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V= |1 H1E*2| 375mg,
NG L4y | 1.18)% | 130y%4 | 1.38)%4
092 | 079 | 062 | 054
S 125
TR ZO(;HSM o | 14| 086 | 063 | 035 | 050,
1.28)%5 | 0.99)%5 | 069)%5 | 0.50)%5

1 BTN T O (90%15 X )

¥2: A4 M aFV— IS 1 HHOMA T H 2 S

%3 ANNTEE Vi 1~3 HHIZ 100mg 2 1 A 2 M5, 4~7 HHIZ
200mg # 1 H 2 %51, 8 HH2*5 300mg % 1 H 2 [#%5-

4 PR 13 61

%5 1 PR 3 1

) ARIEOKRINIHIZ 125mg §ETH Y. HEE - Asd [

W LR2RU EOMNRERAZEZ Y Y PLVELELTI
HHE375mg . 2 HHA5 5 HHIZ 125mg & 1 H 1 miEN
#595] THo,

17. ERERRIE
17.1 BHERVRESHICEET 55
17.1.1 EREERSE /485888 [T1221 KBR] SEINAH/N— K

12 DB 70 iR (18 iR i3 MR HE 40kg DL EICIRZ) @
SARS-CoV-2 12 X % J&Gehie BH 2 412, 1 H B IZAH 375mg
Z, 2HEH»S 5 HHIEAA 125mg 2 1 H 1 BIFEIHRS Lz s
ED, AHNOEIER ZENLEERHT LI E2ANELTT S
L AR R A (L B AR AT R LGB 2 S L 72 EEET
filiZH B 13 SARS-CoV-2 12 & 2 BG4 D 5 HERDIRAE S 2 £ TORE

B (%1) & L7
(%1) SARS-CoV-2 12 & &4 5 itk (OB RIEINIIE ST
& @B TS UIFEH,. ORAKIRIE Y. @WK



V' a—/\gg (6)

F O] OFRERE PERE RN 4ERE (0: &L, 1:
BREE, 2 PSR, 3 EEE) CEEliL. HEOERITSIE
ROFTRCHPLTOREE D74 &b 24 R L7254
Dl =F g A

 SARS-CoV-2 12 & 2 JEHIE D FAE T A & AL L 72 BEAFE IR
Ty R=RA 74 ¥ (BLHimd) FHRTE/LTYS &
B VI L 72 ERICD W TR, R—=Z 5 4 VEEOHAEE
HBEEDOD DI PEFELDT, PEEOD OIZEELT., &
JED b DIXHRFE LU ~TNEBE AT 3 3 MeRE L 22K & 7
LTk,

 SARS-CoV-2 12 X % &Y O FAE T 2 & FA4E U 72 BEAEE IR
Ty N—=A 74 v (FH5HHRE) BETELLTVwRVE
BB ASHIWE L 72 BRSO W TR, R— X 5 4 Y EEOHAE
EXAEEODDIEEDT, HEEOD DX PEEDT,
BEEE D b OIXEE DL T ~HE B ASHERE 3 s L7z R &
"HT L,

- BRSO SEIR [SARS-CoV-2 12 & % JE3efiE D FERERI 1213
FAELTBLT, X=25 4 v (F5HiRE) Bl
FBLLZ2EIR] 122w Tid, 2 LOREE B Z L,

MVEAIL SN2 121561 (HAAN6626]) O b, XN—254 ~
O FIHGE S VB E 72 @ RT-PCR A & ) Bk & HI &
N, 512 COVID-19 DIEIRFEHL & MAEALEIF) T TORFR A
T2 MR TH o 72 690 BB 5, FEIFFMIEE O3
171 KUK 171 D e B Y THo7210,

#2171 FEFFHMEHHE O FE

AFHIHE 75 & R
BI% 336 321
AR 254 233
SARS-CoV-2 |2 & 2 &gt D

5 AR 5 £ TORER (hr) 1679 1922
D HYLfE
p Y 0.0407

NY— R [95%5 X ] © 1.14[0.95,1.36]

a) SIERDON—ZF A Y DR AT HFRT 0 IR L 7= BB (3%
Wid S ERAL S iz,

b) # EAKHEMM 5%, SARS-CoV-2 12 & B EYEIH T 57 7 F YO
H#E% g L 3 % Peto-Prentice D g hll—#1t Wilcoxon &

¢) SARS-CoV-2 12 & BBYHE\H T 27 7 F VMO FEE G L L7zEil
Cox NH— FET N,

)
100

23 80 o

B 60

— AHIRE

— — TR

ARPAEE R
AKIEE 336 314 255
7T REE 321 304 265

144

186
208

192 240 288 336 384 432 480 (hr)
TR A 5 DR

151
158

128
139

113 102 94
119 104 89

79
83

B17-1 EFEEHEEE ORERO N 75 <A Y —liik
B, ARBFOTLERN - PO EEIRIT20DEB) Th o7z

[7.Z1]

