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0.8 % — KA RGHE B e (hr)  [95%(5 FE X Fal] p X3
g - TSR AH 385 73.2 [67.2, 85.1] <0.0001
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AR RBUBIEI, 445 QT/610 ) THo e, EalEmIE TR 0.5] -
1.8% (11/610 i) TdH-7 12, ﬁ
17.1.2 ERENRERRR (12 RRBEONA i 0.6
12 BRIEDA > TV 2P I A ) ARGYE B FITAK 2 HE Rk OS5 Ja5t
L& ZORBERTEMMERTT 2 2 &2 BNE LI IRIEE }; 0.4
RERD S5, (KE 10ks Bl EOBERH 102 FIC B DRERIAE 17-2 KT b
M17-2 0 LB, FEHMEEE TH D1 > 7T O HFRFIM (Fi a0, 24
) V3. 10kg LAk 20ke 46T 39. 1 K, 20ke LA 1 40keg 3T 45. 6
WERL A0ke BLET 60. 9 BERITaH - /. 1 L AK - EAFIOA > 7)) 0.0]
I\/ﬁ@ﬁ,ﬁﬁlﬁ (':me@) =8 A/HlNlde RITI1Z 1642H%FEIEJ (2 {ﬁ])\ A/ T T T T T T T T T T T T T
03 RT3 45. 2 KRR (86 fi). B HUTIZ 43. S B (T4 THh-o7r= W, 0 30 60 90 120 150 180 210 240 270 300 330 360 (hr)

H5BARN S DR
B17-3  [EFRHLFE S AN R AR T O Kaplan-Meier ghifg
NV AV RTFZEHT 2EH)

@



FIERFEHBEEIX. 5. 6% (A1/T730 ) THh o7z, EREIMERITELD
2.2% (16/730 ), FHi1.2% (9/730 ) THo7=W,

(R
17.1. 4 EMNE BB REER

A2 IIINI T T A ) ZERE B O RB S O F LTSS 255
120 ARFIDA > T IVI A L ZERGRE D SEREMHI SR (10 A RD)
&, EAEA L - EHERUITREILEGBR TREEL 7z, 1 > 7V HY
AV A SERYYE R F O FEAEN 5 48 RERILAPIC. F O RS T F £
EHICAK EBRERCERISECTNOFHEIL <IVRF )L Ing/
kg, 10mg. 20mg. 40mg. # L <i% 80mg) XiF7FtRAZHEROKXE
Uiz &, EEMEEE TH DEENEA > 7T o1 )L 2G5
H CRANDIFWLEERD D) OEERIRIT-4DEBD, AFHT
1.9% (7/374 1Y), FS5EREET 13.6% (G1/3756)) THv, 75t
RICKHT D AK OEBIEAMEES Nize A > TV T 1)L ZAEGYE
BEOUA I ZE - WERIGIOFEMRMEA > 7 IV T A1) A G5B
DOEEE. AFFELTT TR BETENZN. A/HINIpdn B TiE 1. 1%

(2/176 IED) KR 10. 6% (19/180 ). A/H3 B TIZ 2. 8% (5/181
BIED) RHON17.5% (32/183 ). BEITIZWTND 0% (FNFh 0/2
BIKR0/341) TH-o7=1™, [5.6. 7.3, 7.4 BH]

1 2) KT 20kg RO /NEEZNEN A TIZ 19 Bl A/HINIpdn B T3 8
fil, A/H3 BT 11 flz &, TRHICE L TIZKRE 20 kebl LD /NED
ik - AENRREINTN S,

F17-4 ENE AR TOEREL > 7V T o1 )L 2%
WibrE GERMDIFRIHERD V) ! OEIE

V7 —YfE - BEh (5)

FIZY—VHERIINT 2EZEET 2R NA/I274Y 2Rk E S
) ZEBLAEYYAETIINICBLT, NOFFE) <IRFIIL
13, #E5E RO RN TA IV A Nz HEBIKEMIE T 821,
ZOEIE, RIEHRE MBI L 2 AT AR STV YTV A
MEBELZEFIVI, HIZ, BA 2 INVI T )V Ak 16N,
HIN9) ZHFEL =T ZXETI DIZBNTHRD 517z,

