ hL v
EOLIZH LT 100 f5 DS AR T 2R L 72 16,

19. B3 ICET 2 ELFHMER

—BHRE T MLIVEL T IVER
(Ensitrelvir Fumaric Acid) (JAN)

b4 : (6E)-6{(6-Chloro-2-methyl-2 H -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
monofumaric acid

533 1 CooHi7CIF3N9O2 + C4HaO4

5T 64795

IR BRoBERTH S,



flopHsEA -

M
N CH
% k -

HOZC/\/

Al 1 245.2°C

*21. AFEMY
PRI 2 7 FHETM 2 e o b, BYNCE/T 52 L,
22. @
78 [78 (PTP) x1]
28 $¢ [14 %t (PTP) x2]

*23. FEX#

Hj C<-N

CSCikis R 57)

1) #HEEE =Y PLLVELD Ty PRIV O ER S 5
AER (2024/3/5 KGR, HETEELEE 26.6.3) (202200224)

2) MANEHR Y P LVEVORHER A RS THRER CGEY
B - Z4at) (2024/3/5 K. HEBEHME 2.7.6.1)

(202200225)

3) FWNEE  [UCrZ v Y FLIVE LD in vitro MLIEHR Y ¥ 787 %
GRBr (2024/3/5 AR HEEEEMRE 2644.1.1) (202200227)

4) *il*]éﬂ IV MLV ELVDTANT v ZARER (2024/3/5 7
. HFAEEETE 2762, 27221.2) (202200228)

5) *il*]’é:ﬂ IV b ULV LORHEEERERE (2024/3/5 7K
. HEEEEMEE 26451.2) [202200229]

6) HNEHR T Y b LIV YL O BRI E S G Y B RE R
B (2024/3/5 KR, HIREEEMEE 2766) [202400029]

7) FNER T2 Y b LIV L ONFE AR E ) g R Y B e
B (2024/3/5 KGR, HWEEEFEE 2.7.65) (202400030)

8 HHNER =Y FLVELNORBWEHELIZ T v AK—% —
A LS AR B 530 (2024/3/5 KGR, HFEE R
B 26454, 264.7) (202200230)

9) *NEE : Y MUY L OEWMH TR (2024/3/5 &
A, HEEFMETE 2763, 2.76.7) (202200231)

10) #%EE : =22 FLIVE LD SARS-CoV-2 e Z st 44511/
MAHEER (Phase 3 Part) (2024/3/5 8. W& & FHEE =
2.764) (202200309)

11) #HEE =¥ FLIVEL® SARS-CoV-2 3CL 705 7 —
BG4 5 ERB (2024/3/5 K, HFEGERME
262211) [202200234)

12) #WNEHR : =Y P LIVE NV D SARS-CoV-2 gz 513 5
Bow A4V 2GR (2024/3/5 K, W5 R
26.2212) (202200235)

13) #WER : =¥ FLIVE LD SARS-CoV-2 e~ 7 ZEF )V

2B 5 in vivo SEIVEFICET 538k (2024/3/5 7K7%. H
R 26.22.2) (202200236)

14) HWNEE: =Y P LV ELD SARS-CoV-2 JEJeB 5l 45 1/
MAHZER (Phase 3 Part) ®7 3 VB4R (2024/3/5 K.
HIFEGRHME: 2.724.1.2) (202400031)

15) #HNEE =¥ FLIVEVIZHTT B SARS-CoV-2 it 45 it
B (2024/3/5 7K HFEREMEE 26.2.214) (202200237)

16) #PEE : Z Y FLVEMICHT B IN—AT 2 2T 4 7 R
HH3k SARS-CoV-2 % Btk o 3 H] &2 M5Bk (2024/3/5 K72
HIFS R 26.2.2.1.6) (202200238)

24. NBFERERVEHOVEDESS
R SRR R A AL PRAERE v 5 —
T541-0045 KBl L pGEASAT 3 TH 1 % 8 %
i 0120-956-734

XCV 10T

)

FAX 06-6202-1541
https://med.shionogi.co.jp/

26. BERFTERES

26.1 BLEMRSETT
LS8 S /SN
RERTAT Y X BN 3 T H 1% 8 &

va—ngE (M)

®:



	340018_6250052F1023_2_07
	340018_6250052F1023_1_07