F17-2 T - BRALEEE

S 112 el 18 ki DR TE 40kg B3I 18 me I 70 i

e | 2SARS-CoV-2 Batk (MEAEZALHT 120 BRI LAPIICERILS M7=tk % H
W7z PCR i1 & b #ER2

3SARS-CoV-2 12 & 2 EHEDAEIR (14 4EIR D ) b 12LLE) J
HASHEAEZALET 120 g LAY

4 A BALEE IS B W T, SARS-CoV-2 12 & 2 BEEDRER (12 4
R P oHb, PEE (a7 2) O MUEORERD 1O ERD
5N Bb. 72721, SARS-CoV-2 |2 & 2 BIeHE DFFENT A S AEAE L
7R TH DY A1, SARS-CoV-2 12 & 2 EHEIC X ) AL L 72
&R AR L 2 RERICIR B

SIEBEEYE G- B~ G T % < &b 10 H B A e 2 &

6. (TMDOA) M TIE R HIRL TV A AFEMED v

KAt |1.Sp02 A3 93%LL T (RMNA)

e 2MFEHREEET D

SN 235 5%

4715 P E (CTCAE % 5.0 i Grade 2 DA b)) D JFRE OB XL
FEMREE AT 5

5.5 E (CTCAE % 5.0 i Grade 2 DA E) OB EOBURIE XL
FEnREE AT 5

a) OBBIEUIIEIE. O AR RO A, @B, @R IT%H
T O ITS IR, ORKLIZHOT Y, OO A, @K,
@égn (FP R BE) . OM: X 5, OE:, @ TH. ORERE, @
I

b) OBEE (EWIK) . O AR ZEOEA, QR OEELITT
. @B ITS LT, ©OHRKLIEHEIED, OREDOFHA, BB,
@B (FREEE), O 55, QL. @ T

c) FERDAI 7 HWERBEARAMABRE (0: 2L, 1 BREE, 2 p&gE,
3 EEEE) CCEFll

FIVER B (X, 245% (148/604 1) Td 1. EZREIEHIZ.
EILE Y REHBA 184% (111/604 Bl) T 7210,

18. EWWEE
18.1 AR
IV Y FLIVE VI SARS-CoV-2 3CL 7u s 7 —E#EL,
RYZ R EOYW 2 HIET 52 LTy 7 AV A ORI
35 10,
18.2 E=HEER
18.2.1 In vitro A JL AEFEHHFIGHR
IV Y b LUVE VTR R & V72 BRI B W T, SARS-
CoV-2 i srslitk (FER#R (A RH#). alpha tk (B.1.1.7 %),
beta ¥k (B.1.351 % #%). gamma B (P.1 %2#). delta ¥
(B.1617.2 %#%) . theta %k (P.3%#%). lambda ¥k (C.37 &fk).
mu#k (B1621 &%) MU omicron # (BA.118, BA.Ll. BAZ2,
BA.2.12.1, BA.275, BA41l, BA46, BA521, BEl., BF7,
BF.7.4.1, BQ.1.l, CH.1.1.11. XBB.l, XBB.1.5. XBB.1.9.1.
XBB.1.16. XBF KU XE Ri#t)]) (Z6h LTI 4 VAT EZ R
L. 50%A % (ECsofl) 1&. VeroE6/TMPRSS2 4T 0.22
~0.99 4 mol/L. HEK293T/ACE2-TMPRSS2 #H}fa T 0.026~0.064
umol/L TH o7z, & M5B LK 3IRITHEREZEETVE V7
MR R B W T. SARS-CoV-2 iR 7k (delta ¥k
(B.1.617.2 %#%)+ omicron #k (BA.L18 O BE.1 %#%)) k3
% ECop 1& 0.0514~0.195 4 mol/L T - 72 12,
18.2.2 In vivo iV A IV RYER
SARS-CoV-2 FRIE Dbk 2 Bl L 22t~ A 12B W T, =0 ¥
FLVEVIE, TANVAEMEERD? S ORSR T A )V A
24 WD 5 OHGOVWTROYA T, MidikHN Y 4 v 2h
il % F BARAERN SR €72 F 720 SARS-CoV-2 < 7 ZBI{Lkk
ERH LY AFHETNVICBWT, BEFEEERL TV
L VELVEECEEROYE, AEYHOER L ORERD oM
HDsED Sz 13,
18. 3 it
18.3. 1 EGFRELER
FEIBRIL 85 1/ MARER (T1221 58k B MAH S— MIB VT,
ARFNRE 345 B, X— R T 4 Rtk CHILRLGIFENT STTHETH -
T WEBRE 204 Bl 9 B, 19 BITAHIFE S #12 SARS-CoV-2 3CL

(6)



TUFT7—EHEBICT IV BERPAD LNz, FDH B, KA
BZBWT 20U ERD SN T I 7 B R IT M49L (12 1),
M49I (3#1). S144A (261) THH. M4AIL NI S144A #3EA
L7z## 2 SARS-CoV-2 13, ¥ ¥ FPLIVEMZH LT, #R%E
N7 B 92 BRI T 2R L7z 19,