Fizo ABIROBEA >IN IAINZEREA > TV T IA
JVAKR (H5N1, HIN9) ZHEfEL 23U ABFEETFIIVICBWT, NOFH
Bl RIVBEFIINZ, BFHEFEERELZD, ZOBEDRIE, AR
ADITNIIT AN AR LY I ZAETIVICBWT, hRRA
ZESETH (VAL X% 24~96 BRI 581G R osh
7 18)0

ABIA I IA N AEZEELZ7 2Ly NEFTIVITBNT,
NOFHE IVRF T, 58 HOSPERERND A )L Z F1f
ZETEE, KELEFZIHLZ W,

18. 3 ik
18.3.1 EGAREER

B 12 LA ED/NR 2wt % & U7z E R E S AR R AR BR,. N1
UZVRTZE2HETDEEE2NRE L ZEBELFES TAHRERRBR, 12 5%
RGO/ E 5 & U= ENEE AR O SR RBICB N T, &
Hni G5 I h, #5aRICERRIEITNETH > R ED S 6,
NEFHEL I RFIIERKOREEENERM TH BRI AS—F
b B EEEK D 138 07 2 JBERNED 5N HBRE O EI3E
18-1DEBDTHH1=0,

#18-1 SEIMAHGSR]. BY/MER), RERH ORI X T —ECHEEAE

FEIERD 138 7 2/ B RO FERN

SEMETEA > TV I U H| TR & D
. I o |V E | TR 2
il | BTRE | BIR He (BIE0 (954 5 I )
[95% 15 48 X 1] p il
A | T 1t3%8(73ﬁg§ 0.1
ik 13 6%’(5fﬁm) 0. 06, 0. 30
- i 9. DA 3 1
J5tR| 305 s e s p<0. 000
‘ 1.3% (4 #i)
12 B E A 303 [0.4, 3.3] 0.10
i L 13.2% (40 i) (0. 04, 0. 28’
7IeR| 3 [9.6, 17.5)
. s 4.2% (3 )
o sk AAL T (0.9, 11.9] 0. 97
g L 15. 5% (11 i) (0. 08, 0. 90"
77eR| 1l [8.0, 26.0]

X1 1A TV T A IV AL RT-PCR ZEIC K D HIE L, FHEUIAKE
(M FiR) 37.5CLL b, MRlgHERIE M%) TRK/SEDED] OW
FRHY T2 R U T3 HEE) SEFELE.

X2 1 OA > 7IVI Y IRERYYERFE OFIEMN 5 6 JEF NI L F LG H O
[FIE A £ TORER (24 KRR, BAE). @1 > 7V T > PIRYYE
BEOA IV HHEE GRAL RAILSL) . OFJEFE 13
[FIAEEHE OEME BB ETIEERY Y VElk. Fi#poHs%E
FEHTRFIC B 2 HERIZ ERRO@ & L., plEIZ. 2FOMHTHED
HETRo

X3 1 RE 20kg R D/NE 19 Bl EEFE, FTRHHICBEL TIXARE 20 kelh B0
INEDOFE - FRAVEEE N TN S,

BIERFEHEEL, 1.9% (7/3T4EDH) THhoz. TARIfERTELDL

0.5% (2/3TAEDF]) Thok 19,

75 8) KEE 20kg RiED/NR 19 Bz ST, TR L CI3EE 20 kebl ED/h
WO - HENRRINTWS,

18. FEghFE®E

18.1 E LR

NOFHEN I ARFINERERE ABKTBRA > 7))V T FY

ANADF vy TIRERT Y RX 7 L7 —EiEH 28R I HET 5,

Fvw MMREETZY RX 7 L7 —Yid, 18 FHE bk nRNA §57EXK 2 55

BANCYIM T 5BEETH O, U1 IV A MRNA BRICHER T T3 —&

2% RNAWi 24T 5, NOFHEI <IVRFIILESEER.

Fry TKEEI X7 L7 —EiEEEHEL. U1V A nRNA OF

REMET S ZEICKD, U1 )L X EENHITE 253 % 10,

18.2 ZEIE{EM
18.2. 1 In vitro U4 )L RIEFEINHIZHR
ARIRC OB BIA > TV I YA )L A DEBREM U R 8k (/1
T —VHERICNT 2EZEE T 2R NA/I2T4Y B Rk E S
) RS E2 MDCK M (f X HSRERIERIL) B Ww T, No
FHEI I RFIIVEERIET A ZEGEMHE R 2R U2, (7
AIVA N ZE 1/10 1THIH9 2 (ECoo) 1&. A BT 0.46~0. 98nmol/
L. BEIT 2. 21~6. 48nmol/L TdH > 7=, )
/2, ZOzhEIE. HNI I HINY RO BA > TV P I IV A
(/4525 —FHEFNKT DREZ T 259 NA/H274Y, NA/
R292K O /AR ZED) 2P B2 MK Mgl THED N
7210, (ECgo 1 0. 80~3. 16nmol /L)
18.2.2 In vivoIn O A IV R1ER
ARBIFC OB BIA > TV I A )L A DEBREM U R 8k (/1