18. 3. 2 JEEEPREER

SARS-CoV-2 R 78k % 72 in vitro THESSHRERIZ B W
Ty AR L 74558, SARS-CoV-2 3CL 7u 7 7 — EHig |2 Bl
—D7 I AR (D48G. M49L. P52S K OF S144A) K UHE
OT I AR (M4A9L/S144A) AT 2D b7z 19,
D48G. M49L. P52S Xid S144A % 3E A L 7-## 2 SARS-CoV-2
. TV RMLVENVICK LT 37 ~17 o KZ R T 2R L.
M49L/S144A %38 A L 724l 2 SARS-CoV-21k, =¥ bL IV
E VIR LT 100 f5 D AR T 2 7R L7z 19,

19. B¥ESICEAT S EZNME

21.

—BHFR Y PLIVEL TRV
(Ensitrelvir Fumaric Acid) (JAN)

L2344  (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

433 1 CooHi7CIF3N9Oy + C4HsO4

5 TE D 647.95

TR BoBERTH 5,

b E N
x a
% x ey
. HO,C A COH
F
F F
Fls : 2452C
e

B3 R 7 ERET 2 HE o b, BEICEET L2 Lo

22. A%

7% [78 (PTP) x1]
28 §¢ [14 8¢ (PTP) x2]

23. EE

D

2)

3)

4)

5)

6)

7)

8)

9)

kg k& 5)
HAGE : oY FLLVELD T v b RO VO GRS 5%
ABR (2024/3/5 KGR, HAHEELE 26.6.3) (202200224)
HAER =Y PLVELVOREERATERE T HRB G
TR - 24e) (2024/3/5 K. B EREE 2.7.6.1)

(202200225)

HWER  [MCL ¥ FLVELND in vitro TLIEHR Y ¥ 287§
HikBr (2024/3/5 KA. WA EFRE 2.64.4.1.1) (202200227)
ffmé‘ﬂ TV MLIVELNDRANTG VAR (2024/3/5 &
. AR 2762, 272212) (202200228)
HWéﬂ I b LV ORHEEE R ERER (2024/3/5 7K
. HEERE 26451.2) (202200229)
HABE : T2 N LV L O ER AR ot S R B e 2R
B (2024/3/5 7K. HRHEEMRE 2.7.66) (202400029)
HMPMGEER Y MUV E L O TSRS B R R By e
B (2024/3/5 K8, HEEEREE 2.7.65) (202400030)
HHNER Y PLUVELVORBEBEEE NS vV AR—-F —
A L7 HAERNC B 2 kbR (2024/3/5 KA. HIRSEHR
W% 26454, 2647) (202200230)
ﬁW%ﬂ';yybvwew®£%ﬁﬁﬁmﬁ%(%MB&%
B, HEEREE 2763, 2767) (202200231)

XCV 12H

Va-—ngE (M)

10) #ENEE : =0 ¥ P LV E VO SARS-CoV-2 e ut 445 1/
M5 (Phase 3 Part) (2024/3/5 K72, Hi&h & k2
2.764) (202200309)

11) #:WN&EHR : = >3 P LIV E VD SARS-CoV-2 3CL a5 7 —
BIEME 6 5 B (2024/3/5 AREE. W R
26.2211) (202200234)

12) #PN%EE 1 =Y P LIVE VO SARS-CoV-2 BYAINLIZ BT 5
Po A4V A G RE (2024/3/5 KE, WG R
26.221.2) [202200235)

13) #WNEHR : =2 ¥ P LIVE LD SARS-CoV-2 &g~ 7 X EF )
2B % in vivo SEEMEAICHE T 2R ER (2024/3/5 KGR, H
AR 26.22.2) (202200236)

14) #A%EE =23 FLIVEL® SARS-CoV-2 BBt 4511/
MAHEE% (Phase 3 Part) O 7 I JERER (2024/3/5 K.
HIGE GRS 2724.1.2) (202400031)

15) #PEH : =2 LV E T 5 SARS-CoV-2 i P45 3t
B (2024/3/5 AR, WREERMIEE 2.6.2.214) (202200237)

16) MPEE : TV Y FLLVENICHTRZYUN—RA Y 22T 4 7 A
HIk SARS-CoV-2 2 Sk o 3 &S vk ik B (2024/3/5 K2,
HIFE G R 26.22.1.6) (202200238)

24, MEERERVEOEDEE
TR MR A EENRE v 5 —
T541-0045 KPR i Ye X EAENT 3 T H 1% 8 5
TG 0120-956-734
FAX 06-6202-1541
https://med.shionogi.co.jp/

26. BERFTEES

26.1 BLEMRSEIT
Py IR A AL
KRBl X BB 3 TH1# 8 &

® : BEREE