| e [ avmNipame | amzme | pme
Fo B 12 DA E 0 /N 6 % & U 7= ISt 128 IRt
i 0.1 0. 0% 10.9% 2T
PR A0ks BLE | 557370 0/4) (36/330)% | (1/37)%
N A TS B % % & 7 336 TR PR
. 5. 2% 5. 6% 9. 2% 0. 8%
PR AOke BLET (15m00) (1/18) as/1n | a/13n
12 B0/ 2 K1 % & U 7= [ A 36 T HIEG PR AR
- 23. 4% 0. 0% 25. 7% 0. 0%
e T ©0/2) (18/70) ©0/6)
R 16.7% — 16. 7% —
T AL o
(KM 20kg DLE| 18, 4% 0. 0% 20, 0% 0. 0%
10ke Fifs (9/49) 0/2) 9/45) 0/3)
R 10kg DAE| 38, 1% - 1% 0. 0%
20ke il 8/21) /19) 0/2)
K oks LLE | 0.0% - — 0. 0%
10ke A | (0/D) /1)

% GGEBLBIE/ 6t G150

X1 REMOEFHIBNWT, BERRRANE I flE L TE L.

X2 A AR/ R OHEFHIBNWT, BEERPEBNTIR G A O R
BRI N aIRETH > 72T IV A DAL - @ifITENEN | flE LT
kU7,

31BN A/HS BN BRI > TNV T o H A I A DEEBGEE T,
MEIZBNT I8 DT I JBAERMNED 5Nz,

X4 IRFHCEI L TIERE 10 kelh EO/NE O - HEAVKESI N TW
%,

WENOEKRRBICB N TS, AFEGHIC 138 07 2/ BARERT

L BEEFTIE, AFERGE25 3 HEHURIC—#ED YA IV Z Il

EENED SNz, BB, BRAKRT 12 U LEO/NBE R E Lz EEE

KRB MHERABOAR NG INBETROSNEZ8DT 2/

RAROEEP O A N ANMHOHBIIR 18-1 DLBD THo W,

(L0g1o [TCID50/mL])
9 4

—a— AHIRE 138 7 2 AERA

9
s

. —a— AFKIEE 138 7 2 AR
> 6 4 -eo- JIbRE
7
V5
T
P
T o5
)
1 24
Vo
A
704
il

By

-2

1 2 3 4 5 6 7 8 9 (H)
53 5]

X 18-1 [EIREIEE S WA RABRICBIT 2R A S —VEBRIEEAE
D 138 72/ BAEROH IR DT A1) A M OHERE
CEHE + fEE R )



V7 —HfE - Bh (6)

A 2TV YA ) ZAERHE O FIEMFIR R OBGEZ B9 & L 7= EWN

FIMARRRRABICB W T, AKIEE 374 Flrp, FRGRIEIC 63 6T
CINIHFIAINABREE A,

SN7z. FlBITI,
246 FITA >INV T TV AN S N,
TIB DY I JBAERTAINANGED 5Nz,

B GRS > TIV I 2 A )L AR S N EF 7 7228,
PRE 20kg LAk 40kg AR TIIAKIRE 48 #ldh. P51 10 BT
CINIUHIAINADBEEIN, ZODBHR5BIC2HTINOTY I
JBEERTAINADNRD STz,

5N, [6.2, 5.5 BH]

D KHE 20kg K O/NEZZ T, FHHITEL TIIAE 20 kel ED/NED

ik - AARAVKREN TN,
7 2) FRHICBIL TIARE 20 kelh EO/NED R - HEMKRIN TV S,

B AR 12 LA E D/ 2kt 5 & U 7= [F B 3 A 25 ARG R A B B
T, ARFIDEG I NZEE T, HEAIBICEERE ST AEETH > 72
370 ik 2 FlicNOFHEIL  RIVEF I IVIHHEIR DRSS EERIERAL T &
DR AT —VBEMEEAEFEBO B2 07 IV BERNED Nz, N
ARV RTFZHET HEEZRLE U EREE RS THERRBRICB W
T, [ERRIC 290 fp 1 IS B28 O 7 2 J BRARMED 5N, 12 5%k
WO/ 2R SR & Uz E PR THERRBR T, RFR G I Nz B
T, BGERICHEEE SIS TRETH > 2 TTHIFICE23 07 2 /1

ERIBO SN2 .

A2 IINIF A ) AERYE D FIEMHIS R OMGEE B & LZEN
B MAHER R BRICB W T, AR 3T HIED . PR 5 ATHRIC 63
ZDDH 5 FIEDTE23

BIEDTA > TV I HF A VAN E N,
DT I BERTAINANRD 5170,

1% 3) K 20kg AiD/NE 19 Bz, TRHICBI L TIZMAE 20 kel /)

WORE - HRNKESN TN,
E4)

RO - HENKREINTNWS,
7 5)

WORE - HENWREIN TWS,
18.3. 2 JERRAREER

AR OB EIA > T )V T2 A )L A EBRE S BERR & W7z in vitro Tit
PES BRI BN T, AR A )L ZKTIZ, NOFFEN <ILRF>

JENEARIT S 2 2 PEAVEIbR & bl U TRR T 100 AR L 72w 1
WAL N, TN 5 DT,

ox T VANV AN
EJ/aN
AN ARE W in vitro iMBRIZB W T,

B TR S5 RTS8,

19. BXESICEATSEAEZHMA
WRAFR  NOFHEIL IVRFI)L
(Baloxavir Marboxil) (JAN)
b4 0 ({(12aR) -12-[(118)-7, 8-Difluoro-6, 11-dihydrodibenzo [b,e]
thiepin-11-y1]-6, 8-diox0-3, 4, 6, 8, 12, 12a-hexahydro-1H-[1, 4]
oxazino[3, 4-c]pyrido[2, 1-A [1, 2, 4] triazin-7-yl} oxy) methyl
methyl carbonate
5 F3 ¢ CorllzsFaN3078
43R 571,55
IR BE~EEEAROMKRTH 5.
PAFIVZINFF T RITETRTL, TR MUILIZOREIT®
I<, AY =V XIFITE 7 =)L (99.5) IZEFIT< <, KiZiFe
A EVET TR,
{EEfE s

Al 1 228°C (R
EOERER - log P=2.26 [I-F 2% ) —)L/K]

21. FEEREM
B A EHEEERED b B EGT 5 Z L.

XFL 14

ZDDBEEHZIZIOFTIE DT
I MERYAIA AWHA O TIVTOHF 1)L ARRSERE) D
12 3% LA LT, ARIBE 303 flh, TR G114
ZDDSBEREHRITTH
12 AR T, RFIE
TLEFED . PR GRTRIC 1T HIEDTA > T T oA )L 2 hhi
XN, ZOSBHERICIHIEDTIS DT I JBERTA IV AHNED
5N/, 12 ERMOKERTIX, KE 40kg LA ETIIAFIRE 4 B, 7

IRE 10kg PA_E 20kg A3 Tl 4K B
19 BIED R PR GRTRIC T BIED T > 7V T oA I 2R
SN, ZOIEHREHBITIFEDTIS DT I BRI A IV ANED

PREE 20kg R D/NE T B2 T, FHHICEE L TIIARE 20 kglh ED/h
PREE 20kg R D/NE 1 B2 &, FHHICE L TIIARE 20 kelh ED/h

38T D7 2V MABENAED 5N
W, B, Tl PCBWTHARI AV AEDOEASRHETT
38T D7 2 JBEER Y AV X OBFENE R MR BT AR 2 EE 57
WZ ENED BN, —H, BEUAJIAKRTIE., 73/ BERIZ

UN=ATP 22T 7 AFECL OB BRA - ARIA > TN T T
38 D7 2 JBAERIZ. N
OFH I RIVRF I IVEEARIT T 5212 B TH 50 4. E23
O I JBAERZ. NOFFEIL IVRFIIVERKIST T 22

(6)

22. A
(J 7L —H5k 10me)

10 & [10 g2 (PTP) X1]

(V' 7 )V—H§E 20me)

10 2 [10 g2 (PTP) X1]

(V7 —HEEh 2550 E)

10 [0.5g (SP) X10]

23. EEEk

D

2)

3)

TRk =)
Centers for Disease Control and Prevention (CDC) :/)\-f U X%
TZ2HB9 DHEH hittps://www. cde. gov/flu/highrisk/index. him (2020/
11/6 &)
NER  NOFHEI <IVRF IV OAFEFEEHFERX (2018/2/
23 KR, FHEEEEMIEEE 2. 6. 6. 6) (201800035)
FNEER D Ty MRS R OAI BT (2018/2/23 HGR. HIEE AR
HEZE 2.6.4.4,2.6.4.6) (201800028)

4) tENERLPT F O APTT DI K O JFE R fEaEF S (2018/2/23 FRFA. HEE
BRI 2.6.6.8) (201800037)

5) fERERL:NOFHEI <IVERFIILOEMBRE (2018/2/23 KR,
FEE B EE 2.7.1.2,2.7. 2.2, 2. 7. 2. 3) (201800012)

6) FEPNERL: WM ESME (201800322)

O #HRNERENOFHEI IVRFIIVIEMWIRD in vitro MIEEAEE
T OMmERBITH (2018/2/23 /KB, HEBERHE2.6.4.4)
(201800027)

8) B EE:in vitro FoHEER (2018/2/23 K. HFEARHEE 2.6.4.5)
201800029)

9) HNER: b MREBEEZ N U Tz in vitro WA EER (2018/2/23 /K
. HFEERMEE 2.6.4.5) (201800025)

10) #N&EE:E N NT O AR=Y =N LTz in vitro EWAHEIER (2018
/2/23 KGR, HEEERMEE 2.6.4.7) (201800026)

1) #NER:NOFHE IVRFIVOEMMHEIER (2018/2/23 %

12)
13)
14)
15)
16)

17

18)

19)

. EEEERMEE 2.7.2.2) (201800013)

HNEERL - AR O HDEBENGREIAR T T R & O FEH N B
(2018/2/23 KGR, HHEEERHMIEE 2. 7. 6. 14) (201800011)

tNERNEBENRENE LA — 7> 5Lk (2018/2/23 7K

. EHESEERMEEE 2.7.3.3,2.7.6. 15) (201800010)

HRER N YRV RT2ET 2 ERE T SRIE R R 5 AR R B
1201800479)

tENER Y 7T PR S B (2020/11/27 &F.

2.7.6.1) (202000356)

HRER : NOFHEIL IIVRFIWEEEDOR N 2 BT 55
(in vitro) (2018/2/23 &, HFEEEHEE 2. 6.2.2) (201800018)

HNER  NOFHE IIVRFIINOAL > TIVTHFTA )L AT

K92 BREIIGINE A R O ERIR (YU R) (2018/2/23 7KFR. HIEHE

BHEE 2.6.2.2) (201800019)

HNEE : NOFHE)L INRFIINOZOMOBEDE (%7

A) (2018/2/23 A&GR. HIFEERHEE 2.6.2.2) (201800021)

HAEREARA > 7V I o F I I ARG T Ly MBI 5/ 0%+

HEI <IVRFIILOEENE (2018/2/23 /KR, HIGEE R

2.6.2.2) (201800020)

A AR

20) tENER O NOFHEL IR F DT )L A EFEZME (2018
/2/23 K. WEEERHEE 2.7. 2.4, 2020/11/27 /K-, W55 ERHEEZE

21

22)

2.7.2.4) (201800023)

tENER RBRE S BER 2 W72 in vitro T PR3 BiERSR (2018/2/23 7K
. FEEERHYE 2.6.2.2) (201800022)

tENER : NOFTEIL VR F I OEKE TR R T IEDT
S EZER T A IV A DREMEREAM (2020/11/27 KGR, W EE BRI 2R
2.6.2.2.5) (202000357]

24, XEFERERUVBEIWEDHEE

WP R AN ERERE 5 —
T541-0045 KPR XEEIT 3 TH 1 &8 &
EEE 0120-956-734

FAX 06-6202-1541

https://www. shionogi. co. jp/med/

25. {RERIGM EDER

AFNZ, TATIGZ B BLA > 7V > A )V ARGHEDIEEE] DHIYT
HRAL BB OB RPN S NET,

26. BERFTEES
26. 1 SSAREIT

KRB RGEEET 3 TH 1 &8 5

® : BEEE



